MpoekT Ha Hapenba 3a usmeHeHme u ponbJsiHeHue Ha Hapepba Ne 15
oT 2005 r. 3a uMyHu3auuute B Penyonuka Boarapua
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MpuYnHK, KOMTO HanaraT NpMeMaHeToO Ha HOPMaTUBHUSA aKT:

MpoekTbT Ha Hapenba 3a nameHeHne n gonbsHeHne Ha Hapeanba Ne 15 o1 2005 r. 3a
nMyHuM3aummnTe B Penybnnka bbarapusa e paspaboTeH B U3nbjiHEHME Ha T. 5 oT PeweHune
Ne PP-26/05.07.2022 r. Ha PbKOBOACTBOTO Ha MNHUCTEPCTBO Ha 34paBeona3BaHeTo (M3).
CbrnacHo Noco4YeHoTOo pelleHne e Heobxoanmo B Hapenba Ne 15 ot 2005 r. 3a
nMyHunsaunnTe B Penybnuka bbarapusa ga ce pasnuuie, 4e CbXpaHeHNeTo Ha
3aKynyBaHuTe oT M3 6uonpoayKTu ce OCbLLEeCTBSABa BPEMEHHO B XJIaAWUHN CKNlagoBe U
CbOpPBbXKEHUSA Ha M3 1 pernoHanHuTe 3apaBHK nHcnekuum (P3W), B cboTBeTCTBUE C
yC/I0BUATa Ha Npon3BoanTens.

CbrnacHo npenopbknTe Ha CBeToBHaTa 34paBHa opraHusaumnsa (C30) 3a nognomaraHe Ha
npoueca No BHeapsBaHe B HALWNOHANHUTE MMYHU3ALUNOHHN NMPOrpamMm Ha noJnTUKNK,
OCHOBaHW Ha A0OKa3aTesCTBa, OT KJIl04YOBa POJIA € HaIM4YMeTo Ha He3aBUCUM OpraH/CcbBeT
OT eKCnepTun, KOWTO Aa noanomara MMHUCTEpPCTBaTa Ha 34paBeona3BaHeTo B cepute
KaTo KayecTBO 1 6e30NaCcHOCT Ha BaKCUHUTE, UMYHN3aLUWOHHW CTpaTernm, nogabp>xaHe
Ha BUCOK BaKCUMHauMoHeH obxBaT, BHeApsABaHEe Ha HOBM aHTUIME€HU B UMYHU3AaLMOHHUTE
nporpamu, MPOMEHN B CXEMUTE Ha NPUJIOXKEHME Ha BaKCUHNTE, 3aKynyBaHe, NpaBuHO
CbXpaHeHune n ynotpeba Ha BakCuUHUTeE.

B Ta3u Bpb3Ka € NPOMEHEH KOHCYNTAaTUBHUSAT OpraH no 4. 5a ot HapenbaTa, KaTo ca
pa3WNpPEeHn HEroBUSAT CbCTaB U PYHKLINN.

MNpennoxeHnaT HaunoHaNeH ekcrnepTeH CbBET MO UMyHM3aLMN e aHan3mnpa
N3NbJIHEHNETO Ha AENHOCTUTE No MMyHOoNpoduIakTUKaTa B CTpaHaTa U We npegiara
MEepKW 3a NoBMLUABaHEe Ha MMYHU3aLMOHHNSA 06xBaT 1 nofobpsiBaHe Ha Haa30pa Ha
UMyHonpodunakTnkaTa. LLle n3rotea npensno)eHums 3a NONTUKN 3a UMyHU3aALNS, BKI. U
3a NPenopbYMTENHN U LieNIeBN UMYHM3aumMn, KaTo NepMoanyHo 1 Npyu HeobxoanMoCT e
npeanara Hay4YHu NpPenopbKy 3a NpuiaraHeTo Ha TUMNa BaKCMHU 3a OTAENHUTE
Bb3pPaCTOBU rpynu 3a BaKCUMHUTE, KOUTO Ca NpeaMeT Ha HapeabaTa.

