HAPE/IBA 3a peryiupaHe U perucTpupaHe Ha HeHUTe HA
JIEKAPCTBEHHUTE MPOIAYKTH, YCJIOBUSATA, IPABUJIATA U KPUTEPUUTE 32
BKJIIOYBaHe, IPOMEHH U/WJIN U3KJIKYBAHE HA JIEKAPCTBEHU NMPOAYKTH OT
I1o3uTUBHUA JIEKAPCTBEH CNIUCHK M YCJI0BHUATA U peJa 3a padora Ha
Komucusita mo ueHu u peumMoypcupane

[puera ¢ IIMC Ne 340 ot 14.12.2011 r., 06H., [IB, 6p. 100 ot 20.12.2011 r., B cra ot 20.12.2011 r., usm., 6p.
47 ot 22.06.2012 r., u3m. u jgor., 6p. 68 ot 4.09.2012 1.

I'naBa nbpBa
ObHLIH IMTOJIOXKEHHUA

Y. 1. C napenbata ce onpeensr:

1. ycnoBusATa U TpaBUIIaTa 3a peryJIrpaHe Ha IEHUTE Ha JICKAPCTBEHUTE MPOAYKTH, BKIIOUBaHU B [lo3uTuBHUS
nekapctBeH cruchbk (IIJIC) u 3annamanu ¢ myOauYHu CpeCcTBa;

2. ycIOBMSATA U PEABT 3a PETYIMPAHE HA IIPEIECIHUTE LIEHU Ha JIEKAPCTBEHUTE MPOAYKTH, KOUTO HE Ca BKIOYEHHU
B [lo3UTHBHMS JI€KapCTBEH CHUCBHK, HO Ca C €AHO M ChHIIO aKTMBHO BEIECTBO IO MEXIYHAPOJHO HEMaTEHTHO
HanmeHoBaHuE (INN), KOETO € BKIIFOUEHO B CIIMCHKA, C M3KITIOYCHUE Ha TIPOAYKTUTE 110 Wi. 262, ar. 5, T. 2 oT 3akoHa
3a JIEKApCTBEHUTE MPOIYKTH B XymMaHHara meauiuHa (3JIIIXM), npu npogaxbdata uM Ha IpeGHO;

3. yCIOBHUSATa W PENBbT 3a PErUCTPUpPAHE HA LIEHUTE Ha JICKAPCTBEHUTE MPOJYKTH, OTIIYCKAHU IO JIEKAPCKO
MpeNcanue, U3BBH TE3H M0 T. 2, U Ha JIEKAPCTBEHUTE MPOIYKTH, KOUTO C€ OTIYyCKaT 0e3 JIeKapCKO MPEANMUCaHNE;

4. ycrnoBUsTa, IPaBUJIaTa U KPUTCPUUTE 32 BKIIOUBAHE, IPOMEHU W/WJIM W3KIIOYBAHE Ha JICKAPCTBEHU MPOIYKTH
ot IJIC;

5. ycrnoBUsATa U peABT 32 YTBBpPXKJaBaHE, OTMEHSHE WIM M3MEHsSHE Ha (apMako-TeparneBTHYHHU PHKOBOJICTBA,
BKJIIOYBAIM KPUTEPUU 3a OLIEHKA HAa e(DMKACHOCTTAa Ha IpUJIaraHara Tepanus, KakTo U MPErnopbKU 3a alrOPUTMU 32
JICYEHUE C JIEKAPCTBEHH IMPOIYKTH, IPEIVIOKEHN OT CHbOTBETHUTE HAIIMOHAIHM KOHCYATAHTH, MEIULIMHCKA HaydHU
JPYKECTBA U €KCIIEPTHU CHBETH;

6. ycrmoBuATa W peabT 3a pabora Ha Komucusara mo 1meHu U peumOypcupaHe, HapuuyaHa I10-HATATBK
"Komucusra'"

Y. 2. (1) Lena Ha nexkapctBeH nmpoaykr, BkiouBad B IUIC u 3amnaman ¢ myONMYHU CPEACTBa, € IeHaTa B
ObJIrapcku JeBoBe, yrebpjaeHa ot Komucusra.

(2) Lenara mo an. 1 e 1 mpezenHa 1eHa Ha JICKAPCTBEHUTE MPOAYKTU MPH MPojiaxkdaTa UM Ha IpeOHO.

(3) lpenenHa 1eHa Ha JIEKAPCTBEH MPOYKT, OTITYCKAH 10 JICKAPCKO MpEANKUCcanne, KoiTo He ¢ BrioueH B [IIC,
HO € C €IHO W ChIIO AaKTUBHO BEIICCTBO MO MEXKIYHAPOJHO HEMAaTEHTHO HAaWMECHOBAHHE, KOETO € BKIIOYCHO B
CIHCHKA, C M3KITIOUECHUE Ha MPOIYKTHTE 10 Wi. 262, ain. 5, T. 2 3JIIIXM, e neHata B ObIrapck JeBOBE, YTBBPICHA OT
Komucusira, KoAT0 € MaKCUMalTHO OMYCTHMA MU MpoiaxkbaTa My Ha ApeOHO.

(4) Llena Ha nexkapcTBEH MPOAYKT, OTIYCKAaH MO JIEKAPCKO MpeAnucaHue, U3BbH JIGKAPCTBEHUTE MPOAYKTH IO all.
3, ¥ Ha JIEKapCTBEH MPOIYKT 0e3 JIeKapCKO MpeanucaHue € MakCUMallHaTa MpoJakHa [IeHa Ha JpeOHO B OBJITapCKu
JIEBOBE, 3asiB€HA OT MPUTEXKATENS Ha pa3pelieHueTo 3a ynoTpeda u peructpupana ot Komucusra.

(5) 3a nexkapcTBeHWTE TMPOJIYKTH, 3a KOUTO € TIOJY4eHO pas3pelieHue 3a MmapajieleH BHOC, Ce
YTBBPXK/IaBa/perucTprpa 1eHa mo pena Ha Hapeaoara.



Y. 3. Koraro B pa3pemeHneTo 3a ynorpeda Ha JEKapCTBEH MPOMYKT Mo wWi. 1, T. 2 € MOCOYEeH peXuM Ha
MpeanvcBane '"mo JeKapcKo MpeanvcaHue U 0e3 JIGKapCKo Tpeanucanue”, 1eHaTa Ha JIEKapCTBEHUS MPOIYKT Ce
oOpasyBa 1o penia Ha IJ1aBa TpeTa.

Y. 4. JlekapcTBEH NMPOAYKT MOXKE J1a C€ MPOJIaBa Ha TEPUTOPUSATA HA CTPaHATa caMo CJIe]] BJIM3aHETO B CUJIa Ha
pemenrero Ha Komucusira 3a yrBbpk/IaBaHe Ha [[eHa/pe/ieTHa [IeHa UM PETUCTpUpaHe Ha IeHa.

Yu. 5. (1) TeproBensT Ha ApeOHO MpojIaBa JEKAPCTBEH MPOAYKT Ha I[eHa, He MO-BHCOKAa OT YTBBpJCHATa IICHA
o wi. 2, an. 1, mpeaenHara 1nexHa mno 4i. 2, ajl. 3 WM OT perucTpupaHara IeHa 1o 4i. 2, ai. 4.

(2) Bcexn THProBCIl Ha I[pe6H0 € JJIBXKCH a IMOCOYM IIpOoJdaXHaTa HCHA BBHPXY OIMMAKOBKATA HaA JICKAPCTBCHUA
MMPOAYKT Ha 0003HAYCHO OT MMPOU3BOAUTEIIA MACTO.

(3) BxitouBanuTe 1eHH Ha JICKAPCTBCHUTEC MNPOAYKTU B CTOMHOCTTA Ha OKa3aHaTa OT JICUCOHHTE 3aBCACHU A
MECIUIIMHCKA IIOMOII HE MOTIraT Ja 6”I)I[aT IIO-BHUCOKM OT II€HaTa, Ha KOATO JIe4eOHOTO 3aBCACHUEC € 3aKyIlHuJo
JICKapCTBCHUS MPOAYKT OT ThproB€ua Ha €ApoO.

(4) 3a nexapctBeHuTe npoaykru, BkrrodeHu B [IJIC o wi. 262, an. 5, 1. 1 3JIIIXM c HuBo Ha 3annamade 100 Ha
CTO, HE C€ HaYMCIIsIBa HA/ILIEHKA 32 THPToBeI[ Ha APEOHO MPH OTIIYCKAHETO UM B arTeKa.

Yia. 6. (1) B Ilo3uTuBHUS JIEKapCTBEH CIIUMCHK Ce BKIIOUBAT paspelieHu 3a ymotpeba mo pema Ha 3JITIXM
JeKapCTBEHU  MPOAYKTH,  KIacuuuupaHu 1O (hapMaKoJIOTUYHU rpynu CBITIACHO KoJa 1o
aHaTOMO-TepaneBTUYHO-XuMHUuHara Kiacudukanus (ATC).

(2) [lo3UTUBHUAT JIEKApPCTBEH CIIMCHK CE ChCTOM OT YETHPHU MPUIIOKEHHUSI U BKIIIOUBA:

1. nexapcTBEHU MPOIYKTH, MpeJHA3HAYCHH 32 JICUCHHE Ha 3a00JIsIBaHus1, KOMUTO Ce 3aljaliar 1mo peaa Ha 3akoHa
3a 3paBHOTO ocurypsiane (330);

2. IEKapCTBEHHU MPOAYKTH, 3aIIAllAHU OT O0/KeTa Ha JIeUeOHUTE 3aBeACHUS M0 WI. 5 OoT 3aKkoHa 3a JIe4eOHUTe
3aBeJICHUS U OT OIO/KeTa Ha JIeUeOHUTE 3aBE/ICHUS C IBPXKABHO U/UIM OONMHCKO ydacTe 1o 4wi. 9 u 10 ot 3akoHa 3a
JIe4yeOHNUTE 3aBEACHHUS;

3. JeKapCTBEHU TMPOAYKTH, mpenHasHadeHu 3a Jjeduenune Ha CIIMH, na wH@exino3Hm 3a0oisBaHus, Ha
3abonsBaHus W3BBH oOxBaTa Ha 330, 3amnam@aHu 1mo peaa Ha 4i. 82, an. 1, T. 8 oT 3akoHa 3a 3IpaBeTO, KaKTO U
BAKCHUHM 32 33b/DKATEITHH UMYHU3AINU U PEUMYHH3AIMN, BAKCHHU IO CIICIUAIHY MOKA3aHUsS U MPU U3BBHPEIHU
oOcrosTencTBa, CnenuUIHN CepyMH, UMYHOTIIOOYIMHHU, ONPEETIeHN ¢ Hapeabara mo wi. 58, an. 2 oT 3akoHa 3a
3[IpaBETO;

4. npeaciina N€Ha Ha JICKApCTBCHUTC IPOAYKTH 110 YJI. 2, ajl. 2 1Mo eJICMEHTH.

(3) B npunoxennsita Ha [UUIC mo an. 2, 1. 1, 2 u 3 ce mocouBat: ATC koa, MeXIyHapOJHO HEMATEHTHO
HaWMEHOBaHNE, HAMMEHOBAaHUE Ha JIEKAPCTBEHUS MPOJIYKT, JeKapcTBeHaTa ¢opMa M KOJMYECTBOTO Ha aKTUBHOTO
JIEKapCTBEHO BEIIECTBO, OKOHUYATETIHA OIMAKOBKA, MPHUTEXKATE] Ha pa3pelieHueTo 3a ynorpeda, AeduHupaHa JTHEBHA
mo3a (/1) wnam TepameBTHYeH Kypc, IleHara mo wi. 258, am. 1 3JI[IXM, pedepeHTHa CTOHHOCT 3a
JJ1Jl/TepanieBTH4YeH Kypc, CTOWHOCT 3a OIAKOBKA, H3YHMCIeHAa Ha 0Oa3ara Ha pedepeHTHa CTOHHOCT 3a
JJ1Jl/TepanieBTHYEH Kypc, HUBO Ha 3aIUlalllaHE Ha JIEKAPCTBEHUS MPOIYKT, 3a00JIIBaHUS MO MEXAYHApOJEH KOJ Ha
3abonsBanusta (MKB), nndopmanus 3a orpaHuyeHusATa B HayMHa Ha MPEANHUCBAaHE NMPH PA3TUYHU WHAUKAIUH U
JOMTBITHUTETHA HH(OPMAIIHSL.

(4) 3a nexkapcTBEHHM MPOJYKTH, 3a KOMTO HsAMma ompezaeneHa JIJIJI, ce ompenens TepaneBTHYEH Kypc H
ChOTBETHATA pedepeHTHA CTOWHOCT.

Y. 7. (1) Komucusira nomibpxa MyoJIudeH perucTbp Ha LIEHUTE Ha JIEKAPCTBEHUTE MPOYKTH 1O Wi. 2, all. 3 u

(2) Komucusra nogabpxa u akryanusupa [UIC.



(3) Peructputre mo am. 1 u IUIC ce oOsBsiBar Ha WHTEpHET cTpaHurata Ha Komucusta B caiiTa Ha
MuHMCTEPCTBOTO HA 3/IpaBEOIA3BAHETO.

(4) Komucusra my0iarKyBa Ha MHTEpHET CTpaHHIlaTa HA MUHHCTEPCTBOTO Ha 3/IpaBeola3BaHETO YTBBPIACHUTE
10 pesia Ha I1aBa ceama (apMako-TepaneBTUYHN PHKOBOJICTBA, MPEMOPHKU 32 AITOPUTMU 3a JICYEHHE C JEKapCTBEHU
MPOJIYKTH U KPUTEPHH 32 OLIEHKA Ha e()eKTUBHOCTTA Ha TepanusTa.

I'1aBa BTOpAa
OBPA3YBAHE HA I1IEHA HA JIEKAPCTBEH ITPOJYKT,
BKUIFOYBAH B IIO3UTUBHUSA JTEKAPCTBEH CITUCBK U
JAIIJIAHIAH C IIYBJIUYHU CPEACTBA

Y. 8. (1) Llenara Ha nekapcTBeH nmpoaykT, BkitouBaH B IUJIC u 3anmaman ¢ myOnuyHM cpelcTBa, ce o0pasyBa
OT CJIEIHUTE CIEMEHTH

1. meHa Ha MPOU3BOAMTEN, KOSATO HE MOXKE Ja ObJe IMO-BHCOKA OT JICBOBAaTa PaBHOCTOMHOCT Ha Hal-HUCKaTa
[[EHA 3a CHIMS JEKAPCTBEH MPOJYKT, 3allJIalllAH OT OOILIECTBEHUTE 3APABHOOCHUTYPUTENHU (DOHIOBE HA CTPAHUTE,
MMOCOYEHHM B CIIpaBKaTa mo 4. 31, ai. 2;

2. (u3m. - [IB, 6p. 68 ot 2012 1. ) HaAIEHKA 3a THPTOBELl HA €Apo B pa3mep 7, 6 U 4 HA CTO OT 3asiBeHara Mo T. 1
I[eHa ChOOPa3HO KPUTEPH S, OTPEICICH B WII. 9;

3. (u3m. - 1B, 6p. 68 ot 2012 r. ) HaaneHKa 3a Thprosel Ha ApedHo B pazmep 20, 18 u 16 Ha cTO OT 3asBEHATa 10
T. | 1eHa cho0Opa3HO KpUTEPHsI, OTIpeaesieH B Uil 9.

(2) Llenara Ha nexkapctBeH npoAykr, BkiouBad B [1JIC, ce uzuucnsBa kato cOop ot enemeHTuTe o ait. 1, 1. 1,2 u
3 ¥ 1aHBK BBPXY JJ00aBeHATa CTOWHOCT.

(3) KoraTo HsiMa 11eHa Ha TPOM3BOAUTEN B CTPAHHUTE, MTOCOUYCHH B Wi. 31, am. 2, neHaTa Ha MPOU3BOIUTET HE
MOKe Ja ObJe MO-BHCOKa OT Hail-HHCKaTa I€HAa 3a ChUMs JEKApCTBEH MPOAYKT, 3allJlalllAH OT OOIIECTBEHUTE
3MpaBHOOCUTYpUTEIHH QoHI0Be Ha benrus, Uexus, [lomma, JlaTBust u YHrapus.

(4) Koraro 3a nexapcTBeH IPOAYKT HE MOXKeE J1a ObJe HaMepeHa I[eHa Ha MPOM3BOJMUTEN 3a ChIMS JIEKAPCTBEH
MPOIYKT B CTPAHUTE, TIOCOUEHU B WI. 31, an. 2, u B CTpaHUTE 1O aJl. 3, I[eHaTa Ha MPOU3BOIUTENl HE MOXKE /a Obiae
MO-BHCOKA OT Hal-HUCKaTa IleHa Ha MPOU3BOAUTEN/IPOU3BOAUTENHN, BIMCAH/BIIMCAHU B pa3pelieHUeTo 3a
ynorpeba/pemiennero Ha EBpomeiickata komucus, uznaaeHo mo pena Ha Permament (EO) Ne 726/2004 na
EBponeiickust mapnamenT u Ha CwBera (OB, L 136 ot 30 anpun 2004 r.), Ha JIEKapCTBEH MPOAYKT B ChIATa
JIeKapcTBEHA U J1030Ba (popMa M B OKOHUATEIHA OIMAKOBKa, Haif-OyM3Ka 10 3asBEHAara, 3alljaliaH OT OOIECTBEHUTE
3PaBHOOCUTYPUTEIHH (POHIOBE HA CTpaHUTE 1O Wwi. 31, ai. 2.

Yu. 9. (1) (M3m. - [IB, 6p. 68 ot 2012 r. ) B ciyuait ye 3asBeHara 1eHa Ha npoussoauten € a0 10,00 niB.,
pasMepbhT Ha HAAIIEHKUTE 32 THPTOBEIl Ha €IpO U 3a THPToBell Ha IPpeOHO, KOUTO ce J0OaBAT KbM Hes, € ChOTBETHO 7 U
20 na cTo.

(2) (M3m. - IB, 6p. 68 ot 2012 1. ) B cnydaii ye 3asiBeHaTa 11eHa Ha mpou3BoauTel € B rpanunure ot 10,01 1B. 1o
30,00 51B., pa3mMepbT Ha HA/ALEHKUTE 32 ThPrOBEIl HA €JIp0 U 3a ThProBell Ha JApeOHO, KOUTO ce J100aBAT KbM Hes, ca
cboTBETHO 6 1 18 Ha cTo.

(3) (M3m. - IB, 6p. 68 ot 2012 1. ) B cnydaii ye 3asiBeHaTa 1ieHa Ha npousBoauten € Haa 30,00 nB., pa3MepsT Ha

HaJIIIEHKUTE 32 THPrOBEI[ Ha AP0 U 3a ThProBeIl Ha JpeOHO, KOUTO ce J00aBsT KbM Hesl, ca ChOTBETHO 4 Ha CTO, HO HE
moBeue ot 10 nB., 1 16 Ha cTO, HO HE TOBede OT 25 JIB.

I'naBa Tpera



OBPA3YBAHE HA IPEJIEJIHA IIEHA HA JJEKAPCTBEH
MPOJYKT, OTITYCKAH IO JEKAPCKO TPEJINMCAHUE 110 YJI.
2, AJL 3

Ya. 10. (1) Ipenennara 1eHa Ha JIGKAPCTBEH MPOIYKT, OTIYCKaH MO JIEKAPCKO MpEANucaHue, KOMTO He €
BriIoueH B [JIC, HO € ¢ eqHO W ChINO aKTUBHO BEIIECTBO MO MEXIYHAPOJIHO HEMAaTEHTHO HAaMMEHOBAaHHUE, KOETO €
BKJIFOUEHO B CIHCHKA, C U3KIIOUEHUE HA MPOAYKTHTE mo wi. 262, am. 5, 1. 2 3JIIIXM, ce oOpa3yBa OT CIEIHUTE
CJICMEHTH

1. meHa Ha MPOW3BOJMTEIN, KOSITO HE MOXE Jla ObJe MO-BHUCOKA OT JIEBOBATa PAaBHOCTOMHOCT Ha Hail-HHCKaTa
[I€Ha Ha MPOU3BOAUTEN 3a CHIMS JIEKAPCTBEH MPOJIYKT B CTPAHUTE, MIOCOUYECHU B CIIpaBKata o 4wi. 14, an. 1, 1. 5;

2. (u3m. - [IB, 6p. 68 ot 2012 1. ) HajLIeHKA 32 THPrOBEIl Ha €1pO0 B pazmep 7, 6 uiu 4 Ha CTO OT 3asBeHaTa 1o T. |
IIeHa ChbOOPa3HO KpUTEPHs, ompenesicH B wi. 11;

3. (u3m. - 1B, 6p. 68 ot 2012 r. ) HageHKa 3a THProBell Ha JipedbHo B pasmep 20, 18 unu 16 Ha cTO OT 3asBeHaTa
mo T. 1 1eHa cb00pa3HO KpUTEpHs, onpeenceH B wi. 11.

(2) IlpenenHaTa 11eHa Ha JIEKAPCTBEH MPOAYKT C€ M3UMCIsABA KaTo cOop OT eneMeHTuTe mo ai. 1, T. 1,2 u 3 u
JTAHBK BBPXY J00aBeHaTa CTOMHOCT.

(3) Koraro Hsma 11eHa Ha MPOU3BOAMUTEN B CTpAaHUTE, TOCOUEHH B Wwi. 14, an. 1, T. 5, neHaTa Ha MPOU3BOAUTEIN
HEe MOKe J1a ObJie M0-BUCOKA OT Hali-HUCKaTa 1ieHa B benrus, Yexus, [Tonma, JlatBus u YHrapus.

Ya. 11. (1) (U3m. - [IB, 6p. 68 ot 2012 1. ) B cinyyait ye 3asBeHarta meHa Ha mpousBoauten ¢ mo 10,00 iB.,
pa3sMepbT Ha HAJIIEHKUTE KbM Hesl 32 ThProBell Ha epo U 3a Thprosell Ha ApeOHO e cboTBeTHO 7 U 20 Ha CTO.

(2) (U3m. - IB, 6p. 68 ot 2012 1. ) B cyuail ue 3asBeHara 1ieHa Ha mpou3BoauTen € B rpanunute ot 10,01 aB. 10
30,00 nB., pa3MepbT Ha HAALEHKUTE KbM Hes 3a ThPIOBELl Ha €p0 U 3a ThProsel Ha ApeOHO € ChbOTBETHO 6 U 18 Ha
CTO.

(3) (U3m. - IB, Op. 68 ot 2012 r. ) B ciiyuait 4e 3asiBeHara 1ieHa Ha npousoauten € Haxa 30,00 sB., pazMepsT Ha
Ha/IICHKUTE KbM Hes 32 ThPTOBEI] Ha €JpO U 3a THProBell Ha IpeOHO € ChOTBETHO 4 Ha CTO, HO He moBevue oT 10 nB., u
16 Ha cTO, HO HE IMOoBeYe OT 25 NB.

Yui. 12. (1) [Ipu npuroTBsiHe Ha JIEKApCTBEH MPOJIYKT MO MarucTpaiHa u (apMakoreifHa perenTypa B anTeka He
Ce HauucIsABa HaJIEHKAa BBPXYy CTOMHOCTTAa HA BJIOKEHUTE JIEKAPCTBEHU BEIIECTBA, NOMOLHUTE BELIECTBA H
OIIaKOBKATa.

(2) LlenuTe Ha JIeKapCTBEHUTE MPOIYKTH, IPUTOTBSIHU 10 MarucTpaiHa U (JapMakoneiHa pelentypa B anTeka,
Cce ONPEAENAT C aKT Ha PbKOBOJMTEIS Ha alTeKaTa, KOMTO ce 00sBsIBa Ha BUJIHO MACTO B 3/IpaBHOTO 3aBE/ICHUE.

(3) B menara no aii. 2 Ha BCEKU JIEKapCTBEH MPOAYKT IO MaruCTpaiHa U (papMakomnelHa perenTypa ce BKIIYBa U
cyma B pazmep 2,50 nB. 3a okazaHaTa OT ThproBela Ha ApeOHO (apMalleBTUYHA YCIyra Mo OTIIYCKaHe Ha JIEKapCTBEHUS

MPOIYKT.

I'naBa yerBbpTa
YCJIOBUA U PEJL 3A PET'YJIUPAHE HA ITIPEJAEJTHUTE HEHNU HA
JIEKAPCTBEHUTE ITPOAYKTU, OTITYCKAHMU IO JIEKAPCKO
HPEJAIINCAHMUME 110 4J1. 2, AJL. 3

Y. 13. (1) 3a oOpa3yBane Ha TIpejieNiHa [IEHA 10 Y. 2, aJl. 3 MPUTEXKATENAT Ha pa3pelieHueTo 3a ynoTpeda muiu
VI'BITHOMOIIICH HETOB IpEICTaBUTEN MmoaaBa 1o KoMucusra 3asBiieHue 3a o0pa3yBaHe Ha IMpENeNHA I[eHA ChIIACHO
npuioxenue Ne 1.



(2) B zasBnenuero no an. 1 ce mocoysa 1eHaTa 1o eJIeMeHTH ChoOpa3HO MpaBuiiaTa, mocoyeHu B ui. 10.
Ya. 14. (1) KM 3asBrnenueto o wi. 13, an. 1 ce mpunarar:

1. xomue OT paspelieHue 3a ynorpeda Ha JIeKapCTBEHUS MPOIYKT chriacHo u3uckBanusaTa Ha 3JI[IXM, korato
paspelieHueTo 3a ynorpebda e uzganeHo no peaa Ha Permament (EO) No 726/2004 na EBpomnelickusi mapiaMeHT U Ha
CoBera (OB, L 136/30.04.2004 r1.), [Ipunoxenune | "Kparka xapaktepuctuka Ha mnpoaykra", Ilpunoxenue II
'"TlpuTekaTen Ha pa3pelieHHEeTO 3a IPOM3BOJACTBO, OTIOBOPEH 3a OCBOOOXKIaBaHE Ha MapTHUAM. YCIOBHUS Ha
paspemerueTo 3a ynorpebda" u [Ipunoxenne Il "O3HaueHnst BBpXY OMaKOBKAaTa U JIMCTOBKATa" KbM Pa3peIIeHUETO Ce
MPEACTABAT Ha EIEKTPOHEH HOCHUTEIL;

2. nH(pOpMAIUs OTHOCHO CTMHHUS WACHTH(PUKAIMOHEH KOJI Ha JPYKECTBOTO HMJIM KOOIEPAIMATA OT THPTOBCKHUS
PETUCTBP, a 3a APYKeCcTBaTa, PETUCTPUPAHU B AbpKaBa - YieHKa Ha EBpomeiickus chio3, UM B AbpiKaBa - cTpaHa Io
Cnopa3ymenueTo 3a EBponeiickoTo MKOHOMHUYECKO TTPOCTPAHCTBO - KOIMHE OT JOKYMEHT 33 aKTyaJTHa PETUCTPAIlHS 1O
HAIlMOHAJTHOTO 3aKOHOJATEJICTBO, M3/IaJICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JbpKaBa Ha JiMmara mo 4wi. 13, ai.
1 He MO-KbCHO OT 6 Mecella MpeIu MoJaBaHe Ha 3asBJICHUETO;

3. U3pUYHO HOTApHUAJIHO 3aBEPEHO I'BIHOMOINHO, B CIydail ue 3asBJIEHUETO C€ MOJAaBa OT IMpeJICTaBUTEN Ha
MPHUTEkKATENsI Ha Pa3pelieHNeTo 3a yrmoTpeda; Koraro MBIHOMOIIHOTO He € u3aaaeHo B Pemybnmuka bwiarapus, 3a
CBILIOTO CE€ MpeACTaBsl MPEeBOJ Ha OBJITApCKU €3UK, M3BBPIIEH OT MpeBojady, KOMTO KMMa CKIIOYEH JIOTOBOp C
MMHHUCTEPCTBOTO HA BBHIIHUTE PaOOTH 3a U3BBPIIBaHE HAa ODUIIMATHU TPEBOIH;

4, J0Ka3aTeCJICTBA OTHOCHO IMPCACTABUTCIIHATA BJIACT HA JIMOCTO, IMMOAINIHCATIO II'BJIHOMOIIHOTO I10 T. 3;

5. (mom. - IB, Op. 68 ot 2012 r. ) aexnaparus-cripaBka mo odpasell chriacHo nprioxeHue Ne 2 OTHOCHO IieHaTa
Ha MPOU3BOAUTEN Ha JICKAPCTBEHUS MPOAYKT B ChOTBETHATa Ballyra U B €BpO - B PymbHuUs, ®panuus, Ectonus,
I'eprus, CnoBakus, JIutsa, [lopryranus, Utanus, ®unnanaus, Hanus, Cinoenus u Mcnanus;

6. TOKyMEHT 3a IJIaTeHa Abp>KaBHA TaKca 3a BCEKHU OTJIEJICH JIEKapCTBEH MPOAYKT 32 YTBBPKIaBaHEe Ha MpeaeaHa
IeHa o 4i. 2, aiL. 3.

