HAPEJIBA 3a yciioBusiTa, IPABUJIATA U Pe/ia 32 peryjMpaHe U PerucTpMpaHe Ha HEHUTe
HA JIEKAPCTBEHUTE MPOAYKTH

[Tpueta ¢ [IMC Ne 97 ot 19.04.2013 1., 06H., /IB, 6p. 40 ot 30.04.2013 r., B cuma ot 30.04.2013 1.

I'naBa nmbpBa
ObLIA ITOJIOKEHUA

Ya. 1. C napenbata ce Onpeessr:

1. ycnoBusATa W mpaBuUiaTa 3a peryiupaHe Ha I[EHUTE Ha JIEeKapCTBEHUTE MPOJIYKTH, OTIYCKAaHU MO JIEKApPCKO
npeanucanue, BKmouBanu B [losutuBHus nekapctBed ciuchbk (IUIC) u 3annam@anu ¢ myOIuYHU CPENICTBA;

2. yCIIOBHSATA U TIpaBUJIaTA 32 PETYIHpPaHe Ha IPEICTHUTE [ICHU Ha JIKAPCTBEHUTE MPOAYKTH, OTIYCKAHU T10 JICKAPCKO
npeanvcanue, kKouto He ca BmodeHu B [UJIC, mpu mponax6ara um Ha IpebHO;

3. ycnoBHSITa U peAbT 3a PErHCTpUpAHE Ha IIEHUTE Ha JIEKAPCTBEHHUTE MPOJIYKTH, OTHYCKaHH Oe3 JeKapcKo
MPEANCAHUE;

4. yCJIOBI/ISITa, HpaBI/IJIaTa 148 KpI/ITepI/II/ITe 3a BKIIFOUBAHC, HpOMeHI/I I/I/I/IJII/I HN3KIIFOYBAHC Ha HeKapCTBCHI/I HpO,[[yKTI/I oT
IIC;

5. ycrmoBuWsATa W peAbT, MO KOWTO MmuHHCTEpCTBOTO Ha 3apaBeomna3Banero (M3) wu  Hanwmonamnara
s3apaBHoocurypuTenna kaca (H3OK) morar ma mpaBsat mpemioxkeHus 10 HanuoHanmHust CbBET MO II€HU U
peuMOypcupaHe Ha JICKAPCTBEHUTE MPOJYKTH, HapuyaH mo-HaTtaThk "ChBera", 3a mpepa3riekIaHe Ha BKIIOYCHHU
nekapctBenu npoayktu B [JIC;

6. yCiI0BHUATA U PCEABT 3a YTBBPKAABAHC, OTMCHAHC HJIM HU3MCHSAHC Ha (l)apMaKO—TepaHeBTI/I‘{HI/I PBKOBOJACTBA,
BKIIIOYBAlM KPUTCPUU 3a OLICHKA Ha e(i)I/IKaCHOCTTa Ha mpujiaraHata TCpalivs, KaKTO U MPCIHOPBKUA 3a AJITOPUTMU 3a
JICYCHHUEC C JICKAPCTBCHU IMPOAYKTH, MPCIATONKEHN OT CbOTBCTHUTC HALIMOHAJIHUW KOHCYJIITAHTH, MCAUIMHCKH HAYyYHH
APYKCECTBA U CKCIICPTHU CHBCTH.

Y. 2. (1) Llena Ha nexapcTBeH MpoaykT, BKItouBaH B [UUIC u 3amammas ¢ myOnu4HY CpeACTBa, € IleHaTa B OBIrapcKu
JIEBOBE, YIBBpACHA OT ChBeETA.

(2) LUenara o ain. 1 e u mpeenHa 1eHa Ha JeKapCTBEHUTE MPOIYKTH MPU MpoaaxodaTa UM Ha IpeOHO.

(3) IIpenennata 11eHa Ha JIEKapCTBEH MPOAYKT, OTIYCKAaH IO JIEKApCKO MpeAnucanue, koito He e BioueH B IUIC, e
IIleHaTa B ObJIrapcKu JEeBOBE, YIBbpACHa 0T ChBETa, KOSTO € MAKCMMAIHO JIOMYCTUMa P Ipojakbara My Ha JIpeOHO.

(4) Lenata Ha nexkapcTBEH IMPOJYKT, OTHYCKaH Oe€3 JEeKapCKO MpeanucaHue, € MakCUMallHaTa MpojakHa IieHa Ha
IpeOHO B OBJITApCKH JICBOBE, 3asBE€HA OT MPUTEXKATENSI Ha pa3pelieHneTo 3a ynorpeda u perucrpupana ot CbBera.

(5) 3a nekapcTBEHUTE MPOJIYKTH, 32 KOUTO € MOTYYeHO pa3peliecHue 3a mapajieieH BHOC, c€ YTBBPKIaBa/perucTpupa
IIeHa MO0 peJia Ha HapeadaTa.

Y. 3. KoraTo B pa3zpenieHueTo 3a ynorpeda Ha JeKapCTBEH MPOAYKT € TTOCOUCH PEXUM Ha MPENUCBaHe "m0 JIEKAPCKO
npeanucanue u 0e3 JIeKapcKo mpeanucanue", eHaTa Ha JISKapCTBEHUS MPOJIYKT ce 00pa3yBa Io pejia Ha IiaBa TpeTa.

Y. 4. JlekapcTBeH MPOIYKT MOXKE J1a c€ MpoJaBa HAa TEPUTOPHUATA Ha CTpaHaTa camMoO Cliel] BJIM3aHETO B CUJIA Ha
pemeHueTo Ha ChBeTa 3a YTBBPIK/AaBaHE Ha IIEHA/TIpeielIHa [IeHa UITH PEeruCTpUpaHe Ha IeHa.



Y. 5. (1) TeproBeusT Ha ApeOHO TPOIaBa JICKAPCTBEH MPOAYKT Ha I[€Ha, He TTO-BHCOKA OT YTBBpJCHATA IIeHa IO Y.
2, an. 1, mpenenHara meHa mo 4i. 2, aji. 3 WM OT perucTpupaHara mneHa mo 4i. 2, ai. 4.

(2) Beceku Thprosery Ha ApeOHO € ATBKEH J1a OCOYM MPOJIaKHATA I[eHa BBhpPXY ONAKOBKaTa Ha JIEKAPCTBEHUS MPOJIYKT
Ha 0003HAYEHO OT MPOU3BOIAUTEINS MSCTO.

(3) BxirouBaHuTe II€HHM Ha JICKAPCTBCHUTC IIPOAYKTH B CTOMHOCTTAa Ha OKa3aHaTa OT JCYCOHUTE 3aBCACHU A
MCIUIIMHCKA IIOMOII HE MOTIraT Ja 6”I)I[aT IIO-BHUCOKM OT II€HaTa, Ha KOATO JIe4eOHOTO 3aBCACHUEC € 3aKyIlHuJo
JICKapCTBCHUS MMPOAYKT OT ThproB€ua Ha €ApoO.

(4) 3a nexkapctBenuTe npoaykTH, BKIoueHu B [UJIC mo un. 262, an. 6, T. 1 oT 3akoHa 3a JeKapcTBEHUTE MPOJIYKTH B
xymanHata menuniuua (3JIIIXM) ¢ muBo Ha 3amnamaHe 100 Ha cTo, HE ce HAa4YMCIsABAa HAJIIEHKA 3a ThpProBel] Ha
JpeOHO MpHU OTIYCKAHETO UM B amlTeKa.

Y. 6. (1) B [To3uTuBHUS JIeKapCTBEH CIUCHK C€ BKIIOUBAT pa3pelleHu 3a ynotpebda o pena Ha 3JIITIXM nexapcTBeHu
MPOIYKTH, KTaCH(UIIHPAHU 11O (HPAPMAKOIOTUYHHU TPYIMHU CHIIACHO KOJa [0 aHATOMO-TepareBTHYHO-XUMHYHATA
knacuukamus (ATC).

(2) Ilo3uTuBHUSAT JICKAPCTBCH CIITMCBK C€ CbCTOU OT YCTUPHU MIPUIIOKCHHUA U BKIIFOYBA:

1. nekapcTBeHU MPOAYKTH, MpEAHA3HAUCHH 3a JieueHHe Ha 3a00JsIBaHUS, KOMTO Ce 3alljlalliaT 1Mo peAa Ha 3akoHa 3a
3npaBHOTO ocurypsisane (330);

2. NeKapCTBEHU MPOJAYKTH, 3aIllalllaHU OT OIJKEeTa Ha JeuyeOHUTE 3aBEACHHS MO wWi. 5 OT 3aKoHa 3a JeuyeOHUTe
3aBe/ICHUS U OT OIOKeTa Ha JISYUeOHNTE 3aBEICHUS C AbPKABHO M/ OOIMMHCKO ydactue 1o wi. 9 u 10 ot 3akoHa 3a
JIeucOHUTE 3aBCICHUS;

3. JIeKapCTBEHM IMPOAYKTH, TIpeaHa3HadeHu 3a jeueHrne Ha CIIMH, nHa uadekuoznu 3a00isiBaHus, Ha 3a00JIBaHUS
n3BbH oOxBara Ha 330, 3ammam@aHu 1o pena Ha wi. 82, aim. 1, T. 8 or 3akoHa 3a 37ApaBETO, KAKTO M BAKCHMHH 3a
3ab/DKUTETHH HMMYHHU3allUM W PEUMYyHH3al[Md, BAKCHUHW TIO CIHEUHATIHM T[OKA3aHUS W TPU HU3BBHPEIHU
oOcrosTencTBa, cnenuUUHN CepyMHu, UMYHOTIIOOYIMHHU, ONPENIeICHN ¢ Hapenadara mo wi. 58, an. 2 oT 3akoHa 3a
31PaBETO;

4, NpeaciiHa [ICHA Ha JICKAPCTBCHUTC MTPOAYKTH 110 YJI. 2, aj. 2 1o eJIEMCHTH.

(3) B npunoxenusra na IIJIC mo an. 2, . 1 - 3 ce nocouBar: ATC ko, MeXIyHapOJHO HENTAaTEHTHO HaUMEHOBAHHUE
(INN), HaumeHOBaHUE Ha JIEKApCTBEHU S IPOYKT, JIeKapcTBeHaTa opmMa U KOJIMYECTBOTO Ha aKTUBHOTO JIEKAPCTBEHO
BEIIECTBO, OKOHYATEIIHAa OINAKOBKA, IPUTEXaTel Ha paspelieHHeTo 3a ynorpeba, IepuHUpaHa [HEBHA J103a
(AO)/repaneBTHYEH Kypc, IeHaTta 1o wi. 261a, an. 1 3JIIIXM, pedepentna croitnoct 3a JI/1/l/TepaneBTHYeH Kypc,
CTOMHOCT 3a ONaKOBKa, M3uUWclieHa Ha 0a3ara Ha pedepeHTHa croiHOocT 3a JIJI/I/TepameBTHdeH Kypc, HUBO Ha
3aIUTalaHe Ha JIeKapCTBEHHUS MPOJIYKT, 3a00JBaHuUs 110 MEXIyHapoJieH kol Ha 3a0onsaBanusaTa (MKDB), nndopmanus
3a OTpaHMYEHUATA B HAYMHA HA MPEINUCBAaHE IPH Pa3InYHU MHAUKALWH U JOM'BIHUTENHA HHpopMaIus.

(4) 3a nekapcTBEHUTE MPOAYKTH, 32 KOUTO Hsima ompeneneHa JJIJI, pedepeHTHara cToilHOCT ce ompenens Ha Oasza
TepaneBTUYECH KypC, KOHIIEHTpAIUs UIH 00eM.

Y. 7. (1) CeBeThT moABpKA U AKTyaIU3Upa MYOIMUYHUTE PETUCTPU Ha:

1. meHuTe Ha JeKapCTBEHUTE IPOLYKTH 110 Wil. 2, all. 1;
2. IICHUTE Ha JIEKAPCTBEHUTE MPOIYKTH 1O Wi. 2, aj. 3;
3. IGCHUTE Ha JICKAPCTBEHUTE MPOIYKTH 10 4Jl. 2, ail. 4.

(2) CoBerbT noaabpka U akTyanusupa [lo3uTuBHUS TE€KapCTBEH CIUCHK.



(3) Peructpute no an. 1 u IUIC ce o0sBsiBaT Ha HHTEpHET cTpaHuaTa Ha ChBeTa.

(4) CeBeThT MyONIHMKyBa HAa UHTEPHET CTPAHUIIATA CH YIBBPACHHUTE MO pe/ia Ha IiaBa ceama (GapMako-TepaneBTHUYHH
PBKOBOJICTBA, TPEMOPBKH 3a QJITOPUTMH 3a JICYCHUWE C JICKAPCTBEHW TPOAYKTH M KPUTEPUHM 3a OICHKA Ha
e(eKTUBHOCTTA Ha TepanusiTa.

(5) CeBeTpT MyONMKyBa HA MHTEPHET CTpAHMIIATa CH HOPMATUBHUTE aKTOBE HA JbpPXKABUTE WICHKH MO Wi. §, al. 3 u
1. 33, a1, 2, KOUTO ca IPHJIOKUMU IIPH OIPEJEIISHE LIeHaTa Ha IPOU3BOJUTEN 3a ChIIMS JIEKAPCTBEH MPOIYKT.

I'naBa BTOpa

OBPA3YBAHE HA IIEHA HA JEKAPCTBEH TMPOJIYKT, BKJIOUBAH B
MO3UTHUBHUSA JEKAPCTBEH CHUCBK W 3AIUVIAIIAH C MNYBJIWYHU
CPEJICTBA

Y. 8. (1) Llenara Ha nexkapcTBeH nMpoAykT, Bkirouad B [IJIC u 3annaiman ¢ myonuyHu cpescTBa, ce obpa3yBa oT
CJICTHUTE €JIEMEHTH:

1. mena Ha MPOU3BOAUTCII, KOATO HE MOXKC Oa 6”I)I[C II0O-BHCOKa OT JICBOBATa paBHOCTOﬁHOCT Ha Hall-HHUCKAaTa IlcHa Ha
MPOU3BOJUTECII 3a ChIIHUA JICKAPCTBCH IIPOAYKT B CTPAHUTEC, IIOCOYCHU B CIIpaBKaTa I10 4JI. 33, alJl. 2;

2. HaJIeHKa 3a THProBel| Ha eApo B pa3mep 7, 6 U 4 Ha CTO OT 3asBeHaTa Mo T. 1 IeHa chOOpa3HO KPHUTEpHs,
orpeseseH B uil. 9;

3. HaJIeHKa 3a Thproel Ha apebHo B pa3zmep 20, 18 u 16 Ha cTo OT 3asBeHaTa 1o T. | 1eHa CHOOPA3HO KPUTEPHS,
ompezeseH B wi. 9.

(2) LlenaTa Ha nekapcTBeH NpOAYKT, BkItouBaH B [1JIC, ce n3uncnsaBa kato c6op ot enemenTure mo ai. 1, T. 1,2 u 3 u
JTaHBK BBbPXY J00aBEeHATa CTOMHOCT.

(3) Koraro Hsima 1ieHa Ha TPOU3BOAMTEN B CTPAHUTE, TOCOYEHU B wil. 33, ajl. 2, [ileHaTa Ha IMPOU3BOJIUTEN HE MOXKE Jia
Oble MO-BHCOKAa OT Hal-HUCKaTa IleHa 3a CbUMS JIeKAPCTBEH MPOJAYKT, 3arUlalllaH OT OOIIECTBEHUTE
3apaBHOOCUTYpUTENHH QoHI0Be Ha benrus, Uexus, [lonma, JlaTBust u YHrapus.

(4) Koraro 3a nekapcTBEeH MPOIYKT HE MOKe Jla Ob/ie HaMepeHa IIeHa Ha TIPOU3BOANUTEN 32 ChIIMS JIEKAPCTBEH MPOIYKT
B CTPaHHTE, TOCOYCHH B Wi. 33, aJ. 2, U B CTPAHHUTE IO al. 3, I[eHaTa Ha MPOM3BOINUTEN HE MOXeE J1a ObJe MO-BHCOKa
OT Hali-HHCKaTa IIeHa Ha TPOU3BOAUTEI/TIPOU3BOIMTENH, BIUCAH/BIIMCAHU B Pa3peIICHUETO 32 yIOTpeOa/peiieHueTo
Ha EBpormeiickara komucusi, u3aaaeHo no penaa Ha Permament (EO) Ne 726/2004 na EBpomnelickusi mapjiaMeHT U Ha
CeBeta ot 31 maptr 2004 1. 3a ycTaHoBsBaHe Ha mporeaypu Ha OONHOCTTa 3a pa3peniaBaHe W KOHTPOJ Ha
JIeKapCTBEHU MPOIYKTH 32 XyMaHHa M BETepUHApHA yrnoTpeda U 3a cb3aBaHe Ha EBporieiicka areH1us o JiekapcTBara
(OB, L 136 ot 30 anmpun 2004 1.), Ha JeKapcTBEH MPOAYKT B ChIlaTa JIEKApCTBEHA U /1030Ba (opMa U B OKOHYATEIHA
OIMaKOBKa, Hail-ONMM3Ka 10 3asBEHAaTa, 3alljialllaH OT OOIIECTBEHUTE 3[IPAaBHOOCUTYPUTETHU (POHIOBE HA CTPAHUTE MO
yi. 33, ai. 2.

Ya. 9. (1) B ciiyuait ye 3asBeHara neHa Ha mpousBojautedn € 10 10,00 nB., pa3mepbT Ha HAIICHKUTE 332 THPTOBEI] Ha
€IIpO ¥ 3a THPTOBEIl Ha JPEOHO, KOUTO ce J00aBsT KbM Hesl, € ChoTBETHO 7 1 20 Ha CTO.

(2) B cnyuaii ue 3asiBeHara 1ieHa Ha mpou3Boauten € B rpanunute ot 10,01 nB. 1o 30,00 51B. pa3MepbT HA HATUEHKUTE
3a THPIOBELl Ha €/IpO U 3a ThProBell Ha ApeOHO, KOUTO ce J00aBAT KbM Hesl, € ChOTBETHO 6 1 18 Ha cTo.

(3) B cyuaii ge 3assBeHara 1iena Ha npousBoauten € Haa 30,00 1B., pa3MephT Ha HAIIIEHKUTE 32 THPTOBEIl HA AP0 U
3a THProBel[ Ha APeOHO, KOUTO ce J00aBAT KbM Hesl, € ChOTBETHO 4 Ha CTO, HO He noBeue oT 10 1B., u 16 Ha cTO, HO HE
rmoseye oT 25 JB.



I'naBa Tperta

OBPA3YBAHE HA NIPEJAEJIHA HEHA HA JIEKAPCTBEH ITPOAYKT, OTIIYCKAH
IO
JIEKAPCKO INIPEATIMCAHME I10 4.I. 2, AJL. 3

Ya. 10. (1) IIpenennara 1iena Ha JISKAPCTBEH MPOJIYKT, OTITYCKAH MO JIEKAPCKO MPEANUCcaHne, KOUTO HE € BKIIIOUEH B
IUUIC, ce oOpa3yBa OT CIIETHUTE CIIEMEHTH:

1. ieHa Ha TPOU3BOAUTEN, KOSITO HE MOXKe Ja ObJie TO-BUCOKA OT JIEBOBAaTa PaBHOCTOMHOCT Ha Haii-HUCKAaTa I[eHa Ha
MIPOU3BOMUTEI 32 CHIIMS JIEKAPCTBEH MPOJIYKT B CTpAaHUTE, TOCOUYCHH B ClipaBkaTa mo wi. 14, an. 1, 1. 5;

2. HaJIEHKA 32 THPTOBEI[ Ha €po B pasMep 7, 6 mwiu 4 Ha CTO OT 3asBEHaTa Mo T. | IeHa ChOOpa3HO KPUTEPHS,
ompezeneH B wi. 11;

3. HajLeHKa 3a Thprosell Ha ApeOHO B pazmep 20, 18 unu 16 Ha cTo OT 3asBeHaTa 1o T. 1 1leHa choOpa3HO KpUTEPHUs,
ompenesneH B uwi. 11.

(2) [Ipenennara 1eHa Ha JIGKAPCTBEH MPOAYKT C€ U3YUCISABA KaTo cOOp OT eneMeHTHuTe 1Mo ai. 1, T. 1, 2 u 3 u maHbK
BBPXY J00aBeHAaTa CTOHHOCT.

(3) Koraro HsaMa 11eHa Ha MPOU3BOAUTEN B CTpaHUTE, MOCOYeHH B wi. 14, am. 1, T. 5, 1leHaTa Ha MPOU3BOJIUTEN HE
MO3e J1a ObJIe TO-BHCOKA OT Hali-HuCKaTa 1ieHa B benrus, Yexus, [lonma, JlatBus u Yurapus.

Y. 11. (1) B ciiyyaii ge 3asBeHara nieHa Ha npoussoauten € 10 10,00 51B., pa3mepbT Ha HaIEHKUTE KbM Hes 3a
THPIOBEI Ha €/Ip0 | 3a THProBell Ha IpeOHo e choTBeTHO 7 1 20 Ha cTO.

(2) B cnyuaii ue 3asiBeHarta 1ieHa Ha mpou3Boauten € B rpanunute ot 10,01 nB. 1o 30,00 51B. pa3MepbT HA HATUEHKUTE
KbM Hesl 3a THPrOBEIl Ha €pO0 U 3a ThProBeIl Ha JpeOHO € ChbOTBETHO 6 U 18 Ha cTo.

(3) B cyuaii ge 3assBeHara 1iena Ha mpousBoauten € Haa 30,00 1B., pa3MepbT Ha HAAIICHKATE KbM HEs 32 THPTOBEIl Ha
€IpO U 3a THProBell Ha ApeOHO € ChOTBETHO 4 Ha CTO, HO He moBeye oT 10 nB. 1 16 Ha cTO, HO HE MoBeue OT 25 NB.

Y. 12. (1) IIpu npuroTBsiHe Ha JIEKapCTBEH MPOIYKT MO MarucTpajiHa M (apMakolneiiHa pelenTypa B anTeka He ce
HayKCIIsBa Ha/lllEHKa BbPXY CTOMHOCTTA Ha BJIOKEHUTE JIEKAPCTBEHH BELIECTBA, IOMOIIHHUTE BEIIECTBA U OMAKOBKATA.

(2) Llenute Ha JeKapCTBEHUTE MPOIYKTH, MPUTOTBSIHU MO MarucTpalHa U (apMakolieiiHa pelentypa B amnTeka, ce
OIIpENIeNIAT C aKT Ha PhKOBOAMTEINS Ha anTekara, KoiTo ce 00sBsABa HAa BUJHO MSCTO B 3/[paBHOTO 3aBEJICHHE.

(3) B ienara mo an. 2 Ha BCEKH JIEKAPCTBEH MPOAYKT MO MarucTpaita u (apMakoneiiHa perenTypa ce BKII0UBa U CymMa
B pasmep 2,50 nB. 3a oka3aHaTa OT THProBela Ha JpeOHO (apMaleBTUYHA YCIyra Mo OTHYCKaHE Ha JIEKAPCTBEHUS

MPOJIYKT.

I'naBa yeTBBpTA

yaioBusas M PEA 3A PEI'YJIMPAHE HA TIPEAEJIHUTE IIEHU HA
JIEKAPCTBEHUTE
HNPOAYKTHU IO YJI. 2, AJL. 3

Y. 13. (1) 3a obpa3yBane Ha IIpeenHa IIeHa Mo WI. 2, ajl. 3 MPUTEXKaTeNAT Ha pa3pelieHueTo 3a ynoTpebda mim



YI'BIHOMOILIEH HETOB IIpeAcTaBuTeN ojaasa 10 CbBeTa 3asBIeHUE 3a 00pa3yBaHe Ha IpeJie/iHa L{eHa ChIVIACHO
npuitoxxenue Ne 1.

(2) B 3asBnenuero no ain. 1 ce mocousa 1eHaTa 1o eJIeMEHTH ChOOpa3Ho MpaBujaTa, mocoyeHu B 4wi. 10.

Y. 14. (1) KoM 3asBnenuero no wi. 13, an. 1 ce npunarart:

1. xomme OT paspelieHuEe 3a ynmoTpeda Ha JEKApCTBEHUsS MPOAYKT ChITacHO wu3uckBaHusta Ha 3JIIIXM, koratro
paspemeHueTo 3a ymorpeba e um3mazaeHo mo pena Ha Permament (EO) Ne 726/2004, Ilpunoxenune I "Kpartka
xapakrepucTtuka Ha npoxykra", Ilpunoxenue II "Tlputekaten Ha paspelleHHETO 3a IMPOU3BOJACTBO, OTTOBOPEH 3a
ocBOOOKJjaBaHE Ha NapTUAU. YCJIOBHUS Ha paspemieHuero 3a ynorpeba" u Ilpunoxenue III "O3naueHus BBpXY
OTIaKOBKAaTa M JINCTOBKATA'"; MPUIIOKEHUATA CE TIPE/ICTABAT Ha eIEKTPOHEH HOCHUTEIT;

2. uHpopMaIUs OTHOCHO CIUHHHUSA HMJACHTH(PUKAIIMOHEH KOJ Ha JPYKECTBOTO HJIHM KOOMEPALHATa OT THPTOBCKHUS
PETUCTBP, a 3a APYKEeCTBATa, PETUCTPUPAHU B AbpKaBa - YWieHKa Ha EBpormeiickus chio3, UM B AbpiKaBa - cTpaHa Io
Cnopa3ymenueTo 3a EBponeiickoTo MKOHOMHUYECKO ITPOCTPAHCTBO - KOIMHE OT JOKYMEHT 33 aKTyaJHa PETHUCTPAIlHS 10
HaIllMOHATHOTO 3aKOHOJATEICTBO, U3/IaJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA AbpKaBa Ha Nuiara mo 4wi. 13, an.
1 He MO-KBbCHO OT 6 Mecella Mpe/Iu MoJJaBaHe Ha 3asBICHUETO;

3. M3pUYHO HOTAPHAIHO 3aBEPEHO IBIHOMOIIHO, B CIydall 4e 3asBJICHHUETO C€ IMoJaBa OT IPEACTaBUTEN Ha
HpUTEXKaTeIs] Ha pa3pelieHHeTo 3a ynoTpeda; Koraro MbJIHOMOIIHOTO He € M31aaeHo B PenyOnuka bbarapus, 3a
CBIIIOTO C€ MPEJCTaBs MPEBOJA Ha OBITApPCKH €3HMK, M3BBPIIEH OT IPeBOJay, KOMTO MMa CKIIOYEH JOTOBOp C
MuHUCTEPCTBOTO HA BHHIIHUTE pabOTH 3a U3BBPIIBaHE HA OQUITMATHU TPEBO/IN;

4. J0Ka3aTeCJICTBA OTHOCHO NIPEACTAaBUTCIIHATA BJIACT HA JTUIETO, ITOAMHUCATIO IIBJIHOMOIIHOTO I10 T. 3,

5. nexmapanus-crpaBka 1mo oopasell chriacHo mpuiaokeHre Ne 2 OTHOCHO I[eHaTa Ha POU3BOIUTEN Ha JIEKapCTBEHUS
MPOAYKT B CbOTBETHATA BayTa U B €BpO - B PymbHus, ®pannus, Ecronus, I'spuus, Cnoakus, JIutsa, [lopTyramus,
WUranusa, ®unnanaus, danus, CioBenus u Mcnanus;

6. TOKYMCHT 3a IJIaTeHA JIbpyKaBHA Takca 32 BCEKU OTJICJICH JICKAPCTBEH MPOIYKT 3a YTBBPXKIaBaHEe Ha MpejeHa IeHa
o 4. 2, ai. 3.

