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INIOKAHA
3A

YYACTHE B 3AABJKUTEJIHO NEHTPAJIMBUPAHO JOT'OBAPSAHE HA
OTCTBHIIKMA 3A JEKAPCTBEHHU MMPOAYKTH 3A 3JIPABHU JEHHOCTH 11O YJL
82, AJL. 2, T.3 OT 3AKOHA 3A 3IPABETO, OCUTI'YPABALIU U3ITBJIHEHUETO HA
HAIIMOHAJIHA ITPOI'PAMA 3A [PODPUIIAKTUKA HA POTABUPYCHUTE
I'ACTPOEHTEPUTHU B PEIIYBJIUKA BBJITAPUSA 2022-2025T.

Hanmonanunara 3apaBHoocuryputenta kaca (H30K), Ha ocnoBanue ui. 45, an. 13 or
3akoHa 3a 3apaBHOTO ocurypssane (330), un. 25 ot Hapen6a Ne 10 ot 2009 r. 3a ycnoBusra,
pena, MexaHu3Ma U KpUTEpUUTE 3a 3aruianiaie oT HannonanHara 31paBHOOCUTYpUTENIHA Kaca Ha
JIEKapCTBEHU MPOAYKTH, MEAUIMHCKM H3JENMs M Ha JUETHUYHUM XpaHU 3a CHEIUaIHU
MEAMIMHCKU LIEJIM U Ha MOMOILIHU CPEACTBA, MPHUCIOCOOJIEHUS, ChOPHKEHUS U MEIULUHCKU
U3JIENHS 32 XOpaTa C YBpEKJaHHs, TOrOBapssHE HAa OTCTHIIKU U Bb3CTAHOBSIBAaHE HA IPEBUILIEHUTE
CpeACTBa NpU NpUIaraHe Ha MEXaHW3bM, TapaHTHpall MPEJBUAMMOCT M YCTOHUMBOCT Ha
orwmkera Ha H30K (Hapeoba Nel() BbB Bpb3ka ¢ Pemenue Ne 445 or 7 romm 2022 r. Ha
Munucrepckusi cbBeT Ha PenmyOnuka bearapus 3a npuemane Ha HanmonanmHa mporpama 3a
npopuIakTUKa Ha PpOTAaBUPYCHHTE ractpoeHTeputu B PemyOmuka bovarapus 2022-2025 r.
(Hayuonannama npocpama), v BbB Bpb3Ka ¢ Wwi. 3 0T 3aKoHa 3a MpUJIAraHe Ha pa3nopendu Ha
3akoHa 3a JabpxkaBHUS OrokeT Ha PenyOnmka bearapus 3a 2022 r., 3akona 3a OropkeTa Ha
JbpxaBHOTO 0OmIiecTBeHO ocurypsiaHe 3a 2022 r. u 3akoHa 3a Oromxera Ha Haunmonannara
3apaBHOOCUTYpHUTEeNHA Kaca 3a 2022 r. (o6n. [B. 6p. 104 om 30 oexemspu 20222.), u ¢ uen
OCHUTYpsIBaHE Ha JOCTBHII JI0 3PaBHU ACHHOCTH 110 4il. 82, al. 2, T. 3 oT 3aKoHa 3a 3/IpaBeTo,

OTHPaBsl MOKAaHA 32 y4YacTHe B 3abJKMTEIHO LEHTPATU3MPAHO A0TroBapsiHe, 32
2023 r., Ha OTCTBINKH OT LEHATA HA HMYHOJOTHYHHU JIEKAPCTBEHH HPOAYKTH —
NPOPMIAKTHYHM BAKCHHH Cpelly POTABHPYCHM TIacTPOEHTEPUTH, OCHUTYpPsIBALIU
m3nbjaHennero Ha HanuwonanHa nporpama 3a mnpouIAKTHKA HA POTABHPYCHHTE
racrpoeHTeputu B Penyosiuka bearapus 2022-2025 r.

