HAPEJIBA Ne 34 ot 25.11.2005 r. 3a peaa 3a 3amuianjane ot
NbPKABHUS OOXKET HA JICHCHHETO HA ObJrapCKuTe
rpa:;kJaaHu 3a 3200/I9BaHUS, M3BbH 00XBaTa HA

3aIBJIKUTETHOTO 3/IPABHO OCUTYPSIBAHE
(3arJu. uam. — /IB, op. 65 ot 2018 1.)

W3nanena oT MUHUCTBpPA Ha 3/paBeoma3BaHeTo, o0H., /IB, Op. 95 ot 29.11.2005 r., B
cuna ot 29.11.2005 r., u3m. u gorm., 6p. 16 or 21.02.2006 1., B cmma ot 21.02.2006 r., 6p. 48 ot
13.06.2006 r., mom., 6p. 95 ot 24.11.2006 r., B cuna ot 1.01.2007 r., u3m. u nmom., 6p. 31 or
21.03.2008 r., B cunma ot 21.03.2008 r., mom., O6p. 69 ot 5.08.2008 r., u3m. u gom., 6p. 89 or
14.10.2008 r., mom., 6p. 90 ot 17.10.2008 r., B cuna ot 17.10.2008 r., u3m. u jgom., 6p. 96 or
7.11.2008 r., 6p. 24 ot 31.03.2009 1., O6p. 7 0T 26.01.2010 T., B cuna ot 26.01.2010 r., uszm., 6p. 21
ot 16.03.2010 r., B cuna ot 16.03.2010 r., mom., 6p. 63 ot 13.08.2010 r., B cuna ot 13.08.2010 r.,
u3M. 1 jom., 6p. 89 ot 12.11.2010 r., B cua ot 12.11.2010 r., 6p. 100 ot 21.12.2010 r., B cuna ot
1.01.2011 r., mom., 6p. 13 or 11.02.2011 r., B cuna ot 1.02.2011 r., 6p. 18 oT 1.03.2011 r., B cumna
ot 28.02.2011 r., u3m. u gor., 6p. 94 ot 29.11.2011 r., 6p. 49 ot 29.06.2012 r.; u3Mm. ¢ Pemenue Ne
14249 o1 3.11.2011 r. na BAC na Pb - 6p. 31 ot 4.04.2014 r.; u3m. u nom., Op. 62 ot 29.07.2014 r.,
u3M., 6p. 95 or 18.11.2014 r., 6p. 37 ot 17.05.2016 1., ©3M. 1 gom., 6p. 65 ot 7.08.2018 r., Op. 32
ot 16.04.2019 r., u3m., 6p. 92 ot 22.11.2019 r., B cuna ot 22.11.2019 r., u3m. u gom., 6p. 73 or
18.08.2020 r., 6p. 29 ot 9.04.2021 r., mom., Op. 48 or 28.06.2022 1., u3M. u npom., O6p. 61 oT
19.07.2024 r., B cuna ot 19.07.2024 r., 6p. 81 ot 3.10.2025 r., u3m., Op. 112 ot 19.12.2025 ., B
cuna ot 1.01.2026 1.

Pa3znea I
OO0 mMoJI0KeHUA

Un. 1. (U3m. — JIB, 6p. 65 ot 2018 r.) C Ta3u Hapeada ce ypexaa peabT 3a 3aruiaiiaie Ha
JICYEHUETO Ha OBITapCKUTE TpaxkJaHW 3a 3a00JNsBaHHSA, WU3BBH O00XBaTa Ha 3aIBJDKUTEIHOTO
3[IPaBHO OCHUTYPSIBAHE CHC CPEJICTBA OT JbPIKABHUS OFOJIKET.

Yn. 2. (dom. - IB, 6p. 89 ot 2008 1., u3m., 6p. 96 ot 2008 r., 6p. 7 oT 2010 1., B cuna ot
26.01.2010 r., 6p. 89 ot 2010 r., B cuma ot 12.11.2010 r., 6p. 100 ot 2010 1., B cuna ot 1.01.2011
r., 6p. 94 ot 2011 r.; u3m. ¢ Pemenne Ne 14249 na BAC Ha Pb - 6p. 31 ot 2014 r.; u3m., 6p. 62 ot
2014 r., 6p. 65 ot 2018 1., 6p. 81 0T 2025 1.) (1) ITO pena Ha Ta3u HapeaOa ce 3aruiamar:

1. nexapcTBEHU MPOAYKTH, BKIOUEHH B mpuioxkeHue Ne 3 Ha [Io3UTHBHMS JIEKapCTBEH CIUCHK,
CBIIIAcHO 4. 262, an. 6, T. 3 oT 3aKOHa 3a JIEKapCTBEHUTE MPOYKTH B XyMaHHATa MEIUIIMHA:

a) mpeJHa3HauYeHHM 3a JJedyeHneTo Ha MHpekuno3nu 3adonsaBanus (XMB undexuns u rydepkymnosa);
0) mpenHa3HAYECHU 3a JICUCHHETO HA TCUXHYHHM U TIOBEJACHYECKH Pa3CTPOMCTBA, JBIDKAIU CE€ Ha
yrnoTpeda Ha OMMOUAN, CHHIPOM Ha 3aBUCHUMOCT;

B) paanodapMaIeBTUIN, PaAUNOHYKIHIHI TeHEPATOPH, KHTOBE M PAIMOHYKIIAIHH MTPEKYPCOPH;

2. MEMIIMHCKU U3JIENINs, KOMTO ca BKIIOUYEHHU B CHUCHKA Ha MEAMLMHCKUTE u3aenus no wi. 30a ot
3aKoHa 3a MEJUIIMHCKUTE U3/1eTus — paanodapMaleBTHIIH.

Yn. 2a. (Hos - [IB, 6p. 89 ot 2008 r.) (1) (M3m. - [IB, 6p. 49 ot 2012 r., 6p. 65 ot 2018
r., Op. 81 ot 2025 1.) 3a NleueHneTo HA ICHXUYHH U TIOBEJICHUYECKH Pa3CTPOICTBA, IBDKAIIN CE HA
yrnoTpeba Ha ONUOWIM, CHUHIPOM Ha 3aBUCHUMOCT ce ocurypsiBa methadone hydrochloride ot
MUHUCTEPCTBOTO HA 3][PaBEOIa3BAHETO ChC CPEACTBA OT JBPIKaBHHS OIODKET M Ce MPEJTOCTaBs HA
nedeOHU 3aBECHMsI, TMOJYYUIH pa3pelieHHe 3a OCBHIIECTBIBAaHE Ha MPOTpaMH 3a JIEYCHHE C
ArOHKCTY M arOHUCTH-aHTarOHUCTH Ha JINIIA, 3aBUCUMM KbM OIMHOUAM Mo wiI. 87, ai. 1 oT 3akoHa 3a
KOHTPOJ BbPXY HAPKOTUYHUTE BEIIECTBA U MIPEKYPCOPUTE.
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(2) (U3m. - B, 6p. 49 ot 2012 1.) JlekapcTBEHUAT MPOAYKT MO aj. 1 ce OTmyckKa Mo penaa Ha
Hapen6a Ne 24 ot 2004 r. 32 yrBbpkIaBaHe Ha MeIUIIMHCKH cTaHaapT 1o ncuxuarpus (/[IB, op. 78
ot 2004 1.).

Ui 26. (Hos - IB, 6p. 7 ot 2010 1., B cmia ot 26.01.2010 r., m3m., 6p. 21 ot 2010 1., B
cuna ot 16.03.2010 r., u3m. u pom., 6p. 89 or 2010 1., B cunma ot 12.11.2010 r., u3m., O6p. 94 ot 2011
r., op. 62 or 2014 r., 6p. 65 ot 2018 r., 6p. 29 ot 2021 1., 6p. 81 or 2025 r.) (1) JleueOHuTe
3aBe/ieHUs] — KpailHU MOoJTyyaTeNy Mo pella Ha Ta3u Hapeada, ce ONpeessaT eXEeroJgHo OT KOMHUCHUS,
ornpe/iereHa CbC 3aloBe/l Ha MUHUCTbPA Ha 3/[paBEONa3BaHETO.
(2) Jleuebuute 3aBefieHHs — KpailHU MoJTydaTeNu 1o aji. 1, ce ompenensaT Bb3 OCHOBA HA KPUTEPUU,
KOUTO C€ YTBBPXKIABAaT ChC 3allOBE] HA MHHHCTHPA Ha 3/IpaBEOINA3BAHETO U C€ MyOIHMKyBaT Ha
MHTEPHET CTpaHuaTa Ha MUHUCTEPCTBOTO Ha 3paBEONa3BaHETO.
(3) JleueOHuTEe 3aBenmeHUs, KaHAWIATCTBAIIM 32 KPAaliHMU MOJIyYaTeNM IO pela Ha Ta3W Hapenoa,
M0/IaBaT €XKEroIHO B cpok A0 30 ampui 3asBiICHUS O MUHUCTBPA Ha 3PaBEONa3BaHETO.
(4) B cpoka no an. 3 neueOHUTE 3aBEJCHUS, KaHIUJATCTBAIM 32 KpallHU IMOJyYaTelld 10 pelia Ha
Ta3u Hapenoa, mojgaBaT MH(OPMALIKA 33 IPOTHO3HUS Opoi OOJHU U HEOOXOAUMHTE KOJIMYECTBA OT
JICKapCTBCHH MPOAYKTH M MEIUIIMHCKH H3/CIUs, HECOOXOIUMH 32 JICUCHHETO W/MIN JTUAarHOCTHKATA
UM B MUHHCTEPCTBOTO Ha 3/ipaBeona3BaHeTo Mo peaa Ha wi. 27a, an. 1 u wi. 30, an. 1.
(5) IpennokeHus: 3a BKIIOYBAHE HA JICKAPCTBEHU MPOIYKTH W METUIIMHCKH H3ICNHs, KOUTO 0
MOMEHTa HE ca 3aIUIalllaHu 0 pela Ha HapexdaTa, MOrar Jia ce MpaBsAT €KeroJHO B CPOKa Mo ai. 3
OT JIeYeOHHTE 3aBEICHNUS, KaHAUIATCTBAIIN 32 KPailHU TOJTy4aTelu.
(6) KpMm mpemioxkeHusiTa mo aia. 5 3aJbDKUTENHO C€ Mpujiara U MEAMIIMHCKO CTAaHOBHILE Ha
PBKOBOIUTENS] Ha JIe4eOHOTO 3aBElIeHHME, KAHIWUJATCTBAIO 3a KpaeH IoJiydaresl, OTHOCHO
He00XO0IMMOCTTAa OT BKJIFOUBAHETO HA HOBH JIEKAPCTBEHH MPOJTYKTH U METUIIUHCKU U3/EIHA.
(7) o 15 roHM MHUHHCTBPBT Ha 3/IpaBEONA3BAHETO CKJIOYBA JOTOBOP C OMNPEAEIECHUTE OT
KOMUCHSTA 1O al. | JeueOHH 3aBeICHUS.
(8) Cien CKJIIOYBAaHETO HA JIOTOBOPHUTE ChC CHOTBETHUTE JICUCOHW 3aBEJACHUS — KpalHU
MOJIy4aTeNy, MOJMyYeHUTE TOAMIIHU 3aiBKU Mo wi. 27a, an. 1 u un. 30, an. 1 ce obobmaBat u
M3MpalaT 3a aHaJIu3 Ha €KCIEPTHHUTE ChBETH MO Wi. 6a, ai. 1, T. 1 oT 3akoHa 3a 3apaBeTo, C
M3KJIIOUEHUE Ha FOJIMIIHATA 3asBKa 32 JICKApCT-BEHUTE MPOIYKTH 1o ui. 2, T. 1, OykBa "0".
(9) Horoopurte 1o ajn. 7 BAU3aT B CHJIa OT JaTaTa Ha CKJIIOYBAHE Ha JIOTOBOPHTE 3a JOCTAaBKa Ha
JIEKapCTBEHH MPOAYKTH, PATUOHYKIUJAHM TE€HEPATOpU, KUTOBE, PATUOHYKIHIHU TMPEKYpCOpU U
MEIUIIMHCKHU U3/IEHs TI0 peia Ha 3aKOHa 3a O0IIECTBEHUTE MOPHUYKU 3a CbOTBETHATA TOIMHA.

Yn. 3. (Jom. - [IB, 6p. 100 ot 2010 1., B cuma ot 21.12.2010 r., oT™., Op. 62 oT 2014 1.).
Uin. 3a. (Hos - IB, 6p. 63 ot 2010 1., B cuna ot 13.08.2010 ., oT™., Op. 94 o1 2011 1.).

UYn. 4. (U3m. u gom. - JIB, 6p. 7 ot 2010 r., B cuna ot 26.01.2010 r., gom., 6p. 89 ot 2010
r., B cuia ot 12.11.2010 r., ot™., 6p. 94 ot 2011 1.).

UYn. 5. (U3m. - 1B, 6p. 89 ot 2008 ., 6p. 7 o1 2010 1., B cuna ot 26.01.2010 r., mom., Op.
89 ot 2010 1., B cra ot 12.11.2010 r., u3m., 6p. 94 ot 2011 r.; Pemenne Ne 14249 na BAC na Pb -
op. 31 ot 2014 r.; 6p. 62 o1 2014 1., OTM., Op. 81 0T 2025 T.).

Uin. 5a. (Hos - JIB, 6p. 96 ot 2008 r., u3m., 6p. 7 ot 2010 r., B cuna ot 26.01.2010 r., 6p.
94 ot 2011 r., oT™., Op. 62 oT 2014 1.).

Yn. 6. (1) (U3m. — IB, Op. 73 ot 2020 r.) JlekapcTBEeHUTE MPOIYKTH, NIPEIHAZHAYEHU U
OTITyCKaHU 3a JieueHue Ha 3a00JsIBaHUS 0 pe/la Ha Ta3u Hapeada, He Morar ja ObJaaT U3MOI3BaHU
MIPH MPOBEXKIAaHE HA KIIMHUYHO M3MTUTBAHE C JICKAPCTBEHH MTPOTYKTH.

(2) JlekapcTBeHUTE MPOIYKTH, MPEIHA3HAUYCHU M OTIYCKAHU 3a JieueHHEe Ha 3a00JsBaHUs 10 pena
Ha Ta3W Hapemba, He Morar ja ObJaT W3MOJ3BaHU 3a JIeYeHUE Ha 3a00JsBaHMs, 3alljIallaHd OT
HarmonanuaTa 31paBHOOCUTYpHUTETHA Kaca.