(2) LlennTe Ha MPOU3BOIUTEN B JCKIapalus-cripaBkara mo ai. 1, T. 5 TpsOBa 1a ca KbM Jara, He MOo-paHHa OT €IUH
Mecell OT JaTaTa Ha IoJaBaHe Ha 3asgBjieHUETO mo wi. 13, am. 1.

(3) Pazpemenuero no an. 1, 1. 1, xakro u npunoxxenwus I, Il u Il kpM Hero ce mpencTaBsIT U B PEBOJ HAa OBITAPCKA
€3UK.

(4) 3a nexapcTBEH MPOJIYKT, MOIYYUII pa3pelleHHE 3a MapajeieH BHOC MPU HAIMYKME Ha ChIMS JIEKAPCTBEH MPOAYKT C
yrBBpAcHa OoT ChBeTa mpeienHa IeHa, ce MpHiara Chliara IeHa Ciel] U3PUYHO THCMEHO 3asBJICHHE CBHIIACHO
npuioxkeHue Ne 1 oT mpuTexarens Ha pa3pelieHHEeTO 3a MapaieieH BHOC. KbM 3asBIeHUETO ce Mpuiarat
paspeleHreTo 3a mapajieieH BHOC M IOKYMEHT 3a TUTaTeHa Ibp)KaBHA Takca.

Ya. 15. (1) B 30-aHeBeH cpok OT gaTaTa Ha MojiaBaHe Ha 3asBieHUETO CHBETHT pasriiexk/ia 3asiBJICHUETO U
MPHJIOKEHUTE KbM HETO JIOKYMEHTH U B3eMa PEIiCHHE, C KOSTO YTBBPXK/IaBa WIIH OTKa3Ba Jia yTBBPIM MPEICTHA [[eHa
Ha JIEKapCTBEHUTE IMPOJYKTH 110 4Jl. 2, all. 3.

(2) B ciyuait ye moganeHoTo 3asBieHUE 3a oOpa3yBaHEe Ha TMpejeliHa IIeHa Ha JICKApCTBEH MPOIYKT HE OTroBaps Ha
u3nMckBaHusATa Ha wi. 14, CBBeTHT MMa NPaBO Ja H3HMCKA OT 3asBUTENS OTCTPAHSBAHE HA HEMBIHOTUTE W
HEJOCTATBIHTE B TOKYMEHTALUTA, KAKTO U JOMBIHUTEIHA HH(opMarusa. B To3u ciyyail cpoxsT mo an. 1 cnmpa ga
TEYC OO0 JaTaTa Ha OTCTpaHABAHC HAa HCIIBJIHOTHUTE M HEAOCTATHIUTE B JOKYMCHTALlHATA.

(3) B cyuaii ge B cpok 10 30 7HM OT araTa Ha yBEIOMSBAHETO IO ajl. 2 3asABUTENAT HE OTCTpAaHW KOHCTATUPAHUTE OT
CopBeTa HEMBIHOTH WM HENOCTAaThLM WM HE TMPEACTaBH JONBIHHUTENHA HWHQopMaIus, Mpolenypara o



YIBBPKAABAHC HA TPCACTIHA ICHA Ha JICKAPCTBCH IMMPOAYKT, OTITYCKAH I10 JICKAPCKO MPEAIIMCAaHUC, CC ITPCKPATABA.

(4) CpBeThT yBEeIOMSIBA MUCMEHO 3asBUTEI 3a MPEKPATABAHETO HA Mpoleypara 1o aji. 3.

Y. 16. (1) 3a Bcsiko TOCTHITUIIO 3asiBJICHUE 32 00pa3yBaHe Ha MpeJieTHa I[eHa Ha JIEKAPCTBEH MPOIYKT CE U3TOTBS
IOpPHUINYECKa 1 HKOHOMHUYECKA OIEHKA OT EKCIIEPTH OT AUPEKIHS B CIICIMaIn3npaHaTa aqMuHrCTpanus Ha ChBeTa.

(2) ExcmeptuTe u3BBpIIBAT MpPEABAPUTENICH TMpErNe[ Ha 3asBICHUSTA U TPHUAPYKaBalllaTa T JIOKYMEHTAllUs U
M3TOTBAT MO BCSKO 3asBJICHUE CTAHOBUILE O 00pazel chriacHo npuioxenue Ne 3 1o Coeera. [IbpBo ce u3BBpIIBa
IOPHUINYECKa OIEHKA, a CJIE/I TOBA - MKOHOMHYECKa OICHKA.

(3) OnpeneneHuAT OT Mpeaceaarens 3a HOKTaauuK 4wieH Ha CbBeTa 00001aBa €KCIIEPTHUTE CTAHOBHUINA U H3TOTBS
eKCIIepTEeH JIOKIa] o 00pasel] chIlacHO mpuiiokeHrne Ne 4 B ceIeMIHEBEH CPOK OT MOTydyaBaHE Ha CTAaHOBHUIIATA 3a
BCSIKO 3asIBJICHUE.

Y. 17. (1) Pemenunero Ha ChBeTa 3a yIBBpPKAaBaHE Ha MPEIeTHA I[eHA Ha JIGKAPCTBEHUS TIPOTIYKT ChIIbpIKa:

1. mopeneH HOMeEp B PETUCTHPA;

2. MeXIyHAapOIHO HEMAaTEeHTHO HAaUMEHOBAHUE Ha JICKAPCTBEHUSI TPOIYKT;

3. perucTpanoHeH HOMEp, BIIMCAaH B PA3pEIICHUETO 3a YIOTpeoa;

4. HauMEHOBaHME Ha JIEKAPCTBEHUS IPOAYKT;

5. nekapcTBeHa opMa M KOJIMYECTBO HAa aKTUBHOTO BEILIECTBO B OKOHYATEIHATA OMAaKOBKA;

6. UMe Ha MpUTEeXkaTelsd Ha pa3pelieHHeTo 3a ynorpeda M Ha MPOU3BOAMTENS/TPOU3BOIUTEINTE HA JIEKAPCTBEHUS
MPOJYKT;

7. yIBBbpJEHA Ipe/iesiHA 1I€Ha Ha JICKAPCTBEHU S MPOAYKT IO eIeMEeHTH chIitacHo uwi. 10, am. 2.
(2) OTka3bT HAa CbBETa J1a yTBBPAM Mpe/eHa [eHa Ha JIGKAPCTBEHU S TPOIYKT C€ MOTUBUPA.

(3) Pemennero Ha CbBeTa 3a YIBBbpXkK/JaBaHE Ha Ipe/eiHa L[€HAa Ha JIEKAPCTBEH IMPOJYKT, KAKTO M OTKa3bT IO all. 2
IIOJUIEXAaT Ha o0KaJIBaHe:

1. mo agMuHMCTpaTuBeH pen npeq Komucusra mo npo3padHoct;
2. mpes CbOTBETHMS ChJ 110 pelia Ha AIMUHUCTPATHBHOIPOLIECYATTHUS KOJEKC.
Y. 18. CpBeThT 005BsIBa BIIC3NIUTE B CHJIA PEIICHUS B PETHCTHPa MO Wi. 22 Ha 2-po U 16-0 4KcII0 BCEKH Mecell.

Y. 19. (1) [puTtexaTenaT Ha pa3pelieHHETO 3a YMOoTpeda UM YI'BIHOMOIIEH HETOB NPEACTaBUTENl MOXE J1a 3asiBU
MOTHBHPAHU MPOMEHU B YTBBpJEHATA MpEJEiIHA I[€Ha Ha JIEKapCTBEH MPOJYKT MO Wi. 2, aja. 3 He mo-paHo oT 12
Mecella Clle]] YTBBbpPKAaBaHe Ha IOoCJeHaTa Ipe/ieHa 1ieHa Ha JIEKapcTBeH NpoxykT. [IpomsHaTta ce m3BbpuIBa IO
pena Ha ui. 13 - 16, kaTo ce npuaraT caMo OTHOCUMHUTE KbM IIPOMSIHATA JIOKYMEHTH.

(2) OrpanuuenueTo 1o aji. 1 He ce oTHAcs 3a clydanTe, B KOUTO MPHUTEKATEIAT Ha pa3pelieHNueTo 3a ynoTpeda moaaae
3asBIICHUE 32 HAMaJIIBaHE Ha YTBBP/ICHATa IpeJie/IHa [IeHa Ha JIEKapCTBEH MPOJYKT Mo 4il. 2, ai. 3.

(3) He mo3xe na ce 3asBU yBeNMUeHHE Ha TIPEJIeIHA 1I€Ha Ha JIEKAPCTBEH MPOJIYKT MO 4WI. 2, al. 3 ¢ MO-ToJsM MPOLIEHT
OT CTaTUCTHYECKH OTUETeHaTa MHUIAIK 32 Iepro/ia Ha AeCTBHE OT IocienHaTa oOpa3yBaHa mpeenHa eHa.

(4) Ilpu npomsiHa Ha BOMCAHUTE B PETUCTBPA IO Y. 22 0OCTOATENICTBA MPUTEKATENAT Ha Pa3pelieHUEeTo 3a yroTpeda
WM YITBIIHOMOIUIEH HETOB IpPEJCTaBUTEN NMpeAcTaBs 3asBieHue a0 ChbBeTa, KaTo OrpaHMYEHHETO Mo al. 1 He ce



npunara. [IpomsaHara ce u3BbpuBa 1o pena Ha wi. 14 - 16, xkaro ce mpuigaraT caMO OTHOCUMHUTE KbM IIpOMsHAaTa
JOKYMEHTH.

(5) IputexarensaT Ha pa3pelieHUETO 3a ynoTpeda MM HETOB YITBIHOMOIICH MPEICTAaBUTEN € IIHKEH B CPOK JIBa
paboTHU JHU OT MoJydyaBaHe Ha pelleHUeTo Ha ChBeTa 3a MpoMsHA Ha MpefeliHa [eHa Ha JIEKapCTBEH MPOJYKT aa
YBEJOMH T10 MOJIXO/ISI] HAYUH THPTOBLUTE Ha €1pP0, a T€ - THPTOBIUTE HA IPEOHO C JIEKAPCTBEHU MPOIYKTH.

Ya. 20. (1) 3a 3anuuaBaHe Ha MpeleiHa I[€HAa Ha JIEKAPCTBEH MPOJYKT, OTIYCKAaH MO JIEKApCKO MpEearnucaHue,
MPUTEKATEISIT Ha paspelieHUeTo 3a YIOoTpeda Ha CHOTBETHHS JICKAPCTBEH MPOJIYKT WM YII'BIHOMOIICH HETOB
MpeICTaBUTEN T0/1aBa 3asBiieHue 10 ChBeTa.

(2) KM 3asBrienueTo mo ai. 1 ce mpunarar:

1. nuHpopMaIus OTHOCHO €IWHHUSA UJACHTHU(UKALMOHEH KOJ Ha JPYKECTBOTO MJIM Koollepanusara oT ThbproBckus
PETUCTBP, a 3a APYXKECTBATA, PETUCTPUPAHU B AbPKaBa - YiICHKA Ha EBponeiickus Cbio3, MM B AbpKaBa - CTpaHa Ilo
Crnopasymennero 3a EBponeiickoTo MKOHOMHYECKO IIPOCTPAHCTBO - KOMKE OT JOKYMEHT 3a aKTyalHa PEruCTpanus 1o
HAallMOHAJTHOTO 3aKOHOJAATENICTBO, U3AIeH OT KOMIIETCHTEH OPraH Ha ChbOTBETHATa AbP)KaBa Ha JIMIATAa MO al. | He
II0-KbCHO OT 6 Mecela Ipeu M0AaBaHe Ha 3asiBICHUETO;

2. U3pUYHO HOTAapHaJHO 3aBEPEHO ITBIHOMOIIHO, B CIy4yail ue 3asABJICHUETO C€ I0oAaBa OT IPEACTaBUTEN Ha
IpUTEkKaTeIs] Ha Pa3pelicHUEeTO 3a ynoTpeda; Koraro I'bJIHOMOLUHOTO He € M3aaneHo B PenyOmuka bwiarapus, 3a
CBIIOTO €€ MNpPEJCTaBs NMPEBOA Ha OBArapCKH €3MK, M3BBPIIEH OT IPEeBOJay, KOMTO MMa CKIIOYEH JOroBOp ¢
MHHHUCTEPCTBOTO HA BHHIIHUTE PAOOTH 3a U3BBPIIBaHE HA ODUIIMATHU TPEBOIH;

3. JA0Ka3aTeJICTBA OTHOCHO NPEACTABUTCIIHATA BJIACT HA IMIECTO, TOAMUCATIO MMBJIHOMOMHOTO I10 T. 2.

(3) 3anmyaBaHeTo ce U3BBPIIBA MO peaa Ha Uil 15 u 16, a pemenusTa moaexar Ha ookajiBaHe Mo peaa Ha wi. 17, a.
3.

(4) Ilpu npekpatsiBaHe, OTHEMaHE UJIM M3THYaHe, 6e3 1a ObJe MOJHOBEHO Pa3pelieHUETO 3a YoTpeba Ha JIeKapCTBEH
MIPOIYKT, IIpEe/IeIHATa My IIeHa ce 3ajin4aBa ciyxe0Ho oT CbBera.

(5) pu ycnoBusara Ha wi. 55, an. 6 3JIIIXM nexkapcTBeH MPOIYKT Mo aj. 4 Moxke Ja ObJie MpojaaBaH 3a CPOK, HE
MO-/IBJIBT OT €IHA TO/INHA, Ha MPEJICTHATA [ICHA, YTBBP/ICHA MPEIH 3aTM9YaBaHEeTO H.

(6) M3mbiiHUTETHATA arcHITUS 110 JIeKapcTBaTa yBeraomsiBa ChBeTa MO €JICKTPOHEH BT B 3-THEBEH CPOK OT BIIU3aHETO
B CHJIA Ha aKTa 1Mo al. 4, ChOTBETHO OT U3THYAHETO Ha Pa3peIleHUETO 3a ynoTpeoda.

Y. 21. B pamxuTe Ha YTBBpICHATA MIPEJISITHA [IEHa Ha pa3pelieHUuTe 3a ynoTpeda JeKapCTBEHU MPOAYKTH 10 YJl. 2, all.
3 neHooOpa3yBaHeTO Ha ThProBella Ha €po U Ha ThProBella Ha JpeOHO ce OCHIECTBSIBA, KAKTO CIIe/Ba:

1. THProBCUBT HA npe6H0 HU3BBpIIBA npoz[a>K6a 11O IIEHA, HC ITO-BHUCOKA OT YTBbPJACHATA IIPCACTIHA LICHA,

2. THProBCUBT HA €APO ITpOJAaBa JICKAPCTBCHU IMPOAYKTH 11O JOTOBOPCHA ILICHA, YUHATO PasMEpP HEC MOXKE Jia € MO-BUCOK
OT pasMe€pa Ha o0sBeHATA npeaciiHa 1ceHa 3a CHbOTBCTHHA JICKAPCTBCH IIPOAYKT, HaMaJICH CbC CTOMHOCTTA Ha
HaACHKATa Ha TbproBCla Ha ,Z[pe6HO, OIIpCACiICHA B PCHICHUCTO HaA CnBera 3a YIBBPIKAABAHC HA IMTPCACIIHA T CHA.

Yu1. 22. CbBeTHT BOJM IMYOIHUYEH PETUCTBP HA IMPEJETHUTE IEHH Ha JIEKapCTBEHUTE MPOIYKTH IO Wl 2, all. 3, KOMUTO
ChIbpKa cieHaTa HH(opMaLus:

1. mopeneH HOMEp B PETHCTHPA;
2. MeXIyHapOJHO HEMAaTeHTHO HaUMEHOBAaHUE;
3. perucTpanMoHeH HOMEp, BIIMCAaH B Pa3peIieHNeTo 3a ynorpeoa;

4. HaMMCHOBAHUEC Ha JICKAapCTBCHUA MPOAYKT,



5. nexkapcTBeHa (popMa M KOJIMYECTBO Ha aKTUBHOTO BEIIIECTBO B OKOHUYATEIHATA OMAKOBKa,
6. IMe Ha IPUTEXKATeNs Ha pa3pelieHUeTo 3a yrnorpeoda;

7. ©Me Ha TIPOU3BOAMUTENS Ha JIEKAPCTBEHUS IIPOJIYKT;

8. 3assBeHara IeHa Ha TIPOM3BOANTEINS, BH3 OCHOBA Ha KOSATO ce 00pa3yBa mpe/ieliHaTa 1eHa;

9. yrBBp/IeHATa MpeneHa IeHa Mo eJIEMEHTH, HOMEpa M JlaTaTa Ha W3/1aBaHE Ha PEIICHHWETO 3a yTBBPXKIaBaHE Ha
LICHA;

10. nara Ha BIM3aHe B cuja Ha peuieHneTo Ha CbBeTa;

11. nonpnHuUTENTHA WHPOpPMAITHSL.

I'1aBa nmeta

PETUCTPUPAHE HA LIEHA HA JTEKAPCTBEHM ITPOAYKTH, OTITYCKAHU BE3
JIEKAPCKO INPEAIIMCAHHUE, 110 YJI. 2, AJL. 4

Y. 23. (1) 3a peructpupane Ha IieHa HA JIEKApPCTBEH MPOAYKT, OTIYCKaH 0e3 JICKAPCKO MPEUCaHue, TPUTEIKATEIST
Ha pa3perieHneTo 3a ynorpeda Ui ybIHOMOIICH HEroB MpeAcTaBUTeN npeacTass B CbBeTa 3asBlIeHUE 32
peructpanus 1no odpaser; cbriacHo npuioxeHue Ne 1, B KOeTo ce mocousa 11eHa Ha IPOM3BOUTEN BbB BaIyTa/€Bpo U
B OBJITapCKU JIEBOBE, KAKTO M MaKCHMalHa MPOJJaKHa [[eHa Ha JIEKapCTBEHUS MPOIYKT B JIEBOBE C BKIIOUYECH JIaHBK
BBpPXy 100aBeHaTa CTOWHOCT.

(2) KbM 3asBnenuero no an. 1 ce mpuiarat JoOKyMeHTHTe 1o wi. 14, an. 1, 1. 1 - 4 1 JOKyMEHT 3a IiaTeHa Abp>KaBHA
TaKca 3a BCEKU OTJEJICH JIEKAPCTBEH MPOJIYKT.

(3) 3a nexkapcTBEH MPOAYKT MO 4i. 2, an. 4, MOJy4uJl paspelieHHe 3a NapajelieH BHOC MpU HaTU4YMe Ha ChLIMs
JIEKApCTBEH HPOIYKT ¢ peructpupaHa or CbBeTa MakcHMajHa IpoJaXKHa I[€HAa, Ce Ipujara Chbl@aTa IE€Ha CIej
M3pUYHO MHUCMEHO 3asiBJIeHHE N0 oOpasel] chbIilacHO IpuioxkeHue Ne 1 oT mpuTexarens Ha paspelieHHeTo 3a
napaseneH BHoc. KbM 3asBlIeHHETO ce puiaraT pa3pelieHueTo 3a apajlelieH BHOC U IOKYMEHT 3a IUIaTeHa Jbp)KaBHa
TaKca.

Y. 24. (1) B 30-1HeBeH cpok OT MpeACTaBsiHE Ha 3asBJICHUETO U JOKyMeHTHTe CBhBETHT B3eMa pellieHHE 3a
perucTpanus Ha IieHa Ha JIeKapCTBEHUS MPOAYKT, OTITyCKaH 0e3 JIEKapCcKo MpeAnrcaHue.

(2) Koraro nomaneHuTe 3asiBICHUE U JTIOKYMEHTH HE OTTOBapsT Ha WU3UCKBaHUATA, CHBETHT MOXKE Ja M3UCKA OT
3asIBUTEJS] OTCTPAHSIBAaHE HA HEITBJIHOTUTE U HEAOCTAThLIMTE. B TO3M citydail CpoKbT 10 aj. 1 cnupa ga Tede 10 Jarara
Ha OTCTPAHSIBAHETO UM.

(3) B ciyuaii ue B cpok 30 AHM CUMTAHO OT JaTaTa Ha YBEJIOMSBAHETO 3asBUTENSAT HE OTCTPAHU KOHCTATUPAHUTE OT
CbBera HEIOCTAThIM M HEMBJIHOTH, MpolleypaTa Mo PerucTpupaHe Ha I[eHa Ha JIEKAPCTBEH MPOJYKT, OTHYCKaH 0e3
JIEKapCKO MpeAncanme, ce mpeKpaTsBa.

(4) CBbBeThT YBEAOMABA MMMUCMCHO 3asABUTCIIA 3a IIPCKPATABAHCTO HA ITpoucaypara 1o al. 3.

Y. 25. (1) 3a BcsAKO MOCTHITUIIO 3asIBIICHHE 32 PETUCTPUPAHE Ha I[eHa Ha JIKAPCTBEH MPOAYKT, OTITYCKaH 0e3 JIeKapCKO
MpeNcanne, Ce U3rOTBS IPUINYECKA OIEHKA OT €KCIIEPTH OT JUPEKIMS B CIICIMAIM3UpaHaTa aJJMUHUCTPAIINs Ha
CobBerTa.



(2) ExcmeptuTe M3BBpPIIBAT MPEABAPUTEIICH TMpETNeA Ha 3asBICHUATA U TMPHAPYKaBalllaTa T JIOKYMEHTAllUS H
M3TOTBAT CTAHOBHIIE 1O 00paserl chriiacHo mpuioxkenue Ne 3, paznen [, 1o CbBeTa mo BCSAKO 3asiBICHUE.

(3) OnpenenenusT OT mpeaceaaTeNs 3a JOKIaAuuK wieH Ha CbBeTa U3roTBsl eKCIePTeH JOKIaa Mo o0pasell ChIiIacHO
npuiioxxeHue Ne 4 B 7-THEBEH CpPOK OT MOJIydaBaHE Ha CTAHOBMIIATA 3a BCSKO 3asiBJICHUE.

Y. 26. (1) Pemennero 3a peructpupaHe Ha LieHa Ha JISKApCTBEH MPOIYKT, OTIYCKaH 03 JIeKapCKO Mpecanme,
ChIbpKa:

1. mopeneH HOMEp B PETUCTHPA;

2. MeXIyHapOJHO HEMMAaTeHTHO HaUMEHOBAHUE;

3. perucTpanMoHeH HOMEp Ha pa3perieHNeTo 3a ynorpeoa;

4. HaMMEHOBaHUE Ha JIEKAPCTBEHUS IPOJIYKT;

5. nekapcTBeHa opMa M KOJTHMYECTBO HA aKTUBHOTO BEIIECTBO B OKOHYATEITHATA OMAKOBKA;

6. ©Me Ha TIpUTEeXKATeNls Ha pa3pelieHrueTo 3a yrnorpeda W Ha MPOU3BOAUTENS/IIPOU3BOJUTEINTE Ha JICKAPCTBEHUS
MPOJIYKT;

7. pEerucCTprupaHaTa MakCuMaJIHa IIPpOJaKHa ICHa.

(2) Otka3pT Ha CbBeTa Jla perucTpupa IeHa Ha JIEKapCTBEH MPOJYKT, OTIYCKaH Oe3 JIeKapCKO MpeINMCcaHue, ce
MOTHUBHpA.

(3) Pemennero Ha ChBeTa 3a perucTpupaHe Ha IieHa Ha JICKAPCTBEH MPOIYKT, OTITYCKaH 0e3 JIEKapCKO MpeAnucaHue,
KaKTO W OTKa3bT MO al. 2 MOJIekKaT Ha O0XKaIBaHe:

1. mo AIMUHUCTPATUBCH PCI IIPECI Kommucusra mo IMpO3PavYHOCT;
2. npea CbOTBCTHUA CBI 11O pE€la Ha AI[MI/IHI/ICTpaTI/IBHOHpOLIecyaJIHI/IH KOICKC.

(4) Ipu mpomsiHa Ha BOUCAHUTE B PETUCTHPA MO Y. 28 00CTOATENICTBA MPUTEKATENAT HA PA3pEIICHUETO 3a yIoTpeda
WJIM YITBTHOMOIIEH HETOB IpeACcTaBUTeN MpeacTass 3asBiieHue 10 CoBera. [IpomsHaTa ce n3BbpUIBA O pefa Ha Il
23 - 25, Kato ce nmpuiiaraT caMoO OTHOCUMUTE KbM MPOMSHATA TOKYMEHTH.

(5) CeBeTbT 00sIBSIBA BJIE3IUTE B CUJIA PEILICHUs 110 all. 1 B peructbpa 1o 4wi. 28 Ha 2-po U 16-0 4uCiIo BCEKH MecCell.

(6) IIpuTexarensT Ha pa3pelicHUETO 3a YIOTpeda WM HETOB YITBIHOMOIICH MPEICTaBUTEN € UTHKECH B CPOK JIBa
paboTHU AHM OT MOJIydyaBaHe Ha peneHueTo Ha ChBeTa 3a MpOMsIHA Ha MaKCUMallHaTa IPOoJakHa [IeHa Jja YBEIOMH T10
MOAXO/SII HAYUH THPTOBIIMTE HA €/IpO, a T€ - THPTOBIIUTE HA APEOHO C JIGKAPCTBEHHU MPOIYKTH.

Yua. 27. (1) 3asBneHus 3a 3aqM4aBaHe Ha PETHCTpUpaHa L€HAa Ha JIGKAPCTBEH IPOJYKT, OTIYCKaH Oe3 JeKapcKo
npeanucanue, ce nmoaasar 10 CbBera OT NMPUTEKATENs HA Pa3pelIeHUETO 3a ynorpeda Ha ChOTBETHMS JIEKApPCTBEH
MPOIYKT WJIK OT YII'BIHOMOILEH HETroB MpeACTaBUTEIl.

(2) KbM 3asBnenuero mo ain. 1 ce mpuiarar:

1. uadopMaIuss OTHOCHO €AMHHUS HJCHTHU(UKAIIMOHEH KOJ Ha JPYKECTBOTO WIIM KOOIEpalHsITa OT THPTOBCKHUS
pErucThp, a 3a IpyKecTBaTa, pETUCTPUPAHU B Abp)KaBa - 4JICHKAa HAa EBpONENCKHs ChIO3, MM B JbpXkKaBa - CTPaHa I10
Cnopasymenuero 3a EBponeiickoTo MKOHOMUYECKO ITPOCTPAHCTBO - KOMHME OT JOKYMEHT 3a aKTyalHa PETUCTpaLHs 1o
HallMOHAJTHOTO 3aKOHOJATENICTBO, U3/aJIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATa Abp)KaBa Ha JMIaTa mo ain. | He
II0-KBbCHO OT 6 Mecela Ipeu oAaBaHe Ha 3asBICHUETO;

2. U3pUYHO HOTapHAIHO 3aBEPEHO IBIHOMOIIHO, B Clydail 4e 3asiBJICHHUETO C€ MOoJaBa OT MpEACTaBUTEN Ha
MPUTEXKATENS Ha Pa3peIICHUETO 32 yIoTpeda; KoraTo MbLIHOMOIIHOTO He € u3aaaeHo B Pemybnuka bearapus, 3a Hero



ce MPeJICTaBs MPEBOJ] Ha OBITapCKU €3UK, U3BBPILEH OT MPeBojay, KOWTO MMa CKIIOUEH JOTrOBOP ¢ MUHHMCTEPCTBOTO
Ha BbHIIHUTE Pa0OTH 3a U3BBPUIBAHE HA OPUIIUATIHU MTPEBON;

3. moKa3aTelICTBa OTHOCHO NpeACTaBUTCIIHATA BJIACT HA JIMICTO, IMOAIIUCAJIO IIBJIHOMOIIIHOTO 110 T. 2.