(2) LlennTe Ha MPOU3BOIUTEN B JIEKIapalusaTa-cupaBka mo ai. 1, T. 5 TpsOBa 1a ca KbM JaTa HE MO-paHHA OT
eJIMH MecCeIl OT JaTaTa Ha IT0JaBaHe Ha 3asBJICHHETO 1o wiI. 13, am. 1.

(3) Paszpemennero no an. 1, 1. 1, xakro u npunoxenus I, II u Il xbM Hero ce mpeacraBsT U B NPEBOJ] Ha
OBITAPCKH €3HK.

(4) 3a nexapcTBeH MPOAYKT, MOJYYHJI pa3pelicHre 3a mapajiejeH BHOC MPH HaJW4Yue Ha CHIMS JIEKapCTBEH
MPOIYKT ¢ yTBBpAeHa oT KomucusiTa mpezenHa 1eHa, ce mpuiiara chbiiiaTa IieHa Ciiell U3pPHYHO MUCMEHO 3asBJICHUE 110
npuioxeHue Ne 1 oT mpurTexarens Ha pa3pelieHHETO 3a MapayieleH BHOC. KbM 3asBIEHUETO c€ Mpuiiarat
paspeleHrneTo 3a mapayeieH BHOC M IOKYMEHT 3a TUTaTeHa JIbp)KaBHA Takca.

Yua. 15. (1) B 30-nHeBeH cpok OT gaTtata Ha moAaBaHe Ha 3asBiieHHeTo Komucusra pasmiex/a 3asBICHUETO U
MIPHJIOKEHUTE KbM HETO JIOKYMEHTH U B3eMa PEIIeHHE, C KOSTO YTBBPKIaBa WIIM OTKA3Ba Jla YTBBPIM MpeeliHa IIeHa
Ha JIEKapCTBEHUTE MPOIYKTH IO 4. 2, all. 3.

(2) B cyuait ye mojgaieHOTO 3asiBICHUE 32 0Opa3yBaHe Ha MpejesHa IIeHa Ha JIGKAPCTBEH MPOAYKT HE OTroBaps
Ha u3uckBaHusATa Ha 4i. 14, Komucusara uMa npaBo Ja M3MCKA OT 3asBUTENs OTCTpaHSBaHE HA HEMBIHOTUTE M
HEJIOCTAThIUTE B JOKYMEHTAIIMSTA, KAKTO U TON'BIHUTETHA HHpopMalus. B To3u cirydait cpoksT 1o ui. 261a, an. 1, T.
3, ceotBeTHO o T. 5 3JIIIXM, cnupa na Tede 10 JaTaTa Ha OTCTPaHSIBAHE HA HEMBJIHOTUTE UM HENOCTAaTHLUTE B
JIOKYMEHTAIUSITA.

(3) B cayuait ue B cpok no 30 mHM OT JaraTa Ha YBEAOMSBAHETO MO al. 2 3asABUTENAT HE OTCTPaHU
KOHCTaTupaHuTe oT Komucusata HEMbIHOTH WM HEAOCTaThbLUU WU HE TNPEACTaBH JONBIHUTETHA HWHGpOpMAIUs,
npoleaypara o yrebpk/JaBaHe Ha IpeJiesiHa 1[eHa Ha JIEKApCTBEH MPOIYKT, OTIIYCKaH IO JEKapCcKo MpelcaHue, ce
IIpEKpaTsBa.



(4) Komucusra yBenomsiBa MICMEHO 3aBUTENA 3a MPEKpaTsIBaHETO Ha Ipolieypara mo aji. 3.

Ya. 16. (1) Pemennero na Komucusra 3a yrBbpkJIaBaHe Ha NpEJE/IHA I[€HAa Ha JIEKAPCTBEHUS MPOJIYKT
ChAbpKa:

1. mopesieH HOMEP B PETUCTHPA;

2. MEXIyHAPOTHO HEMATCHTHO HAUMEHOBAHMUE Ha JIEKAPCTBEHUS MPOIYKT;

3. perucTpalioOHEeH HOMEp, BITUCAH B pa3pelieHueTo 3a ynoTpeoa;

4. HaMMEHOBaHWE Ha JICKAPCTBEHUS TIPOJIYKT;

5. nmexapcTBeHa (popMa M KOJIMYECTBO Ha aKTHBHOTO BEIIECTBO B OKOHYATEITHATA OMTAKOBKA;

6. UMe Ha TMpUTEeKaTeNs Ha pas3pelieHHeTo 3a yrnorpeda M Ha MPOU3BOIUTEINS/TPOU3BOAUTENNTE Ha
JIEKapCTBEHHUSI IPOIYKT;

7. yTBBpJIeHA IIpeJieNIHa LIeHa Ha JIEKAapCTBEHUSI TPOJIYKT 10 €IeMEHTH chItacHo ui. 10, an. 2.
(2) OTka3eT Ha KomucusTa 1a yrBbpAd MpejiesiHa [ieHa Ha JIeKapCTBEHUS POAYKT c€ MOTHBHUPA.

(3) Pemennero Ha KomucusTa 3a yrBbpK/IaBaHe Ha Mpe/eiiHa [eHa Ha JISKAPCTBEH MPOYKT, KAKTO U OTKa3bT 1O
aJl. 2 ojUIeKar Ha 0OKaJaBaHe:

1. mo axmMuHHCTpaTUBEH pex npen KoMmucusra no npo3padHocT;
2. mpen CbJ 110 pefa Ha AIMUHHUCTPATUBHOIIPOLIECYATHUST KOJIEKC.
Y. 17. Komucusita o0siBsIBa peIICHUATA CU B pErucTbpa Mo wi. 21 B 7-AHEBEH CPOK OT BIM3aHETO UM B CHIIA.

Yui. 18. (1) [Iputexarenar Ha pa3pelieHUETO 3a YOTpeda UM YII'BIHOMOIIEH HETOB IMPEACTAaBUTENl MOXKE J1a
3asiBU MOTMBUPAHU MPOMEHU B YTBBPJICHATA NPEJEIIHA [I€HA HA JICKAPCTBEH MPOJYKT MO 4. 2, ajl. 3 He mo-paHo oT 12
Mecella Clle]] YTBbPKAaBaHe Ha IOCieHaTa Ipe/ieHa 11eHa Ha JIEKapCTBeH NpoxykT. [IpomsHaTta ce m3BbpuBa IO
pena Ha ui. 13 - 15, kaTo ce npugaraT caMo OTHOCUMHUTE KbM IIPOMSIHATA JIOKYMEHTH.

(2) Orpanuuenuero o ajn. | He ce OTHAcCA 3a CIIydyauTe, B KOUTO MPUTEKATEIAT HA Pa3pelieHHETO 3a yrmorpeda
1o/1a/ie 3asiBJICHHE 3a HaMaJIsiIBaHE Ha YTBBbPJCHATA Mpe/ieHa [IeHa Ha JIEKApCTBEH MPOAYKT M0 4. 2, ai. 3.

(3) He moxe na ce 3asBM yBEIMYEHHE Ha IpeZeiHA LIEHA Ha JIEKAPCTBEH MPOJAYKT N0 Wil. 2, al. 3 ¢ MO-rojsm
IPOICHT OT CTATUCTHYECKH OTYETeHaTa WH(IAIMs 3a mepuoja Ha JeWCTBUE OT IOCIenHaTa oOpa3yBaHa IpejaenHa
LeHa.

(4) Ilpu mpomsiHA Ha BMUCAHHUTE B peructTbpa Mo 4wi. 21 0OCTOATENICTBA MPUTEKATEISIT HA pa3pelicHUETO 3a
yroTpeda Ui YIT'BITHOMOIICH HETOB MPECTaBUTEIN MPEACTaBs 3asBlieHne 10 Komucusra, Kato OorpaHUuYeHNEeTO 10 all.
1 He ce mpunara. [IpomsiHata ce u3BBpIBa N0 pena Ha wi. 14 u 15, Karo ce mpuiarar caMoO OTHOCHMHUTE KbM
MpOMsIHATa JOKYMEHTH.

(5) Iputexarenar Ha pa3pelieHHETO 3a ymoTpeda WKW HEroB YI'BIHOMOIICH TMPEACTABUTEN € JTHKEH B
JIBYTHEBEH CPOK OT MOTydyaBaHe Ha penieHrneTo Ha KomucusTa 3a mpoMsiHa Ha TIpe/ieHa [ieHa Ha JIEKApCTBEH MPOIYKT
Ja YBEAOMH IO MOAXOOAIT HAYMH THProBOUTC HA €APO U THProBOUTC Ha IIpe6HO C JICKapCTBCHU MPOAYKTH, OCBCH B
cllydanuTe Ha 00ajiBaHEe Ha PEIICHUETO.

Ya. 19. (1) 3a 3anmuaBane Ha TpejiesiHA I[EHA Ha JICKAPCTBEH MPOYKT, OTIYCKAH MO JICKAPCKO MpEANuCaHue,
MPUTEKATEISIT Ha paspelieHUeTo 3a YINOoTpeda Ha CHOTBETHHS JICKAPCTBEH MPOJIYKT WM YII'BIHOMOIICH HETOB
MNpCACTAaBUTCII IToAaBa 3asBJICHUC 10 Komucusra.



(2) KbM 3asgBnienuero mo ai. 1 ce mpuiarar:

1. uaopMaIUs OTHOCHO €AMHHUS UACHTU(DUKAITMOHEH KOJI Ha JIPYKECTBOTO MJIM KOOTIEpalusTa OT ThproBCKus
PEruCTBP, a 3a Ipy’KecTBaTa, perUCTPUPAHU B JbpKaBa - 4ieHKa Ha EBponelickus cbio3, MM B AbpKaBa - CTpaHa Io
Cnopa3ymenueto 3a EBponeiickoTo MKOHOMUYECKO TPOCTPAHCTBO - KOMHME OT JOKYMEHT 3a aKTyalHa PErMCTpaLUs Mo
HAI[MOHAJIHOTO 3aKOHOJAATENICTBO, U3AaJEH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA AbpXKaBa Ha JIMLATa IO al. 1 He
M0-KbCHO OT 6 Mecella Ipeay MoJjaBaHe Ha 3asBJICHUETO;

2. U3pUYHO HOTApHUAIHO 3aBEPEHO I'BIHOMOILHO, B CIydail ue 3asBJIIEHUETO C€ MOAaBa OT MPEICTaBUTEN Ha
NpUTEXKaTeIsl Ha pa3pelieHHeTo 3a ynoTpeda; Koraro MBJIHOMOIIHOTO He € u3naaeHo B PenmyOnuka bbiarapus, 3a
CBIIOTO C€ HPEJCTaBs MPEBOA Ha OBIrapCKH €3MK, WU3BBPIIEH OT IIPEBOJAad, KOMTO MMa CKIIOUEH JOroBOp ¢
MMHHUCTEPCTBOTO HA BBHIIHUTE PaOOTH 3a U3BBPIIBaHE HAa OQUIIMATIHU IPEBOJIH;

3. JA0Ka3aTCJICTBA OTHOCHO NMPEACTAaBUTECIIHATA BJIACT HA JIUICTO, ITOANTUCAIO ITBJIHOMOIIHOTO 110 T. 2.

(3) Ilpu mpexparsBaHe, OTHEMaHe WJIM H3THYaHe, 0e3 Ja Oble MOAHOBEHO pa3pelieHueTo 3a ynorpeba Ha
JIeKapCTBEH MPOJIYKT, Ipe/ielTHaTa My [[eHa ce 3aIn4aBa ciyxeOHo ot Komucusra.

(4) pu ycnoBusita Ha wi. 55, an. 6 3JIIIXM nexkapcTBEH MPOIYKT MO al. 3 MOXe Jja ObJie MPOoIaBaH 3a CPOK, HE
MO-IBJIBT OT €[HA TO/IMHA, Ha MPEJICTHATA [ICHA, YTBBP/ICHA MPEIH 3aTHYaBaHEeTO M.

(5) UsmbauuTenHara areHIus o jJekapcrparta ypegaoMsisa Komucusra mo enekrpoHeH mbT B 3-JHEBEH CPOK OT
BJIM3aHETO B CUJIa HA aKTa 1Mo ai. 3, ChOTBETHO OT M3THUYAHETO Ha pa3pelieHueTo 3a ynoTpeoa.

Y. 20. B pamkuTe Ha yTBBpJIeHATa MpeeHa 1IeHa Ha pa3pellieHuTe 3a yrnoTpeda JeKapcTBEHU MPOAYKTH IO
4j1. 2, ai. 3 eHooOpa3yBaHETO Ha ThProBela Ha €po U Ha ThProBela Ha JpeOHO ce OCHILECTBABA, KAKTO CIIE/IBa:

1. ThproBensT Ha IpeOHO U3BBHPILBA MPOAAXK0Oa MO 1IeHa, HE M0-BUCOKa OT YTBBp/IeHATA Mpe/esiHa [[eHa;
2. THProBel’bT Ha €ApOo MpojaBa JEKapCTBEHU MPOAYKTH IO JOTOBOpPEHA LI€HA, YMITO pa3Mep HE MOXe Ja €
MO-BHCOK OT pa3Mepa Ha oOsiBeHaTa Mpe/esiHa [[eHa 32 ChOTBETHUS JICKAPCTBEH MPOJIYKT, HaMaJleH ChC CTOMHOCTTA Ha

HaJAICHKAaTa Ha ThProBCIlla HA Z[pCGHO, OIIpCACiICHA B PCHICHUCTO HaA Komucusra 3a YTIBBPKAABAHE HA TPCACTIHA ICHA.

Y. 21. KoMucusita Boau myOIUYeH PErucThp Ha MPEISTHUTE [IEHU Ha JICKAPCTBEHUTE MPOAYKTU MO 4. 2, ajl.
3, KOWTO ChIbpKA ciaenHaTa nHopMaIms:

1. mopesieH HOMEp B PETUCTHPA;

2. MeKAYHAPOIHO HEMATEHTHO HANMEHOBAHUE;

3. perucTpannoHeH HOMEp, BITMCaH B Pa3peIIeHUETO 3a YIoTpeoa;

4. HaMMEHOBaHME Ha JICKAPCTBEHUS TIPOIYKT;

5. nexapcTBeHa (popMa M KOJIMYECTBO Ha aKTUBHOTO BEIIECTBO B OKOHYATEIHATa OMaKOBKa;
6. UMe Ha IPUTEXKATENsI Ha Pa3pellieHUEeTo 3a yrnorpeoa;

7. iMe Ha TPOU3BOJIMTENS Ha JICKAPCTBEHUS TIPOJIYKT;

8. 3asiBeHara 1eHa Ha IPOU3BOAMUTENS, BB3 OCHOBA HA KOATO ce 00pas3yBa IpeesiHaTa 1eHa;

9. yIrBBp/IcHATA MIpeJie/IHA T[eHa 110 SJICMEHTH, HOMEpPA U JlaTaTa Ha M3/IaBaHe Ha PEIICHUETO 3a YTBBP)KIaBaHE Ha
I[[€Ha;

10. nata Ha BIU3aHe B cuJjia Ha pemeHnuero Ha Komucusira;



11. norbHUTETHA UHMOPMAITHSL.

I'maBa nera
PEI'UCTPUPAHE HA IIEHA HA JIEKAPCTBEHMU ITPOAYKTH,
OTIIYCKAHMU 110 JIEKAPCKO INTPEJAIIMCAHHUE/BE3 JIEKAPCKO
MHNPEJAIINCAHMUME, 110 YJI. 2, AJL. 4

Yu. 22. (1) 3a peructpupane Ha IeHa Ha JIEKAPCTBEH IMPOIYKT, OTHYCKaH IO JIEKAPCKO TpeAmucanue/oe3
JIEKapCKO TpeNNucaHue, MPUTESKATEISIT Ha pa3pelieHueTo 3a ynorpeda WM YI'BIHOMOIIGH HETOB MpEACTaBUTEN
npencrass B Komucusra 3asBieHme 3a perucTpaius mo odpaser chriacHo nmpuiiokeHue Ne 1, B koeTo ce mocouBa
[[CHA Ha TPOM3BOJIUTENI BHB BallyTa/cBPO M B OBJITAPCKA JICBOBE, KAKTO M MaKCHMMalHa IpPOJaKHA IleHA Ha
JIEKapCTBEHHUS MIPOIYKT B JICBOBE C BKIIFOUEH JaHBK BHPXY JOOaBEHATA CTOMHOCT.

(2) K»M 3asBnenuero mo an. 1 ce mpuiiarat qokymeHTuTe mo wi. 14, an. 1, T. 1 - 4 u AOKyMEHT 3a MmiaTeHa
J'bpKaBHa TaKca 3a BCEKU OTJIEJIEH JIEKAPCTBEH MPOIYKT.

(3) 3a nexapcTBEH MPOAYKT MO Wi. 2, ajl. 4, MOJIYYMIJ pa3pelieHrne 3a MapajiesieH BHOC MPH HalIW4Yue Ha ChUMS
JIEKapCTBEH MPOAYKT ¢ peructpupaHa oT Komucusra MakcuMaiHa NMpoAa’kHa II€Ha, ce Mpujlara chblaTa LieHa clej
M3PUYHO NMHCMEHO 3asBJIEHHE M0 o0pasel chIVIacCHO mpuiioxeHue Ne 1 oT mpuTexaresns Ha paspelieHHeTo 3a
napaiesneH BHoc. KbM 3asBlIeHHETO ce puiaraT pa3pelieHueTo 3a apajlelieH BHOC U IOKYMEHT 3a IUIaTeHa Jbp)KaBHa
TaKca.

Y. 23. (1) B 30-gHeBeH cpok OT IpescTaBsHE Ha 3a8BJIEHUETO U JoKyMeHTHUTe Komucusra B3ema perieHue 3a
perucTparys Ha IIeHa Ha JIEKapCTBEHUS MPOIYKT, OTITYCKaH I10 JIEKAPCKO MPEANncaHe/0e3 JeKapcKo MpecaHue.

(2) Korato mogasenuTe 3asBiaeHUE U JOKYMEHTH HE OTrOBapAT HA U3MCKBaHUATa, KoMucHusTa MOXKE J1a M3MCKa
OT 3asiBUTEJNISI OTCTpaHsABaHE HAa HEMBIHOTUTE M HeaocTarbliuTe. B TO3M cinywailt cpokbT mo wi. 261a, an. 1, 1. 4,
cboTBeTHO 110 T. 5 3JIIIXM, cniupa 1a Tede 10 JaTtata Ha OTCTPAHSBAHETO UM.

(3) B ciiyyaii ue B cpok 30 IHH CUUTAHO OT JIaTaTa Ha YBEOMSABAHETO 3asBUTENST HE OTCTPAHU KOHCTAaTUPAHUTE
or Komucusita HemoCTaThllM M HEMBIHOTH, NpOIeAypaTa MO PETHCTPUPAHE HA I[€HA Ha JIEKAPCTBEH MPOJIYKT,
OTITYCKaH 10 JICKAPCKO Mpeanucanue/0e3 JIeKapcko MperucaHme, ce mpeKparsBa.

(4) Komucusita yBejoMsiBa TUCMEHO 3asIBUTEIIA 32 TIPEKPATsIBAHETO Ha MpoIleaypara mo ai. 3.

Yn. 24. (1) Pemenunero 3a perucTpupaHe Ha I€HA Ha JIGKAPCTBEH MPOJYKT, OTIYCKAaH MO JIEKAPCKO
npeanucanue/oe3 JIeKapCcKo Mpeanucanue, ChIbpiKa:

1. mopezieH HOMEP B PETUCTHPA;

2. MEXIyHAPOTHO HEMMATeHTHO HAUMEHOBAHME;

3. perucTpanmoHeH HOMEP Ha pa3pelieHUeTo 3a ynorpeoa;

4. HauMEHOBAHHE Ha JICKAPCTBEHUS IPOJIYKT;

5. nexapcTBeHa (popMa M KOJIMYECTBO Ha aKTHBHOTO BEIIECTBO B OKOHYATEITHATA OMAKOBKA;

6. MMe Ha MpHUTeXaTelds Ha pas3pelleHHeTo 3a YINoTpeda W Ha MPOU3BOAMUTENS/POM3BOJUTEIUTE HA
JIEKapCTBEHHUSI TPOIYKT;

7. perucTpupaHara MakCMMaliHa MPOAaKHA IICHA.

(2) llpn mpoMsHa Ha BNHCAHUTE B PETHCTBbpPA MO Wi. 26 OOCTOATENCTBA MPUTEKATENAT HA Pa3peLICHUETO 3a



yrnoTpeba Wi yI'bIIHOMOILEH HETOB MPEJCTaBUTEIN IpeAcTaBs 3asBieHre 10 Komucusra. [IpomsHara ce n3pbpiBa 1o
pena Ha 4. 22 1 23, KaTo ce mpujaraT caMo OTHOCUMHUTE KbM IIPOMSIHATA JIOKyMEHTH.

(3) Komucusra o0siBsiBa pemeHusTa 1o ajn. 1 B 7-THEBEH CPOK OT BIM3aHETO M B CHJIa B PETUCTHPA MO 4L 26.
Yui. 25. (1) 3asBieHus 3a 3ainyaBaHe Ha PErMCTpUpaHa 1IeHa Ha JIEKApCTBEH MPOJIYKT, OTIYCKAH I10 JIEKAPCKO
npeanucanue/de3 Jekapcko mpeanrucanme, ce nojaasar 10 Komucusra ot mpuTexarenst Ha pa3peleHnero 3a ynorpeda
Ha CbOTBETHHSI JIEKAPCTBEH MPOIYKT MJIK OT YITBJIHOMOILEH HETOB MPEACTABUTEN.

(2) KpM 3asBnienuero mo ai. 1 ce mpuiarar:

1. uaopMaIUs OTHOCHO €AMHHUS UACHTU(DUKAITMOHEH KO/l Ha JAPYKECTBOTO WJIM KOOTIEPAIUATa OT ThPTOBCKHS
PETUCTBP, a 3a APYXKECTBATA, PETUCTPUPAHU B AbPKaBa - YiICHKA Ha EBpONECKUS CBhIO3, HIIM B ABPKaBa - CTpaHa I1o
Cnopa3ymenueto 3a EBponeiickoTo MKOHOMHUYECKO ITPOCTPAHCTBO - KOMHME OT JOKYMEHT 3a akTyalHa PErMCTpalUs 1o
HallMOHAJTHOTO 3aKOHOJATENICTBO, U3/aJIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATa Abp)KaBa Ha JMIaTa mo ai. | He
II0-KbCHO OT 6 Mecela npeau M0AaBaHe Ha 3asiBJICHUETO;

2. U3pUYHO HOTApUATHO 3aBEPEHO II'BIIHOMOIIHO, B CIIy4yail 4e 3asBJIEHUETO C€ IOojaBa OT MPEACTAaBUTEN Ha
IpUTEkKaTeNsl Ha pa3pelieHueTo 3a ynorpeda; KoraTto IMbIHOMOLHOTO He € u3AajeHo B Penybnuka bbarapus, 3a Hero
ce MpeCcTaBs NPeBOA Ha OBJITapCKU €3UK, U3BBPILEH OT IMPEeBO/ady, KOWTO UMa CKIIFOUEH JI0roBOp ¢ MUHHCTEPCTBOTO
Ha BBHIIHUTE paObOTH 3a U3BBPIIBAHE HA ODUIIMAIHU IPEBOIH;

3. JoKa3aTesICTBa OTHOCHO IpeJICTaBUTEIHATA BJIACT HA JIUIIETO, MOANNCAI0 I'BJIHOMOIIHOTO 110 T. 2.

(3) B ciyuaii ye MEXIyHApOJIHOTO HEMAaTEHTHO HaMMEHOBAHME, KbM KOETO NMPUHAJUIEKH JIEKAPCTBEH INPOAYKT,
OTITyCKaH TO JIEKApCKO TPEANMCaHue, ¢ perucTpupana meHa, O0vae BwiodeHo B IUJIC u B cpok go 14 mHu oOT
NyOJMKYBAaHETO Ha CHUCHKA MO Wwi. 52 He ObJe MOoJaJeHO 3asBICHHUE 3a 0Opa3yBaHe Ha IpejeiHa IeHa mo wi. 13,

Komucusita ciyxe0HO 3aIn4aBa perucTprpaHara 1eHa.

(4) Ilpu mpekparsiBaHe, OTHEMaHe WU MU3THYaHe, 0e3 Ja Ob/ae MOJHOBEHO, Ha pa3pelieHueTo 3a yrmorpeba Ha
JIEKapCTBEH MPOJYKT pErucTpUpaHara My lieHa ce 3airdaBa ciayxeoHo oT Komucusra.

(5) lpu ycnoBusita Ha . 55, an. 6 3JIIIXM nekapcTBEH MPOIYKT MO al. 3 MOXe Ja ObJie MpoIaBaH 3a CPOK, HE
MO-TBJIBT OT €/IHA TOJIMHA, Ha PETUCTPUpAHaTa IeHa, YIBBP/AeHA MPEaH 3aTNYaBaHETO M.

(6) M3nbanutennata areHuus no sekapcrsara (MAJI) yBenomssa Komucusra nmo enekrpoHeH BT B 3-THEBEH
CPOK OT BJIM3aHETO B CHJIAa HA aKTa I10 ajl. 3, CbOTBETHO OT U3TUYAHETO Ha Pa3peleHUETOo 3a ynoTpeoa.

Yn. 26. Komucusra Boau MNyONMYEH pPETHCThP HAa MaKCUMaJHUTE MPOJAXHM II€HM Ha JpeOHO Ha
JIEKapCTBEHUTE MPOAYKTH 110 4. 2, al. 4, KONTO ChIbpiKa ciaelHaTa WH(opMaus:

1. mopeneH HOMEpP B pETUCTHPA;

2. MCKAYHAPOAHO HEITATCHTHO HAMMCHOBAHHC,

3. perucTpalliOHEeH HOMEp Ha pa3pelieHueTo 3a ynoTpeoa;

4. HaMMEHOBaHUE Ha JIEKAPCTBEHUS MTPOIYKT;

5. nekapcTBeHa opMa U KOJIMYECTBO HA aKTUBHOTO BEILECTBO B OKOHYATEIHATa ONAKOBKa;
6. M€ Ha IpUTEKATENsl Ha Pa3peIeHNEeTo 3a ynoTpeoa;

7. UMe Ha TPOU3BOJIUTENS HA JIEKAPCTBEHU S IPOAYKT;

8. perucCrprupaHaTa MakCUMaJIHa IIPOJaKHa ICHA, HOMEpA U JaTaTa Ha U3/JaBaAHC Ha PCUHICHHUCTO 3a PCTUCTPALU;



9. JiaTa Ha BJIM3aHC B CUJIa HA pCHICHUCTO HA KOMI/ICI/I}ITa;

10. nonpIHUTENHA HHPOPMALIHSL.

I'maBa mecta
YCIOBUSA U PE/l 3A PEI'YJIMPAHE HA HEHUTE HA
JIJEKAPCTBEHUTE ITPOJ/IYKTH 110 UJI. 2, AJI. 1 1 YCJIOBHUISITA,
ITPABUJIATA U KPUTEPUUTE 3A BKVIIOYUBAHE, IIPOMEHU
N/NJIN U3KJIIOUYBAHE HA JIEKAPCTBEHMU ITPOAYKTHU OT
IO3UTUBHUSA JIEKAPCTBEH CIIMCBK

Paznea I
YcioBusi, MIPaBUJIA U KPUTEPUH 32 BKJIOYBAHE HA JIEKAPCTBEHU
npoayKTH B I103UTHUBHMA JIEKAPCTBEH CIUCHK

Ya. 27. (1) (Ilpenumen Texet Ha uwi. 27 - JIB, 6p. 68 or 2012 1. ) B [lo3uTuBHUS JI€KapCTBEH CIHUCHK Ce
BKJTIOUBAT JICKAPCTBEHU MPOIYKTH, KOUTO OTTOBAPAT Ha CICAHUTE YCIOBUS:

1. pa3perenu ca 3a ynorpeda cbriacHo usnckBanusara Ha 3JITIXM;

2. B KpaTKaTa XapakTepHCTHKa Ha TPOJYKTa ca IOCOYCHU TOKa3aHUs 3a JICUYCHHE, NPOQUIAKTHKA WIIH
JIMarHOCTHKA Ha 3a00JIIBaHUATA, 3allJIalllAH| 110 peaa Ha 4. 6, a. 2;

3. (u3m. - JIB, 6p. 68 ot 2012 r. ) MEXIyHApOJAHOTO HEMATEHTHO HAMMEHOBAHHWE, KbM KOETO MPHUHAIJICKH
JIEKapCTBEHUST MPOIYKT/KOMOMHanusATa (Mpu KOMOWHHMpPAHU JIEKAPCTBEHU MPOIYKTH), CE 3amjama OT OOIIecTBeH
3IPaBHOOCUTYpUTENIEH (POH/I TIPU CHIMTE 3a00JIBaHUS WJIM UHIUKAIIMHU TTOHE B TIET OT CICTHUTE AbpkKaBu: PymbHUS,
Opannus, Ecronus, I'spuus, CrnoBakus, JIutsa, [loptyranus, Ucnanus, benrus, Yexus, [onma, JlatBus, Yurapus,
Uranus, ®unnanaus, lanus u CioBeHus;

4. neKapCTBEHUTE MPOIYKTH Cca B IEKAPCTBEHH U J1030BU (HOPMHU C PEKUM U HAYMH Ha MpUJlaraHe, MoIXO M 3a
JICUCHHEC Ha 3a00/IsIBaHUATA, IOCOYCHH B 4il. 6, alL. 2;

5. HalpaBCHa € OLICHKA 11O pClia Ha YJI. 28.

(2) (Hosa - IB, 6p. 68 ot 2012 1. ) B [lo3uTUBHMS JEKapCTBEH CIUCHK C€ BKIFOYBAT TCHEPUYHHU JICKAPCTBEHHU
MPOYKTH, 32 KOMTO 3asBEHAaTa [[eHa Ha MPOM3BOAMTEIN 10 4. 8 He HaaBuIa 80 Ha CTO OT LleHaTa Ha MPOU3BOIUTEI
Ha JICKAPCTBEH MPOMAYKT, BKIIOUEH B [I03UTHBHUS JIEKAPCTBEH CIUCHK, U KOHTO ce cuuTa 3a pedepeHTeH JIEKapCTBEH
IIPOJYKT IO cMUCHIa Ha wi. 28 3JITIXM.