Un. 7. (U3m. u gom. - IB, 6p. 31 ot 2008 1., u3m., 6p. 89 ot 2008 r., mom., O6p. 96 ot 2008
r., u3M., 6p. 7 ot 2010 r., B cuma ot 26.01.2010 r.) (1) (M3m. — IB, 6p. 62 ot 2014 r., Op. 65 ot
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2018 r., 6p. 92 ot 2019 r., B cuma ot 22.11.2019 r., 6p. 81 ot 2025 r., 6p. 112 ot 2025 1.)
MaxkcuManHaTta CTOMHOCT 3a €QUHHIIA JIEKAPCTBEHO BEIIECTBO MO MEXAYHAPOJAHO HEMaTCHTHO
HAaUMEHOBAHME 3a JIeKapcTBeHarTa (hopmMa, KOSTO ce 3aIjalla oT IbpKaBHUS OIO/IKET, ce Onpeaens B
€BpO, KaTo C€ B3eMa Hal-HUCKaTa CTOMHOCT, W3YHCIeHa Ha 0a3a IIeHa 3a CHINHS JIEKapCTBEH
MPOJAYKT MO MEXKIYyHApOJIHO HENAaTeHTHO HAaMMEHOBAHHME ChC ChOTBETHATa JieKapcTBeHa (opma,
3arianiana oT oomecTBeHuTe (POHI0BE HA CTpaHUTE, TocodeHu B uil. 8§, ain. 1, T. 1 ot Hapenbara 3a
yCIIOBUSAATA, MpaBUiaTa M pela 3a peryjupaHe U pEerucTpupaHe Ha IEHUTE Ha JIEKapCTBEHHTE
npoayktu, npuera ¢ [locranoBnenue Ne 97 na Munucrepckus cwet ot 2013 r. (B, Op. 40 ot
2013 1.), a KoraTo € MPUI0KMUMO — U MaKCHMaJTHaTa CTOMHOCT, IOTOBOPEHA 10 peaa Ha wi. 262, aj.
12 ot 3akoHa 3a JIEKQpCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA, U MAaKCUMaJIHATa CTOMHOCT,
JIOTOBOpPEHA MO pejia Ha 4. 12B.

(la) (HoBa — 1B, 6p. 61 ot 2024 r., B cuiia ot 19.07.2024 r., ot™., Op. 81 oT 2025 1.).

(16) (HoBa — IB, 6p. 73 ot 2020 r., u3m. u nom., 6p. 29 or 2021 r., npeaumHa ain. la, 6p. 61 or
2024 r., B cuna ot 19.07.2024 ., ot™m., 6p. 81 oT 2025 1.).

(1B) (HoBa — 1B, 6p. 29 ot 2021 r., npenumHa an. 16, 6p. 61 or 2024 r., B cuna ot 19.07.2024 r.,
oTM™., Op. 81 ot 2025 1.).

(2) (Homa — JIB, Op. 62 o1 2014 r., 0T™M., Op. 92 0T 2019 1., B cuna ot 22.11.2019 r., HOBa, 6p. 81 ot
2025 r.) Korato B ctpanute mo an. 1 Hsama meHa, ce mpuiara wi. 8, ai. 4 or Hapenbara 3a
yCIOBUSITa, MpaBUiaTa U pela 3a peryjiupaHe W PEerucTpupaHe Ha IEHUTE Ha JIEKapCTBEHUTE
MIPOTYKTH.

(3) (Ilpeaumna an. 2 — /1B, 6p. 62 ot 2014 r., u3m., 6p. 65 ot 2018 r.) MakcumanHaTra CTOIHHOCT,
KOSITO C€ 3aruiamia OT JIbpPXKaBHUS OIOJDKET, MOXKE Jla Ce ONPENeNd U 32 XUMHKO-TepareBTUIHA
MOATPYyTA O CIICTHUS HAUWH:

1. (mom. — IB, 6p. 73 ot 2020 r., u3m., O6p. 29 ot 2021 1., 6p. 61 oT 2024 1., B cruta ot 19.07.2024 1.,
Oop. 81 ot 2025 r. ) B3eMa ce Hal-HUCKaTa CTOMHOCT 3a CJMHMIIA JIGKAPCTBEHO BEIIECTBO IIO
MEXITYHAPOIHO HEIMIATCHTHO HAaMMEHOBAHME 32 JIGKapcTBeHaTa (hopma, oIpeiesicHa Mo peia Ha ail.
1u2;

2. 3a BCAKO MEXIYHAPOHO HEMATEHTHO HAWMMEHOBAaHUE ChC CHOTBETHATA JICKAPCTBEHA (hopMma ce
M3UYHUCIISIBA CTOMHOCT Ha JeUHUpaHa JHEBHA J03a M0 aHATOMOTEpaneBTUYHATa Kiacu(puKalus Ha
JIEKApCTBEHHUTE TMPOAYKTH, KaTO YyCTaHOBEHaTa JAcpUHUpaHA JHEBHA J03a CE€ YMHOXKaBa IO
CHhOTBETHATA CTOMHOCT MO T. 1;

3. ompenensi ce HaW-HUCKaTa CTOMHOCT MO T. 2, KOSTO c€ MpHeMa 3a MaKCMMajHa CTOMHOCT Ha
XUMHKO-TEparneBTUYHaTa MOATpYyIa.

(4) (Ilpepumna an. 3 — 1B, 6p. 62 ot 2014 1., u3m., 6p. 73 ot 2020 r.) B cnywyaute no an. 3, B
KOUTO B aHATOMOTEpaleBTUYHATA KIacU(UKAlMg Ha JIEKAPCTBEHUTE MPOJIYKTH HE € TOCOYeHa
ycTaHOBeHa JieMHUpaHa JHEBHA /1032, C€ U3IMOJ3Ba MPENopbUUTEIHATA 033, TOCOYEHA B KpaTKaTa
XapaKTePUCTHKA Ha JIEKaPCTBEHHUSI MPOAYKT.

(5) (U3m. - [IB, 6p. 94 ot 2011 r., mpenumna ain. 4, usm., 6p. 62 ot 2014 r., 6p. 29 ot 2021 r., Op.
61 ot 2024 r., B cuia ot 19.07.2024 r., 6p. 81 ot 2025 r.) OnpenenenaTa MakcuMaliHa CTOMHOCT 110
pena Ha an. 1, 2, 3 u 4 He MOxke Ja OBbJE MO-BUCOKAa OT CTOMHOCTTA 3a €IWHUIIA JIEKAPCTBEHO
BEIIECTBO MO MEKIYHAPOIHO HEMATeHTHO HaMMEHOBAHHE 3a JIeKapCcTBeHaTa (opMa, onpeeneHa B
[To3uTHBHUS JIEKAPCTBEH CIUCHK MO wWi. 262, an. 6, T. 3 oT 3aKoHa 3a JEKapCTBEHUTE MPOAYKTH B
XyMaHHaTa MEIUIHA.

(6) (Homa — /IB, Op. 48 ot 2022 1., u3m., 6p. 61 ot 2024 r., B cuna ot 19.07.2024 r., ot™m., 6p. 81 ot
2025 r.).

Yn. 7a. (Hos - [IB, 6p. 89 ot 2010 r., B cuna ot 12.11.2010 r., usm., 6p. 65 ot 2018 r.)
MakcumanHata CTOMHOCT MO Wi. 7 3a €IMHMLA JIEKAPCTBEHO BEIIECTBO MO MEXKIYHAPOIHO
HETIaTeHTHO HaMMEHOBAHUE 32 JIEKapCTBEHaTa (opMa, KOATO Ce 3aIuiamia OT Abp>KaBHUS OIOJDKET,
MOJ€E J1a ce JOCTHTHE Ype3 MPEeIOCTaBsIHETO Ha pabaT B paMKHUTE Ha KOJWYECTBOTO JIEKAPCTBEHU
MPOIYKTH.
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Y. 8. (1) (dom. - JIB, 6p. 96 ot 2008 r., u3m., 6p. 7 ot 2010 r., B cruta ot 26.01.2010 r.,
nom., 6p. 48 ot 2022 r., u3m., 6p. 81 ot 2025 r.) 3a 3aKynyBaHETO Ha JIEKAPCTBEHUTE MPOIYKTH,
Mpe/Ha3HAYeHH 3a JieueHue Ha 3a00JisBaHUATA MO 4Wi. 2, T. 1| ce M3roTBa cneruduKanms, KosITo
ChIbpKA:

1. (m3m. - JIB, Op. 89 or 2010 r., B cuma ot 12.11.2010 r., mom., 6p. 81 ot 2025 r.) KO Ha
3a0oisBaHMATa 1O MexayHapoaHata Kiacupukanus Ha OojecTuTe, C U3KIIOYCHHE Ha
JIEKApCTBEHHUTE MPOAYKTH 10 4. 2, T. 1, OykBa "B";

2. (mm. - [IB, 6p. 89 ot 2010 r., B cmia ot 12.11.2010 r.) KO MO aHATOMOTEpaNeBTUYHATA
KjacuuKalys Ha JIeKapcTBaTa;

3. (us3m. - 1B, Op. 89 ot 2010 r., B cuna or 12.11.2010 r.) MexayHapoJHU HENATEHTHU
HAaUMEHOBAHMSI Ha JIEKapCTBaTa;

4. (m3m. - ]IB, Op. 89 or 2010 r., B cma ot 12.11.2010 r.) KOMMYECTBO JEKAPCTBEHO BEIICCTBO U
JeKapcTBeHa popma;

5. (m3m. - 1B, 6p. 89 o1 2010 1., B cuma ot 12.11.2010 r.) MakcumanmHaTa CTOMHOCT 1O WiI. 7.

(2) (U3m. - JIB, 6p. 89 ot 2010 1., B cruta ot 12.11.2010 r.) IIpu u3uucisBaHe Ha CTOMHOCTUTE TIO
4. 7 ce u3noi3Ba Kypc mno ¢ukcunra Ha LlenTpannaTta eBporneiicka 0aHKa 3a ChOTBETHATa BaIyTa
KbM JlaTaTa Ha YTBBPKJaBaHe Ha crienuduKanusTa mo ai. 1.

Uin. 8a. (Hos - 1B, 6p. 89 ot 2008 r., uzm., 6p. 89 ot 2010 r., B cuia ot 12.11.2010 1.,
0TM., 6p. 62 ot 2014 r., HOB, Op. 48 oT 2022 ., OTM., Op. 81 o1 2025 1.).

U 9. (M3m. u gom. - [IB, 6p. 89 ot 2010 r., B cmma ot 12.11.2010 r., gom., 6p. 100 oT
2010 r., B cuna ot 21.12.2010 r., u3m., 6p. 95 ot 2014 1., 6p. 32 oT 2019 1., 6p. 29 OT 2021 T., OTM.,
op. 81 oT 2025 1.).

Y. 10. (U3m. - IB, 6p. 7 ot 2010 1., B cuna ot 26.01.2010 1.) (1) (M3m. — JIB, Op. 32 ot
2019 1., 6p. 81 or 2025 r.) 3a MEOUIIMHCKUTE H3JENHs, KOUTO Ca BKIIOYEHM B CIUCHKA HaA
MEAUIMHCKUTE u3aenus mo wi. 30a ot 3akoHa 3a MEAUIIMHCKUTE U3JeIHs — paarnodapMareBTHIIH,
CE M3TOTBS CHCIU(PUKAIUS, KOSITO ChIIbPKA:
1. rpyna, B KOSITO ce BKIJIIOUBAT MEAUIIMHCKUTE U3/IEIHs ChOOpPa3HO MpeqHa3HAYEHUETO UM;
2. BHJI HA METUIIMHCKUATE U3/ICIIUS B PAMKHUTE HA €{HA TPYIIa, ONPEIeICH ChOOPa3HO MPUIIOKEHUETO
uM;
3. (otm. - IB, 6p. 94 o1 2011 1.);
4. KOTUYECTBO;
5. (voBa - /IB, 6p. 89 ot 2010 1., B cmma ot 12.11.2010 r.) cTolHOCT.
(2) (HoBa - /1B, 6p. 89 ot 2010 1., B cuma ot 12.11.2010 r., u3m., 6p. 81 ot 2025 r.) CToiiHOCTTA 11O
an. 1, T. 5 ce onpenens o pena Ha riaBa Tpeta, paszaen Il or Hapen6a Ne 7 ot 2021 1. 3a ycnoBusita
U pella 3a ChCTaBsIHE HA CIIUCHK HAa MEIUIIMHCKUTE u3aenus o wi. 30a ot 3akoHa 32 MEAUIIMHCKHUTE
W3JIeTINS U 32 OTIPECIITHE Ha CTOMHOCTTA, /10 KosiTo Te ce 3arutamat (B, op. 28 ot 2021 r.).
(3) (IIpeaumrna an. 2 - /1B, 6p. 89 ot 2010 1., B cuna ot 12.11.2010 1., oT™., Op. 94 o1 2011 1.).
(4) (IMpepumna an. 3, usm. - [1B, 6p. 89 ot 2010 ., B cuna ot 12.11.2010 r., 6p. 94 ot 2011 r.; OTM.
c Pemenune Ne 14249 na BAC na Pb - 6p. 31 oT 2014 1.).

Y. 11. (Jom. - AB, 6p. 89 ot 2008 r., u3Mm., 6p. 7 oT 2010 r., B cuna ot 26.01.2010 1.) (1)

(ITpeagumien Texer Ha . 11 - /IB, 6p. 89 ot 2010 r., B cuna ot 12.11.2010 1., usm., 6p. 62 ot 2014
r., 1o1m., op. 48 ot 2022 1., u3m., 6p. 81 ot 2025 r.) Cnenudukaruute o wi. 8 1 10 ce U3roTBsT OT
KOMHUCHSI, OTIpeieJieHa ChC 3aM0Be]l HAa MUHHICTHPA Ha 3/IPaBeOIa3BaHETO, B KOSITO 3abIIKUTEITHO Ce
BKJTFOYBAT JIMIA C MEAMIIMHCKO, MKOHOMHYECKO M FOPHIMYECKO OOpa3oBaHWE. 3a cBosATa padora
KOMHCHSITA H3TOTBS TPOTOKOI.
(2) (HoBa - /1B, 6p. 89 ot 2010 1., B cmna ot 12.11.2010 r., gom., Op. 94 ot 2011 r.; u3m. c Pemenue
Ne 14249 na BAC na Pb - 6p. 31 ot 2014 1.; 6p. 62 ot 2014 1., mom., 6p. 48 ot 2022 1., u3M., Op. 81
ot 2025 r.) Cnemudukauuure mo wi. § U 10 ce m3roTBiIT Ha 0a3za aHaIM3 Ha PA3MpPEICICHUTE
KOJMYeCTBAa Ha Jie4eOHUTE 3aBEACHMs Mpe3 NpeaxoiHaTa W TeKyllaTa rojauHa, Opod OOIHH,
OyakBaH Opoit OOIHHU.
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Yn. 12. (U3m. - IB, 6p. 7 ot 2010 r., B cuma ot 26.01.2010 r., 6p. 94 ot 2011 r.)
JlexapcTBeHHTE MPOAYKTH U MEAWIIMHCKUTE M3JCTHS 10 Ta3u Hapeada ce OCHTypsiBaT Bb3 OCHOBA
Ha JIOTOBOPH, CKJIFOUEHH IO pejia Ha 3aKoHa 32 00LIECTBEHUTE MOPHUKH.

Ui 12a. (Hos - JIB, 6p. 7 ot 2010 r., B cuna ot 26.01.2010 r., uzm., 6p. 89 ot 2010 ., B
cuna ot 12.11.2010 r.) Bp3 ocHoBa Ha mpenoctaBeHara uHpopManus mo wi. 30, 3asBKUTE U
otuetute 1o 4wi. 23 u 24 MUHHCTEPCTBOTO Ha 3/IpaBEONa3BaHETO pasIpeiesis MPONOPLHUOHATHO
JIEKapCTBEHUTE MPOAYKTH JO JIeUeOHUTE 3aBElICHUs, HANpaBWIM 3asBKUTE, B paMKHUTE Ha
JIOTOBOPEHUTE 3a TOJMHATA KOJIMYECTBA.