HaunoHaNHUAT eKCnepTeH CbBET MO MMYHM3ALUNK Le 06CbXXAa BbMNPOCUTE, OTHACSLLM Cce
00 UMYHOMPOodUIakTUKaTa Ha BAaKCUHOMPeaoTBpPaTMMMTE 3apa3Hn 6onecTn KaTo npu



HEeobX0AMMOCT e MOXe Aa npenJsiara BbBe)XAaHe Ha HOBM aHTUreHW 33 3a4b/KUTENHN,
LeneBn 1 NPenopbYNTENHN UMYHU3AUMN 1 CXEMU 3a NpUiaraHe Ha CbOTBETHUTE
BakCUHW. Mpn NpoMsiHa B CXeMa Ha MPUJIOXKEHNEe NN Bb3PacTOBU rPynin, KaKTo 1 Npu
BbBE)X[aHE Ha HOB aHTUreH B IMyHU3aUNOHHUS KaneHaap Ha Penybnvka bbarapus,
CbBeTbHT We npeasara Ha MMHUCTbPAa Ha 3[IPpaBeONa3BaHETO TUMA Ha BAKCUHUTE, KOUTO
c/flefBa Oa Ce OCMrypsiT 3a HEroBOTO M3MNbJIHEHME 3a Nepuoa Ao 3 r., cbobpasHo 6pos Ha
noane)xawmTe nnua rno Bb3pacToBu rpynun n 6posa Ha npuemnTe OT AaZileHa BaKCUHA.

OcBeH TOBa, NPV Bb3HMKBaHe Ha N3BbHpPeAHa ennaeMnyHa obcTtaHoBKa nnm cnajg B
WMYHM3aLMNOHHOTO MOKPUTME HOBUAT KOHCYITaTUBEH OPraH Lue npaBu Npenopbku 3a
HeobxoonMuTe gencTema No 4ia. 59, an. 1 oT 3akoHa 3a 34paBeTo, KaTo LWe npeasiara
TWUMa Ha BaKCMHUTE U We AaBa NPernopbKy 3a TAXHOTO NMPUIOXKEHME 3a NnuaTa, NoKasaHu
3a UMyHM3auUKs.

BB Bpb3Ka C aHFra)xumeHTa Ha M3 no 3akynyBaHe Ha 6MonpoayKTu 3a 3a4bJ/KUTESNTHN U
LeseBn UMyHU3aLUUN N CEPYMUN 3@ NOCTEKCNO3ULMOHHA NpoduiakTuUKa, HaumoHanHmAT
€KCMepTeH CbBET MO UMYHM3aLMK B cpok Ao 30 MapT Ha roagnHaTa, B KOSTO NpeacTon aa
Ce CKJIl04YM HOB A0roBop Mo 4. 6, an. 1 ot HapenbaTa, We onpenens n npeasara Ha
MUHUCTbPa Ha 3[4paBeorna3BaHeTO TUMNa Ha BaKCUHMUTE MO OTHOLWIEeHNe Ha BMaa 1 6pos Ha
KOMIMOHEHTUTE CpeLly nocoyeHnTe 3abonsBaHnd B 4. 2 oT HapeabaTa, KOUTO aa ce
npunaratT 3a U3NbJiHEHWE Ha IMyHN3aUNOHHUS KaneHaap 3a nepuoda Ha AelncTBue Ha
aorosopa no 4n. 6, an. 1, n HeobxooMMmNTE KOIMYECTBA OT TAX.

B cpok oo 30 anpwua Ha cbllaTa roanHa 0406peHOTO OT MUHUCTbPA Ha 34paBeona3BaHeTo
npenJsioXKeHue e ce NybsnKyBa Ha UHTEPHET CTpaHuLaTa Ha M3.

B cboTBETCTBME C NMpoLeca No pa3pellaBaHe 3a ynotpeba oT EBponenckaTa areHumns no
NlekapCTBa Ha BakCcMHU cpewy COVID-19 3a npuniaraHe npu geua Ha Bb3pacT Ha U Hapg 6
Meceua, B npuaoxeHme Ne 2 KbM 4n. 7, an. 2 ot Hapenba Ne 15 o1 2005 1. 3a
nMyHu3aunnTe B Penybnnka bbarapus e oonbaHEHO, Ye uMyHu3aumaTa cpewy COVID-19
ce npenopb4Ba 3a JiMua Ha U Hapj 6-MeceYyHa Bb3pacT, B 3aBUCMMOCT OT MNoKa3aHUATa Ha
CbOTBETHUSA SIeKApPCTBEH MPOAYKT 3@ aKTUBHa MMYHMU3aLMA 3a NpeBeHUUs Ha
3abongsaHeTo COVID-19, npnynHeHo oT Bupyca SARS-CoV-2.

C ornep nogobpsiBaHe Ha AENHOCTUTE MO NpUaraHe Ha BakCUHU CpeLly CEe30HEeH rpun B
CbLLOTO NPUJIOXKEHME € MOCOYEHOD, Ye MMYHM3auMn CpeLly rpmn MoraT Aa ce M3BbpLliaT n
Nno BpeMe Ha Lenns ennaeMnyeH ce3oH, KaTo ce 3ana3Ba NnpenopbkaTa Aa Ce U3BbpLluBaT
€XXeroZlHo npe3 eceHTa Npean Ha4yasloTo Ha enUaeMUYHNA CE30H.

