Hapen6a 3a usmeHeHue v gonbaHeHue Ha Hapen6a N? 34
oT 2005 r. 3a pena 3a 3arJiallaHe oT penybanKaHCKus
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O6H. - B, 6p. 7 oT 26.01.2010 r., B cuna ot 26.01.2010 r.; u3m., 6p. 21 ot 16.03.2010
r., B cuna ot 16.03.2010 r.; u3m., 6p. 89 oT 12.11.2010 r., B cuna ot 12.11.2010 r.;

M3papeHa OT MMHUCTBPa Ha 34paBeona3BaHeTo
§ 1. YneH 2 ce npomMeHs Taka:

LMn. 2. (1) Mo pepga Ha TasvM Hapeaba ce 3annawaTt NlekapCTBEHUTE MpoAayKTw,
npeaHa3HayeHn 3a eYeHneTo Ha:

1. 3nokayvectseHu 3abonsBaHuns;

2. CbCTOSIHMS Cnea, TPaHCNNaHTaums Ha TbKaHU U OpraHu;

3. nHdekumnosHu 3abonssanusa (CMNH, Tybepkynosa n apyru);
4. peaku 3abonsBaHus;

5. 60nHM ¢ 6BL6peyHa HeAOCTaTbYHOCT Ha ANANIU3HO NeYeHNE;

6. NCUXMYHM M NOBEAEHYECKU Pa3CTPOMCTBa, Ab/MKAluM Ce Ha ynoTpeba Ha onvounau,
CMHAPOM Ha 3aBMCUMOCT.

(2) CnMCbKbT C KOHKpeTHUTe 3abonsiBaHus, knacudpuumpann no MexayHapoaHata
knacudmkaumss Ha 6onectute (MKB), M nekapCTBEHWUTE MNPOAYKTM MO MeXAyHapoAHO
HenaTeHTHO HaMMeHOBaHWe U NnekapcTBeHa (hopMa 3a JSledeHMeTo Ha Te3un 3abonssaHus ce
onpeaensT exerogHo OT KOMUCUS B CbCTaB:

1. HaUMOHA/THN KOHCYNTAHTM M NPEeACTaBUTENM Ha EKCNEPTHUTE CbBETU NO CbOTBETHUTE
3abonsiBaHusTa no an 1;

2. NpeAcTaBuTeny Ha MMHUCTEPCTBOTO Ha 34PaBeona3BaHETO;

3. npeacrasuten Ha HauuMoHanHMA  pakoB  perucTep KbM  ,HauuoHanHata
cneunanuaupaHa 6onHMUa 3a aKTUBHO fledeHune no oHkonoruns" - EAL ;

4. npeacraBuTeEN Ha BUCIUNTE MEANLIMHCKU Y4UnLla,

5. npeacTtaBUTEN Ha NAUUEHTCKUTE OpraHn3auunn.



(3) CbCTaBbT M MpaBunata 3a paboTaTa Ha KOMWUCKSTA MO af. 2 Ce ONpeaensiT CbC
3anoBe/, Ha MMHUCTbPA Ha 3[PaBeoNa3BaHETO.

(4) Komucusta m3paboTBa M NpueMa KpUTEpPUM 3a U3rOTBSIHE Ha Cnucbka Mno an. 2,
KOUTO Ce YTBbpXXAaBaT OT MMHUCTbPA Ha 3[paBeona3BaHETO U ce 06ABABAT Ha UHTEPHET
CTpaHMLaTa Ha MUHUCTEPCTBOTO Ha 3ApaBEONa3BaHETo.

(5) CnUCbKbT MO an. 2 ce u3roTBd Ha 6asza aHanM3 Ha MNOMyYeHUTEe U U3Pas3xoaBaHM
KONM4yecTBa JflekapCTBEHW NpoAyKTM OT JfleyebHUTe 3aBedeHUs npe3 npeaxogHata W
TeKyllaTa roavHa, yTBbpAeHUTe OT MMHUCTbPa Ha 34paBeona3BaHeTo KpuTepuu no an. 4,
6pon 6onHM 3a NpeaxogHaTa roavMHa M OcurypeHute B 6lopkeTa Ha MUHWUCTEPCTBOTO Ha
3/paBeona3BaHeTo CpeacTBa.

(6) B cnucbka no an. 2 ce onpeaensiT NekapcTBEHUTE NPOAYKTU, KOMTO Ce OTNyckaT OT
LieHTpanHaTa KOMUCUA KbM MUHUCTEPCTBOTO Ha 34paBeona3BaHeTo.

(7) CNUCbKBLT Mo an. 2 ce yTBbpXAaBa OT MMHUCTbPA Ha 34paBeonasBaHeTo U ce
0651BsIBQ HA UHTEPHET CTpaHuuaTa Ha MMHMCTEpPCTBOTO Ha 3apaBeorna3BaHeTo."

§ 2. Cb3gasa ce un. 26:

LN, 26. (1) NeuebHuTe 3aBeaeHUs 3a 60NTHMYHA NOMOLL - KpalHW MosyyaTenu no peaa
Ha Tasn Hapeaba, ce onpenensT eXerogHo OT KOMWUCKSl, onpeaeneHa CbC 3anoBed Ha
MMHUCTbPA Ha 34paBeona3BaHeTo, B CbCTaB:

1. npeacrasuteny Ha MMHUCTEPCTBOTO Ha 34paBEONa3BaHETO;

2. TNpeacTaBATENM Ha OpraHa, OCbLIECTBABALL, aKpeauTauusita Ha fevyebHuTe
3aBefeHns;

3. npeacTaBUTENIN Ha B'bﬂrapCKM JIEKAPCKKN Cblo3;

4, npeacraBuTeNnn Ha pa60TOL|,aT€J'ICKMTe opraHmnsauuu B CuUCTEMaTa Ha
34paBEeona3BaHETO.

(2) Komucusta no an. 1 u3paboTBa KpUTEpUW, Ha KOWUTO CrneaBa Aa OTroBapsiT
neyebHUTE 3aBeAEHMS - KpalHW nonyyaTesnu.

(3) N3paboTeHuTe No npeaxoaHaTa anvHeEs KPUTEPUM CE YTBBLPXKAABaT OT MUHUCTBLPA
Ha 3[4paBeona3BaHETO M ce 06SBSIBAaT HAa MHTEPHET CTpaHuMuaTa Ha MUHUCTEpPCTBOTO Ha
3/1paBeONa3BaHeTo.