(3) (HoBa - JIB, Op. 68 ot 2012 r. ) M3uckBaHneTo Ha aj. 2 HE ce Mpujara 3a TCHEPUYHH JICKAPCTBEHHU TTPOTYKTH,
3a KOUTO Ha pedepeHTHUs JEKAPCTBEH MPOIYKT mo cMuchia Ha wi. 28 3JIIIXM B cpok 10 eqHa ToAuHa Mpeau
M3TUYaHe Ha MaTeHTa U/WJIM Ha CpOKa Ha 3al|Ta Ha JaHHUTE 1leHara mo wi. 258, an. 1 3JI[IXM e namaneHa, OCBEH B

ClIydail Ha HaMaJeHHe 1o peaa Ha Wi 38.

Y. 28. (1) B Ilo3uTuBHUS JTeKapCTBEH CNHUCHK C€ BKIIOYBAT JIEKAPCTBEHH MPOAYKTH, Ha KOUTO € M3BbpILEHA
OLICHKA 110 CIICIHUTE KPUTEPUH:

1. HanmuuwMe WM JINIICa Ha JICKApCTBCHA AJITCpHATHBA 3a JICHCHHUC HaA 3360J’I${BaHeTO, 3a KOECTO € NMpCAHa3SHA4YCH
JICKApCTBCHUSAT IPOAYKT,

2. KpuTepuu 3a e(UKaCHOCT U TeparneBTUYHA ePeKTUBHOCT:

a) OIICHKa Ha TeparneBTUYHAaTa 110J13a Ha JIEKapCTBEHUS MPOIYKT;



0) yapKaBaHe MPOIBDKUTETHOCTTA Ha )KHBOTA;

B) MOJ00PsIBaHE KAYECTBOTO HA )KUBOT;

T) TOMBIHUTEITHU TEPANEBTUYHU TOJI3H;

1) HamMaJIsiBaHE Ha YCIIOKHEHUSATA OT OCHOBHOTO 3a00JISIBaHE;
€) ynoOCTBO 3a MaIMeHTa,

K) e(eKTHBHOCT Ha JIEKAPCTBEHUs TNPOJIYKT, CBBp3aHAa ChC crenuduuHaTa JeKapcTBeHa (opma, W BT Ha
BBBEXKIAHC,

3. KpuTepuu 3a 0€30MaCHOCT Ha JICKAPCTBEHUTE MPOYKTH:

a) YeCTOTa Ha HeXKEIAHUTE PEAKIINY;

0) TeXECT Ha HEXKETAaHUTE PeaKiuu;

B) UECTOTA Ha MPEYCTaHOBSBaHE Ha JICUCHUETO TIOPAIN HEXKEITaHH PEaKInH;

F) HaJIn4ue Ha H€O6XOI[I/IMOCT OT MMpHJIaraHe Ha JOM'BJIHHUTCIIHU HpO(bI/IJ'IaKTI/ILIHI/I W TCPpallCBTUYHU MCPKU 3a
npeaoTBpaTdBaHC Ha HCKCIIAHN PCAKINH

4. (hapMako-MKOHOMHUYECKU TTOKa3aTeIH:

a) Pa3Xxo/IH 3a TEpanus C JeKapCTBEHUS TPOIYKT;

0) cpaBHEHUE Ha Pa3XoAUTE 3a TEpaIus C HATMYHUTE AJITEPHATUBY;

B) CHOTHOIIICHUE Pa3X0/I-pe3yJiTarT;

') HKOHOMHYeCKa OI[eHKa Ha JOTBIHUTEIHUTE TTOJ3H;

1) aHaTU3 Ha OI0/PKETHOTO BB3/IelicTBHE Ha 06a3a 04akBaH Opoil MalMeHTy;

5. IeKapCTBEHUSAT MPOIYKT € 3a JIeYeHHE Ha 3a00JIIBaHUs C BUCOK PUCK 32 OOIIECTBOTO.

(2) 3a nmexapCTBEH MPOJIYKT, 3a KOMTO € HaJHIle JIEKAPCTBEHA alTepHATHBA 3a JICUCHHE Ha 3a00IJIIBaHETO, 3a
KOETO € IpeJHa3HaueH, OIleHKaTa Ha KPUTEPUUTE MO all. | ce M3BBpIIBa KATO CPAaBHUTEJICH aHAJHU3 C JIEKapCTBEHATa
alITepHATHBA.

(3) KoraTo eauu unu moBeue JIGKAPCTBEHHU MPOJYKTH ChC CHILIOTO MEXAYHAPOJHO HEMATEHTHO HAaUMEHOBAHUE,
JeKapcTBEeHa (opMa U KOHIICHTPAIIHS Ha aKTHBHOTO BEIECTBO, C M3KITIOYCHUE HA JICKAPCTBEHUTE MPOAYKTH MO Wi. 29

3JIIIXM, Beue ca BKItOYeHHU B choTBeTHATA 4acT Ha [IJIC, He ce u3BbpIBa o1eHKa o ai. 1.

Ya. 29. (1) B Io3uTtuBHUS JEKapCTBEH CHUCHK C€ BKIIOYBAT JIEKAPCTBEHUW MPOJAYKTH IPHU CHa3BaHe Ha
CJIEIHUTE MpaBUJIa:

1. xoraTto OTroBapsT Ha yCIOBMATA Ha WiI. 27;
2. U3BBPIICHA € OIEHKA Bb3 OCHOBA Ha KPUTEPUUTE MO Wi. 28 chIitacHO Npuiioxkenue No 3.
(2) KomOunupanu mnexkapctBeHu mponayktu ce BraouyBaT B [IJIC, korato komMOumHanusita OCHTIypsiBa

TCPAIICBTUYHHU HIPCIUMCTBA H/UIIH YI[O6CTBO B HaUMHA Ha IPpHJIAraHc IIpW pPaBHA MWW I10-HHUCKaA CTOMHOCT B
CpaBHCHUC C pa3AaCIHOTO NpUJlaraHe Ha CbCTAaBKUTC Ha KOM6I/IHaL[I/I$ITa WA IIpU JUIICa HAa HAKOU OT CHCTABKUTC -



paBHa UJIK MO-HUCKA CTOMHOCT Ha CpCaHa NPOABIZKUTCIIHOCT Ha KypC JICUCHHUC, UJIU JOKA3aHO OCUTYpsABa 3HAUYUTCIIHA
TEPANICBTUYHN NPEANMCTBA B CPABHCHUE C PA3JACIIHOTO IMPHJIATaHE CHBCTABKUTC Ha KOM6I/IHaHI/I$ITa, nim BOAU O
HaMaJIIBaHC Ha JICKAPCTBCHATa PE3UCTCHTHOCT IIPU JICUCHHUC Ha HH(beIﬂlHH " MapasuTHU OolecTH.

Pa3zpea 11
Pen 3a BKIIIOUBaHe, NPOMSIHA W/MJIM U3KJIIOYBAHE HA JIEKAPCTBEHHU
NnpoaAyYKTU B [103UTHBHUSA JIEKAPCTBEH CIUCHK U YCJIOBUSA U pel 32
peryJidpaHe Ha HEeHUTEe HA JIEKAPCTBEHUTE MPOAYKTH 10 Wi 2, aJ. 1

Y. 30. (1) 3a Bx1ouBaHe, IPOMEHHM W/WIIM M3KIIOYBaHE Ha JiekapcTBeH Npoaykr B [JIC mputexarensr Ha
paspeleHneTo 3a ynorpeda Ha CbOTBETHUS JIEKAPCTBEH MPOAYKT MM YII'BIHOMOILEH HETOB IPEACTaBUTEN M10/aBa JI0
Komucusra 3asBienue no odpaser cbriiacHo npuioxkenue Ne 1.

(2) MotuBupanu NMHCMEeHM mpeiokeHuss 1o Komucusra 3a M3KIOYBaHE, 3a NMPOMSHA HA IOKa3aHHsATa, 3a
NpOMsHA, CBBp3aHa C pella 3a 3aljaliaHe, 3a MpOMsSHa B HauMHa Ha oOpa3yBaHe Ha pedepeHTHaTa CTOMHOCT WK
HUBOTO Ha 3arjialiaHe, ¢ KouTo JiekapcTBeH mpoaykr mo INN e Bwmowedn B IIJIC, morat ga ce mpaBsaT OT
M3nmpnHuTENHATA areHiys no Jiekapcrpara, oT HanmoHanHaTta 31paBHOOCHTYPHUTENHA Kaca 1 OT MUHHUCTEPCTBOTO Ha
3paBEOIIa3BaHETO.

Y. 31. (1) Coc 3asBreHUETO 32 BKIIOYBAHE Ha JiekapcTBeH MpoaykT B [LJIC mpuTexaTensT Ha pa3pernieHHeTo
3a ynoTpeda WM YITBIHOMOIICH HEroB MpeICTaBUTEN 3asBsiBa M 0Opa3yBaHe Ha IleHa Mo wi. 2, aj. 1, KaTo mocouBa
I[[eHAaTa 110 eJIEMEHTH ChOOPa3HO MpaBHJIIaTa, TOCOUYCHH B 4II. 8.

(2) (Jom. - IB, 6p. 68 ot 2012 r. ) KbM 3asBineHuero mno ain. 1 ce mpuiiara Jekiapanusi-cripaBka mo odpaserf
ChITIaCHO MpuiIokeHHue Ne 4 OTHOCHO IIEHUTE Ha MPOM3BOJMUTEN B ChOTBETHATA BallyTa U B €BPO, JIOTOBOPEHU C
OOIIECTBEHUTE 3ApaBHOOCUTYpUTeNHU (oHIoBe B PymbHus, Dpanuus, Ectonus, ['spums, CrnoBakus, Jlutsa,
[opryranus, Utanus, ®unnanaus, Hanus, Cinoenus u Mcnanus.

(3) LlennTe HAa MpOU3BOAUTEN B JEKIapanusTa o ajl. 2 TpsOBa Jia ca KbM JaTa, HEe MO-paHHa OT €AUH Mecel] OT
JlaTaTa Ha 10/IaBaHe Ha 3asBJICHUETO.

Y. 31a. (Hos - /IB, Op. 68 oT 2012 r. ) 3a nexapcTBEH NPOAYKT, MOIYYUII pa3pelieHue 3a napajieieH BHOC Mpu
HIMYME Ha CBHIMS JIEKApPCTBEH IPOIYKT, KOHTO € M C eIHO M ChII0O HaWMEHOBaHWE, BKIO4eH B [losuTuBHUSA
JIEKapCTBEH CIUCBHK M C YIBBPJEHA OT KOMUCHATA II€Ha Mo wWi. 2, ai. 1, ce mpuiara chblaTa 1leHa U ce BKIIOYBA B
CbIIMTC IMPHUIIOKCHUSA Ha IUIC CJICA HU3PHUYHO NUCMCHO 3adBJICHUC I10 IMPUITIOKCHUEC Ne 1 ot MNPpUTCIKATCIIA Ha
pa3pelnieHneTo 3a napaesieH BHOC. KbM 3asBiIeHHETO ce mpuiiaraT pa3penieHHeTo 3a mapajeiieH BHOC U JOKYMEHT 3a
nJaTeHa JbpKaBHa Takca.

Y. 32. (1) KoM 3asBnenuero no 4. 30, an. 1 ce npunarart:

1. xomue OT pa3peleHne 3a ynoTpeda Ha JeKapCTBEHHUSI TPOIYKT, KOTaTO pa3pelieHneTo 3a yrnorpeda € u3aaieHo
no peaa Ha Permament (EO) Ne 726/2004, Ilpunoxenue 1 "Kparka xapakrepuctuka Ha npoaykra", [lpunoxenue Il
'Tlputexkaten Ha pa3pelieHUETO 3a MPOU3BOACTBO, OTIOBOPEH 3a OCBOOOKJaBaHE Ha MapTUAU. YCJIOBUS Ha
paspemerueTo 3a ynorpebda" u [Ipunoxkenne Il "O3HaueHUs BBPXY OMAaKOBKATa U JIMCTOBKATa" KbM Pa3peIIicHUETO Ce
IIPEICTABAT Ha €JIEKTPOHEH HOCUTEIL;

2. uH(popMaIUs OTHOCHO €JMHHUS UACHTU(UKAIIMOHEH KO/l Ha IPY)KECTBOTO WJIM KOOMepaIusaTa OT ThPrOBCKHS
pETUCTBP, a 3a ApYKEeCTBaTa, PETUCTPUPAHU B AbpKaBa - 4jleHKa Ha EBpomneiickus cbio3, UM B Abp)KaBa - CTpaHa I1o
Cnopa3zymenuero 3a EBponeickoTo MKOHOMUYECKO MTPOCTPAHCTBO - KOMHME OT JIOKYMEHT 3a aKTyajHa pEerucTpanus no
HallMOHAJTHOTO 3aKOHOJATEJICTBO, N3/1aJIcH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA JbprKaBa Ha Jnnara no wi. 30, ai.
1 He mo-KbCHO OT 6 Mecela Ipeu MoJAaBaHe Ha 3asiBICHUETO;

3. U3pUYHO HOTApUAIHO 3aBEPEHO II'BIIHOMOIIHO, B CIIydail 4e 3asBJICHUETO CE IOJaBa OT IPEACTAaBUTEN Ha
IpUTEkKATENs] Ha pa3pelieHueTo 3a ynorpeda; KoraTo IbIHOMOLHOTO He € u3AajeHo B Penybnuka bwiarapus, 3a Hero
ce MpeJICTaBs MPEBOJ] Ha OBITapCKU €3UK, U3BBPILEH OT MPeBojiay, KOWTO NMa CKIIOUEH JOroBOp ¢ MUHHMCTEPCTBOTO



Ha BBHIIHUTE paOOTH 3a U3BBPIIBaHE HA ODUIIHATHU TPEBOIH;

4. CIMCBK HA CTPaHUTE, B KOUTO MEXAYHAPOJHOTO HEMAaTEHTHO HAaMMEHOBaHHUE, KbM KOETO MPHUHAJICKH
JIEKAPCTBEHUSAT TPOIYKT/KOMOMHANusATa (Mpu KOMOWHHMPAHH JICKAPCTBEHU MPOJIYKTH), CE 3arjamia OT OOIIeCTBeH
3IpaBHOOCUTYpUTENIECH (POHT;

5. maHHuU OT npoBeAeHU B Penybnuka bearapus wiam B 4yykOMHa KIMHUKO-(AapMaKOJIOTUYHU W3MUTBAHUS Ha
JIEKapCTBEHMUsI TPOYKT ChIVIACHO MpaBuiara Ha /loOpaTa KIMHMYHA MPAKTHKA,

6. JCKIIapanus 3a OCUTYpsIBAHC Ha HeO6XOJII/IMI/ITe KOJIMYECTBA Ha JICKAPCTBCHUA MPOAYKT B 3aBUCHUMOCT OT
KOHKPETHUTC HOTpe6HOCTI/I Ha CTpaHara,

7. nedbvHWpaHa THEBHA J03a MO MOCIETHU NaHHW Ha CBeToBHATa 37paBHa opranu3amus, Opoit Ha JIJI/ B
ChOTBETHATA OMAaKOBKA, a MpU JIMIICA HA TakaBa J03a ce JeduHHUpa MPEnophbUMTETHA JHEBHA 7032 CHIVIACHO
MOKa3aHMATa OT KpaTKaTa XapakTepUCTHKA Ha TTPOIYKTa;

8. mpenopbuuTeIHA TEpalneBTUYHA JHEBHA 71033, ako € paznuuHa or JJI/; cpenHa mpoAbIKHUTENIHOCT Ha
JICYCHUETO 3a MOKA3aHMATA, YTBBPJCHU B KpaTKaTa XapakTepHUCTUKAa Ha MPOIYKTa; HEOOXOAMMOCT OT CHIIPOBOXKIAINO
MEJIMKaMEHTO3HO JICUEHUE B ITIOKa3aHUETO CHIVIACHO KpaTKaTa XapaKTepHUCTUKA;

9. IOKyMEHT 3a IJIaTeHa Abp>KaBHA TaKca 3a BCEKU OT/EJICH JIEKAPCTBEH MPOAYKT;

10. ¢gapMako-MKOHOMHYECKH aHajIW3, M3rOTBEH WJIM aJalTHpaH 3a CTpaHaTa, MPUIPYKEH CbC CpPaBHUTEIEH
aHaJIU3 U HAJMYMETO Ha JIEKapCTBEHA aJITepHaTHBA 3a JICYeHHE Ha 3a00JIBaHeTo.

(2) Hoxymentute mo an. 1, 7. 5 u 10 ce mpunarat camo 3a JIGKAPCTBEHU MPOIYKTH, KOUTO MPUHAIIEKAT KbM
MEXIYHApOJHO HEMAaTeHTHO HaUMEHOBAHUE, JISKapcTBeHa (JopMa U KOHIIEHTpAIUs Ha aKTUBHOTO BEILECTBO, KOETO HE
€ BKIIIoUeHO B choTBeTHaTa yacT Ha I1JIC, u 3a Te3u mmo wi. 29 3JITIXM.

(3) 3a BepHOCTTa Ha JAHHUTE, MOCOYEHU B 3asABJICHUETO M B MPUAPYKABALMTE IO JOKYMEHTH MO ail. 1,
MPUTEKATENAT Ha pa3pelicHUEeTo 3a ynoTpeda UM HETOBUSAT YITHIHOMOIICH MPEICTaBUTEN MPEJCTaBs JACKIapaius mo
oOpaset, yrBbpaeH oT Komucusra.

(4) Komucusra Moke MOTMBUPAHO J1a TIOMCKA OT 3asBUTENS JOMBIHHUTEIHA WHQPOpMAIUsi, HeoOXoauma 3a
B3¢€MaHE Ha pEIIeHHE 3a BKIIOYBAHE, MPOMEHU W/WUIN U3KII0YBaHe Ha jekapctBeH mponaykr oT IUIC, kakro u 3a

oOpa3yBaHe Ha IleHa 1Mo 4. 2, ai. 1.

(5) Ilpu npomsina Ha BriItoueH B IIJIC nekapcTBEH MPOAYKT ce MpuiaraT CbOTBETHUTE JTOKYMEHTH, CBBP3aHU C
MpOMsIHATA.

Y. 33. (1) Ot Ilo3uTrBHUS JEKapCTBEH CIUCHK C€ U3KITIOUBAT JIGKAPCTBEHHU MPOIYKTH, 32 KOUTO:
1. e HacTBIUIIA TPOMSIHA HA KPUTEPUUTE MO OTHOIICHHWE HAa €(PUKACHOCTTA U TeparneBTUYHATa €(eKTUBHOCT B
YIBBPJCHUTE TpaBUJIa 3a JICUCHHE HA 3a00JSBAHUATA CHITIACHO HALIMOHATHUTE U MEXKIyHAPOJHHUTE TEPareBTUUYHU

CTaH/IapTH;

2. ca YCTaHOBCHU IMOJO3HMPAHU HEOYAKBAHW CCPHUO3HU HECKCIAHU JICKAPCTBCHHU PCAKIHUHU U H€6J’IaFOHpI/I${THI/I
IIPpOMCHHU B 0e30MacHOCTTa Ha JICKaApCTBCHUA ITPOAYKT,

3. ca mpeacTaBeHU HOBU JJAaHHU OTHOCHO CpaBHUTEIHATa (papMako-UKOHOMUYecka 000OCHOBAHOCT Ha ynorpebdara
uMm;

4. e oTmmaHAIO 3a00JIIBAaHETO, 32 KOETO Ce 3aIljIalliaT C MyOJIMYHH CPECTBa;

5. e mojaneHa Moyida OT MpHUTEKATeNs Ha PA3pEIICHUETO 3a YINOTpeda WM OT HETOBHS YI'BIHOMOILIECH
MpeJICTAaBUTE;



6. € mo/AaieHO MUCMEHO yBeAoMJIeHHE 10 M3mbaHWUTENHAaTa areHius MO JieKapcTBara 3a IMpPEyCTaHOBSBaHE
MPOAKOUTE HA JICKAPCTBEHUSI MMPOIAYKT ChriacHo wi. 54, an. 2 3JITTXM 3a cpok, mo-awrsr oT 60 10U,

7. € moaIeHo MUCMEHO yBeoMIIeHNE OT M3bIHUTEIHATa areHIUsl 110 JISKapCTBaTa, 4 JICKAPCTBEHUST MPOIYKT
HE € MycHaT Ha ma3apa noBeue oT 30 IHM ciej Aarara, mocouyeHa B yBeaomieHueTo no ui. 54, an. 1 3JIIIXM;

8. € mo/IaZIcHO MUCMEHO YBEJIOMJIEHHUE, Y€ pa3pelleHUEeTo 3a ynorpeda Ha JIEKapCTBEHUS MPOIYKT € MPEKpaTeHo
MpeICPOYHO 0 peaa Ha wi. 55, an. 3 3JITIXM;

9. e moaIeHO MOTUBUPAHO TIpeyiokeHue no wi. 30, an. 2;

10. He e moganeHo 3asABJIEHNE IO pena Ha Hapeadara mo wi. 45, an. 8 oT 3akoHa 3a 34paBHOTO OCUTYpsIBaHE B
€JHOMECEUYEH CPOK OT BKIIFOYBAHE Ha JiekapcTBeHU s poaykT B [UIC;

11. ca HacTBIUIM ycnoBuUATa Mo wi. 262a, an. 7 3JITIXM.
(2) B ciiywas mo an. 1, 1. 10 nexapcTBeHUST NpoayKT ce u3kimousa camo oT IUIC mo ui. 6, an. 2, 1. 1.

Y. 34. (1) B 60-1HeBeH cpok OT qaTtara Ha MmojaBaHe Ha 3asBieHuero mo uwi. 30, an. 1 Komucusra pasriexaa
3asBJICHUETO U MPUIIOKEHUTE KbM HETO JIOKYMEHTH M B3€Ma pelleHHEe, ¢ KOETO YTBBbpXkIaBa I€Ha Ha JICKAPCTBEH
MPOJYKT 110 wi. 2, ai. 1 u ro Bxmousa B [1JIC uiam oTka3Ba a yrBbp/IM II€HA HA JICKAPCTBEH MPOJAYKT MO WI. 2, al. 1 u
na ro sxiroun B IJIC.

(2) B ciyganTe mo ui. 28, an. 3 Komucusra ce mpousHacs B cpok 110 30 qHu.

(3) B cpok g0 30 gHM OT mocThIBaHE Ha 3asBJICHHE 3a MPOMsHA WM W3KIIO4YBaHe Ha BimoueH B [1JIC
nekapcTBeH NpoaykT Komucusra pasriexaa 3asBICHHETO U C€ NMPOM3HACS MO HEro, KaTo yBEIOMSIBA 3asBUTENS 3a
PEIIEHHUETO CH.

(4) Ipu u3KIOUBaHE HA JEKAPCTBEH MPOAYKT OT Bcuuku nprioxenus Ha [UJIC ce 3anmyaBa u 1ieHara My Mo il
2,an. 1.

(5) IIpu 3ainuaBaHe Ha 1IeHATa Ha JICKAPCTBEH MPOAYKT MO ajl. 4 B ciiydyauTe Ha uskitouBaHero my ot [UJIC nHa
ocHoBaHue 4i. 33, 1. 1, 3, 4 u 9 nenara no wi. 2, ain. 2 Ha JEKAPCTBEHUS MPOJAYKT € BAJIIUJHA B CPOK OT JIBa Mecela
camo B ciTydail Ha ToJlaBaHe Ha MUCMEHO 3asBieHue 10 KoMmucusara ot mputexarelis Ha pa3pelieHNeTo 3a ynoTpeda B
CpOKa 3a 00kaJIBaHEe Ha PEIIeHUETO.

(6) Koraro npu pasriexgane Ha 3asBieHusaTa mo an. 1, 2 u 3 Kommcusta KOHCTaTHpa HEIOCTATHIU HIIH
HEMBJIHOTH B TIPEJCTaBeHAaTa JOKYMEHTAI[Ms, MMa MPaBO Jia U3MCKa OT 3asBUTENS OTCTPAHSBAHE HA HEMBIHOTUTE U
HEJIOCTAaThLUTE B JOKyMEHTAIUATA, KAKTO U JOMBIHUTEIHA MHQOpPMalKs, KaTO yBelIOMsBa 3asBUTENS MO pelna Ha

AJMMHUCTPATUBHONIPOLIECYAIHUS KOAEKC. B To3u citywaii cpokoBere 1o ain. 1, 2 u 3 criupar ja Texar.

(7) B ciyuaii ue B cpok 10 30 JHM CUMTAHO OT JaTaTa Ha YBEJOMSBAHETO IO all. 6 3asBUTENAT HE OTCTPaHU
KOHCTaTupaHuTe oT KoMucHusATa HEJOCTaThIM U HEII'BIHOTH, IIPOLIEAypaTa ce IPEeKpaTsaBa.

(8) Komucusra yBemomsiBa MICMEHO 3assBUTENSA 3a MIPEKpPaTsIBaHETO Ha MpolLielypara 1mo aj. 7.
Ya. 35. (1) IIpu orkaz 3a BKIOYBaHEe, 32 MPOMSHA WM 3a M3KIIOYBaHE Ha JiekapcTBeH mpoaykr ot [IJIC
Komucusita MOTMBUpa pPEIICHUETO CU B CHOTBETCTBUE C KPUTEPUMUTE, YCIOBHUSTA WU MpPABUIIATA, YCTAHOBEHU B

Hapezl6aTa, KaTo yBCJAOMsBaA 3asABUTECIIA 110 pClia Ha A}IMI/IHI/ICTpaTI/IBHOHpOIIeCyaIIHI/ISI KOJCKC.

(2) Ilpu oTka3 3a BKItouBaHe Ha JekapcTBeH npoaykT B IVIC Komucusita oTka3zBa U yTBBpKIaBaHETO Ha 1IeHA 110
. 2, ai. 1.

(3) Pemenusra na Komucusita no an. 1 u 2 nojyexar Ha oOKanBaHe:

1. mo anmMuHMCTpaTuBeH pex npen Komucusra no npo3padHoct;



2. mpeA ChJl 1O peaa Ha AIMUHUCTPATHBHOIPOLIECYATHUS KOJIEKC.

Y. 36. (1) [Iputexartenar Ha pa3pelieHUETO 3a YnoTpeda WM YITbJIHOMOIIEH HEroB INPEJCTaBUTENl MOXKE Ja
3asiBU MOTUBHUPAHU TIPOMEHU B YTBBpJICHATA I[€HA Ha JICKAPCTBEH MPOAYKT MO 4i. 2, ai. 1 He mo-paHo oT 12 Mmecena
clie/l yTBBbpKJIaBaHe Ha MOCIIeIHAaTa 1IeHa.

(2) Orpanuuenuero mo aji. | He ce OTHAcA 3a CIydyauTe, B KOUTO MPUTEXKATENAT Ha Pa3pelieHHEeTo 3a yrnorpeda
M0J1a/1€ 3asiBJICHUE 32 HAMAJIIBaHE Ha yTBbPJCHATA IIeHa Ha JICKApCTBEH MPOAYKT 1Mo Wi. 2, aj. 1.

(3) He moxe na ce 3asiBM yBeNIMUYEHUE Ha II€HA Ha JIGKAPCTBEH MPOMAYKT IO 4Wi. 2, all. 1 ¢ IPOLEHT, MO-ToJsM OT
CTaTUCTHYECKH OTUETeHaTa MHQUIAK 3a TIepro/ia Ha e CTBHE OT MocieiHaTa oOpa3yBaHa 1eHa.

Yu. 37. B paMkuTe Ha yTBBpJEHaTa L€HA Ha JEKapCTBEHU MPOJYKTH MO wWi. 2, ain. 1 meHooOpa3yBaHeTo Ha
THPIoBella Ha €Ip0 U Ha ThProBela Ha ApeOHO ce OCBIIECTBABA, KAKTO CIEBAa:

1. TBproBesT Ha JpeOHO U3BBPIIBA MPoAak0a 1o IeHa, He T0-BUCOKa OT YTBBp/ICHATA IICHA,

2. TBProBeUbT Ha €IpO MPOJaBa JICKAPCTBEHHU MPOIYKTH MO JAOTOBOpPEHA II€Ha, YMHTO pa3Mep HE MOXKe Ja €
MO-BHCOK OT pa3Mepa Ha oOsBeHAaTa II€Ha 3a CHOTBETHHUS JIGKAPCTBEH MPOJYKT, HaMajeH CbhC CTOMHOCTTa Ha
HaJIIIEHKaTa Ha ThpPTroBella Ha IPeOHO.

