PEITYBJIMKA BBJII'APUSA

MI/IHI/ICT'Bp Ha 3paBCOIIa3BaHCTO

Ma3x. Ne oo

hi (o)
MUHUCTEPCKHS CHBET
HA PEIYBJIMKA BBJITAPUSI

JTOKJIA T
OT MPO®. XPUCTO XUHKOB
MWHHUCTBP HA 3IPABEOITA3BAHETO

OTtHoCHO: IIPOCKT HaA Pemenne Ha MI/IHI/ICTepCKI/IH CbBCT 34 YTBBPKAABAHC Ha

Hammonanna anreuna kapra

YBAXKAEMHU I'OCITOAUH MUHUCTBP-IIPEJICEJATEJI,
YBAXKAEMU JAMU U T'OCITIOJA MUHUCTPUH,

Ha ocHoBanmue uin. 31, ann. 2 ot YcTpolicTBeHUsI NPaBUJIHUK HA MUHUCTEPCKUS CHBET U HA
HErosara aJIMUHHCTPALMs BHACAM 3a pa3lIeXkAaHe MIPOeKT Ha Perenne Ha MUHHUCTEPCKUS CHBET
3a yTBbpk/aaBaHe Ha HamronanHa ante4yHa kapra.

CernacHo un. 227a, an. 1 ot 3akoHa 3a J€KapCTBEHUTE IPOJYKTH B XyMaHHATa MEIMIIMHA
(3JIIIXM), nmoTpeOHOCTUTE HAa HACENIEHUETO OT AOCTBHII J0 JEKapCTBEHU MPOAYKTH, OTITYCKAaHH B
anTeK!, ce ONPEEIAT Ha TEPUTOPUAJIEH IPUHLIKI Ype3 Hanmonanya anreyHa kapra.

C HanmonanHata ante4Ha KapTa ce OnpeesnsaT o0acTuTe, OOIIMHUTE U HACEIEHUTE MecTa
C HEJOCTUT Ha OTKPUTHU alTeKH 4pe3 M3BBPILBAHE HA aHAJU3 Ha JOCTHIIA Ha HACEJIEHHUETO JI0

aIlITCKHU, KOUTO OCHIICCTBABAT JEHHOCTH II0:



1. oTmyckaHe Ha JIeKapCTBEHU MPOAYKTH 3a JOMAILHO JIEYEHHE, 3alljIalllaHd HaI'bJIHO WITU
gactuuyHo oT H3OK mnpu ycnoBusita m no pena Ha un. 45, an. 17 or 3akoHa 3a 34paBHOTO
OCHUT'YpsIBAHE;

2. IPUTOTBSIHE HA JIEKAPCTBEHU MPOIYKTH;

3. oTIycKkaHe Ha JIEKApCTBEHU MPOIYKTH, ChAbPKAIM HAPKOTUYHHU BEIIECTBA 10 CMUCHIIA
Ha 3aKOoHa 32 KOHTPOJI BbPXY HAPKOTUYHHUTE BEIIECTBA U MPEKYPCOPUTE;

4. OTIyCKaHE Ha JICKAPCTBEHU NMPOAYKTH HA BETEPaHU OT BOMHUTE;

5. oTIycKaHe Ha JIEKapCTBEHH MPOYKTH Ha BOCHHOWHBAIUAN U BOCHHOIIOCTPAAaJIH;

6. OTIyCKaHe Ha JIEKapCTBEHHW IMPOJIYKTH IO JIEKApCKO MpeANucaHue, KOUTO HE ce
3aruIamar ¢ myoJuYHU CPE/ICTBA;

7. OTIIyCKaHE Ha JIEKapCTBEHU MPOJYKTH 0€3 JIEKapCKO MPEANNCAHNE

Paznopen6ara Ha . 2276, an. 1 ot 3JIIIXM npensmwkna HanwonanHnara antedna kapra
1a ce nu3paboTBa Bb3 OCHOBA HAa O0JIACTHU alTeYHU KapTH.