(4) INeuyebHuTe 3aBeaeHMst 3@ OONMHMYHA MOMOLL, KaHAMAATCTBALUM 3@ KpawHM
nosyyatenu no peaa Ha Ta3n Hapeaba, NoaaBaT €XerogHo 3asiB/ieHMst 40 MUHUCTbpA Ha
3/lpaBeorna3BaHeTo B CpoK A0 31 aBrycr.

(5) MUHUCTBLPBT Ha 34paBeornasBaHETO CKAKYBa [AOroBOp C OnpeaeneHuTe oT
KoMucuaTa no an. 1 neyebHu 3aBegeHns 3a 60HNMYHA noMoLy."

§ 3. BuneH 4 ce npaBAaT cnegHNUTe USMEHEHNUA U AOMb/IHEHUA.



1. AnvHes 1 ce oTMeHs.
2. AnmHes 2 cTtaBa anuHes 1.
3. Cb3aaBatT ce HoBU an. 2 u 3:

»(2) 3a MeaMuMHCKUTE u3genus, HeobxoamMMmn 3a NeyYeHMeTo Ha 3abonsiBaHusATa Mo 4.
2, an. 1, 7. 5, neyebHuTe 3aBeAeHUs - KpalHM nony4vatenu no Yn. 26, U3roTBsAT roauviHa
3asiBKa Ha 6a3a 6poi 60/1HN 1 U3BBPLLEHN AManNMU3N 3a NpeaxoaHaTa roauHa.

(3) 3a MeauuMHCKaTa anapaTtypa, HeobxoanMa 3a neyeHMeTo Ha 3abonsiBaHUSaTa Mo Yn.
2, an. 1, 7. 5, neyebHuTe 3aBeaeHUs - KpalHM nony4vatenu no Y. 26, M3roTBsST roguiHa
3asBka, NpUApPY>XeHa C OTYET 3a CbCTOSIHMETO Ha HanM4yHaTa anapaTtypa.”

4. NocerawiHaTa an. 3 ctaBa an. 4.
§ 4. YneH 5 ce npomeHs Taka:
LHn. 5. 3annawat ce nekapcTBeHu NPOAYKTN, KOUTO OTrOBapsT Ha CNeAHUTE KpUTepuu:

1. nekapcTBEHUST NPOAYKT, CbAbpXKalloTO(UTe) ce B HEro niekapcreeHo(M) BelecTso(a)
N nekapcTBeHaTa ¢opMa, B KOATO ce npeanara, ca BKIOYEHN B [MO3UTMBHUSA NeKapCTBeEH
CMNCBbK NO 4. 262, an. 4, T. 3 U 4 oT 3aKoHa 3a N1eKapCTBEHUTE NPOAYKTM B XyMaHHaTa
MeanUnHa;

2. MeXAyHapoOHOTO HenaTeHTHO HauvMEHOBaHWEe, KbM  KOETO  MpUHaANEXU
NEKapCTBEHMAT NPOAYKT, € BKIKOYEHO B SlekapCTBeHaTa /INCTa, NoKpuBaHa oT obLlecTBeHuTe
¢oHAOBE Ha NOHe Tpu OT cregHUTe AbpXxaBu: PyMbHUS, Yexusi, ECTOHUS, Mbpumsi, YHrapus,
Jlntea, MopTyranusa n Ncnanms;

3. Hanuue e CbLOTBETCTBME MeXAy MOoKasaHuaTa 3a npuiaraHe Ha NleKapCTBEHUS
NPOAYKT, BK/IIOYEHWN B pa3pelleHneTo 3a ynoTpeba, n cnmcbka no ya. 2, an. 2."

§ 5. YneH 5a ce npomeHs Taka:

LHNn. 5a. 3annawat ce NneKkapCTBEHW NPOAYKTW, MpeAHa3HauyeHU 3a JIEYEHMETO Ha
Ty6epKyno3a, KOUTO OTrOBapsAT Ha ClIeAHUTE KPUTEPUN:

1. nekapCTBEHMAT NPOAYKT, CbAbpXaLwoTo(MTe) ce B Hero nekapcreeHo(n) BewecTso(a)
N nekapcTBeHaTa opMa, B KOATO ce npeanara, ca BKIOYEHM B [O3UTUBHUA NEKapCTBEH
CNUCbK Mo 4. 262, an. 4, 7. 3 N 4 OT 3aKOHAa 3a NIeKapCTBEHUTE MPOAYKTM B XyMaHHaTa

MEAULINHAG,

2. Hanuue e CbLOTBETCTBME MeXAy MOoKasaHuaTa 3a npunaraHe Ha JiekapCTBEHUS
NPOAYKT, BK/IIOYEHN B pa3peLleHneTo 3a ynoTtpeba, n cnmcbka no ya. 2, an. 2."

§ 6. YneH 7 ce npoMeHs Taka:

LAMn. 7. (1) MakcuManHaTta CTOMHOCT 33 eAvHMUA  NTEKApCTBEHO BELLECTBO MO
MeXZAyHapoAHO HenaTeHTHO HaMMeHOBaHWE 3a fiekapcTBeHaTa (hopMa, KoATo ce 3annaia ot
penybnukaHckust GIOMKET, ce onpeaenst B JIEBOBE, KAaTO Ce B3eMa MO-HUCKaTa CTOMHOCT



MeXAay CTOMHOCTTa 3a eAMHMLUA JIEKapCTBEHO BELLECTBO MO MEXAYHAapOAHO HeMaTeHTHO
HanMeHOBaHMEe 3a JlekapcTBeHaTa ¢dopMa OT NpeaxoAHOTO AOroBapsiHE M HaW-HUCKaTa
CTOMHOCT, M3umucreHa Ha 6a3a LeHa 3a CbluMs NIEeKapCTBEH MPOAYKT MO MEXAyHapOoAHO
HenaTeHTHO HaMMEHOBaHWE CbC CbOTBETHATa JflekapcTBeHa oOpMa, 3annawaHa oT
obuiectBeHnTe (HOHAOBE HA CTPAHUTE, MOCOYEHN B Yn. 5, T. 2.