Y. 126. (Hos - JIB, 6p. 89 ot 2010 r., B cuna ot 12.11.2010 1.) (1) (U3m. — JIB, 6p. 62
ot 2014 r.) JlIokyMeHTHUTE 110 pea Ha Ta3u Hapeada ce U3TOTBSAT U MPEJCTABAT HA XapTUEH HOCHUTEI
WM B €JIEKTPOHEH BapHaHT.

(2) (M3m. — IIB, 6p. 62 ot 2014 r., gom., Op. 48 or 2022 r., u3m., Op. 81 or 2025 r.)
Cnenudukanuute mo wi. 8 u 10 ce U3roTBIT HA XapTHEH HOCUTEI.

Pa3nea Ia
(Hos — /IB, 0p. 29 ot 2021 1.)
YcioBus 1 pel 3a CKJIIYBAHE HA PAMKOBH CIIOPa3yMEHHUS 110
wi. 262, aj1. 14 ot 3akoHa 32 JiIeKAPCTBEHUTE NMPOAYKTH B
XyMaHHATAa MeIUIUHA

Yn. 128. (HoB — [IB, 6p. 29 ot 2021 1.) (1) (M3m. — IB, Op. 81 ot 2025 r.) 3a 3akynyBaHe
Ha JIEKapCTBEHW MPOAYKTH IO wi. 2, T. 1, 3a KouTo cToiHOCTTa mo ui. 45 or Hapenbara 3a
yCIOBHATA, MpaBWJaTa U pella 3a perylvpaHe W perucTpupaHe Ha IEHUTE Ha JIEKapCTBEHHUTE
MPOAYKTH C€ M3YHCISBA Ype3 TPyNupaHe, B KOETO HE y4acTBAT JICKAPCTBEHU MPOAYKTH HA JPYTU
IOpUTEXATeId Ha paspeuieHue 3a ynorpeba, MUHHCTEPCTBOTO Ha 3]paBEONa3BaHETO U
IPUTEKATEIUTE HA Pa3pellieHue 3a yIoTpeda WM TEXHU YI'bIHOMOIIEHH MIPEICTABUTENN €KETOAHO
CKJIIOYBAT PaMKOBHU cIlopasyMeHus mo ui. 262, an. 14 or 3JIIIXM oOTHOCHO MakcuMmaliHaTa
CTOMHOCT, 1O KOSITO ChbOTBETHUSAT JIEKAPCTBEH MPOJIYKT MOXKE J1a ce JocTaBs Ha MUHHCTEPCTBOTO
Ha 3/IpaBeOIa3BaHETO MO pPe/ia Ha 3aKoHa 33 00IIECTBEHUTE OPHUKH.
(2) Anunes 1 He ce mpuiara 3a TEHEpUYHMTE JICKApCTBEHH MPOAYKTH M 32 BAKCHHU 3a
3aBJDKUTEIHA UMYHU3AIlMM WM PEHMYHHM3AllM{, BAaKCHHHM 110 CIICIUATHU TIOKa3aHUS W TIpU
U3BBHPEHU OOCTOATENCTBA, CHEIU(PUUHU CEPyMH, UMYHOTJIOOYIMHM U JPYTHM OHONPOAYKTH,
CBBp3aHM ¢ NMpoQUIIaKTUKaTa Ha 3apa3HuTe 0O0JIECTH, ONpeeNieH! ¢ Hapeaoara no uwi. 58, ai. 2 ot
3akoHa 3a 3/paBeTo.

Un. 12r. (Hos — B, 6p. 29 ot 2021 r.) (1) (U3m. — B, 6p. 81 ot 2025 1.)
MUHHCTEPCTBOTO Ha 3[paBEONa3BAHETO €XKETrOJHO MPOBEXKAA JOTOBApsHE C MPUTEXKATEIUTE Ha
paspenieHusi 3a ynorpeba Ha JEKAPCTBEHHUTE MPOAYKTH MO Wi. 12B/TEXHU YITBIHOMOIICHU
MPEACTABUTENMN 3a OINpEAeNiIHE Ha MaKCHUMallHaTa CTOMHOCT mo wi. 262, an. 14 ot 3JIIIXM.
JloroBapsiHEeTO MPUKITIOYBA HE TO-KBCHO OT 15 aBrycT Ha ChOTBETHATA KaJeHJapHa rOINHA.

(2) MuHUCTEpCTBOTO Ha 37paBeONa3BaHETO €XKETroJHO MyOJIMKyBa Ha oduUIIMATHATA CU MHTEPHET
CTpaHMIIA TTOKaHa JI0 IPUTEKATEINTE HA pa3pelIeHUs 3a ynorpeda Ha JIEKapCTBEHUTE MPOYKTH 10
4. 12B/TeXHU YIIBIHOMOIIEHU TPEICTABUTEINN 32 MPEACTABSIHE Ha MPEJIOKESHHS 32 MaKCUMaTHATa
cToiHOCT 110 . 262, an. 14 ot 3JITIXM.

(3) Ilokanara 1o ai. 2 chabpxa:

1. agpecarute Ha MOKaHaTa;

2. IeKapCTBEHU MPOIYKTH MO0 4. 12B, 00EKT Ha JJOTOBAPSHETO;

3. KpaeH CpOK 3a MoJjaBaHe Ha MPEIOKCHUATA;

4. MSICTO Y Ha4YUWH 3a MOJaBaHEe Ha NMPEAJI0KEHUATA U JIUIIE 38 KOHTAKT — CIIy>KUTesl Ha M3.
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(4) B nBycenMuueH Cpok OT MyOJIMKyBaHE Ha MOKaHATa Mo al. | MpUTeXaTeNsIT Ha Pa3pelIeHHEeTO
3a ynorpe0a Ha JIEKapCTBEH MPOAYKT MO Wi. 12B/HErOB YI'BIIHOMOILEH MPEICTABUTEN IPEACTaBs B
MUHUCTEPCTBOTO Ha 3JpaBEOIa3BAHETO MPEIJIOKEHUE 3a CTOMHOCTTA 1Mo 4. 262, am. 14 or
3JIIIXM.

(5) KpMm npeqnnoxenusita mo ai. 4 npuTeKaTeanuTe Ha pa3pelieHus 3a ynorpeda Ha JIeKapCTBEHUTE
MPOAYKTH IO ajl. |/TeXHH yIbIHOMOIIEHU MPEACTAaBUTEIH MPEICTABST CICTHUTE JOKYMEHTH:

1. uaopmanysi OTHOCHO €IUHHUSA UACHTU(PHUKAIMOHEH KOJ Ha JIPYKECTBOTO WJIM KOOMepanusiTa ot
TBPrOBCKUS PETHCTBP, a 33 APYKECTBaTa, PETUCTPUPAHU B JbpKaBa — wieHKa Ha EBponeickus
Chbl03, WIM B JbpxkaBa — cTpaHa no CnopadymeHnuero 3a EBpomnenckoTo HKOHOMHYECKO
IPOCTPAHCTBO — KOMHE OT JOKYMEHT 3a aKTyajlHa perucTpanus [0 HaIMOHATHOTO
3aKOHOAATEJICTBO, M3/aJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa JIbp’kKaBa, HE MO-KHCHO OT 6
Mecela TIpeAd MOoJaBaHe Ha 3asBJICHUETO; MH(POpPMaLUsATa ce MPEAOCTaBs 3a IMpHUTEXATelIs Ha
paspeleHneTo 3a yrnorpeda, a ako MpeUI0KEHUETO Ce M0J1aBa OT YIIbIHOMOIIEH MPEICTaBUTEN — U
3a yII'BJIHOMOILIEHUS TIPEICTABUTEN,

2. MbJTHOMOIIIHO 3a Y4acTHE B JIOrOBapsHETO, B T.4. U 3a [0JIaBaHE Ha MPEAJIOKEHUE 32 CTOMHOCTTA
1o wi. 262, an. 14 or 3JIIIXM — ako npenoKeHUETO Ce M0AaBa OT YIIbJIHOMOIIEH IIPEICTaBUTEN
Ha TpUTEeXAaTelNs Ha pa3pelieHrneTo 3a ynorpeda; Koraro MbJIHOMOIIHOTO € U3JIaJICHO Ha Yy €3UK,
KbM HETO Ce Mpuiiara mpeBoj Ha OBITapCKH €3WK, U3BBPIICH OT MPEBOJAad, KONTO MMa CKIIOUEH
I0roBOp ¢ MUHHUCTEPCTBOTO Ha BBHINHUTE pa0OTH 3a U3BBPIIBaHE Ha O(UIIMATHU TPEBOIH; B
II'BJIHOMOIIHOTO CJIeBa Ja OBbJAaT MOCOYCHH KOHKPETHHUTE JIGKAPCTBEHU MPOJIYKTH MO Wi. 12B ¢
TEXHUTE MEXKIYHApPOAHU HEMATeHTHW HAUMEHOBAHHUS M THPrOBCKM HAaWMEHOBaHHS, 3a KOHUTO
MPEJCTABUTEIAT € YITHIHOMOIIICH;

3. Apyrd OTHOCUMU TOKYMEHTH.

(6) IlpennoxenusTa ce moaasar B 3BEHOTO 3a a/IMMHUCTPAaTUBHO 00CIyXKBaHe HA MUHUCTEPCTBOTO
Ha 3/IpaBEOIa3BaHETO B 3aledyaTaH HEMpOo3padyeH IUIMK C HEeHapylleHa ISIOCT, BbPXY KOWTO ce
MIOCOYBAT MOAATENAT U aPeC 32 KOPECTIOHICHITHSL.

Un. 12a. (HoB — JIB, 6p. 29 ot 2021 r.) (1) Pasrnexxnmanero Ha NpeIOXKEHUATA U
MPOBEXKIAHETO HA JOrOBapsHE MO Wi 12r ce Uu3BBpIIBA OT KOMHCHS OT CKCHEPTH OT
MUHHCTEPCTBOTO Ha 3paBEOIa3BaHETO, OINPEACICHAa ChC 3aloBe]] Ha MHUHHCThpa Ha
3/IpaBEOIa3BaHETO.

(2) B cbcTaBa Ha KOMHUCHSATA 33ABDKUTEITHO C€ BKIIOYBAT MPABOCIIOCOOEH IOPUCT, JTEKap/MarucThbp-
(hapMareBT U UKOHOMMCT.

(3) UnenoBere Ha KOMUCHSATA Ca JJIBKHH J1a Ma3sT B TaifHa 0OCTOATENCTBaTa, KOUTO Ca y3HAIIU BHB
BPB3Ka ChC CBOSITA paboTa B KOMHCHSATA, 32 KOETO IMOANMCBAT JEKITapaIys.

(4) Komucusra mo an. 1 u3pbpiiBa npoBepka Ha MOCTHITUWINTE MPEJIOKEHHUS 32 CHOTBETCTBUETO UM
C M3UCKBaHUWATA HA Hapeadara, KaTo MMa MPaBo Ja MOWCKA OT YYaCTHUK B €THOCEIMUYCH CPOK Ja
OTCTpPaHM YCTAHOBEHUTE HEPEAOBHOCTH W/WUIIU J1a IPEIOCTaBH JOMBIHUTENHA HHPOPMAITHS.

(5) AkO y4acTHUK HE OTCTPaHH HEPEIOBHOCTUTE W/WJIHM HE MPEIOCTABU M3WCKAHATA JIONBIHUTEITHA
uH(popMalig B OMpeAeNeHUs] CPOK, C€ CUMTa, Y€ 3a CHOTBETHUTE JIEKAPCTBEHU MPOJIYKTH HE €
JOTOBOpEHa MaKCUMaJTHA CTOMHOCT.

(6) Cnen u3BbpIIBAHE Ha MPOBEpPKATA MO all. 4 KOMHUCHATA MO all. | MPUCTHIIBA KbM MPOBEKIAHE HA
MIPETOBOPH C MPUTESIKATEITUTE HA Pa3pelIeHus 3a YIMoTpeOda/TeXHN YITBTHOMOIICH! TPEICTaBUTEIIN
0 TPEABAPUTEITHO OTIpeieTieH rpaduK.

Un. 12e. (Hos — IB, Op. 29 ot 2021 r.) (1) Cnex npukiItoyBaHe Ha JOTOBAPSHETO O II.
12r, an. 1 komucusita mo uia. 121, an. 1 U3roTBs MPOEKTH HA PAMKOBHU CIIOpPa3yMEHHs, KOUTO
MpEeACTaBs Ha TMPUTSXKATSIUTE HA pa3pelieHuATa 3a YIoTpeOa/TeXHH  YITBIHOMOIICHH
MPEACTaBUTENM 32 MOAIHC.

(2) PamxoBuTe criopazyMeHus no aji. 1 3aAbKUTENHO ChIBPIKAT:
1. (u3m. — 1B, 6p. 81 ot 2025 1.) JOrOBOpEHAaTa MaKCUMAallHA CTOMHOCT 32 €IMHUIIA KOJIMYECTBO Ha
AKTUBHOTO JIEKAPCTBEHO BEIECTBO M OMAKOBKA, /10 KOATO CHOTBETHUST JIEKAPCTBEH MPOIYKT T10 WI.
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12B Moxe na ce nmoctaBd Ha MHMHUCTEPCTBOTO Ha 3ApaBEOINa3BaHETO MO peAa Ha 3akoHa 3a
OOIIECTBEHUTE TOPHUKH;

2. ycIoBUSTa U pe/ia, 0 KOUTO C€ MPeIoCcTaBsi HHPOpMAIIHs MEKTy CTPAHUTE;

3. NMPOTHO3HHUTE KOJIMYECTBA W Oposi Ha OONHHWTE 32 BCEKH JICKAPCTBEH MPOIYKT, 32 KOWTO €
JIOTOBOpPEHA MaKCHMaJlHa CTOMHOCT.

(3) PamkoBuTe criopazymeHus 1o aji. | BiIu3ar B Cuila OT JlaTaTa Ha CKJIKOYBAaHE Ha JIOTOBOPUTE 3a
J0CTaBKa Ha JIEKAPCTBEHUTE MPOIYKTH MO ai. | u AelcTBaT A0 Kpas Ha U3II'BJIHEHHE Ha I0TOBOPUTE
3a JI0CTaBKa.

Y. 12x. (Hos — 1B, 6p. 29 ot 2021 r.) 3a leKkapcTBEHUTE MPOAYKTH 10 wi. 262, an. 12
ot 3JIIIXM MakcuMaJiHaTa CTOHMHOCT 10 Wi. 12B He MOXKe Ja ObJie MO-BHCOKAa OT CTOMHOCTTA,
ompejiesieHa B paMKOBOTO criopazyMeHue no 4ui. 262, an. 12 ot 3JIIIXM.

Uin. 123. (HoB — B, Op. 29 ot 2021 r.) JlekapcTBeHUTE MPOAYKTH IO 4jl. 12B, 32 KOUTO
HE € CKJIIOYEHO PaMKOBO cropasymeHue mo wi. 262, an. 14 or 3JIIIXM, He ce 3amiamar ot
MUHHUCTEPCTBOTO Ha 3paBEOINA3BAHETO.

