3AKOH 3A JIEKAPCTBEHUTE INIPOAYKTU B XYMAHHATA ME/IUIITMHA
B cuna om 13.04.2007 2.

Oo6n. /IB. 6p.31 om 13 Anpun 2007e., usm. /IB. 6p.19 om 22 ®espyapu 2008e.,
usm. /{B. 6p.65 om 22 FOnu 20082., usm. /[B. 6p.71 om 12 Aseycm 20082., usm. /[B. 6p.10
om 6 @espyapu 2009e., usm. /[B. 6p.23 om 27 Mapm 2009e2., uzm. /B. o6p.41 om 2 Onu
2009z., uzm. [B. 6p.88 om 6 Hoemepu 2009e., uzm. JIB. 6p.102 om 22 Jlexemspu 2009e.,
usm. J[B. 6p.59 om 31 IOnu 2010e2., usm. /JB. 6p.98 om 14 Jexemepu 2010z., uzm. /[B.
op.9 om 28 Anyapu 20112., uzm. JB. 6p.12 om 8 ©@espyapu 20112., usm. JB. 6p.60 om 5
Aseyem 201 1e., usm. /[B. 6p.61 om 9 Aseycm 201 12., uzm. [B. 6p.38 om 18 Maii 201 2z.,
usm. u oon. JB. 6p.60 om 7 Aseycm 2012e., usm. u oon. /IB. 6p.102 om 21 Jlexemepu
20122., usm. J[B. 6p.15 om 15 ©@espyapu 20132., oon. /J[B. 6p.1 om 3 Anyapu 2014e., usm.
u oon. /[B. op.18 om 4 Mapm 20142., usm. /[B. 6p.12 om 13 Despyapu 20152., uzm. u
oon. /[B. 6p.48 om 27 FOnu 2015e2., usm. /[B. 6p.43 om 7 FOnu 2016¢., usm. /IB. 6p.85 om
24 Oxmomepu 20172., oon. /[B. 6p.103 om 28 /lexemspu 20172., uzm. u oon. /[B. op.84
om 12 Oxmomepu 20182.

I'naBa mbpBa.
ObIIA TOJIOKEHUA

Pa3gea 1.
OO01mu pasnopeadoun

Y. 1. To3u 3aK0H ypex/ia yciIoBuUsATa U pefa 3a:

1. pazpemaBaHe ymorpebaTa WIM pErucTpalMsITa Ha MPOMHUIUIEHO NPOU3BEICHH WU
MIPOU3BEACHU 10 METOJ, BKJIIOYBAIL NMPOMUILIEH MPOIEC, JEKAPCTBEHNU MPOAYKTH, MpeJHa3HAUCHH 3a
XyMaHHAaTa MEJUIINHA;

2. (m3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) pa3pemaBaHe Npou3BOACTBOTO U
BHOCA Ha JIEKapCTBEHU MPOIYKTH;

2a. (noBa - [IB, Op. 102 or 2012 r., B cuma ot 21.12.2012 r.) mpou3BOACTBOTO, BHOCA U
THPrOBHUATA HA €/IPO C aKTUBHU BEIIECTBA;

3. paspeliaBaHe U NPOBEKIaHE HA KIMHUYHU U3UTBAHUS;

4. ThproBusiTa Ha €APO U HA APEOHO C JIEKAPCTBEHU MPOAYKTH;

5. mapanesieH BHOC Ha JIEKapCTBEHU MPOAYKTH;

5a. (noBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) nocpenHuyecTBo B o0iacTTa Ha
JIEKapCTBEHUTE MPOYKTH;

56. (noBa - JIB, 6p. 18 ot 2014 r.) u3HOC Ha JIeKapCTBEHH MPOAYKTU IO pejia Ha IiiaBa JeBeTa
”6”;

6. pexiiamara Ha JIEKapCTBEHH MPOIYKTH;

7. npocnensBaHe 0€30MacHOCTTa Ha IIyCHATUTE HA Ma3apa JIEKApCTBEHU MPOIYKTH;

8. kacudukanusaTa 3a HaUMHA Ha MPEANUCBAHE U OTITYCKaHE HA JIEKapCTBEHUTE MPOJIYKTH;

9. KOHTpOJIa Ha MTPOU3BOJICTBOTO U BHOCA, HA THPTrOBUATA HA €1pO U APEOHO, MPOBEKIAHETO HA
KJIMHUYHY M3MUTBAHUA, Ha peKjaMara U Ha CUCTeMara 3a Mpocie/sBaHe 0e30MacHOCTTa Ha MyCHATUTE
Ha Ia3apa JeKapCTBEHH MPOAYKTH;

10. nenooOpa3yBaHeTO Ha JIEKAPCTBEHUTE MTPOYKTH;

11. U3roTBSIHETO Ha MO3UTHUBEH JIEKAPCTBEH CIHCBHK.



Y. 2. To3u 3aKk0oH uMa 3a Lied Ja Ch3AaJe YCIOBUs, KOUTO OCUT'YPSBAT IyCKaHE Ha Ia3zapa Ha
JICKapCTBEHH MPOAYKTH, KOUTO OTTOBApAT Ha M3UCKBAHUATA 32 KAYECTBO, 0€30MacHOCT U e(hUKACHOCT.

U 3. (1) (U3m. - JIB, 6p. 71 ot 2008 1., B cunma ot 12.08.2008 r.) JIekapcTBEH MPOIYKT B
XyMaHHaTa MEJUIIMHA €:

1. BCSIKO BEIIECTBO MJIM KOMOMHAIIMS OT BEIIECTBA, IPEJACTaBEHN KATO MPUTEKABAIH CBOHCTBA
3a JIeYeHHE WM PO(PUIAKTHKA Ha 3a00JIIBaHUS TIPU XOPa, WIH

2. BCSIKO BEIIECTBO HJIM KOMOWMHAIMS OT BEIECTBAa, KOUTO MOTaT Jia ObJAT W3IMOJI3BAaHH WU
IpUjIaraHy Ha Xopa C Lell:

a) BB3CTAHOBSBAHE, KOPUTHpPAHE WJIM MpOMsSHA Ha (QU3HOJIOTMYHM (YHKIMH 4Ype3
(apMakoJIIOTUYHO, UMYHOJIOTUYHO UK METa0OIUTHO IECHCTBHE, WU

0) HocTaBsiHE HA MEMIIMHCKA JINAarHO3a.

(2) BemectBo € Besika MaTepus, YUWTO MPOU3XOJ MOXKE J1a ObJe:

1. YoBemky (YOBEIIKA KPbB, YOBCIIKA KPBBHU IPOIYKTH U IPYTH);

2. KMBOTHHCKH (MHUKPOOPTaHU3MH, XHBOTHHCKH OpTaHH, CEKCTPAKTH, CEKPETH, TOKCHHH,
KPBbBHH MIPOAYKTH U JAPYTH);

3. pactuteneH (MHKpOOPTraHM3MH, PACTCHHUsS, YaCTH OT PACTECHUS, PACTUTECITHH EKCTPAKTH,
CEKPETH U JAPYTH);

4. XuMHU4YeCcKH (eIEMEHTH, IPUPOJHA XUMHUYHU MaTepPHai, CAHTETHYHH WU MTOJyCHHTCTUIHH
BEIIECTBA U JIPYTH).

Y. 4. Korato enuH NpOIYKT OTTrOoBaps €IHOBPEMEHHO HA XapaKTEPUCTHUKUTE Ha JIEKapCTBEH
IIPOAYKT U Ha IIPOJYKT, YPEIEH C APYT 3aKOH, CE IIPUJIaraT U3UCKBAHUATA HAa TO3U 3aKOH.

Y. 5. JlekapcTBeHHTE MPOAYKTH ce Kiacuduimpar CBIIACHO
aHATOMO-TEpANeBTUUYHO-XMMUYHA KIacu(UKalusig B CHOTBETCTBUE C M3UCKBaHUATA Ha CBeTOBHATa
3npaBHa opranuzaius (C30).

Ui 6. To3u 3aKk0H HE ce mpuiiara 3a:

1. XepMeTHYECKH 3aTBOPEHU PATHUOHYKIUIN;

2. KpbB, IIa3Ma WK KPbBHU KIETKH OT YOBEIIKHU IIPOU3XOJ, C U3KIIFOUEHUE Ha IJ1a3Ma, KOSITO €
ITOJIy4€Ha M0 METO/,, BKJIFOUBAIL IIPOMMILIJIEH IIPOLIEC.

UYn. 7. (1) Pa3pemaBar ce mpou3BOACTBOTO, BHOCHT, THPrOBUATA Ha €IpO U APEOHO, peKiaMaTa
U JICYEHUETO, NpouIaKTHKaTa U IUAarHOCTUKATa CaMo C JIEKAPCTBEHU MPOAYKTH, KOUTO Ca MOTYYUIH
paspelieHue 3a ynorpeba 1o pejia Ha:

1. TO3u 3aKOH, HJIK

2. Pernament (EO) Ne 726/2004 na EBponeiickus mapiameHnt u ChbBera.

(2) 3abpansiBaT ce BHOCHT, THPrOBUSATA, JICYEHHETO, MPOPUIAKTHKATAa U AMArHOCTHUKATa C
JIEKapCTBEHM NPOJIYKTH C U3TEKBJI CPOK HA TOAHOCT.

(3) IlpurexaBaHeTo Ha pa3pelIeHHE WM YIOCTOBEpEHHE 3a ymnorpeda, IMpPOU3BOJCTBO U
KJIIMHUYHY W3MMTBAHUS HA JIEKAPCTBEHU NPOAYKTH, U3JaACHU 110 PE/IA HA TO3H 3aKOH, HE € OCHOBAHME 3a



OCBOOOYKIaBaHE OT OTTOBOPHOCT CHIVIACHO JICHCTBAIIIOTO 3aKOHOAATEIICTRO.

Ui. 8. He ce n3nckBa paspelieHue 3a ynorpeda o pesia Ha TO3H 3aKOH 3a:

1. 1exapcTBEH MPOIYKT, IPUTOTBEH 110 MarucTpaiHa pelenTypa B anTeka;

2. IeKapCTBEH MPOYKT, IPUTOTBEH 1O (hapMaKoIelHa PelenTypa B anTeKa;

3. MEXIUHHHU MPOAYKTH, NMPEAHA3HAUYECHU 32 MPOU3BOJCTBEHA 00paboTKa OT JHIlE, TOTYyYHIIO
paspeleHue 3a IPOU3BOCTBO 0 PEAa Ha TO3H 3aKOH;

4. aKTUBHH U MTOMOIIHH BEILIECTBA;

5. IeKapCTBEHU MPOIYKTH B MPOIIEC HA pa3paOd0TBaHEe W/WIIH U3IIHTBAHE;

6. TeKapCTBEHU MPOJYKTH, IIPeIHa3HAYEHH 32 U3HOC;

7. (voBa - JIB, 6p. 71 ot 2008 r., B crna ot 12.08.2008 1., u3m. - JIB, 6p. 102 ot 2012 1., B cuiia
ot 21.12.2012 r.) nekapcTBeH MPOAYKT 3a MOJEPHA Tepamus, KOWTO ¢ U3rOTBS 32 KOHKPETEH MaIlMeHT
M0 WHAMBUAYAIHO JICKAPCKO MpEANHCAaHHe CHhOOpa3HO crenuUyHu CTaHAApTH 32 KAa4eCTBO U CE
mpuiiara B 1e4e0HO 3aBe/IeHHe Ha U3KITI0YUTENHATa MPOoQEeCcCHOHaTHa OTTOBOPHOCT Ha JIeKapsl.

Yn. 8a. (Hos - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) [Ipu npou3BoacTBOTO Ha
JIEKapCTBEHH NPOJIYKTH, MpPEAHA3HAUYCHH E€JWHCTBEHO 3a M3HOC, HA MEXIMHHHU IPOAYKTH, aKTUBHU
BEILECTBA M HAa TIOMOIIHY BEIIECTBA CE MPHJIaraT ChbOTBETHUTE Pa3Nope0u Ha IJ1aBa IeTa.

Un. 9. (1) Jleyuenne Ha KOHKpETEH MAMEHT MOXKE Ja ce Mpujara ¢ JeKapcTBeH MPOAYKT, KOHTO
HE € pa3pelleH M0 pela Ha IJlaBa TPeTa, M0 ClelMaiHa NopbyuKa Ha JiedueOHO 3aBeAcHHE 3a OONHUYHA
MIOMOII] TTPU YCJIOBUS U TIO PEJI, OTPEeNIeH! C Hapea0a Ha MUHHUCThPA Ha 3]JpaBeoNa3BaHEToO.

(2) PproBoauTENAT HA JIEUEOHOTO 3aBEJIEHIE HOCU OTTOBOPHOCT 32 MPUJIAraHETO Ha JICYEHUETO
o ai. 1.

(3) (Hosa - /1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Jleyenuero ¢ gexapcTBEH MPOIYKT
3a cheTpagatenHa ynorpeba cwerimacHo wi. 83 ot Permament (EO) Ne 726/2004 na EBpometlickus
napysaMeHT 1 Ha CbBeTa ce U3BbPILIBA IIPU YCIOBUS U 110 PEll, ONPEIeleHH ¢ Hapeadarta mo ai. 1.

Un. 10. (1) MUHHCTBPBT Ha 3ApaBEONMAa3BAHETO MO MOTHUBUPAHO MPEATOKEHUE Ha TJIaBHUS
ABPIKABCH 3JpaBCH MHCIICKTOP, CbITIACYBAHO C U3IIBJIHUTCIIHUA AUPCKTOP Ha N3nniaanrennara arcHuuA
no nekapctBara (MAJI), Moxe cbc 3amoBej] /1a pa3peld JIeYeHHE 3a OMpPEENIeH CPOK C JEKapCTBEH
MIPOAYKT, KOWTO HE € paspelleH 10 pea Ha TilaBa TpeTa, KOraTo B CTpaHaTa MMa OOsSBEHA eTHIeMHS,
MPUYMHEHA OT MaTOT€HHU MUKPOOPTaHMU3MHU WM TOKCHUHH, WIM WMa MPEINoyiaraéMo WM MOTBBHPIAEHO
pasnopoCTpaHCHUE Ha XWUMHWYCCKMU arcHTU WKW AApCHA pajualusda W HAMaA MMOAXOJAIl paspCllicH 3a
ynoTtpeda JieKapCTBEH MPOAYKT.

(2) B cnyuyaute mo an. | mpurexkareauTe Ha paspernieHue 3a yrnorpeda, mpou3BOAUTEIUTE U
MEIHUIIMHCKUTE CIICIUATUCTH HE HOCAT TPak/IaHCKA MJIM aIMUHUCTPATHUBHOHAKA3aTETHA OTTOBOPHOCT 3a
MOCTICICTBHSITA MPH yroTpeda Ha Hepa3penieHo MoKa3aHue Ha JICKApCTBEH MPOIYKT MM Ha JIGKAPCTBEH
MPOJYKT, KOWTO HE € pa3pelleH Mo peja Ha TliaBa TpeTa.

(3) Pazmopenbara Ha an. 2 He W3KIIIOYBA OTTOBOPHOCTTA 3a JI€PEKTHU CTOKH CHIIIACHO 3aKOHA
3a 3aIuTa Ha MOTPEOUTETUTE.

Un. 11. (1) MuHHCTBPBT Ha 3apaBeOlNa3BaHETO MOXE MO MPUYUHH, CBBP3aHH ChC 3aLIUTA
3/IpaBETO HA HACEJIEHUETO, ChC 3alOBE] Ja paslopeau Ha U3NbJIHUTENHUA aupekrop Ha MAJL na



paspemu 3a ynorpeba JeKapCTBEH MPOAYKT, KOWTO HE € pa3pelleH 3a ynorpeba Ha TepUTOpusTa Ha
Peny6nuka bearapuss m 3a KOMTO HsMa MONAJACHO 3asBJICHUE 3a M3JjaBaHE Ha paspelieHHe, HO €
paspelleH B Apyra Abp)KaBa WICHKA.

(2) B cayyaute no an. 1 m3anbiaHUTENHUAT JupekTop Ha MAJl win ynbJIHOMOILEHO OT HEro
JuIe:

1. uadopmupa mpurexarenast Ha pa3pelICHHETO 3a ynoTpeda Ha JIEKapCTBEHUS MPOAYKT 3a
3all0YBaHe Ha Mpolleypa [0 pa3peliaBaHeTo Ha MPOJYyKTa 3a ynorpeoa;

2. BIIMCBA KaTo IpUTEXKATE B U3JaICHOTO Pa3peLIeHUE JTULETO O T. 1;

3. U3UCKBa OT peryjaaToOpHUs OpraH Ha JbprkaBaTa WICHKa, M3/1aja pa3pelieHueTo 3a ynorpeoa,
KOIHME OT OLIEHBYHUS JTOKJIAJ U KOIHE OT Pa3peIieHNeTo 3a ynorpeoa.

(3) (dom. - B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) M3nbiaHUTEIHATa areHIMS 10
JeKapcTBara € JUIbKHAa Jla OCUTYpU CBOTBETCTBME Ha €THKETa, JIMCTOBKaTa 3a IIallUEHTa,
KiacudukanusaTa, pekiaaMaTa 1 IpocielssBaHeTo Ha Oe30I1aCHOCTTa Ha ITyCHATHs Ha a3apa JIEKapCTBEH
IPOAYKT 1O ajl. 1 ¢ U3MCKBaHMATA HA TO3M 3aKoH. MIHdopMaIusTa BbpXy OMaKOBKaTa U B JIUCTOBKAaTa Ha
JIEKapCTBEHMSI IPOAYKT 110 ajl. 1 He € 3aAbJKUTENTHO Aa Ob/Jie Ha OBIrapcKu €3uK.

(4) M3opnautennusat aupextop Ha MAJI nndopmupa EBponeiickara koMucusi 3a W3/1aJCHUTE
paspeleHus 1o an. 1, 3a UMETO W ajpeca Ha MpPUTEXATes Ha pa3pelIeHHETO, KaKTO U 3a JaTrara Ha
IIpEKpaTsSBaHE Ha BaJIMIHOCTTA UM.

Un. 12. (1) Odunuanna papmakones B Penmyonuka bonarapus e EBponeiickata gpapmakomnest.

(2) Odunmannara dapmakomness Moxke Aa ObJle AOIBIBAaHA C U3MCKBaHUATA Ha bbiarapckara
(dhapmakorres.

(3) MuHHCTBPBT Ha 3/IpaBEOIA3BAHETO OMPEJENs ChC 3alOBE] JATUTE Ha BIU3aHE B CHJIA Ha
aKTyalTHOTO M3JaHKie Ha opuIranHaTa GpapMakornes U Ha JOMbJIHEHHUITa KbM HETO.

(4) 3anoBenra mo an. 3 ce oOHapoaBa B "/IbpkaBeH BEeCTHHK" U ce MyOJIMKYBa Ha CTPAHMIIATA
Ha MAJI B uHTEpHET.

Un. 13. (1) Monorpadpuute Ha EBpomelickata (dapmakories ca 3aIbIKUTEITHH 32 BCHUYKHU
BEIIIECTBA, MpenapaTu U JIEKapcTBEHU (OpPMH, KOMTO ce ChIbpXkaT B Hes. B cioydaure, 3a KouTo HsAMa
moHorpaduu B EBponeiickara ¢apmakones, ce mpuiaraT M3MCKBaHUATA HA aKTyaJHUTE W3JaHHS Ha
¢dapmakonenute Ha qbpkaBuTe wieHkH, CALLl u SlnoHus, ako ca B ChOTBETCTBHE C OOLIUTE MpaBUIia Ha
EBponeiickara papmakores.

(2) Koraro cneundukanusta, cbabppxaiia ce B MoHorpadus Ha EBponeiickara ¢apmaxomnes
WINA B Jpyra HaloHaJIHa (hapMakomes, € HeloCcTaThuHa 32 OCHTYpsiBaHE KadyeCTBOTO Ha BEHIECTBOTO
wid sekapcrBeHata Qopma, MAJI Moxe nAa u3KMCKa JONBJIBAaHE Ha croeuuuKanusra ot
3asBUTEJISI/TIPUTEKATENSI HA pa3pelIeHHEeTo 3a yroTpeoa.

I'naBa BTOpA.
OPT'AHU HA YIIPABJIEHUE U ®PUHAHCUPAHE

Pa3nean 1.
Oprann Ha ynpasJieHue

Un. 14. (1) JlekapcTBeHaTa MoiMTHKA € YacT OT JbpKaBHATa 3/IpaBHa MojuTHKa B Pemybnuka
bearapus u ce ochLIECTBSIBA OT MUHUCTHPA Ha 3PaBEONa3BAHETO.
(2) MUHHCTBPBT Ha 3ApaBEONA3BAHETO:


http://www.bda.bg/

1. e HaIMOHAIEeH KOOPIMHATOP 10 MPOoOJIEeMUTE Ha JIEKapCTBEHUTE MPOAYKTH;

2. ydacTBa B MEXIYHApOIHH OPTaHU M OpPTraHU3aIluH, OCHIIECTBSABAIIY JCHHOCTH B 00JIaCTTa Ha
JIEKapCTBEHUTE MPOTYKTH;

3. (ot™m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., HOBa - JIB, O6p. 102 oT 2012 1., B cruta
or 21.12.2012 r.) opraHuszmpa NPEAOCTAaBIHETO Ha NyOauyHa HWHGOPMANMS HAa MAIMEHTCKUTE
OpraHu3al ¥ Ha OPraHU3alMUTE HAa TMOTPEOUTENIUTE OTHOCHO JEHUCTBUSTA, MPEANPUETU CPEILy
danmuduurpaHeTo Ha JEKapCTBEHU MPOIYKTH;

4. ochbIIECTBsIBA IPYTU ACHHOCTH, TOCOYEHH B 3aKOH.

(3) (O™m. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

Un. 15. (1) KeM MuHHCTBpa Ha 3ApaBeora3BaHETO ce ch3aaBa dapMakorneeH KOMUTET KaTo
KOHCYJITaTUBEH OpPI'aH IO BBIIPOCUTE Ha AeHcTBaIaTa hapMakomnes.

(2) MuHUCTBPBT Ha 37paBEONa3BaHETO IO IMPENJIOKEHUE HAa M3I'BJIHUTEIHUS AUPEKTOP Ha
WAJI onpenens cbe 3anoBe] cheTaBa Ha dapmakoneiiHus KOMUTET U Ha €KCIIEPTHUTE TPYIH KbM HEro
U YTBBPIKJaBa IPABUJIHUKA 3a JIEHHOCTTA UM.

(3) Heiinocrra Ha PapMakoneiHus KOMUTET ce (puHaHCcHUpa OT OroJKeTa Ha MUHUCTEPCTBOTO
Ha 3]]paBeOIa3BaHETO.

UYn. 16. (1) KeM MuHHCTBpa Ha 3]paBeona3BaHETO ce ch3faBa Bucmi cbBer no dapmanus,
KOWTO BKJIIOYBA NETHUMa NPEICTaBUTENN, ONPEIECIEHM OT MUHHCThpa Ha 3/IpaBEoIa3BaHETO, NEeTUMa
npejcTaBuTeNid Ha bbiarapckus ¢apmaneBTHUEH CblO3, JBaMa npezacTraBuTenu Ha Hanwnonannara
3npaBHoocuryputenta kaca (H30K) u mo exaumn mpezncraButen Ha QapmarneBTUYHHTE (aKyaTeTH Ha
MEIULUMHCKUTE BUCUIM ydwiIuiia. MUHUCTBPBT Ha 3/IpaBeola3BaHETO € MIpejcenarenl Ha chbBeTa 0e3
IIpaBo Ha rjac.

(2) BucuusaT cbBet 1o (apMmaliysi € KOHCYATaTHBEH OpraH, KOUTO 00CHhX/Ja U J1aBa CTAaHOBUILA
1o:

1. OCHOBHMTE HACOKHU M IPUOPUTETH B 00JIaCTTa Ha (papmanusra;

2. eTuuHU TIpoOJIeMHu Ha apMaIuaITa;

3. IpOEKTH Ha HOPMAaTHBHU aKTOBE, CBBbP3aHU C (hapMalusiTa;

4. HayyHUTE NPUOPUTETH B 00JIacTTa HA (hapMalusTa;

5. mporpaMu 3a OpraHu3upaHe Ha OOILIECTBEHHM OOpa30BaTeNHU KaMIIaHWU B OO0JIacTTa Ha
JIEKapCTBEHUTE MPOIAYKTH.

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

(4) Opranuzanusara u geiiHocTTa Ha Bucmms cbBeT o gapMmanus ce ypexaar ¢ NpaBUITHUK,
U3Ja/IeH OT MMHUCTBpPA Ha 3/IpaBeona3BaHeTo 1o npeajoxkenrue Ha Bucms cbBet no apmarus.

Y. 17. (1) U3npaHuTenHATa areHIus 10 JeKapcTBara € Clieluain3upad oprad KbM MUHHCTBPa
Ha 3/IpaBeoa3BaHETO 3a HAJ30p BbPXY KaueCTBOTO, O€30MaCHOCTTA U e(pUKacCHOCTTA Ha JIeKapcTBaTa.

(2) (U3m. - JIB, 6p. 15 ot 2013 r., B cuna ot 01.01.2014 r.) V3mbaHuTeTHATa areHIUs 1O
JIeKapcTBaTa € IOPUANYECKO JIUIEe Ha OI0/PKEeTHA U3/IphKKa cbe cefanuine B rp. Codus KbM MUHUCTBpA
Ha 3]IpaBeOIa3BaHETO.

(3) M3nbaHuTeNHATA areHIus 10 JIeKapCTBaTa ce pbKOBOAM M MPEJICTABIISABA OT U3IIbIHUTEICH
IUPEKTOP, KOWTO ce Ha3HavaBa 0 pejia Ha 3aKOHA 3a aIMUHUCTpALUsATA.

(4) CrpykrypaTta, ¢GyHKIMHTE M opraHm3anmusra Ha pabora Ha HMAJl ce ompexnenst B
YCTPOWCTBEH NMPABWIHUK, IPUET OT MUHUCTEPCKUS CHBET.

(5) UsnenHuTenHATA areHuus 10 JieKapcTBaTa:



1. u3aBa paspenieHus 3a IPOU3BOCTBO Ha JIEKAPCTBEHU MPOAYKTH;

2. u3gaBa paspelieHusl 3a ynoTpeda M YAOCTOBEPEHHUS 3a PErucTpalys Ha JICKapCTBEHH
IIPOYKTH,

3. (mom. - B, Op. 71 ot 2008 r., B cuma or 12.08.2008 r.) m3maBa paspemicHUS H
YIOCTOBEpPEHUS 32 THPrOBUS Ha €/IPO C JIEKApPCTBEHU MPOAYKTH;

4. n3naBa pa3pelleHus 3a mapajieieH BHOC Ha JICKapCTBEHH MPOAYKTH;

5. (m3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) u3maBa, oTka3Ba WM IpPEKpaTsIBa
pas3pelieHus 3a ThProBusl Ha IPeOHO C JIEKAPCTBEHU MPOIYKTH;

S5a. (moBa - JIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) BriMcBa IMPOU3BOAUTEIINTE,
BHOCUTEJIUTE U THPTOBIUTE Ha €O C aKTHBHH BEIIECTBA;

56. (moma - /IB, Op. 102 ot 2012 r., B cmima ot 21.12.2012 r.) BoaAM perucTbp HA JIMIATA,
OCBILECTBSIBAILM TOCPEAHUYECTBO B 00JIACTTA HA JICKAPCTBEHUTE MPOTYKTH;

6. n3/1aBa pa3pellieHus 3a MPoBeX/IaHe Ha KIIMHUYHY U3MUTBaHUS HA JIEKAPCTBEHU MPOIYKTH;

7. W3BBpIIBAa OIEHKAa Ha KadeCTBOTO, €(PUKACHOCTTa M O€30IaCHOCTTAa Ha JICKAapPCTBEHUTE
MIPOJYKTH BBB BPh3Ka C pa3peliaBaHETO UM 3a yrnoTpeoa;

8. U37aBa pa3pelieHus 3a peKjama Ha JIeKapCTBEHU MIPOIYKTH;

9. ochlllecTBsIBA KOHTPOI BBPXY IMPOU3BOJCTBOTO, BHOCA, ChXPaHEHUETO, ThPrOBUATA HA PO
U 1peOHO, KIIMHUYHNUTE U3IUTBAHUS, 0€30MaCHOCTTA U peKilaMara Ha JEKapCTBEHUTE MPOTYKTH;

10. wu3BbpmIBa 7a0OpPATOpPeH aHajdM3 MpPH CbMHEHHE 3a OTKJIOHEHHE B KauecTBOTO,
eHUKaCHOCTTa W OE30IIaCHOCTTA Ha JIGKAPCTBEHUTE MPOIYKTHU W MpPEIINpUeMa MpeIBUICHUTE B 3aKOHA
MEpPKHU;

10a. (noBa - /1B, 6p. 102 ot 2012 1., B cmia ot 21.12.2012 r.) ochiuecTBsiBa GyHKIUUTE HA
KOMITIETEHTEH OpraH 3a MpociesBaHe Ha JIeKapCcTBeHaTa Oe30MMacHOCT;

11. (m3m. - JIB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) opranusupa u moIbprxa CUCTEMA
3a MpocjensBaHe Ha JieKapcTBeHaTa 0e30MacHOCT;

12. u3naBa ceprudukaru cpriacHo ceprudurarnara cxema Ha C30;

12a. (noBa - IB, Op. 18 o1 2014 r.) u3napa cepruduxatu 3a JJobpa nuctpudyropcka npakTuka,

13. uznasa ceptudukaru 3a JloOpa mpou3BOACTBEHA MIPAKTUKA,

14. (u3m. - 1B, Op. 18 ot 2014 r.) KOHCYATHpPA UHBECTUIIMOHHUTE MPOEKTH 3a CTPOUTEICTBO Ha
HOBH W/WJIM TIPEYCTPOWCTBO Ha CHIECTBYBAIINA OOEKTH, CBBP3aHU C IMPOU3BOJCTBOTO HA JIEKAPCTBEHHU
MIPOJYKTH, B CHOTBETCTBHUE C MpaBuiaTa Ha JloOpaTa mpon3BOACTBEHA MTPAKTHKA;

15. m3mbiHABa (QYHKIMUTE HA KOOPAWHATOP W KOHCYJITaTUBEH OpraH MO TMpoOiIeMuTe,
CBBP3aHU C KaYeCTBOTO, €(hUKACHOCTTa U O€30MaCHOCTTA HA JIEKAPCTBEHUTE MPOJYKTH;

16. ochliecTBsIBa KOHCYJITAaHTCKA, HAyYHa, MHPOPMAaIlMOHHA U U3JIaTelIcKa IeHHOCT B o0JacTTa
HAa JICKAPCTBEHUS CEKTOP;

17. xoopnuHupa W ydacTBa B JEWHOCTH, CBBp3aHu ¢ EBponeiickata Qapmakores u ¢
pa3paboTBaHeTo Ha bbiarapckara dapmaxornes;

18. yuacTBa B JIeMHOCTH B OOJacTTa Ha JIEKAPCTBEHHUTE MPOAYKTH, CBbpP3aHH C paboTara Ha
EBpormeiickara areHmus mo jekapcrBara, EBporneickus AUPEKTOpaT Mo KayecTBOTO Ha JeKapcTBaTa W
3[IpaBeola3BaHe, Ha MEXIYHAPOTHH OpPraHW W OpraHW3alWdd, KAaKTO W C W3IBJIHEHHUETO Ha
MEXyHApOJHHU JOTOBOPH, 10 KouTo Pemybmnuka bbarapus e crpana;

18a. (noBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) yyacTBa B MEXIyHapoaHATa
XapMOHM3aIUsl W CTaHAAapTH3alUsl HA TEXHUUYECKUTE MEPKH, OTHACAIIU C€ A0 MPOCIECASBAHETO Ha
JIeKapcTBeHaTa 0e30MacHOCT, M0/ KoopaAuHalusaTa Ha EBponeiickaTa areHius mo jgekapcTBara;

186. (moBa - JIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) ch3gaBa U MOAABpPKA
HaI[MOHAJIEH HHTEPHET MOPTAJI 3a JIEKAPCTBEHU TPOTYKTH;

19. ochuiecTBsABa APYTH IEHHOCTH, TOCOUEHH B 3aKOH.

(6) (U3m. - JIB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r.) M3mbaHuTeHATa areHIus 1O
JIeKapcTBaTa KOOPJAWHUPA JNEHHOCTTa CH ¢ peruoHamHuTe 3apaBHu uHcnekuuu (P3M) B obnactra Ha



KOHTpPOJIa BbPXY JICKAPCTBEHUTE MTPOTYKTH.

(7) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3nb1HEHHETO HA MEPKUTE TIO
TO3H 3aKOH, CBbP3aHH C MPEIOTBPATIBAHE HA HABJIIM3AHETO W PA3MPOCTPAHECHUETO Ha (anmuuIupanu
JIEKApCTBEHU MPOAYKTH, CE€ OCHILECTBSIBA B ChTPYyAHUUECTBO Mexay NAJ] u MUTHUYECKUTE OpraHH.

(8) (Hosa - /IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) V3nbiHKuTEIHATA areHIMS 10
JIeKapcTBaTa MOXXE Ja M3BBPIIBA ChbBMECTHM MpOBepKH ¢ HammonamHaTa areHuus 3a TPUXOIUTE,
Arennuss  "MutHuuu", HanuonanHata — 34paBHOOCUTYpUTENIHA  Kaca, MHUHHUCTEPCTBOTO  HA
3/IpaBeoria3BaHeTo U HannoHaHus ChBET 10 IICHU ¥ peUMOYpCUpaHe Ha JIEKAPCTBEHHUTE MPOIYKTH TIPH
OCBIIIECTBSIBAHE HA CBOMTE (YHKIIUU B 00JIACTTa HA KOHTPOJIA BBPXY JICKAPCTBEHUTE MPOTYKTH.

Un. 17a. (Hos - AB, 6p. 60 ot 2011 r., B cma ot 05.08.2011 r.) Pernonannure 3apaBHU
WHCIICKIIMY M3/1aBaT YIOCTOBEPCHUS 3a PErHCTPALlUs Ha JPOTEPUH.

Yn. 176. (Hos - 1B, Op. 18 ot 2014 1.) (1) KM n3mbenautennus nupexrop Ha MAJI ce cp3naBa
ExcnepreH cbBET IO THProBUs Ha JpeOHO C JIEKApCTBEHM MPOAYKTH, KOWTO BKIOYBA TpHUMa
NpeJCTaBUTENM Ha bbirapckusi papmaneBTHUEH ChIO3, TIO0 €IUH MPEICTaBUTEN Ha (hapMalleBTHYHHUTE
GbakynTeTn Ha MEIUIMHCKUTE BUCIIM Y4MIMIA M yeTupuma mnpenacrasurend Ha MAJL. CobcraBbT Ha
ChBETA CE€ ONpPEJENs ChC 3all0BE] Ha U3IIBIHUTENHUS qupekTop Ha MAJL ceriacyBaHa ¢ MUHUCTBpPA Ha
3/IpaBeoIIa3BaHeTo.

(2) CpBeThbT 110 aJl. 1 € KOHCYNTaTUBHO 3BEHO, KOETO:

1. u3roTBs cranoBuiia no nogaaeHute B MAJI 3asaBienust u JoOKyMeHTH 1o 4wi. 228, an. 1 u 5,
KOWTO MPEJICTABS HA U3IIBJIHUTEIHUS AupekTop Ha MAJL;

2. mpaBu MOTHUBHMpPAHM MPEUIOKEHHs O MHHHCTBpPA Ha 3[IpaBEONa3BaHETO 4Ype3
n3mbaHUTENHUS nupekTop Ha MAJI 3a momoOpsiBaHe Ha JOCThIIa HAa HACEJIEHUETO /10 JIEKapCTBEHU
IIPOJYKTH.

(3) OpranusanusaTa U JEMHOCTTa HAa E€KCIEPTHHS ChBET HO al. 1 ce ypexaar ¢ MpaBUIIHHK,
U3JIaJIEH OT U3NbJIHUTENHNA qupekTop Ha MAJI o npeanokeHne Ha chbBeTa.

(4) UneHoBere Ha €KCIIEPTHUS CBHBET IO aj. | He MoyiydyaBaT Bb3HArpaxJE€HUs 3a ydacTue B
3acejaHus Ha ChBETA.

(5) 3a cBosATa AEHHOCT EKCHEPTHUAT CHBET MO . | c€ OTUYMUTA €XKErOJHO MPEeJ MUHUCTHpPA Ha
3/IpaBeoIa3BaHEeTo.

Uin. 178. (Hos - JIB, Op. 18 ot 2014 r.) He Morar na O0b1aT 4jeHOBE Ha €KCIEPTHUS CHBET TIO
yn. 176, an. 1 nuna, KOUTO ca:

1. coOCTBEHUIIN, WICHOBE HA YIIPABUTEIHU U KOHTPOJIHUA OpTraHU Ha THPTOBCKU JIPYKECTBA HITH
€IHOJIMYHU THPTOBIM C MPEAMET Ha JASHHOCT MPOU3BOJCTBO, BHOC, THPTOBUSL HA €IPO WIHU JAPEOHO C
JICKapCTBCHH MPOTYKTH;

2. CBAPYKHUIIM WM aKIIMOHEPHU, KOUTO MPUTEKaBaT Ha/l 5 Ha CTO OT KaluTala Ha ThPrOBCKU
Jpy’KecTBa C MPEeIMET Ha JIGWHOCT POU3BOJICTBO, BHOC, THPTOBHS Ha €IpO WK JIPeOHO C JICKAPCTBEHH
MPOJYKTH WU pabOTAT Ha TPYJOB JIOTOBOP B TE3U JAPYKECTBA.

Paspean I1.
Perucrpu

UYn. 18. (Otm. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)



Ui 19. (1) M3mpiHUTETHATA areHIIMS 110 JIEKapCTBATa MOAAbpKa M BOJIU PETHCTPU Ha:

1. (u3m. - /1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) npou3BOAUTENNTE U BHOCUTEIUTE
Ha JIGKApCTBEHU MPOAYKTU Ha TepuTopusaTa Ha PenyOnuka bbiarapus u Ha kBanuduIUpaHUTE JHIA O
uyn. 148, 1. 2 mmo uir. 161, an. 2, 1. 1;

2. (m3m. - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) NpOU3BOAUTEIUTE, BHOCUTEIUTE U
THProBLUTE HA €O C AKTUBHHU BELIECTBA;

3. paspenieHuTe 3a ynorpeda U perucTpupaHuTe JEKApCTBEHU MPOAYKTH Ha TEPUTOpHUATA Ha
Peny6nuka bbirapus;

4. THProBIIUTE HA €IPO C JIEKAPCTBEHU MPOAYKTU Ha TepuTopusita Ha Penybnuka briarapus;

4a. (noma - /1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mocpeanuuure B 0bsacTra Ha
JIEKapCTBEHUTE MPOIYKTH;

5. (m3m. - [IB, op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) usganeHute paspelieHus 3a
THProBus Ha IPeOHO C JIEKAPCTBEHU MPOIYKTH;

6. pa3penieHuTe KIMHUYHU U3IUTBAHMS;

7. u3aZIcHUTE pa3pelIeHus 3a mapaieieH BHOC.

8. (noBa - /IB, 6p. 18 o1 2014 r., ot™. - /IB, 6p. 84 o1 2018 ., B crua ot 12.10.2018 1.)

(2) (U3m. - B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) JlanHKMTE OT peructpure 1o ai. 1, T.
1 - 7 ce myOimkyBar B 14-IHEBEH CPOK OT HM3aBaHE HA CHOTBETHOTO pa3peIICHHE Ha CTpaHUIATa HA
HAJI B unTepHer.

(3) UsmpnauTeNnHATA areHIMs 10 JIGKapcTBaTa MOIbpKAa CUCTEMH 3a €IEKTPOHEH OOMEH Ha
JAHHH C PETyIaTOPHUTE OPTaHU Ha APYTUTE AbPKaBU WwieHkH, EBpomnelickata komucusi u EBponeiickaTta
areHuus 1o JeKapcTnara.

Y. 19a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) CrorBetHute P3U Boasar u
MOJIIBPIKAT IMYOJUIHH PETUCTPH 32 U3IJICHUTE OT TSIX YAOCTOBEPEHHUS 32 PETHCTPAIlUs Ha POTCPHUH.

(2) B 7-nHeBeH CpOK OT U3JaBAaHETO HA YAOCTOBEPEHHE 3a pEruCTpaluss Ha Jporepus
cpoTBeTHaTa P3U m3npaima 70 MUHUCTEPCTBOTO Ha 3/IpaBeoa3BaHeTo HH(GOPMAITUS 33 U3/IAJCHHS aKT.

(3) MuHHCTEPCTBOTO Ha 3/IpaBEOINAa3BAHETO BOAM U MOAIBpPKA HA MHTEPHET CTpaHHUIATa CU
myOJIMYeH HAITMOHAJICH PETUCTHD Ha U3AJICHUTE YIAOCTOBEPEHHUS 32 PETUCTPALIHS HA APOTEPHSL.

Pazpen II1.
P®uHaHcUpaHe

Un. 20. (1) Heiinocrra va MAJl ce ¢uHaHcupa OT OIOJKETHH CpEACTBA M MPUXOAU OT
coOCTBEHA JIEHHOCT.

(2) M3m. - 1B, 6p. 15 ot 2013 r., B cuma or 01.01.2014 r.) BrompkxerHure cpeacrBa ce
OCUTYpSIBAT OT cyOcuauss OT JAbpKaBHUS Oro/keT uype3 Orokera Ha MHHHUCTEPCTBOTO Ha
37IpaBEONa3BaHETO.

Un. 21. (1) M3npaHuTenHaTa areHuus MO JeKapcTBaTa € aJMHUHHCTPATOp Ha MPHUXOJIUTE OT
coOCTBEHa JIEHHOCT, KOUTO c€ OPMUPAT OT:

1. XuMuKO-(papMaleBTUYHN €KCIIEPTH3H;

2. m1abopaTOpHH aHAJIM3HU M U3MTUTBAHMS;

3. OIlEHKa Ha JOKyMEHTAallUsl M HM3JaBaHE Ha pa3pelieHus, cepTU(]UKaTH, YIOCTOBEPEHUS U
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IpyTU JOKYMEHTH, IIOCOYEHU B TO3H 3aKOH;

4. omeHKa TpH TMOJHOBSBaHE, MPOMSIHA W 3aJlMYaBaHe Ha pa3pelIeHUETO 3a YroTpeda u
YIOCTOBEPEHUE 32 PErUCTpalusl Ha JIEKAPCTBEH MPOIYKT;

5. mopmbpKaHe Ha pa3pelleHusTa 3a ynorpeda WM yIOCTOBEPEHHSTa 3a PEruCTpalus Ha
JIEKapCTBEH MPOJIYKT;

6. T100M ¥ MMYIIECTBEHH CAHKIIMH, HAJTOXXEHU C HAKA3aTEIHHU TOCTAHOBIICHUS, U3/IAJCHU 3a
HapYLICHUS 110 TO3U 3aKOH;

7. KOHCYJNTaHTCKa, W3/JaTeJICka M HaydYHOM3CIENOBaTeJCKa JEeWHOCT B o0JiacTTa Ha
JIEKapCTBEHUSI CEKTOD;

8. cpriuacyBaHe Ha MHBECTULMOHHUTE MTPOEKTH 32 CTPOUTEIICTBO HA HOBH W/WJIHA NIPEYCTPOICTBO
Ha CHIIECTBYBAILM O0EKTH, CBBP3aHH C IPOU3BOJICTBOTO Ha JIEKAPCTBEHH MPOTIYKTH;

9. W3BBpIIBaHE HAa WHCIEKIHMU BHB BPH3Ka C OICHKA 32 CHOTBETCTBUETO HA YCIOBHSTA Ha
MIPOM3BOJICTBO C M3UCKBaHUATa Ha JloOpaTa MpOM3BOACTBEHA IPAKTHKA;

10. (noBa - JIB, Op. 84 ot 2018 r., B cmia ot 12.10.2018 r.) u3BbpiIBaHE HA WHCIEKIMH HA
paspelleHu 3a MPOBeXAaHe KIMHUYHU W3TUTBAHUS;

11. (uoBa - JIB, Op. 84 or 2018 r., B cuna ot 12.10.2018 r.) u3BbpuIBaHE HA UHCIEKLIHH,
CBBbp3aHM C wu3AaBaHe Ha ceptudukat 3a [loOpa mnpousBoacTBeHa mpakTuka wuiaum 3a JloOpa
IUCTpUOYTOPCKA MPAKTUKA 110 MICKaHE HAa HHCIIEKTHPAHOTO JIHIIE;

12. (mpenumna 1. 10 - /1B, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.) apyru U3TOYHUIIH.

(2) M3m. - OB, op. 84 ot 2018 r., B cuma or 12.10.2018 r.) Ilpu ocwinecTBsBaHE Ha
neiiHoctuTe Mo ait. 1, T. 1 - 5 u 7 - 11 MAJI ceOupa Takcu B pa3mep, onpeaeiieH B Tapuda, npuera ot
MuHucTEepCKUS ChBET.

(3) (Homa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B Tapudara no ai. 2 ce onpenensit
MO-HUCKM M PA3JIMYHA O pa3Mep TAKCH 3a OCHIIECTBSIBAHE Ha MPOIEIypUTE MO pas3pelraBaHe 3a
ynotpeda, MPOU3BOJCTBO U BHOC HA JICKAPCTBEHU MPOJYKTH 32 MAJIKH U 32 CPEIHU NPEINPUSTHUS BHB
(bapMarieBTHYHHSI CEKTOP 10 CMHUCHJIA Ha 3aKOHA 32 MAJKUTE U CPEIHUTE MPEITPUITHUSI.

Un. 22. (1) ®dunancoBuTe cpeacTBa 1o 4i. 21 ce pa3xoasar 3a:

1. kouTponHara aeHoct Ha UAJT;

2. 3amnamase Ha AeiiHoctu no wi. 21, an. 1, . 1 u 2, B cayyauTe, KOrato U3BbPIIBAHETO UM €
BB310keHO 0T MAJI o 1oroBop Ha Ipyry JIHIIa;

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

4. cp3aBaHe, MOJIbPKaHE U BOJICHE HA perucTpuTe mo wi. 19, an. 1;

5. moambpKaHe Ha CHCTEMHU 3a EJIEKTPOHEH OOMEH Ha JaHHH C PEerylaTOpHUTE OpraHH Ha
JIpYTUTE IbpKaBU WICHKH, ¢ EBporelickaTa komucus 1 ¢ EBporneiickara areHIus 1o JeKkapcTaara;

6. (mom. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) unpopMaiionHa 1 U3AaTesICKa
JEWHOCT, CBbp3aHa C KaueCTBOTO, €(EeKTUBHOCTTA U O€30MacHOCTTAa Ha JIEKAPCTBEHUTE MPOAYKTH U
MpocieIsBaHe Ha JIeKapCcTBeHATa 0€30MacHOCT;

7. (mom. - JIB, 6p. 84 ot 2018 r. (*)) obe3neyaBane EHHOCTTA HA CIICIMAIM3UPAHUTE KOMUCUHU
mo ui. 47, an. 1 u 2, komucusra 1mo wi. 103, an. 1 1 Ha cbBeTa mo 4. 251, ain. 3;

8. (oM. - JIB, 6p. 38 oT 2012 1., B cuna ot 01.07.2012 1.)

9. yuacTusi B MEKyHApOIHU M HAIIMOHAIHU MEXIyTa00paTOpHHU U3MUTBAHMUS;

10. (w3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1., ot™. - [IB, 6p. 38 oT 2012 ., B cruta
or 01.07.20121.)

(2) (Hom. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. u gom. - /IB, 6p. 12 ot 2011 1.,
B cuna ot 08.02.2011 r., m3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., m3m. - JIB, 6p. 102 ot
2012 r., B cuna ot 21.12.2012 r., u3m. - IB, Op. 84 ot 2018 r. (*)) ®unancosute cpencrna mo wi. 259,
al. 5 ce pa3xo/Bar 3a:



1. (ot™. - IB, 6p. 60 ot 2011 r., B crta ot 05.08.2011 1.)

2. neiftHocty Ha PapMakoNeHNUs KOMUTET;

3. (u3m. - [IB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 1., u3m. - JIB, 6p. 102 ot 2012 1., B cruia
ot 21.12.2012 1., u3m. - IB, 6p. 84 ot 2018 r. (*)) neitnoctu Ha KoMucusTa mo mpo3payHoCT.

4. (ot™. - 1B, 6p. 38 o1 2012 1., B crta ot 01.07.2012 1.)

5. (mom. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - IIB, O6p. 12 ot 2011 r., B cuna
ot 08.02.2011 r., u3m. - IB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r., orm. - JIB, 6p. 38 or 2012 1., B
cuna ot 01.07.2012 1.)

I'naBa Tpera.
ITYCKAHE HA ITA3APA HA JIEKAPCTBEHHU ITPOAYKTHU

Pazpean 1.
OO0 moJ10KeHus

Y. 23. (1) (U3m. - [IB, 6p. 71 ot 2008 T., B cruta ot 12.08.2008 r.) [IpomuIiieHo mpou3BeacH
JIEKapCTBEH MPOAYKT WM JIGKAPCTBEH MPOIYKT, MOJYYEH MO METOJl, KONTO BKJIIOYBA MPOMHIILICH
nporec, MoXe aa ObJe IMycHAT Ha 1a3apa camo CjeJl I0JIy4aBaHe Ha pa3pellieHue 3a ynorpeda uin cies
MoJIyyaBaHe Ha YJOCTOBEPEHME 3a PETrHUCTpalus, W3IaJCHO MO pela Ha TO3HM 3aKOH WJIM IO pelaa Ha
Pernament (EO) Ne 726/2004 na EBponeiickust mapiameHnT u Ha ChBeTa, U IpU CHa3BaHe M3MCKBAHUATA
Ha Permament (EO) Ne 1901/2006 na EBpomneiickus napnament u Ha CbBera oT 12 nexemspu 2006 .
OTHOCHO JIEKapCTBEHUTE MPOJYKTH 3a NeJuaTpuyHa ynorpeda u 3a usmenenue Ha Pernmament (EMO) Ne
1768/92, NupextuBa 2001/20/EO, HupextuBa 2001/83/EO u Pernament (EO) Ne 726/2004, napuyan
no-HatatbK "Permament (EO) Ne 1901/2006", u na Permament (EO) Ne 1394/2007 na EBpomnelickus
napinameHT U Ha CbBera oT 13 HoemBpu 2007 T. OTHOCHO JIEKAPCTBEHHUTE MPOAYKTH 3a MOJEpPHA
Tepanwus u 3a m3MeHenne Ha JlupektuBa 2001/83/EO u na Permament (EO) Ne 726/2004 (OB, L 324/121
ot 10 nexemspu 2007 r.).

(2) Pa3pemienue 3a ynorpeda 1o cMuchia Ha ajl. 1 ce 3MCKBa U 32 PaIMOHYKIIUIEH TeHepaTop,
PallMOHYKIIUJIEH IPEKYPCOP U 3a KUT.

(3) Bunosere mpoiienypu mo cMuchia Ha ai. 1 ca:

1. neHTpanu3upaHa;

2. mpolieaypa 1o B3auMHO NpU3HaBaHe/ IeLeHTPATN3UPaHa;

3. HallMOHAJHa.

(4) (Homa - IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Ha Tepuropusita na PemyOnmka
bearapus morar ga ObAaT MyckaHW Ha Ma3apa caMo JIEKapCTBEHHM MPOIYKTH, YMMTO MPUTEXKATEN Ha
pa3peleHueTo 3a ynorpeda/y10cTOBEpEHHE 3a PETUCTpaLUs € YCTAaHOBEH Ha TEPUTOPUATA HA AbprKaBa
YJICHKA.

Ui 24. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pa3pemenue 3a ynorpeda
HE Ce WM3WCKBa 3a paauodapMareBTUIM, MPUTOTBEHH HEMOCPEJACTBEHO Mpeau yrmoTpedara UM OT
paspenieHu 3a ynorpeda paguoOHYKIMIAHU T€HEepPaTOpH, PAIUOHYKIUIAHU TPEKypCOPH WM KHUTOBE B
CHOTBETCTBHUE C YKA3aHUATA HA MPOU3BOAUTENS UM.

(2) Mponyktutre mo an. | ce TPUTOTBAT OT KBATIM(PHUIIMPAHU JIMIA B JAOOPATOPUM WITH
MHCTUTYTH, TOJYYWUJIM pa3pelieHuEe 3a M3BbpIIBAHE HA TakaBa JEMHOCT MO pela Ha 3aKoHa 3a
0€e301MacHO U3MOJ3BaHE Ha sipeHaTa eHeprusl.

(3) IlpurorBsiHETO, M3MOJI3BAHETO W MPHJIATAaHETO HA MPOAYKTUTE MO al. | ce HW3BBpIIBa
CHIIIACHO MEJMIIMHCKUS CTaHIAPT MO HyKJIeapHa MEIHUIINHA.



Ui 25. (1) Kputepunre 3a onpeaeissHe Ha JEKapCTBEH MPOIYKT, IMPEIHA3HAYCH 3a JICUCHHUE,
npoUIaKTUKa WIK JUArHOCTHKA Ha peAKu 3aboisBanus, ce ypexxaar B Permament (EO) Nel141/2000 na
EBponeiickus napinament u ChBeTa.

(2) YcnoBusita 1 pebT 3a U3JaBaHe Ha pa3pelieHre 3a ynoTpeda Ha JIEKapCTBEHUTE MPOIYKTH
mo ait. 1 ce onpenensart B Pernmament (EO) Ne 726/2004 na EBponetickust napiameHnT u ChbBeTa.

Y. 26. (1) (U3m. - B, 6p. 71 ot 2008 T., B cuna ot 12.08.2008 r.) Pa3pemmenue 3a ynorpeda
Ha JICKApCTBEH MPOAYKT, yIOCTOBEPEHHE 3a PErrcTpallis Ha XOMEONaTHUEH JIEKapCTBEH MPOAYKT IO YJl.
35 unu yAOCTOBEpEHHUE 3a PEruCTpalus Ha TPAIUIIMOHEH PAaCTUTEIICH JIEKAaPCTBEH MPOIYKT 1Mo wi. 37 Ha
teputopusTa Ha Penybnuka bbarapus ce uznaBa ot u3nbiaHUTENHUS qupektop Ha MAJ] Ha duznuecko
WIH IOPUIMYECKO JIUIIE, KOETO € YCTAHOBEHO HA TEPUTOPUSTA HA JbPKaBa WICHKA.

(2) Koraro nunero no an. 1 He e ycraHOBeHO Ha Tepuropusita Ha PemyOnuka bwiarapus, to
onpeens CBOM IPeICTaBUTEIL.

(3) IIputexarensaT Ha pa3pelIeHUETOo 3a yrnoTpeda HOCH OTTOBOPHOCT 3a IyCHATHTE Ha Ia3zapa
JIEKapCTBeHH NPOoAyKTu. OmpeAensHeTo Ha JMIEe MO0 aj. 2 HEe OCBOOOXKJaBa NPHUTEXKATENs Ha
paspelieHneTo 3a ymnoTpeda OT OTrOBOPHOCT ChINIacHO JeiicTBamoro B PemyOmuka bovarapus
3aKOHOJIATEJICTBO.

Pazpen 11.
HN3uckBaHusl KbM JOKYMEHTAIUSATA 32 U31aBaHe HA pa3pellleHue 3a ynorpeda

U 27. (1) (M3m. - 1B, 6p. 71 ot 2008 r., B cuna or 12.08.2008 r.) 3a w3gaBaHe Ha
paspelieHue 3a ynorpe0a Ha JeKapcTBEH MPOAYKT JIMLETO 1o wi. 26, an. 1 noxasa B MAJI 3asBnenue no
oOpasen, mpuUIpykeHo ¢ jaocue BbB Qopmar "EnexTpoHeH o001l TEXHUUYECKH JIOKYMEHT', KOETO
ChIbpKA:

1. uMe U azpec Ha yIpaBJIEHUE/TIOCTOSHEH aJpec Ha 3asBUTENS U Ha MPECTaBUTENS 110 4. 20,
all. 2; KOraTo 3asBHUTENAT € JIMIE, Pa3IMYHO OT MPOM3BOAUTENS WM MPOM3BOIUTEIUTE - aJpec Ha
00€KTHUTE 3a IPOU3BOICTBO;

2. HaMEHOBaHUE Ha JIEKapCTBEHUS IPOIYKT;

3. IaHHM 32 Ka4eCTBEHUS W KOJIMYECTBEHHUS CHCTaB Ha JIEKAPCTBEHHUS MPOAYKT, KaTo ce
[I0COYBA MEKIYHAPOJIHOTO HEMATEHTHO HAUMEHOBaHue, npenopbyano ot C30, npu HaM4Ke Ha TaKOBa,
WA CHOTBETHOTO XUMHUYECKO HAUMEHOBAHHE;

4. TepanieBTUYHM [TOKa3aHMsI, IPOTUBONOKA3aHUS M HEXKEJIaHU JIEKapCTBEHU PEaKLny;

5. (m3m. - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) no3upoBKa, JekapcTBeHa Gopma,
HAYMH Ha MPUJIOKEHHE U ITBT Ha BbBEXKIAAHE U MPEJI0KEH CPOK Ha FOJHOCT;

6. TpedmasHM MEPKH W MEpPKH 3a O€30MacHOCT TpH ChXpaHSBAaHE Ha TPONYKTa, NpPHU
NpUaraHeTo My Ha MAalUeHTUTEe W MPH YHUIIOXKABaHE Ha OTMAABLUTE OT NPOAYKTA, MPUAPYKEHH C
yKa3aHU 32 MOTSHIIHATHUTE PHUCKOBE OT JIEKAPCTBEHUS MPOIYKT 32 OKOJHATA CPEJIa;

7. onucaHue Ha HAYMHA Ha POU3BOJICTBO;

8. omucaHue Ha KOHTPOJIHHUTE METOJIN, M3IIOJI3BAaHA OT TIPOM3BOTUTEIIS;

8a. (HoBa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) aeknapanus, 4e pe3ynaTaTUTe OT
onuta no ui. 160, an. 2, mpoBeAeH OT NPOU3BOAUTEINS HA JIEKAPCTBEHUS MPOAYKT, NOTBBPKAABAT, Y&
aKTUBHOTO BEIIECTBO € IPOM3BEIEHO B CHOTBETCTBME C NPUHIUMINTE M pBKOBoJACTBaTta 3a JloOpa
MIPOM3BOJICTBEHA MTPAKTHKA; B JACKJIApAIUATA C€ TIOCOYBA J]aTaTa, Ha KOSITO € MIPOBE/ICH OJUTHT;

9. olleHKa Ha TMOTEHLUMATHHUA PHUCK OT JIEKAPCTBEHHUS HMPOAYKT 3a OKOJIHATa cpesa 3a BCEKU



OTJIEJICH CIIy4ail U MEpKH, IPEABUICHU 32 OTPAHUYABAHETO MY;

10. pe3ynraru ot:

a) ¢papmarneBTHYHUTE ((PU3HUKO-XUMHUYHU, OMOJIOTUYHHU UM MUKPOOHOJIOTUYHY ) U3ITUTBAHMS;

0) IpeAKIIMHUYHUTE (TOKCUKOJIOTUYHU U (PapMaKOJIOTHYHH ) NU3MTUTBAHUS;

B) KJIMHUYHU U3MUTBAHUS;

11. pexmapauus, 4Ye NpH KIMHUYHUTE H3NUTBAHUS, IMPOBEACHU H3BBH TEPUTOPHUATA HA
IbpKABUTE YWICHKH, ca CIIa3€HU €TUYHUTE NPUHIMNH Ha JloOpaTa KJIMHUYHA MPaKTHKA;

12. (u3m. - B, 6p. 102 ot 2012 r., B cuma or 21.12.2012 r.) pe3tomMe Ha cucTemara 3a
IpocJieisBaHe Ha JIeKapCcTBeHaTa 0€30MacHOCT, KOETO BKIIIOYBA CICAHUTE €JIEMEHTHU:

a) uMe Ha KBanuduuupaHoro yuie no wi. 191, aBrobuorpadus - oOpazoBaHue, MPUIOOUT
npodecroHasieH onutT B 006J1aCTTa Ha MPOCIeIIBaHe Ha JieKapcTBeHaTa 0€30MacHOCT U KBalIU(UKAIMs 3a
U3ITBJIHEHHE Ha 33IBJDKCHUATA MY 110 pe/ia Ha IJ1aBa OCMa;

0) BCcsiKa eHA IbprKaBa WICHKA, B KOATO KBATU(UIMPAHOTO JIMLE U3MBIHSABA 3aJbKCHUATA
cH;

B) azpec, TenedoH, ¢akc, apec Ha eJIeKTPOHHATA IOl Ha JIMIIETO 1o OykBa "a";

) azpec, Ha KOHTO Ce ChXpaHsBa OCHOBHHST JOKYMEHT Ha CHCTEMaTa 3a MpOCIeAsBaHe Ha
JIeKapcTBeHaTa 0e30MacHOCT;

12a. (woBa - JIB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 r.) nexnapamusi OT 3assBUTEIS, Ue
pasrosiara ¢ HeoOXOIMMUTE CPEACTBA J]a U3IIBJIHABA 3a/IbJDKEHUSTA 110 TJIaBa OCMa;

13. (u3m. - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) maH 3a ynpaBlieHUE HA pUCKA C
ONHMCaHWE Ha CHUCTeMaTa 3a YIpPaBlIEHHWE HA PHUCKA, KOSATO 3asBUTENAT IlI€ BbBelIE 3a CHOTBETHUS
JIEKapCTBEH MPOIYKT, 3a€IHO C pe3lOMe Ha IJIaHa;

14. xpaTka XapaKTepUCTUKA HA MPOAYKTA ChIVIACHO Wi 34;

15. MakeT Ha MbPBUYHATA U BTOPUYHATA OMTAKOBKA HA MPOAYKTA U MPEUIOKEHHUE 32 JINCTOBKA B
CHOTBETCTBHUE C U3UCKBAHUATA Ha IJ1aBa IIECTa;

16. komme OT pa3pemIeHUeTo 3a MPOU3BOJACTBO, HM3AAACHO OT pETyJaTOpPHHUS OpraH Ha
IbpXKaBaTa, B KOSTO C€ W3BBPIIBA IPOU3BOJICTBOTO, MNPUIAPYKEHO chc ceptuduxar 3a [obOpa
MIPOM3BOJICTBEHA TMPAKTHKA WM CepPTU(UKAT, YAOCTOBEPSIBAIl, Y€ MPOM3BOJICTBOTO HA JIGKAPCTBEHUS
OPOAYKT M Ha aKTHBHUTE BEILECTBA, BIW3AIIM B ChCTaBa MY, € M3BBPIIEHO B CHOTBETCTBHE ChC
CTaHJapTH, Hali-MaJIKO EKBUBAJICHTHH Ha cTaHAapTHTe Ha JloOpaTa Mpon3BOICTBEHA MTPAKTHKA;

17. komwe OT JOKYMEHT, C KOWTO JIEKAPCTBEHUAT MPOJYKT € OIpelesieH 3a JeueHHe,
npodWIaKTUKa WIA JHArHOCTHKA HAa PEeNKH 3a00JsBaHMS, MPUIAPYKEH C KOMHE OT CTAHOBHUINETO Ha
EBporeiickara areHiuys mo J1eKapcTBara;

18. KOmUs OT BCHYKH pa3pelieHus 3a ynorpeba, W3JalieHd B Jpyra IbpKaBa WICHKA WM B
TpeTa JbprKaBa, 3a JIEKapCTBEHUs IPOIYKT, 32 KOMTO ce McKa pa3pelieHne 3a ynorpeoa;

18a. (HoBa - /1B, 6p. 102 ot 2012 1., B cuyta ot 21.12.2012 r.) korue oT 000011IeHNE HA TAHHUTE
3a 6E30MaCHOCT, BKIIIOYMTEIHO JJAHHUTE, ChABPIKAIIN C€ B NMEPUOJANYHUTE aKTyaJIM3UPaHU JOKJIAIU 3a
0€30macHOCT, W KOTaTO TaKWBa Ca HaJWIE, CHOOIICHHSTA 3a IMOJO3UpPAaHN HEXKENaHW JIEKapCTBEHU
peaxiuu;

19. criuchbK Ha ABPKABUTE WICHKH, B KOUTO € ITO/IaZICHO 3asiBIICHUE 3a W3/IaBaHe Ha pa3pelnieHie
3a ynotpe0a Ha JeKapCTBEH MPOAYKT;

20. (u3m. - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Komue OT KpaTkaTa XapakTepuCTUKa
Ha MpOAYKTa, NPEeJIo’KeHa OT JIMIETO Mo wi. 26, an. 1, niM xomue OT KpaTkaTra XapakTepHCTHKa Ha
MPOAYKTa, OJ0O0peHa OT pEerylaTopeH OpraH Ha JbpKaBa WICHKA/Ibp)KaBU WICHKH, BeUYe H3JAIN
paspelieHue 3a ynorpeoa;

21. xomwe OT OTKa3a 3a W3JlaBaHe Ha pa3pelieHne 3a yrnorpeda B IbpKaBa YiICHKA WK B TPETA
Ibp)KaBa, MPUIPYKEHO C MOTHBH; HMH(pOpPMalUs 3a BPEMEHHO CIUpaHE WIM 3a TpeKpaTsBaHe Ha
JEWCTBUETO Ha Pa3pelIeHUETO 3a YIoTpeoa;

22. xomue OT IMpeUloKeHaTa JHMCTOBKA 3a TMalMeHTa, NPHAPYXKEHO OT 0000lIeHne Ha



pe3yATaTuTe OT OllEHKaTa Ha HUBOTO Ha pa30MPaeMOCT Ha ChABP)KAHUETO Ha JIMCTOBKATa OT N30paHa OT
3asiBUTENS 1I€JIeBa TpyMa OT MAlMEHTH, WIH KOMHE OT JUCTOBKA, OJJOOPEHA OT peryiaTopeH OopraH Ha
IbpKaBa YiICHKA, BEYe U3/Al pa3pellieHe 3a yoTpeoa;

23. TOKYMEHT 3a IUIaTeHa Takca B pa3Mmep, onpeneneH B Tapudara mo wi. 21, an. 2;

24. (woBa - JIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) AOKYMEHTUTE MO WI. 7 OT
Permament (EO) Ne 1901/2006.

(2) (Hom. - B, op. 18 ot 2014 r.) Joxymenture no an. 1, 1. 18 u 18a mo oTHomeHue Ha
JbPKaBUTE YWICHKH, ChOTBETHO 10 T. 19, ce mogaBar camo B npoueaypure mno pazzgen VIL

(3) 3a pagMOHYKIWJIHM TeHepaTOpH KbM JAHHUTE MO al. | Ce MPEACTaBAT IOMBJIHUTEIHO
CIICZIHUTE TOKYMEHTH:

1. onMcaHue Ha cucTeMaTa 3ae{HO C IOJJPOOHO ONMUCAHNE HA KOMITOHEHTHTE M, KOUTO MOTaT Ja
MIOBJIMSISIT HA ChCTABA WJIM HAa KAYECTBOTO HA TBINEPHUTE PATUOHYKIIUIN;

2. Ka4eCTBEHH U KOJIMYECTBEHH OCOOCHOCTH Ha ejlyaTa WiH cyOnuMara.

(4) JoxymeHTHTe W JaHHUTE OT (HapMAEBTHUYHUTE, NPEAKIMHAYHUTE W KIUHUYHUTE
W3IUTBAHHUS C€ MPUAPYXKaBaT ¢ OOOOIIEHW JOKJIAJM, WM3TOTBEHU OT EKCIIePTH C HEeoOXoaumara
TeXHWYecKa u npodecnonanna kpanudpukanus. Kem noxmagure ce mpuiara aBToOnorpapuaHa crpaBka
Ha EKCIIEPTUTE, U3TOTBUJIM JJOKJIA/IA.

(5) Hocuero Ha neKapCTBEHUS MPOIYKT CE MPEACTaBS Ha OBJITAPCKU W/WJIM HA aHTIIUHCKHU €3UK.

(6) (Hosa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Cucremara 3a ynpaBlieHHUE Ha
pucka mo am. 1, T. 13 TpsiOBa na e mpomopIMOHATHA HAa WACHTU(DUIMPAHUTE W HA TIOTCHIIUATHUTE
PHCKOBE OT JICKAPCTBEHHSI MPOJYKT U Ha HEOOXOAMMOCTTA OT ChOMpaHe Ha JaHHM 3a OE30MacHOCT OT
MMOCTMAPKETUHTOBH MTPOYYBAHHUS.

(7) (Homa - /1B, Op. 102 ot 2012 1., B cmma ot 21.12.2012 r.) [IpuTexarensr Ha pa3pelieHHETO
3a ynoTtpe0a akTyaiau3upa JaHHUTE OT JOCHETO 1Mo ai. 1. 3a Bcska MpOMsHA B JIOCHMETO C€ Ipuiara
pelIbT Ha TJ1aBa TpeTa, pa3aei VI, Korato e mpuiokuMo.

Un. 28. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r.) Jlumero mo 4. 26, an. 1,
JOKOJIKOTO HE HapylllaBa MpaBaTa Ha WHAYCTpUaTHa M ThProBCKa COOCTBEHOCT, He mpeacTaBs B MAJI
nanHuTe 1o wi. 27, an. 1, 1. 10, Oyksu "0" u "B", ako MoOXe /a JOKaxe, 4e JICKaPCTBEHUAT MPOAYKT,
MOCOYEH B 3asBJICHHETO, € TeHEpUUYCH Ha pedepeHTeH JEKapCTBEH MPOIYKT, KOWTO € pa3pelieH MU €
Ow1 pasperieH 3a ynorpeda B JbpKaBa WICHKA, MPEId HE MO-MaJIKO OT 8 TOAMHH.

(2) TlpuTexarensaT Ha pa3pelIeHUETO 3a YynoTpeda Ha TeHEePUUHHUS MPOAYKT Mo al. 1| He Moxe
Jla TO TMyCHE Ha Ta3apa, npeau Aa usrekar 10 roguHu oT JaTaTa Ha MBPBOTO pa3pelieHHe 3a yrnoTpeda
Ha peepeHTHHS TeKapCTBEH MPOAYKT.

(3) Jluttero mo wi. 26, an. 1 mpu cna3BaHe Ha ycioBusTa 1o ai. 1 u 2 moxe na nogazae B MAJI
3asiBJICHUE 3a pa3pelieHue 3a yrnoTpeda Ha TeHepudeH Ha pedepeHTeH JeKapCTBEH MPOAYKT U KOTaTo
pedepeHTHUAT MPOAYKT HE € UMaJl M3/IaJIcHO pa3pelieHue 3a yroTpeda Ha TepuTopusTa Ha PenyOnmka
boirapus.

(4) B cnywgaute mo an. 3 smmmero mo wi. 26, an. 1 mocodsa B 3asBI€HHETO Mo wWi. 27, ai. 1
IbpKaBaTa WICHKA, B KOATO pe)epeHTHUST MPOIYKT € pa3pelieH Uiu € OWil pa3pellieH 3a ynotpeoa.

(5) B caywaure mo an. 3 MAJl u3uckBa OT peryiaTopHus OpraH Ha Jbp)KaBaTa 4YJIEHKa,
MOCOYEHA B 3asBJICHUETO MO WiI. 27, all. 1, HOTBbpKAeHUE Ha HH(OpManusTa Mo ai. 4, KOJIUYECTBEHUS U
Ka4eCTBEHHS ChCTaB Ha peepeHTHHS MPOJYKT M aKO € HEOOXOMMO, JTOIIBIHATETHA JOKYMEHTAITHS.

(6) U3npnHUTENTHATA areHIMs MO JeKapcTBaTa MPeIoCTaBsl MpU MOMCKBAHE OT PErylaTopeH
OpraH Ha JIbpKaBa WICHKA, B KOSATO € IMOJa/ICHO 3asBJICHUETO 3a TCHEPHYCH Ha ped)epeHTEH JICKapCTBEH
MPOJYKT, KOWTO € paspelieH wiu € Oui pasperieH 3a ynorpeba Ha TepuTopusita Ha PemybOnuka
bovarapus, Heo6xomumara nH(pOpMAIK 10 all. 5 B CPOK JI0 €AMH MECeI] OT JaTaTa Ha MOWCKBaHe.

(7) JeceTroauuiHusAT Mepuoa Mo aj. 2 Moxe Ja ObJe YABHKeH Hall-MHOTO ¢ €Ha TOJuHA 10



WCKaHe Ha MPUTEKATENs Ha pa3pelieHHeTo 3a ynorpeda Ha pedepeHTHHS JEKapCTBEH MPOAYKT, aKko
mpe3 MBPBUTE 8 TOMWHU OT W3JaBaHE Ha Pa3pelICHUETO 3a yrmoTpeda Ha pedepeHTHUs JeKapCTBEH
MPOAYKT MPUTEKATEIAT MY TTOIYYH 32 ChIIHSI MPOIYKT pa3pelieHre 3a HOBO TEPANICBTUYHO MMOKa3aHHE,
YUUTO 3HAYUTEIHA KIMHUYHY TPEIUMCTBA Tpe]] ChINECTBYBAIIUTE JeUeOHU BB3MOKHOCTH Ca HAYYHO
000CHOBaHH.

(8) (Hosa - 1B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Koraro 3a niekapcTBeH NPOAYKT €
W3JIaJICHO ITHPBOHAYAIHO pa3pelleHue 3a yrnoTpeda B ChOTBETCTBHE C Wi. 23, 3a BCSKa MPOMSHA B
KOJIMYECTBOTO Ha aKTMBHOTO BEIIECTBO, B JIEKAPCTBEHATa (popMa, B KOJIMYECTBOTO B OMAKOBKA, B MBTS
Ha BBBEXKJAHE Ha JICKAPCTBEHUS MPOJYKT, KAKTO W 32 BCUYKH JPYIH MPOMEHHU WJIM Pa3lIUpsBaHE Ha
o0xBaTa Ha pa3pelIeHrueTo 3a yrnorpeda ChIO ce M3aBa pa3pelieHUue ChIIIACHO U3UCKBAHUATA HA TO3U
3aKOH WJIW ITbPBOHAYAITHOTO pa3pelleHue 3a yoTpeda ce I0mbiBa. BCHUKH Te3n pa3penieHus ce cMsITart
KaTo MPUHAANSKANM KbM €IHO TI00ATHO pa3pelieHue 3a ynorpeda Ha JIEKapCTBEHHS MPOIYKT 3a
[EJINTE Ha TPUJIaraHe Ha TO3H YJICH.

Un. 29. (1) Jluuero mo un. 26, an. 1 mpencraBs B MAJl pesynratute OT HEOOXOIUMHTE
MPEIKIMHUYHA /WM KIMHUYHYA W3MUTBAHUS B CIIy4auTe, KOTaTO JEKAPCTBEHUST MPOIYKT, IOCOUYEH B
3asIBJICHUETO:

1. HE MOXe J1a ce OmpeIen KaTo TeHepUYIeH, WU

2. U3MUTBAHMTA 32 OMOHATTUYHOCT HE JJOKa3BaT OMOEKBUBAJICHTHOCT, WU

3. (mom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) mmMa mpoMsiHa B aKTHBHOTO BEIIIECTBO
WIM BEIeCTBA B KOJMYECTBOTO Ha AKTHUBHOTO BEIIECTBO WJIM BELIECTBAa B JI030Ba €IMHHULA, Ha
TEepaneBTUYHUTE TMOKa3aHUs, Ha JieKapcTBeHaTta (opma, HA HauYWHA HA MPHIOKEHHUE CIPSMO
pedepeHTHNUS JIeKapCTBEH MPOIYKT.

4. (ot™. - 1B, 6p. 71 oT 2008 r., B cruta ot 12.08.2008 1.)

(2) Koraro OwonoruyeH JeKapcTBEH TPOIYKT, TOCOYEH B 3asBICHUETO, IOJ00EH Ha
pedepeHTeH OMOIOTHYeH JIEKapCTBEH MPOAYKT, He OTrOBaps Ha yCIOBHTA, 3a JAa ObJe onpenescH KaTo
T€HEPUYCH JICKAapCTBEH MPOAYKT MOpPaaMu pa3inyeH HAYMH Ha MPOM3BOJICTBO WJIM PA3IUYHU H3XOJIHU
MaTepuail B CpaBHEHHE C pedepeHTHHS WM MO IPYrd MNPUYMHU, 3aABUTENAT mpenctaBs B HMAJI
pe3yATaTuTe OT HEOOXOJUMHUTE NPEHKIMHUYHUA W/WIM KIMHUYHU W3MHTBAHUS, CBBP3aHU C TE3H
yCIOBHUSL.

(3) B ciygauTe mo aint. 1 u 2 ce mpeacTaBsi U JOKyMEHTAIIUATA, ONpe/iesieHa B Hapea0aTa mo .
42.

Y. 30. (1) Jlunero no ui. 26, an. 1, JOKOJIKOTO HE HapyllaBa IpaBaTa Ha MHIYCTpHallHA U
THProBCcKa cOOCTBEHOCT, He mpencTtas B MAJI mannute no un. 27, an. 1, 1. 10, OykBu "6" unu "B", ako
MOXKe€ Ja JJOKaXke, MPU YCJIOBHS, OTpeIeJICHU B Hapeaoarta mo 4ui. 42, ye akTUBHOTO BEIIECTBO, BIIM3AII0
B ChCTaBa Ha MpeAJiaraHus 3a pa3pellieHue 3a yrnoTrpeda JIeKapCTBEH MPOIYKT, € C A00pe yCTaHOBEHa
ynoTtpeba B MEAMITMHCKATA MTPaKTUKA, UMa MPU3HATAa €(HUKACHOCT U IPUEMIIMBO HUBO Ha 0€301acCHOCT.
B Te3u cinywam pesynrature OT M3NUTBAHMUSTA M TECTOBETE MOTaT Ja CE€ 3aMEHST ChC ChOTBETHUTE
Hay4YHU MyOJIMKAIUH.

(2) Jluero mo an. 1 mpeacraBs pe3ylATaTuTe OT HEOOXOTUMUTE MPEIKIMHUYHU W KIMHUYHU
VM3MUTBAHUS B CIydaldl Ha JIGKAPCTBEH MPOIYKT, CHAbPIKAIl aKTUBHU BEIIECTBA, C JOOpE yCTaHOBEHA
yrnotpeba, KOUTO He ca OWIIM M3MOJI3BaHU B MpeAjaraHata KOMOMHAIIMS 3a TepaneBTUYHHU 1eNu. B To3u
CiIy4ail He ce MPEeCTaBs TOKYMEHTAIIUS 0 OTHOIIIEHNE Ha BCAKO OTJEITHO aKTHBHO BEIIECTBO.

(3) Koraro akTMBHO BEIIECTBO MO CMHUCHIA HA al. | MMa JOKa3aHO HOBO TEpParieBTUYHO
MmokasaHue Ha 0Oa3aTa Ha 3HAYMMHU NPEIKIMHWUYHA WM KIMHUYHH JIaHHHU, CBBP3aHH C HOBOTO
MOKa3aHue, €IHOKPATHO 3a CPOK OT €JHa TOJIMHA Cle/Balll 3asBUTE] HE MOXE Ja ce M030BaBa Ha



JaHHHUTEC 3a HOBOTO ITOKa3aHHEC HAa aKTUBHOTO BE€IICCTBO.

UYn. 31. B ciyuaii, KoraTo JIEKapCTBEH MPOAYKT ChIbpXa aKTHUBHM BELIECTBA, M3II0JI3BAHU B
CbhCTaBa Ha paspellieHH 3a ynoTpeda JIEKapCTBEHM IPOJYKTH, HO HEW3IOJI3BaHU B IIpe/ularaHaTa
KOMOMHAIMsT 3a TEpalmeBTUYHM IeNM, JHLIeTo 1o ui. 26, an. 1 mnpencraBs pe3yinTaTUTe oOT
NPEJKIMHUYHUTE U OT KJIMHUYHUTE W3NUTBAHUA, CBBP3aHU C Ta3u KoMOMHauus. B To3m ciyuait
3asBUTEISIT HE IIPEJCTaBs JOKYMEHTAlUsl OTHOCHO 0€30MacHOCTTa U €(PUKACHOCTTA Ha BCAKO OTICIHO
aKTHBHO BEILECTBO.

Y. 32. [lpuTexaTensaT Ha pa3pelieHue 3a ynorpeda Ha JIeKapCTBeH MPOAYKT MOXKE J1a pa3pern
M3II0JI3BAHETO Ha (papMalleBTUYHATA, PEAKIMHUYHATA ¥ KIMHUYHATA JOKYMEHTAIUs, ChIbpKalia ce B
JIOCHETO Ha JICKApCTBEHHUS TPOAYKT, MPH OICHSIBAHE HAa TOCIECABAIIM 3asSBICHHS HA JICKAPCTBEHH
MPOAYKTH ChC CHIIHMS KAYECTBEH M KOJUYECTBEH ChCTAB 10 OTHOIICHNWE HA aKTUBHUTE BEIIECTBA U ChC
ChIllaTa JeKapcTBeHa Gopma.

Un. 33. I[IpoBexaaHeTo Ha HEOOXOJUMHUTE MPOYYBAHUS W W3MHUTBAHUS C LIEN U3TOTBSHE HA
JOKYMEHTAIUs 32 pa3pelleHne 3a ynorpeda U MocieBAIIMTE MPAKTHUYECKH U3MCKBAHUS BHB BPB3Ka C
paspeliaBaHeTo 3a ynorpeda Ha JIEKapCTBEHH MPOAYKTH Mo 4i. 28 u 29 He e HapylleHHe Ha MaTeHTa
WK Ha cepTu(UKaTa 3a JOIIbJIHUTENHA 3aKpUiIa Ha JICKAPCTBEH MPOIYKT.

Un. 34. (1) KpaTtkaTta xapakTepucTuKa Ha IPOAYKTa ChAbPKa CleqHaTa UHPOpMAaIIHs:

1. HauMeHOBaHME HA JICKAPCTBEHHS MPOIYKT, KOJMYECTBO Ha aKTUBHOTO BELIECTBO 32 JI030Ba
€IMHHUIIA, JIEKapCTBeHa GopMa;

2. KOJWYECTBEH M KAYeCTBEH CHCTaB 10 OTHOIICHHWE HAa aKTHBHUTE BEUIECTBA M Ha TE3U OT
MIOMOIIHUTE BEIIEeCTBa, MH(pOpPMaLUATa 32 KOMTO € CBIIECTBEHA 3a MPABWJIHOTO IpUJaraHe Ha
MIPOAYKTA; U3TIOJI3BA C€ OOIMIONPUETOTO UME WITH XUMUYHOTO OITMCAHHE;

3. nekapcTBeHa Gopma;

4. KIMHUYHU JaHHU:

a) TepaneBTUYHH [TOKa3aHMUS;

0) 103MpOBKA U HAYHMH Ha MPHIOKEHHUE TP BH3PACTHHU U TIPH JICTIA;

B) IPOTUBOINOKA3aHUS;

I) CHENHMATHH TPEIYNpPEXJACHUS W TPEANa3Hd MEpPKU Npu yrmorpeda; 3a WMYHOJIOTHYHHUTE
JIEKapCTBEHM MPOAYKTH - Tpeana3Hd MEpKU 3a JIMIaTa, KOUTO paboTAT ¢ TAX W T'M IpujaraT Ha
MAIMEeHTH, KAKTO W TIPE/ITa3Hi MEPKH, KOUTO TPsiOBa /1a ce MmpeanpruemMar oT MalieHTa;

1) B3aUMOJICHCTBUS C IPYTH JIEKApCTBEHU MPOAYKTH MM IpYyru GOPMH Ha B3aUMOJCHCTBHUS;

) ynorpe0a nmpu OpeMEHHOCT UM KbPMEHE;

) BB3/IHCTBUE BbPXY CIIOCOOHOCTTA 3a modupaHe 1 paboTa ¢ MalIMHU;

3) HeXKEJIaHU JISKAPCTBEHH PEAKIIHN;

1) Mpeio3upaHe (CUMIITOMU, aHTUAOTH, CIIEITHH MEPKH);

5. (hapMakoJIOTUYHU JaHHU:

a) (hapMaKoAMHAMUYHU CBOMCTBA;

0) (hapMaKOKMHETHYHHU CBOMCTBA;

B) IPEIKINHUYHU JaHHU 32 0€30MacHOCT;

6. papmalleBTUYHYN TaHHH:

a) CIIMCBHK Ha MOMOIIHUTE BELIECTBA;



0) OCHOBHU HECHBMECTUMOCTH;

B) CpPOK Ha TOJHOCT; CpPOK Ha TOJHOCT CJI€J] pa3TBapsHE Ha JIEKAPCTBEHUS NPOAYKT (Tpu
HE00XO0AMMOCT) UJIM CJe] OTBapsHE Ha IbPBUYHATA OIIAKOBKA 3a I'bPBU IIBT;

I') CHELUAJIIHN YKa3aHUs 32 CbXPaHEHMUE;

1) BUJ U CbCTaB HA ONAKOBKHUTE;

€) CHEelMaJHU YKa3aHMs 3a M3XBbPJSHE HA OCTAaThbKAa OT JIGKAPCTBEHUS IPOIYKT WM Ha
OTHAJBYHUTE MAaTEPUAIIU OT HETo;

7. mpuTeKaTeN Ha pa3pelIeHUeTo 3a ynorpeoa;

8. perucTpanoHeH HOMep;

9. mata Ha WHPBO paspeuieHHe 3a ynoTrpeba WM Ha TOAHOBSBAHE HAa pa3pelICHHETO 3a
ynotpeoa;

10. nara, Ha KOSTO € U3BBPIICHA NIPOMSIHA B ChIBbPKAHUETO HA KpaTKaTa XapaKTEpUCTUKA Ha
IIPOAYKTa,

11. 3a pammodapmaneBTUIM - U3YepHareiaHa WHPoOpMalnus 3a BBTpPEIIHATA pPaTUAlMOHHA
J03UMETPUs;

12. 3a pammodapmaneBTUIM - MOAPOOHM HMHCTPYKLIMHU 32 E€KCTEMIOPAIHO IPHUTOTBSHE H
KayeCTBEH KOHTPOJ M KOraTo € MNPHJIOKUMO, MAaKCUMAJIHOTO BpeME Ha CbXpaHEHHE, INpe3 KOEeTO
CHOTBETHHUSAT MEXIWHEH MPOAYKT KAaTo elyaT WM TOTOB 3a ymnorpeba (hapmaleBTHK ChOTBETCTBA Ha
crienu(puKausITa CH.

(2) B kpaTkara xapakTepuCTHKa Ha JIEKapCTBEHUTE NPOAYKTHU 10 4i. 28 - 33 moraT aa He ce
BKJIIOYBAT YaCTUTE OT KpaTKaTa XapaKTepUCTHKA HAa peepeHTHUs JIEKApCTBEH MPOAYKT, OTHACAIIM Ce
70 TOKa3aHWs U JIEKapCTBEHHM (POpMH, KOMTO ca OWJIM TOJ MAaTeHTHA 3aKpuja IO BPEMETO, KOraTo
TEHEPUYHMAT IPOAYKT € OMJI Ha ma3apa.

(3) UsuckBanusTa kbM (opMaTa U ChAbPKAHUETO HA KpaTKaTa XapaKTEpUCTUKA Ha MPOAYKTa
ce ompenesT B HapexoaTa 1o ui. 42.

(4) (Homa - /JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kparkara xapakTepucTika Ha
JIEKapCTBEHUTE MPOAYKTH, BKIIOYEHHM B chuchbka mo wi. 23 ot Permament (EO) Ne 726/2004 Ha
EBporneiickust napnamenT U CbBera, ChAbpkKa HHPOpMAIUS CbC CleIHUs TeKcT: "To3u JeKapcTBeH
NPOAYKT TMOAJEKM Ha AONBJIHUTENHO HaOmoneHue". Ilpen Tekcra ce MocTaBs 3HAK B YEepeH LBAT
ceraacHo wi. 23, maparpad 5 ot Permament (EO) Ne 726/2004 na EBpomnetickust mapiameHnT u ChBera,
IPUIPYKEH OT OOSICHUTENIHA OeexKa.

(5) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) KpaTkara xapakTepucTuka Ha
JIEKapCTBEHUTE MPOAYKTH ChIbp)Ka CTaHJAPTEH TEKCT, KOMTO MOOLIPSIBa MEAULMHCKUTE CIIEUATUCTH
7la JOKJIaJBaT BCsAKa MOJI03MpaHa He)KellaHa JIeKapCTBEHA peakliys ChIVIacHO oOpasuute no wi. 185, an.
2,T. 4.

Pa3pea I11.
CrnenuduyHu U3MCKBAHMS 32 XOMEONATUYHH JIEKAPCTBEHH NMPOAYKTH

Y. 35. (1) YoocToBepeHue 3a perucTpaius Ha XOMeonaTHyeH JIEKapcTBEH MPOAYKT ce U3/aBa
0 OTIPOCTEHA MPOIIETypa, aKO OTrOBaps Ha CICITHUTE YCIOBHS:

1. mpunara ce mepopasHO WIH BHHILIHO;

2. BBpXYy ONAaKOBKaTa My WM B Jpyra HHGOpMAIus, CBbp3aHa C HEro, He ca IOCOYCHH
crienu(pUIHN TeparneBTUYHN OKA3aHHUS;

3. pa3peneH € B JocTaThuHa CTENEH, 3a Jla rapaHTHpa Oe30MacHOCTTa Ha MPOIYKTa, W HE
ChIbpKa MOBEYE OT €HA JIeCEeTOXMJIISIHA YacT OT TUHKTypaTa Mailka MM MOBeYe OT €Ha CTOTHA 4acT
OT Hali-MallkaTa J103a, W3MOJ3BaHA B aJONATHATA, HAa AKTUBHUTE BEIIECTBA, YHETO HAINYHE B
aJIONAaTHYEH JIEKAPCTBEH MPOJYKT BOJU A0 33bDKUTEITHO JIEKAPCKO MPEAICcaHue.



(2) 3a u3maBaHe Ha yIOCTOBEPEHHUE 3a PETHUCTPALMSI HA XOMEOMATHYEH JIEKAPCTBEH MPOJIYKT
muneTo mo wi. 26, an. 1 momaa B MAJI 3asBnenue mo obpaselr, B KOETO MoraT Aa ObJaT MOCOYEHU
cepusl OT JIEKAPCTBEHH MPOAYKTH, MOJIYYEHH OT €AMH U ChIIl XOMEONATHUeH M3TOUYHUK WUJIM OT €IHU U
ChHIIY U3TOYHUIIH.

(3) 3a noka3BaHe Ha (papMaIEBTUYHO KaYECTBO U XOMOTE€HHOCT Ha MapTUAUTE HA JIEKAPCTBEHUS
MPOJYKT KBbM 3asIBJICHHETO I10 aJI. 2 Ce Tpujiara cieHaTa JOKyMEHTAIUS:

1. (mam. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Hay4YHO HAaWMMEHOBAHHE WJIU
(dapmakoneiiHo HAaMMEHOBAHHWE HAa XOMEOTATHYHUS W3TOYHUK WM W3TOYHHIIM 3a€HO C Pa3IUIHHUTE
I'BTHILA HA BbBEXKIAHE, IEKAPCTBEHH (POPMH U CTEIICH Ha pa3pekaaHe;

2. 7gocue, B KOETO C€ ONMCBA HAYMHBT HA IMOJIy4aBaHE M Ha KOHTPOJ HA XOMEOTATHYHUS
W3TOYHUK WJIM M3TOYHUIM, [OKAa3Balll0 XOMeomaTuyHaTa ymnorpeba Ha 0Oa3ara Ha HOIXOAsIIA
oubnuorpadus;

3. mocue Ha METOAMTE Ha MPOU3BOJICTBO U KOHTPOI 3a BCsAKA JeKapcTBeHa (opMa U ONHCaHUe
Ha METOJUTE Ha Pa3pekIaHe U MOTCHIIUPAHE,

4. paspelieHue 3a MPOU3BOJICTBO, MPUAPYKEHO CbC cepTuduKar 3a [JoOpa mpou3BoacTBEHA
MIPAKTUKA WIH ChC CEPTUQPHUKAT, TOKA3BAIIl, Y€ TPOAYKTHT € MPOU3BEACH P YCIIOBUS, CKBUBAJICHTHU Ha
u3KcKBaHUsATa 3a JJoOpa mpon3BOACTBEHA MTPAKTHKA;

5. KOmHsl OT PETUCTPAIMU WIM pa3pelicHHs 3a yrnoTpeda, MONydeHHU 3a CBHIIUTE MPOAYKTH B
JIPYTU ObpPKABU YJICHKU;

6. MakeT Ha IMbPBUYHATA W/WJIM BTOPHYHATA OMAKOBKA HA TIPOAYKTA;

7. DaHHM 3a CTAOMIIHOCTTA Ha MPOAYKTA.

(4) M3uckBaHusiTa KbM JAHHUTE 11O aJl. 3 c€ ONPEEIAT B Hapeadara mo ui. 42.

Un. 36. (1) 3a xoMeonaTH4HU JIEKAPCTBEHU MPOAYKTH, PA3IMYHU OT MOCOYEHHUTE B WiI. 35, ail.
1, ce mpunarat pasnopenoute Ha wi. 27 - 32.

(2) 3a xoMeonaTUYHU JIEKApPCTBEHU MPOAYKTH MO ai. 1 nuiero mo wi. 26, an. 1 He npeacTass
pe3ysTaTH OT NPEIKIMHUYHU W KIMHUYHU W3MUTBAaHUSA, KOraTo MOXeE Ja JOoKaxke ¢ Oubnuorpadcku
JaHHW OT Hay4yHaTa JUTepaTypa, Y€ XOMeomaTHyHaTa ymoTpeda Ha JEKapCTBEHHS NPOAYKT WIIH
XOMEONaTUYHUTE U3TOYHUIIN, KOUTO BIIM3AT B ChCTaBa MY, Ca C yCTAaHOBEHA 0€30I1aCHOCT.

(3) B cayuaunTe no an. 2 ot OubauorpadckuTe TaHHU TpsOBa Jla ca yCTaHOBEHHU:

1. XOMeonaTUYHUAT XapakTep Ha M3IOJ3BaHUTE CYpPOBUHH M TAXHATa TPAJULMOHHA yroTpeda
IIPY 3asIBEHOTO MOKA3aHMUE;

2. 0e3BpeJHOCTTa Ha XOMEOIAaTUYHMSI JIEKApCTBEH MPOAYKT MO0 OTHOIICHHWE HAa CTEMNEeHTa Ha
paspekJaHe Ha BCAKa OT CbCTaBKUTE.

Pazgen IV.
Crneuu(puyHu M3MCKBAHNS 32 TPAAMLUMOHHU PACTHUTETHH JIEKAPCTBEHU MPOAYKTH

Un. 37. (1) YnoctoBepeHue 3a perUCTpalis Ha TPATUIIMOHEH PACTUTENICH JIEKAPCTBEH MPOAYKT
ce M31aBa 1o OMPOCTEHA MPOIIEAYPa, aKO OTTOBAPS HA CIICAHUTE YCIOBHS:

1. UMa TepanmeBTUYHM TOKA3aHUs, MPUCHIIM HA YMOTpedara Ha TPATUIIMOHHUTE PACTUTEIHU
JIEKApCTBEHHW TPOJYKTH, W CIIOPEa ChCTaBa W IeNTa 3a yrnoTpeba € mpenHa3sHadyeH 3a ymoTpeba 0e3
JIEKapCKO MpeANnucaHue U HaOII0ACHUE;

2. mpujiara ce eIUHCTBEHO B OMPEIENICHO KOJMYECTBO HA JIEKAPCTBEHOTO BEIIECTBO B JI030Ba
€IMHUIIA U TIPU OTIpeieNieHa I03UPOBKa;

3. mpuiara ce MEpOpaNHO, Ype3 BAWIIBaHE (MHXAJAIWs) VI € TpeJHa3Ha4eH 3a BHHIIHA
yrnoTpeoa;



4. mepuobT HA TPAAUITMOHHA YyIIOTpeOa chriacHo wi. 38, an. 1, T. 5 € U3TeKbI;

5. ITaHHWTE 3a TPAJAUIIMOHHATA yIOTpeda Ha JIEKAPCTBEHUS MPOAYKT JIOKA3BarT, 4e HE € BpeIeH
IIpU ONpEJCIICHUTE YCIOBHUS Ha ymnoTpebda u (apMakoJIOTUYHHUAT ePeKT Wi epUKacHOCTTa Ha
JIEKapCTBEHMSI IPOJIYKT Ca YCTAHOBEHU Ype3 ABJIrOroJUIIHATa My YIOTpeOa U HATPYIAaHUs OIUT.

(2) M3nbiHuTeNHATa areHUMs IO JIeKapcTBaTa MOXKe Ja NPUJIOKU Ipoueaypara mo ai. 1
CIPSIMO PpACTUTEIIEH JIEKApCTBEH IPOAYKT, KOMTO CBIbPKA BUTAMUHU WM MUHEPAIHU, YUATO
0€30MacHOCT € J0Ka3aHa JOKYMEHTAJTHO M YHUETO JACWCTBHUE CIPSMO DPACTUTEIHHUTE JICKaPCTBEHH
BEIIECTBA B MPOJIYKTA MO0 OTHOIICHHUE HA CICIM(PUIHUTE MY TIOKa3aHUs € CIIOMaraTeiHo.

Ui 38. (1) 3a u3gaBaHe Ha yAOCTOBEPEHHUE 3a PETUCTpAIUS HA TPAAWIIMOHEH PACTHTEIICH
JIEKapCTBEH MPOAYKT JULETO 1o wi. 26, an. 1 noxasa B MAJI 3asBieHue, Npuapyx’eHO CbC CeIHAaTa
JOKYMEHTAIHS:

1. nanauTe, MIOco4enu B wi. 27, an. 1, 1. 1 -9 uT. 10, 6yksa "a";

2. (m3m. - JIB, 6p. 71 or 2008 r., B cuina or 12.08.2008 r.) kKpaTka XapaKTepUCTHKA Ha
MPOJIYKTa, C M3KJIIOYCHUE Ha JaHHUTE 110 Wi. 34, ain. 1, 1. 5;

3. B chmyyail Ha pacTUTENEH JIEKapCTBEH MPOAYKT IO CMHCHIa Ha 4i. 37, an. 2 uiu Ha
KOMOWHUPAH PaCTUTENICH JIEKAPCTBEH MPOIYKT - HHPOpManusaTa 1mo wi. 37, ai. 1, T. 5 3a KOMOMHAIMATA;
KOTraTo OTIEJIHUTE aKTHUBHU BEIIeCTBA Ha KOMOWHUpPAHUS MPOAYKT HE ca JOCTaThb4YHO TMO3HATH, CE
MPEJCTABAT JaHHU 32 TPAIUIMOHHATA ynoTpeOa Ha BCAKO OT TAX;

4. xomue OT pa3pelieHue 3a yrnorpeda WM yJOCTOBEPEHHE 3a PErucTpaius Ha pacTUTEIHUs
JIEKapCTBEH MPOAYKT, U3JaJleHH OT JAbpKaBa WICHKA WM OT TPETa JbpKaBa, W/WIM KOIMHUE OT OTKa3,
MPUAPYNKEHO C MOTUBUTE 33 PEIICHUETO;

5. (u3m. - JIB, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 r.) O6ubnmorpadcku naHHU WA
€KCIIEPTHU CTAaHOBHMIIA, KOUTO JTOKA3BaT, Y€ PACTUTEIHUAT JICKAPCTBEH MPOAYKT, 32 KOWTO € MOAaJeHO
3asBJICHHE 3a PErHCTPALUs, MM ChOTBETCTBAII] HA HETO MPOAYKT MMa Haii-manko 30-roaumniaa yrnorpebda
B CBETOBHATA MEIMIIMHCKA MPAKTHUKA, OT KOUTO MOHE 15 roauHu ynorpeda Ha TEpUTOPHUSATA Ha AbPiKaBa
YJIEHKa JI0 JlaTaTa Ha MOoJaBaHe Ha 3asiBICHUETO 3a perucTpars;

6. 6ubnuorpadcku JaHHM OTHOCHO 0€30MacHOCTTa Ha MPOJYKTa, NMPHUAPYKEHU C E€KCIIEpPTEeH
JIOKJIaJ;

7. KomMe OT pa3pelIeHHeTO 3a IPOU3BOJACTBO, MPHUIPYXKEHO cbhC cepTHdukar 3a [lobpa
MIPOU3BOJICTBEHA MPAKTHKA WU ChC CEPTU(PUKAT, TOKA3BaIll, Y€ MPOIYKTHT € IPOU3BEICH NIPU YCIOBHS,
€KBUBAJICHTHH Ha M3MCKBaHMATA 3a JJoOpa mpon3BOICTBEHA IPAKTUKA.

(2) U3npnHuTenHATa areHus Mo JIeKapcTBaTa MOXKE Jla M3UCKA OT 3asBUTENS JOIbIHUTEIHA
nHopMalus 3a OlleHKa Ha 6€30MaCHOCTTa Ha JIEKapCTBEHUS MPOAYKT 110 aj. 1.

(3) U3npiaMTENHATA areHIUs 1O JIeKapcTBaTa MOXKE Jia Mmoucka ctaHoBuile ot Komurera mno
pacTUTENTHH JIEKapCTBEHH NPOAYKTH KbM EBpomeiickaTta areHmusi Mo JeKapcTBata OTHOCHO
JIOCTOBEPHOCTTA Ha JIaHHUTE MO al. 1, T. 5, KaTo My NpeJoCcTaBU HEOOXOJUMHUTE YacTU OT JJOCHETO Ha
JIeKapCTBEHUSI TPOAYKT.

(4) IlpencraBenure JaHHW MO ain. 1, T. 5 ca BalMJIHU U B CllydauTe, KOraTo B MepHOJia Ha
30-roaumHaTa ynorpeda B MEAUIIMHCKATA MPAKTHKA:

1. ChbOTBETCTBAIIMAT JIEKAPCTBEH MPOJIYKT Ha MPOJAYKTA, 3a KOHTO € MOJaJCHO 3asiBJICHHE 3a
peructpanus, € Oui Ha maszapa 6e3 pazpeleHre Wik perucTpanus 3a ynorpeoa, win

2. Korato OposIT Ha ChCTaBKUTE B JIEKAPCTBEHUS MPOJYKT, 3a KOWTO € MOJa/JeHO 3asBICHHE 32
perucTpans, € HaMaJleH WK € HaMaJleHO KOJIMYECTBOTO UM B J1030Ba €MHHULIA.

Ui 39. (1) Koraro pacTuTemHUST JIEKapCTBEH MPOAYKT € Omn Ha mazapa Ha OOmHOCTTa
MO-MajKo OT 15 roauHu, HO OTroBaps Ha ycnoBusita Ha wi. 37, an. 1, MAJI npenoctaBs 3a CTAaHOBHUIIE



JOKyMeHTanuara mno wi. 38, an. 1| Ha Komurera mo pacTUTENHW JIEKAPCTBEHH MNPOIYKTH KbM
EBpomneiickara areHuus 1o Jiekapcrsara.

(2) W3nbnnuTenHata areHIMs IO JIeKapcTBaTa B3eMa OKOHYATEIHO pELICHHE CleN
nyOJIMKyBaHETO Ha MOHOTpadusi OT KOMUTETA MO al. 1 32 ChOTBETCTBHETO HA MPOJYKTA C KPUTCPUHUTE
3a perucTpanus 3a TpaJAuluoHHa ynorpeoa.

(3) B cnyudaute o ain. 1 cpoksT 1o uii. 44 ciupa J1a Teye.

Un. 40. VM3npiaHWTeNHaTa areHIMsl 1O JIeKapCTBaTa MOXKE Ja HM3UCKa OT 3asBUTENS Ha
pacTuTeNeH JIeKapCTBEH MPOAYKT Ja MojaAe TOKyMeHTauus mo wi. 27 - 32 uiau no 4. 35.

Ui 41. (1) (M3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3nbHUTETHATA areHIINS
Mo JeKapcTBara MyONWKyBa Ha CTPaHUIATA CH B WHTEPHET CIHCHK HA PACTUTEIHUTE BEIIECTBA,
mpermapaTd WM KOMOMHAlMKM OT TAX, M3MOJ3BaHU B TPAJULIUOHHHUTE DPACTUTEIHHU JIEKAPCTBEHH
MPOJYKTH, U3rOTBEH OT KOoMHUTETa 10 pacTUTEITHH JICKAPCTBEHU MPOIYKTH KbM EBporieickara areHIus
no nekapctBaTa. CHHCHKBT CBHABPKA 32 BCSIKO PACTHTEITHO BEIIECTBO TEPANEeBTHUHU IOKa3aHUS,
ChIIbP)KaHWE Ha aKTHBHATAa ChCTaBKAa B J030Ba CIMHUIIA W JIO3UPOBKA, BT HA BBHBEXKIAHE U JpyTra
uHpopmalus, HeoOXoauMa 3a 6e30IMaCHOTO U3MOI3BaHEe HA PACTUTEIHOTO BEIIECTBO KAaTO TPaAUIIMOHEH
JIEKapCTBEH MPOJTYKT.

(2) Koraro npeqyioxKeHHsT B 3asiBJICHUETO MPOAYKT 3a pErUCTpalus 3a TpaAUIIMOHHA yrioTpeda
ChIIbPKa PACTHTEIHO BEIIECTBO, MpermapaT Wi KOMOWHAIMS OT TSX, BKJIFOYCHU B CIUCHKA MO ail. 1,
3asBUTEIIAT HE TIPEJICTaBs TaHHUTE, TOCOYCHH B Wi. 38, aim. 1, T. 4 - 6.

(3) KoraTto pacTuTeTHOTO BEIIECTBO, MPENApaThT WIIM KOMOMHAIUATA OT TAX OBbJAT U3KITIOYCHU
OT CIHCHKA 1O all. 1, mpUTeXaTensT Ha YAOCTOBEPEHUETO 3a PErucTpalys Ha PACTUTEIHHS JeKapCTBEH
mpoayKT TpsiOBa ma mpencraBu B MAJl mbiHaTa mqoKyMeHTalus mo 4wi. 38 B CpPOK JO TPU Mecerna OT
MPOMSIHATA.

(4) B cnyuaii 4e mpuTeKaTeNIAT Ha YJOCTOBEPCHHETO 33 PETHCTpAIMs HAa PACTUTCITHUS
JIEKapCTBeH MPOJYKT HE HM3MBIHU 3aabbkeHuero mo ai. 3, MAJI mpekparsBa yaoCTOBEPEHHETO 3a
perucTpanus Ha IpoayKTa.

Pa3zgean V.
IIpouexnypa 3a u3naBaHe Ha pa3pelieHUe 3a ynoTpeda Ha JIeKAPCTBEeHH NPOAYKTH U perucTpanus
HA XOMeONATHYHU U TPAAUIMOHHU PACTUTETHU MPOAYKTH

Uin. 42. 3uckBaHuUsATa KbM JTAaHHUTE U TOKYMEHTUTE OT AOCUETO 1o ui. 27 - 32, ui. 35, an. 3,
1. 36, an. 2 ¥ no 4i1. 38 ce onpeAensaT B Hapeada Ha MUHUCTbpA Ha 3/IpaBeoIa3BaHEeTo.

Un. 43. (1) B cpok g0 30 quHu OT naTtara Ha MojaBaHe HA JOKYMEHTAIUsATa mo wi. 27 - 32, ui.
35, an. 3 wim no un. 38 MAJI mpoBepsiBa IMBIHOTaTa Ha YaCTUTE HA JIOCHMETO, NMPUApPYKaBalld
3asIBJICHUETO, U CHhOTBETCTBUETO UM C M3MCKBAHUATA 32 M3]aBaHe HA pa3pelleHrueTo 3a ynorpeda uim Ha
YI0CTOBEPEHUETO 32 PETUCTPAITHUS 110 TO3H 3aKOH.

(2) Koraro He ycTaHOBU HEMBIHOTH MIIM HECHOTBETCTBUS B MOAaeHaTa JokyMmeHTarus, MAJL
yYBEJIOMSIBa MMIUCMEHO 3asBHUTEIISA, B CPOKA 1O ajl. 1, ye JOKyMEHTAIMsATa € BaJiuiHa. B yBenmomieHueTo ce
MOCOYBA J1aTaTa, OT KOATO 3al04yBa Ja Teue CPOKBT MO 4. 44.

(3) Koraro ycTaHOBH HEMBIHOTH W/WJIM HECHOTBETCTBHUS B JOKyMeHTamusaTa mo am. 1, MAJI
yBEIOMSIBa MICMEHO 3asBUTENS Ja TIPEJICTABU TOMBIHUTEIHA HHPOPMAIIUS W/UIU Ja TIPEICTaBH YCTHO
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WIM THUCMEHO OOSICHEHHE MO0 KOHCTAaTUPAaHUTE HEMbJIHOTH U HECHOTBETCTBUSA B CPOK 10 14 mHU OT
naTaTa Ha YBEJIOMJICHUETO.

(4) KoraTo m3uCKBaHUATA IO ajl. 3 HE ca M3MBIHCHU B ycTaHOBeHUs cpok, MAJI mucmeHo
YBEIOMSIBA 3asABUTEINsS, Y€ 3asBICHUETO HE € BainuaHo. B To3m cimydait MAJI Bpbia moganeHara
JNOKyMeHTalus B 14-11HeBEH CPOK U BB3CTAHOBSIBA 75 Ha CTO OT IUIaTE€HAaTa OT 3asBUTENS TaKca.

(5) Korato u3uckBaHusiTa mo aji. 3 ca U3NBIHEHW B yCTaHOBeHUs cpok, MAJl yBenomssa
MMCMEHO 3asBUTEJS, Y€ IOKYMEHTAlMATa € BaJIJHA, KaTO B YBEJOMJICHHETO [I0COYBA JaTaTa, OT KOATO
3aro4Ba Jia Te4e CPOKBT MO 4. 44.

Un. 44. Tlpoueaypara 1o u3JaBaHE Ha pa3pelleHHe 3a yrnoTpebda WIM perucrpaunus Ha
JIEKapCTBEH MPOAYKT 3aloyuBa OT JaTaTa, IOCOYE€HA B YBEIOMJICHUETO 10 Wi. 43, ai. 2, CbOTBETHO MO 4JI.
43, an. 5, v TpuKIIOYBa B Cpok 110 210 qHU.

Un. 45. (1) Koratro B MAJI e momaneHo 3asBJICHHE 3a paspelieHue 3a ynoTpeda Wiu 3a
perucrpanus Ha JIEKapCTBEH MPOIYKT, 32 KOMTO B ChOTBETCTBUE C AaHHWUTE MO 4i. 27, an. 1, T. 18 uma
nH(popMaIrs, Y€ B IbpiKaBa WICHKA MMa W3JAJCHO pa3pelieHue 3a ynorpeda Ha ChIIHUS JICKapCTBCH
npoaykt, MAJI yBenoMsiBa mMCMEHO 3asBUTEIS 32 MPUJIaraHe Ha Mpoleaypara mno ui. 74.

(2) Korato B MAJI e monmaneHo 3asiBICHHUE 32 pa3pelieHre 3a ynorpeda win 3a perucTpamus Ha
JIEKapCTBEH MPOJIYKT, 32 KOUTO B CbOTBETCTBUE C aHHUTE 1Mo Wi. 27, an. 1, T. 19 uma undopmanus, ye B
IbpKaBa WICHKA JOCHETO Ha CHIUS JIEKAPCTBEH MPOIYKT € B mporec Ha oreHsBaHe, MAJI He
pasriexnaa JoKyMeHTauusTa no wi. 27 - 32 unum uwi. 35, an. 3, win no wi. 38 U yBeJOMsBa MHUCMEHO
3asBUTEJS 3a MPUWJIAraHe Ha Impoleaypara mno wi. 75.

(3) 3a mpunarane Ha paznopeaduTe Ha an. 1 U 2 TeKapcTBeH MPOAYKT CE ONpeaens KaTo eIuH U
CBIIl, pa3pellicH B JIpyra JbpiKaBa WICHKA, WIM KaTO MPOIYKT, KOWTO € B IMPOIEC Ha OICHSBAHE Ha
JIOCHETO B pyra JbprkaBa 4jeHKa, KOraTo JBaTa JIGKapCTBEHU MPOAYKTa:

1. wMmar enHaKbB Ka4eCTBEH W KOJMYECTBEH CBHCTaB 110 OTHOIICHHE HA AaKTUBHOTO
BEIIIECTBO/BEIIECTBA U CE MpeiaraT B €/IHa U ChIlla JIeKapcTBeHa (opMa, KaTo ca JOMYCTUMH Pa3uKH B
MTOMOIITHUTE BEIIECTBA, aKO TOBA HE BIIUsie HA 0€30IaCHOCTTa M e(DUKACHOCTTA, U KOTaTo

2. MpUHAANEXKAT HA €IHO JIPYXKECTBO, WM 3asBICHUE 3a JIEKAPCTBEHUTE MPOAYKTH IOJIaBaT
JUIa, TPUHAJICKAINA KbM €IHO U CBINO JIPYKECTBO WM OOCIWHEHUS HAa JPYKECTBA, WIU KOTaTo 3a
JIEKapCTBEHUTE MPOJIYKTU TOJIaBaT 3asBICHUE JIHIA, KOUTO Ca CKIIOYUIN JIMIEH3HMOHEH WIH APYT
JIOTOBOP WJIM W3BBPIIBAT CHBMECTHH JICHCTBHUS, CBBP3aHH C IyCKaHE HA Ta3apa HAa CHOTBETHHS
JIEKapCTBEH MPOJYKT B PA3TUYHHUTE JbPKABH UICHKH.

Un. 46. (1) IIpu onensiBane Ha nokymeHnrtauusara MAJL:

I. MOoke na W3BBPIIM M3MHUTBAHE HA KpallHWsS NPOAYKT, HA MEXIVUHHMS INPOAYKT WIM Ha
M3XOJIHUTE MaTepUajH 3a JEKapCTBEHMs MPOAYKT, KaKTO U J1a TW M3MpaTH 3a U3MUTBaHe B Jaboparopus
OT cUCTeMaTa Ha O(HIMAIHUTE KOHTPOJIHU JIEKAPCTBEHU J1abopaTopuu B Jbp)kaBa 4YICHKa, 3a Ja
YCTaHOBH JIaJlM KOHTPOJIHUTE METOJIN 3a aHAJIU3, U3IIOJI3BAHNU OT MPOU3BOJIUTEINS U OIIMCAHU B JOCHETO,
OTroBapsT Ha U3UCKBAHUSATA;

2. MOTBBPKJAaBa cilej MPOBEPKA HAa MACTO WIHM IO JOKYMEHTH JAJIA IPOU3BOIUTEIINTE Ha
JIEKAPCTBEHU NPOAYKTH OT TPETH ABPKABU U3BBPIIBAT IPOU3BOJCTBOTO B CHOTBETCTBUE C JAHHUTE,
onucaHu B wi. 27, an. 1, T. 7, u/uiu U3BbPIIBAT KOHTPOJIa B ChOTBETCTBUE C METOJUTE, OMMCAHU B UII.
27,an1. 1, 1. 8;

3. mpoBepsiBAa MOCOYEHHMs] B  3asBIEHUETO OOEKT Ha  MPOMU3BOJACTBO, KOratro
MIPOU3BOIUTEIAT/IPOU3BOJUTEINTE HA JEKAPCTBEHU NMPOIYKTU OT TPETHU IbpPXKABH 10 M3KIIOYEHHE ca



BB3JIOKUIIM Ha APYT MPOU3BOJUTEI J1a U3BBPIIIBA ONMPEAEICHH €Tanu OT IPOU3BOJCTBOTO MIIM KOHTPOIA
Ha JIEKapCTBEHUS MPOAYKT.

(2) Koraro MAJI u3BbpiiBa mpoBepKa Ha MACTO Ha OOCKT 3a MPOU3BOJICTBO, CPOKBT 1O WiI. 44
CIMpa Aa Te4e 0 U3rOTBSHE Ha JOKJIAJl C pe3yJITaTUTe OT IPOBEPKaTa.

