3AKOH 3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJIULIUHA

B cuna om 13.04.2007 2.

O6mn. JIB. 6p.31 om 13 anpun 2007e., usm. [AB. 6p.19 om 22 ¢hespyapu 20082., usm. /IB. 6p.65
om 22 wau 20082., uzm. JB. 6p.71 om 12 aseycm 20082., uszm. /IB. 6p.10 om 6 gpespyapu 20092., usm. /[B.
op.23 om 27 mapm 2009e2., usm. /[B. 6p.41 om 2 wonu 20092., uszm. AB. 6p.88 om 6 noemepu 2009e., usm. /[B.
op.102 om 22 oexemspu 2009z., usm. JIB. 6p.59 om 31 1oau 2010e2., usm. /AB. 6p.98 om 14 oexemepu 2010e.,
usm. AB. 6p.9 om 28 anyapu 2011e2., usm. /[B. 6p.12 om 8 ppespyapu 20112., usm. /[AB. 6p.60 om 5 aszycm
2011z., usm. [{B. 6p.61 om 9 aseycm 201 12., usm. /[B. 6p.38 om 18 maii 20122., uzm. u don. /[B. 6p.60 om 7
aszycm 20122., usm. u oon. /IB. op.102 om 21 oexemspu 2012e., uzm. /[B. 6p.15 om 15 ¢espyapu 201 3e.,
oon. /[B. op.1 om 3 sanyapu 2014e., usm. u don. /[B. op.18 om 4 mapm 2014e., usm. /[B. op.12 om 13
gespyapu 2015e., usm. u oon. /IB. 6p.48 om 27 wnu 2015e., usm. /[B. 6p.43 om 7 ronu 2016e., uzm. /[B.
op.85 om 24 oxmomepu 2017e., don. /IB. 6p.103 om 28 oexemspu 20172., usm. u oon. /{B. 6p.84 om 12
oxmomepu 2018e., oon. /IB. 6p.91 om 2 noemspu 2018e., uzm. u oon. /{B. 6p.102 om 11 oexemspu 2018e.,
usm. /[B. 6p.17 om 26 gpespyapu 2019z., usm. u oon. /[B. 6p.64 om 13 aseycm 20192., usm. /[B. 6p.17 om 25
gespyapu 20202., usm. JAB. 6p.52 om 9 wnu 20202., usm. u oon. /IB. 6p.67 om 28 oau 2020e., uzm. u oon.
J[B. 6p.103 om 4 oexemepu 2020e., usm. u oon. /[B. 6p.105 om 11 oexemspu 2020e., don. /[B. 6p.62 om 5
ageycm 20222., usm. /[B. 6p.84 om 6 oxmomepu 20232., don. /IB. 6p.88 om 20 okmomepu 20232., usm. u
oon. /IB. op.16 om 23 gpespyapu 2024e., uzm. /IB. o6p.39 om I mait 2024.

[Tpoekt: 602-01-67/27.07.2006 r.

I'naBa nbpBa.
OBIIMA ITOJIOKEHUSA

Paznea L.
OO61m pasnopendu

Y. 1. To3u 3aK0OH ypex/ia yclIoBuUsATa U pefa 3a:

1. pazpemaBane ymnorpebara WIM perucTpanusITa Ha TPOMHUILJICHO TMPOU3BEICHU WU
IPOM3BEACHU 110 METOJ, BKJIIOYBAIL MPOMHUIIJIEH MPOLEC, JIEKAPCTBEHU MPOAYKTH, NpPEAHA3HAYEHU 3a
XyMaHHaTa MEJHUIINHA;

2. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) pa3spemaBane nNpou3BOJCTBOTO U
BHOCA Ha JICKapCTBEHH MPOAYKTH;

2a. (uoBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) nmpous3BOACTBOTO, BHOCA M
THPrOBUATA HA €/IpO C aKTUBHU BEILIECTBA;

3. paspemiaBaHe U IPOBEKAAHE HA KIMHIUYHHU U3IIUTBAHUS,

4. THProBusTa Ha €JIpO U Ha APeOHO C JIEKAPCTBEHU NPOJYKTHU;

5. mapasiesieH BHOC Ha JIEKapCTBEHH MPOAYKTH;

5a. (nosa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) nocpeaHUYECTBO B 00JacTTa Ha
JIEKapCTBEHUTE MPOIYKTH;

56. (HoBa - /IB, 6p. 18 ot 2014 r.) u3HOC Ha JEKapCTBEHU MPOAYKTH IO Pelia Ha IJlaBa JAEBETa
"G

6. pexiiamMaTa Ha JIEKapCTBEHH ITPOTYKTH;

7. mpocnensBaHe 0€30MaCHOCTTA Ha IyCHATUTE Ha a3apa JIEKapCTBEHU NMPOIYKTH;
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8. kiacudukanuaTa 32 HAYMHA HA TIPENMCBAaHE U OTITYCKaHE Ha JICKAPCTBEHUTE TPOIYKTH;

9. KOHTpOJa Ha MPOU3BOJCTBOTO U BHOCA, HA THPrOBUATA HA AP0 U ApeOHO, MPOBEXKIAHETO HA
KIMHUYHYA W3MHUTBAHMS, HA PEKJIaMara W Ha CHCTeMara 3a IMpocieasBaHe 0e30MacHOCTTa Ha IMyCHATHTE Ha
rasapa JICKapCTBEHH MPOTYKTH;

10. nenooOpa3yBaHeTO Ha JTEKAPCTBEHUTE MPOIYKTH;

11. u3roTBsIHETO HA TO3UTUBEH JIEKAPCTBEH CIIUCHK;

12. (moBa - JIB, Op. 67 ot 2020 r.) mpocieasiBaHe Ha edekTa OT TepamusTa C JIEKApCTBECHU
MPOTYKTH.

Yn. 2. To3u 3aKk0oH MMa 3a LeN J1a Ch3AaJ€ YCIOBHsI, KOUTO OCUTYpsIBAT IIyCKaHE Ha Ia3apa Ha
JIEKapCTBEHU MPOTYKTH, KOUTO OTTOBApsT HAa U3UCKBAHMTA 3a KaueCTBO, 0€30MaCHOCT U €(pUKaCHOCT.

Un. 3. (1) (U3m. - B, 6p. 71 or 2008 1., B cuna ot 12.08.2008 r.) JIekapcTBeH MPOIYKT B
XyMaHHaTa MEIUILIMHA €:

1. BCSIKO BEIIECTBO MM KOMOWHAIMA OT BELIECTBA, IPEJICTABEHU KaTO MPUTEKABAIIN CBOWCTBA
3a JIeYeHHE WM po(HIaKTHKA Ha 3a00IIIBaHUS TIPU X0pa, WIIH

2. BCSIKO BELIECTBO MJIM KOMOMHAIMsS OT BELIECTBA, KOUTO Morar Aa ObJaT W3IMOJ3BaHU WU
MpUJIaraHd Ha Xopa C Le:

a) BB3CTAHOBSIBAHE, KOPUTHpAaHE WM MpoMsiHAa Ha (U3MOJOTMYHM (QyHKIMM 4pe3
(apMaKoJIIOTHYHO, UMYHOJIOTUYHO UM METaOOTUTHO IEHCTBHE, MU

0) mocTaBsiHE HA MEIUIIMHCKA JUArHO3a.

(2) BemiectBo € Bcsika MaTepHst, YMHTO MIPOU3XO MOKE J1a ObJe:

1. doBemkn (YOBEIIKa KPbB, YOBEIIKA KPBBHU POIAYKTH U APYTH);

2. KMBOTHHCKH (MUKPOOPTraHU3MH, )KMBOTHHCKHM OPT'aHHU, €KCTPAKTH, CEKPETH, TOKCUHU, KPbBHU
MPOAYKTH U JPYTH);

3. pacTtureneH (MHUKpOOPraHM3MHM, PACTEHHs, YaCTH OT PACTEHMs, PACTUTEIHU EKCTPAKTH,
CEKpETH U APYTH);

4. XuMHU9YecKH (€IEMEHTH, PUPOTHU XUMHYHU MaTEpUAIN, CHHTETHYHH WIH TOJTYCHHTCTUIHU
BEIIIECTBA U JIPYTH).

Yn. 4. Korato equH INpoAyKT OTroBapsi €THOBPEMEHHO Ha XapaKTEpUCTHKHUTE Ha JIEKapCTBEH
MPOAYKT U HA IPOAYKT, YPEAEH C APYT 3aKOH, CE MpUlaraT U3UCKBAHUATA HA TO3U 3aKOH.

Y. 5. JlekapcTBeHUTE MPOIYKTH C€ KIACH(PULIUPAT CHIITACHO aHATOMO-TEPANIEBTHYHO-XUMUYHA
Kiacuukanus B CbOTBETCTBHE ¢ M3UCKBaHUsATA Ha CBeToBHaTa 3apaBHa opranuzanus (C30).

Ui. 6. To3u 3aKk0oH HE ce mpuiiara 3a:

1. XepMeTHYECKH 3aTBOPEHH PaAUOHYKIINIH;

2. KP5BB, IJ1a3Ma UJIXW KPBBHU KIJIICTKU OT YOBCIIKU MMPOU3XOHA, C U3KJIFOUCHUC HA IJIa3Ma, KOATO €
MOJTy4€Ha 110 METO/1, BKJIIOYBAIL IPOMHUIILIEH MTPOLIEC.

Un. 7. (1) Pa3pemaBar ce npou3BOACTBOTO, BHOCHT, THPTOBUATA Ha €pO U IpeOHO, peKIamara u
JICUEHHETO, NPOPUIAKTUKATa U JUArHOCTHKATa CaMoO C JIGKAPCTBEHU IPOJYKTH, KOUTO Ca MOIYUMIIH
paspeleHue 3a ynorpeda 1o pesa Ha:

1. TO3M 3aKOH, WU
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2. Permament (EO) Ne 726/2004 na EBponeiickus mapiament u ChBerta.

(2) 3abpansBaT ce BHOCHT, THPrOBHSTA, JIEYCHHUETO, MPO(]HIIAKTUKATa W IHAarHOCTHKATA C
JIEKapCTBEHH MPOIYKTH C U3TEKBI CPOK HA TOTHOCT.

(3) IlpurexxaBaHeTo Ha paspelieHHE WU YIOCTOBEpEHHE 3a YIOTpeda, MpPOW3BOJICTBO M
KIMHUYHYA U3MUTBAHMS HA JIEKAPCTBEHU MPOAYKTHU, U3MAJCHU MO pella Ha TO3U 3aKOH, HE € OCHOBaHUE 3a
0CBOOOXKJaBaHE OT OTTOBOPHOCT CHIVIACHO JEHCTBAIIOTO 3aKOHOIATENICTBO.

Un. 8. He ce u3uckBa paspeleHue 3a ynorpeda 1o peja Ha TO3M 3aKOH 3a:

1. 1ekapcTBEH NPOLYKT, IPUTOTBEH 110 MarkucTpajiHa pelenTypa B anTeka;

2. IeKapCTBEH MPOAYKT, IPUTOTBEH 10 (papMaKoIeifHa pelenTypa B anTeka,

3. MEXIMHHU NPOAYKTH, MpPEJHA3HAYEHU 3a MPOU3BOJCTBEHA 00paboTKa OT JHUIE, MOIYUHIIO
paspelieHre 3a POU3BOICTBO 110 pe/ia Ha TO3H 3aKOH;

4. aKTMBHM U IOMOIIHH BEILECTBA;

5. lekapcTBEHU NMPOJYKTH B MPOLIEC HA Pa3pabOTBaHE /WM U3IUTBAHE;

6. IeKapCTBEHU NPOAYKTH, IPEIHA3HAYEHU 3a U3HOC;

7. (moBa - 1B, 6p. 71 ot 2008 r., B cumna ot 12.08.2008 r., uzm. - /IB, 6p. 102 ot 2012 1., B cuna
ot 21.12.2012 r.) nekapcTBeH NPOAYKT 3a MOJIEpPHA Tepanus, KOMTO ce M3roTBs 3a KOHKPETEH MalUeHT MO
WH/IMBUYATHO JIEKApCKO MpPEINHcaHue ChOOpa3HO crenu(UIHM CTaHAAPTH 3a KAa4eCTBO M CE INpHjara B
Je4yeOHO 3aBe/leHHe Ha U3KITI0UNTeHaTa NpodeCHOHaTHA OTTOBOPHOCT Ha JIeKaps.

Y. 8a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IIpu npous3BOACTBOTO Ha
JIEKapCTBEHH TMPOAYKTH, MpEeIHAa3HAUYEHU EIWHCTBEHO 3a H3HOC, HAa MEXIWHHHU MPOIYKTH, aKTHUBHH
BEIIECTBA M HA TIOMOIIHH BEIIECTBA CE NPUIaraT ChOTBETHUTE pa3opeI0N Ha TiiaBa MeTa.

Ui 9. (1) Jleuenne Ha KOHKPETEH NAIMEHT MOYXKE J1a C€ Mpuilara ¢ JIEKapCTBEH MPOIYKT, KOHUTO
HE € pa3pelleH 10 pelia Ha IJ1aBa TpeTa, 110 CclielraliHa IOpbUKa Ha JIedeOHO 3aBeieHue 3a OOJHMYHA TOMOILL
IIPU YCJIOBUS U 110 peJl, ONpe/iesieHH ¢ Hapea0a Ha MUHHUCThpa Ha 3/JpaBEOIa3BaHETo.

(2) PprkoBOAMTENAT HA J1€4€OHOTO 3aBe/IEHNE HOCH OTTOBOPHOCT 3a MPHJIAraHEeTO Ha JICYEHUETO
o an. 1.

(3) (Hosa - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Jledenuero ¢ nekapcTBEH MPOLYKT
3a cheTpanatenna ynorpebda coriiacHo wi. 83 ot Pernmament (EO) Ne 726/2004 na EBpornelickus mapiamMeHT
u Ha CpBeTa ce U3BBPIIIBA [TPH YCIOBUS U 110 PEJI, ONpeIesIeH ¢ HapeabaTa o ai. 1.

Yn. 10. (1) MuHHCTBPBT Ha 3paBEONa3BaHETO IO MOTHUBHMPAHO IIPEIJIOKEHUE Ha TJIaBHUSA
IbPKaBEH 3/IpPaBeH MHCIIEKTOP, CHITIACYBAHO C M3ITBIHUTEIHUS TUPEKTOp Ha V3MbIHUTEIHATA areHIUs 110
nexapctBata (IAJI), Moke cbe 3amoBe]] /1a pa3pellu JISYeHHE 3a OIPEeNIeH CPOK C JEKapCTBEH MPOAYKT,
KOIMTO HE € pa3pelleH 10 peja Ha TiaBa TPeTa, KOraro B CTpaHaTa MMa OOsBEHA eMHIEMHUsI, IPUIMHEHA OT
MAaTOT€HHU MUKPOOPTaHU3MH WM TOKCHHHU, WIM UMa IPEANojiaraeMo Wi NOTBbPACHO pa3NpocTpaHeHHE Ha
XMMUYECKH areHTH WK ApeHa paJnaiis U HIMa MMOIXO I pa3pelleH 3a yrnoTpeda JeKapCTBeH MPOAYKT.

(2) B cinywante mo an. 1 mpuTexaTeNnWTe Ha pa3pelieHue 3a yrnoTpeda, MPOU3BOIUTEIUTE U
MEIULMHCKUTE CHEIHMAINCTH HEe HOCST TPpa)KIaHCKAa WIM aJMUHUCTPaTHBHOHAKa3aTeJIHAa OTTOBOPHOCT 3a
MOCTIEICTBHSITa NPU yroTpeba Ha Hepa3pelIeHO MOKa3aHWe Ha JICKApCTBEH MPOAYKT MM Ha JIEKapCTBEH
MPOJYKT, KOWTO HE € pa3pellieH Mo pejia Ha TiiaBa TperTa.

(3) Pasnopenbara Ha an. 2 He M3KIIOYBA OTTOBOPHOCTTA 3a Je(EKTHU CTOKH CBHIIIACHO 3aKOHA
3a 3aluTa Ha MOTPEOUTETUTE.
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Un. 11. (1) MUHUCTBPBT Ha 3APaBEOINAa3BAHETO MOXKE [0 NMPUYMHU, CBBP3aHU CHC 3aIUTA
3[IpaBETO Ha HACEJIIEHUETO, ChC 3a0BE a pa3lopein Ha U3NbIHUTENHUS qupekrop Ha MAJI na paspemu 3a
ynoTpeba JekapcTBEH MpPOAYKT, KOHTO He € paspelleH 3a ymnorpeba Ha Teputopuara Ha PemyOnmka
bparapus u 3a KOWTO HsAMa MOJAJCHO 3asBJICHHUE 3a M3/1aBaHE Ha paspelleHue, HO € paspelleH B Apyra
IbprKaBa YJeHKa.

(2) B cinyuaure no an. 1 usnbiaHuTenHUAT qupektop Ha MAJI unm yrmbiaHOMOILEHO OT HETO
JMLe:

1. uadopMupa mpuUTeKaTeNss Ha pa3pelIeHHueTO 3a ynorpeda Ha JIEKapCTBEHHs MPOAYKT 3a
3all0YBaHE Ha MPOLEeypa [0 pa3pelIaBaHeTo Ha IPOYKTa 3a yrnorpeoa;

2. BIIMCBA KATO MPUTEXKATE B U3AAJ€HOTO pa3pelIeHNe JIULETO 110 T. 1;

3. U3UCKBa OT PEryJaTOpHUS OpPTaH Ha JAbp)KaBaTa YJeHKa, U3Jlana pa3pelieHueTo 3a yrnorpeoa,
KOIIME OT OLIEHBYHUS JIOKJIAJ U KOIKE OT pa3pelieHHeTo 3a ynoTpeoa.

(3) (dom. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3nbaHuTenHaTa areHIus MO
JIeKapcTBaTa € JUIbXHA J1a OCUTYPU ChOTBETCTBUE HA €TUKETA, JIMCTOBKATA 3a MALMEHTa, KIacCU(pUKaIMITA,
peKiaMaTa U MpociieAsiBAaHeTO Ha 0E30MacHOCTTA Ha IyCHATHUS Ha Iaszapa JISKapCTBEH MPOIYKT 1o aji. 1 ¢
M3MCKBaHUATA Ha TOo3U 3akoH. WMHpopmanusara BbpXy ONAaKoBKaTa M B JIMCTOBKAaTa Ha JIEKapCTBEHUS
IPOAYKT 1O ajl. 1 He € 3a{bJDKUTENHO J1a Ob/ie Ha OBJITapcKH €3MK.

(4) Usnbanutennusat nupektop Ha MAJI unpopmupa EBponeiickata KOMuUcCHUsS 3a U3/1aJICHUTE
paspelieHus mo ai. 1, 3a UMeTO M ajJpeca Ha NpUTEXKATeNs Ha pa3pelieHHeTo, KaKTO M 3a JaraTa Ha
IIPEKPATABAHE HA BAJIMIHOCTTA UM.

Yn. 12. (1) Opunmanna papmakones B Penyonuka benrapus e EBponeiickara dpapmakornes.

(2) Odununannara gapmakorness Moxe jaa ObJe AONBJIBAHA C M3UCKBaHMITA Ha bbarapckara
dapmakores.

(3) MUHHUCTBPBT Ha 3/IpaBEOINa3BaHETO OMPEJENs ChC 3alOBE]l IaTUTE Ha BIIM3aHE B CHJIa HA
aKTyaJHOTO M3/aHue Ha ouimanHaTa (hapMakonest U Ha JOIIbJIIHEHHUTA KbM HETO.

(4) 3amoBenra mo ain. 3 ce oOHaponBa B "JIbpikaBeH BeCTHUK" U ce IMyOIMKyBa Ha CTpaHUIIATa Ha
HNAJI B nHTEpHET.

Ui 13. (1) Monorpadpunre Ha EBpomeiickara ¢dapmakornes ca 3aIbDKUTEITHH 32 BCHYKH
BEIIIECTBA, MpenapaTd U JIeKapcTBEHU (OpMHU, KOUTO CE€ ChIbpKaT B Hed. B ciydaute, 3a KOMTO HAMA
moHorpaduu B EBpormelickara ¢dapmakores, ce TpuiaraT W3WCKBAHHITA Ha aKTyaJIHUTE W3JaHHUS Ha
(dapmakoriente Ha gappkaBute wieHkd, CAILl u fmoHus, ako ca B ChOTBETCTBHE C OOIIUTE MpaBHJia Ha
EBponeiickara gapmaxores.

(2) Koraro cienndukanusta, Chabpskaiia ce B MoHorpadus Ha EBponeiickara ¢papmakones: uim
B JIpyra HalHMoHamtHa (apMakomes, € HeJIOoCTaThyHa 3a OCHIypsSBAaHE KadyeCTBOTO Ha BEIIECTBOTO WIIH
nekapcrBerara ¢popma, MAJl Moxe na M3KMCKa IOMBIBAHE HA CICHH(DHUKAIUATA OT 3asIBUTEIIS/TIPUTEIKATEIIS
Ha pa3penIeHueTo 3a yrnorpeoa.

I'naBa BTOpA.
OPI'AHU HA YIIPABJIEHUE U PUHAHCHUPAHE

Pa3pea 1.
Opranm Ha ynpasJjieHue
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Un. 14. (1) JlekapcTBeHaTa MOJIMTHKA € YacT OT JIbpXKaBHATa 37paBHA MOJIUTHKA B PemyOinka
bearapus u ce ochleCTBsIBA OT MUHHCTBPA Ha 3/IpaBEONa3BaHETO.

(2) MuUHHMCTBPBT Ha 37paBEOIa3BaHETO:

1. e HaIMOHAJIEH KOOPIUHATOP TI0 TPOOJIEMHUTE Ha JIGKAPCTBEHUTE MPOAYKTH;

2. ydacTBa B MEXIYHApOJHU OPraHU U OpPTaHU3aIMH, OCHIIECTBABAIIM JIEHHOCTH B 00JIacTTa Ha
JIEKapCTBEHHUTE TIPOTYKTH;

3. (ot™. - JIB, 6p. 60 ot 2011 r., B crima ot 05.08.2011 1., HOBa - J/IB, Op. 102 o1 2012 1., B crita
ot 21.12.2012 r.) opranusupa MnpeaocTaBsHETO Ha MyOauuHa WH(GOpMAIH Ha MAIMEHTCKUTE OpTaHU3aIlH
U Ha OpraHU3allMUTe Ha NOTPEOUTEIUTE OTHOCHO JIEHCTBUATA, MPEANPUETH cpelly (GanmuduIupaHeTo Ha
JIeKapCTBEHH MPOAYKTH;

4. ochIIECTBSABA IPYTH JEHHOCTH, TIOCOYCHH B 3aKOH.

(3) (Otm. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

Un. 15. (1) KeM MuHHCTBpa Ha 3/paBeolla3BaHETO Cce Ch3gaBa dapMakoleeH KOMHUTET KaTo
KOHCYJITaTUBEH OpPraH Mo BBIIPOCUTE HA JeiicTBammara ¢papMakores.

(2) MUHHMCTBHPBT Ha 3[IpaBEOIa3BaHETO MO NMPEAJIOKEHNE HA U3IIBJIHUTEIHUS nupekTop Ha MAJI
onpezens cbC 3anoBel cbcraBa Ha (dDapmakomeHMs KOMHMTET M HAa EKCHEPTHUTE IPYyNH KbM HETO U
YTBBpKAaBa PaBUIHKKA 32 IEHHOCTTA UM.

(3) Heitnoctra Ha dapmakoneiHuss KOMUTET ce (puHAHCUpPa OT OrojKeTa Ha MHUHHCTEPCTBOTO
Ha 3/IpaBEOIa3BaHETO.

Yn. 16. (1) (Hom. - AB, 6p. 91 ot 2018 1., uzm. - JIB, 6p. 67 ot 2020 r.) KbM MuHUCTBpa Ha
3[IpaBEOIa3BaHETO C€ Ch3laBa Bucm cbBeT 1Mo ¢apMamys, KOHTO BKIIOYBAa METHMa IMPEACTABUTEIH,
OTIpEJICJICHU OT MHHUCTBpA Ha 3[[paBEOINa3BaHETO, MIETUMA NPEACTaBUTENIN Ha bhiarapckus GapMarieBTHYCH
CbI03, €IWH TpencTaBUTeN Ha bearapckara acounuamusis Ha MOMOIIHUK-(papMaleBTUTE, JBaMa
npencraButenii Ha Harmumonannata 3napaBHoocuryputenHa kaca (H30K) m mo eamH mpencraButen Ha
dapmaneBTHUHUTE PaKyITETH HA BUCIIUTE YIHIUIA. MUHUCTBPHT HA 3/IPaBEOINA3BAHETO € Mpe/ceaTeN Ha
chBeTa Oe3 ImpaBo Ha riac.

(2) Bucmust cbBet no ¢dapmainus € KOHCYJITaTUBEH OpraH, KOWTO 00CHk/a U JlaBa CTAHOBUIIA
1o:

1. OCHOBHHTE HACOKH M IPUOPUTETHU B 00JIACTTa Ha (papmanusiTa,

2. eTUYHHU TIPOOJIeMHU Ha apMaIusTa;

3. MPOEKTH Ha HOPMATHBHHU aKTOBE, CBBP3aHH C (hapMaIlusTa;

4. HayyHHMTE IPUOPHUTETH B 00JacTTa Ha (hapMaIusiTa;

5. mporpaM 3a OpraHM3UpaHe Ha OOIIECTBEHHM OOpa30BaTEHW KaMIIaHMM B OOJacTTa Ha
JIEKapCTBEHHUTE MTPOTYKTH.

(3) (Otm. - B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

(4) OpranmzanusitTa U JeHOCTTAa HAa Bucmms cbBeT mo (apMaiusi ce ypexnaT ¢ MpaBHIHHK,
M3/7aJIeH OT MUHUCTHpPA Ha 3/]paBeolia3BaHeTo M0 NpeaiiokeHne Ha Bucms chBet 1o (apmanusi.

UYn. 17. (1) U3neaHUTETHATA areHIus M0 JISKapCTBaTa € CIelHalu3upaH OpraH KbM MUHUCTBpa
Ha 3/IpaBeora3BaHeTo 3a HAJ30p BbPXY KaueCTBOTO, 0€30MacHOCTTa M e(h)MKACHOCTTA Ha JIEKapCTBaTA.

(2) (U3m. - B, 6p. 15 ot 2013 1., B cria ot 01.01.2014 r.) M3mbaHuTeTHATA arcHIUS IO
JIeKapCcTBaTa € IPUINYECKO JIUIE Ha OF0DKETHA U3NIPBKKA Che cepanuiie B rp. Codus KbM MUHUCTHpPA HA
3[IpaBEOIa3BaHETO.

(3) M3nbaHUTENHATA areHIMS 0 JIEKapcTBaTa ¢ PhKOBOJAU U MPEACTABISBA OT U3IIBIHUTEICH
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JUPEKTOP, KOMTO ce Ha3Ha4aBa 10 pejja Ha 3aKOHA 3a aIMUHUCTPALUATA.

(4) Crpykrypata, (GyHKOMHTe W oOpraHu3amusta Ha pabota Ha WMAJl ce ompenenst B
YCTPOMCTBEH MTPaBUJIHUK, IPUET OT MUHUCTEPCKUS CHBET.

(5) U3mpaHuTeIHATA areHIusI 1Mo JeKapcTBaTa:

1. u3aaBa pa3perieHus 3a MPOU3BOACTBO HA JIEKAPCTBEHU NMPOIYKTH;

2. W3naBa paspelieHHs 3a ynorpeda M yJOCTOBEPEHMS 3a PETUCTpalMs Ha JIEKApCTBEHU
HPOAYKTH;

3. (mom. - 1B, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) n31aBa pa3pelieHus u y10CTOBEPEHUS
3a ThPrOBUs Ha €/IpO C JICKapCTBEHU MIPOAYKTH;

4. u31aBa pa3pelleHus 3a napajelieH BHOC Ha JIEKapCTBEHU IPOAYKTH;

5. (m3m. - [IB, 6p. 60 ot 2011 r., B cmia ot 05.08.2011 r.) u3gaBa, oTka3Ba WM IPEKpaTsABa
paspelieHns 3a ThProBus Ha IpeOHO C JIEKapCTBEHH MPOIAYKTH;

S5a. (moBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) BnucBa NMPOWU3BOAUTEIHUTE,
BHOCUTEJINTE U THPTOBLMTE Ha €pO C aKTUBHU BEIIECTBA;

56. (uoBa - [IB, O6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Boau perucTbp Ha IUIATa,
OCBIIECTBSIBAIIN TOCPEIHUYECTBO B 00JIaCTTa HA JIEKAPCTBEHUTE IPOAYKTH;

6. u31aBa pa3pelIcHMs 3a IPOBEKIAHE HAa KIIMHUYHU U3IIUTBAHUS HA JIEKAPCTBEHU MPOAYKTHU;

7. W3BBpIIBA OLEHKAa Ha KayeCTBOTO, e€(pHUKacHOCTTa M O€30I1aCHOCTTAa Ha JIEKAPCTBEHUTE
IIPOAYKTH BbB BPb3Ka C Pa3pellaBaHeTO UM 3a yIoTpeoa;

8. U37aBa pa3pelleHus 3a PEKIaMa Ha JIEKapCTBEHU IPOAYKTH;

9. ochIecTBsABA KOHTPOJ BbPXY IPOU3BOJCTBOTO, BHOCA, CbXPAHEHHETO, THPIrOBUATA HA €IPO U
IpeOHO, KTMHUYHUTE U3NMUTBaHUs, 0€30IaCHOCTTa U peKiamaTa Ha JIeKapCTBEHUTE MPOIYKTH;

10. u3BBpIIBa 1A0OPATOPEH aHAIHU3 IPU ChbMHEHHE 32 OTKJIIOHEHHE B Ka4eCTBOTO, €(pUKaCHOCTTa
1 0e30MacHOCTTa Ha JIEKAPCTBEHUTE MPOAYKTHU U MpeanpruemMa MpeIBUACHNUTE B 3aKOHA MEPKHU;

10a. (moBa - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) ochiecTBsiBa (HyHKIMUTE HA
KOMIIETEHTEH OpraH 3a IpocieiBaHe Ha JIEKapcTBEHATa O€3011acHOCT;

11. (u3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) opranusupa 1 HoJabpikKa cUcTeMa
3a MpocJjensBaHe Ha JieKapcTBeHaTa 0€30MacHOCT;

12. n3naBa ceprudukatu cpriaacHo ceprudukarnara cxema Ha C30;

12a. (moBa - 1B, Op. 18 oT 2014 r.) u3naBa ceprudukaTu 3a JJodpa nuctpuOyTopcka MpaKkTHKa,

13. n3naBa ceprudukaru 3a /Jo6pa npon3BoACTBEHA NPAKTUKA,;

14. (u3m. - IB, Op. 18 ot 2014 1.) KOHCYNTHpPAa HHBECTUIIMOHHUTE MPOEKTH 32 CTPOUTEIICTBO HA
HOBM W/WJIM TPEyCTPOMCTBO Ha CBILECTBYBAIIM OOEKTH, CBBP3aHM C MPOU3BOACTBOTO Ha JIEKAPCTBEHU
IIPOAYKTH, B ChOTBETCTBHUE C MpaBuiaTa Ha JloOpaTa npon3BoACTBEHA IPAKTHKA;

15. m3nbiHABa PYHKIMUTE Ha KOOPAUHATOP M KOHCYJITATUBEH OpraH Mo MpoOjeMHTe, CBbP3aHu
C KauecTBOTO, €(pUKACHOCTTA 1 O€30MaCHOCTTA Ha JIEKapCTBEHUTE MPOITYKTH;

16. ochiiecTBsiBa KOHCYJITAHTCKA, HAyYHa, MH(QOPMAIIMOHHA U U3JaTEJICKa JEHHOCT B obiacTTa
Ha JICKapCTBEHUsI CEKTOP;

17. xoopavHUpa W yd4acTBa B JeHHOCTH, CBBbp3aHM C EBpormeiickata ¢(apmakones U ¢
paspaboTBaHeTo Ha brirapckara dhapmakories;

18. yuacTBa B JE€HHOCTH B 00JacTTa Ha JIEKapCTBEHUTE MPOAYKTH, CBBP3aHM C paboTara Ha
EBpomneiickara areHuus mo JiekapcrBaTa, EBpONENWCKHs IHUpPEKTOpaT IO KayeCTBOTO Ha JIEKApCTBaTa H
3[IpaBeoIa3BaHe, Ha MEXIyHAPOJHH OpraHU M OpPraHU3alMM, KaKTO U C M3IBbJIHEHHUETO Ha MEXIyHAapOIHU
JI0TOBOPH, 110 KouTo Penybnuka buirapus e crpana;

18a. (roBa - /IB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 r.) yyacTBa B MEXIyHapoaHaTa
XapMOHM3alMsl M CTaHJApTHU3alMsg Ha TEXHUUYECKUTE MEPKH, OTHACSIIM CE€ [0 IPOCIEAIBAaHETO Ha
JIeKapcTBeHaTa 0e30MacHOCT, 101 KoopAuHalusITa Ha EBponeiickaTa areHus no jekapcrnara;

186. (noBa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) ch3aaBa ¥ MOAABPKA HAITMOHATICH
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WHTEPHET TOPTAJI 32 JICKAPCTBEHU MPOIYKTH;

19. ochuiecTBsIBa IpyTH IE€MHOCTH, TOCOUYECHH B 3aKOH.

(6) (M3m. - IB, 6p. 98 ot 2010 r., B cunma ot 01.01.2011 r., u3m. - IB, 6p. 67 ot 2020 r.)
M3meaHuTEeTHATA areHOWs IO JIeKapcTBaTa KOOPIMHHMpA JIEHHOCTUTE B 00JacTTa Ha KOHTPOJIA BBPXY
JIEKapCTBEHHUTE MPOAYKTH ChbBMECTHO C PETHOHATHUTE 3/paBHU HHcnekiuu (P3M).

(7) (Homa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3nbiHEeHHETO Ha MEPKUTE MO
TO3U 3aKOH, CBBbP3aHU C MPEAOTBpATsIBaHEe Ha HABJIM3aHETO W Pa3MpOCTpPaHEHHETO Ha Ganmubuuupanu
JIEKapCTBEHH MPOJYKTH, C€ OCHIIECTBSIBA B CHTPYIHUYECTBO Mexk 1y MAJl 1 MUTHUYECKUTE OpraHu.

(8) (Homa - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) U3nbaHuTenHaTa areHIus o
JIeKapcTBaTa MOXKE Ja U3BBPIIBA CHbBMECTHU MPOBepKU ¢ HanmoHamHaTa areHIus 3a MPUXOIUTe, ATCHIIUS
"MutHuiu", HanumonanmHaTa 34paBHOOCUTYpUTENHA Kaca, MMHHUCTEPCTBOTO Ha 3paBEONa3BaHETO U
Harnmonanuust chBeT Mo LieHW W peuMOypcUpaHe Ha JIEKQpCTBEHUTE IMPOIYKTH IMPH OCHIUIECTBSIBAHE Ha
cBonTe (DYHKIIMU B 001aCTTa HA KOHTPOJIA BHPXY JICKAPCTBEHUTE TPOAYKTH.

UYn. 17a. (Hos - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) Peruonannure 3npaBHU
WHCIICKIIUY U3aBaT YIOCTOBEPEHUS 32 PETUCTPALIHS HA JPOTCPHH.

Un. 176. (Hos - B, 6p. 18 ot 2014 1r.) (1) (U3m. u mom. - [AB, Op. 67 ot 2020 r.) Kem
m3nbIHUTENHUS qupektop Ha MAJI ce cp3naBa ExcriepreH cbBeT MO ThProBUs Ha APEOHO C JIEKapCTBEHU
NPOAYKTH, KOWTO BKJIIOYBA TpUMa TNpEACTaBUTENH Ha bearapckus QapmaneBTH4YeH ChbIO3, €IUH
npeicTaBuTesl Ha bbarapckara aconuanus Ha MOMOIIHUK-(apMaleBTUTE, MO €IUH HpPEICTaBUTENl Ha
¢dapmanieBTHUHUTE (DaKyJITETH HAa BHCHUIMTE yYWIMIIa M yeTHpuma npeacraButenn Ha MAJL. CbcraBbT Ha
ChBETA CE€ OIpEJENsl ChC 3alOBEJ] HAa M3NbJIHHATENHUA qupekTtop Ha MAJI, cbriacyBaHa ¢ MUHUCTBbpPa Ha
3/IpaBeoIa3BaHEeTo.

(2) CeBerhT 110 1. 1 € KOHCYATATUBHO 3BEHO, KOETO:

1. u3rotBsa cra”HoBuiia o noaaaeHute B MAJI 3asBiaeHus u 10KyMeHTH 1o wi. 228, an. 1 u 5,
KOUTO IPECTaBs Ha U3I'BJIHUTENHMS qupekTop Ha UAJL;

2. mpaBU MOTHUBHMPAHU MPEUIOKEHHS 10 MUHUCThPa Ha 3ApaBE0Na3BaHETO Ype3 U3ITbIHUTEITHUS
mupextop Ha MAJI 3a mogoOpsiBaHe Ha 10CThIIa HA HACEIEHUETO /10 JICKApPCTBEHH MPOAYKTH.

(3) Opranuzanusara ¥ ACHHOCTTa HA €KCIIEPTHUSI CHBET MO al. 1 ce ypexaaT ¢ MPaBUIIHUK,
U3JAJCH OT U3NbJIHUTENHNA qupekTop Ha MAJI o npeayiokeHne Ha ChbBeTa.

(4) YUneHoBeTe Ha €KCIIEPTHUS CBHBET MO al. | HE MOJy4yaBaT Bb3HArPaXKICHUS 3a y4yacTHE B
3acejaHus Ha ChBETA.

(5) 3a cBosiTa 1IEHHOCT EKCIIEPTHUAT CHBET IO ajl. 1 ce OTYMTA €XEroAHO IPEe]l MUHUCTHpa Ha
3/IpaBeoIa3BaHeTo.

Un. 178. (Hos - 1B, 6p. 18 or 2014 1.) He morar ga ObaT 4ieHOBE Ha €KCIIEPTHUS CHBET I10 4.
176, an. 1 numa, KOUTO ca:

1. coOcTBEeHHIIM, YWICHOBE HA YIPABUTEITHN U KOHTPOJIHHU OPTraHU Ha ThPTOBCKH APY>KECTBA MU
€IHOJMYHU THProBLUM C INpEeIMET Ha JEHHOCT MPOU3BOJACTBO, BHOC, THPrOBHsS Ha €IpO WM JPeOHO ¢
JIeKapCTBEHH MPOAYKTH;

2. CHIPYKHUIU WU aKIIMOHEPH, KOUTO MPUTEKABaT HAll 5 HA CTO OT KamuTaja Ha ThPTOBCKH
JpYy’KeCTBa € MpeAMET Ha JAEHHOCT MPOU3BOJICTBO, BHOC, THPrOBUS Ha €IpO WU JPeOHO C JIEKapCTBEHU
MIPOAYKTH UK pabOTAT Ha TPYAOB JIOTOBOP B TE3U JPYKECTBA.
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Paspneu I1.
Perucrpu

Y. 18. (Otm. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 1.)

Ui. 19. (1) U3nbanuTenHata areHIus Mo JieKapcTBaTa MmoJabpa U BOJAM PETUCTPU Ha:

1. (u3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Npou3BOAUTEIUTE U BHOCUTEIUTE HA
JIEKapCTBEHH MPOJYKTH Ha Teputopusra Ha Permybnuka bearapus u Ha kBanuduupanure auma mo 4wi. 148,
T.2umnouwr 161, an. 2, 1. 1;

2. (m3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Npou3BOIUTENNUTE, BHOCUTEIUTE U
THPTOBIIMTE HA €IPO C AKTUBHU BEIIECTBA;

3. (mom. - JIB, Op. 67 ot 2020 r.) pa3peuieHure 3a ynorpeda U perucTpUpaHHUTE JIEKaPCTBEHH
MPOAYKTH Ha TeputopusaTa Ha PemyOnmuka beiarapus u paspernieHuTe 3a ynorpeda 1o IEHTpaau3upaHa
mporieaypa JiekapcTBeHH NpoayKTu 1o pena Ha Permament (EO) Ne 726/2004 na EBponelickust mapjiaMeHT U
Ha CbBeTa;

4. TBPrOBIIUTE HA €/IPO C JIEKAPCTBEHH MPOAYKTH Ha TepuTopusiTa Ha PenmyOnuka bearapus;

4a. (uoBa - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) mocpeanunure B 06IaCTTa Ha
JIEKApCTBEHUTE MPOAYKTH;

5. (m3m. - ]IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) uzmaneHuTe pa3penieHus 3a ThPrOBHs
Ha JPeOHO C JIEKaPCTBEHH MPOTYyKTH;

6. pa3pelIeHUTe KIMHUYHY U3IUTBAHUS;

7. ¥3[aJICHUTE pa3pelieHus 3a rnapajieiieH BHOC.

8. (Homa - /1B, 6p. 18 oT 2014 r., oT™. - [IB, 6p. 84 oT 2018 1., B cmma ot 12.10.2018 1.)

(2) (M3wm. - ]IB, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) JlanHUTE OT peructTpute mo ai. 1, T.
1 - 7 ce myOnukyBar B 14-1HEBEH CpOK OT M37aBaHE Ha ChOTBETHOTO pa3pellieHne Ha cTpaHunaTta Ha TAJI B
WUHTEPHET.

(3) (Homa - 1B, 6p. 67 ot 2020 1., oT™. - IB, 6p. 103 o1 2020 1., B cuna ot 01.01.2021 1.)

(4) (Homa - JIB, 6p. 67 ot 2020 r., m3m. - JIB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.)
VI3IbIHATEHATA areHIHS 10 JIeKapCTBATA CBHP3BA HAIMOHAIHMS HOMED 3a MACHTH(HKAIWS o wi. 2591,
an. 1 ¢ KoJa Ha TMPOJaYKTa MO CMHCHIa Ha 4wi. 4, OykBa 0), monrouka i) ot emerupan periiament (EC)
2016/161 na KomucusTa ot 2 okromBpu 2015 . 3a monbsiBane Ha dupektusa 2001/83/EO na EBponeiickus
napiaMeHT W Ha CbBeTa 4pe3 yCTaHOBSIBAaHE Ha MOJPOOHW MpaBHia 3a IMOKa3aTeNuTe 3a 0e30MacHOCT,
MMOCTaBEHW BBPXY OINMAKOBKaTa Ha JICKAPCTBEHHUTE MPOMYKTH 3a XyMaHHa ymotpeba (OB, L 32/1 ot 9
deBpyapu 2016 r.), Hapuuan no-nHaratbk "Jlemerupan pernmament (EC) 2016/161", 3a nexapcTBeHuTe
npoaykTH, onpeaeneHu B Jlenerupan pernament (EC) 2016/161, npenocraBen no uwi. 68, an. 1, 1. 11 u uin.
217, 1. 6.

(5) (Hosa - IB, 6p. 67 ot 2020 1., ot™. - IB, 6p. 103 ot 2020 r., B cruta ot 01.01.2021 r., HOBa
- JIB, Op. 16 ot 2024 1., B crita ot 23.02.2024 r.) M3nbIHUTEIHATa areHIUs 1O JIEKapCTBaTa €KEIHEBHO
npenoctaBs Ha HanmoHamHUS CHBET MO LIEHW U peMMOYpCHpaHe Ha JIEKAPCTBEHUTE MPOAYKTH CBBHP3AHUS
KOJ[ Ha MIPOJyKTa M0 aJl. 4 3a eIUTe Ha 3aIulalllaHe Ha JeKapCTBEHU MPOAYKTH ¢ IMyOJIMYHU CPECTBA.

(6) (Homa - 1B, Op. 67 ot 2020 r.) Peructpute no an. | moaabpxar oneparuBHa CbBMECTUMOCT
¥ aBTOMAaTU3HMpaH uHTepdelc, mpenocTassil nHGopMaIusiTa B MATHHHOYETUM (PopMaT, upe3 KOUTO MOXKE
na ObAAT U3MONI3BAHU OT APYTH UHPOPMAITMOHHU CUCTEMH.

(7) (Ipegumna an. 3 - IB, 6p. 67 ot 2020 r.) M3nbaHuTenHaTa areHIUs Mo JieKapcTBaTa
MOAIbPKA CUCTEMH 3a €JIeKTPOHEH OOMEH Ha JJaHHH C PEeTyJIaTOPHUTE OPTaHU Ha JAPYTUTE IbP’KaBU WICHKH,
EBponeiickara komucus v EBporielickara areHunus 10 JeKapcTBara.
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Y. 19a. (Hos - IB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r.) (1) CroTBeTHUTE P3U BOAAT M
MOAIBPKAT MyOIUYHH PETUCTPH 32 U3AICHUTE OT TSIX YIOCTOBEPEHHSI 32 PETHCTpaIlHsl Ha JPOTePUH.

(2) B 7-mHeBeH CpPOK OT U3IaBaHETO Ha YJOCTOBEPEHHE 3a PErucTpalus Ha JIpOTrepHst
cpoTBeTHaTa P3U usmnpaia 70 MUHHCTEPCTBOTO Ha 3/IpaBeona3BaHeTo HHGOpMAIUs 32 U3AACHUS aKT.

(3) MuHHCTEpCTBOTO Ha 3/1paBEONa3BAaHETO BOAU U IMOAJbpP’KAa HA MHTEPHET CTpaHHUIATa CH
myOJIMYeH HAIlMOHAJIeH PETUCThp Ha U3JaICHUTE YIOCTOBEPEHHUS 32 PETUCTpAIHsl Ha APOTepusl.

Pasznean III.
DuHaAHCUPaHe

Y. 20. (1) Aeitnoctra Ha MAJI ce puHaHCHpa OT OFOPKETHH CPEICTBA U IMIPUXOIU OT COOCTBEHA
JEHUHOCT.

(2) (U3m. - 1B, 6p. 15 or 2013 1., B cmma ot 01.01.2014 r.) BromkeTHuTe Cpencra ce
OocUTypsBaT OT CyOcuIusi OT JAbpKaBHUS Oropker upe3 Orokera Ha MMHUCTEPCTBOTO Ha
3[IpaBEOIa3BaHETO.

Un. 21. (1) MsnbaHuTeNnHAaTa areHus MO JIeKapcTBaTa € aJMUHUCTPATOp Ha MPUXOAUTE OT
coOCTBeHa JIeHHOCT, KOUTO ce OPMHUPAT OT:

1. xuMuKO-(hapMaleBTHUHU €KCTIEPTU3H;

2. 1a00OpaTOPHU aHAJIM3H U U3IUTBAHUS;

3. omeHKa Ha JOKyMEHTAllUsl W M3/1aBaHE Ha pa3pelleHus, cepTU(UKATH, yTOCTOBEPEHHUS M
JPYTH TOKYMEHTH, IOCOYEHH B TO3H 3aKOH;

4. oueHKa TpH TMOAHOBSBAaHE, MPOMSHA W 3ajJUYaBaHE Ha pa3pelIeHHEeTo 3a ymnorpedba u
YAOCTOBEPEHUE 3a PErUCTPALUs Ha JIEKAPCTBEH MPOIYKT;

5. moaabpKaHE Ha pa3pelleHHsTa 3a ynoTpeba WIM yAOCTOBEpEHHUSTa 3a pEerucTpanus Ha
JICKapCTBEH MPOAYKT;

6. 100K W UMYIIECTBEHU CAHKIMH, HAJOXXEHU C HaKa3aTeJIHW NOCTAHOBJICHHUS, U3JAJCHU 3a
HapyILeHHs 110 TO3HU 3aKOH;

7. KOHCYNTaHTCKa, W3Jareicka M Hay4dHOU3CIEeAOoBaTelcka JAeWHOCT B o0yacTra Ha
JIEKapCTBEHHUSI CEKTOD;

8. chrilacyBaHe HAa UHBECTUIIMOHHUTE MPOEKTH 33 CTPOUTEICTBO HA HOBU W/WIIM MPEYCTPOUCTBO
Ha ChIIECTBYBAIlM O0EKTH, CBBP3aHH C IPOU3BOJCTBOTO HA JIEKAPCTBEHU MPOIYKTH;

9. U3BBpIIBaHE HAa HMHCIEKUUH BHB BPB3KAa C OIEHKA 33 CHOTBETCTBHUETO HA YCIIOBHUSATA Ha
MIPOM3BOJICTBO C M3UCKBaHUATa Ha JloOpaTa MpOU3BOACTBEHA IPAKTUKA;

10. (woBa - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) u3BBpIIBAHE HA MHCIEKIMHU Ha
pa3pelieHy 3a MPOBEXKAaHe KIIMHUYHN U3 TBAHUS;

11. (moBa - JIB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) u3BbpHIBaHE HA WHCIICKIIUH,
CBBp3aHM C u3/1aBaHe Ha cepTudukat 3a JloOpa mpou3BoACTBeHA MpakTHKa uiu 3a Jloopa auctpudyTopcka
MIPAKTHKA M0 UCKaHE Ha MHCIIEKTUPAHOTO JIUIIE;

12. (mpenumrHa 1. 10 - /1B, 6p. 84 o1 2018 1., B cumna ot 12.10.2018 r.) 1pyru U3TOYHUIIH.

(2) (M3m. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) [Ipu ocbiiecTBABaHE HA AEHHOCTUTE
mo ai. 1, .1 -5u7-11 MUAJI cebupa Takcu B pa3mMep, onpeaesieH B Tapuda, npuera OT MUHUCTEPCKUs
CBBET.

(3) (Homa - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1.) B Tapudara no an. 2 ce onpenenst
MO-HUCKH ¥ PA3JIMYHU 10 pa3Mep TaKCH 3a OCBIIECTBABAHE Ha MPOILEIYpPUTE IO pa3peliaBaHe 3a ynorpeoa,
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MIPOM3BOJICTBO M BHOC HA JIEKAPCTBEHU MPOAYKTH 38 MAJIKH U 33 CPEAHU NPEANPHUAITHS BbB (hapMalleBTUUHHSA
CEKTOp II0 CMUCBJIA HA 3aKOHA 33 MAJIKUTE U CPEIHUTE NIPEATIPUATHS.

UYn. 22. (1) ®dunancoBuTe cpeacTna 1o ui. 21 ce pazxoasar 3a:

1. konTponHara aeiiHocT Ha MAJI;

2. 3amiamiasie Ha AeWHocTH nmo wi. 21, an. 1, 1. 1 u 2, B ciiy4aure, KOraTo U3BbPILIBAHETO UM €
Bb3J105keHO 0T MAJI o 1oroBop Ha APYrH JIUIA;

3. (oM. - IB, 6p. 38 01 2012 1., B cuma ot 01.07.2012 1.)

4. ch3naBaHe, NOAAbPKAHE U BOJAEHE HA PErUCTpuUTE 1Mo wi. 19, ain. 1;

5. moaabpkaHe Ha CHUCTEMHU 3a €JEKTPOHEH OOMEH Ha JaHHU C PEryJaTOpPHUTE OpraHd Ha
JIPYTUTE IbpKaBU WICHKH, ¢ EBponelickata komucus 1 ¢ EBporelickara areHmus 1o JeKapcTBara;

6. (mom. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) undopmanmonHa u u3aareicka
JICHHOCT, CBBpP3aHA C KadeCcTBOTO, €(EKTHBHOCTTa W O€30MacHOCTTAa Ha JICKAPCTBEHUTE MPOAYKTH H
MpOCIIeIIBaHE HA JIEKapCTBEHATa 0€301aCHOCT;

7. (mom. - JIB, 6p. 84 ot 2018 1. (*)) obe3neuaBane NeWHOCTTA HA CHICIIHATU3UPAHUTE KOMUCHH
mo ui. 47, an. 1 u 2, komucusara 1mo 4wi1. 103, an. 1 1 Ha ceBera Mo 4it. 251, an. 3;

8. (ot™. - IB, 6p. 38 o1 2012 1., B cuma ot 01.07.2012 1.)

9. ydacTus B MEKyHAPOIHU ¥ HAIIMOHATHU MEX Ty Ia00paTOPHU H3MTUTBAHMS;

10. (m3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., otm. - JIB, Op. 38 ot 2012 ., B cuna
or 01.07.2012r.)

(2) (Hom. - 1B, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 ., u3Mm. u mom. - JIB, 6p. 12 ot 2011 1.,
B cuna ot 08.02.2011 r., uzm. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., m3m. - JIB, 6p. 102 ot 2012
r., B cwia ot 21.12.2012 r., u3m. - IB, Op. 84 ot 2018 r. (*)) ®unancoBute cpeactsa mo wi. 259, an. 5 ce
pa3xojBar 3a:

1. (otm. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)

2. neitHocTu Ha DapMaKONEUHUS KOMUTET;

3. (m3m. - /IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - [IB, 6p. 102 ot 2012 r., B cuna
ot 21.12.2012 r., u3m. - [IB, 6p. 84 ot 2018 1. (*)) netinoctn Ha Komucusita mo mpo3paqHocT.

4. (otm. - /IB, 6p. 38 o1 2012 1., B cuna ot 01.07.2012 1.)

5. (mom. - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 12 ot 2011 r., B cuna
ot 08.02.2011 r., m3m. - JIB, 6p. 60 ot 2011 1., B cunma ot 05.08.2011 r., ot™m. - JIB, 6p. 38 oT 2012 1., B criia
or 01.07.2012r.)

I'naBa Tpera.
IIYCKAHE HA ITA3APA HA JIEKAPCTBEHH NTIPOAYKTU

Pazpea 1.
O01M MoJI0KEeHU A

Y. 23. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [IpoMumieHo mpousBeacH
JIEKapCTBEH MPOIYKT WIH JIEKAPCTBEH MPOJIYKT, MOIYYEH MO METOJ, KOMTO BKIIFOUBA MPOMUIILICH MPOIIEC,
MO3Ke J1a ObJie MyCcHAT Ha Ma3apa caMo cJiejl [IoJIy4aBaHe Ha pa3pelleHue 3a ynoTpeda Win ciell MojlydaBaHe
Ha YJOCTOBEPEHHUE 3a perucTpaius, u3IajeHo Mo peaa Ha TO3M 3aKOoH wiH nmo peaa Ha Permament (EO) Ne
726/2004 na EBpomneiickus mapiameHT U Ha ChBeTa, ¥ IIPH cria3BaHe m3ucKkBaHusATa Ha Permament (EQ) Ne
1901/2006 na Epomnetickus nmapiameHT u Ha ChbBeta oT 12 aexemBpu 2006 T. OTHOCHO JIEKapCTBEHHUTE
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MPOAYKTH 3a TeauarpuuHa ymotpeba u 3a m3menenue Ha Permament (EMO) Ne 1768/92, JlupextuBa
2001/20/EO, HupextuBa 2001/83/EO u Permament (EO) Ne 726/2004, napuyaH mo-HaTaThk "Periament
(EO) Ne 1901/2006", u na Pernament (EO) Ne 1394/2007 na EBpomneiickus napnamenT u Ha CbBera oT 13
HoeMBpHu 2007 r. OTHOCHO JICKAPCTBEHUTE MPOAYKTH 33 MOJIEpHA TEepanus U 3a U3MEHEHUE Ha J(MpekTuBa
2001/83/EO u na Pernament (EO) Ne 726/2004 (OB, L 324/121 ot 10 nekemBpu 2007 t.).

(2) Pazpemienue 3a ynorpeda mo cCMUCHJIAa Ha ajl. | ce M3UCKBA U 32 PAUOHYKIIUACH T€HEpaTop,
PaAMOHYKIIUJIEH MPEKYPCOp U 32 KUT.

(3) Bunosere mpotuietypu 1o cMuchia Ha ai. 1 ca:

1. nenTpanusupana;

2. mpoleaypa 1mo B3auMHO MPU3HABaHE/ IEIIEHTPaTN3UPaHa;

3. HaIlMOHAHA.

(4) (Homa - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Ha Tepuropusra Ha Pemybnuka
Beirapuss mMorar na Obgar mycKaHM Ha Maszapa caMo JICKapCTBEHH MPOIYKTH, YHWTO TMPUTEX,ATed Ha
paspeleHneTo 3a ynorpeda/yaoCTOBEpEeHHE 3a PETUCTpAllsl € YCTAaHOBEH Ha TEepUTOpUATa Ha JAbpikKaBa
YJICHKA.

Un. 24. (1) (U3m. - IB, 6p. 71 ot 2008 t., B cuia ot 12.08.2008 r.) Pa3zpemienue 3a ynorpebda He
ce M3UCKBA 3a paano(apMareBTUIM, TPUTOTBEHN HEMOCPEICTBEHO NMpEIH yrnoTpedaTa UM OT pa3pelieHu 3a
yrnotpeda paJuOHYKIHIHH TeHEePaTOpH, PAJUOHYKIHIHU TNPEKYPCOPH WM KHTOBE B CHOTBETCTBHE C
YKa3aHHUATA HA TIPOU3BOAUTEIIS FIM.

(2) Ipomykrure mo am. 1 ce TPUTOTBAT OT KBaTu(UIMPAHU JUIA B JIAOOPATOPUU WK
WHCTUTYTH, TIONYUYWIH pa3pelieHne 3a U3BbPIIBAHE HA TakaBa JACHHOCT MO peAa Ha 3akoHa 3a 0e30macHo
M3II0JI3BaHE HA siApeHaTa CHEPTUsl.

(3) IlpuroTBsiHETO, WM3MOJ3BAHETO W NPUJIATaHETO HAa TPOMYKTHTE MO al. 1 ce W3BBbpIIBA
CHIIIACHO MEJIUIIMHCKHS CTAaHAAPT 10 HyKJIeapHa MEIUITNHA.

Yn. 25. (1) Kpurepuure 3a onpenenssHe Ha JIEKAPCTBEH NMPOIYKT, NPEIHA3HAUEH 3a JICUEHUE,
MpoQUITAKTHKA WJIM TUArHOCTHKA Ha peaku 3aboisBaHus, ce ypexaaT B Permament (EO) Nel41/2000 na
EBpomnelickus napaameHT u CbBera.

(2) YcnoBusTa u peabT 3a U37aBaHe Ha pa3pelieHue 3a yrnorpeda Ha JIEKapCTBEHUTE MPOAYKTH
o ait. 1 ce onmpenensar B Pernmament (EO) Ne 726/2004 na EBponetickus napiameHnT u CbBeTa.

Y. 26. (1) (U3m. - JIB, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r.) Pa3zpemenue 3a ynorpeda Ha
JIEKAPCTBEH MPOJYKT, YJOCTOBEPEHHE 3a PETHCTpallMs HA XOMEOMAaTHUYEH JIEKAPCTBEH MPOAYKT Mo 4i. 35
WIM yJOCTOBEPEHHE 3a PETUCTpallds Ha TPaAJAULMOHEH PACTUTEIEH JEKapCTBEH MpPOAYKT mo wi. 37 Ha
teputopusta Ha PenyOnuka bearapus ce nznasa ot usnmbaHuTenHUs qupektop Ha MAJI Ha dusnuecko win
IOPUAMYECKO JIULE, KOETO € YCTAHOBEHO HAa TEPUTOPUATA HA JIbPKaBa WICHKA.

(2) Koraro numero mo ai. 1 He € yCcTaHOBEHO Ha TepuTopusara Ha PemyOmmka bwiarapus, To
oIpeJens CBOM MPeICTaBUTEIL.

(3) IlpuTexarensaT Ha pa3pelleHUeTo 3a ynorpeda HOCH OTTOBOPHOCT 3a IyCHAaTHTE Ha ma3apa
JeKapcTBeHH NMpoAyKTU. ONpeaensHeTo Ha JIUIE 1Mo ajl. 2 He 0OCBOOOXIaBa MPUTEXKATelNsl Ha pa3pelIeHUETO
3a yroTpeda OT OTTOBOPHOCT ChITIACHO JieicTBamoTo B PenyOnuka boirapust 3akoHOIaTENCTBO.

Pazngea 11.
N3uckBanus KbM JOKYMEHTAIMSATA 32 H31aBaHe HA pa3pellieHue 3a ynorpeoda
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Ui 27. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 r.) 3a uznaBaHe Ha pa3pelicHue
3a ynoTpeba Ha JICKapCTBEH MPOIYKT JUIETO Mo wi. 26, an. 1 momaBa B UAJI 3asBnenue mo obpaser,
NpUIPYKEHO ¢ tocue BB Gpopmat "EnekTpoHeH 0011 TEXHUYECKH JJOKYMEHT', KOETO ChIbpiKa:

1. uMe u azmpec Ha ynpaBJICHHUE/TIOCTOSTHEH ajpec Ha 3asBHUTENS M Ha MPEJCTABUTEIS 10 WiI. 20,
aJl. 2; KOraTo 3asBUTEINAT € JIUIE, PA3IMYHO OT MPOU3BOIUTEINS WIH MPOU3BOJAUTEINTE - aJ[pec Ha OOEKTUTE
3a IPOM3BO/JICTBO;

2. HAaMMEHOBAHME Ha JIEKAPCTBEHUS MPOAYKT;

3. AaHHU 32 Ka4eCTBEHUS M KOJMUYECTBEHHUS CHCTAB HA JIGKAPCTBEHUS MPOAYKT, KaTO Ce MOCOYBa
MEXIyHapOJAHOTO HENAaTeHTHO HauMEHOBaHue, mnpernopbuaHo oT C30, mpu HalMyhe Ha TaKoBa, WIH
CHOTBETHOTO XUMUYECKO HANMEHOBAHHE;

4. TepaneBTHYHH MMOKa3aHMsI, IPOTHBONIOKA3aHUS U HeXKEJIaHH JICKAPCTBEHH PEaAKIINH;

5. (m3m. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) mo3upoBKa, jJeKapcTBeHa Gopma,
HAYMH Ha IPUJIOKEHUE U BT HA BBBEXKIAHE U MPEUIOKEH CPOK Ha TOIHOCT;

6. mpeana3Hyu MEPKU U MEpPKH 3a O€30MacHOCT NP ChXpaHsABaHE HA MPOAYKTa, IPU MPUIAraHETO
My Ha TAIMEHTHTEe W TPU YHUIIOKABAHE HA OTMAIbLIUTE OT MPOAYKTA, MPUAPYKEHU C YKa3aHHs 3a
MOTEHIIMATHATE PUCKOBE OT JICKAPCTBEHHS MPOAYKT 32 OKOJIHATA CPENa;

7. onycaHue Ha HAYMHA HA TTPOU3BO/ICTBO;

8. onmcaHue Ha KOHTPOJIHUTE METOIU, U3IIOJI3BAHH OT IPOU3BOIUTEIIS;

8a. (Homa - /IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) meknaparus, 4e pe3yJaTaTUTE OT
oxuta no wi. 160, an. 2, mpoBeneH OT NPOU3BOAUTENSI HA JIEKAPCTBEHMS MPOIYKT, NOTBbPXKIABaT, uye
aKTUBHOTO BEIIECTBO € MPOM3BEICHO B CHOTBETCTBUME C MPUHIMINTE U pPbKOBojAcTBaTa 3a JloOpa
MIPOM3BOJICTBEHA MPAKTHKA; B IEKIapallksiTa ce IOCOoYBa JaTaTa, Ha KOSATO € MIPOBEEH OJUTHT;

9. OIlEHKAa Ha TOTCHIMAIHUS PHCK OT JICKAPCTBEHHS MPOIYKT 3a OKOJHATa Cpela 3a BCEKH
OTJIEJICH CITy4ail U MEpKH, MPEABUICHU 32 OTPAHUYABAHETO MY;

10. pe3ynraru ot:

a) ¢papmaneBTUUHUTE ((PU3HUKO-XUMHUYHU, OMOJIOTUYHU UM MUKPOOHOJIOTHYHY ) U3ITUTBAHMS;

0) npeAKIMHUYHUTE (TOKCUKOJIOTUYHU U (PapMaKOJIOTHYHH) U3MTUTBAHNUS;

B) KJIMHWYHU U3ITUTBAHUS;

11. pexmapamusi, 4e Npu KIUHUYHUTE W3MHUTBAHUA, IPOBEIECHU HU3BBH TEPUTOPHITA HaA
IBPKABUTE YWICHKH, Ca CTIA3€HU CTHYHUTE MPUHIMIH Ha J[oOpaTa KIMHWYHA PAKTHKA,

12. (m3m. - JIB, Op. 102 or 2012 r., B cmma ot 21.12.2012 r.) pe3toMe Ha cucremara 3a
npoclieAsiBaHe Ha JIeKapCTBeHaTa 0€30MacHOCT, KOETO BKIIIOYBA CIICTHUTE CIEMEHTH:

a) uMe Ha KBamuduIupaHoto juie mo wi. 191, aBroduorpadust - oOpazoBaHue, TPHUIOOUT
npodecroHaleH ONMUT B 00JIACTTa Ha MpOCIeAsBaHe Ha JIeKapCcTBeHaTa 0e30MacHOCT M KBaIM(puKanus 3a
M3ITBIIHEHHE Ha 3aIBIDKCHUSATA MY 110 pe/ia Ha IJIaBa OCMa;

0) BcsKa eTHA IbPKaBa WICHKA, B KOSATO KBATM(DHUIIMPAHOTO JTUIE U3MBJIHSABA 3aIbIKEHUSTA CH;

B) azpec, TenedoH, ¢akc, aipec Ha eICKTPOHHATA IOIIa Ha JIETo 1Mo Oyksa "a";

I) aJpec, Ha KOWTO Ce ChXpaHsIBa OCHOBHUST JAOKYMEHT Ha CHUCTeMara 3a MpOoclie[sBaHE Ha
JieKapcTBeHaTa 0€30MacHOCT;

12a. (moBa - [IB, Op. 102 ot 2012 1., B cmia ot 21.12.2012 r.) nexnaparusi OT 3asiBUTENS, Y€
pasrmoiiara ¢ HeOOXOUMUTE CPEACTBA J]a U3IIBJIHSABA 3aIBIDKEHUSTA 110 TJIaBa OCMa;

13. (u3m. - JIB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 r.) miaH 3a ynpaBjieHHE Ha pUcCKa C
OIKCaHWE HA CUCTEMATa 3a yNpaBJICHHE HAa PUCKA, KOATO 3asBUTENIAT 11I€ BbBEJIE 3a CbOTBETHHS JICKAPCTBEH
MPOAYKT, 3a€THO C pE3IOMe Ha TUIaHa;

14. kpaTka XapaKTepUCTHKa HA IPOAYKTa ChIVIACHO 4Jl. 34;

15. MakeT Ha MbPBUYHATA U BTOPUYHATA OTIAKOBKA HA MPOIYKTA U MPEATOKEHUE 3a JINCTOBKA B
CHOTBETCTBHUE C M3MCKBAHUATA Ha IJIaBa IIECTa;

16. xomue OT pa3pelIeHUeTo 3a MIPOM3BOJCTBO, HU3IAJEHO OT peryjJaTOpHUsS OpraH Ha
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Ibp)KaBaTa, B KOSTO C€ M3BBPIIBA MPOU3BOJACTBOTO, MpPHUAPYKEHO CbhC ceprudukar 3a Jlobpa
MPOM3BOJICTBEHA MpPAKTHKA WM cepTU(dUKAT, yIAOCTOBEpsABAll, Y€ MPOU3BOIACTBOTO Ha JEKApPCTBEHUS
MPOJYKT U Ha aKTUBHUTE BEIIECTBA, BIM3AIIN B ChCTaBa MY, € U3BBPILIECHO B CHOTBETCTBHE CHC CTAHIAPTH,
Haii-MaJIKO €KBUBAJICHTHH Ha cTaHAapTuTe Ha JloOpaTa mpoM3BOICTBEHA IPAKTUKA;

17. xomwe OT JOKYMEHT, C KOWTO JEKapCTBEHUAT MPOAYKT € OIpeaeieH 3a JeueHHe,
npodMIaKTUKa WM JUarHOCTHUKA Ha PeAKH 3a00JsBaHMSA, NMPUAPYXKEH C KOMUE OT CTAHOBHUILETO Ha
EBporeiickara areHuus mo JeKapcTBara;

18. xomust OT BCUYKH pa3pelieHus 3a ynorpeda, u3qaJieHu B Ipyra IbpKaBa WieHKa WIH B TPETa
IbpKaBa, 3a JIEKapCTBEHU MMPOIYKT, 3a KOMTO ce HCKa pa3pellieHue 3a ynoTpeoa;

18a. (noBa - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) xonue ot 0000111eHNE HA TaHHUTE
3a 0€30IacHOCT, BKJIFOUMTENTHO JaHHUTE, ChABPXKAIIM CE B TEPUOJMYHUTE AKTyaIM3HpaHH JOKIAId 3a
0€30MMacHOCT, U KOTaTo TaKUBa ca HAJIMIIE, ChOOIIEHHUATA 32 TIOJJO3UPAHU HEKETIaHH JIEKAPCTBEHHU PEaKLIUU;

19. ciuchbK Ha IBPKABUTE WICHKH, B KOUTO € TOAACHO 3asBJICHHUE 32 U3/laBaHEe Ha pa3pelIeHne
3a ynotpe0a Ha JIeKapCTBEH MPOAYKT;

20. (u3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) KOmMe OT KpaTKaTa XapaKTepPUCTUKA
Ha TPOAYKTa, MPEUIOKEHA OT JHIETO Mo Wi. 26, an. |, WM Komue OT KpaTKaTa XapaKTepUCTHKa Ha
MPOJYyKTa, OJOOpEeHa OT peryjaTopeH OpraH Ha JAbp)KaBa 4WICHKA/IbpXKAaBU UICHKH, BeYe W3JaIIU
paspernieHue 3a ynorpeoa,

21. xomue OT OTKa3a 3a M3/laBaHe Ha pa3pelleHue 3a ynorpeda B IbpkaBa 4JieHKa WK B TpeTa
IbpKaBa, MPUAPYKEHO C MOTUBU; MH(OPMAIIHS 32 BPEMEHHO CIIMPAHE WX 3a MPEKpaTsIBaHEe Ha IEHCTBUETO
Ha pa3pelIeHneTo 3a yrnoTpeoa;

22. komue OT TpeUIOKeHaTa IUCTOBKA 3a MAalMeHTa, NPUIPYXKEHO OT 0000meHne Ha
pe3yaTaTuTe OT OICHKAaTa Ha HUBOTO Ha Pa30MpPaeMOCT Ha CHABPKAHHETO HA JIMCTOBKATa OT M30paHa OT
3asBUTENs IIeJieBa Tpyna OT MAIlMEeHTH, WM KOMHE OT JIMCTOBKA, OJO0OpEeHa OT peryjlaTopeH OopraH Ha
IbprKaBa YJeHKa, Bee U3/all pa3pelnieHue 3a yrnorpeoa;

23. TOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpezeieH B Tapudara mo wi. 21, am. 2;

24. (aoBa - /IB, 6p. 71 ot 2008 1., B cuna ot 26.07.2008 1.) HOKyMeHTHTE 10 4i. 7 OT PermameHT
(EO) Ne 1901/2006.

(2) (Jom. - JIB, 6p. 18 ot 2014 r.) Jokymenture mo ai. 1, T. 18 u 18a mo oTHoiieHue Ha
IbPKAaBUTE YICHKU, CHOTBETHO 10 T. 19, ce mogaBat camo B npoueaypure 1o pazaen VIIL

(3) 3a paaMOHYKIMIHM TE€HEpPATOpU KbM JAHHUTE MO an. | ce MpeACTaBIT IOMBIHUTEIHO
CIICHUTE IOKYMEHTH:

1. onucanue Ha cucTemMara 3aeHo ¢ MOJPOOHO ONMUcaHhe Ha KOMIOHEHTUTE M, KOUTO MoraT Ja
MOBJIUSSIT HA ChCTABA WIIM HAa KAYECTBOTO HA JBIIEPHUTE PATUOHYKIUIM;

2. Ka4eCTBEHH U KOJIIMYECTBEHH OCOOCHOCTH Ha eyaTa WiId CyOmmara.

(4) HokyMeHTHTe M JaHHUTE OT (apMaleBTUUHUTE, NPEAKIUHUYHUTE W KIMHUYHUTE
M3IUTBAHMA CE PUIPYKABAT C 000OIIECHH JOKIIA/IN, H3TOTBEHU OT EKCIEPTH ¢ HE0OX0IMMaTa TeXHUIECKa 1
npodecrnonanna kBanudukanusa. KeMm noknaaute ce mpuiara aBroOMorpaguyHa crpaBka Ha €KCIIEPTHUTE,
M3TOTBWIIN JOKJIA/a.

(5) Hocuero Ha JieKapCTBEHUS TPOYKT C€ MPEICTaBs Ha OBATapCKH W/WIK Ha aHTJIMICKU €3HK.

(6) (Hosa - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Cucremara 3a ymnpaBieHHUE Ha
pucka no an. 1, T. 13 TpsOBa ga e nmponopurOHaIHA HAa UASHTU(PHUIMPAHUTE U Ha MOTEHLIUATHUTE PUCKOBE
OT JIEKapCTBEHMsI MPOAYKT U Ha HEOOXOAMMOCTTa OT ChOMpaHe Ha JaHHU 3a 0Ee30MacHOCT OT
MMOCTMAPKETUHTOBH MTPOYYBAHHUS.

(7) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) [IpuTtexarenar Ha pa3penieHueTo
3a ynorpeba akTyanu3upa JaHHUTE OT JOCHETO 1o ail. 1. 3a Bcska mpoMsiHa B JOCHETO ce Mpuiiara peabT Ha
IJIaBa TpeTa, pasfen VI, korato € mpuiokuMo.
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Uin. 28. (1) (U3m. - [AB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) JIuuero no wi. 26, an. 1,
JOKOJIKOTO HE HapyllaBa IpaBaTa Ha MHAyCTpHalHAa U THPrOBCKa cOOCTBEHOCT, He mpeactaBs B WAJI
nanarTe 1Mo un. 27, am. 1, T. 10, OykBu "6" u "B", ako MOXe Ja JTOKaXke, 4e JIEKAPCTBEHUST MPOAYKT,
MIOCOYEH B 3asIBIICHUETO, € T€HEPUUYEH HAa peEepeHTEH JIEKAPCTBEH MPOIYKT, KOUTO € pa3pelleH Wiu € Oui
paspelieH 3a yrnorpeda B IbpKaBa WIEHKa, IPeid He MO-MaJIKO OT 8 TOANHHU.

(2) IlpuTexarensaT Ha pa3pelICeHUETO 3a YIIoTpeda Ha FTeHepUYHUS MPOAYKT 10 ajl. 1 He MoXke Aa
ro MycHe Ha rnasapa, npeau Aa u3rekaT 10 roamHu OT JaTraTta Ha MBPBOTO Pa3pelIeHue 3a ymnoTpeda Ha
pedepeHTHNUS JIEKapCTBEH MPOIYKT.

(3) JIuuero mo 4. 26, an. 1 mpu cma3BaHe Ha yciaoBusaTa 1Mo ai. 1 u 2 moxe aa noxane B MAJI
3asBJICHME 3a pa3pellieHHe 3a ynoTpebda Ha IeHepHueH Ha pedepeHTEH JIEKapCTBEH MPOIYKT M KOraro
pedepeHTHUAT NPOAYKT HE € MMajl M3Ja/JIeHO pa3pellieHHe 3a ynoTpeda Ha TepuTopusTa Ha PemyOinka
bbarapus.

(4) B cioyyaute no an. 3 nuuero no wi. 26, an. 1 mocouBa B 3asfBIEHHETO MO 4i. 27, ail. 1
Ibp)KaBaTa WIEHKa, B KOATO pe(epeHTHUAT NPOAYKT € pa3pelleH WK € Oul pa3pelieH 3a ynorpeoa.

(5) B cayuaunte nmo ain. 3 MAJI u3nuckBa OT peryjaTopHMsi OpraH Ha Jbp)KaBaTa YJICHKa,
MMOCOYCHA B 3asBJICHHUETO MO wWwi. 27, an. 1, moTBBpKIeHUEe Ha MHPOpMaNHITa 10 al. 4, KOJTUISCTBEHUS U
Ka4eCTBEHUS ChCTaB Ha peepeHTHHS MPOAYKT U aKO € HE00X0IMMO, TOIIbIHUTEIHA JOKYMEHTAIHS.

(6) M3npaHuTenHaTa areHuus MO JieKapcTBaTa IPENOCTaBsl IPU MOUCKBAHE OT pEryjiaaTopeH
OpraH Ha JIbpXKaBa 4YJ€HKa, B KOATO € IOJaJIeHO 3asBJICHUETO 3a TeHEepUUYeH Ha pedepeHTeH JeKapCTBEeH
MPOAYKT, KOWTO € pa3pelleH win € Oui paspelieH 3a ynorpeda Ha Teputopusara Ha PenyOnuka bbirapus,
HeoOxoauMaTa HH(pOpMaLus 1o all. 5 B CPOK 10 €AMH MECEL OT J1aTaTa Ha IOMCKBaHE.

(7) JeceTrogMIHUAT MEpPUO MO aj. 2 MOXke Ja ObAe yIABIDKEH Hall-MHOTO C €JHa TOJUHA I10
HCKaHE Ha MPUTEKaTeNsl Ha pa3pelIeHueTo 3a ynorpeda Ha pedepeHTHUs JIEKAPCTBEH MPOIYKT, aKo Ipe3
ObpBUTE 8 TOJUMHM OT U3JAaBaHE HA PA3pEIICHUETO 3a ynoTpebda Ha pedepeHTHHs JIEKapCTBEH MPOIYKT
MIPUTEXKATENAT My TOJY4YH 3a ChUIUS NPOAYKT pa3pelieHHE 3a HOBO TEPANEBTUYHO IOKAa3aHUE, YUUTO
3HAYUTENIHU KJIMHUYHU IPEAUMCTBA MpeJl ChIIECTBYBAIIUTE JICUEOHH Bb3MOKHOCTH ca HAYYHO 0OOCHOBAHH.

(8) (HoBa - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Korarto 3a nexkapcTBeH NMPOIYKT €
U3JIaZIeHO0 TbpPBOHAYAIHO pa3pelieHre 3a ynorpedba B CHOTBETCTBHE ¢ Wi. 23, 3a BcAKa NPOMSIHA B
KOJINYECTBOTO HAa aKTUBHOTO BEILIECTBO, B JIEKapcTBeHaTa (hopMa, B KOJIMYECTBOTO B OMAKOBKA, B IbTA Ha
BBBEXAHE HA JIEKAPCTBEHUS MPOAYKT, KAKTO U 3@ BCUUKH JIpYT'H IPOMEHU WM pa3lIMpsBaHe HAa o0XBaTa Ha
paspelieHneTo 3a ynorpeda ChIIO CE€ M3/1aBa pa3pelleHHe ChITIACHO M3UCKBAaHMATAa HA TO3M 3aKOH WU
IbPBOHAYAIIHOTO pa3pelieHrue 3a ynorpebda ce JombiBa. BCHYKHM Te3u paspemieHus ce cMATaT Karo
HNPUHAAISKAIIM KbM €HO IJI00aTHO pa3pellieHure 3a yrnorpeda Ha JIEKapCTBEHUS MPOIYKT 3a IIeJUTE Ha
IIPUJIaraHe Ha TO3H YWIEH.

Yn. 29. (1) Jlunero mo wn. 26, an. 1 mpeacraBs B MAJl pesyaratute oT HEOOXOJUMMHTE
NPEIKIMHUYHA W/WIM KJIMHWYHM W3MUTBAHUS B CIlyYawTe, KOTaTo JIEKAPCTBEHHAT IMPOIYKT, IMOCOYEH B
3asBJICHUETO:

1. He MOXe z1a ce onpeneny KaTo TeHepUYEeH, WiIn

2. U3NUTBAHUATA 32 OMOHAIIMYHOCT HE JI0Ka3BaT OMOEKBUBAJICHTHOCT, WU

3. (mom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) nma mpomsiHa B aKTUBHOTO BEIIECTBO
WIM BEIIeCTBA B KOJMYECTBOTO HAa AaKTUBHOTO BEIIECTBO WJIM BelIeCTBA B J030Ba €AMHUIA, Ha
TepareBTUYHUTE MMOKa3aHMs, Ha JIEKapcTBeHaTa (opMa, Ha HayMHA HAa MPUIIOKEHHUE CIPSIMO pedepeHTHUs
JIEKapCTBEH MPOIYKT.

4. (ot™. - [IB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.)

(2) Koraro OuomormueH JEKapCTBEH MPOAYKT, IOCOYEH B 3asBICHUETO, I0J00eH Ha
pedepeHTeH OHOIOrMyYeH JIEKapCTBEH NMPOJYKT, HE OTroBaps Ha YCJIOBHUATA, 3a Jla ObJe ONpelesieH KaTo
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IFCHCPUYCH JICKAPCTBCH IMPOAYKT IOpaad pas3sjiMudCH HAYMH Ha IMMPOU3BOACTBO HIIM PpPa3IM4YHU HU3XOIHH
MaTepuaal B CpaBHEHHE C pedepeHTHHs WIM TO JAPYrd MNPUYMHHU, 3asBUTENAT mnpenctass B HMAJI
pe3yNTaTUTe OT HEOOXOAUMHUTE IPEIAKITUHUYHN W/WIH KIMHUYHYA U3MUTBAHUS, CBBP3aHU C TE€3U yCIOBUSI.

(3) B coyuaute mo an. 1 u 2 ce npeAcTaBsi U JOKYMEHTAIMATA, OTpeiejieHa B Hapea0aTa 1mo 4.
42.

Y. 30. (1) Jlunero mo wi. 26, an. 1, TOKOJKOTO HE HapyllaBa IpaBaTa Ha MHAYCTPHAIHA U
TBProBcKa coOCTBEHOCT, He mpeacTtas B MAJI mannute mo wi. 27, an. 1, 1. 10, 6ykBu "0" wmu "B", ako
MOJKE Ja JOKaXke, IIPU yCIIOBHS, ONPECIICHH B Hapeadara no wi. 42, ye akTUBHOTO BEILIECTBO, BIM3alI0 B
CchCTaBa Ha IMpe/UlaraHus 3a paspelieHue 3a ynorpeda JeKapCcTBEH NPOIYKT, € C Jo0pe yCTaHOBEHa
ynorpeba B MEAMIIMHCKATa MPAKTUKA, UMa MpU3HaTa €(UKaCHOCT M NMPUEMIIMBO HMBO Ha Oe3omacHocT. B
TE3U CIIy4au pe3yJATaTuTe OT M3MUTBAHHATA U TECTOBETE MOTraT Jia ce 3aMEHST ChC CHOTBETHHUTE HAYYHH
nelingie

(2) Jlunero mo an. 1 mpenacrassi pe3yiATaTUTe OT HEOOXOAUMUTE MPEAKIMHUYHU U KIMHUYHU
M3IUTBAaHMUA B CIIydyall Ha JIGKAPCTBEH MPOAYKT, ChIbpXKAll AaKTUBHU BEIIECTBAa, C J00pe yCTaHOBEHa
ynotpeba, KOUTO He ca OMIM M3MOJ3BaHMU B IpeJlaraHaTa KOMOMHAIMS 3a TeparneBTHYHU Ienu. B to3u
Clly4ail He ce NPEACTaBs JOKYMEHTAIMs 110 OTHOIIEHUE Ha BCSKO OTAEIIHO AKTUBHO BELIECTBO.

(3) Koraro akTMBHO BeIECTBO IO CMHCHJIa Ha ajl. | MMa JOKa3aHO HOBO TEpareBTHYHO
MoKa3aHWe Ha 0a3zaTa Ha 3HAUYMMU MPEAKIMHUYHHU WIM KIMHUYHU JaHHHU, CBbP3aHU C HOBOTO MOKa3aHHE,
€HOKPATHO 3a CPOK OT €]lHa TOJMHA CIleABalll 3asBUTE]l HE MOXKE Jla C€ II030BaBa Ha JIaHHUTE 32 HOBOTO
MOKa3aHHE Ha aKTUBHOTO BEILIECTBO.

Un. 31. B cioydaii, korato JieKapcTBEH NPOIYKT ChAbpXKA aKTUBHHU BEIIECTBA, M3IMOJI3BAHU B
CbCTaBa Ha paspelieHd 3a ymoTrpeda JeKapCTBEHHW MPOAYKTH, HO HEU3NOJ3BaHM B MpeisiaraHara
KOMOWHAIIMS 32 TEPANEBTUYHH 1I€JIH, JIUIETO 10 4. 26, ail. 1 nmpeactaBs pe3yATaTUTE OT MPEAKIUHUIHUTE U
OT KIMHUYHHUTE W3MUTBaHUS, CBHP3aHU C Ta3u KoMOuHauus. B To3u ciydail 3asBUTENSAT HE MpENCTaBs
JOKYMEHTAIUSI OTHOCHO 0€301acHOCTTa U €(PUKACHOCTTA HA BCSIKO OT/ICTHO aKTUBHO BEIIECTBO.

Un. 32. [IputexaTenar Ha pa3pelieHre 3a yrnoTpeda Ha JIeKapCTBEH MPOIYKT MOXKE J1a pa3peiu
HU3II0JI3BAHCTO Ha q)apMaHeBTI/I‘-IHaTa, NPpCAKIIMHUYHATA U KIWMHWYHATa OOKYMCHTalIUs, CbAbpiKalla CC B
JOCUETO Ha JICKAPCTBEHHUS MPOYKT, MPH OICHIBAHE HA ITOCIICABAIIM 3asBJICHUS Ha JICKAPCTBEHH TPOIYyKTH
ChC ChIIHUA KAa4YECTBECH MU KOJIHUYCCTBCEH CBHCTAaB IO OTHOIICHUME HaA AKTHUBHUTE BCUICCTBA MW CHC ChIlaTa
JeKkapcTBeHa opma.

Un. 33. IlpoBexaaHeTo HAa HEOOXOIWMHTE MPOYYBAHWS W HM3MUTBAHMS C 1€ WM3TOTBSIHE HA
JOKYMEHTAIMsl 32 paspellieHre 3a ymoTpeda W TMOcieBallUTe MPaKTUYECKH H3HCKBAaHUS BBHB BpPB3Ka C
paspeniaBaHeTo 3a yrnorpeda Ha JIeKapCTBEHU MIPOIYKTH IO Wi. 28 u 29 He e HapyllIeHHe Ha aTeHTa WK Ha
cepTu(uUKaTa 3a JOMbIHUTETHA 3aKpHJIa Ha JIEKAPCTBEH MPOAYKT.

Ui 34. (1) KpaTkara xapakTepucTHKa Ha MPOJIYKTa ChIAbPIKa CeHaTa HHPOpMAIIHS:

1. HauMeHOBaHUE Ha JICKAPCTBEHUS MPOJYKT, KOJIMYECTBO HA aKTUBHOTO BEIIECTBO 3a JJ030Ba
eIMHUIIA, JIeKapcTBeHa GhopMma;

2. KOJIMYECTBEH W KA4YeCTBEH CHCTaB 110 OTHOIICHHE HAa AKTUBHUTE BEUICCTBA W HA TE3H OT
MIOMOIIIHUTE BEIECTBa, MH(OPMAIMITA 32 KOUTO € CHIIECTBEHA 3a MPABWIIHOTO IMpHUJaraHe Ha MpPOIYKTa;
M3II0JI3Ba CE€ OOLIONPHETOTO UME HITH XUMHUYHOTO OTIHCaHUE,

3. nexapcTBeHa Gopma;
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4. KIMHUYHY TaHHU:

a) TeparneBTUYHU NTOKa3aHUs;

0) 103MPOBKA U HAYMH Ha NMPUIIOKEHHE MTPU Bb3PACTHHU U NIPU JIELa;

B) IPOTUBOIIOKA3aHHUS;

I) CHElHallHU MPEAYNPEeKICHHUS U TMPEANa3sHH MEPKH MpH ymoTpeda; 3a UMYHOJIOTHYHUTE
JIEKapCTBEHM MPOJYKTH - MPEANa3sHU MEPKHU 3a JINLATa, KOUTO paboTAT ¢ TAX U TW IpUJIaraT Ha MalueHTH,
KaKTO U TMpena3Hu MepKH, KOUTO TpsiOBa Ja ce MmpearnpuemMar oT MalyueHTa;

1) B3aUMOJICHCTBHS C IPYTH JIEKApCTBEHU MPOAYKTH WIH JPYTy GOPMH Ha B3aUMOACHUCTBUS;

) yrnotpeba rnpu OpeMEeHHOCT WJIH KbPMEHE;

) BB3/IelCTBUE BBPXY CIIOCOOHOCTTA 3a Iodupane U paboTa ¢ MALINHU;

3) HeXeJlaHU JIEKAPCTBEHU PEaKIInu;

1) peao3upaHe (CUMIITOMH, aHTHIO0TH, CIICIITHH MEPKH);

5. hapMaKoJIOTUYHH JJAaHHU:

a) ¢papMakogMHAMUYHHU CBOMCTBA;

0) hapMaKOKWHETHUYHU CBOWCTBA,

B) NPEIKIMHUYHU JaHHU 32 0€30MacHOCT;

6. hapMalleBTUYHU JTaHHU:

a) CIIMCHK HA MIOMOILHUTE BEIIECTBA;

0) OCHOBHU HECHBMECTHUMOCTH;

B) CPOK Ha TOAHOCT; CPOK Ha TOJHOCT CJI€J| Pa3TBapsiHE Ha JIEKAPCTBEHHUS HPOAYKT (IIpU
He0OXOUMOCT) WJIK CJIe]] OTBAapsiHE HA IbPBUYHATA OMAKOBKA 3a IbPBU ITbT;

I') CHeMaIHU YKa3aHUA 32 CbXpaHEHHE;

1) BUJl U CbCTaB Ha ONAKOBKUTE;

€) CIeUUaTHM YyKa3aHWsd 3a HU3XBBPISHE Ha OCTaTbKa OT JIEKAPCTBEHHUS MPOAYKT WIH Ha
OTIAabUHUTE MaTEPUAIIN OT HETO;

7. mpuTexaTell Ha pa3pelIeHueTo 3a yrnorpeoa;

8. perucTpanoHeH HOMEp;

9. mata Ha MWHPBO pazpelleHue 3a yrnoTpeda WM Ha MOJHOBSBAaHE Ha pa3pelIeHHuEeTo 3a
ynoTpeoa;

10. nara, Ha KOSITO € M3BBpIIEHA MPOMSHA B ChIbPKAHUETO HA KpaTKaTa XapaKTEpUCTHUKA Ha
MPOIYKTa;

11. 3a pammodapmaneBTUI - H3YeprarenHa WHPoOpMAIMA 3a BBTpPEIIHATA pPagHAlMOHHA
JO3UMETPUS;

12. 3a paguodapmManeBTUIM - TMOAPOOHM HMHCTPYKIUH 32 EKCTEMIIOPAJIHO MPUTOTBAHE U
KauecTBEH KOHTPOJ M KOraTo € MPWIOKHUMO, MaKCUMajJHOTO BpeME€ Ha CbXpaHEHHE, Mpe3 KOETO
CHOTBETHHUAT MEXIMHEH MPOAYKT KaTo elyaT WIM TOTOB 3a ymnoTpeda (apmaneBTUK ChOTBETCTBA Ha
cnenuduKanusaTa cu.

(2) B kparkaTa xapakTepUCTHKa Ha JIEKAPCTBEHHUTE MPOJIYKTH MO 4. 28 - 33 Morar Ja He ce
BKJIIOYBAT YACTUTE OT KpaTKaTa XapaKTEpPUCTHKA Ha pedepeHTHHs JIEKapCTBEH MPOAYKT, OTHACSIIHU CE JI0
MOKAa3aHUs U JeKapCTBEHU (POpPMH, KOUTO ca OWJIM MOJ MaTeHTHA 3aKpujia 10 BpEMETO, KOraTro TeHepUYHUAT
IPOAYKT € OMJI Ha mazapa.

(3) M3uckBanudaTra kpM (popMaTta ¥ ChIAbPKAHUETO Ha KpAaTKaTa XapaKTepUCTHKA Ha MPOJIyKTa Ce
ompeenaT B HapeaoaTa mo ui. 42.

(4) (Homa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kparkara xapakTepucTuka Ha
JIEKAPCTBEHUTE TPOAYKTH, BKIIOYEHH B chuchbka mo wi. 23 ot Permament (EO) Ne 726/2004 nHa
EBponeiickus napiaameHnT 1 CbBeTa, Chbpika HHPOpPMALUs ChC CIeTHUs TeKCT: "To3M IeKapcTBEH MPOIYKT
MO/JICKH Ha MOMBJIHUTENTHO HaOmoaenue". [Ipeq Tekcra ce mocTaBs 3HAaK B YEPEH IBSAT CHIVIACHO WiI. 23,
naparpad 5 ot Permament (EO) Ne 726/2004 na EBpomneiickus mapiameHT M CbBeTa, NPUAPYXKEH OT
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00siCHUTEITHA OeTeKKa.

(5) (Hosa - 1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) KpaTkara xapakTepucThKa Ha
JIEKapCTBEHUTE MPOAYKTU ChIbpPXKA CTAHAAPTEH TEKCT, KOWTO MOOIIPSBA MEAMIIMHCKHUTE CICIMATUCTH Aa
JOKJIa/IBaT BCSKA MMOI03MpaHa HeXKeJlaHa JISKapCTBEHA Peakiysl ChriiacHO oOpasiuTe mo wi. 185, an. 2, 1. 4.

Pazpea I11.
CneungyyHy U3MCKBAHMS 32 XOMEONATUYHH JIEKAPCTBEHH NMPOAYKTH

Un. 35. (1) YmocToBepeHue 3a perucTpaiys Ha XOMEOIaTHUCH JIEKaPCTBEH MPOIYKT CE M37aBa
10 ONPOCTEHA MPOLEAYpa, aKO OTTOBApPs Ha CICTHUTE YCIOBUA:

1. mpunara ce nepopagHO WM BBHIIHO;

2. BBpPXYy OINIAaKOBKaTa My WM B Jpyra uHdbopMaiusi, CBbp3aHa C HEro, He ca IMOCOYCHH
CHeM(pUIHN TEPATEBTUIHH ITOKA3AHHSI,

3. pa3peleH € B JocTaThbuHa CTENEH, 3a Ja rapaHtupa 0e30MacHOCTTa Ha MPOAYKTa, U He
ChIIbPKa TIOBEUE OT €/IHA JACCETOXUISAHA YacT OT TUHKTypara Maiika WM IoBeuYe OT €JHa CTOTHA YacT OT
Hali-MajKara /1032, W3MOJ3BaHa B aJOMaTHUsTa, HA AKTUBHHUTE BEIIECTBA, YHETO HAJIWYUE B aJOMATHYCH
JIEKapCTBEH MPOIYKT BOJU J0 3abJIKUTEITHO JIEKAPCKO MPEANUCaHue.

(2) 3a w3maBaHe HAa YJOCTOBEPEHHUE 3a PETUCTpAIUsl HA XOMEOINATUYEH JIEKAPCTBEH MPOIYKT
nuneTo mo 4. 26, an. 1 mogasa B MAJI 3asBiieHne mo oOpasel, B KOETO MOTar J1a ObJaT OCOYEHU CEPHS OT
JIEKapCTBCHH NPOAYKTH, TOIYYEHH OT €AMH M CBII XOMEOMATHYCH HW3TOYHUK WM OT €IHH U CHIIH
M3TOYHHUIIH.

(3) 3a mokaszBaHe Ha (papMalEeBTUIHO KAU€CTBO M XOMOTEHHOCT Ha MAPTUANUTE HA JICKAPCTBEHUS
MPOIYKT KbM 3asBJIICHUETO TI0 aJl. 2 ce MpuIara cjieHaTa JOKyMEHTaIl1s:

1. (m3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) HayyHO HAUMEHOBAHHUE WIIH
dapmakoneiiHO HAMMEHOBAaHHWE HA XOMEOMATHYHHUS W3TOYHWUK WM HW3TOYHUIM 33a€THO C Pa3TUIHHUTE
I'BTHILA HA BbBEXKIAHE, IEKaPCTBEHHU (POPMHU U CTEIICH Ha pa3pekIaHe;

2. mocue, B KOETO CE€ OINMCBAa HAYMHBT HA MOJTy4YaBaHE M Ha KOHTPOJ HAa XOMEOMATUIHHS
W3TOYHUK WM W3TOYHHWIIM, JOKAa3Ballo XOMEOoNaTWYHaTa ymnoTrpeda Ha 0Oa3aTta Ha MOAXOMASAIIA
oubsnmorpadus;

3. 1ocWe Ha METOJUTE Ha MPOM3BOJICTBO W KOHTPOJI 32 BCsIKa JIEKapCTBEHA (popma M ONMHCaHHE
Ha METOJUTE Ha pa3pekaaHe U MOTEHIMPAHE;

4. paspemieHue 3a TPOU3BOACTBO, MPHUAPYKEHO ChC ceprudurar 3a J[oOpa mpous3BOICTBEHA
MPaKTHKa UM ChC cepTU(UKAT, TOKA3Balll, Y€ MPOAYKTHT € MPOU3BEACH MPHU YCIOBUS, EKBUBAJICHTHU Ha
n3KCcKBaHUATA 32 JJoOpa mpon3BOACTBEHA IPAKTHKA;

5. KOmHsl OT PETHCTPAllMU WM Pa3pelieHus 3a yrnorpeda, MOJyYeHU 3a ChIIUTE MPOIYKTH B
JOPYTU IbpPKABU YICHKU;

6. MakeT Ha MbPBUYHATA W/WJIA BTOPUYHATA OTIAKOBKA Ha IMPOJTYKTA;

7. AaHHU 3a CTAOMITHOCTTA Ha MPOJIYKTa.

(4) N3uckBanusTa KbM JAHHUTE MO ajl. 3 ce ompeaensaT B HapeadaTa mo ui. 42.

Y. 36. (1) 3a XoMeonaTUyHM JIEKAPCTBEHU NPOAYKTH, PA3IMYHHU OT IIOCOYEHUTE B wi. 35, an. 1,
ce mpuiiaraT panopeaouTe Ha ui. 27 - 32.

(2) 3a xoMeomaTUYHM JIEKAPCTBEHHU MPOAYKTH MO ai. | nuuero mo 4. 26, an. 1 He mpeacraBs
pe3yaATaTd OT MPEIKIMHUYHHA ¥ KIMHUYHHU W3MUTBaHMSA, KOTaTO MOXKE J1a JIOKake ¢ oubnuorpadcku JaHHU
OT HayyHaTa JIMTEpaTypa, 4e XoMeonaruyHaTa ynorpeda Ha JIeKapCTBEHUS MPOAYKT UM XOMEONaTUYHUTE
M3TOYHHIIM, KOUTO BIU3aT B ChCTABA MY, Ca C YCTAHOBEHA OE30I1aCHOCT.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



(3) B cirydaunte o an. 2 ot Oubimorpadckute JaHHU TpsiOBa Ja ca yCTAHOBEHU:

1. XOMEOMaTHYHHAT XapaKTep Ha M3MOJI3BAHUTE CYPOBHHU M TSAXHATA TPAIUIIMOHHA YIMoTpeda
MIPU 3asBEHOTO MMOKAa3aHKE;

2. 0e3BpeHOCTTa Ha XOMEOINATUYHMS JIEKApCTBEH MPOAYKT IO OTHOLIEHHE Ha CTENeHTa Ha
pa3pexaHe Ha BCSIKa OT ChCTaBKUTE.

Paznen IV.
Crnenu(nyHH M3NCKBAHMS 32 TPAAMLINOHHU PACTUTEIHH JEKAPCTBEHH NMPOAYKTH

Un. 37. (1) YnocToBepeHHe 3a perucTpanus Ha TPAAUIIMOHEH PACTUTEJICH JIEKApPCTBEH MPOIYKT
ce M3/1aBa I10 OIPOCTEHa MPOIIelypa, ako OTIOBaps Ha CIEIHUTE YCIOBHUSL:

l. uMa TepameBTHYHHU IMOKa3aHUA, MPUCHIIM Ha ynorpebaTa HAa TPAJUIUOHHHUTE PACTHTEITHHU
JIEKapCTBEHH MPOAYKTH, M CIIOPEN ChCTaBa U IIEJTA 3a yNOoTpeda e mpeaHa3HaueH 3a ynorpeba 0e3 Jekapcko
npeAnrcaHue U HabJt0ICHHE;

2. mpuyara ce eIMHCTBEHO B OIPE/EJICHO KOJIWYECTBO HA JIGKAPCTBEHOTO BEIIESCTBO B J1030Ba
¢IMHUIIA ¥ TIPU OTIpeieieHa JIO3UPOBKa;

3. mpuiara ce MepopaiHo, upe3 BIAWIIBaHE (MHXalalus) WIA € TpelHa3HaueH 3a BBHHIIHA
ynoTpeoa;

4. mepuoabT HAa TPAAUITMOHHA YITOTpeOa chriacHo wi. 38, ai. 1, T. 5 € U3TEKbI;

5. JaHHWTE 3a TPAIUIMOHHATA yIMOTpeOa Ha JIEKapCTBEHHsI MPOIYKT JOKa3BaT, ue HE € BPEACH
IIPH OTIPEJICIICHUTE YCIOBHUS Ha ynoTrpeda u (apMakoJOTUIHUAT e(HEeKT Wi ePUKaCHOCTTA Ha JICKAPCTBEHUS
MPOJYKT Ca yCTAHOBEHU Upe3 ABITOTOAMIIHATA MY yIIOTpeOa U HATPYIIaHUs OIIHT.

(2) U3mpHuTEIHATA areHIMs 10 JIEKapCTBaTa MOXKeE /1a MPUJIOKH TIpolieiypara 1mo aji. 1 copsmo
pacTHTENeH JIEKapCTBEH NPOAYKT, KOHWTO ChAbpKA BUTAMHHHU WM MHHEPAIH, YHUSATO OE30MacHOCT €
JI0Ka3aHa JIOKyMEHTAJTHO U YHETO JIEHCTBUE CIPSMO PACTUTEITHUTE JICKAPCTBCHH BEIECTBA B MPOJIYKTA TIO
OTHOIIIEHHE Ha crieun(UIHUTE My TIOKa3aHUs € CIIOMAraTesHo.

Un. 38. (1) 3a m3maBaHe Ha yAOCTOBEpPEHHE 3a PETHCTpalMs HA TPATUIIMOHEH pPACTUTENICH
JIEKapCTBEH NPOAYKT JuLeTo mo wi. 26, an. 1 momaBa B MAJI 3asBieHue, npuapyk eHo CbC ClieAHATa
JTOKYMEHTAITHSL:

1. nanHuTe, mocoyeHu B wi. 27, an. 1, . 1 -9 u 1. 10, OykBa "a";

2. (u3m. - JIB, 6p. 71 ot 2008 1., B cmuta ot 12.08.2008 r.) kpaTka XapaKTepUCTHKA Ha MPOAYKTa,
C M3KJIIOYCHUE Ha JaHHUTE 1o 4. 34, ai. 1, 1. 5;

3. B cioy4ail Ha pacTUTENIeH JIEKAPCTBEH MPOJYKT IO CMHCBHIa Ha wi. 37, an. 2 Wiud Ha
KOMOMHMpAH PAacTUTENEH JIEKapCTBEH MPOAYKT - uHpopMauusaTa mo wi. 37, an. 1, T. 5 3a KoMOMHALUATA;
KOraTo OTAETHUTE AaKTUBHU BEIIECTBA HAa KOMOWHUpPAaHUA NPOAYKT HE ca JOCTAThbYHO TIO3HATH, C€
MPECTABAT JaHHU 32 TPATUIIMOHHATA YIIOTpeOa Ha BCAKO OT THX;

4. xomue OT pa3pelleHue 3a ynorpeda WM YIOCTOBEPEHHE 3a PETUCTpallus Ha pacTUTETHUS
JIEKapCTBEH MPOAYKT, M3AAJCHH OT Jbp)kaBa WICHKAa WM OT TpeTa AbpiKaBa, W/MIM KOMHE OT OTKa3,
MPUJIPYKEHO C MOTUBUTE 32 PELLICHUETO;

5. (u3m. - B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) 6ubnuorpadcku AaHHU HIU
eKCTIEpTHH CTAaHOBHIIA, KOWUTO JIOKAa3BaT, Y€ PACTUTEIHHST JIEKAPCTBEH NPOAYKT, 32 KOMTO € MOoJaJeHO
3asiBJICHUE 32 PErucTpalys, Wil ChOTBETCTBAI HA HErO MPOAYKT MMa Hai-manko 30-roauiinHa ynorpeda B
CBETOBHATa MEJHMIIMHCKA IMPAKTHKA, OT KOWTO TMOHE 15 roamHu ymoTpeba Ha TEpUTOPHAITa HA TbprKaBa
YJIeHKa JI0 JaTaTa Ha MoJjaBaHe Ha 3asBJICHUETO 3a pEerucTpalus;

6. 6ubnMorpadcku JaHHM OTHOCHO O€30MacHOCTTa Ha MPOJIYKTa, MPHUIPYKEHU C EKCIepTeH
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JIOKJIaJ;

7. Komue OT pa3pelleHHeTO 3a IPOM3BOJCTBO, MPHIPYKEHO Cbc cepTUdukar 3a JoOpa
MIPOM3BOJICTBEHA MPAKTHKA WM ChC CepTH(UKAT, TOKa3Balll, Y€ MPOIYKTHT € MPOU3BEICH NpPU YCIOBUS,
eKBHUBAJICHTHH Ha M3UCKBaHMATA 32 JJoOpa mMpon3BOICTBEHA MTPAKTHKA.

(2) U3nbaHuTEnHATA areHuus Mo JeKapcTBaTa MOXKE Ja M3MCKa OT 3asBUTENS JOIbJIHUTETHA
uHpOpManus 3a OlleHKa Ha 0€30MacHOCTTa Ha JIEKapCTBEHUS IPOIYKT 110 aj. 1.

(3) U3nbaHuTenHATA areHuus 10 JIeKapcTBaTa MOXKE Ja moucka craHoBuule or Komutera mno
pacTUTENTHH JIEKAPCTBEHU MPOAYKTH KbM EBporieiickaTa areHuus o JiekapcTBaTa OTHOCHO JIOCTOBEPHOCTTA
Ha JaHHUTE o al. 1, T. 5, KaTo My IperocTaBU HEOOXOAMMUTE YacTU OT JOCHUETO Ha JICKapCTBEHMS
MIPOAYKT.

(4) IlpencraBenure gaHHU Mo ai. 1, T. 5 ca BaIMAHU U B CllydyauTe, Korato B nepuoja Ha 30-
roAMIIHaTa yrnorpeda B MEIUIIMHCKATA IPaKTHKa:

1. CHOTBETCTBAIMAT JIEKAPCTBEH MPOLYKT Ha MPOAYKTA, 32 KOMTO € MOJAaJCHO 3asBJICHHE 3a
perucTpanusi, € Oui Ha mazapa 0e3 pa3penieHrue Uik perucTpamus 3a ynorpeda, Win

2. Korato OposIT Ha ChCTABKUTE B JIEKAPCTBEHMS MPOAYKT, 32 KOWTO € MOAAJCHO 3asiBJICHUE 32
perucrpanusi, € HamaJleH WIK € HaMaJIeHO KOJIMYECTBOTO UM B J1030Ba €IMHUIIA.

Ui 39. (1) Koraro pacTuTeaHUST JIeKapCTBEH MPOAYKT € Ol Ha mazapa Ha OOmHOCTTa 10-
MaJIKO OT 15 roguHu, HO OTroBaps Ha ycioBusita Ha wi. 37, an. 1, MAJI mpenocTaBs 3a CTaHOBUIIE
nokyMmeHTanusTa no 4i. 38, ai. 1 na Komurera no pactutenHu JeKapCTBEHH MPOAYKTH KbM EBponeiickara
areHuus 1o JeKapcTpara.

(2) W3nbaHuTeNnHAaTAa AareHnus IO JIeKapcTBaTa B3eMa OKOHYATENIHO pEIICHHE CIej
myOJIMKyBaHETO Ha MOHOTrpadus OT KOMHUTETA MO aj. | 3a ChOTBETCTBHETO HA MPOAYKTA C KPUTEPUHUTE 3a
perucTpanus 3a TpaAullMOHHA ynoTpeoda.

(3) B cinyuaute o ain. 1 cpoksT 1o 4. 44 cnivpa 1a Tede.

Yn. 40. HsobiaurenHara arcHius IO JICKapCTBATa MOXKC Jda H3UCKa OT 3adBUTCIIA Ha
PACTHUTEJIEH JICKAPCTBEH MPOAYKT Jia MO1a/ie TOKYMEeHTalus 1o 4i. 27 - 32 wiu no 4. 35.

Un. 41. (1) (U3m. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) M3mbaHuTenHaTa areHIus
0 JieKapcTBaTa MyOJIMKyBa Ha CTpaHMIIATA CH B MHTEPHET CIIMCHK HA PACTUTEIHHUTE BEIIECTBA, MpenapaTu
WM KOMOWHAIIMA OT TSIX, M3TMOJI3BaHU B TPAJAUIIMOHHUTE PACTUTEIHU JICKAPCTBEHU MPOJIYKTH, U3TOTBEH OT
Komurera o pactutenHu JiekapcTBEHU NPOAYKTH KbM EBpomnelickata areHius 1o Jiekapcrsara. CUChKBT
ChIIbPIKa 32 BCAKO PACTUTEITHO BEIIECTBO TEPANICBTUYHU MMOKA3aHUS, ChIbPKAHNE HA aKTUBHATA ChCTABKA B
7030Ba €IMHUIIA U JTO3MPOBKA, MHT HA BBBEXKIAHE W Jpyra nH(opmaius, HeoOXoauMma 3a 0e30macHOTO
W3MOJI3BaHE HAa PACTUTEITHOTO BEIIECTBO KAaTO TPAIUIIMOHEH JIE€KAPCTBEH MPOIYKT.

(2) Koraro npejioskeHUsT B 3asiBICHUETO MPOIYKT 3a PETUCTpaIus 3a TPaIUIMOHHA YIIOTpeda
ChIIbP’Ka PACTUTENHO BEIIECTBO, MpemaparT WIM KOMOMHAIMS OT TAX, BKIIOYEHH B CHUCHKA MO ail. 1,
3asIBUTENIAT HE MPEJICTABs TaHHUTE, TOCOYEHH B wil. 38, an. 1, T. 4 - 6.

(3) Korato pacTUTEIIHOTO BEIIECTBO, MPENapaTbT WIA KOMOMHAIUATA OT TAX OBAAT U3KIIOYCHHU
OT CIUCHKA MO al. |, MpUTEKATENAT HA YIOCTOBEPEHHETO 3a PETUCTpAIUs Ha PACTUTEIHUS JIEKApCTBEH
MPOAYKT TpsioBa ma mpencraBu B MAJI meiaHara gokyMeHTarus mo wi. 38 B CPOK JO TpHU Mecema OT
MpOMsIHATA.

(4) B ciuywaii ue mnpuTexarensAT Ha YJAOCTOBEPEHUETO 3a PETUCTpalMsi HAa PaCTUTEITHHS
JIEKapCTBEH MPOAYKT HE H3MbIHU 3aabiDkeHuero mo an. 3, MAJl mpekparsBa yIOCTOBEPEHHETO 3a
perucTpanus Ha IpoAyKTa.
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Pazgen V.
IIpouenypa 3a u3gaBaHe Ha pa3pelIeHHe 32 yIOTpeda Ha JIEKAPCTBEHU MPOAYKTH U
perucTpanusi Ha XOMeONATUYHM U TPAAUINOHHM PACTHTETHU MPOAYKTH

Uin. 42. I3uckBaHUATAa KbM JAHHUTE U JTOKYMEHTUTE OT JOCHETO 1o ui. 27 - 32, un. 35, an. 3,
1. 36, an. 2 1 mo wi. 38 ce ompeAesnsaT B Hapea0a Ha MUHUCTHPA Ha 3[IpaBeoOIa3BaHETo.

Un. 43. (1) (U3m. - [IB, 6p. 67 ot 2020 r.) B cpok mo 15 mHu oT natara Ha mojaBaHe Ha
JOKyMeHTauuara no wi. 27 - 32, un. 35, an. 3 win no wi. 38 MAJI npoBepsiBa MbJIHOTaTa HA YAaCTUTE Ha
JIOCUETO, TPUAPYXKaBallld 3asBIECHUETO, M CBOTBETCTBUETO WM C M3HUCKBAaHUATA 3a H3JaBaHE Ha
pa3penieHueTo 3a ynorpeda wiv Ha yI0CTOBEPEHUETO 3a PETUCTPALIHS TI0 TO3U 3aKOH.

(2) KoraTo He ycTaHOBM HEITBJIHOTH MJIM HECHOTBETCTBUS B MojajeHaTa AokymeHTarus, ATl
yYBEJIOMSIBA TUCMEHO 3asiBUTENS, B CpOKa MO aji. 1, ye JOKyMeHTauusTa € BaiujHa. B yBemomieHHeTo ce
MOCOYBa JIaTaTa, OT KOSITO 3all04YBa J1a TeYe CPOKBT M0 Wi. 44.

(3) Korato ycTaHOBHM HEMBJIHOTH W/MIU HECHOTBETCTBHS B JOKyMeHTamusTa mo an. 1, MAJI
YBEJIOMSIBA TUCMEHO 3asiBUTENIS J1a MPEACTaBU TOMBJIHUTEIHA HHPOPMALIHSI /WU JIa IPEACTaBU YCTHO WITH
MUCMEHO OOSICHEHHE MO KOHCTAaTHpPAaHUTE HEMBIHOTH M HECHOTBETCTBHUS B CPOK A0 14 gHHM OT marara Ha
YBEJIOMJICHHUETO.

(4) Koraro m3uckBaHHATa MO aj. 3 HE ca M3IBIHEHU B ycTaHOBeHHs cpok, MAJI mucmeHno
yBEIIOMSIBA 3asiBUTEJIsA, Y€ 3asdBJICHHETO He € BanuaHo. B To3m cayuwait MAJI Bpbmia noganeHara
JNOKyMeHTauus B 14-THEBEH CPOK M BB3CTAHOBSBA 75 Ha CTO OT IUIaTEHATa OT 3asiBUTEIS TAKCa.

(5) Korato wm3mckBaHusiTa Mo aiu. 3 ca U3MNBIHEHH B ycTaHOBeHUs cpok, MAJl yBemomsBa
MACMEHO 3asiBUTENS, Y€ JOKyMEHTAIUsATa € BaJuJHa, KaTO B YBEIOMJICHHETO IMOCOYBA JlaTara, OT KOSITO
3amo4Ba Jia Te4e CPOKBT MO Wil 44.

Un. 44. Tlpomeaypata Mo H3JaBaHEe HaA pa3pelieHHe 3a YMmoTpeda WM perucTpanus Ha
JIEKapCTBEH IPOJYKT 3all0uBa OT JlaTaTa, I0COYEHA B YBEJOMJIEHUETO 1O Wi. 43, ajl. 2, CbOTBETHO MO WiI. 43,
aj. 5, ¥ NpUKIOYBa B CPoK A0 210 mHwM.

Un. 45. (1) Koraro B MAJI e momaneHo 3asiBI€HHE 3a pa3pelleHHe 3a YNoTpeda wid 3a
perucTpanus Ha JICKapCTBEH MPOJYKT, 3a KOUTO B CHOTBETCTBHE C JaHHUTE Mo ui. 27, an. 1, 1. 18 uma
uHpopMalus, Y€ B Jbp)KaBa WICHKAa MMa HM3JaJIeHO pa3pelleHue 3a yrnorpeba Ha ChIIMS JEKapCTBEH
npoaykt, MAJI yBenoMsiBa MUCMEHO 3asBUTEIIS 3a NIPpUJIaraHe Ha Mmpoueaypara no wi. 74.

(2) Korato B MAJI e nmonazeHo 3asBIeHUE 3a pa3pelleHHe 3a ynoTpeda WU 3a perucTpaus Ha
JIEKapCTBEH MPOAYKT, 32 KOUTO B CHOTBETCTBHE C JaHHWUTE 1Mo wi. 27, ai. 1, T. 19 uma unpopmarus, 4e B
IbprKaBa YJICHKA JOCHUETO Ha CHINUA JIEKapCTBEH MPOIYKT € B mpolec Ha oueHsiBane, MAJl He pasrmexna
JOKyMeHTarusaTa 1o wi. 27 - 32 unu uwi. 35, an. 3, wiu no wi. 38 1 yBeIoMsiBa MUCMEHO 3asBUTENS 3a
MpujaraHe Ha npoueaypara mo ui. 75.

(3) 3a npunarane Ha pa3nopeaoute Ha an. 1 u 2 1eKapcTBEH MPOAYKT CE OINpesiesis KaTo euH U
ChIII, pa3pelleH B JIpyra JIbp>kaBa WIEHKA, WIM KaTo IPOAYKT, KOHNTO € B IIPOILIEC Ha OL[EHSIBaHE Ha JIOCHETO B
Jpyra AbpKaBa 4IeHKa, KOraTo JBaTa JIEKapCTBEHU IPOIYKTa:

l. umaT enHaKbB KayeCTBEH W KOJMYECTBEH CBCTaB 10 OTHOIIEHHWE Ha aKTHBHOTO
BEIIECTBO/BEIIECTBA U C€ MpeajiaraT B €lHa M Chlla JeKapcTBeHa (popma, KaTo ca JOMYCTUMHU Pa3vKU B
MIOMOIIIHUTE BEIIECTBA, aKO TOBA HE BJIMsE Ha 0€30MacHOCTTa U €(PUKACHOCTTA, U KOTaTO

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



2. IMpuHAAJICIKaT Ha €OAHO APYKCCTBO, WM 3asABJICHUC 3a JICKAPCTBCHHUTC IMPOAYKTHU I1O0JaBaT
Jyna, nmpuHamjiekalmn KbM €IHO KW ChINO APYXKECTBO HIIU O6€,I[I/IHCHI/I${ Ha OPY>KECTBA, WM KOrato 3a
JICKAPpCTBCHUTC NPOAYKTH IIOJAABAT 3asBJICHUC JIMIIA, KOUTO Ca CKIIFOYUWIIN JIMICH3UOHCH WJIM APYyT JOTOBOP
HJIW U3BBPIIBAT CBBMCCTHU I[CI\/IICTBI/H[, CBbpP3aHHU C IIYCKAHEC Ha IMa3dapa Ha CbOTBCTHUA JICKAPCTBCH IPOAYKT
B PA3JIMYHUTC AbPKABU YJICHKH.

Ui 46. (1) I1pu ouensiBane Ha fokymeHTarnusaTa MAJI:

1. MOoXe Ja W3BBPIIN W3MHUTBAHE HA KPAaWHUS MPOIYKT, HA MEXKIWHHHUS MPOIYKT WIH Ha
U3XOJIHUTE MaTepHaly 3a JIEKapCTBEHUsI MIPOJIYKT, KaKTO U Ja T'M M3NpaTH 3a U3NUTBaHE B JabopaTtopus ot
cuctemMara Ha O(UIMATHUTE KOHTPOJHHU JICKAPCTBEHU JIA0OpAaTOPUU B Ibp’KaBa WIEHKA, 3a Ja yCTAaHOBU
JalTi KOHTPOJTHUTE METOM 32 aHAJIU3, U3IOJI3BaHU OT MPOU3BOAMTEINS M OMUCAHU B JIOCHETO, OTTOBAPSAT HA
W3HUCKBAHUSATA;

2. TOTBBpPXKAaBa CleJ] MPOBEpPKAa HA MSICTO HJIM 1O JOKYMEHTH Nald MPOM3BOIUTEIUTE Ha
JIEKapCTBEHH MPOJAYKTH OT TPETU AbP)KaBH H3BBPIIBAT IPOU3BOJCTBOTO B CHOTBETCTBHE C JIaHHUTE,
omucanu B wi. 27, an. 1, T. 7, W/Win U3BHPIIBAT KOHTPOJIA B CHOTBETCTBHE C METOJUTE, OMUCAHU B Ui. 27,
aim. 1, 1. §;

3. mpoBepsBa TOCOYEHHS B  3asdBJICHHETO OOEKT HA  TMPOM3BOACTBO,  KOTaro
MIPOU3BOTUTEIISAT/IIPOU3BOIUTEIINTE HA JICKAPCTBCHW NPOAYKTH OT TPETH IBPKAaBHU IO H3KIIOYCHHE ca
BB3JIOKUIN Ha IPYT MPOU3BOIUTEN J1a U3BBPIIBA OMPENEICHH €Talu OT MPOU3BOACTBOTO MIIM KOHTPOJIA Ha
JIEKaPCTBEHHUSI IPOJTYKT.

(2) Korato MAJI u3BbpiiBa mpoBepka Ha MSCTO Ha OOCKT 3a MPOM3BOJCTBO, CPOKBT 1O 4. 44
crpa Ja Tede 10 U3TOTBSHE Ha JOKJIAJ C PE3yJITaTUTE OT MPOBEpKATa.

(3) B cinyuaute mo an. 1, T. 2 ¥ 3 MpOM3BOAUTENNTE 3arlianiaT Takca B pa3Mep, ONpeeicH B
tapudara mo ui. 21, an. 2.

Ui 47. (1) KeM usmbanutensus aupektop Ha MAJI kaTo KOHCYJATAaTUBHU OPraHU C€ Ch3JaBar
CJIEIHUTE CTIEHHAIU3UPAHN KOMUCHUU:

1. Komucus 3a nekapCTBEHH IPOIYKTH;

2. Komucus 3a UMyHOJIOTHYHH JIEKAPCTBEHHU MPOAYKTH;

3. Komucus 3a XoMeonaTu4Hy JE€KapCTBEHU MPOIYKTH;

4. Komucus 3a pacTUTEIHH JIEKaPCTBEHH MPOTYKTH;

5. Komucus 3a paanodapmareBTuiy;

6. (HoBa - /IB, 6p. 71 ot 2008 1., B cuyna ot 12.08.2008 r.) Komucus 3a nekapcTBeHH MPOAYKTH C
MIPUJIOKEHHUE B NIEUATPUITA;

7. (moBa - 1B, 6p. 71 ot 2008 r., B cumna ot 12.08.2008 r., uzm. - /IB, 6p. 102 ot 2012 1., B cuna
ot 21.12.2012 r.) Komucus 3a nekapcTBeHU NPOIYKTH 32 MOJIEPHU TEPAIny;

8. (noBa - 1B, 6p. 102 ot 2012 r., B cua ot 21.12.2012 r.) Komucus 3a olieHKa Ha prcKa Mpu
IpociesBaHe Ha JieKapcTBeHaTa 0€30MacHOCT.

(2) Ipu HE0OXOIUMOCT WBMBIHUTETHHUAT Aupektop Ha MAJI moxe nma cw3maBa W Jpyru
cCrHelHagIn3upaHil KOMUCHUU U3BbH ITOCOYEHUTE B all. 1.

(3) B cmenumanu3upaHuTe KOMHUCHHM C€ BKJIIOYBAT CIEIHMATUCTH, KOUTO HMAT HAyYHH
MOCTHKEHUS ¥ TIPAKTUYECKU OMUT B CHOTBETHUTE CPEpH HA MPUIIOKEHUE HA JICKAPCTBEHUTE MPOTYKTH.

(4) KbM mOCTOSTHHUS CHCTaB HA KOMUCHHUTE MOTAT Jla C€ MPUBINYAT U BBHIIHU CIEHIUATHUCTHU C
HAYYHH MTO3HAHUS M IPAKTHYECKH OTHT B 00JIACTTA HA CIICIU(HYHATA JIEKAPCTBEHA TPYyIIA.

(5) M3nbnautennusar aupektop Ha MAJI onpenens ¢be 3amoBe1 ChcTaBa HA KOMHUCHUTE 32 CPOK
TpU TOJIMHU, pa3Mepa Ha BB3HATPAKIECHUETO UM W YTBBPKJaBa MPABWIHHMK 3a YCIOBHUSATA U pela Ha
paboTtara um.
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(6) o 30 ssHyapu BcsAka roguHa U3NbIHUTENHUAT qupekTop Ha MAJl yTBbpkIaBa cniuchbly Ha
eKCIEPTUTE U3BBH ChCTaBa HA KOMUCHMTE 10 ajl. 1 cien 0100peHne OT MUHUCTBPA Ha 3/1paBeona3BaHETo.

(7) Wsnpauutennusatr aupexktop Ha MAJlI moxe nma ocBoOOAM TPEACPOYHO UWiIEH Ha
crelagu3upaHa KOMUCHS [0 HEroBa Moi0a Mpu HEU3NbIHEHHE Ha 3aJbJDKEHHUSTa My 3a IOBEYe OT TpU
Mecella Win MpU HeJOOPOCHBECTHO OCHILECTBSIBAHE HA (DYHKIIUHUTE MY.

(8) CbhCcTaBbT HAa KOMUCUUTE U CIIUCHKBT HA EKCIEPTUTE MO al. 6 ce 00sABsABAT HA CTpaHUIATa HA
HAJI B unTEpHET.

Ui 48. (1) YUneHnoBere Ha ClieNUATU3UPAHUTE KOMHUCHH 110 Wi. 47, an. 1 u ekcepture 1o wi. 47,
an. 4 moanucBaT IeKJIapanus, ¢ KOsATO ce 3abJKaBaT Ja He:

1. pasrnmacsBaT JaHHU U OOCTOATENCTBA, CTAHAIW UM W3BECTHH TMPU WIH TO TOBOJ
OCBIIIECTBSIBAHE HA JIEHHOCTTA UM,

2. ydacTBaT B JIEMHOCTH, CBbP3aHU C MPOU3BOJCTBOTO WJIM THPrOBHUSATA HA €IpO U Ha JIPEOHO C
JIEKapCTBEHU MPOTYKTH.

(2) B cnydaii ye numarta no an. 1 ca ydacTBaliM B HSKOM OT €TalMTE HA IMOJArOTOBKA Ha
JTOKyMEHTAIMATa, HEOOX0IMMa 3a pa3pelnaBaHe 3a ynoTpeOa Ha JIEKapCTBEHMs MPOAYKT, T€ HE MOTaT aa
y4acTBaT B 3aCE€JaHUATA Ha ChOTBETHATA CIEUAIN3UpaHa KOMUCHS 110 1. 47.

(3) Jlumara mo an. 1 He riacyBaT IpH B3€MaHE HA PEHICHUS MO BBIPOCH, IO KOUTO T€ WIH
YJICHOBETE Ha CEMENCTBOTO UM UMAT ThPrOBCKH, (DMHAHCOBH UJTU IPYTU UHTEPECH.

Y. 49. (1) (U3m. - [IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1.) B cpok go 200 nuu ot
JaTtaTa Ha MOCTbhIIBaHE Ha BaluaHa AokyMeHTanus MAJI chbBMECTHO ChC CHOTBETHATA KOMHUCHS 1O 4. 47,
an. 1 olleHsIBa Ka4eCTBOTO, O€30MaCHOCTTAa U €(PUKACHOCTTA Ha JIEKAPCTBEHUS MTPOIYKT M U3TOTBS OLEHBUYEH
JIOKJIaJ] ¢ KOMEHTapu Ha pe3yiTaTtuTe OT (papMaleBTUYHUTE W MPEIKIMHHUYHUTE TECTOBE, KIMHUYHHUTE
M3IUTBaHMA, HA CHCTEMara 3a yIpaBlieHHEe Ha PUCKa W Ha CHCTeMara 3a MpociensBaHe 0e30macHOCTTa Ha
CHOTBETHHUS JIEKAPCTBEH NPOAYKT. M3roTBEeHMAT OIEHBYEH J[OKJIad C€ MPEACTaBs Ha H3MbIHUTEIHUS
nupexrop Ha MAJL

(2) (HoBa - /1B, 6p. 102 o1 2012 r., B cunta ot 21.12.2012 r.) [loknaasT no ai. 1 ce akTyanusupa
IpY HAJIMYKME HA HOBa MH(OpMaLKs, BaXKHA 32 OLIEHKATa Ha KaueCTBOTO, O€30MaCHOCTTA U e(PUKACHOCTTA Ha
JIEKapCTBEHHS TPOAYKT.

(3) (ITpeaumna an. 2 - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) Koraro nexkapcTBeHUST
NPOAYKT ChIbpXKa TeHEeTHYHO Monubunupanu opranmsmu, WMAJI mpemocraBs Ha MUHHCTEPCTBOTO Ha
OKOJIHaTa cpejla U BOJUTE HeoOXoauMaTa JOKYMEHTAIUsl OT JOCUETO Ha JIEKapCTBEHMs MPOAYKT U U3HCKBA
CTaHOBHILE B CPOK 60 JHU MO OTHOIIEHUE HA MOTCHIIMATHUS PUCK 3a OKoJHaTa cpena. LllectaeceTnHEeBHUAT
CPOK € B paMKHTE Ha CpoKa 1o ai. 1.

(4) (Ilpegumna an. 3 - 1IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cnyuyaute Ha
pamnodapmanestuiin MMAJl mpenocraBs HeoOXoauMaTa ITOKYMEHTAalMs OT JOCHETO Ha JIEKapCTBEHUS
MPOJYKT U M3MCKBA CTaHOBHIE B cpok 60 AHM OT AreHuusTa 3a SAPEHO PErylupaHe MO OTHOIIEHHE Ha
Ka4ecTBOTO M 0e30MacHOCTTa Ha NMpoykKTa. lllecTaeceTAHEBHUAT CPOK € B paMKHUTE Ha CpoKa 1o ai. 1.

(5) (IIpenumna an. 4, w3m. - JAB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 r.) Korato
MUHHCTEPCTBOTO HAa OKOJIHATA Cpela M BOJAUTE W ATEHIUATA 3a SIPEHO peryjvpaHe He ce NMpOou3HecaT B
YCTaHOBEHHUTE 110 ajl. 3 U 4 CPOKOBE, CE MPUEMA, Y€ CTAHOBHIIETO MM € TIOJIOKUTEITHO.

. 50. (1) Koraro MAJI ycTraHOBH HECHOTBETCTBHUS B IOCHETO C M3UCKBAHUSATA 3a W3/1aBaHE Ha
paspenieHre 3a ynorpeba WM YJOCTOBEPCHHE 3a PErHCTpalus [0 TO3H 3aKOH, YBEJAOMSBA MUCMEHO
3asiBUTENS J1a MPEACTaBH JOMBIHUTEIHA HH(POPMAIIUs, CBbpP3aHa ¢ JOKYMEHTAIMITa 1o Wwi. 27 - 32 wiu 1o
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1. 35, an. 3, wiu mo wi. 38, W/KIM Aa MPeaoCTaBU YCTHO WIIM MHUCMEHO OOSCHEHUE MO KOHCTATUPAHHTE
HEMBJIHOTH U HECHOTBETCTBUS B CpOoK 180 AHUM OT maraTta Ha yBEOMSBAHETO.

(2) B cnyuyaure no an. 1 cpoxbT mo ui. 44 cnupa ja Tede OT JaTara Ha YBEJOMSBAHETO JI0
MpeA0CTaBsIHE HA MCKaHaTa WH(OpMaIIUs.

(3) Usnbnautennust gupektop Ha MAJI mpekpatsBa mpoiieypata o U3/iaBaHe Ha pa3peuicHue
3a ynorpeba Win yJI0CTOBEpEHHUE 3a PErHCTPAIls Ha JICKAPCTBEH MPOIYKT, KOraTo:

1. 3aABUTENAT HE MPEAOCTaBU HHPOPMAIHUATA 110 all. | B TOCOYEHHUS CPOK;

2. nuuara mo 4i. 26, an. 1 mouckatr nucMeHO MPEKPaTIBAHETO H.

Ui 51. B cpok 10 gHM OT U3rOTBSIHETO HA OLIEHBYHUS JOKJIaA MO 4wi. 49, an. | u3mbIHUTETHUAT
mupektop Ha MAJI u3naBa paspeiieHue 3a ynotpe0a/y10CTOBEpEHHE 3a perucrpanus Ha JeKapCTBEHUs
MPOJYKT WU MIPaBU MOTUBHPAH OTKa3.

Y. 52. (1) (U3m. - B, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) B cpok 5 nam oT matata Ha
M3JlaBaHEe Ha Pa3pelICHUETO 3a ynoTpeda/yI0CTOBEPEHUETO 3a PErUCTpallysl B perucTbpa o wi. 19, an. 1, 1.
3 ce BITUCBAT CIICTHUTE JaHHH 32 pa3pelICHUETO/YI0CTOBEPCHHUETO:

1. perucTpalinoHeH HOMEp;

2. HOMEp W JaTa Ha pa3pelICHHETO 3a yHoTpeda/yIOCTOBEPEHHUETO 3a PETUCTpanus Ha
JIEKapCTBEHHUSI IPOTYKT;

3. HaMMEHOBAHUE Ha JIEKAPCTBEHUS MPOAYKT;

4. MeXIyHapOJHO HEMATEHTHO HAMMEHOBAHUE Ha BCSIKO aKTUBHO BEIIECTBO;

5. UMe W aApec Ha TpUTEXKATeNs Ha pPa3pelIeHHEeTO 3a yHoTpeda/ya0CTOBEpEHUETO 3a
perucTpanus;

5a. (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ycnoBusara no 4. 55a, 56 u 56a,
BIIMCaHU B Pa3pelICHUETO 3a YIOTpeda/ yA0CTOBEPEHUETO 32 PETUCTPAIIHS,

6. aTta Ha W3BbpPUICHA NPOMSHA B Pa3peUICHHETO 3a YNoTpeOda/yI0CTOBEPEHHETO 3a
pETUCTpAIIHSITA;

7. nata Ha TpeKpaTsABaHEe Ha pa3pelICHUETO 3a yIoTpeda/yA0CTOBEPEHUETO 32 PETUCTPAIIHATA;

8. Apyru IaHHU.

(2) Pa3pemenuero 3a ynorpeba/yJ0CTOBEPEHHETO 332 PETUCTPALNS Ha JIEKAPCTBEHUS IPOIYKT CE
BpPBUBA HA JIMIETO MO Wi. 26, aji. 1 U BIK3a B CUJIa OT JaTaTa Ha BIMCBAHETO MYy B PErucTbpa o ui. 19, an.
1, T 3.

UYn. 53. (U3wm. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3neaHuTEeTHATA areHIus
IO JIEKapcTBaTa MyOauKyBa Ha MHTEPHET CTPaHHUIaTa CH B CPOK 0 14 THU OT M3]aBaHETO HA PA3pEIICHHETO
3a ynotpeba/yA0CTOBEpEHHUE 3a PeTUCTpallus JaHHUTE 0 Wwi. 52, an. 1, omoOpeHaTa KpaTka XapakTepuCTHKa
Ha MPOJIyKTa U JAaHHUTE OT JUCTOBKATA.

(2) WMsmpaauTenHaTa areHIWs IO JIeKapcTBaTa MyOJMKyBa Ha HMHTEPHET CTpaHUIATA CH
OLIEHbUHUS AoKIaa mno wi. 49, an. 1 ¢ MOTHBHTE 3a B3€TOTO pEUIEHUE, KaTo 3ajuyaBa JIaHHUTE,
MPEACTABIISIBAIIM THPrOBCKA TalHA.

(3) HoxmansT mo an. 2 ce mpuapykaBa OT pe3loMe Ha pa3bupaeMm 3a OOIIECTBEHOCTTa €3HK.
PestomeTo chabprka paszeln, CBbpP3aH ¢ yCIOBHITA 3a yOTpeba Ha IEKApCTBEHUS TPOIYKT.

Un. 54. (1) (U3m. - B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Ilpurexarenar Ha
paspelieHneTo 3a ynoTpeda/yAOCTOBEPEHUETO 3a pEerucTpalys Ha JIEKapCTBEH MPOAYKT IMHUCMEHO
yBenomsiBa MAJI 3a nataTta Ha AEWCTBUTEIHOTO MTyCKaHEe Ha Ma3apa Ha JIEKapCTBEHHs MPOAYyKT B PermyOnnka
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boarapus.