l. YcioBus 3a npoBexkIaHe HA 10r0BapsiHe

3albIDKATENIHOTO LIEHTPAJIM3UPAHO JIOTOBapsiHE Ha OTCTBIKM OT IleHaTa Ha
JIEKApCTBEHU MPOAYKTH 32 3/IpaBHUTE IEUWHOCTH 1O wi. 82, all. 2, T. 3 OT 3aKoHa 3a 3/IpaBETO BbB
Bpb3Ka ¢ npueta ¢ Pemenne Ne 445 ot 7 ronu 2022 r. Ha MuHKCTepCKUs chBeT Ha PemyOmmka



bearapuss Hanmonanna mporpama 3a mpodUIaKTHKAa HAa POTABUPYCHHUTE TAaCTPOSCHTECPUTH B
Peny6nuka bearapus 2022-2025 r. (HaunnonannaTta mporpama) ce IpoBeX/1a MPH YCIOBUSTA, 110
pena u 1mo Kpurepuute, onpeaenenn B raasa [V, pasaen I or Hapen6a Nel0.

Anpecatu

B noroBapsiHeTO Morar /1a y4acTBar mpuTEXKaTeIN Ha paspemieHue 3a ynorpedba (I1IPY)
Ha WMYHOJIOTHYHU JICKAPCTBEHH HPOAYKTH - MPOGWIAKTUYHM BAKCUHHM CpEIly POTaBHPYCHHU
racTPOEHTEPUTH, UM TEXHU YI'bJIHOMOUIEHU npeactaButenu (YII).

JlOKyMeHTH, CPOK M MSICTO HA NOJaBaHe

JIoKyMeHTHUTe 3a ydyacTHe B JOTOBapsHETO ce moaamar B lleHTpanHO ympaBieHue Ha
H3O0K, B otnen ,,JlenoBoanu u apxuBHU JeidHOCTH — eTax I, cTas 109, rp. Codus 1407, yim.
»Kpruuum” Ne 1, B 3ameuyaTan Henmpo3payeH UMK ¢ HeHapylieHa 1suioct. Ha nuka cinensa na ca
IIOCOYEHHM JIaHHU 3a I0JATeN U aJpec 3a KOPECIOHACHIMS, KakTo U TekcT , Ilpenoxenue 3a
OTCTBIKH 32 NPOPWIAKTMYHH BAKCHMHM Cpelly POTABUPYCHH TaCTPOEHTEPUTH IO
Hanmonanna mnporpamMa 3a npoguiakTHKa HAa POTABHPYCHHMTE TACTPOCHTEPUTH B
Peny0uuka bearapus 2022-2025 r.“.

JlokyMeHTHUTe ce mpeacTaBsT B cpok g0 27.01.2023 r.

He ce mpueMaT mpemioxeHusi, KOUTO ca MPeJACTABEHH B He3ame4yaTaH, MPo3payveH
IJIMK WIH IUITMK ¢ HAPYIIeHa UsJI0CT.

3a yuacrue B noropapsinero IIPY/YII npeacraBsT cjieAHUTE JOKYMEHTH:

1. [Ipemioskenue 3a OTCTBHIKY, MOAMMCAHO OT MPUTEKATENS HA Pa3pelIeHneTo 3a ynorpeda
Ha CbOTBETHUS JIEKAPCTBEH MPOAYKT WA OT HETOB YII'BJIHOMOIIEH MPEACTaBUTE.

OTcThOKHTE 1IE CE I0rOBapsT OT PErUCTpUpaHaTa IeHa 3a ONaKoBKa no wi. 261a, an. 1,
peructpupana B [Ipunoxenue Ne 3 [To3uTHBHUSA JIEKapCTBEH CIIUCHK IO wi. 262, an. 6, T. 3 oT
3akoHa 3a JIEKApCTBEHUTE NPOAYKTHM B XymaHHaTa MmeauuuHa (3JIIIXM), Ha choTBEeTHHTE
VMMYHOJIOTMYHU JIEKAPCTBEHU IIPOAYKTH.

Ha ocnoBanme uin. 45, an. 27 ot 330 goroBapsiHuTe OTCTBHIKH 10O wi. 45, an. 13 ot 330
He Morar Jia ObJaT o-HUCKH OT JIOTOBOPEHUTE OTCTBIIKHU MPE3 NMPEAX0IHATa FO/INHA.