(3) B cnywante mo an. 1, T. 2 1 3 NMPOM3BOJUTEIIMTE 3aIUIallaT Takca B pa3Mep, ONpECIICH B
tapucdara mo wr. 21, an. 2.

Ui 47. (1) KoM usnbaauTenaus aupektop Ha MAJI kaTo KOHCYATaTUBHHU OpraHU CE Ch3aBatr
CIIEHUTE CIIELUATU3UPAHN KOMUCHHU:

1. KoMucus 3a nekapcTBeHU MPOIYKTH;

2. KoMucus 3a MMyHOJIOTMYHU JIEKAPCTBEHU IPOAYKTH;

3. Komucus 3a xoMeonaTuyHu JIEKapCTBEHHU MPOITYKTH;

4. KoMucus 3a paCTUTEIHU JIEKAPCTBEHU NTPOIYKTH;

5. Komucus 3a pagunodapmaneBTHIN;

6. (HoBa - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Komucus 3a nekapcTBeHU IPOAYKTU
C MPUJIOKEHHUE B METUATPUATA;

7. (noBa - JIB, 6p. 71 oT 2008 ., B cruta ot 12.08.2008 r., u3m. - 1B, 6p. 102 ot 2012 1., B cuiia
ot 21.12.2012 r.) Komucus 3a 1ekapcTBEHH MPOIYKTH 32 MOJEPHU TEPAIIUU;

8. (moBa - /IB, 6p. 102 ot 2012 r., B cuya ot 21.12.2012 r.) Komucust 3a onjeHka Ha pucKka npu
MpocJieisBaHe Ha JieKapcTBeHaTa 0e30MacHOCT.

(2) Ilpm HEOOXOAMMOCT W3MBIHUTETHHUAT nupektop Ha MAJI mMoxe ma cwp3gaBa m Ipyru
CHelHaTu3UpaHu KOMHCHUU U3BBH MTOCOYCHUTE B all. 1.

(3) B cmneumanu3upaHuTe KOMHCHUH C€ BKJIOUBAT CICHHAIUCTH, KOUTO HMaT HAy4YHU
MOCTHXKEHUS ¥ PAKTUYECKH OIUT B CbOTBETHUTE c(hepH Ha MPHIIOKEHHE Ha JIEKAPCTBEHUTE MPOTYKTH.

(4) KpM 1noCTOSIHHUS ChCTAaB HA KOMMCUUTE MOT'aT J1a ¢€ NMPUBJINYAT U BHHIIHU CHEILUAIUCTH C
HAy4YHU MO3HAHMS U MIPAKTUYECKH OMUT B 00JIacTTa Ha crienupUyHaTa JeKapCTBeHA Ipyma.

(5) M3nbnautennusat qupextop Ha MAJI onpenens che 3amoBe1 ChCTaBa HA KOMUCUUTE 32 CPOK
TpU TOJMHU, pa3Mepa Ha Bb3HArPaKJIECHUETO UM W YTBBHP)KJaBa MPABUIHHUK 32 YCIOBUATA M pela Ha
paboTtara um.

(6) Mo 30 ssHyapu Bcsika TOAMHA U3MBJIHUTETHUAT nupektop Ha MAJ] yIBbpxkIaBa ciuchiy Ha
eKCIIepTUTEe U3BbH CbCTaBa Ha KOMHCHMTE IO aj. 1 ciuex op00peHWe OT MHUHHUCTbpa Ha
3/IpaBeoIa3BaHeTo.

(7) Wsnbnautennust pupektop Ha WAJI Moxke nga ocBOOOIM TPEACPOYHO UJIEH Ha
crielranu3upaHa KOMHICHS 110 HETOBa MOJI0a MpY HEU3IbIHEHHE Ha 3aIbDKEHUSATA MY 3a MIOBEYE OT TPH
Mecela Ui Ipy He0OPOCHBECTHO OCHIIIECTBSIBAHE HA (DYHKLIUUTE MY.

(8) CbcTaBbT HA KOMHUCHUUTE M CIIUCHKBT Ha EKCIEPTUTE MO al. 6 ce 00sABsABAT Ha CTpaHUIATA
Ha UAJI B unTepHer.

Un. 48. (1) UnenoBeTe Ha CreUANIU3UPAHUTE KOMUCHUU TI0 Wwi. 47, ai. 1 u eKcrepTUTe Mo 4.
47, an. 4 moanuMcBar Aekapamus, ¢ KosiTo Ce 3aIbJKaBar Jia He:

1. pasrnacsiBaT JaHHM W OOCTOSATENCTBA, CTaHATM WM M3BECTHH MPU WM 1O TOBOJ
OCBIIIECTBSIBAHE HA JICHHOCTTA UM;

2. y4acTBat B JIEHHOCTH, CBbP3aHU C MPOM3BOACTBOTO WJIM THPTOBUATA HA €IpO U Ha APEOHO ¢
JIEKapCTBEHH MPOIYKTH.

(2) B cnyuait ye numata mo an. | ca yyacTBaid B HSIKOM OT €TalmWTe Ha TOJATOTOBKA Ha
JIOKyMEHTAIMATa, He0OX0arMa 3a pa3perniaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS MTPOJIYKT, TE€ HE MOTaT Jia
y4dacTBaT B 3aCE€JaHUATA Ha ChOTBETHATA CHEUATN3UpaHa KOMUCHS 110 WiL. 47.
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(3) JIumara mo an. 1 He riaacyBaT MpU B3eMaHE Ha PEIICHHUS MO BBIIPOCH, MO KOUTO T€ WIIH
qJICHOBETE Ha CEMEHCTBOTO UM UMAT THPTOBCKH, (1)I/IHaHCOBI/I WA APy HHTCPCCH.

Ui 49. (1) (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B cpok a0 200 quu ot
JaTara Ha MOCThIIBAHE HA BaimuaHa AokyMeHTarus MAJl chbBMECTHO ChC CHOTBETHATA KOMHUCHS TIO IL.
47, an. 1 oueHsiBa Ka4ecTBOTO, Oe30MacHOCTTa U €(hUKACHOCTTA Ha JIEKAPCTBEHUS MPOIYKT U H3rOTBA
OIICHBYCH JIOKJAJ C KOMEHTapH Ha pEe3ylTaTUTe OT (papManeBTUYHHUTE W MPEIKIMHUYHUTE TECTOBE,
KIIMHUYHUTE W3MUTBaHUS, HA CUCTeMara 3a yNpaBjeHHE HAa PUCKA W Ha CHCTEMaTa 3a MpociesBaHe
0€30MacHOCTTa Ha CbOTBETHUS JIEKAPCTBEH MPOIYKT. VI3TOTBEHUAT OLIEHBYEH JOKJIAJ Ce MpPEJCTaBs Ha
M3I'BIHUTENHUS aupekTop Ha MAJL.

(2) (Hoa - 1B, O6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Jokmagpt mo ain. 1 ce
aKTyalu3upa Ipyu HaJlMyhe Ha HOBa MH(oOpMaIus, BaXKHa 3a OI[EeHKaTa Ha Ka4eCTBOTO, O€30MacCHOCTTa U
e(pUKaCHOCTTA Ha JICKAPCTBEHUS MPOIYKT.

(3) (IIpepumna an. 2 - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Koraro nekapcTBEHUAT
MPOJYKT ChIbpKa reHeTHUHO Momupunupanu opranusmu, MAJl npenocraBs Ha MUHHCTEPCTBOTO Ha
OKOJTHATa Cpella U BOAUTE HEOOXOoAMMAara JOKYMEHTAlUs OT JOCHETO Ha JICKAPCTBEHUS MPOAYKT U
M3WCKBAa CTAaHOBHUIIE B CpoK 60 THH MO OTHOUICHWE HAa TOTCHIMAIHUS PHCK 32 OKOJHATa cpena.
[lecTaeceTTHEBHUST CPOK € B pAMKHUTE Ha CPOKa MO ai. 1.

(4) (pegumna an. 3 - B, op. 102 or 2012 r., B cuia ot 21.12.2012 r.) B cny4yaute Ha
pamuodapmanestuin MAJl mpenocraBs HeoOxonuMmaTa JTOKYMEHTAlHUsS OT JIOCHETO Ha JIEKapCTBEHHS
MIPOAYKT ¥ U3MCKBA CTAaHOBUIIE B CPOK 60 THU OT AreHIHMATA 32 SIPEHO PErylMpaHe Mo OTHOUICHUE Ha
KauecTBOTO M 0e30macHOCTTa Ha npoaykTa. lllectaeceTIHEBHUAT CPOK € B paMKHUTE Ha CpoKa 1o aj. 1.

(5) (Ilpemumua an. 4, wam. - JIB, O6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) Korato
MUHHUCTEpCTBOTO Ha OKOJIHATA CPEJla M BOJUTE U ATSHIIMATA 32 SIIPEHO PEerylupaHe He ce Mpou3HecaT B
YCTaHOBEHUTE 110 ajl. 3 U 4 CPOKOBE, Ce MPHEMA, Y€ CTAHOBHIIIETO UM € TTOJIOKUTEITHO.

Y. 50. (1) Koratro MAJI ycTaHOBH HECHOTBETCTBUS B JOCHETO C U3MCKBAHUATA 3 M3/1aBaHE Ha
paspelieHue 3a ynorpeba WIM yIOCTOBEPEHHE 3a PErucTpanus Mo TO3M 3aKOH, YBEJIOMSIBAa MHUCMEHO
3asBUTEIIA J1a IPEJCTaBU JOIIBJIIHUTENHA HH(OPMAIHs, CBbp3aHa ¢ JOKyMeHTauusaTa no wi. 27 - 32 unu
mo wi. 35, an. 3, unm mo wi. 38, W/HWIM Ja TPEIOCTaBU YCTHO WM THUCMEHO OOSICHEHHE 10
KOHCTaTUPAaHUTE HEIBIIHOTU U HECHOTBETCTBUA B CpoK 180 AHM OT marata Ha yBEAOMSBAHETO.

(2) B cnydante mo an. 1 cpoxsT mo ui. 44 cnupa ga Teue OT Jarara Ha YBEIOMSIBAHETO 10
IpeoCTaBsiHe Ha MCKaHaTa MH(OpMaIusl.

(3) Uznbnaurennust nupexktop Ha MWAJI mpekpaTsiBa mpouedypara IO H3JlaBaHE Ha
paspelieHne 3a ynorpeba UM yIoCTOBEpPEHHUE 3a PETUCTPAIMs Ha JIEKAPCTBEH MPOIYKT, KOraTo:

1. 3asIBUTENAT HE MpeAocTaBu HHPOpMaIUATA 110 all. 1| B MOCOYEHUSI CPOK;

2. nuuara 1o uwi. 26, ajn. 1 mouckaT NMCMEHO NMPEKPATIBAHETO .

Un. 51. B cpox 10 gHM OT W3rOTBSIHETO HA OIEHBYHHS Jokman mo wi. 49, am. 1
M3MBIHATENHUAT nupekTop Ha MAJI uznaBa pasperieHue 3a ynotpe0a/y1I0CTOBEpEHHE 32 PETUCTPALIUS
Ha JIEKapCTBEHMS MTPOAYKT WJIM TPaBU MOTHUBHPAH OTKA3.

Un. 52. (1) (U3m. - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) B cpok 5 nau oT narata Ha
W3IaBaHe Ha Pa3pelIeHUeTo 3a yImoTpeda/yI0CTOBEPEHUETO 3a PETUCTPAIN B pETUCTbpa Mo wi. 19, ai.
1, T. 3 ce BOMCBAT CAEAHUTE JAHHU 32 Pa3pelIeHUETO/yI0CTOBEPEHUETO:



1. peructpaniioHeH HOMEP;

2. HOMEp W JaTa Ha pa3pelIeHHETO 3a YMoTpeOa/yIOCTOBEPEHHETO 3a pPETUCTpallus Ha
JIEKapCTBEHUSI IPOIYKT;

3. HAMMEHOBAHME HA JICKAPCTBEHUS POAYKT;

4. MeXIyHapOJAHO HEMATEHTHO HAMMEHOBAaHUE Ha BCSIKO aKTHUBHO BELIECTBO;

5. UMe H aApec Ha TpPUTEKATels Ha pa3pelIieHueTo 3a YIoTpeOa/yI0CTOBEPEHHUETO 3a
perucrpanus;

Sa. (noBa - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ycinoBusTa no 4ui. 55a, 56 u 56a,
BIIMCAaHU B Pa3pELICHUETO 3a YIOTpeda/ yA0CTOBEPEHUETO 3a PErUCTPALIUS;

6. nara Ha WU3BBPIICHA MPOMSHA B pPa3pelieHUeTO 3a YHNoTpeda/yJ0oCTOBEPEHHUETO 3a
perucTpanusTa;

7. nata Ha TIpeKpaTsABaHEe Ha pa3pelICHUETO 3a ynoTpeda/yJ0CTOBEPEHUETO 32 PETHCTPAIIHITA;

8. Ipyru TaHHM.

(2) Pa3pemenuero 3a ymnoTpeba/yI0CTOBEPEHHETO 3a PETUCTPALUS HA JIEKAPCTBEHUS MPOIYKT
ce BpbUBa Ha JIULIETO 1O 4ui. 26, an. 1 1 BIM3a B cujia OT JaTtaTa Ha BIKMCBAHETO MYy B PETUCTHPA MO Y.
19,an. 1, 1. 3.

Ui 53. (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) U3nbiHUTEIHATA areHIINS
o JIeKapcTBaTta MyOJIMKyBa Ha HMHTEPHET CTPaHWIATA CH B CPOK JO 14 JOHM OT HW3aBaHETO Ha
paspelieHneTo 3a ynorpeda/yJJoCTOBEpeHHE 3a perucrpanus AaHHWTE Mo 4wi. 52, an. 1, omoOpeHaTa
KpaTKa XapaKTepUCTHKA HA TTPOYKTa U JAHHHUTE OT JIMCTOBKATA.

(2) WznbanuTenHaTa areHIUs IO JIeKapcTBaTa NyONMKyBa Ha HHTEPHET CTpPaHMIIATA CHU
OLICHBYHHUS JOKJIAM Mo wi. 49, am. 1 ¢ MOTHMBUTE 3a B3ETOTO PEIICHHE, KAaTO 3ajiuyaBa JAaHHUTE,
MpeICTaBIsIBAIIN ThPrOBCKa TaifHa.

(3) HoxiansT mo ai. 2 ce mpHIpyXkaBa OT Pe3loMe Ha pa3dupaeM 3a OOIIECTBEHOCTTA €3HK.
Pe3romeTo chabpika pa3zien, CBbpP3aH ¢ YCIOBHTA 32 yHOTpeba Ha JIEKApCTBEHUS MTPOIYKT.

Un. 54. (1) (M3m. - B, Op. 12 ot 2011 1., B cuma ot 08.02.2011 1.) Ilpurexarenst Ha
paspelIeHneTo 3a ymnoTpeda/yI0CTOBEPEHHETO 3a PErucTpalisl Ha JIEKAPCTBEH MHPOAYKT MHCMEHO
yBenomsia MAJl 3a patata Ha JOEHCTBHUTENIHOTO ITYCKAHE Ha Ia3apa Ha JICKAPCTBEHUS IMPOAYKT B
Peny6nuka bbirapus.

2) (UI3m. - OB, Op. 18 or 2014 r.) Ilpurexarenst Ha pa3pelieHUETO 3a
yrnoTpe6a/y10CTOBEPEHUETO 3a perucTpalnus Ha JeKapCTBEH NPOIYKT YyBeaomsiBa mucmeno MAJI
Hal-MaJIKo JIBa Mecella ey MPeyCTaHOBSIBaHE Ha MPOAAKOUTE Ha JEKAapCTBEH MPOJYKT, HE3aBUCHUMO
JlaJIi € BPEMEHHO, UJIU IMIOCTOSIHHO.

3) (Uzm. - OB, Op. 18 or 2014 r.) Ilpurexarenst Ha pa3pelieHUETO 3a
yrnoTpe6a/y10CTOBEPEHUETO 3a pPErucTpalus Ha JIEKapCTBEH MPOAYKT IIOCOYBAa MNPUYMHUTE 3a
MIpeyCTaHOBsSIBaHE Ha MPOoJaXOnTe B ChOTBETCTBUE C Wwi. 68, ain. 1, T. 6 U Iexiapupa aaau NpeanpueTuTe
OT HEro AEUCTBHUS 110 all. 2 C€ IBJIKAT Ha HAKOE OT OCHOBAHUATA 1O WiI. 276 niu 1o 4. 277.

(4) (U3m. - ]IB, 6p. 18 ot 2014 r.) [Ipu mpeycraHoBsIBaHE HA MPOAAKOWUTE HA JICKAPCTBEHUS
OPOAYKT B pe3yiATaT Ha HENpPeABHIMMH OOCTOSATENICTBA TNPUTEKATENAT Ha pa3pelieHHeTo 3a
ynotpe0a/y0CTOBEpEHUETO 3a PETUCTPALUs Ha JIEKapCTBEH NPOAYKT yBeaomsiBa nucmeno MAJI B cpok
70 7 AHU OT YCTAaHOBSIBaHE HAa OOCTOSATENICTBATA.

Y. 54a. (Hos - IB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) (M3m. - JIB, 6p. 18 ot 2014
r.) IIpu nmonmyyaBane Ha curHan B VI3MbJIHHUTENHATa areHUUs IO JIEKapCTBaTa 3a MpPEyCTaHOBSBaHE
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MPOIKOUTE Ha JIGKApPCTBEH MPOJYKT, C M3KIIOUECHHUE Ha ciaydauTe 1o wi. 54, an. 2 u 4, areHnusATa
M3BbpIIBA IPoBeEpKa B cpok 30 THU OT NOJy4yaBaHETO HA CUTHAJIA.

(2) Ilpu wm3BbpmBaHe Ha mpoBepkata mo ain. 1 MAJl moxe na usucka wHbOpMAIuUs OT
NpUTEXKATEN Ha pa3pelieHHeTo 3a ynorpeda W/Wwim OT JHULIeTOo mo wWi. 26, al. 2 OTHOCHO
MIPEYCTAaHOBSIBAHETO Ha MPOAAKOMTE Ha KOHKPETHHS JIEKAPCTBEH MPOAYKT, KAKTO U OT ThPrOBIUTE Ha
€/1pO C JIEKapCTBEHU MIPOAYKTH OTHOCHO HAJMYHUTE KOJIMUYECTBA OT MPOAYKTA.

(3) UsnbnHuTenHata areHuMs MO JieKapcTBaTa NyONMKyBa Ha CTpaHUIATa CHU B HMHTEPHET
pe3yJITaTUTE OT U3BBPILIECHATA IPOBEPKA.

Ui 55. (1) Pa3pemennero 3a ynmoTpeOa/yaoCTOBEPEHHUETO 3a PETHCTpalus Ha JIEKApCTBEH
IIPOJYKT C€ U3JaBa OT U3NbIHUTENHUS aupekTop Ha MAJI 3a cpok 5 ronuHu.

(2) (Hom. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Ciex uztnuane Ha cpoka 1o ai. 1
pas3pelIeHneTo 3a ynorpeda/yI0CTOBEpEHHETO 3a PETUCTpaIisl Ha JIEKAPCTBEHHUS MPOJYKT MOXE A
6bae nogHoeHo ot MAJI Ha 6a3aTa Ha OlleHKa Ha ChOTHOIIIEHUETO IOJI3a/pUCK IO peda Ha 4il. 59a.

(3) (Usm. - 1B, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 r.) Paspemenuero 3a
ynoTpe0a/yI0CTOBEPEHUETO 3a perucTpaius Moxe Aa ObAe MpeKkpaTeHo U Mpeau U3THYaHEe Ha CPOKa Mo
anl. 1, ako mpuTexaTesniaT My IOMCKa NUCMEHO TOBA OT U3MBIHUTENHUS AupekTop Ha MAJL karo mocoun
MIPUYMHUTE.

(4) (Hom. - OB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) Paspemenuero 3a
ynoTpe0a/yI0CTOBEPEHUETO 3a PETUCTpalluds cTaBa OE3CPOYHO cliel] MOJHOBSIBAHETO MY, OCBEH B
CIIy4auTe 1o ai. 5.

(5) (U3m. - JIB, Op. 71 ot 2008 r., B cruta ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.) [lpm Hanuuue Ha OCHOBATEIHU MPUYHHH, CBBP3aHH C MPOCIEISBAHE Ha
JIeKapcTBeHaTa 0€30MacHOCT, BKIIOYUTENHO MOPaJd €KCIO3UIMS Ha JIEKAPCTBEHUSI MPOAYKT BBHPXY
HegocTaTbueH Opoit manuenTH, MAJI Moxke 1a M3UCKa OT MPUTEXKATEI HA pa3pellIeHUeTo 3a ynorpeda
Jla ofa/ie 3asBJICHUE 32 TIOJHOBSIBAHETO MY 3a OII€ 5 TOJIMHU 1O pena Ha ui. 59a.

(6) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [Ipn mu3THMUaHe Ha cpoka Ha
paspelIeHneTo 3a ynoTpeda/ylI0CTOBEpEHHETO 3a perucTpanus WIM IpH MNPeKpaTsBaHeTO WM
JIEKapCTBEHUST MPOJIYKT MOXeE Ja ObJe MNpoAaBaH [0 H3YEpHBaHE HA HAJIMYHUTE KOJIMYECTBA B
CTpaHaTa, HO HE IMOBeYe OT e€JHa TrOJMHA, CYMTAHO OT Jarara Ha HM3TUYAHETO, CHOTBETHO Ha
MIPEKPATIABAHETO, C M3KIIOYEHHE Ha CIydyauTe, KOraro MPUYMHHUTE 3a MPEKpPaTsIBAHETO Ca CBBP3aHU C
0€30MMacHOCTTAa Ha JICKAPCTBEHUS IPOAYKT.

(7) W3nbanurennusr gupekrop Ha MAJI oTHema cbC 3amoBel pa3pelIeHHETO 3a
yrnoTpe6a/y10CTOBEpPEHUETO 3a PETUCTPALHs Ha JIEKAPCTBEH MPOIYKT, KOTaTo:

1. mpuTexarensT My He € MyCHaJ JIEKapCTBEHUs MPOAYKT Ha Ma3apa /10 TpU TOJUHM OT JaraTta
Ha M3J]aBaHe Ha pa3pelIeHueTo 3a ynorpeda, Uiu

2. mponaxOWTe Ha JIEKapCTBEHUS MPOJAYKT ca IMPEyCTAaHOBEHH 3a INepuoa OT Tpu
MOCJIeIOBATEIHU TOJIMHU CJIe]l TyCKaHEeTO MY Ha ma3apa.

(8) 3anoBenTa mo ajn. 7 mojanexu Ha oO)kanBaHe MO pela Ha AJIMUHHUCTPATUBHOIPOLECYATHUS
KOJIEKC.

(9) Ilo u3kITrOYEHME M B HHTEPEC Ha OOIIECTBEHOTO 3/IpaBe pasmopeadara Ha aj. 7 MOXe J1a He
ce Tpuiiara, ako MPHUTEXKATENAT Ha pa3pelIeHHeTo 3a ynorpeba Ha JIEKapCTBEHUS MPOAYKT MOCOYU
OCHOBATEJIHU MPUUUHU. B Te3u ciyyan U3nbJIHUTENHUAT AupekTop Ha MAJ] MoTHBUpa peIIeHUEeTo CH.

(10) IlpurexarensT Ha paspelieHHe 3a ymnoTpeda eXeroJHo 3alialia Takca B pasMep,
ompenesneH B Tapudarta mo wi. 21, an. 2, 3a mojabpkaHe Ha U3JaJ€HOTO pa3pelIeHue 3a yrnoTpeoda.

UYn. 55a. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) V3nbAHUTETHUST
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nupektop Ha MAJl mMoxxe na uznmaze paspelieHue 3a ynorpeda/ydoCTOBEpEeHHE 3a perucrpanus Ha
JIEKapCTBEH MPOJIYKT, B KOETO J1a ObJaT BKIIOYCHH €HO WM MTOBEYE OT CICAHUTE YCIOBHS:

1. ma ce mpeampuemaT ONpENEIEHH MEpKH 3a TapaHTHpaHe Oe3omacHara yrnoTpeba Ha
JIEKapCTBEHMSI IPOJIYKT, KOUTO /1a ObJIaT BKIOYEHH B CHCTEMATA 3a YIIPABJICHUE Ha PUCKA;

2. 1a ce MpOBEXKAAT MOCTMAPKETUHIOBH MPOYYBaHUs 32 0€30MaCHOCT;

3. 1a ce cma3Bar II0-CTPOTH OT IIOCOYEHUTE B IJIaBa OCMa 3aIbJDKEHMS 32 PETUCTpUpAHE WU
JIOKJIaJIBaHE Ha MO03UPAHUTE HEXKEJIaHU JIEKApPCTBEHU PEaKIIHH;

4. ma ce cra3BaT BCAKAKBH JIPYTU YCIOBHS MJIM OTpaHUUYEHHS C orjies Oe3onacHara u eukacHa
ynotpe0a Ha JIEKapCTBEHUS IPOAYKT;

5. HaNTMYKe Ha aJIeKBaTHA CHCTEMa 3a MPOCIIeAsIBaHe Ha JIEKapCcTBEeHaTa 6€301acHOCT;

6. 1a ce U3BBPIIBAT MOCTMAPKETUHIOBU MPOYYBAHMS 32 €(PUKACHOCT, KOraTO MMa OMAaCEHUs,
CBBbp3aHU C €(pUKACHOCTTA Ha JICKAPCTBEHHS MPOAYKT, KOUTO MOXKE J1a OBJaT pa3peuieHu caMmo Cie[
KaTo JIEKAPCTBEHUAT MPOAYKT ObJie MycHAT Ha ma3apa.

(2) B pazpemenuero 3a ynoTpe6a/y10CTOBEPEHUETO 32 PErUCTPALlUs Ce MOCOYBAT CPOKOBE 3a
U3MBJIHEHHUE HA YCIOBUATA MO ajl. 1, KOraTo € mpUIoKUMO.

(3) OcHoBanuATa 3a HajaraHe Ha YCJIOBHETO MO all. 1, T. 6 ce ompenensT ¢ Aejerupa akT Mo
yied 226 ot HupexktuBa 2001/83/EO, kaTo ce oT4YMTAaT HAYYHHTE HACOKH, pa3paboTeHH B
PBKOBOJICTBOTO 10 wiI. 194a.

(4) M3uckBaHusiTa 3a NMPOBEXKJaHE HA MOCTMApPKETUHTOBU MPOYYBAHHS 3a €(PHUKACHOCT ce
OIIpesENsAT B PbKOBOJACTBO, U3/a/IeHO OT EBponeiickaTa areHIus 1o jekapcTBara.

. 56. (M3m. - JIB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 1.) (1) ITo uskmroueHue ciuen
KOHCYJITAIIMsI ChC 3asiBUTENSI M3MBIHUTETHUAT aupextop Ha MAJI moke ma m3mane paspemieHue 3a
ynotpeba/ yI0CTOBEpEHUE 3a PETUCTPAIIMs MO/l YCIOBHE, KOTAaTO 3asBUTEISAT MOXKE Ja JOKaXKe, Ye He €
MPEJCTaBUI U3YEPIATEITHH JaHHN OTHOCHO €(DUKACHOCTTa M 0€30IaCHOCTTAa Ha JIEKAPCTBEHUS MPOIAYKT
IIPY HOPMAJTHU YCJIOBHUSA Ha yroTpeda mopajau eaHa OT CIAeIHUTE TPUYUHU:

1. moka3zaHusATa, 32 KOWTO € TNpPEAHA3HAYCH JIEKAPCTBEHHUSAT IPOIYKT, Ca TOJKOBA PSJIKO
CpelIaHy, ye 3asBUTENAT HEe MOXKE J1a IPEJICTaBHU ITBJICH JI0Ka3aTeJICTBEH MaTepHall, MIn

2. CbCTOSIHUETO HA HAYYHHUTE MO3HAHUS KbM MOMEHTA € TaKOBa, Ye HE MOXKE J1a Ce MPECTABST
BCe0OXBaTHU JIaHHU, WIH

3. ceOupaneTo Ha MONOOHU JAaHHMU MPOTUBOPEYH HAa OOIIONPUETHTE MPUHIIAITN Ha JIEeKapcKara
eTHKA.

(2) Pa3pemenuero 3a ynorpeba/y10CTOBEPEHUETO 3a PETUCTpaIlus 1o all. | ce u3aaBa mpu eaHo
OT CJIETHUTE YCIOBUSA:

1. 3aABUTENAT/IIPUTEKATEIT /12 M3ITBIHIBA TPOrpaMa OT MPOYYBAHHUS 32 CPOKaA IO all. 3, KaTo
pe3yNTaTUTE OT T€3U MPOYUBAHUS CIYKAT 3a MPEOIEHKa HAa ChOTHOLIEHUETO MOJ3a-PHCK;

2. JIEKapCTBEHUST MPOAYKT € C PEKUM Ha OTITyCKaHE caMo IO JIEKapCKO MpEANUCaHue, KaTo B
OTpeeNieHN CIIy4al MOXE Ja ce YHNOoTpeOsiBa camMoO MOJ CTPUKTEH JIEKapCKU KOHTPOJ B JeueOHO
3aBe/ieHHe 3a OOJIHMYHA TIOMOII, a B CIy4yail Ha paauodapMalleBTHK - CaMoO IO KOHTpoja Ha
OIIPaBOMOIIEHO JIUIIE;

3. B JINCTOBKATa, KAKTO M BBHB BCAKA MEAWIIMHCKA MHPOPMAITUS, TPHIPYKaBaIla JICKaPCTBECHUS
MPOJYKT, cleABa Ja € NPeIBUIEH TEKCT, C KOWTO ce oOpblla BHUMaHUE HA MEIUIIMHCKHUTE
CTICMAIACTH, Y€ HSIKOM OT HAIMYHHUTE JIAHHW 3a JIKAPCTBEHUS TPOIYKT IMOMJICKAT Ha TIOCIEABAIIN
MPOYYBAHHUS.

(3) Paspemenuero 3a ynoTpeba/ya0CTOBEPEHUETO 3a PETUCTpaIys Mo an. | ce m3/maBa 3a CpoK
€lHa TOJAMHA U 3a BCSKa Cle[Balla rojJdHa MoXe Ja ObJe yAbbkaBaHO Ha 0a3aTa Ha OIICHKA Ha
M3IBJIHEHUETO Ha YCIOBUATA I10 all. 2.



Un. 56a. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Cnen u3znaBaHe Ha
paszpeleHueTo 3a ynorpeda/ynoctoBepeHuero 3a peructpauus MAJl moxe a 3a1bKU PUTEKATEIS
Ha pa3pelIeHueTo/yI0CTOBEPEHUETO J1a IIPOBEIE:

1. NOCTMapKeTHHTOBO TpOy4YBaHE 3a O€30MacHOCT, aKo ca HaJlWle ONaceHus 3a
UACHTUPUIMPAHN WM MTOTEHIIMATHN PUCKOBE WJIM JIMIICBAa MH(OpPMAIUs, CBbp3aHa ¢ MpocyeIsiBaHe Ha
JIeKapcTBeHaTa 0e30MacHOCT 3a ChOTBETHUS JIEKAPCTBEH MPOAYKT; KOTaTO CHIIUTE PUCKOBE C€ OTHACST
U 3a IpYTU JISKapCTBEHHU MPOAYKTH, ciell KoHcynTauuu ¢ Komurera 3a oljeHKa Ha pucka B 00JacTTa Ha
(dhapmakosornyHaTa OJUTEITHOCT, Ch3aJICH 0 peaa Ha wieH 56, maparpad 1, Oyksa "aa" ot Permament
(EO) Ne 726/2004 na Eppomeiickus mapiameHT U Ha CobBera, MAJI mpemopbuBa Ha CHLOTBETHHS
MIPUTEKATEN Ha pa3pellieHre 3a ynorpeda J1a mpoBee CbBMECTHO MPOyYBaHe 3a OE30MacHOCT C APYTUTe
3acerHaTy MpUTEKATENN Ha pa3peLICHHUE;

2. TOCTMApKETHHIOBO IPOyYBaHE 3a €(PUKACHOCT, KOraro IMO3HAHUETO 3a OoyiecTTa WU
M3II0JI3BaHAaTa KJIMHUYHA METOJOJIOTHS JJaBa OCHOBAaHME 32 PEBHM3HMpAHE Ha OLIEHKUTE 3a €(PHUKACHOCT,
M3BOJUTE 32 KOUTO Ca HAIIPaBeHH KbM JaTaTa Ha U3JaBaHe Ha pa3pelieHueTo.

(2) W3nbnHuTenHaTta areHUMsl IO JIeKapcTBaTa IMCMEHO YBEJIOMsBAa IpUTEXaTels Ha
paspeleHneTo 3a ynorpeda/yIoCTOBEpEHUETO 3a perucTpanus 3a 3aJb/DKeHHeTo mo an. 1, karo
000CHOBaBa MPUYMHHTE M [TOCOYBA IEJIUTE HA MPOYYBAHETO M CPOKOBETE 32 MIPOBEKIAHETO MY.

(3) B 30-gHeBeH CpoK OT mMOJy4yaBaHE Ha YBEIOMIIEHHETO MO al. 2 TpPUTEXATeNsiT Ha
pa3pelreHreTo 3a yrnoTpeda/yI0CTOBEPEHUETO 3a perucTparus Moxke na noucka ot MAJI npemocrapsHe
Ha BB3MOXKHOCT 3a MpeCcTaBsiHe Ha HH(GOpMaIMs OTHOCHO 3aIbJDKEHUSATA 110 all. 1.

(4) Cnen monywyaBaHe Ha uckaHero mo an. 3 WMAJIl ompenenst cpok 3a INpeAcTaBsHE Ha
uH(popMalKATa OT IPUTEKATEIS HA Pa3pelICHUETO 3a YIOTpeOa/yJ0CTOBEPEHHUETO 32 PErucTpaliusl.

(5) UsnpnHUTEIHATA areHIuUs 110 JIEKapcTBaTa Cie/l aHaIn3 Ha MHPOpMaLusITa 1Mo aj. 3 MOXe:

1. na mOTBBPIU 3aABIHKEHHUETO 1O all. 1, uin

2. 1a TO OTMEHH.

(6) M3nbaauTenHaTa areHIus MO JIeKapcTBaTa yBEIOMsIBA MPUTEKATENs 32 B3€TOTO pEIICHUE
10 al. 5.

(7) B cayyautre mo an. 5, T. 1 wmsnbaHuTenHuAT aupekrop Ha MAJl cimyxeOHO H3MeHs
U3/1aJICHOTO pa3pelieHne 3a yrnoTpeda/y10CTOBEpEHUE 3a pEerucTpalys Ha JIeKapCTBEHUS MPOIYKT, KaTo
BKJIIOYBA B HETO KaTO YCJIIOBUE 3abJDKEHUETO 110 all. 1.

(8) OcHoBaHusATa 3a HajaraHe Ha 3abJDKEHMSTA 1O al. 1, T. 2 ce ONpEeNeNaT C JeJIeTUpaH aKT
no wi. 226 ot Jupextusa 2001/83/EO.

Un. 566. (Hos - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurtexarenst Ha
paspelieHneTo 3a ynorpeba/yIoCTOBEPEHHETO 3a perucTpanus BKIOYBA B CBOsATAa CHCTEMa 3a
yIpaBjieHHE HAa PUCKA BCUUKH YCJIOBUS 1o wi. 55a, 56 u 56a.

(2) B cinydauTe mo an. 1 mputexarensT Ha pa3pelieHHEeTO 3a ynoTpeda/yaoCTOBEPEHUETO 3a
peructpanus noaasa 10 MAJI yBemomieHue 3a mpoMsiHa B CUCTEMaTa 3a YIpPaBJICHUE Ha PUCKA.

Yn. 56B. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) U3nbaHUTENHATA areHIUs 1O
nekapcTBata m3npama wuHpopmamus no EBponeiickata areHmms 1O JeKapcTBaTa 3a W3IAJICHUTE
paspemieHus o wi. 55a, 56 u 56a.

Un. 57. (1) Usnpaautennusat aupexktop Ha MAJI oTka3zBa m3naBaHe Ha paspellleHue 3a
yrnoTpeba WM YAOCTOBEPEHHE 3a PErucTpalisl Ha JIeKapcTBEH MPOAYKT, KOraTo CleJ| OlleHKa Ha



JIOCHETO 110 4. 27 - 32 ce yCTaHOBH, Ue:

1. CbOTHOIIEHUETO MOJI3a/PUCK € HEOIArONPHUATHO, WIH

2. ehuKacHOCTTA HA JIEKAPCTBEHUS MTPOIYKT HE € 3alIUTeHa YOSIUTEIHO OT 3asBUTEIS, UITN

3. KOJIMYECTBCHMSIT M KAUECTBEHHUAT CHhCTaB HA JIEKAPCTBEHHS IMPOIYKT HE OTroBapsT Ha
OIMCAaHUs B JJOCUETO.

(2) (Jom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) U30BbJIHUTETHUAT AUPEKTOP HA
HNAJl otka3Ba u3gaBaHe Ha paspelleHre 3a yrnorpeda WM YAOCTOBEpEHHE 3a pPErucTpauus Ha
JIEKapCTBEH MPOJIYKT, KOTATO HSAKOU OT IaHHUTE B JIOCUETO HE ChOTBETCTBAT HA M3UCKBAHUATA HA WI. 27
- 32 wim Ha Hapeabara 1o wi. 42.

(3) Usnbanutennusar nupektop Ha MAJIL oTka3Ba peructpauus Ha TpaJIULUOHEH PAaCTUTEIIECH
JIEKapCTBEH MPOJIYKT, KOTaTo CJIE]] OLIEHKa Ha JOKYMEHTAIUATa ce YCTaHOBH, Y€ IPOAYKTHT HE OTrOBaps
Ha ycJIoBUATA 10 Wi. 37, an. 1, JaHHUTE B IOCUETO HE ChOTBETCTBAT HA WI. 38 WIIU:

1. KOJMYECTBEHUSAT U KQUeCTBEHUST ChbCTAaB HE OTIOBAPSAT HA OMUCAHUTE B JOCHUETO;

2. IEKapCTBEHUST MPOIYKT MOXKeE J1a ObJIe BPEJCH MPH NpaBHIIHA YIOTPeOa;

3. JnaHHWTE 3a TpaJMLMOHHATa YymnoTpeba ca HEIOCTaThYHH, OCOOEHO KOratro
(hapMaKoOJIOTHYHUTE CBOWCTBAa WM e(PHKACHOCTTa HE ca JOKa3aHW BH3 OCHOBA HA JIBITOTOMIIHA
yrnoTtpeda 1 HaTpyIaH OIUT;

4. bapMarieBTHIHOTO Ka4eCTBO Ha JICKAPCTBEHUS MPOIYKT HE € IOCTATHYHO 0O0CHOBAHO.

Un. 58. [lputexartenst Ha pa3pelIeHHETO 3a ynoTpeda HOCH OTTOBOPHOCT 3a MBJIHOTaTa U
JIOCTOBEPHOCTTA Ha IAHHUTE B JIOCUETO.

Yn. 59. (1) Otka3pT Ha U3NBIHUTENHUS aupekTtop Ha MAJI 3a u3naBaHe Ha paspellieHue 3a
ynorpeba/ya0CTOBEpEHNE 3a PETHCTPALMS Ha JISKApCTBEH IMPOIYKT MOXKe Aa Obae 00XKanBaH 10 pesia Ha
AJIMUHHCTPAaTUBHOIIPOLIECYATHUS KOJIEKC.

(2) Otka3bT Ha U3NBJIHUTENHUS AupekTop Ha MAJI u MoTtuBHuTE 3a Hero ce mMyOIMKyBaT Ha
CTpaHUIIaTa HAa arcHIMITa B UHTEPHET.

Y. 59a. (Hos - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) (1) (U3m. - IB, 6p. 102 ot
2012 r., B cuna ot 21.12.2012 r.) B caywanrte no ui. 55, an. 2 u 5, HO He TO-KBbCHO OT 9 Mecela npeau
M3THUYAHETO Ha CPOKA Ha Pa3pEIICHUETO 3a yIoTpeOa/y10CTOBEPEHUETO 32 PETUCTPALIHS, TTPUTEKATEIISAT
My noaaBa B MAJI 3asBneHue 3a MOAHOBSIBaHE, MPUIPYKEHO C OOOOIIEHO JOCHE MO OTHOIIEHUE Ha
KaueCcTBOTO, 0€30IacHOCTTa M e()UKACHOCTTA, BKIIOYUTEIIHO OLICHKAa Ha JaHHUTE, ChIAbPXKAIIU CE B
JOKJIaINTE 32 MOJI03UPAHU HEKETAHU JIEKAPCTBEHHU PEAKLUU U NMEPUOJIUYHUTE AKTYATM3UPAHU JOKIAIN
3a 6€30MacHOCT, TI0JIaBaHU B CHOTBETCTBHE C IJIaBa OCMa, U BCUYKU OJIOOPEHU TIPOMEHHU CJIe]T U3JaBaHE
Ha pa3pelnieHneTo 3a ynoTpeda/yJ0CTOBEPEHUETO 3a pErucTpalus.

(2) UzuckBaHusTa KBbM JAHHUTE W JIOKYMEHTHUTE OT JOCHETO MO aj. | ce ompenensiT B
HapenOara mo ui. 42.

(3) B cpox g0 120 gHM OT MOCTHIIBaHE Ha 3asBJICHHETO W JAOKyMeHTarusaTa mo ain. 1 UAJI
OLICHSIBA KaueCTBOTO, 0€30MacHOCTTa U €(PUKACHOCTTA Ha JIEKAPCTBEHHSI MPOIYKT M U3TOTBS OLIEHBYCH
JOKJa/, KOWTO IPEICTaBs Ha U3IIbIHUTEIHUS nupekTop Ha MAJL.

(4) Koraro ycTaHOBU HEI'BJIHOTH H/WIIM HECHOTBETCTBHUS B MpEJCTaBeHATa JTOKYMEHTAIUS I10
an. 1, MAJI yBenoMmsiBa MUCMEHO MPUTEKATEST HA pa3perieHUueTo 3a ynoTpeda/yaoCTOBEPEHUETO 3a
perucTpanuss M JaBa YKa3zaHWUs 3a OTCTpaHsBaHeTO WM. llpurexxarensiT Ha pa3pelieHHeTo 3a
ynoTpe0a/ya0CTOBEPEHHUETO 3a PETUCTpAIisl OTCTpPaHsSBA HEMMBIHOTHUTE W/WIM HECHOTBETCTBUSATA B
JOKyMEHTaIusTa B cpok 10 30 THU OT J1aTara Ha MOJIy4aBaHE Ha YBEJIOMIICHUETO.
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(5) B cpok 10 nam OT mosty4aBaHe Ha OIEHBYHHS JOKJIA] MO ajl. 3 U3IMBJIHUTEITHUAT AUPEKTOP
Ha MAJI u3maBa paspenieHue 3a TMOJHOBSIBAHE Ha Pa3pelICHUETO 3a YMOTpeda/yIoCTOBEPEHHUETO 3a
perucrpanus Ha JeKapCTBEHUS MPOIYKT UM MOTUBUPAH OTKa3.

Un. 596. (Hos - IB, 6p. 71 ot 2008 r., B cma ot 12.08.2008 r.) (1) M3nbaHUTETHUST
nupexktop Ha MAJl oTka3Ba NOAHOBSIBAHE HA pa3pelICHUETO 3a YINOTpeOa/yloCTOBEPEHHETO 3a
perucrpanysi Ha JIEKapCTBEHHUs IPOAYKT, KOraTro cCle] OIleHKa Ha Jgocuero mo 4i. 59a, am. 1 ce
YCTaHOBH, Ye:

1. TeKapCTBEHUSAT MPOIYKT € BPEACH PU PaBUIHA yoTpeOa, Uit

2. UIICBa TepaneBTUYHA ePUKACHOCT, WK

3. CbOTHOIIIGHUETO T0JI3a/PUCK € HEOIAronmpusATHO MPH MPaBHIIHA YIIOTpeda, WiIn

4. KOJNMYECTBEHMAT U KAUECTBEHUAT CHbCTAB Ha JICKAPCTBEHUS IPOAYKT HE OTrOBApSAT Ha
OIMCaHUs B JOCUETO, WIN

5. naHHMTE B 10CHETO 10 Wi. 59a, an. 1 ca HeBepHU, UK

6. KOHTPOJBT Ha JICKAPCTBEHHSI MPOAYKT W/WIM HAa CHCTABKUTE W HA MEKIMHHUTE €Tald OT
IIPOM3BOJICTBEHMSI MPOLEC HE € U3BBPIIBAH WM HE € W3IIBJIHABAHO JIPYro M3MCKBaHE, NPH KOETO €
U3/1aJICHO PAa3pEeLICHUETO 3a IPOU3BOICTBO, WIH

7. HSIKOM OT JAHHUTE B JOCHETO HE OTrOBapsAT Ha M3MCKBaHUATA Ha uil. 59a, an. 1 u 2.

(2) Orka3bpr Ha u3nbAHUTENHUS gupekTop Ha WAJl 3a mogHoBsiBaHE Ha paspelieHue 3a
yrnoTpeda/y10CTOBEpEHHE 3a PErUCTpaIisl Ha JIEKapCTBEH MIPOAYKT MOXe J1a Obae 00xkaBaH 1o pea Ha
AJIMUHUCTPAaTUBHONPOLIECYAIHUS KOJEKC.

(3) Otka3bT Ha U3NBIHUTENHUS JupekTop Ha MAJI u MoTuBuUTE ce mMyOJIMKYyBaT Ha CTpaHUllaTa
Ha UAJI B untepHer.

Ui 598. (Hos - IB, 6p. 60 ot 2011 1., B cua ot 05.08.2011 1., u3m. - IB, 6p. 102 ot 2012 1.,
B cuia ot 01.04.2013 r.) M3npaHuTEeNnHATa areHIUs 10 JieKapcTBaTa yBeaoMsiBa HalroHnanHus CbBeET 10
LIEHH U peuMOypcHUpaHe Ha JIEKApCTBEHUTE MPOJYKTHU 3a NMPEKPATEHUTE U OTHETUTE Pa3pelleHus 3a
yrmoTpeda, KaKTo M 3a HAalpaBeHHWTE OTKAa3W 3a MOJHOBSBAaHE HA M3/IaJCHU pa3pelieHus 3a ynorpeda Ha
JIEKapCTBEHU MPOAYKTH B 7-THEBEH CPOK OT U3JJaBAHETO HA ChOTBETHUS AKT.

Pa3zngea VI.
IIpoMeHnu B n31a/1eHO pa3peleHne 3a ynorpedoa

Yn. 60. (1) (U3m. - OB, 6p. 12 ot 2011 1., B cuma ot 08.02.2011 r.) Ilpurexarenar Ha
paspereHue 3a ynorpeda Ha JICKQpCTBEH MPOMYKT € JUIhKeH jaa yBegomu MAJL 3a Bcska mpomsiHA B
YCIOBUSATA, IPU KOUTO € U3/1aJICHO Pa3peiIeHUueTo.

(2) (M3m. - 1B, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 r.) IIpomenute morar na 6b1aT OT TUIT
IA, tun Ib, tun 11, pasmupsBane Ha 00XBaTa Ha pPa3peUICHUETO 3a YIOTpeda U CIENIHN OTPaHUYUTETHH
MEpKH 3a O€30MaCHOCT.

(3) U3m. - B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) YcnoBusita U KpuTepuute 3a
KkJacuuKalys Ha IPOMEHHUTE Ce ONPEAENAT C HapendaTa 1o 4. 42.

(4) (U3m. - IIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) IlpomsiHa, KOATO HE ce SBSBA
pasmMpsiBaHe Ha 00XBaTa W YUATO KIacH(DHUKAIMS 0CTaBa HEONpEIeIeHA Clie/] IpUjlaraie Ha YCIIOBHUsATA
U KpUTEepUUTE 10 Hapeadara mo 4. 42, ce cMsTa 3a mpomsiHa ot Tun [b mo nmoapazoupane.

(5) (Homa - 1B, 6p. 12 ot 2011 r., B cuia ot 08.02.2011 r.) Karo uskmouenue ot ai. 4
MPOMsIHA, KOSITO HE Ce SBSBa pa3lIMpsBaHe HA 00XBaTa M YUATO KilacH(UKAIMS OCcTaBa HEONpeaeaeHa
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cliell mpujaraHe Ha yCJIOBUSTAa M KpUTEPUUTE Ha Hapeabara rmo 4wi. 42, ce cMsATa 3a mpomsiHa ot Tum Il B
CJICIHUTE CITy4au:

1. Mo MckaHe Ha TPHUTEXKATEIS Ha pa3perieHUETO 3a yrnmoTpeda, OTpa3eHO B 3asABJICHUETO 3a
MIPOMSIHA;

2. xorato MAJI cnen oleHka Ha BallMIHOCTTA Ha YBEAOMJICHHUETO MO 4. 63 mpeleHu, 4de
MpOMsSHATa MOXKE Jla WMa ChIIECTBEHO BB3JICHCTBHE BBPXY Ka4eCTBOTO, O€30MacHOCTTa WIIH
e(hUKaCHOCTTA HA JIEKAPCTBEHHS TIPOYKT.

Un. 61. (U3m. - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) 3a Bcsaka nmpomsiHa OT TUI
IA, tun Ib, Tun 11 wnm pasmmpsiBaHe Ha oOXBaTa MPHUTEKATEIAT Ha pa3pelICHUETO 3a ymoTpebda Ha
JeKapCcTBEeHMs NPOoAYyKT nojasa B MAJI oTaenHo yBegomiieHrne, CbOTBETHO 3asiBJICHUE.

(2) Korato mganena mpomsiHa BOJOU 10 NMPOMsIHA B JAaHHUTE OT KpaTKaTa XapaKTepUCTHKa Ha
MPOJYKTa, HA OMAKOBKAaTa W/WIU B JIMCTOBKATAa, TE3W MPOMEHH CE MPHEMAT KAaTO YacT OT 3asBeHATa
MIPOMSIHA U 32 TSIX HE Ce MojaBa OT/AETHO 3asiBICHHUE.

(3) IIpuTexxarenar Ha pa3penIeHUETO 3a yroTpeda MoXxe /1a rpynupa MIPOMEHHUTE, KOTraTo:

1. yBenomsiBa €IHOBPEMEHHO 3a €IHHM U CHIIM NpoMeHH Tull [A B ycloBUATa HA €IHO WU
MOBEYE pa3penieHus 3a yrnoTpeoa,

2. 3asBSBa €IHOBPEMEHHO HSKOJKO MPOMEHU B YCJIOBHUATAa HA pas3pelieHusl 3a ynorpeoda,
MIPUHAUISKAIM KbM TJIO0ATHOTO pa3pelieHue 3a yrnorpeda mo ui. 28, an. § Ha JIeKapCTBEHUS MPOIYKT,
IIPH YCIIOBUE Y€ CHOTBETHUTE MPOMEHH MMONAAT B €AUH OT CICAHUTE CIIy4au:

a) elHa OT MPOMEHHUTE B Ipyliata € pa3mupsiBaHe Ha 00XBaTa Ha pa3peIeHUETo 3a YyIoTpeoa;

0) eqHa OT MPOMEHUTE B rpynara e npomsiHa tu I, a BCHUkM ocTaHanu NpoOMEHHU B rpymara ca
MIPOMEHH, KOUTO Ca CJIEACTBUE OT IpomsiHata Tl II;

B) €/IHa OT MPOMEHUTE B rpymnara e npomsHa tuin Ib, a Bcuuku ocTaHaau NpoMeHH B Tpymara ca
MIPOMEHH, KOUTO Ca CJIEACTBUE OT pomsiHara il Ib;

I') BCHYKH ITPOMEHU B TpyIiaTa ce OTHACIT camo JI0 MPOMEHHU OT aJMUHHUCTPATUBEH XapaKTep B
KpaTKaTa XapaKTepUCTHKa Ha MPOAYKTa, JTUCTOBKATA 3a MAI[UEHTA I ONTaKOBKAaTa;

1) BCMYKM TPOMEHH B Tpymara ca MPOMEHH B OCHOBHATa JOKYMEHTAI[Us Ha aKTUBHOTO
BEIIIECTBO, OCHOBHATa JOKYMEHTallMsl Ha BAaKCHHHHUS AHTUITE€H WJIM OCHOBHAaTa JOKyMEHTAIUsl 3a
mia3Mmara;

€) BCHYKM MPOMEHU B rpyrara ca BbB BPb3Ka C MPOEKT, MpeJAHA3HAYEH Ja YCHBBHPIICHCTBA
MIPOM3BOJICTBEHUS MPOIEC M KAYECTBOTO HA CHOTBETHHUS JIEKAPCTBEH MPOAYKT WJIM HETOBOTO/HETOBUTE
AKTUBHO/aKTHBHH BEIIECTBO/BEIIECTBA;

’K) BCHUKHM MPOMEHHM B Tpylara ca MPOMEHHU, KOWTO 3acsiraT KayecTBOTO Ha MaHIAEMHUYHA
MPOTUBOTPHUITHA BaKCHHA;

3) BCUYKU MIPOMEHU B rpymnaTa ca MPOMEHH B CHCTEMara 3a JIeKapcTBeHa 0€30IMacHOCT 0 TaBa
ocMa;

1) BCUYKU TIPOMEHH B TpyIiaTa ca CIEACTBHE OT OMpeiesieHa CIeNIHa MspKa 3a 0e30MacHOCT U
ca moJaJicHu B ChOTBETCTBHE C UII. 606;

K) BCHYKH TIpPOMEHH B TrpylaTa ca CBBP3aHU C BKJIIOYBaHE Ha WHpopMaius 3a JajieH
(dhapmako-TepaneBTHYEH KJIac;

J) BCHYKH TPOMEHH B Tpylara ca CIEJCTBHE OT OIICHKaTa Ha MEepUOJWYCH JOKIaa 3a
0€301IacHOCT;

M) BCUYKU IIPOMEHM B rpylara ca CIEJCTBUE OT MPOYYBAHE CIIe[ MOJIy4yaBaHE Ha pa3pellieHHe
3a ynotpe0a, IpoBEICHO TO/I HaJ[30pa Ha MPUTEKATENS Ha pa3pelIeHUeTo 3a yrnoTpeoa;

H) BCHMYKHM MPOMEHH B TpymnaTa ca CJIeJICTBUE OT M3MBIHEHHETO Ha YCIOBHE B pa3pellieHue 3a
ynotpeba mo ui. 56;

3. 3assBEeHHTE MPOMEHHU B YCIOBHTA HA €IHO U CHIIO pa3pelleHre 3a yrnorpeda He Mmonaaar B



ciaydaute mo T. 2, npu ycioBue ye MAJI ce cbriiacu na mpuiioku KbM TE€3W MPOMEHH €lIHA U Chlla
nporenypa.

(4) Ilpu rpynupaHe Ha TPOMEHH MO al. 3, T. 2 U 3 TPUTEKATEIAT HaA Pa3pelICHUETO 3a
ynorpeba nonasa B MAJL:

1. equHHO yBeZOMJICHHE, KOTaTo MOHE e/lHa OT nmpoMeHute e Tl Ib 1 Bcuuku octananu ca TUm
IA wnu tun Ib;

2. eAMHHO 3asBJICHHE, KOraTo OCHOBHATA MpoMmsiHa € Tul Il 1 HuTO eaHa oT ApyruTe MPOMEHU
HE € pa3lupsBaHe Ha 00XBaTa HA Pa3pelIeHUETO 3a yrnoTpeoda;

3. enuHHO 3asBJICHHE, KOraTo OCHOBHAaTa IMpOMsSHAa € pas3lMpsiBaHe Ha o0xBaTra Ha
paspenieHueTo 3a ynorpeoa.

(5) 3aenHO cbC 3asBICHHETO, CHOTBETHO YBEIOMJICHHETO MO al. 1 wiu 4, NpUTeKaTesIT Ha
paspernieHneTo 3a ynorpeda mojaana:

1. nokyMeHTaIus, CBbp3aHa ¢ MPOMEHHTE, OlpeiesieHa ¢ HapendaTa no wi. 42;

2. TOKYMEHT 3a TUIaTeHa Takca B pa3Mep, onpeencH ¢ Tapudara mo wr. 21, an. 2.

(6) Uzneaautennusat aupekrop Ha MAJl yrBbpknaBa oOpa3uuTe Ha 3asBICHHE, CHOTBETHO
yBeZiOMJIEHHE 110 all. 1 u 4, KOUTO ce MyOJMKyBaT Ha UHTEpHET cTpanuiara Ha MAJL

Ui 62. (M3m. - IIB, Op. 12 or 2011 r., B cuma ot 08.02.2011 r.) (1) Ilpurexarenst Ha
paspenieHueTo 3a yrnorpeda Moxe J1a mojajae yBeaomiienue 3a mpomenu T [A B cpok 12 mecena cien
MIPUJIAraHETO UM C U3KIIIOUEHHUE Ha MPOMEHUTE, KOUTO U3UCKBAT HE3a0aBHO YBEIOMIICHHE.

(2) Ilpomenute tun IA, kouTo M3KMCKBAT He3a0aBHO YBEAOMJICHHUE, CE ONPENENST ¢ HapeabdaTa
o uJj. 42.

(3) B cirywante 1o an. 2 mpUTek)aTeIAT Ha pa3pelICHUETO 3a yroTpeda mojjaBa yBeJOMIICHUE 32
npoMsHata Tum [A He3abaBHO ciie mpuaraleTo M.

(4) B 30-gHeBeH cpok OT Mojly4aBaHE Ha YBEJOMJIEHUETO MO al. 1, choTBeTHO 1o ai. 3, MAJI
yBeIOMSIBa IPUTEKATEIS HA Pa3peUICHUETO 3a yrnoTpeoda:

1. manu mpoMsiHaTa/IPOMEHUTE ce MpueMa/IprueMaT Wik He; KOraTo MpOMsIHATa/IPOMEHUTE He
ce mpueMa/npuemar, ce moco4BaT MOTUBUTE 33 TOBA, U

2. panmd TPOMSHATA/TIPOMEHUTE BOJAW/BOAAT JO TPOMSHA Ha JaHHUTE B U3aJEHOTO
paspelieHne 3a ynorpeba; KOraro ce Hajara NmpoMsHa B M3J1aJIeHOTO pa3pelleHue 3a ymorpela, ce
npuiiara wi. 64a.

(5) Ilpurexxarenar Ha pa3peleHHeTo 3a ynorpeda MpeycTaHoBsIBa He3a0aBHO MPHJIaraHeTo Ha
ChOTBETHATa/ChbOTBETHUTE MpOMsiHA/ipoMeHn Tull [A cien nmoiayyaBaHe Ha yBenomileHue 1o ai. 4, 1. 1
3a HelpUeMaHe.

Un. 63. (U3m. - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) KoraTo yBegomiienuero 3a
npoMsHa tun Ib oTroBaps Ha wusuckBaHuATa Ha uin. 61, WAJl yBegomsBa mnputrexarens Ha
paspenieHueTo 3a ynorpeda, ue yBeJOMJIICHHETO € BJIUTHO M TI0OCOYBA JaTaTa, OT KOSTO CPOKBT 1O aj. 2
3aroyBa Jia Teye.

(2) B 30-nHeBeH cpok OT mojilydaBaHe Ha BanuaHO yBemomieHue MAJL oreHsiBa momaaeHara
JOKYMEHTAIUS ¥ YBEIOMSBA MPUTEKATENSI HA Pa3pelIeHNeTo 3a yrnoTpeoda:

1. mamu omoOpsiBa MpoMsHATa WM HE, KOrato MpOMsHATa HE ce 000psBa, ce TMOCOYBAT
MOTHBHTE 32 TOBA, U

2. many MpoMsHAaTa BOAM JI0 MPOMSHA HAa JIAHHWUTE B W3/IaJICHOTO pa3pelieHue 3a ymoTpeoa;
KOTaTo ce Hajiara mpoMsiHa B U3JaJICHOTO pa3pelieHune 3a ynorpebda, ce mpuiara wi. 64a.

(3) Korato B cpoka mo an. 2 MAJI yctaHOBM HECHOTBETCTBHS B T0/1aJIeHATa JOKYMEHTAITUS C
M3HMCKBAaHUATA HA 3aKOHA W Hapendara mo wi. 42, T yBeJOMsiBa MPUTEXKATEIS HA pa3pelieHueTo 3a
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ynoTpeoa.

(4) B 30-gHeBeH CpoK OT MOJy4yaBaHE Ha YBEIOMIIEHUETO IO al. 3 MPUTEXATENIAT Ha
paspelieHneTo 3a ynorpeda Moxe Ja IPOMEHH WIH JOI'bJIHU JOKYMEHTALUATA.

(5) Koraro B cpoka mo an. 4 mpuTexaTensT Ha pa3pelieHueTo 3a yrnoTpeda He MpeICcTaBU
IIPOMEHEHA WJIM JoNbiHeHa JokyMmeHTauusi, MAJI mpekpaTsBa IpoueaypaTa W yBEJOMsBa 3a TOBa
MIPUTEKATEINS HA pa3pelIeHUeTo 3a yrnorpeoa.

(6) B 30-mHeBeH Cpok OT MOJIydaBaHE Ha IpOMEHEHaTa JoKyMeHTamus mo ain. 4 MAJI
yBeIOMsIBa IIPUTEXKATEINS HA PAa3pPEIICHUETO 3a yroTpeoda:

1. mamum onoOpsiBa mpoMsiHaTa WIM HE, KOraro IpoMsHaTa He ce 0J00psBa, ce MocoYBar
MOTHBUTE 32 TOBA, U

2. fanu npoMmsiHaTa BOAM /10 IIPOMSHA Ha JAHHUTE B M3/JaJEHOTO pa3pellieHHe 3a yrnoTpeoda;
KOraTo C€ Hajiara npoMsiHa B U3/a/ICHOTO pa3pelleHre 3a ynorpeda, ce npuiara 4ui. 64a.

(7) Ilpurexaresnar Ha pa3peleHreTo 3a ynorpeba npuiara ogoopeHara npomMssa tun Ib ciuen
[10JIy4aBaHE Ha YBEJOMJICHUE 1O al. 2, T. 1, CbOTBETHO 10 ai. 6, T. 1 3a 0100psiBaHE HA pOMSHATA.

. 64. (U3m. - JIB, O6p. 12 ot 2011 r., B cuia ot 08.02.2011 r.) (1) KoraTo 3asBiieHuero 3a
npomsHa tun Il orroBaps Ha n3nckBanusATa Ha wi. 61, MAJI yBegoMsBa nputexaress Ha pa3pelieHueTo
3a ynotpeba, ue 3asBICHUETO € BAJUAHO, KaTO MOCOYBA JlaTaTa, OT KOATO CPOKBT IO ajl. 2 3aroyBa Ja
Teye.

(2) B 60-nHeBeH cpok OT MosydaBaHe Ha BanuaHO 3asBieHue MAJI u3rotss oneHbYeH JOKIIA]
3a IpOMsIHATA.

(3) CpoksbT 1o an. 2 moxe na ob1e:

1. HamasieH TIpU CHENIHM Ccllydad, KOUTO ca CBbp3aHUM C Oe3omacHara ymnoTrpeba Ha
JIEKapCTBEHUSI IPOIYKT, UITU

2. yneiokeH 10 90 mHU TIpH TIPOMSIHA, C KOSITO C€ M3MEHsA WM J00aBsl TEeparneBTUYHO
MOKa3aHue.

(4) Koratro MAJI ycTtaHOBM HECHOTBETCTBHS B M0J1aJieHATa JOKYMEHTAIUSI C M3MCKBAHUATA Ha
3aKoHa M Hapeabara 1o ui. 42, TS yBeJIOMsIBa MPUTEXKATENS HA Pa3pelIeHUETo 3a yrnoTpeda u onpenens
CPOK 3a IIPEeIOCTaBsIHE HA JOITbIHUTENHATa UH(DOPMALIUS U JOKYMEHTAIHSI.

(5) B ciyuante mo ain. 4 cpokbT M0 all. 2 CIKpa Jia Te4e J0 MPEACTaBSIHETO Ha TOMbIHUTEIHATA
uH(popMaIusg U JOKyMEHTAITHSI.

(6) B cpok mo 15 mHU OT W3rOTBSIHE HA OIEHBYHHS JOKIAA M3IMBIHUTETHUSAT AUPEKTOP Ha
NAJL:

1. omoOpsiBa mpoMsiHaTa WM MPaBH MOTHMBUpPAH OTKa3 M yBEIOMsBA 3a TOBA MpUTEXKaTels Ha
pa3pelieHueTo 3a ynorpeoa;

2. yBeIOMsIBa MPUTEKATENSI HA pa3pellieHueTo 3a ynorpeda ganu ogqoOpeHara mpoMsHa BOAU 10
MIPOMSIHA Ha JJAHHUTE B U3JaICHOTO pa3pellieHue 3a yrnoTpeda; Koraro ce Hajara npoMsHa B U3/1aJIeHOTO
paszpeleHue 3a yrnorpeda, ce mpuiara 4i. 64a.

(7) Hputexxarenar Ha Pa3pelICHUETO 3a ymoTpeda MOXKe Ja MPUIIOKH O0J00peHaTa MmpomsiHa
tun Il camo cnex U3gaBaHeTo Ha pa3pellieHre 3a MPOMsIHA 0 Wi. 64a.

Y. 64a. (Hos - JIB, 6p. 12 o1 2011 r., B cuna ot 08.02.2011 r.) M3ObJIHUTENHUAT JUPEKTOP HA
NAJI u3naBa pa3pelieHue 3a IpoMsiHa B pa3pelIeHHeTo 3a yrnoTpeda B CPOK:

1. Tpuaecer AHW OT WM3AAaBaHE Ha yBEAOMJIEHHETO MO wi. 62, an. 4, 1. 2, wi. 63, an. 2, T. 2,
CBOTBETHO 4. 63, an. 6, T. 2 unu wi. 64, an. 6, T. 2, KOraro ChbOTBETHATa IPOMSIHA BOJM JI0 YIbHKaBaHE
¢ 6 mecera Ha cpoka, mocodeH B wieH 13, maparpadu 1 u 2 ot Permament Ne 1768/92 na CrBera (ENO)
oT 18 tonu 1992 1. OTHOCHO Ch3/IaBaHETO HA JOMBJIHUTEICH CEpTU(DUKAT 32 3aKpUJia HA JIEKAPCTBEHUTE



MPOJYKTH, B ChOTBETCTBUE ¢ WI. 36 oT Permament (EO) Ne 1901/2006;

2. MIECTAECET AHU OT M3/IaBaHe Ha YBEIOMJICHUETO 1O Wi. 62, an. 4, T. 2 - mpu npomMeHu Tt [A,
KOWUTO HE U3HMCKBAT HE3a0aBHO YBEJOMSIBAHE;

3. WeCTAECET IHU OT U3/IaBaHE Ha YBEJOMIICHHETO 10 Wi. 64, an. 6, T. 2 - 3a npomenu Ttur 1I;

4. CTO ¥ OCEMJIECET JTHU - BB BCUUKH OCTAHAJIHU CITyJaH.

Y. 646. (Hos - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 1.) (1) IIpu npomeHu, oTHACATIH
ce 10 MPOMEHHU B aKTUBHOTO BEILIECTBO 3a LIEJUTE Ha €KEroJHaTa akTyalu3alys Ha MPOTUBOIPUITHUTE
BaKCHHH, MPUTESKATEIST HA pa3pelIeHreTo 3a ynorpeda mojaBa B MAJI 3asBieHue, NPUAPYKEHO C
JOKyMEHTAIs, omnpeeicHa ¢ HapenoaTta o uwi. 42. B 7-naeBen cpok MAJI nmpoBepsiBa mbaHOTaTa HA
Moja/ieHaTa JOKyMEHTAIHsI.

(2) KoraTo 3asiBIeHHeTO OTroBapsl Ha M3UCKBaHHUATA Ha an. 1, MAJl yBenoMsBa mpuTexaresns
Ha pa3pelIeHueTo 3a ynorpeda, 4e 3asBICHUETO € BAJIMAHO, KaTo MOCOYBA JaTaTa, OT KOSATO CPOKBT 110
aJl. 3 3amoyBa Jia Teue.

(3) B 45-nneBeH cpok OT moiydyaBaHe Ha BanuaHo 3asBieHue MAJI oneHsiBa qoKymMeHTaIUsATa
Y U3TOTBSI OLIEHBYEH JOKJIAI.

(4) WsnbpnnuTenHaTa areHuus IO JieKapcTBaTa MOXE Ja HM3UCKa OT MpUTEeXarens Ha
paspelieHueTo 3a ymnoTpeba Aa MpeAcTaBU KIMHUYHUTE JaHHM W JAaHHUTE 3a CTaOWJIIHOCTTa Ha
neKkapcTBeHus MpoAyKT. [IpurexarensaT Ha pa3pernieHueTo 3a ynorpeda npencrass B MAJl uznckanure
JAaHHU B CPOK 12 JHM OT M3THMYAHETO Ha CPOKa I10 ai. 3.

(5) U3mbaHuTeTHATA areHIus 0 JIEKapCTBATa OIEHABA TOKYMEHTAIIUATA U B3€Ma OKOHYATEIIHO
peuienre B cpok 10 gHH OT mosydyaBaHETO Ha JAHHUTE MO ai. 4, KaTo u3JaBa pas3pelieHue 3a MpoMsiHa
WJTU OTKa3.

Y. 65. (1) Korato nputexareisT Ha pa3pelIeHUeTo 3a ynoTpeda YCTaHOBH PHCK 3a 3/IpaBETO
npu ynorpebara Ha JIEKAPCTBEHHUs TMPOIYKT, TOM MpeanpueMa CIEIIHH OTPAaHUYHUTEIIHU MEPKH M
He3zabaBHO yBenoMsBa nmucMeno MAJL

(2) M3npaHuTenHaTa areHuus Io JeKapcTBara ce Mpou3Hacs Mo MEPKHUTE B CpOoK 24 yaca OT
YBEJIOMJICHUETO.

(3) Korato MAJI He ce mpousHece B CpoKa 1o aj. 2, cMsTa ce, 4Ye MEPKUTE ca 0JI00pEeHH.

(4) Koraro MAJl ycranoBu, ye WMMa pHUCK 3a 3JIpaBeTO HAa Xopara OT ymoTpebaTa Ha
JIEKapCTBEHHS MPOIYKT, pa3lopek/a Ha MPUTEXKATENS HA Pa3pelIeHUueTo 3a ynorpeda a mpeamnprueme
He3a0aBHO OrPAaHUYUTEITHH MEPKU.

(5) B cnydaute mo an. 1 u 4 mpuTeKATENAT HA Pa3pelICHUETO 3a yrnoTpeda Ha JeKapCTBEHHS
mpoayKT chriaacysa ¢ MAJI HaunHa ¥ CpOKOBETE 3a BbBEKAAHE HA TIPEIIPUETUTE MEPKH.

(6) TlpurtexxaTensT Ha pa3pelICHHETO 3a yrmoTpeda Ha JIEKApCTBEHHS MPOAYKT TMOJaBa 0
u3mbIHUTENHUS aupektop Ha MAJI 3asBieHne 3a MpoMsHa Mo pena Ha wi. 64 He MOo-KbCHO OT 15 mHu
CIle/l JaTaTa Ha IpeAnprueMane Ha MEpKHTE.

Un. 66. (1) (U3m. - 1B, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) Ilpurexarensar Ha
paspeleHre 3a ynoTpeda Ha JeKapCTBEHHS MPOAYKT IM01aBa 3asBJCHHE 3a pa3lIupsiBaHe HAa 00XBaTa Ha
W3JIaJICHOTO pa3pellicHue 3a yroTpeda MmpHu:

1. mpoMsiHa Ha aKTHBHOTO/aKTHBHHUTE BEIIECTBO/BEIIECTBA!

a) 3aMsHa Ha XHMHUYECKH AaKTUBHO BEINECTBO C pa3jiMueH KOMIUICKC/ICpUBAT, BKIIFOUBAII
coi/ectep, CbC  ChIlara  TepameBTHYHA  YacT, TMPH  KOETO  XapaKTePUCTUKUTE  Ha
e(prKaCHOCTTa/0e30MaCHOCTTA HE C€ Pa3IuaBaT ChIIECTBCHO;



0) 3aMsiHa C pa3IMYeH H30MeEp, pa3linyHa CMEC OT M30MEpH, 3aMsiHAa Ha CMEC C H30JHpaH
u3oMep (HampuMmep Ha pameMar ¢ eIWHUYEH EHAHTHOMEp), MPU KOETO XapaKTePUCTUKHUTE Ha
e eKTUBHOCTTa/0e30MacCHOCTTa HE Ce pa3jinyaBaT ChUIECTBEHO;

B) 3aMsHa Ha OWMOJIOTMYHO AKTUBHO BEIIECTBO C TaKOBa, KOETO HMMa MAaJlKO MO-pa3InyHa
MOJIEKYJISIpHA CTPYKTYypa, HPH KOETO XapakTEepUCTUKUTE Ha e(PEeKTHBHOCTTA/0€30MacHOCTTa HE Ce
pa3nuyYaBaT CHIIECTBEHO, C M3KIIOUEHHWE HAa MPOMEHH B AaKTUBHOTO BEIIECTBO HAa CE30HHA,
npeanaHieMUyHa Wi aHJAeMUYHa MPOTUBOTPUITHA BAKCHHA 32 YOBEIIKA yIoTpeOa;

') MpOMsHA Ha BEKTOPA, M3MOJI3BaH 3a MMPOU3BOJICTBOTO HA aHTUTCHA WM U3XOJHUS MaTepual,
BKJIIOUMTEIHO HOBAa OCHOBHA KJIEThbYHAa OaHKa OT APYr WM3TOYHHK, IPU KOETO XApAaKTEPUCTUKHUTE Ha
e eKTUBHOCTTA/0E3BPETHOCTTA HE C€ pa3inyaBaT ChIICCTBCHO;

) HOB JIMTaHJ WIM CBBP3Balll MEXaHW3bM 3a paauodapMalleBTUK, TMPU KOHTO
XapaKTePUCTHKUTE Ha e()eKTUBHOCTTA/0E30MMaCHOCTTA HE CE Pa3IMuaBaT ChIECTBEHO;

€) TMpoMsiHa B eKCTpaxWpalus pa3TBOpPUTEN WIM B CHOTHOIIEHHUETO PACTUTEIHO
BEIIECTBO/PACTHUTEIIEH MpemapaT, IpH KOETO XapaKTePUCTUKUTE Ha epuKacHOCTTa/0€3BPEIHOCTTA HE CE
pa3inyaBat ChIIECTBEHO;

2. mpoMsiHa B KOJHMYECTBOTO Ha aKTHBHOTO BEIIECTBO, JICKapcTBeHaTa (opMa W TS Ha
BBBEXKIAHE:

a) IpoMsiHa B OMOHAJTMYHOCTTA;

0) mpoMsiHa BbB (hapMaKOKUHETHKATA, HAlpUMEp MPOMSHA B CKOPOCTTa Ha OCBOOOK/1aBaHE;

B) IPOMSTHA WJIM JOOaBSHE HA HOBO KOJMYECTBO HA aKTHBHOTO BEIIIECTBO/aKTUBHOCT;

I') IpoMsiHA WK Jo0aBsHE HA HOBA JieKapcTBeHa (hopMma;

1) POMSIHA WM JTOOaBSIHE HA HOB IBT HAa BBHBEXKJIAHE - NPHU MAPCHTCPATHO NPUIIOKEHUE €
HeoOXO0IMMO Jia ce MpaBU pa3rpaHUuEHUE MEXAYy MHTpaapTepualeH, HHTPABEHO3EH, HHTPAMYCKYJIEH,
MTOJIKOYKEH ¥ IPYTH ITHTHUINA HA BHBEXK IAHE.

(2) 3asBnenuero mo an. 1 ce moxaBa 3aeAHO C JOKyMeHTamusrta mo wi. 27, am. 1, T. 10,
CBBbp3aHa ¢ IPOMEHUTE 110 ai. 1.

(3) M3uckBanusTa KbM JOKYMEHTAIIMSATA 110 all. 2 ce OIpeaessaT B HapeadaTa mo ui. 42.

(4) HaumeHoBaHUETO HA JEKAPCTBEHUS MPOJIYKT B M3JAJCHOTO pa3pelieHHe 3a paslIupsBaHEe
Ha 00XBaTa Ha MbPBOHAYATHOTO pa3pelieHne 3a ynorpeda He ce MPOMEHsI.

(5) NzmaBaneTo Ha pa3pelicHHE 3a pa3lIkpsBaHe 00XBaTa HA BeUe M3/IaJCHO pa3pelicHue 3a
yrnoTtpeda Ha IeKapCTBEH MPOAYKT CE€ U3BBPIIBA MPU YCIOBUATA U 1O peAa Ha ui. 49 - 51.

Un. 67. (1) IlpurexarensaT Ha pa3pelIeHUETO 3a yrnoTpebda Ha JIEKApCTBEHUS MPOAYKT I0/aBa
3asiBJICHUE 32 U3JlaBaHEe Ha HOBO pa3pelleHune 3a yrnorpeda mpu:

1. noOaBsiHE WM TpeMaxBaHE Ha €IHO WM TIOBEYEe AKTUBHU BEIIECTBA, BKIIOYUTEIHO
AHTUTE€HHU KOMIIOHEHTH 33 BAKCUHUTE;

2. mpoMsiHa B KAa4eCTBOTO HA AKTUBHOTO BEIIECTBO, MOCOYEHA B JIOCHMETO, KOATO MPOMEHS
CHILIECTBEHO XapaKTePUCTHKUTE 3a 0e30MacHOCT U e(PUKACHOCT Ha JIEKAPCTBEHHUS MPOAYKT, H
MIPOMEHEHOTO BEIIECTBO CE OMPEEIsi KaTo HOBO;

3. nobaBsHE HAa HOBO WJIM TMPOMSHA HA CBHIIECTBYBAI[OTO T[IOKAa3aHUE 3a JIEYCHHUE,
npo¢uIaKTHKA WK JUArHOCTHKA B IPyra TepaneBTUYHa 00JIacT.

(2) (Homa - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [IpurexkaTenar Ha pa3penieHUETO
3a ynotrpeba Ha JIEKapCTBEHHs] NPOAYKT I0/1aBa 3asBJICHHE 3a W3JaBaHE Ha HOBO pa3pelleHue 3a
yrnoTtpeba, KOrato 3asBICHHUETO 3a MOAHOBSIBAHE Ha pa3pelIeHUeTo 3a yrnoTpeda He € MoAaJeHO B CPOKa
mo 1. 59a, an. 1.

(3) (Ilpegumna an. 2 - IIB, 6p. 71 ot 2008 r., B cunma ot 12.08.2008 r.) 3asBrneHueTo ce
MpUApYyXaBa OT TOKyMEHTaIUs, ONpeiesieHa B Hapeaodara mo wi. 42.

(4) (ITpeaumna an. 3, nom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B cnyyauTte mo an.



1 u 2 ce mpuiara nponeaypara mo 41i. 49 - 51.

Un. 68. (U3m. - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) [Ipurexarenar Ha
paspelieHue 3a ynorpeba/yJoCTOBEpEHUETO 3a PEruCcTpalys Ha JIEKapCTBEH NMPOJYKT € JUIbXKEH Ja:

1. OTYMTa MOCTMKEHUATA HA HAYYHO-TEXHHUECKUS MPOTPEC U /1a BHBEXKAa BCUUKU HEOOXOTUMHU
MPOMEHH B IOKYMEHTausITa 1o wi. 27, ain. 1, T. 7 u 8 ¢ 1uen JekapCcTBEHUSIT MPOAYKT Ja ce MPOU3BEKIA
U KOHTPOJIMpa ChIJIACHO OOUIONPUETUTE HAYYHU METOJM; IPOMEHUTE CE€ U3BBPILBAT IO PEJla Ha [VIaBU
TpeTa U IeTa;

2. moxaBa He3abaBHO B MAJI Bcsika HOBa MH(OpMAIUs, KOSTO MOXKE J1a HAJIOXKHU MPOMSHA B
JAHHUTE U JOKYMEHTHUTE 10 Wi. 27 - 32 1 B KpaTKaTa XapakTepUCTHKa Ha IPOIYKTa;

3. undopmupa Bennara MAJI 3a Bcsika 3a0paHa MM OrpaHUYEHUE, HAJIOKEHO OT PEeryJaTOpHU
OpraHd Ha JApPYrH AbP’KaBU, B KOUTO JIEKApCTBEHUAT NMPOAYKT € IyCHAT Ha Ia3apa, 3a MPUYUHMTE,
1opajd KOMTO Cca HAJIOKEHU TE3M MEPKH, KaKTO M 3a BCSKa Jpyra HOBa MH(oOpMaIus, KOSTO MOXeE Jia
IIOBJIMSIC Ha OLEHKATa Ha IOJI3UTE U PUCKOBETE HAa ChOTBETHHS JIEKAPCTBEH MPOAYKT; MHPOpMaLusaTa
BKJIIOUBA KAKTO IOJIOXKUTEITHUTE, TaKa U OTPULIATEIIHUTE PE3YJITaTH OT KIMHUYHUTE U3IMUTBAHUS WIH
Apyrd NOpOy4YBaHMsS HAa BCUYKM II0KA3aHUS W MONYyJallMM, HE3aBUCUMO Jajd ca BKIIOYEHH B
paspemieHneTo 3a ynorpeba, KakTo W JIaHHU 3a yrmoTrpedara Ha JIEKapCTBEHUS MPOIYKT, KOTaTo Tas3u
yrnoTpeda € U3BbH yCIOBUATA HA PA3pPEIICHUETO 3a YIOoTpeoda;

4. cpxpaHsBa M aKTyalu3upa WHPOpPMANUATa 3a JEKAPCTBEHHUS MPOIYKT C TEKYIIUTE HAYYHH
[IO3HAHUS, BKJIIOUUTENHO 3aKJIIOYEHHMATAa OT OLEHSIBAaHETO M MPENopbKUTE, NyOJUMKYyBaHM Ha
EBpornelickusi MHTEpHET MOPTal 3a JIEKAPCTBEHU NPOAYKTH, Ch3JaJ€H B CHOTBETCTBUE C WIEH 26
ot Pernament (EO) Ne 726/2004 na EBponeiickus mapiament u Ha CbBeTa;

5. pa3npocTpaHsBa JEKapCTBEHMsI IPOJYKT C IOCIEIHO O00peHaTa KpaTka XapaKTepuCcTUKa Ha
IIPOAYKTA U JIUCTOBKA 3a MAIEHTa,;

6. (moBa - [IB, 6p. 18 ot 2014 r.) undopmupa MAJI 3a Bcsko mpeaAnpuero oT HEro AEHCTBUE,
CBBP3aHO C BPEMEHHO CIHMpaHe MpelaraHeTo Ha Ma3apa Ha OlpeJiesieH JIEKapCTBEH MPOAYKT, U3TErIIHE
OT Ia3apa Ha OIpeJelieH JIEKapCTBEH MPOJIYKT, UCKaHE 3a NMPEKpaTsSBaHE Ha pa3pelleHue 3a ynorpeda
WIA 3asBEHO HAMEpEeHHE 3a HEMOJHOBSBAHE Ha pa3pelleHHeTO 3a ymoTpeda, KakTo M Jia MOCOYH
IPUYMHUTE, TOpaAu KOUTO € HpeInpHeTo ToBa JeMCTBHE, B TE3U Cilydau MPUTEXKATeNlAT Ha
pas3pelIeHneTo 3a yrnoTpeda Aekiapupa Aaiau OpeAnpueTuTe OT Hero JeMCTBUS ce IbJDKAT Ha HIKOE OT
OCHOBaHMUATA 110 4. 276 i 1o uit. 277,

7. (HoBa - /1B, 6p. 18 ot 2014 r.) unpopmupa MAJI, ako aelicTBusTa 1O T. 6 ca MpeIpUETH B
TpeTa AbpXkKaBa U ce JbJKAT Ha HAKOE OT OCHOBAaHUSTA 1O Wi. 276 v 1o ui. 277,

8. (noBa - JIB, 6p. 18 ot 2014 r.) unopmupa EBponeiickara areHuus 1o Jiekapcrpara, Korato
JefcTBusATa 110 T. 6 U 7 ca mpeanpueTu Ha OCHOBaHue wi. 276 u 277;

9. (noBa - /IB, Op. 18 or 2014 r.) ocurypsiBa JAOCTaThbUHU KOJMYECTBA OT JIEKAPCTBEHHS
MIPOJYKT 3a 3a/I0BOJIIBAHE Ha 3[IpaBHUTE MOTPEOHOCTH Ha HaceneHuero Ha PenyOmnuka bbarapus;

10. (noBa - /IB, Op. 84 or 2018 r., B cuna ot 12.10.2018 r.) npenoctasst Ha MAJI, exxecenMU4HO
WM TIpU MPOMSIHA Ha 00CTOSITENICTBATA, Ype3 CHelHaln3upaHaTa eJIeKTpoHHa cuctema 1o 4i. 2170, an.
1 unpopmanus 3a:

a) JocTaBeHUTe Ha TepuTtopusita Ha PenyOnuka bbirapus konnyecTBa, MOCOYEHHU IO
JIEKapCTBEHH INPOAYKTH, BKIIOYEHH B II03UTHBHMSA JIeKapCTBEH CIUCHK, HA KOMTO € IpUTEXaTesl Ha
pas3peleHueTo 3a ynorpeoa;

0) THProBUUTE Ha €ApO, HA KOMTO Ca JOCTAaBEHH KOJMUYECTBAaTa JIEKAPCTBEHU IMPOAYKTH IO
OykBa "a";

B) JIaTaTa, Ha KOSATO ca U3BBPIICHU JOCTaBKUTE 1Mo OykBu "a" u "0";

I') HAUTMYHUTE B CKJIAJOBETE KOJUYECTBA, MIOCOYEHU IO JIEKAPCTBEHU NMPOJIYKTH, BKIIOUEHHU B
ITo3uTHBHUSA JIEKAPCTBEH CIUCHK, HA KOUTO € MIPUTEKATEI Ha pa3pelIeHneTo 3a ynorpeoa.



(2) IIpuTexaTensaT Ha pa3pelICHUETO 3a YIOTpeOa/yI0CTOBEPEHNUETO 32 PETUCTPAIIHS € JThKEH
nipu noucksane ot MAJI na npencrasu:

1. maHHM B MOAKpETa Ha MOJOKUTEIHOTO ChOTHOILIEHHUE MOI3a/PUCK 32 JIEKAPCTBEHUS POAYKT;

2. (m3m. - 1B, Op. 18 o1 2014 r.) nanuu 3a o6ema Ha IPOAAKOUTE HA JIEKAPCTBEHHS IPOIYKT U
BCAKaKBa Jpyra uMHopMaius, ¢ KOATO NPUTEXATeNsAT Ha paspelleHueTo 3a ymnorpeda pasmosara,
OTHOCHO 00eMa Ha JIEKAPCKUTE MPENICAHUS 3a IPOAYKTA;

3. xonMe OT OCHOBHATa JOKyMEHTAIlMsl Ha CHUCTeMara 3a MpOoCIe/sBaHE Ha JieKapCcTBEHATa
6€30macHoCT.

(3) IlpurexarensaT Ha pa3pemieHueTo 3a ynorpeda mpemocraBs Ha MAJl nokymeHTanusaTa 1o
as. 2, T. 3 B 7-AHEBEH CPOK OT II0Jy4yaBaHE HA UCKAHETO.

Ui 69. (1) IlpurexarensaT Ha pasperieHue 3a ynoTpeba Ha BaKCHHA WM HAa UMYHOJIOTHYCH
JIEKapCTBEH MPOAYKT, IIpeIHAa3HAUEH 32 UMYHU3aLUs, [IPEIN IIyCKAaHETO HA BCSKA MMapTHAA OT MPOAYKTa
Ha Ta3apa e JIbXeH Ja npeacrass B MAJL:

1. MocTpa OT KpalHUS MPOAYKT W/WIM MOCTpa OT NMPOAYKTa B HACHUITHO CHCTOSHUE/HEPA3JIST
MIPOJIYKT;

2. IPOTOKOJIM OT NMPOU3BOACTBOTO M KAYECTBEHUSI KOHTPOJT,

3. JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpeseneH B Tapudara mo wi. 21, ain. 2.

(2) Ilpurexarenar Ha pa3pelICHUETO 3a yNoTpedba Ha HOBU HMMYHOJOTMYHM JIEKapCTBEHU
MPOAYKTH WM HAa MMYHOJOTUYHH JIEKAPCTBEHU MPOIYKTH, MPOU3BEIECHU C HOBU WM IPOMEHEHH
TEXHOJIOTUU WJIN C TEXHOJOTUH, HOBU 32 OT/IEJIEH MPOU3BOAMUTEN, U3II'BJIHABA 3abJDKEHUSTA 110 al. 1 3a
KOHKPETHHS TIEPUO/I, TOCOUEH B pa3pelICHUETO 3a yIoTpeoda.

(3) B cpok 60 mHu oT marara Ha TPENOCTaBSAHE HAa MBJIHUS KOMIUIEKT HoKymeHTH WMAJI
U3BBPIIBA OLIEHKA HA MPOTOKOJIUTE OT MPOM3BOACTBOTO U KAUECTBEHUS KOHTPOJ HA >KMBH BAKCHHH,
MMYHOJIOTHYHM W HOBU HMMYHOJIOTMYHHM JIEKAPCTBEHH TMPOAYKTH W M3MUTBAHE HA TMPEIOCTABEHUTE
MOCTpH B akpeAuTHpaHa jJaboparopus, 3a a YCTAaHOBH Jalii JIEKAPCTBEHUTE MPOAYKTH o ain. 1 u 2 ca
MIPOM3BE/IEHU B CHOTBETCTBUE C OJ00PEHUTE CIeLU(PUKAIIH.

(4) ITpu nonoxxuteneH pezynrat oT uznurBanero MAJl usgasa ceprudukar 3a ocBoOOKIaBaHE
Ha mapTujara.

(5) VYcnoBusita, peabT, KaKTO U H3UCKBaHMITa KbM JOKyMEHTAllMATa 3a HW3JaBaHE Ha
ceptuduKar 3a 0OCBOOOXKaBaHE Ha MapTUIaTa 3a MPOAYKTHTE 10 all. 1 u 2 ce ompenensaT B Hapeada Ha
MUHUCTHPA Ha 3/]paBEOIMa3BaHETO.

(6) Koraro onieHkaTta 1 MU3MUTBAHETO M0 . 3 32 ChOTBETHATA MAPTU/IA JEKAPCTBEHU MPOTYKTH
ca U3BBPIICHU OT oduIMaiHa JabopaTopus 3a KOHTPOJ HA JIEKAPCTBEHU MPOIYKTH B Apyra Abp:KaBa
YICHKa, TMPUTEXATEISIT Ha paspemieHnero 3a ymnorpeba mpeactaBs B WMAJl ceprudukara 3a
0CBOOOKIaBaHe Ha MapTUaTa JIEKApCTBEHU MPOIYKTH, U3Aa/IeH OT PEeryJaTOPHUS OpraH Ha AbprKaBara
YJICHKA.

(7) B cniydaute o an. 6 MAJI He u3BbpiIBa AetHOCTUTE 1O ail. 3 U 4.

Ui 70. (1) [Iputexxatenar Ha pa3pelieHue 3a ynorpeda Ha JEeKapCTBEH MPOAYKT, MOJTYYEH OT
YOBEIIKa KPbB WJIM YOBEIIKA IUIa3Ma, MpeAu MycKaHe Ha BCSKAa MapTUla OT MPOAYKTa Ha masapa €
JUThXeH Aa npeactass B MAJL:

1. MocTpa OT KpailHHsS TPOAYKT W/WIM MOCTpa OT MPOJYKTa B HACHUITHO CHCTOSHUE/HEPA3JISIT
MPOJIYKT;

2. MPOTOKOJIA OT MPOU3BOJICTBOTO M KAYECTBEHUSI KOHTPOIT,;

3. TOKYMEHT 3a IJIaTeHa Takca B pa3Mep, onpesereH B Tapudara mo wi. 21, am. 2.

(2) B cpok 60 nmHu OT ;mataTa Ha MPEAOCTaBSHE HA MBIHUS KOMIUIEKT ToKymMeHTH WMAJI



U3BBpIIBA OIEHKAa Ha IMPOTOKOJIUTE OT MPOU3BOJICTBOTO M KAueCTBEHUS KOHTPOJ Ha JIEKApPCTBEHUS
MPOJYKT, MOJYYEH OT YOBEIIKA KPbB WJIM YOBEIIKA IJIa3Ma, U U3MUTBAHE HAa MPEIOCTABEHUTE MOCTPHU B
aKpeIuTHpaHa JlabopaTopHs, 3a JJa yCTaHOBH JaJid JICKAPCTBEHUST MPOAYKT MO an. | € Mpou3BE/IeH B
CBHOTBETCTBHUE C OJIOOPEHUTE CIICIU(PHKAIIHH.

(3) IIpu monoxxureneH pesyarar ot uznureanero MAJI n3ngara ceptudukar 3a ocBoOOXK1aBaHE
Ha napTujara.

(4) VYcnoBusita, peAabT, KaKTO U HU3UCKBaHMITA KbM [OKYMEHTAllMATa 3a HU3JlaBaHE Ha
cepTH(HKAT 32 OCBOOOXK/IaBaHE HA MApTHAATa 3a MPOJAYKTUTE 110 ajl. 1 ce onpenenar B HapeadaTa Mo 4il.
69, an. 5.

(5) Koraro oneHkara u U3MUTBAHETO 1O ajl. 2 32 CbOTBETHATA MapTH/Ia JEKAPCTBEH MPOJIYKT ca
U3BbpIIEHH OT odunmamHa jgabopaTopus 3a KOHTPOJ HA JIEKAPCTBEHU IMPOAYKTH B Apyra Ibpriana
YlieHKa, TNPUTEXKATEIAT Ha paspeuieHneTo 3a ymnorpeba mnpeacraBs B HWAJlL ceprudukara 3a
0CBOOOKJaBaHe Ha MapTHaaTa JIEKapCTBEH MPOIYKT, M3[a/ieH OT pPEerylaTOpHUsS OpraH Ha JAbprKaBara
YJICHKA.

(6) B ciydaute o an. 5 MAJI He u3BbpIIBa ACHHOCTHUTE 110 al. 2 U 3.

Un. 71. (1) putexarenst Ha pa3penieHue 3a ynorpeda € JUIbXKeH Aa MOJAbpiKa cUcTeMa 3a
OJIOKMpaHe U U3TETJIsIHE OT Ma3apa Ha JIEKapCTBEHU MPOAYKTH, KOUTO HE OTTOBApST HA U3UCKBAHUATA 32
Ka4ecTBO, O€30MaCHOCT U e(PUKACHOCT.

(2) IlpurtexarensT Ha paspelieHHe 3a yHnoTpeda € UIbXKEeH Ja OJIoOKMpa U U3TerNu
JICKapCTBCHHUTE MPOIYKTH, IMMOKa3aJld HECHhOTBETCTBHE C M3MCKBAaHUATA 3a KA4eCTBO, €()UKACHOCT H
0e30macHOCT, 10 peia Ha Hapeabara mo wi. 274, ai. 1.

Yn. 72. (Otm. - [IB, 6p. 102 o1 2012 1., B cuma ot 21.12.2012 1.)

Yn. 73. (1) [Ipurexarenst Ha pa3pelIeHUETo 3a ynoTpeda MoXe Ja MPEeXBbPIIM MpaBaTa BbpXY
paspelieHneTo 3a ynorpeba Ha JIEKapCTBEHUs MPOAYKT Ha JAPYro IOPUAMYECKO JIMIIE WU Ha
o0e/IMHEeHHsI, KOMTO HE ca IOPUANYECKH JIMIIA, YCTAHOBEHH Ha TEPUTOPUSATA HA IbPKABUTE UJICHKH.

(2) TlputexarensaT Ha paspeuieHUETo 3a ynoTpebda momaBa B MAJI 3asBieHHe, KbM KOETO
npujara JOKyMEHTalMs, olpeseneHa B Hapenbara mo wi. 42, KaTo Moco4yBa MpeAsIoKeHHE 3a JaTa Ha
MIPEXBBHPIISHETO.

(3) Ilpu ycraHoBsiBaHE Ha HENMBJIHOTH B JAOKyMeHTaius no ai. 2 MAJI yBenoMsiBa MHCMEHO
MIPUTEKATEIS Ha pa3pelieHueTo 3a ynorpeda Aa npeacTaBu He0OXo1MMaTa JOIbJIHUTENHA HH(DOpMaLIUs
B cpok 30 mHu. CpoksT Mo aj. 5 cnupa Aa Tede OT JaraTa Ha YBEJOMJIEHHETO A0 NPEAOCTaBsHE Ha
vcKaHaTa uHGOpMaIus.

(4) Axko B cpoka Mo ai. 3 mpuUTeXaTeasaT Ha pa3pelieHHeTo 3a ynorpeda He JONBIHU
JOKYMEHTaIsATa, MpoleaypaTa 1Mo NPexXBbpJsSHE Ha pa3pelleHHeTo 3a ynorpeda Ha JIeKapCTBEHUS
IIPOJYKT C€ IMPEKpaTABa.

(5) B cpox 30 nHu OT gaTaTa Ha MOJIaBaHE HA 3aSBJIICHUETO MO AJl. 2 U3IMTBIHUTEITHHUAT JUPEKTOP
Ha MAJI u3gaBa paspenieHue 3a mpoMmsiHa, ¢ KOETO ce 0700psiBa MpexBbpiissHETO. B pa3spemienuero 3a
MIPOMSIHA Ce IOCOYBA U J1aTaTa Ha MPEXBbPIISIHE HA Pa3peLIeHUETO 3a yroTpeoa.

(6) HoBusT mnputexxaTen Ha paspelieHHeTo 3a ynorpeba moema WH3IsUI0O IpaBaTa u
3aJIBJKEHUATA Ha MIPEIUIITHUS MPUTEXKATE Ha pa3peleHueTo 3a ynorpeoa.

(7) llpu mpexBBPISIHETO HA pa3pelIeHUETO 3a YoTpeda Ha JIeKapCTBEH MPOIYKT MO peia Ha all.
1 - 6 cpoKBT My HE CE TPOMEHS.



Pazpen VII.
IIpouenypa mo B3auMHO NMPU3HABAHE M JIEIlEHTPAJIM3MPAHA NPoleaypa

Ui 74. (1) Korato numiero mo wi. 26, an. 1 uMa u3aaeHo pa3pelieHue 3a ynorpeda B Apyra
IbpKaBa YICHKA 3a ChIIMA JIEKApCTBEH NMPOAYKT IO CMHUCHJIA Ha wi. 45, an. 3, 3a KOHTO € mojaasno
3asBJIeHHE 3a paspemieHue 3a ymnorpeda a0 WAJI, To momaBa uckaHe 1O peryiaTopHUs OpraH Ha
MMOCOYCHA OT HETO B 3asIBJICHHUETO JIbpKaBa WieHKA, HapU4yaHa Mo-HATaThK "pedepeHTHa nbpkasa’, na
M3TOTBU OLEHBYEH JOKJIA/ WIH JIa aKTyaJu3upa ChIIeCTBYBaIIHs.

(2) Coc 3agBneHuero auuero no ain. 1 nomaBa B MAJI nocue, KOETO € HAEHTUYHO Ha
MOJIaJICHOTO B pedepeHTHaTa AbpKaBa U B APYTUTE IbPXKABU WIECHKH, IMOCOYEHH B 3asIBICHUETO,
HapUyaHU 0-HATaThK '"3aCerHaTu AbpxkKaBu'.

(3) UsnbnHuTeNHATA areHIys 10 JIeKapcTBaTa M 3asBUTENAT MOJIydaBaT Mo CiyxeOeH IbT OT
peryiaaTopHus opraH Ha pedepeHTHaTa AbpkaBa Mo aj. | OIEeHBYHHUS JIOKIAJ 3aeTHO C OJoOpeHara
KpaTKa XapaKTepHCTHKa Ha MPOAYKTa M C OJOOpEeHHTe MakeT Ha ONaKOBKaTa M Ha JIMCTOBKAaTa 3a
MalUeHTa.

(4) 3nbaHuTenHaTa areHUus Mo JeKapcTBara pasriiexaa JOKYMEHTHTE MO aj. 3 U MHUCMEHO
uHpopmupa pedepeHTHaTa AbpKaBa 3a B3ETOTO pelieHre B cpok 90 THHM OT JaTara Ha MOITy4aBaHETO
UM.

(5) B cpok 30 nHM OT moJydaBaHETO Ha YBEIOMJICHHE 3a MPHUKIIOYBAHE Ha MpOIEaypaTa OT
pedepeHTHATa AbpKaBa W3MBIHUTENHUAT aupektop Ha MAJI mznmaBa paspemienue 3a ymorpeba Ha
JCKapCTBEHHUS TPOAYKT Ha Tepuropuara Ha PemyOmmka bearapus ¢  omoOpeHuTe Kparka
XapaKTepUCTHKA Ha MPOIYKTa, MAKeT Ha OMAaKOBKaTa U JMCTOBKATA 3a MallUeHTA.

Y. 75. (1) Koraro nuuero no ui. 26, an. 1 nogasa eqnoBpemenHo B MAJI u B apyru 1bpxaBu
YJICHKU 3asBJICHUE 3a pa3pelleHue 3a ynorpeda Ha JIEKapCTBEH IMPOAYKT, 32 KOHTO HsAMa M3/1aJeHO
paspemieHne 3a ynorpeba Ha TEpUTOPHITa Ha JbpXKaBa UICHKA, TO II0COYBAa B 3aSBICHUETO
peryiaaTopHUsl OpraH Ha JbpkKaBaTa WiIEHKa, Hapu4aHa MO-HATaThK "pedepeHTHa abpikaBa’, KOUTO Ja
M3TOTBU MPOEKT Ha OLEHBYEH JIOKJIAJ], POEKT Ha KpaTKa XapaKTepUCTHKAa Ha MPOIYKTa W MPOEKT Ha
MakeT Ha ONaKOBKaTa M JINCTOBKATa 3a MallUeHTa.

(2) Coc 3asBnenuero nuiero no an. 1 mogasa B MAJI nocue, uAEHTUYHO Ha MOAAICHOTO BHB
BCUYKHM JIpYTW Jbp)KaBU WICHKH, IOCOYEHHM B 3asBJICHHUETO, HApUYaHU IO-HATaThK '3acerHaTu
bpKaBH".

(3) U3nbpaHuTeNnHATA areHLUs 1O JIeKapcTBaTa M 3asBUTENAT MOJIydaBaT MO CIyKeO0eH BT OT
peryinatopHus opraH Ha pedepeHTHaTa JAbp)kaBa MPOEKTa Ha OIEHbYEH JIOKJaJ, MPOeKTa Ha KpaTka
XapaKTepUCTHKA Ha MPOJYKTa U MPOEKTa Ha MaKeT Ha ONAaKOBKAaTa M Ha JMCTOBKAaTa 3a MAIMEHTA.

(4) U3npaHuTEenHATa areHuus Mo JeKapcTBara pasriiekaa JOKYMEHTUTE MO all. 3 M MUCMEHO
uHpopMupa pedepeHTHaTa AbpKaBa 3a B3€TOTO pelieHue B cpok 90 THHM OT JaTaTa Ha MOJTy4aBaHETO
UM.

(5) B cpok 30 aHM OT moNydaBaHETO HA yBEeJOMJICHHE 3a MPUKIIOYBAHE Ha IMpoleaypaTa OT
pedepeHTHaTa IbpiKaBa M3MBIHUTENHUAT nupektop Ha MAJl mznaBa paspemienue 3a ynorpeba Ha
JIeKapCTBEHUs. TpPOJAYKT Ha Tepuropuara Ha PemyOmuka boearapus c¢ onoOpeHuTe Kparka
XapaKTepUCTHKA Ha MPOJIyKTa, MaKeT Ha OMaKOBKaTa U JMCTOBKATa 3a MalMeHTa.

Y. 76. (1) Koraro Peny6nuka benrapus e pegepentna appxana no wi. 74, MAJL:

I. B cpok 90 nmHM oOT pataTa Ha NOJAaBaHE Ha BAJMIHA JAOKYMEHTAIMs H3Ipania Ha
PETYJIAaTOPHUTE OPraHM Ha 3aCETHATUTE IbPXKaBU M Ha 3asABUTENS OLEHBYHUS JOKIJIAJ, NMPUAPYKEH C
onoOpeHaTa KpaTka XapaKTepUCTHKa Ha MPOAYKTa M C OJOOpPEeHHTE MakeT Ha ONaKkoBKaTa M Ha



JMCTOBKATa 3a MaIHeHTa;

2. 3aKkpuBa IpoleaypaTa MW YyBEJOMsBAa 3asBUTENI M 3aCErHATUTE Ibp)KAaBHU, aKO BCHUYKH
3acerHaTH IbpKaBU ca s 0100pHIIH.

(2) B cpok 30 n1Hu OT 3aKpUBaHETO Ha IpoLeAypara no ail. 1, T. 2 U3NBIHUTEIHUAT TUPEKTOP
Ha MAJI n3naBa paspemienue 3a ynorpeOa Ha JIEKApCTBEHHUs MPOAYKT Ha TepuTopusara Ha PemyOnuka
Bwarapust ¢ ogoOpeHuTe KpaTka XapakTepuCTUKa Ha MPOJYKTa, MAaKeT Ha OMAaKOBKAaTa U HA JIMCTOBKATa
3a NalMeHTa.

(3) Koraro Peny6nuka bearapus e pedepentna appxasa mo wi. 75, MAJL:

1. B cpok 120 pHmM OT maraTa Ha IOJaBaHEe Ha BajUJHA JOKyMEHTalUs H3Ipalia Ha
pEryJIaTOPHUTE OpPraHUW Ha 3aCErHaTUTE ABP)KABU U Ha 3asBUTEN] IPOEKTAa Ha OLIEHbYHHUS JIOKIAJ,
IIPOEKTa Ha KpaTKa XapaKTepUCTHKA Ha MPOJYKTa U MPOEKTa Ha MAaKeT Ha ONaKOBKaTa M Ha JIMCTOBKATa
3a MalUeHTa;

2. 3aKkpuBa IpolLeaypaTa M YyBEJOMsBAa 3asBUTENI M 3aCETHATUTE IbPKABH, aKO BCUYKH
3acerHaTH IbPKaBH ca s 0100pHIIH.

(4) B cpoxk 30 nHU OT 3aKpHUBaHE HA MPOIleAypaTa Mo ai. 3, T. 2 U3MBJIHUTEIHUAT TUPEKTOP Ha
WAJl u3paBa paspemieHune 3a yrnorpeda Ha JEKapCTBEHHS MPOAYKT Ha TepuTopusata Ha PemyOmmka
bearapus ¢ ogoOpeHuTe KpaTka XapakTepuCTUKa Ha MPOJYKTa, MaKeT Ha OMAaKOBKAaTa U Ha JIMCTOBKATa
3a MalueHTa.

Un. 77. (1) Korato MAJI He onobpu mpencraBeHaTa TOKyMEHTALUA 110 Wi. 74, all. 3 WU 10 4.
75, an. 3 mo choOpaXkeHUs 3a TMOTCHIMAJIEH CEPHO3€H PHUCK 3a 3[paBETO Ha HACEJICHUETO, M3TOTBS
noapoOeH JI0KJIaa ¢ MOTUBHU 0 pedepeHTHaTa AbprkaBa WIEeHKa, A0 JAPYTUTE 3aCETHATH IbPKaBU U JI0
3asIBUTEJIS.

(2) Cnopuute BBIpocH 1o an. 1 ce pasriexaar or KoopauHanmoHHaTa rpymna Ha JbpKaBUTE
YWICHKHU. 3asBUTENIAT MOXE Ja MPEACTaBU CBOATA MO3UIIUS MO PA3MIICKIAHUTE BBHIPOCH MHUCMEHO WIH
YCTHO.

(3) UsnbnHuTenHaTa areHuys 1o JekapcrBata yyactBa B KoopanHannoHHara rpyna mno ai. 2
710 3aKpHUBaHEe Ha MpoIleayparTa oT pedepeHTHaTa IbpKaBa.

(4) B cpox 30 mHm OT mody4yaBaHE€ Ha YBEIOMJICHHE 3a 3aKpuUBaHE Ha TMpoleaypara OT
pedepeHTHaTa AbpKaBa W3MBIHUTENHUAT aupektop Ha MAJI uznmaBa paspemienue 3a ymorpeba Ha
JIEKApCTBEHUS TTPOJYKT C OAOOPEHUTE KpaTKa XapaKTepUCTHUKA Ha TPOyKTa, MAaKeT Ha OMaKOBKaTa U Ha
JUCTOBKATa 3a MallleHTa.

Y. 78. (1) Koraro B npouenypa npea Koopaunanuonnara rpyna mno wi. 77, ai. 2 JbpKaBUTe
WIEHKH HE IOCTUTHAT CBIVIACHE, CIIOPHUTE BBIPOCH ce pasriexigar or Komwurera 3a JeKapCTBEHH
NPOAYKTH 3a XyMaHHa ymnoTpeba kbM EBponeiickata areHuust Mo JjekapcTBaTa I0 apOUTpakHa
npouenypa. Konue ot jokyMeHTamusaTa ce u3npaiia Ha 3asBUTEJI.

(2) 3asButensaT npezacrass B EBponeiickaTta areHIus 10 JieKapcTBaTa J0CUETO Ha JIEKApCTBEHUS
IIPOJYKT U KpaTKaTa XapaKTEpUCTUKA HA IPOAYKTA.

(3) B cayuaure mo an. 1, ako MAJI e omoOpuna omeHBbUHHS JOKIAJ, MPOEKTa Ha KpaTKaTa
XapaKTepUCTHKA Ha MPOIYKTa U MAKETAa HAa OMIAKOBKATa M HA JIMCTOBKATa 3a MMALIUEHTA, IPEJOCTaBEHHU OT
pedepeHTHaTa IbpikKaBa, U3MBIHUTETHUAT AupekTop Ha MAJI mo monba Ha 3asBUTENs MOXKe Ja U3Jaje
paspelieHue 3a yrnorpeda Ha JIeKapCTBEHUS IPOIYKT, MPe Ja € 3aBbpIIiIa apOuTpa)xkHata npoueaypa
o an. 1.

(4) Cnen mpukiouBaHe Ha apOMTpaskHATa MPOLEAypa M3IMBIHUTETHUAT Iupekrop Ha WMAJI
NpUBEXJA H3JaJCHOTO pa3pelleHre 3a yrnoTpeda mo an. 3 B CHOTBETCTBUE C PEIICHUETO Ha
EBpomneiickara KoMHCHS.



Ui 79. (1) Koraro perynaTopHUTE OpPraHM Ha €IHAa WJIM HAa HAKOJKO IbP)KaBU UWICHKU ca
MIPHUENT PAa3TUYHU PEIICHHS TI0 OTHOIIICHUE HA Pa3pelIeHUeTo 3a yrnoTpeda Ha €UH U ChII JICKapCTBEH
MPOJYKT WJIM MO OTHOIIEHHWE HAa HErOBOTO BPEMEHHO CIUpaHe Wiu Ha oTHemaHeto my, MAJI oTHacs
BbIIpoca 10 Komurera 3a jekapcTBeHU MPOJIYKTH 32 XyMaHHa yrnorpeda kbM EBpornelickaTta areHiuus mo
JeKapcTBaTa 3a IMpuiaraHe Ha apOuTpakHa Npoueaypa. 3asBUTENAT WIM MNPUTEXKATENAT Ha
paspelieHneTo 3a ynorpeda MoKe Ja oTHece BbIpoca 10 Komurera 3a jekapCTBEHU NPOAYKTH 3a
XyMaHHa ynoTtpeba kbM EBpormelickara areHiusi Mo JiekapcTBaTa 3a IpWJIaraHe Ha apOUTpakHa
IIpoLEeypa 10 CBOS IPELCHKA.

(2) (Ot™m. - 1B, 6p. 102 0T 2012 1., B cuna ot 21.12.2012 1.)

(3) (U3m. - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cnyuaure no an. 1 UAJI unu
3asIBUTEIAT/TIPUTEKATENIAT HA pa3pelIeHueTo 3a yrnorpeda Ha JeKapcTBEHMs MPOIYKT MPEAOoCTaBs Ha
EBporeiickara areHiys mo JeKapcTpara sjiaTa HajdudHa HHGOpMAaIUs 10 ChOTBETHUS BBITPOC.

(4) (Orwm. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

(5) (Orm. - IIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 1.)

Ui 79a. (Hos - JIB, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) (1) B 3aBucumoct ot
pemenueTo Ha EBpormeiickata koMucHs ciea IpUKIIOYBaHe Ha apOuTpaxkHa npouenypa MAJL B cpok 30
JTHY OT TMOJy4YaBaHe Ha YBEJAOMIICHUETO:

1. n31aBa, BpEMEHHO CIIMpa WK IPEeKpaTsBa pa3pelleHue 3a ynorpeda, uin

2. W3HCKBa Ja Ce€ W3BBpPIIAT MPOMEHUW B H3AAJCHOTO pa3pelieHUue 3a MOCTUraHe Ha
ChOTBETCTBHUE C PEUIEHUETO HA EBpomneiickaTa KOMHUCHSL.

(2) UsmbpnauTenHaTa areHNMs MO JeKapcTBarta yBenomsiBa EBporelickara KoMuCUS U
EBporneiickara areHuus o jekapcrpara 3a U3/1aJeHus aKT Mo ai. 1.

Y. 796. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B cayyaure, xoraro ca
3acerHaTH WMHTepecuTe Ha EBporeickusi Ch03 W Tpeau B3eMaHEe Ha pelieHHe 3a W3JaBaHe Ha
paspelieHue 3a ynorpe0a Ha JeKapCTBEH MPOIYKT, 332 BpEMEHHOTO MY CIIMPaHe, 3a MPEKPaTABAHETO WIN
3a mpoMsiHaTta My, MAJL, 3asBUTENAT WK NPUTEKATEIST HA pa3pelieHune 3a ynorpeda Morar Ja oTHecar
BBIIPOCA 10 KOMHUTeTa 1o wi. 79, an. 1 3a mpuiarane Ha apOuTpaXKHa MpoIleaypa.

(2) B cinywyauTe mo an. 1, korato ce3upaHeTo € B pe3yjTaT Ha OIICHKA Ha JIaHHH, CBBbP3aHU C
mpocie/sBaHe Ha JIeKapcTBeHaTa O€30MacHOCT Ha pa3pelieH 3a ynoTrpeda IeKapcTBEH MPOIYKT,
BBIIPOCHT C€ OTHACS 10 KOMHUTETa Mo 4wi. 56a, an. 1, T. 1 u ce mpuiara nporneaypara mo wi. 194q unu
1941m.

(3) (U3m. - JIB, Op. 18 ot 2014 r.) MsnbaHuTenHATa areHIMs IO JIEKapcTBaTa Ipuiiara
mpoleaypara mo riaBa ocma, pazaen IV, korato e HEOOXOAMMO TMPHIAraHETO Ha €IHAa OT MEPKUTE,
nocoyeHu B ui. 194y, an. 2 u 3.

(4) (Homa - /IB, 6p. 18 ot 2014 r.) He3zaBucumo ot an. 1 - 3, korato € HE0OOXOUMO CIIEIITHO
JieiicTBHE 3a 3allliTa Ha 00IEeCTBEHOTO 3/JpaBe Ha HAKOM eTarn oT apoutpaxknara npoueaypa, MAJI moxe
Ja cope JeHCTBHETO Ha pa3pelieHHeTo 3a ymnoTpeda W Ja 3abpaHu ymoTrpebaTa Ha ChOTBETHUS
JICKapCTBEH TPOAYKT Ha TepuTopusta Ha Permybnmka bbirapus 10 mpHeMaHETO Ha OKOHYATEITHOTO
peleHue.

(5) (Homa - IB, 6p. 18 or 2014 r.) B cayuyaute no an. 4 MAJI undpopmupa Esponeiickara
koMmucusi, EBporeiickara areHuus mo jekapcrBara u JpyruTe Ibp:KaBU WICHKH 32 MOTUBHUTE 32 CBOETO
pelIeHne He MO-KbCHO OT CIIeBAIIUS paOOTEeH JICH.