(2) (Mam. - B, ©Op. 18 or 2014 r1.) IlpurexarensiT Ha pa3pelieHHETO 3a
ynoTpe6a/y10CTOBEPEHUETO 3a PErHCTPallns Ha JIEKAPCTBEH NPOAYKT yBeaoMsiBa mucMeHno MAJI Haii-manko
7IBA Mecella Ipelud NpeyCTaHOBSBaHE Ha NPOAAKOMTE Ha JIEKApCTBEH NPOAYKT, HE3aBUCHMO Al €
BPEMEHHO, I TIOCTOSHHO.

3) (Mam. - B, Op. 18 or 2014 r1.) IlpurexarensiT Ha pa3peHIeHUETO 3a
ynoTpeba/yA0CTOBEPEHUETO 3a PpErucTpalys Ha JIEKapCTBEH MPOAYKT II0COYBAa IPHUYMHHUTE 34
NPEyCTaHOBSIBAHE HA MPOAAXOUTE B CHOTBETCTBUE C WiI. 68, ain. 1, T. 6 U AekIapupa Jaiu NpeanpueTuTe oT
HEro IEHUCTBUI IO all. 2 c€ ABJDKAT Ha HIKOE OT OCHOBAHMUATA IO Wi. 276 win 1o wi. 277.

(4) (M3m. - 1B, 6p. 18 ot 2014 r.) Ilpu mpeycTaHoBsiBaHE HA MPOJAXKOUTE HA JICKAPCTBEHHS
NPOAYKT B pe3ydTrarT Ha HENpeABUAMMU OOCTOATENCTBA MPUTEXKATENAT Ha pa3pelieHueTo 3a
ynoTpe6a/y10CTOBEPEHUETO 3a PErUCTpaLlus Ha JISKapCTBEH MPOAYKT yBeaomsBa nucmeno MAJL B cpok 110
7 AHU OT yCTAaHOBSBaHE HAa OOCTOSATEIICTBATA.

Un. 54a. (Hos - 1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 1.) (1) (U3m. - B, 6p. 18 ot 2014
r.) Ilpu mnomyuaBane Ha curHaia B l3nbiHuTENHaTa areHIMs MO JIEKapCTBaTa 3a IMPEyCTAHOBSBAHE
NpoAaXOUTe Ha JIEKApCTBEH MPOAYKT, ¢ M3KIIOYEHHE Ha CiaydyauTe mo uwi. 54, an. 2 u 4, areHuusita
U3BBpIIIBA NPOBepKa B cpok 30 THU OT NOJyyaBaHETO HA CUTHAJA.

(2) Ilpm w3BbpmBaHe Ha mpoBepkata mo an. 1 HMAJI moxe na usucka wHbopmaius OT
NpUTEXKATENI Ha pa3peuieHueTo 3a ymorpeba W/WiaM OT JUIeTo Mo wWi. 26, aix. 2 OTHOCHO
MIPEYCTAaHOBSIBAHETO Ha MPOJIaXXOUTe Ha KOHKPETHHUS JIEKAPCTBEH MPOIYKT, KAKTO U OT ThPrOBIMTE HA €/IPO
C JIEKAPCTBEHU MPOAYKTU OTHOCHO HAJIMYHUTE KOJIMYECTBA OT MIPOLYKTA.

(3) UsnpanurenHaTa areHuus Mo JeKapcTBara MyOJIMKyBa HAa CTpaHUIATa CH B HMHTEPHET
pe3ynTaTuTe OT U3BBPILIEHATA MPOBEPKA.

Un. 55. (1) Paspemenunero 3a ymoTpe0a/yaOoCTOBEPEHHUETO 3a PETUCTpAIUs Ha JICKapCTBEH
IIPOAYKT C€ U3JaBa OT U3NIBIHUTENHUS nupekTop Ha MAJI 3a cpok 5 ronuHu.

(2) (Hom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Cnen u3tHyaHe Ha cpoka mo ai. 1
pa3pelieHrueTo 3a yrnoTpeda/yJ0CTOBEPEHHETO 3a PETUCTpallvs Ha JEKapCTBEHUS MPOAYKT MOXe Ja Obie
nogHOoBeHO OT MAJI Ha 6a3ara Ha OlleHKa Ha ChOTHOIICHHUETO TI0JI3a/PHCK 10 pena Ha wi. 59a.

(3) (Usm. - JIB, 6p. 71 ot 2008 1., B cuma or 12.08.2008 r.) Pazpemenuero 3a
ynoTpeda/yA0CTOBEPEHUETO 32 PETUCTPALHSI MOXKE J1a ObJe MPEKPATEHO U MPeau U3THYaHEe Ha CPOKa I10 all.
I, ako mpuTeXKaTEIAT My MOMCKA MHUCMEHO TOBAa OT M3MBIHUTENHHUS Aupektop Ha MAJL, xaro mocoum
MIPUYMHUTE.

(4) (Hom. - OB, 6p. 71 ot 2008 r., B cuma or 12.08.2008 r.) Pazpemenuero 3a
ynotpe0a/y10CTOBEPEHUETO 3a PETUCTpAIUsl CTaBa 0€3CPOYHO CIIe]l TIOJHOBSIBAHETO MY, OCBEH B CIy4yauTe
10 alL. 5.

(5) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
or 21.12.2012 r.) Ilpu Hanuuue Ha OCHOBATEIHHM NMPUYMHM, CBBP3aHU C NPOCIEAsBaHE Ha JEKapCTBEHATa
0€301MacHOCT, BKJIIOYMTEIHO MOPaau €KCIO3ULMs Ha JIEKAapCTBEHHsS MPOAYKT BbPXY HENOCTaThbueH Opoit
narueHTH, MAJl Moxe 1a u3nucka OT MpUTEXKATENs Ha pa3pelIeHueTo 3a yrnorpeda aa mojajae 3asBlcHUE 3a
MMOJHOBSIBAHETO MY 3a Ollle 5 TOJAWHM 0 peja Ha wi. 59a.

(6) (M3m. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) IIpm m3THMYaHEe HA CpoKa Ha
pas3pelIeHneTo 3a yrnorpeda/y10CTOBEpEHHETO 3a PETUCTPAIHS WIH MTPU MPEKPATSIBAHETO UM JIEKAPCTBEHUST
MPOJYKT MOKE Ja ObJie MpoJaBaH 10 W3UeplBaHe HAa HAJMYHUTE KOJUYECTBA B CTpaHaTa, HO HE MOBEYE OT
eHa TOJIMHA, CUMTAHO OT JaTaTa Ha M3TUYAHETO, CHOTBETHO Ha MPEKPATABAHETO, C HU3KIIOYEHHUE Ha
clly4auTe, KOraTo MPUYUHUTE 32 MPEKPaTABAHETO ca CBbP3aHH ¢ 0€30MacCHOCTTA Ha JIEKApCTBEHUS IPOIYKT.
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(7) Wsnbaautennust aupektop Ha MAJl oTHemMa cbc 3amoBel pa3peUICHUETO 3a
ynotpeba/ya0CTOBEpPEHUETO 32 PETUCTPALIMA Ha JIEKAPCTBEH MPOAYKT, KOTaTo:

1. mpuTexaTensaT My He € IyCHas JIEKapCTBEHHsI MPOIYKT HA Ma3zapa 10 TPHU TOJUHU OT JaTaTa
Ha M3/1aBaHe Ha pa3pelIeHNeTo 3a ynorpeda, wim

2. mpomaxxOWTe Ha JEKApCTBEHUS TMPOIYKT ca TMPEYyCTAaHOBEHH 3a TMEpUoI OT TpH
MOCJIeIOBATETHN TOAMHY CIIe/l TyCKaHeTO My Ha Iasapa.

(8) BamoBenra mo ajn. 7 MOJUIekKHU Ha OOKajBaHE MO pelaa Ha AMUHUCTPATUBHOMPOIECYATHHUS
KOJIEKC.

(9) Ilo u3kmmroYeHNe U B MHTEPEC HA OOIIECTBEHOTO 3/IpaBe pa3mopendaTa Ha al. 7 MOXKE Ja He
ce mpujara, ako MNPUTEXKATENAT Ha pa3pelIieHUETO 3a YIoTpeda Ha JIeKapCTBEHUS MPOAYKT TMOCOYU
OCHOBATEJIHU IPUUYUHU. B Te3u ciyyau u3nbJHUTENHUAT AupekTop Ha MAJI MOTHBHUpa pelIeHueTo cu.

(10) IIputexatenar Ha paspelieHHe 3a YINoTpeda eXerogHo 3arviamia Takca B pasMep,
ompeerneH B Tapudara mo wi. 21, an. 2, 3a mogabpkaHe Ha U31aICHOTO pa3perieHne 3a ynorpeoa.

Yn. 55a. (HoB - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) U3nbaHUTEIHUAT
mupekrop Ha HMAJI moxe na u3naze paspeuieHre 3a ynoTrpeda/yAoCTOBEpEeHHE 3a pEerucTpanusi Ha
JIEKapCTBEH MPOAYKT, B KOETO Ja ObJaT BKIIOYEHU €IHO WM MTOBEYE OT CIETHUTE yCIOBHUS:

l. ma ce mpenmpuemar ONpeACTICHH MEpKH 3a TapaHTupaHe Oe3omacHaTa ymoTpeba Ha
JIEKapCTBEHUSI MPOIYKT, KOUTO J1a ObJaT BKIIOYEHU B CUCTEMATa 3a YIPaBIeHUE HA PUCKA;

2. 1a ce MpOBeXIaT MOCTMAPKETUHTOBU MPOYYBAaHUS 32 0€30MaCHOCT;

3. &a ce cmas3BaT MO-CTPOTH OT MOCOYEHHUTE B TJlaBa OCMa 3abJDKEHUS 32 PETUCTpUpaHE WU
JIOKJIa/IBaHE HA NIOJJO3UPAHNUTE HEXKEJIAaHH JICKApCTBEHH PEAKIINH;

4. na ce cra3BaTr BCSAKAKBHU APYTH yCIOBHS WM OTPAaHUYCHUS ¢ Orjien Oe3omacHaTa U epuKacHa
ynotpe0a Ha IeKapCTBEHHsI MPOTYKT;

5. HaJIMYMe Ha aJieKBaTHA CHUCTEMA 3a IIPOCIIE/IIBaHE Ha JIEKapCTBEHAaTa 0€30IacHOCT;

6. 1a ce U3BBHPIIBAT MMOCTMAPKETUHTOBU MPOYUYBAHUA 32 €(UKACHOCT, KOraTO MMa OIaceHus,
CBBp3aHU C e(hUKACHOCTTA HA JIEKAPCTBEHMS MPOAYKT, KOUTO MOXKE Ja OBJAT pa3pelieHd caMo cjell KaTo
JIEKapCTBEHHUAT MPOAYKT OBJIe MMyCHAT Ha rasapa.

(2) B paspemenuero 3a ynorpeba/y0CTOBEPEHUETO 3a PEruCTpalUs ce MOCOYBAaT CPOKOBE 3a
M3ITBJIHEHHUE Ha YCIIOBHSTA 1O aJl. 1, KOTaTo € MPHUII0KHMO.

(3) OcHoBaHusATa 3a HajaraHe Ha YCJIOBHMETO MO al. 1, T. 6 ce ompenensT ¢ JAeJerupaH akT Mo
yiieH 226 ot Jupextusa 2001/83/EO, kaTo ce oTYNTAT HAYYHUTE HACOKH, pa3pabOTeHH B PHKOBOJICTBOTO TIO
. 194a.

(4) W3uckBanusATa 3a NPOBEXkJAaHE HA IOCTMAPKETHHIOBU IPOYYBAaHUS 3a €(PUKACHOCT ce
OTIpPEIeNIAT B PHKOBOCTBO, M3/1aIcHO OT EBpomeiickara areHIus 1o JeKapcTpara.

Un. 56. (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) [lo u3kimrouenue cien
KOHCYNTALlUsI ChC 3asBUTENS W3NBIHUTETHHAT aupektop Ha WAJlL mMoxe na wm3mazme paspemieHue 3a
ynotpeba/ yI0CTOBEpEeHHE 3a PETHUCTpalus MOJ YCJIOBHE, KOTaTO 3asBUTENAT MOXeE Ja JOKaXe, Ye He e
IpeACTaBUI U3UEPIIATEIHN JAHHH OTHOCHO e(h)MKACHOCTTa M OE3011aCHOCTTA HA JIGKAPCTBEHUS MPOIYKT MIPH
HOpMaJTHH YCIIOBHSI Ha yroTpeOa mopaju eHa OT CICAHUTE PUUNHU:

1. mokazaHmsATa, 32 KOUTO € TpPEAHA3HAYCH JIEKApPCTBEHHST IPOIYKT, Ca TOJKOBA PSIKO
CpelllaHH, Ye 3asBUTEIAT He MOXKE J1a IPE/ICTaBH ITBJICH JI0KAa3aTeJICTBEH MaTepuall, Win

2. CbCTOSIHUETO HAa HayYHUTE MO3HAHUS KbM MOMEHTA € TaKOBa, Y€ HE MOXKE J1a CE€ MPEACTaBAT
BCCOOXBATHU JaHHU, WU

3. cpOupaHeTo Ha MoJOOHU JaHHHU NMPOTUBOPEYN Ha OOLIONPHETUTE MPHHLUIHN Ha JeKapcKaTa
eTHKA.
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(2) Paspemenuero 3a ynorpeba/y10CTOBEPEHUETO 32 perucTpaIus mo ai. | ce u3gasa mpu eIHO
OT CIICJIHUTE YCIIOBUSI:

1. 3agBUTENAT/IIPUTEKATEIAT J1a U3MIBIHIBA MPOrpamMa OT MPOYUBAHUS 3a CPOKa MO al. 3, Karo
pe3yaATaTUTE OT TE3W MPOYUBAHUS CITy’KaT 3a MPEOICHKAa HAa ChOTHOMIEHHETO IOJI3a-PUCK;

2. JIGKapCTBEHUSAT MPOIYKT € C PEKHUM Ha OTITyCKaHE caMo IO JICKApCKO MPEANUCaHne, KaTo B
OTIpEJICJIEHH CIIy4au MOXKE Jla ce YIOTpeOsiBa caMo MO/ CTPUKTEH JIEKAPCKH KOHTPOJ B JICUEOHO 3aBE/ICHHE
3a OOJIHWYHA TIOMOIIL, a B CITy4ail Ha paauodapMaleBTHK - CaMo 10/ KOHTPOJIa Ha OIPaBOMOIICHO JIUIIC,

3. B IMCTOBKaTa, KAaKTO ¥ BHB BCSIKA MEIMIMHCKA MH(OpMAIHs, TpUApY>KaBalla JIeKapCTBEHUs
MPOJYKT, CJIE/IBA JIa € TIPEABUICH TEKCT, C KOWTO ce 0OpbhIa BHUMAaHUE HA MEJUIIMHCKUTE CIICIUAINCTH, Ye
HSKOW OT HAIMYHUTE TAHHU 32 JIEKAPCTBEHUS MPOAYKT MOJJISKAT Ha MOCIEBAIIH TPOYIBAHHSL.

(3) Pa3pemenuero 3a ynorpe0a/y0CTOBEPEHUETO 3a PETUCTpaIus 1Mo an. | ce m3maBa 3a CpoK
elHAa TOJIMHA M 3a BCSKA Cle/Balla TOJMHA MOXe Ja ObJe YIb/DKaBaHO Ha Oa3aTa Ha OLICHKA Ha
U3IIBJIHEHUETO HA YCIIOBUSATA 1O all. 2.

Un. 56a. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cnen uznaBaHe Ha
paspenieHueTo 3a ynoTrpeda/yaoctoBepennero 3a peructpamus MAJI Moxke na 3aabp/DKd TPUTEKATENs Ha
pa3pelIeHneTo/y I0CTOBEPEHHETO J1a TPOBE/IE:

l. DOCTMapKeTMHIOBO Ipoy4BaHe 3a O€30IaCHOCT, aKO ca HajJHulle OIaceHus 3a
uAeHTU(GUIIMPAHU WIM TOTEHIMATHU PUCKOBE WM JUICBA MH(OpMalMs, CBbp3aHa C MpOCIesBaHe Ha
JeKapCcTBEHaTa 0e30MacHOCT 32 ChOTBETHHS JIEKAPCTBEH MPOAYKT; KOTaTO CHIIUTE PUCKOBE CE OTHACAT U 3a
JpyTU JIEKApCTBEHU MPOAYKTH, ciief KoHcyntanmuu ¢ Komurera 3a olleHka Ha pucka B oOnacTra Ha
¢dapmakosniornyHaTa OAMTENIHOCT, Ch3/aJeH MO pela Ha ujeH 56, maparpad 1, Oyksa "aa" or Persmament
(EO) Ne 726/2004 na EBporneiickus napiamenT u Ha ChBeta, MAJI mpenopbhyBa Ha CHOTBETHUS ITPUTEKATEI
Ha paspelleHue 3a ymnorpeda Ja MpoBele ChbBMECTHO MPOy4YBaHE 3a O€30MacHOCT C JAPYTUTE 3acerHaTH
IIPUTEXKATENN Ha pa3peIIeHUE;

2. TOCTMapKeTHMHTOBO IPOyuYBaHE 3a e(HUKacHOCT, KOrato IO3HaHHWETO 3a OosiecTTa WU
M3II0JI3BaHaTa KJIMHUYHA METOJIOJOTHs JlaBa OCHOBaHME 3a PEBU3MpPAHE HA OLEHKUTE 3a e(UKACHOCT,
M3BOJUTE 3a KOUTO Ca HAIIPaBEHH KbM JlaTaTa Ha U3/jaBaHE HA Pa3peleHUeTo.

(2) WM3nbianurenHaTa areHUus MO JeKapcTBaTa IHMCMEHO YBEIOMsBa IpHUTEXaTels Ha
pa3pelIeHneTo 3a ynoTpeda/y10CTOBEPEHUETO 32 PErHCTPaIUs 32 33AbDKEHUETO 110 all. 1, KaTo 000CHOBaBa
MPUYMHUTE U ITOCOYBA IIEJIUTE HA MPOYUYBAHETO M CPOKOBETE 32 MPOBEKIAHETO MY.

(3) B 30-mHeBeH cpoK OT TOJydyaBaHE Ha YBEAOMJICHHETO MO all. 2 TPUTEKATEISAT Ha
paspeleHneTo 3a yrnoTpeda/yJoCTOBEpEHUETO 3a perucTpanus Moxe f1a noucka ot MAJI npegocraBsne Ha
BBH3MOKHOCT 32 Ipe/ICTaBsiHe Ha MH(OPMAIHs OTHOCHO 33AbJDKEHHSTA 110 all. 1.

(4) Cnen momywyaBane Ha wuckaHeto mo ain. 3 MAJl ompenenst cpok 3a MpeACTaBsSHE Ha
uHpOpMaLUATa OT MPUTEKATENSI HA pa3pelICHUETO 3a YIOTpeOa/y10CTOBEPEHUETO 3a PETUCTPALIHSL.

(5) UsmrpHMTETHATA areHIMS 110 JISKapCTBaTa CiIe]] aHaIu3 Ha HHpOpMaIuITa 1o ai. 3 MOXKe:

1. na MOTBBPAU 3aABIHKEHUETO 10 all. 1, uin

2. 1a TO OTMEHH.

(6) M3bsiHMTEIHATA areHIIUs 110 JIEKapCTBaTa YBEIOMsIBa IIPUTEKATENs 32 B3€TOTO PEIICHUE I10
an. S.

(7) B cnydaunte mo an. 5, T. 1 wmsmbnHurenHusAT aupektop Ha WAJl cimyxeOHO H3MeHd
U3JIAZICHOTO pa3pelieHne 3a yrnoTpeda/yIoCTOBEpeHHe 3a PErucTpalus Ha JIEKApCTBEHUS MPOIYKT, KaTo
BKJIIOUBA B HETO KaTO YCJIOBUE 3aIbJKEHUETO 10 all. 1.

(8) OcHoBaHusITa 32 HAJIaraHe Ha 3aJIbJDKEHUSITA 10 al. 1, T. 2 ce ONpenessaT ¢ JeJIeTUpaH akT Mo
ui1. 226 ot Jdupexrusa 2001/83/EO.
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Un. 566. (Hoe - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelieHneTo 3a yrnorpeda/y10CTOBEpEHHETO 32 PETHCTPalrs BKIIOYBA B CBOATA CHCTEMA 3a yIpaBJICHUE
Ha pUCKa BCUYKHU yCJIOBHS 1O Wi. 55a, 56 u 56a.

(2) B cayuaute mo an. 1 mpuUTEXaTeNsAT Ha Pa3pelICeHUETO 3a yrnoTpeda/yI0CTOBEPEHHUETO 3a
peructparus noxasa 10 MAJI yBenomiieHre 3a IPOMSIHA B CHCTEMATa 3a YIIPABICHHE Ha PUCKA.

Y. 568. (Hos - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) U3nbaauTenHaTa areHIus mo
nekapcTBara unpariia napopmanwms 10 EBponeiickaTa areHIus 1o JeKapcTBara 3a u31aIcHUTe pa3pelieHus
mo 4i1. 55a, 56 u S6a.

Ui 57. (1) Usnbnaurennust nupextop Ha MAJI oTkazBa u3gaBaHe Ha pa3pellieHue 3a ynorpeda

WIN YIOCTOBEPEHHUE 3a PErHCTpalis Ha JIEKAPCTBEH MPOIYKT, KOraTo Clie]] OlleHKa Ha J0CHeTOo 1o wi. 27 -
32 ce ycTaHOBH, 4e€:

1. ChOTHOIIIEHUETO TOJI3a/PUCK € HEOJArONPHUATHO, WIIH

2. eKaCHOCTTA Ha JEKAPCTBEHUS MPOAYKT HE € 3allUTeHa YOS AUTEIIHO OT 3asABUTEIIS, UIIU

3. KOJMMYECTBCHMAT W KAYECTBEHHUSAT CHCTaB Ha JICKAPCTBEHHS MPOAYKT HE OTrOBapsT Ha
OIUCaHUA B JOCHETO.

(2) (Hom. - IB, 6p. 71 ot 2008 1., B cunia ot 12.08.2008 r.) U3npaautennusT aupexkrop Ha MAJL
OTKa3Ba M3/JaBaHE Ha pas3pelleHue 3a ynoTrpeda WIM YIAOCTOBEPEHHE 3a PErucTpalusi Ha JEeKapCTBEH
MPOAYKT, KOTaTo HSAKOW OT JAHHHUTE B JOCHETO HE ChOTBETCTBAT HA M3UCKBAaHHSATA HA Wi. 27 - 32 uiu Ha
Hapezabara 1o wi. 42.

(3) Usnbnuutennusat aupexkrop Ha MAJI oTka3Ba peructpanys Ha TPaJWIMOHEH pacTUTENIeH
JIEKapCTBEH MPOIYKT, KOTaTO CJIe/ OIICHKA Ha JOKYMEHTAIMsTa C€ yCTaHOBH, Y€ MPOAYKTHT HE OTTOBAPS Ha
ycnoBusATa 1o wi. 37, ai. 1, JaHHUTE B JOCUETO HE ChbOTBETCTBAT Ha 4iI. 38 wiu:

1. KOMUYECTBEHHUAT ¥ KAUECTBEHUST ChCTAB HE OTTOBAPAT Ha OMHMCAHUTE B JIOCHETO;

2. IEKapCTBEHUAT MPOJLYKT MOKe J1a Ob/ie BpEeJeH IIPU IPaBUIHA yIIOTpeda;

3. maHHHTE 32 TPAAULMOHHATA YIOTpeda ca HeAOCTAThYHU, 0COOEHO KOTraTo (hapMaKOJIOTUYHUTE
CBOWCTBA MJIHM €()MKACHOCTTA HE ca JOKa3aHU Bb3 OCHOBA HA ABJTOTOIUIIIHA YIIoTpeOa U HATPYTIaH OITUT;,

4. (hapMaLeBTUYHOTO KaYECTBO HA JIEKAPCTBEHUS IPOIYKT HE € JOCTAThYHO OOOCHOBAHO.

Un. 58. IlpurexarensT Ha pa3pelIeHHETO 3a ynoTrpeba HOCH OTTOBOPHOCT 3a IMBJIHOTaTa U
JIOCTOBEPHOCTTA HA JAHHUTE B JOCUETO.

Yn. 59. (1) Otka3pt Ha w3nbJIHUTENHUS qupekTop Ha MAJI 3a u3gaBaHe Ha paspelieHUe 3a
ynotpe0a/ya0CTOBEpEHUE 3a PETUCTpallsl Ha JIEKApCTBEH MPOAYKT MOXe Ja Oblie oOkajBaH IO pela Ha
A IMUHUCTPAaTUBHOINPOLIECYAITHHS KOJEKC.

(2) Orka3pT Ha M3NbAHUTENHUS AupekTop Ha MAJI u MoTHBUTE 3a HEro ce IyOJIMKyBaT Ha
CTpaHMIIaTa Ha areHIHsITa B UHTEPHET.

Ui 59a. (Hos - JIB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 r.) (1) (M3m. - IB, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) B ciaywyaute mo un. 55, an. 2 u 5, HO HE MO-KbCHO OT 9 Meceua mpenu
M3THUYAHETO HAa CPOKa Ha Pa3pelIeHUETO 3a YIoTpeOa/yJ0CTOBEPEHUETO 3a PETUCTPALIUS, TPUTESKATEIAT My
nonasa B MAJI 3asBneHue 3a NOJHOBSIBAHE, MPUAPYKEHO C 000OIIEHO T0CHE 110 OTHOIICHHE HA Ka4eCTBOTO,
0e30MmacHOCTTa W €(PUKACHOCTTA, BKIIFOUMTEIIHO OIICHKA HAa JAHHUTE, ChIbPXKAIIH CE€ B JOKJIATUTE 32
MOJ03UPAHK HEXKEJIaH! JIEKAPCTBEHH PEAKIMU M MEPUOJUYHUTE aKTyaIM3UpaHu JOKJIaau 3a Oe301acHOCT,
M0JIaBaHU B CHOTBETCTBUE C TJlaBa OCMa, U BCUUKH OJJOOPSHH MPOMEHH CIe] U3JaBaHe Ha pa3pelieHHeTo 3a
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ynoTtpeda/yaA0CTOBEPEHUETO 32 PEruCTpaLusl.

(2) U3uckBaHusATa KbM JAaHHUTE U JOKYMEHTUTE OT JIOCHETO IO aj. 1 ce omnpenensr B HapeaodaTa
o ui. 42.

(3) B cpok no 120 gHu OT MOCTBHIIBaHE Ha 3asBICHUETO M JOKyMeHTamusTta mo ain. 1 MAJI
OLIEHSIBA KAayeCTBOTO, 0€30MacHOCTTa M €(UKACHOCTTa Ha JIEKAPCTBEHMsS NMPOAYKT M H3TOTBS OLEHBYEH
JIOKJIaJ], KOWTO MpeACTaBs Ha U3IIBIHUTEIHUS nupekTop Ha MAJL.

(4) Koraro ycTaHOBM HEMbJIHOTH W/WJIM HECHOTBETCTBHS B IIPECTaBEHATa JOKYMEHTALUA 110 aJl.
1, MAJl yBemoMmsBa MUCMEHO TpHUTEXKATENIs Ha pa3pelIeHueTo 3a YIoTpeda/yIoCTOBEpEHHETO 3a
perucrtpanys M JaBa YKa3aHUs 3a OTCTpaHsBaHeTo uM. IlpuTexarenaT Ha paspelieHueTo 3a
ynoTpe6a/y10CTOBEPEHUETO 3a pPErucTpalus OTCTPaHsSBAa HEMbIHOTHUTE W/WIM HEChOTBETCTBUSTA B
JOKYMEHTausTa B cpok /10 30 1HU OT JaTara Ha MoJIy4yaBaHE Ha yBEJAOMIIEHHUETO.

(5) B cpox 10 guu ot monydaBaHe Ha OLUEHBYHMS AOKJIAA MO ajl. 3 W3IMBJIHUTETHUAT AUPEKTOP
Ha MAJI um3naBa paspemieHue 3a TOAHOBSIBAHE HA pa3pelIeHUETO 3a YHoTpeda/yJOoCTOBEPEHHETO 3a
perucTpanys Ha JIEKapCTBEHUs MPOAYKT WM MOTUBUPAH OTKa3.

Yn. 596. (Hos - /1B, 6p. 71 ot 2008 1., B cmina ot 12.08.2008 1.) (1) U30bIHUTETHUSIT TUPEKTOP
Ha MAJl oTka3Ba MOJHOBSIBaHE Ha pa3pelICHHETO 3a YNOTpeOa/ylI0CTOBEPEHUETO 3a PErucTpanus Ha
JIEKapCTBEHMSI IPOJTYKT, KOTaTO CJIE]] OLIEHKA Ha AocueTo o wi. 59a, ain. 1 ce yctaHOBH, Ye:

1. nexapcTBEHUAT MPOAYKT € BpeJieH pU MpaBHIIHA YyIIOTpeda, UiIn

2. TATICBA TE€paneBTUYHA €(PUKACHOCT, MU

3. ChOTHOIIIEHUETO TOJI3a/pUCK € HEOJAroNnpHUsATHO TIPH NMPaBUIIHA yHOTpeda, Win

4. KONWYECTBEHUST W KAUYECTBEHMAT CHCTaB Ha JIGKAPCTBEHUS NPOJIYKT HE OTroBapsAT Ha
OIMCaHUs B JOCUETO, WIH

5. naHHWTE B AOCHETO Mo 4wi. 59a, an. 1 ca HeBepHU, UK

6. KOHTPOJBT Ha JICKAPCTBEHHS MPOAYKT W/HIM HAa CHCTAaBKUTE M HAa MEXKIUHHUTE €Talmd OT
MIPOU3BOJICTBEHUS MPOIIEC HE € U3BBPIIBAH WM HE € U3IIBJIHABAHO JAPYrO U3UCKBAHE, IPU KOETO € U3/1aJICHO
pa3peleHneTo 3a MPOU3BOJCTBO, UIH

7. HSIKOU OT JAHHUTE B JOCHETO HE OTTOBAPAT HAa M3MCKBaHUATA Ha WI. 59a, ai. 1 u 2.

(2) Orka3zbT Ha wu3mBAHMUTENHUS JIupekrop Ha MAJl 3a momHOBsiBaHe Ha paspelleHue 3a
ynoTtpeba/yI0CTOBEpEHUE 332 PETUCTPAIMsl Ha JICKAPCTBEH MPOIYKT MOXKE Ja ObJIe oO)kallBaH Mo pela Ha
AJMUHUCTPATUBHOIIPOIIECYATHUS KOJEKC.

(3) Otka3bpT Ha M3BIHUTENHUS TUpekTop Ha MAJL 1 MOTUBUTE ce MyOJMKyBaT Ha CTpaHULIATa
Ha MAJI B unTEpHET.

Y. 598. (Hos - 1B, 6p. 60 ot 2011 1., B cumma ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 1., B
cuna ot 01.04.2013 r.) M3nbaHUTENHATA areHIus 110 JIeKapcTBaTa yBeoMsiBa HalioHamHus cbBeT MO LEHH
u penMOypcHpaHe Ha JICKQpCTBEHHTE MPOIYKTH 3a MPEKPATEHUTE W OTHETHTE pa3pelieHHs 3a ynorpeoda,
KaKTO M 3a HallpaBEHUTE OTKa3W 3a IOJHOBABAaHE HA M3JaJCHU pa3pelleHus 3a ynorpeda Ha JeKapCTBEHU
IIPOAYKTH B 7-IHEBEH CPOK OT U3/1aBAHETO HA CHOTBETHUS aKT.

Pa3znea VI.
IIpoMenn B U31aJeHO pa3penieHne 3a ynorpeda

Un. 60. (1) (U3m. - B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Ilpurexarenar Ha
paspenieHue 3a ynorpeba Ha JIGKapCTBEH MPOAYKT € JakxkeH na yBemomu MAJI 3a Bcska mpoMsHa B
YCIIOBUSITA, IPU KOUTO € U3AaJICHO Pa3pEILICHUETO.
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(2) (U3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) [Ipomenute morar aa 6bpaatT oT TUT |
A, tun Ib, Tun II, pasmmpsBane Ha oOXBaTa Ha pa3pelICHUETO 3a YMOTpeda W CIENTHU OTPaHUYUTEITHU
MEpKH 32 O€301aCHOCT.

(3) (M3m. - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) YcioBusatra U KpuTepuure 3a
kinacuduKalys Ha MPOMEHHUTE Ce ONPEeTAT ¢ HapendaTa mo ui. 42.

(4) (U3m. - B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) [IpomsiHa, KOSITO HE cE SIBSIBA
pasmmpsBaHe Ha o0XBaTa M YUATO KiIacu(UKAlMg OCTaBa HEOMpEeeieHa ciell MpUiarane Ha yCIOBUATa U
KpUTEpHUHTE 10 Hapendarta mo wi. 42, ce cMmsaTa 3a npomsiHa ot Tum Ib o noapazoupane.

(5) (HoBa - JIB, 6p. 12 ot 2011 r., B cria ot 08.02.2011 r.) Kato umskmroyenue ot an. 4
NIPOMsIHA, KOSTO HE C€ sIBsIBa PAa3IIMpPsABaHE HA 00XBaTa M YMATO KJIACHU(PHUKAIM OCTaBa HEONpeeneHa cles
IpUJlaraHe Ha yclIOBHUsTa U KpUTEpUUTE Ha Hapeaoarta mo wi. 42, ce cMsta 3a npomsiHa ot tun Il B ciiegnure
CIIy4au:

1. mo WCcKaHe Ha TPUTEXATeNs Ha pa3pelIeHHEeTO 3a ynoTpeda, OTPa3eHO B 3asBICHHETO 3a
MIPOMSIHA;

2. xoraro MAJI crnen oueHka Ha BaNuAHOCTTAa HAa YBEIOMIIEHHETO IO wi. 63 mpeneHu, de
MIPOMSIHATa MOXeE J]a UMa ChILECTBEHO BB3JIEHCTBUE BbpPXY Ka4eCTBOTO, O€30MAaCHOCTTa WK €(hUKACHOCTTA
Ha JIEKapCTBEHUs MPOIYKT.

Y. 61. (U3m. - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) 3a Bcsika mpomsiHa OoT T [
A, tun Ib, T Il wnu pasmmpsBaHe Ha oOXBaTa MPUTEKATENSAT HA pa3pelIeHHeTo 3a ymorpeda Ha
JIEKapCTBEHUS MPOAYKT noaaBa B MAJI oTnenHo yBe1OMIIEHHE, CbOTBETHO 3asIBJICHHUE.

(2) Koraro naneHa mpomsiHa BOJIM JO MPOMSHA B JIAaHHUTE OT KpaTKara XapaKTepUCTHKa Ha
MPOJIyKTa, Ha OMAKOBKAaTa W/WJIU B TUCTOBKATA, TE3W MPOMEHHU C€ NMPUEMAT KaTo YacT OT 3asBeHaTa MPOMSIHA
U 3a TSX HE Ce MojaBa OTACIHO 3asBJICHHUE.

(3) IIputexarenar Ha pa3pelIeHUETO 3a YIOoTpeda MOXKe J1a rpyInupa IPOMEHUTE, KOraTo:

1. yBegoMsBa €IHOBPEMEHHO 3a €IHH M ChUIM MPOMEHH THUll [A B ycClOBUATAa HAa €AHO WIH
MOBEYe pa3pelIeHus 3a yrnoTpeoa,

2. 3asBSBa €IHOBPEMEHHO HSKOJKO TPOMEHHM B YCJIOBHSTAa Ha paspelieHus 3a ynoTpeoa,
MPUHAJISKAIN KbM TTI00aTHOTO pa3pelieHre 3a ynorpebda mo wi. 28, an. 8 Ha J1eKapCTBeHHs MPOAYKT, IPH
YCJIOBHE Y€ ChOTBETHUTE MIPOMEHH TMOMNAJaT B €AMH OT CJICIHUTE CITyYau:

a) eHa OT MPOMEHUTE B IrpymnaTa € pa3lpsiBaHe Ha 00XBaTa Ha pa3pelIeHUeTo 3a yrnoTpeoa;

0) eaHa OT MPOMEHUTE B TpynaTa € npomsina tum II, a Bcuuku octaHaiu MpOMEHH B rpymara ca
MPOMEHH, KOUTO ca CJIEeACTBUE OT npomsiHata Tui II;

B) €/lHa OT IPOMEHUTE B rpynara € npomsiHa tun Ib, a Bcuuku ocrananu npomMeHu B rpymnara ca
MPOMEHH, KOUTO ca CJIEACTBUE OT npomsiHata Tul Ib;

I') BCUYKU MPOMEHH B Tpymara ce OTHACIT caMO A0 MPOMEHH OT aJMHUHHCTPATUBEH XapaKTep B
KpaTKaTa XapaKTepUCTUKA Ha MPOAYKTa, JUCTOBKATA 3a MAIlMEHTa WJIK ONTaKOBKAaTa;

) BCHUUKH TNPOMEHHM B TpylaTa ca NPOMEHH B OCHOBHATa JOKYMEHTAIUsi Ha AaKTUBHOTO
BEILIECTBO, OCHOBHATA JIOKYMEHTAlIUS HA BAKCUHHUS aHTUTEH WJIM OCHOBHATA JJOKyMEHTAIUs 3a IJ1a3MaTa;

€) BCHUKM IPOMEHHU B rpylara ca BbB Bpb3Ka C IPOEKT, MpeJHa3HayeH Ja YChbBBHPILICHCTBA
MPOU3BOJCTBEHUS TPOIEC M KAYeCTBOTO HA CHOTBETHHUS JIEKAPCTBEH MPOIYKT WM HErOBOTO/HETOBHTE
AKTUBHO/aKTHBHH BEIIECTBO/BEIIECTRA;

’K) BCUYKM IMPOMEHU B TpyHara ca MPOMEHHU, KOUTO 3acsiraT KayecTBOTO Ha MaHAEMHUYHA
MIPOTUBOTPUITHA BAKCHHA;

3) BCUUKH IPOMEHH B rpyliaTa ca MIpOMEHU B CUCTEMaTa 3a JIeKapcTBeHa Oe30MacHOCT 1O riaBa
ocMma;

1) BCUYKU MPOMEHH B TpyrmaTa ca CIeACTBHE OT OMpeesieHa CIeNTHa MspKa 3a 0€30MacHOCT U
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ca oJaJIeHH B CbOTBETCTBUE C WII. 606;

K) BCUUKH IPOMEHU B TpyrmaTa ca CBbP3aHM C BKJIIOYBaHE Ha MH(pOpMaIHs 3a najeH dapMako-
TepaneBTHYEH KJac;

J) BCHYKM TPOMEHH B Tpylnara ca CJEICTBHE OT OIEHKaTa Ha TEpPHOJMYEH JJOKIal 3a
0€301IaCHOCT;

M) BCUYKH IIPOMEHH B IpyIara ca cjeJICTBHE OT IPOyYBaHe cjell MoTyYaBaHe Ha pa3pelieHue 3a
ynotpeba, IpoBeJeHO MO/ Ha/I30pa Ha MPUTEKATEINs Ha pa3pelIeHHeTo 3a YyIoTpeoa;

H) BCHYKHU MIPOMEHU B TpylaTa ca CJIEJICTBUE OT M3MBJIIHEHHUETO HA YCJIOBHUE B pa3pellcHHe 3a
yroTpeba 1o 4. 56;

3. 3asiBEHUTE MPOMEHM B YCIOBHSTA HA €IHO M CHIIO pa3pelieHre 3a yrnorpeda He momaaar B
ciydaute 1o 1. 2, mpu yciosue e MAJL ce chriacu na NMPUIOKH KbM TE€3M NMPOMEHH €llHAa W ChIIa
npoueaypa.

(4) llpu rpynupane Ha IPOMEHH 110 ajl. 3, T. 2 ¥ 3 MPUTEKATEIAT HA pa3pelIeHHETO 3a yrnoTpeda
nonxasa B MAJI:

1. emMHHO yBEIOMIIEHHE, KOTaTo MOHE €IHA OT MpoMeHuTe € Tul Ib 1 BCHYKM ocTaHamu ca TUI
IA nimm tan 1B;

2. eAMHHO 3asBIIEHUE, KOTaTO OCHOBHATA MpoMsiHa € Tul Il u HUTO efHa OT ApyruTe MPOMEHU He
€ pa3mMpsBaHe Ha 00XBaTa Ha Pa3pEIICHUETO 3a yrnoTpeda;

3. enuWHHO 3asiBI€HHE, KOraTO OCHOBHATa IMPOMsSHAa € paslMpsBaHe Ha o0XBaTra Ha
paspelieHrueTo 3a yrnorpeoa.

(5) 3aemHO ChC 3aABICHHETO, CHOTBETHO YBEIOMJICHHETO MO aji. | wiam 4, mpuTexaTesnsaT Ha
paspelieHrueTo 3a yrnorpeda noaasa:

1. moxymeHTaIus1, CBbp3aHa ¢ MPOMEHHTE, OIpeiesieHa ¢ HapeaoaTa mo ui. 42;

2. TOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpeeneH ¢ Tapudara mo 4. 21, am. 2.

(6) Msnbauutennusar nupektop Ha MAJI yrBBpakAaBa oOpa3uuTe Ha 3asBJIEHHE, CHOTBETHO
yBeZloMJICHHE 110 aj. 1 u 4, KOUTO ce myOJIMKyBaT Ha MHTEPHET cTpanuiara Ha MAJIL.

Yn. 62. (U3m. - B, Op. 12 ot 2011 r., B cuia ot 08.02.2011 r.) (1) IIpurexarenar Ha
paspelIeHneTo 3a yrnorpedba Moxke J1a mojajae yBeaomieHue 3a npoMeHu Tvm IA B cpok 12 mecena cien
MIPUWJIAraHeToO UM C U3KJIIOUEHUE Ha IPOMEHUTE, KOUTO U3UCKBAT HE3a0aBHO YBEAOMIICHHE.

(2) IIpomenure Tun IA, KOUTO M3NUCKBAT HE3a0AaBHO yBEIOMIICHHE, C€ ONPEAEIAT ¢ HapeadaTa
o 4. 42.

(3) B cimyuauTe 110 aj1. 2 mpUTEKATEIAT HA pa3pelIeHueTo 3a yrnoTpeda mojaaBa yBeIoMIICHUE 3a
npomsiHata Tur [A He3abaBHO ciel IpUIaraHeTo .

(4) B 30-nHeBeH CpoK OT Mojly4yaBaHe Ha yBEJAOMIJIEHHETO 1O al. 1, choTBeTHO no ain. 3, MAJI
yBeJIOMsIBa IIPUTEKATEIS HA pa3peleHueTo 3a yrnorpeoa:

1. manm mpomsHaTa/MPOMEHHUTE ce TpUeMa/IpueMar MM He; KOraTo MPOMSHATa/IPOMEHUTE HE
ce IpueMa/npuemar, ce moco4BaT MOTUBUTE 32 TOBA, U

2. nanu NpoMsiHaTa/TIPOMEHUTE BOAM/BOSAT 10 MIPOMSIHA HAa TAaHHUTE B U3aJICHOTO pa3pelieHne
3a ynoTpe0a; KoraTo ce Hajara IIpoMsiHa B U3JJa/ICHOTO pa3pelleHue 3a ynorpeda, ce npuiara ui. 64a.

(5) IpurexarensaT Ha pa3pelIeHHETO 3a ynorpeba MpeycTaHoBsBa He3a0aBHO MpHJIAraHETO Ha
ChOTBETHATa/ChOTBETHUTE MpOMsHa/mpoMeHu Tull [A cien nmoiayyaBaHe Ha yBenomiieHue 1o ai. 4, T. 1 3a
HEeTpUEMaHe.

Y. 63. (U3m. - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) KoraTo yBegomiieHuero 3a
npomsiHa tun Ib oTroBapst Ha u3nuckBanusATa Ha wi. 61, MAJI yBenomsiBa mpuTexartenst Ha pa3pelIeHUETOo 3a
ynotpeba, ue yBeIOMJICHHETO € BAJIMAHO U MIOCOYBA JlaTaTa, OT KOSTO CPOKBT IO ajl. 2 3a1oyBa Ja Teye.
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(2) B 30-gueBen cpok oT mnosyyaBaHe Ha BanuaHo yBenomuienue MAJL onensiBa mopaaeHara
JOKYMEHTAIUs ¥ YBEIOMsBaA MMPUTEKATENsI Ha pa3pelIeHHeTo 3a yrnoTpeoda:

1. manmu onmoOpsiBa mpoMsiHaTa WJIM HE; KOraro NpOMsHaTa He ce 0J00psBa, ce MOCOYBaT
MOTHBUTE 3a TOBa, U

2. manyd mpoMsHaTa BOAU IO MPOMSHA Ha JaHHUTE B U3JAJCHOTO pa3pelleHue 3a ymnoTpeoda;
KOraTo C€ Hajiara nmpoMsiHa B U3/1aJICHOTO pa3pelieHune 3a ynorpeda, ce npuiara 4j. 64a.

(3) Koraro B cpoka mo an. 2 MAJI ycTaHOBH HECHOTBETCTBHUS B IOJaJIeHATA JTOKYMEHTAIUS C
M3MCKBAaHUATA Ha 3aKOHAa M HapeabaTta mo 4i. 42, TS yBeIOMsBa INPHUTEXATels Ha pa3pelieHueTo 3a
yroTpeoa.

(4) B 30-mHeBeH CpOK OT MOJy4yaBaHE Ha YBEJOMJICHHETO MO al. 3 TNpUTEKATEeNAT Ha
pa3pelieHneTo 3a ynorpeda Moxe JAa MPOMEHHU WIN JOITbIHU JOKYMEHTAIUATA.

(5) Koraro B cpoka mo an. 4 mpuTexaTelaT Ha pa3pelieHHeTO 3a yrnoTpeda He MpeAcTaBU
NpPOMEHEHAa WM JONbIHEeHa nokyMmeHTanus, WMAJl mpekparsBa mporenypara M yBEIOMsSBa 3a TOBa
MIPUTEXKATEII Ha pa3pelieHueTo 3a yrnoTpeoa.

(6) B 30-gHeBeH Cpok OT IOJy4yaBaHE Ha IpOMEHEeHaTa JoKyMmeHTauus no ain. 4 HAIJI
yBeZOMsBa MPUTEKATEINSI HAa Pa3peLICHUETO 3a yroTpeoda:

1. manmu onoOpsiBa mpoMsiHaTa WJIM HE; KOraro IpoMsHaTa He ce 0J00psBa, ce MOCOYBaT
MOTHBUTE 3a TOBA, U

2. manyd mpoMsHaTa BOAU J0 MPOMSHA Ha JaHHUTE B U3JaJCHOTO pa3pellieHue 3a ynoTpeoda;
KOraTo C€ Hajiara nmpoMmsiHa B U3/1aJICHOTO pa3pelieHue 3a ynorpeda, ce npuiara 4. 64a.

(7) IlpuTexxatenar Ha pa3penieHueTo 3a ynorpeda npuiiara ogoopenara npomsina tun Ib cren
NoJIyyaBaHe Ha yBEJIOMIIEHHE 110 al. 2, T. 1, CbOTBETHO 1o ai. 6, T. 1 3a 0100psiBaHe HA MPOMSHATA.

Un. 64. (U3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) Koraro 3asBrnenueto 3a
npomsHa tul Il otroBapst Ha n3nckBanusaTa Ha Wwi. 61, MAJI yBegoMsBa npurexaresns Ha pa3pelieHueTo 3a
ynotpeba, e 3asiBICHHUETO € BaJHIHO, KaTO I0COYBA JlaTaTa, OT KOATO CPOKBT I10 ajl. 2 3alloyBa Ja Teye.

(2) B 60-nHeBeH cpok OT moJiydaBaHe Ha BalnuaAHO 3asiBieHue MAJI U3roTBs oueHbYEH TOKIaL]
3a MpoMsTHATA.

(3) CpoksbT 1o an. 2 Mmoxe n1a ob1e:

1. HaMaJIeH MPU CTCIIHU CITyYan, KOUTO ca CBhP3aHu ¢ Oe30ImacHaTa yrnoTpeda Ha JISKapCTBEHUS
MPOIYKT, WIH

2. ynemkeH A0 90 1HU pu MPOMSIHA, C KOSITO CE U3MEHS WM 100aBsi TEpAalleBTUYHO MOKAa3aHHE.

(4) Korato MAJI ycTaHOBM HECHOTBETCTBHUS B IOJIaJIeHATa JOKYMEHTAIMs C M3WCKBAHUATA HA
3aKOHa M HapembaTa mo wi. 42, TS yBEAOMsBA IpPUTEXKATeNs HAa Pa3pelIeHUEeTo 3a ynorpeda u ompenens
CPOK 3a IIPEIOCTaBSIHE HA TOMBJIHUTETHATA HH(OPMAITUS U JOKYMECHTAIHS.

(5) B cnyuauTe 1o an. 4 cpokbT 10 ajl. 2 ciupa Ja Teue 0 MPeJCTaBsIHETO Ha JOMbIHUTETHATA
uH(pOpMaIU U JTOKyMEHTAIHS.

(6) B cpok 10 15 1HU OT M3TOTBSIHE HA OLIEHBYHUS JOKJIAl U3MBJIHUTECITHUAT qupekTop Ha MAJT:

1. omoOpsiBa MpoOMsIHATA WM TIPaBM MOTHBHPAH OTKAa3 M yBEJOMSBA 3a TOBA MPHUTEKATENs HA
paszpeleHueTo 3a ynorpeoa;

2. yBeoMsIBa TIPUTEXKATENSI HA Pa3pelIeHUETo 3a yrnoTpeda Aanu ogo0peHaTa mpoMsiHa BOAU 10
MpOMsIHA Ha JIAaHHWTE B M3JaJICHOTO paspelieHue 3a ynorpeda; KoraTo ce Hajara MpoMsiHa B U3JIaJI€HOTO
paspelleHue 3a ynorpeda, ce mpuiara 4i. 64a.

(7) TpurexatensT Ha pa3pelICHUETO 3a yIoTpeda MOXKe J1a MPHUIIOKU 0I00peHaTa IMPOMSHA THIT
Il camo cnen n3aBaHeTo Ha pa3pelleHHE 3a MPOMsHA 110 4Jjl. 64a.

UYn. 64a. (Hos - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) M30bJIHUTETHUSIT TUPEKTOP HA
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NAJI u3naBa pa3peieHue 3a IpoMsiHa B pa3peIieHueTo 3a yrnorpeda B CpoK:

1. Tpuagecer THU OT W3[IaBaHE HA YBEIOMJIEHHUETO MO wi. 62, an. 4, T. 2, wi. 63, an. 2, T. 2,
CBOTBETHO 4. 63, an. 6, T. 2 win ui. 64, an. 6, T. 2, KOraTo ChbOTBETHATa MPOMsIHA BOAM 0 YAbJKaBaHE C 6
Mecela Ha CpoKa, mocodeH B wieH 13, maparpadu 1 u 2 ot Pernmament Ne 1768/92 na Cwveera (EMO) ot 18
1oHU 1992 . OTHOCHO CH3aBAHETO Ha JAOMBIHUTENCH CepTU(HKAT 32 3aKpUiia Ha JIEKAPCTBEHUTE MPOIYKTH,
B choTBeTCTBUE C Wi. 36 0T Permament (EO) Ne 1901/2006;

2. MECTAECET IHU OT U3/laBaHE HAa YBEJOMJICHUETO MO 4Wi. 62, ai. 4, T. 2 - Ipu IpoMeHu Tt [A,
KOUTO HE U3UCKBAT HE3a0aBHO YBEJOMSBAHE;

3. IeCTAECET AHU OT U3J]aBaHe Ha YBEIOMIICHHETO 1o wi. 64, an. 6, T. 2 - 3a npomenu tur [I;

4. CTO ¥ OCEMJIECET JIHU - BbB BCUUKH OCTaHAJU CIIly4au.

Ui. 646. (Hos - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) [Ipu npomeHu, OTHACAIIN Ce
70 TIPOMEHM B AKTUBHOTO BEIIECTBO 3a LIEJIMTE HAa E€XKETOAHATA aKTyajdu3alus Ha IPOTUBOTPUIIHUTE
BAaKCHHU, TPHUTESKATEIAT Ha paspenieHueTo 3a ymorpeda mojmaBa B MAJI 3asBieHue, NMpUAPYKEHO C
JOKyMEHTaIus, onpezeneHa ¢ Hapendara mo wi. 42. B 7-nueBen cpokx MAJI mpoBepsiBa mbiHOTaTa Ha
nojiazieHaTa JOKyMEHTaIHsl.

(2) Koraro 3asBieHHeTO OTroBaps Ha U3UCKBaHMsATa Ha ai. 1, IAJI yBegomsiBa mpuTexaTens Ha
paspeleHueTo 3a ynorpebda, 4e 3asBICHHETO € BaJIMJHO, KaTo IIO0COYBA JaTara, OT KOATO CPOKBT MO ail. 3
3aroysa Jia Teye.

(3) B 45-gneBen cpok OT moliyyaBaHe Ha BayuIHO 3asBiaeHue MAJI onieHsiBa foKyMeHTauusTa 1
U3TOTBSI OLIEHBYEH JOKIAJ.

(4) MzmbnHuTenHaTa areHUMs IO JIeKapcTBaTa MOXE Ja HW3MCKa OT MpUTeXarens Ha
paspelieHueTo 3a ynorpeda Ja MpelicTaBd KIMHUYHUTE JAHHU M JaHHUTE 3a CTAaOMJIHOCTTAa Ha
JeKkapcTBeHusl MpoAyKT. llpurexarenstT Ha paspemieHueTo 3a ymnoTpeba mpenctaBs B MAJl usuckanute
JTAaHHU B CPOK 12 AHM OT MU3THUYAHETO Ha CPOKa M0 ai. 3.

(5) U3npaauTenHaTa areHuus Mo jekapcTBara OleHsIBa JOKYMEHTAIUsATa U B3eMa OKOHYATEIIHO
peuieHre B cpok 10 qHM OT NoJyyaBaHETO HAa AAHHUTE IO aj. 4, KaTo U3aBa pa3pelieHUE 3a MPOMsIHA WIH
OTKa3.

Ui 65. (1) Koraro npurexxarensT Ha pa3pelieHHEeTo 3a YnoTpeda yCTaHOBU PHCK 3a 3APaBETO
npH ynoTpebaTa Ha JeKapCTBEHUS MPOAYKT, TOW MpeanprueMa CrielH OTPaHUYUTEIHE MEPKU U He3a0aBHO
yBenoMmsBa nucmeHo MAJL

(2) UznmpaHuTENHATA areHIUs 10 JEKapcTBaTa Ce MPOM3HACS M0 MEPKUTE B CPOK 24 daca OT
YBEJIOMJICHHUETO.

(3) Korato MAJI He ce mpou3Hece B CpoKa 1o aj. 2, cMsTa Ce, 4e MEPKHUTE ca O00PECHH.

(4) Korato MAJI ycraHoBM, ue KMMa pHCK 3a 3[paBeTO Ha XopaTa OT ymorpebaTa Ha
JICKapCTBEHHUS TPOAYKT, Pa3loOpekaa Ha MPHUTEKATeNs Ha pa3pelieHueTo 3a ynorpeba ga mpeanpueme
He3a0aBHO OrpPaHUYUTETHH MEPKHU.

(5) B ciiyuaute o an. 1 u 4 npuTexkaTensT Ha pa3pelIeHHETo 3a ynorpeda Ha JIeKapCTBEHUs
NnpoAykT chriiacyBa ¢ MAJI HaurHa U CPOKOBETE 32 BbBEXKAAHE HA MPEINPUECTUTE MEPKH.

(6) IlpuTtexxaTenaT Ha pa3pelIeHHeTO 3a yNoTpeda Ha JIEKapCTBEHUS MPOAYKT I0JAaBa [0
U3NbIHUTENHUS qupektop Ha MAJI 3agBrneHue 3a mpomsiHa o pena Ha 4wi. 64 He Mo-KbCHO OT 15 nHu cnen
JaTtara Ha MpeArnprueMaHe Ha MEPKUTE.

Un. 66. (1) (U3m. - JIB, 6p. 12 or 2011 r., B cuna ot 08.02.2011 r.) Ilputexarenar Ha
paspelieHue 3a ymnorpeda Ha JIEKapCTBEHUS MPOAYKT MOJaBa 3asBICHHE 3a pa3lIMpsBaHe Ha oOXBara Ha
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M371aJICHOTO pa3pelIeHue 3a ynorpeda mpu:

1. mpoMsiHa Ha aKTUBHOTO/aKTUBHUTE BEILIECTBO/BEIIECTBA:

a) 3aMsHa HA XUMHUYECKH AaKTHBHO BEIIECTBO C pAa3JIMYeH KOMIUIEKC/JEpPUBAT, BKIIIOYBAII]
coJi/ectep, ChC ChIATa TEPANIEBTHYHA YACT, IPH KOETO XapaKTEPUCTUKHUTE Ha e(hUKACHOCTTA/0€30MacHOCTTa
HE Ce pa3jnyaBaTr ChIECTBEHO;

0) 3aMsHa ¢ pa3UYeH U30Mep, pa3IndHa CMEC OT U30MEPH, 3aMsHa Ha CMEC C H30JIUPAH HU30Mep
(Hampumep Ha paleMar ¢ ©QUHUYEH EHAaHTHOMEp), IMpPH  KOETO  XapaKTepPUCTUKHUTE  Ha
e(eKTUBHOCTTA/0€30MaCHOCTTa HE CE PAa3INYaBaT ChIIECTBEHO;

B) 3aMsiHa Ha OWOJIOTMYHO AKTHBHO BEIECTBO C TaKOBa, KOETO MMa MAaJIKO IO-pa3jinyHa
MOJIEKYJISIPHA CTPYKTypa, MPU KOETO XapaKTEePUCTUKUTE Ha e(EeKTHBHOCTTA/0€30MacHOCTTa HE Ce
pa3ryYaBatr ChIIECTBEHO, C M3KIIOYCHIE HA IPOMEHH B aKTUBHOTO BEIIECTBO HA CE30HHA, MPENaHIeMUIHA
WM MaHJeMUYHA TPOTUBOTPUITHA BAKCHHA 32 YOBEILIKa yrnoTpeda;

') IPOMsIHA Ha BEKTOpPA, U3IOJI3BAH 3a MPOU3BOJICTBOTO HA aHTUTCHA WIIM MU3XOHUS MaTepHal,
BKJIFOUMTEIHO HOBAa OCHOBHA KJ€ThbuHa OaHKa OT JPYr HM3TOYHUK, NPU KOETO XapaKTePUCTHKUTE Ha
e(peKTUBHOCTTA/0E3BPETHOCTTA HE CE Pa3INyuaBaT ChIIECTBEHO;

J) HOB JIMTaH/I MJIM CBBP3BaIll MEXaHU3bM 32 panodapMaIleBTHK, PH KOUTO XapaKTECPUCTUKHATE
Ha e()eKTUBHOCTTA/0€30IaCHOCTTA HE C€ pa3inyaBaT ChIIECTBEHO;

€) TpoMsHA B CKCTPAXUpANIUs Pa3TBOPUTET WJIA B CHOTHOIICHUETO PACTUTEITHO
BEIIECTBO/PACTUTENIEH Mpenapar, NP KOETO XapaKTePUCTHKUTE Ha ePUKACHOCTTa/0e3BPEIHOCTTa HE ce
pa3ianyaBat ChIECTBEHO;

2. mpoMsiHa B KOJHMYECTBOTO HAa AKTUBHOTO BEIIECTBO, JEKapcTBeHaTa ¢opmMa U IbTI Ha
BBBEKIAHE:

a) MpoMsiHa B OMOHAJIMYHOCTTA;

0) mpoMsHa BB (hapMaKOKHHETHKATa, HAlIpUMEp MPOMsHA B CKOPOCTTa Ha OCBOOOK/1aBaHE;

B) IIPOMSTHA HJTK JT00AaBSTHE HA HOBO KOJIMYECTBO HA aKTUBHOTO BEIIECTBO/aKTHBHOCT;

') MpOMSsIHA WJIU T00aBsSIHE Ha HOBA JIEKapCcTBeHA (popma;

1) TpoMsiHa WM J100aBsiHE Ha HOB T Ha BBBEXKIAHE - MPU MAPCHTEPAIHO TPUIOKEHUE €
HEOoOXOUMO Ja ce TpaBH pasTpaHWUYCHHE MEXIAy HWHTpaapTepUaICH, HWHTPABEHO3EH, WHTPAMYCKYIICH,
MOJIKOXEH U JPYTH IIBTHINA HA BHBEXKIAHE.

(2) 3asBnenuero o ain. 1 ce mogaBa 3aeAHO ¢ JOKyMeHTalusaATa o wi. 27, an. 1, 1. 10, cBbp3ana
C MPOMEHHUTE 110 ai. 1.

(3) UsuckBaHusATa KbM JOKYMEHTAIMSTA IO aJI. 2 CE OMPEACIAT B HapeadaTa 1mo 4. 42.

(4) HanmeHOBaHMETO HA JIEKAPCTBEHMSI MMPOAYKT B U3/1aJICHOTO pa3pellieHne 3a pa3lupsiBaHe Ha
o0XBaTa Ha MbPBOHAYAIHOTO pa3pelieHne 3a ynorpeda He ce MPOMEHSI.

(5) 3maBaHeTo Ha pa3pelicHHWE 3a pa3IIUPsBaHE 00XBaTa Ha BeUue HM3/AJCHO Pa3pelicHUE 3a
ynotpeba Ha JIeKapCTBEH MPOAYKT Ce U3BBPIIBA MPU YCIOBUATA U IO peAa Ha 4. 49 - 51.

Y. 67. (1) IlpurexarensT Ha pa3pelIeHHETO 3a yrnoTpeOda Ha JICKapCTBEHHUS MPOIYKT IOJaBa
3asBJICHUE 3a U3J]aBaHE HAa HOBO pa3pelleHue 3a yrnoTpeda npu:

1. ngobaBsHEe WM TNpeMaxBaHE Ha €IHO WWJIM IIOBeYe AaKTUBHU BEIIECTBA, BKIIOYUTEIIHO
AHTUTC€HHU KOMIIOHEHTH 33 BAKCUHUTE;

2. MpoMsiHa B KA4eCTBOTO HA AKTHBHOTO BEIECTBO, MOCOYEHA B JOCHETO, KOATO IMPOMEHS
CBHILIECTBEHO XapaKTEPUCTUKUTE 32 0€30MaCHOCT U €PUKACHOCT HA JIEKAPCTBEHUS MPOIYKT, U IPOMEHEHOTO
BELIECTBO CE OIPEIENs KaTO HOBO;

3. no0aBsiHE HAa HOBO WJIM IPOMSIHA Ha CHILECTBYBAIIOTO [MOKAa3aHUE 3a JIeYeHHE, MpoduiakTuka
WM TUATHOCTHKA B IPyTa TepaneBTUYHA 00JacT.

(2) (Homa - JIB, 6p. 71 ot 2008 r., B cumna ot 12.08.2008 r.) [IputexaTensT Ha pa3pelIeHUETo 3a
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ynoTtpeba Ha JIEKapCTBEHHUsI MPOIYKT IOJaBa 3asBJICHUE 3a M3JaBaHEe Ha HOBO pa3pelIeHue 3a yrnorpeoa,
KOraTo 3asBJICHUETO 3a MOJHOBSIBAaHE Ha pa3pelIeHHeTo 3a ynorpeda He e MoIaZeHo B cpoka o 4. 59a, ain.
1.

(3) (Ilpegumna an. 2 - IIB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r.) 3asBieHueTo ce
MpHUIpYKaBa OT JOKYMEHTAIlHs, OIpe/esieHa B Hapeaoara mo ui. 42.

(4) (ITpepumina an. 3, gom. - JAB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) B cnyuyaute mo ai.
1 u 2 ce npuiiara npoueaypara mo 4i. 49 - 51.

Un. 68. (U3m. - [IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Ilpurexarenar Ha
pasperieHue 3a ynorpe6a/yJoCTOBEPEHUETO 3a PErHCTpaLiusl Ha JEKapCTBEH MPOAYKT € JUIbKEH J1a:

1. oTYMTa MOCTHMKEHUATA HA HAYYHO-TEXHUYECKHUS MPOrpec U Ja BbBEXk/1a BCUUKH HEOOXOIUMHU
MIPOMEHHU B JJOKYMEHTaIusTa 1o wi. 27, an. 1, . 7 u 8 ¢ 1en JeKapcTBEHUIT NIPOAYKT Ja C€ MPOU3BEXKIA U
KOHTPOJIMPA ChITIACHO OOIIONPUETUTE HAYYHU METO/IU; IIPOMEHUTE C€ M3BBPIIBAT IO Pea Ha TJIaBH TPeTa U
nerTa;

2. nogaBa He3abaBHO B MAJI Bcsika HOBa MH(OpMAIUA, KOATO MOXE Ja HAJIO0XU IPOMSHA B
JAHHHUTE U JOKYMEHTHTE MO 4. 27 - 32 U B KpaTKaTa XapaKTepUCTHKA HA MPOIYKTa;

3. uadopmupa Begnara MAJI 3a Bcska 3a0paHa MM OrpaHMYEHHE, HAJIOKEHO OT PEryJIaTOpHH
OpraHu Ha JAPYTU AbP>KaBH, B KOUTO JIEKAPCTBEHMST MPOJYKT € IyCHAT Ha Ia3apa, 3a MPUYMUHUTE, 10paTu
KOUTO Ca HAJIOKEHU TE3U MEPKH, KaKTO U 3a BCAKa JIpyra HOBa MHGOpMaIus, KOSITO MOXKE Ja MOBJIHsIE Ha
OLIEHKAaTa Ha TOJI3UTE U PUCKOBETE HA CHOTBETHHUS JICKAPCTBEH MPOAYKT; MH(POpPMALUATA BKIIOYBA KAKTO
MOJIOKUTETHUTE, TaKa U OTPULIATETHUTE PE3YJITaTH OT KIMHUYHUTE U3MUTBAHUS WIH IPYTH IPOYYBaHUs Ha
BCUYKH MMOKa3aHUs U MOIYJIAIUK, HE3aBUCHMO JIajIM Ca BKJIIOUYEHHU B pa3pelIeHHETo 3a ynorpeda, KakTo H
JaHHM 3a ynorpebara Ha JIEKAPCTBEHUS MPOAYKT, KOTaTo Ta3u ynorpeba € H3BbH YCIOBHATa Ha
paspeleHueTo 3a ynorpeoa;

4. cpXxpaHsiBa M aKkTyaJdu3upa MHGOpMAIMITA 32 JIEKAPCTBEHHS MPOAYKT C TEKYIIUTE HAYYHU
MO3HAHUS, BKIIOYUTEIHO 3aKIIOYCHHATa OT OICHSIBAHETO U MPEenopbKuTe, MmyoiukyBanu Ha EBporelickus
MHTEPHET NOpTaJl 3a JIEKAPCTBEHU NPOAYKTH, Ch3JaJEH B ChOTBETCTBHE ¢ wieH 26 oT Pernament (EO) Ne
726/2004 na EBponeiickust nmapiaMeHT U Ha CbBeTa;

5. pa3npocTpaHsBa JEeKapCTBEHHs MPOIYKT C MOCIEAHO 0JJ00peHaTa KpaTka XapaKTepUCTHKa Ha
MPOJYKTa U JIUCTOBKA 3a MallUeHTa;

6. (HoBa - JIB, Op. 18 ot 2014 r.) uadopmupa MAJI 3a BcIko mMpeanprueTo OT HEro NEHCTBHE,
CBBP3aHO C BPEMEHHO CIIMPAHE MPEAJAaraHeTo Ha [a3apa Ha ONPE/EIICH JIEKapCTBEH NPOAYKT, U3TETIISIHE OT
raszapa Ha OIpeJeseH JIEKapCTBeH MPOAYKT, UCKaHE 3a MpeKpaTsBaHe Ha pa3pelleHue 3a yrnorpeda wiu
3asBEHO HaMEpEHHE 3a HEIMOJHOBSIBAHE Ha Pa3peIICHUETO 3a ynoTpeda, KakTo M Jla MOCOYM HMPUYHHHUTE,
Mopajy KOUTO € MPEANPUETO TOBA JACUCTBUE; B T€3H CIIydad MPUTEXKATENAT HAa pa3pelIeHHETo 3a ynorpeda
JeKJIapupa Jajau NpeArpreTuTe OT Hero ASUCTBUS ce AbKAT Ha HAKOE OT OCHOBAHMATA MO Wi. 276 WK 10
. 277,

7. (HoBa - JIB, Op. 18 ot 2014 r.) nuadopmupa MAJI, ako aeicTBusATa 1o T. 6 ca MPEANPUECTH B
TpeTa IbpXKaBa U ce AbJDKAT Ha HAKOE OT OCHOBAHUATA 110 4iI. 276 v 1o ui. 277,

8. (moBa - JIB, Op. 18 ot 2014 r.) uadopmupa EBporelickaTa areHIus 1o JeKkapcTBara, Korato
JEeNCTBUATA IO T. 6 U 7 ca IpeaIpUeTH Ha OCHOBaHue wi. 276 u 277,

9. (moma - /IB, 6p. 18 oT 2014 r.) ocurypsiBa 10CTaTHYHHU KOJIMYECTBA OT JICKAPCTBEHHUS MPOIYKT
3a 3aJI0BOJIsSIBaHE Ha 3[jpaBHUTE MOTPeOHOCTH Ha HacelneHueTo Ha PemyOnuka boiarapus;

10. (noBa - IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1.) mpexoctasst na UAJL, exxeceAMUIHO
WIM TpU IPOMsHA Ha OOCTOSITENICTBATa, Ype3 CIelUalli3hpaHaTa eJIeKTpOHHA cucTema mo ui. 2176, an. 1
uHpopManus 3a:

a) JocTaBeHMTe Ha TepuTopusita Ha PenyOnmuka beiarapus konumdecTBa, MOCOYEHH I1O
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JIEKapCTBCHH MPOIYKTH, BKItOueHU B [lO3UTHMBHHUS JIEKAPCTBEH CHHCHK, HA KOWTO € TpPHUTEXaTel Ha
paspeleHueTo 3a ynorpeoa;

0) THPrOBIMTE HA €IPO, HA KOWTO Ca JOCTABEHU KOJIMUYECTBATA JIEKAPCTBEHH MPOIYKTH MO OYKBa
uan;

B) JlaTaTa, Ha KOSTO ca U3BBPIICHHU JOCTaBKUTE 1o OykBu "a" u "0";

I') HAIMYHUTE B CKJIAJOBETE KOJMWYECTBA, MTOCOYEHHU MO JIEKAPCTBEHM IMPOAYKTH, BKIIOYCHU B
[To3uTUBHUS JIEKapCTBEH CIHUCHK, HA KOUTO € MPUTEXATe Ha pa3pelieHueTo 3a ynorpeoa;

11. (moBa - JIB, 6p. 103 ot 2020 r., B cmia ot 01.01.2021 r., mom. - JIB, 6p. 16 ot 2024 r., B
cuna ot 23.02.2024 r.) npenoctaBs Ha MAJI 3a BCUUKHM JIEKapCTBEHH MPOIYKTH, Pa3pelIeHH 3a yrnoTpeda Ha
TEPUTOPHSITA HA CTpaHaTa, BKJIIOYUTETHO MPH MpPOMSHA Ha OOCTOSTENCTBaTa, upe3 CHeIHalu3upaHaTa
€JIEKTPOHHA cucTema 1o wi. 2170, an. 1 uadopmarus 3a Koja Ha MPOAYKTa MO CMUCHIA Ha wi. 4, OykBa 0),
noarouka i) ot [enerupan pernament (EC) 2016/161 3a nexapcTBeHUTE NPOAYKTH, OMPEICIICHN B HErO B
Cpok a0 14 mHU OT MyOJWMKYBaHETO Ha JIEKAPCTBEHHS MPOAYKT B [lO3UTHUBHUS JIEKAPCTBEH CIHCHK,
CHOTBETHO OT HACTHIIBAHE HA MPOMSHATa Ha OOCTOSATEICTBATA.

(2) IputexaTenar Ha pa3pelIeHUETO 3a yIoTpeOa/yI0CTOBEPEHUETO 32 PETUCTPALIUS € JIIBKECH
npu noucksane ot MAJI na npencrasu:

1. JaHHM B MOJAKpeETa Ha MOJIOXKUTETHOTO CHOTHOIIEHHE MOJI3a/PUCK 32 IEKaPCTBEHHSI MPOTYKT;

2. (u3m. - JIB, 6p. 18 ot 2014 r.) nanHu 3a obema Ha MpoJaXOUTEe Ha JIEKAPCTBEHUS IPOAYKT U
BCAKaKBa Apyra WH(GOpMalus, C KOSITO MPUTEKATENAT Ha pa3pelieHneTo 3a ynorpeda pasmoiiara, OTHOCHO
obOeMa Ha JIEKapCKUTE MPEANMUCAHUS 32 TPOIYKTa,

3. Komue OT OCHOBHATa JOKYMEHTAaIlUsi Ha CHCTeMaTa 3a MpocieisBaHE Ha JieKapcTBEHaTa
6€e30macHoCT.

(3) [IpuTexaTenar Ha pa3pemeHueTo 3a ynorpeda npenocrasst Ha MAJl mokymeHTanusra mo ai.
2, T. 3 B 7-THEBEH CPOK OT MOJyuyaBaHe Ha UCKAHETO.

Ui 68a. (Hos - JIB, 6p. 67 ot 2020 r.) [IpuTexaTensaT Ha pa3pelieHue 3a yrnorpeda ocurypsna
BBBEKIAHETO HA MHIUBUIYaTHUS HACHTU(UKAUOHEH Oener mo wi. 168, an. 8, T. 1 Ha BCsSKa OMakoBKa B
cUCTeMaTa OT perucTpu B cboTBeTcTBHE ¢ [lenerupan pernament (EC) 2016/161.

Yn. 69. (1) (U3m. - B, 6p. 67 ot 2020 r.) IlpuTtexxaTensT Ha paspelieHue 3a ynorpeda Ha
BaKCHHA WJIM Ha UMYHOJIOTUYCH JICKApPCTBEH MPOAYKT, PEAHA3HAYCH 32 UMYHHU3AIMs, TIPEIN ITyCKAaHETO Ha
BCsIKa MapTUIa OT MPOAYKTa Ha Mas3apa € JUTbXkeH Ja npeacrasu B MAJL:

1. 3agBreHue no oOpaszen, yTBbpP/EH OT U3IIBIHUTEIHMS JupekTop Ha MAJT;

2. MOCTPH OT KpalHHS MPOAYKT W/MIN MOCTPH OT NMPOAYKTa B HACHITHO CHCTOSIHUE/HEPA3IAT
IPOAYKT, W/HIM MOCTPH OT MEXJIMHHHU M U3XOJHU MPOJAYKTU B KOJUYECTBA, TOCOYCHU B PHKOBOACTBOTO 3a
O0CBOOOXKIaBaHEe Ha TMapTHIa JIEKApCTBEH MPOAYKT OT O(QHIMalieH KOHTPOJIEH OpraH, H3JaJeHO OT
EBpomnelickus AMpeKTOpaT MO Ka4eCTBOTO Ha JIEKAPCTBEHUTE MPOAYKTHU U 3/IpaBeola3BaHe;

3. TPOTOKOJIM 3a TMPOM3BOJICTBOTO M KAueCTBEHHS KOHTPOJ Ha MapTuiara, M3AaJCHH OT
NPOM3BOAMTENS,, KOWTO Ca CBhOOpa3eHM Karo MHHHMYM C JIaHHUTE, IIOCOYeHH B oOpasema oT
aJIMUHHUCTpaTHBHATa TMpoueaypa Ha EBpomeiickust mupekropaT IO KadyecTBOTO Ha JieKapcTBaTa H
37paBeona3BaHe 3a 0OCBOOOKAaBaHe Ha MapTH/Ia OT O(UIHaTIeH KOHTPOJICH OPTaH.

(2) Ilpurexarenar Ha pa3pelIeHHETO 3a yNoTpeda Ha HOBM HMYHOJIOTMYHHU JIEKapPCTBEHU
NPOAYKTH WM HAa WMYHOJIOTHYHH JIEKAPCTBEHW TPOIYKTH, MPOM3BEJACHW C HOBU WU TPOMEHEHH
TEXHOJOTUU WJIM C TEXHOJOTHMH, HOBU 32 OTJEJICH HMPOM3BOAWTEN, M3ITBJIHABA 33abDKCHHUATA TO al. 1 3a
KOHKPETHUSI IEPHO/I, TIOCOUYEH B Pa3pEIICHUETO 32 ynoTpeoda.

(3) (Hom. - B, 6p. 67 ot 2020 1.) B cpokx 60 gHM OT gaTaTa HA MPEAOCTABSHE HA ITBJIHUS
KOMIUIEKT JokyMeHTH HWAJl u3BbpIIBa OIIEHKa Ha MPOTOKOJUTE OT IMPOU3BOACTBOTO U KAaYEeCTBEHHS
KOHTPOJI Ha KMBH BaAKCHHHU, IMYHOJIOTHYHH U HOBU UMYHOJIOTHYHH JIEKAPCTBEHH MPOIYKTH U U3MUTBaHE HA
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MPEJOCTaBeHUTE MOCTPHU B aKpeIuTHpaHa JabopaTopus WK Ipyra opHIraiHa 1adopaTopus 3a KOHTPOJ, 3a
Jla YCTAaHOBH JJJIM JIEKAPCTBEHHUTE MPOAYKTH IO all. 1 U 2 ca mpou3BeIeHN B ChOTBETCTBUE C OJJOOpPEHUTE
creruQpuKaIum.

(4) (U3m. - IB, 6p. 67 ot 2020 r.) [Ipu nosoxxuTeneH pe3ynrar OT OLlEHKAaTa U U3IMUTBAHETO 110
an. 3 UAJI uzgaBa cepTudukat 3a 0cBOOOKIaBaHe HA MapTUIATA.

(5) (U3m. - 1B, Op. 67 ot 2020 r.) CepTuduxar 3a 0CBOOOXKJaBaHE HA MApTHUJA CE M3/aBa OT
M3MBIHUTETHUS qupekTop Ha MAJI uinu oT onmpaBOMOIIIEHO OT HETrO JUThKHOCTHO JIMIIE M TIPEIU IMyCKaHETO
Ha TMapTUAaTa OT JICKAPCTBEHUsS MPOAYKT Ha IMas3apa B JPYTH IbPKaBU - MO0 MCKAHE HA MPUTEKATENS Ha
paspelleHueTo 3a ynorpeda Ha jgekapcTBeHUs NpoAyKT. KbM 3asBiieHneTo ce mpencTaBsiT MOCTPHU MO ai. 1,
T. 2 ¥ IPOTOKOJH 32 MPOU3BOACTBOTO U KAUECTBEHUS KOHTPOJ Ha MapTHUaTa, U3AaIeHU OT MPOU3BOAUTEIS,
KOUTO ca chOOpa3eHW KaTo MHUHUMYM C JaHHUTE, MOco4YeHH B PbKoBOACcTBOTO Ha CBeTOBHATa 31paBHA
opranmzaiys 3a 0CBOOOXk/1aBaHe Ha MAPTUAM OT HAIIMOHAJIEH PETYJIATOPEH OpraH.

(6) (U3m. - IB, 6p. 67 ot 2020 r.) Koraro orieHkara ¥ M3MUTBAHETO MO ajl. 3 3a CbOTBETHATA
napTHja JIEKapCTBEHU MPOAYKTH ca M3BBPIICHH OT oduiMagHa JlabopaTopus 32 KOHTPOJ Ha JIEKapCTBEHU
MPOJYKTH B Apyra AbpiKaBa 4WieHKa Mpeau MyCKaHeTO Ha MapTHAaTa Ha ma3apa B CTpaHaTa, MPUTEKATEIST
Ha paspemieHueTo 3a ymoTpeba mpenctaBs B WMAJl ceprudukara 3a ocBoOOXmaBaHe Ha TapTHIATA
JIEKapCTBEHH MPOAYKTHU, U3/IaJICH OT PeryJaTOPHUS OpraH Ha JbprkaBaTa WiIEHKa, KaKTO U HH(POPMAIMOHEH
dbopMyIIsp 3a ipoaakOa 1mo oopaser, yTBbPJACH OT U3MBJIHUTEIHHAS qupekTop Ha MAJL.

(7) B cnyuaute mo ain. 6 MAJI He u3BbpIIBa IEWHOCTUTE 110 all. 3 U 4.

Y. 70. (1) (U3m. - JIB, Op. 67 ot 2020 r.) IlpurexarensT Ha pa3pemieHue 3a ynorpeda Ha
JEKapCTBEH MPOJAYKT, MOJNyYeH OT YOBEIIKAa KPBhB WM YOBEIIKA IU1a3Ma, Mpeau IMYCKaHEeTO Ha BCsKa
IapTuAa OT IPOAyKTa Ha Iaszapa € JUIbXkeH aa npenacrasu B MAJL:

1. 3asBrenue o oOpasen, yTBbp/EH OT U3MbIHUTETHUS qupekTop Ha UAJL;

2. MOCTPH OT KpalHUS MPOAYKT /WA MOCTPH OT MPOAYKTA B HACHITHO ChCTOSIHHE/HEPA3JIAT
MPOJYKT, U/WIK MOCTPHU OT MEKIUHHHU U U3XOJHU MPOAYKTH B KOJIMYECTBA, TOCOYEHHU B PBHKOBOACTBOTO 32
OCBOOOKJaBaHe Ha MapTHIA JIEKAPCTBEH MPOAYKT OT oO(duIMaseH KOHTPOJEH OpraH, HU3JaJIiecHO OT
EBporelickus TupekTopar 1Mo Ka4ecTBOTO Ha JIEKapCcTBaTa | 3JIpaBeolia3BaHe;

3. MPOTOKOJIM 3a MPOU3BOACTBOTO M KadeCTBEHHMsSI KOHTPOJ Ha MapTUjaTa, H3AaJeHU OT
MPOU3BOJUTEIIS, KOUTO Ca ChOOpa3eHW Karo MHHHMYM C JlaHHUTE, IIOCOYCHH B oOpasema ot
aJMMHHUCTpAaTUBHATa TMpoleaypa Ha EBpomeiickusi AupekTopaT MO KadyecTBOTO Ha JeKapcTBata u
3[IpaBeoIa3BaHe 32 0CBOOOXKIaBaHEe Ha MapTHIA OT O(pHUIMATICH KOHTPOJICH OpPraH.

(2) (Hom. - B, 6p. 67 ot 2020 1.) B cpox 60 gHM OT gaTaTa HA MPEAOCTABSHE Ha ITHJIHUS
KOMIUIEKT JIoKymMeHTH WAJl u3BBpIIBa OLIEHKA Ha MPOTOKOJIUTE OT MPOU3BOJACTBOTO U KAaYECTBEHUS
KOHTPOJI Ha JICKAPCTBEHUS TPOAYKT, MOJTYYCH OT YOBEIIKA KPBHB WJIM YOBENIKA TUIa3Ma, U M3MUTBAHE Ha
MPEeIOCTaBeHUTE MOCTPHU B aKpeIUTHpaHa JIabopaTopus WK apyra oduimaiHa 1aboparopus 3a KOHTPOII, 3a
Jla YCTAaHOBU Jalld JICKAPCTBEHHAT MPOIYKT MO al. | € TpOW3BEeIeH B CHOTBETCTBHE C OJOOPCHHTE
crienuduKaIum.

(3) (U3m. - IB, 6p. 67 ot 2020 r.) [Ipu nonoxxuTenaeH pe3yarar OT OlEeHKaTa U U3MUTBAHETO MO
an. 2 UAJI uznaBa ceptudukar 3a ocBOOOXK/1aBaHe Ha MapTUIATA.

(4) (Ot™m. - 1B, 6p. 67 o1 2020 T.)

(5) (U3m. - IB, 6p. 67 ot 2020 r.) Koraro orieHkara ¥ M3MUTBAHETO MO ajl. 2 3a ChOTBETHATA
MapTUa JIEKapCTBEHU MPOAYKTH ca W3BBPIICHH OT oduiMamHa 1abopaTopus 3a KOHTPOJ Ha JIEKaPCTBEHH
MPOIYKTH B ApPyTa AbpiKaBa WICHKA MPeIu IMyCKaHETO Ha MapTHAaTa Ha Ma3apa B CTpaHaTa, MPUTEKATEIST
Ha pazpemieHueTo 3a ymnorpeba mpeactaBs B WMAJl cepruduxata 3a ocBoOOkIaBaHe Ha MapTUAATa
JIEKapCTBEHH MPOAYKTH, U3/IaJICH OT PEeryJaTOPHUS OpraH Ha JbprKaBaTa WIEHKA, KAaKTO U WH(POPMAIMOHECH
dbopmysip 3a mposiaxoa mo oopaser], yTBbpACH OT U3IMbIHUTETHUS AupekTop Ha MAJL.
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(6) B cnyuaure no ain. 5 MAJI He u3BbpiIBa IeWHOCTUTE 110 all. 2 U 3.

Yn. 70a. (HoB - [IB, Op. 67 ot 2020 r.) M3neaHUTENHATAa areHIUs MO JEKapcTBaTa MOXe Ja
V3BBPIIN JOMBIHUTEIIHA W3MUTBAHUS HA MOCTPU OT JIGKAPCTBEH MPOAYKT 1o wi. 69 m 70 B ciemHute
CIIy4au:

1. 3HauMTEeNTHA MPOMSHA B MpoIleca Ha MPOU3BOJICTBO, KJIACHU(PUIIUPaHA 1O PEJl, ONPECICH B
Hapezabara 1o . 42;

2. mpoMsiHa Ha MSICTOTO Ha MPOU3BOCTBO;

3. HexenaHo crouTHe 1o § 1, T. 40 OT TOMBIIHUTEITHUTE PA3NOPEOH;

4. 3HAaYUTEJHU OTKJIOHEHUS B IPOU3BOJCTBEHUS MPOILIEC;

5. IPOMEHH B MPOLIETYPUTE 32 U3MUTBAHE HA POU3BOTUTEIS;

6. HEOYaKBaHA MPOMEHIMBOCT B PE3yJTaTUTE OT U3MUTBAHUATA IO KOHTPOJA HA KayeCTBOTO,
W3BBPIICHA OT MMPOU3BOIUTEINS WU OT O(DUIIMATHIS KOHTPOJIEH OPTaH;

7. KpUTHUEH JOKJIaJ] OT U3BBbPIIECHA MHCIIEKIIHS Ha TPOU3BOIUTEIIS.

Yn. 706. (Hos - JIB, 6p. 67 ot 2020 1.) (1) 3a uznaBane Ha cepTuduUKaT 3a 0CBOOOKIaBaHE HA
nmapTUa MPUTEXKATEIAT Ha pa3penieHue 3a yrnoTpebda mpenctaBs B MAJl HOKyMeHT 3a IUTaTeHa Takca B
pasMep, onpeneneH B Tapudara mo ui. 21, an. 2.

(2) Pa3zxomute 3a u3BBpIIBaHE HAa M3NMTBaHMATA MO 4i. 69 u 70, KakTO M pa3xoauTe 3a
JOMBIHUTETHU U3NUTBaHUs 10 4i. 70a ca 3a cMeTKa Ha 3asiBUTEIS.

(3) Cepruduxarbt 32 0CBOOOKIaBaHE HA MAPTHIA CE M3JaBa Ha OBJTAPCKH €3MK Ha MMETO Ha
MpUTEXKATeNIl Ha pa3pelieHHueTo 3a ymnorpeda Ha JEeKapCTBEHUS MPOAYKT, a 10 HErOBO MCKaHE - U Ha
AHTJIMICKH €3HK.

(4) Koraro B cirygaunte 1o wi. 69 u 70 mapTuaara Ha JEKapCTBEH MPOIYKT HE € B CbOTBETCTBUE
c omoOpenute crenupUKaluy, W3MBIHUTETHUIAT aupekTop Ha MAJl unam onmpaBOMOIIEHO OT HEro
JUTEKHOCTHO JIUIIC TPaBM MOTHUBHPAH OTKa3 3a M3/I1aBaHe Ha cepTU(UKAT 32 OCBOOOKIaBaHE HA MAPTHIATA.

(5) U3npaauTennaTa areHuys 1o JieKapcTBaTa M3Mpalia JaHHU 3a 0TKasa 1o al. 4 B cuctemara
Ha OQUIMAIIHUTE KOHTPOJHH JIEKAPCTBEHH JIA0OpAaTOpUU HA IbpkaBUTe 4WieHKM U Ha Koudenepamus
[IBeiimapus.

(6) Otka3bpT Mo an. 4 moAJiexu Ha oOXallBaHe MO pelna Ha AJMUHUCTPATUBHOMPOIIECYATHUS
KOJICKC.

Un. 71. (1) IpuTtexaTensar Ha pa3pelieHue 3a ynorpeda € JIbXKEH J1a TMOJIIbpKa CUCTEMa 3a
ONOKHMpaHe W M3TETJISIHE OT Ma3apa Ha JISKapCTBEHH MPOMYKTH, KOUTO HE OTrOBapAT HAa M3MCKBAHUATA 32
Ka4ecTBO, 0€30MacHOCT M €(pUKACHOCT.

(2) IlpurexarenstT Ha paspelieHue 3a ymnorpeba € JUIbXeH Ja OJoKupa M H3Teriau
JIEKapCTBEHUTE MPOJYKTH, IIOKa3aJd HEChOTBETCTBHE C MW3HCKBAaHUATA 3a KayecTBO, €(UKACHOCT H
6e30macHoOCT, IO pefia Ha HapenOarta no ui. 274, an. 1.

Y. 72. (Otm. - 1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.)

Ui 73. (1) [IpuTexaTensaT Ha pa3pelICHHETO 3a yIoTpeda MOXKE J1a IPEXBBPIIN MpaBaTa BEPXY
pas3pelIeHneTo 3a ynoTpeda Ha JEeKapCTBEHUs MPOAYKT Ha JIPYro IOpPHIUYECKO JIMIE WU Ha 0O0eJUHEHUS,
KOHUTO HE Ca FOPUJINYECKH JINIIA, YCTAHOBEHH HA TEPUTOPHUSATA HA IBPKABUTE WICHKH.

(2) Ilpurexarensar Ha paspemieHueTro 3a ynorpeba moxasa B MAJI 3asBiieHHe, KbM KOETO
nmpujara JAOKyMEHTallMsl, olpejaeseHa B Hapeabara mo wi. 42, KaTo MocodBa NPEUIOKEHHE 3a JlaTa Ha
IIPEXBBPIISHETO.

(3) Ilpu ycraHoBsiBaHE€ Ha HEMBIHOTU B JOKyMeHTauus no ai. 2 MAJl yBegoMmsiBa MHUCMEHO
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MIPUTEKATEIS HAa Pa3pelieHNeTo 3a ynorpeda ga mpeacraBu HeoOXoauMaTa JTONMBIHUTEIHA HHPOpMAIUS B
cpok 30 aau. CpokbT IO ajl. 5 crupa Aa Teue OT Jarara Ha yBEIOMJIEHHUETO JO0 MPEJOCTaBsIHE HAa UCKaHaTa
uHpOpMaIus.

(4) Ako B cpoka Mo aj. 3 MPUTEKATEIAT Ha pa3penieHUeTo 3a yrnoTpeda HE IOMBIHHU
JOKYMEHTAIUsATa, Mpollelypara 1Mo MpexXBhPIIsSHE Ha pa3pelleHrneTo 3a ynorpeda Ha TeKapCTBEHHs IPOAYKT
ce IpeKparsBa.

(5) B cpok 30 nuu oT naTaTa Ha MOJaBaHE Ha 3asBJICHUETO MO aj. 2 U3MBIHUTEIHUAT JUPEKTOP
Ha MAJI u3naBa paspemnieHune 3a MpoMsiHA, C KOETO C€ 0J00psBa MPEXBBPISHETO. B paspemieHueTo 3a
IIPOMsIHA CE IO0COYBA U JIaTaTa Ha MPEXBbPJISIHE Ha pa3pelIeHUeTo 3a yrnorpeoa.

(6) HoBusT mnpuTexkaren Ha pa3pelieHHeT0 3a ymnoTpeba moeMa W3IUIO MpaBaTa H
3aIBHKCHUATA HA TIPEIMITHUS TIPUTEXKATEI Ha Pa3pelIeHHeTo 3a yrnoTpeoa.

(7) Ilpu npexBBPISIHETO HA PA3PELUICHUETO 3a yIoTpeda Ha JIEKapCTBEH MPOAYKT 0 pelia Ha all.
1 - 6 CPOKBT My HE CE POMEHSI.

Pasznea VII.
IIpouenypa no B3anMHO NPU3HABAHE U JIeHEHTPAJTU3UPAHA NPOILeAYPA

Uin. 74. (1) Koraro nuuero no wi. 26, an. 1 uma u3ganeHo paspelieHue 3a ynorpeda B aApyra
IbprKaBa YJICHKa 3a ChIIUA JEKapCTBEH MPOIYKT MO CMUCHIA Ha Wil. 45, ain. 3, 3a KOWTO € 1Mo/ajo 3asBlIeHHe
3a pasperienue 3a ynorpeba 1o MAJL, To mogaBa MCKaHe 10 pETyJIATOPHHUS OpraH Ha IMOCOYEHa OT HEro B
3asBJICHUETO Ibp’KaBa WICHKA, HapuyaHa I0-HATATBK 'pepepeHTHa IbpkaBa", Ja W3TOTBU OICHBUCH
JOKJIa/l WIN J1a aKTyalu3Hupa ChIIECTBYBAIIHS.

(2) Cnc 3agBnenuero juuero no ain. 1 momaBa B MAJl nmocue, Koero € HISHTHMYHO Ha
MOJIaJICHOTO B pehepeHTHATA IbpKaBa U B APYTUTE IbPKABU WICHKH, TIOCOUYCHHU B 3asIBICHUETO, HAPUIAHU
MO-HATaThK "3aCerHaTH IbpkaBu'.

(3) UznbanurenHaTa areHuus Mo jeKapcTBaTa U 3asBUTENST MOJIy4yaBaT MO CIIy)KeOeH MbT OT
peryinaTopHusi opraH Ha pedepeHTHaTa IbpxkKaBa 1Mo aj. 1 ONeHbYHHUS JTOKJIAJ 3aeHO ¢ 000peHara KpaTka
XapaKTepUCTHKA Ha MPOIYKTa U ¢ 0I0OPEHUTE MaKeT Ha OIIAKOBKATa M Ha JIMCTOBKATA 3a MAI[MCHTA.

(4) M3nbpiHuTENHATA areHuys MO JIeKapcTBaTa pasriiexkaa JOKYMEHTHTE MO aj. 3 ¥ MUCMEHO
nHpopMupa pedepeHTHATA IbpXKaBa 3a B3ETOTO pelIeHne B cpok 90 THU OT naTara Ha MOTYyYaBaHETO M.

(5) B cpok 30 gHM OT MoJiy4aBaHETO Ha yBEIOMJICHHE 3a MPUKIIOYBAHE HA MpOIeAypara oT
pedepeHTHaTa AbpKaBa M3MBIHUTENHUAT AupekTtop Ha WAJl m3maBa paspemieHue 3a ynorpeba Ha
JIEKapCTBEHMsI MPOAYKT Ha Teputopusra Ha Penybnuka bbarapus ¢ omo00peHuTe KpaTka XapakTepucTUKa Ha
MPOyKTa, MAaKeT Ha ONAKOBKATa M JINCTOBKATA 32 MAlUEHTA.

UYn. 75. (1) Koraro nuuero mo ui. 26, an. 1 nonasa ennoBpemenHo B AJI u B apyru nbprxaBu
YWICHKU 3asBJICHHE 3a pa3pelleHHue 3a ynoTpeda Ha JIGKApCTBEH MPOAYKT, 3a KOWUTO HsAMa H3aJCHO
paspelieHue 3a ynorpeda Ha TEpUTOpUATA Ha Ibp’KaBa WICHKA, TO MOCOYBA B 3asBICHUETO PEryIaTOPHHUS
OpraH Ha JIbp)KaBaTa YWiICHKa, HApHUaHa Mo-HATaThK "pedepeHTHa abprkaBa’, KOMTO Jja M3TOTBU MPOEKT Ha
OLIEHBYEH JIOKJIAJl, MPOEKT Ha KpaTKa XapaKTepUCTHKA Ha MPOAYKTa U MPOEKT Ha MaKeT Ha ONaKOBKaTa U
JIMCTOBKATA 3a MallMeHTa.

(2) Coc 3asgBienuero auneto no ain. 1 momasa B MAJI mocue, MACHTUYHO Ha MOJAJACHOTO BBHB
BCUYKU JAPYTU AbPrKaBH YICHKH, IOCOYEHH B 3asBJICHUETO, HAPUYAHU MO-HATATHK '"'3acerHaT IbpxKaBu'.

(3) U3mpaauTEeTHATA areHIUs MO JICKapCTBaTa W 3asBUTEIST MOJTy4YaBaT MO CIIy)KeOeH BT OT
perynaTtopHus OopraH Ha pedepeHTHaTa IbpXaBa IMPOEKTa Ha OLEHBUEH JIOKJIaJ, MPOEKTa Ha KpaTka
XapaKTEePUCTHKA HA MIPOYKTa U IPOEKTa HAa MaKET HA OMAaKOBKAaTa M HA JJUCTOBKATA 3a MallMeHTa.
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(4) UsnbaHuTenHaTa areHIUs MO JIEKAPCTBATa Pa3rIek]Ia JOKYMEHTHUTE IO ajl. 3 U MUCMEHO
uH(popMupa pedepeHTHaTa AbpKaBa 3a B3€TOTO perieHne B cpok 90 THU OT JaTaTa Ha MOJIy4aBaHETO UM.

(5) B cpok 30 gHHM OT MOJIy4aBaHETO Ha YBEIOMIICHHE 3a MPUKIIOYBAHE HA MpPOIEAypara oT
pedepeHTHaTa AbpXKaBa WU3MBIHUTETHUAT aupekTop Ha WMAJl u3maBa paspemieHue 3a ymoTrpeba Ha
JIeKapCTBEHMsI MPOAYKT Ha Teputopusta Ha Pemybnuka bbarapus ¢ omo0peHuTe KpaTka XapakTepucTUKa Ha
MPOJIyKTa, MAaKeT Ha OMAKOBKaTa M JINCTOBKATA 3a MaIlMEHTA.

Un. 76. (1) Koraro Peny6nuka beirapus e peepentna appkasa no wi. 74, MUAJL:

I. B cpok 90 nHM OT Jnarara Ha NOJAABaHE Ha BajlWJHA JOKYMEHTAIMsl M3Mpaila Ha
pEryJIaTOpHUTE OPraHd Ha 3aCETHATUTE ABP)KAaBUM W HA 3asBUTENS OLEHBYHMS JAOKIAJA, NPUAPYXKEH C
oJlo0peHaTa KpaTKa XapakTepHUCTHUKa Ha MPOJYKTa U C OJOOPEHHUTE MaKeT Ha OMAaKOBKaTa M Ha JMCTOBKATa
3a NalMEeHTa,

2. 3aKkpuBa IpolLeAypaTa M YBEIOMSIBAa 3asBUTEN M 3aCETHATUTE AbPKABH, aKO BCHUYKHU
3aCerHaTH IbpXKaBH ca sl 0100pHIIH.

(2) B cpok 30 nuM OT 3aKpHBaHETO Ha MpoLeTypaTa Mo al. 1, T. 2 U3IBIHUTETHUAT JUPEKTOP HA
NAIJI uznaBa paspenieHue 3a ynorpeda Ha JeKapCTBEHHsI MPOIYKT Ha TepuTopusita Ha PenyOnuka bbarapus
C 0100peHHTE KpaTKa XapaKTepUCTHKA Ha MPOJYKTa, MaKeT Ha OMIAKOBKATa M Ha JINCTOBKATA 3a MallMEHTA.

(3) Koraro Peny6nuka bearapus e pedepentHa appxana mo ui. 75, MAJL:

1. B cpok 120 aHM OT Jjatata Ha TNOJaBaHEe HA BalMHA JOKYMEHTAIMs H3Ipalia Ha
pEryJIaTOpHUTE OPraHu Ha 3aCErHATUTE IbP’KABU M HA 3asBUTENSI IPOEKTA HA OLIEHBYHUS JTOKIAJ, IPOEKTa
Ha KpaTKa XapaKTepUCTUKa HA IPOAYKTA U MPOEKTAa HAa MAKET Ha OIIAKOBKATa M Ha JINCTOBKATA 3a MALMEHTA;

2. 3aKkpuBa IpolLeAypaTa M YBEIOMSBA 3asBUTENs M 3aCETHATUTE AbPKABH, aKO BCHUYKHU
3acerHaTH JbpXKaBu ca s 0J00pUIIH.

(4) B cpok 30 nHu OT 3aKkpuBaHe Ha MpoleaypaTa mo ai. 3, T. 2 UMBJIHUTEITHUIT AUPEKTOP Ha
NAJI nznaBa paspemnierne 3a ynorpeda Ha JIeKapcTBEHHUS MPOJIYKT Ha TepuTopusiTa Ha PernyOnnka benrapus
C 0100peHHTE KpaTKa XapaKTepUCTUKA Ha NMPOJYKTa, MAKET Ha OMIAKOBKATa M HA JINCTOBKATA 3a MalMEHTA.

Un. 77. (1) Koraro MAJI He onoOpu mpeicTaBeHaTa JOKYMEHTAIMS 10 4Wwi. 74, an. 3 WM 1o 9.
75, an. 3 mo choOpaXkeHUs 3a MOTEHIIMATICH CEPUO3EH PUCK 3a 3[PaBEeTO Ha HACETIECHUETO, U3TOTBS MOAPOOEH
JOKJIa/1 ¢ MOTUBH 110 pedepeHTHATa AbpKaBa WICHKA, 10 APYTUTE 3aCErHATH IbPyKaBU U J0 3asiBUTEIS.

(2) Cnopnure BbIlpocu 1o ai. 1 ce pasrexaar ot KoopauHanmoHHaTta rpyna Ha AbpiKaBUTE
YJIEHKU. 3asiBUTENST MOKE Aa OpCacTaBy CBOATA MO3HUIMA 110 PASITICKIAHUTC BBIIPOCH MMCMCHO WX YCTHO.

(3) U3mpnHUTETHATA areHITUS 110 JIeKapcTBaTa ydyacTBa B KoopauHamnmoHHarta rpyrma mo aji. 2 10
3aKpHUBaHE Ha MPOIleaypara oT peepeHTHATA IbPKaBa.

(4) B cpox 30 mgHM OT moJiy4aBaHE Ha YBEIOMJICHHE 3a 3aKpHBaHE Ha TpOIEaypara OT
pedepeHTHaTa IbpKaBa H3MBJIHUTETHUAT aupekTop Ha WMAJl uzmaBa paszpemieHue 3a ymnorpeba Ha
JIEKapCTBCHHSI MTPOIYKT C OJAOOPEHUTE KpaTKa XapaKTepHCTHKAa Ha MPOIYyKTa, MAKeT Ha OIAKOBKaTa W Ha
JUCTOBKATA 3a MalieHTa.

Y. 78. (1) Korarto B mponeaypa npen Koopaunanuonnara rpymna mo 4i. 77, ajl. 2 IbpyKaBUTE
YIEHKH HE ITIOCTUTHAT ChIVIACHE, CIIOPHUTE BBIIPOCH ce pasriexaar oT KoMmurera 3a jekapcTBEHU NPOAYKTH
3a XyMaHHa yrnorpeba kbM EBpornelickara areHius 1o JiekapcrBara 1o apoutpaxHa npouenypa. Komnue ot
JOKYMEHTALUATA Ce U3Ipallla Ha 3asiBUTEIIS.

(2) 3asButenat npexacrass B EBponeiickaTa areHuus 1o jJeKapcTBara JOCUETO Ha JIEKapCTBEHUS
IPOAYKT U KpaTKaTa XapakTepUCTUKa Ha MIPOIYKTa.

(3) B cayuaure mo an. 1, ako MAJI e omoOpuia OLEHBYHHS OKJIAJ, NMPOEKTa Ha KpaTKaTta
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XapaKTepUCTHKAa Ha MPOJIYKTa U MakeTa Ha OMAKOBKATa M HA JIMCTOBKATAa 3a MAI[MCHTA, MPEIOCTAaBEHU OT
pedepeHTHaTa JAbpiKaBa, W3MBIHUTCTHUAT aupektop Ha MAJI mo monba Ha 3asBHTEIS MOXE Ja W3IAleC
paspeleHue 3a yrnorpeda Ha JTeKapCTBEHHs IPOAYKT, MPEAr Ja € 3aBbplinia apOuTpakHaTa mpoueaypa mno
am. 1.

(4) Cnen mpukiaroyBaHe Ha apOUTpa)kHaTa MpPOLEAypa U3MBIHUTENHUSAT nupektop Ha HMAJI
MPHUBEXK/IA W3aICHOTO pa3pelieHne 3a yrnoTpeda 1mo aji. 3 B ChbOTBETCTBHUE ¢ pemieHnueTo Ha EBporelickara
KOMHUCHS.

Un. 79. (1) Korato perynaTopHUTE OpraHM Ha €IHA WJIM Ha HSIKOJIKO IbpP)KaBU UYJIEHKH Ca
MPHUENU Pa3InYHU PEIICHUs MO OTHOLICHHE Ha Pa3pelIeHHEeTO 3a ymoTpeda Ha €UH U ChII JEKApPCTBEH
MPOAYKT WU TI0 OTHOIICHWE Ha HETOBOTO BPEMEHHO ClHpaHe WU Ha oTHemanero My, MAJl otHacs
BBIIpoca 10 KomureTa 3a nekapcTBEHH MPOMYKTH 3a XyMaHHa ynorpeda kbM EBpomeiickaTta areHuus mo
JIeKapcTBaTa 3a MpuiIaraHe Ha apOuTpa)xkHa mporeaypa. 3asBUTEIAT WIK MPUTESKATEIAT Ha pa3peIIeHHETo 3a
ynotpeba Moxe Ja oTHece BbIpoca 10 Komurera 3a nekapcTBEHH MPOAYKTH 3a XyMaHHa ynoTpeba KbM
EBporeiickara areHiys mo jJekapcTBara 3a Mpujiarane Ha apOuTpa)kHa Mmporeaypa o CBos MpereHKa.

(2) (Or™m. - 1B, 6p. 102 o1 2012 1., B cuia ot 21.12.2012 1.)

(3) (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cnyuyaute no an. 1 MAJI unu
3asBUTEINAT/IPUTEKATEIAT HA pa3pelIeHHeTo 3a yrnorpeba Ha JIEKapCTBEHUS MPOAYKT IPEIOCTaBis Ha
EBporeiickara areHius mo jJekapcTpara Isiiata HalluyHa HHPOpMAIHs 10 CbOTBETHHUS BBIIPOC.

(4) (Or™m. - IIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

(5) (Otm. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

Yn. 79a. (Hoe - JB, 6p. 60 ot 2011 r., B cuma or 05.08.2011 r.) (1) B 3aBucumoct or
pemeHrero Ha EBpomnelickaTa KoMucHs ciiesl IpUKIII0YBaHe Ha apoutpaxHa npoueaypa MAJI B cpok 30 nuu
OT II0JIy4aBaHE Ha YBEIOMIIEHUETO:

1. n31aBa, BpeMEHHO CIMpa WM IIpeKpaTsBa pa3pelieHue 3a ynorpeda, niu

2. M3MCKBA Ja C€ U3BbpLIAT IPOMEHHU B U3/1aJIEHOTO Pa3peIICHNE 3a IOCTUTaHE HAa CbOTBETCTBUE
C peleHneTo Ha EBporerickata KOMUCHSI.

(2) HM3nbiaHuTenHata areHuUs MO JieKapcTBaTa yBeaoMsiBa EBpormeiickata kKoMucus u
EBpornelickara areHuus o JekapcTara 3a U3/1aJeHusl akT 1o ai. 1.

Y. 796. (Hos - /IB, 6p. 102 ot 2012 1., B cmna ot 21.12.2012 r.) (1) B cnyuauTe, koraTo ca
3acerHaTv UHTepecuTe Ha EBponeiickus chio3 U Mpeid B3eMaHe Ha pellleHue 3a U3jaBaHe Ha pa3pelleHue 3a
ynotpeba Ha JIEKapCTBEH MPOIYKT, 32 BPEMEHHOTO MY CIIMpaHE, 3a MPEKPATSIBAHETO WJIHM 33 MPOMSHATA MY,
WAJI, 3a9BUTENST UK IPUTEXKATEIAT HA pa3pelIeHe 3a ynorpeda MoraT Jga OTHecaT BbIIpoca 10 KOMUTETa
mo wi. 79, an. 1 3a nmpunarane Ha apOUTpa)kHa MPOIIeTypa.

(2) B cnydaute mo an. 1, Korato ce3MpaHeToO € B pe3yiTaT Ha OLICHKA Ha JIaHHH, CBHP3aHU C
npociesBaHe Ha JeKapcTBeHaTa 0Ee30MacHOCT Ha pa3pellleH 3a ynorpeda JeKapcTBEH MPOIYKT, BHIPOCHT
ce OTHAcs 10 KOMHTETa 110 Wi. 56a, ain. 1, T. 1 u ce npunara nponenypara no wi. 1944 win 194m.

(3) (M3m. - JIB, Op. 18 ot 2014 r.) V3mbiHuTenHaTa areHIys IO JIEKapcTBaTa IMpujara
npolenypaTa mo riaBa ocMa, paszen [V, xorato e HeoOXOAMMO NpUIIaraHeTO Ha €JHa OT MEpKHTE,
nmocoueHu B wi. 194y, an. 2 u 3.

(4) (Homa - 1B, 6p. 18 ot 2014 r.) He3aBucumo ot an. 1 - 3, korato € HEOOXOUMO CIIEITHO
JIEHCTBUE 3a 3alllUTa Ha OOILIECTBEHOTO 3/[paBe Ha HIKOM eTar oT apoutpaxkHata npoueaypa, MAJI moxe na
crpe AeMCTBHETO Ha pa3pelleHreTo 3a ynorpeda u Ja 3abpaHu ynoTpedara Ha ChbOTBETHHUS JIEKapCTBEH
MPOJYKT Ha TepuTopusaTa Ha PemyOnuka bbiarapust 10 nprueMaHeTo Ha OKOHYATEITHOTO PELICHHE.
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(5) (Hosa - JIB, Op. 18 or 2014 r.) B cinyuaute mo an. 4 MAJI unpopmupa EBpomneiickata
Komucus, EBporeiickara areHuus 1o JeKapcTBaTa M APYIMTE Ibp)KaBU UYIEHKU 3a MOTHBUTE 3a CBOETO
peleHre He MO-KbCHO OT ClIeBaIus paboTeH JeH.

Yn. 80. (U3m. - 1B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) YcioBusita u peasT 3a
U3BBpIIBAaHE HA NMPOMEHU B M3/AJICHUTE pa3pellieHus Mo To3u pasznen ce ypexaar ¢ Permament (EO) Ne
1234/2008 na EBpomneiickara komucus ot 24 HoemBpu 2008 r. OTHOCHO pa3TiiekAaHETO Ha MPOMEHHUTE B
YCIIOBHSITA HA pa3pelIeHHsITa 32 ThPrOBUs C JIEKAPCTBEHU MPOJYKTH 32 XyMaHHa yrnoTpeda 1 BeTepUHAPHU
nekapctBern npoayktu (OB, L 334/7 ot 12 nexemBpu 2008 r.).

I'naBa yerBBpTA.
KJIMHNYHU U3IINTBAHUSA

Paznea L.
OO61m pasnopendu

Yn. 81. (U3m. - IB, 6p. 84 ot 2018 r. (*)) (1) KiuHnyHo u3nuTBaHe Ha TEPUTOpHUATA Ha
Penybnuka bbarapus Moxke J1a ce mpoBek/a clie]] oJyyaBaHe Ha pa3pelleHue, U3aleH0 IPU YCIOBUATA U
o pena Ha Permament (EC) Ne 536/2014 na EBpomneiickus mapiameHnT u Ha CbBeta ot 16 anpun 2014 1.
OTHOCHO KJIMHUYHHWTE HM3MHMTBAHUS Ha JIEKaPCTBEHH IMPOAYKTH 3a XyMaHHa yrorpeba, W 3a OTMsSHA Ha
HupextuBa 2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.), Hapuyan no-HataTbk "Permament (EC) Neo
536/2014", u Ha TO3H 3aKOH.

(2) W3nbiHuTenHaTa areHuMs IO JIeKapcTBaTa M3MBJHSABA JEHHOCTUTE Ha JIOKJIaJBalla,
CHOTBETHO Ha 3acerHara JIbp)KaBa U JIOMBIHUTEIHO 3acerHara JIbpkasa 1o cmuchiia Ha Pernmament (EC) Ne
536/2014, 1 e HAIMOHAIHOTO 3BE€HO 32 KOHTAKT 1o Wi. 83 ot Permament (EC) Ne 536/2014.

Y. 82. (U3m. - JIB, Op. 84 ot 2018 1. (*)) (1) 3a m3maBaHe Ha pa3pelieHre 3a MPOBEXKIaHE Ha
KIIMHUYHO W3MUTBAaHE W 3a W3/aBaHE HA pa3pelIeHUEe 3a CHIIECTBEHA MPOMSIHA B Pa3pelieHO KIMHUYIHO
M3MUTBaHE BB3JIOKHUTEIAT MO/IaBa 3asBlieHrne U nocue cbriacHo riasa [V ot Permament (EC) Ne 536/2014
ype3 [loprana na EBponetickus cbio3 (EC) mo un. 80 ot Pernmament (EC) Ne 536/2014.

(2) 3a mosaBaHe Ha 3asBJIEHUE 1O ajl. 1 ¥ 3a OlIEHKa Ha JOKyMEHTALUATa, IPUI0XKEHA KbM HETO,
BB3JIOKHTEINST 3aIlIallia Takca B pa3mep, onpezelieH ¢ Tapudara mo wi. 21, ai. 2.

Ui 83. (U3wm. - [IB, 0p. 84 ot 2018 1. (*)) Komucusita mo wn. 103, an. 1 u3BbpiiBa orieHKa Ha
€TUYHUTE acleKTH Ha KIMHUYHOTO U3MUTBAHE U Ha ChIECTBEHATA MPOMSIHA Ha KIMHUYHOTO U3MUTBaHE MPU
ycnoBusita u 1o peaa Ha Pernmament (EC) Ne 536/2014 1 u3roTBst MOTUBUPAHO CTAHOBUIIE, KOETO MPEACTABS
na UAJL

Ui 84. (U3m. - IB, 6p. 84 ot 2018 1. (*)) (1) M3mpaHUTENIHATA areHIUs TI0 JIEKapcTBaTa n3/iaBa
paspelicHre 3a KIMHUYHO W3IMUTBAHE, pa3pelleHUe 3a KIMHUYHO HM3IMHUTBAaHE IPU OIPEIEJICHU YCIOBUS,
paspelieHne 3a ChIIECTBEHA MPOMSHA Ha KIWHUYHO U3MUTBAHE, pa3pellicHUe 3a CHIIECTBEHA MPOMSHA Ha
KIIMHUYHO W3IUTBAHE MPH ONPEICIICHN YCIOBUS WIH OTKa3Ba U3J]aBAHETO HA pa3pellleHre MTPH YCIOBHSITA H
o peaa Ha Pernament (EC) Ne 536/2014.

(2) OtkazpT Mo an. 1 mojyexxu Ha oOKalnBaHE MO pefaa Ha AJMUHUCTPATHUBHOMPOIECYATHHS
KOJICKC.
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Ui 85. (U3m. - IB, Op. 84 ot 2018 r. (*)) C Hapenda Ha MUHHCTHPA Ha 37paBeONa3BaHETO Ce
OTIpEeACIIAT:

1. ycioBusiTa ¥ pensT 3a mojaBaHe Ha JaHHU U uHpopMmanus oT MAJI u ot ETnunarta komucus
3a knuHIYHA n3nuTBanus B [loprana Ha EC mo ui. 80 ot Permament (EC) Ne 536/2014;

2. nocteibT Ha MAJI u Ha ETuHaTa koMHcHA 3a KIMHUYHHU M3NUTBaHus 10 ba3zata maHHu Ha
EC o umn. 81 ot Permament (EC) Ne 536/2014;

3. ycloBHSTa U PeAbT 3a MPEACTAaBSIHE Ha CTAHOBHINATA MO 4i. 83 M pexbT 3a B3aUMOJICICTBHE
Mmexay MAJI nu ETnunaTta koMucus 3a KIIMHUYHU W3NIUTBAHUS;

4. noxymentute u paHHute oT Ilpmnoxenue | u Ilpunoxenme I ot Permament (EC) Ne
536/2014, xouto ce oneusapaT oT MAJI u or ETuunaTa komucus 3a KIMHUYHA W3IMATBAHUS, KAKTO U €3UKbT,
Ha KOWTO C€ MPEJICTaBsT.

Un. 86. (1) (Jom. - 1B, 6p. 84 ot 2018 r. (*)) Bcuuku nmia, mpoBeXIAIINd KIMHUIHO
W3MUTBaHe, TpsiOBa 1a MMaT ChOTBETHaTa NpodecroHanmHa KBanmu@uUKanus, OOydyeHHEe W OMHT, 3a Ja
U3MBIHIBAT CBBP3AHUTE C M3MHUTBAHETO 337]a4i B ChOTBETCTBHE C MpaBuiara 3a JJoOpa KIMHUYHA MTPaKTUKa
ceriacHo Pernmament (EC) Ne 536/2014.

(2) KnuHnyHO M3NHUTBaHE Ha JIEKAPCTBEH MPOJYKT CE€ M3BBPIIBA MO PHKOBOJICTBOTO Ha JIEKap
WM JIeKap IO JICHTAJIHA MEJMIIMHA C MPU3HATA MEIUIMHCKA CIEIUAIHOCT B ChOTBETHATA 00JIACT, KOWTO €
3alo3HaT ¢ HAJMYHUTE MPEIKIMHUYHHA W/WIA KIMHUYHHE JAaHHU 33 TMPOJIYKTa M PUCKOBETE M MPOIECIypUTE
IO MPOYYBAHETO.

(3) o Bpeme Ha KIMHUYHO M3MHUTBAHE 32 MEIUIIMHCKUTE TPYKH, IPEOCTABSIHA HA YYaCTHHUKA B
W3MHUTBAHETO, W 33 B3EMAHETO HA MEIUIMHCKU pELIEHUS HOCH OTTOBOPHOCT JIEKap C TMOIXOASINa
KBTM(DHUKAIIHS WITH JISKap 110 JACHTATHA METUITHA.

Un. 87. (1) (U3m. - [IB, Op. 59 ot 2010 1., B cruta ot 31.07.2010 1., usm. - 1B, 6p. 60 ot 2011 r.,
B ciiia ot 05.08.2011 r., gom. - JIB, 6p. 84 ot 2018 1., B crma ot 12.10.2018 r.) KinuHnyHO M3MUTBaHE MOXKE
Jla ce MPOBEX/Ja B JIeYeOHU 3aBe/IeHUs 32 OOJHUYHA MOMOII, IIEHTPOBE 32 MCUXUYHO 3]JpaBe, [IEHTPOBE 32
KO)KHO-BEHEPUYECKH  3a00JIsIBAaHUS, KOMIUIGKCHHM OHKOJIOTHYHHM IIEHTPOBE, JHAIM3HU  IIEHTPOBE,
JMarHOCTUYHO-KOHCYJITATUBHU IIEHTPOBE, MEIUIIUHCKU LIEHTPOBE, ACHTATHHU [IEHTPOBE M MEIUKO-ICHTATHH
IIEHTPOBE, KAKTO ¥ B MHIWBUIYAJTHU W TPYMOBH MPAKTHKU 32 MbPBHYHA W CIICIHATN3UPAHA MEIUIIMHCKA
MOMOII, TOJYYHJIM pa3pelieHre 3a JeHHOCT/yJAOCTOBEpEHUE 3a perucTpanus Mo pena Ha 3akoHa 3a
NedeOHUTE 3aBE/ICHUS.

(2) (HoBa - IB, Op. 84 ot 2018 r., B cunma ot 12.10.2018 r.) KnuanyHO u3NMUTBaHE C
JIEKapCTBEHH MPOIYKTH, ChIbPXKAIIKA HAPKOTUYHHU BEIIECTBA, MOXKE Ja C€ MPOBEKIA CaMO B JICUCOHH
3aBeZicHUST 3a OOJHWYHA IIOMOII, IICHTPOBE 3a TICUXUYHO 37paBe, IIEHTPOBE 3a KOXKHO-BEHEPUUYECKU
3a00NsBaHUA U KOMIUIEKCHH OHKOJIOTHYHU IIEHTPOBE, B CTPYKTypaTa Ha KOUTO € pa3KpuTa arreka,
MpUTEeXKaBalla JUIEH3Us ChIIacHO wi. 33, ai. 1 or 3akoHa 3a KOHTPOJ BHPXY HAPKOTUYHHUTE BEIIECTBA U
MIPEKYpPCOPUTE, UM KOUTO Ca CKIIIOUWIM JIOTOBOP C JAPYro jeueOHO 3aBe/eHUE, B CTPYKTypaTa Ha KOETO €
pa3kpuTa amnTeKa, INpUTeXkaBalla JMLIEH3Ms cbriacHO wi. 33, an. 1 oT 3akoHa 3a KOHTPOJI BBPXY
HAapKOTUYHUTE BEILIECTBA U MPEKYPCOPUTE.

(3) (Ilpegumna an. 2, usm. - [AB, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) Kiauauuno
M3MHUTBAaHE MOXKE J1a C€ MPOBEXK/IA CaMO B JIEYEOHO 3aBeCHUE, B KOETO MMa OIPEEIICHO JIHUIIE 32 KOHTAKT 10
1. 107a, an. 1.

(4) (Ilpenumna an. 3 - B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) PproBoguTensT Ha
7e4eOHOTO 3aBeieHHe, B KOETO WIe Ce MPOBEeXJa KIMHUYHO W3MUTBAHE Ha JIEKApCTBEH HPOAYKT, JaBa
CBIJIACHUETO CH 32 YYaCTUETO Ha IJIaBHUS U3CJIEIOBATEN U 32 IPOBEXK/IAHETO HA U3IUTBAHETO.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



Ui 88. (1) KnuHu4HO M3nMTBaHE BbPXY XOpa c€ U3BbpIIIBA ChC!

1. HepaspemieHu 3a ynorpeda B PenyOnuka bbearapus pekapcTBeHU MPOTYKTH;

2. pa3perienu 3a ynorpeba B PenmyOnuka bbirapus nekapcTBeHU NPOIYKTH, KOTAaTO C€ U3MUTBAT
3a HepaspelleHO IoKa3zaHue, 3a JieKapcTBeHa (opMa, pa3inyHa OT pa3pellieHara, B HEHU3ClIe[BaHa 0
MOMEHTA Ipyrna NalMeHTH UK 3a MoJyyaBaHe Ha JOMbJIHUTENIHA UH(OpMALIHSL.

(2) Pa3pemenu 3a ynotpeba B Peny6nuka bearapust mo cMuchia Ha an. 1, T. 2 ca lekapcTBeHH
IIPOAYKTH, TMOJIyYMIH pa3pelieHne 3a ynorpeda mo peja Ha TO3U 3aKoH Wi 1o peaa Ha Pernament (EO) Ne
726/2004 na EBponeiickus napiamenT u CbBeTa.

Y. 89. (Otm. - [IB, 6p. 84 or 2018 1. (*))
. 90. (Otw™. - [IB, 6p. 84 ot 2018 1. (*), u3m. - JIB, Op. 17 ot 2019 1. (*))

Un. 91. BB3I0OXKHUTENAT W TJIaBHHAT HU3CJICA0BATCI CKIOUYBAT 3aCTpPaxOBKad, IIOKpHBaIlla
OTTOBOPHOCTTAa MM 3a HNPUYUHCHUTC IHpPHU HIK MO IMOBOJA MHNPOBCKIAHCTO HA KIWMHUYHOTO H3IHUTBAHC
HECUMYIIECCTBEHU U UMYIICCTBCHU BPEAN HAa YIYaCTHUIIUTC.

Y. 92. (1) (U3m. - [IB, 6p. 84 ot 2018 1. (*)) BB3/10XKUTEISAT HOCH OTTOBOPHOCT B CiIydyail Ha
YBPEXIaHUS HA 3PABETO WJIM HA CMBPT, IPUYMHEHU MPU WIH MO MOBOJ MPOBEXKIAHETO HA KIMHUYHOTO
W3MUTBaHE, KOraTO M3MUTBAHETO € IMPOBEXKIAHO CHIVIACHO M3UCKBAHMATA W MPOLEIypUTE HA OJ00peHus
MPOTOKOIL.

(2) (U3wm. - 1B, 6p. 84 ot 2018 r. (*)) [maBHUAT U3cIeq0BaTE HOCH OTTOBOPHOCT B CIIy4ail Ha
YBpEXKIaHUS Ha 3/IpaBETO WM Ha CMBPT, MPUYMHEHU MPU UM MO TIOBOJ] HA MPOBEKIAHETO HA KIMHUYHOTO
M3MHUTBaHE, KOTAaTO HE Ca CMa3eH! U3UCKBAHUATA U MPOIIETypUTE Ha 0J00PEHHUS IPOTOKOI.

UYn. 93. (U3m. - JIB, 6p. 84 ot 2018 r. (*)) (1) Koraro KIMHHYHOTO M3MHUTBAHE CE MPOBEXIA
camMo Ha TepuTopustTa Ha PenyOnuka bearapus mnm Ha teputopusita Ha PenyOnmka bbarapus m Ha
TEPUTOPUSATA HA TpeTa IbpKaBa, BB3JIOKHUTEIAT ONpenens NpeACcTaBuTeNl Ha Tepuropusta Ha PemyOmimka
bparapus 3a KOHKPETHOTO KJIMHUYHO U3IIUTBAHE.

(2) Jluuero mo an. 1 e axpecar Ha KOMyHHKAIUATa C BB3JNOXKUTENS, IpeaBueHa B PernmameHt
(EC) Ne 536/2014.

Un. 94. Bp310KUTENAT OCUTYpsiBa 0€3BBH3ME3THO U3MUTBAHUS JIEKAPCTBEH MPOAYKT/TPOAYKTH U
BCSIKO M3/IeIHe, HEOOXOIMMO 32 MPUIIATaHETO MYy.

Yn. 95. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Y. 96. (1) (U3m. - JIB, 6p. 84 ot 2018 r. (*)) KnuanuHO M3nuTBaHe HA JEKAPCTBEHH MPOIYKTH
ce JIOMyCKa caMo BBPXY JIMIIE, KOETO € J1aj0 CBOETO MUCMEHO HH(GOPMHUPAHO ChITIacHe.

(2) (Or™. - 1B, 6p. 84 ot 2018 1. (*))

(3) (U3m. - IB, 6p. 84 ot 2018 1. (*)) Undopmupano cwriacue no rinasa V ot Pernmament (EC)
Ne 536/2014 moxe nma gaBa camo JIEECIIOCOOHO JIHIIE, KOETO pa3bupa CHITHOCTTA, 3HAYCHHETO, 00XBaTa H
€BEHTYaJHUTE PUCKOBE OT KIMHUYHOTO M3nuTBaHe. H(OpMHUpaHOTO chIylacue 3a ydyacThe B KIMHUYHO
M3MHUTBAaHE MOXeE Ja Ob/Ie OTTETJICHO MO BCAKO BpEMe.

(4) (U3m. - IB, 6p. 84 ot 2018 1. (*)) Undopmupano cwriacue no riasa V ot Pernament (EC)
Neo 536/2014 3a HeneecrnocOOHO MBIHOJETHO JIULIE CE JaBa OT 3aKOHHUS MY MpejactaBuTen. ChriacueTo Ha
3aKOHHUS MpEACTaBUTEN TpsiOBa Ja MpeACTaBlisgBa MpearojaraemMara BOJIsl HA YYaCTHHKA U MOXeE Ja Obje
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OTTETJICHO T10 BCIKO BpeMe 0e3 OTPHUIIATEIHN TOCIECTBUS 33 yYaCTHHUKA.

(5) B caywgamte mo un. 162, an. 3 or 3akoHa 3a 3apaBeTo MHGOPMHPAHO ChIJIACHE J1aBa
HA3HAYEHOTO OT Ch/a JIUIIE.

(6) Ha nHemeecrmocoOHOTO THJIHOJETHO JIMIIE CE€ MPENOCTaBs HMHQPOpMaNUs 3a HU3MUTBAHETO,
CBCHTYAJTHUTE PUCKOBE M MOJI3UTE B ChOTBETCTBHUE C HEroBaTa CIIOCOOHOCT 3a pa3OupaHe.

(7) U3puuHOTO KeJlaHue Ha HEJEECIOCOOHOTO MBJIHOJIETHO JIMIIE J1a OTKAXKE /1a y4acTBa WM J1a
Ce OTTETJIM TI0 BCSAKO BPEME OT KIMHUYHOTO M3MUTBaHE TPsiOBa Ja ObJie B3ETO MPEIBUI OT M3CIIEI0BATENS, a
npu HCO6XOILI/IMOCT - OT I''TaBHUA U3CJICA0BATCII.

Yn. 97. (1) (U3wm. - IB, 6p. 84 ot 2018 1. (*)) KnuHnyHO M3NUTBaHE BHPXY MAJOJIETHO JUIE CE
IpOBEXJa cjel IoJlydyaBaHEe Ha MHCMEHO HMH()OPMHpPAHO ChIJIACME HA JBaMaTa pOJWTENM WIM Ha
HAaCTOMHUIIMTE HAa JIMIIETO NpH cria3BaHe Ha riaBa V ot Permament (EC) Ne 536/2014 u . 96, ain. 3.

(2) Cpriacuero Ha POIUTENHUTE U HACTOMHUIIMTE TpsiOBa Na MpeACTaBiIsiBAa Mpeanosaraemara
BOJISI HA MAJIOJIETHOTO JIMLIE U MOKe J1a Ob/Ie OTTETJIEHO MO BCSKO BpeMe 0e3 OTpHUILIaTeIHH MOCIEACTBUS 32
MaJOJIETHOTO JIUIIE.

(3) U3puuHOTO KenaHWe Ha MaJOJETHOTO JIMIE Ja OTKaXKe Ja ydacTBa WJIM Ja C€ OTTErJU IO
BCAKO BpeMe OT KIMHUYHOTO H3MUTBaHE TpsOBa 1ga OBAE B3E€TO MPEABHJ OT H3CIeNOBaTeNsd, a MpH
HEOOXOIUMOCT - OT TJIABHUSI U3CIIeI0BATEN.

(4) (M3m. - JIB, Op. 84 ot 2018 r. (*)) KnuanyHO M3NHWTBaHE BBPXY HEIBIHOJICTHO JIUIE CE
MPOBEX/a CJe]l MoJlydaBaHe HA MUCMEHO MH()OPMUPAHO CHITIACKE OT JHILETO U OT JBamara pOIUTENH WIH
OT ToreunTens npu crna3Bane Ha riaBa V ot Permament (EC) Ne 536/2014 u un. 96, an. 3. Koraro equHust
POIIUTEN € HeU3BECTEH, TOYMHAI WM € JIMIIEH OT POAUTENICKHU MpaBa, WU HE ca My MPEJIOCTaBEeHH TaKUBa
IpaBa B CIy4yauTe Ha pa3BoJl, MMCMEHOTO MH(POPMHUPAHO ChIVIACHE CE J]aBa OT HEMbJIHOJETHOTO JIULE U OT
POIUTENS, KOUTO yIpa)xXHsIBA POAUTEIICKUTE MpaBa.

(5) CeriacueTo Ha HEMIBIHOJETHOTO JIUIE, HA POAUTEIINTE WU HA TOTMEUUTENST MOXKe J1a Obe
OTTETrJICHO I10 BCSKO BpeMe 0e3 OTPHUIATEeTHU MOCIIEICTBUS 32 HEIbJIHOJIETHOTO JIUIIE.

(6) N3puuHOTO »XemaHWe HAa HEMbBJIHOJETHOTO JHIE Ja C€ OTTErJIM IO BCIKO BpEME OT
KIIMHUYHOTO W3MUTBaHE TPsOBa nMa ObJE B3ETO MPEIBHA OT HM3CIEAOBATENsA, a MPH HEOOXOJAMMOCT - OT
TJIaBHUSA U3CIIE0BATEN.

(7) Ha mMasioneTHOTO WM HEMBIHOJIETHOTO JIMIIE C€ MPEAOCTaBs MHPOPMAIHS 3a U3MUTBAHETO,
3a €BEHTYyallHUTe PUCKOBE M 3a MOJ3HUTE MO pa3dupaeM 3a HEr0 HAYMH OT JeKap, KOWTO MMa OMUT C
MAaJIOJIETHU Y HEITbJIHOJIETHH JIHIIA.

Y. 98. (OTm. - JIB, 6p. 84 ot 2018 1. (*))
Y. 99. (Otm. - JIB, 6p. 84 ot 2018 1. (*))

Pasnen II.
KanauvHo u3nurBaHe ¢ ya3BumMu rpynu naupueHtu (Orm. - IB, op. 84 ot 2018 r. (¥))

Y. 100. (Otm. - 1B, 6p. 84 o1 2018 1. (*))
Yn. 101. (O1m. - JIB, 6p. 84 ot 2018 1. (*))
Yn. 102. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Paznea III.
ETnyna komucus 3a KJIMHUYHH W3NUTBaHuA (3ari. usm. - JIB, op. 84 ot 2018 r., B cuiia ot
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12.10.2018 r.)

Yn. 103. (U3m. - [IB, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) (1) Kbm MuHHCTBpa Ha
3/IpaBeoIa3BaHeTo ce ch3AaBa ETHUHA KOMUCHS 32 KIMHUYHU H3MUTBAHUS, YUITO CHCTaB CE OMPEAEIs ChC
3aroBe]] Ha MMUHHUCTBpPA Ha 3/IpaBEOla3BaHETO M BKJIOYBA PEIOBHU M pE3epBHU wieHOBe. PesepBHUTE
YJICHOBE y4acTBaT B 3acellaHUsATAa Ha KOMHCHUATAa M MMAT MPaBO Ha IJIac MPU OTCHCTBHUETO HA PEIOBHUTE
YJICHOBE.

(2) Komucusita mo an. 1 ce cocton ot 7 A0 12 peoBHU YICHOBE, BKIFOUUTEIIHO MPEACEaaTesl U
3aMECTHUK-TIpe/iceaTeNl, KOUTO HUMaT KBaIU(UKAIMS W ONUT Ja pasrjiefaT M OLCHAT HAyYHHTE,
MEIWIMHCKUTE W CTUYHUTE AaCIeKTH Ha MPEIJI0KEHOTO KIMHUYHO W3MUTBaHe. VI3WCKBaHHATa KbM
KBIM(UKAIMITA HA YWICHOBETE Ha KOMHUCHSATA MO al. |, KAKTO W yCIOBHUSATa U PEABT 3a ONMPEACNISIHETO Ha
IIOMMEHHHUS ChCTaB HA KOMUCHSATA CE ypexXaarT ¢ npaBuiHuKa o wi. 106, axn. 1.

(3) Komucusra no an. 1 BkiIouBa HE MO-MAJIKO OT JBama PEJOBHH UJICHOBE C HEMETUIIMHCKO
o0Opa3oBaHmMe - MPEJCTABUTEIN HA [BATA MOJA.

(4) 3a Hyx)auTe Ha cBosATa paboTa KOMHCHATA MO ald. | MOXKe Ja MpPUBINYA BBHHITHU
CHELUAINCTH.

(5) Camo unmeHoBeTe Ha KOMHUCHSTAa TO ail. 1, KOUTO HE ca B KOH(MJIMKT HAa HMHTEPECH, He
y4acTBaT B KOHKPETHO M3MUTBaHE U Ca HE3aBUCHUMH OT BB3JIOKHTENS, JIEUeOHOTO 3aBEACHHE, KBAECTO Ce
NPOBEXJa KIMHUYHOTO M3MHUTBAHE, U OT IJIaBHUS M3CIIEI0BATEN, MOTaT J1a y4acTBaT B OIEHKATa 1o 4i. 83,
KaKTO U J1a TJIacyBaT U J]a y4acTBaT B 00CHKIAHETO.