Paznen 11
Pen 3a Ha3HayaBaHe Ha JiedyeHHUe, MPeANUCBAHE U OTIIYCKAHE
HA JIEKAPCTBEHM NMPOAYKTH, IPEeIHA3HAYEHH 32 JIeYeHHUe HA
3a00BaHuATA 1O WiI. 2, T. 1, 0OykBu "a'" u "0"
(3aru. u3m. - JIB, op. 7 ot 2010 r., B cuj1a ot 26.01.2010 r., op.
81 o1 2025 T1.)

Ui 13. (Jom. - JIB, 6p. 96 ot 2008 r., u3m., 6p. 7 ot 2010 r., B cuya ot 26.01.2010 1., Op.
81 ot 2025 r.) JIekapcTBeHuTEe NPOAYKTH 1O 4. 2, T. 1, OyxBu "a" u "0" ce mpenmucsar oT Jiekapw,
KOUTO TMIPHUTEXABAT CIEIUATHOCT MO TNpoduia Ha 3a00JsIBaHETO, pabOTEeIM B JIeYEOHHUTE
3aBe/IeHUs, KpailHH MOIy4aTeiy 1mo 4i. 206.

Uin. 14. (Jom. - B, 6p. 96 ot 2008 r., u3Mm., 6p. 7 ot 2010 r., B cuna ot 26.01.2010 1.) (1)
(M3m. - 1B, 6p. 94 ot 2011 r.) JlekapcTBeHUTE MPOAYKTH C€ IMpPENNUCBAT MO MPEUIOKEHUE Ha
nekapss mo wi. 13, KoeTo ce ogo0psBa OT KOMHCHS B CHhCTaB OT Hai-MaJKO TpHUMa JIEKapH,
ofpezieNieHa ChC 3amoBe]] Ha phKOBOAMUTENS Ha Ie4eOHOTO 3aBe/ieHre. 3a CBOsiTa paboTa KOMUCHSTA
M3rOTBS MMPOTOKOJ 10 00pasel] chriacHo mpuiioxkeHne Ne 3, KOWTO Bayky 3a CpPOK JI0 LIECT Mecela.
(2) Tlpeanucanute nekapCcTBEHU MPOAYKTHU MO aj. | ce BOHCBAT B ChOTBETHATA JOKYMEHTAIIHS T10
ai. 6 1 B KapTa Ha MalueHTa o oopasel] CbriaacHo npuioxenune Ne 4.
(3) (Orm. - 1B, 6p. 94 o1 2011 1.).
(4) (Ot™m. - 1B, 6p. 94 oT 2011 1.).
(5) (U3m. - 1B, 6p. 94 ot 2011 r., oT™., Op. 65 oT 2018 1.).
(6) JlexapsT 1o mpoduia Ha 3a00JIBaHETO, pabOTel] B ChOTBETHOTO JIEYEOHO 3aBE/IEHUE - KpPacH
MOJTydaTes Mo 4i. 20, BIMCBA JICUSHUETO Ha MallMeHTa B MEIUIIMHCKATa JOKYMEHTAIIHS:
1. (m3m. - 1B, Op. 94 ot 2011 r.) 3a mauueHTH, KOUTO c€ JIEKYBaT pU aMOyJaTOPHHU YCJIOBUSA - B
nuuHaTta amOynaropHa kapra (JIAK Omanka Ha M3 Ne 110) u B MEAMIIMHCKO JIOCHE, KOETO ce
ChXpaHsBa B JICUCOHOTO 3aBE/ICHHUE;
2. (m3m. - IB, 6p. 94 ot 2011 r., 6p. 62 ot 2014 r.) 3a cranuoHapHo Oonuu - B "Hctopus Ha
3abonsBaneTo" (Omanka Ha M3 Ne 100).
(7) (Homa - /IB, 6p. 89 ot 2010 r., B cuma ot 12.11.2010 r.) Jlekapsar mo an. 6 u3BBpIIBa
nocJieBailo HaOI0JeH!e Ha MallueHTUTe, Ha KOUTO ca OTIYCHATH JIEKapCTBEHH MPOIYKTH 10 penia
Ha Ta3u Hapezaoda.
(8) (Homa - /IB, 6p. 89 ot 2010 r., B cuna ot 12.11.2010 r.) 3a pe3ynTaTuTe OT JICUCHHETO JIEKAPSIT
1o aJji. 6 MepUOANYHO yBEAOMsIBAa KOMHUCHUTA 110 wi. 14, an. 1.
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Y. 15. (U3m. - IB, 6p. 7 or 2010 1., B cruta ot 26.01.2010 r., 6p. 89 ot 2010 1., B cuna
or 12.11.2010 r., ot™., Op. 94 ot 2011 T.).

Y. 16. (U3m. u gom. - [IB, 6p. 7 ot 2010 1., B cruta ot 26.01.2010 r., ot™., 6p. 94 ot
2011 r.).

Y. 17. (U3m. - IB, 6p. 7 ot 2010 1., B cmma ot 26.01.2010 r.) (1) [IpoTokonute mo 4iI.
14, an. 1 ce U3rOTBAT B /IBa €K3EMIUIAPA, KaTO I'BPBUAT CE€ ChXPAHsBA B allTEKaTa, KOSITO OTIIycKa
JIEKapCTBEHUTE MIPOAYKTH, a BTOPUSAT Ce MpUlara KbM MEJUIIMHCKATa JOKyMEHTalus 1o 4i. 14, an.
6.
(2) (Ot™m. - 1B, 6p. 89 o1 2010 1., B cruta ot 12.11.2010 1.).
(3) HomepbT Ha mpoTOKOIA, KAaKTO M HAUMEHOBAaHUSATA, JIEKApCTBEHATa (popma, KoJIMuecTBara M
HauMHBT Ha yNoTpeda Ha MpeNlUCaHHUTe IO pela Ha Ta3u Hapeada JeKapCTBEHH MPOIYKTH ce
BIKCBAT B MEAUIIMHCKATA IOKYMEHTalus 1o wi. 14, an. 6.

Y. 18. (U3m. - [IB, 6p. 7 ot 2010 1., B cuna ot 26.01.2010 r.) U3ganenure nmpoToKoau
no wi. 14, an. 1 ce BnucBar B >KypHall CbhIVIACHO npuioxeHue Ne 6, KOWTO ce cbXpaHsiBa B
7e4eOHOTO 3aBE/ICHUE.

Ui 19. (U3m. - JIB, 6p. 16 ot 2006 1., 6p. 7 oT 2010 1., B crmia ot 26.01.2010 ., oT™., Op.
94 ot 2011 1.).

Un. 20. (1) (U3m. — AB, 6p. 62 ot 2014 r.) JIekapCTBEHUTE MPOTYKTH, KOUTO CE U3MTUCBAT
3a JICUCHHE Ha CTAIIMOHAPHO OOJIHUTE MAlMEHTH, CE U3IKMCBAT C JICKAPCTBEH JIUCT ChIiacHo wi. 30a
ot Hapen6a Ne 4 ot 2009 r. 3a ycioBuaTa U pefa 3a MpearucBaHe U OTIIYCKaHE Ha JICKAPCTBEHU
npoayktu (B, 6p. 21 ot 2009 r.).

(2) (M3m. - [IB, 6p. 94 ot 2011 1.) JIekapcTBeHUTE IPOAYKTH 32 OOJTHUTE HA aMOYJIaTOPHO JICUCHUE
Ce UBMHCBAT C pELeNTa ChrIacHo mpuioxkeHue Ne 8, KOSTO ce M3haBa B JIBa €K3EMIUISIpa U €
BaJMIHA 32 CPOK 15 OHM OT fgarara Ha W3naBaHeTo . [IBpBUAT eK3eMIUIIp ce ChbXpaHsiBa B
afnTekaTa, a BTOPUAT - B CYETOBOJACTBOTO Ha CHOTBETHOTO JeueOHO 3aBeneHue. CpoKbT Ha
ChbXpaHEHHE Ha PEIENTUTE € 5 TOANHHU.

(3) (U3m. - JIB, 6p. 7 oT 2010 1., B cuma ot 26.01.2010 1., oT™., Op. 94 o1 2011 1.).

(4) (U3m. - [IB, Op. 7 ot 2010 1., B cuma ot 26.01.2010 1., oT™., Op. 94 o1 2011 1.).

Yn. 21. (Jom. - [IB, 6p. 96 ot 2008 r., u3m., 6p. 7 ot 2010 r., B cuna ot 26.01.2010 1.) (1)
(M3m. - JIB, 6p. 94 ot 2011 r.) JlekapcTBeHUTE MPOAYKTU 3a MALMEHTH, KOUTO C€ JIEKyBaT MpHU
aMOynaTOpHHU YCIIOBHA, MO Ta3W Hapeabda ce OTMyCKaT OT anTeKkaTa KbM ChOTBETHOTO JIEUYEOHO
3aBeJICHHE - KpaeH IOJIyJaTell o Wi. 20, cpelly MpeIcTaBeHa perenTa U JInJHa KapTa (1acriopT) Ha
JTUIETO, KOETO TH MOJIyyaBa, M Ha MalMeHTa, 32 KOrOoTO ca MpeIucaHu.
(2) (U3m. - JIB, Op. 94 ot 2011 r.) Ha oOparHaTa cTpaHa Ha pelenrtara ce 3alucBar JaHHUTE OT
JTUYHATa KapTa (MacmopT) Ha MalueHTa U Ha Toiy4aTels, KOoraTo JeKapCTBEHUTE MPOAYKTH HE ce
MOJTy4YaBat JIMYHO OT TAIMeHTA.
(3) JlekapcTBeHUTE MPOAYKTH MO Ta3u Hapenda 3a CTAllMOHAPHO OOJHH Ce€ OTMYyCKaT OT amnTekaTa
KbM CBOTBETHOTO JIeYeOHO 3aBEJCHHE - KpaeH Moy4aTes Mo 4. 20, Cpelly MpeCcTaBsHEe Ha

JICKApCTBCH JIUCT.
(4) (Otwm. - JIB, 6p. 94 or 2011 T.).

Un. 22. (1) (U3m. - IB, 6p. 7 ot 2010 r., B cuna ot 26.01.2010 r.) KonuvectBoTo Ha
M3MHCAaHUTE JIEKAPCTBEHU MPOJYKTH MOXKe /1a ObJie 3a Cpok He noseye oT 30 AHHU.
(2) (U3m. - [IB, 6p. 7 ot 2010 1., B cuita ot 26.01.2010 r.) M3nucBaHeTo Ha JeKapCTBEHH MPOIYKTH
3a CpoK, mo-aeabr oT 30 1gHU, ce o100psiBa OT PHKOBOAUTENS Ha JIEYeOHOTO 3aBEICHHE IO
NpeUIoKEHNE Ha KOMUCHUSATA, U3/iajia IPOTOKoIUTe 1Mo wi. 14, am. 1.
(3) (U3m. - IB, Op. 7 o1 2010 1., B cuna ot 26.01.2010 r.) JlekapcTBeHUTE MPOIYKTH MO al. 2 MOrat
Jla ce U3MMCBAT 32 CPOK HE MO-ABJIBI OT J[BA Mecella.
(4) (Hosa — JIB, 6p. 65 ot 2018 r.) JIekapcTBeHHTE MPOAYKTH MOTAT JIa C€ MPEITUCBAT 3a CPOK TPH
Mecella Ha MAIlMeHTH B CTAOMITHO ChCTOSIHUE, KOETO HE MU3MCKBA €KEeMeCceueH KOHTPOI.
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Paszpea 111
OTYeTHOCT U KOHTPOJI

Ui 23. (M3wm. - 1B, 6p. 48 ot 2006 r., nom., 6p. 96 ot 2008 r., uzm., 6p. 7 ot 2010 ., B
cuna ot 26.01.2010 r., 6p. 89 ot 2010 r., B cmma ot 11.12.2010 r.) (1) 3a mosy4yaBaHe Ha
HEOOXOIUMUTE TIPEANMCAHU KOJUYECTBA JICKAPCTBEHU IMPOIYKTH JCUCOHUTE 3aBEACHUS WU3TOTBST
3asBKH 110 00paser] cbriacHo npuioxkerune Ne 10.

(2) (U3m. - 1B, 6p. 94 ot 2011 r.) 3asBkute mo an. 1 ca 3a CpoK JBa Mecela U ce M3Mpamnar B
MUHHUCTEPCTBOTO Ha 3/1paBEOIa3BaHETO /10 5-0 YHCIO Ha Mecella, MPeAaX oK Iall Iepruoaa, 3a KOHTo
Ce U3rOTBA 3asBKAaTa.

(3) (HoBa — [IB, 6p. 65 ot 2018 r.) 3asBkuTe Ha Je4eOHUTE 3aBEJCHUS, B KOUTO C€ MPEITHUCBAT
JIEKapCTBEHUTE IPOAYKTH 110 pefa Ha wil. 22, ai. 4, ca 3a CPOK TpH Mecela.

(4) (U3m. - OB, 6p. 94 ot 2011 r., mpemumua an. 3, 6p. 65 or 2018 r.) MHUHUCTBPBHT Ha
3/IpaBEONAa3BaHETO MOXKE ChC 3aMOBEN Ja ONpeAeIr KOHKPETHHU JIEKAPCTBEHU MPOAYKTH, 32 KOUTO
3asBKUTE MO ai. | ce M3rOoTBAT 3a CPOK €AMH Mecell M ce u3mpamar B MHUHHUCTEPCTBOTO Ha
3[IpaBEOIa3BaHETO JI0 5-0 YKCIIO HA MEceIa, MPeAX KAl Ieproa, 32 KOUTO ¢e U3TOTBS 3asiBKaTa.
(5) (Ilpegumina an. 4 — 1B, 6p. 65 ot 2018 r.) 3asBkuTe MO an. 1 ce U3rOTBAT OT PHKOBOAMUTENS Ha
anTeKkaTra KbM JIEYeOHOTO 3aBeJCHUE CIIe/] ChIilacyBaHe ¢ Jiekapute 1o wi. 13 u 14 u ce moanmucsar
OT PBKOBOJIUTENS MYy WJIH YIBIHOMOIIEHO OT HEro Julle. 3a JOCTOBEPHOCTTa Ha 3asBKUTE
OTTOBOPHOCT HOCSIT PHKOBOJIUTEINAT HA JIEUCOHOTO 3aBeIeHNE U PHKOBOJUTEIST HA allTeKaTa.

(6) (U3m. — IB, Op. 62 ot 2014 r., npenumHa an. 5, 6p. 65 ot 2018 r.) 3asBKUTE 32 KOJIHYECTBA
JIEKapCTBEHH MPOIYKTH, O-TosieMH OT 10 % B cpaBHEHHE C TPEAXOIHUS IIEPHOJ, CE apryMEHTHPAT
MUCMEHO.

(7) (Ot™. ¢ Pemmenne Ne 14249 na BAC na Pb - /IB, 6p. 31 ot 2014 r.; npeaumna an. 6, 6p. 65 ot
2018 r.).

