MpoekT Ha Hapepba 3a usmeHeHme u ponbJsiHeHue Ha Hapenb6a Nq 6
oT 2019 r. 3a pena 1 ycnoBMusATa 3a NpoBe)XAaHe Ha AUarHocTuka,
NPodUNaKTUKA U KOHTPOJ1 HA OTAEJIHU 3apa3Hu boslecTn Ha
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BHocuTten: MuHWCTEPCTBO Ha 34paBeona3BaHETo

Twvun BHOCMTEN: HauMOHANHO

MpnynHNM, KONTO HanaraT NpUMemMaHeTo Ha HOPMaTUBHUSA aKT:

Mpeumn3npaHo € HaMMEHOBAHNETO Ha HOPMATUBHUA aKT, NpenBus obWwma MexaHM3bM Ha
rnpenaBaHe Ha MHJeKUMATa - Bb34YLUHO-KANKOB U pasinyHaTa Jiokaamsaums Ha
MHeKunaTa B HOBELLKOTO TAJO.

C npoekTa Ha Hapepnba ce onpenenaT yC/0BUATa U peabT 3a U3BbPLLUBAHE Ha
3a4bJOKUTENHA n3onaums Ha 6osHM, OT BKIOYeHUTe B obxBaTa Ha HapenbaTa ocTpwu
3apa3Hun 60n1ecTun C Bb34YLWHO-KAarNnkoB MeXaHM3bM Ha NpefdaBaHe, ako TakaBa e
pa3nopeneHa CbC 3aMnoBed Ha MUHUCTbPA Ha 34paBeona3BaHeTo Mo 4. 61, an. 3 oT
3akoHa 3a 34paBeTo. [10CoYEHO €, Ye BCSAKO nLe, KOeTO € ANarHOCTULUMPAHO KaTo
60/1HO 1 NoANEeXN Ha 3a4b/KUTENHA M30J1aumMa ce NoCcTaBsa NoA TakaBa C NnpeanucaHue,
n34adeHo OT AUPEKTOpPa UK OT OMPaBOMOLLEH OT HEr0 3aMEeCTHUK-ONPEKTOP Ha
CbOTBETHaTa pernoHasiHa 34paBHa NMHCNEKUMA. 3aQb/DKUTENIHaTa n3oJaumsa MoxXKe aa ce
M3BBbPLUBA B AOMALLUHW YC/I0BUSA UM B nevebHo 3aBeaeHme 3a 60MHMYHa NoMoLl, Mo
npeueHKa Ha JIeKyBallus f1ekKap Uam Ha siekaps, Hacouna INLETO 3a XoCnuTannsaums
Bb3 OCHOBA Ha M3BbpLUEHA OLeHKa Ha CbLIeCTBYyBaWMA ennaeMmyeH puck ot
pa3npoCcTpPaHEeHMeTo Ha CbOTBETHOTO 3abonsBaHe.

Mpn N3BBbPLUBAHE Ha OLEHKaTa JIeKapaT B3eMa nNpeasu coumanHo-buToBmMTe yCioBus,
NPV KOUTO INLETO XK1Bee (MHOro4YUC/IeHO CEMENCTBO, NIMLLa, HACTaHeHN B MeCTa, B
KOMTO Ce NpeaoCTaBAT COLUMaNHM YCYrm No CMUCH/Ia Ha 3aKOoHa 3a CouMasHUTe yCyru,
B MeCTa 3a SiMwaBaHe oT ceobofa v Ap.) M Bb3MOXKHOCTTA 3a M30J1auUns B OMA, KaKTO U
TeXXecTTa Ha NpoTuYaHe Ha 3abonsiBaHeTO N 06EKTUBHOTO 34PaBOC/IOBHO CbCTOSIHME Ha
3abonenuns.



[lonycHaTo e nnuaTa, KOUTO MUCMEHO U U3PUYHO Ca 3asBUIM OTKa3 OT 1U30iauus B
neyebHo 3aBeneHMe 3a 60IHMYHA NOMOLL, Aa Ce N30/INPAT B AOMALUHN YCJIOBUS.