(6) 3a BBHIIHM CHENHMATUCTH TO ai. 4 Morar na ObAAaT MPUBIWMYAHU JIMIA, KOUTO HE Ca B
KOH(JIMKT Ha WHTEPECH, HE y4YacTBAT B KOHKPETHO HW3MUTBAHE W Ca HE3aBUCUMH OT BB3JIOKHUTEIS,
ne4e0HOTO 3aBeJICHHE, KbJIETO CE MPOBEX 1A KIMHUYHOTO U3MUTBAHE, U OT TJIaBHUS U3CJIe0BATE.

(7) YnenoBere Ha KOMHCHSATA MO . | W BHHIIHUTE CIEUUATUCTH 1O al. 4 HE MOraT Ja uMmat
YacTeH MHTEpeC WK obJiara, KOUTO OMXa MOTJIM J1a MOBIUSST Ha TSIXHATa OE3MPUCTPACTHOCT MPH OLIEHKATa
o 4. 83.

(8) 3a ymoctoBepsiBaHe Ha 00CTOsATEICTBATA IO aJI. 5 - 7 WICHOBETE HA KOMHUCHSATA 1O all. 1 U
BBHIITHUTE CIICIUATHCTH T10 al. 4 MOIMUCBAT JAeKIapaius mo pea u odpasel, onpeaeneHu B MPaBUIHUKA 110
yi. 106, an. 1.

Ui 104. (Otwm. - /1B, 6p. 84 ot 2018 1., B cwuta ot 12.10.2018 1.)

Y. 105. (1) (M3wm. - JIB, 6p. 84 ot 2018 ., B cunma ot 12.10.2018 r.) ManaarsT Ha WICHOBETE Ha
komucusTa 1o 4i. 103, an. 1 e ¢ npoXbIKUTENHOCT 4 TOAUHHU.

(2) (U3m. - 1B, Op. 84 oT 2018 1., B cuia ot 12.10.2018 r.) Ha Bceku 1Be roguHu eiHa BTOpa OT
chcTaBa Ha KoMucusaTa 1mo wi. 103, ain. 1 ce oOHOBsBa.

(3) (M3wm. - ]IB, 6p. 84 ot 2018 ., B cmma ot 12.10.2018 r.) Uiren Ha komucusita o wi. 103, an.
1 He Moxe fa Ob/ie Ha3HAYaBaH B ChIIaTa KOMUCHS 3a TTOBEYE OT J[Ba MOCJIeI0BATEIHA MaH1aTa.

Un. 106. (U3m. - JIB, Op. 84 ot 2018 r., B cuna or 12.10.2018 r.) (1) MuHUCTBPBT Ha
3/IpaBeOINa3BaHETO YTBbPIKIaBa MPABUIIHUK 32 YCIOBHTA U pesia 3a paboTa Ha KomucusTa rmo wi. 103, an. 1.

(2) Komucusta nmo ui. 103, an. 1 uzpaborBa W mpuemMa NMUCMEHU CTaHJAPTHU OINEPATUBHU
IpoIelypy B ChOTBETCTBHE C MpaBuiiaTa 3a JloOpa KIMHUYHA MPAKTHKA.

(3) 3acenanudara Ha komucusTa o wi. 103, an. 1 ca 3akpurn.

Y. 107. (O1m. - [IB, 6p. 84 o1 2018 1. (*))
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Ui 107a. (Hos - IB, 6p. 84 ot 2018 1. (*)) (1) PpkoBoaguTENTUTE HA JICUCOHUTE 3aBEACHUS, B
KOUTO CE€ M3BBPIIBAT KIMHUYHU UIMUTBAHUS, OTIPEICIIST JIUIE UM JIUIIA 32 KOHTAKT.

(2) Jluero unu nUIaTa 3a KOHTAKT MO aj. | uMmaT kBanudUKaIMsS U OMUT J1a OCHIIECTBABAT
MOHUTOPHUHT BBPXY MNPOBEKIAHUTE B JIEYEOHOTO 3aBEJCHUE KIWHUYHW W3MUTBAHUS 32 CIa3BaHE Ha
npaBuiata Ha JloOpara KIMHUYHA TPAKTHKA.

(3) UsuckBanusTa KbM KBadU(UKALMATAa Ha JIMLATAa 3a KOHTAKT MO al. 1 ce ypexnaar B
npaBwiIHUKA o 4i. 106, an. 1.

(4) Ilpu KOHCTaTUpaHU OTKJIOHEHHS OT OJ0OpEHMS MPOTOKOJ W/WIM HEKENaHU JIeKapCTBEHU
peaknuy B XOJla Ha KIMHUYHOTO M3MUTBAaHE, KOMTO HE ca JokiaaBaHu 1o pena Ha Permament (EC) Ne
536/2014, nuneto 3a KoHTakT 1o ain. | yBegomsasa MAJI u komucusra no wi. 103, am. 1.

Y. 108. (Otm. - JIB, 6p. 84 ot 2018 . (*))

Paznen IV.
Pa3spenenue 3a npoBeskIaHe HA KJIMHUYHO U3NIMTBaHe

Y. 109. (O1m. - [IB, 6p. 84 o1 2018 1. (*))
Y. 110. (Orm. - IB, 6p. 84 o1 2018 1. (*))
Yn. 111. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Un. 112. (Ot™m. - IB, 6p. 84 ot 2018 1. (*))
Y. 113. (Orm. - IB, Op. 84 o1 2018 1. (*))

Un 114. (1) (U3m. - OB, Op. 84 ot 2018 r., B cunma ot 12.10.2018 r.) 3a monyuaBaHe Ha
CTaHOBHIIIE I10 WI. 83 BB3IOKHUTEIIAT I101aBa 3asBJICHUE 10 KomucusarTa mo wi. 103, amn. 1.

(2) (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

(3) (Otm. - 1B, 6p. 84 oT 2018 1. (*))

(4) (HoBa - 1B, 6p. 12 o1 2011 r., B cuna ot 08.02.2011 r., ot™m. - IB, 6p. 84 ot 2018 1. (*))

Un. 115. (Om™m. - IB, Op. 84 ot 2018 1. (*))
Y. 116. (Otm. - IB, Op. 84 o1 2018 1. (*))
Y. 117. (O1m. - [IB, 6p. 84 o1 2018 1. (*))
Y. 118. (O1m. - [IB, 6p. 84 o1 2018 1. (*))
Yn. 119. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Un. 120. (Ot™m. - IB, 6p. 84 ot 2018 1. (*))
Y. 121. (Orm. - IB, Op. 84 o1 2018 1. (*))
Ui 122. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 123. (O1m. - [IB, 6p. 84 or 2018 1. (*))
UYn. 124. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 125. (Otm. - IB, 6p. 84 o1 2018 1. (*))

Pazgen V.
IIpomenn (Otm™m. - [IB, 0p. 84 ot 2018 1. (¥))

Y. 126. (Otm. - JIB, 6p. 84 ot 2018 T. (*))
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Y. 127. (O1m. - [IB, 6p. 84 o1 2018 1. (*))
Y. 128. (O1m. - [IB, 6p. 84 o1 2018 1. (*))
Yn. 129. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 130. (Orm. - IB, 6p. 84 oT 2018 1. (*))
Yn. 131. (O1m. - [IB, 6p. 84 ot 2018 1. (*))

Paznea VI
Cnupane Ha KJIMHUYHOTO M3nuTBane (OTm. - IB, 0p. 84 oT 2018 1. (*))

Y. 132. (Otm. - [IB, Op. 84 ot 2018 1. (*))
UYn. 133. (O1m. - [IB, 6p. 84 ot 2018 1. (*))
Un. 134. (Otm. - [IB, Op. 84 ot 2018 1. (*))

Pa3pen VII.
IIpocaensiBane Ha G6e3onacHoctTa (OT™. - /1B, Op. 84 o1 2018 1. (*))

Yn. 135. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 136. (OtMm. - IB, 6p. 84 o1 2018 1. (*))
Un. 137. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 138. (O1m. - [IB, 6p. 84 o1 2018 1. (*))
Y. 139. (Orm. - IB, Op. 84 o1 2018 1. (*))
Y. 140. (O1m. - [IB, 6p. 84 o1 2018 1. (*))
Y. 141. (O1wm. - [IB, 6p. 84 or 2018 1. (*))

Paszpen VIIIL
YBenomiieHue 32 NPUKJIKYBAHE HA KIMHUYHOTO m3nutBane (OTm. - JIB, 6p. 84 ot 2018 r. (*))

Un. 142. (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))
Y. 143. (Omm. - IB, 6p. 84 o1 2018 1. (*))
UYn. 144. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

I'naBa ywerBbpTa "a'".
HEUMHTEPBEHIIMOHAJIHU IPOYYBAHUSA (HOBA, IPEJIUIIEH PA3AEJI IX "
HEUHTEPBEHIIMOHAJIHO ITPOYYBAHE" - /IB, bP. 12 OT 2011 I'., B CWJIA OT
08.02.2011T.)

Un. 145. (1) (Hom. - JIB, 6p. 12 ot 2011 r., B cria ot 08.02.2011 r.) HemnTepBeHIIMOHAIHO
MPOy4YBaHE ce MPOBEKIA C pa3pelieHn 3a ynotpeda B Permybnuka beiarapus nekapcTBeHU MPOIYKTH, KOTATO
Ce W3MMTBAT 3a MOJy4aBaHe Ha JOMBIHUTENHA HMH(OpMalus 3a MPOAYKTa, MPEANUCBAaH MO OOMYalHuUs
HAYMH B CHOTBETCTBHUE C YCJIOBUATA, OMpEACNiEHH B paspenieHuero 3a ynorpeba. Ha ydactHunurte B
HCHUHTCPBCHUMOHAJIHN MNPOYYBAHUA HC CC IpWilaraT AWArHoCTUYHH WKW MPOCICAdABaAllIN IIPOLUCAYPH,
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paznuuHM 0T oOWdYaiiHaTa TpaKTHKa, KAaTo 3a aHalu3 Ha TOJIY4YCHUTE JaHHH C€ U3I0JI3BaT
EMUEMUOJIOTHYHA METOIH.

(2) (U3m. - 1B, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 r., ot™. - /IB, 6p. 102 ot 2012 1., B cuna
or 21.12.20121.)

(3) (U3m. - 1B, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r., ot™. - /IB, 6p. 102 o1 2012 1., B cuna
or 21.12.20121.)

(4) (Homa - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - IIB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 1.)

(5) (Homa - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - [IB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.)

(6) (Homa - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - IIB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 1.)

Y. 145a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) HeunrepBenuumonaanu
MOCTMApKETUHTOBY MPOYYBaHMA 3a OE€30MacCHOCT c€ MPOBEXJAT [0 WHHUIMATHBA HAa IpUTEXATeNsd Ha
paspenieHneTo 3a ynorpeda win B M3MIBIHCHUE HAa YCIOBUATA 0 Wi. 55a 1 56a 1 ca CBbP3aHH ChC CHOUpPAHE
Ha JIAHHM 10 JIEKapCTBeHa 0€30MacHOCT OT MAIlMeHTH U MEIUIIUHCKH CIEIHAINCTH.

(2) (U3m. - 1B, 6p. 17 ot 2019 r.) KoraTo npu npoydBaHeTO ce TIaHKpa CbOUPAHETO Ha TaHHU
OT MallMeHTH, clie[Ba Aa ObJe MOTYYeHO TAXHOTO chryiacue. JINUHUTE NaHHU Ha MAlMeHTHTe ce 00paboTBaT
IIpY Clla3BaHe M3MCKBAHUATA 3a 3aIUTA HA JINYHUTE JaHHHU.

(3) MeaunuHCKUTE CrIENUAINCTH HE TOdy4yaBaT (PMHAHCOBU WIJIM JPYTH CTUMYJIU 32 y4acTHE B
HEMHTEPBEHLMOHATIHNUTE TPOYYBAHUS 32 O€30MaCHOCT OCBEH KOMIICHCAIIMM 3a M3Pa3XOJBAaHOTO BpeMe H
CpEeICTBa.

Ui 1456. (Hos - /IB, 6p. 102 ot 2012 1., B cumma ot 21.12.2012 1.) (1) [To Bpeme Ha poBex1aHe
Ha mpoy4BaHeTo Mo wi. 1458, am. 1 m uwn. 145e, an. 1 mpuTexaTenar Ha pa3pelICeHUETO 3a YIoTpeda
OCBUIECTBSIBA MOHMTOPMHI Ha IIOJIy4YEHUTE [AaHHU W OTYWUTA BIUSHUETO MM BBPXY CHOTHOLIEHHETO
I10JI3a/pUCK 3a JIEKAPCTBEHUSI TPOTYKT.

(2) Ipurexarenst Ha pa3peleHHeTo 3a ynorpeda crobimasa Ha MTAJI Besika HOBa MH(poOpMarus,
KOSITO OM MOTJIa J1a TIOBJIHsI€ HAa ChOTHOIIICHUETO MOJI3a/PHUCK 32 JIEKAPCTBEHUS TPOIYKT.

(3) 3agbkeHHeTo Mo al. 2 He 0CBOOOXK/IaBa MPUTEKATENsI Ha pa3pelIeHueTo 3a yrnorpeda ot
M3MCKBaHETO Ha wi. 1943 3a mpenocraBsHe Ha wuHGpoOpMANMATa MO Al 2 W 4Ype3 NEPUOTUYHUTE
aKTyaJu3upaHH JIOKIaIu 3a O€30MacHOCT.

Y. 1458. (Hos - [IB, 6p. 102 ot 2012 r., B cuiia ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 84 ot
2018 r., B cuna ot 12.10.2018 r.) Korato npoyuBaHeTo ce MpoBekaa camMoO Ha TepuTopusita Ha PermyOinka
bearapus B W3NbBIHEHWE HA 3aIBJDKEHUE MO Wi. 56a, MPHUTEXKATEISAT Ha pa3pelieHueTo 3a ymorpeda
npenctass B MAJI mpoekT Ha MpOTOKOIa Ha MPOy4BaHETO. [[pOeKTHT Ha MPOTOKOJIA, MPUAPYKEH C TUCMEHO
chriacue mo ui. 145a, an. 2, ce npencrass v B komucusita o 4wi. 103, an. 1.

(2) Uznbaautenausat mpupekrop Ha MAJL B cpok mo 60 mHM OT nmarata Ha MoOJydaBaHe Ha
JOKYMEHTAIMsATa Mo aji. | u3mpama Ha MpUTEKaTeNls Ha pa3pelleHHueTo 3a YInoTpeda yBeAOMIICHHE 3a
0J100psiBaHE HA MPOYYBAHETO UJIU TIPABU MOTHBUPAH OTKa3.

(3) Uznbanutennust pupektop Ha MAJI oTka3Ba mpoBeJaHEe Ha MPOYYBAHETO C €IUH WIH
IIOBEYE OT MOTUBHTE 110 ui. 145¢, an. 2, 1. 2.

(4) (U3m. - [1B, 6p. 84 ot 2018 r., B cua ot 12.10.2018 r.) Komucusra mo 4wn. 103, an. 1 B cpok
no 60 nHM OT jgaTaTa Ha MOJy4YyaBaHE Ha JOKyMEHTalusATa Mo aj. | u3mpama Ha NpuTexaTess Ha
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pas3pelieHrneTo 3a yrnorpeda MmosoKUTEHO WIH OTPHUIIATEIIHO CTAHOBUIIIE.

(5) (U3m. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IIpoBexxaaneTo Ha TPOYIBAHETO
MOJKE J1a 3arloyHe cje]l nmoyydyaBaHe Ha ogooperne oT MAJI 1 MosoKUTETHO CTAaHOBHILE OT KOMHCHATA I10
. 103, ain. 1.

(6) 3a ouenka Ha gokyMmeHTamusaTa mo an. 1 MAJI cwbupa Takca B pasmep, OIpenesiceH B
tapudara o ui. 21, an. 2.

Ui 145r. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - JIB, 6p. 84 ot
2018 r., B cmma ot 12.10.2018 r.) IlpuTexkatenar Ha paspelieHHETO 3a ymorpeda mpuiara IUTaHHUPaHH
CBHILIECTBEHU MMPOMEHHU B MPOTOKOIA B CIy4dauTe Mo 4. 1458, an. 1 cies mpenBapuTeIHOTO UM 0J100psiBaHe
ot MAJI u ot komucusra o wi. 103, an. 1.

(2) (U3m. - [IB, Op. 84 ot 2018 1., B cuyma ot 12.10.2018 1.) [IpuTekaTensr Ha pa3pemieHUETo 3a
ynotpeba npeacrass B UAJl u B komucusita mo wi. 103, an. 1 gokymMeHTanusTa, CBbp3aHa ¢ IPOMEHUTE, U
MOTHBHTE 3a TOBA.

(3) Uznbanurennusat aupexkrop Ha MAJL B cpok 10 30 aHM OT nosnydaBaHe Ha JOKyMEHTaLUsATa
no ajn. 2 onoOpsiBa MPOMEHEHMsI MPOTOKOJ WM HM37aBa MOTHBHpPAH OTKa3 U YBEIOMsBA MPUTEXKATENs Ha
paspelIeHrneTo 3a yrnorpeoa.

(4) (U3m. - 1B, Op. 84 ot 2018 r., B cuya ot 12.10.2018 r.) Komucusara mo uwi. 103, an. 1 B cpok
no 30 nHM OT garaTa Ha TOJydyaBaHE Ha JOKYMEHTAIMsATa MO aj. 2 HW3Mpalia Ha MpUTeKarens Ha
pas3perieHrneTo 3a yrnorpeda MmosoKUTEHO WIH OTPUIIATEIIHO CTAHOBUIIIE.

(5) M3nbnautennuar nupektop Ha MAJI oTka3zBa mpoMeHuTe 1Mo aj. | ¢ eauH WU MoBeYe OT
MOTHBHUTE, ITOCOYEHH B wi. 145¢, ain. 2, 1. 2.

(6) (U3m. - [IB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 1.) [IpuTekaTensT Ha pa3pemieHUeTo 3a
ynoTtpeba Moke Jja MPUIIOKH MPOMEHHTE 110 all. 1 cien monydaBane Ha onoopenue ot MAJI u monoxxureaHo
CTaHOBHIIIE OT KoMHcHsITa 1Mo 4. 103, ai. 1.

(7) 3a omenka Ha nmokyMeHTtammsTa mo aia. 1 MAJI crOupa Takca B pa3mep, ONpEAciiCH B
tapudara o ui. 21, an. 2.

UYn. 145a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarensar Ha
pas3pelieHneTo 3a yrnorpeda npeacTaBs OKOHYATENeH AOKIan oT nmpoy4yBanero Ha MAJI B cpok 1o 12 mecena
cliell TPUKIIOUBaHE ChOMpaHeTo Ha JaHHM. KbM Jokiaza ce mpuiara M pe3loMe Ha pe3ysTaTuTe OT
IIPOYYBAHETO.

(2) IlpuTexxkatenar Ha pas3penieHUueTo 3a ymorpeda MOKe Ja IMojajie MOTUBUPAHO HCKaHE J0
HNAJI 3a omnaraHe Ha cpoka 1o aji. | Hali-Malko TpU Meceua Ipeau JaTrara 3a IpeacTaBsHE Ha
OKOHYATENHUS AOKJIa, TOCOYeHa B MPOTOKOJIA.

(3) M3nbenHuTenHaTa areHuus MO JeKapcTBaTta oJo0psiBa WM IMpaBM MOTHBHpaH OTKa3 Ha
MCKaHETO I10 aJl. 2 ¥ YBEJIOMsIBa IPUTEXKATENS Ha pa3pelieHnueTo 3a ynorpeoa.

(4) Koraro mpurexareisT Ha pa3pelleHHeTO 3a ynorpeba Bb3 OCHOBAa Ha JOKJIaaa mo ai. |
IpeLeHy, Y€ € HeoOXoauma MpoMsiHa B paspelieHueTo 3a ynorpeba, Toi moaasa 1o MAJIL 3asBieHue 3a
MpOMsIHA MO0 peJla Ha rJ1aBa TpeTa, pasaen VI.

(5) Usnenuutennusat aupexkrop Ha WAJL cbe 3amoBen cmmpa JEHCTBHETO WIM HpeKpaTsBa
paspemieHueTo 3a ymnoTrpeba, korato MAJI BB3 ocHOBa Ha Jokiana mo ain. | W ciea KOHCYJTalus C
IIPUTEXKATEII HA Pa3pelIeHUeTo 3a ynoTpeda MpereHu, 4e € HeoOX0AUMO CIMpaHe WIM NpeKpaTsBaHe Ha
pa3pelieHneTo 3a ynorpeoa.

Un. 145e. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro npoyuBanero ce
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MPOBEXKa KAKTO Ha TepuTopusita Ha PenyOnuka bwirapus, Taka U Ha TEPUTOPHSITA U HA JPYTH JbPKaBH
YICHKH, 32 JIEKAPCTBEHH MPOYKTH, paspemieHu mo penaa Ha Permament (EO) Ne 726/2004 na EBponeiickus
napraMeHT 1 Ha ChBeTa WM 1O pela Ha TlaBa Tpeta, paznen VII B u3mbiHeHHE Ha 3abJIKCHHSTA 10 Y.
55a unum mo . 56a, mpUTEKATEAT HA Pa3pEIICHUETO 3a YIoTpeda rmogasa 10 KOMHUTETA 1Mo Wi. 56a, ai. 1, T.
1 mpoekTa Ha TPOTOKOI.

(2) B cpok o 60 auM OT AaTara Ha NOJy4yaBaHE HA JOKYMEHTAIMATA 10 al. | KOMUTETHT O 4Jl.
56a, an. 1, 1. 1 U3rOTBS CTAaHOBUIIIE U W3MpAIlla HA IPUTEKATENS HA pa3pelICHUETO 3a yrnorpeba:

1. yBenoMiieHue 3a o100peHne, uiu

2. MOTUBHPAH OTKa3, KOTaTo:

a) KOHCTaTupa, 4e MPOBEKIAHETO HA MPOYYBAHETO HachpuaBa ymoTpedaTa Ha JIEKapCTBEHHS
MPOAYKT, W/WIH

0) mpelieHy, 4e AU3alHBT HA MPOYYBAHETO HSAMA Ja MOCTHTHE 3aJ0KEHHUTE B MPOTOKOJA IIEIH,
u/vunm

B) IPOYYBAHETO MMa XapaKTep Ha KIMHUYHO U3IUTBAHE.

(3) (U3m. - JIB, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) B cmywaure mo am. 2, T. 1
MIPUTEKATEIAT Ha pa3peIICHUETO 3a yIoTpeda mpeacrass yBeaomicanero va MAJL.

(4) (M3m. - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Komucusra mo un. 103, an. 1 B cpok
no 15 mHM OT pJarara Ha TOMydYaBaHE Ha YBEIOMIICHHETO IO all. 3 W3Mpalia Ha MPUTEKATENIsS Ha
paspeleHneTo 3a ynorpeda mojJoKUTEIHO WK OTPUIIATETHO CTAHOBHIILIE.

(5) (U3m. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IIpoBexkaaneTo Ha MPOYYBAHETO
MOKE JIa 3alI0OYHE CJIe]I MOJy4YaBaHe Ha MOJIOKUTEITHO CTAHOBHIIE OT KomucusTa o wi. 103, amn. 1.

(6) Cwpappxkanuero u QopmaTa Ha MPOTOKONa mo an. | ce ompenmemst ¢ PermameHnt 3a
m3nbiHeHue (EC) Ne 520/2012 na Komucusra ot 19 ronn 2012 1. OTHOCHO U3BBPIIBAHETO HA JIEHHOCTUTE B
obnactra Ha (apmakonornuyHata OIuUTENHOCT, mnpenasuaeHu B Permament (EO) Ne 726/2004 Ha
EBponeiickus mapnament u Ha CbBera u B [lupektuBa 2001/83/EO na EBpomeiickust mapiaMeHT M Ha
Coera (OB, L 159/5 ot 20 ronu 2012 r.), Hapuuan no-Hatarbk "Permament 3a wm3nbiaHeHue (EC) Neo
520/2012".

UYn. 145%. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) IIpurexarenar Ha
paspenieHueTo 3a ynorpeba B ciydante mo wi. 145e, an. 1 mpunara riaHUpaHu CHIIECTBEHU MPOMEHHU B
MIPOTOKOJIA HAa MMPOYYBAHETO CJIE]] MPEABAPUTEITHOTO UM 0JI00psIBaHE OT KOMUTETA 10 ui. 56a, an. 1, T. 1.

(2) IIputexkaTenar Ha pa3pelIeHUETO 3a YIoTpeda npeIcTaBs Ha KOMHUTETA 10 wi. 56a, an. 1, T.
1 moxyMmeHTanusTa, CBbp3aHa ¢ MPOMEHHUTE, 1 MOTUBH 3a TOBA.

(3) (U3m. - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Korato KOoMUTETHT 10 4. 56a, an. 1,
T. 1 0100pu mpoMeHuTe B MPOTOKOJIA, MPUTEKATENAT Ha pa3pelieHueTo 3a ynorpeda ysenomsisa MAJI u
komucusaTa o wi. 103, am. 1.

(4) (U3m. - [1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 1.) [IpuTexkaTenst Ha pa3pemieHUETo 3a
ynotpeba MoKe Na MPUIOKH MPOMEHUTE MO ai. | cied mojlydaBaHe Ha MOJIOKHUTETHO CTAHOBHUIIE OT
koMucHsTa mo 4. 103, ai. 1.

Y. 1453. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) Ilpurexarenst Ha
pa3peleHneTo 3a ynorpeda mpencTaBs Mo eJIeKTPOHEH MbT Ha KOMHUTETa 1o wi. 56a, an. 1, T. | okoH4aTesneH
TOKJIa/1, TPUAPYKEH C PE3IOME Ha PEe3yJITATUTE OT MPOYUYBAHETO, B CPOK A0 12 mecena ciesl MpUKI0YBaHe
cbOMpaHeTo Ha TaHHHU.

(2) purexarensar Ha pa3peUICHUETO 3a yrmoTpeda MOXe Ja IMojaZe MOTHBHPAHO HMCKaHE JI0
KoMHuTETa 1Mo 4. 56a, an. 1, T. 1 3a oTjlarane Ha cpoka o aj. | Hal-MaJko TpW Mecella Ipeau JaTara 3a
MpEACTaBsIHE HA OKOHYATENHUSA JJOKJIa/1, TIOCOYEHA B MPOTOKOJIA.

(3) KomurersT mo wi. 56a, an. 1, T. 1 ogo0psiBa Wi nMpaBu MOTUBHUPAH OTKAa3 HAa MCKAHETO IO
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aJl. 2 ¥ yBeIOMsIBa MIPUTEXKATENSI HA Pa3pPeIICHUETO 3a yIoTpeoa.
(4) CpabpxanueTo U ¢popMara Ha JOKIaaa 1o ai. 1 ce ompeaensar ¢ PermameHT 3a U3NBJIIHEHHE
(EC) Ne 520/2012.

UYn. 145u. (Hos - 1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) KomuteTsT no un. 56a,
an. 1, T. 1 Bb3 ocHOBA Ha Jokiaaa 1mo wi. 1453, ain. 1 u ciex KOHCYATAIUs ¢ IPUTEkKATENS HA Pa3pEIICHHUETO
3a ynoTpeba H3/laBa MOTHBHMpaHa MpENoOpbka OTHOCHO pa3pelIeHHEeTO 3a ymoTrpeda Ha JeKapCTBEHUS
IIPOAYKT U 5 U3Ipalua ao:

1. Komurera 1o jiekapcTBEHUTE MPOJIYKTH 32 XyMaHHa yroTtpebda mo 4. 5 ot Permament (EO)
Ne 726/2004 na EBpomneiickus mapiameHT u Ha CbBeTa, WK

2. KOOpAWHAIIMOHHATA TpyTIa 1Mo Wi. 77, a. 2.

(2) B cayyaure mo ain. 1, T. 2, koraTo KOMUTETHT 10 4. 56a, an. 1, T. 1 e npenopbuan npomsHa,
CIMpaHe WM NPEeKpaTsABaHE HA pa3pellieHUETo 3a yrnoTpeda, KOOpAUHALMOHHATA Py, IPEICTaB/IsIBaHa OT
IbpKABUTE YJICHKH, B KOUTO € IMPOBEACHO IPOYUYBAHETO, M3/1aBa CTAHOBUIIE OTHOCHO HEOOXOIMMHTE
JeWCTBUS, KOUTO CIIE/[Ba Ja CE MpEeANpreMaT Mo OTHOLICHHE Ha Pa3pelIeHUueTO 3a yrnoTpeda, BKIOYUTEIHO
rpaduK 3a U3MBJIHEHUETO MY.

(3) Koraro npencraBeHUTE AbpKaBU WIEHKU B KOOPAMHAIIMOHHATA I'PyTa HOCTUTHAT KOHCEHCYC
OTHOCHO CTAHOBHIIETO IO al. 2, TO ce MyOJuKyBa Ha EBponeilckusi MHTEpHET MOpTal 3a JEKapCTBEHUTE
MPOIYKTH 10 4uiI. 68, an. 1, T. 4 ¥ ce u3mparia Ha IpUTeXaTels Ha pa3pelIeHueTo 3a yrnorpeoa.

(4) M3nbnuutenuusar aupexkrop Ha MAJL B chOTBETCTBHE ChC CTAHOBHUILETO MO ajl. 2 cHUpa
JEMCTBUETO WM PEKpaTsABa pa3pelIeHNeTo 3a ynorpeoa.

(5) Koraro B craHoBHIIeTO MO al. 2 ca NpenopbyaHU NMPOMEHH B M3/aJCHOTO pa3pellieHue 3a
ynoTpe0a, MPUTESKATEIAT Ha pa3pelieHueTo 3a ymoTpeda B paMKUTE Ha ONpeneieHus rpaduk 3a
u3nbIHeHue noaaBa 1o MAJI 3asBneHue 3a mpoMsiHa MO pela Ha riaBa TpeTa, pasznen VI, BkiIrouBaiio
aKkTyaJlu3upaHa KpaTKa XapaKTepUCTHKA Ha MPOJIyKTa U JIUCTOBKA.

(6) Koraro He Moxe aa ObJe MOCTUTHATO ChIJIAacHE B PaMKHTE HA KOOPJIHWHAIMOHHATA IpyIa,
MO3UIMATA HA MHO3MHCTBOTO OT JIBbP)KaBUTE WIEHKH C€ IpenocTaBs Ha EBponeiickaTa KOMHUCHS, KOSITO
MpHeMa pelieHre 3a MpoMsHa, CIUpaHe WU MpeKpaTsBaHe Ha pa3pelleHUeTo 3a ynorpeda, U3ageHO OT
CBHOTBETHUTE PETyJaTOPHU OPTaHU Ha AbP)KABUTE WICHKH.

(7) Pemennero mo ai. 6 ce myOnuKyBa Ha EBpomeicKus WHTEPHET MOpPTal 3a JICKAPCTBECHUTE
MPOIYKTH 10 4uiI. 68, an. 1, T. 4 ¥ ce u3mparia Ha IpUTekaTels Ha pa3pelIeHUeTo 3a yrnorpeoa.

(8) UsmbnHuTenmHAaTa areHIMs IO JIeKapcTBaTa Npuiara BPEMEHHUTE W/WIM OKOHYATEIHUTE
MEpKH OT pelieHueto mo an. 6 m mHbpopmupa EBpomeiickata areHuust mo jekapctBata u EBpomneiickara
KOMUCHSL.

(9) B ciiydaute no an. 1, T. 1 KoMuTeThT o gexkapcTBEHUTE MPOAYKTH 3a XyMaHHa yrnoTpeda B
CBHOTBETCTBHUE C IIPENIOPBKATAa HA KOMUTETA 1O WiI. 564, an. 1, T. | u3naBa CTaHOBUILE OTHOCHO 3ala3BaHETO,
M3MEHEHHETO, CIMPAHETO WIM MPEeKpPaTsIBAaHETO HA BAJIWAHOCTTA HA pa3pelIeHHueTo 3a ymorpeoda,
BKJIIOUUTENHO Trpaduk 3a u3MbJIHEHHWE Ha craHoBHIneTo. CraHoBHIETO ce mMyOnukyBa Ha EBpomelickus
MHTEPHET MOPTaj 3a JIEKapCTBEHUTE MPOLYKTH Mo wi. 68, ain. 1, T. 4 n ce u3Mpalla Ha NpUTEXKATENsS Ha
paspelieHueTo 3a ynorpeoa.

(10) Korato B cTaHoBuILETO MO al. 9 € u3pa3eHa MO3UIMA 3a MpeIIprueMaHe Ha PeryIaTopHH
JeMCTBYSL IO OTHOLIEHWE Ha paspelleHusTa 3a ynorpeda, EBpomelickata koMucus npuema pelieHue 3a
MPOMsIHA, CIIMpaHe WJIM MpEeKpaTsBaHe Ha pa3pelieHHsTa 3a ynorpeda, W3lajgeHu Mo peaa Ha Permament
(EO) Ne 726/2004 na EBpomneiickus mapiameHnt 1 Ha ChBeTa.

Un. 145k. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 84 ot
2018 1., B cuma ot 12.10.2018 r.) HenHnTepBeHUMOHANIHU NpOy4YBaHUs Ha Teputopusra Ha PemyOnuka
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bearapus ce mnpoBexaaT INpU YCIOBUS U IO pel, OIpeneieHH C Hapeada Ha MMHUCTBpa Ha
3JIpaBEONa3BaHETO.

(2) IIpu mpoBexaHe Ha HEMHTEPBEHLIMOHAIHM MPOYYBAHUS 1O all. 1 ce moco4yBa U3TOUHUKBT
Ha (UHAHCHpaHE.

I'naBa nmerta.
MNMPOU3BOACTBO U BHOC HA JIEKAPCTBEHHU ITPOAYKTU U AKTUBHUAU
BEHIECTBA (3AI'JI. U3M. - JIB, bP. 102 OT 2012 I'., B CWJIA OT 02.01.2013T.)

Paznean I.
IIpousBoacreo

Y. 146. (1) (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) IIpon3BoacTBOTO Ha
BCUYKM BHUJIOBE JIEKAPCTBEHH MPOMYKTH IO CMHUCHJIA HA TO3M 3aKOH, W Ha JICKAPCTBEHU NPOIYKTH,
NpeJHa3HAYeHH 32 KIMHUYHO M3MUTBAaHE, MOTAT Jla U3BBPIIBAT HAa TepuTopusaTa Ha PemyOnmka Beirapus
camMo (M3MYECKH WIH IOPUAMYECKU JIMIA, PETUCTPUPAHM KAaTO THPTrOBIM HA TEPUTOpUATA HA IIbpKaBa
YJICHKA, KOUTO Ca MOJIYYHJIN Pa3pelieHue 3a MPOU3BOCTBO, U3IAJCHO OT JUPEeKTOopa Ha M3mbiHHUTETHATA
areHIysI 10 JICKapCTBaTa.

(2) Pazpemienue 3a MpOU3BOJACTBO CE M3UCKBA U B CIy4YauTe, KOTaTO MPOIYyKTUTE Mo ail. 1 ca
npeHa3HAYeHH CaMo 3a U3HOC.

(3) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pa3pemienue 3a mpou3BOACTBO CE
M3HCKBA W 32 JIMIA, KOUTO U3BBPINBAT STHOBPEMEHHO HJIU ITOOT/CITHO €{HAa OT CJICIHUTE JCHHOCTH: ITJIHO
WIH YacTUYHO TPOM3BOJACTBO, pA3IMYHU TMpollecH Ha paszdacoBaHe, OMAKOBAaHE, MPEOMAKOBAHE,
CTHKETUPAHEe, KAUeCTBEH KOHTPOJ W OCBOOOXK/IaBaHE HA MAPTHUIHU JICKAPCTBCHH MPOAYKTH W JICKAPCTBEHU
MIPOAYKTH, IPETHA3HAYCHH 33 KIMHUYHO H3IUTBAHE.

(4) (Or™m. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.)

(5) He ce u3uckBa pa3penieHne 3a MpOU3BOJICTBO, KOTATO MPOIIECUTE Ha paz(acoBaHe, cMeCBaHE
WM OMIAaKOBAHE C€ M3BBPIIBAT [0 MAaruCTpaiHa Win ¢apMaKkorneliHa perenTtypa B anTeka.

Un. 147. (U3wm. - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) M3nbiHUTENHATA areHIIUS 110
JeKapcTBaTa BBbBEXIa WHPOpPMALWs 3a HW3JAJICHUTE pa3pelieHus 3a TPOM3BOJCTBO Ha JIEKapPCTBEHHU
MPOAYKTH U cepTudukaTu 3a JloOpa npon3BoACTBEHA NMPAKTHKA B 0a3aTa JaHHU Ha EBponeiickus Chro3.

Un. 148. 3a mosyyaBaHe Ha pa3pelieHHE 3a MPOW3BOJACTBO JUIETO 1Mo wWi. 146 TpsOBa na
pasrmounara:

1. ¢ mepcoHal ¢ MoaXoAsIIa KBATU(UKALNS B 3aBUCHMOCT OT CHEIM(UKATA Ha TPOU3BEKIAHUTE
BUJIOBE JIEKAPCTBEHH MPOIYKTH U JIEKaPCTBEHU (HOPMH;

2. TI0 BCSIKO BpeMe Hal-MaJIKO C €HO KBATH(HUIIMPAHO JIUIIE, KOETO OTTOBAps Ha yCIOBUSATA IO
1. 159;

3. ¢ moMmemieHHus 3a MPOU3BOJICTBO, KOHTPOJI U ChXPaHEHHWE HA JICKAPCTBEHHUTE MPOIYKTH,
CHAO/ICHH ¢ HEOOXOUMOTO TEXHUIECKO 000pyABaHe U C JJabOpaTOpuu 3a KOHTPOIL.

Un. 149. PproBoAMTENINTE HA TMPOU3BOACTBO M KOHTPOJ BBHPXY Kauye€CTBOTO Ha JICKAPCTBEHU
MPOJYKTH B MPEANPUATHUATA 32 POU3BOICTBO Ca JUIA!
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1. KouTo MpUTEKABAT 0OPA30BATETHO-KBATU(UKAMOHHA CTENIEH "MarucTbp" Mo CrenuarTHoCT
"apmamms", "xumus" unu "Ononorus’ ¥ Hai-MaJKo BE TOJIMHU MPAKTUYECKH OIMUT BHB (PapMarieBTUIHOTO
IIPOU3BO/ICTBO;

2. KOUTO OTrOBapAT HA M3MCKBAaHUATA MO T. | ¥ UMAT AON'BJIIHUTEIHO MIPU3HATA CIIELUATHOCT I10
PaaroOHOIOTHS WK PAAUOXUMHUS - 32 pagrodapMaleBTHIN WK 33 JIEKapCTBEHH MPOAYKTH, OTIOKEHH Ha
WOHU3UpPALIY JTbUYCHUS,

3. ¢ mpu3HaTa CHEUUAIHOCT MO KIMHUYHA XEMaTOoJIOTHs, MEAMIIMHCKAa MHKPOOHOJIOTHS,
BHUPYCOJIOTHSI WJIM UMYHOJIOTHS - 32 IIPOM3BOACTBOTO HA UMYHOJIOTMUHU JIEKAPCTBEHU MPOIYKTH - BaKCHHH,
TOKCUHU, CEPYyMH, 32 OMOTEXHOJOTMYHU MPOAYKTH U 3a JIEKAPCTBEHM MPOIYKTH, MOJIYYEHHU OT YOBEILKa
I1a3Ma Win OT YOBEIIKa KPbB.

Yn. 150. (1) Jluuero mo un. 146 mpencraBs B MAJI 3asBneHue mo obOpasel, yTBHPIEH OT
JTUPEKTOpPA HA areHIUSATA.

(2) 3aenHO ChC 3asBICHUETO MO ajl. 1 3asBUTENIAT MPEICTABS H:

l. (mom. - JIB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r., uzm. - IB, 6p. 67 ot 2020 r.)
JTUTIIOMA 3a BHUCIIE 00pa3oBaHHE, JOKYMEHT 3a MPUA00HUTA CHEIHATHOCT, JOKYMEHT 3a TPYIOB CTaX U
TPYJOB IOTOBOp 3a junara o wi. 148, . 2 u umn. 149;

2. KomHsl OT JIOTOBOPHW 3a BBh3JaraHe Ha MPOW3BOJICTBOTO W/WIIM KOHTPOJA Ha 3asBCHHUTE 3a
MPOU3BOACTBO MPOAYKTH - B ciydauTe 1o wi. 151;

3. (m3m. - [IB, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 r., u3m. - JIB, 6p. 60 ot 2011 r., B cuia
or 05.08.2011 r.) nanHm 3a EguHHUSA WACHTH(UKAIMOHEH KOJ Ha THProBella WM KOOIepalusira OT
TBproBekust perucThp, a 3a ApYy>KecTBaTa, PErUCTPUPAHU B IbpKaBa - UieHKa Ha EBpomneickus chio3, Ui B
IbpkaBa - crpaHa no CrnopasyMeHHeTo 3a EBpOIeicKOTO MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 3a
aKTyallHA pErHCTpanusi 1O HAIMOHATHOTO 3aKOHOJATENICTBO, M3AaJeH OT KOMIIETEHTEH OpraH Ha
CHOTBETHATA IbPKABA;

4. (m3Mm. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r., u3m. - [IB, 6p. 102 ot 2012 r., B cuna
or 02.01.2013 r.) cnuUCHK Ha MPOW3BOJACTBEHUTE IEHHOCTH U JIEKAPCTBEHUTE (HOPMHU, KOUTO IIIe
MIPOM3BEK/IAT;

5. cXeMH Ha I[OMEUICHUSTa 3a IMPOU3BOACTBO, KOHTPOJ U CbXpaHEHUE U JIOCUE Ha
MIPOU3BOICTBEHATA MOIIIHOCT;

6. OlLleHKa 3a BB3JCHCTBHE BBPXY OKOJHATA Cpela MpPU MPOHU3BOACTBOTO Ha JIEKAPCTBEHU
MPOJIYKTH B MPEABUICHUTE B 3aKOHA 32 ONa3BaHE Ha OKOJHATA Cpejia Ciyvau;

7. pazpemieHue OT AreHuusiTa 3a SJIpeHO peryjiupaHe, KOraTo 3asBJICHHETO C€ OTHAcs [0
MPOU3BOJICTBO Ha paauodapManeBTULM WU Ha JIEKAPCTBEHH NPOAYKTH, MOMJIOKEHH HAa HOHU3HpAIIH
JTBYCHUS TIPU MMPOU3BOJICTBOTO UM,

8. (ot™. - /IB, 6p. 67 ot 2020 1.)

9. (u3m. - JIB, 6p. 98 otT 2010 r., B cuma ot 01.01.2011 r., ot™m. - IB, 6p. 60 ot 2011 1., B crita
ot 05.08.2011 1.)

10. ToKyMeHT 3a MaTeHa Takca B pa3Mmep, onpeaesneH B Tapudara mo wi. 21, an. 2.

(3) Ilpu mpon3BOACTBOTO Ha HAPKOTHYHU BEIIECTBA M JICKAPCTBEHU (POPMH, KOUTO CHABPKAT
TaKMBa BEIIECTBA, CE CIMa3BaT W M3UCKBAHUATA HA 3aKOHA 332 KOHTPOJ BbPXY HAPKOTHYHUTE BEIECTBA H
MIPEKYPCOPUTE.

(4) (Homa - JIB, 6p. 103 ot 2017 r., B crita ot 01.01.2018 r., u3m. - JIB, Op. 67 ot 2020 r.)
M3meaHUTETHATA areHIMs 10 JISKapCTBaTa YCTAHOBSIBA CIYKEOHO OOCTOSTENICTBATA OTHOCHO CHIMMOCTTA
Ha juIeTo 1o wi. 148, 1. 2 u Ha nmuuara mo 4i. 149, korato ca ObArapcku rpakJiand. 3a JMiara, KOuTo He ca
OBITapCKU TpPaXKAaHU, CHC 3aABICHUETO C€ MPEICTaBs CBUICTEICTBO 3a CBHAMNMOCT WJIA aHAJIOTHYCH
JIOKYMEHT, U371aIcH OT KOMIIETEHTEeH OpraH Ha ChOTBETHATA JIbpiKaBa.
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(5) (Hosa - JIB, Op. 67 ot 2020 r.) M3mbaHuTeNHAaTa areHIUs MO JIEKAPCTBATa CIIY>KEOHO
YCTaHOBSIBA OOCTOSITEJICTBATA OTHOCHO HAJIMYHMETO Ha pa3pellicHUE 3a TOJ3BaHE WIIM YJAOCTOBEpEHHUE 3a
BBBEXKAHE B EKCIUIOATAIIMS HAa MIOMEIICHUATA 3a MPOU3BOJICTBO, KOHTPOI U ChXpaHEHHE, U3/IaJIeHH 110 pelia
Ha 3aKoHa 3a YCTPOWCTBO HA TEPHUTOPHATA, WJIM Ha JIPYT BAIMICH JOKYMEHT IO CMHCHJIA Ha 3aKOHA 3a
YCTPOMCTBO HAa TEPUTOPHSITA.

Un. 151. Koraro HSKOM OT €TamuTe Ha MPOU3BOJCTBOTO WM KOHTPOJHUTE HM3MUTBAHUS B
MPOU3BOJICTBEHHUS IMPOILIEC CE€ U3BBPIIBAT MO JOTOBOP B JIpyr OOEKT Ha Teputopusita Ha PemyOnuka
bbarapust unu u3BbH Hes, aumaTa mo wi. 146 ca 1sKHHU Ja TOCOYaT MECTOHAXO0XKICHUETO Ha TO3U OOCKT U
KOIUE OT JIOrOBOpa, B KOMTO C€ OMpEAeNsAT OTTOBOPHOCTUTE HA BCSKA OT CTPAHUTE MO OTHOLIEHUE HA
crna3BaHe W3UCKBaHUsATa Ha JloOpaTta mNpPOM3BOJCTBEHAa TIPAKTHKA HaA JIEKAPCTBEHH TMPOAYKTH U
3aIbJDKCHUATA Ha KBATM(DUIIMPAHOTO JKIie 1Mo 4. 148, T. 2.

Un. 152. (U3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) (1) Ilpunnunure u
u3nckBaHusATa 3a JloOpa NpPOM3BOJCTBEHA MpaKTHKa 3a BCHYKH BHUJAOBE JIEKAPCTBEHU MPOAYKTH, Ha
JIEKapCTBEHU MPOAYKTH 3a KIMHUYHO W3MHUTBAHE M Ha AKTUBHU BEILECTBA C€ ONpENENIT C Hapeada Ha
MUHHUCTBpA Ha 3/paBEONa3BaHETO U C AKTOBE U PBKOBOCTBA, IPUETH OT EBpomnelickara KOMUCHS.

(2) IlpuHuuUTe ¥ W3UCKBaHMATA 332 OQHIMATHA OICHKA Ha PHCKa C IIeJ YCTAaHOBSBaHE Ha
Jlo6pa HpOM3BOJCTBEHA MpaKTHKa 3a IMOMOIIHM BEILIECTBAa C€ ONpeAeisaT ¢ Hapendara mo ai. 1 u c
PBKOBOJCTBA, IPUETH OT EBporelickaTa KOMUCHS.

Yn. 153. (1) Ilpu mnocrtemnBane Ha 3asBieHue no wi. 150 MAJl omensiBa mojaaeHata
JOKYMEHTAIMsl U M3BBPILIBA IPOBEpPKA Ha MICTO Ha OOEKTUTE 3a MPOU3BOJCTBO, KOHTPOJ U ChbXpaHEHHE,
BKJIFOUMTENIHO M B ciayyauTe mo ui. 151, 3a ycTaHOBsiIBaHE Ha CHOTBETCTBHUETO MEXAY IMpelcTaBeHarTa
JOKYMEHTAIlMsl U YCJIOBHATA 3a IPOU3BOJICTBO, KOHTPOJI M CHbXpPAaHEHHWE HA HM3XOJHUTE MaTepuaiu 3a
MIPOM3BOJICTBO M HAa TOTOBUTE JIEKAPCTBEHU NMPOJIYKTH U CHOTBETCTBUETO MM C M3UCKBaHUATa Ha JloOpara
IIPOU3BOJCTBEHA MTPAKTHUKA.

(2) PazxoauTe 1o u3BbpIIBaHE Ha MPOBEPKA HA MACTO IO ajl. 1 ca 3a cMeTKa Ha 3asBUTEIIS.

(3) 3a u3BBpLIBaAHE Ha MpOBEpPKa HA MACTO MO ajl. | 3asgBUTENAT 3amliallia Takca B pa3mep,
omnpezeneH B Tapudara no wi. 21, an. 2.

Un. 154. (1) Korato MAJI ycTaHOBM HENBIHOTH B TpEICTaBEHATa JOKYMEHTAIUS H/WIN
HECHOTBETCTBUE MEXKIY ChIbPKAHHETO Ha MpeJCTaBeHaTa JOKYMEHTAlHUs U ChCTOSHHUETO Ha 0OEKTa WM
M3HUCKBaHUATA 3a KBanu(UKAlMATA HA TEPCOHANa, YBEIOMSBA MUCMEHO 3asBUTENs W JaBa HMUCMEHH
yKa3aHHUS.

(2) B cnywanre mo an. 1 cpoxsT mo wi. 155, an. 1 cnupa na Tede 10 npuBexkIaHe HA 00EKTa WK
Ha JJOKyMEHTAIUsATa B ChOTBETCTBUE C U3UCKBAHUSITA.

Ui 155. (1) (U3wm. - IB, 6p. 84 o1 2018 1., B cuma ot 12.10.2018 r.) UBIBIHUTETHUAT AUPEKTOP
Ha MAJI B cpok 60 nHM OT atara Ha MO/IaBaHEe HA 3agBJICHUETO 1O Wi. 150:

1. u3maBa paspenieHue 3a Mpou3BOACTBO, UITU

2. mpaBM MOTUBUPAH OTKa3.

(2) (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
or 02.01.2013 r.) Paspemenue 3a NPOU3BOACTBO CE€ H3JaBa CaMO 3a IOCOYCHHUTE B 3aABJICHHETO
MIPOU3BOJICTBEHH JCUHOCTH U JIEKAPCTBEHHU (POPMHU, U JIEKAPCTBEHH MPOIYKTH, MPEIHA3HAYCHHU 32 KIMHUYHO
W3MHUTBAHE, U 32 MOMEIICHHUSTA, KBACTO 111 CE H3BBPIIBAT MIPOU3BOACTBOTO, KOHTPOIBT U CbXPAHEHUETO.
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(3) AkroBere 1o ain. 1 ce BppuBaT Ha 3asIBUTEIIS.

(4) PaspemenneTo 3a mporu3BOACTBO € OE3CPOYHO.

(5) Ortkazpr mo an. 1, T. 2 mommexu Ha o0xalBaHe TO pena Ha
AJIMUHHUCTPATUBHOIPOIIECYATHHUS KOJCKC.

Ui, 156. (1) IIpurexaTenar Ha pa3pelieHHE 3a IPOU3BOJCTBO 10J1aBa 3asBJICHUE MIPHU MIPOMSHA
Ha!

1. munero mo . 148, 1. 2;

2. mnarta 1o 4i. 149;

3. (oM. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.)

4. MECTOHAX0X/IEHUETO WM MPEYCTPOHCTBO HA HAKOH OT OOEKTHTE 32 MPOM3BOJICTBO, KOHTPOI
WIH ChXpaHEHHE;

5. (m3m. - 1B, 6p. 60 ot 2011 1., B cuzma ot 05.08.2011 r.) mpou3BOACTBEHUTE JEHHOCTH;

6. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - JIB, 6p. 102 ot 2012 1., B cuna
ot 02.01.2013 r.) mpou3BexkIaHUTE JIEKAPCTBEHU (HOPMH;

7. (u3m. - IB, Op. 60 ot 2011 r., B cua ot 05.08.2011 r.) ThproBckaTa peructparms.

(2) (U3m. - B, 6p. 67 ot 2020 r.) KpMm 3asBnenuero mo an. 1 ce mpuiarat JOKYMEHTH,
CBBpP3aHU C MpOMSHATa, KOWTO Ca OIpenesieHH B wi. 156a M IOKYMEHT 3a IUlaTeHa Takca B pa3Mep,
ompeneseH B Tapudata mo wi. 21, amn. 2.

(3) (Homa - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBeH CpOK OT HACTHIIBAHE
Ha MpOMsSHAa Ha OOOPYJIBAHETO MPUTEKATENSAT HA Pa3pelICHUETO 3a MPOU3BOJCTBO YBEIOMSBA MUCMEHO
NAIJL

(4) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [IpuTexaTenst Ha pa3pelieHue 3a
mpou3BoACTBO nmoAaBa B MAJl yBegomMieHue Mmpu 3amoyBaHe Ha MPOM3BOACTBO 332 BCEKH HOB pa3pelleH 3a
ynoTpe0a JeKapCTBEH MPOIYKT.

(5) (IIpepumna an. 3 - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Pa3pemennero 3a
MIPOU3BOJICTBO CE MPEKPATSIBa, B CIydall ue MPUTEKATEIAT My MPEKPATHU ACUHOCTTA CH, 32 KOETO € JIBKEH
nucmeHo aa yegomu MAJL

Ui 156a. (Hos - IB, 6p. 67 ot 2020 1.) (1) ITpu nmpomsiaa 1o wi. 156, an. 1, T. 1 u 2 3asBUTEIAT
MIPE/ICTaBs:

1. nuruIoMa 3a 3aBBPILIEHO BUCIIE 00pa30BaHHUE;

2. TpyJ0B JOTOBOP;

3. IOKyMEHTH, yIOCTOBEPSBAIIN JOIBIHUTEIHA KBATH(PHUKALINS;

4. JIOKyMEHT 3a TPYJIOB CTaX.

(2) M3nbiiHMTENHATA areHIIUs 10 JIEKapCTBaTa YCTAHOBSABA CIY)KEOHO 0OCTOSTENICTBATa OTHOCHO
CBAMMOCTTA Ha JuieTo mo wi. 148, T. 2 u Ha nounarta o 4wi. 149, korato ca OBATApCKU TpaxaaHH. 3a
JUIaTa, KOUTO HE ca OBITapCKu rPaKIaHU, ChC 3asIBICHUETO Ce MPECTaBs CBUICTENCTBO 32 ChAUMOCT WM
aHaJIOTHYEH JIOKYMEHT, U3/aJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA AbPKaBa.

(3) Ilpu npomsra mo wi. 156, an. 1, T. 4 3asABUTENAT MpEACTaBs CJIEIHATA JTOKYMEHTAIIHSI,
CBBp3aHa ChC ChOTBETHATA MTPOMSIHA!

1. cxema 3a M3rpa)kaHe WIN MPEYCTPOICTBO HA MOMEMICHUATA 3a MPOU3BOACTBO, KOHTPOI U
CbXpaHEHHUE;

2. OIlCHKa Ha BB3JICHCTBHETO BBPXY OKOJHATA Cpelda IpU MPOU3BOJICTBOTO Ha JIEKAPCTBEHU
MIPOJYKTH - B IPEIBUICHUTE B 3aKOHA 3a Ola3BaHE Ha OKOJIHATA CPeJia CIIydau;

3. OCHOBEH IIJIaH 3a BaJHAWpaHe, BKIIIOUBAI TOMEIICHHUSTA, 3aIBEHH 32 IPOMSIHA;

4. KomMie OT TOTOBOPA 3a Bh3JIaraHe, KOraTo HIKOH OT JEHHOCTHUTE 110 TIPOU3BOJICTBO, KOHTPOII U
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CbXpaHEHHE Ha JICKApPCTBEHHUTE MPOAYKTH C€ M3BBPLIBAT B APYr OOEKT Ha TepuTopuara Ha PemyOinka
benrapus unm uU3BbH Hesl.

(4) IIpu npomsina no ui. 156, an. 1, 1. 4 MAJI cnykeOHO yCcTaHOBSIBa OOCTOSITENCTBATa OTHOCHO
HAJIMYMETO Ha paspellieHHe 3a II0J3BaHE WJIM YJOCTOBEpEHHE 3a BBBEXKIAHE B EKCIUIOATalus Ha
MIOMEIICHUATA 3a MPOU3BOCTBO, KOHTPOJ M ChbXpPaHEHHUE, N3Ja/IeHH 10 peAa Ha 3aKOHA 3a yCTPOMCTBO Ha
TEPUTOPUSITA, WIN Ha APYT BaJIHUJIEH JOKYMEHT I10 CMHUCHJIA Ha 3aKOHA 3a YCTPONCTBO HA TEPUTOPUSATA.

(5) ITpu mpomsiHa 110 wit. 156, an. 1, T. 5 3asBUTEAT IpeICTaBs clieHaTa JOKYMCHTAIHS:

1. cnuChbK Ha CTaHAAPTHUTE ONEPATUBHU MPOLEAYPH 3a IPOU3BOICTBO, KOHTPOJ U IOYUCTBAHE;

2. OCHOBEH IUIaH 3a BaJIMJUpaHe, BKIIOYBALL IPOLIECUTE, 3aBEHU B MPOMSHATA U IOJUIEKAIIU
Ha BaJIUIUPAHE.

(6) ITpu mpomsina 1o wi. 156, an. 1, T. 6 3asBUTENAT IPEICTaBs ClieIHATA JOKYMEHTAIIHS:

l. cnuchbK ¢ MEXAyHApOJIHUTE HENATEHTHW HaUMEHOBAaHUS U ThPrOBCKMTE HAaMMEHOBAaHUS Ha
JICKapCTBEHUTE TPOIYKTH, JIEKApCTBEHaTa MM (opMma, ChAbPKAHME Ha AKTHBHOTO BEIIECTBO B J030Ba
€IMHUIIA U KOJMYECTBO B KpaiiHATa OMAKOBKA;

2. COMCBK Ha IpPOLELYpPUTE 3a IPOU3BOJACTBO, KOHTPOJI U CHXPAHEHUE HA JIEKAPCTBEHUTE
MPOJYKTH.

(7) lpu mpomsiHa mo wi. 156, an. 1, . 7 UAJI ycraHoBsiBa ciayxeOHO oOcTosATeNCTBaTa IO
3asiBEHUTE IPOMEHU B ThPrOBCKATa PETUCTPALIUSL.

Un. 157. (1) (U3m. - B, 6p. 67 ot 2020 r.) [Ipu u3maBaHe Ha pa3penIeHUETO, C KOETO Ce
JIOTTyCKa MPOMSIHATA, C€ TIPHIJIaraT pa3nopeouTe Ha 4. 155, KaTo CPOKBT 3a U3/IaBAaHETO MY € JI0:

1. 14 nuu - B cmyyaute no wi. 156, an. 1, 1. 1,2 u 7,

2. (m3m. - 1B, 6p. 60 ot 2011 r., B cua ot 05.08.2011 1.) 30 gaU - B cirygauTe no wi. 156, an. 1,
T.4 - 6.

(2) (U3m. - 1B, 6p. 60 ot 2011 1., B cuia ot 05.08.2011 r.) Koraro npomenute no ui. 156, an.
I, . 4 - 6 He MoraT na ce oneHAT 1o aAokymeHtd, MAJI u3BbpmiBa mpoBepka Ha MscTo. B te3u ciaydan
CPOKBT MO . 1, T. 2 cnupa Aa Tede 10 3aBbpIIBAHE HA IPOBEpKATa.

(3) Pa3zxoauTe o u3BbpIIBaHE Ha MPOBEPKA HA MSCTO IO ajl. 2 ca 3a CMETKA Ha 3asBUTEIIS.

(4) 3a u3BBpIIBaHE Ha MPOBEpKA HA MICTO MO al. 2 3asBUTENAT 3ariialia Takca B pas3Mep,
ompenesneH B Tapudarta no wi. 21, amn. 2.

Un. 158. (1) U3nbiaHuTenHaTa areHIus 1o JiekapeTBara BOAM peructsp mo wi. 19, an. 1, 1. 1 Ha
U3J1aJICHUTE Pa3pellieHus 3a IPOU3BOICTBO, KOMTO ChABpIKA!

1. HoMep U 1aTa Ha pa3peleHUETO 3a IPOU3BOJCTBO;

2. uMe, celalIMILE U aJipec Ha YIpaBJICHHUE Ha JINLETO, MOJYyUnIIo pa3pelieHre 3a MPOU3BO/ICTBO;

3. aapec Ha MOMEIEHUATA 3a IPOU3BOACTBO, KOHTPOJI M CbXPAHEHUE Ha JIEKapCTBAaTa;

4. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nekapcTBEeHUTE MPOAYKTH U
(dopmuTe, 32 KOUTO € MOJIy4YE€HO Pa3pPEIICHUETO;

5. uMe Ha IULeTo no 4. 148, T. 2;

6. UMeHa Ha nunara mo 4. 149;

7. nata Ha 3aJIM4YaBaHe OT PETUCTHpA Ha pa3peIICHUETO 3a IPOU3BOJICTBO U OCHOBAHUE 3a TOBA.

(2) JanHuTe OT perucTbpa Ha M3AAJEHUTE pa3pellieHus 3a MPOM3BOACTBO CE€ MyOJUKYyBaT Ha
ctpanuiiata Ha MAJI B ©HTEpHET.

(3) IIpu noucksane ot EBpomneiickaTa KOMHUCHSI WIIM OT PETYJIATOPEH OPraH Ha JbpKaBa WICHKA
NAJI npenocTasst uH(popMaLys 3a U31aJIeHO pa3pellieHue 3a IPOU3BOJICTBO.
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. 159. (1) [putexarenar Ha pa3pelieHUe 3a MPOU3BOACTBO HaeMa IO TPYJOB JOTOBOP Haii-
MaJIKO €HO KBaTU(UIIUPAHO JIUIIE 110 Wi. 148, T. 2, KOETO € IOCTOSTHHO Ha HETOBO Pa3IoJIOKEHHE.

(2) KBanudunupanoto e mo ai. 1 TpsOBa 1a 0TroBaps Ha CIICTHUTE U3UCKBAHUS:

1. 1a e MarucThp MO MEAUIMHA, hapMaIlHsi, XUMHUs1, OMOTEXHOJIOTHUS M OUOJIOTHS;

2. 1a ¥Ma Haii-MajKo JBe TOJWUHHU MPAKTUYECKH OMUT BHB (PapMaIeBTUYHOTO MPOU3BOJCTBO
W/ B M3BBPIIBAHETO HA KAYECTBEH M KOJUYECTBEH aHAJIM3 Ha JICKAPCTBEHUTE MPOAYKTH U aKTUBHU
BEIIECTBA.

(3) Korato mnpurexarensT Ha pa3pelIeHHEeTO 3a IMPOU3BOACTBO HA JIEKAPCTBEH MPOIYKT
OTroBapsl Ha U3UCKBAHUATA 1O aj. 2, TOM MOXKe J1a U3II'BJIHABA 3aIbDKEHUETO Ha KBATU(PUIIUPAHO JIUIIE.

(4) (Hosa - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) KBanu¢unupanoTo auie oTroBaps
3a TOBa, Y€ BHPXY OMAKOBKATa Ha JICKAPCTBEHHUS MPOIYKT ca HAHECEHH IOKa3aTeNMTe 3a 0€30MMacHOCT 10 HJI.
168, an. 8.

(5) (Ilpequmna an. 4 - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kpanmudunupanorto
JUIe u3aaBa cepTu(UKaT 3a 0CBOOOXAaBaHe HA BCsIKA MapTH/a, YJOCTOBEPSIBAIll, Ye MapTHAaTa JeKapCTBEH
IPOAYKT € MPOU3BEACHA U KOHTPOJIUpPaHA B ChOTBETCTBHE C M3MCKBAHMUATA HA Pa3peIICHUETO 3a ynorpeda
0 peJia Ha TO3H 3aKOH.

(6) (Ilpepumna an. 5 - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., usm. - /IB, 6p. 84 ot
2018 1. (*)) KBamudumupanoro nwmie u3gaBa cepTU(UKAT 32 OCBOOOXKIAaBaHE HA BCSKa TMapTUAA,
YAOCTOBEpsBAIll, Y€ TMapTUAaTa JEKapCTBEH NPOAYKT, IpeJHa3HaueH 3a KIMHUYHO W3MUTBaHE, €
NPOM3BEACHA M KOHTPOJIMPAaHA B ChOTBETCTBUE C M3MCKBaHUATa Ha JloOpara mpOM3BOJICTBEHA MPAKTUKA, C
MIPOU3BOJCTBEHOTO JOCUE Ha MPOAYKTA U C JOKYMEHTAIMATA 32 U3NUTBAHUSA JIEKAPCTBEH MPOAYKT ChIIIACHO
Pernament (EC) Ne 536/2014.

(7) (Ilpegumna an. 6 - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) KBanudummupanoro
JUIE BOJIU PETUCTHP HA M3AAICHUTE CepTHU(PHUKATH 32 OCBOOOXK/IaBaHE Ha BCSIKA MApTUAA OT JIEKAPCTBEHUS
MIPOIYKT.

(8) (Ilpequmna an. 7, uzm. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Jlanaute OT
perucTepa 1o aj. 7 ce ChbXpaHsABaT Hal-MaJKO 5 TOAMHU CIIe/ MOCIEIHOTO BIMCBAHE M C€ MPEACTaBAT Ha
KOHTPOJIHUTE OPTaHU MPH ITONCKBAHE.

(9) (Ilpeguuna an. 8 - AB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) [Ipu obpa3yBane Ha
aJIMUHUCTPATUBHOHAKA3aTETHO TPOM3BOJICTBO 33 HApyIICHWS, W3BBPIICHW TPU U3IBJIHEHHE Ha
3aIbIDKEHUsITa Ha KBanupuuupanoto nuue, WMAJl pasmopexna Ha TMpHUTEXaTeNls Ha pa3pelieHHeTo 3a
MIPOM3BOJICTBO Ja OTCTPAHU BPEMEHHO OT JTHKHOCT KBATM(HUIIMPAHOTO JIHILIE.

(10) (Ilpenummaa an. 9 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kpurepuure u
M3MCKBAaHUATA KbM KBaTU(UKAIMATa 1 00yYeHHETO Ha Juuata mo wi. 148, 1. 2 ce onpenensart B HapeabdaTa
o wi. 152.

Ui 160. (1) [Iputexarensat Ha pa3pelieHre 3a MPOU3BOICTBO:

1. (u3m. - [IB, 6p. 84 ot 2018 r. (*)) ocurypsiBa U3BBPIIBAHETO HA MPOU3BOJICTBEHUTE OTIEPAITH
B CHOTBETCTBHE C M3WCKBaHUsATA Ha JloOpaTa Mpon3BOACTBEHA MPAKTUKA U B CHOTBETCTBHE C OJ00peHAaTa OT
HNAJI uadpopmanus no win. 27, an. 1, T. 7 u 8, a B clydyauTe Ha JICKAPCTBEHU MPOAYKTH 33 KIMHHUYHO
U3MHUTBAHE - B CHOTBETCTBHUE C IOKyMEHTALIUATA 32 U3MUTBAHU JICKAPCTBEH MPOAYKT ChIiIacHO Permament
(EC) Ne 536/2014;

2. (m3m. - JIB, 6p. 102 ot 2012 r., B cmma ot 02.01.2013 r.) u3moi3Ba caMo aKTUBHHU BEIICCTBA,
KOUTO ca MPOU3BEACHHU B CHOTBETCTBUE C M3UCKBaHUATA HA JloOpara MpOU3BOJICTBEHA NIPAKTHKA 32 aKTHBHH
BEIIECTBA;

2a. (moBa - [IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) ce yBepsiBa, 4e MOMOIIHUTE
BEIIECTBA, BJIaraHW B JIEKAPCTBEHHUTE MPOIYKTH, Ca TIPOU3BEIACHU B CHOTBETCTBHE C TMOJIXOMAIINTE 100pH
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MIPOM3BOJICTBEHH MPAKTHKH 32 TIOMOIIIHU BEIIECTBA, ONpe/esieH! Ha Oa3ara Ha o(uIaiHa OleHKa Ha PHCKa
B CHOTBETCTBHUE C MPUIOKUMHUTE PHKOBOJCTBA, MPUETH OT EBpomneiickata koMucus;

3. ocHrypsiBa MOCTOSHHO KBamU(UIIUPAH IMEPCOHAN 3a MPOU3BOACTBO U KOHTPOJI CHIVIACHO
M3MCKBaHUATA Ha HapenOarta o wi. 152;

4. (mam. - 1B, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) pa3znmonara camo C JieKapCTBEHU
MPOAYKTH, KOUTO UMAT pa3pelieHue 3a yrnorpeda, mpy cra3BaHe Ha M3MCKBAHUATA HA TO3HU 3aKOH;

5. (otm. - IB, Op. 12 o1 2011 1., B cuna ot 08.02.2011 1.)

6. yBeoMsiBa He3a0aBHO KOHTPOJIHUTE OpPTaHH B Cllydail Ha CMsHA Ha KBAJIM(UIIMPAHOTO JIUIE
mo 4i. 148, 1. 2;

7. ocurypsiBa IO BCSIKO BpeMe JOCThII HAa KOHTPOJHUTE OpPraHU JO T[OMEIICHUATA H
JOKYMEHTAITUATA,

8. ocurypsiBa Ha KBanuuuupaHoTo juie Mo 4i. 148, T. 2 HEOOXOAUMHUTE YCIOBHUS 3a
U3ITBIIHEHHUE Ha 3a/IbJDKCHUATA MY;

9. (moBa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) uadopmupa nezadbasuo MAJI u
MPUTEXKATENI Ha Pa3pelieHueTo 3a ynorpeda, ako Moiayyd HH(oOpMamus, 4e JIEKapCTBEHUTE MPOIYKTH,
KOUTO TMomazaT B oO0XBaTa Ha HETOBOTO pa3pelieHHe 3a TPOHM3BOJCTBO, ca QanmmUIUpaHd Wi
CHILIECTBYBAT ChbMHEHHMS 3a (Qanmuduimpane, He3aBUCUMO OT TOBa Jalld TE€3H JIEKApPCTBEHU MPOAYKTH ca
OWnM pasnpoCTpaHsBaHM B pPAaMKUTE Ha 3aKOHHATA BEepUIa Ha JOCTaBKa HIIM 10 HE3aKOHEH HAYHH,
BKJIFOUMTEIIHO TIOCPEICTBOM HEe3aKOHHA Mpojiax0a ype3 yciyrure Ha HHPOPMAIIHOHHOTO OOIIECTBO;

10. (HoBa - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsiBa Jajiu MPOU3BOJUTEIHTE,
BHOCHUTENIUTE WM ThPTOBLUTE, OT KOUTO MOJyyaBa aKTUBHH BEIIECTBA, Ca PETUCTPUPAHU OT KOMIETECHTHUS
OpraH Ha Jbp)KaBaTa 4YJIeHKa, B KOSITO Ca YCTAaHOBEHH,

11. (moBa - /IB, Op. 102 ot 2012 r., B cuwia ot 02.01.2013 r.) npoBepsiBa aBTEHTUYHOCTTA U
KaueCTBOTO Ha aKTMBHHUTE U HAa MOMOIIHUTE BEIIECTBA.

(2) (Hosa - IB, 6p. 102 ot 2012 r., B crma ot 02.01.2013 r.) IIpurexarenst Ha pa3pelieHUETO
3a TPOMU3BOJCTBO M3BBPILIBA OJUTH B OOEKTUTE 3a MPOU3BOJICTBO U THPrOBUS C AaKTHBHMU BEIIECTBA 3a
cnazBaneto Ha J{oOpara mpousBoacTBeHa mpakTuka u JloOpara auctpudyTopcka npaktuka. [lpurexarensr
Ha Pa3pelIeHNeTo 3a MPOU3BOJICTBO MOKE J]a CKIIFOUM JIOTOBOP C TPETO JIMIIE JIa U3BHPIIU OJUTA OT HETOBO
MMe U 32 HETOBAa CMETKA.

(3) (Homa - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) [IputexarensaT Ha pa3pemIeHHETO
3a MPOU3BOJICTBO JOKYMEHTHPA MPEANPUETHUTE 110 ail. 1, T. 2 u 2a MepKu.

(4) (Ilpegumna ain. 2 - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., usm. - /IB, Op. 84 ot
2018 1. (*)) [IpuTexaTensaT Ha pa3pelieHne 3a MPOU3BOACTBO ChXpaHsABa MOCTPUTE U JOKYMEHTAIUATA 3a
MIPOU3BEICHUTE OT HErO JICKAPCTBEHU MPOAYKTH U aKTHUBHH BEIIECTBA MIPU YCIOBUS U TIO PEJI, OTPEICIICHU B
HapenOara mo wi. 152, an. 1.

(5) (Ilpepumna an. 3 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., otm. - IB, Op. 84 ot
2018 r. (*))

(6) (ITpenumna an. 4 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) lokymeHTanusTa 3a
BCSAKa CKIIIOYEHA CJeJKa Ce ChXpaHsBa S5 TOAMHM U CHABpPXKA JaTa, HAMMEHOBAaHHE Ha JICKApCTBEHHS
MPOJYKT, TOCTAaBEHO KOJUYECTBO, UME U aipecC Ha MOJIy4aTess U MapTHIEeH HOMEp.

(7) (Ilpepumna an. 5 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [Ipurexarenar Ha
paspelieHre 3a MpOM3BOJICTBO OCUTYpsIBA U MOJIbPKA CUCTEMa 3a OJIOKMpaHe M M3TETJIsIHE OT Tas3apa Ha
JIEKapCTBEHH MPOIYKTH, MOKA3aJ HEChOTBETCTBHE C U3MCKBAHMSTA 32 KAUECTBO.

(8) (Ilpequmna an. 6 - JAB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarenst Ha
paspellieHue 3a MPOU3BOJICTBO € JJIBKEH Aa OJIOKMpa W J1a U3Teriu JIEKApCTBEHUTE MPOIYKTH, MOKa3aIH
HECHOTBETCTBUE C M3UCKBAHMATA 32 Ka4yecTBO, e(hUKACHOCT M O€30MacHOCT, MO peaa Ha Hapeadara mo 4.
274, am. 1.

(9) (Ilpeaumna an. 7 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [Ipurexarenar Ha
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paspelieHre 3a IPOU3BOJCTBO € JIBKEH J1a OChBPEMEHSBA MPOU3BOJICTBEHUTE METOIAN B CHOTBETCTBHE C
Pa3BUTHETO HA HOBUTE TEXHOJIOTUH U Pa3pabOTBAHETO HA JIEKAPCTBEHU MPOIYKTH 32 U3IUTBAHE.

(10) (Hosa - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., npeaumna an. 8, usm. - JIB, Op.
102 ot 2012 1., B cuna ot 02.01.2013 r.) BB3 ocHOBa Ha pa3pemIeHUETO 3a MPOU3BOICTBO, U3AJCHO IO peia
Ha TO3W pa3zell, MPUTSKATEIAT My MOXKE Jla OCHIIECTBSIBA BHOC HA MOMOIIHU BEIIECTBA, HEOOXOIUMH 32
MIPOM3BOJICTBOTO HA JIEKAPCTBEHUTE MPOIYKTH, TOCOUYEHH B Pa3pelIeHNETO 3a IIPOU3BO/ICTBO.

(11) (Hosa - JIB, 6p. 67 ot 2020 r.) IIputexarensat Ha pa3pelieHrue 3a MPOU3BOACTBO ITOCTABS
BbPXy BTOpUYHATA OIMAKOBKAa, a aKO HsAMa TakKaBa - BHPXY IIbPBHYHATA OMAKOBKA HAa JIEKAPCTBEHUTE
npoayktu, onpeaenenu B enerupan persament (EC) 2016/161, mokaszarenure 3a 6€301acHOCT 10 Wi. 168,
an. 8.

Y. 160a. (Hos - JIB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.) (1) M3mbaHUTETHUAT
nupektop Ha MAJI cbe 3amoBes; oTHEMA M3aEHOTO Pa3pelIeHUe 3a MPOM3BOACTBO, KOraTo HE ca HaJIUILIE
ycioBusTa 1Mo wi. 148 1 He ca cra3eHu W3UCKBaHMATA Ha J[oOpaTa mpon3BOICTBEHA MTPAKTHKA, OMPEIETICHI
o pena Ha wi. 152.

(2) Uznbnaurennust pupexktop Ha MAJl cbc 3amoBen mpekpaTsiBa pa3peleHUEeTo 3a
IIPOU3BOJICTBO:

1. Mo MUCcMEHO UCKAaHE Ha IpUTEeXaTeNs My;

2. pu IpeKpaTsBaHe Ha AEHHOCTUTE, 32 KOUTO € U3/aJICHO;

3. Ipu 3aM4aBaHe PETUCTPALUATA HA ThPTrOBELa;

4. mpu CMBPT HA PU3UUECKOTO JIULIE - €THOINYEH THPrOBELl.

(3) 3amoBeara no an. 1 Moxke na ce oOkanBa Mo pelra Ha AJMHHUCTPATUBHOIPOLECYaTHUS
KOJIEKC, KaTO 00aJIBAHETO HE CIIUPA U3ITbIHEHHUETO.

Paszgea II.
BHoc Ha nekapcTBenu npoaykrtu (3ariu. usm. - /IB, op. 102 ot 2012 r., B cuaia ot 02.01.2013 r.)

Un. 161. (1) (U3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) BHOC Ha Tepuropusita Ha
Peny6nuka bearapus oT Tpera abp)kaBa Ha BCUYKH BHJIOBE JICKAPCTBEHM MPOAYKTH, U Ha JIEKapCTBEHH
MPOAYKTH, TpEeIHA3HAUYCHH 3a KIMHWUYHO HW3MUTBAaHE, MOTraT Ja HW3BBPIIBAT caMO (U3NYECKH WIH
IOPUJIMYECKU JIUIA, PETHCTPUPAHU KaTO THPrOBLM IO 3aKOHOJATEICTBOTO HAa JIbpXaBa 4YJEHKA, KOUTO ca
IIOJIyYMJIM pa3pelIeHne 3a BHOC, U3/1aJIEHO OT U3IIBIHUTENHUS aupekTop Ha MAJL

(2) 3a ma mosry4u paspelieHre 3a BHOC, JIUIETO 1Mo al. 1 TpsadBa fa pasmosara:

1. (u3m. - IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 1.) mo Bcsiko Bpeme Hail-Malko ¢ €IHO
KBaJIM(ULIMPAHO JIMIIE, KOETO OTroBapsl Ha U3UCKBaHUATA Ha wi. 159, an. 2 u 10;

2. (mm. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) ¢ nmaboparopus 3a KOHTPOJ Ha
Ka4eCTBOTO B CHOTBETCTBHE C M3MCKBAHMWATA Ha HapexbaTa Mo wi. 152 W momemieHus 3a ChbXpaHEHUE Ha
JIEKapCTBEHUTE MPOAYKTH, M Ha JIEKapCTBEHUTE IPOAYKTH 3a KIMHUYHO HU3IUTBaHE, CHAOJIEHH C
HE00XOIMMOTO TEXHUYECKO 000pyBaHe, B ChOTBETCTBHE C M3UCKBAHUATA Ha Hapeaoara mo wi. 198.

Yn. 162. (1) 3a monmyuyaBaHe Ha pa3pellieHue 3a BHOC juuero mo wi. 161, an. 1 nogasa B MAJI
3asBJICHUE TI0 00pa3ell, YTBbPJEH OT U3MIBJIHUTEIHUS TUPEKTOP HA areHIUsATA.

(2) KbM 3asBaenueTo mo an. 1 ce mpumarar:

1. (u3m. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r., uzm. - JIB, 6p. 60 ot 2011 r., B cuna
or 05.08.2011 r.) nanHm 3a EguHHUS WACHTH(UKAIMOHEH KOJ Ha THProBella WM KOOIepalusira OT
THproBCKUst pETUCTHP, A 32 JPYKECTBATA, PETUCTPUPAHU B IbpKaBa - WieHKa Ha EBpomneiickus cbio3, Ui B
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IObpxaBa - crpaHa no CnopasymeHuero 3a EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO - JOKYMEHT 3a
aKkTyaJlHa pEerucTpanusi IO HAIMOHAJTHOTO 3aKOHOJATEJICTBO, M3/AaJeH OT KOMIIETEHTEH OpraH Ha
ChOTBETHATA JIbPKABA;

2. (m3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., u3m. - JIB, 6p. 67 ot 2020 r.) criuchk
C MEXAYHAapOJHUTE HEMATCeHTHW HAMMEHOBAaHUS M THPIOBCKUTE HAMMEHOBAaHUSA Ha JICKAPCTBEHUTE
MPOJYKTH, JIEKapCTBEHATa MM (opMa, ChABPKAHUETO HA aKTUBHOTO BEIIECTBO B J030Ba €JAMHHIA U
KOJIMYECTBO B KpalfHaTa OMaKOBKa;

3. (mom. - IB, Op. 71 ot 2008 r., B cunma ot 12.08.2008 r.) komue OT pa3pelICHHETO 3a
MIPOU3BOJICTBO, U3/1aJICHO OT PEryJaTOPHUs OpPTraH Ha JbprKaBaTa U3HOCUTEN U CEPTU(UKAT, YIOCTOBEPSIBAILLL
ChOTBETCTBUETO Ha YCJOBHUSATA 32 MPOU3BOJICTBO, KOHTPOJ M CbXpPaHEHUE CbC CTaHAAPTH, HAN-MAaJIKO
€KBUBAJICHTHU Ha cTaHaapTuTe Ha JloOpaTa Mpou3BOICTBEHA MPAKTHKA;

4. NOKyMEHTH, C KOUTO C€ yAOCToBepsiBaT oOcrositencTBaTa mo wi. 159, an. 1 um 2 3a
KBUTH(DUIIUPAHOTO JTUIIE;

5. maHHU 3a ajpeca Ha jJabopaTopus Ha TepuTopusaTa Ha PemyOnuka bbarapus 3a u3BbpiiBaHe
HA TBJIEH KOJUYECTBEH U KAYeCTBEH aHAlM3 Hal-Mallko Ha aKTHBHHUTE BEUIECTBA U HA BCHYKH JPYTH
TECTOBE M TPOBEPKH 3a JIOKa3BaHE Ha KaueCTBO HA BCSIKAa BHECEHAa MapTUAA JIEKAPCTBEH IPOIYKT B
CHOTBETCTBUE C HW3WCKBAHMITA HAa pa3pelieHHueTo 3a ymoTpeba Mo pedaa Ha TO3W 3aKOH U aJpec Ha
IIOMEILEHUSATA 33 CbXPAHEHUE;

6. IOrOBOp, B KOWTO ca OMpENEICeHH OTTOBOPHOCTUTE Ha BCSKAa OT CTPAHUTE MO OTHOLICHHE
CrIa3BaHeTO Ha MpUHIMIUTE Ha JoOpaTa MpOU3BOJACTBEHA MPAKTUKA OT U3IMTBIHUTENS, U HAYMHBT, IO KOUTO
KBATHUIIMIPAHOTO Julle 1o wi. 161, an. 2, T. 1 1me u3mbiaHsABA 3aIbJDKEHUATA CH, B CIy4auTe, KOTraTo
muuero mo wi. 161, an. 1 He pasnonara cbc cOOCTBEHA J1abOpaTopus;

7. TOKyMEHT 3a IjIaTeHa Takca B pa3Mep, onpeseneH B Tapudara mo wi. 21, an. 2.

(3) (Hosa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) IIpu mocTeiBane Ha 3asBIECHUE IO
an. 1 MAJI onensiBa mojaseHaTa JOKYMEHTAIMsl U U3BBPIIBA MPOBEpPKA HA MSICTO Ha JlabopaTopusTa 3a
KOHTPOJI M TOMEIICHUATA 33 ChXpAaHEHHE Ha JIEKAPCTBEHH MPOAYKTH W Ha JIEKAPCTBEHU NPOAYKTH,
MpelHa3HaYeHN 3a KIMHUYHO HW3MHUTBaHE, 32 YCTAHOBSBAaHE HA CHOTBETCTBUETO MM C HM3UCKBAaHHUATA Ha
JloGpata mpou3BoJCTBEHa NpakTuka U Ha JloOpaTa qucTpubyTopcka npakTUKa.

(4) (ITpeaumna an. 3 - 1IB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r.) Koraro momernienusra 3a
MIPOM3BOJICTBO Ca PA3MOJIOKEHU B TpeTa IbpxkaBa, ¢ KoATo EBporelickara oOIHOCT MMa MOJMUCAHO
criopa3yMeHHe 3a B3aMMHO NpHU3HaBaHe Ha cepTudukatu 3a [loOpa nmpous3BoACTBEHA MPAKTHKA, TUIATa 110
1. 161, an. 1 npunaraT KbM 3a8BJIEHUETO aJpeca Ha BCSAKO MOMEIIEHHUE 3a POU3BOACTBO HA JIEKApCTBEHU
MPOJYKTH, aKTHUBHHU BEIIECTBa WM JIEKAPCTBEHH MNPOAYKTH, MpeIHA3HAYeHH 3a KIMHUYHO H3MHUTBAHE,
HAaMMEHOBAaHME, CEAAJIMILE U aJpec Ha YIpaBJICHUE HA JIMIIETO, MOJYUYUIIO pa3pelieHre 3a MPOU3BOICTBO,
cepTu(uUKar, yoCcToBepsBall CbOTBETCTBUETO HA YCJIOBHUATA 3a MIPOU3BOJCTBO, KOHTPOJ U ChbXPAHEHUE ChC
CTaHJIapTH, €KBUBAJCHTHU Ha CTAaHIApTUTE, YTBBPACHU C HM3UCKBaHUATA Ha [loOpara mpomM3BOACTBEHA
MIPAKTUKA, © UIMETO Ha KBATU(UIIUPAHOTO JIHIIC.

(5) (Ilpeaumna an. 4, usm. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B cinyuawure,
pazmuuHn ot an. 4, MAJl wu3BbpmBa mpu HEoOXOOUMMOCT IPOBEPKAa HAa MACTO 3a YCTAaHOBSIBAHE Ha
CbOTBETCTBUE HA JOKyMEHTAalUsiTa C YCJIOBMSTa 3a IIPOU3BOJCTBO, KOHTPOJ M CbhXpaHEHHE Ha
JIEKapCTBEHUTE TPOAYKTH B AbpikaBaTa W3HOcUTeNn. l[lpu ycraHoBsiBaHe Ha choTBeTcTBHE C JloOpata
npousBocTBeHa npaktuka MAJI uszgasa cepTudukar.

(6) (Ilpegumnaa an. 5, usm. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Pasxoaute 3a
M3BBpIIBaHE HAa IPOBEpPKaTa Ha MACTO I10 all. 5 ca 32 CMETKAa Ha BHOCUTEJIS.

(7) (ITpepumna an. 6, u3Mm. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a u3BbpIIBaHE HA
MPOBEpPKa Ha MSCTO 1O ajl. 3 WIK 1O all. 5 3asBUTEIAT 3arialia Takca B pa3Mep, ONpe/esieH B Tapudara 1mo
1. 21, am. 2.
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Un. 163. (1) Ksamudpummpanoro numume mo wi. 161, am. 2, T. 1 u3gaBa ceprudukar 3a
0CBOOOXKJaBaHE Ha BCsAKa MAapTHJIA, yIOCTOBEPsBAlll, Y€ BHECEHATa MapTHA JIEKAPCTBEH MPOAYKT OT TpeTa
IbpKaBa, HE3aBUCUMO J1ajIi IPOAYKTHT € IPOU3BE/IECH WM HE B Apyra IbpKaBa WICHKA, IPEAN J1a C€ ITyCHE
Ha ras3apa Ha Tepuropusra Ha PenyOnuka bearapus, e moasiokeHa Ha I'bJIEH Ka4eCTBEH M KOJUYECTBEH
aHaIu3, Hali-MaJKO Ha AaKTUBHHUTE BEIIECTBA, M Ca M3BBPIIEHM BCHUUKH HEOOXOIUMH W3MMTBAHUS U
MPOBEPKH B CHOTBETCTBHE C M3MCKBAHUATA 3a M3JlaBaHE Ha pas3pelieHue 3a ymorpeda MO peaa Ha TO3M
3aKOH.

(2) Korato maprupara jekapcTBEH NpPOAYKT, BHECEHA OT TpETa Abp)KaBa, € IMOAJIOKEHAa Ha
aHaIM3UTe o aji. | B Japyra AbpikaBa WiIEHKAa W Ce€ NMPUJIpPYKaBa OT CepTUPUKAT 3a OCBOOOXK/JaBaHE Ha
napTujiara, MOANUCAaH OT Jpyro KBalM(UUIUpPaHO JHIE, HE CE€ H3UCKBA IPOBEXJAaHE HAa KOHTPOJIHH
W3NUTBAaHUA Ha TepuTopusiTa Ha Penyonuka bearapus.

(3) Korato mnaptunata JeKapcTBEH INPOJYKT € BHECEHa OT TpeTa JbpikKaBa, C KOATO
EBpomneiickara o0IHOCT MMa MOANKCAHO CHIOpa3yMEeHHe 3a B3aUMHO IpU3HaBaHe Ha cepTudukara 3a JJobpa
IIPOM3BOJICTBEHA MPAKTUKA, KBATU(HUIIMPAHOTO JIMIE U3JaBa cepTUHUKAT 32 0OCBOOOKIaBaHE HA MapTHaATa
Bb3 OCHOBA Ha MpUJpY’KaBallara rnaprujara JOKyMeHTauus, 0e3 ja ce Hajara Ja M3BbpIIBAa KOHTPOJIHH
W3NUTBAaHUA Ha TepuTopusiTa Ha Penybnuka bearapus.

(4) (Ot™m. - 1B, 6p. 84 o1 2018 1. (*))

(5) (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

(6) (U3m. - JIB, 6p. 71 ot 2008 1., B cuya ot 12.08.2008 r., ot™. - JIB, 6p. 84 oT 2018 1. (*))

(7) KamudunupanoTo nure no an. 1 chbXxpaHsiBa JOKYMEHTAIUsATa 332 BCSIKA BHECEHA MapTUAA
JIEKapCTBEH MPOAYKT Hal-MaJIKO 5 TOAWHY U 5 IPEACTaBs NP MOUCKBAHE HA KOHTPOJIIHUTE OPraHH.

(8) IlpuTexkaTensaT Ha pa3pelieHHe 3a BHOC OCUTYpsiBa M HOJIbpKa cHcTeMa 3a OJIOKUpaHe U
M3TEIJISHE OT Ia3apa Ha JIEKapCTBEHH MPOYKTH, T0Ka3aJIu HEChOTBETCTBUE C M3UCKBAHUATA 32 KAUeCTBO.

(9) IlpuTexxaTensaT Ha pa3pelleHUe 3a BHOC € JIbXKEH Ja OJIOKUpa U J1a U3TErJIU JEKapCTBEHUTE
MPOAYKTH, TIOKa3aJl HECHOTBETCTBHE C M3UCKBAHMITA 32 O€30MAaCHOCT M €(PUKACHOCT, ChITIAaCHO HapeabaTa
mo wi. 274, an. 1.

(10) (U3m. - AB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) Paznopendute Ha un. 160, an. 1, T.
4 u 7 ce mpwiiaraT ¥ IO OTHOILICHHE Ha ITPUTEKATEIINTE HA Pa3peIIeHHe 3a BHOC.

(11) ITputexxatenar Ha pa3pelieHre 3a BHOC OCUT'YpsiBa Ha KBAJIM(UIIMPAHOTO JUIIE 1Mo 4. 161,
an. 2, T. 1 HeoOXOAMMHTE YCIIOBHS 3a W3IIBIIHEHHE Ha 3aIbJDKCHUSATA My W YBEIOMsiBa He3a0aBHO
KOHTPOJIHUTE OpPTraHH IPH HEroBaTa MpOMsHA.

(12) Ilpu oOpa3yBaHe Ha aJIMUHUCTPAaTUBHOHAKA3aTEJIHO IMPOM3BOACTBO 3a HapyLIEHUS,
U3BBPIICHU TNPH M3INBIHEHUETO Ha 3aJb/DKEHUATa Ha KBannpuuupaHoro june, MAJl pasnmopexiaa Ha
MPUTEXKATEIIS Ha Pa3pelIeHUeTo 3a BHOC /1a OTCTPAHU BPEMEHHO KBaJM(UIIMPAHOTO JIULE OT ATBKHOCTTA.

Un. 163a. (Hos - JIB, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) (1) Koraro MAJI ycranoBu
HEN'BJIHOTH M HEJOCTaThIM B MPEACTABCHATa JOKYMEHTAIUS, TS YBEJIOMSBA IMHCMEHO 3asBUTEISI M JlaBa
MUCMEHH YKa3aHHUS.

(2) B cayuaure mo an. 1 cpoxbT mo wi. 164, an. 1 cnupa na Tede 10 MPUBEKIAHE HA
JOKYMEHTAIUsATa B CbOTBETCTBHE C U3UCKBAHUATA.

Uin. 164. (1) U3nenautennust qupektop Ha MAJI nu3nasa paspenienue 3a BHOC B Cpok 30 aHH OT
JaTaTta Ha TI0J[aBaHe Ha 3asBJICHHETO IO WI. 162 WM MOTHBHPAHO OTKAa3Ba.

(2) Otka3pT Mo an. 1 moayiexu Ha oOXallBaHe TO pela Ha ATMUHUCTPATUBHOIPOIIECYATHUS
KOJICKC.

(3) Paspemienuero 3a BHOC C€ H3/1aBa CaMO 3a IOCOYECHHUTE B 3asBJICHUETO JIEKAPCTBEHHU
MPOJIYKTH, TeXHH (DOPMH aKTHBHH BEIECTBA M 3a MIOCOUYCHUTE JICKAPCTBEHH MPOJYKTH, MMPEAHAZHAUYCHHU 32
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KIIMHUYHO U3IIMTBAHC, U 3a IOMCHICHUATA, KBACTO IIC CC U3BBPIIBAT KOHTPOJIBT U CbXPAHCHUCTO.
(4) PaspemenueTo 3a BHOC € 6€3CpOYHO.

Yn. 164a. (Hos - IB, 6p. 67 ot 2020 r.) [Ipurexatenar Ha pa3pelieHHE 32 BHOC OCUTYpsBa
MOCTAaBSIHETO BBPXY BTOpPHYHATA OIMAKOBKAa, a aKo HsAMa TakaBa - BBPXY IIbpPBHYHATA OIMAKOBKa, Ha
JIEKapCTBEHUTE TMPOMyKTH, ompeneneHun B Jlemermpan perimament (EC) 2016/161, mokazatenure 3a
6e3omacHoOCT 1o 4. 168, ann. 8 u ocurypsiBa BbBEKJaHETO HA MHAUBUIyalIHUS UACHTU(DUKAIIOHEH Oerer Ha
BCSIKA OMAKOBKA B CUCTEMAaTa OT PETHCTPH B choTBeTCcTBHE ¢ Jlenerupan pernament (EC) 2016/161.

Un. 165. (U3m. - IB, 6p. 67 ot 2020 1.) (1) [IpuTexaTtensaT Ha pa3pelieHue 3a BHOC OT TpeTa
nbprkaBa nogasa B MAJI 3asiBieHre pu NpoMsiHa Ha:

1. muero mo wit. 161, an. 2, 1. 1;

2. crUChKa ¢ MEXAYHAPOIAHUTE HEMATEHTHH HAMMEHOBAHUS U ThPrOBCKUTE HAUMEHOBAHUS Ha
JICKapCTBEHUTE TPOIYKTH, JIEKApCTBEHaTa MM (opMma, ChABbPKAHME Ha AaKTUBHOTO BEIIECTBO B J030Ba
€IMHUIIAa U KOJIMYECTBO B KpaifHaTa OMaKOBKa;

3. agpeca Ha naboparopusra o wi. 161, an. 2, T. 2;

4. TBProBCcKaTa perucTpanusl.

(2) KbM 3asBi1eHueTO 10 ain. 1 ce mpuiiarat JOKYMEHTUTE, CBbP3aHH C IPOMsIHATA, ONpeaesIeHH
B wiI. 165a, M TOKYMEHT 3a IUTaTeHa Takca B pa3Mep, ornpeeneH B Tapudara mo wi. 21, an. 2.

Uin. 165a. (Hos - 1B, 6p. 67 ot 2020 r.) (1) [Ipu npomsina no wi. 165, an. 1, 1. 1 3asBurensr
MIPEACTABS CJIeIHATA JOKYMEHTAITUS:

1. qurmoma 3a 3aBBPIICHO BUCIIE 00pa30BaHUE;

2. TpyJ0B JOTOBOP;

3. IOKYMEHTH, YAOCTOBEPSBAIIY JOMBIHUTEIHA KBATU(DUKALINS,

4. IOKYMEHT 3a TPY/IOB CTax.

(2) 3mpaHuTEIHATA areHIMsI 110 JIEKapCTBaTa yCTAaHOBSIBA CITY)KEOHO 00CTOSTEIICTBATa OTHOCHO
CHIMMOCTTA Ha JUIEeTO 1o wi. 161, am. 2, 1. 1, koraTto ¢ OBJTapCKH rpaKJaHUH. 3a JIHIaTa, KOUTO HE ca
OBJITapCKU TPAXKIAHU, CHC 3aABICHUETO CE€ TMPEACTaBS CBHJETEICTBO 3a CHAMUMOCT WM aHAJIOTHYEH
JOKYMEHT, U3JaIcH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JIbprKaBa.

(3) IIpu mpomsina 1o wi. 165, an. 1, T. 2 3asBUTENAT IPEICTaBs ClieHATA JOKYMECHTAIIHS:

1. ciUChK ¢ MEXIYHAPOJHHWTE HEMATCHTHH HAaWUMEHOBAHMS M THPTOBCKUTE HAMMEHOBAHUS Ha
JIEKapCTBCHHUTE MPOIYKTH, JIEKapcTBeHaTa UM (opma, ChABPKAHWE HA AKTUBHOTO BEIIECTBO B J[030Ba
€IMHUIA ¥ KOJIMYECTBO B KpalilHaTa ONaKOBKa;

2. CIMCBK Ha MPOUEAYpUTE 3a NPOU3BOACTBO, KOHTPOJI U CHXPAHEHHE HA JIEKAPCTBEHUTE
MPOIYKTH.

(4) Ilpu mpomsina o wi. 165, an. 1, T. 3 3agBUTENAT MpeacTaBs JaHHUTE 1o Wwi. 162, an. 2, 1. 5 u
KOIIME OT JI0roBOpa B ciayyaute o wi. 162, an. 2, 1. 6.

(5) IIpu mpomsiHa mo wi. 165, am. 1, 1. 4 MAJI ycraHoBsiBa Ciy>keOHO OOCTOSITEICTBATa IO
3asBEHUTE MPOMEHH B ThPrOBCKATa PETUCTPALIUS.

Ui 166. (1) Ilpu n3maBaHe Ha pa3pelICHUETO, C KOETO CE JOIMyCKa MpOMsHATa, CE€ MpHiarat
pasnopenoute Ha 4. 164, KaTo CPOKBT 32 U3JABAHETO MY €:

1. B cmydaute o wi. 165, an. 1, 1. 1,2 u 4 - no 14 auu;

2. B ciyvaure 1o wi. 165, an. 1, 1. 3 - 1o 30 quu.

(2) Korato mpomsnara no wi. 165, an. 1, T. 3 He MoXxe Aa ce oueHu no JokymeHTu, MAJI
U3BBPIIBA MPOBEPKa Ha MACTO. B Te3m ciayuyam cpoksT mo an. 1, T. 2 chnupa Ja Tede A0 3aBbpIIBaHE Ha
IpoBepKaTa.
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(3) PazxoauTte no u3BbpILIBAHE HA MPOBEPKA HA MSCTO MO ajl. 2 ca 32 CMETKa Ha 3asBUTEIA.
(4) 3a u3BBpIIBaHE Ha MPOBEpPKAa Ha MACTO IO ajl. 2 3asBUTENAT 3aruialla Takca B pa3Mmep,
orpeseneH B Tapudara mo wi. 21, an. 2.

Un. 167. (1) U3nbnHUTENHATA areHIIHs TIO JIEKapcTBaTa BOAU perucThp mo wi. 19, an. 1, 1. 2 Ha
U3JIaJICHUTE PAa3pEeLICHHs 3a BHOC, KOMTO ChIbpIKa:

1. HOMep U J1aTa Ha pa3peleHNeTo 3a BHOC;

2. HaMMEHOBaHMe, CEeAANUIIE U apec Ha YNPABICHUETO Ha JIMLETO, NOJYUMUIIO pa3pelieHUE 3a
BHOC;

3. axgpec Ha IOMEIIEHUATA 32 KOHTPOJI U CbXPAHEHUE Ha JIEKAPCTBEHUTE NPOTYKTH;

4. (m3m. - JIB, op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nekapcTBEHUTE NPOAYKTH U
¢bopmuTe, 32 KOUTO € MOJIy4YEHO Pa3pPEIICHUETO;

5. uMe Ha guneTo o wi. 161, am. 2, T. 1;

6. 1aTa Ha 3aJIMYaBaHe OT PErHCThPa HA PA3PEIICHUETO 332 BHOC U OCHOBAHME 32 TOBA.

(2) dannu ot peructbpa ce myOiuKyBaT Ha crpanunata Ha MAJI B unTepHer.

Paznen II1.
IIpoun3BoacTBO, BHOC M THProBUs Ha epo ¢ akTuBHM Bemecrsa (Hos - /IB, 0p. 102 or 2012 1.,
B cujia ot 02.01.2013 r.)

Yn. 167a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) IIpou3BoACTBO, BHOC WU
THPTOBHSI Ha €Ip0 C aKTHBHHU BEIMIECTBA MOTAT Ja M3BBPIIBAT caMO (PU3MUYECKH WA FOPUIUUYCCKU JIHUIIA,

PETUCTPUPAHU KATO THPrOBIM MO 3aKOHOJATEJICTBOTO HA Ibp)KaBa WICHKA M BIIMCAHH B PETHUCTHPA MO WII.
167r.

Un. 1676. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) 3a BucBaHe B perucThbpa
o wi. 167t 3asButensaT nmogasa B MAJI 3asBieHue mo oopasell, yTBbpACH OT U3MBJIHUTEIHUS JUPEKTOP HA
HNAJIL xoeto chabpxka:

1. nme, ceganuuie u agpec Ha ynpaBiIeHUE Ha JIMIETO mo 4wi. 167a;

2. CIIUCHK Ha aKTHBHUTE BEIIECTBA, KOUTO III€ CE BHACAT, MPOU3BEKIAT UIH THPTyBaT;

3. IEWHOCTHUTE, KOUTO JUIETO M0 Wi. 167a 1m1e u3BbpIBa;

4. ajpec Ha TOMEIIEHUSATA W JaHHM 3a TEXHHUYECKOTO OOOpyJBaHE 3a OCBHIUIECTBSIBAHE Ha
NEeWHOCTTAa Ha JuIara 1mo 4i. 167a.

(2) KpM 3asBienueTo mo an. 1 ce mpumnarar:

1. naHHU 3a eIMHHUS UIEHTU(PUKALIMOHEH KO/ Ha ThProBela, a 3a ApYy>KecTBara, perucTpupaHu
B JbpKaBa WICHKA - JOKYMEHT 3a aKTyajlHa PETUCTpAIlHs M0 HAIMOHAIIHOTO 3aKOHOJATEJICTBO, U3/AaJIeH OT
KOMIIETEHTEH OpraH Ha ChOTBETHATA JIbPKaBa;

2. TOKYMEHT 3a IulaTeHa Takca 1o 4i. 21, an. 2.

(3) B cpok 60 mHU OT MOCTHIIBaHE HA 3asABJICHUETO M JOKyMeHTanusaTa 1mo ai. 1 u 2 MAJI BB3
OCHOBA Ha OIIEHKA Ha pUCKa:

1. BnucBa nunero no 4i. 167a B peructbpa 1o wi. 167r, 3a KOETO TO yBEIOMSIBA, WU

2. yBeoMsIBa 3a JlaTaTa Ha W3BBPIIBAHE HA MHCIEKIUS 32 YCTAHOBSIBAaHE HA CHOTBETCTBHETO HA
YCJIOBHSITA 3a M3BBPIIBAHE Ha JAeWHOCTUTE To wi. 167a ¢ u3uckBaHusta Ha [[oOpara mpow3BOACTBEHA
npakTuka mo wi. 152, an. 1 u Ha JloOpute qucTprOyTOPCKU MPAKTUKH Ha aKTUBHU BellecTBa 1mo wi. 198.

(4) Koraro B pesynrar Ha uHcnekuusra mo ai. 3, T. 2 MAJl ycraHoBH CBHOTBETCTBUE C
M3UCKBaHMATa Ha J[oOpara mpou3BOACTBEHA MpakThKa 1mo 4i. 152, an. 1 u Ha [{oOpure muctpuOyTOpCcKU
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MPaKTUKU HAa aKTHBHU BeIECTBA 1o wi. 198, Ta BOUCBa 3asBUTENS B pErUCTbpa 1o wi. 167r, 3a KOETO o
yBEZIOMSIBA.

(5) Pa3zxoauTe 3a U3BBpIIBAHE HA MHCIIEKIIUATA IO al. 3, T. 2 ca 3a CMETKa Ha 3asiBUTEIIS.

(6) 3a u3BBpIIBaHE HA WHCIEKIUATA MO aj. 3, T. 2 3asABUTENAT 3aljiania Takca B pa3Mmep,
ompezeneH B Tapudara mo wi. 21, an. 2.

(7) B cnyuaute o ain. 3, T. 1 u ain. 4 3a9BUTENSAT MOXKE JIa 3aII0OYHE J1a OCHIIECTBABA JEHHOCTTA
CH CJIeJ] BIUCBAHETO B pErUcThpa Mo wi. 167r.

Y. 1678. (Hos - 1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) Koraro B cpoka mo 4i. 1670,
an. 3 UAJl He yBegomu, 4Ye 1mie OBAE HU3BBPIICHA WHCHEKIUS, 3asBUTEISAT MOXKE Ja 3amoyHe
OCBIIECTBSIBAHETO HA JICHHOCTTA.

UYn. 167r. (Hos - AB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) (1) M3nbaHUTENHATA areHIUS
0 JIEKapCcTBaTa BOJAM IMyOJIMUEH PETHCTHP Ha BHOCHUTENHTE, NMPOU3BOJIUTEINTE W THPTOBIMTE HA €IIPO C
aKTUBHU BEIIECTBA, KOUTO ChABPKA:

1. nme, ceganuuie u agpec Ha yIpaBiIeHUE Ha JIMIETO Mo 4wi. 167a;
. CIIUCHK Ha aKTHBHUTE BEIECTBA, KOUTO CE BHACST, POU3BEKAAT WIH THPryBar;
. IEHHOCTHUTE, KOUTO JHUIETO 1Mo Wi. 167a 11e u3BbpIBa;
. aJIpec Ha MIOMEIIEHUATA, B KOUTO CE U3BBPIIAT ICHHOCTHUTE;

wm AW N

. 3a0€eJIEXKKH 110 BIIMCAHUTE 00CTOSTEICTBA.
(2) M3mbpnHuTeNHATAa areHOMs IO JIEKapcTBaTa BBBEXJa B 0Oa3ara JaHHM 10 Wi 147
uH(pOpMAaIIKs 32 PETUCTPUPAHUTE BHOCUTEINN, IPOU3BOAUTEIN U THPTOBIM HA PO C aKTUBHH BEIIECTBA.

UYn. 167xa. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) JIunero mo un. 167a
nonasa B MAJI exxerogno 1o 31 siHyapu yBeJoMJICHHE 32 HACTBIIMIM IPOMEHU B MH(POPMaIUATA, BIIUCAHA B
peructbpa o wi. 167r.

(2) Ilpm HacTpIBaHE Ha NPOMEHH, KOUTO MOraT Ja IOBIUAAT Ha KauyecTBOTO WM Ha
0€30MMacHOCTTa Ha aKTUBHUTE BEILECTBA, KOUTO CE€ MPOU3BEKIAT, BHACAT WIHM PAa3MpOCTPaHSBAT, JTUIETO 110
y1. 167a yBenomsisa MAJI HezabaBHoO.

Un. 167e. (Hos - IB, 6p. 102 ot 2012 r.) (1) (B cuma ot 02.01.2013 r.) IIpousBoacTBOTO,
BHOCBT M TBHProBHATAa Ha €IpO C AaKTHUBHH BEIIECTBa Ha TepuTopuara Ha PemybOnuka bbiarapus,
BKJIIOUMTEJIHO Ha aKTHBHU BEIlECTBa, NMPeIHAa3HAYeHH 3a M3HOC, CE M3BBPIIBA B ChOTBETCTBUE ¢ JloOpara
MPOM3BOJICTBEHA MPAaKTUKA U JJoOpuTe TUCTpUOYTOPCKH MPAKTUKU 32 aKTUBHH BEIIECTBA.

(2) BHocurenute Morar 1a BHacAT aKTUBHHU BEIIECTBA CaMO aKO €a CMa3eHH CIEAHUTE YCIOBUS:

1. (B cuna ot 02.01.2013 r.) akTUBHUTE BEIIECTBA ca OWIM MPOU3BEIEHU B CHOTBETCTBUE CHC
cra”zaptu 3a /JoOpa npousBoACTBEHA NPAKTHKA, KOUTO Ca HAal-MaJIKO €KBUBAJIEHTHU HA YCTAHOBEHUTE OT
EBpomneiickust cb1o3, 1

2. (B cuna ot 02.07.2013 r.) akTUBHUTE BEIIECTBA C€ MPUAPYKABAT OT MMCMEHO NOTBBPKICHUE
OT KOMIIETEHTHUS OpraH Ha JbpKaBaTa U3HOCUTEI, Ye:

a) cragmaprure 3a JloOpa mNpPOM3BOJACTBEHA NPAKTHKA, NPWIOKUMU KbM OOEKTa 3a
MIPOM3BOJICTBO HAa W3HECEHUTE AKTUBHU BEIECTBA, Ca Hal-MaJKO E€KBUBAJEHTHM Ha YCTAaHOBEHHUTE OT
EBponerickus cbro3;

0) ChOTBETHHAT OOEKT 3a MPOHM3BOJCTBO IMOJJIEKH Ha PEJOBEH KOHTPOJ M B HErO ce mpujara
edextuBHO J[oOpaTa MpoM3BOACTBEHA MMPAKTUKA, KATO TOBA BKJIFOUBA MHOTOKPAaTHH U BHE3AITHU MHCIIEKIIUH,
C IIeJl TapaHTHpaHe 3aKpuja Ha OOIIECTBEHOTO 3]paBe, Hal-MaJKo paBHOCTOWHA Ha Ta3u B EBponeiickus
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CbhI03, U

B) B Cllyyall Ha KOHCTaTHPAaHO HECNa3BaHE Ha M3MCKBAHMATA Abp)KaBaTa M3HOCHUTEN IE
uHpopmupa HezabasHo MAJL

(3) (B cwma ot 02.07.2013 r.) UsuckBaneTo Ha am. 2, T. 2 HE ce Mpuiara, ako Ibp>KaBaTa
M3HOCUTEII € BKJIIoUeHa B cnucbhka 1o wi. 1116 ot Aupextuna 2001/83/EO.

Y. 167x. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 02.07.2013 1.) (1) Ilo u3kitoueHmne, KOraTo
€ HeoOXOIMMO J1a Ce OCHIYpH HaJIMYHEeTO Ha JIEKApCTBEHM NPOAYKTH, BHOCHUTENAT MOXE Jla BHacs
AKTUBHOTO BEIIECTBO 0€3 MUCMEHOTO MOTBBPXKACHUE 10 Wi. 167¢e, ai. 2, T. 2 3a CPOK HE MO-IBIBI OT CPOKa
Ha BaJIMTHOCT Ha ceprudukata 3a JloOpa mponu3BOJACTBEHA MPAKTUKA, KOTaTO OOEKTHT 3a MPOU3BOJICTBO HA
aKTUBHO BEIIECTBO B IbpKaBaTa U3HOCUTEN € OUJI MHCIIEKTUPAH OT PEryjJaTOpPeH OpraH Ha JbpiKaBa 4JieHKa
U € YCTaHOBEHO, Ue Cra3Ba MPUHIIUIIUTE U PHKOBOJICTBATA 32 JJoOpa Mpon3BOACTBEHA MTPAKTHKA.

(2) B ciiyuante no an. 1 MAJI yBenomssa EBponeiickata KoMHCHS.

Yn. 1673. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilputexarenure Ha
paspenieHus 3a MPOU3BOJICTBO, BKIIFOUUTEIIHO T€3U, KOUTO M3IBIHABAT JeHHOCTUTE o wi. 1680, an. 2, ce
CMSTAT 3a MPOU3BOIUTENHN 1O CMUCHIA Ha § 13, T. 3 OT AOMBIHUTETHHUTE pa3opeaOH Ha 3aKOHa 3a 3aIIuTa
Ha TIOTPEOUTENMTE U HOCAT OTTOBOPHOCT 3a BPE/IU, MPUIMHEHH OT e(hEeKT HAa CTOKHUTE, TIPEIBUICHA B HETO.

I'maBa mecra.
OIMAKOBKHA N JINCTOBKHU HA JIEKAPCTBEHU ITPOAYKTHU

Un. 168. (1) OmakoBkarta Ha JIEKapCTBEH MPOIYKT C€ CHCTOM OT IIbPBUYHA W/WJIM BTOPHUYHA
OTIaKOBKa M OT JIMCTOBKA 32 MAIlHEHTA.

(2) (U3m. - OB, 6p. 61 or 2011 r., B cuma or 10.11.2011 r.) BropuuyHara omakoBka Ha
JIEKapCTBEHU NPOAYKTH, ChIbpIKAIM BEIIECTBA, IOCOYEHH B CIMCHKA MO 4Wwi. 3, ail. 2, T. 2 oT 3akoHa 3a
KOHTPOJI BbPXY HAPKOTUYHHUTE BEIIECTBA U MPEKYPCOPHUTE, C€ MAPKUPa TUATOHAIIHO C JIBE YSPBEHH JICHTH, a
BTOPUYHATA OITAKOBKA HA JIEKAPCTBEHHU MPOAYKTH, ChBPKAIIN BEIIECTBA OT CIIUCHKA 110 WI. 3, all. 2, T. 3 OT
3akoHa 3a KOHTPOJ BBHPXY HAPKOTHYHUTE BEIIECTBA M MPEKYpCOPUTE - C JIB€ CHUHU JeHTH. OmakoBKara
3aIBJKUTEIIHO ChIbpPKA YKa3aHUE, Ye JIEKAPCTBEHUAT MPOAYKT C€ OTIIyCKa Camo IO CIELHATIHO JEKapCKO
MperrcaHue.

(3) (M3wm. - [IB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) JIucToBKaTa Ha JIEKAPCTBECHUTE
MPOIYKTH, BKIIFOUEHHU B crichka 1o wi. 23 ot Permament (EO) Ne 726/2004 na EBporeiickust mapjiaMeHT U
Ha CpBera, chabpxka HHPOpPMAIMS CbC CleIHUS TeKCT: "To3u JeKapCcTBEH NPOAYKT TMOAJEKH Ha
nombiHUTETHO HaOmoaeHue". [Ipea TekcTa ce mocTaBs 3HaK B YEPEH IBST ChIVIACHO WieH 23, maparpad 5
ot Pernament (EO) Ne 726/2004 na EBponeiickus napnameHT u Ha CbBeTa, NPUAPYKEH OT OOSCHUTEIHA
Oemnexka.

(4) (M3m. - 1B, Op. 102 ot 2012 1., B cmma ot 21.12.2012 r.) B nucToBKara Ha JIeKapCTBEHUTE
NPOAYKTH C€ BKIIOYBA CTaHIAPTEH TEKCT, C KOWTO NAalMeHTHTE ce MpHKaHBaT Ja JOKIaJABaT Ha
MEIUIMHCKUTE CHeUHUaTUCTH Win qupekTHo Ha MAJI Bcska mogo3upaHa HexellaHa JIEKapCTBeHA peaKiys
ChIJIacHO oOpasmure mo wi. 185, an. 2, 1. 4.

(5) Koraro nexkapcTBeHHAT MPOAYKT C€ pa3peliaBa 3a yrnorpeda Ha Teputopusita Ha PenmyOnuka
bearapus, BbpXy BTOpHUHATA My OIAKOBKa Ce MOCTaBs MapKUPOBKA 32 Pa3IeNHO ChOUpaHe U PELUKINPAHE
ChIJIACHO 3aKOHA 3a YNpaBJICHHUE HA OTHNAABLNUTE U AKTOBETE MO NPUIIAraHETO MY.

(6) Koraro nexapCTBEHUAT MPOIYKT C€ pa3pelraBa 3a yrnorpeda, HAMMEHOBAHHETO MYy BBPXY
BTOpUYHATA OIMAKOBKa, JIEKapcTBeHaTa opMa U ChABPKAHUETO HA AKTUBHOTO BEIIECTBO B JI030Ba €AMHUIIA
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ce u3nucea u ¢ bpaiinosa a3oyka.

(7) N3nckBaHusTa Ha an. 6 He ce mMpuilaraT 3a BAKCUHU U JICKaPCTBEHH MPOAYKTU B OOJTHUYHU
OIAKOBKH.

(8) (Homa - 1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Bppxy BropuyHaTa onakoBKa, a
aKo HsMa TakaBa - BBbPXY IIbpPBUYHATA ONAKOBKA HAa JIEKAPCTBEHUTE MPOAYKTH, C M3KIIOUEHHE Ha
panunodapmaneBTUIM, C€ HAHACHT:

1. uHAMBHIyaNeH WAEHTH(QUKALMOHEH Oeler 3a MokaszaTesJuTe 3a 0e30MacHOCT, KOMTO JaBa
BBH3MOKHOCT THPrOBIIUTE HA €1PO U IpeOHO aa:

a) IPOBEPSIBAT aBTEHTUYHOCTTA HA JIEKAPCTBEHUS IIPOYKT;

0) uaeHTHPUIMPAT OTIACTHH OMAKOBKH;

2. CpPencTBO, C KOETO J]a CE€ M3BHPIIBA MPOBEPKA HA OMAKOBKATa HA JICKAPCTBEHHS MPOAYKT il
e Owia moAnpaBeHa.

Y. 168a. (Hos - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1) Bppxy omakoBkaTa Ha
JIEKapCTBEH MPOIYKT, KOWTO C€ OTITYCKa IO JIEKAPCKO MpPENICcaHue, Ce HaHACST MoKa3aTelH 3a 6e301MacHOCT
mo wi. 168, an. 8, ¢ U3KIIOYEHNE HA CIy4YauWTe, B KOUTO JIEKAPCTBEHMAT MPOAYKT € BKJIKOYEH B CIIMCHKA,
orpeneneH oT EBporeiickaTa KOMHUCHS C JIelerupaH akT mo 4i. 1680.

(2) Bppxy omakoBKara Ha JIEKAPCTBEH MPOIYKT, KOHTO ce OTITycKa 0e3 JIeKapcKo MpeInicaHue,
HE ce HaHacsAT MoKas3aTelau 3a Oe3omacHOCT mo 4i. 168, anm. 8, ¢ M3K/IIOUEHHE Ha CIIy4auTe, B KOWUTO
JICKapCTBEHHAT MPOAYKT € BKJIIOYEH B CIHCHKA, ONpeieieH oT EBporneiickaTa KOMUCHS C AETeTUPaH aKT 110
1. 1680, ciieq KaTo € OLEHEH, Ye € M3JI0’KEeH Ha PUCK OT (ammuduiupane.

(3) UsnbnHuTenHATA areHys 1o JekapcTBaTa yBenomssa EBponeiickara koMucus:

1. 3a JeKapCTBEHHW MPOIYKTH, KOUTO CE OTIYCKAaT Oe3 JIeKapcKO IMpEeAIrcaHue, 3a KOWTO €
YyCTAHOBMJIA, Y€ CHIECTBYBA PUCK OT danmuduiupane;

2. 3a JIEKapCTBEHM TMPOAYKTH, 3a KOUTO € YCTaHOBWJIA, Y€ HE CBHIIECTBYBa PHUCK OT
¢danmmduuupane, Ipy OTYUTAHE HA CIETHUTE KPUTEPUU:

a) LeHa ¥ 00eM Ha MPOJAKOUTE Ha JICKAPCTBEHUS MIPOIYKT;

0) Opoiif 1 yectoTa Ha ciayyau Ha QanmUQHUIMPaAHU JEKAPCTBEHH NPOAYKTH, PETHCTPUPAHU B
pamkuTe Ha EBpomneiickust cbio3 U B TPETH Ibp>KaBU, M MPOMsiHA B OpOsl M 4ecTOTa Ha MOJ00HU Cllyyau B
WCTOPUYECKH TUIAH;

B) ClIeU(HYHHU XapaKTEPUCTUKU Ha CbOTBETHUTE JIEKAPCTBEHH MTPOAYKTH;

T') TeKECT Ha 3a00JIIBaHUATA, YUETO JICUYCHHUE CE LIENIH;

1) IpyTH MOTEHITMATHU PUCKOBE 3a OOIIECTBEHOTO 3/]PaBe.

Yn. 1686. (Hos - /1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) IIpaBunara oTHOCHO
rokaszaresnuTe 3a 6e3omnacHocT mo wi. 168, an. 8 ce onpexnensat ot EBponeiickaTa KOMHCHS C AeJIETUPAHUTE
akToBe 1o wieH 54a, maparpad 2 ot Hdupextusa 2001/83/EO.

(2) Iokazarenure 3a 0€30MACHOCT HE C€ MPEMaxBaT, HUTO CE 3aKPUBAT YaCTUYHO WIIH W3IS0,
OCBEH aKO Ca U3IIBJIHEHU CIIETHUTE YCIOBHS:

1. mputexareiasT Ha pa3pelIeHHETO 3a MPOU3BOACTBO, NMPEAM YaCTHYHO MM HAIBIHO Ja
IpeMaxHe WIM 3aKpUe MoKa3aTeauTe 3a 0€30MacHOCT, IPOBEPSBA AU ChOTBETHHAT JICKAPCTBEH MPOIYKT €
aBTCHTUYCH U JTAJIM HE € OWJI MOIPaBeH;

2. IPUTEXKATENAT HA Pa3pellieHUe 3a MPOU3BOJCTBO MPU Clla3BaHE M3UCKBAHMTA HA Wi, 168, ail.
8 MOKe J1a 3aMEHU ToKa3aTeJIuTe 3a OE30MaCHOCT C PABHOCTOMHH Ha TSIX M0 OTHOIIECHHE HAa BH3MOXKHOCTTA
3a rapaHTHpaHe Ha AaBTCHTUYHOCTTA, WICHTH(QHKAIMATA W OCUTYpSBAHETO Ha JIOKa3aTelcTBa 3a
MOJNPABSIHETO Ha JIEKAPCTBEHUS MPOIYKT.

(3) Iokazarenure 3a 0€30MACHOCT C€ CMATAT 32 PABHOCTOIHH, aKo:
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1. oTroBapsAT Ha W3MCKBAHUATA, ONMPEACICHU B JEICTUPAHNUTE aKTOBE O WieH 54a, maparpad 2
ot Jupextuna 2001/83/EO, u

2. ca CbIIO TOJKOBAa €(EKTUBHHU, KaTo TO3BOJSABAT IPOBEpKAaTa Ha AaBTEHTUYHOCTTA U
uAeHTU(PUKAIMATA Ha JIEKapCTBEHUTE MPOAYKTH U OCUTYPSIBAHETO HA JI0KA3aTEJICTBA 3a MOIPABSIHETO UM.

(4) 3amsHara mo am. 2, T. 2 ce W3BBpIIBA, 0e3 Ja ce OTBaps MbpPBUYHATA OMAKOBKAa Ha
JICKApCTBCHUA TPOAYKT U B CbOTBETCTBUC C I[06paTa MMPOU3BOACTBCHA IIPpAKTHUKA 3a JICKAPCTBCHU ITPOAYKTH.

(5) UsmbnHMTENHATa areHIUs 1O JIGKAPCTBAaTa OCHINECTBSIBA HAI30p BBPXY 3amsHaTa Ha
nokaszarenTe 3a 0€30MacHOCT.

Yn. 169. (1) Uadopmarusata BbpXy OMAKOBKUTE U B JMCTOBKATa HA JIEKAPCTBEH MPOIYKT TpsiOBa
7la € B ITBJIHO CHOTBETCTBUE C JAHHUTE B KpaTKaTa XapakTepUCTHKA Ha MPOAyKTa, ogodpeHa ot MAJI mpu
M3/laBaHe Ha Pa3pelIeHUETo 3a ynoTpeda, u Ja OTroBapsi Ha U3UCKBAHUATA, ONPECIICHN B HapeabaTa 1o 4.
170.

(2) Uadopmanusita BbpXYy ONMAKOBKUTE M B JINCTOBKaTa MOXKE Ja OB/ Ha HAKOJIKO €3WKa, HO
3aJbJDKUTEIIHO €IUHMAT TpsiOBa Aa € Obiarapcku e3uk. ChIbpKaHMETO Ha MHQpOpMaLuATa HA pa3IuyHH
€3UIH TPIOBa J1a € UICHTUYHO.

(3) HaumeHoBaHMETO HA JIEKAPCTBEHUS MPOAYKT 3aBJDKUTEITHO CE U3MHUCBA Ha OBJITAPCKHU €3HK,
a MEXIYyHapOAHOTO HEMAaTeHTHO HAMMEHOBAHWE HAa JICKAPCTBEHOTO BEIIECTBO CE€ H3MHCBA CHOOpa3HO
AHaToMO-TepaneBTUYHO-XUMUYHATa Kiacupukanus Ha C30. MMero u aapechT Ha MpHUTEkKaTeNls Ha
pasperieHneTo 3a yrnorpeda Moxe Ja ce M3MUIIAT Ha JJAaTHHUIIA.

(4) UadopmanusTa BbpXy ONMAKOBKUTE U B JJUCTOBKUTE TPsIOBa Ja € Ha pa3bupaeM 3a MaiueHTa
€3UK, J1a € YEeTJIMBA U /1a € He3aJInYuMa.

(5) (Homa - IB, 6p. 18 ot 2014 r.) JIucroBkaTa TpsioBa ga € opopMeHa 1Mo TaKbB HAYWH, Y€ /1A €
scHa W pazOupaeMa, KaTO TMO3BOJIABA HA TMAalMEHTa Ja NpeanpueMe MOAXOIAIIM ACHCTBUS, MpH
HEO0XOIUMOCT, C IOMOIITa HA METUIIMHCKU CTIICTIHATUCTH.

Yn. 170. (1) (ITpenumen teker Ha wi. 170 - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.)
N3uckBanusita KbM ONMAKOBKUATE M JUCTOBKUTE Ha JIEKAPCTBEHHUTE MPOMYKTH CE€ OIMpPEACNAT B Hapemba Ha
MUHHCTBHpPA Ha 3paBEONa3BAHETO.

(2) (Hosa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r., gom. - IB, 6p. 18 ot 2014 r.)
Koraro nexapcTBeH MpOAYyKT, pa3pelleH 3a ynorpedba MO pela Ha TO3M 3aKOH, HE € MpeJHa3HA4YeH 3a
JTUPEKTHA JOCTaBKa Ha MAaIlMEHTa WIM HE € HaJudeH Ha maszapa B PenmyOnuka bowirapus, MAJI moxe na
paspeimn ynorpedbara My, KOraTo HSIKOM OT JaHHWTE, ONpejesieHHu B HapeadaTa Mo aji. 1, He ca HaHECeHH
BbpXY ONAKOBKaTa WJIH B JIMCTOBKATA.

(3) (HoBa - JIB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 r.) B ciuywaute mo am. 2
nH(pOopMaIMATa BPXY OMAaKOBKUTE U B IUCTOBKATa MOXKe Jla He Ob/Ie MPeI0CTaBeHa U Ha OBITapCKu €3UK.

(4) (Homa - /1B, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) YcnoBusita U peabT 3a TOCTaBKa HA
JIEKApCTBEHHUTE MPOAYKTH TI0 ajl. 2 € OMpeaesaT ¢ HapeadaTa mo wi. 198.

I'1aBa cenma.
KIJIACHUO®UKALUA HA TEKAPCTBEHUTE ITIPOJAYKTH

Yn. 171. (1) B 3aBucMMOCT OT HauMHa Ha OTIYCKaHE JICKApPCTBEHUTE TPOAYKTH Ce
KIacuuuupar KaTo:

1. IexapCTBEHU MPOAYKTH, OTITYCKAaHH T10 JIEKAPCKO MPEIMICAHNE;

2. IeKapCTBEHU MPOILYKTH, OTIIYCKaHU 0€3 JeKapCKO MpeIiucaHue.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



(2) (dom. - B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) PexxumbT Ha OTIMycKaHe Ha
JIeKapCcTBEH MpoayKT ce omnpenens o MAJI B pa3pemnieHunero 3a ynorpeda/y10CTOBEPEHUETO 32 PETUCTPALIUS
WIN pa3pelieHneTo 3a MapajieJieH BHOC Ha JIGKAPCTBEHUS MPOAYKT Ha TepuTopusita Ha PemybOnuka
boarapus.

(3) Jlumero mo un. 26, an. 1 mocouBa pekuMa Ha OTIYCKaHE Ha JIEKAPCTBEHHUS MPOAYKT B
3asBJICHHETO 3a pa3pelleHne 3a yrnoTpeda/yI0CTOBEPEHUETO 3a PETHCTPAlns, 32 IPOMSIHA Ha pa3pelIeHHETO
3a ynotpe0a WiH Mpy MOAHOBIBAHETO MY.

Uin. 172. JlekapcTtBeHuTe NpoayKT 1o wi. 171, an. 1, 1. 1 ce pa3nensar B ClIeIHUTE KaTEerOPUU:

1. nekapcTBEHU MPOIYKTU C OTPAHMUYEHO JIEKApCKO Mpeanicanue, MpeJHa3HaueHu 3a yrnoTpeda
caMo B HSIKOU CHelMaTM3UpaHu 00J1acTH;

2. JeKapCTBEHU MPOIYKTH - OOEKT Ha CIIECLUATHO JIEKaApCKO MPEITUCaHHE;

3. JeKapCTBEHH NPOIYKTH 3a MHOTOKPATHO WJIM €IHOKPATHO OTIYyCKaHE MO €IHO U ChIIO
JIEKapCKO MPEANUCaHue.

Uit 173. 1o nexapcko NMpearnnucaHnue ce OTIYCKAT JIEKaPCTBEHU MPOAYKTH, KOUTO OTIOBAapsT Ha
CIIEIHUTE U3UCKBAHU:

1. morar na mpexacTaBiABaT MpsKa WIM KOCBEHA OMACHOCT 3a 3/paBETO HA XopaTa JOPU IpU
IIPaBUJIHA YNIOTpeba, ako ce mpuiaraT 0e3 MeIMIMHCKO HaOII0IeHHE;

2. 4YecTO M MHOIO ILIMPOKO C€ IpujaraT HENpaBWJIHO M B pe3yaTaT Ha TOBa Morar Ja
IPEJCTaBIABAT OMACHOCT 32 3[PaBETO Ha XOPaTa;

3. chabpKAT BELIECTBA, YMATO AKTUBHOCT W/WIIM HEKEJIAaHU JIEKAPCTBEHU DPEAKLUU H3UCKBAT
II0CJIE/IBAIIIO IOIBIIHUTEIIHO [IPOYUYBAHE;

4. 0OMKHOBEHO ce MPEANNUCBaT OT JIEKap 3a HapeHTEePaIHO MPUIIOKEHHUE.

Un. 174. JlekapcTBeHUTE MPOAYKTH MOJJIEKAT HA CIEHHUAIHO JIEKAPCKO MpEeINucaHue, Korato
OTTOBapST Ha HAKOE OT CIEIHUTE YCIOBUS:

1. chaBpKaT HAPKOTUYHHU BEIIECTBA MO CMHUCHIA Ha 3aKOHA 32 KOHTPOJ BHPXY HAPKOTHIHHTE
BEIIECTBA U MPEKYPCOPUTE B KOJIIMYECTBA, JOMYCTHUMH 32 YyIOTpeoa;

2. pM HeNpaBWIHA ynoTpeda Morar Jia ch3/1ajaT 3HAaUUTEJIEH PUCK OT 3JI0ynoTpeda, 1a A0BeaaT
710 JIeKapCTBEHA 3aBHCUMOCT WJIU J1a C€ M3IOJI3BAT 32 HE3aKOHHHU LIENH;

3. ChIBPKAT HOBH JICKAPCTBEHU BEILIECTBA, YUUTO XaPAKTEPUCTUKU HE Ca JOCTAThYHO U3BECTHHU
Y TIOpaJIM Ta3M MPUUYKHA C PEBaHTUBHA IIeJ1 MOTaT Ja Ob/IaT OTHECEHU KbM IpyIliaTa JIEKapCTBEHU MPOAYKTH
no T. 2.

Yn. 175. JlekapcTBEeHUTE NMPOSYKTH MOJUIEKAT HA OTPAHUYEHO JIEKAPCKO MpeANucaHue, Korato
OTrOBapsT Ha HAKOE OT CIEIHUTE yCIOBHS:

1. orpaHnyeHH ca 3a NMPUWIOKEHHE CaMO B OOJHUYHHU YCJIOBHS IMOpPAAW OTPAHMYCH ONHT 32
ynoTpeba WK B UHTEpPEC Ha 0OIIECTBEHOTO 3/IpaBe;

2. mpenHa3HAYeHW ca 3a JIEYEHHE Ha OOJIECTHHM CBCTOSIHMS, KOMTO MOrar jga Obaar
JIMAarHOCTHLIMPAHU caMO B JIeYeOHUTE 3aBEICHUS, HE3aBUCUMO Y€ NMPHJIAraHeTO UM U IMPOCIEIBAHETO Ha
X012 Ha JICYEHUETO MOXKE Ja C€ OCHIIECTBSBAT U B IPYTH 3/]paBHU 3aBE/ICHUS;

3. mpeaHa3HaueHM ca 3a JieueHHEe Ha amOynaTopHO OOJHHM, HO ymoTpebaTa MM MOXE Jaa
NpeIU3BUKA CEPUO3HH HEXKEJIaHW JIEKAPCTBEHW pEaKIWW, Hajaramy MpearnucaHue OT CIEHUATUCT H
HaOJII0IeHNE 110 BpeMe Ha JICYEHHETO.
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Ui, 176. (1) V3nbaHuTenHaTa areHUus IO JIEKapcTBaTa MOXE Ja HE OJ00pU IOMCKaHUS OT
3asBUTEIIA 1O WiI. 26, al. 1 pexXuM Ha OTIyCKaHe Ha JIEKapCTBEH MPOIYKT Bb3 OCHOBA Ha MPEICHKA Ha:

1. mMakcumanHaTa €JMHUYHA /032, MaKCHUMajlHaTa JHEBHAa [103a, KOJWYECTBOTO AaKTHBHO
BEIIECTBO B €JHA JI030Ba €IMHMHIIA, JIEKapcTBeHaTa (opma, crieruduyueH BUI Ha IMbpPBUYHATA OMAKOBKA Ha
MPOIYKTA, U/UIH

2. ApyrH crieuUIHT YCIOBHS Ha yroTpeoa.

(2) U3nbaHuTenHATA areHuus MO JeKapcTBaTa MOXE Ja He IOCOYM TOYHAaTa KaTeropus Ha
JEKapCTBEHMsI MPOAYKT Mo wi. 172, HO ceriacHo kpurepuure no wi. 174 m 175 ompegens nanu
JIEKapCTBEHUAT NPOAYKT ce KiIacu(uIupa KaTo NPOIyKT, OTIIYCKAaH caMo I10 JIEKApCKO IpeANrcaHue.

Un. 177. JlekapcTBeHUTE MPOJIYKTH, KOUTO HE OTTOBapsAT HAa M3UCKBaHUATA 1Mo wi. 173, 174 u
175 u Ha KpUTEepUUTE, ONpeeIIeHN B Hapeaoarta mo wi. 178, ce oTmmyckaT 6e3 IeKapcKo MpeAnucaHue.