Yn. 80. (U3m. - IB, 6p. 12 ot 2011 r., B cria ot 08.02.2011 r.) YcnoBusara u peasT 3a
U3BBPILIBAHE HA IPOMEHU B U3JIa/ICHUTE pa3pelleHus 1o To3U pa3zen ce ypexxaar ¢ Persament (EO) Ne
1234/2008 na EBponeiickata komucus ot 24 HoemBpu 2008 r. OTHOCHO pa3riIekKIaHETO HA IIPOMEHHUTE B
yCIOBMSITa Ha pa3pellleHusiTa 3a ThProBUs C JIEKApCTBEHM HPOAYKTH 3a XyMaHHa ynorpeba u
BeTepuHapHU JiekapcTBeHH npoaykta (OB, L 334/7 ot 12 nexemspu 2008 r.).

I'maBa yerBbpTa.
KJIMHUYHU U3IIUTBAHUSA

Pazpen 1.
O61mm paznopenou

Yn. 81. (M3m. - IB, Op. 84 ot 2018 r. (*)) (1) Kimanuno m3nuTBaHE HAa TEpUTOpHATA HA
PenyOnuka bwarapus moxke Aa ce MpoBeXAa cliel] MOJydyaBaHE Ha paspelieHue, U3JaJeHO TpU
ycioBusita u o peaa Ha Permament (EC) Ne 536/2014 na EBpomneiickus napinamenT u Ha CbBeta ot 16
anpui 2014 r. OTHOCHO KIIMHUYHUTE U3MMTBAHUS Ha JIEKAPCTBEHH MPOJIYKTH 3a XyMaHHa ynotpeba, u 3a
ormsiHa Ha [Jupextua 2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.), Hapu4aH no-HaraTbk "Permament
(EC) Ne 536/2014", v Ha TO31 3aKOH.

(2) W3nbianuTenHata areHUMs MO JieKapcTBaTa M3IbBJHSABA JEMHOCTUTE Ha JOKJIaJBalla,
ChOTBETHO Ha 3acerHara JIbp>kaBa U JOMBJIHUTEIHO 3acerHara Jbpxana no cmuchia Ha Pernmament (EC)
Ne 536/2014, 1 e HAIMOHATHOTO 3BEHO 32 KOHTAKT 1o WI. 83 ot Permament (EC) Ne 536/2014.

Un. 82. (U3m. - [IB, 6p. 84 ot 2018 1. (*)) (1) 3a uznaBane Ha pa3pelieHue 3a MPOBEXKAaHE HA
KIMHAYHO M3MHUTBAHE U 32 W3JIaBaHE Ha pa3pelIeHue 3a ChIIECTBEHA MTPOMSHA B Pa3pemIeHO KIMHUIHO
U3MHUTBAHE BB3NOKUTENAT IMOJAaBa 3asBieHHE U Aocue cbriacHo rnaBa IV ot Permament (EC) Ne
536/2014 upe3 INoprana na EBponeiickus cpio3 (EC) mo ui. 80 ot Pernament (EC) Ne 536/2014.

(2) 3a mogaBaHe Ha 3asBJECHUE MO al. | M 3a OLEHKA HA JOKYMEHTALUATa, MPUIOKEHA KbM
HETo, BB3JIOXKUTEJAT 3aIljialia Takca B pa3Mep, onpezesieH ¢ Tapudara mo wi. 21, am. 2.

Un. 83. (U3m. - [IB, 6p. 84 ot 2018 r. (*)) Komucusta mo un. 103, an. 1 u3BbpiBa oleHka Ha
EeTHYHHTE aCTIeKTH Ha KIMHHYHOTO M3MUTBAHE M HA CHINECTBEHATA MPOMSIHA HA KIMHUYHOTO M3MIUTBAHE
npu ycnoBusTa u no pena Ha Pernmament (EC) Ne 536/2014 u n3rorBs MOTUBUPAHO CTAHOBHILE, KOETO
npeacrass Ha AL

Un. 84. (U3m. - IB, Op. 84 ot 2018 r. (*)) (1) M3nbaHuTenHaTa areHIus Mo JieKapcTBaTa
W3JaBa paspelieHre 3a KIMHUYHO M3MUTBAaHEe, pa3pelleHue 3a KIMHUYHO W3MUTBAHE MPHU OINPEIeIeHU
YCJIOBHS, pa3pellieHne 3a ChLIECTBEHA MPOMSHA HAa KIMHUYHO U3MUTBAHE, pa3pelleHne 3a ChIIECTBEHA
MpoOMsiHA Ha KIIMHUYHO M3MHUTBAHE MPH ONPEICICHN YCIIOBHS WM OTKa3Ba M3JaBaHETO Ha pa3pelieHne
npu ycioBusita U o pena Ha Perimament (EC) Ne 536/2014.

(2) Otka3br Mo an. 1 mojyexku Ha oOXkajBaHE MO pela Ha AJMHUHHUCTPATUBHOIPOLECYaTHUS
KOJIEKC.

Un. 85. (U3m. - JIB, 6p. 84 ot 2018 1. (*)) C Hapenba Ha MUHUCTHPA Ha 3PaBEONAa3BAHETO CE
ONPEIETIAT:

1. ycnmoBusiTa ¥ penbT 3a moAaBaHe Ha nanHu U uHMopmarus ot MAJI u ot ETnunara komucust
3a knuHnYHA u3nuTBanus B [Toprana va EC mo wi. 80 ot Permament (EC) Ne 536/2014;

2. nocteirbT Ha MAJI n Ha ETryHaTa KOMHCHSA 3a KJIMHUYHN W3NUTBaHus 10 ba3zara maHHu Ha



EC mo ui. 81 ot Pernmament (EC) Ne 536/2014;

3. ycnoBusATa U peAbT 3a MPEACTaBsIHE Ha CTAaHOBUIIATA 110 WI. 83 ¥ PEIbT 32 B3aUMOJEHCTBUE
Mexny MAJI u ETnunata koMucus 3a KIMHUYHU U3IUTBAHUS

4. noxymentutre u nanHute ot llpunoxenue | u Ilpunoxenue II or Permament (EC) Neo
536/2014, xouto ce oueHsBar oT MAJI u or ETnuHara xoMucHs 3a KIMHWYHH U3IATBAaHHUA, KAKTO H
€3UKbT, HA KOMTO C€ MPE/ICTaBIT.

i 86. (1) (Hom. - JIB, 6p. 84 ot 2018 r. (*)) Bcuuku nuia, mpoBexIalyd KIMHHYHO
U3MUTBaHe, TPAOBa Ja MMaT ChOTBETHAaTa mpodecuoHanHa KBanudukanus, oOydeHue M OMUT, 3a Ja
U3ITBJIHSABAT CBBP3aHUTE C M3MHMTBAHETO 3a/la4d B CHOTBETCTBHE C mpaBmiara 3a JloOpa KIMHUYHA
npaktuka ceriacHo Pernmament (EC) Ne 536/2014.

(2) KinuHUYHO M3MUTBAHE HA JIEKAPCTBEH MPOAYKT CE M3BBPIIBA MO/ PHKOBOJCTBOTO Ha JICKap
WJIX JIeKap 1O ACHTAIHA MEIUIMHA C TIPU3HATa MEAMIIMHCKA CIIEUAIIHOCT B ChOTBETHATa 00J1acT, KOMTO
€ 3al03HaT C HAJWYHUTE MPCIKIMHUYHM W/WIA KIMHUYHH JIaHHH 3a TMPOJYKTa M PUCKOBETE U
MPOIEyPUTE TIO TPOYIBAHETO.

(3) Ilo Bpeme Ha KIIMHUYHO M3MHMTBAHE 32 MEAUIMHCKUTE TPHXKH, PEIOCTABSIHU HA yIaCTHUKA
B M3MHTBAHETO, M 32 B3EMAHETO Ha MEIWIIMHCKH PEIICHUS HOCH OTTOBOPHOCT JIEKap € MOJIXOSIIA
KBaJTU(DUKAIMS WIH JIKap 110 ICHTATHA MEAUIINHA.

Y. 87. (1) (U3m. - IB, 6p. 59 ot 2010 r., B cua ot 31.07.2010 1., u3m. - IB, 6p. 60 ot 2011
r., B cua ot 05.08.2011 r., mom. - /IB, 6p. 84 ot 2018 r., B cmma ot 12.10.2018 r.) KnuHnyHO M3nMTBaHE
MOJKE Jla Ce MPOBEXJa B JICYCOHH 3aBEJCHHS 3a OOJHMYHA MOMOI, IIEHTPOBE 3a TCUXHYHO 3/paBe,
LIEHTPOBE 32 KOXXHO-BEHEPHUYECKHU 3a00JSBaHUS, KOMILJICKCHU OHKOJIOTMYHU LEHTPOBE, TUAIU3HU
[IEHTPOBE, UArHOCTUYHO-KOHCYJITATUBHU IICHTPOBE, MEAWIIMHCKH I[IEHTPOBE, NCHTAIHH IEHTPOBE H
MEIMKO-ICHTAIHA IIEHTPOBE, KAKTO ¥ B HHIWBUIYaJHM M TPYINOBU NPAKTHUKUA 32 MbpPBUYHA H
CIeNMANIM3UpaHa MEIWIIMHCKA TIOMOIN, TIOJIYYMJIM paspelieHre 3a JeHHOCT/yIOCTOBEpeHHE 3a
perucTpanus 1o peaa Ha 3aKoHa 3a Je4eOHUTE 3aBEACHHUS.

(2) (HoBa - JIB, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) KnuHuuHO u3NUTBaHE C
JIEKapCTBEHH MPOAYKTH, ChABPIKAIIM HAPKOTHYHHU BEIECTBA, MOKE Jla C€ MPOBEXIa CaMO B JeUeOHU
3aBeJ/IeHHs 32 OOJIHWYHA IMOMOII, IEHTPOBE 3a TICHXHYHO 3/paBe, IIEHTPOBE 3a KOXXHO-BEHEPUYECKU
3a00NBaHUS M KOMIUIEKCHH OHKOJIOTMYHHU IIEHTPOBE, B CTPYKTypaTa Ha KOUTO € Pa3KpHUTa anTeka,
MpUTEeKaBaIla JUIEH3Ms ChIIacHO Wwi. 33, an. 1 oT 3akoHa 32 KOHTPOJ BbPXY HAPKOTHYHHUTE BEIIECTBA
U TPEKYPCOPHUTE, WK KOUTO Ca CKIIOUWIM JOTOBOP C APYro JiedeOHO 3aBeACHHE, B CTPYKTypaTa Ha
KOETO € pa3KpuTa anTeka, IpuTexanalla JULEeH3us cbriaacHo wi. 33, an. 1 oT 3akoHa 3a KOHTPOJ BbPXY
HApKOTUYHUTE BEIIECTBA U MPEKYPCOPHUTE.

(3) (Ilpepumna an. 2, usm. - 1B, 6p. 84 or 2018 r., B cuma ot 12.10.2018 r.) Knuauyno
M3MHUTBAaHE MOXE Ja Ce MPOBEXJAa caMO B JIEUeOHO 3aBEJCHHE, B KOETO MMa OMNpPEIEICHO IUIle 3a
KoHTakT 1o wi. 107a, am. 1.

(4) (Ilpequmna an. 3 - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) PekoBoguTensT Ha
7edeOHOTO 3aBeJICHHE, B KOETO IIe Ce MPOBEXAa KIMHIUYHO M3MMTBAHE HA JIEKAPCTBEH IMPOJIYKT, JaBa
CHITIACHETO CH 32 YUYaCTHUETO Ha TJIAaBHUS U3CIIEI0BATEN U 32 IPOBEKIAHETO HAa U3MIUTBAHETO.

Y. 88. (1) Knuun4HO M3MUTBaHE BBPXY XOpa ce U3BBPIIIBA ChC:

1. Hepa3pemenu 3a ynorpeda B PemyOmnuka bbarapus nexkapcTBeHH POAYKTH;

2. pazpemienn 3a ymnoTtpeba B PemybOnuka bbarapust jgexapcTBeHH NPOAYKTH, KOTaTo ce
U3MUTBAT 3a Hepa3pelleHO IoKa3aHWe, 3a JieKapcTBeHa (opma, pa3iuyHa OT pas3pellieHara, B



HEeHU3CJIe[BaHa 10 MOMEHTA Ipylia MalMeHTH WIX 3a M0Ty4aBaHe Ha JOIbJIHUTEIHA HHPOPMALHSL.

(2) Paspemienu 3a ynotpeba B Penmy6nuka brirapus nmo cMucbia Ha ai. 1, T. 2 ca JIeKapcTBEHU
IPOAYKTH, ITOJYYHIIN pa3pelleHue 3a ynoTpeda 1o pesia Ha TO31 3aKOH MiH 110 pesa Ha Pernament (EO)
Ne 726/2004 na EBponetickust napiameHT u ChbBeTa.

Ui 89. (Otm. - 1B, 6p. 84 ot 2018 1. (*))

Y. 90. (Otwm. - IB, Op. 84 ot 2018 1. (*))

Un. 91. BB370XKHTENSIT W TJIABHHAT W3CIEIOBaTeNl CKJIFOYBAT 3acTPaxoOBKa, MMOKpHBAIIA
OTTOBOPHOCTTA MM 3a MPUYMHEHUTE NPU WK IO MOBOJ MPOBEKIAHETO HA KIMHUYHOTO HW3IUTBAHE
HEMMYIIIECTBEHH U UMYIIIECTBCHH BPE/IM HA YUYACTHHUIIUTE.

Un. 92. (1) (U3wm. - [IB, 6p. 84 ot 2018 r. (*)) BB310KUTENAT HOCH OTTOBOPHOCT B ClTydail Ha
YBpEXJaHHsI Ha 3][paBETO UM HAa CMBPT, IPUUMHEHU [IPU WM I10 TOBOJI IPOBEKIAHETO HA KIMHUYHOTO
HU3IHUTBAHEC, KOIraTO U3NUTBAHCTO € MMPOBCKIAHO CHITIACHO U3UCKBAHUATA U IPOUCAYPHUTEC HA OI[O6peHI/I$I
IPOTOKOJL.

(2) (U3m. - 1B, Op. 84 ot 2018 . (*)) ' maBHUAT M3cieq0BaTENl HOCH OTTOBOPHOCT B CIy4ail Ha
YBpEXJaHUs Ha 3paBeTO HWJIM Ha CMbBPT, NPUYMHEHU HPU MM IO IOBOJ HA IPOBEXKIAHETO Ha
KJIIMHUYHOTO M3MMUTBAHE, KOTAaTO HE Ca CIa3€HU U3UCKBAHUATA U MPOLIEypUTE HA 0A00PEHUS IPOTOKOI.

. 93. (U3m. - JIB, Op. 84 ot 2018 1. (*)) (1) Koraro KIMHUYHOTO M3MUTBAHE CE MPOBEKIA
camo Ha TepuTopusiTa Ha PenyOnmka bwirapus wim Ha Teputopusara Ha PenyOmmka bwiarapus m Ha
TEPUTOPUSATA HA TPETA AbPKaBa, Bb3JIOKUTEIAT ONpPEess NpeiCTaBUTEN Ha TepuTopusTa Ha PeryGnuka
bparapus 3a KOHKPETHOTO KIIMHUYHO U3IUTBAHE.

(2) JIuueto mo an. 1 e agpecaT Ha KOMyHUKAIUATa C BB3JIOKUTEINA, IpeaBuaeHa B PermaMent
(EC) Ne 536/2014.

Un. 94. Bb3/I0XKUTENAT OCUTYpsiBa 0€3Bb3ME3/IHO M3NUTBAHUS JEKApCTBEH MPOAYKT/IPOIYKTH
U BCSIKO U3JIeJINe, HEOOXOAUMO 3a IPUIIAraHETO MY.

Un. 95. (Otwm. - IB, Op. 84 o1 2018 1. (*))

Ui 96. (1) (U3m. - [IB, Op. 84 ot 2018 1. (*)) KnuHn4HO M3NUTBaHE HA JIEKAPCTBEHU MPOAYKTH
ce JIoIycKa caMO BbPXY JIMLE, KOETO € JIaJI0 CBOETO MMCMEHO HH(POPMHUPAHO ChITIacHE.

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

(3) (M3m. - [IB, 6p. 84 ot 2018 1. (*)) Undopmupano cwriacue no rinasa V ot Pernament (EC)
No 536/2014 moxe na maBa caMo J1eecriocoOHO JIMIle, KOETO pa3dupa ChITHOCTTA, 3HAYECHUETO, 00XBaTa
U EBEHTyaJJHUTE PHCKOBE OT KIMHUYHOTO M3NHMTBaHE. MHQopMupaHoTO chrilacMe 3a ydacTue B
KIIMHAYHO U3MUTBaHE MOXKeE J1a ObJIe OTTETJICHO 0 BCIKO BPEME.

(4) (M3m. - 1B, 6p. 84 ot 2018 1. (*)) Undopmupano cwriacue mo riasa V ot Pernament (EC)
Ne 536/2014 3a HeeecrtocOOHO MBIHOJETHO JIUIIE CE JAaBa OT 3aKOHHUS My MpeacTtaBuTel. Chriiacuero
Ha 3aKOHHMSI MPEACTAaBUTEN TPsiOBa Ja MpelCTaBisIBa MpeArnoiaracMaTa Bojsl Ha yJaCTHUKA U MOXE Ja
OBbJIe OTTETJICHO TI0 BCSIKO BpeMe 0e3 OTPUIATEeITHH MOCIISICTBHS 32 YIaCTHHKA.

(5) B cnydaute mo win. 162, an. 3 ot 3akoHa 3a 37paBeTo MH(MOPMUPAHO ChIJAcHE JlaBa
HA3HAYEHOTO OT ChJIA JIHIIE.

(6) Ha HemeecriocoOHOTO MBJIHOJETHO JIMIIE CE€ MPEAOCTaBs MHGPOpPMAalMs 3a WU3MUTBAHETO,



EBEHTYAJTHUTE PUCKOBE M ITOJI3UTE B ChOTBETCTBHE C HErOBaTa CIIOCOOHOCT 3a pa30oupaHe.

(7) 3pudHOTO *KellaHue Ha HeIeeCIOCOOHOTO IMBTHOJIETHO JIUIIE J]a OTKAXE J1a y4acTBa WIH Ja
Ce OTTEIIM IO BCAKO BpeME OT KIMHHUYHOTO H3IHTBAaHE TpsOBa Ja ObJe B3E€TO MPEABUI OT
W3CIIeI0BATEIS, & IPU HEOOXOIUMOCT - OT TJIABHUS U3CIICTIOBATEIL.

Ui 97. (1) (U3m. - ]IB, Op. 84 ot 2018 r. (*)) KnuHnuHO M3NMUTBaHE BHPXY MAJIOJIETHO JIMIIC CE
NpOBEXJa CIE/A IMOJlyyaBaHE Ha MUCMEHO HH()OPMUPAHO ChIJIACHE HA JBamara POAWUTEIM WU Ha
HAaCTOMHUIIMTE Ha JIMIIETO NpH cria3BaHe Ha riaBa V ot Permament (EC) Ne 536/2014 u wi. 96, an. 3.

(2) Chrinacuero Ha pOAUTENNTE U HACTOMHULIMTE TPsAOBA Ja MPEACTaBIISIBA MpEIojiaracMara
BOJISI HA MAJIOJIETHOTO JIMLIE U MO3KE J1a ObJIe OTTEIJICHO 10 BCAKO BpeMe 0e3 OTPULIATEIHU MTOCIEICTBUSL
3a MaJ0JIETHOTO JIMUIIE.

(3) UzpuunoTO XenaHue Ha MaJOJIETHOTO JIMIIE Jla OTKaXKe Ja ydacTBa WM Jla C€ OTTErJIH IO
BCSAKO BpeME€ OT KJIMHHUYHOTO HM3MHTBAaHE TpsOBa 1a ObJe B3€TO MPEABUA OT HM3CIIEAOBaTelNs, a MpHU
HE0OXOIMMOCT - OT TJIaBHUS U3CJIeI0BATElL.

(4) (U3m. - IB, Op. 84 ot 2018 r. (*)) KnuHuuHO M3NMUTBaHE BHPXY HEMBJIHOJIETHO JIULE CE
MIPOBEXKA CIe/ MOoTyyaBaHe HAa MUCMEHO MH(QOPMHUPAHO ChIIACKE OT JMIETO U OT JBamaTa POJIUTENIH
WM OT TIOTIEYHTENs IpH cna3Bane Ha riaBa V ot Permament (EC) Ne 536/2014 u wi. 96, an. 3. Koraro
€IUHUAT POAUTENl € HEU3BECTEH, MOYMHANl WJIM € JUIIeH OT POIMWTEICKH MpaBa, WIM HE ca My
MPEOCTABeHH TAaKHWBA IpaBa B CIy4yaWTe Ha pa3Boj, MUCMEHOTO MH()OPMUPAHO CHIVIACHE CE JaBa OT
HEI'BJIHOJIETHOTO JIULIE U OT POAMTENS, KOMTO YIPaKHSABA POJUTEIICKUTE MIPaBa.

(5) Cerimacuero Ha HEMBIHOJICTHOTO JIMIIC, HA POAMTEIUTE WM HA MOTICUYUTENSI MOXKe J1a Obe
OTTETrJICHO IO BCSAKO BpeMe 0e3 OTPUIATENIHU MOCIEICTBUS 32 HEII'BJIHOJIETHOTO JIULIE.

(6) M3puuyHOTO *XelnaHWE Ha HEMBJIHOJETHOTO JIMIE Ja C€ OTTErNIM IO BCAKO BpEeME OT
KIIMHUYHOTO M3MHUTBaHE TPsOBa /a ObJe B3E€TO MPEABHUA OT M3CIEIOBATENs, a MPU HEOOXOAUMOCT - OT
IJIaBHUS U3CIIEA0BATEN.

(7) Ha ManoieTHOTO WJIM HEM'BJIHOJIETHOTO JIUIIE Ce MpeaocTaBs HHPOPMAIUS 32 U3MUTBAHETO,
3a €BEHTYaJHHTE PUCKOBE M 3a TOJ3HUTE IO pa3dupaeM 3a HEro Ha4WH OT JieKap, KOWTO MMa OIHUT C
MaJIOJIeTHU U HEMbJIHOJIETHH JIUTIA.

Y. 98. (Otm. - IB, Op. 84 o1 2018 1. (*))
Y. 99. (Otm. - IB, Op. 84 o1 2018 1. (*))

Paznea II.
Kinnu4no n3nurBane ¢ ysa3sBumu rpynu nanuentu (Orm. - IB, Op. 84 ot 2018 1. (¥))

Yn. 100. (Ot™m. - IB, 6p. 84 ot 2018 1. (*))
Y. 101. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Yn. 102. (Otm. - IB, 6p. 84 ot 2018 1. (*))

Pazgen I11.
ETuuna komMucus 3a KIMHUYHYA u3nuTBanus (3aria. usm. - JIB, op. 84 or 2018 r., B cuia ot
12.10.2018 r.)

Yn. 103. (M3m. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) (1) KbM MuHuCTBpa Ha
3/IpaBeoINa3BaHETO ce Cch3JaBa ETHMUHA KOMHCHSA 32 KIMHUYHU M3MUTBAHUS, YUHTO ChCTaB Cc€ ONpeaess
ChC 3allOBEJ] HA MHHHCTBPAa HAa 3]paBEOINa3BAaHETO M BKJIIOYBA DPEJOBHH W PE3EPBHHU UIJICHOBE.
PesepBHUTE usIeHOBE y4acTBaT B 3aceJaHMsATAa HA KOMUCHATA U MUMaT IPaBO Ha Ijac MpU OTChCTBUETO HA
PEIOBHUTE YJICHOBE.



(2) Komucusita o an. 1 ce cberon oT 7 A0 12 petoBHU YeHOBE, BKIIFOYUTEIIHO MpeAceaaTes u
3aMECTHHK-TIpeJcelaTe]l, KOUTO HMMAaT KBaMM(UKALWs M ONUT Ja pasriefaT M OLEHAT HayyHUTE,
MEIUIIMHCKUTE M €TUYHHUTE AaCleKTH Ha MPEAJIOKEHOTO KIMHUYHO H3MuTBaHe. M3uckBaHusTa KbM
KBaJTM(HUKAIMATA HA YWICHOBETE HA KOMUCHATA 1O aj. |, KAKTO M YCIOBHSTA M PEIBT 32 ONPEACIITHETO
Ha TIOMMEHHUS ChbCTAaB Ha KOMUCHSTA C€ ypexkaT ¢ MpaBUIHUKA 1o wi. 106, ai. 1.

(3) Komucusra no an. 1 BkiIrouBa HE MO-MaJIKO OT JIBaMa PEIOBHU YJIEHOBE C HEMEAMIIMHCKO
o0Opa3oBaHUe - IPeJCTaBUTENIM Ha JIBaTa MoJa.

(4) 3a HyxauTre Ha cBoATa paboTa KOMHUCHUATA MO ajl. | MOXe Ja MNpUBIMYA BBHIIHU
CHEIHAUCTH.

(5) Camo uneHoBeTe Ha KOMHUCHSATA MO aj. 1, KOUTO HE ca B KOH(IIMKT HAa MHTEPECH, HE
ydacTBaT B KOHKPETHO M3MUTBAHE U Ca HE3aBUCHUMH OT BB3JIOKHTEJIS, JIEYEOHOTO 3aBECHHE, KbJIETO CE
IIPOBEXKa KIMHUYHOTO U3NUTBAHE, U OT TJIaBHUS M3CJIEOBATEN, MOTaT Jja y4acTBaT B OLIEHKATa IO 4.
83, KaKTO U Ja IJ1acyBaT U Jla y4acTBaT B 00CHKIAAHETO.

(6) 3a BBHIIHU CHEUMAIUCTH MO al. 4 MoraTr jaa ObJaT NMPUBIMYAHU JIMIA, KOMUTO HE ca B
KOH(MJIMKT Ha MHTEPECH, HE y4acTBAaT B KOHKPETHO HM3MUTBAHE M Ca HE3aBUCUMHU OT BB3IIOXKUTEIS,
7e4eOHOTO 3aBe/ICHUE, KBJIETO CE MPOBEXKIA KIMHUYHOTO U3MUTBAHE, U OT TIIaBHUS U3CIIEIOBATEN.

(7) UneHoBeTe Ha KOMHUCHSATA MO all. | U BHHIIHUTE CIIEHUATUCTH MO aj. 4 He MOraT Ja uMar
YacTeH MHTepec WU obJiara, KOUTO OMXa MOIVIM /A TOBJIUAAT Ha TAXHATa OE3NPUCTPACTHOCT IPH
OILlCHKAaTa 110 4JI. 83.

(8) 3a ynmocroBepsiBaHe Ha OOCTOATENICTBATA IO &l. 5 - 7 WICHOBETE Ha KOMHUCHATA 1O al. 1 u
BBHIIHHUTE CIEIUAINUCTY 10 aj. 4 MOANUCBAT AeKIapalus 1Mo pea 1 o0pasell, OnpeesieH! B MIPaBIIIHUKA
mo wi. 106, an. 1.

Un. 104. (Otm. - [IB, 6p. 84 ot 2018 1., B cuia ot 12.10.2018 1.)

Y. 105. (1) (U3m. - 1B, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) MaHgaThT Ha WiCHOBETE
Ha komucusTa o wi. 103, ain. 1 € ¢ npoaAbJLKUTETHOCT 4 TOANHHU.

(2) (U3m. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Ha Bceku aBe roguHu €Ha BTOpa
OT ChCTaBa Ha KoMucHsTa 1o wi. 103, an. 1 ce oOHOBsBA.

(3) (U3m. - 1B, 6p. 84 ot 2018 1., B cruta ot 12.10.2018 1.) Unen na komucusita o 4. 103, am.
1 He MOXe 1a ObJic Ha3HAYaBaH B ChIlaTa KOMUCHS 3a TIOBEYE OT JIBa MOCIIEOBATEIIHM MaH/1aTa.

Y. 106. (M3m. - JIB, 6p. 84 ot 2018 r., B cuna or 12.10.2018 r.) (1) MuHHCTBPBT Ha
3/IpaBeoINa3BaHETO YTBBPIKJIaBa MPABUIHMK 3a YCIOBUATA U pefa 3a paboTa Ha KoMucusaTa mo ui. 103,
an. 1.

(2) Komucusra nmo un. 103, an. 1 u3paboTBa M mpuemMa NMUCMEHHM CTAaHAAPTHU ONEpPaTUBHU
MpOLEYypPH B ChOTBETCTBHE € ITpaBmiiaTa 3a J[00pa KIMHUYHA IPaKTUKA.

(3) Bacenanusrta Ha KomucusTa 1o 4i. 103, an. 1 ca 3akpuTH.

Yn. 107. (Otm. - IB, 6p. 84 ot 2018 1. (*))

Yn. 107a. (Hos - B, 6p. 84 ot 2018 r. (*)) (1) PpkoBoguTenuTe Ha jeuyeOHUTE 3aBECHUS, B
KOUTO C€ M3BHPIIBAT KIIMHIUYHYU M3IIUTBAHUS, OTIPEIEIIAT JINIE WX JIUIA 32 KOHTAKT.

(2) JIunero mnu numara 3a KOHTAKkT MO an. | uMar KBaqu(UKaUs U OMUT Ja OCHILIECTBABAT
MOHUTOPHHT BBPXY MPOBEXKIAHUTE B JICYCOHOTO 3aBE/CHHE KIMHUYHU W3MUTBAHUS 32 CIIa3BaHE Ha
npaBuiara Ha JloOpaTa KIMHUYHA MTPaKTHKA.

(3) UzuckBanusaTa KbM KBalu(UKaLMITa HAa JUIATa 32 KOHTAakT mo ai. | ce ypexnar B
IpaBWIHKKA 110 wi. 106, an. 1.



(4) Ilpu koHCTaTHpaHW OTKJIOHEHUS OT OAOOPEHHS MPOTOKOJ W/WJIM HEXKEJTaHW JICKapCTBECHHU
peakiuu B X0ja Ha KIIMHUYHOTO M3MUTBAaHE, KOUTO HE ca JokiaaBaHu no peaa Ha Permament (EC) Ne
536/2014, nuniero 3a koHTakKT 1o an. 1 yBenomssa MAJI u komucusita o wi. 103, an. 1.

Y. 108. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Pazpen IV.
Pa3zpemenne 3a npoBe:x1aHe HA KJIMHUYHO U3NUTBAHE

Ui 109. (Otm. - IB, Op. 84 ot 2018 1. (*))

Y. 110. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

. 111. (Orm. - IB, Op. 84 ot 2018 1. (*))

Y. 112. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Ui 113. (Orm. - IB, Op. 84 o1 2018 1. (*))

Yn. 114. (1) (U3m. - B, Op. 84 or 2018 r., B cuna ot 12.10.2018 r.) 3a momyuyaBaHe Ha
CTaHOBHIIIE IT0 WI. 83 BB3JI0KHTEIIAT II04aBa 3asABJIeHUe 10 KomucugaTa o wi. 103, an. 1.

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

(3) (Orm. - 1B, Op. 84 ot 2018 1. (*))

(4) (HoBa - 1B, 6p. 12 oT 2011 1., B crma ot 08.02.2011 1., ot™m. - [IB, 6p. 84 ot 2018 1. (*))

Ui 115. (Orm. - IB, Op. 84 ot 2018 1. (*))

Y. 116. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

. 117. (Orm. - IB, Op. 84 ot 2018 1. (*))

Ui 118. (Orm. - [IB, 6p. 84 ot 2018 1. (*))

Uit 119. (Orm. - IB, Op. 84 ot 2018 1. (*))

Ui 120. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Ui 121. (Otm. - IB, Op. 84 o1 2018 1. (*))

Ui 122. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Ui 123. (Otm. - IB, Op. 84 ot 2018 1. (*))

Ui 124. (Otm. - [IB, Op. 84 ot 2018 1. (*))

Y. 125. (Otm. - /1B, 6p. 84 ot 2018 1. (*))

Pazgean V.
Ipomenu (OtMm. - JIB, 6p. 84 o1 2018 1. (*))

Ui 126. (Otm. - [IB, Op. 84 ot 2018 1. (*))
Un. 127. (Otm. - /1B, 6p. 84 ot 2018 1. (*))
Ui 128. (Otm. - [IB, Op. 84 ot 2018 1. (*))
Y. 129. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Ui 130. (Orm. - [IB, Op. 84 ot 2018 1. (*))
Y. 131. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Paznen VI.
Cnupane Ha KAMHUYHOTO u3nuTBane (OTMm. - /IB, 0p. 84 ot 2018 r. (*))

Yn. 132. (Orm. - IB, 6p. 84 ot 2018 . (*))
Y. 133. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 134. (Orm. - IB, 6p. 84 ot 2018 1. (*))

Paznea VII.
IIpocaensiane Ha 6e3onacuocrra (Orm. - /IB, 6p. 84 ot 2018 r. (¥))



Yn. 135. (Omm. - IB, 6p. 84 ot 2018 1. (*))
UYn. 136. (Ot™m. - IB, 6p. 84 ot 2018 1. (*))
Ui 137. (Otm. - IB, Op. 84 ot 2018 1. (*))
Y. 138. (Otm. - IB, 6p. 84 ot 2018 1. (*))
Y. 139. (Otm. - /IB, 6p. 84 ot 2018 1. (*))
Yn. 140. (Otm. - IB, 6p. 84 ot 2018 1. (*))
Ui 141. (Otm. - IB, Op. 84 o1 2018 1. (*))

Paznen VIIIL.
YBenomiienne 3a NPUKJIOYBAHE HA KIMHUYHOTO u3nurBane (OTm. - JIB, 0p. 84 ot 2018 r. (*))

Y. 142. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Ui 143. (Otwm. - IB, Op. 84 ot 2018 1. (*))
Un. 144. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

I'naBa ywerBbpTa "a'".
HEUHTEPBEHLIMOHAJIHU NTIPOYYBAHMUS (HOBA, IPEJIUILIEH PA3JIEJI IX
"HEMHTEPBEHIIMOHAJIHO ITPOYUYBAHE" - IB, BP. 12 OT 2011 I'., B CWUJIA OT
08.02.2011 1))

Ui 145. (1) (Jom. - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) HenHTepBEeHIIMOHATHO
MpOyYBaHE CE€ MPOBEXIa C pa3pelieHu 3a ynorpebda B PenyOnmka beiarapusi nmekapcTBeHH MPOIYKTH,
KOraTo ce M3MUTBAT 3a MOJy4yaBaHE Ha JONBJIHUTENHA WHGOpMalus 3a MPOAYKTa, MPEANHUCBAH IO
OoOWYaifHWsI HAYMH B CHOTBETCTBHE C YCIOBHUSTA, OMPEACICHU B pa3pemieHueTo 3a ymorpeda. Ha
YYaCTHUIIUTE B HEMHTEPBEHIIMOHAIHU MPOYYBAHMS HE CE MpHJIarar JUArHOCTUYHHU WU MPOCIEAsBAILN
MIPOLEYPH, Pa3IMuHU OT oOMuaiiHaTa MPAKTUKA, KaTO 32 aHAJIW3 HA IOJIyYEHUTE JIaHHU C€ M3I0JI3BaT
€MUIEMUOJIOTHYHU METOMH.

(2) (U3m. - 1B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., otm. - JIB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.)

(3) (U3m. - JIB, Op. 12 ot 2011 r., B cuia ot 08.02.2011 r., ot™m. - [IB, 6p. 102 oT 2012 1., B
cuna ot 21.12.2012 r.)

(4) (Hosa - IB, 6p. 12 ot 2011 r., B cuia ot 08.02.2011 r., ot™m. - [IB, 6p. 102 or 2012 1., B
cuna ot 21.12.2012 r.)

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

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

Y. 145a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) HeunrepBeHMOHATHA
MOCTMApKETUHTOBU MPOYYBaHUs 3a 0€30MacHOCT ce MPOBEXAAT MO MHHUIMATHBA HA NPHUTEXKaTels Ha
paspenieHueTo 3a ymnorpeda WM B M3IIBIHEHHE HA YCJIOBHsTA MO Wi. 55a m 56a u ca CBBpP3aHU ChC
CcbOMpaHe Ha JIaHHU T10 JISKapCTBEHa 0€30MacHOCT OT MALMEHTH U MEUIIMHCKU CIIEUAINCTH.

(2) Koraro npu npoy4BaHeTO ce IJIaHHpa ChOMpPAHETO Ha JaHHU OT MAallMeHTH, clie/iBa Jia Oble
MOJIy4eHO TSAXHOTO cbhriacue. JIMYHWTE MaHHM Ha MaUUMEHTUTe ce o0paboTBaT MpHU Cla3BaHe
M3HMCKBaHUATA Ha 3aKOHA 3a 3allliTa Ha JUYHUTE JaHHU.

(3) MenuuuHCKHUTE CIIEIUATUCTH HE MOJIydyaBaT (PMHAHCOBU WIIM JIPYTH CTUMYJIH 32 Y4acTHE B
HEUMHTEPBEHIIMOHAIIHUTE MPOYUBAHUA 32 OE30MMaCHOCT OCBEH KOMIIEHCAIIMH 33 U3Pa3X0ABAHOTO BpEME U
CpEICTBa.



Un. 1456. (Hos - JIB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 1.) (1) Ilo Bpeme Ha
MPOBEK/IaHEe HA MPOy4YBaHETO 1O 4il. 1458, an. 1 u un. 145e, an. 1 npurexarensaT Ha pa3pelIeHUETO 3a
yrnoTpeda OCHIIECTBSIBA MOHHUTOPHUHI Ha TIIOJy4YEHHTE [AaHHH M OTYHTA BIUSHHUETO UM BBPXY
CHOTHOILIEHUETO MOJI3a/PUCK 32 JIEKAPCTBEHUS MTPOJIYKT.

(2) TIlputexarenst Ha paspemieHueTo 3a ymorpeba cpoOmaBa nHa HWAJl Beska HoBa
nH(popMalus, KoSTO OM MOTJIa /1a MOBJIKSAE HAa CbOTHOLIEHUETO MO0JI3a/PUCK 3a JIEKAPCTBEHUS MTPOIYKT.

(3) 3anpixenueTo Mo an. 2 He 0CBOOOXKIaBa MPUTEXKATENs HA Pa3pelIeHHETo 3a yrnorpeda oT
M3MCKBaHETO Ha wi. 1943 3a mpepocraBsHe Ha WHGMOpPMaNMATa MO al. 2 W 4Ype3 MNEepUOAUYHHUTE
aKTyaJIM3UpaHU JT0KJIau 32 OE30M1aCHOCT.

Ui 1458. (Hos - JIB, 6p. 102 ot 2012 r., B cria ot 21.12.2012 1.) (1) (M3m. - [IB, 6p. 84 ot
2018 r., B cuma or 12.10.2018 r.) Korato mpoyuBaHeTO ce IIpOBEXJa camMO Ha TEPUTOPUITA HA
PenyOnuka bbarapusi B u3mbJIHEHHE Ha 3aIbJDKEHUE MO Wi. 56a, MPUTEXKATEIAT HA Pa3pelIeHHETO 3a
ynotpeba mnpenctaBs B WMAJI mpoekT Ha HpoToKoJia Ha MpoydBaHeTo. [IpoekThT Ha mpoTokoia,
MpUAPYKEH C MUCMEHO chIutacue 1o wi. 145a, an. 2, ce npeacrass U B koMucusTa no wi. 103, ain. 1.

(2) M3nbaautennusat aupekrop Ha UAJL B cpok no 60 nHM OT garara Ha MojdydyaBaHE Ha
JOKYMEHTaIMsATa Mo aji. | u3mpania Ha MpUTEKaTeNs Ha pa3pellieHrueTo 3a yrnorpeda yBeloMIIeHHE 3a
0J100psIBaHE HAa MPOYYBAHETO MJIM IIPABH MOTUBUPAH OTKA3.

(3) Usnbnuutennuar aupexkrop Ha MAJI oTkasBa mpoBekaHe Ha MPOYYBAHETO C €IUH WIIU
IOBEYE OT MOTUBHTE 110 wi. 145¢, anm. 2, T. 2.

(4) (A3m. - JIB, 6p. 84 o1 2018 ., B cuma ot 12.10.2018 r.) Komucusita o 4. 103, an. 1 B cpok
no 60 nHU OT Jarara HAa NOJy4yaBaHE Ha JOKyMEHTalUMATa MO ajl. | u3mpamia Ha OpuUTexaTens Ha
paspelieHneTo 3a ynorpeda moJ0oKUTETHO WK OTPUIIATENIHO CTaHOBUIIIE.

(5) (M3m. - IB, Op. 84 ot 2018 1., B cuia ot 12.10.2018 r.) IIpoBexaaneTo Ha MPOy4YBAHETO
MOJKE J1a 3all0YHEe ciiell moidydyaBaHe Ha ogoOpenue oT MAJI u monoXUTEeTHO CTAaHOBHUIIE OT KOMHUCHSITA
mo wi. 103, an. 1.

(6) 3a ouenka Ha JgokyMeHtauusTa mo an. 1 MAJI cebupa Takca B pa3mep, OINpeleseH B
tapudara o ui. 21, an. 2.

UYn. 145r. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 84 ot
2018 r., B cuna ot 12.10.2018 r.) [IpuTexxarenst Ha pa3pelieHueTo 3a ynorpeda npuiara IIaHUPaHH
CBILIECTBEHU MPOMEHM B MPOTOKONA B ciydauTe mo wi. 1458, an. 1 cien mpeaBapuTEIHOTO UM
onoopsieane ot MAJI u ot komucusra o wi. 103, an. 1.

(2) (U3m. - IB, 6p. 84 ot 2018 ., B cuima ot 12.10.2018 1.) [Iputexarenst Ha pa3pelIeHUETO 3a
ynotpeba npencrass B UAJI u B komucusta no wi. 103, an. 1 tokymeHTanusTa, CBbp3aHa ¢ IPOMEHHUTE,
¥ MOTHBHTE 32 TOBA.

(3) Usnbnautennusat nupexktop Ha MAJL B cpok 10 30 1HU OT mosrydaBaHe Ha JOKYMEHTAIIUATA
o aJi. 2 o100psiBa MPOMEHEHHs MPOTOKOJ WK U3/laBa MOTHBUPAH OTKA3 M yBEOMsIBA MIPUTEKATENS HA
pazpelieHueTo 3a ynorpeoa.

(4) (U3m. - ]IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) Komucusita mo . 103, an. 1 B cpok
no 30 gHU OT Aarara HAa TOJy4yaBaHE Ha JOKyMEHTAllMATa MO ajl. 2 u3Mpalla Ha IpuUTexaTens Ha
paspelIeHrneTo 3a ynorpeda MmosoKUTEITHO WK OTPUIIATEIHO CTAHOBHIIIE.

(5) Uznpnautennuar qupextop Ha MAJI oTka3Ba nmpomeHuTe mo ai. | ¢ eIWH Uiu moBeYe OT
MOTHBHTE, IOCOYEHH B ui. 145¢, ai. 2, 1. 2.

(6) (U3wm. - JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 1.) [IpuTexaTensT Ha pa3penieHueTo 3a
yrnoTpeba MOKe Ja NpUJIOKH NpOMEHUTe mo ai. 1 cien moiy4yaBaHe Ha opoOpenue ot MAJL u



IMOJIOKUTEITHO CTAHOBHIIE OT KoMmucusaTa mo wi. 103, an. 1.
(7) 3a ouenka Ha mokyMmeHtauusta mo an. 1 MAJI cwbupa Takca B pa3mep, ompezencH B
tapudara mo wi. 21, ai. 2.

Un. 145a. (Hos - B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspeleHueTo 3a ynorpeda mpeacTaBs OKOHYaTeNleH NOKiala oT mpoyuBanero Ha MAJL B cpok go 12
Mecela ciie]] IpUKIYBaHe ChbOupaneTo Ha JaHHU. KbM JoKaia ce mpuiiara v pe3ioMe Ha pe3yaTaTuTe
OT NIPOYYBAHETO.

(2) IlpuTexxarensaT Ha pa3pelIEHUETO 3a yNnoTpeda MOXKe Aa M0JaJe MOTHUBUPAHO HCKAHE 10
HNAJI 3a ornmarane Ha cpoka o aji. | Hail-MaJKo TpU Mecela Ipead Jarara 3a IpeAcTaBsHE Ha
OKOHYATEJIHUS JOKJIaJ, I0COYEHA B IPOTOKOJIA.

(3) MsnbianuTenHata areHIus MO JieKapcTBaTa OA0OpsiBa WM MpPaBHM MOTHBHpPAH OTKa3 Ha
MCKAHETO I10 aJl. 2 ¥ yBEOMSBA PUTEKATEIIS HA pa3pelIeHneTo 3a ynorpeoa.

(4) Korato mpurexaTenaT Ha pa3pelieHueTo 3a ynoTpeda Bb3 OCHOBAa Ha JOKIada mo an. 1
MpeLeHH, e € Heo0XoAuMa IPOMsIHA B pa3pelIeHueTo 3a ynorpeda, Toit nogasa 1o MAJI 3asBienue 3a
MIpOMsIHA IO pejia Ha riaBa Tperta, pazaen VI

(5) Uznbauutennust aupektop Ha MAJL cbhc 3amoBes cnmpa ACHCTBHUETO WM TpPEKpaTsBa
pazpemieHueTo 3a ynorpeba, koraro MAJl Bb3 ocHOBa Ha Jokiaja mo ai. | W ciel KOHCYNTaIus C
IIPUTEKATEII Ha Pa3pelIeHUETO 3a ynoTpeda MpereHu, ye € He0OX0AUMO CIUpaHe WIH MpeKpaTsBaHe
Ha pa3penIeHueTo 3a ynorpeoa.

Y. 145¢. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Koraro npoyuBaneTo ce
MPOBEXKJa KaKTO Ha Tepuropusara Ha PemyOnuka bbarapus, Taka W Ha TEpUTOpUATa U HA JAPYTU
Ibp>KaBU WICHKH, 32 JIEKAPCTBEHH MPOIYKTH, paszpemiern 1o peaa Ha Pernmament (EO) Ne 726/2004 na
EBporneiickus mapnameHT u Ha CbBeTa WM IO pela Ha IiaBa TpeTa, paznen VII B u3mbiHeHHEe Ha
3aIbJDKEHUATA 110 Wi, 55a win 1o wi. 56a, MPUTEKATENAT Ha pa3pelIeHHeTo 3a yrnoTpeda mojaasa 10
KOMUTETA 110 4. 56a, ai. 1, T. 1 mpoekTa Ha MPOTOKOJI.

(2) B cpoxk 10 60 nHM OT 1aTaTa Ha MOJydyaBaHEe Ha TOKYMEHTALMATA 0 ajl. | KOMUTETHT MO YII.
56a, ann. 1, T. 1 U3roTBs CTAHOBHILE U U3IIpallla HAa IPUTEKATENs Ha pa3pelIeHUeTo 3a yrnorpeoda:

1. yBenomieHue 3a o100peHue, uin

2. MOTMBHUPAH OTKa3, KOTaTo:

a) KOHCTaThpa, 4e MPOBEXKIAAHETO Ha MPOYUYBAHETO HAchbpyaBa yrnoTpebaTa Ha JIEKapCTBEHUS
HPOAYKT, U/WIH

0) npeneHy, 4e AU3aliHBT Ha MIPOYYBAHETO HSMA J1a MIOCTUTHE 3aJ0KEHUTE B MPOTOKOJIA 1IEJIH,
u/unm

B) IPOYYBAaHETO MMa XapaKTep Ha KIIMHUYHO U3IUTBAHE.

(3) (U3m. - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B caywyaure mo am. 2, 1. 1
MIPUTEKATENIAT Ha pa3pelIeHUeTo 3a ynorpebda npeacrass yBeaomienuero Ha MAJL

(4) (U3m. - [IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) Komucusra no 4. 103, an. 1 B cpok
n0 15 nHM OoT marara Ha mMoly4aBaHE Ha YBEAOMIICHHETO NO ajl. 3 M3Mpalla Ha IPUTEKATeNns Ha
paspelIeHrneTo 3a ynorpeda MmoJoKUTEIHO WIM OTPUIIATEIHO CTAHOBHUIIIE.

(5) (M3m. - IB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [IpoBexxgaHeTo Ha MPOYYBAHETO
MOJKE Jia 3aIll0YHE CJIE]I [TOJIy4aBaHe Ha MOJIOKUTEIHO CTAHOBUIIE OT KomucuaTa o wi. 103, an. 1.

(6) Cpabppkanmero u ¢dopmara Ha MpoTokosia mo an. | ce ompenenar ¢ PermamenT 3a
msneiaHeHne (EC) Ne 520/2012 na Komwucusta ot 19 tonu 2012 T. OTHOCHO H3BBPIIBAHETO Ha
neitHocTuTe B obOsiactTa Ha (apmakosiornyHata OautenHoct, npensuiaeHu B Permament (EO) Ne
726/2004 na EBpomneiickust napnameHnT U Ha CwBera u B [upextua 2001/83/EO na EBpomeiickus



napiamedHT U Ha CwBera (OB, L 159/5 ot 20 ronum 2012 r.), HapuyaH mo-HaTtaThk "PeriameHTt 3a
m3mbiaHeHne (EC) Ne 520/2012".

Ui 145x. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) IIpurexarenst Ha
paspenieHueTo 3a ynorpeba B ciydaurte no wi. 145e, an. 1 npusara ruiaHupanu ChIECTBEHU MPOMEHU B
MIPOTOKOJIA HAa MPOYYBAHETO CJIE]] MPEIBAPUTEITHOTO UM OJ00psABaHE OT KOMUTETA MO Wi. 56a, an. 1, T. 1.

(2) IlpuTexarensaT Ha pa3pelICHUETO 3a yIoTpeda MpencTaBs Ha KOMUTETa Mo wi. 56a, ain. 1, T.
1 moxyMmeHTanusTa, CBbp3aHa ¢ MPOMEHHUTE, U MOTUBHU 3a TOBA.

(3) (U3m. - 1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Koraro komuteTsT 10 Wi. 56a, ai.
1, T. 1 omoOpu npomMeHuTe B MPOTOKOJIA, MPUTEKATEIAT HA pa3pelieHueTo 3a ynorpeda ysenomsasa MAJI
u kxomucusTa no wi. 103, an. 1.

(4) (U3m. - JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 1.) [IpuTexaTensT Ha pa3peieHueTo 3a
ynorpeba MOXe /1a MPUIOKH IPOMEHUTE 1O ajl. 1 ciex mojgydyaBaHE Ha IOJIOKUTEIHO CTAHOBUILE OT
komucwHsaTa 1mo wi. 103, an. 1.

Un. 1453. (HoB - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [Iputexarenst na
paspelieHneTo 3a ymnorpeda MpeacTaBs MO E€IeKTPOHEH MBT Ha KOMUTETa mo 4i. 56a, am. 1, T. 1
OKOHYATeJIeH JI0KJaj, NMPUAPYKEH C Pe3lOME Ha pe3ylTaTuTe OT MPOYYBAHETO, B CPOK 10 12 mecela
clie]] MPUKIIIOUBaHEe ChOUPAHETO Ha JaHHHU.

(2) IlputexarensaT Ha pa3pelIeHUETo 3a ynoTpeda MOKe Ja MO0JaZe MOTHBHUPAHO HCKAaHE 0
KOMUTeTa Mo wi. 56a, an. 1, 1. 1 3a oTnarane Ha cpoka 1o ai. 1 Haii-MalIko TpH Mecella Mpeau JaTaTa 3a
IIpe/ICTaBsIHE HA OKOHYATEIHUS J0KJIa/, I0COYEHA B IPOTOKOJIA.

(3) KomutersT 1o wi. 56a, an. 1, 1. 1 omo0psiBa v IpaBu MOTUBHPAH OTKAa3 HAa MCKAHETO IO
all. 2 1 yBeloMsiBa IPUTEXKATEJIs Ha pa3pelIeHUETo 3a ynorpeoa.

(4) Cvabpxanuero u opMara Ha JOKJIana o an. 1 ce onpenensr ¢ PernameHt 3a u3nbiHeHne
(EC) Ne 520/2012.

Un. 145u. (Hos - JIB, 6p. 102 ot 2012 ., B cuma ot 21.12.2012 r.) (1) KomuteTsT mo 4. 56a,
an. 1, 7. 1 BB3 ocHOBa Ha Jokjaaa mo wi. 1453, am. 1 U crmeq KOHCyNATalus ¢ TMpUTEX)aTeNns Ha
paspelieHrneTo 3a ynorpeda M3iaBa MOTHBHpaHA IMPENopbka OTHOCHO pa3pelieHHueTo 3a yrnorpeda Ha
JIEKapCTBEHHS TPOAYKT | s U3IIpaIia J10:

1. KomuTera no nexapcTBEHUTE MPOAYKTH 3a XyMaHHa ynorpeba mo ui. 5 ot Pernmament (EO)
Ne 726/2004 na EBpornelickust napiaMeHT 1 Ha CbBeTa, WK

2. KOOp/AMHAIMOHHATA Tpyna 1o wi. 77, an. 2.

(2) B ciydaure o an. 1, T. 2, Korato KOMUTETHT 1O Wi. 56a, ain. 1, T. 1 e mpenopbyan npomMsHa,
CIMpaHe WM TpeKpaTsBaHe Ha pas3pelleHueTo 3a yrnoTpeda, KOOpAMHAIMOHHATa TIpyla,
MpeJCTaBIsiBaHa OT JIBP)KABUTE WICHKH, B KOUTO € TPOBENEHO IMPOYYBAHETO, M3JaBa CTAHOBUIIE
OTHOCHO HEOOXOJUMUTE ACUCTBUS, KOUTO CIIE/IBA J]a Ce MpeIIprueMar 1o OTHOIIEHHE Ha Pa3peIIeHueTo
3a ynotpe0a, BKIOYUTETHO rpaduK 3a U3MBIHEHUETO MY.

(3) Koraro mpencraBeHWTe IbpKABM WIEHKH B KOOpPAMHAIMOHHATa Tpyna IOCTUTHAT
KOHCEHCYC OTHOCHO CTaHOBHWIIETO IO aJl. 2, TO ce MyOiuKyBa Ha EBpomneickusi MHTEpHET mopTai 3a
JIEKapCTBEHUTE MPOAYKTH MO wWi. 68, an. 1, T. 4 u ce u3Mpala Ha MpUTEXaTesst Ha pa3pelieHueTo 3a
ynoTpeoa.

(4) UznbnauTtenuusaT aupektop Ha MAJl B ChbOTBETCTBUE ChC CTAHOBHUILIETO MO all. 2 CIHUpa
JEWCTBUETO WITH MPEKPATABA Pa3pPEIICHUETO 32 yIoTpeoa.

(5) Koraro B cTaHOBHILETO MO aJl. 2 ca NPEeNopbYaHU MIPOMEHU B M3/1aJ€HOTO pa3pelieHue 3a
yrmoTpeba, MPHUTEXKATENIT Ha pa3pelIeHueTo 3a yrnoTpeda B paMKHTE Ha OIpeNeseHUs Tpapuk 3a
u3nbJIHeHne nojasa 10 MAJI 3asBienue 3a mpoMsiHa 1O pea Ha IJlaBa TpeTa, pasjen VI, BKiIrouBario



aKTyalHu3MpaHa KpaTKa XapaKTepUCTHKA Ha IPOAYKTa U JIUCTOBKA.

(6) Koraro He moxe 1a ObJie MOCTUTHATO ChITIaCHE B paMKUTE HAa KOOPAWHAIIMOHHATA TPYIa,
MO3UIMATA HA MHO3UHCTBOTO OT Jbp:KABUTE WIEHKU ce IpeAocTass Ha EBponeiickara koMucus, KosiTo
IIpYeMa pEIIEHUE 3a IPOMSIHA, CIIMPaHEe WIN NIPEKpaTsIBaHe Ha pa3pelleHUueTo 3a ynorpeoda, u3aaieHo ot
CbOTBETHUTE PEryJaTOPHU OPTaHU HA AbPKABUTE WICHKU.

(7) Pemennero no an. 6 ce myoinkyBa Ha EBporielickusi MHTEpHET MOpTai 3a JIEKapCTBEHUTE
IPOAYKTH 110 wi. 68, an. 1, T. 4 u ce n3npaia Ha IpUTEKATENs Ha Pa3peIIeHUeTo 3a yrnorpeoa.

(8) M3nmpaHUTENHATA areHIUs MO JIeKapcTBaTa Ipuiara BPEeMEHHHUTE W/WIM OKOHUYATCITHUTE
MEpKH OT pelieHreTo no ain. 6 u napopmupa EBponeiickara areHuus no jgekapcrBata u EBponeiickara
KOMUCHS.

(9) B cimygaute 1o ain. 1, T. 1 KoMuTeThT 110 JIeKapCTBEHUTE MPOAYKTH 3a XyMaHHa yrnoTpeda B
CbOTBETCTBUE C IIpeNopbKaTa Ha KOMHUTETa mo wi. 56a, an. 1, T. 1 u3gaBa CTaHOBMILE OTHOCHO
3aIla3BaHeTO, W3MEHEHHMETO, CIIMPAHETO WJIM IPEKpaTsIBAaHETO Ha BAJIMIAHOCTTa HA pa3pelICHHETO 3a
ynoTtpeda, BKIIOYUTEIHO TpaguK 3a M3NBIHEHHE Ha cTaHOBHIETO. CTaHOBHILETO ce MyOJMKyBa Ha
EBpomneiickus MHTEpHET MOpTaji 3a JIEKApCTBEHUTE MPOMYKTH 1o ui. 68, an. 1, T. 4 u ce u3npama Ha
IIPUTEKATEIIS Ha Pa3pELICHUETO 3a yIoTpeoda.

(10) Koraro B cranoBuiero no ai. 9 e uzpaseHa No3uLKsA 3a MpealpueMaHe Ha peryjJaTopHU
JEMCTBUS 110 OTHOLLIEHHE Ha pa3pelieHusTa 3a ynorpeda, EBpornelickara koMucus npuema pelieHue 3a
IIPOMsIHA, CIUpPAHE WK IpeKpaTsBaHe Ha pa3pelleHusTa 3a ynorpeba, U31aJeHu 1o peaa Ha Pernmament
(EO) Ne 726/2004 na EBponetickust mapiameHT 1 Ha ChBeTa.

Ui 145k. (Hos - JIB, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 1.) (1) (U3m. - JIB, 6p. 84 ot
2018 r., B cuia ot 12.10.2018 r.) HeunTepBeHLIMOHAIHY [IPOYyYBaHUs HAa TepUTOpHsATa Ha PemyOiuka
benrapuss ce mnpoBexxgar mpu YCIOBUS M IO pel, ONpeleleHH ¢ Hapeada Ha MMHUCTbpa Ha
3/lpaBeoIIa3BaHEeTo.

(2) IIpu npoBexaHe HA HEMHTEPBEHLMOHAIHU MPOYYBAaHUA 1O all. 1 ce Moco4yBa U3TOYHUKBT
Ha (PMHAHCHpaHE.

I'naBsa nera.
MNPOU3BOACTBO U BHOC HA JIEKAPCTBEHU INPOAYKTHU U AKTUBHU BEILIECTBA
(BATI'JL. U3M. - IB, BP. 102 OT 2012 T'., B CWJIA OT 02.01.2013T".)

Pa3nen 1.
IIpousBoacreo

Un. 146. (1) (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) IIpousBoacTBoTO Ha
BCUYKM BUJIOBE JIEKAPCTBEHHM IMPOJIYKTH IO CMHCHJIA Ha TO3M 3aKOH, W Ha JIGKAPCTBEHU MPOIYKTH,
MpelHa3HauYeH! 3a KIMHUYHO M3MHUTBaHE, MOraT Ja W3BBPIIBAT Ha Tepuropusra Ha Pemybnuka
bearapus caMo (pU3NYECKH WM IOPUINYECKH JIMIA, PETHCTPUPAHNA KaTO THPTrOBIIM HA TEPUTOPUATA HA
IbpKaBa UYICHKA, KOMTO ca TMOJYYMIIH pa3pelieHHe 3a MPOU3BOJICTBO, M3AaAEHO OT TUPEKTOpa Ha
W3mpaHUTETHATA areHITUS 110 JIeKapCTBaTa.

(2) Pa3penienue 3a Mpou3BOACTBO CE M3UCKBA M B CIIy4auTe, KOTaTO MPOAYKTUTE Mo ai. 1 ca
npeaHa3HauYeHH caMo 3a U3HOC.

(3) (U3m. - 1B, Op. 71 ot 2008 r., B cuma ot 12.08.2008 r.) Pa3perenne 3a mpou3BOJCTBO Ce
W3KMCKBA W 3a JIMIA, KOUTO W3BBHPIIBAT €AHOBPEMEHHO HIIM TOOT/CITHO €HA OT CJICIHUTE JIEHHOCTHU:
II'BJIHO WJIM YaCTHYHO TPOM3BOJACTBO, PA3IMYHU MPOIECH Ha pazdacoBaHe, OMAaKOBaHE, MPEOMAKOBaHE,
STHUKETUPAHe, KAueCTBEH KOHTPOJ W OCBOOOXKIaBaHE HA TApPTUIAM JICKQPCTBEHW TMPOJYKTH H



JICKapCTBCHHM MPOJIYKTH, IMPESIHA3HAUCHH 33 KJIMHHYHO H3IUTBAHE.

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

(5) He ce um3uckBa paspelieHWe 3a IPOU3BOJICTBO, KOraTo IPOIECHUTe Ha paszdacoBaHe,
CMECBaHE MJIM OMAKOBaHE CE M3BBPIIBAT M0 MAarkuCcTpaiHa Win (papMakoneiiHa perenTypa B anreka.

Un. 147. (U3m. - [IB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) M3mbaHuTeTHATa areHIKs
0 JIEKapCTBaTa BBBEXKIa MHGOPMAIUS 33 U3IAJICHUTE Pa3pelieHus 3a MPOU3BOJICTBO HA JIEKAPCTBCHH
NPOAYKTH U cepThduKaTu 3a JloOpa Mpon3BoACTBEHA MMPAKTHKA B 0a3aTa JaHHU Ha EBponelickus Chro3.

Un. 148. 3a momyuaBaHe Ha pa3pelICHHWE 3a MPOM3BOACTBO JHUIETO MO 4Wwi. 146 TpsOBa na
pasrmouara:

I. ¢ mepcoHan ¢ moaxonadmia KBaTM(PHUKAIMS B 3aBHCHUMOCT OT CcHeluQuKaTta Ha
MIPOU3BEXKIAHUTE BHIOBE JIGKAPCTBEHU MPOAYKTH U JIEKAPCTBEHU (POPMU;

2. 1O BCSKO BpeMe Hal-MaJIKO ¢ €THO KBATU(HUIIUPAHO JIMIIEC, KOSTO OTrOBaps Ha yCIOBHATA TIO
1. 159;

3. ¢ ToMemeHUs 3a MPOU3BOJICTBO, KOHTPOJ W CHhXpPAaHCHHE HA JICKAPCTBEHUTE TMPOIYKTH,
cHabJIeH! ¢ HEOOXOIMMOTO TEXHUYECKO 000pyABaHE U € JTa0OpATOPUU 32 KOHTPOIL.

Un. 149. PpkoBOaUTENNTE HA MPOU3BOJCTBO M KOHTPOJ BBPXY KAYECTBOTO HA JICKAPCTBEHU
MPOJYKTH B MPEANPUATHUATA 32 MIPOU3BOACTBO Ca JIUIA:

1. xouTo mpuTEeKaBaT 00pPa30BATEIHO-KBATU(UKAIIMOHHA CTETIEH "MarucTep” Mo CHenruaTHOCT
"papmanma", "xumusa" wuiam  "OWonorusA" W HAW-MaJIKO JIBE€ TOJWHH TPAKTHYECKH ONHT BbHB
(hapMareBTHYHOTO TIPOU3BOICTBO;

2. KOUTO OTrOBapsT HAa U3MCKBAHUATA MO T. | ¥ UMAT JOMBIHUTEIHO NMPU3HATA CIIEIUATHOCT IO
paguoOuoIOTHs WU PAIUOXUMHUS - 3a paguodapMalleBTUIM WM 3a JIEKApCTBEHH TPOIYKTH,
MOJIOKEHU HAa HOHU3UPAILU JTHUCHHUS;

3. ¢ Tpu3HATa CHEIMUATHOCT MO KJIMHUYHA XEeMAaTOJOTHS, MEIUIIMHCKAa MHKPOOUOJIOTHS,
BUPYCOJIOTUSI WJIM MUMYHOJOTHS - 3a MPOU3BOJCTBOTO HAa MMYHOJOTUYHHU JIEKAPCTBEHU MPOAYKTH -
BAaKCHHU, TOKCUHH, CEPYMH, 32 OMOTEXHOJIOTMYHU MPOAYKTH U 32 JICKAPCTBEHU MPOAYKTH, TTOJTYISHH OT
YOBEIIIKa MJ1a3Ma UJIM OT YOBEIIKA KPbB.

Un. 150. (1) Jlugero mo wi. 146 mpexncraBs B MAJI 3asBnenue mo obOpasel, YTBBPIAEH OT
JUPEKTOPA HA areHIUATA.

(2) 3aenHO ChC 3asBJICHUETO IO aJl. | 3aBUTEIAT MPEACTABS U:

1. (mom. - JIB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) numioma 3a BHciIe 00pa3oBaHUE,
JOKYMEHT 3a MPUI00UTa CIEIHATHOCT, JOKYMEHT 3a TPYJOB CTa)X, CBUJIETEICTBO 3a CHIUMOCT WU
aHAJIOTUYEH JTOKYMEHT Ha JTUIETO, aKO He € OBJITapCKH TpakJaHuH, U TPYJOB JIOTOBOP 3a JIUIaTa 1o YII.
148, 1. 2 m un. 149;

2. KOmHUs OT JIOTOBOPH 3a BB3JIaraHe Ha MPOHM3BOJCTBOTO W/WJIM KOHTpOJA Ha 3asBEHUTE 3a
MPOU3BOACTBO MPOAYKTH - B ciydauTe 1o wi. 151;

3. (u3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 60 ot 2011 1., B cuna
ot 05.08.2011 r.) nannu 3a EnuHHMUS WAEHTH(PUKAIMOHEH KOJI HAa THProBela WM KOOIepalusTra OT
TBproBckUst peTUCTBP, a 3a APYKECTBaTa, PETUCTPUPAHU B IbprKaBa - WieHKa Ha EBponeickus cbio3,
Wi B JObpxkaBa - cTpaHa no Cnopa3dymeHuero 3a EBponeickoTo MKOHOMHUYECKO MPOCTPAHCTBO -
JOKYMEHT 3a aKTyaJlHa PErucTpanus M0 HAIMOHATHOTO 3aKOHOAATENICTBO, M3/1aJ€H OT KOMIIETEHTEH



OpraH Ha CbOTBETHATa JIbPKaBa;

4. (m3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - [IB, 6p. 102 ot 2012 1., B cuna
or 02.01.2013 r.) cnUChK Ha TNPOM3BOJCTBEHUTE JACHHOCTH M JIEKAPCTBEHHUTE (DOPMHU, KOUTO I
MIPOU3BEKIAT;

5. cxeMH Ha TOMENICHHSTA 3a IMPOU3BOJCTBO, KOHTPOJI U ChXpaHEHHE U JOCHE Ha
MIPOU3BOJICTBEHATA MOIIHOCT;

6. oleHKa 3a BB3ACHCTBHE BBPXY OKOJIHATA Cpela MpH IPOU3BOICTBOTO Ha JIEKAPCTBEHU
MIPOJYKTH B MPEABUICHUTE B 3aKOHA 32 OMa3BaHE HA OKOJIHATA Cpefia CIyJau;

7. paspeuieHue OT AreHUusTa 3a SAPEHO peryiupaHe, KOraro 3asBIEHHUETO C€ OTHAcs 0
MIPOM3BOJICTBO HA paanodapManeBTULIA WM HA JIEKAPCTBEHH MPOAYKTH, MOJIOKCHH Ha HOHU3HMpAIIH
JTBUEHUS IPU MTPOU3BOJICTBOTO UM;

8. paszpemieHue 3a MOJ3BaHE Ha TMOMEMICHHSTA 332 MPOHW3BOJCTBO, KOHTPOJI M ChXPaHCHUE,
U3JIaJICHO 0 pe/la Ha 3aKOHa 3a YCTPONUCTBO HAa TEPUTOPHSTA, WM JPYT 3aMECTBAII IO JIOKYMEHT;

9. (u3m. - IB, 6p. 98 ot 2010 r., B cmma ot 01.01.2011 r., oT™. - JIB, 6p. 60 ot 2011 1., B cuna
ot 05.08.20111.)

10. moxyMeHT 3a IJIaTeHa Takca B pa3mep, onpezaeieH B Tapudara mo wr. 21, am. 2.

(3) Ilpu mpou3BOJACTBOTO HA HAPKOTUYHM BEILECTBA U JIEKAPCTBEHU (POPMHU, KOUTO ChABPIKAT
TaKHWBa BEIIECTBA, CE CMA3BaT M M3UCKBAHUATA HAa 3aKOHA 32 KOHTPOJI BbPXY HAPKOTHYHUTE BEIIECTBA
MIPEKYpPCOPUTE.

(4) (HoBa - JIB, 6p. 103 ot 2017 ., B cuma ot 01.01.2018 r.) M3mbaHuTEeNIHATA areHIUS 110
JIeKapcTBaTa YCTAaHOBSIBA CIYKEOHO 0OCTOSITENICTBaTa OTHOCHO ChIMMOCTTA Ha JUIaTta mo am. 2, 1. 1,
KOTaTo ca OBJITapCKU TPAKIAHH.

Yn. 151. Koraro HSKOM OT eTamuTe HAa MPOHM3BOACTBOTO MM KOHTPOJHHUTE W3IUTBAHUS B
MIPOU3BOJICTBEHHS MPOLIEC CE€ M3BBPIIBAT IO JIOTOBOP B JAPYr OOEKT Ha Tepuropusita Ha PemyOnmka
beinrapus wnu M3BBH Hes, IMLATa MO Wi. 146 ca UIHXHU Ja ITOCOYAT MECTOHAXOXKICHUETO Ha TO3U
O0EKT M KOMHE OT JIOrOBOpa, B KOWTO CE€ OMpEAENSAT OTrOBOPHOCTHTE Ha BCSKAa OT CTPAHUTE TI0
OTHOIICHME Ha cla3BaHe M3MCKBaHMATAa Ha JloOpaTa NpOW3BOACTBEHA INpaKTHKa Ha JIEKAPCTBEHU
MPOJYKTH U 33IbJKEHUSATA Ha KBAIM(ULIMPAHOTO JuLe o wi. 148, 1. 2.

Un. 152. (M3m. - JIB, 6p. 102 or 2012 r., B cuma ot 02.01.2013 r.) (1) Ilpunuunure u
n3ncKBaHusATa 3a JloOpa MPOW3BOJCTBEHA MPAKTHKA 33 BCHYKH BHJIOBE JICKAPCTBEHH IMPOIYKTH, Ha
JIEKapCTBEHH MPOJYKTH 32 KIMHUYHO M3MUTBAHE M HAa aKTUBHU BEIECTBA CE€ OMPEIENAT ¢ Hapenda Ha
MUHHUCTHPA Ha 3/IpaBEOINa3BaHETO U C aKTOBE U PHKOBOJICTBA, IpHeTH OT EBporielickara KOMUCHS.

(2) IlpuHnunuTe ¥ U3UCKBaHUATA 3a O(UIMAHA OLIEHKA Ha PHCKa C IIeNl YCTaHOBSBaHE Ha
JloOpa TpOW3BOJCTBEHA MPAKTHKA 33 MOMOIIHU BEIIECTBA CE OMpEAeysAT ¢ Hapendara mo ai. | u ¢
PBKOBOJICTBA, MPUETH OT EBpomneiickaTa KOMUCHS.

Un. 153. (1) Ilpu moctemBane Ha 3asBieHue mo uwi. 150 HMAJI omensBa momameHara
JOKYMEHTAIMs ¥ U3BBPILBA IPOBEPKA HA MACTO Ha OOEKTUTE 3a MPOU3BOJICTBO, KOHTPOJ U ChbXPaHEHHE,
BKIIFOYUTCIHO U B CIIYYauTC IO YJI. 151, 3a YCTaHOBABAHE HAa CHOTBETCTBUCTO MCXKIAY MPCACTaBCHATa
JOKYMEHTAIUsl M YCJIOBUATA 3a MPOM3BOJICTBO, KOHTPOJ M CHbXPAaHEHUE HA HU3XOJHUTE MaTepUalM 3a
IMPOU3BOJACTBO W HA TOTOBUTC JICKAPCTBCHHU IPOAYKTH H CBHOTBETCTBUCTO WM C H3HCKBAHUATA Ha
JloO6paTa mpon3BOICTBEHA MPAKTHKA.

(2) Pa3zxoauTe 1o U3BBpILIBaHE Ha MPOBEPKa HAa MACTO M0 ajl. 1 ca 3a cMeTKa Ha 3asiBUTEIIS.

(3) 3a u3BbBpIIBaHE Ha MPOBEpPKA HAa MSCTO MO al. | 3asBUTENAT 3alJamia Takca B pa3Mep,



ompenesneH B Tapudara mo wi. 21, am. 2.

Un. 154. (1) Korato MAJI ycTaHOBM HENBIHOTH B IpeJICTaBeHaTa JOKYMEHTAIMs H/HIU
HEChOTBETCTBUE MEXJY ChABPKAHUETO Ha IpeACTaBeHaTa JOKYMEHTAlMsl U ChCTOSIHUETO Ha oOeKTa
VI W3UCKBAHUATA 32 KBATH(PHUKAIMATA Ha TIEPCOHAIIA, YBEIOMSIBA MUCMEHO 3asBUTENS U 1aBa MUCMEHU
yKa3aHMsL.

(2) B cmyganTe mo an. 1 cpoksT mo wi. 155, an. 1 ciiupa na Tede 10 npuBexkIaHe HA 00EKTa WK
Ha JIOKyMEHTALUATa B CbOTBETCTBUE C U3UCKBAHMATA.

Y. 155. (1) (U3m. - B, 6p. 84 ot 2018 1., B cuma or 12.10.2018 r.) M3nbaHATETHUST
nupekTop Ha MAJI B cpok 60 nHM OT arata Ha ojJaBaHe Ha 3agBjieHUETo 1o wi. 150:

1. u3gaBa pazpelieHue 3a Iporu3BOACTBO, WU

2. IpaBu MOTUBUPAH OTKa3.

(2) (U3m. - [IB, Op. 60 ot 2011 T, B cuna ot 05.08.2011 r., uzm. - IB, 6p. 102 ot 2012 1., B
cuna ot 02.01.2013 r.) Pa3pemenue 3a mpou3BOJCTBO CE€ M3/1aBa CaMO 3a MOCOYCHHUTE B 3asBJICHHETO
MIPOM3BOJICTBEHU JEHHOCTH M JIGKAPCTBEHU (OpPMH, M JICKAPCTBEHU TNPOAYKTH, IMPEIHA3HAYCHU 3a
KIIMHUYHO M3MHUTBAaHE, U 32 MOMELIECHUATa, KbJETO 1€ CE M3BBPIIBAT MPOU3BOJCTBOTO, KOHTPOIBT H
ChXPAaHEHUETO.

(3) AkroBere 1o an. 1 ce BpbUBaT HA 3aABUTEIIA.

(4) PazperienueTo 3a mpou3BOJICTBO € OE3CPOUHO.

(5) Orkazpr mo anm. 1, T1. 2 mommexu Ha oOXaiBaHe 1O pega  Ha
AJIMUHHUCTPATUBHOIIPOIIECYaTHUS KOJIEKC.

UYn. 156. (1) IlpuTexaTensT Ha pa3pellieHre 3a IPOU3BOJCTBO M0J1aBa 3asBJICHUE IPU MTPOMSHA
Ha!

1. nuueto mo . 148, T. 2;

2. nmunara 1o wi. 149;

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

4. MECTOHAXO0K/IEHUETO UJIU IIPEYCTPOICTBO HAa HAKOW OT 00EKTHUTE 32 POU3BOCTBO, KOHTPOJI
WIN CbXPaHEHHE;

5. (m3m. - 1B, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) mpou3BOACTBEHUTE NIEHHOCTH;

6. (m3Mm. - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., uzm. - IB, 6p. 102 ot 2012 r., B cuna
o1 02.01.2013 r.) npou3BexaaHUTE JIEKAPCTBEHU (HOPMH;

7. (u3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) ThproBeckara perucrparusi.

(2) KM 3asBnenuero no ajn. 1 ce mpuiaraT JOKYMEHTH, CBBP3aHH C MPOMsIHATa, KOUTO ca
oIpeJiesIeHu B Hapen6arta mo ui. 152.

(3) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HEBeH CpoK OT HACTHIIBaHE
Ha MIpOMsHa Ha 00OpYBAHETO MPUTEKATENAT HA Pa3pelIeHUeTo 3a MPOU3BOJICTBO YBEIOMSBA MHUCMEHO
NAIJL

(4) (Homa - IB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [IpuTexxatenst Ha pa3pelieHue 3a
pou3BoJICTBO Nonasa B MIAJI yBenomiieHne npu 3amoyBaHe Ha IPOM3BOJICTBO 33 BCEKU HOB pa3pelleH
3a yrnotpeda JIeKapCTBEH MPOAYKT.

(5) (Ilpeaumaa an. 3 - JIB, 6p. 60 ot 2011 r., B cuima ot 05.08.2011 r.) Pa3pemenuero 3a
IIPOU3BOJICTBO CE€ MpEKpaTsIBa, B CiIydail 4e MPUTEKATENIT MY IPEKpPATH AEWHOCTTA CH, 32 KOETO €
JUThKEH TUCMEHO 1a yBeaomu MAJL



UYn. 157. (1) Ilpu u3naBaHe Ha pa3pelIEHUETO, C KOETO CE JOIMycKa MpOMsHATa, ce Mpujiarat
pasnopeadurte Ha wi. 150 u 151, KaTo CpOKBT 32 U3AABAHETO MY € JI0:

1. 14 nuu - B cnyyaute o wi. 156, an. 1, 1. 1,2 u 7;

2. (u3m. - JIB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) 30 nau - B cimydante no wi. 156, a.
1,1.4-6.

(2) (U3m. - IB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) KoraTo npomenure mo 4. 156, ai.
I, T. 4 - 6 He morar Aa ce oueHsT 1no Aokymentu, MAJI uzpbpiiBa npoepka Ha MscTo. B Te3u ciydan
CPOKBT MO a. 1, T. 2 cnupa Aa Tede 10 3aBbplIBaHE Ha MPOBEpKaTa.

(3) Pa3xoauTe no u3BBpILIBaHE HAa MPOBEPKA HA MACTO 1O aJl. 2 ¢a 3a CMETKa Ha 3asiBUTES.

(4) 3a u3BbpIIBaHE HA MPOBEPKA HAa MACTO MO al. 2 3asiBUTENAT 3arulalla Takca B pasMmep,
orpeneneH B Tapudara mo wi. 21, an. 2.

Ui 158. (1) M3nbiHATENIHATA areHITUS 10 JICKapCTBaTa BOAU PErucThp 1o wi. 19, an. 1, T. 1 Ha
U3JIaJICHUTE pa3pelleHus 3a IPOU3BOACTBO, KOMTO ChIbpIKa:

1. HOMep U J1aTa Ha pa3pelIeHUueTo 3a MPOU3BOJICTBO;

2. uUMe, celaluIle M aJgpec Ha YIpaBIeHUE Ha JMLETO, MOJYyYWIO paspelleHue 3a
MIPOU3BO/ICTBO;

3. aapec Ha IOMEILEHUATA 332 IPOU3BOJICTBO, KOHTPOJI U CbXpPaHEHUE Ha JIEKapCTBaTa;

4. (m3m. - JIB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nexkapcTBEHUTE MPOAYKTU U
(dopmuTe, 32 KOUTO € TIOY4EHO Pa3peIIeHUETO;

5. ¥Me Ha nuneTo mo 4i. 148, 1. 2;

6. nmeHa Ha nunarta no 4i. 149;

7. nata Ha 3aJM4aBaHe OT PETUCThpPa Ha pPa3pelICHUETO 3a MPOU3BOACTBO U OCHOBAHHE 32 TOBA.

(2) [laHHWUTE OT pEervcThpa Ha W3IAJACHUTE Pa3pelIeHHUs 3a MPOU3BOACTBO C€ MyOJMKyBaT Ha
crpanuiiata Ha MAJI B uHTEpHET.

(3) Ilpu nmouckBane ot EBponelickara KOMUCHS WK OT PETYJIATOPEH OpPTaH Ha AbprKaBa YiIeHKa
NAJI npenocTasst nuH(popMaIys 3a U31a/IEHO pa3pelIeHue 3a MPOU3BOACTBO.

Un. 159. (1) [putexarenst Ha pa3pelieHHE 3a IMPOU3BOJCTBO Haema IO TPYIOB JIOTOBOP
Hail-Manko eHO KBaM(UIIMPAHO JIULE 10 Wi. 148, T. 2, KOETO € MOCTOSIHHO Ha HETOBO Pa3IoJIOKEHHE.

(2) KBanugunupanoto nuie 1o ai. 1 TpsaOBa aa 0TroBapst Ha CIEIHUTE U3UCKBAHUS:

1. 1a e MarucThp MO MeAULIMHA, (hapMalusl, XUMHs, OMOTEXHOJIOI s WM OUOJIOTHS;

2. Ja ¥Ma Hal-MaJKoO JB€ TOJIMHU MPAKTUYECKU OIMUT BHB (PapManeBTUYHOTO IPOU3BOJCTBO
W/WIN B U3BBPUIBAHETO HA KAUECTBEH M KOJIMYECTBEH aHAJIM3 HA JIEKApCTBEHWUTE MPOJIYKTH U aKTUBHU
BElIEeCTBA.

(3) Koraro nputexaTensiT Ha pa3pelIeHHETO 3a MPOU3BOJACTBO HA JIEKAPCTBEH MPOAYKT
OTroBapsl Ha U3MCKBAHUATA 1O aj. 2, TOM MOXe J1a U3IIBJIHSABA 3aIbKEHUETO Ha KBATU(UIIUPAHO JIUIIE.

(4) (Homa - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) KBanudumnupanoro nuie
OTroBapsl 3a TOBa, Y€ BBPXY OINAKOBKAaTa Ha JIEKapCTBEHUS MPOAYKT Ca HAHECEHU IOKa3aTeluTe 3a
0e30macHOCT 110 4. 168, ai. 8.

(5) (IMlpenumna an. 4 - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) KBanudunupanoto
JMIe u37aBa CepTU(HUKAT 3a OCBOOOXKIaBaHE Ha BCsKa MapTUAA, YJAOCTOBEpsBAll, 4ye MapTHAaTa
JIEKapCTBEH NPOAYKT € TMpOM3BEeleHa M KOHTpPOJIMpaHa B CBHOTBETCTBHE C HW3MCKBAaHUATA Ha
pasperieHneTo 3a ynorpeda 1o peia Ha TO3HU 3aKOH.

(6) (Ilpeaumna an. 5 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1., uzm. - [IB, 6p. 84 ot
2018 r. (*)) Kanmudunupanoro nuie u3naBa cepTUHUKAT 32 OCBOOOXKIaBaHE Ha BCSAKa MapTUA,
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YIIOCTOBEpsIBAIl, Y€ TapTHAATa JIEKapCTBEH NPOAYKT, MpeIHA3HAUYEH 3a KIMHWUYHO W3IUTBAHE, €
MPOM3BE/ICHA U KOHTPOJIMPaHa B ChOTBETCTBUE C M3UCKBaHMATAa HAa JloOpara mpou3BOICTBEHA IPAKTHKA,
C MPOU3BOACTBEHOTO JOCHE HA TPOIYKTa W C JOKYMEHTAIUATA 32 W3IMUTBAHHS JICKAPCTBEH MPOIYKT
cbriacHo Pernmament (EC) Ne 536/2014.

(7) (IMpepumna an. 6 - JAB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) KBanudunupanoro
JUIE BOAM PETUCTHD Ha U3JaJCHUTE CepTUPUKATH 32 OCBOOOKIAAaBaHE Ha BCsSKa MapTHIA OT
JICKAPCTBEHHSI TPOIYKT.

(8) (Ilpequmina an. 7, usm. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Janaurte ot
perucTepa mo ajl. 7 ce ChbXpaHsABaT HAl-MaJIKO 5 TOJUHH CJIEJ] MMOCIEIHOTO BIIUCBAHE U CE MPEACTaBAT
Ha KOHTPOJIHUTE OPTaHU NIPH MTOMCKBAHE.

(9) (Ilpenumna an. 8 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) IIpu oOpa3yBane Ha
aJIMUHUCTPATHBHOHAKA3aTEITHO IPOU3BOJICTBO 32 HAPYIICHHS, W3BBPIICHH IPH M3MBIHCHUE Ha
3abJDKeHUATA Ha KBanuduuupanoro juie, MAJl pasnopexna Ha MpUTEKATENs Ha pa3pelIcHUETo 3a
MIPOU3BOJICTBO J]a OTCTPAHU BPEMEHHO OT JITBKHOCT KBATM(UIIMPAHOTO JIHLIE.

(10) (Tlpemumna an. 9 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kpurepuure u
M3KCKBAHUATA KbM KBaJH(HKanMATa ¥ OOyueHHEeTO Ha jumarta mo wi. 148, T. 2 ce ompenenar B
Hapenbara o wi. 152.

Ui 160. (1) Ilpurexxarenst Ha pa3pelieHHe 3a IPOU3BOICTBO:

1. (usm. - [IB, Op. 84 ot 2018 r. (*)) ocurypsiBa U3BBPIIBAHETO HA IMPOU3BOJICTBEHUTE
OTlepalliy B ChOTBETCTBHE C M3MCKBaHUATA Ha J[oOpara Mpon3BOACTBEHA NPAKTUKA U B CHOTBETCTBHUE C
onobpenara ot MAJI undopmanus no un. 27, an. 1, T. 7 u 8, a B cnyyanTe Ha JIEKapCTBEHH MPOIYKTH 32
KIMHAYHO WM3MHMTBAaHE - B CHOTBETCTBUE C JIOKYMEHTALMATA 33 HM3MUTBAHUS JICKAPCTBEH IPOIYKT
cbriacHo Pernament (EC) Ne 536/2014;

2. (m3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) u3mosi3Ba caMoO aKTHBHH BEIIECTBA,
KOUTO ca MPOM3BEJCHH B CHOTBETCTBHE C M3HMCKBaHUATa Ha JloOpaTa MpoOW3BOJCTBEHA MpPaKTHKa 3a
aKTHBHH BEIIECTBA;

2a. (noBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) ce yBepsiBa, 4e HOMOIIHHUTE
BELIECTBA, BJAraHW B JICKAPCTBEHUTE MPOAYKTH, Ca MPOU3BEAECHU B CHOTBETCTBUE C IMOAXOJSLIUTE
100pu TPOM3BOJCTBEHM NPAaKTUKM 3a MOMOIIHHU BELIECTBA, OINpeJesieHH Ha 0a3aTa Ha oduumanHa
OLIEHKa Ha PHCKa B CHOTBETCTBUE C MPUIIOKMMHTE PHKOBOCTBA, IIPUETH OT EBporeiickaTa KOMUCHS;

3. ocurypsiBa NMOCTOSHHO KBaJM(UIMPAH MEPCOHAT 3a MPOMU3BOJCTBO U KOHTPOJ CHIVIACHO
M3MCKBaHUATA Ha HapenOara o uwi. 152;

4. (u3m. - JIB, 6p. 12 ot 2011 r., B cumna ot 08.02.2011 r.) pa3monara camo ¢ JIeKapCTBEHU
MPOJIYKTH, KOUTO MUMaT pa3pelieHne 3a ynorpeoa, Ipy cra3BaHe Ha U3MCKBAHUATA HA TO3H 3aKOH;

5. (ot™. - IB, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 1.)

6. yBeZoMsBa He3a0aBHO KOHTPOJIHUTE OPraHU B CIIy4ail Ha CMsIHa Ha KBaJU(UIUPAHOTO JIUIIE
mo ui. 148, 1. 2;

7. ocurypsiBa MO BCSIKO BpEME€ JOCThIl Ha KOHTPOJHHUTE OpraHu J0 IOMEIIEHUATa U
JTOKYMEHTAIUATA;

8. ocurypsiBa Ha KBATMPUIUPAHOTO JuIle To wi. 148, T. 2 HEOOXOAUMHUTE YCIOBUS 3a
U3ITBJIHEHHUE HA 3a/IbJDKCHUATA MY;

9. (noma - JIB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) undopmupa Hezabasno MAJI u
MpUTEXKATEN Ha Pa3pelIeHnueTo 3a ynoTpeda, ako moiay4yu nHpopMalus, ye JeKapCTBEHUTE MPOITYKTH,
KOUTO TOmajar B o0XBaTa HAa HETOBOTO pa3pelIeHHe 3a MPOU3BOJCTBO, ca (ammuduIupaHd WIn
ChIIECTBYBAT CbMHEHHUs 3a (panmuduipane, HE3aBUCUMO OT TOBA Jalld TE€3H JICKAPCTBEHH MPOIYKTH
ca OMJIM pa3NpoCTpaHsBaHU B PaMKUTE HA 3aKOHHATa BEpUra Ha JOCTaBKa WJIM [0 HE3aKOHEH HAuMH,
BKJIFOYMTEIHO ITOCPEACTBOM HE3aKOHHA MTPOAax0a upe3 ycIyruTe Ha HHPOPMAaIlMOHHOTO 0OIIECTBO;



10. (moBa - JIB, Op. 102 ot 2012 r.,, B cuma ot 02.01.2013 r.) mpomepsiBa nmanu
MPOU3BOJIUTENIUTE, BHOCUTEIUTE WM THPrOBIUTE, OT KOUTO TOJydaBa AaKTUBHH BEIIECTBA, cCa
pErUCTpUpaHu OT KOMIIETEHTHUS OpraH Ha JbpKaBaTa WICHKA, B KOSATO ca yCTaHOBEHU;

11. (moBa - /[IB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) mpoBepsiBa aBTEHTUYHOCTTA U
KauyecTBOTO Ha aKTUBHUTE U HA MOMOIIHUTE BEIIECTRA.

(2) (Hosa - 1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) [Ipurexarenst Ha pa3pemieHUETO
3a MPOU3BOJCTBO M3BBPIIBA OJUTH B OOCKTHTE 3a MPOU3BOJCTBO U THPrOBUS C aKTHBHHU BEIIECTBA 3a
cna3Banero Ha JloOpata mnpousBoicTBeHa mpaktuka u JloOpara aucTpuOyTropcka NpaKTUKA.
[IputexaTenar Ha pa3pelIeHHETO 3a IPOU3BOICTBO MOXKE Ja CKJIOYH JOTOBOP C TPETO JHIEe Aa
M3BBPIIN OJUTA OT HETOBO UME M 32 HErOBa CMETKaA.

(3) (Homa - /1B, Op. 102 ot 2012 1., B cmima ot 02.01.2013 r.) [IpuTexxarensar Ha pa3pelIeHHETO
3a MPOU3BOJICTBO JOKYMEHTHUPA NMPEANPUETUTE 110 al. 1, T. 2 1 2a MEpKHU.

(4) (Ilpequmna an. 2 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1., usm. - [IB, Op. 84 ot
2018 . (*)) IlpurexaTenar Ha pa3pelieHUe 3a MPOU3BOJCTBO ChXPaHIBA MOCTPUTE M JOKYMEHTAIIUATA
3a MPOU3BEACHUTE OT HEro JICKApCTBEHHM MPOAYKTH W aKTUBHU BEIIECTBA NPU YCIOBHUS U MO pPEa,
ornpezeneHu B Hapeabara no wi. 152, an. 1.

(5) (Ilpeaumna an. 3 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., ot™. - JIB, 6p. 84 ot
2018 r. (*))

(6) (Ilpenumna an. 4 - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) JlokymeHnTanusra 3a
BCSIKA CKJIFOUEHA CHETKA CE ChbXpaHsABa 5 TOIWMHHM W ChAbP)KA JlaTa, HAMMEHOBAHWE HA JIGKAPCTBEHUS
MPOJYKT, JOCTABEHO KOJIMYECTBO, UME U apec Ha Mojaydarels U MapTUACH HOMeEp.

(7) (INpequmraa an. 5 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarensat Ha
paszpelieHue 3a IpOU3BOJICTBO OCUTYpsBa U MOAIBPKA CHCTeMa 3a OJIOKUpaHe U U3TETIsIHE OT Ma3apa Ha
JIEKapCTBEHH MPOAYKTH, ITOKA3aJId HEChOTBETCTBHE C M3UCKBAHMTA 332 KAYECTBO.

(8) (Ilpegumrna an. 6 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) IIpurexarenst Ha
paspelieHre 3a MpOU3BOJICTBO € UIhKEH Ja OJOKHpa U J1a U3TETIIH JICKApCTBEHUTE MPOAYKTH, TOKA3aIH
HECHOTBETCTBUE C M3MCKBAHMATA 3a KayecTBO, e()UKACHOCT U OE30IMacHOCT, MO pefa Ha HapeabdaTa Mo
. 274, an. 1.

(9) (Ilpegumna an. 7 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarensat Ha
paspelieHre 3a MPOU3BOJICTBO € JUTHKEH J1a OChbBPEMEHSIBA TIPOU3BOJICTBEHUTE METOIHN B CHOTBETCTBHE
C Pa3BUTHETO Ha HOBUTE TEXHOJOTUU U pa3paboTBaHETO Ha JIEKAPCTBEHH MPOIYKTH 32 U3MUTBAHE.

(10) (Hosa - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., npeaumna an. §, usm. - /1B, Op.
102 ot 2012 r., B cuna ot 02.01.2013 r.) B3 ocHOBa Ha pa3peleHHeTo 3a NPOU3BOACTBO, U3/1aJIEHO IO
pena Ha TO3M pa3ziel, MPHUTEXKATEIIT My MOXKE Ja OCBINECTBSIBA BHOC HAa IMOMOIIHHU BEIIECTBA,
HEOOXO/JMMHU 3a MPOM3BOJCTBOTO Ha JIEKAPCTBEHUTE NPOAYKTH, IMOCOUYEHH B pa3peIIeHUETO 3a
MIPOU3BOJICTRBO.

UYn. 160a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) U3nbaHUTETHUST
mupektop Ha MAJI cbe 3amoBen oTHeMa M3AaJ€HOTO paspellieHue 3a MPOU3BOJICTBO, KOraTo HeE ca
HaJIHIEe yciaoBHsTa 1o Wwi. 148 U He ca cma3eHW U3UCKBaHUATA Ha JloOpara MpoW3BOACTBEHA MPAKTUKA,
ONpeAeNICHN 0 peaa Ha wi. 152.

(2) WMsnbnautennuar aupekrop Ha WMAJl cbc 3amoBen mpekparsBa pa3pelIeHHETO 3a
MIPOU3BOJICTBO:

1. Mo MUCMEHO UCKAHE Ha IPUTEXKATEIS MY;

2. Ipy NpeKpaTsBaHe HAa JEHHOCTUTE, 32 KOUTO € U3/1A/ICHO;

3. pu 3aMyaBaHe PErucTpaluaTa Ha ThPTOBELIA;

4. mpu cMBPT Ha (PU3UUECKOTO JIUIIE - €THOIMYEH ThPTOBELl.

(3) 3amoBenra mo an. 1 mMoxe ga ce oOxanBa Mo pena Ha AJIMUHUCTPATUBHONPOLECYATHUS



KOACKC, KaTo 00>KaJIBaHETO HE CIIMpa U3MBJIHCHUCTO.

Pazpgea I1.
Bnoc Ha gexapcrBenu npoaykTu (3aria. usm. - IB, op. 102 or 2012 r., B cuaa ot 02.01.2013 r.)

Ui 161. (1) (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) BHOC Ha TepuTopusita Ha
Peny6nuka bearapus ot Tpera abp)kaBa Ha BCHYKU BHJOBE JIEKAPCTBEHH MPOAYKTH, M Ha JIEKAPCTBEHU
MPOJAYKTH, TpeJHa3HAYCHU 3a KIMHUYHO HU3MUTBAaHE, MOraT Ja M3BBPIIBAT caMO (PU3MYECKU WU
IOPUINYECKH JINLA, PETUCTPUPAHU KATO THPTOBIIH IO 3aKOHOIATEJICTBOTO HA IbpKaBa WIEHKa, KOUTO ca
MOJIYYMJIN pa3pelleHre 3a BHOC, U3/1aJIeHO OT U3MbIHUTENHUs aupektop Ha MAJL

(2) 3a na momyum paspelnieHue 3a BHOC, JIMIETO 1o aj. | TpsOBa aa pasmosnara:

1. (m3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) 0 BCAKO BpeMe Hal-MaJIKO C €IHO
KBaJTM(HUIUPAHO JIUIIE, KOETO OTTOBaps Ha M3MCKBaHUATAa HA wi. 159, an. 2 u 10;

2. (m3m. - 1B, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) ¢ maGoparopusi 3a KOHTPOJI Ha
Ka4eCcTBOTO B CHOTBETCTBHE C M3MCKBAHUATA HA HapeaOara o wi. 152 u momemnieHus 3a CbXxpaHeHHe Ha
JIEKapCTBEHUTE NPOAYKTH, U HA JIEKApPCTBEHUTE MPOAYKTH 3a KIMHUYHO H3MHUTBaHE, CHAOIEHU C
HEO0X0IMMOTO TEXHUYECKO 000py/IBaHEe, B ChOTBETCTBHE C M3UCKBAHMTA Ha HapeabaTa mo 4wi. 198.

Un. 162. (1) 3a nomyyaBaHe Ha pa3pelieHue 3a BHOC jJuieTo no wi. 161, an. 1 nogasa B MAJI
3asBJICHUE TI0 00pa3ell, yTBbPJAEH OT U3IIBJIHUTEIHUS TUPEKTOP HA areHIUsATA.

(2) KbM 3asBnenuero mo an. 1 ce mpuiarar:

1. (u3m. - 1B, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r., u3m. - IIB, 6p. 60 ot 2011 r., B crita
or 05.08.2011 r.) nannu 3a EnuHHMS WACHTH(UKAIMOHEH KOJ Ha THhProBela WIM KOOIepalusra OT
THproBekusi peruCThp, a 3a APYKECTBaTa, PETUCTPUPAHH B AbprKaBa - wieHKa Ha EBponeickus cbhio3,
Wi B JObpxkaBa - cTpaHa no Crnopa3dymeHuero 3a EBpomeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO -
JOKYMEHT 3a aKTyaJlHa PErucTpanusi M0 HAIMOHATHOTO 3aKOHOAATENICTBO, M3/1aJleH OT KOMIIETEHTEH
OpraH Ha ChbOTBETHATa JIbPKaBa;

2. (m3m. - IB, 6p. 102 ot 2012 r., B cuina ot 02.01.2013 r.) cnuchbK Ha JEKapCTBEHUTE
MPOAYKTH U (POPMHUTE, KOUTO 1€ CE BHACST;

3. (mom. - IIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) xomme OT pa3pelIeHUETO 3a
MPOM3BOJICTBO, H3IAJEHO OT pErylaTOpHHUs OpraH Ha Jbp)KaBaTa H3HOCHTEI U cepTU]HKaT,
YZOCTOBEPSIBAIll CHOTBETCTBHETO Ha YCIOBUATA 3a TMPOU3BOJICTBO, KOHTPOJI M CBXPAHEHHE CbC
CTaHJIapTH, Hali-MaJIKO EKBUBAJICHTHHU Ha cTaHAapTUTe Ha JloOpara mpou3BOCTBEHA MPAKTHKA;

4. NOKYMEHTH, C KOUTO C€ YAOCTOBepsBaT oOcTosTencTBara mo wi. 159, am. 1 u 2 3a
KBTU(DUIIUPAHOTO TTUIIE;

5. DaHHM 3a agpeca Ha J1abopaTtopusi Ha TepuTopusaTa Ha PemyOnuka bbearapus 3a u3BbpiiBaHe
Ha MbJICH KOJIMYECTBEH U KAUeCTBEH aHAJIM3 Hal-MajJKO HAa aKTUBHUTE BEIECTBA U HA BCUYKU JPYTH
TECTOBE U MPOBEPKM 3a JOKa3BaHE Ha KAa4eCTBO Ha BCsAKAa BHECEHA MapTHUJIa JIEKAPCTBEH MPOIYKT B
CHOTBETCTBUE C M3HWCKBAaHUATA Ha pa3pelleHHeTo 3a ymoTpeba Mo pela Ha TO3M 3aKOH W ajpec Ha
MTOMENICHUSTA 32 ChXPAHCHHE,

6. IOrOBOp, B KOMTO ca OMpENIEJI€HU OTTOBOPHOCTUTE Ha BCSIKA OT CTPAHUTE MO OTHOLIEHUE
cra3BaHeTo Ha mpuHIuNuTe Ha /loOpaTa MpoM3BOJACTBEHA MPAKTUKA OT W3IBIHUTENSA, U HAYUHBT, 1O
KOWUTO KBaTH(PHUIMPAHOTO juile mo wi. 161, am. 2, T. 1 me u3mbiaHsIBa 3aAbKCHHUITA CH, B CITy4auTe,
Koraro Jiduero no 4i. 161, an. 1 He pa3nosnara cbc coOCTBEHa 1ab0paTopus;

7. IOKYMEHT 3a TUIaTeHa TaKca B pa3Mep, onpeseneH B Tapudara mo wi. 21, ai. 2.

(3) (Homa - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [Ipn mocTrBaHe Ha 3asBICHUE 11O
an. 1 MAJI onensiBa moganeHaTa JOKYMEHTAIMS U U3BBPINBA MPOBEPKA HA MICTO Ha Jlaboparopusra 3a



KOHTPOJI U TOMEIICHUATA 332 ChbXPAHEHWE Ha JIGKAPCTBEHU MPOAYKTH W Ha JICKAPCTBEHU MPOIYKTH,
MpeHa3HAYeHU 32 KIMHUYHO M3MHUTBAHE, 32 YCTAHOBSBAHE Ha CHOTBETCTBHETO UM C M3WCKBAHUATA HA
JloOpaTa mpou3BoICTBEHA MpaKkTUKA U Ha JloOpaTa aucTpuOyTopcKa MpaKkTUKa.

(4) (ITpeaumna an. 3 - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koraro nomemenusra
3a TPOM3BOJICTBO Ca Pa3IOJIOKEHH B TPETa IbpxKapa, ¢ KosATo EBporneiickara 00IHOCT MMa MOANMCAHO
CIOpa3yMeHHe 32 B3aUMHO NpH3HaBaHE Ha cepTUduKaTu 3a J[o0pa mpou3BOACTBEHA MPAKTHKA, JIHUILIATa
mo wi. 161, an. 1 mpuiaraT KbM 3asBJICHHETO ajpeca Ha BCAKO IOMEIICHUE 3a TPOHM3BOJCTBO HA
JIEKapCTBEHH MPOIYKTH, aKTUBHU BEUIECTBA WUJIH JIEKAPCTBEHU MPOIYKTH, IPEAHA3HAYCHH 32 KIMHUYHO
W3MUTBaHE, HAUMCHOBAHHE, CENAIMIIE W aJlpec Ha yIpaBJICHUE HA JIUIIETO, IMOJYYHIO pa3pelicHue 3a
MIPOU3BOJICTBO, CEPTUDHUKAT, YIOCTOBEPSBAIl ChOTBETCTBHETO Ha YCIOBHATA 3a MPOU3BOACTBO, KOHTPOII
U ChbXpaHEHUE ChC CTAH/IAPTH, EKBUBAJCHTHU HAa CTaHIApPTHTE, YIBBPICHHU C U3MCKBaHUATa Ha JJoOpara
MIPOU3BOJICTBEHA MTPAKTHUKA, 1 UMETO Ha KBATM(HUIIMPAHOTO JIULIE.

(5) (IlpequmnHa an. 4, usm. - JIB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) B cioydaure,
pazmuuan ot an. 4, MAJI u3BbpmBa mpu HEOOXOIUMOCT IMPOBEpKa Ha MSCTO 3a yCTAaHOBSBAaHE Ha
ChOTBETCTBUE Ha JIOKYMCHTAIMATa C YCIOBHATA 3a IPOU3BOJACTBO, KOHTPOJI M ChXPaHEHHE Ha
JICKapCTBEHUTE TPOAYKTH B JbpikaBata m3Hocuten. [Ipm ycraHoBsiBane Ha cboTBeTcTBHE C JloOpaTa
npou3BojicTBeHa npaktuka MAJI uznasa ceprudukar.

(6) (Ilpegumna ain. 5, uzm. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Pazxonure 3a
M3BBHPIIBAHE Ha MPOBEPKATa HA MSICTO IO ajl. 5 ca 32 CMETKa Ha BHOCHUTEIIS.

(7) (ITpepumrnHa ain. 6, usm. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a u3BbpIIBane Ha
MPOBEPKA Ha MSCTO IO aJl. 3 WJIH 110 aJl. 5 3asBUTENAT 3aIulallia Takca B pa3Mep, OnpejierieH B Tapudara
mo wi. 21, an. 2.

Ui 163. (1) Kpamudunupanoro mune mo wi. 161, am 2, 1. 1 uszmaBa ceprtudukar 3a
0cBOOOKaBaHE Ha BCSAKA MAapTHA, YIOCTOBEPSBAIl, Y€ BHECEHATa MapTHIA JEKApCTBEH HPOAYKT OT
TpeTa IbprKaBa, HE3aBUCUMO JIAJTH MPOIYKTHT € MPOU3BE/ICH UM HE B Ipyra IbpKaBa WieHKa, Mpeau aa
ce MyCHe Ha Masapa Ha TepuTopusara Ha PermyOnmka Beirapus, € moamo)xeHa Ha IBJIEH KadeCTBEH U
KOJIMYECTBEH aHallu3, Hali-MaJKo Ha aKTHBHHUTE BEIECTBA, M Ca M3BBPIIEHU BCUYKU HEOOXOAMMHU
M3MUTBAHMS ¥ IPOBEPKH B CHOTBETCTBHE C M3MCKBAHMATA 32 M3aBaHE Ha pa3pelieHne 3a yrnorpeda 1mo
pena Ha TO3H 3aKOH.

(2) Koraro nmaprujaTta JekapcTBEH NPOAYKT, BHECEHA OT TpeTa IbpikaBa, € IMOJAJOKEeHa Ha
aHanM3uTe 1o ai. | B apyra abpkaBa WieHKa W ce MpUIpykaBa OT cepTHUKAT 32 OCBOOOXKIaBaHE Ha
napTuaaTa, MOIMHCAaH OT JAPYro KBaTM(UIMPAHO JUIE, HE C€ M3MCKBA MPOBEKIAHE HAa KOHTPOIHHU
W3MHUTBAaHUA Ha TepuTopusTa Ha Pemybnuka bearapus.

(3) Koraro maptumara JieKapcTBEH MPOAYKT € BHECEHAa OT TpeTa JbpXKaBa, C KOATO
EBporeiickata oOIHOCT WMa MOAMKMCAHO CIIOpa3yMEHHUE 3a B3aMMHO MpPU3HABaHE Ha cepTudukara 3a
JloOpa mpon3BOICTBEHA MPAKTHKA, KBATH(DUIIMPAHOTO JIMIIE M3/1aBa cepTH(HKAT 32 0CBOOOKIaBaHE HA
napTujaTa Bb3 OCHOBA Ha MpUApYKaBalaTa mapTuaaTa JOKyMEHTaIus, 0e3 a ce Hajara Jia u3BbpIiBa
KOHTPOJIHH W3IMUTBAHUS Ha TepuTOpHUsATa Ha PermyOmuka beiarapus.

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

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

(6) (U3m. - [IB, 6p. 71 ot 2008 ., B cmna ot 12.08.2008 ., ot™. - JIB, O6p. 84 o1 2018 1. (*))

(7) Kpammdumupanoto ymie mo an. 1 cbxpaHsBa JOKYMEHTAIUATA 32 BCSIKa BHECEHA MapTUIA
JIEKapCTBEH MPOJYKT HAM-MaJIKO 5 TOAWHHM U 5 IPECTaBs MPU MOMCKBAHE HA KOHTPOJIHHUTE OPTaHHU.

(8) IpurexarensT Ha pa3pelIeHHe 3a BHOC OCHTYPSIBA M MOAIbpKA CUCTEMa 3a OJIOKMpaHe U
U3TETJISIHE OT Tas3apa Ha JIEKapCTBEHU IMPOJYKTH, IMOKa3ald HECHOTBETCTBUE C HM3UCKBAHMUATA 3a
Ka4ecTBO.

(9) IlpurexarensT Ha pa3pelIeHUE 3a BHOC € JUThKEH Ja OJOKHpa U J]a U3TETTU JIeKapCTBEHUTE



MPOJYKTH, TOKa3ajli HEChOTBETCTBHE C M3UCKBAHHATA 3a 0€30macHOCT U e(pUKACHOCT, CBIJIACHO
HapenOara mo wi. 274, an. 1.

(10) (U3m. - [IB, 6p. 12 o1 2011 r., B cuma ot 08.02.2011 r.) Paznopendute Ha 4i. 160, an. 1, T.
4 u 7 ce mpwiaraT ¥ 10 OTHOILIEHHE HA MPUTEKATEIIUTE HA pa3pelieHue 3a BHOC.

(11) IlputexxkarensaT Ha pa3pelICeHHE 32 BHOC OCUTYpsIBa Ha KBATH(PHUITUPAHOTO JIMIIE O Wi. 161,
an. 2, T. | HeoOXoauMUTE YCJIOBHS 3a M3IM'BJIHCHHE Ha 3aBbJDKCHUSTA MYy U yBEJAOMsIBAa He3a0aBHO
KOHTPOJIHUTE OpraHM [IPH HEroBaTa MpoMsHa.

(12) Ilpu oOpasyBaHe Ha aJAMHUHUCTPATHBHOHAKA3aTETHO MPOHM3BOJICTBO 3a HApYyIICHHUS,
U3BBPIUICHU NPU U3MBJIHEHUETO Ha 3aJbJDKEHUATa Ha kBanuduuupanoro aune, MAJl pasnopexnga Ha
MPUTEKATENISI HA PA3PEHICHHETO 3a BHOC Jia OTCTPAaHW BPEMEHHO KBaTHU(PUIIMPAHOTO IHUIE OT
JUTBKHOCTTA.

Un. 163a. (Hos - IB, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 1.) (1) Koraro MAJI ycranoBu
HEM'BJIHOTH M HEJAOCTAThIIU B Mpe/ICTaBeHaTa JOKYMEHTAIIMSI, TSI yBEIOMSIBA MUCMEHO 3asBUTENS U J1aBa
MMUCMEHH YKa3aHUsI.

(2) B caywante mo an. 1 cpoksT mo wi. 164, an. 1 cnupa na Tede 10 NPUBEKIAHE HA
JOKYMEHTAIUATA B ChOTBETCTBUE C M3UCKBAHUSATA.

Ui 164. (1) Uzneaautennusar aupektop Ha MAJI nznaBa paspenieHue 3a BHOC B ¢pok 30 nHH
OT JlaTaTa Ha MOoJaBaHe Ha 3asiBICHUETO 110 4. 162 win MOTUBUPAHO OTKa3Ba.

(2) Otkaszbt Mo an. 1 momyexku Ha oOXkallBaHEe MO peaa Ha AJIMHHHUCTPATUBHOIPOLIECYATHUS
KOJIEKC.

(3) Paspemennero 3a BHOC ce M3/[aBa camMO 3a IMOCOYCHHTE B 3asBICHUETO JIEKAPCTBEHU
MPOAYKTH, TEXHH (POPMH aKTHBHH BEIIECTBA M 32 MMOCOUCHHUTE JIEKAPCTBEHH MPOAYKTH, MPEeIHA3HAYCHU
3a KIIMHUYHO U3MUTBaHE, U 32 MOMEIICHUATA, KBAETO IIE CE U3BBPIUIBAT KOHTPOIBT U CHXPAHEHHUETO.

(4) PazpemienueTo 3a BHOC € 0€3CpOYHO.

Un. 165. (1) Ilpurexarenar Ha paspellleHHe 3a BHOC OT TpeTa AbpikaBa nojaBa B MAJI
3asiBJIEHUE TIPU TPOMSIHA Ha!

1. nuuero mo wit. 161, an. 2, 1. 1;

2. (m3m. - JIB, Op. 102 or 2012 r., B cuna ot 02.01.2013 r.) nexapcTBeHUTE MPOAYKTH U
dbopmuTe, 32 KOUTO € U3/1aJICHO pa3pelIeHueTo 3a BHOC;

3. agpeca Ha maboparopusiTa o wi. 161, am. 2, 1. 2;

4. cpiebHaTa perucTpalys Ha ThproBeua.

(2) KbM 3asgBnenueTo no ai. | ce npuiaraT J0KYMEHTHTE, CBbP3aHU C POMsHATA, ONPEeIIEHN
B HapenOara mo wi. 152.

Un. 166. (1) IIpu u3maBaHe Ha pa3penieHUETo, C KOETO Ce MOMycKa MpoMsHaTa, ce Mpujarar
pasnopenourte Ha 4. 164, KaTo CPOKBT 32 U3JIABAHETO MY €:

1. B cnyvaute mo un. 165, an. 1, 1. 1,2 u 4 - no 14 nuu;

2. B ciyvaute o wi. 165, an. 1, 1. 3 - 1o 30 nHu.

(2) Koraro mpomsinata mo wi. 165, an. 1, . 3 He Moxe na ce omeHu no jgokymentu, MAJI
M3BBPIIBA MTPOBEPKA HA MACTO. B Te3m ciayyan CpokbT Mo an. 1, T. 2 cmupa Aa Tede 0 3aBbpIIBaHE Ha
IpoBepKaTa.

(3) Pa3zxoauTe mo U3BHpIIBaHE HAa MPOBEPKA HA MSCTO IO all. 2 ca 3a CMETKa Ha 3asiBUTEIIS.



(4) 3a w3BBpIIBaHE HA MPOBEPKA HA MSCTO MO aj. 2 3asBHUTENAT 3aIulalla Takca B pasmep,
orpeneneH B Tapudara mo 4wi. 21, an. 2.

Ui 167. (1) U3nbHATENIHATA areHITUS 110 JIEKapCTBaTa BOJIU PEruCThp 1Mo wi. 19, an. 1, 1. 2 Ha
W3/1aJICHUTE pa3pelieHus 3a BHOC, KOUTO ChIbpiKa:

1. HOMep U J1aTa Ha pa3pelieHrueTo 3a BHOC;

2. HaMMEHOBAHUE, CEJJANIMILE U AJPEC Ha YNPABICHUETO HA JIMLIETO, NOJYyUMIIO pa3pelieHHue 3a
BHOC;

3. agpec Ha MOMEIIECHUATA 32 KOHTPOJ U ChbXpaHEHHUE Ha JIEKAPCTBEHUTE MPOAYKTH;

4. (m3m. - JIB, Op. 102 ot 2012 1., B cuna ot 02.01.2013 r.) nexkapcCTBEHUTE MTPOIAYKTH U
(dbopMuTe, 32 KOUTO € MOTYICHO Pa3pelICHUETO;

5. uMme Ha nunero mo ui. 161, an. 2, 1. 1;

6. 1aTa Ha 3aJMYaBaHE OT PErUCThpPa HA Pa3pEIICHUETO 3a BHOC U OCHOBAHHUE 32 TOBA.

(2) Jannu ot peructbpa ce myonukyBaT Ha crpanuiiata Ha MAJI B uHTepHeT.

Paznen I11.
IIpou3BoaCTBO, BHOC ¥ THPIroBHs HA eIpo ¢ akTuBHU BeuecTBa (Hos - /1B, 6p. 102 o1 2012 1., B
cuia ot 02.01.2013 r.)

UYn. 167a. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) IIpon3BoacTBo, BHOC WK
TBHProBUs Ha PO C aKTUBHM BEILECTBA MOI'aT Jia U3BbPLIBAT caMO (PM3MUYECKH WIN IOPUANYECKH JIULa,
PETUCTPUPAHU KAaTO THPrOBIM MO 3aKOHOJATEJICTBOTO Ha JIbpKaBa WICHKA M BIIMCAHH B PETHUCTHpPA IO
. 167r.