Besika OGnactHara anteyHa KapTa ce m3padoTBa mo oOpasel] U Mo pell, OMPECIICHU C
METOAMKA, YTBbPJ€HA OT MUHHUCThpA Ha 37apaBeona3Banero (wi. 2276, an. 5 ot 3JIIIXM), kato
che 3amoBe] Oemie yTBbpaeHa Meroanka 3a uzpaborBane Ha O6iacTHa anTeyHa Kapra.

Ha cnegBamo mscto 3akoHBT B wi. 2270, an. 2 mpeaBuxkaa, 4e 3a M3pabOTBaHETO Ha
o0ylacTHaTa anTe4yHa KapTa, MUHUCTHPBT Ha 3/[PaBEONa3BAaHETO HAa3HA4YaBa KOMHCHUS 32 BCSKa
00J1aCT, KOSITO BKJIFOUBA OOJIACTHHSI YIIPABUTE, ABaMa MPEACTaBUTENIM Ha PErHOHATHATA 3/JpaBHA
WHCIEKIHUs, JBaMa [MpeICTaBUTENIM Ha palOHHATa 3APAaBHOOCUTYpPHTENTHA Kaca, JBama
MPEeJICTaBUTENIM Ha peruoHajgHaTa Kolleruss Ha bbarapckus dapmaleBTHUYEeH CBI03, €IUH
MIpe/ICTaBUTENl Ha peruoHajlHaTa Kojerus Ha bearapckata aconuanuss Ha I[TOMOIIHUK-
(apmaleBTUTE, €IMH MPEJCTABUTEN HA MPEICTAaBUTEIIHUTE OpraHU3alMK 3a 3allUTa Ha IpaBaTa
Ha MalMeHTUTEe, MPU3HATH M0 pela Ha wi. 6B OT 3aKOHA 3a 3[PaBETO, U MO €AUH MPEJACTaBUTEI
Ha BCsKa OOIIMHA B ChOTBETHATa 001acT. OONAaCTHUSAT YIIPaBUTEN € MpeAceIaTeNl Ha KOMUCHSITA.

B Tta3u BpB3Ka Cchc 3amoBenu Osxa ONpENETICHH ChCTaBUTE Ha BCHUYKH 28 00JacTHU
KOMHCHM. B pe3ynrar Ha JeHHOCTTa Ha KOMUCUUTE B MHUHHCTEPCTBOTO Ha 31paBEONAa3BAHETO
MOCTHITNXA U3PA0OTEHUTE OOIACTHU aNTeYHHU KapTH.

B®B Bpb3Ka ¢ IpUKIIIOUBaHE Ha Mpoiieca o u3padborBane Ha HannoHanHa anTeyHa kapra,
3aKOHBT MpeAaBwkaa B wi. 227r, an. 1, Hammonamnara anteyHa kapTa ja ce m3paboTBa OT
HaI[MOHAJTHA KOMUCHS, Ha3HaYeHa ChC 3aloBe]] HA MMUHHMCTHPA Ha 3/IpaBEOla3BaHETO, KOWTO €
npenaceaaTen Ha KOMUCHATA. ANMHEs 2 Ha CBIIUS WIEH OMpeJeNs U CbCTaBa Ha KOMHUCHUSATA, B
KOWTO ce BKIIIOYBAT YIPaBUTENAT Ha HalnmoHanHaTa 31paBHOOCUTYPHUTENHA Kaca, MPEACceaTeNsT
Ha HammonamHHMs CBHBET MO I[EHW M peUMOypcHpaHe Ha JIEKAPCTBEHW IPOJYKTH, BaMa