Un. 178. Kputepunte 3a kinacudukaius Ha JEKapCTBEHUTE MPOAYKTH W HM3UCKBAHUATA KbM
JOKYMEHTAIMATA 32 U3BBPIIBAHE HA MPOMSHA B KIaCU(UKAIUATA CE ONPEIeNAT B Hapenda Ha MUHUCTBPA
Ha 3/]paBeOIa3BaHETO.

Uin. 179. (1) U3nbinuTennata areHIus o JiekapcTBaTa U3roTBs U MyOJMKyBa Ha CTPAHUIIATA CU
B MHTEpHET CIHCHK Ha JIEKAPCTBEHHUTE MPOIYKTH, KOMTO CE€ OTIyCKaT MO JIEKapCKO MpeIrrcaHue Ha
teputopusTa Ha PeryOnmka bearapus.

(2) CiucbkbT MO an. 1 ce akTyanu3upa exKeroaHo.

Un. 180. Ilpy Hanuume HAa HOBU JAHHMU 32 JIEKQPCTBEH MPOIYKT, 32 KOWTO HMMa W3AaJCHO
paspeimieHue 3a ynorpeba wiaM yaocToBepeHue 3a peructpauus, WAJl mpepasrimexna, a Koraro e
HE0OX0IUMO, MPOMEHsI KIacHU(pUKAIUATA ChITIACHO M3UCKBAHMUATA HA Wi. 173 W KpuTepuurte, MOCOYCHU B
Hapenbara o wi. 178.

Un. 181. B ciyuauTe, KOraTto € pa3pelieHa npomsiHa B KIacupuKanusITa Ha aJeH JEKapCTBEH
MPOJAYKT Bb3 OCHOBA HA 3HAUWUTEIHU NMPEAKIMHUYHU WM KIMHUYHU U3MUTBAHMS, CJE/BAlll 3asBUTEN WIN
MPUTEXKATENI HA pa3pelieHre 3a ynoTpeda He MOXe J1a ce 1M030BaBa B CPOK €HAa TOJMHA OT JaTrara Ha
paspeleHneTo 3a MpOMsHa, MU3/1aJeHO OT PEeryjaTopeH OpraH Ha Jbp)kKaBa WIEHKa, MPHU IMOJaBaHE Ha
3asBJICHHE 32 MPOMSHA Ha KJacH(HUKaIKATa HAa CHIIOTO BELIECTBO.

Un. 182. MsmbenHuTenHata areHuus IO JIEKapcTBaTa €XEroAHO yBenomsiBa EBponeiickarta
KOMUCHS U PEryJaTOPHUTE OPTaHU Ha JPYTUTE JbpKaBU WICHKH 332 HACTHIWINA MPOMEHH B CIIUCHKA MO YII.

179.

T'1aBa ocma.
MNPOCJIIEAABAHE HA JTEKAPCTBEHATA BE3OITACHOCT

Paznean I.
O6uu nonoxenusi (Hos - /IB, 6p. 102 ot 2012 r., B cuiia ot 21.12.2012 r.)
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Un. 183. (U3wm. - 1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) M3nbaHuTeNHATA areHIUS
Mo JIeKapcTBaTa OpraHu3Mpa U MOJAbpKa CHCTEMa 3a IMpocieAsBaHe Ha JIeKapcTBeHaTa O0e30MacHOCT 3a
U3MBIHEHHUE Ha 3abJKCHHSTA 110 Ta3H IJIaBa.

(2) Cucremara mo an. 1 ce m3mon3Ba 3a chOupane Ha WHGOPMAIUS OTHOCHO PHUCKOBETE OT
JIEKapCTBEHUTE MPOIYKTH 32 3[paBeTO Ha MAIMEHTHTE W 3a OOIIEeCTBEHOTO 31paBe. MudopmanusaTa
oOxBama CHOOLICHUS 3a HEXENaHW JIGKAPCTBEHH PEaKIMH NpU ynorpeda Ha JEKapCTBEH NIPOAYKT B
CHOTBETCTBUE C YTBBbPJECHATA KpaTKa XapaKTepUCTHUKA, KAKTO U MHQpOpMAIHs 3a 310ynoTpeda u ynorpeoda,
KOSITO HE € B CBOTBETCTBHME C YTBBpJEHATa KpaTKa XapaKTEepUCTHKA Ha TPOJIYKTa, BKIIOUYHUTEIHO
uH(popMalns 3a HEXEJaHW JIeKapCTBEHU peaklMH, HaOJoJaBaHU IMPU HU3MbIHEHHE Ha NPOPECHOHATHU
3aIBIKEHUSI.

(3) UzmbpnHurenHata areHIMs 1O JieKapcTBaTa Baluaupa, o0OpaboTBa U Kiacupuuupa
uH(popMaluATa Mo ajl. 2, MpaBU HAy4YeH aHAJIW3 Ha ChOpaHUTE JaHHU C OTJIe] OLIEHKA Ha Bb3MOXKHOCTHUTE 32
HaMaJsiBaHE M MPEJOTBpATsSBaHE HA PHCKa M MpeAnpueMa HEOOXOTUMHTE JEHCTBHS 1O OTHOIIEHHE Ha
paspeleHneTo 3a ynorpeda Ha JIeKapCTBEHUS MPOAYKT.

(4) M3mrpnHUTENIHATA areHIMs 0 JIEKapCTBaTa M3BBPILIBA OJUTHU HAa chcTeMara mo aia. | u Ha
BCEKH JIBE TOAMHU M3Mpaiia Ha EBponeiickara KOMHCHS TOKIIA]] C PE3YITaTUTE OT THIX.

(5) M3nbnHuTenHaTa areHIus MO JieKapcTBaTa Mpuiara ajJekBaTHa U e€(eKTHBHA CHUCTEMa IO
Ka4yecTBO, 3a Ja OCUTYpHM CHOTBETCTBHE Ha CHCTEMaTa MO al. | C W3UCKBAaHUATA HAa TO3U 3aKOH.
MuHuManHUTe U3UCKBAHUS 32 CHCTEMaTa 1o KauecTBO ce omnpenensaT ¢ Permament 3a usnbanenue (EC) Ne
520/2012.

Un. 184. (U3m. - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) MenunuHckute
CHEIUATUCTH Ca UTHKHU J1a ChOOIIaBaT He3a0aBHO Ha MPHUTEXKATEI Ha Pa3pelICHHETO 3a ynorpeda uiiu Ha
NAJI 3a Bcska moo3upaHa cepro3Ha HeKelaHa JIEKapCTBEHa peaklus M J1a MPEAOCTaBsAT MPU MOUCKBAaHE
JOITBTHATETHA HH(DOPMAIIHS OT MPOCIEASIBAHETO Ha CITydasl.

(2) Ianuenture MoraT Aa choOLIaBaT HEKEJIaHHW JIEKAPCTBEHH PEaKLHUU IO BCSKO BpeMe Ha
MEIUILMHCKUTE ceruanucTy uinu Ha MAJL

(3) B cayuaute mo an. 1 m 2, Korato ChHOOIIEHUETO CE€ OTHACS 3a OMOJIOTHMYEH JIEKapCTBEH
MPOIYKT, MpPEeMIcaH, pa3poCTPaHeH WK MPOJIaBaH Ha TepuTopusaTa Ha Pemybnuka bearapus, Toitl TpsaOBa
SICHO 1a Obae uaAcHTU(HUIUPAH OT CHOOMIUTENS ¢ THPTOBCKOTO MY HME WM MAPTUIHHUS HOMEP WIH Ta3H
uHpopManus Aa Ob/e MPeI0CTaBeHa MPH JOMBIHUTETHOTO MPOCIIE/sIBaHE.

Y. 185. (M3wm. - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) 3mbaHuTEeTHATA areHITUS
[0 JIEKApCTBAaTa NOJIbpPKAa HAIMOHAJIEH HWHTEPHET NOpTajl 3a JIEKAPCTBEHM NPOJIYKTH, CBbp3aH C
EBpomneickust HHTEpHET OpTall 3a JEKapCTBEHUTE MPOAYKTH 110 WiI. 68, ain. 1, 1. 4.

(2) U3mpnHUTETHATA areHIus MO JIeKapcTBaTa MPeIoCcTaBs ype3 mopraia mo an. | Haif-maiko
cienHara uHpopmanus:

1. myOGMYHUTE OIICHBYHM JOKJIAIM 1O WI. 53, a. 2 ¥ TEXHUTE PE3IOMETA;

2. KpaTKUTE XapaKTePUCTUKHU Ha MPOAYKTUTE U JINCTOBKUTE;

3. pe3roMe Ha IJIAHOBETE 3a YIPABJIEHUE HA PUCKA Ha JIEKApCTBEHUTE MPOJYKTH, pa3pelieHu 3a
ynotpeba Ha TepuTopusTa Ha PenyOminka brirapus;

4. oOpa3mu Ha cTaHmapTU3upaHu GOpPMYJSIpH 3a JOKJIaJBaHE Ha TOJ03UPAHU HEXKETaH!
JIEKapCTBEHH PEaKIUU OT MEIULUUHCKA CHEIHATUCTH M TAlUEHTH, W3TOTBEHH B CHOTBETCTBUE C
n3MCcKBaHUATa Ha wieH 25 ot Pernmament (EO) Ne 726/2004 na EBponeiickus napiameHT u Ha CbBera;

5. aKkTyanu3upaH CHHCHK Ha JieKapCcTBeHHTE MpoaykTtu mo wieH 23 ot Permament (EO) Ne
726/2004 na EBponeiickus napiameHT u Ha CbBeTa;

6. chOOIIeHHMSI, TPEAOCTABAIIN HHPOPMAIIMS Ha IIUPOKaTa OOIIECTBEHOCT 3a OMACEHUsI OTHOCHO
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6e3omacHOCTTa OT ynorpedaTa Ha J1aJIeH JIGKapCTBEH MPOJIYKT;
7. yKazaHHMA 3a BCHYKM HAuuHU W (opMH 3a CbhOOIIaBaHE Ha IMOJO3UPAHH HEKEIaHU
JIEKapCTBEHM PEAKLMU OT MEAULIMHCKH CIIELUAINCTU U MALIUEHTH.

UYn. 186. (U3wm. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3nbiHUTENHATA ar€HIIUS 110
JIeKapCcTBaTa U3BBPIIBA CICAHUTE JCHHOCTH 3a JICKApCTBEHUTE TIPOJIYKTH, ITyCHATH Ha Ma3apa Ha PemyOimka
bobarapus:

1. MOHUTOPUHT Ha pe3yiTaTa OT MEPKUTE 3a HaMaJsBaHE Ha PHCKa 3a JIEKAPCTBEH MPOIYKT,
ChJIbPIKaIIM Ce B IUIaHA 32 YIPaBJIEHUE HA PUCKA;

2. MOHUTOPHHT Ha pe3yJTara OT U3IIBIHCHUETO Ha yCIOBUS, IIOCOUEHU B Uil 55a, 56 wu 56a;

3. OlICHSIBaHE aKTyaIM3allMsITa Ha CUCTEMAaTa 3a yIpaBJIeHUE Ha PHUCKa,;

4. monutopuHr Ha Oasara manHu "EudraVigilance", ch3naseHa B CbOTBETCTBUE C wieH 24
ot Permament (EO) Ne 726/2004 ma EBpomeiickus mapiameHT u Ha ChBeTa, 32 HOBH PHUCKOBE WM 32
MIPOMsIHA BbB BeUe YCTAHOBEHHU U 3a MPOMSHA B ChOTHOUIEHUETO MO3a/PUCK.

UYn. 187. (U3wm. - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) U3nbaauTenHaTa areHuus
no sekapcrsara uHGopmupa EBpormelickaTa areHuus 1o jekapcTBaTa M MpUTEXaTeNls Ha paspelleHue 3a
ynoTtpeda npu uAeHTUUIpPAHEe HA CUTHAJIM 32 HOBU PUCKOBE HJIM 33 MPOMSHA HA YCTAHOBEHUTE PHCKOBE,
WX TIPY TIPOMSIHA Ha ChOTHOLIEHHUETO MOJI3a/pPUCK Ha JIEKApCTBEH MPOIYKT.

(2) Komurerst 1o wi. 56a, an. 1, 1. 1 ananuzupa ¥ NpUOPUTU3UPA BATUIUPAHUTE CUTHAIHU 3a
HOBM PUCKOBE WJIH 3a IPOMSHA BbB B€4Y€ YCTAHOBEHUTE U 3a MPOMSHA HAa CbOTHOIIEHUETO M013a/pUCK.

(3) Koraro KomurersT mo un. 56a, am. 1, 1. | mnpemoppuBa moOcIeABalld JISHCTBUS,
KOOPJHMHALIMOHHATA Ipyma o 4i. 77, aj. 2 uin cbOTBETHO KOMMTETHT IO JIEKaPCTBEHUTE IPOLYKTH 3a
XyMaHHa ynoTpeda M3roTBs CTAHOBMILE 3a PEryJaTOPHHU JCHCTBHS MO OTHOIIEHHE Ha pPa3pelIeHHETO 3a
ynotpeba B paMKHTe Ha Tpad UK, ChCTaBEH B CbOTBETCTBUE ChC CEPHO3HOCTTA U CTETIEHTA HA OMACHOCT.

(4) UznbaHuTenHaTa areHUus IO JIEKapcTBaTa Ipujiara MpernopbyaHUTe B CTAHOBUILETO Ha
KOOpJAMHAIIMOHHATA IrpyHa 1o 4i. 77, ai. 2 uin B pemeHuero Ha EBponeiickara KoMUCUsI BpEMEHHU W/WIH
OKOHYATeJIHU MEPKH.

Ui 188. (U3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) U3nbanuTenHara areHuus
no jekapcrBata MHGopmupa EBponeiickara areHuus mo JekapcTBara, PeryjlaTOpHUTE OpraHM Ha JApYyTUTe
IbpKaBU WiIEHKH M EBporeiickaTa KOMHUCHS Hali-Manko 24 dYaca mpead MyOJIMYHOTO choOIIaBaHE Ha
MH(pOpMalKs OTHOCHO OINACeHMs, CBbP3aHM C MPOCIEIIBAaHETO Ha 0€30MacCHOCTTa Ha JIEKapCTBEH HMPOAYKT,
OCBEH B CIy4yauTe, KOraTO OIa3BaHETO Ha OOIIECTBEHOTO 3[paBe M3MCKBAa HE3a0aBHO OIOBECTSIBaHE Ha
nH(popManusTa.

(2) M3nbaHuTeNHATA areHIUs MO JieKapcTBaTa MyOJiMKyBa MHPOpMaLUs, CBbp3aHa ¢ aKTUBHU
BELIECTBA, ChIbPKAIIM CE B JIEKAPCTBEHU MPOJYKTH, pa3pellieHH 3a ynoTpeda U B ApYrH AbprKaBH WIECHKH,
KaTo W3I0J3Ba XapMOHM3MpaH MPOEKT Ha CBHOOIIEHUETO U TpaduK Ha MyOiaMKanuATa, MPEUIOKEHH OT
EBpomneiickara areHuus 110 JiekapcTBara.

(3) B cnydaure mo an. 1 u 2 uapopManusTa, ChabprKalla JUYHA JaHHUA WU TPEICTaBIIsIBaIIa
THPrOBCKa TaifHa, ce 3aJIM4aBa, OCBEH aKo MyOJIMKYBaHETO Ha T€3U JaHHU € HeOOXOIMMO 3a ONa3BaHEeTO Ha
00IIIeCTBEHOTO 3/paBe.

Un. 189. (U3wm. - 1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) M3nbaHUTENHATA areHINS
[0 JIEKapCTBaTa MOKE Ja JeJerHpa HSIKOM OT MpaBaTa W 3aJIbJDKEHHATA [0 TasH IJlaBa Ha PEryJIaToOpeH
OpraH Ha Jpyra JIbpXaBa WIEHKa Ype3 CKII0YBaHE Ha CIIOpa3yMEHHE.
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(2) B ciyuaunte no an. 1 UAJI undopmupa EBponeiickara komucusi, EBporneiickara areHuus mo
JIeKapcTBaTa M PEryJIaTOpPHUTE OpPraHu Ha APYIHTE IbpPAKABH YJICHKH 3a JEJIETMPAHETO HA MPaBOMOILUATA U
nyOnrKyBa choOIIeHNE Ha MHTEPHET NopTaia mo wi. 185, an. 1 uin Ha MHTEepHEeT CTpaHuIaTa CH.

Yn. 190. (M3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelieHrne 3a ymnorpeda € JUThKEH Ja pasloyiara ChC CHCTEMa 3a MpOCHeAsBaHE Ha JIEKapCTBEHATa
0€30MMacHOCT 3a U3MbJIHEHHE Ha 3aIbJDKCHHATA CH IO Ta3HU TIaBa.

(2) IlputexarensaT Ha pa3pelIeHne 3a ynoTpeda upe3 cuctemara o aji. 1 mpaBu Hay4dHa OIleHKa
Ha cbhOpaHatra wuHPOPMANKMSI OTHOCHO O€30MacHOCTTa Ha JIGKAPCTBEHUTE MPOJIYKTH, TMPEIEHsIBA
BB3MOKHOCTUTE 32 MUHUMAIM3MpPAHE WU TMPEAOTBpATsIBaHE HA PUCKA M MpearnpremMa HEOoOXOIUMHTE
MEpPKH.

(3) IlpurexarensT Ha pa3pelieHne 3a ynorpeda mpuiara ajJiekBaTHa U e(peKTHBHA cHCTEMa IO
KauecTBO, 3a Ja OCUTypU CBOTBETCTBHME Ha CHUCTEMara MO ajl. | ¢ H3MCKBAaHUATA HA TO3U 3aKOH.
MuHUMaTHUTE U3UCKBAHUS 32 CHCTEMaTa Mo KavyecTBO ce onpeaensar ¢ Permament 3a usmbianenue (EC) No
520/2012.

(4) IlputexarensT Ha pa3pelieHue 3a yrnoTpeda U3BbPIIBA PEJOBEH OJUT Ha CUCTEMaTa Io aj.
1. Mudopmanusi 3a OCHOBHHUTE KOHCTATallUM OT OJUTa c€ OTOeNs3Ba B OCHOBHATa OKYMEHTAallWs Ha
CHUCTEMAaTa U CIYyXH 3a M3TOTBSIHE HA IUJIAaH 3a IpWJIAraHe Ha MOAXOJALIM Kopurupamu aeictBus. Tasu
uH(popMalrsg Moke Aa Ob/ie 3aJTuUeHa Cle[ ISUIOCTHO U3ITBIHEHNE HAa KOPUTHPAIIUTE JeHCTBHS.

Un. 191. (U3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelieHue 3a ynotpedba ompeaens KBaAIM(UIUPAHO JUIE C MOAXOAMA KBadH(UKalUsi, OTTOBOPHO 3a
Ipocie/iIBaHe Ha JieKapcTBeHaTa 0€30M1acHOCT.

(2) Jluero mo an. 1 e yCTaHOBEHO Ha TEPUTOpHUATA HA AbprKaBa YJICHKA U € MOCTOSHHO H
HENPEKbCHATO HA Pa3MoJI0KEHUE Ha MPUTEKATENSI Ha Pa3pelIeHUETOo 3a ynoTpeoda.

(3) 3a moanomarane JeMHOCTTa Ha KBATHU(PHUIIMPAHOTO JIUIIE IPUTEKATENAT Ha Pa3peleHueTo 3a
ynotpeba omnpeses JTulle, ycTaHOBEHO Ha TepuTopusiTa Ha PenmyOnuka bearapus. HaznauaBaneTo Ha TakoBa
JUIEe He 0CBOOOK1aBa KBATU(UIIUPAHOTO JIMIIE 0 ajl. 1 OT OTTOBOPHOCTUTE MY IO Ta3H IJIaBa.

(4) [purexarenst Ha pa3pelieHHETo 3a ynorpeda npenctasst Ha MAJI nannute mo ui. 27, an. 1,
T. 12, 6ykBu "a" - "B" 3a nunara mo ain. 1 u 3.

(5) IlpurexarensaT Ha paspernieHueTo 3a ymorpeba yeemomsBa MAJI mpu Bcsika mpomsiHa B
MaHHUTE 10 all. 4.

(6) TlpurexxaTensT Ha pa3pelmIeHHETO 3a ymoTpeda MpeaocTaBs MaHHWTE 1o al. 4 3a
KBaJM(HUIHUPAHOTO Jinle Ha EBpornelickaTa areHuus 1o JIeKapcTBara.

Yn. 192. (U3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
pa3penieHueTo 3a yrnorpeda € JIbKeH Ja:

1. mogappka U mpenoctaBst mpu nmouckBaHe or MAJI ocHOBHHMS JOKYMEHT Ha CHUCTEMara 3a
MpocCJIe/IIBaHE HA JIEKAPCTBEHATa O€30MaCHOCT;

2. mpusara CUCTeMa 3a yIpaBJieHHEe Ha PHCKa 32 BCEKHU JICKAPCTBEH MPOIYKT;

3. OCBIIECTBSIBA MOHUTOPHHT Ha pe3yJiTaTa OT MEPKUTE, ChbPKAIIU C€ B IJIaHA 32 yIpaBICHHUE
Ha pUCKa, WU

4. ochllecTBsIBA MOHUTOPUHT Ha pe3yJiTaTa OT U3MBbJIHEHUETO Ha YCIOBUATA M0 WiI. 55a, 56 unu
56a;

5. aKTyajau3upa CUCTeMaTa 3a yIpaBJIcHUE Ha PUCKa;

6. OCBHIIECTBSABAa MOHUTOPUHT Ha TaHHUTE OT cucTemara mo wi. 190, an. 1, 3a na uaeHTuduUIIIpa
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HOBU PUCKOBE WJIHM IPOMSHA Ha YCTAHOBEHUTE PUCKOBE, KAKTO U Jia OMPEJIEs JaIU ca HACTHIWIN IPOMEHU
B CHOTHOILIEHUETO IM0JI3a/PUCK 3a HAOII01aBaHUS JIEKAPCTBEH MPOIYKT.

(2) CpabpkaHueTO M peabT 3a MOAAbpPKAHE Ha OCHOBHATa JOKYMEHTAIUs HAa CHUCTEMara 3a
Mpociie/iiIBaHEe Ha JIeKapcTBeHaTa Oe3omacHOCT ce ompenesmsat ¢ Permament 3a usmbiHeHue (EC) Neo
520/2012.

UYn. 193.(M3m. - 1B, Op. 102 or 2012 r., B cuma ot 21.12.2012 r.) Ilpurexarenar Ha
paspemienue 3a ymnoTtpeba uHbopmupa MAJI m EBponeiickaTa areHuus Mo JeKapcTBara B CIIy4aidl Ha
uAeHTU(GUIIMpAaHE HA CUTHAJIM 332 HOBU PUCKOBE WJIM 3a MPOMSHA HAa YCTAHOBEHHUTE PUCKOBE, WIH IpU
MPOMSIHA Ha CHOTHOIICHHETO MOJI3a/PUCK HA JTIEKAPCTBEH MPOIYKT.

Un. 194. (U3m. - JIB, Op. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) Ilpurexarenst Ha
pasperieHue 3a yrnorpeda eTHOBpEMEHHO MU TIPEIN Jia MPEeI0CTaBU Ha 00IIeCTBEHOCTTa HOBA HH(OpMAIus
3a OMaceHus, CBbP3aHU C MpocieasBaHe 0e30MacHOCTTa Ha JaJIeH JIEKapCTBEH MPOJYKT, pa3pelieH 3a
ynotpeba Ha Tepuropusta Ha PemyOnuka bwiarapus, ysemomsasa WMAJI, EBpomneiickarta areHuust 1o
JiekapcTBara u EBponeiickata KOMHCHSI.

(2) Undpopmanusdra no an. 1 Tps6Ba ga 6b/1e 0OEKTUBHA U J1a HE € M0/IBEX/1allla.

(3) Ilpemn ma pasmpoctpanu uH(OPMAIHS, CBBP3aHa C TMPOCIEAIBAHE Ha JIEKAPCTBEHATA
0e30MacHOCT, TpUTEXATENsAT Ha paspelieHue 3a ymnorpeda s cbriaacyBa mpensapurenHo ¢ HMAJL ¢
M3KJIIOUEHHUE Ha CIIy4yauTe 1o ai. 1.

(4) 3a uW3BBPIIBAHETO Ha OICHKA HAa WH(pOpPMAIMATA MO aj. 3 ce 3aruiama Takca B pa3mep,
orpeneneH B Tapudara mo wi. 21, an. 2.

Un. 194a. (Hos - 1IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [Ipunnunure u
n3ucKkBaHuATa Ha JloOpaTa mpakTuka 3a MpociensBaHe Ha JIeKapcTBEHaTa 0e30IacHOCT Ce€ ONpeAeisiT B
PBKOBOJICTBO, U3/1aZieHO oT EBporelickara areHius 1o jJexapcTpara.

(2) Tlpu ocwinecTBsiBaHE Ha ACHHOCTUTE IO MPOCIEASBAHE HA JIEKApPCTBEHaTa OE30MacHOCT
MIPUTEXKATENIAT Ha pa3pelieHre 3a ynorpeda cna3pa Jo0para npakTHka 1o ai. 1.

Paszgea II.
CobOupane n cbo01IaBaHe HA MHPOPMALNS 32 MOA03MPAHH HEXKEJIAHH JIEKAPCTBEHH PeaKkuumn
(Hos - /IB, 0p. 102 o1 2012 r., B cuj1a ot 21.12.2012 r.)

Un. 1946. (Ho - B, 6p. 102 or 2012 r., B cunma ot 21.12.2012 r.) Ilpurexarenst Ha
paspelieHneTo 3a ynorpeda B M3MBIHCHHE Ha 3aJbJDKEHUATA cu 1o wi. 190 e muibkeH Ja JOKyMEHTHpa
BCHUYKU C"I)O6HIGHI/I$[ 3a MOAO3HMPAHU HEKCIAHU JICKAPCTBCHHU PCAKIHU, Ha6J'IIOZ[aBaHI/I Ha TCPpUTOPUATA Ha
EBporneiickus ChIO3 WM B TPETH IbPXKABH, JOKJIAIBAHU MYy CIIOHTAHHO OT MEIUIIMHCKH CICIUATUCTH WU
OT MMallMCHTH WJIM Bb3HUKHAJIU B MPOLECa Ha MMPOBCKIAaHC HA TIOCTMAPKCTUHIOBU ITPOYyYBaHM.

Yn. 194B. (HoB - [IB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspenieHueTo 3a ymnorpeba momaBa 1Mo eIeKTpoHeH mbT B Oaszara ganuu "EudraVigilance" mo un. 24
ot Pernament (EO) Ne 726/2004 na EBpomeiickus mapnameHT U Ha CbBeTa ChOOLICHHS 3a CEPUO3HU
MOJ03UPAHN HEXKEJIAHHW JICKAPCTBEHU PEAKI[MU, HACTBHIIWIN Ha TEPUTOpHATAa Ha EBpOMNENCKus chio3 U B
TPETH IbPXKaBH, B CPOK /10 15 IHU OT JaTara Ha MOJy4yaBaHE Ha ChOOIICHHUETO.

(2) [IpuTexaTensT Ha pa3pelIeHUETO 3a ynoTpeda mojiaBa Mo eJIeKTPOHEH IMbT B 0a3aTa JaHHU "
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EudraVigilance" cpoOmieHusi 3a BCHYKH IOJO3UPAHU HEXEJTAHW JIGKAPCTBEHU PEAKIHUH, PA3IUYHU OT
MOCOYEHUTE B ajl. 1, HACTBIIIM Ha TepuTopusaTra Ha EBporneiickust cbhio3, B Cpok 10 90 aHM OT ;matara Ha
MoJIyyaBaHe Ha ChOOIIEHHUETO.

(3) IlpurexaTtensaT Ha pa3peUICHUETO 3a YMoTpeda cienu MyOIMKalMUTE B CICIHATIA3UpPAHA
MeIMIIMHCKA TUTepaTypa U IokiaaBa B O6a3ata nanuHu "EudraVigilance" Bcska ommcana B Hes NOJ03UpaHa
HEe)XKeJlaHa JIEKapCTBEHA PEeaKlMs C HM3KIIOUEHUE Ha IOJO03MPAaHU HEXEJIaHU JIEKAPCTBEHH pPEaKIHUH OT
JIEKapCTBEHH TMPOAYKTH, KOUTO ChIbpPKAT AaKTUBHU BEIECTBA, IOCOYEHHM B CHHChbKa MO wieH 27
ot Permament (EO) Ne 726/2004 na EBpomeiickusi mapiaMeHT 1 Ha ChBeTa M ONHCAaHU B JIMTEPATYPHH
M3TOYHHUILIM, TIpociiesiBaHu oT EBporneiickaTa areHuus 1o jgeKapcTpara.

(4) IlputexaTensaT Ha pa3pelIeHHeTo 3a ynorpebda cbh3/laBa NpoleypH 3a CbOMpaHe Ha TOUHU U
JIOCTOBEPHHU JJaHHH, ITO3BOJISIBAIIM Hay4YHa OIIEHKA Ha ChOOIIEHUATA 32 [10/I03UPaHH HEXKEJIaHU JIEKapCTBEHU
peakuuu. [Ipurexatenar Ha pa3pelnieHueTo 3a ynorpeda crOupa mocneasaiia HHGopMaIys BbB Bpb3Ka C
Te3u ChOOIIeHUs U npeiocTaBs oOHoBeHuTe nanHu B "EudraVigilance".

(5) ®opmata ¥ CHIBPKAHMETO Ha JMOKIaAUTEe Mo an. 1 - 3 ce ompexenar ¢ PermameHTt 3a
msneiaHeHue (EC) Ne 520/2012.

UYn. 194r. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbauuTenHaTa areHus
Mo JIEKapCTBaTa PETUCTpUpa B cuUcTeMara MO wWi. 183 BcHYKHM CHOOIICHWS 3a MOJO3MpPAHH HEXKEIaHH
JICKApCTBEHH PEAKIINH, HACTHITUIIN Ha TepuTOpusTa Ha PermyOnuka bbiarapus, OT MEIUIIMHCKY CHICIIHATHCTH
U OT MAlMCHTH, WM HM3UCKBA, MPH HEOOXOAMMOCT, IOMBIHUTEIHA WH(GOPMAIUS OT MPOCIEAIBAHETO Ha
cirydast.

(2) Korato choOrieHusTa 3a MOJO3UPAHH HEXKEIAaHU JICKAPCTBEHW DPEAKIIMH, HACTHIIMIU Ha
TeputopusTa Ha PenyOnuka Bwirapus, ca mogaieHu OT MpHUTEXaTellsd Ha pa3pelIecHHeTo 3a yrnorpeda, Tou
MPEIOCTaBs IOMBIHUTEIIHA HHQOPMAIIHSI OT MPOCIICSIBAHETO Ha cliydasi pu nmoucksane ot MAJL

Un. 194n. (Hos - JIB, 6p. 102 ot 2012 r., B cuwia ot 21.12.2012 r.) (1) N3nbaauTennara
areHIys 10 JIeKapcTBaTa MojaBa IO eJNEeKTpoHeH mbT B Oazarta manuu "EudraVigilance" cpoOmienus 3a
BCUYKH CEpUO3HU TMOJO03MPAaHU HEKEIaHW JIEKapCTBEHHW pEeaKIMM, HACThIWIM Ha TEpUTOpHUsTa Ha
Peny6uuka bbrirapus, B cpok 10 15 1HH OT JaTaTta Ha MOIY4YaBaHETO UM.

(2) M3mpHUTENHATA areHIUs 0 JIEKapcTBaTa I0/aBa 1Mo €JIeKTPOHEH MbT B 0a3aTa jaHHU
EudraVigilance" cpoOmieHuss 3a BCHYKH IOJO3UPAHM HEXEJTaHW JIEKAPCTBEHU pEAaKIUM, Pa3IUYHU OT
MOCOUYEHUTE B al. 1, HACTBIIWIN Ha TepuTopusaTa Ha Peny6nuka bwarapus, B cpok 10 90 nHu OT jaraTta Ha
MoJTy4aBaHe Ha ChOOIIEHUETO.

(3) U3nbaHuTenHAaTA areHuus IO JIeKapcTBaTa IojaBa M0 €JIeKTPOHEH MbT B 0a3aTa jaHHU "
EudraVigilance" noknanu 3a moJo3upaHu HEXeJaH! JEKapCTBEHHU PEaKlUU, HACTHIIMIN HAa TEPUTOPUITA Ha
Peny6nuka bwarapus, BciieAcTBHE Ha HENMpaBUJIHA yNOTpeda Ha JIEKAPCTBEH HPOAYKT. M3mbiaHuUTENHaTa
areHIusi 1o JekapcTBata WH(OpMUpa 3a TOBa MUHHCTEPCTBOTO Ha 3/paBEONa3BAHETO M CHCIOBHUTE
OpraHu3alM Ha METULIMHCKUTE CIIEUATUCTH.

(4) Bceku opran WM HHCTUTYIIHS, B KOATO € MOCThIINIIA HH(pOpMAIIHs 3a MO03upaHa HeKeIaHa
JIEKapCTBEHA PEaKIlys, HACThITMIIA HA TepuTopusaTa Ha PeryOnuka brarapus, undopmupa MAJI 3a Tosa.

(5) Ceabpxkanuero u (opmaTa Ha ChOOIIEHUATA W JOKIAgUTE Mo an. 1 - 3 ce ompenenair c

Pernament 3a usnbanenue (EC) Ne 520/2012.

Un. 194e. (Hos - /1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) M3npaHUTENHATA areHINS
[0 JIEKapCTBaTa IOJy4aBa IOJaJIeHaTa OT MPUTEXaTessd Ha pa3pelieHHeTo 3a yrmoTpeba mHpopManus 3a
CEpHO3HU TOAO03MPAHN HEXENaHHW JIGKAPCTBEHM pEaKIMM, HACTBIIWIM Ha TepuTopusta Ha EBponeickus
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CbHI03 MJIM B TPETa IbpXkKaBa, upe3 06azara nanuu "EudraVigilance".
(2) UzuckBanusATa 3a MOHHTOpUpaHe Ha wHpopmanusaTa B O6a3zara manHu "EudraVigilance" ce
onpenaensat ¢ Pernament 3a usneianenne (EC) Ne 520/2012.

UYn. 194x. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B mpoueca Ha oOMeH Ha
unpopmanus MAJL, nputexxaTenuTe Ha pa3pelienue 3a ynorpeda u EBpornelickata areHIus o jekapcrBaTta
CH CBTPYHHUAT 3a OTKPUBaHE Ha AyOJUpPaHU ChOOIIEHUS 3a 10103UPAaHU HEXeJIaHH JIEKapCTBEHU PEaKLUu.

Pazngea III.
IlepuoguyuHu akTyaausupanu a1okjaaau 3a 6ezonacuoct (Hos - JIB, op. 102 ot 2012 r., B cnJia
or 21.12.2012 r.)

Y. 1943. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) Ilpurexarenst Ha
paspelieHneTo 3a ynorpeda € AIbKEH Jla MpeAocTaBs 10 €JIEKTpOHEH IbT Ha EBporelickara areHuus 1o
JIeKapcTBaTa NEPUOJIUYHHU aKTyaIU3UpaHU JOKIIaau 3a 0€30IacHOCT, KOUTO ChAbpPIKAT:

1. 0000meHnst Ha JTaHHUTE OTHOCHO CHOTHOIIEHHETO I0JI33a/PUCK HAa JIEKAPCTBEHUS MPOAYKT,
BKJIFOUUTEJIHO PE3YJATaTUTE OT BCUYKH MPOYYBAHUS, C OIVIEJ INOTEHUUAIHOTO UM OTpPaXXCHHE BBPXY
paspelieHneTo 3a yrnorpeoa;

2. HayyHa OIIEHKAa Ha CHOTHOIICHHETO I0JI3a/PHCK Ha JIEKAPCTBEHUS MPOAYKT; OIIEHKaTa ce
OCHOBABa Ha BCUYKHM HAJIWYHU JIaHHU, BKJIIOYUTEIHO HA JAHHU OT KJIMHUYHU M3IMTBAHUS 32 HEpa3pelleHU
MOKa3aHMA U 3a LIEJIEBH I'PYNH, KOUTO HE Ca BKIIOYCHU B KpaTKaTa XapaKTePUCTHKA HAa POIYKTa,

3. BCHYKM JaHHU 3a oOeMa Ha NpoAaKOMTe Ha JeKapCTBEHHS MPOIYKT M BCSKaKBa Jpyra
uHpOpMalLKs, C KOSATO MPHUTEXATEIAT Ha pa3pelieHHeTo 3a ymnoTpeda pasmojiara, OTHOCHO o0Oema Ha
MpeaNUCaHuATa, BKIIOYUTEIHO NpUONM3UTeNneH Opoil Ha jauuara, ynorpeOsBalu JEKapCTBEHUs MPOAYKT
WX U3J10KEHU Ha BB3J€MCTBUETO My IO Apyra NpHUYMHA.

(2) Coeappxkanuero u ¢opmara Ha €JIEKTPOHHUTE NEPUOTUYHU AKTyaIM3UPAaHU JOKIATU 3a
6e3omacHocT ce onpeaensart ¢ Permament 3a uzmbianenue (EC) Ne 520/2012.

(3) Undopmanusra no an. 1 ce cpOupa u chbXpaHsBa B pETUCTHP, Ch3/aJICH 10 pesia Ha wieH 25a
ot Pernament (EO) Ne 726/2004 na EBponeiickus napiament u Ha CbBeTa, U € 1octbiiHa 3a MAJL.

Un. 194u. (Hos - IB, 6p. 102 or 2012 r., B cuia ot 21.12.2012 r.) [lpurexarenure Ha
paspernieHus 3a yrnorpeda/y10cTOBEpEeHUS 3a PETUCTPAIUs Ha JIEKApCTBEHH MPOAYKTH 1o 4. 28, 30, 35 u 37
MoJaBaT MEePUONYHU aKTyaTH3HUpaHH JOKIIAAM 32 6€30MacHOCT caMo B ClTy4yaH, KOTaTo:

l. mogaBaHeTO Ha JAOKJIAQA € YCIOBHE MO Wi. 55a wiu 56, BIOUMCAHO B Pa3pEIICHUETO 3a
ynotpe0a/y10CTOBEPEHUETO 3a PETUCTPALIUs, NN

2. W3nmbaHuTenHaTa areHIUs IO JIEKapCTBaTa WIIM PETyJIaTOPEH OpraH Ha Jpyra IbpikaBa
YJIeHKa W3MCKBa TOBAa BH3 OCHOBA Ha CHOOpaKeHHUs 3a O€30MacHOCTTa Ha JIGKAPCTBEHUS MPOAYKT WU
nopaayd JUIca Ha TEPUOJMYHU aKTyaJH3UpaHU JOKIaaud 3a OE30MacHOCT 3a AaKTHBHOTO BEIIECTBO,
ChIIBPIKAIIO CE B JICKAPCTBEHUS MIPOIYKT, HAa KOMTO € U3Ja/ICHO pa3pelieHne 3a ynorpeda/y10cToBepeHue 3a
perucTpanusi.

Un. 194x. (Hos - [IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B pa3zpemenuero 3a
ynoTpeda/yaI0CTOBEPEHUETO 3a PETUCTPAIlUsl C€ OIpeneNs 4YecTOoTa Ha I0JaBaHe Ha MEPHOJUYHHUTE
aKTyallu3upaHH JIOKIaIu 32 O€30MacHOCT.

(2) Jature Ha mojilaBaHe Ha JOKJIAJUTE B 3aBUCUMOCT OT Y€CTOTaTa Mo ai. 1 ce M3uucisBar oT
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JaTaTta Ha M3/aBaHe Ha Pa3pelIeHUETo 3a ynoTpeda/yJ0CTOBEPEHUETO 3a PErHCTpaLusl.

(3) IlepuoamuHuTe aKTyalW3UpaHHW JOKJIATXW 3a OE30MacHOCT CE€ TOoJaaBaT Npe3 CICAHHUTE
BPEMEBU MHTEPBAIIN, C U3KIIOUEHHE HA CIy4YauTe, KOraTo 4eCTOTaTa Ha MOJaBaHE Ha JIOKJIAJNUTE € YCIOBHE
3a W3JaBaHE Ha pa3peUIeHHETO 3a yNoTpe0a/yJI0CTOBEPEHUETO 3a perucTpanus Wil € OlpeleieHa B
cboTBeTCTBHE C WiI. 19471, 194M u 194H:

1. Ha Bcekn 6 Mecela OT JaTaTa Ha M3JaBaHE Ha Pa3pelIeHUeTo 3a yIoTpeda/ya0CTOBEPEHUETO
3a perucTpalus Ha JIEKapCTBEH MPOAYKT JI0 JaTaTa Ha MyCKaHeTO My Ha rasapa;

2. Ha BcekM 6 Mecena Ipe3 IBPBUTE JBE TOJAMHU OT JaTaTa Ha IyCKaHE Ha IMa3apa Ha
JIEKapCTBEHUSI IPOJTYKT;

3. BEHBK TOAMILHO NPE3 CIEABALIUTE JBE TOAVHH;

4. BeIHBXK Ha TpU TOAMHU CJEJl YETBbpPTAaTa TOAMHA OT JaTaTa Ha IyCKaHE Ha Mas3apa Ha
JIEKapCTBEHHUSI POJTYKT.

(4) W3BBH ciydauTe Mo ajl. 3, MEPUOJUYHUTE aKTyaIM3HpaHH JOKIaau 3a OE30MacHOCT ce
nmoaaBaT He3abaBHO TpH nouckBane oT MAJI wiu perynaTopeH opraH Ha JbpKaBa WICHKA.

(5) Anunen 3 u 4 ce mpuiaraT U 3a JIEKapCTBEHH MPOAYKTH, pa3pelIeHu 3a ynorpeda camo Ha
Teputopusta Ha PenyOnuka bbirapus, kouto He nonagar B ooxBarta Ha wi. 1941

Un. 194n. (Hos - JIB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 r.) Korato nexapcTBeHu
MPOJYKTH, KOUTO ChIBPIKAT €THO U CHIIO AKTHBHO BEUICCTBO MJIM KOMOWHAIMS OT €HHU U CHIIA aKTHBHH
BEIIIECTBA, Ca MOJIyYWJIH OTIEIHU Pa3pelIeHus 3a ynoTpeda/ya0CTOBEpEHUE 3a PETHCTpanys, YecToTaTa u
JaTUTE Ha IMOJaBaHE Ha MEPUOJUYHUTE aKTyalHM3UpaHU JOKIaJd 3a OEe30MacHOCT MOXKe Ja ObIaT
MIPOMEHEHU ¥ XapMOHU3UPAHHU C OTJIe]l U3BBPIIBAHE HA €IMHHA OIICHKA Ha TE3U JOKIIAIH.

Un. 194m. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Jarture Ha mogaBaHe Ha
NEePUOANYHUTE aKTyaJU3UpaHU JOKJIagu 3a Oe30IacHOCT 3a JIEKapCTBEHUTE MPOAYKTH o wi. 1941 ce
M3YHCIIABAT ChOOpa3Ho pedepeHTHarta nara Ha EBponeiickus chios.

(2) Pedepentnara nara Ha EBpomneiickus cpio3 1o ai. 1 e:

1. matara Ha IBPBOTO pa3pemieHHe 3a ymorpeba B EBpomelckusi chl03 Ha JIEKapCTBEHUS
IPOAYKT, CBhIbpKalll CHOTBETHOTO AKTMBHO BEILECTBO WJIM CBHOTBETHaTa KOMOMHAIMS OT aKTHBHH
BEIIECTBA, WIIH

2. Half-paHHATa OT W3BECTHUTE JIaTH HA Pa3pelICHUATA 3a YIOTpeda Ha JEKapCTBEHHS MPOIYKT,
ChIBPIKAI] CHOTBETHOTO AKTUBHO BEIIECTBO WJIM CHOTBETHaTa KOMOWHAIMS OT aKTHBHHU BEIIECTBA, aKO
Jararta, IocoueHa B T. 1, He MoXke J1a ObJie yCTaHOBEHa.

Yn. 194un. (Hos - B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [Ipurexatenar Ha
paspelieHneTo 3a ynorpeba Ha JIEKapcTBEHHU MPOAYKTH 1Mo wi. 1941 Moxe Jia 1mojaze MOTUBUPAHO HUCKaHE
no Komurera 1o jiekapcTBEHUTE NPOAYKTH 3a XyMaHHa yrnoTpebda, CbOTBETHO /10 KOOPAMHALIMOHHATA TpyIia
no ui. 77, an. 2 3a onpezensiHe Ha pedepeHTHa Aara Ha EBponeiickust cbio3 WM 3a MPOMsIHA Ha 4ecToTaTa
Ha [10/1aBaHe Ha IEPUOJUYHU AKTYAIM3UPAHU JOKIAIU 3a O€30MIaCHOCT HA €IHO OT CJIECIHUTE OCHOBAHUS:

1. npu4KHYU, CBBP3aHU C OOLIECTBEHOTO 3/1PaBE;

2. 3a 1a ce nzberne ny0OaMpaHe Ha OLCHKa,

3. 3a J1a ce NOCTUTHE MEXKAyHApOIHA XapMOHU3ALUsI.

(2) KomurerpT 1O JIEKAPCTBEHUTE NPOAYKTH 3a XyMaHHa yHorpeda, CbOTBETHO
KOOpJMHAIIMOHHATa Tpyna 1o wi. 77, ajl. 2 ciel KOHCYJITaluu ¢ KOMHUTETa 1o wi. 56a, an. 1, T. 1 onobOpsiBa
MCKaHETO WJIM IIPaBU MOTHUBUPAH OTKA3.

(3) Yecrorara Ha mojaBaHe U pedepeHTHaTa JgaTta Ha EBpomneiickus chio3 ce OmpenesnsT Ciel
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KOHCYJTAIMs C KOMUTETA o 4wi. 56a, an. 1, T. 1 oT:

1. Komurera mo nexapcTBEeHUTE MPOAYKTH 3a XyMaHHa yrnorpeda - KOraro MOHE €JHO OT
paspelieHusATa 3a ynorpeba 3a JIEKapCTBEHH MPOAYKTH, ChABPKAIIM CHOTBETHOTO aKTHBHO BEILECTBO, €
IIPEAOCTAaBEHO B CHOTBETCTBUE C LEHTpaJM3uMpaHaTa npouenypa, npeasuiaeHa B jan I, rmaBa 1 ot
Pernament (EO) Ne 726/2004 na EBponeiickus napiament u Ha CpBeTa, Win

2. KOOpAMHAIIMOHHATA TPYTIa 1Mo Wi. 77, all. 2 - 3a clly4au, pa3IiYHu OT MOCOYEHUTE B T. 1.

(4) CriucwkbT ¢ pedepeHTHUTE JaTH Ha EBpomnelickusi chi03 Ha JIEKAPCTBEHUTE MPOAYKTHU IO YJl.
1941 m xapMOHH3MpaHATa 4YECTOTa 3a IMOJaBaHE HaA MEPUOJAMYHUTE MM AaKTyalu3upaHu IOKJIaaAu 3a
0e30macHOCT ce MyOJIMKYBaT Ha EBporelickust MHTEPHET MopTal 1o wi. 68, an. 1, 1. 4.

(5) IlputexarensaT Ha pa3peLIeHHETO 3a ynorpeba ciiel MyOJMKYBaHETO Ha JaHHUTE Mo ail. 4
npencraBs B MAJl 3asBneHue 3a mpoMsHa Ha pa3pelleHUEeTO 3a YInoTpeda Ha ChOTBETHHS JIEKapCTBEH
npoAaykT. Beska mpoMsHa Ha gaTUTe Ha MOJAaBaHE W HAa 4YecTOTaTa Ha MOJAaBaHEe HA TMEPUOIUYHHTE
aKTyaJIM3MpaHu JOKJIaau 3a OE30MacHOCT, OINpENeNIeHH B pa3pelleHHsITa 3a yrnorpeda, BiuM3a B cuia 6
Mecela ciie/l JaTaTta Ha MyOIHKyBaHEeTO UM.

Yn. 1940. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) UsnbauuTenHara
areHIMs M0 JIeKapCTBaTa OIICHABA TEPUOJUYHHUTE aKTyalM3UPaHU JOKJIaau 3a Oe30MacHOCT 3a
JIEKApCTBEHHUTE MPOAYKTH, 32 Jla ONMPEeIN i Ca HaJuIle HOBU PUCKOBE, WM NMPOMSHA B yCTAHOBEHUTE
PHUCKOBE, MU MPOMSIHA Ha CHOTHOIIIEHUETO TMOJI3a/PUCK.

(2) M3nbiauTeNnHAaTa areHUMs MO JieKapcTBaTa M3BBPILIBA €JIMHHA OIICHKA HA MEPUOJUYHUTE
aKTyaJlu3upaHu JOKJIaJu 3a OE€30MacHOCT 3a JIEKApCTBEHUTE MPOIYKTH, 3a Kouto PemybOnuka boarapus e
u3MbIHSABANA (yHKIMUTE HA pedepeHTHa abpkaBa IO CMHCHIa Ha 4Wi. 76, U € ompejeleHa ot
KOOpJWHALIMOHHATA TpyIma 1o 4wi. 77, an. 2.

(3) Hoxmamumk ot PenmyOnmka bbarapus ydacTBa B eAMHHATa OLIGHKA Ha MEPUOAUYHUTE
aKTyaJIM3UpaHH JTOKJIAAH 32 0€30MacHOCT 3a JIEKApCTBEHH NMPOJYKTH, KOTaTO MOHE €IWH OT MPOIYKTUTE €
pasperieH 3a yrnorpebda mo peaa Ha Permament (EO) Ne 726/2004 na EBpornetickus napsiameHT u Ha CbBeTa,
U € OMpe/IesieH 3a TaKbB OT KOMUTETA o 4wi. 56a, an. 1, T. 1.

Yn. 194n. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) B cnywaure mo un. 1940,
an. 2 u 3 UAJL, chorBeTHO nOKIaAuuKbT OT PemyOnuka bwarapus B cpok g0 60 mHM OT marara Ha
MoJlyyaBaHe Ha TEPUOJAMYHUS aKTyalu3upaH JOKJIaa 3a Oe30MacHOCT M3rOTBS OIEHBYEH JAOKIAa U TO
U3Mpala 1o eJeKTpoHEeH MbT Ha EBpormelickara areHuus 1o jJeKapcTBaTta U Ha PeryJiaTOPHUTE OPraHU Ha
ObpKaBUTe WieHKU. [IpuTexarensT Ha paspelieHueTo 3a yrnorpeda moiyyaBa OLEHBYHHS JOKIaa OT
EBpomneiickara areHuus 1o Jiekapcrsara.

(2) B cpok no 30 auu OT mody4yaBaHE Ha JIOKJIAJa Mo aj. | mpurexaTensT Ha pa3perieHHeTo 3a
ynotpeba WK perylaTOpHUTE OPTaHW Ha IbP’KaBUTE WIEHKU MOTAT J1a MPEJICTAaBAT CBOMTE KOMEHTapu 0
EBponeiickara arenius mo siekapcrata u 10 MAJL.

(3) B cpok o 15 nmHu OT marara Ha modydyaBaHe Ha KoMmeHTapute o ai. 2 MAJI aktyanuzupa
OLIEHBYHMSI JI0KJIa/l, KaTO B3€Ma MPEABUL BCUUKH NPEACTABEHN Bb3PaXXEHUs, M IO U3IIpallla Ha KOMUTETA 110
1. 56a, an. 1, T. 1 3a ogoOpeHue u npenopbKa.

(4) Espormeiickata areHuuss IO JIEKapCTBaTa BKJIIOYBA MPHETHS OIECHBYCH JOKJIAN H
npenopbKaTa Ha KOMHTETa 1o Wi. 56a, am. 1, 1. 1 B perucrbpa mo wi. 1943, an. 3 u ro usmpaima Ha
MIPUTEXKATEIIS Ha Pa3pelIeHUeTo 3a yrnoTpeoa.

Ui 194p. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Korato Penybnuka benrapus
HE € JOKJIaJ4uK B npoueaypara no wi. 194o, an. 2, UAJI Moxxe na npeacraBu KOMEHTapy B CpPOKa IO 4Jl.
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194n, an. 2 no EBpomnelickara areHuus 1o JeKapcTBara U J0 PEryJaTOpHUs OpraH Ha Jbp)KaBaTa WICHKA,
M3TOTBUJI OLIEHBYHUS JTOKJIA].

Yn. 194c. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B ciyyail Ha enuHHa
OLICHKA Ha TIEPUOJAUYHU aKTyalu3upaHu AOKIAAH 32 0€30MacCHOCT Ha JIEKAapCTBEHU MPOIYKTH Mo 4. 1941 u
KOraTo HHUTO €JHO OT pa3pelleHusATa 3a ynorpeda Ha Te3u MPOAYKTH HE € M3/aJIeHO 1o peaa Ha Pernament
(EO) Ne 726/2004 na EBpornetickust mapiaMeHT ¥ Ha ChbBeTa, KOOPAMHAIIMOHHATA Tpyma 1o wi. 77, all. 2 B
cpok 0 30 AHM OT jgaTaTa Ha MOJIy4aBaHE HA MpenopbKaTra OT KOMUTETa mo wi. 56a, an. 1, T. 1 uzgasa
CTAHOBUIIE OTHOCHO 3alla3BaHETO, IPOMSAHATA, CIMPAHETO WJIA NPEKPaTIBAHETO HAa CHOTBETHUTE
pasperieHus 3a ynorpe0a, BKIIOUYUTETHO TpaduK 3a U3IIbIHEHUE HA CTAHOBHIIETO.

(2) Koraro mpencraBeHUTE ObpXKaBU WIEHKH B KOOpJIWHAIMOHHATa rpymna mo wi. 77, am. 2
MOCTUTHAT ChIJIACKE OTHOCHO JEHCTBUATA, KOUTO TpsiOBa Aa ce mpennpuemar, MAJl u3nbiHsBa MPHETOTO
pelieHue.

(3) Koraro cranoBumieTo mo ai. 1 € 3a cnupaHe WM TpEeKpaTsSBaHE Ha pa3perieHHEeTo 3a
ynoTpe6a, U3MbIHUTEIHUAT aupektop Ha MAJI n3nasa 3amnoBes.

(4) KoraTo B ctaHOBHUIIETO MO ajl. | ca mpemopbYaHu MPOMEHU B U3JAJCHOTO pa3pericHue 3a
ynoTpeba, NpUTEKATENAT Ha paspelieHuero 3a ynorpebda momaBa 1o WAJL 3asBineHue 3a NpoMsiHa,
BKJIIOUBAIIO aKTyajlM3MpaHa KpaTKa XapaKTepUCTHKA Ha MPOJYKTa U JUCTOBKA, B PAMKUTE Ha ONPEIEICHUS
rpaduk 3a U3MbIHEHHE.

(5) Koraro He Moe Jja ObJie IOCTUTHATO ChIJIACHE B PAMKUTE Ha KOOpAMHALIMOHHATA IpyIia 110
yn. 77, an. 2, MO3WIMATa HA MHO3MHCTBOTO OT JIbPXABUTE WICHKH C€ MpenocTaBs Ha EBpomneiickara
KOMHCHS, KOSITO IIpUeMa pelIeHne 3a MPoMsHa, CIIUpaHe WM IpeKpaTsBaHe Ha pa3pelleHusTa 3a ynorpeoa,
U3JIaZICHU OT ChOTBETHUTE PETYJIATOPHU OPTaHU Ha IbP’KaBUTE UJICHKU.

(6) M3nbiHuTenHAaTa areHIus MO JeKapcTBaTa MpHiara BPEMEHHUTE W/MIU OKOHYATEITHUTE
MEpKH OT PELIEHUETO 10 ai. 5.

Yn. 194r. (Hos - /IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) B cnyd4aif Ha enunHa
OIICHKA HA TIEPUOUYHH aKTyaTU3UpaHU JTOKIAIN 32 O€30MacHOCT Ha JICKAPCTBEHU MPOAYKTH 1o Wi. 1941 u
KOraTo MOHE €HO OT pa3pelieHusTa 3a ynorpebda e uzgaaeHo no peaa Ha Permament (EO) Ne 726/2004 na
EBponeiickust mapnamenT u Ha ChBeTra, KOMHTETHT 1O JIEKapCTBEHUTE MPOAYKTH 32 XyMaHHa yrnorpeda B
cpok 110 30 JHU OT MOJy4aBaHETO Ha MpernopbKaTa OT KoMUTeTa mo wi. 56a, an. 1, 1. 1 u3gaBa craHoBwuIle
OTHOCHO 3arla3BaHEeTO, U3MEHEHUETO, CIUPAHETO WM MPEKPATSIBAHETO HA BAJIUIHOCTTa HA CHOTBETHUTE
paszpeleHus 3a ynorpeda, BKIOYUTETHO IpaduK 3a U3MbJIHEHUE Ha CTAHOBUILIETO.

(2) Koraro B cTaHoBHIIETO MO ajl. | € M3pa3eHa MO3ULMS 3a NPEANPUEMAHE Ha pPEryjIaTopHU
JEHUCTBUS 110 OTHOIIIEHUE Ha pa3pelIeHusITa 3a ynotpeda, EBponeiickara komucus:

1. mpuema pelieHre 3a IpoMsiHA, CIIMpaHe WM MpEeKpaTsIBaHE Ha pa3pelleHHsTa 3a yrnoTpeoa,
usnanenu 1o peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickus mapiameHnT u Ha ChbBeTa;

2. mpuemMa peleHue ¢ MpenopbKa 3a MpoMsiHa, CIIMPaHe WM IPEKpaTsIBaHe HA pa3pelleHusATa 3a
ynotpeba, u37aJIecHd 0T ChOTBETHUTE PEryJIaTOPHHU OPTraHU Ha IbPKABUTE UICHKH.

(3) UsnbiaHuTenHata areHuus MO JieKapcTBaTa IMpujiara BPEMEHHUTE W/MIM OKOHYATEITHUTE
MEpPKH OT PELIEHUETO 1O al. 2, T. 2.

Paznea IV.
Crnemna npoueaypa Ha HuBo EBponeiickus cbro3 (Hos - /IB, 6p. 102 ot 2012 r., B cnJjia ot
21.12.2012 r.)
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Ui 194y. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Crerraa mporieaypa Ha
HUBO EBporelickusi cbio3 Moke na Obae wHHIMUpaHa oT EBpomeiickara komucusi, oT EBpomneiickara
areHIus Mo JIeKapcTBaTa WK OT IbpKaBa YiIeHKa.

(2) U3m. - 1B, Op. 18 or 2014 r.) M3nbiaHuTenHaTa areHUus MO JieKapcTBaTa WHULUUDPA
CIeIllHa MpoleAypa MO pela Ha TO3M pa3fes 4Ype3 YBeJOMsIBaHE HAa PEryJIaTOpHUTE OpPraHU Ha JPYTUTe
IbpP’KaBU WICHKH, EBpomeiickara areHuus IO JieKapcTBaTa M EBporelckata KOMHCHs, KOraro IIOo
CbOOpaKeHMs, CBBbpP3aHU C TMpoOCIeAsBaHE Ha JIeKapcTBeHaTa O€30MacHOCT, MNpEleHH, 4Ye 3a JalieH
JIEKapCTBEH MPOAYKT, IMyCHAT Ha OBJATapcKHs Mmasap, € HeOOXOAMMO MpeArpueMaHe Ha HIKOS OT CIICAHUTE
MEpKHU:

1. cnupane M npekpaTsBaHe Ha pa3pelIeHneTo 3a ynorpeoa;

2. 3abpaHa Ha pPa3MpPOCTPAHEHUETO Ha JICKAPCTBEH MPOIYKT;

3. u3IaBaHe Ha OTKA3 3a MMOJHOBSBAHE HA Pa3pelICHUETO 3a yrnorpeoa.

(3) (U3m. - 1B, Op. 18 or 2014 r.) VM3nbIHUTEIHATA areHIUS IO JIEKApCTBATa HWHUIIUUPA
mpoueaypara mno aji. 2, KOraro € yBeIOMeHa OT MpHUTeXkaTells Ha pa3pelieHHeTo 3a ymnoTrpeba, ye 1o
CbOOpa)keHMs, CBBp3aHM C MpOCJIEIsiBAaHE Ha JIeKapcTBEHaTa OE€30MacHOCT, IPEyCTaHOBSBA
pa3npOCTPAHEHUETO Ha JIGKAPCTBEHHUS MPOAYKT WIH € TPENNpHeN, WM Bb3HAMEpsBa Ja MpeanpueMe
JIEHCTBHS 3a M3TETASHETO My OT Tas3apa, WiIM HAMa Ja TMpeArnpueMe ACeWCTBHUS 3a TMOAHOBSBAHE Ha
U3JIaJICHOTO pa3pelleHue 3a yrnorpeoa.

(4) (U3m. - JIB, Op. 18 ot 2014 r.) M3mpaHuTenHaTa arcHIUS IO JIEKapCTBaTa MOXE Ja
MHHUIMKpA TpoLeaypaTa Mo ajl. 2 U B CIy4aWTe, KOraro TMpEIeHH, Y€ MO ChOOPaKeHHs, CBBP3AHU C
MpociIe/IiBaHe Ha JIeKapCcTBeHaTa 0€30MMacHOCT, 3a JaJieH JICKaPCTBEH MPOIYKT TpsiOBa Aa ObaaT po0aBeHH
HOBHU TPOTUBONOKA3aHUS WK Ja ObJe HamalleHa MpernopbuBaHaTa J03a, WM IMOKa3aHWATa na Obaatr
OTpaHUYCHH.

(5) (M3m. - 1B, Op. 18 ot 2014 r.) M3nbaHUTENHATA areHIMS 110 JIeKapCcTBaTa MpeaocTaBs Ha
EBpomneiickara areHnus 1mo JeKkapcTBaTa U Ha peryJaTOPHUTE OpPraHHu Ha JPyTUTe Abp)KaBU WICHKH IlsiaTa
HayyHa HH(OpMalMs, C KOATO pasloliara, KakKTo M U3BbpIICHAaTa OlEHKAa Ha JaHHUTE, U MOTHUBHTE 3a
WHUIIMHPaHE Ha MPOoIlelypaTa 1Mo pelia Ha TO3U pas3jied.

(6) (M3m. - IB, Op. 18 ot 2014 r.) B ciywyaute mo an. 2 - 4 EBpomeiickata areHIus IO
nekapctBata yBemomsiBa MAJI 3a 3amouBaHe Ha Mpoleaypara, KOTaTo ONAaceHUsiTa BHB BpPb3Ka C
0e30macHOCTTa C€ OTHACAT W JIO JIPYTH JICKAPCTBEHU MPOIYKTH, KOWTO NMPHHAIJICKAT KbM €IHA U ChIIA
TepamneBTHYHA Tpyla WU CBABPKAT €AHO M ChHIIO AaKTHUBHO BEIIECTBO C MPOAYKTa, IOCOYEH B
uHpOpMaNUATa MO al. 5, WIM KOTaTO TO3HU JIEKApCTBEH MPOAYKT € pa3pelleH 3a yrnorpeda u B Ipyra Wid B
JOPYTU IbpKABU UICHKH.

(7) (M3m. - JIB, Op. 18 ot 2014 r.) B cnyuamte mo an. 4, Koratro He ce Hajara jJa ce
npeanpuemar cremnu Mepku, MAJI mpunara mpouemypara mo wi. 77 uiau 796.

(8) (Hosa - JIB, Op. 18 ot 2014 r.) M3mbiaHuTeNnHaTa areHuus MO JeKapcTBata MHPpOpMHpa
MPUTEXKATEINS Ha pa3pelIeHneTo 3a yrnorpeda 3a 3arovYBane Ha MpoleaypaTa 1o peia Ha TO3H pas3zied.

Ui 194¢. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) B cnydaute mo un. 194y,
aJl. 2, KOoraTo IpeLeHH, 4e € Heo0X0AUMO Ja ce MpearpueMaT CIEeIIHY MEPKHU 3a 3alluTa Ha OOIIEeCTBEHOTO
3apaBe, MAJI Moke BpeMEHHO Ja CHpe pa3pelleHHeTo 3a ymnorpeba M jaa 3abpaHu ynorpebara Ha
JIEKapCTBEHMsI MIPOIYKT Ha Teputopusara Ha PemyOnuka bbarapus 1o npueMaHe Ha OKOHYATEIHO pELICHHE
1o 4. 1944 unu 194m.

(2) WznpnHurenHata areHIMs 1O JeKapcTBaTa yBeJoMsBa EBponeiickaTa areHuus II0
nekapcTBaTta, EBpomelickara KOMHMCHS W DPEryJaTOpPHUTE OpraHu Ha JpPyruTe IbpXKaBU UIEHKH 3a
NpeNpUEeTUTe MEPKU O al. 1 B CPOK J0 €AWH pabOTeH JeH OT MPHJIAraHeTo UM M MO0COYBAa MOTHUBUTE 3a
TOBA.
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(3) Koraro U3nbiiHuTenHaTa areHuys 1o JiekapcTBaTa y4acTBa B IpoLeyparTa no To3u pasjed,
o uckane Ha EBpomnerickata komucus MAJI npeanpuema npenopb4aHUTE BPEMEHHU MEPKHU 1O OTHOIICHUE
Ha pa3pelIeHHeTo 3a YyrnoTpeda Ha JeKapCTBEH MPOIYKT, UM KOTATO JEKAPCTBEHUST MPOIYKT € pa3pelieH 3a
ynoTpe0ba o peaa Ha Permament (EO) Ne 726/2004 na EBpomnetickust mapiameHT U CbBeTa - IO OTHOIICHUE
Ha caMmHsl POJIYKT, 10 MPUKIIIOYBAHE HA MPOLEAypaTa.

Ui 194x. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) M3mrbIHUTEIHATA areHITUS 110
JIeKapcTBaTa MmyOJIMKyBa ChOOIIECHHE Ha HAIIMOHATHHUS WHTEPHET mopTai mo wi. 185, anm. 1 3a HaumHa, 1O
KOWTO 3aMHTEPECOBAHUTE CTPAHU MOTAT Ja MpeaocTaBAT nHbopMalus Ha EBponeiickus MHTEpHET mopTai
1o wi. 68, an. 1, T. 4 3a nexkapcTBEHUs NPOLYKT - IPEAMET Ha npoueaypara 1o wi. 194y, u 3a Bb3MOKHOCTTa
Jla y4acTBaT B OOIIECTBEHO OOCHK/IaHEe, aKO TAKOBA € 00SIBEHO.

Ui 194m. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) KomurersT 10 wi1. 564,
an. 1, . 1 B cpok g0 60 qHU OT maTaTa Ha OOSBSABaHE Ha MpolleAypaTa Ha EBpomelickus HHTEpHET mopTall
W3TOTBSI MOTUBUPAHA MPENOPbHKa.

(2) Iputexarenar Ha pa3pelIeHHETO 3a ynorpeba MoXke B Cpoka mo aja. | Ja mpenoctaBu
MUCMEHU KOMEHTapH.

(3) [Ipenopbkata mo an. 1 ce mybnukyBa Ha EBpomneiickus nHTEpHET nopTai o wi. 68, ain. 1, T.
4 ¥ chABPKA €HO WM MTOBEYE OT CISIHUTE 3aKITIOYCHHUS:

1. HEe € HEOOXOAMMO JOMBJIHUTEHO POYYBaHE WIIH MIPEANIPUEMaHe Ha ACHCTBHS Ha OOITHOCTHO
HUBO;

2. IPUTEKATENAT HA Pa3peIICHUETO 32 yoTpeda TpsOBa Aa U3BBPIIH JOMBIHUTEIHO MPOYyYBaHE
Y aHAJIN3 Ha JaHHHTE;

3. mpuTexaTenaT Ha pa3pelieHHeTo 3a ymnoTpeba TpsOBa Aa MpoBele MOCTMAPKETUHTOBO
npoy4BaHe 3a O€30MaCHOCT ¢ TIOCIIeIBAIlA OLIEHKA Ha PE3YJITaTUTE OT HETO;

4. nppkaBaTa YWieHKa WIN MPUTEKATEIAT Ha pa3pelIeHUETO 3a yrnoTpeda /1a MPUIIoKH MEPKH 3a
HaMaJsIBAaHE HA PHCKA;

5. paspernieHueTo 3a ynorpeba TpsioBa ga ObJie CpsHO, MPEKPATEHO WK Aa ObJe U3/1aaeH 0TKa3
3a MOJIHOBSIBAHETO MY;

6. pa3penieHreTo 3a yrnoTpeda TpsOBa 1a ObJie MPOMEHEHO.

(4) KonkpeTHute Mepku 1o ai. 3, T. 4, KaKTO ¥ yCIOBUATA U OTPaHUYCHHSITA, KOUTO CJe/IBa Aa
OBbIaT BKIIOYEHHU B pa3pelICHUETO 3a yroTpeda, ce mocouBaT B MPENOphKaTa.

(5) B cayuaute mo an. 3, T. 6, KOTaTo MPOMEHHUTE Ca CBHP3aHU C U3MEHEHHE WM J0OaBsHE HA
nH(pOpMaIMs B KpaTKaTa XapaKTepPUCTHKA, BbPXY OIMAKOBKAaTa WU B JIMCTOBKATA HA JICKAPCTBEHUS MPOIYKT,
B TIpEIOphKaTa ce BKIIFOYBAT (POPMYJIMPOBKAaTa HA MPOMEHEHATA WM JT0O0aBeHaTa HHQOPMAIHS U MICTOTO,
KBJIETO CJIe/[Ba TS 1a ObJie HAaHECEHA.

Ui, 1944. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) Koraro B o6xBaTa Ha
npoueaypara mo wi. 194y He e BKIIOUYEH JIEKapCTBEH MPOIYKT, pa3pelieH 3a ymnorpeba mo pena Ha
Pernament (EO) Ne 726/2004 na EBponeiickus napiameHT u Ha ChBeTa, KOOpAWHAIIMOHHATA TPpyIa MO 4.
77, an. 2 Bb3 OCHOBA Ha Ipenoppkara 1o wi. 1941 B cpok 1o 30 1HM OT JaTara HA MOJYYaBAHETO M U3JaBa
CTAaHOBHIIE OTHOCHO 3alla3BaHETO, IPOMSIHATA, CIHPAHETO, IPEKPaTSBAHETO Ha BaJUAHOCTTa Ha
CbOTBETHUTE paspelleHus 3a ynorpeba WiIM OTKa3 3a MOJHOBSBAHETO WM, BKIIOYUTEIHO Trpaduk 3a
U3ITBJIHEHUE HA CTAHOBUUIETO.

(2) KoraTo B cTaHOBHIIIETO € MPENOpBhYAHO IPEANPUEMane Ha MEpPKUTE 1o wi. 194, ai. 3, T. 5,
M3NBIHUTENHUAT nupektop Ha WMAJI cbe 3amoBen cnupa OEHCTBHETO WIM IPEKpPATsABa pa3pelIEHUETO 3a
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ynotpeda, Win 0TKa3Ba MOHOBSIBAHETO MY.

(3) KoraTto B cranoBuIieTo mo aj. 1 ca mpenopb4aHd MPOMEHU B U3JAJCHOTO pa3pericHue 3a
ynotpeba, TpUTeXaTeNsiT Ha pa3pelieHueTo 3a ymnorpeda momaBa a0 WAJl 3asBrneHue 3a MpoOMsiHA,
BKJIFOUBAIIO aKTyaJu3UpaHa KpaTKa XapaKTepUCTHKA Ha MPOJYKTa U JUCTOBKA, B PAMKUTE Ha ONpPEIEICHUS
rpaduk 3a U3MbIHEHHE.

(4) Koraro B cTaHOBHUIIETO 110 ajl. 1 € mpenopb4YaHo NpearnpueMane Ha MepkH 1o uwi. 194, an.
3, T. 2 - 4, mpuTexarensAT Ha pa3pelIeHHeTo 3a ymnoTpeba MpeanpuemMa HEOOXOJUMHUTE ACHCTBUS U
unpopmupa MAJI u perynatopHuTe OpraHu Ha APYTUTE AbPIKaBH YWICHKH.

(5) Korato B pamkuTe Ha KOOpAMHAIIMOHHATA Tpyma mo wi. 77, al. 2 HEe MOXe na Obie
MOCTUTHATO ChIJACUE, TMO3MUIMUATA HAa MHO3MHCTBOTO OT JbpPXKABUTE€ WIEHKHM C€ TMPEAOoCTaBs Ha
EBporeiickara koMucusi, KOATO IprUeMa pelIeHre ¢ MpenopbKa 3a NpoMsiHa, CIIMpaHe WM NpeKpaTsiBaHe Ha
paspeleHueTo 3a ynorpeda, u3aieHo0 OT CbOTBETHUTE PETYJIATOPHU OPTaHU HA ABPIKABUTE WICHKH.

(6) M3nbaHuTENHATA areHIMs 10 JIEKapcTBaTa Mpujiara MpernopbyaHUTe B PEIICHUETO MO al. 5
BPEMEHHH U/UITU OKOHYATEITHU MEPKH.

Y. 194m. (Hos - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) Korato B o6xBaTa Ha
npoueaypara mo wi. 194y e BKIIOYEH JIeKapCTBEH MPOIYKT, pa3pelleH 3a ynorpeda nmo pena Ha Permament
(EO) Ne 726/2004 na EBpomneiickus napiameHT U Ha ChBeta, KOMUTETHT MO JEKapCTBEHH MPOMYKTH 32
XyMaHHa ymnoTrpeba Bb3 OCHOBa Ha mpemopbkaTta mo wi. 1941, an. 3 B cpok mo 30 gHM OT jgaraTa Ha
[I0JIy4aBaHETO M HU3/JjaBa CTAaHOBMILE OTHOCHO 3alla3BaHETO, NPOMSIHATA, CIUPAHETO, MPEKPATSIBAHETO Ha
BaJIMIHOCTTAa Ha CHOTBETHUTE pa3pellieHusi 3a ynorpeda WM OTKa3 3a MOAHOBSIBAHETO UM, BKJIIOUMTEITHO
rpaduk 3a H3MBIIHEHUE Ha CTAHOBUILIETO.

(2) Koraro B craHoBuIEeTO MO aj. 1 € m3pa3eHa MO3UIMS 3a MPEANpPUEeMaHe Ha PEryJIaTOPHU
JICMCTBHS 110 OTHOILIGHUE Ha pa3pelleHusTa 3a ynotpeda, EBpomneiickara KoMucusi:

1. mpuema pelieHre 3a NpoMsHa, CIUPAHE WIK NPEKpaTsIBaHE BAJIMIHOCTTA HA pa3pelICHUTa 3a
ynoTpe06a, uznanaeHu no peaa Ha Pernmament (EO) Ne 726/2004 na EBpornetickust mapyiamMeHT u Ha CbBeTa;

2. mpueMa pelIeHue ¢ MpenopbKa 3a MPoMsiHA, CIIMpPaHe WIK MPEKpaTsBaHe HA BAJIUJAHOCTTA Ha
paspelleHusTa 3a yrnorpeda, u3iaJjleH OT CbOTBETHUTE PETYJIATOPHU OPTaHU Ha IbP)KaBUTE WICHKU.

(3) Ms3nbnHuTenHata areHIMS IO JieKapcTBaTa MpHara MPenopbyaHUTE B PEIICHUETO Ha
EBpomneiickata KOMUCHS 110 ajl. 2, T. 2 BpEMEHHHU W/MJIM OKOHYATEITHN MEPKH.

Ui 194m. (Hos - /IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) [Ipenopbkara no wi. 1941,
an. 1, cranoBuiero o wi. 194m, an. 1 u pemenuero Ha EBponelickara komucus no wi. 194y, an. 5 u uin.
194m, an. 2 ce my6aukysat Ha EBponeiickus nHTepHeT nopTai mno wi. 68, an. 1, . 4.

I'naBa neBera.
TBPI'OBUS HA EJIPO C JIEKAPCTBEHU NIPOJAYKTHU U NIOCPEJHUYECTBO B
OBJIACTTA HA JIEKAPCTBEHUTE INPOAYKTH (BAI'JI. U3M. - IB, BP. 71 OT 2008 I'.,
B CHJIA OT 12.08.2008 I'., U3M. - JIB, bP. 102 OT 2012 I'., BCWJIA OT 02.01.2013T'.)

(3arn. "Pasnen 1. TrproBus Ha enpo ¢ JiekapcTBeHu npoayktu" 3ai. - JIB, 6p. 71 ot 2008 r., B
cwia ot 12.08.2008 r.)

Un. 195. (1) TwproBus Ha eApo ¢ JIEKAPCTBEHU MPOIYKTU MOTaT Ja U3BBHPIIBAT (HPU3UUYECKU U
IOPUIIMYECKN JIMIA, TIPUTEKABAIIM pa3pelleHre 3a Ta3W ACWHOCT, M3MIaJICHO OT PEryjaTopeH OpraH Ha
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ChOTBETHATa JIbPKaBa WICHKA.

(2) Koraro nmumero mo ai. 1 mMa CKIaJOBH TOMEIICHUS Ha TepuTopuara Ha PemyOnmuka
Bbearapusi, To MOXe Ja M3BBPIIBA THPrOBUS HAa €ApPO C JIGKAPCTBEHU NPOAYKTH cjell MOoJydaBaHE Ha
paspenieHue oT U3NbJIHATENHUA qupekrop Ha MAJL

Uin. 195a. (Hos - [IB, 6p. 67 ot 2020 r.) Jluue, nony4usio paspelieHue 3a ThproBusi Ha €Ipo ¢
JICKApCTBEHH MPOAYKTH, HE MOXKE Ja ObJe TPUTESKATEN Ha pas3pelleHHe 3a THProBHs Ha JPeOHO C
JIEKapCTBEHH MPOYKTH B alTeKa, U3JaJCHH MO pea Ha TO3H 3aKOH.

Ui 196. (1) IlpousBoauTen Ha JIEKAPCTBEHH MPOAYKTH IO CMHCHJA HA TO3M 3aKOH MOXKE Jia
M3BBPILIBA THPrOBUS HA €APO CAMO C JIEKAPCTBEHUTE MPOAYKTH, 33 KOUTO MMa W3/AJICHO pa3pellieHue 3a
IIPOU3BOJICTBO.

(2) BHocutren Ha JeKapCTBEHHM MPOAYKTH IO CMHCHJIA Ha TO3M 3aKOH MOXKE Jla M3BBHPILBA
THProBUs Ha €PO CaMo C JIEKAPCTBEHUTE MPOYKTH, 32 KOUTO UMa U3/1aJICHO pa3pelleHUE 3a BHOC.

Yn. 197. JIunata o wi. 195 tps6Ba ga pasnonarar cbe:

1. moAXoAIIM TOMENEHHs, 000PYABaHE W CHOPBHKEHUS U TOAXOSIIN TPAHCIIOPTHH CPEACTBA,
OCUTYPSIBAIIM NTPABUIIHOTO ChXPAHEHUE, Pa3IpOCTPAaHEHUE U TPAHCHIOPTUPAHE Ha JIEKaPCTBEHUTE MPOIYKTH,
B CHOTBETCTBHUE C M3MCKBaHUATA Ha JloOpara mucTpuOyTOpCcKa MpaKTHUKa;

2. kBanu@UIMpaH MEPCOHAT U OTIFOBOPEH MarucTbp-(papmaneBT ¢ Hail-Malko JBE TOAWHHU
TPYAOB CTaX I10 CIIEUATHOCTTA, YUUTO 33bJDKEHUS Ce OTNpeeNaT B Hapenoara mo wi. 198.

Yn. 198. (U3wm. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [IpuHIMTIUTE ¥ U3UCKBAHUATA
3a JloOpute AUCTPUOYTOPCKH MPAKTHKU HA JICKAPCTBEHH MPOIYKTH W HA aKTUBHU BEIIECTBA CE MPUEMAT C
Hapea0a Ha MUHHCThPA Ha 3[[PaBEONa3BaHETO U C PHKOBOJICTBA, MPHETH OT EBporielickaTa KOMUCHSI.

Y. 199. (1) JIumara o wi. 195, an. 2 nogasat B MAJI:

1. 3asiBIeHHE, KOETO ChABPKAa HANMEHOBAHKE, CEAAIUIIE U aJpec Ha yIPaBICHUE HAa ThProBeIla;
aJIpec ¥ ONMCAHKE HA TIOMEIICHUATA U ChOPHKECHUATA 332 ChXPAHCHHE Ha JICKAPCTBEHUTE MPOTYKTH;

2. (mm. - JIB, 6p. 60 ot 2011 r., B cuma or 05.08.2011 r.) nmanHm 3a EnunHUS
UACHTH(HUKAIIMOHEH KOJ Ha THhProBela WM KoormeparusaTa OT ThProBCKUS PETHCTHp, a 3a JIPYKECTBATa,
PETHCTPHUPAHU B JbpiKaBa - YwieHKa Ha EBporelickust Chi03, MK B JbpKaBa - crpaHa 1mo CropasyMeHHETO 3a
EBpormeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyaJlHa PETHCTpaIusl M0 HAIHOHAIHOTO
3aKOHO/IATEJICTBO, U3]aJICH OT KOMITETEHTCH OpraH Ha ChOTBETHATA JIbPIKABa;

3. (mom. - IB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) nme, CBUAETENCTBO 32 CHAUMOCT WIIH
aHAJIOTHYCH JIOKYMCHT Ha JIMIETO, aKO HE € OBIrapcKu TpakJIaHWH, JUIUIOMA 3a BHCIIEC OOpa3oBaHHE U
JOKYMEHT 3a TPYJOB CTaX Ha OTTOBOPHUS MarucTbp-papManeBt mno wi. 197, 1. 2 u Konue oT TPYyAOBUA MY
JIOTOBOP;

4. (ot™. - /1B, 6p. 60 ot 2011 r., B cmuta ot 05.08.2011 r.)

5. (oM. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.)

6. JOKYMEHT, YJOCTOBEPSBAII IIPABHOTO OCHOBAHHWE 32 II0JI3BaHE HA TIOMCIICHHSITA;

7. (u3m. - JIB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., ot™m. - IB, 6p. 84 ot 2018 1., B cuiia
or 12.10.2018 r.)

8. IOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpeselieH B Tapudara mo wi. 21, ai. 2.

(2) JIunara no un. 195, an. 1 nonasar 3asBnenue B MMAJI 3aeqHO cbe:

1. KoImHe OT pa3pelIeHUEeTO 3a ThProBHs Ha €0, U3aJICHO OT PeryJaTOPeH OpraH Ha JbpikaBa
YJICHKA;
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2. ¥Me U aJipec Ha JIUIETO 3a KOHTAKTH Ha TeputopusTa Ha Pemybnuka bearapus;

3. agpec Ha MOMEIIEHUSATA 3a ChbXpPAaHEHHE Ha JIEKAPCTBEHHUTE MPOIYKTH Ha TEPUTOpHATA Ha
TbPKABUTE YICHKH.

(3) Ilpu THproBuss Ha €ApO C HAPKOTHYHM BEIIECTBA, KAKTO M C JIEKAPCTBEHH (HOpMH,
ChIIbPKaIM TaKHBa BEIIECTBA, CE MpUIAaraT M M3UCKBAaHUATA Ha 3aKOHA 32 KOHTPOJ BbPXY HAPKOTUUYHUTE
BEIIECTBA U MIPEKYPCOPUTE.

(4) (Otm. - 1B, 6p. 17 o1 2020 T.)

(5) (Homa - 1B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) M3nbaHuTeNIHATA areHIHS 110
JIeKapcTBaTa yCTaHOBSABA CIIY>KEOHO 00CTOSITENICTBATa OTHOCHO CHhJIMMOCTTA Ha JIMLIETO 10 al. 1, T. 3, koraro
€ OBIrapcKu rpaskJaHuH.

(6) (Homa - 1B, 6p. 67 ot 2020 r.) B nenst Ha mocTbnBaHe Ha 3asBiaeHueTO 1o ai. 1 mwmm 2 UAJL
u3Mpaia no ciyxeOeH pel MCKaHe [0 YIpaBUTEITHHUS ChBET Ha bbiarapckus ¢apmMaieBTUYeH CHIO3 3a
U3JJaBaHEe Ha YAOCTOBEPEHHE 3a BMNHCBaHe B HalMOHAIHUS ENEKTPOHEH pPErHCThp Ha YICHOBETE Ha
boearapckust (hapManieBTHUEH ChIO3 - 32 MarucTbp-hapmareBra mo 4wi. 197, T. 2, KaKTo U 3a NMPEIOCTaBIHE
Ha WH(pOpMAalMg OTHOCHO HAJIOXKEHHM HaKa3aHWs IO pela Ha 3aKkoHa 3a ChCIOBHATa OpraHU3alus Ha
MarucTbp-(papmaneBTuTe U Ha 3aKOHA 3a 3PABETO.

(7) (Homa - JIB, Op. 67 ot 2020 r.) YpaBUTEIHUAT CbBET MPEIOCTaBs JOKYMEHTUTE MO ajl. 6 B
CPOK 5 paOOTHH JHH OT MOCTHIIBAHE HA UCKAHETO.

Yn. 200. M3nbaHUTETHATAa arcHIUsS IO JIeKapcTBaTa OLEHSIBA JIOKYMEHTAIMSITa W HM3BBPIIBA
MPOBEpPKa Ha MSCTO Ha OOEKTHUTE, TTOCOYCHU B 3asBICHUETO, 32 YCTAHOBSBAaHE HAa CHOTBETCTBUETO MM C
n3ucKkBaHuATa 3a JloOpaTa nucTpuOyTOpCKa MPaKTHUKA.

UYn. 201. (1) M3nbiHuTeNHATA areHys 1o JeKapcTBaTa yBeJOMsIBa MUCMEHO 3asiBUTENIS, KOraTo
YCTaHOBU HEMBJIHOTH B IIPEICTaBEHATa JOKYMEHTALIUS.
(2) B ciiydante o an. 1 cpoxst 1o wi. 202, an. 1 cnupa aa tede.

Yn. 202. (1) (U3m. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cpok mo 60 muu ot
JaTtata Ha MOJaBaHe Ha 3asBiIeHUETO Mo wi. 199, an. 1 wsmbianutenHusT nupektop Ha MAJI uznasa
paszpelieHue 3a TbproBus Ha eIpo WM MPaBU MOTUBHUPAH OTKa3.

(2) OtkazpT Mo an. 1 mojyexxu Ha oOKajnBaHE MO peaa Ha AJIMUHUCTPATHUBHOMPOIECYATHHS
KOJICKC.

Un. 203. B cpok no 15 nHM OT nmarata Ha MoJaBaHEe Ha JOKyMEHTanusATa mo 4i. 199, an. 2
M3ObJIHATENHUAT AupekTop Ha MAJl u3naBa yjocToBepeHHE 3a perucrpanus 3a ThProBUs Ha €ApOo Ha
teputopusTta Ha PenyOnuka bbarapus Ha nuuero no 4. 195, an. 1.

Ui 204. (1) Pa3spemienueTo 3a ThproBusi Ha €ApO C JIGKAPCTBEHU MPOIYKTH € O€3CPOUHO.

(2) Pazpemenmero mo un. 202 wim ymoctoBepeHmero mo wi. 203 ce mpekpartsBa, ako
MIPUTEXKATENAT My TOMCKA IMMMCMEHO TOBA OT M3MBJIHUTENHUS qupekTop Ha NAJL

(3) JIunero mo wi. 195 e mrexHO 1a yBemomu nucMeno MAJI B 7-nHEBEH CpOK OT MpEKpaTsBaHEe
Ha JEWHOCTTAa CHU N0 THProBUS Ha €ApO C JICKAPCTBEHUM MNPOAYKTH. B Te3u ciyyam H3NBIHUTEITHUAT
mupektop Ha MAJl mnpekpaTsiBa H3AaJl€HUTE pPa3pelICHUs/YyIOCTOBEPEHHsI 3a TBProOBUS Ha €Ipo C
JIEKApCTBEHU MPOAYKTH.

Y. 205. (1) U3nbaauTenHata areHIus IO JIGKapCTBaTa BOJW PETHUCThP Ha HW3/IaJCHUTE
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paspenieHus 3a ThPrOBUsI Ha €JIpO € JIEKAPCTBEHU MPOAYKTH 10 wi. 202, an. 1, KOWTO chabpxKa:

1. HOMep U J1aTa Ha pa3peleHUETo;

2. HAMMEHOBAaHME, CENAIMIIIE U a/IPEC HA YIPABIECHUE HA JULETO, MOIYYHIO Pa3pEIICHUETO;

3. ajpec Ha MOMEIIEHUATA 32 CbXPAHEHHUE Ha JIEKAPCTBEHUTE MPOILYKTH;

4. mTaHHUTE 32 OTTOBOPHUS MarucThp-apmanest no wi. 197, 1. 2;

5. coMChK Ha JIEKapCcTBaTa, ChHIbPXKAIM HAPKOTUYHU BEIIECTBA, paanoQapMaIrieBTUIIH,
MMYHOJIOTHYHU JIEKAPCTBEHU NPOAYKTU U JIEKAPCTBEHH TMPOIYKTH, IMOJYYEHH OT YOBEIIKa IUla3Ma U
YOBEILKA KPBB;

6. AaTa Ha 3aIMYaBaHe Ha pa3pelieHueTo OT PErUCThpa U OCHOBAHUE 32 TOBA;

7. 3a0€JeK1 10 BIUCAHUTE 00CTOATENCTRA.

(2) U3mpnHUTENHATA areHIUs MO JIEKapcTBaTa BOJAU PETUCTBP HA U3/13JE€HUTE YJIOCTOBEPEHHUS
o wi. 203 3a THProBuUs Ha €JIpO C JIKAPCTBEHU MPOAYKTH, KOUTO ChIBpIKA:

1. HoMep U J1aTa Ha yA0CTOBEPEHUETO;

2. HOMEep Ha pa3pelIeHUEeTo 3a ThPTrOBUS Ha €/IpO C JIEKAPCTBEHU MPOAYKTH U OpTraHa, KOMTOo To e
n3Jam;

. HAUMEHOBaHME, CEIATUIIIE U a/IpeC Ha YIPaBIECHUE HA JHUIIETO, MOITYYHIO YIOCTOBEPEHUETO;
. JaHHHU 3a JUNeTo mo wi. 199, am. 2, T. 2;
. JlaTa Ha 3aJM4aBaHe Ha YJJOCTOBEPEHUETO OT PErcThpa U OCHOBAHUE 3a TOBA;

AN L B~ W

. 3a0€JIeKKH 0 BIUCAHUTE OOCTOSITENICTRA.

(3) Jannu ot peructpure ce myOinKyBaT Ha crpanuuaTta Ha MAJI B uaTepHeT.

(4) (Hosa - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) VM3mbaHuTenHaTa areHIUs IO
JeKapcTBaTa BbBEXK/a B 0a3zata JaHHM 1Mo Wi. 147 uHpopMaius 3a U3AaieHUTE pa3pelieHns 3a ThProBHUs Ha
€/IpO C JICKApCTBEHH MPOAYKTH.

(5) (Homa - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) IIpu nouckBane ot EBpomneiickaTta
KOMHCHS WIH OT IbpikaBa wieHka MAJI npenocTasst uHdopMaIys 3a U31a€HO pa3pelieHne 3a ThproBusi Ha
€1pO C JIeKapPCTBEHU MTPOIYKTH.

Un. 206. (1) Ilpu mpomsiHa Ha OOCTOSITENICTBaTa, CBBbP3aHU C M3/aJE€HOTO pa3pelieHHe 3a
TBHPrOBUS Ha €JIpo, IPUTEXKATENIAT My nojaBa 3assiueHue 10 MAJI o pena Ha 4. 199, kbM KoeTo npuiara
CBBbp3aHaTa ¢ IpoMsHaTa JOKyMEHTaLUs.

(2) Pazpemienunero 3a mpoMsiHa ce M3/AaBa MpH ycloBusATa u mo pena Ha wi. 200 - 202. Ipu
IIPOMSIHA Ha MMOMEILEHUATA 32 ChbXPaHEHUE CE€ IpuiIara cpoksT 1o wi. 202, a B OCTaHAJIUTE CIIydyau CPOKBT €
14 nuu.

Ui 207. (1) Ilpurexarensat Ha pa3pelieHue 3a ThProBHs Ha €p0, KOMTO U3BBPIIIBA ACHHOCTTA
cH Ha TeputopusaTa Ha PenmyOmnuka boarapus, e nbkeH aa:

1. ocurypsiBa 1OCTBII IO BCSKO BpEME Ha KOHTPOJIHUTE OPTaHM JI0 TOMEIICHHITA 32 ChXPaHECHHE
Ha JIEKAPCTBEHUTE MPOIYKTH;

2. TBPTyBa caMO C pa3pelleHH 0 pejia Ha TO3U 3aKOH JIEKAPCTBEHH MPOAYKTH;

3. ThpryBa C JIEKAPCTBEHU NPOAYKTHU, YHMUTO OMAKOBKM U JIMCTOBKH Ca B CHOTBETCTBHE C
U3MIAZICHOTO pa3pelleHre 3a ynorpeda, mpu yCIOBUATA U 110 pelia Ha TO3U 3aKOH U CPOKBT UM Ha TOJAHOCT HE
€ U3TEKbII;

4. ce cHabAsBa C IEKAaPCTBEHH MPOAYKTU CaMO OT MPOU3BOAUTEIHN, BHOCUTENN WU THPTOBLHU Ha
eApo C JIEKapCTBEHU MPOAYKTH, MOJYUUIIU Pa3pellieHne 3a U3BbPIIBAHE HA Ta3u JEHHOCT IO pelia Ha TO3U
3aKOH;

4a. (moBa - /IB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r., u3m. - IIB, O6p. 67 ot 2020 r.)
MPOBEPsIBA JATM TIOJYYCHHUTE JICKAPCTBEHU MPOAYKTH OT Julata mo T. 4 He ca dammmdbunmupanu, KaTo
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IIpOBEpsiIBa ABTEHTUYHOCTTA HA JICKAPCTBEHMTE NPOAYKTH, ompenesneHu B Jlenerupan pernament (EC)
2016/161, upe3 mokazatenure 3a Oe3omacHOCT 1o 4wi. 168, an. 8§ B ciyuaute, onpezneneHu B Jlenerupan
pernament (EC) 2016/161;

46. (noBa - [IB, 6p. 67 ot 2020 r.) mpoBepsBa MOKa3aTEIUTE 32 OE30MaCHOCT U JIE3aKTUBHUpPA
WHAVBUAYATHUS HICHTU(DUKALMOHEH Oeller Ha JIEKapCTBeH MPOAYKT, Mpeau Ja JOCTAaBU TO3U JIEKApPCTBEH
MPOAYKT B CIy4auTe, onpeesieHn B HapeabaTa mo wi. 198;

5. cHabnsABa ¢ JIEKapCTBEHH MPOAYKTU APYTU MPUTEKATENM Ha pa3pelleHue 3a ThProBHs Ha
€/1p0, alTEKU U IPOTEPUH, OTKPUTH 110 PeJla Ha TO3U 3aKOH;

Sa. (noBa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 84 ot 2018 1., B cuna
ot 12.10.2018 r.) cHabasBa ¢ JeKapCTBEHU MPOAYKTH 3a 33J0BOJISIBAHE HA COOCTBEHUTE UM HYKIU:

a) JIeueOHU 3aBE/ICHMS;

0) BHCIIM yUYWJIHINA, KOUTO OCBHIIECTBSBAT JieueOHA NEHHOCT ChITIACHO 4Wi. 2a OT 3aKoHa 3a
JIeueOHUTE 3aBEICHUS;

B) MHCTUTYIMUTE 1O WI. 26, an. 1, 7. 1 u 3 or 3akoHa 3a 31paBeTO 3a CH3IAAJCHHUTE B TAX
3/IpaBHU KaOMHETH;

I') KOpaOOIpHUTEKaTeIN 3a IeJIUTE Ha OCUTYpsIBaHE Ha JIEKapCTBEHU MPOIYKTH Ha Oopja Ha
Kopabure cbriiacHo Kosiekca Ha ThproBCKOTO KopaloraBaHe;

6. cHaOxsiBa C JIEKapCTBEHU MPOJIYKTH JEKapu M JIeKapu IO JEHTaJHAa MEAMIMHA, KOraTo B
HACEJICHOTO MACTO HsMa anTeka, MpU yCIOBUS W MO pel, ONpeleleHd B Hapeada Ha MHUHUCTBhpPa Ha
3/IpaBEOIa3BaHETO;

6a. (HoBa - /IB, 6p. 102 ot 2012 r., B cruta ot 02.01.2013 r., mom. - /IB, 6p. 84 ot 2018 r., B cuna
or 12.10.2018 r.) BIMCBa B JOKYMEHTHUTE 3a JOCTaBKa NapTUIHUS HOMEp HAa JOCTAaBEHUTE JIEKApCTBEHU
MPOJYKTH, KAKTO U aJipeca Ha JOCTaBKa Ha JIEKApPCTBEHUTE MPOAYKTH;

60. (moBa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) uma mnaH 3a aeiicTBUE B
M3BBHPEIHHU CUTYAIIUH, KOWTO ChABPKA €PEKTHBHU MEPKH 32 U3TETIISIHE HA JIEKAPCTBEH MPOAYKT OT Ia3apa
o paznopexaane Ha MAJ] nian no MHUIMATHBA HA TPOU3BOAUTENS UM MIPUTEkKATEIsd Ha pPa3pelIeHUEeTo 3a
ynoTtpeda Ha ChOTBETHUS JICKAPCTBEH MPOYKT;

6B. (HoBa - /IB, 6p. 18 ot 2014 1.) ocurypsiBa CHaOASIBaHETO Ha JOCTATHYHU KOJIMYECTBA
JICKapCTBEHM MPOJYKTU 3a 3aJOBOJIABAHE Ha 3/ApaBHUTE MOTPeOHOCTHM Ha HaceleHHMeTo Ha PemyOnmka
boarapus;

7. (u3m. - JIB, 6p. 102 ot 2012 1., B cmma ot 02.01.2013 r.) chXpaHsiBa JaHHH 3a BCSKA CHIEIKA C
MOJIyYeHH, TOCTABEHH WJIM pEaTU3UPaHu 4upe3 MOCPETHHUYECTBO JICKAPCTBEHH MPOAYKTH HoJ (opMaTa Ha
(bakTypH 3a MOKYNKO-MPpoJak0a WK B eIeKTPOHEH BH/I, MJIM O] HIKaKBa Jipyra popma, KakTo cje/iBa:

a) J]aTa Ha MoJlyyaBaHe U MPEI0CTaBSHE;

0) HauMEHOBaHME Ha JIEKAPCTBEHUS IPOAYKT;

B) MOJIyY€HO, I0CTaBEHO WM PEATU3UPAHO Ype3 MOCPETHUYECTBO KOJTUUECTBO;

I) UME€ U aJpec Ha JHUUETO, OT KOETO € IOJYy4YeH WJIM Ha KOETO € JIOCTaBEH JIEKApCTBEHUST
TPOTYKT;

1) TapTHIIEH HOMEp M HOMEp Ha cepTH(HKaTa 3a OCBOOOXK/IaBaHE Ha MapTHAaTa, U3AAAEH OT
KBATU(HUIIMPAHOTO JinIe 110 Wwi. 148, T. 2, ChOTBETHO OT KBaTU(UIIUPAHOTO JHIe 1Mo 4wi. 161, aim. 2, 1. 1, u
HOMeEp Ha cepTH(duKaTa 3a 0cBOOOKAaBaHe Ha mapTuaara, uznaaeH ot MAJI - B ciyvaure no wi. 69 u 70;

8. (mom. - [IB, 6p. 67 ot 2020 Tr.) chXpaHsBa JOKYMEHTAIM 32 TOKYIKUATE W/WUIU TPOJaXouTe
HAa BCHYKHM JICKAPCTBEHH MPOIYKTH, BKIIOUUTENIHO M (PAKTypUTe 3a MOKYNKO-MpoJax0a, B KOHUTO ce
[I0COYBAT MEXAYHAapOAHOTO HENAaTEHTHO HAaWMEHOBAaHHWE, ThPrOBCKOTO HAaMMEHOBAHME Ha JIEKApPCTBEHUS
MPOIYKT, JeKapcTBeHara ¢popMa, KOJIMYECTBO Ha AaKTUBHOTO BEILIECTBO U OMAKOBKA;

9. cna3Ba m3uckBaHusATa Ha JloOpaTta qucTpuOyTOpCKa MPAKTHKA, ONpEAeTeHH B HapeadaTa 1o
1. 198;

10. (1oBa - /IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nogabpka cuctema 3a KauecTso,
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olpezessia OTTOBOPHOCTUTE, IIPOLIECUTE U MEPKUTE 3a YIPABJIECHUE HA PUCKA, CBbP3aHU C IEHHOCTTA MY;

11. (moBa - IB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 r.) uadopmupa nezadbaHo MAJL u
MPUTEXKATENS HA pa3pelIeHueTo 3a yrnorpeda, Koraro € yCTaHOBMJI MJIM MMa CbMHEHHE, Y€ JIEKAPCTBEHUST
MPOJIYKT, KOWTO € MOJIYYrJI WIIM My Ce Tipesara, € hammudunupan;

12. (noBa - IB, 6p. 102 ot 2012 r., B cumna ot 02.01.2013 r.) mpoBepsiBa Aaiu ThProBeUbT HA
€1po, OT KOrOTO € MOJY4YMWJI JIEKapCTBEHUs NPOAYKT, Cla3Ba NPUHLMIUTE U pbKOBOAcTBaTa 3a JloOpu
IUCTPUOYTOPCKU MPAKTUKU 10 Wwi. 198, KaKTO M 1any NpUTEeXaBa pa3pellieHe 3a ThproBus Ha e1po;

13. (noBa - /IB, Op. 102 ot 2012 1., B cuna ot 02.01.2013 r.) mpoBepsiBa Aaju IPOU3BOIUTEISAT
WIA BHOCHUTEIAT, OT KOTOTO € TMIOJIy4Ws JIEKapCTBEHUS MPOAYKT, IPUTEKaBa pa3pelleHHe 3a
MIPOM3BOJICTBO/BHOC;

14. (uoBa - JIB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) nmpoBepsiBa Jajiv NMOCPETHUKBT,
Yype3 KOroTo € MOJIYYHJI JIEKAPCTBEHUS MPOJYKT, OTTOBaps Ha U3MCKBAHUATA HA Ta3M IJ1aBa;

15. (voBa - JIB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) npenocrass vHa UAJl exeqHeBHO
ype3 cuctemara o uwi. 2176, an. 1 uadopmanms 3a:

a) 10CTaBeHUTE Ha (PU3NYECKUTE U IOPUANYECKUTE JIUIA 110 T. 5, 5a u 6 KonudyecTsa, MOCOUYECHU
T0 JICKAPCTBEHU NPOTYKTH, BKIIIOYCHU B [[03UTHUBHUSI JIEKAPCTBEH CITUCEHK;

0) ¢pu3nUecKkuTe U IOPUAMYECKUTE JIMLIA 0 T. 5, 5a U 6, HA KOUTO ca JIOCTaBEHU KOJIMYEeCTBATa
JIEKapCTBEHH MPOAYKTH 110 OykBa "a'";

B) HAJIMUHUTE B CKJIQJ0OBETE UM KOJIMYECTBA, [IOCOYEHHU IO JICKAPCTBEHH NMPOJYKTH, BKIIOUYEHHU B
[To3uTHBHUS JIEKaPCTBEH CIUCHK;

I') KOJIMYeCTBaTa, IOCOUYEHH IO JICKApCTBEHH MPOAYKTH, BKIIOUEHHU B [103UTHBHUSA JIeKapCTBEH
CIHCHK, 332 KOUTO Ce€ IUIaHMpa M3BBPIIBAHE HA M3HOC, U AbP)KAaBUTE, B KOUTO CE IUIAHHWPA W3BBPIIBAHE Ha
M3HOCA;

1) KOJINYeCTBaTa, NOCOYEHH IO JIEKAPCTBEHU MPOIYKTH, BKIOUEeHU B [103UTHBHUS JIEKapCTBEH
CIHCHK, HA KOUTO € U3BBPIICH U3HOC, U IbPXKABaTa, B KOSATO € U3BBPIICH U3HOCHT.

(2) Hoxymenranusara mo ai. 1, T. 7 u 8 ce cbXpaHsiBa 3a CPOK HAW-MaJIKO 5 TOAWHU U CE
MPEOCTaBs MPH MOMCKBaHE HAa KOHTPOJIHUTE OPTaHu.

Yn. 208. (dom. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., uzm. - 1B, 6p. 102 ot 2012 r.,
B cra ot 02.01.2013 r., usm. - JIB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) Paznopenbute Ha wi. 207,
an. 1, 1. 2-15uan. 2 u un. 209a ce npuiiarat u 3a ThbProBIUTE Ha e/1po 1o Wi. 203, KaKTO U 32 BHOCUTEIIUTE
Y IPOU3BOAUTEIINTE, KOUTO THPryBaT C MPOU3BEACHUTE OT TSAX JIEKAPCTBEHH MPOIAYKTH.

Y. 209. 3a THproBus Ha €ApO C JIEKAPCTBEHU NMPOLYKTH, ChIbPKAIIX HAPKOTUYHU BELECTBA
WIHM TIOJyY€HU OT KPbB, C UMYHOJIOTUYHH MPOAYKTU U C paanodapMaleBTULIM c€ MpujlaraT U CleluaIHuTe
W3HUCKBaHUS HA JPYTH 3aKOHH.

Y. 209a. (Hos - JIB, 6p. 71 ot 2008 1., B crua ot 12.08.2008 1.) (1) Teproeuure Ha eapo c
JIEKapCTBEHH MPOAYKTH MOTAT J1a CHaOAABAT C JICKAPCTBEHH MPOAYKTH:

1. ApyTH THPTOBIHU HA €APO C JIEKAPCTBEHU MPOTYKTH;

2. anTeKu U IpOrepuH;

3. MuH#CTEpCTBOTO Ha 0TOpaHaTa U MUHHUCTEPCTBOTO Ha BHTPEUIHHTE PabOTH 32 COOCTBEHH
HYXXJH, C W3KIIOYCHHE Ha BEJIOMCTBCHUTE MM JIe4eOHHM 3aBeleHUs, KakTo W JIbp)kaBHaTa arcHIMs
"JIbpxKaBeH pe3epB U BOCHHOBPEMEHHH 3aracu';

4. MUHHCTEPCTBOTO Ha 37]paBEOIa3BaHETO ChC:

a) BaKCHHHU, TOKCHHHU U CEpyMH, HEOOXOIUMH 32 U3IbIHEHUETO Ha VIMyHH3allMOHHUS KaleHaap
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Ha PenyOnuka bwirapus, KakTo ¥ pu U3BBHPEIHU SMUICMUYHI CUTYAIIHH,

0) JIeKapCTBEHU MPOIYKTH, MPEIHA3HAYCHH 3a JICUCHHE Ha 3a00JIIBaHUs, KOUTO CE€ 3arulaimar 1o
pena Ha 3aKOHa 3a 3/IPaBETO, KAKTO M 332 OCUTYpPSBaHE M3IMBIHEHHETO HA HAIIMOHAIIHU MporpaMu B chepaTa
Ha 3/[paBEOIa3BaHETO.

5. (moBa - JIB, Op. 60 ot 2012 r., B cuna ot 07.08.2012 r.) nedyeOHM 3aBelneHUs 3a
M3BBHOOJTHUYHA TTOMOII, CKIIFOUMIIN JIoroBop ¢ HamuoHanHaTta 3jpaBHOOCUTYpUTETHA Kaca, C JIEKAPCTBEHU
MPOYKTH, HEOOXOJMMH 3a W3MBJIHEHHE Ha 3[paBHUTE JMEHHOCTH mo 4i. 82, am. 2, T. 3 oT 3akoHa 3a
3/1paBeTO.

(2) JlexapuTe W JeKapuTe MO JEHTaJIHA MEIUIIMHA B HACEJICHUTE MECTa, KbJETO HsAMa arTeka,
MOTaT Jia ce CHaOAsIBaT ¢ JIEKapCTBEHH MPOIYKTH OT THPTOBIIMTE HA €po MO peaa Ha HapenOaTa mo wi. 207,
am 1, 1. 6.

Ui 2096. (Hos - JIB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 1.) (1) [Ipu ThproBus Ha e1po ¢
JIEKapCTBEHU MPOAYKTH B TPETH JIbpPKaBU HE C€ MpHiiarat u3uckBanusaTa Ha wi. 207, an. 1, 1. 2, 5 u 6, kakto
Y U3UCKBaHUITA Ha I'1aBa AesBeTa "a'.

(2) (U3m. - IB, 6p. 67 ot 2020 r.) Koraro sekapcTBEH MPOIYKT Ce€ MOJIydaBa JUPEKTHO OT TPeTa
IbpKaBa, HO HE € BHECEH Ha TepuTopusaTa Ha PenyOnuka bwirapus, He ce mpuiarat M3MCKBaHMUATA Ha YIl.
207, an. 1, 1. 4, 4a u 40.

(3) (Homa - /IB, 6p. 18 ot 2014 r.) B ciaydauTe 1o aii. 1 TBproBIUTE Ha €IPO YIOCTOBEPSBAT ChC
CHOTBETHUTE JIOKYMEHTH, Y€ JICKAPCTBEHUTE MPOAYKTH Ca MOJIyYCHHU OT JIUIA, KOUTO UMAT Pa3pelieHUe WIn
MPaBo J1a JOCTaBAT JIEKAPCTBEHU MPOJYKTH B CHOTBETCTBHE C MPUIOKUMOTO HAIIMOHATHO 3aKOHOAATEJICTBO
Ha TpeTaTa IbprKaBa.

(4) (HoBa - /1B, 6p. 18 ot 2014 r.) Koraro TbproBeusT Ha €Ipo JOCTaBs JEKAPCTBEHU MPOIYKTH
Ha JIMIA B TPETH IBPXKABU, TOH YIOCTOBEPSBA ChC CHOTBETHHTE HOKYMEHTH, Y€ JOCTABKUTE Ca camo 3a
JMIa, KOUTO MMaT pa3pelieHue WM TpaBO Ja IOJydyaBaT JIEKApCTBEHH MPOAYKTH, MpeIHa3HAuYeHH 3a
THProBUSl Ha €IpO WJIM 3a JOCTaBKa Ha HACEJICHHETO B CHOTBETCTBUE C MPUIIOKUMOTO HALMOHAIIHO
3aKOHOJATEJICTBO Ha TpeTaTa IbpKaBa.

(5) (Ilpegumna an. 3 - JIB, 6p. 18 ot 2014 r.) Teprosemn Ha e1po, KOWTO JOCTABS JIEKAPCTBEHU
MPOIYKTH JI0 JUIA OT TPETH IBbPiKABU, KOUTO UMAT MPABO MO CHOTBETHOTO HAIMOHATHO 3aKOHOAATEJIICTBO
71a TOCTABST JICKAPCTBEHH MIPOAYKTH Ha TIOTPEOUTEINTE, H3/1aBa JIOKYMEHT, KOHTO YJOCTOBEpsIBa:

. JlaTa Ha TIPEIOCTaBSIHE;

. HAaUMEHOBaHMe U (hopMa Ha JIEKAPCTBEHUS MPOIYKT;

. IOCTaBEHO KOJIMYECTBO;

. M€ | aJipec Ha JINIIETO, Ha KOETO € JIOCTaBEeH JIEKAPCTBEHUSAT MPOIYKT;

DN AW N -

. TIApTUEH HOMED.

Un. 210. (U3m. - B, op. 60 ot 2011 r., B cuna or 05.08.2011 r.) (1) Ilpurexarenst Ha
pa3pelIeHneTo 3a ynoTpeda /Uiy JIMLETo Mo Wwi. 26, an. 2 MoXke Ja NpeAoCTaBsi MOCTPU OT pa3pelleHHu 3a
ynotpeba JeKapCTBEHH MPOAYKTH Ha:

1. tekapu 1 JieKapy 10 JEeHTaIHa MEIUIIHA;

2. BUCIIY METUIMHCKU YYWINIIA U METUIIMHCKU KOJICKH.

(2) B cayuyute mo an. 1 BppXy OmakoBKaTa Ha JEKapCTBEHUTE MPOAYKTU CE MOCTaBsl HAIIIHC
"mMocTpa".

(3) Ha nunara no an. 1, T. 1 Moxe Aa ce JOCTaBAT HE MOBEYE OT ABa Oposi MOCTPU OT €JHA U
Chllla JIeKapcTBeHa (opMa Ha JIEKapCTBEHMsI NMPOAYKT Ipe3 €/1Ha KaJeHJapHa ToAMHA B Hali-Maikara
CBHIIECTBYBAIlla OMAKOBKA Ha MPOM3BOAMUTEN, a Ha BUCIIUTE MEIUIIMHCKU YYWIWIIA U Ha MEAMLUHCKUTE
KOJIEXKH - CaMO B KOJINYECTBA, HEOOXOMMH 32 IIEJTUTE Ha 00Y4YEHUETO.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



(4) [purexarenar Ha pa3pelICHUETO 3a YOTpeda W/WiM JIMIETO 1o 4. 26, al. 2 BOJAT OTUET 3a
BCHUKH JIMIA, HA KOUTO Ca JOCTAaBSUIM MOCTPH, 332 BHJA, KOJIMYECTBOTO M BPEMETO Ha JOCTaBKUTE U IPU
MOUCKBAHE MPEJIOCTABAT Te3U JaHHU Ha KOHTPOJIHUTE OPTaHHu.

Yn. 211. (1) TeproBunte Ha eipo TpsAOBa Ja MpUTEkaBaT cUCTeMa 3a OJOKHpaHEe U U3TETIITHE Ha
JIEKapCTBEHUTE NPOAYKTH, IOKA3aJd HECHOTBETCTBHE C M3UCKBAHMATA 32 KAdyeCTBO, O€30IacCHOCT H
e(hUKacCHOCT.

(2) IIputexarensaT Ha pa3pelIeHHe 3a THPrOBUS Ha €Ipo € JIBKEH Ja OJIOKHpa U Ja U3TEriu
JIEKapCTBEHUTE MPOJYKTH, IOKa3aJl HECBHOTBETCTBHE C M3UCKBaHMATA 3a KayecTBO, OE30IaCHOCT M
e(pHUKacHOCT IO peJia, onpesesieH B HapeadaTa o wi. 274, an. 1.

Un. 212. (1) Usnbnautennusat aupexktop Ha WAJl yBemomsiBa EBpomeiickata koMmucwus,
peryjJaTOpHUTE OpraHM Ha JAPYTUTE IbpKaBU WieHKH W EBpomeiickara areHius Mo JekapcTBara 3a
W3/1aJICHATE Pa3pelleHus 32 ThbProBUS Ha €/1p0, 3a BPEMEHHO CIPEHUTE WIM OTHETUTE pa3pelIeHus U 3a
MPUYUHUTE 32 TOBA.

(2) (U3m. - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) Koraro u3anbJIHUTEIHUAT JUPEKTOP
Ha UAJI ycranoBu, ue nuieto mo wi. 195, an. 1 He uanbiaHsABa 3aabmkeHusTa no wi. 207, an. 1, 1. 2 - 14,
TOHM yBEIOMSIBA PETYJIATOPHUS OpPraH Ha JbprKaBaTa WieHKa, U3/iaja pa3perieHueTo 3a ThProBUs Ha €Ipo, U
EBporneiickara komucus.

(3) Koraro perymaropHusiT Oprad mo aj. 2 BPEMEHHO CIpPE WU OTHEME pa3pelieHUETO 3a
THProBUs Ha €Ipo Ha JuieTo mo wi. 195, am. 1, Tol yBemomsiBa u3nbiaHuUTeNHUs Aupektop Ha MAJL u
EBpomneiickara komucus.

UYn. 212a. (HoB - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) (U3m. - [IB, 6p. 18 ot
2014 r.) IlocpennuvecTtBO B 00JacTTa Ha JICKAPCTBEHUTE MPOAYKTH MOTAT Ja M3BHPIIBAT (PU3HUECKU H
IOPUANYECKU JIMIA, PETUCTPUPAHH KaTO THPrOBCKH MOCPEAHMIIM 1O CMHUCHIA Ha THProBCKHsl 3aKOH Ha
Peny6nuka brirapusi, KOUTO ca perucTpUpaHy 3a U3BBPIIBAHETO Ha Ta3u aeiHocT oT MAJL.

(2) Jlutata mo an. 1, KOMTO HMCKAT Ja C€ PETUCTPUPAT KaTO MOCpemaHuiy, momaBat B MAJI
yBeJIOMJICHHE TI0 00pa3ell, yTBbPACH OT U3NbJIHUTEIHUS qupekTop Ha MAJL, koeTo chabpxa:

1. ume, cenanuie u agpec Ha yIpaBJIeHUE;

2. TaHHM 32 KOHTAKT.

(3) KbM yBeoMIIEHHETO 110 aJl. 2 c€ Mpujarar:

1. naHHM 32 eqUHHUS UICHTU(PUKANOHEH KOJI;

2. JOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, onpeiesieH B Tapudara no ui. 21, an. 2.

(4) UsnbanuTenHaTa areHuMs IO JIeKapcTBaTa BMKMCBa B MyOJMYEH pPETUCTBp JIMLATA,
OCBILECTBSIBAILU TOCPEJHUYECTBO B 00J1ACTTA HA JIEKAPCTBEHU IPOTYKTH.

(5) Jlumata mo an. 1 Moratr ma OCBIIECTBABAT MOCPETHUYECTBO B 00JIaCTTa HA JIEKAPCTBEHHU
MPOAYKTH CIIe] ToJAaBaHe Ha yBeJoMiIeHHeTo 1o an. 2 B MAJL

(6) JInnara no ain. 1 ysenomsBat MAJI B 7-1HEBEH CPOK OT HACTHIIBAHE HA MPOMsHA B HAKOE OT
oOcTosTeNncTBaTa 10 al. 2.

Ui 2126. (Hos - [IB, 6p. 102 o1 2012 r., B cuna ot 02.01.2013 r.) (1) JIunara o un. 212a, an. 1
ca JUTbXKHU:

1. 1a ochlIecTBsIBAT AEHHOCTTAa CH CaMO C Pa3pelICHHU 3a yIOTpeOa JICKapCTBEHHU MPOAYKTH;

2. a MMaT IUIaH 3a JCHCTBUE B M3BBHPEAHU CUTYAIMH, KOUTO ChABPKA €(DEKTHUBHU MEPKH 32
U3TETJIsTHE Ha JICKApCTBEH MPOAYKT OT Maszapa mo pasnopexxaane Ha WMAJl win mo WHMIMAaTHBa Ha
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MPOU3BOAUTCIIA UJIU MPUTCIKATCIIA HA PASPCILICHUCTO 3a yrIOTpCGa Ha CbOTBCTHUS JICKAPCTBCH IIPOAYKT,

3. ma chXpaHsABAT JaHHM, BKJIIOYBAIIN ClIe[HATa MH(GOPMALUS 3a BCSKA CAEIKA C peaTH3upaHu
Yype3 NOCPETHUUECTBO JIEKAPCTBEHU MPOTYKTH:

a) J1aTa Ha CIeNKaTa;

0) HAMMEHOBAaHUE Ha JICKAPCTBEHHS POIYKT;

B) pEATM3UPAHOTO UPE3 MOCPETHUIECTBO KOIUIECTBO;

T) IM€ | aJipec Ha JINIATa, MOJYYHIIH U TOCTABHIIH JIEKapCTBEHHS IIPOYKT;

1) TapTUJIEH HOMED;

4. na cma3BaT M3UCKBaHMATA Ha J[oOpara mucTpuOyTOpCKa MpakTHKa, MpUeTa ¢ HapemdaTa 1o
yi1. 198;

5. Aa momIBpIKaT crcTeMa 3a KaueCTBO, OTPEIesa OTTOBOPHOCTUTE, IPOIIECUTE M MEPKHUTE 3a
yIIpaBJICHUE HA PHCKA, CBBP3aHU C ICHHOCTTa MY

6. He3abaBHO na mHGOpMupar MAJl u mpurexarens Ha pa3pelieHHeTo 3a yrnorpeda, Korato €
YCTQaHOBWJI HJIM HMa CHMHEHHE, Y€ JIEKAPCTBEHHMAT TPOAYKT - TpEeIMeT Ha MOCPEAHUYECTBOTO, €
danmupunupan;

7. na mpoBepsBaT NATM THProBEIbT MPUTEKABA pa3pElIEHUE 3a THProBHS Ha €IpO C
JIeKapCTBEHH MPOAYKTH;

8. Ja mpoBepsABAaT JAalu IPOU3BOJAUTENSAT WJIM BHOCHUTENSAT IPUTEKaBa paspelleHHe 3a
MPOU3BO/ICTBO/BHOC;

9. na cexpaHsBaT JaHHUTE MO T. 3 3a CPOK HaW-MalKO 5 TOJWUHM W J1a TH NPEIOCTaBAT MPHU
MIOMCKBaHE Ha KOHTPOJHHUTE OPTaHHU.

(2) WN3uckBaHusATa KBM ACHHOCTUTE MO TMOCPEJHMYECTBO B OOJIACTTa Ha JIEKAPCTBEHUTE
MIPOJYKTH C€ ONpeAessaT ¢ HapeadaTa no 4wi. 198 u B ppkoBoacTBa Ha EBponeiickaTa koMucHs.

I'naBa neBera "a'".
IMAPAJIEJIEH BHOC HA JIEKAPCTBEHMU ITPOAYKTHU (ITPEAUIIEH PA3JAEJI 11 - 1B,
BP.71 OT 2008 I'., B CHJIA OT 12.08.2008 I'.)

Yn. 213. (U3m. - [IB, 6p. 71 or 2008 r., B cuna ot 12.08.2008 r.) Ilapanenen BHOC Ha
JIEKapCTBEHM MPOJYKTH Ha TepuTopusita Ha PemyOnuka bbiarapus moxe na uM3BbpIIBa (PU3MUYECKO WU
IOPUIMYECKO JIUIIE, PETUCTPUPAHO MO THProBCKUS 3aKOH, 110 3aKOHOAATEIICTBOTO Ha JIbp)KaBa YJICHKA, CIIE]
NOoJTy4aBaHe Ha pa3pelieHne 3a mapaiesieH BHOC, U3aIcHO OT U3IIBIHUTEIHMS AupekTop Ha MAJL.

Ui 214. (1) JlekapcTBeH mpoAyKT, pa3penieH 3a ynorpeda B JApyra abpkaBa 4jieHKa, MOXE J1a
ce BHacs MapajieIHO Ha Tepuropusita Ha PemyOnuka bbiarapus, xoraTo € €IHAaKbB MM TOJO00EH Ha
JIEKapCTBEH MPOAYKT, pa3pelieH 3a ynoTpeda B PenyOnnka brirapus mo peia Ha TO3H 3aKOH.

(2) (U3m. - ]IB, 6p. 71 ot 2008 1., B crta ot 12.08.2008 1., u3m. - JIB, 6p. 12 ot 2011 1., B cuna
ot 08.02.2011 r.) Ilo cmuchna Ha an. | exHAaKBB MM MOJOOCH JIGKAPCTBEH MPOIYKT € TO3M, KOWTO MMa
€/IHAKhB Ka4EeCTBEH M KOJMYECTBEH ChCTaB MO OTHOIICHHE HA aKTHBHOTO BEIICCTBO/AaKTHBHUTE BEILECTBA,
npejylara ce B €Ha W Chla JieKapcTBeHa ¢opma, Mpeara ce B €Ha U ChIlla IIbPBUYHA ONAKOBKA, C
mo100eH rpaduyeH I1M3aifH Ha OMaKoBKaTa.

. 215. (1) (U3m. u gom. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a monyyaBaHe Ha
paspelleHre 3a napajeieH BHOC Ha JIEKapCTBEH NPOAYKT Ha TepuTopusaTa Ha PenyOnuka bearapus nunero
1o 4. 213 nojaBa 3asBiI€HNUE 10 U3NIBIHUTENHUS AupekTop Ha MAJL, B koeTo mocouBa IbpkaBaTa WICHKA,
OT KOSITO I1I€ U3BBPILBA apajeeH BHOC Ha JIEKAPCTBEH MPOJIYKT.
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(2) KbM 3asBIeHUETO C€ Mpujarar CaeaHUTe JaHHU U JOKYMEHTH:

1. HauMeHoBaHMe, JeKapcTBeHa (popma, KOJIMUECTBO Ha aKTUBHOTO BEIIECTBO B J030Ba €IUHUIIA
Ha paspernieHus 3a ynorpeda B Pernyonuka beiarapus nekapcTBeH NpoayKT;

2. HaNMEHOBAHME, JIEKapCTBEHA (POpMa, KOJIMIECTBO Ha aKTUBHOTO BEIIECTBO B JI030Ba CMHUIIA
Ha JIGKApCTBEHUS MPOAYKT, IpeTHA3HAUCH 3a MapalieJieH BHOC;

3. (mom. - B, 6p. 12 ot 2011 r., B cuma or 08.02.2011 r.) umMe Ha mpuTexaTens Ha
paspeleHneTo 3a yrnoTpeda 1 Ha MPOU3BOAUTENS, aKO € JIUIIE, PA3IUYHO OT MPUTEKATENSI Ha pa3peIIeHUETO
3a ynotpeba, Ha JIEKapCTBEHHUs IPOIYKT, IPeJHA3HAUCH 3a MapajesieH BHOC,

4. HOMEp Ha pa3pelieHUeTo 3a yrnorpeda Ha JieKapcTBeHUs! MPoayKT B PenyOnuka bwiarapus u
HOMEp Ha pa3pelieHHeTO 3a ymoTpeda Ha JIeKapCTBEHUS MPOAYKT B IbprKaBaTa 4YJICHKA, OT KOSATO ce
M3BBHPIIBA ITapaJiesieH BHOC;

5. Aexmapanus 3a yCTaHOBsIBaHE Ha oOcTosTencTBara o wi. 217, 1. 1;

6. KOIMe OT JIMCTOBKA 3a MAIMEHTa U MOCTpPa OT JICKapCTBEHHsI MPOAYKT BbB BUIA, B KOWUTO Ce
npojaBa B JAbp)KaBaTa 4YJ€HKAa, OT KOSTO CE€ M3BBPILIBA MapajelieH BHOC, MPEBOJ Ha ChIbPKAHHETO Ha
JTUCTOBKaTa Ha OBIATapCKU €3UK, MPUIPYKEH C JACKIapalus, ye MPeBOIbT € B ChOTBETCTBHE C OPUTHHAIA HA
JMCTOBKATA,

7. mpelsioKEHHe 3a JINCTOBKA 3a MallMeHTa Ha MapalieTHO BHACSHUS JIEKApCTBEH MPOIYKT,
NPUIPYKEHO C JEeKIapanus, Y€ ChIbPKaHHETO Ha JIMCTOBKATA € WACHTHYHO CHC CHIBPKAHUETO Ha
JUCTOBKAaTa Ha TMPOJYyKTa, pa3pelieH 3a ynotpeda B Pemybnuka bbiarapus, ¢ u3kitoueHUE Ha CIIETHUTE
TaHHU:

a) HaMMEHOBaHME U aJJpec Ha YIIpaBJICHHE Ha JIMIETO, U3BBPILBAILIO [TapaieJieH BHOC;

0) HaMMEHOBAHHUETO HA MTPOU3BOIUTEINS, KOTATO € pa3jIfyeH 3a ABaTa MPOIyKTa;

B) MIEPHO]T HA CTAOMIIHOCT, KOTAaTO € Pa3JIMYCH 3a JIBaTa MPOAYKTa;

T') IOMOII[HY BEIIECTBa, KOTaTO ca Pa3IMYHU B IBaTa MPOIYKTa;

8. B cilydaii Ha IPEONaKOBaHE:

a) (u3m. - 1B, 6p. 71 ot 2008 r., B cma ot 12.08.2008 r., u3m. - [IB, 6p. 67 ot 2020 r.) maket
Ha JICKApCTBEHUS MPOAYKT BbB BUJIA, B KOWTO III€ CE IMyCKa Ha ma3apa B briarapus;

0) KomMe OT IOTOBOPa MEXIY JIMIETO, M3BBPIIBAIIO Tapalie]ieH BHOC, U JINIATa, N3BBPIIBAIIT
YacTUYHA MPOU3BOJICTBEHA JEHHOCT - OTIAKOBAHE, ETUKETUPAHE;

B) ceptudukar 3a JloOpa mpou3BOACTBEHA MPAKTHKA, KOTATO MPOIECHTE HA MPEOINaKOBaHE CE
W3BBPIIBAT U3BBH TepUTOpHsTa Ha PenyOnuka brirapus;

I') KOTaTO C€ M3BBPIIBA OT JHUIETO MO wWwi. 213 - Komue OT pa3penieHUueTo 3a MPOU3BOJICTBO,
M3JIaJICHO OT PETyJIaTOPHUS OPTaH Ha AbpKaBaTa WieHKa, KbAETO Ce U3BbPIIBA MPEONAKOBAHETO;

9. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, orpeseieH B Tapudara mo wi. 21, an. 2.

(3) (U3m. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koraro mexmy jeKapCTBEHUS
MPOIYKT 3a MapalieleH BHOC U MPOJIyKTa, pa3pelleH 3a ynorpeda Ha Tepuropusta Ha PemyOnuka bwirapus,
CBIIECTBYBAaT pPa3NUKU (B ChCTaBa Ha IOMOIIHWTE BEUIECTBA W JPYTH), JIULIETO MO al. | TpencraBs
JI0Ka3aTelICTBA, Y€ Te HE Ce€ OTpa3siBaT Ha TEpaneBTHUHUTE KadyecTBa Ha JIEKAPCTBEHUS MPOAYKT 3a
napajeseH BHOC.

(4) B caydaute mo ain. 3 nuuero mo ajn. | mocouBa BBPXY OIAKOBKaTa M B JINCTOBKaTa 3a
MAIMEeHTa Ha TTapaJieIHO BHACSHHUS JIEKAPCTBEH MPOIYKT Pa3IUKUTE.

(5) Koraro numero mo wi. 213 u3BbpIIBa MPEONaKoOBaHE U/WIM €TUKETUPAHE HA JIEKAPCTBEHHS
MPOAYKT Ha OBIArapcKku €3uK Ha TepuTopusita Ha PenyOnuka bbarapus, To TpsOBa na mpuTekaBa
paspelnieHue 3a Mpou3BOJICTBO, U3aJCHO OT U3IMIbIHUTEIHUS nupekTop Ha MAJL.

(6) IapanenHo BHECEHUAT NPOAYKT CE€ M3IOJ3BA MPHU YCIOBUATA HA U3JaICHOTO pa3pelleHue 3a
ynotpeba Ha JIekapCTBEHUS MPOAYKT Ha TepuTopusaTa Ha Pemybnuka brarapus.
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Ui 216. (1) Pa3pemienrero 3a u3BbpIIBaHE HA MapajelieH BHOC Ha TepuTopusaTa Ha PemybOnuka
bbarapus ce uznasa B cpok 45 IHM OT J1aTaTta Ha OoJaBaHe Ha HoKymeHTanusaTa B MAJL

(2) Korato MAJI u3ucka OT 3asBUTEINS JOMBIHUTETHA TOKyMEHTAIUs, CPOKBT 10 aj. 1 ciupa aa
Teue 70 MoTydyaBaHe Ha MCKaHaTa HHPOpPMAIIHSL.

(3) Koraro MAJI u3ucka oT perylaTOpHUS OpraH Ha Abp)KaBaTa 4ieHKa, OT KOATO CE U3BBPIIBA
napajeieH BHOC, WH(pOpMalMsi, CBbp3aHAa C H3/aBaHE Ha pa3pelIeHHeTO 3a yHoTpeda Ha BHACSHHA
JIEKapCTBEH NMPOAYKT, CPOKBT 1O ajl. 1 ce yabimkasa ¢ 45 qHu.

(4) Axo B cpoka no an. 3 MAJI He nmonyun ucKaHaTa JOKyMEHTAIWs, poleaypaTa Mo u3/1aBaHe
Ha pa3pelieHue 3a napajieieH BHOC Ha TepuTopusTa Ha PenyOinka bbirapus ce npekparssa.

(5) Usznamenure paspelieHUs 3a U3BBPIIBAHE Ha TMapajelieH BHOC Ha TEPUTOpHUATA Ha
Penybnuka bearapus ce myOnaukyBat Ha ctpanuuata Ha UAJI B uHTEpHET.

(6) PaspenienueTo 3a U3BBpIIBaHE Ha MapajielieH BHOC € ChC CpoK 5 roaunu. HoBo paspemieHue
ce u3/1aBa 1o pena Ha wi. 215.

(7) Pa3permiennero 3a u3BbpIIBAHE Ha MapalieieH BHOC HE ce€ MpeKpaTsBa aBTOMaTHYHO, KOTaTo
MPUTEKATENAT Ha pa3pelieHueTo 3a ymnorpeba Ha JEeKapcTBeHHWs TMPOAYKT, IyCHAT Ha IMas3apa Ha
TepuTopusta Ha PemybOnuka bearapus, ro oTTernM Mo MPUYWHU, KOUTO HE Ca CBBP3aHH C OMACHOCT 3a
3/IpaBETO Ha HACEJICHHUETO.

Ui 216a. (Hos - IB, 6p. 105 ot 2020 1., B cuma ot 11.12.2020 r.) (1) ITpu 006s1BeHO N3BBHPETHO
[10JIO’)KEHUE TOpaiy €NUAEMUYHO Pa3pOCTpaHEHUE Ha 3apa3Hu OosecTH o wi. 61, an. 1 wim 3 ot 3akoHa
3a 34paBeTO WM TpU O0sSBEHAa U3BbHpENHAa enuJAeMHYHa OOCTaHOBKAa TMOpaaud EHUAEMUYHO
pasnpocTpaHeHue Ha 3apa3Ha Ooject mo wi. 61, an. 1 ot 3akoHa 3a 3/IpaBeTo pa3pelIeHUeTo 3a U3BbPILIBAHE
Ha Tapa’jesieH BHOC Ce€ W3/1aBa B CPOK 14 AHM OT JaTaTa Ha TOJIaBaHE Ha JOKyMEHTauusaTa mo wi. 215 B
NAIJL

(2) Korato MAJI u3ucka oT 3agBUTEINS TOBIHUTENIHA JOKYMEHTAIUs, CPOKBT 110 ajl. 1 crupa aa
Teye JI0 MoJly4aBaHe Ha UCKaHaTa UH(OpMaIHs.

(3) Koraro MAJI u3ucka oT peryjJaTopHHUsl OpraH Ha Abp)KaBaTa 4leHKa, OT KOATO CE U3BbpILIBA
napajeneH BHOC, MHoOpMalus, CBbp3aHa C H3JaBaHe Ha pa3pelIeHHeTO 3a ynoTrpeba Ha BHACSIHUA
JIEKapCTBEH MPOAYKT, CPOKBT MO ail. 1 ce ynbiikasa ¢ 14 nHu.

(4) Korato B cpoka no an. 3 MAJI He momyunm HMckKaHaTa JOKYMEHTalus, MpoLeaypaTa Io
M3JlaBaHe Ha paspellleHre 3a mapajelieH BHOC Ha TeputopusaTta Ha PemyOnuka bbarapus ce npekpatssa.

(5) U3nanenute paspelieHus 3a U3BHPIIBAHE HA MapajelieH BHOC Mo al. | ce myOnmKyBar Ha
ctpanuiiata Ha MAJI B ©HTEpHET.

(6) Paspemenuero 3a M3BBPILBAHE HA IapajelieH BHOC IO al. 1 € ¢bC CpOK 10 Jarara Ha
OTMsIHaTa Ha U3BBHPETHOTO MOJIOKEHHE, ChOTBETHO HAa M3BbHPEAHATA €MUIEMUYHA 0OCTaHOBKA 110 ail. 1.