MNMpe3 neproda Ha 3agb/KUTENHa n3onauns B Aoma, 3abonennte cnensa ga He
HanycKaT MACTOTO, B KOETO Ca Noco4nnu, Yye we npebneaBaT 3a NOCOYEHUSA B
npennncaHNeTo Cpok. MNMpu BAolWaBaHe Ha 34PaBOC/IOBHOTO UM CbCTOSAHME, Te YBEAOMAT
Nekaps, ocbllecTBABall, MEONLMHCKOTO HabntogeHme, a B caly4yan, 4e He ycnesT aa
OCBHLUECTBAT KOHTAKT C HEro - permoHajHMUA LeHTbp 3a crnewHa MeguumHcKa nomoL,
ype3 Ten. 112 KaTo 3aa4bJ/KUTENHO MHPOPMUPAT 3a 3abonsBaHETO, MOpaan KOeTo Ca
rMnocTaBeHM NOA 3a4bJKUTENHA U30aaunsa 3a npeanpmemMaHe Ha HeobxognmuTe
NPOTUBOENUAEMUNYHN MEPKU OT eKumna 3a cnewHa MeamunHCcKa nomoLy,.

Mpn HeO6XOANMMOCT OT NPOBEXAAHE Ha MeANLMHCKN U3CNeaBaHUs UAu Nperneau,
Ha3Ha4YeHn OT Nekaps, OCbLLECTBABALL, MEAULIMHCKOTO HabtoaeHe No BpeMe Ha
JloMalliHa nu3osauus, 6onHMTe yBeaoMaBaT Mo TesiehOH CbOTBETHATa pPernoHasHa
3[paBHa MHCMEKLMA 3a HanyckaHe Ha MACTOTO Ha U30/1aLns, KaTo NocoYBaT BpeMeBus
nepuoj n ne4yebHOTO 3aBefleHne, B KOETO Le Ce U3BbPLUN NperaenbT Uin
n3cnenBaHeTo. MegnuUMHCKOTO HablogeHNE MO BpeMe Ha 3aAb/DKUTENHATa n3onauuns
ce N3BbpPLUBA OT 06LONPAaKTUKYBaLL, IeKap Uan apyr nekap. Npu HeobxoaMMoCT OT
n3cnenBaHua UAN Npersaenun, HasHa4YeHn oT NieKaps, OCbLLECTBABALL MEAULNHCKOTO
HabnoaeHne, INLETO Mo 3a4b/KUTENHa U30aaums cieasa Aa yseaoMu rno tenedoH
NN eNIeKTPOHHA Mol CbOTBETHAaTa PervoHasiHa 3ApaBHa MHCNEKLUMS 3@ HanyCcKaHe Ha
MSICTOTO Ha M30J1alUMs, KaTo NOCOYBAT BPpeMEeBUs neproa 1 ne4yebHoTo 3aBeneHne, B
KOETO Llie Cce U3BBLPLIKM Npernena uin n3cneBaHeTo.

BbBeneHo e yToYHeHUe, Ye Npu Annca Ha 3a4b/DKUTeNHa n3onaums, no Bpeme Ha
bonepyBaHe nuuaTa ce cCamon3oampaT, 3a Aa He 3apa3AaT Bb3NpUeMUnBU KbM
3abonsiBaHeTo Nunua, 6e3 NpunaraHe Ha HOPMATUBHOOMNPEAENEHN OrPAHNYNTENHN
MEpPKMU.