MNpEeACTAaBUTCIIN Ha W3nbpaauTennara arcHius 10 JI€KapcTBaTta, OT KOWUTO CAWHUAT €
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V3MBIHUTETHUAT JUPEKTOp Ha M3mbiIHUTENHAaTa areHuus Mo JieKapcTBaTa, AUPEKTOPHT Ha
Harmonanuust 1ieHTHp MO OOIIECTBEHO 3[[paBe M aHAIW3U, IpeaceaarensT Ha HanumoHamHOTO
capykenue Ha oommanTe B Perybnuka beiarapus, 1Bama npeacraBuTenu HA MUHHCTEPCTBOTO Ha
3/IpaBeola3BaHeTo, TpUMa IMpelacTaBuTeNd Ha bbiarapckus QapManeBTUYeH CbI03, €IUH
npejcTaBuTeN Ha bbirapckara acouuanus Ha MOMOILTHUK-(hapMalleBTUTE U €IUH IPeICTaBUTEN
Ha MPEJCTABUTEIHUTE OpraHU3alliy 3a 3alliTa Ha MpaBaTa Ha MAUEHTUTE, IPU3HATH 10 peia Ha
1. 86B 0oT 3akoHa 3a 3apaBero. C oryieq Ha KOETO, ChC 3aroBe Oelle Ha3HaueHa HaIlMOHATHA
KOMHUCHSI, KaTO B pe3yaTaT OT AeHHOCTTa i Oelie u3paboTeHa HAI[MOHAIHA allTeYHa KapTa.

Uzpaborenara Hanrionannara anteyna KapTa Chbpka 3aJbJKUTEIIHO PEerlaMEeHTHpaHaTa
B wiI. 22711 ot 3JIIIXM uHpopMmaliys, a HIMEHHO:

[Mpunoxenue Ne 1 - OGnacTHUTE aNTeYHU KAPTH;

IIpunoxenne Ne 2 - KOHerTHI/ITe MHWHUMAJIHHU HOTpe6HOCTI/I Ha HAaCCICHUCTO OT AOCTHII

A0 JICKAPCTBCHU IIPOAYKTHU, OTITYCKAHU B AlITCKHU, U 1O BUAOBCTEC JEWHOCTH 10 Y. 22721, ai. 3 mo

00J1acTH, OOLIMHKA M HACEICHU MECTA;

[Ipunoxenue Ne 3 - PasnpeneneHue Ha OTKPUTUTE allTEKH MO Opod HA HACEIICHHETO IO
o0racTu, OOUIMHH U HACEJIEHU MECTa;

[Tpunoxkenue Ne 4 - I'paduvHO MOCOYBaHE HAa OTKPUTUTE aNTEKW BBPXY Kaprara Ha

CTpaHaTa CIope] Buja Ha JeHHOCTUTE, KOUTO U3BbPLIBAT ChIVIACHO wi. 227a, ai. 3;

IIpunoxenue Ne 5 - Anann3 Ha IOCTBIIA HA HACEJIEHUETO N0 JIEKAPCTBEHU NPOAYKTH,

OTIIYyCKaHU B aNTEeKU MO BUAOBE JIEHHOCTU MO 4. 227a, an. 3 mo o0nacTu, OOIKUHU U HACEJIeH!
MecTa;

[punoxenue Ne 6 - OnpenensiHe Ha 00JaCTUTE, OOIIUHUTE U HACEICHUTE MECTA, B KOUTO

IIpY WU3BBPIIBAHE HA aHAIM3a MO T. 5 € YCTAaHOBEH HEJOCTUI Ha OTKPUTH alTeKH 0 BUI0BE
JerHocTH mo wi. 227a, an. 3.

[Tpensuna U3n0xeHOTO € HeOOXOAUMO Aa ObJIe MPUET HACTOSIIIUS IPOEeKT Ha PemeHue Ha
MunucTepckust ChbBET 3a yTBbprKAaBaHe Ha HanmonanHa anreyna kaprta Ha PenyOnuka boiarapus.