Un. 24. (1) 3a nonydeHuTe M M3Pa3XOABAaHU KOJIMYECTBA JIEKAPCTBEHH IPOIYKTH
nedeOHUTE 3aBEACHUS U3TOTBAT OTYETH 10 00pasell chriacHo npuioxenue Ne 11.
(2) (A3m. - AB, 6p. 7 ot 2010 r., B cuna ot 26.01.2010 r., 6p. 89 ot 2010 r., B cuna ot 12.11.2010
r.) Otuetute mo anm. 1 ca 3a cpok JBa Mecelma M ce€ H3Mpamar B MMHHCTEPCTBOTO Ha
3/IpaBeoIla3BaHeTo /0 5-0 YUCIIO Ha Mecela, MPeaX0o/all epruo/ia, 3a KOMTO ce U3roTBs 3asBKaTa.
(3) (HoBa — JIB, 6p. 65 ot 2018 r.) OTueTnte Ha JeUeOHUTE 3aBEACHUS, B KOUTO ca MPEANUCaHU
JIEKAapCTBEHH MPOAYKTH IO pefa Ha 4i. 22, an. 4, ca 3a CPOK TpU Mecella U ce H3Ipamiar B
MUHHUCTEpCTBOTO Ha 37paBeora3BaHETO MO pefa Ha aj. 2 Mo o0pasel] ChriIacHO MpuiioxeHne No
I1a.
(4) (Hosa - /IB, 6p. 48 ot 2006 r., u3m., 6p. 7 ot 2010 1., B cuna ot 26.01.2010 r., 6p. 89 ot 2010
r., B cuia ot 12.11.2010 r., mpeaumna an. 3, uzMm., 6p. 65 or 2018 r.) Otuerute Mo an. 1 3a
JIEKapCTBEHHUTE MPOAYKTH MO wi. 23, an. 4 ce U3roTBIT 3a CPOK €IMH MecCeI] M Ce W3Mpamiar B
MUHHUCTEPCTBOTO Ha 3/1paBEOIa3BaHETO JI0 5-0 YUCIO Ha Mecella, MpeaX oK Iall Ieprojia, 3a KOHTo
Ce M3TOTBS 3asBKaTa.
(5) (IMpeaumna an. 3 - JIB, 6p. 48 ot 2006 r., u3Mm., 6p. 89 ot 2010 r., B cmma ot 12.11.2010 r.,
npenuirHa an. 4, goi., 6p. 65 ot 2018 r.) OtuetnuTte no an. 1 U 3 ce U3TOTBAT OT PHKOBOAMTENS Ha
anTeKaTa KbM JIEYeOHOTO 3aBEJCHHE M Ce MOJINNCBAT OT PHKOBOIUTENS Ha JIe4eOHOTO 3aBe/IeHUE
WM YI'BIHOMOIIIEHO OT HEro JHUIEe. 3a IOCTOBEPHOCTTa Ha OTUYETHTE CHIIUTE HOCAT ChOTBETHATA
OTTOBOPHOCT.

Yn. 25. (U3wm. - [IB, 6p. 7 ot 2010 1., B cuma ot 26.01.2010 1., ot™., 6p. 94 oT 2011 1.).

U 26. 3asBKUTE 110 WI. 23 ¥ OTYETUTE IO WI. 24 ce ChXPaHIBaAT B JICUCOHOTO 3aBEACHUE
3a CPOK 5 TOJUHH.

Un. 27. (U3m. - [IB, 6p. 7 ot 2010 1., B cuma ot 26.01.2010 1., oT™., Op. 62 o1 2014 1.).
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Y. 27a. (Hos - JIB, 6p. 7 ot 2010 r., B cuna ot 26.01.2010 r., mom., 6p. 94 ot 2011 r.;
u3M. ¢ Pemmenne Ne 14249 na BAC na Pb - 6p. 31 ot 2014 1.; 6p. 62 ot 2014 r., u3M. u pom., 6p. 65
ot 2018 ., u3m., 6p. 73 ot 2020 r., 6p. 81 ot 2025 1.) (1) 32 HEOOXOAUMHUTE JIEKAPCTBEHU MPOTYKTH
U MEIUIMHCKH u3lenus mo wi. 2, T. 1, OykBa "B" m T. 2 ce momaBa uHpoOpMaIus 0
MUHHUCTEPCTBOTO Ha 3/[paBEONa3BaHETO YpPE3 U3TOTBSHE HA FOJMIIHA 3asBKa M0 00pa3zell Chr-1acHO
npuiokenne Ne 116 oT ppKOBOAUTENS HA CHOTBETHOTO JICUEOHO 3aBECHHE, OMPENIEICHO 3a KpacH
roJIydaTen 1o pena Ha ui. 20. ['oauiHaTa 3asBKa ce u3roTss Ha 0a3a aHaIu3 Ha Pa3NpeesICHUTE U
pa3XOJBAaHUTE KOJMYECTBA JIEKAPCTBEHU NPOAYKTH M MEIULMHCKU H3ICIHUS OT JIeYCOHUTE
3aBe/ieHus Ipe3 MpeaxoaHaTa ToANHA.
(2) l'oguuinata 3asiBKa Mo aj. 1 ce u3roTsi OT PbKOBOJAUTENS HA ChOTBETHOTO CTPYKTYPHO 3BEHO, B
KOETO Ce MpuJjarar JeKapCTBEHUTE MPOIYKTH U MEIUIIMHCKU H3Aeus 1o 4wi. 2, T. 1, OykBa "B" u T.
2 ¥ ce MOJNUCBA OT PbKOBOJUTENS HA JIEUEOHOTO 3aBEACHUE WIIM YIIBJIHOMOIIEHO OT HErO JIMIIE.
(3) Jleuebnute 3aBeneHuss — KpailHU MOJIy4YaTenu Mo wi. 20, Moxy4yaBar JEKapCTBEHUTE MPOIYKTH U
MEAWIMHCKN w3Aenus mo wi. 2, T. 1, OykBa "B" u T. 2 BB3 OCHOBAa HAa M3TOTBEHO T'OJUIIIHO
pasnpeeneHue OT €KCIEPTHUSA ChBET MO MEIMIIMHCKaTa crnenuanHocT "Hykieapna menuiuHa",
Ch3JIaJIeH 1o peaa Ha wi. 6a, ai. 1, T. 1 oT 3akoHa 3a 3/1paBeTo.
(4) 3a momy4yeHHTE U U3PA3XOABAHH KOJIMYECTBA JIEKAPCTBEHU MPOAYKTU U MEIUIIUHCKUA HU3AETUSI
nmo ui. 2, T. 1, OykBa "B" u T. 2 neyeOHUTE 3aBEACHMSI, KpallHU MOIydaTead Mo 4. 20, U3rOTBAT
OTYETH 1O 00pasel] chriiacHo npuioxenue Ne 11B.
(5) Oruerure mo an. 4 ca 3a CpoK JBa Mecela M ce u3mpamaT B MUHUCTEPCTBOTO Ha
3JIpaBeoIIa3BaHeTo J0 5-0 YKCIIO Ha Mecella, CIeABAIl U3THUYAHETO HA OTYETHHUS IIEPHO/.
(6) Oruerure no an. 4 ce U3rOTBAT OT PHKOBOAUTENSI HA CbOTBETHOTO CTPYKTYPHO 3BEHO, B KOETO
ce Ipujiarar MoJy4eHUTe JeKapCTBEHH MPOAYKTH U METUIIMHCKHU W3enus mo uwi. 2, T. 1, Oyksa "B"
U T. 2, ¥ C€ MOJNUCBAT OT PHKOBOAMUTEIS HA JICUEOHOTO 3aBEJCHUE WU YITBIIHOMOIIEHO OT HETO

JIMIIC. 3a JAOCTOBCPHOCTTA HA OTUCTUTC CHIIHUTE HOCAT CbOTBETHATA OTTOBOPHOCT.

Un. 28. (U3m. - IB, 6p. 7 ot 2010 r., B cuiia ot 26.01.2010 1., ot™., 6p. 89 oT 2010 1., B
cuna ot 12.11.2010 1.).

Ui, 29. 3a noanomaraHe Ha J€HHOCTTa MO peAa Ha Ta3W Hapenda KbM MUHUCTbpa Ha
3/IpaBeONa3BaHETO MOTaT JIa Ce Ch3/1aBaT KOHCYJITATUBHU ChBETH.

Ui 29a. (Hos - JIB, Op. 48 ot 2006 1., u3m., 6p. 7 ot 2010 r., B cuna ot 26.01.2010 r.,
0TM., Op. 37 oT 2016 1.).

Ui 30. (1) (U3m. - B, 6p. 89 ot 2008 r., gom., 6p. 96 ot 2008 r., u3m., 6p. 7 ot 2010 1.,
B cuia ot 26.01.2010 r., 6p. 29 ot 2021 1., 6p. 81 ot 2025 1.) JIeueOHUTE 3aBeACHUS, ONPEIEIEHU
3a KpallHU MOJy4aTeau Ha JIEKapCTBEHUTE MPOAYK-TH o wi. 2, T. 1, OykBu "a" u "0", momasar
uHpopManus Ype3 U3roTBsIHE Ha FOJIMIIIHA 3asBKa 0 o0pasell chriaacHo npuioxkeHue Ne 12 3a 6pos
OOJIHM OT CHOTBETHHTE 3a00JISIBAaHMS 32 MPEIXOHATa KaJeHJapHa IOJIHa, OYakBaH Opoil OOIHH U
HE00XO0AMMUTE KOJIMYECTBA JIEKAPCTBEHU MPOJIYKTH 3a ClieABalaTa rojnHa.
(2) (U3m. - [IB, 6p. 7 ot 2010 1., B cuta ot 26.01.2010 r., oT™., Op. 94 oT 2011 1.).
(3) (Jom. - IB, 6p. 96 ot 2008 r., u3m., 6p. 7 ot 2010 r., B cuna ot 26.01.2010 ., 6p. 89 ot 2010 1.,
B ciia ot 12.11.2010 ., O6p. 94 ot 2011 r.) PrkoBoguTenMTE HA Je4eOHUTE 3aBEICHUS - KpallHU
nojyyarenu mo wi. 206, TpsOBa Ja pasmonaraT ¢ MHQOpPMAaLuUsA 3a €XKEeMECeUHHUs pazxoJ Ha
JICKApCTBEHUTE MPOAYKTH, KaKTO W 3a Oposi HA HOBOOTKPUTHTE W TOYMHAIHWTE TMAIlMEeHTH. Ta3n
uHpopManua ce mpefocTaBs Ha MUHHCTEPCTBOTO Ha 3JpaBeorna3BaHeTo M Ha HarnumonanHus
HEHTHP MO 0OIIECTBEHO 37JpaBe M aHAIN3H PETYISIPHO U TIPU TIOUCKBAHE.

Yn. 31. (Otm. - IB, 6p. 94 ot 2011 1.).

Un. 32. (Hom. - AB, 6p. 96 ot 2008 1., u3m., 6p. 7 ot 2010 1., B cuna ot 26.01.2010 r.,
O0TM., Op. 89 o1 2010 1., B cuma ot 12.11.2010 1.).
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Y. 33. (Hos - JIB, 6p. 89 ot 2008 r.) (1) 3a moixyuaBaHe Ha HEOOXOAUMHUS JIEKAPCTBEH
OPOAYKT MO wiI. 2a, an. | sedeOHUTE 3aBEACHUS M3TOTBAT 3asiBKM 1O OOpasell ChITIACHO
npuiioxkenue Ne 14,
(2) (M3wm. - ]IB, 6p. 89 ot 2010 1., B cuma ot 12.11.2010 r., 6p. 62 ot 2014 r.) 3asBkuTe 10 an. 1 ca
3a CpOK JBa Mecela U ce u3mpamar B MHUHHCTEPCTBOTO Ha 3[paBEOIa3BaHETO 10 5-0 YMCIO Ha
Mecela, MpeIx0xkKaall Mepruoia, 3a KOUTO ce U3TrOTBs 3asBKAaTa.
(3) (U3m. - ]IB, 6p. 89 ot 2010 1., B crura ot 12.11.2010 1., 6p. 49 ot 2012 1.) 3asBKuTe 110 1. 1 Ce
M3TOTBAT OT PBKOBOJMTENS HA MPOrpaMa 3a JICYEHUE C aTOHUCTH U arOHUCTH-aHTarOHUCTH Ha JINIIA,
3aBUCHMMHM KbM ONHOWIM, IOAMHUCBAT C€ OT HEro WIM YIBIHOMOIIEHO OT Hero Juie. 3a
JOCTOBEPHOCTTA Ha 3aBKUTE CHIIUTE HOCAT ChOTBETHATA OTTOBOPHOCT.
(4) (U3m. — IB, 6p. 62 ot 2014 r.) 3asBKuTE 3a KOJIMYECTBA JieKapcTBa, mo-roiemu ot 10 % B
CpaBHEHHE C NMPEIXOJHHS EPUO]I, CE APTYMEHTHUPAT TUCMEHO.
(5) (Homa - /IB, 6p. 49 ot 2012 r., u3m., Op. 65 ot 2018 r.) 3asBkute 3a nmosmydaBane Ha methadone
hydrochloride ce wu3roTBsT, Kato HEOOXOAMMHUTE KOIMYeCTBa HE TpsOBa Ja HaJBUIIABAT
CeIMUYHUTE CcOOpPOBE Ha AHEBHUTE JO3M 3a JBYMECEUHO JICUEHHE HA BCUYKM MAllMEHTHU B
mporpamara, 3aeIHO C pe3epB, onpezeneH no peaa Ha wi. 13, an. 2 ot Hapen6a Ne 2 ot 2012 1. 3a
yCIOBUSITA W pela 3a OCHIIECTBABAHE HAa MPOrpaMu 3a JICYEHUE C aroHUCTH M aroHUCTH-
AQHTAaroHMUCTH HA JIUIA, 3aBUCUMH KbM ontmonu ([IB, 6p. 49 ot 2012 1.).

UYn. 34. (Hos - B, Op. 89 ot 2008 r.) (1) 3a mony4yeHute U U3pa3xoABaHU KOJIUYECTBA
JICKApCTBEHH MPOAYKTH JICUeOHHTE 3aBENCHUS MO wWi. 2a, al. | HM3TOTBAT OTYETH NO 0Opasern
ChIy1acHO npuitoxkeHue Ne 15.

(2) (U3m. - IIB, 6p. 89 ot 2010 r., B cuna ot 12.11.2010 r.) Otuerure mo an. 1 ca 3a cpok aBa
Mecella ¥ ce u3mnpamar B MHHHCTEPCTBOTO Ha 3JIpaBEOla3BaHETO OO 5-0 YHMCIO Ha Mecela,
MpeIX oK Ialll Tepruoa, 3a KOMTO ce U3rOTBs 3asBKaTa, Ha €JICKTPOHEH HOCUTEI.

(3) (M3m. - 1B, 6p. 89 ot 2010 r., B cuna ot 12.11.2010 r., 6p. 49 ot 2012 r.) OTuerute no an. 1 ce
M3TOTBAT OT PHKOBOJMTEINS HA IPOTpaMa 3a JICYCHUE C arTOHUCTH M arOHUCTH-aHTarOHWCTH Ha JINIIA,
3aBUCHMMH KbM ONHOWIM, IOAMHUCBAT C€ OT HEro WM YIBIHOMOIIEHO OT Hero nuie. 3a
JOCTOBEPHOCTTA Ha 3aABKUTE CHITUTE HOCAT ChOTBETHATA OTTOBOPHOCT.