MopaAyn AONbAHEHWE Ha KPAaTKUTE XapaKTepUCTUKN Ha MpuiaraHUTe JIeKapCTBEHM
NPOAYKTWN B CTPaHaTa cpelly Bapuuena n mopbunu, B npunoxxeHme Ne 4 kbM 4. 9, an. 3
Ha HapenbaTa ce cb3faBa pef, yKa3Ball CXEMUTE 3a TAXHOTO MPUIOXKEHNE KaTO
NOCTEKCNO3MNLMOHHA NPOUIaKTHKa.

LLenu, KOMTO HOPMATUBHMUAT aKT CU NOCTaBA:

C npomeHunTe B Hapenba Ne 15 o1 2005 r. 3a uMmyHusaummnte B Penybnunka bbvnarapus ce
Lenn ga ce nocTUrHe no-rof1iMo CboTBETCTBUE C npenopbkuTe Ha C30 3a OCHOBaHW Ha



[OKa3aTeNCTBa AENHOCTU U PELLIEHNS HAa HALMOHANIHO HMBO B o6acTTa Ha Hag3opa n
KOHTPOJIa Ha 3apa3HuTe 601ecTu, NO-KOHKPETHO Mo OTHOLIEeHWe Ha NPouIaKTUKaTa Ha
BaKCMHoNpegoTBpaTuMnTe 6bonecTu.

OT ocobeHo 3HaYeHne 3a u3rpaxxaaHe Ha gosepue B 06LLECTBOTO U YBEPEHOCT Ha
ObP>XXaBHUTE MHCTUTYLIUM B IOCTOBEPHOCTTA Ha NPENoOpPbKUTE € Cb34aBaHEeTO Ha
KOHCynTaTMBEH OpraH, KOMTO Aa € He3aBUCMM. 3a Cb3[aBaHETO Ha TaKbB HE3ABUCKM
opraH C30 onpepnens KaTo KJIDYOBM HAKOJIKO KpUTEPUN: MoJKpena v pa3bupaHe oT
3aMHTepecoBaHaTa cTpaHa (M3), opMann3snpaHe Ha opraHa 4Ypes cneumrasHo NpueT 3a
LuenTa alMUHUCTPATMBEH aKT, onpeaesisHe Ha LennTe U 3aa4nuTe My, CTaH4apTHU
npoLieaypu, No KOUTO Lie PYHKLNOHMPA N OKa3BaHe Ha HeobxoanMaTa aAMUHUCTPATUBHA
noakKpena oT 3aMHTepecoBaHaTa CTpPaHa 3a OCUIypsiBaHE Ha yCMeLlHOo PYHKLUMOHUPAHE.
OT 3Ha4YeHVe e TO3M OpraH Aa e MyATUANCUNMNIMHAPEH, C EKCMEPTU C AoCTaTbyeH 06xBaT
n obN6oYMHa Ha eKcrepTu3aTa U Oa e onpefeseH MUHUMYM, BKJIIOYBALLL EKCNepTH B
obnacTTa Ha NeanaTpusaTa, BbTPeWwHMTe 60/1eCcTn, enmaeMmnonornsiTa Ha UHPEKLMO3HNTE
6onectTun, MMyHONOrnATa, KJINHUYHUTE NMPOYYBAHUA U MKOHOMWKA Ha 3[1paBeona3BaHeTo.

3a ynecHaBaHe paboTaTa Ha nekapuTe B CTpaHaTa Nno npuaaraHe Ha BaKCUHK cpeLly
oTAenHun 3apasHu 3abonasaHus (rpun, mopbunu, sapuuyena, COVID-19), npunoxxeHnaTta
KbM HapenbaTa ca AONBbJIHEHW C aKTyaJiIHa MHGOPMaLUs.

3a NbJIHOTa Ha HOPMATMBHUA aKT € pa3nucaH pepn 3a BpeMeHHO CbXPaHeHMe Ha 3aKyneHu
0T M3 6rnonpoAyKTU B XJIaAUJIHN KaMepu U CbopbXeHnsa Ha M3 n P3U.