(2) MakcuManHaTta CTOMHOCT, KOSITO ce 3ansalla oT penybnmKaHcKkus 61oxeT, MoXe Aa
Cce onpeaen 1 3a XMMMKO-TepaneBTUYHA MNOArPYNa Mo CIEAHNUS HAYUMH:

1. B3eMa Ce Hal-HMCKaTa CTOMHOCT 3@ eauHMUA JIeKapCTBEHO BELECTBO MO
MeXAyHapOAHO HernaTeHTHO HanMeHOBaHWe 3a JiekapcTBeHaTa opMa, onpeaeneHa no peaa
Ha an 1;

2. 32 BCAKO M@XAyHapOAHO HEMaTeHTHO HaMMEHOBaHWEe CbC CbOTBETHATA JiIeKapCTBEHa
dopMa ce M3uUnUCnsBa CTOWHOCT Ha AeduHMpaHa AHEBHa [03a MO aHAaTOMOTepaneBTMYHATA
KnacudmKauma Ha NIeKapcTBEHUTE NPOAYKTM, KaTo yCTaHOBeHaTa AeduHMpaHa AHEBHA [03a
Ce YMHOXaBa Mo CbOTBETHaTa CTOMHOCT Mo T. 1;

3. onpenens ce HaW-HUCKaTa CTOMHOCT MO T. 2, KOSTO Ce MpUMEMA 3a MaKcuMMariHa
CTOMHOCT Ha XMMMUKO-TepaneBTUYHaTa noarpyna.

(3) B cnyyaute no an. 2, B KOMTO B aHaToMoTepaneBTUYHAaTa Kiacudukaums Ha
NeKapcTBeHUTE MPOAYKTM He e MnocodeHa YyCTaHoBeHa pAeduHuWpaHa AHeBHa [03a, ce
13Non3Ba NpenopbynTenHaTa 403a, NOCOYEHa B KpaTKaTa XapaKTepuCTUKa Ha NeKapCTBEHUS
NpoayKT.

(4) OnpepeneHaTta MakCMManHa CTOMHOCT MO pefa Ha FOpHUTE ajIMHEM HE MOXe Aa
6bae No-BMCOKa OT CTOMHOCTTa 3a €AMHMLA NIEKApCTBEHO BELLECTBO MO MEXAyHapOAHO
HenaTeHTHO HauWMeHOBaHWEe 3a nekapcTBeHaTa ¢dopMa, onpegeneHa B [103UTUBHMSA
NeKapcTBeH CrMcbK no yn. 262, an. 4, T. 3 1 4 OT 3aKkoHa 3a JIeKapCTBEHUTE NPOAYKTU B
XyMaHHaTa MeauLmHa."

8§ 7. Bun 8 an 1 ce npomeHs Taka:

»(1) 3a 3aKynyBaHETO Ha NeKapCTBEHUTE NPOAYKTW, MpeAHasHauYeHW 3a NIeYEHUe Ha
3abonsBaHuaTa no un. 2, an. 1, ce u3rotes cneundukaums, KOSTo Cbabpxa:

1. koA No aHaToMoTepaneBTUYHaTa Knacudukaums Ha NekapcTeaTa;

2. MexxayHapoAHU HernaTeHTHU HAaMMEHOBAHWUS Ha JleKapCTBaTa;

3. KONM4eCTBO fIeKapCTBEHO BeLLeCTBO M fiekapcTeeHa ¢opMa;

4. MaKcMMasHaTa CTOMHOCT Mo Yn. 7;

5. koa Ha 3abonsBaHunsTa No MexayHapoaHaTa kKnacudukaumns Ha 6onectute."”
§ 8. Ynen 10 ce npoMeHs Taka:

LHn. 10. (1) 3a 3aKkynyBaHETO Ha MEAMLMHCKWU M3Aenusi ce M3roTes crneundukaums,
KOSITO CbAbpXXa:



1. rpyna, B KOSITO Ce BKJIIOYBAT MEAULIMHCKUTE U3AENUA CbobpasHO NpeaHa3HayeHUeTo
uM;

2. BUA4 Ha MeaMUMHCKUTE u3[envs B paMKUTE Ha edHa rpyna, onpegeneH C'b06pa3H0
NPUNOXXEHNETO UM,

3. noABvA Ha MeAUUMHCKUTE U3Lennsl B paMKUTE Ha eauH BuA, onpeaeneH cbobpasHo
cneunduUHUTE UM XapaKTEPUCTUKMY;

4. KONMYecTBO.

(2) 3a 3aKkynyBaHeTO Ha MeAuuUMHCKa anapaTtypa no yn. 2, an. 1, T. 5 ce u3roTes
cneundmrKaums, KoaTo Cbabpxa:

1. BuA;
2. KONN4eCTBo;
3. TEXHNYECKN U3UCKBAHMUSI.

(3) Cneundukauunte no an. 1 n 2 ce U3roTesAT B paMKUTE Ha OCUrypeHuTe B brogxeTa
Ha MMHUCTEPCTBOTO Ha 34paBeona3BaHeTo cpeacTea.”

8§ 9. YneH 11 ce npoMeHs Taka:

L. 11, Cneundukaummte no yn. 8, 8a, 9 n 10 ce M3roTBAT OT KOMUCKS, onpeaeneHa
CbC 3anoBe Ha MUHUCTbpA Ha 34paBeona3BaHETO, B KOSATO 3aAb/DKUTENIHO Ce BKIOYBAT
mua C MeaMUMHCKO, MKOHOMMYECKO W topuauyecko obpasoBaHue. 3a cBosita paboTa
KOMUCUSTA N3roTBs NpoToKon."

§ 10. B un. 12 gymarta ,fiekapcreaTa” ce 3aMeHs C AyMUTE ,JiIeKkapCTBEHUTE npoaykTn”.
§ 11. Cv3paBsa ce un. 12a:

LMn. 12a. (1) JokyMeHTUTE M NPOTOKONMTE NO peda Ha Tasu Hapeaba ce U3roTBsAT M
NPeacTaBAT Ha XapTUEH HOCUTEN MW B €NEKTPOHEH BapUaHT.

(2) Cneundmkaunnte no yn. 8, 8a, 9 u 10 ce M3roTBAT Ha XapTueH Hocuten."
§ 12. 3arnasueTo Ha pa3gen II ce NpoMeHs Taka:

,Pen 3a Ha3HauyaBaHe Ha fleyeHue, NpeanucBaHe M OTMYCKaHe Ha JieKapCTBEHM
NPOAYKTK, NpeaHa3Ha4YeHn 3a fieyeHre Ha 3abonseaHmaTa no yn. 2, an. 1".