Ya. 38. (1) (U3m. - 1B, 6p. 68 ot 2012 r. ) B ciydaii Ha nurca Ha MpPOMsIHA Ha I[EHHUTE, IMOCOYCHU B
JIeKIapalusaTa-crpaBka mo wi. 31, aji. 2, Bb3 OCHOBA Ha KOSITO € OMJIa YIBBpJIeHA I[eHa M0 WI. 2, aJl. | Ha BKIIOYCH B
[UUIC mekapcTBeH MPOIYKT, MPUTEKATEISIT HA pa3pelieHue 3a yrmorpeda WM YIBIHOMOIICH HErOB MPEICTaBUTEN
MpPENICTaBsl HE TMO-KbCHO OT IIECT Mecela OT JaraTa Ha YTBBp)KIaBaHE Ha IocieqHara neHa mpen Komucusra
JIeKIIapalus, yIocToBepsBalia Te3u 00CTosITeNCTBa.

(2) (M3m. - IIB, 6p. 68 ot 2012 1. ) [Ipn Hanuuue HaA NMPOMSHA HA IEHUTE HA JICKAPCTBEH MPOAYKT 1Mo ai. 1,
MOCOYECHU B JIEKIIapanusiTa-cipaBka mo wi. 31, an. 2, npu kosto pedepeHTHATA 1IeHa 1Mo 4i. 8, an. 1, T. 1 e mo-HuCKa B
CpaBHEHHE C pedepeHTHaTa I[eHa, Bb3 OCHOBAa Ha KOSTO € Ouia oOpa3yBaHa II€HATa Ha JIGKAPCTBEHHS MPOJIYKT,
MPUTEXKATEIAT Ha paspelieHue 3a ynorpeda il yITbIHOMOIICH HETOB MPEeACTaBUTEN HE MO-KbCHO OT IEeCT Mecela OT
JlaTaTa Ha YTBBpPKJaBaHE Ha MOCJEIHATA 1IeHa Ha JICKAPCTBEH MPOJAYKT MpeacTaBs mnpen Komucusita 3asBiieHHE 32
MpoOMsIHA Ha YTBBPJICHA I[CHA.

(3) Ako mpuTexarenasT Ha paspelieHHe 3a yrnorpeda WM YI'BIHOMOIIEH HErOB MPEACTaBUTENl HE MOJa/e
JeKIaparys 1mo aix. | Wi 3asBlICHUE 10 ajl. 2 U CJe]] POBEpKa OT EKCIIePTH OT CIeIHaIM3upaHaTa aJMUHUCTPAIIHS
Ha MUHUCTEpCTBOTO Ha 3/1paBeona3Banero (M3) ce ycTaHoBH, 4e pedepeHTHaTA eHa mo wi. 8, an. 1, T. 1 e mo-Hucka
B CpaBHEHHE ¢ pelepeHTHATA [IeHa, Bh3 OCHOBA Ha KOATO € Oriia o0pa3yBaHa IIeHaTa Ha JIEKAPCTBEHUSI TPOYKT 110 UII.
2, ann. 1, Komucusra ciayxeOHO B3eMa pellicHHUE 32 TPOMsHA Ha YTBBPICHA I[eHa Ha JICKAPCTBEH TPOIYKT.

(4) TlpoBepkata mo ain. 3 ce u3BbpIBa A0 15-0 Yrcio Ha Mecella, CeIBall Mecella, Mpe3 KOUTO € U3TEKbJ CPOKBT
3a MOJaBaHe Ha JIeKIapalus, CbOTBETHO 3asaBieHue, a Komucusta 10 30-0 4ucino Ha ChbUMs MEcel] B3eMa pelleHue 3a
MpOMSIHA Ha YTBBPJICHA I[€HA Ha JIEKAPCTBEH MPOIYKT.

(5) Koraro npu nmpoBepka Ha MOAAJCHUTE ACKIapallMy Mo al. 1 crenuaiu3upaHara aJMUHUCTpanus Ha M3
YCTaHOBH, Y€ pedepeHTHaTA [IeHa 1o WiI. &, ai. 1, T. | e mo-HuCKa B cpaBHEHHUE ¢ pedepeHTHATa IIeHa, Bh3 OCHOBA HA
KOSITO € Omita oOpa3yBaHa IieHaTa Ha JIEKApCTBEH MPOAYKT mo wi. 2, an. 1, Komucusra yBemomsBa npurexaress Ha
paspeleHre 3a ynorpeda WM YITbIHOMOIICH HEroB MPEJACTaBUTEN J1a MOJaJe 3asBJICHHUE 3a MpoMsiHa B 14-1HeBeH
CPOK OT YBEJIOMIICHUETO U 32 OTKPUTHTE I[CHHU.

(6) Koraro B cpoka mo an. 5 3asBUTENST HE Tojaae 3asBieHue, Komucusita caykeOHO B3ema pelicHUE 3a
MPOMSTHA Ha YTBBP/ICHA IICHA Ha JICKAPCTBEH TPOJIYKT.

(7) Koraro 3asBUTEINST 11O1a/1€ 3asiBJICHUE B CPOKOBETE 10 all. 2 U 5, KOETO HE OTroBaps Ha M3UCKBAHMATA HA WL
31 u 32, chOTHOCMMHM KbM IpOMsHATa Ha lieHa, KoMucusTa mma npaBo 1a u3ucka oT 3asiBUTENA B 14-7THEBEH CpPOK Jia
OTCTPAaHU HEMBIHOTHTE U HEJAOCTATHIIUTE B JIOKYMEHTAIIMATA, KAKTO U JON'BIHUTENIHA WHPOPMAIUs, HEOOXoauMa 3a



MpoMsIHATa Ha I[€Ha Ha JICKAPCTBEHUS ITPOJIYKT.

(8) Koraro 3asBUTENAT HE OTCTPAaHU HEMBIHOTUTE U HEJOCTATHIIUTE B JOKYMEHTALIMSTAa, KAaKTO M aKko He
MPEIOCTaBH JION'BIIHUTEIHATA WHPOPMAIHSI, HEOOX0[MMa 32 TPOMsHATA HA I[eHA Ha JICKAPCTBEHUS MPOIYKT B CPOKa
no an. 7, Komucusra cinyxe0HO B3eMa pelieHue 3a MpoMsiHa Ha YTBBPACHA LIeHa Ha JIEKAPCTBEH MPOJIYKT.

(9) Pemienusra o ain. 3, 6 u § moaexaT Ha oOkaJiBaHe 1o pena Ha wi. 35, an. 3 u 4.

Ya. 39. (1) Haumonannarta 3apaBHoocuryputenna kaca (H3OK) npemocraBs na Komucusrta mbiHa
nHpopMaIus 3a 3alIaTEeHUTE JeKapCTBEHU MPpoayKTH, BKItoueHH B IUJIC mo ui. 6, an. 2, T. 1.

(2) Undopmanusra o an. 1 ce mpenocrasst Ha Komucusita B kpast Ha BCSIKO TpEMECEUre WM MPU TTOUCKBAHE - HA
€JIEKTPOHEH HOCUTEI, TI0 00pasel] ChINIACHO MpuitokeHue Ne 5.

(3) Ilpu Heobxomumoct Komucusra moske 1a moucka aonbiHutentna nadopmarnus ot H30K.

(4) Mudopmanus 3a 3araTeHUTE JIEKapCTBEHU MPOAYKTH, BKItodeHu B [IJIC, u3BbH Te3u no ui. 6, an. 2, 1. 1, ce
cbOMpa 10 pefl, YTBBPAECH OT MUHUCTHPA Ha 3/1paBeoIa3BaHETO.

(5) llpenocraBenara nHQopMarus 1o ai. 1 u 4 ce U3Mo3Ba 3a H3rOTBHETO U akTyanusupanero Ha [TIC.

Pasznea 111
Pen 3a onpenesisine Ha pepepeHTHA CTOMHOCT M HUBO HA 3aIJIalllaHEe HA
JIEKAPCTBEHUTE NMPOAYKTH, BKJIAKYBAHU B [103MTUBHUSA JIeKAPCTBEH
CIIUCBK

Y. 40. (1) 3a onpexnensHe CTOWHOCTTA Ha 3allJIalllAHE Ha JIEKApCTBEHUTE MPOJYyKTH, BkItouBanu B IUJIC, ce
n3uncisBa pedepentra croiHocT 3a JI/IJ] mo INN u nekapcrBena dopma.

(2) PedepenTHata cToiiHOCT 1O a. 1 ce U3YMCIIsIBa, KAKTO CIIEIBA:

1. nexapcTBEHUTE MPOIYKTH, ChABPKAIIM €IHO U ChIIO akTUBHO BelecTBO 1o INN, ce rpynupat no jgekapcrBeHa

Popma;

2. n3uucnsBa ce croiinoctra Ha JIJ1/] 3a paznuunuTe nexkapcTBeHu npoaykt no INN u nekapcrBeHaTta opma u
ce onpezess Hall-HUCKaTa CTOWHOCT;

3. ompeneneHara Hall-HUCKAa CTOWHOCT 110 T. 2 € pedepeHTHA 3a BCUYKH JICKAPCTBEHHU MPOJYKTH C €THO M CHITIO
INN u exna u cbina gekapcTBeHa gopma.

(3) Pedepentnara croiinoct 3a JI/1Jl Ha nexapcTBEHU MPOIYKTH, CHIBpPKAIM IMMOBEYE OT €IHO JICKAPCTBEHO
BEILIECTBO, c€ 00pa3yBa B3 OCHOBA Ha Hall-HUCKUTE cToiiHOCTH Ha JIJI/] OTAenHO 32 ChOTBETHUTE ChCTAaBHU AKTUBHU

BCHICCTBA, CbABbPKAIIM CC B JICKAPCTBCHUTEC MMPOAYKTH € €JHO JICKAPCTBCHO BCHICCTBO, U3YMCIICHU 110 pCa Ha all. 2.

(4) 3a A1/ na nexapcTBeH MPOAYKT, KOUTO ChAbpkKa MOBEUE OT TPU AaKTUBHU BEIIECTBA, ce B3ema | J1030Ba
eIMHUIA U pedepeHTHATa CTOHHOCT ce U3YUCIIsIBa 10 pesa Ha ail. 2.

Y. 41. (1) 3a onpenensiHe CTOWHOCTTA Ha 3arJjalllaHe Ha JICKAPCTBEHUTE poaykTy, BktouBaHu B [JIC mo ui.
6, an. 2, T. 2, ce nzuncisaBa pedepertHa croinoct 3a J[JI/] mo INN, nexapcTtBeHa dopma, KOHIIEHTPAITUS U 00EM.

(2) PedepenTtHata cToiiHOCT 1O ai. | ce M3YMCIIsIBa, KAKTO CIIEBA:

1. nexapcTBEHUTE NPOIYKTH, ChABPKAIM €IHO U CBIIO akTUBHO BelecTBO 1o INN, ce rpynupar no jekapcrseHa
dopMa, KOHLIEHTpaIus U 00eMm;



2. u3uncinsaBa ce croiHoctTa Ha [IJIJ] 3a pasnuuHuTe nekapcTBeHU npoaykTu mo INN, nmexapctBeHa dopma,
KOHIIEHTpALMs U 00eM U ce oTpeienisi Hall-HuCKaTa CTOWHOCT;

3. ompezeneHaTa Hali-HUCKA CTOWHOCT 1O T. 2 € pe)epeHTHA 32 BCUUYKH JICKAPCTBEHH MPOIYKTH C €IHO M CHINO
INN, eqna u china JekapcTBeHa Gopma, KOHIICHTPAIUS U 00eM.

(3) Pedepentnara croiinoct 3a JI/1Jl Ha nexapcTBEHU MPOIYKTH, ChIBpPKAIM IMMOBEYE OT €IHO JIEKAPCTBEHO
BEILIECTBO, ce 00pa3yBa B3 OCHOBA Ha Hall-HUCKUTE cToiiHOCTH Ha JIJ[/] oTAenHo 3a ChbOTBETHUTE ChCTAaBHU aKTUBHU
BCIIIECTBA, CHIBPKAINM C€ B JICKAPCTBEHUTE IMPOAYKTH C €JHO JICKAPCTBEHO BEIECTBO, KOHI[EHTpAIUS W 00eM U
W34YMCIICHU IO peaa Ha aj. 2.

(4) 3a AJ1/] na nexapcTBeH MPOIYKT, KOUTO ChIAbpkKa MOBEUE OT TPU AKTUBHU BEIIECTBA, ce€ B3eMa | J1030Ba
eAnHUIA U peepeHTHATA CTOMHOCT C€ U3YKCIIsIBA IO pejia Ha ail. 2.

Y. 42. (1) PedeperTHara cTOMHOCT MOKe Ja ce omnpenenu u 3a xumuuHa noarpyna Ha ATC knacudukarusra,
KOTaTO BKIIOYCHHUTE B Hes JiekapcTBeHW mponayktd 1o INN wu sekapcTBeHHM ¢opMH HMaT JOKa3aHa CXOJHA
e(eKTUBHOCT 1 O€30I1aCHOCT 3a JICUeHUE Ha J]aJICHO 3a00JIBaHe C MOA0OHO KITMHUYHO MPOTHYAHE U TEXKECT, CHITIACHO
KpaTKaTa XapaKTepruCTHUKa Ha TPOIYKTA.

(2) PedepenTtHaTa cToifHOCT 110 aj1. | ce ompenens 1Mo CleAHNs HaYuH:

1. 3a Bcako INN cbc choTBeTHaTa JeKapcTBeHa QopmMa B paMKATE Ha XMMHAYHA TMOATpyma Mo
aHATOMO-TEPaNeBTUYHO-XUMUYHATA KiacuuKaius ce onpenens cronnoct 3a [IJ1J1 mo pexa na 4. 40, an. 2;

2. Hall-HUCKaTa CTOMHOCT 1O T. 1 ce mpuemMa 3a pedepeHTHa CTOWHOCT Ha XUMHUYHATA MOrpyna.

Y. 43. (1) 3a nexkapctBenute npoaykru, BkirouBanu B [IJIC mo um. 6, an. 2, T. 2, pedepeHTHaTa CTOMHOCT
MOJE Jla ce omnpeAenu u 3a xumMuuHa noarpyna Ha ATC knacudukanusra, KOorato BKIIOUYCHUTE B Hesl JICKAPCTBCHU
MPOAYKTH MMAT Jl0Ka3aHa CXOJHa E€(PEeKTUBHOCT W O€30MacHOCT 3a JIeYeHHWE Ha NaJeHO 3a0oJisiBaHE C TOA00HO
KIMHUYHO MPOTHYAHE U TEXKECT, ChITIACHO KpaTKaTa XapaKTepUCTUKA Ha MPOIYKTa.

(2) PedepentHara cToiiHOCT 1o ain. 1 ce onpezens Mo caeIHUs HAYUH:

1. 3a Bcako INN cbe choTBEeTHATA JIeKapcTBeHA opMa, KOHIEHTpAIUs 1 00eM B paMKUTE Ha XUMUYHA MOJATrpyna
10 aHaTOMO-TepaneBTUYHO-XUMHYHaTa Kiacuukanus ce onpeaens ctoiHoct 3a J/1J] no pena Ha ui. 41, an. 2;

2. Hall-HUCKaTa CTOWHOCT 1Mo T. 1 ce mpuema 3a pedepeHTHA CTOMHOCT Ha XMMHUYHATA MOATPYIa.

Ya. 44. (1) Ilpu onpenensHe CTOMHOCTTa Ha 3alllalllaHE Ha JIEKAPCTBEHU IMPOJAYKTH C TSICHA TEpareBTUYHA
IMpUHA OT Tpylara Ha UMYHOCYIIPECOPHUTE 3a JIeUeHHWE Ha MAaIlMEeHTH clie[l TPAHCIUIAHTAllMs Ha OpraHu, Ha KOUTO
napametpuTte 3a OnoekBuBaieHTHOCT (AUC u Cmax) ca u3BbH rpanunute 90 - 111.11 %, ve ce mpunarat un. 40 - 43.
CroitHOCTTa Ha 3amnjan@aHe Ha JEKapCTBEHUTE MPOAYKTH C€ U3YMCIIABA Bb3 OCHOBA HA IleHaTa UM mo wi. 258, an. 1
3JHIXM.

(2) Komucusita nsucksa cranopuiie oT MAJI 3a chOoTBETCTBHE Ha BCEKH JICKAPCTBEH MPOJAYKT OT TpymaTra Ha
MMYHOCYIIPECOPUTE 3a JICUCHHE Ha MalMEHTU Cle]l TPaHCIUIAHTAllMs Ha OpraHu ¢ KpuUTepuuTe mo ain. | mpu
OTpe/ieNisiHe CTOMHOCTTa My Ha 3amJjalliaHe.

(3) 3a onpenensiHe CTOMHOCTTA Ha 3arUlalllAHE Ha JEKapCTBEHUTE MpOoaAyKTH, BrItouBanu B IUVIC, 3a kouTo Hsma
onpenenena JJI/1, ce mzuucnsBa pedepeHTHa CTOHHOCT 3a TepaneBTHYeH Kype 1o INN u nexkapcrBeHa dopma, kaTo ce
M3I0J3Ba MpEeNophUUTETHATA THEBHA /1032, YTBBP/ICHA B KpaTKaTa XapaKTepUCTHKA Ha JIEKAPCTBEHUS MPOIYKT.

Y. 45. 3a onpenensiHe CTOWHOCTTA Ha 3allJIalllAHE Ha JICKApCTBEHUTE NMPOAYyKTH, BKiItouBaHu B [1JIC mo . 6,
an. 2, 1. 2 u 3, 3a kouto HsMa onpenenena JIJ1J1, ce uzuncisBa pedepeHTHa CTOMHOCT 3a TepaneBThueH Kype mo INN,
JeKapcTBeHa (GopMa, KOHIEHTpalus U o0eM, KaTo ce H3M0Ji3Ba NpenopbuMTeIHATa JHEBHA [103a, YIBBpPACHA B
KpaTKaTa XapaKTepUCTHKA Ha JIEKAPCTBEHUS IIPOIYKT.



Yu1. 46. CTolfHOCTTA 32 OTTAaKOBKA Ha JIEKApPCTBEHUS IIPOAYKT, M3UKMCIIeHa Ha 0a3aTta Ha pedepeHTHaTa CTOHHOCT
3a JIJIJI, ce dopmupa, kKaTo ce YMHOXH CTOWHOCTTa, ompeaeleHa mo peaa Ha wi. 40 - 45, mo Opos
JJ1/l/npenopbunTeIHN AHEBHU J103H, ChIABPIKALIM C€ B CbOTBETHHS JICKAPCTBEH MPOIYKT.

Y. 47. (1) PedeperTHaTa CTOMHOCT 3a JIEKApCTBEHUTE MPOIYKTH, YMETO HUBO Ha 3arutamane ¢ 100 Ha cTo, ce
M3UKCIIsABa BB3 OCHOBA HA II€HA 3a THPIOBEIl Ha PO C JICKAPCTBEHU MPOIYKTH, 00pazyBaHa Mo peja Ha riiaBa BTopa.

(2) PedepenTHaTa CTOWHOCT 3a JIEKAPCTBEHU MPOJYKTH, YMETO HUBO Ha 3aruiamaHe € moxa 100 Ha cro, ce
M3YHCIIIBa B3 OCHOBA Ha II€HA 3a THProBell Ha ApeOHO Ha JIGKApCTBEHHU IMPOIYKTH, oOpa3yBaHa IO pela Ha IjiaBa

BTOpA.

Y. 48. HuBoTo Ha 3amnjamiaHe Ha JISKApCTBEHUTE MPOIYKTH MO MEXKIYHAPOIHO HEMAaTEeHTHO HAMMEHOBAHUE U
nekapcTtBeHa opma, BkmrouBanu B [UJIC, ce onpesens B mpoleHTH, KaKTO CJIe/IBa:

1. Ha TeKapCTBEHUTE MPOJIYKTH 10 WiI. 6, an. 2, T. 2 u 3 - 100 Ha cTO;

2. Ha JIEKAPCTBEHUTE MPOIYKTH 3a 3a00JsIBAHUS C XPOHUYHO MPOTHYAHE, BOACHM JO TEXKKH HAPYIICHUS B
KayeCTBOTO Ha >KMBOT WJIM MHBAJIUIN3ALMS U U3MCKBAILM TPOABIKUTEIHO JieueHue - 10 100 Ha cTo;

3. Ha JIGKAPCTBEHUTE MPOYKTH 32 XPOHUYHO MPOTHUYALM 3a00JIsIBAHUS C BUCOKA CTETIEH Ha Pa3pOCTpaHEHUE Ha
3a00JIEBAEMOCTTA - 1O 75 Ha CTO;

4. Ha JeKapCTBEHUTE MPOIYKTH 3a 3a00JIIBaHMS U3BBH Te3U O T. 1, 2 u 3 - 1o 50 Ha cTo.

Y. 49. HuBoTo Ha 3amnjamiaHe Ha JeKapCTBEHUTE MPOAYKTH C €1HO U ¢bilio INN U ¢ eHa U chllia JeKapcTBeHa
dopMa ce ompeienst ChINIACHO OLlEHbYHA Tabyuila - npuiiokeHue Ne 6, B 3aBUCUMOCT OT:

1. olleHKaTa Ha KPUTEPUUTE 1O 4. 28;
2. moKa3aHuATA 3a IPUJIOKEHNE HA JIEKAPCTBEHU S IPOIYKT ChIVIACHO KpaTKaTa XapaKTEpUCTHUKA 3a BUJIA JICUCHUE:!
a) OCHOBHO - €THOJIOTUYHO/IATOTeHETUYHO JICUCHHUE;
0) CUMITOMAaTUYHO JICYCHHE;
B) MPOUIIAKTUYHO JICUCHHUE;
T') NAJINATUBHO JICYCHHUE;
1) TOAIBPIKAIIO JICUCHHUE,
€) JOIbIHUTEIIHO JICUYECHUE;

3. comumanHara 3HAYMMOCT Ha 3abonsBaHeTo B PemyOnmka bbarapus, 3a 4yweTo JeueHUE ce W3MON3Ba
JIEKapCTBEHHUST IIPOAYKT;

4. NIpOABIKUTEIHOCT Ha JICYEHUETO U U3XOJ;
5. TepameBTHYEH QJITOPUTBM CBIJIACHO YTBBPJCHHUTE (apMaKko-TepareBTUYHH PBKOBOJACTBA B PemyOmmka
benrapus, a mpu nurnca Ha TakuBa - CTaHAApPTH 3a JjedeHue U JloOpaTa MeAMIIMHCKAa NMpPAaKTUKAa B CTPAaHUTE OT

EBponeiickus cbo3;

6. Opoli MarMeHTH, OTPEISISAI OTHOCUTEITHHS JIsUT Ha 3a00JIIBaHETO, 32 KOETO € MpeAHAa3HAYeH JICKAPCTBEHUST
MPOJIYKT, MO IaHHH OT MIPEIX0/IHATa TOIMHA U TEHJCHIIMHU 3a IPOMSIHA Ha 3a00JI€BaeMOCTTa;

7. u3pazxoaBaHu (MHAHCOBM CPEJCTBA 3a JIEKAPCTBEHUS MPOIYKT 3a Opos MalMeHTH Mo T. 6 Mpe3 mpeaxoaHaTa
roJNHa;



8. mpenBUAeHH OIOJKETHH CPEACTBA 3a OCUTYpsIBaHE Ha JIEKAPCTBEHUS MPOAYKT 32 CbOTBETHHUS EPHO/I.

Ya. 50. HuBoTo Ha 3amaimane, ompeneiaeHo mo peAa Ha 4wi. 48, ce yMHOXKaBa Mo CTOMHOCTTa 3a OIMaKOBKa,
ompeneneHa Ha 0a3a pedepeHTHa croitHocT 3a JIJIJI, u dopmupa cToifHOCTTA, HAa KOSATO C€ 3allialia C IMYOJUYHU
CpeICTBa ChOTBETHUSAT JIEKAPCTBEH MPOIYKT.

Ya. 51. Komucusara Moxe Ja IPOMCHA HUBOTO Ha 3allJIallldAHC Ha JICKAPCTBCHHUTEC ITPOJAYKTH OT IUIC JABa IIbTHU
roumnHoO B paMKUTC Ha CbOTBCTHHUTC 6IOI[)KCTI/I.

Y. 52. TTo3UTUBHUSAT JIEKAPCTBEH CHUCHK, MYOIMKYBaH HAa MHTEPHET CTpaHUIaTa Ha MHHHUCTEPCTBOTO Ha
3/IpaBeoNa3BaHeTo Mo peaa Ha Wi. 7, ajl. 3, ce akTyalu3upa B 7-AHEBEH CPOK OT B3EMaHETO Ha OKOHYATEIIHO PEIICHHE
Ha Komucusra 3a:

1. yIBBpKIaBaHe Ha II€Ha 0 WI. 2, ajl. | 1 BKIIOYBaHe Ha JiekapcTBeH nmpoaykT B [1IJIC;
2. IpoMsiHa Ha JIEKapCTBEH NpPOIyKT, BKItoueH B [JIC;
3. M3KII0YBAHE Ha JIEKApCTBEH MPOIYKT OT npuiioxkenue Ha [UIC;

4. mzxmouBane oT [1JIC u 3anmuyaBaHe Ha 1IeHA 1O WiI. 2, ai. 1 Ha JIEKApCTBEH MPOJIYKT.

I'naBa ceama
YCJIOBUSA U PEJL 3A YTBBPKIABAHE, OTMEHSHE UJIN
N3MEHSHE HA ®PAPMAKO-TEPAIIEBTUYHU PBKOBOICTBA,
ITPEITIOPBKMU 3A AJITOPUTMMU 3A JIEUEHUE C JIEKAPCTBEHUA
HNPOAYKTU U KPUTEPHUU 3A OIEHKA HA EOEKTUBHOCTTA
HA TEPAIIUATA

Y. 53. (1) Ilo npennoxkeHne oT CbOTBETHUTE HAIIMOHAIIHU KOHCYJITAaHTH, MEJULIMHCKY HAYYHU JIPY)KECTBA U
eKCIepTHH chBeTH Komucusra yrBbpikaaBa, OTMEHS MM W3MEHS (apMako-TepareBTUYHN PHKOBOJICTBA, BKITIOYBAIIH
KpPUTEPUH 3a OLEHKA Ha e(PUKACHOCTTAa Ha MpHJIaraHaTa Tepanus, KakTo M NMPEHopbKU 3a aJTOPUTMH 3a JECUCHHE C
JIEKapCTBEHU MPOAYKTH, 3aIlJIAIAHY C ITYOJIMYHU CPE/CTBA.

(2) YrBBpnenute or Komucusira hapmako-TepareBTUYHN PHKOBOJICTBA Ca 33b/DKUTEIHU 32 U3IIBIHUTEINTE Ha
MEJULIMHCKA ITOMOIIL

Y. 54. (1) locrenunute B Komucusira 3a yrBbpkaaBaHe/mpoMsHa (hapMako-TeparieBTUYHU PHKOBOJICTBA CE
m3nparmar 3a cranosuiie 10 M3, H30K, bearapckus nekapcku cbro3 (BJIC), benrapckus 3p60mekapcku cbio3 (b3C) u
bwnrapckus gapmanestrueH cbro3 (BOC). [lpu Heobxoaumoct Komucusra Moxe J1a M3MCKa CTAHOBMILE U OT BBHIIHU
eKCIIepTH.

(2) CranoBunia no an. 1 ce npenocrassat Ha Komucusra B €THOMECEUEH CPOK OT MIOUCKBAHETO UM.

(3) Komucusra yrBupkaaBa, OTMEHS UM U3MEHS (apMako-TepaneBTUUYHU PHKOBOJCTBA, BKIIOYBAIIM KPUTEPUU
3a OIleHKa Ha e(MKAaCHOCTTa Ha MpHJIaraHaTa Teparnus, KakTo M MPETOPhKH 3a aJTOPUTMH 32 JICUeHUE C JEKapCTBEHU
NpoaykTy B 60-7HEBEH CPOK OT MOCTHIIBAHE HA MPEIJI0KEHUETO 1Mo ui. 53, ai. 1.

(4) Komucusra Moxxe Ja BbpHE C yKa3aHMs (papMako-TepareBTUYHUTE PHKOBOJCTBA HA JMIAaTa, KOUTO ca TU
NpPEUIOKUIN 32 YTBBP)KAABaHE WJIM HM3MEHEHMs, KAaKTO Bb3 OCHOBA Ha CTaHOBMIP@TAa Ho al. 1, Taka M 3a
IIPUBEKIAHETO UM B CHOTBETCTBUE C YTBBPJICHU PBKOBOJACTBA B CTpaHUTE 0T EBponelickus chro3.

(5) B ciyganTe mo an. 4 cpokbT 10 aji. 3 cnupa Ja Teue J0 U3MBIHCHHUE Ha JaJCHUTE YKa3aHUs B ONpeAeNieH OT
Komucusita cpok.