(3) 3anmuyaBaHeTO ce U3BBPINBA MO peaa Ha 9. 24 U 25, a peleHnsTa Mo IjIekar Ha oOKaliBaHe 1o peaa Ha Wi, 26, aj.
3.

(4) Ilpu mpekpaTsiBaHe, OTHEMaHE WJIM W3THYaHe, Oe3 Aa OBbJe MOJHOBEHO, HA pa3pelicHHEeTo 3a ymoTrpeda Ha
JIEKapCTBEH MPOJIYKT perucTpupaHara My lieHa ce 3ajirdaBa ciayxe6Ho oT ChbBera.

(5) Ipu ycnoBusara Ha wi. 55, an. 6 3JIIIXM nexkapcTBEeH MPOIYKT MO aj. 4 MOXke Ja ObJie MpojaaBaH 3a CPOK, HE
MO-IBJTBI OT €HA TOJIMHA, HAa peTUCTPUPAHATa [IeHa, YTBBp/ACHA MPEIU 3aTM9YaBaHETO H.

(6) M3nbnauTennara arenuus no jgekapcrsata (MAJI) yBenomsBa CpBeTa IO €IEKTPOHEH NBT B 3-THEBEH CPOK OT
BJIM3aHETO B CHJIAa HA aKTa I10 all. 4, CbOTBETHO OT M3TUYAHETO HA Pa3pelCHUETO 3a ynoTpeoa.

Y. 28. CeBeTHT BOJM MYOJIUYEH PETUCTHDP HA MAKCUMATHUTE TTPOJIAYKHU IIEHU Ha IPEOHO Ha JIEKAPCTBEHHUTE
MPOJYKTH MO WiI. 2, ai. 4, KOUTO ChIbpKa caenHara nH(opmaius:

1. nopeneH HOMEp B pETUCTHPA;

2. MCKAYHAPOAHO HETIATCHTHO HAUNMCHOBAHNC,

3. perucTpanoHeH HOMEP Ha pa3pelieHNeTo 3a ynorpeoa;

4. HauMEHOBaHUE Ha JIEKAPCTBEHUS MTPOAYKT;

5. nekapcTtBeHa opMa M KOJIMYECTBO Ha aKTUBHOTO BEIIECTBO B OKOHYATEITHATA OMAKOBKA;

6. UMe Ha TPUTEKATEN Ha Pa3peIIeHHETO 3a YmoTpeda;

7. ©Me Ha MPOU3BOUTENS HA JICKAPCTBEHU S TPOIYKT;

8. peructpupanara MakCUMaJIHa [IpOJIaXkKHa 11€Ha, HOMEPA U JaTaTa Ha U3[aBaHe Ha PELICHUETO 3a PETUCTpaLus;
9. nara Ha BiIM3aHe B cujia Ha pereHneTo Ha CbBeTa;

10. nonbHUTENHA UHQOpMAaIIHSL.

I'maBa mrecrta

YCJI0OBUA, IMPABUJIIA U KPUTEPUU 3A BKJ/IIOYBAHE, NIPOMEHU W/WIHN
N3KJIIOYBAHE HA JIEKAPCTBEHHM ITPOAYKTH OT 1TO3UTUBHUA
JIEKAPCTBEH CIIMCBK U YCJIOBUA U PE]l 3A PEI'YJIMPAHE HA IEHUTE HA
JJEKAPCTBEHUTE INIPOAYKTH 110 YJI. 2, AJI. 1

Paznea |
YcioBusi, mMpaBMJIa W KPUTEPUH 32 BKJIKYBAHE HAa JIEKAPCTBEHH TMPOAYKTH B
IHo3uTHBHMS JTeKAPCTBEH CIUCHK

Y. 29. (1) B [lo3uTrBHMSA IEKapCTBEH CIIMCHK CE BKIIOUBAT JIEKAPCTBEHU MPOAYKTH, KOUTO OTIOBAPST HA CIETHUTE
YCIIOBUSL:



1. pa3peieHu ca 3a yrnotpebda cbriacHo u3nuckpanusaTa Ha 3JI1IXM;

2. B KpaTKaTa XapakTepruCTHKa Ha TIPOJIYKTa ca MOCOYCHHU TTOKA3aHUSs 3a JIeYeHHUE, MPOQUITAKTHKA FIIH JUATHOCTHKA Ha
3a00JIsIBaHUSITA, 3allJIAlAHU 110 pefa Ha 4. 6, al. 2;

3. MEeXIyHapOJHOTO HEMAaTEHTHO HAMMEHOBAHHWE, KbM KOETO MPHUHAICKH JICKAPCTBEHUAT MPOIYKT/KOMOMHAIIUATA
(mpu KOMOMHUPAHU JEKAPCTBEHU MPOIYKTH), C€ 3arjaimia OT OOIMIECTBEH 3ApaBHOOCUTYPUTENECH (POHI MPH CHIUTE
3a00JIIBaHUS MJIM MHIMKAIIMHU TIOHE B MET OT CIeAHUTE AbpkaBu: Pymbuus, @pannus, Ectonus, I'spuus, CrnoBakus,
JlutBa, Ilopryranus, Ucnanus, benrus, Yexus, [lonma, JlarBus, Yarapus, Uranus, ®unnanaus, Jlanus u CrioBeHus;

4. nekapcTBEHUTE MPOAYKTH ca B JIEKAPCTBEHU (JOPMU C PSKUM M HAUMH Ha MpUIIaraHe, MOAXOAAIM 3a JIeUeHHE Ha
3a00JIIBAHMATA, [IOCOYCHH B UII. 6, all. 2;

5. HampaBeHa € OLIeHKa 1o pefa Ha wi. 30.

(2) B Ilo3uTuBHUS TEKapCTBEH CHUCHK CE€ BKIIOYBAT TEHEPUYHH JIEKAPCTBEHU MPOJIYKTH, 32 KOUTO 3asBEeHATa I|eHa Ha
IIPOU3BOAMTEN O 4. 8§ HEe HaABuIaBa 80 Ha CTO OT LieHaTa Ha MPOU3BOAMTEIN HA JIEKAPCTBEH MPOLYKT CHC CHLIOTO
MEKIYHAPOJHO HEMATEHTHO HAMMEHOBAHUE, KOJINYECTBO aKTUBHO BELIECTBO B J1030BA €IUHULA, Ja/leH 00eM, AaJeHa
Maca, IpOLEHT, JIeKapCcTBeHa (opMa B OKOHUYATeNHa onakoBka, BKItoueH B [IJIC, u koiiTo ce cuurta 3a pedepeHTeH
JIEKApCTBEH MPOJIYKT 110 cMUCHIa Ha wi. 28 3JITIXM.

(3) UsuckBaneTo Ha ajl. 2 He ce MpuJjiara 3a TCHEpUYHH JIEKAPCTBEHH MPOIYKTH, 32 KOUTO Ha peepeHTHHS JIEKapCTBEH
MpOoAyKT mo cMuchia Ha wi. 28 3JIIIXM B cpok a0 eaHa rogdHa Mpeau W3THYaHe Ha MaTeHTa W/UIU Ha Cpoka Ha
3alMTa HAa JaHHUTE [ieHarta 1o wi. 261a, an. 1 3JIIIXM e HamaneHa, OCBEH B Cilyyail Ha HAaMaJIeHUE 10 pefa Ha Wi 43,
kakTo 1 korato B [IJIC Beye ca BKIIOYEHU €IUH WJIM MTOBEYE TEHEPUYHU JIEKAPCTBEHU MPOJIYKTH.

Y. 30. (1) B [lo3uTrBHMS JIEKapCTBEH CIIUCHK CE BKIIOUBAT JIEKAPCTBEHHU MPOIYKTH, HA KOUTO € U3BBPIICHA Ol[€HKa
10 CJIECAHUTE KPUTEPUHU:

1. HanmuyMe WM JIMIICa Ha JeKapCTBEHA ajTepHATHBA 3a JieYeHHWE Ha 3a00JsBAHETO, 3a KOETO € IpeaHa3zHaueH
JIEKapCTBEHHUSAT IPOIYKT;

2. KpuTepuH 3a eQUKACHOCT U TeparneBTUYHA e(eKTUBHOCT:

a) OLIEHKa Ha TepaleBTUYHATa 110J13a Ha JIEKaPCTBEHUSI TPOIYKT;
0) yabiKkaBaHe MPOABIKUTETHOCTTA Ha )KUBOTA;

B) MOJ00psIBaHE Ka4eCTBOTO Ha JKUBOT;

I') TIO'BJIHUTEIHYU TEPAIIEBTUYHU M0JI3H;

1) HaMaJIsiBaHe Ha YCIIOKHEHUATa OT OCHOBHOTO 3a00JIIBaHE;

€) y1oOCTBO 32 MallueHTa;

) €(peKTUBHOCT Ha JIEKapCTBEHUS IPOAYKT, CBBbp3aHa ChC CHIEHU(pUUHATA JIEKapCTBEHA (JOpMa U II'bT Ha BHBEXK/IAHE;
3. kxpuTepun 3a 0€30MaCHOCT Ha JIEKAPCTBEHUTE MPOYKTH:

a) 4eCTOTa Ha MOsIBa HAa HEXKETAHUTE PEAKIINU;

0) ceprO3HOCT Ha HEXKEJIAaHUTE PeaKlHH;

B) MOBJIMSBAHE U MOBEJICHUE NP MOsIBA Ha HEXXETAHU PEAKIUH;

F) HaJIn4uc Ha HGO6XO):[I/IMOCT OT HIpujiaraHne Ha JOM'BIIHUTCIIHU HpO(I)I/IJ'IaKTI/I‘-IHI/I WA TCPANICBTUYHHU MCPKU 3a
NpeaoTBpaTiIBaHC Ha HEXKCIIAHHU PCAKIIUU



4. hapmMako-UKOHOMHYECKHU MOKa3aTeIu:

a) pa3XoH 3a Teparus C JIEKApCTBEHUS MPOIYKT;

0) CpaBHEHHE Ha Pa3XOJIUTE 3a Tepanus ¢ HAIMYHUTE AITEPHATUBH;

B) CHOTHOIIIGHHUE Pa3XO/I-PE3yNTar;

F) NKOHOMHNYECCKA OIICHKA Ha JOIIBJIHUTCIITHUTEC I10JI3H,

1) aHaJIN3 Ha OFO/DKETHOTO BB3/IeHCTBHE Ha 0a3aTa Ha O4akBaH Opoi MaIueHTH;

5. TeKapCTBEHUAT MPOIYKT € 3a JICUeHHE Ha 3a00JIIBaHUS C BUCOK PHCK 3a OOIIECTBOTO.

(2) 3a neKapcTBEH MPOJIYKT, 32 KOWTO € HaIMIIC JICKAPCTBEHA AJITEPHATHBA 3a JICueHUE Ha 3a00JIIBaHETO, 332 KOETO €
NpeJHa3HauYeH, OICHKATa Ha KPUTEPUUTE MO all. | ce W3BBpIIBAa KAaTO CPABHHUTEICH aHaIW3 C JICKAPCTBEHATa
alITepHATHBA.

(3) Koraro eauH miM moBede JIEKAPCTBEHH IMPOJYKTH ChC CHUIOTO MEXIYHAapOJHO HEMaTeHTHO HauMEHOBAaHHUE,
JeKapcTBEeHa (opMa U KOHIIEHTPAIHMs Ha aKTHBHOTO BEIIECTBO, C M3KIIOUYEHNE HA JIGKAPCTBEHUTE MPOIAYKTH 10 4. 29
3JIIIXM, Beue ca BKItoYeHH B cboTBeTHATa 4yacT Ha [IJIC, He ce n3BbpiBa onjeHkara o ain. 1.

Y. 31. (1) B [To3uTuBHHUS JIEKAPCTBEH CIUCHK CE BKIIOYBAT JIEKAPCTBEHU MPOIYKTH TP CIIa3BaHE HA CIICTHUTE
npaBuia:

1. xoraTto OTroBapsT Ha yCIOBMSATA HA Wi. 29;
2. U3BBPIICHA € OI[€HKA B3 OCHOBA Ha KpuTepuute mo 4i. 30 ceriiacHo npusioxenue Ne 5.

(2) KomOunupanu nexkapctBeHu nponayktu ce BkmousaT B IUJIC, korato komMOMHanusTa OCUTypsiBa TepaneBTUYHU
peIuMCTBa U/ YI00CTBO B HAUMHA Ha IIPUJIaraHe MPU paBHA UJIM MO-HUCKA CTOMHOCT B CPaBHEHUE C Pa3/IeIHOTO
IpHJiaraHe Ha ChCTaBKUTE Ha KOMOWHANMATAa WIJIM TIPU JIMIICA HA HSAKOM OT ChCTAaBKUTE - PaBHA WJIM MO-HUCKA
CTOMHOCT Ha cpellHa NMPOIBDKUTENHOCT Ha Kype JIe4eHUE, MM JI0OKA3aHO OCUTypsiBa 3HAUUTEIHM TEpaneBTUYHU
NpeIUMCTBa B CPaBHEHME C PA3AEIHOTO IMpHJIaraHe ChCTaBKMTE HAa KOMOWHAILMATA, WM BOAU J0 HaMajsBaHEe Ha
JIeKapCTBEHATa PE3UCTEHTHOCT MPHU JIeUeHWE Ha MH(PEKITUU U TTapa3uTHHU OOJIECTH.

Pazgea 11

Pen 3a BKJIIOYBaHe, NPOMSAHA H/WJH H3KJIIOYBAHE HA JIEKAPCTBEHHM MNPOAYKTH B
Ilo3uTMBHHMS JI€KAPCTBEH CIHHUCHK M YCJIOBMS M peld 3a peryjJupaHe LNEeHUTEe Ha
JIEKAPCTBEHHUTE MPOAYKTH 10 4I. 2, aJ. 1

Y. 32. (1) 3a BrIrouBaHe, MPOMEHH W/WJIM U3KITIOYBAaHE Ha JiekapcTBeH nmpoaykT B [IJIC nmputexarensT Ha
paspeleHneTo 3a ynorpeda Ha ChOTBETHHU S JIGKAPCTBEH MPOAYKT UITH YITHTHOMOIIICH HETOB MPEJICTABUTEN 10JaBa 10
CeoBera 3asBIIeHHE IO 00pa3er] ChIIIacHO TpuiiokeHue Ne 1.

(2) MotuBupanu nmucMeHHu mpemioxkeHus a0 ChBera 3a M3KIIOYBAHE, 32 MPOMSHA Ha TMOKa3aHUATA, 3a MPOMSHA,
CBBp3aHa C peja 3a 3alvlallaHe, 3a MpOMsHA B HauyMHA Ha oOpa3yBaHe Ha pedepeHTHAaTa CTOMHOCT WM HUBOTO Ha
3amamaHe, ¢ KouTo jgekapctBed npoaykT o INN e Bximroden B ITJIC, morat na ce npasst ot H30K u ot M3.

Y. 33. (1) Cwe 3asBaEHUETO 32 BKIIOYBaHE Ha JiekapcTBeH MpoAykT B [IJIC mpuTexaTensT Ha pa3pereHneTo 3a
yroTpeba Ui YITBIHOMOIICH HETOB MPECTaBUTEN 3asBsiBa M 00pa3yBaHe Ha IIeHa 1Mo Wi. 2, all. 1, KaTo moco4Ba



[[eHaTa 10 eJIEMEHTH ChoOpa3HO MpaBMiIaTa 1o uwi. 8.

(2) KbMm 3asBrenueTo mo ain. 1 ce mpuiara JAeKiapaius-cipaBka mo oOpasel ChbIilacHO npuiioxkeHrue Ne 6 OTHOCHO
IICHUTE Ha MPOW3BOAMWTEN B ChOTBETHATA BAJlyTa U B €BPO, JOTOBOPEHH C OOIIECTBEHHUTE 3IPAaBHOOCHUTYPHUTCITHH
donnose B Pympuus, ®pannus, Ectonus, ['epuus, CroBakus, Jlutsa, [opryramus, Uranus, Ounnanaus, Hanus,
CrnoBenuns u Ucnanus.

(3) LlennTe HA TPOU3BOIUTEN B JICKIapallusTa 1mo aj. 2 TpsOBa jJa ca KbM JlaTa, He TO-paHHa OT €IMH Mecell OT JaTaTa
Ha IoJaBaHe Ha 3aABJIEHUETO.

Ya. 34. 3a 5nekapCTBEH MPOIYKT, MOJYYUJ Pa3pellieHHE 3a MapajielieH BHOC MPU HaJIM4YUe Ha ChUMS JEKapCTBEH
MPOJIYKT, KOMTO € ChC CHINIOTO HAMMEHOBaHWE, BKIIOYCH B [I03UTHBHHUS JIEKapCTBEH CIUCHK U ¢ yTBBpjaeHa oT ChBeTra
I[eHa o 4. 2, an. 1, ce mpuIiara chlliata IieHa U ce BKIoYBa B chimTe npuioxkeHus Ha [UJIC cnex u3puyHo mucMeHo
3asiBJICHHE ChITIACHO MpruiockeHrue Ne 1 OoT mpuTexaTelns Ha pa3pelieHHeTo 3a rnapajeieH BHoc. KM 3asBiieHneTo ce
MprJIaraT pa3perieHrueTo 3a napaieicH BHOC U JIOKYMEHT 3a TJIaTeHa Ibp)KaBHA Takca.

Y. 35. (1) KM 3asBinenuero mo wi. 32, an. 1 ce mpuarar:

1. Komue OT pa3pelieHue 3a yrnoTpeda Ha JIEKapCTBEHUS MPOJYKT, KOTaTO pa3pelieHUeTo 3a YoTpeda € M3IaeHo 10
pena Ha Permament (EO) Ne 726/2004, Ilpunoxenue 1 "Kparka xapaxrepuctuka Ha mpoxaykra", Ilpunoxenue Il
'TlpuTexaTen Ha paspelieHUETO 3a IPOM3BOACTBO, OTTOBOPEH 3a OCBOOOXKIaBaHE Ha NapTUAM. YCIOBHS Ha
paspemenuero 3a ynorpeda" u Ilpunoxenue Il "O3HadeHust BbpXy ONakoBKaTa M JIMCTOBKATA'"; MPUIIOKEHUSATA CE
IPEJICTABST Ha €JIEKTPOHEH HOCUTEIT;

2. uHpOpMaIUs OTHOCHO CIUHHHUS HMJACHTH(HUKAIIMOHEH KOJ Ha JPYKECTBOTO WJIM KOOMEPANHATa OT THPTOBCKHUS
PETUCTBP, a 3a APYKEeCTBaTa, PETUCTPUPAHU B AbpKaBa - YieHKa Ha EBpomeiickus chio3, UM B AbpiKaBa - cTpaHa Io
Cnopa3ymenueTo 3a EBponeiickoTo MKOHOMHUYECKO TPOCTPAHCTBO - KOIMHE OT JOKYMEHT 33 aKTyaJTHa PETUCTPAIlHS 10
HAIlMOHAJTHOTO 3aKOHOJATEJICTBO, M3/IaJICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JbpKaBa Ha Jmnara mo wi. 30, a.
1 He mO-KbCHO OT 6 Mecella MpeIu MoJaBaHe Ha 3asBJICHUETO;

3. M3pUYHO HOTAPHAIHO 3aBEPEHO IBIHOMOIIHO, B CIy4all 4e 3asBJICHHETO C€ IMOoJaBa OT IPEACTaBUTEN Ha
IpUTEkKATENs] Ha pa3pelieHueTo 3a ynorpe0a; KoraTo IbIHOMOLHOTO He € u3AafeHo B Penybnuka beiarapus, 3a Hero
ce MPeJICTaBs MPEBOJ] Ha OBIrapCKU €3UK, U3BBPILEH OT MPeBojay, KOWTO MMa CKIIOYEH JOrOBOp ¢ MUHHMCTEPCTBOTO
Ha BbHIIHUTE Pa0OTH 3a U3BBPUIBAHE HA OPUIIUATIHU TPEBOIM;

4. CcrMCcBK Ha CTPAHUTEC, B KOHTO MCKIAYHAPOAHOTO HCEIIATCHTHO HAMMCHOBAHHUEC, KbM KOCTO MPHUHAIIICKH
JIEKapCTBEHUST MPOIYKT/KOMOMHanusATa (Mpu KOMOMHHpPAHU JIEKAPCTBEHU MPOJYKTH), CE 3amjam@a OT OOIIecTBeH
3IpaBHOOCUTYpUTENECH (POHT;

5. maHHU oT mpoBeneHu B PenyOnuka bbarapuss win B 4ykOMHA KIMHUKO-(ApMaKOJOTUYHU W3MUTBAHUS Ha
JIEKapCTBEHHUsI TPOYKT ChIVIACHO MpaBuiara Ha /loOpaTa KIMHMYHA NPAKTHKA,

6. fmewnapanMs 3a OCUTypsiBaHE Ha HEOOXOAMMHTE KOJIMYECTBA Ha JIEKAPCTBEHUSI MPOAYKT B 3aBUCHMOCT OT
KOHKPETHUTE OTPEOHOCTH Ha CTpaHaTa;

7. nepuHUpaHa AHEBHA J03a MO TMocieaHu AaHHU Ha CBeroBHaTa 3apaBHa opranuzamus (C30), 6poit na JJ1/] B
ChOTBETHATa OIAKOBKA, a MNP JIMIICA Ha TakaBa Jo03a ce AcpuHMpa TpernophUMTENHA IHEBHA J103a CHIVIACHO
MOKa3aHUsATA OT KpaTKaTa XapaKTepUCTHUKA Ha TIPOJIYKTa;

8. mpenoppUYUTEIHA TepaneBTUYHA JHEBHA /1032, ako € padnuuna oT [J1JI; cpenHa mpoaBIKUTEIHOCT Ha JICUEHHUETO
3a TOKa3aHUATa, YTBBPACHH B KpaTKaTa XapaKTepUCTUKa Ha TMPOAYKTa; HEOOXOJUMOCT OT ChIPOBOXKIAILO
MEIMKaMEHTO3HO JICYEHUE B MOKA3aHUETO CHIVIACHO KPaTKAaTa XapaKTepUCTHUKA;

9. JOKYMCHT 3a IIJIaTCHA AbP’KaBHA TaKCa 3a BCCKU OTIACJICH JICKAPCTBCH MPOAYKT,

10. dapmMako-MKOHOMHYECKH aHATN3, U3TOTBCH WJIM aJalTHpPaH 3a CTpaHaTa, MPHAPYKEH ChC CPABHUTEIICH aHAIH3,
MpU HAJIMYHUETO Ha JIEKapCTBEHA ajTepHATHBA 3a JIeUeHHEe Ha 3a00JIsIBaHETO.



(2) HoxymenTture no an. 1, . 5 u 10 ce mpunarat camo 3a JIEKapCTBEHHM IPOAYKTH, KOMTO INPUHAAIEKAT KbM
MEXIyHapOJJHO HETaTeHTHO HauMEHOBaHME, JIeKapcTBEHa (JopMa U KOHIIEHTPALIUs Ha aKTHBHOTO BEIIECTBO, KOETO HE
€ BKIIIoUeHO B choTBeTHaTa yacT Ha I1JIC, u 3a Te3u mo wi. 29 3JITTXM.

(3) 3a BepHOCTTa Ha JAaHHUTE, TOCOYCHH B 3asBJICHUETO U B MPUAPYKABAIMTE TO JOKYMEHTH IO all. 1, mpuTexarensT
Ha pa3peuieHHeTo 3a YNoTpeda WM HETOBUST YITBIHOMOIIEH INPEACTaBUTEN TPEACTaBs JEKIapanus 1o obdpasel,
yIBBpACH OT ChBeETa.

(4) CBpBeTHT MOKE MOTHBHPAHO JIa TMOWCKA OT 3asBUTENS JOMBIHUTENHA MHPOpMaIns, HeoOXoquMa 3a B3eMaHEe Ha
pellieHre 3a BKITIOYBaHE, TPOMEHU W/WJIH U3KII0YBaHe Ha JiekapcTBeH mpoaykr ot [TJIC, kakro u 3a oOpasyBaHe Ha
IeHa mo 4i. 2, ai. 1.

(5) Ilpu mpomsna Ha BrmModeH B [IJIC ymekapcTBEH MPOIYKT ce MpHUJaraT ChOTBETHUTE JIOKYMEHTH, CBBP3aHU C
MpoMsiHaTa.

Y. 36. (1) Ot Ilo3uTuBHUS NEKaApCTBEH CIUCHK CE€ U3KIIOUBAT JICKAPCTBEHU MPOAYKTH, 32 KOUTO:

1. e HacTBIIUIIa TPOMSIHA HA KPUTEPUUTE, B3 OCHOBA HA KOUTO JIEKAPCTBEHUAT MPOAYKT € BKItoueH B [JIC;

2. ca YCTaHOBEHHM MOJI03MPAHN HEOUAKBAHU CEPHO3HU HEXKEJIaH! JICKAPCTBEHU PEaKUU U HeONaronpusTHU MPOMEHU
B 0€30I1aCHOCTTA Ha JIEKAPCTBEHUS MPOJIYKT;

3. ca mpeJCcTaBeHU HOBU JJaHHU OTHOCHO CpaBHUTENHATA (JapMaKo-UKOHOMHYECKa 00OCHOBAHOCT Ha yroTpebaTa um;
4. e oTmagHANo 3200/sIBAHETO, 32 KOSTO Ce 3arliallia ¢ MyOJIMYHH CPE/ICTBA,
5. e mojazeHa Moj0a OT MPUTEKATEINs Ha pa3pelieHneTo 3a YoTpeda Wik OT HETOBUS YITHIHOMOIICH TIPEICTaBUTEN,

6. € MojaJeHO MNHCMEHO YyBeIoMJIeHHWE a0 V3mbiaHuTenHaTa areHIus [0 JieKapcTBaTa 3a IPEYCTaHOBSIBaHE
MPOAKOUTE HA JICKAPCTBEHUSI MPOIAYKT ChriacHo wi. 54, an. 2 3JITTXM 3a cpok, mo-awirsr oT 60 1HU;

7. e moJlaIcHO TMCMEHO YBEIOMIICHHE OT M3mbIHUTEIHATa areHIIHS 110 JIEKapCTBaTa, Y€ JICKAPCTBEHUSAT MPOAYKT HE €
MycHaT Ha nasapa noseue ot 30 THU clie]] 1aTaTa, MocoueHa B yBeaomiieHueTo o wi. 54, an. 1 3JITIXM;

8. € MoJaZieHO MUCMEHO YBEIOMIIEHHE, Y€ pPa3pelieHHEeTO 3a ynoTpebda Ha JIEKAapCTBEHHUsS MPOAYKT € MPEeKpaTeHO
MPpeICPOYHO 10 peaa Ha wi. 55, an. 3 3JITIXM;

9. e molaIcHO MOTUBUPAHO NPEAIOKEHUE 110 Wil. 32, ai. 2;

10. He e mojaneHo 3asBJICHUE MO peAa Ha HapemOara mo wi. 45, an. 9 or 3akoHa 3a 3APaBHOTO OCHTYpsSIBaHE B
€JHOMECEUEH CPOK OT BKIIFOUBaHE Ha JekapcTBeHus mpoaykT B [UJIC;

11. ca HacTeIMIM ycnoBusTa 1O WI. 264, an. 7 3JIIIXM.
(2) B ciygas mo an. 1, T. 10 nmekapcTBeHUAT MpOoayKT ce u3kmtouBa camo ot [IJIC mo um. 6, am. 2, T. 1.