(7) Pa3pemienunero 3a U3BbpILIBAaHE HA MapajeeH BHOC Ce€ MPEKpaTsiBa aBTOMaTUYHO, CYUTAHO OT
JaTaTa Ha OTMSIHaTa Ha U3BBHPEIHOTO IOJOKEHUE, ChOTBETHO HA M3BBbHpEAHATA €MHUIEMUYHA 00CTaHOBKA
o ai. 1.

(8) Ilpm mpexparsiBaHe Ha pa3pelIeHUETO 3a HM3BBPIIBAHE Ha MapajieieH BHOC MO al. 7
JIEKapCTBEHUSIT MPOJLYKT MOXKe Aa ObJ/ie MPoJaBaH J0 U3UEPIIBaHE HAa HAJTMYHUTE KOJIMYECTBA B CTpaHaTa, HO
HE MoBeye OT 6 Mecela, CYUTAHO OT JjaTaTa Ha IPeKpaTsIBaHEeTo.

(9) B cayuaure no an. 1 HanpoHanHMST ChBET MO LIEHU U peUMOypcHpaHe Ha JIEKAPCTBEHUTE
MPOJAYKTH Ce€ Mpou3Hacs B CPOK A0 14 AHM 3a YTBBp)KIaBaHE/peruCTpUpaHEe Ha II€Ha Ha JIEKapCTBEHU
IIPOJYKTH, 3a KOMTO € IOJY4YEHO pa3pelleHHe 3a IMapajieJieH BHOC, CUYMTAHO OT JaTaTa Ha I0/aBaHE Ha
3asBJICHUE TI0 pejla Ha HapeaOaTa mo wi. 261a, ai. 5.

Yn. 217. IlpurexatensaT Ha pa3pelIeHUETO 3a apajiejeH BHOC € JUThKEH /1a:
1. yBeZiOMHU NpUTEKATENS HA pa3pelIeHUETO 3a ynoTpeda Ha JIEKapCTBEHUS MPOAYKT, MyCHAT Ha
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nasapa Ha tepuropusta Ha Penmybnuka beiarapus, 3a HaMepeHHETOo CH Ja U3BBPIIBA NapajelieH BHOC U TPU
MMOMCKBAHE MY MPEOCTaBsI MOCTPa OT MapajIeITHO BHACSHUS JICKAPCTBEH MIPOIYKT;

2. cbXpaHsiBa 3a CPOK 5 TOJAMHU ClIeIHAaTa JOKYMEHTAIUsl: M€ U aJIpec Ha JIUIIETO, Ha KOETO €
JIOCTaBEH TMapaJieTHO BHACSHUAT JIEKAPCTBEH MPOIYKT, AaTaTa Ha MPEJOCTaBsHE, JOCTABEHO KOJUYECTBO U
napTUeH HOMED;

3. mpexacrasst B UAJT:

a) aKTyaJu3upaHa JUCTOBKA 3a IMAlMEHTAa Ha MapajieTHO BHACSHHS MPOIYKT B ChOTBETCTBHE C
HACTBIIMIIM MPOMEHH B M3aJICHOTO pa3pelieHne 3a ymnoTpeba Ha paspemieHus B Pemybnuka bwirapus
JIEKapCTBEH MPOAYKT;

0) (m3m. - [IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Aexmapaius, ye ChIbPKaHUETO HA

nyn

JUCTOBKaTa mo OykBa "a" € MIEHTHYHO ChC ChIbPKAHUETO Ha JIMCTOBKaTa Ha MPOAYKTa, pa3pelieH 3a
ynotpeba B PenyOnuka bbirapus, ¢ u3kiitodeHne Ha JaHHuTe mo wi. 215, an. 2, 1. 7, 6ykeu "a" - "r'";

4. noKyMeHTHpa U J0KJIa/iBa Ha MPUTEKATENsI Ha pa3pelieHneTo 3a ynorpeda u Ha MAJI Bcnuku
CHOOILIEHHUS 32 MTOJI03UPAHH HEXEJIaH! JICKAPCTBEHU PEaKIMK Ha BHACSHUS JIEKAPCTBEH MPOAYKT;

5. (noBa - JIB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) npenocraBst Ha MAJI exxeceamMuuHO
WIM TpU NMpoMsiHa Ha OOCTOSITENICTBaTa 4pe3 cleluaIn3upaHara eJeKTpoHHa cuctema mo 4. 2170, an. 1
uHpopManus 3a:

a) mapajesHO BHECEHMTE Ha Teputopusara Ha PenyOnuka bbarapus konuuecTBa, IOCOYEHU IO
JIEKapCTBEHH MPOIYKTH, BKItoueHH B [lO3UTHMBHHUS JeKapCTBEH CHHCHK, HA KOUTO € MpUTexaTel Ha
pa3peleHueTo 3a NapajesieH BHOC;

0) mocraBeHHWTE Ha (HU3MYECKUTE W Iopuauwdeckurte aumna mo wi. 207, an. 1, 1. 5, 5Sa u 6
KOJIMYECTBA, [IOCOUEHHU T10 JIEKApCTBEHU NPOAYKTH, BKIItOUEHH B [[03UTHBHMS IEKAPCTBEH CIIUCHK;

B) ¢u3HUECKUTE U IopuaudeckuTe juna mo wi. 207, an. 1, 1. 5, 5a u 6, Ha KOUTO ca JOCTaBEHHU
KOJIMYECTBaTa JIEKapCTBEHH MPOIYKTH Mo OykBa "a";

T') JaTaTa, Ha KOSATO € U3BBPIICH BHOCHT/IocTaBKara 1o Oyksu "a" u "0";

1) HAJIUYHUTE B CKIIAJ0BETE KOJUYECTBA, MIOCOUYEHHU IO JIEKAPCTBEHU MPOJIYKTH, BKIIOUYEHU B
ITo3uTHBHUSA JIEKapCTBEH CIUCHK, HA KOUTO € IPUTEXATell Ha pa3pelieHueTo 3a apajieeH BHOC;

6. (moBa - JIB, 6p. 103 ot 2020 1., B cmma ot 01.01.2021 r., mom. - JIB, 6p. 16 ot 2024 r., B crita
ot 23.02.2024 r.) nmpenoctaBs Ha MAJI 3a BCHYKHM JIEKAPCTBEHU INPOAYKTH, INOJYYWJIM pa3pelICHHUE 3a
napajejieH BHOC Ha TEPUTOpHUATA HAa CTpaHATa, BKIIOYHTEIHO MpPU MPOMsSHA Ha OOCTOATENCTBATA, Upes3
crielragu3upaHara eleKTpoHHa cuctema 1o wi. 2176, an. 1 uHpopmaius 3a Koja Ha IPOAYKTa IO CMUCHIIA
Ha 4. 4, OykBa 0), moarouka i) or [emerupan periament (EC) 2016/161 3a mekapcTBEHUTE MPOIYKTH,
OTIpe/IeNIeHH B HEro B CPOK 10 14 gHM OT myOJIMKyBaHETO Ha JIeKapcTBeHUs NpoAyKT B [lo3uTuBHUS
JICKapCTBEH CIUCHK, CHOTBETHO OT HACTHIIBAHE HA MPOMIHATA Ha OOCTOSATEIICTBATA;

7. (moBa - IB, 6p. 67 ot 2020 r., npeaumHa 1. 6 - JIB, 6p. 103 o1 2020 1., B cryma ot 01.01.2021
I.) OCUTYpsIBa 3aMsiHaTa Ha MOKa3aTeNuTe 3a 0€30MacHOCT BbPXY BTOPUYHATA OMAKOBKA, a aKO HsAMAa TaKaBa -
BbpXY I'bpBUYHATa ONAKOBKA, HA JEKAapCTBEHUTE NMPOAYKTH, ompeneneHu B [lenerupan permament (EC)
2016/161, ¢ paBHOCTOWHM Ha TSIX MO CMHUCHIAa Ha Wi. 1680, a;m. 3 W ocCUTypsiBa BBBEKIAHETO Ha
UACHTU(PUKAIIMOHHNS OeJier Ha BCsKa OMAaKOBKAa B CHCTEMara OT PETHUCTPH B ChOTBEeTCTBHE ¢ [lenerupan
pernament (EC) 2016/161.

I'naBa neBera "0'"'.
HN3HOC HA JIEKAPCTBEHMU ITPOAYKTHU. CIIELHIUAJIUBUPAHA EJIEKTPOHHA
CUCTEMA 3A ITPOCJIEJASIBAHE U AHAJIN3 HA JIEKAPCTBEHUTE INPOAYKTH
(HOBA - JIB, BP. 18 OT 2014 I'., 3AI'JI. U3M. - JIB, bP. 84 OT 2018 I'., B CHUJIA OT

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



12.10.2018 T.)

Yn. 217a. (Hos - IB, 6p. 18 ot 2014 r.) (1) U3HOC Ha eKapCTBEHU MPOIYKTH OT TEPUTOPUATA
Ha PenyOinuka bbarapus moxe Aa u3BbpIIBA (U3UUECKO WIM IOPUAWYECKO JIMIE, IMpHUTeXaTenl Ha
paspellieHue 3a TbhpProBHs Ha €ApO0 C JIEKAPCTBEHH NPOAYKTH WM MPUTEXKATEI Ha pa3pellieHue 3a
MIPOU3BOJICTBO.

(2) Ilpurexarten Ha paspellleHHe 3a NPOM3BOACTBO MOXKE Jla H3BBpLIBA H3HOC CaMO Ha
IIPOM3BEACHUTE OT HErO JIEKAPCTBEHH MTPOIAYKTH.

(3) Ilo cMucbna Ha Ta3u IJlaBa WM3HOC € M BBTPEOOIIHOCTHA JOCTaBKa B paMKUTEe Ha
EBpomneickus cpro3.

(4) (M3wm. - ]IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) JIekapcTBeHU MPOIYKTH, BKIIOYCHH
B [IO3UTHBHUS JIEKAPCTBEH CIHCHK, 32 KOUTO € YCTAaHOBEH HEIOCTHT IO pena Ha wi. 2170, He MoraT 1a
ObJIaT U3HACSIHU 3a CPOKa, 32 KOWTO CE ChIBPKAT B CIIMCHKa 1o wi. 2178, an. 1.

Y. 2176. (Hos - JIB, 6p. 18 ot 2014 1., u3m. - [IB, 6p. 84 ot 2018 r., B cmuta ot 12.10.2018 1.)
(1) Cw3naBa ce CnenmanusupaHa €IEKTPOHHA CHCTEMa 3a MPOCICASBAaHE U aHAIMU3 HA JICKAPCTBEHHUTE
MPOAYKTH, BKIIIOUYCHU B [lO3MTHBHHS JICKApPCTBEH CHHUCHK, KOATO C€ AJAMHHHCTPHpPA W TOIIBPKA OT
W3nbaHuTenHaTa areHIus 1o JekapcTBara.

(2) Cb3naBaHeToO W MOJIBPKAHETO Ha CIEHMAIM3UpPAHATA E€JIEKTPOHHA cHCTema Mo ai. 1 ce
M3BBPIIIBA Bb3 OCHOBA HA CJEIHUTE MPUHLIUIIN:

1. rapanTHpaHe Ha aKTYaJTHOCT M TOYHOCT Ha MPEIOCTABEHUTE U ChbXPAHSIBAHUTE JaHHH,

2. ocWrypsiBaHE Ha TIOJXOIAIIA cpeia 32 0OMEH Ha JIaHHWU;

3. rapaHTupaHe Ha perJiaMeHTHUpPaH JIOCTBHII [0 JaHHUTE B eNEeKTpOHHATa WH(OpMalMOHHA
CUCTEMa TIPH ClIa3BaHe M3UCKBAHUATA HA 3aKOHA;

4. ocurypsiBaHe Ha orepaTUBHA CbBMECTUMOCT U UH(GOPMAIIMOHHA CUTYPHOCT.

(3) Cneunanusupanara eneKTpoHHA CUCTeMa 10 all. | chabpKa:

1. (m3m. - JIB, 6p. 103 ot 2020 1., B cria ot 01.01.2021 r.) uadopmanusra o wi. 54, wi. S54a,
wr. 68, an. 1, 1. 10 u 11, un. 207, an. 1, 1. 15, un. 217, 1. 5 u 6 u un. 232a, npegocraBeHa OT CbOTBETHUTE
TUTA;

2. (m3m. - JIB, Op. 67 or 2020 r.) undopmamusa, mnpeaocraBeHa oT HammonaaHaTa
3[PaBHOOCUTYPHUTETHA Kaca, 3a KOJMYeCTBaTa, KOUTO ca MOCOYCHH MO0 OTYETCHH W 3aIUIaTeHU JICKAPCTBCHH
MPOJYKTH, BKIIIOUeHHU B [103UTHBHUS JIEKapCTBEH CIUCHK 3a MPEAXOIHUS €AUH MEeCell;

3. uadopmarus, nmperoctaBeHa 0T MUHUCTEPCTBOTO HA 3[paBEOIa3BaHETO, 32 KOJIMYECTBATA,
KOHUTO ca MOCOYCHH I10 3aIUTATCHU JICKApCTBEHU MTPOIYKTH, BKIIFOUCHU B [103UTUBHUS JICKApCTBEH CITUCHK 32
MPEIXOTHUS eIUH MECeIl.

(4) B3 ocHOBa Ha MHpOpMAaLUATA IO aj. 3 Ype3 crenuaIn3upaHara eleKTpOHHa CUCTEMA TI0 all.
1 ce U3BBpILBA aHATHN3 32 YCTAHOBSIBAHE HA HEJIOCTHUT Ha JIEKAPCTBEHU MPOIYKTH, BKItoueHH B [lo3uTuBHUSA
JIEKapCTBeH CIUCHK, HA TepUTOpHATa Ha PemyOnuka beiarapus mpu ycloBUS U TO pel, ONpEACICHU B
Hapezabara 1o ai. 8.

(5) (Jom. - [IB, 6p. 67 ot 2020 r.) HegocTurst 1o an. 4 Ha IeKapCTBEHU MPOAYKTH, BKIIOYCHH B
[To3uTHBHUS JICKAPCTBEH CHHUCHK, CE YCTAHOBSBA, KOraTO TNPU HM3BBPIIBAHE HA aHajaW3a Mo aid. 4 ce
YCTaHOBH, Y€ HAIMYHUTE Ha TepUTopusATa Ha PemyOnuka brarapust konuyecTBa OT CbOTBETHUS JIEKAPCTBEH
MPOJIYKT ca IMO-MaJKO OT 65 Ha CTO OT HEOOXOJWMHUTE KOJMYECTBA 3a 3aJIOBOJIIBAHE HA 3JPABHHUTE
MOTPEOHOCTH Ha HACEJICHHETO 3a IMEepHOJ| OT €IUH MEecell, M3YUCICHH Bb3 OCHOBA HAa CPEAHOMECEHYHOTO
noTpebsieHue Ha CHOTBETHHUS JIEKAPCTBEH MPOIYKT 3a MPEIXOJHUTE 6 Mecela, CYMTaHO OT JeHS Ha
M3BBPIIBAHE HA aHAJIH3A.
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(6) Crienmanu3upanara eJIeKTpOHHA CUCTeMa 10 all. | mojIbpka aBToMaTu3upan uHTepdeic 3a
nperocTaBsiHe Ha HH(GOpMalUsATa 10 al. 3 U 3a U3MpallaHe Ha CbOOIECHUSI.

(7) IIpaBo Ha IOCTBHII 10 CHEIMATU3UpaHATa eIEKTPOHHA CUCTEMA M0 all. | UMaT UHCTUTYIIUUTE
W JIUIaTa 1o ajl. 3 caMo 3a IeNTUTE Ha MpeJoCTaBsHe Ha HH(OpMAIHs, ONPEIeIeH! C TO3H 3aKOH, U HOCST
OTTOBOPHOCT 3a JOCTOBEPHOCTTa Ha MperocTaBeHarta HH(opMmanus, KakTO U 32 HaBPEMEHHOTO U
MIpeOCTaBsHE.

(8) (Homa - JIB, 6p. 67 ot 2020 r., nom. - JIB, O6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) 13BbH
CIIy4auTe IO all. 7, MPaBO Ha ITBJICH JOCTHII IO TaHHUTE B CIEIUAIM3NpaHaTa eIEKTPOHHA CUCTeEMa TI0 anl. |
uMaT MHUHHCTEPCTBOTO Ha 3/jpaBeona3BaneTo, HanmonannaTa 34paBHOOCUTYpUTENIHA Kaca U ChbBETHT IO UJI.
258, an. 1 npu cna3BaHe Ha 33AbJDKCHUE 32 OTa3BaHE TaiiHaTa Ha TAHHUTE.

(9) (Ilpemummua an. 8 - IAB, 6p. 67 ot 2020 r.) YcioBusita U peAbT 3a MPEAOCTaBsHE,
CbXpaHsBaHE M W3BBpIIBAaHE Ha aHAIU3 HAa WH(POpMaNUATa MO ald. 3, KaKTO W 3a aJMHHUCTPHPAHETO,
MOJTBP’KAHETO M JIOCThIIA JI0 CIIeHUAIM3ApaHaTa eJIEKTPOHHA CUCTeMa TT0 ajl. 1 ce ompenenar ¢ Hapeada Ha
MUHUCTBpA Ha 3/IpaBEOIa3BaHETO.

(10) (IlpepumHa an. 9 - IIB, 6p. 67 ot 2020 r.) M3nbIHUTENHATA areHIMS IO JIEKapcTBaTa €
3aJbJDKEHA JIa OCHUTYpsIBAa MPEXKOBaTa W MHPOPMAIMOHHATA CHTYPHOCT Ha CIEIHATM3UpaHaTa eIeKTPOHHA
cucTeMa 1o aj. | mpu crna3BaHe Ha 3abJDKCHHE 3a OTla3BaHe TailHaTa Ha MoJdy4yeHaTa nHdopMalus mo an. 3.

Y. 2178. (HoB - JIB, Op. 18 ot 2014 1., 00sBeH 3a mpotuBokoHcTHTYIIMOHEH ¢ PKC Ne 1 ot
2015 r. - [IB, 6p. 12 ot 2015 r., u3m. - IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) (1) Ce3naBa ce
CruchbK Ha JeKapCTBEHUTE MPOIYKTH, BKIIOUEHU B [103UTUBHMS JIEKapCTBEH CHHUCHK, 32 KOUTO € YCTAHOBEH
HEJIOCTUT Ha TepuTopusita Ha PemyOnuka beiarapus, KOWTO ce W3rOTBs, aKTyalu3upa U MOIABPKA OT
W3nbiauTenHaTa areHIus mo Jekapcrnara.

(2) CnuepkbT MO an. 1 ce U3roTBs Bb3 OCHOBA Ha U3BBPLICHUS aHAIN3 110 peaa Ha wi. 2176, an.
4 1 ce myOIKMKyBa HA UHTEPHET CTpaHUIaTa Ha M3mbIHUTEIHATA areHIusl 10 JeKapcTBaTa.

(3) CnuchKbT Ha JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO € YCTAHOBEH HENOCTUT IO pela Ha uJl.
2176, an. 5, ce U3roTBS MO0 HAUMEHOBAHUE HA JICKAPCTBEHUS MPOAYKT, BKIIOUCH B [103UTHUBHUS JeKapCTBEH
CIIUCHK, MEXKIYHAPOJAHO HEMAaTeHTHO HAaWMEHOBAaHHE, KOJMYECTBO HAa aKTUBHOTO BEIIECTBO, JIEKAPCTBEHA
(dbopMa U KOIMYECTBO B OMAKOBKA.

(4) CnuchKbT 10 anl. 1 ce akTyanusupa:

1. exxecenMHUIHO;

2. Ipu TIpOMSsTHA Ha OOCTOSATEICTBATA, CBHP3aHU C BHOC W/MITU U3HOC HA JIEKAPCTBEHH MPOIYKTH,
BKJItOUeHU B [103UTHBHUS TIEKaPCTBEH CIHCHK.

(5) Ilpu axtyanu3upaHe Ha CIMCHKA 10 peAa Ha ai. 4, T. 1, KakTo U B Cily4auTe IIpU MPOMsIHA Ha
oOcrosiTenicTBaTa mo ai. 4, T. 2, Bb3 OCHOBAa Ha TpeaocTaBeHara uHpopmManms mo 4i. 68, an. 1, T. 10, .
207, an. 1, 1. 15 u un. 217, 1. 5, 4ype3 chnenuanu3upaHaTa eleKTpOHHA cucTema mo wi. 2176, am. 1 ce
u3Mnpamia cro0IeHue 1o ymnara mo wi. 68, an. 1, wi. 207, an. 1, wi. 217 u wi. 232a 3a akTyalu3upaHus
cnuchbk. CIHCHKBT HE3a0aBHO ce MyOJIMKyBa Ha MHTEPHET CTpaHMIaTa Ha V3mbIHUTENHATa arcHIMS I10
JIieKapcTBara.

(6) B cmyuaute mo an. 4 cnuchKbT 1o ain. 1 ce m3npama ot MAJI u Ha Arennus "MutHUImM" 110
cIry>keOeH pefl.

(7) Cnen BkIItOUBaHE Ha JIEKAPCTBEHH MPOJYKTU B CIIHMCHKA IO ajl. 1 Te He Morar Jia ce U3HACST
3a CpOKa, 32 KOUTO ce ChIBPKAT B CIHCHKA.

Y. 217r. (Hos - JIB, 6p. 18 ot 2014 1., u3m. - JIB, 6p. 84 ot 2018 r., B cua ot 12.10.2018 r.)
W3mpnHUTENTHATA areHIus MO JIeKapCTBaTa W3BBPIIBA NMPOBEPKM Ha JIMIATa, KOUTO Ca 3aIbJDKCHH J1a
MIPeIOCTaBAT HH(pOPMAIIHSI IT0 pejila Ha Ta3H TJIaBa.
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Un. 217xa. (Hos - B, 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) ITo Bpeme Ha 00sIBEHO
M3BBHPEIHO MOJIOKEHUE TTOPAIN SMUIEMUYHO pa3poCTpaHEeHUE Ha 3apa3Hu 0ojecT 1o wi. 61, an. 1 wmm 3
0T 3aKkoHa 3a 3[IpaBeTO WM Ha OOsSBEHA M3BBHpPEIHA ENMUAEMHYHA OOCTAaHOBKA TMOPAAU CMHIEMUYHO
pasnpocTpaHeHue Ha 3apa3Ha Oosect mo wi. 61, an. 1 or 3akoHa 3a 37paBeTO U 10 TPU MEceua ciej
OTMSIHAaTa UM ChC 3aroBe]] HA MHHHCTHPA Ha 3JIpaBEola3BaHETO MOXKE BPEMEHHO Ja ce 3a0paHu M3HOC Ha
JIEKapCTBEHH TPOJYKTU OT Tepuropusita Ha PenyOnuka bearapus, 3a KOUTO € yCTaHOBEH HEIOCTUT Ha
TEPUTOPHSITA HA CTpaHaTa 3a 33J0BOJISIBAHE HA 3/[paBHUTE MOTPEOHOCTH Ha HACEJICHHUETO.

I'naBa necera.
TBPI'OBUSA HA IPEBHO C JIEKAPCTBEHU ITPOAYKTU. HAIIMOHAJIHA AIITEYHA
KAPTA (BAI'JL. U3M. - JIB, BP. 67 OT 2020T.)

Ui, 218. TvproBusta Ha ApeOHO € JIEKAPCTBEHU HPOAYKTH CE€ U3BBHPIIBA CAMO B aNTEKU U
JpOrepuu MO pea Ha TO3U 3aKOH, C U3KIIIOUEHHE Ha CydauTe 1o wi. 232, an. 2.

Y. 219. (1) (U3m. - IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r., mom. - JIB, 6p. 23 ot 2009
r., B cuia ot 30.03.2009 r., mom. - JIB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r., u3m. - /1B, 6p. 60 ot 2011
r., B cuia ot 05.08.2011 r., u3m. - JIB, 6p. 67 ot 2020 r.) AnTekara € 3ApaBHO 3aBEJICHHE, B KOETO CE
U3BBPIIBAT CIEAHUTE JEHHOCTU: ChXpaHSABaHE, NPUTOTBSHE, OMAKOBAHE, KOHTPOJHpAHE, /JaBaHE Ha
KOHCYJITAIlMH, OTIyCKaHEe MO JIEKapcKo W 0e3 JeKapcKo NpeANHCaHhe Ha pa3pelieHd 3a yrnoTpeda B
Penybnuka bbarapus nekapcTBeHU MPOIYKTH, HA METUIIUHCKU U3IENIHSI, Ha TUETHUYHU XPaHU 3a CIIeHUATHH
MEIMIUHCKH LU U XpaHH 32 KbpMaueTa U MPEXOJHH XpaHH, KAaKTO U XPaHUTETHH H00AaBKH, KOSMETUYHH
MPOJYKTH, CAHUTAPHO-XUTHEHHHU MaTepHalid U OMouuau ot riaBHa rpyna 1 "JlesunpekranTu'", mpo yKTOBU
tunoBe 1 u 2, u or miasHa rpyna 3 "KonTpon Ha Bpexutenu", npoxykroBu tumnose 18 u 19, ceriacHo
[Mpunoxenne V ot Pernmament (EC) Ne 528/2012 na EBpomnetickust napiameHT U Ha CbBerta ot 22 Mait 2012
. OTHOCHO MPEJ0CTABSHETO Ha Ma3apa u ynorpedara Ha omonuau (OB, L 167/1 ot 27 rorm 2012 1.).

(2) (M3m. - B, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) YcrpoiictBOTO, penapT M
opraHmzanusTa Ha paboTara Ha anTeKUTEe, HOMEHKJIATypaTa Ha JIeKapCTBEHUTE MPOAYKTH, CE ONpPEAesaT B
Hapea0a Ha MUHHCTBPA Ha 3/[PaBEONa3BaHETO.

(3) (U3m. - [IB, 6p. 71 ot 2008 1., B criia ot 12.08.2008 1., oT™. - JIB, 6p. 23 ot 2009 1., B cuna
ot 30.03.2009 r., HoBa - /IB, Op. 67 ot 2020 r., uam. - IB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 1.)
[Tpurexxarenar Ha pa3pelieHHe 3a THPTrOBHs Ha APEOHO NMpPOBEpsBa ABTEHTHYHOCTTA HA JIGKAPCTBEHHUTE
MPOAYKTH 4Ype3 TMoKazaTenure 3a Oe3omacHoCT mo wi. 168, am. 8 M Ae3aKkTUBUpa WHAWBUAYATHUS
uaeHTU(HUKAIIMOHEH OeTeT B CUCTeMAaTa OT PETUCTPH.

(4) (Homa - JIB, 6p. 67 ot 2020 1.) [eticTBusTa 110 ai. 3 ce U3BBPIIBAT MO pea Ha raaBa VI ot
Henerupan pernament (EC) 2016/161.

Ui 220. (1) Hetinocture no wi. 219, an. 1 ce nu3BbpiiBaT 0T MarucTbp-papmalienT.

(2) (dom. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Maructbp-papManeBThT € JIITHKECH
Jla U3MBIHU W3JIAJICHO JIEKAPCKO MPEANUCAHUE, BKIIFOUMUTEITHO W 3a JIGKAPCTBEHU (POPMH, IPUTOTBEHH TIO
MarucTpajiHa u (hapMakoIieifHa perenTypa, 1o peja, onpeeieH B HapeaoaTa mo wi. 221, am. 1.

(3) (M3m. - B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [TomourHUK-hapManeBThT MOKE Aa
M3BBPIIBA BCUYKHU JACHHOCTH 1O Wi. 219, an. 1 mox KOHTpoJia Ha MarucThp-(hapMaieBT ¢ U3KIIOUYCHHUE Ha:
OTIyCKaHE Ha JIEKApCTBEH MPOJYKT MO JIEKAPCKO MpeAnucaHue, KOHTPOJI W JaBaHE Ha KOHCYJTAIIUH,
CBBP3aHM C JICKAPCTBCHUTE POAYKTH.

Un. 221. (1) (Ilpequmen Texer Ha uwi. 221 - JIB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 1.)
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MUHHCTBPBT Ha 3PaBEOINA3BAHETO OMpeAess B Hapenda MEIUIIMHCKUTE CICHUAIMCTH, KOUTO MOrar Ja
M3JIaBaT pelenTH, pela 3a MPEANHUCBAHETO Ha JIEKAPCTBEHHU MPOIYKTH, CPOKA 32 M3M'BJIHEHUETO, KAaKTO U
CIIy4auTe U pefia, o KOMTO MarucThp-hapMaieBThT MOXKE J1a OTKaXKe Ja U3IIBIHU JIEKAPCKO MPEANICcaHue.

(2) (HoBa - 1B, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - IB, Op. 9 ot 2011 r.)
bearapcku rpaxknaHu ¥ 4y>KISHIIM, HA KOUTO € pa3pelieHo nmpeduBaBaHEe B cTpaHaTa, MpH MbTYBAHETO UM
n3BbH PenyOnuka bearapus MoraT 1a HOCAT WIM Ja U3HACSAT JICKAPCTBEHH NPOJYKTH, IPEIHA3HAYCHH 3a
JICYEHUETO UM, TIPU YCIIOBUS U 10 pel, ONpeesIeHH B Hapeadara 1o ai. 1.

(3) (Homa - IB, Op. 71 ot 2008 r., B cuma ot 12.08.2008 r., u3m. - IB, 6p. 9 ot 2011 r.)
UyxaeHlr, Ha KOUTO € W3JlaJileHa BU3a 3a KpaTKOCPOYHO IpeOuBaBaHe Ha TepuTopusata Ha PemyOinka
bearapus, moraT Aa mpuTexaBaT JICKAPCTBEHU MPOAYKTH, MPEAHA3HAYEHU CaMO 3a JIEYCHHETO UM, B
KOJIMYECTBA, ONPEJICIICHN B HapeaoaTa 1o ai. 1.

(4) (Hosa - JIB, Op. 1 ot 2014 r., B cuna ot 03.01.2014 r.) M3uckBanusATa KbM MEIUIIUHCKUTE
NpeNUCcaHusi, KOUTO Ca M3JaJCHU M0 MCKaHEe Ha MAIMEeHT, KOHTO Bb3HAMepsBa Ja TM M3IOJ3Ba B JIpyra
IbpKaBa YIeHKa, KAKTO U MPU3HABAHETO W M3IIBJIHEHUETO Ha TaKUBa, W3/IaJIeHH B JApyra Abp)KaBa WICHKA,
ce M3BBPILBAT NPH YCIOBHS U TI0 P, ONPE/IeIeHU ¢ HapeadaTa mo ai. 1.

(5) (Homa - JIB, 6p. 1 ot 2014 r., B cuna ot 03.01.2014 r.) Bp3cTaHOBsIBaHETO HA Pa3XOAUTE 3a
JIEKapCTBEHH MPOAYKTU MO MEIUIIMHCKU MPEANUCAHNs, U3MBbIHEHU B Ipyra IbprKaBa WICHKA, Ce U3BBPIIBA
IIPY YCIIOBUS U 1O PEJl, OlpesieeHu ¢ Hapeadara o wi. 80e, at. 4 or 3aKoHa 3a 3[paBHOTO OCUTYPSIBAHE.

Un. 222. (1) (O6sBena 3a nporuBokoHcTutyironHa ¢ PKC Ne 5 ot 2008 1. - /IB, 6p. 65 ot 2008
r., usm. - [IB, 6p. 71 ot 2008 r., B cuma ot 26.07.2008 r.) IIpaBo ga u3BBpIIBA THPTOBHUs Ha APEOHO C
JEKapCTBEeHH MPOAYKTH UMa (PU3MYECKO WM FOPUIUYECKO JIMIE, PETUCTPUPAHO KaTO THProBeI IO
OBATapCKOTO 3aKOHOJATEJICTBO WIIM 0 3aKOHOJIATEIICTBOTO HA Jbp)KaBa WICHKA, KOETO € CKIFOYIIIO TPYIOB
JIOTOBOP WJIM JIOTOBOP 3a YIIPaBJICHHWE HA amTeKaTa ¢ MarucTbp-apmaleBT, a B IPEIBUICHUTE OT 3aKOHA
Clly4ad - C TOMOIIHUK-(hapMarieBT, KaTo Ha TepuTopusaTa Ha PemyOnuka beiarapus mMoxe na OoTKpue He
MoBeye OT 4 anTeKu.

(2) (HoBa - B, 6p. 71 ot 2008 r., B cuma ot 26.07.2008 r.) Korarto mumero mo am. 1 e
MarucThp-hapMareBT U € pbKOBOJIUTEN HA alTeKaTa, He € HeOOXOAMMO MPEJICTaBIHETO Ha TPYAOB JIOTOBOP
WJIH IOTOBOP 32 YNpaBJICHHUE HA amlTeKaTa.

(3) (Ilpegumna an. 2, uam. - 1B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) Maructsp-
(dapmaneBThT 1O al. 1 € pHbKOBOUTEN Ha anTeKaTa U 3aJbJKUTETHO pabOTH B Hesl.

(4) (IMpenumua an. 3 - B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) [IpaBo ga oTKpUAT
anTeKa 3a 3aJ0BOJIsIBaHE Ha COOCTBEHUTE CHU HYKJIU UMaT:

1. neyeObHUTE 3aBeACHHS MO WI. 5 OT 3aKOHA 3a JIEUCOHHUTE 3aBEJCHUS, KOUTO OCHIIECTBIBAT
0OJHHYHA ITOMOIIL;

2. nedyeOHHUTE 3aBe/IeHNs 32 OOJTHIUYHA TTOMOIII,

3. (u3m. - 1B, 6p. 59 ot 2010 r., B cuia ot 31.07.2010 r.) ueHTpoBeTe 3a NCUXUYHO 37paBeE,
LIEHTPOBETE 32 KOKHO-BEHEPUUECKH 300 IsIBAHUS 1 KOMIJIEKCHUTE OHKOJIOTHYHU IIEHTPOBE;

4. xocnucute cbe craruonap no wi. 10, T. 5 ot 3akoHa 3a JeueOHUTE 3aBe/ICHHS.

(5) (Homa - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) 3a 3amoBosisiBaHe Ha COOCTBEHUTE CH
HYKJU JIeueOHUTE 3aBEJICHH 0 all. 4, KOUTO HSAMAT OTKPUTA anTeKa, MOraT Jia c€ CHaOIsABaT OT anTeka Ha
JedeOHO 3aBe/ICHNUE, MTOTYYNIIO pa3pelieHue 3a ThProBHsI Ha JPEOHO C JIEKAPCTBEHU MPOILYKTH MPH YCIOBUS
1 TI0 pe/l, OTIPECIICHH ¢ Hapeaoara mo wi. 219, ai. 2.

(6) (Ot™m., mpenumHa an. 4 - JIB, 6p. 71 or 2008 r., B cuna ot 26.07.2008 r., mpeauiiHa ai. 5,
mwm. - JIB, 6p. 60 or 2011 r., B cmma or 05.08.2011 r.) AnrekuTe Ha JIeUeOHUTE 3aBEACHHUS 3a
M3BBHOOIHUYHA MOMOI KbM MUHHUCTEPCTBOTO Ha OTOpaHaTa U MUHHCTEPCTBOTO HAa BBTPEIIHUTE PabOTH
MOTaT Jia e PBKOBOJAT OT IMOMOITHUK-(APMAIICBT MO MPEIIOKEHUE Ha CHOTBETHOTO BEJIOMCTBO U CIIE]
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U3J1JICHO pa3pelIeHUe OT U3IbJIHUTENHNSA qupeKkTop Ha MAJL.

Un. 222a. (Hos - IB, Op. 67 ot 2020 1.) Jluiie, moay4yuio pa3penieHue 3a ThproBus Ha APeOHO C
JIEKApCTBEHHM TPOJIYKTH B alTeka, HE MOXKeE Ja ObJIe MPUTEKATe] Ha pa3pelieHre 3a ThProBUS Ha €1Ipo C
JIEKapCTBEHH MPOYKTH, U3/1aJICHH 110 peJia Ha TO3U 3aKOH.

Un. 223. (1) Maructbp-¢hapManeBT Wik HOMOITHUK-(papMameBT MoXe Ja Oblie PHKOBOIAHUTEN
caMo Ha eJIHa anTeKa U 3aIbJDKUTEITHO pa0OTH B Hesl.

(2) (M3m. - 1B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Maructbp-papmManeBTbT WIH
MMOMOIIHUK-(apMaIeBThT, KOUTO € PHKOBOJMTEN HAa amnTeka, HE MOXKe Ja ObJae HaeMaH Ha paboTa 1o
JIOTOBOP C €AHOJHMYEH THProBeI] WK THPTOBCKO APYKECTBO C MPEAMET Ha JEHHOCT MPOU3BOJCTBO, BHOC,
THPTOBUS HA €PO WK APEOHO C JIGKAPCTBEHU MPOTYKTH.

(3) Jlunero mo an. 1, monydmio pa3pelieHUue 3a W3BBPIIBAHE HA THPrOBUS Ha APEOHO C
JIEKapCTBCHH MPOAYKTH, HE MOXE Jla ObJIe COOCTBEHHK WIIH JIa Y4acTBa B THPTOBCKH JIPY’KECTBA C TPEIMET
Ha JICWHOCT IMPOW3BOJICTBO, BHOC WJIM THPrOBUS HA €ApPO C JIEKAPCTBEHU NPOAYKTH, BKIIOUUTEIHO B
Jpy>KeCTBa HA CBBbP3aHH JIUIA 10 CMHUCHIA Ha THProBCKUS 3aKOH.

Un. 224. PHKOBOIUTENAT HA anTeka TpsOBa Ja:

1. e marucTbp-hapmaieBT, ChOTBETHO IMMOMOIHUK-(ApPMAIICBT, B MPEIBUICHUTE OT 3aKOHA
clyyau;

2. He € JIMIICH OT MPaBOTO J1a yIPaxKHIBA PO ecusiTa;

3. HE € OCHXKIaH 3a NPECThIUICHHs, CBBP3aHU C YyIpaXHsIBaHE Ha mnpodecuara My, 3a
MPECTBIUICHUS TPOTUB COOCTBEHOCTTa W CTOMAHCTBOTO WM 32 YMHIUIGHH TPECTHIUICHUS CPEILy
JINYHOCTTA;

4. Ma Hal-MaJKo e/IHa TOAMHA CTaX KaTo MarucTbp-hapmaresnT.

Y. 225. (U3m. - IB, 6p. 71 ot 2008 1., B cua ot 26.07.2008 r.) (1) B Haceneno mscro, Ha
YHUSATO TEPUTOPHUS HAMA OTKPHUTA aNTeKa, MPaBO J1a U3BBPIIBA THPTOBUS HA APEOHO C JICKAPCTBEHU MPOAYKTH
“Ma JIMIE 1o wi. 222, an. 1, KOeTo € CKI0YUIO TPYAOB JOTOBOP MJIM IOTOBOP 32 YIIPABJICHUE HA anTeKara ¢
MTOMOITHHUK-(papMalleBT WIH C MarUCThP-(hapMaIeBT ¢ MO-MalKO OT €Ha TOJUHA TPYIOB CTaXK.

(2) HomomHUK-(apMaeBThT WM MarucThp-(hapManeBThT 10 all. 1 € ppKOBOAMTEIN HA anTeKaTa
U 33IbJDKUTENTHO pabOTH B Hesl.

(3) (Homa - JIB, op. 60 or 2011 r., B cuna ot 05.08.2011 r.) IlomomHuK-papManeBThT -
PBHKOBOJIUTEI HA anTeKaTa Mo aji. 1, MOXe /1a U3BbpIIBA CIIEHUTE IEHHOCTU: ChXpaHsIBaHE U OTITycKaHe 0e3
JIEKapCKO TpEANuCaHue Ha pa3pelieHu 3a ynoTpeba B PemyOnuka bbiarapust nekapcTBeHU MPOAYKTH, HA
MEIUIMHCKN M3JeNns, Ha AUETUYHU XpaHU 3a CHEIUAJHA MEIUIIMHCKU LEeNM U XpaHU 3a KbpMayeTa U
MIPEXO/IHU XPaHH, KAaKTO U HA XPAHUTEITHHU 100aBKU, KO3SMETHYHU M CAHUTAPHO-XUTHEHHH CPE/ICTBA.

Y. 226. (1) Ha TeputopusTa Ha JieueOHU 3aBEJCHUS 3a W3BHHOOTHUYHA MOMOIIl MOTaT Ja ce
OTKpHBAT aNTEKH 3a NpoAax0a Ha JEKapCTBEHU MPOAYKTH HA FPAXKJIAHU.

(2) Ha TeputopusaTa Ha 3ApaBHM 3aBeneHUs 1Mo 4wi. 21, ai. 2 oT 3akoHa 3a 37paBeTo, JeYCOHH
3aBelieHUs 3a OOJHUYHA MOMOII U JieueOHu 3aBeaeHus mo wi. 10 ot 3akoHa 3a JiedeOHUTE 3aBEACHUS HE
MOTarT Jla c€ OTKPHUBAT alTeKH 3a MpoAak0a Ha JEKapCTBEHU MPOIYKTH HA TPAXKIAHH.

Y. 227. (1) (Ilpenuien teker Ha uin. 227 - 1B, Op. 102 ot 2009 r., B cuna ot 22.12.2009 r.)
M3uckBaHuATa 32 MECTOHAXOKACHUETO U KbM ITOMEIICHHUTA Ha aliTeKaTa ce ONpeAessT B Hapendara 1o 4.
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219, an. 2.

(2) (Homa - JIB, 6p. 102 ot 2009 r., B crita ot 22.12.2009 r., u3m. - JIB, 6p. 60 ot 2011 ., B
cuna ot 05.08.2011 r.) M3uckBanusTa KbM YCTPOHCTBOTO U MOMEIICHUATA HA allTEKUTE 1Mo wi. 228, ai. 5 ce
olnpezaensaT B Hapeaoara mo ai. 1.

Un. 227a. (HoB - JIB, 6p. 67 ot 2020 r.) (1) [ToTpebHOCTHTE HAa HACENEHUETO OT JOCTHII IO
JIEKapCTBEHH MPOAYKTH, OTIIYCKaHH B allT€KH, CE€ ONMPEAEIAT Ha TepUTOpHalieH npuHIuN ype3 Harpmonanna
anTe4yHa KapTa.

(2) B HanmonannaTta anTe4Ha KapTa HE C€ BKJIIOYBAT alTeKH, OTKPUBAHU 1O peaa Ha 4. 222,
an. 4.

(3) C Hanmonanuara anteyHa KapTa ce OonpeaeisaT 00JacTUTe, OOIIMHUTE U HACEJICHUTE MECTa C
HEJOCTUT HA OTKPUTH alTEeKU Ype3 U3BBHPIIBAHE HAa aHAJIM3 HA JOCThIIA HAa HACENEHUETO JI0 alTeKH, KOUTO
OCBILECTBABAT JEUHOCTH I10:

1. oTmyckaHe Ha JEKapCTBEHU MPOIYKTH 3a JOMAIIHO JI€UeHHUe, 3aIulalllaHd HabIHO WIIN
gactuuHo oT H3OK npu ycnoBusita u no pena Ha wi. 45, an. 17 ot 3akoHa 3a 34paBHOTO OCUTYPSIBAHE;

2. IPUTOTBSHE HA JICKAPCTBCHU MTPOIYKTH;

3. OTHmyCKaHe Ha JIEKAPCTBEHHU MPOIYKTH, ChIbPKAIIM HAPKOTUYHH BEIIECTBA IO CMHUCHIA HA
3akoHa 32 KOHTPOJI BbPXY HAPKOTUYHHUTE BEIIECTBA U MPEKYPCOPHUTE;

4. oTHycKaHe Ha JIEKapCTBEHU MPOAYKTH HA BETEpaHU OT BOMHHUTE;

5. OTHycKaHe Ha JIEKApCTBEHU MPOIYKTH HA BOGHHOMHBAIUIN U BOCHHOIIOCTPAIANIH;

6. OTIyCKaHEe Ha JIEKApCTBEHU MPOAYKTHU IO JIEKAPCKO MpENHCcaHue, KOUTO HE Ce 3arulalaT C
myOJIMYHU CPEJICTBA;

7. OTIlyCKaHe Ha JIEKAPCTBEHU MPOYKTH 0€3 JIEKapCKO MpeANnrcaHue.

UYn. 2276. (HoB - JIB, 6p. 67 ot 2020 r.) (1) HanmonannaTa ante4Ha kapra ce u3padoTBa Bb3
OCHOBA Ha 00JIACTHU alT€YHU KapTH.

(2) 3a wuzpaborBaHe Ha o0iacTHaTa anTeyHa KapTa MUHUCTBPBT Ha 3PaBEONa3BaHETO
Ha3Ha4yaBa KOMHCHS 32 BCSKAa OOJIACT, KOSTO BKIIOYBA OOJACTHUS YIPABHTEN, JBaMa IMPEICTABUTEIM Ha
perHoHaHaTa 3[paBHA WHCIICKIHMSA, JBama IPEACTAaBUTEIN Ha pallOHHATa 3/PaBHOOCHTYPHTEIHA Kaca,
JIBaMa TPEACTaBUTENM Ha peruoHajgHaTa Kojerus Ha bearapckus ¢apmaneBTHUeH CbhIO3, €AHH
MPEJCTaBUTENl HA pEerMOHaHAaTa KOJIerus Ha bhirapckara aconuamysi Ha TOMOIIHUK-(PapMaIeBTUTE, €IIH
MPEJICTaBUTEN Ha TMPEICTaBUTEIHUTE OpPraHM3alliy 3a 3allliTa Ha MpaBaTa Ha MAIMEHTUTE, MPU3HATH IO
pena Ha wi. 86B OT 3aKOHA 3a 3APaBETO, U 10 €UH MPEICTABUTEI Ha BCsIKa OOIMHA B CHOTBETHATA 00JIACT.
OOnacTHUAT yIpaBUTEN € MpejceaaTesl Ha KOMUCHSTA.

(3) IlpeacraButenuTe Ha OOIIMHHUTE MO al. 2 C€ OMPEAEIAT MO pena Ha 3aKOHA 3a MECTHOTO
caMOoyIIpaBJICHHE U MECTHATa a/IMAUHUCTPAIIHS.

(4) IIpencraBuTeNnAT Ha MPEACTABUTETHUTE OPTaHU3AIIMY 32 3all[UTa Ha TpaBaTa Ha MalueHTUTE
Mo ajl. 2 BbB BCSIKa OT OOJIACTHUTE KOMHCHH C€ M30Mpa M ce OCBOOOXKIaBa OOIIO OT MPEICTaBUTEIHUTE
OpraHu3aIii.

(5) ObnacTtHara anTeyna kapra ce u3paboTBa Mo 0Opasel U Mo Pell, ONPEAeTIeHH C METOMKA,
YTBBpJEHA OT MUHUCTHPA Ha 3[[paBEOIa3BaHETO.

(6) Besika obmacTHa KOMHUCHSI MPEACTaBs HA MHUHUCTBpPa Ha 3[[paBEOIa3BaHETO M3TOTBEHATa
o0JrlacTHa anTeyHa KapTa W Is1aTa MbpBUYHA HHPOPMAIKs, Bb3 OCHOBA Ha KOSITO € N3TOTBEHA.

Un. 2278. (Hos - IB, 6p. 67 ot 2020 r.) (1) ObnacTHata anTe4Ha KapTa ChIbpxKa:

1. manHu 3a aemorpadckara CTPYKTypa U TMOTPEOJIEHHETO Ha JICKAPCTBEHU IMPOJIYKTH 3a
JIOMAIITHO JICUECHHE OT HACEJICHHETO HA TEPUTOPUSTA HA 00JIACTTa;

2. Oposi, BUJIOBETE NEHHOCTH WU Pa3MpeeIICHHETO HAa OTKPUTUTE alTeKH Ha TEPUTOpHUATA Ha
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obacrra;

3. 6post Ha paboTenuTe MarucTbp-hapMaleBTH U MMOMOIIHUK-(apMaIleBTH B OTKPUTH alTeKH HA
TEPUTOPHSITA HA 00JIacTTA.

(2) KpMm oOnactHara anTedyHa Kapra Mo aj. | ce mpuiara CTaHOBHMILE, U3TOTBEHO MO pea U
KpUTEPUU, OTIPEIICIICHN B METOUKaTA Mo Wi. 2276, an. 5, OTHOCHO HEOOXOUMUS MUHUMAJIEH Opoii anTeku
M0 BHUJIOBE JACWHOCTH MmO wWi. 227a, an. 3, KaKTO W 3a HEOOXOIWMHUS MUHUMAJICH Opoll Ha padorerim
MarucTbp-papmManeBTd U MOMOIIHUK-(hapMalleBTH B amnTeKH, KOUTO C€ OIpeneisT CchoOpa3sHo
NOoTPeOHOCTUTE Ha HACEJIIEHUETO B ChOTBETHATA 00JIACT.

Y. 227r. (HoB - JIB, 6p. 67 ot 2020 r.) (1) Hanmonannara anteuyna kapTta ce u3paboTBa OT
HAI[MOHAJTHA KOMUCHSI, Ha3HaUeHa ChC 3al0Be]] HA MHHHUCTHPA Ha 3/IpaBEONa3BaHETO, KOWTO € MpecenaTen
Ha KOMUcCuUsiTa.

(2) B cbcraBa Ha kommcuaTa ce BiiIrouBar ynpaButenar Ha H3OK, npencenarenst Ha
HaI_[I/IOHaJ'IHI/ISI CBhBET 110 LOCHHU U peHM6prHpaHe Ha JICKapCTBCHU INPOAYKTH, ABaMa HNPCACTABUTCIIN Ha
W3nbaHutenHaTa areHusl IO JiIeKapcTBaTa, OT KOUTO EIUHUAT € U3IIBJIHUTEIHHUIT JTUPEKTOp Ha
M3nobiaaurennara ar CHIUA 110 JICKApCTBATa, IUPCKTOPHT HA HaI_[I/IOHaHHI/IH LHCHTHP 11O O6IJ.[€CTBGHO 3ApaBC U
aHanu3W, mpeacenarenaT Ha HamumoHamHOTO capykeHwe Ha oOmmHHTE B PemyOnmuka bbarapus, aBama
MPEJICTaBUTENIM Ha MUHHCTEPCTBOTO Ha 3/IpaBeola3BaHETO, TpPUMa MpeJCTaBUTEeNH Ha bbiarapckus
(dapManieBTHYCH CBIO3, €IMH NpEACTaBUTENl Ha bbiarapckara acouuanys Ha NOMOIIHHUK-(apMaleBTUTE H
€IMH TIPEJICTAaBUTEN Ha MPEICTaBUTEIHUTE OpPraHU3alliy 3a 3all[UTa Ha MpaBaTa Ha MallMeHTUTe, MPU3HATH
110 pea Ha 4jl. 86B OT 3aKOHA 3a 3[PABETO.

Un. 227xa. (Hos - JIB, 6p. 67 ot 2020 r.) (1) Hanmonannara anreyHa KapTa ChabpixKa:

1. obnacTHUTE aNTeUHU KapTH;

2. KOHKPETHHTE MHUHHMAQIHHU TOTPEOHOCTH HAa HACEJIEHHUETO OT JOCTBI JI0 JIEKApPCTBEHHU
MPOJYKTH, OTIMYCKaHM B amlTeKH, U 0 BUAOBETE JeiiHOCTH mo ui. 227a, an. 3 mo obnacTH, OOIIMHU U
HAaCEJICHU MECTa;

3. pasmpenenieHHe Ha OTKPUTUTE alTeKu MO Opoil Ha HACEIICHHETO MO 00JacTH, OOIWHU M
HACEJICHHU MECTa;

4. rpaduuHO TIOCOYBAHE HAa OTKPUTUTE aNTEKW BBPXY KapTara Ha CTpaHaTa CIOpEN BHJla Ha
JNEHHOCTUTE, KOUTO U3BBPILIBAT CHIVIACHO Wi. 2274, ai. 3;

5. aHanM3 Ha JOCThIIA HA HACEJICHHUETO 10 JICKAPCTBEHU MPOIYKTH, OTIYCKAHU B alTEKU IO
BHU0OBE JNEHHOCTH 110 4. 227a, ai. 3 mo o0acTH, OOIIMHH U HACEJIEHN MECTA,

6. ompenensHE Ha O0JACTUTE, OOIMHUTE W HACEICHUTE MECTa, B KOMTO TPU M3BBLPIIBAHE HA
aHajiy3a 1Mo T. 5 € yCTAaHOBEH HEJOCTUT Ha OTKPUTH alTeKH MO BUAOBE ACHHOCTH 10 Wi. 227a, ai. 3.

(2) Ananu3bt 1o an. 1, T. 5 ce U3BBpIIBA N0 Pl U KPUTEPUH, ONIPEAEIEHU B METOIMKATA T10 UJI.
2276, an. 5, v 3aABIDKUTEITHO BKJIIOYBA OLIEHKA HA KOHKPETHUTE MUHUMAJIHU NOTPEOHOCTH Ha HACEJIEHUETO
OT JIOCTBI JI0 JIEKAPCTBEHU MPOJYKTH, OTIYCKaHU B alTEKH, U 10 BUAOBETE AEUHOCTU MO 4i. 227a, ain. 3,
KaKTO U Ha paslpe/Ie]ICHUETO Ha OTKPUTHTE allTeKH 10 OpOil Ha HACEIICHUETO.

Y. 227e. (Hos - 1B, 6p. 67 ot 2020 r.) (1) HanmmonanuaTta anreyHa Kapra ce YTBBpKIaBa C
penieHre Ha MUHHUCTEPCKUS CHBET IO MPEIIOKEHNE HA MUHHUCTBPA Ha 37JpaBeoNa3BaHEToO.

(2) HaimonanHaTa anTe4yHa KapTa ce akTyaJu3upa Mpu He0OOXOAMMOCT B CIIy4auTe, OMpPeIeICHI
¢ MeTojuKaTa 1mo wi. 2270, an. 5.

Ui 228. (U3m. - IB, Op. 71 ot 2008 1., B cuna ot 26.07.2008 r.) (1) (U3m. - IB, 6p. 60 ot 2011
r., B cuia ot 05.08.2011 r.) Pa3pemienue 3a ThproBus Ha ApeOHO C JEKApCTBEHU MPOAYKTH B amTeKa ce
u3JaBa OT M3NbIHUTENHUs Aupekrop Ha WMAJI Bb3 ocHOBa Ha 3asBiI€HHE 1O OOpasel], KbM KOETO ce
Mpuiiarar:

l. (m3m. - JIB, 6p. 60 or 2011 r.,, B cuma or 05.08.2011 r.) manHm 3a EnuHHUS
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UACHTH(HUKAIIMOHEH KOJ Ha THhProBella WM KOoomeparusaTa OT ThProBCKUSI PErHCTHp, a 3a JIPYKECTBaTa,
perucTpupaHu B AbpikaBa - WwieHKa Ha EBpomnelickust cbio3, WK B IbpkaBa - cTpaHa 1no Cropa3yMeHHUeTo 3a
EBponeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyallHa PErucTpalus MO HALMOHAIHOTO
3aKOHOJATEJICTBO, U3AaJEH OT KOMIIETEHTEH OPraH Ha ChOTBETHATA IbpKaBa Ha JIMIaTa o wi. 222, an. 1;

2. TpyIOB JOTOBOP WJIM JOTOBOP 32 YIpaBlIEHUE HA anTeKaTa, CKIYEeH C MarucThp-hapmaieBT
WM ¢ TIOMOIITHHUK-(PapMaIieBT;

3. KOIIEe OT aKTa 3a Ch3JlaBaHe Ha JuIaTa Imo wi. 222, ai. 4;

4. IOKYMEHTH, yI0CTOBEPSBAIIH, Y€ Ca CIIa3eHU U3MCKBAHUATA HA WiI. 224;

5. (mom. - 1B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) CBUAETENCTBO 32 CHAUMOCT Ha
MarucTbrp-apmareBTa, CbOTBETHO Ha MOMOITHUK-(hapMalleBTa, IMOCOYEH 32 PHKOBOAMUTEN Ha anTeKara, ako
He ca OBJITapCKU FPpaXKIaHu;

6. MEIUIMHCKO CBHJETEJICTBO Ha Marucrbp-gapMaieBra, CHOTBETHO Ha MOMOIIHHK-
(apmarieBTa, TOCOYCH 32 PHKOBOIUTEI Ha aNTeKaTa;

7. (nom. - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., orm. - IB, 6p. 48 oT 2015 1.)

7a. (moBa - /IB, O6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., ot™m. - [IB, 6p. 67 o1 2020 1.)

8. IOKYMEHT 3a ITUTaTeHa TaKkca B pa3Mep, onpezeieH B Tapudara mo wi. 21, ai. 2.

(2) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Ilpu uznaBane Ha pazpenicHUe 3a
THPTOBUsI Ha JIPEOHO C JICKAPCTBEHU MPOAYKTH C€ M3BBHPIIBA MPOBEPKA JalIM MpeACTaBeHaTa JUIJIOMa Ha
MarucTbp-apmareBTa/mIOMONIHUK-(PapMalieBTa € U3/aJieHa OT ChOTBETHATa KOMIIETEHTHA MHCTUTYIIHS.

(3) (ITpenumina an. 2, usm. - IIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) AnTekure mo 4.
222, an. 4 u 6 ce OTKpHUBAT U 3aKpUBAT 10 MCKAHE HA JIUIIETO, MPEICTABIISABAIIIO JICUSOHOTO 3aBEACHHE.

(4) (ITIpeaumna an. 3 - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) 3a oTkpuBaHe Ha anTeka,
B KOSTO C€ OTIyCKAaT JICKAPCTBEHU NPOIYKTH, CBHIBPKAIIM HAPKOTHUYHU BEIIECTBA, C€ NpHJIaraT u
M3HMCKBaHUATA Ha 3aKOHA 32 KOHTPOJ BbPXY HAPKOTUYHHUTE BEUIECTBA U MIPEKYPCOPUTE.

(5) (Hosa - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npenumina ain. 4 - JIB, 6p. 60 ot
2011 r., B cuma ot 05.08.2011 r.) Pa3pemenue 3a ThproBust Ha ApeOHO C JICKAPCTBEHHU MPOAYKTH B anTeka,
KOATO C€ OTKpUBa B HaceleHo MACTO ¢ HaceneHnue noj 10 000 sxutenu, ce u3gaBa Bb3 OCHOBA Ha 3asiBJICHUE
Mo o0Opaselr, KbM KOETO Ce Tpujiarar:

1. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - [IB, 6p. 84 ot 2018 r., B cuna
ot 12.10.2018 r., u3m. - [IB, 6p. 67 ot 2020 r.) nokymenture 1o ai. 1, 1. 1 - 6;

2. (u3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 1.) JOKyMEHT 3a IUIaTeHa Takca B
pasmep 50 Ha CTO OT Takcara, ompeserneHa B Tapudara mo wi. 21, an. 2 3a W3gaBaHe Ha pa3peuicHUe 3a
THPTOBHSI Ha IPEOHO C JICKAPCTBEHU MPOIYKTH 110 uil. 222, a. 1.

(6) (Ilpegumna an. 4, gom. - JIB, 6p. 102 ot 2009 1., B cuna ot 22.12.2009 r., u3m. - [IB, 6p. 98
ot 2010 1., B cwma ot 01.01.2011 r., npeaumna ain. 5, uzMm. - JIB, 6p. 60 ot 2011 1., B crma ot 05.08.2011 1.)
3asBIEHUETO U TIOKyMeHTUTE 10 ail. 1 u 5 ce monasar B MAJL.

(7) (Ilpegumna an. 5, u3m. - JIB, 6p. 102 ot 2009 1., B cuna ot 22.12.2009 r., m3wm. - JIB, 6p. 98
ot 2010 ., B cua ot 01.01.2011 r., npenumHa an. 6, usm. - JIB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 1.,
u3Mm. - JIB, Op. 67 ot 2020 r.) B nens Ha mocTbhnBaHe Ha 3asBiieHHeTO 1o an. 1 wiam 5 MAJI uznpama no
cimye0eH pea uckane 1o chorBeTHaTa P3U 3a m3naBane Ha XUTMEHHO 3akitoueHre. PernonanHara 3apaBHa
MHCIIEKIUS U3/]JaBa XUTMEHHOTO 3aKII0YEHUE B CPOK 10 14 IHMU OT MOCTHIIBAHE HA MCKAHETO W IO U3MIpalla
o ciyxeben pen Ha MAJL. [lo monydaBane Ha XUrueHHOTO 3akitoueHrue B MAJI cpokbT mo wi. 229, an. 2
crypa Ja Teye.

(8) (Homa - 1IB, Op. 48 ot 2015 r., nom. - JIB, 6p. 91 ot 2018 r.) B nens Ha mocThlBaHe HA
3asBieHueTo mo an. 1 u 5 MAJI uznpaiia mo ciry:xe0€H pe uCKaHe 10 YTpaBUTEIHUS ChBET Ha bbarapckus
(dapmalleBTHUEH CHI03 32 M3JaBaHE HA yJIOCTOBEPEHHE 32 BIHCBAHE B HAIMOHAIHUS €IIEKTPOHEH PETUCTHP
Ha WICHOBETE Ha bharapckus ¢papmarieBTHYEH ChIO3 - 32 MAaruCThp-hapmarieBTa, ppKOBOJAUTEI Ha arTekara,
U 10 yOpaBUTETHHUS ChBET Ha bwarapckara acounmanvs Ha MOMOITHUK-(apMaleBTUTE - 32 MOMOIIHHUK-
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¢dapMmarieBTa, pbKOBOJHUTEN HA aNTeKa B ONPEACICHUTE OT 3aKOHA CIy4yaH, KakTO W 3a MPEeIOCTaBsHE Ha
MHpOpPMaIKs OTHOCHO HAJIOKEHU HaKa3aHHs 10 pela Ha 3aKOHA 3a ChCIOBHATA OpPraHW3alHs Ha MaruCThp-
(dapmaiieBTUTE U Ha 3aKOHA 32 3/IPABETO.

(9) (Homa - JIB, 6p. 48 ot 2015 r.) YpaBUTETHUAT CHBET MPEAOCTaBs JOKYMEHTHUTE IO ajl. § B
CPOK 5 paOOTHH JTHH OT MOCTHITIBAHE HA UCKAHETO.

(10) (Homa - B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) U3nbaHuTeNHaTa areHuus mo
JICKapCTBaTa yCTAHOBSIBA CITYKEOHO OOCTOSATEIICTBATa OTHOCHO CHIMMOCTTA Ha JIUIaTa 1o ai. 1, T. 5, koraro
ca OBIATapCKH rpaxIaHHu.

Ui 229. (1) (Hom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., oM. - JIB, 6p. 60 ot 2011
r., B cuia ot 05.08.2011 r.)

(2) (Hom. - AB, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2009 r., B cuna
ot 22.12.2009 r., u3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., gom. - JIB, Op. 18 or 2014 r.) B
€IHOMECEUEH CPOK OT MOCTBIIBAaHE Ha JIOKyMEHTaLUATa 1O wWi. 228, an. 6 U3NBJIHUTEIHUAT IUPEKTOP Ha
HAJIL, cnen cranoBuiie Ha ExcnepTHHS ChBET MO THProBHS Ha JIPEOHO C JICKAPCTBEHU MPOAYKTH, M3/IaBa
paspelleHre 3a U3BBPIIBAHE HAa THPrOBHsSI HA OPEOHO C JICKAPCTBEHHM MPOIYKTH B amnTeKa WU TpPaBH
MOTHBHMpAH OTKa3 3a HM3JaBaHETO Ha paspelieHue. PaspemeHueTo wiM OTKa3zbT ce€ BpPbUBa Ha JIMLETO,
MO/AJIO 3asBIICHHE.

(3) (U3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) B 15-n1HeBeH cpok OT MOCTHIIBAHE HA
JOKyMeHTanuaTa mno wi. 228, ain. 6 MAJl u3BbpiiBa npoBepka Ha MPeICTAaBEHUTE IOKYMEHTH U YBEJOMSsIBa
MUCMEHO 3asBUTEJSI 32 YCTAHOBEHUTE HECHOTBETCTBUSI WJIM HEMBIHOTH. B Te3u ciaydau CpoKbT o ai. 2
CIHpa Ja Tede OT JIeHS Ha YBEJOMSIBAHETO /10 OTCTPAHSIBAHE HA HEJOCTAThLIUTE.

(4) (Homa - 1B, 6p. 71 ot 2008 1., B cua ot 12.08.2008 r.) B cnyuaii ue B cpok g0 60 1M OT
JaTaTa Ha YBEIOMSBAHETO MO ajl. 3 3asdBUTEISAT HE OTCTPAaHU KOHCTATUPAHUTE HECHOTBETCTBUS WIIH
HEM'BJIHOTH, TPOU3BOJCTBOTO IO H3JaBaHE HA pa3pellieHrue 3a THProBUS Ha ApPEeOHO C JEKapCTBEHU
MIPOJYKTH WUJIH 3a MPOMsIHA B U3/1aJICHO pa3pelleHue ce peKpaTsBa.

(5) (IMpepumna an. 4 - 1B, 6p. 71 ot 2008 r., B cria ot 12.08.2008 1., u3m. - /IB, Op. 60 ot
2011 r., B cuna or 05.08.2011 r.) OTka3pT Ha wu3nbaHUTENHUS aupekrop Ha MAJI 3a n3naBaHe Ha
paspelleHne NoUIeKy Ha 00kaIBaHe 1o pea Ha A IMUHUCTPAaTUBHONPOIIECYATHHSI KOJEKC.

Ui 229a. (Hos - 1B, 6p. 23 ot 2009 r., B cuna ot 30.03.2009 r.) (1) (U3m. u gom. - IB, Op. 41
ot 2009 r., B cua ot 02.06.2009 r., u3Mm. - JIB, 6p. 98 ot 2010 1., B crma ot 01.01.2011 r., u3m. - JIB, 6p. 60
ot 2011 r., B cuma ot 05.08.2011 r., u3m. - JIB, 6p. 52 ot 2020 r., B cuna ot 09.06.2020 r.) M3nbaauTeHATA
areHuus Mo JekapcTBara ciyxeOHo m3mpama B P3U mo MecToHaxokJeHHEe Ha CHOTBETHATa anTeka C
U3JaJIEHO paspeleHue no wi. 229, an. 2, BKIOYBAIIO U3BbPIUIBAHE HA THPrOBUS Ha JIPeOHO C XpaHUTEIHH
n00aBKH, TUETUYHU XPaHU 3a CIEIHUATHU MEIWIMHCKHU 1EJH, XpaHU 3a KbpMadeTa W TMPEXOIHU XPaHH,
KOIHUE OT Pa3pelleHUETO 3a BIMCBAHE B PErUCThpa Mo wi. 24, an. 1 oT 3akoHa 3a XpaHUTE.

(2) (U3m. u nmom. - JIB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.) AnTekute, KOUTO U3BBHPILIBAT
THProBUS Ha JIpeOHO C XPAaHUTETHHU JOOABKH, TUETUYHM XPaHU 3a CHEIHATHU METUIIMHCKHU LT, XpaHHU 3a
KbpMaueTa U MPEeXOJHH XpaHH, MOJJIeKAT Ha KOHTPOJI MO peia Ha 3aKoHa 3a XpaHUTE.

Yn. 230. (1) (M3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3neaHUTETHATA areHIUs
M0 JIEKapCTBaTa BOJM PETUCThP HAa W3JAJCHUTE pa3pelieHus 3a THhProBus Ha APeOHO C JIEKAPCTBEHU
MPOYKTH 10 Wi. 229, an. 2, KOWTO ChAbpKa:

1. HOMep U J1aTa Ha Pa3pEIICHUETO;

2. (mom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) HauMeHOBaHUE, BUJI HA ThProOBEIIa,
CeJaJIMILIE U aJPEC Ha YIPABICHUE HA JTULETO, MOTYUYUIIO pa3pelieHuE;
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3. (u3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) nMe, eAuHEH I'paXAaHCKU HOMEpP Ha
PHKOBOJUTENIS HA alTeKara;

4. ampec Ha anTeKaTa,

5. IEWHOCTUTE, KOUTO IE CE U3BBPIIBAT B aNTEKaTa;

6. 1aTaTa Ha MPEKPATSIBAHETO HA Pa3pElICHUETO U 3aIMYaBaHETO OT PETUCThpPa U OCHOBAHUE 3a
TOBA,

7. 3a0eNeX KU Mo BIUCAHU OOCTOSITENICTRA.

(2) (M3m. - AB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) JlaHHU OT peructbpa ce myOIuKyBaT
Ha cTpaHuaTa Ha M3mbaHUTETHATA areHIMsl 110 JIEKapCTBaTa B MHTEPHET.

Ui 231. (1) Ilpu npomMsiHa Ha BIMcaHuTe B peructbpa no wi. 230, an. 1, 1. 2 - 5 obcrosiTencTra
JUIETO, MOJYYHIIO pa3pellieHue 3a U3BbPIIBAHE HA THProBHUS Ha APEOHO C JIEKApCTBEHU MPOIYKTH, [0/1aBa
3asiBJIEHUE TI0 penia Ha uil. 228, ain. 1, KkbM KO€TOo mnpuiara ¥ CBbp3aHUTE C MPOMSIHATA JJOKYMEHTH.

(2) (HoBa - JIB, 6p. 60 ot 2011 r.,, B cuma ot 05.08.2011 r.) B cayuaii Ha mpomsHa
€THOBPEMEHHO Ha HAUMEHOBAaHME W BHJ Ha THProBella, apec Ha anTeKaTa U PhKOBOAMUTEN Ha amnTeKaTa ce
II0IaBa HOBO 3asBJICHHE M0 peAa Ha 4i. 228, ai. | u ce 3amnania Takcara 3a U3JaBaHE Ha pa3pelieHue 3a
THProOBUS Ha ApeOHO ¢ JIeKapCTBEHU MPOAYKTH B anTeka, onpeaeyeHa B Tapudara mo ui. 21, am. 2.

(3) (Homa - JIB, 6p. 60 ot 2011 r., B crua ot 05.08.2011 r.) Jluie, moayuuso paspeuieHue 3a
THProBUS Ha JPeOHO C JIEKApCTBEHU MPOAYKTH MO pena Ha wi. 228, an. 5, MoKe Ja U3BBPIIH MPOMSHA IO
yi1. 230, ain. 1, T. 4 camo B HaceneHo MscTo ¢ HaceneHue 10 10 000 xkurenu.

(4) (Hosa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Koraro nuiero mo an. 3 xenae aa
M3BBPIIK TpoMsaHa 1o wi. 230, an. 1, T. 4 B HaceneHo msicto ¢ Hacenenue Haa 10 000 sxutenu, To 3ariama
TakcaTa 3a W3JaBaHEe Ha pa3pelieHHe 3a THProBUsS Ha JpPeOHO C JIEKapCTBEHW MPOJYKTH B arTeka,
ompexaeneHa B Tapudarta mo ui. 21, an. 2.

(5) (IIpenumnua an. 2 - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [Ipu uznaBane Ha
pa3peleHneTo, ¢ KOeTo ce JOIycKa MpoMsiHaTa Mo ai. 1, ce mpuiaraT pasnopendoute Ha wi. 229.

Un. 232. (1) Jlekapute u jekapuTe MO JEHTaTHA MEIWIIMHA MOTAT Jla ChbXpaHsIBaT JICKaPCTBEHU
MPOAYKTH IO CIIUCHK, ONPEIETICH 0T MUHUCThPA Ha 3/IPaBEONa3BaHETO.

(2) Korato B HaceineHOTO MSCTO HsMa anTeKa, JUIaTa Mo aj. 1 Morar Ja cbXpaHsBaT U JAa
MpoJaBaT JIEKAPCTBEHH MPOIYKTH CaMO aKO ca MOJyYWUJIM pas3pellieHHe 3a ToBa IO pel, ONpEeNeieH B
Hape0a Ha MUHUCTBpA Ha 3/1paBEOIa3BaHETO.

Yn. 232a. (Hos - JIB, Op. 84 or 2018 r., B cuma ot 12.10.2018 r.) IIpurexarenure Ha
paspenieHue 3a ThProBUS Ha NPEOHO C JIGKAPCTBEHW MPOAYKTH W Jmnara mo 4wi. 207, am. 1, T. Sa u 6
exenHeBHO mpenoctaBiT Ha MAJl upe3 cmenumanu3upaHata elIeKTpoHHa cuctema mo ui. 2176, am 1
uH(popmanus 3a:

l. nmocraBeHMTE WM KOJMYECTBA, IMOCOYEHH IO JIEKAPCTBEHU NPOAYKTH, BKIIOUYEHU B
[To3uTuBHUS TEKAPCTBEH CIUCHK;

2. OTHYyCHATUTE/MPOAaICHUTE KOJUYECTBA, IOCOYCHH IO JEKAPCTBEHU MPOIYKTH, BKIIOUYEHU B
[lo3uTHBHUS TEKAPCTBEH CIUCHK;

3. HAIMYHUTE UM KOJINYECTBA, MOCOYCHH IO JIEKAPCTBEHH MPOAYKTH, BKIOUeHH B [103UTHBHMS
JIEKapCTBEH CIUCBHK.

Uin. 233. PHKOBOAUTENSAT HA anTekaTa HOCH OTTOBOPHOCT 3a JEHHOCTHUTE, MOCOYEHH B 4. 219,
an. 1.
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Un. 234. (1) 3a0pansiBa ce mpogakb6ara Ha JEKapCTBEHU MPOJYKTHU 4Ype3 aBTOMATH, OCBEH Ha
JIEKApCTBEHHUTE MPOAYKTH, IIOCOYCHH B CIIMCHK, ONPEENIeH B HapeaoaTa mo wi. 219, an. 2.

(2) ABTomatuTe 1o an. 1 morat na 6b1aT COOCTBEHOCT caMO Ha jMiara mo 4wi. 222 u ui. 238,
an. 2.

(3) 3a0OpansiBa ce OKa3MOHHATA MPOAaXKOa Ha JIEKaPCTBEHH MPOIYKTH.

(4) 3abpansiBa ce npojax0a M0 UHTEPHET Ha JIEKAPCTBEHU MPOAYKTH, OTIYCKaHH IO JIEKAPCKO
MIpeNrcaHue.

(5) (Homa - JIB, Op. 67 or 2020 r.) 3abpaHsiBa ce BPBINAHETO HA 3aKyNEHHU JIEKAPCTBEHH
MPOIYKTH.

(6) (Homa - /IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., mpeaumHa an. 5 - JIB, 6p. 67 ot
2020 r.) JlekapcTBeHU NpoayKTH 0€3 JeKapcKo MpearucaHiue Morar Ja ce MpojaaBaT Mo MHTEPHET camo OT
anTeKa WK APOrepHus, MOIYUYHIN pa3pelieHre Mpu yCIoBUATa U M0 pelia Ha TO3U 3aKOH M Ha Hapeadara 1o
yy. 219, an. 2, cbOTBETHO 1O WiI. 243.

(7) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., mpeaumna an. 6, usm. - JIB, op. 67
ot 2020 r.) AnTeKuTe U JPOrepUUTe MO all. 6 MyOIMKYyBaT HA HHTEPHET CTPAHUIIATa, Ype3 KOSITO U3BBPIIBAT
THProBUsl Ha JIEKAPCTBEHM MPOJYKTH 0e3 JeKapcKo MpeanucaHue, oo Joro, pa3rno3HaBaeMo 3a LENHs
EBpomneickus cbro3.

(8) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., npeaumna an. 7, usm. - JIB, op. 67
ot 2020 r.) M3uckBaHusITa KbM OOIIOTO JIOTO TIO all. 7 C€ OMPENEeNIAT ¢ JIeJeTupaH akT 1o wi. 858, maparpad
3 ot dupextuna 2001/83/EO.

UYn. 234a. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) M3nbaauTenHaTa areHus
T0 JIeKapcTBaTa MyOJIMKyBa U IOJIbPKa Ha CBOATA HHTEPHET CTPAHUIIA!

1. mHpOpMaIMsA 3a HAIMOHATHOTO 3aKOHOJATENCTBO, NPUIOKKUMO 3a TWpeIaraHeTo Ha
JIEKapCTBEHH MPOAYKTH 3a MPOAaKOa M0 MHTEPHET, BKIFOUUTETHO HHPOPMALUs OTHOCHO (hakTa, ye MOraT
Ja CBHIIECTBYBAaT pa3ivuus MEXIy [Abp)KaBUTE UICHKHM [0 OTHOUIEHHE Ha KilacupuKauusara Ha
JIEKapCTBEHHUTE MPOIYKTH U HA YCIIOBHSTA 32 TOCTABSIHETO M,

2. uHpOpMAIIKs OTHOCHO IIeJITa Ha 00IIOTO JIOTO;

3. CIMCHK Ha JIMIIATA, Mpeajaraiy JeKapCTBeHU MPOIYKTH 3a MpoAak0a Mo UHTEPHET, KaKTO U
aJIpECUTE HAa TEXHUTE UHTCPHET CTPAHHUIIH;

4. (mam. - IB, op. 67 ot 2020 r.) obOma wmHpOpMAIHMS OTHOCHO PHUCKOBETE, CBBP3aHH C
JICKapCTBEHH MPOAYKTH, JOCTaBSHU HA MOTPEOHUTENNTE Ype3 MHTEPHET B HapyIlIeHUE Ha HapeadaTa mo il
234, an. 6.

(2) Wnrepner crpanunata Ha WAJI mo an. 1 e cBbp3aHa Cc UHTEpHET CTpaHMIIATa Ha
EBporeiickara areHius o JekapcrBara.

Ui 2346. (Hos - 1B, 6p. 102 ot 2012 r., B crita ot 02.01.2013 r.) U3mbaauTeIHaTa areHuust mo
JIeKapcTBaTa ydacTBa B IMPOBEXAaHH oT EBponeiickata komucus u EBporielickara areHIus 1o JiekapcTeaTa
WH(OPMAIIMOHHH KAaMITAHUHA OTHOCHO OTIACHOCTTA OT (almuUIIMpaHy JIEKApCTBEHU MPOAYKTH.

Yn. 235. (1) Pa3pemenuero 3a u3BbpIIBaHE HA THProOBHs Ha JPeOHO C JIEKAPCTBEHH MPOIAYKTH
o 1. 229, an. 2 ce mpekpaTsiBa ¢ mpeKpaTsiBaHe JeHHOCTTa Ha Jiularta mo ui. 222 u 225.

(2) (A3m. - IB, 6p. 60 ot 2011 1., B crta ot 05.08.2011 r.) U3nbaauTenausaT nupektop Ha MAJI
MIPEKpaTsABa pa3pelIeHNeTO 3a U3BbPIUIBAHE HA THPrOBUs HA JPEOHO C JIEKapCTBEHU MPOAYKTHU:

1. mo Mon0a Ha TUIETO, MOIYYHIIO pa3pelieHHe 3a U3BbPIIBaHE HAa ThPrOBUsI Ha APEeOHO;

2. KOraTo ce yCTaHOBM, Y€ PBHKOBOAMTEIAT Ha amTekara He OTroBapsi Ha HM3UCKBAHMSATA,
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IOCO4YeHH B uil. 224 u 225.
(3) (U3m. - ]IB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r.) B 14-1HEBEH CpoK OT MpeKpaTsBaHe
Ha JieiiHoCTTa 1o an. | nuuara no wi. 222 u 225 nucmeHo yBeaomsiat UAJL

Un. 236. (1) AnTekata He MOXe Aa ObJe 3aTBOpeHa 3a moseue oT 30 THU B paMKUTE Ha €IHA
KaJIeHIapHa TOIMHA TTOPAJN OTCHCTBHE HA PHKOBOJIMUTEIIS M.

(2) (Hom. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 12 ot 2011 1., B cuna
or 08.02.2011 r., wam. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) Korato pbpKOBOIUTENAT Ha
anTeKaTa He € B ChCTOSHHE J1a M3ITBIHSABA 3abJDKEHUATA CH TOPAIU TMOJI3BaHE HAa OTIYCK IPH BPEMEHHA
HETPYAOCMOCOOHOCT MOopaau 0ONeCT, OPEMEHHOCT U paskJaHe WM OCHHOBSIBAHE U OTITyCK 3a OTTJICKIaHE Ha
MaJko aete no peaa Ha Konmekca Ha Tpyza, antekaTa Moke J1a pabOoTH 3a CPOK HE TIOBEYE OT JBE TOJIUHU O]
PBHKOBOJICTBOTO HA JAPYT MarucThp-(hapmalieBT, CbOTBETHO OMOIIHUK-(papMaIeBT, B CIy4auTe mo 4ui. 225,
KOHTO OTroBaps Ha W3MCKBAHUATA 1O Wi. 224. B Te3u ciydau ce u3aBa pa3pelieHue OT M3IBIHUTEITHUS
nupektop Ha MAJL

(3) Pa3pemenuero o an. 2 ce uzzasa B cpok 10 30 aHu.

Yn. 237. Ilpu npekparsBaHe AEMHOCTTa Ha JIMUETO, MOITYYWIO pa3pelleHUE 3a OTKpPUBAaHE Ha
anTeKa, JISKApCTBEHUTE MPOIAYKTH MOTaT Aa ObJIaT MPoJa/ieHH Ha JINIA, TOJyYMIA Pa3pelIeHue 3a ThProBUs
Ha €JpO C JIEKapCTBEHU MPOAYKTH.

Ui 238. (1) (U3m. - IB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 1.) JIekapcTBEHU MPOIYKTH,
KOHUTO Ce OTIyCKaT 0e3 JIeKapcKo Mpernrucanie, MoraT Jia ce ImpoJiaBaT B Aporepusi. B aporepusita morar aa
ce MpoJaBaT U NPOAYKTH U CTOKM ChC 3HAYEHHUE 3a 3PaBETO Ha YOBEKA, ONpE/eeHH B Hapeadara Mo il
243, 1 MeTULIMHCKH U3JCIIH.

(2) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) IIpaBo na u3BbpIIBAT THPrOBUS HA
IpeOHO ¢ IeKapCTBEHH MPOAYKTH, KaTO OTKPUBAT JPOTrepusi, UMAT BCUUKH (U3NYECKU U IOPUAMYECKU JIHUIIA,
peructpupanu no ThproBCcKUs 3aKOH, WIM MO 3aKOHOJATEICTBOTO Ha Jbp)KaBa UJICHKA.

(3) (U3m. - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) PpkoBOAMTENAT Ha Iporepus TpsiOBa
J1a € MeIMIIMHCKH CIEeIMAINCT, KOUTO:

1. He e JUIlIeH OT MPaBOTO J1a yNpaXkHsBa NpodecHsTa Cu;

2. He € OCHXKIaH 3a MPECThIUICHHS, CBBbP3aHU C YMpaxHsIBaHE Ha mnpodecusTa My, 3a
NPECTHIUICHUS TPOTUB COOCTBEHOCTTa W CTONMAHCTBOTO WJIM 3a YMHIUICHH TPECTHIUICHUS MPOTHB
JUYHOCTTA,

3. ©Ma Haif-MaJIKoO e/lHa roJIMHA CTaXK MO CHELHUATHOCTTA.

Un. 239. (1) (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [Iporepuu ce oTkpuBar
cien perucrpanus B cbotBeTHata P3U.

(2) (U3m. - ]IB, 6p. 60 ot 2011 1., B cma ot 05.08.2011 r.) JIumara mo . 238, an. 2 mojaBar B
cpoTBeTHaTa P3U 3asBnenue 3a perucrpaiusi, KbM KOETO MPUIaraT CIEAHUTE JOKYMEHTH:

I. (uam. - JIB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) nmanmuu 3a Enunaus
UACHTU(HUKAIIMOHEH KOJ Ha ThProBella WM KoomeparusaTa OT ThProBCKUS PErHCTHp, a 3a IPYKEeCcTBaTta,
pETHCTPHUpAHU B JbpKaBa - WieHKa Ha EBporielickusi Chr03, WK B JbpkKaBa - crpana mo CropasyMeHHeTo 3a
EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyajHa PErHCTpalus M0 HAIMOHAIHOTO
3aKOHOJIaTEJICTBO, U3/1a/ICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa JIbp)KaBa Ha Jiniara mno wi. 238, an. 1;

2. (mom. - 1B, 6p. 103 ot 2017 r., B cuma ot 01.01.2018 r.) moxymeHT 3a oOpa3oBaHHE U
CBUJICTEIICTBO 32 CHIUMOCT Ha JIMIIETO, OMPENIEICHO 32 PHKOBOJUTEN HA JAPOTEPUATA, aKO HE € OBITrapcKu
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Ipa)JIaHuH;

3. MEOUIIMHCKO CBHJCTEICTBO HA JIUIETO IO T. 2;

4. (otm. - /IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)

5. (m3wm. - [IB, 6p. 98 ot 2010 1., B cra ot 01.01.2011 1., ot™. - JIB, 6p. 60 ot 2011 r., B cua
ot 05.08.2011 1.)

6. TOKYMEHT 3a TIaTeHa Ibp>KaBHA Takca B pa3Mmep, orpeieieH B Tapudarta mo 4. 21, am. 2.

(3) (Hosa - /IB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r.) B 14-nHeBeH CpoOK OT MOCTHIIBaHE
Ha 3asBIeHHeTO 1o an. 2 P3U u3BbpIiBa nmpoBepka OTHOCHO CIla3BaHE M3MCKBAHMSTA HA HapeadaTa I1mo 4.
243. B ciyuyauTe, KOraTo c€ yCTaHOBH, Y€ HE ca CIa3eHU M3MCKBAHMS HA Hapeadata mo wi. 243, B 7-1HEBEH
CPOK OT U3BBpIIIBaHE HA MpoBepkata P3V naBa mpeanucanus U OMpeesns CPOK 32 OTCTPAHSBAHETO UM.

(4) (Homa - 1B, 6p. 60 ot 2011 1., B cmuia ot 05.08.2011 r.) B 14-nHeBeH cpok OT MOCTHIIBaHE
Ha 3asABIIEHUETO W JOKYMEHTUTe Mo ain. 2 naupektopbT Ha P3UM yBemomsiBa MUCMEHO JHIETO 3a
KOHCTaTHPAHUTE HEIBTHOTH B TSIX U ONPEIETs CPOK 32 OTCTPAHIBAHETO UM.

(5) (HoBa - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) 3a mojgaBaHe Ha 3asBJICHHUE 3a
perucTpanusi Ha APOTepHsi U 3a U3BBPIIBAHE HA MpoMsHA Mo wi. 242 chorBeTHata P3U crbupa takcu B
pasmep, onpeneneH ¢ Tapudara mo wi. 21, an. 2.

(6) (Hosa - JIB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r., uam. - IB, 6p. 67 ot 2020 r.)
Pernmonannara 3mpaBHa WHCIICKIMS YCTaHOBSIBA CITy’)KEOHO OOCTOSITEJICTBaTa OTHOCHO CHIAMMOCTTAa Ha
JUIETO 1O ai. 2, T. 2, KOraTo € ObJIrapcKy rpak aHHH.

Y. 240. (U3m. - JIB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) (1) B 14-mHeBeH cpok oT
U3BBpIIBaHE Ha MpoBepKara 1o wi. 239, an. 3 uiaM OoT OTCTpaHsBaHE Ha HEN'BIHOTUTE NO wi. 239, an. 4
nupektopbT Ha P3U u3gaBa yaocToBepeHue 3a perucrpanus Ha Aporepus Wil MpaBd MOTUBUpPAH OTKa3 3a
U3JJaBaHETO MY.

(2) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) {upexropsT Ha P31 MmoTuBHpaHO
OTKa3Ba W3[1aBaHETO HAa YJJOCTOBEPEHUE 3@ PErUCTpalUsl Ha JIMLETO 1o 4. 238, ai. 2, koraro:

1. He e mpecTaBeH HAKOM OT IOKyMEHTHUTE o wi. 239, an. 2;

2. B cpoka 1o 4i. 239, an. 4 3asABUTENAT HE € OTCTPAaHWUJI KOHCTATUPAHUTE HEITBIHOTH.

(3) (HoBa - B, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) Korato B cpoka mo anr. 1
nupekTopbT Ha P3W He e u3man yAoCTOBEpeHHE 3a PETUCTpalus Ha JAporepust WIM HE € HallpaBuil
MOTHBHUPAH OTKa3, Ce€ MIPHEMA, Ue € HAJIMLE MBbIYAINBO ChIJIacHE.

(4) (Homa - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B ciy4aure mo ain. 3 3asgBUTENAT
MOK€E J1a 3alI0YHE U3BBHPIIBAHE HA 3asIBEHUTE JECHHOCTHU MPHU crla3BaHe HA 4il. 29 oT 3akoHa 3a OrpaHuYaBaHe
aJIMUHUCTPATUBHOTO PETYJIMPaHE U aJMUHUCTPATUBHUSA KOHTPOJ BbPXY CTOMAHCKATA JEHHOCT.

(5) (IIpegumna an. 2 - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) OTKa3bT Ha AUPEKTOpPA
Ha P3U no an. 1 noanexu Ha oOxanBaHe 1Mo pesia Ha AJAMUHUCTPATUBHONPOLIECYATTHHSI KOAEKC.

Y. 240a. (Hos - JIB, O6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) JupekTtopbT Ha
cpoTBeTHaTa P3U npekpatsiBa cbC 3aM0BE]] pErUCTpalusaTa Ha JPOrepus:

1. mo Mo0a Ha TUIETO, MOTYUYUIIO YIOCTOBEPEHHE 3a PETUCTPALIUS Ha APOTEpHs;

2. c mpeKpaTsBaHe JEHHOCTTA Ha JIMLETO Mo Wi. 238, ai. 2, 3a KOETO TO yBEAOMsIBAa ChOTBETHATA
P3U.

(2) B 14-gHeBeH cpok OT MpeKpaTsABaHe Ha JeHHOCTTa 1o an. 1, T. 2 aunero mo wi. 238, am. 2
IIMCMEHO yBeA0MsBa choTBeTHaTa P3U.

Un. 241. (1) (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B crorBeTHata P3U ce

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



BOJIU PETUCTHP HA U3AAICHUTE YAOCTOBEPEHUS 3a PETUCTPALIMS Ha IPOTrepusi, KOUTO ChIbpPKa:
1. HOMep U J1aTa Ha U3/1aJICHOTO YIOCTOBEPEHNUE;
. CeIaNUIIe U aJpec Ha JTUIETO, MOTYYHIO YIOCTOBEPEHHE 32 PETUCTPALIUS HA IPOTEPHS,;
. IMe, JINYHH JJAHHH | aJpec Ha PhKOBOJUTEIISI HA APOTEPHUITA,;
. aZipec Ha IporepusTa;
. JlaTa Ha MPEeKpaTsIBaHe HA PETUCTPAIUATA U OCHOBAHUETO 3a TOBA;

AN N AW

. 3a0€JIeKKH 0 BIHCAHUTE OOCTOSITENICTRA.
(2) (M3m. - AB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) JlaHHU OT peructbpa ce myOIuKyBaT
Ha cTpaHMIaTa Ha cboTBeTHaTa P3U B mHTEpHET.

Ui 241a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) HaunonanHusT peructep Ha
U3/1aJICHUTE YJOCTOBEPEHHS 32 pETUCTpaLus Ha Iporepus 1o wi. 19a, an. 3 ceabpxa:
1. HaumeHoOBaHUe Ha choTBeTHAaTa P3U, M3nana y1ocToBEpEeHUETO 3a pETUCTPALINS;
. HOMEp M J1aTa Ha U3JaJICHOTO Y0CTOBEPEHHE;
. CelaJIMIIE U a/Ipec Ha JIUIIETO, MOIYYHIIO YIOCTOBEPEHHUE 3a PETUCTPAIIUA Ha IPOTepHs;
. M€ Ha PBKOBOIMTEINS HA IPOTEPHITA;
. 4JIpec Ha JIpOrepusTa;

AN L AW

. JlaTa Ha IMPEKpaTdABaHC Ha pCrucTtpanuiaTa 1 OCHOBAHUCTO 3a TOBA.

Ui, 242. Ilpu mpoMsiHa Ha aJpeca Ha APOrepusiTa WM Ha PHbKOBOAMTENS JIULETO, MOJIYyYUIIO
YIOCTOBEPEHHE 32 OTKPUBAHETO M, MOJIaBa 3asBJICHHUE O peaa Ha wi. 239, an. 2 u CBbp3aHUTE C MPOMIHATA
JOKYMEHTH.

UYn. 243. YcnoBusTa ¥ peIbT 32 OpraHu3anys Ha paboTa B Jporepusra ce olpeaesaT B Hapeada
Ha MUHHUCTBHpPA Ha 3/IpaBeoIa3BaHeTo.

I'naBa equHagecera.
PEKJIAMA HA JIEKAPCTBEHUTE NIPOAYKTU

Un. 244. (1) Peknama Ha JeKapCTBEHH MPOAYKTH € BCsika popma Ha MHPOpMAIs, IpeICTaBsIHE,
IIPOMOLIUS MM MPEUIOKEHUs ¢ 1] Jja ce CTUMYJMpa IMpelnucBaHeTo, npojaxbara win ynorpebara Ha
JIEKapCTBEHMSI IPOIYKT U BKJIKOYBA:

1. pexnama, npeaHa3Ha4YeHa 3a HACEIEHUETO;

2. peknama, npeHa3HaYeHa 32 METUIIMHCKUTE CTICLUATUCTH;

3. moceuieHre Ha MEAUIIMHCKN ThPrOBCKU MPEICTABUTENIN IPU MEUIIMHCKHU CIIELIUATINCTH;

4. mpenocTaBsiHE HA MOCTPH OT JIEKAPCTBEHU NMPOJIYKTHU;

5. CIIOHCOPCTBO Ha MPOMOIIMOHAIHU CPELM U HayYHU KOHTPECH, MTOCEIaBaHU OT MEAULIUHCKU
CMELUAINCTH, BKJIOUYUTEIHO U MOEMAaHETO Ha TEXHUTE PA3HOCKH IO MBTYBAHETO U MPECTOS B ChOTBETHATA
IbpKaBa, B KOATO CE MIPOBEKa MEPOIPUATHUETO.

(2) He npencrapiisiBa pexiiama Ha JIGKQpCTBEHH MPOIYKTH:

1. TekcT BbpXY BTOpHUYHATA ONAKOBKAa M B JHMCTOBKaTa, KOWTO € 0J00peH B mpoleaypara 1o
paszpelaBase 3a ynorpeoa;

2. KOpECNOHJIEHIIMs MO IMOBOJ cneuuduyeH BBIPOC WIM MpolieMaTHKa, CBbpP3aHU C JaJieH
JIEKapCTBEH MPOIYKT;

3. uHGOPMAIIMOHHY CHOOIIEHHUS U yKa3aHUsI OTHOCHO IIPOMEHU B OIIAKOBKATa, IPEAYIPEXKICHUSL
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3a HEXeJIaHW JIEKAPCTBEHU PEaKIMH KaTO 4YacT OT OOLIMTEe MEpPKH 3a 0e30IacHOCTTa Ha JICKapCTBEHHS
MPOJYKT, THPTOBCKU KaTajlo3u U LIEHOBH JIUCTH, IIPU YCJIOBUE Y€ HE BKIIOYBAT JAHHU C PEKJIaMEH XapakTep
10 OTHOIIEHUE Ha JIEKApCTBEHUS IPOIYKT;

4. u3sIBICHUS, OTHACSIIN CE JI0 3PABETO HA YOBEKA WM 3a00JsBaHMs, KOTaTO T€ TUPEKTHO WU
WHAUPEKTHO HE HACOUBAT KbM JIeUeHHE, MPO(UIaKTHKA WIH TUATHOCTHKA C JIEKAPCTBEHH MPOIYKTH;

5. mpoBexaaHuTe 0T MHUHHMCTEPCTBOTO Ha 3paBEONa3BAHETO KaMIAHWUU IO BAaKCMHUpPAHE HA
HACEJICHUETO, KOraTo CBbP3aHUTE C TSIX MaTepualy He ChABPKAT JAHHU 32 KOHKPETEH JIEKapCTBEH MPOIYKT.

Ui 245. (1) IlpurexaTensaT Ha pa3penIeHUETo 3a yrnoTpeda € JUTbKEH Jla Ch3/1aJle HayYHO 3BEHO
3a pa3npocTpaHeHUEe Ha MHQPOpPMAIHS 3a JEKAPCTBEHHUTE MPOAYKTH, 32 KOUTO € MOIYYHII pa3pelicHue 3a
ynotpeba 1o peia Ha TO3H 3aKOH.

(2) TIlpuTexarensaT Ha pa3pelIeHUETO 3a yInoTpeda € TbKEeH J1a:

1. rapanTupa, 4e pexksiamMara Ha JIEKApCTBEHUS MPOIYKT € MPEACTaBeHa Ha HACEJIIEHUETO WIN Ha
MEIUIMHCKUTE CHEIMATUCTH BbB BUJ, ChOTBETCTBAI HA U3MCKBAHUATA HA Ta3u IJIaBa, 1 B CbOTBETCTBUE C
W3/1aJICHOTO paspenieHue 3a pexiaama ot MAJI;

2. pa3moJiara ¢ JaHHU U MaTepuajIl OT BCHUKU PEKJIIAMHH KaMITaHUH, IPEIIPUETH B PAMKHUTE Ha
HEerosara JeWHOCT, BKIIOYUTEIHO ¢ MHQpOpMAIM 3a TPyHMUTe, 32 KOUTO pekiiaMaTta € MmpeaHa3HadyeHa, 3a
Ha4yMHa Ha OCBIIECTBIABAHETO M, KAKTO M 3a JIaTaTa Ha CTapTHUPAHE HA PEKJIaMHAaTa KaMIIaHUs;

3. rapanTHpa 00y4eHHUETO HAa MEAUIIUHCKUTE ThPTOBCKHU MPEACTaBUTEIH;

4. U3MBIHSABA TOYHO U B OMNpPEACNICHUS CPOK YKa3aHUATA Ha JUThKHOCTHUTE JIMIIA 110 KOHTPOJIA
Ha peKJiamara.

(3) MeauuuHCKHUTE THPTOBCKU MPEACTABUTENHN TPsiOBa /a TOKJIAABAT HA HAYYHHUTE 3BEHA IO all.
1 Bcaka uH(popmauus 3a ymnorpebara Ha JIEKapCTBEHUTE MPOAYKTH, KOUTO pEKIaMHpaT, OCOOEHO IO
OTHOIIIEHHE Ha WHopMaIusaTa 3a HEKENaHU JIGKAPCTBEHU pEAKIMH, CHOOIICHHM UM OT MEIULUHCKUTE
CHELMATTUCTH.

Yn. 245a. (Hos - /IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Jlomycka ce pekiama caMo Ha
JIEKapCTBEHH MPOJIYKTH, 32 KOUTO € N3/JaJICHO pa3pelIeHne 3a yrnoTpeda 1mo peaa Ha TO3H 3aKOH.

Ui 246. (1) CpabpkaHUETO Ha pekiaMara TpsOBa J1a CbOTBETCTBA HA JAHHUTE OT oJ00peHara
MIPH pa3pelaBaHeTo 3a ynorpeda KpaTka XapaKTepUCTHKa Ha JIEKapCTBEHHs MPOIYKT U J1a MPEACTaBs camMo
MIOCOYCHHUTE NPU pa3perIaBaHeTo 3a yrnoTpeda MmoKa3zaHus.

(2) Pexnamara Ha JeKapCTBEHHsI MPOAYKT TpsiOBa /1a HacoyBa caMO KbM IpaBHIIHATA MY
ynotpeba, KaTo MpeacTaBs OOCKTHBHO TEPalleBTUYHHUTE IMOKA3aHWs HA JIGKAPCTBEHUS NPOAYKT, Oe3 na
npeyBenYaBa Bh3MOKHOCTHUTE 3a JICUCHUE, MPO(UITAKTHKA WIIA JUATHOCTHKA C JIEKAPCTBEHUS TPOTYKT.

(3) Pexnamara He TpsiOBa 1a ChABPIKA MOJBEXKAAIIA HHPOPMAITHSI.

(4) (Homa - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) PexnamaTta He MOXe Ja ChIbpKa
MpeIoKeHNe U/Uiu o0elIaHre 3a MoIapbK U/UIU Apyra UMYIIECTBeHA UM HEUMYIIeCTBeHa obJara.

(5) (Homa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) MenuIMHCKHA CHEIMATUCT WIH
JUIe, IPEACTAaBSIIIO CE 32 MEJAULIMHCKH CIIEHUAINCT, HE MOKE Jia U3BBPILBA MIPsKa WIM KOCBEHA peKjama Ha
JIEKapCTBEHH MPOIYKTH B MEYATHUTE U/WJIHM B €IEKTPOHHUTE MEINU, KAKTO U B UHTEPHET.

Yn. 247. Ilpen HaceJICHUETO ce JONycKa pekjamMa caMo Ha JIEKAPCTBEHH MPOIYKTH, KOUTO Ce
OTIyCKaT 0e3 JIEKapCKO MpeIucaHue.

Un. 248. (dom. - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) M3BBH cityuaute 1o wi. 247 ce
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JIOMyCKaT PEKJIAMHHM KaMIaHWHM 10 BAaKCUHHPAHE, MPOBEXKIAHU OT MPHUTEKATEIUTE HA pa3peliecHue 3a
ynotpe0a, pu cra3BaHe M3UCKBAHMUATA Ha WiI. 251 W IpH YCIOBHUS | IO PEJI, ONPEJICICHH B HapeadaTa 1o
1. 249.

Yn. 248a. (Hos - /1B, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3abpansiBa ce pekjiamara B
MHTEPHET Ha JIEKapCTBEHM MPOJIYKTH, KOMTO C€ OTITyCKaT IO JEKApCKO MpEaNHcaHue, ¢ M3KIIOYEHHE Ha
pPEeKJIaMHU KaMITaHUH 110 BaKCHHHUpaHEe, U3BBPIIBAHM 10 pea Ha Wi. 248 W 000peHH OT KOMIETEHTHUTE
OpraHH.

Un. 249. M3uckBaHusiTa KbM peKiiaMaTa Ha JIEKapCTBEHUTE NMPOIYKTU CE ONpPENeNsT ¢ Hapeada
Ha MUHHCTBHpPa Ha 3/IpaBeoIa3BaHeTo.

Un. 250. 3asBieHue 3a paspeliaBaHe Ha peKjamMa Ha JICKApCTBEH MPOAYKT C€ IMOojJaBa OT
MIPUTEXKATEIS HA pa3pelIeHueTo 3a yroTpeda Ha JIEKapCTBEHUS IPOIYKT HITH YITBITHOMOIIEHO OT HETO JIUIIE.

UYn. 251. (1) 3a paspemaBane Ha pexnamara junero no wi. 250 nogasa B MAJI 3asBieHue mno
o0pasel, 000peH OT U3IIBIHUTEIIHUS TUPEKTOP Ha areHLUATa, IPUAPYKEHO OT:

1. mpoekT Ha pekjiamaTa;

2. HOTapUaJHO 3aBEPEHO IIBIIHOMOIITHO OT MPUTEXKATels Ha pa3pelieHneTo 3a ynorpeda, Korato
3asIBJICHUETO C€ 110J1aBa OT JPYTIO JIULE;

3. nuTepaTypHUTE W3TOYHMIIM Ha U3IMOJI3BAaHUTE IUTATH, TaOIMLIM WKW JPYTH MaTepuasu,
KOraTo UMa TaKuBa;

4. IOKYMEHT 3a IUIaTeHa Takca B pa3mep, onpeaesnieH B Tapudara mo ui. 21, ai. 2.

(2) IlpoekTute 3a peknama o ai. 1, T. 1 TpsOBa na ca sicHH, ¢ pa3d0HpaeM TEKCT, B CIydauTe,
KOraTo MMa TaKkbB, U /1a JaBaT Bb3MOKHOCT 3a OLICHSIBAHE HA BCUUKUTE U €JIEMEHTH - TEKCT U UIIFOCTPALIUH.

(3) Kem MAJI ce cp3naBa ExcniepTeH chbBeT Mo pekiiamara. B cbcTraBa My ce BKIIFOUBAT JICKApH U
CMELUANNCTH C TPAKTHYECKH OMHUT B obOjacTra Ha pekiamara. V3mbaHuTenHusT aupektop Ha WAJI
OTIpe/ieNisl ChC 3al0Be]l ChCTaBa Ha ChBETa, KbM KOMTO ce BKIIIOYBAT 10 €IuH npeacrtaBuren Ha Komucusara
no mnpodecroHalHa eTuka Ha bbarapckus nekapcku cbio3, Ha bbarapckus 3p0051€Kapckd ChIO3 U Ha
Beirapckust gapmaneBTHUEH CBIO3, pa3Mepa Ha BB3HATPAKICHHETO HAa WICHOBETE My W YTBBPKIaBa
MPaBWJIHKK 3a yCIIOBUSITA W pela 3a paborata My. B chcTaBa Ha cbBeTa Morar jga ObJaT BKIIOYEHU U
IIPEICTAaBUTENN HA MALIMEHTCKUTE OpraHU3aIiHy.

(4) CpBeTHT 1O aJI. 3 U3TOTBA EKCIIEPTH3a 10 MPOESKTa Ha peKJiaMaTa ¥ MOATOTBSI CTAHOBHUIIE JI0
U3IIBIHUTENHUS nupekTop Ha MAJL

(5) Ilpu ycraHoBsiBaHE Ha HECHOTBETCTBHS Ha peKjamMaTa ¢ M3WCKBAHHATA HA TO3W 3aKOH B 7-
JHEBEH CpPOK OT JaraTa Ha IoJaBaHe Ha 3asBicHMeTo no ain. 1 MAJI naBa mMcMeHM ykaszaHus 3a
OTCTPaHSIBAHETO UM B €IHOMECEUYEH CPOK OT Jarara Ha yBenomiieHneTo. CpoKbT 3a IPOU3HACSHE CIUpa J1a
Teye 3a Mepuo/ia OT JICHs Ha YBEIOMSBAHETO O OTCTPAHSIBAHE HA HECHOTBETCTBUATA.

(6) B ciyuaii 4ye 3agBUTENAT HE M3I'BJIHM yKa3aHUATA B €JHOMECEYEH CPOK OT JaraTa Ha
YBEIOMSIBAHETO 110 aJl. 5, MpoleaypaTa o pa3peniaBaHeTo ce MPEeKpaTsBa.

Un. 252. (1) B eqHomeceueH cpok OT MpeNCTaBsiHE Ha JOKYMEHTarusaTa mo ui. 251, an. 1 BB3
OCHOBa Ha CTAHOBHIIETO O wi. 251, an. 4 u3nbaHUTEIHUAT qupekTtop Ha WAJL pa3pemiaBa cbe 3amoBes
peKiiaMaTa WM IPaBU MOTUBUPAH OTKa3, 32 KOETO YBEIOMsIBA MIPUTEKATENS HA pa3pEIICHUETO 3a yroTpeoa.
(2) (HoBa - 1B, 6p. 60 ot 2011 r., B cunma ot 05.08.2011 r.) Korato B cpoka mo ai. 1
M3MBIHATETHUAT aupektop Ha MAJl He paspemmn chc 3amoBell peKiIamara WiId He HalpaBU MOTHBUPAH
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OTKa3, C€ NpHUEMa, Y€ € HaJUIE MBIYaJIMBO ChIVIACHE C MPOEKTa Ha pekiama mo wi. 251, an. 1, . 1 u 14
MoO’Ke J1a Ob/ie Pa3pOCTpaHsIBaHa.

(3) (Ilpepumna an. 2 - JIB, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) Otka3pT Ha
U3IBIHUTETHUS TUPEKTOp MOJUIEKU Ha 00XKajIBaHe Mo pesla Ha AJIMUHUCTPAaTUBHOIPOLECYaTHHSI KOJIEKC.

Uin. 253. (1) U3nageHoTto paspelieHre Ha pekiamara rmo 4i. 252, an. 1 ce oTHacs 3a KOHKPETEH
JIEKapCTBEH MPOAYKT B pAMKUTE HA CpOKa Ha BAJIMAHOCT Ha pa3pelIeHUETo My 3a yrnoTpeoa.

(2) Koraro ca u3BBbpIICHH NPOMEHU B Pa3pelIeHHETO 3a ynorpebda Ha JIEKApCTBEH MPOAYKT,
KOMTO BOJAT 10 NPOMEHHU B pa3pelleHa peKiaMa Ha TO3HM HPOAYKT, MPUTEKATENAT HAa Pa3peIICHUETO 3a
ynotpeba nogasa B MAJI 3asiBieHue 3a MpoMsHa.

Yn. 254. I1pu npomsiHa Ha pa3peleHaTa pekjiama JIMieTo mo wi. 250 moaapa 3asBaCHHE 110 pea
Ha wi. 251.

Un. 254a. (HoB - B, O6p. 60 ot 2011 r.,, B cuma or 05.08.2011 r.) (1) Pexnamara,
MpeHa3HaYeHa 3a MEIUIIMHCKUTE CIEHUAINCTH, HE CE pa3pelnana o pena Ha ui. 250 - 252.
(2) Pexnamara mo an. 1 ce pasmpocTpaHsiBa cjien MojaaBaHe Ha yBenomsieHue 10 MAJL, kpm

KOETO c€ Ipujiara mpoeKT Ha peKjamara, U MpH Cla3BaHe M3MCKBAHMATA HA Ta3W IJIaBa U Ha HapendaTa 1o
1. 249.

Un. 255. (1) 3abpansiBa ce pa3mpoOCTPaHEHHUETO HAa MOCTPHM Ha JIEKAPCTBEHH MPOIYKTH,
ChIbPIKALIM HAPKOTUYHHU BEILECTBA 110 CMUCHJA Ha 3aKOHA 32 KOHTPOJI BbPXY HApKOTHMYHHUTE BEIIECTBA U
IPEKypCopuTe.

(2) 3abpansiBa ce IUPEKTHOTO MPEIOCTaBIHE HAa MOCTPU HA JIEKAPCTBEHU MPOIYKTH OT
MEIUIMHCKUTE ThPTrOBCKU MPEACTaBUTENN 1O Wi. 244, an. 1, T. 3 Ha HaceIeHUETO.

UYn. 256. MocTpu OT J€KapCTBEHH NMPOAYKTHU CE MPEJOCTABAT Ha MEJUIIMHCKHU CIELMAIUCTH NPU
YCJIOBHS  TIO PEJI, ONpeiesieH B Hapeaodarta mo wi. 249.

Un. 257. (1) MeauuuMHCKUTE ThPrOBCKHM IpeAacTaBuTenu mno wi. 244, an. 1, T. 3 Tpabsa na ca
MpeMHUHATU OOy4YeHHs, OpPraHu3UpaHU OT TMpUTEKATENs Ha pa3pelieHHeTo 3a ynorpeda, KOHTO TH e
Ha3Ha4WI, Jla MPUTEXaBaT HAYYHU MMO3HAHUS U J]a MOTAT Jia MPEIOCTaBAT TOYHA U BB3MOXKHO HaW-IIbJIHA
nH(pOopMalus 3a JeKapCTBEHUS MPOIYKT, KOWTO MPEICTaBAT.

(2) TTo BpemMe Ha BCSIKO TOCEHICHHE MEIUIMHCKUTE TBHPTOBCKU MPEICTABUTENH TPsSOBa Aa
pasmojarar ¢ KparkaTa XapakTepUCTHKa Ha MPOAYKTa U C JaHHU 3a LIEHUTE Ha JIEKAPCTBEHHS MPOAYKT U 3a
YCIIOBUSTA 32 3aIUIALAHETO MY U Ja TH MPEAOCTaBAT PU MOUCKBAHE.

(3) Ilpm mpexncraBsHe Ha JIEKQPCTBEHH MPOAYKTH TMPEJ METUIMHCKH CHEIUATUCTH
MEIUIMHCKUTE THPrOBCKH MPEICTaBUTENIM HE MOraT Ja MpejuiaraT MoJapbly M JApyra HUMYIIECTBEHA U
HEMMYIIeCTBEHA o0Jara.

I'1aBa nBananecera.
PEI'YJIUPAHE HA HEHUTE HA JIEKAPCTBEHUTE ITPOAYKTHU (3AIJI. U3M. - /IB,
BP.102 OT 2012 7T.)
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Pasnea 1.
HauuonaseH cbBeT 110 LieHH U peuMOypcupane Ha JekapcrBenurTe npoaykru (Hos - /1B, 0p.
102 o1 2012 1., B cui1a ot 21.12.2012 1)

Ui, 258. (U3m. - IB, 6p. 60 ot 2011 r., B cuita ot 05.08.2011 r., usm. - JIB, 6p. 102 ot 2012 1.,
B cuna ot 21.12.2012 r.) (1) (U3m. - JIB, Op. 43 ot 2016 r.) KbM MUHHCTBpa Ha 3/IpaBEOIa3BaHETO CE
chb3aaBa HanmoHasneH cbBET 1O LIEHW U peUMOYpCUpaHe Ha JIEKAPCTBEHUTE NPOAYKTH, HApUUaH M0-HATaThK
"cpBera". CBBETHT € HOPUAMYECKO JHUIE Ha OIJDKETHA H3JPHKKA - BTOPOCTEIICHEH pPa3lOpPEAuTeN C
oroxet. Toil e cbe cTaTyT Ha IbpXKaBHA KOMHUCHA Cbe cepanuiie rp. Codus.

(2) [HeitHocTTa Ha cbBeTa ce (UHAHCUpAa OT JbpKaBHUSA OroKeT upe3 Olo/pkera Ha
MUHHUCTEPCTBOTO Ha 3PaBEONA3BAHETO.

(3) CobBeThT € KOJErnajieH Opral U ce€ ChCTOM OT MpeJceaTeN U 1MIeCTUMa YWICHOBE, OT KOUTO
TpUMa ca JIeKapu WU MarucTbp-(hapmaleBTH, JBaMa IOPUCTH U JBaMa MKOHOMHUCTH, BCHUKH ChC CTaX IO
CTMELMAIHOCTTa HE MO-MaNKo oT 5 roaunHu. llpeacenarenst W djIeHOBETe Ha CbBeTa ce H30UpaT H
0CBOOOKIaBaT C peuieHrne Ha MUHHCTEPCKUS ChBET MO MPEUI0KEHHEe Ha MUHUCThPA Ha 37paBE0Na3BaHETo.
IIpencenarensaT ppKOBOAM JEMHOCTTA HAa ChBETA U I'O MIPEICTABIIABA.

(4) UnenoBere Ha chbBETa HE MOraT Jia 3aéMart JUTb>KHOCT WJIM Ja U3BBbPILIBAT JAeHHOCT 1o ui. 19,
an. 6 ot 3aKoHa 332 aAMUHUCTPALUATA.

(5) HefiHocTTa Ha chbBeTa ce MOANOMara OT aAMMHUCTPALMS, YUSATO CTPYKTypa U OpraHU3alusl
Ha paboTa ce OIpeessaT ¢ yCTPOMCTBEH MPaBUIIHUK, IPHUET OT MUHUCTEPCKUS ChBET.

Un. 259. (U3m. - JIB, 6p. 60 ot 2011 r., B cra ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cma oT 21.12.2012 r.) (1) CoBeTsT:

1. yTBBpKIaBa, OTKa3Ba Jja yTBbPAM, U3MEHS WIM 3aJIM4YaBa LEHA Ha JIEKapCTBEHU MPOIYKTH IO
1. 261a, an. 1;

2. yTBBbpK/aBa, OTKa3Ba Jla YTBBPAM, U3MEHS WM 3a]M4yaBa IPE/CiIHA 1I€Ha Ha JIEKAPCTBEHU
NPOAYKTH 10 wi. 261a, ai. 2;

3. peructpupa, OTKa3Ba Ja PErucTpuUpa, W3MEHS WIM 3ajJMyaBa I[EHM Ha JIEKapCTBEHUTE
MPOJYKTH, OTITyCKaHU O€3 JIeKapcKo Mpenucanue mo wi. 261a, an. 3;

4. (u3m. - 1B, 6p. 48 ot 2015 r., m3m. - /IB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r., u3m. u
nom. - JIB, 6p. 64 ot 2019 r., m3m. u pom. - /IB, 6p. 67 ot 2020 r.) mpuema, OTMEHsI WM U3MEHs (hapmako-
TEepaneBTUYHU PHKOBOJICTBA, KOUTO BKIIIOYBAT KPUTEPHH 3a OLIEHKA Ha pe3yJiTaTa OT MpujlaraHarta Tepanus
U QITOPUTMHU 32 JICUEHHUE C JIEKAPCTBEHM NPOJYKTH, CJIEJ CTAHOBUIIE HA CHOTBETHUS E€KCIIEPTEH CBHBET IO
MEIMIIMHCKA CIEIUATHOCT WM MEIUIMHCKA IeMHOCT mo wi. 6a, ain. 1, T. 1 or 3akoHa 3a 3/1paBeTo, KaTo B
ciaydyail 9ye B 30-JHEBEH CpPOK OT IOJY4YaBAaHETO HA MCKAHETO HE IMOCTHIM CTAHOBMILE OT CHOTBETHUS
€KCIIEPTEH CBBET, ChBETHT YTBBP)KIaBa, OTMEHS WM H3MEHs (apMaKo-TEparieBTUYHUTE PBHKOBOJCTBA.
dapMako-TepaneBTUYHUTE PHKOBOJCTBA C€ IIpUeMar ¢ HapeaOu u ce ooHapoaBar B "/[bpikaBeH BECTHHK";

5. BKJIIOYBA, MPOMEHS WM M3KIIOYBA JIEKAPCTBEHU MPOAYKTH OT [lo3UTHMBHUS JEKapCTBEH
CIIHUCBHK;

6. (voBa - /1B, Op. 102 ot 2018 r., B cuma ot 01.01.2019 r.) u3BbpIIBa OlLICHKA HA 3IPABHUTE
TEXHOJIOTHH Ha JIEKapCTBEHU MPOAYKTH;

7. (mpenumina T. 6 - JIB, 6p. 102 ot 2018 ., B cmia ot 01.01.2019 r.) nogawpka u akTyanuzupa
[To3uTuBHUS IEKapCTBEH CIUCHK;

8. (moma - /IB, Op. 48 ot 2015 1., mpeaumnua 1. 7 - JIB, 6p. 102 o1 2018 1., B cuma ot 01.01.2019
I.) HOJAbpKa peuMOypCHHSI CTAaTyC Ha JIEKAPCTBEHUTE MPOAYKTH Ha BCEKH TPH FOJUHU OT BKJIIOYBAHETO MM
B [103uTHBHUS I€KapCTBEH CIUCHK;
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9. (woma - /IB, 6p. 48 ot 2015 r., npeaumua T. 8, w3m. - JIB, 6p. 102 or 2018 ., B cuna ot
01.01.2019 r.) oka3Ba ChACHCTBUE TIPH TOTOBAPSIHETO HA OTCTHIKHU B ciiydanTe 1mo wi. 45, an. 10, 13 u 21 ot
3akoHa 3a 3]PaBHOTO OCHUTYpsIBaHE 3a JIEKAPCTBEHU NPOJIYKTH, 3a KOUTO ca IMOJAJACHU 3asBICHUS 3a
BKJIIIOYBaHE B [103UTHBHUS JIEKapCTBEH CITUCHK;

10. (uoBa - [IB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r.) ompenens JekapCTBEHUTE
MIPOIYKTH, 32 KOUTO C€ TpociensiBa epeKThT OT TepaIusiTa, CPOKBT, KAKTO U JIeUeOHUTE 3aBEACHNUS, B KOUTO
ce U3BBPILBA, MPU YCIOBHS, 110 peJl U KpUTEPUHU, OTIpeieNieH! B Hapeabara no wi. 261a, ain. 5;

11. (moBa - JIB, 6p. 102 or 2018 r., B cunma ot 01.01.2019 r.) u3BbpmBa uHGOpPMAIIMOHHA,
U3JIaTeNICKa M M3CIIE0BATEIICKO-HAyYHa JEHHOCT, CBBbp3aHa C LIEHOOOpa3yBaHETO, PEeUMOYpPCHUpPaHETO U
JIeKapCcTBEHAaTa MOJIUTUKA;

12. (moBa - [IB, 6p. 103 ot 2020 r., B cmina ot 01.01.2021 r.) reHepupa yHUKaJIEH HallUOHATICH
HOMeEp 3a UACHTU(DUKAIHS Ha BCEKH JIEKAPCTBEH MPOIYKT U I'O BIIMCBA B PETUCTHPA 1O al. 2, T. 4;

13. (woBa - JIB, Op. 16 ot 2024 r., B cuna ot 23.02.2024 r.) ocurypsiBa CBHP3aHOCT Ha
HaIIMOHAJIHUS HOMEp 110 T. 12 ¢ Koja Ha mpoaykTa no 4wi. 19, an. 4 B [lo3uTHBHUS JIEKAPCTBEH CIUCHK.

(2) CbBeThT BOAM IMTyOIUYHU PETUCTPH Ha!

1. yTBBpACHHTE IEHN HA JIEKAPCTBEHUTE NMPOAYKTH 1O WiI. 261a, ai. 1;

2. yTBBbPACHUTE MIPEIETHY LIEHN Ha JIEKAPCTBEHUTE MTPOLYKTH 110 4il. 261a, ai. 2;

3. perucTpupaHuTe IIEHU Ha JICKaPCTBEHUTE MPOIYKTH 10 uil. 261a, an. 3;

4. (soBa - JIB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r., usm. - /IB, 6p. 16 ot 2024 r., B cuna
ot 23.02.2024 r.) HaIIMOHAJIHUTE HOMEPA 33 WACHTU(PHUKAINA Ha JICKAPCTBEHUTE POTYKTH.

(3) CpBeThT OChIIECTBIBA KOHTPOJI BHPXY NpoAak0aTa Ha JIEKapCTBEHHU MPOAYKTH C yTBbPICHA
LIeHa, TIpe/ieNTHa [IeHa U PerucTpupaHa 1eHa.

(4) (M3m. - 1B, 6p. 67 ot 2020 r.) CbBeThT NpHeMa MUCMEHUTE 3asBJICHUS 32 YTBbPKJAABaHE
WIN PETUCTpPHpaHE HAa II€HAa WIJIM 3a BKIIOYBaHE, M3KJIIOYBaHE, MPOMEHH, MOIAbPKaHE Ha peuMOypCceH
CTaTyC M OILIEHKa Ha 3/IpaBHUTE TEXHOJIOTUH Ha JIEKApCTBEHHUTE MPOAYKTH OT Il03UTHMBHUS JEeKapCTBEH
CIHCBHK I10 Ta3u IaBa, U3BBbPIIBA IPOBEPKHU U MPOYUBAHUS 110 TSIX U CE MPOU3HACST C MOTUBUPAHU PELLICHUSI.

(5) CpBeThT cHOMpPaA TAaKCH B pa3MepH, olpeaesieH B Tapudara mo ui. 21, an. 2, 3a mogaBaHe Ha
3asBIICHUS 3a:

1. yTBBpKIaBaHe, PErUCTPUpPaHE WU MPOMSHA B YTBBbpJEHATa WIM PErucTpUpaHara LieHa Ha
JIEKapCTBEH MPOAYKT;

2. (m3m. - JIB, Op. 48 ot 2015 r.) BKIIOYBaHE, MPOMsIHA WIIM TOJAbpKaHE Ha PEUMOYPCHHS
CTaTyC Ha BKJIFOYEH B CIIUCHKA MO WiI. 262, ann. 1 1ekapcTBeH MPOIYyKT;

3. (voma - /IB, 6p. 102 oT 2018 1., B crma ot 01.01.2019 T.) o1ieHka Ha 3ApaBHUTE TEXHOJIOTHH.

Y. 259!, (Hos - [IB, 6p. 103 ot 2020 r., B crma ot 01.01.2021 r.) (1) HarmonanHusT HoMep 3a
UACHTU(UKAIMS Ha JIEKapCTBEHUS NMPOAYKT 1o ui. 259, an. 1, 1. 12:

l. ocurypsiBa €IHO3HA4YHO HAECHTU(ULUPAHE HAa BCEKHU JIEKAPCTBEH IMPOIYKT U OllepaTHBHA
CbBMECTHUMOCT Ha MH(OPMAIITMOHHUTE CUCTEMH B 3/1paBEOIa3BaHETO;

2. ce M3MOJI3Ba OT BCHUYKHU JIUIA, BbB BCHYKHM PETHCTPU U JpYrH 0a3u JaHHHM, KAaKTO U B
MeJMLMHCKaTa JOKyMEHTAlMsl, CBbpP3aHa C JIEKapCTBEHUTE MPOJYKTH.

(2) I'enepupaneTo ¥ BIUCBAHETO B perucTbpa mo ui. 259, an. 2, 1. 4 Ha HallMOHAJIEH HOMEp 3a
UACHTU(UKAIMS HAa BCEKH JIEKAPCTBEH MPOJYKT C€ M3BBPIIBA O pel, ONpesesieH B HapenbaTa no ui. 261a,
ain. S.

(3) M3mpaaMTENHATA areHINs 0 JIeKapcTBaTa npenoctass Ha ChBeTa B €JIEKTPOHEH (opMar 1o
o0pasel, yIBbpJEH OT HEro, MHPpOpMaLus 3a pa3pelieHUTe 32 ynorpeda U perucTpupaHUTe JEKapCTBEHU
NPOAYKTH Ha TepuTopusta Ha PemyOnmuka bearapus m paspemeHute 3a ynorpeda MO LEHTpaIu3upaHa
mporieaypa JiekapcTBeH! MpoayKTu 1o peaa Ha Permament (EO) Ne 726/2004 na EBponeiickus mapjiaMeHT U
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Ha CeBeta ot 31 mapt 2004 T. 32 ycTaHOBsIBaHE Ha mpoueaypu Ha OOIHOCTTA 32 pa3pemaBaHe U KOHTPOII
Ha JICKapCTBEHH MPOAYKTH 32 XyMaHHa W BETEPHHApHA yrmoTpeda M 3a ch3aaBaHe Ha EBpormelicka areHIws
0 JIEKapcTBaTa, Mo pej, onpesesieH B Hapeadara mo wi. 261a, an. 5.

UYn. 259a. (Hos - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cuna oT 21.12.2012 r.) (1) 3acenaHusiTa Ha chbBETa Ca PEIOBHU, aKO HA TAX IMPHUCHCTBAT MOBEYE OT
MTOJIOBHHATA OT OOIIHs OpPO HA YWICHOBETE MY.

(2) CobBeThT B3eMa peIICHUS ¢ MHO3WHCTBO TOBEYE OT TOJOBHHATA OT OOIMs Opod Ha
YJICHOBETE CH.

(3) (Hosa - 1B, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Ha 3acemanusita Ha chbBeTa
3aIBJDKUTEIIHO  MPUCHCTBAT  TpencraButen/mpenctaBurenuy Ha  H30K, MwunucrepctBoro  Ha
3npaBeonazBaneTo u MAJI, koraTo ce 3BBbpIIBA OlIEHKA HA 3[PaBHUTE TEXHOJIOTHH.

(4) (Mpegumina an. 3 - JIB, 6p. 102 ot 2018 r., B cuia ot 01.01.2019 r.) Ha 3acenanusara na
ChBETa MOXKE J1a Ob/IaT KAaHEHH J1a MPUCHCTBAT 3aMHTEPECOBAHUTE CTPAHU, KOUTO CE YBEOMSBAT 3a JlaTaTa u
yaca Ha 3aC€JJaHUuEeTO, B KOETO 1€ CE pasriexk/ia HalpaBeHOTO UCKaHE.

Yn. 2596. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cunia ot 21.12.2012 1.) (1) CbBeTHT c€ MPOU3HACS B CPOK JI0:

1. mectmeceT MHHU, KOTAaTO € MOaICHO 3asBJIeHHE 3a YTBBP)K/IaBaHe Ha IieHa 1Mo wi. 261a, an. 1
Y BKITIOYBAHE HA JICKAPCTBEHHSI MPOIYKT B [[03UTUBHHMSI IEKAPCTBEH CIIUCHK;

2. TpUAECeT IHHW, KOraTo € TMOJAaJeHO 3asBJICHUE 3a MPOMSHA WIM 3aJIMYaBaHe Ha BKJIIOUEH B
[To3uTHBHUS JIEKAPCTBEH CIUCHK MPOIYKT;

3. TpHIECET IHU, KOTATO € IOIaJICHO 3asBJIICHHUE 33 YTBBPIKIaBaHEe, MPOMSHA WIH 3/ IMYaBaHe HA
meHa 1o 4i. 261a, an. 2;

4. TpujeceT THU, KOTATO € TI0Ja/ICHO 3asBIICHUE 32 PETHCTPUpPaHe, TPOMSHA WIH 3 IMYaBaHe Ha
neHa 1o 4i. 261a, an. 3;

5. TpuaeceT JHU 3a YTBBPKIaBaHE/PETUCTPUPAHE HA IIeHa Ha JICKAPCTBEHU MPOIYKTH, 32 KOUTO
€ TIOJTyYEHO pa3pelIeHre 3a mapaieieH BHOC,

6. (uoBa - /IB, 6p. 48 ot 2015 r., m3m. - JIB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 1.) cTo m
OCEeMJIECET JIHW, KOTaTO € IOJaJCHO 3asBJICHHE 3a BKJIOYBaHEC B [lO3WTHBHHS JIEKapCTBEH CIHCHK Ha
JIEKapCTBEH MPOIYKT C HOBO MEXIYHApPOJIHO HEMATCHTHO HAaMMEHOBAHWE, IOJUIS)KAII0 Ha OICHKAa Ha
3/PaBHUTE TEXHOJIOTHH,

7. (moBa - JIB, Op. 48 ot 2015 r.) mectaeceT MHM, KOraToO € TMOJAJACHO 3asBIECHUE 3a
MOAIbpKaHE Ha PEUMOYPCHUS CTaTyC Ha BKJIIOYEH JICKAPCTBEH MPOAYKT B [[03UTUBHUS TEKAPCTBEH CITUCHK;

8. (moBa - JIB, 6p. 102 ot 2018 r., B cmma ot 01.01.2019 1., u3m. - [IB, 6p. 67 ot 2020 1.)
JIeBET/AEeCET JHU, KOTaTo € MO/AaIeHO 3asBICHUE 3a pasllupsiBaHe Ha MOKa3aHUs HA BKIOYeH B [lo3uTHBHUA
JIEKapPCTBEH CIUCHK MPOAYKT, 32 KOUTO JJO MOMEHTA HE € 3aIUIallaHo;

9. (moBa - JIB, 6p. 102 ot 2018 r., B cuya ot 01.01.2019 r.) neBeTaecer IHU, KOTATO € MOJAICHO
3asiBJICHUE 32 OIICHKA Ha 3[IPAaBHUTE TEXHOJIOTHH.

(2) 3a mekapcTBEHUTE MPOAYKTH O 4. 262, aj. 5 ChbBETHT C€ MPOU3HACS B CPOK J0 TPUACCET
JTHH, KOTaTo € TIOJIaJICHO 3asBIICHUE 3a YTBbPK/IaBaHe Ha IIeHa 1Mo 4. 261a, an. 1 u BKIIIOUBaHE HA IPOAYKTa
B [103UTHBHUS JICKAPCTBEH CIHCHK.

(3) Cpokosere 1o an. 1 u 2 3amouBar J1a TeKaT OT JlaTaTa Ha IMOojJaBaHe Ha 3asBJICHUE 10 Pe/Ia Ha
HapenOara o wi. 261a, an. S.

(4) (Homa - 1B, 6p. 67 ot 2020 r.) Koraro 3a nekapcTBEH NPOIyKT B OOJIHUYHA OMAKOBKA,
CBIJIACHO Pa3pelIeHUETOo 3a ynoTpeda, € moAaieHo 3asBICHIE 3a H3BBPIIBAaHE HAa MpOoIleaypa mo 4wi. 259, ai.
4, CBBETHT CE IPOU3HACS B CPOKOBE C €JIHA BTOPA MO-KPaTKH OT OMpeesieHuTe B all. 1 u 2.
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Y. 2598. (Hos - /1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 1., oT™m. - JIB, 6p. 102 oT 2012 1.,
B cwia ot 21.12.2012 1.)

Yn. 259r. (Hos - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., ot™m. - [IB, 6p. 102 ot 2012 1,
B cuna ot 21.12.2012 1.)

Ui 260. (M3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cwia ot 21.12.2012 r.) JIppkaBHUTE OpraHW, JIHKHOCTHUTE JIMIA W 3asBUTEIUTE MO Ta3W rjaBa ca
JUTb’KHU J1a OKa3BaT ChJCHUCTBHE HA ChBETA U HA CIIYKUTEJIUTE B HETO MPU U3II'BIHEHUE HA BH3JIOKEHUTE UM
3aIbIHKCHHUS.

Ui 261. (M3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., m3m. - JIB, 6p. 102 ot 2012 1.,
B cuia ot 21.12.2012 r.) (1) UneHoBeTe Ha ChbBETa M HETOBUTE CIYKUTEIH Ca JJIHKHHU Ja HE pas3riacsBar
O6CTO$ITCIICTB3. )41 (I)aKTI/I, CTaHaJIM UM HU3BCCTHU IIpU WKW TI0 IMOBOJ HU3IBJIHCHUC Ha CJIy)KCGHI/ITC UM
3aIbJHKCHUS TI0 TO3H 3aKOH, OCBEH I10 TMCMEHO MCKAaHE Ha IbP)KaBEH OpraH, KOraTo TOBa € MPEABUIACHO ChC
3aKOH.

(2) BbB BpB3Ka ChC 3aBIDKEHUATA CH O al. | JMIata MOAmUCBaT JSKjIapainus Mo o0paserl,
YTBBPJEH OT MpeJiceiaTesl Ha ChBETA.

Pazgea II.
Peryaupane u perucTpupaHe Ha IEHUTE HA JIEKAPCTBEHUTE MPOAYKTH. AJITOPUTMH 32
JIeYeHHe ¢ JIeKaApCTBeHN NPoaAyKTH. OneHka Ha 3apaBHuTe TexHoaorun. (Hos - /1B, op. 102 ot
2012 r., B cuaia ot 21.12.2012 r., 3aru. gaom. - JIB, op. 102 ot 2018 r., B cniia ot 01.01.2019 r.)

Y. 261a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - JIB, 6p. 102 ot 2012 1.,
B cuia ot 21.12.2012 r.) (1) CeBersT peryiaupa LEHUTE HA JIEKAPCTBEHUTE NPOAYKTH, BKIIIOUBAHU B
[To3uTuBHUS JIEKAPCTBEH CHUCHK 1O wWi. 262, ai. 1 W 3amianianu ¢ myOJIMYHHA CPEICTBA, B ChOTBETCTBHE C
Hal-HUCKUTE peEePEHTHHU IIEHHU OT AbP’KaBU WICHKH.

(2) CpBeTbT perynupa NpeesHUTe [IEHH Ha JIEKapCTBEHUTE MPOJIYKTH, KOUTO CE€ OTIyCKaT IO
JIEKapCKO MPEANKUCaHne, U3BBH Te3U 10 ajl. 1 B ChOTBETCTBUE C HA-HUCKUTE peEPEeHTHU IICHH OT AbPKaBU
YICHKHU.

(3) ChBeThT perucTprpa MaKCUMAIHU MTPOJAKHU LIEHU Ha IPeOHO Ha JIEKapCTBEHUTE MPOIYKTH,
KOHUTO C€ OTITycKaT 0e3 JIEKapCKO MpeArucaHue.

(4) Llenara, onpeeneHa 1o peaa Ha an. 1, € u mpejenHa 1eHa Ha JIEKapCTBEHUTE MPOAYKTH TIPH
npojaxkbaTta UM Ha APeOHO.

(5) MuHHCTEPCKUAT CHBET MO MPEAJIOKEHUE HA MUHHCThpa Ha 37paBEONa3BaHETO OMpPENENs C
Hapenda ycloBHSATa M TpaBHJaTa 3a peryjupaHe Ha ILIEHUTE Ha JIEKapCTBEHHUTE MPOJIYKTH Mo ai. 1, 3a
peryiMpaHe Ha NPEJSIHUTE LIEHU Ha OTIYCKAHUTE IO JIEKAPCKO MPEANMCAHUE JIEKAPCTBEHU MPOAYKTHU I10
an. 2 mpu mpopaxbara UM Ha JpeOHO, KaKTO U YCIOBHUSTA U pela 3a PEerucTpUpaHe Ha ILIEHHWTE Ha
JIEKapCTBEHHUTE MPOIYKTH, KOUTO C€ OTITyCKaT 0e3 JIeKapCcKo MpeArnrcaHue.