8§ 13. B un 13 aymute ,nocoyeHn B npunoxeHne N2 1 wn npunoxeHve N2 1a" ce
3aMeHAT C AyMUTE ,KpaviHu nosyyaTteny no un. 26".

§ 14. YneH 14 ce npoMeHs Taka:

LHn. 14, (1) JlekapcTBeHUTE NPOAYKTM Ce NpeannucBaT No NpeanoXeHue Ha nekaps no
yn 13, KoeTo ce oaobpsiBa OT KOMUCUSI B CbCTaB OT HaW-Masiko TpUMa fiekapu, onpeaeneHa
CbC 3anoBej Ha pbkoOBOAWTENS Ha nevyebHOTO 3aBedeHue. 3a cBosiTa paboTa KoMUCUSITa



n3roTesa NMpoOTOKO MO 06pa3eu, cbrnacHo npuioxeHne N2 3, KOWTO BaXu 3a CpOK A0 €AHa
roauHa.

(2) TpeanucaHnTe nekapcTBeHW NPOAYKTM no an. 1 ce BnucBaT B CbOTBETHATa
[AOKYMeHTaums no an. 6 1 B KapTa Ha nauMeHTa no obpasew cbrnacHo npunoxenune N2 4.

(3) Konve ot 3anoBeaTa no an. 1 ce usnpawa B 7-4HEBEH CPOK OT HEMHOTO M3AaBaHe
Ha pervoHanHusl UeHTbp No 3apaBeonasBaHe (PLL3), kbaeTo ce BoAM CMMUCHK Ha Nekapute,
CbAbpXXall, TPUTE MMEHa Ha NleKapsi, PermcTpaumnoHHUS My HOMep M nevyebHo 3aBeaeHue, B
KoeTo paboTw.

(4) Mpy NpoMsiHA Ha CbCTaBa Ha KOMUCKSATA MO an. 1 pbKOBOAUTENAT Ha NIeYebHOTO
3aBefleHVe YBeAOMsIBA CbOTBETHUSA PLI3 B 7-AHEBEH CPOK OT HACTLMBAHETO Ha NpOMsIHaTa.

(5) PernoHanH1Te LUEeHTpoBe Mo 34paBeonasBaHe yBeAoMSsIBaT fieuebHuTe 3aBeaeHus 1
neKkapuTe 3a TeEXHUTE pPerMcTpaunoHHN HoMepa.

(6) Nekapat no npodwmna Ha 3abonsBaHeTo, paboTew, B CbOTBETHOTO Jie4ebHO
3aBefeHne - KpaeH nony4yaTen no Y. 26, BNMcBa NEYEHNETO Ha MaumeHTa B MeauumMHCKaTa
[OKyMeHTauus:

1. 3a nauuMeHTW, KOUTO Ce neKyBaT npu ambynaTtopHuM ycCnoBuss - B NMYHaTa
ambynatopHa kapTta (JIAK 6naHka Ha M3 N2 110) unun B oHKonornyHo gocue (bnaHka Ha M3
N2 501);

2. 3a CTauMoHapHO 60/HKM, BKIOYUTENHO Te3W Ha AHEBEH CTauuoHap - B ,Mctopusa Ha
3abonssaHeTo" (bnaHka Ha M3 N2 100) unu B oHKONOrM4YHO Aaocue (bnaHka Ha M3 N2 501)."

§ 15. YneH 15 ce npoMeHs Taka:

LHn. 15. (1) JlekapcTBeHuUTe NpoayKT Mo 4N 2, an 6 ce npeanuceaT OT KOMUCKUATa Mo
un. 14, an 1. 3a cBosiTa paboTa KOMUCUSATA U3rOTBA MPOTOKON CbINacHO npuaoxexue N2 5,
KOMTO BaXMW 3a CPoOK 6 MeceLa.

(2) NpepnuncannTe OT KoMMcKusaTa rno Yn 14, an 1 nekapcTBeHV NPOAYKTM NO YN 2, an 6
ce BHacAT 3a opobpeHMe OT UeHTpanHata KOMUCUMS KbM  MUHUCTEPCTBOTO  Ha
34paBeora3BaHeTo B 7-AHEBEH CPOK OT U34aBaHETO WM.

(3) UeHTpanHaTa kOMMUCMS KbM MWHUCTEPCTBOTO Ha 34paBEeOrnasBaHETO pasrnexaa
NPOTOKONUTE B CPOK 15 AHM OT NOCTBLMNBAHETO MM B MUHUCTEPCTBOTO Ha 34paBeona3BaHETO
1 MUCMEHO MOTUBMPA CBOUTE peLLEHUS.

(4) UeHTpanHaTta koMucusi m3paboTBa KpuUTEpUMM 3a OTMYCKAHE Ha JlEKapCTBEHUTE
NpoAYyKTX Mo an 1, yTBbpAeHN OT MMHUCTbPA Ha 34paBeona3BaHETO, Bb3 OCHOBA Ha KOMTO
onobpsiea unn otkasea aa opobpu npotokonuTe. Kputepuute cbabpXaT MHMOpMauus 3a
Koda Ha 3abonsBaHeTO, 3a KOETO Le Ce NpeanucBaT, KOHKPETHUTE NeKapCTBEHN NMPOAYKTY,
ne4yebHO-ANarHoCTUYHUS anropuTbM, HeobxoauMuTe MeaMKO-ANArHOCTUYHW M3CneaBaHus,
NepUoOAMYHOCT Ha KOHTPOMHWUTE nperneam, KpuTepum 3a 3arnovBaHe W KpuTepun 3a
NpoAb/HKaBaHE Ha BeYe 3arno4yHaTo SieyeHue.



(5) Kputepumte no an 4 ce 06s1BSBaT Ha MHTEPHET CTpaHMLATa Ha MUHWUCTEPCTBOTO Ha
3/1paBeona3BaHeTo.

(6) Korato ueHTpanHaTa KOMUCUS OoTKaxe da oaobpu npeanucaHust no peda Ha an 1
NeKapCcTBEH NpOAYKT, TS Bpblla B CbOTBETHOTO /e4ebHO 3aBedAeHMe NpOoTOKONa 3a
npepasrnexaaHe, Kato AaBa NUCMEHM yKasaHus."