Yn. 1676. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) 3a BnucBaHe B
peructbpa o wi. 167r 3assurensirt noxasa B MAJI 3asBienue no obpasen, yTBbpAEH OT U3IIbIHUTETHUS
nupexrop Ha MAJL, koeTo cpabpixa:

1. nMme, cenanuie u agpec Ha yrpaBJIeHHE Ha JINLETO 1o wi. 167a;

2. CIIUCHK HA aKTUBHUTE BEILIECTBA, KOUTO I1I€ CE BHACST, IPOU3BEXIAT HJIM ThPIyBaT;

3. JEMHOCTUTE, KOUTO JUILETO MO Wi. 1672 e U3BbpIIBA;

4. agpec Ha TNOMEILIEHHUSATAa M JIAHHU 3a TEXHUYECKOTO OOOpYy/IBaHE 3a OCBHILECTBSBAHE Ha
JNEHHOCTTa Ha Juuara no wi. 167a.

(2) KM 3asBnenuero no ain. 1 ce npumarar:

1. 1aHHU 32 eIMHHUS UICHTU(UKAIIMOHEH KO/l Ha ThProOBella, a 3a APYKecTBaTa, perucTpUpaHu
B JIbpKaBa WIECHKA - JIOKYMEHT 3a aKTyaJlHa PErucTpalys Mo HallMOHAIHOTO 3aKOHOAATEJICTBO, U3/1aJIeH
OT KOMIIETEHTEH OpraH Ha CbOTBETHATA IbPKaBa;

2. TOKYMEHT 3a IUIaTeHa Takca 1o wi. 21, an. 2.

(3) B cpok 60 gHM OT MOCTHIIBaHE HA 3asBICHUETO W JOKyMeHTanusaTa mo ai. 1 u 2 MAJI B3
OCHOBA Ha OIIEHKa Ha pUCKa:

1. BiucBa auiero no wi. 167a B peructbpa no wi. 167r, 3a KOETO TO YBEOMSIBA, U

2. yBeZOMsBa 3a JlaTaTa Ha U3BbPILIBAaHE HA MHCIIEKIIUS 32 YCTAaHOBSIBAaHE HA CbOTBETCTBUETO Ha
yCJIOBHATA 32 U3BBPIIBaHE Ha JeHHOCTUTE MO 4i. 167a ¢ n3nuckBaHusATa Ha JloOpaTa mpou3BOICTBEHA
npakTuka o wi. 152, an. 1 u Ha Jlo6purte nuctpruOyTOpCcKU MPakTUKK Ha aKTHBHU BelecTBa 1o 4. 198.

(4) Koraro B pe3yntaT Ha MHcmekmusaTa mo ai. 3, T. 2 MAJl ycraHOBU CHOTBETCTBUE C
n3ucKkBaHuATa Ha JloOpaTa mpou3BOACTBEHA MTpakTUKa 1o Wwi. 152, an. 1 u Ha JloOpuTe AuCTpuOyTOpCKH
IIPAaKTUKN HA aKTUBHU BELIECTBA 10 4. 198, T4 BnucBa 3asgBUTENS B perucTbpa no wi. 167r, 3a KoeTo ro
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YBEIIOMSIBA.

(5) Pa3xoauTe 3a U3BBPIIBAHE HA MHCIICKIUATA O all. 3, T. 2 ca 3a CMETKA Ha 3asiBUTEIIS.

(6) 3a w3BBpIIBaHE HA WHCIEKIUATA MO ai. 3, T. 2 3asBUTEIAT 3aIulalla Takca B pasmep,
orpeneneH B Tapudara mo wi. 21, an. 2.

(7) B ctygaute 1o ait. 3, T. 1 u ain. 4 3agBUTEISAT MOXKE J1a 3all0YHE JIa OCHIIECTBSIBA ICHHOCTTA
CH cJie/l BIMCBAHETO B perucThbpa 1o ui. 167r.

Ui 1678. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) KoraTo B cpoka mo wi. 1670,
an. 3 MAJI we yBemomu, ye 1me ObJe HW3BBPIICHA HHCICKIUS, 3asSBUTEISAT MOXE Ja 3all0vHe
OCBILECTBSIBAHETO Ha JICHHOCTTA.

Yn. 167r. (Hos - AB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) M3nbaaurennara
areHuys 1o JieKkapcTBaTa BOAM MyOJIMUYEH PErucTbp Ha BHOCUTEINUTE, MPOU3BOAUTEINTE U THProBLUTE
Ha €O C aKTUBHU BEIECTBA, KOWTO CHABPIKA!

1. ume, cenanuiie U agpec Ha yrnpaBleHUe Ha JIMLETO 1o 4. 167a;

. CIIUCHK Ha aKTHBHUTE BEUIECTBA, KOUTO C€ BHACAT, POU3BEIKAAT MIIM THPTyBaT;
. IEUHOCTHUTE, KOUTO JIMIETO 1o Wi. 167a 11e u3BbpIIBa;

. aJIpec Ha TMIOMEIIEHHITa, B KOUTO CE U3BBPIIAT ICHHOCTHTE;

. 3a0€JIeKKH 110 BIIMCAHUTE 00CTOSITEICTBA.

(2) UsmenHuTenHaTa areHOWs 1O JIEKapcTBaTa BBBEXAAa B 0a3ara maHHUM 1o wi. 147
uHbopMalUs 3a PETUCTPUPAHUTE BHOCUTEIHM, MPOU3BOJUTENM U THPrOBLUM HA €IpO C AKTUBHHU
BELIECTBA.

N =~ W

Ui 167a. (Hoe - IB, 6p. 102 ot 2012 1., B cmima ot 02.01.2013 r.) (1) Jlunero mo uwi. 167a
nonasa B MAJl exeronno no 31 sHyapu yBeJOMJIEHHE 3a HACTBHIWIM NPOMEHH B MH(OpMaLUATA,
BIIMCaHA B PErUCTHpa 1o wi. 167r.

(2) Ilpyn HacTbIBaHE HAa NPOMEHH, KOMTO MOTaT Ja IMOBJIMSAAT Ha KAayecTBOTO WJIM Ha
0€30IacHOCTTa Ha aKTUBHMUTE BEIIECTBA, KOUTO CE MPOU3BEXK/IAT, BHACAT WIN Pa3pOCTPAHABAT, JIULETO
o wi. 167a yBenomsia 1AJI nezabaBHO.

Un. 167e. (1) (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) IIpousBoacteoro,
BHOCHT W TBHPrOBUATAa Ha €IpO C AKTUBHM BeLIecTBa Ha TepuTopusta Ha PenyOnuka bwarapus,
BKJIIOUYMTEIIHO HAa aKTUBHU BELIECTBA, MPEIHA3HAYEHH 3a W3HOC, CE€ U3BBPIIBA B CHOTBETCTBUE C
Jlo6parta mpou3BOJCTBEHA MpakTuKa U Jloopute nucTpuOyTOpPCKH MPAKTUKK 3a AKTUBHU BEILIECTBA.

(2) BHocutenuTe Morar Ja BHacsT aKTUBHU BEILIECTBA CaMO aKo Ca CMa3eHU CIEJIHUTE YCIOBHSL:

1. akTUBHHMTE BellecTBa ca OWJIM NPOMU3BEIACHH B CHOTBETCTBHE CbhC cTaHAapTH 3a JloOpa
MPOU3BOJICTBEHA MPAKTUKA, KOUTO Ca HaW-MaJKO E€KBHUBAJIECHTHU Ha YCTaHOBEHUTE OT EBpomeiickus
CbhI03, U

2. (B cuma or 02.07.2013 r.) aKkTHBHHTE BEIIECTBA C€ MPHUAPYKaBaT OT MHUCMEHO
MOTBBPXK/ICHNE OT KOMIIETEHTHUS OpraH Ha JbpKaBaTa U3HOCUTE, Ye:

a) crapmaptute 3a JloOpa mMpPOW3BOACTBEHA TMPAKTHKA, TNPUIOKUMH KbM OOEKTa 3a
MIPOM3BOJICTBO HAa M3HECEHWTE aKTUBHU BEILECTBA, ca Hail-MallkO €KBUBAJEHTHH HA YCTAHOBEHUTE OT
EBpomneickus cbro3;

0) CHOTBETHHST OOEKT 3a MPOM3BOJICTBO MOJJICKH HA PEIOBEH KOHTPOJ M B HETO Ce€ Tpujara
edextuBHO JloOpara MpoOM3BOACTBEHA MPAKTHUKA, KAaTO TOBa BKIIOYBA MHOTOKPAaTHH W BHE3AITHU



WHCIICKIINY, C [IeJT TapaHTUPaHe 3aKpuiia Ha OOIIECTBEHOTO 3/IpaBe, Hali-Mallko PAaBHOCTOIHA Ha Ta3H B
EBponeiickus cbro3, 1

B) B CiIy4alli Ha KOHCTaTUPAaHO HECIa3BaHEC HAa W3MCKBAHUATA JIbpXKaBaTa H3HOCUTEIN I
uHpopmupa HezabasHo MAJL

(3) (B cuna ot 02.07.2013 r.) M3uckBanero Ha an. 2, T. 2 HE c€ Mpujara, ako Jbp)KaBaTa
M3HOCHUTEI € BKJII0YeHA B criuchka 1o wi. 1116 ot HAupektusa 2001/83/EO.

Ui 167x. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 02.07.2013 r.) (1) Ilo u3kimodeHue, Korato
€ HeoOXOIMMO Jla C€ OCUTYpH HAIMYMETO HA JICKAPCTBEHU MPOIYKTH, BHOCHTEISAT MOXKE Ja BHACS
AKTUBHOTO BEIIECTBO 0€3 MUCMEHOTO MOTBBPXKACHHUE 1O Wwi. 167¢, an. 2, T. 2 3a CPOK HE MO-IBJIBI OT
CpOKa Ha BaJUTHOCT Ha cepTudukara 3a JloOpa TPOM3BOJACTBEHA MPAKTHKA, KOraTo OOCKTHT 3a
MIPOM3BOJICTBO Ha aKTHMBHO BEIIECTBO B JIbp)KaBaTa M3HOCHUTEN € OWJI MHCIEKTHPAaH OT peryjaTopeH
OpraH Ha Ibp’KaBa WICHKAa M € YCTAaHOBEHO, Y€ CIla3Ba MPHUHIMIIUTE W PHKOBOjACTBaTa 3a JloOpa
MTPOM3BOJICTBEHA ITPAKTHKA.

(2) B ciiyuaunte no an. 1 MAJI ysenomssa EBponeiickaTta KOMHCHS.

Un. 1673. (Ho - JIB, 6p. 102 ot 2012 r., B cmia ot 02.01.2013 r.) Ilpurexarenure Ha
paspelnieHus 3a IPOU3BOICTBO, BKIOUUTEITHO TE€3HM, KOUTO M3IIBJIHIBAT ACHMHOCTUTE 1O Wi. 1680, ai. 2,
ce CMATAT 3a MPOU3BOAUTENN MO cMHUCHIA Ha § 13, T. 3 OT MOMBIHUTENHUTE pa3nopeadu Ha 3aKoHA 3a
3alUTa Ha TMOTPEOUTENIMTE W HOCAT OTTOBOPHOCT 3a BPEAH, NMPUIMHEHH OT Je(PEKT Ha CTOKHUTE,
NpeJBUJICHA B HETO.

I'1aBa miecra.
OITAKOBKH U JIMCTOBKHN HA JIEKAPCTBEHU IMNPOAYKTHU

Un. 168. (1) OnakoBkata Ha JIEKapCTBEH MPOJYKT C€ CbCTOM OT IMbPBHYHA W/WIIM BTOpPUYHA
OIIaKOBKa M OT JIMCTOBKA 3a MallleHTA.

(2) (U3m. - B, 6p. 61 or 2011 r., B cuna ot 10.11.2011 r.) Bropuunata omakoBka Ha
JIEKapCTBEHU MPOAYKTH, ChABPIKAIIY BEUIECTBA, IOCOUYEHHU B CIMCHKA MO Wil 3, an. 2, T. 2 oT 3aKoHa 3a
KOHTPOJI BbpPXY HapKOTMYHHUTE BEIIECTBA U IMPEKYPCOPUTE, CE MapKHpa AUArOHAIHO C JIBE YEPBEHU
JIEHTH, a BTOPUYHATa OMAKOBKA HA JIEKAPCTBEHU MPOJIYKTH, ChbPIKAIIN BEIIECTBA OT CIIKUCHKA IO 4. 3,
al. 2, T. 3 oT 3aKOoHa 3a KOHTPOJ BbPXY HAPKOTUYHUTE BEILIECTBA U MPEKYPCOPUTE - C IBE CUHH JICHTH.
OnakoBKaTa 3aJbJDKUTEIHO ChABP)KAa yKa3aHHWE, Y€ JIEKApCTBEHUAT IMPOJAYKT CE€ OTIyCKa caMo IO
CIELIMAIIHO JIEKAPCKO MPEANHUCAHUE.

(3) (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) JIucroBkaTa Ha JEKaPCTBEHHUTE
MPOJYKTH, BKIIOYEHU B cruchbka mo wi. 23 ot Permament (EO) No 726/2004 na EBpomeiickus
napiamMeHT U Ha CbBeTa, Chabpka MHPOpMANMS ChC cleqHus TeKCT: "To3u JiekapcTBEH MPOIYKT
MOJUIeXKH Ha JOIBIHUTENHO Habmonenue". IIpen TekcTa ce mocTaBst 3HaK B UEPEH LIBAT CHIVIACHO WIEH
23, maparpad 5 ot Pernmament (EO) Ne 726/2004 na EBpornelickust mapinameHnT u Ha CbBeTa, IpUIpyKeH
0T 0OsICHUTETHA OeNekKKa.

(4) (U3m. - [IB, 6p. 102 ot 2012 1., B cra ot 21.12.2012 1.) B nucroBkaTa Ha JieKapCTBEHUTE
NPOAYKTH C€ BKJIIOYBA CTAaHIAPTEH TEKCT, ¢ KOWTO MallMeHTHTE ce IMpHUKaHBAT Ja JOKJIaJBaT Ha
MEIHIMHCKUTE crhenuaiucTd win aupekTHo Ha MAJl Bcska mopo3upaHa HeKellaHa JEKapCTBEHa
peakius cbriacHo obpasuure no wi. 185, an. 2, 1. 4.

(5) Korato nekapcTBEHUAT MPOAYKT CE pa3peliaBa 3a ynorpeda Ha Teputopusita Ha PemyOnmka
benrapusi, BbpXy BTOpHMYHAaTa My OIIAKOBKAa C€ IIOCTaBs MapKHUpPOBKA 3a pas3felHO chOWpaHe u



pELUKIIMpaHe ChITIACHO 3aKOHA 32 YIIpaBJIeHUE Ha OTHNAAbLIUTE U aKTOBETE MO MPUIIAraHETO MYy.

(6) Korato nexapcTBEHHMST NMPOAYKT C€ paspeliaBa 3a yrnorpeda, HAMMEHOBAaHUETO MY BBPXY
BTOpHUYHATAa OMAaKOBKa, JIEKapcTBeHaTa (opMa U ChIBPKAHUETO HA AKTHBHOTO BEILECTBO B J1030Ba
eAuHUIA ce u3MnucBa u ¢ bpaiinosa az0yka.

(7) U3uckBanusiTa Ha an. 6 He ce mpujlarar 3a BAKCUHU U JIEKAPCTBEHU MPOJIYKTH B OOJIHUYHU
OIAaKOBKHU.

(8) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Bepxy BrOopr4HaTa onakoBka, a
aKo HsAMa TakaBa - BbPXY I'bPBHYHATA OMNAKOBKA HA JICKAPCTBEHUTE NPOAYKTH, C H3KIIOUCHHE Ha
paanodapMaleBTHIIM, CE€ HAHACAT:

1. uHAMBHYyaneH WACHTU(UKAIIMOHEH Oelier 3a MOoKa3aTeNuTe 3a 0e30HMacHOCT, KOWTO JaBa
BB3MOXHOCT THPIOBLIUTE Ha €pO U APEOHO Ja:

a) IPOBEPSBAT aBTCHTUYHOCTTA HA JICKAPCTBEHUS IPOIYKT;

0) uneHTUPHUIMPAT OTACITHA ONAKOBKH;

2. CpeACTBO, C KOETO J]a c€ M3BBPIIBA MPOBEPKA HA OMAKOBKATa Ha JIEKAPCTBEHHS IMPOIYKT
nanuy e Ouma moJnpaBeHa.

UYn. 168a. (Hos - /IB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) Bppxy onakoBkaTa Ha
JIEKapCTBEH MPOAYKT, KOHTO ce OTIyCKa MO JIEKapCKO MpeANucaHue, Ce HaHaciT IoKas3aTelu 3a
6e3omacHocT mo wi. 168, am. 8, ¢ M3KIIOYEHHWE HA CIlydyauTe, B KOUTO JIEKAPCTBEHUST HPOAYKT €
BKJIIOYEH B CIIMCHKA, onpezeseH oT EBponeilickara KOMUCHUS C JiefierupaH akT 1no 4wi. 16806.

(2) Bppxy onakoBKaTa Ha JIEKapCTBEH MIPOJYKT, KOWTO ce OTIYyCKa 03 JeKapCcKo MpeANnHuCcaHue,
HE ce HaHacAT MOKa3arenu 3a Oe3omacHoOCT 1o wi. 168, an. §, ¢ M3KIOYeHHe Ha CilydyauTe, B KOUTO
JIEKapCTBEHMSIT MPOAYKT € BKIIIOUEH B CIIMCHKA, ONpejieieH oT EBponeiickaTa KOMHUCHS C JIeJIeTupaH aKT
1o wi. 1680, ciiex KaTo e OLleHEH, Y€ € M3JI0KEH Ha PUCK OT (anmuduumupaHe.

(3) M3nbiiHuTenHATA areHuus 1o Jekapcrpara yBeaomsisa EBpornelickata KoMUcus:

1. 3a nexapcTBEHM NMPOJIYKTH, KOUTO C€ OTHYCKAT 0e3 JIeKapCKO MpeArucaHue, 3a KOUTO €
YCTaHOBUJIA, Y€ ChIIECTBYBA PUCK OT (anmuduirpane;

2. 3a JIEKapCTBEHM IPOJNYKTH, 3a KOUTO € YCTaHOBMJIA, Y€ HE CBIIECTBYBA PHUCK OT
dbanmmdunrpane, Ipu OTYUTAHE HA CIECTHUTE KPUTEPUU:

a) IeHa 1 00eM Ha NMpoJaKOUTe Ha JIEKapCTBEHUSI TPOAYKT;

0) Opoit u yectoTa Ha ciaydau Ha ¢anuuUUUpaHy JIEKApCTBEHU MPOAYKTH, PETUCTPUPAHH B
pamkuTe Ha EBponeiickust cblo3 U B TPETH AbprKaBHU, U IPOMsHA B Opost ¥ 4eCTOTa Ha MOJJI0O0HU cly4yau B
UCTOPUYECKH ILJIaH;

B) crieU(UYHU XapaKTEPUCTUKU HA CbOTBETHUTE JICKAPCTBEHH MPOIAYKTH;

I') TeXKeCT Ha 3a00JIsIBaHUATA, YUETO JICUEHUE CE LENH;

1) APYTH MOTEHLMAIIHU PUCKOBE 32 OOIIECTBEHOTO 3paBe.

Y. 1686. (Hos - JIB, Op. 102 ot 2012 r., B cmia ot 21.12.2012 r.) (1) [IpaBunara oTHOCHO
nokaszarenure 3a Oe3omacHocT mo wi. 168, am. 8 ce ompenmenst or EBpomeiickaTa KOMHUCHS C
JeNeTupaHuTe akToBe 1o wieH S4a, maparpad 2 ot Jupextura 2001/83/EO.

(2) Iokazarenure 3a 6€30MACHOCT HE C€ MPEMaxBaT, HUTO C€ 3aKPUBAT YACTUYHO WM HM3IIIIO,
OCBEH aKO Ca U3M'bJIHEHU CIEAHUTE YCIOBUS:

1. mpuTexarenasaT Ha pa3peuIeHHETO 3a IMPOU3BOJCTBO, NMPEAM YAaCTUYHO WM HAIbIHO Ja
IpeMaxHe WJIM 3aKpue ToKa3aTeluTe 3a Oe30MacHOCT, MPOBEpsiBa Jajld CHOTBETHHST JIEKapCTBEH
MPOAYKT € aBTEHTUYEH U JIaJI He € OUJI MOAIPABEH;

2. IPUATEkKATENAT HA Pa3pelICHNE 3a MPOU3BOJICTBO P CIIa3BaHE M3UCKBAaHUATA HA wi. 168, ain.
8 MOXe Ja 3aMeHHM IIoKa3aTeluTe 3a Oe30MacHOCT C PAaBHOCTOWHM Ha TAX MO OTHOIIEHHE Ha



BB3MOXKHOCTTA 3a TapaHTUpPaHE Ha aBTEHTUYHOCTTa, HUACHTU(UKAIMITA U OCUTYpSIBAaHETO Ha
JI0KA3aTeJICTBA 3a MOJIMPABIHETO Ha JICKAPCTBEHUS MTPOIYKT.

(3) IlokazaTenuTe 3a 6€30MACHOCT C€ CMATAT 32 PABHOCTONHU, aKO:

1. oTroBapsT Ha U3MCKBAHUSATA, ONPEACICHH B JISJICTUPAHUTE aKTOBE 1O WieH 54a, maparpad 2
ot Jupextuna 2001/83/EO, u

2. ca ChIIO TOJIKOBA €(EKTHBHH, KAaTO TIO3BOJIIBAT MpPOBEpPKAaTa HA ABTCHTUYHOCTTA H
UICHTU(QUKAIUATA HA JEKApCTBEHUTE MPOAYKTU M OCUTYPSIBAHETO Ha JIOKA3aTEeJICTBA 3a MOANPABIHETO
UM.

(4) 3amsHara mo am. 2, T. 2 ce W3BBpIIBA, 0€3 Ja ce OTBaps MbpBUYHATA OIAKOBKa Ha
JIEKApCTBEHHSI MPOAYKT M B ChOTBETCTBUE ¢ JloOpara mpoM3BOACTBEHA IMPAKTHKA 32 JIEKAPCTBEHHU
MPOJYKTH.

(5) UznmbnnuTenHaTa areHUMs IO JieKapcTBaTa OCBIIECTBSBA HAI30p BBPXY 3aMmsiHaTa Ha
MOKa3aTeInTe 3a 0€30MacHOCT.

Un. 169. (1) Uadopmanmsra BbpXy OIMAKOBKUTE M B JIMCTOBKATA HA JICKAPCTBEH MPOIYKT
TpsiOBa J1a € B MMBbJIHO CHOTBETCTBUE C JAHHUTE B KpaTKaTa XapaKTEepUCTHKA Ha MPOJYKTa, 0100peHa OT
HNAJI npu u3naBane Ha pa3pelieHUETO 3a yrnoTpeda, U /1a OTroBapsl Ha M3UCKBAHUATA, ONPEICICHHU B
Hapenbara o wi. 170.

(2) Nudopmanusita BbpXy ONMAKOBKHUTE M B JIMCTOBKATa MOXE Ja Ob/I€ HA HIKOJIKO €3HMKa, HO
3aJJbJDKUTEIIHO €AMHUAT TpAOBa fa e Obarapcku e3uk. ChIbpKaHUeTO Ha MH(OpMaIUATa Ha pa3IuuHU
e3uLu TpAOBa Ja € UACHTUYHO.

(3) HaumenoBaHueTo Ha JIEKapCTBEHUS MPOAYKT 3aJABDKUTEIHO CE€ U3MUCBAa HA OBITapcKu
€3UK, a MEXJYHApOJHOTO HEMATEHTHO HAUMEHOBAHHWE HA JIEKAPCTBEHOTO BELIECTBO CE€ H3IHCBA
cb0oOpa3HO AHATOMO-TepaneBTUYHO-XMMHUYHaTa kiacupukamus Ha C30. Mmetro u azapechT Ha
MIPUTEKATEIIS Ha PA3pELICHUETO 3a YIIOTpeda MOXKeE J1a ce U3MUILAT Ha JJATUHUIIA.

(4) Uudopmanusata BbpXy OMAKOBKUTE U B JIMCTOBKUTE TPsiOBa J1a € Ha pa3Oupaem 3a MalueHTa
€3HK, J]a € YeTJIMBa U J1a € He3aInuuMa.

(5) (Hosa - /1B, 6p. 18 ot 2014 r.) JIucroBkaTa TpsiOBa 1a € opopMeHa M0 TaKbB HAYMH, Y€ Jia €
sCHa W pa3OupaeMa, KaTo IO3BOJSBa Ha NAIMEHTa Ja HpearnpHeMe MOAXOA[IM JEHCTBUS, INPH
HE00XO0AMMOCT, C TOMOIITA Ha MEIUIIUHCKH CIIEIIUATIUCTH.

Uin. 170. (1) (ITpenumen Texer Ha ui. 170 - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.)
N3uckBaHusiTa KbM ONMAKOBKHUTE U JMCTOBKHUTE Ha JICKAPCTBEHUTE MPOAYKTHU CE ONPEAeTsAT B Hapeada Ha
MUHHCTBpA Ha 3JIpaBEONa3BaHETO.

(2) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., non. - JIB, 6p. 18 ot 2014 1.)
KoraTto nexapcTBeH mpoAyKT, pa3pelieH 3a yrnorpeda mo pena Ha TO3U 3aKOH, HE € MpeJHa3HauYeH 3a
IUpPEeKTHA JOCTaBKa Ha MalMeHTa WK He € HaIW4YeH Ha ma3apa B Pemybnuka bwnrapus, MAJI moxe na
paspemu yrnorpedara My, KOraTo HIKOW OT IaHHWUTE, OTIPE/IeTICHN B HapeaOara 1o aji. 1, He ca HaHeceH!
BHPXY OMAKOBKATa WJIM B TUCTOBKATA.

(3) (HoBa - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) B caywyaure mo am. 2
nH(pOpMaIUATa BbPXY OMAKOBKHUTE M B JMCTOBKATa MOXeE Ja HE ObJie MpeloCcTaBeHa U Ha OBJITapCKH
€3HK.

(4) (Hosa - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) YcnoBusita ¥ pebT 3a JOCTaBKa
Ha JIEKapCTBEHUTE MPOAYKTH 10 al. 2 ce oNpeAensaT ¢ HapeadaTa no wi. 198.

I'maBa ceama.



KJIACHO®UKAIIUA HA JIEKAPCTBEHUTE ITPOAYKTH

Un. 171. (1) B 3aBucuMOCT OT HayMHAa HAa OTIYCKaHE JIEKAPCTBEHUTE MPOIAYKTH C€
KJacuuIupar Karo:

1. nexapcTBEHU MPOLYKTH, OTIIYCKAaHU IO JIEKAPCKO MPEAINCAHUE;

2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU 0e3 JIeKapCKO MpeIIucaHue.

(2) (Hom. - AB, 6p. 71 ot 2008 r., B cunma ot 12.08.2008 r.) PexxumbT Ha OTIyCKaHE Ha
JeKapcTBeH NpoAyKT ce ompexaens ot MAJI B pazpemieHueto 3a ynorpeda/yaoCTOBEpEHUETO 3a
perucTpanmsi Uiy pa3pelieHUeTo 3a MapajiejieH BHOC Ha JIEKAPCTBEHUS NPOAYKT HA TEPUTOpUATA HA
Peny6inka bearapus.

(3) JIuuero mo wi. 26, an. 1 mocouBa pexuma Ha OTIIYCKaHE Ha JIEKAPCTBEHUS IPOIAYKT B
3asBJICHHETO 3a pa3pelieHue 3a yHnoTpeda/yIoCTOBEPEHHUETO 3a pEerucTpanus, 3a IOpoMsHAa Ha
pa3peleHueTo 3a ynorpeda win Mpy MoAHOBIBAHETO MY.

Uin. 172. JlekapcTBeHUTE IpOAyKTH 10 wi. 171, an. 1, T. 1 ce pa3aendar B cneqHUTE KATETOPUH:

1. nexapcTBEeHH NPOAYKTH C OIPAaHUYEHO JIEKApCKO MpeANrcaHue, IpeJHa3HaueH! 3a yrnoTpeda
caMmo B HSKOU CHeIHaTU3UpaHu 00J1acTu;

2. IeKapCTBEHU MPOIYKTH - 00EKT Ha CHELHMAIHO JIEKAPCKO MPEANNCaHUE;

3. JeKapCTBEHU MPOAYKTH 332 MHOTOKPATHO WJIM €JHOKPATHO OTIYCKaHE MO €IHO H ChILIO
JIEKapCKO MpEANHUCaHUE.

Yn. 173. Ilo nekapcko mpennrcaHie ce OTITYCKaT JEKapCTBEHH MPOAYKTH, KOUTO OTTOBapsT Ha
CIICZIHUTE U3UCKBAHHMS:

1. Morar na mpeacTaBiIsABaT MpsKa WIM KOCBEHA OMAcHOCT 3a 3APAaBETO HA Xopara JOpH IpHU
MpaBUJIHA yIIOTpeda, ako ce mpuiiaraT 0e3 MeIUIIMHCKO HaOIr0IeHHE;

2. 4eCTO M MHOIO IIUPOKO C€ MpHJIaraT HENpaBUIHO M B pe3yiaTaT Ha ToBa Morar Ja
IPEe/ICTaBIABAT OMACHOCT 3a 3/IPaBETO Ha XOpaTa;

3. chIOBpXKAT BEILIECTBA, YUATO AaKTUBHOCT W/WIIM HEXKEJIAaHW JIEKApCTBEHM PEAKLUU M3HCKBAT
MIOCJIE/IBAIIIO JTONBIHUTEIIHO IPOYYBAHE;

4. 0OMKHOBEHO ce IMPEANUCBAT OT JIEKap 3a HapeHTePaTHO MPUIIOKEHHUE.

Un. 174. JlekapcTBeHUTE MPOAYKTH TOMAJEKAT HA CHEIUATHO JIEKAPCKO MPEINUCaHnue, KOraTo
OTrOBapsT Ha HAKOE OT CIECTHUTE YCIOBUSA:

1. CbAbpKAaT HAPKOTUYHHN BCHICCTBA IO CMHCHJIA Ha 3akoHa 3a KOHTPOJI BbPXY HAPKOTUYHHTEC
BEIIECTBA U MIPEKYPCOPUTE B KOJIMUYECTBA, TOMMYCTUMH 32 yHoTpeoda;

2. mpu HempaBWJIHa ynoTpeba Morar jna ch3JafaT 3HAUMTEIEH PUCK OT 3JI0ynoTpeda, na
JIOBEJIAT J10 JIEKAPCTBEHA 3aBUCUMOCT WJIM J1a CE U3I0I3BAT 32 HE3aKOHHU LIEIIN;

3. CbAbpPXKAT HOBHU JICKAPCTBCHH BCIICCTBA, YHWHUTO XapPaKTCPUCTUKMU HE Ca JOCTATHYHO
M3BECTHH W TIOpaJAM Ta3u MpHUMHA C MPEBAaHTHUBHA 1€ MOraT Ja ObJaT OTHECEHW KbM Tpyrmara
JIEKAPCTBEHU MPOAYKTH MO T. 2.

Un. 175. JlekapcTBEHUTE MPOIYKTH MOAJIEKAT HA OTPAHUYEHO JIEKAapCKO MpEeANHUCcaHue, Korato
OTrOBapsT Ha HAKOE OT CIICITHUTE YCIOBHS:

1. orpaHMYeHu ca 3a MPUIOKEHHE CaMO B OOJIHWYHHU YCJOBUS MOPAaAM OTPAHUYEH ONHUT 3a
ynotpeba Wi B UHTEpeC Ha OOIIECTBEHOTO 3/1paBe;



2. TpeHa3HA4YeHH ca 3a JieueHHEe Ha OOJIECTHH CHCTOSHUS, KOUTO Morar na ObaaT
ANArHoCTUIIMPaHu CaMO B J'Ie‘-I€6HI/ITe 3aBCACHUA, HC3aBUCHUMO Y€ MPUJIAraHCTO UM H IMPOCICOASABAHCTO
Ha X012 Ha JICYCHUETO MOYXKE J[a CE OCBIIECTBABAT U B IPYTH 3/IPaBHU 3aBEICHUS;

3. mpeaHa3HAUYCHW ca 3a JICYEHHWE Ha aMOynaTopHO OOJIHM, HO ymoTpebaTa MM MOXe Ja
NpeU3BUKAa CEPUO3HU HEXKEJAHU JICKAPCTBEHHM PEaKIIMH, HAlaramiyd MpeAluCaHue OT CHEHHATHCT U
HaOJII0/ICHUE 110 BPEME Ha JICUCHHUETO.

Wi 176. (1) 3mbaHUTENHATA areHIUs 110 JIeKapCcTBaTa MOXE Ja HEe 0J00pH TMOUCKaHUS OT
3asBUTENS 10 Wi. 26, at. 1 pexxuM Ha OTIyCKaHE Ha JIEKAPCTBEH MPOAYKT Bb3 OCHOBA Ha MPEIICHKA Ha:

1. mMakcuManHaTa eIWHHWYHA 11032, MaKCHMajHaTa JHEBHA J03a, KOJWYECTBOTO AKTUBHO
BEIIECTBO B €]lHA J]030Ba €IUHMIIA, JIEKapCcTBEHaTa popma, crienudrueH BU/ Ha IbPBHYHATA OIMAKOBKA
Ha MPOAYKTa, U/UIN

2. Apyry crienupUYHU YCIOBHUS Ha ynoTpeoa.

(2) U3nbaHuTenHaTa areHUus IO JeKapcTBaTa MOXKE Jla HE MOCOYM TOYHATa KaTeropus Ha
JIEKapCTBEHMsI MPOAYKT mo wi. 172, HO cbriacHo kpurepuute no wi. 174 u 175 omnpenens namu
JIEKapCTBEHUSIT MPOYKT c€ Kiacupuiupa KaTo NpoAYyKT, OTITYCKAH caMo IO JIEKapPCKO MpeArnucaHue.

Un. 177. JlekapcTBeHUTE MPOIYKTH, KOUTO HE OTTOBApSAT HA M3MCKBaHMsATA 10O wi. 173, 174 u
175 u Ha KpuTEepUUTE, ONpEeIIeHN B Hapeadara mo wi. 178, ce ormyckat 6e3 JIeKapcKo MpeAnrcaHue.

Un. 178. Kputepunrte 3a kinacudukanus Ha JEKApCTBEHUTE MPOIYKTH W M3UCKBAHHITA KbM
IOKyMEHTAIMsITa 3a HM3BBPIIBAHE HA INPOMSHA B KilacH(UKAIMATa c€ OINpeleisT B Hapenda Ha
MUHHCTBPA Ha 3/[paBEONa3BaHETO.

UYn. 179. (1) M3npaHuTenHaTa areHIus 1O JIeKapcTBaTa U3TrOTBs U MyOJIMKYyBa Ha CTpaHUIlaTa
CH B MHTEPHET CHUCHK Ha JIEKAPCTBEHUTE MPOAYKTH, KOUTO C€ OTIYCKAT IO JIEKAPCKO MpeANnrucaHue Ha
TeputopusaTa Ha PenyOnuka bearapus.

(2) CiiuchkbT 10 all. 1 ce akTyaau3upa exeroaHo.

UYn. 180. Ilpym HainmuyMe Ha HOBM JAaHHM 3a JIEKApCTBEH MPOAYKT, 32 KOHTO MMa M3/aJEHO
paspemieHre 3a ymorpeba WM ymocTroBepeHue 3a peructpanus, MAJl mpepasriexna, a Korato e
HE00X0/AMMO, POMEHS KJIaCU(pHUKAIUITA ChITIACHO M3UCKBAHUATA HA Wi. 173 U KpUTEpUUTE, OCOYECHU
B HapenOara o ui. 178.

UYn. 181. B ciydauTe, KoraTto € paspelieHa NpoMsiHa B Kiacu(uKanusaTa Ha JaJieH JeKapCTBEeH
MPOJAYKT Bb3 OCHOBA Ha 3HAUMTENHU NPEIKIUHUYHU WIM KIMHUYHU M3MUTBAHUS, CIEIBAIll 3asBUTEI
WIN TIPUTEXKATeN Ha pa3pelieHue 3a ynorpeda He MOXKe Jla ce 11030BaBa B CPOK €/1Ha I'OJIMHA OT JaTara
Ha pa3peleHueTo 3a MPOMsHa, U3/1aZIeHO OT PEryJIaTOpeH OpraH Ha JbprKaBa WIEHKa, PH M0/1aBaHe Ha
3asBJICHME 32 MPOMSIHA Ha KJIacCH(PUKAIMATA Ha CHIOTO BELIECTBO.

Un. 182. M3nbiaHuTenHaTa areHUus IO JIEKapcTBaTa €KEroJHO yBenoMmsBa EBpomneiickara
KOMMUCHS U PEryJIaTOPHUTE OpraHu HA APYTUTE ABPXKABU WICHKH 34 HACTBIIWIM IIPOMEHU B CIIMCHKA I10
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1. 179.

T'1aBa ocma.
MNPOCJIEASABAHE HA JIEKAPCTBEHATA BE30OIIACHOCT

Paznea 1.
OO01u nmoso:xenus (Hos - /IB, 6p. 102 ot 2012 1., B cusa ot 21.12.2012 r.)

Ui 183. (M3m. - JIB, 6p. 102 ot 2012 r., B cmia ot 21.12.2012 1.) (1) U3nbaauTenHara
areHIysl Mo JIeKapCTBaTa OpraHM3Mpa M TOAAbpXKAa CHUCTEMa 3a MpOCIeAsBaHE Ha JIEKapCTBEHATa
0€30MacHOCT 32 U3ITBIIHEHHUE HA 3aIBJDKCHHUATA 110 Ta3H IJIaBa.

(2) Cucremara mo an. 1 ce usnonsBa 3a chOupane Ha WH(OPMALUS OTHOCHO PUCKOBETE OT
JICKQpCTBEHHUTE MPOAYKTH 3a 3JIPaBETO HA IMAIMCHTUTE W 3a o0IIecTBEHOTO 3xapaBe. MHbopMmarusTa
oOxBala ChOOIICHUS 32 HEXEJaHW JICKapCTBEHH PEaKIMM MPH YHoTpebda Ha JIEKapCTBEH MPOAYKT B
CBhOTBETCTBUE C YTBBpJICHATa KpaTka XapaKTEePUCTHKA, KaKTO W uH(pOpMalus 3a 3J0yrnoTpeda u
ynorpeba, KOSTO HE € B CHOTBETCTBHE C YTBBpJCHATa KpaTKa XapaKTePUCTHKA Ha IPOIYKTa,
BKIIFOYMTETHO MH(MOpMAIHsI 32 HEXKEIaHU JICKAPCTBEHH PEaKIuH, HAOJIIOJaBaHU MPH M3IIBIHCHUE Ha
npodecroHaAIHU 33 TBJDKCHHUSL.

(3) M3mbaHuTenHaTa areHOMS IO JIEKapcTBaTa Baluaupa, 00paboTBa W KiacudHIHpa
uHpopManuaTa Mo aja. 2, TpaBH HAy4deH aHalW3 Ha CHOpPaHWTE JaHHW C OIJIe] OIEHKAa Ha
BBH3MOKHOCTUTE 32 HAMAJIIBaHE U MPEIOTBPATIBAHE HA PUCKA M TPEANPUEMa HEOOXOUMHTE JICHCTBUS
110 OTHOIIIEHHE Ha Pa3pelIeHneTo 3a yrnorpeda Ha JeKapCTBEHUS MPOIYKT.

(4) M3mpaHuUTENHATA areHIMs 1O JIEKapcTBaTa M3BBPIIBA OJAUTH HAa CHCTEMara 1o ai. | u Ha
BCEKH J[BE TOAMHM H3Mpalia Ha EBpornelickata KOMUCHS TOKJII C Pe3yATATHTE OT TAX.

(5) M3nbiHUTENHATA areHIUs MO JIeKapcTBaTa Npuiara ajJiekBatHa U e()eKTUBHA CHCTEMa IO
Ka4yecTBO, 3a Jla OCUTYPH CBHOTBETCTBHE Ha CHCTeMara No ai. | C HM3MCKBaHMATA HA TO3M 3aKOH.
MuHuMalHHUTE U3UCKBAHUS 3a CHCTeMaTa Mo KadecTBo ce onpenensaT ¢ Pernament 3a u3nbinenue (EC)
Ne 520/2012.

Un. 184. (M3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Meauuunckure
CHEIUAIUCTH Ca JUThXHH J1a ChOOIIaBaT He3a0aBHO Ha MPUTEKATENSI HA Pa3pElICHUETO 3a YIoTpeOa uin
Ha WAJI 3a Bcsika mojo3upaHa cepuO3Ha HEXKellaHa JIEKapCTBEHA pEeaklMs M Ja MPEJOCTaBAT IpPU
MMOMCKBAHE JIOMBIHUTEIHA HHPOPMAIIUS OT IPOCIESASIBAHETO HA CITydas.

(2) TTanuenTuTe MOrar Aa CHOOIIABAT HEXKENAHU JIGKAPCTBEHU pPEaKIMU MO BCAKO BpeMe Ha
MEIUIIMHCKNUTE crienuanncty mid Ha MAJL.

(3) B cnywante mo an. 1 u 2, koraTo ChOOIIEHHETO CE€ OTHAcs 3a OMOJOTHYEH JIeKapCTBEH
MPOAYKT, MPEAINUcaH, pa3mpoCTpaHEeH WM MpOJlaBaH Ha TeputopusTa Ha PemyOnuka beiarapus, tou
TpsOBa SICHO J1a ObJIe UACHTU(PHUIIMPAH OT CHOOIIUTENS ¢ THPTOBCKOTO My UME U MAPTUIHUS HOMEP WIH
Ta3u uHbopmarus 1a Obae IpeIocTaBeHa MPHU JOMBIHUTEITHOTO TPOCIEIsIBAHE.

Yn. 185. (M3m. - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) U3nenauTenHaTa
areHuus 1o JeKapcTBara MoAabpka HallMOHAJIEH HHTEPHET MOpTaj 3a JIEKAPCTBEHU MPOJAYKTH, CBbpP3aH
¢ EBporieiickusi MHTEpHET OpTal 3a JIEKapCTBEHUTE MPOJIYKTH 1o 4. 68, ain. 1, T. 4.

(2) V3nbiHUTENHATA areHIMs M0 JIeKapcTBaTa MpeaocTaBs upe3 mopraia mno ain. 1 Hail-maiko
cienHaTa uHpopmanms:

1. myOnUYHUTE OIIEHBYHH JTOKJIAIH 1O Wi. 53, aj. 2 U TEXHUTE PE3IOMeTa;



2. KpaTKUTE XapaKTePUCTUKH Ha MPOAYKTUTE U JINCTOBKUTE;

3. pe3toMe Ha TUTAHOBETE 3a YIpaBJICHUE HA PUCKA HA JICKAPCTBEHUTE MPOAYKTH, pa3pEIICHH 3a
ynotpeba Ha TepuTopusita Ha Penybnuka bearapus;

4. oOpa3um Ha CTaHIApTU3UpaHU GOPMYIAPH 3a JOKJIAJABaHE Ha MOJO3MPAHH HEXEITaHU
JIEKapCTBEHH pEaKUWUd OT MEIUIMHCKU CHEHHATUCTH M TAalUeHTH, U3TOTBEHU B CHOTBETCTBUE C
n3nckBanusaTa Ha wieH 25 ot Permament (EO) Ne 726/2004 na EBpomneiickus mapinameHnT u Ha ChbBeTa;

5. aKTyaJM3upaH CHUCHK Ha JICKapCTBEHUTE MpoAyKTH 1o wieH 23 ot Permament (EO) Ne
726/2004 na EBponeiickus napiaameHnT u Ha CbBera;

6. cbOoOIIeHUs, NpenocTaBsiid WHGOpMalus Ha IMIUPOKaTa OOLIECTBEHOCT 3a OIaceHUus
OTHOCHO 0€301acHOCTTa OT yrnoTpedara Ha AaJieH JIEKapCTBEH MPOIYKT;

7. ykazaHusi 3a BCHYKM HauuHU U (opMmu 3a choOllaBaHe Ha MOJO3UMPAHU HEXKEJIaHU
JIEKAPCTBEHH PEAKIIMU OT MEUIIUHCKHU CICIUATUCTH U MAllUEHTH.

Ui 186. (U3m. - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3mbaHuTeIHaTa areHIus
10 JIeKapCcTBaTa U3BbBpIIBA CIEIHUTE JEWHOCTH 3a JEKAapCTBEHUTE MPOAYKTH, IIyCHAaTH Ha Ia3zapa Ha
PenyOnuka bearapus:

1. MOHUTOPHUHI Ha pe3yiTara OT MEPKUTE 3a HaMaJIIBaHE Ha pHUCKa 3a JIEKAPCTBEH IMPOIYKT,
ChIIbPIKaIM Ce B IUIaHA 32 yIpaBICHUE HA PHUCKa;

2. MOHUTOPHHT Ha pe3yJsTara OT U3IIBIHEHUETO Ha YCIOBUS, IOCOYEHH B Uil. 55a, 56 mwin 56a;

3. olleHsIBaHE aKTyalu3allysaTa Ha CUCTeMaTa 3a yIpaBleHUE Ha PUCKa;

4. monuTopuHr Ha Oasara manHW "EudraVigilance", cb3ganeHa B ChOTBETCTBUE ¢ 4ieH 24
ot Pernmament (EO) No 726/2004 na EBpomneiickust napiameHT U Ha CbBeTa, 32 HOBH PUCKOBE WIIH 32
pOMsHA BbB BEU€ YCTAHOBEHH U 33 IPOMSIHA B CHOTHOILIEHUETO I0JI3a/PUCK.

Un. 187. (M3m. - JIB, Op. 102 ot 2012 r., B crta ot 21.12.2012 1.) (1) WU3mbaauTeaHaTa
areHuus mno JjekapcrBata umHpopmupa EBponeiickaTa areHuus o JekapcTBaTa U IpHUTEXaTels Ha
paspelieHre 3a ynorpeba mpu HACHTU(UIMpPAHE HA CUTHAJIM 32 HOBM PHCKOBE WJIM 3a NMPOMSHA Ha
YCTaHOBEHUTE PUCKOBE, WIIM IPU NMPOMSHA HAa CbOTHOILIEHUETO M0JI3a/PUCK Ha JIEKaPCTBEH MPOIYKT.

(2) KomurersT 1o ui. 56a, an. 1, 1. 1 aHanu3upa U NpUOPUTH3MPA BATUIUPAHUTE CUTHAIM 32
HOBH PHCKOBE WJIM 3a IPOMSHA BbB BeUe YCTAHOBEHUTE U 3a IPOMSHA Ha ChOTHOLIEHUETO MOJ3a/PUCK.

(3) Korato Komurerpr mo ui. 56a, am. 1, T. 1 mnpemoppyBa mMmocienBaiiy JEHCTBUS,
KOOpJMHAIIMOHHATA Tpymna no wi. 77, an. 2 win cboTBeTHO KOMUTETHT 1O JIeKapCTBEHUTE MPOAYKTH 32
XyMaHHa ynoTpeba U3roTBsl CTAHOBUIILIE 3a PEryJIaTOPHU JAEHCTBHS IO OTHOLICHHE Ha Pa3peIIeHUETo 3a
ynotpe0a B paMKuTe Ha rpaduK, CbCTaBEH B ChOTBETCTBHE ChC CEPUO3HOCTTA U CTEIIEHTA Ha ONACHOCT.

(4) M3nbaHMTeNHATa areHUMs IO JIeKapcTBaTa MpHilara MpernopbuyaHUTE B CTAHOBUIIETO HA
KOOpJMHAIIMOHHATa Ipyna nmo wi. 77, ajl. 2 uinu B pelieHuero Ha EBpomelickata KOMUCHS BpEMEHHHU
W/WJIM OKOHYATEIIHU MEPKHU.

Un. 188. (M3m. - IB, Op. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbaaurenHara
areHuus o jexkapcTBara uHGopmupa EBpormeiickara areHIus mo jJekapcTBaTa, peryJlaTopHUTE OpraHu
Ha Jpyrure IbpKaBU 4ieHKH U EBpomeiickata komucHs Hail-manko 24 daca mpead MyOJIUYHOTO
cboOlIaBaHe Ha MH(OpPMAIUs OTHOCHO OINACeHHsl, CBbP3aHH C MPOCIEAsSBaHETO Ha 0e30macHOCTTa Ha
JIEKapCTBEH MPOAYKT, OCBEH B CIIydauTe, KOraTO OIa3BaHETO Ha OOLIECTBEHOTO 3/IpaBe H3UCKBa
He3a0aBHO ONOBECTSIBaHE HAa MH(OPMAIUATA.

(2) U3nbnHuTENHATA areHIMs 110 JieKapcTBaTa MyOiInKyBa UH(OpMalMs, CBbp3aHa C aKTUBHU
BEIIECTBA, ChIAbPXKAIM CE€ B JICKAPCTBEHU MPOIYKTH, pPa3pelIeHd 3a yrmoTpebda M B APYrH Jbp>KaBH



YJIEHKH, KaTO H3I0J3Ba XapMOHM3HMpaH IPOEKT Ha ChOOLIEHHETO M rpaduk Ha myOsIMKanusTa,
peasiokeHu oT EBponeiickara areHius 110 JiekapcTBara.

(3) B cnyuaure no an. 1 u 2 undopmanusara, CbIbpKalla JMYHU JaHHW WM [IPECTaBIABAILA
THProOBCKa TaifHa, ce 3aJIn4aBa, OCBEH aKo IyOJIMKYBaHETO Ha TE3H JaHHU € HEOOXOJUMO 3a OIa3BaHETO
Ha O0OILECTBEHOTO 3/1paBe.

Un. 189. (M3m. - B, 6p. 102 or 2012 r., B cuia ot 21.12.2012 r.) (1) UsnbauuTenHara
areHuus Mo JIeKapcTBaTa MOXE Ja JieJerupa HSIKOM OT IpaBaTa W 3aIbJDKEHUSTa MO Ta3M IJiaBa Ha
pEryJIaTOpeH OpraH Ha JApyra Abp)KaBa WICHKA Ype3 CKIOYBAHE Ha CIIOPa3yMEHHUE.

(2) B ciywanTe no an. 1 MAJI undopmupa EBponeiickara komucusi, EBporneiickara areHIus mo
JIeKapCcTBaTa M pEryjJaTOPHUTE OpPraHu Ha JPYyruTe JIbp>KaBU YICHKH 3a JCJIETUPAHETO Ha
MIPaBOMOIIMSATA U MyOJUKYyBa ChOOIIEHNE HAa MHTEPHET mopraia mo wi. 185, an. 1 winm Ha MHTEpHET

CTpaHu1aTa CH.

. 190. (U3m. - IAB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) IIpurexarensat Ha
paspelnieHre 3a ynorpeba € JTbKEH Ja pasmojara ChC CHCTEMa 3a MPOCiesBaHe Ha JIEKapCTBEHATa
0€30MMacHOCT 3a U3MbJIHEHUE HA 33IBIKEHUSITA CH IO Ta3H IJIaBa.

(2) IlpurexarensaT Ha pa3pelleHre 3a ynorpeda upe3 cuctemara 1o aji. 1 mpaBu Hay4Ha OLIEHKa
Ha cbOpaHata wuH(OpPMAIMS OTHOCHO O0€30MacHOCTTa Ha JIGKAPCTBEHUTE MPOAYKTH, IMpEIeHSIBA
BBH3MOKHOCTUTE 32 MUHUMAJM3WpPaHE WIH MPEAOTBPATSIBAHE HA PUCKA M MpEANpHeMa HEOOXOIMMHTE
MEpKH.

(3) IpurexarensT Ha pa3penicHUE 3a yrmoTpeda mpuiara ageKkBaTHa u e(h)eKTHBHA CUCTEMA 10
KauecTBO, 3a JIa OCUTYpH CHOTBETCTBHE Ha cHCTeMaTa Mo ajl. | ¢ M3UCKBaHUATAa HA TO3M 3aKOH.
MuHUMaTHUTE U3UCKBAHUS 32 CUCTEMAaTa 10 KayecTBO ce onpeaensar ¢ Pernmament 3a usnbsianenue (EC)
Ne 520/2012.

(4) Ilputexartenar Ha pa3pelIeHHe 3a ynoTpeda U3BbpIlBa PEJOBEH OJUT HA cUcTeMaTa 1o all.
1. Madopmarus 3a OCHOBHMTE KOHCTAaTalldM OT OJUTa ce OTOeNsi3Ba B OCHOBHATa JOKYMEHTAIMs Ha
cucTeMara M CIY)KH 3a M3TOTBSIHE Ha IUIaH 3a MpHJIaraHe Ha MOAXOJSIIA KOPUTHUPAIHN JeicTBusA. Ta3u
uHpopManusa Moxe J1a ObJie 3aIMYeHa clie/] LIIOCTHO U3IIbJIHEHNE Ha KOPUTHpAIUTe 1eHCTBUS.

Yn. 191. (U3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurtexarensat Ha
paspelieHue 3a ynorpeba onpenens KBaIM(pULIMpPaHO JIMIE ¢ MOIXOAsIA KBaTupHUKaIKs, OTTOBOPHO 32
IpocieisBaHe Ha JieKapcTBeHaTa 0€3011acHOCT.

(2) Juuero mo an. 1 e ycTaHOBEHO Ha TEPUTOpPUATA Ha Abp)KaBa WIEHKAa U € MOCTOSHHO U
HENPEeKbCHATO Ha Pa3MO0JIOKEHUE Ha MPUTEXKATENSI Ha Pa3pelIeHUeTo 3a yrnoTpeoa.

(3) 3a moamomaraHe JeMHOCTTa Ha KBAJM(UIMPAHOTO JIMIIE MPUTEKATENAT HA pa3pelIeHueTo
3a ynotpeba orpenes Juile, yCTaHOBEHO Ha Teputopusta Ha PenyOnuka bbenrapus. HasnauaBanero Ha
TaKOBa JIMIIE HE OCBOOOXK1aBa KBATM(PUIIMPAHOTO JIUIIE 10 ajl. | OT OTTOBOPHOCTUTE MY I10 Ta3HU TJIaBa.

(4) [Iputexarensat Ha pa3pelnieHueTo 3a ynorpebda npencrass Ha MAJI qanaure no ui. 27, an.
1, T. 12, 6ykBu "a" - "B" 3a numara mo an. 1 u 3.

(5) IlpurexarensaT Ha paspenieHueTo 3a ymnorpedba yBemomsBa MAJl mpu Bcsika mpomsiHa B
MaHHUTE 1O al. 4.

(6) IlpurexarensiT Ha pa3pelIeHHETO 3a ymnoTpeda NpeaocTaBs JaHHUTE Mo al. 4 3a
KBaJIM(HUIMPAHOTO Jule Ha EBpornelickaTa areH1us Mo JieKkapcTBara.
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Un. 192. (U3m. - B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) [Ipurexarensat Ha
pa3peleHueTo 3a ynorpeda € ITbKeH Ja:

1. monabpxka u mpenocrass npu nouckBane or MAJl ocHOBHHS TOKyMEHT Ha cHcTeMara 3a
MpOCieIsIBaHe Ha JIeKapCcTBEeHATa 0€30MacHOCT;

2. mpuiiara cucteMa 3a yrnpaBJeHHe Ha PUCKa 3a BCEKH JIEKAPCTBEH MPOAYKT;

3. OCBIIECTBSBA MOHHUTOPUHI Ha pe3yJiTaTa OT MEPKUTE, ChIAbpPKAllM C€ B IUIaHa 3a
yIpaBlieHUE Ha PUCKA, WU

4. ochlIECTBsBA MOHUTOPUHT Ha pe3yJiTaTa OT U3II'BIHEHUETO HA YCIOBUATA O Wi. 55a, 56 unu
56a;

5. aKTyanu3Hpa CUCTEeMara 3a yrpaBJieHUE Ha PUCKA;

6. OCBIIIECTBSIBA MOHUTOPHHT HA JAaHHUTE OT cucTemata mo wi. 190, an. 1, 3a na uaentudumnmpa
HOBU PHCKOBE WJIM IPOMSHA HAa YCTAaHOBEHUTE PUCKOBE, KAKTO U Jia OMNpEjAesis Jaly Cca HACThIIWIU
MIPOMEHU B ChOTHOILIEHUETO T0J13a/pUCK 32 HAOII0JaBaHuUs JIEKapCTBEH MPOAYKT.

(2) CpappkaHueTo W peabT 3a MOAJbP)KAHE HAa OCHOBHATA JIOKYMEHTAllMs Ha cHCTEMara 3a

Ipocie/isBaHe Ha JIeKapcTBeHaTa Oe3omacHOCT ce ompenenar ¢ Permament 3a u3nbiHeHue (EC) Ne
520/2012.

Wi 193.(M3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Ilpurexarenst Ha
paspemenue 3a ynorpeba mapopmupa MAJI n EBponeiickata areHIusi Mo JieKapcTBara B Cllydaid Ha
UICHTU(QUIMPAHE HA CHTHAIM 32 HOBH PUCKOBE WM 32 MPOMSHA Ha YCTAaHOBEHHUTE PUCKOBE, WU MPH
MpOMsIHA HAa ChOTHOIIICHHETO I0JI33/PUCK HA JIEKAPCTBEH MPOIYKT.

i 194. (U3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) IIpurexarensat Ha
paspelieHre 3a ynorpeba €IHOBPEMEHHO WM TMpenu Ja TPEJAOCTaBH Ha OOIIECTBEHOCTTa HOBA
uHpoOpMalKs 32 OIAcEeHUs, CBbP3aHM C MpociesiBaHe 0€30MacHOCTTa Ha JAJeH JIEKapCTBEH MPOIYKT,
paspernieH 3a ynotrpeba Ha Teputopusita Ha PenmyOnuka bwearapus, yeBemomssa WAJI, EBpomneiickara
areHuus 1o JekapcrBara u EBporneiickata KOMUCHSL.

(2) UadopmanusTa no an. 1 TpsiOBa na Obae 0OEKTHBHA U J1a HE € MOJIBEXKAAIla.

(3) Ilpean ma pasmpocTpanu uHGOpMalMs, CBbp3aHa C MpOCIeNsBaHE Ha JIeKapCTBEHaTa
0€30MMacHOCT, MPUTEXKATENIT Ha paspelieHrne 3a ynorpeda si cbriacyBa mnpensaputenHo ¢ MAJL ¢
M3KJIFOUYEHNE Ha CITydauTe 1o all. 1.

(4) 3a u3BBpIIBAHETO Ha OIICHKAa Ha WHQOpMaNHUATA MO aj. 3 ce 3aruiamia Takca B pasmep,
orpejeneH B Tapudara no 4i. 21, an. 2.

Un. 194a. (Hos - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpunuunure u
n3KCcKBaHuATa Ha JloOpaTa mpakTHKa 3a Mpocie/lsiBaHe Ha JeKapcTBeHaTa 0e30MacHOCT ce ONpEAeiAT B
PBKOBOJICTBO, M3/1a7IcHO OT EBpormeiickaTa areHIys 1o JIeKapcTBara.

(2) Ilpu ocwluecTBsABaHE Ha AECWHOCTUTE MO IMPOCIEsIBaHE Ha JIEKapcTBEHaTa 0€30MacHOCT
MPUTEKATENAT Ha pa3pelieHune 3a ynorpeda crmaspa go0parta mpakTHKa 1mo ai. 1.

Paspea I1.
CnOupane u cpo01aBane Ha HH(pOpMaLUsI 32 MOJA03MPAHU HEKEJIAHH JIEKAPCTBEHU PeaKInu
(Hos - 1B, 6p. 102 ot 2012 r., B cuaa ot 21.12.2012 r.)

Un. 1946. (Ho - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Ilpurtexarensat Ha



paszpeleHueTo 3a ynorpeda B U3MbIHEHNUE HA 3aAb/DKEHUATA cu 1o wi. 190 e 1bkeH na JOKyMeHTUpa
BCHYKH CHOOILEHUS 32 MOI03UPAaH HEeXEJIaHH JICKApCTBEHU PeaKliu, HaOI0JaBaH! Ha TEPUTOPHUSATA HA
EBponeiickust ¢br03 WIM B TPETH ABPHKABU, JOKJIAJABAHU MY CIIOHTAHHO OT MEIMIMHCKU CIELHAINCTU
WM OT MALIMEHTHU WIK Bb3HUKHAIIM B IIPOLECa HAa IPOBEXAAHE HA IOCTMAaPKETUHIOBU IIPOYYBAHHUS.

Ui 1948. (HoB - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) [IpuTexarensat Ha
pazpeieHueTo 3a ynorpeda mogaBa mo eJleKTpOoHEH mbT B 0a3ata manHu "EudraVigilance" mo wi. 24
ot Pernament (EO) Ne 726/2004 na EBpomneiickus nmapiameHT U Ha ChBeTa ChOOIICHHUS 3a CEPUO3HH
MOJ03UPAHK HEXKEJIaHU JIEKApPCTBEHHU PEaKIMU, HACTBIIWIN Ha Teputopusta Ha EBponeiickus cbio3 U B
TPETH IBbPKaBH, B CPOK A0 15 1HU OT JaTaTa Ha MOJTyyaBaHE Ha ChOOLICHHUETO.

(2) Iputexarenar Ha pa3pelIeHUETO 3a yImoTpeda MmoaaBa Mo eJISKTPOHEH BT B 0a3aTa NaHHU
"EudraVigilance" cbhoOmienus 3a BCUUYKU MOJ03MPAHU HEKEIaHU JICKAPCTBEHU PEAKIUH, PA3IUIHU OT
IIOCOYEHUTE B ajl. 1, HACTBIIUIIM Ha TepUTOpUsATa Ha EBpornelickust cbto3, B Cpok 10 90 1HU OT JaTaTa Ha
MoJIy4yaBaHe Ha ChOOIIEHUETO.

(3) IlpuTexkarensaT Ha pa3pelIeHUETO 3a ynorpeda cienu MyOIHKAIMUTe B CICIUATH3UpPaHA
MEIMIIMHCKA JUTepaTypa W JokjianBa B Oazara nanHu "EudraVigilance" Bcsika omucana B Hes
[10/I03MpaHa He)KeJlaHa JIEKapCTBEHA PEaKIs ¢ M3KIIOYEHHE Ha I003MpaHHU HEeXeJaHU JIEKapCTBEHU
peaKuu OT JEKapPCTBEHU MPOIYKTH, KOUTO ChIbPKAT aKTUBHH BEILIECTBA, IOCOUEHHU B CIIUCHKA MO 4JIeH
27 ot Permament (EO) Ne 726/2004 na EBpomeiickusi mapiameHT W Ha CbBeTa W ONHMCaHU B
JTUTEepaTypHU U3TOYHUIM, IPOCTEAsIBaHN OT EBporneiickaTa areHIus 1o JeKapcTBaTa.

(4) IlpuTexarensaT Ha pa3pelIeHUETo 3a yHoTpeda ch3/1aBa IpoLEeAYypH 3a CbOMpaHe HAa TOYHU U
JOCTOBEpPHU JaHHM, MO3BOJIABAIM Hay4yHa OICHKAa Ha CBHOOIIEHUSATA 3a MOAO3MPAHU HEKEIaHU
JeKkapcTBeHH peakuuu. [lpuTexxarensT Ha paspelieHHeTo 3a ynoTrpeda cbOupa mocienBaiia
uH(popMalrsa BB BPb3Ka C TE3U ChOOIIEHUS U npeaocTaBs oOHoBeHuTe nanHu B "EudraVigilance".

(5) ®opmata U chaABpPKAHUETO HA JOKjIaauTe Mo ai. 1 - 3 ce ompenensat ¢ PermameHnt 3a
umsnbiaHeHue (EC) Ne 520/2012.

Un. 194r. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbanurennara
areHIus Mo JieKapcTBaTa perucTpupa B cucreMaTa mo wi. 183 BCHUKM CHOOIIEHUS 3a IMOJ03UpPaHU
HEeXXeJlaHU JIEKapCTBEHM peaklMM, HACThIWIM Ha TepuTopusta Ha PemyOnuka bwarapus, ot
MEIULIMHCKH CHENMaIMCTH W OT NaIlMeHTH, M W3UCKBA, NpPHU HEOOXOJUMOCT, JOIBIHUTEIIHA
uH(pOpMaLHKs OT IPOCIEAIBAHETO Ha CIy4as.

(2) Korato cbhoOmeHusiTa 3a MOJO3MPAHN HEKEJIAHU JIEKAPCTBEHU pEaKIMM, HACTHIWIM Ha
TeputopusaTa Ha PemyOnuka bwirapus, ca nogaieHu OT IPUTEKATEN Ha Pa3pelIeHUETO 3a yIoTpeoda,
TOW MpeaoCcTaBs IOMbIHUTEIHA MH(OPMAIHS OT MPOCIEIIBAHETO Ha ciiyyasi pH noucksade ot MAJL

Un. 194n. (Hoe - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3meaauTeHaTA
areHIys 1Mo JeKapcTBara MojaBa Mo eleKTpoHeH IbT B 0azara nanHu "EudraVigilance" cpoOmienus 3a
BCHYKH CEPUO3HHM TOJO3MPAHH HEKEIaHW JICKAPCTBEHH pPEaKIWW, HACTBIIWIM Ha TEPUTOpHSTA Ha
Peny6nuka bbirapus, B cpok A0 15 1HH OT JaTara Ha MOJy4aBaHETO UM.

(2) M3mpaHMTENHATA areHIWs O JIeKapcTBaTa IMojaBa IO eNEKTPOHEH MbT B 0a3aTa JaHHU
"EudraVigilance" cboOueHus 32 BCHUKH M003UPAaHU HEXKETAHU JIEKApCTBEHU PEaKIMM, Pa3iIuyHH OT
MMOCOYCHHUTE B ajl. 1, HaCTHIIWIM Ha TepuTopusiTa Ha PemyOnuka bwarapus, B cpok 10 90 nuu OT narara
Ha MoJIyyaBaHe Ha ChOOIIEHUETO.

(3) M3mpaHMTENHATA areHNWs O JIeKapcTBaTa MojaBa IO eJEKTPOHEH MbT B 0a3aTa JaHHU
"EudraVigilance" noxiagu 3a TOJO3MpaHM HEXEJIaHW JIEKAPCTBEHU pEaKIMH, HACTBIMIM Ha



TeputopusTa Ha Penmybnuka bearapus, BeiaencTBue Ha HelpaBWIIHA yoTpeda Ha JIEKApCTBEH MPOJIYKT.
W3mpnHUTETHATA areHIus 1Mo JiekapcTBaTa HHGopMUpa 3a ToBa MUHHCTEPCTBOTO HA 3JpaBEONa3BaHETO
U CHCIIOBHUTE OpraHU3alluy Ha METUIIUHCKUTE CIICIIUATUCTH.

(4) Bceku opraH WM HMHCTUTYHHS, B KOSTO € TMOCTBHIWIA HMH(OpMamus 3a MOAO3MpaHa
He)KellaHa JIGKapCTBEHA peakius, HacThIlWia Ha TeputopusTa Ha Pemybnuka bobiarapus, undopmupa
HAIJI 3a ToBa.

(5) Coabpkanuero U gopmara Ha chOOUICHHUATA W JOKIaaAuTe Mo an. 1 - 3 ce ompenensT ¢
Pernament 3a usnbeianenue (EC) Ne 520/2012.

Ui 194e. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) UsnbaauTenHara
areHIysl 1O JIeKapcTBaTa MoJy4yaBa IOJaJeHaTa OT IMPHUTEXaTels Ha pa3pelieHueTo 3a ymorpeda
nHpOpMAIIHS 32 CEPUO3HH TOIO3UPAHU HEXEJIAaHH JICKAPCTBEHH PEAKIIMU, HACTHITHIN HA TCPUTOPHUATA
Ha EBporneiickus cpio3 nim B TpeTa JbpkaBa, upe3 6azata nanau "EudraVigilance".

(2) UzuckBanusTa 32 MOHUTOpUpaHe Ha uHpopmanuara B 6azara ganuu "EudraVigilance" ce
ompenenar ¢ Pernmament 3a uznbinenue (EC) Ne 520/2012.

Ui 194x. (Hos - /IB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) B nporneca Ha oOMeH Ha
uHpopmanus WAJL, mpurexarenute Ha paspeuieHne 3a ymnorpeda um EBpomeiickara areHIust 1o
JeKapcTBaTa CH ChTPYJHHUYAT 3a OTKPUBAaHE Ha AyOJIMpaHU CHOOIIEHUS 3a IOJO3UPAHU HEXETaHU
JIEKapCTBEHU peaKLUu.

Pazpea I11.
Ilepuoaguunm akTyaausupanu 1okjaaam 3a 6esonacuoct (Hos - /IB, 0p. 102 ot 2012 r., B cuiia ot
21.12.2012 r.)

Un. 1943. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) IlpuTtexarenst Ha
pa3peleHueTo 3a ynorpebda e JUIbKeH Jla MpelocTaBs 1o elNeKTpOoHEeH MbT Ha EBponeiickaTa areHus mno
JieKapcTBaTa NEePUOIMYHN aKTyalIU3UpaHy JOKIau 3a 0€30IacHOCT, KOUTO ChIIbpPXKAT:

1. 06o0mIeHnsT Ha JaHHUTE OTHOCHO CHOTHOIIEHUETO MOJ3a/pUCK Ha JIEKAPCTBEHMSI MPOAYKT,
BKJIFOYMTEIHO PE3YJITaTHUTE OT BCUYKU MPOYYBAHMS, C OIJIe]] MOTEHIMATHOTO UM OTpPaKEHHE BBPXY
pa3pelieHueTo 3a ynorpeoa;

2. Hay4YHa OIIEHKAa Ha CHOTHOIIEHHETO IMOJI3a/pUCK Ha JICKApCTBEHMs MPOAYKT; OLIEHKaTa ce
OCHOBaBa Ha BCUYKM HAJIWYHU JIaHHW, BKJIIOYMTEITHO Ha JaHHM OT KJIMHUYHU HW3MHUTBAHUA 34
HepaspellleHH MOKa3aHUs M 3a 1eJIeBU TPYIH, KOUTO HE ca BKJIIOUEHHM B KpaTKaTa XapaKTepHCTUKa Ha
MPOJYKTa;

3. BCMYKM JaHHM 3a oOema Ha MpoAaXOWTe Ha JIEKapCTBEHHs MPOAYKT M BCSKaKBa Jpyra
nH(popMalys, C KOSITO HMPUTEXKATEIAT Ha pa3pelieHueTo 3a ynorpeda pasmosiara, OTHOCHO obeMa Ha
MPEINUCaHUATA, BKIIOYUTEIHO NpUOIU3UTeNeH Opoil Ha JIuIara, ynorpeosBaiu JeKapCTBEeHUS MPOAYKT
WM U3JI0KEHU Ha BB3JEHCTBUETO My IO Ipyra NpU4HHa.

(2) Cbabpkanuero u ¢opmara Ha €JIEKTPOHHUTE MEPUOJUYHU AKTyaTM3HUpaHH JOKIaId 3a
6e3omnacHocT ce onpenenart ¢ Permament 3a uzmbianenue (EC) Ne 520/2012.

(3) Undopmanusra o an. 1 ce cbOupa M chbXpaHsBa B PETUCTBP, Ch3AAJEH MO peaa Ha WICH
25a ot Pernament (EO) Ne 726/2004 na EBponeiickus napiameHnt u Ha CbBeTa, U € 1octbiiHa 3a MAJL.

Un. 194u. (Hos - 1B, O6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) [Iputexarenure Ha



paspernieHus 3a ynorpe0a/ya0CcTOBEpEHHUs 32 pErucTpalus Ha JeKapCTBEHU MPOAYyKTH 1o wi. 28, 30, 35
1 37 mogaBaT NepuoINYHH aKTYATH3UPAHU JOKIAAH 32 0€30MacHOCT CaMo B CIIy4au, KOTraro:

1. momaBaHeTo Ha JOKJIAJ € yclioBUE MO 4Wi. 55a wnm 56, BNHCAaHO B pa3pelIeHUETO 3a
ynoTpe6a/y10CTOBEPEHUETO 32 PErUCTPALUS, UITH

2. V3mbnHuTeNnHaTa areHIus MO JIeKapcTBaTa WM PeryjJaTOpeH OpraH Ha Jpyra IbpKaBa
YJIeHKa M3MCKBA TOBAa BB3 OCHOBA Ha ChOOpa)KeHHs 3a 0€30IaCHOCTTA Ha JICKAPCTBEHUS MPOAYKT WU
Mopajy JMIca Ha MEPUOAUYHU aKTyalU3UpaHU JOKJIaaud 3a OEe30MacHOCT 3a aKTHUBHOTO BEIIECTBO,
ChIbPXKAIl0O €€ B JIGKAPCTBEHUS NPOAYKT, Ha KOWTO € U3JaJACHO paspelleHue 3a
ynotpe0a/ya0CTOBepEeHUE 3a PErUCTpaIusl.

Un. 194x. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) B pazpemenuero 3a
ynoTpe6a/yA0CTOBEPEHUETO 3a PErucTpalusl ce OIpeneNs 4ecToTa Ha I0JlaBaHe Ha MEepUOAUYHHTE
aKTyaJIM3UpaHU JI0KJIau 32 OE30M1aCHOCT.

(2) atute Ha mojaBaHe Ha JOKJIAJAUTE B 3aBUCHUMOCT OT 4eCTOTaTa o aj. 1 ce M3uucisaBat oT
JaTaTta Ha U37aBaHe Ha Pa3pelIeHUueTo 3a ynoTpeda/yJ0CTOBEPEHUETO 32 PETHCTPAIIHSL.

(3) IlepuonuuHuTe aKTyaldM3UpaHU IOKIAaAW 3a OE30MACHOCT C€ IOJAaBaT Ipe3 CIEIHHUTE
BPEMEBU HHTEPBAIM, C U3KJIIOYEHHME Ha CIIlydaWTe, KOraro 4yecToTaTa Ha I0/laBaHe Ha JOKJIaJuTe €
yCIOBHE 3a HM3JaBaHe Ha pa3pelieHHeTO 3a YNoTpeOda/yIOCTOBEPEHHETO 3a pErucTpalus Hid €
ormpeseneHa B CbOTBETCTBUE C Wi. 19411, 194m u 1944:

1. Ha Bceku 6 Mecella OT JlaTaTa Ha U3JJaBaHe Ha Pa3pelIeHUETOo 3a ynoTpeda/y10CTOBEPEHUETO
3a perucTpanys Ha JeKapCTBEH MPOAYKT JI0 JaTaTa Ha IIyCKaHETO My Ha Ma3apa;

2. Ha Bceku 6 Mecela Ipe3 MbpPBUTE JBE TOJMHU OT JaraTa Ha IIyCKaHe Ha Iaszapa Ha
JIEKapCTBEHUSA MIPOIYKT;

3. BeIHBX TOAMIIHO Npe3 CIEABALUTE JIBE TOUHH;

4. BeAHDBXK HAa TpU TOAMHU CII€]] YETBbpTaTa IOJUMHA OT JaTaTa Ha IyCKaHE Ha Ias3apa Ha
JIEKapCTBEHUSI TPOAYKT.

(4) U3BbH ciyyauTe mo aj. 3, NEpUOAMYHUTE aKTyalu3UpaHU JOKJIaAu 3a 0e30MacHOCT ce
noJjiaBaT He3abaBHO Npu nouckBane oT MAJI unu perynatopeH opraH Ha JIbpKaBa 4IEHKa.

(5) Anunen 3 u 4 ce npuiaraT U 3a JIEKAPCTBEHU NMPOJYKTH, Pa3pelIeHH 3a yrnoTpeda caMo Ha
TeputopusaTa Ha PenyOnuka bearapus, kouto He monasaTt B o0xBaTa Ha wi. 194:7.

Un. 194n. (Hos - B, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) Korato nexapcrBeHu
MPOAYKTH, KOMTO CBABPXKAT €IHO U CBIIO AKTUBHO BEIIECTBO WJIM KOMOMHAIMA OT €IHH U ChIIU
aKTHBHU BEI[ECTBA, Ca TOJIYYHJIN OTAEIHHU pa3pelIieHus 3a ynorpeda/yaoCTOBEpeHNE 3a perucTpanus,
YyecToTaTa U JJaTUTE Ha I0JlaBaHe Ha NEpUOJUYHUTE aKTyalIu3UpaHH JOKIaIu 32 0€30MacHOCT MOXeE J1a
OBIaT IPOMEHEHU M XapMOHU3UPAHU C OTJIe]l U3BbPIIBAHE HAa €JMHHA OIIEHKA HA TE3 JTOKIIAIIH.

Y. 194m. (Hos - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) JaTute Ha mogaBaHe Ha
MEePUOJNYHUTE aKTyaJlu3UpaHU JOKJIAIAN 3a O€30MacHOCT 3a JEKapCTBEHUTE MPOIYKTH Mo 4. 1941 ce
M3YHCIABAT ChOOpa3HO pedepeHTHaTa 1aTa Ha EBporneiickust chio3.

(2) Pedpepentnara nata Ha EBpomnelickus cpto3 o ai. 1 e:

1. narata Ha TBPBOTO pas3pelieHue 3a ynorpedba B EBpomeickust cbio3 Ha JeKapCTBEHHS
MPOJYKT, ChAbpXKAIl ChOTBETHOTO AKTUBHO BEIIECTBO WJIM CHOTBETHATa KOMOMHALMS OT aKTUBHU
BELIECTBA, WIH

2. Hali-paHHATa OT U3BECTHUTE JIaTH Ha pa3pelIeHUsITa 3a ynoTpeda Ha JIeKapCTBEHUs MPOAYKT,
ChIbpKAI] CHOTBETHOTO aKTHMBHO BELIECTBO MJIM ChOTBETHATa KOMOMHAIIMS OT aKTHBHU BEIECTBA, aKO



naTaTa, Moco4eHa B T. 1, He Moke Ja Ob/ie yCTaHOBEHa.

Un. 194n. (HoB - IIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspeleHrueTo 3a yrnorpeda Ha JEKapCTBEHU MPOAYKTH Mo wi. 194;m Moke na momaae MOTHBHPAHO
uckaie 10 Komurera mno JekapcTBEHHWTE TMPOJAYKTH 3a XyMaHHa ynorpeda, CBOTBETHO MO
KOOPJMHAIIMOHHATA Tpyma 1Mo 4i. 77, an. 2 3a onpeneisHe Ha pedepeHTHa narta Ha EBponelickus cbro3
WIX 32 IPOMsIHA Ha YeCTOTaTa Ha I0JIaBaHEe Ha MEPUOJMYHU aKTyaJU3UPaHU JOKJIaIu 3a 0€30macHOCT
Ha €/IHO OT CJIEJHUTE OCHOBAHMUS:

1. npuYKMHU, CBBP3aHH C OOIECTBEHOTO 3/PaBE;

2. 3a 1a ce u3berne ay0aupaHe Ha OLCHKA;

3.3a J1a ce NOCTUTHE MEKyHapOIHA XapMOHU3ALIMSL.

(2) KomuterbT 1m0 JIeKapCTBEHUTE MPOAYKTH 3a XyMaHHa yHorpeda, ChOTBETHO
KOOpJMHAIIMOHHATa Tpyna mo 4i. 77, ai. 2 ciel KOHCYITalluM ¢ KoMuTera mo wi. S6a, an. 1, 1. 1
0J100psiBa UCKaHETO WJIU MPAaBU MOTUBHPAH OTKa3.

(3) Yecrorata Ha nogaBaHe U pedepeHTHarTa nata Ha EBpomeiickusi Cbro3 ce OMpeaear clel
KOHCYJITAlUs C KOMUTETa Mo wi. 56a, an. 1, 1. 1 ot:

1. KomuteTra 1o jexkapcTBEHMTE NPOAYKTH 3a XyMaHHa ynorpeda - KOrarto IMOHE €JHO OT
paspelleHusTa 3a ynorpeda 3a JeKapCTBEHU MPOIYKTH, ChIbpPKAIIU ChOTBETHOTO aKTUBHO BEILIECTBO, €
IIPEAOCTaBEHO B CHOTBETCTBUE C LEHTpaJIM3UpaHaTa Ipoueaypa, npeasuiaeHa B aan I, rmasa 1 or
Pernament (EO) Ne 726/2004 na EBponeiickus napiameHnT u Ha CbBeTa, WK

2. KOOpAMHAIIMOHHATA TPyIia 1Mo Wi. 77, ai. 2 - 3a ciiy4au, pa3JInuHu OT MOCOYECHHUTE B T. 1.

(4) CrnucwkbT ¢ pedepeHTHUTE JaTh Ha EBpomneiickusi chlo3 Ha JIGKApCTBEHUTE MPOAYKTU I10
wi. 1941 1 XapMOHU3MpaHaTa YECTOTa 3a I10JIaBaHE Ha MEPUOJUYHUTE UM aKTyaJIu3UpaHU JOKJIaau 3a
6e3omacHOCT ce myOnuKyBat Ha EBponeiickus nHTepHeT nopTai mo wi. 68, an. 1, 1. 4.

(5) IlpurexarensaT Ha pa3pelICHUETO 3a yrmorpeda ciea MyOJuKyBaHETO Ha JaHHHUTE 1O ai. 4
npencrass B MAJI 3asBieHue 3a mpomsiHa Ha pa3pelIeHHeTo 3a ynoTrpeda Ha ChOTBETHHUS JIEKaPCTBEH
npoaykT. Besika mpoMsiHa Ha JaTWTe HA TMOJABaHE W HA YE€CTOTaTa Ha TMOJIaBaHE Ha TMEPUOJAUYHUTE
aKTyalu3upaHu JOKIaAH 3a OE30MaCHOCT, OMpPEIEICHH B pa3pelleHusTa 3a yrnorpeda, Biu3a B cuia 6
Mecela ciiesl JaTaTta Ha MyOJIMKyBaHEeTO UM.

Un. 1940. (Hos - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) U3nenauTenHaTa
areHIMsl 10 JIeKapCTBaTa OIEHABAa NEPHOJWYHUTE aKTyaJu3WpaHU JOKJIaau 3a Oe30macHOCT 3a
JIEKApCTBEHUTE NPOJAYKTH, 3a Ja ONpEeAe]Hd Jalyd Ca HaJlWLe HOBH PHUCKOBE, WIM MpPOMsHA B
YCTaHOBEHUTE PUCKOBE, UM MPOMSHA Ha ChOTHOIIIEHUETO T0JI3a/PUCK.

(2) M3nbiHUTENHATA areHIMs MO JieKapcTBaTa M3BBHPIIBA €IMHHA OIEHKA Ha MEPHOJUYHUTE
aKTyaJIM3UpaHu JOKJIaIu 3a 0€30MacCHOCT 3a JIEKapCTBEHUTE MPOAYKTH, 3a KouTo Penmybnuka buirapus e
U3MBIHSABANA (YHKIMUTE Ha pedepeHTHa AbpkaBa MO CMHUCHIA Ha wWi. 76, M € OmpeaencHa OT
KOOpJMHAIIMOHHATA Tpyma 1o wi. 77, an. 2.

(3) Hokmamuuk ot PenyOnmka bbiarapusi ydacTBa B eQuWHHATa OICHKA HAa TMEPHOJUYHUTE
aKTyaJTM3UpaHu JTOKJIaIu 3a 0€30MacHOCT 3a JIGKaPCTBEHU MPOIAYKTH, KOTAaTO IMMOHE €IUH OT MPOIYKTUTE
€ paspernieH 3a ynorpeba mo pena Ha Permament (EO) Ne 726/2004 nwa EBpomneiickus mapiaMeHT U Ha
CbBerta, 1 € onpeiesieH 3a TaKbB OT KOMUTETA 1Mo 4wi. 56a, an. 1, T. 1.

Un. 194n. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) B cywante o un. 1940,
an. 2 u 3 UAJI, cboTBeTHO AOKIamuuKbT OT PenyOnmka bearapus B cpok mo 60 mHM OT marara Ha
MOJIy4aBaHe Ha MEPUOIUYHHS aKTyalM3upaH JOKJIaJ] 3a 0€30MacHOCT M3TOTBS OIEHBUEH TOKIAI U TO



u3Mpalia Mno eJeKTpoHeH MbT Ha EBponeiickata areHius mo jekapcTBara U Ha peryjaaToOpHHUTE OpraHH
Ha TbpKaBUTE WieHKH. [IpuTexkaTensT Ha pa3penieHHeTo 3a ynorpeda moiaydaBa ONEHBYHUS JOKIIAT OT
EBporeiickara areHuus mo JeKapcrnara.

(2) B cpok 10 30 nHU OT mojy4yaBaHe Ha JOKJIa/a Mo all. 1 mpuTexaTessaT Ha pa3pelieHueTo 3a
ynotpeba Wi peryaaTOpHUTE OpraHH Ha JIbP>KaBUTE YJICHKU MOTaT Ja MPEACTaBAT CBOUTE KOMEHTapu
no EBpomneiickara arenuus mno jgexapctsara u g0 MAJL

(3) B cpok 1o 15 nHu ot nataTta Ha mosyyaBaHe Ha KomeHTapuTe mo ain. 2 MAJI akryanusupa
OLICHBYHHUS JIOKJIAJ], KaTO B3€Ma MPEABU] BCUUKHU MTPEACTABEHU BB3PAXKEHUs, U TO U3Mpalla Ha KOMUTETa
mo 4. 56a, ain. 1, T. 1 3a omoOpeHue u mpenopbKa.

(4) EsBpomeiickata areHuuss IO JieKapcTBaTa BKJIIOYBA IIPUETHUS OLEHBYEH JOKIad U
npenopbKaTa Ha KOMUTETa Mo wi. 56a, an. 1, T. 1 B peructbpa mo ui. 1943, an. 3 u ro usnpaiia Ha
MIPUTEKATEINS HA pa3pelIeHUeTo 3a yrnorpeoa.

Un. 194p. (Hoe - B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Koraro Pemy6nuka
bovarapus He e gokimamguuk B mporeaypara mno 4i. 1940, an. 2, MAJI moxxe na nmpeactaBu KOMEHTapu B
cpoka mo wi. 194m, an. 2 nmo EBpormeiickata areHius mo jekapcTBaTta W J0O PeryjJaTOpPHHsS OpraH Ha
IbprKaBaTa WICHKA, N3TOTBWII OIICHBYHUS JIOKJIAI.

Un. 194c. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) B ciny4aii Ha egunHa
OlLICHKAa Ha NEPUOJAMYHHU AKTYAIM3UPAHU JOKIJIAAM 3a 0€30IaCHOCT Ha JIEKApCTBEHU NPOAYKTH IO YL
1941 1 xoraTo HUTO €IHO OT pa3pelIeHusATa 3a ynoTpeda Ha Te3u NPOLYKTH HE € U3AaACHO 0 pea Ha
Permament (EO) Ne 726/2004 na EBpomneiickus napiameHnT u Ha ChBeTa, KOOpAMHAIIMOHHATA TPYIIA TI0
yj1. 77, an. 2 B cpok 10 30 AHM OT AaraTa Ha MOJydaBaHEe Ha Ipenopbkara OT KOMHUTETa 1o 4i. 56a, a.
I, T. 1 u3gaBa cTaHOBMILE OTHOCHO 3alla3BaHETO, MPOMSIHATA, CIIMPAHETO WJIM NPEKPATSABAHETO Ha
ChOTBETHUTE pa3pelleHus 3a ynorpeda, BKIFOUUTEIHO TpaduK 3a U3IIbIHEHUE HA CTAHOBUILETO.

(2) Koraro mpencraBeHUTE Ibp>KaBU WIEHKH B KOOPAMHALMOHHATAa rpyna mo wi. 77, ai. 2
MIOCTUTHAT ChIJIaCME€ OTHOCHO [EHCTBUATA, KOMTO TpsiOBa na ce mpeampueMatr, WAJl u3mbiHsgBa
MIPUETOTO pEIlIECHUE.

(3) Korato craHoBumiero mo an. 1 e 3a chnupaHe WM NpEeKpaTsBaHE Ha pPa3pelieHHeTo 3a
ynotpe0a, U3MbIHUTETHUAT qupekTop Ha WAJI u3nasa 3anose.

(4) Koraro B cTaHoBuILeTo mo aj. 1 ca mpenopbyaHu MPOMEHU B M3A3JCHOTO pa3pellieHue 3a
ynotpe0a, MpUTEKATEIAT Ha paspelieHueTo 3a ynorpeba moaasa a0 MAJL 3asBneHue 3a mpomsiHa,
BKJIIOYBAILIO AKTyaJM3UpaHa KpaTKa XapakTepUCTUKAa HAa MpPOAYKTa M JIMCTOBKA, B paMKHTE Ha
ornpezeneHus rpaguk 3a U3IbIHEHUE.

(5) Koraro He Moxe 1a Ob/ie HOCTUTHATO ChIVIACHE B PAMKHUTE Ha KOOPAMHALMOHHATA IpyTia Mo
1. 77, an. 2, mo3uLMsITa Ha MHO3MHCTBOTO OT JIbp’KaBUTE WIEHKHU ce mpenocraBs Ha EBpomelickara
KOMHCHS, KOSTO IMpHEMa PEIICHHE 3a MPOMsHA, CIUpAaHE WM NPEKpaTsABaHE Ha pa3pellcHMsTa 3a
ynotpeba, U371a/IeHH OT ChOTBETHUTE PETYJATOPHU OPTaHu Ha IbP>KaBUTE YJICHKU.

(6) M3nbaHuTENHATA areHUusl MO JIeKapcTBaTa Mpuiara BPEeMEHHHUTE W/WIM OKOHYATEeNTHUTE
MEpKH OT PELIEHNETO 1O a. 5.

Un. 194t1. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) B cnydaii Ha equHHA
OIlIEHKa Ha TICPUOJUYHU aKTyaJIM3WPaHU JTOKIAIH 32 0E30MacHOCT Ha JICKAPCTBEHH MPOAYKTH IO WII.
1941 1 Koraro MmoHe €AHO OT pa3pelleHusATa 3a ynorpeba e mzaaaeHo no pena Ha Permament (EO) Ne
726/2004 na Espomeiickusi mapiameHT ¥ Ha CbBera, KOMUTETHT 1O JIeKapCTBEHUTE MPOIYKTH 3a
XyMaHHa yrnoTpe6a B cpok 10 30 1HU OT MOJy4aBaHETO Ha MpernopbKaTa OT KOMUTETA 1Mo 4il. 56a, ai. 1,



T. | W37aBa CTaHOBUIE OTHOCHO 3alla3BaHETO, U3MEHEHHUETO, CIHUPAHETO WJIM IPEKpaTsSBaHETO Ha
BaJIMIHOCTTa Ha CHOTBETHUTE pa3pelieHUs 3a ymoTrpeda, BKIIOUUTENHO rpaduK 3a U3IMBIHCHHUE HA
CTaHOBHUIIETO.

(2) Koraro B craHoBuIeTo Mo aji. 1 € u3pazeHa mo3uius 3a NpearnprueMaHe Ha PerysiaTopHu
JIeCTBHS 1O OTHOILICHKE Ha pa3pellieHusTa 3a yrnotpeda, EBpomneiickara koMmucus:

1. npuema pemieHre 3a MPOMSHA, CIIUPAaHE WM MPEeKpaTsIBaHE Ha pa3pelIeHUsATa 3a yrnoTpeoa,
u3nanenu no pena Ha Permament (EO) Ne 726/2004 na EBponeiickust mapinameHT u Ha CbBeTa,

2. mpuemMa pelieHue C MpernopbKka 3a MpoMsiHa, CIUpaHe WIK MPEKpaTsBaHe Ha pa3pelleHHsITa
3a ynotpe0a, U37a/leHu OT ChOTBETHUTE PEryIaTOPHU OpraHy Ha AbPKABUTE YICHKH.

(3) UsmpnHuTEeNnHATA areHIMs MO JIEKapcTBaTa MpUJiara BPEMEHHUTE W/ OKOHYATECITHUTE
MEpKH OT PEIICHUETO 1o al. 2, T. 2.

Pazpen IV.
Cnemna npouenypa Ha HuBo EBponeiickus coio3 (Hos - /IB, 0p. 102 ot 2012 r., B cui1a ot
21.12.2012 r.)

Y. 194y. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) Cnenraa npornenypa Ha
HuUBO EBpomeiickus cbio3 Moxe na Obae mHUIMHpaHa oT EBponeiickata komucus, oT EBpomneiickaTta
areHIIMs IO JIEKapCTBaTa WU OT AbP)KaBa WICHKA.

(2) (M3m. - JIB, Op. 18 ot 2014 r.) M3mbaHUTENIHATa areHIMs IO JIeKapcTBaTa WHUIMHPA
CIEIIHA MPOIeAypa MO pella Ha TO3H pa3lie] Ype3 yBeJAOMSIBAaHE HAa PETyJIaTOPHUTE OpraHU HA JPYTUTE
IbpKaBU WIEHKH, EBpomneiickaTa areHuus mo JekapcTBaTa u EBpormeiickaTta KOMHUCHS, KOTraTto IO
ChOOpaXKEHUS, CBBP3aHH C MPOCICIsBAaHE HA JIEKApCTBEHATa OE30MMAaCHOCT, TPEIEHH, Y€ 3a IaJICH
JIEKapCTBeH NPOAYKT, MyCHAT Ha OBJIrapckusi masap, € HeoOXOJuMO MpeanpueMaHe Ha HIKOS OT
CIICTHUTE MEPKU:

1. cnupane WM mpeKpaTsBaHe Ha pa3pelIeHUeTo 3a yrnorpeoa,

2. 3a0paHa Ha Pa3NpPOCTPAHCHUETO HA JIEKAPCTBEH MPOJIYKT;

3. u3aBaHe Ha OTKa3 3a MOJAHOBSIBAHE HA Pa3pEIICHUETO 3a yrnoTpeoda.

(3) (M3m. - JIB, 6p. 18 ot 2014 r.) M3mpiaHUTENHATa areHIMsS IO JieKapcTBaTa WHUIIMHUPA
mpoleaypara mo ai. 2, KOoraTo € yBeIOMEeHa OT MPHUTEXKaTells Ha pa3pelieHueTo 3a yrmorpeda, 4ye Mo
ChOOpaKeHMs, CBBP3aHU C TPOCIEAsBaHE Ha JieKapCcTBeHaTa 0€30mMacHOCT, MPEeyCTaHOBSIBA
Pa3MpOCTPAaHEHUETO Ha JIEKAPCTBEHHs MPOIYKT WJIM € MpEeANpHueN, WIM Bb3HAMEpsSBa Aa MpearnpueMe
JNCHCTBHS 32 W3TENVIIHETO My OT Ta3apa, WIM HsAMa Jla MpeArnpueMe JISHCTBUS 3a IOJHOBSBAHE Ha
W3MIaJICHOTO pa3pelleHue 3a ynorpeoa.

(4) (M3m. - 1B, 6p. 18 or 2014 r.) U3nbaHuTenHaTa areHIus MO JIEKapcTBaTa MOXeE 1a
WHUIIUUpA TpoleAypaTa Mo ajl. 2 U B cIydauTe, KOraTo MPEleHH, Y€ MO ChOOpakeHUs, CBBbP3aHU C
MpoCIie/iIBaHe Ha JieKapcTBeHaTa O€30MacHOCT, 3a JaJeH JICKapCTBEH MPOAYKT TpsiOBa na Obaar
n00aBEeHU HOBH MPOTUBOIMOKA3aHUs MM Jja ObJie HamMalleHa MpernopbyBaHaTa /103a, UM MOoKa3aHusITa 1a
ObJIaT OTpaHUYECHHU.

(5) (U3m. - ]IB, Op. 18 ot 2014 r.) U3nbaHuTeNHATA areHIUs 0 JIeKapcTBaTa MpeocTaBs Ha
EBporreiickara areHmms 1Mo JieKapcTBaTa M HA PETYJIaTOPHUTE OPraHd Ha APYTHUTE TbPXKABU WICHKH
1sgaTa HaydHa WHGOpMAIus, C KOSTO pasloiara, KakTo W H3BBLpPIIECHATa OIICHKa Ha JTaHHUTE, H
MOTHBHTE 32 HHUIIMUPAHE Ha TPOIIeayparTa Mo pe/ia Ha TO3H pa3Jiel.

(6) (U3m. - 1IB, Op. 18 ot 2014 r.) B cayyaute mo an. 2 - 4 EBpomneiickata areHuus o
nekapcrBara yBenomsBa MAJIl 3a 3amouBaHe Ha IpoleaypaTra, KOraTo ONAcEHUsATa BbB BpPb3Ka C
0€30MacHOCTTa Ce OTHACAT | JO IPYTH JEKApCTBEHU MPOAYKTH, KOUTO MPUHAANEKAT KbM €HA U ChIIa
TEeparneBTHYHA TPyMa WU CHABPKAT €AHO W CHINO AKTUBHO BEIIECTBO C TPOJAYKTA, TOCOYCH B
nH(pOpMaNUATA IO all. 5, WM KOTaTO TO3H JIEKAapCTBEH MPOIYKT € pa3pelleH 3a ynorpeda u B Apyra Win



B JIPYTU AbpKaBU UICHKH.

(7) (M3m. - B, 6p. 18 or 2014 r.) B cnydaure mo an. 4, KoraTo He ce Hajara Ja ce
npeanpuemar cremnu Mepku, MAJI mpunara npouenypara o wi. 77 uiam 796.

(8) (HoBa - [IB, 6p. 18 ot 2014 r.) U3nbnHuTeNnHaTa areHIys o JjekapcrBara HHGpopMupa
MIPUTEKATEIS Ha Pa3pelIeHHETOo 3a yroTpeda 3a 3arouBaHe Ha Mpolieiypara o pesia Ha TO3H pa3fell.

Y. 194¢. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) B cnyuaute mo un. 194y,
al. 2, KoraTo IMpeleHH, Y€ € HEeoOXOAUMO Ja ce MpeanpueMar CHENIHM MEpKH 3a 3alluTa Ha
obmecTBeHOTO 37paBe, MAJI MoXe BpEeMEHHO Ja CHpe pas3pelieHHeTo 3a ymnorpeba u ga 3adpaHu
yrnotpebara Ha JIEKQpCTBEHUs MPOAYKT Ha Tepuropusara Ha PenmyOnuka bbiarapus no mpuemane Ha
OKOHYATEJIHO petieHue mno ui. 1944 unu 194m.

(2) WsnbanuTenHata areHIUs IO JieKapcTBaTa yBeaoMsiBa EBpomeiickaTta areHIus 1o
JekapcTBara, EBpomneilickaTa KOMUCUS M DPETyJaTOPHUTE OpraHM Ha JPYTUTE IbP’KAaBU YJIEHKU 3a
MPEeANPUETUTE MEPKH 1O al. 1 B CpoK A0 eArH paboTeH JIeH OT MPUJIAraHeTo UM U [I0COYBAa MOTHUBUTE 32
TOBA.

(3) Koraro M3nbiHuTeHATA areHKs 110 JIEKapcTBaTa yyacTBa B MpOIleaypara 1o TO3H pasjen,
no uckaHe Ha EBpomneiickata komucus MAJl npennpuema npenopbuyaHUTE BPEMEHHU MEPKHU 11O
OTHOIIIEHHE HA Pa3peUIeHHETO 3a yIoTpeda Ha JIEKapCTBEH MPOIYKT, MM KOTaTo JIEKAPCTBEHUST
MPOAYKT € paspemieH 3a ymorpeba mo pema Ha Permament (EO) Ne 726/2004 ma EBpomeiickus
napiaMeHT 1 ChBeTa - 10 OTHOILIEHHE HAa caMUsl POAYKT, 10 MPUKIFOYBAHE HA IIPOLIEypaTa.

Uin. 194x. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3mbanuTenHaTa areHIus
IO JIEKapCcTBaTa MyOJuKyBa ChOOIICHNE HA HAIIMOHAIHUS UHTEPHET mopTai rno 4i. 185, an. 1 3a HauuHa,
0 KOHTO 3aMHTEPECOBAHHUTE CTPAHHW MOTaT Ja MpefocTaBaT mH(popmamnms Ha EBporneiickus HHTEpHET
noprai o wi. 68, an. 1, T. 4 3a nekapcTBEeHUs MPOAYKT - IPEAMET Ha Ipoueaypara no wi. 194y, u 3a
BB3MOXKHOCTTA J]a Y4acTBaT B 00IIECTBEHO 0OCHKIaHe, aKO TAaKOBa € 00SIBEHO.

Un. 1941. (Hos - JIB, 6p. 102 ot 2012 ., B cuma ot 21.12.2012 r.) (1) KomuteTsT mo 4. 56a,
an. 1, T. 1 B cpok n0 60 nHM OT nartara Ha OOsBsABaHE Ha mpolenypata Ha EBpornelickust HHTEpPHET
MOpTa U3TOTBSI MOTHBHpAHA MPENophKa.

(2) IlputexatenaT Ha pa3pelleHHuEeTo 3a ynoTpeba Mo)ke B cpoka mo aj. 1 jaa mpeaoctaBu
MUCMEHU KOMEHTapH.

(3) IIpenopwkara no an. 1 ce myonukyBa Ha EBponeiickust HHTEpHET mopTal 1o wi. 68, an. 1, T.
4 ¥ chABPKA €HO WIIH MTOBEYE OT CICAHUTE 3aKIIIOUSHUS:

1. He e HeoOXOIuUMO [ONBJIHUTEIHO NpPOyYBAaHE WIM MpeANpueMaHe Ha JEWCTBUSA Ha
OOIIIHOCTHO HUBO;

2. mpuTexarensT Ha pa3pelieHHeTo 3a yrnoTpeba TpsOBa Ja H3BBPIIM JOMBIHUTEIHO
MPOYYBaHE U aHANIU3 HA JTAHHUTE;

3. mpuTexarensT Ha paspelleHHeTo 3a ymorpeda TpsOBa Aa MpoBele MOCTMAPKETUHIOBO
npoy4BaHe 3a 6€30MaCHOCT ¢ TOCIEe/Ballla OLEHKA Ha PEe3YJITaTUTE OT HEro;

4. npprkaBaTa YJICHKA WIN MPUTEKATENAT Ha Pa3pelIeHHeTo 3a yrnoTpeda 1a MpHIIoKH MEPKH 3a
HaMaJsIBAaHEe Ha PHCKa;

5. paspemieHueTo 3a ynorpeba TpsOBa ga ObJe CHPSHO, MPEKpPATEHO WIM J1a OBbJe U3AJCH
OTKAa3 3a MOJIHOBABAHETO MY;

6. paspernieHueTo 3a yrnorpeda TpsoBa ga Ob1e TPOMEHEHO.

(4) KonkpeTHuTe MepKH 1o ai. 3, T. 4, KAaKTO M yCIOBHITA M OTPAHUYCHHSITA, KOUTO CJIEBA Ja



OBbJAaT BKIIOYEHU B pa3pelICHUETO 3a yIoTpeda, ce IocouBaT B IIPENopbKaTa.

(5) B cnyyaute mo an. 3, T. 6, Korato MpOMEHHUTE Ca CBBP3aHHU C U3MEHEHUE WJIH J00aBsHE Ha
uHpopMalMsg B KpaTKaTa XapaKTEPUCTUKA, BbPXY OINIAKOBKaTa WJIM B JIMCTOBKaTa Ha JIEKAPCTBEHUS
NPOAYKT, B IIpernopbKaTa ce BKIOYBAT (POpPMyIMpOBKAaTa Ha MPOMEHEHaTa WM Jo0aBeHara
uHpopMaLUs U MICTOTO, KbJETO cie/iBa Ts Ja ObJie HAHECEeHa.

Y. 1944. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Korato B o6xBaTta Ha
npoueaypara mno 4i. 194y He e BKIIIOYEH JIEKapCTBEH IMPOJYKT, pa3pelleH 3a yrnorpeda mo peaa Ha
Pernmament (EO) Ne 726/2004 na EBponetickust napaamedT U Ha ChBeTa, KOOpUHAIIMOHHATA TpyIia Mo
yi1. 77, an. 2 Bb3 OCHOBA Ha mpenopbkara 1mo 4i. 194 B cpok 10 30 1HM OT arata Ha MOJIYyYaBaHETO M
M3/1aBa CTAHOBUIILE OTHOCHO 3aIla3BaHETO, IPOMSIHATA, CIUPAHETO, MPEKPATIBAHETO HA BAJIMIHOCTTA Ha
CbOTBETHUTE pa3pellieHus 3a ynorpeda WM OTKa3 3a MOJHOBSIBAHETO KM, BKIIIOUUTENIHO rpaduk 3a
M3IBbJIHEHUE HAa CTAHOBHUIIIETO.

(2) KoraTo B CTAaHOBHIIIETO € MPENOpBhYAHO MpeaIpueMane Ha MepKuTe 1mo wi. 194, an. 3, 1. 5,
W3IBIHUTETHUAT qupekTop Ha MAJI cbe 3anoBes cimpa AEMCTBUETO WK MPEKPATABA PA3PEIICHUETO 3a
ynotpeda, UM 0TKa3Ba MOTHOBSBAHETO MY.

(3) Korato B cranoBuiero mo ajia. 1 ca mpenopbuyaHu MPOMEHU B MU3/IaJICHOTO pa3pelieHue 3a
yrnotpeba, MPUTEKATENAT Ha paspemieHueTo 3a ynorpeba monaBa no MAJI 3asBienue 3a mpomsiHa,
BKJIIOYBAIO AaKTyaJIM3UpaHA KpaTKa XapakTEPUCTHKAa Ha TMPOAYKTa M JIMCTOBKA, B PAMKUTE Ha
ornpezaeneHus rpaduk 3a U3MbIHEHHE.

(4) Koraro B craHOBHILETO 110 ajl. 1 € mpenopb4aHo MpearprueMane Ha Mepku 1o wi. 194, an.
3, T. 2 - 4, mpuTrexaTenaT Ha pa3pelIeHUEeTOo 3a ymorpeda mpeamnpueMa HEOOXOIUMUTE ACUCTBUA U
unpopmupa MAJI u perynatropHuTe opraHu Ha APYTrUTE AbPIKABH WICHKH.

(5) Korato B paMkuTe Ha KOOpAMHALIMOHHATA Tpymna mo wi. 77, an. 2 He Moxe na Obae
MOCTUTHATO ChIJIACHE, TO3WIMATa HAa MHO3MHCTBOTO OT JIbpPXKABUTE€ WICHKH C€ TNPEIOCTaBs Ha
EBporeiickata KOMUCHS, KOSITO TpUE€Ma PellIeHUE C MPEnopbKa 3a MPOMsHa, CIIUpaHe WK MIPEKpaTsIBaHe
Ha pa3pelnieHneTo 3a ynoTpeda, u3/1aJieHo0 OT ChOTBETHUTE PETYJATOPHHU OPTaHH HA IbPIKABUTE UJICHKH.

(6) smpaHUTENHATA areHIUs 10 JIeKapcTBaTa Mpujara npenopb4yaHruTe B PEIISHUETO Mo aj. 5
BPEMEHHHU U/WJIA OKOHYATEIIHU MEPKH.

Yn. 194m. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B o6xBarta Ha
nporenypara mo wi. 194y e BKJIIOYEH JIEKApCTBEH MPOIYKT, pa3pelieH 3a ymoTpeda Mo peaa Ha
Pernament (EO) Ne 726/2004 na EBpomneiickus nmapiameHT u Ha CbBera, KOMUTETHT 1O J€KapCTBEHH
MIPOJYKTH 3a XyMaHHa ynoTpeda Bb3 OCHOBA Ha mnpenopbkata 1o ui. 1941, an. 3 B cpok 10 30 aHu ot
JaTaTa Ha I[OJY4YaBaHETO W M37aBa CTAHOBHUILE OTHOCHO 3ala3BaHETO, IMPOMSIHATA, CIHUPAHETO,
MIPEKpaTIBAaHETO Ha BAJIMJHOCTTa HAa CHOTBETHUTE paspelleHus 3a ymnorpeba WM OTKa3 3a
MOTHOBSIBAHETO UM, BKIIFOUUTEIIHO rpaduK 3a U3MIBIHEHNE HAa CTAHOBUIIIETO.

(2) Korato B craHoBHIeTo 1o ai. 1 € m3pa3eHa MO3UIMS 3a MPEeANprUeMaHe Ha PEeryaTopHU
JIeiCTBUS 110 OTHOLICHHE HA pa3pelleHusITa 3a ynotpeda, EBponelickaTta KoMucHs:

1. mpuema pelieHue 3a IpoOMsiHA, CIIMpaHe WM MpeKpaTsBaHEe BAJMIHOCTTA Ha pa3pellieHusTa
3a ynoTpeba, uznaaenu no pena Ha Permament (EO) No 726/2004 nwa EBpomeiickus mapiaMeHT U Ha
CnBera;

2. mpuema pelieHHe ¢ MpenopbKa 3a MPoMsiHa, CIIMPAaHE WM NPEeKpaTsBaHe Ha BaJIUAHOCTTA HA
paspelleHusTa 3a yrnorpeda, u31aJeH! OT CbOTBETHUTE PETYJIaATOPHU OPraHU Ha AbPIKABUTE WICHKH.

(3) UsnbpanuTenHaTa areHIUs IO JIeKapcTBaTa MpHIara MPErnopbhbYaHHUTE B PEIICHHETO Ha
EBporneiickata koMucHs 1o ai. 2, T. 2 BpeMEHHU U/WIH OKOHYATETHH MEPKHU.



Yn. 194m. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Ipenopbkata mo ui. 1941,
an. 1, cranoBuiero o 4i. 194m, an. 1 u pemenuero Ha EBponelickata koMucus 1o ui. 1944, an. S u
ui1. 1941, an. 2 ce ny6iukyBat Ha EBporeiickust HHTepHET mopTai mo wi. 68, ai. 1, 1. 4.

I'n1aBa neBera.
TBPI'OBHUSA HA EJIPO C JIEKAPCTBEHU ITPOAYKTHU U TIOCPEJHUYECTBO B
OBJACTTA HA JIEKAPCTBEHUTE IIPOAYKTHU 3AT'JI. U3M. - IB, bP. 71 OT 2008 I'., B
CHUJIA OT 12.08.2008 I'., U3M. - IB, BP. 102 OT 2012 I'., B CHUJIA OT 02.01.2013TI'.)

(3arm. "Paznen I. TwproBust Ha epo ¢ JiekapcTBeHU mpoayktu" 3ai. - JIB, 6p. 71 ot 2008 r., B
cuna ot 12.08.2008 1.)

Y. 195. (1) TeproBus Ha eApo ¢ JEKAPCTBEHH MPOJYKTH MOTaT Jla U3BBPIIBAT (PU3UUECKH U
IOPUINYECKH JIMIA, TIPUTEKABAIIM pa3pelleHue 3a Ta3u JIEHHOCT, U3/1aJICHO OT PEerysiaTOPeH OpraH Ha
ChOTBETHATA IbpKaBa 4ICHKA.

(2) Koraro numero mo an. 1 mMa CKJIaJ0oBH TOMEIICHHS Ha TepuTopusta Ha PemyOmmka
bearapus, To Moxke Ja U3BBPIIBA THProBUS Ha €IPO C JIEKAPCTBEHH MPOIYKTH Clell MOoJy4yaBaHE Ha
paspenieHue oT U3NBJIHUTENHU qupekTop Ha MAJL

UYn. 196. (1) IlpousBoauren Ha JIeKapcTBEHU MPOJIYKTH 10 CMHUCHJIA HA TO3M 3aKOH MOXE Jia
U3BBPIIBA THPrOBUS HA €IPO CaAMO C JIEKAPCTBEHUTE MPOLYKTH, 32 KOUTO UMa U3AAJEHO Pa3pelIeHue 3a
IIPOU3BOJICTBO.

(2) BaocuTen Ha JeKapcTBEHM NPOAYKTH MO CMHUCHIA HAa TO3M 3aKOH MOXE Ja W3BbpLIBA
TBHPrOBHUS Ha €pO CaMO C JIEKAPCTBEHUTE MPOAYKTH, 33 KOUTO UMa U3/aICHO pa3pelieHHe 3a BHOC.

Ui, 197. JIuara no wi. 195 tpsOBa na pasmnonarar chc:

1. moaxoasiy MoMenieHus, 000py/IBaHe U ChOPHKEHUS U MOIAXOASIIN TPAHCIIOPTHH CPEICTBA,
OCHUTYpsIBAIllM TMPABHIHOTO CBHXPAHEHHE, DPA3MpPOCTPAHEHHWE U TPAHCIOPTHPAHE HA JIEKAPCTBEHUTE
MPOJYKTH, B ChOTBETCTBUE C M3UCKBaHUATa Ha JJoOpaTa mucTpuldyTopcka MpakTUKa;

2. KBamu(UIMPAaH TMEPCOHAT U OTTOBOPEH MAarucTbp-(hapMaieBT ¢ Hal-MalKO JBE TOJUHU
TPYJOB CTaX MO CHEIHATHOCTTA, YUUTO 33BJDKEHHUS Ce ONpeieNsaT B HapeabaTa mo uwi. 198.

Y. 198. (U3m. - B, Op. 102 or 2012 r., B cuia ot 02.01.2013 r.) Ilpunuunure u
u3nckBaHusATa 3a JloOpute AMCTpUOYTOPCKH MPAKTUKM Ha JIEKAPCTBEHU MPOAYKTH W HAa aKTUBHHU
BEIIECTBA C€ MpHEMAT ¢ Hapeabda Ha MUHUCTBpA Ha 3/IPABEONA3BAHETO U C PHKOBOJCTBA, MPUETH OT
EBpomneiickara KoMHCHS.

Ui 199. (1) JIumara mo wi. 195, an. 2 mogasar B MAJIL:

1. 3asBieHHE, KOETO CHABPKA HAUMEHOBAHHE, CEHANUINEe M aJpec Ha yIpaBJICHHE Ha
ThpProBeua, aapeC U OIMMCAHUC HAa IMOMCHICHUATA U CbOPBKCHUATA 3a CBbXPAaHCHHUEC Ha JICKAPCTBCHUTC
TIPOJLYKTH;

2. (m3m. - 1B, 6p. 60 or 2011 1., B cuma ot 05.08.2011 r.) mamam 3a EnunHus
UICHTU()HUKAIIMOHEH KOJ Ha ThProBela WK KoomepanusaTa OT TbproBCKus perucThp, a 3a IpyKecTBara,



perucTpupaHd B JAbp)KaBa - UJeHKa Ha EBpomeickusi cbi03, WIM B JAbp)KaBa - CTpaHa IO

Cnopasymenuero 3a EBponeickoToO HMKOHOMMYECKO IIPOCTPAHCTBO - JOKYMEHT 3a aKTyalHa
perucrpanys Mo HalMOHAIHOTO 3aKOHOJATENICTBO, M3/aJleH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa
IbpXKaBa;

3. (mom. - IB, 6p. 103 ot 2017 1., B cuna ot 01.01.2018 r.) ume, CBUACTEICTBO 32 CHIUMOCT
WM aHAJIOTMYEH JOKYMEHT Ha JIMIETO, aKo He € OBIrapCcku TrpakIaHWH, IUIUIOMa 3a BHCIIE
o0Opa3oBaHHe U JOKYMEHT 3a TPYJIOB CTaXX Ha OTTOBOPHHUSA Maructbp-gpapmaneBT mo wi. 197, T. 2 u
KOIHE OT TPYAOBHS MY JIOTOBOD;

4. (ot™. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

5. (otm. - IB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.)

6. JOKYMEHT, YA0CTOBEpsBalll IPaBHOTO OCHOBAHHKE 32 MOJI3BaHE HAa OMELICHUATA,

7. (u3m. - 1B, 6p. 98 ot 2010 r., B cuma ot 01.01.2011 r., ot™. - JIB, 6p. 84 ot 2018 1., B cuia
ot 12.10.2018 r.)