B cboTBEeTCTBME C pa3nopenbuTe Ha 3akoHa 3a 3[1PAaBETO € pa3nMcaHa Bb3MOXXHOCTTa
613K KOHTAKTHU Nnua Aa 6baaT NocTaBsAHM Mo 3aA4bJ/IKMUTEIHA KapaHTUHA, ako
TakaBa e pa3nopefeHa CbC 3anoBe] Ha MUHUCTbPA Ha 34paBeona3BaHeTo no 4a. 61, an.
3 OT 3aKOHa, KaTo e MOCOYEHO, Ye Npu onpenensiHe Ha 6M3KNUTE KOHTAKTHU InLla ce
B3eMaT NpeaBup clegHuTe KpUTepun: aataTa Ha oCblLleCcTBsABaHe Ha NocnenHuns
KOHTAKT C 60JIHOTO NIMLE N HeroBaTa NPOAbJ/IKUTENHOCT, BUAA HA KOHTaKTa (OMPEKTEH,
6e3 NMYHM NpeanasHN CpeacTBa, Ha 3aKPUTO), UMYHHUAT CTAaTyC HA KOHTAKTHOTO NuLe
Nno oTHolWeHWe Ha npebonegyBaHe U/ BaKCMHaLUMS Ccpelly CbOTBETHOTO 3abonsiBaHe,
KaKTO M 3PpaBOC/IOBHOTO CbCTOAHUE Ha BoNHMA (Hanp. Hann4Yne Ha KPyCTu BbpXy
obpunBHUTE egnHULIN).

MNpensnaeHNTe N3MEHEHNS B NpoeKTa Ha Hapeaba OTHOCHO ycnoBuATa U peja 3a
npoBexfaHe Ha 3a4bJ/DKUTEeNIHA N30J1auna N KapaHTMHA Ce BbBeXJaT BbB BPb3Ka C
pa3nopenbute Ha 4n. 61, an. 17 n 18 n 4n. 6la, an. 7 ot 3aKoHa 3a 34paBeTo.

BbB Bpb3Ka Cc BKAo4YBaHe npe3 2019 r. B Hapenba Ne 15 3a nmyHusaunmte B Penybnuka
Bbarapma Ha npenopbynTEsIHa UMYHU3aLMA CpeLly BapuvLesa npu geua ot 12 mecevyHa
Bb3pacT, B CTPaHaTa BeYye Ca Ha/IM4HW feua, nocellasally AeTcKa sacsia Uam aeTcka



rpaAnHa, KOUTO Ca BaKCUHUPaHW CpeLly Bapuuena.

CbrnacHo KpaTkaTa XapaKTepucTuKa Ha pa3pelleHns 3a ynotpeba BakCMHaneH
MPOAYKT B CTpaHaTa Varivax, npu npoBeAeHO KJANHUYHO N3MNNTBAHE Ype3 ABOWNHO CAsNo,
nnauebo KOHTPOIMPAHO U3NNTBAHE B NMPOAbJIKEHME Ha 2 TOANHN € YCTAaHOBEHO, Ye
BaKCMHaNHaTa e(pMKaCHOCT Npu Aeua, KOUTO Ca BaKCMHUPaHW B UHTepBasa oT 42 AHW A0
13 roanHn nepuopn Ha npocsegsasaHe € 95% no OTHOLWEHME Ha TEXKNUTE Cyyau,
HabnoaaBaHM NP BaKCMHUPAHNTE, KOUTO Ca NONYyYUaN UHGEKLUMA cnen BaKCUHMpPaHeE.

OT npoBefeHO NOCTMapKeTUHIroBo HabnoaeHne BakCMHaHaTa epeKTUBHOCT Npu geua
C NoCTaBeHa eflHa [03a BaKCWHa cpeLly BapuLena e oueHeHa Ha 81% cpelly ymepeHa v
Texka popma Ha 3abonsasaHeTo (Marin M, Marti M, Kambhampati A, et al. Global Varicella
Vaccine Effectiveness: A Meta-analysis. Pediatrics. 2016;137(3):e20153741).