Ya. 37. (1) B 60-gHeBeH Ccpok OT jJarara Ha ToOjAaBaHe Ha 3asBiieHWETO mo wi. 32, ai. 1 CBBETHT pas3miexkia
3asBJICHUETO U MPUIIOKEHUTE KbM HETO JIOKYMEHTH U B3€Ma pelieHHEe, C KOETO YTBBbpXkJaBa Il€Ha Ha JICKApCTBEH
MPOJYKT 1O wi. 2, an. 1 u ro Bxmousa B [IJIC, nim oTka3Ba Ja yTBbp/Iy 1I€HA HA JICKAPCTBEH MPOAYKT MO WiI. 2, al. 1 u
na ro sxiroun B ITJIC.

(2) B cnyuante no ui. 30, an. 3 CbpBeTHT ce npousHacs B cpok 10 30 1HH.

(3) B cpok 10 30 n1HM OT MOCTHIIBAHE Ha 3asBJICHUE 3a NPOMsIHA WM M3KI0YBaHe Ha BKItoueH B [IJIC nexkapcTBeH
npoaykT CHBETHT pasIiex/ia 3asBICHNUETO U Ce MTPOU3HACS 10 HETO, KaTO YBEJOMsIBA 3asBUTENS 32 PEIICHUETO CH.

(4) Tlpu u3KIOYBaHE HA JIEKAPCTBEH MPOAYKT OT Bcuuku mpriioxkeHus Ha [UJIC ce 3aim4yaBa u 1ieHara My 1o 4. 2, aj.
1.



(5) Ilpu m3knrOYBaHE Ha JIEKAPCTBEH IMPOIYKT HAa OCHOBaHWE wi. 36, an. 1, T. 5 or Bcuuku npuinoxenus Ha [UIC
MPUTEKATEIAT Ha Pa3pEIICHUETO 3a YIOTpeOa NiM YITBIHOMOIICH HErOB MPEACTaBUTENl MOXKE J1a 3asBU 1|€HaTa 10 4l
2, an. 1 na Obze BIMcaHa KaTo MpeJiesiHa [IeHa B perucThpa 1no wi. 22. BnucBaHeTo Ha npeAenHara 1ieHa B perucTbpa
10 4. 22 ce U3BbpIIBA C pemeHne Ha CbBeTa.

(6) Ilpu 3anmuaBaHe 11eHaTa HA JEKAPCTBEH MPOAYKT 110 al. 4 B caydanTe Ha u3kimouBaHeTo My ot [1JIC Ha ocHoBaHue
. 36, an. 1, 7. 4 u 9 nenara no 4i. 2, aj. 2 Ha JIGKAPCTBEHU S TPOAYKT € BaIMHA B CPOK JIBa MECEIa caMO B ciydai
Ha T0JlaBaHe Ha MHCMEHO 3asBicHHe 10 ChBeTa OT MPHUTEXKATENss Ha pa3pellieHHeTo 3a ymorpeba B Cpoka 3a
o0)kaJiIBaHe Ha PEILEHUETO.

(7) Korato mpu pazmiexaane Ha 3asBieHusTa 1Mo ai. 1, 2 u 3 CbBeTHT KOHCTaTUPA HEAOCTATHIIA WM HEMBIHOTH B
MpeACTaBeHaTa JOKYMEHTAIMsl, UMa MPaBO J1a U3KMCKa OT 3asBUTENS OTCTPaHsABaHE HAa HEM'BJIHOTUTE U HEJIOCTAThLIUTE
B JIOKYMCHTAlMATa, KAaKTO H JONBJIHHUTECIHA WHQOpMAIUs, KAaTO YBEAOMSBA 3asBHUTENs IO pela Ha
AJMUHUCTPATUBHOMNPOLIECYATHU I KOJIeKC. B To3u citydaid cpokoBeTe 1o an. 1, 2 u 3 cnupar j1a Tekar.

(8) B cnyuait ue B cpok no 30 AHM cUMTaHO OT JaTaTa Ha yBEIOMSIBAHETO MO ai. 7 3asBUTENSAT HE OTCTPaHU
KOoHcTaTupaHute oT CbBeTa HEAOCTAThIIM U HEM'BJIHOTH, MPOLIETypaTa ce MpeKpaTsBa.

(9) CeBeThT yBEIOMSIBA MUCMEHO 3asBUTEIS 3a MPEKPATABAHETO HA MpOIeypara 1o aj. 8.

Y. 38. (1) 3a BCSIKO TOCTHITUIIO 3asIBJICHUE CE U3TOTBS IOPUINUECKA, MEIUITMHCKA 1 HKOHOMHYECKA OIEHKA OT
EKCIIePTH OT CHeluaIn3upanHaTa aiMuaucTpanus Ha ChBeTa.

(2) ExcneptuTe M3BBPLIBAT MpeIBAapUTENCH IMperse]l Ha 3asBICHMATA W TNpUIpPYKaBalara I'M JOKyMEHTalus M
M3TOTBST MO BCSIKO 3asBJIEHUE CTAaHOBUIIA MO oOpasen cbriacHo npuinoxenue Ne 3 o CeBera. [IbpBo ce u3BbpIIBa
IOpHU/IMYECKa OLIEHKA, a CJIe/l TOBA - METUIIMHCKA 1 UKOHOMUYECKa OI[EHKa.

(3) Heiinoctra Ha CbBera ce moAmomara OT BBHIIHHM EKCIEPTH HM3BBH aJIMUHHCTpAIUsITa, KOUTO HMMAT BHUCIIE
oOpazoBanue no cnenuannoctute "Meaununa" unu "®apmanus', onpenenenu or CbBera.

(4) Excrieptute mo an. 3 mo KOHKPETHO 3asBJICHUE 3a JIEKAPCTBEH MPOIYKT HE TpsOBa Ja ydyacTBaT B JIEHHOCTH,
CBBP3aHU C HETOBOTO pa3pabOTBaHe, IPOU3BOJICTBO, MAPKETHHT, ThPrOBUS HA €IpO U THProBUs Ha ApeOHO, 3a KOETO
MOJIKCBAT AeKIapalus o oOpasel, yIBbpJCH OT mpezacenaTesns Ha CbBerTa.

(5) Ipu HeoOxommmocT mpencenatenat Ha ChBera ompemens eKCOepT Mo al. 3, KOHUTO Ja W3BBPIM
(apMako-MKOHOMHUYECKa OI[CHKA U J1a JIaJic CTAHOBHIIIC.

(6) o 3asBNeHUs 3a BKIIOYBaHE, TPOMSHA WJIM H3KITIOUBaHe Ha JekapcTBeHH npoaykru B [UIC mo un. 262, an. 6, T. 1
u 3 3JIIIXM CeBerst usuckBa cranoBuine or H3OK/M3. CranoBumeTro ce mpemocraBs B 10-AHEBEH CpPOK OT
MTOMCKBAHETO.

(7) o 3asBieHus 3a BKIIOYBaHE Ha JIEKAPCTBEHHM MPOIYKTH, MPHUHAIJIEKAIM KbM MEXIYHApOTHO HEMaTEHTHO
HaWMEHOBaHHE, KOETO JO0 TO3M MOMEHT HE € 3allIallAHO C MyONWYHU CpEeACTBa, KbM CTAaHOBHUIIETO MO al. 6
3abJDKUTEITHO e MpHUJjlara U aHajiu3 Ha OI0PKETHOTO BB3/IeHCTBHE.

(8) OmpeneneHusaT ot mpenacenaress 3a JOKIaTIuK dieH Ha CbhBeTa 0000IaBa €KCIIEPTHUTE CTAHOBHUINA, KAKTO U
CTaHOBHIIETO MO all. 6, ¥ U3TOTBsI €KCIIepTeH AOKIa Mo o0Opaseln chriacHO mpriioxkenue Ne 4 B 7-IHEBEH CPOK OT
MOJy4aBaHe HAa CTAHOBUIIATA 32 BCAKO 3asBJICHHUE.

(9) Ilpu pasrnexnane Ha 3asBJICHUS 32 BKIIOUBaHE, MPOMSHA UJIM U3KIIOUYBaHEe Ha JiekapcTBeHH mpoaykTu B [1JIC mo
4. 262, an. 6, 1. 1 3JIIIXM B 3aceqanuetro Ha ChBeTa 3aAbKUTEIIHO B3eMa ydactue npeacraButen Ha H30K, koito
npeacrass ctaHoBuieTo Ha H30K 1o Besiko 3asBneHue.

(10) Ilpu pasriexnane Ha 3asBIEHUA 3a BKIOYBAHE, IPOMSHA WM U3KIIOUBaHe Ha JiekapcTBeHH npoaykra B IUVIC no
1. 262, an. 6, 1. 3 3JIIIXM B 3aceganuero Ha ChBeTa 3abDKUTEITHO B3eMa ydacTtue npenactaButen Ha M3/H30K,
KoiTO TpencTaBs ctanoBuieto Ha M3/H30K mo Bcsiko 3asBieHuE.



Y. 39. (1) 3a paborata cu B CbBeTa BBHIIHUTE €KCIEPTH MO wi. 38, asl. 3 moyyaBaT Bb3HArPaXXICHHE.
(2) KonkpeTHuAT pa3Mep Ha Bb3HArpaKACHUETO ce onpenaens oT CbpBera.

(3) ®unancoBOTO 0Oe3MeUaBane Ha paboTara Ha ChBeTa Ce OCHIIECTBSBA ChINTACHO Wi. 258, ai. 2 3JITIXM.

Y. 40. (1) IIpu oTka3 3a BKIIOUBaHE, 32 MPOMSIHA HITH 32 U3KITIOUBaHe Ha JekapcTBeH mpoaykr oT [LVIC CeBeTsT
MOTHBHPA PEIICHUETO CH B ChOTBETCTBHE C KPUTEPUUTE, YCIOBUATA U NTpaBUJIaTa, yCTAHOBEHH B Hapen0ara, KaTo
YBEAOMSABA 3asABUTCIIA 110 p€aa Ha AI[MI/IHI/ICTpaTI/IBHOHpOHecyaJIHI/IH KOACKC.

(2) Ipu oTka3 3a BxItouBaHe Ha JekapcTBeH NpoaykT B IIJIC CbBeThT OTKa3Ba U YIBBPK/IABAHETO Ha I[€HA 10 Wil. 2,
an. 1.

(3) Pemenusra nHa CrBera mo ai. 1 u 2 moanexar Ha o0KalBaHe:
1. mo agmMuHHCTpaTuBeH pen npea Komucusra mo npo3padHocT;
2. mpeJl CbOTBETHUS CBJ 10 peia Ha ATMUHUCTPATUBHOMPOLIECYATHHS KOJIEKC.

Ya. 41. (1) [IpuTtexarenar Ha pa3pelICHUETO 3a yIMOTpeda WM YIIbIHOMOILIEH HETOB MPEACTaBUTEN MOXKE Ja 3asBU
MOTHUBHPAHU MMPOMEHU B YTBBpACHATA II€HA Ha JICKAPCTBEH MPOJYKT 1O WiI. 2, al. 1 He mo-paHo oT 12 mecena cien
YIBBpKIaBaHE Ha MOCJIeHATA [[EHA.

(2) Orpanuuenuero mo an. 1| He ce OTHAcCA 3a CITy4auTe, B KOUTO MPUTEKATEIAT Ha Pa3pellicHUeTo 3a yroTpeda moaase
3asBJICHUE 32 HAaMaJIIBaHe Ha YTBbP/IEHATA I[eHa Ha JIEKApCTBEH MPOAYKT MO 4. 2, ail. 1.

(3) He moxe na ce 3asBM yBEIWUYCHHE HA II€HAa HA JIGKAPCTBEH MPOIYKT MO 4Wi. 2, ajd. 1 ¢ MPOIEHT, MO-ToJisiM OT
CTaTUCTUYECKH OTYEeTeHAaTa MHQIaIus 3a mepro/ia Ha IeiCTBHUE OT MmocjenHara oopasyBaHa IeHa.

(4) IpuTexarenaT Ha pa3pelIeHUETO 3a ynoTpeda WM HEroB YIIBIHOMOIICH IMPEACTaBUTEN € UIHKEH B CPOK JBa
paOOTHHU HM OT MOJIy4aBaHe Ha peleHneTo Ha ChbBeTa 3a IpOMsHA Ha LIeHaTa 110 4i. 2, all. | Ha JeKapcTBEH MPOAYKT
Jla YBEJIOMH 10 MOJAXOJIAI] HAUWH THPrOBIUTE HA €pO, a T€ - ThPrOBIUTE Ha JPEOHO C JIEKAPCTBEHU MPOTYKTH.

Yu1. 42. B paMkuTe Ha YTBBp/I€HATA LI€HA Ha JISKAPCTBEHU MPOJYKTU 1O Wi. 2, ai. 1 meHooOpa3yBaHETO Ha Thprosera
Ha €J[p0 U Ha ThProBella Ha ApeOHO ce OCBHIIECTBSBA, KAKTO CIIEBA!

1. TBproBeusT Ha ApeOHO U3BBPIIBA POAAX0a 110 1IeHa, HE M0-BHCOKa OT YTBBP/CHATA 1ICHA;

2. THPTOBEIIBT Ha €JIPO MPOJIaBa JICKAPCTBEHU MPOIYKTH 1O JIOTOBOPEHA IeHa, YUHTO pa3Mep HE MOXKE Jia € TT0-BUCOK
OT pa3Mepa Ha OOsiBeHAaTa I[eHa 3a ChOTBETHUS JICKAPCTBEH MPOIYKT, HAMAJIEH ChC CTOMHOCTTAa Ha HaJI[eHKaTa Ha
THProBera Ha IpeOHo.

Y. 43. (1) B cityyaii Ha iirica Ha POMsIHA HA LIEHUTE, TOCOYEHH B JIeKIapalus-cpaBKkara o 4i. 33, ai. 2, Bb3
OCHOBA Ha KOSTO € Ouja yTBbpJieHa IieHa 1o 4. 2, an. 1 Ha BkmoueH B [IJIC nekapcTBeH MPOAYKT, ¢ U3KITIOYEHHE Ha
JIeKapCTBEHUTE MPOIYKTH, pa3pelieHu 3a ynorpeda mo peaa Ha ui. 11 3JIIIXM, nputexarenst Ha pa3pelieHne 3a
yroTpeba UK YI'bIHOMOIIEH HETOB MPECTaBUTEIN MPEACTaBs Ha BCEKU LIECT Mecella OT JaTaTa Ha YyTBbp)KJIaBaHe Ha
nocnenHata 1neHa npeq CbBera AeKiapaius, yI1ocToBepsBalla Te3u oocTosTencTsa. Jlexnapanusra ce nojgasa B
Mecela, mpe3 KOUTO N3THYa MIECTMECEUHUST MTEPHO/.

(2) Ilpn HanmmuMe Ha TpPOMsIHA Ha [IEHUTE Ha JIEKApCTBEH MPOAYKT 110 ajl. 1, MOCOYeHHU B JeKIapalusi-clipaBKaTa 1o 4.
33, an. 2, npu KosATO pedepeHTHaTa 1eHa mo wi. 8, ai. 1, T. 1 e mo-HUCKa B CpaBHEHHE C pedepeHTHaTa LieHa, Bb3
OCHOBA Ha KOATO € Ouila oOpa3yBaHa IieHaTa Ha JIEKapCTBEHUs MPOIYKT, ¢ U3KIIOYEHUE Ha JEKapCTBEHUTE MPOIYKTH,
paspeleHu 3a ynorpeba o pea Ha wi. 11 3JIIIXM, nputexatensar Ha pa3pelieHue 3a ynoTpeda Ui yI'bJIHOMOIIEH
HETrOB IIPEJICTABUTEN HE NO-KbCHO OT ILIECT Mecella OT JaTaTa Ha yTBBbpKAaBaHE Ha IOCJIeHATa 1IeHa Ha JIEKapCTBEH
IPOAYKT npezacTass npen CbBeTa 3asBJIEHUE 3a IPOMSHA HAa YTBBPJICHA LIEHA.



(3) Ako mpuTeKaTeNAT Ha pa3pelleHne 3a ynorpeda Wi yI'bIHOMOILEH HETOB MPEACTaBUTEN HE MoAaJe JeKIaparus
1o al. 1 uiam 3asBIeHUE 10 all. 2 U ClIe/l IPOBepKa OT €KCHEPTH OT CIeIUATN3NpaHaTa agMuHuCcTpamus Ha CbpBeTa ce
YCTaHOBH, Y€ peepeHTHATA I1eHa 1Mo 4wiI. §, an. 1, T. 1 e mo-Hucka B cpaBHeHHUE ¢ pedepeHTHATa [[eHa, Bb3 OCHOBA Ha
KoATO € Ouina oOpa3yBaHa IeHaTa Ha JIGKAPCTBEHUS MPOIYKT Mo Wwi. 2, an. 1, CbBeTHT ciaykeOHO B3eMa pelIeHHE 3a
IpoMsHA Ha YTBBP/CHA [IeHa Ha JIEKapCTBEH MPOIYKT.

(4) IIpoBepkara 1o ajn. 3 ce U3BBPIIBA 0 15-0 YMCIIO HA Mecela, CleBall Mecera, Mpe3 KOUTO € U3TEKbJI CPOKBT 3a
MoJiaBaHe Ha JAeKiapalus, ChbOTBETHO 3asBiieHHE, a CbBeThT 10 30-0 YMCIIO Ha CBHIMS MECEl] B3eMa peIleHuE 3a
MpoOMSsIHA Ha YTBBPJICHA I[€HA Ha JIEKAPCTBEH MPOIYKT.

(5) Koraro npu mpoBepka Ha MOJaJeHUTE JeKIapaluu mo aji. | cmenuanusupaHara agmMuHuctpanus Ha CbBeTa
YCTaHOBH, Y€ pedepeHTHaTa I[eHa 1o ui. §, ain. 1, T. 1 e mo-Hucka B cpaBHEeHHE ¢ pedepeHTHATa 1[eHa, Bh3 OCHOBA Ha
KoATO € Omia oOpasyBaHa IleHaTa Ha JIGKAPCTBEH MPOAYKT mo 4wi. 2, an. 1, ChBeTHT yBelOMsBa MPUTEKATENS HA
paspenieHue 3a yrnorpeda UM YII'BIHOMOIIEH HETroB MpeACTaBUTEN Ja Mojaje 3asBieHHe 3a IpoMsHa B 14-1HeBeH
CPOK OT YBEJOMJIEHUETO U 32 OTKPUTUTE LICHHU.

(6) Korato B cpoka 1o ajn. 5 3asBUTENSIT HE MoJajae 3asBieHHe, ChbBETHT CIY)KEOHO B3€Ma pEIICHHE 3a POMsSHA Ha
YTBBP/ICHA [[eHA Ha JICKAPCTBEH MPOIYKT.

(7) Korato 3asBUTENAT MOa/Ie 3asBJICHUE B CPOKOBETE 1O all. 2 U 5, KOETO HE OTroBapsl Ha U3MCKBAHUTA HA WI. 33 U
35, ChbOTHOCMMH KbM MpOMsiHaTa Ha IieHa, ChbBETHT MMa MPaBO Ja M3UCKA OT 3asBUTENs B 14-1HEBEH CpPOK Ja
OTCTPAaHH HCII'BJIHOTUTEC U HCAOCTATBIUTC B JOKYMCHTALIMATA, KAKTO U JOIIBJIHUTCIIHA I/IH(l)OpMaHI/ISI, H€O6XOI[I/IMa 3a
MpoMsIHATa Ha IIeHa Ha JIEKApCTBEHUS MIPOIYKT.

(8) Koraro 3asBuTensIT HE OTCTpAaHU HEM'BIHOTUTE U HEJOCTATHLHUTE B JOKyMEHTAIUATA, KAKTO U aKO HE MPEJOCTaBU
JIOMBIHUTETHATA WHPOPMaIIUs, Heo0XoIMMa 3a MpOMsHATa Ha IleHa Ha JICKApCTBEHUsS MPOAYKT B CpoKa Mo ai. 7,
CbBeThT cmykeOHO B3eMa pellieHHe 3a MPOMsIHA Ha YTBBP/ICHA [[eHa Ha JIEKAPCTBEH MPOIYKT.

(9) Pemmierusara o ai. 3, 6 u 8 moanexxar Ha oOkanBaHe 1o pena Ha wi. 40, an. 3.

Y. 44. (1) Hartnonanuata 31paBHOOCUTYpUTENHA Kaca peaocTaBs Ha ChbBeTa MbiIHa MHGOpMaIlHs 3a 3alJaTeHUTE
JekapcTBeHU MpoaykTH, BrtoueHu B [UIC mo uin. 6, an. 2, 1. 1.

(2) Uudopmanusra nmo an. 1 ce mpenoctaBs Ha CbBeTa B Kpas Ha BCSKO TpUMeECEUYHE WM MPHU MOMCKBAHE Ha
eJIEKTPOHEH HOCHUTEIN 0 00pasel] chIilacHO mpHiiokeHue Ne 7.

(3) MuHuCTEepCTBOTO Ha 37paBeona3BaHeTo MpenoctaBs Ha CbBera MHGOpMAIMs 3a 3aIUIATEHUTE JIEKAPCTBEHHU
npoaykTH, BkiodeHu B IUIC mo ui. 6, an. 2, T. 3.

(4) JleueOHMTE 3aBECHUS TIO WiI. 5 OT 3aKOHA 3a JICYCOHUTE 3aBEACHUS M JICUCOHUTE 3aBEJACHUS C IBPKaBHO W/HMIIH
obnmHcKko ydactue 1o wi. 9 u 10 ot 3akoHa 3a jeyeOHUTE 3aBe/leHUs MpeaocTaBsaT Ha ChBeTa MbIHA WHpopMAITU 3a
3aIlJIaTEeHUTE JICKAPCTBEHU MPpoaykTH, BKiItoueHu B [UJIC mo un. 6, an. 2, 1. 2.

(5) Ipu HeobxomumocT CHBETHT MOXE Ja Moucka AombiaHuTenHa wH@opmanus or M3, H30K u nedeOHute
3aBe/ICH U

(6) IlpenocraBenara ungopmarus mo ai. 1, 3 u 4 ce u3mon3Ba 3a U3rOTBSAHETO U akTyanusupanero Ha [UIC.

(7) Undopmanusra o an. 3 u 4 ce npengoctass Ha ChBeTa B Kpask Ha BCSIKO TpUMECeUHe WJIM NPU MOUCKBAHE Ha
€JIEKTPOHEH HOCHUTEI Mo o0pasel, yrBbpeH oT CbBera.

Paznen IlIPex 3a ompeneJsisiHe Ha pedepeHTHA CTOMHOCT M HMBO Ha 3allJialllaHe Ha
JIEKAPCTBEHUTE MPOAYKTH, BKJIKYBAHU B [I03MTMBHUS JIeKAPCTBEH CIUCHK



Y. 45. (1) 3a onpenensiHe CTOMHOCTTA Ha 3aljalliaHe Ha JIEKapcTBEHUTE MPOAyKTH, BKItouBanu B IUVIC, ce
n3uncisiBa pedepentra croiHoct 3a JI/I/] mo INN u nexkapcrBena dopma.

(2) PedepenTHara cToiiHOCT 1O a. 1 ce U3uuCisIBa, KAKTO CIE/Ba:

1. JICKAapCTBCHUTEC NPOAYKTHU, CbAbpPKAIIM CAHO U ChIIO AKTUBHO BCHICCTBO IO INN, CC Ipynupar mno JICKapCTBCHA

(opma;

2. m3uncisBa ce croitHocTTa Ha JIJIJ] 3a paznuunute nexapctBeHu npoayktu mo INN u nexkapctBeHara dopma u ce
OIpezess Hall-HUCKaTa CTOMHOCT;

3. ompeneneHara Hail-HUCKAa CTOWHOCT 10 T. 2 € pedepeHTHA 32 BCUYKH JIGKAPCTBEHHU MPOJIYKTU ¢ eqHO U cbio INN u
€/IHa U ChIla JeKapcTBeHa Gopma.

(3) PedepenTtnara croitnoct 3a JIJ1/] Ha nexkapcTBEHU MPOIYKTH, ChIBPIKAIIM MTOBEUE OT €IHO JICKAPCTBEHO BEIIECTRBO,
ce o0pa3yBa Bb3 OCHOBA Ha Hail-HUCKUTEe cToWHOCTH Ha JI/IJ] oT/enHo 3a ChOTBETHUTE ChCTABHU aKTHBHU BEIECTBA,
ChIbpKAIM CE B JIEKAPCTBEHUTE MPOIYKTH C €IHO JIEKAPCTBEHO BEILECTBO, M3YMCIIEHHU 10 peja Ha aj. 2.

(4) 3a )1 Ha ynekapCTBEH MPOJIYKT, KOWTO ChABPKAa MOBEYE OT TPU AKTUBHH BEILECTBA, CE€ B3eMa €aHA J030Ba
eIWHUIA U pedepeHTHATa CTOHHOCT ce U3YUCIIsIBa 110 pesa Ha ail. 2.

Y. 46. (1) 3a onpenensiHe CTOWHOCTTA Ha 3aIlJIalllAHE Ha JIEKapCTBEHUTE MPOAYKTH, BKItouBaHu B IUVIC mo ui. 6, an.
2, T. 2, ce m3uncnsBa pedepentHa croitnoct 3a JJJ1J] mo INN, nekapcTBeHa opma, KOHIICHTPAITHS U 00EM.

(2) PedepenTtHata croitHOCT 10 ai1. 1 ce U34KCIIABa, KAKTO ClIE/Ba:

1. nexapCTBEHUTE MPOAYKTH, ChIbPKAIIM €IHO U ChIO aKTUBHO BemecTBO mo INN, ce rpynupar mo JjekapcTBeHa
dopma, KOHLIEHTpaLHs U 00eMm;

2. w3umcnsBa ce croiHoctra Ha JIJIJI 3a pasnumunuTe nekapctBeHu npoaykru mo INN, mnexapctBeHa dopma,
KOHIICHTpAIHs U 00eM U ce ompe/ienisi Hall-HUCKaTa CTOMHOCT;

3. ompezeneHara Hail-HUCKa CTOMHOCT 1O T. 2 € pedepeHTHA 32 BCUYKU JICKAPCTBEHU MPOAYKTH € €IHO U ChIo INN,
€/IHa U ChIlla JIeKapcTBeHa opMa, KOHIIEHTpAIUs U 00eM.