(6) JIunara mo un. 53, an. 1 HA Bceku TPU TOAMHU MPaBAT MpEriea Ha YTBBPACHUTE (apMaKo-TepaneBTUUHU
PBKOBOJICTBA U MIPH HEOOX0AMMOCT TpeyiaraT Ha Komucusra 1a ru ©3MeHH 110 pefia Ha Ta3u IJaBa.

I'maBa ocma
CBbCTAB U OPTAHU3AIIMUS HA PABOTA HA KOMUCUISTA 110
HNEHU U PEUMBYPCHPAHE

Yu. 55. (1) Komucusta ce cbecton oT 13 uneHoBe, BKIIOUUTENHO mpencenaren. IIoMMeHHUAT cbCTaB Ha
KOMHCHSATA C€ ONpeAeys C pelieHrne Ha MUHUCTEPCKUSI ChBET IO NMPEATIOKEHHE Ha MUHUCTBPA Ha 3/[paBeoNa3BaHETO
¥ BKJTIOYBA: METUMa TIPEACTABUTENM HAa MUHHCTEPCTBOTO Ha 3/paBEOINa3BaHETO, METHMa MPEICTaBHTEIN Ha
HanmonanHara 31paBHOOCUTYpUTENHA Kaca, €IMH TMpeACTaBUTe]l Ha MUHUCTEpCTBOTO Ha (MHAHCUTE, €IUH
Mpe/CcTaBUTEN Ha Bhirapckust IekapcKu ChiO3 M €IMH MPEeACTaBUTEN Ha bbarapckus 350051eKapcKu ChIO3.

(2) Komucusra e kbM MUHUCTBPA Ha 37paBEOIa3BaHEeTo.

(3) IlpencraButenat Ha MUHUCTEPCTBOTO Ha MHAHCHUTE € mpezcenaren Ha Komucusra.

(4) B cberaBa Ha KoMucusiTa 3aAbKUTETHO c€ BKIIOYBA ITOHE €/IMH MTPAaBOCIOCOOEH FOPUCT.

(5) Unenosete Ha Komucusita ca ¢ Manat 4 rouHu.

(6) Ha Bcexu nBe roquHu eHa BTOpa OT cheTaBa Ha Komucusdara mo an. 1 ce oOHOBsIBa, KaTO c€ CMEHAT MOHE
enuH npeacrasuten Ha BJIC u B3C, none tpuma npencraButeny Ha M3 u M® u noHe TpuMa MpeACTaBUTENN Ha
H30K.

Y. 56. (1) Unenosere Ha Komucusra ce 0cBOO0kAaBaT NPEACPOUHO HIIH MPABOMOIIMSATA UM CE MPEKPaTIBaT:

1. Mo TAXHO MUCMEHO HCKAHE;

2. IpH U3BBPIICHO YMUIIUIEHO MPECThIUIEHHE OT OOIIl XapaKTep, YCTAHOBEHO C BIIS3/Ia B CHJIA IIPUCH/IA;

3. IIpy HEBB3MOKHOCT Jad U3IIBbJIHABAT 3aABJDKCHUATA CH ITIOBCUC OT IICCT MCCCI A,

4. mpu BJIM3aHE B CHUJIa HA aKT, C KOMTO € yCTaHOBEH KOH(IMKT Ha MHTEPECH 10 3aKOHa 3a MPEeJOTBpaTABaHE U
YCTaHOBSIBaHE Ha KOH(WIMKT HAa HHTEPECH.

(2) B ciiygauTe mo ain. 1 uau npu cMbPT MUHHCTBPHT Ha 3[PaBEOIa3BaHETO OMPE/EIis HOB WIEH 3a CPOK J0 Kpas
Ha I'bPBOHAYATHUS MaH/IaT.

Ya. 57. (1) [Ipencenatenst Ha KoMmucusita npeacraBiisBa, OpraHu3upa U PbKOBOIU AciHOCTTa Ha Kommucusra.
Toii cBUKBa U PBKOBOJM 3aCENAHUATA W U Olpenens wWieHoBe oT KoMucuara or ChbOTBETHUTE KBOTH 3a JOKIAIUUIIA
MO MOCTHIMUJINTE 3asIBJICHUS], €KCIIEPTUTE, KOUTO CJIe/IBA J1a 1aJaT €KCIEPTHU CTAaHOBHINA, CPOKOBETE 3a JIaBaHE Ha
MEJHMIIMHCKO CTAaHOBHIIE U JIUIIE OT TEXHHUUECKOTO 3BEHO MO BCSAKO MOCTBIINIIO 3asBJICHHE.

(2) Tlpu HEOOXOAUMOCT TIpeAcenaTessT ompeneias ekcnepT mo wi. 60, am. 4, KOWTO Ja U3BBPIM
(hapmMako-MKOHOMUYECKA OI[EHKA U J1a AaJIe CTaHOBHIIIC.

(3) Ilpu orcheTBHE Ha MpeAceaaTeNs TOH ybIHOMOLABA MUCMEHO WwieH Ha Komucusra, KoiTo 1a ro 3amecTBa u
Jla yIpaXXHsBa IpaBOMOLIMATA MY.

(4) MI/IHI/ICT'Lp’LT Ha 3[IpaBCOIIa3BaHCTO YIBbpPIKJAAaBa CbC 3alIOBC ITpaBUJIATa 3a pa60Ta Ha Komucusra.

Y. 58. (1) Paborata Ha KoMucusiTa ce moamomMara OT CEKpeTap U OT TEXHUUYECKU CHTPYIHHUIIN - CIYKHUTEITH Ha
M3 u Ha H30K, xonTo He ca wieHoBe Ha Komucusira.



(2) Texanueckute cprpynuuiu ot H30K ce onpenenst ot ynpasutens Ha H30K no nckane Ha MUHHCTBpa Ha
31paBEOIa3BaHETO.

(3) Jlumata mo an. 1 mpuemMaT MOCTHIMJIMTE 3asABJICHUS, 3aBEXKIAT BXOMANMTE W H3XOMANMTE JTOKYMEHTH,
OpraHU3Mpar MOJArOTOBKaTa Ha 3aCE€JAaHMATA, U3TOTBSIT MMCMEHU YBEAOMIICHUS 10 3asIBUTENS U MPOECKTUTE HA AKTOBE
"Ha Komucusra.

Y. 59. Cexperapsar nHa Komucusra:
1. opranusupa v ppbKOBOAM paboTaTa Ha 3BEHOTO OT TEXHHUYECKU CHTPYIAHUIIN;
2. opraHu3upa MoJroToBkaTta Ha 3aceganusra Ha Komucusra;

3. moATOTBS W TMpeaiara Ha mpezacenarens Ha Komucusta 3a yrBbpik/IaBaHe JHEBHUsS pejl 3a 3aceaHusATa Ha
Komucusra;

4. BOAM TIPOTOKOJIUTE OT 3aceanusaTa Ha Komucusra;

5. opranu3upa U KOHTPOJIMpa MOJIbPKAHETO Ha aKkTyaTHa MH(pOpPMAIHS 32 BCSIKO 3asBJICHHE HA €JIEKTpOHHATa
ctpanuna Ha Komucusra.

Y. 60. (1) 3a BCSIKO MOCTHITUIIO 3asiBJICHUE C€ U3TOTBS IOPUAMYECKA, MEIUITMHCKA U MKOHOMHYECKA OLIEHKAa OT
EKCIIePTH OT JMPEKIIUS B CIICIHATU3MPaHaTa aIMIHUCTpaIus Ha M3.

(2) Excieptute M3BBpIIBAT MPEIBAPUTENICH MpPErie] Ha 3asBJICHUATA U MPUJIpyKaBallaTa TH JOKYMEHTalUs U
M3TOTBAT CTAaHOBUIA IO oOpasen cbriacHo npuioxenue Ne 7 no Komucusara mo Bcsiko 3asBieHue. [IspBo ce
U3BBPILIBA IOPUINYECKA OLICHKA, a CJIe] TOBA - MEAUIIMHCKAa 1 UKOHOMUYECKA.

(3) 3a 3asBieHus 3a oOpa3yBaHE Ha IpeleNHA I[eHAa MJIM PETHCTpUpaHEe Ha LeHa MEIUIMHCKA OI[eHKa He ce
W3BBPILBA.

(4) Heiinocrra Ha Kommcusara ce mojamomMara OoT BBHIIHU EKCIEPTH U3BBH ChCTaBa i, KOUTO MMAaT BHCILE
oOpaszoBanue no cnenuanHoctutre "MenunuHa" unn "®apmanus" U ca yIBbpAEHHU ChC 3alOBe] Ha MUHHCTBpa Ha
3/IpaBEONa3BaHETO.

(5) Excieptute 1o an. 4 1Mo KOHKPETHO 3asBJICHHE 3a JICKAPCTBEH MPOIYKT HE TPSAOBA J1a ydacTBaT B JICHHOCTH,
CBBpP3aHH C HETOBOTO pa3paboTBaHe, MPOU3BOJICTBO, MAPKETUHT, THPTOBHS Ha €IpO M THPTOBUS Ha APEOHO.

Ya. 61. (1) Excnepture mo ui. 60, an. 1, u3BBpIIBaIM MKOHOMHUYECKA OIICHKA, CHOMpaT, aHAIW3UpaT U
npenoctaBsaT Ha Komucusta nHopmarus 3a eHUTe Ha JEKAPCTBEHUTE MPOIYKTH B JBP)KABUTE WICHKU, PA3TIICKIAT
MOCTBHIIUIINTE 3asBJICHUS 32 YTBBP)KJIABaHE Ha IICHA/TpejesiHa 1I€Ha, aHAIW3UpaT MOCOYCHUTE B TAX I[€HH, KaTO
npoBepsiBaT HHGOPMAIUITA 32 [IEHUTE Ha JIKAPCTBEHUTE MPOAYKTH B IHPKABUTE WICHKH.

(2) Bp3 ocHOBa Ha U3BBpIIEHATa IPOBEpKAa EKCIEPTHTE H3rOoTBAT cTaHoBulIEe 10 Komucusita oTHOCHO
dopMHpaHeTO Ha 3asBEHATa I[eHa Ha TPOM3BOAUTEN B CHOTBETCTBUE C M3MCKBAHUATA HA HapeaOaTa.

(3) ExcriepTuTe M3rOTBAT CTAaHOBHIIA MO BBIPOCH, CBBP3aHU C PETYIUPAHETO HA I[EHUTE Ha JIEKAPCTBEHUTE
MPOAYKTU, U OCBIIECTBSBAT KOOPJIMHAIIUS U B3aUMO/JICHCTBUE C KOMIIETEHTHUTE OPTaHU Ha JPYId IbP>KaBU WICHKH O
BBIIPOCUTE HA [IEHOOOpa3yBaHETO HA JIEKAPCTBEHUTE MPOTYKTH.

(4) ExciepTuTe moaabpkaT HHGOPMALIMOHEH MAacuB, KBJIETO ce Habupa U ChXpaHsBa WH(OpMaIus 3a eHuTe Ha
JIEKapCTBEHUTE MPOAYKTH B IbPKABUTE WICHKH.

Y. 62. OnpeneneHusT 3a JOKIaAUMK 1Mo wi. 57, an. 1 wien Ha Komucusra 000011aBa eKCIiepTHUTE CTAaHOBUIIA
W U3TOTBS €KCIEPTEH JIOKIAN MO oOpasell ChIVIaCHO NpuioxkeHne Ne 8 B CEAEMIHEBEH CPOK OT TOJydyaBaHE Ha
CTAaHOBHUILATA 33 BCIKO 3asIBJICHUE.



Ya. 63. (1) (Usm. - JIB, 6p. 47 ot 2012 r.) 3a paborata cu B Komucusta npeacraBurenute Ha bearapckus
JIEKapCKH ChI03 M Ha bbiarapckus 3b00J€KapCKH ChI03, KAKTO W BBHIIHHUTE ekcrepTu mo wi. 60, am. 4 moiydaBar
BB3HArPaxICHUE.

(2) KOHerTHI/IHT pa3MEp Ha BBE3HAIPpaXJACHUCTO CC ONPCACIIA ChbC 3allOBC HAa MUHHUCTHPA HA 3ApaBCOIIa3BAHCTO.

(3) ®unancoBoTo obe3nmeuaBaHe Ha paborata Ha Kommcusara ce oChIIECTBSIBA ChIMTACHO Wwi. 22, ai. 2, T. 3
3JIHIXM.

Yia. 64. (1) PazrmexxganeTo u oOCHKIAHETO Ha 3asABJICHUS 3a€HO C MPHJIOKEHUTE JOKYMEHTH, KaKTO U
B3€MaHETO Ha penieHus oT KoMucusira ce U3BbpIlBa Ha 3aKPUTO 3aCeIaHUE.

(2) Mpu pasriexnaHe Ha 3asBieHusTa Komucusra MoXe Ja MOKAHW Ha 3aCEJAHHETO CH U TMPEICTaBUTEN Ha
MpUTEKATEIS Ha Pa3pellicHUEeTo 3a ynorpeda Ha JICKApCTBEHUSI TIPOJIYKT.

Yu1. 65. [lpu HanMuue Ha MUCMEHU MOJIOW OT MPEACTAaBUTEIHN HA MPOU3BOIUTEIUTE HA JIEKAPCTBEHU TPOIYKTH,
IPEJICTAaBUTEIHU MALlMEHTCKU OPraHU3alluM, ChbCIOBHU OPraHM3alliy U 3asBUTENM IO pesla Ha HapendaTa Ha BCEKU
yeTupu Mecenia Komucusita nposexaa 3aceianue, Ha KOETO PUCHCTBAT JIMIaTa, nouckanu cpema. Ha 3acenanuero ce
00CBHKIaT MOCTaBEHUTE B MOJIOUTE BBIIPOCHU, CBBP3aHHU C JAeiiHOocTTa Ha KoMucusra.

Ya. 66. (1) Komucusita 3acenaBa B ChCTaB: Mpejacedares, MeTUMa MpeAcTaBUTeNd Ha HarnuonamHaTa
3MPaBHOOCUTYPUTENIHA Kaca, €IWH OT KOWTO € JOKIaT4YuK, JBaMma TMpEACTaBUTENM Ha MHUHHCTEpPCTBOTO Ha
3/IpaBEOINa3BaHETO M €NH MPEACTaBUTEN Ha bbarapckus JJeKapcku Chio3 WM bbarapckust 3600JI€KapCKu ChI03, KOraTo
pasmieka 3asBJICHU 32 BKIIOUBAHE UM TPOMsHA Ha jiekapcTBeHU NnpoaykT B IUIC mo wi. 262, an. 5, 1. 1 3JIIIXM,
KaTo B3e€Ma PElICHUE U OTHOCHO MPUJIaraHeTo Ha 4. 42.

(2) Pemienusra Ha cheraBa Ha Komucusira mmo an. 1 ce B3emMar ¢ MHO3UHCTBO JIBE€ TPETH OT YICHOBETE M.

(3) Komucusra 3acenaBa B I'bJIGH ChCTaB, KOTaTO pasmiexaa 3asBICHMs 3a BKIIOYBAHE WJIM HPOMSHA Ha
nexapctBeHU npoaykru B [UUIC mo un. 262, an. 5, 1. 2 3JIIIXM, 3asBieHus 3a U3KIIOYBAHE Ha JIEKAPCTBEHU MPOIYKTH
ot IUIC, 3asBneHus 3a oOpasyBaHe, MIPOMEHH WJIM 3aIMYaBaHE Ha I[€Ha Ha JICKAPCTBEH MPOIYKT Mo wi. 2, ail. 1,
3asBJICHMS 3a 0oOpa3yBaHe, IPOMEHU WJIM 3aJMYaBaHE Ha IpelesiHa I[eHa Ha JIEKapCTBEH MPOJYKT Mo Wi. 2, ai. 3,
3asBJICHUS 332 PETUCTPUPAHE HA IPOMEHHN WJIM 3JIMYaBaHE HA [1€HA Ha JIEKQpCTBEH MPOAYKT IO WI. 2, all. 4 U BBIPOCU
OT OpPTraHU3allMOHEH XapaKTep UM CBBbP3aHU C LSUIOCTHATA i IeHHOCT.

(4) Pemenusra Ha chcTaBa Ha Komucusita 1o an. 3 ce B3eMaT ¢ MHO3MHCTBO JIBE TPETH OT YJICHOBETE M.

(5) Kommcusta 3acemaBa B CbCTaB: MpecenaTesl, MeTHMa MpeACcTaBUTENM Ha MHUHHUCTEPCTBOTO Ha
3paBeolia3BaHeTo, €AMH OT KOMTO € JOKIAIUMK, ABama MpeAcTaBuUTeNH Ha HaruoHamHaTa 37paBHOOCHTYpUTETHA
Kaca ¥ eIMH TpelcTaBuTeN Ha beiarapckus jgekapcku Chro3 WU bearapckus 350071€KapCKu ChIO3, KOTaTO pasriexk/ia
3asIBJICHUS 332 BKJIIOUBAHE WJIM MPOMsIHA Ha JiekapcTBeHU NpoAykTH B IIJIC mo um. 262, an. 5, 1. 3 3JIIIXM.

(6) Pemmienusra Ha cheTaBa Ha Komucusira mmo an. 5 ce B3eMar ¢ MHO3UHCTBO JIBE€ TPETH OT UJICHOBETE M.

(7) KomucusTa 3aceaBa Hali-MaJIkO BETHBX MECEUHO B ChbCTaBUTE CH 10 ail. 1,3 u 5.

(8) Ilpencenmarenst Ha Komucusra ompenens Ha pOTAlMOHEH MPUHIUN dieHOBeTe Ha Komwmcusara ot
CbOTBETHATa KBOTA, KOMTO B3eMaT ydacTHe B cbcTaBUTE MO an. 1 u 5. Ilpu oTchecTBUE Ha HSAKOM OT YJIEHOBETE
MpeCeIaTeNsAT ONMPELIIsl IPYT WieH OT ChIaTa KBOTA 32 ChOTBETHOTO 3aceaHue.

(9) Komucusra 3acenaBa B cbCTaBa 10 ajl. 3, KOraTo YIBbp)K/1aBa, OTMEHS MJIM U3MEHs (apMaKo-TepaneBTUUHU
PBKOBOJICTBA, BKIIOYBAIM KPUTEPUH 33 OLICHKA HAa €(UKACHOCTTA Ha MpHUJaraHara Tepamnus, KakTo W MPErnopbKa 3a

AJITOPUTMHU 3a JICUCHUC C JICKAPCTBCHU IMPOAYKTH.

(10) IneBHuAT pen Ha 3aceqaHUATA c€ U3TOTBS OT cekpeTtaps Ha Komucusta u ce ono0OpsiBa OT mpeacenaTens.
Unenosere Ha KoMucusita u 1pyrute MokaHeHU JIMIA CE YBEJIOMSBAT 3a AHEBHUSA Pe/l, laTaTa U yaca Ha 3aCeJaHUETO



Hali-MaJIKo JABa JHH mpeau narata Ha 3aCCAaHUCTO.

(1 1) 3a BCSIKO OT 3aCCJaHusdATa Ha Kommucusra CCKPETApPAT H3rOTBs IPOTOKOII, KOMTO C€ MOAMHCBA OT
npeaceaareyia 1 OT BCUYKU IMMPHUCHCTBAJIU HA 3aCCAaHUCTO YJICHOBE Hal-KbCHO B HA4YaJOTO Ha CIICABAIIOTO 3acedaHue.

Ya. 67. (1) [Ipencenatensr, wienoBete Ha Komucusrta u nunata no wi. 58 u 60 ca A1TkKHU 2 HE pa3riiacsBaT
oOcrosiTenictBa U (aKTH, CTaHAJIM UM M3BECTHU IMPU WM 1O TOBOJ M3MBIHCHUE HA 3aJb/DKCHUATA UM, OCBEH IO
MMIUCMEHO UCKaHEe Ha IbPYKABEH OpIraH, KOTaTo TOBA € MPEIBUICHO B 3aKOH.

(2) BbB BpB3Ka ChC 3aABDKCHUATA CH MO ajll. | JMIlata MOAMUCBAT JEKiIapalnusi 1mo ooOpasel, YTBBPACH OT
npeacenarens Ha Komucusira.

(3) IIpencenatensr u uaeHoBeTe Ha KoMucusTa He ydacTBar B IJIaCyBaHETO 3a KOHKPETEH JICKAPCTBEH IPOJIYKT,
aKo yyacTBaT B JICMHOCTH, CBBP3aHM C HErOBOTO pa3paboTBaHe, MPOM3BOJCTBO, MAPKETUHT, THPIOBHS Ha €Ipo U
TBProBHS Ha IpeOHO.

Ya. 68. (1) Komucusara nyOnukyBa wuHpopMmamus 3a JACHHOCTTa CH Ha HHTEpPHET CTpaHUIIaTa Ha
MMHHUCTEPCTBOTO Ha 3ApaBEOIa3BaHETO.

(2) Komucusita u3rorBsd Ha BCekM 6 Mecela JOKIaJ 3a JEHHOCTTa CU 10 MUHHCTEPCKUS CBBET, KOHTO ce
yOJMKYBa Ha HHTEPHET CTpaHMIaTa o ai. 1.

(3) Komucusita moyrbpxa akryajiHa nHGOpMaIius 3a BCSIKO 3asiBJICHHUE HA UHTEPHET CTpaHHIaTa mo ai. 1.

JOITBJIHUTEJIHA PA3SIIOPEJIBA

§ 1. [lo cMucswia Ha Hapenoara:

1. "OOmectBeH 3apaBHOOCHTYpUTENCH (oHA" € TyOnuYHa WHCTUTYIHS, KOSITO CHOMpa | pasnpeens
3IPaBHOOCUTYPUTEIHU BHOCKU U 3PaBHOOCUTYPUTEIHU MIPEMUH 32 3[PaBHU IEHHOCTH, YCIYIU U CTOKHU 32 Hail-rojasm
Opoii 31paBHOOCUTYPEHH JIMLIA Ha TEPUTOPUSATA Ha CHOTBETHATA CTPAHA.

2. "llena Ha mpousBoguTen" € LlEeHaTa 3a THPrOBEIl Ha €1po, 3asBEHa OT MPUTEXKATENs Ha pa3pellieHUETo 3a
yrorpeda WU OT YIIBIHOMOIIEH HETOB MPEICTAaBUTEN, O€3 BKIOYCHHW B HEs OTCTBIKA WM APYIH CTUMYJIH,
MPEIOCTaBEHU OT IIPOU3BOAUTENS HA THPrOBELA HA €PO.

3. "ChumsAT JEKapCTBEH MPOAYKT' € JIEKAPCTBEH MPOIYKT CbC CBIIOTO MEXAYHAPOAHO HENATEHTHO
HauMEHOBaHME, KOJIMYECTBO aKTUBHO BEILECTBO B J030Ba €IMHUIIA, 1aJieH 00eM, JaJileHa Maca, MPOLIEHT, JIEKapCTBEHA
dopmMa B OKOHUATETHA ONAKOBKA Ha IPOM3BOAMUTEN/TIPOU3BOIUTENN, BIIMCAH/BIIMCAHW B pa3pelICHHETO 3a
yrotpeba/permieHnero Ha EBpormeiickata komucus, u3fgaaeHo mo pena Ha Permament (EO) Ne 726/2004 Ha
EBponelickus napaameHT 1 Ha CbBeTa.

4. "PedepenTHa 11eHa" e nenara, oopasyBana mo peaa Ha wi. 8, an. 1, 1. 1 w/mwmm wr. 10, an. 1, 1. 1.
5. "OkoHYaTenHa OmMakoOBKA" Ha JICKAPCTBEH MPOIYKT € OOIOTO KOJMYECTBO AKTUBHU BEIECTBA, W3PA3CHU
Ka4eCTBEHO U KOJMYECTBEHO 3a €IHa J1030Ba €MHUIIA UM B 3aBUCHMOCT OT JieKapcTBeHaTa (opma - 3a JajaeHa maca

WM 00eM, MJIK B TIPOIEHTH.

6. "OxoHyaTenHa OMaKoBKa, Hal-OIM3Ka 10 3asBeHaTa" € ONMaKkoBKa, YMHTO OpOMl O30BH €IUHUIIM Ca B €IHA U
ChIlla TpaHUIla ¢ OpOos Ha I030BUTE CIMHUIIM B 3asiBEHATA OMAKOBKA, TIPU CICAHUTE OMPEICICHU TPaHUIIN:

ot 1 10 2 (tabneru, Karcynu, (WiakoHH, 1034 U Ap.)

ot 3 10 5 (Tabneru, Kancynu, (rakoHu, 03U U Jp.)



ot 6 10 15 (TabneTu, kancymnu, qUiakoHH, 03U | JIp.)
ot 16 no 30 (TabneTH, Karcynau, QuIakoHU, 034 U Jp.)
ot 31 o 60 (Tabnern, Karcynu, (NIaKOHH, TO3U U JIp.)

Haj 60 (Tabneru, Karcynu, (UIakoHH, 1034 U Jp.)

7. "llyckane Ha ma3apa" € pa3snpoCTPaHEHHUETO HA JIEKAPCTBEHUS MPOAYKT B ThPrOBCKATa MPEXa HAa TEPUTOPHUSTA
Ha PenyOnuka bbarapus M3BbH AUPEKTHUS KOHTPOJI Ha TIPUTEXKATENS Ha pa3pelieHUeTo 3a ynorpeoda.

HPEXOJAHU U 3AK/IIOYUTEJIHA PASITIOPEJIBU

§ 2. (1) 3amoyHaTUTEe W HENOBBPIICHN KbM BJIM3aHETO B CHJIA Ha HapembaTa MpoIeaypu 3a oOpa3yBaHEe Ha
npeaesHa IeHa 3a JIEKapCTBEHH MPOIYKTH, KOUTO He ca BKIoueHU B IUUIC, HO mpuHammexar KbM MEXIyHAPOIHO
HEMaTeHTHO HaMMEHOBAaHKE, BKIIOUYEHO B CIUCHKA, C U3KIIOUEHHUE Ha JICKAPCTBEHUTE MPOAYKTH 1O wi. 262, an. 5, T. 2
3JITIXM, ce moBBpIIBAT MO peia Ha TJIaBa YeTBBPTa OT Hapeadara.

(2) 3amoyHaTUTE U HEJOBBPIIEHU KbM BIM3aHETO B CHJIa Ha Hapeadara mpoleaypu 3a oOpazyBaHe Ha MpeJeTHa
I[€Ha 3a JIKApCTBEHU MPOIYKTH U3BBH TE3H MO ajl. 1 ce TOBBpIIBAT IO peia Ha IJ1aBa IeTa OT Hapeaoara.

(3) [IpuTexkarenute Ha pa3pelieHUs 3a yMoTpeda MM TEXHU YI'BIHOMOIICHU MPEACTaBUTENN B 14-THEBEH CPOK
OT BIIM3aHETO B CUJIa HAa HapeadaTa mojaBaT U3UCKyeMHUTe JOKYMEHTH 3a JOBBPIIBaHE Ha MpoleAypuTe mo ai. 1 u 2. B
MPOTHBEH Cllydail ChOTBETHATA MPOIleaypa ce IpeKpaTsBa.

§ 3. (1) 3amouHaTHTe U HEAOBBPIICHH KbM BJIM3aHETO B CUJIa HA HapeabarTa mpoleaypu 3a oOpa3yBaHe Ha IieHa
mo wi. 258, an. 1 3JIIIXM ce poBbpiBar mo pena Ha Hapeadara, KaTo 3asBUTEIMTE B CpOKa Mo ajl. 3 mojaaBaT U
3asBJICHMS C IPUpPYXKaBalMTe TM JOKyMEHTH 3a BKIIOUYBAaHE Ha JiekapcTBeHuTe npoaykru B I[TJIC.

(2) 3amouyHaTHTe W HEAOBBPIICHW KbM BJIM3aHETO B CHJIAa Ha Hapeadara NpOLEIypH 3a BKIIOYBaHE Ha
nekapctBenu nponayktu B [IJIC ce moBbpmBar mo peaa Ha HapeadaTa, KaTo 3assBUTENNUTE B CpPOKA MO ai. 3 mojaaBar u
3asBJICHUSA C IPUIPYKABAIMTE TH JOKYMEHTH 3a oOpa3yBaHe Ha IieHa mo wi. 258, an. 1 3JIIIXM.

(3) IIputexarenute Ha pa3pelicHHUs 3a yoTpeda UM TEXHU YIIBIHOMOIICHH MPEJICTaBUTENN B 14-1HEBEH CpOK
OT BJIM3aHETO B CUJIa Ha HapeadaTa mojaBaT U3UCKyeMHUTe JOKYMEHTH 3a JOBBpILIBaHE Ha Mpoleaypute no ai. 1 u 2. B
IPOTUBEH Cllydail ChOTBETHATA MPOLEAypa Ce MPeKpaTsBa.

§ 4. (1) 3amouHaTuTe M HEIOBBPIIEHN KbM BIM3aHETO B CUJa Ha Hapendara MpoIeAypH 3a pEerucTpupaHe Ha
MaKCHMaJlHa IPOJaXkHa 1IeHa ce JJOBBPIIBAT 110 peja Ha Hapeadara.