IIpenjioxkeHnsTa 3a OTCTBIKH Ce MOJABAT N0 o0pa3sen cbriaacHo Ilpunoxkenune Ne 9
Ha Hapenb6a Ne 10, kbM KOMTO ce mMpmJjarat JOKyMEHTHTe 1O 4iI. 26, an. 1, 1. 2 — 4 or
Hapen6a Ne10.

2. Nudopmanus OTHOCHO eAVMHHHUS UACHTU(DUKAIMOHEH KOJ Ha JPYKECTBOTO HIIU
KOONEepalusaTa OT ThPrOBCKUSL PETUCTBP, a 33 APYKECTBaTa, PETUCTPUPAHU B IbpKaBa — YIEHKA
Ha EBponelckus cbi03, WM B JObpkaBa — cTpaHa nmo CnopasymeHuero 3a EBpomnerckoTo
WKOHOMHYECKO TPOCTPAHCTBO — KOMHE OT JOKYMEHT 3a aKTyaJHa perucrpamusi Mo
HAIMOHAJHOTO 3aKOHOJATEJCTBO, M3AaJeH OT KOMIIETEHTEH OpPraH Ha CbhOTBETHATAa
ABbP:KaBa, He MO-KbCHO OT 6 MeceLa NMpeAu MOaBaHe HA 3asIBJICHUETO.

Nudopmanuara ce mpenocTaBst 3a MpUTEXKATENss HA pa3pelIeHHeTo 3a ymorpeda, a B
ciyyall ye MpeyioKEHUETO Ce 0/1aBa OT YITbJIHOMOILEH IPEACTABUTEN — U 32 YII'BJIHOMOUIECHUS
npenctaBuTeln. JJOKyMEHTHTE Ha 9y €3UK C€ MIPEIOCTABIT C MPEBOJ] Ha OBJITAPCKH €3UK.

3. [I'p1HOMOIIIHO 32 ydyacTHe B JIOTOBAPSHETO, B T.U. M 3a MOJAaBaHE Ha MPEIOKEHUE 3a
OTCTBIIKA/U — B CiIy4ail 4e MpeaoKEHUETO Ce I0JaBa OT YIbJIHOMOIIEH MpEeICTaBUTEN Ha
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NPUTEXKATENl HAa pa3pelieHueTo 3a ynorpebda. KoraTo MmMbJIHOMOIIHOTO € M3AaJCHO Ha YYXKI
€3MK, KbM HEro ce mpusara mpeBoj Ha OBJIrapcKu €3UK, M3BBPILIEH OT MpeBojAay, KOWTO MMa
CKJIIOYEH JI0rOBOp ¢ MUHHCTEPCTBOTO HA BBHIIHUTE padOTH 3a M3BBPIIBAHE Ha OQUIMATHU
npeBou. B mbIHOMOIIHOTO cie/iBa Aa ObAaT MOCOUYEHU KOHKPETHUTE JIEKAPCTBEHU MPOIYKTH C
TEXHUTE MEXKIYyHApOJHU HEMAaTEHTHH HAaUMEHOBAHUSA M THPrOBCKM HAMMEHOBAHUS, 32 KOHTO
IIPEJICTABUTEIIAT € YII'bIIHOMOILIEH.

4. [Ipurexxaren/u Ha paspelieHHe 3a THProBUS Ha €IpO C JIEKAPCTBEHH MPOIYKTH,
KOMTO/KOUTO pa3npoCTpaHsBa/T CbOTBETHUS JIGKAPCTBEH MPOJIYKT.

1. IIpoBexaaHe HA 10rOBapPsSIHETO
3a npoBexjaaHe Ha jgoroBapsiHero ynpasButenar Ha H3OK omnpenens cbc 3amoBen
Komucus ot ciayxutenu Ha H30K.