(3) Pedepentnara croitnoct 3a J1J1/] Ha JiekapcTBEHU MPOIYKTH, ChIBPKAIIM ITOBEYE OT €HO JCKAPCTBEHO BEIECTBO,
ce o0pa3yBa B3 OCHOBA Ha Hal-HUCKHUTE cToHOCTH Ha J[/IJ] oTAenHO 3a ChOTBETHUTE ChCTABHU aKTMBHU BEINECTBA,
CHIBPIKAIM CE B JIEKAPCTBEHUTE MPOAYKTH C €JHO JIEKQPCTBEHO BEIIECTBO, KOHIIEHTPALIMS U 00€M U U3YUCICHH MO
pena Ha ai. 2.

(4) 3a ]I Ha ynekapCTBEH MPOIYKT, KOWTO ChABPKAa MOBEYE OT TPU AaKTHBHH BEILECTBA, CE€ B3eMa €IHA J030Ba
eIWHUIA U pedepeHTHATa CTOHHOCT ce U3YUCIIsIBa 10 pesa Ha ail. 2.

Y. 47. (1) PedepenTHara cToifHOCT MOXKeE J1a ce onpeaeiy U 3a xuMuyHa noarpyna Ha ATC knacudukanusra, Korato
BKJTIOYEHUTE B Hesl JIeKapcTBeHH MpoaAykTH 1o INN u nmexapcTBeHu (opMH MMaT JOKa3zaHa CXogHA €(PeKTHBHOCT U
0€30MacHOCT 3a JIEYEHHE Ha JaJeHO 3a00JsABaHe ¢ MOJOOHO KIMHUYHO MPOTHYAHE U TEKECT ChIVIACHO KpaTKara
XapaKTEpUCTHUKA HAa TPOIYKTA.

(2) PedepenTHata croifHOCT 10 . 1 ce onpeaens mo ClaeIHUsI HAYNH:

1. 3a Bcako INN cbc cpoTBeTHAara JieKapcTBeHa (¢opmMa B paMKATE Ha XAMHAYHA TOATPYNa IO
aHATOMO-TEPaNeBTUYHO-XUMUYHATA KacuuKamus ce onpenens croinoct 3a JIJ1J1 mo pexa na uin. 45, an. 2;

2. Hali-HUCKaTa CTOMHOCT 10 T. |1 ce mpuema 3a pedepeHTHa CTOMHOCT Ha XUMUYHATAa MOJrpyIa.

Y. 48. (1) 3a nexkapcTBeHUTE TPOAYKTH, BKItoUBaHU B IIJIC 1o ui. 6, ain. 2, T. 2, pedepeHTHATa CTOHHOCT MOXe Jia ce
ornpenenyu u 3a xumuyHa nmoarpyna Ha ATC kinacuukausaTa, KOraTo BKIIOUEHUTE B Hes JISKAPCTBEHH MPOIYKTH MUMaT



JIOKa3aHa CXoJiHa e()eKTHBHOCT U OE30MaCHOCT 3a JICUCHUE Ha JIJICHO 3a00JIIBaHe C TOJO0HO KIMHUYHO MPOTHYAHE U
TEKECT ChIVIACHO KpaTKaTa XapaKTepUCTHKA Ha MPOIYKTa.

(2) PedepenTHata croitHOCT 10 ai. 1 ce onpeaens mo cieIHusI HauYnH:

1. 3a Bcaxko INN cbe choTBeTHaTa JekapcTBeHa Gopma, KOHIIEHTpAIUs U 00eM B PaMKHTE Ha XMMHUYHA TOATPYIa 10
aHATOMO-TepaneBTHYHO-XUMHUYHATA Kacupukanus ce ompenens ctoinoct 3a JIJ1J] mo pena Ha ui. 46, an. 2;

2. Hali-HUCKAaTa CTOMHOCT 10 T. 1 ce mpuema 3a pedepeHTHA CTOMHOCT Ha XUMUYHATA MMOJTPyIIa.

Y. 49. (1) IIpu onpexnensiHe CTOMHOCTTA Ha 3alljIalllaHe Ha JIEKAPCTBEHU MPOJYKTH C TACHA T€pareBTUYHA IIMPUHA OT
rpynara Ha UMyHOCYIPECOPHUTE 3a JICUCHHE Ha NAI[UEHTH Clie/l TPAHCIUIaHTal|s Ha OpraHu, Ha KOMUTO MapaMeTpUTe 3a
6uoexBuBaigeHTHOCT (AUC u Cmax) ca u3BbH rpanunute 90 - 111,11 %, e ce mpunarat ui. 45 - 48. CroitHocTTa Ha
3arial@aHe Ha JIEKapCTBEHUTE MPOIYKTH CE M3YUCIIsBA BH3 OCHOBA Ha I[eHaTa UM 1o 4. 261a, an. 1 3JIIIXM.

(2) CeBerpr m3uckBa crtaHoBuine oT MAJI 3a CHOTBETCTBME Ha BCEKM JICKAPCTBEH TMPOAYKT OT TIpyrnara Ha
MMYHOCYIIPECOPUTE 3a JICUEHHE Ha NalMEeHTU Cle]l TPaHCIUIAHTAallMs Ha OpraHu ¢ KpUTEepuuTe mo ain. | mpu
onpeneasHe CTOMHOCTTa My Ha 3aIljlallaHe.

Y. 50. 3a onpenensiHe CTOWHOCTTA Ha 3aIUlalllaHE Ha JIEKapCTBEHUTE MpoAykTH, BKirouBaHu B I1JIC, 3a kouto HsMa
onpenenena JIJIJI, ce m3uucinsaBa pedepeHTHa CTOMHOCT 3a TepaneBTUYeH Kypc mo INN, nekapcTBeHa Qopma,
KOHIIEHTpanus u 00em, KaTo ce U3IM0JI3Ba MPEenopbUUTEIHATA JHEBHA /103, YITBBPJICHA B KpaTKaTa XapaKTepHCTUKA Ha
JIEKapCTBEHUSI TPOJIYKT.

Ya. 51. CroitHocTTa 3a OMMaKoBKa Ha JICKAPCTBEHUS MPOIYKT, M3UUCICHA Ha 0a3aTa Ha pedepeHTHATa CTOMHOCT 3a
JJ/1, ce opmupa, KaTo ce YMHOXKH CTOMHOCTTA, OIpeJiesieHa 1Mo peaa Ha ui. 45 - 50, mo 6pos I/ /I/npenopbunrtentu
JHEBHH JI031, ChABPKAIM CE B CbOTBETHUS JIEKAPCTBEH MPOJIYKT.

Ya. 52. (1) PedepentHara cTOWHOCT 3a JIEKApCTBEHUTE MPOIYKTH, YMETO HUBO Ha 3aruiam@He € 100 Ha cTo, ce
M3YKCIIIBA BB3 OCHOBA Ha I[€HA 3a ThPIoBell Ha €/Ipo C JISKApCTBEHM MPOJYKTH, 00pa3yBaHa 110 pejia Ha IJ1aBa BTOpa.

(2) PedepenTHaTa cTOMHOCT 3a JIEKapCTBEHU MPOAYKTH, YHETO HUBO Ha 3aruiamiane e nojx 100 Ha cro, ce M34McisiBa
B3 OCHOBA Ha I[€Ha 32 THProBeIl Ha JpeOHO Ha JIEKAPCTBEHH MPOJYKTH, 00pa3yBaHa 110 pe/a Ha TJiaBa BTOpa.

Y. 53. HuBoTo Ha 3amianjaHe Ha JEKapCTBEHUTE MPOAYKTH, TPYIIMPAHU 10 MEXAYHAPOJHO HENATEHTHO
HauMEHOBaHMeE U JeKkapcTBeHa dopma, BirouBanu B [IJIC, ce onpenens B MpOLEHTH, KaKTO CIIe/IBa:

1. Ha nekapcTBEHUTE NPOAYKTH 110 wil. 6, ann. 2, T. 2 u 3 - 100 Ha cTo;

2. Ha JIGKAPCTBEHUTE MPOJIYKTH 32 3a00JIIBaHUS C XPOHUYHO MPOTHUYAHE, BOJACIM J0 TEKKH HAPYIICHUS B KAY€CTBOTO
Ha )KUBOT WJIM MHBAJTUIU3AIIMS U U3UCKBAIIM MTPOIBIDKUTETHO JieueHue - 100 Ha cTo;

3. Ha JIeKapCTBEHHUTE MPOJYKTU 3a XPOHHYHO MPOTHUYAIM 3a00JIIBaHUS C BHCOKA CTENEH Ha pa3lNpoCTpaHEHHE Ha
3a00JIEBAEMOCTTA - 75 Ha CTO;

4. Ha J1eKapCTBEHUTE MPOIYKTH 3a 3a00JsBaHUs U3BBH Te3U N0 T. 1, 2 1 3 - 1o 50 Ha cTo.

Y. 54. HuBoTo Ha 3amnamiaHe Ha JeKapcTBEHUTE MPOIYKTH ¢ €HO U ¢bIlio INN U ¢ ejHa U chlla JekapcTBeHa Gopma
ce oIpeAess CbIVIAaCHO OLEHbYHA TabnLa - mpuiioxkeHue Ne 8, B 3aBUCMOCT OT:

1. ouenkara Ha kpuTepuure 1o 4i. 30;
2. moKa3aHuATA 3a PUJIOKEHNE HA JIEKapCTBEHU S IPOIYKT ChIVIACHO KpaTKaTa XapaKTepUCTHUKA 3a BUJIA JICUCHUE:

a) OCHOBHO - €THOJIOTUYHO/ITATOTCHETUIHO JICUCHHUC;



0) CHMIITOMaTH4HO JICYEHUE;
B) MPOQMIIAKTUYHO JICUCHUE;
I) NAJINATUBHO JICYEHUE;

1) TOATbPIKAILO JICUCHHUE;

€) IOBIHUTEITHO JICUCHUE;

3. conpanHaTta 3HaUMMOCT Ha 3abonsBaHeTo B Penyonuka bobiarapus, 3a unero jiedeHUE ce M3MOJ3Ba JIEKAPCTBEHUST
MPOJYKT;

4. NPOABIDKUTCIHOCT Ha JICHCHUCTO U U3XO0/,;

5. TepaneBTHYEH aJTOPUTHM CBIVIACHO YTBBPAEHUTE (hapMako-TepaneBTUYHU PBHKOBOJCTBA B Penydnuka bwarapus, a
IIpM JIMIICA HAa TaKUBa - CTaHAApTHU 3a JiedueHue u JloOpara MeqUIIMHCKa [TpaKTHKa B CTpaHuTe oT EBponelickus cbio3;

6. 6p0171 MaluCHTHU, ONPCACIIAINA OTHOCUTCIIHUA I4JI Ha 3360J’I$[BaHeTO, 3a KOCTO € IPCIAHA3HAUCH JICKAPCTBCHUAT
MNpOAYKT, IO IaHHU OT MpcAXoaHaTa roamHa U TCHACHIIUU 3a IPOMAHA Ha 33.60H€BaeMOCTTa;

7. u3pa3xo/BaHU (PUHAHCOBU CPEACTBA 3a JICKAPCTBEHUS MPOJYKT 3a Opos MalHMeHTH Mo T. 6 mpe3 mpeaxoaHaTa
ro/INHA;

8. NpCABUACHU 6IOI[)K€THI/I Cpe€AacCTBa 3a OCUTYpsABAHEC HaA JICKAPCTBCHUA ITPOIYKT.

Y. 55. HuBoTo Ha 3amjamaHe, ONpeAeseHO MO peJa Ha wWi. 53, ce yMHOXaBa IO CTOMHOCTTa 3a ONAKOBKA,
ompezeneHa Ha 6azata Ha pedepeHTHa cToiHOCT 3a /11, u dopMupa cTOMHOCTTA, HA KOATO CE 3aIlIallia C MyOJITMIHH
CPEACTBA ChOTBETHUST JICKAPCTBEH MPOIYKT.

Y. 56. CuBeThT MOXKE Ja IPOMCEHA HUBOTO Ha 3alljIalllaHC Ha JICKAPCTBCHUTC IIPOAYKTU OT [JIC CAUH IIBT TOAUIIIHO B
PaMKUTC HAa CbLOTBETHUTC GIOIL)KGTI/I.

Yu1. 57. [1o3uTUBHUSAT JIEKAPCTBEH CIUCHK, MYOJIMKYBaH Ha MHTEPHET cTpaHuIiaTa Ha ChBeTa, Cce aKTyalnus3upa Ha 2-po
1 Ha 16-0 4ncno BCekn Mecel] ¢ BIE3NINTE B cuila pelicHus Ha CpBeTa 3a:

1. yrBBbpKIaBaHe Ha I[eHa 1o 4. 2, an. 1 u BKIrouBaHe Ha JiekapcTBeH npoaykr B [UJIC;
2. mpoMsIHA Ha JIEKapCTBEH MPOIYKT, BKItoueH B [UIC;
3. M3KIII0YBaHE Ha JIEKAPCTBEH MPOAYKT OT npuioxkenue Ha [UIC;

4. n3xmouBane ot [UIC n 3annyaBaHe Ha 1ieHa MO Wi. 2, all. | Ha JeKapcTBEH MPOJIYKT.

I'maBa ceamaYCJIIOBUSA U PEJA 3A YTBDBPXKIABAHE, OTMEHSHE WIHN
N3MEHSAHE HA ®APMAKO-TEPAIIEBTUYHHU PBKOBO/JICTBA, IIPEIIOPBKH 3A
AJITOPUTMMU 3A JTEYEHHUE C JEKAPCTBEHM NNPOAYKTHU U KPUTEPUU 3A
OLEHKA HA EPEKTUBHOCTTA HA TEPAIIUATA

Y. 58. (1) ITo npemiokeHne Ha CbOTBETHUTE HAIMOHAIHU KOHCYITaHTH, MEAUIIMHCKA HAYYHU JpPYXKeCcTBa U
eKCIepTHU CbBeTH CHBETHT YTBBPXK/IAaBa, OTMEHSI MJIM U3MEHS (papMaKo-TepaneBTUYHN PBKOBOJICTBA, BKIIOYBAIIN
KpUTEPHH 32 OLleHKa Ha e(DMKAaCHOCTTA Ha MpHIaraHaTa Tepamnus, KakTo 1 MPENOoPbKU 3a AITOPUTMH 32 JICYEHHUE C
JIEKapCTBEHU MPOJYKTH, 3aIlJIAIAHU C MYOIMYHU CPEACTBA.

(2) YTB’bp,I[eHI/ITe ot CnBeTa q)apMaKO—TepaHeBTI/I‘-IHI/I PBKOBOACTBA Ca 3aAbJLDKUTCIIHU 3a H3INBIHUTCIUTC Ha
MCIUIIMHCKA ITOMOIIIL,



Y. 59. (1) Hocrenunute B ChBeTa 3a YIBbpKIaBaHe/IpoMsiHA (GapMaKo-TeparneBTHYHU PHKOBOJCTBA CE€ M3MpaIAT 3a
cranosuie 10 M3, H30K, bbarapckus nekapcku cbro3, beiarapckus 3p005ekapcku ¢bio3, bbarapckust ¢papmaneBTHUEH
ChI03 M Ha OpraHu3anuuTe Ha (apmaneBTHyHata HHIycTpus. [lpm HeoOxomumoct CBHBETBT MOXKE Ja H3HCKA
CTaHOBUIIC U OT BbHIIHU CKCIICPTH.

(2) CranoBunia no ai. 1 ce nmpenocrasst Ha CbBeTa B €JHOMECEUEH CPOK OT MOMCKBAHETO UM.

(3) CoBerpT yrBBpXKIaBa, OTMEHS WMJIM M3MEHs (hapMaKo-TEpalleBTUYHH PBKOBOJACTBA, BKIIOYBAIIM KPUTEPUU 3a
OlLlIEHKA Ha e(MKaCHOCTTA Ha IpHJIaraHaTa TEpalusl, KaKTO M MPENopbKH 3a aJrOPUTMU 3a JIEYEHHE C JIEKApCTBEHHU
MIPOJIYKTH B 6-MECEUEH CPOK OT MOCTBIIBAHETO HA MPEIIOKEHUETO 1o wi. 58, ai. 1.

(4) CeBeThT MOXKE 12 BBPHE C YKa3zaHUs (papMaKko-TeparneBTHYHUTE PHKOBOICTBA HA JIUIATa, KOUTO Ca TH MPEIIIOKUAITN
3a yTBBpKJaBaHE WM 3a U3MEHSHE, KaKTO Bb3 OCHOBA HA CTAHOBUII@ATA MO ajl. 1, Taka M 3a NPUBEKAAHETO UM B
CBHOTBETCTBUE C YTBBPJAECHU PBKOBOJICTBA B CTPAHUTE OT EBpONECKIS CBIO3.

(5) B caydaute no an. 4 cpokbT mo ai. 3 cnupa Aa Teue A0 M3MBIHEHUE Ha JAJCHUTE YKa3aHUs B OINpENEICH OT
CbBeTa Cpok.

(6) Jlumata mo wi. 58, am. 1 Ha BCeKW TpPU TOAWHU TIPABAT MpPEmIel Ha YTBBPACHUTE (apMaKo-TepareBTUUHU
PBHKOBOJCTBA U MPU HEOOXOAMMOCT mpeiarat Ha CbBeTa Ja ' U3MEHU 10 pefia Ha Ta3u IJaBa.

(7) Pemenusita Ha ChbBeTa, C KOUTO YTIBBPKIAaBa, OTMEHS WMIIM H3MEHS (apMako-TepaneBTUYHHU PBHKOBOJICTBA,
BKJIIOYBAIIM KPUTEPHUH 3a OIIEHKA HAa €(UKacHOCTTa Ha IpujaraHara Tepanus, KakTo U MPENopbKU 3a alTOPUTMH 32
JICYEHHUE C JIEKAPCTBEHU MPOIYKTH MOJIekKAT Ha 0OKaIBaHe:

1. mo AIMUHUCTPATUBCH PCO IIPCI Kommcusra mo MMpO3PavYHOCT;

2. mpeJl CbOTBETHUS CBJ 11O peia Ha ATMUHUCTPATUBHOMPOLIECYATHHS KOJIEKC.

JOITBJIHUTEJIHA PA3IIOPE/IBA

§ 1. [lo cMuchia Ha HapeoOara:

1. "OOmectBeH 3apaBHOOCUTYpUTENeH (oHA" € NyOJMYHa WHCTUTYIHS, KOSITO chOuMpa M pasnpeaens
37IPaBHOOCUTYPHUTEITHN BHOCKU U 3[JPaBHOOCUTYPUTEITHH IIPEMHUH 32 3[PaBHU JIEHHOCTH, YCIYTH U CTOKU 32 HAW-TOJISIM
Opoil 3paBHOOCUTYPEHH JIMIIa HA TEPUTOPHITA Ha ChOTBETHATA CTPAHA.

2. "lena Ha mpou3BoauTen" € LeHaTa, MO KOSTO THPIOBEI Ha €ApO 3aKyllyBa JIEKAPCTBEHUS MPOIYKT OT
MIPOU3BOAMTENS, 3asiBEHA OT IPUTEXKATEINSI Ha Pa3peIIEeHUETO 3a YIOTpeda UM OT YII'bJIHOMOIIEH HETOB NPEACTaBUTEI,
0e3 BKIIIOUEHU B HEsl OTCTBIIKU WUITU APYrd CTUMYIH, IPEJOCTaBEHU OT MPOU3BOIUTENS Ha THProOBELla Ha e/po.

3. "ChumsT JIeKapCTBEH MPOAYKT" € JICKApCTBEH MPOIYKT ChC CHIIOTO MEXKIYHAPOTHO HEMATCHTHO HAaMMEHOBAHHE,
KOJIMYECTBO aKTHMBHO BEIECTBO B JI030BAa €IMHHUIIA, JaJeH o0eM, JaJeHa Mmaca, MpOLEHT, JIEKapcTBeHa ¢opma B
OKOHUATeITHA  ONAaKOBKA Ha  IMPOW3BOMUTEI/TIPOM3BOAMTEIH,  BIMCAH/BIIMCAHW B  pa3pelicHHETO 32
yrotpeba/pemienreTo Ha EBpomeiickara komucus, uzgaaeHo mo pena Ha Permament (EO) Ne 726/2004 Ha
EBponeiickus napiameHT u Ha CbBeTa.

4. "OxoHuaTeTHa OMaKoBKa'" Ha JIEKAPCTBEH MPOIYKT € OOIIOTO KOJUYECTBO aKTHBHU BEILIECTBA, M3PA3CHU KaueCTBEHO
Y KOJIMYECTBEHO 3a €ITHA JI030Ba CMHUIIA WU B 3aBHCHMOCT OT JIeKapcTBeHara (opma - 3a JajeHa Maca Wim odem,
HJIK B IIPOLICHTH.

5. "OxoHYaTenHa OnmakoBKa, Haii-Onu3Kka 710 3asBeHara" € OMaKkoBKa, YHITO OpOMl TO30BH €IUHUIIM Ca B €IHA U ChHIIA
rpaHuIla ¢ Opos Ha JO30BUTE CAMHUIIM B 3asABEHATA OIMAKOBKA, IIPH CIICIHUTE ONPEICICHN TPAHMIIN

a) ot 1 1o 2 (TabneTH, Karcyau, QuiakoHu, A034 U 1p.);
6) ot 3 1o 5 (Tabneru, kancynu, rakoHH, 103U H JP.);

B) oT 6 110 15 (Tabneru, karncynu, (makoHu, JO3U U JIp.);



r) oT 16 no 30 (Tabneru, kancynu, rmakoHu, TO3M H JP.);
n) ot 31 no 60 (tabieru, karcynu, (VIaKoHU, 03U U JIp.);

e) Hag 60 (Tabneru, kKancynu, (MaKOHH, TO3H | JIp.).

HPEXOJIHU U 3AKJTIOYUTEJ/IHA PASIIOPE/IBA

§ 2. (1) Bcuuku mpouienypu, 3ao4HaTH ¥ HEAOBBPILEHHU 110 peaa Ha Hapendara 3a perynupane U perucTpupaHe Ha
[IEHUTE Ha JICKApCTBEHUTE MPOAYKTH, YCIOBUSATA, IPaBUjIaTa U KpUTEPUHUTE 32 BKIIIOUBAHE, TPOMEHU W/UJIH
M3KITIOYBAHE Ha JIEKapCTBEHU MPOIYKTH OT [103UTUBHUS JeKapCTBEH CIUCHK U YCTIOBUATA U pefia 3a padoTa Ha
Komucusira o nenu u peumOypcupane, npuera ¢ [loctanosnenne Ne 390 na Munucrepckus csBet ot 2011 1. (IB,
op. 100 ot 2011 r.), ce mOBBPIIBAT O pena Ha Ta3u Hapeaoa.

(2) 3amovyHaTUTE W HEAOBBPIUICHH KbM BIIM3aHETO B CHJa Ha Hapea0daTa MpOIEAypH 3a PETHCTPUpaHe Ha IICHA Ha
JEKApCTBEHHU MPOMYKTH, OTHYCKAHH IO JICKAPCKO MpEeAMucaHue, ce TOBBPIIBAT IO pela Ha TiiaBa YeTBBPTa OT
Hapezbara.

(3) IlputexxkarenuTe Ha pa3pelIeHHs 3a YmoTpeda WU TEXHHW YITHIHOMOIICHU MPEICTABUTENHN B 14-THEBEH CPOK OT
BIIM3aHETO B CUJIa HAa HapeadaTa MmojaBaT H3UCKyeMHUTe JOKYMEHTH 3a JOBBPIIBaHE Ha MPOIeAypuTe mo ai. 1 u 2.

(4) B cnyuait ue cpokbT 10 ail. 3 He ObJe cra3eH, ChOTBETHATA MPOIIeAypa Ce MPeKpaTsBa.

§ 3. (1) B n1BymMecedeH cpok OT BIIM3aHETO B CUJIa HAa Hapea0aTa MpUTEkKATeIUTE Ha pa3pelieHus 3a ynorpebda (uim
TEXHH YITHTHOMOIICHH MPEICTABUTENN ) Ha JICKAPCTBEHU MPOIYKTH, OTIYCKaHHU O JICKAPCKO MPEANCcaHue, ¢
pEruCTpUpaHyu MaKCUMATHU MPOJAKHU IICHU M0/IaBaT 3asBlIeHHE 32 0Opa3yBaHe Ha MpeJieNiHa [IeHa 110 pejia Ha IliaBa
YETBBPTA, 32 KOCTO HE CE JBIKH JIbPKABHA TaKCa.

(2) B cyuaii ue He OBIe TTOJaICHO 3asiBJICHUE 32 00pa3yBaHe Ha MPEJIETHA I[eHa 33 JICKAPCTBEH MPOYKT, OTIYCKaH 10
JIEKapCKo MpEANUCcanme, B CpoKa Mo ai. 1, MakcuMmalHaTa mpoAaKHa IieHa ce 3amudaBa ciryxeOHo ot CeBera.

§ 4. 3arouHaTUTE U HEAOBBPIICHH KbM BJIM3aHETO B CUJIa Ha HapeadaTa mpoleaypy 3a IpoMsIHa Ha perucTpupaHa
[I€HAa Ha JIEKapCTBEHU MPOJIYKTH, OTIYCKaHH IO JIEKApCKO MpeANrcaHme, ce mpeKpaTsIBar.

§ 5.3a CPOK €JHAa roanHa OT BJIM3aHCTO B CHUJIa HA Ta3U Hapez[6a MMPUTCIHKATCIIUTC HA Pa3pPCIUICHUA 3a yrIOTpe6a NI
TCXHU YIIBJIHOMOMICHU MPECACTABUTCIIN HC MOIaT Jia 3asBABAT YBCIIMYCHNUC HA PCTUCTPUPAHUTC LICHU Ha
JICKAPCTBCHUTE NPOAYKTH, OTITYCKaHU 0e3 JICKAPCKO MPEANMMUCAHUE, C ITO-TOJIAM IMPOUCHT OT CTATUCTHYCCKU
OTYCTCHATa HH(bJIaI_[I/ISI 34 Iepruoaa Ha JIENiCTBHUE OT IMOCIeaHAaTa perucrpupada neHa.

§ 6. 3a cpok enHa TOIMHA OT BIU3aHETO B CHJIAa HA Hapeadara B cydanTe, B KOUTO € JIOMYCHATa TPellka B [eHaTa Ha
MPOU3BOAWUTCIT HA JICKAPCTBCH MTPOAYKT, 00sBE€H B IIEHOBU A OroJI€TUH Ha JICKapCTBaTa Ha FT)pHI/Iﬂ, n € npcacraBCHa
JieKIapanys oT IpUTeXarels Ha pa3pelieHUeTo 3a YoTpeda, yJoCToBepsBallia TOBa 0OCTOATENCTBO, Ta3u IIeHa He ce
M3II0JI3Ba MPU 00pa3yBaHETO Ha IIEHA/TIpeneNHa IieHa 1mo pefa Ha wi. 8§ u 10, KakTo W mpU TpoMsHAaTa Ha BeYe
YTBBPJICHA I[eHa/TpeieTHa [ICHA.