(6) (HoBa - JIB, Op. 67 ot 2020 r.) Hammonamnata 3apaBHOOCHTYpHTENIHa Kaca |
MUHHUCTEPCTBOTO Ha 3/IpaBEONa3BaHETO MPEAOCTABAT HA ChBeTa MH(GOpPMAIIUs 32 3allJIaTeHUTE JIEKaPCTBEHU
MPOAYKTHU 10 Wi. 262, ai. 6 1o pex, onpeesieH B Hapeadara 1o ai. 5.
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Un. 2616. (Hos - IB, O6p. 67 ot 2020 r.) JlekapcTBeH MpOAYKT MOXE Ja Ce€ IpojaBa Ha
TEpUTOPUATa Ha CTpaHaTa caMo CJIeJ] BIM3aHETO B CHJIA HA PEIICHHETO HA ChBETa 3a yTBBPXK/IABaHE Ha
I[eHa/Tipe/IeNHa 1IeHa WJIM PETHCTPUpaHe Ha IIeHa, ¢ M3KIIOYCHUE Ha JIEKApCTBEHUTE MPOAYKTH MO Wi. 9 n
266a.

UYn. 2618. (Hos - /IB, 6p. 67 ot 2020 1.) (1) JIekapcTBeH mpoAyKT MOXKe J1a ce IpojaBa Ha IIeHa,
HE MO-BHCOKa OT yTBBPJEHATA IieHa 1o 4i. 261a, an. 1, oT npenenHara neHa no wi. 26la, an. 2 win ot
perucTpupanara meHa mo wi. 261a, an. 3.

(2) TwproBembT Ha APEOHO € JIBKEH Ja MOCOYM MPOAAKHATA IIEHA BHPXY OMAKOBKATa HA
JIEKapCTBEHMSI MPOTYKT HA 0003HAYEHO OT MPOU3BOIUTEIIS MACTO.

(3) LlenuTe Ha NEeKapCTBEHUTE MPOAYKTH, BKIIOUEHHU B CTOMHOCTTAa HA OKa3aHaTa OT JIeUeOHUTE
3aBeJICHUsT MEUIIMHCKA TIOMOIII, He MOXKe Ja OBJaT MO-BUCOKH OT IICHATa, Ha KOSATO JICUeOHOTO 3aBEICHHE €
3aKyIUJIO JIEKAPCTBEHUS MPOIYKT OT ThpProBela Ha epo.

(4) JlexkapcTBeH POAYKT HE MOKE JIa c€ TMPOo/IaBa Ha JeUeOHUTE 3aBEJICHUS M0 WI. 5 OT 3aKoHa
3a JIeYeOHNTE 3aBE/ICHUS U Ha JICUCOHNUTE 3aBEACHUS C IbPKaBHO W/WIH OOIIMHCKO ydacTue 1o 4wi. 9 u 10 ot
3akoHa 3a JieueOHHUTE 3aBE/ICHUS Ha 1IeHa, T0-BUCOKA OT CTOMHOCTTA, ONpe/eicHa 0 peia Ha HapeadaTa 1o
1. 261a, an. 5.

(5) 3a nexapcTBeHUTE MPOAYKTH, BKIIOUeHH B [103UTHBHUSA IEKAPCTBEH CIUCHK MO WiI. 262, ai.
6, 7. 1 ¢ HuBo Ha 3amiamane 100 Ha CTO, HE ce HAYMCiIABa Haa0aBKa 3a THProBell HA APEOHO IpH
OTITyCKAaHETO UM B amTeKa.

Ui 262. (M3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., m3m. - [IB, 6p. 102 ot 2012 1.,
B cwia ot 21.12.2012 r.) (1) (U3m. - JIB, 6p. 15 ot 2013 r., B cuma ot 01.01.2014 r.) Ilo3uTuBHUAT
JIEKapCTBEH CIMCHK Ce M3TOTBS M MOAIBPKA OT ChbBETAa U BKJIIOYBA JIEKAPCTBEHHU MPOIYKTH, OTIMYCKAHU IO
JIEKapCKO MPEANHCaHNe U 3arialiaHu cbe cpeacTBa oT O0romkera Ha H30K, ot appkaBHUS OIOIKET U3BBH
o0xBaTa Ha 3aqBJDKUTEIHOTO 3[PaBHO OCUTYpsiBaHE, OT Ol0/KeTa Ha JieyeOHHMTE 3aBeleHUS MO Wi. 5 oT
3akoHa 3a Jle4eOHHUTEe 3aBe/leHHs] U OT OI0/KeTa Ha JICeUeOHUTE 3aBEJICHHUS C JABPXKABHO /MM OOIIMHCKO
ydactue o wi. 9 u 10 ot 3akoHa 3a Je4eOHUTE 3aBEICHUS.

(2) (U3m. - 1B, 6p. 102 ot 2018 r., B cumna ot 01.01.2019 r.) [T03UTUBHUSAT JEKAPCTBEH CIHCHK
BKJTIOYBA JICKAPCTBEHH MPOAYKTH, KIIACU(PUIMPAHU TI0 (hapMaKOJIOTUIHH TPYIH CHIVIACHO KOJ/Ia TI0 aHATOMO-
TepaneBTHYHO-XUMHUYHATA KIacu(UKaIKs, ChC ChOTBETHUTE MEXKIYyHAPOJHU HEMATeHTHU HAUMEHOBAHUS,
MIPUHAICKANINTE KbM TSIX HAMMEHOBAHUS, ChC ChOTBETHATA Jie(prHUpaHa THEBHA J103a/TepanieBTUYCH KypC,
1eHa no ui. 26la, an. 1, mpenenHa LeHa Ha JEKapCTBEHUTE MPOAYKTH MpU IpoAakbaTa UM Ha IpeOHO,
pedepeHTHa CTOMHOCT 3a JepUHUpaHAa [THEBHA J103a/TEpaleBTHYCH KypC, CTOMHOCT Ha OIAaKOBKATa,
n34unciieHa Ha 6a3aTa Ha pedepeHTHa CTOMHOCT/TepaneBTUUYEH Kypc 3a nepuHUpaHa THEBHA 03a, HUBO HA
3arulalaHe, TeParneBTUYHU MMOKa3aHUs U MEXIyHapoJeH kKo Ha 3abomsBanusita (MKDB). 3a nekapcTBenute
MPOAYKTH pedepeHTHAaTa CTOMHOCT ce ompesens Ha 0azaTa Ha onpenerneHa jJeGUHUpaHa THEBHA 1032 WIIH
TepaneBTHYEH Kypc, WM KOHIIEHTPAIUs Wi 00eM.

(3) (U3m. - JIB, 6p. 102 ot 2018 r., B cmma ot 01.01.2019 1., uam. - IIB, 6p. 67 or 2020 r.) B
[To3uTuBHUS JEKapCTBEH CIHCHK C€ BKIIOYBAT JICKAPCTBEHH MPOIYKTH, Ha KOUTO MEXIYHApOAHOTO
HEMaTeHTHO HAaWMEHOBaHHWE, KbM KOETO MPUHAMIC)KH JIEKAPCTBEHUSAT MPOAYKT/KOMOMHANMATA - TPH
KOMOMHHMpAHU JIEKaPCTBEHH MPOAYKTH, C H3KIOYEHHE Ha TEHEPUYHUTE JIEKapCTBEHH HPOAYKTU H
JIEKapCTBEHUTE TMPOAYKTH, KOUTO CHIBbpPXKAT AKTUBHO BEIIECTBO WIJIM AaKTHBHU BeHIecTBa C J00pe
yCTaHOBEHa ynoTpeba B MeIMIIMHCKATa MPAKTHKA, Ce 3aIulalia OT OOIIECTBEH 3paBHOOCUTYPHUTENCH (HOHT
u/unu ¢ myONMYHU CpPEACTBA MPHU CHUIUTE TEPANEBTUYHU IMOKA3aHHs MOHE B 5 Abp)KaBH, MOCOUYCHU B
Hapenbara mo 4wi. 26la, an. 5. MexayHapoJAHOTO HEMAaTEeHTHO HAWMMEHOBAHME, KbM KOETO MPUHAJICKU
JIEKapCTBeH NPOAYKT, MpeAHa3HAueH 3a JIeUEHUE Ha PeAKH 3a00JIBaHMA, C€ 3aIulalia OT OOIIeCTBEH
3IpaBHOOCUTYpUTENICH (HOHI W/WIH C MyOIUYHU CPEJCTBA MPH CHIIUTE TEPANICBTUYHU MOKAa3aHUS MOHE B 5
OT BCUYKH JBP)KABH YICHKH.
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(4) (Hom. - IB, 6p. 48 ot 2015 1., u3m. - JIB, 6p. 102 or 2018 1., B cuia ot 01.01.2019 r.)
JlexapctBenurte npoaykTu B [lo3UTHBHUA JIEKapCTBEH CIHMCHK C€ MOAOMpAT ChOOpPa3HO JIOKa3aTescTBa 3a
eduKacHOCT, TepaneBTUYHA e(heKTHBHOCT, O€30MAaCHOCT U aHANU3 Ha (apMaKO-UKOHOMUYECKH TOKa3aTeln
KaTo 3a JICKAPCTBEHHUTE MPOIYKTH C HOBO MEXKIYHAPOJIHO HEMATEHTHO HAMMCHOBAaHWE CE W3BBPIIBA H
OLIGHKa Ha 3/paBHUTe TexHojoruu. OlleHKaTa Ha 3[PaBHUTE TEXHOJOTHH CE€ W3BBPIIBA MPU YCIOBUS H IO
pen, onpeseneHu ¢ HapeabaTa mo 4i. 261a, an. 5.

(5) (M3m. - 1B, Op. 102 ot 2018 1., B cmma ot 01.01.2019 r.) Korato eauH wiu moBede
JIEKapCTBEHH MPOJIYKTH CHC CHIIOTO MEXKIYHAPOJHO HEMATEHTHO HAMMEHOBAHUE, JieKapcTBeHa (opma u
KOHIIEHTpallusi Ha aKTHMBHOTO BEILECTBO, BeYe ca BKIIOYEHH B CHOTBeTHAaTa 4vacT Ha [lo3utuBHUA
JIEKapCTBEH CIUCHK, HE CE€ U3BBPIIBA OIIEHKA 1O all. 4.

(6) (U3m. - [IB, 6p. 67 ot 2020 r.) [T0O3UTUBHUAT JIEKAPCTBEH CIHUCHK CE€ CHCTOM OT YETHUPH
MIPUIIOKEHUS U BKITIOYBA!

1. nexapcTBeHM MPOJYKTH, IPEAHA3HAYCHHU 3a JICUeHUE Ha 3a00JIIBaHUs, KOUTO CE€ 3arJiamar 1o
pena Ha 3aKoHa 3a 3/I[PaBHOTO OCUTYPSIBAHE;

2. JEeKapCTBEHU MPOIYKTH, 3alUIallaHu OT Oro/KeTa Ha JIe4eOHUTE 3aBEACHUS MO Wi. 5 OT
3akoHa 3a JIeYeOHUTE 3aBEJCHUS M OT Or0JDKETa Ha JICUeOHHUTE 3aBEACHHS C JbPKABHO W/WIIM OOITMHCKO
yudactue o 4i. 9 u 10 ot 3akoHa 3a JieyeOHUTE 3aBEICHUS;

3. (mom. - JIB, Op. 67 ot 2020 r.) nekapcTBEHU MPOIYKTH, MPEIHA3HAYCHHU 32 JICUCHHE HA
CIIUH, na wuHdekuno3Hu 3abonsBaHus, Ha 3a00NsBaHMA W3BBH O0XBaTa Ha 3aKOHa 3a 3JPaBHOTO
OocHUrypsiBaHe, 3alulalllaHd 1Mo peAa Ha wi. 82, an. 1, T. 8 oT 3akoHa 3a 3[paBeTO, KAKTO U BAKCHHH 3a
3aIBJDKUTENIHA MMYHU3AMM U PEUMYHM3AllMH, BaKCMHU MO CHEIUAIHU TOKa3aHUS U MPHU W3BBHPEIHU
o0CTOSATENCTBa, CieNU(PUUHU CEPyMHU, UMYHOTTIOOYIMHU, OMpeAeNeH! ¢ Hapenabara mo 4i. 58, am. 2 or
3akoHa 3a 3/IpaBeTo;

4. npenenHa 1ieHa Ha JIEKapCTBEHUTE MPOAYKTH MO 4. 261a, an. 4 no enemMeHTH.

(7) MunuctepcTBoTo Ha 3apaBeona3Baneto 1 H30K morar na npaBsT npeuioxkeHus 10 ChBeTa
mo wi. 258, an. 1 3a mpepasriexjaHe Ha BKIIOYEHU JIEKAPCTBEHHU NMPONYKTH B [l03UTHBHHS JeKapCTBEH
CIHCHK IPU YCIOBUS U O pell, ONpeesieHn B HapeadaTa mo wi. 261a, an. 5.

(8) HanmonanHata 3paBHOOCUTYpHUTETHA Kaca 3aruiaiia JeKapCcTBEHNUTE MPOIyKTH 110 ail. 6, T. 1
IIPH YCIIOBUSATA U 110 pefa Ha HapendaTa mo wi. 45, an. 9 oT 3akoHa 3a 3ApaBHOTO OCUTYpsIBaHE.

(9) (Homa - [IB, 6p. 18 ot 2014 r., nom. - JIB, Op. 48 ot 2015 r.) YcnoBusita, npaBuiaTa u
KpUTEpUUTE 3a BKIIOYBAaHE, MPOMEHU W/WJIM WU3KIIOYBAHE Ha JIEKApCTBEHU MNPOAYKTH OT [lo3utuBHUA
JIEKapCTBEH CIUCHK U 3a TIOIbpKAHE HA PpEUMOYPCHUS CTaTyC Ha JIGKAPCTBEHUTE MPOTYKTH CE ONPEIEISIT B
Hapezabara o wi. 261a, ai. 5.

(10) (Homa - 1B, 6p. 48 ot 2015 r., u3m. - IB, 6p. 102 ot 2018 r., B cuia ot 01.01.2019 r.)
JlexapctBenure npoaykTu o ui. 45, an. 10, 13 u 21 ot 3akoHa 3a 34paBHOTO OCUTYpsIBaHE, 32 KOUTO HE ca
JIOTOBOPEHH OTCTBIIKM, HE ce BKI0YBAT B [103UTHBHUS JieKapcTBEH clHCHK. JloroBopute 3a MpeaocTaBsHe
Ha OTCTBIIKM NOCTHIIBAT B ChBETA IO PEJI, ONPE/IesieH B Hapeabara o wi. 261a, ai. 5.

(11) (Hosa - /IB, O6p. 48 ot 2015 r., m3m. - JIB, O6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.)
JlekapcTBeHHTE MPOAYKTH, 32 KOUTO B IpoleaypaTa no wi. 259, an. 1, T. 8 He ce JoKaxe MOJOKUTETHATA
OLIEHKA IPH TSIXHOTO BKIIOYBAHE, c€ M3KIIOUBAT OT [103UTHUBHUS 1I€KapCTBEH CIUCHK.

(12) (Hosa - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r., u3m. - JIB, 6p. 102 ot 2018 r., B
cuina ot 01.01.2019 r.) MuHHCTEpCTBOTO Ha 3/IpaBeOIa3BaHETO 3arljalia JeKapCTBEHUTE MPOAYKTH 10 ajl. 6,
T. 3 ¢ HOBO MEXIyHapOJHO HEMAaTEeHTHO HAaWMEHOBAHME, aKO MpeAu BKIIOYBaHETO MM B [lo3uTHBHUA
JIEKapCTBEH CHHUCHK € CKIIIOYEHO IPEABAPUTEIHO PAMKOBO CIIOpa3yMEHHE MEXAy MMHHUCTEPCTBOTO Ha
3/IpaBeOIa3BaHETO U MpUTEXKATeNsl Ha pa3pelIeHHeTO 3a YNoTpeOa/HeroB YMbIHOMOIIEH IPeICTaBUTEIN
OTHOCHO MaKCHMAaJHaTa CTOWHOCT, JIO0 KOSITO CHOTBETHHST JICKAPCTBEH MPOAYKT MOXKE Ja C€ JTOCTaBs Ha
MUHHCTEPCTBOTO HA 3/IpaBeOna3BaHETo 1O pena Ha 3aKoHa 3a O0IIeCTBeHUTE MOPBUYKU. CrIopasyMeHHETo €
3aIBIDKUTEINHO 3a CTpaHuTe no Hero. CropasyMeHusiTa MOCTHIBAT B ChBETA IO pell, ONPE/ENIeH ¢ HapeadarTa

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



mo wi. 261a, an. 5.

(13) (Homa - IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 1.) JlekapcTBeHUTE IPOYKTH IO aJ.
6, T. 3 ¢ HOBO MEXIYHapOJHO HEMATEeHTHO HAaWMEHOBaHHE, 32 KOMTO HE € CKIIOYEHO MPEABAPUTEIHO
PaMKOBO CIIOpa3yMeHue 1o ai. 12, He ce BkitouBaT B [103UTHBHUS TEKapCTBEH CIIUCHK.

(14) (Hosa - /1B, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.) 3a nexapcTBeHUTE MPOAYKTH IO
an. 6, T. 3, 32 KOUTO CTOMHOCTTA, 3aljlallaHa oT OrojkeTa Ha MHHHMCTEPCTBOTO Ha 37paBEOIa3BaHETO, Ce
M3YUCISIBA 4Ype3 TpylupaHe, B KOETO HE y4acTBaT JICKAPCTBEHUW NPOAYKTH Ha JIPYTH NPUTEKATEIH Ha
paspernieHue 3a ynorpe6a, MUHHCTEPCTBOTO Ha 3ApABEOIA3BAHETO M MPHUTEXKATEIUTE HA pa3pelieHue 3a
ynotpeba WIM TEXHU YI'BJIHOMOIIEHH MPEICTaBUTENH €XKETOJHO CKIIOYBAT PAaMKOBU CIIOPa3yMEHUS
OTHOCHO MaKCHMaJHaTa CTOWHOCT, JI0 KOSITO ChOTBETHHST JIEKAPCTBEH MPOAYKT MOXKE Ja C€ JIOCTaBs Ha
MUHHCTEPCTBOTO Ha 3[JpaBEOIIa3BAHETO IO pe/ia Ha 3aKOHA 332 0OMIECTBEHUTE MOPHUKU. Y CJIOBUATA H PEIBT
3a CKJIIOYBaHE HAa PAaMKOBHUTE CIIOpa3yMEHUS ce OIpenessaT ¢ HapeadaTa mo wi. 82, an. 1, T. 8§ oT 3akoHa 3a
3/IpaBeTo.

(15) (Hosa - B, 6p. 103 ot 2020 r., B cuia ot 01.01.2021 r.) Pasnopenbara Ha an. 14 He ce
mpujiara 3a TEeHEPUYHU JIEKapCTBEHH NPOAYKTH M 332 BAKCHHU 32 3aJBJDKUTEIIHA HMMYHU3ALUUd H
PEUMYHHM3AIMHA, BAaKCHHU [0 CIICIUATHH IOKA3aHWUS M TPH H3BBHPEAHH OOCTOSITENICTBA, CHEIUPUIHH
CepyMH, UMYHOTJIOOYJIHMHN U OPYTH OHMOMPOIYKTH, CBBbpP3aHU C MpOUIAKTHKATa HA 3apa3HUTE OOJecTH,
ompe/ereHu ¢ HapeaoaTa mo wi. 58, an. 2 oT 3akoHa 3a 3/paBeTo.

(16) (Homa - JIB, 6p. 103 ot 2020 r., B cuia ot 01.01.2021 r.) 3a nekapcTBEHUTE MPOITYKTH TIO
an. 12 makcumanHata CTOMHOCT mo aiu. 14 He Moxke na ObJe MO-BHUCOKAa OT CTOMHOCTTA, OMpeJescHa B
PaMKOBOTO CIIOpa3yMeHHe 1o ai. 12.

(17) (HoBa - B, 6p. 103 or 2020 r., B cuna ot 01.01.2021 r.) MuHHCTEPCTBOTO Ha
3[IpaBEOIa3BaHETO HE MOJKE JIa 3aIiama JeKapCTBEHUTE MPOIYKTH 1O ajl. 14 Ha CTOMHOCTH, IMO-BHCOKH OT
MaKcHMajHaTa CTOMHOCT Ha ChOTBETHHMS JIEKAPCTBEH MPOIYKT, OMpe/ieJieHa B PAMKOBOTO CIIOpa3yMEHHE IO
an. 14.

(18) (Homa - IB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.) JIekapcTBeHUTE IPOIYKTH IO aJl.
14, 3a KOUTO HE € CKIIIOYEHO PaMKOBO CIIOpasyMeHue 1o ai. 14, He ce 3amnamar or MUHHUCTEPCTBOTO Ha
3/IpaBeoIa3BaHeTo.

(19) (HoBa - JIB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) JlekapcTBEeHUTE MPOIYKTH, 32
KOHUTO B OTIpeNIeJIeHuUs CPOK He € npenocraBeHa Ha MAJI undopmanmsra mo wi. 68, an. 1, 1. 11 nam. 217, 1.
6, He ce 3amamar ¢ myOJIMYHU CPEeCTBA 3a CPOKA Ha HEM3MbJIHEHUE Ha 3aJbJKEHUATA 1Mo wi. 68, an. 1, T.
11 u un. 217, 7. 6. 3a uenuTe Ha 3alUlallaHE HA JICKAPCTBEHU MNPOAYKTH ¢ myOnuuHu cpeactBa MAJI
execenmMuuHo mnpenoctaBs Ha H3OK u MwuHHCTEpCTBOTO Ha 37paBeora3BaHeTo HH(popManus 3a
JIEKapCTBEHHUTE MIPOIYKTH 110 U3PEUEHUE TBPBO.

(20) (Homa - JIB, 6p. 16 ot 2024 r., B cuna ot 25.08.2024 r.) JlekapcTBeHUTE MPOIYyKTH, HA
KOUTO HE € MpOoBepeHa aBTEHTHMYHOCTTA 4ype3 MOoKazaTenuTe 3a Oe3omacHOCT mo 4. 168, am. 8 u He e
NIe3aKTUBUPAH WHJIWBHUIYATHUSAT HIACHTU(UKANUOHCH Oeler B CUCTeMara OT PETHCTPH B CHOTBETCTBHE C
Henerupan pernament (EC) 2016/161, He ce 3amnamar ¢ myOJIMYHA CPEICTBA. 3a MEIUTE Ha 3aruialiaHe Ha
JIEKapCTBEHH TPOAYKTH C MyOJIMYHM CpencTBa OOMEHBT Ha JAaHHU 3a JIEKAPCTBEHUTE TMPOAYKTH IO
W3pEUYCHUE IIbPBO CE€ OCHIIECTBABA M0 peaa Ha wil. 272B.

Peoaxyus kom /B, 6p. 103 om 4 Hexemepu 2020 2.

Yn. 262. (Msm. - IB, op. 60 om 2011 &., 6 cuna om 05.08.2011 2., usm. - /[B, op. 102 om 2012 2., ¢ cuna om
21.12.2012 2.) (1) (Usm. - JIB, op. 15 om 2013 2., 6 cuna om 01.01.2014 2.) I[lo3umuenuam nexapcmeeH
CHUCHK Ce U320M6s1 U NO00BPAHCA OM Cb8eMA U BKII0UEA NEKAPCMBEHY NPOOYKMU, OMNYCKAHU HO JIeKAPCKO

npeonucanue u 3aniaujaHu cvc cpedcmea om b10dxicema na H30K, om Ovpowcasnus 0i00icem u36vH
00x8amMa HA 3a0BANCUMETHOMO 30PABHO Ocu2ypsigane, om bl0dxicema Ha ieyebHume 3a6edenus no 4i. 5 om
3axona 3a neuebnume 3aeedenust u om 0100dcema Ha AeyeOHUme 3a8e0eHUsl C OBPACACGHO U/UTU ODUUHCKO
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yuacmue no 4i. 9 u 10 om 3axona 3a nevebnume 3a6e0eHusl.

(2) (U3m. - IB, op. 102 om 2018 2., 6 cuna om 01.01.2019 2.) [lozumuenusm aexapcmeen CHUCHK 8KAIOYBA
Jekapcmeeny npoOyKmu, KIacu@puyupanu no @Qapmakoio2udHu epynu CbelacHo Kodd HO aHAMOMO-
MepanesmuiHO-XUMUYHAMA  K1ACUDUKAYUS,  CbC  CbOMBEMHUME — MENCOYHAPOOHU — HenameHmHu
HAUMEHOBAHUA, NPpUHAOIeXcauume KoM MAX HAUMEHOBAHUS, CbC CLOMEEMHAMA OeQUHUPAHA OHesHA
dosa/mepaneemuuen Kypc, yena no ui. 26la, an. 1, npedenna yena ma jekapcmeenume npooyKmu npu
npooadicbama um Ha OpebHo, pepepenmua cmouHocm 3a deuHupana OHesHa 003a/mepanesmuden Kypc,
CMOUHOCM HA ONAKOBKAMA, U3YUCIeHd HA Oazama Ha pegepeHmHa CmOUHOC/mepanesmuier Kypc 3d
Odepunupana OHe8HA 003d, HUBO HA 3aNIAWAHe, MEPANeGMUYHU NOKA3AHUSL U MeNCOYHAPOOeH KOO Ha
sabonasanuama (MKB). 3a nekapcmeenume npodykmu pegepenmuama cmounocm ce onpeoeis Ha bazama
Ha onpeoenena OepuUHUPana OHesHAa 003a UU Mepanesmuyer Kypc, Ui KOHYeHmpayus ui 06em.

(3) (H3m. - ][B, 6p. 102 om 2018 2., 6 cuna om 01.01.2019 2., usm. - /IB, 6p. 67 om 2020 2.) B [lozumuenus
JIeKapCcmeer CHUCHK ce GKII0U8am JeKapCcmeeHu npoOyKmu, Ha KOUMO MelcOYHaApOOHOMO HenameHmHo
HAuMeHoBanue, KoM KOemo NPUHAONeNCU NeKaApCMEeHUusin npooyKm/KoMOuHayuama - npu KOMOUHUpanu
JleKkapcmeenu npoOyKmu, ¢ UKIOYeHUe HA 2eHepuyHume JNeKapCmeeHu NpooyKmu U JeKapcmeeHume
NPOOYKMU, KOUTO CbOBPIHCAM AKMUBHO 8EUeCTNEO UL AKIMUSHU 8eujecmaa ¢ 00bpe ycmanogena ynompeoa
6 MeOUYUHCKAMA NPaKmuKa, ce 3aniauja om oouecmeen 30pasHoocucypumenc oo uw/uiu ¢ nyoruuHu
cpedcmea npu Colyume mepanesmuiHu NOKA3anus noxHe 8 5 0vporcasu, nocoueru 6 Hapedbama no ui. 261a,
an. 5. MesxcoyHapoOHomo HenameHmHO HAUMEHOBAHUE, KbM KOO NPUHAOLEHCU NeKAPCMEeH NPOOYKM,
NpeOHA3HAYeH 3 JledeHue Ha peoKU 3a006aHUsl, ce 3aniauja om obujecmeaen 30pasHoocuzypumenet Gouo
U/ unu ¢ nyOaIUUHYU cpedcmea npu Cvhlyume mepanesmuiny NOKA3aHus NOHe 8 5 om 6CUUKU ObPIHCABU UTIEHKU.
(4) (Hlon. - /IB, 6p. 48 om 2015 2., usm. - /[B, op. 102 om 2018 2., 6 cuna om 01.01.2019 2.) Jlekapcmeenume
npoodykmu 6 Io3umuseHus 1eKapcmeer CRUCHK ce no0OUpam cvoOpasHo OOKA3AMeNCmEd 3a euKacHocm,
mepanesmuina eg)eKmueHocm, 0e30NaAcCHOCM U AHANU3 HA (apMaKo-UKOHOMUYECKU NOKA3AMenu Kamo 3d
JlekapcmeeHume npoOyKmu ¢ HO80 MeXCOYHAPOOHO HeNAMeHMHO HAUMEHOBAHUE ce U3BbPUIBA U OYEHKA HA
30pasnume mexnono2uu. Qyenkama Ha 30PasHume MeXHOA02UU Ce U3BLPUIBA NPU YCA08US U NO Peo,
onpedenenu ¢ Hapedbama no ui. 261a, an. 5.

(5) (Msm. - IB, op. 102 om 2018 2., 6 cuna om 01.01.2019 2.) Kocamo edun unu noseye iexapcmeeHu
NPOOYKMU  CbC CbUWOMO MENCOYHAPOOHO HENnameHmHO HAuMeHosaHue, Jexapcmeena gopma u
KOHYEeHmMpayus Ha aKmueHOMO 6eujecmeo, eue ca GKIYeHU 6 cvomeemHama dacm Ha llozumusHus
JIeKAPCMEEH CNUCHK, He ce U38bPUIBA OYEHKA NO all. 4.

(6) (M3m. - IB, 6p. 67 om 2020 2.) [lozumusHusim 1eKkapCmeen CRUCHK Ce CbCIMOU OM Yemupu NPULOHCEHUS.
U 6KII0Y6A.

1. nexapcmeenu npoOdykmu, npeOHa3HaueHy 3a leyerHue Ha 3a00A6aHUs, KOUMO ce 3aniauam no peoa Ha
3axona 3a 30pagnomo ocueypsasane;

2. nekapcmeenu npooyKmu, 3aniawjanu om 010xcema Ha jieyebnume 3agedenus no 4i. 5 om 3akona 3a
Jleyebnume 3a6edenust u om 0100xcema Ha Je4edOHUme 3a6e0eHust ¢ ObPAHCAGHO U/UU OOWUHCKO Yuacmue no
yn. 9 u 10 om 3axona 3a revebnume 3a6€0eHusl;

3. (oon. - JIB, 6p. 67 om 2020 2.) nexapcmeenu npooykmu, npeonasnavenu 3a nevenue na CIIMH, na
uH@exyuosnu 3a001516aHUs, HA 3a001A6aHUS U3BLH 00X8ama HA 3aKOHA 3a 30PAGHOMO OCUlypseawe,
sanaawanu no peoa Ha yn. 82, ar. 1, m. 8§ om 3axona 3a 30pagemo, KaKmo u 8aKCUHU 3d 3A0BANCUMETHU
UMYHU3AYUU U DeUMYHUIAYUU, 6AKCUHU NO CHEeYUATHU NOKA3AHUSA U NPU U3BHHPEOHU 0OCMOoAmencmaa,
cneyugpuuny cepymu, UMYHOLIOOYIUHU, Onpedeienu ¢ Hapedbama no 4. 58, ar. 2 om 3axona 3a 30pagemo,
4. npeodenna yena na nekapcmeenume npoodykmu no 4i. 261a, an. 4 no eremenmu.

(7) Munucmepcmeomo na 30paseonazsaremo u H3OK mozam 0a npasam npednodicenus 00 cv8ema no 4.
258, an. 1 3a npepasenesxicoare Ha 6KuOUEHU NeKapcmeenu npooykmu 8 [lo3umueHus 1ekapcmeen cnucbk
npu yciosus u no peod, onpedenenu 8 napedbama no yi. 261a, an. 5.

(8) Hayuonannama 30pasHoocucypumenta Kaca 3aniawa iekapcmeeHume npooykmu no ai. 6, m. 1 npu
yenosusama u no peda Ha napeddbama no un. 45, an. 9 om 3axona 3a 30pagnomo ocueypsasane.

(9) (Hosa - /IB, op. 18 om 2014 2., 0on. - /[B, 6p. 48 om 2015 2.) Ycrosusima, npasuirama u kpumepuume 3a
BKIOUBAHE, NPOMEHU U/UNU USKTIOUBAHEe HA eKapcmeenu npooykmu om Tlosumuenus nexapcmeen CnucvK u
3a NOOOBPIICAHe HA PeuMOypCHUL CINAMYC HA JeKapCmeeHume npooyKmu ce onpeoeism 6 Hapedbama no
yn. 26l1a, an. 5.

(10) (Hosa - /IB, 6p. 48 om 2015 2., uszm. - [IB, 6p. 102 om 2018 2., ¢ cuna om 01.01.2019 2.)
Jlexapcmeenume npooyxmu no un. 45, an. 10, 13 u 21 om 3axona 3a 30pasnomo ocuzypseaue, 3a KOUmMo He

ca ()OZOGOPQHM omcmubnKu, He ce exkmoueam 6 Illozumuenus JleKapcmeen CnucoK. ﬂozoeopume 3a
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npedocmassiHe Ha OMCMBIKU HOCMBNEAM 8 Cb8emda No peod, onpedeneH 6 Hapedbama no ui. 261a, an. 5.
(11) (Hosa - /IB, 6p. 48 om 2015 2., usm. - [B, 6p. 102 om 2018 2., ¢ cuna om 01.01.2019 2.)
Jlexapcmeenume npodykmu, 3a Koumo 6 npoyedypama no uia. 259, an. 1, m. 8 He ce Ookaice
NOLOHCUMENHAMA OYEHKA NPU MAXHOMO GKAIOUGAHe, ce U3KIoueam om I1o3umuenus 1exapcmeen CRUCHK.
(12) (Hoesa - /IB, op. 84 om 2018 2., 6 cuna om 12.10.2018 2., usm. - /[B, 6p. 102 om 2018 2., 6 cuna om
01.01.2019 2.) Munucmepcmseomo Ha 30pageonasganemo 3aniauja ieKapcmeeHume npooyKkmu no ai. 6, m.
3 ¢ HOBO MeNCOYHAPOOHO HENameHMHO HAUMEHO8AaHUe, aKo npedu exmodearemo um 6 I[lozumuenus
JIEKAPCMEeH CHUCHK € CKIIOYEHO NPeOsapumento pamkog8o Cnopazymerue medxcoy Munucmepcmeomo Ha
30pPABEONA38AHEMO U NPUMEIICAMESE HA PA3PEUeHUeno 3a ynompeoa/ne2o8 YnviHoMouern npedcmagumer
OMHOCHO MAKCUMATHAMA CMOUHOCH, 00 KOSIMO CbOMBEMHUSAM JIeKapCmEeH NpooyKm Mmodice 0a ce 00Cmaes
Ha Munucmepcmeomo mna 30pageonassanemo no peda Ha 3axona 3a 0OWecmeeHume HOPBLUKU.
Crnopasymenuemo e 3a0vadicumenno 3a cmpanume no neeo. CnopazymeHusima noCmvneam 6 Cb8ema no
peo, onpedenen ¢ Hapedbama no un. 261a, an. 5.

(13) (Hosa - /[B, 6p. 102 om 2018 2., 6 cuna om 01.01.2019 2.) Jlexapcmeenume npodykmu no an. 6, m. 3 ¢
HOB0 MeNCOYHAPOOHO HENAMEeHMHO HAUMEHOBAHUE, 3 KOUMO He € CKIOYeHO NpedsapumenHo pamKo8o
cnopasymenue no an. 12, ne ce exmousam ¢ [lozumuenus 1eKapcmeeH CHUCHK.

(14) (Hosa - /IB, op. 103 om 2020 2., ¢ cuna om 01.01.2021 2.) 3a nexapcmeenume npooykmu no ai. 6, m. 3,
3a KOumo cmouxocmma, 3aniawana om 6w00xcema na Munucmepcmeomo Ha 30pageonassanemo, ce
UBUUCTIABA Upe3 epynupane, 8 KOEmo He yuacmeam AeKapCmeeHu NpoOyKmu Ha Opyeu Npumexcameny Ha
paspeutenue 3a ynompeba, Munucmepcmeomo Ha 30pageona3éanemo u npumedNcameiume Ha paspeuleHue
3a ynompeba uiu mexmu YHbIHOMOWEHU NPeOCmasumenu exice200HO CKIIOY8Am PAMKOBU CHOPA3YMeHUs
OMHOCHO MAKCUMATHAMA CMOUHOCH, 00 KOSIMO CbOMBEEMHUAM JIeKapCMEeH NpooyKm Modice 0a ce 00Cmaes
Ha Munucmepcmeomo Ha 30paseonazéaremo no peda Ha 3aKoHa 3a obujecmeeHume nOpvyYKU. Ycnosusma
U pedvbm 3a CKIIUBAHE HA PAMKOGUME COPA3YMEHUs ce onpedeisim ¢ Hapedbama no ui. 82, an. 1, m. 8 om
3axona 3a 30pagemo.

(15) (Hosa - /[B, op. 103 om 2020 &., 6 cuna om 01.01.2021 2.) Pasnopedbama na an. 14 ne ce npunaea 3a
2EHEPUYHU JIeKAPCMBEEHU NPOOYKMU U 30 8AKCUHU 34 3A0BINCUMETHU UMYHUSAYUU U PEUMYHUZAYUU, BAKCUHU
nO CHeyuaInu NOKA3aHUsL U Npu U3bHPEeOHU OOCMOAMENCmed, CReyuuuny cepymu, UMYHOLTOOVIUNHU U
Opyeu 6uonpoOyKmu, c6bp3anu ¢ NPOPYUIAKMUKAmMa Ha 3apaswume borecmu, onpeoeieHu ¢ Hapedbama no
yn. 58, an. 2 om 3axona 3a 30pagemo.

(16) (Hosa - /IB, 6p. 103 om 2020 2., ¢ cuna om 01.01.2021 2.) 3a nexapcmeenume npodykmu no ai. 12
MaxkcumanrHama cmounocm no an. 14 ne mooice doa 6vOe no-6ucoxa om CMOUHOCMMA, OnpedeneHd 6
PaAmMKOBOmMo cnopasymerue no ai. 12.

(17) (Hoea - [IB, 6p. 103 om 2020 2., ¢ cuna om 01.01.2021 2.) Murnucmepcmeomo Ha 30pageona’éanemo
He Modice 0a 3aniawa nekapcmeenume npodykmu no ai. 14 na cmoiinocmu, no-8UcoKu om MaKCUMaiHama
CMOUHOCI HA CbOMEEMHUS JIeKAPCMEEH NPOOYKM, OnpedeieHd 8 pamKo8omo cnopazymenue no ai. 14.

(18) (Hoea - /IB, 6p. 103 om 2020 2., ¢ cuna om 01.01.2021 2.) Jlekapcmeenume npodykmu no ar. 14, 3a
KOUMO He e CKIIOYeHO PAMKOBO chopasymeHue no ai. 14, we ce zannawam om Munucmepcmeomo Ha

30pa@eona33a1~tem0.

Un. 2621, (Hos - JIB, 6p. 67 ot 2020 r.) (1) (U3m. - [IB, 6p. 103 or 2020 r., B cuia OT
01.01.2021 r.) B nmpunoxxenusara Ha [T03uTUBHUSA JIeKapCTBEH CIUCHK O wil. 262, al. 6 ce moco4yBaT: KoJ 110
aHATOMO-TEPANeBTUYHO-XUMHUYHA KiIacuuKaius, MeXIyHapoJHO HemaTeHTHO HauMeHoBaHHe (INN),
HAUMEHOBAHHME Ha JIEKAPCTBEHUs TMPOAYKT, JEKapcTBeHaTa (opMa W KOIUYECTBOTO HAa AKTUBHOTO
JIEKapCTBEHO BEILECTBO, OMAaKOBKa, MpUTEXaTell Ha pa3pelieHueTo 3a ymorpeda, neduHupaHa AHEBHA
7103a/TepaneBTHYEH Kypc/KOHILIEHTpalus/o0eM, 1ieHarta 1o 4i. 261a, an. 1, pepepeHtHa CTOHHOCT, CTOMHOCT
3a OMAaKOBKa, M3YMCIeHa Ha 0Oa3zata Ha pedepeHTHa CTOMHOCT, HUBO Ha 3aIUIalllaHe Ha JICKApCTBEHHS
MPOJYKT, TepaneBTUYHU MoKa3aHus u 3abomsBanus no MKbB, npousBoauren/mpousBoautenu, nHGopManus
3a OrpaHMYEHHUSATa B HAUYMHA HA TPEANUCBAHE MPHU PA3JIMYHMA HHIUKAIMHM, HAIMOHAJIEH HOMEp 3a
uaeHTU(UKAIUS Ha JICKAPCTBEHUS MPOAYKT 10 Wi. 2591, an. 1 u gombaHuTEIHA HHPOPMAIIHS.

(2) T1o3UTHBHUAT JIEKAPCTBEH CIUCHK ChABPKAa MH(OpPMAIHsI OTHOCHO BHJIA HA JICKAPCTBEHUS
MPOJYKT, ONpejeNieH B IpolieaypaTa MO paspeliaBaHeTo My 3a ynorpeba. Mudopmanusra 3a Buga Ha
JIEKapCTBeHUsI MPOAYKT ce mpezactass oT MIAJI B 7-aHEeBeH CpOK OT MOCTHIIBAHE Ha 3allUTBaHE OT CTpaHa Ha
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Hanmonamuust chBeT Mo LEHHM W peuMOypcUpaHe Ha JIEKAPCTBEHUTE MPOAYKTH 32 BCEKH KOHKpPETCH
JIEKapCTBEH MPOIYKT.

Y. 2622, (HoB - JIB, 6p. 67 or 2020 r.) MuHHCTEPCTBOTO Ha 3IpaBEONa3BaHETO,
Hamnmonannata 3apaBHOOCHTYpUTENHA Kaca M JieYeOHHUTE 3aBEACHHUS NPENOCTaBIT Ha ChBETa IIbJIHA
uHpOpManus 3a 3alUIaTeHUTE JIEKAPCTBEHU MPOIYKTH Mo Wi. 262, an. 6, T. 1 - 3 mo pen, ompeneneH B
Hapezabara o wi. 261a, ai. 5.

Y. 2623, (Hos - IB, 6p. 67 ot 2020 r.) (1) IIpuTexaTensT Ha paspelIeHneTo 3a ynorpeda win
HErOB YII'BJIHOMOILEH MPEJCTABUTEIN € JUITbXKEH B CPOK JIBa paOOTHH JHM OT IOJIy4aBaHE HA PELICHUETO Ha
ChBETA 3a IPOMSHA Ha IieHara 1o wi. 261a, an. 1 - 3 Ha nexkapcTBEH MPOAYKT Ja YBEIOMH IO MOAXOJISI]
HauuH bbirapckus ¢papmanieBTHUYEH ChIO3 U THPrOBLUTE Ha €1p0, a T€ CbOTBETHO J1a YBEAOMST ThPrOBIIUTE
Ha JIpeOHO C JIEKapCTBEHH MPOIYKTH.

(2) CoBerpT mno ciyxeOeH pel yBenomsiBa MMHHMCTEPCTBOTO Ha 3paBEOIA3BAHETO H
Hanuonannata 31paBHOOCUTYpUTENIHA Kaca 3a pELIEHHATa, 3a KOUTO € JIONyCHATO IPEBAPUTEIIHO
U3IIbJIHEHUE.

Ui 262a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., oT™m. - JIB, 6p. 102 oT 2012 1.,
B cuna ot 21.12.2012 r., voB - /1B, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) (1) Ouenka Ha 3apaBHUTE
TEXHOJIOTHH 110 4wi. 262, an. 4 He ce M3BBPIIBA 32 TCHEPUUYHHU JIEKAPCTBEHHU MPOAYKTH U 32 JIEKAPCTBEHH
MPOJIYKTH, KOUTO CBHABPKAT AKTHBHO/aKTHBHU BEILIECTBO/BEIECTBA C J00Ope ycTaHOBeHa ymorpeba B
MEJUIIMHCKaTa MPaKTHKA.

(2) 3a nexapcTBeHUTE MPOAYKTH, BKIIOUeHU B [103UTHBHUSA JEKapCTBEH CIUCHK, C€ U3BBPIIBA
OLICHKa Ha 3JIpaBHUTE TEXHOJIOTMHU, KOTaTO € 3asBEHO pa3llMpsBaHE Ha TEpPANeBTUYHUTE MOKa3aHUd, 3a
KOUTO IO MOMEHTA HE € 3aIUIalllaHo ¢ MyOJIMYHU CPEJICTBA, IPU YCIOBUS U 110 Pell, ONPEIEICHU ¢ Hapeaoarta
mo wi. 261a, ai. 5.

(3) MunucrepctBoto Ha 3apaBeona3zBaHeto u H3OK Moxke MoTHBUpaHO 1@ MOUCKAT
U3BBPIIBAHE Ha OLIGHKA Ha 3[paBHUTE TEXHOJOTHHU Ha JIEKApCTBEHU MPOJIYKTH, BKItoueHU B [lo3utnBHUA
JIEKapCTBEH CIUCHK, IPU YCIOBUS U IO pell, ONpeesieH: ¢ Hapeabara mo wi. 261a, ai. 5.

UYn. 2626. (Hos - IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) (1) (U3m. - [IB, 6p. 67 ot
2020 r.) B Ilo3uTHBHUS JIEKapCTBEH CIUCHK CE€ BKJIKOYBAT JIEKAPCTBEHM IMPOIYKTH, MPUHAIEKAIIN KbM
HOBO MEXJYHAapOJHO HENaTeHTHO HAaUMEHOBaHHE, 3a KOWTO € U3BBbpIICHAa OLEHKa Ha 3]paBHUTE
TexHojoruu. OleHKaTa Ha 3JpaBHUTE TEXHOJIOTHH € 4acT OT MpOLeaypaTa 10 BKJIIOYBAHE HA JIEKAPCTBEHUS
npoayKT B [103UTHBHUSA T€KapCTBEH CHUCHK, KATO ChABPKA KIMHUYHA U (PapMaKO-MKOHOMHUYECKA OLICHKA U
BKJIIOYBA:

1. aHanmu3 Ha 3/ApaBHUS MPOOIIEM;

2. CpaBHMTEJIEH aHAlM3 Ha TepaneBTHMYHAaTa e(UKACHOCT, €PEeKTHMBHOCT M O€30MacHOCT Ha
JIeKapCTBEHHS MTPOAYKT;

3. aHanu3 Ha (apMaKO-UKOHOMUYECKHUTE MIOKA3aTeIH;

4. ananu3 Ha OIOPKETHOTO BB3ACUCTBHE.

(2) Ouenkara Ha 3jpaBHUTE TEXHOJIOIMHU CE€ U3BBPILBA IO CICAHUTE KPUTEPUU:

1. HaTMYMe WK JTUIICA Ha aJTePHATUBHO JeUueHHe Ha 3a00JI1BaHETO;

2. HalnM4uWe WK JIUIICA Ha JIEKApCTBEHA alITepHATHBA 3a JIeueHUE Ha 3a00JIIBAHETO;

3. epukacHOCT M TepamneBTUYHA E(PEKTHUBHOCT HAa JICYEHUETO - OLIEHKAa Ha TepareBTUYHATa
110J133, YABJDKaBaHE MPOIBIKUTEIIHOCTTA HA )KUBOTA M MOJ00psIBAaHE KaYECTBOTO Ha JKUBOT, HAMaJIIBaHE Ha
YCIIO’)KHEHHATA OT OCHOBHOTO 3a00JIsIBaHe;

4. 6poii Ha MOTEHLMAIHUTE MAIUCHTH;
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5. 6e30macHOCT Ha JICKAPCTBEHHS MPOAYKT - YECTOTA U CEPUO3HOCT HA HEXKEIIAHWUTE PEaKIUH,
HY’KJa OT MpUJIaraHe Ha JOMbIHUTEIHU NpOodUIaKTHUHN WIH TePaleBTUUYHN MEPKH 3a MPeI0TBPATIABaHE Ha
HEXKellaHU PeaKIInu;

6. (hapMaKo-MKOHOMHUYECKH TOKAa3aTeIu - Pa3XOJH 3a Tepanusi C JIEKAPCTBEHHS MPOIAYKT M
CpaBHEHHE Ha pa3XOJUTE 3a Tepamlus C HAIMYHUTE aNTepHATUBU, CHOTHOIICHHE pa3Xxoi - pe3yiTar,
MKOHOMHUYECKA OIIEHKA Ha TOMBJIHUTEITHUTE TI0JI3H;

7. mON3M OT 3[paBHAaTa TEXHOJOTHUS, MpPEACTaBeHH upe3 credeneHa roauHa XuBoT (LYG),
roJMHa KUBOT, ChoOpazeHa ¢ kauectBoTo (QALY), wiu mpu yurica Ha JaHHW 32 KpalHU pe3yNTaTH - 4pes3
MIPEIOCTaBsIHE Ha MEXIUHHU TaKUBa;

8. aHanmu3 Ha OIO/KETHOTO BB3/CHCTBHE HA 06a3aTa HAa OYaKBaH OpO¥ MAIIMEHTH;

9. olleHKa Ha Pa3XxOJUTE HA MyOJWYHU CPEICTBA 3a S-TOJIUIIEH TIEPHO/T;

10. ananu3 Ha 37paBHATa MEPCIEKTHBA 32 MHCTUTYLIUATA, KOSTO 3aIlialia CbOTBETHOTO JICUECHHE
C MyOJIMYHY CPENICTBA, WIIA OOIIECTBEHATA MIEPCIIEKTHBA;

11. MopanmHu ¥ €TUYHH ChOOpakeHUs (MIPU CHEU(UIHN TPYIH 3a00JISIBAHNSA).

(3) (Hosa - IB, 6p. 67 ot 2020 r.) B chorBeTHOTO mpuiioxkenue Ha [103UTUBHUS JEKapCTBEH
CIMCBK CE BKIIOYBAT JICKAPCTBEHH MPOIYKTH, MPUHAJICKAIIA KbM HOBO MEXIYHAPOIHO HEMATCHTHO
HAaUMEHOBAHHE, 32 KOUTO € U3BBPIICHA OllEHKA Ha 3/[paBHUTE TEXHOJIOTHUHU IO pelia Ha aj. | U 3a KOUTO UMa
MIOHE €/THA MOJIOXKHUTEITHA OIIEHKA Ha 3[[paBHATA TEXHOJIOTHS OT Jbp)KaBHA HHCTUTYIUS Ha BenukoOpuTanus,
Opannus, ['epmanus u [Benus.

Y. 2628. (Hos - JIB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 r.) (1) (Hom. - ZIB, 6p. 67 ot
2020 r.) IIpocnensBanero Ha edekra OT Tepanuara no wi. 259, an. 1, T. 10 ce u3BBpUIBA OT JieueOHH
3aBesieHus, omnpeneraeHy oT HannoHanHus ChbBET M0 LIEHW U peuMOypcUpaHe Ha JIEKapCTBEHUTE MPOIYKTH,
o pej, omnpezeneH B Hapeabara no wi. 261a, ain. 5.

(2) (U3m. - B, 6p. 67 ot 2020 r.) HarmuoHaqHUAT CHBET MO LIEHHM U PeUMOypcuUpaHe Ha
JIEKapCTBEHUTE MPOAYKTH M3BBPIIBA aHATU3 Ha chOpaHaTa oT JiedeOHUTE 3aBeieHUs HHpopMmalus o ai. 1
IIPU YCJIOBUS U 11O peJl, OnpeesieH B HapeabaTa mo wi. 261a, ai. 5.

(3) (Hosa - JIB, 6p. 67 ot 2020 r.) JleueOHuTE 3aBefeHHS MO al. | MpeaocTaBsAT Ha ChBETA
JOCTBI A0 MEIULMHCKATa JOKYMEHTALMs, BOJIEHA OT TSIX, OTHOCHO IPUJIAraHETO Ha KOHKPETEH JIEKapCTBEH
MIPOJYKT, 32 KOWTO ce mpociesiBa epeKThT OT TepaIusiTa.

Ui 263. (U3m. - [IB, 6p. 60 ot 2011 r., B cua ot 05.08.2011 r., u3m. - JIB, 6p. 15 or 2013 1., B
cwia ot 01.01.2014 r.) Cbc cpeacTa oT AbpiKaBHUS OFOKET U3BBHH 00XBaTa Ha 3aIBIDKUTEIIHOTO 37PaBHO
OCUTYpsIBaHE MOTaT Jla Cce 3aruialiar JIEKapCTBEHU MPOIYKTH, OTIYCKaHH IO JIEKAPCKO MpeInucaHue, KOUTO
HE ca BKJIIOYEHH B CHHMCBhKAa 1Mo wi. 262, an. 1, HeoOXoaumu 3a mpodUIaKTHKA WIM JICYEHUE IpH
eMHUIEMUYHN B3pUBOBE, CMUACMUHW, NAHIEMHUH, KAKTO ¥ TPH HAIMYHUETO HA MPEIojIaraeMo WIH
MOTBBPACHO PA3NPOCTPAHEHNE HA XUMHUECKU WM OMOJIOTUYHM areHTH WM SJIpeHa pajualius.

Ui 264. (U3m. - JIB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cuia ot 21.12.2012 1.) (1) (Hom. - AB, 6p. 18 ot 2014 r.) [Ipu mpeycTaHOBsIBaHE Ha MPOJAKOUTE MO Y.
54, an. 3 Ha JEKapCTBEH MNPOIYKT, KOUTO € BKIOYEH B [lO3UTHMBHUSA JEKApCTBEH CIUCHK, U KOTaTO B
paMKUTE Ha ChOTBETHOTO MEXIyHAPOJHO HEMATEeHTHO HAMMEHOBAaHUE HSAMA pa3pelleH 3a ynorpeda mo To3u
3aKOH JpyT JIEKAPCTBEH TMPOJYKT, NMPUTEKATEIAT Ha Pa3pelicHHeTO 3a yrnoTpeda MHUCMEHO YBEIOMSBa
MUHHCTEPCTBOTO Ha 3/paBeorna3BaHeTo W HammoHamHWs ChBET 1O LIEHH M peuMOypcupaHe Ha
JIEKaPCTBEHUTE TTPOTYKTH.

(2) (Hom. - AB, Op. 18 ot 2014 r.) Ilputexarensar Ha pa3pelIeHUETO 3a ynoTrpeda MUCMEHO
yBeZoMsBa MUHHCTEPCTBOTO Ha 3/IpaBeola3BaHeTO W HalmoHamHUS CHBET IO IICHH M peuMOypcHpaHe Ha
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JIEKapCTBCHUTE MPOAYKTH U B CIy4auTe Ha MPEyCTAHOBSBAHE MPOJAKOUTE Ha JICKAPCTBEH MPOAYKT, YUATO
[[leHa CIyXXH 3a OmpenessHe Ha pedepeHTHa CTOMHOCT B paMKUTE Ha CBHOTBETHOTO MEXAYHApOIHO
HEMaTeHTHO HAMMEHOBAHUE U JiIeKapcTBeHa popma.

(3) Koraro npoaykTsT mo an. 1 u 2 e mpeaHa3sHadyeH 3a JieueHHuEe Ha 3a00JsBaHHS, KOUTO CE
3amjamar mo peAa Ha 3aKoHa 3a 3PaBHOTO OCUTYpsIBaHe, MPUTEXKATEIAT HA pa3pelleHrueTo 3a ynorpeda
nucmeHo yseaomsisa 1 H30K B cpokosete 1o ain. 4.

(4) IIputexaTenar Ha pa3pelieHUueTo 3a ynorpeda € JTbKEH Ja MU3BBPIIN YBEAOMIICHHETO IO
an. 1 He mo KbCHO OT 18 Mecema nmpenu Aarara Ha MPEyCTaHOBSIBaHE Ha MPOJIAXOUTE, a B CITyJauTe 1Mo ail. 2 -
He MO0-KbCHO OT TPU Mecella IPe/iu JaTaTa Ha IPeyCTaHOBsIBaHE HA MPOoJaxouTe.

(5) (Jom. - JAB, 6p. 18 ot 2014 r.) [lo mpeycraHoBsiBaHE Ha mpoaaxowute mo am. 1 u 2
NPUTEKATENIAT Ha pa3pelieHHeTo 3a ynorpeda € JUThKEH Ja OCUTYpH JIOCTaThYHH KOJIMYECTBA OT
CHOTBETHUS JIEKAPCTBEH MPOJIYKT 32 33/I0BOJIIBAHE HA 3/IPAaBHUTE MOTPEOHOCTH, OCBEH B CIydyauTe, KOrato
IIPEYCTAaHOBSIBAHETO CE JIBJIKM Ha HAKOE OT OCHOBAHMATA MO WiI. 276 uinu no ui. 277.

(6) Cnen m3THUaHEe HA CPOKOBETE MO ajl. 4 MPUTEKATENAT Ha pa3pelIeHUEeTo 3a yrnorpeda moiaBa
3asBJICHHE M CBHOTBETHHTE JOKYMEHTH 3a H3KIIOYBAHE HA JIEKapCTBEHUS MPOAYKT OT Ilo3utuBHUA
JIEKapCTBEH CITUCHK.

(7) Koraro cnen mpeycTaHOBsIBaHE MPOJAKOUTE HA JIGKAPCTBEHUS MPOIYKT MPHUTEKATENAT HA
pa3pelreHrueTo 3a ynorpeda He € U3IIBIHII 33 JbJDKCHUETO CH 10 al. 6, ChbBETHT 1O WI. 258, an. 1 ciryxe0HO
ro u3kiouBa ot [103UTHBHUS TeKapCTBEH CITUCHK.

Ui 265. (1) MuHHCTEPCKHUAT ChBET Ch3naBa Komucus mo mpo3paqHocT.

(2) (Hom. - AB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) CbcraBbT Ha Komucusta mo
MIPO3PAYHOCT €€ OIpeaAeisi OT MUHUCTEPCKHUS ChBET MO MPEJI0KEHNE Ha MUHUCTHPA Ha 3/IpaBEOIa3BaHETO.
B Hes 3agbpiKuTeNnHO ce BKIIIOYBAT MpEACTaBUTENM Ha MUHHCTEPCTBOTO Ha 3/paBeONa3BaHETO, Ha
MuHHUCTEPCTBOTO Ha TpyJa U couuanHaTa nonutuka, Ha MAJI, na H30K, Ha bearapckus jiekapcku cbro3,
Ha bbarapckus 3wpOonekapcku cbio3, Ha bbirapckus ¢apmaneBTHUeH CbhIO3 UM Ha OpraHu3aluu Ha
MAIUEHTUTE U (apMalleBTUYHATA HHYCTPUSI.

(3) (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 r., B crma
ot 21.12.2012 r.) Jluue, xoero e uwieH Ha Komwucusra mo mpo3payHOCT, HE MOXke Aa ObJe W WieH Ha
HannonanHust chbBeT 10 IEHU U peuMOypcHUpaHe Ha JICKaPCTBEHUTE TPOTYKTH.

(4) MuHUCTEpCKUST CHBET OMpeeNis ¢ MPaBUIHUK YCIOBHATAa U peaa 3a pabora Ha Komucusra
0 MPO3PAYHOCT.

Un. 266. (U3m. - 1B, Op. 67 ot 2020 r.) (1) Komucusita mo mpo3padyHoCcT € Opras, mpej KOUTo
MOJKe Jia ce 00KaIBaT 1Mo aIMUHUCTPATUBEH PEJl peIICHUATA Ha ChBETA.

(2) Pemenusta Ha KoMucusita mo mpo3payHocT ce B3eMaT ¢ MHO3HHCTBO JIB€ TPETH OT ChCTaBa
.

(3) PemenusitTa Ha ChBETAa MOXE Ja ce OOXKayiBaT MO ChACOCH pen U 0e3 Ja € m3dyepriaHa
BB3MOKHOCTTA 32 OCITIOPBAHETO UM IO aIMUHUCTPATUBEH Pe]l.

Y. 266a. (Hos - IB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) (1) Koraro neyenuero Ha
ChOTBETHO 3a0oisiBaHe € Oe3 alTepHaTWBa B CTpaHaTa, 3a KOHKPETEH IMAllMeHT MOXKe Ja Cce Mpujara
JIEKapCTBEH MPOYKT, KOMTO € pa3pellleH 3a yrnoTpeda B cTpaHa - ujieHka Ha EBponelickus cbhio3, paspenieH
€ 3a yrnoTpe0a o pejia Ha TO3U 3aKOH, HO HE ce Pa3NpOCTpaHsBa Ha ObIrapcKus masap.

(2) (U3m. - B, 6p. 102 ot 2018 1., B cuima ot 01.01.2019 r.) ExxeronHno nmo npenjiokeHue Ha
JeyeOHUTE 3aBelCHHUS 3a OOJIHWYHA TOMOI W CJI€J] CTAHOBWINE HAa CHOTBETHHUS EKCIIEPTEH CBBET IIO
CBbOTBETHATA MEIUIIMHCKA CHCHMAIHOCT MM MEIUIIMHCKA JIeHHOCT mo 4i. 6a, aim. 1, T. 1 ot 3akoHa 3a
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3IpaBETO MUHUCTHPBHT HA 3/IpAaBEOINA3BAHETO YTBBPKJIAaBa CIUCHK Ha JIEKAPCTBEHHUTE MPOJIYKTH MO ail. 1,
KOHTO ChABPKA cieiHaTa MHPpOpMaIHs:
1. Koz 10 aHATOMO-TEPANEeBTUYHO-XUMHUYHATA KiIacu(UKaIvs;
. MeXXTyHapOIHO HETIATCHTHO HAMMEHOBAHHE, KbM KOETO MPUHAIICKU MTPOTYKTHT;
. 3a00IIBaHe MO0 MEXKAYHAPOJIEH KO/ Ha 3a00IsIBAaHUATA,
. JeKapcTBeHa (hopMa U KOJIMYECTBO aKTUBHO BEIIECTBO;

DN AW N

. IOMBIHUTETTHA UHPOPMALIHSL.

(3) CriuchkbT Mo ai. 2 ce myOoIuKyBa Ha cTpaHUIaTa Ha MUHUCTEPCTBOTO Ha 37[paBeONa3BaHETO
B UHTEPHET.

(4) YcnoBusita 1 peAbT 3a BKIIOYBAHE, TPOMEHU WM U3KIIOYBAHE HA JIEKAPCTBEHH MPOAYKTHU B
CIIUCBHKA TI0 aJI. 2 Ce ONpeAeNAT ¢ Hapeabara mo ui. 9, an. 1.

(5) (Hom. - 1B, 6p. 88 ot 2023 r., B cuna ot 20.10.2023 1., mom. - JIB, Op. 16 ot 2024 1., B cuina
ot 23.02.2024 r.) JlekapcTBEHUAT MPOAYKT MO aj. | ce JocTaBs Mo CHEIHMajHa MOpbYKa Ha Jie4eOHO
3aBe/ieHHE 3a OOJIHWYHA MOMOIIl MIPH YCJIOBHS M MO pel, OMpejesieHn ¢ Hapendara mo wi. 9, an. 1, kouto
BKJIIOUBAT HAl-MAaJIKO €/IHA OT CJICTHUTE Bb3MOKHOCTHU:

1. upe3 nporenypa 1o NpsKo JoropapsHe 03 MpeIBapUTETHO 00SBICHHUE NIPU NpUIaraie Ha uJl.
79, an. 1, 1. 4 ot 3akoHa 3a OOIIECTBEHUTE TOPHUKH;

2. ype3 CKI0YBAHE Ha PaMKOBHU CIIOPa3yMEHUS 3a JIEKAPCTBEHUTE MPOJYKTU B CIIUCHKA IO all. 2
OT MUHUCTBHpA Ha 3/IpaBEOINa3BaHETO;

3. Ge3 mpuiarane Ha 3akoHa 3a OOIIECTBEHHTE MOPBYKH, B CIy4ail Ha JIMIICA HA PAMKOBO
CIopa3yMeHHe 10 T. 2, KaTO 0OSBICHUETO 3a CKJIIFOYECH JOTOBOP C€ MyOIMKyBa Mo peaa Ha wi. 26, an. 1, 1. 3
0T 3aKoHa 32 OOIIECTBEHUTE MOPHUKH.

(6) PpxoBoauTENAT Ha J1€4EOHOTO 3aBEJCHHE IO all. 5 HOCH OTIOBOPHOCT 3a MpUJIaraHeTo Ha
JICYEHUETO 10 aj. 1.

Y. 2666. (Hos - JIB, 6p. 67 ot 2020 r.) (1) ITo mu3kiroyeHue, npu JIMIICa Ha aJITCPHATHBA 3a
JICYCHNE Ha KOHKPETEH MAIlMeHT ¥ CaMO B MHTEPEC Ha HETOBOTO 3/JpaBe, pa3pellieH 3a yrnoTpeda B cTpaHaTa
JIEKapCTBEH TPOIAYKT MOXKE Ja Ce€ Tpuiara W3BBH YCIOBHUATA Ha pa3pelieHHeTo 3a ymnorpeda Ha
JIEKapCTBEHHUSI IPOIYKT, MPU HAIMYKME HAa HAYYHU JO0Ka3aTeNCTBa 3a 0€30MacHOCTTa U e(pUKACHOCTTA HA TO3H
MIPOJYKT.

(2) JlexapcTBeHHST MPOAYKT MO aji. 1 ce mpeamucBa OT KOMUCHS OT TpUMa JIEKapu OT Jie4eOHO
3aBe/ieHre 32 OOJIHMYHA TIOMOIII C TIPU3HATA CIICIUATTHOCT 0 Mpoduiia Ha 3a00IsIBAHETO, KOUTO MOTHUBUPAT
MPEMCAaHUETO 32 BCEKU KOHKPETEH MallueHT.

(3) Jleuenuero mo an. 1 ce mpoBexkna B Jed4eOHO 3aBeleHHE 3a OONHHYHA TOMOII CIEH
MOJTyYaBaHe Ha IIMCMEHO HH(POPMUPAHO CHIIACHE OT MAI[UCHTA.

(4) Bceku etanm OT NeYeHHMETO HA MalMEHTa ce MPOCieNsBa U JOKYMEHTHpPA OT JIEKapuTe OT
KOMHCHSITA 1O aJl. 2, KOUTO HOCAT OTTOBOPHOCT 3a MPOBEXKIaHE Ha JICYSHUETO 110 ail. 1.

(5) Komucwusita no an. 2 yBegomsiBa Mambeaaurtenna arennus "Menunnacku Hagzop" u MAJI 3a
IIPOBEXKAAHOTO JIEUEHHUE 110 all. 1.

(6) YcnoBusita M penbT 3a MoJiydaBaHe Ha MH(GOPMHUPAHO ChIVIACHE OT MAaIlMeHTa Mo aji. 3,
MPOCIEIIBAHETO M JAOKYMEHTHPAHETO Ha JIEYCeHHETO Mo an. 4 u Ha 0e30macHOCTTa M epUKACHOCTTa Ha
JIEKapCTBEHHUsI MIPOIYKT CE OMPEACNAT B Hapeadara mo wi. 9, an. 1.

(7) (dom. - AB, 6p. 62 ot 2022 r., B cuna ot 05.08.2022 r.) B ciyuaute no an. 1 nekapcTBEeHUST
IIPOAYKT HE Ce 3arviaiia ¢ MyOJIMYHU CpeACTBa, C U3KIOYEHHE Ha ciydauTe 1o 4i. 82, ain. 3 oT 3akoHa 3a
3/IpaBeTO, ONPECIICHH B HapeaoaTa mo wi. 82, ai. 6 oT 3akoHa 3a 37paBeTo.
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I'1aBa TpuHanecera.
ABPKABEH KOHTPOJI BbPXY JIEKAPCTBEHUTE NTPOAYKTHU

Un. 267. (1) (U3m. - [IB, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 1., mom. - JIB, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) MuUHHCTEPCTBOTO Ha 3/IpaBEONa3BAHETO PHKOBOAU ABPKABHUS KOHTPOI BBPXY
JIEKapCTBEHUTE NPOAYKTU. HemocpencTBEHOTO pPBHKOBOACTBO CE OCBUIECTBSIBA OT IJVIABHUSA JbP)KaBEH
3/JpaBeH MHCIEKTOp, OT MpeJiceaTelis Ha chBeTa 1o wi. 258, an. 1, oT usnbaHuTenHusa aupekrop Ha MAJL u
oT aupekropure Ha P31, kouTo ca 1pp:kaBHU HHCIIEKTOPHU IO KOHTPOJIA BBPXY JIEKAPCTBEHUTE MPOTyKTH.

(2) (U3wm. - JIB, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 1., gom. - JIB, 6p. 102 ot 2012 r., B cuna
or 21.12.2012 r.) Opranu 3a Jbp>KaBeH KOHTPOJ BBPXY JIEKAPCTBEHUTE MPOJIYKTU Ca CHBETHT MO Wil. 258,
an. 1, MUAJI u P3U.

(3) (Homa - 1B, O6p. 67 ot 2020 r.) Pernonanaute 3apaBHU WHCIICKIIMH B PAaMKUTE Ha CBOSTA
KOMIIETEHTHOCT cbaelcTBaT Ha WAJl mpu ocbliecTBsIBaHE Ha JAEWHOCTHTE 10 KOHTpOJda BBPXY
JIEKapCTBEHUTE MPOTYKTH.

(4) (U3m. - [IB, 6p. 98 ot 2010 1., B cmma ot 01.01.2011 r., gom. - /1B, 6p. 102 ot 2012 1., B cuna
ot 21.12.2012 r., npenumna an. 3 - /1B, Op. 67 ot 2020 r.) HenmocpeACTBEHUST KOHTPOJI C€ YIPAXKHSABA OT
JUTbKHOCTHHU JIMLA - UHCIIEKTOPH U €KCIIEPTH, OIIPEJIETICHH ChC 3alI0BEIN HA IIPEJCEAATENS Ha ChBETA IO YI.
258, an. 1, na nupexropa nHa MAJI unu Ha nupekTtopa Ha choTBeTHaTa P3U.

(5) (Ilpemummna an. 4 - JIB, 6p. 67 ot 2020 r.) Ilpn ochimecTBIBaHE Ha KOHTPOJHUTE CH
¢GbyHKUIMU opraHuTe Mo aj. | Morar jJa NOUCKaT ChIACHCTBUETO Ha OpraHuTe Ha MHHHMCTEPCTBOTO Ha
BBTPEIIHUTE PAOOTH.

Uin. 267a. (1) (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012
r., B cuiaa ot 21.12.2012 r., u3m. - JIB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 r., npeanIiieH TEKCT Ha 4I.
267a - [IB, 6p. 67 ot 2020 r.) U3mbauuTenHa areHius "MeaumHCKH HaA30p" OCHIIECTBSIBA KOHTPOI 3a
CIa3BaHETO Ha YTBBbpIEHUTE (hapmMaKo-TepaneBTUUHN PBHKOBOJACTBA M H3BBPUIBAHETO Ha OICHKA Ha
e(EeKTUBHOCTTA Ha TEPAIUATA B CHOTBETCTBUE C KPUTEPUHTE 1O ui. 259, ain. 1, 1. 4.

(2) (Hosa - 1B, 6p. 67 ot 2020 r.) M3nbanuTtenna areHius "MeauIMHCKH HaaA30p" MOXe Aa
M3BBPILIBA IPOBEPKU B anTeKUTe MO 4. 222, an. 4, KOUTO BKJIKOYBAT MPOBEPKA 3a ChOTBETCTBUETO HA
BUZIOBETE W KOJMYECTBAaTa JIEKAPCTBEHU TMPOAYKTH, KOUTO ca MPEANHCAaHUd W/WIA TPWIOKEHH Ha
MAIUEHTHUTE, C BUJOBETE U KOJIMUYECTBATA JIEKAPCTBEHU MPOAYKTH, KOUTO ca OTITyCHATH OT anTeKaTa, KoraTo
TE€3U JIEKaPCTBEHU ITPOJYKTH C€ 3aIljallarT ¢ IyOJIMYHU CPEICTBA.

Y. 268. (1) M3nbiaHuTenHaTa areHnus 1o JeKapcTBara ynpaxKHsBa KOHTPOJI BbPXY:

1. (mom. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) ChOTBETCTBHUETO HA MTOMEIICHUATA,
ChOPBHKEHUATA U YCIOBUATA 3a IPOU3BOJICTBO, KOHTPOJI, CbXpaHEHHE U ThPrOBUSA C JIEKAPCTBEHHU MPOILYKTH
¥ AKTUBHHM BEIIECTBA M 3a Cla3BaHe Ha H3HMCKBaHWATA Ha JloOpara MpPOM3BOJICTBEHA IpaKTHKa Ha
JIeKapCcTBEHU MpoayKTH U JlobpaTta qucTpulOyTOpcKa MpaKkTHKA,;

2. (m3m. - ]IB, 6p. 102 ot 2012 1., B cuia ot 02.01.2013 r.) AeifHOCTTa HA MPUTEKATEIUTE HA
paspeuieHue 3a ynorpeba, Ha NPOU3BOJAUTEINTE, BHOCUTEIMTE, THPrOBLUTE Ha €ApPO C JIEKapCTBEHHU
NPOAYKTH M aKTHUBHM BEIECTBA, HA TIOCPETHULIUTE B 001aCTTa HA JICKAPCTBEHUTE MPOAYKTH, HA alITEKUTE U
JPOTEepPUUTE;

3. KauecTBOTO, 6€30I1aCHOCTTA U €(PUKACHOCTTA HA JIEKAPCTBEHUTE MTPOAYKTH;

4. XIMHUYHUTE W3NMTBAHHUA Ha JIEKQpPCTBEHUTE MPOAYKTH M KOHTPOJI 3a CIla3BaHE Ha
M3UCKBaHUATA Ha JloOpara KIMHUYHA NPAKTHKA;

5. nexapcTBeHaTa nHGOpPMaIKs, CBbpP3aHa ¢ pa3peliaBaHeTo UM 3a yroTpeda U peKiaMaTa;
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6. (u3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) cucremara 3a mpociensBaHe Ha
JeKapcTBeHa 0e30MacHOCT Ha MPUTEKATEINTE Ha pa3pelleHre 3a yrnoTpeba u 3a cra3BaHe U3UCKBaHUATA Ha
JloOGparta mpakTHKa 3a MpocIiesIBaHe Ha JIEKapCTBeHA OE30MacHOCT;

7. (moBa - IB, Op. 16 ot 2024 1., B cuna ot 23.02.2024 r.) U3MBJIHEHUETO HA 33IBJDKCHUSTA TIO
. 68, am. 1, 1. 11 mum. 217, 1. 6;

8. (noBa - JIB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) U3MBIHEHUETO HA 3aAbJDKEHUSATA 110
yy. 2720, an. 3 u 4.

(2) (U3m. - [IB, 6p. 98 ot 2010 1., B cmma ot 01.01.2011 1., u3m. - /1B, 6p. 102 ot 2018 1., B cuna
ot 01.01.2019 r.) PernonanauTte 3apaBHA MHCHIEKIIMH YITPAXKHIBAT KOHTPOJ:

1. BBpXy MOMEIIEHUATA, ChOPHKEHUATA, YCIOBUATA 32 ChXPAaHEHUE U THPTOBUS C JIEKAPCTBEHU
MIPOIYKTH;

2. BBPXY AEMHOCTTa HA THPrOBIUTE HA €pO, ANTEKUTE WU JAPOTEPHHTE, PA3MONIOKEHH Ha
TEPUTOPHSATA HA ChOTBETHATA 00JIACT;

3. 3a cna3BaHeTO Ha YTBBPJACHUTE LIEHHU, MpEACTHUTE IIEHU, PETUCTPUPAHUTE IEHU Ha
JIEKapCTBEHUTE MPOAYKTU HPU MpoAaKOaTa UM Ha APEOHO OT aNTEKUTE U JIPOTePUUTE, PA3IMOJIOKEHU Ha
TEPUTOPHSTA HA ChOTBETHATA 00JIACT;

4. (moBa - JIB, Op. 67 ot 2020 r.) BBpXy AEHHOCTUTE IO YHUIIOXKABAHE HA JIEKAPCTBEHU
MIPOYKTH.

(3) (Homa - IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) CeBerbT mo ui. 258, am. 1
YIpakHABAa KOHTPOJ:

1. 3a cna3BaHeTO Ha YTBBPJACHHUTE LIEHU, MPEACTHUTE LEHU U DPETUCTPUPAHUTE LEHU Ha
JIEKapCTBEHHUTE MPOIYKTH MPH MPOIakdaTa UM OT THPTOBIUTE HA €1IPO C JIEKAPCTBEHU MPOAYKTH;

2. (gom. - JIB, Op. 67 ot 2020 r.) BbpXy JAeHHOCTTAa Ha IpUTEXKATEIUTE Ha pa3pelieHHs 3a
ynotpe0a Ha JTeKapCTBEHH MPOAYKTH U THPTOBIUTE HA €APO C JEKAPCTBEHU MPOIYKTH OTHOCHO CIa3BAHETO
Ha 3aJbJDKCHHSITA UM, OTIPEJICTICHH ¢ Hapeaoara mo wi. 261a, an. 5.

(4) (ITpegumrna ain. 3 - JIB, 6p. 102 ot 2018 r., B crta ot 01.01.2019 r.) C MAJI ce cpriacyBat
WHBECTUIIMOHHUTE MPOCKTH 32 CTPOUTEIICTBO Ha HOBU W/WIIM TPEYyCTPOMCTBO HA CHIIECTBYBAIIM OOCKTH,
CBBp3aHU C MMPOU3BOJICTBOTO HA JIEKAPCTBEHH MPOAYKTH choOpa3Ho mpaBmiara 3a JloOpara mpon3BOICTBEHA
MPAKTUKa Ha JIEKAPCTBEHU MPOTYKTH.

Y. 268a. (Hos - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) (U3m. - /IB, 6p. 84 ot 2018
r., B cua ot 12.10.2018 r.) [JapeHuss Ha JeKapCTBEHU MPOIAYKTH OT MPUTEKATEIU Ha pPa3pelIeHHE 3a
ynotpeba, MpOU3BOAUTENN, THProOBIM Ha €1po U ApeOHO M OoT bwirapckus UepBeH KpbcT Morar Ja ce
M3BBPIIBAT CaMoO CleJ] NoJaBaHe Ha yBeaomiieHHe oT maputens a0 WAJI mo oOpasew, yTBbpAEH OT
MHHHCTBHpA Ha 3PABEONA3BAHETO MO MPEJIOKEHNE HA U3ITBIHUTEIHUA AupeKkTop Ha AL

(2) Hapenusra ce u3BbpLIBAT MPH CHa3BaHe Ha MpaBwiiata 3a JloOpa napuresncka mpakTUKa Ha
CaeToBHaTa 37jpaBHa OpraHU3aLysl.

(3) (OTm. - 1B, 6p. 84 oT 2018 1., B cruta ot 12.10.2018 1.)

(4) JleueOnute 3aBenenust u bwarapckusat YepBeH kpbcT yBenomsiBaT MAJL 3a momydyeHute
JApEHUs Ha JIEKAPCTBEHU NPOIYKTH B 7-IHEBEH CPOK OT IOJIYYaBaHETO UM.

(5) B kpas nHa Bcako Tpumeceune MAJl wmsmpama uHopmanus B MHUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHETO 3a U3BBPIICHUTE JAPEHUS 10 all. 4.

(6) 3a U3BBPIIBAHETO Ha JAapeHHE Ha JIEKapCTBEH MPOIYKT IO MoJ0a Ha jJeuyeOHO 3aBejeHue,
IIpe/Ha3HaueH 3a JICYEHHE Ha KOHKPETEH MalMeHT B >KMBOTO3aCTpallaBalllo CbCTOSHHUE, dapUTEIIST
yBeaomsiBa MAJI B 7-1HEBEH CPOK OT U3BBPIIBAHETO MY.

(7) Hapenwusita o an. 6 He MoraT Jla Ha/IBHIIABAaT KOJIMYECTBOTO, HEOOXOIUMO 32 €THOKPATCH
KypC Ha JIeUeHHe.
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Ui 269. (1) KoaTpoasT mo wi. 267 ce u3BbpIIIBa Ype3 HHCIEKIINHA U Ja00PATOPHU U3MTUTBAHUS.

(2) Macneknuute 1 1a0opaTOPHUTE U3MUTBAHMS 110 all. 1 ce U3BBHPIIBAT:

1. BbB Bpb3Ka C U3/]aBaHE Ha pa3pelieHus 3a ynorpeda, IpoM3BOACTBO, BHOC U CEpTUDUKATH I10
pena Ha TO3H 3aKOH,;

2. BbB Bpb3Ka C OCBLIECTBSIBAHE HAJ[30p Ha NIa3apa Ha JIEKapCTBEHU MIPOJYKTH;

3. mpu 3asBsiBaHE OT CTpaHa Ha EBpomelickata komucusi, Ha EBpomeiickaTta areHuus 1o
JIEKapCTBaTa UM OT CTpaHa HA KOMIIETEHTHHUS OpPraH Ha Jpyra AbprKaBa YJICHKa;

4. npu 3asgBsiBaHE OT CTpPaHa Ha MPOU3BOJUTEN, BHOCUTEN WM MPUTEkKATENl HA pa3pelieHue 3a
ynotpe0a U3BBH Clly4auTe 1o T. 1.

(3) (M3m. - B, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) U3nbaauTenHaTa areHus Mo
JIeKapCcTBaTa U3BbPIIIBA MHCIICKIINH:

1. Ha MPOU3BOAUTENN HA JIEKAPCTBEHU MPOYKTH, PA3NOI0KEHNA Ha TepUTOpuUsATa Ha PermyOiuka
bearapus, Ha qbpkaBa UJIeHKa WK B TPETU AbPIKaBH,

2. Ha BHOCHUTEJH U THPTOBIHM Ha €IPO C JIEKAPCTBEHU MPOAYKTH;

3. Ha TOMENIEHHUATAa Ha MPOU3BOJUTEINTE, BHOCUTEIUTE U THPTOBIMTE HA €IpO Ha aKTUBHHU
BEIIIECTBA, PA3OJI0KEHU Ha TepuTopusaTa Ha Permybnuka brirapus;

4. Ha TIOMENICHUSTA HA MPOW3BOJUTENM WJIM THPrOBIM HA €IpO HA AKTUBHHU BEIIECTBA,
Pa3MoNIOKEHU B TPETU AbPIKaBH, KAKTO U HA MPOU3BOAUTEIH UM BHOCUTEIHN HAa TOMOIIIHH BEIECTBA;

5. Ha NOMeEIEHUATA Ha IIPUTEKATEIUTE Ha pa3pelIeHns 3a yoTpeda Ha JIEKapCTBEHU IPOAYKTH
Y Ha MOCPEIHUIIUTE B 00JIaCTTa Ha JIeKapCTBEHUTE MPOAYKTH, PETUCTPUPAHH IO peda Ha wi. 212a;

6. Karo 4YacT OT cepTU(UKAMOHHA MPOIEaypa, KOSTO € BBB Bpb3Ka C MOHOrpaduu Ha
EBporneiickara ¢papmaxores;

7. Ha MPOU3BOAUTENH HA U3XOIHU MaTepUAIIH 110 MMCMEHO UCKaHe Ha MTPOU3BOIUTEIIS.

(4) M3nbiauTenHAaTa areHIMs MO JieKapcTBaTa W3BBPIIBA MHCIEKIUU HA MPOU3BOAMTENN HA
JIEKapCTBEHH IMPOJIYKTH, YCTAHOBEHU B TpeTa JAbpKaBa, BbB BPb3Ka C MOJAJICHO 3asBICHHE 3a MOIy4YaBaHe
Ha pa3penieHne 3a ynorpeda wim BHOC.

(5) (U3m. - IIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Uncnexkuuute no an. 3 u 4 ce
U3BBPIIBAT B ChOTBETCTBHE C PHKOBOJCTBA, MpHeTH oT EBpormnelickara KOMUCHS.

(6) (U3m. - B, 6p. 102 ot 2012 1., B cmima ot 21.12.2012 r.) U3mpaHUTEIHATA areHIIHS 110
JIeKapcTBaTa y4acTBa o MckaHe oT EBpomeiickata komucus, EBpomneiickara areHius mo jekapcrBara Win
JbprKaBa YiCHKa MPU U3BBPIIBAHETO HA MHCIIEKINUHU 110 al. 3 B EBporneickus Chi03 WIK B TPETU AbPIKABHU.

(7) (M3m. - B, Op. 102 ot 2012 1., B cwia ot 21.12.2012 r.) U3mbaHuTeHaTa areHIUs IO
JeKapcTBaTa CH CHhTPYAHWYM W OoOMeHs uHbopMmaiusi ¢ EBpomneiickaTa areHuus 1O JieKapcTBaTa MpH
MJIaHUPaHE W U3BBPIIBAaHE HA MHCIIEKIIMHUTE T10 ail. 3.

(8) (Homa - IB, O6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3nbaHuTenHaTa areHIys Mo
JeKapcTBaTa CH CBHTPYIHWYU C EBpormelickata areHius IO JeKapcTBaTa NpU KOOPAWHUPAHETO Ha
MHCIEKIUHU B TPETU AbP>KaBH.

UYn. 269a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 67 ot
2020 r.) JAnBKHOCTHUTE JHIA MO 4. 267, an. 4 U3roTBIT JOKJIA] 3a BCAKA U3BBPIICHA WHCIEKIUS MO Y.
269, an. 3 u 4 3a cra3BaHeTO Ha NPUHLUIIUTE U PbKOBOJACTBATa 3a JJoOpa mpon3BOACTBEHA MPAKTUKA UITU 32
Jlo6pute AUCTpUOYTOPCKU MPAKTHKU, WM 32 CHa3BaHE HM3UCKBAHMATA HA TIjaBa OCMa, KakKTO H
M3MCKBAaHUATA HA TO3HU 3aKOH.

(2) HoxknansT mo an. 1 ce mpemocTaBs Ha IMPOBEPSIBAHOTO JIMLE, KOETO MOXE Ja MPEeACTaBU
O€eJIeKKH 0 HETO.

(3) Ilpu momy4aBane Ha o6ocHOBaHO nckaHe MAJI n3npaia mo exeKTpoOHEeH IbT JOKIAJAUTE T0
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as. | Ha KOMIIETEHTHHUs OpraH Ha JApyra Jbp)KaBa 4ieHKa Wiu Ha EBpomneiickara areHuus 1o JiekapcTaTa.

Yn. 2696. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynrar Ha
M3BBPIICHA HHCTICKIUA 10 4. 269, an. 3 ce ycTaHOBU ChOTBETCTBHE ¢ JloOpaTa mpon3BOACTBEHA ITPAKTHKA,
cboTBeTHO J[0OpuTe AMCTPUOYTOPCKU MPAKTUKU, KoraTo e mpuinoxumo, MAJl uznaBa Ha MPOU3BOIUTENS,
BHOCHTEINII WIM Ha THpProBela Ha eapo cepru¢ukar 3a JloOpa mMpoM3BOJACTBEHA MPAKTHUKA, CHOTBETHO
ceprudukar 3a [loOpa quctpubyropcka npakTuka B cpok 10 90 THU OT U3BBPILIBAHE HA HHCIICKIIHATA.

(2) Korato B pe3ydrar Ha U3BBpIIEHA HHCHEKUUsA MO 4i. 269, ai. 3 ce ycTaHOBH, 4e
MIPOU3BOJUTEINIAT, BHOCUTENAT WM THProBEUBT HA €IpO Ha JIEKAPCTBEHU MPOAYKTH WJIM Ha aKTUBHU
BEIIECTBA HE CIa3Ba M3MCKBaHMATA HAa 3aKOHAa W/WIM TPUHIMINATE M pbKOBoJcTBata 3a JloOpa
MIPOM3BOJICTBEHA MpaKTHKa W/unu Ha JoOpute muctpulOyTtopcku npaxtuku, MAJI u3gaBa ctaHoBuIIE 3a
HECHOTBETCTBHUE.

(3) U3mpiHATETHATA areHIUS 110 JIEKapcTBaTa BhBEXk/Ia B 0a3ara naHHu 1o 4i. 147 u3maaeHuTe
ceprudukaru 1o an. 1 u uHGOop™Maus 1o ai. 2.

Yn. 2698. (Hos - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynrar Ha
u3BbpIIeHa MHcnekuus no wi. 270, am. 1, T. 5 ce ycTaHOBHU, Y€ NPUTEXKATEIAT HA Pa3pelICHUETO 32
ynorpeba He chasBa H3HMCKBaHUATA Ha MiaBa ocMa, WAJl paBa mpennmucaHust 3a OTCTpaHsSBaHE Ha
HEChOTBETCTBUSATA.

(2) B cnyuaure mo an. 1 MAJI yBenomsiBa nbpkaBUTE 4iI€HKH, EBporelickara areHIus IO
JiekapcTBara u EBpomneiickata KOMHCHSI.

Un. 270. (1) (U3m. - B, Op. 67 ot 2020 r.) B pamkuTe Ha CBOsiITa KOMIIETEHTHOCT
JUTbKHOCTHUTE JIMLIA 110 WI. 267, an. 4 uMat npaBo:

1. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ha 7OCTHI 10 BCHYKU JOKYMEHTH,
CBBP3aHHU C MpeIMeTa Ha MHCTIEKIHATA, KAKTO U 0 JOKYMEHTH, CBbP3aHU MPSIKO UM KOCBEHO C HapyIllIeHHe
Ha TO3W 3aKOH WJIM Ha 3aKOHO/ATEJICTBOTO HA JbPKABUTE YWICHKH, BbBEKIAIIN U3UCKBaHUITA HA J[UpeKTHBa
2001/83/EQ, nezaBucuMo ot (popmaTa Ha TOKYMEHTA;

2. a pa3mopensar Ha BCAKO JUIIE Ja MPEIOCTaBH CBEICHHS 32 HAPYIICHHUS MO T. 1, KOUTO ca My
W3BECTHH;

2a. (moBa - JIB, Op. 102 or 2012 r.,, B cuma ot 02.01.2013 r.) ga WHCHEKTHpAT
MIPOU3BOJICTBEHUTE W THPTOBCKUTE OOEKTH HA MPOU3BOJUTEIUTE HA JIEKAPCTBEHHU MPOMYKTH, aKTUBHU WIIH
MOMOITHN BEIEeCTBA, KaKTO M Jab0opaTopuuTe, M3MOJA3BAHU OT MPHUTEKATEIUTE Ha paspelieHue 3a
MIPOU3BOJICTBO WJIM BHOC;

3. Jla WHCHEKTUPAT IO BCSIKO BPEME OOCKTUTE, TOJUIC)KAIIM HAa KOHTPOJ, W Ja W3HCKBAT,
MPOBEPSIBAT U MPABIT KOMHSI OT BCUYKU JOKYMEHTH, CBbP3aHH C LAJIOCTHATA ACHMHOCT Ha KOHTPOIUPAHUS
00€KT;

4. na B3emar mpoOu OT JIEKapCTBEHU MPOAYKTH, aKTUBHU U TOMOIIIHH BEIIeCTBa 3a J1a00paToOpHU
W3MHUTBAHUS,

5. (m3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) 1a UHCIIEKTUPAT MOMEIICHUATA,
apXUBUTE, TOKyMEHTUTE M OCHOBHATa JOKYMEHTAIUsl Ha CHCTEMaTa 3a MpOCIesSBaHE Ha JIEKapCTBEHATa
0€30IMacHOCT Ha MPUTEKATEINS HAa Pa3pelIeHUETO 3a YIoTpeda HiTh JINIA, Ha KOUTO € Bh3JI0KUIT H3BBPIIBAHE
Ha JICWHOCTHTE TIO TJIaBa OCMa;

6. (HoBa - /1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) na u3BbpIIBAT NPOBEPKA OTHOCHO
CIa3BaHETO HA YTBBHPJCHUTE LIEHHU, MPEACTHUTE LIEHW WM PErUCTPUPAHUTE IIEHH MpHU MpojaxkdaTa Ha
JIEKapCTBEHH MPOTYKTH;
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7. (mpemumHa T. 6 - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) na chCTaBIT aKTOBE 3a
YCTaHOBSIBAaHE HA aJIMMHUCTPATUBHU HAPYILICHUSI.

(2) (Ot™m. - B, 6p. 102 o1 2012 1., B cuima ot 21.12.2012 1.)

(3) (U3m. - IB, 6p. 98 o1 2010 1., B cria ot 01.01.2011 r.) U3neaauTenausT nupexktop Ha MAJL
WIH CHOTBETHUAT qupekTop Ha P3U B 3aBUCHMOCT OT MOAYMHEHHETO HA JITHKHOCTHOTO JIUIE, YCTAHOBUJIO
HapyLIeHUETO, UMa IIPaBo JAa:

1. paznopean MUCMEHO Ha HAPYIIUTENS J1a IPEyCTaHOBU HApYIICHHUETO 1o ai. 1, T. 1;

2. M3MCKBA OT HapyLIMTENs Aa JeKJIapupa, ye I1e NMPeyCTaHOBU HapylIEeHUeTo mo ain. 1, T. 1 u
IIpY HEOOXOIMMOCT J1a IO 33bJKU J]a HAallpaBy JIeKJIapalusTa 00ECTBEHO JOCTOSHHE;

3. pasmopeaum mpekpaTsBaHe WM 3a0paHa Ha BCSIKO HapymieHue mo an. 1, T. 1 u mpu
HE0OXOUMOCT J1a HalpaBU Pa3MOpEkIaHETO 3a MpeKpaTsABaHe WM 3a0paHa Ha HapyIIEHUETO OOIIECTBEHO
JOCTOSIHHE.

(4) (Hosa - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) [Ipeacenarensar Ha chbBeTa MO 9JI.
258, an. 1 uma mpaBo Aa pa3nopenn NUCMEHO Ha HApYILIUTEN Ja TPEyCTaHOBU HAPYIIEHUETO, YCTAHOBEHO
IIpY NIpoBepKara 1o ai. 1, 1. 6.

Yn. 270a. (Hos - JIB, 6p. 67 ot 2020 r.) (1) [Ipu ocbluiecTBsIBaHEe HA KOHTPOJIHUTE CU (QYHKIIUU
CBHBETHT MO wi. 258, an. 1 uma npaso aa:

1. n3uckBa uHpGopmarus 3a:

a) JOCTaBeHUWTe Ha TepuTopusira Ha PemyOnuka bearapus kojuuecTBa MO JIEKapCTBEHU
IPOAYKTH, KAKTO U LIEHUTE Ha TAXHOTO MPUA00UBaHE;

0) THProBIMTE Ha AP0, Ha KOUTO Ca JOCTAaBEHH KOJIMYEeCTBATa JIEKapCTBEHH MPOAYKTH 110 OyKBa
uan;

B) JlaTaTa, Ha KOSITO Cca U3BBPIICHHU JOCTaBKUTE 1o OykBu "a" u "0";

I') HUIMYHUATE B CKJIA/IOBETE KOJIMYECTBA, IOCOUYEHH T10 JIEKAPCTBEHU MPOIYKTHU;

2. mpoBepsABa ThPrOBCKU WJIN APYTH KHMKA, JTOKYMEHTH M HOCUTENIM Ha MH(pOpMaILMs ¢ Orjie]
YCTaHOBSIBAHE Ha CIMa3BaHE HA YTBBPACHUTE IICHU, MPEACIHUTE IICHW WM PETHCTPUpPAHHUTE LEHH Ha
JIEKapCTBEHHUTE TIPOTYKTH;

3. u3ucKkBa U CcHOUpPA OPUTMHAIHMU JOKYMEHTH, JaHHU, CBEIEHUS, KHIKA, CIIPaBKU U APYTH
HOCHUTENIM Ha WHPOpPMAIKs 32 YCTAaHOBSBAHETO HA CIa3BaHE HA YTBBPJCHHUTE IICHU, NMPEICITHUTE IEHU HIIH
PETUCTPUPAHUTE LIEHU Ha JIEKAPCTBEHUTE MPOIYKTH; U3UCKBA 3aBEPEHU KOIUS Ha MHUCMEHUTE TOKYMEHTH U
3aBEPEHHU PA3NEYaTKH Ha JAHHHU OT TEXHUYECKU HOCHUTEIIH;

4. mosmydnm JOCTBII OT NPOBEPSABAHUTE JUIA [0 ABTOMATU3MpPAaHUTE UM HHGPOPMALMOHHU
CHCTEMH, MPOIYKTH WIH apXUBHU, KOTaTO ChOMpaHETO, ChXpaHsABaHETO U 00paboTkara Ha MHPOpPMaLUATA ce
M3BBHPIIBA 110 TO3W HAYUH.

(2) Ilpu ocwkliecTBIBaHE Ha KOHTPOJIHHUTE CU (DYHKIMM CHBETHT MMa IPaBO Jla U3UCKBA OT
MIPOBEPSBAHUTE JIMIIA IPEAOCTABsIHE HAa MH(OPMAIIHS U TOKYMEHTH I10 aj. | B ONpeseneH OT Hero CPoK.

(3) CbBeThT MOXKeE J1a CKIIF0UBA CIIOPA3yMEHUS 32 B3aMMOJAENUCTBHUE C IPYT'H KOHTPOJIHU OpraHy,
NIpY U3IIBJIHEHNUE Ha (PyHKIMHUTE CH 110 all. 1.

Y. 271. (1) (U3m. - [AB, 6p. 98 ot 2010 ., B cmma ot 01.01.2011 r.) Pernonanaure 3apaBHu
WHCIIEKIIUY UMaT MPaBo Ja:

1. crupar CTPOWTENCTBOTO M Jla W3JaBaT NPEIIMUCAHHS, KOTraTO YCTAHOBAT HApYIICHHS Ha
XUTUCHHUTE HOPMH W M3UCKBaHMs B Ipolleca HAa H3IBIHEHHUE HA CTPOMTEICTBOTO; TPU HE3AKOHHO
CTPOUTEIICTBO Ha OOEKTH W CHOPBIKEHUS 3a TMPOU3BOJACTBO, ChXPAHCHHWE W TPOJaKOa Ha JICKApCTBEHU
NPOAYKTH yBeAoMsBaT JlMpeKnusaTa 3a HAIMOHAJICH CTPOMTEICH KOHTPOJ WJIM TEXHHUYeCKara ciyx0a Ha
oOmMHaTa;

2. 3a0paHsBaT ITYCKAaHETO B EKCIDIOATAIlMS M Ja CHHpPAT eKCIUloaTanuaTra Ha OOeKTH |
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CbOPBKEHHUS TpU HapyllaBaHE HAa M3HCKBAHMATA W HA XUTHEHHUTE HOPMH TIPU MPOHU3BOJCTBOTO,
ChXPAHEHUETO U MpoJak0aTa Ha JEKapCTBEHU MPOIYKTH - A0 OTCTpPaHsSIBaHE HAa HAPYIICHUATA;

3. (mm. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 67 ot 2020 r.)
OJIOKHpAT JICKApCTBEHH MPOAYKTH CJell TMOoTy4aBaHe Ha MUCMeHOo yBemomiieHue or MAJI 3a Hanmmume Ha
JOKYMEHTUpaHa MHQpOpMAIUs 32: HECHOTBETCTBUE C M3MCKBAHMSTA 332 KAYE€CTBO; JIEKAPCTBEHHU MPOIYKTH,
BHECCHH WJIM TPOM3BEICHU B HapyIICHHE HAa TO3M 3aKOH; JICKAPCTBEHH MPOIYKTH, KOUTO C€ IMpejiarar B
OTIaKOBKH C JTUCTOBKH, KOUTO HE OTIOBAPAT HAa M3UCKBAHUATA HA TO3M 3aKOH; U M3MpaIaT MOCTPH OT TAX B
HNAJI;

4. naBaT 3aKJIIOYEHHS 3a CHOTBETCTBHETO Ha OOEKTUTE Ha KOHTpOJa C HOPMATHBHO
OIpeJIeIEHUTE N3UCKBAHUS;

5. M3maBaT pasnopekIaHUs, MPEANMCAHUS W YKa3aHUs B PaMKUTE Ha CBOSITa KOMIETEHTHOCT,
KOUTO Ca 3aJbJIKUTEITHHU 32 BCUUKH JIMIAa HA TEPUTOPHUSITA HA ChbOTBETHATa 00JIaCT;

6. (moBa - JIB, Op. 67 ot 2020 T1.) OCBIIECTBSIBAT KOHTPOJA TIO W3IBIHCHHETO Ha
pasnopexaaHuATa 3a U3TETIIIHE Ha JIEKAPCTBEHU MPOIYKTH OT OOEKTUTE, PA3MOJIO0KEHU HA TEPUTOPUITA Ha
ChOTBETHATA 00JIACT.

(2) (U3m. - B, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., nom. - JIB, Op. 67 ot 2020 r.)
[TpunynuTenHUTE aJIMUHUCTPATUBHU MepkH o an. | wim mo wi. 270, an. 3 ce HamaraT cbhC 3aroBej Ha
nupekropa Ha P3U. Konue ot uznanenara 3anosen ce usnpaia Ha MAJL

(3) 3amoBeauTe 1O aj. 2 MOAJEKAT HAa 00XKaJIBaHE MO pea Ha A IMUHUCTPATUBHOMPOIIECYATHHS
KOJIEKC, KaTO 00)KaJIBAHETO HE CIIUPA U3ITBIHEHUETO UM.

(4) (Homa - 1B, Op. 67 ot 2020 r.) Pernonannute 3mpaBHH MHCHEKIMU yBemomsiat MAJIL,
KOTaTo yCTAHOBST, Ye:

1. anTeka Ha TepUTOpUATA HA CHOTBETHATa 00sacT He pabotu noseue oT 30 IHU B paMKUTE Ha
€/IHa KaJleHJAapHa TO/IMHA;

2. HAMa amnTeKa Ha ajapeca, 3a KOMTO € W3aJIeHO pa3pelleHHe 3a THProBHS Ha JApeOHO ¢
JIEKapCTBEHU MPOTYKTH.

Yn. 272. (1) M3nbiaHuTeNHATA areHuus 1o JeKapcerara:

1. (mom. - JAB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) 3a0paHsiBa MyCKAaHETO B
eKCIUTIOATaIsl U CIIUpa eKCIUIOATAUATa Ha OOCKTH U ChOPBKEHUS IPU HapylllaBaHe npasuiaTa Ha JloOpara
MIPOM3BOJICTBEHA NpPAaKTUKAa Ha JICKAPCTBEHM NPOIYKTH M Ha aKTHBHH BEIIECTBA, KakTo W Ha JloOpute
IUCTPUOYTOPCKU MPAKTUKH 10 OTCTPAHABAHE HA HAPYILIECHUATA;

2. 3a0paHsiBa IPOU3BOJCTBOTO, BHOCA, U3HOCA U THPrOBHTA HA JIEKAPCTBEHHU MPOAYKTH, KOUTO
IOpSAKO MM KOCBEHO 3acTpallaBaT 3[paBeTO Ha XopaTa, M paslnopexja Te Ja ObJaT YHUIIOXKEHH,
npepabOTEeH! UM U3IIOJI3BAHU 32 APYTH LIENH;

2a. (nosa - /IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) 3ayinyaBa OT perucTbpa JIMLATA,
M3BBPIIBAIIY AEHHOCT IO HOCPETHUYECTBO C JIEKAPCTBEHU NMPOIYKTH, IIPU HECIIa3BaHE HA 33 bJDKEHUSATA 110
1. 2126.

3. BpEMEHHO cIUpa eKCIUloaTalusATa Ha OOEKTH 3a THProBHS HA €ApO U Ha JApeOHO C
JICKapCTBEHH NPOIYKTH, KOTaTO HE C€ H3MBIHABAT YCJIOBUATA, NMPU KOUTO € HM3JaJIEHO CHOTBETHOTO
paspelieHue;

4. Omokupa JeKapcTBEHH IMPOAYKTH IpU HaJIMYUEe Ha JOKyMEHTHpaHa uHopMmauus 3a:
HECHOTBETCTBHE C HW3WCKBAHUATA 32 KayecTBO, €PEKTHBHOCT M OE30MACHOCT; JIEKAPCTBEHU MPOAYKTH,
BHECEHM WJIM IPOM3BEJECHU B HAPYIIEHHWE HAa TO3M 3aKOH, KAKTO M JIEKApPCTBEHHM MPOAYKTH, KOUTO Ce
npe/ularaT B OMAaKOBKH C JIUCTOBKM, KOMUTO HE OTrOBapsT Ha W3UCKBAHUATA Ha TO3M 3aKOH; IPH
HE00XOMMOCT Hapex/1a U3TEIITHETO UM OT alTeKUTEe U JIPOrepuuTe, OT CKJIAJ0BETE 3a ThPIOBUS Ha €1po,
OT IIPOU3BOJUTEIIUTE U JICUEOHUTE 3aBEICHUS U yBEIOMsIBa 32 TOBa MUHHUCTEPCTBOTO HA 37paBEOIa3BaHETO;

5. (m3m. - IB, 6p. 84 ot 2018 1. (*)) oTHEMa U3AZICHOTO pa3pelieHue 3a KIMHUYHO U3IUTBAHE,
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CIMpa MPOBEXKIAHETO HAa KIMHUYHOTO M3IMUTBAHE WJIM 33]IbJKABa BB3JIOKHUTENSA J1a MOAAJE 3asBICHHUE 3a
CBIIIECTBEHA TPOMSHA B KIWHUYHOTO HW3MHUTBAaHE MpH ycTaHOBeHH HapymieHus Ha Permament (EC) Neo
536/2014 npu ycnoBusTa U M0 pefa, NPeABUIEHH B HETo;

Sa. (moBa - /IB, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
ot 02.01.2013 r., gom. - JIB, 6p. 67 ot 2020 r.) pasnopexaa OIOKUpaHe, U3TETJISIHE M YHUIO’KaBaHE Ha
dammuduurpanu TeKapcTBEHU MPOAYKTH U Ha JEKAPCTBEHU MPOIYKTH C HEYCTAaHOBEH MPOU3XOJl, KAKTO H
Ha JICKapCTBEHHU MPOAYKTH B cirydante 1o wi. 24 u 30 ot [lenerupan pernament (EC) 2016/161;

56. (woBa - /1B, Op. 60 or 2011 r., B cuna ot 05.08.2011 r.) m3BbpmIBa IPOBEPKHU HaA
HaMpaBEeHUTE TapeHUs 1o Wi. 268a, an. 1;

6. u3naBa pasnopekIaHus, NPEANUCAHUS U YKa3aHUA B PaMKUTE Ha CBOATAa KOMIIETEHTHOCT,
KOUTO €a 3abJKUTENTHU 32 BCUUKH JINILIA;

7. (moBa - JIB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.) mocraBs 1moj Bb30paHa JIeKapCTBEHU
IPOAYKTH M AKTUBHU BEUIECTBA IPU CbMHEHUE B OTKJIOHEHHME Ha KAaueCTBOTO WM 4pe3 IOCTaBSIHE Ha
YAOCTOBEPUTEIIHU 3HALIU B 00EKTHUTE 32 TPOU3BOJICTBO.

(2) IlpuHyauTENIHNUTE aIMUHUCTPATUBHU MEpPKH 10 ai. | mwnm no wi. 270, an. 3 ce Hajarar cbe
3anoBe] Ha qupekTopa Ha MAJL

(3) 3anoBeaute Mo ai. 2 mojuIeXkar Ha oOKaiaBaHe MO pela Ha AJMUHUCTPATUBHONPOLIECY ATTHHS
KOJIEKC, KaTO 00)KaJIBAHETO HE CIIUPA U3ITBIHEHUETO HM.

Uin. 272a. (Hos - JIB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) (1) C nenerupanu akToBe 1o
1. 526, nmaparpad 2 ot JJupexruna 2001/83/EO ce ycTaHOBSIBAT HEOOXOAUMHUTE MEPKHU 3a TIPEIOTBPATIBAHE
MyCKaHETO B oOpallleHre Ha JIEKapCTBEHU MPOAYKTH, BbBeJIeHH B EBponeiickust cbio3, HO HEeNpeJHa3HAuYCHH
3a MyckaHe Ha naszapa Ha EBpomelickus cbio3, 32 KOUTO UMa JOCTAThbYHO OCHOBAHMS 32 CbMHEHHE, Y€ ca
danmubunrpanm.

(2) W3nbanuTenHaTa areHUUs IO JIeKapcTBaTa MpeArnpueMa HEOOXOAMMHUTE MEPKH B
CbOTBETCTBUE C JIEJIETUPAHUTE AaKTOBE MO aj. | 3a mpefoTBpaTsiBaHE IyCKaHETO B oOpalleHue Ha
JICKapCTBEHH NMPOJYKTH, BbBeAeHU B EBpomeiickus cbio3, HO HENpeaHa3HaueHH 3a IyCKaHEe Ha Mas3apa Ha
EBpomneiickus chbr03, 32 KOUTO MMa JOCTATHYHO OCHOBAHMS 32 ChMHEHHE, Ye ca QanmmuIiupan.

(3) MutHuueckute opranu ysenomsiBaT MAJI 3a BpBexaHeTO Ha TepuTopusaTa Ha PemyOminka
bparapus Ha nekapcTBEHU MPOIYKTH 10 all. 1 ¢ oryen mpeanpreMaHeTo Ha MEPKH 110 all. 2.

Un. 2726. (HoB - [IB, Op. 67 ot 2020 r.) (1) Ilpurexkarenure Ha pa3pelicHue 3a
MIPOM3BOJICTBO/BHOC, MPUTEXATEIUTE Ha paspelleHre 3a ymnorpeda, MpuUTekaTeluTe Ha paspelleHue 3a
napajeieH BHOC, IPUTEKATEIUTE Ha pa3pellleHue 3a ThProBUS Ha €IpO C JIEKAPCTBEHU NPOAYKTH,
MIPUTEXKATENIUTE HA Pa3pelIeHHe 3a ThProBHs Ha JPEOHO C JIEKapCTBEHU MPOJIYKTH B anTeKa U JeueOHHUTe
3aBeJICHNs U3BBPIIBAT JeiicTBUsATA, onpeseneHu B Jlenerupan perinament (EC) 2016/161.

(2) bobarapckara opraHmzanus 3a Bepu(UKaus Ha JIEKapCcTBaTa Ch3JaBa M YIpPaBIsIBA
Hammonanen peructsp mo wi. 32, 1. 1, 6ykBa "0)" or [enerupan pernament (EC) 2016/161, xoiito
o0ciyxBa TepuTopusara Ha Peny6inka brirapus.

(3) (dom. - [IB, Op. 16 ot 2024 r., B cuna ot 23.02.2024 1.) [IpaBo Ha 0e3BB3ME3/ICH U MPSK
JOCTBII JIO PETUCTHPA 110 all. 2 U 70 HHPOPMALUATA, KOATO C€ ChIAbpPXKa B HETO UMAT CIICAHUTE HALIMOHATIHU
KOMITIETEHTHH Opranu cbritacHo wi. 39 ot Jlenerupan pernament (EC) 2016/161:

1. M3nbiHUTENHATA areHIMs MO JIeKapcTBaTa - 3a IEJIUTE Ha YMpaKHsSBAaHE HA HAA30p BBPXY
(YHKIMOHMPAHETO HA PETUCTPUTE W pascieqBaHe MPHU CbMHEHHE 3a Cllydad Ha Qammmduiupane, KakTo U
3a nenurTe Ha papMaKoJIOTHYHATA OJUTEITHOCT WK (apMaKOETIUIEMUOJIOTUSTA;

2. MuHHMCTEPCTBOTO Ha 3/ApaBeona3BaHeTo, HamnmoHnanHaTa 34paBHOOCUTYpPHUTENHA Kaca M
CBHBETHT MO wi. 258, an. 1 - 3a menMTe Ha 3aruianaHe Ha JICKapCTBEHU MPOTYKTH ¢ TyOJIUYHHU CPEICTBA.
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(4) (Homa - /IB, Op. 16 ot 2024 1., B cuna ot 23.02.2024 r.) Uudopmanus oT perucrspa mo ai. 2
ce MpenoCTaBs U MpPU MOUCKBAHE OT HAIIMOHAIHUTE KOMIIETEHTHU OpraHU Mo aj. 3 B CHbOTBETCTBHE C
Henerupan pernament (EC) 2016/161, BKIroYUTETHO 32 IENUTE Ha 3alllallaHe Ha JIGKAPCTBEHU MPOAYKTH C
myOJIMYHU CpeCTBa, KaTO ChIbPKaHUETO U opMaTa Ha UH(POpPMALMITA U CPOKBT 3a MPEIOCTABSIHETO U CE
OTIPEIETISIT B CbOTBETHOTO HCKAHE.

Ui 2728. (Hos - /IB, Op. 16 ot 2024 1., B cuma ot 23.02.2024 r.) 3a 1nenuTe Ha 3aruiamaHe Ha
JIEKapCTBEHH MPOAYKTH C IMyOJMYHH cpencTBa MHHHCTEPCTBOTO Ha 3/paBeomna3BaHeTo, V3mbiaHUTETHATA
areHIus Mo JieKapcTBaTa, HallMOHAIHUAT CHBET MO LIEHU U peuMOypCUpaHe Ha JIEKApCTBEHUTE MPOIYKTH,
Hanmonannara 3apaBHOOCUTYypUTENIHA Kaca, beiarapckata opranusanus 3a Bepu@UKanus Ha JeKapcTBara,
MPUTEKATEIIUTE HA pa3pelIEHUE 3a THProBUS HAa €ApO C JIEKAPCTBEHH MPOJAYKTHU, NPUTEKATEITUTE HA
paspelnieHue 3a ThProBus Ha APEeOHO C JIEKAPCTBEHU MPOAYKTH, IEYCOHUTE 3aBeIeHUs o wi. 222, an. 4, T. 1
M 2, IEHTPOBETE M XocmucHuTe 1o wi. 222, an. 4, T. 3 U 4 u nedeOHHUTE 3aBelneHUS 1o 4wi. 222, am. 6
OCUTYpSIBAT ONEpaTHBHA CHBMECTUMOCT M CBBP3aHOCT 3a aBTOMATHM3MpaH OOMEH Ha JaHHU B MAIIWHHO
yeTuM ¢dopmart B peaiHo Bpeme Ha Harmonannara 3npaBHOMH(OpMAIIMOHHA cUCTeMa 1o 4. 28T, an. 1 ot
3akoHa 3a 37]paBeTo, CIeluaIn3UpaHaTa eJeKTpoHHa cucteMa no wi. 2176, an. 1, peructspa mo ui. 259, an.
2, 1. 4, uaopManmonHarta cuctema mo 4wi. 63, ain. 1 oT 3akoHa 3a 3ApPaBHOTO OCHTYpsIBaHE, CUCTEMATa OT
peructpu no cmucwia Ha J[enerupan persmament (EC) 2016/161 m uHpOpMalMOHHUTE CUCTEMH Ha
IIPUTEXKATEJINTE Ha pa3pelleHHe 3a THProBUS HA €IpO C JIEKApPCTBEHU IPOJIYKTH, MPUTEKATEINUTE Ha
paspelleHue 3a ThproBusi Ha IpeOHO ¢ JIEKapCTBEHU MPOIYKTH U HA JIeueOHUTE 3aBeACHUS 110 4. 222, ain. 4,
T. 1 1 2, HEHTPOBETE U XOCMUCUTE 1O 4. 222, ain. 4, T. 3 u 4 u nedeOHUTE 3aBeACHUs 110 Wwi. 222, aj. 6.

Un. 273. (1) YcnoBusita 1 peAapT 3a B3eMaHe Ha MpoOWTEe, W3BBPIIBAHE HA W3MHUTBAHUATA U
3aIUTalIaHeTo UM Ce OIpeNieNAT B Hapea0a Ha MUHUCTBpa Ha 3/]paBEOIa3BaHETo.

(2) Ilpn ocmopBaHe Ha pe3yJTaTUTE OT MU3BBPILIEHU JAOOPATOPHU HU3MUTBAHUS CE MPABST
MOBTOPHH M3MUTBaHUA. Te ce U3BBPIIBAT MIPH MUCMEHO MCKaHe OT 3aMHTEepecoBaHaTa CTpaHa, HAMPaBEHO B
7-AHEBEH CPOK OT JlaTaTa Ha MoJyyaBaHe Ha pe3yiTara OT ITbPBOHAYAIHOTO U3ITUTBAHE.

(3) IloBropHuTe H3NUTBAHUS MO al. 2 Ce€ W3BBPLIBAT OT EKCHEPTH, OIpEelIeIeHH OT
M3IBJIHUTENHUS qupekTop Ha MAJL, KouTo He ca yuyacTBajlu B TbPBOHAYAIHOTO U3MHUTBAHE, B IPHUCHCTBUETO
Ha YIIBITHOMOIIEH MTPEJICTABUTEN HA 3aMHTEPECOBAHATA CTPAHA.

Un. 274. (1) YcnoBusita U peapT 3a OJOKUpaHE U HW3TETJSIHE HA JIGKAPCTBEHU MPOIYKTH,
MOKa3aJli HEeChOTBETCTBHE C W3MCKBAHUATA 332 KayeCTBO, OE30MACHOCT W e(PHUKACHOCT, ce ONpenelsiT B
Hapen0a Ha MUHHCTBPA Ha 3/[PaBEONa3BaHETO.

(2) (U3m. - JIB, 6p. 67 ot 2020 r.) YcnoBusita U peabT 3a YHHUIIOXKABAHETO HA JICKAPCTBEHUTE
MIPOJYKTH C€ OMPEACIAT B Hapea0a Ha MUHHUCTHPA Ha 3[IpaBeOIa3BaHETo.

Yn. 275. (1) Ilpu ocwuiecTBaBane Ha KoHTpoaa MAJI npeanpuema BCHUKH HEOOXOAUMHU MEpPKH,
3a J1a OCUT'YpH IIPaBUJIHO BAJIMJIMPAHE Ha IIPOLIECUTE HA MPOU3BOJCTBO U INPEYMCTBAHE HA JICKAPCTBEHU
IIPOAYKTH, IIOJYyYEHU OT YOBEIIKA KPbB MJIM YOBEILIKA IUIa3Ma, OCTOSHCTBO B KA4YECTBOTO Ha MAPTUANUTE U
rapaHTHpaHe, TOKOJIKOTO TEXHOJIOTUSATA MTO3BOJISIBA, OTCHCTBUETO Ha crielM(UYHA BUPYCHA KOHTAMUHALIUS.

(2) Tlpowmsomurenute yBemomsiBar MAJI 3a Meroma, HW3MONA3BaH 3a HaMajsBaHE WM
OTCTpaHsBaHEe Ha MATOT€HHH BUPYCH, KOUTO MOrar Jga ObJaT NMPEHECEHU 4pe3 JIEKapCTBEHH HPOIYKTH,
ITOJIyYEHU OT YOBENIKA KPBB MJIM YOBEIIKA IIa3Ma.

(3) U3nmbsiHuTenHaTa areHiys Mo JIeKapcTBaTa M3MMTBA WM M3Ipallla 3a W3MUTBaHE B Jpyra
ounmanna maboparopusi 3a KOHTPOJI Ha JIEKapCTBEHU NpoaykTH B PemyOmuka Bvarapus wnm B npyra
Ibp)KaBa WIEHKAa MOCTPU OT HACUIIEH/HEPA3JIAT MPOMYKT W/MIIM JIEKApCTBEH MPOAYKT 3a M3IUTBAHE WIM B
XO/la 3a OIICHKa Ha 3asBJICHME 3a pa3pellaBaHe 3a yrnorpeba mo wi. 46, an. 1, T. 2 wiM cien uU3AaBaHe Ha
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paspelieHue 3a ynorpeoa.

Yn. 276. Msnbanutennuar aupektop Ha HMAJI cbc 3amoBen BpPEMEHHO CIUpa, OTHEMA,
MIpeKpaTsaBa UM IPOMEHS pa3pelIeHUETO 3a yoTpeda Ha JIEKapCTBEHUs MPOAYKT/PErucTpanusara, Korarto ce
YCTaHOBH, Ye:

1. uma HelomycTUMa HeXKeaHa JIEKapCTBEHA peakus Ipy IpaBUIIHA yIIoTpeba, UiIu

2. nuIcBa TepaneBTHYHA ePUKACHOCT (TepaneBTUYHA €(PUKACHOCT JIMIICBA, KOTaTO C€ YCTAaHOBH,
ye He Morar Jga ObJaT TOJy4YeHH OOSBEHHTE TEPAaNeBTHYHHM pE3yNTaTH MpPHU pa3pelIaBaHeTo My 3a
yroTpe0a), uiu

3. ChOTHOILIEHHETO I10J133/PUCK € HeOIaronpHusITHO MPH MIPABUIIHA yIIOTpeda, UIu

4. KOJMMYECTBEHUAT U KAUYECTBEHUAT CHCTAB Ha JIEKApPCTBEHUS MPOJAYKT HE OTroBapAT Ha
JeKJIapupaHus IPU pa3peliaBaHeTo 3a ynorpeda, nin

5. JaHHUTE OT AOCUETO MO Wwi. 27 - 32 ca HEBEPHHU, WIH

6. (u3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) maHHUTE OT MOCKETO 1O 4. 27 - 32 He
ca JIOIbJIHEHU WJIM HE ca IPOMEHEHU ChIVIACHO M3UCKBAaHUATA HA IJIaBa TPeTa, pasaen VI, uim

6a. (HoBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1.) HE ce U3MBJIHABAT YCIOBHATA IO
4. 55a, 56 unu 56a, niu

60. (moBa - JIB, O6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) mpou3BOICTBOTO HA JICKAPCTBCHHUS
MPOAYKT HE € U3BBPIICHO B CHOTBETCTBUE C OMMCAHUS HAYMH Ha MPOU3BOACTBO 1Mo wi. 27, an. 1, T. 7, win

7. (m3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) He ca U3BBPIICHH KOHTPOIHH
M3MUTBAHUA WIH T€ HE CE U3BBPIIBAT B ChOTBETCTBUE C METOAMUTE, MOCOUEHH B Wi. 27, ai. 1, T. 8, unu

8. JaHHUTE BBPXY ONAKOBKaTa W/WIM B JHCTOBKaTa HE ca B ChOTBETCTBHE C OJOOpPEHHUTE IPH
M3JIaBaHETO Ha Pa3peLICHUETO 3a YIoTpeoda;

9. (HoBa - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) mpuTekaTensIT HA pa3pelieHue 3a
ynotpeda He € M3IBIHWI 3aIbJDKEeHUsTa 110 wieH 45, maparpad 1 ot Permament (EO) Ne 1901/2006.

Un. 277. (1) W3nbaaurennuar aupekrop Ha MAJL, HezaBucuMO OT Mepkute mo uji. 276,
3a0paHsiBa ChC 3aMoBe]] CHAOASIBAHETO C JIEKAPCTBEHUS MPOIAYKT U pa3nopexia OJIOKUPaHETO U U3TETIISTHETO
My OT Ia3apa, KoraTo:

1. (mm. - 1B, Op. 102 or 2012 ., B cuma ot 21.12.2012 r.) uma HemomycTMa HEXKeJlaHa
JIEKapCTBEHA peaKius, Uin

2. TATICBA TepaneBTUYHA €(PUKACHOCT, MU

3. (mu3m. - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 1.) CHOTHOIIEHHUETO TOJ3a/PUCK €
HEOJIaronpusITHO, WK

4. KONWYECTBEHUST W KAYECTBCHHAT CHCTaB Ha JIGKAPCTBEHHUS TPOIYKT HE OTTOBapsAT Ha
JeKIapupaHus P pa3pelIaBaHeTo 3a yrnorpeda, uin

5. KOHTPONBT Ha JICKAPCTBEHHS MPOAYKT W/MIM HA CHCTaBKUTE M HAa MEXKIUHHUTE €Talmd OT
MIPOU3BOJICTBEHHS MPOLIEC HE € U3BBPIICH, WK HE CE€ M3MBJIHABAT MU3UCKBAHUATA, IPU KOUTO € HU3aJEHO
pa3peleHneTo 3a MIPOU3BOJICTBO.

(2) Wsnenautennusar aupexkrop Ha MAJl moke nma Hamoxku 3abpaHa mo ain. 1 m camo 1o
OTHOIIICHHE Ha KOHKPETHHU MapTUIH OT JIEKAPCTBEHUS MPOAYKT.

Y. 278. (1) U3nbaautennusar aupekrop Ha MAJL cbec 3amoBen BpEMEHHO CIIMpa WU OTHEMaA
pa3pelieHrueTo 3a yrnorpeda Ha rpyrna Wil Ha BCUYKHU JICKAPCTBEHU MPOJYKTH, 33 KOUTO MO OTHOIICHHE
MSACTOTO MM Ha MPOMU3BOJICTBO HE CE€ M3IBJHABAT U3UCKBAHUATA, IPU KOUTO € M3/1aJIEHO Pa3PEIICHUETO 32
IIPOU3BOJCTBO.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



(2) Mzmpanutennust aupexktop Ha MAJL ocBeH mepkuTe mo wi. 276 MOXe ChC 3amoBe]
BPEMEHHO J]a CIIpe BHOCA Ha TpyIa WM HAa BCUYKH JICKAPCTBEHH MPOAYKTH OT TPETH IbPKABH WIH Ja
OTHEME M3/IaJICHOTO pa3pellieHue 3a BHOC Ha TPyIMa WM Ha BCUYKH JEKApPCTBEHU MPOAYKTH, KOraTo HE ca B
CBOTBECTCTBUC C UBMCKBAHUMTA HA I'JIaBa II€Ta.

(3) Usnbaautennuar aupekrop Ha WMAJL ocBeH mepkure mo wi. 276 MOXE ChC 3amoBe]
BPEMEHHO JIa CTpe WM J1a OTHEME Pa3pelIeHUeTo 3a MPOU3BOJICTBO Ha Ipyla WM HAa BCUYKH JICKAPCTBCHH
MPOJYKTH, KOUTO HE Ca B ChOTBETCTBHE C M3MCKBAHMATA HA TJIaBa IMETa.

Un. 279. (1) 3amoBeamtre mo uin. 276, 277 wunm 278 ce BpbUBAT HA MPUTESKATENS Ha
pas3pelieHneTo 3a ynorpeda, CbOTBETHO HA MPOU3BOAUTENS HIIM BHOCUTETIS.

(2) 3anoBeaute 1o ajn. 1 mojiekar Ha 0OkaNBaHe MO peaa Ha AJMUHUCTPATUBHOMPOIECYTHHS
KOJIEKC, KaTO 00aJIBAHETO HE CIIUPA U3ITBIHEHUETO HM.

Un. 280. (1) Ilpu ycraHoBsiBaHe Ha HapyIUIEHWs HA pa3lopeOWTEe Ha TJaBa €IMHAJIEeCeTa,
CbOTBETHO Ha HapezabaTta mo wi. 249, u3nbaHuTenHUAT Aupexktop Ha WAJL pasnopexnaa cbC 3amoBen
CTIMpaHe Pa3MpPOCTPaHEHUETO HA peKIaMara.

(2) Coc zamoBenra mo an. 1 gupextopbT Ha MAJl mMoxe Ja 3aabDKu pekiaaMojatens Ja
nyONMKyBa WM J1a pasnpocTtpanu cbriacyBano ¢ MAJl ompoBepkeHHe Ha TBHPICHUITA B peKjaMara upes
CBIIUTE CPEACTBA U B ChILUA GOPMAT U 00EM.

(3) 3amoBeara mo an. 2 mMoANeXU Ha OOXajBaHE MO pela Ha AJMHHUCTPATHBHOMPOIECYATHUS
KOJIEKC.

I'naBa yeTupunamecera.
AIMUHUCTPATUBHOHAKA3ATEJIHU PA3SITIOPEJIBA

Y. 281. (1) (dom. - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r., uzm. - JIB, 6p. 102 ot 2012
r., B cia ot 02.01.2013 r.) Koiito mpou3sBexaa, BHacs, IpoAaBa, ChXpaHsiBa WK MPEAOCTaBs 3a yrnorpebda B
PenyOnuka bearapus nekapcTBeHH MPOITYKTH, KOUTO HE Ca pa3pellieHH 3a ynoTpeda, U3BbH CIIydauTe Mo 4.
8, 9 u 10, kakTO U TakMBa C HEYCTAaHOBEH IIPOU3XO0JI, aKO HE IOJUIEKU Ha IIO-TEXKKO HaKa3aHUE, CE HaKa3Ba C
rio6a ot 25 000 1o 50 000 xB.

(2) CpmoTo Haka3aHME ce Hajlara M Ha JIMIaTa, KOUTO MPOU3BEXKAAT, BHACAT, MIPOAABAT WU
Jomyckar ga ce ynorpeOsBaT B PemyOnmka Bbiarapust ekapcTBeHH NPOAYKTH, KOUTO HE OTTOBapsT Ha
M3MCKBaHUATA Ha JieficTBalaTa (papMakores U Ha yCJIOBUATA IIPU pa3peliaBaHeTo UM 3a yrnorpeoa.

(3) Koraro Hapymenusta no ain. 1 u 2 ca CBbp3aHU C Hepa3pelleHH 3a yrnoTpeda JIeKapcTBEHU
MPOAYKTH, ChIbPKAIM HAPKOTUYHHU BELIECTBA, WJIM IPU MOBTOPHOTO UM M3BBPLIBAHE, aKO JIESHUATA HE
ChCTaBIISABAT MPECTHIUICHUE, Pa3peLIeHNEeTO, U3/1aJIeHO 110 pe/ia Ha TO3H 3aKOH, Ce OTHEMA.

(4) MenuuuHCKY CcrienuanucTy, KOUTO MPOU3BEXKAAT, IPOoJAaBaT WK MPEIOCTaBAT HEPa3peLIeHH
3a ynoTpeda JeKapCTBEHH NMPOJYKTH, CE JHUIIABAT OT MPaBO Ja YIPaKHABAT MpodecusTa cu 3a CpoK oT 6
Mecena J10 JIB€ TOJUHH.

(5) Hakazanmetro mo an. 4 ce Hajara CbhbC 3aloBE]] HA MUHUCTBhpPA Ha 3JIpaBEOIa3BaHETO IIO
IIPEJIOKEHUE HAa N3ITBIHUTENHUS nupekTop Ha MAJL

UYn. 282. (1) KoiiTo mponaBa ekapcTBEHU MPOAYKTH B ONMAKOBKU MJIU C TUCTOBKH 32 MAIMEHTA,
KOUTO HE OTTOBapsAT HAa M3MUCKBAHUATA HA TO3M 3aKOH, ce Haka3Ba ¢ riobda or 750 mo 1500 nB., a mpwu
MMOBTOPHO M3BBPIIBAHE HA CBHIOTO HapyieHue - ¢ riaoda ot 1500 go 3000 nB.
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(2) Koiito npoaaBa jekapcTBEeHH MPOIYKTH O€3 JMCTOBKH 3a MAaIMEeHTa, Ce HaKa3Ba C riioda oT
750 no 1500 nB., a mpH MOBTOPHO M3BBPIIBAHE HA CHITOTO HapyIIeHue - ¢ raobda ot 1500 g0 3000 nB.

UYn. 283. (1) Koiito BHacs, ThpryBa WM IpeaocTaBs 3a ynorpeba JIEKapCTBEHU MPOAYKTU C
M3TEKbJ CPOK Ha TOJIHOCT, ce Haka3Ba ¢ rimobda ot 10 000 mo 20 000 nB.

(2) Koiito HapymaBa mbpBHYHA/BTOPHYHA OMAKOBKA WM IPOIAaBa/TIPEIOCTaBs JIEKAPCTBEHU
MPOAYKTH C HapyllleHa MbPBUYHA/BTOpPHYHA OIMAKOBKa, c€ Haka3Ba c¢ 1ioda ot 750 mo 1500 nB., a mpu
MOBTOPHO HapyIeHue - ¢ rioda ot 1500 1o 3000 nB.

Yn. 284. (1) Koiito mpou3sBexaa, BHACS WIM THPryBa Ha eIpo C JICKApPCTBEHH MPOIYKTH WU
IIpoJiaBa JIEKApCTBEHU MPOAYKTH, O0€3 J1a MMa pa3pellleHue 3a ToBa, ce Haka3a ¢ rioda 50 000 miB.

(2) (Hom. - /1B, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
ot 02.01.2013 r.) KoiiTo npou3Bexa, BHAaCs WIK ThPryBa Ha €ApO C JIEKAPCTBEHU MPOIYKTH UJIU MPOJIaBa
JIEKapCTBEHW MPOAYKTH B HapylIeHHE Ha U3[aJEHOTO pas3pelleHne WIM IpoJaBa, CbXpaHsIBa WIU
NPEOCTaBs JEKApCTBEHH MPOIYKTH, KOUTO ca C HEYCTAaHOBEH MPOM3XO0J, ce Haka3Ba ¢ rioba ot 25 000 mo
50 000 nB.

(3) (dom. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B cnywaute no an. 1 u 2 opranute
Ha JIbPKaBHUS KOHTPOJI CIIUPAT ChC 3aI0BE]] KCIIOATANMATA HA O0CKTA.

(4) 3amoBeara mo an. 3 moANexu Ha oOXaJiBaHe MO pesa Ha AJMHMHUCTPATUBHOIPOLIECYATHHS
KOJIEKC, KaTO 00)KaJIBAHETO HE CIIUPA U3ITBIHEHUETO M.

Un. 284a. (1) (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1., mpeauiieH TeKCT Ha YL
284a - JIB, op. 67 ot 2020 r.) Koiito mpousBexjaa, BHAcs, U3HACSA, ChbXpaHIBa, MIpojaBa WM MPEJOCTaBs
danmmuduuUpaHn JEKapCTBEHM MPONYKTH, KaKTO M TOCPEAHMYM TpU MOKYINKO-Npojaxkbara Ha
danmupunupann JeKapcTBEHUTE MPOAYKTH, ce Haka3Ba ¢ rioba ot 25 000 mo 50 000 ..

(2) (Homa - 1B, Op. 67 ot 2020 r.) Ha mpurexaTten Ha pa3pelieHre 3a MPOU3BOJCTBO WU 3a
BHOC, IPUTEKATEI Ha pa3pelieHne 3a yrnorpeda win IpuTekaTelsl Ha pa3pelieHre 3a napajieieH BHOC, KOMTOo
HE W3IIBJIIHU CBOE 3aJBJDKEHHE OTHOCHO IIOKa3aTeNMTe 3a Oe30MacHOCT Ha JICKApCTBEHHTE IPOIYKTH,
orpeJiesieHo B To3U 3akoH win B Jlenerupan pernament (EC) 2016/161, ce Hanara uMyIecTBeHa CaHKIHA
ot 5000 mo 10 000 5B., a Ipy MOBTOPHO U3BBPIUIBAHE HA CHIIIOTO HAPYILIEHUE - UMYILECTBEHA CAaHKIUS OT 25

000 mo 50 000 mB.

Ui, 2846. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) IIputexaren Ha pazperieHue
3a IpOU3BOJACTBO, KOMTO HE M3IBJIHSIBA 3abJDKCHUATA CH I10 YJI. 160, CC HaKa3Ba C UMYIICCTBCHA CAHKIIHUA
ot 5000 mo 10 000 nB., a mpy MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIICHHE - C UMYIIECTBEHA CAHKIUA OT
10 000 mo 20 000 nB.

Y. 284B. (1) (Hos - IB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 1., mpeauiieH TEKCT 4II.
2848, nom. - /IB, 6p. 84 ot 2018 r., B cuita ot 12.10.2018 r.) IIpuTtexaren Ha paszpelieHne 3a ThbproBus Ha
€O C JICKAPCTBEHU MPOIYKTH, KOWTO HE U3ITBJIHIBA 3aAbJKeHUATA cu 1o wi. 207, an. 1, 7. 1 -3, 1. 4a - 14
U an. 2, ce Haka3Ba ¢ umyuectseHa cankuus ot 2000 o 5000 nB., a Ipy MOBTOPHO M3BBPILIBAHE HA CHILOTO
HapyuieHue - ¢ umyiiectseHa cankuus ot 5000 go 10 000 nB.

(2) (Homa - /IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Ilpurexaren Ha paspenicHue 3a
THProBUSl Ha €JIpO C JIEKApCTBEHUM NPOAYKTH, KOHTO ce CHabJsiBa C JIEKQpCTBEHUM NPOAYKTH OT JIMIIA,
pa3iuyHu OT nocodyeHute B wi. 207, an. 1, T. 4, ce Haka3Ba ¢ umyiiectBeHa cankuus ot 25 000 go 50 000
JIB., @ IPU MIOBTOPHO M3BBPIIBAHE HA CHIIOTO HAapyLIEHHE - ¢ uMyllecTBeHa cankius ot 50 000 xo 100 000
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JIB.