8§ 16. B un. 16 ce npaBaT cnegHUTe N3MEHEHUS:

1. B an. 1 gymute ,no un. 14, an. 2 nun. 15, an. 1" ce 3ameHdart c,, no un. 14, an. 1".
2. B an. 2 pymata ,,0T" Cce 3aMeHsl C gyMuTe ,,CbC 3arnoseq Ha".

3. Cv3paBa ce an 3:

»(3) MpaBunaTta no an. 2 ce 0baBABaT Ha MHTEPHET CTpaHuUaTa Ha MUHUCTEPCTBOTO Ha
3apaBeona3BaHeTo."

§ 17. YneH 17 ce npoMeHs Taka:

LMHn. 17. (1) MpoTokonuTte no yn 14, an 1 ce U3roTBAT B AiBa €K3eMnsapa, KaTo MbpBUAT
Ce CbXpaHsiBa B arTekaTa, KOATO OTMyCKa NlekapCTBEHUTE NMpoAyKTH, a BTOPUAT Ce npunara
KbM MeaMUMHCKATa JOKYMeHTauus no yn 14, an 6.

(2) MpoTtokonuTte no un 15, an. 1 3a nekapcTBeHW NPoAyKTU Mo YN 2, an 6 ce U3roTesT
B TPU eK3eMnapa, KaTo MbpBUAT CE CbXpaHsABa B anTekaTa, KOATO OTMyCKa JlIekapCTBEHUTE
NPOAYKTW, BTOPUAT Ce npuiara KbM MeauMuMHCKaTa AOKYMeHTauus rno yn 14, an 6, a Tpetmat
ce wu3npawa 3a ofobpeHWe OT UeHTpanHaTa KOMUCUS KbM  MUHWUCTEPCTBOTO Ha
34paBeorna3BaHeTo.

(3) HomepbT Ha NpOTOKONA, KakTO M HaUMEHOBaHMWSITA, JeKapcTBeHaTa ¢opMa,
KONM4yecTBaTa M HauvMHbT Ha ynoTpeba Ha npeanucaHUTe MO peaa Ha Tasu Hapeaba
NEKAPCTBEHM NPOAYKTU CE BNUCBAT B MEAULIMHCKATA AOKYMEHTaUmMs no un 14, an 6."

§ 18. B un 18 gymute ,un. 14, an. 2 n un 15, an. 1" ce 3ameHaT ¢ gymute ,un. 14, an.
1"

§ 19. B un 19 ce npaBAT cnegHUTE U3MEHeHus:

1. B an. 1 pymute ,neyebHun 3aBegeHns, nocodeHn B vact ,A" oT npunoxeHve N2 1, T.
8, konoHa 4" ce 3aMeHsT C AymuTe ,ned4ebHn 3aBeaeHus - KpalHu nonydartenu no yn. 26".

2. B an. 2 pymute ,un. 14, an. 4" ce 3ameHsaT ¢ gymute ,un 14, an 3".

§ 20. B un 20 ce npaBAT cnegHUTE U3MeHeHus:

1. B an. 3 gymute ,,0T npunoxenune N2 1" ce 3anuyasar.

2. B an. 4 pymaTta ,flekapcrtearta" ce 3aMeHsl C AyMuUTe ,fIekapCTBEHUTE NnpoayKTu".

§ 21. YneH 21 ce npoMeHs Taka:



LSMno 210 (1) JlekapcTtBeHUTE NPOAYKTM 3@ MaUMEHTW, KOMTO Ce JfieKyBaT npwu
ambynaTopHM yCnoBus, MO Ta3n Hapeaba ce OTMycKaT OT anTekaTa KbM CbOTBETHOTO
neyebHO 3aBefeHVe - KpaeH rnosyyaTten no un 26, cpelly npeacraBeHa peuenTta U cpeLly
npeacTtaBeHa NiMyHa kapTta (NacrnopT) Ha NMUETO, KOeTO v nosy4vasBa, M Ha MaumeHTa, 3a
KOroTo ca NpeAnucaHu.

(2) Ha obpaTtHaTa cTpaHa Ha peuenTaTta ce 3anucBaT AaHHUTE OT JMYHaTa KapTta
(nacnopT) Ha nony4yaTens, Korato JeKapCTBEHUTE MPOAYKTW HE Ce MoJyyaBaT JIMYHO OT
nauueHTa.

(3) NekapcTBeHWTe NpoAyKTU MO Ta3u Hapeaba 3a CTaLUMOHAPHO 6OMHK ce OTMyCcKaT OT
anTekaTa KbM CbOTBETHOTO ie4yebHO 3aBefieHVe - KpaeH nonyyaten no un 26, cpeuly
NpeaCTaBsiHE HA NIEKAPCTBEH JIACT.

(4) NekapcTBeHnTe NPOAYKTW, NpeanucaHn no peda Ha yn 19, an 1, ce oTnyckaTt oT
anTekuTe Ha CbOTBETHUTE MHOronpoduIHN 6OTHUUM 33 aKTUBHO JSlIe4eHMe N0 MECTOXMBEEHE
Ha naumeHTa."

§ 22, B un 22 ce npaBAT CliefHUTE N3MEHEHUS:
1. B an 1 gpymara ,fiekapcrea" ce 3aMeHsi C AyMUTe ,,JIeKapCTBEHN NPOAyKTn".

2. B an 2 pymara ,iekapctea"” ce 3aMeHsi C AymuTe ,JIekapCTBeHN npoaykTu", a gymmre
L4n 14, an 2 nun 15, an 1" ce 3aMeHaT ¢ gymute ,un 14, an 1".

3. B an 3 gymaTa ,niekapcrBarta" ce 3aMeHsl C AyMuTe ,JlIekapCTBEHUTE npoaykTu'.
§ 23. B un 23 ce npaBAT cliefHUTe N3MEHEHUS:
1. B an 2 pymnTe ,Ha enekTpoHeH HocuTen" ce 3annyasar.

2. B an 3 pymute ,oT npunoxernve N2 1 u npunoxenne N2 1a" wn gymute ,Ha
eNeKTpoHeH HocuTen" ce 3anunyasar.

3. B an 5 gymata ,niekapcra" ce 3aMeHsi C AyMUTE ,JiIeKapCTBEHM NpoayKTn".
§ 24. B un 24 HaBcaKkbae AyMUTe ,Ha enleKTpoHeH HocuTen" ce 3annyasar.