§ 7. (1) IlpenocraBenure no pena Ha § 130, an. 4 ot 3akoHa 3a u3MeHeHUe U AonbiHeHue Ha 3JITIXM (B, 6p. 102 ot
2012 r.) peructpu Ha KomucusTa 1o 1ieHu u peuMOypcHpaHe ce CUMTaT 3a PErucTpH 1Mo wi. 7 OT Ta3u Hapezaoa,
BOZICHU OT HanmoHanHus ChBET M0 LIeHU U peuMOypCcUpaHe Ha JIEKApCTBEHUTE MPOTYKTH.

(2) HanmoHanmHUAT CBBET MO I[EHH W peuMOypcHpaHe Ha JICKAPCTBEHUTE MPOIYKTH TOIIbpKa PETHCThpa Ha
MaKCUMaJHUTE TPOAAKHU IEHW Ha JIEKAPCTBEHHUTE TMPOJIYKTH, OTHYCKAHW IO JIEKAPCKO MpeAnucaHue, 10
MPUKITIOYBaHE HAa MPOIEAYpUTe IO § 3 OT Ta3u Hapenda, ciaell KOeTo ro 3aIuyaBa.

(3) Pasrnenanute 1o 20 mapt 2013 r. 3asBnenust or Komucusra rno neHu u peumOypcupane, o KOMTO UMa BJIE3IH B
CHJIa CJIE]] Ta3W JlaTa pellieHUs], CIyKeOHO ce oTpa3siBaT B MyOIMYHUTE perucTpu oT HannoHanmHus CbBET MO IIEHU U
penMOypcupaHe Ha JIEKApCTBEHUTE MPOYKTH.

§ 8. B cpok 1o mecT mMeceria ot BIM3aHETO B CUJjia Ha HapenOara HallmoHamTHUAT ChBET MO I[EHU U peuMOypcrupaHe Ha
nekapctBeHuTe npoaykru npusBexaa MKbB konosere B [1o3uTHBHUS JeKapCTBEH CHHUCHK MO wi. 262, an. 6, T. 1 u 3
3JITIXM B cwotBercTBUEe ¢ wi. 1, air. 3 or Hapemba Ne 42 ma mMuHHCTBpa Ha 3apaBeomnaszBaHero oT 2004 r. 3a
BBBEXKJIaHEe HA MexayHapoHaTa cTaTUCTHYecKa Kiacu pukaiys Ha OOECTUTE U MPOOIEMHUTE, CBBP3aHU ChC 3APABETO
- necera peBusus (00H., JIB, Op. 111 ot 2004 r.; u3m. u nom., 6p. 103 ot 2012 1.).

§ 9. /1o cp3naBaHeTO Ha €JIEKTPOHHA CTpaHMIa HAa HallnoHamHus ChBET 1O EHU U peuMOypcUpaHe Ha JIEKapCTBEHUTE
npoAyKTH [T03UTUBHUSAT JIEKapCTBEH CIMCHK U PETHUCTPUTE MO Wi. 7, all. 1 ce myOaMKyBaT Ha MHTEpHET CTpaHUIlaTa Ha
MMHHUCTEPCTBOTO Ha 3ApPaBEONA3BAHETO.

§ 10. Hapenbara ce nmpuema Ha ocHOBaHHe wi. 261a, ai. 5 1 BBB Bpb3Ka ¢ ui. 259, an. 1, 1. 4 u wi. 262, an. 7 ot
3aKoHa 3a JICKAPCTBEHUTE MPOIYKTH B XyMaHHATa MEAUIIMHA.

MpwnoxkeHue 1
KbM un. 13, an. 1, un. 23, an. 1

nun. 32, an. 1

bi (0}
HALIMOHAJTHHSA CHBET IO LIEHA
1 PEMIMBYPCHPAHE HA
JIEKAPCTBEHUTE IMPOIYKTH
3ASBJEHHUE

(mpuTexaren Ha paspeneHneTo 3a yrnorpeda (PY)/mputexaren Ha pa3pelieHre 3a mapajieiieH BHOC
Ha JICKAPCTBEHU S IPOIYKT WU HA HETOBUSI YII'BIHOMOIICH MTPEACTABUTEN)
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TeACPOH .. eovvveieeiieiieeiene DAKC ..eevveeeeiieeeeenns EJIEKTPOHEH QIPEC ..oovvvniiiieiiiiiiieee e e,

7-ungppen Mexnyna Haumeno Jlekap-ct Komumuect Oxonua-1 IIputexxa IIpoumsso- Peruc-tp

ATC xoxm -pogHO  -BaHHME  BEHa -BEHO elHa Te1  Ha AUTEN/  allMOHEH

(axo € HeMmaTeHT Ha dopmMa  chABpXKA OMAKOBKA paspele- IPOU3BOA HOMEP

3aa7ieH) HO JIEKapCTB HHE  Ha HHUETO 3a H- (ot
HaWMEHO €H aKTUBHO ynorpeba Tenu paspertie-
Ba-HHE  TPOIYKT BEIIECTBO HUETO 3a
Ha (o yrotpeba
JIEKapCTB BCUYKHU )

CH AKTUBHHA



MMpOAYKT BCIICCTBA
(INN) )

IIpoueaypa, 3a KOSITO ce MOJaBa 3asiBJE€HHETO:

(6 Kksaopamuemo ce omobenazéa ¢ vV npoyedypama/npoyeoypume, 3d KOAMO/KOUMO ce
KanHouoamcmaea)

1. IIpouenypa 3a BxmouBaHe Ha JiekapctBeH mnpoaykr (JIII) B IlozutuBHuA
JIEKapCTBEH CIHUCHK, BKIIOUMUTETHO oOpazyBaHe Ha IlieHa mo wi. 26la, am. 1
3JITIXM

1.1. nmponcaypa 3a BKIKOYBAHC Ha JICKAPCTBCH MPOAYKT B TIIPUIIOKCHHUC Ha
Tlo3uTuBHUS JICKAPCTBCH CIIMCHK

1.2. mpouenypa 3a BKIIOYBaHE Ha JIEKApCTBEH NPOAYKT B [103UTHMBHUS J€KapCTBEH
CIUCHK, BKIIIOUUTEIIHO 00pazyBaHe Ha IleHa 1mo 4wi. 261a, an. 1 3JIIIXM

2. Ilpouemypa 3a H3KIIOYBAaHE HA JeEKapcTBEH Npoaykr oT llo3utuBHUS
JIEKapCTBEH CIHCHK, BKIIOYUTEIHO 3aJM4YaBaHe Ha IleHa nmo wi. 26la, am. 1
3JIIIXM

2.1. mpoueaypa 3a U3KIIOUYBAHE Ha JEKAPCTBEH NPOAYKT OT MPUIIOKEHUE HaA
IMozuTnBHUSA JICKApPCTBCH CITMCHK

2.2. mpomeaypa 3a M3KIIOYBAaHE Ha JIEKapcTBeH MNpoAykr oT llo3utuBHus
JIEKapCTBEH CIMUCHK U 3aJIM4aBaHe Ha 1eHa mo ui. 261a, an. 1 3JIIIXM

2.3. mpoueaypa 3a U3KIIOYBAHE HA JIEKapcTBEH MNpoAaykT oT [lo3uTuBHUSA
JIEKapCTBEH CIHMCHK M BIMCBaHE Ha IeHaTta no wi. 26la, an. 1 3JIIIXM B
perucTspa mo ui. 22

3. Ilpouenypa 3a mpomsiHa Ha BKJIIOYEH JIEKApCTBEH MNpoAyKT B Ilo3uTuBHUA
JIEKapCTBEH CIUCHK

3.1. mpomsHa Ha HAaUMEHOBaHUE

3.2. mpowmsiHa Ha mpuTexaren Ha PY

3.3. mpomsiHa Ha MPOU3BOIUTEI/TIPOU3BOUTEIU

3.4. mpomsiHa Ha TOKa3aHUS

3.5. mpowmsiHa Ha 11eHa 1o wi. 261a, an. 1 3JIIIXM

3.6. mpoMmsHa Ha IPYr'd BIUCAHU B PErUCTbpa 0OCTOSATEICTBA

4.  Tlpouenypa 3a oOpa3yBaHe Ha Mpe/eNiHA [[€HA Ha JIEKapCTBEH MPOIYKT

5. Ilpouenypa 3a npomsiHa Ha 0Opa3yBaHa MpeeTHa [ieHa Ha JIEKApPCTBEH MPOIYKT
6. IIpomemypa no 3anMuaBaHe Ha MpeETHA IEHA

7. Ilpouenypa mo npomsiHa Ha 0OCTOSITEICTBA B PEILIEHUE 3a IIpeJieIHa 1IeHa
7.1. mpoMsiHa Ha HAaMMEHOBAaHHE

7.2. mnpomsiHa Ha mpuTexaren Ha PY

7.3. mpoMmsiHa Ha MPOU3BOAUTEN/TIPOU3BOUTEIH

7.4. TpoMsiHA Ha IpYr'd BIUCAHU B PErUCTbpa 0OCTOSATEICTBA

8.  Ilpomenypa 3a perucTpupaHe Ha IieHa Ha JEKapCTBEH MPOJIYKT, OTIYCKaH 0e3
JIEKapCKO MpEANNCaHNe

9. Ilpoueaypa 3a mpoMsiHAa Ha pPETHCTpPHpaHa IICHA Ha JICKAPCTBEH IPOJIYKT,
OTHYyCKaH 0e3 JICKapCKO MpeIucanme

10. Tlpomenypa mo 3ajiMuyaBaHe HAa PErHCTpUpaHA II€HA Ha JIEKAPCTBEH IPOIYKT,
OTITyCKaH 0e3 JIeKapCKo MpeAncaHue

11. Tlpomemypa mo mpoMsiHa Ha OOCTOSITENICTBA B PEIICHHE 3a PETHCTpUpPaHA I[eHA
Ha JICKAPCTBEH MPOIYKT, OTIYCKaH 0€3 JIeKapCKO MpeArnucanme



11.1. mpomsHa Ha HAUMEHOBaHUE
11.2. nmpomsiHa Ha mpuTexaren Ha PY
11.3. mpomsiHa Ha TPOU3BOIUTEI/TTPOU3BOIUTEIN

11.4. mpomsiHa Ha Jpyru BIIUCAHU B PETHCTHPa 00CTOSITEICTBA

* 3a BCsKa nmponecaypa Ce noibjiBa CbOTBCTHUAT pa3aCiI.
I[OKyMEHTI/I, KOMTO C¢ nmpujarat KbM 3asiBJICHHETO, 32 BCHYKH NPOoLHEeAypu

1. MudopMmaruss OTHOCHO €IMHHUS UACHTU(HUKAIIMOHEH KOJI Ha JPYKECTBOTO MJIM KOOIeparusTa
oT TBproBCKUs pETUCTBP, a 3a IpYyKEeCTBaTa, PETUCTPUPAHU B IbpKaBa — WieHKa Ha EBponenckus
Chl03, WM B JbpkaBa — cTpaHa no Cmnopa3dymeHueTro 3a EBpOmenckoTo HKOHOMHYECKO
IPOCTPAaHCTBO — KONHME OT JOKYMEHT 3a akTyajJHa perucrpanus 10 HallMOHAIHOTO
3aKOHOJATEJICTBO, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JAbpKaBa Ha JiMlara mo wi. 13,
an. 1, u3nageHu He Mo-KbCHO OT 6 Mecela Mpean MoJaBaHe Ha 3asBICHUETO.

2. VI3pu4yHO HOTapHAIHO 3aBEPEHO IMBIHOMOIIHO, B ClIydail 4Ye 3asBIEHUETO C€ IMojaBa OT
NpEICTaBUTEN Ha MPUTEXKATENS Ha pa3pelieHUETO 3a ynoTpeoa.

3. ,Z[OKEBaTeHCTBa OTHOCHO IIPEACTABUTCIIHATA BJIACT HA JIMIECTO, TOAMNUCATIO MBJIHOMOIHOTO 110 T.
2.

4. Konne oT paspeleHue 3a ynorpeba Ha JICKApCTBEHHUS MPOAYKT CHIVIACHO W3HUCKBAHMSATA Ha
3JIIXM.

5. I[OKyMCHT/)IOKYMeHTI/I 3a IJIATCHA AbprKABHA TaKCa 3a BCCKU OTACIICH JICKAPCTBCH MIPOAYKT.

Paznen 1

1. Ilpoueaypa 3a BKJIIOYBAHe HA JeKAPCTBeH NMPOAYKT B [l03MTHMBHHMS J1eKAPCTBEH CIHHCBHK,
BKJIIOYHTEJIHO 00pa3yBaHe Ha 1eHa 1o wi. 261a, ax. 1 3JIIIXM (3a BCAKO OT/ACTHO MPUIIOKECHHUE CE

oT0esi3Ba B ChOTBETHOTO KBajaparde 1, 2, 3)

1. nekapcTBEHU MPOAYKTHU, MPEIHAZHAYEHU
3a JleueHue Ha 3a00JIIBaHUs, KOMTO Ce€
3aIuTaliaT no pesia Ha 3akoHa 3a 3/1paBHOTO
OCUTypSIBaHE;

2. NEeKapCTBEHU MPOAYKTH, 3aIUIallaHU OT
Oro/pKeTa Ha JIeYeOHUTE 3aBEICHUS [0 YII.
5 ot 3aKoHa 3a JeYeOHUTE 3aBENEHHUSI U OT
OromKkeTa Ha JeYeOHHTE 3aBEIEHHUS C
IBP)KaBHO W/WJIM OOMIMHCKO y4JacTHE IO
y1. 9 u 10 or 3akoHa 3a JleueOHUTE
3aBeICHNS,

3. IeKapCTBEHM NPOAYKTH, NPEAHA3HAYECHU
3a neyenne Ha CIIMH, Ha mHQpekumno3Hu
3a001s9BaHusl, Ha 3a00JsIBaHHMS U3BBH
obxBara Ha 330, 3amian@HU N0 pena Ha
. 82, ain. 1, T. 8 oT 3akoHa 3a 3/paBETO,
KaKTO M BakKCUHU 3a 3aJbIDKHUTCIHH
UMYHH3AIIUA ¥ PEUMYHH3AI[UH, BaKCHHU
M0 CHENWAJTHW TIOKA3aHWs ©  MpPH
U3BBHPETHU OOCTOSITEICTBA, CHEIU(PUIHU
CEepyMH, UMYHOTJIOOYJIMHH, ONPEICICHU C
HapenOara mo wi. 58, an. 2 oT 3akoHa 3a
3[IpaBETO;

[Ipouenypa 3a BKIOUBaHE Ha JICKAPCTBEH
MPOJIYKT B TpHIIOKCeHUE Ha [lo3uTHBHUS
JIEKapCTBEH CIHUCHK

Hpouez[ypa 34 BKIIIOUBAHC Ha JICKAPCTBCH



JIaHHM 32 JIeKapCTBEHUS NMPOAYKT
3asiBeHA LeHa 0 eJIEMEeHTH

MPOJYKT

B IlozutuBHUS JICKapCTBCH

CIUCHK, BKITIOUUTENTHO 0Opa3yBaHe Ha I[eHa
no wi. 261a, an. 1 3JIIIXM

3asgBeHa ICHAa Ha IIPOU3BOJUTCII L[eHa Ha TbPTroBCIl Ha €APO

neHa Ha MOpOU3-BOJUTECI B HaalCH-
CbOT-BCTHATA BaJlyTa Ka

(B %0)

JIOKyMeHTH, OTHOCMMH KBbM Npoueaypara:

HaJAIeH- IeHa
Ka
(B 11B.)

Ilena Ha THproBell Ha APeOHO

Haxa "Hame neHa JJIC oOmo

IIEH HKa (B c
kKa (B as.) HJIC
(B 7B.)

o)

[IpenoppunTenHa qHEBHA 1034,
ako € paznuyHa ot DDD

[IpenoppunTenna qHEBHA 1034,
ako He e ycraHoBeHa ot C30

bpont DDD B onakoBka

CpenHa mpOABIKUTEIIHOCT Ha
JICYCHUETO CHITIACHO KpaTKara
XapaKTepUCTHKA HA MPOIyKTa

Oco0eHOoCT Ha J103UpOBKaTa M
CpeHa TPOJBIDKUTEIHOCT Ha
JICYCHHETO

HeobOxonumocTt oT
CBIIPOBOXK/IAIIIO JICUECHUE

[TokazaHus ChITIaCHO KpaTKara
XapakTepUCTHKa Ha MpPOJIyKTa
(xon Ha 3a00JIsIBaHETO
cerimacio MKB-10)

OrpanvyeHd TOKa3aHHUS (aKO
MMa TaKuBa)

JeKapanus, NpUApPYKEHa CbC
CIIpaBKa OTHOCHO II€HAaTa Ha
MPOM3BOJIUTEI Ha
JEKapCTBEHUS  NPOAYKT B
ChOTBETHATA BaJlyTa U B €BPO B
Pymbaus, @pannus, Ectonus,
I'vpuus, CnoBakus, Jlutsa,
[lopryranus, Wranus,
Ounnanaus, Jaaus, ClioBeHUs
u Mcnanus

CIIUCBHK HAa CTPAHUTE, B KOHUTO
MEXTyHAPOTHOTO HEMATESHTHO
HAaWMEHOBAaHHE, KbM  KOETO
NPUHAUICKH  JICKAPCTBEHUSIT
NpoayKT/koMOuHanusaTa  (IpH
KOMOMHUpAHU  JIEKAPCTBEHU
NpOJAYKTH), C€ 3ariama oT
o0lLIEeCcTBEH
3PaBHOOCUTYPHUTEIICH (POHT

JaHHU  OT TPOBEACHU B
PenyOnuka bbiarapus wuiam B



qy>KOUHA

KIMHHUKO- (PapMaKOJIOTHYHU
M3NUTBAHUS HA JICKAPCTBEHHS
IOPOAYKT CBIVIACHO IIpaBHJIaTa
Ha Hobpata KIMHUYHA
npakTuka*

JeKIIapalus 3a OCUTypsiBaHe Ha
HEOOXOIMMHTE KOJMYECTBA HA
JIEKapCTBEHUS  NPOAYKT B
3aBUCHMOCT OT KOHKPETHUTE
noTpeOHOCTH Ha CTpaHaTa

(hapMaKo-NUKOHOMHUYECKU
aHaJIu3, U3TOTBEH U
aJlanTHUpPaH 3a cTpaHara™®

neKmapanus 1o oOpaserr 3a

BEPHOCTTA Ha JTAHHUTE,
MMOCOYEHH B 3asBJICHUETO U B
NPUAPYKABALLUATE ro
JOKYMEHTH

* JIOKyMEHTHUTE Ce MPEACTaBAT U 3a JICKAPCTBEHU MPOAYKTH, MPUHAISKAIM KbM MEXIYHAPOIHO
HEMaTEHTHO HAauMEHOBaHHE, KOETO HE € BKIIOUEHO B CHOTBETHOTO npuioxkeHue Ha IUJIC. 3a
JIEKapCTBEHU IPOJYKTH C TACHA TEpPalleBTUYHA LIIMPUHA OT Ipylara Ha MMYHOCYIIPECOPUTE 3a
JICYCHHE Ha MAllMEHTH CJIe] TPAHCIUIAHTALUs HAa OPTaHu C€ NMPEAOCTaBAT U JaHHHU OT KIMHHUYHHU
U3MUTBAHUS 32 OMOCKBUBAJICHTHOCT.

Pazpen 11

2. [Tpoueaypa 3a M3KJIIOYBaHe HA JeKAPCTBEeH NMPOAYKT OT Il03UTHBHUSA JieKAPCTBEH CNUCHK,
BKJIIOYHTEJHO 3ajJMyaBaHe Ha meHa mo wi. 26la, am. 1 3JIIIXM (3a BCSIKO OTIEITHO
MPUJIOKEHUE ce 0TOeNsI3Ba B ChOTBETHOTO KBajipaTue 1, 2, 3)

1. nexkapcTBeHH MPOIYKTH, MpeIHA3HAYCHU 3a JIeYeHUEe Ha 3a00JIIBaHM, KOUTO CE
3aIuTaliaT no pesa Ha 3aKoHa 3a 3ApaBHOTO OCUTYpPSBAHE;

2. IeKapCcTBEHH MPOIYKTH, 3aIUIAIlaHu OT O0/DKETa Ha JIeYeOHUTE 3aBEACHUS 110 UL
5 ot 3akoHa 3a je4yeOHUTE 3aBeACHUS U OT OIOPKeTa Ha JIeUeOHUTE 3aBEJCHUS C
JbpPKaBHO W/MiM oOHMHCKO ydactue mo wi. 9 m 10 or 3akoHa 3a jeyeOHHTE
3aBEICHUS;

3. nekapcTBEHU MPOIYKTH, TpeAHa3HaueHu 3a nedenue Ha CIIMH, na undexuno3nun
3a0onsaBaHMs, Ha 3a00isBaHus U3BBH oOxBata Ha 330, 3amaliaHu Mo pena Ha 4il.
82, am. 1, T. 8 or 3akoHa 3a 3APaBETO, KAKTO M BAKCUHU 32 3aAbJKUTEIIHU
WMYyHU3AIIUM U PEUMYyHU3AIMU, BAKCMHU 1O CHCIUATIHU T[OKa3aHUs U TMpHU
W3BBHPETHU OOCTOSATEIICTBA, CIICIUDUYHHA CEPYMU, UMYHOTIIOOYIUHHU, ONpPECcIICHN
¢ HapeaOaTa 1o 4i. 58, ann. 2 oT 3aKoHa 3a 3/IpaBeTo;

[lponienypa 3a U3KIIOYBAHE Ha JIEKAPCTBEH MPOAYKT OT TMPHIOKEHHE Ha
[To3uTHBHMS JIEKAPCTBEH CIUCHK

[Ipouenypa 3a u3KIOUBaHE Ha JIEKAPCTBEH MPOAYKT OT [l03uTUBHUS JIeKapCTBEH
CIHCHK U 3aJIM4aBaHe Ha LieHa mo wi. 261a, ain. 1 3JIIIXM

[Iponienypa 3a M3KIIOUBaHE Ha JIEKAPCTBEH NMPOAYKT OT Ilo3UTHBHUS JeKapcTBEH
CIIMCHK M BIIMCBAaHE Ha IleHaTa 1o wi. 261a, an. 1 3JIIIXMB peructbpa o 4i. 22

JIOKyMeHTH, OTHOCUMH KbM NpoLeaypara:

JeKIapanys no oopasel] 3a BEpHOCTTa HAa JaHHUTE, TOCOYCHU B 3asBJICHHETO U B
NpUAPYNKABAIMTE IO JOKYMEHTH



Pazgen 111

3. Tlpoueaypa 3a mMpoMsiHA HA BKJIIOYEH JieKApcTBeH NPoAYKT B I[lo3UTHBHHUS JieKapCTBeH
CIHCBK (32 BCSIKO OTJICITHO MPHUIJIOKEHHE C€ OTOCIA3BA B ChOTBETHOTO KBajaparue 1, 2, 3)

1. nexapcTBeHM NPOIYKTH, MpEeIHA3HAUEHU 3a JIedeHHEe Ha 3a00JsABaHUs,
KOMTO C€ 3aIlJIAllAT N0 pella Ha 3aKOHa 3a 3IpaBHOTO OCUTYPSIBAHE;

2. NeKapcTBEHW TPOIYKTH, 3alJIallQHK OT Oro/pKera Ha JICYEOHHTE
3aBeJICHHS 10 WiI. 5 OoT 3aKoHa 3a JIeYeOHHUTE 3aBEJICHUS M OT OIOJKETa Ha
Je4yeOHUTE 3aBEICHUS C AbPKaBHO M/UIM OOIMHCKO ydacTue mo wi. 9 u 10
oT 3aKoHa 3a JIeueOHUTE 3aBE/ICH S,

3. NmexkapCcTBEHW NPOJYKTH, MNpeAaHazHaueHu 3a yedenue Ha CIIMH, na
uH(pekno3HN 3a0onsBaHus, Ha 3abojsBaHUs W3BBH oOxBata Ha 330,
3arianaHy mo peaa Ha wi. 82, an. 1, T. 8 oT 3akoHa 3a 3apaBeTo, KaKTO U
BAKCMHH 3a 3ab/DKUTETHH UMYHU3AIMU U PEMMYyHU3AIUU, BAKCMHU 10
CIEIMATTHU TIOKAa3aHWsS W TPU H3BBHPEAHU OOCTOSTENICTBA, CHEIH(PUIHU
CepyMH, UMYHOTJIOOYJIMHH, ONIPEJCIICHN ¢ Hapeabara mo wi. 58, an. 2 oT
3akoHa 3a 3/IpaBeTo;

NpOMsIHA Ha HAUMEHOBAHUE
MpoMsiHAa Ha mpuTexaren Ha PY

POMSIHA Ha TPOU3BOAUTEI/TIPOU3BOIUTENH
MpOMSsIHA Ha TTOKA3aHU S

MpoMsiHA Ha I[eHa 1Mo peAa Ha wi. 261a, an. 1 3JIIIXM

IpOMSIHA Ha IPYTH BIIMCAHU B PETUCTBPA 0OCTOATEIICTBA

JlaHHM 32 JleKapcTBeHUs MPOAYKT
3asiBeHa NPOMsIHA HA LIEHA 10 eJIEMEHTH

3asiBeHa 11eHa Ha POU3BOIUTEN Ilena Ha ThproBen Ha epo  llena Ha TBprosen Ha

NecTBaIla  IeHa
MPOU3BOIUTEN

IpeOHO

Ha e me J[JI ob6m man-um Ham- med [IJI oOmo Han- Hag- uen JIJI oOmx
HaHa Ha C o edika 1nenk a C ¢ IIeH- IIEHK a C o

JIeKapCT-BEH TPOAYKT B Ha Ha (B ¢ (B%) a B HOIC xa a (B B ¢

CbOTBCTHATA BajlyTa

np np nB.) ] (B JIB.) (B 1B.) nB.) JJ1
oM ou C JB.) %) C
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[IpenopbunTeHa JHEBHA /1034, aKo € paznuyHa ot DDD
[IpenopbunTenya qHEBHA 71034, aKo He € ycraHoBeHa oT C30
bpout DDD B onakoBka

CpeﬂHa MNpOABIKUTCIHOCT Ha JICYCHHUCTO ChbIJIaCHO KpaTkaTa



XapakTepUCTHKA Ha MTPOTYKTa

OcobeHocT Ha JA03UPOBKATa U Cp€aHa NPOABbIIKUTCIHOCT Ha JICHCHUCTO

Heo0xoamMocT OT ChITPOBOXKIAINO JICUCHHE

[TokazaHusi CBIVIACHO KpaTKaTa XapakTepUCTHKa Ha Mpoaykra (KoJ Ha

3abonsBaneTo cerimacio MKbB-10)

OrpanuueHu MoKa3aHus (ako UMa TaKIBa)

Hanmenosanue Ha HammMeHnoBanue Ha YTBBp/ICHA II€HA,
JIEKapCTBEH MPOJYKT JI0 JIEKAPCTBEH MPOIYKT ciea Ne " JaTa Ha
npomsiHaTa npomsiHaTa peIIeHUETO
[Ipurexaren Ha PY no Ilpurtexaren Ha YTBBpJEHA LICHA,
MpoMsHaTa pa3peIeHUETO 3a Ne u naTta Ha

YHOTpe6a CJICO TpOMAHAaTa pCUHICHUCTO

[IpousBonuren/u 1o IlpousBogu-ten/u  crnen YTBBbpJICHA lIeHA,

mpoMsaHara mpoMsaHara

JIoKyMEeHTH, OTHOCUMH KbM MPOLIEAYypaTa:

u Jara Ha

peIeHNeTo

JIeKIapanus, NpuapyKeHa CbC CIpaBka OTHOCHO I[€HATa Ha MPOU3BOJIUTEN
Ha JIEKapCTBEHUS NMPOAYKT B ChOTBETHATa BalyTa U B €Bpo B PymbHuUS,
Opanuus, Ecronus, I'spums, CnoBakusi, Jlutea, Ilopryrammus, Wranus,

®unnanaus, Janus, CrnoBerus u Mcnanus;

CITUCBK Ha CTpaHHUTE, B KOHUTO MCKAYHApPOAHOTO HCTIAaTCHTHO

HaMMCHOBAHHC, KbM KOC€TO IMPpUHAJICKHU

JICKaApCTBCHU AT

NpOaYyKT/KOMOMHaUsATa (Ip KOMOWHHUPAHU JICKAPCTBEHU IPOIYKTH), CE

3aruiaina OT OOIIECTBEH 3PaBHOOCUTYPUTENCH (OHT;

JaHHU OT TmpoBeaeHHM B  PenyOnuka  bbarapus

KIIMHHUKO- (I)apMaKOJ'IOI'I/I‘IHI/I HU3IIUTBAHHUA  HaA

ACKIIapanudg 3a OCHUIypdBaHC  Ha H€O6XOILI/IMI/ITC

UM 4ykOuHa

JEKapCTBEHUSI  MPOIYKT
ChITIACHO MpaBuiaTa Ha JloOpara KIMHUYHA TPAKTUKA;

KOJINYECTBA Ha

JICKAPpCTBCHUA MNPOAYKT B 3aBHCHUMOCT OT KOHKPCTHUTC HOTpe6HOCTI/I Ha

CTpaHarta,

(hapMaKo-MKOHOMHYECKH aHaJIN3, U3TOTBEH WM aJlaliTUPaH 3a CTpaHaTa;

JeKnapanus 1o oOpasell 3a BEPHOCTTA Ha JaHHUTE, ITOCOYCHH B

3asBJICHUETO U B IIPUJIPYKABALTE I'0 JTOKYMEHTH.
Pazmen IV

4. Ilpoueaypa 3a oOpa3yBaHe Ha Mpe/ieIHA LIEHA HA JIEKAPCTBEH MPOAYKT

JlaHHM 3a eKapCTBEHUS MTPOAYKT
3asiBEHA MPEJEIIHA [[EHA 10 EJIEMEHTH

3a llena Ha TBHpProBel| Ha APO
SIB
eH
a
e
Ha
Ha
np
ou
3B
on
UT
el

Ilena Ha Thprosei
Ha ApeOHO
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MpOU3B C o
OJIUTEN (B ¢

B m. ]I (B (B
CHOTBE ) A
THaTa C
BaJTyTa

JIOKyMeHTH, OTHOCMMH KbM Ipoueaypara:

00 Ha Ha ue M 00
-1 g g -H J{ o

C

JeKIapalus, puIpyKeHa CbC CIIPaBKa OTHOCHO I1€HATa Ha IIPOU3BOJUTEN HA JICKAPCTBEHUS
IIPOAYKT B ChOTBETHATA BaIyTa U B €Bpo B PymbHus, ®pannus, Ecronus, ['spuns, CnoBakus,

JIutsa, [lopryranus, Uranusa, ®unnanaus, Janus, Cnosenus u Ucnanus.