INPEXOAHA PA3IIOPE/IBA
(Homa - J/IB, 0p. 100 ot 2010 r., B ciaa ot 1.01.2011 r.)

[Taparpad emuncten. (Hos - JIB, 6p. 100 ot 2010 r., B cuna ot 1.01.2011 1.) (1)
Komucusita o 4. 2, an. 2 B IETAHEBEH CPOK OT BJIM3aHE B CUJia Ha HapeadaTa MpUBEXkaa CIHCHKA
C KOHKPETHUTE 3a00JsBaHus, Kiacupuimpanu no MexayHapoaHaTta kiacudukaius Ha 0ojecTure
(MKB), nekapcTBeHUTE MPOIYKTH MO MEXKIYHAPOJIHO HEMATEHTHO HAMMEHOBAHME M JIEKApCTBEHA
¢dopMa 3a jeueHHMeTo Ha Te3u 3a00JIABaHMS U AITOPUTMUTE Ha JIeYeHHE Ha 3a00JIIBaHUATA C
JIEKapCTBEHHUTE MPOAYKTH B CHOTBETCTBUE C Ta3u Hapea0a U MUHHCTHPHT HA 3[PaBEONa3BaHETO IO
YTBBPK/1aBa.

(2) (Jom. - AB, 6p. 13 ot 2011 r., B cuna ot 1.02.2011 r.) 3a mecen siHyapu u depyapu 2011 r.
JIEKapCTBEHUTE MPOJAYKTH MO Wi. 2, an. 1, T. 2 u 4 ¥ JNeKapCTBEHUTE MPOAYKTH 3a MOIAbprKaIla
XOpMOHATHA Tepamnus ce MPeANnucBar, OTMYyCKaT, 3aIulaimar M pa3npenensT Ha JiedeOHUTe
3aBe/IeHus - KpallHU MOJTy4yaTeNy, IO JOCETalllHUsS Pel.

(3) (Homa - IIB, 6p. 18 ot 2011 r., B cuna ot 28.02.2011 r.) Hanuunute B neueOHUTE 3aBEICHHUS -
KpaiHM noxy4aTtenu, KbM 1 MapT 2011 r. lekapcTBEHU NPOAYKTH, IPEIHA3HAYECHH 32 JICUCHHE Ha
CBhCTOSTHUS CJI€Jl TPAHCIIAHTAIMS HA THKAHW W OPTaHW, PEAKU 3a0O0NsBaHUS W 3a MOAABpKaIia
XOpMOHAJHA Tepamusi, ce MPEANUCBAT W OTIIYCKaT IO JOCETalllHWS Pel 10 HW3YepIriBaHe Ha
KOJIMYecTBaTa.
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JOII'bJHUTEJIHA PA3SITIOPEIGA

§ 1. ITo cMuchIa Ha Ta3u Hapenoa:
1. (M3m. - 1B, 6p. 89 ot 2008 1.) "O6mecTtBeH GoHn" € myObJnyHa HHCTUTYIUSA, KOSITO C IyOJIMYHA
CpEIICTBA OCUTYPSIBA JOCTBII JIO JICUCHUE H/HIIM KOSITO ChOMpa U pa3npeness 3paBHOOCUTYPUTEITHN
BHOCKU M 3/PaBHOOCUTYPHUTEIHU MPEMUM 3a 3/IpaBHU JIEHHOCTU, YCIYT'H U CTOKH, 332 Hal-TOJSIM
Opoii 3ApaBHOOCUTYPECHH JIUIAa HA TEPUTOPUITA HA ChOTBETHATA CTPAHA.
2. (Otwm. - ]IB, 6p. 7 o1 2010 1., B cuna ot 26.01.2010 1.).
3. (Hosa - 1B, 6p. 89 ot 2008 r., u3m., 6p. 7 ot 2010 r., B cmita ot 26.01.2010 r., 6p. 94 ot 2011 1.,
op. 62 ot 2014 1., 6p. 92 ot 2019 r., B cuna ot 22.11.2019 r., gom., 6p. 73 ot 2020 r.) "ChuTUAT
JIEKapCTBEH MPOJYKT" € JIGKApCTBEH MPOAYKT B ChINaTa JIeKapCTBEHA ¢GopMa, ChIbpXKaHUE HA
aKTUBHOTO BEIIECTBO M Ha ChIIMS MPOU3BOAMUTEI/IPOU3BOJUTENN, BIUCAH/BIUCAHU B
paspeimieHueTo 3a ymnoTtpeba/pemieHnero Ha EBporelickara KOMHUCHS, W3IAJCHO 1O peaa Ha
Pernament (EO) Ne 726/2004 na EBponeiickus mnapiameHT W Ha CbBeTa, 3aluiamiaH oOT
obmiecTBeHuTe (POHIOBE HA CTPAHUTE, TOCOYCHHU B Wi. 7, an. | u an. la, u BkitodeH B [lo3utuBHUS
JIEKApCTBEH CHUCHK MO 4i. 262, ain. 6, T. 3 oT 3aKoHa 3a JIEKQPCTBEHUTE MPOJIYKTU B XyMaHHATa
MEIHIIIHA.
4. (HoBa - JIB, 6p. 7 ot 2010 r., B cuna ot 26.01.2010 r., u3m., 6p. 21 or 2010 r., B cuna ot
16.03.2010 r., 6p. 94 ot 2011 r.) "JleueOHO 3aBe/eHUE - KpacH Moay4yaTen" € Je4eOHO 3aBe/ICHHE,
KOETO OTTroBapsi Ha KpUTEpUHUTE MO 4wi. 20, ai. 2 ¥ UMa CKIIIOYEH JOroBOp ¢ MUHUCTEPCTBOTO Ha
3JIpaBEOITa3BaHETO 3a MOTYYaBaHE HA JIGKAPCTBEHU MPOAYKTH WU MEAWIIMHCKU W3JIEIHS 10 pesa
Ha Ta3W Hapeaoa.

INPEXOJHU U 3AKTIOYUTEJHU PA3IIOPE/IBA

§ la. (HoB - IB, 6p. 95 ot 2006 r.) (1) JlekapcTBeHUTE MPOAYKTH MO WI. 2, ajl. 2,
paspemenu no pena Ha Permament (EC) 726/2004 u mputekaBaiiy paspelieHue 3a ynorpeoda,
M3/IaJICHO 0 pela Ha 3akoHa 3a JIeKapcTBaTa M anTeKuTe B XyMaHHata meauiuHa (3JIAXM),
KaHJMJATCTBAT 3a Bh3JlaraHe Ha o0llecTBeHa mopbuka o 4i. 12 3a 2007 r.:

1. ¢ pa3peniennero cu 3a ynorpeda, U371a/IeHO 110 pelia Ha perjJaMeHTa, u

2. aKo CHABPKAIIOTO(MTE) C€ B HEro JeKapcTBeHO(HM) BeliecTBo(a) M JeKapcTBeHata Qopma, B
KOSITO Ce Mpejyiara, ca BKJIIOYEHU B 4acT "A" Ha MO3UTUBHUS JIEKAPCTBEH CIUCHK - MPUIOKEHHE
KbM 4IEH eIuHCTBeH oT Hapenbara 3a ompenensiHe Ha MO3UTHBEH JIEKAPCTBEH CHUCHK, MpUETa C
[Toctanosnenune Ne 304 na Munucrepckus cbeT ot 2003 . (B, 6p. 113 ot 2003 1.).

(2) VYTBBpAEHUTE TpeNeNHU LIeHH Mo pena Ha Hapembata 3a mpaBuiara 3a obOpaszyBaHe U
perucTpupaHe Ha 1I€HU Ha JIEKapCTBEHUTE MPOIYKTH MpH Mpojaxodara um Ha apebHo (/IB, Op. 87
oT 2004 r.) Ha JIeKapCTBEHUTE MPOAYKTH IO 4. 2, aj. 2, pa3peuieHu no peaa Ha Pernmament (EC)
726/2004 u mpuTexaBaly pasperieHue 3a ynorpebda, mznaneHo no pena Ha 3JIAXM, ocraBar B
cuina go 31.XI1.2007 r.

§ 2. (Usm. - AB, 6p. 89 or 2010 r., B cuma or 12.11.2010 r.) KonTtpoast mno
M3MBIHEHUETO Ha HapeabdaTa ce OChIIeCTBABA OT MUHUCTHPA Ha 3[[paBeora3BaHeTo, M3nbIHuTeHA
areHrus "MenuIuHCKY OUT" ¥ OT PHKOBOJAUTEIINTE Ha CHOTBETHUTE JICUCOHU 3aBEICHMUS.

§ 3. (U3m. — 1B, 6p. 65 ot 2018 r.) Tasu Hapenba ce uznaBa Ha OCHOBaHUe 4. 82, ai. 1,
T. 8 1 an. 5 ot 3aKkoHa 3a 3/1paBeTo U OTMeHs Hapenbara 3a pena 3a nmpeAnucBaHe U MOJydaBaHe Ha
JIEKapCcTBa 3a CKBIIOCTPYBAIIO JISYCHHE, 3allIalllaHd OT penyonukaHckus 0romker (06H., JIB, 6p. 90
ot 2000 r.; u3m. u nom., Op. 45 ot 2001 r., 6p. 87 o1 2004 1.; U3M., 6p. 32 ot 2005 1.).

§ 4. Hapenbara Bnu3a B cuiia OT JieHs Ha 0OHapoaABaHeTo i B "J[bpikaBeH BEeCTHUK'.
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[MPEXOJHU U 3AKJIFOYUTEJIHU PA3IIOPEIBU
kbM Hapenbara 3a usmenenne u gonwianenne Ha Hapen6a Ne 34 ot 2005 r. 3a pena
3a 3aIuTaliane OT PenyOJIMKaHCKUs OFOJDKET Ha JICUCHUETO Ha OBJITapCKUTE TPAXKIaHU
3a 3200JIIBaHMsI, U3BBH 00XBaTa HA 3aILJDKUTEITHOTO 3/IPAaBHO OCUTYpSIBAHE
(IB, 6p. 7 or 2010 1., B cuma ot 26.01.2010 r., u3m., 6p. 21 or 2010 1.,
B cuia ot 16.03.2010 r., 6p. 89 ot 2010 1., B cmima ot 12.11.2010 1.)

§ 37. (1) (U3m. - JIB, 6p. 21 ot 2010 1., B cuna ot 16.03.2010 r.) Komucusra no 4. 206,
an. | wu3paboTBa KpUTEpPHHTE, HAa KOUTO TpsiOBa Ja OTroBapsAT JICYCOHHUTE 3aBElCHUS,
KaHMIaTCTBAIIN 32 KPaiHU TOJTydaTesu 1o peia Ha Ta3u Hapeaba B cpok a0 31 sayapu 2010 T.

(2) (U3m. - OB, 6p. 21 or 2010 r., B cuma ot 16.03.2010 r.) Cnex oOsiBSiBaHE HA WHTEPHET
CTpaHuIlaTa Ha MMUHHCTEPCTBOTO Ha 3/IpaBEOINa3BAaHETO HAa YTBBPACHUTE OT MHMHUCTBHPA Ha
3/IpaBEOIAa3BAHETO KPHUTEPUHM MO al. 1, JIe4eOHWUTE 3aBEICHUS, KaHAUIATCTBAINM 3a KpalHU
moJiyyaTenu 1Mo pena Ha Ta3u Hapen6a 3a 2010 r., monmaBar 3asBlIeHHS 1O MHHHUCTBpa Ha
3/IpaBeoIa3BaHeTo B Cpok A0 15 ¢peBpyapu 2010 r.

(3) (U3m. - JIB, 6p. 21 ot 2010 r., B cunma ot 16.03.2010 1., 6p. 89 o1 2010 1., B cmma ot 12.11.2010
r.) MUHUCTBPBT Ha 37PABEONMA3BAHETO CKIIOYBA JOTOBOPH C JICUEOHUTE 3aBEACHHUS 110 all. 2 B CPOK
10 31 nexemBpu 2010 r. JloroBopuTe BiIM3aT B CWJia OT JlaTaTa Ha CKJIIOYBaHE HAa JOTOBOPHUTE 3a
JIOCTaBKa Ha JICKAPCTBEHUTE MPOAYKTH, PAAUOHYKIUIHU TC€HEPATOPH, KUTOBE M PATUOHYKIHIHH
MIPEKypPCOpHU, MEAUIIMHCKHI M3JIEHsI U anaparypa 1o peaa Ha 3aKkoHa 3a OOIIEeCTBEHUTE MOPBHUKH 32
2011 r.

(4) Jo ckirouBaHETO Ha JOTOBOPUTE MO al. 3 JEKapCTBEHUTE MPOAYKTH CE 3asBSABAT U MOJTydaBaT
OT JIeueOHUTE 3aBE/ICHNUs, IOCOUEHU B OTMEHEHUTE npuioxeHus Ne 1 u la.

§ 38. Ilpouenypute 3a 3aKymyBaHe Ha JEKapCTBEHH MPOIYKTH, 32 KOUTO € B3ETO
penieHue 3a OTKPUBAHETO UM JI0 BIIM3aHE B CHJIa HA HACTOsIIaTa Hapeada, ce JOBBPIIBAT IO J0cera
JeCTBAIIUTE YCIOBUS U PE/l.

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEBA
kbM HapenOara 3a u3menenue u gonbiaenne Ha Hapenba Ne 34 ot 2005 r. 3a pena
3a 3arianiane OT PenmyOIMKAaHCKUS OFO/IKET Ha JICUEHUETO Ha OBIrapcKUTe
TpaXJIaHu 3a 3a00JIIBaHMS, U3BBH 00XBaTa HA 3aILJDKUTEITHOTO 3/IPABHO OCHTYPSBAHE

(B, 6p. 89 or 2010 1., B cmima ot 12.11.2010 1.)

§ 31. B cpok no enuH Mecel OT BIM3aHE B CHJIa HAa Hapea0aTa KOMHUCHTA MO 4. 2, all. 2
JIOTBJIBA CHUCHKA C KOHKpPETHUTE 3aboisBaHus, KilacupuuupaHu 1o MexayHapoaHara
knacudukanua Ha Oonectutre (MKB), nekapcTBeHHUTE TMPOAYKTH MO MEXKIYHAPOJHO HEMATEHTHO
HaWMEHOBAaHHE M JIEKApCTBEHa (opMa 3a JICYCHHUETO Ha TE3W 3a00JISIBAaHUS C AITOPUTMHUTE Ha
JiedeHre Ha 3a00IIBaHUATA C JICKAPCTBEHHUTE MPOAYKTH M MUHUCTBHPBHT Ha 37paBEONa3BaHETO TO
YTBBPK/1aBa.