§ 25. B un 25 aymute ,neyebHo 3aBeagenHne no T. 8 Ha yacT A" oT npunoxeHue N2 1"
ce 3aMeHsT ¢ aymuTe ,ne4ebHo 3aBedeHune - KpaeH nosnyyarten no yn 26",

§ 26. YneH 27 ce U3MeHs Taka:

LMn. 27. NeuebHuTe 3aBeaeHUs - KpalHM Nony4vaTtenu no yn 26, BbBexaart v usnpaiuat
no cucrtemMaTa 3a enekTpoHHa o06paboTka Ha pAaHHMTE Ha MUHUCTEPCTBOTO Ha
30paBeoONa3BaHETO BCsKka ceaMmua MHdopMauusi 3a M3MOM3BAHETO Ha JlIeKapCTBEHUTE
NpoaYKTU U MEeAVUMHCKUTE M3AeNnusl, NOSydeHn M OTMyCHATM OT anTekaTa Ha neyebHoTo
3aBegeHue."

§ 27. Cv3paBsa ce un 27a:



LAMn. 27a. (1) 3a HeobxoaMMWUTE  PaiMOAKTMBHWU  NIEKAPCTBEHW  MPOAYKTH,
PAAVOHYKNMAHN TeHEPATOpU, KUTOBE WM PAAMOHYKIMAHU NPEKYPCOPU Ce U3rOTBS roAuLIHa
3asBKa OT EKCMepTHMS CbBET MO HyK/JeapHa MeauuMHa, Cb3dafleH Mo peda Ha un 29.
FoavwHaTa 3as1BKa ce M3roTesl Ha 6as3a aHanM3 Ha NoJslyYeHUTE M U3Pa3xoaBaHM KOMMYEeCTBa
PAAVMOAKTUBHM  JIEKAPCTBEHM  MPOAYKTM, PAAMOHYKIMAHU  TFEHEpaTopu, KWUTOBE MU
PAAMOHYKNIMAHN MPEKYpcopu OT NeyebHWUTEe 3aBefeHusl Mpe3 npeaxogHaTa M TekyllaTa
rogMHa, 6poii 60MHM 3@ npeaxodHaTa roAMHa WM OCUrypeHuTe B BlofkeTa Ha
MWHWCTEPCTBOTO Ha 3[1paBEOMNa3BaHETO CPEACTBa.

(2) NeuyebHnTe 3aBefeHNs - KpalHU nosnydateny no yn 26, nosnyyaBaT paanoaKTUBHU
NEKApCTBEHWM MNPOAYKTW, PAAMOHYKIMAHW TFEHepaTopu, KUTOBE W PaAVOHYKIUAHU
npekypcopy Ha 6a3a M3roTBEHO rOAMLLIHO pasnpeaeneHne ot cbeeta no an 1."

§ 28. B un 28 gymata ,lekapcteaTa” ce 3aMeHsT C AyMUTE ,JIekapCTBEHUTE npoaykTn'.
§ 29. B un 29a an 3 ce n3MeHs Taka:

»(3) ANbXHOCTHUTE NNLA, KOMTO OCbLLECTBSIBAT AEMHOCTUTE MO an 2 ce onpeaensT CbC
3anoBes Ha M3Mb/HUTENHUS AMPEKTOp Ha ,HauuoHanHaTa cneumanusmpaHa 6onHuua 3a
aKTMBHO nedeHue no oHkonorms" - EAL, Codwus, cnep cbrnacyBaHe C MUMHUCTbpA Ha
34paBeorna3BaHeTo."

8§ 30. B un 30 ce npaBAT cnegHUTE U3MEHEHNS:

1. B an 1 gymute ,neyebHo 3aBeaeHune, BKAKOYEHO B npuioxeHne N2 1 n npunoxeHue
NO 13" ce 3aMeHSAT C AymuTte ,iedebHo 3aBefieHre - KpaeH nonydarten no yn 26",

2. B an 2 gymute ,nekapcreata no T. 8 Ha yact ,,A" 1 no yact ,B" Ha npunoxeHue N2
1" ce 3amMeHAT C aymuTe ,IekapCTBeHUTe npoayktm noun 2, an 1, 1. 1",

3. B an 3 gymute ,nevebHuTte 3aBeaeHuns no npunoxexHve N2 1 n npunoxeHune NQ 1a"
Ce 3aMeHSIT C Aymute ,e4yebHnTe 3aBefeHns - KpavHu nonydatenun no 4n 26", a aymarta
LJekapcreaTa” ce 3aMeHsl C AyMUTe ,JIekapCTBeHUTe npoaykTn'.

§ 31. B un 32 gymute ,nekapcrteata no npunoxeHne N2 1 v npunoxeHve NO 1a" ce
3aMEHAT C AyMUTE ,JlIeKkapCTBEHUTE NpoayKTv no yn.2, an.1".

8§ 32. Npunoxerns N2 1 n 1a ce OTMEHST.

§ 33. MpunoxeHune N2 3 ce NnpoMeHs Taka:

Jpunoxernne N2 3 kbm un 14, an 1

MuHUCTEpCTBO

Ha 34paBeonasBaHeTo MPOTOKOJ1 N2
.................................................. [oviiininnnnns
(neyebHo 3aBeaeHne) 3a npeanucBaHe Ha

NeKapCTBEHM NPOAYKTH
OHEC, v , KOMucusa B cbCcTas (MMeHa, crneunanHocT):



pasrnega npeacraBeHaTa OT ieKyBalms fiekap MeamuUMHCKa AOKYMEeHTaumUs Ha naumeHTa
(ume, npesume, hamMunus):

Bb3 ocHOBa Ha ropHOTO KOMUCUATA YCTAHOBM, Ye NauuMeHTbLT CTpada OT:
[AnarHo3sa:

KoMucuaTa npeasiara No-HaTaTbLUHOTO SIEYEHME Ha NALMEHTA [a 3anoyHe/aa NpPoAbMKU CbC
CneaHoTo:

NeKapcTBEH NpoAyKT, BKOYEH B MO3NTUBHUSA NEeKapCTBEH CMIUCHK
no un 262, an 4, 1. 3 n 4 3/1MXM

MPOTOKOMBT € BAMMAEH A0 ..cvvvvvvnnirrnrinnnnsnns 20....r

(TpuTe MMeHa Ha 3

pbkoBoAUTENS 2 i,

Ha neyebHOTO 3aBeaeHue, 3.