(2) TlpuTexaTenuTe Ha pa3pericHUs 3a ynoTpeda WIM TEXHH YITBIHOMOIICHU TPEACTaBUTENN B 14-THEBEH CPOK
OT BJIM3aHETO B CHJIa Ha Hapeadara MmoAaBaT M3MCKyeMHUTE AOKYMEHTH 3a JOBBPIIBaHE Ha MpoleaypaTta mo ain. 1. B
MPOTHUBEH ClIy4yail mpoleaypa ce NpeKkparTsBa.

§ 5. (1) 3amouHaTHTEe W HEAOBBPIUICHH KbM BIIM3aHETO B CUJa Ha HapeabdaTa MpoOLEIypH 3a MPOMsSHA HIIU
3alM4yaBaHe Ha MpeJiesIHa [[eHa/perucTpupaHa IieHa Ha JIEKapCTBEHU MPOYKTH ce JOBBPILIBAT 110 pPea Ha Hapeadara.

(2) 3ammouHaTuTEe M HEAOBBPINCHHU KbM BIM3aHETO B CHJIA HA Hapeadara mpoleypy 3a TPOMsiHA HIIA 3aTMYaBaHe
Ha 1eHa mo wi. 258, an. 1 3JITIXM ce noBbpiBar 1o pena Ha Hapeadara, kKaTo NMpy 3aJIdaBaHe Ha I[eHara mo 4i. 258,
ant. 1 3JIIIXM nexapcTBeHUT NpoayKT ce u3kiousa ot ITJIC.

(3) 3amoyHanuTe mpeau BIM3AaHETO B CHUJIa Ha HapeadaTa Mpouenypd 3a NPOMsSHA WM M3KIIOYBAaHE Ha
nexapctBenu npoaykru ot IUIC ce nopbpmBar mo peaa Ha Hapeadara.



(4) TlputexxaTenuTe Ha pa3perieHUs 3a ynoTpeda WM TEXHH YITBIHOMOIICHU TIPEACTaBUTENN B 14-THEBEH CPOK
OT BIIM3aHETO B CUJIa Ha HapeadaTa mojaBaT U3UCKYeMUTE JOKYMEHTH 3a JOBBPIIBAHE HA MPOLEeaypUTe Mo an. 1, 2 u
3. B mpoTuBeH ciydaii chOTBETHATA MPOIIEAYpa C€ MPEKpaTSBa.

§ 6. (1) YrBBpaenute nenu no wi. 258, an. 1 3JIIIXM Ha nekapcTBEHU MPOIYKTH, KOUTO KbM BJIIM3aHETO B CHJIA
Ha Hapenbara He ca BKIOYEHU B [lo3MTHBHMS JEKapCTBEH CIMCBHK, ce 3ainudaBaT oT Komwucusara mo ueHu u
peuMOypcupane.

(2) B ciyuaii 4e kpbM BJIM3aHETO B CHJIa Ha Hapeadara 3a JIGKAPCTBEHHUTE MPOIYKTH 1O aji. 1 uma mporeaypu 3a
BKiItouBaHeTo uM B IUJIC, Te ce noBbpuBaT npu ycioBusita Ha § 3, al. 2, KaTo He C€ IbJKU Ibp’KaBHA Takca.

§ 7. Paszrnenanute 10 S HoemBpu 2011 r. or Komucusita 1o nieHu Ha J€KapCTBEHUTE MPOAYKTH U BJIE3JIU B CUJIA
Clie]] Ta3U JlaTa pEIleHHs 32 HaMallsiBaHe Ha IleHuTe mo wi. 258, an. 1 Ha nexkapctBenuTe npoaykru B [UIC cmyxeOHO
ce oTpazsBar oT KoMmucusira o neHu u peumMOoypcupase.

§ 8. B cpok 10 mectT Meceria OT BJIM3aHETO B cujia Ha Hapenbata Komucusara mo meHu u pemmOypcupaHe
MNpUBCKIa BKIIOYCHUTE B IUIC JICKApCTBCHU TMPOAYKTH C TiACHa TCEpAlICBTUYHA [IMPHUHA OT TIpylnara Ha
MMYHOCYIIPECOPHUTE 3a JICUeHHE Ha MAIllUEeHTH CJie]l TPAaHCIUIaHTalUs Ha OpraHu B ChOTBETCTBUE C Wi. 44, an. 1 u npu
YCIIOBHSITA HA aJl. 2 Ha CBIIMS WIEH.

§ 9. (1) B cpok o miecT mMecela OT BIM3aHETO B CUJIa Ha HapeadaTa ChOTBETHUTE HAIIMOHAHU KOHCYATAHTH,
MEAMIIMHCKA HAay4yHU JPYXKECTBAa M E€KCIIEpTHU ChBETH MpesyiaraT Ha Komucusra mo neHu u peuMmMOypcupaHe 3a
yTBBpKIaBaHe (papMako-TepaneBTUYHU pPBHKOBOJCTBA, BKIIOYBAIM KPUTEPUHM 3a OIEHKA Ha e(UKaCHOCTTa Ha
MpujlaraHata Tepamnus, KakTo W MPErnopbKd 3a JITOPUTMHU 3a JIEUEHHUE C JICKAPCTBEHU MPOAYKTH, 3aIlJIalllaHU C
MyOJTMYHU CPE/CTBA.

(2) Kommcusta mo ueHM U peuMOypcHUpaHe YIBBbpXKJaBa B 3-MECEUEH CpPOK OT IOCTBIIBAHETO WM
(apMako-TepaneBTUYHUTE PHKOBOJCTBA, BKIIOYBAIM KPUTEPUM 33 OLEHKA Ha e(QUKACHOCTTAa Ha IpujaraHara
Tepamnus, KakTo U MPENopbKU 3a AITOPUTMU 3a JICYEHHE C JEKapCTBEHU MPOAYKTH, 3aIUIAlAHU C MyOJIMYHU CPEeCTBa
o an. 1.

§ 10. 1o 30 ronu 2012 r. MUHUCTBPBT HA 3[PABEONA3BAHETO BHACA B MUHUCTEPCKUS CHBET NMPEIAJIOKEHUE 3a
OTMsIHATa Ha pasnopenoute Ha wi. 14, an. 1, 1. | mum. 32, am. 1, 1. 1.

§ 11. Hapenbara ce mpuema Ha ocHOBaHue Wi. 258, ai. 4 u 5, wi. 259, an. 8, wi. 2598, an. 1, un. 261, an. 1, 1. 4,

yi1. 262, ann. 6 u ui. 264 ot 3akoHa 3a JICKAPCTBEHUTE MPOYKTH B XyMaHHATa MEAUIIMHA.
Npunoxeunme N 1
KeM uJ . 13 ,anxm . 1 ,un . 22,an .1
mun.30,an .1

10
KOMUCHATA I10 LIEHU 1
PEMUMBYPCHUPAHE

3AdABJIEHHE

(mpuTeX)aTEN Ha pa3peIIeHNETO 3a YIIOTpeda/mpuTexaren Ha pa3pelieHIe 3a apajiejeH BHOC Ha
JICKapCTBEHUSI TPOAYKT HJIM OT HETOBUSI YITHIIHOMOIICH MTPEICTABUTEN)

npeacTaBJIIBaHO oT



Anpec 3a BpbB3Ka

Tenedbon e DAKC...eeevvrreeanne Enexrponen azpec
KonnuectBeno
MexyHapoaH
ChIIbPKaHHE
0 HenateHTHO HanmeHoBaHu [Ipurexaren F
7-uudpen Ha aKTUBHO
HAaMMEHOBAHU € Ha JlekapcTBeHa OxoHyaTenHa Ha [IpousBoauTen |
ATC xon (ako BEILIECTBO
€ Ha JIeKapCTBEH dopma OMAKOBKa  Pa3pEeLICHUETO m I
€ 3a/1aJ1eH) (M BCUYKH
JIeKapCTBEH MPOIYKT 3a yrorpeba
aKTUBHHU
npoaykt (INN)
BEILIECTBA)
JlekapcTBeHUAT TPOAYKT € 1o wi. 29 3JITIXM: na
HE

Hpouez[ypa, 3a KOATO CC ImoJJaBa 3asABJICHUCTO.

(B xBampartuero ce oTOens3Ba €V MPOIEIypaTa/MporeaypuTe, 3a KOSTO/KOUTO C€
KaHIUIaTCTBA)

[Mpomeaypa 3a BKIIOYBAHE Ha JIEKAPCTBEH MpOaykT B [lo3utuBHHS
1. nekapcTBEH CIHMCBK, BKIIOUUTEIHO 0OpasyBaHe Ha IieHa 1o wi. 258, am. 1
3JIIIXM

[Ipouenypa 3a U3KIIOYBAHE HA JIGKAPCTBEH MPOAYKT OT [lo3uTuBHUS
2. JeKapCTBEH CIUCHK, BKIOYHUTEIHO 3aJMYaBaHe Ha IieHa mo wi. 258, an. 1
3JIIXM

2.1 Mpoueaypa 3a U3KIIOYBAHE HA JEKAPCTBEH MPOIYKT OT MPHUIIOKEHHUE
Ha [o3uTUBHMS TIEKAPCTBEH CIUCHK

2.2 npolenypa 3a U3KII0YBAaHE Ha JIeKapCTBEH NpoAyKT oT Ilo3utuBHuSA
JIEKapCTBEH CMUCHK U 3ajIM4aBaHe Ha 1ieHa no wi. 258, an. 1 3JIIIXM

Ilponienypa 3a mnpomsiHa Ha BKIIOYEH JIEKAPCTBEH NPOIYKT B
" Ilo3uTHBHUS TEKapPCTBEH CIUCHK

3.1

npoMsiHa Ha HAUMCHOBAHUC
3.2

MpoMsiHA Ha IpUTexaren Ha Paspemennero 3a ynorpeba (PY)
33

IMpoMsiHa Ha HpOI/I3BO,Z[I/ITeJ'I/Hp01/I3B OJUTCIIN

3.4 MPOMsIHA Ha MOKa3aHUs



35 MpoMsiHa Ha 11eHa mo wi. 258, an. 1 3JIIIXM

3.6
IMpoMsiHa Ha APYIr'A BIIMCAHU B PCTUCTbpPA o0cTOsSTEIICTBA

4. [Iponenypa 3a oOpazyBaHe Ha MpeaeHa [ieHa Ha JIEKAPCTBEH MPOIYKT

[Ipouenypa 3a mpoMsiHa Ha 0Opa3yBaHa MpeJesHa [IeHa Ha JIEKApCTBEH
MPOJIYKT

6. [Mpoueypa 1Mo 3anruaBaHe Ha MpeIeNiHa [IeHa

[Iponieaypa mo mpoMsHa Ha OOCTOSTENICTBA B PELICHUE 3a IpeleinHa
L[eHa

7.1
IPOMSHA Ha HAUMEHOBAHME
7.2
IIpOMsIHA Ha IpuTexaren Ha PY
7.3
MPOMSIHA Ha IPOU3BOAUTEIN/TIPOU3BOAUTEIN
7.4

IIPOMSIHA Ha JPYIY BIMCAHU B PETUCTbpPa OOCTOATENICTBA

[Ipouenypa 3a peructpupaHe Ha I€HAa Ha JEKapCTBEH IPOJIYKT,
OTITYCKaH IO JIEKapCKO MpeArcaHue

IIponenypa 3a mpoMsHa Ha perucTpupaHa ILi€Ha Ha JIEKapCTBEH
MIPOJIYKT, OTITYCKAH I10 JIEKAPCKO MpPEIIrCcaHnue

Hpouez[ypa IO 3aJIM4aBaHC Ha PCTUCTpUpPaHa IE€HA Ha JICKAPCTBCH

10.
IIPOAYKT, OTIIYCKaH I10 JIEKAPCKO IIPEANNCAaHUE

[lpouenypa mno mnpoMsHa Ha OOCTOSTEJCTBA B pELICHHE 3a
11.perucTpupana I1ieHa Ha JICGKAPCTBEH IMPOJYKT, OTHYCKAH IO JIEKAPCKO
Npeanyucanmue

11.
IIpOMSIHA Ha HAMMEHOBAHUE

11.
IIpOMsiHA Ha IIpUTexaren Ha PY

11.
IIpoMsAHa Ha HpOI/ISBOI[I/ITGJ'I/HpOI/I?»BO,I[I/ITeHI/I

11.
MPOMSIHA Ha JPYrd BIUCAHU B PErUCThpa OOCTOATEICTBA

[porienypa 3a perucTtpupaHe Ha IeHAa Ha JICKAPCTBEH IPOJIYKT,
"OTITyCKaH 0e3 JIEKapCKO MpeucaHue



[lporieypa 3a mpoMsiHA Ha pErMCTpUpaHa IIEHA Ha JICKApPCTBEH

13.
MMPOAYKT, OTITYCKaH 0e3 JICKApCKO MPCANNCAHUC

[porenypa mo 3aJiMyaBaHe Ha PETHCTPUpaHa I[EHA Ha JICKAPCTBEH

14.
MMPOAYKT, OTITYCKaH 0e3 JICKApCKO MpECAITUCaHue

[lporieypa 1O mpoMsHAa Ha OOCTOSATEICTBA B pCIICHHE 3a
15.peructpupana meHa Ha JIEKAPCTBEH IMPOIYKT, OTIYCKaH O€3 JICKapCKO

IpeANNCaHne
15.
1 IPOMSHA Ha HAUMEHOBAHHE
15.
) IIpOMsIHA Ha IpuTexaren Ha PY
15.
3 MPOMSIHA Ha IPOU3BOAUTEI/TIPOU3BOAUTEIN
15.
4 IIPOMSIHA Ha JPYIY BIMCAHU B PETUCTbpPa OOCTOATEICTBA
* 3a BCcsiKa IIpoIIe/Iypa ce MOMbIBA ChOTBETHHUST paszes
JIOKyMeHTH, KOUTO c€ MpujaraT KbM 3asiBJICHHETO 32 BCUUKH IIPOLETYPHU:
1. uHpopMaLUsI OTHOCHO €JMHHUS UJICHTU(UKAIIMOHEH KOJ Ha JIPYKECTBOTO MJIM KOONeparusiTa
oT

TBPTOBCKUS PETUCTHP, a 3a JPYKECTBATa, PETUCTPUPAHU B JIbp)KaBa — WiIeHKa Ha EBpomeickus
ChI03, UJIU B IbpKaBa — cTpaHa o CnopasymeHuero 3a EBponeickoTo HKOHOMHYECKO MPOCTPAHCTBO —
KONKME OT JOKYMEHT 3a aKTyaJdHa PEerucTpanusi Mo HAIMOHAJTHOTO 3aKOHOJATEICTBO, HW3MaJCH OT
KOMIIETEHTEH OpraH Ha ChbOTBETHATa JbpKaBa Ha JuMIata mo wi. 12, an. 1 He mo-KbCHO OT 6 Mecena
Mpeau MoJaBaHe Ha 3asBJICHUETO;

2. M3pUYHO HOTAPUAIHO 3aBEPEHO ITBIHOMOINHO, B Ciydaid 4e 3asBJICHUETO C€ IMojJaBa OT
MpeACTaBUTEN Ha MPUTEKATENS Ha pa3pellieHUeTo 3a ynorpeoa;

3. IoKa3aTesicTBa OTHOCHO IMPEJACTaBUTENIHATA BJIACT HA JIUIIETO, MOANKCANIO MBIHOMOIIHOTO 1O T.
2;

4. xomue OT paspelleHHue 3a yrmorpeba Ha JEKApCTBEHHUs MPOIYKT CHINIACHO W3MCKBAaHUITA Ha
3JITIXM;

5. IOKyMEHT/H 3a TJIaTeHa Jbp)KaBHA TaKca 3a BCEKU OT/CIICH JIGKAPCTBEH MPOIYKT.

Pazpen I

1. Ilpoueaypa 3a BKIIOYBAHE Ha JIEKAPCTBEH NPOAYKT B I[lO3UTHBHUS JIEKQpCTBEH CIIMCHK,
BKJITIIOUMTEIHO o0paszyBaHe Ha 1eHa 1o wi. 258, an. 1 3JIIIXM (3a BCSAKO OTAENHO NMPUIIOKEHHUE Ce 0TOeNsI3Ba
B CBOTBETHOTO KBajpaTue 1, 2, 3)

1. ;mexkapcTBEHHM MPOIYKTH, MPEAHA3HAYCHH 3a JICUCHHE Ha 3a00JIIBaHUS, KOETO ce
3aruIalla 1mo pesia Ha 3aKkoHa 3a 3[paBHOTO OCHTYPSIBAaHE;

2. NIeKapCTBEHH MPOAYKTH, 3aIUIAIllAHU OT O0JpKeTa Ha JiedeOHUTE 3aBECHHUS 110 WI. 5
oT 3aKkoHa 3a JIeYeOHHUTE 3aBeJICHUS U OT OIOPKETa Ha JIeUeOHUTE 3aBEICHHS C JABPKABHO
u/um o0nmMHCKO ydactue mo wi. 9 u 10 ot 3akoHa 3a JIeueOHUTE 3aBECHUS;

3. meKapcTBEHH MPOIYKTH, NpeaHasHaueHu 3a jedenne Ha CIIMH, Ha wHeKIMO3HHA
3a0oJisiBaHusl, Ha 3a00siBaHus M3BBH 00xBata Ha 330, 3amian@Hu 1o peaa Ha wi. 82, ai. 1,
T. 8 oT 3akoHa 3a 3ApaBeTO, KAKTO M BAaKCHMHU 32 33JAb/DKUTEIHU HMYHU3ALUUH U
pEUMYHU3AllMH, BAKCUHU 110 CICIHAIHH IMOKA3aHUS W TPH U3BBHPEIHU OOCTOSITEICTBA,
cnenupUIHN CEPYyMH, UMYHOTJIOOYTHHHU, onpeneneHu ¢ Hapenda Ne 15 3a umyHuzanuunte B



Pemybnuka bearapus;
JlaHHU 3a JTEKapCTBEHUSI TPOTYKT

3agBeHa 1IeHA 110 EJIEMEHTH

3asgBeHa 1IeHA Ha

€Ha Ha THProBeIl Ha eIpo €Ha Ha THProBeIll Ha
MIPOU3BOUTEI i P t P i P H
I[eHa Ha
I[eHa Ha
MPOU3BOAUTEIN JJC _
MPOU3-BOAUTEIN JJC (B 00110 ¢ Ha/llIeHKa HA/IIIEHKA 001110 C Ha/IIIEHKaHA/IIIeHKa )
B CBOT-BeTHata = oobd as.) HAAC (B®%) (BuB.) Hera AJIC  (B8%) (B aB.) Hera
PaBHO-CTOMNHO (B 11B.)
BaJIyTa or

[IpenopbunTenHa JHEBHA J103a, aKO € paznuuHa oT JIJ1/]

[IpennoppunTenHa AHEBHA 71033, aKo He € yctaHoBeHa oT C30

bpoii JI/1/] B onakoBka

CpenHa NpoABIKUTEIHOCT Ha JICYEHUETO ChIVIACHO KpaTKaTa XapaKTepUCTUKa Ha IIPOIYKTa
OcobeHocCT Ha TO3UPOBKATA U CPEAHA MPOABIKUTEITHOCT Ha JICYCHUETO

Heo06xommMocCT OT ChIIPOBOXKIAIIO JICUCHUE

[TokazaHust CHIIIACHO KpaTKaTa XapaKTeprucTHKa Ha TPOyKTa (ko Ha 3abomsBaneTo chrimacHo MKE
OrpaHn4eHu Moka3aHus (ako ¥Ma TaKuBa)

JloKkymMeHTH, OTHOCUMHU KbM IpOLIEAypaTa:

JeKIapanus, MpUIPY)KEHa CbC CIpaBKa OTHOCHO I[€HaTa Ha IPOU3BOAUTEN Ha JIEKAPCTBEH
ChOTBETHATA BayIyTa U B €BpO — B PymbHus, ®panuus, Ecronus, ['epuus, CnoBakus, JIutsa, [lopryram

CIMCBK Ha CTPaHHUTE, B KOUTO MEXKIYHApOJHOTO HEMNATEHTHO HAMMEHOBAHUE, KbM KOETC
JIEKApCTBEHUST MPOIYKT/KOMOMHanusATa (Ipu KOMOWHHpPAHHM JIEKAPCTBEHM IPOJAYKTH), C€ 3arliama
37IpaBHOOCUTYpUTENEH (POHT ......

JaHHU OT mpoBeneHH B PenyOnmuka bbeiarapust wnm B 4yxOWHA KIMHUKO-(APMaKOJIOTUYHU ¥
JIeKapCTBEHUsSI MPOYKT ChIVIACHO MpaBuiara Ha /loOpaTa KIMHMYHA IpaKkTHKa™

JIEKJIapalus 3a OCUIypsBaHE Ha HEOOXOJUMHUTE KOJUYECTBA HA JIEKAPCTBEHUS IPOIYKT B -
KOHKPETHUTE MOTPEOHOCTH Ha CTpaHaTa

q)apMaKO-I/IKOHOMI/I‘-ICCKI/I aHaJIn3, U3roTBCH WJIK aJlalITUPAH 3a CTpaHaTa

JIeKmapanusi 1Mo oOpaser] 3a BEPHOCTTa Ha JaHHUTE, MOCOYECHH B 3asBJICHHUETO M B TPHUIP
JIOKYMEHTH

* JIOKyMEHTHUTE CE€ MPEICTaBAT U 3a JICKAPCTBEHHU NpoaykTu 1mo wi. 29 3JIIIXM. 3a nexkapcTBeHU NMPOAYKTH C TICHA
LMPHUHA OT Ipylara Ha UMYHOCYIIPECOPUTE 3a JICYEHHUE Ha MAMEHTH CJEJ TPaHCIUIAaHTAllMs HAa OPraHU CE IMPEIOCTaB
KIMHUYHYU U3MUTBAHUS 32 OMOEKBUBAJICHTHOCT.



Paznen 11

2. Ilpouenypa 3a U3KIIOYBAHE HA JIEKAPCTBEH MPOJYKT OT [I03UTUBHUS JEKAPCTBEH CIHUCHK, BKIIOUUTEITHO 3]0
nena mo wi. 258, an. 1 3JIIIXM (3a Bcsiko OTAETHO MPUIIOKEHUE ce 0TOENsI3Ba B CbOTBETHOTO KBajipaTye 1, 2, 3)

1. nexapcTBeHM NPOAYKTH, MpEIHA3HAUCHH 32 JICYeHHE Ha 3a00JsBaHUs, KOETO Ce 3alliallia 1Mo peaa Ha
3paBHOTO OCUTYPSIBAHE;

2. NeKapCTBEHM MPOJYKTH, 3aIlIalllaHd OT OFO/DKeTa Ha JiedeOHWTE 3aBEJCHUS MO Wi. 5 oT 3aKoHa 3a J
3aBeJICHUS M OT OrOJPKeTa Ha JICUEOHUTE 3aBEJICHUS C AbPKAaBHO M/UIK OOMMHCKO ydacTue mo 4i. 9 u 10 ot
JIeueOHUTE 3aBEICHUS;

3. IeKapCTBEHU MPOJAYKTH, IpeaHazHaueHu 3a jeuenne Ha CIIMH, Ha nHdexnmnosnn 3abonsBanmus, Ha 3al
u3BBbH oOxBata Ha 330, 3ammam@Hu no pena Ha wi. 82, am. 1, T. 8§ oT 3akoHa 3a 3ApaBETO, KAKTO U B:
3ab/DKUTEITHA UMYHU3AIUN U PEUMYHU3AINH, BAKCHHU 110 CIICIIUAIHY MOKa3aHUs U TMPHU U3BBHPEIHU 00CT(
crnenupUIHN CEPyMH, IMYHOTI00yTMHH, onipeaenenu ¢ Hapenda Ne 15 3a umynuzanuute B Penyonmka bearapy

[Iponieaypa 3a U3KItOUBAHE HA JIEKAPCTBEH MPOJYKT OT MpUIIokeHHe Ha [103UTUBHUS JIEKapCTBEH CIIHMCHK.

[poneaypa 3a U3KIIOYBAHE HA JEKAPCTBEH MPOAYKT OT [I03UTHBHUSA IEKApPCTBEH CIUCHK U 3aTHMYaBAHE H:
1. 258, ain. 1 3JITIXM.

I[OKYMGHTI/I, OTHOCHUMHU KbM Ipoucaypara:

ACKIIapanus 1o 061333611 3a BEPHOCTTA HA JAHHUTEC, ITIOCOYCHU B 3adABJICHUCTO U B MPUAPYKABAIMTE IO I
npeACTaBCHA OT MPUTECIKATCIIA Ha PA3PCHICHUECTO 3a y1'IOTp66a HJIK OT HCTOBUS YITBJIHOMOIICH MPCACTABUTECIT

Paznen 11

3. Ilpomenypa 3a mpoMsHa Ha BKIIOYEH JIGKAPCTBEH MPOAYKT B [IOBUTHBHUS JIEKAPCTBEH CIHCHK (32 BCSIKC
MPHIIOXKEHUE ce 0TOeNsA3Ba B CbOTBETHOTO KBajpatue 1, 2, 3)

1. nexapcTBeHM NMPOIYKTH, NIPEIHA3HAYECHHU 3a JEUCHUE Ha 3200 sIBaHMs, KOETO ce 3aIljIallia o peAa Ha
3PaBHOTO OCUTYPSIBAHE;

2. NIeKapCTBEHU TMPOJIYKTH, 3aIUIalllaHd OT OI0JpKeTa Ha JIedeOHUTE 3aBENIEHUS IO Wi. 5 OT 3aKkoHa 3a J
3aBEJICHUS M OT OFOJPKETa Ha JICUEOHUTE 3aBEJICHHS C AbPKaBHO M/WUIM OOUMHCKO ydacTtue 1o wi. 9 u 10 ot
JIeueOHUTE 3aBENCHUS,

3. nexkapCcTBEHU MPOIYKTH, TpeaHa3zHaueHu 3a JedeHue Ha CIIMH, na undekmno3nu 3ab01sBanms, Ha 3al
u3BBbH oOxBara Ha 330, 3amnamp@Hu 1Mo perna Ha wi. 82, an. 1, T. 8§ oT 3akoHa 3a 3IpaBETO, KAKTO U B:
3abJDKUTEITHA UMYHHU3AIIUA U PEUMYHHU3AIIUH, BAKCUHY T10 CIICIIUATHYU MOKA3aHUS U TPH U3BBHPEIHU 00CTC
cnenuUIHN CEPyMH, HMYHOTTI00yIMHH, onipenenenu ¢ Hapenda Ne 15 3a umynuzanuute B Penyonmka beirarp

InpoMsiHa HAa HAUMCHOBAHUEC,

MpoMsiHA Ha mpuTexaren Ha PY;

IIpoMsiHa Ha HpOI/I3BOI[I/ITGH/HpOI/I?;BOIII/ITCJII/I;
MPOMsIHA Ha MOKa3aHus;

MpoMsiHA Ha LieHa 1o pena Ha 258, an. 1 3JIIIXM;

MPOMSIHA Ha JPYry BIMCAHU B PErUCThpa OOCTOATENICTBA.