(3) (HoBa - JIB, 6p. 67 ot 2020 r.) Ha npurexxaren Ha pa3pelieHHe 3a ThPTOBHs Ha €ApO C
JIEKapCTBEHH MPOAYKTH, KOWTO HE W3IIBJIHU CBOE 3aJbJKEHHE OTHOCHO TMOKAa3aTeNnuTe 3a 0Ee30MacHOCT Ha
JICKaPCTBCHHUTE MPOIYKTH, OMPEIEICHO B TO3W 3aKOH, B ITOJI3aKOHOB HOPMATHBEH aKT I10 NPHJIAraHeTo Ha
to3u 3akoH unu B [enerupan pernament (EC) 2016/161, ce nanara umymectBeHa cankuus ot 5000 mo 10
000 nB., a Mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HapylleHue - umymiecTBeHa cankius ot 10 000 go 20 000
JIB.

Ui 284r. (1) (Hos - [IB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r., u3m. - JIB, 6p. 103 ot 2020
r., B cuia ot 01.01.2021 r., npenuien TekcT Ha wi. 284r - /1B, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.)
Koiito He m3mbaHsABa 3aAbIKEHUATA cU 0 4. 68, ain. 1, T. 9, ce Haka3Ba ¢ 1y106a B pazmep ot 50 000 mo 100
000 nB., a IpH MOBTOPHO U3BBPIIBAHE HA CHIIOTO HapylIeHHe - ¢ rioba B pazmep ot 100 000 xo 150 000 nB.

(2) (Homa - /IB, 6p. 16 ot 2024 1., B cua ot 23.02.2024 r.) KoliTo He N3MBIHSIBA 3aIbIKCHHASTA
cu o wi. 68, aim. 1, 1. 11 mw un. 217, T. 6, ce Haka3Ba ¢ Toda B pasmep ot 15 000 mo 25 000 nB., a mpu
MOBTOPHO M3BBPILIBAHE HA CHUIOTO HapylIeHHE - ¢ Tio0a B pazmep ot 25 000 xo 55 000 ns.

Yn. 284n. (Hos - IB, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) Koiito u3Bbpiu u3HOC Ha
JIEKapCTBEHM MPOAYKTH, BKJIFOUEHH B CIIMCHKA 1O ui. 2178, an. 1, ce Haka3Ba ¢ ri06a B pazmep ot 50 000 o

100 000 5B., a Ipy MOBTOPHO M3BBPIIIBAHE HA CHIIOTO HApYIIEHUE - ¢ m1oOa B pazmep ot 100 000 mo 150
000 nB.

Ui 284e. (Hos - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r., ot™. - IB, 6p. 67 ot 2020 1.,
HOB - JIB, 6p. 103 ot 2020 1., B crma ot 01.01.2021 r.) KoiiTo HE M3IIBJIHK WIIM HE U3IBJIHUA B ONPEICICHUTE
B 3aKOHA CPOKOBE 33ILJDKEHUETO CHU 3a MpeaocTaBsiHe Ha uH(opmarwms mo 4. 2176, an. 3, T. 1, ce Haka3Ba ¢
ro6a B pazmep ot 5000 mo 10 000 nB., a mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HApYIIEHHE - C II00a B
pazmep ot 10 000 mo 15 000 nB.

Uin. 284x. (Hos - JIB, 6p. 84 ot 2018 r., B cuiia ot 12.10.2018 r., otm. - IB, 6p. 67 ot 2020 1.,
HOB - JIB, 6p. 103 ot 2020 1., B cua ot 01.01.2021 r.) KoiiTo npenoctaBu nadopmarus no 4i. 2176, an. 3,
T. | ¢ HEMBJIHO W/WJIM HETOYHO CHABPXKAHHE, c€ HakaszBa ¢ rioda B pasmep ot 3000 mo 5000 nB., a mpu
MMOBTOPHO M3BBPIIBAHE HA CHIIOTO HapyIeHue - ¢ riaobda B pazmep ot 5000 go 10 000 miB.

Un. 2843. (Hos - IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r., u3m. - IB, 6p. 67 ot 2020 1.)
3a HEeU3M'bJIHEHUE Ha 3aIbJDKEHUATA 10 wi. 2170, an. 10 Ha u3nbaauTenHus nupekrop Ha MAJL, cboTBETHO
Ha qIBxkHOCTHO juie oT MAJI, ce Hamara rimo6a B pazmep ot 50 000 mo 100 000 niB., a mpu MOBTOPHO
M3BBPIIBAHE HA CHIIOTO HapymieHue - rioda B pazmep ot 100 000 go 150 000 nB.

Ui 284u. (Hos - JIB, 6p. 105 ot 2020 1., B cuna ot 11.12.2020 r.) KoiiTo n3Bbpim u3HOC Ha
JIEKapCTBEHM MPOAYKTH, BKIIOUEHH B 3amoBenTa 1mo wi. 2171, ce Haka3Ba ¢ roba B pasmep ot 50 000 no

100 000 nB., a Mpy MOBTOPHO M3BBPIIIBAHE HA CHIOTO HapylieHue - ¢ rioda B pazmep ot 100 000 mo 150
000 nB.

Ui 285. (1) KoitTo ThpryBa ¢ JiekKapcTBEHHU MPOAYKTU 0€3 cepTU(PHUKAT 3a OCBOOOXKTaBaHE HA
napTuaa, ce Hakaspa ¢ 1iio6a ot 5000 qo 10 000 niB., a mpu MOBTOPHO M3BBPIIIBAHE HA CHIOTO HAPYIICHUE -
c rno6a ot 10 000 o 20 000 nB.

(2) (U3m. - JIB, 6p. 60 ot 2011 1., B cria ot 05.08.2011 r.) Twproserr Ha eapo, KOUTO AOCTaBs
Ha JIpOTepUU JIEKAPCTBEHH MPOIYKTH, KOUTO C€ OTIYCKAT IO JIEKAPCKO MpeIAnucaHue, ce Haka3Ba ¢
umytiecTBeHa caukius ot 2500 1o 5000 nB., a mpu MOBTOPHO HapyuieHue - ¢ raoda ot 5000 go 10 000 nB.

(3) Keanudunupano nuiie, JOMYyCHAIO U3BBPIIBAHE HA Mpojax0a Ha MapTHAU JEKAPCTBEHH
NPOAYKTH 0e3 cepTu(ukar 3a 0cBOOOXKAaBaHE Ha BCSKa OTJEJIHA MapTuia, ce Haka3Ba ¢ rioda ot 2500 1o
5000 nB.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



Ui 285a. (Hos - JIB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r., u3m. - JIB, 6p. 102 Ha ot 2012
r., B cuita ot 21.12.2012 r.) IlpuTexaTen Ha pa3pemieHleTo 3a ynorpeda, KOMTo He yBeZJOMH MUHHUCTbpA Ha
3/IpaBeOIa3BaHETO 3a MPEYCTAHOBSIBAHE HA MPOAaKOUTE 10 4. 264, ce Haka3Ba ¢ UMYIIECTBEHA CAHKIIHS OT
25000 mo 50 000 maB.

Ui, 2856. (Hos - [IB, 6p. 102 ot 2012 ., B cmma ot 21.12.2012 r.) Koiito nmpousBexna, BHACS,
W3HACA, TIPOJaBa WM ChXPaHSIBAa aKTUBHU BEIIECTBA B HAPYIICHHE HAa W3MCKBAHMITA Ha TO3W 3aKOH, CE
HakasBa ¢ riro6a ot 10 000 mo 20 000 is.

Ui 2858. (Hos - [IB, 6p. 18 ot 2014 1., u3m. - [IB, Op. 84 ot 2018 r., B cmia ot 12.10.2018 1.)
Koiito usHece nekapcTBEHU MPOAYKTH B KOJIMYECTBA, IO-TOJIEMH OT KoiudecTBaTa rno wi. 207, an. 1, 1. 15,
OykBa "r", ce Haka3Ba ¢ 17106a B pazmep ot 50 000 mo 100 000 niB., a pH MOBTOPHO M3BBPIIBAHE HA CHITOTO
HapyIieHue - ¢ riob6a B pazmep ot 100 000 mo 150 000 mnB.

Yn. 286. (1) (Hom. - 1AB, 6p. 84 or 2018 r. (*)) 3a KAMHUYHU W3NUTBAHUSA, U3BBPUICHU B
HapyleHue Ha To3u 3akoH wiM Ha Permament (EC) Ne 536/2014, ako W3BBPIIEHOTO HE CHCTaBISIBA
NPECThIUICHHE, Ha BUHOBHUTE JIMIA, JOIYCHAIW WJIM W3BBPIIWIA TOBAa HAapyLICHHE, c€ Hajara rioda ot
5000 mo 10 000 nB., a MpU MOBTOPHO AOIYCKAaHE WJIM M3BBPIIBAHE HA CHIIOTO HapyIIeHue - iioda ot 10 000
10 20 000 nB.

(2) Ha MeaMIMHCKH CHIEIUAINCTH, JOMyCHAIN WM U3BBPIIWIM HapylIeHus o al. 1, Moxe Ja
ce HaJIOXKM M HaKa3aHue "JHIaBaHe OT MpaBo Ja yIpaxHsBatT npodecusra cu" oT 6 Mecera 10 ABe FOJUHH.

(3) Mspkara no aj. 2 ce Hajmara OT MUHHUCTBpPa Ha 3/IpaBEONa3BaHETO MO MPEIOKEHHUE Ha
M3ObJIHATENHUS qupekTop Ha NAJL

Y. 287. (1) (Hom. - JIB, 6p. 71 ot 2008 1., B cua ot 12.08.2008 r., uzm. - JIB, 6p. 60 ot 2011
r., B cuna ot 05.08.2011 r.) KoiiTo n3BbpmiBa ThproBus Ha JpeOHO C JIEKapCTBEHH NMPOAYKTH, 0€3 1a uma
paspelieHne/yI0CTOBEpeHre  3a  TOBa, WJIM  pabOTH B HapylIeHHe Ha  HW3AaJCHOTO MYy
paszpeleHue/y1ocToBepeHue, ce Hakaspa ¢ rimoba ot 5000 go 10 000 nB.

(2) (HoBa - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Twprosen Ha apeOHO, KOWTO
JOCTaBU JIEKapCTBEHHU MPOAYKTU OT CIUCHKA MO wi. 2178, an. 1 Ha THProwel| Ha €po WIH Ha APYTU JUIA B
HapyllIeHHe Ha M3MCKBAaHMATA HA TO3M 3aKOH MM Ha MOJ3aKOHOBUTE aKTOBE IO HETOBOTO INpHIIATaHe, Ce
Haka3Ba ¢ rj00a, ChOTBETHO MYy ce Hajiara umymectBeHa cakius ot 10 000 o 20 000 nB., a mpu MOBTOPHO
HapyuieHue - ot 25 000 go 35 000 nB.

(3) (ITpepumna an. 2 - B, 6p. 84 ot 2018 ., B cuyma ot 12.10.2018 r.) Hakazanuero mo an. 1 ce
Hajara ¥ Ha JIMIaTa, KOUTO M3BBPIIBAT THPTOBUS Ha JPeOHO B amnTeka WK JPOTrepus Ciell MpeKpaTsBaHe
JEWCTBUETO HA PA3pEIICHUETO/yJ0OCTOBEPEHHUETO.

(4) (U3m. - ]IB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 r., mom. - JIB, 6p. 60 ot 2011 1., B cuna
ot 05.08.2011 r., npenumna an. 3 - JIB, 6p. 84 or 2018 r., B cuma ot 12.10.2018 r.) KoiiTo mpogasa wiu
CbXpaHsBa B JpOrepusi JIEKapCTBEHH MPOAYKTH, KOUTO C€ OTIYCKaT IO JIEKApCKO MNpeANHCaHue WIn
NPOAYKTH U CTOKH ChC 3HAUEHHUE 3a 3[paBETO Ha YOBEKA M3BBH OIpEJesIEHUTE B Hapendara mno wi. 243, ce
Haka3Ba c riobara 1mo ajn. 1, a mpu MOBTOPHO M3BBPIIBAHE HA CHINOTO HAPYIICHHUE C€ OTHEMA W3aJICHOTO
yIOCTOBEPEHHE 32 pEerucTpalys Ha Jporepusi.

(5) (ITpepumina an. 4, uaMm. - I1B, 6p. 84 ot 2018 r., B cuita ot 12.10.2018 r.) B cinyuaure no ai.
I, 2 u 3 opranuTe Ha IbPKAaBHUA KOHTPOJ BBPXY JIEKAPCTBEHHUTE MPOIYKTH CIHPAT CHC 3aIlOBE]
eKCIUIoaTaIuATa Ha 00eKTa.
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(6) (Otm. - [IB, 6p. 71 ot 2008 t., B cuna ot 12.08.2008 r., npeaumina ain. 5, u3m. - [IB, 6p. 84
or 2018 r.,, B cuma ot 12.10.2018 r.) 3amoBenra mo anx. 5 TOMISKH Ha OOKaJBaHE MO peaa Ha
AIMUHUCTPATUBHOMPOIIECYATHHS KOJEKC, KATO 00)KAIBAHETO HE CIIMpa U3MBIHEHUETO .

UYn. 287a. (Hos - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) (1) MeauuuHCKH CHEIUANUCT,
KONTO paboTH MpH JHIa, W3BBPIIBAIIM THProBUsS Ha IpeOHO C JIEKApCTBEHH MPOAYKTH, O€3 Ja umar
paspelnieHue/y10CTOBEpEHHUE 3a TOBA, Ce HakasBa ¢ riob6a ot 2500 qo 5000 nB.

(2) Hakazanuero o ain. 1 ce Haymara u Ha Juie 1o aji. 1, Koeto paboTu B anTeka UK JAPOrepust
clie] IpeKpaTsBaHe JAeWCTBUETO Ha Pa3pelIeHUEeTO/yI0CTOBEPEHUETO I.

(3) Ilpu ycraHoBeHU TOBeYe OT JIBE HAPYLICHH 1O ai. 1 ¥ 2 MUHUCTBHPHT Ha 37ApaBEONa3BaHETO
MO’KE€ Ja JIMIIN ChOTBETHUS MEIUIMHCKU CHELMAIUCT OT MpaBo Ja YIpakHsBa mpodecusira cu 3a CpoK J0
JIBE€ TOJIUHHU.

Y. 2876. (Hos - JIB, 6p. 102 ot 2012 1., B cmma ot 02.01.2013 1., u3m. - JIB, 6p. 67 ot 2020 1.)
KoiiTo u3BBpIIBa THPrOBUS C JCKAPCTBEHU MPOIYKTH MO MHTEPHET B HAPYILICHHE HA U3MCKBAHUSATA HA TO3U
3aKOH M Ha HapeaOaTa mo wi. 234, ai. 6, ce Haka3Ba ¢ riioba ot 5000 xo 10 000 nB.

Uin. 288. (1) Teprosen Ha IpeOHO C JIEKAPCTBEHU MPOAYKTH, KOWTO € JOMyCHAI JACHHOCTUTE,
MocoueHH B wi. 219, 1a ce U3BBPIIBAT OT HEMPABOCIIOCOOHO JIHIIE, CE HAaKa3Ba C MMYIIECTBEHA CAHKIIUS OT
5000 mo 10 000 nB., a mpu MOBTOPHO HAPYIICHHE CE OTHEMA M3aJCHOTO Pa3pelICHHUE 3a ThProBUS Ha
peOHo.

(2) B ciydaute o an. 1 opranuTe Ha IbpKaBHUS KOHTPOII CIIUPAT ChC 3aMOBE]] eKCIUIOATAIHITA
Ha 00eKTa.

Ui 288a. (Hos - 1B, 6p. 67 ot 2020 r.) Ha npurexaTen Ha pa3pelnieHue 3a ThproBust Ha IpeOHO
C JIGKapCTBEHU NPOAYKTH B alTeKa, KOMTO He M3MBJIHM CBOE 3aJb/DKCHHE OTHOCHO IOKa3aTelauTe 3a
0€30MacHOCT Ha JICKapCTBEHHUTE NMPOJYKTH, ONpENeeHo B To3H 3akoH wiu B [lenerupan perinament (EC)
2016/161, ce nanara umymectsena cankius ot 1000 mo 3000 nB., a mpu MOBTOPHO M3BBPIIIBAHE HA CHITOTO
HapyuieHue - umyuiecrsena cankuusa ot 5000 xo 10 000 iss.

Ui 2886. (HoB - IB, 6p. 16 ot 2024 1., B cuma ot 23.02.2024 r.) 3a Hew3IbJIHEHUE Ha
3aIbJDKEHUATA 110 Wi. 2720, an. 3 u 4 ce Hajmara UMyIiecTBeHa caHkIus B pasmep ot 5000 mo 10 000 nB., a
IIpY MIOBTOPHO M3BBHPILIBAHE HA CHIIOTO HApYyILIEHUE - UMYIIECTBEHA caHKIUA B pa3mep ot 10 000 mo 15 000
JIB.

Y. 289. (1) (Ilpeaumien TekcT Ha wi. 289 - IIB, 6p. 60 ot 2012 r., B cuna ot 07.08.2012 1., u3m.
- 1B, 6p. 102 ot 2018 r., B cmma ot 01.01.2019 r.) Koiito npomaBa jnexkapcTBeHU MPOAYKTH 0e3 oOpa3yBaHa
WIM pEerucTpUpaHa leHa WM MO LIeHU, Pa3IMYHU OT 00pa3yBaHUTE MO pefa Ha TO3M 3aKOH, C€ HaKa3Ba C
ro6a ot 1500 o 3000 nB., a mpu MOBTOPHO U3BBPILIBAHE HA CHIIOTO HApYIIeHHE - ¢ T71006a oT 2500 1o 4000
TIB.

(2) (Homa - 1B, 6p. 60 ot 2012 r., B cuna ot 07.08.2012 r., uam. - /IB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r., mom. - JAB, Op. 67 ot 2020 r.) Ilpurexxaren Ha paspelnieHue 3a ynorpeba HIu
TBPrOBEI] HA €IPO C JIEKAPCTBEHU MPOAYKTH, KOWTO HE M3MBIHU 3aIbJDKEHUE, OTPEeNICHO ¢ HapeadaTa 1o
1. 261a, an. 5, ce Haka3Ba ¢ uMmymiectseHa cakius ot 5000 xo 10 000 1B., a mpu MOBTOPHO M3BBHPILBAHE
Ha CBhIIOTO HapyuieHue - ¢ umyuiectserna caukius ot 10 000 go 20 000 nB.

(3) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., ot™m. - JIB, 6p. 102 ot 2018 r., B
cuna ot 01.01.2019 r., HoBa - IB, 6p. 67 ot 2020 r.) Ha Thproseir Ha eapo ¢ JEKapCTBEHU MPOIAYKTH, KOUTO
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Ipo/iaBa Ha JIeueOHO 3aBe/ICHHUE JIEKAPCTBEHU MPOAYKTH, BKIIOUEHU B I103UTUBHUS JIEKAPCTBEH CIUCHK, HA
IIeHa, TMO-BHCOKAa OT CTOMHOCTTa, oOpa3yBaHa MO peaa Ha Hapemdata mo wi. 26la, am. 5, ce Hamara
umymectseHa caHkuus ot 3000 mo 5000 nB., a mpU MOBTOPHO W3BBPIIBAHE HA CBIIOTO HAapyIICHHE -
umyiectBeHa caakius ot 6000 xo 10 000 xiB.

(4) (Hosa - 1B, 6p. 67 ot 2020 r.) Ha neue6Ho 3aBeaeHue mo ui. 262, ai. 6, T. 2, KOETO 3aKyNH
JIEKapCTBEHH MPOJYKTH, BKIIOUEeHU B [103UTHBHUS JIEKapCTBEH CIUCHK, HA I[eHa, TO-BUCOKA OT CTOMHOCTTA,
oOpasyBaHa 10 peja Ha HapendaTa mo wi. 261a, an. 5, ce Hamara umymectBeHa cankius ot 3000 mo 5000
JIB., a [IpU TIOBTOPHO U3BBPIIBAHE HA CBHIIOTO HapyLIEeHHE - uMylecTBeHa caHnkuus oT 6000 1o 10 000 ns.

(5) (Homa - IB, 6p. 67 ot 2020 r.) Hapymenusara mo an. 1 - 3 ce ycTaHOBSIBaT C aKTOBE,
CbCTaBEHH OT JJIBKHOCTHU JIMLA, OIpEIeN]IeHH OT IMpejcenaTeNs Ha cbBera mo uwi. 258, am 1, a
HaKa3aTeJIHUTE TIOCTAHOBIICHHUS C€ W3/1aBaT OT Mpejcenaress Ha chBeTa mo wi. 258, ain. 1.

(6) (Hosa - 1B, 6p. 67 ot 2020 r.) Hapymenusita mo ai. 4 ce yCTaHOBSIBAaT C aKTOBE, ChCTaBEHU
OT JUIBKHOCTHHU JIUIA, OTIPE/ICTICHN OT U3ITBJIHUTEIHUS TUPEKTOp Ha M3mbiaHuTenHa areHius "MeIuHCKH
Haa30p", a HaKa3zaTeIHWUTE MOCTAHOBIEHHUS C€ M3/aBaT OT M3II'BJIHUTEIHMS AUPEKTOp Ha M3mbiHUTENHA
are’ius "MenuuuHCKU HaA30p".

Yn. 289a. (Hos - JIB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) (1) (U3m. - IB, G6p. 102 ot
2012 r., B cuna ot 21.12.2012 r., u3m. - /IB, 6p. 102 ot 2018 ., B cuna ot 01.01.2019 r.) Koiito padotu B
HapyIlIeHUEe Ha YTBBPJCHUTE (papMaKo-TeparieBTUYHU PHKOBOJICTBA WJIM U3BBPIIBA OLIEHKA HA pe3yiTaTa OT
TepamnusATa B OTKJIOHEHHE OT KpuTepuuTe 1o wi. 259, an. 1, 1. 4, ce Haka3Ba ¢ rioba ot 1000 mo 2000 nB., a
IIPY IOBTOPHO M3BBPIIBAHE HA CHIIOTO HapyieHue - ¢ raoda ot 2000 xo 3000 xiB.

(2) (M3m. - IIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Hapymenusara no am. 1 ce
YCTaHOBSIBAT C aKTOBE, ChCTABEHH OT JIBXHOCTHH JIMIIA, ONPEACICHH OT H3IIBIHUTEIHUS AUPEKTOpP HA
WM3nbaaurenna areHuus "MeIuUMHCKM Haa30p', a Haka3aTEJIHUTE IIOCTAHOBJIEHUS C€ W3AaBaT oOT
W3MBIHUTETHUS TUPEKTOp Ha M3nbiHuTEeNHA areHnus "MeIuiuuHCKA Haa30p".

(3) (Homa - JIB, 6p. 67 ot 2020 r.) Korato npu npoBepkute mo 4. 267a, aj. 2 ce yCTaHOBH
HECHOTBETCTBHE HA BHUOBETE M KOJMYECTBATa JICKAPCTBEHH IPOAYKTH, KOUTO ca MPEANHCAaHU W/WIH
MPUJIOKEHU Ha MALMEHTUTE, C BUJOBETE U KOJIMYECTBAaTa JIEKAPCTBEHU MPOIYKTH, KOUTO Ca OTIyCHATH OT
antekata, M3nbaauTenHa areHiusa "MeauuuHCKHA Haa30p' yBeAoMsIBa OpraHa, KOMTO 3ariania CbOTBETHHS
JEKapCTBeH NPOAYKT C NYyONMYHU CpelICcTBA, a MNpPH JaHHU 32 U3BBPUICHO MPECTHIICHUE Ce3upa
KOMIIETEHTHUTE OPTaHU 3a MpeIpueMaHe Ha ACHCTBUS 10 HaKa3aTeIHO IIPECIieIBaHE.

U 2896. (Ho - IB, O6p. 67 ot 2020 r.) (1) KoiiTo mpoBexaa jgedeHHWe B HapyIIeHUE Ha
M3UCKBaHMATA MO WI. 2660, ce Haka3Ba ¢ 1ioda ot 1000 go 3000 nB., a pU MOBTOPHO M3BBPIIBAHE HA
CBILIOTO HapyuieHue - ¢ roda ot 2000 mo 4000 nB.

(2) Hapymenusita mo am. 1 ce ycTaHOBSBaT C aKTOBE, ChCTABEHU OT JUIBKHOCTHH JIHIIA,
ONpeNeleH! OT W3NBJIHUTENHUA JUpeKkTop Ha WM3nbanutenHa areHuus "MeaunuHCKA Haazop", a
HaKa3aTeJIHUTE TMOCTAHOBJIEHHUS C€ HM3JaBaT OT H3MBJIHUTEITHUSA IUPEKTOp Ha M3mbaHuTenHa areHuus
"MeaunuHcku Haaz3op".

U 290. (1) (U3m. - B, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) Koiito pexnamupa
JICKapCTBEHH MPOAYKTH, KOUTO HE Ca pa3pellieHH 3a yroTpeda 1o peaa Ha TO3M 3aK0H, Ce HaKa3Ba ¢ I7100a OT
10 000 zo 20 000 nB.

(2) (Hosa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) KoiiTo pekiaMmupa mpoayKT, KaTo
My MPHIIMCBA W/MJIM HACOYBAa KbM CBOMCTBA, CBBpP3aHU C MPOQWIAKTUKA, TUATHOCTHKA WIM JICUYCHHE HA
OorecTu pu YOBEKa, ce HakaszBa ¢ rioda ot 10 000 mxo 20 000 iB.

(3) (IIpenumna an. 2 - JIB, 6p. 71 or 2008 r., B cuwa ot 12.08.2008 r.) Koiito pexnamupa
JICKapCTBEHH MPOAYKTH B HapyIICHUE HA TO3M 3aKOH, ce Haka3Ba ¢ rioba ot 10 000 1o 20 000 nB.
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(4) (Ilpeaumrna an. 3, usm. - JAB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Hakazanusita mo
an. 1 - 3 ce Hajarar W Ha JIMIATA, JOMYCHAIW M3TbYBAHETO, MyOJUKYBAHETO M PA3MPOCTPAHCHUETO HA
pekamara.

UYn. 290a. (Hos - IB, Op. 71 ot 2008 1., B cuna ot 12.08.2008 r.) MeaUIMHCKN CIELUATUCT UITU
JUIe, MPEACTaBAI0 CE 3a MEIUIIMHCKH CIEHUAIUCT, KOETO M3BBPIIBA MpsKa WK KOCBEHA peKiiaMa Ha
JIEKAPCTBEHHM MPOAYKTH B TICYATHUTE W/WIIM B C€JIEKTPOHHUTE MEIWH, KAKTO U B WHTEPHET, CE HaKasBa C
rio6a ot 1000 mo 5000 nB., a mpu moBTOpHO HapymieHue - ot 3000 g0 10 000 nB.

Yn. 2906. (Hos - IAB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Koiiro u3Bbpim gapeHue Ha
JIEKapCTBEHH MPOAYKTH B HapylieHue Ha wi. 268a, an. 1, ce Haka3pa ¢ mioba ot 1000 xo 3000 nB., a pu
MOBTOPHO M3BBPIIBaHE HA CHIOTO HapylieHue - ¢ rioda ot 3000 o 5000 nB.

Ui 290B. (Hos - /1B, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) IIputexaren Ha pa3pernieHue
3a yrorpeba, KOWTO MpOBEXk/1a HEMHTEPBEHIIMOHAIHY MMPOYYBaHMS B HApPYIICHHE HA TO3M 3aKOH, CE HaKa3Ba
¢ umyniectseHa cankius ot 5000 o 10 000 nB., a MpyU MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIIEHUE - C
umyniectBeHa cankuus ot 10 000 go 20 000 nB.

Y. 290r. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) IIputekaren Ha pazpenieHne
3a ynotpeba, KOWTO HE M3MBJIHABA yCIOBUATA MO Wi. 55a, 56a u 560, ce Haka3Ba ¢ UMYIIECTBEHA CAHKIIHS

ot 5000 mo 10 000 nB., a TpU MOBTOPHO M3BBPILIBAHE HA CHIIOTO HAPYIIEHUE - C UMYIIIECTBEHA CAaHKIUS OT
10 000 go 20 000 nB.

UYn. 290n. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Iputekaren Ha pa3pelnieHue
3a ynorpeda, KOWTO HE U3MBJIHIBA 3aAb/KeHusATa 1Mo wi. 190 - 192, 19406, 1948, 1943 u 194u, ce Hakaspa ¢
umyiectBeHa cankius ot 5000 go 10 000 nB., a Ipy MOBTOPHO M3BBHPIIBAHE HA CHIIOTO HAPYUIEHUE - C
umyiectseHa cakius ot 10 000 go 20 000 nB.

Yn. 290e. (Hos - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Ilputexkaten Ha pa3pelieHue
3a ynotpeba, KOWTO He U3IBIHIBA 3aIbJKCHISITA 110 Wi. 193 1 194, ce Haka3Ba ¢ UMYIIECTBEHA CAHKITUS OT

2000 o 5000 nB., a Tpu MOBTOPHO M3BBHPIIBAHE HA CHIIIOTO HAPYIIEHUE - C UMYIIecTBeHa caHkius oT 5000
1o 10 000 nB.

Yn. 291. (1) (Hom. - AB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., gom. - [IB, 6p. 60 ot 2012
r., B cuna ot 07.08.2012 r., u3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r., mom. - JIB, 6p. 84 ot
2018 r., B cuna ot 12.10.2018 r., mom. - JIB, 6p. 67 ot 2020 r., u3m. - JIB, 6p. 105 ot 2020 r., B cuna ot
11.12.2020 r.) KoraTo Hapymenusita mo wi. 281 - 284a, an. 1, wi. 284r - 284wu, 285, 2850, ui. 286, ain. 1, ui.
287 u 2876, un. 289, an. 1, un. 289a, un. 290, uin. 2900, un. 292 u ui. 294 ca U3BBPIICHH OT IOPUIUYECKH
JUIA WK €IHOJIMYHU THPrOBIM, C€ HajlaraT UMYIIECTBEHU CAHKIUU B pa3Mep, HE MO-MaTbK OT TPOUHMS
pasMep Ha MPEBUICHUTE MUHUMAJHU pa3MepPH Ha ChOTBETHUTE IJI00M M HE TO-TOJISIM OT TPOMHUS pa3Mmep
Ha TPEIBUACHUTE MAaKCUMAaTHHU pa3MepH Ha ChOTBETHUTE TI100H.

(2) (Hom. - IB, 6p. 60 ot 2012 r., B cuna ot 07.08.2012 r.) 3a napymenus no ui. 289, an. 1
MMYIIIECTBEHATa CAHKIMs € B JCBETOPEH pa3Mep Ha HaJB3eTaTa cyMma, ako TS HaJIBUIIaBA MaKCUMATHUS
pa3Mep Ha CaHKIMsTa 1o aj. 1.

(3) Hamaranero Ha MMyIIECTBEHA CAHKIMS HE M3KIIFOYBA HaJaraHETO Ha TJI00a HA BUHOBHHUTE
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JUTH>KHOCTHHU JIMIIA.
(4) HanaraneTo Ha UMYIIIECTBEHN CAaHKLMU HE M3KJIIOYBA HajaraHeTo Ha MEPKUTE, MPEIBUICHU
OTHOCHO MIPABOCIIOCOOHOCTTA HA MEUIIMHCKUTE CIICIUATUCTU U KBaTU(PUITUPAHUTE JIUTIA.

Un. 292. (1) KoiiTo He M3MBIHU pa3nopexIaHe, IPeANUCaHie WM yKa3aHHe Ha OpraHuTe Ha
IbpKaBHUS KOHTPOJI IO TO3M 3aKOH, U3BBH ciyyauTe 1o ui. 270, an. 1, T. 2 u an. 3, ce Haka3Ba ¢ 1y1o6a ot
1500 mo 3000 xaB.

(2) 3a HensmbaHEHWE Ha pasnopexaaHe mo wi. 270, an. 1, T. 2 u an. 3 BUHOBHUTE JIMLIA CE
Hakas3Bat ¢ rio6a ot 500 mo 1000 is.

Ui 293. (1) (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., u3m. - 1B, 6p. 84 ot 2018
r, B cuia ot 12.10.2018 r.) Ilpm HecmazBaHe Ha yCIOBUATAa, NPU KOUTO ca U3JAJACHU
paspernieHnsTa/yJOCTOBEPEHUATA 3a MPOU3BOICTBO, BHOC, MApajelieH BHOC, THPrOBUS HA €ApO U THPTOBUS
Ha JIpeOHO C JICKapCTBEHU MPOAYKTH B anTeka, KakTo ¥ B ciydanTte 1o wi. 281, an. 1 - 3, wn. 283, am. 1, ui.
2848, an. 2 w un. 287, an. 2 uanpnHATEHUAT JupekTop Ha MAJI u3nasa 3anoBsen 3a TAXHOTO OTHEMAHE.

(2) U3m. - 1B, 6p. 102 oT 2012 r., B cuna ot 02.01.2013 r., u3m. - IB, Op. 84 ot 2018 1., B cuna
ot 12.10.2018 r.) [Ipu Hecnia3BaHe Ha yCIOBUATA, IPU KOUTO € U3AAACHO YJJOCTOBEPEHHE 32 PErUCTpaLus Ha
JIporepusi, KaKTo W B ciaydaute 1o wi. 287, an. 4 nupektopbT Ha cboTBeTHata P3U m3maBa 3amoBen 3a
OTHEMaHe Ha yJO0CTOBEPEHUETO.

(3) Ilpu HewsmbIIHEHHE Ha 3aABDKEHUETO 3a yBeaoMsiBaHe 1o 4ui. 204, an. 3 3a npekpatrsBaHe
Ha JIEITHOCTTa OT CTpaHa Ha THProOBella Ha €IPO C JIEKAPCTBEHU MPOIYKTH U3II'BIHUTEIHUST IUPEKTOpP Ha
WNAJI u3naBa 3anoBe]] 32 OTHEMAHE Ha U3/1aJIEHOTO pa3pelIeHHUE.

(4) (HoBa - B, Op. 84 ot 2018 1., B cuna or 12.10.2018 r.) Ilpu Hew3mbIHEHHE HA
M3HMCKBaHUATA 32 W3HOC Ha JIGKAPCTBEHW MPOAYKTH MO TliaBa JeBera "O" OT THpromel Ha e€Ipo ¢
JEKapCTBEHH NPOAYKTH M3IMBIHUTETHUAT Jupekrop Ha WAJlI wu3maBa 3amoBej 3a OTHEMaHE Ha
pa3pelIeHueTo, KOrarto ThProBEebT HA €IpO U3BBPIIM MOBTOPHO HapylleHwe no wi. 2841 u 2858 wiau
KOTraTO CUCTEMHO HE M3ITBJIHABA 3aAbJKeHUITa cH mo wi. 207, an. 1, T. 15.

(5) (U3m. - [IB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 1., mpeaumna an. 4 - JIB, O6p. 84 ot
2018 1., B cuia ot 12.10.2018 r.) Ilpn HensmbaHEHNE Ha 3aIBJDKEHUETO 3a yBEJOMsABaHe 1o ui. 235, an. 3
3a IpeKpaTsABaHe Ha JEMHOCTTa OT CTpaHa Ha MPUTEXATeNl Ha Pa3pelIeHUe 32 U3BbPIIBAHE HA THProBUs Ha
IpeOHO C JIEKApCTBEHU MPOAYKTH H3MBIHUTETHUAT qupektop Ha MAJI u3naBa 3amoBes 3a OTHEMaHe Ha
U3J1aJICHOTO pa3pelleHue.

(6) (ITpepumina an. 5, u3m. - JIB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) 3amoBenute 1o aJ.
1 - 5 moanexxar Ha oOkajBaHe MO peAa Ha AJMUHUCTPATUBHOIPOLIECYATHHSI KOJEKC, KaTO 00KaJIBaHETO He
CIHpa U3ITBIHEHUETO UM.

Un. 294. Ko#To Hapymu pa3nopeaduTe Ha TO3U 3aKOH WJIM HapeAOWTE MO MPHJIAraHETO MY,
W3BBH cirydauTe 1o wi. 281 - 293, ce HakasBa ¢ rio6a ot 1000 o 3000 iB., a mpu MOBTOPHO U3BBPIIIBAHE HA
CBIIOTO HapyIeHue - ¢ rmoda ot 3000 go 5000 nB.

Yn. 295. (1) (U3wm. - [IB, 6p. 98 ot 2010 1., B cuna ot 01.01.2011 r., u3m. - IB, 6p. 102 ot 2018
r., B cuia ot 01.01.2019 r., uzm. - IB, 6p. 67 ot 2020 r.) Hapymienusita no To3u 3aKOH C€ YCTaHOBSIBAT C
aKTOBE, ChCTaBEHHU OT JIHKHOCTHH JIMIIA 10 Wi. 267, ai. 4.

(2) (Hom. - [IB, 6p. 84 or 2018 r., B cmina ot 12.10.2018 r., ot™m. - JIB, 6p. 102 ot 2018 r., B cuina
or 01.01.20191.)

(3) (U3m. - [IB, 6p. 98 ot 2010 1., B cmma ot 01.01.2011 r., u3m. - /1B, 6p. 102 ot 2018 1., B cuna

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



or 01.01.2019 r.) Haka3areaHuTe MOCTAHOBJCHHUS CE€ W3/1aBaT OT MUHUCTHpPA Ha 3paBEONa3BaHETO, OT
IJIaBHUS TbPXKABEH 3[paBEH MHCIEKTOpP, OT MpeJIcenaTelis Ha ChBeTa Mo Wwi. 258, a. 1, OT U3MbJIHUTEITHUS
mupektop Ha MAJL u ot aupekropute Ha P3U B 3aBHCHMOCT OT MOJYMHEHUETO Ha JIBKHOCTHOTO JIMIIE,
YCTaHOBHJIO HAPYIICHHUETO.

(4) (Homa - /1B, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) HakazarenHure mocTaHOBICHUS
MOXKE Jla c€ W3JaBaT M OT JPYrd JUIBKHOCTHU JIMIA, ONPABOMOIICHH OT JHIaTa MO al. 3, KaTo
npeJceaaTensaT Ha chBeTa Mo wi. 258, an. 1 Moxke J1a OnpaBOMOIIU JPYT WIEH HA KOMHUCHSTA.

(5) (HoBa - JIB, 6p. 67 ot 2020 r.) Pernonanuure 31paBHU WHCHEKIMU yBempomsiar MAJI 3a
CbCTaBEHUTE aKTOBE 32 YCTAHOBABAHE HAa a]MUHUCTPATUBHU HApPYIICHUS U 3a BJIE3JIUTE B CUJIa HaKa3aTeJIHU
MMOCTAHOBJICHUS, U3IAJICHU 10 Pea Ha TO3H 3aKOH.

YUn. 296. CwcraBaHETO Ha AdKTOBCTC, H3JaBaHCTO, 00’KaJBaHETO M H3IIBJIHEHHETO Ha
HAKa3aTCIIHUTC MMOCTAHOBJICHUA CC HM3BBHPIIBAT IO pcaa Ha 3akoHa 3a AJIMUHHUCTPATUBHUTC HAPYIICHUA U
HaKa3aHUus.

Yn. 297. (U3m. - IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) (1) B cinyuaure Ha un. 281,
282, 283, 284, 285 u 287 Haka3BalUAT OpraH IOCTAaHOBSBA M OTHEMAaHE B IOJI3a Ha JbpKaBaTa Ha
JIEKAPCTBEHHUTE MPOAYKTH - MPEAMET Ha MU3BBPIICHOTO HApyIIEHUE, IIPH YCIOBHUS U 1O pell, ONPEACIICHN B
3akoHa 3a aAMUHUCTPATUBHUTE HAPYIIICHUS U Haka3aHUs U B choTBeTcTBHE ¢ Permament (EC) Ne 952/2013
Ha EBponelickus napaameHT U Ha CbBeta oT 9 okromBpu 2013 r. 3a cb31aBaHe HA MUTHHUYECKU KOJEKC Ha
Crro3a (OB, L 269/1 ot 10 oktomBpu 2013 r.) u Pernament 3a m3nbiaaenue (EC) 2015/2447 na Komucusita
ot 24 HoemBpu 2015 r. 3a ompexaensHe HA MOAPOOHU TMpaBWIa 32 MPUIATAaHETO HAa HSAKOW pa3nopendu Ha
Pernament (EC) Ne 952/2013 na EBpomneiickusi mapiameHT U Ha ChbBeTa 3a ch3laBaHe HAa MUTHUYECKU
kozekc Ha Cpro3a (OB, L 343/558 ot 29 nexemspu 2015 1.).

(2) JlekapcTBeHUTE NPOAYKTH 10 all. | ce yHUIIOKaBaT MpHU yCIOBUATA U 10 Pe/la Ha HapeaoaTa
mo wi. 274, an. 2.

JlonbJIHUTETHH pa3nopeadu

§ 1. ITo cMucCBIIa HAa TO3M 3aKOH:

1. (m3m. - IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) "AKTUBHO BemiecTBO" € BCSAKO
BEIIECTBO WJIM CMEC OT BEIECTBa, MpEAHA3HAUYEHU 3a HM3IMOJI3BAHE 3a MPOU3BOACTBOTO Ha JIEKAPCTBEH
MPOJIYKT, KOUTO MPHU M3MOJ3BAHETO CU B HETOBOTO MPOU3BOJCTBO CE€ MPEBPHIIAT B aKTHMBHA ChCTAaBKa HA
TO3U MPOAYKT, MpeJHa3HAUEHA 3a yNpakHsBaHe Ha (apMaKOJOTUYHO, UMYHOJOTUYHO WK METaOOJHUTHO
JICHCTBHE C 1Ie]l Bb3CTAHOBSBAHE, KOPUTUPAHE WM MPOMSIHA Ha (PU3MOIOTUYHU (QYHKIIUU WM 32 TTOCTABSIHE
Ha MEJUITMHCKA TUarHo3a.

2. "BuOEKBUBAJICHTHOCT" € HaluIle, KOraTo JIEKAPCTBEHUTE MPOIYKTH ca (hapMareBTHUHO
CKBUBAJICHTHU WA (DapMaleBTUYHH aNTCPHATUBU, U aKO TEXHHUTE OMOHAIMYHOCTH CIIeH TPUIOKCHHUE B
chlllaTa MOJIapHA /1032 ca MOJAOOHM /0 TaKkaBa CTEIEH, 4e e(eKTUTE UM IO OTHOIIEHHE Ha e()UKACHOCT U
0€30MacHOCT ca ChIIECTBEHO MOA00HH.

3. "buoHAIIMYHOCT" € CKOPOCTTa M CTENEHTA, C KOUTO aKTUBHOTO BEILIECTBO WJIM TEPAIEBTUYHO
aKTMBHATa My 4acT ce abcopOupar oT jekapcTBeHaTa opma M CTaBa HAJIMYHO B MSCTOTO Ha JCHCTBHUE.
KoraTto nexapcTBEHOTO BEIIECTBO € TMPEAHA3HAYEHO Ja YIPAKHU CUCTEMEH TEpareBTHYEeH e(eKT,
OMOHAIMYHOCT O3HAayaBa CKOPOCTTA U CTEMEHTAa, C KOUTO JIEKAPCTBEHOTO BEIIECTBO WM TEPANEBTUYHO
aKTUBHATA MY YacT C€ OCBOOOX/IaBa OT JiekapcTBeHaTa (hopMa 1 mpeMHHaBa B 00IIaTa IIUPKYJIALINS.

4. (wsam. - JIB, Op. 84 or 2018 r. (*)) "bpomypa Ha wuscnemoBarens" e Opomrypa Ha
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M3CIIeI0BaTeIs 10 CMUCHIa Ha Wi. 2, maparpad 2, Touka 23 ot Pernament (EC) Ne 536/2014.

5. "Banuana nokymeHTanus'" € TOKyMEHTalUsl, KOSITO MO ChIAbPKAHUE U ITBJIHOTA OTroBaps Ha
M3MCKBAaHUATA, IPEJABUICHH B ONpeieieHa Npoleypa 1o TO3U 3aKOH.

6. "BemecTBo ¢ 100pe ycTaHOBEHa yroTpeda B MEIUIIMHCKATA MIPAKTUKA' € BEIIeCTBO, 3a KOETO
MOTaT J1a ce MPUJIokKaT CIEAHUTE KPUTEPHUU:

a) IepHOIBbT 3a JIOKa3BaHE Ha JI0Ope ycTaHOBEHATa ynmorpeda B MEIUIIMHCKATa MpaKkTHUKa € He
no-kpatbk oT 10 roguHM OT JaraTa Ha IbpBaTa CHUCTEMAaTH3MpaHa W JOKyMEHTHpaHa ymoTrpeba Ha
BEIIECTBOTO KaTO JIEKapCTBEH NPOAYKT B EBpomneickus cbro3 uiad B EBpONENCKOTO HUKOHOMHYECKO
MIPOCTPAHCTBO;

0) KOJIMYECTBEHU aCIEeKTH Ha yrnoTpe0daTa Ha BEIIECTBOTO, KATO CE€ B3eME MPEBH/I CTEIEHTA Ha
ynotpebda B MEAMIIMHCKATa TPAKTHKA, CTETIEHTa Ha yrmorpeba Ha reorpa)CKd NMPUHIUI M CTETEeHTa Ha
MpocieIsBaHe upe3 cucreMara 3a 0€30MacHOCT, BKIIOYUTEIHO MPOYYBAHUS, MPOBEACHU MPEAU MyCKAHETO
Ha T1a3apa | cje]l TOBa U IMyOJMKyBaHa Hay4YHa JIUTEpaTypa 3a eNuIeMHUOIIOTHYHN POYUBAHUS U B YACTHOCT
CPaBHUTEIHH €MUJEMHUOIOTUYHU MTPOYUBAHHUS;

B) BUCOKAa CTENEH HAa HaydYeH HHTEepec KbM yrnorpebaTa Ha BeleCTBOTO (Opoil HayuyHU
MyOJIMKAMN) U €IMHCTBO B HAYYHUTE CPEIM B HAYUYHHUTE OLICHKH.

7. "BropuuHa omakoBKa' € ONAKOBKaTa, KOSITO HE BJIM3a B HEMOCPEJICTBEH KOHTAKT C
JIEKapCTBEHHS TPOAYKT.

8. (m3m. - JIB, Op. 84 ot 2018 r. (*)) "Bb3moxuren" e CnoHCOp M0 CMHUCHJIA HA 4. 2, maparpad
2, Touka 14 ot Pernament (EC) Ne 536/2014.

9. "I'enepuyeH neKapCTBEH NPOAYKT" € JEKapCTBEH MPOIYKT, KOMTO MMa €/IUH U ChIl] KAYE€CTBEH
U KOJIMYECTBEH CHCTaB IO OTHOIIEHHWE Ha aKTMBHUTE BEIIECTBAa M ChlIaTa JeKapcTBeHa (opma Karo
pedepeHTHHUS JIEKaPCTBEH NPOIYKT, U OMOCKBUBAICHTHOCTTa My C pedepeHTHHs JICKapCTBEH MPOAYKT €
Jl0Ka3aHa C TMOAXOMAIIM W3MHUTBAHUA 3a OMOHATMYHOCT. Pa3nuuHuTE MepopalHd JeKapcTBeHH (OpMHU C
He3a0aBHO OCBOOOJKIAaBaHE Ce CMATAT 3a €JHAa M ChIa JiekapcTBeHa ¢opma. PaznmunuTte conm, ectepw,
eTepu, U30MEpPHU, CMECH OT U30MEPH, KOMILJIEKCH WJIH JIEpUBATH Ha aKTUBHO BEILIECTBO CE CMSTAT 3a CHIIOTO
aKTHBHO BEILECTBO, OCBEH aKO T€ CE€ pa3jinyaBaT 3HAYUTEIHO 110 CBOSATa O€30MacHOCT W/UH e(hUKACHOCT.

10. (m3m. - JIB, Op. 84 ot 2018 1. (*)) "'maBen umscimemoBaTen" € riaBeH H3CJIEIOBATEN IO
cMHCBIIa Ha wil. 2, maparpad 2, touka 16 ot Pernament (EC) Ne 536/2014.

11. "lepunupana gHeBHa 032" € cpeaHa JHEBHA MOJAbpIKaIla J03a OT JAJCH JIEKapCTBEH
MIPOIYKT, KOSATO c€ MpUiiara MpH Bb3pacTHU M0 OCHOBHOTO MOKa3aHUE HA JIEKAPCTBEHUS IPOTYKT.

12. (m3m. - JIB, Op. 84 ot 2018 r. (*)) "HobOpa knuHMYHA MpakTUKA" € J00pa KIMHHYHA
MpakTHUKa 10 CMHUCHIIA Ha wi. 2, maparpad 2, Touka 30 ot Permament (EC) Ne 536/2014.

13. "obpa naboparopHa mpakTHKa"' € cHUcTeMa OT MEXIYHAapOJHO NPHU3HATH IpaBHia IO
OTHOIIICHHE Ha YCJIOBUATA 3a IUIAHMpaHE, TPOIECUTE Ha OpPraHW3WpaHe, W3BBPIIBAaHE, MPOCIEASBAHE H
JOKyMEHTUPaHEe Ha J1a00paTOPHUTE U3MUTBAHUS.

14. "JloOpa mpoW3BOACTBEHA MpakTHKA"' € CHCTEMa OT MEXIyHapOJHO OW3HEC NpPU3HATH
MpaBWiia, KOSATO OOXBalla BCHUYKH CTPaHU Ha MPOU3BOJACTBOTO - MEPCOHAN, MOMELICHHS, ChOPBHKECHHUS,
MaTepHaii, JOKYMEHTAIs, Ka4YeCTBEH KOHTPOJ, W MMa 3a LeJ] Ja OCUTypu 0e30macHoCT, epuKacHOCT H
CBHOTBETCTBUE ChC CHEIUPUKALUATA.

15. (mom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) "IbpkaBa wieHKa" € IbpiKaBa -
yeHKka Ha EBponeiickus cpro3 WM abpkaBa - crtpaHa mo Cnopa3dymenuero 3a EBpormeiickoro
MKOHOMMYECKO MPOCTPAHCTBO.

16. "Etuker" e unpopmanys BbpXy MbpBHYHATA WM BTOPUYHATA OMAKOBKA Ha JIEKAPCTBEHUS
MPOIYKT.

17. "MmyHonOrnueH aeKapcTBEH NPOAYKT' € JIEKApCTBEH NMPOIYKT, KOWTO ChIbpPKa BaKCUHH,
TOKCHHH, CEpYMH WM aliepreHn. B 00xBaTa Ha BAKCHHUTE, TOKCHHUTE M CEPYMHTE BIM3AT areHTH, KOUTO Ce
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U3MON3BAaT J1a Ch3JaJaT AKTUBEH HMYHMTET WJIHM Ja YCTaHOBST CBCTOSHME HA HMMYHUTET, WU Ja
MpeIn3BUKAT MAaCUBEH UMYHUTET. AJIEpPreHUTE ca JEKapCTBEHU IMPOIYKTH, KOMTO ca MpeIHa3HA4YeHH Ja
UACHTUGHUIMPAT WIK CTUMYIUpAT ClelU(HUYHa LeJeHACOYeHa MPOMSHA B UMYHOJIOTUYHHUS OTIOBOP KbM
aJlepruyeH areHT.

18. "Uscnensane 3a OMOEKBHBAJIEHTHOCT" € KIMHUYHO H3IHNTBAaHE, C KOETO Ce IIEJIM Ja Ce
JOKaXxxe, 4e JBa JIEKapCTBEHH MPOAYKTa ca OMOCKBUBAJICHTHH, aKO Te ca (hapMalleBTHYHO €KBUBAJICHTHH WIH
(dbapMalleBTUYHO aNTepHATUBHU, M KOTaTO OMOHATMYHOCTUTE UM CJe]l MpHJIaraHe B chllaTa MOJapHa /1032
ca CXOJHH JI0 CTEMEH, KOSTO € YCIOBHE 32 EKBUBAJICHTHH €(h)UKACHOCT M O€3011acCHOCT.

19. "U3scnensaHe 3a OMOHANIHMYHOCT" € KJIMHUYHO M3IHMTBAHE, C KOETO C€ LIEJIM Ja Ce IOKaXKe
KaKBH ca CKOPOCTTa M CTENEHTa, IPU KOMTO aKTUBHOTO BELIECTBO MJIM TEPANEBTUYHO 3HAUYMMAaTa 4acT OT
W3MUTBAHUSA JEKApCTBEH MPOJIYKT JOCTUTrAT OT JIEKapcTBEHaTa (popmMa B CHCTEMHOTO KPbBOOOpaIleHHUE.

20. (u3m. - /1B, 6p. 84 ot 2018 r. (*)) "M3nuTBan nekapcTBeH NPOAYKT" € U3MUTBAH JIEKAPCTBEH
MPOAYKT 10 CMUCHJIA HA WiI. 2, maparpad 2, Touka 5 ot Permament (EC) Ne 536/2014.

21. (m3m. - IB, Op. 84 ot 2018 r. (*)) "M3cnemoBaren" e u3ciaeaoBares 1Mo CMUCHIA HA 9. 2,
naparpad 2, rouka 15 ot Pernmament (EC) Ne 536/2014.

22. (m3m. - [1B, 6p. 84 ot 2018 1. (*)) "Undopmupano ceriacue" € uHOOPMUPAHO ChIIIACHE IO
CcMHCBIIa Ha wil. 2, maparpad 2, touka 21 ot Pernament (EC) Ne 536/2014.

23. "Kut" e BCSKO BEIIeCTBO, KOETO OOMKHOBEHO Mpeau ymorpeda ce pa3TBapsi, CyCICHIMpA,
paspexja UiId KOMOMHHpaA ¢ PaJIUOHYKIUAM, B PE3yJITAaT Ha KOETO C€ MOJydyaBa FOTOBUAT PaJHOAKTUBEH
JIEKapCTBEH MPOIYKT.

24. (m3m. - 1B, Op. 84 or 2018 r. (*)) "KnuHN4HO M3NMUTBaHE Ha JICKAPCTBEH MPOAYKT' €
KJIMHUYHO U3MUTBAaHE M0 CMUCHIIA Ha wil. 2, maparpad 2, Touka 2 ot Pernmament (EC) Ne 536/2014.

25. "KnuHU4HO NpeArMCTBO" € 3HAYUTETHO TepareBTUYHO WIA AUATHOCTUYHO MPETUMCTBO Ha
€IMH JIeKapCTBEH MPOIYKT B CpPaBHEHHE C JIEKAPCTBEH MPOAYKT, KOWTO Beye € MOJy4YusI paspelieHue 3a
ynotpeoa.

25a. (noBa - /IB, 6p. 84 ot 2018 r., B cmma ot 12.10.2018 r., u3m. - JIB, 6p. 84 ot 2023 1., B cuna
ot 06.10.2023 r.) "KondnukT Ha nHTEpecu" € KOH(MIMKT Ha MHTEPECH M0 CMUCHJIA Ha IJ1aBa ocMa, paszzaedn |
0T 3aKOHa 3a MPOTUBOACHCTBHUE HA KOPYMIIHITA.

26. (ot™. - IB, 6p. 84 ot 2018 1. (*))

27. "JlucToBKa 3a TManueHTa" € JMCTOBKA, ChAbp)Kamla MHGOpMAIHs 3a MOTPEOUTENs, KOSTO
CHIIPOBOKA JIEKAPCTBEHHUSI MIPOJTYKT.

27a. (noBa - /IB, 6p. 71 ot 2008 r., B cmna ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.) "JlekapcTBeH MPOAYKT 3a MOJIEpHA Tepanus' € JICKapCTBEH MPOIYKT, OMpEeIcH B
giieH 2 ot Pernament (EO) Ne 1394/2007 na EBpomneiickus napaameHT u Ha CbBeta oT 13 HoemBpu 2007 T.
OTHOCHO JIEKapCTBEHUTE MPOAYKTU 3a MOJepHa Tepanus U 3a uzmeHenue Ha [upexkrusa 2001/83/EO u Ha
Pernament (EO) Ne 726/2004.

276. (woBa - JIB, Op. 84 ot 2018 r., B cuima ot 12.10.2018 r.) "JlekapcTBeH MNPOAYKT 3a
chCcTpaarenaHa ymnorpeba" e JeKkapcTBeH MPOAYKT 3a MaluaTMBHA YHoTpeda Mo CMUCHIAa HAa wi. 83,
naparpad 2 ot Pernmament (EO) Ne 726/2004 na EBponeiickust napnament u Ha CbBera.

28. "JlekapcTBEH MPOAYKT, MOJYYEH OT YOBEIKA IUIa3Ma WM OT YOBEIIKA KPbB" € JIEKapCTBEH
MPOAYKT, MIPOU3BEJCH OT YOBEIIKH KPBbBHU ChCTaBKU M Ype3 METOJ, BKJIIOYBAIL MPOMHUIIIEH mporec. Kpm
TAX C€ OTHAacAT alOyMHH, UMYHOIJIOOYJIMHH, Koaryiupamiy (akTopu M aHTUIpPOTEea3u, pa3TBOPU Ha
IJ1a3MEHU MPOTEUHU, APYTH TUIa3MeHH (Ppakluy WM KOMOMHAIIMU OT TAX.

29. "JlekapCTBEH MPOIYKT, MPEHA3HAYCH 32 JICUeHUE, TPOPUITAKTHKA U TUATHOCTHKA HA PEIKU
3a001sBaHus" € IPOIYKT, KOHTO:

a) € mpexHa3HaueH 3a JAMArHOCTHMKA, MPOQMIAKTUKA WIM JICUCHHE Ha XMBOTO3AaCTpallaBalld
00J1ecTH WM MPOrPECUBHO MPOTHUYAILM XPOHUYHU 3a00sIBaHUS, KOUTO 3acaraT He nmoseue oT 5 Ha 10 000
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YOBEKa Ha TEPUTOPHTA Ha CTpaHaTa, WK

0) ¢ mpenHa3HA4YeH 3a UAarHOCTHKA, MPOQMIAKTHKA WM JICYCHUE Ha JKMBOTO3acTpallaBaIilf
00JIECTH M Ha CEpUO3HO YBPEXKJAIIM 3/pPaBETO XPOHUYHM CBHCTOSHUS (3a00NBaHUS C BHMCOK [sUI Ha
00JIeCTHOCBBbp3aHaTa HEPAOOTOCIIOCOOHOCT M HWHBAJIMIHOCT) M Cca NPUIIOKEHU JOKa3aTelCTBA, uYe
npogaxkbaTta Ha TPOAYKTa HE OCUTYpsiBa 3a/I0BOJIUTENHA BB3BPBIIAEMOCT, KOATO Ja OIpaBiae
HEOOXOUMUTE WHBECTHUIIMH 332 HAYYHOM3CIIEJOBaTEICKa W pa3BoiHA JeHHOCT, 0e3 Ja MMa CTHMYJH 32
ch3AaTess Ha MPOAYKTa, U

B) KOrato HsAMa 3aJI0OBOJIMTENIEH METOJ 3a JUarHoCTHKa, MPO(QWIAKTHKAa WM JICYEHHEe Ha
CbOTBETHOTO CHCTOSIHUE, UJIM aKO MMa TaKbB METOJ, MPEAJIOKEHHUAT JIEKAPCTBEH MPOJYKT UMa 3HAUUTEIHO
MoBEYEe MPEeIUMCTBA OT HETO U M0JI13a 32 3aCETHATUTE OT TOBA CHCTOSTHHE.

30. "JlekapctBena (opma" e moaxojsdlna 3a MpPUEMaHe CTPYKTypa, ChIbpKalla aKTUBHOTO
BEIIECTBO (BEIIECTBA), KOSITO MOKE Ja BKJIIOUBA WJIM Jla HE BKJIIOYBA MOMOIIHHU BEIIECTBA, MOMyYeHa 4pe3
npujaraHe Ha ONpeAesieHH TEXHOJIOTUYHU OTepalii, OCUTYpsIBaIla KeJlaHus JiedeOeH epeKT U cTaOUIHOCT
MIPU ChXpaHEHHUE B CPOKA HA TOJTHOCT.

31. (m3m. - /1B, 6p. 71 o1 2008 r., B crna ot 12.08.2008 r.) "JIune, yCTaHOBEHO Ha TEPUTOPUATA
Ha JbpKaBa WieHKa" € TpaBeH CYOeKT, pETUCTPUPAH IO TPAKJAHCKOTO MM THPTOBCKOTO 3aKOHOAATEICTBO
Ha JbpKaBa 4YICHKA WM CH3JaJIeH MO cujaTa HA HOPMAaTHUBEH aKT, KOWTO MMa Celalulle M aJpec Ha
yIOpaBICHUWE B JbpXKaBa 4WICHKa WJIM B JAbpkaBa - crpaHa mo Cnopa3dymenuero 3a EBporeickoro
MKOHOMMYECKO MPOCTPAHCTBO.

32. "Maructpaiina peuentypa' e npeanucaHue 3a JeKapCTBEH MPOIYKT, U3rOTBEH B alTeKa Mo
MpearucaHie Ha MEIULUHCKU CIEeHUANINCT WIM MO yTBbPJIEHA pelenTypa, NpeAHa3HaueH 3a OIpeleieH
MAIUEHT.

33. "MeXIyHapoJHO HENaTeHTHO HauMEHOBaHHE" € NpPernopbYaHOTO HAUMEHOBAHHWE Ha
aKTUBHOTO BEIIECTBO, 0100peHo u myonukyBaHo ot C30.

34. (u3m. - JIB, 6p. 39 ot 2024 r., B cuia ot 01.05.2024 r.) "MeauIMHCKA CHIEIUATUCTH" ca
JeKapH, JieKapu M0 JEHTalHa MEIUIMHA, MarucTbp-GapMaleBTH, MEIUIUHCKUA CECTPH, aKylIepKH,
MEIUIIMHCKH TAOOPAHTH, JICKAPCKH ACUCTEHTH U TOMOITHHUK-(papMaIieBTH.

35. "MeauIuHCK THPTOBCKHU TPEICTAaBUTEN" € JHuIle, MPEMUHAIO0 CHEIUATHO OO0ydeHHe |
MPUTEKABAIIO HAYYHH TO3HAHMSI 32 MPEJOCTaBIHE HA TOYHA U MbJIHA UHGOPMAIUs OTHOCHO JIEKApPCTBEHUS
MIPOYKT, KOWTO PEKJIAMUPA.

35a. (HoBa - JIB, Op. 1 ot 2014 r., B cuna ot 03.01.2014 r.) "MenuinuHcko npennucanue’ e
NpenrcaHue Ha JIEKApCTBEH MPOIYKT MM HAa MEAULIMHCKO H3/EIHe, U3/IaICHO OT JIUIE, KOETO YIpaXKHIBa
perynupaHa MeauImHcKa npodecus mo cmuchbia Ha § 1, T. 1 OT AOMBIHUTETHUTE pa3nopen0u Ha 3aKoHa 3a
MpU3HaBaHE Ha MPOPECHOHATHH KBATH(PHUKAIIMN ¥ KOETO MMa 3aKOHHOTO TPaBo Ja MpaBy TOBA B IbpiKaBara
YJIeHKA, B KOSITO CE M3/IaBa MEJUIIMHCKOTO TPEANICAHHE.

36. (ot™. - JIB, 6p. 84 o1 2018 1. (*))

36a. (noBa - /IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "MpexoBa u nHpopMalnrnoHHa
CUTYpHOCT" € 3amuTaTta Ha WH(OpManuaTa OT HEPaBOMEPEH WM CIy4YaeH JOCTBII, U3IMOI3BAHE, MPaBEeHE
JOCTOSIHUE Ha TPETH JIMLIA, POMSHA WM YHHUILOKaBaHE.

37. "HaumeHOBaHUE Ha JEKAPCTBEH MPOAYKT" € MMETO, JIaJICHO Ha MPOAYKTa, KOETO MOXKE Ja
Obae:

a) cB000IHO U30paHO UMeE (THPTOBCKO UME);

0) (m3m. - /1B, Op. 12 ot 2011 1., B cruta ot 08.02.2011 r.) obmmonpueTo 3aeIHO C ThProBcKaTa
MapKa WIK UMETO Ha IPUTEKATeNs Ha pa3pelIeHneTo 3a yrnorpeoa;

B) (m3M. - JIB, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Hay4HO MMeE 3a€HO C THPTrOBCKaTa
MapKa WIK UMETO Ha IPUTEKATeNs Ha Pa3pelIeHUeTo 3a ynorpeoa.

37a. (HoBa - /IB, 6p. 67 ot 2020 r.) "Hayunu noka3zaTtencTBa" ca KOHKPETHU METUITMHCKH W/UITH
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HAyYHU JaHHH, TIOJYYEHHU OT M3BBPIICHU KIMHUYHHA W3MUTBAHUS, W/WIH TaHHU, JOKa3Balll 0€30MacHOCTTa
1 eUKaCHOCTTa Ha JIEKAPCTBEHUS MPOAYKT, KOUTO ca MyOJMKYBaHHU B Hay4YHU W3JAaHUS, HALIMOHAIHU WIH
MEXIyHApOIHH MTPOTOKOIIU 32 JICUSHUE WU JOKJIAIM 32 OIICHKA Ha 3/IpaBHUTE TEXHOJIOTHH.

38. "Hayuna nuteparypa" € myOiuKanus/myOIuKaluy Ha pe3yiaTaTd OT HayYHH W3CJICIBAHUS B
CHelHaTu3upaHl MeKIYHAPOIHI HAYYHU U3JIAaHUS.

38a. (moBa - JIB, Op. 84 or 2018 r., B cuna ot 12.10.2018 r.) "HegocTur Ha nexapcTBEH
NPOAYKT" € HEAOCTUI'BT Ha JIEKApCTBEHW MPOAYKTH, BKIIOYeHH B [lO3UTHMBHHUSA JEKapCTBEH CIHCHK,
YCTaHOBEH 4pe3 Clieualn3ipaHaTa eJEeKTpOHHA CUCTEMA 0 peaa Ha wi. 2176.

39. "HoBO aKTUBHO BelIecTBO'" €:

a) XUMUYHO, OMOJIOTHYHO WU paauo(apMalieBTUIHO BEIIECTBO, KOETO HE € OUII0 pa3pelieHo 3a
ynotpeba Kato JIeKapcTBEH NpOoayKT B EBponeiickus cbio3;

0) u3omep, CMEC OT U30MEPH, KOMILIEKC WM JIEPUBAT, UJIU COJl HA XUMUYHO BEUIECTBO, KOETO €
Oouno paspemeHo 3a ymorpeba KaTto JIEKapCcTBEH MPOAYKT B EBpomeickusi cbhio3, HO Ce pas3indaBa Mo
OTHOIIIEHHE Ha 0€30MacHOCTTa U e(pUKACHOCTTA CH OT MPEAUIITHO Pa3pelIeHo BEIIECTBO;

B) OMOJIOTMYHO BEIIECTBO, KOETO € OMIIO pa3pelieHo 3a yrnoTpeda KaTo JEKapCTBEH MPOIYKT B
EBpormeiickus cbi03, HO € ¢ pa3jnyHa MOJIEKYJHAa CTPYKTypa, C pa3id4eH MPOU3XOJ MO0 OTHOIICHHE Ha
W3XOJIHUS MaTepyal WU € MOJIYYeHO Ype3 Pa3InyeH MPOU3BOICTBEH MPOIIEC;

r) paguodapManeBTUIHO BEIIECTBO, YAUTO PATUOHYKIUIHN HIIM MOJICKYJHU BPB3KH (CHOTBETHO
JIUTaH]1 ), KOUTO He ca OWJIM pa3pelieHn KaTo JeKapCcTBEeH NMPOoIyKT B EBpomnelickust chio3, MM MEXaHU3MBT
3a CBBP3BaHE B JIBOWKA HAa MOJICKYJIMTE U PATUOHYKIUAUTE HE € OWT pa3peiieH B EBponeiickus Chio3.

40. (u3Mm. - JIB, 6p. 84 ot 2018 r. (*)) "Hexenano cpbutne" e Bcsika HeOMaronpusaTHA MPOMSHA
B 37JpaBHOTO CHCTOSTHUE, HaOMI0JaBaHa MpH MpUJIaraHe Ha JICKAPCTBEH MPOJIYKT Ha MAIMEHT, KOATO HE €
HENPEMEHHO MPUIMHHO CBBhpP3aHa C TOBA JICUCHHUE.

41. (u3m. - 1B, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r., u3m. - /IB, Op. 84 ot 2018 r. (*))
"Hexxenana nexkapcTBeHa peakiusa' € BCEKH HEXelaH W HEMPEIBUJIEH OTTOBOP KbM JIEKAPCTBEH MPOIYKT.
BunoBete Hexenanu JeKapCTBEHU PEaKIMHU Ca:

a) (mwm. - [IB, 6p. 84 ot 2018 1. (*)) "HeouakBaHa" - HE)KETAHA JICKAPCTBEHA PEAKIIUs, KOSTO HE
¢ IocoYeHa B KpaTKaTa XapaKTepUCTHKAa Ha TPOAYKTAa WM YHHUTO XapakTep, TEKECT WM W3XOJ He
OTrOBapsAT Ha MOCOYEHUTE B KpaTKaTa XapaKTepPUCTUKA Ha IPOIYKTa;

0) "momo3upana" - HeXKeNlaHa JIEKApCTBEHA PEaKIUs, 3 KOSITO ChOOIIUTENSAT WIIN MPUTEHKATEIST
Ha pa3pelleHueTo 3a yrnoTpeda npeanoara, ye uMa Bb3MOKHA PUIHMHHO-CIIEJICTBEHA BPb3Ka C MIPHUEMaHUS
JIEKapPCTBEH MPOIYKT;

B) "cepuo3Ha" - BCcekH HeOJaronpusTeH eDeKT BbPXYy 3APAaBHOTO CHCTOSHUE, KOWTO € CTaHal
MPUYMHA 32 CMBPTEH H3XOJ, HETMOCPEICTBEHA OMACHOCT 3a XKUBOTA, XOCIHTAIU3AIUS WU YAbDKABAHE
CpOKa Ha XOCTHMTAIU3AINs, 3HAYNTEITHN WIIN TPAHHU YBPEXKIAHUS, MHBATHIU3AINS U BPOJICHH aHOMAJINH;

') KOMOMHAIMK MEXTy peakuuu no Oyksu "a", "6" u "B".

42. "O6mmonpuero umMe" € MeXIyHapOIHOTO HEMATEHTHO HAUMEHOBAHHUE Ha JICKAPCTBEHOTO WUITU
nomotHoTo BeriecTBO (INN), mpenopbruano ot C30; ako HAMa TakoBa, Ce M3IM0I3Ba UMeTo B EBponelickara
dapmakories, ako M TaM JUICBA - APYyro (apMakomeiHo uWMe; Korato HsMa (apmakomneiiHo ume, ce
U3I0J13Ba OOMYAHOTO MPUETO HME.

42a. (noBa - /IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "OcHOBHa JAOKyMEHTalMs Ha
cUCTeMaTa 3a MpOoCIie[siBaHE Ha JieKapcTBeHaTa Oe3omacHoOCT" € MOApOOHO ONMCcaHuWe Ha CUCTeMara 3a
IpocieisBaHe Ha JeKapcTBeHaTa 0e30MMacHOCT, U3MOJI3BaHa OT MPUTEKATENsl Ha pa3pelleHre 3a ynorpebda
10 OTHOILIEHHUE Ha €VH WUJIM ITOBEYE pa3pelleH! 3a ynoTpeda JIeKapCTBEHU MPOAYKTH.

426. (HoBa - /1B, 6p. 48 ot 2015 r.) "Ouenka Ha 3paBHUTE TEXHOJIOTUHU" €:

a) ¢hopMa Ha MOJIUTUKA B 00JaCTTa HA HAYYHUTE U3CIEABAHMS, KOSITO MPOYyYBA KPATKOCPOUHUTE
U JIBITOCPOYHHTE PE3yNITaTH, CBBP3aHU C MpPHUJIAraHeTo Ha 3ApaBHUTE TEXHOJIOTHH, W WUMa 3a el Ja
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npeaocTaBy UH(GOpPMAIMA OTHOCHO aJITEPHATUBHUTE 3/IPAaBHU CTPATETHH;

0) MyATHIMCUUIUIMHApHA  JEWHOCT, KOSITO CHCTEMaTHYHO OICHSBA TEXHUYECKUTE
XapaKTepUCTUKH, O€30MacHOCTTa, KIMHUYHATa €(pUKACHOCT U €(EeKTUBHOCT, Pa3XOJIUTE, CTOMHOCTHATa
€(eKTUBHOCT, OpraHU3allMOHHUTE, COLMUAIHUTE, IMPAaBHUTE U E€TUYHUTE IOCIEIUIU OT MNpUaraHeTo Ha
JIEKapCTBEHH TMPOJIYKTH B 3]paBeola3BaHeT0 M ce (oKycupa BBPXY CTOHHOCTTAa - KIWHAYHA H
MKOHOMMYECKA, KaTO aHAJIU3bT € CPAaBHUTEJIEH CIPSAMO ChIIECTBYBAlllaTa WM Hail-moOpaTa KbM MOMEHTa
alTepHaTHUBA.

42B. (HoBa - JIB, Op. 67 ot 2020 r.) "Odunuanna madopaTopusi 3a KOHTpon" € JadopaTopus,
KOSITO U3BBpIIBa J1a0OpAaTOPHU H3MHUTBAHMSI HA JIEKAPCTBEHM NPOAYKTH OT HMMETO Ha KOMIIETEHTHHTE
peryiaToOpHd OpraHd B M3IBJIHEHHE HAa CHOTBETHM HAIMOHAJIHU M3HCKBAaHMA W € HE3aBUCHUMa OT
MIPOM3BOUTENINTE U MPUTEKATEIUTE HA pa3pelIeHHs 3a yIoTpeda Ha JIEKapCTBEHU MPOAYKTH.

43, "l[laptupa" € oONpenesieHOTO KOJIMYECTBO OT JIEKApCTBOTO, MPOU3BEACHO CBhIVIACHO
YCTaHOBEHA BB3MPOM3BOJMMA TEXHOJOTMYHA CXEMa, OCHUTYpsBalla HEOOXOAMMUS MAPTUICH XOMOTCHHUTET
10 OTHOLIEHHE Ha U3UCKBAaHUTE KOHTPOIHU MTOKA3aTEeNH.

43a. (noBa - /IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) "[1nan 3a ynpasieHue Ha pucka'" e
oIpoOHO OMHMCAHME HA CHCTEMAara 3a yIpaBJieHHE Ha PHUCKa.

44. "IlogrbpxkaHe Ha pa3pelIeHHeTo 3a ynoTpeda Ha JIeKapcTBEH MPOAYKT" BKJIFOYBA BCHUYKU
HEOOXOIMMHU JIEHHOCTH C OrJieA MOANbp)KaHE Ha aKTyaJlleH PETHCTPAllMOHEH CTAaTyC Ha JICKapCTBEHHSA
MPOJYKT, BKIIFOUHUTEIHO U MPOCIEASIBAHETO HA JIEKapCTBEHATa 0€30IacHOCT.

44a. (moBa - /IB, Op. 48 ot 2015 r.) "l[longbpkane Ha peuMOypceH craTyc' € OleHKa Ha
JIEKapCTBeH NPOAYKT BB3 OCHOBAa Ha JIOKa3aTelCcTBa 3a e(UKACHOCT, TepaneBTUYHAa e(EeKTUBHOCT,
0€30MacHOCT U aHaJIu3 Ha (hapMaKO-UKOHOMHUYECKH TTOKA3aTeIH.

45. "I[lon3a" e NoJOKUTENEH pe3yITaT/TepaneBTuyHa €(pUKaCHOCT Ha JIEKAPCTBEHUS IPOAYKT 3a
OTJIEHUA MAlMEHT, TpyIia OT MalMeHTH WK 3a 001ecTBoTo. KonnyecTBeHara oljeHKa Ha O4aKkBaHaTa Moj3a
BKJTIOYBA MPHOIM3UTEITHO U3UUCIIEHUE HA BEPOSITHOCTTA 32 TO3H MOJIOKUTENIEH Pe3yTar.

46. (m3m. - 1B, 6p. 102 ot 2012 r., B cmita ot 02.01.2013 r.) "IlomomnrHo BemiecTBO" € BCsKa
ChCTaBKa Ha JIEKapCTBEH MPOAYKT, pa3IMyHa OT aKTUBHOTO BEIIECTBO U OMAKOBBUHUS MaTepUall.

47. "IlocTMapKeTHHTOBO Mpoyd4BaHe" € BCAKO MpOyuyBaHE, MPOBEXKIAHO MpU YyrnoTrpeda Ha
JIEKapCTBEHMs MPOIYKT B paMKUTE Ha of0OpeHaTa KpaTKa XapaKTepUCTHKa Ha MPOAYKTa B MEpUOJA CIE]
pasperniaBane 3a ynorpeoa.

47a. (moBa - JIB, 6p. 102 ot 2012 r., B cma ot 02.01.2013 1.) "[TocpenHuuecTBo B 0OacTTa Ha
JIEKapCTBEHUTE MPOIYKTU" ca BCUUKHU AEMHOCTH, KOUTO MMAT 3a IIeJl CKJIIOUYBAHE Ha JIOTOBOP 3a IOKYIIKA
WK TpoJaxk0a Ha JIEKapCTBEHM MPOIYKTH, C M3KIIOYEHHE Ha THhProBHUATA Ha €IpO, KOMTO HE BKIIIOYBAT
¢bu3nUecKo IbpKaHEe U KOUTO Ce M3pas3siBaT B JOrOBapsHE HE3aBHCHMO U OT MMETO Ha JIPYro IOPUAMYECKO
WU GU3UYECKO JIUIIE.

48. (m3m. - JIB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) "IlocTMapKETHHIOBO MPOYYBaHE 32
6e3omacHOCT" € BCAKO MPOyYBaHE, CBHP3aHO C pa3pelIeH 3a yrnorpeda JeKapCTBeH MPOIYKT, MPOBEKIAHO C
nen nga ce uAeHTu(uIMpa, XapaKTepuszupa WU OINpeleidd CTeNeHTa Ha pHUCKa [0 OTHOIIEHHE Ha
0€30MacHOCTTa, Jla ce MOTBBPAN NPOGMIBT Ha OE30MAaCHOCT Ha JIEKAPCTBEHHUS NMPOJIYKT HIIU Jia Ce MPELEHH
e(eKTUBHOCTTA HAa MEPKUTE 3a yIpaBJIeHUE HA PUCKa.

49. "lIloTeHuMaNEH CEpUO3EH PUCK 3a 3/IPAaBETO HA HACEJIEHUETO" CHIIECTBYBA, KOraTo € HAJINLE
BHCOKa CTEMEH Ha BEpOSITHOCT YNOTpedara Ha JEKapCTBEH MPOAYKT Ja Mpelu3BUKa HEOTCTPaHUMH,
HEMOMpaBUMU M HEOOpaTHUMU HEraTUBHU mociuencTBus. [IpouechT Ha oOleHsSBaHE WIECHTHUDUIMPA
OIIaCHOCTTAa OT MPUYMHIBAHE HA BPEH 3a 3[PABETO HA HACEJIEHUETO U JEHCTBUTETHOTO M €KCIIOHUPAaHE MPU
mpokaTta ynorpeda Ha nmpoaykra. Cepro3HHAT PUCK 3a 3[paBeTO B KOHTEKCTa Ha YroTpeda Ha OmpejeieH
JIEKapCTBEH MPOAYKT MOXe J1a ObJie MPEIICHEH MPH CISIHUTE YCIOBHS:

a) eUKaCHOCT - JJaHHUTE, MPEJCTaBeHH 3a TeparneBTHYHaTa €(UKACHOCT MO OTHOILIEHUE Ha
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NPE/UIOKEHOTO IMOKAa3aHHWE/TIOKa3aHMsl, Ha MpeIjioKeHaTa LeJleBa Tpyna/Tpynd TalueHTH W Ha
MpeyIoKeHaTa J03UPOBKa, MOCOYEHH B IMPOEKTa Ha JINCTOBKATa 3a MAllMeHTa, HE 3allliTaBaT HAay4yHO B
II'bJIHA CTETICH MPETCHIIMUTE 33 €(hUKACHOCT;

0) 6e30MacHOCT - OIIEHKaTa Ha JIaHHUTE OT MPEAKIMHUYHATa TOKCHYHOCT/(papMaKoiIoruyHaTa
0€30MacHOCT M KIWHUYHA O€30MacHOCT HE MOXE Ja 3allUTH yOeJUTEeNHO 3aKII0YEHHETO, Y€ BCHUYKHU
MOTEHIMATHA CTPaHU 3a O€30MacHOCT IO OTHOILICHHWE Ha IeJieBaTa TpyNa/TpyNu MAIlMEeHTH ca TOYHO M
M3UYepraTesHo OTPa3eHH B MpeIoKeHaTa JIMCTOBKA 3a MallMeHTa WM a0CONIOTHATa CTENEH Ha PUCK €
HETMPUEMIINBA;

B) Ka4eCTBO - MPEAJIOKEHUAT HAUMH Ha MPOU3BOJACTBO M KOHTPOJHUTE METOAM HE Morar Ja
rapaHTUpaT JIMICAa Ha CHIIECTBEH Ae(PEKT B KA4eCTBOTO Ha MPOAYKTa, KOHTO MOXKE Ja ce€ OTpa3u Ha
0e30macHOCTTa U/Win e(PUKACHOCTTa Ha MPOAYKTAa;

I') ChOTHOIICHHUE MOJI33a/PUCK - OLIEHKATa HAa CHOTHOILIEHUETO MOJ3a/pPUCK € HeOIarompusTHa,
MPEBU] XapaKkTepa Ha HUICHTHPHUIMPAHUS PHUCK/PUCKOBE W HA MOTCHIMATHATA TMOJI3a 32 MPEIOKEHOTO
MOKa3aHWe/TI0OKa3aHus U 1ieJieBaTa Ipyna/Tpynu NalueHTH.

50. "IlpeacraBuren Ha JMLETO NO wWi. 26, an. | WM Ha IPUTEXKATE] Ha paspelleHue 3a
ynotpeba" e nuie, yCTaHOBEHO Ha TepuTopusTa Ha PermyOnuka briarapus, onpeaesneHo ot JIMLETO 1o 4. 26,
an. | M oT mpUTeKaTeNs Ha pa3pelieHrneTo 3a yrnoTpeda Jia ro MpeicTaBisaBa npe/ peryJIaToOpHUTE OpraHu
Ha TepuTopusTa Ha Penybnuka bearapus.

51. "[lpuemnrBO HUBO Ha OE30TACHOCT" € HaJMIIE, KOraTo MPEACTaBeHUTE NaHHHU Ce TpHeMaT
MIPU CTATUCTUYECKU JIOCTOBEPHA 0€30MACHOCT CIIOPE KIMHUYHHU U3MUTBAHUS, TPOBEICHU B ChOTBETCTBHUE C
JloGpata KIMHUYHA TPAKTHKA.

52. "IIpon3BOACTBO HA JIEKAPCTBEH MPOAYKT" ca BCUUKU OIEpAIllH, CBbP3aHU C HAOABSIHETO HA
MaTepUaINTe, TAXHOTO OO0pabOTBaHE TIPHU MPOM3BOJCTBEHMSI TMPOIEC, BKIIOYUTEIHO OIAKOBaHE W
ETHUKETHUPaHEe, KAYeCTBEHUAT KOHTPOJ, OCBOOOXKIABAaHETO Ha MapTHaTa, ChXpaHEHHUE, EKCIEeIUpaHe u
CBBP3aHMAT C TE3U OINEpaIi KOHTPOJI.

53. (m3m. - [IB, Op. 84 ot 2018 r. (*)) "[IpoTOKONM Ha KIMHUYHO M3MUTBaHE" € MPOTOKOJ IO
CMHCBIJIA Ha wil. 2, maparpad 2, touka 22 ot Pernament (EC) Ne 536/2014.

54. "l[lyckane Ha maszapa' € pa3NnpOCTPAHEHHETO Ha JIEKAPCTBEHUS MPOAYKT B ThpProBCKaTa
Mpexka Ha Teputopusta Ha PemyOnuka bearapus u3BbH TUPEKTHHS KOHTPOJ HA MPUTEXKATeNs Ha
paspelieHneTo 3a ynorpeoa.

55. "IlbpBuuHa oOmnakoBKa' € OMNAaKOBKAaTa, KOSTO BIIHM3a B HEMOCPEACTBEH KOHTAKT C
JIEKApCTBEHUS MPOIYKT.

56. "PagnodapmarneBTUK" € JeKapCTBEH MPOAYKT, KOMTO, KOraTo € TOTOB 3a ynoTpeda, ChIbpika
€/IMH WM MOBeYe PAAUOHYKIUIH (PaAHOAKTUBHU U30TOIH ), BKITFOUCHU C MEIULIMHCKA T,

57. "PapuoHykiIHMIeH TeHepaTop" € BCAKa CHUCTEMa, KOSTO BKJIIOYBA (DUKCHpAH MaTepeH
PAIUOHYKIIU]I, OT KOMTO C€ MoJly4yaBa IbIICPEH PATUOHYKIH]I, KOUTO C€ OTAEINS Ype3 eyupaHe WM 4pe3
JPYTH METOJIU M C€ M3IMOJI3Ba B pasnodapMaieBTUK.

58. "PaguonykiuieH npeKypcop” € BCEKU APYTr PaIMOHYKIHJ, MPOU3BEIAEH 32 PaguOaKTHUBHO
MapKUpaHEe Ha JIPYTro BELIECTBO HEMOCPEACTBEHO IPEIN BHBEXK/IAHETO My B OPraHU3Ma Ha MalleHTa.

59. "PactuteneH JeKapCTBEH MPOAYKT' € JIEKAPCTBEH NPOIYKT, KOHUTO ChAbpPKA KaTO
JIEKApCTBEHH BEIIECTBA €IHO WM IMOBEYE PACTUTEIHU BEIIECTBA, WIM €AUH WU IOBEYE PACTUTEIHHU
npenapary, Wik €IHO UM MOBEYE PACTUTEIHHU BEIIECTBA B KOMOWHAIIUS C €UH WM MOBEYE PACTUTEIIHU
npemnapaT.

60. "PactuTenHu BemiecTBa" ca OCHOBHO PAacTEHUS WM YaCTU OT PacTeHHs, BOJAOPACIH, I'bOH,
JIUIIIEeH, KOUTO ca 11eJid, HAauyleH! WM Haps3aHU, U c€ U3MO0JI3BAT B HEOOPAOOTEHO CHCTOSHUE, OOMKHOBEHO
B W3CYIICH BUJ, HO MOHSKOTa U MpecHU. HsIKom ekcyaaTH, KOUTO He ca OWIIM MOJJIOKEHH Ha CIelu(uIHa
00paboTKa, ChILIO C€ OTHACIT KbM pacTUTEIHHUTE BellecTBa. PacTurennure BemecTsa TpsOBa Jja ca ¢ TOYHO
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orpeniesieH0 OOTaHWYECKO HAay4YHO HAMMEHOBAaHME HA PACTEHMATA, OT KOHMTO IMPOU3XO0XKIAT, CHITIACHO
OMHOMHMHAJIHATA cucTeMa (PoJl, BUI, BAPUETET U aBTOP).

61. "Pacturenen npenapatr" € npoAyKThT, KOMTO c€ MOIydaBa CJE] €KCTpaKLus, AECTUIIALMS,
U3CTHUCKBaHe, (pPAaKIHMOHUpaHE, NPEYUCTBaHE, KOHILIEHTpalus Wik (epMeHTaluus Ha pPACTUTEIHOTO
BEIIECTBO. PacTUTENHUAT mpemnapar Moxke Ja ObAe ChIIO CTPUTH WIH Pa3MpallieHH pPaCTUTEIHU BEIIEeCTBa,
TUHKTYPH, EKCTPAKTH, €TEPUIHN Maciia, pepaboTeHN paCTUTEITHNA TEUHOCTH/COKOBE.

62. "Penku 3abonsBanms" ca 3a00JsABaHMATA, KOUTO C€ XapaKTepU3HpAT C 4YECTOTa Ha
pasnpocTpaHeHue He mo-Bucoka ot 5 Ha 10 000 qymiu oT HaceJIeHHUETO.

63. "Pedepenten nexkapcTBEH MPOAYKT" € JIKapCTBEH MPOAYKT, Pa3pelieH Mo peaa Ha wi. 23 B
ChOTBETCTBUE C M3UCKBAaHUATA Ha wi. 27.

64. (u3m. - JIB, Op. 67 ot 2020 r.) "PedepentHa cToiiHOCT 3a AepuHMpaHa JHEBHA 032" € Hall-
HUCKaTa CTOMHOCT 3a AepuHHpaHa THEBHA /1032, OmpejesieHa Ha 0a3ara Ha CTOMHOCTHUTE 3a JedUHUpaHA
JTHEBHA J103a Ha JIEKapCTBEHUTE MPOIYKTH IO MEXTYHAPOIHO HEMATEHTHO HAUMEHOBAHHUE ChC CHOTBETHATA
JeKkapcTBeHa opma.

65. "PecepeHTHa CTOHHOCT Ha TepaneBTHUYEH Kypc" € Hali-HUCKaTa CTOMHOCT Ha TepaneBTHYCH
Kypc, olpezeineHa Ha 0a3a CTOMHOCTUTE Ha TepameBTUYEH Kypc Ha JIeKapcTBaTa IO MEXAYHapOIHO
HEMaTeHTHO HaMMEHOBaHUE ChC ChOTBETHATA JIEKapCTBEHA (opma.

66. "Puck nipu ynorpebara Ha J1€KapCTBEH NMPOAYKT" €:

a) PUCK 3a 37JpaBeTO Ha MallMeHTa WM PUCK 3a 3[paBEeTO Ha HACEIEHHETO, KOMTO € CBBbp3aH C
Ka4eCcTBOTO, 0€30MacCHOCTTa WK €(UKACHOCTTA Ha JICKAPCTBEH MPOIYKT;

0) pUCK OT HEXeJTaHu ePEeKTHU BbPXY OKOJHATA cpefa.

67. "Cepro3HO HEXETaHO chOUTHE" € BCsika HeOIaronpusaTHa MPOMsHA B 3paBHOTO ChCTOSHUE,
KOSITO € CTaHaja MPUYMHA 32 CMBPTEH M3XO0/Jl, HETIOCPEICTBEHA ONACHOCT 3a JKUBOTA, XOCHUTAIN3ALNS WIH
yAbDKaBaHEe Ha CpPOKa HAa XOCHHTAIW3alus, 3HAYUTEIHU WIM TpailHM YBpEXIaHWs, WHBAIHAWU3ALUS U
BpOJICHU aHOMAJIHH.

68. "Ceprudukar 3a ocCBOOOXJaBaHEe Ha mapTHAa" € JOKYMEHT, KOHTO ce€ u3/JaBa OT
KBUTM(UIIMPAHOTO JIMIIE HA TPOM3BOAMTENS WM Ha BHOCHUTENS 32 BCAKA OTJEIHA MApTUAA M BKIIOYBA
W3MCKBAaHUATA B CHOTBETCTBHE CHC CIEIU(DUKAIUATA, KAKTO M BCHYKH PE3YJITaTH OT W3IMUTBAHHATA 32
0CBOOOKJaBaHETO HA MapTHIATA.

69. "Ceprudukar 3a TOMBIHUTEIIHA 3aKpmiia" € JOKYMEHT, KOWTO MPEIOCTaBs JAOMBIHATEITHA
MaTeHTHA 3aKpuiia Ha JIEKapCTBEHMs MPOAYKT HAl-MHOTO 5 TOJIMHU clie/ AaTaTa Ha M3TUYaHe Ha OCHOBHUS
MIATEHT.

69a. (HoBa - JIB, Op. 102 ot 2012 1., B cuia ot 21.12.2012 r.) "Cucrema 3a ymnpaBieHHe Ha
pucka" e cucteMa OT MEpKU U JSHHOCTH 3a IMpOCIeIsBaHe Ha JIeKapcTBeHaTa Oe30MacHOCT, NMpeHa3HaAueHU
3a WOCHTU(QUIMpaAHE, XapaKTepu3upaHe, NMpeAoTBpaTsIBaHE WM CBEXJaHE IO MUHUMYM Ha PHCKOBETE,
CBBP3aHU C JIEKAPCTBEH MPOAYKT, BKIIFOUUTEIHO OLIEHKA Ha €(peKTUBHOCTTA Ha T€3U IEHHOCTH U MEPKH.

696. (nHoBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "Cucrema 3a mpociie/iiBaHe Ha
JeKapcTBeHaTa 0e30macHOCT" € CUCTeMa, M3MOJ3BaHa OT MPUTEKaTeNlsl Ha pa3pelieHue 3a ynorpeda u ot
NAJI 3a u3nbJIHEHNE Ha 33JaYUTE U OTTOBOPHOCTHUTE IO IjlaBa OCMa, IpeJHa3HAuYE€Ha 32 OCHILECTBSBAHE
HabOmoleHue Ha 0e30MacHOCTTa Ha pa3pelleHuTe 3a yrnorpeda JIeKapCTBEHH MPOIYKTH U 32 OTKpPHUBAaHE Ha
BCSIKA IPOMSIHA B CHOTHOIIIEHUETO 10133/ pUCK.

698. (HoBa - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "CucremHo" € HapylIeHHUETO,
U3BBPIICHO TPU WUJIM MOBEYE IMBTH B €IHOTOAMILIEH CPOK OT BIM3aHETO B CHJIa Ha MBPBOTO HAKa3aTEIHO
[IOCTaHOBJIEHHE, C KOETO Ha HApYLIUTENs CE Hajlara HaKa3aHHe 3a ChIIOTO 10 BUJ HapyLICHHE.

70. "CrienmiH OrpaHUYUTEITHU MEPKH 3a 0€30MacHOCT" ca BpeMEHHHM ITPOMEHH B MH(POpMaIIUITA
3a MPOJyKTa TO OTHOIICHWE Ha €JHA WM IMOBEYe YacTH OT KpaTKaTa XapaKTepUCTUKa Ha MPOIYKTa,
MOKa3aHusl, HAYMH Ha MPUIOKEHHE, MPOTUBOINOKA3aHUS U MPEeNyNpexaCHUs, KOUTO ca pe3yiTaT OT HOBa
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uHpopManus, cBbp3aHa ¢ 6e3onacHaTa ynorpeda Ha JIeKapCTBEHUS MPOIYKT.

71. "CnoHTanHO choOIIEeHHE" € JOOPOBOTHO M3IMPATEHO CHOOIICHHUE 3a TI0I03UpaHa HEXETaHa
peakius Mpu yrnorpebara Ha JIEKapcTBEH MPOJYKT JIO0 MPHUTEXATeNss Ha pa3pelieHueTo 3a ymnorpeda, 110
OpraHu 3a HaJ30p BBPXY JICKAPCTBEHUTE MPOIYKTH WM JIO APYTH OPTaHU3AIMH, KOETO HE MPOU3JIH3a OT
MpOy4YBaHE WIH pyra OpraHu3MpaHa CUCTeMa 3a ChbOupaHe Ha HHPpOpMAITHsL.

72. "Cpok Ha TOAHOCT Ha JIEKAPCTBEH NPOAYKT' € HMHTEpBaJIBT OT BpPEME, B KOMTO, aKo ce
CbXpaHsBa MpU NPEANUCAHUTE YCIOBHUS, JIEKAPCTBEHUSAT MPOAYKT OTroBaps Ha U3HUCKBaHHUATA Ha
cennuKanuaTa, pa3padoTeHa Bb3 OCHOBAa Ha M3CJIEIBAaHHUS 3a CTAaOWJIIHOCT HA HSIKOJIKO HapTHUAU OT
rorosara (opma.

73. (m3m. - JIB, 6p. 71 ot 2008 r., B cunma ot 12.08.2008 r.) "ChoTBeTcTBal] JEKAPCTBEH
MPOAYKT Ha PACTUTEJCH JIEKAPCTBEH NPOAYKT' € MPOIYKT, KOWTO CHIBpXKA €IHH W CHIIM aKTUBHH
BEIIECTBA, HE3aBUCUMO OT ChCTaBa HA MOMOIIHUTE BEIIECTBA, MPEAHA3HAUEH € 3a €IHA U ChIla e, C
EKBHUBAJICHTHO KOJIMYECTBO Ha JIEKAPCTBEHOTO BEIECTBO/BEIIECTBA, U C €IHA WU ChIIA JTO3UPOBKA, U CHC
CBHILUS WIH MTOJI00€H BT Ha BbBEXKAAHE KaTO MPOAYKTa, 33 KOMTO € MoAaieHO 3asBICHHUE.

74. "CpoOiieHue 3a HexenaHa JeKapcTBeHa peakuus” e JOKyMeHTHpaHa MHpOopMaLus 3a egHa
WM TIOBeYE MOJO3MPaHH HEXeJaHW PeakIuy, CBhp3aHH ¢ ynorpedara Ha €IWH WM TOBEYEe JICKAPCTBEHH
NPOAYKTH OT €IMH MalMeHT. 3a 3aYydTaHe Ha BAJUIHOCTTA Ha CHOOIIEHHETO 3a HEXellaHa JIeKapCTBEHa
peaknus ca HeoOXO0IMMH MUHUMYM JJaHHU 33 WACHTU(HUIMPAHE HA CHOOLIUTENS (MHUIMATIN WIIH apec, I
npodecus/CrenuanHocT), Ha ManueHTa (MHUIMAIM WM BB3pacT, WIM JaTa Ha paxkIaHe, WM IO0J), Ha
HE)KeJaHaTa peaKiys/cChOUTHE U Ha T0I03UPAHUS JIEKAPCTBEH MPOIYKT.

75. (u3m. - JIB, 6p. 84 ot 2018 r. (*)) "ChmecTBeHa mpoMsiHa B MPOTOKOJIA HAa KIMHHUYHOTO
M3MUTBaHe" € ChIIeCTBEHA MPOMsHA 10 CMHMCHIA Ha wi. 2, maparpad 2, touka 13 ot Permament (EC) Ne
536/2014.

75a. (HoBa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "CbliecTBeHH NPOMEHU B
MPOTOKOJIa HA HEMHTEPBEHIIMOHAIHO MOCTMApKETHHTOBO MpOy4BaHe" ca MPOMEHH, KOWTO TOBJIHUABAT HA
6e3omacHoCTTa, (hu3nuecKara Wik MCUXUYeckaTa HEMPUKOCHOBEHOCT Ha MAIlMEHTUTE WM Ha Pe3yiTaTUTe
OT IPOYYBAHETO U TAXHATA UHTEPIPETALUS.

76. (u3m. - JIB, Op. 71 ot 2008 r., B cuia ot 12.08.2008 r.) "Tpera nppxaBa” € 1bpkaBa, KOATO
HE € JIbp)KaBa - WieHKa Ha EBporeiickus cbio3, WIM HE € AbpkaBa - cTpaHa no Cropa3yMeHHETo 3a
EBporeickoTo MNKOHOMHUYECKO MPOCTPAHCTBO.

77. "TeproBust Ha enpo" ca BCHYKH JIGMHOCTH IO NMPHUIA0OMBaHE, ChbXpaHsABaHE, CHaO/sIBaHE,
BHOC WJTM M3HOC HA JIEKAPCTBEHU MPOAYKTH, C U3KIIOUEHUE Ha CIIydauTe Ha MPEJIOCTaBSIHE Ha JICKApCTBEHH
MPOIYKTH TUPEKTHO HA HACETICHHUETO.

78. (u3Mm. - 1B, 6p. 84 ot 2018 r. (*)) "YuacTHUK" € y4aCTHHUK [0 CMHUCHJIA HA WI. 2, maparpad
2, touka 17 ot Pernmament (EC) Ne 536/2014.

79. (ot™m. - JIB, 6p. 84 ot 2018 1. (*))

80. "dapmakomiess" € COOPHUK C YTBBPJACHU CHEHU(PUKAIUKA ¥ CHOTBETHH H3UCKBAHUS BBHB
Bpb3Ka C MPOM3BOACTBOTO, M3MHUTBAHETO, CHXPAHSIBAHETO W OOO3HAYABAaHETO HA AaKTHUBHU BEIIECTBa,
MIOMOIIIHU BEUIECTBA, JEKAPCTBEHU (OPMH, MAaTEpUAIN 32 OIMAKOBKU M CHCTABHU YAaCTH HA JIEKAPCTBEHHSA
MPOJYKT.

81. "®apmakoneiiHa perenTtypa’ € MpeArnnucaHue 3a JEKapCTBEH POAYKT, U3TOTBEH B alTeKa 110
perientypa oT JefcTBama hapmakones U MpeiHa3HayeH 3a NPeJOCTaBIHE Ha MAllMeHTUTE B ChlaTa anTeka.

81a. (HoBa - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 1., B
cwra ot 02.01.2013 r.) "®anmmdunmpan JiekapcTBEH MPOAYKT" € BCEKH JIEKAPCTBEH MPOAYKT, IPHU KOUTO ca
MIpe/ICTaBEHU HEBSPHO:

a) HEeroBaTa WJIEGHTHYHOCT, BKIIIOYMTEIHO IAHHUTE BBPXY IbpPBUYHATA HJIM BTOPUYHATA MY
OTNIaKOBKa, MMETO MY HWJIHM CHIBPKAHHETO 10 OTHOIICHWE Ha KOATO W Jla € OT HETOBUTE CHCTaBKH,
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BKJIFOYMTEITHO TIOMOIIHUTE BEIIECTBA, M KOJIMYECTBOTO HA aKTUBHOTO BEUIECTBO B J]030BA €IMHUIIA;

0) HErOBUSAT U3TOYHHK, BKIIFOUUTEIHO MIPOU3BOIUTENAT MY, IbpKaBara, B KOSITO € IPOU3BEJIEH,
IbpKaBaTa, B KOSATO € MMyCHAT Ha Ma3apa, WK MPUTEKATENAT Ha pa3pelIeHUeTo My 3a yrnoTpeda, Uiu

B) XPOHOJIOTHATA, BKIFOUUTEITHO 3aITUCUTE M IOKYMEHTHTE, CBhP3aHH C M3M0JI3BaHAaTa BEpUTa Ha
JOCTaBKa.

He ce cmsTa 3a Qammmdunmpan JekapcTBEH MPOIYKT TaKbB C HEMPETHAMEPEHO JOIyCHATH
OTKJIOHEHHsI B Ka4eCTBOTO, KaKTO M JIEKapCTBEH MPOAYKT, KOWTO € MyCHAT Ha Maszapa B HapylIeHHE Ha
npaBaTa Ha UHTEJEKTyaJHaTa COOCTBEHOCT.

82. "XoMeoInaThuueH JICKapCTBEH MPOAYKT' € JIEKapCTBEH MPOIYKT, MPUTOTBEH OT BEIIECTBA,
HApUYaHU XOMEONATHYeH W3TOYHHMK, CBHIJIACHO MPOU3BOJICTBEHUTE TMpoueaypu Ha EBpormelickara
(dapmakories, a pu JIMICa Ha TAKWBA - CHIIIACHO HAIIMOHATHATA (hapMaKoIest Ha IbpKaBa YWICHKA.

83. "llena, m3umcineHa Ha 0a3a pedepeHTHa crToiiHOCT" e 1eHara, oOpa3yBaHa 3a BCEKH
JICKapCTBEH MPOAYKT, BKIIOYeH B IlO3MTHMBHUS JeKapCTBEH CHUCHK, M3YMCICHA Ha 0a3a ompeneneHaTa
pedepeHTHa CTOHHOCT 3a JeduHUpaHa JHEBHA 1032 WM TepaneBTUUYEH KypC.

84. (ot™m. - /1B, 6p. 84 ot 2018 1. (*))

85. "3moymoTpeba ¢ JeKapCTBEHU MPOAYKTH' € IMOCTOSTHHA WM C€MU30JMYHA TpeIHaMEpeHa
MpeKoMepHa yrnoTpeda Ha IeKapCTBEHH MPOAYKTH, IPUIPYKEHA ¢ BpeAHH (PU3UIECKH MU TICUXOJIOTHUECKU
eeKTH.

86. (noBa - JIB, Op. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Kepmauera" ca mena mom 12
Mecena.

87. (noBa - J/IB, Op. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Xpanu 3a kbpMaueTa' ca XpaHH,
MpelHa3HaYeHH 3a CreluUYHa XpaHUTETHA ynoTpeda OT KbpMaueTa B MEpHOa HAa MbPBUTE UM MECEIIH,
KOUTO CaMH ca JOCTaThYHHU J1a 33/JI0BOJISAT XPAaHUTEITHHTE HYXIM Ha Te3W KbpMauyeTra JO0 MOMEHTa Ha
BBBEXKIAHE HA TOIXOIA JOMIBIHUTEIHA XpaHa.

88. (noBa - /IB, Op. 41 ot 2009 r., B cuma ot 02.06.2009 r.) "llpexomnu xpaHu" ca XpaHH,
MpelHa3HayYeH 3a crelu@uuHa XpaHUTelHa ynoTpeda OT KbpMadeTa MpPHU BBBEKIAHETO HAa MOIXOAsINa
JOMTBTHATETHA XpaHa U KOUTO MPEJICTABIsIBAT OCHOBHATA T€YHA XpaHa OT MPOTPECUBHO YBEIUYABAIIOTO CE
pa3HooOpa3ue Ha XpaHUTE MPH TE3U KbpMaydeTa.

89. (noBa - /1B, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) "[Ipomsina tun IA" e nmpomsHa ¢
MUHUMAJTHO BB3JICHCTBUE WM 0€3 BB3JIEHCTBHE BHPXY KAa4eCTBOTO, OE30MACHOCTTAa WM €()UKACHOCTTA Ha
CHOTBETHUS JIEKAPCTBEH MPOAYKT.

90. (moBa - /IB, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) "IIpomsina tun IB" e mpomsiHa,
KoATo He € HuTo Tun IA, HuTo mpomsiHa Tumn II, HUTO pasmmpsiBaHe Ha oO0XBaTa Ha pa3peUICHUETO 3a
ynotpeoba.

91. (noBa - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) "[Ipomsina tun 1" e npomsiHa, KOATO
HE ce sBsBa pa3IUpsBaHE Ha 00XBaTa Ha pa3pelIeHHETO 3a yHnorpeda M KOSTO MOXeE Jla MMa ChIIECTBEHO
BB3/ICHCTBHE BBPXY KaueCTBOTO, 0€30IaCHOCTTA WU €(pUKACHOCTTa Ha CHOTBETHUS JIEKAPCTBEH MPOJIYKT.

92. (noBa - 1B, 6p. 102 o1 2012 1., B cruta ot 21.12.2012 r.) "lenerupan akt" € akT 10 CMUCHJIA
Ha wi. 290 ot JloroBopa 3a ¢yHKIIMOHMpaHEeTO Ha EBpomnelickust chio3.

§ 2. HaummenoBanmero Ha MAJI ce m3nucBa Ha JaTWHUIA, KakTo ciensa: "Bulgarian Drug
Agency".

§ 3. MuHHCTEepCKUAT CBBET OMNpeNeNs YCIOBHATa M pela 3a HabaBsHE, ChXpaHsSBaHE H
OOHOBSIBaHE Ha JICKAPCTBEHUTE MPOAYKTH, ChbXpaHsBaHW OT [IbpkaBHa areHuus "JlbpkaBeH pe3epB H
BOCHHOBPEMEHHH 3anacu'.
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§ 4. (Hom. - 1B, 6p. 18 ot 2014 r.) To3u 3akoH BBBEXkIa pasnopendutre Ha JlupekTuBa
2001/83/EO na EBpomeiickusi mapiameHT u CbBeTa 3a YTBBpXKJaBaHe Ha Kojaekc Ha OOmHOCTTa 3a
JIEKApCTBEHW TPOAYKTH 3a XyMaHHa ynorpeda, mociaeaHo wu3meHeHa c¢ [lupextuBa 2004/27/EO Ha
EBponeiickus napnament u CbBera u Ha Jupexrusa 2012/26/EC na EBponeiickus napiament u Ha CpBeTa
ot 25 oxtomBpu 2012 r. 3a usmenenue Ha JupextuBa 2001/83/EO mo oTHOomeHne Ha (papMakoJIoTHIHATA
onurennoct (OB, L 299/1 ot 27 oktomBpu 2012 1.).

§ 5. CpokoBere 3a 3amMTa Ha JaHHUTE 32 peEpEeHTHU JIEKAPCTBEHU MPOIYKTU CE Ipuiarat
chraacHo pasnopeadurte Ha wi. 89 ot Permament (EO) Ne 726/2004 na EBponeiickus napiament u ChBera
u wi. 2 ot Aupextusa 2004/27/EO na EBponelickus napiament u CbBera.

§ 5a. (Hos - [IB, 6p. 60 ot 2011 r., B cuma ot 30.09.2011 r.) (1) (U3m. - B, 6p. 102 oT 2012 1.,
B cuna ot 01.04.2013 r., m3m. - JIB, Op. 85 or 2017 r.) MuHUCTEPCTBOTO Ha 3/paBeOIa3BaHETO,
HanuoHamHUST ChBET 10 IICHW M PEUMOYpCHUpaHe Ha JIGKAPCTBEHUTE MPOAYKTH, V3IIbIHUTEIHATA areHIHs
Mo JICKapCcTBaTa W PETHOHATHUTE 3JIPAaBHU WHCIEKIUU OCUTYPSBAT BB3MOXHOCT 3a MPEHAOCTaBSHE Ha
nHpOpPMaIUS U TPHEMaHe Ha 3asBJICHUS U JOKYMEHTH IO TO3U 3aKOH TI0 €JIEKTPOHEH BT MPH YCIOBUATA
Mo pefa Ha 3aKOHA 3a ENEKTPOHHHUS JOKYMEHT U €JIGKTPOHHHUTE yIOCTOBEPUTEIHU YCIYyrd M 3aKoHa 3a
€JIEKTPOHHOTO yTIpaBJICHUE.

(2) IIpemoctaBsHeTo Ha wuHGOpPMAIUS M TPUEMAHETO Ha 3asBICHUS H JOKYMEHTH IIO
CIICKTPOHECH ITT CE H3BBPIIBAT CJIC]] OCUTYPSBAaHE HAa CHOTBETHUTEC TEXHHYSCKH W OPTaHH3AI[MOHHU
YCIIOBHSI, KAKTO U Ha CHOTBETHHUTE MIPOTPAMHU MPOIYKTH.

§ 56. (Hos - JIB, Op. 67 or 2020 r.) 3a HeypeAeHUTE C TO3M 3aKOH Clyyau Ce Ipuiarar
pasnopenouTe Ha AJAMUHUCTPATHBHONPOIIECYATHHSI KOJEKC.

Ipexoanu u 3aKIIOYNTETHA Pa3nopeaon

§ 6. 3aKOHBT 3a JIeKapCcTBaTa U alTEeKUTE B XyMaHHaTa MeaunuHa (00H., [IB, Op. 36 ot 1995 1.;
op. 61 ot 1996 r. - Pemenne Ne 10 na Korcturyuuonnus cba ot 1996 r.; u3m., 6p. 38 ot 1998 ., 6p. 30 ot
1999 r., 6p. 10 o1 2000 1., 6p. 37 0T 2000 T. - Pemenue Ne 3 Ha Koncruryunonnus cpx ot 2000 r.; u3m., Op.
59 ot 2000 r., Op. 78 ot 2000 r. - Pemenne Ne 7 na Koncturyunonnust cp ot 2000 r.; usm., Op. 41 ot 2001
r., 6p. 107 u 120 ot 2002 r.; momp., Op. 2 ot 2003 r.; u3m., 6p. 56, 71 u 112 ot 2003 1., 6p. 70 m 111 o1 2004
r., 0p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 r.) ce OTMEHS, ¢ U3KIIOUYCHUE Ha
pasnopendara Ha wi. 10, an. 2, KOSTO ce IpuIiara 3a CpoK JI0 €JHa FOJIMHA OT JICHS Ha BJIM3aHETO B CHJIA HA
TO3H 3aKOH.

§ 7. (1) Pa3zpemenusita 3a ynorpeda Ha JE€KapCTBEHU MPOAYKTH, U3/IAJICHU IO BIU3aHETO B CUJIA
HAa TO3M 3aKOH IO HAIMOHaJHa IMpolLeaypa, KOWUTO ca pa3pelleHd W B JObp)KaBUTE UJIEHKU IO
LIEHTpaJIu31upaHa poueaypa, ce IpeKparsasar, cuutaHo ot 1 suyapu 2007 r.

(2) PazpemenwusTa 3a ynorpeda Ha JeKapCTBEHH MPOAYKTH, U3aIeHH 10 BIM3aHETO B CHJIa Ha
TO3H 3aKOH I10 HaIlMOHAJIHA MpOoIelypa, Ce MPUBEXKAAT B CHOTBETCTBUE C U3UCKBAHMUATA My KbM JlaTaTa Ha
MIOTHOBSIBAHETO WM.

(3) Pazpemienusita 3a ynorpeba Ha JIeKapCTBEHH MNPOAYKTH, KOMTO MomMajaaT B oOxBaTa Ha
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Pernmament (EO) Ne 726/2004 na EBponeiickus nmapiameHT u ChbBeTa U ca pa3pelieHu 3a ynorpeba mo pena
Ha OTMEHEHHs 3aKOH 3a JICKapCTBaTa M alTEKUTE B XyMaHHATa MEIUIIMHA KaTO CHINECTBEHO MOJO0HH
MPOJYKTH, HO HE ca pa3pelieHu 3a ynorpeda B EBpomeiickus cbi03 MO IEHTpadu3upaHa Mpoleaypa, ce
IIpeKpaTsBar.

(4) JlekapcTBeHHMTE NPOAYKTH, pa3pelieHd 3a ymnorpedba B EBponeiickus CbhrO3 10
HEHTpaIM3MpaHa MpoIelypa, YMeTO HAIMOHAIHO pa3pelieHne 3a yrnorpeda e mpekpaTeHo mo pejaa Ha ai. 1,
MoraTr Ja ObIaT TpoJaBaHK HAa TepUTOpUATa Ha PemyOnwka bbirapuss B OMakoBKH M C JIMCTOBKH B
CHOTBETCTBHUE C MMPEKPATEHOTO HAIIMOHAIHO pa3pelieHue 3a ynorpeda, 3a CpoK He MO-IBJIBI OT €Ha FOJJMHA
OT JIaTaTa Ha MPEKPATIBAHETO MY.

§ 8. (1) YTBBpACHUTE NIPEICTHHU 1IEHU U PETUCTPUPAHUTE IICHH 110 peia Ha OTMEHEHUs 3aKOH 3a
JIeKapcTBaTa M aNTeKUTE B XyMaHHAaTa MEHMIIMHA HAa JIEKAPCTBEHH MPOAYKTH, pa3pelleHu 3a yrnorpeda B
EBpormeiickus cbi03 MO ILEHTpaM3MpaHa MPOLEaypa, YHUETO HAlMOHAIHO pa3pelleHue 3a ymnorpeba e
IIPEKPATEHO M0 pefa Ha § 7, ail. 1, octaBar B CHila B CPOK JI0 €/JHA FOJIMHA OT AaTara Ha MPEKPaTIBAHETO MY.

(2) YTBBpAEHUTE MpeAeTHU LIEHU U PEeruCTPUPAHUTE LIEHU MO pela Ha OTMEHEHMsI 3aKOH 3a
JIeKapcTBaTa U allTeKUTe B XyMaHHATa MEIUIMHA Ha JICKapCTBEHH MPOAYKTH, U3BbH TE€3H 10 aj. 1, ocTaBaT B
cwia B cpok 10 31 nexemspu 2007 r.

§ 9. (1) 3asBnenusATa 3a paspelieHue 3a ynorpeda, MOJHOBSBAHE, MPOMSHA Ha H3aJCHO
paspelieHue, MoAaIcHH 10 BIM3aHETO B CHJIa HA TO3M 3aKOH, C€ Pa3TJICKAAT U MPHUKIIOYBAT IPH YCIOBUATA
" 110 pc€aa, MpCaABUICHHU B HCTO.

(2) IlomanenuTe 3asBICHUS W JAOKYMEHTAIMs 3a pas3peliaBaHe 3a yrmorpeba Ha JIeKapCTBEHHU
MPOJYKTH, KOUTO TMOMaaaT B 00XBaTa Ha Mpolleaypara mo 4wi. 74, CbOTBETHO MO 4i. 75, ce MPHUBEXIAT B
CBHOTBETCTBHE C M3MCKBAHUATA HA TO3W 3aKOH B CPOK JIO TPH MECEIa OT BIM3aHETO My B CHIIA.

(3) Koraro B cpoka mo an. 2 3asBJICHHETO M JOKYMEHTAIMsATa MO ajl. 2 He ca NMPHUBEICHU B
CHOTBETCTBUE C U3UCKBAHUATA HA TO3HU 3aKOH, MPOLIEAYypaTa IO PasriIekKIaHETO UM CE MPEKPaTIBa.

§ 10. (1) KauHuuHuTe M3NUTBAHUS, pa3pelIeHH O BIM3aHETO B CHJIa HAa TO3M 3aKOH, C€
JOBBPIIBAT 10 JOCETalIHUS Pell.

(2) 3asBrieHusTa 3a MpOBEXKJaHE HAa KIMHUYHO M3MHMTBAaHE Ha TepuTopusTta Ha PemyOnmka
bearapus ce nmoxasar, pasriaexaaT U NPUKIIOYBAT MPU YCIOBUITA U MO PEIa HA TO3H 3aKOH, CJeJl BIM3aHETO
B CHJIa Ha HapezaOaTa mo wi. 82, ai. 3.

(3) 3asBnenusiTa 3a MPOMEHU B PA3pEIICHH KIMHUYHU M3MUTBAHUS, MOJAJCHU 10 BIU3aHE B
CHJIa Ha TO3M 3aKOH, C€ pa3IJIeXk/JIaT U NPUKIII0YBAT IPU YCIOBUATA U 110 pefia, NPEABUIECHH B HETO.

§ 11. 3agBneHus 3a HU3J1aBaAHC Ha pa3pCHICHUA 3a MPOU3BOACTBO M 3a THProBUsA Ha €ApPO C
JICKApCTBCHU MMPOAYKTH, IMMOAAJACHU JO BJIIM3aHCTO B CHJIa HA TO3U 3aKOH, CC pa3rjiCKaaT U IPUKIIOYBAT IIPpU
YCJIOBHATA U 11O p€aa, MpCABUACHU B HET'O.

§ 12. (1) IIpousBoaurenure Ha JieKapcTBa, NOTYUYMIN pa3pelieHre 3a MPOU3BOACTBO 10 pela Ha
OTMEHEHUs 3aKOHa 3a JeKapcTBaTa M allTeKUTe B XyMaHHATa MEIUIMHA, IPUBEXKIAT IPOU3BOJICTBEHATA CU
JIEMHOCT B ChOTBETCTBUE C M3UCKBAHUATA HA TO3U 3aKOH 10 OTHOLIEHHE HAa KBATU(PHULIHUPAHOTO JHILE 11O 4JI.
148, T. 2 B CpOK TpH Mecela OT BIM3aHETO B CUJIA HA TO3H 3aKOH.

(2) 3aBapeHHUTE KbM BJIM3aHETO B CHJIAa HA TO3U 3aKOH IPOU3BOJIUTENN OCHIIECTBABAT AEMHOCTTA
CH Bb3 OCHOBA Ha M3JAJCHUTE UM IO Pella Ha OTMEHEHMs 3aKOH 3a JIEKapCTBaTa U alTEKUTE B XyMaHHATa
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MCAUIMHA pa3pClICHUSA.

§ 13. (1) Jluuara, moay4wsid paspelieHue 3a THPrOBUS HA €IpO C JIeKapcTBa MO peAa Ha
OTMEHEHHUs 3aKkOH 3a JIeKapcTBaTa M aNTeKUTE B XyMaHHATa MEIUIMHA, NPUBEXKIAT JACWHOCTTa CH B
CHOTBETCTBHUE C M3UCKBAHUATA HA TO3W 3aKOH B CPOK J0 12 Mecema OT BIM3aHETO My B CHIIA.

(2) do u3naBaHe Ha pa3pelleHHe 3a ThProBUS HA €IpO C JEKapCTBEHU MPOAYKTH IO peaa Ha
TO3HW 3aKOH, HO HE TIO-KbCHO OT M3THUYaHE HA CPOKa 1o aj. 1, nuiaTa mo ai. 1 ochIecTBABaT AEHHOCTTA CH
Bb3 OCHOBA Ha M3/aJ€HOTO MO pela Ha OTMEHEHHs 3aKOH 3a JIeKapcTBaTa M anTEeKUTEe B XyMaHHATa
MEIHIIMHA pa3pellieHue 3a ThPTOBUs Ha €JIpO C JIEKapCTBa.

(3) C uznaBaHeTo Ha pa3pelieHUe 3a ThProBHUS HA €IpO C JIEKAPCTBEHHU MPOJIYKTH IO pela Ha
TO3U 3aKOH, CbOTBETHO C M3THYaHE Ha CpPOKa MO aj. 1, U3JaJieHOTO MO peAa Ha OTMEHEHHUs 3aKoH 3a
JeKapcTBaTa M anTeKUTe B XyMaHHAaTa MEIWIIMHA pa3pelleHHe 3a THProBUS HAa €ApO C JIeKapcTBa cCe
MIPEeKpaTsIBa.

§ 14. (1) Jlunara, moay4msid paspelnieHue 3a THPTOBHUS HA €IpO C JIeKapcTBa MO peaa Ha
OTMEHEHUsI 3aKOH 3a JIEKApCTBATa M AlTEKUTE B XyMaHHAaTa MEIUIIMHA, MOTAT J1a OCBIIECTBSABAT BHOC Ha
JIEKapCTBEHH MPOIYKTH Ha TepuTopusATa Ha PemyOnuka bbarapus ot Tpetu mabpkaBu Bb3 OCHOBA Ha TOBa
paszpelilieHue 70 Moxy4yaBaHe Ha pa3pelieHre 3a BHOC M0 pe/ia Ha TO3U 3aKOH, HO HE MO-KbCHO OT 12 mecena
OT BJIU3aHETO MY B CHJIA.

(2) B enHOMeceueH CpoK OT BIM3aHETO B CHJIA HA TO3M 3aKOH juIaTa 1o aji. 1 momasar B MAJI
YBEJOMJICHHE 32 JIUIETO, KOETO IIe M3MBIHSABA (PYHKIMHUTE HAa KBATH(HUIMPAHO JIUIE 10 CMUCHIIA HA Y.
161, am. 2, 1. 1.

§ 15. CpoxbT Ha AEHCTBUE HA pa3pelICHUsITA 32 THPrOBUSA HA €IPpO C MEAUIMHCKU W3JCINHS,
W3/1aJIEHU TI0 Pe/la Ha OTMEHEHHUs 3aKOH 3a JIEKapCTBaTa U alTeKUTE B XyMaHHATa MEIUIIMHA, CE YIbJKaBa
ciyxeb6Ho 110 31 nexemBpu 2007 r.

§ 16. (Otm™. - [IB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 1.)

§ 17. (1) 3aBapeHute 10 BIM3aHETO B CHJIa HAa TO3W 3aKOH JPOTEPHH OCBIIECTBSIBAT ACHHOCTTA
CH Bb3 OCHOBA Ha M3JaJICHUTE UM YAOCTOBEPEHUS 110 PEIa HA OTMEHEHUS 3aKOH 3a JIEKApCTBAaTa U alTeKUTe
B XyMaHHaTa MCAUIWHA.

(2) 3asBneHus 3a U3JaBaHE HA YJOCTOBEPEHHS 3a pErucTpalus Ha APOTepUH, MOJAJACHU [0
BJIM3aHETO B CWJIAa HA TO3UW 3aKOH, CE€ Pa3rJIeXaT U MPUKIIOYBAT MPHU YCIOBUATA U 10 pelia, MPEIBUICHU B
HEro.

§ 18. (1) (M3m. - IB, 6p. 71 ot 2008 1., B cruta ot 14.04.2008 r., u3m. - JIB, 6p. 10 ot 2009 1., B
cwia ot 29.01.2009 r.) [1o3UTUBHUSAT JEKAPCTBEH CIHUCHK MO TO3U 3aKOH ce€ U3padoTBa MO peAaa, NPEABUIECH
B HETo, 1 Bin3a B cwiia Ha 31 mapt 2009 r.

(2) (U3m. - IB, 6p. 71 ot 2008 1., B cuita ot 14.04.2008 r.) [lo BIu3aHeTO B cujia Ha CIIUCHKA IO
an. 1 nevictBamy [lo3uTtuBeH nekapcTBeH CUCHK € [103UTHBHUAT JIeKapCTBEH CIUCHK, pueT ¢ Hapenbara 3a
OIpeJielIsiHe Ha MO3UTHBEH JIEKapCTBEH cnuchk B Peny6nuka bearapus (06H., 1B, 6p. 113 ot 2003 r.; u3m.,
op. 18 ot 2004 r., 6p. 4 o1 2005 1. 1 Op. 8, 107 m 112 or 2007 1.).

(3) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 1., usm. - /1B, 6p. 23 ot 2009 r., B cuna
ot 30.03.2009 r.) B nBymecedyeH cpok ciej BIM3aHETO B CHJIa HAa CNHMCHKA MO ad. | M3MBIHUTENINUTE Ha
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MeaunuHcka nomouy npeanucear 1 H30K 3amuiama nexkapcTBEHUTE MPOAYKTU CBHIVIACHO JIEKAPCTBEHUS
criucbk Ha H3OK, npuer ¢ Pemmenune Ne PJI-YC-04-127 ot 27 nekemBpu 2007 r. 3a onpeaensiHe YCIOBHSITA,
Ha KOUTO TPsiOBa J]a OTrOBapsAT U3MBIHUTEINTE HA METUIIMHCKA [TOMOII, Pe/ia 3a CKJIIOYBAaHE Ha JJOTOBOPUTE
C TSIX M JIPYTH YCJIOBUS 10 Wwi. 55, an. 2, T. 2, 4, 6 u 7 ot 3aKoHa 3a 3[paBHOTO OCUTYPSIBaHE.

§ 19. (1) B cpok o Tpu Mecena OT BIIM3aHE B CHJIa HA TO3H 3aKOH:

1. MUHHUCTEPCKUAT CHBET U3MEHS M JOMBJIBA Y CTPOMCTBEHUS MPABWIHUK Ha V3mbIHUTETHATA
areHIINs 10 JICKapCTBaTa B ChOTBETCTBUE C TO3M 3aKOH;

2. MUHHCTBPBT Ha 37[paBeONa3BaHeTO W3/1aBa HapeaoaTa mo wi. 82, ai. 3.

(2) B cpok 10 6 Mecela OT BJIM3aHE B CHJIa HAa TO3M 3aKOH MUHHUCTEPCKUST CHBET MpUEMa U
MUHUCTBPBT Ha 3/IpaBeolia3BaHeTo U3/aBa IPYyruTe HOPMATUBHU aKTOBE MO MPUJIAaraHeTO Ha 3aKOHa.

§ 20. Cnen n3THUaHe HA IIBPBUTE JIBE TOJMHU OT MaHAaTa Ha YJICHOBETE HA KOMUCHHTE IO YL
103, 107, 259 u 261 no »pebuii ce onpeaensT MOJIOBUHATA OT WICHOBETE, YNHTO MaHAT ce MPEKPaTsBa.

§ 21. (M3wm. - [IB, 6p. 71 ot 2008 r., B cra ot 14.04.2008 r.) B cpok 10 ABE TOAMHU OT BIIM3AaHE
B cuia Ha To3u 3akoH MAJI nmpeanprema HEOOXOIUMHUTE JICUCTBHUS 3a aKpeAUTHPAaHE Ha JJabopaTopusTa CH
3a KOHTPOJI Ha JIEKAPCTBEHU MPOAYKTH U aKTUBHHU BelllecTBa OT EBpomneiickus qupeKTopar 1o KayecTBOTO Ha
JIeKapcTBaTa U 3paBeola3BaHe.

§ 22. (B cuma ot 14.04.2008 r.) B 3akona 3a 3apaBHOTO ocurypsiane (00H., /IB, 6p. 70 ot 1998
r.; u3M., Op. 93 u 153 ot 1998 ., Op. 62, 65, 67, 69, 110 u 113 ot 1999 r., 6p. 1, 31 u 64 ot 2000 1., Op. 41
ot 2001 r., 6p. 1, 54, 74, 107, 112, 119 u 120 ot 2002 1., Op. 8, 50, 107 m 114 ot 2003 r., Op. 28, 38, 49, 70,
85u 111 or 2004 r., Op. 39, 45, 76, 99, 102, 103 u 105 or 2005 r., Op. 17, 18, 30, 33, 34, 59, 95 u 105 or
2006 r., 6p. 11 or 2007 r., 6p. 26 ot 2007 . - Pemenue Ne 3 nHa Koncturynuonuus cea ot 2007 1.) ce
NPABAT CIICAHUTE H3MCHCHUS:

1. B un. 45:

a) asuaen 4, 5, 6 1 7 c€ OTMEHSIT;

0) anmuHes 8 ce M3MEHs Taka:

"(8) YcnoBusATa U peabT 3a 3aliallaHe Ha JIEKapCTBEHM MPOAYKTH, BKItoueHU B [lo3uTnBHUA
JICKApCTBEH CIUCHK MO Wi. 262 OT 3aKkoHA 3a JICKAPCTBEHHTE MPOIYKTH B XyMaHHAaTa MEIWIIMHA, Ha
MEIWIIMHCKY U3JENIUS U HAa JTUETUYHH XPAaHM 32 CICIHAHU MEAWIIMHCKH IeNIM ce ypexaar ¢ Hapeaba Ha
MHHHUCTHpPA Ha 3/]paBeona3BaHeTo."

2. B uyn. 55, an. 2, 1. 7 ce U3MeHs Taka:

"7. CIUCHIMTE C MEIUIUHCKH W3JICIHSI U JUCTHYHU XPAHH 32 CIICIUATHA MEAWIIMHCKH [IeTH H
nenure, 10 kouto H3OK HambiaHO WIM YacTMYHO TH 3alUlalla; YCIOBHSTA 3a TPEANUCBAHETO H
MOJTy9aBaHETO Ha JIEKapCTBaTa, MEAWIIMHCKU W3ICIUS W AUCTHYHU XPaHW 3a CICIHATHU MEIUIUHCKH
nenn."

§ 23. B 3akona 3a neueOHuTe 3aBeAeHus (00H., B, 6p. 62 ot 1999 r.; uzm., 6p. 88 u 113 ot
1999 r.; momp., 6p. 114 ot 1999 r.; usm., 6p. 36, 65 1 108 ot 2000 r.; 6p. 51 ot 2001 1. - Perienne Ne 11 Ha
Koncturymmonnus c¢wpa ot 2001 r.; u3Mm., 6p. 28 u 62 ot 2002 1., 6p. 83, 102 u 114 ot 2003 r., O6p. 70 ot
2004 r., Op. 46, 76, 85, 88 u 105 ot 2005 r., 6p. 30, 34, 59 u 105 or 2006 T.) ce MpaBAT CIEAHUTE
JOITBJIHEHUS

1. B un. 17 ce cp3aaBa ai. 4:
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"(4) B n1uarHoCTMYHO-KOHCYJITATUBHUS LIEHTBHP MOraT Ja C€ NPOBEXAAT KIMHUYHU U3NUTBAHUS
Ha JIEKapCTBEHH MPOAYKTH 110 pea Ha 3aKOHa 3a JIKApCTBEHUTE MIPOAYKTH B XyMaHHAaTa MeIMIMHA."

2. B uin. 26 ce cp3naBa ain. 4:

"(4) B nucniancepa Morar Ja ce NpoBeXJIaT KIMHUYHU M3IMUTBAHUS HA JEKApCTBEHU IMPOAYKTH
II0 peia Ha 3aKOHA 3a JIEKapCTBEHUTE MPOAYKTU B XyMaHHaTa MeJUIMHA."

§ 24. B § 14 or mpexonHuTe M 3aKIIOYUTETHUTE PAa3MopeaOM Ha 3aKoHa 3a M3MEHEHHE Ha
3aKoHa 3a CHCIIOBHUTE OpraHU3alluu Ha jekapure u cromaroiosure (B, 6p. 76 ot 2005 r.) ce mpassr
CJIEAHUTE U3MEHEHUS U JIONbJIHCHUSL:

1. loceramHusT TEKCT cTaBa al. | U ce U3MeHs Taka:

"(1) UaauBHUIyaTHUTE W TPYNOBUTE MPAKTHKU 32 CTOMATOJOTUYHA TIOMOII], CTOMATOJIOTHYHHUTE
U MEAMKO-CTOMATOJIOTMYHUTE LIEHTPOBE, KOUTO Ca PETUCTPUPAHU KAaTO THProBUM MO THProBCKUS 3aKOH WM
KaTo KOOIepaluu Mo 3akoHa 3a KOOoIlepaluuTe, MpUBEeKIaT HAMMEHOBAHUATA CH B ChOTBETCTBHE C § 2 OT
TO3W 3aKOH M BIIMCBAT IPOMsIHATa B TBProBckusa peructsp, peructsp BYJICTAT m B cphoTBETHHA
peruoHajieH UEHTHP MO 3paBeona3Bade B cpok 10 31 nexkemspu 2007 r."

2. Cep3maBar ce ann. 2, 3 u 4:

"(2) MnunuBuyanHuTe MPaKTUKU 32 CTOMATOJIOTMYHA TIOMOILL, KOMTO HE Ca PErMCTPUPAHU KaTo
THProBUU IO TBProBCKUS 3aKOH, IIPUBEXkKAAT HAMMEHOBAHUATA CH B CHOTBETCTBHE C § 2 OT TO3M 3aKOH U
Brucear npomsHata B peructbp BYJICTAT u B ChOTBETHMS pErMOHAJEH LIEHTBP IO 3[paBEONa3BaHE B
cpoka o ai. 1.

(3) Bnucanero Ha mpoMsiHaTa Ha HAUMEHOBAHHMETO 3a MPAKTUKUTE W LIEHTpoBeTe Mo ai. 1 B
Thprockus peructbp U peructsp BYJICTAT ce usBbpiBa, KakTo cieasa:

1. no 1 romu 2007 r. - mo pena Ha ThproBckus 3akoH, 3aKOHA 3a KOOIEpaMUTE U 3aKOHA 3a
peructsp BYJICTAT;

2. ot 1 rommu 2007 r. - mo pena Ha 3aKOHA 32 TPrOBCKUS PETUCTH).

(4) AbprxaBHU TaKCcH 3a BIUCBaHE HAa MPOMEHMTE 1O all. 1 1 2 He ce abikar."”

§ 25. B 3akoHa 3a maTeHTUTE U PErUCTpallUATa Ha MoJIe3HuTe Moaenu (00H., /1B, 6p. 27 ot 1993
r.; u3M., 83 ot 1996 1., Op. 11 oT 1998 1., 6p. 81 o1 1999 1., Op. 45 1 66 ot 2002 ., O6p. 17, 30 1 64 ot 2006
r.) B wi. 20 T. 7 c€ OTMEHS.

§ 26. B 3akoHa 3a chClIOBHAaTa OpraHu3anus Ha Maructbp-(apmanesrute (06H., [IB, Op. 75 ot
2006 r.; u3m., 6p. 105 o1 2006 T.) B wi. 5 T. 9 ce M3MEHs Taka:

"0, naBa CTaHOBHIIA 3a OTKPMBAHE HA alTeKW ChbriacHo wi. 228, an. 1, 1. 9 or 3akoHa 3a
JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeIULMHA."

§ 27. B § 1, 1. 7 or mombIHUTENHATAa pa3nopenda Ha 3akoHA 3a MHTETpalus Ha XopaTa ¢
yBpexaanus (o0H., JIB, 6p. 81 ot 2004 r.; u3Mm., Op. 28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63,
95, 97 u 108 ot 2006 r.) U3peyeHue BTOPO ce U3MEHs Taka: "MeEIUIMHCKUTE W3/eNIUi HE ca MOMOIIHU
CpelCTBa, MPUCIIOCOOIEHUS U ChOPBKEHUS" .