8. IOKyMEHT 3a IUIaTeHa Takca B pa3Mmep, omnpezeneH B Tapudara mo wi. 21, am. 2.

(2) JIumata mo wi. 195, an. 1 moxgasar 3asBiaeHue B MAJI 3aeqHo cbe:

1. Komue OT pa3pelIeHUETO 3a THPrOBHUS HA PO, U3AAaICHO OT PETYJIaTOPEH OpraH Ha JbpKaBa
YJICHKA,

2. M€ | aJIpec Ha JIMIIETO 32 KOHTAKTH Ha TeputopusiTa Ha PenyOnuka boarapus;

3. ajpec Ha MOMEIIEHUATA 32 ChXpaHEHUE Ha JICKApPCTBEHUTE MPOAYKTH Ha TEPUTOPHATA Ha
JBP’KABUTE YJICHKH.

(3) Ilpu TBHproBuss Ha €IpO C HAPKOTUYHHU BEIIECTBA, KAKTO U C JIEKapcTBEHU (HopMmu,
ChABpXAIIM TaKWBa BEIIECTBA, CE€ MpWiaraT M H3UCKBaHUATA Ha 3aKOHAa 3a KOHTPOJ BBPXY
HApPKOTUYHUTE BEIIECTBA U MPEKYPCOPUTE.

(4) IIpu TBproBUs Ha eapo ¢ paarodapMaleBTHIIN CE€ MPEACTaBsS M CTAHOBUINE HA ATEHIUITA
3a APEHO peryaupaHe.

(5) (HoBa - JIB, 6p. 103 ot 2017 ., B cuma ot 01.01.2018 r.) M3mbaHuTEeIHATA areHIUS 110
JIeKapcTBaTa YCTaHOBSIBA CIIyeOHO OOCTOSITENICTBATa OTHOCHO CHIMMOCTTA Ha JIMIIETO Mo an. 1, T. 3,
KOrarto € OBJIrapCcKy rpa’kJaHuH.

Un. 200. U3nbenHuTEeNHATa areHLUs MO JIEKapcTBaTa OLEHSIBA JOKYMEHTaLUsATa U U3BBPIIBA
IIPOBEpPKa Ha MACTO Ha OOEKTUTE, IOCOUYECHU B 3asIBJICHHUETO, 3a YCTAHOBSBAHE Ha ChHOTBETCTBUETO UM C
u3KcKBaHuATa 3a JloOpaTta AucTpuOyTOpCKa MPaKTHKA.

Un. 201. (1) M3nbaHuTenHata areHUus IO JieKapcTBaTa yBEAOMSIBA NMUCMEHO 3asBUTENS,
KOTaTO yCTAaHOBU HEMbJIHOTH B MIPECTaBEHATa JOKYMEHTAIUS.
(2) B cniydante o an. 1 cpoxsT o ui. 202, an. 1 cnupa ga teye.

Yn. 202. (1) (U3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cpok mo 60 muu ot
JaTaTta Ha IoJlaBaHe Ha 3asBiIeHHETO mo wi. 199, an. | wsnbanurennust aupexkrop Ha MAJI m3nasa
paszpelieHue 3a ThproBUs Ha €IpO WM MPaBU MOTUBHPAH OTKa3.

(2) Otka3bt Mo an. 1 mojexku Ha oOkajBaHEe MO pela Ha AJIMHUHHUCTPATUBHOIPOLECYaTHUS
KOJIEKC.

Un. 203. B cpok no 15 nHM OT gaTaTa Ha MOJaBaHE Ha JOKyMEHTanusTa mo wi. 199, am. 2
M3OBJIHATENHUAT nupektop Ha MAJI uznaBa ynocToBepeHHe 3a perucTpaius 3a ThbproBHs Ha €po Ha



TepuTopusiTa Ha Penmy6nuka bearapus Ha nutiero mo wi. 195, an. 1.

Un. 204. (1) Pa3pemenueTo 3a ThProBus Ha €O C JIEKAPCTBEHH MPOIYKTH € O€3CPOUHO.

(2) Pazpemiennero mo wi. 202 wnam ymoctoBepeHueTo mo uwi. 203 ce mpekparsBa, ako
MIPUTEKATENISAT My TOMCKA MUCMEHO TOBA OT U3IBJIHUTENHUA TupekTop Ha MAJL

(3) Jlumero mo wn. 195 e mabxkHO na yBepomum mnmcMeHo MAJL B 7-mHEBEH CpPOK OT
MpeKpaTsBaHe Ha JEWHOCTTa CHU IO THPrOBUS HAa €IpO C JIEKApCTBEHU MpOoAyKTU. B Te3m cimyuau
M3MBIHUTENHUAT Aupektop Ha MAJI npekpaTsaBa u3naaeHUTe pa3pelieHns/ya0CTOBEPEHHUs 3a ThPrOBUS
Ha eJIpo C JICKAPCTBEHU MPOJIYKTH.

Un. 205. (1) V3mpaHuTenHaTa areHIMs IO JieKapcTBaTa BOAM PETUCTBP HA H3JAACHUTE
paspeleHus 3a ThproBUsl Ha €ApO € JEKapCTBEHU MPOAYKTH 110 4. 202, an. 1, KOMTO chabpika:

1. HOMep U J1aTa Ha pa3pelIeHUETO;

2. HaMMEHOBaHMeE, CEAATMIIE U aAPEC Ha YIPABIECHUE Ha JIULETO, MOIYYHIIO Pa3pEeICHUETO;

3. ajpec Ha MOMEIICHUATA 32 ChbXPaHEHHE Ha JIEKApCTBEHUTE MPOIYKTH;

4. naHHUTE 3a OTTOBOPHUS MarucTbp-papmanesT no wi. 197, 1. 2;

5. cnMchbK Ha JIeKapcTBaTa, CHABPXKALIM HAPKOTHYHM BEIIECTBA, paauodapMaieBTHUIH,
MMYHOJIOTMYHHU JIEKAPCTBEHU IMPOAYKTH U JIEKAPCTBEHM IPOJYKTH, MOJIYYEHH OT YOBEIIKa IIa3Ma U
YOBEIIKA KPBB;

6. naTa Ha 3aJ1MYaBaHEe Ha Pa3pEIICHUETO OT PErucThpa U OCHOBAHUE 3a TOBA;

7. 3a0€NeXKKH M0 BIUCAHUTE OOCTOSITENICTRA.

(2) M3nbiiHuTENHATA areHUus 10 JeKapcTBaTa BOJAU PETUCThD Ha U3/1aJ€HUTE YIOCTOBEPEHUS
o wi. 203 3a THProBus Ha €JIpO C JIEKAPCTBEHU MPOAYKTH, KOMNTO ChABPIKA:

1. HOMep U /1aTa Ha YAOCTOBEPEHUETO;

2. HOMEp Ha pa3pelIeHUeTo 3a ThProBHs Ha €IpO C JIEKAPCTBEHU NPOAYKTHU U OpraHa, KOMTo ro
€ u3aan;

. HAUMEHOBAHHE, CEIAJIUIIIE U a/IpEC HA YIPABIEHUE HA JUIETO, MOTYYHIIO YAOCTOBEPEHUETO;
. JaHHH 3a JuIeTo mo wi. 199, an. 2, T. 2;

. JlaTa Ha 3aJIM4aBaHe Ha YAOCTOBEPEHUETO OT PETUCTHPA U OCHOBAHUE 3a TOBA;

. 3a0€JIeKKHU 0 BIMCAHUTE OOCTOSITENICTBA.

(3) Jannu ot peructpute ce myoaukyBaT Ha cTpanuiiata Ha MAJI B uHTepHeET.

(4) (Homa - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) U3nmbaHuTenHaTa areHIus 1o
JeKapcTBaTa BhBEXkAa B 0azara gaHHM 1o 4wi. 147 urdopmalus 3a U3JaIeHUTE pa3penieHus 3a ThProBus
Ha €JIpo C JIEKapCTBEHU NPOAYKTH.

(5) (Hosa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) IIpu noucksane ot EBporneiickara
KOMHCHS Win OT abpxkaBa wieHka WMAJI mpemoctaBs umH(opmaius 3a HW3aJCHO pasperieHue 3a
THProBUs Ha €pO C JIEKAPCTBEHU NIPOIYKTH.

AN DN DN W

Un. 206. (1) Ilpu npomsiHa Ha 0OOCTOSITENICTBATa, CBBbP3aHU C HM3IAJEHOTO pPa3pelIeHHE 3a
THProBUsl Ha €/1po, MPUTEKATENIAT My nojasa 3asBieHue 10 MAJI mo pena Ha un. 199, keM koero
npuiara CBbp3aHaTa ¢ IpoOMsHaTa JOKYMEHTAIIHSL.

(2) PazpemienueTo 3a mpoMsiHa ce M3/aBa MpH yCiIoBusATa M mo peaa Ha wi. 200 - 202. [pu
IIPOMsSIHA Ha MOMEIICHUATA 32 ChbXPaHEHUE Ce€ IpwiIara CpokbT mo wi. 202, a B OCTaHAIUTE CIydau
CPOK®BT € 14 nHu.
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Ui 207. (1) Ilputexxarenar Ha pa3pemieHne 3a ThPrOBHs Ha €p0, KOMTO U3BBPIIBA JCHHOCTTA
cH Ha TepuTopusaTra Ha PenyOnuka bbarapus, e nubxeH na:

1. ocurypsiBa JOOCTBI MO BCAKO BpeME€ Ha KOHTPOJIHHUTE OpPraHH [0 IOMEIEHHUsATa 3a
CbXpaHEHHE Ha JIEKAPCTBEHUTE MPOIYKTH;

2. ThpryBa caMo C pa3pelleHu o pe/ia Ha TO3U 3aKOH JIEKapCTBEHU MPOIYKTH;

3. ThpryBa C JIEKAPCTBEHU NPOAYKTH, YHAUTO ONAKOBKU U JINCTOBKU Ca B CHOTBETCTBHUE C
U3JIaJICHOTO pa3pelleHre 3a yrnorpeda, MpH yclIOBHUSATa M MO pelJa Ha TO3W 3aKOH M CPOKBT UM Ha
TOJTHOCT HE € U3TEKbJI;

4. ce cHabIsABa C JEKApPCTBEHU MPOJIYKTH CaMO OT MPOU3BOIUTENIN, BHOCUTEIN WU ThPrOBLU
Ha e/Ipo C JIEKapCTBEHU MPOAYKTH, IOJYYWIN pa3pelleHNe 3a U3BbPILBAHE HA Ta3H JIEHHOCT 10 pesia Ha
TO3U 3aKOH;

4a. (moBa - /IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsiBa Jaiu MOTY4YECHUTE
JIEKapCTBEHH MPOJYKTU OT JHIaTra mo T. 4 He ca dammuuduuupanu ypes3 MpoBepka Ha MoKa3aTeNIuTe 3a
0€30MacHOCT BPXY BTOPHUYHATA OMIAKOBKa;

5. cHabasBa Cc JEKapCTBEHHM MPOIYKTH APYTU MpUTEkKATeld Ha pa3pellieHue 3a ThProBus Ha
€/1po, alTEeKU U APOTrepUH, OTKPUTHU T10 PE/la HA TO3U 3aKOH;

Sa. (moBa - /IB, 6p. 71 oT 2008 ., B cruta ot 12.08.2008 1., u3m. - JIB, 6p. 84 ot 2018 1., B criia
ot 12.10.2018 r.) cHabasBa C JIEKAPCTBEHH IMPOIYKTH 32 33]J0OBOJISIBAHE HA COOCTBEHUTE UM HYXKJIH:

a) Ie4eOHU 3aBE/ICHHS;

0) BHCIIM YyYWJIMIIA, KOUTO OCBUIECTBSABAT JieueOHA AEWHOCT CHIVIACHO Wi. 2a OT 3aKoHa 3a
ned4eOHUTE 3aBE/ICHNUS;

B) MHCTUTYIIUUTE 10 Wwi. 26, an. 1, T. 1 u 3 ot 3akoHa 3a 3ApaBEeTO 3a CH3AAJCHUTE B TSIX
3/IpaBHU KaOMHETH;

I') KOpabonpuTeKaTeNn 3a LEIUTE Ha OCUTYpsSBaHE HA JICKAPCTBEHU MPOIYKTH Ha Oopnaa Ha
Kopabute cbriiacHo Koziekca Ha TBproBckoTo KopaboriaBaHe;

6. cHaO/sBa C JIEKAPCTBEHM IPOJYKTH JIEKApU M JIEKapu IO JE€HTaJlHa MEAMIIMHA, KOrato B
HACEJICHOTO MSCTO HsMa anTeKa, MPU YCJIOBHSI U MO peld, OMpelesieHd B Hapeada Ha MHHHCThpa Ha
3/1paBEeOIa3BaHETO;

6a. (moBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., mom. - IB, Op. 84 ot 2018 r., B
cwia ot 12.10.2018 r.) BoucBa B JOKYMEHTHTE 3a JIOCTaBKa MAapPTHAHHUS HOMEpP Ha JIOCTaBEHHTE
JIEKapCTBEHH MPOAYKTH, KAKTO U ajjpeca Ha I0CTaBKa Ha JIEKapCTBEHUTE MPOAYKTH;

60. (aoBa - [IB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) uma 1utan 3a JeHCTBUE B
M3BBHPEHU CUTYyallud, KOUTO ChAbp)Ka €(EeKTHBHU MEPKH 3a M3TEIJIsIHE Ha JIEKapCTBEH MPOAYKT OT
nazapa no pasnopexaaHe Ha WAJl uinum nmo uMHUIMATHBA HAa MPOU3BOJUTENS WM NPUTEXKATENIS Ha
paspelieHneTo 3a ynorpeda Ha CbOTBETHHUS JIEKAPCTBEH MPOIYKT;

6B. (HoBa - JIB, O6p. 18 ot 2014 1.) ocurypsiBa cHaOAsBaHETO HA JOCTATHYHU KOJMYECTBA
JIEKapCTBEHM MPOJYKTU 3a 3aJ0BOJIIBAHE Ha 3JpaBHUTE MOTPEOHOCTH Ha HaceleHHeTo Ha PemyOmuka
bearapus;

7. (m3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) chXpaHsiBa JaHHU 3a BCSIKA CIETIKA C
MOJIy4EHH, JOCTAaBEHU WIHM PeaJU3UpaHH upe3 MOCPEAHHUYECTBO JIEKAPCTBEHU MPOIYKTH Mo (opmara
Ha (akTypu 3a MOKYNKO-TIpoAak0a WM B €NEKTPOHEH BUJ, WM TMOJ HsKakBa Jpyra (opma, KakTo
cle/Ba:

a) JaTa Ha TOJTy4yaBaHe U MPEeJOCTaBsHE;

0) HauMEHOBAaHME Ha JIEKAPCTBEHUS IPOYKT;

B) IIOJIyYE€HO, JOCTABEHO WJIM PEATU3UPAHO YPE3 NOCPETHUUECTBO KOJIMUECTBO;

I) M€ M aJpec Ha JIMIIETO, OT KOETO € IMOJIYYeH WM Ha KOETO € JOCTaBEeH JIEKAPCTBEHUST
IIPOJYKT;

1) MapTUAECH HOMEp U HOMEp Ha cepTu(uUKara 3a 0OCBOOOXJAaBaHEe HA MAapTUAATa, U3/1aJIeH OT
KBaJIM(HUIMPAHOTO JuLe 1o wi. 148, T. 2, ChOTBETHO OT KBAIU(UIIUPAHOTO JuIle 1o wi. 161, an. 2, 1. 1,



1 HOMep Ha cepTudukara 3a ocBoOOXK1aBaHe Ha mapTuaata, u3aaneH ot MAJI - B cmydanrte no 4. 69 u
70;

8. cbxpaHsBa JOKyMEHTallUs 3a MOKYIKHUTE W/WIM NpOoAakOMTe Ha BCUYKU JIEKApCTBEHU
TIPOJKTH;

9. cna3Ba u3uckBanuaATa Ha JloOpata quctpubyTopcka MpakTUKa, ONpeeieHd B HapeadaTa 1o
1. 198;

10. (noBa - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mogapprka cucTema 3a Ka4ecTBo,
olpezessia OTTOBOPHOCTUTE, MPOLIECUTE U MEPKUTE 3a YIPaBICHUE HA PUCKA, CBbP3aHU C JEHHOCTTA
My;

11. (moBa - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) undopmupa nezabasno MAJI u
MpPUTEXKATENII Ha pa3pelieHHeTo 3a yhnoTrpeda, KOraro € YCTaHOBWJ WM HMa CbMHEHHE, 4e
JICKapCTBEHUAT IPOAYKT, KOMTO € MOy4YHJI WK My ce Ipeyiara, € Gpammuduinupan;

12. (aoBa - JIB, 6p. 102 ot 2012 r., B cruta ot 02.01.2013 r.) mpoBepsiBa 1ajau ThProBeIbT Ha
€Ip0, OT KOTOTO € MOJYYHJI JIEKapCTBEHHUs MPOIYKT, Cla3Ba MPUHIMIIATE M pBbKOBOJCTBaTa 3a JloOpu
JTUCTPUOYTOPCKU MPAKTUKHU 10 Wwi. 198, kakTo U Janu mpuTexana pa3pelieHne 3a ThproBus Ha epo;

13. (moBa - 1B, 6p. 102 ot 2012 ., B cuia ot 02.01.2013 r.) mpoBepsiBa 1aau MPOU3BOAUTEIST
WIM BHOCUTENAT, OT KOTOTO € TOJY4YWJ JEeKapCTBeHUS MPOJYKT, MPHUTEKaBa pa3pelieHue 3a
MIPOU3BOJICTBO/BHOC;

14. (voBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nmpoBepsiBa Jaiau MOCPETHUKBT,
Yype3 KOroTo € MOJIY4UJI JIEKApCTBEHUS IPOAYKT, OTTOBapsl Ha U3MCKBAHMSITA HA Ta3U IJ1aBa;

15. (moBa - JIB, Op. 84 ot 2018 r., B cruta ot 12.10.2018 r.) nmpenocrass Ha MAJI exenHeBHO
gpe3 cucremata o wi. 2176, an. 1 uapopmarus 3a:

a) IOCTaBeHUTE HA PU3NYECKUTE U IOPUINYECKUTE JIULIA 10 T. 5, 5a ¥ 6 KOIWYecTBa, IOCOYEHU
10 JIEKAPCTBEHU MPOAYKTH, BKIIFOUCHU B [103UTUBHUS JIEKapCTBEH CITUCHK;

0) ¢u3nyecKkuTe U IOPUIMYECKUTE JIUIA 110 T. 5, 5a U 6, HA KOUTO ca JOCTAaBEHU KOJIMWYeCcTBATa
JIEKapCTBEHH MPOAYKTH 1m0 OykBa "a";

B) HaJIMYHUTE B CKJIAJJOBETE UM KOJIHMYECTBA, IOCOYCHH IO JEKAPCTBEHU MPOAYKTH, BKIIOUEHU
B [103UTHBHUS JIEKaPCTBEH CIHCHK;

') KOJIMYECTBATa, IOCOUEHH IO JIEKAPCTBEHH MPOAYKTH, BKIIOYeHH B [103UTUBHUS JTeKapCTBEH
CIIMCHK, 3a KOUTO C€ IJIaHHWpa U3BBPLIBAHE HA U3HOC, U AbP)KABUTE, B KOUTO CE IJIaHHpPa U3BBHPILIBAHE
Ha U3HOCA;

1) KOJINYECTBATa, IOCOYEHH 10 JIEKapCTBEHU MPOJIYKTH, BKIItOUEHHU B [103UTHBHMS TeKapCTBEH
CIHUCHK, Ha KOUTO € U3BBPILEH U3HOC, U AbpiKaBaTa, B KOSTO € U3BbPIIEH U3HOCHT.

(2) Hoxymenranusita no ain. 1, T. 7 u 8 ce chXpaHsiBa 3a CPOK Hail-Malko 5 TOAMHU U ce
MPEIOCTaBs MPU MOUCKBaHE Ha KOHTPOJIHUTE OPTaHU.

Ui 208. (Hom. - B, 6p. 71 ot 2008 T., B cruta ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 1,
B cuna ot 02.01.2013 r., u3m. - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) PaznopenOute Ha ui.
207, an. 1, 7. 2 - 15 u ann. 2 n wir. 209a ce npunaraT ¥ 3a ThbProBUUTE Ha €po mo 4. 203, KakTo u 3a
BHOCHUTEIIUTE U MIPOU3BOIUTEIINTE, KOUTO THPTYBaT C MPOU3BEICHHUTE OT TAX JICKAPCTBEHU MPOTYKTH.

Ui. 209. 3a TeproBus Ha €Ipo C JIEKApCTBEHU NPOAYKTH, ChIbPKAllld HAPKOTUYHU BEIECTBA
WIA TOJNy4YeHH OT KpPbB, C MMYHOJIOTMYHM MPOJAYKTH U C paauodapMaleBTULU C€ Mpuiarat u
CHelHaTHUTEe U3UCKBAHUS Ha IPYTH 3aKOHHU.

Y. 209a. (Hos - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) (1) Teprosuute Ha eapo C



JIEKapCTBEHM MIPOAYKTH MOTaT Jla CHaOAABaT C JIE€KapCTBEHH MPOAYKTH:

1. ApyTrH THProBLM Ha €APO C JIEKAPCTBEHH MPOIYKTHU;

2. anTeKH U APOrepuH;

3. MuHHCTEpCTBOTO HAa 0TOpaHaTa U MHUHHCTEPCTBOTO HA BBTPEIIHUTE paboTH 3a COOCTBEHH
HYX/H, C U3KIIOYEHUE HA BEJOMCTBEHHTE MM JIe4YeOHHU 3aBelleHMs, KakTo U JIbpkaBHaTa areHuus
"JIbpKaBEH pe3epB U BOCHHOBPEMEHHH 3aracu';

4. MUHHCTEPCTBOTO Ha 31paBEOIa3BaHETO ChC:

a) BaKCMHHU, TOKCHMHU M CEpyMH, HEOOXOOUMH 3a H3MBJIHECHHETO Ha VIMyHH3alMOHHHSA
kajeHap Ha Peny6nuka bearapus, KakTo U Ipu U3BBbHPEIHH €UAEMUYHN CUTYALlUH;

0) JeKapcTBeHU MPOAYKTH, MPEAHA3HAYCHU 32 JIeUCHHE Ha 3a00JsIBaHMSA, KOUTO CE 3aIuiamiar
[0 pella Ha 3aKOHa 3a 3ApaBeTO, KAaKTO U 3a OCUTypsiIBaHE M3IBJIHEHUETO HAa HAI[MOHAJIHMU IPOTrpaMu B
cdepata Ha 37paBeOna3zBaHETO.

5. (moBa - JIB, O6p. 60 ot 2012 r., B cuma ot 07.08.2012 r.) neyeOHM 3aBeneHUs 3a
M3BBHOOIHUYHA TIOMOIL, CKJIIOYMJIM JOTOBOp ¢ HaruoHanHata 31paBHOOCHUTYPUTENHA Kaca, C
JIEKapCTBEHU MPOJYKTH, HEOOXOJUMHU 3a U3ITBJIIHEHUE Ha 3/IpaBHUTE JeHHOCTH 1o wi. 82, ai. 2, T. 3 ot
3akoHa 3a 3/paBeTo.

(2) JlexapuTe 1 JIeKapHUTe MO JEHTaJHA MEJUIIMHA B HACEJIEHUTE MecTa, KbJIETO HsMa anTeka,
Morar Jia ce cHaO/sBaT ¢ JIEKapCTBEHU MPOAYKTH OT ThPrOBLUTE HA €IpO MO peia Ha HapeadaTa 1o 4l
207, am. 1, 1. 6.

Y. 2096. (Hos - IB, 6p. 102 ot 2012 r., B cra ot 02.01.2013 1.) (1) [Ipu ThproBus Ha expo ¢
JIEKApCTBEHU MPOAYKTU B TPETH IbP>KABU HE C€ MpuilaraT u3uckBaHusaTa Ha wi. 207, an. 1, 1. 2, 5 u 6,
KAaKTO U M3MCKBAHMITA Ha Ij1aBa jeBera "a".

(2) Koraro nekapcTBeH NpOAYKT ce€ ModydyaBa JUPEKTHO OT TpeTa JbprKaBa, HO HE € BHECEH Ha
TeputopusTa Ha Penyonuka bbirapus, He ce npuiarat nu3nckBanusaTa Ha wi. 207, an. 1, 1. 4 u 4a.

(3) (Homa - IB, Op. 18 ot 2014 r.) B ciyuaute no an. 1 ThproBuuTe Ha €APO yIOCTOBEPSBAT
CbC CHOTBETHHUTE JIOKYMEHTH, Y€ JICKAPCTBEHHUTE TPOIYKTH Ca IOJIyYeHH OT JUIA, KOUTO HMAaT
paspellieHne WU TMpaBO Ja AOCTaBAT JIEKAPCTBEHH MPOAYKTH B CHOTBETCTBHE C MPHUIOKUMOTO
HAIIMOHAITHO 3aKOHO/IATEJICTBO HA TpeTaTa JbpKaBa.

(4) (Hosa - JIB, 6p. 18 ot 2014 r.) Korato ThproBeubT Ha €Ipo JAOCTaBs JIEKapCTBEHH
MIPOAYKTH Ha JIUIA B TPETH IbPKABH, TOH YIOCTOBEPSBA ChC CHOTBETHUTE JOKYMEHTH, Y€ IOCTAaBKHUTE
ca camMO 3a JIMla, KOUTO HMMaT pa3pellieHHWe WIM MpaBoO Ja MOIy4yaBaT JIEKApCTBEHU MPOAYKTH,
MpeJHa3HAuYeHH 3a ThPrOBUS HA €O WM 3a JIOCTaBKa Ha HACEJICHUETO B CHOTBETCTBUE C MPHIIOKUMOTO
HAI[MOHATTHO 3aKOHOAATEJICTBO Ha TpeTaTa IbpKaBa.

(5) (Ilpeaumina ain. 3 - /1B, 6p. 18 ot 2014 r.) Teproser; Ha epo, KONTO TOCTaBs JICKAPCTBEHU
OPOAYKTH [0 JHIa OT TPeTH JbpKaBU, KOUTO HMMAT TPaBO IO CHOTBETHOTO HAIIMOHAIHO
3aKOHOJIATEJICTBO JIa JOCTABST JICKAPCTBEHH IMPOAYKTH HA MOTpPeOMTENUTE, M3aBa ITOKYMEHT, KOHTO
yJI0CTOBEpSIBA!

1. nara Ha mpegOCTaBsHE;

. HAUMEHOBaHKe U (opMa Ha JIEKAPCTBEHUS MPOIYKT;

. IOCTaBEHO KOJMYECTBO;

. IM€ U aJipec Ha JIMIIETO, Ha KOETO € JIOCTABEH JIEKaPCTBEHUST MPOIYKT;
. TApTHJIEH HOMeEp.

DN B W

Un. 210. (M3m. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 1.) (1) [Iputexarensr Ha
pa3peleHueTo 3a yrnotpeda u/uin JIMLIETOo Mo wi. 26, ai. 2 MOXKe J1a PEe0CTaBs MOCTPU OT pa3pelleHH
3a ynorpe0a JIeKapcTBEHU MPOJIYKTH Ha!



1. nexapu u JeKapH Mo JIeHTaJIHAa MEAUIIMHA;

2. BUCIITY MEIUIIMHCKH YUUJIUINA U METUIMHCKH KOJIECKHU.

(2) B cnyuure mo an. 1 BbpXy OmakoBKaTa Ha JIGKAPCTBEHUTE MPOAYKTU CE€ TMOCTaBs HAJIUC
"mMocTpa".

(3) Ha nmuuara no an. 1, T. 1 Moxe 1a ce JOCTaBAT HE MMOBEYE OT JBa OpOsi MOCTPU OT €AHA U
ChIlla JIEKapCTBeHa (popma Ha JIEKapCTBEHUS MPOIYKT IMpe3 €Ha KaJCHIapHa ToJuHa B Hall-MaikaTa
ChILIECTBYBAIlla ONIAKOBKA Ha MPOU3BOIUTEN, @ Ha BUCIIUTE MEIUIIMHCKU YUMJIUILA U HA MEAULIIUHCKUTE
KOJICKH - CaMO B KOJIMYECTBA, HEOOXOIMMHU 3a IeJIUTE Ha 00YyISHHUETO.

(4) IlputexxarensaT Ha pa3pelICHUETO 3a ynoTpeda W/HWIN JIMIETO Mo Wi. 26, aj. 2 BOJAAT OTUYET
3a BCUYKH JIMIIA, HA KOUTO Ca JIOCTABSUIM MOCTPH, 32 BU/A, KOJIMYECTBOTO M BPEMETO HA JIOCTABKUTE H
IIPY MIOMCKBAHE MPEIOCTABST TE€3U JaHHU Ha KOHTPOJHUTE OPTaHHU.

UYn. 211. (1) TeproBumrte Ha enpo TpsOBa Ja MpUTEKABAT CUCTEMA 3a OJOKHpAHE U U3TETIITHE
Ha JIEKapCTBEHUTE MPOAYKTH, [TOKa3aJId HEChOTBETCTBUE C M3MCKBAHUATA 32 KaYeCTBO, 0€30MaCHOCT U
e(pUKACHOCT.

(2) IpurexarensT Ha pa3pelIeHHE 32 ThPrOBUS Ha €1pO € JTbXKEH Ja OJIOKUpa U Aa U3TeriH
JICKQpCTBEHHUTE TMPOIYKTH, MOKA3aIM HECHOTBETCTBHE C M3WUCKBAHUATA 3a KAuecCTBO, OE30MAaCHOCT U
e(pUKacHOCT 110 peJia, onpesesieH B HapeadaTa o wi. 274, an. 1.

Un. 212. (1) Usnbaaurennust nupekrop Ha HMAJL yBenomsiBa EBpomelickara komwucus,
pEryJIaTOPHUTE OPraHu Ha IPYTHTE IbP)KaBU 4YICHKUM M EBpomnelickara areHuus IO JeKapcTBara 3a
U3JIaJICHUTE pa3pelleHus 3a ThProBUs Ha €Ap0, 32 BPEMEHHO CIIPEHUTE WJIM OTHETUTE pa3pelieHus U 3a
IIPUYMHUTE 32 TOBA.

(2) M3m. - B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Koraro uU3nBJIHUTEIHUAT
nupektop Ha MAJI ycranoBu, ue nuuero no wi. 195, an. 1 He uznbaHsABa 3aabipkeHusTa o ui. 207, ain.
I, T. 2 - 14, Toli yBenoMmsiBa perysaToOpHUs OpraH Ha IbprkaBaTa 4YJeHKa, M3Jajla pa3pelieHUueTo 3a
THProBus Ha €1po, U EBporelickara KOMUCHS.

(3) Koraro perynaTopHUST OopraH IO aj. 2 BPEMEHHO CIpPEe WM OTHEME DPa3peIICHHETO 3a
THProBUs Ha €1po Ha JuleTo no wi. 195, an. 1, Toi yBenomsaBa uznbiaHuTenHus nupekrop Ha MAJT u
EBponeiickara koMucHs.

UYn. 212a. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) (U3m. - [IB, 6p. 18 ot
2014 r.) [locpennuuectBo B 001acTTa Ha JEKAPCTBEHUTE MPOAYKTH MOraT Ja U3BbpIIBAT (U3UUYECKU U
IOPUANYECKH JIMIA, PETUCTPUPAHNA KATO THPrOBCKU MOCPENHULU 10 CMUCHJIA Ha TbproBCKHUs 3aKOH Ha
PenyOnuka bbearapusi, KouTo ca perucTpupaHy 3a U3BbPILIBAHETO HA Ta3u AerHocT oT MAJL

(2) Jlnnara no an. 1, KOUTO MCKAaT Ja ce PErUCTpHpaT KaTo HocpeqHuld, nogasat B MAJI
yBeZIOMJIEHHE 110 00pasell, YTBbPACH OT U3IbJIHUTENHUS qupekTop Ha MAJIL, koeTo chabpxa:

1. nMme, cefanuie u agpec Ha yIpaBJICHUE;

2. TaHHHU 3a KOHTAKT.

(3) KpM yBegoMIIeHHETO TI0 aJl. 2 Ce MpHJjIarar:

1. naHHM 3a €MUHHUS UIEHTU(UKALMOHEH KOJT;

2. IOKYMEHT 3a IJIaTeHa Takca B pa3Mep, onpeeseH B Tapudara mo wi. 21, ai. 2.

(4) UzmpnHuTenHaTa areHIMs MO JeKapcTBaTa BIHMCBa B MYyOJMYEH PETUCTbp JHIIATA,
OCBILECTBSBAILM TOCPEIHUYECTBO B 00JIACTTA HA JIEKAPCTBEHU MPOAYKTH.

(5) JIumata mo am. 1 moraT ja OCBHIIECTBSBAT MOCPEIHUYECTBO B 00JacTTa Ha JIEKAPCTBEHHU
IIPOJYKTH CJEN 0/IaBaHe Ha yBegomiieHueTo 1o ai. 2 B MAJL



(6) Jlumata o ain. 1 yBemomsiBat MAJI B 7-mHEBEH CpOK OT HACTHIIBaHE HA MTPOMSHA B HIKOE OT
oOcTosTeNcTBaTa 10 ai. 2.

Ui 2126. (Hos - JIB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 r.) (1) JlunaTa mo 4. 212a, ai.
1 ca pirbxHM:

1. na ochIllecTBABAT ACHHOCTTA CU CaMO € Pa3pelIeHH 3a YIoTpeda JeKapCTBEHH MPOIYKTH;

2. 1a UMar TUIaH 3a JeMCTBUE B M3BBHPEIHHU CUTYAIlHH, KOMUTO ChABPKA e(EKTUBHU MEPKH 3a
U3TEIVISIHE Ha JIEKapCTBEH MPOAYKT OT Maszapa no pasmnopexaane Ha MAJl wnu mo MHMIMATHBAa Ha
MIPOU3BOINTEIS MIIM TIPUTEXkKATENSI HAa pa3pelIeHNeTo 3a yrnoTpeda Ha ChOTBETHUS JIEKAPCTBEH MPOIYKT;

3. 1a cbXpaHsBaT JaHHM, BKJIIOYBAIIM clieqHaTa HHGOpMaIus 3a BCSKa CIENKa C pealu3upaHu
4ype3 NOCPETHIUYECTBO JIGKAPCTBEHU POITYKTH:

a) aTa Ha c/eNKara;

0) HaMMEHOBaHUE HA JICKAPCTBEHUS IPOIYKT;

B) peajM3upPaHOTO Ype3 MOCPETHUIECTBO KOJINYECTBO;

') UM€ U aJIpec Ha JIUIATa, MOJYYWIN U IOCTAaBUIIH JIEKAPCTBEHUS IPOIYKT;

1) IapTUJIEH HOMED;

4. na cna3BaT m3MCKBaHMATa Ha JloOpata mucTpuOyTopcka MpakTUKa, MpUeTa ¢ Hapendara 1o
1. 198;

5. Ma moJabpKaT CHCTEMa 3a KayecTBO, OMPEAEIAiia OTTOBOPHOCTUTE, MPOIECUTE U MEPKHUTE
3a yrpaBJeHHE Ha PUCKA, CBbP3aHU C IEHHOCTTA MY;

6. HezabaBHO na uH(opmupar MAJl u npurexarens Ha pa3pelIeHUETo 3a ynorpeda, Korato €
YCTaHOBWJI WJIM MMa CHbMHEHHE, Y€ JICKapCTBEHHST MPOAYKT - MpeIMeT Ha MOCPEIHUYECTBOTO, €
danmmmdunupan;

7. na mpoBepsBaT dalld THPrOBEUBT NPUTEKaBa paspelleHHue 3a THProBUS Ha €Apo C
JIEKapCTBEHH MPOAYKTH;

8. Ia mpoBepsBaT JAanu MPOU3ZBOAUTENAT WM BHOCHUTENSAT NpUTEXaBa pa3pelieHue 3a
IIPOU3BOJICTBO/BHOC;

9. na cbXpaHABaT JAaHHMUTE MO T. 3 3a CPOK Hall-MaJIKO 5 TOAMHU M J1a TH MPEJOCTaBAT NpU
MOMCKBAaHE Ha KOHTPOJHUTE OPTaHHU.

(2) M3uckBaHusTa KbM JAEHHOCTUTE IO IOCPEJHMYECTBO B 0OJacTTa Ha JICKApCTBEHHUTE
MPOJIYKTHU C€ OMpEeNeNsAT ¢ HapenOaTa 1o 4wi. 198 u B ppkoBojicTBa HAa EBpomneiickaTta koMucusi.

I'maBa nesera "a".
IMAPAJIEJIEH BHOC HA JIEKAPCTBEHU NPOAYKTHU (ITPEAUIIEH PA3JEJ 11 - /IB, BP.
71 OT 2008 I'., BCHJIA OT 12.08.2008 I'.)

Yn. 213. (M3m. - B, 6p. 71 or 2008 r., B cmia ot 12.08.2008 r.) IlapaneneH BHOC Ha
JIEKapCTBEHM MPOJYKTH Ha Tepuropusra Ha PemyOnuka bbarapus moxe aa u3BbpiiBa QU3NYECKO WIH
IOPUANYECKO JIULE, PETUCTPUPAHO MO THProBCKUS 3aKOH, IO 3aKOHOAATEICTBOTO Ha Abp)KaBa UJICHKA,
cieJ MoJiydyaBaHe Ha pa3pelieHHe 3a MapajesieH BHOC, U31aJIEHO OT U3ITBbJIHUTENHUS qupekTop Ha MAJL.

Un. 214. (1) JlekapcTBeH MPOAYKT, pa3pelleH 3a ynorpeda B Apyra Abp)kKaBa WiEHKa, MOXKeE Ja
ce BHacs MapajenHo Ha TeputopusTa Ha PenyOnuka bwiarapus, korato € eIHAaKbB WIM MOJ00OEH Ha
JIeKapCTBEH MPOIYKT, pa3pelleH 3a ynotpeda B Penyonuka bbirapus no peaa Ha TO3U 3aKOH.

(2) (U3m. - AB, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r., u3m. - 1B, 6p. 12 oT 2011 1., B cuna
ot 08.02.2011 r.) Ilo cMuchbia Ha an. 1 eAHAaKbB MM MOJ00CH JIEKAPCTBEH MPOJYKT € TO3HU, KOMTO uMa



€IHaKbB KaueCTBEH M KOJMYECTBEH CBCTAaB [0 OTHOIIEHWE HA aKTUBHOTO BEIIECTBO/AaKTHBHUTE
BEIIECTBA, MpeJylara ce B €IHa U ChIla JIeKapcTBeHa (opMa, Mpeaiara ce B €AHa M Chllla MbpBUYHA
OIaKOBKa, ¢ N0100€eH rpauyeH AU3aiiH Ha OMaKOBKATa.

Uin. 215. (1) (U3m. u gom. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a monyyaBane Ha
paspelleHre 3a napajieraeH BHOC Ha JISKapCTBEH MPOJIYKT Ha TepuTopusaTa Ha PenyOnuka bearapus
quueTo no wi. 213 monaBa 3asBiieHHME 10 M3NbIAHUTENHUA aupektop Ha MAIJL, B koero mocodsa
I’bpKaBaTa WIEHKa, OT KOATO 1€ N3BbPILBA [IapaJieieH BHOC Ha JIEKapCTBEH MPOIYKT.

(2) KbpM 3asB1€HHETO Cce npuiaraT CIeAHUTE JaHHU U JOKYMEHTH:

1. HauMmeHOBaHMe, JeKapcTBeHa (hopMa, KOJMYECTBO HAa AKTHBHOTO BEIIECTBO B J/1030Ba
eIMHUIIA Ha pa3peleHus 3a ynorpeda B Penybnnka bbarapus gekapcTBeH IpOAyKT;

2. HauMEHOBaHME, JeKapCTBEHa (opMa, KOJIMYECTBO HA AKTUBHOTO BEIIECTBO B J/1030Ba
€IMHHLIA Ha JIEKAPCTBEHUS MPOAYKT, IPEAHA3HAUEH 3a [TapaJleIeH BHOC;

3. (mom. - JIB, 6p. 12 or 2011 r., B cuma ot 08.02.2011 r.) mMe Ha mpuUTEKATEIs Ha
paspeleHueTo 3a ynorpeba M Ha IPOU3BOJUTENS, aKO € JIMLE, Pa3IMyHO OT MPUTEXKATeNsl Ha
paspelieHrneTo 3a ynorpeba, Ha JIeKapcTBEHUS IPOIYKT, MPeHa3HAauY€EH 3a IapaJieieH BHOC;

4. HOMep Ha pa3peLICHUETO 3a YnoTpeda Ha JIeKapcTBEeHUs NpoaAyKT B Penybnuka bearapus u
HOMEp Ha Pa3pelIeHUeTo 3a yrnoTpeda Ha JIGKapCTBEHUS NMPOJYKT B Jbp)KaBaTa WIEHKa, OT KOSTO ce
U3BbBpIIBA [TApaAJIETIEH BHOC;

5. nexmnaparys 3a ycTaHOBsIBaHE Ha oOcTosTencTBaTa 1o wi. 217, 1. 1;

6. KomMe OT JINCTOBKA 3a MalMe€HTa U MOCTPa OT JIEKAPCTBEHUS MIPOIYKT BbB BUJA, B KOWTO ce
IIpo/iaBa B Jbp)KaBaTa WIEHKA, OT KOSTO C€ M3BBpILIBA MapajieieH BHOC, IPEBOJ Ha ChIbPKAHUETO Ha
JIMCTOBKAaTa Ha OBJIrapCKy €3UK, IPUAPYKEH C JAEKJIapalys, ye IpeBOAbT € B CbOTBETCTBUE C OPUTHHAJIA
Ha JIMCTOBKATa;

7. TpeUIoKEHHE 3a JIMCTOBKA 3a IMAllMEHTAa Ha MapajellHO BHACSHUSA JIEKApCTBEH MPOAYKT,
IPUIPYKEHO C JeKJIapalus, Y€ ChAbPKAHUETO Ha JIMCTOBKATa € HIACHTUYHO ChC ChIBPKAHUETO Ha
JUCTOBKaTa Ha MPOJYKTa, pa3pelleH 3a ynorpeda B Penybnuka bbiarapus, ¢ U3KIOUeHHE Ha CIEAHUTE
JaHHU:

a) HAMMEHOBAHME U aJpec Ha YIPaBJIEHUE Ha JIMIETO, U3BBPILBAIIO [Tapaie]eH BHOC;

0) HaMMEHOBAHUETO Ha MTPOU3BOAUTENIS, KOTATO € Pa3JInYEH 3a JABaTa MPOJIyKTa;

B) MIEPHO/I HAa CTAOMIHOCT, KOTaTo € Pa3jIMieH 3a JBaTa MPOAYyKTa;

I') HIOMOII[HY BEILIECTBA, KOTATO Ca PA3JIMYHU B IBAaTa MPOJYKTA;

8. B cilydaii Ha IpeonaKoBaHe:

a) (u3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) MocTpa OT J€KapCTBEHUS MPOAYKT
BBbB BH/Ia, B KOWTO I1I€ Ce IycKa Ha nas3apa B beirapus;

0) KoImue OT JIOrOBOpa MEXKAY JMIIETO, U3BBPIIBAIIO MapaliesieH BHOC, U JIMIATa, U3BbPIIBALIH
JacTUYHa MPOU3BOICTBEHA JEMHOCT - OIIaKOBaHE, ETUKETUPAHE;

B) ceptudukar 3a /lo6pa mpou3BOJICTBEHA MPAKTHUKA, KOTaTO MPOIECUTE HA MPEONaKOBaHE Ce
U3BBPIIBAT U3BBH TepUTOpHsTa Ha PenyOnuka bbarapus;

I) KOraTo c€ M3BbpIIBA OT JHIETO MO wi. 213 - Komue OT pa3pereHueTo 3a MPOU3BOACTBO,
M3J1aJICHO OT PeryJaTOpHUS OpraH Ha AbprKaBaTa WiIEHKa, KbJETO CE U3BBbPIIBA IPEONaKOBAHETO;

9. IOKyMEHT 3a IJjIaTeHa Takca B pa3Mep, orpesiesieH B Tapudara no ui. 21, an. 2.

(3) (U3m. - JIB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r.) Koraro mexny JekapcTBEHUS
NPOAYKT 3a MapajeleH BHOC M MPOAYKTa, pa3pelleH 3a yrnoTpeba Ha Tepuropusita Ha PemyOmuka
bearapus, celecTByBaT paznukd (B ChCTaBa Ha MOMOIIHHUTE BEIIECTBA W JPYTH), JIULIETO MO ai. 1
IpeJCTaBs JO0Ka3aTelCTBA, Y€ T€ HE C€ OTpa3sBaT Ha TEepaleBTUYHHUTE KauecTBAa Ha JIEKAPCTBEHUS
MIPOJYKT 3a MapajiejieH BHOC.

(4) B cnyyaure mo an. 3 nunero mo an. | mocouBa BBPXY ONAKOBKAaTa M B JIMCTOBKATa 3a



NaIMEeHTa Ha IIapaJIe]IHO BHACSHUS JIEKAPCTBEH MPOJYKT PA3JINKUTE.
(5) Korato numero no wi. 213 u3BbpiIBa MpeonakoBaHe W/WIM €TUKETUPAaHE Ha JIGKAPCTBEHUS
IPOAYKT Ha OBIrapcku €3uKk Ha Tepuropusta Ha PemyOiuka bbirapus, To TpsOBa na mpuTexaBa
paspelnieHue 3a Mpou3BOJCTBO, U3AJACHO OT U3IIBIHUTEIHUS aupekTop Ha MAJL.
(6) [NapanenHo BHECEHUAT NPOAYKT C€ U3I0JI3Ba IIPU YCIOBUATA HA U3/1aJICHOTO Pa3pellieHue 3a
yrnoTtpeda Ha JIEKapCTBEHUS MPOAYKT Ha TepuTopusiTa Ha PemmyOnuka bearapus.

Ui 216. (1) Pa3pemienreTo 3a u3BbPIIBaHE HA MapajieicH BHOC HA TEpUTOpHUATa Ha PemyOnmka
bearapus ce nznasa B cpok 45 THU OT JaTara Ha MoJaBaHe Ha AoKyMeHTalusaTa B MAJL

(2) Koratro MAJI u3ucka ot 3asBUTENS JAOMBIHUTEIIHA JOKYMEHTAIUsA, CPOKBT MO ail. | crmpa
7la Tede JI0 MoJlyuyaBaHe Ha MCKaHaTa HH(popMarus.

(3) Korato MAJI u3ucka OT peryiaTtopHusi OpraH Ha AbpKaBara WieHKa, OT KOSTO Ce U3BbPILIBaA
napajiejeH BHOC, MHpOpMalus, CBbp3aHa C HM3JaBaHE HA Pa3pelICHHETO 3a yrnoTpeda Ha BHACSHUS
JIEKapCTBEH MPOAYKT, CPOKBT O all. 1 ce yabmkasa ¢ 45 nHu.

(4) Axo B cpoka o ain. 3 MAJI He nosiyun MckaHaTa JOKyMEHTAlMsl, IPOLieypaTa 110 u3JjaBaHe
Ha pa3pelieHue 3a rnapajieieH BHOC Ha TepuTopusTa Ha PenyOnuka boirapus ce npekparsisa.

(5) Uspanenute paspelieHuss 3a U3BBPIIBAHE HAa MapajieJleH BHOC Ha TEPUTOPUSTA Ha
PenyOnuka brirapust ce myOiaukyBat Ha cTpanuiara Ha MIAJI B unTepHer.

(6) Pazpemenuero 3a U3BBPIIBaHE Ha MapajieleH BHOC € ChC Cpok S5 roauHu. HoBo pasperieHue
ce u3/aBa 1o peaa Ha wi. 215.

(7) Pa3pemiennero 3a u3BbpIIBaHE HA MApaJIeJICH BHOC HE CE MpEeKpaTsBa aBTOMaTUYHO, KOTaTo
MPUTEXKATENAT Ha pa3pelieHUueTo 3a ynorpeba Ha JIEKapCTBEHHUS MPOIYKT, MyCHAT Ha Ma3apa Ha
TeputopusaTa Ha PenyOnuka bbarapus, ro oTTeraM 1o NpuYUHU, KOUTO HE Ca CBBbP3aHU C OMACHOCT 3a
3/1paBETO HA HACEJICHUETO.

Ui 217. Ilputexxarensat Ha pa3pelIeHHETO 3a MapajeieH BHOC € JUThKEH Ja:

1. yBemoMu mpuTeKaTeINs Ha pa3pelIeHHeTo 3a yrnoTpeda Ha JeKapCTBEHUS MPOIYKT, MyCHAT Ha
naszapa Ha TeputopusTa Ha PenmyOnuka bearapus, 3a HaMepeHUETO CU Ja M3BBPIIBA MapajieieH BHOC U
IIPU IOMCKBAHE MY IIPEIOCTaBSI MOCTpa OT MapalieIHO BHACSIHUS JIEKAPCTBEH MPOIYKT;

2. ChXpaHsiBa 3a CPOK 5 TOJAWHU ClIe[IHATA JTOKYMEHTAIUsI: UM€ U aJIpeC Ha JIMIIETO, Ha KOETO €
JIOCTABEH NapaJieTHO BHACSHUAT JIEKAPCTBEH MPOAYKT, JaTaTa Ha IPEIOCTaBSIHE, IOCTABEHO KOJIMYECTBO
Y TIapTUCH HOMED;

3. npexacrass B UAJI:

a) aKTyaJlM3UpaHa JIMCTOBKA 3a MaI[MeHTa Ha MapajieIHO BHACSHUS MPOJIYKT B CHOTBETCTBUE C
HACTHIIWIIU TIPOMEHHU B M3JaJICHOTO pa3pellieHue 3a yrnoTpeda Ha pasperieHus B PemyOnuka boarapus
JIEKapCTBEH MPOIYKT;

0) (m3m. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) nexnaparus, 4e ChAbPKAHUETO Ha
JUCTOBKATa 1Mo OykBa "a" € UAEHTUYHO ChC CHABPKAHUETO HA JIMCTOBKATA HA MPOAYKTA, pa3perieH 3a
ynotpeba B PenyOnuka bbirapus, ¢ u3kitoueHne Ha JaHauTte o wi. 215, an. 2, 1. 7, 6ykeu "a" - "r";

4. moKyMeHTHpa W JOKJaJBa Ha TPHUTEXKATENs Ha pa3pemieHueTo 3a ynorpeba m Ha MAJI
BCUYKU CBHOOIIEHUS 3a TMOJO3MPAHU HEXeNaHW JIEKapCTBEHH pPEaKIMd Ha BHACSHHUS JIEKapCTBEH
MPOJIYKT;

5. (noBa - JIB, 6p. 84 ot 2018 r., B cua ot 12.10.2018 r.) mpenoctasst Ha UAJI execeqMUIHO
WM TIpU IPOMSIHA Ha 00CTOSTENICTBATa Ype3 Clielnaln3upaHara eJeKTpoHHa cucTema 1o wi. 2170, ain. 1
uHpopManus 3a:

a) MmapajelHO0 BHECEHUTE Ha TepuTopusaTa Ha PemybOnuka bwarapus konmdecTBa, MOCOYECHH IO
JIEKApCTBEHU NPOJYKTH, BKIIOUEHH B [lO3UTHBHUS JIEKAPCTBEH CHHUCHK, HA KOUTO € MpHUTEXKATell Ha
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paspenieHueTo 3a mapaieiacH BHOC;

0) moctaBeHUTEe Ha (PU3UYECKUTE W ropuaudeckute juna nmo wi. 207, an. 1, . 5, 5a u 6
KOJIMYECTBA, TTOCOYCHH 110 JIEKAPCTBEHH MPOAYKTH, BKItOUeHU B [103UTHBHUS JIEKapCTBEH CITUCHK;

B) pu3mueckure u ropuandeckute ymna mo wi. 207, an. 1, T. 5, 5a u 6, Ha KOUTO ca JOCTaBEHU
KOJIMYECTBATA JICKAPCTBEHHU MPOIYKTH 10 OykBa "a";

T') JaTara, Ha KOSITO € M3BBPIIEH BHOCHT/JocTaBKara mo Oyksu "a" u "0";

1) HAJIMYHUTE B CKJIQJIOBETE KOJIMYECTBA, MIOCOYCHH IO JICKAPCTBEHU MPOAYKTH, BKIIOYCHH B
[To3uTuBHUS JEKAPCTBEH CIUCHK, HA KOUTO € IPUTEKATEN Ha pa3pellieHUEeTOo 3a MapajesieH BHOC.

I'nmaBa neBera "0".
HN3HOC HA JIEKAPCTBEHU NPOAYKTHU. CHEHUAJIN3UPAHA EJIEKTPOHHA
CUCTEMA 3A ITPOCJIEJASIBAHE U AHAJIN3 HA JIEKAPCTBEHUTE ITPOAYKTHU (HOBA
-JIB, BP. 18 OT 2014 I'., 3AI'JI. U3M. - /IB, BP. 84 OT 2018 I'., B CUJIA OT 12.10.2018T.)

UYn. 217a. (Hos - 1B, 6p. 18 ot 2014 r.) (1) U3HOC Ha NeKapCTBEHH MPOIYKTH OT TEPUTOPHUITA
Ha PenyOnuka bwvarapus moxke na u3BbpIIBa (PU3NYECKO HIM FOPUAMYECKO JIMLE, NPHUTEXATenl Ha
paspelleHue 3a ThProBUs Ha €IpO C JIEKAPCTBEHHM MPOAYKTH WJIM INPUTEKATe]l Ha pa3pelleHue 3a
IIPOU3BOJICTBO.

(2) Ilpurexaren Ha paspelleHHE 3a IMPOU3BOJCTBO MOXKE Ja HM3BBPIIBA H3HOC CamMoO Ha
IIPOU3BEACHUTE OT HEro JIEKapCTBEHH MPOYKTH.

(3) Ilo cmuchna Ha Ta3u IJIaBa M3HOC € M BBTPEOOILIHOCTHA JOCTaBKa B PaMKUTE Ha
EBponerickus cbro3.

(4) (U3m. - IB, 6p. 84 ot 2018 r., B cmuta ot 12.10.2018 .) JIekapcTBeHH MPOIYKTH, BKIOUCHU
B [103UTHBHMSI JIEKapCTBEH CIUCHK, 32 KOUTO € YCTAaHOBEH HEJOCTHT 10 pena Ha ui. 2176, He morar Ja
ObIaT U3HACSIHU 32 CPOKa, 32 KOMTO ce ChIbpXKAT B CIIMCHKA 10 wi. 2178, ai. 1.

UYn. 2176. (Hos - JIB, 6p. 18 ot 2014 r., u3m. - /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.)
(1) Cn3naBa ce Crnenuanu3upaHa €JIEKTPOHHA CHUCTEMA 3a MPOCIE/sSBaHE M aHAJIU3 Ha JICKAPCTBEHUTE
MPOJYKTH, BKIIOYEHU B [lO3UTHBHHS JIeKapCTBEH CHUCHK, KOSATO C€ aJMUHUCTpUpa M MOAAbpXKA OT
W3mpaHUTETHATA areHITHS 110 JICKapCTBaTa.

(2) Cp3naBaHeTo W MOJABPIKAHETO HA CHEIUANTM3UpaHaTa €NEeKTPOHHA cCUCcTeMa Mo an. 1 ce
W3BBPIIBA BH3 OCHOBA HA CIICIHUTE TPUHIIUIIH:

1. rapanTUpaHe HA aKTyaJTHOCT U TOYHOCT Ha MPEJIOCTABEHUTE U ChXPaHSIBAHUTE JaHHU;

2. ocurypsiBaHe Ha MOJXO/IAIIA Cpe/ia 32 OOMEH Ha JaHHU;

3. rapaHTHpaHe Ha periaMeHTHpaH AOCTBI 10 JAHHUTE B €JIEKTPOHHATa HMH(OpPMAIHOHHA
CUCTEeMa TIPH ClIa3BaHe M3UCKBAHUATA HA 3aKOHA,

4. ocurypsiBaHe Ha orepaTHBHA CbBMECTUMOCT U WH(OPMAIIMOHHA CUTYPHOCT.

(3) CnenmanusupanaTa eIeKTpOHHA CUCTEMa 110 all. | chabpika:

1. uapopmarusaTa mo wi. 54, un. 54a, wn. 68, an. 1, 1. 10, un. 207, an. 1, 1. 15, un. 217, 1. S u
4. 232a, npenocTaBeHa OT ChOTBETHUTE JINIA;

2. wuHdopmanusg, TpenoctaBeHa oT HamumoHanmHata 3ApaBHOOCUTYpHUTENHA Kaca, 3a
KOJIMYECTBaTa, KOUTO Ca IMOCOYEHH I10 3aIUIaTeHU JIEKAPCTBEHH MPOIYKTH, BKIIFOUeHU B [103UTHBHUS
JIEKapCTBEH CIMCHK 32 MPEIXOTHUS €AUH MECeIl;

3. uHOopMamms, npeaocTaBeHa OT MUHUCTEPCTBOTO Ha 3/IpaBEOIIa3BaHETO, 32 KOJUYECTBATA,
KOUTO ca TMOCOYEHH IO 3aIllJIaTeHH JIEKAPCTBEHHM MPOIYKTH, BKIIOUeHH B [lO3UTHMBHUSA JEKapCTBEH
CIHUCHK 32 TPEIXOIHHS STUH MECEIL.

(4) Bb3 ocHOoBa Ha MHQOpMaIHATA 10 all. 3 Ype3 CreluaIn3upaHaTa eIeKTPOHHA CUCTEMa 10



an. 1 ce M3BBHPILIBA aHAIU3 3a YCTAHOBSIBAHE HA HEJOCTUT Ha JIEKAPCTBEHHM MPOAYKTH, BKIIOUYEHU B
[To3uTHBHUS JIEKAPCTBEH CIHCHK, HA TepUTOpHUATa Ha PenyOnmka bbiarapus mpu ycloBUS W MO pef,
orpezenieHu B HapeadaTa 1o ai. 8.

(5) Henocturst no an. 4 Ha JeKapCTBEHU NPOAYKTH, BKIOYEHH B [103UTHMBHUS JeKapCcTBEH
CIHMCHK, C€ YCTaHOBSIBA, KOTaTo MpHU M3BBHPIIBAHE HA aHANU3a MO aj. 4 ce YCTaHOBHU, Y€ HAIUYHUTE Ha
TeputopusaTa Ha PenyOnuka brirapust komudecTBa OT CbOTBETHUS JIGKAPCTBEH MPOAYKT Ca MO-MAJIKO OT
65 Ha cTO OT HEOOXOAUMHUTE KOJIMYECTBA 3a 33JJ0BOJISIBAHE HA 3/[paBHUTE NOTPEOHOCTH Ha HACEJIEHUETO
3a MepUoJ OT €UH MECELl, U3UUCIIEHU Bb3 OCHOBA Ha CPEIHOMECEYHOTO MOTPEOIEHUE HA ChOTBETHHUS
JIEKapCTBEH MPOJIYKT 3a MPEeaXOoqHUTE 6 Mecena.

(6) Criernanm3upanata eJIeKTPOHHA CUCTEMA T10 all. | moaabpIKa aBTOMaTU3UpaH HHTEepdeEiic 3a
IpelocTaBsiHe Ha MH(OpMaIUATa 10 al. 3 U 3a U3NpallaHe Ha ChbOOIICHHUS.

(7) IIpaBo Ha AOCTBII O CrELMAIM3UPaAHATa eJIEKTPOHHA CUCTEMA I10 al. | UMaT UHCTUTYLIUUTE
U JMIaTa mo ajia. 3 camo 3a LEeJTUTe Ha MpeAocTaBsiHE Ha MHQpOpMAaIus, ONpeesieHn ¢ TO3H 3aKOH, U
HOCSAT OTTOBOPHOCT 3a JIOCTOBEPHOCTTA Ha MperocTaBeHaTa MHPOpMaIns, KaKTO M 32 HABPEMEHHOTO M
MIPEIOCTaBsIHE.

(8) VYcmoBuaTra W peabT 3a MPENOCTaBsSHE, CbXpaHsSBAaHE W M3BBPIIBAHE HA aHAlU3 Ha
uHpopmanuara mo aja. 3, KakTo M 32 aJMHHHUCTPUPAHETO, MOAIbPXKAHETO U JOCThIA [0
CHelMalu3upaHaTa eJeKTpOHHAa cucTeMa o al. 1 ce ompenenar ¢ Hapeada Ha MHUHHCTbpa Ha
3/IpaBeoIa3BaHEeTo.

(9) UznbpanutenHaTa areHuus IO JEeKapcTBaTa € 3aAb/DKEHa Jla OCUTypsBa MpeKoBaTa M
nH(pOpMaLIMOHHATa CUTYPHOCT Ha CIlelUalIU3MpaHaTa €JIeKTPOHHA CHCTeMa Mo all. | mpu cra3BaHe Ha
3abJDKEHHUE 32 Oa3BaHe TaifHaTa Ha MoJy4YeHaTa nH(opmaius mo ai. 3.

Yn. 2178. (Hos - IB, Op. 18 ot 2014 r., 06sBen 3a npotuBokoHcTUTYyHHOHEH ¢ PKC Ne 1 ot
2015 r. - B, 6p. 12 ot 2015 r., m3m. - 1B, 6p. 84 ot 2018 r., B cmma ot 12.10.2018 r.) (1) Cp31aBa ce
Crnuchk Ha JEKapCTBEHHUTE MPOAYKTH, BKIIOYEHH B [lO3UTHBHUS JIEKapCTBEH CIUCHK, 32 KOUTO €
YCTAaHOBEH HEJOCTUT Ha TepuTopusara Ha PenmyOnuka bbarapus, KOWTO ce M3rOoTBS, akTyalu3upa U
noaabprka ot M3mbiHUTEIHATA areHIus 110 JIeKapcTBaTa.

(2) CriuchbkbT MO an. 1 ce U3roTBsl Bb3 OCHOBA Ha U3BBPIICHUS aHAIM3 10 pena Ha wi. 2170, ain.
4 u ce myONMKyBa Ha MHTEPHET CTpaHUIaTa Ha M3bIHUTETHATA areHIIMsI 110 JIeKapcTBaTa.

(3) CuchKbT HaA JIEKAPCTBEHUTE MPOJYKTH, 32 KOUTO € YCTAHOBEH HEJOCTUT IO peaa Ha 4Il.
2176, am. 5, ce WU3rOTBS MO HAaWMMEHOBAaHHE Ha JIEKAPCTBEHUS NPOAYKT, BKIOYeH B [lo3uTuBHUS
JIEKapCTBEH CHUCHK, MEKTyHAPOIHO HEMATEHTHO HAMMEHOBAHWE, KOJTMYECTBO HA aKTUBHOTO BEIIECTBO,
JeKapcTBeHa (hopma U KOIMUYECTBO B OMAKOBKA.

(4) CnuchkbT 10 all. 1 ce akTyanusupa:

1. exxeceIMHYHO;

2. Tpy TpoOMsiHA Ha OOCTOSITEICTBaTa, CBBP3aHM C BHOC W/WIM M3HOC HA JIEKAPCTBEHH
MPOAYKTH, BKIIOYEHH B [103UTHBHMS JIEKapCTBEH CHUCHK.

(5) Ilpu akryanu3upane Ha CHUCHKA MO peaa Ha aji. 4, T. 1, KakTo ¥ B CIy4auTe MpH MPOMsHA
Ha oOcrosiTencTBaTa o ai. 4, T. 2, Bb3 OCHOBA Ha MpeAocTaBeHaTa nHpopMmarus mo 4i. 68, an. 1, T. 10,
wr. 207, an. 1, 1. 15 w . 217, 1. 5, upe3 cnenuanu3vpaHaTa eJIeKTpOHHA cucTema mo wi. 2176, an. 1 ce
U3Mparnia cho0IIeHre 10 Jauiara mo 4wi. 68, an. 1, wi. 207, an. 1, uwn. 217 u un. 232a 3a akTyanu3upaHus
cnuchK. CIUCHKBT He3a0aBHO ce MyOJMKYyBa HA MHTEPHET CTpaHUIaTa Ha V3mbIHUTEIHATA areHIns 110
JIeKapCcTBaTaA.

(6) B cmygante no ain. 4 cnuchkbT 1o an. 1 ce u3npama ot MAJI u Ha Arennust "Mutaunm" mo
cIry>keOeH pefl.

(7) Cnen BkIIOYBaHE HA JIGKAPCTBEHHU MPOJYKTH B CIIUCHKA IO ajl. 1 Te He MoraT Ja ce U3HaCT
3a CpOKa, 32 KOMTO c€ ChABPKAT B CHUCHKA.



Ui 217r. (Hos - IB, 6p. 18 ot 2014 1., u3m. - IB, 6p. 84 ot 2018 1., B cwuta ot 12.10.2018 r.)
M3mpnHuTEeTHATA areHIMs MO JICKapCcTBaTa M3BBHPINBA MPOBEPKU HA JIMIATA, KOUTO Ca 3abJKCHH Ja
NpeoCTaBAT HH(GOpMAIIHS IO Pella Ha Ta3! IiaBa.

T';1aBa necera.
THPI'OBUS HA IPEBHO C JIEKAPCTBEHU ITPOAYKTH

Un. 218. TwproBusta Ha JpeOHO C JIEKAPCTBEHU MPOJIYKTH C€ M3BBPIIBA CaMO B alTEKd U
JpOrepuu 1o pea Ha TO3U 3aKOH, C U3KIIOUEHHE Ha cIydauTe 1o wi. 232, an. 2.

Yn. 219. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., nom. - /IB, 6p. 23 ot 2009
r., B cuia ot 30.03.2009 r., mom. - /1B, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r., u3m. - JIB, 6p. 60 ot
2011 r., B cuna ot 05.08.2011 r.) AnrekaTta € 3apaBHO 3aBEJCHUE, B KOETO CE€ MU3BBPIIBAT CIICIHHUTE
JEMHOCTHU: ChXpaHsBaHEe, MPUTOTBAHE, OMAKOBaHE, KOHTPOJIHpPaHe, JaBaHE HAa KOHCYNTALUU, OTIyCKaHe
o JIGKapCcKo u 0e3 JIeKapCcKo TpEeIiCcaHre Ha paspenicHu 3a ymorpeda B PemyOmuka bwirapus
JIEKapCTBEHHU MPOAYKTH, HA MEAUIIMHCKU W3JENUs, Ha TUETUYHU XPAaHU 32 CHEIHATHH MEIULUHCKU
e M XpaHU 33 KbpMadeTa W TMPEXOJHH XpaHU, KAKTO W XPAHUTEIHH JOOABKH, KO3METUYHH H
CaHUTAPHO-XUTUEHHU CPEJICTBA.

(2) M3m. - OB, op. 60 or 2011 r., B cunma or 05.08.2011 r.) YcrpoilicTBOTO, penspT U
opranmzalusTa Ha paboTaTa Ha aNTeKUTe, HOMEHKJIATypaTa Ha JIEKapCTBEHUTE MPOIYKTH, C€ OMPEIEIIAT
B Hapea0a Ha MUHUCTHPA Ha 3/IpaBEOIa3BaHETO.

(3) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., oT™. - JIB, 6p. 23 ot 2009 1., B criia
ot 30.03.2009 r.)

Y. 220. (1) He#tnocture no ui. 219, an. 1 ce u3BbpuBaT OT MarucTbp-hapMareBT.

(2) (dom. - [IB, 6p. 71 ot 2008 r., B cumna ot 12.08.2008 r.) Maructbp-hapmareBThT € JThKEH
Jla U3ITBJIHU U3/aJICHO JIEKapCKO MpenrcaHie, BKIOYUTEIHO U 3a JeKapCTBEHU (OPMU, IPUTOTBEHH 110
MarucTpajiia u ¢papMmakoreiiHa peLenTypa, 1o peaa, onpeeneH B HapenoaTa no ui. 221, an. 1.

(3) (U3m. - IIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) [TomomHUK-papManieBTHT MOXKE
Jla WU3BBPIIBA BCHYKU JEHHOCTH mo wi. 219, am. 1 mox KOHTpoja Ha MarucTbp-(GapmareBT C
M3KIIIOYEHHE Ha: OTITyCKaHe Ha JIEKAPCTBEH MPOAYKT IO JIEKAPCKO MpEeANUCcCaHue, KOHTPOJI U JaBaHe Ha
KOHCYJTAIH, CBbP3aHU C JIEKaPCTBEHUTE MPOIYKTH.

Un. 221. (1) (Ilpeaumien TekcT Ha 4. 221 - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.)
MUHHCTBPBT Ha 3/IpaBeONa3BaHETO ONpeeNs B Hapea0a MEIUIIUHCKUTE CIIEIUAIMCTH, KOUTO MOTaT J1a
M3J1aBaT PeIenTH, pelia 3a MPEANUCBAHETO Ha JIEKAPCTBEHU MPOAYKTH, CPOKA 3a U3IIBIHEHUETO, KAKTO U
CllyyauTe W pena, MO0 KOWTO MarucTbp-GapMameBThT MOXKE Jla OTKaXe Ja W3IBIHU JIEKapCKO
IpeanrcaHue.

(2) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm. - JIB, 6p. 9 or 2011 r.)
bearapcku rpaxkiaHu ¥ 9yXJACHIIM, HA KOUTO € pa3pelieHo npeduBaBaHe B cTpaHaTa, IpU MbTYBAHETO
uM u3BbH PemyOmmka bearapus morar nga HOCAT WM Ja H3HACAT JIEKAPCTBEHU TIPOIYKTH,
IpeJHa3HauYeHH 3a JIEYEHUETO UM, IIPH YCIOBHS U 1O pejl, ONpe/ieieHn B Hapendara 1o ai. 1.

(3) (HoBa - JIB, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r., u3m. - JIB, 6p. 9 ot 2011 1.)
UyxIeHIM, Ha KOUTO € M3/1aJieHa BHU3a 3a KPaTKOCPOUYHO MpeduBaBaHe HA TepUTOpUsTa Ha PemyOmmka



Bwirapusi, MoraT ga mpuTeXaBaTr JICKapCTBEHH MPOAYKTH, NMPEAHA3HAYCHH CaMO 3a JICYCHHETO MM, B
KOJIMYECTBA, OMPEIe]ICHH B HapenOaTa 1o ai. 1.

(4) (Hosa - IB, Op. 1 ot 2014 r., B cuna ot 03.01.2014 r.) M3uckBaHusiTa KbM MEIUIIUHCKUTE
MPEIINMCaHusl, KOUTO ca M3/aJICHU 110 CKAaHEe Ha MAlMeHT, KOWTO Bh3HaMepsBa Jia TH U3I0JI3Ba B JIpyra
Ibp)KaBa 4JIEHKa, KaKTO W MPHU3HABAHETO W M3ITBJIHCHUETO HA TaKWBa, M3MAJCHH B JApyra JbpiKaBa
YJIeHKA, C€ U3BBPIIBAT IIPU YCIOBUS U 10 pell, ONpeeNieH: ¢ Hapeabara mo ai. 1.

(5) (Homa - 1B, 6p. 1 or 2014 1., B cruta ot 03.01.2014 r.) B3cTaHOBsIBaHETO HA Pa3XOAUTE 32
JIEKapCTBCHH MPOAYKTH 1O MEIWIMHCKH TPEINUCaHMs, W3IBIHCHH B JIpyra IbpKaBa YICHKA, CE
W3BBPIIBA [P YCIIOBUS U 110 pell, onpeeicHn ¢ HapeadaTa mo wi. 80e, an. 4 oT 3aKoHa 3a 3JpaBHOTO
OCHUTYypsIBaHE.

Ui 222. (1) (O6sBena 3a npotuBokoHcTuTyrmonHa ¢ PKC Ne 5 ot 2008 r. - JIB, 6p. 65 ot
2008 r., u3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) IlpaBo ma u3BBpIIBA THPrOBUS HA
IpeOHO C JIEKAPCTBEHU MPOAYKTH HMMa (DU3MUECKO WM FOPUIUYECKO JIUIE, PETUCTPUPAHO KaTO
TBHProBeIl 0 OBJITAPCKOTO 3aKOHOAATEIICTBO WIIM TI0 3aKOHOZATEICTBOTO HA JAbpKaBa WICHKA, KOETO €
CKJIFOUMJIO TPYZIOB JOTOBOpP WJIM JIOTOBOP 3a yIIpaBIICHHE HA alTeKaTa C Marucrbp-(apmaiesT, a B
MPEIBUICHUTE OT 3aKOHA CIy4Yad - C MOMOIIHUK-(papMaleBT, KaTo Ha Tepuropusita Ha PemyOimka
bwirapus Moxe ja OTKpHe He MoBeue OT 4 anTeKu.

(2) (Hosa - JIB, Op. 71 ot 2008 r., B cmia ot 26.07.2008 r.) Korato nunero no an. 1 e
MarucTbp-apmaneBT U € PHKOBOAMTEN HA alTeKaTa, HE € HEOOXOJAMMO TNPEACTaBIHETO HA TPYIOB
JIOTOBOP WJIM JIOTOBOP 32 YIPABJICHUE HA alTeKara.

(3) (Ilpegummua an. 2, wsm. - JIB, Op. 71 ot 2008 r., B cmma ot 26.07.2008 T1.)
Maructbep-hapmaneBTsT 10 ain. 1 € ppKOBOAMTEN Ha anTeKaTa U 3abJDKUTEITHO PadOTH B HES.

(4) (ITpegumaa an. 3 - JIB, 6p. 71 ot 2008 r., B cuma ot 26.07.2008 r.) IIpaBo na OTKpUAT
anTeKa 3a 3a7l0BOJIIBaHE Ha COOCTBEHUTE CU HYXKIIU UMAT:

1. neueOHUTE 3aBeeHUS MO Y. 5 OT 3aKOHA 3a JIEUYEOHHUTE 3aBEICHHSI, KOUTO OCBHIIECTBSIBAT
0OJHHYHA ITOMOIIL;

2. nedeOHUTE 3aBe/ICHUA 32 OOTHUYHA MTOMOIII;

3. (u3m. - [IB, Op. 59 ot 2010 r., B cuna ot 31.07.2010 r.) neHTpoBeTE 3a NCUXUYHO 3/IpaBe,
[IEHTPOBETE 32 KOKHO-BEHEPUUYECKH 3a00JIIBaHUS M KOMILIEKCHUTE OHKOJIOTHYHU IIEHTPOBE;

4. xocnucute che cramronap mo wi. 10, T. 5 ot 3akoHa 3a jjeueOHUTE 3aBEICHHUS.

(5) (Hosa - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a 3amoBosisiBaHE HA COOCTBEHUTE
CH HYXIHU JIedeOHUTE 3aBEICHUS MO al. 4, KOUTO HAMAT OTKPHUTA amTeKa, MOTaT Ja ce CHaOAsIBaT OT
anTeka Ha JiedeOHO 3aBeleHHE, TMONTYYHIIO pa3pelieHHe 3a THhProBUS Ha JpeOHO ¢ JEKapCTBEHU
MIPOJYKTH MPH YCIOBUSA U IO PeJl, ONpeesieHu ¢ HapenbaTa ro ui. 219, an. 2.

(6) (Ot™., mpeaumnHa an. 4 - JIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r., npeauinHa ai. 5,
mm. - 1B, 6p. 60 or 2011 r., B cuna or 05.08.2011 r.) AntekuTe Ha JICUEOHUTE 3aBEICHHS 3a
M3BBHOONHWYHA MOMOII KbM MUHHUCTEPCTBOTO Ha OTOpaHata U MUHHCTEPCTBOTO Ha BBTPEIIHUTE
paboTu Morar Jja ce pbKOBOJAT OT IMOMOIIHHAK-(hapMaIieBT 110 MPeIoKEHHE Ha ChOTBETHOTO BEJOMCTBO
U CJIe] M3a/ICHO pa3pelieHre OT U3MTBIHUTETHUS nupekTop Ha MAJL

Un. 223. (1) Maructep-papManeBT Uiu MOMOIIHUK-(hapMaleBT Moke J1a ObJe pbKOBOAMTEI
caMo Ha €/IHa anTeKa U 3aIbJDKUTETHO pPabOTH B Hesl.

(2) (U3m. - B, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Marucrbp-papmManeBTbT HIN
MOMOIIHUK-(apMaIeBThT, KOMTO € PhKOBOJUTEN Ha amnTeka, He MoXke Ja ObjJe HaeMaH Ha paboTa 1o
JIOTOBOP C €IHOJMYEH THProBel] WJIM THhPrOBCKO JIPYKECTBO C MPEAMET Ha JEWHOCT MPOH3BOJACTBO,
BHOC, ThPTOBHsI Ha €Ip0O WM IpeOHO C JIEKapCTBEHU MPOIYKTH.



(3) Jlunero mo an. 1, moayuusao pas3pelieHrue 3a U3BBPINIBAHE HA THProBUS Ha JpeOHO C
JICKapCTBEHHU TNPOIYKTH, HE MOXKE Jla ObJe COOCTBEHHK WJIM Jla y4acTBa B THPTOBCKU APYKECTBA C
npeaMeT Ha JEHHOCT TMPOW3BOJICTBO, BHOC WM THPrOBUS HAa €ApPO C JIGKAPCTBEHU TPOJYKTH,
BKJIFOYUTCIIHO B APY’KCCTBA HA CBbP3aHU JiMlAa [0 CMUCBHJIA HA T’pr‘OBCKI/IH 3aKOH.

Ui, 224. PBKOBOIUTEIST HA anTeka TpsiOBa Jia:

1. e marucTpp-hapmareBT, ChOTBETHO TMOMOIIHUK-(PapMaIeBT, B MPEABUACHUTE OT 3aKOHA
ciyJau;

2. HE € JIMIICH OT MPaBOTO JIa YIPaXKHIBA MPOECUsiTa;

3. HE € OCHXJaH 3a MPEeCTBhIUICHUS, CBBbP3aHM C yIpaXHsBaHE Ha mpodecuara My, 3a
MPECTHIUICHUS] TPOTUB COOCTBEHOCTTa M CTOMAHCTBOTO WJIM 32 YMHUIIJICHU NPECTHILICHHUS CPEeLry
JINYHOCTTA;

4. Ma Hall-MaJKo e/lHa TOAMHA CTaX KaTo MarucThp-(apmaresnT.

Ui 225. (U3m. - [IB, 6p. 71 ot 2008 r., B cma ot 26.07.2008 r.) (1) B HaceneHno msacro, Ha
YUSATO TEPUTOPHUS HAMa OTKpUTAa anTeKa, IpaBoO Jla U3BBPIIBA THPrOBUS Ha JIPEOHO C JIEKAPCTBEHU
IPOAYKTH MMa JIMLE 1o wi. 222, all. 1, KOeTo € CKJIIOYMIO TPYAOB JOIOBOP WIIM JOTOBOP 3a yIpaBJIeHUE
Ha anTeKara ¢ MOMOIIHUK-(DapMaleBT WA C MarucThp-hapManeBT ¢ MO-MaJIKO OT €/IHA T'OJMHA TPYAOB
CTaX.

(2) IlomourHHK-papManeBThT HWIM MarucTbp-papmaneBThT mo ai. | € pbKOBOAWTEN Ha
afnTeKara v 3aIbJDKUTEIHO paboTH B Hesl.

(3) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [Tomomnrauk-hapmaneBTsT -
PBKOBOJIMTEII HA arTeKaTa 1o aj. 1, MoXke Ja U3BbpILBA CIECIHUTE AEHHOCTH: ChbXpaHsIBaHE U OTITyCKaHE
0e3 JeKapcKko TMpeanrcaHue Ha paspemeHH 3a ymnorpeba B PemyOmmka bearapus nexapctBeHH
IPOAYKTH, HA MEIUIIMHCKH U3EIHs, Ha AUeTHYHU XpaHH 32 CHELMAIHU MEIULMHCKU LIeJIH U XpaHH 3a
KbpMadeTa W MPEXOJHN XPaHU, KaKTO U HA XPaHUTEIHH JO00aBKH, KO3SMETUYHU M CAHUTAPHO-XUTUCHHU
CpEICTBa.

Un. 226. (1) Ha teputopusita Ha ne4eOHU 3aBEJCHMS 3a U3BHbHOOJIHMYHA MOMOIIl MOTaT Ja ce
OTKpUBAT alTEeKH 3a MPOoAax0a Ha JEeKapCTBEHH MPOAYKTH Ha TPaKIaHU.

(2) Ha Tepuropusra Ha 3ApaBHU 3aBeeHUs 1o 4. 21, an. 2 ot 3akoHa 3a 37paBeTo, JeueOH!U
3aBeJIeHHs 3a OOJTHMYHA IOMOII U JiedeOHH 3aBeeHus o wi. 10 ot 3akoHa 3a je4eOHUTE 3aBe/IeHHs He
MoOraT J1a c€ OTKpUBAT anTeKH 3a MpoAak0a Ha JeKapCTBEHU NPOAYKTH Ha TPakJIaHU.

Un. 227. (1) (Ilpegumien tekct Ha wi. 227 - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r.)
N3uckBaHusATa 32 MECTOHAXOKICHUETO M KbM MOMEIICHUSTA Ha aliTeKaTa ce OIpesessT B Hapeadara 1o
yn. 219, am. 2.

(2) (Homa - IB, 6p. 102 ot 2009 r., B cuia ot 22.12.2009 r., u3m. - JIB, 6p. 60 ot 2011 r., B
cuna ot 05.08.2011 r.) M3uckBanusATa KbM YCTPOMCTBOTO U MMOMEUICHUATA HA aTEKUTE 1O 4. 228, ai.
5 ce onpenensT B Hapeabara o ain. 1.

Un. 228. (U3m. - IB, Op. 71 ot 2008 r., B cuna ot 26.07.2008 r.) (1) (M3m. - JIB, 6p. 60 ot
2011 r., B cuna ot 05.08.2011 r.) Pa3pemienue 3a ThproBus Ha JApeOHO C JIEKAPCTBEHHU IMPOIYKTH B
afnTeKka ce M3/laBa OT M3MbIHUTENHUS aupektop Ha MAJI Bb3 ocHOBa Ha 3asBieHHE MO 00Opasel, KbM



KOETO Ce IpuJjiarar:

I. (wsm. - JIB, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) mamam 3a EnunHusA
UICHTU(PUKAIIMOHEH KOJ Ha ThProBela Win KoornepamusaTa oT ThbproBcKusl periucThbp, a 3a JpyKecTBara,
perucTpupaHd B JAbpKaBa - UIEHKa Ha EBpOMEWCKUs ChIO3, WIM B JbpKaBa - CTpaHa IO
Cnopasymenuero 3a EBponeiickoTo HMKOHOMHYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyalHa
perucTpanusi o0 HAIMOHAIHOTO 3aKOHOAATENICTBO, M3/IaJeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA
JIbpKaBa Ha JidiaTa mo wi. 222, an. 1;

2. TpYJOB JIOTOBOP WJIM JIOTOBOP 3a YIPaBIICHUE Ha anTeKara, CKIYCH ¢ MaruCTbp-(hapMareBT
WM C TOMOUTHHUK-(apMalleBT;

3. KOIlMe OT aKTa 3a Chb3JIaBaHe Ha JuIaTa 1o wi. 222, ain. 4;

4. TOKyMEHTH, yIOCTOBEPSBALIY, Y€ Ca CIIA36HU U3UCKBAHUATA HA Wil 224;

5. (mom. - IB, 6p. 103 ot 2017 1., B cuna ot 01.01.2018 r.) cBHIETENCTBO 3a CHAMMOCT Ha
MarucTbrp-apmanenra, ChOTBETHO Ha TOMOIIHUK-(papMalieBTa, IOCOYEH 3a PHKOBOIUTEI Ha anTeKara,
aKo He ca OBJIrapCcKy rpakIaHH;

6. MEIUIIMHCKO CBUJICTEIICTBO Ha Maructbp-hapmarienra, CHOTBETHO Ha
MTOMOITHHUK-(apMaIieBTa, IOCOYCH 32 PHKOBOIUTEN Ha alTeKaTa;

7. (nom. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1., oT™m. - /IB, 6p. 48 oT 2015 T1.)

7a. (HoBa - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) XUTHEHHO 3aKJIFOYCHUE, U3/1aJICHO
oT croTBeTHaTa P3U;

8. IOKyMEHT 3a IUIaTeHa Takca B pa3Mmep, omnpezeieH B Tapudara mo wr. 21, am. 2.

(2) (HoBa - /IB, 6p. 60 ot 2011 1., B cuia ot 05.08.2011 r.) [Ipu u3gaBane Ha paspenicHue 3a
THPrOBUS Ha JPEOHO C JIGKAPCTBEHU MPOAYKTH CE M3BBPIIBA MPOBEPKA A MPEACTaBCHATA JUILIOMA
Ha Maructbp-apmarieBTa/moMONIHUK-apMalleBTa € U3JIaZeHa OT CbOTBETHaTa KOMIIETEHTHA
WHCTHUTYIHS.

(3) (Ilpegumna an. 2, u3Mm. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) AnTekuTe 1Mo WiI.
222, an. 4 u 6 ce OTKpUBAT U 3aKPHUBAT 10 MCKAHE HA JIMIIETO, IPEACTABIIABALIO JE€UeOHOTO 3aBEACHHUE.

(4) (IIpepumna an. 3 - 1IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a oTkpuBaHe Ha
amnTeKa, B KOATO C€ OTITYCKAT JICKAPCTBEHH MPOAYKTH, ChIBPIKAIIN HAPKOTHIHH BEIIECTBA, CE MpHJIarar
Y U3MCKBAHMATA Ha 3aKOHA 32 KOHTPOJ BbPXY HAPKOTUYHUTE BEIIECTBA U IPEKYPCOPUTE.

(5) (HoBa - 1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npeaumina an. 4 - JIB, 6p. 60 ot
2011 r., B cuna ot 05.08.2011 r.) Pa3pemenue 3a ThbproBusi Ha APeOHO C JIEKAPCTBEHU NPOJIYKTU B
anTeKa, KOsITO ce OTKpUBa B HaceseHo MsicTo ¢ HaceneHue nof 10 000 xwutenu, ce n3naBa Bb3 OCHOBA Ha
3asiBJIeHHE TI0 00pa3ell, KbM KOETO C€ MpHJiarar:

1. (m3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 84 ot 2018 r., B cuiia
ot 12.10.2018 r.) nokymenTure mo an. 1, 1. 1 - 7a;

2. (m3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mOKyMEHT 3a MIaTeHa Takca B
pa3Mep 50 Ha CTO OT Takcara, ompeseneHa B Tapudata mo wi. 21, an. 2 3a u3gaBaHe Ha pas3pelieHue 3a
THProBUs Ha IpeOHO C JeKapCTBEHU MPOIYKTH 1o wi. 222, an. 1.

(6) (ITpeaumna ain. 4, nom. - 1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., u3m. - JIB, 6p. 98
ot 2010 1., B cuna ot 01.01.2011 1., mpeaumina an. 5, usm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011
r.) 3asBlIEHUETO U AOKYMeHTuTe 1o an. 1 u 5 ce mogasat B MAJL

(7) (IMpenumna an. 5, usm. - [IB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., u3m. - JIB, 6p. 98
ot 2010 1., B cmia ot 01.01.2011 r., mpenumina an. 6, usm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011
r.) PernonanHuTe 3paBHA WHCIIEKIIMH U3[aBAaT XUTHCHHO 3aKII0YCHHE 0 14 JHU, CYUTAHO OT JaTara
Ha TI0JJaBaHe Ha MOJI0a 3a TOBa.

(8) (Hosa - [IB, Op. 48 ot 2015 r.) B nens Ha mocTwIiBaHe Ha 3asBieHueTO Mo an. 1 u 5 UAJI
U3Mpalia mo ciykeOeH pea UCcKaHe M0 YIpaBUTENHUS ChbBET Ha bbiarapckus (apmameBTHYEH ChIO3 3a
W3JIaBaHe HA YJOCTOBEPCHHE 3a BIHMCBAHE B HAIIMOHAIHHS CIICKTPOHEH PETHCThP Ha UYICHOBETE HA
bearapckus dapmaneBTHUEH CHIO3 - 32 MarucThp-(hapMaieBTa, pPbKOBOJUTEN Ha anTeKara, KakTo U 3a



npenocTaBsiHe Ha WH(pOpMalUs OTHOCHO HAJIOKEHM HaKa3aHWs IO pefa Ha 3aKkoHa 3a ChCIOBHATa
OpraHm3aIys Ha MarucThp-GapMareBTUTe U Ha 3aKOHA 3a 3/IPaBETO.

(9) (Homa - 1B, 06p. 48 ot 2015 r.) YpaBUTETHUAT CHBET MPEIOCTaBs JOKYMEHTUTE 1O ajl. § B
CPOK 5 paOOTHH JHH OT MOCTHIIBAHE HA UCKAHETO.

(10) (Hosa - 1B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) M3nbaHuTeIHATa areHIUs 1Mo
JIeKapCcTBaTa YCTAHOBSIBA CIY)KEOHO OOCTOSATENICTBATa OTHOCHO CHAMMOCTTA Ha JMIara mo ai. I, T. 5,
KOrarto ca OBbJIrapCKH TPaskKIaHH.

Y. 229. (1) (Jom. - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., ot™m. - IB, 6p. 60 ot 2011
r., B cuiia ot 05.08.2011 1.)

(2) (Jom. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., usm. - JIB, 6p. 102 ot 2009 r., B
cuna ot 22.12.2009 r., u3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., gom. - /IB, 6p. 18 ot 2014
r.) B enHomeceueH Cpok OT MOCTHIIBAaHE Ha JOKYMEHTalUMsATa 1Mo wWi. 228, al. 6 HU3IMBIHUTEIHUST
nupektop Ha UAJI cnen cranoBumie Ha ExcriepTHusi chBeT IO THProBUs Ha JIpeOHO C JIEKapCTBEHU
MPOJIYKTH M3/1aBa pa3pellieHre 332 W3BBPIIBAHE HA THPrOBUS Ha JPEOHO C JIEKAPCTBEHU MPOAYKTU B
anTeKa WU MpaBU MOTHUBUPAH OTKa3 3a M3/IaBaHETO Ha paspelieHue. Pa3perieHnero uiam OTKaszbT ce
BpbYBA Ha JIULETO, IT01aJI0 3asBJICHHUE.

(3) (U3m. - JIB, 6p. 60 ot 2011 r., B cua ot 05.08.2011 r.) B 15-1HEeBEeH CPOK OT MOCTHIIBAHE
Ha JOKyMeHTanusaTa no wi. 228, an. 6 MAJI u3BbpiiBa npoBepka Ha MPEJICTABEHUTE JOKYMEHTH U
yBEIOMSIBA MHCMEHO 3asBUTENS 32 YCTAHOBEHHTE HECHOTBETCTBHUS WM HEMBJIHOTH. B Te3m ciydau
CPOKBT IO alI. 2 CIHpa J1a Te4e OT JACHS Ha YBEJAOMSIBAHETO /10 OTCTPAHSBAaHE HA HETOCTATHIINTE.

(4) (Hosa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B ciyyaii ue B cpok g0 60 auu ot
JaTata Ha YBEJIOMSBAHETO TO ajl. 3 3asBUTENSAT HE OTCTPAHM KOHCTATUPAHUTE HECHOTBETCTBUS WIIH
HEM'BJIHOTH, MPOM3BOACTBOTO MO HM3[aBaHE Ha pa3pellieHue 3a ThProBHUs Ha JpeOHO C JIEKapCTBEHH
MPOAYKTH WJIH 32 MPOMSTHA B U3/13/ICHO Pa3pelICHUE ce PEeKpaTsBa.

(5) (Ilpenumna an. 4 - JIB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r., u3m. - JIB, Op. 60 ot
2011 1., B cuia ot 05.08.2011 r.) OTka3bpT Ha u3MbIHUTETHUS qupekTop Ha MAJI 3a u3gaBane Ha
paszpelieHue moIeKy Ha 00kaIBaHe 1Mo peaa Ha AIMUHUCTPATUBHOMIPOIIECYATHUS KOJEKC.

Y. 229a. (Hos - /1B, 6p. 23 ot 2009 r., B cuna ot 30.03.2009 r.) (1) (M3Mm. u gom. - JIB, Op. 41
ot 2009 r., B cuna ot 02.06.2009 r., uzm. - IB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., uzm. - /IB,
op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) M3nbiHuTeNnHAaTa areHuys MO JieKapcTBaTa CIy:KeOHO
nsmnpamia B P3U no MecToHaxo’kJeHne Ha ChbOTBETHATA alTeKa ¢ U3/1aJIeHO pa3peleHue 1no 4i. 229, ai.
2, BKJIIOYBAIIO M3BBPIIBaHE HA THPrOBHUSA HA JAPEOHO C XpaHUTEITHH NOOABKH, TUETHYHH XPaHH 3a
CMELMAIHA MEAMLMHCKU LEeJIM, XpaHU 3a KbpMadeTa U MPEeXOJHU XpaHH, KOMHUE OT pa3pelieHHueTo 3a
BIIMCBAHE B PerucTbpa no wi. 14, an. 1 ot 3akoHa 3a XpaHuTe.

(2) M3m. u gom. - JIB, Op. 41 ot 2009 r., B cuna or 02.06.2009 r.) AnTekure, KOUTO
M3BBPIIBAT THPrOBHUS Ha JPeOHO C XPAHUTEIHU NO0OABKH, JUETUYHNA XPAHU 32 CTIECHUATHA MEIUIIMHCKA
1IeJIM, XPAaHU 3a KbpMaueTa U MPeXOAHU XpaHH, MOAJIeKAT Ha KOHTPOJ 10 pesia Ha 3aKoHa 3a XpaHUTe.

Ui 230. (1) (U3m. - [IB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r.) M3mpaHUTEIHATA areHIUS
M0 JIEKapcTBaTa BOAM PETUCTBD HA W3MIAJICHUTE PAa3peUIeHHs 3a THProBHUS HA APEOHO C JIEKapCTBEHH
MPOAYKTH 10 Wi. 229, ain. 2, KOUTO ChABpPKA:

1. HOMep U J1aTa Ha pa3pelIeHueTo;

2. (mom. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) HaumeHOBaHUE, BU] HA THPTOBEIIA,
CeajuIle U aipeC Ha YIpaBleHUE HA JHUIIETO, MOTYYHIIO pa3pelieHue;

3. (m3m. - [IB, 6p. 12 ot 2011 1., B cuma ot 08.02.2011 r.) mme, equHEeH rpakIaHCKU HOMEp Ha
PHKOBOJIUTEINS HA alTeKaTa,



4. aapec Ha anTekarTa;

5. IEMHOCTUTE, KOUTO LIE CE U3BBPLIBAT B AlITEKATA;

6. marata Ha IPEKPaTsIBaHETO Ha Pa3pEIICHUETO U 3aJIMYaBAHETO OT PETUCThpPAa M OCHOBAHHE 32
TOBA;

7. 3a0€eNeKKH 10 BIIMCAHU 00CTOSTEICTBA.

(2) (U3m. - B, 6p. 60 ot 2011 r., B cuna or 05.08.2011 r.) JawHu OT perucrbpa ce
MyOJIMKYBaT Ha cTpaHuIiaTa Ha V3mbJIHMTETHATA areHITUS 110 JIEKapCTBaTa B MHTEPHET.

Y. 231. (1) Ilpu npomsina Ha BMcaHUTE B peructhbpa mo wi. 230, an. 1, 1. 2 - 5 obcTosATENnCTBA
JIMIIETO, TMOJIYYWJIO pa3pellieHHe 3a M3BBPIIBAHE HA THPrOBHs HA JPEOHO C JIEKAPCTBEHU NPOIYKTH,
[0/1aBa 3asBJICHHE MO peda Ha wi. 228, ai. 1, KkbM KOETO Ipujlara U CBbP3aHUTE C MpPOMSHATA
JTOKYMEHTH.

(2) (HoBa - 1B, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) B cnyuaii Ha mpomsiHa
€IHOBPEMCHHO Ha HAMMEHOBAHME W BUJ] HA THProBella, aJipec Ha anTeKaTa ¥ pPhKOBOJUTEN Ha anTeKaTa
ce 1ojiaBa HOBO 3asiBJIEHUE 110 pesa Ha wil. 228, an. | u ce 3amaiia TakcaTta 3a U3/laBaHe Ha pa3pelieHue
3a ThProBUs Ha APEOHO C JIGKAPCTBEHU MPOJYKTHU B allTeKa, onpeeneHa B Tapudara mo wi. 21, ain. 2.

(3) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Jlune, mony4msio pa3pemeHue 3a
THProBUs HA JPEOHO C JICKAPCTBCHH MPOJIYKTH 10 peaa Ha wi. 228, ajl. 5, MOXKe J1a U3BbPIIH IPOMSHA
mo wi. 230, an. 1, T. 4 camo B HacelieHo MsicTo ¢ Hacenenue 10 10 000 sxkurenu.

(4) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) KoraTo numero mo ai. 3 enae aa
u3BbpHIM NpoMsiHa 1o wi. 230, an. 1, 1. 4 B HaceneHo mscto ¢ HaceneHue Haja 10 000 xurenu, To
3aIpiamia Takcata 3a W3JaBaHE Ha pa3pellieHHe 3a THProBHsI Ha JAPEOHO C JICKAPCTBEHH NMPOIYKTH B
amnTeka, onpeneneHa B Tapudara mo ui. 21, an. 2.

(5) (Ilpegumna an. 2 - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) IIpn u3naBane Ha
pa3penieHueTo, ¢ KOeTo Ce JI0IMycKa MpoMsiHaTa 1o ajl. 1, ce mpuiiaraT pa3nopeaoure Ha wi. 229.

Un. 232. (1) Jlekapute u jekapuTe 1o ASHTaJIHA MEIUIHA MOTaT Ja ChXpaHsBaT JIEKapCTBEHU
MIPOJYKTH IO CIIUCHK, ONPEAESIeH OT MUHUCThpA Ha 3/IpaBeoIa3BaHeTo.

(2) Koraro B HaceneHOTO MACTO HsMa amnTeka, JuIara mo ajg. 1 MoraT Ja ChbXpaHsBaT U Ja
IIPO/ABaT JIEKApCTBEHH MPOIYKTH CaMO aKO Ca IOJIYYMJIM Pa3pelIeHUe 3a TOBAa IO pei, ONPEACICH B
Hapea0a Ha MUHHCTBPa Ha 3/[paBeONa3BaHETO.

UYn. 232a. (Hoe - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Ilpurexarenure Ha
paspelieHre 3a ThbproBusl Ha JIpeOHO C JIEKAapCTBEHU MPOAYKTH M jmnara no wi. 207, an. 1, T. 5a u 6
exeaHeBHO npenocTtaBaT Ha MAJI upe3 cnenuanusupaHaTta eleKTpoHHa cucreMa no wi. 2176, am. 1
uHpopManus 3a:

1. ngocraBeHWTE KM KOJUYECTBA, IIOCOYEHHM IO JIEKAPCTBEHM IMPOIYKTH, BKIIOUEHU B
[To3uTHBHUS JIEKAPCTBEH CIUCHK;

2. OTIIYCHATHUTE/TIPOJIAZICHUTE KOJIMYECTBA, TOCOYCHH IO JIEKAPCTBEHU MPOAYKTH, BKIIOUYEHH B
[To3uTHBHUSA JIEKAPCTBEH CIUCHK;

3. HaJIMYHUTE UM KOJIMYECTBA, [IOCOYEHU IO JIEKAPCTBEHHU MPOAYKTH, BKItoueHHU B [lo3uTuBHUS
JIEKapCTBEH CITUCHK.

Uii. 233. PpKOBOIUTENAT HA alTEKaTa HOCH OTTOBOPHOCT 3a J€HHOCTHUTE, TOCOYEHU B 4. 219,
an. 1.
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Ui 234. (1) 3abpansiBa ce npoaaxkOaTa Ha JIEKAPCTBEHH MPOIYKTH Ype3 aBTOMAaTH, OCBEH Ha
JIEKapCTBEHUTE MPOIYKTH, IOCOUYCHH B CIIMCHK, ONpeiesieH B Hapeaoara mo wi. 219, an. 2.

(2) ABromaTuTe mo ai. 1 morar ga ObAaT COOCTBEHOCT caMO Ha JUIaTa mo wi. 222 u 4. 238,
ai. 2.

(3) 3abpansiBa ce okaznmoHHATa NMPOJAXK0Oa HA JIEKAPCTBEHH MPOTYKTH.

(4) 3abpansBa ce mpoaax0a 1Mo UHTEPHET Ha JIEKAPCTBEHH MPOAYKTH, OTIIYCKAaHH IO JIEKapPCKO
MpenrcaHue.

(5) (HoBa - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) JlekapcTBeHu mpoaykTu Oe3
JIEKapCKO MpEeIMCaHue MOTaT J1a ce MPOoJaBaT M0 UHTEPHET CaMO OT anTeKa WK JAPOrepHsi, HOTyUUIH
paspelnieHue npy yciaoBUsATa U MO pe/ia Ha TO3M 3aKOH M Ha HapenOata mo wi. 219, an. 2, CbOTBETHO MO
1. 243.

(6) (Homa - B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) AnTekute U ApOrepuuTe 1o aji. 5
nyOJIMKyBaT Ha MHTEPHET CTpaHUIaTa, Ype3 KOSATO U3BBHPIIBAT ThProBHs Ha JIEGKAPCTBEHU MPOAYKTH 0e3
JIEKapCKO Mpearucanue, 00110 JI0To, pa3no3HaBaeMo 3a 1enusi EBponenckus chio3.

(7) (Homa - /IB, 6p. 102 ot 2012 1., B cmna ot 02.01.2013 r.) M3uckBaHusATa KbM 0OIIOTO JIOTO
1o aj. 6 ce ONpeeIIsT ¢ AeJIerupaH akT mo wi. 858, maparpad 3 ot Jupexruna 2001/83/EO.

Un. 234a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) M3nbeaauTenHaTa
areHIysl 1o JIEKapCTBaTa MyOJIMKyBa U MOIbPKa Ha CBOSITA HHTEPHET CTPAaHUIIA:

1. unHdopmanus 3a HAIMOHATHOTO 3aKOHOJATENICTBO, MPUIOKHUMO 3a MpeljIaraHeTo Ha
JICKApCTBEHH TMPOIYKTH 3a Mpojaax0a MO WHTEPHET, BKIIOYUTEIHO MH(OpMAIUs OTHOCHO (akra, e
MOTaT Jla CBHIIECTBYBAT Pa3UYMs MEXAY IbpPKABUTE WICHKH IO OTHOIICHHWE Ha KiIacH(pUKalusATa Ha
JICKApCTBEHHUTE TIPOIYKTH U HA YCIOBUSATA 32 JOCTABSHETO HM;

2. uadopMalys OTHOCHO IeJITa Ha OOIIOTO JIOTO;

3. CIMCHK Ha JIMLATA, MpeyIaraiy JEKapCTBEHU MPOIYKTH 3a MPoJakda 1o HHTEPHET, KaKTO U
aJipecuTe Ha TEXHUTE UHTEPHET CTPAHUIIH;

4. oOuia nH(popMalrs OTHOCHO PUCKOBETE, CBBP3aHH C JIEKAPCTBEHH MPOJIYKTH, TOCTABSIHU Ha
noTpeOuTeNuTe Ype3 MHTEPHET B HapYIIeHUE Ha HapeaOaTa mo wi. 234, ai. 5.

(2) Unrepner crpanuuara Ha MAJI mo am. 1 e cBpp3aHa ¢ HHTEpPHET CTpaHUIlATa Ha
EBponeiickara areH1us 1o JeKapcTnara.

Uin. 2346. (Hos - IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) U3nbaHuTenHata areHus
Mo JieKapcTBaTa ydacTBa B MpoBexnaHu oT EBpomelickara komucusi u EBpomeiickata areHIus mo
JeKkapcTBara MH()OPMAIMOHHU KaMIIaHUM OTHOCHO OIAacHOCTTa OT (ammmduimpanu JIeKapCcTBEHU

HPOAYKTH.

Un. 235. (1) Pa3pemenueTo 3a U3BbPIIBAHE HA ThPrOBUs HA IPEeOHO C JIEKAPCTBEHH MPOTYKTH
1o wi. 229, an. 2 ce npekparsBa ¢ IpekpaTsaBaHe JeHHOCTTa Ha JuLaTa 1o ui. 222 u 225.

(2) (U3m. - B, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) 3OBbIHUTETHUAT TUPEKTOP HA
NAJI npekpatsBa pa3pelieHneTo 3a U3BbPIIBAHE Ha ThPrOBUs Ha IPEeOHO C JEKapCTBEHU MPOAYKTH:

1. mo mo:0a Ha TUIETO, TOMYYUIIO pa3pelieHHe 3a U3BBPIIBAHE Ha THProBUs Ha IpeOHO;

2. KOraro ce YCTaHOBM, Y€ PBKOBOJUTEISAT Ha alTeKaTa HE OTroBaps Ha HM3UCKBAHMSTA,
ITIOCOYEHH B 4. 224 n 225.

(3) (U3wm. - IAB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBeH cpok OT MpekpaTsiBaHe
Ha JIelHoCcTTa 1o ail. | nunara o wi. 222 u 225 nucMmeno yesenomsisat MAJL
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Un. 236. (1) Antekata He MOXKe 1a ObJe 3aTBopeHa 3a moseuye oT 30 AHM B paMKUTE Ha €IHA
KaJIeHJapHa roIMHa MOPaJu OTChCTBUE HA PHKOBOAUTEIIS .

(2) (Jom. - 1B, 6p. 71 ot 2008 r., B crna ot 12.08.2008 r., u3m. - IB, 6p. 12 oT 2011 1., B criia
or 08.02.2011 r., m3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Korato ppKOBOIUTEIAT Ha
anTeKaTa HE € B ChbCTOSIHUE J1a U3IBJIHABA 3aIbJDKEHUATA CH [10PAIU TIOJI3BaHE HA OTIIYCK IIpHU BpEMEHHA
HETPYAOCHOCOOHOCT Tmopaau Ooject, OPeMEHHOCT M paKIaHe WM OCHHOBSBAaHE M OTIYCK 3a
OTIIIeKIaHEe HAa MaJko JeTe mo pexa Ha Kojekca Ha Tpyna, anrekata Moxke Ja paboTH 3a CpPOK He
oBe4Ye OT JIB€ TOJWHU TOJ PBKOBOACTBOTO Ha JpPYr MarucTbp-¢apmaieBT, CBHOTBETHO
MIOMOIIHUK-(apMaIleBT, B CIy4auTe 1Mo Wi. 225, KOWTO OTroBaps Ha M3UCKBaHMATA MO wi. 224. B te3n
Cllydad ce u3jjaBa paspelieHue OT U3IMbJIHUTENHUsS aupektop Ha MAJL

(3) Pa3pemenuero no an. 2 ce uzziaBa B cpok 10 30 aHu.

Un. 237. Ilpu npekpaTsiBaHe ACHHOCTTAa Ha JIMLETO, MOJIYYHIIO pa3pelieHre 32 OTKpUBaHE Ha
anTeKa, JEKapCTBEHUTE MPOJYKTH Morar ja ObJaT NpoAaJeHd Ha Jula, HNOJYyYWIM Da3pelieHHE 3a
THProBUS Ha €PO C JIEKAPCTBEHHU MPOIYKTH.

Y. 238. (1) (U3m. - IAB, 6p. 71 ot 2008 T., B cmuma ot 12.08.2008 r.) JlekapcTBEeHU MPOTYKTH,
KOUTO C€ OTHycKaT Oe3 JIeKapCcKO MpenucaHue, MoraTr Ja ce MpojaBaT B japorepus. B aporepusita
MOTaT Jla Cce MPOJaBaT W MPOAYKTH M CTOKM ChC 3HAUCHHWE 3a 3[PaBETO HA YOBEKA, OMPEICIICHU B
Hapenbara 1o wi. 243, 1 MeIUIIMHCKU U3ICTTHUS.

(2) (U3m. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [IpaBo ma n3BbpIIBAT THPrOBHS Ha
IpeOHO ¢ JIEKapCTBEHH MPOAYKTH, KaTO OTKPUBAT APOTepHsi, UMAaT BCUYKU (DU3MUECKH U IOPUIUYECKH
JUIa, PETUCTPHUPAHU TI0 THProBCKUS 3aKOH, WJIU 110 3aKOHOIATEJICTBOTO HA JbpKaBa YICHKA.

(3) (U3m. - IB, Op. 71 ot 2008 r., B cruta ot 12.08.2008 r.) PhKOBOIUTENAT Ha Aporepus
TpsOBa J1a € METUIIUHCKH CISITUATICT, KOUTO:

1. He e MUIIIeH OT MPaBOTO J1a yIpa)xKHsIBa MpodecusiTa cu;

2. HE € OCHXKIaH 3a MPECTHIUICHUS, CBBP3aHH C YIPAKHIBAHE HA mpodecHusTa My, 3a
MPECTHIUVICHUS] TPOTHUB COOCTBEHOCTTa M CTOMAHCTBOTO WIIM 32 YMHIIUICHH NPECTHIUICHUS MPOTHUB
JUYHOCTTA;

3. uMa Haif-MaJKo eHa TOJMHA CTaX MO CIEUaTHOCTTA.

Un. 239. (1) (U3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Jdporepuu ce oTKkpuBat
cieq peructpanus B cbotBeTHaTa P3U.

(2) (U3m. - AB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) JIunara no wi. 238, an. 2 moxasar B
cpoTBeTHaTa P3U 3asBnenue 3a peructpanus, KbM KOETO MpUiIaraT CleAHUTE JOKYMEHTH:

I. (mm. - B, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) mammm 3a EnunHus
UICHTU(HUKAIIMOHEH KOJ Ha ThProBela WK KoomepalusaTa OT ThbproBCKus perucThp, a 3a IpyKecTBara,
peTHCTpPHpaHd B JbpKaBa - UIECHKa Ha EBpPONMEWCKUS CHIO3, WIM B JbpKaBa - CTpaHa IO
Cnopazymenueto 3a EBpoOneickoTO HKOHOMHYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyaJHa
perucTpanysi Mo HAMOHAIHOTO 3aKOHOIATENICTBO, M3/aJIeH OT KOMIIETCHTEH OpraH Ha ChOTBETHATA
IbprKaBa Ha aunara mo wi. 238, an. 1;

2. (mom. - JIB, 6p. 103 ot 2017 r., B crma ot 01.01.2018 1.) moxymeHT 3a oOpa3oBaHUE U
CBUJCTENICTBO 3a CBHAMMOCT Ha IHUIETO, OMPEAENEHO 3a PHKOBOIUTEN HA JAPOTEpHsTa, aKo HE €
OBIATapCKU TpaXkIaHUH;

3. MEAMIIMHCKO CBUJETENICTBO HA JIMIIETO MO T. 2;



4. (ot™. - 1B, 6p. 60 ot 2011 r., B cra ot 05.08.2011 1)

5. (u3m. - 1B, 6p. 98 ot 2010 r., B cmma ot 01.01.2011 r., ot™. - /IB, 6p. 60 ot 2011 1., B cuna
ot 05.08.2011 r.)

6. TOKyMEHT 3a IJIaTeHa IbpKaBHa Takca B pa3Mmep, onpezesneH B tTapudara mo wi. 21, am. 2.

(3) (Hosa - JIB, 6p. 60 ot 2011 r., B criia ot 05.08.2011 r.) B 14-1HeBeH CPOK OT MOCTHIIBAHE
Ha 3asBieHHeTo 1o ai. 2 P3U u3BbpiiBa npoBepka OTHOCHO Clia3BaHE M3MCKBAaHMATA HA Hapendara 1o
1. 243. B ciayyauTe, KOrato ce€ yCTaHOBH, Y€ HE Ca CMa3eHU M3MCKBaHHS Ha HapembaTa mo wi. 243, B
7-nTHEBEH CpOK OT u3BbpLIBaHE Ha npoBepkata P3W naBa mpennucanus U ompenens CpokK 3a
OTCTPaHSIBAHETO UM.

(4) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBeH CPOK OT MOCTHIIBaHE
Ha 3asABJICHHETO M JOKYMEHTHTE Mo an. 2 aupekropbT Ha P3U yBegoMsBa NUCMEHO JIMLETO 3a
KOHCTAaTUPAHUTE HEMBIHOTH B TSAX U OMPEJEIIsi CPOK 32 OTCTPAHSIBAHETO M.

(5) (Hosa - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a mogaBaHe Ha 3asBJICHUE 3a
perucTpanys Ha Jporepus WK 3a U3BbpIIBaHE Ha MpoMsHa 1o wi. 242 cvorBeTHata P3U cvbupa Takcu
B pasmMep, omnpenencH ¢ Tapudara mo wi. 21, am. 2.

(6) (Hosa - JIB, 6p. 103 or 2017 r., B cuia ot 01.01.2018 r.) bwiarapckara areHiusi mo
0€30MMacHOCT Ha XPaHUTE YCTAHOBSABA CIYKEOHO OOCTOATENCTBATa OTHOCHO CHAMMOCTTA HA JIMIIETO MO
all. 2, T. 2, KOraTo € ObJITapCcKy rpa)K1aHuH.

Ui 240. (M3m. - JIB, 6p. 60 ot 2011 r., B crua ot 05.08.2011 1.) (1) B 14-nHeBeH cpok OT
U3BbpUIBAHE Ha MpoBepKara 1o wi. 239, an. 3 win oT OTCTpaHsABaHE HA HEMbBIHOTUTE 10 wil. 239, an. 4
nupektopbT Ha P3U u3naBa ygocroBepeHre 3a perucTpalus Ha Iporepus Wiu MpaBd MOTUBHPAH OTKa3
3a U37]aBaHETO MY.

(2) (HoBa - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) AupexropsT Ha P31 MmoTuBHpaHO
OTKa3Ba U3/IaBaHETO HA yJJOCTOBEPEHUE 3a PETUCTPALIMA Ha JIULIETO 10 4. 238, aj. 2, Koraro:

1. He e mpencTaBeH HAKOM OT TOKyYMEHTUTE 1o ui. 239, an. 2;

2. B cpoka 1o 4. 239, an. 4 3agBUTENAT HE € OTCTPaHWJI KOHCTATUPAHUTE HEII'BJIHOTH.

(3) (Hoea - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Koraro B cpoka mo ai. 1
mupekTopbT Ha P3M He e m3man ymocTOBEpeHHE 3a pEerucTpanus Ha JpOrepus WIM HE € HarpaBHIl
MOTUBHUPAH OTKa3, e NMPHEMa, Ue € HAINILIE MbIYAIUBO ChIJIACHE.

(4) (HoBa - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cinyyaute no an. 3 3asBUTENAT
MOX€E Ja 3alo4yHe M3BBpIIBAHE HA 3asgBEHUTE ACHHOCTH MNpHU cra3BaHe Ha wi. 29 or 3akoHa 3a
OrpaHUYaBaHEe aJIMUHUCTPATHBHOTO pPETyJHpaHe M aJMUHUCTPATHBHHUS KOHTPOJ BBPXY CTOMAHCKATa
JNEHUHOCT.

(5) (Ilpeaumna an. 2 - AB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) OTKa3bT Ha AUPEKTOpA
Ha P3U no an. 1 moanexu Ha oOxanBaHe 1Mo pesia Ha AJAMUHUCTPATUBHOIPOLIECYATHHSI KOJEKC.

Un. 240a. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) dupexktopbT Ha
cpoTBeTHaTa P3U npekparsiBa cbC 3a110Be]l pETUCTPaLATA HA IPOTEPHUsL:

1. mo mo0a Ha JTUIEeTO, HOTYYUIIO YIOCTOBEPEHUE 32 PETUCTPALIUS Ha APOTEPHS;

2. ¢ mpekparsBaHe JAEWHOCTTa Ha JMIETO mo wi. 238, am. 2, 3a KOETO TO YBEAOMSBA
cpoTBeTHaTa P3U.

(2) B 14-nHeBeH cpok OT mpekpaTsBaHe Ha JeHHOCTTa 1o ai. 1, T. 2 ouuero mo wi. 238, an. 2
IIACMEHO yBeAOMsIBa CboTBeTHaTa P3U.