JlaHHM 32 JIEKapCTBEHU S TPOAYKT
3asBeHa IPOMSHA Ha LI€Ha 110 €JIEMEHTH

3asgBeHa 1eHa Mo eJIeMEHTH

3asiBeHa IIeHa Ha MPOU3BOTUTEIN Llena Ha THProBell Ha eapO Ilena Ha THpProBer
e
nercTBala Ha Ha
IIcHa Ha 1eHa Hampous3- o6 Ha Ha Ha Ha
MIPOU3BOANTEN  HAIPOU3-BOJUTECBOINUTE il - TeH-]I- pi| 00 - 1eH-I-
JIeKapCTBEH b | BII B/1C (BmO Ka ICHKa te JAC (Bmo  cka ICHKa e
MPOIYKT BCHOT-BETHATA JIEBOBA JIB.) Ul CC (B (B Ha mB.) JAC (B (B Ha
ChOTBETHATA BaJIyTa paBHO- %) 1B.) %) 7B.)
BaJIyTa CTOMHO
CT

[IpenoppunTenHa THEBHA 1034, aKO € pasnuyuHa ot JJI/]

[IpenopprunTenna fHEBHA /1033, aKO He € ycTaHoBeHa oT C30

bpou JI/1/] B onakoBka

CpenHa NpoABIHKUTENHOCT Ha JICYEHNETO ChINIACHO KpaTKaTa XapakTepUCTHKA Ha IPOJIYKTa
Oco0eHoCT Ha J03UPOBKATa U CpeHA MPOIBIDKUTEIHOCT Ha JICYCHUETO

Heob6xoaumocT oT chIIpoBOXKAAIIO JIeUeHUE

ITokazaHus CBHITIACHO KpaTKaTa XapaKTepUCTHKA Ha MPOayKTa (Ko Ha 3a0omsBaHeTo chrinacHo MKb-|
OrpaHuyeHu noKa3aHus (aKo UMa TaKHBa)

HanmMeHoBaHue Ha
HammMeHoBanue  Ha  JEKapCTBEH CKADCTRE o YTBBpIACHA 1IEHA,
JEKapCTBEH  IPOJIYKT
MIPOAYKT 110 MIPOMsIHATA P poaL Ne u nara Ha pemenuer
ciel MpoMsiHara

IIputexaren  Ha

IlpuTexxkaTen Ha paspelicHUETO 3apa3peIieHUueTo 3a YTBBpACHA IIEHA,
yrnorpeba 10 npomsHara yrmorpe6a cien Ne u faTa Ha pemeHueT
poMsiHaTa
[TpousBonuTen/u YTBBpACHA LIEHA,

HpOI/ISBOI[I/ITeJ'I/I/I A0 IMpoMsiHaTa
CJICO MpoOMAHAaTa Ne u marta Ha PCHICHUCT

JloKyMeHTH, OTHOCUMH KbM IPOIIeaypara:

JeKIIapalus, NpuapyKeHa CbC ClpaBka OTHOCHO 1[€HaTa Ha MPOU3BOIUTEN Ha JIEKAPCTBEHUS MPOJIYK
BajyTa u B €Bpo — B PymbHus, @panuus, Ecronus, ['spuus, CnoBakus, JIutsa, [lopryranus u Ucnanus;

CIMCBK Ha CTPaHUTE, B KOMTO MEXIYHApOAHOTO HEMATEHTHO HAaWMEHOBAHHE, KbM KOET
JIEKApCTBEHUSAT MPOIYKT/KOMOMHAIUATa (IpH KOMOMHHUpAHU JIEKAPCTBEHW MPOAYKTH), C€ 3aruiaiia
3paBHOOCUTYpHUTENEH (POHL;



JaHHU OT IMpoBeneHU B PenyOnuka bbarapus unm B uyxOMHA KIMHHKO-(HapMaKOJIOTHYHHU
JIEKapCTBEHMU S IPOJIYKT ChITIaCHO IpaBuiiaTa Ha JloOpara KIMHUYHA TPAKTUKA;

JeKIapanys 3a OCUTypsiBaHE Ha HEOOXOJAMMHUTE KOJMYECTBA Ha JIEKAPCTBEHUs TPOIYKT B
KOHKPETHUTE MOTPEOHOCTH Ha CTpaHaTa,

(hapMaKo-UKOHOMHUYECKH aHAJIN3, U3TOTBEH MM aJIJaliTUPaH 3a CTpaHara;

ACKIIapanus 1Mo 06pa3eu 34 BCPHOCTTA HA JAHHUTC, ITOCOYCHU B 3asBJICHUCTO U B IIPUAPYKABAIIUTC 1

Pazpen IV
4. Ilpouenypa 3a oOpa3yBaHe Ha MpeeHa [IeHa Ha JIEKAPCTBEH MPOJIYKT.
JlaHHM 3a neKapCTBEHUS MPOAYKT

3asBeHa MMpeaAciiHa [ICHA IO CJICMCHTU

3asiBeHa 11eHa Ha MPOU3BOIUTEN Llena Ha THproBel Ha eapo Ilena Ha ThproBell
eH
tera ' Ha Ha Ha
Ha pivi| Haj- 00 Ha
IIPOU3-B JI- 1EH- Jil| JI-1[E€H-
MIPOU3BOAUT C 00110 LIeH- e 1110 a- e
OJIUTEN B Ka AC (B Ka
en B osopa (B c AJIC Ka ® Ha 15) C IIeHKa ® Ha
CHOTBETHAT JIB.) (B %) ' JIC (B %)
PaBHO-CT JIB.) JIB.)
a BayTa .
OHOCT

JIOKyMEHTH, OTHOCUMH KbM IIpoOLieAypaTa
JeKIapalus, IpUuIpyKeHa CbC CIIPaBKa OTHOCHO LI€HATa Ha IIPOU3BOAUTEN Ha JIEKapCTB

ChOTBETHATA BajyTa U B €Bpo — B Pymbuus, @panuusi, Ecronus, I'spuus, CnoBakus, JIuTa:
HUcnanus

Paznen V
5. Ilponiemypa 3a mpoMsiHa Ha 0Opa3yBaHa MpeeHa IeHa Ha JIEKAPCTBEH MPOIYKT.
JlaHHM 32 NeKapCTBEHUSI MPOAYKT

3asBeHa npeaciiia neHa 1mo CJICMCHTHU

3asiBeHa 11eHA Ha MPOU3BOIUTEN Llena Ha THpProBell Ha eaPO Llena Ha Thpro,er
NecTBa
IIeH
€Ha Ha
ma a Ha Ha
IIPOU3BOJIUAT 1eHa Ha JJI Ji|
MIPOU3-BO 00 f1ieH- Ha e 00 Ha Ha e
en Ha npous-poauten C JC
TUTET B mo Ka JIICHKA - o  CIOICHKA JIICHKA -
JIEKapCTBEH B JIeBOBA (B (B N
ChOT-BET . Jivi(@ (B (B 11B.) Ha JAC (B %) (B aB.) Ha
NPOAYKT B pPaBHO-CTOMHOCT JIB.) o JB.)
HarTa %)
ChOTBETHATA
aiyra

BaJyTa



JloKymMeHTH, OTHOCMMH KbM IIpoLieaypaTa

JeKIapanus, MPUAPYKEHAa CbC CIpaBKa OTHOCHO ILi€HaTa Ha IIPOU3BOAUTEN Ha JIEKAPCTBE!
ChOTBETHATA BajlyTa U B €Bpo — B PymbHust, ®panuus, Ecronus, ['spuns, Cnoakus, JIutsa, [lopryran

Pazgen VI
6. [Ipouenypa no 3a1M4aBaHe Ha MPE/EIHA IIEHA.

JlaHHM 3a JIeKapCTBEHUS TPOILYKT

Paznen VII
7. Ilpouenypa 1o mpomsiHa Ha 0OCTOSITENICTBA B PEIICHHE 3a IpeieHa 1IeHA.
IpOMSHA Ha HAUMEHOBAHMUE;
IIpOMsIHA Ha IIpuTexaren Ha PV,
IpOMSIHA Ha IPOU3BOAUTEN/IPOU3BOTUTENH;
MPOMSIHA Ha JPYr' BOIMCAaHU B PErUCThpa OOCTOATENCTBA.

JlaHHU 3a J1eKapCTBEHU S POIYKT

Haumenosanue Ha
HanmenoBanue Ha JIeKapCTBEH MPOIYKT
JICKapCTBEH MPOTYKT II0
ClIe]] IpOMSIHATa
MPOMSIHATA
[Ipurexaren Ha
[Mputexaren Ha pa3pelieHUETO 32 ynoTpeda
paspereHrueTo 3a yrnorpeda 1o
cyen mpoMsiHaTa
npoMsiHaTa
[IpousBoauTen/u bi(o)
[IpousBoauTEN/M Clies TpoMsIHATA
npoMsiHaTa

JloKkymMeHTH, OTHOCUMH KbM IpoLieaypaTa

HpI/IJIaI‘aT CC U CC OIMMCBAT BCUYKU JOKYMCHTH, CBBP3aHU C IIpOMAHATA

Paznen VIII

YTBBpACHA IIPENEIHA LEE
Ne u nara Ha pemeHueTC

YTBBpACHA IPEAEITHA LICE
No u nata Ha peleHueTC

YTBBpACHA pEaEITHA LICE
No u nara Ha perneHueTC

8. Iporeaypa 3a perucTpupaHe Ha I[eHa Ha JICKAPCTBEH MPOJYKT, OTIHYCKAH IO JICKAPCKO MPEINUCaHHte.

I[aHHI/I 3a JICKaApCTBCHUSA TPOAYKT

3asgBeHa 1ieHa



3asBeHa II€Ha Ha IMpOU3BOAUTEIT 3assBeHa MaKCHUMAaJTHA npoaaxHa n€Ha

nmeHa HA IIeHa HA MAKCHMAJHA TMPOJAXKHA I

NMPOM3BOAUTE]l BbBIPOU3BOAUTEI BAPeOHO B JIeBOBE C BKJIKOYE]

BaJIyTa/eBpo ObJrapCKH JIEBOBEe  BDbPXY J00aBeHATA CTOMHOCT
Pazgen IX

9. Ilponienypa 3a npoMsiHA Ha PETUCTPUPAHa [I€HA Ha JIEKAPCTBEH MPOIYKT, OTITYCKAH 110 JIEKAPCKO MpEeACcCaHue.
JlaHHM 3a JIeKapCTBEHUS IPOITYKT

3agBeHa 11eHa

3asBeHa IIpOMsAHA Ha [ICHA HA IIPOU3BOJUTCII 3asBeHa IIpOMAHA Ha MAaKCUMaJIHA ITPpOJaKkHa LI CE
eHa HA eHa Ha perMCTpHpaRa  MAKCHUMAJIHA MPOJANKHA |

IICHa,
NPOM3BOAUTE]l MNPOU3BOAUTEAB  y,, ... [APEOHO B JIEBOBE C BKJIIOY(
BbB BAJIYTa/€BPO0 ObJrapCcKH JIEBOBE  perennero BbPXY A00aBeHATA CTO]

Paznen X
10. Ilporeaypa 1Mo 3aqMyaBaHe Ha PerUCTpUpaHa IeHa Ha JIGKAPCTBEH MPOYKT, OTIYCKAH IO JIEKApCKO MPEAMUCAHY

JlaHHM 3a JIEKapCTBEHUS TPOITYKT

Paznen X1

11. Hpoue;lypa 10 nNpoMsdaHa Ha o0cTosATENCTBA B pCHICHUC 3a PCTrUCTPUPAHA ICHA HaA JICKAPCTBCH IPOIAYKT,
OTITYCKaH I10 JICKaPCKO MPpCAIMTUCaHuC.

IIPOMsIHA Ha HAUMEHOBAHMUE;

IIpOMsIHA Ha IpuTekaren Ha PY;

IpPOMSHA Ha TPOU3BOAUTEN/TIPOU3BOTUTENH;

MPOMSIHA Ha JAPYIY BIUMCAHU B PErUCThpa 0OOCTOATENICTBA.
JlaHHU 32 J1eKapCTBEHUsI IPOYKT

Perucrpupana uena,

HammenoBanue Ha JeKkapCTBEH HammenoBanue Ha JekapCTBEH N
°© ¢W qJara Ha
MPOIYKT J0 IIPOMsSHATA MPOLYKT CJIEN IIPOMSIHATA
p p p p pEILIEHUETO
Perucrpupana nena,
[Iputexxaren Ha pa3pelICHUETO [Iputexxaren Ha pa3pelIeHUETO N
° " ara Ha
3a yrnorpebda 10 mpoMsHarta 3a ynotpeba ciel mpoMsHaTa 2

pELIeHUETO



Peructpupana uena,

[IpousBoguTen/u 1o [IpousBoauTen/u cien
Ne w pgara Ha
MpOMsIHATa MpoMsIHATa
PEIICHUETO
Pazpen XII

12. Ipouenypa 3a perucTpupaHe Ha LieHa Ha JIEKAPCTBEH MPOJIYKT, OTIYCKaH 0€3 JIeKapCKO MpeanucaHme.
JlaHHMU 32 JIEKapCTBEHU S IPOAYKT

3agBeHa 1I€HA

3asgBeHa II€Ha Ha IMpOU3BOAUTEIT 3assBeHa MakCUMaJTHA npoaaxHa n€Ha
neHa Ha
LEeHA Ha MAaKCHMAJIHA NMPOJAKHA LIEHA HA
MPOU3BOAUTE]I B
NpoM3BOAMTEN BBBs . APeOdHO B JIeBOBE C BKJIKYEH JaHbK
BaJIyTa/eBpo JICBOBE BbPXY 100aBeHATA CTOMHOCT

Pazngen XIII

13. Ilpoumemypa 3a mpomsHa Ha pETHCTPHpAHa I€HAa Ha JICKAPCTBEH NPOIYKT, OTIYCKAaH 0e3 JIEKapCKO
IpernucaHue.

JlaHHM 3a JIEKapCTBEHU S TPOAYKT
3asBeHA 1ieHa

3asBeHa IIpoOMsAHA Ha IICHA HAa IIPOU3BOJAUTCII 3asgBeHa IIpoOMAHA Ha MaKCUMaAJIHA ITpOJaKHa [ICHa

MaKCHMaJIHA

HeHa Ha HeHa Ha NPOJA’KHA [eHA HA
PETMCTPHPANA KA, yaGHQ B JIEBOBE €
NPOM3BOANTE]  MPOU3BOAMUTE] B Nemmrama

BKJIIOYEH JaHBK
BbB BAJIyTa/eBPO ObJrapcku jiepope 0 A
BbpPXY A00aBeHaTa

CTOMHOCT

Paznen XIV

14. Ilpouenypa mo 3aJM4aBaHe Ha PETHCTpUpaHa I[€HAa Ha JICKApCTBEH MPOJIYKT, OTIYCKAaH Oe3 JIeKapcKo
npe/nrcaHue.



JlaHHU 3a JTeKapCTBEHUS MTPOTYKT

Pazpen XV

15. TIpouenypa mo mpomsiHa Ha OOCTOSTENICTBA B PEIICHHE 3a PETUCTpUpaHa I[eHa Ha JIEKAPCTBEH MPOAYKT, OTITYCKal

NpeAnycaHue.
IIPOMsIHA Ha HAUMEHOBAHMNE;
IIpOMsHA Ha IIpuTexaren Ha PV,
IIPOMSIHA Ha IIPOM3BOAUTEN/IPOU3BOIUTENH;
pOMSHA Ha JIPYTH BIMCAHU B PETUCTHPA 0OCTOATEIICTBA.
JlaHHU 32 JIEeKapCTBEHUs IPOYKT
HanmenoBanue Ha JIEKapCTBECH HaumMeHoBanne Ha  JIEKapCTBEH
MPOJYKT JI0 MPOMSIHATa IPOIYKT cleJl IpoMsIiHaTa
[IputexxaTten Ha paspelieHHEeTo 3a Ilputexaren Ha pa3peliCHUETO 3a
ynoTpeba 10 mpomsiHaTa yrotpeba cies npoMsHara
[IpousBoauTen/u 10 npoMsHaTa [TpousBoauTeN/u ciea npoMsiHaTa

Ipunoxeume N 2
KeM uJl . 14,axm . 1,17 .5

JEKJIAPALIUSI-CITPABKA
[To um. 14, alm. 1, T. 5 OT HAPEIOATA OT ..eveeerrreeirieeiieeeireenieeenteeeniseeenseeeseseessseessneesseessseessssees
(momreyiBa ce oT uiara mo wi. 13, an. 1 ot Hapenbara)
JIEKJIAPUPAM, 4ue TEKAPCTBEHUST ITPOIYKT ....eeeeuereeruereennrreenneneenaeeeeniseesnseeesnseeesnsseesseeesnneeennnes
(HaMMEHOBaHUE Ha JICKAPCTBEHUS MTPOIYKT, MEKYHAPOIHO HEMTaTEHTHO HANMEHOBAHHUCE;
KOJIMYECTBO aKTUBHO BEILECTBO B JI030Ba €AMHUIIA, AaJieH 00eM, 1ajieHa Maca, IPOLIeHT,

JICKapCTBCHA (I)OpMa B OKOHYATCJIHA OHaKOBKa)

€ ChC CJIEJIHATA [IeHAa Ha IIPOU3BOAMUTEN B ChOTBETHATA BAyTa U B €BPO 3a ChIMS JIEKAPCTBEH
IIPOJIYKT BBB:

CTpaHI/I TOYM. o L[eHa Ha MpOU3BOAUTCII B CbOTBCTHATA *I_[eHa Ha TbpPIroOBECI] HAa

BaJlyTa U B €BPO 3a ChUMS JIEKAPDCTBEH  JPEOHO C BKIIOYEH
MPOJYKT BBB: JJC B choTBETHaTA

BaJlyTa U B €BpPO 3a

ChIIM S JIEKapCTBEH

IMPOAYKT BbB:

PymbHus

Perucrpupana
Ne u nara Ha pen

Perucrpupana
Ne u nara Ha pen

Perucrpupana
Ne u nara Ha pen



®paHius
Ecronus
I'sprust
CrnoBakus
JIntBa
[opryranus
Hcnanus
(051 s%:1:07 81 (0 1) S
bearus
Yexus
Ilonma
JlaTBus
VYHrapus

JEKJIAPUPAM, u4e 3asBeHara IleHa Ha MPOU3BOAUTEN Ha JIEKAPCTBEHUS MPOAYKT

(HauMEeHOBaHUE Ha JIEKAPCTBEHUS MPOAYKT, MEKIYHAPOAHO HEMTaTEeHTHO HAUMEHOBAHUE;
KOJIMYECTBO aKTHBHO BEILECTBO B JI030Ba €IMHUIIA, 1aIcH 00eM, JaJieHa Maca, MPOIICHT,
JekapcTBeHa (popmMa B OKOHYATETTHA OTIAaKOBKA)

HE € I0-BHCOKa OT JICBOBAaTa PAaBHOCTOMHOCT Ha Hal-HUCKaTa LI€HAa Ha IIPOU3BOAUTEN 3a
ChIIMS JIEKAPCTBEH MPOIYKT B U3PUUYHO U30POCHUTE CTPAHHU.

* 3a0enexka. I/IH(bOpMaLII/ISITa MOXKEC 1a CC€ IMPCAOCTaBU, dKO € HAJIMYHA B JICKAPCTBCHUTC JIMCTU
Ha CbOTBCTHUTE CTpaHU.

[ara: JEKJIAPATOP: ..oooiiiiiiieieeeeeee
(MMe, IOAIHNC U TTeYaT)

Ipunoxeume N 3
KpM w1 . ® ,an . 1,7 . 2

OHNEHBYHA TABJIHUIOA
HA MoKa3aTeJiuTe Mo 4. 28 oT HapeadaTa

ITokazaren OreHka 3abenexka

1. He cobumectByBa napyra 20 T.
JEKapCTBEHAa BB3MOXKHOCT  3a
JeyeHne Ha 3a0o0JsBaHETO, 3a

KOCTO e npeIHa3HaueH
JICKAPCTBEHUST TPOIYKT — L.
28, am. 1, 1. 1.

2. Kputepuu 3a edpukacHOCT 45 1.



U TeparneBTUYHA €PESKTUBHOCT —
. 28, an. 1, 1. 2:

a) OIICHKA Ha
TepaleBTUYHATA  [OJ3a  Ha
JICKAPCTBEHUSI TPOTYKT

0) yIbJKaBaHE
MPOIBIDKUTEITHOCTTA HA JKUBOTA

B) BB3MOKHOCT 3a
nojgoOpsiBaHe  KAa4ecTBOTO  Ha
KHBOT

) HAJINYUE U 3HAYUMOCT Ha
JOI'BIHUTEIIHU ~ TeparneBTUYHU
MOoN3M, JAbDKalM  Cc€  Ha
OCHOBHOTO JeNcTBUE Ha
aKTHUBHOTO BEIECTBO

1) HaMaJIsIBaHe Ha
YCIIOXKHEHUSATA OT OCHOBHOTO
3a00J9BaHEe

€) ynoOCTBO 3a MarueHTa

x) e(eKTUBHOCT Ha
JIeKapCTBEHU S HPOIYKT,
CBBp3aHa CbC crenuduuHaTa
JekapcTBeHa (opMa W IBT Ha
BBBEXKJIAHE.

3. Kpurepuu 3a
0€30ITacCHOCT Ha JICKapCTBEHUTE

MPOJIYKTH:

a) Y4eCTOTa Ha HEXKEJIAHUTE
peaxkuuu

Karo nspBH 1360p
10 T.
Karo crniegsani u3z60p
S5T.

Hpyra Tepanus
It

Kusoronoaabp:xario ¢
JKUBOTOCIIACSIBALIIO
10 T.

VY abmxaBa KUBOTA
6 T.

He Bnusie Bbpxy

NPOABILKUTCIIHOCTTA HA )KUBOTA

OT.

ITbnHO BB3CTAaHOBSIBAHE
10 T.
YactuyHo, TpaliHO
6 T.
YacTr4HO, BpPEMEHHO
2T.

HNma
2T.
Hsama
0T

Bucoko — 10 1.

Cpenno — 5 T.
Hucko -0 1.
Ha—1T.
He-0rT.
Nmva -2 1.
Hama — 0 .
30T,

Bucoka (MHOTO 4eCTH; 4eCTH )
0.
Cpenna (He4ecTu; peJIKH )
2T.
Hucka (MmHOTO peaxu; c
HEHM3BECTHA YE€CTOTA)
ST.



0) TexecT Ha HEXKelaHUTE Jlexu, obpaTumu

peakuuu 10 1.
Texxu, oOpaTumMu
5T.
Texxxu, HeoOpaTUMHU
1T
B) yecToTa Ha He ce Hanara cnupane u 6e3

MPEyCTaHOBSIBAHE HA JICUCHUETO JIOITBJIHUTEIHO JICUCHUE
MOpaJii HEeXEIaHU PeaKIuu 10 1.

He ce criupa, HO C
JOII'bJIHUTECIIHO JICUCHUEC
ST.

Crnupa ce neyeHuero 6e3
JOI'BJIHUTCIIHA TCpaIlud
2T.

Cnupa ce 1e4eHUETO U
JOI'BJIHATENHA Tepanus

It

r) HaJn4ue Ha He ce HanmaraT TOMBbIHUTETHU
HEOOXOJMMOCT OT IpHJIaraHe Ha MEpPKU
JOM'BIHUTEIHA TPOPUITAKTHIHH S5T.
UM TEpaneBTUYHU MEpKU 3a Hanarar ce
NIpEOTBpaTsBAaHE HAa HEXEJIaHU 0.
pEaKIUH.

4. ®apmako-UKOHOMHYECKU 40 T.
MOKa3aTelu:

a) pa3xoau 3a TepanusaTa ¢  Pa3xoaute 3a Tepamus ca

JICKapCTBEHUSI TPOTYKT MO-HUCKU OT TeparmusTa J10
0) CpaBHEHHE Ha Pa3XOJIUTE MoMmeHTa — 15 T.
3a Tepamus C  HAIUYHUTE U
aNTEepPHATUBH pasxonute 3a Tepanus c JII ca
B) CBHOTHOIIEHHE pPa3XoJ] — IO-BUCOKH OT Tepamusra J0
pesynrar MOMEHTa, HO Tepamnusita ¢ JII1
I') MKOHOMHUYECKa OlIeHKa Ha HaMaJisgBa OOLMTE pa3Xoau 3a
JOMBIHUTEITHUTE MOJ3U JieueHue Ha 3a00JsBaHETO
1) aHaJu3 Ha OMOJHKETHOTO (HammpuMep HamalsBa
BB3/JICUCTBUE 3a OYAKBAHWUTE OOJHUYHUS MPECTOM, HaMassIBa
MalHeHTH. YCIOKHEHUATA, HEOOXOMMOCTTA
OT TeCcTOBE U Jip.) — 15 T.
u

CBHOTHOILIEHUETO Pa3X0Jl —
pe3ynTar e no-HUCKO OT TOBA Ha
TepanusATa 10 MOMeHTa — 15 T.
UITH
CTOMHOCTTA Ha JOMbIHUTEITHUTE
IIOJI3U Ha/IBUIIABA Ta3u Ha
pasxonute 3a Tepanus — 15 T.

u
HNPOIYKTHT peanu3upa
OIO/PKETHU UKOHO-

MHUH Ha 3JIpaBHU Pa3Xxou
—10T.



5. JlexkapCTBEHUST MPOIYKT 20 T.
€ 3a JICYeHHe Ha 3a00JIsBaHUS C
BHCOK PHCK 32 OOIIIECTBOTO.

BxmouBane B IUIC npu
pesyaTat 60 1 moBeue TOUKH.

Excnepr:

Mara:
Ipunoxenue N 4
KBM Wl . 31 ,am . 2

JAEKJIAPALIUSA-CITPABKA

Io un. 31, an. 2 ot HapenOara

Lo OO OO PRSP PO PPPRPPPPPPPPPRPRIRt

(mombnBa ce oT nuara mo wi. 31, an. 1 ot Hapenbata)

JEKJIAPUPAM, ye JIEKapCTBEHUSAT
TIPOITYKT e uvveeeuveeeesseeesssseessseeessseeassseeassseeassssesssseessseessssessssessssesesssesesssessnssesans

(HauMeHOBaHWE Ha JICKAPCTBEHUS MPOJAYKT, MEXKAYHAPOJHO HEMaTEHTHO HAaWMEHOBAaHUE;
KOJIMYECTBO AaKTUBHO BEIIECTBO B J030Ba €IWHUIIA, JaJeH o0OeM, JajaeHa wmaca, MpPOIIEHT,
JekapcTBeHa GopMa B OKOHYATEIIHA OTTaKOBKa)

€ ChC CJIe/IHaTa 1IeHa Ha MPOM3BOIUTENl B ChOTBETHATA BAJyTa U B €BPO 3a CHILMS JIEKApCTBEH
MPOAYKT, 3aIlJIalllaH OT OOIIECTBEHUTE (JOHOBE BHB:

Crpann mno un. lleHa Ha mpou3BOAUTEN B *[lena Ha THProOBeIll Ha IPEOHO C BKIIOUEH
...... choTBeTHaTa Baiyra U B eBpo 32 JIJIC B choTBETHaTa BaiyTa U B €BPO 32
CBILMS JICKAPCTBEH MPOJAYKT,  ChUMS JEKApCTBEH MPOAYKT, 3aIljlalllaH OT
3aIlIaliaH OT OOIIECTBEHUTE oOmecTBeHUTE (POHTOBE BHB:
¢doH/10BE BBHB:

PymbHuS

®paHius

Ectonus

I'sprust

CnoBakus

JIuTBa

[opryranus

Hcnanus

(O5ys%:1:07 01 (01 1) SR

benrus

Yexus

Tlomma

JlaTBus



VYHrapus

€ ChC CJe/IHaTa 11€Ha Ha IPOU3BOIUTEIL:
(pedepupane no pena Ha wi. 8, ai. 4)
HAa ,,HAH-OITHA3KA OTTAKOBEKA ™ ... ...ttt e e e e e e e e e e e e e e e e e e e e e e e e eeeeeeeeeeeeaeeeees

(TBTHO OMMCAaHWE Ha JeKIapupaHara KaTo ,Haii-0nm3Ka
OITaKOBKa‘

JEKJIAPUPAM, d4e 3asBeHaTa IeHa Ha MPOU3BOAUTEN HA JIEKAPCTBEHUS MPOMYKT

(HaMMeHOBaHWE Ha JICKAPCTBEHUS TMPOIYKT, MEXKIyHAPOJHO HEMAaTEHTHO HAMMEHOBAHUE,
KOJIMYECTBO aKTUBHO BEIIECTBO B J030Ba €IMHMIIA, JaJeH o0eM, [aJeHa Maca, MPOIIEHT,
JeKapcTBeHa opMa B OKOHUYATEITHA OTTAKOBKA)

HE € MO-BHUCOKa OT JIEBOBaTa PaBHOCTOMHOCT Ha Hal-HHCKaTa I[€HA Ha IMPOW3BOJUTEN 3a
ChIIMS JICKAPCTBEH TMPOAYKT, 3allJlalllAHa OT OOIIECTBEHUTE (OHAOBE B HM3PHUYHO H3OPOCHUTE
CTpaHH.

* 3abenexka. MHpopmamusaTa MoXKe J1a c€ TONMBIHU, aKO € HAJIMYHA B JICKAPCTBCHUTE JINCTH
Ha ChOTBETHUTE OOIIECTBEHU (DOHIIOBE.

Jara: JEKJTAPATOP: ..o

(uMe, OATMNC U TIeYar)

IIpunoxenue N 5
KBpM uJl . 39 ,amn . 2

N3paszxonBanu puHAHCOBU CPEIICTBA 32 JIGKAPCTBEHU MPOYKTH 332 OpOS MAIIMEHTH TTO ChOTBETHUTE
3a0oJisiBaHus, 32 yneTo goMamHo yieueHne H30K 3amamia HarmrbIHO MIM YaCTUYHO JISKAPCTBEHU
MPOAYKTHU 32 MEPUOJIA ........... Y M.