Paznen V

5. IIpoueaypa 3a npoMsiHA HAa 00pa3yBaHAa Mpe/ie/IHA HeHA HA JIeKAPCTBEeH MPOAYKT

JlaHHM 3a JleKapcTBeHUs MPOAYKT
3asiBeHa npe/ie/IHA LIEHA 10 eJIeMeHTH

neda JIJIC o6mpo

C

nB.) JJC

3asBEHA [1€Ha Ha ITPOU3BOIUTEI Llena Ha THproeern Ha eIpo Ilena Ha ThproBen Ha JpeGHO
nerictBama 1e meHa JJIC o6-m maam wHaanm meHa JIJIC oOmo Ham- Hamd-
IeHa HaHa Ha (B 0 €HKa €eHKa (B c I[EH-K LIEHK
MPOU3BOJUT HAa MPOU JIB.) C (B %) (B as.) JJAC a a (B
en Ha Ip 3-BOJ i JB.) (B %) nB.)
JeKapCTBEH OU HTEll i
NPOIYKT B 3B B C
CBHOTBETHAT O] JIEBO
a Bajyra UT Ba

el paBH

B 0-CTO

Cb MHOC

OT T

BE

TH

at

a

Ba

oy

Ta

JIOKyMeHTH, OTHOCMMH KBbM NpoLeaypaTa

JeKIapanus, MNPUAPY)KEHAa CbC COpaBKa OTHOCHO II€HaTa Ha IPOM3BOAMUTEN Ha
JIEKapCTBEHHUS MPOAYKT B ChOTBETHATA BajdyTa U B €Bpo B PymbHus, ®pannus, EcTonus,
I'vpuus, CnoBakus, Jlutea, Ilopryranus, Uranus, @Ounnangus, Janus, CroBeHus u

Ncnanus.

Pazpen VI

6. Ipoueaypa mo 3ajMYaBaHe HA MpejieJIHA IleHA

JlaHHU 32 JieKapcTBeHHUsI MPOAYKT

Pazpnen VII
7. Ilpoueaypa mo mpoMsiHa Ha 00CTOSITEJICTBA B pPellie HUE 3a Mpe/iesIHa IeHa:

npoMsiHa Ha HAUMCHOBAHUC



IIpOMsiHA Ha IIpUTexaren Ha PY

pPOMSHA Ha IPOU3BOJUTEN/TIPOU3BOAUTENN

IIPOMSHA Ha APYTH BIIMCAHU B PETHCTBPaA 00CTOATEIICTBA
JlaHHM 3a TeKapCTBEHUS MTPOAYKT

HammenoBanne Ha HammeHoBanue Ha YTBBpJeHA
JIEKapCTBEH MPOIYKT JIEKApCTBEH MPOIYKT MpEeHa IE€Ha,

210 CIIeZ IpOMsIHaTa Ne wu pgara Ha

poMsiHaTa peleHneTo

IIputexaren Ha PV Ilputexaren Ha YTBBpJACHA

JI0 IPOMsIHATA paspelieHueTo  3a mpeneHa LeHa,
ynoTpeda cieqr Ne w  gara  Ha
MpoMsiHaTa peleHneTo

[Ipoussoguten/u no [lpousBonuren/u YTBBpACHA
IIPOMsIHATA clie] MpoMsiHaTa IpesieHa [cHa,
Ne m pgara Ha
peleHneTo

JIOKyMeHTH, OTHOCMMH KbM NpoLeaypaTa

(IIpunazam ce u ce onuceam 6CUYKU OOKYMEHMU, CEbP3AHU C
npomsaHama)
Paznen VIII
8. Ilpoueaypa 3a perucTpupaHe Ha LeHA HA JIEKAPCTBEH MPOAYKT, OTIYCKAaH 0e3 JieKapcKo
npeanucaHue
JlaHHM 32 JIeKapCTBEHUS MTPOIYKT
3asBeHa 11eHa

3asBeHa 11eHa Ha IPOU3BOAUTEI 3asBeHa
MaKCUMaJIHa
MpOTaKHA IIeHA

OeHa Ha MMPONU3BOANTEIT BbBB IICHA Ha HPOU3BO-AMTCII B 61)J1rap01<1/1 MakKCuMaJIHa

Bayra/ JIeBOBE npojaXkHa IleHa Ha
€Bpo JIpeOHO B JIEBOBE C
BKJIIOYEH JAHBK
BBPXy Jo0OaBeHara
CTOMHOCT
Pasznen IX

9. llpoueaypa 3a NpoMsiHA HA PerMCTPUPAHA LEeHA HA JIeKAPCTBEH MPOAYKT, OTIMyCKaH 0e3
JIEKAPCKO TpeANucaHue

JlaHHM 32 JIeKapCTBeHUsl MPOAYKT
3asiBeHAa eHA

3asBeHa MpOMsHA Ha IIeHa Ha TPOU3BOIUTEN 3asiBeHa TMpoOMsSHA HAa  MaKCHMajHa
MpoJIaKHA 1IeHa

[[eHa Ha TMPOU3BOJIUTEN BBHB IIEHA Ha perucTpupaHa leHa, MakcumalHa

BayTa/ npou3BoauTeNl B Ne W jata  Ha MpoJakHA I[eHA Ha

eBpOo OBJTApPCKH JICBOBE PEIICHUETO JIpeOHO B JIEBOBE C
BKITIOUEH JTAHBK
BbpXy JAoOaBeHaTa
CTOMHOCT

Paznen X

10. ITpouenypa mo 3ajiM4aBaHe HA PerHCTPHPAHA IleHA HA JIEKAPCTBEeH MNMPOAYKT, OTIYCKAaH



0e3 JIeKapCcKO nmpeanucaHne

JlaHHU 32 JIeKapcTBeHHUsI MPOAYKT

Pazgen XI

11. Ilpouexypa mo mpoMsiHa Ha OOCTOSITEJICTBA B pelleHHEe 32 PErdCTPUPAHA LeHA Ha
JIEKAPCTBEH MPOAYKT, OTIIyCKaH 0e3 JIeKapCKO NMpeANnucaHue

IIpOMsIHA Ha HAUMEHOBAHUE

IIpOMsHA Ha IpUTexkareia Ha PY

IpPOMSHA Ha IPOU3BOAUTEN/TIPOU3BOIUTENIN

IpOMSHA Ha APYTH BIIMCAHU B PETUCTBPA 0OCTOATEIICTBA

I[aHHI/I 3a JICKapCTBCHU A ITPOAYKT

HanmenoBanue Ha HanmenoBanue Ha Peructpupana meHa,
JEKapCTBEH TMPOJIYKT JIO JIGKAPCTBEH MPOMYyKT ciiex No M 1aTa Ha peleHueTo
npoMsiHaTa poMsiHaTa

[Iputexxaren Ha PY no Ilputexaren Ha Peructpupana nena,
poMsIHATa pa3pemnieHueTo 3a No 1 ata Ha pelieHUueTo

yrotpeba cies npoMsiHaTa

[IpousBoauTen/u 1o [pousBoauTten/u cien Perucrpupana iiexa,
npoMsiHaTa poMsiHaTa Ne u nata Ha penleHUeTO

MpwnoxkeHue 2

KbM un. 14, an. 1, 1. 5

JEKJIAPAIIUSI-CITPABKA
[To wit. 14, a’m. 1, T. 5 OT HAPEHOATA OT ..evveeurieeieeniieniieeieesieeeseeneeesseesseessseessaessseesseessseenseens

(mombsBa ce OT juuara mo wi. 13, am. 1 ot
HapenOara)
JAEKJIAPUPAM, 4ye HEKAPCTBEHUSIT MPOIYKT .ecouvvvvreerrnrrreeennreeeesnaneeeessnnnreesssansseeessssseeesennns
(HaumeHOBaHUe HA JIeKAPCMEEHUs NPOOVKM, MeHCOYHaAPOOHO HeNnameHmHo HAUMeHO8aHue,
KOUYeCmE0 akmueHo eeujec-meo 6 00308a eOuHuyd, 0aoeH obem, dadena maca, %, 1ekapcmeena
¢opma 8 okoOHUaMeNHa ONAKOBKa)
€ ChC CIe/IHATa [IeHa Ha MPOU3BOAMUTEN B CHOTBETHATA BAallyTa M B €BPO 3a CHIIMS JIEKAPCTBEH
MPOJIYKT BBB:
Crpanu no wi. 14, an. 1, 1. § IHena Ha npousBoauTe]l B CbOTBETHATA
BAJyTa MU B €BPO 32 ChbIMA JIEKAPCTBEH
NMPOAYKT BbB:

PymbHus
®paHuus
EcTonus
I'bpuus
CaoBakusi
JiutBa
IHopryranus

HUcnanusa



Hranus

DunIaHINA

Jlanus

CaoBenust

Crpanu no uJ. 10, an. 3
bearus

Yexun

Housma

JlaTBus

YHrapus
JEKJIAPUPAM, ye 3asBeHaTa 11eHa Ha IPOWU3BOJIUTEN HA JICKAPCTBEHUS MIPOIIYKT ........cc.nn.....

(HaumMeHOB8aHUe HA JIeKAPCMEEHUs. NPOOVKM, MeHCOYHAPOOHO HEeNameHmHO HAUMEHO8AHUE,
KOIU4ecmeo aKkmugHO 6eujecmao 6 0030684 eOUHUYa, oaoer obem, dadena maca, %, nekapcmeenda
¢opma 6 okoOHUamMeNHa ONAaKo8Ka)

HE € I0-BHUCOKa OT JIEBOBATAa PABHOCTOMHOCT HA Hal-HUCKATa II€HA HAa MPOU3BOAUTEI 3a ChLIMS
JIEKapCTBEH MPOAYKT B U3PUUHO U30POCHUTE CTPAHH.

* 3abenescka. Cpemty ctpanute mo ui. 10, an. 3 ce 3amucBa ,HEMPHJIOKUMO, B CIydail 4e uma
IIcHA B TIOHE €/IHa OT OCHOBHUTE JIbPKABH.

Jara: JEKJIAPATOP: ...,

Mpuno>xeHne 3
KbM 4n. 16, an. 2, 4n. 25, an. 2 un

yn. 38, an. 2

Pazgen I

IOPUINYECKO CTAHOBHUIIIE

3aaBaeHUuE NO ....coeereeeeee

TIPHEMAHE HA BATBIICHUETO OT: eeeeeeeeeeeeeseseaaaaaeaaaaaaaaaaaaaasaaaaasasasasesesasssssssasesesesssesesesesesesesesssesesenenns ,
AT .oeeeeeeeeevvaennnn. (mMe Ha ropHucTa)

L Wndopmarnms 3a iekapcTBEHUS POAYKT

ATC Mexna Haum Jlekap Komu Oxon- [Ipute DDD/ MKB Peruc Ilpous bpoii [lata

y-Hap €HOBA -CTBE H4EC-TB HaTeN JKaTell ,o., -Tpa-1 BoquT DDD  Ha
OJIHO HHE Ha O HaHa Ha eB-T Ho-HE el B oJ1aB
HemaT Ha dopMa akTHB OIIako paspe — H Ne oma-K aHe Ha
CHTHO JIeKap HOTO BKA  We-HH Ha OBKa JIeKIa
HanMe€ CTBEH JeKap €To 3a pas-pe pauus
-HOBa M CT-BE yHOTp 1Ie-HU Ta 10
HUue/ Tpoay HO eba e 3a qJ1.
INN «kr BEIIEeC YIIOT- 31, an.
T-BO peba 2
II. Hanvu4ne Ha BCUYKM M3UCKYyeMHU JTOKYMEHTH 3a OLICHKA Ha JeKapcTBeHus be3 * Cne
MPOTYKT 3a0eeKKn 3a0e-Jie
KKU

1. 3asiBnenue mo odpaszeir



QG F:T0150) (<5 3 ¥ NSRS

2. Konue OT yAOCTOBepeHME 3a aKTyallHa ChAeOHA perucrpamus, Koraro
JUIETO HE € TMPEPEerHCTPUPAHO IO 3aKoHAa 33 TBPTOBCKUSI PETUCTHP,
ChOTBETHO KONHE OT TBPTOBCKHUS PETHCTHP WM OT CXOACH JOKYMEHT IO
HaIlMOHATTHOTO 3aKOHOJIATEJICTBO HA CHOTBETHATA Jbp)KaBa Ha MpPUTENKATENs
Ha pa3pelieHreTo 3a ynorpeda, U3IaJeHu HE MO-KbCHO OT 6 Mecela Mpeau
Mo/laBaHe Ha 3asBJICHUETO; KOTaTo JIMILIETO € PEerHuCTpUpaHo Mo 3akoHa 3a
TBPTOBCKUSI PETUCTHP, MOCOUBA eAMHHUS cU uleHTU PukanroneH kof (ENK)

QG F:1015)) (<7 3 ¥ TSSO PURR

3. M3puuHO HOTapHaIHO 3aBEPEHO MBIHOMOIIHO, B CIydail 4e 3asBJICHUETO Ce
MojIaBa OT MPEJCTABUTEN Ha MPUTEKATENs Ha pa3pelicHUuEeTo 3a yrmoTpeoda;
KOTaTO MBIHOMOIIHOTO HE € u3nazeHo B Penmyonmka bearapus, 3a cpmioto ce
MpPEACTaBs MPEBOJ Ha OBITApPCKU €3MK, U3BBPIIEH OT MpeBojad, KOWTO MMa
CKJIIOUYEH JIOTOBOpP ¢ MMHUCTEPCTBOTO HAa BBHHIIHUTE paObOTH 32 U3BBHPIIBAHE
Ha OUITUATTHU TPEBOIN

G F: 1015 (5 3 (¥ RO OO UUPRRR

4. JloxazaTescTBa OTHOCHO IMPEJCTaBUTEIHATA BJIACT HA JIMIETO, MOAMUCATIO
M'BJIHOMOIIHOTO 10 T. 3

G T:10150) (5: 3 ¥ TSSOSO PRURORR

5. JlokyMeHT 3a miaTeHa Ibp’KaBHA TaKca 3a BCEKU OTIEJEH JIEKapCTBEH
IPOJTYKT

OIS F:T0ToN) (o5 4 - NSRS

6. Kommme ot paspemieHune 3a ymorpeba Ha JIEKapCTBEHHS IMPOIYKT, KOTaTo
paspelieHueTO 3a yrmotpeda e u3naaeHo mo peaa Ha Permament (EO) Ne
726/2004, Ilpunoxenue [ ,KpaTka xapaktepucTuka Ha MpOJIYyKTa“,
[Ipunoxenue Il , Ilputexxaren Ha pa3penieHUETO 32 TPOU3BOJICTBO, OTTOBOPEH
3a OCBOOOX/IaBaHE Ha MapTUIU. YCIOBHS Ha pa3pelieHUeTo 3a yrnoTpeda™ u
IIpunoxenne III ,O3HaueHus BBPXy ONAKOBKATA W JINCTOBKAaTa”“ KbM
pa3peneHueTo

F BADCTIEIKKA «eneeeeeeeeeeeeeeeeeeeeeeeeeeeaeeeeeeeeenennnns

7. dpyru u3ncKyeMu JOKYMEHTH

Nzrorsun:

JHara:

Paznmen I1

HNKOHOMMNYECKO CTAHOBUIILE

3anBaeHUE No..oveeernnees

IIpreMaHe Ha 3AABIEHUETO OT ...ueeevrunnerennnnneeeninneerennnneeeenns /mata

I. Nudopmanus 3a jieKapcTBe HUSI NPOJIYKT

AT Mexnyna Hammeno Jlek Kommue Ox Ilputexx DDD/ M Peruct- IIpousso

C poxHo BaHUE Ha ap-C CTBO Ha OH- aren Ha Te-pa Kb paumon auren
HEMaTeHT JIEKapCTBE TBE AKTUBHO 4Ya- pas3penie MeBT e Ne
HO HUS Ha TO TEJN -HUETO H-4Ye Ha
HauMEHOB MPOIYKT (op JekapcT Ha 3a H pasper
a-aue/IN Ma BEHO oma ynoTtped Kypc eHHe 3a
N BEILECTB -KO a yIoTpe
0 BKa 0a

bp Jara
ol Ha
DD monas
D B aHe
Ol Ha
a-K JeKia
OBK -panu
a sAra
10 1.



31,

air. 2/
YJI.
14,
aim. 1,
T.5

II. Bug Ha nponeaypara, 3a KOATO KaHAWAATCTBA JICKAPCTBCHUAT MIPOAYKT, C’bO6p83HO
3asABJICHHUCTO:

IL.A. 3a JIIT mo un. 261a, an. 1 3JIIIXM

ILLA.1. Tpouenypa 3a BxmouBane nHa JIII B TUIC, *IIpunoxenus na [IJIC
BKIIIOUMTEIIHO OOpa3yBaHe Ha IleHa mo wi. 26la, am. 1
3JIIIXM

* 3a BCAKO OTHENHO NpUIIOKeHHE ce oTOenssBa 1 2 3
CBOTBETHOTO KBajparye 1, 2, 3

ILA.2. IIpouenypa 3a wmswmouBane Ha JIII ot IUIC, *IIpunoxenus na [IJIC
BKIIIOUHMTEIIHO 3ajlMyaBaHe Ha IieHa mo wI. 26la, an. 1
3JIIXM

* 3a BCSAKO OTACTHO TNpPHUIOKEHUEe ce ordemssBa 1 2 3
CHOTBETHOTO KBajipaTyue 1, 2, 3

ILA2.1. Tlpomemypa 3a wuswmouBaHe Ha JII ot *[Ipunoxenus na IUVIC
npunoxenus Ha [UVIC

* 3a BCAKO OTIENHO NpUIIOKeHHE ce oTOenssBa 1 2 3
CBOTBETHOTO KBajparye 1, 2, 3

I.A.3. Tlponenypa 3a npomsina Ha BkimtoueH JIII B TUIC, *[Ipunoxenus na [IJIC
BKIIFOUHMTEIIHO 3ajlMyaBaHe Ha IieHa mo wI. 26la, am. 1

/XM

* 3a BCAKO OTHENHO NpUIIOKEeHHE ce oTOenssBa 1 2 3
CBOTBETHOTO KBajparye 1, 2, 3

MpOMsIHA Ha HAMMEHOBAaHHE Mapkupa ce  xenaHara
IpOMsiHA Ha TIpUTeKare] Ha PY [poMsiHa B CHOTBETCTBHC

ChC 3asBJICHUETO
MPOMSIHA Ha TPOU3BOAUTEI/TIPOU3BOAUTETN

IMpoOMsHa Ha IMOKa3aHUuA
IpOMsIHA Ha IIeHa N0 peaa Ha wi. 261a, ai. 1

IL.b. 3a nexkapcTBEHM MPOIYKTH IO JIEKAPCKO MPEIMUCaHNE

ILB.1. TIponieaypa 3a o6pazyBaHe Ha MpejiesiHa IeHa Mapkupa ce  kenaHara
ILB.2. [Ipouenypa 3a mpoMsHa Ha oOpa3yBaHa MpeaeTHa nmpoMsHa B CBOTBCTCTBHUC
LeHa ChC 3asIBJICHUETO

I.B.3. IIpoteaypa mo 3aauyaBaHe Ha peeIHa lIeHa

I1.b.4. TIponieaypa o mpomMsiHa Ha 0OCTOSITENICTBATA B PEILICHHE 3a TIPEIeHA IIeHa

MpOMsIHA Ha HAUMEHOBAHUE Mapkupa ce  KejaHara
IIPOMSHA Ha IpuTexarena Ha PY poMsiHA B ChOTBETCTBUC

CBbC 3aBJICHUETO
IMpoOMsHa Ha HpOHSBOI[HTCJ'I/HpOI/IBBO,Z[I/ITGJ'II/I

II. Cnucwk Ha crpanuTe 1o wi. 33, an. 2/un. 14, an. 1, T. 5, B JUCTUTE HA KOUTO € BKIIOYEH
JICKAPCTBEHHUST MPOJIYKT, CHIVIACHO 3asIBJICHUETO:

JlekapCTBEHHUAT MPOAYKT CE€ 3aIUIalld OT OOIIECTBEH 3/paBHOOCUTYpHTENEeH (GoHI OCHOBHU



B CTpaHUTe 1o 4i. 33, ajn. 2 KbM J1aTaTa Ha MoJaBaHe Ha JIeKIapauusiTa 1no wi. 33, crpaHu
ai. 3:

PymbHUSA Opannus Ecronus I'epiius *ITA HE
CrnoBakus JlutBa [opTyranus Ucnanus
Utanus DOuHIaHANA Janus CnoBeHus

*[1Ipu otroBop ,,JJA“ ce orpaxaatT CbOTBETHUTE AbPKABH.

JlexkapCTBEHUST TPOIYKT CE 3arjalia OT OOIECTBEH 3paBHOOCUTYpUTENEeH GoH JlOMBIHUTETHA
B CTpPaHUTE MO WI. 8, all. 3 KbM JIaTaTa Ha MMOJABaHE Ha JEKIapauusara no wi. 33, cTpaHu
an. 3:

benrus Yexus [Tosmma *1A HE

JlaTtBus VYHrapus

*[Ipum otroBop ,,JIA* ce orpakaaT CbOTBETHUTE AbPIKABH.

JlekapCcTBEHMSAT MPOYKT € C [[eHa Ha MPOU3BOJIUTEN B CTPAHUTE O Wil. 14, OcHoBHU

an. 1, T. 5 xbM JaTaTa Ha MO/IaBaHE HA JEKIapanusTa CTpaHu
PymbHUS ®paHnus Ectonus ['bpums *TTA HE
CioBakus JIutBa Iopryranus Hcnanus

Hramusa Ddunnanaus Janus CrnoBeHus

*[Ipum otroBop ,,JIA* ce orpakaaT CbOTBETHUTE AbPIKABH.

JlekapCcTBEHMSAT MPOYKT € C I[[eHa Ha MPOU3BOJIUTEN B CTpaHUTE 110 wi. 10, JlonbIHUTETHH
aj. 3 KbM JlaTaTa Ha MOJAaBaHe Ha JieKIapauusTa no 4wi. 14, an. 1, 1. 5: CTpaHH

benrus Yexus [Tosmma *1A HE

JlaTtBus YHrapus

*IIpu otrosop ,.JIA* ce orpax1aT COTBETHUTE IHPKABH.
p p p

IV. Cermacuo 3asBiieanero INN, kbM KOETO MPUHAJICKHN JEKAPCTBEHUAT MPOJIYKT, CE 3arjiam@a oT
oO0IIecTBEH 3ApaBHOOCUTYpHUTENEH (JOHI B TIOHE MET OT CAEAHUTE abpkaBu 1o wi. 29 (1), T. 3 kpM
JaTaTa Ha MoJIaBaHe Ha JeKiapanusTa mo wi. 33, an. 3:

PymbHUSA Yexus Ecronus I'epiius *ITA HE
VYHrapus JIutBa [lopryranus Ncnanus

®pannus CrnoBakus benrus [Tomma

JlatBust DOuHIaHaNA Hanus CrnoBenus

Utanus

*[1Ipu otroBop ,,JJA“ ce orpa)xaatT CbOTBETHUTE AbPKABH.

3abenexka. BvB Bemuku ciydam no yactu I, III u IV, B kouro e ycTaHOBEHO HECHOTBETCTBHE Ha
MOCOYCHHUTE OT KaHAMAAaTa JaHHU 3a mpoaykra cbe C30, pa3pemieHreTo 3a ynorpeda u Ip., U3TOTBSILUAT
CTAHOBMILIETO NpWiIara pa3neyaTrka oT M3TOYHMKa. Pa3nevaTkara oT MOJ3BaHWS M3TOYHHK C€ MpWwiara KbM
JIOCUETO Ha 3asBuUTENs 101 popMaTa Ha npuiokeHus — npwioskenns 1, 111, IV,

V. Tlpeanarano HMBO Ha 3allialllaHe HA JICKAPCTBEHHS MPOAYKT OT CTpPaHA HA MEUIMHCKH CKCICPTH,
OIpeJIeICHO 1o peaa Ha 4wt 54 (B %) — .......