Ha 6a3a Ha nonyyYyeHnTe pe3ysTaTh OT NPOBEeAEHNTE NMPOYYBaHUS C NMPOeKTa Ha Hapenba
e JIoNyCHaTo Aeua, KOUTO Ca BaKCMHUPaHW cpelly Bapulena npean noseyve ot 30 AHM Aa
MoraT [a noceliaBaT opraHn3npaH OeTCKU KOJIEKTUB B YCJIOBMSA Ha perucTpupaHu
c/ly4aun Ha BapuLena B CbOBeTHaTa rpyna uam napanenka. CbLIOTO € pa3nucaHo 1 no
OTHOLLEHNE Ha KOHTAaKTHUTE Ha BapuLesa Aela N3BbH OpraHn3npaHmns KONEeKTUB.

Mpensna onncaHaTa B KpaTKMTe XapakKTEPUCTUKM Ha NPOAYKTUTE, NpuaraHu B
CTpaHaTa cpelly ennaeMmyeH NnapoTUT BUCOKa BaKCUHAJIHA MMYHOreHHOCT Un
eheKTUBHOCT (96%) cnepn npunaraHe Ha eAHa A03a BaKCUHa C MpoeKTa Ha Hapepba e
nonycHaTo no nonobeH pepn, KakTo 1 3a APYrn BakCMHonpenoTBpaTuMmn 3abonsBaHums
(Mopbunn n pybeona) BakCMHUpaHW C efHa Ao03a Aeua Aa MoraT da nocewiasaTt
OpraHmn3npaHn KONEeKTUBN Npu perncTpmpaH cay4yanm Ha 3abonsasaHeTo B AOMa UIN B
CbOTBETHaTa rpyna/napanesnka.

C npennoXXeHusa npoekT e npeunsnpaHa nabopaTopHaTa AnarHOCTUKa Ha bonecTuTe
ennaemMnyeH napoTuT, Mopbunu n pybeona, cbobpasHo NpuiaraHUTe B CTpaHaTa
ANArHOCTUYHN MeToaMW.

BbBeneHun ca onpeneneHns 3a MeaAnLMHCKO HabnogeHne 1 KapaHTUHa B AeTCKa acna,
NeTCcKa rpaiHa 1 y4ynnuuie C uen cb3gaBaHe Ha iCHOTa OTHOCHO M3MN0J13BaHUTE
TEPMUHMN MPU NPOBEXAAHETO HA KOHTPOJ1 Ha OCTpUTe 3apa3Hu 6onectn no yn. 1 ot
HapenbaTa.

Llenn, KouTo HOPMATUBHUAT aKT CU MNMOCTaBA:

C npoekTa Ha Hapenba ce Uenn fa ce Cb3fane PaBHOMOCTABEHOCT Ha BCUYKKM Aela,
KOUTO Ca UMYHU3UPAHU C BUCOKOE(EKTUBHM BaKCUHWN Aa MMAT AOCTbN A0 AeTcKa Acna,
[eTCKa rpaguHa v yuymauuie no BpeMe Ha perucTtpupaH ciyyan Ha
BakCUHoMNpenoTBpaTumMo 3abonaBaHe B CbOTBETHATa rpyna/knac.

BbBexxnaa ce obuy pef 3a npuiaraHe Ha pasnopenbdbure Ha 4. 61 oT 3aKoHa 3a 34paBeTo
No OTHOLLEHWE 3aA4bJ/IKNTENIHa n30saumnsa Ha nmua, 60nHM OT onpefesieHn 3apas3Hin
bonecTun, NnpefaBaHn No Bb3AYLLIHO-KAMNKOB MbT N Ha 3a4bJ/KUTESIHA KapaHTUHa Ha
nnua, onpeaeneHn Kato TexXHU BJIN3KM KOHTaKTHMW, ako Ca pa3rnopefeHun CbC 3anoses Ha
MWHUCTBbPa Ha 34paBeorna3BaHeTo Nno 4Yi. 61, an. 3 oT 3akKoHa 3a 34paBeTo.