................................. Ha3Hauun
KoMucusTa) (noanumcwm)

P11 - "

§ 34. B npunoxeHue N2 4 aymute ,un. 14, an 3" ce 3aMeHAT ¢ gymute 4. 14, an. 2".

8 35. MNpunoxeHne N2 5 kbM un. 15, an. 1 ce npomeHs Taka:

Jpunoxenne N2 5 kbM yn. 15, an. 1

I. 3nokayecTBeHn 3abonsiBaHus
MUWHUCTEPCTBO Ha 34paBeorna3BaHETO
MPOTOKOJT N? ............ /20.....r.

ne4yebHOo 3a NpeanuMcBaHe Ha NIeKapCTBEHU
3aBefieHre NPOAYKTU, OTMNYCKaHW

OT UEeHTpa/iHaTa KOMUCus



OHEC, ..o , KOMUCUS B CbCTaB (MMe U haMuus, CreumnanHocT) :

pasrnega npeacraBeHata OT  JIEKyBallmMa  JiEKap MEAUMUMHCKaA  AOKYMEHTauuA,
BK/IIOYBALLA aHaMHe3aTa U 06eKTUBHUS CTaTyC Ha nauyueEHTa

NmMe:

EMH

agpec (rp./c., yn. N9)

Bb3 0CHOBa Ha rOPHOTO KOMUCKATA YCTAHOBM, Ye NauMeHTbT CTpaja OT:
(pa3rbpHaTa anarHosa)

Xucronorus:

OnepaTuBHO feyeHne;

[Jara:

Bua Ha onepauusaTa:

CneponepaTtvBHa pagnoTepanus:
AftoBaHTHa xuMmmnoTepanus: HeaatoBaHTHa
XMMUOTEpPaNUS:

Cxema: Cxema:

Bpovi Ha kypcose: bpoi kypcose:
MeTacrasu:

[lata Ha ycTaHoBsiBaHe: Jlokanusaums:
MeToa Ha yCTaHOBSIBaHe:

I nuHma xummnotepanus II nMHMa xMMmo-
Tepanus

Cxema: Cxema:

Bpowi kypcose: Bpoi Kypcose:



[aTta Ha 3aBbpwBaHe: [JaTta Ha
3aBbpLUBAHE:

EdekT oT neveHneto: Edekt ot
NeYvyeHneTo:

[aTa Ha nporpecus: [lata Ha nporpecus:
ECOG crartyc:

JTabopaTopHu 1 06pasHn nscneaBaHus:
[pyra nHdopmauus:

KoMucuaTa npeanara no-HaTaTbWHOTO fleYeHUe A3 3arnoyHe/NpoAb/IKM CbC CleaHuTe
NEeKapCTBEHM NPOAYKTM 3a CPOK OT ABa Mecela.

Konu4yecTtso
JlekapcTBeH Jlek. Jlek. 3a
NpoOAYKT ¢dopmMa |KOHUEHTpauusi| AByMeceyeH
KypcC

MpoTOKONBT € BanuaeH 3a 6 Meceua [0 ............
PokosoguTen YneHose: 1......ccccvievnvennnenn.

Ha N1eYEOHOTO 2...evuveeniieinreennns

3aBEAEHUE: 3.cvniieienreneenneenn,

(noanuc, neyar)

I1. CbCTOSHWNA Cnea TpaHCnaHTauusa Ha TbKaHW U OpraHu
MWHUCTEPCTBO Ha 3a4paBeorna3BaHeTo
MPOTOKOJT NQ ............ /20.....r.

ne4yebHO 3a NpeanucBaHe Ha JlIeKkapCTBEHU
3aBefieHne NpoayKTH, OTMyCKaHu

OT LeHTpasiHaTa KoMUcKus

OHEC, oo, , KOMUCKS B CbCTaB (MMe 1 haMunusi, CneumanHocT) :



A-p
A-p

pasrneaa npeacraBeHata OT  JIEKYBAWMA  NE€EKap MEAMUMHCKA AOKYMEHTauus,
BK/IIOYBALLA aHaMHe3aTa U 06eKTUBHUS CTaTyC Ha nNauneHTa

Nme:

EMH

agpec (rp./c., yn. N9)

Bb3 OCHOBa Ha rOPHOTO KOMUCUAITA YCTAHOBM, Ye NMaUMeHTLT CTpaja OT:
(pa3rbpHaTa amarHosa)

TenecHa Maca:

[aTa Ha TpaHcnnaHTauusTa:

MsICTO Ha TpaHCnaHTauusTa:

MOHOCMMOCT KbM NleKapCTBEHUS MPOAYKT:

MOTUB 3a CMsiIHa Ha MMyHOCynpecopa:

[Apyra nHdopmauus:

KoMucuaTa npeanara no-HaTaTbLUHOTO JleyeHne Aa BaI'IO‘-IHE/I'IpOLI,'bJ'I)KM CbC CcnegHuTe
NeKapCTBEHN NPOAYKTU 3a CPOK OT [1Ba MEeCeELa.

Konunyecrtso
JlekapctBeH Jlex. Jlex. 3a
NPOAYKT dopMa |[KOHUEeHTpaumsi|aByMeceyeH
Kypc

MPOTOKOMTBLT € BAUAEH [0 evuvvevnnrrrnrirenssennnsns
PbkoBoguTen YneHose: 1......ccocevievnvennnenn,

Ha NIEYEOHOTO 2. cvvueeeneerrneennnnns

3ABEAEHUE: 3.cvninrenrrnrenneenn,

(noanuc, nevar)

III. Peakn 6onectu



MUHNCTEPCTBO Ha 34paBeona3BaHeTo
MPOTOKOJT N9 ............ /20.....r.

neyebHo 3a npeanMcBaHeE Ha NEKapCTBEHU
3aBeAEHUE NPOoAYKTU, OTNMYCKaHU

OT UEeHTpa/iHaTa KOMUCUA

OHEC, ..o , KOMMCKS B CbCTaB (MMe 1 daMunms, CneumnanHocT) :

A-p

pasrneaa npeacrtaBeHaTa OT  fIEKYBAlWIMS  flekap MeaMUMHCKA  [IOKYMEHTauus,
BKJ/IOYBALLLA aHAMHe3aTa M 06EKTUBHUSA CTATYC Ha NauUMeHTa

Nme:

EMH

agpec (rp./c., yn. N9)

Bb3 0OCHOBa Ha rOpPHOTO KOMUCUKSITA YCTAHOBM, Y€ MaUMEHTBLT CTpajaa OT:
(pa3rbpHaTa amarHosa)

TenecHa Maca:

[Apyra nHdopmauus:

KoMucuaTa npeanara no-HaTaTbLWHOTO fleYeHUe A3 3aroYHe/NpoAbLIKM CbC CleaHuTe
NeKapCTBEHM NPOAYKTY 3a CPOK OT ABa Mecela.