DUHAHCOBM M ApPYru cpencTtsa, Heo6xoaAMMM 3a NpusiaraHeTo Ha HOBaTa ypepba:

MpennoXXeHUsT NPOeKT Ha HOPMATUBEH aKT HsIMa [a OKa)ke Bb3AeNCTBMNE BbPXY
Obp>XKaBHUS blog)KeT. He ca HeobxoaMMmn (PUHAHCOBM UKW APYrK CPencTBa 3a
npuiaraHeTo Ha NpoekTa Ha Hapeaba 1 No OTHOLLIEHNE Ha 3aMHTEepPecoBaHNTE nua -
NauMeHTN, KOHTAaKTHU Ha 6oNHK Nuua, NevyebHn 3aBeaeHns, MeaNLMHCKN CNeunanncT u

Ap.
O4yakBaHU pe3ynTaTu:

C npnemMaHeTO Ha NpoekTa Ha Hapeaba ce uenn aa ce NOANOMOrHe HalMOHaIHATa
nonnTMKa B ob61acTTa Ha KOHTPOJIa Ha BaKCMHOMPeAoTBpaTUMUTE 3apasHu 6onectun KaTo
ce Cb3Jafe He3aBMCKMM KOHCY/ITaTMBEH OpraH C ekcnepTusa B obacTTa Ha
BaKCMHOMNPOMUIAKTMKaTa, KOWTO Aa U3roTBs U Npeanara nNpernopbky 3a npujaraHe Ha
pa3pelleHn 3a ynotpeba BaKCMHM B CTpaHaTa, KaKToO U 3@ BKJIlOYBAHE Ha HOBU aHTUIreHN
NN CXeMU Ha NpunoXeHne B IMyHU3aUWOHHMS KaneHaap Ha Penybnvnka Bbvarapus nnm
KaTo LesieBM U NpernopbynTeNHN UMYHU3ALWN.

C aKTyanm3npaHe Ha MHpOopPMaLNATa OTHOCHO Bb3MOXXHOCTTa 3a MOCTEKCMNO3ULIMOHHA
npocdunakTmka cpewy Mopbunm n Bapuuesna v npuiaraHeTo Ha BakCMHa CPELLy rpun npes
Lenms ennaeMmnyeH CesoH Le ce NoBULn MHPOPMUPAHOCTTa Ha MeANLNHCKUTE
CNeunanncTn, KakTo 1 Bb3MOXKHOCTTA 3a PaHHa peakuus 1 3allMTa Ha HacesleHUeTo npu
n3naraHe Ha PUCK OT 3apa3sBaHe C NPUYMHUTENNTE Ha CUJIHO 3apa3HU OCTPU 3apa3Hu
3abonsBaHus.



AHanM3 Ha CHLOTBETCTBMETO C NPaBoTO Ha EBponenckusa cblo3:

Cnep v3BbpLIEH aHaIM3 3a CbOTBETCTBME C €BPOMNMENCKOTO NMpaBo Cce YCTaHOBYU, Ye
obulecTBeHUTE OTHOLWEHUS, NpeAMeT Ha NpoeKTa 3a Ta3n Hapenba, He ca
periaMmeHTMpaHn B €BPOMENCKOTO 3aKoHoAaTencTeo. YpenbaTta Ha obuwecTBeHuTe
OTHOLLEHMNSA, NpeaMeT Ha NpoekTa Ha Hapenba, e BbNPOC Ha HAaLMOHAIHO peLlleHne u e oT
KOMMETEeHTHOCTTa Ha OTAEeNIHUTE ObprKXaBU-41eHKN. ToBa NponsTuya oT pa3nopenbaTa Ha
4yn. 168, nap. 7 ot oroeopa 3a hyHKUMOHNpPaHe Ha EBpoONenckns cbios, KOATO
npeasuXxaa UsKJduTesIHa KOMMEeTEHTHOCT Ha AbpXXaBUTe-4JIeHKM No onpeaensaHe Ha
3QpaBHaTa UM NOJINTUKA.

AQpec 3a n3npallaHe Ha CTaHOBULLA U NpeasoxxeHus: kparmakova@mbh.government.bg

HauuHu Ha npepocTaBsAHEe HAa NPenJIo>KeHUs U CTaHOBMULLA

MopTana 3a 06WwecTBEHN KOHCYNTauMmn (M3NCKBa Ce perncTpauns 4ypes nmenn);
EnekTpoHHa nowa Ha NoCoYeHnTe ajpecu;

CucTtemaTa 3a CUrypHO eleKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (u3uckea ce
KBanmduumpaH enekTpoHeH noanuc nam NMNNK Ha HOW);

OdnunanHmna agpec 3a KopecrnoHAeHUns.
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CnpaBka nnu cbobuieHune.

OKOH4YaTeJNIeH aKT Ha MMHUCTEpPCKUA CbBeT