§ 32. (1) [o cxirouBaHe Ha JOTOBOPHUTE C JICUEOHUTE 3aBEIEHUS - KpalHU MOJIydaTeny,
BCUYKU NpPEINUCAaHU U OTIYCHATH JIEKAPCTBEHM MPOIYKTH, 3a KOWUTO LIEHTpajHaTa KOMHCHUS €
YCTaHOBUJIA HECHOTBETCTBUE C AJITOPUTMHUTE HA JICUEHUE B CIIUCHKA 110 WI. 2, all. 2, ca 32 CMETKa Ha
JIEYEOHOTO 3aBENCHHE.
(2) MuHHCTEPCTBOTO Ha 3/1paBEOINA3BAHETO MPHUCIAJA KOJIWYECTBATA OT JIEKAPCTBEHUTE MPOIYKTH
1o an. 1 or cieaBamaTa 3asgBKka Ha CbOTBETHOTO JICUEOHO 3aBE/ICHUE - KPAEH IOTy4aTell.

IMPEXOJIHU 1 3AKJIFOUWTEJIHA PA3ITOPE/IB1
kbM Hapenbara 3a usmenenue u gonwinenne Ha Hapenba Ne 38 ot 2004 r.
3a OTpeJICIISTHE Ha CIMCHKA Ha 3a00JIIBAHUATA, 32 YMETO JJOMAITHO JICUCHUE
Harmonanuata 3ApaBHOOCUTYpHUTENTHA Kaca 3aruiaia JIeKapcTBa, METUITUHCKA
W3JICIIHS M TUSTHYHU XPaHH 3a CTICIIHATHN MEIUITUHCKHA TEJTA HAITBJTHO MITH YaCTUIHO
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(IB, 6p. 100 ot 2010 1., B crura ot 1.01.2011 1.)

§ 3. Hapenbara Biu3a B cuna ot 1 ssayapu 2011 r., ¢ uskmodyenue Ha § 2, T. 2, 3 u 4,
KOWTO BIIM3aT B CHJIA OT JICHS Ha 0OHapo1BaHeTo B "J[bpikaBeH BeCTHUK'.

[MPEXOJHU U 3AKJIFOYUTEJIHU PA3IIOPEIBU
kbM Hapen6a Ne 2 ot 2012 r. 3a ycnoBusTa U pea 3a OChIIECTBSIBaHE HA TPOTPaMu

3a JICYCHHUEC C arOHUCTHU U alrOHUCTHU-aHTAarOHMCTHU Ha JIMla, 3aBHCUMHU KbM OITMOW U
(JIB, 6p. 49 ot 2012 1.)

§ 1. (1) JleueOHmte 3aBeneHMs, TOJYYMUIIM pa3pelIcHHUE 3a OCBIIECTBABAaHE Ha
CyOCTUTYHMpAIK U TOAIbpXKAIIK Tporpamu 1o peaa Ha Hapen6a Ne 24 ot 2000 r. 3a ycnoBusara u
pena 3a OCBHILECTBABAHE HAa CYOCTUTYUpAlld M NONAbpXKAIld MpOrpaMH 3a HaMajsiBaHE Ha
3IpaBHUTE IIETH 3a JIMIA, 3aBUCUMU OT HapKkoTH4HU BemiectBa (B, Op. 91 or 2000 r.), ce
MPUBEXJIAT B CHOTBETCTBUE C U3MCKBaHHMATAa HAa Ta3W Hapeada W MOJaBaT JOKYMEHTH 3a
MIOJTHOBSIBAHE HA Pa3peIICHUETO 10 pea Ha Wi. 4 B MIECTMECEUECH CPOK OT BIM3AHETO i B CUJIA.

(2) Pazpemienusita o an. 1 ce moHOBSBAT 3a CPOK OT JIBE TOAMHH.

(3) Pazpemiennsita, uznanenu no peaa Ha Hapemba Ne 24 ot 2000 r. 3a ycnmoBusATa M pena 3a
OCBIIIECTBSIBAHE HA CYOCTUTYHpAILX U MOJAbPKAIIY [IPOrPaMU 32 HaMaJIIBaHE Ha 3[PaBHUTE IIETH
3a JHMIa, 3aBUCMMU OT HAPKOTHYHH BEIIECTBA, CE€ IMPEKparsBarT OT MHUHUCTBpPa Ha
3/IpaBeoIa3BaHETO, B CIydyall ye MpUTEKATeTUTe UM HE Ca MOJalIH JTIOKYMEHTH 3a MOJHOBSIBAHETO
UM B CpoKa 1o ai. 1.

§ 2. (1) B enqnomeceden cpok oT BimM3aHe B cwia Ha Tasu Hapend6a HIIH wusrores u
myOJIMKyBa HA MHTEPHET CTPAHUIIATA CH:
1. obpa3zen Ha MIaH, HHAUKATOPH U MIPOLEAYPH 32 OLlEHKA Ha €()eKTUBHOCTTA Ha IporpamMarta mo 4.
4, an. 1, . 2;
2. obpa3zer; Ha TOIUIICH TOKJIA ] 10 I, 22.
(2) Ilpm wusrorBsaHeTo Ha oOpasmure mo ajia. | Morar ga ObJAT MOKAHEHU 3a YydacTue H
MPEACTaBUTENN Ha Iporpamure mo wi. 1, am. 1, KakTo ¥ NpeACTaBUTENM Ha NPU3HATU 3a
MPEICTaBUTEIHN OPTAHU3ALMY 3a 3alMTa [paBaTa Ha MAlUEHTUTE.

[MPEXOAHU N 3AKJIFOYUTEJIHU PA3IIOPEABU
kbM Hapenbara 3a usmenenue u fonbinenue Ha Hapen6a Ne 30 ot 2010 .
3a YTBBPK/IaBaHEe Ha MEAUIIMHCKH CTaHapT "MeauinHCcKa OHKOJIOTHS "
(B, 6p. 37 o 2016 1.)

§ 20. (1) B cpox mo 3 mecelia OoT BIU3aHE B CWJIa Ha Ta3u HapenOa "CrenuanusupaHa
0oiHMIIA 3a aKTUBHO JiedyeHue no oHkosorus" — EAJl, HaunoHalHUAT LEHTHp MO OOIIECTBEHO
3/IpaBe U aHAIW3H W JIedeOHUTE 3aBEACHMS, KOUTO TMOoJaBaT MHQOpMAIMs B HAI[MOHATHHS PaKOB
PEruCTbp, MPUBEKAAT IEUHOCTTA CH B CHOTBETCTBUE C HapeadaTa.

(2) B cpoka mo an. 1 "Cnernuanu3upana OOJHHIIA 32 aKTUBHO JieueHHue mo oHkosorus" — EAJL,
npeaoctaBs Ha HanvoHamHus LEHTHp MO OOIIECTBEHO 3/paBe M aHAIW3U IsuIata MHGOpMAIHs,
CBBbP3aHa C HALlMOHAIHUS PAKOB PETUCTHD.

(3) do u3TH4aHe Ha CpoKa MO al. | HaMOHATHUAT PaKOB PErHCThP NPOABIKAaBa Ja C€ BOAU OT
"Crnennanusupana OOJHUIIA 32 AKTUBHO JiedeHue 1o oHkonorus" — EAJL.

3AKJIFOYUTEJIHA PA3ITIOPEJIBA
kbM Hapenbara 3a usmenenue u gonwianenne Ha Hapenba Ne 34 ot 2005 r. 3a pena
3a 3aruTaniane OT penyOJIMKaHCKUS OFODKET Ha JICUSHHETO Ha OBJITapCKUTE TPAXKIaHu

3a 33.60J'I$IBaHI/ISI, HN3BBH 06XBaTa Ha 3abJDKUTCIIHOTO 3APAaBHO OCUTYPSIBAHC
(IIB, 6p. 65 or 2018 T.)

§ 17. HaBcskbae B HapenOara gymara "penyOnukaHCKus" ce 3aMeHs ¢ "abpikaBHUS".
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[MPEXO/JIHA PA3IIOPEZIBA
kbM Hapenbara 3a usmenenne u gonwianenne Ha Hapen6a Ne 34 ot 2005 r. 3a pena
3a 3aIuTaliane OT PenyOIMKaHCKUS OFOJKET Ha JICUSHUETO Ha OBJITapCKUTE TPAXKIaHU
3a 3a00JIsIBaHMSA, M3BBH 00XBaTa Ha 3a{BJDKUTEIHOTO 3JJpaBHO OCUTYPsSIBAHE

(IB, 6p. 81 ot 2025 1.)

§ 21. 3amoyHaTUTE, HO HEMPUKITIOUWIH MTPOLICYPH TI0 pelia Ha Hapeadara, ce TOBbPIIBAT

IIpH JOCETAIITHUTEC YCIOBUA U PEA.

[Tpunoxxenne Ne 1
KBM 4I1. 2, ajl. 2

(M3wm. u mom. - JIB, 6p. 16 ot 2006 1.,

B cmta oT 21.02.2006 1.,

op. 48 ot 2006 1.,

op. 31 oT 2008 1.,

B cruta ot 21.03.2008 r.,

not., 6p. 69 ot 2008 r.,

op. 89 ot 2008 r.,

op. 90 oT 2008 1.,

B cmia ot 17.10.2008 r.,

u3Mm., op. 96 or 2008 r.,

U3M. | Jio1., Op. 24 ot 2009 r.,
oTM., 6p. 7 o1 2010 1.,

B cmita ot 26.01.2010 1.)
[Ipunoxenue Ne la

KBM 4. 2, ajl. 2

(Hogo - JIB, 6p. 96 ot 2008 1.,
OoTM., Op. 7 o1 2010 1.,

B cujia ot 26.01.20101.)
[Tpunoxenue Ne 2

KBbM 4. 3

(Uzm. - 1B, 6p. 89 ot 2010 1.,
Bcunaor 12.11.2010 .,

not., 6p. 100 or 2010 1.,
Bcunaor 21.12.2010 .,

u3M., op. 94 ot 2011 r,

OTM., Op. 62 o1 2014 1.)
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[Tpunoxenue Ne 3

KbM 4. 14, an. 1

(Hom. - /1B, 6p. 96 ot 2008 r.,
u3M., 6p. 7 or 2010 .,

B cmita oT 26.01.2010 .,

op. 89 o 2010 1.,

Bcmraor 12.11.2010r.,

op. 94 ot 2011 r.,

op. 62 ot 2014 1.,

op. 65 ot 2018 T.)

MuHUCTEPCTBO
Ha 37]paBEOI1a3BaAHETO ITPOTOKOJI Ne
............................................... /20 ........T
(newebno 3asedenie) 3a MpEeNMCBaHe HA
JIEKAPCTBEHU MPOAYKTH
3a JIeueHue Ha
WH(EKINO3HU
3a001sIBaHUS
(XIB unpexnus
1 TyOepKyo3a)
JTHEC, oo, , KOMHCHS B ChCTaB (MME M (paMIUINS, CIICTIHATHOCT):
A-p
A-p
A-p

pasriiesia mpeacTaBeHara ot JEKYyBallus JeKap MEAULIMHCKA JOKYMEHTAIMs1, BKIrOUBaIla
aHaMHE3aTa U O6€KTI/IBHI/I$I CTaTyC Ha ImangucHTa:
Nwme:

ElH:

JIlnuen xox (3a marmentn ¢ XMB undexnus):

Anpec (tp./c., yi. Ne):

Bb3 ocHOBa Ha TOPHOTO KOMHCHATA YCTAHOBH, Y€ MAIIMCHTHT CTPAIa OT:
(pasrppHaTa AUarHo3a)

Tenecna maca:

[IpyuuHM 3a mpoMsiHaTa:
Jpyra unpopmarus:

*B pe3yiTaT Ha NPOBCACHUTC U3CJICABAHNA KOMUCHUATA IIPCIICHU, Y€ ITALIUCHTHT € B
CcTaOMIIHO CHCTOSTHHE U npeajara JEKapCTBCHUTE IMPOAYKTH 1a 6T)JlaT mpeanrcadu 3a CpokK
TpHU MCCCla (HOCO“IB&T CC MMPOBCACHUTC U3CJICABAHUA U PE3YIITATUTC OT T}IX).
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*Cawmo 3a nmarmuentu ¢ XMB nndexnus.

Komucusra npeajiara mno-HaTaTbIUIHOTO JICUCHUC [1a 3aHO‘-IHe/HpO,Z[’bJDKI/I CbC CICOHHUTC

JIEKapCTBEHU MTPOYKTH:
JlekapcTBEeH POAYKT
JlexapcTBeHna ¢popma

JlekapcTBeHa KOHIIEHTPALIMS
KonnuecTBo 3a eHOMECEUEH KypC
IIpoTOKOIBT € BaNMAEH 10

PwroBoauTen Ha YneHose:
J1e4eOHOTO 3aBEICHUE: 1.,
(noonuc, newam) 2. i

3,

[Tpunoxenue Ne 4

KbM 4. 14, an. 2

(A3wm. - JIB, 6p. 7 oT 2010 1.,
B cmta ot 26.01.2010 r.,

op. 65 oT 2018 1.)

HaumenoBanue Ha 1€4e€0HOTO 3aBCACHHC

Kapra Ne .....

.......... [ .20 ... 1.

3a MpEeIICBaHe | MOJydyaBaHe Ha JISKapCTBEHH MPOAYKTH 1o peaa Ha Hapenbara 3a pexna 3a
3aramlane oT AbpKaBHUS OIOKET Ha JICUEHUETO Ha OBJIrapcKUTE rpaskJaHu 3a 3a00siBaHus,
W3BBH 00XBaTa HA 33ILJDKUTEITHOTO 3/[PABHO OCHTYPSIBAHE

EIl'H:
Nwme: Jlnven ko (3a MaMEHTH C
XUWB undexus):
Anpec:
3abonsBane: MKbB
Jlekap: MOJIITNC reyar
[Ipennucanu ekapCcTBEHU MPOAYKTH OTnycHaTH JIeKapCTBEHU MPOAYKTH
naTta | HaMMEHOBaHUE KOJIMYECTBO Jlekap naTa KonuuecTBo [ DapmareBT
(moamuc, (moamuc,
neyvar) neyar)
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[Tpunoxenue Ne 5

KbM . 15, an. 1

(Uzwm. - JIB, 6p. 7 oT 2010 1.,
B cmiia ot 26.01.2010 r.,

oTM., 6p. 89 oT 2010 1,

B cmwia ot 12.11.20101.)
[Tpunoxenue Ne 6

KbM WI. 18

(U3m. — JIB, 6p. 65 ot 2018 1.)

Kypnan
3a U37aJICHUTE MPOTOKOJIM 3a MPEIUCBAHE HA JIEKAPCTBEHU MPOAYKTH
JICUEOHO BABCHCHUEC: .......uvvveeeenrreeeeeireeeeeeiaeeeeeeeaveeeeennns
DD e
Per. No oo
ET'H/JInyen
Ne na Jlata Ha Cpok Ha Hanuent Kon
Hopenen Ne MPOTOKOJIA | W3/aBaHe | BaTUIAHOCT (v, (2 nauueny ¢
bamuns) XHWB
uH)eKIs)

[Tpunoxenue Ne 7

kbM ui. 20, an. 1

(Otm. - [IB, 6p. 62 o1 2014 1.)
[Tpunoxxenne Ne 8

kbM 4. 20, ai. 2

(Uzm. - 1B, 6p. 94 ot 2011 1.,
op. 65 or 2018 1.)