§ 28. B 3akoHa 3a akIu3uTe M JaHBUYHUTE CKiIanoBe (00H., /B, Op. 91 ot 2005 r.; u3m., O6p. 105
ot 2005 r., 6p. 30, 34, 63, 81, 105 u 108 ot 2006 1.) B un. 22, an. 3, 1. 2 gymure "3aKkoHa 3a JIeKapcTBaTa U
alTeKUTEe B XyMaHHAaTa MEIMIIMHA" ce 3aMEHST ChC '"'3aKOHA 3a JIEKApCTBEHHUTE MPOAYKTH B XyMaHHATa
MenumuHa".
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§ 29. B 3akoHa 3a reHeTH4HO Moauduuupanu opranusmu (o0H., 1B, 6p. 27 ot 2005 r.; u3m.,
op. 88 u 99 ot 2005 r., 6p. 30 oT 2006 T.) B wi. 2, an. 2, T. 3 gymuTe "3aKoHa 3a JIEKapCTBaTa M alTEKUTE B
XyMaHHaTa MEIUIIMHA" C€ 3aMEHAT ChC "'3aKOHA 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa MEIUIIMHA" .

§ 30. B 3akona 3a 3antuta Ha norpedurenute (00H., JIB, 6p. 99 ot 2005 r.; usm., 6p. 30, 51, 53,
59, 105 u 108 ot 2006 r.) B wi. 186, an. 2, 1. 4 nymute "3akoHa 3a JieKapcTBaTa W alTeKUTE B XyMaHHATa
MeIMIMHA" Ce 3aMEHAT ChC "3aKOHa 3a JIEKapCTBEHUTE MPOJYKTH B XyMaHHAaTa MEAUIMHA".

§ 31. B 3akona 3a 3npaBero (00H., JIB, 6p. 70 ot 2004 r.; u3m., Op. 46, 76, 85, 88, 94 u 103 ot
2005 ., 6p. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r.) ce mpaBsAT CIETHUTE U3MECHEHUSI:

1. B un. 4 nymure "3akoHa 3a JiekapcTBaTa U allTeKUTE B XyMaHHAaTa MEAUIMHA" C€ 3aMEHST ChC
"3aKoHa 3a JIEKapCTBEHUTE IPOAYKTH B XyMaHHATa MEIULIMHA" .

2. B un. 21, an. 3 gymute "3akoHa 3a JieKapcTBaTa U aNTeKUTE B XyMaHHaTa MeIuIMHA" ce
3aMEHST ChbC "3aKOHAa 3a JIEKapCTBEHUTE MPOJAYKTHU B XyMaHHATa MeAUIHA" .

§ 32. B 3akoHa 3a KOHTPOJI BbpPXY HApKOTUYHMTE BellecTBa U npekypcopure (00H., B, 6p. 30
ot 1999 r.; u3m., 6p. 63 ot 2000 1., 6p. 74, 75 1 120 ot 2002 1., 6p. 56 o1 2003 T., Op. 76, 79 1 103 oT 2005
r., 6p. 30, 75 1 82 ot 2006 r.) ce MpaBAT CICTHUTE U3MCHECHHS:

1. B un. 32, an. 3 nymute "3akoHa 3a JieKapcTBaTa U aNTEKUTE B XyMaHHaTa MeIuIMHA" ce
3aMEHSIT ChC "3aKOHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa MEIUIIMHA" .

2. Bun 33, an. 1, . 1 gymure "3akoHa 3a JiekapcTBaTa ¥ aNTEKUTE B XyMaHHaTa MeAUIIMHA" ce
3aMEHST ChC "3aKoHa 3a JIEKAPCTBEHUTE MPOIYKTH B XyMaHHATa MEAUITMHA" .

3. B un. 34 cnex nymara "uzgaBat" gymute "Ha Maructbp-hapmareBT" ce 3anuyaBar.

4. B un. 39, an. 2 nymute "wi. 55, T. 2 or 3akoHa 3a JeKapcTBaTa U alTEKUTE B XyMaHHaTa
MeauimHa" ce 3ameHsAr ¢ "wi. 197, 1. 2 oT 3akoHa 3a JICKApCTBEHUTE MPOAYKTH B XyMaHHAaTa MEJIUIIMHA".

5. B un. 44a an. 3 ce oT™MeHs.

6. B un. 446 mymute "mMaructep-dapmarieBT,” ce 3aIM4aBar.

7. B § 1, 1. 14 o nonbaHUTENHATA pa3nopenda AymMuTe "3akoHa 3a JeKapcTBaTa M alTeKUTE B
XyMaHHaTa MeJIUIMHA" ce 3aMEHST ChC "3aKoHa 3a JEKapCTBEHUTE MPOIYKTHU B XyMaHHATa MEAUITMHA" .

§ 33. B 3akoHa 3a KpbBTa, KpbBOJAPSIBAHETO U KpbBONpenuBaHeTo (06H., JIB, 6p. 102 ot 2003
I.; U3M., 6p. 70 ot 2004 1., 6p. 30 1 65 o1 2006 T.) B ui. 8, an. 4 mymure "3aKoHa 3a JIeKapCTBATa U allTEKUTE
B XyMaHHaTa MEAMUIIMHA" C€ 3aMEHST ChC "3aKoHa 3a JIEKAPCTBEHHUTE NMPOAYKTH B XyMaHHATa MeIUIIMHA" .

§ 34. B 3akoHa 3a ona3BaHe Ha okojiHaTa cpeaa (06H., JAB, 6p. 91 ot 2002 r.; momp., Op. 98 ot
2002 r.; u3m., 6p. 86 ot 2003 r., 6p. 70 ot 2004 1., O6p. 74, 77, 88, 95 1 105 ot 2005 1., O6p. 30, 65, 82, 99,
102 u 105 ot 2006 t.) B uwi. 140 gymute "dapmaneBTUYHN NPOIYKTH H MEAUIUHCKH U3/EIUS 110 CMUCHIA
Ha § 1, T. 40 OT AOMBIHUTENHHUTE pa3mopenOM Ha 3aKOoHA 3a JIEKapcTBaTa W alTEeKUTe B XyMaHHATa
MEIUIMHA" ce 3aMEHAT C '"JIEeKapCTBEHU MPOJYKTH, [0 CMMCHJA Ha 3aKOHA 3a JIEKAPCTBEHUTE NMPOAYKTU B
XyMaHHaTa MeJIMIMHA U METUIIUHCKU U3enus".

§ 35. B 3akona 3a xpanure (06H., [IB, 6p. 90 ot 1999 r.; usm., 6p. 102 ot 2003 r., 6p. 70 ot
2004 r., 6p. 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 51, 55 u 96 ot 2006 r.) B un. 2, an. 3 T. 4 ce U3MeHs
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Taka:
"4, nekapCTBEHHUTE MPOAYKTH MO CMUCHJIA HA 3aKOHA 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa
MenumuHa".

§ 36. lo Bam3aHeTO B cuia Ha akroBeTe o § 19 m3nageHWTe HOPMATHUBHU AaKTOBE IIO
MpUJaraHeTo Ha OTMEHEHHUs 3aKOH 3a JIeKapcTBaTa M anTeKWTe B XyMaHHAaTa MEJWIIMHA Ce Ipuiarar,
JIOKOJIKOTO HE MPOTUBOPEYAT Ha TO3H 3aKOH.

§ 37. 3akoHBT BIM3a B cuUia OT JEHA Ha oOHapoaBaHeTo My B "JIbpXaBeH BeCTHHK'", ¢
U3KII0YeHNE Ha § 22, KOWTO BJIM3a B CHJIA €HA T'OJMHA CJIE] BIM3aHETO B CHJIa HAa TO3U 3aKOH.

3akonbT € mpuer ot 40-to Hapomno cnOpanme na 30 mapr 2007 r. m e moamedaraH ¢
oturmanHus neyat Ha HapoaHoro crbpanue.

IIpexonnu n 3aKJIIOYUTEHA pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - /1B, BP. 71 OT 2008 I'., B CWJIA OT 12.08.2008 T".)

§ 65. (1) M3pganenute mo pena Ha OTMEHEHHUS 3aKOH 3a JeKapcTBaTa M anTeKUTe B XyMaHHATa
MenuiuHa (00H., JIB, 6p. 36 ot 1995 r.; usm., 6p. 61 ot 1996 r., 6p. 38 oT 1998 1., Op. 30 0T 1999 1., GP. 10,
37,59 u 78 ot 2000 1., 6p. 41 ot 2001 1., 6p. 107 1 120 ot 2002 1., Op. 2, 56, 71 1 112 ot 2003 1., 6p. 70 M
111 ot 2004 r., Op. 37, 76, 85, 87, 99 u 105 ot 2005 1., 6p. 30, 31, 34, 75 u 105 ot 2006 r.; oTM™., Op. 31 OT
2007 r.) paspemieHust 3a yrnorpeda Ha JICKapCTBEHU MPOAYKTH, KOUTO TIOMAaaT B 00OXBaTa Ha OTMEHEHUS
Pernament (EO) Ne 2309/93 na CnBeta ot 22 tonu 1993 r., ¢ KoiiTO ce ycTaHoBsiBa peabT B OOIMIHOCTTA 32
W3/1aBaHE pa3periuTeNIHd (JIMIEH3M) U YIPaKHsIBAaHE HAJ30p HaJl JIGKAPCTBEHH CPEICTBA, W3IMOJI3BaHHU B
XyMaHHaTa U BeTEepUHAapHATa MEIUIIMHA, U ce Ch3JaBa EBpormeiicka areHIMs 3a OICHKA HA JEKapCTBEHU
CpeICTBa, HO HE ca pa3pelleHu 3a yrnorpeda B APYTUTE AbPKABU WICHKU IO MPOIEAypara, yCTAHOBEHA C
ormeHeHata JlupektuBa 87/22/EMO na CwbBera ot 22 paexkemBpu 1986 . OTHOCHO cOdMkaBaHe Ha
HAI[MOHATTHUTE MEPKH, CBBP3aHH C IMyCKAaHETO HA Ma3apa Ha BHCOKOTEXHOJIOTWUYHH JICUCOHH MPOIYKTH,
CHEIHAJIHO T€3U, oJyueHH upe3 ouorexnonorus, win ¢ Pernmament (EO) Ne 2309/93, ce npekpaTsBart.

(2) Uznanenute crnen 20 voemBpu 2005 T. Mo peaa Ha OTMEHEHHs 3aKOH 3a JieKapcTBaTa H
anTEeKUTE B XyMaHHaTa MEJUIIMHA pa3pelieHus 3a yrnorpeda Ha JIEKapCTBEHH MPOAYKTH, KOUTO IOMAIaT B
ob6xBara Ha Permament (EO) Ne 726/2004 na EBpomneiickus napiameHT u Ha CbBeTa, HO HE ca pa3pelieHu
0 IIEHTpaM3UpaHa Mpoleaypa, ce MpeKpaTsBar.

§ 66. (1) Maructbp-dpapmaiieBTi U MOMOIIHUK-(PapMaeBTH, KOUTO Ca MOJYYHIIU pa3pelicHne
3a OTKpPHMBAHE Ha alTeKa KaTo eIHOJUYHU THhPTOBIH, JIeUeOHUTE 3aBEICHUS, KAKTO U OOIIMHUTE, TTOTYUHIH
paspellieHue 3a OTKpHMBAaHE Ha amnTeka MO0 peAa Ha OTMEHEHHMs 3aKOH 3a JieKapcTBaTa M alTeKUTe B
XyMaHHaTa MEJUIMHA, OCHIIECTBABAT AEHHOCTTA CH Bb3 OCHOBA HA M3Ja/ICHUTE UM pa3pelICHHUS.

(2) lloganennTe 10 BIM3aHETO B CHJIA HA TO3W 3aKOH 3asBIICHHS 32 M3/IaBaHE Ha pa3pelieHue 3a
TBHProBUsL HA JPEeOHO C JIEKAPCTBEHU MPOAYKTU C€ PA3IJIEkKAAT MPHU YCIOBHUATA U MO pela, NPEABUICHU B
HETO.

(3) U3BBH ciiyuaute 1o ajn. 1 3aBapeHUTE KbM BIM3aHETO B CHJIA HA TO3M 3aKOH JIUIIA, TTOTYYUIH
paspelieHre 3a OTKpUBaHE Ha alTeKa, MPUBEXKIAT AEHHOCTTa CU B ChOTBETCTBUE C M3UCKBAHHATA MYy B CPOK
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710 €7JHa FOJIMHA OT BJIM3aHETO MY B CUJIA.

(4) Jlumara mo an. 3 momaBar B MUHHCTEPCTBOTO Ha 3paBEONA3BAHETO 3asBIICHUE 3a
MpeperucTpanusi, KbM KOETO IpUJiarar:

1. 3asBIeHME 3a U3aBaHE Ha pa3pelleHue 32 ThbProBUs Ha APEOHO C JIEKApCTBEHU MPOIYKTH OT
nunara mno wi. 222, an. 1, mo oGpasell, yTBbpJAeH OT MUHHCTHPA Ha 3[[paBeOIa3BaHETO;

2. aKTyaJqHO YJIOCTOBEPEHHE 3a BIIMCBAaHE B THPTOBCKHUS PETHCTHP, CHOTBETHO JOKYMEHT 3a
aKTyaJIHa pEeTUCTpalMs Ha JUIETO 1o Wi. 222, an. 1;

3. Komue OT U3AAICHOTO MO peJia Ha OTMEHEHUs 3aKOH 3a JieKapcTBaTa U anTEeKUTE B XyMaHHATa
MEIUIMHA pa3pelleHue 3a OTKPUBAHE Ha alTeKa;

4. 3aBepeHO Komue OT TPYAOBUS JOTOBOP WJIM JOTOBOpP 32 Bb3JaraHe Ha YyIpaBJICHUE Ha
PBKOBOIUTEISI HA allTeKaTa - B CIIy4auTe, KOraTo CE€ U3UCKBA TAKbB;

5. meknapauus OT JMuara mno wi. 222, an. 1, 4ye ca 3ama3eHu yCIOBHATA, IPU KOUTO € U3a/ICHO
pa3pelIeHneTo 3a ThProBHsI Ha IPeOHO C JIEKapCTBEHH MPOIYKTH Ha JIUIATA 110 ajl. 2;

6. IOKYMEHT 3a €IHOKpaTHO TuiaTeHa Takca B pasmep 100 iB.

§ 67. JIuuara, nojanu 10 BJIM3aHETO B CHJIa HA TO3M 3aKOH 3asBJICHUS 3a MpeperucTpanus 1o
pena Ha oTMeHeHHS § 16 OT NpexXoJHUTE U 3aKIIOUUTENHUTE Pa3nopedH, KOUTO IIE€ OCHIIECTBABAT
JeMHOCTTa CH ChOOPAa3HO M3MCKBAHUATA HA TO3M 3aKOH, MOAaBaT B MUHHMCTEPCTBOTO Ha 3/[paBEONa3BaHETO
B CPOK JI0 TPH M€celia OT BIU3aHETO MYy B CHJIA CIIEHUTE JOKYMEHTH:

1. 3asBreHue o oOpasel, yTBbpIeH OT MUHUCTbPA Ha 3/IpaBEOINa3BaHETO;

2. aKTyaJgHO YJIOCTOBEPEHHE 3a BIHMCBAaHE B THPTOBCKHS PETHCTHP, CHOTBETHO JTOKYMEHT 3a
aKTyallHa PEeTUCTpaIusl WIH 3aBePeH MPENUC OT CXOJEH JOKYMEHT M0 HAIIMOHATHOTO 3aKOHOAATENCTBO Ha
IbpKaBa - WieHKa Ha EBpomeickus cbio3, WIM 0 3aKOHOJATEICTBOTO Ha Jpyra JIbp’kKaBa - CTpaHa IO
CnopazymenueTo 3a EBponeickoTo HKOHOMHYECKO TPOCTPAHCTBO, 1O Wi. 222, an. 1;

3. TpyJ0B JOTOBOP WJIM JIOTOBOP 3a yMpaBIeHHE Ha alTeKaTa, CKIFOYEH ¢ MarucThp-hapMaieBT
WJTU TIOMOITHUK-(DapMarieBT.

§ 68. (1) Marucrbp-papManeBT WId TOMOUIHUK-(DapMaleBT, MNOJIYYHJ pa3peuieHue 3a
OTKpHMBaHE Ha anTeka I0 peJja Ha OTMEHEHHUs § 16 OT IpexXOAHUTE U 3aKJIIOUUTETHUTE pa3nopealdu, Moxe Aa
IIPEXBBPIIN U3JaJAEHOTO My pa3pellieHue Ha JULE 1o 4. 222, an. 1.

(2) 3a u3BBpIIBaHE Ha MPEXBBPISHETO JUIara mo aja. | mogaBaT B MHHHCTEPCTBOTO Ha
3[IpaBEOIa3BaHETO 3asBJICHHE, KbM KOETO Ipuiarar:

1. 3asBIEHME 32 U3aBaHE Ha pa3pelleHue 3a ThbProBUs Ha APEOHO C JIEKapCTBEHU MPOIYKTH OT
nunara rno wi. 222, an. 1, no odpaselr, yrBbp/ieH OT MUHUCTBPA Ha 3/1paBeOa3BaHETo;

2. aKTyaJHO YJOCTOBEPEHME 3a BIIMNCBAHE B THPIOBCKUS PETUCTBP, CHOTBETHO JOKYMEHT 3a
aKTyaJIHa pETUCTpalMs Ha JULETO 1o Wi. 222, an. 1;

3. Komue OT U31aJI€HOTO MO Pella Ha OTMEHEHNUs 3aKOH 3a JIEKapCTBaTa U allTEKUTE B XyMaHHaTa
MEIMIMHA pa3pellleHue 3a OTKPUBAHE Ha amnTeKka WM pa3pelieHHe 3a MpeperucTpauus Mo peaa Ha
oTMeHeHus § 16 OT mpexoHUTE U 3aKIFOUUTEIHUTE PA3NOpeaou;

4. 3aBepeHO KoIKMe OT TPYAOBHUS JOTOBOP WM JOTOBOP 3a YIIPaBJICHHWE Ha PBHKOBOJIUTENS Ha
anTeKara;

5. Aexnapauus OT JuuaTa mo wi. 222, an. 1, ye ca 3ama3eHu yCIIOBUATA, IPU KOUTO € U3J1aJIEHO
pa3peleHneTo 3a ThproBus Ha JpeOHO € JIEKapCTBEHU MPOAYKTH Ha JIMLaTa 1Mo ai. 1.

(3) IIpexBbpasiHETO MO Al. 1 MOXKE Ja ce U3BBPIIN B CPOK JI0 €/1HA TO/IMHA OT BIM3aHETO B CHUJa
Ha TO3H 3aKOH.

§ 69. 3aBapeHI/ITC IIpru BJHU3daHCTO B CHWJIAa HA TO3W 3aKOH JApOreprur MNpoAbJIKaABaAT [a
OCBhIICCTBABAT I[CleOCTTEl CH Bb3 OCHOBA Ha U3JAACHUTC UM YAOCTOBCPCHUA 3a pECTUCTpaALlUA.

§ 70. Ompenenenara 10 BIM3aHETO B cuja Ha To3M 3akoH Komucust no [1o3uTuBHUS J€KapCTBEH
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CIMCBHK OCBILECTBABA JEHHOCTTA CH 10 OIPEJEIISIHETO HA HOBUS U ChCTaB B CbOTBETCTBUE C wil. 261, an. 6.

§ 71. IlponykTtute, KOWTO Momajar B oOXBara Ha Wi. 37 - TPaJAWLMOHHH PACTUTEITHH
JIEKapCTBEHH MPOJYKTH, U ca IIyCHATH Ha Ta3apa B CTpaHaTa KbM JIaTaTa Ha BIW3aHE B CUJIA HAa TO3M 3aKOH,
Ce MPUBEXIAT B ChOTBETCTBUE C U3UCKBAHUATA MYy HE MO-KbCHO OT 30 anpwi 2011 r.

§ 72. (1) o 31 nmexemBpu 2008 r. mocuero mo ui. 27 3a paspelniaBaHe 3a ymnorpeda Ha
JIEKapCTBEH MPOIYKT MO MpOoLeAypa Mo B3aUMHO MPU3HABAHE WM MO JCLEHTpalM3upaHa Mpoleaypa MOoxKe
na ce monasa BbB (hopmar "OOIT TEXHUYECKH JOKYMEHT".

(2) Ho 31 nexemBpu 2009 r. nocumeto mo wi. 27 3a pa3peniaBane 3a ynorpeda Ha JIEKapCTBEH
MPOAYKT 110 HallMOHAIHA IPOIIeypa MOKe J1a ce mmojiaBa BbB hopmaT "OOI1 TEXHUYECKH JJOKYMEHT".

§ 75. 3akoHBT BIM3a B cuia OT JEHA Ha oOHapoaBaHeTo My B "JIbpXaBeH BeCTHHK'", ¢
M3KJII0YEHHE Ha pasnopeadara Ha § 64, T. 2, kosaTo Biu3a B cuia oT 14 anpun 2008 r., u Ha pasnopeaodure
Ha§ 9, 1.4, § 41,42 u 43, xouto Bau3aT B cuiia ot 26 ronum 2008 r.

3aKJII0YUTEeHU pa3nopeadu
KBM 3AKOH 3A UBMEHEHUME HA 3AKOHA 3A JIEKAPCTBEHUTE INIPOAYKTU B
XYMAHHATA MEJAUIINHA

(OBH. - 1B, BP. 10 OT 2009 I'"., B CWJIA OT 29.01.2009 T".)

§ 2. 3akoHbT BnU3a B cuiia Ha 29 suyapu 2009 r.

IIpexoanu u 3aKIOUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEAUIIUHA

(OBH. - 1B, BP. 23 OT 2009 I'"., B CWJIA OT 30.03.2009 T".)

§ 4. Jlunara, moay4uiu 10 BJIM3AaHETO B CWJIA HA TO3M 3aKOH paspemieHue mno wi. 229, an. 2,
BKJTIOYBAIIO U3BBPIIBAaHE HA THPTOBUS C XPAHUTEIIHU JT0OABKH, MOTAT J]a M3BBPIIBAT U THPTrOBHsI Ha APEOHO
C JUCTUYHU XpaHHU 3a CIICTIUAIHU MCIAUIUHCKHU LCIIN.

§ 5. B nBymeceueH CpoK OT BIM3aHETO B CHJa Ha TO3M 3aKOH MMHHCTEPCTBOTO Ha
3/IpaBeoria3BaHeTo CiykeOHo um3npamia B chorBeTHaTa PMMOKO3 1mo mMecToHaxok/IeHHE Ha alTeKUTe 3a
BIUCBAaHE B peructhpa no ui. 14, an. 1 ot 3akoHa 3a XpaHUTE KOMHUE OT pa3pelieHusara no 4wi. 229, ai. 2,
W3JIaZICHH IO BIU3aHETO B CHJIA HA TO3U 3aKOH.

§ 7. 3akonsT Bim3a B cuia ot 30 mapt 2009 r.

IIpexonnu u 3akI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UIBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A 3IPABETO
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(OBH. - 1B, BP. 41 OT 2009 I'"., B CWJIA OT 02.06.2009 I".)

§ 92. (1) JIunara, moxy4uau 10 BIM3aHETO B CHJIA HA TO3M 3aKOH pa3pelieHue mo 4i. 229, an. 2
0T 3aKOHa 3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHAaTa MEIUIMHA, BKJIIOYBAILO0 U3BBPIIBAHE HA ThPTrOBUS C
XpaHUTENHUA A00aBKU, MOTaT Ja M3BBPIIBAT M THProBUS HA APeOHO C XpaHH 3a KbpMadeTa M MPEXOAHH
XpaHHU.

(2) B cpox nBa Mmecema OT BIM3aHETO B CHJIAa Ha TO3M 3aKOH MUHUCTEpCTBOTO Ha
3/IpaBeoIa3BaHeTo Cayx)ebHo u3npama B choTBeTHATa PUOKO3 1o MecToHaxoX/IeHUEe Ha alTeKUTe, KOUTO
U3BBPIIBAT U THPrOBUs Ha JAPEOHO C XpaHMU 3a KbpMaueTa M MPEXOAHH XpaHU MO ai. 1, 3a BNHUCBaHE B
peructbpa no ui. 14, an. 1 ot 3akoHa 3a XpaHUTE KOIIME OT paspelieHusnTa no wi. 229, an. 2 or 3akoHa 3a
JIEKapCTBEHUTE MPOJAYKTH B XyMaHHATa MEIULIMHA, U3a/I€HH /10 BIM3aHETO B CHJIa HA TO3U 3aKOH."

§ 96. 3akowbT BIM3a B CHiJa OT JeHsA Ha OOHapoaBaHeTo My B "J[bpkaBeH BeCTHUK', ¢
W3KJIIOYEHHUE Ha!

1. maparpadu 3, 5, 6 u 9, xouro Bnu3at B cuia ot 1 ssayapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73, 77, 78, 79, 80, 81, 82, 83, 88,
89 u 90, xouto Bim3atT B cuna oT 1 romm 2009 r.;

3. maparpad 21, xoiito Biu3a B cuiia ot 1 toan 2010 1.

3aK/II0YuTeHU pa3nopendu
KBbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTHU B
XYMAHHATA MEJUIINHA

(OBH. - 1B, BP. 88 OT 2009 I'"., B CUJIA OT 06.11.2009 T".)

§ 2. 3aKOHBT BIM3a B CHJIA OT JICHS Ha 0OHapoaBaHEeTO My B "JIbp)KaBeH BECTHHK'.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBHbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 102 OT 2009 I'., B CWUJIA OT 22.12.2009 I'.)

§ 4. (1) 3aBapeHuTe 0 BIM3aHETO B CHJIa HA TO3W 3aKOH MarucTbp-(papManeBTH U MOMOIIHUK-
(dapmarieBTH, KOUTO ca MOJyYHIIN pa3pelicHre 3a OTKPUBAHE Ha anTeka B HACEJIIEHUTE MecTa 1o wi. 228, air.
4 mo pena Ha OTMEHEHHUs 3aKOH 3a JIEKapCTBaTa W alTEeKWTEe B XyMaHHaTa meauiuHa (o6H., JIB, Op. 36 ot
1995 r.; Pemenune Ne 10 na Korcrurynuonuus csg ot 1996 1. - 6p. 61 ot 1996 1.; u3m., 6p. 38 ot 1998 1.,
op. 30 ot 1999 r., 6p. 10 ot 2000 r.; Pemrennie Ne 3 na Konctutynuonnus csa ot 2000 1. - 6p. 37 ot 2000
r.; U3M., 6p. 59 ot 2000 r.; Pemenne Ne 7 na Koncturynuonnus cba ot 2000 r. - 6p. 78 ot 2000 r.; u3m., Op.
41 ot 2001 1., 6p. 107 1 120 ot 2002 T., monp., O6p. 2 ot 2003 r.; U3M., O6p. 56, 71 m 112 ot 2003 1., 6p. 70 M
111 or 2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 1., 0T™M., Op. 31
ot 2007 r.) U KOUTO HE ca MOJAANU 3asBJICHUE 33 MPEperucTpaius B cpoka no § 66, an. 3 or 3akoHa 3a
W3MEHEHUE W JIOTBJIHCHUE Ha 3aKOHA 3a JIEKAPCTBEHHUTE MPOIYKTH B XyMaHHata meauiuHa (/IB, 6p. 71 ot
2008 r.), mpuBeXIAT AEWHOCTTAa CH B CHOTBETCTBHE C M3MCKBAHUATA HA TO3U 3aKOH B CPOK A0 31 sHyapu
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2010T.

(2) Jlumara mo an. 1 momaBar B MUHHCTEPCTBOTO Ha 3paBEONA3BAHETO 3asBIICHUE 3a
MpeperucTpanusi, KbM KOETO IpUJiarar:

1. 3asBIeHME 3a U3aBaHE Ha pa3pelleHue 32 ThbProBUs Ha APEOHO C JIEKApCTBEHU MPOIYKTH OT
nunara mno wi. 222, an. 1 mo obpasen, yTBbp/ieH OT MUHUCTBPa Ha 3/IpaBEONa3BaHeTo;

2. aKTyaJHO YJOCTOBEPEHHE 3a BIIMCBAHE B THPIOBCKUS PETUCTBP, CHOTBETHO JOKYMEHT 3a
aKTyaJIHa pEeTUCTpalMs Ha JUIETO 1o Wi. 222, an. 1;

3. Komue OT M3/1aJIeHOTO M0 pPesla HAa OTMEHEHHUs 3aKOH 3a JIEKapCcTBaTa U alTEeKUTE B XyMaHHaTa
MEIUIMHA pa3pelleHue 3a OTKPUBAHE Ha alTeKa;

4. 3aBepeHO KONHE OT TPYAOBMs JOrOBOp WJIM JOTOBOp 3a Bb3JaraHe Ha YyIpPaBJIEHUE Ha
PBHKOBOJIUTEIIS HA aliTeKaTa - B CIIy4auTe, KOraTo ce M3UCKBa TaKbB;

5. meknapauus OT JMuara mno wi. 222, an. 1, 4ye ca 3ama3eHu yCIOBHATA, IPU KOUTO € U3a/ICHO
pa3pelIeHueTo 3a ThProBHsl Ha IPeOHO C JIEKapCTBEHH NMPOIYKTH Ha JIUIATa 110 aj. 1;

6. TOKYMEHT, U3/]aJIecH OT KMeTa Ha ChOTBETHATa OOIIMHA, YIOCTOBEpSBAI Oposi Ha >KUTEIUTE
Ha CbOTBETHOTO HACEJIEHO MSCTO;

7. TOKyMEHT 3a €JHOKPATHO IJIaTeHa Takca B pazmep 100 ns.

§ 5. B cpok mo Tpu Mecema OT BIM3AaHETO B CHJa Ha TO3M 3aKOH MHUHUCTHPHT Ha
3/IpaBeolia3BaHETO U3MEHS U JOMbJIBa Hapeaoara mo wi. 219, ai. 2.

§ 6. 3aKOHBT BIM3a B CUJIA OT JCHS HAa 0OHapoABaHETO My B "J[bp)kaBeH BECTHUK'.

IIpexoanu n 3aK/JII0YUTETHE pa3nopeadoun
KBbM 3AKOHA 3A UIBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A JIEYEGHUTE
3ABEJIEHUSA

(OBH. - IB, BP. 59 OT 2010 T'., B CWJIA OT 31.07.2010T".)

§ 77. 3akoHBT BIM3a B CcWJa OT JieHS Ha oOHapojBaHeTO My B "JlbpkaBeH BECTHHUK'" ¢
U3KIIIOYEHHE Ha:

1. maparpadu 9 (otHOCHO 4. 19, an. 4), 53, 60 u 66 (oTHOCHO 4. 98, ain. 5 u 6), KOUTO BIIU3AT B
cuna ot 1 sayapu 2011 r.;

2. maparpad 75, xoiito Bnu3a B cuia ot 30 cenremspu 2011 r.

IIpexognu u 3aKI0OUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A BIO/I’KETA HA HAIIMOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA 3A 2011T.

(OBH. - IB, BP. 98 OT 2010 T"., B CMJIA OT 01.01.2011 T".)

§ 5. (1) IIpe3 2011 r. neftHOCTUTE IO TUATHOCTHKA ¥ JICYCHUE HA 3JI0KAYECTBEHU 3a00JISIBAHUS U
Ha OomHM ¢ ObBOpeyHa HEAOCTATHYHOCT Ha JAMAIU3HO JICUEHHE, BKIIOUHUTENHO OCUTYpPSBAaHETO Ha
JIEKapCTBEHM NPOYKTH U MEIULIMHCKU U3JENHNS, KAKTO U APYTUTE MEAULIMHCKU AeiHOCTH, KouTo mpe3 2010
r. ca ¢puHaHCHpaHU uype3 Orojkera Ha MUHHCTEPCTBOTO Ha 3[paBEONA3BAHETO M YpPE3 JIEJIETUPAHUTE OT
IbpKaBaTa IeHHOCTH Tpe3 Oro/KeTa Ha OOIIMHKTE, Ce 3aIlialiaT chC CpeAcTBara mo wi. 1, an. 2, pexa S.

(2) HdeitHOCTHUTE, JIEKAPCTBEHUTE MPOAYKTH U METULIMHCKUTE M3JIENMs 1o al. 1 ce 3amiamar 1o
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pel ¥ MEeTOJUKA, OTIPEIeTICHH OT MUHHUCTHPA Ha 3/JpaBEOIa3BaHETO.
(3) CpenctBara o wi. 1, am. 2, pex 5 ce TpaHchepupaT €KEMECEUHO 0 Kpas Ha TEKYIIHs
Mecell.

§ 7. Hagzopuusar cbpBeT Ha HarmonanHaTa 34paBHOOCUTYpUTEIIHA Kaca MMa IIPaBo Jla U3BbpIIBa
BHTPEIIHU KOMIICHCHPAHU IPOMEHH Ha KPEIUTUTE MEKY CIEMEHTHTE Ha Pa3XOAUTe U TPAaHCEPUTE TIO UII.
1, an. 2, KOUTO ca B paMKUTE Ha YTBBPJICHUS OIOKET.

§ 8. Ham3opuust cbBeT Ha HarmonanHara 31paBHOOCUTYPUTENIHA Kaca Ha OCHOBaHUE Wi. 26, ail.
2 ot 3aKkoHa 3a 3APaBHOTO OCUTypsSBaHE MMa MPaBo Jla pa3xojBa CpeJCcTBaTa OT pe3epBa 3a HENPEABUACHU U
HEOTJIOXKHU Pa3xou o ui. 1, an. 2, pexn 3.

§ 15. 3akonsT Bamu3a B cuia ot 1 sHyapu 2011 r. ¢ uskimouenue Ha § 10, KoiTO BIM3a B cujia OT
neHs1 Ha oOHapoaBaHeTo My B "JIbpikaBeH BeCTHHK'".

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHHUWE U JOITBJIHEHUE HA 3AKOHA 3A 3/IPABETO

(OBH. - 1B, BP. 98 OT 2010 T"., B CUJIA OT 01.01.2011 T".)

§ 106. B 3akoHa 3a jeKkapCcTBEHHUTE MPOJIYKTH B XyMaHHaTta memauimHa (o0H., /IB, Op. 31 ot
2007 r.; u3Mm., 6p. 19 ot 2008 r.; Pemenue Ne 5 va Koncturynmonnus cwa ot 2008 . - 6p. 65 ot 2008 1.;
u3m., 6p. 71 ot 2008 r., 6p. 10, 23, 41, 88 u 102 ot 2009 r. u 6p. 59 or 2010 r.) HaBCAKBIAE AYMHUTE
"pernoHaHUTE WMHCIEKIMH 3a/TI0 OmMa3BaHe M KOHTPOJI Ha OOIIeCTBEHOTO 3apaBe', "pernoHaiHaTta
MHCIEKIHUs [0 Ona3BaHe M KOHTpos Ha obuectBeHOTO 3apaBe" u "PMOKO3" ce 3aMeHSAT CHOTBETHO ¢

nn

"peruoHamHuTE 3IpaBHU MHCIIEKIMU", "pernoHanHara 3apaBHa uacnekuus" u "P31".

§ 121. 3axonsT Bau3a B cwia ot 1 sHyapu 2011 r. ¢ uzkintoueHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35, 42,44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81, 90,
92,96,§102,1.3,4,5,7u8,§ 105, 1.1,3u5,§107,1. 1, 2, 3,4, 6, 6ykBa "a", 1. 7, 10, 11, 13 u 15, GykBa
"a", § 109, 110, 112, 113, § 115, 1.5, § 116, 1.4 6,§ 117, 7. 517 u § 118, 1. 1, kouTo BIM3aT B CUJIa OT
JieHs1 Ha 0OHapoIBaHETO HA 3aKOHA B "J[bp)kaBeH BECTHHUK";

2. maparpad 102, 1. 1, 2 u 6, kouro Biu3at B cuia ot 1 maprt 2011 r,;

3. maparpadu 22, 1. 1 (otHOCHO Wi. 36, an. 1, uspeuenue BTOpo), § 37, § 48, 1. 2, § 51 u 59,
KOUTO BiIM3aT B ciia oT 1 roiam 2011 r.;

4. maparpad 107, T. 15, OykBa "0", xoiiTo Bim3a B cuia ot 30 cenremBpu 2011 1.

IIpexoanu n 3aKJII0YUTETHE pa3nopeadon
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIJEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJIUIIUHA

(OBH. - 1B, BP. 12 OT 2011 T"., B CWJIA OT 08.02.2011T".)

§ 24. TlomaneHuTe BaJMIHMU 3asBJICHUS M YBEIOMJICHHS 3a NMPOMEHU B pa3pelICHUATa 3a
ynotpe0a mpeau BIM3aHEeTO B CHJIa HA TO3U 3aKOH C€ PasriIekIaT 10 JOCETallHus pej.
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§ 25. MUHHUCTBPBT Ha 37PABEONA3BAHETO MPUBEXK A B CHOTBETCTBUE C TO3U 3aKOH Hapeadara 1mo
y1. 42 B CPOK JI0 TPU Mecella OT BIM3aHETO MY B CHJIA.

§ 27. 3akoHBT BIM3a B CHJIa OT JeHS HAa oOHapoaBaHeTO My B "J[bpkaBeH BECTHHK".

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 60 OT 2011 T'., B CWJIA OT 05.08.2011T".)

§ 66. (1) IIpousBogurenute mo § 12, an. 2 OT NPEXOJHUTE U 3AKITIOYUTEITHUTE pa3nopeadn ce
MPHUBEXKJAT B CHOTBETCTBHE C WM3UCKBaHWATa Ha wi. 148 um Ha [loOpara mMpOM3BOJCTBEHA MPAKTHKA,
oIpezieNieHH 1o pena Ha wi. 152 B cpok 10 6 Mecela OT BIM3aHETO B CHJIa HA TO3U 3aKOH.

(2) Cnen m3tnyanero Ha cpoka 1o an. 1 MAJI usBbpiBa NpoBepKka OTHOCHO NPHUBEXKIAHETO B
CHOTBETCTBHE C M3MUCKBaHUATA Ha Wwi. 148 u Ha J[oOpara mMpon3BOJACTBEHA MpaKTHUKa, OMPEACIICHU TI0 pelia
Ha wi. 152.

(3) Koraro cnen u3BbpuiBaHeTo Ha mpoBepkata mo ai. 2 MAJl ycraHoBu, ue ycioBHsTa 3a
MIPOU3BOJICTBO, KOHTPOJ M ChXpaHEHHWE Ha HU3XOJHUTE MaTepUald 3a MPOU3BOJACTBO M HAa TOTOBHTE
JICKapCTBEHH TMPOJYKTH HE OTrOBapsT HAa M3MCKBAaHUATA Ha TO3M 3aKkoH W Ha JloOpara mpom3BojacTBEHa
MIPAKTHKA, TS YBEIOMSBA MUCMEHO CHOTBETHOTO JIMIIE 10 aJl. 1 U 1aBa MMCMEHU yKa3aHUsl.

(4) B ciyuaii ye B cpok g0 60 qHM OT JaTaTa Ha yBEIOMSIBAHETO ChOTBETHOTO JIMIIE MO ail. | He
OTCTpPaHU KOHCTATUPAHUTE HECHOTBETCTBUSI, U3IMBJIHUTEIHUAT nupekTop Ha MAJl oTHema u3naneHoTo 1o
pena Ha OTMEHEHMsI 3aKOH 3a JIEKapcTBaTa M alTeKUTe B XyMaHHaTa MeauiuHa (06H., JIB, 6p. 36 ot 1995 r.;
Pemenue Ne 10 na Koncrurynmonnus cbg ot 1996 r. - 6p. 61 ot 1996 r.; uzm., 6p. 38 ot 1998 r., 6p. 30 ot
1999 r., 6p. 10 ot 2000 r.; Pemerne Ne 3 na Koncturynuonnus cbx oT 2000 . - 6p. 37 ot 2000 r.; u3Mm., 6p.
59 ot 2000 r.; Pemenne Ne 7 na Koncruryunonnus cba ot 2000 r. - 6p. 78 ot 2000 r.; u3m., 6p. 41 ot 2001
r., 6p. 107 u 120 ot 2002 r.; momp., 6p. 2 ot 2003 T.; u3M., O6p. 56, 71 1 112 or 2003 1., 6p. 70 1 111 oT 2004
r., 0p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r.; oT™., Op. 31 ot 2007 T.)
paspelnieHue 3a MPou3BOJICTBO MPH yCIOBHATa Ha 4. 160a.

(5) Koraro cien u3BbpUIBAHETO HA MPOBEpPKATA MO aj. 2 c€ YCTAaHOBH, Y€ ChOTBETHOTO JIUIIE IO
asl. 1 He ce e MpUBEJIO B CHhOTBETCTBUE C M3UCKBaHMATA Ha Wwi. 148 u Ha JloOpara mpon3BOICTBEHA MTPAKTHUKA
no wi. 152, MAJI otHema u3aafeHo pa3pelieHre 3a MPpor3BOJICTBO MPH yciIoBUsATa Ha wi. 160a.

(6) Koraro cien n3BbpLUIBAaHETO HA MPOBEPKATA MO ajl. 2 C€ YCTAaHOBH, Y€ CbOTBETHOTO JIMLE 110
an. 1 ce e mpuBesio B ChOTBETCTBUE C M3UCKBaHUATA HA Wi. 148 u Ha JloOpaTa mpou3BOJACTBEHA MPAKTHKA 110
w1. 152, MAJI u3naBa HOBO pa3pellieHue 3a IPOU3BOICTBO MO PEAA HA TO3H 3aKOH CIEN:

1. nonaBaHe Ha 3asBJI€HHUE U AOKyMeHTaus no ui. 150 u 151, u

2. mpeacTaBsIHE Ha JOKYMEHT 3a IjlaTeHa Takca B pazmep 1500 ns.

(7) KoraTo B etHOMeceUYEeH CPOK OT MPUKIIIOUBAHETO HA MPOBEPKATA MO all. 2 JIULETO 10 all. 6 He
€ ToJajIo 3asgBjeHue U foKyMeHTauus o wi. 150 u 151, uzgaaenoTo paspenieHue 3a Mpou3BOACTBO IO peaa
Ha OTMEHEHUs 3aKOH 3a JIEKapCTBaTa M allTEKUTE B XyMaHHaTa MEIMIMHA CE ITPEKPATABA.

§ 67. (1) OTKpUTUTE W HENPUKIIOYMIIN O BIM3aHETO B CHJIA HA TO3M 3aKOH MPOM3BOICTBA 3a
M3JIaBaHEe WM IPOMEHU Ha Pa3pellieHus 3a ThPrOBUs Ha IPEOHO C JICKAPCTBEHU MPOMYKTH C€ Pa3rIekaaT U
JIOBBPIIBAT T10 JOCETAITHUS peJl 0e3 MpeACcTaBsiHe Ha IPETIOKEeHHE OT BUcins chBeT 1Mo dhapmariusi.

(2) B cpok mo nmBa Mecella OT BIM3aHETO B CHJIa HAa TO3M 3aKOH MUHHCTEPCTBOTO Ha

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



3/IpaBeoIa3BaHETO IMPEAOCTaBs Ha V3nbJIHUTENHATa areHIUs MO JIeKapcTBaTa € IPUEMHO-IIPEIAaBaTElIeH
MIPOTOKOJI apXUBa Ha MPUKIIIOYMINTE TPOU3BOACTBA.

(3) B cpok mo nmBa Mecelia OT BIM3aHETO B CHJIa HAa TO3M 3aKOH MUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHEeTO IMPeAOoCcCTaBs Ha VI3mbJIHUTENHATa areHIUs MO JIeKapcTBaTa ¢ MPUEMHO-IIPElaBaTelIeH
MPOTOKOJ BOJAEHUS 0T MUHHUCTEPCTBOTO Ha 3/pPABEONAa3BAHETO PETUCTHD Ha M3AaJCHUTE pa3pellieHus 3a
THPrOBUs Ha JPEOHO C JIEKApCTBEHH MPOJAYKTH B anTeKa.

(4) Cnen u3ngaBaHe Ha paspeleHue Mo pena Ha an. 1| MUHUCTEpCTBOTO Ha 37paBeONa3BaHETO
u3Ipalia B TPUAHEBEH CPOK CiIy)keOHO 10 V3mbiHuTEeNnHATa areHIus Mo JIeKapcTBaTa KOMUE OT HEero 3a
BIIMCBAHE B PETUCTbpa Ha U3/1aJICHUTE pa3pellieHus 3a ThProBUsl Ha ApeOHO C JIEKapCTBEHU MPOAYKTH.

(5) Cnen 3aBbpIIBaHE Ha MPOU3BOJACTBATA MO ail. | MMHHCTEPCTBOTO Ha 3paBEeONa3BaHETO
npenocTaBsl Ha V3mbJIHUTENHATa areHUus MO JieKapcTBaTa C MPUEMHO-IPEJaBaTENeH MPOTOKOI TEXHUS
apXuB.

§ 68. (1) 3asBieHusTa 3a W3laBaHE WIM MPOMEHHM Ha YJOCTOBEPEHHUS 3a PETrUCTpalus Ha
Jporepuu, MOJaJeHH 10 BIM3aHETO B CHMJa HAa TO3U 3aKOH, CE€ pasriexjaT NpH YCIOBUATA M MO pena,
MIPEBUICHH B HETO.

(2) B cpok 0 enuH Mecen OT BIM3aHETO B CHJIAa HA TO3W 3aKOH M3MbJIHUTENHATa areHnus 1o
JieKapcTBaTa MPEJOCTaBs Ha CHOTBETHATa PETMOHANHA 37paBHA MHCHEKIHS C MNPUEMHO-TIpe/IaBaTesieH
IPOTOKOJ 3asBICHUATA U JOKYMEHTHTE, MOJAJCHN 3a IPOU3BOJCTBATA 3a M3/1aBaHE Ha YAOCTOBEPEHHUS 3a
perucTpanys Ha Iporepuu, KakTo U apXHBa Ha MPUKIIOYMINTE TPOU3BOICTBA.

(3) B cpok 10 exmH Mecen OT BIM3AHETO B CHJIA HA TO3HU 3aKOH V3MBJIHUTENHATa areHnus 1o
JeKapcTBaTa MpeaocTaBs Ha MHUHUCTEPCTBOTO Ha 3[paBEOIa3BaHETO C NMPHEMHO-TIPEJABATENICH POTOKOI
BozieHUs OT MAJI perucTbp Ha M3/1aJJeHUTE YAOCTOBEPEHHUS 32 PETUCTPAIUS HA APOTepusl.

(4) B cpok 1o emuH Mecer] OT NMPEIOCTaBsIHETO Ha perucThbpa o an. 3 MHHHCTEpCTBOTO Ha
3[IpaBEOINa3BaHETO M3TOTBSI M IMyOJMKYBa Ha CTpaHUIATA CH HALMOHAIHMSA PETUCTHP HA M3JAJACHUTE 10
BJIM3aHETO B CHJIA HA TO3M 3aKOH yJIOCTOBEPEHHS 32 PETUCTpanys Ha APOTEePHH.

§ 69. (1) B cpok g0 Tpu Mecera OT BIM3aHETO B CWJIA Ha TO3W 3aKOH IMPOILEAYpPUTE 3a
YTBBPK/IABAaHETO WJIM PETUCTPUPAHETO HA IICHU HA JIEKAPCTBEHUTE MPOIYKTH CE U3BBPILIBAT 10 JOCETAITHHS
pen ot Komucusita 1o eHuTe Ha JeKapCTBEHUTE MPOTYKTH.

(2) Cnen n3tnuanero Ha cpoka no ai. 1 Komucusara no neHuTe Ha JIEKapCTBEHUTE MPOAYKTH
npenoctassi Ha KoMucusTa 1o neHn u peuMOypcHpaHe ¢ MPUEMHO-TIPEIaBaTeNICH IPOTOKOJI 3asBICHUATA U
JTOKYMEHTHUTE, TMOAAJCHHU 3a MPOLEAYpPHUTE MO al. |, KaKTO W apXuWBa HA MPUKIIOYMIINTE MPOLEAYPU 3a
YTBBPK/IaBaHE WM PETHCTPUPAHE HA IEHHU Ha JICKAPCTBEHHUTE MPOITYKTH.

(3) Cnen u3tnuanero Ha cpoka no an. 1 Komucusara no neHuTe Ha JIEKapCTBEHUTE NMPOAYKTH
npenoctas Ha KomwucusaTa mo neHn u penMOypcupane ¢ IpHEeMHO-IPEIaBaTeIeH NPOTOKOI BOACHHUTE OT
KOMHCHATA DPETHUCTPH Ha W3JaJCHUTE pELICHUs 3a YTBBbpPXKIABAaHE WM pETUCTpalus Ha LEHH Ha
JIEKapCTBEHHUTE TIPOTYKTH.

§ 70. (1) B cpok no Tpu Mecema OT BIM3AHETO B CHMJIAa Ha TO3M 3aKOH IPOLETYypUTE IIO
BKJTIOYBAHE, M3KJIFOYBAHE V/MIIM POMEHH HA JIEKAPCTBEHU MPOIYKTH OT [103UTHBHUS JIEKapCTBEH CIUCHK Ce
M3BBPIIBAT 10 JocerauHus pes oT KoMucusaTa no no3uTUBHUS JIEKAPCTBEH CIUCHK.

(2) Cnen m3tnya”ero Ha cpoka mo ai. 1 Komwucusita 1mo mo3UTHBHMS JIEKAPCTBEH CIIHUCHK
npenoctasst Ha KoMmucusTa 1o e u peuMOypcHpaHe ¢ MpUEeMHO-TIPEIaBaTeNICH IIPOTOKOJI 3asBICHUATA U
JTOKYMEHTHUTE, MOAAJCHHU 3a MPOLEAYpPHUTE MO al. |, KaKTO W apXuMBa HA MPUKIIOYMIIUTE MPOLEAYPU 3a
BKJIFOUBAHE, M3KJIIOYBAHE W/WIIM IIPOMEHHM Ha JIGKapPCTBEHU MPOAYKTH OT I103NTHBHNS JIEKapCTBEH CITUCHK.

§ 71. IbpxaBHUTE TaKCH, BHECEHH IO mporeaypute mno § 69, an. 1 u § 70, an. 1, ce pazxonsar
3a o0e3revaBaHe Ha CHOTBETHUTE aMHHUCTPATHBHH MPOU3BOJICTBA, KAKTO M 3a jaelHocTTa Ha Komucusita
0 MPO3PAYHOCT.
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§ 72. (1) Lienure, onpexneneHu no peaa Ha ui. 258, an. 1, HA JIEKApCTBEHUTE MTPOJYKTH, KOUTO
KbM BIIM3aHETO B CHUJIa HAa TO3M 3aKOH Ca BKJIIOYEHHU B [IO3UTHBHMS JIEKapCTBEH CIUCHK, CE CMSTAT U 3a
TEXHU MpeAeTHH EeHH MTPpU poaaxdaTa UM Ha JpeOHO ChIyIacHo . 258, ai. 3.

(2) B cpok 5o Tpu Mecena OT BIM3aHETO B CHJIa Ha TO3M 3akoH Komucusta mo neHute Ha
JIEKapCTBEHUTE MPOAYKTH CIIy’K€OHO 3aMyaBa OT PErUCThpa Ha MPEJeTHUTE LIEeHN 00pa3yBaHUTE MIPEICIIHU
LIEHU Ha JIEKapCTBEHUTE MPOAYKTH 110 aj. 1.

(3) o 31 nmexemBpu 2012 r. mpuTexaTelWTe Ha paspeuieHus 3a yrmoTpeba HE Morar aa
NPOMEHAT IIeHaTa Ha JICKapCTBEH MPOAYKT C M3KIIOYCHHE HAa HAMaJsIBAHETO M 3a MPOAYKTH, KOUTO KbM
BIM3aHETO B CHJIa Ha TO3M 3aKOH Ca UMalU OIpelesieHa IIeHa, HO He ca BKIOYEeHH B [lo3uTHBHMS
JIEKapCTBEH CITUCHK.

§ 73. (1) C Bim3aHeTo B cWjia Ha TO3W 3aKOH OOpa3yBaHUTE MPENCTHU IICHU Ha JIEKAPCTBEHUTE
IPOAYKTH, OTIYCKaHHU IO JIEKapCKO MPEANUCaHUe, U PETUCTPUPAHUTE LIEHH HA JICKAPCTBEHUTE MPOIYKTH,
OTITyCKaHU 0€3 JIEKapCKO MpeANHUCaHne, Ce CMATAT 32 TEXHU PETUCTPUPAHM LIEHU 10 Wi. 258, ai. 2.

(2) U3BBH ciayvauTe 1o an. 1, ¢ BAM3aHETO B CHJIa HA TO3U 3aKOH 00pa3yBaHUTE MPEAETHH LIEHU
Ha JIEKApCTBEHUTE MPOAYKTH, KOUTO MPUHALIEKAT KbM MEXKITyHAPOTHO HEMATEHTHO HAUMEHOBAHHUE, KOETO
€ BKJItOUeHO B I103UTHBHUSA JIEKapCTBEH CIIUCHK, C U3KIIIOYEHHE HA MPOIYKTUTE, BKJIIIOUEHHU B NMPHIIOKEHHE
Ne 2 Ha criuchbka, ce cMATaT M 3a TEXHH NPEAETHH LIEHU NpPU MpojakdaTta UM Ha ApeOHO M HEe MOrar Ja
ObJIaT IPOMEHSIHU JI0 TPUEMAHETO Ha Hapeaoarta mo wi. 258, ai. 5.

(3) B cpok o Tpu Mecema OT BIM3aHETO B CHJa HAa TO3M 3akoH Komucusara mo neHure Ha
JIEKapCTBEHUTE MPOJAYKTH U3TOTBS perucThpa 1o 4i. 261, an. 3, B KoiTo BnucBa IieHuTe 1o aj. 1.

§ 74. B cpok 1o Tpu Mecena OT BJIM3aHETO B CHJIAa HA TO3M 3akOoH Komwucusita mo mo3UTHUBHUSA
JIEKapCTBEH CIUCHK NMpUBEka [[03UTHBHMS JIEKApCTBEH CIMHUCHK B CHOTBETCTBHE C M3MCKBAHUATA IO YJI.
262,an.5,1.1-3.

§ 75. B cpok g0 Tpu Mecena OT BJIM3AHETO B CHJIa HAa TO3M 3aKOH MUWHHUCTEPCKHUAT CHBET
ompenens cbcTaBa Ha KomucusTa o neHu u peuMOypcupase.

§ 76. B cpok 10 Tpu Mecena OT BIM3aHETO B CHJIA HA TO3H 3aKOH:

1. MUHUCTBPBT Ha 3/IpaBeona3BaHETO M3MEHS U JIOMbJIBA HapeaduTe mo wi. 82, an. 3, wi. 219,
an. 2 1 wI. 243 B CbOTBETCTBUE C TO3H 3aKOH.

2. MMHUCTEpPCKUAT ChBET IpueMa Hapendara mo wi. 258, an. 5 u usmens tapudara no ui. 21,
an. 2 u YcTpoiicTBeHHs NMpaBWIHMK HA MHHHCTEPCTBOTO Ha 3paBEOINa3BAHETO B CHOTBETCTBUE C TO3U
3aKOH.

§ 84. 3akoHbT BAM3a B cuia OT JeHS Ha oOHapojBaHeTO My B "Jlbp)kaBeH BeCTHHMK" ¢
u3KIIIoueHue Ha § 65, koiito Biu3a B cuna ot 30 centemBpu 2011 .

IIpexoanu n 3aKJII0YUTETHE pa3nopeadon
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A KOHTPOJI
BBHPXY HAPKOTUYHUTE BEHIECTBA U IPEKYPCOPUTE

(OBH. - 1B, BP. 61 OT 2011 T"., B CWJIA OT 10.11.2011T".)

§ 54. To3u 3aK0H BiIM3a B CHJIa TPU Mecela ciel oOHapoaBaneTo My B "/[bpikaBeH BeCTHUK'.
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IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHHUE HA 3AKOHA 3A 1P KABHUSA
CJIIY/KUTEJI

(OBH. - 1B, BP. 38 OT 2012 T'., B CWJIA OT 01.07.2012T".)

§ 84. (B cuma or 18.05.2012 1.) B cpok mo eauH mecer] oT 0OHApOABAHETO HA TO3U 3aKOH B
"JIbpaBeH BECTHUK':

1. MunucTepckuar chbBeT npuBexaa Kiacupukaropa Ha ITbKHOCTUTE B aJIMUHHCTpALIUATA B
CHOTBETCTBHUE C TO3W 3aKOH;

2. KOMIIETEHTHUTE OpraHy MPUBEXKAAT YCTPOMUCTBEHUTE aKTOBE HA ChOTBETHATA aIMUHHICTPAIIHS
B CHOTBETCTBHUE C TO3U 3aKOH.

§ 85. (1) IlpaBooTHomIeHHsATA C JUIATa OT AAMUHUCTpPAIMUTE TO 3aKOHA 3a PAJAUOTO H
TEJEeBU3UATA, 3aKOHA 332 HE3aBUCHMUS (PUHAHCOB OJIUT, 3aKOHA 3a €JIEKTPOHHHUTE CHOOIIEHUs, 3aKOHa 3a
Komucusita 3a ¢puHancoB Haa30p, 3aKOHa 3a JOCTHII M pa3KpUBaHE Ha JIOKyYMEHTHUTE M 3a OOsBSIBaHE Ha
MPUHAJUISKHOCT Ha OBJATapcKu TpaxaaHd KbM Jlbp)kaBHA CUTYPHOCT M pa3y3HaBaTEIHHUTE CIyKOW Ha
bearapckara HapoaHa apmus, 3akoHa 3a OTHEMaHE B I0J13a Ha JbpiKaBaTa HAa UMYIIECTBO, MPUAOOUTO OT
MpecThIIHA JIEHHOCT, 3aKOHA 3a MpeA0TBpaTsIBaHEe U yCTaHOBSIBaHE Ha KOH(MIMKT Ha uHTepecu, Konekca 3a
COLIMAJIHO OCHUT'ypsiIBaHE, 3aKOHA 3a 3/paBHOTO OCHI'ypsiBaHe, 3aKOHA 3a IOJANOMAaraHe Ha 3eMeJIEJICKUTE
MIPOU3BOAUTENM M 3aKOHA 3a IMBTUIATA CE YPEKJAT MPHU yCJIOBUATA M MO pena Ha § 36 OT MPEeXOoIHUTE U
3aKJIIOUMTETHUTE pa3nopenou Ha 3aKoHa 3a U3MEHEHHUE U JIOMbIIHEHHE Ha 3aKOHA 34 IbpPXKABHUS CIYKUTEI
(1B, 6p. 24 ot 2006 1.).

(2) C akTa 3a Ha3HaYaBaHETO Ha JBbPKABHUS CITY)KHUTEII CE:

1. mpucwxna ompeaeneHuss B Kriacudukatopa Ha ATBKHOCTHUTE B aJMHHHCTpAIUATA
MUHHMAJICH PAHT 3a 3aeMaHaTa JIHKHOCT, OCBEH aKO CITY)KUTEJIST MTPUTEKaBa MO-BUCOK PAHT;

2. ompenens UHANBUAyaIHa OCHOBHA MECEUHa 3aIjaTa.

(3) HJombaHutenHo HEOOXOJAUMHTE CPENICTBA 32 OCUTYPUTEIHH BHOCKHM Ha JIMIATa MO ajl. 2 ce
OCUTYpPSIBaT B pAMKUTE Ha Pa3XOAMTE 3a 3aIUIaTH, Bb3HATPAXKIACHUS U OCUTYPHUTEITHH BHOCKH IO OI0JKETHUTE
Ha ChOTBETHHUTE PA3MOPEIUTENH C OI0KETHU KPEIHUTH.

(4) MUHHCTEpPCKUAT CHBET J1a U3BBPIITN HEOOXOAMMHUTE IMTPOMEHH 110 M3BBHHOIOHKETHATA CMETKA
Ha /IppxaBeH ¢oHp "3emeznenue”, MPOU3TUYALIM OT TO3H 3aKOH.

(5) Opranute Ha ynpaBieHue Ha HanmoHadHHS OCHTYpHUTENICH MHCTHUTYT M Ha HarmonamHaTta
3[paBHOOCUTYpUTEIHA Kaca Jia W3BbpIIAT HEOOXOJUMUTE MPOMEHH 10 CHOTBETHUTE OOJIKETH,
MPOU3THYAIIN OT TO3U 3aKOH.

(6) Hewsnon3panure OTIYCKM TO TpPYAOBUTE MPABOOTHOIIEHHMS CE€ 3ama3BaT U HE Ce
KOMIICHCUPAT C MapUYHHU 00e31IeTeHus.

§ 86. (1) B emHoMecedeH CpOK OT BJIM3AaHETO B CHJIa HA TO3W 3aKOH MHJIMBHIyajTHaTa OCHOBHA
MeceYyHa 3alulata Ha CIY)KUTEIs C€ ONpeless Taka, Y€ CbllaTa, HamMalleHa C IbJDKUMUS JIaHBK H
3aIBJKUTEIIHUTE OCUTYPHUTEITHU BHOCKH 32 CMETKa Ha OCUTYPEHOTO JIMIIE, aKO ca OMIIU IBDKUMHU, J1a He €
MO-HHUCKAa OT ToJlydyaBaHaTa 10 TO3W MOMEHT OpyTHa Mece4yHa 3aruiarta, HamalleHa C JIbJIIKUMHTE
3aIBJDKUTEIIHM OCUTYPUTEJIIHM BHOCKM 3a CMETKa Ha OCUTYPEHOTO JIMIe, ako ca OWiIM IBJDKUMH, U
IBIKUMHUS TaHDBK.

(2) B opyTtHara 3amiara 1o aji. 1 ce BKJIrO4Bar:

1. ocHOBHaTa MeceyHa 3aIuiaTta Wikl OCHOBHOTO MECEYHO Bb3HATrPaXk/IeHUE;

2. NOMBIHUTEIHN Bb3HATPAXKICHUS, KOUTO CE€ M3IUIALIAT MMOCTOSHHO 3a€/IHO C IoJiaramiara ce

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



OCHOBHA MECEYHA 3aIulaTa WM OCHOBHO MECEYHO BB3HATPAXKICHHWE U Ca B 3aBHUCUMOCT C€IMHCTBEHO OT
0TpabOTEHOTO BpPEME.

§ 87. 3akonbT Biu3a B cwia ot 1 tonm 2012 1. ¢ uskimodyeHue Ha § 84, KOMTO BIM3a B cujia OT
NeHs1 Ha 0OHapoABaHETO HA 3aKOHA B "J[bp)kaBeH BECTHHUK'".

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3IPABHOTO
OCHUT'YPSIBAHE

(OBH. - 1B, BP. 60 OT 2012 T"., B CWJIA OT 07.08.2012T".)

§ 44. 3akoHBT BIIM3a B CUJIa OT JIeHs1 HAa 0OHapoaABaHETO My B "/[bpkaBeH BECTHHK".

JlonbJIHUTETHH pa3nopendu
KBbM 3AKOHA 3A UBMEHEHMUME U JOITbJIHEHHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MNPOAYKTHU B XYMAHHATA MEJIMIIUHA

(OBH. - 1B, BP. 102 OT 2012 I'., B CMJIA OT 21.12.2012T".)

§ 118. To3um 3akoH BbBexna u3uckBaHuAtra Ha JlupexkruBa 2010/84/EC na EBpomneiickus
napaameHT 1 Ha CpBera or 15 nekemBpu 2010 r. 3a M3MeHEHHE IO OTHOLIEHHE Ha (hapMaKOJOTMYHATA
onurennoct Ha HupextuBa 2001/83/EO 3a yTBBpkIaBaHe Ha kKojekc Ha OOLUIHOCTTAa OTHOCHO JIEKAPCTBEHU
npoayKTH 3a xymanHa ynotpeba (OB, L 348/74 or 31 nekemBpu 2010 r.) m dupextuBa 2011/62/EC Ha
EBponeiickus mapinamenT u Ha ChBeta oT 8 roHM 2011 r. 3a m3menenue Ha [JupextuBa 2001/83/EO 3a
yIBBp)KIaBaHe Ha Kojekc Ha OOIIHOCTTa OTHOCHO JICKApCTBEHHM MPOJAYKTH 3a XyMaHHa ymoTpeda o
OTHOIIIEHHWE Ha MpeNOoTBPATABAHETO HAa HaBIM3aHETO Ha (ammuduIUpaHu JIEKapCTBEHU MPOIYKTH B
3akoHHaTa Bepura Ha foctaBka (OB, L 174/74 ot 1 tonu 2011 r.).

IIpexognu u 3akI0UYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - IB, BP. 102 OT 2012 I"., B CMJIA OT 21.12.2012T".)

§ 119. (1) Cnen 2 suyapu 2013 1. IpoU3BOAUTENNUTE, BHOCUTEIUTE U THPTOBLMTE Ha €IpO C
akTUBHM BenlecTBa nogasaT B MAJI B cpok 10 2 mapt 2013 r. 3asBineHue U JOKYMEHTH 3a BIIMCBaHE IO pela
Ha 4. 1676.

(2) TlpousBoauTENUTE W BHOCHUTEIUTE, KOUTO Ca MPOM3BEXKAANU WIM BHACSUIM AKTUBHU
BEIECTBA BH3 OCHOBA Ha M3JajJeHUTe UM a0 2 sHyapu 2013 r. pasperieHust 3a MpoOU3BOACTBO/BHOC, HE
3aIIamaTr Takca 3a BIIMCBAHETO UM B PETUCTbHpa Mo wi. 167r.

(3) Ho 2 mapt 2013 r. numara 1o anx. 2 OChIIECTBSIBAT ACHHOCTH MO MPOU3BOACTBO M BHOC HA
aKTHBHM BEIIECTBA Bb3 OCHOBA HA W3/a/ICHUTE UM pa3pelleHts 3a IPOU3BOICTBO/BHOC.

§ 120. JIumara, KOMTO OCBHIIECTBABAT MOCPEAHUIECTBO B 00JIACTTA HA JICKAPCTBEHUTE MPOTYKTH
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Y ca 3alovyHalld CBosITa AeHOCT npeau 2 suyapu 2013 1., ce peructpupar npu ycjaoBHUsTa U 1O pea Ha 4.
212a B cpok g0 2 mapt 2013 r.

§ 121. 3amoynanure 10 BJIM3AaHETO B CHJIA HAa TO3M 3aKOH MPOIEAYpPH 3a paspeliaBaHe 3a
ynotpeba ce T0BBPIIBAT IPU YCIOBHUATA U IO pea, IPEIBUICHHU B HETO.

§ 122. (1) IlpuTtexatenure Ha pa3penieHus 3a yrnorpeda He Mpuiarat CUCTeMa 3a YIpaBJeHHE
Ha pucka o wi. 192, an. 1, . 2 3a nekapcTBEHU MPOAYKTH, HA KOUTO Ca U3JaJICHN pa3pelieHus 3a ynorpeda
npenu 21 ronu 2012 r., ocBeH B cilydauTe 10 ail. 2.

(2) M3nbaHuTENHATA areHus 1o JieKapcTBaTa MOXKeE /1a HAJIO0XKH 3a/IbJDKEHUE Ha MPUTEKATEINs
Ha paspelieHue 3a ynorpeda Aa ch3ajae U J1a mpujara CUCTeMa 3a YIpaBleHHE Ha PUCKa, KOTaTo MPEleHH,
4e 3a JaJeH JEKapCTBeH MPOAYKT MMa OIMACCHHs, KOMTO MOTaT Ja OKakKaT BIMSHUE Ha CHOTHOIICHHETO
nomn3a/puck. B To3u ciydait MAJI u3nckBa OT mpUTEXaTeNs Ha pa3pelIeHneTo 3a ynorpeba aa npeicTaByu U
MoJpOOHO ONMCaHME HA CUCTEMAaTa 3a yIpaBJIeHHE Ha PUCKA, KOSITO Bh3HAMEPsBa Ja BbBEJIE 32 ChOTBETHHSA
JIEKapCTBEH MPOIYKT.

(3) B caywaure no an. 2 MAJl nucmMeHO yBenomsiBa INPUTEXKATENs] HAa Pa3pEIICHUETO 3a
ynotpeba, Karo IMOcCOYBa MOTHBHUTE 3a HajaraHeTO Ha 3aJbJDKEHHETO W CpoKa 3a MpeACTaBsHE Ha
NOJPOOHOTO ONMUCAHKE HAa CUCTEMAaTa 3a yNpaBlIeHUE Ha PUCKA.

(4) B 30-mHeBeH CpoK OT TOJyd4aBaHE Ha YBEAOMJIEHHETO MO all. 3 TPUTEKATEISAT Ha
paszpeleHueTo 3a ynorpeda Moxe na noucka ot MAJI nmpemocTaBsiHe Ha BB3MOXKHOCT 3a MPEACTaBSIHE Ha
MH(pOpPMAaIKs OTHOCHO HAJIOKEHOTO 3aIbJDKEHHE TI0 all. 2.

(5) Cnen momywyaBane Ha wuckaHeto mo ain. 4 MAJl ompenenss cpok 3a MpeiCTaBsSHE Ha
uHpOpMaLUATa OT MPUTEKATENSI HA Pa3peIICHUETO 3a yIoTpeoa.

(6) Bp3 ocnoBa Ha mnpenctaBeHata uHopmanus HMAJI moke ma TOTBBPAM HAJIOKEHOTO
3aJ/bJDKEHUE 110 aJl. 2 WM J]a O OTMEHH.

(7) 3nbsiHMTENHATA areHLINs 110 JIEKApCTBaTa YBEIOMsIBA IPUTEKATENS 32 B3€TOTO PEIICHUE I10
an. 6.

(8) Korato MAJI moTBbpAM 3aABIDKEHHETO, M3ITBIHUTEIHUAT AMPEKTOP CIIy)KEOHO H3JaBa
MPOMsIHA B Pa3pelIeHUETO 3a YIoTpeda, KaTo BKIIOYBA B HETO KaTO YCJIOBHE HAJIOXKEHOTO 3aJbKEHUE IO
an. 2.

§ 123. IlputexaTenure Ha pa3pelieHUs 3a ynoTpeda Ha JICKAPCTBEHU MPOAYKTH, WU3IaJICHU
npeau 21 ronu 2012 r., u3nbJIHIBAT 3aAb/KeHUETO 1o wi. 192, an. 1, T. 1 cuurtano ot 21 ronu 2015 r. unu
OT Jarata Ha TOJHOBSBAHE Ha pa3pelICHUETO 3a ymoTrpebda Ha CHOTBETHHUS JIEKAPCTBEH TMPOIYKT B
3aBUCUMOCT OT TOBA, KOSl OT JIBETE JJaTH I1I€ HACTBIIU MO-PAHO.

§ 124. 3anmoyHanuTe 10 BIM3AaHETO B CHJIA HA TO3W 3aKOH HEMHTEPBEHIIMOHAIHA TPOYUYBAHUS CE
AOBBPIIBAT IO AOCCTAIIHUA PCA.

§ 125. (1) Jlo HacThIBaHE Ha yCJIOBHsTa M cpoka mo 4wi. 2, T. 3 oT Jupekruna 2010/84/EC
MPUTEKATEIINTE HA pa3pellieHus 3a yrnoTpeda u3npaaT cCboOLUICHHATA 32 CEPUO3HH HEXEJIaHH JICKapCTBEHH
peaKkIuy, HACThIIMIIM Ha TepuTopusara Ha Penybnuka bwarapus, no MAJI u no EBpormeiickaTa areHius mo
JIEKapcTBaTa B CPOK 10 15 THU OT MOIy4YaBaHETO UM.

(2) snbaHuTENHATA areHus 1o JIeKapcTBaTa MpoBepsiBa U3IbJIHEHUETO Ha 3abKEHUETO 10
an. 1.

(3) Korato cpoOuieHreTo ce oTHacs 3a CEpuO3Ha HEKeIaHa JIEKapCTBEHA peaklus, HacThIIniIa
Ha TEpUTOpHUATAa HA TpeTa Abp)KaBa, NPUTEXKATEIUTE Ha paspelieHus 3a ynorpeba B cpoka mo ai. 1
yBenomsBar EBporneiickara areHuus 110 JiekapcTBara.

§ 126. (1) Ilpurexxkarenure Ha pa3pemieHus 3a ynorpedba momaBatr B HMAJI mepuoawdnu
aKTyaJlM3UpaHu JOKJIaJu 3a 0€30MacCHOCT B ChOTBETCTBUE C BPEMEBUTE MHTEpBaiu o wi. 194k, an. 3 3a
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JIeKapCTBEHUTE MPOAYKTH, HA KOUTO ca M3JaJeHH paspemeHus 3a ynorpeda npeau 21 romm 2012 1. u 3a
KOWTO YeCTOTaTa M JaTUTE Ha MO/aBaHe Ha MEPHOJNYHUTE aKTyaIM3UPaHU JOKJIaau 3a 0€30MacHOCT He ca
BITMCAHU KaTO yCJIOBUS B pa3pellieHHETo 3a ynoTpeoda.

(2) Pasmopenbara Ha ain. 1 ce mpuiara 70 onpeaessiHe Ha Ipyra 4ecToTa Wik Ha JIPYTH J1aTh Ha
N0JIaBaHe Ha JOKJIAJNTE B PaspelleHHETO 3a yrnoTpeda Wil J0 ONpPEesTHETO Ha JJaTH M YeCTOTa ChITIaCHO
wi. 1941 - 194n.

§ 127. (1) Ilpurexarenwte Ha paspelieHUs 3a YHOoTpeda TMPeaoCTaBsAT MEPUOTUIHU
aKTyaJIM3upaHu TOKJIaau 3a 6e30macHOCT 1o wi. 1943, an. 1 B peructbpa no wi. 1943, an. 3 cien uzruyaxe
Ha 12 mecena oT jmartara, Ha KosATo EBpomneiickara areHIus 1o JieKapcTBaTa OMOBECTH (YHKIIMOHHPAHETO
My.

(2) Jo HacThIBaHE Ha CpoOKa IO aj. | mpHUTEeKaTeTUTe Ha pa3pelIeHus 3a yroTpeda mpecTaBsT
NEPUOIMYHUTE aKTyaJU3UpaHH JOKIaau 3a 6e3onacHocT Ha MAJl u Ha peryjaaTopHUTE OpraHd Ha JPyTUTe
JTbpKABU YICHKH, B KOUTO ChOTBETHHSAT JICKAPCTBEH MPOIYKT € pa3pelleH 3a yrnorpeoa.

§ 128. IlpuTexarenure Ha pa3penieHne/yI0CTOBEPEHIE 32 ThProBUs Ha JpeOHO C JIEKapCTBEHU
MPOAYKTH B aniT€Ka WM ApOorepus mno wi. 234, ai. 5 moMecTBaT Ha MHTEPHET CTPAHULIATA JIOTOTO MO 4. 234,
an. 6 B CpOK JI0 €lHa TOJMHA OT Jarara Ha MyOJMKyBaHe HA akTa mo 4i. 85B, maparpad 3 ot JupexTuna
2001/83/EO.

§ 129. M3nbpanuTenHaTa areHUus 110 JeKapcTBaTa U3BbPIIBA I'bPBUS OJUT HA CUCTEMATA IO 4Jl.
183, anm. 1 m m3nmpama Ha EBpomneiickata KOMUCHS JOKJIaJ C PE3YATATUTE OT HEro Hal-kbCHO 110 21
centemBpu 2013 T.

§ 130. (1) o 20 mapt 2013 r. 3amovHanuTe U HENPHUKIIOYWIH TIpolexypu npen Komucusra mo
LIEHU U peuMOypcUpaHe ce JOBBPIIBAT OT Hesl 110 JOCEralIHus pel.

(2) Caex 1 ampun 2013 r. HenmpukiarouwauTe npoueaypu npen Komucusita mo ueHu u
peumOypcupaHe ce IOoBbpHIBAT OT HarmoHagHHS CBHBET MO IEHU U PEeUMOYpCHpaHe Ha JIEKapCTBEHUTE
MIPOJYKTH NIPH YCJIOBUATA U TI0 Pelia Ha TO3U 3aKOH.

(3) B cpox mo 31 maptr 2013 r. Komucusara mo mneHu W peuMOypcHpaHe NpeaoCcTaBs Ha
Hanmonanuust ¢hbBeT MO IIEHW M peUMOypCHpaHe Ha JIGKAPCTBEHUTE MPOAYKTH C NMPHEMHO-IIpeaaBaTelIeH
MIPOTOKOJI 3asIBIIEHUSATa W JOKYMEHTHUTE, TMOJAAJ€HU 3a IMpoleaypuTe Mo aj. 1, KakTo MW apXxuBa Ha
IIPUKIIFOUUIIUTE IPOLIESYPH.

(4) B cpox no 31 mapr 2013 r. Komucusira mo meHu u penuMOypcHupaHe MpenocTaBs Ha
Harnmonanuust cbBeT Mo IEHH U peuMOypcUpaHe Ha JIEKapCTBEHHTE MPOAYKTHU C MPUEMHO-IIPe/laBaTeIeH
IIPOTOKOJI BOJIEHUTE OT KOMHUCHSTA PETUCTPH.

§ 131. (1) Mo 20 mapr 2013 r. TakcuTe 3a HoJaBaHe Ha 3asBJCHUS 3a YTBbp)KJaBaHE Ha
[EHH/TIPE/ICITHN [IEHHU, PETUCTPUPAHe Ha IICHHU Ha JIEKAPCTBEHHU MPOAYKTH, 33 BKIIOUBAHE, U3KIIOUYBAHE WM
MIPOMEHU Ha JIEKApCTBEHU NPOAYyKTU B [103UTHBHUS JeKapCTBEH CIIUCHK € ChbOMpPAT OT MUHUCTEPCTBOTO Ha
3JIpaBEOIa3BaHETO B pa3MepuTe, onpeeieHu B Tapudara mo wr. 21, an. 2.

(2) Cuopanute mo 20 mapt 2013 r. duHAHCOBU CpeACTBa MO all. 1 ce pa3xoaBaT 3a JEHHOCTTA HA
Komucusra no nenu u peuMmOypcupatne u Ha Komucusra 1o npo3payHocrt.

§ 132. B cpok A0 Tpu Mecela OT BIM3aHETO B CHJIA HA TO3M 3aKOH MUHHUCTEPCKHUAT CHBET IO
IIPEIJIOKEHUE HA MUHUCTHPA Ha 3]paBEONa3BaHETO:

1. onpenens npeaceaarens U wieHoBeTe Ha HanmoHnamHus chbBeT Mo LIEHU U peuMOypcupaHe Ha
JIEKapCTBEHUTE IPOIYKTH;

2. mpuema YCTpPOWCTBEH IpaBWIHMK Ha HaunuoHanHus chBET IO LIEHM U peuMOypcHpaHe Ha
JIEKapCTBEHUTE MPOTYKTH.
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§ 133. (1) B cpok nBa mecena OT BJIM3aHETO B CHJIa Ha TO3U 3aKOH MUHUCTEPCKHUSAT CHBET
n3MeHs Tapudarta mo wi. 21, an. 2.

(2) B cpok g0 1 anpun 2013 r. MUHUCTEPCKUAT ChBET pUeMa Hapendara no uwi. 261a, an. 5.

§ 134. 3agpmkenusara mo 4wi. 159, am 4, 4. 168, an. 8, wn. 168a n 1680 3amouBar nma ce

M3ITBJIHABAT TPU TOAMHU CJIEN JaTaTa Ha MyOJIMKyBaHE Ha JeJIeTHpaHUTE akToBe MO Wwi. 54a ot JupexTuBa
2001/83/EO B "Odunmanen BectHUK" Ha EBponeiickus cbio3.

§ 138. 3akoHBT BIM3a B CWiIa OT JIeHd Ha oOHapoaBaHeTo My B "JlbpaBeH BECTHUK'" ¢
M3KJIIOYEHHUE Ha!

1. maparpad 9, 1. 1, 6ykBa "a", § 29 - 36, § 38 - 43, § 44 orHOCHO un. 167a, 16706, 1678, 167,
167n, un. 167e, an. 1l man. 2, 7. 1l mwun. 1673, § 65-76,§ 98, 1. 1 u 2, § 101, 1. 1, OyxBu "a" u "6", § 102,
103,106 - 108, 111, 116, § 117, 1. 1, 6ykBu "a", "e", "x" u "n", kouto Bau3aT B cwia ot 2 sayapu 2013 r.;
2. maparpadu 20 u 117, 1. 2, kourto Bau3ar B cuia ot 1 ampwr 2013 r.;

3. maparpad 44 otHocHO 4. 167e, an. 2, T. 2 v an. 3 u 4. 167K, KOUTO BIIM3a B CHJIA OT 2 FOJIH
2013 .

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A NYBJIMYHUTE ®PUHAHCHU

(OBH. - 1B, BP. 15 OT 2013 T'., B CUJIA OT 01.01.2014 T".)

§ 123. 3akoubT Biu3a B cwia ot 1 sinyapu 2014 r. ¢ uzkmouenue Ha § 115, koiiTo Biau3a B cuiia
ot 1 suyapu 2013 1., u § 18, § 114, § 120, § 121 u § 122, xouto Bnu3at B cuia ot 1 pespyapu 2013 1.

IIpexonnu u 3aKI0OUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3[IPABETO

(OBH. - IB, BP. 1 OT 2014 T'., B C1JIA OT 03.01.2014T".)

§ 18. B cpok mo0 emuH Mecel] OT BJIM3aHETO B CHUJIa HA TO3M 3aKOH MHUHHCTBPBT Ha
3JIpaBeoOIla3BaHETO IPHBEXKJIA B CHOTBETCTBHE C Hero Hapeabara mo wi. 221, am. 1 or 3akoHa 3a
JICKapCTBeHI/ITe HpOZ[YKTI/I B XyMaHHaTa MCIUIIMHA.

§ 19. 3akoHBT BiM3a B CUJIa OT JACHS Ha 0OHapoABaHeTO My B "/IbpKaBeH BECTHUK'.

Ipexoanu u 3aKIIOYUTETHA pa3nopeaon
KBbM 3AKOHA 3A UBSMEHEHHUE U JOIIbJIHEHUE HA 3AKOHA 3A 3]IPABHOTO
OCUT'YPSIBAHE

(OBH. - JIB, BP. 48 OT 2015 T")

§ 46. (1) B cpok 10 Tpu Mecela OT BJIM3AaHETO B CHJIa HA TO3U 3aKOH MEAUIIMHCKUTE HAy4YHU
Jpy>KeCTBa MpencTaBiIT Ha HamumoHamHus CHBET MO LIEHU M PeUMOYpCHUpaHe Ha JIEKApCTBEHUTE MPOIYKTH
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PBKOBOJICTBATA U AITOPUTMUTE TT0 Wi, 259, an. 1, T. 4 ot 3akoHa 3a JIeKapCTBEHUTE MPOJYKTU B XyMaHHaTa
MEIUIIMHA.

(2) Koraro B cpoka 1o ai. 1 MeIUIIMHCKUTE Hay4YHU APY>KECTBA HE MPEJCTaBAT PHKOBOJCTBATA
U aroputMuTe 1o wi. 259, an. 1, T. 4 ot 3akoHa 3a JEKApCTBEHUTE NMPOJAYKTH B XyMaHHATa MEIMIIMHA,
HarnmoHanHusT chBET MO IEHHM W peuMOypcHpaHe Ha JIEKapCTBEHHTE MPOAYKTH OpraHU3Upa TAXHOTO
M3TOTBSHE OT HAIIMOHATHUTE KOHCYJITAHTH WIH OT JIPYTM MEIUIUHCKHU CIEIHUATUCTH, KOUTO UMAT OMUT B
ChOTBETHATa 00JIaCT.

(3) HarmoHamHUSAT CHBET MO IIEHU U peuMOYypCHpaHe Ha JIEKaPCTBEHUTE MPOIYKTH YTBBPKIaBa
PBKOBOJICTBATA M allTOPUTMUTE MO Wi. 259, an. 1, T. 4 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MEIUIIMHA B CPOK J0 TPU MECEla OT U3TUYAHETO HA CpOKa Mo aj. 1.

§ 47. (1) B cpok g0 Tpm Mecema OT BIM3aHETO B CHJa Ha TO3W 3aKOH MHHHCTBPBHT Ha
3[IpaBeOoIa3BaHETO U3JlaBa HapenOara o wi. 262, ai. 4 or 3aKoHa 3a JIEKapCTBEHUTE NMPOJIYKTH B XyMaHHATa
MEIUIHHA.

(2) B cpok 10 6 mMecela OT BIM3aHETO B CHJIA HA TO3M 3aKOH B [103UTHBHUS JI€KapCTBEH CITUCHK
MOrar J1a ce BKJIIOUBAT JIEKAPCTBEHU MPOJAYKTH C HOBU MEXAyHApOAHHU HENIATEHTHU HaMMEHOBaHMsI, 0€3 1a €
M3BBPIICHA OLIEHKA Ha 3/{paBHUTE TEXHOJIOTUH.

IIpexonuu n 3aKJIIOYUTEHU pa3nopeadu
KBHbM 3AKOHA 3A JTOITbJIHEHUE HA 3AKOHA 3A O'PAHUYABAHE HA
AIMUHUCTPATUBHOTO PETYJIMPAHE U AJIMUHUCTPATUBHUSA KOHTPOJI
BbPXY CTOITAHCKATA JEMHOCT

(OBH. - 1B, BP. 103 OT 2017 T'., B CWUJIA OT 01.01.2018 I".)

§ 68. 3akonbT BiM3a B cuia ot 1 sHyapu 2018 r.

Ipexoanu u 3aKIIOYNTETHA Pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOIIbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOJAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 84 OT 2018 I'., B CMJIA OT 12.10.2018I".)

§ 70. PazpenieHuTe 10 BIM3aHETO B CHJIA HA TO3M 3aKOH KJIMHMYHU U3MHUTBAHUSA C JIEKapCTBEHU
MPOAYKTH, ChIbpPKAIIM HAPKOTUYHMU BEIIECTBA, CE€ MPOBEXKJAT B JIEUEOHUTE 3aBEJCHHS, 32 KOMTO ca
MOJIyYeHH Pa3pelleHus 3a MPOBEXk/1aHe Ha CbOTBETHUTE KIIMHUYHYU U3MUTBAHUS 110 TOCETALIHUS Pel.

§ 71. (1) MuHHCTBPBT Ha 3/1paBEONa3BaHETO ONPEEIs chCcTaBa Ha kKomucusTa no wi. 103, an. 1
B CPOK JI0 TPU M€CeLa OT BIM3aHETO B CUJIA HA TO3M 3aKOH.

(2) Komucusra no ui. 103, an. 1 e npaBonpuemMHuk Ha Komucusra o ervka 3a MHOTOLIEHTPOBU
W3MUTBAHUS.

(3) Komucusra no un. 103, an. 1 naBa craHOBHUILA U MO HEMPUKIIOUMIUTE MPOU3BOJICTBA MPEL
KOMHUCHUUTE I10 €THKA, Ch3J1aJICHU KbM JICUeOHHUTE 3aBE/ICHUs, 10 JOCErallHus pel.

(4) Ho ompenensiHe Ha cbhcTaBa Ha KomucusaTa mo wi. 103, am. 1 Komwucusra mo erwka 3a
MHOTOIIEHTPOBH M3MUTBaHU MPOIBIKaBa Jia OCHIECTBABA JEHHOCTTA CH MO TOCETAIIHUS PEl.
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§ 72. (1) LlenTpanHara KOMUCHS 10 €THKA MPEKpaTsBa JIEHHOCTTA CHU CJEJ IPUKIIOUBAHETO Ha
BCUYKH ITPOU3BO/ICTBA, 00pa3yBaHU Mpej Hesl.

(2) Ilpencenarensar Ha LleHTpanHaTa KOMHUCHS MO €TUKA MIpeaBa ¢ IpueMaTeIHO-Tpe1aBaTeNieH
MIPOTOKOJ apxuBa Ha lleHTpanmHaTa KOMHCHS IO €THKAa Ha ONPEIEJIEHO ChC 3aloBel] Ha MUHUCTbpa Ha
3JIpaBEONAa3BaHETO JATBKHOCTHO JHIe OT MUHUCTEPCTBOTO Ha 37paBEOIa3BaHETO B CPOK J0 €UH MeCel] OT
IIPEKpaTABAHETO Ha JeiiHOcTTa Ha L{eHTpanHaTa KOMUCHS IO €TUKA.

§ 73. (1) PvkoBoauTenute Ha JieyeOHHUTE 3aBENEHUS, B KOUTO C€ WU3BBHPIIBAT KIMHUYHU
M3MUTBAHUA 10 pefa Ha TO3U 3aKOH, ONPEICIIST JIUIE 3a KOHTAKT B ChOTBETCTBHE C M3UCKBAHUSTA Ha W
107a B cpok 10 TpU Mecela OT BIM3aHETO B cuja Ha wi. 107a.

(2) Komucuurte 1o eTHKa, CH3JaZACHH KbM JI€UEOHUTE 3aBEACHHUS IO JOCETAIlHUSA pej,
MPOABJIKABAT J]a OCHIIECTBIABAT JEHHOCTTA CH JI0 ONPEACIISIHE Ha JIUIIE 3a KOHTAKT 1o wi. 107a, am. 1.

(3) Caen onpexnensHe Ha JMLe 3a KOHTAaKT mo wi. 107a, an. 1 ¢pyHKIMHUTE HA KOMUCHMTE IO
€TUKa, Ch37a/JICHH KbM JICUCOHUTE 3aBE/ICHUS IO JOCETAITHUS PEeJl, C€ OCBIIECTBABAT OT JIMIETO 32 KOHTAKT
o wi. 107a, an. 1, ¢ u3kiIroUeHre Ha JaBAaHETO HA CTAHOBHUIIE IO WI. 83, KOETO C€ U3BBPIIBA OT KOMUCHSTA
mo wi. 103, an. 1.

(4) ApxuBUTE HA KOMHUCUHUTE TIO0 €THKA, Ch3/IaJICHU KbM JICYCOHUTE 3aBEJCHUS T10 JTOCETaITHH
pen, ce mpeaaBaT U ChXpaHSIBaT B CbOTBETHOTO JICYEOHO 3aBE/ICHUE.

§ 74. B cpok mo 6 mecena oTr myOIMKyBaHETO Ha choOIIeHHeTOo Mo wi. 82, maparpad 3 ot
Pernament (EC) Ne 536/2014 xnIMHUYHHATE M3MHUTBAHUS C€ pa3peliaBaT M MPOBEXKIAT MPU JOCETAIIHUTE
YCJIOBHS U pell, OcBeH B cirydauTe 1o wi. 98 ot Permament (EC) Ne 536/2014.

§ 75. (1) V3mpaHuTEeNHATA areHIUs MO JIEKApCTBATa Ch3/laBa CICUAM3UpaHaTa €JICKTPOHHA
cuctema mo ui. 2176, anm. 1 B ChOTBETCTBHE C M3UCKBAHMATA HAa TO3M 3aKOH B CpPOK 10 4 Mecela OT
BJIM3aHETO MY B CHJIA.

(2) IepBuar Crnuchk Ha JEKAPCTBEHUTE MPOAYKTH, BKIOUYCHH B [lO3UTHBHUSA JIeKapCTBEH
CIHUCHK, 32 KOMTO € YCTaHOBEH HEJOCTHI Ha TepuTopusita Ha PenyOnwka bwirapus, ce u3rorss mnpu
Cra3BaHE Ha M3MCKBaHUATA Ha Wi. 217B, KaTO HEJOCTUT'HT HA JICKAPCTBEHU MPOJYKTH CE YCTAHOBSIBA BH3
OCHOBa Ha HEOOXOIMMHUTE KOJIMYECTBA 3a 3a/I0BOJIIBAHE Ha 3ApPaBHUTE MOTPEOHOCTH HA HACENECHUETO 3a
NEepUoJl OT €IUH Mecell, M3YMCICHH Bb3 OCHOBA Ha CPEAHOMECEYHOTO MOTpeOJIeHHE Ha CHOTBETHHSA
JIEKapCTBEH MPOJYKT 3a MPEAXOJHUTE 6 Mecela upe3 crelnuain3upaHara eJIeKTpOHHA CUCTeMa I10 pea Ha
qi1. 2176.

(3) 3a u3roTBsiHE HA MBPBUS CIHUCHK 1O Wi. 2178, an. 1 uapopmanmsiTa o ui. 2176, an. 3, 1. 1 -
3 ce mpenocTaBs 3a MpeAXOAHUTE 6 Mecela OT JIEHA Ha Ch3JaBAHETO HA CHELUAIU3UpaHATa E€JIEKTPOHHA
cucteMa 1o aj. 1, KolTo MmyOJIMYHO Cce OnoBecTsBa Ha MHTEpHET crpanunata Ha MAJL. Uudopmanusra ce
MIPEIOCTaBs B CPOK JIO JIBa Mecella OT Ch3JaBaHEeTO Ha ClielMaln3upaHara eJIeKTPOHHA CUCTeMa T10 all. 1.

(4) Criucekbt 10 an. 2 ce m3npamia ot MAJI u Ha Arenmus "MuTHUIE" TI0 CITy)eOCH pe/.

(5) MuHHCTEpCTBOTO Ha 3/IpaBeolla3BaHETO OKa3Ba chiciicTBue Ha MAJI mpu ch3maBaHeTo HA
CrielMaM3upaHara eJeKTpOHHa cucTema 1o wi. 2176, an. 1.

§ 76. HOI[SaKOHOBI/ITe HOPMATUBHHU A4KTOBC II0 IIPUJIAraHCTO Ha TO3HW 3aKOH CC€ IIpUeMar,
CbOTBCTHO MU3daBaT U NPUBCKAAT B CbOTBECTCTBUC C U3UCKBAHUATA HA TO3U 3daKOH B CPOK 0 TpU MECCUA OT
BJIM3aHCTO MY B CHJIA.

§ 77. lloganenurte 10 BIM3AHETO B CHJIa HA TO3W 3aKOH YBEJIOMJICHHS 3a M3HOC HA JICKAPCTBEHU
MPOIYKTH, BKIIOUCHH B [103UTHBHUS JIEKAPCTBEH CHHUCHK MO Wi. 262, an. 1, oT Teputopusta Ha PenmyOnuka
briarapus ce pasriexaar u JOBBPIIBAT 110 JOCETalIHUA PELl.

§ 78. 3akoHBT BAW3a B CWjJa OT JIeHd Ha oOHapoaBaHeTo My B "JIbp)kaBeH BECTHHK" C
n3KimoueHne Ha § 5, § 7-12,§ 14 -21,8§27-30,§ 31, 1.2,§32,§39-41,§ 56,§ 60u § 66, 1. 1 - 8, 10,
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12, 15 - 17, 19 - 22, xouro BiImM3aT B cwia 6 Mecemna clie[ MyOJIMKyBaHe Ha CHOOMICHHETO MO Wi. 82,
naparpad 3 ot Permament (EC) Ne 536/2014.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A BIO/IZKETA HA HAIITUOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA 3A 2019T.

(OBH. - 1B, BP. 102 OT 2018 I'., B C1JIA OT 01.01.2019T".)

§ 43. 3akonsT Biu3a B cuiia ot 1 ssayapu 2019 r., ¢ u3KIIto4eHUE Ha:

1. maparpad 29, T. 13, 6yksa "0", T. 14 u 15, § 30 u § 42, T. 2, KOUTO BIM3AT B CHJIA OT JACHS HA
oOHapoBaHETO HA 3aKOHA B "J[bprkaBeH BECTHHK";

2. maparpad 28, T. 6 - 12 uT. 14 - 19, § 35, 1. 3, c U3KITIOYCHHE HA 4. 7a, all. 4 1 4j. 7B, al. 4, T.
Su6,1.8-22uT1.36-40,§41,1.2-8, 1.9, 6ykBu "a" u "B" u 1. 10, xouTo BiM3ar B cuia ot 1 anpui
2019 r.;

3. maparpad 29, T. 5, 6ykBa "a" oTHOCHO mymmTe "u upe3 O keTa Ha MUHUCTEPCTBOTO HA
3/IpaBeoIa3BaHeTo 3a 3aIulaljaHe Ha MEeIUIUHCKUTE U3/ENus, IOMOIIHUTE CPEICTBA, MPUCITIOCOONICHUATA U

nn

ChOPBIKEHUSATA 32 XopaTa ¢ yBpexaanus', T. 9, Oyksa "a" OTHOCHO AyMUTE "KaKTO U MEAWIIMHCKH U3JCIHs,
MTOMOIIHA CPEJICTBA, MIPUCTIOCOOICHHUS U CHOPBKEHUS 32 XopaTa ¢ yBpexxaanusa", T. 9, 6yksa "r" 0THOCHO
IyMUTEe "W TOMOILHHUTE CPEJICTBa, NMPHUCIIOCOOJICHUATa U CHOPBKEHHATA 3a XopaTa ¢ yBpexaaHus" U
OTHOCHO JAyMHUTE "KakTO M C JIMIIaTa, OCBILECTBABALLM JEHHOCTH IO IPEJOCTaBSIHE WU PEMOHT Ha
MEIUIMHCKN WU3JeNUs, TOMOIIHU CPEICTBa, MPHUCIOCOOJICHHUS M CHOPHKEHHUS 32 XOpa C YBPEXKTAHUS,
pPErUCTpUpPAaHU KaTO THPrOBLUM M BIMCAaHU B PETHCTbpAa Ha JMIATA, OCBIIECTBSBAIIM JACHHOCTH IIO
MPEIOCTaBsIHE M PEMOHT Ha MOMOIIHU CPEICTBA, MPUCIIOCOOTICHHUS, ChOPHKEHUS U METULIMHCKY U3/IEIHs 3a
Xopara ¢ yBpexxaanua" u T. 9, Oyksa "n" oTHOCHO ain. 15, T. 3 u an. 16 oTHOCHO AymMHTE "KaKTo U ¢ JHlaTa,
OCBIUIECTBSIBAIIM JEHHOCTU IO MPEAOCTaBSIHE M PEMOHT Ha IOMOILIHU CpPEJCTBA, MPUCIIOCOOJICHUS,
ChOPBIKEHUS U MEAMIIMHCKH M3AEIUA 32 XOpa C YBPEXKAAHUS, PETUCTPUPAHU KAaTO THPrOBLUY U BIIMCAaHU B
perucTbpa Ha JIMILATA, OCHIIECTBSABALIM JCHHOCTU IO MPENOCTaBSIHE W PEMOHT Ha MOMOIIHHM CpPEJCTBA,
MPUCTIOCOOCHUSI, ChOPHKEHUS W MEAMLMHCKHM H3JIeiHs 3a XOopaTa C YBpPEXKIaHUS - 3a 3alllalfaHe Ha
MEJIUIUHCKH U3/1eJHsI, TOMOIIHU CPEACTBa, MPUCTIOCOOICHUS 1 ChOPHKEHU 3a X0opa ¢ yBpexkaanus'", T. 25,
OykBa "a" - an. 1, 1. 13 oTHOCHO AyMHTE "TIOMOIIHH CPEJICTBA, MPUCITOCOOICHUS U ChOPBKEHUS 3a XopaTa ¢
yBpexaanus" u 1. 25, 6ykBa "0" OTHOCHO ai. 4 OTHOCHO AyMHUTE "M JMIIaTa, OCHIIECTBIBAILU JEHHOCTHU IO
MIPEIOCTABsIHE M PEMOHT Ha MEIULMHCKU U3/IEJIHs, TOMOIIHU CPEICTBA, IPUCIIOCOOTIEHUS U ChbOPBKEHUS 32
X0pa C yBPEXJaHHUsl, PETUCTPUPAHU KAaTO ThPrOBUM M BIMCAHU B PETUCTHPA HA JIMLATA, OCHUICCTBABAILU
JICHHOCTH 10 TPEAOCTaBIHE W PEMOHT Ha IOMOIIHM CPEJCTBA, IPHCIOCOONCHHS, CBHOPBKEHHUS H
MEIUIIMHCKH U3JIeTUs 3a XopaTa ¢ YBpeXaaHus" U "M TTOMOITHU CPEACTBA, MPUCTIOCOOICHHS U ChOPBKEHUS
3a xopata ¢ yBpexaanus", § 36 u § 37 ornocHo un. 14, an. §, 1. 2, 6yksa "0", KouTo BIM3aT B cuia oT 1

sHyapu 2020 r.

IIpexoanu u 3aKIOUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A XPAHUTE

(OBH. - 1B, BP. 52 OT 2020 IT"., B CWJIA OT 09.06.2020 T".)

§ 19. 3akoHbT BAW3a B cuia OT JieHd Ha oOHapoaBaHeTo My B "JIbp)kaBeH BECTHHK" ¢
M3KJII0UEHUE Ha pa3nopendaTa Ha 4. 76, al. 2, T. 2, KOATO Biau3a B cuiia ot 22 ¢gespyapu 2021 r.
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IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIJEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEAUIINHA

(OBH. - JIB, BP. 67 OT 2020 T.)

§ 68. B cpok 10 Tpu Mecela OT BIM3aHETO B CUJIA HAa TO3W 3aKOH M3mbaHuTEeIHAaTa areHIus 1mno
JIeKapcTBaTa BMHCBA B peructhpa mo wi. 19, am. 1, T. 3 paspemenute 3a ynorpeda Mo IeHTpau3upaHa
mpoleaypa JIeKapcTBeHU MpoayKTu 1o peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickust mapaamMeHT u
Ha CbBerTa.

§ 69. (1) B cpok 1o Tpu Mecela OT BIM3aHETO B CUJla HA TO3M 3aKOoH M3MbJIHUTETHATA areHIuUs
0 JIEKapcTBaTa BIUCBA HAI[MOHAJEH HOMeEp 3a uaeHTU(dUKaus 1o wi. 19, an. 3 Ha BCUYKHU JEKapCTBEHU
MPOAYKTH, BIIMCAHU B perucThbpa no ui. 19, an. 1, 1. 3.

(2) 3a nexapcTBeHHTE TMPOIYKTH, KOUTO ca BKJIIOUEHH B [I03UTHBHUS JIEKapCTBEH CIHCHK, B
perucThpa Ha MpPENeTHUTE LIEHH U B PErMCThpa HAa MaKCHMAJIHHUTE MPOJAXHHU ILeHW W3mbiaHUTETHaTa
areHuus IO JeKapcTBaTa BOMCBA B perucrepa mo wi. 19, am. 1, T. 3 kaTo HaIMOHAJIEH HOMEp 3a
uaeHTU(UKAIMS Ha JIEKAPCTBEHUS MPOAYKT UICHTU(DUKALMOHHNS HOMEP, IOCOYEH B ChOTBETHHUS PETUCTBD,
BOJieH OT HanmoHanHus ChBET 1O IIeHU U peuMOypCUpaHe Ha JIGKAPCTBEHUTE MPOAYKTH.

(3) B cpok 10 18 Mecelia oT U3THYAHETO HA CPOKA MO al. | MpUTEKATEIUTE HA Pa3pEIICHUS 3a
ynoTpeda ocUrypsiBaT BbBEKIAHETO HAa YHUKAJIHUS HAllMOHAJICH HOMEp 3a uAeHTU(uKanus no wi. 19, an. 3
3a BCEKW CBOH JIEKAPCTBEH MPOIYKT KaTO YacT OT MHIAMBUAYAIHUS HIeHTH(UKAaMOHEH Oerer mo 1wi. 68a.

§ 70. (1) 3aBapeHuTe 10 BIM3aHETO B CWJIAa HAa TO3M 3aKOH JUIA, KOUTO TMPHUTEXKABaT
€IHOBPEMEHHO pa3pellieHue 3a ThProBUsI Ha €ApO W pa3pellieHue 3a ThProBUsl Ha JAPeOHO C JIEKapCTBEHU
MPOJYKTH B anTeka, MPUBEXKIAT JCHHOCTTa CH B CHOTBETCTBUE C M3MCKBaHMATA Ha wi. 195a u 222a B cpok
70 6 Mecela OT BIM3aHETO B CHJIA HA TO3M 3aKOH.

(2) Korato B cpoka mo an. | JuIeTo He € MpUBENIO JCHHOCTTa CHU B CHOTBETCTBHE,
M3OBJIHUATETHUAT nupektop Ha MAJl oTHema pas3pelieHueTo, KOeTo € M3JaJieHO ¢ Mo-KbcHa gaTta. Korato
BTOpaTa MO BUJ JEWHOCT € ThProBHs Ha APeOHO C JIEKApCTBEHU MPOAYKTU, U3IIBIHUTEIHUIT TUPEKTOP Ha
HNAJI otHema pa3pelieHusTa, u31aJIeHU Ha JUIETO, 3 BCUUKU alTEKHU.

(3) UzuckBanusTa Ha wi. 195a u 222a ce mpwiaraT U 3a MOAAQJICHUTE 10 BIM3aHETO B CHJIa HA
TO3U 3aKOH 3asBJICHUS 32 THPrOBUA HA €IPO W/WJIHM Ha APeOHO C JIEKAPCTBEHU MPOAYKTH.

§ 71. (1) B cpok mo 12 mecena ot BIM3aHETO B CHJIa HA TO3W 3aKOH HalMOHATHUAT CHBET MO
LEHU U peuMOypcHpaHe Ha JIeKapCTBEHMTE MNPOAYKTH BIHMCBa HMH(popmanusra mo wi. 2621, am. 2 3a
JICKApCTBCHUTC NMPOAYKTHU, KOUTO Ca BKIIIOYCHHU B ITo3uTuBHUS JICKApCTBCH CITMCBK.

(2) VsmpnHMTENHATA areHIMs 1O JieKapcTBaTa MpeAocTaBs HeoOXoaumaTta WH(OpMamus Ha
Hanmonanuus cbBeT 1o IIeHW U peuMOypcupaHe Ha JIEKapCTBEHUTE MPOIYKTH 10 al. 1 B Cpok J10 6 Mecera
OT BJIM3aHETO B CHJIA HAa TO3U 3aKOH.

§ 72. (1) Metoaukara no wi. 2276, an. 5 ce uzgaBa B CpoK JI0 6 Mecella OT BIIM3aHETO B CUJIA Ha
TO3U 3aKOH.

(2) Hanmonannara anteyHa kaprta mo uwi. 227a, ain. 1 ce mpuema B CPOK J0 €AHA FOJAUHA OT
BJIM3aHETO B CHJIa HA TO3M 3aKOH.

§ 73. B cpok mo Tpu Mecema OT BIM3AaHETO B CHJa HAa TO3M 3aKOH YIPABUTEIAT Ha
Hammonamnata 31paBHOOCHTYpHTENIHA Kaca MOXE CTHOKpaTHO Ja ONpeAeidd HOB pa3Mep Ha
WH/IMBU/yaTHUTE OCHOBHU MECEUHH 3aIUIaTH Ha AUPEKTOPHUTE HAa PaliOHHUTE 3APaBHOOCUTYPHUTEIHU KacH,
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0e3 a HaAXBBHPIII MAKCUMAIIHUS pa3Mep Ha OCHOBHATA MECEUYHA 3aIJiaTa 3a ChOTBETHOTO HUBO U CTEIICH, B
paMKHTEe Ha pasxomuTe 3a mepcoHan mo Ormmkera Ha H3OK 3a chorBeTHaTa roamHa, HE3aBHCHMO OT
W3BBPILICHUTE WU TPEICTOSIIN YBEIIMUEHUS HA MECEUHUTE 3aIJIaTH MIPe3 ChOTBETHATA T'OAMHA.

§ 78. (1) Tlog3akoHOBUTE HOPMATHUBHHU AaKTOBE IO MPUJIATAaHETO HA TO3W 3aKOH, 3aKOHa 3a
3[paBHOTO OCHUTYpsIBaHE, 3aKOHA 32 MEIULMHCKUTE M3JENIMs M Ha 3aKOHA 3a XOopaTa C YBPEXAaHUS ce
IpHeMat, CbOTBETHO M3JaBaT U MPUBEXKIAT B ChOTBETCTBUE, B CPOK J0 TPU MECELa OT BIM3aHETO B CHJIAa Ha
TO3H 3aKOH.

(2) Mo mnpuemaHeTo, CBHOTBETHO U3JaBAaHETO, U MPUBEKAAHETO B CBHOTBETCTBHE Ha
[10/13aKOHOBUTE HOPMAaTUBHH aKTOBE MO aJll. 1 ce mpuarar JeiicTBalyTe NoJ3aKOHOBU HOPMATUBHU aKTOBE,
JOKOJIKOTO HE MPOTUBOPEYAT HA ChOTBETHHSI 3aKOH.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A BIO/I’KETA HA HAIITUOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA 3A 2021 T.

(OBH. - 1B, BP. 103 OT 2020 I'., B CWUJIA OT 01.01.2021T".)

§ 20. (1) B cpok no Tpu Mecera OT BIM3aHETO B CHJIa HA TO3M 3aKOH V3MbIHUTETHATA areHITUS
[0 JIeKapcTBara IpenocTaBs Ha HanumoHanHMs ChBET MO HEHM M peuMOypcHpaHe Ha JIEKapCTBEHUTE
MPOYKTH B €JIEKTpoHEH ¢opmar, mo obpasen, YTBBPJEH OT HEro, MHQpopManus 3a pa3pelieHuTe 3a
ynoTpeba M pEerucTpupaHuTe JIEKApCTBEHU NPOAYKTH Ha Teputopusta Ha PemyOnuka bwearapus u 3a
paspelleHuTe 3a ynorpeda mo HeHTpaaIu3upaHa mpoueaypa JeKapcTBeHH MPOAYKTH 1o peaa Ha Pernament
(EO) Ne 726/2004 na Epomnelickus napiameHT u Ha CwbBeta oT 31 mapt 2004 r. 3a ycTaHOBsIBaHE Ha
npoueaypu Ha Cbro3a 3a pa3pellaBaHe U KOHTPOJI Ha JIEKapCTBEHU MPOIYKTH 3a XyMaHHa M BETEpUHApHa
ynotpeba u 3a cb3faBaHe Ha EBporneiicka areHuus mo jJexapcTnara.

(2) HaumoHa HUAT CHBET MO LEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOJIYKTH YTBbPKIaBa
oOpazena 1o ai. 1 B 7-1HEBEH CPOK OT BJIM3AHETO B CHUJIA HA TO3U 3aKOH.

§ 21. (1) UnenTndukanioHHUTE HOMEpa Ha JIEKAPCTBEHUTE NPOAYKTH, BIHcaHU B [1o3uTHBHUA
JIEKapCTBEH CHHUCBHK, B PETUCTbpa Ha MPEJEIHUTE LIEHU U B PETUCThPAa HA MAaKCUMAJIHUTE MPOJIAXKHU 1IEHH,
ce CMATAT 3a HAllMOHAJICH HOMEp 3a WACHTU(HUKAIMS Ha JIEKAPCTBEHUS NMPOJIYKT MO CMHUCHIA Ha wi. 2591,
ann. 1 ot 3akoHa 3a JIeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEAUIIMHA.

(2) B cpok mo 6 mecena ot mpenoctaBsiHeTo Ha uHpopmanusara o § 20, an. 1 Hanuonanaust
CBBET 110 LIEHU U peuMOypCcHUpaHe Ha JIEKapCTBEHUTE NMPOIYKTH MyOIHMKyBa Ha MHTEPHET CTPAHUIATA CH
peructbpa o wi. 259, an. 2, 1. 4 oT 3aKoHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

(3) B cpok 1o Tpu Mecelia OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MPUTEKATEINTE HA pa3peLICHUs
3a ynoTpe0a/y10CTOBEpEHUE 3a PErUCTpalisl Ha JIEKAPCTBEH IPOAYKT MPENOCTaBAT Ha M3mbiaHuTenHaTa
areHIusT 1O JieKapcTBaTa 3a BCHUYKM JICKQPCTBEHH TPOJIYKTH, MOJYYWIM pas3pelieHue 3a
ynotpe0a/ya0CTOBEpEHUE 3a pErucTpauuss Ha TEepUTOpHUSATa Ha CTpaHaTa 4Ype3 CHelualu3upaHaTa
eJIEKTPOHHA cucTeMa mo wi. 2176, an. 1 ot 3akoHa 3a JeKapCTBEHUTE NPOAYKTH B XyMaHHaTa MEAMLIMHA,
uHpOpManus 3a KoJa Ha MPOJYKTa M0 CMUCHIA Ha 4. 4, OykBa 0), monrouka i) ot Jlenerupan periaMeHT
(EC) 2016/161 na Komucusara ot 2 oktomBpu 2015 1. 3a gombiaBane Ha JupexktuBa 2001/83/EO Ha
EBpomneiickus mapnameHT u Ha CbBeTa ype3 YCTaHOBSIBaHE Ha MOAPOOHU MpaBUia 3a MOKa3aTeIHTe 3a
0€301MacHOCT, TIOCTAaBEHN BBPXY OMAKOBKaTa Ha JIEKApCTBEHUTE MPOAYKTH 3a XymaHHa ynorpeba (OB, L
32/1 or 9 d¢espyapu 2016 r.), Hapuuan mno-Hatarek "[lemerupan permament (EC) 2016/161", 3a
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JIEKapCTBEHHUTE NMPOAYKTH, onpeseneHu B Jlenerupan pernament (EC) 2016/161.

(4) B cpok 1o Tpu Mecelia OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MPUTEKATEIUTE HA pa3perIeHUs
3a mapalelieH BHOC Ha JIEKAPCTBEH MPOIYKT MPEAOCTaBAT Ha V3mbIHUTENHATA areHIMs M0 JieKapcTBara 3a
BCHYKH JICKAPCTBEHH TPOIYKTH, TOTYUHIN pa3pelieHre 3a mapajielieH BHOC Ha TePUTOpHUsATa Ha CTpaHaTa
ype3 creluanu3upaHaTa eleKTpoHHa cuctema mo wi. 2176, an. 1 ot 3akoHa 3a JIeKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MeJHIKMHA, HHPOpMaNHKs 3a KoJa Ha MPOJYKTa 10 CMUCHIA Ha wi. 4, OykBa 0), HOATOYKA 1) OT
Henerupan perinament (EC) 2016/161 3a nekapcTBeHUTE MPOAYKTH, ONIPEACIICHH B HETO.

§ 24. 3akonbT Biu3a B cuia ot 1 sHyapu 2021 1., ¢ uzkntoyenue Ha § 17, 22 u 23, KOUTO BaU3atr
B CHJIa OT JIeHsI Ha 0OHApOABaHETO My B "/[bpkaBeH BECTHHK'.

3aK/JII0YHTETHH pa3nopenon
KbM 3AKOHA 3A UIBMEHEHHUE U JOITbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - IB, BP. 105 OT 2020 I'., B CMJIA OT 11.12.2020T".)

§ 9. 3akOHBT B/IM3a B CHJIa OT JICHs Ha 0OHapoBaHETO My B "J[bpkaBeH BECTHHK".

3aK/II0YuTeHU pa3nopendu
KBbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTHU B
XYMAHHATA MEJUIINHA

(OBH. - 1B, BP. 62 OT 2022 T"., B CWJIA OT 05.08.2022T".)

§ 2. 3aKOHBT BIM3a B CHJIA OT JICHS Ha 0OHapoaBaHeTO My B "JIbp)KaBeH BECTHHK'.

IIpexoanu n 3aK/II0YUTETHE pa3nopendoun
KBbM 3AKOHA 3A IIPOTUBOJEACTBUE HA KOPYIIUSATA

(OBH. - 1B, BP. 84 OT 2023 I"., B CWJIA OT 06.10.2023 T".)

§ 79. 3akoHbT BAM3a B cuia OT JeHS Ha oOHapojBaHeTO My B "Jlbp)kaBeH BeCTHHUK" ¢
u3KIIoueHue Ha § 9, koiiTo Biau3a B cwiia ot 1 mapt 2024 r.

Ipexoanu u 3aKIIOYNTETHA pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOITbJIHEHUE HA 3AKOHA 3A
OBUHIECTBEHUTE INOPBYKU

(OBH. - 1B, BP. 88 OT 2023 I'., B CWJIA OT 22.12.2023 T".)

§ 105. 3akoHbT B/IM3a B CUJIa B IBYMECEUEH CPOK OT 0OHapoABaHETO My B "JIbpkaBeH BECTHUK"
C M3KIIIOYEHHE Ha:

1. maparpad 2, § 4, T. 3 otHOCHO T. 18, § 7, 20, 32, 33, 36, 51, 65, 73 u § 89, 1. 1, OykBa "a",
KOWTO BIM3AaT B cuia oT 1 sHyapu 2024 r.;
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2. maparpad 59, 1. 1, 6ykBa "a", T. 2 u 3, § 63 u 64, KOUTO BIU3AT B CHJIA B 9-MECEYEH CPOK OT
00OHapoBaHETO HA TO3M 3aKOH B "J[bp)kaBeH BECTHHUK";

3. maparpad 4, 1. 1, 2 u 1. 3 otHOCHO T. 20, § 15, 16, 28, 31, 34, 35,8 39, 1. 1, § 44, § 59, 1. 1,
oyksa "B", § 68, 95, 97 - 101 u 104, xouTo BAM3AT B CWJa OT JIHA Ha OOHAPOABAHETO HA TO3HM 3aKOH B
"Ibp>kaBeH BECTHUK';

4. maparpad 8, 7. 1m2,§9,12,§ 13, 1. 1, 6ykBa "a", § 30,39 -43,45-47,52,§ 59, 1.4,§90u
94, xouTo Bnm3aT B cuia ot 1 ¢peBpyapu 2024 r.;

5. maparpad 13, 1. 2, § 14, 24 u 103, xouto BIU3aT B cuia B 12-Mece4eH CpPOK OT
0OHapoIBaHETO HA TO3U 3aKOH B "J[bpikaBeH BECTHUK'.

3aK/II0YuTe/HU pa3nopendu
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJUIINHA

(OBH. - 1B, BP. 16 OT 2024 I"., B CWJIA OT 23.02.2024 T".)

§ 14. Ilputexxarenure Ha pa3penieHre 3a ynorpeda Ha JIEKapCTBEH MPOAYKT U MPUTEKATEITUTE
Ha pa3pelICHHE 3a MapalieJIieH BHOC, KOUTO 10 BIM3AHETO B CHJIa HA TO3M 3aKOH HE Ca MPEJOCTABUIIM Ha
M3neiauTenHATA areHIus 1o JiekapceTBaTta nHbopManusaTa mo wi. 68, aim. 1, 1. 11 u . 217, T. 6, ca urbXHU
Jla IPEAOCTABAT Ta3u HHPOPMAIIHS B CPOK 10 €IUH MECEI] OT BIM3aHETO B CHJIA HA TO3U 3aKOH.

§ 15. bearapckara opranuzamnus 3a BepuUKaIMs Ha JICKapCTBaTa OCUTYpPsBAa JOCThIIA IO Y.
2726, an. 3 Ha HAIIMOHAJTHUTE KOMIIETEHTHH OpPTaHu 1Mo 4. 2720, all. 3 B CPOK JI0 €IUH MECeI] OT BIU3aHETO
B CHJIA HAa TO3W 3aKOH.

§ 16. MUHHCTBPBT Ha 3/IpaBeona3BaHETO MPUBEXkIa Hapeadara o wi. 21706, an. 9 u Hapeabata
mo wi. 28r, ai. 6 oT 3aKOHa 3a 37PAaBETO B CHOTBETCTBHE C M3MCKBAHMATA HA TO3M 3aKOH B CPOK J0 TpHU
Mecela OT BIM3aHETO B CHJIA HA TO3U 3aKOH.

§ 17. MuHHCTBPBT Ha 3/paBeola3BaHETO NMpUBEkAa HarumonamHnara 3apaBHOMHGOPMAIIIOHHA
cuctema 1o wi. 28r, ai. 1 oT 3akoHa 3a 3paBeTo B ChOTBETCTBUE C U3MCKBAHUSTA HA TO3U 3aKOH B CPOK JI0
6 Mecela OT BIIM3aHETO B CHJIa HA TO3H 3aKOH.

§ 18. M3mbaHuTenHUAT AupekTop Ha M3mbJIHHWTENHaTa areHius Mo JeKapcTBaTa MpHUBEXKIA
crienuaan3upaHaTta eJeKTpoHHa cucTteMa 1o 4i. 2176, ain. 1 B ChOTBETCTBHE ¢ M3UCKBAHUATA HA TO3W 3aKOH
1 Ha 3aKOHa 32 eJIEKTPOHHOTO YIPABIEHUE B CPOK A0 6 Mecela OT BIM3aHETO B CUJIA HA TO3U 3aKOH.

§ 19. IlpencenatenstT Ha HannoHamHUS CHBET MO IIEHM U PEUMOYpCHUpaHE Ha JICKapCTBEHUTE
IIPOAYKTH MPUBEXAA perucropa no wi. 259, an. 2, T. 4 B CbOTBETCTBUE C U3UCKBAHUATA HA TO3U 3aKOH B
CpOK 710 6 Mecella OT BIM3aHETO B CHJIa HA TO3H 3aKOH.

§ 20. Vopasurenastr Ha HauumonanHata 30paBHOOCUTYpUTENHAa  Kaca  IPUBEXa
nH(popmanmoHHaTa cucreMa mo 4i. 63, aim. 1 oT 3akoHa 3a 3paBHOTO OCHUTYpSIBaHE B CHOTBETCTBHUE C
M3HMCKBaHUATA HAa TO3U 3aKOH B CPOK /10 6 Mecela OT BIM3aHETO B CHJIa HA TO3H 3aKOH.

§ 21. B 6-mecedyeH CpoOK OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MUWHUCTEPCTBOTO Ha
31paBeona3BaHeTo, M3mbIHUTENHATa areHuus [0 JieKapcTBaTa, HanuoHaJIHMAT CbBET MO LEHU U
peumOypcupaHe Ha JIeKapCTBEHUTE MPOAYKTH, HanmoHanHata 31paBHOOCHTYpUTEIHa Kaca, bwiarapckara
opranm3ainus 3a Bepudukamus Ha JeKapcTBara, MPUTEKATETUTE Ha pa3pelieHHe 3a THPrOBUS Ha €IIpo C
JIEKApCTBEHH MIPOIYKTH, MPUTEKATEIIUTE HA Pa3pEIICHUE 32 ThPrOBUS HA APEOHO C JEKAPCTBEHU MPOIAYKTH,
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nedeOHUTe 3aBeAcHHs 1Mo wWi. 222, an. 4, 1. 1 u 2, neHTpoBeTe u xocmucute o wi. 222, an. 4, .3 u 4 u
nedeOHnTe 3aBefieHus1 To wi. 222, an. 6 ocWrypsiBaT OlepaTHBHATa ChBMECTHMOCT M CBBP3aHOCTTa 3a
aBTOMATH3HMpaH OOMEH Ha JaHHHU B MAITUHHO YeTUM (hOpMaT B peasHo BpeMme 1o 4. 272B.

§ 23. 3akoHBT BIM3a B cWia OT JEHA Ha OOHapoaBaHeTo My B "JIbpXaBeH BeCTHHK'", ¢
U3KII0UeHNEe Ha § 7 OTHOCHO 4. 262, an. 20 u § 22, KOUTO Biau3aT B cuia 6 Mecerna clie]] BIM3aHeTO B CHila
Ha TO3HU 3aKOH.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A CbCJIOBHUTE
OPTAHM3AIINMU HA MEJUIIMHCKUTE CECTPU, AKYIIEPKUTE U
ACOIIMUPAHUTE ME/IMIIUHCKHA CHELNUAJINCTHU, HA 3bBOTEXHUIIUTE N HA
IHOMOIIHUK-®PAPMAILIEBTUTE

(OBH. - 1B, BP. 39 OT 2024 T"., B CUJIA OT 01.05.2024 T".)

§ 32. 3akoHBT BIIM3a B CHJIA OT JIeHSI HAa 0OHapoaABaHETO MYy B "/[bpkaBeH BECTHHK".

PeneBanTHM aKTOBE OT EBpOHCﬁCKOTO 3aKOHOAATCJIICTBO

2 !H[!CKTI/IBI/IZ

JUPEKTHUBA (EC) 2017/1572 HA KOMMUCUATA ot 15 cenremBpu 2017 rommnHa 3a
nombiHenne Ha JupektuBa 2001/83/EO na EBpomneiickusi mapiameHT u Ha CbBeTa IO OTHOIICHHE Ha
MPUHIMIIATE U HACOKUTE 3a J00pa MPOU3BOACTBEHA MPAKTHUKA MPHU JICKAPCTBEHHUTE MPOIYKTH 332 XyMaHHA
yroTpeba

JIMPEKTHBA 2012/26/EC HA EBPOIIEMCKHWS ITAPJIAMEHT W HA CBBETA or 25
oktomBpHu 2012 ronuna 3a m3menenue Ha upextuBa 2001/83/EO no oTHomieHne Ha (papMakosorMyHaTa
OIUTETHOCT

JIMPEKTHBA 2011/62/EC HA EBPOIENCKUS TTAPJIAMEHT Y HA CBHBETA or 8 touu
2011 romuna 3a m3menenwe Ha JlupektuBa 2001/83/EO 3a yTBBpXKAaBaHe Ha Koaekc Ha OOHIHOCTTA
OTHOCHO JIEKapCTBEHU NPOJAYKTH 3a XyMaHHaA ynoTpeda IO OTHOIIEHHE Ha MPEeA0TBpPATABAHETO Ha
HaBJIM3aHETO Ha panuuuIupaHy JeKapCTBEHU MIPOAYKTH B 3aKOHHATa BEpUra Ha JI0CTaBKa

JIMPEKTHBA 2010/84/EC HA EBPOIIEMCKHWS ITAPJIAMEHT W HA CBBETA or 15
nexemBpu 2010 roanHa 3a M3MEHEHHUE 10 OTHOLIEHHE Ha (apMakojornyHata OauTenHocT Ha JlupexkTuBa
2001/83/EO 3a yTBbpxkaaBaHe Ha Kojaekc Ha OOIIHOCTTa OTHOCHO JIGKAPCTBEHU MPOIYKTH 3a XyMaHHa
ynorpeba

JIMPEKTUBA 2005/36/EO HA EBPOIIEMCKHS TTAPJIAMEHT U HA CBBETA or 7
cenrreMBpu 2005 roguHa OTHOCHO MPU3HABAHETO HA MPO(PECHOHATHUTE KBATU(DUKALIUT

JUPEKTHUBA 2005/28/EO HA KOMUCHUATA ot 8 anpun 2005 rogrHa OTHOCHO OTIpeesiHe
Ha TPUHIMIM W TOAPOOHM HACOKM 3a JoOpa KIMHMYHA MPAKTHKa IO OTHOIICHHWE Ha JIEKapCTBEHHUTE
MPOAYKTH 3a XyMaHHA YNoTpeda, MpeaHa3HAYeHW 3a H3CIe[BaHe, KaKTO W W3MCKBAHUITA OTHOCHO
M3/IaBaHETO Ha PA3pEUIUTENHO 3a MPOU3BOICTBOTO MIIM BHOCA HAa TAKUBA MPOITYKTH

JIMPEKTHBA 2004/27/EO HA EBPOIIEMCKWS ITAPJIAMEHT Y HA CBHBETA ot 31 mapr
2004 romuna 3a msmenenwe Ha JlupextuBa 2001/83/EO 3a yTBBpKAaBaHe Ha Kojaekc Ha OOmIHOCTTA
OTHOCHO JIEKapCTBEUTE MPOAYKTH 32 XyMaHHa yrnoTpeda
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JIMPEKTHBA 2004/24/EO HA EBPOITEMCKWS ITAPJIAMEHT 1 HA CBhBETA ot 31 mapr
2004 romuna 3a m3menenwe Ha JlupektuBa 2001/83/EO 3a yTBBpk)AaBaHe Ha Koaekc Ha OOmIHOCTTA
OTHOCHO JIEKapCTBEHU MPOJYKTH 32 XyMaHHa ymorpeba, MO OTHOIICHHE Ha TPATUIIMOHHUTE PACTUTEIHU
JICKaPCTBCHH MPOTYKTH

JIMPEKTHBA 2004/10/EO HA EBPOIIEMCKUS TTAPJJAMEHT U HA CBBETA or 11
deBpyapu 2004 romgrHa OTHOCHO XapMOHHM3UpPAHE HA 3aKOHOBWTE, MMOJ3aKOHOBHTE M aJIMUHUCTPATUBHHUTE
pasmopendu, CBBp3aHM C TpUIAraHeT0 Ha NPUHLUNUTE Ha Jo0pa jabopaTopHa TNpakTHKa H
BepUPUIIMPAHETO HA TIXHOTO TMpUIAraHe MPU M3MUTBAHHMS HAa XUMUYECKH BellecTBa (KoauduiupaHa
BepCHs)

JNPEKTHUBA 2003/63/EO HA KOMUCHUSATA ot 25 roum 2003 roguHa 3a U3MCHCHHE Ha
Hupexktusa 2001/83/EO na EBpornelickus napinamenT u Ha ChBeTa 3a BbBEK/JaHe Ha Kojaekc Ha OOmHocTTa
OTHOCHO JIEKapCTBEHUTE MPOAYKTH 32 XyMaHHa yrnoTpeda

JIMPEKTHBA 2001/83/EO HA EBPOIIEMCKHS TTAPJAMEHT U HA CBBETA or 6
HoemBpu 2001 roamnHa 3a yTBBpXKAaBaHe Ha Koaekc Ha OOIIHOCTTa OTHOCHO JICKAPCTBEHU MPOIYKTH 32
XyMaHHa ynoTpeba

JUPEKTHBA 89/105/EMO HA CBBETA or 21 npekemBpu 1988 romuHa OTHOCHO
MPO3PAaYHOCTTa HA MEPKHUTE, PETyIupalld [EHUTe Ha JIEKapCTBEHH MPOAYKTH 3a ymoTrpeda OT 4OoBeKa U
BKJIFOUBAHETO MM B 00XBaTa HAa HAIIMOHAIHUTE CHCTEMH 32 3JJPAaBHO OCHUTYPSBAHE

PerjaamenTn:

JNEJIETUPAH PEI'JIAMEHT (EC) 2017/1569 HA KOMUCHUATA ot 23 maii 2017 ronuna 3a
nornbeiHenue Ha Pernament (EC) Ne 536/2014 na EBponeiickus napiaameHT u Ha CbBeTa 4ype3 ONpelelisHe
Ha TMPUHIUIHN U HACOKH 3a J00pa MPOM3BOACTBEHA MPAKTHKA MPU M3MUTBAHH JEKAPCTBEHU MPOAYKTU 3a
XyMaHHa yroTpeda 1 Ha pa3nopendu 3a MpoBeXk/1aHe Ha MHCIIEKIINU

JAEJIETUPAH PEI'JIAMEHT (EC) 2016/161 HA KOMUCHUATA ot 2 okromBpu 2015 roguna
3a nomeiBane Ha [lupextusa 2001/83/EO na EBponeiickus nmapiaameHT u Ha CbBeTa 4pe3 YCTaHOBSIBAaHE Ha
MoipoOHU MpaBWJIa 3a IMOKa3aTeluTe 3a 0e30MacHOCT, MMOCTABEHH BBbPXY OINAKOBKAaTa Ha JIEKAaPCTBEHUTE
IPOAYKTH 3a XyMaHHa yrnoTpeoda

JAEJIETUPAH PETJIAMEHT (EC) Ne 1252/2014 HA KOMUCHSTA ot 28 maii 2014 roguna
3a gombiHeHue Ha upextuBa 2001/83/EO na EBpomnetickus mapiameHT u Ha ChBeTa MO OTHOIIECHUE HA
NPUHIUIATE ¥ HACOKUTE 3a J00pa MpPOM3BOJCTBEHA MPAKTHKAa 32 AKTUBHHU BEIIECTBA 3a JICKAPCTBEHH
MPOJYKTH 32 XyMaHHa yrnoTpeda

PEI'JIAMEHT (EC) Ne 536/2014 HA EBPOIIEMCKUS ITAPJIAMEHT U HA CHhBETA or 16
anpwi 2014 roguHa OTHOCHO KJIMHMYHUTE M3MATBAHMS Ha JIEKAPCTBEHH MPOIYKTH 3a XyMaHHa ynoTpeda, u
3a orMsiHa Ha J{upextusa 2001/20/EO

PEI'JIAMEHT (EC) Ne 528/2012 HA EBPOIIEMCKUS ITAPJIAMEHT U HA ChBETA or 22
Maii 2012 roguHa OTHOCHO MPEIOCTaBSIHETO Ha Ma3apa M yrnorpedara Ha OHOIHMIN

PEI'JIAMEHT 3A U3ITBJIHEHUE (EC) Ne 520/2012 HA KOMUCUSATA ot 19 1onu 2012
roJuHa OTHOCHO W3BBPILIBAHETO Ha JeHHOCTUTE B oOsacTtTa Ha (apMmakonoruyHata OJUTENHOCT,
npensuaenu B Pernmament (EO) Ne 726/2004 na EBpomeiickust mapiamenT U Ha CbBera U B JlMpeKTHBa
2001/83/EO na EBponeiickus napiameHT u Ha CbhBeTa

PEI'JIAMEHT (EO) Ne 469/2009 HA EBPOIIEMCKU S ITAPJIAMEHT 1 HA CBBETA ot 6
Mait 2009 rommHa OTHOCHO cepTH(dMKaTa 3a ONMBJIHMTENHA 3aKpuia Ha JIEKApPCTBEHHUTE TMPOIYKTH
(kopudupaHa Bepcusi)

PEI'JTAMEHT (EO) Ne 1234/2008 HA KOMUCHSATA ot 24 noemBpu 2008 roguHa OTHOCHO
pa3riiekAaHeTO Ha MPOMEHHUTE B YCIOBHSTA HA pa3pelIeHHsATa 3a ThProBUS C JIEKAPCTBEHH IMPOIYKTH 3a
XyMaHHa yrnoTpeda 1 BeTepUHAPHU JIEKAPCTBEHU MPOIYKTH

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 13.06.2024 .



PEIJIAMEHT (EO) Ne 1394/2007 HA EBPOITEMCKMS ITAPJJAMEHT U HA CBHBETA or
13 noemBpu 2007 roauHa OTHOCHO JIEKAPCTBEHUTE MPOAYKTH 3a MOJEpPHA Tepamnus U 3a U3MEHEHUE Ha
Hupektusa 2001/83/EO u na Pernament (EO) Ne 726/2004

PEI'JIAMEHT (EO) Ne 1901/2006 HA EBPOITEMICKUS ITAPJIAMEHT U HA CHhBETA or
12 nexemBpu 2006 roguHa OTHOCHO JIGKAPCTBEHUTE MPOIYKTH 3a MeAuaTpuyHa YroTpeda U 3a U3MEHEHUE
Ha Permament (EMO) Ne 1768/92, Tupextusa 2001/20/EO, qupextusa 2001/83/EO u Permament (EO) Ne
726/2004

PETJIAMEHT (EO) Ne 726/2004 HA EBPOITEMICKUS ITAPJIAMEHT U HA CBBETA or 31
MapT 2004 romumHa 3a ycTaHOBsiBaHE Ha mporeaypu Ha OONmHOCTTa 3a paspeniaBaHe W KOHTPOJ Ha
JIEKapCTBEHM MPOAYKTH 3a XyMaHHa M BeTepuHapHa ynorpeba M 3a ch3gaBaHe Ha EBponeiicka areHuus mo
JeKapcTBara

PEIJIAMEHT (EO) Ne 847/2000 HA KOMMUCHATA ot 27 ampun 2000 roguna 3a
YCTaHOBSIBAHE Ha pasnopeAlduTe 3a MpHiaraHe Ha KpUTEpUHUTE 3a 0003HaUaBaHE Ha JEKAPCTBEH MPOIYKT
KaTo JIGKQpCTBEH MPOAYKT-CHUpPAaK W 3a ONpelesHe Ha TMOHATHATA '"MOoA0O0eH JIeKapCTBEH MPOIYKT' H
"KJIIMHUYHO IPEBB3X0/ICTBO"

PET'JIAMEHT (EO) Ne 141/2000 HA EBPOIIEMCKIS ITAPJIAMEHT U HA CHBETA or 16
nexkeMBpH 1999 ronnHa 3a nekapcrsara cupanyu
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