[TpenoxkeHusAT NpOeKT Ha pelleHHE HsAMa Ja OKake Bb3ICHCTBHE BBPXY IbP:KaBHUS
OrokeT, Thil kKaTo HannoHnanHara antedHa KapTa € ¢ HH(GOpPMAIIMOHEH XapaKkTep U €JUHCTBEHO
MO0Ka3Ba B KOM HACEJIEHU MeCTa MMa MOTPEOHOCTH HA HACEIEHUETO OT JIOCTBI JI0 JEKapCTBEHU
MPOJYKTH.

KbM npoekrta Ha akT e npusioxkeHa (pruHaHCOBa 0OOCHOBKA 3a aKTOBE, KOUTO HE OKa3Bar
BB3/IeCTBUE BBPXY AbpKaBHUA Or0/pKeT cbritacHo [Ipunoskenue Ne 2.2. xpM ui. 35, an. 1, T. 4,
OykBa ,,0“ oT YcTpoiCTBeHNs IPAaBUIIHUK HAa MUHHCTEPCKHS ChBET U HETOBATa aJMHUHUCTpPALIUS.

[IpoekThT HE € CBBp3aH C BbBEXKJaHE HAa M3MCKBaHMS HA €BPOIENUCKOTO MPaBo, MOpaau

KOC€TO HE € U3TOTBCHA CIIpaBKa 3a CbOTBETCTBUEC C AKTOBETEC, IOJJICIKAIIIN HAa TPAHCIIOHUPAHE.
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[TpoexThT Ha penieHne € 00siBeH 3a o01ecTBeHO 00chkaane Ha [lopTana 3a oOmecTBeHN
KOHCynTaIuu u Ha lHTepHeT cTpaHuiiata Ha MHHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO.

[TpoBeneHo e myOIMYHO 00CHkK/IaHEe HA MMPOEKTa Ha pEelIeHHE Ha OCHOBAaHUE JI. 26, ail. 4,
U3pedyeHrne BTOPO OT 3aKOHA 32 HOPMATHBHHUTE aKTOBE upe3 myOnukyBaHeTo My Ha [loprana 3a
001IeCTBEeHH KOHCYJITAllMU U HA UHTEPHET CTpaHUIlaTa HAa MUHHUCTEPCTBOTO Ha 3/IpaBeOIla3BaHETO
3a Cpok OT 14 moHHM, Karo TO3U CPOK € OOYCIOBEH OT W3MBIHCHHETO Ha Mspka Ne 12.2.11.
,/3paboTBane Ha HamuoHanHa anTedyHa KapTa B U3I'BJIHEHHE Ha 3aKOHA 3a JIEKAPCTBEHUTE
MPOAYKTH B XyMaHHaTa MEJUIIMHA® ChC CPOK 3a u3nmbjiHeHUE HoeMBpu 2023 r. ot [Iporpamara 3a
ynpasienne Ha Penyonuka bearapus 3a nepuona rouu 2023 r. — nekemBpu 2024 1., npuera ¢

Pemenue Ne 506 ot 2023 r. na Munucrepckust cbBeT Ha PemyOnuka boarapus.

YBAXKAEMU I'OCITIOAUH MUHUCTBP-IIPEJCEJATEJI,
YBAXKAEMU JAMU U T'OCITIOJA MUHUCTPU,

[TpenBua M3M0KEHOTO W Ha OCHOBaHUE 4il. 227e, an. 1 oT 3akoHa 3a JIEKapCTBEHUTE
IIPOAYKTH B XyMaHHaTa MEIMLIMHA U 4. §, ain. 1 m an. 3 oT YcTpolCTBEHUs NPaBWIHUK Ha
MuHucTepckusi CbBET M Ha HeEropara aJMHMHMCTpalus, npeiaraM MHHHUCTEPCKUAT CBHBET 1A
IpueMe NpoekT Ha Penienne Ha MuHuCTEpPCKHsS ChBET 3a YTBBpKAaBaHe HAa HanyonanHa anteyna

KapTa.

C yBaxeHue,
MMPO®. XPUCTO XUHKOB
MUHUCTBHP HA 3PABEOITIA3BBAHETO