Un. 241. (1) (U3m. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) B crorBeTHara P3U ce



BOJIM PETHCTHP Ha U3JIJICHUTE YIOCTOBEPEHHS 32 PETUCTPAIIHS Ha IPOTEPHsl, KONTO ChIbpIKa:
1. HOMep U aTa Ha U3AAICHOTO YAOCTOBEPEHUE;
. CeINTMIIC U aJIpec Ha JIUIIETO, MOTYUYHIIO YIOCTOBEPEHHE 32 PETUCTPAIIUS Ha IPOTEPHS;
. UMC, JIMYHU JaHHU U aAPCC HA PbKOBOAUTECIIA HA APOrCpursiTa,
. aJIpec Ha JIPOTePHSITa;
. JIaTa Ha TpeKpaTsABaHe Ha PETHCTPAIMITa U OCHOBAHUETO 32 TOBA;
. 320€JIKKH 10 BIIMCAHUTE O0CTOSITEIICTBA.
(2) (U3m. - B, 6p. 60 ot 2011 r., B cuna or 05.08.2011 r.) JawHu OT perucrbpa ce
nyOJIMKyBaT Ha CTpaHMIiaTa Ha choTBeTHaTa P3U B MHTEpHET.

AN L AW

Uin. 241a. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) HauimoHanHUSAT perucTsp Ha
W3JIAJICHUTE yIOCTOBEPEHHS 32 PETUCTPAIMS Ha JIporepus 1Mo wi. 19a, ain. 3 ceappika:
1. HanumeHnoBaHue Ha choTBeTHaTa P3U, n3nana ynocroBepeHHETo 3a perucTpars;
. HOMED U JiaTa Ha U3/aJICHOTO yJJOCTOBEPCHHE;
. CeJINIMIIE U aJIpec Ha JHUIIETO, MOTYYHIIO YIOCTOBEPEHHE 32 PETUCTPALUs Ha IPOTEPHS,;
. M€ Ha PHKOBOMTEIS HA IPOTECPHSITA;
. aJIpec Ha JIPOTePHsITa;
. JIaTa Ha IPeKpaTsIBaHe Ha PETUCTPAIMIATA 1 OCHOBAaHHETO 32 TOBA.

AN L AW

Un. 242. [lpu npoMsHa Ha ajpeca Ha JIpOrepusta WiIM Ha PbKOBOAUTENS JHIETO, MOJYyYUIIO
yJIOCTOBEpEHHE 3a OTKPUBAHETO M, [0JlaBa 3asBlieHHE MO pena Ha wi. 239, an. 2 U CBbp3aHUTE C
IIPOMSIHATA TIOKYMEHTH.

Un. 243. YcnoBusTa U peabT 3a OpraHu3anus Ha padoTa B IporepusTa ce onpeAessiT B Hapeada
Ha MUHHUCTBHpPA Ha 37JpaBEOINa3BaHETO.

I'imaBa enunajgecera.
PEKJIAMA HA JIEKAPCTBEHUMTE ITPOAYKTH

Un. 244. (1) Pexnama Ha JekapcTBEHM NpPOAYKTH € Bcska (opma Ha uHopmarus,
IpEeJCTaBsHE, IPOMOLIMS WM MPEIIOKEHU C LeJN 1a Ce CTUMYJIMpa MpeanUuCcCBaHeTo, mpojaxoaTa uin
ynoTtpebara Ha JeKapCTBEHUs IPOAYKT U BKIIIOYBA:

1. peknama, npeHa3HaYeHa 3a HACEICHUETO;

2. pexiama, mpelHa3HayeHa 3a MEIUIUHCKUTE CIIELIMATIUCTH;

3. mocereHre Ha MEJUIIMHCKU ThPIOBCKHU MPEACTABUTEIH MTPH MEAULIMHCKY CIICIIUATTUCTH;

4. mpenocTaBsiHE HA MOCTPU OT JIEKAPCTBEHU MPOIYKTH;

5. CIOHCOPCTBO Ha NMPOMOIIMOHAIIHY CPEIIX U HayYHU KOHTPECH, MOCEIIaBAHU OT MEIUIIMHCKU
CHEIHMAMCTH, BKIIOYUTEIIHO W TMOEMaHETO Ha TEXHHUTE PA3HOCKM IO IbTYBAaHETO U TPECTOsl B
ChOTBETHATA bP)KaBa, B KOATO C€ MPOBEKAA MEPOIPUATHETO.

(2) He mpencrasnsiBa pexkiiamMa Ha JIEKAPCTBEHU HMPOIYKTH:

1. TekcT BBpXy BTOpPHYHATA OMAKOBKA M B JHMCTOBKAaTa, KOWTO € 0A00peH B IpoleaypaTa 1Mo
paspelniaBase 3a ynorpeoa;

2. KOPECHOHJEHIIMS IO TMOBOJ CHeur(UYeH BBIPOC WM MpobiieMaTHKa, CBbP3aHU C JAaJCH
JIEKapCTBEH MPOJIYKT;

3. uH(pOpMAIMOHHM CBHOOLIEHHS M yKa3aHUd OTHOCHO TIPOMEHHM B  OIIAKOBKaTa,



MPEIYNPEXKJACHUS 32 HEXKEIIAaHHU JICKAPCTBEHH PEAKIMK KaTo 4acT OT OOIMIMTE MEpPKU 3a 0Ee30macHOCTTa
Ha JICKApCTBCHUA MMPOAYKT, TBPrOBCKH KAaTaJI0O3U U LICHOBU JIUCTH, IIPU YCIIOBUC Y€ HC BKIIIOYBAT JAaHHU
C pEKJIaMEeH XapaKTep M0 OTHOIICHUE Ha JIEKAPCTBEHUS MPOIYKT;

4. u3sIBJICHHsI, OTHACSIIU C€ JI0 3[JPaBETO HA YOBEKA WJIH 3a00JABaHUS, KOIaTO TE JUPEKTHO HJIH
WH/IMPEKTHO HE HACOYBAT KbM JICUCHHE, TPOPHIAKTUKA WU TUArHOCTUKA C JICKAPCTBEHH MPOIAYKTH;

5. mpoBexaaHuTe 0T MUHHCTEPCTBOTO Ha 3/IpaBeOla3BaHETO KaMIIaHWM 10 BaKCHHUPAHE Ha
HACEJICHHETO, KOraTO CBBP3aHUTE C TAX MATEPHAIM HE ChIBPXKAT JIaHHH 3a KOHKPETCH JIEKapCTBEH

IIPOJYKT.

Ui 245. (1) [Iputexatenar Ha pa3penieHHETO 3a ymoTrpeba € JIBKEH Ja Ch3/aJie HaydHO
3BEHO 3a pa3npoCTpaHeHHWE Ha HMHPOpPMALUs 3a JICKApCTBEHUTE NPOAYKTH, 32 KOUTO € MOIY4HI
paspelleHue 3a yrnorpeda 1no pesa Ha TO3U 3aKOH.

(2) IlpuTexarensaT Ha pa3pelIEeHUETO 3a yoTpeda € IIbKEH Aa:

1. rapanTupa, ye pekiiaMara Ha JeKapCTBEHHUS MPOAYKT € Mpe/ICTaBeHa Ha HACEICHHUETO WM Ha
MEIUIIMHCKUTE CHCIUAINCTH BHB BHJ, CHOTBETCTBAIll HAa MW3UCKBAHUATA HA Ta3uW TJiaBa, U B
CHOTBETCTBUE C U3/IaJICHOTO paspelnieHue 3a pexinama ot MAJL;

2. pa3moJiara ¢ JJaHHU ¥ MaTepHalld OT BCUYKH PEKJIAMHH KaMITAaHWH, MPEIIPUETH B PAMKHUTE
Ha HEroBaTa JICMHOCT, BKIIOYUTEITHO ¢ MH(OpMALIKA 3a TPYIUTE, 32 KOUTO PeKiIaMara € mpeaHa3HayeHa,
3a Ha4YMHA Ha OCBUIECTBSIBAHETO ¥, KAKTO U 3a JaTaTa Ha CTAPTUPAHE HAa peKJIaMHaTa KaMIIaHUs;

3. rapanTupa 0Oy4eHHUEeTO Ha MEAUIIMHCKUTE ThPTOBCKHU MPECTaBUTEINH;

4. M3MIBIHSIBA TOYHO U B OIPENEICHMS CPOK YKA3aHUATA HA JJIBKHOCTHUTE JIMIIA IO KOHTPOJIa
Ha peKJiamaTa.

(3) MenunuHCKHATE ThPTrOBCKH MPEICTABUTENN TPOBa Ja JIOKJIAABAT HA HAYYHUTE 3BEHA 10 all.
1 Bcsixka mHbopManus 3a ynorpedaTa Ha JEKAPCTBEHHUTE MPOIYKTH, KOUTO pPEKIaMHUpPAT, OCOOEHO IO
OTHOIIICHHE Ha WH(POpPMALUATA 32 HEXKEIAHU JICKAPCTBEHU PEAKIMU, CHOOIEHH UM OT MEIUIIMHCKUTE
CHEIHATUCTH.

Uin. 245a. (Hos - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1.) [lomycka ce pexkiiama camo Ha
JIEKapCTBEHH MPOJYKTH, 32 KOUTO € U3/IaJIeHO pa3pelleHne 3a ynorpeda mo peaa Ha TO3U 3aKOH.

Un. 246. (1) CeabpxaHueTo Ha pekiamara TpsOBa a ChOTBETCTBA HA JIaHHUTE OT 0Jl00peHaTa
P pa3pelraBaHeTo 3a ynorpeda KpaTka XapaKTEepHCTHKA Ha JIEKAPCTBEHUS MPOIYKT M J1a MPEACTaBs
caMo TTOCOYCHHTE TIPH pa3peliaBaHeTo 3a ynoTpeda MmoKa3aHus.

(2) Pexmamara Ha JeKapCTBEHHs MPOAYKT TPsAOBa Ja HAcoyBa CaMO KbM IpaBHJIHATA MY
yrnorpeba, Karo mpecTaBsi 0OEKTUBHO TEPAIEBTUYHUTE IMOKA3aHUS HA JICKAPCTBEHUS MPOAYKT, 0e3 1a
MpeyBeIndaBa Bb3MOXKHOCTUTE 3a JIeUeHHEe, MPO(PUIaKTHKA UM TUATHOCTHKA C JIEKAPCTBEHUS MPOIYKT.

(3) Pexitamara He TpsiOBa Ja ChIbprKa MOABEKAAITA HHPOPMAIIHS.

(4) (Homa - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Pexiiamata He MOXe J1a ChIbpKa
MpeIOKEHUE W/UTH OOeIIaHue 3a MoAaphbK U/ WK Jpyra IMYIIeCTBEHA WM HEUMYIIIECTBEHa obJiara.

(5) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) MeIuIIMHCKU CTIENUATUCT WU
JUIE, TPEACTABSIIIO Ce 32 MEIUIIMHCKU CICIHATUCT, HE MOXE Ja HM3BBpIIBA MpsSKa WM KOCBEHA
peKJamMa Ha JIeKapCTBEHU MPOJYKTH B MIEYATHUTE U/UIIH B €JICKTPOHHUTE MEIUH, KAKTO U B UHTEPHET.

Un. 247. Ilpen HaceleHUETO ce JOMyCKa peKjJaMa caMoO Ha JIEKapCTBEHHW MPOAYKTH, KOUTO CE
oTITycKaT 0e3 IeKapCcKo MpeANrCcaHue.



Ui 248. (Hom. - 1B, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.) M3BBH ciayuauTe 1o 4. 247 ce
JIOMYCKAT PEKJIaMHHM KaMIIAaHWW 110 BaKCHUHHPAHE, MPOBEKIAHU OT MPUTEKATEIUTE HA pa3pelieHue 3a

yrnotpe0a, Mpy cria3BaHe W3MCKBAaHUATA HA Wi. 251 W MPHU YCIOBUS | 10 PEJl, ONpE/CIIeH B Hapea0daTa
o 4. 249.

Ui 248a. (Hos - JIB, Op. 71 ot 2008 r., B cruta ot 12.08.2008 r.) 3abpansiBa ce pekiiamara B
WHTEPHET Ha JIEKAPCTBEHH MPOAYKTH, KOUTO CE OTITyCKAT IO JIEKAPCKO MPEIITUCAHNE, C H3KIIOUCHIE HA
PEKJIaMHU KaMITaHUH 110 BAKCHHUPAaHE, U3BBPIIBAHHM 110 penia Ha Wi. 248 1 0700peH OT KOMIIETCHTHUTE
OpraHy.

Un. 249. M3uckBaHuATa KbM peKiamaTa Ha JIEKapCTBEHUTE MPOJYKTH C€ OMPENeNiT ¢ Hapenda
Ha MUHHUCTBHpPA Ha 3]paBEOINa3BAHETO.

Un. 250. 3asgBienue 3a paspeliaBaHe Ha peKjaMa Ha JIEKapCTBEH MPOAYKT CE€ MojJaBa OT
MPUTEXKATENS HA Pa3pelIeHHETo 3a YNoTpeda Ha JEKapCTBEHUsS MPOAYKT MM YII'BIHOMOIIEHO OT HEro
TuIe.

Uin. 251. (1) 3a pa3pemaBane Ha pekiiamara auiero no wi. 250 nonasa B MAJI 3asBnenue no
o0pasel, 000peH OT U3IBIHUTEIIHUS IUPEKTOP Ha areHUUATa, IPUIPYKEHO OT:

1. mpoeKT Ha pexyiaMara;

2. HOTapUaJHO 3aBEPEHO I'BJIHOMOIIHO OT IpUTEXATels Ha pa3pelleHUueTo 3a ynorpeoa,
KOraTo 3asiBJIEHHUETO CE€ MojaBa OT APYTo JIUIIE;

3. nuTepaTypHMTE W3TOYHMIIM Ha M3MOJI3BAaHUTE LMTATH, TAOIULIM WIM JPYTHd MaTepUaH,
KOraTo uma TaKH1Ba;

4. TOKYMEHT 3a IJIaTeHa TaKkca B pa3Mep, onpeeseH B Tapudarta mo wi. 21, a. 2.

(2) IIpoexTuTte 3a pexinama 1o ai. 1, T. 1 TpsOGBa na ca scHuU, ¢ pa3dUpaeM TEKCT, B CIy4yauTe,
KOraro MMa TaKbB, M J1a J1aBaT BB3MOXHOCT 3a OIICHSIBAaHE HAa BCUYKUTE M EJIEMEHTH - TEKCT U
WJITIOCTPALIUH.

(3) Ksm MAJI ce cp3naBa ExciepTeH cbBeT 1o pekinamaTa. B cbcTaBa My ce BKIIIOUBAT JIEKapH
U CHEUAINCTU C MPAKTHYECKHU OMUT B 00JacTTa Ha pekyiaMara. M3nbenaurennust aupexrop Ha UAJL
OIpezieNsl ChC 3aloBe] ChCTaBa Ha CbBETA, KbM KOHTO C€ BKJIIOYBAT IO €AWH IPEICTaBUTEN Ha
Komucusita no npogecronanna eruka Ha bearapckust nekapcku cbio3, Ha bbarapckus 3p00ekapcku
cbi03 M Ha bearapckus QapmaneBTHUEH CHIO3, pa3Mepa Ha BB3HArpakJICHHETO Ha WIEHOBETE MY U
YTBBpXKJAaBa MPaBUIIHUK 3a YCJIOBUSTA U peda 3a pabortara My. B cbcraBa Ha chBeTa Morar ga ObaaT
BKJIFOUEHU U NPEACTABUTENM HA MAUEHTCKUTE OPraHU3aLuu.

(4) CoeBeThT 10 a1. 3 U3rOTBs EKCTIEPTH3a 10 MPOEKTa Ha PeKIamMaTa U MOATOTBS CTAHOBHUIIIE 10
W3IIBIHUTENHUS aupekTop Ha MAJL

(5) Ilpu ycraHoBsiBaHE Ha HECHOTBETCTBMSI Ha peKJlaMaTa C M3MCKBAaHUATAa HAa TO3U 3aKOH B
7-7IHEBEH CpPOK OT JaTaTa Ha IojaBaHe Ha 3asBieHHeTo mo ai. | MAJI naBa mucMeHM ykazaHHs 3a
OTCTPaHSIBAHETO UM B €IHOMECEUEH CPOK OT JaTara Ha yBeAoMieHHeTo. CpoKbT 3a MPOU3HACIHE CIIUpa
7ia Te4e 3a epuo/ia OT JACHS Ha YBEAOMSABAHETO 10 OTCTPAHsBAHE HA HECHOTBETCTBUSITA.

(6) B ciyuaii de 3asBUTENAT HE M3MBJIHM YKa3aHUsATA B €IHOMECEUEH CPOK OT Jarara Ha
YBEIOMSBAHETO 110 all. 5, IpoLEeAypaTa M0 pa3pelIaBaHeTo ce MPEeKpaTsBa.



Ui 252. (1) B enHOMeceueH CpoK OT IpeJCcTaBsiHe Ha JTOKYMEHTauusTa 1mo wi. 251, an. 1 Bw3
OCHOBa Ha CTAaHOBUUIETO 1O 4wi. 251, an. 4 uznbaauTenHusT qupektop Ha MAJI paspeiaBa cbe 3amoBe
pekiamara WM MpaBd MOTHUBHUpAH OTKa3, 3a KOETO YBEAOMSBA IMPHUTEXKATENd Ha Pa3pelICHHETO 3a
ynorpeoa.

(2) (HoBa - JIB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.) Koraro B cpoka mo ai. 1
M3OBJIHATENHUAT AupekTop Ha MAJI He pa3pelin chC 3amoBe]] peKjiaMara Wid He HalpaBU MOTUBHUPAH
OTKa3, Ce IpHeMa, Y€ € HaJule MbJIYaJIUBO ChIJIACHE C MPOEKTa Ha pekiama o wi. 251, aim. 1, 7. 1 m s
MOXKe J1a Ob/ie pa3npoCTpaHsIBaHa.

(3) (IIpegummua an. 2 - IAB, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) OTka3bpT Ha
W3MBIHUTEITHUS. JTUPEKTOP TMOJUICKH Ha OOXaJiBaHEe MO pena Ha AJTMUHUCTPATUBHOIPOIECYaTHUS
KOJICKC.

Uin. 253. (1) U3panenoto paspenieHue Ha pekyiaMara 1o 4wi. 252, ain. 1 ce oTHacs 3a KOHKPETEH
JIEKapCTBEH MPOJYKT B pAMKHUTE HA CPOKa Ha BAJIMTHOCT Ha pa3pelIeHUeTo My 3a yrnoTpeoa.

(2) Korato ca u3BBpIICHH MPOMEHU B Pa3peIICHUETO 3a yrnoTpeda Ha JEKapCTBEH MPOAYKT,
KOUTO BOJAT JI0 MPOMEHU B pa3pelieHa pekjiaMa Ha TO3M MPOAYKT, IPUTEKATENAT Ha Pa3pelICHHETO 3a
ynotpeba nonasa B UAJI 3asBiienne 3a npoMsHa.

Un. 254. [Ipu mpoMsHa Ha pa3peleHaTa pekiaMa Juiero mo wi. 250 mojaBa 3asiBICHHUE 1O
pena Ha 4. 251.

Un. 254a. (HoB - JIB, Op. 60 or 2011 r., B cmma or 05.08.2011 r.) (1) Peknamara,
MpeHa3HaueHa 3a MEIUIIMHCKHATE CIICIIMAIUCTH, HE Ce pa3peliasa mo peaa Ha wi. 250 - 252.
(2) Pexmamara mo an. 1 ce pasmpocTpaHsiBa ciena mojaaBaHe Ha yBeaomsienue ao MAJL, kpm

KOETO Ce TpHjiara MpoeKT Ha peKjlamara,  NpH Clia3BaHe M3MCKBAaHUATA HA Ta3W TJlaBa U HA Hapeadara
o ui. 249.

Un. 255. (1) 3a0pansiBa ce pa3nmpoCTpaHEHHWETO Ha MOCTPH Ha JIEKAPCTBEHU TMPOIYKTH,
ChIIbPKaIF HAPKOTUYHM BEIIECTBA MO CMHCHIA Ha 3aKOHA 32 KOHTPOJ BbPXY HAPKOTHYHHUTE BEIIECTBA
U TIPEKYPCOPHTE.

(2) 3abpaHsiBa ce IUPEKTHOTO NPEIOCTaBIHE Ha MOCTPU Ha JIEKAPCTBEHU MPOIYKTH OT
MEJUIIMHCKUTE ThPTOBCKU MPEACTABUTENM 1O Wi. 244, ai. 1, T. 3 Ha HaceneHUeTo.

Y. 256. MocTtpu OT J€KapCTBEHHM NPOAYKTH CE€ MPEAOCTaBAT HAa MEIUIMHCKHU CHELUAINCTH
IIpH YCIIOBUS U 1O pell, ONpeieieH B HapenbaTa 1o 4. 249.

Yn. 257. (1) MenuumHCKUTE THPTOBCKU MpEACTaBUTENN TO wi. 244, an. 1, T. 3 TpsbBa na ca
MpeMHUHAN O0y4eHHUs, OpraHU3UpaHu OT MPHUTEXKATENsd Ha pa3pelieHHeTo 3a ynorpeda, KOWTO TH €
Ha3Ha4yWI, Jja IPUTEKABAT HAYUYHHU NIO3HAHMS U J1a MOTaT J1a IPEJOCTaBAT TOYHA U Bb3MOXKHO Hall-IIbJIHA
nH(popMalKs 3a JeKapCTBEHUS MTPOIYKT, KOUTO MPEICTaBAT.

(2) Ilo Bpeme Ha BCAKO TOCEIIEHHE MEAMLMHCKUTE THPrOBCKU IMpEACTaBUTENN TpsiOBa jaa



pasrmosiarat ¢ Kparkara XapakTepUCTHKa Ha MPOJYKTa U ¢ JTaHHU 3a [IEHUTE Ha JIEKaPCTBEHUSI MMPOAYKT U
3a YCJIOBHSTA 32 3aIIAlIaHETO MY U J]a T MPEJOCTABAT IIPHU MOUCKBAHE.

(3) Ilpum mpencraBsHe Ha JEKapCTBEHU MPOAYKTH TMped MEAUIMHCKU CIEeHUaTUCTH
MEJIUIUHCKUTE ThPrOBCKU MPEACTABUTEIM HE MOTAT Jia Mpejiarat nojapbliy U Ipyra UMYIECTBEHA U
HEUMYIIECTBEHA obiara.

I'maBa nBananecera.
PET'YJIMPAHE HA HEHUTE HA JIEKAPCTBEHUTE NPOAYKTHU (3AI'JI. U3M. - /IB, bP.
102 OT 2012T.)

Paszgea L.
HaumnoHnaJsieH cbBeT 10 lleHU U peuMOypcupane Ha jJekapcTrBeHuTe npoayktu (Hos - /IB, op. 102
ot 2012 r., B cuaia ot 21.12.2012 r.)

Ui 258. (U3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 1.,
B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 43 ot 2016 r.) KbM MHHHCTBpa Ha 3/paBeona3BaHETO Ce
cb3naBa HauuoHaneH cbBeT MO IIeHW M peuMOypcHpaHe Ha JIEKAPCTBEHUTE MPOIYKTH, HapHuaH
no-HaTaThK '"chBeTa". CHBETHT € IOPUAMYECKO JIMIE Ha OFOJDKETHA H3IPHKKA - BTOPOCTENEHEH
pasnopenuTen ¢ 6roxeT. Toll e chC CTaTyT Ha AbpKaBHA KOMUCHS cbe cepanuine rp. Codus.

(2) HeiiHocTTa Ha cbBeTa ce (pUHAaHCHpa OT Jbp)KaBHUSA OOJUKET upe3 Oropkera Ha
MUHHCTEPCTBOTO Ha 37paBeOIa3BaHETO.

(3) CoBeThT € KOJIETHAJICH OPraH U C€ ChCTOM OT MpeceaaTell U MeCTUMa YWICHOBE, OT KOUTO
TpHUMa ca JIEKapu WIM MarucTbp-(papmalneBT, JBama IOPUCTU U JBaMa UKOHOMHUCTH, BCHUKH ChC CTaX
10 CHEIHUAJIHOCTTa HE MO-Maiko oT 5 ronuHu. [Ipencenartensat u 4jaeHOBETE HAa ChBETA Ce M30UpAT U
OocBOOOXKJaBaT ¢ pemeHMe Ha MUHHCTEPCKHS CBhBET 10 NPEIJIOKEHHME Ha MUHHUCTBpa Ha
3/paBeorna3BaHeTo. [IpeacenarensT ppKOBOM AEHHOCTTA HA ChbBETA U TO MPECTABIISABA.

(4) UnenoBete Ha ChBETa HE MOTaT Jla 3aeMart JUIBKHOCT WM 1a U3BBPIIBAT JEHHOCT o wi. 19,
as. 6 oT 3aKoHa 3a aIMUHUCTPALIUATA.

(5) HeiinocTTa Ha chBeTa ce MOANOMara OT aMUHUCTPALMS, YUATO CTPYKTypa U OpraHu3alus
Ha paboTa ce ONpeNeNsT C YCTPOMCTBEH MPaBUIIHUK, IPUET OT MUHUCTEPCKUS CHBET.

Un. 259. (U3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 1,
B cmita ot 21.12.2012 r.) (1) CeBeTsT:

1. yTBBpK/AaBa, OTKa3Ba J1a yTBbPAM, U3MEHS MJIH 3aJIM4aBa [[eHa Ha JIEKapCTBEHU NMPOIYKTH O
i 261a, an. 1;

2. yTBbpKJaBa, OTKa3Ba Jla yTBBPJU, U3MEHs WM 3ajMyaBa MNpeesHa IIeHa Ha JIEKapCTBEHU
MPOAYKTH 110 Wwi. 261a, an. 2;

3. peructpupa, OTKa3Ba Ja PETUCTpUpA, M3MEHA WIM 3ald4yaBa ILEHU Ha JICKapCTBEHHUTE
MPOAYKTH, OTITYCKaHH 0€3 JIEKapCKO MpeArnucanue mo wi. 261a, am. 3;

4. (m3m. - /IB, Op. 48 ot 2015 r.) yrBBpKIaBA, OTMEHS WM U3MEHs (apMaKo-TepaneBTHUYHU
PBKOBOJICTBA, BKJIIOYBAIIM KPUTEPUH 3a OIEHKAa HA pe3yiTara OT MpHjaraHara Tepamus, KakTo W
NPEMOpPBbKU 33 AITOPUTMU 3a JIEYEHUE C JIEKApCTBEHU MPOJYKTH, NPEIIOKEHH OT CHOTBETHUTE
HAIIMOHAJTHU KOHCYJATAHTH, MEIUIIMHCKA HAyYHH JIPY)KECTBA U EKCIEPTHH CHBETH, IPH YCIOBHS H TI0
pen, onpeseneHu ¢ HapeabaTa mo wi. 261a, an. 5;

5. BKJIFOYBA, MPOMEHSI WJIM HM3KJIIOYBA JIEKAPCTBEHU MPOAYKTH OT [lO3UTHBHHS JIeKapCTBEH
CIIHCBHK;

6. moJIbpIKa U akTyanu3upa [103uTHBHIUS IEKapCTBEH CIHUCHK;



7. (noBa - JIB, Op. 48 ot 2015 r.) noaabpka penMOYpCHHSI CTaTyC Ha JIEKAPCTBEHHUTE MPOIYKTH
Ha BCEKU TPU FOJAMHM OT BKJIIOUBAHETO UM B I103UTHBHUSA JIEKAPCTBEH CIUCHK;

8. (moBa - JIB, Op. 48 ot 2015 r.) oKka3Ba CBHACHCTBUE MPHU JOTOBAPSIHETO HA OTCTBHIKH B
ciyvyaute 1o ui. 45, an. 10, 13 u 19 ot 3akoHa 3a 3paBHOTO OCUTYpsIBaHE 3a JICKAPCTBEHH MPOIYKTH, 32
KOUTO ca MOJIaZICHH 3asiBJIICHUS 3a BKJIIOUBaHE B [103UTHBHUS JIEKAPCTBEH CIHCHK.

(2) CpBeThT BOAM MYOJIMYHU PETHCTPH HA!

1. yIBBbp/ICHUTE LIEHU Ha JICKAPCTBEHUTE MPOAYKTH 10 4. 261a, ai. 1;

2. yTBBbPACHUTE MIPEIETHH LIEHN Ha JIEKAPCTBEHUTE MPOIYKTH 110 4. 261a, ai. 2;

3. perucTpupaHuTE IIEHU HA JICKAPCTBEHUTE MPOAYKTH 1O Wi. 261a, am. 3.

(3) CobBerbT ocChIIECTBSABA KOHTPOJ BBPXY IMpojak0ara Ha JEKAapCTBEHH TPOIYKTH C
YTBBPJICHA 1I€Ha, IIPEJIeJIHA [IeHa U PETUCTPHUpaHa LIeHa.

(4) CpBeThT NpueMa NUCMEHUTE 3asBJICHUS 3a YTBBP)KJIaBaHE UM PETUCTPUPAHE HA LI€HA WU
3a BKJIIOUBAaHE, M3KIIOYBAHE M MPOMEHM Ha JIEKAPCTBEHUTE MPOAYKTH OT llo3uTHBHMS JeKapcTBEH
CIMCBHK IO Ta3M IJlaBa, U3BBPIIBA IPOBEPKU U MPOYUBAHUA II0 TAX M CE€ MPOU3HACS C MOTHUBUPAHU
pelIeHus.

(5) CeBerhT cHOMpaA TakCcH B pa3MepH, OompeesieHd B Tapudarta mo wi. 21, an. 2, 3a mojgaBaHe
Ha 3asBIICHUS 3!

1. yTBBp)KIaBaHe, peruCTpUpaHe WM MPOMSHA B YTBBPJEHATa WM PErUCTpUpaHaTa 1ieHa Ha
JIEKapCTBEH MPOIYKT;

2. (u3m. - 1B, Op. 48 or 2015 r.) BkIOYBaHe, MPOMSHA WIKM HOJAbpKAHE Ha PeUMOypCHUs
CTaTyC Ha BKJIKOYEH B CIUCHKA 10 Wi. 262, an. 1 1ekapcTBEH MPOAYKT.

Y. 259a. (Hos - IB, 6p. 60 ot 2011 1., B cmma ot 05.08.2011 r., u3m. - [IB, 6p. 102 ot 2012 1.,
B cuna ot 21.12.2012 r.) (1) 3acenanusita Ha ChbBETa ca PEIOBHH, aKO Ha TSIX MPUCHCTBAT MOBEYE OT
MOJIOBHHATA OT 001IMs OpO Ha YWICHOBETE MY.

(2) CopBerTsT B3eMa peIIEHUS C MHO3MHCTBO IIOBEYE OT IOJOBHHATa OT oOmms Opoil Ha
YJIEHOBETE CH.

(3) Ha 3acemanusra Ha chbBeTa MOXE Ja ObJAaT KaHEHHW Ja MPHUCHCTBAT 3aMHTEPECOBAHUTE
CTpaHU, KOUTO C€ YBEJOMsBaT 3a JaTaTa M 4aca Ha 3acelaHueTo, B KOETO IIe C€ pas3riexsa
HaIpaBeHOTO MCKaHE.

Ui 2596. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cuia ot 21.12.2012 1.) (1) CrBeTHT ce mpousHacs B CPOK JI0:

1. mectaeceT qHU, KOTATO € T0/Ia/ICHO 3asiBJICHUE 3a YTBBPK/IaBaHE Ha IieHa mo 4wi. 261a, ai. 1
Y BKIIIOYBAHE Ha JIEKapCTBEHUsI MPOAYKT B [03UTUBHUS IEKapCTBEH CIHCHK;

2. TpujeceT THHU, KOTAaTo € TOJaJCHO 3asBJIICHHUE 3a NPOMSHA WM 3aJMYaBaHe Ha BKIIOUCH B
[To3uTHUBHUS JTEKapCTBEH CIUCHK MPOAYKT;

3. TpHJIECeT JTHU, KOTaTO € TOJAJCHO 3asBIICHUE 3a YTBBPXKIaBaHe, MPOMSIHA WM 3aTHMYaBaHe
Ha IieHa 1o 4. 261a, am. 2;

4. TpueceT JIHH, KOTaTo € MOIaIcHO 3asBJIICHUE 32 PETUCTPUPAHE, POMSIHA WU 3 IMYaBaHe Ha
meHa o 4. 261a, an. 3;

5. TpuJeceT THU 3a YTBbPK/IaBaHe/PETUCTPUPAHE Ha IICHA Ha JICKapCTBEHU MTPOYKTH, 32 KOUTO
€ TMOJTYYeHO pa3pelIeHue 3a mapaieieH BHOC;

6. (HoBa - /IB, Op. 48 ot 2015 r.) neBeTaeceT IHU, KOTATO € MOAAICHO 3asIBJICHUE 32 BKIIIOYBAHE
B [lo3uTHBHUS JIEKapCTBEH CMHUCHK Ha JIEKAPCTBEH MPOJYKT C HOBO MEXKIYHAPOJHO HEMATEHTHO
HaNMEHOBaHHE;

7. (moBa - JIB, Op. 48 ot 2015 r.) mectaecer AHMU, KOTaTo € MOAAJEHO 3asBICHUE 3a



MOAIbpPKAHE Ha PEMMOYPCHHUS CTaTyC Ha BKIIOYEH JIEKAPCTBEH MPOAYKT B [lO3UTHBHMS JieKapCTBEH
CIHCBK.

(2) 3a nexapcTBEHUTE MPOIYKTH 1O WI. 262, all. 5 CHBETHT C€ MPOM3HACA B CPOK JI0 TPUIECET
JTHU, KOraTo € I0JIaJIeHO 3asBJICHUE 3a YTBbp)KJaBaHEe Ha IieHa 1o wi. 26la, an. 1 u BKIOYBaHE Ha
npoaykta B [103UTHBHUSA TeKapCTBEH CIUCHK.

(3) Cpoxosere 1o aii. 1 u 2 3amoyBar Ja TeKaT OT JaTaTa Ha I0/IaBaHe Ha 3asBJICHUE I10 pejia Ha
Hapezabara o wi. 261a, ai. 5.

Y. 2598. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - [IB, 6p. 102 o1 2012 1.,
B cuia ot 21.12.2012 1.)

Ui 259r. (Hos - B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., otm. - ZIB, 6p. 102 ot 2012 r,
B cuia ot 21.12.2012 1.)

Ui 260. (U3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 1.,
B ciiia oT 21.12.2012 r.) [IbpKaBHUTE OpraHu, JIBXHOCTHUTE JIMIA M 3asBUTEIIUTE IO Ta3H TjiaBa ca
JUTH>KHHU J1a OKa3BaT ChICHCTBUE HAa ChBETA M HA CIIY)KUTEJIUTE B HETO MPHU U3MBIHEHUE HA BH3JI0KEHUTE
UM 3abJDKCHHUSL.

Uin. 261. (U3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 1.,
B cmwia ot 21.12.2012 r.) (1) UneHoBeTe Ha cbBEeTa M HETOBUTE CIYKUTENH Ca JUTHKHU Ja HE
pasriacsBar o0CTOsATENCTBA W (aKTH, CTAaHAIM MM WM3BECTHU MPH WIM IO IOBOJ H3IBIHCHHE Ha
CIIy’)KEOHUTE UM 3aJBJDKEHHUS MO0 TO3U 3aKOH, OCBEH IO MHCMEHO MCKaHE Ha JIbpXKaBEH OpraH, Koratro
TOBA € MPEABUIEHO ChC 3aKOH.

(2) BpB BpB3Ka ChC 3aBDKEHUATA CU MO aj. | JmuiaTa MOAMUCBAT JAeKJapainus 1mo oodpaserl,
YTBBPJEH OT MpeJiceiaTes Ha ChBeTa.

Paspea I1.
Peryupane u peructpupaHe Ha IEHUTE HA JIEKAPCTBEHUTE MPOAYKTH. AJITOPUTMH 32 JIeYeHHe C
JgexapcrBenn npoaykru (Hos - JIB, 6p. 102 ot 2012 r., B cuaia ot 21.12.2012 1)

UYn. 261a. (Hos - IB, Op. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - /1B, 6p. 102 o1 2012 1,
B cuia oT 21.12.2012 r.) (1) CeBeThbT peryaupa LEHUTE Ha JIEKAPCTBEHUTE NMPOAYKTH, BKIIOUYBAHU B
[To3uTHBHUS JTEKAPCTBEH CIUCHK MO 4Wi. 262, an. 1 u 3arianianu ¢ myOJIuYHH CPEACTBA, B ChOTBETCTBHE
C Hali-HUCKUTE peepeHTHH LIEHU OT JbpKaBU UICHKHU.

(2) CoBeThT peryiupa NpeeTHUTE [IeHH Ha JIEKapCTBEHUTE MPOAYKTH, KOUTO CE€ OTIIYCKAT IO
JIEKapCKO TpEANHCcaHue, U3BbH Te3U MO aj. 1 B CHOTBETCTBUE C HAW-HUCKHUTE PEPEPEHTHU ILEHH OT
TbPKABU YICHKH.

(3) CoBeThT perucTpupa MaKCUMAIHHM TPOJAXHH II€HH Ha JpeOHO Ha JIEKapCTBEHUTE
MPOAYKTH, KOUTO CE OTITycKaT 0e3 JIEKapCKO MpeArrcaHme.

(4) Llenara, ompesernenHa mo peaa Ha aj. 1, € u mpejeliHa [IeHa Ha JIEKapCTBEHUTE MPOAYKTH MPHU
npojaxbaTta UM Ha ApeOHO.

(5) MuHuCTEpCKUAT CHBET MO NPEJIOKEHNE HAa MUHUCThPa Ha 3]JpaBeONa3BaHETO OMpPEes ¢
Hapenda yCIOBHATA U MpaBWJIaTa 3a PEryldpaHe Ha IIEHWTE Ha JICKQpCTBEHUTE MPOAYKTH Mo ai. 1, 3a



peryivpaHe Ha MpeAeTHUTE 1IEHW Ha OTIYCKaHUTE IO JIEKAPCKO MPEIINUCaHUe JIEKaPCTBEHU MPOIYKTH
no aj. 2 mpu npoaaxOaTa UM Ha APeOHO, KAKTO M YCIOBHUATA U pella 3a PErUCTpHpaHe HA LEHUTE Ha
JIEKapCTBEHUTE MPOIYKTH, KOUTO C€ OTITyCKaT 0e3 JIEKapCKO MpeANrcaHue.

Un. 262. (U3m. - IB, 6p. 60 ot 2011 1., B cua ot 05.08.2011 1., u3m. - IB, 6p. 102 ot 2012 1.,
B cwia ot 21.12.2012 r.) (1) (U3m. - IB, 6p. 15 ot 2013 r., B cria ot 01.01.2014 1.) [To3uTuBHUAT
JICKapCTBEH CIHMCHK CE M3TOTBS U MOAIbP)KA OT ChbBETA M BKJIIOYBA JIEKAPCTBEHHU MPOAYKTH, OTITYCKAHH
0 JIeKapcKo MpeANcaHre U 3aIamanu cbe cpeactra ot Oromkera Ha H30K, ot nbpxaBHUS Or0KET
M3BBH 00XBaTa Ha 3abJDKUTEIIHOTO 3PAaBHO OCHTypsiBaHe, OT Ol0/KeTa Ha JIeYeOHUTE 3aBElICHHS 110
y. 5 oT 3akoHa 3a JieueOHUTE 3aBeJIeHUS U OT Or0/KeTa Ha JeueOHUTE 3aBEACHUS C IbPKABHO W/UIU
obmmHCKO ydactue mo wi. 9 u 10 ot 3akoHa 3a jjeueOHNUTE 3aBeICHUS.

(2) [1o3UTUBHUAT JIEKAPCTBEH CIUCHK BKIIOYBA JIEKAPCTBEHH MPOAYKTH, KIACHUPUIMPAHU T10
(apMaKoJIOTHYHU TPYNH CBHITIACHO KOJAA M0 aHATOMO-TEPANeBTUYHO-XUMHYHATA KIACH(UKAIMS, ChC
CHOTBETHUTE MEXIyHAPOJHU HEMATEHTHU HAUMEHOBAHUS, MPUHAUICKAIIUTE KbM TSIX HAUMEHOBAHUSA,
CbC CHOTBETHATa Ac(HUHUpaHA JHEBHA [103a/T€PalleBTUYCH Kypc, IeHa mo wi. 26la, an. 1, mpenenHa
[[eHA Ha JIeKapCTBEHUTE NPOAYKTH MpU Mpoaaxbdara M Ha JpeOHO, pedepeHTHa CTOHHOCT 3a
nepuHUpaHa IHEBHa J03a/TepanmeBTHYEH KypC, CTOWHOCT Ha OINAKOBKaTa, H3YMCICHAa Ha 0Oasza
pedepeHTHa CTOWHOCT/TepanmeBTHYEH Kypc 3a AeduHHMpaHa JHEBHA J03a M HHUBO Ha 3arUlallaHe,
HE0O0XO/IMMHU 32 JICYEHUETO UM, KaKTO U 3a00JIIBaHuUs 10 MEKAyHapoieH Ko/ Ha 3abonsBanusaTa (MKB).

(3) 3a nekapcTBeHUTE MPOAYKTH, 3a KOMUTO HsSMa oOmpeneneHa neduHUpaHa JHEBHA /1034,
pedepeHTHaTa CTOMHOCT ce ompeaesst Ha 6a3a TepaneBTHYCH KypC, KOHIIEHTPAIHS UK 00eM.

(4) (Hom. - B, 6p. 48 ot 2015 r.) JlekapcTBenute npoayktu B [lo3UTHMBHUSA JieKapCTBEH
CIIHCBK C€ TMoAOMpaT CchOOpa3HO JOKa3aTelcTBa 3a €(QHUKACHOCT, TepaneBTHYHAa e()EeKTUBHOCT,
0€30MacHOCT U aHaIKU3 Ha (HhapMaKO-MKOHOMHUYECKH IMOKa3aTelld KaTo 3a JIEKAPCTBEHHUTE MPOIYKTH C
HOBO MEXJIYHapOIHO HEMaTeHTHO HaMMEHOBAHHE CE M3BBPINBA M OIEHKA Ha 3PaBHUTE TEXHOJIOTHH.
OneHkarta Ha 3/[paBHUTE TEXHOJOTUHU CE€ U3BBPIIBA MPU YCIOBHS U IO pell, ONpPEIeIeHu ¢ Hapeada Ha
MUHHCTBpPA Ha 3/[PaBEOIa3BaHETO.

(5) Korato eauH unu noseye JeKapCTBEHU MPOJIYKTH ChC CHIIOTO MEXKAYHAPOIHO HEMATEHTHO
HaNMEHOBaHME, JIeKapcTBeHa (hopMa W KOHIIGHTpalMs Ha aKTHBHOTO BEUIECTBO, C HM3KJIIOYEHHE Ha
JIEKapCTBEHUTE MNPOAYKTH NOo wi. 29, Bede ca BKIOYEHH B ChOTBETHaTa 4acT Ha Ilo3uTuBHUSA
JIEKapCTBEH CITUCHK, HE C€ M3BBPIIBA OICHKA 110 all. 4.

(6) [T03UTHBHHUAT JIEKAPCTBEH CIUCHK BKIIIOYBA!

1. mekapCTBEHU MPOMYKTH, IPEAHA3HAUCHH 3a JICUCHHE Ha 3a00JIIBaHMs, KOUTO CE 3aIlamar mo
pena Ha 3aKOHa 3a 3/IpaBHOTO OCUTYpSIBaHE;

2. JIEKapCTBEHU NpPOJYKTH, 3allalllaHu OT OI0/DKEeTa Ha JiedueOHUTE 3aBeJIeHUs Mo Wi. 5 oT
3akoHa 3a JledeOHUTE 3aBe/IeHHs U OT O0JPKeTa Ha JeueOHUTE 3aBEICHUS C IbPKaBHO U/MIIM OOIMHCKO
yuactre o wi. 9 u 10 ot 3akoHa 3a 1e4eOHUTE 3aBEICHUS,

3. JneKapcTBEHM NPOAYKTH, MNpeaHazHaueHu 3a JsedeHue Ha CIIMH, na uHbexnmo3Hn
3a0oJsiBaHMs, Ha 3a00JsBaHNs M3BHH 00XBaTa Ha 3aKOHA 3a 37PaBHOTO OCHUTYpSBaHE, 3aIlIAlllaHH TI0
pena Ha 4. 82, an. 1, T. 8 oT 3aKkoHa 3a 37ApaBeTO, KAKTO M BAaKCUHH 32 33bJDKUTETHU UMYHU3AIUN U
pEHMYHH3AIMY, BAKCHHU T10 CHEIHATHH TOKa3aHUs W TPU W3BBHPETHH OOCTOSTENICTBA, CIENU(DUIHA
CepyMH, UIMYHOTJIO0 yJTMHH;

4. mpezenHa 11eHa Ha JIEKapCTBEHUTE MPOAYKTH 1O Wi. 261a, ain. 4 mo e1eMeHTH.

(7) MunucrepctBoTO Ha 3apaBeona3aHeTo 1 H30K morart na npaBsT npeangoxeHus 10 ChBeTa
o wi. 258, an. 1 3a npepasriexaane Ha BKIOYEHU JIEKAPCTBEHU NMPOAYKTH B [I03UTHUBHNUSA JIeKapCTBEH
CIHCHK IPU YCIOBUS U O Pell, ONpeAeeHn B HapeabaTa mo wi. 261a, ai. 5.

(8) HanmonanHaTa 3/ipaBHOOCHTYPUTEIHA Kaca 3aIuialla JIEKapCTBEHUTE TPOYKTH 110 all. 6, T.
1 mpu ycioBusATa U 1O pelia Ha HapeadaTa mo wi. 45, ann. 9 ot 3akoHa 3a 3[paBHOTO OCUTypsIBaHE.



(9) (HoBa - JIB, 6p. 18 or 2014 r., gom. - JIB, Op. 48 ot 2015 r.) YcnoBusita, nmpaBuiata u
KpUTEPUUTE 32 BKJIIOYBAHE, MPOMEHH W/WJIM W3KIIIOUBAHE HA JICKAPCTBEHU MPOAYKTU OT [lo3uTHBHHS
JICKApCTBEH CIHCHK M 3a TOIIbpXKAHE HAa PEUMOYpPCHHS CTaTyC Ha JICKApPCTBEHHTE IMPOJYKTH Ce
orpeneNAT B HapenOara mo wi. 261a, an. 5.

(10) (Hosa - IB, Op. 48 ot 2015 r.) JlekapcTBeHuTe mpoAaykTu mo 4wi. 45, an. 10, 13 u 19 or
3akoHa 3a 3[paBHOTO OCHTypsiBaHE, 32 KOWTO HE Ca JIOTOBOPEHM OTCTBIIKH, HE C€ BKIIOYBAT B
[To3uTHBHUS JIEKapCTBEH CHUCHK. JIOTOBOPUTE 3a MPEIOCTaBsSIHE HA OTCTBIIKU IMOCTHIIBAT B ChBETA 10
pen, onpezeneH B Hapeaodara mo wi. 261a, an. 5.

(11) (Hosa - JIB, 6p. 48 ot 2015 r.) JIekapcTBEeHUTE MPOAYKTH, 32 KOUTO B IIPOLICTypaTa 1Mo Wi.
259, an. 1, T. 7 He ce JOKa)ke MOJIOKHUTEIHATA OLIEHKA MPH TIXHOTO BKIIIOYBAHE, CE M3KIIIOYBAT OT
[To3UTHBHUS JIEKAPCTBEH CIHCHK.

(12) (Homa - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3a nogaBaHe Ha 3asBJICHUE 3a
MoJTyyaBaHe Ha OIICHKA Ha 3JpaBHUTE TEXHOJOTMH MO ai. 4 MHHHCTEPCTBOTO Ha 3/IpaBeONa3BaHETO
cbOHMpa Takca B pa3Mep, onpenenieH ¢ tapudara mo wi. 21, an. 2.

Ui 262a. (Hos - /IB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r., orm. - JIB, 6p. 102 ot 2012 1,
B cuna ot 21.12.2012 1.)

Ui 263. (U3m. - IB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r., u3m. - JIB, 6p. 15 ot 2013 1., B
cuna ot 01.01.2014 r.) Cbc cpenctBa OT AbpKaBHHS OOJDKET M3BBH OO0XBaTa Ha 3aIbHKUTEIIHOTO
3[paBHO OCHUTYpsiIBAaHE MoOraT Ja c€ 3aIulaliaTr JICKApCTBEHU MPOJAYKTH, OTIHYCKaHH IO JIEKApPCKO
MpeIMCaHue, KOUTO HE ca BKIIOUSHH B CITUCHKA MO Wi. 262, an. 1, HeoOXoIuMu 3a MpOoPMITaKTHKA WA
JIeYeHUE TIpU CNHJIEMUYHH B3PUBOBE, CMHUJEMUU, MaHAEMUH, KAaKTO W TMpPU HAIMYUETO Ha
MPEANoaraeMo WM TOTBBPJCHO PA3NPOCTPAHCHHE HA XUMHUYECKH WIM OWOJIOTMYHHM areHTH WIIU
AJIpeHa paauanusl.

Uin. 264. (U3m. - [IB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 1.,
B cuna ot 21.12.2012 r.) (1) (dom. - IB, 6p. 18 ot 2014 r.) [Ipu npeycraHoBsBaHe Ha MPOJAKOUTE IO
qi1. 54, ain. 3 Ha JIEKapCTBEH MPOAYKT, KOWTO € BKJIIOUeH B [103UTHBHUS TEKapCTBEH CITUCHK, H KOTAaTo B
paMKHUTE Ha CbOTBETHOTO MEXAYHAPOJHO HEMATEHTHO HAUMEHOBAHHE HsAMa pa3pellleH 3a yrnoTpeda mo
TO3W 3aKOH JpPYr JIGKAPCTBEH MPOAYKT, NPHUTEKATEIAT Ha pa3pelieHHeTo 3a ynorpeda MHCMEHO
yBeoMsBa MMHHCTEPCTBOTO Ha 3/paBeona3BaHeTo U HannoHamHMs ChBET IO IIEHW U peuMOypcupaHe
Ha JIEKapCTBEHUTE TIPOTYKTH.

(2) (Hom. - 1B, 6p. 18 ot 2014 r.) [Ipurexarensr Ha pa3pelIeHUETO 3a ynoTpeda MUCMEHO
yBenoMsiBa MUHHCTEPCTBOTO Ha 3/IpaBeorna3BaHeTo W HammoHamHus ChBET 1O IIEHW B peuMOypcupaHe
Ha JIEKapCTBEHUTE MPOAYKTH U B CIIydauTe Ha IPEyCTaHOBSIBaHE NMPOJaKOUTE Ha JIEKAPCTBEH MPOJYKT,
YHATO [IEHA CIYXKH 32 OTpeIeIsTHE Ha pe)epeHTHA CTOHHOCT B PAMKHUTE Ha CbOTBETHOTO MEXTYHAPOTHO
HEeMaTeHTHO HAaMMEHOBAaHUE U JIEKapCTBEHa Gopma.

(3) Koraro nmponykTsT mo an. 1 u 2 e mpeaHa3HayeH 3a JiedeHHe Ha 3a00JIsiBaHUs, KOUTO Ce
3aruIaiiar mo pena Ha 3akoHa 3a 3JApaBHOTO OCUTYpsIBaHE, IPUTEXKATEINSAT HAa pa3pelIeHneTo 3a ynorpeda
nucmeno ysenomsaa u H30OK B cpokoBete 1o ain. 4.

(4) IpurexarensaT Ha pa3pelICHUETO 3a yIOTpeda € ITbXKEeH Ja U3BbPIIN YBEAOMIIEHHUETO IO
an. 1 He o KbCHO OT 18 Mecela mpean naTaTa Ha MPEyCTAHOBSIBAHE HA MPOJAKOWUTE, a B CIyYaUTE IO
aJl. 2 - He MO-KbCHO OT TPU Mecella MpeM JaTaTa Ha IpeycTaHOBSABAaHE Ha MPOAaKOUTe.

(5) (Hom. - IIB, Op. 18 ot 2014 r.) Jlo mpeycTaHoBsiBaHEe Ha TpojaxowTe mo am. 1 u 2
MPUTEKATENAT Ha pa3pelIeHHeTo 3a ynoTpeda € AIBKEH Ja OCUTYPU JOCTaThYHMU KOJIMYECTBA OT
CBHOTBETHHUS JICKAPCTBEH MPOIYKT 3a 3aJ0BOJISIBAHE Ha 3[pPaBHUTE TOTPEOHOCTH, OCBEH B CIyYauTe,
KOT'aTo MPEYCTAaHOBSIBAHETO CE JIBJKH Ha HAKOE OT OCHOBAHUSATA 1O Wi. 276 win o 4. 277.



(6) Cnen m3TMYaHE Ha CPOKOBETE IO aj. 4 TPUTEKATEIAT HA pas3perieHueTo 3a ymorpeda
Mo/aBa 3asBICHUE W CHOTBETHHTE JOKYMEHTH 32 W3KIIOYBAHE HA JIGKAPCTBEHUS TMPOIYKT OT
[To3uTHBHUS TEeKapCTBEH CIHUCHK.

(7) Koraro cnen mpeycraHoBsiBAaHE NMPOAAXOUTE HA JEKAPCTBEHUS MPOAYKT MPUTEKATEIAT HA
paspenieHueTo 3a yrnorpeda He € M3IMBIHWI 3aIb/DKEHUETO CH MO aj. 6, ChbBeTHT Mo wi. 258, am. 1
CITy’keOHO ro n3KIitoyBa oT [103UTHBHUS JIEKAPCTBEH CIHCHK.

Ui 265. (1) MUHUCTEPCKHUAT CHBET Ch3/1aBa KomMucus mo mpo3pagyHocT.

(2) (Jom. - B, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) ChcraBbT Ha Komucusita mo
MPO3payHOCT ce ompenens OoT MUHUCTEPCKHS CBhBET MO TMPEUIOKEHHE Ha MUHUCTbpa Ha
3/paBeorna3BaHeTo. B Hes 3aqbJDKUTETHO Cc€ BKJIIOYBAT MPEACTaBUTENIM Ha MMHHCTEPCTBOTO Ha
3/jpaBeona3BaHeTo, Ha MHHUCTEPCTBOTO Ha Tpyaa W couuaiHata nonutuka, Ha MAJL, na H30K, Ha
bearapckus nekapcku Chbio3, Ha bbiarapckus 3n00JEKapcKu Chl03, Ha bhirapckus dapmaneBTHueH
ChIO3 U Ha OpPraHU3allMy Ha MalueHTUTe U (hapMalleBTHUHATA HHIYCTPUSI.

(3) (U3m. - JIB, 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.) JIune, koero e wien Ha KoMucusTa mo mpo3padqHocT, HeE MOXe Ja ObJIe U WICH Ha
HaunonanHus chbBeT 10 LIEHU U peuMOypcrpaHe Ha JICKaPCTBEHUTE MTPOIYKTH.

(4) MuHHCTEpPCKUAT CHBET OMpEeNis ¢ MPAaBUIHUK YCIOBUATA U pela 3a pabora Ha Komucusita
10 TIPO3PAYHOCT.

Ui 266. (1) (U3wm. - JIB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r., m3m. - JIB, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) Komucusita mo mpo3padHocT € opras, mpea KOWTO Morar Aa ce o0KanBar
pemeHusiTa Ha HarmoHaHus ChbBET 1O LIEHU M peuMOypcUpaHe Ha JISKapCTBEHUTE MPOAYKTH.

(2) Pemienusra Ha Komucusra 1o npo3payHocT ce B3eMaT ¢ MHO3UHCTBO JIBE TPETH OT ChCTaBa
o

(3) Pemenusita 1o an. 2  moiexkar Ha  o0OXajgBaHE MO peaa  Ha
AJIMUHHCTPAaTUBHOIPOLIECYATTHUSI KOJIEKC, KaTo 00alIBaHETO HE CIIMPA U3ITbJIHEHUETO UM.

Y. 266a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) Korato neuenuero Ha
CbOTBETHO 3a0ojsiBaHe € 0e3 anTepHaTHBa B CTpaHaTa, 3a KOHKPETEH MallMeHT MOXKE Jla ce mpuiara
JIEKapCTBEH MPOJYKT, KOMTO € paspelleH 3a ynoTpeba B CTpaHa - 4wieHKa Ha EBponeiickus cbro3,
paspeleH e 3a ynorpeda 1o pesia Ha TO3H 3aKOH, HO HE Ce pa3NpOoCTpaHsBa Ha ObIrapckus nasap.

(2) ExerogHo mo mpeyiokeHHE Ha JieyeOHWTE 3aBeleHHUs 3a OOJIHWYHA IOMOII M Ciel
CTaHOBHILE HA CHOTBETHMS HAIMOHAJIEH KOHCYITAHT MO Hpoduia Ha 3a00JsBaHETO MUHUCTBPBT Ha
3/IpaBEeOIa3BaHETO YTBbpXkAAaBa CHHCHK Ha JIEKAPCTBEHUTE NPOAYKTH MO al. 1, KOWTO ChIbpiKa
ciieHaTa UHGopMarus:

1. KoJ MO0 aHATOMO-TepaneBTUUYHO-XUMUYHATA KIIaCU(PUKALUS;

. MEX1IyHapOJHO HEMAaTEeHTHO HAUMEHOBAHUE, KbM KOETO MPUHAJIEKH TPOSYKTHT;
. 3a00151BaHe TT0 MEXITYHAPOJICH KO/ Ha 3a00JISIBAHUSATA;

. JIeKapcTBeHa opMa U KOJIMYECTBO aKTUBHO BEIIECTBO;

. JIOIIbIHUTETHA UH(OpMALIHSL.

(3) Choucekpr mo an. 2 ce nyOnMKyBa Ha CTpaHuiiata Ha MUHHMCTEPCTBOTO Ha
3/IpaBeoIa3BaHETO B UHTEPHET.

(4) YcnoBusiTa 1 peIbT 3a BKIIOYBAHE, IPOMEHHU WM U3KIIIOUYBAHE HA JICKAPCTBEHH MPOJIYKTH B
CIUCBHKA T10 all. 2 ce ONpeAeIT ¢ Hapeabdara mo wi. 9, an. 1.

(5) JlekapcTBeHMAT MNPOAYKT Mo al. 1 ce JO0CTaBs MO CHEIMaJHAa NOpbYKa Ha JiedeOHO
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3aBeJIeHHE 3a OOJIHMYHA IIOMOLI [P YCIOBHS U 10 Pell, ONpeNieeHu ¢ Hapeaoara mo uwi. 9, ai. 1.
(6) PpkoBOIUTENAT HA JIEUEOHOTO 3aBEACHUE MO Al. 5 HOCH OTTOBOPHOCT 3a MpHJIAraHeTo Ha
JICYEHHUETO 110 all. 1.

I'naBa Tpunanecera.
ABbPKABEH KOHTPOJI BbPXY JIEKAPCTBEHUTE INPOAYKTH

Ui 267. (1) (U3m. - IB, 6p. 98 oT 2010 1., B crta ot 01.01.2011 r., mom. - JIB, 6p. 102 ot 2012
r., B cwia ot 21.12.2012 r.) MuUHHCTEPCTBOTO Ha 3[IpaBEOIAa3BaHETO PBKOBOJAU JABP>KABHMSI KOHTPOI
BbPXY JEKapCTBEHUTE MNPOAYKTH. HemocpeacTBEHOTO pPBHKOBOICTBO CE€ OCBHIIECTBSIBA OT TIJIABHUS
JbP’KaBeH 3/IpaBEH WHCIEKTOp, OT Mpejcenarenss Ha chbBeTa mo wi. 258, an. 1, OT U3NBJIHUTEITHUSA
nupektop Ha MAJI u ot aupekropute Ha P3M, xouto ca abpkaBHM MHCIIEKTOPU MO KOHTPOJIA BbPXY
JIEKapCTBEHUTE IPOIAYKTH.

(2) (U3m. - JIB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., mom. - JIB, 6p. 102 oT 2012 1., B
cwia ot 21.12.2012 r.) Opranu 3a Abp>KaBeH KOHTPOJ BbPXY JIEKAPCTBEHUTE MPOJYKTH Ca ChbBETHT IO
1. 258, an. 1, UAJI u P3U.

(3) (U3m. - IB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., mom. - JAB, 6p. 102 ot 2012 1., B
ciia ot 21.12.2012 r.) HemocpeacTBEHUAT KOHTPOII c€ YIPaXXHSABA OT AJIBKHOCTHH JIMIIA - HHCIIEKTOPH
U €KCIIEPTH, OIPENIETICHH ChC 3allOBEIU Ha IpeJiceaaTeNs Ha chBeTa o wi. 258, an. 1, Ha AupekTopa Ha
WNAJI unmn Ha nupekropa Ha cboTBeTHaTa P3U.

(4) Ilpu ocbliecTBsABaHE HAa KOHTPOJIHUTE CHU (DYHKLIMM OpraHUTE MO ai. | mMoraT Ja MOucCKaT
CHJICHCTBUETO HA OPraHuTe Ha MUHHUCTEPCTBOTO HA BHTPEUIHUTE PabOTH.

Y. 267a. (Hos - IB, 6p. 60 ot 2011 1., B cmma ot 05.08.2011 r., m3m. - [IB, 6p. 102 o1 2012 1.,
B cuna ot 21.12.2012 r.) UsnbeaauTenHa areHuus "METUIIMHCKH OJIUT" OCBIIECTBABA KOHTPOJ 3a
CIa3BaHETO Ha YTBBpJEHUTE (hapMaKO-TEpareBTUYHU PBHKOBOJICTBA W HW3BBPIIBAHETO HAa OIEHKA Ha
e(eKTUBHOCTTA Ha TeparusiTa B CbOTBETCTBUE ¢ KpUTepuuTe mo wi. 259, an. 1, T. 4.

Ui 268. (1) U3mbaauTenHaTa areHys 1Mo JeKapcTBaTa yIpaxKHsBa KOHTPOI BbPXY:

1. (mom. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) CbOTBETCTBUETO HA TTOMEIICHUSITA,
CbOPBKEHUSATA U YCIOBHUATA 3a MPOM3BOACTBO, KOHTPOJ, ChXpPaHEHHWE U THProBUS C JIEKAPCTBEHU
MPOJYKTH U aKTHBHU BEIIECTBA U 3a Clla3BaHe Ha M3MCKBaHUATa Ha JloOpaTa Mpon3BOACTBEHA MPAKTHUKA
Ha JIEKapCTBEHU MpoaAyKTH u Jfobpara guctpuOyTopcka nMpakTUKa,

2. (m3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) neiiHocTTa Ha MpPUTEKATEITUTE HA
paspelieHue 3a ynorpeda, Ha MPOU3BOJIUTENINTE, BHOCUTEIUTE, ThPrOBLUUTE Ha €IpO C JIEKapCTBEHU
MPOAYKTH U aKTHBHH BeIIECTBa, Ha TMOCPEAHHIIMNTE B O0JIaCTTa Ha JIEKAPCTBEHHUTE MPOIYKTH, Ha
aNITeKUTE U IPOTCPUUTE;

3. KauecTBOTO, 0€30MaCHOCTTa U €(PUKACHOCTTA Ha JIEKAPCTBEHUTE MPOAYKTH;

4. KIMHAYHUTE W3MUTBAHWSA Ha JICKAPCTBEHUTE NPOAYKTH M KOHTPOJ 3a CIlla3BaHe Ha
u3ncKBaHuATa Ha JloOpara KITMHUYHA TPAKTHKA;

5. nekapcTBeHaTa MUH(OpMaIKs, CBbp3aHa C pa3pelIaBaHeTo UM 3a ynoTpeda u pekiiaMara;

6. (u3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) cucremara 3a mpocleqsBaHe Ha
JIeKapcTBeHa 0€30IacHOCT Ha MPUTEXKATEIUTE Ha pa3pelIeHre 3a ynoTpeda 1 3a cria3BaHe U3UCKBAaHUATA
Ha J[oOpaTa mpakTuKa 3a nmpocleasiBaHe Ha JIeKapCTBeHa Oe30MMacHOCT.

(2) (M3m. - 1B, 6p. 98 ot 2010 r., B cruta ot 01.01.2011 r.) Pernonanuute 3apaBHU HHCHIEKIUU
YIPaXXHSIBAT KOHTPOJI BHPXY MOMEIIEHUATA, ChOPHKEHUATA, YCIOBHATA 32 ChbXPAaHEHHWE U THPTOBUS C



JIEKapCTBEHHU MPOAYKTH, KAKTO U BBPXY JIEHHOCTTAa Ha THPrOBLUUTE Ha €IpO, allTEeKUTE U JIPOTEPUUTE,
pa3MoJIOKEHH HA TEPUTOPUSATA HA ChOTBETHATA 00JIacCT.

(3) C UAIJI ce cprimacyBaT MHBECTUIIMOHHUTE TPOEKTH 3a CTPOUTEJCTBO HAa HOBH W/WUIU
MPEYCTPOMCTBO Ha CHIIECCTBYBAIM OOEKTH, CBBbP3aHH C IPOU3BOACTBOTO HA JIEKAPCTBEHU MPOAYKTH
cboOpa3Ho nmpasuiiaTa 3a JJoOpaTa npou3BoACTBEHA IPAKTHKA HA JIEKAPCTBEHU MTPOTYKTH.

Un. 268a. (Hos - IB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) (1) (M3m. - IB, 6p. 84 ot
2018 r., B cuna ot 12.10.2018 r.) Jlapenus Ha JeKapCTBEHU MPOAYKTH OT MPUTESKATEIIN HA Pa3pEIICHHE
3a yrnotpeda, IpOU3BOIUTEH, THPTOBLY Ha epo U ApeOHO U OT bbarapckus YepBeH KpbCT MOrar ja ce
U3BBPIIBAT CaMO Clie] MoJlaBaHe Ha yBenomuieHue oT napurens a0 MAJI mo obpaszel, yTBBpAEH OT
MUHHUCTBPA Ha 3/]paBEONa3BAHETO 10 NMPEAJIOKEHNE HA U3NBJIHUTENHNS JupeKkTop Ha MAJL.

(2) Japenusra ce U3BBPILIBAT MpU Cla3BaHE Ha MpaBuiata 3a JloOpa napurencka mpakTuka Ha
CBeroBHaTa 37jpaBHa OpraHU3aLusl.

(3) (Orwm. - 1B, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.)

(4) JleueOnure 3aBenenus u bvarapckuar YepseHn kpbeT yBenomsiBar MAJI 3a momydenure
JapeHus Ha JIEKAPCTBEHU MPOAYKTH B 7-THEBEH CPOK OT MOJIYy4aBAHETO HM.

(5) B kpas na Bcsako Tpumeceune WAJl wmsmpama wuHbopmanusi B MUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHEeTO 32 U3BBPIICHUTE JAPEHUS 1O ail. 4.

(6) 3a U3BBPIIBAHETO HA JApPEHHUE HA JIEKAPCTBEH MPOAYKT IO MOJ0a Ha JieueOHO 3aBe/eHuUE,
MpelHa3HaueH 3a JIeYeHHE Ha KOHKPETEH MAalMeHT B KUBOTO3aCTpallaBalll0 ChCTOSIHHUE, AAPUTEINSAT
yBenomsea MAJI B 7-1HEBEH CPOK OT U3BBPIIBAHETO MY.

(7) HJapenusra no an. 6 He MoraT Jla HaJBUIIaBaT KOJUYECTBOTO, HEOOXOAMMO 32 €THOKPATEeH
KypC Ha JIEYEHHE.

Ui 269. (1) KonTpoasT mo wi. 267 ce u3BbpIIBa Ype3 HHCIEKIMH U Ja00paTOPHU U3ITUTBAHUS.

(2) Mucnexuute u 1a00paTOPHUTE U3MUTBAHUS 1O al. | ce U3BbpIIBAT:

1. BB Bpb3Ka ¢ W3JaBaHE Ha paspelleHus 3a ynorpebda, MpOU3BOACTBO, BHOC U CepTUDUKATH
10 pe/ia Ha TO3H 3aKOH;

2. BbB BpBb3Ka C OCBUIECTBSBAHE HAJ[30pP HA 1a3apa Ha JEKapCTBEHU MIPOLYKTH;

3. mpu 3asBsABaHE OT cTpaHa Ha EBpomeiickata kommcusi, Ha EBpomeiickara areHuus 1o
JIEKapCTBATA UJIM OT CTPaHa HAa KOMIIETEHTHHUS OpPTaH Ha Jpyra AbpkKaBa WICHKA;

4. mpu 3asiBIBaHE OT CTpaHa Ha MPOU3BOJIUTEI, BHOCUTEN WM MPUTEKATENl HA pa3pelieHue 3a
yrnoTpeda U3BbBH ciydauTte 1o T. 1.

(3) (M3m. - 1B, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) U3npaHuTEeNHATA areHIUs 10
JIEKapCcTBaTa N3BbPIIBA MHCIIEKINH:

1. Ha npou3BOAMTENN HA JIEKAPCTBEHU MPOJIYKTH, PA3NOI0KEHN Ha TepUTopusaTa Ha Penybnuka
boearapus, Ha 1bpkaBa YJIECHKA UM B TPETH IbPIKABU;

2. Ha BHOCHUTEJH U THPrOBIM HA €APO C JIEKAPCTBEHU MPOIYKTH;

3. Ha NOMEILEHUATAa Ha IPOU3BOJUTEINTE, BHOCUTEIUTE U THPrOBUUTE HA €IpO HAa aKTUBHU
BElIECTBa, Pa3MoJIOKEeHU Ha TepuTopusita Ha Penybnuka bearapus;

4. Ha TIOMEUICHMSTA Ha IMPOM3BOAMTENM WM THProBIM HAa €1pO HAa aKTUBHU BEILECTBA,
Pas3MoJIoKEeHU B TPETU AbPrKaBH, KAKTO U HA MPOU3BOAUTEIN UM BHOCUTEIH Ha TOMOIIIHH BEIECTBA;

5. Ha TOMEUICHMATAa Ha MPUTEXKATEIUTE Ha pa3pelleHus 3a ynorpeda Ha JIEKapCTBEHU
MPOJAYKTH U Ha MOCPEIHUIIUTE B 00JIacTTa Ha JIEKAPCTBEHUTE MPOIYKTH, PETUCTPUPAHU TIO pela Ha Yl.
212a;

6. xato yacT OT cepTU(UKAIMOHHA MpoLeaypa, KOSATO € BbB Bpb3Ka C MOHOrpadguu Ha
EBponeiickara papmaxores;



7. Ha IPOU3BOIUTEINN HA U3XOJHH MAaTEPUAIH 110 ITMCMEHO UCKaHE Ha MPOU3BOAHUTEIIS.

(4) VBobiHUTENHATA areHIMs 1O JIeKapCcTBaTa M3BBHPIIBA WHCIEKIIMK HA MPOU3BOJUTENN Ha
JICKApCTBEHH TIPOJYKTH, YCTAaHOBCHHM B TpEeTa Jbp)KaBa, BbB BpPB3Ka C TMOJAJICHO 3asBJICHUE 32
MoJIyyaBaHe Ha pa3pelieHue 3a ynorpeda Ui BHOC.

(5) (U3m. - ]IB, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 r.) UucnekuuuTte mo ain. 3 u 4 ce
W3BBPIIBAT B ChOTBETCTBHE C PHKOBOJCTBA, IpreTH OT EBporelickara KOMUCHS.

(6) (M3m. - JIB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) U3mbanuTenHaTa areHIus 1o
JIEKapCcTBaTa y4yacTBa IO MCKaHe OT EBpormeiickara komucus, EBpornerickata areHuus Io JIEKapcTBaTa
WIHA TbpKaBa WICHKA MPU M3BBPIIBAHETO HA MHCIEKIUH 1O al. 3 B EBpOIEHCKUs ChIO3 WM B TPETH
IbPXKABH.

(7) (M3m. - JIB, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 r.) U3nbaauTenHaTa areHIus mo
JIeKapcTBaTa CU ChTPYIHUYHM U oOMeHs mHGpopmarus ¢ EBporeiickara areHuus Mo JeKapcTBara MpH
TUTAHUPAHE ¥ U3BBPIIBAaHE HA HHCIICKIIMUTE 110 all. 3.

(8) (Homa - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) U3nbaHuTenHaTa areHuus mo
JIeKapcTBaTa CU CHTPYIHWUYM ¢ EBporeiickara areHuus IO JIeKapcTBaTa MPH KOOPJMHHPAHETO Ha
WHCIIEKIIUU B TPETH JbPIKABH.

Ui 269a. (Hos - /1B, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 r.) (1) JUIeXXHOCTHUTE JIHIIA TIO
wi. 267, an. 3 U3roTBAT JOKJIAJ 32 BCSIKA U3BBPIICHA HHCHEKIMS 110 4. 269, an. 3 u 4 3a cra3BaHeTo Ha
NPUHIUIIATE U PBKOBOJCTBATa 3a JloOpa Mpon3BoCTBEHA MPAaKTUKA Wi 3a JloOpuTe AUCTpUOYTOPCKU
MIPAKTUKH, WJIK 32 CIIa3BaHe U3MCKBAHMATA Ha TJIaBa OCMa, KAKTO M M3UCKBAaHUATA HA TO3W 3aKOH.

(2) HoknambT mo an. 1 ce mpeaocTaBs Ha MPOBEPSBAHOTO JIKIIE, KOSTO MOXE Jia MPEICTaBH
OEJIeKKH TI0 HETO.

(3) Ilpu nonyuaBane Ha o6ocHOBaHO Mckane MAJI u3npaina 1mo eJIeKTPOHEH IbT JOKIAJIUTE IO
al. 1 Ha KOMIETCHTHHsS OpraH Ha JApyra JIbp)kaBa WICHKa WIM Ha EBporeiickara areHIus IIo
JIeKapCcTBaTa.

Y. 2696. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynrar Ha
U3BBpIICHA MHCNEKUUs Mo wi. 269, an. 3 ce ycraHOBH ChOoTBeTcTBHE ¢ JloOpara mpou3BOJICTBEHA
MPaKTHUKa, ChOTBETHO JloOpuTe MucTprOyTOPCKM MpPaKTUKH, Korato € mpmioxkumo, MAJl m3nasa Ha
NIPOM3BO/IUTENS, BHOCUTEISI MJIM Ha ThproBela Ha enpo cepTudukar 3a JloOpa Npou3BOJCTBEHA
MIpaKTHKa, CHOTBETHO cepTuduKkar 3a JloOpa aucTpubyTopcka IpakTHKa B Cpok 10 90 nHU OT
M3BBPIIBAHE HA MHCIIEKIUATA.

(2) Korato B pe3ynaTar Ha HU3BbBpIIEHAa HMHCHEKIUSA MO 4i. 269, an. 3 ce ycTaHOBHU, ue
MIPOU3BOIUTENAT, BHOCUTENAT WIM THProBeLbT HA €JIp0 Ha JIEKAPCTBEHUM NPOAYKTH WIM HA aKTUBHHU
BElIeCTBAa HE CHa3Ba M3UCKBAHMATA Ha 3aKOHA W/WIM TNPUHIUINTE M pbKOBoAcTBaTta 3a JloOpa
IIPOM3BOJICTBEHA MpakTHKa u/win Ha Jlo6pute auctpubyropcku npaktuku, MAJI u3gaBa craHoBHUIIIE 32
HECHOTBETCTBUE.

(3) UsnenHuTeNnHATA areHus 110 JIeKkapcTBaTa BbBeXk/1a B 6azara naHHM 1o wi. 147 u3gaaeHure
ceptudukaru mo an. 1 u uaopmanus mno ain. 2.

Y. 2698. (Hos - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynrar Ha
W3BBpIIEHA MHCHEKIMSA 1o 4wi. 270, an. 1, T. 5 ce yCcTaHOBM, Y€ MPUTEKATEIST Ha pa3pelieHueTo 3a
yrnoTpeba He cma3Ba M3UCKBaHMsATAa Ha riaBa ocma, MAJI naBa mpenmucaHus 3a OTCTpaHsBaHE Ha
HECHOTBETCTBHUATA.

(2) B canyuyaure mo an. 1 MAJI yBemomsBa abpikaBUTe 4ieHKH, EBpomeiickara areHius mo



JiekapcTBara u EBponeiickata KOMUCHS.

Y. 270. (1) B pamkure Ha cBOsITAa KOMIIETEHTHOCT JUITBKHOCTHUTE JIMLIA 110 Wwi. 267, ait. 3 umar
paBo:

1. (u3m. - IB, 6p. 102 ot 2012 r., B cuita ot 02.01.2013 r.) Ha 1OCTHII 10 BCUYKU TOKYMEHTH,
CBBpP3aHH C IpeaMeTa Ha WHCHEKUUATa, KAaKTO U A0 JOKYMEHTH, CBBP3aHU MPSKO WIA KOCBEHO C
HapylleHHE Ha TO3M 3aKOH WM Ha 3aKOHOAATEJICTBOTO Ha IbPKABUTE UJIEHKH, BBBEXKJIAIIU
m3uckBanuaTa Ha J{upexruna 2001/83/EO, HezaBucumo ot hopmaTa Ha JOKYMEHTA,

2. 1a pa3nopensaT Ha BCAKO JUIE A MPEAOCTaBU CBEJCHUS 3a HapyLIEHUs 10 T. 1, KOUTO ca My
U3BECTHHY;

2a. (moBa - JIB, Op. 102 or 2012 r., B cuna or 02.01.2013 r.) ma uHCHEKTHpAT
MIPOU3BOJICTBEHUTE U THPrOBCKUTE OOEKTH HAa MPOU3BOAUTEIUTE HA JICKAPCTBEHH NMPOAYKTU, aKTUBHU
WJIA TIOMOIIIHU BEIECTBA, KAaKTO U JIa0OpaTOpUuUTE, U3MOI3BaHU OT MPHUTEKATEIUTE Ha pa3pelieHue 3a
MIPOM3BOJICTBO WUJIM BHOC;

3. Ja WHCHIEKTHUpAT MO BCSAKO BpeMe OOEKTHUTE, MOAJEKAIIM Ha KOHTPOJ, M Ja M3HCKBAT,
MpOBEpSIBAT U TMPaBAT KOMHUS OT BCHYKH JOKYMEHTH, CBBpP3aHH C I[SJIOCTHaTa JACWHOCT Ha
KOHTPOJIUPAHUS OOCKT;

4. na B3emMaT NpoOM OT JIEKAPCTBEHU MPOIAYKTH, AKTUBHU U TIOMOIIHHM BeIIeCTBa 3a
1abopaTOpHH U3IUTBAHHUS,

5. (u3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) 1a MHCHEKTUPAT IMOMEIICHUATA,
apXUBUTE, TOKYMEHTUTE U OCHOBHATa JOKYMEHTAIUs Ha CUCTEMaTa 3a Ipocie/isBaHe Ha JeKapcTBeHaTa
0€30MacHOCT Ha MPUTEKATEeNs Ha pa3pelieHueTo 3a ynoTrpeda WM JIMla, Ha KOUTO € BB3JIOKHUI
U3BbPIIBaHE HA JEHMHOCTHUTE 110 IJ1aBa OCMa;

6. (HoBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) 1a U3BBpIIBAT IPOBEPKA OTHOCHO
CIIa3BaHETO HA YTBBbPJCHUTE LIEHU, IPEJEITHUTE LIEHU WIN PETUCTPUPAHUTE LIEHU NPHU Hpojaakdara Ha
JIEKapCTBEHH MPOIYKTH;

7. (mpeaumHa 1. 6 - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) 1a cbhCTaBAT aKTOBE 3a
yCTaHOBSIBAHE Ha aIMUHUCTPATUBHU HapyLLICHHS.

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

(3) (U3m. - IB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r.) U3OBIHUTENHUAT TUPEKTOP HA
HNAJI nnu cpoTBEeTHUAT aupekTop Ha P3U B 3aBUCHMMOCT OT MOAYMHEHUETO Ha JJIBKHOCTHOTO JIULIE,
YCTaHOBWJIO HapyILIEHUETO, UMa IIPaBo Ja:

1. paznopeau MUCMEHO Ha HAPYIIUTENS J1a IPEYCTaHOBU HapyIIEHUETO 1o ai. 1, T. 1;

2. N3MCKBa OT HApPYLIUTENS Ja JeKJIapupa, 4e L€ NpeycTaHOBU HapylmeHueTo mo an. 1, 1. 1 u
IIpU HEOOXOIMMOCT J1a T'0 331bJDKU J]a HallpaBU JeKjapalusaTa 001ecTBEHO JOCTOSHUE;

3. pasmopeaM npekparsBaHe MM 3a0paHa Ha BCSKO HapymeHue mo ai. 1, 1. 1 u npu
HEOoOXOMMOCT Jla HallpaBH pPA3MOpPEeXJIAaHETO 3a IpeKparTsBaHe WM 3a0paHa Ha HapyIIEHHUETO
OOIIIECTBEHO JI0CTOSIHHE.

(4) (Hosa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IIpeacenarenst Ha cbBeTa MO YII.
258, an. 1 uma mpaBo Aa pasnopenu NMHCMEHO Ha HapyIIMTENs Jla IPEyCTaHOBH HapyIIEHHETO,
YCTaHOBEHO MPH MpOBEpKaTa 1o ai. 1, T. 6.

Un. 271. (1) (U3m. - [IB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r.) Pernonanuure 3npaBHU
WHCIIEKIINY UMaT MpaBo Jia:

1. cnupar CTPOMTENCTBOTO M Ja M3AaBaT MpPEINUCaHUsS, KOraTo YCTaHOBST HapyIICHHsS Ha
XUTHEHHUTE HOPMH WM HW3HMCKBaHHUS B TpoIlleca Ha M3MBJIHEHUE HA CTPOUTEICTBOTO; NMPH HE3aKOHHO
CTPOMUTENICTBO Ha OOEKTH U CHOPHKEHHS 32 MPOU3BOJICTBO, ChXPAHEHHE U MpoJax0a Ha JEeKapCTBEHH



MPOAYKTH YBeAOMSBAT JIMpeKnusTa 3a HallMOHAJICH CTPOUTENICH KOHTPOJI WIIM TEXHUYECKaTa CIIy0a Ha
oOmmHaTa;

2. 3a0paHsBaT IYCKAaHETO B EKCIUIOATAllMs W Jia CHHpaT CKCIUIoATalisITa Ha OOCKTH H
CbOPBHKEHHUS TMPH HapyllaBaHe Ha WM3UCKBAHHUATA M HA XWUTHMEHHUTE HOPMHU IPH HPOH3BOJCTBOTO,
CBhXPaHEHHETO U Mpoak0aTa Ha JISKAPCTBEHH MPOJYKTH - IO OTCTPaHSBAaHE HA HAPYIICHUSATA;

3. (m3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Giiokupar JieKapcTBEHH MPOIYKTH
NpH HAIWYKE HAa JIOKYMEHTHpaHa HH(OpMAaIUs 3a: HEChOTBETCTBHE C W3HMCKBAHUATA 32 KAueCTBO;
JICKQpCTBEHH MPOAYKTH, BHECEHM WIM MpPOU3BEIACHW B HApyUIeHHE Ha TO3M 3aKOH; JIEKapCTBEHU
MPOAYKTH, KOUTO C€ MpeJyiaraT B OMAKOBKHU C JIMCTOBKH, KOUTO HE OTTOBAPST HA M3MCKBAHUATA HA TO3U
3aKOH; U u3Ipaluat Mmoctpu oT Tsax B MAJI,

4. nmaBaT 3aKJIOYCHHS] 332 CHOTBETCTBHETO HA OOCKTUTE Ha KOHTpPOJA C HOPMATHBHO
OIpeJICIEHUTE N3UCKBAHUS;

5. U3AaBaT pa3nopexaaHus, MPEANUCAHNS U YKa3aHHUS B PAMKHTE HA CBOSITA KOMIIETEHTHOCT,
KOHUTO Ca 33JJbJDKUTEIIHU 32 BCUYKH JIMIA HAa TEPUTOPHUATA HA CHOTBETHATA 00JIACT.

(2) U3m. - B, 6p. 98 or 2010 r.,, B cuma or 01.01.2011 r.) Ilpunynurtennure
aJIMMHHUCTPATUBHU MEpKU 110 aji. 1 wim no wi. 270, an. 3 ce HajaraT cbC 3anoBejl Ha AupekTopa Ha P31

3) 3amoBegute o a. 2 HOJJIEKAT Ha oOkaJiBaHe 1o pena Ha
AJIMHHHCTPAaTUBHOIPOIIECYATHHS KOJIEKC, KaTO 00)KAJIBAHETO HE CIHPA M3ITBIHEHUETO HM.

Ui 272. (1) U3mpaHuTeIHATA areHIus 1Mo JeKapcTBaTa:

1. (mom. - B, ©p. 102 ot 2012 1., B cuna or 02.01.2013 r.) 3abpaHsiBa IyCKaHETO B
eKCIUIOATalUsl M CIHpa eKCIIoaTaluaTa Ha OOEKTH M ChOPBKEHHs NpH HapyllaBaHe IpaBUiaTa Ha
JloOpaTa mpoU3BOJACTBEHA MPAKTUKA HA JICKAPCTBEHHW MPOIYKTH M HA aKTHBHU BEIECTBA, KAKTO W Ha
Jo6pute 1ucTpruOyTOPCKU MPAKTUKHU 10 OTCTPAHsSIBAaHE HA HAPYLLIEHUTA;

2. 3a0paHsiBa MIPOU3BOJICTBOTO, BHOCA, U3HOCA U THPIrOBUATA HA JIEKAPCTBEHU MPOAYKTH, KOUTO
IpPSKO WJIM KOCBEHO 3acTpalllaBaT 3[paBeTO Ha XOpaTa, U pa3lopexaa Te Aa ObJaT YHMIIOXKEHH,
pepabOTEeH! WM U3I0JI3BaHU 32 IPYTH LIEJH;

2a. (noBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) 3anMuaBa OT perucTbpa IUIaTa,
U3BBpUIBAIIM JIEHHOCT [0 TIOCPEJIHUYECTBO C JIEKAPCTBEHM MPOAYKTH, IpU HECMa3BaHe Ha
3abJDKEHUATa 110 wi. 2120.

3. BpPEMEHHO CHHpa eKCIUloaTalusTa Ha OOEKTH 3a TBHProBUS Ha €Ipo M Ha ApeOHO C
JIEKapCTBEHM INPOAYKTH, KOTaTO HE C€ M3IBIHABAT YCJIOBMATA, IPU KOUTO € U3JaJEHO CHOTBETHOTO
paspeleHue;

4. Onokupa JIEKapCTBEHU NPOAYKTH NpU HaJIM4yMe Ha JOKyMEHTHpaHa HH(opMarus 3a:
HECHOTBETCTBUE C M3MCKBAHMSTA 32 KAaueCTBO, €()EKTUBHOCT U O€30IaCHOCT; JIEKAPCTBEHU IMPOJYKTH,
BHECEHU WJIM NPOU3BEACHU B HAPYLIEHUE HA TO3M 3aKOH, KAKTO U JIEKAPCTBEHM IPOJIYKTH, KOUTO CE
mpejajgaraT B ONAKOBKU C JIMCTOBKM, KOMTO HE OTIOBapSAT Ha M3UCKBAHUATA Ha TO3U 3aKOH; IpH
HE00XO0AMMOCT Hapexk/ia M3TErJSHETO UM OT alTeKUTE U JPOTrepUuTe, OT CKJIAJOBETE 3a ThPrOBUS Ha
€l1po, OT MPOU3BOJUTENINTE M JiedeOHUTE 3aBEJCHHUS M YBEJAOMsBAa 3a TOBa MUHHCTEPCTBOTO Ha
3/1paBEOIa3BaHETO;

5. (m3m. - 1B, 6p. 84 ot 2018 1. (*)) oTHEMA M31aJICHOTO pa3pelieHue 3a KIMHNYHO U3THTBAHE,
CrHpa MPOBEXIAHETO HAa KIMHUYHOTO U3MUTBAHE WIN 33bJKaBa Bb3JIOKUTENS J1a TI0Jja 1€ 3asBJICHUE 32
ChILIECTBEHA MPOMsIHA B KIMHUYHOTO M3MMTBAaHE NMpHU ycTaHOBeHU HapymieHus Ha Permament (EC) Ne
536/2014 npu ycioBusATa U MO pefa, IPEIBUIECHHU B HETO;

Sa. (moBa - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm. - 1B, 6p. 102 ot 2012 ., B
cuna ot 02.01.2013 r.) pasmopexnaa OmoKHpaHe, U3TEIJSHE W YHUIOXKaBaHE Ha (anmupUIUpaHu
JIEKapCTBEHU MPOJIYKTH U Ha JIEKApPCTBEHU MPOAYKTH C HEYCTAaHOBEH MPOU3XOJ;

56. (woBa - /IB, 6p. 60 ot 2011 r., B cuma or 05.08.2011 r.) u3BBpIIBa MPOBEPKH Ha



HaNpaBEeHUTE JApeHHs 1o Wi. 268a, an. 1;

6. U37aBa pa3MoOpPekTAHUS, TPEINUCAHNUS U YKa3aHHUS B PAMKUTE HA CBOSATAa KOMIIETEHTHOCT,
KOUTO Ca 33IbJDKUTENIHU 32 BCUUKH JIULIA;

7. (woBa - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) mocTasst mox Bb30paHa JIeKapCTBEHU
MPOJAYKTH U aKTHBHM BEIIECTBA MPU CbMHEHHE B OTKJIOHEHHE Ha KaueCTBOTO MM 4Ype3 MOCTaBsHE Ha
YIOCTOBEPUTEITHH 3HAIM B OOCKTHUTE 32 MIPOU3BOJICTBO.

(2) TlpuryauTETHUTE AAMUHUCTPATUBHUA MEPKH 10 ajl. 1 mium mo 4. 270, an. 3 ce HajmaraT ¢hC
3arnoBej1 Ha qupekropa na MAJL

3) 3amoBenure o ai. 2 HoJJIeXaT Ha oOkaJyBaHe 1o pena Ha
AJIMUHUCTPATUBHOTIPOIICCYATHHS KOJEKC, KaTO 00KaIBAaHETO HE CIIUPA U3ITBIIHEHUETO UM.

Ui 272a. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 1.) (1) C nenerupanu akToBe MO
1. 5206, maparpad 2 ot JupektuBa 2001/83/EQO ce ycraHOBSBaT HEOOXOAMMHUTE MEpPKU 3a
MpeI0TBPATsABAaHE MTyCKAHETO B 0OpallleHle Ha JIeKapCTBEHU MPOIYKTH, BbBeleHU B EBpornelickus cbio3,
HO HEIpeIHa3HayeHW 3a IycKaHe Ha Mmas3apa Ha EBpomelckusi Cbi03, 32 KOMTO MMa JOCTaTbYHO
OCHOBaHUS 32 CbMHEHHUE, 4e ca Qanmupuupanu.

(2) HznbnanutenHaTa areHUus [0 JieKapcTBara IpearnpuemMa HEoOXOJUMHUTE MEPKH B
CHOTBETCTBUE C JICJIETUPAHUTE aKTOBE MO al. | 3a mpegoTBpaTsiBaHE IYCKAaHETO B OOpalleHHe Ha
JIEKapCTBEHH MPOAYKTH, BbBEJCHN B EBpomelickus Chi03, HO HENpeIHa3HAuYeHH 3a IyCKaHe Ha mas3apa
Ha EBpomneiickus cbio3, 32 KOUTO UMa IOCTAaThYHO OCHOBAHUS 32 CbMHEHUE, 4e ca danmuduuupanu.

(3) MutHuueckute opranu ysenomsiear MAJI 3a BbBexkaaHeTO Ha Teputopusita Ha PemyOnmka
bearapus Ha nekapcTBeHH MPOIYKTH 10 all. 1 ¢ oryies npeanprueManeTo Ha MEPKH Mo ai. 2.

Un. 273. (1) YcnoBusATa U penbT 3a B3eMaHE Ha MPOOUTE, U3BBPIIBAHE HA M3MUTBAHUATA U
3aIUIAIaHEeTO UM CE OTPENeIIsAT B Hape10a Ha MUHUCTBPA Ha 3/JpaBeona3BaHeTo.

(2) Ilpu ocnopBaHe Ha pe3yATaTUTE OT HM3BBPILIEHU J1a0OpAaTOPHU H3MHUTBAHUS CE MPaBAT
MOBTOPHU H3NMUTBaHMA. Te ce M3BBbpUIBAT NpU NMHUCMEHO HCKaHE OT 3aWHTepecoBaHaTa CTpaHa,
HampaBeHO B 7-JHEBEH CPOK OT JlaTaTa Ha MojlydaBaHe Ha pe3yTara OT ITbPBOHAYATHOTO U3ITUTBAHE.

(3) IloBropHHMTE H3MMUTBAaHUS MO ajld. 2 C€ U3BBPIIBAT OT EKCIEPTH, OIpPEJEeNEeHUd OT
M3ITBJIHUTENHUS aupekTop Ha WAJIL, KOMTO He ca y4yacTBajJd B I'bPBOHAYATHOTO W3MHUTBaHE, B
MPUCHCTBUETO HA YI'BIHOMOIIEH MTPEJICTABUTEN HA 3aMHTEPECOBAHATa CTPaHA.

Un. 274. (1) YcnoBusita U penbT 3a OJOKUpAHE U M3TETJISHE Ha JIEKAPCTBEHM MPOIYKTH,
MoKa3aJii HEChOTBETCTBHE C M3MCKBAHHUATA 3a KA4eCTBO, OE30MACHOCT M €(PUKACHOCT, C€ OMpPEIesaT B
Hape0a Ha MUHHCTBPA Ha 37JpaBeona3BaHeTo.

(2) YcnoBusita M peabT 3a YHHMILOXKaBaHETO, NMPEpaOOTBAHETO MM M3IOJI3BAHETO 3a JIPYyTU
IIeSTM Ha JISKApCTBEHHUTE MPOAYKTH CE ONPEAeNAT B Hape10a Ha MUHUCTHPA Ha 3/JpaBEONa3BaHETO.

Y. 275. (1) Ilpu ocwiuecTBsiBaHe Ha KoHTpoia MAJI npennpreMa BCHUKA HEOOXOAUMHU MEPKH,
3a JJa OCUTYpH MPABWIIHO BAIWJIMPAHE HA MIPOLIECUTE HA MPOU3BOJICTBO M NIPEUYUCTBAHE HA JICKAPCTBEHU
IIPOAYKTH, ITOJIYYEHH OT YOBEIIKA KPBB MU YOBEILKA IUIa3Ma, IIOCTOSHCTBO B KAYECTBOTO HA NAPTUAUTE
U TapaHTUpaHe, JOKOJKOTO TEXHOJOTUsATAa IO3BOJISIBA, OTCHCTBHETO Ha crhenupuyHa BUpPYCHA
KOHTaMHUHaIMsL.

(2) TIlpouwsBoautenute yBeaomsaBar WAJl 3a meTona, M3MONA3BaH 3a HaMalsiBaHE WU
OTCTpaHsBaHE Ha MAaTOTCHHHU BUPYCH, KOMTO MOTaT Ja ObJaT MpPEeHECeHU upe3 JEeKapCTBEHH MPOAYKTH,



IIOJIy4EHH OT YOBEIIKA KPBbB WJIM YOBEIIKA IJ1a3Ma.

(3) U3nbaHuTenHaTa areHuMs IO JIEKapcTBaTa M3MMTBA WM M3Mpalla 32 MU3IUTBAHE B Jpyra
ounmanHa 1abopaTopus 3a KOHTPOJI Ha JICKApCTBEHU NMPOAYKTH B PenyOnuka bbiarapus wnm B apyra
IbpKaBa WiIEHKAa MOCTPH OT HACHIICH/HEPA3IAT NPOAYKT W/WIIK JIEKApCTBEH MPOIYKT 332 M3MHUTBAHE WU
B X0Jla 32 OLICHKA Ha 3asBJECHUE 3a pa3pellaBaHe 3a ynorpeda mo wi. 46, an. 1, T. 2 uiau ciea u3gaBaHe
Ha pa3pelieHue 3a ynorpeoa.

Un. 276. Usnbanutennuar gupekrop Ha MAJl cbc 3amoBes BpEMEHHO CIHMpa, OTHEMA,
IpeKpaTsiBa WJIM TMPOMEHS DPa3pelIeHUETO 3a yrnoTpeba Ha JIEKapCTBEHHS NPOAYKT/PErucTpanusiTa,
KOraTo ce yCTaHOBH, Ye:

1. uma HeonyCcTHMa HEXKEJIaHa JIGKapCTBEHA peakius pH MpaBHiiHa yoTpeda, Win

2. 7numncBa TepamneBTHYHa eQUKACHOCT (TepaneBTUYHA e(UKacHOCT JIMIICBA, KOTaTo ce
YCTQHOBH, Y€ HE MOTAT Ja ObJAT MOJyYeHH OOSBEHUTE TEPANEBTUYHU PE3YNITATH MPH Pa3perIaBaHeTo
My 3a ynorpeba), miu

3. CbOTHOIICHHUETO TOJI3a/PUCK € HEOIAronmpusATHO MPH MPaBHIIHA YIIOTpeda, Win

4. KONMMYECTBEHUST M KAUYeCTBEHUSAT CHCTaB Ha JIGKAPCTBEHUS MPOJYKT HE OTrOBapsT Ha
JeKJIapyupaHysi IPU pa3pelIaBaHeTo 3a yrnorpeda, Uiu

5. TaHHUTE OT JOCUETO IO Wi. 27 - 32 ca HEeBEPHH, WU

6. (m3m. - JIB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) manauTe OT AOCKETO 1O Wi. 27 - 32
HE ca JOMbJIHEHH UM He ca IPOMEHEHH ChITIACHO M3MCKBAHUATA Ha I1aBa TpeTa, pasaen VI, umm

6a. (HoBa - /IB, 6p. 102 ot 2012 1., B cuya ot 21.12.2012 r.) HEe ce M3MBIHABAT YCIOBUATA TIO
1. 55a, 56 unu 56a, unn

60. (HoBa - /IB, 6p. 102 ot 2012 r., B cmia ot 21.12.2012 r.) mpon3BOACTBOTO HA JEKAPCTBEHHUS
MIPOJYKT HE € M3BBHPILEHO B CHOTBETCTBUE C OMUCAHUS HAUYMH HA MPOM3BOJCTBO Mo wi. 27, an. 1, T. 7,
17031

7. (m3m. - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) He ca U3BBPUIEHN KOHTPOJIHU
W3MUTBAHMS WK T€ HE CE U3BHPIIBAT B ChOTBETCTBHE C METOUTE, TIOCOYEHH B Wi. 27, ai. 1, T. 8, wimu

8. JaHHHUTE BHPXY OMAKOBKATa W/WIIM B JIMCTOBKATA HE ca B ChOTBETCTBUE C OAOOpEHHUTE NpHU
M3/1aBaHETO Ha PAa3pELICHUETO 32 yIoTpeoa;

9. (noBa - JIB, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r.) mputexareisaT Ha pazpelieHue 3a
ynoTpe0a He € U3ITBIHWI 3aAbJDKeHuATa 1Mo wieH 45, naparpad 1 ot Pernmament (EO) Ne 1901/2006.

Un. 277. (1) Uzneaautennust aupekrop Ha MAJL, HezaBucHMMO OT MepkuTe mo wi. 276,
3a0paHsiBa CbC 3amoBe] CHAOJSBAHETO C JIEKAPCTBEHUS MPOJAYKT M pasnopexia OJOKUPAHETO H
U3TEMISIHETO MY OT I1a3zapa, Koraro:

1. (u3m. - JIB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 r.) uMa HemomycTUMa HEXKeNaHa
JIEKapCTBEHA peaKIus, WIH

2. nUICcBa TepaneBTHYHA €UKACHOCT, WIH

3. (mwm. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) CHOTHOIICHHETO TMON3a/PUCK €
HeOIaronpusTHO, WK

4. KONMUYECTBEHUAT M KAuyEeCTBEHUAT CHCTAaB HA JIEKAPCTBEHUS INPOAYKT HE OTroBapsAT Ha
JeKJIapupaHusi IPU pa3pelIaBaHeTo 3a yrnorpeoda, uin

5. KOHTPOJBT Ha JIEKapCTBEHHs MPOAYKT W/WIM Ha ChCTAaBKUTE U HA MEXKIMHHUTE €Talu OT
MIPOM3BOJICTBEHUS MPOLIEC HE € U3BBPIICH, WIH HE CE U3I'BJIHABAT U3UCKBAHUATA, IPU KOUTO € U3a/I€HO
pa3pelIeHnETO 3a IPOU3BOJCTBO.

(2) Msnbanutennuar aupekrop Ha MAJl moxe na Hamoxu 3a0pana mo an. 1 u camo 1o
OTHOIIIEHNUE HAa KOHKPETHHU NapTUIH OT JIEKAPCTBEHUS MPOIYKT.



Ui 278. (1) U3nbaautennust nupektop Ha MAJI cbe 3amoBes; BpEMEHHO CIHpa WU OTHEMaA
pa3peluieHueTo 3a ynorpeda Ha rpyrna Wil Ha BCUYKU JICKAPCTBEHU MPOAYKTH, 32 KOUTO MO OTHOIICHUE
MSICTOTO UM Ha MPOU3BOJICTBO HE C€ M3MBJIHABAT U3UCKBAHUATA, IIPH KOUTO € MU3/1aJIeHO pa3pelIeHUETo
3a MIPOU3BOJICTBO.

(2) MBnbnautennust aupektop Ha MAJL ocBeH Mepkure mo 4i. 276 MOXKE ChC 3aloBel
BPEMEHHO Jla CIIpe BHOCA Ha TpyIna WIK Ha BCUYKH JICKAPCTBEHU MPOAYKTH OT TPETH IbPKaBU WIH J1a
OTHEME M3/IaJICHOTO pa3pellieHre 3a BHOC Ha TPyIa WM HAa BCUYKH JIEKAPCTBEHU MPOJIYKTH, KOraTo He
ca B ChOTBETCTBUE C M3UCKBAHUSTA Ha Ij1aBa MeTa.

(3) MBnbnautennust aupektop Ha MAJI ocBeH Mmepkure mo wi. 276 MOXKE CbC 3aloBe]
BPEMEHHO Ja CIpe€ WIM Ja OTHEME pa3pelIeHHETO 3a IIPOM3BOJCTBO HA TIpyla WM Ha BCHYKH
JIEKapCTBEHU MPOJYKTH, KOUTO HE Ca B ChOTBETCTBHUE C M3UCKBAHUATA HA TJIaBa MeTa.

Un. 279. (1) 3amoBegute mo ui. 276, 277 wnu 278 ce BpbUBAT Ha IPUTEXATENsd Ha
pa3pereHneTo 3a ynorpeda, CbOTBETHO Ha IPOU3BOAUTENS MIM BHOCHTEIIS.

(2) 3amoBegure mo ain. 1 momnexxar  Ha  oOanBaHe 1O pera Ha
AJIMUHHCTPAaTHBHOIIPOILIECYATHHUS KOJIEKC, KaTO 00)KaJIBaHETO HE CIIUPA U3IBIHEHUETO UM.

Un. 280. (1) Ilpu ycraHoBsiBaHE Ha HapyIIEHUS Ha paslopea0dUTe Ha TJaBa €AMHAICCEeTa,
CbOTBETHO Ha HapezabaTa no wi. 249, u3nbaHutenHusaT aupektop Ha MAJI pasnopexna cbc 3anoBen
CIIMpaHe Pa3NpPOCTPAHEHUETO HA PeKIaMara.

(2) Coc 3anoBeara no an. 1 nupexkropsT Ha MAJl Moxe na 3aabikKu pekjaMmojaress Aa
nyOJIMKyBa WM J1a pa3npocTpanu chriacyBano ¢ MAJl onmpoBepkeHHe Ha TBBPICHHITA B peKjamara
ype3 ChILIUTE CPEACTBA U B ChIUA (opMaT U 00eM.

(3) 3anoBenTa mo ajn. 2 mojaJexy Ha oOXalBaHe MO pela Ha AJIMUHUCTPATUBHOIIPOLIECYATHUS
KOJZIEKC.

I'naBa yeTupuHajgecera.
AJIMUHUCTPATUBHOHAKA3ATEJIHU PA3SITIOPE/IGA

UYn. 281. (1) (Hom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - /1B, 6p. 102 ot 2012
r., B cunma ot 02.01.2013 r.) Ko#To mpousBexna, BHacs, MpoJiaBa, ChbXpaHsIBAa WM MPEIOCTaBs 3a
ynotpeba B PenmyOnuka brarapust iekapcTBEHU MPOIYKTH, KOUTO HE ca pa3pelieHH 3a ynorpeda, u3BbH
ciydaute 1o wi. 8, 9 u 10, KakTo M TaKuBa C HEYCTAHOBEH MPOU3XO/], aKO HE TMOJICKH HA MO-TEKKO
HakasaHue, ce Haka3Ba ¢ rio6a ot 25 000 mo 50 000 ns.

(2) CpmioTo Haka3zaHWE Ce Hajlara W Ha JIMIAaTa, KOUTO MPOU3BEXIAT, BHACAT, MPOJABAT WU
JIOTyCKaT J1a ce ynorpebsBaT B PemyOnuka bbarapus nekapcTBeHU MPOAYKTH, KOUTO HE OTrOBapsT Ha
M3UCKBaHMATA Ha JIecTBamara (papMakornes: ¥ Ha yCIOBHUATA TIPH pa3pelliaBaHETO UM 3a yroTpeoa.

(3) Korato Hapymienusita mo ai. 1 u 2 ca cBbp3aHU ¢ HEpa3pelleH! 3a ynorpeda JeKapCTBeHU
MIPOJYKTH, ChIBPIKAIY HAPKOTUIHH BEIIECTBA, HIIU TIPH MTOBTOPHOTO MM H3BBPIIBAHE, aKO JICTHUATA HE
ChCTaBIISBAT MPECTHIUICHUE, pa3pEIICHUETO, U3/IaJICHO TI0 Pe/ia Ha TO3H 3aK0H, e OTHEMA.

(4) MeaunuHCKA CHEIUAMCTH, KOWTO IPOW3BEXKIAT, TPOJABAT WM  IMPEAOCTABAT
HEepa3pelIeH! 3a yrnoTpeda JeKapcTBeHH MPOAYKTH, CE JIMIIABAT OT MPaBo Ja yIpaxHsIBaT npodecusra
CH 3a CpPOK OT 6 Mecera 10 1Be TOJIUHU.

(5) Hakazanuero mo an. 4 ce Hajara ChC 3aloBeJ] Ha MUHUCTBbpA Ha 37paBeOlNa3BaHETO IO



MPEJI0KEHUE HAa U3MIBJIHUTENHUS AupekTop Ha MAJL

Y. 282. (1) KoliTo nposaBa 1eKapCTBEHU MPOAYKTH B OIIAKOBKU WJIM C JIMCTOBKY 32 MaLUEHTA,
KOUTO HE OTTOBapsT Ha M3MCKBAaHUATA HAa TO3U 3aKOH, ce HakasBa ¢ riobda ot 750 mo 1500 nB., a npu
MOBTOPHO M3BBPILIBAHE HA CHIIOTO HapymieHue - ¢ riioda ot 1500 1o 3000 nB.

(2) KoiiTo nponaBa jiekapcTBEHU NMPOAYKTH O€3 JIMCTOBKM 3a MAaIlMeHTa, ce HaKa3Ba C rjioda oT
750 no 1500 nB., a mpu MOBTOPHO U3BBPILBAHE HA CHIOTO HapylIeHue - ¢ ri1o6a ot 1500 o 3000 nB.

Ui 283. (1) Koiito BHacs, ThbpryBa WJIM IPEIOCTaBs 3a ynorpeda JIEKapCTBEHU MPOIYKTH C
M3TEKBJI CPOK Ha TOJHOCT, ce Haka3Ba ¢ rioda ot 10 000 zo 20 000 nB.

(2) KoiiTo HapymiaBa mbpBUYHA/BTOpPUYHA OIMAKOBKA HIIM IMPOJAaBa/MPeOCTaBs JIEKAPCTBEHU
MPOJYKTH C HapyIIeHA MbPBUYHA/BTOPHYHA OMAKOBKA, ce HakaszBa ¢ roda ot 750 go 1500 nB., a mpu
MOBTOPHO HapyIieHue - ¢ rioda ot 1500 no 3000 nB.

Y. 284. (1) Koiito mpousBexja, BHacs WIM ThPryBa Ha €ApO C JIEKApCTBEHU NMPOJIYKTH WIH
MpoJaBa JIeKapCTBEHU MPOAYKTH, 0e3 J1a uMa pa3pelieHne 3a ToBa, ce HakasBa ¢ riioda 50 000 nB.

(2) (Jom. - 1IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm. - JIB, 6p. 102 ot 2012 1., B
cuwia ot 02.01.2013 r.) Koiito mpousBex/ia, BHacA WK ThPryBa Ha €Ipo C JEKAPCTBEHHU MPOAYKTH WU
[IpoJiaBa JIEKapCTBEHU MPOAYKTH B HapylIEHUWE Ha U3AAJEHOTO pa3pellieHue WIM IpojAaBa, ChbXpaHsABa
WM TPE0CTaBs JIEKAPCTBEHU MPOJYKTH, KOUTO ca C HEYCTaHOBEH MPOU3XO/I, C€ HaKa3Ba C 1i1oba ot 25
000 1o 50 000 1.

(3) (Hom. - IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) B ciayyaute no an. 1 u 2 opranure
Ha JIbP>KaBHUSI KOHTPOJI CIIUPAT ChC 3all0BEJ] EKCII0ATalMsATa Ha 00EKTa.

(4) 3anoBenTa mo ajn. 3 moanexu Ha oO)kanBaHe MO pelna Ha AJIMUHUCTPATUBHOIPOLIECYATHUS
KOJIEKC, KaTO 00KaJIBaHETO HE CIMpa U3IbJIHEHUETO I.

Y. 284a. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) KoiiTo npounssexnaa, BHacs,
U3HAcCs, ChXpaHsBa, MpOJiaBa MU MpenocTaBs (ammu@uuupaHd JEKapCTBEHU MNPOAYKTH, KAKTO U

MOCPEAHUYHN TPH MOKYMKO-TIpogaxk0baTa Ha (ammuduIrpaHu JeKapCTBEHUTE MPOIYKTH, CE HaKas3Ba C
rio6a ot 25 000 mo 50 000 ns.

Un. 2846. (Hos - /1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) [Iputexxaten Ha pa3pelieHue
3a MPOM3BOJACTBO, KOWTO HE M3I'BJIHABA 3abJDKEHUATAa cu 1Mo wi. 160, ce Haka3Ba ¢ MMYILECTBEHA

ca"kuus ot 5000 o 10 000 nB., a mpy NOBTOPHO M3BBPUIBAHE HA CHUIOTO HApYyIIEHUE - C UMYLIECTBEHA
cagkus ot 10 000 o 20 000 nB.

Un. 284s. (1) (Hos - IIB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r., mpenuiieH TeKCT 4JI.
2848, gom. - 1B, 6p. 84 ot 2018 r., B cuita ot 12.10.2018 r.) Ilpurexaren Ha pa3pelieHre 3a ThproBUs
Ha €pO C JIEKapCTBEHU NMPOAYKTH, KOMTO HE U3IBJIHABA 3aAbJDKEHUATA cH o wi. 207, an. 1, T. 1 - 3, T.
4a - 14 m an. 2, ce Haka3Ba ¢ umymectseHa cankuus ot 2000 no 5000 nB., a py TOBTOPHO U3BBPIIBAHE
Ha CBHIIOTO HapylIEeHue - ¢ umyuiecTseHa cakus ot 5000 no 10 000 xB.

(2) (Hosa - /1B, 0Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.) IIpuTekaTen Ha pa3pelieHue 3a
TBPrOBUSL HAa €IpO C JICKAPCTBEHH MPOAYKTH, KOWTO ce CHalAsBa C JEKapCTBEHM MPOJIYKTH OT JIHIIA,



paznuyHu oT nmocoyeHure B ui. 207, an. 1, T. 4, ce Haka3Ba ¢ uMmyniecTBeHa caukuus ot 25 000 mo 50
000 5B., a IpK MOBTOPHO M3BBPIIBAHE HA CHILOTO HAPYLIEHUE - ¢ UMyllecTBeHa caHkius oT 50 000 mo
100 000 nB.

Un. 284r. (Hos - JIB, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) Koiito He u3mbiHsABa
3aab/DKeHUATa cu 1o wi. 68, an. 1, T. 9 u 10, ce Hakaspa c rio6a B pazmep ot 50 000 7o 100 000 nB., a
IIpY MIOBTOPHO U3BBPLIBAHE HA CHIIOTO HapylleHue - ¢ rioda B pazmep ot 100 000 no 150 000 nB.

Ui 284n. (Hos - JIB, Op. 84 ot 2018 r., B cruta ot 12.10.2018 r.) KoiiTo u3BBpIIM U3HOC HA
JIEKapCTBEHH MPOAYKTH, BKIIIOYCHH B CIHCHKa 1Mo wi. 2178, an. 1, ce Haka3Ba ¢ r700a B pa3mep ot 50
000 mo 100 000 15B., a TpU MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIICHHUE - ¢ I7100a B pasmep ot 100
000 mo 150 000 8.

Ui 284e. (Hos - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) KoliTo HE M3NBIHN UK HE
U3ITBJIHU B OIIPEEIIEHUTE B 3aKOHA CPOKOBE 33 IbJDKEHUETO CH 3a MPe0CTaBsiHe Ha HH(POpMAIIHS 10 YJI.
2176, an. 3, 1. 1, ce Haka3Ba ¢ rioba B pazmep ot 50 000 mo 100 000 nB., a MpHU TOBTOPHO U3BBPIIBAHE
Ha ChIIOTO HapylleHue - ¢ rioda B pazmep ot 100 000 no 150 000 nB.

Ui 284x. (HoB - JIB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.) Koito mpenocraBu
uHpopmanus mo wi. 2176, an. 3, T. | ¢ HEM'BJIIHO W/WJIM HETOYHO CHABPKAHME, CE HaKa3Ba C Iioda B
pasmep ot 5000 o 10 000 51B., a mpy MOBTOPHO U3BBPIIIBAHE HA CHIIOTO HAPYILIEHHUE - C IJ100a B pazMep
ot 10 000 o 15 000 1B.

Un. 2843. (Hos - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3a HeusmbIHEHHE HA
3abIDKeHUATa 1Mo Wwi. 21706, an. 9 Ha m3nbpaHUTENHUS qupekTop Ha MAJL, chOTBETHO Ha THKHOCTHO
nune ot MAJL, ce Hamara rimo6a B pasmep ot 50 000 mo 100 000 nB., a mpu MOBTOPHO M3BBPIIBAHE HA
CBILOTO HapylleHue - rnobda B pazmep ot 100 000 xo 150 000 .

Un. 285. (1) Koiito ThpryBa ¢ jekapcTBeHU NPOAYKTU 6e3 cepTudUKaT 3a 0CBOOOXKAaBaHe Ha
naprunga, ce HakasBa ¢ rioda or 5000 mo 10 000 nB., a mMpW TOBTOPHO W3BBHPIIBAHE Ha CHIIOTO
Hapyuienue - ¢ ro6a ot 10 000 zo 20 000 xB.

(2) (U3wm. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Teproseu Ha epo, KOWTO AOCTaBs
Ha JpOrepuH JIEKAPCTBEHU MPOAYKTHU, KOMTO C€ OTHYCKaT MO JIEKApCKO NpPEANHCAaHHE, Ce HaKa3Ba C
umytiectBeHa caukius ot 2500 mo 5000 nB., a mpu MOBTOPHO HapyiieHue - ¢ riaoda ot 5000 mo 10 000
TIB.

(3) Kpanudumupano nuie, TOMyCHAIO MU3BBPIIBAHE Ha MPoJaxda HA MAPTUIU JICKAPCTBEHU
MPOAYKTH 0e3 cepTHu(HKAT 3a 0CBOOOXKIaBaHe Ha BCsSKa OT/AENTHA MapTHUja, ce HakasBa c riobda ot 2500
1o 5000 xB.

UYn. 285a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - JIB, 6p. 102 Ha ot 2012
r., B cuia oT 21.12.2012 r.) [Iputexaren Ha pa3zpelieHUeTo 3a ynorpeda, KOMTO He YBEJOMH MUHUCTBPA
Ha 3/IpaBeoNa3BaHETO 3a MPEYCTaHOBsABaHE Ha MpojaaxOuTe mo wi. 264, ce Haka3Ba C UMYIIECTBEHA
cagkus ot 25 000 o 50 000 nB.