Komucusita u3BbpiiBa mnpoBepka Ha MOJAJACHUTE JTOKYMEHTH 33 CHOTBETCTBHUETO UM C
Hapen6a Ne 10 u 330, xato uMa mpaBo Ja MOWCKa OT yYacTHUKA B 3-THEBEH CPOK Jia OTCTPaHH
HEPEAOBHOCTH W/WUJIH JIa IPEIOCTABHU JOMBbIHUTEIHA HHPOPMALUSI KbM MOJaICHUTE JOKYMEHTH.

Komucusita He pasriexna NpeljioXKeHHs, KOUTO HE OTroBapsAT Ha M3UCKBAaHUATA Ha
Hapen6a Ne 10 u 330, KakTo M Ha YYaCTHHLIUTE, KOMUTO HE Ca OTCTPAHWIN HEPEIOBHOCTHTE
W/WIIK HE ca MPEeIOCTaBUIIN JOBIHUTEIHATA HH(POPMAIUs B ONPEACTICHHUS CPOK.

CJ'IG,I[ H3THYaHC Ha CpOKa 3a IPCACTABAHC Ha IIPCIIOKCHHA, IIC 6’L,Z[aT IMPOBCACHU
IMpECroBOopu C IPHUTCIKATCIUTC Ha PA3pCIICHUC 3a yrIOTpe6a Ha HUMYHOJIOTUYHU JICKAPCTBCHU
MNPOAYKTHU WK TEXHHU YII'BJIHOMOIICHU MIPEACTABUTECIIN, KOUTO Ca IIPEACTABUIIN ITPECIIIOKCHU.

I1l.  CkiaouBaHe HA 10TrOBOpPHU

Komucwusita M3rotBs mpoToKoI/u 3a CBOsiTa paboTa U ¢ pelieHre 00sBsIBa PE3yITaTUTE OT
IPOBEJICHOTO JOTOBapsiHe, Bb3 OCHOBAa HAa KOETO C€ W3TOTBS/T M CKIIOYBA/T JTOrOBOp/H C
[TPY/VYII 3a oTCTHIKH.

KbM HacrosiaTa nokaHa e MpuiIoXKeH M MyOJIMKyBaH yTBBpJIeH oT ynpasutens Ha H30K
oOpasel Ha JIOrOBOP 3a OTCTBIIKHU 32 JIEKAPCTBEHUTE MPOAYKTH 3a 3/7paBHUTE ACHHOCTU MO 4Jl.
82, ant. 2, T. 3 oT 3aK0Ha 3a 3/IpaBeTo.

O®uHaHcHpaHEeTO Ha pa3xoautre 1o HamnumonanHara mporpama B yacTra 3a
npoUIAKTUYHUTE BAaKCHMHM U JEMHOCTUTE MO HocTaBiHEeTo MM ce u3BbpiiBa oT H30K upes
TpaHcdep Ha cpeAcTBa OT MUHHUCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO

JInia 3a KOHTAKTH:

HNpena beneBa — HayaJHUK Ha OTAeNn ,JloroBapsHe Ha OTCTBOKH® B AUPEKUUs
JIIIMUJIXTIC, Ten. 02 9659350, e-mail: IKrumova@nhif.bg

HecucnaBa ['opoBa — TIJI. IOPUCKOHCYAT B OTAEN ,JloroBapsitHe Ha OTCTBIKU B
mupeknus JIMMUJIXTIC, en. cnyxeoen aapec: DGorova@nbhif.bg, Ten. 02 9659355;

Moska BacueBa — ri1. excrepT B OTeN ,,J[oroBapsHe Ha OTCTBIKH® B IMPEKIHS
JIIMUIXTIC, en. cnyxeben ampec: Vasileva@nhif.bg, ten. 02 9659363,

H-p dumutsp JIykaHoB - 1. eKcniepT B OTAEN ,,JloroBapsHe Ha OTCTBIKU B JUPEKIIUS
JIIMUIXTIC, en. cnyxeben ampec: DLukanov@nhif.bg, ter. 02 9659355.

Hacrosimara nokana ce nmy0iukyBa Ha uHTepHeT crpanuunara Ha H3OK, B cexuus
wHauano/ Jlekapcmeéa u anmeku/ 3a npumedycamenume Ha paspeuieHus 3a ynompebda Ha
JneKkapcmeenu npooyKkmu “,
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