Konuuectso
JlexapcTBeH Jlex. Jlek. 3a
NpoAYKT (opMa |KOHLUEHTpauusi|aByMeceyeH
KypcC

MPOTOKOMBLT € BAIUAEH [0 evvvvernnrernreennssennnnes
PbkoBoanTEN YNeHOBE: 1. civiveiiiiiieiininnen

HA NEYEBHOTO Z.uvnieiiieienienenrenens



3ABEAEHUE: 3urririreirnenienrenens
(noanwuc, nevar) "

§ 36. B §1 OT AOMbAHWTENHUTE pa3nopeadu ce NpaBsAT CeAHUTE M3MEHEHMSt U
AOMb/IHEHUA:

1. Touka 2 ce OTMeHs.
2. Toyka 3 ce U3MEHS], KaKTo cneaBa:

»3. ,CblUMAT NeKkapCcTBeH MNpoayKT" e nekapcTBeH MNpoAyKT B CbllaTa JieKapcTBeHa
¢dopMa, CbabpXXaHMe Ha aKTUMBHOTO BELLECTBO M Ha CblUMsS MPOM3BOAMTEN/MPOU3BOAUTENN,
BMNMCaH/BNUCaHN B PaspeLlleHneTo 3a ynoTpeba/pelieHMeTo Ha EBponeickata KoMucus,
n3gapeHo no peda Ha PernameHTt (EOQ) NQ 726/2004 Ha EBponeickvsi mapnaMeHT M Ha
CbBeTa, 3annawaH oT obuwecTeeHuTe (OHAOBE Ha CTPaHMTE, MOCOYEHW B YUn 5, T 2, 1
BK/OYEeH B [O3UTMBHUS neKapCTBeH CMUCbK Mo 4i 262, an 4, 7. 3 n 4 oT 3akoHa 3a
IeKapCTBEHUTE NPOAYKTU B XyMaHHaTa MeamumHa."

3. Cb3gaBa ce 1. 4.

4. ,JleuebHO 3aBedeHne - KpaeH nonydaten" e neyebHo 3aBedeHne 3a 6OMHUYHA
MOMOLL, CKIKOYMIO A0roBop € MWHMCTEPCTBOTO Ha 3APaBeOoNa3BaHETO 3a MOJyvyaBaHe Ha
NEKApPCTBEHM MPOAYKTU, MEAULIMHCKN U3AENNUsS Un MeaMUMHCKa anapaTypa no peaa Ha Tasu
Hapenba."

MpexoaHu M 3aKJIIOUUTENTHU pa3nopea6bu

§ 37. (1) (U3m. - OB, 6p. 21 ot 2010 r., B cuna ot 16.03.2010 r.; u3m., 6p. 89 ot 2010
r., B cuna ot 12.11.2010 r.) Komucuara no un 26, an 1 nspaboresa KputepumTe, Ha KOUTO
TpsibBa Aa OTroBapsiT feyebHMTE 3aBeeHUs, KaHAMAATCTBALLM 33 KPalHW MonyyaTenu no
peaa Ha Ta3u Hapeaba B cpok Ao 31 aHyapu 2010 r.

(2) (M3m. - OB, 6p. 21 ot 2010 r., B cuna ot 16.03.2010 r.) Cnen obsBsiBaHe Ha
WHTEpPHET CTpaHuuata Ha MUWHWCTEPCTBOTO Ha 34paBeona3BaHETO Ha YTBbpAEHUTE OT
MUHUCTbPA Ha 34paBeona3BaHeTo KpuTepunm no an 1, neyebHuTe 3aBeaeHus,
KaHAMAATCTBALLM 3@ KpalHWM MosyyaTenu No peaa Ha Ta3wn Hapeaba 3a 2010 r., nopasat
3a8BMEHNA O MMHUCTbPA Ha 34paBeona3BaHeTo B Cpok A0 15 ¢espyapu 2010 r.

(3) (N3m. - OB, 6p. 21 ot 2010 r., B cuna ot 16.03.2010 r.; u3M. u3usno, 6p. 89 ot
2010 r., B cvna ot 12.11.2010 r.) MMHUCTLPBT Ha 34pPaBeorna3BaHETO CKIKOYBA AOrOBOpU C
neyebHuTe 3aBeaeHns No an. 2 B cpok Ao 31 aekemspu 2010 r. [JoroBopuTe BAM3aT B CUNa
OT faTaTa Ha CKIYBAHE Ha [OroBOpuUTE 3a [A0CTaBKa HA JIEKAPCTBEHUTE MPOAYKTH,
PaANOHYKITMAHW reHepaTopu, KUTOBE U PaAVMOHYKINAHW MPEKYPCOpKU, MEAULMHCKU U3LENUS
M anapaTypa no peaa Ha 3akoHa 3a obllecTBeHWTe NOpbYKK 3a 2011 r.

(4) 0o cknoYBaHETO Ha AOroBOpUTE MO an 3 NekapCTBEHUTE NPOAYKTU Ce 3asBsaBaT U
nony4asat OT NieyebHuTe 3aBeeHus, NOCOYEHN B OTMEHEHUTE NpunoxxerHns N2 1 u 1a.



§ 38. [Npoueanypute 3a 3aKynyBaHe Ha NEKAPCTBEHWM MPOAYKTM, 3@ KOUTO € B3ETO
peLLEeHME 33 OTKPMBAHETO UM [I0 BNM3aHE B CWU/A Ha HacTosALlaTa Hapeaba, ce A0BbPLUBAT MO
Jocera Ae/CTBalLUTE YCNoBUS U pea.

§ 39. Hapepnbata Bnm3a B cuna oT AeHs Ha obHapoaBaHETo € B ,,[Abp)KaBeH BECTHUK".

MuHucTbp: b. HaHeB