VI. N3uucnenns — npuwioKeHus:
VI1.1) [punoxkenus 3a onpenesnsine Ha pedepeHTHa CTOHHOCT W HUBO Ha 3aIlialliaHe 3a:

VI.1.A. JlekapcTBEeHH NPOOYKTH, IPEHA3HAUCHHU 32 JICUCHHE HAa 3a00JsBaHMs, KOETO Ce 3aIvalia 1o peaa
Ha 3aKOHa 3a 37]paBHOTO OCHTypsIBaHE.

VI.1.b. JlekapcTBeHH MPOMYKTH, 3aIUIAIIaHA OT OI0KETa Ha JIeUeOHUTe 3aBEACHUS 10 Y. 5 OT 3aKoHa 3a
nedeOHUTE 3aBe/ICHU U OT Oro/KeTa Ha JedeOHUTe 3aBeJeHNS C JTbPKaBHO W/HIIM OOIIMHCKO yJacTHe TI0



yi1. 9 u 10 or 3akoHa 3a jieyeOHUTE 3aBEIEHUS.

VI1.1.B. JlekapcTBeHM POAYKTH, TipegHA3HAueHH 3a nedenrne Ha CIIMH, Ha madekmmo3nn 3adonsipanus, Ha
3a0omsBanus M3BBH o0xBaTa Ha 330, 3ammaniany 1o pexa Ha wi. 82, ai. 1, . § or 3akoHa 3a 31paBeTo,
KaKTO ¥ BAKCHHH 32 3abJDKUTEITH UMYHH3ALM U PEUMYHU3a1M1, BAKCHHHM TI0 CTIELMaJIHM TIOKa3aHUA U Tpu
MBBBHPEHN OOCTOSTENCTBA, CleMMUYHN CepyMH, UMYHOIIoOynuHH, onpeaeneHn ¢ Hapenba Ne 15 3a
nMyHm3ampure B PernyOsika brarapus.

V1.2) IlpunoxkeHue 3a onpeaesisiHe Ha Hali-HUCKaTa LeHa B pe()epEeHTHUTE AbPIKABH.

VI.2.A. llena Ha 1eKapCTBEH NMPOAYKT, BKirouBaH B [1JIC u 3amiaman ¢ myOImIHA CPEeACTRA.

VI1.2.b. [lpenenna 1ieHa Ha JieKapcTBEH MPOAYKT, OTITyCKaH M0 JIEKapcKO MpeNrcaHye 1o 4i. 2, aj. 3.
V1.3) [IpwioxxeHre 3a TpeieiHa IeHa Ha JIeKapCTBEHHUTE MPOAYKTH M0 4JI. 2, all. 2 TI0 eJIEMEHTH.

VII. JlexapcTBEHUAT MPOAYKT € 0e3 3a0eIeKKI/ChC 3a0eeKKu™®
*3a0emexKKy.
H3zrorsui:

Jara:

MpwnoxkeHue 4
KbM 4n. 16, an. 3, un. 25, an. 3,

yn. 38, an. 8

EKCITEPTEH JIOKJIAJ

3agBiaeHHue N ......coveeueee

HNudopmanus 3a jjeKapcTBeHUS MPOAYKT

7-und Mexnynap Hau Jlexk Kommuye Oxon Ilputexxa DDD/ MK Perucrpa Ilpousson
-p€H  OJIHO Me-H ap-C CT-BEHO Ya-T€ Tel Ha TeparrenTHue b** -muoHeH wuTen
ATC HenaTreHTH OBaH TBE CBABPXK JIHA  pa3pelieH 1 Kype * HOMED
KOI O Y€ Ha HA aHHE Ha OMaKo METO  3a (ot
(ako € HauMeHOB Jieka ¢Gop aKTUBHO BKa  ymoTpeba paspertieH
3agan aHue/ INN p-cTB Ma BeIIeCTB HETO 3a
€H) eHus o (umm ynotpeba
npoxa BCUYKH )
VKT aKTHBH
u
BEILIECTB
a)

* 3a JII1 ¢ mpemopbuuTEeIHA THEBHA J103a, 32 KOUTO Hsima ycraHoBeHa ot C30 JIJI/1.

** 3a JII1, xouto kanauaatcTar 3a [Ipunoxenne Ne 1 ma [UIC.

L Hpouez[ypa, 3a KOATO € MOoAaACHO 3asABJICHUCTO!

I.1. TIIpouenypa 3a BrkmouBane Ha JIII B IUIC, Ilpunoxenue
BKJTIOUMTEIHO OOpa3zyBaHe Ha LleHa mo wi. 26la, am. 1

3JITIXM

* 3a BCSAKO OTHOENHO TPUJIOKEHHE ce oTroemsBa | 2 3
CBOTBETHOTO KBaJpaTye

1,2,3

[.2. Tlpouenypa 3a wuskmouBane Ha JIII ot IUIC, 1 2 3

BKJIIOUMTEIHO 3ajlMUaBaHe Ha IieHa mo 4wi. 26la, am. 1



/XM

[.2.1. Ilpouenypa 3a uszkmousane Ha JIII ot npunoxenue 1
Ha [JIC

[.2.2. Ilpouenypa 3a wuskmouBaHe Ha JIII ot IUIC u 1
3aJIM4aBaHe Ha IeHa mo wI. 261a, an. 1 3JIIIXM

[.2.3. Tlpouenypa 3a wuswmouBane Ha JIII ot IUJIC u 1
BIIMCBaHE Ha IieHaTa o wI. 261a, an. 1 3JIIIXM

[.3. Ilpouenypa 3a mpoMsiHa Ha BKIKOYEH JIEKAPCTBEH |
npoAykT B [103UTUBHUS I€KapCTBEH CIUCHK

3.1. mpoMsiHa Ha HAUMEHOBaHUE

3.2. mpoMsHa Ha nipuTexaren Ha PY

3.3. mpoMsiHa Ha TPOU3BOIUTEI/TIPOU3BOTUTETH

3.4. mpoMsiHa Ha TTOKa3aHUs

3.5. mpoMsiHa Ha 1eHa 1o pena Ha wi. 261a, an. 1 3JIIIXM

3.6. mpomsiHa Ha JpYrd BIUCAaHH B  PETUCTHpPA
oOcrosiTencTa

1.4. Tlponienypa 3a oOpazyBane Ha npenenHa 1exHa na JII

I.5. Ilpouenypa 3a mpomsiHa Ha oOpa3zyBaHa IMpeeiiHa
nena gHa JII1

I.6. Ilponienypa 1o 3anuuyaBaHe Ha IpeAeIHa eHa

I.7. Tlpomemypa mo mnpoMsHa Ha OOCTOSITENICTBaTa B
pellieHue 3a mpejieHa eHa

7.1. mpoMsiHa Ha HAUMEHOBaHUE
7.2. mpoMsiHa Ha ipuTexares Ha PY
7.3. mpoMsiHa Ha TTPOU3BOIUTEI/TTPOU3BOTUTETH

7.4. nmnpomsHa Ha JpyrM BIUCAaHU B  PETUCTBpa
oOcrosTecTBa

[.8. Ilpoueaypa 3a peructpupaHe Ha lieHA Ha JICKAPCTBEH
MPOAYKT, OTIYCKaH IO JIEKAPCKO MPEIHCcCaHne

1.9. TIpouenypa 3a mpoMsHa Ha perucTpupaHa IeHa Ha
JEKApCTBEH  MPOAYKT,  OTIyCKaH IO  JIEKAPCKO
npeanucanmue

[.10. Tlponienypa mo 3anuyaBaHe Ha perUCTpUpaHa IEHA
Ha JIEKapCTBEH MPOIYKT, OTIYCKaH IO JIEKapCKO
Npeanrucanmne

I.11. TIpouemypa mo mpoMsHa Ha OOCTOSTENCTBA B
peleHre 3a perucTpyupana IeHa Ha JIEKapCTBEH IPOIYKT,
OTITYCKaH IO JIEKapCKO MpenucaHue

11.1. npoMsiHa Ha HANMEHOBAHUE
11.2. npomsaHa Ha npuTexaren Ha PY
11.3. mpoMsHa Ha TPOU3BOIUTEN/TIPOU3BOTUTETH

11.4. mpomsiHa Ha JApyrM BIHCAaHU B  PETUCTHpA
oOcTosTencTBa

[.12. TIpoueaypa 3a perucTpupaHe Ha [I€HA Ha JICKAPCTBEH
MPOJIYKT, OTITYCKaH 0e3 JIeKapCKO MpenucaHme

[.13. TIpouenypa 3a nmpomsiHa Ha peruCcTpUpaHa IieHa Ha
JeKapCcTBEH  MPOJYKT, OTHyCcKaH  0e3  JIeKapCKo
Mpenucanmne

[.14. Tlponienypa mo 3anuyaBaHe Ha perUCTpUpaHa II€HA
Ha JICKAPCTBEH TMPOJYKT, OTMYCKaH 0e3 JIeKapcKo



NpCAInCaHnue

I.15. Tlpouemypa mo mpomMsiHa Ha OOCTOSITENICTBA B
pELICHUE 3a PETUCTPUPAHA [[€HA HA JIEKAPCTBEH MPOJYKT,
OTITyCKaH 0e3 JieKapCKo MpeArncaHue

15.1. npoMsiHa Ha HANMEHOBAHUE
15.2. npomMsiHa Ha mpuTexaren Ha PY
15.3. mpoMsiHa Ha TPOU3BOAUTEI/TIPOU3BOTUTEIH

15.4. mpomsiHa Ha JApYyrd BIHCAaHH B  PETUCTHpA
oOcrosTecTBa

II. OGo0meHu nanHu OT mpuoxkeHue Ne 7

BUJIOBE OILIEHKHA EKCIIEPT, PE3VIJITAT oT *
M3IrOTBUJI OIIEHKATA (6e3 BABEJIEX
OLEHKATA 3a0enexkn wiad  c¢be KU
3a0e1exKH *)
IOPUIMYECKA OIIEHKA 0e3/Cche 3a0eNenKKH
MEJJULNHCKA OLHIEHKA 0e3/Chbe 3a0eNIeKKN
NKOHOMMYECKA OLIEHKA 0e3/Chbe 3a0eNeKKN

II1. Ouenka Ha JeKapCTBEHUSI TPOTYKT

Ornenka Ha kputepuute mo 4. 30

OnpenensHe Ha pedepeHTHATA CTOMHOCT ChIVIACHO WiI. 45 — 52
OnpenensiHe HUBOTO Ha 3aIUlalllAHe Ha JICKAPCTBEHUS IPOIYKT 1O 1il. 54

Cnpaska ot H30K 3a pasxomute mo ATC kox (mpusoxenue Ne 7)

IV. PEILIEHME HA KIIP *MMPEMJIOXEHUE
HA JJOKJIAJUUKA
10 OTHOIIIGHWE HA PETUCTpUpaHa  3asBEHA IleHa Ha of00psBa/*He
[[eHa/TpoMsHa Ha IIeHa Ha TIPOU3BOJAUTEN B 000psBa
oOcTosiTeNICTBA  TPOM3BOAUTEN B pa3Mep HaA ........ IeHaTa/mpoMsHaTa
pasMep Ha .... (B (B JB.) Ha Oasara
JB.) Ha  lEeHa B
(pedepenTHa
JIbpKaBa)

M0 OTHONICHWE Ha YCIOBHUATA, W3UCKBAHUSATA, OTTOBaps/*He
KpUTEpUUTE W TpaBujiaTa 3a BKIOYBAHE, MPOMSHA OTroBaps
niu usknrousade Ha JIII 8 TUIC

(uMe, TOAIHKC)

Jara

MpunoxxeHue 5

KbMuyn. 31, an. 1, 1. 2

OHUEHBDYHATABJJHULOA
Ha nokaszareJmure mo 4wi. 30 or Hapeadara



ITokazaTen OI_[eHKa

1. He cpmecrByBa apyra 20 T.
JEeKapCTBEHAa BB3MOXKHOCT  3a
JIeueHrne Ha 3a00JsgBaHETO, 3a

KOETO € IpeJHa3HauYeH
JIEKapCTBEHHUSAT MPOIYKT — 4Yll.
30,am. 1, 1. 1

2. Kputepuu 3a edukacHoct u 45 T.
TepaneBTUYHA E(PEeKTUBHOCT —
1. 30, an. 1, T. 2:

a) olleHKa Ha TepaneBTUyHaTa KaTo mbpBU 1300p
1oJj3a Ha nekapcrBenus 10 T.
HIPOIYKT Karo cnenpai uz6op
ST.
Hpyra tepanus
It
0) yabipkaBaHe JKUBOTONOAIBPIKALIO C
HIPOIBIKUTEIIHOCTTA HA AKUBOTA KUBOTO-CIACSIBAIIO
10 T.
YabmkaBa KUBOTA
6 T.
He BJIUSIE BBPXY
IPOABIDKUTETHOCTTA Ha
KHUBOTA
0.

B) BB3MOYKHOCT 3a oJ1o0psiBaHe IIbIHO Bb3cTaHOBSIBAaHE
Ka4eCTBOTO Ha JKUBOT 10 T.
YactruHO, TpaiiHO
6 T.
YacTu4HO, BPEMEHHO
2T,

I) HalMyue M 3HauuMocT Ha Mma
JOMBIIHUTEIHU  TEpPareBTUYHU 2 T.
moi3M, JbKamm  ce  Ha Hama
OCHOBHOTO NeNcTBUE Ha O T.
aKTUBHOTO BEIICCTBO

1) HaMaJsIBaHe Ha Bucoko — 10 T.

YCJIO)KHEHUATa OT OCHOBHOTO CpemHo — 5 T.

3a0osBaHe Hucko — 0 T.

€) ynoOCTBO 3a maruenTa Ha—1T.
He-0T.

K) e(heKTUBHOCT Ha Uma—2 1.

JIEKapCTBEHUS npoaykr, Hsama — 0 T.

CBBp3aHa CbC creuuduyHaTa
JekapcTBeHa (opMa W MBT Ha
BBBCKIAHEC

3. Kputepuu 3a 6e3onacuoct Ha 30 T.
JIEKapCTBEHUTE TIPOIYKTH

a) dYecrota Ha TmosBa Ha Bucoka (MHOTO YeCTH; 4YECTH)
HEXEJIaHUTE PeaKinu 0.
Cpenna (He4eCcTH; peJIKu)
2T.
Hucka  (MHOrO  pemxu; ¢
HEU3BECTHA YECTOTA)

3a0enexka



5T.

0) cepno3HOCT Ha HexenaHute Jleku, oOpaTuMu
peakuuu 10 T.
Texxku, oOpaTuMu
ST.
Texxku, HeoOpaTUMu
It

ITokasaren Ornenka 3abenexka

B) mnoBiusiBaHe U mnoBeAeHue He ce Hamara cnupane u 06e3
Opyd TOsBa Ha  HEXEIaHH JOMBIHUTETHO JICUeHUe
peakuuu 10 T.

He ce cnmpa, HO c

JOITBIITHUTENHO JIEUEHUE

ST.

Cnupa ce gedyeHuero 0Oe3

JOMBITHUTEHA TePaIus

2T.

Cnupa ce  J€YEHHETO U

JON'BJIIHUTCIIHA TCpallus

1T

r) HanuuMe Ha HeoOXoaumocT He ce HamaraT JONBIHUTEIHU
oT npujlaraHe Ha MEpKU

JON'BJIIHUTETHH NPOQHIAKTHYHU 5 T.

WM TepaneBTUYHM Mepku 3a Hanmarat ce

IpefoTBpaTsIBaHe Ha Hexenanu 0 T.

peakuuu

4. ®apmako-ukoHoMuyecku 40 T.

noka3atean

a) pa3xomu 3a Tepamusra c Pa3xomute 3a Tepamus ca

JICKapCTBEHUSI TPOIYKT MO-HHUCKHU
0) cpaBHEHHE Ha pa3XOAMTE 3a OT Tepamusra J0 MOMeHTa — 15
Teparnus c HAJIMYHUTE T.
anTepHaTHUBU 158)071
B) CBOTHOUeHHE paszxon — Pasxomgute 3a Tepanus c JIII ca
pesyaTar MO-BUCOKM OT Tepamusra o
I) UKOHOMHYECKa OIIEHKa Ha MOMEHTa, HOo Tepanusara ¢ JIII
JOI'BIHUTEITHUATE TTOJI3U HaMaJsiBa OOIMTE pa3Xxoau 3a
) aHaau3 Ha OMKETHOTO JiedeHWEe Ha  3a00JsIBaHETO
BB3JICHCTBHE 32 O4YAaKBaHUTE (HApuMep HaMmaJsiBa
MarueHTn OOJTHWUYHUS MPECTON, HaMaJIsIBa
YCIIOKHEHUSATA,
HEOOXOAUMOCTTAa OT TECTOBE H
ap.)—15T.
51

CbOTHOIIIGHUETO  pa3xon  —
pe3ynTar € Mmo-HUCKO OT TOBA Ha
TepanusTa 10 MOMEHTa — 15 T.

U
HNxonoMunueckarta OIleHKa Ha
NON'BIHUTETHUTE OJI3U

HaJBHINABA Ta3d Ha Pa3XOJUTE
3a Tepanus — 10 T.

U

MkoHoMuYeckaTa OLIEHKa Ha
JNONBIHUTEIHUTE  TOJ3U €



MO-HUCKA OT pa3XxoAuTe 3a
Tepanus, HO T€ ca BaXXHHU 3a
JIEUEHUETO — 5 T.

U
IIpoaykTsT peanusupa
OI0JUKETHH  UKOHOMHHM  Ha
3paBHU Pa3Xou —

10 T.

5. JlekapcTBeHUAT mpoaykT € 3a 20 T.

JedeHne Ha 3a00NIsBaHUS C
BHMCOK PHUCK 32 O0IIECTBOTO

BrmrouBane B [IJIC npu pesyarat 60 1 moBede TOUKH.

Excnepr:

Jara

Mpuno>xeHue 6

KbM 4n. 33, an. 2

JAEKJAPALIUA-CITPABKA

[To un. 33, an. 2 ot HapenOara OT

(morrpaBa ce oT ymrata mo 4i. 33, an. 1 ot Hapenbara)

JAEKJIAPUPAM, ye nexkapCTBEHUST MPOITYKT

(HaI/IMeHOBaHI/Ie Ha JICKAPCTBCHHA IIPOAYKT, MCKAYHAPOAHO HCEMATCHTHO HAMMCHOBAHUC,
KOJIMYECTBO AKTHMBHO BC€IICCTBO B J030Ba CAWHHIIA, JaJICH 06CM, JaJcHa Maca, IPOLCHT,

JekapcTBeHa (opMa B OKOHYATENTHA OIAKOBKA) € ChC ClieNHATa IICHa Ha IMPOU3BOAUTEI

B

CHOTBE€THATA BajIyTa U B €BPO 3a ChIIUA JICKAPCTBCH MMPOAYKT B CTPAHUTE!

Crtpanu o ui. 33, an. 2

[lena ©Ha mnpousBOmUTEN B
CHhOTBETHATA BAJTYTa U B €BPO 3a
CBHIMSA JIEKAPCTBEH MPOJIYKT,
3alialliaH -~ OT  OOILECTBEHUTE
(OHIOBE BBB:

*[lena Ha TBHprosern Ha JIpeOHO
¢ BrmoueH JIJIC B choTBeTHATA
BalyTa U B €BpPO 3a ChHIMS
JICKApCTBEH TPOJIYKT, 3arlJIalliaH
OT o0ImecTBeHUTE (JOHIOBE BBHB:

PymbHUS

®pannus

Ectonnsa

I'epuus

CrnoBakus

JIntBa

Ilopryranus

Ucnanus

Hramua

Dunmanaus

Jlanus

CrnoBenusa

Crtpanu o ui. 8, an. 3




bearns

Yexusa

Ilomma

JlatBUs

VYHrapus

€ ChC ClIe/HATa IIeHa Ha MPOM3BOAMTEIN: (pedepupaHe mo penaa Ha 4i. 8, an. 4) Ha ,Hal-Onu3Ka
OmakKoBKa**

(ITBJTHO oMU CaHKE Ha JACKIapupaHaTa Kato ,Hail-0Ir3Kka omakoBKa“)
JAEKJIAPUPAM, ye 3asBeHaTa 11eHa Ha MIPOWU3BOIUTEN HA JIEKAPCTBEHUSI IIPOTYKT

(HaMMEHOBaHWE Ha JICKAPCTBEHHS IPOAYKT, MEXKIAYHAPOJHO HEMATCHTHO HAMMCHOBAHUCE,
KOJTMYECTBO AaKTUBHO BEIECTBO B J030Ba €IWHHIA, JaJeH obOeM, [aJeHa Maca, MPOIICHT,
JekapcTBeHa (opMa B OKOHYATEIHA ONAKOBKA) HE € MO-BHCOKAa OT JIEBOBaTa PaBHOCTOWHOCT Ha
Hali-HUCKaTa [IeHa Ha MPOM3BOJUTEN 3a CHIMS JICKAPCTBEH MPOAYKT Ha W3PUYHO HU3OPOCHUTE
CTpaHH.

3abenexka. Cpelly cTpaHUTE MO 4WiI. 8, ail. 3 U Half-OJM3Ka ONaKOBKa CE 3aMKCBa ,HEMPHUIOKIMO”,
B ClIydail 4e uma IieHa B MOHE €IHa OT OCHOBHUTE JIbP>KaBH.

Tata: IEKITAPATOP: ..o

(MMe, TOAIHUC U TTeYaT)

MpwunoxxeHwe 7

KbM un. 44, an. 2

H3pa3xonBaHu (pUHAHCOBU CpeJCTBA 32 JIEKAPCTBEHU MNPOAYKTH 3a Oposi NMALMEHTH IO
CHOTBETHHTE 3a00/1IBaHuA, 3a yHeTOo AoMamHo JjedeHne H3O0K 3amaama HanmbJaHO WM
YACTUYHO JIEKAPCTBEHU MPOAYKTH 32 NMePHOIa M. — M.

MKB kon Haume-u ATC xox Mexnyna Topros-c Jlekap-ct bpoit bpoii Croii-Hoc

OBaHHE pPOaHO KO BeHa onaxopky TAIMCHT T,

Ha HEMaTeHT HauMeHo Qopma i1 3aIIaTed

3a00-J15Ba HO Ba-HHE a oT

HE HanmMeHO H30K
BaHUE

Bbpoii 330J1, 00bpHaIH ce KbM CHCTEMATA 10 CHOTBETHUTE 3200JIIBAHMSA, 32 YHETO JOMAIIHO
Jeyenne H3O0K 3amiama HanbJIHO WIM YACTHYHO JIEKAPCTBA 32 MEPUOJA .........l. —

Kong MKb 3abosBaHe bpoit 330J1, o6bpranu OTHOCUTENEH T
ce KbM CHCTeMaTra Ha clpsMo oOums Opoi
H30K mno moox ©Ha 330JI, oObpHamum ce
3a00JIIBaHETO KbM CcHCTEMaTa

MpwnoxkeHune 8
KbM 4n. 54

OIEHBYHA TABJIMLIA



ITokazaren

I.  Ilpemmarano HMBO  Ha
3amtamase (wi. 53) (B %)

1. Ha JeKapCTBEHUTE MPOIYKTH
mo wi. 6, aim. 2, T. 2, 3 — 100 Ha
cro—unl. 53, 1. 1

2. Ha JIGKApCTBEHUTE MPOIYKTH
3a 3a00NsBaHUS C XPOHUYHO
NpOTHUYaHe, BOJACHM A0 TEXKKU
HapylieHHUsT B KadyeCTBOTO Ha
JKHBOT WJIM HWHBAIMIA3ALUSL U
M3U CKBAIIN MPOJBIKUTEIIHO
neuenue — 100 Ha cTo — 4. 53,
T.2

3. Ha JIEKapCTBEHUTE MPOIYKTU
32 XpOHUYHO MPOTHYAIIH
3a00JIIBaHUSI C BHCOKA CTEIEH
Ha pasnpocTpaHeHue Ha
3a00JIeBa€MOCTTa — 75 Ha CTO —
1. 53, 1. 3

4. Ha JICKAPCTBEHUTE IMPOIYKTH
3a 3200JIIBaHUSA U3BLH TE3U II0
T.1,2 1 3 — mo 50 Ha cTO

[TapameTtpu (uin. 54):
1. KpaiiHa  OIleHKa Ha
Kputepuute 1o 4i. 30

2. MOKa3aHMATa 3a MPUIIOKECHUE
Ha  JICKapCTBEHUsI  MPOJIYKT
CBIVIACHO KpaTkara
XapaKTepUCTHKa 3a BUJA
JICYEHHE:

a) OCHOBHO
€THOJIOTUYHO/IIATOTEHETHYHO
JIEUEHUE

0) CUMOTOMAaTUYHO JICYCHHE
B) IPO(HUIIaKTUYHO JICUEHUE
') TaJUaTUBHO JICUCHUE

1) OJIbPoKAILIO JICUCHHUE

€) JOIIBIIHUTENIHO JIEUEHUE

3. commanHaTa 3HAYMMOCT Ha
3a0onsiBaHeTo B PemyOmmka
boearapus, 3a ynero neyeHue ce
U3I0JI3Ba JIeKapCTBEHHUSIT

MPOAYKT

4. HPOJIBIIKUTEITHOCT Ha bbp30 u 1epuHUTHBHO —

JICYCHHUCTO U U3X0Q

Orenka

5T.

2T.
4T
It
3T
It
2T1.— A
O0t.—HE

5T.

3abenexka (3ammcBar ce
OTPaHWYCHHUSI U YCIOBHS, TPH
KOHMTO C€ Tpeyarat — 3a 4yact |
—3agemkuteaHo MKbB — kox 1o
Hapen6a Ne 38 nHa M3)

3amecTuTeNHA Tepanus



Jwyro n epekTHBHO —
3T

Jbaro U HEJOCTaThYHO
epexkTuBHO — 1 T.

5. TepameBTHYEH aiaroputem 2 T.— JIA
CBIJIACHO YIBBPICHUTE () .. _ HE
(apMako-TepaneBTHYHH

ppKOBOJICTBA B PemyOmuka
bbarapus, a mnpu nunca Ha

TaKMBa — CTaHJIApTH 3a JICUCHHE

U JoOpara MEINUIIHCKA
IpakTUKa B  CTpaHUTE  OT
EBponeiickus cpro3

00O — ............ T.

HuBo Ha 3annamane mo 4i. 54 3a JIEKapCTBEHHW MPOAYKTH 1Mo 4. 6, ain. 2, 7. 2 u 3 — 100 %.
HuBo Ha 3annamane mo 4i. 54 3a JIeKapCTBEHU MPOIAYKTH IO 4Jl. 6, ai. 2, T. 1:

— Han 78 Touku — 100 %;

— Ot 73 go 77 Touxu — 75 %;

— Ot 68 10 72 TourH — 50 %;

— Ot 62 1o 67 Touxu — 10 50 %.