PertenrypHa OIAHKA — M3 INQ L...oiiiiiiiiiiie e

3a JICKapCTBCHU MMPOAYKTH, 3aIllJIAlIAHU OT IbPIKABHUA 6IOI[)KCT

HaumMeHoBaHMe Ha JI€4e0OHOTO 3aBEOCHUE — Per. NO L oo

JIeKap (MM@) ..oovvinniiiii e
VYUH Ha JEKAPS weeeeenvvieeeeiiiieeeeiiieeeeieeeeesiveeenn

ST 15Te) £:0: 1205 (Sl (o JAY I 4 S S
TTPOTOKOTI NO ..eeiiiiiiiiieeieeeee e JIATA: « ot

Rp.
1
2
3

[Tauuent (ume):

EI'H:

JInuen xox (3a marmenTtn ¢ XMB nndexnus):

Anpec:

I'p. (c.):
OtnycHain:
Mar.-dapm.

Jlekap:
(noonuc u neuam)

[Homyuwn:
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(noonuc u neuam)

[Tpunoxenue Ne 9
kbM ui. 20, an. 4
(Otm. - 1B, 6p. 94 oT 2011 1.)
[Tpunoxxenne Ne 10
KbM i1, 23, an. 1
(Hom. - 1B, 6p. 96 or 2008 1.,
u3Mm., op. 89 or 2010 r.,
Bcmiaor 12.11.2010r.,
op. 94 oT 2011 1.,

op. 62 ot 2014 1.,

op. 81 oT 2025 1.)

MHara:

3AABKA
3a MOJTy4aBaHETO Ha JICKApPCTBEHHU MPOAYKTH, MPEeIHA3HAYCHH 3a JICUCHUE Ha 3200 sIBAHUSATA
mo wi. 2, T. 1, Oyksa "a"

38 MEPUOIA OT ..evveenreeernreeannne D1 (0 JESUUR
HA ettt ettt ettt ettt et e s bt e s et et e e e e s
(ume Ha JIeueOHOTO 3aBEICHHUE M Ipajia)
Nof Haumeno | Twprosck| Msipk [bpo[Hanmuuno| Pazxon | 3asBka | [IpennoxeHo konudectBo |3aberne
1l | BaHUE Ha 0 a | crHa | mpe3 Ha OT JIEKapCTBEH NMPOAYKT 3a | JKKa
0 [ mexapcTB | HauMeHo |iako (0o |nexapcTB| Ipeaxo | HeoOXo npepasnpeaeieHue
pe| eHus |BaHWe HA| HU |HHU | €HUA | THUA | UMHUTE
11| MPOAYKT |JeKkapcTB | (omak MPOJYKT [ [IepUOJ [KOJIUYECT
(no €HUs |[OBKH C KbM Ba OT
a30yueH | mpoaykT | Opoit MOMEHTA JIEKapCTB
pen Ha TabI.) Ha SHUS
INN) 3as1BKaTa IPOAYKT
u
CPOKOBET,
€ Ha
TOJTHOCT
Jata: .o, Hzroteui: PvroBoauTeN Ha:

(Ha M3mpania”e Ha
3asiBKaTa)

(ume, moamuc)

JIe4eOHOTO 3aBCACHUC

(MMe, OJIMUC U TeYar)
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[Tpunoxenue Ne 11
KbM 4. 24, an. 1
(U3zm. - /IB, 6p. 89 ot 2010 1.,
Bcmiaor 12.11.2010r.,

op. 94 oT 2011 1.,
op. 62 ot 2014 1.,
op. 81 oT 2025 1.)

OTUYET
3a MOJYYCHUTE U U3Pa3X0JIBaHH JCKAPCTBCHU MPOIYKTH, MPEIHAZHAUCHH 32 JICUCHHE Ha 3200 sIBAHUATA 110 WI. 2, T. 1,
Oykaa "a"
38 MIEPHOIA OT .eeevveenerernveannenns b1 (0 SO
HAL eteeutieenieeteetteeteeteebeeeabe et esine e bt rean e nne e e
(1Me Ha 1edeOHOTO 3aBeleHNe U Tpaja)
N\ Hanmeno-| KonngectBo | Tpprosecko| Mspka Bpoit | Bpoti | Hanmunoct | [Homydeno | Hammaroct |HeoOxo-
BaHHE Ha | JICKapCTBe- | HANMEHO- | hiakoHu | O0HU B |O0THH Ha KOJIMYECTBO Ha JIAMOCT
JeKap- HO B-BO B | BaHWE Ha |OIAKOBKH|HAYAJOTO [B Kpasi| ICKaApCTBOTO mmpe3 JIEKapCTBOTO oT
CTBEHUS JI030Ba JeKap- ¢ Opoit Ha Ha Ile-| B HA4aJIOTO | TMepHoja M | BKpasHa | mpepas-
MPOAYKT | eIUHHIA CTBCHUS Tabn. | mepHoda |puonalHa mepuona u| CpPOK Ha meprona | Tpene-
(o MPOAYKT CPOKOBETEC Ha| TOIHOCT | CPOKOBE Ha | JICHHE
az0yueH TOJIHOCT TI0 TOJTHOCT 1o | (KOJH-
pen Ha MOJIKO- MOJIKOJIMYE- | 4eCTBO)
INN) JIMYeCTBa cTBa (KBM
(xpM mata Jata) .....)
..... )
JlaTa: ..o, Wzroteui: PrroBoauTen Ha

(Ha U3MpaIaHe Ha OTYETA)

ITpunoxxenne Ne 11a
KBbM 4. 24, ai. 3
(Hoso - 1B, 6p. 65 ot 2018 1.,
u3M., op. 81 ot 2025 1.)

(ume, moamuc)

OTYET

J1e4eOHOTO 3aBeICHUE:

(1Me, OANIUC U TIeYaT)

3a MOJIyYeHUTE U U3Pa3XOABaHH JIEKAPCTBEHH MPOIYKTH, IPEIHA3HAUCHU 32 JICUCHHE Ha
3abonsBaHusTa 1mo wi. 2, T. 1, 6yksa "a"

32 IEPHOJA OT ..oevveenereenveanenns JIO evveeeeeenreeeeeireeeeenns
2 £ SRR
(ume Ha 1ewebHOmMO 3a6edeHue u 2paoa)
H|K|Ts[Msa|lO O 0] Halllo|Ha
auforjprof px 0 0 0 7 |ty iyl 3
M |H-|BCK| a |1 i jii| yH | ge |[HoC|a
e-|ue| o |[(om| G| bp. bp. bp. |6p| bp. bp. bp. |6|bp.|bp.|bp.|oct{no| T |6
Ho|cT|Ha | ak | p | 00HY | Gonnu [ GoHY |oii| OoHM | GonHY | O0HY |p |60 60|60 | Ha [KO | Ha [e-
Ba|pojuM|oB|0| Ha Ha Ha (0o| Ha Ha Ha |o|HU | HU | HU [nek|au |1ex|n
H || e- |ku/| i [exkeMec|nByMec|TpuMec|H|eKeMec|AByMec|TpuMec|ii [ Ha | Ha | Ha [ap-| - |apc|e
Iej uelkal o 6p O| €4HO | €4HO | €4HO |u | €4HO | eyHOo | eyHOo (O |exe|aBy|TpH|cTB|ue|TBO[XK
Ha|p-| Ba | oii | 0 [Ipeanu{npeanu(rpeany|mp [IpeAnH|IpeInu|{Ipeanuf o |[Mec (Mec|Mec| ot | cT| To [k
nte|c|uum Iradl ;1 |cBaHe/o[cBaHE/0|cBane/0| e3 [cBaHE/o|cBaHe/0|cBane/0| ;1 |euH |euH |euH |0 B[BO| B |a
Ka|Be| e |i1./|H|TIycKa|TImycKa|TIycka|gT|THycKa|TIycKa|Tnyckala| o | o [ o |ma|mp|kpa
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p-|Ho| Ha |bn|u| He HE He [op| He HE He |u|mpe|npe|npe|dale3| s
CT|B- |lIeK| a- |1 ust I | i | o | ;e | 1o | e | Ha
Be[Bo[apc| ko |p Me p|cBa|cBa|cBa|TO |pu|nep
- | B [rBe|HH [e3 ce e3| ue/ | ue/ | ue/ | Ha |ox jnoxn
H|mo| - | ) | I T|otn|oTn|oTn|me a ula u
us(30| HU 3 Ha p|yck|yck|yck|pu|cp|cpo
np|Bal s p oT eT|aHe |aHe |aHe [ 01 | OK [KoB
onfexn| mp B ge u au|Ha| e
yK| 1 [ o u TH s cp [ro| Ha
T | H [yKT s us M OK |TH [ro1
(n|m M e e 0B€| OC [HOC
o |ma ec pu c Te[T| T
a3 e ol e Ha o
Y I I ron| [mox
qe H H HO -
H a a CT KOJT
pe 0 0 o nye
i} T- T 1o CTB
Ha q q JIK a
I eT eT| oIl (xB
N H - u- M
N u H uec nar
) s u TBA a

1| o (xB| ...

e i M )

p e naT

u p a

0 al | | |

i 0 )

i
PbroBoMTET HA
Mara: Nzroreu:
71e4eOHOTO 3aBe/ICHUE:
(Ha usnpawane Ha omuema) (ume, noonuc) (ume, noonuc u newam)

[Tpunoxenue Ne 116
KbM Ui, 27a, ai. 1
(Hoo — JIB, 6p. 81 ot 2025 T.)

No
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ITpunoxxenne Ne 118
KbM 4iI. 27a, ai. 4
(Homo - /1B, 6p. 94 ot 2011 .,
u3Mm., op. 62 or 2014 r.,
npenuuiHo npunoxenue Ne 11a,
u3Mm., op. 65 or 2018 r.,
npenuuIHo npuioxxenue Ne 116,
u3Mm., op. 81 or 2025 r.)

3a repuoaa ot

Ha:

OTYET
3a TIOJIYYCHUTE U U3Pa3X0JIBaHu paarodapMaleBTHIIN, PAAUOHYKIHIHU TeHepaTOpH, KHTOBE,
PAAUOHYKIIMAHHU MIPEKYPCOPU U MCAUITMHCKU U3ACIINUA, KOUTO Ca BKIIFOUCHU B CIIMCHKA HA
MeAUIMHCKUTE u3eius no wi. 30a oT 3akoHa 32 MEIULIMHCKUTE U3IEIUS —
paauodapmaleBTULN

(ume Ha 1ewebHomo 3a6edeHue u 2paoa)

N9

paguodapmareBTH

HanmMeHnoBaHnue Ha

1H,
PamuOHYKINIHA
reHepaTopH,
KHUTOBE,
pPaIMOHYKIIUTHU
MIPEKypPCOpH U
MEIUIIUHCKH
U3ENHs, KOUTO ca
BKJIIOYEHH B
CIIUCBKA HaA
MEIUITUHCKUTE
M3 110 L.
30a ot 3akoHa 3a
MCECOUIIUHCKUTEC
W3ICITUS —
paguodapmareBTH
105

Komm-
YeCTBO
B
J1030Ba
¢ TUHHAI]
a

bpon
0oJtHU,
Ha KOUTO
e
MpoBee
HO
JIeYeHUe

Tsprosc
KO
HanMEHO

BaHHC

bpon
JIMarHOCT
U-IIUpaHU

00JTHI

[TomydeHo
KOJIMYECT
BO TIpe3
nepuoja
U CpPOK Ha
TOJTHOCT

H3pazxon
BaHO
KOJINYECT
BO Ipe3
rnepuoja

Heob6xomumoct
oT
npepasnpeaeicH
ue

[ara:

N3rorsun:

PvxoBoguren Ha
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.......................................................... J1e4eOHOTO 3aBEICHUE:

(Ha uznpawane na omuema)

(e, (ume, noonuc u newam)
noonuc)
[Tpunoxenue Ne 12
kbM uwi. 30, an. 1
(HaMMeHOBaHKE Ha JIeYeOHOTO 3aBeICHUE)

TP e
Per. No ..o
Ne  |3abossiBane Bpoii 60HYU mipe3 OuakBaH Opo¥i 00JTHY 3a Heobxonumu koinyecTBa

110 MIpeaxoIHaTa TOANHA cieaBalara roauHa JIEKapCTBCHH TPOTyKTH 3a ClIeABaIaTa
pen roguHa

[Ipunoxenue Ne 13
kbM ui. 31, an. 1
(U3zm. - JIB, 6p. 89 ot 2010 1.,
Bcmiaor 12.11.2010r.,
OTM., 6p. 94 oT 2011 1.)
[Tpunoxxenune Ne 14
KbM 4. 33, an. 1
(Hoso - 1B, 6p. 89 ot 2008 1.,
u3M., op. 62 or 2014 r.)
3ASBKA
3a JIEKapCTBEHU MPOIYKTH, MIPEeIHA3HAYCHH 3a JIEYeHHE Ha 3a00MsBaHus o wi. 2, an. 1, T. 6 3a
JIBYMECEUYHUS TIEPUOJ OT ......... 70 ....... T.

(HaumeHo8anUe HA NPOSPAMAMA 34 JleYeHUe ¢ A20HUCMU U A20HUCMU-AHMALOHUCMU HA TUYd,
3a8UCUMU OM ONUOUOU)

. eBeTa
HaumenoBa bpoii UerBbp fleser
[IspBa|Bropa|Tpera Ilera [lectalCenmal OcMma | cenmuna
Hue Ha |Msp [nanuen Ta 06
CEIMU |CEIMH [CEAMU Ce/IMHM |CeIMH |ceIMU |ceIMHU | (KoraTo €
JIEKapCTBEH| Ka |TH KbM ceamMu 10
na na na 1a 1a 1a na |HeoOxonu
us IPOAYKT veeenn T na
MO)
methadone
hydrochlori
de
Hara: ..o PrvkoBoauTen Ha mporpamara:
(ume, pamunus, nevam)
[Ipunoxenne Ne 15
KbM 4ll. 34, an. 1
(Hogo - JIB, 6p. 89 ot 2008 1.,
u3M., 0p. 62 oT 2014 1.)
OTYET

3a MMOJIYYCHUTEC U U3PAa3XO0JABAHU JICKAPCTBCHU MMPOAYKTU, IPCAHAZHAYCHU 34 JICUCHUC Ha
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3a00sIBaHus 1O WI. 2, aj. 1, T. 6 32 IByMeceYHUs IEPHOJT OT

e ee———— IO ...

(Haumenosanue Ha NPO2PAMAMA 3a JeyeHue ¢ A2OHUCTU U A2OHUCIU-AGHMA2OHUCTU HA JUYd,
3A8UCUMU O ONUOUOU)

hydrochloride

Hannuno
. . [Tonyueno Hannyno
bpon bpon KOJINYECTBO
HaumenoBanue |Mspka KOJINYECTBO KOJINYECTBO
0oJHU B | OOJIHM B | JICKapCTBEH
Ha snekapcreenus| (flac., JIeKapCTBEH JIEKapCTBEH
MPOJIYKT mg, ml) HA"aJIoTO | Kpasd Ha TPOAYKT B MPOJIYKT IIPE3 |TPOIAYKT B Kpast
POAYK ' Ha [epHo/Ia| Ieproia | HavaloTo Ha POAYKTTIP POAYK p
nepuoaa Ha Mepuojaa
nepuosa
methadone

Harta: ....ccoevveeeeee...

P'BKOBOI[I/ITGJ'I Ha IIporpamara:

(ume, hamunus, neuam)
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