UYn. 2856. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Koiito nmpousBexaa, BHAcH,
W3HACS, MPOJIaBa WA ChbXPaHsSIBa aKTHBHH BEIIECTBA B HAPYIICHUE HA M3UCKBAHMSTA HAa TO3W 3aKOH, CE
Haka3Ba ¢ 1i106a ot 10 000 mo 20 000 ns.

Ui 2858. (Hos - JIB, 6p. 18 ot 2014 r., u3m. - [IB, Op. 84 ot 2018 ., B cmma ot 12.10.2018 r.)
KoiiTo n3Hece nexkapcTBeHH MPOAYKTH B KOJIMUYECTBA, MO-TOJIEMU OT KojuuecTBaTa mo wi. 207, am. 1, T.



15, 6ykBa "r'", ce Haka3Ba ¢ rioba B pazmep ot 50 000 mo 100 000 nB., a TpU MOBTOPHO U3BBHPIIBAHE HA
CBIIOTO HapymeHue - ¢ roda B pazmep ot 100 000 go 150 000 nB.

Ui 286. (1) (dom. - JAB, 6p. 84 ot 2018 r. (*)) 3a KIMHUYHU W3MUTBAHHS, U3BBPIICHU B
HapymieHne Ha To3u 3akoH win Ha Permament (EC) Ne 536/2014, ako M3BBPIIEHOTO HE CHCTABISABA
IIPECTHIJICHUE, HA BUHOBHUTE JIMLA, AOMYCHAIU WIA U3BBPIINIM TOBA HapylLIEHHUE, c€ Hajlara rioba ot
5000 o 10 000 nB., a mpK MOBTOPHO JOMYCKAaHE WIIM M3BBPIIBAHE HA CHUIOTO HapylleHue - rinobda ot 10
000 mo 20 000 aB.

(2) Ha MeaquuuHCKy CcrienuanyucTy, JOMyCHAIN WU W3BbPUIMIIN HapyLIeHUs 1o all. 1, Moxe J1a
ce HaJIOKM U Haka3aHue "NuIIaBaHe OT IPaBO Ja yHpakHsABAT npodecusara cu" or 6 Mecena a0 JIBe
TOJMHHU.

(3) Mspkara no ajn. 2 ce Hajara OT MUHHCTbpa Ha 3/1paBEONa3BaHETO MO MPEAJIOKEHHE Ha
U3IBIHUTENHUS aupekTop Ha MAJL

Ui 287. (1) (Hom. - IB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r., u3m. - JIB, 6p. 60 ot 2011
r., B cuia ot 05.08.2011 r.) Koiito u3BbpiiBa THproBusi Ha ApeOHO C JIEKAPCTBEHH MPOJIYKTH, O€3 1a
UMa paspellieHue/yI0CTOBepeHHe 3a TOBa, WM padOTH B HapylleHHEe Ha U3JIaJCHOTO MYy
paspeleHue/y1ocToBepeHue, ce Hakaspa ¢ riobda ot 5000 qo 10 000 nB.

(2) (Homa - /IB, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) Teproeen Ha ApeOHO, KOWTO
JIOCTaBU JICKAPCTBCHHW MPOAYKTH OT CIUCHKA 1Mo wi. 2178, an. 1 Ha THProBell Ha €IpOo WU Ha JIPYTH
JUIla B HapylICHHWE Ha W3MCKBAaHHUATA HA TO3M 3aKOH MM Ha TOJ3aKOHOBUTE aKTOBE IO HETOBOTO
Mpujiarale, ce HakasBa ¢ 17100a, ChOTBETHO MY ce Hajara umymiectBeHa caukius ot 10 000 mo 20 000
JIB., @ IpU MOBTOPHO HapyeHue - ot 25 000 go 35 000 nB.

(3) (Ilpequmna an. 2 - IB, 6p. 84 or 2018 r., B cuia ot 12.10.2018 r.) Hakazanuero no ai. 1
ce Hajara M Ha JMIAaTa, KOUTO HU3BBPIIBAT THPrOBHs Ha JApeOHO B anTeKa MWIM APOTepHs Ciel
MPEKpaTSIBaHE JCHCTBUETO Ha pa3pelICHHETO/yJOCTOBEPCHHUETO.

(4) (M3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., mom. - 1B, 6p. 60 ot 2011 1., B cuna
ot 05.08.2011 r., mpenumna an. 3 - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) KoiiTo nponasa niu
ChXpaHsiBa B JAPOTepHs JIEKAPCTBEHU MPOAYKTH, KOUTO C€ OTIYCKAT MO JEKapCKO MpeArnucaHue WiIn
MPOJYKTH M CTOKH ChC 3HAUEHHE 3a 3/[paBETO Ha YOBEKA M3BBH OINpEAEJICHUTE B HapendaTa mo ui. 243,
ce Haka3Ba ¢ rmo0arta mo an. 1, a mMpu MOBTOPHO W3BBHPIIBAHE HAa CHIIOTO HApYyIIEHHWE CE€ OTHEMa
M371aJICHOTO YIOCTOBEPEHUE 32 PETUCTPAIIHS HA IPOTEPHSL.

(5) (IIpeaumrna an. 4, uzm. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cnyyauTte no an.
1, 2 u 3 opranuTe Ha IBPKABHUS KOHTPOJ BBPXY JICKAPCTBEHUTE TPOAYKTH CIIHPAT CHC 3aIlOBE]
eKCIUIoaTaIusITa Ha 00eKTa.

(6) (Or™m. - B, 6p. 71 ot 2008 T., B cuna ot 12.08.2008 r., npeaumina an. 5, usm. - /1B, Op. 84
or 2018 r., B cuna ot 12.10.2018 r.) 3anoBeara mo an. 5 MOANekKH Ha OOKajaBaHE MO pela Ha
AJMUHUCTPATUBHOIIPOIIECYATHUS KOJCKC, KaTO 00)KAJIBAHETO HE CITUPA U3ITBITHESHUETO .

UYn. 287a. (Hos - JIB, 6p. 71 ot 2008 1., B cua ot 12.08.2008 1.) (1) MeauImHCKu CIeMAaIucT,
KOWTO pabOTH IpH JIMIA, U3BHPIIBALIN THProBHUs Ha JPEOHO C JIEKApPCTBEHU MPOIYKTH, O3 1a umar
paszpeleHne/y10cCTOBepeHHE 3a TOBa, ce Haka3Ba ¢ rioba ot 2500 xo 5000 nB.

(2) Hakazanuero no an. 1 ce Hanara u Ha JuIe 1o aji. 1, KoeTo paboTH B anTeka Win Jporepus
clie/l peKpaTsBaHe JeWCTBUETO Ha Pa3pelIeHneTo/yI0CTOBEPEHHETO M.

(3) Ilpm ycraHoBeHM TOBEYEe OT JBE HAPYIIEHHWs MO al. | W 2 MHUHHCTBPBT Ha
3/IpaBEONAa3BaHETO MOKE J1a JIMIIM CHOTBETHUS MEIUIIMHCKH CHEIHAIUCT OT MPaBO Ja YIPaKHSABA



npodecusTa cu 3a CpoK J0 JBE FOJIUHU.

Y. 2876. (Hos - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) KoiiTo n3BbpuiBa TbproBus
C JIGKapCTBEHM MPOAYKTH IO MHTEPHET B HapyIICHHE HAa M3MCKBAHUATA HA TO3M 3aKOH M Ha Hapexdara
o 4i1. 234, ain. 5, ce Haka3Ba ¢ rio6a ot 5000 mo 10 000 ns.

Ui 288. (1) Teprosen Ha ApeOHO C JIEKAPCTBEHU MPOAYKTH, KOMTO € JOMYyCHAN JACHHOCTHTE,
MocouYeHu B wi. 219, na ce U3BBPIIBAT OT HEMPABOCIIOCOOHO JIMIIE, CE HaKa3Ba C UMYIIECTBEHA CAHKIIUS
ot 5000 mo 10 000 nB., a Tpu MOBTOPHO HAPYILICHHUE CE OTHEMA U3JAJCHOTO pa3pelieHUe 3a ThProBUs Ha
IpeOHO.

(2) B cnywautre mo anm. 1 opraHuTe Ha JbpKaBHHUS KOHTPOJ CHHpPAT CbC 3aroBe]
eKCIUIOaTaIuATa Ha 00EKTa.

Ui 289. (1) (Ilpeaumen Texer Ha wi. 289 - JIB, 6p. 60 ot 2012 1., B cruta ot 07.08.2012 r.)
KoiiTo nmpogasa JiekapCTBEHU MPOAYKTH IO IIEHHU, PA3IMIHHU OT 00pa3yBaHUTE TI0 Pelia Ha TO3H 3aKOH, CE
Haka3Ba ¢ rioba ot 5000 go 10 000 nB., a Mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIIEHHE - C TT100a
ot 6000 g0 12 000 nB.

(2) (Hosa - IB, 6p. 60 ot 2012 r., B crma ot 07.08.2012 1., u3m. - JIB, 6p. 102 ot 2012 r., B
cuna ot 21.12.2012 r.) Ilpurexxaren Ha pa3pelieHHe 3a ynorpeda, KOMTO HE M3IIBJIHHU 3abJDKEHUE,
orpezeneHo ¢ Hapendara mo wi. 261a, an. 5, ce Haka3Ba ¢ umymiectBena cankuus ot 5000 mo 10 000
JIB., a IpU MOBTOPHO M3BBPILIBAHE HA CHUIOTO HapyLIEHHE - ¢ uMyllecTBeHa cankuus ot 10 000 go 20
000 nB.

(3) (Homa - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) Hapymenusita o an. 1 u 2 ce
YCTaHOBSIBAT C aKTOBE, ChCTABEHM OT JJIBKHOCTHH JIMLIA, ONPEAENICHN OT MpeiceaTeNs Ha ChBETa M0
1. 258, an. 1, a Haka3aTeTHUTE MTOCTAHOBJICHHS CE U3/1aBaT OT MpeJceaaTeNs Ha ChBeTa 1Mo 4. 258, ai.
1 UM OT ONPaBOMOIIIEH OT HETO YWJIEH Ha ChBETA.

Y. 289a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) (U3m. - AB, 6p. 102 ot
2012 r., B cuna ot 21.12.2012 r.) Koiito paboTu B HapylIeHHe Ha YyTBbPJACHUTE (hapMaKo-TepareBTUIHN
PBHKOBOJICTBA MJIM M3BBHPILIBA OLIEHKA HA €(UKACHOCTTA HA TepaluaTa B OTKJIOHEHHUE OT KPUTEPUUTE 10
ui1. 259, an. 1, 1. 4, ce Haka3Ba ¢ riao6a ot 1000 mo 2000 1B., a mpU TOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapyuieHue - ¢ riio6a ot 2000 o 3000 8.

(2) Hapymenusita mo ai. 1 ce ycTaHOBSBAaT C aKTOBE, ChCTAaBEHH OT JIbKHOCTHH JIUIIA,
ONpesieNieHd OT U3IIBIHUTEIHUS JIupekTop Ha WM3nbiaHuTenHa areHuus "MenuuuHckd oaut", a
HAKa3aTEeJIHUTE ITOCTAHOBJICHMS C€ M3JaBaT OT M3IIBIHUTEIHUS IUPEKTOp Ha M3mbnHuTenHa areHuus
"MenunuHCcKHA onuT".

Yn. 290. (1) (U3m. - B, 6p. 71 or 2008 r., B cuma ot 12.08.2008 r.) Koiito peknamupa
JICKapCTBCHH TPOJYKTH, KOWTO HE ca pa3pelieHH 3a ymoTpeda Mo pella Ha TO3M 3aKOH, Ce Haka3Ba C
rno6a ot 10 000 mo 20 000 nB.

(2) (Hosa - IIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) KoiiTo pexiamupa NpoaykT, KaTo
My TIPUITMCBA W/WIM HACOYBA KbM CBOMCTBA, CBbP3aHU C MPO(UIAKTHKA, TUATHOCTUKA WK JICYCHUE Ha
OoJecTu pu YOBeKa, ce Hakaspa ¢ rioba ot 10 000 mo 20 000 nB.

(3) (ITpenummna an. 2 - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koiito pexnamupa



JIEKApCTBEHH MPOAYKTH B HApYIIICHUE Ha TO3M 3aKOH, ce Haka3Ba ¢ ri106a ot 10 000 go 20 000 miB.

(4) (IMpenumina an. 3, usm. - IIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Hakazanusita mo
an. 1 - 3 ce HanaraT W Ha JIMLATa, JOMYCHAIM U3TbUBAHETO, MyOJIMKYBAaHETO M PA3NPOCTPAHEHUETO Ha
pekiamara.

Ui 290a. (Hog - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) MeaUIIMHCKN CHEITUATICT
WM JIAIE, TIPENICTABSAIIO CE 32 MEIUIIMHCKH CIICIUAIICT, KOETO U3BBPIIBA MPSKA WM KOCBEHA PeKIaMa
Ha JICKAPCTBEHU MPOJYKTH B TICYATHUTE W/MITU B CICKTPOHHUTE ME/IUU, KAKTO U B HUHTEPHET, CE HaKa3Ba
¢ rio6a ot 1000 mo 5000 nB., a mpu noBropHO HapymeHue - ot 3000 mo 10 000 xs.

Ui 2906. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Koiito u3BbpIm gapeHue Ha
JIEKapCTBEHH MPOAYKTH B HapylleHue Ha wi. 268a, an. 1, ce Haka3Ba ¢ ri106a ot 1000 no 3000 nB., a mpu
MMOBTOPHO M3BBPIIIBAHE HA CHIIOTO HapylieHue - ¢ roda ot 3000 o 5000 nB.

Y. 2908. (Hos - /IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) [IpuTekaTten Ha pa3pemieHne
3a ynotpeba, KOWTO MpOBEXJIa HEMHTEPBEHIMOHATHU MPOYYBAaHUS B HApYIIEHUE HA TO3M 3aKOH, Ce
Haka3Ba ¢ umymectBeHa cankius ot 5000 mo 10 000 niB., a mpU MOBTOPHO HM3BBPIIBAHE HA CHIIOTO
HapyleHue - ¢ umyiiectseHa cankuus ot 10 000 go 20 000 ns.

Y. 290r. (Hos - /IB, 6p. 102 ot 2012 1., B cmuta ot 21.12.2012 r.) [IputexkaTen Ha pa3penicHue
3a ynotpeba, KOWTO HEe U3MBJIHSIBA yCIOBHATA MO 4wi. 55a, 56a u 560, ce Haka3Ba ¢ MMYIIECTBEHA
caukuus ot 5000 mo 10 000 nB., a mpu MOBTOPHO U3BBHPIIBAHE HA CHIIOTO HAPYIICHUE - C UMYIIIECTBEHA
caukuus ot 10 000 mo 20 000 nB.

Y. 290a. (Hos - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) [Iputexaten Ha pa3penieHue
3a ynotpe0a, KOUTO He U3MBJIHABA 3aAbKeHusITa 1Mo Wwi. 190 - 192, 1946, 1948,1943 u 194u, ce Haka3Ba
¢ umyniectseHa caukius ot 5000 1o 10 000 nB., a mpu NOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYUICHUE -
¢ umymiectseHa cankuus ot 10 000 mo 20 000 nB.

Y. 290e. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Iputexaren Ha pa3pelieHue
3a ynotpeba, KOWTO HE HM3MBIHSABA 3aabJDKeHHsATa Mo wi. 193 u 194, ce Haka3Ba ¢ HMMYIIECTBEHA
ca"kuus ot 2000 1o 5000 nB., a MpU MOBTOPHO M3BBHPILBAHE HA CHIIOTO HApYIIEHHE - C UMYIIECTBEHA
cauknus ot 5000 mo 10 000 1B.

Ui 291. (1) (Hom. - AB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., mom. - /1B, 6p. 60 ot 2012
r., B cuia ot 07.08.2012 ., u3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., gom. - /IB, 6p. 84 ot
2018 r., B cuna ot 12.10.2018 r.) Koraro Hapymenusta no uwi. 281 - 284a, un. 284r - 2843, 285, 2856,
yn. 286, am. 1, un. 287 u 2870, wr. 289, an. 1, un. 289a, um. 290, wi. 2900, 4. 292 u uin. 294 ca
M3BBPIICHU OT IOPUIWYECKU JIMIA WK €THOJUYHU THPTOBIM, CE€ HajJaraT UMYIIECTBCHH CAHKIIMH B
pasMmep, He MO-MaJ’lbK OT TPOWHHUS pa3Mep Ha MPEABUJICHUTE MUHUMAIHU pa3Mepu Ha CbOTBETHUTE
IJIOOM M HE TMO-TOJISIM OT TPOWHHUS pa3Mep Ha MPEIBHICHUTE MAKCHMaJIHU pa3Mepu Ha CHOTBETHHTE
TJI00M.



(2) (Hom. - AB, 6p. 60 ot 2012 r., B cma ot 07.08.2012 r.) 3a napymenus mo wi. 289, ain. 1
MMYIIECTBEHATa CAaHKIIMS € B IEBETOPEH pa3Mep Ha HaJB3eTaTa CyMa, ako Ts HaJ(BUIIaBa MAaKCUMAJIHUS
pa3Mep Ha caHKUHUATA 1O ail. 1.

(3) Hanmaranero Ha MMyIIECTBEHA CAHKIMS HE W3KIIIOUBA HAJIAraHETO HA TJ100a HA BUHOBHUTE
JUTHKHOCTHHU JIUIA.

(4) Hayaraneto Ha UMYIIECTBEHU CAHKL[MU HE M3KJIIOYBA HAJIAraHETO HA MEPKUTE, IPEABUICHU
OTHOCHO MPABOCIIOCOOHOCTTA HA MEIUIIMHCKUTE CIIEUUATNCTU U KBaTU(UIUPAHUTE JIULIA.

Y. 292. (1) KoiiTo He u3IbIHM pa3lopexaaHe, IpenucaHiue WM yKa3aHUE Ha OpraHuTe Ha
JbP>KaBHHS KOHTPOJI 110 TO3U 3aKOH, U3BBH cirydauTe 1o wi. 270, an. 1, T. 2 u ain. 3, ce Haka3Ba ¢ rioba
ot 1500 mo 3000 nB.

(2) 3a HemsmbaHEHUE Ha pasnopexaane mo wi. 270, an. 1, T. 2 u ajn. 3 BUHOBHHUTE JIMIIA CE
Haka3Bar ¢ 1o6a ot 500 go 1000 iB.

Ui 293. (1) (U3wm. - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1., u3m. - JIB, Op. 84 ot 2018
r., B cwia ot 12.10.2018 r.) Ilpu Hecna3BaHe Ha YCIOBHATA, IPU KOUTO Ca WU3JIAJCHU
paspeleHusATa/y10CTOBEpeHHsITa 32 MPOU3BOJCTBO, BHOC, MapajelieH BHOC, THPrOBUS Ha €Ipo U
THProBUs Ha JIpeOHO C JIEKAPCTBEHU NPOAYKTU B allTe€Ka, KaKTO U B ciyyauTe mo ui. 281, an. 1 - 3, wi.
283, an. 1, un. 2848, an. 2 u un. 287, an. 2 u3nbJHuTeaHUAT aupektop Ha MAJI u3gaBa 3amoBen 3a
TSAXHOTO OTHEMaHeE.

(2) (U3m. - JIB, O6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., u3m. - JIB, 6p. 84 or 2018 ., B
cuna ot 12.10.2018 r.) [Ipu Hecnma3zBaHe Ha YCJIOBUSTA, NMPU KOUTO € W3AAJICHO YAOCTOBEPEHHUE 3a
perucTpanusi Ha Iporepus, KakTo W B ciaydauTe mo 4i. 287, an. 4 nupekTopbT Ha choTBeTHata P3U
13/1aBa 3a1o0Be]] 3a OTHEMAaHE Ha yJIOCTOBEPEHUETO.

(3) IIpu HeusmbIHEHHE HA 3aABKEHUETO 3a yBenoMsiBaHe 1o ui. 204, an. 3 3a mpekparsiBaHe
Ha JIEHHOCTTA OT CTpaHa Ha THPTOBEIa Ha eIpO C JIEKAPCTBEHH MPOAYKTH U3IBIHUTEITHUAT AUPEKTOP HA
NAJI u3naBa 3amoBe]] 3a OTHEMaHe Ha U3/1aJIEHOTO pa3perieHue.

(4) (HoBa - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Ilpu HewsmbIHEHHE HA
M3HMCKBaHUATA 32 M3HOC HA JIEKAPCTBEHW MPOAYKTH MO TJiaBa JeBeTa "0" OT THProBel Ha €Apo C
JIEKApCTBEHH TPOAYKTH W3IBJIHUTENHUAT aupektop Ha MAJl wm3nmaBa 3amoBen 3a OTHEMaHe Ha
pa3pelieHneTo, Koraro ThbproBelbT Ha €Ip0o U3BBPIIU MOBTOPHO HapylleHue mo wi. 284n u 2858 uiun
KOraTo CUCTEMHO He M3ITBIHABA 3aAbKeHusTa cu mo wi. 207, an. 1, T. 15.

(5) (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., npenumnHa an. 4 - /IB, 6p. 84 ot
2018 r., B cuna ot 12.10.2018 r.) Ilpu HeusmbIHEHNE Ha 3abJKEHUETO 3a yBEAOMSBAHE MO 4. 235, a.
3 3a mpekparsBaHe Ha JEHHOCTTAa OT CTpaHa Ha MPUTEXATed Ha pa3pelleHHe 3a U3BLPIIBAHE Ha
THProBUs Ha JIpeOHO C JIEKapCTBEHHU MPOAYKTH M3MBIHUTEIHUAT aupektop Ha MAJl uznasa 3anosen 3a
OTHEMaHe Ha U3/1aJICHOTO pa3pelleHue.

(6) (ITpenumna an. 5, u3m. - JIB, 6p. 84 ot 2018 1., B cruta ot 12.10.2018 r.) 3amoBenute 1o ait.
1 - 5 nonexxat Ha oOkaaBaHe MO peaa Ha A IMUHUCTPATUBHOMIPOIIECYATHHSI KOJIEKC, KaTO 00KaIBaHETO
HE CIHMPa U3ITBIHCHUETO M.

Un. 294. Ko#ito Hapymu pa3nopeaduTe Ha TO3U 3aKOH WM HapeIOuTe IO MPHIIAraHeTO MY,
M3BBH ciydaute mo uwi. 281 - 293, ce nHakaszBa c¢ rioda or 1000 mo 3000 nB., a mpW TOBTOPHO
W3BBPIIBaHE HA CHIOTO HapylieHue - ¢ roda ot 3000 mo 5000 nB.



Ui 295. (1) (U3m. - 1B, 6p. 98 ot 2010 1., B cuna ot 01.01.2011 r.) Hapymenusita mo To3u
3aKOH C€ YCTaHOBSIBAT C aKTOBE, CbCTABEHHU OT AbprkaBHU MHcHekTopHu oT MAJL, cpoTBeTHO 0T P3U.

(2) (Hom. - JIB, 6p. 84 ot 2018 r., B cruta ot 12.10.2018 r.) Hapymenusita mo wi. 2843 u 4iI.
289 ce ycTaHOBSBAT OT JUIbKHOCTHHU JIMLIA, ONIPEAEICHN OT MUHUCTHPA Ha 3paBEOIa3BaHETO.

(3) (U3m. - B, 6p. 98 ot 2010 1., B cruta ot 01.01.2011 r.) Haka3zaTreaHuTe MOCTAaHOBJICHUS CE
M3/aBaT OT MHUHHUCThpa Ha 3/IpaBEONa3BaHETO, OT IJIABHUS JIbPXKaBEH 3JpaBEH HHCHEKTOp, OT
m3nbaHuTenHus aupekrop Ha MAJL u ot mupekroputre Ha P3U B 3aBUCHMMOCT OT MOJYMHEHHETO Ha
JUTH>KHOCTHOTO JIMIIE, YCTAHOBUJIO HAPYILIEHUETO.

Un. 296. CncraBgHEeTO HaA aKTOBETE, H3JaBaHETO, OOXKAJIBAHETO M H3IIBJIHCHHETO Ha
HaKa3aTeJIHUTE MOCTAHOBJICHUS C€ U3BBPIIBAT MO peja Ha 3aKoHa 32 aIMUHUCTPATUBHUTE HAPYILICHUS U
HaKa3aHUs.

Y. 297. (U3m. - [IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) (1) B cayuyaure Ha un. 281,
282, 283, 284, 285 u 287 Haka3BalIMAT OpraH IOCTAHOBSIBA U OTHEMaHE B I0JI3a Ha Jbp)KaBaTa Ha
JIEKAPCTBEHHUTE MPOYKTH - TIPEAMET Ha U3BBPILICHOTO HAPYIICHHE, IIPU YCIIOBUS U 1O PeJl, ONpeeiIcHU
B 3aKoHa 3a aJIMHHHCTPATHUBHHUTE HapyIIeHWUs W HakazaHus U B cboTBeTcTBHE ¢ Permament (EC) Neo
952/2013 na EBpomneiickus mnapiameHT u Ha CbBera oT 9 oktomBpu 2013 1. 32 ch3maBaHe Ha
MuTtHnuecku konekc Ha Coro3a (OB, L 269/1 ot 10 okromBpu 2013 r.) u PernameHT 3a u3nbJiHEHUE
(EC) 2015/2447 na Komucusita ot 24 HoemBpu 2015 1. 3a ompenensiHe Ha MoApoOHW MpaBWiIa 3a
MpHUJIaraHeTo Ha Hskou pasnopenou Ha Permament (EC) Ne 952/2013 na EBponeiickus mapiaMeHT U Ha
CwBera 3a ch3aBane Ha MutHHuecku kozekc Ha Crro3a (OB, L 343/558 ot 29 nekemspu 2015 1.).

(2) JlexapctBeHute MPOAYKTH MO ai. | ce yHUIOXKaBaT MPHU YCIOBUATA M MO peAa Ha
HapenOara o wi. 274, an. 2.

JlombJIHHTEIHE pa3nopeadu

§ 1. ITo cMuchbia Ha TO3M 3aKOH:

1. (w3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) "AKTUBHO BEHIECTBO" € BCSIKO
BELIECTBO MJIM CMEC OT BEIIECTBA, NPEAHA3HAUYEHU 3a M3I0JI3BAHE 3a MPOU3BOJCTBOTO HA JIEKAPCTBEH
MPOJYKT, KOUTO MPYU U3IMOJI3BAHETO CU B HETOBOTO MPOU3BOJCTBO CE€ MPEBPBILAT B aKTUBHA ChCTAaBKA Ha
TO3M TMPOAYKT, NpeJHAa3HayeHa 3a yINpaxHsBaHE Ha (HapMaKOIOTHYHO, HMMYHOJIOTHYHO WIIH
MeTabOIMTHO JEHCTBHUE C 11€J Bb3CTaHOBSIBaHE, KOPUTHPaHE WK MPOMsHA Ha (PU3HOJIOTUYHU (PYHKIIUH
WJIM 32 NTOCTAaBsIHE HA MEJUIIMHCKA IUarHo3a.

2. "buoekBHBaJIEeHTHOCT" € HajlMIle, KOraTO JIEKApPCTBEHUTE MPOAYKTH ca (papManeBTUYHO
€KBUBAJICHTHH WK (papMalleBTUYHU aITEPHATUBHU, U aKO TEXHUTE OMOHATUYHOCTH Cle/l MPUIIOKEHUE B
chlllaTa MOJIapHa J103a ca MOJO00HU J0 TaKaBa CTEIEH, Y€ e()eKTUTE UM IO OTHOIIEHUE Ha €(PUKACHOCT U
0€30IacHOCT ca ChIIECTBEHO MOJOOHH.

3. "BuoHAMMYHOCT" € CKOPOCTTA U CTENEHTA, C KOUTO aKTUBHOTO BEIIECTBO WM TEPATIEBTUYHO
aKTHBHATa My 4acT ce abcopbupar oT jJekapcTBeHaTta (opMma U CTaBa HAJIMYHO B MSCTOTO Ha JeicTBUE.
Koraro nexkapcTBEHOTO BEIIECTBO € MPEAHA3HAUYEHO Ja YINpakKHU CHCTEMEH TepamneBTHYeH e(dexT,
OMOHATMYHOCT O3HAYaBa CKOPOCTTA M CTENEHTa, C KOUTO JIEKAPCTBEHOTO BELIECTBO WJIM TEPANleBTUYHO
aKTHMBHATa My 4acT ce 0CBOOOXKaBa OT JiekapcTBeHaTa popma U IpeMHHaBa B 00111aTa [UPKYyIaiusl.

4. (m3m. - JIB, O6p. 84 or 2018 r. (*)) "bpomypa Ha wuscnenosarena" e Opomrypa Ha
W3CIIeToBaTENs 0 CMHCHIIa Ha Wi. 2, maparpad 2, Touka 23 ot Pernmament (EC) Ne 536/2014.

5. "BanuaHa noKyMeHTauus" € JOKyMEHTalus, KOATO M0 ChABbP/KaHUE U ITBJIHOTA OTTOBaps Ha



M3HUCKBaHUSATA, IPEIBUICHHU B OTIpe/ieNieHa Mpolielypa Mo TO3U 3aKOH.

6. "BemectBo ¢ moOpe ycraHOoBeHa ymoTpeba B METUIIMHCKATa IMpakTHKA" € BEIIeCTBO, 3a
KOETO MOTarT Jia ce MPUJIOKAT CICIHUTE KPUTEPHHU:

a) IepuoIbT 3a JIOKa3BaHEe Ha J10Ope ycTaHOBEHaTa yrnorpeda B MEAMIIMHCKATAa MPAKTHUKA € He
no-kparbk oT 10 roauHu OT JaTata Ha IbpBaTa CUCTEMAaTH3WpPaHAa M JAOKYMEHTHpaHa ynorpeba Ha
BEILIECTBOTO KaTO JIEKAPCTBEH MNPOIAYKT B EBporeickus cbro3 Win B EBpONEHCKOTO MKOHOMHUYECKO
MIPOCTPAHCTBO;

0) KOJIMYECTBEHH aCIEKTH Ha ynmoTpedara Ha BEIIECTBOTO, KaTo C€ B3eMe IPEIBH/I CTEIIEHTa Ha
ynorpeba B METUIIMHCKATa MPaKTUKa, CTENEHTa Ha ynoTpeba Ha reorpadCcky MPUHIUI U CTEIEHTa Ha
IpoclieAsiBAHEe Ype3 cUcTeMara 3a 0e30MacHOCT, BKIIOYUTENHO IPOYYBAHHs, IPOBEIACHU IPEIu
MyCKaHeTO Ha Ma3zapa W clieJ] ToBa M NyOIMKyBaHa Hay4yHa JUTeparypa 3a ENUIEMHUOJOTUYHH
IIPOYYBAHHUA U B YACTHOCT CPAaBHUTEIIHU EIUAEMUOJIOTUYHYU IPOYYBAHUS;

B) BHCOKa CTENEH HAa HaydYeH MHTEpeC KbM YyHoTpebara Ha BemecTBOTO (Opoil HaydHU
nyOJIMKalMU) U €IMHCTBO B HAYYHUTE CPEH B HAYYHHUTE OLICHKU.

7. "BropuuHa omakoBKa' € ONAaKOBKaTa, KOATO HE BIM3a B HEMOCPEACTBEH KOHTAKT C
JIEKapCTBEHMSI IPOJIYKT.

8. (u3m. - JIB, 6p. 84 ot 2018 1. (*)) "Bb3noxkuren" € COHCOp IO CMUCHJIA Ha 4. 2, maparpad
2, touka 14 ot Pernmament (EC) Ne 536/2014.

9. "I'eHepuueH JE€KapCTBEH NPOAYKT' € JIEKapCTBEH MPOAYKT, KONTO MMa €AUH U ChI]
KAuecTBEH U KOJIMYECTBEH CBhCTAB 10 OTHOILIEHHE HA AKTUBHUTE BELIECTBA U ChlIaTa JEKapCTBEHA
dbopma kaTo pedepeHTHHS JEKApCTBEH NPOAYKT, U OHOEKBHBAJIEHTHOCTTa MYy C pedepeHTHHS
JIEKapCTBEH MPOAYKT € J0Ka3aHa ¢ MOAXOASIIN U3NUTBaHUs 32 OMOHAIMYHOCT. PasnnyHuTe nepopaiHu
JeKapcTBeHH (GopMHU ¢ He3a0aBHO OCBOOOKIaBaHE CE CMSATAT 3a €IHAa U ChIa JieKapcTBeHa Qopma.
Pasznuunute comu, ectepu, €Tepu, U30MEPHU, CMECH OT U30MEPU, KOMIUIEKCH WIN JE€PUBATH HAa aKTUBHO
BEIIECTBO C€ CMSATAT 3a CHIIOTO aKTUBHO BELIECTBO, OCBEH aKO T€ C€ Pa3inyaBaT 3HAYUTEIHO 110 CBOSITA
0€30MacHOCT W/WiH e(PUKACHOCT.

10. (u3Mm. - JIB, Op. 84 ot 2018 r. (*)) "I'maBen m3cinenoBaren" € IJIaBEH H3CIIEIOBATEN IO
CMHCHJIa Ha wil. 2, naparpad 2, touka 16 ot Pernmament (EC) Ne 536/2014.

11. "epunupana aHeBHa q03a" € cpeAHa THEBHA MOJAbpIKAIA 032 OT JaJIeH JIEKapCTBEH
MPOJYKT, KOSATO C€ IMpUJIara Mpyu Bb3pacTHU IO OCHOBHOTO MOKa3aHHUE Ha JIEKAPCTBEHUS POAYKT.

12. (m3m. - JIB, Op. 84 ot 2018 r. (*)) "/loOpa knMHWYHA mpakTHKa" € 100pa KIMHUYHA
IIpaKTHKa 10 CMUCHJIA Ha ui. 2, naparpad 2, Touka 30 ot Pernament (EC) Ne 536/2014.

13. "JloOpa mabopaTropHa MpakTHKa" € CHUCTeMa OT MEXIYHAapOJHO NPHU3HATH IpaBHia IO
OTHOIIIEHHE Ha YCJIOBHATA 3a IUIAHMpAHE, MPOLIECUTE Ha OpraHU3MpaHe, U3BbpIIBaHE, IPOCIEIIBAHE U
JOKYMEHTUPaHe Ha J1a00paTOpHUTE U3MUTBAHMUS.

14. "Jlo6pa mpou3BOACTBEHA MpakTHKa" € cHhcTeMa OT MEXIYyHAapOoJHO OW3HEC MNpU3HATU
IpaBUia, KOATO 0OXBallla BCHYKM CTPAaHM HA MPOM3BOJCTBOTO - MEPCOHAJ, MOMEIIEHHs, ChOPBKEHHUS,
MaTepuaiu, T0KyMEHTAlHsl, KaueCTBEH KOHTPOJ, U UMa 3a LeJT J1a OCUTypu 0€30IacHOCT, €pUKACHOCT U
CbOTBETCTBHUE ChC CHEIHPHUKAIMATA.

15. (mom. - IB, 6p. 71 ot 2008 1., B cra ot 12.08.2008 1.) "JIbppkaBa uneHka" e apprkaBa -
wieHka Ha EBponeiickusg cbpro3 Wiau abpxkaBa - crpaHa no Cnopasymenuero 3a EBpomelickoro
MKOHOMMYECKO MPOCTPAHCTBO.

16. "Etuker" e nnpopmanus BbpXy MbpBUYHATA WIM BTOPHUYHATA OMAKOBKA HA JIEKAPCTBEHUS
MIPOJYKT.

17. "IMyHONIOTHYEH JIEKAPCTBEH MPOAYKT" € JIEKapCTBEH MPOJYKT, KOMTO ChIbp)ka BaKCHUHH,
TOKCHUHHU, CEpyMH MU anepreHu. B oOxBara Ha BaKCHMHMTE, TOKCUHHTE U CEPYMHUTE BJIM3aT areHTH,
KOHUTO C€ M3IOJ3BAT /1a Ch3/1a71aT aKTUBEH UMYHUTET WM Ja YCTAaHOBAT ChbCTOSIHUE HA UMYHUTET, HITH J1a
MpeIM3BUKAT [MaCUBEH UMYHHUTET. AJIEpreHuTe ca JeKapCTBeHU MPOAYKTH, KOUTO ca MpeHa3HauYeHH Ja
UACHTUGUIMPAT WM CTUMYJIUpPAT crnenuduyHa IeJeHacoueHa MPOMsSHA B MMYHOJOTMYHHS OTIOBOP



KbM aJIepruyeH areHT.

18. "HUscinenBane 3a OMOEKBUBAJIEHTHOCT" € KIMHUYHO M3IHUTBAaHE, C KOETO CE€ IIEIM Ja CE
JIOKake, e JIBa JIEKapCTBEHH MPOAYKTa ca OMOEKBUBAJIEHTHH, aKo Te ca (hapMalleBTUUYHO €KBUBAJICHTHH
wii ($apManeBTUYHO AITEPHATHBHU, M KOTATO OMOHAIMYHOCTUTE WM CJeJ NpuiIarane B ChIIara
MoOJIapHa J103a Ca CXOJHU JIO CTETIEH, KOSITO € YCIOBHE 3a €KBUBAJICHTHU €(DUKACHOCT U 0€30IacHOCT.

19. "U3cnenBaHe 3a OMOHAIMYHOCT" € KIMHUYHO HM3IMTBAHE, C KOCTO CC IICNIM JIa Ce IOKaXKe
KaKBU Ca CKOpPOCTTAa M CTEINEHTa, IPU KOUTO aKTUBHOTO BEIIECTBO HJIM TEPANeBTUYHO 3HAYMMAaTa 4act
OT W3MUTBAaHMUS JIEKAPCTBEH NPOAYKT JOCTHraT OT JeKapcTBeHata ¢opmMa B CHUCTEMHOTO
KpBHBOOOpAIICHHE.

20. (m3m. - JIB, 6p. 84 ot 2018 r. (*)) "M3nuTBaH JeKapcTBEH NPOAYKT" € HW3MUTBaH
JIEKapCTBEH MPOAYKT 10 CMUCHIA Ha Wwi. 2, maparpad 2, Touka 5 ot Permament (EC) Ne 536/2014.

21. (m3m. - [IB, Op. 84 ot 2018 . (*)) "HU3cnenoBaten" e m3cieaoBaTeN M0 CMUCHIA Ha 9l 2,
naparpad 2, Touka 15 ot Permament (EC) Ne 536/2014.

22. (u3m. - [IB, Op. 84 ot 2018 r. (*)) "Mudopmupano cerioacue" e uHGOPMUpPAHO ChIIacue mo
cMHCHIa Ha wi. 2, naparpad 2, Touka 21 ot Pernament (EC) Ne 536/2014.

23. "Kut" e BCSKO BeIeCcTBO, KOETO OOMKHOBEHO TMpEAH yrnoTpeda ce pa3TBaps, CyCHEHAMNpPA,
paspexa Wi KOMOMHUpA C PaIMOHYKIUAM, B PE3YJITaT HAa KOETO C€ MOoJyuyaBa FOTOBUAT PaIUOAKTHBEH
JICKapCTBEH MPOIYKT.

24. (m3Mm. - JIB, 6p. 84 ot 2018 r. (*)) "KinHMYHO M3NHUTBaHE Ha JEKAPCTBEH MPOIYKT" €
KIMHAYHO U3NUTBAaHE 110 CMHUCHJIA Ha Wi 2, maparpad 2, Touka 2 ot Permament (EC) Ne 536/2014.

25. "KiIMHUYHO NpeauMCTBO" € 3HAYUTETHO TEPANEBTUYHO WM TUarHOCTUYHO MPEAUMCTBO Ha
€/IMH JICKapCTBEH MPOIYKT B CPABHEHHUE C JICKAPCTBEH MPOJYKT, KOWTO BeUe € MOIYy4ns pa3peiieHue 3a
ynotpeoa.

25a. (moBa - JIB, Op. 84 ot 2018 r., B cmia ot 12.10.2018 r.) "Kondaukt Ha uHTEepecu" e
KOH(MIMKT Ha MHTEPECH MO CMUCHIA Ha TiaBa ocMa, pasaen | oT 3akoHa 3a MPOTHUBOACHCTBUE Ha
KOpPYILIKATA U 32 OTHEMaHE Ha HE3aKOHHO MPUA0OUTOTO UMYILECTBO.

26. (ot™m. - JIB, Op. 84 ot 2018 1. (*))

27. "JIucTtoBKa 3a manueHTa" € JUCTOBKA, ChAbpKallla MHPOpMAIUs 3a MOTPeOUTeNs, KOSTO
CBIIPOBOXK/IA JICKAPCTBEHUSI TPOIYKT.

27a. (voBa - [IB, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r., u3m. - [IB, 6p. 102 ot 2012 1., B
cwia ot 21.12.2012 r.) "JIekapcTBeH NPOIYKT 32 MOAEPHA Tepanus'" € JEKapCTBEH MPOAYKT, ONPEIEIIECH
B wieH 2 oT Pernmament (EO) Ne 1394/2007 na EBponeiickus napiameHT U Ha CbBeta oT 13 HoemBpHU
2007 r. OTHOCHO JIEKapCTBEHUTE MPOAYKTHU 33 MOJIEPHA Tepamus M 3a MU3MEeHeHHe Ha JlupekTuBa
2001/83/EO u na Pernmament (EO) Ne 726/2004.

276. (noBa - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "JlekapcTBeH MPOAYKT 3a
ChCTpajareiaHa ynorpeda" e jekapcTBeH MPOJYKT 3a NaJMaTUBHA ynoTpeda Mo CMUChIA Ha wi. 83,
naparpad 2 ot Pernament (EO) Ne 726/2004 na EBporneiickus napiameHnTt u Ha CbBeTa.

28. "JlekapCTBEH MPOIYKT, MOTYYEH OT YOBEIIKA IJIa3Ma WUJIM OT YOBEIIKA KPBB" € JIEKapCTBEH
IPOAYKT, IPOU3BEIEH OT YOBELIKU KPBBHHM CHCTABKU M Ype€3 METO/]|, BKJIIOYBAI MPOMMIILUIEH MpOIeC.
K®M 14X ce oTHacAT anOyMuH, IMYHOTJIOOYJIMHY, KOaryaupany GakTopu H aHTHIIPOTEa3u, pa3TBOPH Ha
TUTa3MEHU TPOTEUHH, APYTH MIa3MeHH (PpaKkIMy WIK KOMOMHAIIUHU OT TIX.

29. "JlekapcTBEH MPOYKT, IPEAHA3HAYEH 32 JIeUeHHUE, MPODUIAKTHKA U JUATHOCTUKA HA PEIKU
3a00Js1BaHUA" € IPOAYKT, KOHTO:

a) € MpenHa3HAYeH 3a JUArHOCTHKA, MPO(UIIAKTHKA WM JIEYeHUE Ha JKUBOTO3aCTpalllaBalln
00JIeCTH MM MPOrPECUBHO MPOTUYAIIM XPOHUYHH 3a00JI1BaHMs, KOUTO 3acsraT He moseye oT 5 Ha 10
000 yoBeka Ha TEpUTOPHSATA HA CTPAHATA, WU

0) e mpeHa3HAyYeH 3a JMArHOCTUKA, MPO(UIAKTHKA WIM JIEYEHHE Ha >KMBOTO3aCTpalllaBallly
0OJIECTH W Ha CEPHO3HO YBPEXKIAIIM 3[[PaBETO XPOHHYHH CHCTOSHUS (3a00JsIBAHMS C BHCOK ST Ha
00JIeCTHOCBBp3aHaTa HEPaOOTOCIIOCOOHOCT M MHBAIMIHOCT) M Ca NPWIOKEHH J0Ka3aTesICTBa, Ye



npojgaxkbaTta Ha MPOJAYKTa HE OCHUTYpsiBa 3aJ0BOJIUTENHA BB3BPBIIAEMOCT, KOSITO Ja ONpaBlae
HE00XOIMMUTE MHBECTUIIUH 32 HAYYHOHM3CIIEJOBATEIICKAa M pa3BOifHa JAeHHOCT, 03 J1a MMa CTUMYJIU 3a
ch3Aarens Ha MPOJyKTa, U

B) KOTaTo HsMa 3aJI0OBOJMTEICH METOJ 3a JMarHOoCTUKa, NPOQHIAKTUKA WIH JICYeHUEe Ha
CbOTBETHOTO CBHCTOSIHME, WM aKO KMa TaKbB METOJ, MPEIJOKEHUSAT JEKapCTBEH MPOAYKT HMa
3HAYUTEIIHO [10BEYE MPEAUMCTBA OT HETO U I10J13a 33 3aCErHATUTE OT TOBA ChCTOSIHUE.

30. "JlekapcTtBeHa ¢opMma" € Mmoaxojsdiia 3a MpUeMaHEe CTPYKTypa, ChIbpKalla aKTUBHOTO
BELIECTBO (BEILLECTBA), KOSITO MOXE Ja BKJIOYBA WIM Jla HE BKJIIOYBA [TOMOLIHM BELIECTBA, MOJIYy4YEHA
ype3 MpHJIaraHe Ha OINpeAeJeHH TEXHOJOTUYHU OIepaliy, OCUTypsBalla >KeJIaHus JieueOeH eeKT U
CTaOMIIHOCT IPU ChXpaHEHHE B CPOKA HA TOJTHOCT.

31. (u3m. - JIB, 6p. 71 ot 2008 1., B cua ot 12.08.2008 r.) "JIuie, ycTaHOBEHO Ha TEPUTOPHUSATA
Ha JbpKaBa WICHKA" € TMpaBeH CYOEKT, pPErucTpupaH MO TPaKIAHCKOTO WIM THPrOBCKOTO
3aKOHOAATEJICTBO HA JIbp’KaBa WIEHKA WM Ch3JaJIeH [0 CWJIaTa Ha HOPMAaTHUBEH akKT, KOWTO HMMa
Ce/laJIMILe U a/Ipec Ha YIPABJICHUE B Jbp)KaBa 4J€HKa WM B Abp)kKaBa - cTpaHa no Cropa3yMeHHETO 3a
EBporeiickoTo HKOHOMHYECKO MPOCTPAHCTBO.

32. "MaructpaiHa peuentypa’ € npearnnucaHue 3a JIEKapCTBEH MPOIYKT, U3rOTBEH B allTeKa 110
MpeNrucaHue Ha MEAUIIMHCKHU CHEIHATMCT WIK 10 YTBBbPJEHA PeLenTypa, peIHa3HaueH 3a OlpeieeH
MAIMEHT.

33. "MexXayHapoJHO HENaTeHTHO HaWMEHOBAaHME" € MpenopbyaHOTO HAUMEHOBAaHUE Ha
AKTUBHOTO BEIIECTBO, 0J100peHo u myonukyBaHo ot C30.

34, "MeauuuHCKA CHEeUMAJIMCTH" ca JIeKapu, JieKapu [0 JICHTaJdHa MEJUIMHA,
MarucTbp-papManeBTH, MEIULHUHCKU CECTPH, aKYIIepKH, MEIUIMHCKU J1abopaHTH, Qenauepu u
MTOMOUTHUK-(apMalieBTH.

35. "MeaMUMHCKM TBPrOBCKM NpEACTaBUTEN" € JMIe, IPEMUHAJIO0 CHEIHalHO O0y4deHHE U
MPUTEKABAIl0O HAy4YHU TO3HAHUA 3a IMPENOCTaBSIHE HA TOYHA W MbIHA HHPOpPMAIUS OTHOCHO
JIEKapCTBEHUSI IPOJIYKT, KOUTO peKIaMupa.

35a. (moBa - /IB, Op. 1 ot 2014 1., B cuma ot 03.01.2014 r.) "Meaumnuucko npeanucanue” e
MpeNNUCcaHue Ha JIEKapCTBEH NPOAYKT WIM Ha MEIULMHCKO H3Jelne, M3AaJe€HO OT JHIE, KOEeTO
yIpakHsBa peryjiupaHa MeAMLUHCKa mpodecus mo cmuchira Ha § 1, T. 1 OoT AONBIHUTETHHUTE
pasmopendu Ha 3akoHa 3a MpU3HABaHE Ha MPOGECHOHAIHHM KBATM(DHUKAIIMKA U KOETO MMa 3aKOHHOTO
IIPaBo J1a MpaBU TOBA B Ibp)KaBaTa WIEHKA, B KOATO C€ U3aBa MEAULUHCKOTO MpeIUCaHue.

36. (ot™. - JIB, 6p. 84 ot 2018 1. (*))

36a. (HoBa - JIB, Op. 84 ot 2018 r., B cmia ot 12.10.2018 r.) "MpexoBa u nHpopMalioHHa
CUTYpHOCT" € 3amMrara Ha HHpoOpMalusaTa OT HENpPAaBOMEPEH WM CIy4aeH JOCTbII, HM3IOJ3BaHE,
IIpaBEHE JOCTOSIHUE HA TPETH JIULIA, IPOMSHA WIHM YHUIL0)KABAHE.

37. "HaumeHnoBaHue Ha JIEKAPCTBEH MPOJIYKT'" € UMETO, MaJeHO Ha MPOAYKTa, KOETO MOXKE Ja
obae:

a) cB0OOAHO U30paHO UME (THPTOBCKO UME);

0) (u3m. - JIB, Op. 12 ot 2011 1., B cuna ot 08.02.2011 r.) oburonpuero 3ae1HO C ThProBCKaTa
MapKa WM UMETO Ha MPUTEKATENs Ha pa3pelIeHueTo 3a ynorpeoa;

B) (u3m. - 1B, 6p. 12 ot 2011 r., B cuia ot 08.02.2011 r.) Hay4HO MME 3a€HO C ThPTrOBCKaTa
MapKa WJIM UMETO Ha MpUTEeXKaTes s Ha pa3pelieHneTo 3a ynorpeoa.

38. "Hayuna nureparypa" e myOinKanus/myOoIMKaluy Ha pe3yaTaTd OT HAyYHH U3CIIe/IBaHUS B
CHelHaTu3upaHi MEeKIyHAPOJHU HAYYHU U3JIaHUS.

38a. (moBa - /IB, Op. 84 ot 2018 r., B cuina ot 12.10.2018 r.) "Henoctur Ha nexkapcTBeH
MPOAYKT" € HEJOCTUI'BT Ha JIEKAPCTBEHU MPOIYKTH, BKIOYEHH B [lO3WTHMBHHUS JI€KapCTBEH CIHCBHK,
YCTaHOBEH 4Ype3 clielUaln3upaHaTa eJeKTpOHHA cucTeMa 1o pena Ha ui. 2176.

39. "HoBo akKTHUBHO BellecTBo" €:

a) XMMUYHO, OMOJOTMYHO WU paanodapMalieBTUYHO BEIIECTBO, KOETO He € OUJI0 pa3perieHo



3a ynotpe0a KaTo JIeKapCTBEH MPoayKT B EBponeiickus chio3;

0) u3oMep, cMec OT U30MEPH, KOMILJIEKC WIIH JIEPUBAT, UM COJT HA XUMUYHO BEIIECTBO, KOETO €
OusI0 pazpeleHo 3a ynorpeda KaTo JeKapCcTBEH MPOAYKT B EBpormelickus chio3, HO ce pa3inyaBa IO
OTHOIIICHHE Ha 0e30MacHOCTTa ¥ €(PUKACHOCTTA CH OT MPEAMIIHO Pa3pEIIeHO BEIIECTRO;

B) OMOJIOTMYHO BEIIECTBO, KOETO € OUIIO0 pa3peleHo 3a ynorpeda KaTto JEeKapCTBeH MPOJIYKT B
EBporeiickust ¢bi03, HO € C pa3IM4Ha MOJIEKYJIHA CTPYKTYpa, ¢ Pa3IMyeH MPOU3XO0J MO0 OTHOIICHHE Ha
M3XOJIHUS MaTepuaj Ui € MOJIy4eHO Upe3 pa3inyeH MPOU3BOICTBEH MPOLIEC;

r) paanodapMaieBTHYHO BEIIECTBO, YUUTO PATUOHYKIUIN UM MOJICKYITHU BPB3KU (CHOTBETHO
JUTaH[U), KOUTO HE ca OWIM pa3pelieHd KaTro JIEKapCTBeH MpOAyKT B EBpomeiickus cbio3, wiu
MEXaHH3MbBT 332 CBBHP3BAHE B JIBOMKA HA MOJIEKYJIMTEC W PAJIUOHYKIUIAUTE HE € OWl pa3pemieH B
EBporneiickus cbio3.

40. (m3m. - JIB, 6p. 84 ot 2018 r. (*)) "HexxenaHo crOuTHE" € BCska HEOIAronpUsTHA TPOMSIHA
B 3/IpaBHOTO ChCTOsIHUE, HAOJI0JaBaHa Mpy MpUJIaraHe Ha JEKapCTBeH MPOAYKT Ha MAI[MEHT, KOATO HE €
HEMPEMEHHO MPUYNHHO CBBhpP3aHA C TOBA JICUCHUE.

41. (m3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r., uzm. - JIB, 6p. 84 ot 2018 r. (*))
"Hexxenana nexapcTBeHa peakius' € BCEKHM HEXEJIaH W HENpEeABUICH OTrOoBOpP KbM JIEKAPCTBEH
MpOaYyKT. BumoBeTe Hexenanu JeKapCTBEHU PEAKINH ca:

a) (u3m. - JIB, 6p. 84 ot 2018 r. (*)) "HeouakBaHa" - HeXKeTIaHA JIEKAPCTBEHA PEAKIIHS, KOSATO HE
€ TOCOYEHa B KpaTKaTa XapaKTEepHCTHKAa Ha MPOAYKTA WM YHUWUTO XapakTep, TEXKECT WU H3XOJ He
OTrOBapSAT Ha MIOCOYCHUTE B KpaTKaTa XapaKTePUCTHKA HA MTPOYKTa,

0) "mogo3upana - HeXKeIaHa JIEKapCTBeHA PEaKIus, 32 KOSTO ChOOIIUTENSAT HIIM IPUTEHKATEIISAT
Ha pa3penicHHeTo 3a YIoTpeda Mpearonara, 4e¢ MMa BB3MOXKHA NPUIMHHO-CICICTBEHA BPB3Ka C
MpUEeMaHUsl IEKaPCTBEH MPOJIYKT;

B) "cepuo3Ha" - Bceku HeOiaronpusareH eheKkT BbpXY 3/IpaBHOTO ChCTOSHUE, KOMTO € cTaHal
MIPUYKHA 32 CMBPTEH M3XO0]I, HETIOCPEICTBEHA OMACHOCT 3a JKUBOTA, XOCIUTAIM3AIMS UITH YAbKaBaHe
CpOKa Ha XOCHUTAIW3ANNS, 3HAYUTCIHU WIH TPAWHH YBPESKIAHWS, WHBATUAM3AIMS W BpPOJCHU
aHOMAaJIUH;

') KOMOMHAIMK MeX Ay peakuuu o Oyksu "a", "6" u "B".

42. "Obuonpuero uMe" € MEeXJIyHapOAHOTO HEMAaTeHTHO HaUMMEHOBAHUE HA JIEKapCTBEHOTO
nwin nomoinHoTo BewecTBo (INN), npenopbsuano or C30; ako HsMa TakoBa, C€ M3I0JI3Ba UMETO B
EBpormeiickata ¢apmakones, ako M TaM JHICBa - Apyro ¢apMmakomnelHo HMe;, KoraTo HsiMa
(hapMakoIieiiHO UMe, C€ U3IO0JI3Ba 0OMYAHOTO MPUETO UME.

42a. (HoBa - /IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "OcHOBHa TOKyMEHTaIUsl Ha
cUCTeMara 3a MpocieAsBaHe Ha JieKapcTBeHaTa 0e30macHOCT” € MoApoOHO OMMCAHHWE HAa CUCTEMaTta 3a
mpocie/sBaHe Ha JieKapcTBeHaTa Oe30MacHOCT, M3MOJ3BaHa OT MpUTEXKATeNs Ha pa3pelieHue 3a
yrnorpeda 1Mo OTHOIICHUE Ha eIMH WM IOBEYE pa3pellieHu 3a yroTpeda JIEKapCTBEHU TPOTYKTH.

426. (noBa - 1B, Op. 48 o1 2015 r.) "O1neHka Ha 3ApaBHUTE TEXHOJIOTUU" €:

a) opma Ha MOJUTHKA B 00JIACTTAa HA HAYYHUTE U3CIIEBAHUS, KOSITO IPOYyYBa KPATKOCPOUHUTE
U IBITOCPOYHUTE PE3YNITAaTH, CBbP3aHU C MPUJIAraHeTo Ha 3APaBHUTE TEXHOJOTHH, U MMa 3a IeN Ja
MPeIOCTaBy HHQOPMAIIHSI OTHOCHO aJITSPHATHBHUTE 3]JPAaBHH CTPATETHH;

0) MyIATUAMCUUIUIMHApHA JIEHHOCT, KOSTO CHCTEMAaTHYHO OIICHSBAa TEXHHYECKUTE
XapaKTePUCTHKH, 0€30MacHOCTTa, KIIMHNYHATa €(PUKACHOCT U €(EKTUBHOCT, Pa3XOUTe, CTOMHOCTHATA
e(eKTUBHOCT, OpTaHU3aAIMOHHUTE, COLMATHUTE, IPABHUTE U €TUYHUTE MOCIEIUIM OT MPHUIAraHeTo Ha
JICKapCTBCHW TPOAYKTH B 3][PaBEOla3BaHETO MW ce (POKycHpa BBPXY CTOHHOCTTAa - KJIMHWYHA W
MKOHOMHMYECKA, KAaTO aHAIMU3bT € CPaBHUTENICH CIPSAMO ChIIECTBYBallaTa WIH Haii-moOpata KbM
MOMEHTA aJITepHATHBA.

43. "Ilaptupa" e ompeneseHOTO KOJUYECTBO OT JIEKAPCTBOTO, MPOU3BEAEHO ChIJIACHO
YCTaHOBEHA BB3MPOU3BOAMMA TEXHOJIOTMYHA CXEMa, OCHTypsBalia HEOOXOIUMHS TapTHICH
XOMOTEHHUTET MO OTHOIIICHNE Ha M3UCKBAHUTE KOHTPOJHHU TOKA3aTEIH.



43a. (HoBa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) "Ilnan 3a ynpaBieHue Ha pucka"
€ MoJPOOHO ONMKCaHUE HAa CUCTEMATA 32 YIpaBlIeHHE Ha PUCKA.

44, "TlogmpprkaHe Ha pa3pelIeHUETO 3a ynoTpeda Ha JEKApCTBEH MPOAYKT" BKIIOUBA BCUYKHU
HEOOXOIMMU JIEHHOCTH C OTJIe] MOIIbpPXKAHE HA aKTYAJICH PErHCTPAIMOHEH CTAaTyC Ha JICKAPCTBCHHS
MPOJYKT, BKIIFOUUTEIHO U MPOCIEASIBAHETO Ha JIeKapcTBEHAaTa 0€30MacHOCT.

44a. (noBa - /IB, Op. 48 ot 2015 r.) "llogabpkane Ha peuMOypceH cTaTyc" € OIeHKa Ha
JIEKapCTBeH MNPOAYKT BB3 OCHOBAa Ha JIOKa3aTelCTBa 3a €(UKACHOCT, TepaneBTUYHA e(EeKTHBHOCT,
0€30MMacHOCT U aHAIKU3 Ha (hapMaKO-UKOHOMHUYECKH ITOKa3aTelH.

45. "ITon3a" e MoJOKUTEIEH Pe3yiTaT/TepaneBTUIHa e(OUKACHOCT Ha JIEKAPCTBEHHS MPOIYKT
3a OT/CTHUS MAIMEHT, TPyIia OT MalMeHTH WK 3a 00mecTBoTo. KomnvecTBeHaTa olleHKa Ha O4akBaHATa
I10J13a BKJIFOYBA MPUOIU3UTEITHO U3YHCIICHUE Ha BEPOSITHOCTTA 32 TO3U MOJIOKUTENICH Pe3yTar.

46. (u3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) "[TomoniHo BemecTBo" € Besika
CbCTaBKa Ha JICKaPCTBEH MPOYKT, pa3jiliHa OT aKTUBHOTO BEILIECTBO U OMAKOBBYHUS MaTepHUall.

47. "TlocTMapKEeTHHTOBO MpOyuYBaHe" € BCSAKO MPOYYBaHE, MPOBEKAAHO NpH ymorpeba Ha
JIEKapCTBEHHs MPOAYKT B PaMKHUTE Ha 0OJ00peHaTa KpaTka XapakTepHUCTHKAa Ha MPOAYKTa B MepHoaa
clle]] pa3peliaBaHe 3a ynorpeoa.

47a. (noBa - IB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 1.) "IlocpenqanyecTBo B 00acTTa Ha
JIEKApCTBEHHUTE MPOAYKTH" ca BCUUKH JIEMHOCTH, KOUTO UMAT 32 11€J1 CKJIFOUBAHE HA JIOTOBOP 32 MOKYIIKa
WK TpoAak0a Ha JIEKapCTBEHU MPOAYKTH, C U3KIIOYCHHE Ha ThPrOBUSATA HA €/IpO, KOUTO HE BKIIIOYBAT
¢u3nUecKo Jbp)KaHE W KOWUTO CE H3pa3siBaT B JOTOBapSHE HE3aBUCHMMO W OT HMMETO Ha JPyro
IOPUANYECKO WK (PU3UUYECKO JUIIE.

48. (m3m. - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) "[TocTMapKeTHHTOBO ITPOYYBaHE 32
Oe3omacHOCT" € BCSKO IIPOyYBaHE, CBBP3aHO C paspelieH 3a ymnorpeda JIeKapcTBEH MPOIYKT,
MPOBEXKIAHO C IEN Ja Cce HIACHTUPUIMPA, XapaKTepU3Wpa WM OINPEACTU CTENeHTa Ha pPHCKa IO
OTHOIIIEHHE Ha 0€30MacHOCTTAa, Ja ce MOTBbPAU MPoGUIbT Ha 6E30MACHOCT Ha JIEKAPCTBEHUS MPOIYKT
WM JIa CE MperieHn e(heKTHBHOCTTA HA MEPKHUTE 3a YIIPABJIICHUE HA PUCKA.

49. "lloTeH1ManeH CEpUO3€H PUCK 3a 3paBETO Ha HACEJIEHUETO" ChIECTBYBA, KOTraTO € HAJIULIE
BHCOKa CTENEH Ha BEPOSATHOCT ymoTpebara Ha JIEKApCTBEH MPOIYKT Jla MPEIu3BUKA HEOTCTPAHHUMHU,
HEMOMpaBUMU U HEOOpaTUMH HETaTUBHU MOCHeAcTBUS. [IpoiechT Ha oOlieHsBaHE HIEHTUDUIUPA
OMAaCHOCTTA OT NMPUYUHSIBAHE HAa BPEIH 3a 3[I[paBETO HA HACEJICHUETO U JEHCTBUTEITHOTO M €KCIIOHHPAHE
IpH mHpokata ynorpedba Ha mpoaykra. CepHO3HHMAT PHUCK 3a 3[paBeTO B KOHTEKCTa Ha ymoTpeba Ha
oTpe/iesieH JIEKapCTBEH MPOIYKT MOXKE J1a ObJie IPEIEHEH TIPH CJICTHUTE YCIIOBHUS:

a) epukacHOCT - MaHHUTE, MPEACTABEHU 3a TepaleBTUYHATa e(PUKACHOCT MO OTHOIICHHE Ha
MPEAJIOKEHOTO TIOKa3aHUE/TIOKa3aHusl, Ha TpEJIOKeHaTa IeJieBa Tpyna/Tpynyd TalUeHTH U Ha
MpeioKeHaTa JO3UPOBKaA, MMOCOYSHH B MPOEKTA Ha JIMCTOBKATA 3a MAI[MEHTa, HE 3aIIMTaBaT HAyYHO B
IIbJTHA CTETICH MPETEHIIMHUTE 3a €(hUKACHOCT;

0) 6e30MacHOCT - OllEHKAaTa Ha JaHHUTE OT NMPEIKIMHUYHATA TOKCHYHOCT/(hapMaKoJIOTHIHATA
0€30MacHOCT U KJIMHMYHA O€30MacHOCT HE MOXKE Jia 3allUTH YOSIUTEIHO 3aKJIFOYEHHETO, Y€ BCHUYKH
MOTEHIIMATHU CTPaHH 32 0€30MacHOCT MO OTHOIICHHE Ha IlefieBaTa rpymna/Tpyny MalueHTH ca TOYHO U
M34YepriaTeTHO OTPa3eHU B MPEIOKEHATa JUCTOBKA 3a MAIlMEeHTa MM aOCOJIOTHATA CTEMEH Ha PUCK €
HEMPHUEMITUBA;

B) Ka4eCTBO - MPEIOKCHUAT HAYWH HA TPOM3BOJCTBO M KOHTPOJHHUTE METOJHM HE MOTaT Jia
rapaHTUpaT JIMICA Ha CHINECTBEH Je(eKT B Ka4yeCTBOTO Ha MPOAYKTa, KOMTO MOXKE Ja ce OTpa3u Ha
0e30macHOCTTa W/ WK e(PUKaCHOCTTA HA TIPOYKTA;

I') CbOTHOIIIEHUE TOJI3a/pUCK - OIICHKaTa Ha CHOTHOIICHHETO IMOJI3a/pUCK € HeOJIaronpusiTHa,
MIpEeABHU] XapaKTepa Ha UACHTU(UIIUPAHUS PUCK/PUCKOBE U HAa TIOTCHIIMAIHATA TT0J13a 32 MPEJIOKEHOTO
MOKa3aHMe/TIOKa3aHUs U 1IeJieBaTa Tpyma/Tpynu HallueHTH.

50. "IIpencraBuTen Ha JULETO MO 4i. 26, ai. 1 WM Ha TpUTEkaTel HA pa3pelieHue 3a
yrnotpeba" e Juile, yCTaHOBEHO Ha TepuTopusita Ha PenmyOnwka beiarapus, omnpeneneHo OT JHIETO O



wi. 26, an. | wim OT TpuTexaTeNsi Ha Pa3pelieHHeTo 3a yrmoTpeba J1a To MpeaCcTaBisiBa TpPE.
pEryJIaTOpHUTE OPraHH Ha TepuTopusaTa Ha Pemybnuka bearapust.

51. "[IpuemMnuBO HUBO Ha O€30mMacHOCT" € HaJIUIIEe, KOTaTO MPEICTABCHUTE JaHHU Ce IpHeMaT
IPU  CTaTUCTUYECKH JIOCTOBEPHA OE30MacHOCT CHOped KJIMHWYHU W3IUTBAHUS, TPOBEACHH B
cboTBeTcTBUE ¢ [loOpara KIMHUYHA [TPaKTHKA.

52. "[Ipou3BOACTBO HA JICKAPCTBEH MPOIYKT" ca BCHUKH OTEPAIlUU, CBhP3aHU C HAOaBSIHETO Ha
MaTepuaInTe, TAXHOTO oOpaboTBaHE NpU MPOU3BOJACTBEHHUS IPOIEC, BKIIOUUTEIHO OINAKOBAHE H
ETHKETUPAHEe, KAa4eCTBEHUSAT KOHTPOJ, OCBOOOKIAaBAaHETO HA MapTHATa, ChXpPaHEHHE, SKCIEANpPAHe U
CBBP3aHUAT C TE3U ONEpaIiy KOHTPOJI.

53. (mwm. - JIB, 6p. 84 ot 2018 1. (*)) "[IpoTOKON HA KIMHUYHO W3MUTBaHE" € MPOTOKOJI IO
CMHUCHJIA Ha 4. 2, maparpad 2, touka 22 ot Pernmament (EC) Ne 536/2014.

54. "llyckane Ha mazapa" € pa3lnpOCTPAaHEHHMETO Ha JIEKAPCTBEHHUS IMPOAYKT B ThPrOBCKaTa
Mpexka Ha Tepuropuara Ha PemyOnuka beiarapus u3BbH AUPEKTHHUS KOHTPOJ HA IMPUTEXKATENs Ha
pa3peleHueTo 3a ynorpeoa.

55. "IlppBuyHa omakoBKa" € OINAKOBKaTa, KOATO BIK3a B HEMOCPEJICTBEH KOHTAKT C
JICKapPCTBCHHMSI IIPOJTYKT.

56. "PagmodapmarieBTHK" € NeKapcTBEH NPOAYKT, KOKMTO, KOraro € roToB 3a ymoTpeoa,
ChJIbPIKa SJIMH WJIH IMOBEYC PAJIHOHYKIHIHU (PaAHOAKTUBHHA U30TOIH ), BKIFOUCHH C MEIMIIMHCKA I1E71.

57. "PagmoHyknuaeH TeHepaTop" € BCsSKa CHCTeMa, KOSTO BKJIIOYBA (UKCHpPAH MaTepeH
PaIMOHYKIN, OT KOWTO C€ IMOoJydaBa JIbIIEPEH PAAMOHYKIH], KOWTO CE OTIENs upe3 eIyHpaHe WIH
4ype3 IpYrd METOJIU U Ce U3MO0J3Ba B paanodapMalleBTUK.

58. "PagmoHykiuIeH peKkypcop’ € BCeKH APYT PaJuOHYKIHJ, MPOU3BEACH 3a PaJHOAKTUBHO
MapKupaHe Ha JPYTo BEIIECTBO HEIIOCPEICTBEHO MPEIN BhBEXKIAHETO MY B OpraHM3Ma Ha MallieHTa.

59. "PactureneH JieKapCcTBEH MpPOAYKT' € JIEKapCTBEH NPOAYKT, KOWTO ChIbp)Ka Karo
JIEKapCTBEHH BEIIECTBAa €JHO WJIM MOBEYe PACTUTENIHU BEIIECTBA, WU €IUH WU MOBEYE PACTUTEITHH
mpermapaTd, WIH €IHO WM IOBEYC PACTHUTEIHW BEIISCTBA B KOMOWHAIMS C €IWH WM IOBEYC
pacTUTEITHH Mpenapary.

60. "Pactutennu BemecTBa" ca OCHOBHO PAacTeHHS WJIM YacCTH OT PacTeHHs, BOJIOPACIH, T'bOH,
JTUIIeH, KOWTO ca UMW, HAuylmeHW WM Haps3aHu, U Ce HU3MOJ3BaT B HEOOpaOOTEHO CHCTOSHUE,
OOWKHOBEHO B W3CYIIICH BHUJ, HO MOHIKOTA M MPecHU. HAKOM eKcynaTH, KOUTO HE ca OWIIU TOJI0KCHH
Ha cnenuduyHa 00paboTKa, CHIIO Ce OTHACIT KbM PACTUTEIHUTE BEIIECTBA. PacTHUTENTHUTE BellecTBa
TpsOBa Ja ca C TOYHO ONPEICIICHO OOTaHWYECKO HAYYHO HAWMMEHOBAaHWE HA PACTCHHSTA, OT KOWUTO
MIPOU3X0KJIAT, ChITIACHO OMHOMUHATHATA CUCTeMa (PO, BIJI, BapHETET U aBTOP).

61. "PactuTenen npemnapat” € NPOAYKTHT, KOWTO C€ MOJydaBa clief] eKCTPAKIIHs, IeCTUIAIS,
U3CTHUCKBaHe, (ppaklMOHHpaHEe, MPEYHCTBaHE, KOHIEHTpalus Win (epMeHTalus Ha PacTUTETHOTO
BEIIECTBO. PacTUTENHUAT mMpemapaT Moke Ja ObJe CBINO CTPUTH WM Pas3lpalieHd PacTHTEITHU
BEIIECTBA, THHKTYPHU, EKCTPAKTH, €TEPUUHU Maciia, MpepadOTeHN PACTUTEITHH T€YHOCTH/COKOBE.

62. "Penku 3abonsBanus" ca 3a00/sBaHUATA, KOUTO C€ XapakTEpU3UpaT C 4YECTOTa Ha
pasnpocTpaHeHue He no-Bucoka ot 5 Ha 10 000 qymm ot HacesneHueTo.

63. "PedepenTeH ekapCcTBEH MPOIYKT' € JIEKapCTBEH MPOYKT, Pa3pelieH Mo pena Ha 4. 23 B
CHOTBETCTBHUE C U3UCKBAHUATA HA ui. 27.

64. "PedepentHa croitHOCT 3a neduUHHMpaHa THEBHA /033" 3a MEXIYHApPOJIHO HEMATEHTHO
HAaMMEHOBAaHHE CHhC CHOTBETHATA JIEKAPCTBEHA (hopMa MO aHATOMOTepaneBTUYHATA KIacHUpUKalUs Ha
JIeKapcTBaTa € Hali-HUCKaTa CTOWHOCT 3a JeuHUpaHa JHEBHA J103a, ONpeNeieHa Ha 0a3a CTOIHHOCTHTE
Ha JedUHUpaHA THEBHA 1032 33 Pa3IMYHHUTE JIEKAPCTBEHH MPOAYKTU 32 CHOTBETHOTO MEXKIYHAPOIHO
HEMAaTCHTHO HAMMEHOBAaHWE ChC CHOTBETHATA JIeKapcTBeHa (opMa 110 aHATOMOTEparieBTHYHATA
KinacuuKalus Ha JIeKapcTBaTa.

65. "PedepenTHa CTOHHOCT Ha TepaneBTUYEH Kypc" € Haill-HUCKaTa CTOWHOCT Ha TepareBTHUCH
Kypc, ompeseneHa Ha 0a3a CTOWHOCTHTE Ha TEpaleBTUYEH KypC Ha JIeKapcTBaTa MO MEXKIYHApOIHO



HEMaTeHTHO HAUMEHOBAaHUE ChC ChOTBETHATA JIEKAPCTBEHA (opMa.

66. "Puck npu ynotpebara Ha JeKapCTBEH MPOAYKT" e:

a) PUCK 3a 3[paBETO Ha MAalMEHTa WM PUCK 3a 3/IpaBETO Ha HACEIEHUETO, KOWTO € CBbp3aH ¢
Ka4eCcTBOTO, 0€30MacHOCTTa UM e(h)MKACHOCTTA Ha JIEKAPCTBEH MPOJIYKT;

0) pUCK OT HEXeJIaHH ePEKTH BbPXY OKOJIHATA Ccpea.

67. "Cepno3Ho HexenaHo chOuUTHE" € Bcika HeONarompusTHa MPOMSHA B 3APaBHOTO
CbCTOSIHUE, KOSITO € CTaHaja NPUYMHA 33 CMBPTEH H3XO0[, HEMOCPEICTBEHAa ONACHOCT 3a JKUBOTA,
XOCHHUTAIM3AIMA WM yIBbJDKaBaHE HAa CpOKa Ha XOCHUTANW3alMs, 3HAUYUTENIHM WIM TpaiHU
YBpPEXIaHUs, UHBAIUU3ALMS U BPOAECHU aHOMAJIUH.

68. "Ceptudukar 3a ocBOOOXTaBaHE Ha mapTuaa" € JOKyMEHT, KOMTO ce wu3daBa OT
KBAJTM(HULIHUPAHOTO JIMLE HA IPOU3BOJUTENS MM HA BHOCUTENS 3a BCAKa OTJENHA MapTHIA U BKIHOYBA
M3HCKBAHUATA B CHOTBETCTBHE ChC CIEHU(PHUKAIMATA, KAKTO U BCHYKH PE3YITaTH OT M3MUTBAHMUATA 32
0CBOOO0KJaBaHETO Ha MapTHATA.

69. "Ceprudukar 3a IOMBIHUTEIHA 3aKpuia" € JOKYMEHT, KOMUTO MPEJOCTaBs JOMbIHUTEIHA
[aTeHTHA 3aKpuia Ha JIEKapCTBEHUsS NMPOAYKT Hail-MHOTrO 5 roJuHu ciel jJaraTa Ha M3THYaHE Ha
OCHOBHHS TIATEHT.

69a. (uoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "Cucrema 3a ynpaplieHHUE Ha
pucka" e cucreMa OT MEpPKM W JEHHOCTH 3a TpocielnsBaHE Ha JIeKapcTBeHaTa O€30macHOCT,
IpeJHa3sHauYeHU 3a UIeHTU(PULMpPaHe, XapaKTepu3upaHe, NpeioTBpaTsIBaHe WU CBEKIAHE JO MUHUMYM
Ha PUCKOBETE, CBBP3aHU C JEKAPCTBEH MPOIYKT, BKIIOYHTEIHO OIIEHKAa HAa €(PEKTUBHOCTTA HA TE3U
JNEMHOCTH U MEPKHU.

696. (noBa - IB, 6p. 102 ot 2012 r., B cmia ot 21.12.2012 1.) "Cucrema 3a mpocieasiBaHe Ha
JeKapcTBeHaTa 0e30nacHoCT" € cucTeMa, U3MO0JI3BaHa OT IPUTEXKATelIs Ha pa3pelleHue 3a ynorpeba u ot
W AJI 3a u3mrbJiHEeHHE HA 33/1a4UTE U OTTOBOPHOCTHTE TIO TJIaBa OCMa, IpeJHa3HaueHa 3a OChIIECTBABAHE
HaOmroieHne Ha 0e30I1aCHOCTTa Ha pa3pelleHuTe 3a yrnoTpeda JeKapCcTBEHU MPOJYKTH U 32 OTKpUBaHE
Ha BCSKa MMPOMSHA B ChOTHOLIICHUETO MOJI3a/PUCK.

698. (HoBa - JIB, O6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "CucremHo" e HapyieHHETO,
W3BBPIICHO TPU WJIH TIOBEYE ITBTH B €IHOTOUIICH CPOK OT BIM3aHETO B CHJIA HA ITBPBOTO HAKA3ATEITHO
MIOCTAHOBJICHHE, C KOETO Ha HApYIIUTEN ce Hajlara Haka3aHHUe 3a ChIOTO [0 BUJ HAPYIIECHUE.

70. "CrenrHu orpaHUYUTETHU MEPKH 3a 0€30I1aCHOCT" ca BpEMEHHU ITPOMEHHU B HH(pOpManusTa
3a MPOJYKTa MO OTHOUIEHHWE Ha €Ha WJIM MOBEYE YacTH OT KpaTKara XapaKTepUCTHKA Ha MPOIYKTa,
MOKa3aHMs, HAYMH Ha TIPUIIOKEHUE, TPOTHBOIMIOKA3aHHS U TIPEAYIPEXKICHHS, KOUTO ca Pe3yNITaT OT HOBa
uHopManus, cBbp3aHa ¢ 6e3onacHaTa ynorpeda Ha JIeKapCTBEHUS MPOIYKT.

71. "CrnioHTaHHO chOOIIeHHE" € TOOPOBOJIHO M3IPATEHO CHOOIIEHUE 3a MMOJ03UpaHa HeKelaHa
peakius npu ynorpebara Ha JIEKapCTBEH MPOIYKT A0 MPUTEXATeNsl Ha pa3pelieHueTo 3a yrnorpeda, 10
OpTaH| 3a HaJ30p BHPXY JIEKAPCTBEHUTE MPOIYKTH WM IO JPYTH OpPraHU3aIMH, KOETO HE MTPOU3JIH3a OT
Ipoy4YBaHe WK JApyra opraHu3MpaHa CUCTeMa 3a chOMpaHe Ha MH(opMaIus.

72. "Cpok Ha TOJHOCT Ha JIEKapCTBEH NMPOAYKT" € MHTEpPBAIbT OT BpEME, B KOWTO, ako ce
CbXpaHsBa NpHU MPEANUCAHUTE YCIIOBHS, JEKApCTBEHMAT HPOAYKT OTroBapsi HAa H3MCKBAaHUATA Ha
cnienuuKanuaTa, pa3paboTeHa Bb3 OCHOBAa Ha W3CIIEIBAHMS 33 CTAOMITHOCT Ha HAKOJIKO MApTHIU OT
rorosara (opma.

73. (m3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) "ChoTBETCTBAI JIEKAPCTBEH
NPOAYKT Ha PACTHTEJIECH JIEKapCTBEH MPOAYKT' € MPOIYKT, KOWTO ChABPKA €IHU U ChIIU AKTUBHU
BEIIECTBA, HE3aBUCUMO OT ChCTaBa Ha TIOMOIHHUTE BEIIECTBA, MPEJHA3HAUCH € 3a €llHa W ChINa e, C
€KBMBAJIEHTHO KOJMYECTBO Ha JIEKAPCTBEHOTO BEIECTBO/BEIIECTBA, U C €IHA U ChIA JO3UPOBKA, U ChC
CBIIMS WJIA TTOA00EH BT HAa BHBEXKAAHE KAaTO MPOAYKTA, 3a KOUTO € MOJaJCHO 3asiBJICHHE.

74. "CpoO1ieHune 3a HexenaHa JIeKapcTBeHa peakius" e JOKyMEeHTHpaHa HH(popMaIus 3a egHa
WIA TIOBeYE TOJO3MPAHH HEXeNaHW peaKkIUH, CBBP3aHH C yIoTpedara Ha €IWH WIH IOBeYe
JIEKapCTBEHM MPOIYKTH OT €JMH MalMeHT. 3a 3a4YMTaHe Ha BaJMIHOCTTa Ha ChOOILICHUETO 32 HeXeJaHa



JIEKapCTBEHAa peaklMsi ca HEeoOXOJUMH MHUHUMYM JlaHHU 3a HACHTU(ULMpaHe Ha CHOOUIUTENs
(MHULMATN WU afipec, Win npodecus/crennarIHocT), Ha MaluenTa (MHUIUAIN WU Bb3pacT, WK JaTa
Ha paXkJaHe, WIH T10J1), Ha HeKeJlaHaTa peaklus/ChONTHE U Ha MOJ03UPaHUs JIEKApCTBEH MPOAYKT.

75. (m3m. - IB, Op. 84 ot 2018 r. (*)) "ChmiecTBeHa IPOMSHA B MPOTOKOJA HA KIMHUYHOTO
M3MUTBaHE" € ChIIECTBEHA MPOMSIHA 110 CMUCHIA Ha wiI. 2, maparpad 2, touka 13 ot Permament (EC) Neo
536/2014.

75a. (moa - JIB, Op. 102 ot 2012 r., B cwia ot 21.12.2012 r.) "ChiiecTBeHH MPOMEHH B
MPOTOKOJIa HA HEMHTEPBEHIIMOHATHO MOCTMAPKETUHTOBO MPOyYBaHe" ca MPOMEHH, KOUTO OBIHUSABAT HA
Oe3omacHOCTTa, (Qu3MYeckara WIM IICUXWYeckaTa HENPUKOCHOBEHOCT HA NAllMeHTUTE WU Ha
pe3yNTaTUTE OT MPOYYBAHETO U TSIXHATA MHTEPIIPETAIHS.

76. (m3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) "Tpeta nppxkaBa" € 1bpkaBa, KOSITO
HE € JbpKaBa - wieHKa Ha EBpomneickus cbio3, WM HE € AbpkaBa - cTpaHa mo Cropa3yMeHHETo 3a
EBporeiickoTo HKOHOMHYECKO MPOCTPAHCTBO.

77. "TeproBust Ha eaApo" ca BCHUYKU JCHHOCTH MO NpUI0OMBaHE, ChXpaHsBaHE, CHAOJsIBaHE,
BHOC WJIM H3HOC Ha JIGKAPCTBEHU IMPOJAYKTH, C H3KIIOYEHHE Ha CIIy4auTe Ha MPEJOCTaBsHE Ha
JICKapCTBEHH MPOAYKTH TUPEKTHO HA HACEICHUETO.

78. (u3m. - JIB, Op. 84 ot 2018 1. (*)) "YuacTHUK" € y4aCTHHK MO CMHCHJIA Ha 4. 2, maparpad
2, rouka 17 ot Permament (EC) Ne 536/2014.

79. (oM. - JIB, Op. 84 ot 2018 1. (*))

80. "dapmakones" € COOpPHUK C YTBBPJCHU CHEU(PHUKAIMKA U ChOTBETHU H3MCKBAHHS BbHB
Bpb3Ka C MPOM3BOACTBOTO, M3MUTBAHETO, CHXPAHIBAHETO U O0O3HAUABAHETO HAa AKTHUBHU BELIECTBA,
MTOMOIIIHYU BEIECTBA, JICKAPCTBEHU (OPMH, MATEPHAIH 32 ONAKOBKH M CHCTAaBHU YaCTH HA JIEKAPCTBEHUS
MIPOJIYKT.

81. "dapmakorneitHa peuentypa" € MpeanucaHue 3a JEKapCTBEH MPOAYKT, U3TOTBEH B alTeKa
0 pelentypa ot AelcTBamia (hapmakornes U MpeJHa3HAUYeH 3a MPEeOoCTaBsHE Ha MAI[UEHTUTE B ChIIaTa
anTeka.

8la. (moBa - JIB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 102 or 2012 ., B
cwia ot 02.01.2013 r.) "damuuduumpan jaekapcTBEH MPOIYKT"' € BCEKU JEKapCTBEH MPOJYKT, MpU
KOWTO ca mpeICTaBEH! HEBSIPHO:

a) HeroBaTa WACHTHYHOCT, BKJIFOYHTEIHO JIAHHUTE BHPXY IbPBUYHATA WJIM BTOPUYHATA MY
OMAaKOBKa, UMETO MY WIIM CHIBPKAHHETO MO OTHOIICHHE Ha KOSTO M Ja € OT HEroBUTE CHCTaBKH,
BKJTIOYMTETHO TIOMOIIHHUTE BEIIECTBA, M KOJMYECTBOTO HA aKTUBHOTO BEIIECTBO B JI030BA €IMHUIIA,

0) HErOBUAT U3TOYHHK, BKIFOUUTEIHO MPOU3BOAUTENAT My, AbprKaBaTa, B KOSITO € IPOU3BE/ICH,
IbpKaBaTa, B KOSTO € ITyCHAT Ha Na3apa, MM MPUTEKATENAT Ha pa3pelIeHneTo My 3a ynorpeda, hitu

B) XPOHOJIOTHUSATA, BKIIOUUTEIHO 3alMUCUTE U JOKYMEHTHTE, CBbP3aHHU C M3MOJ3BaHATa BEpHra
Ha JIOCTaBKa.

He ce cmsTa 3a danmmduimpan nekapcTBeH MPOAYKT TaKbB C HEMPEeIHAMEPEHO IOIMYCHATU
OTKJIOHEHHS B Ka4€CTBOTO, KAKTO M JIEKAPCTBEH MPOAYKT, KOMTO € MyCHAT Ha Ia3apa B HapylIeHHe Ha
MpaBaTa Ha UHTENIEKTyallHaTa COOCTBEHOCT.

82. "XomeonaTu4eH JEKapCTBEH NPOAYKT' € JIEKapCTBEH MPOAYKT, IPUTOTBEH OT BEIECTBA,
HapHYaHU XOMEOINATHYeH W3TOYHHK, CBHIVIACHO MPOM3BOJACTBEHUTE Tpolenypu Ha EBpomneiickarta
(dapmaxkories, a pu JUIca Ha TAaKWBA - CHIIIACHO HAI[MOHATHATA (DapMaKoIes Ha IbpKaBa WICHKA.

83. "llena, m3uucineHa Ha 0Oaza pedepeHTHa CTOHHOCT" € IleHara, oOpa3yBaHa 3a BCEKH
JIEKapCTBEH MPOJIYKT, BKIOUYEH B [103UTHBHUS JIeKapCTBEH CIHMCHK, M3YMCIICHA Ha 0a3a ompeseneHara
pedepeHTHa CTOWHOCT 3a feduHUpPaHa JHEBHA /1032 WM TepareBTUYCH KYpC.

84. (ot™. - /1B, 6p. 84 oT 2018 1. (*))

85. "3noymorpeda ¢ JIeKapcTBEHU MPOJIYKTHU" € MOCTOSHHA WIM €MU30JIMYHa MpeAHaMepeHa
npekoMepHa yrnotpeba Ha JIEKapCTBEHH MPOAYKTH, TpPHIAPYKEHAa C BpeAHH (U3WYECKH WIN
MICUXOJOTHYECKH e(heKTH.



86. (noBa - [IB, Op. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Kbnpmauera" ca nemna mom 12
Mecena.

87. (noBa - JIB, Op. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Xpanu 3a kbpMaueTa' ca XpaHH,
npeJHasHaueHW 3a crenuduyuHa XpaHWTENHA yrnoTpeda OT KbpMauyeTa B IMEpPHOAa HAa IBPBUTE UM
MeCelld, KOMTO CaMHU Ca JOCTaThYHH Ja 3aJ0BOJIIT XPaHUTCITHHTE HYXIW Ha TE3M KbpMadera J0
MOMEHTA Ha BBBEXKJAAaHE Ha MOIXOSIIA TOMBIHUTEIIHA XPaHa.

88. (noBa - JIB, Op. 41 ot 2009 r., B cuia ot 02.06.2009 r.) "Ilpexomnu xpaHu" ca XpaHH,
npeJHa3sHauYeHH 3a Crienu(pUIHa XpaHUTEIHA YIIOTpeda OT KbpMadeTa MpU BHBEKIAHETO HA MOIXOIIIA
JOMBIIHUTEITHA XpaHa U KOUTO MPEJICTABISIBAT OCHOBHATA TEYHA XpaHa OT MPOrPECHUBHO YBEIMYABAIIOTO
ce pasHOOOpa3ue Ha XpaHUTE MPH TE3U KbpMayeTa.

89. (noBa - JIB, Op. 12 ot 2011 1., B cuna ot 08.02.2011 r.) "[Ipomsana tum IA" e npomsiHa ¢
MUHHMAJIHO BB3/ICHCTBHE WK 0€3 Bb3CHCTBUE BHPXY KaueCTBOTO, O€30MaCHOCTTa WM €(PUKACHOCTTA
Ha ChOTBETHHS JICKAPCTBEH MPOIYKT.

90. (noBa - /1B, 6p. 12 or 2011 r., B cuna ot 08.02.2011 r.) "Ilpomsna tun Ib" e npomsHa,
KOSITO He € HUTO Tul IA, HuTO mpomsHa Tum II, HUTO pasmMpsiBaHe Ha 00XBaTa Ha Pa3peIICHUETO 3a
ynotpeoa.

91. (noBa - JIB, 6p. 12 or 2011 r., B cuna ot 08.02.2011 r.) "IIpomsura tum II" e nmpomsiHa,
KOSITO HE Ce sIBSBa paslIMpsBaHE HA O00OXBaTa Ha Pa3peUICHHUETO 3a ymoTpeda W KOATO MOXKE Jla MMa
CBIIECTBEHO BB3JICHCTBHE BBPXY KAueCTBOTO, OE30MAaCHOCTTa WM €(QHUKAaCHOCTTA HAa ChOTBETHUS
JICKapCTBEH MPOIYKT.

92. (moma - JIB, O6p. 102 ot 2012 r., B cria ot 21.12.2012 r.) "Jlenmerupan akt" € akT 1o
cmuchbia Ha wi. 290 ot JloroBopa 3a pyHKIMOHMpaHETO HA EBponeiickus cho3.

§ 2. HaumenoBanuero Ha MAJl ce u3nucBa Ha jatuHMIa, KakTo cieisa: "Bulgarian Drug
Agency".

§ 3. MuHuUCTEpCKHIT CBHBET OMNpeAeNs yCIOBHUSATA M peAa 3a HalOaBsHE, CbXpaHSIBaHE H
OOHOBSIBAaHE Ha JICKAPCTBEHUTE MPOAYKTH, CbXpaHsBaHH OT JlbpkaBHa areHuus "JIbp)kaBeH pe3epB U
BOEHHOBPEMEHHU 3amnacu".

§ 4. (Hom. - 1B, 6p. 18 ot 2014 r.) To3u 3akoH BBBeXkIa paznopendoute Ha JlupextuBa
2001/83/EO na Eppomeiickus mapnameHT u ChbBeTa 3a yTBbp)KJaBaHe Ha Kojaekc Ha OOmHocTTa 3a
JIEKapCTBEHM MPOAYKTH 3a XyMaHHa ymnorpeba, mocieaHo u3MmeHeHa ¢ [upexkrtuBa 2004/27/EO nHa
EBponeiickus napinameHT U CbBeta u Ha Jlupektusa 2012/26/EC na EBpormeiickus mapiaMeHT M Ha
CeBera or 25 oxtomBpu 2012 r. 3a u3zmenHenue Ha JlupexktuBa 2001/83/EO mo oTHouieHHe Ha
¢dapmakonornunata 6aurensoct (OB, L 299/1 ot 27 okromspu 2012 r.).

§ 5. CpoxoBere 3a 3aliuTa Ha JJaHHUTE 3a peepeHTHH JIEKApCTBEHU MPOIYKTH CE€ MpHiarar
cbriacHo pasmopendute Ha wi. 89 ot Permament (EO) Ne 726/2004 na EBpomneiickus mapiaMeHT |
CswBera u un. 2 ot upextusa 2004/27/EO na EBponeiickus napiament u CopBera.

§ 5a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 30.09.2011 r.) (1) (U3m. - JIB, 6p. 102 ot 2012 1,
B cuna ot 01.04.2013 r., m3m. - JIB, Op. 85 ot 2017 r.) MUHHCTEpCTBOTO Ha 3/ApaBEOIa3BaHETO,
HanuoHamHUAT ChBET TO LEHW M pPEUMOypCHpaHe Ha JIEKapCTBEHUTE MPOJYKTH, M3mbIHUTETHATA



areHuus IO JieKapcTBaTa M PETHOHAIHUTE 3JpaBHU WHCHEKIUU OCHUTypsSBaT BB3MOXKHOCT 3a
MpenocTaBsiHe Ha WH(OpPMALIKUS ¥ TPHEMaHe Ha 3asBICHUS U IOKYMEHTHU 1O TO3M 3aKOH IO €JICKTPOHEH
II'BT P YCIOBUSATA U MO peia Ha 3aKOHA 32 €JIEKTPOHHMSI IOKYMEHT U €JIEKTPOHHUTE YAOCTOBEPUTEIHH
YCIIyTH U 3aKOHA 3a €JIEKTPOHHOTO YIIPaBJICHUE.

(2) IlpenocraBsiHeTro Ha uHHGoOpManUs W NPUEMaHETO Ha 3asABJICHUS M JOKYMEHTH IO
CJIIGKTPOHEH BT C€ W3BBPIIBAT CJIE] OCUTYpSIBaHE HA CHOTBETHUTE TEXHUYECKH W OpPraHU3AIMOHHU
YCIIOBUS, KAKTO ¥ Ha CbOTBETHUTE MPOTPaAMHH MPOTYKTH.

IIpexoanu u 3aKJIIOYUTETHH pa3nopenon

§ 6. 3aKOHBT 3a JICKapCTBATa U alTEKUTE B XyMaHHaTa meaunuHa (o0H., /JIB, 6p. 36 ot 1995 r.;
op. 61 ot 1996 r. - Pemmenne Ne 10 va Koncrtutyunonsnus cba ot 1996 r.; uzm., 6p. 38 ot 1998 r., 6p. 30
ot 1999 r., 6p. 10 ot 2000 1., 6p. 37 o1 2000 r. - Pemenue Ne 3 na Koncturynmonnus cba ot 2000 r.;
u3M., 6p. 59 ot 2000 r., 6p. 78 ot 2000 r. - Pemenue Ne 7 na Koncrurynuonnus cba ot 2000 r.; uszm.,
op. 41 ot 2001 1., 6p. 107 1 120 ot 2002 r.; momp., 6p. 2 ot 2003 r.; U3M., O6p. 56, 71 1 112 ot 2003 1.,
op. 70 m 111 ot 2004 1., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 1., 6p. 30, 31, 34, 75 u 105 ot 2006 1.) ce
OTMEHS, C U3KIII0UEHHe Ha pa3nopendaTa Ha wi. 10, an. 2, KosATo ce mpuiiara 3a CpoK JI0 €IHa FOJUHA OT
JICHS1 Ha BIIM3aHETO B CUJIAa HA TO3M 3aKOH.

§ 7. (1) Pazpemienusra 3a ynorpeda Ha JeKapCTBEHH MPOIAYKTH, U3/1aJICHHU /10 BIIM3aHETO B CUJIA
Ha TO3M 3aKOH IO HAlMOHAJHA IMpOLEIypa, KOUTO ca PAa3pelIeHM U B JAbP)KABUTE UJIEHKHU 110
LEHTpaJIn3UpaHa NpoLeaypa, ce MpeKkpaTsaBat, cuutaHo ot 1 suyapu 2007 r.

(2) Pa3pemenusita 3a ynorpeda Ha JIEKapCTBEHU MPOJIYKTH, U3aICHU /10 BIM3aHETO B CUJIa Ha
TO3H 3aKOH IO Hal[MOHAJIHA IIPOLe/lypa, Ce MPUBEXIAT B CbOTBETCTBUE C M3UCKBAHUATA MYy KbM JlaTaTa
Ha IIOJHOBABAHETO UM.

(3) Pazpemienusra 3a ynorpeba Ha JIEKApCTBEHM NPOJIYKTH, KOUTO TomajaaT B o0OXxBara Ha
Pernament (EO) Ne 726/2004 na EBpomneiickus napiamedT u ChBeTa M ca pa3pelieHu 3a ynorpeda mo
pena Ha OTMEHEHMsI 3aKOH 3a JIEKapCcTBaTa M aNTEKUTE B XyMaHHATa MEAMIMHA KaTO ChILECTBEHO
OoJI00HM TPOAYKTHU, HO HE ca paspelieHu 3a ynorpeba B EBpormelickusi cbio3 MO LEHTpaau3upaHa
IIpoLeaypa, ce MpeKpaTsBar.

(4) JlexapcTBeHHWTE TpPOJNYKTH, pa3peuieHn 3a ynorpedba B EBpomeiickus cbio3 1O
LEHTpaJIM3UpaHa Mpoleaypa, YAETO HAIlMOHATHO pa3pelleHre 3a yrnoTpeda € MpekpaTeHo Mo peaa Ha
an. 1, morar na ObAaT MpojaBaHu Ha TepuTopusaTa Ha PenyOnuka bearapust B 0makoBKU U ¢ TUCTOBKH B
CbOTBETCTBUE C MPEKPATEHOTO HAIMOHAIHO pa3pellleHHe 3a yrnoTpeda, 3a CPOK HE MO-IBJIBI OT €AHa
roavHa OT JaTaTa Ha HPCKPATABAHCTO MY.

§ 8. (1) YTBBpACHUTE MpENeHN [IEHW M PETUCTPUPAHUTE IIEHU 110 pe/la Ha OTMEHEHUs 3aKOH
3a JeKapcTBaTa W anTeKWTe B XyMaHHaTa MEIUIMHA Ha JIEKapCTBEHHM IPOJYKTH, pa3peuieHd 3a
ynotpeba B EBponeiickus ¢bio3 MO LEHTpalu3upaHa Npoleaypa, YMeTO HAIMOHAJIHO pa3pelieHHe 3a
ynoTpeba € mpekpaTeHo 1Mo pena Ha § 7, an. 1, ocTaBaT B cwjia B CPOK JIO €HA TOJWHA OT JaTaTa Ha
IIPEKPATABAHETO MY.

(2) YTBBpIEHUTE MpENeaHH IIEHH U PErHCTPUpPAHUTE LIEHU IO pela Ha OTMEHEHHs 3aKoH 3a
JeKapcTBaTa U anTEeKUTe B XyMaHHaTa MEAMIMHA Ha JIEKapCTBEHU INPOLYKTH, U3BBH TE€3U MO ail. 1,
ocTaBar B cuia B cpok 110 31 nekemBpu 2007 r.



§ 9. (1) 3asBnenusiTa 3a paspelieHue 3a ynorpeda, MOJHOBSIBaHE, NPOMSHA Ha H3/1aJCHO
paspelieHre, MoJaJAeH! 10 BIM3aHETO B CHJIA HAa TO3M 3aKOH, CE€ PA3IJIeKAAaT M IPUKIIOYBAT IpPU
YCIJIOBUSATA U 110 peJa, IPEABUICHU B HETO.

(2) llonaneHnuTe 3asBIEHHUs U JOKyMEHTAllMs 3a pa3pellaBaHe 3a ynorpeda Ha JEeKapCTBEHU
MPOJYKTH, KOUTO TIOMagaT B 00XBaTa Ha MpoIeaypara mo wi. 74, ChOTBETHO 10 4. 75, ce MPUBEXKAAT B
ChOTBETCTBUE C U3UCKBAHUATA HA TO3U 3aKOH B CPOK JI0 TPH Mecella OT BIM3aHETO MY B CHJIA.

(3) Korato B cpoka mo an. 2 3asBJICHMETO U JAOKYMEHTAlMsITa IO al. 2 HE ca IPUBEJICHU B
ChOTBETCTBUE C U3UCKBAHUATA HA TO3U 3aKOH, IPOLleypaTa o pa3riIexk/1aHeTo UM ce IpeKpaTsBa.

§ 10. (1) KnuHuuHuTe M3NOUTBAHMS, pa3pelleHU 10 BJIM3AHETO B CHJIa HA TO3M 3aKOH, CE
JOBBPIIBAT I10 IOCETAITHUS Pe.

(2) 3asBnenusiTa 3a MPOBEXKJaHE HAa KIMHUYHO M3MNHUTBAaHE Ha Tepuropusita Ha PemyOnmka
bearapus ce monmasat, pasriiexaaT W MPHUKIIOYBAT MPU YCIOBUSATA M MO peAa HAa TO3M 3aKOH, CIe
BJIM3aHETO B CUJIa HA HapenOaTa mo wi. 82, an. 3.

(3) 3agBnenusTa 3a MPOMEHHU B pa3pelleHHd KIMHWUYHU U3MUTBAHMS, TOJAJICHU 0 BIM3aHE B
CHJIa Ha TO3M 3aKOH, C€ pa3IiiekaaT U MPUKII0YBAT [IPU YCIOBUATA U 110 pelia, NPEABUAECHH B HETO.

§ 11. 3asBneHusa 3a Hn3JaBaHC Ha pa3spClICHUA 3a IMPOU3BOJACTBO M 3a TbHPIroOBUA Ha €ApPO C
JICKApCTBCHU NPOAYKTH, MOJAACHU 10 BJIM3AaHCTO B CHJIa HA TO3U 3aKOH, CC Pa3rjCiKAaT U IMPHUKIIHOYBAT
IIpHU YCJIOBUATA U 11O peaa, IPEABUACHU B HCTO.

§ 12. (1) [IpousBoguTenuTe HA JIEKAPCTBA, MOJIYUHIH Pa3pellIeHUE 3a MPOMU3BOJICTBO MO pea Ha
OTMEHEHUs 3aKOHa 3a JIEKapCTBaTa U alTEeKUTE B XyMaHHAaTa MEAUIMHA, IPUBEKIAT IPOU3BOCTBEHATA
CHU JIEWHOCT B CHOTBETCTBHE C U3MCKBAHMSITA HA TO3M 3aKOH IO OTHOIIEHHE Ha KBATU(UIIUPAHOTO JIUIIE
1o ui. 148, T. 2 B CpOK TpU Mecela OT BIIM3aHETO B CHJIA HAa TO3U 3aKOH.

(2) 3aBapeHuTe KbM BIIM3aHETO B CHJa HA TO3M 3aKOH IPOM3BOAUTENM OCHIIECTBSIBAT
JEMHOCTTa CH Bb3 OCHOBA HA U3/IaJICHUTE UM IO pe/la Ha OTMEHEHHUs1 3aKOH 3a JIeKapcTBaTa U alTEeKUTe
B XyMaHHaTa MEJHIIMHA Pa3peIICHUS.

§ 13. (1) Jlumata, momyuyunu paspeuieHHe 3a THPrOBHs Ha €Ipo C JeKapcTBa MO pelna Ha
OTMEHEHHUS 3aKOH 3a JICKapCTBaTa M allTCKUTEC B XyMaHHAaTa MCAWIMHA, IMPUBCKIAT HeﬁHOCTTa CH B
CHOTBETCTBHUE C U3MCKBAHUATA HA TO3U 3aKOH B CPOK 710 12 Meceria OT BIU3aHETO My B CHUIIA.

(2) Ho m3naBaHe Ha pa3pelieHHe 3a THPrOBHUS Ha €IpO C JIEKAPCTBEHHU MPOJYKTH MO peaa Ha
TO3U 3aKOH, HO HE MO-KbCHO OT M3THYaHE Ha CPOKa Mo aj. 1, auimara mo ai. 1 ochlecTBsBaT JeiHOCTTa
CH BB3 OCHOBA Ha M3[IAJICHOTO IO pella Ha OTMEHEHHUsl 3aKOH 3a JIeKapcTBaTa M alTeKUTe B XyMaHHATa
MEAWIIMHA pa3pelleHue 3a THPTOBUs Ha €/IpO C JIEKapCTBa.

(3) C uzmaBaHeTo Ha paspelieHre 3a THPTOBHUS Ha €pO C JIEKAPCTBEHU MPOAYKTH IO pena Ha
TO3U 3aKOH, CHOTBETHO C M3THYaHE Ha CpoKa Mo aji. |, U3AaJeHOTO MO pela Ha OTMEHEHHs 3aKOH 3a
JIeKapcTBaTa M anTeKUTe B XyMaHHAaTa MEIUIIMHA pa3pelleHre 3a ThPrOBHs Ha €Ipo C JIEKapCcTBa ce
MpeKpaTsBa.

§ 14. (1) Jlupata, momy4yunu paspelieHHe 3a ThProBHs Ha €Ipo C JeKapcTBa MO pelra Ha
OTMEHEHUs 3aKOH 3a JIEKapcTBaTa U aNTEeKUTE B XyMaHHATa MEAUIIMHA, MOTaT /1a OCHILIECTBSABAT BHOC HA



JIEKapCTBEHH MPOJYKTH Ha TepuTopusTa Ha PemyOnmka Bearapus or Tpetu ObpikaBH B3 OCHOBA Ha
TOBa pa3pelIeHue JI0 MoJlyyaBaHe Ha pa3pelieHne 3a BHOC 0 pelia Ha TO3U 3aKOH, HO HE MO-KBbCHO OT 12
Mecera OT BIM3aHETO MY B CHJIA.

(2) B enHoMeceueH CpoK OT BJIM3aHETO B CHJIa HA TO3M 3aKOH junara no ai. 1 nogasar B UAJI
YBEJOMJICHHE 32 JIUIETO, KOETO ¢ M3ITBJIHABA (QYHKIMUTE Ha KBATH(DUIIMPAHO JIUIIE IO CMUCHIIA Ha YII.
161, am. 2, T. 1.

§ 15. CpokbT Ha ACHCTBHE HA pa3pelICHUSITA 32 THPTOBHUS HA €IPO C MEIULIMHCKU HU3ETUs,
W3/IaJICHU 10 pella Ha OTMEHEHHUs 3aKOH 3a JIeKapCTBaTa W alTEeKUTe B XyMaHHATa MEJHUIIMHA, CE
yabiDKaBa ciyxkeoHo 10 31 nekemspu 2007 T.

§ 16. (Otw™. - IB, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 r.)

§ 17. (1) 3aBapeHuTe A0 BIM3aHETO B CHJIA HA TO3W 3aKOH JAPOTEPHH OCBIIECTBIBAT ACHHOCTTA
CH BB3 OCHOBA Ha M3JaJICHUTE UM YIOCTOBEPEHHS IO pella Ha OTMEHEHHs 3aKOH 3a JeKapcTBaTta U
aNTeKUTE B XyMaHHATa ME/IUIIMHA.

(2) 3asBneHusi 3a M3JaBaHE HA YAOCTOBEPEHHUS 3a PETUCTpallusi HAa APOTEpUH, MOJAAIEHU 0
BJIM3aHETO B CHJIA HA TO3U 3aKOH, CE Pa3MIek/IaT U MPHUKIIIOYBAT MPH YCIOBUATA U TI0 Pela, MPEIBUICHU
B HETO.

§ 18. (1) (U3m. - IB, 6p. 71 ot 2008 r., B cmina ot 14.04.2008 r., u3m. - JIB, 6p. 10 ot 2009 1., B
cuna ot 29.01.2009 r.) ITo3UTHBHUAT JIEKAPCTBEH CIHCHK MO TO3M 3aKOH c€ M3paboTBa IO pena,
MpEeBHUICH B HETO, M Biu3a B cuja Ha 31 mapT 2009 1.

(2) (U3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r.) Jlo BIM3aHETO B CHJIa HA CIIUCHKA
no an. 1 neiictBamy Ilo3uTuBeH JiekapcTBeH cnUCBHK € [IO3UTHBHMAT JIEKapCTBEH CIHCBHK, IPUET C
Hapenbara 3a onpenensine Ha TO3UTUBEH JIEKAPCTBEH cUCHK B Penybnuka bwarapus (o6H., IB, Op.
113 o1 2003 r.; u3m., 6p. 18 o1 2004 1., 6p. 4 0T 2005 . 1 Op. 8, 107 m 112 o1 2007 1.).

(3) (Homa - [IB, 6p. 71 ot 2008 r., B cuia ot 14.04.2008 1., uzm. - IB, 6p. 23 ot 2009 1., B cuna
ot 30.03.2009 r.) B nBymeceueH cCpok ciie/l BIM3aHETO B CHJIa HAa CIMCHKA MO al. 1 M3MBIHUTENUTE Ha
MeaunuHcka nomoin npeanucsatr 1 H30K 3amaina gexkapcTBEHUTE NPOAYKTH ChIIACHO JEKApPCTBEHUS
cnucbk Ha H3O0K, mpuer ¢ Pemenne Ne PJI-YC-04-127 ot 27 nexemBpu 2007 r. 3a ompenensHe
YCIIOBUSATA, HA KOUTO TPsIOBA 1a OTrOBapST U3MBJIHUTEINTE HA MEIULIMHCKA [TIOMOLI], pe/ia 3a CKII0YBaHe
Ha JIOTOBOPHUTE C TAX W JAPYrd yciaoBus mo wi. 55, an. 2, T. 2, 4, 6 u 7 oT 3akoHa 3a 3paBHOTO
OCUTYpSIBaHE.

§ 19. (1) B cpok 1o Tpu Mecelia OT BIU3aHe B CHJIa HA TO3H 3aKOH:

1. MUHHCTEPCKHAT CHBET U3MEHS U JIOIIBJIBA Y CTPOMCTBEHNS NPaBUIHUK Ha M3nbiHHUTENIHATA
areHuus 10 JIEKapcTBaTa B CbOTBETCTBUE C TO3H 3aKOH,;

2. MUHUCTBPBT Ha 3[[paBeoNa3BaHeTO W3/1aBa HapeaoaTa mo ui. 82, ai. 3.

(2) B cpok 1o 6 mecena oT BIM3aHE B CHJIa HA TO3M 3aKOH MMHHUCTEPCKUAT ChBET MpUEMa U
MUHHCTBPBT Ha 37PABEONA3BAHETO U3/1aBA IPYIrUTE HOPMATHBHYU aKTOBE IO MPUJIAraHETO HA 3aKOHA.

§ 20. CJ'IC,Z[ HU3TUYAHC HAa MBbPBUTC ABC TOAWHU OT MaHAATa Ha YJICHOBETC HA KOMUCHUHUTC 110 YJI.



103, 107, 259 u 261 1o *pebwuii ce onmpeaessaT MoJOBHHATA OT WICHOBETE, YMHUTO MaH/IaT Ce IPEKpaTsBa.

§ 21. (U3m. - IB, Op. 71 ot 2008 r., B cuna ot 14.04.2008 r.) B cpok A0 nBe roguMHU OT
BIM3aHe B cwia Ha To3u 3akoH MAJl mpeanmpuema HEOOXOIUMUTE ICHCTBUS 3a aKpeJAUTHUPAaHE Ha
naboparopusiTa CM 3a KOHTPOJ Ha JIGKAPCTBEHU NPOAYKTH W aKTUBHH BellecTBa oT EBporeickus
JUPEKTOpAT Mo Ka4eCTBOTO Ha JIEKapCTBaTa M 3/paBeora3BaHe.

§ 22. (B cuma ot 14.04.2008 r.) B 3akona 3a 3mpaBHOTO ocurypsiBane (00H., /B, 6p. 70 ot
1998 1.; u3m., 6p. 93 u 153 ot 1998 r., 6p. 62, 65, 67,69, 110 1 113 ot 1999 1., 6p. 1, 31 u 64 ot 2000
r., op. 41 ot 2001 r., 6p. 1, 54, 74, 107, 112, 119 u 120 ot 2002 r., 6p. 8, 50, 107 u 114 ot 2003 T., Op.
28,38,49,70,85u 111 ot 2004 r., 6p. 39, 45, 76, 99, 102, 103 u 105 ot 2005 r., Op. 17, 18, 30, 33, 34,
59,95 u 105 ot 2006 1., 6p. 11 oT 2007 T., 6p. 26 0T 2007 T. - Pemenue Ne 3 Ha KOHCTUTYIIHOHHUS Ch]T
ot 2007 1.) ce mpaBsAT CICTHUTE U3MEHEHUS:

1. B 4. 45:

a) amuHen 4, 5, 6 1 7 ce OTMEHSIT;

0) anuHes § ce U3MEHS TaKa:

"(8) YcnoBusTa M pedbT 3a 3alliallaHe Ha JIEKApCTBEHU MPOAYKTH, BKItoYeHU B Ilo3uTuBHUS
JIEKapCTBEH CIMCBK MO 4. 262 oT 3aKkoHa 3a JIEKAPCTBEHUTE IPOJAYKTH B XyMaHHaTa MEIUIMHA, Ha
MEIUIIMHCKHU U3/eNUs U Ha IMeTUYHH XPaHU 3a CIeIUaTHU METUIIMHCKY 1Ie]I Ce YPEeKIaT ¢ Hapeada Ha
MUHUCTbpA Ha 3/IpaBeora3BaHeTo."

2. By 55, an. 2, 1. 7 ce u3MeHs Taka:

"7. CHUCBIUTE ¢ MEAUIIMHCKH U3JICIIUS U JUCTHYHU XPAHU 32 CIICHUATHA MCIUIUHCKH TSI |
nenute, A0 kouro H3OK HambaHO WM YaCTMYHO TH 3aIliallia; YCIOBUATA 3a MPEINUCBAHETO U
MOJIy94aBaHETO Ha JIGKApCTBATa, MEIUIIMHCKH W3CIUS U TUSTHYHU XPaHU 32 CICIHATHU MEIUIIMHCKH
nenun."

§ 23. B 3akona 3a neueOHuTe 3aBeaeHus (06H., [IB, 6p. 62 ot 1999 r.; uzm., Op. 88 u 113 ot
1999 r.; momp., 6p. 114 ot 1999 r.; usm., 6p. 36, 65 u 108 ot 2000 r.; O6p. 51 o1 2001 1. - Pemenune Ne 11
Ha Koncrurymmonnus cs ot 2001 1.; u3m., 6p. 28 u 62 ot 2002 r., 6p. 83, 102 1 114 ot 2003 1., 6p. 70
ot 2004 r., Op. 46, 76, 85, 88 u 105 ot 2005 r., 6p. 30, 34, 59 u 105 ot 2006 1.) ce MpaBAT CIETHUTE
JOTIBTHEHHUS:

1. Bun. 17 ce cp3aaBa ai. 4:

"(4) B anarHoCTUYHO-KOHCYATATUBHUS IIEHTHP MOTAT JIa C€ MPOBEXKIAT KIMHUYHHA H3MTUTBAHUS
Ha JIEKApCTBEHU MPOAYKTHU MO pe/ia Ha 3aKOHA 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeIUIHA."

2. B un. 26 ce cp3nana ain. 4.

"(4) B nucmancepa Morar Jia ce MpoBeX/JIaT KIMHUYHHU U3MUTBAHUS HA JIEKAPCTBEHHU MPOIYKTH
10 peaa Ha 3aKOHA 3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHATa MEeIUIMHA. "

§ 24. B § 14 or npexoaHHUTE M 3aKIIOYUTEIHUTE pasnopendy Ha 3aKoHa 3a W3MEHEHHE Ha
3akoHa 3a ChCIOBHUTE OpraHU3AIMK Ha JiekapuTe U ctomarono3ute (B, 6p. 76 ot 2005 r.) ce mpaBsr
CIIEZIHUTE U3MEHEHUS U JOIbIIHCHUS:

1. JloceramHusT TEKCT cTaBa aj. | U ce U3MEHS Taka:

"(1) UanuBuayaqHUTE U IPYINOBUTE MPAKTHUKU 32 CTOMATOJIOTUYHA [TOMOILI, CTOMATOJIOTMYHHUTE
U MEJMKO-CTOMAaTOJIOTMYHUTE LIEHTPOBE, KOUTO Ca PETHCTPUPAHU KaTO THProBIH MO ThProBCKUs 3aKOH
WIN KaTo KOOIEpaluy Mo 3aKOoHa 3a KOOIEpaluuTe, MIPUBEKAAT HAMMEHOBAHHATA CH B CbOTBETCTBUE C



§ 2 OT TO3M 3aKOH W BIUCBAT MPOMSIHATA B ThProBCKuUs peructbp, peructbp bYJICTAT u B choTBETHUSA
pErHoHaJIEH UEHTHP MO 3paBeonasBaHe B cpok 10 31 nexemspu 2007 r."