MKbB HaumenoBa- ATC MexnyHa-po Teproscko JlexkapctBeHa bpoii bpoii  CroiiHocT,

KOJI HHUE Ha KOJI IIHO HanuMEHOBa- (opMa  OIMAKOBKH MAIUCHTH 3allIaTeHA
3a00JIsIBaHe HENaTeHTHO HHUE ot H30K
HanMEHOBa-
HUE

Bpoii 3a1bKUTEHO 3ApaBHOOCUTYPEHH JIKIIa, OOBPHAIM C€ KbM CHCTEMAaTa MO ChOTBETHUTE
3abomnsBaHus, 3a ynero aomammHo gedyeHue H30K 3ammaia HambIHO MIIM YaCTHYHO JIEKapCcTBa

3a IEpHOJA ......... | R .
Bpoii 3a1bIKUTENHO OTHOCHUTENEH IS5 CIPSIMO OO
Kon Jabonspane ZPABHOOCHTYPEHH JIMLA, o0BpHAIH ce Opoit 3aIBIKUTEITHO
MKb kbM cucTemaTa Ha H30OK 1o moBo Ha 37paBHOOCUTYPEHU JIMIIa, OOBpHAIN
3a00JsIBaHETO ce KbM CHCTEeMaTa

Npunoxeume N 6
KBM Wl . 4

OLIEHBYHA TABJIMLA

[oxazaren Ornenka 3abenexka (3armucBar ce
OTpaHUYEHUS U YCIOBHUS,
MIPU KOUTO Ce Mpejiarat — 3a
npuinoxenue Ne 1 na [UIC —
sagepkuTenHo MKD kox mo
Hapen6a Ne 38 na M3)



I. Ilpennarano HUBO Ha 3arialiaHe MO YJl.
49 B IpOLIEHT:

1. Ha JeKapCTBEHUTE MPOIYKTH MO WiI. 6,
aim. 2, 7.2u 3 —100 Ha cto 10 wiI. 48, T. 1;

2. Ha JIGKAPCTBEHUTE TMPOJIYKTH 34
3a00JIIBAaHUS C XPOHUYHO TMPOTHYAHE, BOJICIIA
JI0 TEKKU HapyIIeHUsI B KAYECTBOTO Ha >KMBOT
AN W HBaJIA U311 n 3K CKB Al
NPOIBIKUTENHO JiedeHue — 10 100 Ha cTo 1o
ui. 48, 1. 2;

3. Ha JIEKApCTBEHUTE TPOAYKTH 32
XPOHUYHO MPOTHYANM 3a00JsIBaHUSI C BUCOKA
CTEIICH Ha pa3npoCcTpaHEeHUEe Ha
3a00JIeBaeMOCTTa — JI0 75 Ha CTO 10

. 48, 1. 3;

4. Ha JIGKAPCTBEHUTE TMPOJYKTH  3a
3a00JIsIBaHUSA U3BBH Te3U MO T. 1, 2 1 3 — 1o 50

Ha CTO.

II. ITapamerpu 1o uin. 49:

1. xpailHa OLIEHKAa HA KPUTEPUHUTE MO WI.  ...cceevnneen.. T.
28;

2. ToOKazaHUsATa 3a TMPUIOKEHUE Ha
JIEKApCTBEHUSI MPOAYKT CBIVIACHO KpaTKara
XapaKTEepUCTHKA 33 BUJIA JICUCHUE!

a) OCHOBHO-ETHOJIOTUYHO/TIATOT€HETUYHO 5
JICUYEHHUE;

0) CUMIITOMAaTUYHO JICUCHHUE; 2

B) MPOQUIAKTUYHO JICYEHUE; 4

I) NAJIMATUBHO JICYEHUE; 1

1) TOJUTbPKAILO JICYCHHUE; 3

€) JOII'BJIHUTEIIHO JICUCHUE; 1

3. conuanHara 3HAYUMOCT Ha 21.— 1A
3abonsBaHero B PenyOnuka benrapus, 3a unero 0T.—HE
JIYEHHE Ce M3I0I3BA JIEKAPCTBEHUSAT MPOIYKT;

4. TPOABIKUTETHOCT HA JIEUEHUETO W bwp3o
HU3XO0JT; NeMHUTUBHO

ST.
Jbnro
e(eKTHUBHO
3T
Hbaro
HEJI0CTaThYHO

e(peKTUBHO

3aMCCTUTCIIHA TCpaIllusid



1T.

5. TepameBTUYEH QJITOPUTBM CBIJIACHO
YIBBPIACHUTE (hapmako-TepaneBTHYHU
pbkoBoacTBa B PenybOnuka bwiarapus, a npu
JUIICA Ha TaKWBa — CTAaHIApPTH 3a JICYCHUE U
JloOpara MeTUIIMHCKa TPaKTUKa B CTPAHUTE OT
EBponeiickus cbro3.

21.— 1A
0T1.—HE

HuBo Ha 3annamane o 4wi. 49 3a nekapcTBeHU NPOIYKTH 1O Wil 6, ann. 2, T. 2 u 3 — 100 %.

HuBo nHa 3annamane mo 4. 49 3a JiekapCTBEHHU MPOAYKTH 10 Wi 6, ai. 2, T. 1:
—mHan 78 Touxku — 100 %;

—ot 73 go 77 Touxu — 75 %;

— 0T 68 10 72 Toukn — 50 %;

— 0T 62 1o 67 Touku — 25 %.

Ipnnoxeune N 7

keM ujl . 60, am . 2

IOPUANYECKO CTAHOBHUIIE
3asBneHue No ...............
[Tpuemane Ha 3asiBJIE€HUETO OT: (MME HA FOPUCT), AaTa

I. ndopmarus 3a 1eKapcTBEHUs TPOIYKT

Mex
y Konu-u Perucr
IIpuTe-
anme €CTBO pa-1uo
HapOJH Karen
HO-BaH Ha HeH No N
Oxonua ©Ha  JJIJI/ Bbpoit
ela-Te ve Ha Jlekapc akTuB- IlHA DAZDE- TEnALLE Ha Ilpo-u3 U
HeTa-T -TeJTH - Teparn B
ATC JIeKap-C TBEHa HOTO pasp P MKDB pa3pe- Bo-mut
HTHO OTaKOB IIEHUET BTHU-Y€ OIaKOB
TBeHHs opMa JieKap-c * meHue el
HanuMe- -Ka 03a HKypc Ka
MIPOAYK TBEHO 3a
HOBaHH yIIO-Tpe
T BEIIECT yIoTpe
© BO 0a 0a
/INN

JlaTta Ha
MoJ1a-B
aHe Ha

JIeKIa-p
anusTa
10 4JI.
31, am.

2

*3a JekapCTBEHU MPOAYKTH C MpEnopbUUTeNIHAa THEBHA /1033, 32 KOUTO HSIMa YCTaHOBEHA OT

C30 Ja1.

I[I. Hamuume Ha BCUYKK
HU3UCKYEMU JTOKYMEHTH 32 OLIEHKa
Ha JICKAPCTBEHU S MTPOIYKT

bes 3a0enexku *Cbc 320€I1eKKH

1. 3asBnenue mo obpazer

FZA0CTIEIKKA. «eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeees



2. Konme ot ynoctoBepeHue
3a aKTyajgHa chlIeOHa
perucTpanus, Korato JMIEeTO He
€ TMpEeperucTpupaHo mo 3akoHa
3a THPTOBCKUS PETUCTHD,
CHOTBETHO KOTHE OT THPTOBCKHUS
perucTbp HWUIM  OT  CXOJEH
JOKyMEHT 10 HAIlMOHAIHOTO
3aKOHOJIATEIICTBO Ha
CbOTBETHATa  JbpXkKaBa,  Ha
MpUTEKATEIS Ha Pa3pelicHUETO
3a  ynoTtpeba, W3AaJCHH HE
Mo-KbCHO OT 6 Mecella Mpenu
MmojaBaHe Ha  3asABJICHHUETO,
KOraTo JIMIIETO € PEerHuCTPUPAHO
nmo 3akoHa 3a  TBPrOBCKHS
PETUCTBpP, TOCOYBA CIAUHHUS CH
unentudukannonex xoj (EMK).

HFZA0CTIEIKKA. wvvveeeeeeeeeeeeeneeeeeeeeeeeeeeeaeeeeeeeeneens

3. WMzpuyHO HOTapHalHO
3aBEpEHO  MBJIHOMOILHO, B
ciay4yail d4e 3asBIICHUETO Ce
ojaBa OT IPEACTAaBUTEN Ha
MpUTEXATENs] Ha pa3pelieHUueTo
3a yrnoTpeoa; KOTaTo
II'BJIHOMOIIIHOTO HE € U33JCHO B
PenyOnuka bwirapus, 3a chIoTo
ce MpeacTaBs  IpeBOJ  Ha
ObIrapcku €3uK, H3BBPILIEH OT
NMpeBoJay, KOWUTO UMa CKIHOYEH
JOoroBop ¢ MHUHHCTEPCTBOTO Ha

BBHILHUTE paboTu 3a
W3BBpIBAaHE Ha  OQUIHATHU
MIPEBOJIH.
*3A0CTEIKKA. .uvveereeniieeieeniieeieenieeeeeesieeeeee e

4. JlokaszareincTBa OTHOCHO
MpeJCTaBUTENIHATA BJACT HA
JUIIETO, MTOJIITHCAJIO
ITBJIHOMOIIHOTO 10 T. 3.

H3A0CTICHKKA. veevvreeereeeereeeirreesirreesreeessseeessseaens
5. JIOKyMEHT 3a mJjaTeHa

AbpKaBHA Takca 3a BCCKU
OTACJICH JICKAPCTBCH MMPOAYKT.

*3A0CTEIKKA. «.nveeereeneieeieeiieeiee st
6. Komnue oT
peleHne/pa3pelieHye 3a

ynoTpeba Ha  JIEKApCTBEHHS
MPOIYKT.



FZA0CTIEIKKA. ooeeeveeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeens

7. Hpyru HU3UCKYEMU
TOKYMEHTH. .....veeneeennnen

QG (1151 (57 4 ¢ O USRR
Wzrotsui:
Mara:
IOPUINYECKO CTAHOBHIIE
3asBiieHue No ...............
[Tpuemane Ha 3asiBJICHUETO OT: (M€ HA FOPUCT), JATA .cevvveeeereernereannne

I. ndopmarus 3a 1eKapcTBEHUsS TPOIYKT

aT
Kon A
Me Ilp Per a Ha
nye-CcTB
KAy-Hap Hau o a OxoHTEHKa-T U-CTpa-1I noaaBaH
OJHO  Me-HOBa en Ha pivi| MOHEH bpoe Ha
JlekakTMBHO H-4aTelN po.,
AT HenmaTeH HUE Ha paspe-1 [l/Tepamn MK Ne Ha u JJJI/1 Boexna-pa
ap-CTBEHTO Ha M3BO-/I1
C THO JIeKap-CT eHueTo eBTHUueH b paspe-11 OI1a-KOB IHSATA MO
a gopma JeKap-CTOMaKOBK x TN
HauMe-HBEHUS seno a 3a Kypc eHue 3a Ka wr. 31,
oBanue/lmpomykr yrnoTtpeo yrotpeo an. 2/4m.
BEIIIECTB
NN o a a 14, an. 1,

T. 5

*3a JICKApCTBCHU IMPOAYKTU C IMPCHOPBUYNUTCIIHA JHCBHA /103d, 3d KOUTO HAMA YCTaAHOBCHA OT

C30 A4.
II.A. 3a nekapcTBeHH MPOAYKTH 1Mo 4. 258, an. 1 3JIIIXM

ILA.1. [Iponenypa 3a
BrmrouBane Ha JIII B IUIC,

BKJIIOUMTENHO oOpa3yBaHe Ha *[Ipunoxenus Ha IVIC
meHa mo wi 258, am. 1 or
3JIIIXM
*3a BCSKO OTJEITHO
MpUJIOKEHUEe  ce  OoTOes3Ba 1 2 3

CBOTBETHOTO KBajapatye 1, 2, 3

ILA.2. [Iponenypa 3a
m3xmouBsane Ha JIII ot IUIC,
BKIIOUMTEIIHO 3ajJM4YaBaHe Ha
1neHa mo ui. 258, an. 1 3JIIIXM

*[Tpunoxxenuns va [LJIC

*3a BCSIKO OTJICITHO
MpUJIOKEHUe ce  ordenssBa 1 2 3
CHOTBETHOTO KBajpaTye 1, 2,3



ILA.2.1. Ilpouemypa 3a
U3KITIOYBAHE Ha JIIT oT *[Tpunoxxenns Ha [LJIC
npunoxenus Ha [TJIC

*3a BCSIKO OTJICTTHO
MpUJIOKEeHue ce  orOenssBa 1 2 3
CHOTBETHOTO KBajpaTye 1, 2, 3

I1.A.3. [Iponiemypa 3a
npoMsiHa Ha BimwouyeH JII B

IUIC, BIrOUMTETHO 3ajJdvaBaHE *[Tpunoxxenus va [LJIC
Ha 1HeHa nmo wi 258, am 1
3JIIIXM
*3a BCSIKO OTJICTTHO
MpUJIOKEHUe ce  orOenssBa 1 2 3

CHOTBETHOTO KBajpaTye 1, 2, 3
MpOMsIHa HA HAUMEHOBAaHUE

MpOMSIHA Ha MpUTEkKaTes Ha
Py

IIpOMsIHA Hay o
apKupa ce )eJlaHaTa IPOMSHA B CbOTBETCTBUE ChC 3aBICHUETO
MIPOU3BOUTEN/TIPOU3BOANTENN
IIPOMSIHA HA MTOKA3aHUs

MpOMsIHA Ha IieHa MO peaa
Ha . 258, ain. 1.

I.b. 3a nexapctBenu npoaykru ¢ INN B [IUIC
ILB.1. [Ipouenypa 3a
oOpa3yBaHe Ha MpeJesIHa [IeHa Ha

JIIT ¢ INN B IUIC.

ILB.2. [Iponemypa 3a

MpoMsiHA Ha oOpa3yBaHa Mapxupa ce xenaHata IpoOMsHa B CbOTBETCTBUE
npenensHa uena Ha JII ¢ INN B CBC 3a5BJIEHUETO
TUIC.

IL.B.3. [Ipouenypa no
3aJMYaBaHe Ha TIpeJeTHa IIeHa
Ha JIIT ¢ INN B ITJIC.

I1.b.4. Ilpouenaypa nmo nmpoMsHa Ha OOCTOATENICTBATA B pellieHUE 3a mpenenHa neHa Ha JIII ¢
INN B IIIC:

npoMsiHa HAa HAUMCHOBAHUC

MpOMsIHA Ha MpUTEkKaTeN Ha
Mapxkupa ce xenaHata mpoMsiHa B CbOTBETCTBUE

CbhC 3asABJIICHUCTO

Py

MpOMsIHA Ha
MIPOU3BOIUTEN/TIPOU3BOANUTENN



III. Coucek Ha cTpanuTe no ui. 31, an. 2, yn. 14, an. 1, T. 5, B IMCTUTE HA KOUTO € BKIKOYEH

JICKApCTBEHUST MPOIYKT ChITIACHO 3asBJICHUETO:

JlekapCcTBEHUST TPOAYKT C€ 3aljama oOT  oOuecTBeH
3IpaBHOOCUTYpUTENEeH (OHI B cTpaHuTe mo wi. 31, am. 2 KbM
JaTaTa Ha MoJIaBaHe Ha JeKiapanusTa mo wi. 31, amn. 3:

PymbHus OpaHnus Ectonus I'bpums

CrnoBakus JIlutBa [lopryranus Ncnanus

*[Ipu otroBop ,,JIA” ce orpaxkaaT CbOTBETHUTE AbP)KaBH.

JlekapCTBEHHUST MPOAYKT C€ 3alialma oOT OOIIeCTBEH
3PaBHOOCUTYPUTENECH (JOHI B CTpaHUTE MO Wi. §, al. 3 KbM
JaTaTa Ha Mo/IaBaHe Ha JeKiapanusTa mo wi. 31, amn. 3:

benrus Yexusa [lomma

JlatBus VYHrapus

*[Ipu otroBop ,,JIA” ce orpakaaT CbOTBETHUTE AbP)KaBU

JlekapcTBEHUST TMPOAYKT € C I[€Ha Ha MPOU3BOJUTENT B
ctpanuTe mo wi. 14, an. 1, T. 5 KbM JataTta Ha IOJaBaHE Ha
JEKIIapanusTa:

PymbHUS ®pannus Ectonus I'sprus

[Topryranu

CrnoBakus JIntBa Hcnaaus

*[Ipu otroBop ,JIA” ce orpaxaaT CbOTBETHUTE IbPKABU.

JlekapcTBEHHUST TPOAYKT € C II€HA Ha MPOU3BOIUTET B
ctpanute mo uin. 10, am. 3 KpM Jarara Ha [OJaBaHE Ha
nexinapanusrta mo wi. 14, an. 1, 1. 5:

benrus Yexusa [lomma

JlaTBUs VYHrapus

*[Ipu otroBop ,,JIA” ce orpaxkaaT CbOTBETHUTE AbP)KaBH.

OCHOBHHU CTpaHu

*JIA HE

I[OH’BJ'IHI/ITGJ'IHI/I CTpaHUu

*TTA HE

OCHOBHHU CTpaHUu

*TIA HE

I[OHI»J'IHI/ITGJ'IHI/I CTpaHUu

*TIA HE

IV. CernacHo 3asBieHunero INN, KbM KOETO MNpPUHAUIEKU JIEKAPCTBEHUAT NPOLYKT, CE
3aIuIala OT OOLIECTBEH 3APaBHOOCUTYPUTENEH (OH]I B ITIOHE TPU OT CIEIHUTE IbpKaBU 1O 4i. 27,

an. 1, T. 3 KkbM JaTaTa Ha MOJaBaHe Ha JeKIapanusTa mno wi. 31, an. 3:

PymbHuS Yexus Ecronus I'epuus

*TTA HE

VYHrapus JIutBa Iopryranus Hcnanus

*[Ipu otroBop ,JIA” ce orpax1aT CbOTBETHUTE IbPKABU.

3abenexka. BeB Bcnuku ciydan mo yact I, Il m IV, B konTO € ycTaHOBEHO HECHOTBETCTBHE HA



MMOCOYCHUTE OT KaHJuaaTa JaHHH 3a npoaykra ¢ ganHuTe Ha C30, paspemenunero 3a ynmorpeda u
Jp., U3TOTBSIMAT CTAaHOBHUILETO MpHUJIara pa3nevyarka OT U3TOUYHMKA. Pa3nedarkara OT MOJI3BaHUSA
M3TOYHHK CE€ MpUJIara KbM JOCHUETO Ha 3assBUTEIIS.

V. Ilpeyiarano HUBO Ha 3alJjalllaHe Ha JIEKApCTBEHUS MPOJYKT OT CTpaHa Ha MeJA. eKCIEepTH,
ompeneneHo no peaa Ha ui. 48, B % —.......

VI. U3uncnenns — NpuioXeHus:

VIL.1. 3a nekapcTBeHU NPOIYKTH, MpeTHA3HAYCHHU 3a JIeYeHHE Ha 3a00JsIBaHHS, KOETO ce
3aIyIal o peaa Ha 3aKoHa 3a 3ApaBHOTO OCUTYPSIBAHE.

VI.2. 3a nekapcTBeHHU MPOAYKTH, 3alllIalllaHU OT OOJKeTa Ha JiedeOHUTE 3aBeACHUS MO 4. 5
oT 3akoHa 3a JieyeOHHUTE 3aBEJCHUS U OT OIO/KeTa Ha JIeueOHUTE 3aBENeHUs C AbPKaBHO W/MIU
obumHcKo ydactue o wi. 9 u 10 ot 3akoHa 3a 1e4eOHUTE 3aBE/ICHHUSI.

VI.3. 3a nexkapcTBeHH TPOIyKTH, TpeaHasHadeHu 3a jedenue Ha CIIMH, na mHpekno3Hn
3a0omnsBaHus, Ha 3a00sBaHUs U3BBH oO0xBaTa Ha 330, 3amnamanu o peaa Ha wi. 82, an. 1, T. 8 oT
3akoHa 3a 37paBeTO, KAKTO W BAKCHHU 3a 3abJDKUTEITHU UMYHU3AIUNA U PEUMYHU3AINU, BAKCHHU
M0 CHelUallHA TOKa3aHWs ¥ TPH U3BBHPEIHU OOCTOSATENCTBA, CHEIU(UYHH CEepyMH,
uMyHOTI00yMHHU, onpeaenenu ¢ Hapenda Ne 15 3a umynuzanuute B Penyonuka boarapus.

VII. Onpenensine Ha pedepeHTHA 1IeHA:

VIIL.1. llena Ha nekapctBeH npoaykT, BkatouBaH B [JIC u 3amnaman ¢ myOJIMYHU CpEACTBa, MO
€JIEMEHTH.

VIL.2. IlpenenHa 1ieHa Ha JI€KapCTBEH MPOAYKT, OTIIYCKAH MO JIEKAPCKO MpeNucanue, mo ui. 2,
aj. 3, Mo eJIEeMEHTH.

VIL3. [Ipenenna 1ieHa Ha JIGKAPCTBEHUTE MPOIYKTH T10 WI. 2, all. 2, TIO €JIEMEHTH.

VIIL. JlekapcTBEHUAT MPOAYKT € 0e3 3a0€TeKKN/ChC 3a0EIeHKKH *.

*3a0eJIeKKH
zrorswni:
Mara:
punoxeume N 8
KBM UJI . 62
EKCIIEPTEH JOKJIAL

no wi. 62 na Hapendara 3a peryjiupaHe U perucTpUupaHe Ha IeHUTE HA JIEKAPCTBEHUTE NMPOIAYKTH, YCJIOBHUATA, 11
KPUTEPHUUTE 32 BKIKYBAaHe, IPOMEHH W/WJIM U3KJIIYBaHe HA JIeKApPCTBeHHU NPOAYKTH OT [lo3uTHBHMA J1e KapCTB:
YCJI0BHATA U pea 3a padora Ha Komucusita no neHn u peumoypcupane
3asBneHue No...............

Nuopmanius 3a 1exkapcTBEHUs MPOIYKT

7-ungpen MexnyHapoaHo Haume-  Jlekap- Komnu- Oxon- Ilpu- JAJ/ MKB  Perucrpa-

ATC xon HEMAaTEHTHO HOBa- CTBEHA YecT- ya- TeXa-  Tepa- LUOHEH
(axo e HanuMEHOBAaHUE HHC Ha dopma BEHO TeI-  TeIHaA  TIEB- HOMED
3ajaieH) /INN JeKap- CHIBP- Ha paspe- THYEH (oT pazperie-
CTBCHHUS KaHWe Ha ~ oma-  IeHW-  Kypc™® HHUETO
MPOJIYKT AKTHBHO KOBKa  €TO 3a ynotpeba)
BEILECTBO 3a ynoT-
(o peba
BCHYKHU
AKTHBHH
Bellec-

TBa)



*3a JIeKapCTBEHH MIPOJIYKTH C TIPEMOPhUMTETHA JHEBHA 7034, 32 KOUTO HsmMa ycranoBeHa ot C30 JI/I/1.

Hpoue;lypa, 3ad KOATO € MoAaaACHO 3aABJICHUCTO:

I.1. TIpomemypa 3a BrmouBaHe Ha JIII B IlosutuBHHMs nekapctBeH cnuckk (IUIC),

I |
BKIIOYUTEITHO 00pa3yBaHe Ha 1eHa 1o wi. 258, an. 1 3JIIIXM. PHIOHEHIA
* 3a BCSIKO OTAETTHO MPUIIOKEHHE ce 0TOEINsA3Ba CHhOTBETHOTO KBaApaTye
No 1 Ne 2
Nel, 2, 3.
[.2. TIpouenypa 3a n3knmrouBane Ha JIIT ot [UJIC, BKItOUMTENHO 3aduMyaBaHe HA I1€HA MO 4JI. Ne No 2
258, an. 1 3JIIIXM. ) )
[.2.1. Ilpouenypa 3a uskmouBane Ha JIIT ot npunoxenue na [UIC. Ne 1 No 2
[.2.2. Tlpouenypa 3a uskimouane Ha JIII ot [UIC u 3ainuaBane Ha neHa nmo wi. 258, an. 1
No 1 Ne 2
3JIMIXM.
I.3. IIpouenypa 3a npomsiHa Ha BKJIFOYEH JieKapcTBeH NpoaykT B IUIC: Ne 1 Ne 2

3.1. mpomMsiHa HA HAUMEHOBAHHE;

3.2. npomsHa Ha npuTexaren Ha PV,

3.3. mpoMsiHa Ha TTPOM3BOIUTEI/TTPOU3BOIUTENH,

3.4. mpoMsiHa HA TTOKa3aHUS;

3.5. npoMsiHa Ha 1ieHa 1Mo peaa Ha wi. 258, an. 1 3JIIIXM;

3.6. mpoMsiHa Ha APYTH BIIMCAHU B PETHCTBhPA 0OCTOSATEIICTRA.

L.4. Ilponienypa 3a obpazyBane Ha nipenenna mnexHa Ha JIIL

L.5. Ilpouienypa 3a mpoMmsiHa Ha oOpa3zyBaHa npezenHa nena Ha JIIT.

L.6. [Ipoueaypa mo 3anuyaBaHe Ha IpEETHA [IEHA.

L.7. Ilpouieaypa 1o mpoMsiHa Ha 0OCTOSITENICTBATA B PEIleHUE 3a Mpe/ieHa [eHa:

7.1. mpoMsiHAa HA HAUMEHOBAHHE;

7.2. npomsiHa Ha npuTexaren Ha PV,

7.3. mpoMsiHA Ha TTPOM3BOIUTEI/TTPOU3BOIUTENH

7.4. mpoMsiHa Ha APYTH BIIMCAHU B PETHCTHPA 0OCTOSATEIICTRA.

L.8. IIpouenypa 3a perucTpupaHe Ha [I€HA Ha JIEKapCTBEH MPOIYKT, OTITYCKaH IO JIEKAPCKO MpeucaHue.

L.9. IIpouenypa 3a mpomsiHa Ha PETUCTPUPAHA LIEHA Ha JIEKAPCTBEH IPOIYKT, OTIITYCKAH 110 JIEKAPCKO MPEANCaHuE.
[.10. Ilpouenypa mo 3anrMyaBaHe Ha pETUCTPUPAHA IIE€HA HA JIEKAPCTBEH MPOJIYKT, OTIYCKAH IO JIEKAPCKO MPEANHUCAE

I.11. TIponienypa mo mpoMmsiHa Ha OOCTOATENICTBA B PEILICHUE 33 PErUCTpUpaHa IIeHa Ha JICKAPCTBEH MPOIYKT,
JeKapcKo MpeucaHue:



11.1. npoMsiHa Ha HAUMEHOBAHHE;
11.2. mpomsiHa Ha puTexaren Ha PY;
11.3. mpoMsiHa Ha TPOU3BOIUTEIN/TIPOU3BOANUTEINH;

11.4. mpoMsiHa Ha Apyryd BIUMCAaHU B PErUCThpa 0OCTOATENICTBA.

[.12. TIponienypa 3a perucTpupaHe Ha IieHa Ha JIEKapCTBEH MPOAYKT, OTITYCKaH 0e3 JIEKapCcKo MpenrcaHue.

[.13. Iporeaypa 3a mpoMsiHa Ha PETUCTPHpaHa [[eHa Ha JISKAPCTBEH MPOJIYKT, OTIYCKaH 03 JICKApCKO MPeIMUCaHHe

I.14. TIponienypa mo 3a1MyaBaHe Ha pEerUCTpUpPaHa I[eHa Ha JEKapCTBEH MPOAYKT, OTITYCKaH 0e3 JIEKapCKo MpeArnucal

I.15. Tlpouemypa mo mpoMsiHa Ha OOCTOSITENICTBA B PEIICHHE 3a PETMCTPHpaHa I[eHa Ha JICKAPCTBEH IPOJIYKT,

JICKAPCKO IMpCAITUCaHUuC:

15.1. npoMsiHa Ha HaMMEHOBAHMUE;

15.2. npomsiHa Ha ipuTexaren Ha PY;

15.3. mpomMsiHa Ha TPOU3BOAUTEI/TIPOU3BOIUTEIIH;

15.4. mpoMsiHa Ha APYTU BIIMCAHU B PETUCTHPA OOCTOSATENCTBA.

I1. O6006mIeHN MaHHYU OT MpuioKeHue Ne 7

PE3VIJITAT OT
EKCIIEPT, U3I'OTBUJI OILEHKATA
Ab
BUJIOBE OLEHKA OILIEHKATA (03 3a0eNeIKKH HITH ChC 3ABE.
3a0enexKu ™)
IOPUIMYECKA OLIEHKA 0e3/cbe 3a0eNeKKn
MEJIMLIMHCKA OLIEHKA 0e3/Chbe 3a0eNeKKN
NKOHOMMYECKA OIIEHKA 0e3/cbe 3a0eNeKKn
III. OueHka Ha eKapCTBEHUS IPOLYKT:
— OIIEHKA Ha KPUTEPUUTE 1O WiI. 28;
— ompenensHe Ha pedepeHTHATAa CTOMHOCT ChrilacHO Wi. 40 — 47;
— olpezensiHE HUBOTO Ha 3aIlJIallAHe Ha JIEKAPCTBEHUSI TPOJIYKT MO 4. 48.
[MPE/1J]
IV. PEIHEHME HA KOMUCUSATA 110 IIEHU 1 PEUMBYPCHPAHE JOK
0J100pst
Ba/
3asBeHa 1eHa Ha
perucTpupaHa IieHa Ha HE
IV.l. mo oTHOleHHEe Ha MIPOM3BOJUTEN B pa3Mep Ha ...
TIPOU3BOIUTEI B pa3Mep Ha ... 0/100psiBa
[IeHa/TTPOMsIHA Ha OOCTOSITENICTBA (B 71B.) Ha 0a3a 1€HA B .....
(B 75.) (pedepeHTHA qBpIKaBa) nenaTa/
P AEP POMSIH

aTa



OTrOBap
IV.2. no oTHOUICHUE HA YCIOBUATA, U3UCKBAHUATA, KPUTEPUUTE U MPABUIIATA 32 BKIIOYBAHE,s/
npomsiHa unu uskmouBade Ha JIII B TIUIC HE
OTroBaps

(ume, moAIHUC)
Jara