2. Cp3maBar ce an. 2, 3 u 4:

"(2) UnauBuayanHuTe NPAaKTUKU 32 CTOMATOJIOTMYHA ITOMOII, KOUTO HE Ca PETUCTPUPAHH KaTO
THProBUU MO THProBCcKus 3aKOH, MIPUBEXK AT HAUMEHOBAHUATA CH B CbOTBETCTBHE C § 2 OT TO3M 3aKOH U
Brucear npomsiHata B peructbp BYJICTAT u B ChbOTBETHHSI PETMOHAJIEH LIEHTHP 110 3/1paBEONa3BaHE B
cpoka 1o ai. 1.

(3) BriucBaneTo Ha npoMsHaTa Ha HAUMEHOBAHUETO 32 IMPAKTUKUTE U LIEHTPOBETE 110 al. | B
ThproBekus peructsbp U peructbp BYJICTAT ce u3BbpiIBa, KakTo clie/Ba:

1. 1o 1 romm 2007 r. - no pena Ha THProBCKUs 3aKOH, 3aKOHA 3a KOOIEpPALMUTE M 3aKOHa 3a
peructep BYJICTAT;

2.0t 1 ro1u 2007 r. - no pena Ha 3aKOHA 32 ThPrOBCKUSI PETUCTBD.

(4) JIbpxaBHU TaKCH 3a BIIMCBaHE Ha MIPOMEHHUTE 10 aJl. 1 u 2 He ce abiKat."

§ 25. B 3akonHa 3a MareHTUTE W PETUCTpAlUATA HA Moje3HuTe Monenu (00H., JIB, Op. 27 ot
1993 r.; u3m., 83 ot 1996 ., 6p. 11 oT 1998 1., Op. 81 0T 1999 1., Op. 45 1 66 oT 2002 1., Op. 17, 30 U 64
ot 2006 1.) B wit. 20 T. 7 ce OTMEHSI.

§ 26. B 3akona 3a chClIOBHATa OpraHu3anus Ha MaructTbp-dapmanestute (06H., [IB, 6p. 75 ot
2006 t.; u3m., op. 105 o1 2006 T.) B wiI. 5 T. 9 ce U3MeHs TaKa:

"9. naBa CTaHOBHWINA 3a OTKPHMBAHE Ha anTeKW chrylacHO wi. 228, an. 1, T. 9 or 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MeIUIIMHA. "

§ 27. B § 1, 7. 7 oT mombiHUTENHATa pa3nopenda Ha 3aKOHA 3a MHTETpallks Ha Xopara ¢
yBpexaanus (06H., JIB, op. 81 ot 2004 r.; u3m., Op. 28, 88, 94, 103 u 105 ot 2005 r., Op. 18, 30, 33, 37,
63, 95, 97 u 108 ot 2006 r.) u3pedeHue BTOPO Ce M3MEHS Taka: "MeTUIMHCKUTE W3JeNus He ca
MTOMOLTHH CPEACTBA, IPUCIIOCOOIEHUS U ChOPBKEHUs".

§ 28. B 3akoHa 3a akIM3UTe U JaHBYHHUTE CKIagoBe (00H., /B, 6p. 91 ot 2005 r.; uzm., 6p. 105
ot 2005 t., 6p. 30, 34, 63, 81, 105 u 108 ot 2006 r.) B wi. 22, an. 3, 1. 2 gymute "3aKoHa 3a JIeKapcTBaTa
U alTeKUTe B XyMaHHATa MEJIMLIUHA" C€ 3aMEHST ChC "3aKOHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa
MeaunuHa",

§ 29. B 3akoHa 3a reHeTH4HO MoJUbUIMpaHu opraHu3zmMu (o0H., B, Op. 27 ot 2005 r.; u3m.,
op. 88 1 99 ot 2005 ., 6p. 30 oT 2006 T.) B Um. 2, an. 2, T. 3 gymuTe "3aKoHa 3a JIEKapCTBATa U alTEKUTE
B XyMaHHaTa MeAuIUHA" ce 3aMeHAT CbC "3akoHa 3a JIEKapCTBEHUTE IPOJYKTH B XyMaHHATa
MequiHa".

§ 30. B 3akoHa 3a 3amuTa Ha notpedurenute (06H., JIB, 6p. 99 ot 2005 r.; u3m., 6p. 30, 51, 53,
59, 105 u 108 ot 2006 1.) B un. 186, an. 2, T. 4 nymute "3akoHa 3a JIeKapCcTBaTa W aNTEKUTE B
XyMaHHaTa MeIMIMHA" ce 3aMEHST ChC "3aKoHa 3a JEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEJUIMHA" .



§ 31. B 3akona 3a 3npaBeto (00H., [IB, 6p. 70 ot 2004 1.; 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 mpaBsT CICAHUTE U3MECHCHUS:

1. B un. 4 nymute "3akoHa 3a JieKapcTBaTa M alTEKUTE B XyMaHHAaTa MEAUIIUHA" CE€ 3aMEHST
cbc "3aKoHa 3a JIEKapCTBEHUTE NIPOAYKTH B XyMaHHAaTa MeULMHA" .

2. B un. 21, an. 3 gymute "3akoHa 3a JieKapcTBaTa M allTEKUTE B XyMaHHAaTa MeIUIMHA" ce
3aMEHST ChC "3aKoHa 3a JIEKAPCTBEHUTE MPOJAYKTH B XyMaHHATa MEAUIIMHA" .

§ 32. B 3akoHa 3a KOHTPOJI BbPXY HAPKOTHYHHUTE BEIIECTBA U Mpekypcopute (06H., JIB, 6p. 30
ot 1999 r.; uam., 6p. 63 ot 2000 1., 6p. 74, 75 1 120 ot 2002 r., 6p. 56 oT 2003 1., Op. 76, 79 M 103 oT
2005 r., 6p. 30, 75 u 82 ot 2006 T.) CE MPABAT CICTHUTE U3MECHEHUS:

1. B un. 32, an. 3 nymure "3akoHa 3a JieKapcTBaTa U allTEeKUTE B XyMaHHaTa MEAMUIMHA" ce
3aMEHSIT ChC "3aKoHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHaTa MeIUIIMHA" .

2. Bun. 33, an. 1, 1. 1 nymute "3akoHa 3a JieKapcTBaTa M alTeKUTE B XyMaHHATa MeIULIMHA" ce
3aMEHST ChC "3aKOHA 32 JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MeAUIMHA" .

3. B un. 34 cnen nymara "uznaBat" gymute "Ha MarucTbp-apmaineBT" ce 3ainyaBar.

4. B . 39, an. 2 gymure "un. 55, T. 2 oT 3aKOHa 3a JIeKapcTBaTa U aNTEKUTE B XyMaHHAaTa
MeaunuHa" ce 3ameHAT ¢ "win. 197, 1. 2 or 3akoHa 3a JEKapCTBEHUTE NPOAYKTH B XyMaHHaTa
MmequimHa".

5. B uin. 44a an. 3 ce oTmeHs.

6. B . 446 nymure "maructbp-hapmarieBT," ce 3aMyaBar.

7.B § 1, 1. 14 oT nombiHUTENHATA pa3nopenda AymuTe "3akoHa 3a JeKapcTBaTa U alTeKUTE B
XyMaHHaTa MeIMIMHA" ce 3aMEHST ChC "3aKoHa 3a JEKapCTBEHUTE MPOAYKTH B XyMaHHATa MeJUIMHA" .

§ 33. B 3akoHa 3a KpBBTa, KPBBOAAPSABAHETO U KpbBOIpenuBaneTo (00H., JIB, 6p. 102 ot 2003
r.; m3Mm., op. 70 ot 2004 r., 6p. 30 u 65 ot 2006 r.) B un. 8, an. 4 nymure "3akoHa 3a JIEeKapcTBaTa U
anTEeKUTE B XyMaHHATa MEIUIIMHA" CEe 3aMEHST ChC "3aKOHA 3a JIEKAPCTBEHUTE MPOJIYKTH B XyMaHHAaTa
MeauiuHa'".

§ 34. B 3akona 3a omna3BaHe Ha okoJiHata cpena (060H., JIB, op. 91 ot 2002 r.; momp., 6p. 98 ot
2002 r.; u3m., 6p. 86 ot 2003 1., 6p. 70 ot 2004 r., Op. 74, 77, 88, 95 u 105 ot 2005 r., 6p. 30, 65, 82,
99, 102 u 105 ot 2006 r.) B wi. 140 nymurte "dhapmaneBTUUHN MPOIYKTH U MEIULUHCKU WU3JETHS 10
cmuchia Ha § 1, T. 40 OT AONBIHUTETHHUTE pa3nopenOM Ha 3aKOHA 3a JIEKApCTBAaTa U alTEKUTe B
XyMaHHaTa MeAMIMHA" ce€ 3aMeHAT ¢ 'JIeKapCTBEHW IMPOJYKTH, MO CMHUCBHIa Ha 3aKoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHaTa MEIUIIMHA U MEUIIMHCKU U3AeTus".

§ 35. B 3akona 3a xpanute (00H., JIB, 6p. 90 ot 1999 r.; u3m., 6p. 102 ot 2003 1., 6p. 70 oT
2004 r., 6p. 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 51, 55 1 96 ot 2006 r.) B un. 2, an. 3 T. 4 ce U3MEHA
TaKa:

"4, TekapCTBEHUTE MPOJIYKTH MO CMUCHJIA Ha 3aKOHA 3a JICKApCTBEHUTE MPOJTYKTH B XyMaHHATa
MequiHa".

§ 36. o Binu3aHeTo B cujia Ha akrtoBere nmo § 19 um3maneHuTe HOPMATMBHH AKTOBE IIO
MpUJIaraHeTO Ha OTMEHEHMs 3aKOH 3a JICKapCTBaTa M aNTeKUTE B XyMaHHAaTa MEAWIIMHA C€ Tpuiarar,
JIOKOJIKOTO HE TPOTUBOPEYAT HAa TO3H 3aKOH.



§ 37. 3akoHBT BIM3a B CHJIa OT J€HSA Ha OOHapojBaHeTo My B "/[bp)kaBeH BECTHHK', C
M3KJIIOUeHUe Ha § 22, KOUTO BIM3a B CUJIA €JHA TOJMHA CJIE]l BIM3aHETO B CHJIa HA TO3U 3aKOH.

3akonbT € mpuer ot 40-to Hapomno cvOpanume Ha 30 mapt 2007 r. u e moameyaraH C
odunuanuus neyat Ha Haponnoto crOpanue.

IMpexoanu u 3aKJIIOYUTETHH pa3nopenon
KBbM 3AKOHA 3A UIBSMEHEHUE U JTOIIbJJHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MPOAYKTU B XYMAHHATA MEJIUIIUHA

(OBH. - 1B, BP. 71 OT 2008 I'., B CJIA OT 12.08.2008 I'.)

§ 65. (1) U3gagenuTte mo pena Ha OTMEHEHHs 3aKOH 3a JIEKApCTBAaTa M alTeKUTE B XyMaHHATa
MeauirHa (00H., JIB, O6p. 36 oT 1995 1.; m3M., Op. 61 oT 1996 1., 6p. 38 oT 1998 1., 6p. 30 o1 1999 1., OP.
10, 37, 59 u 78 ot 2000 r., 6p. 41 ot 2001 r., 6p. 107 1 120 o1 2002 ., Op. 2, 56, 71 1 112 o1 2003 .,
op. 70 m 111 ot 2004 1., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 1.;
oTM., Op. 31 ot 2007 1.) pa3pemieHus 3a yrmoTpeda Ha JISKapCTBEHH MPOTYKTH, KOUTO MOMaaT B 00XBaTa
Ha otMeHeHus Pernament (EO) Ne 2309/93 na CoBera ot 22 ronu 1993 1., ¢ KOUTO ce yCTaHOBSIBA peIbT
B OOmHOCTTa 3a M3JaBaHe pa3pelIUTEIHH (JULEH3M) U YIpPaXHSIBAHE HAA30p HaJA JIEKapCTBEHU
CpeICTBa, U3MOJI3BaHN B XyMaHHaTa M BETepUHApHATa MEJUIIMHA, U ce ch3/1aBa EBpormeiicka areHius 3a
OLIEHKa Ha JIEKApCTBEHU CPEJCTBA, HO HE Ca pa3pellieHu 3a yrnorpeda B JPYrUTE IbP)KAaBU WIEHKH IO
npoueaypara, ycraHoBena ¢ ormenenata Jupektusa 87/22/EMO na CobBera ot 22 aekemBpu 1986 r.
OTHOCHO COJM)KaBaHE Ha HAlLMOHAJHUTE MEpKHU, CBbpP3aHM C I[IYyCKAaHETO Ha I[a3apa Ha
BHUCOKOTEXHOJIOTUYHH JI€YeOHH MPOAYKTH, CIEHUATHO TE3H, MOJYyYeHH 4pe3 OMOTEXHOJIOTHS, WIH C
Pernament (EO) Ne 2309/93, ce npekpartsiBar.

(2) Uzpnanenute cnen 20 HoemBpu 2005 r. mo pena Ha OTMEHEHHS 3aKOH 3a JeKapcTBaTra U
anTeKUTEe B XyMaHHaTa MEIMIIMHA pa3pellieHus 3a ynorpeda Ha JIeKapCTBEHH MPOAYKTH, KOUTO MONaaat
B oOxBara Ha Permament (EO) Ne 726/2004 na EBpomeiickus mapiameHT u Ha CbBeTa, HO He ca
pa3pelleHu 1o LeHTpaIu3upaHa poueaypa, ce IpeKpaTsaBar.

§ 66. (1) Maructbp-hapmarieBTH U MOMOIIHUK-(papMaIieBTH, KOUTO ca MOMYYUIH pa3pelieHue
3a OTKpUBaHE Ha alTeKka KaTo €JHOJWYHHM THProOBLH, JEUEOHUTE 3aBEJCHHS, KaKTO U OOLIMHUTE,
MOJIYYWJIM pa3pelieHue 3a OTKPUBAaHE Ha anTeka MO peJa Ha OTMEHEHMsI 3aKOH 3a JIeKapcTBara M
anTeKUTe B XyMaHHaTa MEJUIMHA, OCBHILIECTBSABAT JEWHOCTTa CH Bb3 OCHOBA Ha W3AAJEHUTE UM
paspeleHus.

(2) Ilopanenure 10 BAM3aHETO B CHUJIAa HA TO3M 3aKOH 3asiBICHUS 3a M3/aBaHE Ha pa3pelleHue 3a
THProBUS Ha APEOHO C JEKAPCTBEHU MPOIYKTH C€ Pa3IIIexkaaT MPH YCIOBUSTA U 110 pea, MPEABUACHU B
HEro.

(3) U3BbH cnyyauTe mo an. | 3aBapeHUTE KbM BIM3aHETO B CHJIa HA TO3M 3aKOH JIMIIA,
MOJIYYWJIM pa3pellieHue 3a OTKpPHUBAHE Ha amnTeKka, MPHUBEXJIAT JeHHOCTTa CHU B CBOTBETCTBHUE C
M3UCKBAHUATA MY B CPOK JI0 €/IHA FOJIMHA OT BJIM3aHETO MY B CHJIA.

(4) Jlumara mo an. 3 momaBaT B MUHHCTEPCTBOTO Ha 3paBeONa3BaHETO 3asBICHHE 3a
MpeperucTpanus, KbM KOETO IpUIIarar:

1. 3asBeHME 32 U3JaBaHE Ha pa3pelIeHNe 3a ThProBUs Ha JIPpeOHO C JIEKapCTBEHU MPOJIYKTH OT
munaTa mno 4i. 222, an. 1, mo oGpaser, yTBbpJeH OT MUHUCTHPA Ha 3/IpaBEOIa3BaHETO;

2. aKTyaJlHO yJIOCTOBEpPEHHE 3a BIMCBAaHE B THPIOBCKHS PErHCThHP, CHOTBETHO JOKYMEHT 3a
aKTyaJlHa perucTpanus Ha JULETo 1o wi. 222, an. 1;



3. KomMe OT M3IaJEHOTO IO pela Ha OTMEHEHUs 3aKOH 3a JIEKapCTBaTa W alTEeKUTE B
XyMaHHaTa MEeIUIIMHA pa3pelleHre 3a OTKPUBAHE Ha alTeKa;

4. 3aBepeHO KOIME OT TPYIAOBHUs JOTOBOP WJIM JIOTOBOP 32 Bb3JaraHe Ha YIpPaBJICHUE Ha
PBKOBOJUTEINS HA allTEKaTa - B CIy4auTe, KOraTo Ce U3MCKBA TaKbB;

5. Iexyapauus OT JiMuara mno 4i. 222, an. 1, ye ca 3ama3eHu ycJIOBHTA, IPU KOUTO € U3a/I€HO
pa3pelieHrueTo 3a ThProBus Ha JPEeOHO ¢ JIeKapCTBEHU MPOAYKTH Ha JIWIATA 110 all. 2;

6. IOKYMEHT 3a €IHOKPATHO IJIaTeHa Takca B pazmep 100 nB.

§ 67. Jlunara, mogayivu 10 BJIM3aHETO B CUJIA HA TO3M 3aKOH 3asIBICHUS 3a IIPEPErucTparius 1o
pena Ha oTMeHeHUs § 16 OT MpexXoJHUTE W 3aAKIIOYUTETHUTE pasnopendu, KOUTO IIe OCHIIECTBSIBAT
JEHHOCTTa CU ChOOpPa3HO W3MCKBAaHMSATA HA TO3M 3aKOH, I[0JaBaT B MUHHUCTEPCTBOTO Ha
3/1paBEOIa3BaHETO B CPOK JI0 TPU MECELa OT BIM3AaHETO MY B CHUJIA CIIEIHUTE JOKYMEHTH:

1. 3asiBeHUE TI0 0Opa3ell, YTBHP/ICH OT MUHUCTHPA Ha 3PaBEONa3BaHEToO;

2. aKTyaJIHO yJOCTOBEPEHHE 3a BIMCBAHE B THPIrOBCKHS PETUCTBHP, CHOTBETHO JOKYMEHT 3a
aKTyaJlHa PErucTpalus UIU 3aBEPEH MPEnHc OT CXOACH JOKYMEHT MO0 HAIMOHAIHOTO 3aKOHO/ATEJICTBO
Ha JbprKaBa - WiICHKa Ha EBpONeNcKus Chio3, WU 1O 3aKOHOJATEJICTBOTO Ha Jpyra AbpKaBa - CTpaHa
o CrniopazymenueTo 3a EBporneiickoTo MKOHOMUYECKO TPOCTPAHCTBO, MO 4. 222, ai. 1;

3. TPYAOB JOTOBOP WJIM IOTOBOP 3a YIpPaBICHHUE HA allTeKaTa, CKIIYEeH ¢ MarucTbp-hapMaiieBT
WJTU TIOMOITHUK-(apMaIieBT.

§ 68. (1) Marucrbp-papManeBT WIH MOMOIIHHUK-(papMaleBT, MOIYyYWI pa3pelieHue 3a
OTKpMBaHE Ha amnTeKa M0 peaa Ha OTMEHEHHs § 16 OT MpexoJHUTE W 3aKIIOYUTEIIHUTE pa3lnopendu,
MOXe€ J1a IPEXBBPIIN U3/1aJJCHOTO MY pa3pellieHHe Ha JuLe 1o 4. 222, an. 1.

(2) 3a u3BbplHIBaHE HA MPEXBBPIISIHETO JMLaTa Mo ai. 1 mogaBaT B MUHHCTEpCTBOTO Ha
3/1paBEOIa3BaHETO 3asBJICHUE, KbM KOETO IpUIIarar:

1. 3asBJIeHME 32 W3/IaBaHE HA pa3pelIeHUe 3a ThProBUs Ha IPEOHO C JICKAPCTBEHU MPOIYKTH OT
aunarta mno 4wi. 222, an. 1, mo oGpasell, yTBbpAeH OT MUHUCTHPA Ha 3/IpaBeOIa3BaHEeTo;

2. aKTyaJlHO YJOCTOBEPEHHE 32 BIMCBAHE B THPTOBCKHS PETUCTHP, CHOTBETHO JIOKYMEHT 3a
aKTyaJlHa pErucTpalys Ha JIMLETO 1o ui. 222, an. 1;

3. KomHWe OT HW3MaJeHOTO IO pela Ha OTMEHEHHUs 3aKOH 3a JIeKapCcTBaTa W alTEeKUTe B
XyMaHHaTa MEJUIMHA pa3pelieHre 3a OTKPUMBAHE Ha alTeKa WM pa3pelieHue 3a Mpeperucrpanus o
pena Ha OTMEHEHHUs § 16 OT MPEXOAHHUTE U 3aKITIOYUTETHUTE pa3nopenon;

4. 3aBepeHO KONue OT TPYAOBUS JOTOBOP WM JOTOBOP 3a YNPABICHHWE HAa PHKOBOIUTENS Ha
anTeKara,

5. Ieknapanus oT JMuara no 4wi. 222, an. 1, dye ca 3amna3eHu yCclOBUSTA, IPU KOUTO € U3JaJACHO
pa3pelieHueTo 3a ThProBus Ha APeOHO C JIKApCTBEHHU MPOYKTH HA JIMIIAaTa 1o ai. 1.

(3) IpexBbpasHEeTO 1O an. 1 MOXKe /1a ce U3BBPIIU B CPOK JI0 €HA TOJAMHA OT BIM3aHETO B CHUJIA
Ha TO3U 3aKOH.

§ 69. 3aBapeHuTe OpU BIM3AHETO B CHUJAa HAa TO3M 3aKOH JPOrepuUU NPOIbJDKAaBaT Ja
OCBIIECTBSIBAT JIGMHOCTTA CH Bh3 OCHOBA Ha U3/IaJICHUTE UM yJIOCTOBEPEHUS 32 PETHCTPALIUS.

§ 70. Ompenenenara A0 BiIM3aHETO B cwia Ha To3u 3akoH Komwmcus no Ilo3uTuBHUA
JIEKapCTBEH CIHUCHK OCBIIECTBSIBA JICHHOCTTA CH JIO OTPEEITHETO Ha HOBUS M ChCTaB B CHOTBETCTBHE C
4. 261, am. 6.

§ 71. IlpomykTuTe, KOWTO ToOMamaT B oOxBara Ha wi. 37 - TPagulIMOHHU PACTUTEITHHU
JIEKapCTBEHHM NPOJYKTH, U ca IMyCHAaTH Ha Ma3apa B CTpaHaTa KbM JaTaTa Ha BJIM3aHE B CHUJIa HA TO3U
3aKOH, C€ IPUBEXKJIAT B CbOTBETCTBHE C U3MCKBAHMATA My He MO-KbCHO OT 30 anpun 2011 r.

§ 72. (1) Ho 31 nmexemBpu 2008 r. mocuero mo wi. 27 3a paspemiaBaHe 3a ynorpeba Ha
JIEKapCTBEH MPOAYKT IO MPOIeAypa MO B3aMMHO MPU3HABAHE WIH T0 JCIECHTPaIU3upaHa Ipoleaypa
MO3Ke Ja ce mojiaBa BbB (hopmar "OOI] TEXHUIECKH TOKYMEHT".

(2) o 31 mexemBpu 2009 r. mocuero mo wi. 27 3a pa3peimiaBade 3a ynorpeda Ha JIeKapCTBEH
MPOIYKT 0 HAIIMOHATHA MPOLIEAypa MOXKe Ja ce moAana BbB Gopmart "OOIl TEXHUYECKU JOKYMEHT'".



§ 75. 3akoHBT BIM3a B CWiIa OT JEHA Ha OOHapojaBaHeTo My B "/IbpXkaBeH BECTHHK', C
M3KJIIOUEHHWEe Ha pa3mopendata Ha § 64, T. 2, koATo Bim3a B cwia or 14 ampun 2008 1., U Ha
pasnopenoute Ha § 9, T. 4, § 41, 42 u 43, xouto BiAM3aT B cria ot 26 1omu 2008 T.

3aK/II0uNTeTHU pa3nopeadoun
KBbM 3AKOH 3A UBMEHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTU B
XYMAHHATA MEJUIIUHA
(OBH. - 1B, BP. 10 OT 2009 I'., B CWJIA OT 29.01.2009T".)

§ 2. 3akonbT BiM3a B cuiia Ha 29 sinyapu 2009 r.

IIpexoanu u 3aKJIIOYUTETHH pa3nopenon
KbM 3AKOHA 3A UBMEHEHUE U 1OITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
HPOAYKTU B XYMAHHATA ME/IULIUHA

(OBH. - 1B, BP. 23 OT 2009 I'., B CWJIA OT 30.03.2009 I".)

§ 4. JIunaTa, noay4yusiu 10 BIM3aHETO B CHJia Ha TO3M 3aKOH paspelieHue no wi. 229, an. 2,
BKJIIOUBAIIO0 U3BBPIIBAHE HA THPTOBHUS C XPAaHUTETHU N0OAaBKH, MOTAT Jla M3BBHPIIBAT U ThPrOBHs Ha
IpeOHO ¢ AMETUYHU XPaH!U 3a CIICHUAIHN METUIIMHCKA EITH.

§ 5. B nBymeceueH CpOK OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MUHUCTEPCTBOTO Ha
3JIpaBeoIIa3BaHeTo CciykeOHO m3mpama B choTBeTHaTa PUOKO3 110 MecTOHAX0X/ICHUE HAa alTCKUTE 3a
BIIMCBAaHE B perucrrpa no wi. 14, an. 1 ot 3akoHa 3a XpaHUTE KOIKUE OT pa3pelIeHuATa 1o wi. 229, an. 2,
W3J1aJICHH JI0 BIM3aHETO B CUJIa HA TO3U 3aKOH.

§ 7. 3akoHbT BiM3a B cuna ot 30 mapt 2009 1.

IMpexoanu u 3aKII0OYUTETHH pa3nopeaon
KBbM 3AKOHA 3A UBSMEHEHHUWE U JOITBJIHEHUE HA 3AKOHA 3A 3JIPABETO

(OBH. - 1B, BP. 41 OT 2009 I'., B CWJIA OT 02.06.2009 T".)

§ 92. (1) JInnara, momy4usiv 10 BAM3aHETO B CUJIAa HA TO3M 3aKOH paspelieHue mo wi. 229, an. 2
0T 3aKOHa 3a JIEKapCTBEHUTE MPOJYKTH B XyMaHHAaTa MEIULIMHA, BKJIIOUBAIO U3BBbPIIBAHE HA THPrOBHUS
C XpaHUTENHU 100aBKHU, MOTaT Jla U3BbPIIBAT U ThProBUs Ha APEeOHO ¢ XpaHU 3a KbpMaueTa U MPeXOoaHH
XpaHH.

(2) B cpok naBa Mecema OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHeTo Ciy:keOHO m3npama B cboTBeTHaTa PUOKO3 mo mecToHaxokaeHue Ha anTeKuTe,
KOUTO WM3BBPILIBAT U THProBUS Ha OpeOHO C XpaHU 3a KbpMayeTa M NPEXOJHU XpaHu Mo ai. 1, 3a
BIIMCBAHE B PETUCTBPA 10 Wwi. 14, an. 1 or 3akoHa 3a XpaHUTE KOMKE OT pa3pelleHusaTa 1no wi. 229, an. 2
0T 3aKOHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHAaTa MEIMIIMHA, U3/1aJ€HU O BIM3aHETO B CHUJIa Ha
TO3H 3aKOH."

§ 96. 3akoHBT BIM3a B CWiIa OT JEHA Ha OOHapojBaHeTO My B "/IbpXkaBeH BeCTHHUK', C
U3KIIIOYEHHE Ha:

1. maparpadu 3, 5, 6 u 9, xouro Bnu3at B cuia ot 1 suyapu 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, xourto Biam3aT B cuia oT 1 roau 2009 r.;
3. maparpad 21, xoiito Bnu3a B cuia ot 1 roun 2010 .

3aKJII0uNTEeTHU pa3nopenon
KBbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE ITPOJAYKTU B
XYMAHHATA MEJUIIUHA
(OBH. - 1B, BP. 88 OT 2009 I'., B C1JIA OT 06.11.2009T".)

§ 2. 3akOHBT BIM3a B CWJIA OT JICHS Ha 0OHapoBaHeTO MY B "JIbpiKaBeH BECTHUK'".

IIpexoanu u 3aKJIIOYUTETHH pa3nopenon
KBbM 3AKOHA 3A UBSMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MPOAYKTU B XYMAHHATA MEJIUIINHA

(OBH. - 1B, BP. 102 OT 2009 I'"., B CHJIA OT 22.12.2009 I".)

§ 4. (1) 3aBapeHuTe a0 BIM3aHETO B CHJa Ha TO3M 3aKOH MarucTbp-(apManeBTH U
MTOMOUTHUK-(apMalleBTH, KOUTO ca MOJIYYIIN pa3pelieHre 3a OTKPUBAHE Ha alTeKa B HACEJICHUTE MecTa
o . 228, an. 4 no pega Ha OTMEHEHUs 3aKOH 3a JIeKapcTBaTa M alTeKUTE B XyMaHHATa MEAUIIMHA
(o6H., [IB, 6p. 36 ot 1995 r.; Pemienue Ne 10 na Konctutyumonnus cbi oT 1996 r. - 6p. 61 ot 1996 15
u3M., op. 38 ot 1998 r., 6p. 30 ot 1999 1., 6p. 10 oT 2000 r.; Pemienue Ne 3 Ha KoHCTUTYIIMOHHUS CH]T
ot 2000 r. - 6p. 37 ot 2000 r.; u3m., 6p. 59 ot 2000 r.; Pemenne Ne 7 na KOHCTUTYLIMOHHUS CHJ OT
2000 r. - 6p. 78 ot 2000 r.; u3m., 6p. 41 ot 2001 r., 6p. 107 1 120 ot 2002 1., momp., 6p. 2 ot 2003 1.;
u3M., op. 56, 71 m 112 ot 2003 r., 6p. 70 u 111 ot 2004 1., 6p. 37, 76, 85, 87, 99 1 105 ot 2005 1., Op.
30, 31, 34, 75, 80 u 105 ot 2006 r., ot™m., 6p. 31 oT 2007 r.) U KOUTO HE ca MOJAIHN 3asBICHUE 32
npepeructpanusi B cpoka no § 66, amn. 3 or 3akoHa 3a U3MEHEHHE M JONBbJIHEHUE Ha 3akoHa 3a
JIEKapCTBEHHUTE MPOYKTH B XyMaHHaTa meauimHa (1B, op. 71 ot 2008 r.), mpuBexaar ASHOCTTA CH B
CBHOTBETCTBUE C U3UCKBAHUATA HA TO3U 3aKOH B Cpok 10 31 sHyapu 2010 .

(2) Jlunara mo anm. 1 momaBaT B MUHHUCTEPCTBOTO Ha 3paBEONa3BaHETO 3asBIICHHUE 3a
IpeperucTpanms, KbM KOeTO Ipuiarar:

1. 3asBeHME 32 U3]aBaHE Ha pa3pelIeHNe 3a ThProBUs Ha JIPeOHO C JIEKapCTBEHU MPOIYKTH OT
aunara no wi. 222, an. 1 no obpaser, yTBbpA€H OT MUHUCTbPA Ha 3]JpaBEOINa3BaHETO;

2. aKTyaJlHO yJOCTOBEpPEHHE 3a BIMCBAaHE B THPIOBCKHS PErMCThHP, ChOTBETHO JOKYMEHT 3a
aKTyaJlHa perucTpanus Ha JULETO 1o wi. 222, an. 1;

3. Komue OT M3JaJECHOTO IO pela Ha OTMEHEHWs 3aKOH 3a JIeKapcTBaTa M alTEeKUTe B
XyMaHHaTa MEIUIIMHA pa3pelIieHne 3a OTKPUBAHE Ha alTeKa;

4. 3aBepeHO KomHe OT TPYAOBUS JOrOBOP WM JOTOBOP 3a Bb3jaraHe Ha YIpaBJIEHHE Ha
PBKOBOJIUTEIIS Ha alTeKaTa - B Cy4auTe, KOrato ce M3UCKBa TaKbB;

5. Iexyiapanus oT JiMiara mo 4i. 222, an. 1, 4e ca 3ama3eHu yCJIOBUsITa, IPU KOUTO € MU3/1aJIEHO
pa3pelIeHneTo 3a ThProBHsl Ha IpeOHO ¢ JIEKapCTBEHU NMPOIYKTH Ha JIUIaTa 1o aj. 1;

6. JOKYMEHT, U3/1aJIeH OT KMeTa Ha ChbOTBETHAaTa OOIIMHA, YIOCTOBEPSBal] Oposl Ha JKUTEINUTE
Ha CbOTBETHOTO HACEJIEHO MSCTO;

7. TOKYMEHT 3a €JHOKpATHO IU1aTeHa Takca B pasmep 100 naB.

§ 5. B cpox mo Tpum Mecena OT BIM3AaHETO B CHJIa Ha TO3UM 3aKOH MHHHUCTBPBT Ha
3/IpaBeolia3BaHeTO U3MEHS U JI0IbJIBa Hapeadara mo wi. 219, an. 2.

§ 6. 3aKOHBT BIIM3a B CHJIa OT JIeHs Ha 0OHapoJBaHETO My B "JIbpkaBeH BECTHUK".



IIpexoanu u 3aKJIIOYUTETHN pa3nopendon
KBbM 3AKOHA 3A UIBMEHEHUE U TOII'BJIHEHUE HA 3AKOHA 3A JIEYEBHUTE
3ABEJIEHUA

(OBH. - 1B, BP. 59 OT 2010 T"., B CWJIA OT 31.07.2010T".)

§ 77. 3akoHBT BIM3a B CWJa OT JieHS Ha OOHapoaBaHero My B "JIbpkaBeH BECTHHK' C
U3KJIIOYEHHUE Ha:

1. maparpadu 9 (otHOCHO ui. 19, ai. 4), 53, 60 u 66 (oTHOCHO Wi. 98, ai. 5 u 6), KOUTO BIKU3AT
B cwia ot 1 ssuyapu 2011 r.;

2. maparpad 75, koiito Biu3a B cuna ot 30 cenremBpu 2011 .

IIpexoanu u 3aKIIOYUTEHU pa3nopeadn
KBbM 3AKOHA 3A BIO/I’KETA HA HATUOHAJIHATA 3IPABHOOCUT'YPUTEJIHA KACA
3A 2011T.

(OBH. - 1B, BP. 98 OT 2010 T"., B CWJIA OT 01.01.2011T".)

§ 5. (1) Ilpe3 2011 r. neHOCTUTE MO IUATHOCTHKA M JICYCHHE Ha 3JI0KAY€CTBCHHU 3200 IIBaHMS
¥ Ha OONMHM ¢ OBOpeYHa HEAOCTATHYHOCT HA JWAIHM3HO JICUYCHHE, BKIIOYUTEITHO OCUTYpSBAHETO Ha
JIEKapCTBEHU MPOAYKTH U MEAMLIMHCKU U3JeNUs, KAKTO U JIPYTUTe MEAULMHCKU JEHHOCTH, KOUTO IMpe3
2010 1. ca ¢unaHcupanu upe3 Owokera Ha MHHHCTEPCTBOTO Ha 3/paBeoNa3BaHETO W 4Ype3
JIeJITUPAHUTE OT AbprKaBaTa JAEHHOCTHU mpe3 OrJpKeTa Ha OOLIMHMTE, Ce 3allIalllaT ChC CPeJICTBATa 10
. 1, an. 2, pen S.

(2) HeitHocTHTE, IEKAPCTBEHUTE MPOIYKTH U MEAULIMHCKUTE U3JIeNus 1o ajl. 1 ce 3amiamar no
pen 1 METOJUKa, ONPEAEICH! OT MUHUCThPA Ha 3/IpaBeOIa3BaHETo.

(3) CpenctBara no ui. 1, anm. 2, pea 5 ce TpaHchepupar exeMeceyHo A0 Kpas Ha TeKYIIHs
Mecell.

§ 7. Hamzopumsar cwBer Ha HanmoHanHata 30paBHOOCUTYpUTENIHA Kaca HMMa IIpaBoO Ja
U3BBpIIBA BHTPEIIHM KOMIEHCHPAHU MPOMEHH Ha KPEAUTUTE MEX]Y €JIEeMEHTUTE Ha pa3XoJIuTe U
TpaHcgepure 1o wi. 1, aji. 2, KOUTO ca B paMKHUTE Ha YTBbPAECHUS OIOJIKET.

§ 8. Ham3opuusT chBeT Ha HanmoHamHaTa 31paBHOOCHTYpUTENIHA Kaca HA OCHOBaHUE WiI. 26,
al. 2 or 3akoHa 3a 3JpPaBHOTO OCHUI'ypsBaHE MMa INPaBO Ja pa3XxoABa CpEACTBaTa OT pe3epBa 3a
HEeNpeIBUICHU U HEOTJIOKHU pa3Xxoau 1o ui. 1, an. 2, pex 3.

§ 15. 3akonsbT Biu3a B cuina ot 1 suyapu 2011 r. ¢ uskmouenue Ha § 10, KOHTO BiM3a B cuiia OT
JieHs Ha 0OHapojBaHeTo My B "/[bpakaBeH BeCTHUK'.

IIpexoanu u 3aKIIOYUTESHU pa3nopeadn
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3JIPABETO

(OBH. - 1B, BP. 98 OT 2010 T'., B CWJIA OT 01.01.2011T".)

§ 106. B 3akoHa 3a JekapCTBEHHUTE MPOAYKTH B XyMaHHara meauuuHa (06H., B, 6p. 31 ot
2007 r.; u3m., 6p. 19 ot 2008 r.; Pemenue Ne 5 na Koncrurynmonuus cpa ot 2008 1. - 6p. 65 ot 2008
r.; u3M., 6p. 71 ot 2008 r., Op. 10, 23, 41, 88 u 102 ot 2009 r. u 6p. 59 ot 2010 r.) HABCIKBAE AYMHUTE
"pernoHaTHUTE WHCIEKIIMU 3a/TI0 Oma3BaHE M KOHTPOJ Ha OOIIECTBEHOTO 3apaBe”, "pernoHaiHaTa
MHCIIEKIIMA O OIa3BaHe U KOHTPOJ Ha obmecTBeHoTo 3apaBe” u "PUOKO3" ce 3aMeHAT ChOTBETHO ¢



nn

"pernoHagHuTe 3paBHU MHCIIEKIMK'", ""pernonanyara 3apaBHa uacneknus' u "P31".

§ 121. 3akonbT Bau3a B cuia ot 1 aayapu 2011 r. ¢ u3kiIroueHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44,§ 56, 1. 1L 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,
Ooyksa "a", § 109, 110, 112, 113, § 115, 1. 5,§ 116, 7. 4u 6,§ 117, . 5u7u § 118, 1. 1, kouro Bim3ar B
cuja OT JicHs Ha 0OHapOJIBaHETO Ha 3aKoHA B "/[bpikaBeH BECTHUK";

2. maparpad 102, 1. 1, 2 u 6, kouto Biu3ar B cuna ot 1 mapt 2011 r.;

3. maparpadu 22, 1. 1 (oTHOCHO WiI. 36, an. 1, uspeuenue BTopo), § 37, § 48, 1. 2, § 51 u 59,
KouTo BiM3aT B criia oT 1 roau 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "6", koiTo Bim3a B cuia oT 30 centemBpu 2011 r.

IIpexoanu u 3aKJIIOYUTETHH pa3nopenon
KBbM 3AKOHA 3A UBSMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
HPOAYKTU B XYMAHHATA ME/IMLIUHA

(OBH. - 1B, BP. 12 OT 2011 I'., B CWJIA OT 08.02.2011T".)

§ 24. llomanenuTe BaJMIHU 3asBJICHUS M YBEAOMJICHUS 3a MPOMEHU B pPa3pelICHHsITa 3a
ynoTtpeda mpeau BIM3aHEeTO B CHJIa HA TO3M 3aKOH CE€ Pas3riekaaT 1Mo JOCETalIHuUs pe/l.

§ 25. MUHHCTBPBT Ha 3paBEOTA3BAHETO MPUBEXKIA B CHOTBETCTBUE C TO3M 3aKOH HapeadaTa
1o wi. 42 B CPOK JI0 TP Mecelia OT BIM3aHETO MY B CHJIA.

§ 27. 3akoHBT BIIM3a B CHJIA OT JIeHs1 HAa 0OHapoABaHETO My B "/IbpikaBeH BECTHUK'.

IIpexoanu u 3aKIIOYUTESTHU pa3nopeadn
KbM 3AKOHA 3A UBSMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
HPOAYKTU B XYMAHHATA ME/IMLIUHA

(OBH. - 1B, BP. 60 OT 2011 I'., B CWJIA OT 05.08.2011T".)

§ 66. (1) [IpousBoaurenute mo § 12, an. 2 OT MPEXOHUTE U 3aAKIIOUUTEIHUTE Pa3lopendn ce
MPHUBEXKJIAT B CHOTBETCTBHE C M3MCKBaHMsATA Ha wi. 148 u Ha J[oOpaTa mpoOM3BOJCTBEHA MPAKTHKA,
OTIpEJIeJICHH 110 peia Ha Wwi. 152 B cpok 1o 6 Mecela OT BIM3aHETO B CHJIa HA TO3H 3aKOH.

(2) Cnen m3tnuanero Ha cpoka no ai. 1 MAJI u3pbpuiBa npoBepka OTHOCHO IMPUBEXK/IAHETO B
CHOTBETCTBUE C M3MCKBaHMsTA Ha 4. 148 u Ha [loOpaTa mpom3BOJICTBEHA MPAKTHKA, OMPEIEICHH IO
pena Ha ui. 152.

(3) Korato cnen u3pbpiiBaHeTo Ha nposepkara mo ain. 2 MAJI ycraHoBu, ue ycinoBusitTa 3a
MIPOU3BOJICTBO, KOHTPOJI U ChXpPaHEHHWE HA W3XOJAHMTE MaTepUad 3a MPOM3BOJCTBO U Ha TOTOBHUTE
JICKApCTBEHH MPOJYKTH HE OTTOBAPAT Ha M3WCKBAHMITA HAa TO3M 3aKOH W Ha J[oOpara mpom3BOJCTBEHA
MPAKTHKA, TS yBEIOMsIBA MIMCMEHO ChOTBETHOTO JIMIIE MO all. |1 U 1aBa MMCMEHH YKa3aHHUsL.

(4) B cityyaii ue B cpok 10 60 JHU OT AaTaTa Ha yBEIOMSBAHETO ChOTBETHOTO JIMLIE O ajl. 1 He
OTCTPaHU KOHCTaTHUPaHUTE HEChOTBETCTBHS, U3IIBJIHUTENHUAT ITupekTop Ha MAJl oTHemMa M31aneHOTO
0 pela Ha OTMEHEHHUs 3aKOH 3a JIeKapcTBaTa U alTeKuTe B XyMaHHata meauiuHa (o0H., /IB, 6p. 36 ot
1995 r.; Pemenne Ne 10 na Konctutynnonuus cba ot 1996 1. - 6p. 61 ot 1996 1.; u3m., 6p. 38 ot 1998
r., 6p. 30 ot 1999 r., 6p. 10 ot 2000 r.; Pemenne Ne 3 na Koncturynmonnus cp ot 2000 r. - 6p. 37 ot
2000 r.; m3m., 6p. 59 ot 2000 r.; Pemmenne Ne 7 va Koncrurynuonnus cba ot 2000 . - 6p. 78 ot 2000
I.; U3M., Op. 41 ot 2001 r., O6p. 107 u 120 ot 2002 r.; momp., 6p. 2 ot 2003 1.; u3Mm., Op. 56, 71 u 112 ot



2003 r., 6p. 70 u 111 ot 2004 1., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot
2006 r.; oT™., 6p. 31 ot 2007 r.) pa3pelieHue 3a MPOU3BOACTBO MPH ycaoBUATA HA Wi. 160a.

(5) Koraro cnen u3BbpIlIBaHETO HA MPOBEPKATa IO aJl. 2 c€ YCTaHOBH, Y€ ChOTBETHOTO JIUIIE 110
a. 1 He ce e MpuBENIO B CHOTBETCTBUE C M3MCKBaHUATA Ha wi. 148 u Ha [loOpara mpou3BoacTBEeHA
npaktuka no wi. 152, MAJI otHemMa u3naneHo pa3pelieHue 3a MPOM3BOACTBO IPU YCIOBHATA Ha 4II.
160a.

(6) Koraro cnex u3BbpILIBaHETO HA NMPOBEpPKATa IO aJl. 2 c€ YCTaHOBH, Y€ ChOTBETHOTO JIUIIE 110
an. 1 ce e mpuBeno B CHOTBETCTBUE C M3UCKBaHUATa Ha wi. 148 u Ha [loOpara mpowusBojicTBeHA
npakTtuka no 4. 152, MAJI uzgaBa HOBO pa3penieHre 3a IpoOU3BOICTBO MO pe/ia Ha TO3M 3aKOH CIE;

1. monaBaHe Ha 3asBiIeHUE U JOKyMeHTauus o wi. 150 u 151, n

2. mpeAcCTaBsHE Ha JOKYMEHT 3a IJlaTeHa Takca B pazmep 1500 nB.

(7) KoraTo B eHOMECEUEH CPOK OT NMPUKIOYBAHETO Ha MPOBEpPKATa MO aJl. 2 JIMLETO o al. 6
HE € MOoJaJIO 3asBJeHUEe U JoKyMeHTauus no wi. 150 u 151, uzgaaeHoTo paspeuieHue 3a Ipou3BOJCTBO
110 peia Ha OTMEHEHUs 3aKOH 3a JIEKapCcTBaTa U alTeKUTE B XyMaHHATa MEIUIIMHA CE IIPEKPaTsBa.

§ 67. (1) OTKpUTHTE U HETPUKIIOYWIN JIO BIM3aHETO B CHJIa Ha TO3U 3aKOH MPOU3BOCTBA 3a
U3/laBaHE WM IPOMEHH Ha pa3pelieHus 3a THProBus Ha JpeOHO C JIEKApCTBEHU IPOIYKTH C€
pasriiexaar u TOBBPIUIBAT MO JIOCETAlIHUs pes 6e3 mpecTaBsHe Ha MpeioKeHne oT Bucuius chBeT 1o
dapmarms.

(2) B cpox nmo nmBa Mecema OT BIM3aHETO B CHUJIa Ha TO3M 3aKOH MUHHCTEPCTBOTO Ha
3/lpaBeoIla3BaHeTo MpenocTaBs Ha M3mbiHuTenHAaTa areHIus 1o JIeKapcTBaTa ¢ IpUeMHO-TIpeaaBaTesieH
MIPOTOKOJI apXUBa Ha MPUKITIOYHINTE TPOU3BOICTBA.

(3) B cpox mo mBa Mmecelia OT BJIM3aHETO B CHJIA Ha TO3W 3aKOH MUHHCTEPCTBOTO Ha
3JIpaBeoIia3BaHeTo MpenocTaBs Ha M3mbiaHUTEeTHATa areHIIHs 10 JIEKapcTBaTa ¢ MpUeMHO-TIpeaaBaTesieH
IIPOTOKOJI BOACHUS OT MHHHMCTEPCTBOTO Ha 37PaBEONa3BaHETO PETUCTHP HA U3/IaJICHUTE pa3pelleHus 3a
THProBUs Ha IpeOHO C JeKapCTBEHU MPOAYKTH B anTeKa.

(4) Cnen u3naBaHe Ha pa3pelieHue 1Mo peaa Ha an. | MUHHUCTEPCTBOTO HA 3paBeOIa3BaHETO
U3Mpalia B TPUIHEBEH CPOK CiIyxkeOHO 10 M3mbHUTeIHATa areHIIHs 10 JIeKapcTBaTa KOMUE OT HEero 3a
BIIMCBAHE B PETUCTHpA Ha U3/1aJICHUTE pa3pellIeHus 3a ThProBUs Ha APeOHO C JIEKAPCTBEHU MPOIYKTH.

(5) Cnen 3aBbpiiBaHe Ha MPOM3BOACTBAaTa MO ail. 1| MHHHCTEPCTBOTO Ha 3/[paBEOIa3BaHETO
npenocTassi Ha M3nbJIHUTENHATA areHIus 10 JIeKapcTBaTa ¢ MPUEMHO-TIPEIaBaTeIeH MPOTOKOJ TEXHUS
apXuB.

§ 68. (1) 3asBneHusATa 3a M37aBaHE WM MPOMEHU Ha YAOCTOBEPEHHUS 3a PETUCTpalus Ha
JIpOrepuu, MOJAJEHU O BIM3AaHETO B CHJIa HA TO3M 3aKOH, C€ pasriiexk]aT MpHU YCIOBUATA U IO pena,
MPEABUICHU B HETO.

(2) B cpok 1o enuH Mecell OT BIM3aHETO B CHJIa Ha TO3M 3aKOH V3MbIHUTENHATa areHIHs 10
JieKapcTBaTa IMpeJoCTaBsl Ha CbOTBETHATa PETMOHAJIHA 3[JpaBHA MHCIEKIUS C MPUEMHO-TIpeJaBaTesIeH
MIPOTOKOJI 3asABJIICHUATA U JOKYMEHTHUTE, MOJIaJICHU 3a MTPOU3BOACTBATA 32 U3/1aBaHE HA YAOCTOBEPEHUS
3a perucTpalys Ha IPOTepuH, KaKTO U apXHUBa Ha MPUKITIOYHIINTE TPOU3BOCTBRA.

(3) B cpok 1o enuH Mecell OT BIM3aHETO B CHJIa HAa TO3U 3aKOH M3MbIHUTENHATA areHIus 1o
JeKapcTBaTa MpenocTaBs Ha MUHUCTEPCTBOTO Ha 3paBeoNa3BaHETO € IPHUEMHO-TIpeJaBaTesIeH
npotokod BoaeHus ot MAJI peructvp Ha U3JaA€HUTE YAOCTOBEPEHHUS 3a PETUCTpAIUs Ha APOTrepus.

(4) B cpok n0 enuH Mecel OT MPEAOCTaBSIHETO Ha pPerucTbpa mo ai. 3 MUHHCTEpCTBOTO Ha
3/IpaBeOIa3BaHETO M3TOTBS M MyOJIMKyBa Ha CTpAHUIIATa CH HAIIMOHAIIHUS PETHCTHP HA M3AaJEHUTE JI0
BJIM3aHETO B CHJIa HA TO3M 3aKOH YJAOCTOBEPEHUS 3a PETUCTPALIUS HA APOTEPHH.

§ 69. (1) B cpox g0 Tpu Mecena OT BIM3aHETO B CHJIAa HAa TO3M 3aKOH IMPOLEAYpPUTE 3a
YTBBP)K/IAaBAaHETO WJIM PETUCTPUPAHETO HA IEHW Ha JICKAPCTBEHUTE MPOIYKTH C€ H3BBHPIIBAT TIO
noceramHus pea ot KoMucusTa no ueHuTe Ha JEeKapCTBEHUTE MPOIYKTH.

(2) Cnen mztnyaHeTo Ha cpoka no an. 1 Komucusita no neHute Ha J€KapCTBEHUTE MPOAYKTH
mpenoctaBs Ha Kowmucusta mo 1eHH U peuMOypcHpaHe ¢ MPUEMHO-TIPEAaBaTeNIeH MPOTOKOI



3asBJICHUATA U JOKYMEHTUTE, OJA/IEHH 3a MPOLEIypuTe MO al. 1, KAKTO M apXuBa Ha MPUKIIOYMINTE
IIPOLEYPH 3a YTBBPKJaBaHE WJIM PETUCTPUPAHE HA [IEHU HA JIEKapCTBEHNUTE IPOAYKTH.

(3) Cnen n3tnyanero Ha cpoka 1o ain. 1 Komucusita no neHuTe Ha JIEKAPCTBEHUTE NMPOTYKTH
npenocrass Ha Komucusra no meHu U peuMOypcupaHe ¢ IpueMHO-TIpeaBaTeIeH IPOTOKOJI BOJICHHUTE
OT KOMHCHSTA PETMCTPU Ha M3AAJCHHUTE PELICHMs 3a YTBBbPXKAAaBaHE WIM PErucTpalys Ha LEHU Ha
JIEKapCTBEHUTE IPOIAYKTH.

§ 70. (1) B cpox mo Tpu Mecena OT BJIM3AaHETO B CHJIA Ha TO3W 3aKOH MPOIEAYPHUTE IO
BKJIIOYBAHE, W3KIIOYBAHE W/WIM MPOMEHH Ha JICKAPCTBEHHM MNPOAYKTH OT IlO3WTHBHHS JIeKapCTBEH
CIIMCBK CE M3BBPILBAT 10 JoceramHus pex oT KomucusTa 1o no3uTUBHUS JEKapCTBEH CIUCHK.

(2) Cnen ustnuaHero Ha cpoka no an. 1 KomucuaAra mo mO3UTHBHMS JIEKAPCTBEH CIUCHK
npenoctaBs Ha Komucusra no neHM M peuMOypcHpaHe C NPUEMHO-IPEAABATENEeH IPOTOKOJI
3asIBJICHUATA U TOKYMEHTHUTE, MOJAJECHU 3a IPOLEAYPUTE 1O al. |, KaKTO U apXuBa Ha MPUKIIOYWINTE
IPOLElypH 3a BKIJIIOYBAHE, U3KIIOYBAHE W/WJIM NPOMEHH Ha JIEKAapCTBEHU NPOAYKTU OT llo3uTuBHUA
JIEKapCTBEH CIIUCDHK.

§ 71. JIbpxkaBHUTE TaKCH, BHECEHM 10 mpouenypure no § 69, an. 1 u § 70, an. 1, ce pazxoasar
3a o0e3rneyaBaHe Ha CHOTBETHUTE aJMUHUCTPATHBHHM IIPOM3BOJCTBA, KAKTO M 3a JEHHOCTTAa Ha
Komucusra no npo3paqHocrt.

§ 72. (1) Lenure, onpenenenu no pena Ha wi. 258, an. 1, Ha TEKapCTBEHUTE MPOIYKTU, KOUTO
KBbM BIIM3aHETO B CHJIa HAa TO3U 3aKOH ca BKJIOYEHU B [103UTHBHMS JIEKApCTBEH CIUCHK, CE CMATAT U 3a
TEXHHU NPEACTHH LEHH MTPH MpoAaxdaTa UM Ha IpeOHO ChIIIacHO wi. 258, ai. 3.

(2) B cpok mo Tpu Mecena OT BIM3aHETO B CHJa Ha TO3M 3akoH KomucusAra mo neHute Ha
JICKQpCTBEHHUTE MPOAYKTH CIY)KEOHO 3alu4aBa OT PETUCThpAa HA TMPEACTHHUTE ILEHH OOpa3yBaHHUTE
IpEeJeNIHY LIEHU Ha JIEKapCTBEHUTE NMPOAYKTH 1O ail. 1.

(3) Jo 31 mexemBpu 2012 r. mpurexarenuTe Ha pa3pelieHHs 3a ymorpeda He Morar jaa
IIPOMEHST LIeHaTa Ha JIEKapCTBEH MPOAYKT C U3KIOYEHHE HAa HAMAJISIBAaHETO M 3a MPOJYKTH, KOUTO KbM
BJIM3aHETO B CHJIa HAa TO3M 3aKOH Ca MMaJIM ONpEJENICHA 1I€Ha, HO HE ca BKIIOYEeHU B [lo3uTuBHUS
JIEKapCTBEH CHUCBHK.

§ 73. (1) C Bnu3aHeTo B CHJIa HA TO3M 3aKOH 00pa3yBaHUTE MPEIEITHU IICHU Ha JIEKAPCTBCHUTE
IIPOAYKTH, OTIYCKaHMU II0 JIEKAPCKO MNPEANUCAHME, W PETUCTPUPAHUTE LEHU Ha JIEKAPCTBEHUTE
MPOJYKTH, OTIYCKAaHU 0e3 JIEKapCKO MpeanucaHue, ce CMATAT 32 TEXHU PErUCTPUPAaHU LEHU 1o 4. 258,
an. 2.

(2) Y3BBH ciiydanTe 10 aj. 1, ¢ BIU3aHETO B CUJjia Ha TO3U 3aKOH 0Opa3yBaHUTE MPEIeTHH LIEHN
Ha JIEKapCTBEHUTE MPOAYKTH, KOMTO IMPHHAIEKAT KbM MEXKIYHAPOJHO HEMATEHTHO HANMEHOBAHUE,
KOETO € BKJItoUeHO B [103MTHBHUS JIEKapCTBEH CIMCHK, C M3KIIOYEHHE Ha MPOJYKTUTE, BKIIOUEHH B
npuoxenue Ne 2 Ha CIMCBKa, Ce CMATAT U 3a TEXHH MPEAETHN LIeH! NpH Ipojax0aTa UM Ha ApeOHO U
He MorarT Jia ObJaT MPOMEHSIHH J10 IPUEMaHETo Ha HapenoaTa o ui. 258, an. 5.

(3) B cpok m0 Tpu Mecema OT BIM3aHETO B CHJIa Ha TO3M 3akoH Komucusra mo 1eHuTte Ha
JIEKapCTBEHUTE MPOJYKTH U3TOTBS pErucThpa 1o 4i. 261, an. 3, B KOMTO BIMCBa EHUTE 110 ail. 1.

§ 74. B cpok 10 Tpu Mecena OT BIM3aHETO B CHJIa Ha TO3M 3aKOH KoMucusTa 1o no3uTHBHHUA
JIEKapCTBEH CIUCHK MpuBex/1a [103UTUBHUS TeKapCTBEH CIUCHK B CHOTBETCTBUE C M3UCKBAHMATA I10 YJI.
262, an. 5,1.1-3.

§ 75. B cpok 10 Tpu Mecemna OT BJIM3aHETO B CWJia HAa TO3W 3aKOH MHUHHCTEPCKHUAT CHBET
orpenens cberaBa Ha Komucusara no neHu u peuMOoypcupase.

§ 76. B cpok 10 Tpu Mecena OT BJIW3aHETO B CHJIA HA TO3U 3aKOH:

1. MUHHCTBPBT Ha 37paBeora3BaHeTO U3MEHS U JOIbJIBA Hapeadute mo wi. 82, an. 3, wi. 219,
an. 2 v 4i. 243 B CbOTBETCTBUE C TO3H 3aKOH.

2. MUHUCTEpPCKUAT ChBET NMpHeMa Hapendara 1o wi. 258, an. 5 u u3Mens tapudara mo ui. 21,
an. 2 u YCTpOWCTBEHUS MPABWIHUK HAa MHUHHCTEPCTBOTO HA 3/IpAaBEOIAa3BAHETO B CHOTBETCTBHUE C TO3HU
3aKOH.



§ 84. 3akoHbT BIM3a B CWiIa OT JIeHS Ha OOHapojBaHeTo My B "JIbp>kaBeH BecTHHK" ¢
M3KIII0YeHHUe Ha § 65, koilTo Biu3a B cuia ot 30 centemBpu 2011 1.

IMpexoanu u 3aKJIIOYUTETHN pa3nopenon
KbM 3AKOHA 3A UIBSMEHEHUE U JOII'BJHEHHUE HA 3AKOHA 3A KOHTPOJI BHPXY
HAPKOTHUYHUTE BEHIECTBA U ITIPEKYPCOPUTE

(OBH. - 1B, BP. 61 OT 2011 I'., B CWUJIA OT 10.11.2011T".)

§ 54. To3u 3aK0H BiIM3a B CUJIa TPU Mecela ciel 00HapoBaHeTo My B "JIbp:kaBeH BECTHUK'.

IIpexoanu u 3aKIIOYUTEHU pa3nopeadn
KBbM 3AKOHA 3A UIBMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A IBbP)KABHUS
CJHY/XKUTEJ

(OBH. - 1B, BP. 38 OT 2012 T"., B CWJIA OT 01.07.2012T".)

§ 84. (B cuna ot 18.05.2012 r.) B cpok 10 enuH Mecer; OT 0OHapOABAaHETO HA TO3M 3aKOH B
"JIbpKaBEH BECTHUK":

1. MuHHCTEpCKHAT ChBET NpuBexaa Knacudukaropa Ha JIBKHOCTHTE B aIMUHUCTpALHATA B
CHOTBETCTBHUE C TO3H 3aKOH;

2. KOMIIETEHTHUTE OpraHM TMPUBEKAAT YCTPONCTBEHUTE AaKTOBE Ha ChOTBETHATa
aMUHUCTpAITUS B ChOTBETCTBUE C TO3HU 3aKOH.

§ 85. (1) IlpaBooTHoOmIEHUsATA C JMIATa OT aJMUHHUCTpAllMUTe MO 3aKoHA 3a paauoOTO U
TeNeBU3UATA, 3aKOHA 32 HE3aBUCUMUS (PMHAHCOB OJIUT, 3aKOHA 3a €JIEKTPOHHUTE CHOOIIEHUs, 3aKOHa 32
Komucusra 3a ¢puHaHcOB Haa30p, 3aKOHA 3a IOCTBI U Pa3KpHUBaHE Ha JOKYMEHTHUTE M 3a 00sBSIBaHE Ha
MPUHAJIEKHOCT Ha OBJIrapCcKH rpakJaHu KbM JIbp:KaBHa CUTYPHOCT U pa3y3HaBaTEIHUTE CIYXOHW Ha
benrapckara HapoaHa apMmusi, 3aKOHa 3a OTHEMaHe B I0J3a Ha JIbpXKaBaTa Ha UMYLIECTBO, MPHI00UTO
OT IpecThIIHA JEHHOCT, 3aKOHa 3a MpPENOTBPATABAHE M YCTAaHOBSIBAHE HAa KOH(DIUKT HAa HMHTEPECH,
Kopekca 3a couumanHo ocurypsBaHe, 3aKoHa 3a 3[paBHOTO OCHUTYpsiBaHE, 3aKOHA 3a IMOJIOMaraHe Ha
3eMeJIEJICKUTE MMPOU3BOAUTENHN U 3aKOHA 3a IIBTHILATA CE YPEKIAT IPU YCIOBUATA U O pena Ha § 36 oT
NPEXOJHUTE M 3aKJIIOYUTEIHUTE pa3nopeady Ha 3aKoHa 3a U3MEHEHHE M JIOIIbJIHEHHE Ha 3aKoHa 3a
nbpxkaBHUs ciyxuren (B, op. 24 ot 2006 r.).

(2) C akra 3a Ha3HAYaBaHETO HA JIbPYKABHUS CITY>)KUTEI C€:

1. mpucwexnma ompenenenuss B Kiacudukaropa Ha ATBKHOCTUTE B aIMHHHCTPALIUATA
MUHHMAJICH PaHT 3a 3a€MaHaTa JJIBKHOCT, OCBEH aKO CIYKUTEJSAT MPUTEXaBa M0-BUCOK PaHT;

2. onpenens HHAUBUAYalHa OCHOBHA MECeYHa 3arjaTa.

(3) JonbIHUTENTHO HEOOXOMMHUTE CPEACTBA 32 OCUTYPUTEIIHM BHOCKM Ha JIMIIaTa 1Mo aji. 2 ce
OCUTYpSIBAT B PAMKHTE Ha pPa3XOAWTE 3a 3aIUIaTH, BH3HATPAXKACHUS W OCHTYPUTEITHH BHOCKU II0
O10JKETUTE Ha CbOTBETHUTE PA3NOPETUTENH ¢ OIOKETHU KPEIUTH.

(4) MuHHCTEPCKUSAT CHBET J]a U3BBPIIU HEOOXOANUMHUTE TPOMEHU 1O N3BBHOIOKETHATA CMETKA
Ha /IppxaBeH ¢oHp "3emeznenue", MPOU3TUYAILIN OT TO3U 3aKOH.

(5) Opranute Ha ynpasieHue Ha HarmoHanmHus ocuryputeneH MHCTUTYT u Ha Hammonamnara
3/IpaBHOOCUTYpUTENIHA Kaca Jla HU3BBpIIAT HEOOXOJMMUTE NPOMEHHM IO CBHOTBETHHUTE OIOKETH,
MPOM3TUYAIIN OT TO3HU 3aKOH.



(6) Heusmon3BaHuTe OTMYCKM IO TPYIOBUTE IMPABOOTHOILEHHUS C€ 3ama3BaT U HE ce
KOMITEHCHUPAT C MAPUIHHA 00e3IIeTEHUS.

§ 86. (1) B eqHOMECEeUEH CPOK OT BJIIM3aHETO B CHJIAa HAa TO3W 3aKOH WHIMBHyaJlHaTa OCHOBHA
MeceyHa 3amiaTa Ha CIYKHUTENd C€ OIpeiAesis Taka, 4e CblllaTra, HaMalieHa C JBJDKUMHS JaHbK U
3a]IBJKUTEIIHUTE OCUTYPUTEIIHA BHOCKHU 32 CMETKA Ha OCUTYPEHOTO JIMIIE, aKO ca OUITU ABJDKUMU, Jla He
€ MO-HHWCKa OT IOJIydaBaHaTa 10 TO3W MOMEHT OpyTHa MeCe4Ha 3aliaTa, HamalieHa C JIBJDKAMHTE
3aJIBJDKUTEIHA OCUTYPUTEITHH BHOCKM 32 CMETKAa Ha OCUTYPEHOTO JIMIE, aKo ca OWIM IBIKHUMH, U
JTBJDKAMMUS TAHBK.

(2) B 6pyTHara 3aruiara 1o ai. 1 ce BKIIOYBAT:

1. ocHOBHATa MeceyHa 3ariaTa Uikl OCHOBHOTO MECEUHO Bb3HArpaXJICHHUE;

2. TOMBIHUTEIHN Bh3HArPaXJACHUS, KOUTO C€ M3IUIAIIAT MMOCTOSHHO 3a€/JHO C Tojaramara ce
OCHOBHa MECEYHA 3arlaTa Uil OCHOBHO MECEYHO Bb3HArPAXKJCHUE U Ca B 3aBUCHUMOCT €JUHCTBEHO OT
0TpaboOTEHOTO BpEME.

§ 87. 3akonsT Bim3a B cwia ot | ronu 2012 r. ¢ u3kiouenue Ha § 84, KOMTO BIU3a B cUiia OT
NieHs1 Ha 0OHapoABaHETO Ha 3aKoHa B "J[bpikaBeH BECTHHK'.

IIpexoaHu U 3aKIIOYUTESHH pa3nopeadn
KbM 3AKOHA 3A UIBMEHEHUE U JOITBJIHEHHUE HA 3AKOHA 3A 3IPABHOTO
OCUI'YPSABAHE

(OBH. - 1B, BP. 60 OT 2012 I"., B CWJIA OT 07.08.2012T.)

§ 44. 3akoHbBT BiIM3a B CUJIA OT JIeHs HAa 0OHapoABaHETO MYy B "/IbpxaBeH BECTHUK".

JlonbJIHHUTEIHN pa3nopendu
KBbM 3AKOHA 3A UIBMEHEHMUE U JOIIBJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MNPOAYKTU B XYMAHHATA MEJIULIUHA

(OBH. - 1B, BP. 102 OT 2012 T'., B CHUJIA OT 21.12.2012T".)

§ 118. To3m 3akoH BBBexkAa u3uckBaHusTa Ha JupektuBa 2010/84/EC na EBpomeiickus
napiameHT U Ha CbBeta ot 15 gexemBpu 2010 1. 32 U3MEHEHHE IO OTHOIIEHHE Ha (papmMakoIoruyHaTa
onutenHoct Ha JlupexktuBa 2001/83/EO 3a yTBBpKAaBaHe Ha kojekc Ha OOIIHOCTTa OTHOCHO
JIEKapCTBEHH MPOJYKTH 3a XymaHHa ynotpeba (OB, L 348/74 ot 31 mexkemBpu 2010 r.) u JdupextuBa
2011/62/EC na Epomneiickus napiamenT 1 Ha CbBera oT § toHu 2011 r. 3a u3meHeHue Ha JlupekTua
2001/83/EO 3a yTBBpKJaBaHe Ha KoAeKc Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEHU MPOAYKTH 32 XyMaHHA
yrnoTpeda MO OTHOLIEHHWE Ha MPEeAO0TBPATABAHETO HA HABIM3aHETO Ha (padmuuIMpaHy JTEKapCTBEHU
MIPOJYKTH B 3aKOHHATa Bepura Ha jocrtaska (OB, L 174/74 ot 1 ronu 2011 1.).

Ipexoanu u 3aKJIHOYUTEHN pa3nopendon
KBbM 3AKOHA 3A UIBMEHEHHUE U JOITbJJHEHHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
HNPOAYKTHU B XYMAHHATA MEJIUIINHA

(OBH. - 1B, BP. 102 OT 2012 I"., B CMJIA OT 21.12.2012T".)

§ 119. (1) Cnen 2 smyapu 2013 r. mpOU3BOAUTETUTE, BHOCUTEIUTE U THPTOBIUTE Ha €APO C
aKkTUBHU BemecTBa noaasat B MAJI B cpok g0 2 mapt 2013 r. 3asBlieHHE U TOKYMEHTHU 3a BIIMCBAHE 110



pena Ha wi. 1670.

(2) IlpoumsBomutenure W BHOCUTEIUTE, KOUTO Ca MPOU3BENKIAIM WIM BHACSUIM AKTHUBHU
BelIeCTBa Bb3 OCHOBA Ha M3JaJeHUTE UM 10 2 saHyapu 2013 r. paspenieHus 3a Mpou3BOJCTBO/BHOC, HE
3aIJIamar Takca 3a BIIMCBAHETO UM B PETUCTHpa 1o wi. 167T.

(3) Mo 2 mapt 2013 r. nunata mo aj. 2 OChIIECTBABAT JICWHOCTH 1O MPOM3BOJICTBO M BHOC Ha
aKTUBHU BEIIECTBA Bb3 OCHOBA HA U3JIAJICHUTE UM Pa3pEHICHHS 32 IPOU3BOICTBO/BHOC.

§ 120. Jlumara, KOWTO OCBHINECTBSIBAT IOCPEAHMYECTBO B 0OJacTTa Ha JIEKAPCTBEHUTE
IIPOJAYKTH U Ca 3all0OYHANIM CBOSITa AEUHOCT npenu 2 stHyapu 2013 r., ce peructpupar npu ycloBUATA U
no peaa Ha wi. 212a B cpok g0 2 mapt 2013 1.

§ 121. 3anouyHanuTe 10 BJIM3aHETO B CWJIAa Ha TO3M 3aKOH MPOIEAYPH 3a pa3pellaBaHe 3a
ynotpeba ce T0BBbPIIBAT IPU YCIOBUSATA U 10 pefia, IPEIBUICHU B HETO.

§ 122. (1) [IpurexaTenure Ha pa3pelieHUs 3a yrnorpeda He MpuiiaraT CUCTEMa 3a yIPaBJICHHE
Ha pucka mo 4wi. 192, an. 1, 1. 2 3a JeKapCTBEHW MPOJYKTHU, HA KOUTO Ca M3JAJCHU Pa3pelICHUS 3a
ynotpeba npenu 21 ronu 2012 r., ocBeH B ciiyyauTe Mo ai. 2.

(2) U3mpaHuTEeNHATA areHIMs 10 JIeKapcTBaTa MOKE Jla HaJIOKU 3a/IbJKEHUE Ha MPUTEXKATeNs
Ha paspelleHue 3a ynorpeda Ja chb3fane U Ja Mpuiara CUCTeMa 3a yIpaBJICHHE Ha PHCKa, KOTraro
MpeleHn, Y€ 3a JaJIeH JIeKapCTBEH MPOJYKT MMa OIMACEHHUs, KOUTO MOraT Ja OKakaT BIUSHUE Ha
CHOTHOIIICHUETO ToN3a/puck. B To3m cimyuait MAJI u3uckBa OT TpHUTEXaTellsd Ha pa3pelieHUueTo 3a
yrnotpeba na TpeacTaBd M MOAPOOHO ONMUCaHME Ha CUCTeMara 3a YOpaBleHHE Ha pPHUCKA, KOATO
Bb3HAMEpsBa Jia BbBE/IE 32 ChOTBETHUS JIEKAPCTBEH MPOAYKT.

(3) B cayuaute mo an. 2 MAJI mucmeHO yBeAoMsBa MpUTEXKATENIs Ha pa3pelieHUuEeTo 3a
ynorpeba, KaTo MOCOYBAa MOTHMBHUTE 33 HAJaraHeTO Ha 3aJb/DKEHHETO U CpOKa 3a IpeJCTaBsiHE Ha
OoIPOOHOTO ONKCAHUE HA CUCTEMATa 3a YIpaBIeHUE HA PUCKA.

(4) B 30-gHeBeH CpoK OT MOJy4YyaBaHE Ha YBEAOMJICHHETO MO ald. 3 MPUTEXKATEIAT Ha
paszperieHueTo 3a ynorpeda mosxe aa nmoucka ot MAJI npepoctaBsiHe Ha Bb3MOXKHOCT 3a MPEICTaBIHE Ha
nH(OpMAaINKs OTHOCHO HAJIOKEHOTO 3aIbJDKCHHUE TI0 all. 2.

(5) Cnen monywyaBane Ha uckanero mo an. 4 WAJl ompenmenst cpok 3a MpeAcTaBsSHE Ha
nH(popManuATa OT IPUTEKATEIS Ha Pa3pelIeHUETO 3a yrnoTpeoa.

(6) Bp3 ocuHoBa Ha mpencraBeHaTa uHpopmanus WAJl Moxe ga MOTBBPAU HAIOKEHOTO
3aJIbJIKEHUE 10 al. 2 UM J1a TO OTMEHHU.

(7) U3npaHUTETHATA areHIUs MO JIEKapCTBaTa yBEIOMSIBA MPUTEKATENs 32 B3€TOTO pEIICHUE
1o ai. 6.

(8) Koraro MAJI nmotBbpau 3aAbHKEHHETO, M3MBIHUTEIHUAT AUPEKTOpP CIYXKeOHO H3TaBa
IIPOMSIHA B pa3pelIeHUEeTo 3a yrnoTpeda, KaTo BKJIIOYBA B HETO KaTO YCJIOBHUE HAJIOXKEHOTO 3a]IbJKEHUE
1o ai. 2.

§ 123. [lpurexarenure Ha pa3pelieHus] 3a yrnoTpeda Ha JIEKApCTBEHU MPOJYKTH, WU3AaJICHU
npeau 21 romu 2012 r., u3nbiassBaT 3aabikeHueTo no ui. 192, an. 1, . 1 cuurano ot 21 romum 2015 1.
WJIU OT JjaTaTa Ha MOJHOBSIBAHE HA pa3pelIeHUEeTo 3a yrnoTpeda Ha ChOTBETHUS JIEKAPCTBEH MPOJIYKT B
3aBUCUMOCT OT TOBA, KOSl OT JIBETE JJaTH I1I€ HACTBHIIH MO-PaHO.

§ 124. 3anoyHanuTe 10 BIW3aHETO B CHJIa HA TO3U 3aKOH HEMHTEPBEHIIMOHAJIHU MMPOYYBAHUS CE
JOBBPILBAT 10 JOCETAIIHUS PEe/l.

§ 125. (1) o HacTemBaHe Ha ycioOBHsATa U cpoka mo wi. 2, T. 3 ot dupektuna 2010/84/EC
MPUTEeKATENIUTE HA pa3pelieHus 3a ynorpeda wu3mpamar chOoOMIEHHSATa 3a CEPHUO3HH HEKETaHU
JIEKapCTBEHM peaklM{, HACThIMIM Ha TepuTopusita Ha Penybmuka bwarapus, no HMAJl u 1o
EBponeiickara areHius o JiekapcrBaTta B CpoK 10 15 JHU OT moy4aBaHETO UM.

(2) 3rpiHUTENIHATA areHIIMS 110 JIEKapCTBaTa MPOBEPsBAa U3ITBIHEHNUETO Ha 3abJDKEHUETO 10
an. 1.

(3) Koraro cpo0mieHreTo ce OTHACS 3a CepHO3HA HEeXKeJlaHa JICKapCTBEHA PeaKIlusl, HACThITHIIA
Ha TEpUTOpHUATA HA TpPEeTa IbprKaBa, MPUTESKATEITUTE HA pa3pelieHus 3a ynoTpebda B cpoka mo ai. |



yBenomMsiBat EBporeiickaTta areHIus 1mo jekapcTBara.

§ 126. (1) Ilputexarenute Ha paspeuieHus 3a ynorpeba monmaBar B HMAJl mepuognunu
aKTyaJIM3UpaHH JOKJIAIH 3a 0€30MaCHOCT B ChOTBETCTBHUE C BPEMEBUTE MHTEPBAIH MO wi. 194Kk, an. 3 3a
JICKapCTBEHHUTE MPOAYKTH, Ha KOUTO Cca U3JaJICHU pa3pelieHus 3a ynorpeda npenu 21 romu 2012 1. u 3a
KOUTO 4ecToTaTa M JaTUTE Ha [10/1aBaHE Ha MEPUOJUYHUTE aKTyaJIM3UPAHU JOKJIaa1 32 0€30MaCHOCT He
ca BIIMCAHM KAaTO YCIIOBHS B Pa3peIICHUETO 32 YyIOoTpeoda.

(2) Pa3nopenbara Ha ain. 1 ce mpuiara a0 onpeesisHe Ha Jipyra 4ecToTa WK Ha APYrd JaTh Ha
MoJlaBaHe Ha JOKJIAJUTE B Pa3peIIeHHETO 3a ymoTpeda WM 10 ONpeNesIIHeTO Ha AAaTH M 4ecToTa
ChIIacHO 4. 1941 - 194H.

§ 127. (1) IlpurexxkaTenuTe Ha pa3pelIeHUs 3a yIOTpeda MPenoCTaBAT MEPUOAUYHU
aKTyaJIM3upaHu JOKJIaaW 3a Oe3omacHoCT mo wi. 1943, an. 1 B peructbpa mo wi. 1943, an. 3 cuexn
n3ThyaHe Ha 12 Mecena OT jartara, Ha KosiTo EBpomelickara areHuus IO J€KapcTBaTa OIOBECTH
(GYHKLIMOHUPAHETO MY.

(2) lo HacThIIBaHE Ha CpPOKa I10 all. | MpUTEXKATENUTE HA pa3pelleHus 3a ynorpeda npeacTaBsiT
NEPUOIMYHUTE aKTyalIM3UpaHU JoKiIaau 3a Oe3omacHocT Ha MAJl u Ha peryiaaropHuUTe OpraHd Ha
JPYTUTE AbP>KaBU YWIEHKH, B KOUTO ChOTBETHMSIT JIEKAPCTBEH MIPOJYKT € pa3pelleH 3a yrnorpeoa.

§ 128. [IpurexxarenuTe Ha pa3pelieHne/yI0CTOBEpEHUE 3a ThPTrOBHsI Ha JPEOHO C JIEKAPCTBEHU
IPOJAYKTH B alTeKa WM Jporepus no wi. 234, ajn. 5 noMecTBaT Ha UHTEPHET CTPAHUIIATA JOTOTO IO YJI.
234, an. 6 B cpoK 10 eHA roJvHA OT Jarara Ha MyOJuMKyBaHe Ha akTa Mo wi. 85B, maparpad 3 ot
Hupextusa 2001/83/EO.

§ 129. M3nbaHuTeNHATA areHIMs [0 JIEKapCTBaTa 3BbPILBA IIbPBUS OJUT HA CUCTEMATa IO 4Jl.
183, an. 1 m u3npama Ha EBpomelickata KOMUCHUS JIOKJaJ C PE3YyITaTUTE OT HEro Hal-KbCHO 110 21
centemBpu 2013 1.

§ 130. (1) Jo 20 mapt 2013 r. 3an04yHaNUTE U HENPUKIIOUMIM nporieaypu npea Komucusra no
LIEHU U peuMOypCUpaHe ce JOBBPIIBAT OT Hesl 110 JOCErallHUs pell.

(2) Cnen 1 ampun 2013 r. "enpukmouwnure npoueaypu npea Komucuara no ueHu u
peuMOypcupaHe ce J1oBbpIIBaT OT HalmoHanHus ChBET MO LIEHW U peuMOypcUpaHe Ha JIEKapCTBEHUTE
MIPOJYKTH NPH YCIOBUATA U IO pe/ia Ha TO3U 3aKOH.

(3) B cpok nmo 31 mapr 2013 r. Komucusra no neHu u peumMOypcupaHe NpeaocTaBsl Ha
Hanmonanuus cbBeT 10 LIEHU U peUMOypCUpaHe Ha JIEKApCTBEHUTE NMPOYKTH C PUEMHO-TIpeAaBaTeseH
IIPOTOKOJI 3asBJIEHUATA U JOKYMEHTHUTE, MOJAJEHHU 3a NPOLEAYypUTE MO al. 1, KaKTO M apXWBa Ha
MPUKITIOUUIIUTE MTPOLIETYPH.

(4) B cpok nmo 31 mapr 2013 r. Komucusra no neHu u peumMOypcupaHe NpeAocTaBsl Ha
Hanuonanuus cbBeT 0 LIEHU U peUMOypCUpaHe Ha JIEKApCTBEHUTE NMPOLYKTH C IPUEMHO-TIpeAaBaTeseH
IIPOTOKOJI BOJAECHNUTE OT KOMUCHSATA PETUCTPH.

§ 131. (1) Jo 20 mapt 2013 r. TakcuTe 3a MoJaBaHE Ha 3asBJICHUS 3a YTBBpXKJIaBaHE Ha
LIEHW/TIPE/IeIHN 1IeHH, PETUCTPUPAHE HA LIEHU Ha JISKapCTBEHH MPOAYKTH, 3a BKIIOYBAHE, U3KIIOUBAaHE
WIM TPOMEHM Ha JIEKapCTBEHU NPOAYKTH B I[l03UTHMBHUS JE€KapcTBEH CIHUCHK C€ cbOupar oT
MUHHCTEPCTBOTO Ha 3/]paBEOIa3BaHETO B pa3MepUTe, onpeeseHn B Tapudarta mo ui. 21, an. 2.

(2) CnOpanute o 20 mapt 2013 1. puHaHCOBU cpeAcTBa Mo aji. 1 ce pa3xojBar 3a JeHHOCTTa
Ha Komucusta no neau u peumOypcupane 1 Ha Komucusita no npo3payHocr.

§ 132. B cpok 10 Tpu Mecera OT BIM3AHETO B CHJIA HA TO3W 3aKOH MUHHUCTEPCKUAT CHBET O
IIPEIIOKEHNE HA MUHUCTHPA Ha 3paBEONa3BaHETO:

1. onpenens npeacenaTens U wieHoBeTe Ha HalnoHanHus chBET MO LIEHU U penMOypcUpaHe Ha
JIEKapCTBEHUTE MIPOLYKTH;

2. mpueMa yCTpOMCTBEH MpaBWJIHUK Ha HanumoHamHus chbBeT MO LEeHH U peuMOypcupaHe Ha
JIEKapCTBEHUTE MIPOAYKTH.

§ 133. (1) B cpok nBa Mecela OT BJIM3aHETO B CHJIa HA TO3W 3aKOH MUHHCTEPCKHST CHBET
u3MeHs tapudara no 4i. 21, an. 2.



(2) B cpoxk g0 1 anput 2013 r. MuHUCTEPCKUAT CHBET MpreMa Hapeadara mo wi. 261a, ai. 5.

§ 134. Bagbmkenusta o wi. 159, am. 4, wn. 168, an. 8,wi. 168a u 1680 3amouBar ma ce
U3MBJIHSABAT TPU TOAMHU CIEJ JaraTa Ha MNyONUMKyBaHE Ha JeJeTUpaHUTE akToBe MO uj. S54a
ot upextuna 2001/83/EO B "O¢unmanen sectHuk" Ha EBponeiickust cbio3.

§ 138. 3akoHbT BIM3a B CWia OT JIeHS Ha oOHapoaBaHero My B "JIbpkaBeH BeCTHUK' C
U3KJIIOYEHUE Ha!

1. maparpad 9, T. 1, 6ykBa "a", § 29 - 36, § 38 - 43, § 44 oTHOCHO un. 167a, 1676, 1678, 167T,
1670,un. 167e,an. lwan. 2, T. 1 mwr. 1673,§ 65-76,§ 98, . 1 m2,§ 101, 1. 1, 6ykBu "a" u "6", § 102,
103,106 - 108, 111, 116, § 117, 1. 1, 6ykBu "a", "e", "x" u "n", xouto Bnu3ar B cuia ot 2 stayapu 2013
r.;

2. maparpadu 20 u 117, 1. 2, xourto Biu3at B cuia ot 1 anpun 2013 r.;

3. maparpad 44 otHocHO . 167e, an. 2, T. 2 1 an. 3 1 wi. 167, KOWTO BIIM3a B CUJja OT 2 I0JIU
2013 r.

IMpexoanu u 3aKIIOYUTETHH Pa3nopenon
KBbM 3AKOHA 3A ITIYBJIMYHUTE ®UHAHCH

(OBH. - 1B, BP. 15 OT 2013 I'., B C1JIA OT 01.01.2014 T".)

§ 123. 3akonbT Bnu3a B cuia ot 1 sHyapu 2014 r. ¢ u3kinrouenue Ha § 115, xoifTo Biau3a B cuiia
ot 1 suyapu 2013 ., u § 18, § 114, § 120, § 121 u § 122, xouTo Bnu3ar B cuia ot 1 gepyapu 2013 1.

IIpexoaHu U 3aKIHOYUTESHH pa3nopeadn
KbM 3AKOHA 3A UIBSMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 1 OT 2014 I'., B CHUJIA OT 03.01.2014T".)

§ 18. B cpok nmo eauH Mecell OT BIM3aHETO B CHJIA HA TO3M 3aKOH MUHUCTBPHT Ha
3/IpaBeOla3BaHETO TMPUBEXKJA B CHOTBETCTBHE C HEro Hapembara mo ui. 221, am. 1 or 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIIMHA.

§ 19. 3akoHBT BiIM3a B CUJjIa OT JeHS HAa oOHapoaBaHEeTO My B "JIbp)kaBeH BECTHHK".

IMpexoanu u 3aKII0OYUTETHH pa3nopeaon
KbM 3AKOHA 3A USMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A 3IPABHOTO
OCHUT'YPSABAHE

(OBH. - JIB, BP. 48 OT 2015 T.)

§ 46. (1) B cpok o Tpu Mecema OT BIM3AaHETO B CHJIa HA TO3U 3aKOH METUIIMHCKUTE HAYYHH
Ipy’XecTBa TPEACTaBAT Ha HanuoHaHWSA CBBET MO I[EHW W pPEeUMOYpCHpaHe Ha JIeKapCTBEHUTE
MPOJYKTH PHKOBOJICTBATA M allTOPUTMHUTE 110 Wwi. 259, ain. 1, T. 4 oT 3akoHa 3a JEeKapCTBEHUTE MPOIYKTH
B XyMaHHaTa MEUITIHA.

(2) Koraro B cpoka mo an. | MeIUIIMHCKUTE HAyYHU JPYKECTBA HE MPEACTABIT PHKOBOJICTBATA
1 anroput™MuTe 1o wi. 259, an. 1, T. 4 oT 3akoHa 3a JIEKApCTBEHHUTE MPOJIYKTH B XyMaHHATa MEIUIINHA,
HarnmoHanHusT chBeT MO IIEHH U peuMOYypcHpaHe Ha JIEKQPCTBEHUTE MPOJIYKTH OpraHU3Upa TAXHOTO
W3TOTBSHE OT HAIIMOHAIHUTE KOHCYJATAHTH WJIA OT JPYTH MEIUIIMHCKH CIICIIHATHUCTH, KOUTO UMAT OITHT



B CbOTBETHATa 00J1acT.

(3) HarmmoHanHUAT CHBET MO IIEHW U peuMOypCHpaHe Ha JIEKApCTBEHUTE NMPOAYKTH YTBBPKIaBa
PBKOBOJCTBATa U anroputMute mo uwi. 259, am. 1, 1. 4 or 3akoHa 3a JEKAPCTBEHUTE MPOJIYKTH B
XyMaHHaTa MEJMIMHA B CPOK JI0 TPU Mecella OT U3TUYAHETO Ha CpOKa I1o ai. 1.

§ 47. (1) B cpox nmo Tpu Mecema OT BJIM3aHETO B CHJa Ha TO3HW 3aKOH MUHUCTHPHT Ha
3/IpaBeONa3BaHETO M3JaBa HapeadaTta mo wi. 262, am. 4 oT 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B
XyMaHHaTa MEIUIHA.

(2) B cpok 10 6 Mecena OT BIM3aHETO B CUjla HAa TO3U 3aKOH B [103UTHMBHUSA 1€KapCTBEH CIUCHK
MOTraT Jia ce BKJIIOYBAT JICKAPCTBEHU MPOIYKTH C HOBU MEKIYHAPOIHU HENATeHTHU HaUMEHOBaHUs, 0e3
Jla € U3BbPIICHA OLICHKA Ha 3/IpaBHUTE TEXHOJOTUU.

IIpexoanu u 3aKIIOYUTEHU pa3nopeadn
KBbM 3AKOHA 3A JOII'bJJHEHUE HA 3AKOHA 3A OTPAHUYABAHE HA
AJIMUHHUCTPATUBHOTO PEI'YJIUPAHE U AIMUHUCTPATUBHUSI KOHTPOJI BBPXY
CTOIMAHCKATA JEMHOCT

(OBH. - 1B, BP. 103 OT 2017 T'., B CHJIA OT 01.01.2018 I".)

§ 68. 3akoHbT Biu3a B cuia ot 1 stHyapu 2018 .

IMpexoanu u 3aKIIOYUTETHH pa3nopenon
KBbM 3AKOHA 3A UIBSMEHEHUE U JOITbJITHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
IMPOJAYKTU B XYMAHHATA ME/IUIIUHA

(OBH. - 1B, BP. 84 OT 2018 I'., B CWJIA OT 12.10.2018 I".)

§ 70. Pa3penienure 10 BIM3aHETO B CHJIA HA TO3M 3aKOH KJIMHWYHU MU3IHUTBAHUS C JIEKAPCTBEHU
MPOJYKTH, ChABPXKALIM HAPKOTHYHU BELIECTBA, C€ MPOBEXKJIAT B JICUEOHUTE 3aBEJIEHUS, 32 KOUTO ca
IIOJIyYEHU Pa3peUICHMs 3a POBEXKIAHE HA CbOTBETHUTE KIIMHUYHU U3IIUTBAHUS IO JOCETAIIHUS PEN.

§ 71. (1) MuHUCTBPBT Ha 3/IpaBeola3BaHETO ONpPEeIs ChCTaBa Ha KoMucusTa o wi. 103, an.
1 B cpok 10 Tpu Mecena OT BIM3aHETO B CUJIA HA TO3HU 3aKOH.

(2) Komucusara mo un. 103, an. 1 e mnpaBompuemHuk Ha Komucusita mno eruka 3a
MHOTOLICHTPOBY M3IUTBaHUS.

(3) Komucusita mo un. 103, an. 1 naBa cTaHOBUIIA U TIO HEMPUKITIOUMIIUTE MTPOU3BOJICTBA MPET
KOMMCHHUTE T10 €TUKA, Ch3/Ja/IeHU KbM JIeYeOHUTE 3aBEICHHS, IO JOCETAIIHUS Pe/l.

(4) Ho ompenensine Ha chcTaBa Ha komucusta mo ui. 103, an. 1 Komucusara mo etuka 3a
MHOTOLICHTPOBY M3IUTBaHUS MPOIBIKABA Jja OCHILECTBABA JEHHOCTTA CH 10 IOCETALIHUS Pe.

§ 72. (1) LlenTpanHara KOMHCHSI IO €THKA MPEKpaTsaBa AEHHOCTTA CH CJIe]l IPUKIIOYBAHETO HA
BCHYKH ITPOM3BO/ICTBA, 00pa3yBaHu Mpej Hesl.

(2) Ilpencenarensr Ha LlenTpanHaTa KOMUCHS IO €TUKA MIpe/laBa ¢ MpUeMaTeTHO-IpeJaBaTeNIeH
IIPOTOKOJI apxuBa Ha lleHTpanHaTa KOMHUCHS IO €THKA HA ONPEJEIIEHO ChC 3allOBE] Ha MUHHMCTBHPA Ha
3/IpaBeoIa3BaHeTO JUTbKHOCTHO JIUIE OT MUHUCTEPCTBOTO Ha 3paBEONa3BaHETO B CPOK IO €TUH Mecell
OT IIPEKPATABAHETO Ha JeiiHOCTTa Ha LleHTpanHaTa KOMHUCHS IO €THKA.

§ 73. (1) PpkoBomuTenuTe Ha Je4YeOHUTE 3aBEICHMs, B KOWUTO C€ W3BBPIIBAT KIWHUIHHU
U3MUTBAHUSA 10 PEAA HA TO3H 3aKOH, OIPEJEIIAT JIMIIE 3a KOHTAKT B CbOTBETCTBUE C U3UCKBAHUATA HA UJI.
107a B cpok 10 Tpu Mecena OT BJIM3aHETO B cWiia Ha 4wi. 107a.

(2) Komucuure mo eTwka, Ch3JaJeHH KbM JIeYeOHUTE 3aBElEHHUS IO JOCETrallHHUs pej,
MPOABJIKABAT J]a OCHIIECTBIBAT JEMHOCTTA CH 10 ONPEAEIISHE Ha JIMIIE 32 KOHTAKT 1o wi. 107a, ai. 1.



(3) Cnen ompenensiHe Ha Juie 3a KOHTAKT mo 4i. 107a, an. 1 GyHKOMKUTE HA KOMHUCHUHUTE TIO
€THKa, CHh3JaJICHU KbM JIeYeOHUTE 3aBElICHUS IO JOCETalllHUSl PEel, CE OCHIIECTBSABAT OT JIMIIETO 32
KOHTAaKT o wi. 107a, an. 1, ¢ U3KIItOUEHHE HA JaBAaHETO HA CTAHOBMILE 110 WI. 83, KOETO C€ U3BBPILBA OT
komucusaTa 1o wi. 103, an. 1.

(4) ApxuBHTE Ha KOMHUCUUTE MO €THKA, CH3JaICHU KbM JEUCOHUTE 3aBEJCHUS MO JOCErallHus
pen, ce mpeaaBaT U ChXpaHSIBaT B CbOTBETHOTO JISYEOHO 3aBE/ICHHUE.

§ 74. B cpok g0 6 mecena oT myOJHMKYBaHETO Ha choOmeHuero mo wi. 82, maparpad 3 ot
Pernament (EC) Ne 536/2014 xIMHUYHUTE U3MUTBAHUS C€ pa3peliaBaT M MPOBEXKAAT MPH JTOCETAITHUTE
YCIIOBHS M pell, ocBeH B cirydauTe 1o wi. 98 ot Permament (EC) Ne 536/2014.

§ 75. (1) U3nbaHuTenHaTa areHuus IO JeKapcTBara Ch3/aBa CleHUalIN3UpaHaTa eJIeKTPOHHA
cucrema 1o 4. 2176, an. 1 B ChbOTBETCTBUE C M3UCKBAHMUATA HA TO3U 3aKOH B CPOK 110 4 Mecera OoT
BJIM3aHETO MY B CHJIA.

(2) IIepBusT CrnuchbK Ha JEKApCTBEHUTE MPOAYKTH, BKIOYeHH B [103UTHBHUS JieKapCTBEH
CIHUCHK, 32 KOUTO € YCTAaHOBEH HEJOCTHT Ha Tepuropusta Ha Pemybmuka bwarapus, ce M3roTBs mpu
cria3BaHe Ha M3UCKBAaHUATA HA ujl. 217B, KaTO HEIOCTUT'HT HA JICKAPCTBEHU MPOYKTH CE€ YCTAHOBSBA Bb3
OCHOBA Ha HEOOXOIMMUTE KOJIMYECTBA 32 3a/I0BOJISIBAHE HA 3/IpaBHUTE NOTPEOHOCTH HA HACETICHUETO 32
MepHoJ] OT €IUH Mecell, U3YHCICHN Bbh3 OCHOBA HA CPEAHOMECEYHOTO MOTpeOIeHHEe Ha ChOTBETHHSA
JIEKapCTBEH MPOAYKT 3a NPEeaXOoAHUTE 6 Mecela upe3 clienuain3upaHara eJIeKTpOHHA CUCTEMaA 110 pea
Ha ui. 2176.

(3) 3a u3roTBsiHEe HA WHPBHS CIIUCHK 10 Wwi. 2178, an. 1 uapopMarmsaTa o wi. 2176, an. 3, 1. 1 -
3 ce mpenocTaBs 3a MpeAXoAHUTE 6 Mecela OT JeHS Ha Ch3JaBaHEeTO Ha ClelUaIn3upaHaTa eleKTpOHHa
crcrema 1o ai. 1, KoiTo my0inMyHO ce onoBecTsiBa Ha MHTEpHET crpanunara Ha MAJL. Undopmanusra
ce MpeAoCTaBs B CPOK /IO JBa Mecella OT Ch3/IaBaHETO HA CIIEHUANIM3UpPaHATa €IEKTPOHHA CHUCTEMA I10
an. 1.

(4) CriucokbT 1o an. 2 ce uznpama ot MAJI u Ha Arennus "MutHunu" 1o ciyxe0eH pej.

(5) MunucTepcTBOTO Ha 3/paBeolia3BaHeTo oka3Ba cbhaeicTBue Ha MAJI npu ch3naBaHeTo Ha
crielragu3upaHara eJeKTpoHHa cucteMa o wi. 2170, an. 1.

§ 76. Ilog3akoHOBUTE HOPMATHMBHH aKTOBE MO MpPWJIAraHETO HA TO3U 3aKOH C€ IpHeMar,
ChOTBETHO M3/]aBaT U MPUBEKIAT B CbOTBETCTBUE C U3MCKBAHMITA HA TO3U 3aKOH B CPOK JI0 TPU Mecela
OT BJIU3AaHETO MY B CHJIA.

§ 77. llomageHuTe A0 BIM3aHETO B CHJIa HA TO3M 3aKOH YBEIOMJIEHUS 3a U3HOC Ha JIEKAPCTBEHU
MPOJAYKTH, BKIIOYEHHU B [lO3UTHBHMS JIeKapCTBEH CHUCHK MO 4. 262, an. 1, or TepuTopusita Ha
PenyOnuka brarapust ce pa3riexaar u JOBBPIIBAT MO JOCETAIIHUS PEl.

§ 78. 3akoHBT BIM3a B cuia OT JieHS Ha OOHapoaBaHeTo My B "Jlbp)kaBeH BECTHHK'" C
u3kmoueHne Ha § 5, § 7-12,§ 14-21,§27-30,§ 31, 1. 2,§32,§39-41,§56,§ 60 u § 66, 1. 1 - 8,
10, 12, 15 - 17, 19 - 22, xouTo BIM3aT B cujia 6 Mecena cie MyOoIMKyBaHe Ha ChOOIIEHUETO 1m0 WI. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014.

PesieBanTHH akTOBE 0T EBpONEiicKoTO 3aKOHOAATEICTBO

2 !H[!CKTI/[BI/IZ

JUPEKTHUBA (EC) 2017/1572 HA KOMUCUATA ot 15 cenremBpu 2017 roauna 3a
nonbaHeHne Ha Jupextusa 2001/83/EO na EBpomneiickus mapiameHT U Ha CbBeTa MO OTHOLIEHHE Ha
NPUHLIMIINTE M HACOKUTE 3a J00pa NpPOU3BOJCTBEHA MpAKTUKA MPH JIEKAPCTBEHUTE MNPOAYKTH 3a
XyMaHHa yrnoTpeba

JIMPEKTUBA 2012/26/EC HA EBPOIIEMCKUS ITAPJIAMEHT U HA CBHBETA ot 25
oktromBpu 2012 roauna 3a wu3meHenne Ha JupektuBa 2001/83/EO mo oTHOmIeHHWE Ha



(dhapmakojoruyHaTa OIUTETHOCT

JIMPEKTHBA 2011/62/EC HA EBPOIIEMCKUS ITAPJJAMEHT U HA CBhBETA or 8 1on1
2011 romuna 3a u3menenue Ha Jlupextua 2001/83/EO 3a yTBBpkmaBaHe Ha Kojekc Ha OOmIHOCTTA
OTHOCHO JICKApPCTBEHHM NPOAYKTH 3a XyMaHHa yrnoTpeda MO OTHOLICHHE Ha MPEeJOTBPATSBAHETO Ha
HaBJIM3aHEeTO Ha danmuuuIUpaHy JeKapCTBEHU MTPOJYKTH B 3aKOHHATA BEpHUra Ha JIOCTaBKa

JIMPEKTHBA 2010/84/EC HA EBPOIIEMCKHS ITAPJIAMEHT U HA CBBETA or 15
nexkemBpu 2010 roguHa 3a M3MEHEHUE IO OTHOLIEHHE Ha (apMakoloruyHaTa OJUTENIHOCT Ha
Hupextusa 2001/83/EO 3a yTBBpKIaBaHe Ha KoJekc Ha OOIIHOCTTa OTHOCHO JICKAPCTBEHH MPOIYKTH
3a XyMaHHa yrnoTpeba

JIMPEKTHBA 2005/36/EO HA EBPOIIEMCKHS ITAPJAMEHT U HA CBBETA ot 7
centemBpu 2005 roguHa OTHOCHO MPU3HABAHETO HA MPOo(decroHAIHNTE KBaTU(pUKALUN

JUPEKTHBA 2005/28/EO HA KOMUCHSTA ot 8 anpun 2005 roarHa OTHOCHO OTIpECIisiHE
Ha MPUHIUIN U [OAPOOHM HACOKM 3a J0Opa KIMHUYHA MPAKTHKA MO OTHOIIEHHWE Ha JIEKapCTBEHUTE
NPOAYKTH 3a XyMaHHa yrnoTpeda, MpeiHa3HAYeHH 3a H3CIEABAaHE, KAaKTO M M3MCKBAHUATA OTHOCHO
M3/1aBaHETO Ha PAa3pEUIUTENHO 3a MPOU3BOACTBOTO WIIM BHOCA HA TAKUBA MPOTYKTH

JIUPEKTHBA 2004/27/EO HA EBPOIIEMCKUS ITAPJIAMEHT U HA CBBETA or 31
Mapt 2004 roguna 3a usmenenue Ha J[lupexktuBa 2001/83/EO 3a yTBBpkIaBaHE Ha KOAEKC Ha
OOIHOCTTa OTHOCHO JICKAPCTBEUTE MPOAYKTH 32 XyMaHHa yroTpeda

JIMPEKTHBA 2004/24/EO HA EBPOITEMCKUS TTAPJIAMEHT U HA CBBETA or 31
mapt 2004 rommHa 3a um3menenue Ha JlupektuBa 2001/83/EO 3a yTBBpKIAaBaHe Ha KOACKC Ha
OO1IHOCTTa OTHOCHO JIGKAPCTBEHU MPOAYKTH 32 XyMaHHA ynoTpebda, o OTHOIICHUE Ha TPaJIULIMOHHHUTE
PACTUTEIHH JICKAPCTBEHU MIPOIYKTH

JIMPEKTHBA 2004/10/EO HA EBPOITEMCKUS ITAPJIAMEHT U HA CBBETA or 11
deBpyapu 2004 romMHa OTHOCHO XapMOHHM3MpaHE Ha 3aKOHOBHTE, IMOJ3aKOHOBHTE H
aJIMMHHUCTPATUBHUTE pa3nopendu, CBHP3aHU C MpUJIaraHeTo Ha MPHUHIMINUTE Ha A00pa jmaboparopHa
MPAKTUKAa W BEPUPUIIMPAHETO HA TAXHOTO MPHJIATAHE TPH HW3NUTBAHUSA HA XHUMHYSCKU BEIIECTBA
(kogudunrpana Bepcus)

JUPEKTUBA 2003/63/EO HA KOMUCHUATA ot 25 ronu 2003 ronuHa 3a U3MEHEHHE Ha
HupextuBa 2001/83/EO na EBpomneiickus napnameHT M Ha CbBeTa 3a BBBEXKJaHE Ha KOJEKC Ha
OO6mIHOCTTa OTHOCHO JICKAPCTBEHUTE MPOIYKTH 32 XyMaHHa yrmoTpeda

JIMPEKTHBA 2001/83/EO HA EBPOIIEMCKHS TTAPJIAMEHT Y HA CBHBETA ot 6
HoemBpu 2001 roguHa 3a yTBbpXkKAaBaHe Ha KOAeKC Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEHU MPOAYKTHU 3a
XyMaHHa yrnoTpeba

JIUPEKTHBA 2001/20/EO HA EBPOIIEMCKHS TAPJIAMEHT Y HA CBHBETA ot 4
anpun 2001 roguHa OTHOCHO CONMMXaBaHE Ha 3aKOHOBHTE, MOJ3aKOHOBUTE M aJMHUHUCTPATUBHHUTE
pasnopedu Ha IbpP’KABUTE-UJICHKM OTHOCHO MPWJIAraHETO Ha Jo00para KIMHUYHA MpaKTUKa IpU
MPOBEXIAHETO Ha KIMHUYHU M3MUTBAHUS Ha JIEKAPCTBEHHU MPOAYKTH 3a XyMaHHa yrnotpeda (orm.)

JUPEKTUBA 93/16/EMO HA CBBETA ot 5 anpun 1993 roguHa OTHOCHO YIJE€CHSBaHE
CcBOOOHOTO JBIKEHUE HA JICKApUTE U B3aMMHOTO MPU3HABAHE HA TEXHUTE AUIIOMH, YIOCTOBEPEHUS U
Apyru oQUIHATHA JOKYMEHTH 3a MpodecuoHaHa KBanupukarms (omm.)

JMPEKTHBA 89/381/CEE HA CBBETA ot 14 ronu 1989 r. pasmmupsBaiia mojiero Ha
npwiokeHne Ha gupektuBu 65/65/EMMO m um 75/319/EMO 3a cOnmkaBaHETO Ha 3aKOHOBUTE,
MO/I3aKOHOBUTE U aIMUHUCTPATUBHUTE Pa3OpeI0N OTHOCHO JICKAPCTBEHUTE CPEJICTBA U MPEABIIKIAIIA
CIIEIMATHH Pa3nope0u 3a MEeIMKaMEHTHTE TOJIy4SHU OT YOBEIIKA KPbB HJIH T1a3Ma (orv.)

JUPEKTHBA 89/105/EMO HA CBBETA or 21 ngexkemBpu 1988 roamHa OTHOCHO
MIPO3PAaYyHOCTTa Ha MEPKUTE, PEryIHpaliy eHUTe Ha JIEKapCTBEHH MPOIYKTH 3a yrnoTpeda OT YoBeKa U
BKJIFOUBAHETO UM B 00XBaTa Ha HAIlMOHAIHUTE CUCTEMU 3a 3[IPaBHO OCUTYpsIBaHE

JIMPEKTUBA HA CBbBETA 87/18/EWO ot 18 nekemBpu 1986 roamHa 3a xapMOHHM3UpaHE Ha
3aKOHOBUTE, TMOJI3aKOHOBUTE U aJIMUHUCTPATUBHUTE PA3MOpPENOH, OTHACSIIM Ce€ IO MPUIaraHeTo Ha



MIPUHITAIIATE Ha T0oOpaTta 1aboparopHa MpaKTHKa M MPOBEpPKaTa Ha TSIXHOTO MpHUJIaraHe KbM aHAJIU3UTE
Ha XUMHUYECKH BelecTBa (omm.)

JIMPEKTUBA 85/433/EMO HA CBBETA ot 16 centemBpu 1985 ronuaa 0THOCHO B3aUMHOTO
MpU3HABAaHE HA JWIUIOMH, YJOCTOBEPCHHs] W JAPYyrd O(UIHMATHH JOKYMEHTH 3a MpoQecHOoHaTHA
kBanuduKanus B obiacTra Ha (apmanuaTa, BKIIOUYBAIIA U MEPKH 3a YJIECHSIBAaHE ICHCTBUTEITHOTO
yIpaXHSBaHE Ha MPABOTO HA YCTAaHOBSIBAHE MO OTHOIICHWE HA OMPEIEICHHU JEWHOCTH B 00iacTTa Ha
dbapmarusita (otm.)

BTOPA IMPEKTHUBA HA CBBETA 75/319/EVO ot 20 maii 1975 ronuHa 3a cONMKaBaHETO
Ha 3aKOHOBHUTE, IOJ3aKOHOBH M AIMUHUCTPATHUBHU Pa3Mope0M OTHOCHO JICKaPCTBEHUTE CPECTBA

(orst)

PerjaamenTu:

JNEJIETUPAH PEI'JIAMEHT (EC) 2017/1569 HA KOMUCHATA ot 23 maii 2017 roguna 3a
nonwiaHenue Ha Permament (EC) Ne 536/2014 na EBpomeiickus mapnameHT W Ha CbBera 4pes
olpesiesisiHE Ha MPUHIUIIM U HaCOKH 3a J00pa MpOU3BOACTBEHA MPAKTHUKA IPU U3MUTBAHU JEKApPCTBEHU
MIPOJYKTH 32 XyMaHHa yrnoTpeda 1 Ha pa3nopedu 3a MPoBeKIaHe Ha WHCIIEKIIUU

JEJIETUPAH PEI'JIAMEHT (EC) Ne 1252/2014 HA KOMUCHATA ot 28 maii 2014 ronuna
3a nompiaHeHue Ha Jupextuna 2001/83/EO na EBpomnelickus napinameHnT u Ha ChBeTa O OTHOILIEHHE HA
MPUHLMIINTE U HACOKUTE 3a J0O0pa MPOU3BOJCTBEHA NPAKTHKA 3a aKTUBHU BEILECTBA 3a JIEKAPCTBEHU
MIPOJYKTH 32 XyMaHHa yrnoTpeda

PEI'JIAMEHT (EC) Ne 536/2014 HA EBPOITEMICKUS ITAPJIAMEHT U HA CHBETA or
16 anpun 2014 roavHa OTHOCHO KJIMHUYHUTE W3MNUTBAHMUS HA JIEKAPCTBEHU MPOAYKTH 3a XyMaHHa
yrnotpeba, u 3a ormsiHa Ha JJupektusa 2001/20/EO

PEI'JIAMEHT 3A U3ITBJIHEHUE (EC) Ne 520/2012 HA KOMUCHATA ot 19 touu 2012
rOAMHA OTHOCHO HW3BBPIIBAHETO HA ACWHOCTUTE B oOjacTta Ha (apMakoJOTWYHATa OIUTEITHOCT,
npensuneHu B Pernament (EO) Ne 726/2004 na EBponeiickus napiament u Ha CbBeTa u B JlupekTuBa
2001/83/EO na EBponeiickus napiameHT u Ha CpBeTa

PETJIAMEHT (EO) Ne 469/2009 HA EBPOIIEMICKIA ITAPJIAMEHT 1 HA CBHBETA ot 6
Maii 2009 roaumHa OTHOCHO cepTU(dHKaTa 3a JONMBIHUTEIHA 3aKpHiIa Ha JIEKapCTBEHUTE MPOIYKTH
(koguduumpana Bepcus)

PETJIAMEHT (EO) Ne 1234/2008 HA KOMUCHATA ot 24 noemBpu 2008 rogmHa OTHOCHO
pasmIekAAHETO HAa IPOMEHUTE B YCIOBHATA HA PAa3pEUICHUSTA 3a ThPIOBHSI C JIEKAPCTBEHU NPOAYKTH 3a
XyMaHHa ynoTpeda 1 BeTepUHapHU JIEKapCTBEHU MPOAYKTU

PETJIAMEHT (EO) Ne 1394/2007 HA EBPOIIEMCKU TTAPJIAMEHT U HA CBHBETA or
13 HoemBpu 2007 ronrHa OTHOCHO JIEKAPCTBEHUTE MPOJYKTH 3a MOJEpHA Tepanus U 3a U3MEHEHHE Ha
Hupextusa 2001/83/EO u na Pernament (EO) Ne 726/2004

PEIJIAMEHT (EO) Ne 1901/2006 HA EBPOIIEMCKUS TIAPJIAMEHT U HA CHBETA or
12 nexkemBpu 2006 roauHa OTHOCHO JIEKApCTBEHUTE MPOJYKTH 3a IeIuaTpuyHa yrnorpeba U 3a
mmeHenne Ha Permament (EMO) Ne 1768/92, Hupextua 2001/20/EO, IupextuBa 2001/83/EO nu
Pernament (EO) Ne 726/2004

PEIJIAMEHT (EO) Ne 726/2004 HA EBPOITEMCKMS TIAPJJAMEHT Y HA CHBETA or
31 mapt 2004 roauHa 3a ycraHOBsBaHE Ha mpoueaypu Ha OOIIHOCTTa 3a pa3peliaBaHe U KOHTPOJ Ha
JIEKapCTBEHM MPOAYKTH 3a XyMaHHA U BeTepHUHapHa ynoTpebda U 3a ch3faBaHe Ha EBpormelicka areHuus
I10 JIEKapcTBaTa

PEI'JIAMEHT (EO) Ne 1085/2003 HA KOMUCUATA ot 3 ronu 2003 ronuHa OTHOCHO
IIPOYYBAHE HA U3MEHEHUATA B YCIOBUATA HA Pa3pEIINTEIHUTE 3a ThPIOBUSI C JIEKAPCTBEHU NPOAYKTH 32
XyMaHHa ynoTpeba U BeTepUHApHU JIEKApCTBEHU NMPOAYKTH, onajgamu B ooxsara Ha Pernament (EVO)
Ne 2309/93 na CobBera (orm.)



PEI'JIAMEHT (EO) Ne 1084/2003 HA KOMUCUATA ot 3 ronu 2003 roauHa OTHOCHO
pOy4YBaHE HA U3MEHEHHUATA B YCIOBUATA HA pPa3pelICHUsATAa 32 ThProBHs C JIEKAPCTBEHU MPOAYKTH 32
XyMaHHa yrnoTpeba U BeTepUHAPHH JIEKAPCTBEHHU MPOAYKTH, IPEJOCTABIHU OT KOMIIETEHTEH OpraH Ha
IbpiKaBa-wICHKa (orm.)

PETJIAMEHT (EO) Ne 847/2000 HA KOMUCHATA ot 27 ampun 2000 romuHa 3a
YCTaHOBSIBAHE Ha pa3nope0uTe 3a MpujaraHe Ha KPUTEPUUTE 32 0003HAYaBaHE HA JIEKAPCTBEH MPOAYKT
KaTo JIEKapCTBEH NMPOJYKT-CHpPAK U 3a OIpe/essiHe Ha MOHATUATA "MOJ0OEH JEeKapCTBEH MPOAYKT' U
"KIIMHUYHO IPEBB3X0/ICTBO"

PEI'JTAMEHT (EO) Ne 141/2000 HA EBPOIIEMCKWS ITAPJIAMEHT U HA CBBETA ot
16 nexemBpu 1999 ronuna 3a nekapcrsara cupanu

PETJIAMEHT HA CBBETA (CnBera Ha EBpomneiickara O6miHocT) Ne 2309/93 ot 22 ronm
1993, ¢ koiiTo ce ycrtaHoBsiBa peabT B OOIIHOCTTAa 3a M3JaBaHE pa3pelIUTENHU (JIMLEH3U) U
yOpaXXHsIBaHE HAI30p HaJ JIEKapCTBEHHM CpEACTBA M3IOJI3BaHM B XyMaHHaTa W BeTepUHapHATa
MeIMIIMHA, U ce ¢h31aBa EBpomneticka Areniust 3a Onernka Ha JlekapctBenu Cpezactsa (omm.)

PEI'JIAMEHT (EHMO) Ne 1768/92 HA CBBETA ot 18 wonu 1992 roguHa OTHOCHO
Ch3[IaBaHETO Ha CepTU(UKAT 32 JIOMBJIHUTEIHA 3aKPUJIA HA JIEKAPCTBEHUTE TPOTYKTH (0TM.)