®dUnHaAHCOBU N Apyrn cpeacTBa, HeobxoAMMK 3a NpuaaraHeTo Ha HoBaTa ypenba:

MNpensoXXeHNAT NPOEKT Ha HOPMATUBEH aKT, HAMA [a OKa)ke Bb3[eNCTBME BbPXY
Obp>xaBHUS Boa)xeT. OCbLECTBABAHETO HA KOHTPOJIHUTE MPAaBOMOLLMSA OT CTPaHa Ha
pernoHanHuTe 34paBHN MHCNEKLMWN NO CNa3BaHe HA HOBUTE U3NCKBAHMUS, MPU TSXHOTO
€BEeHTYaJ/IHO BbBeX/aHe, e e B paMKUTe Ha YTBbpAeHUs UM boaXKeT 3a CboTBEeTHaTa
roaviHa.

OvakBaHM pe3ynTaTu:

C NnpveMaHeTOo Ha NpoeKTa Ha Hapeaba Lie ce yaecHM AOCTbMNa Ha BaKCMHUPAHU cpeLly
Bapuuesa U ennieMnyeH napoTuUT 40 OPraHn3npaH AeTCKU KOJIEKTUB Npu perncTpupaH
B HEro csyvyal Ha flageHaTa 3apa3Ha 60J1ecT, KOMTO ca OTCbCTBaIM Npu NosiBaTa Ha
c/ly4auTe, KaTo Ce nMa NpeaBui BUCoKaTa CTeNeH Ha BakCMHalHA ePEKTUBHOCT Ha
npuiaraHuTe B CTpaHaTa BaKCUHMN.

C BbBeleHNTe U3NCKBAHNSA 3a 3a4bJ/IKUTENHA N30MaUna N KapaHTUHA ce Lenn
orpaHnyaBaHe, Bb3 OCHOBa Ha M3BbPLUEHA OLEHKA Ha CbLLUECTBYBALLUS ennaeMnyeH
PUCK Ha pa3npoCTpaHEHMETO Ha CbOTBETHATa OCTpa 3apa3Ha bonecTt, NnpegaBaHa No
Bb3AYLIHO-KANKOB NMbT, Monadalla B obxBaTa Ha HapenbaTa, HamansiBaHe Ha 6pos Ha
HOBOPErncTpMpaHUTe CiyyYyanm U Bb3HUKBAHETO Ha eNUAEMNYHN B3PUBOBE, HA-4E€CTU B
NEeTCKN OpraHn3npaHn KONEKTUBU, Mopaan OCbLLECTBABAHNUSA BNIM3BbK KOHTAKT U Hann4ue
Ha HEMMYHU3UPAHW UIN HEHANBJIHO UMYHU3UpPAHW Aela.

AHann3 Ha CbOTBETCTBUETO C NMnpaBoOTO Ha EBpOHeVICKMﬂ CbHO3:

Cnepn n3BbpLUEH aHaNM3 3a CbOTBETCTBME C €BPONENCKOTO NpaBo Cce YCTaHOBMU, Ye
obuwecTBeHNTe OTHOLWEHNSA, NpeaMeT Ha NpoeKTa 3a Ta3n Hapenba, He ca
pernaMeHTMpaHn B eBPOMenCKOTO 3akoHoaaTencTeo. Ypenbata Ha obuiecTBeHnTe
OTHOLUEeHNs, NpeaMeT Ha NpoeKkTa Ha Hapenba, e BbNPOC Ha HAaLMOHAJIHO PEeLUEHNE 1 e
OT KOMMNETEHTHOCTTa Ha OTAEe/IHUTE Obp>KaBU-4NeHKN. ToBa NponU3TnUYa OT
pa3nopenbaTta Ha 4n. 168, nap. 7 oT [Jorosopa 3a hyHKLMOHMPaHe Ha EBponenckus
Cbl03, KOATO NpeaBmxaa N3KJIIYNTENIHa KOMNETEHTHOCT Ha Abp)XaBUTe-Y41eHKWN Mo
onpenensHe Ha 34paBHaTa UM NOJMNTUKA.

AQpec 3a n3npaliaHe Ha CTaHOBULIA U NpeanoxxeHusd: nspirodonova@mh.government.bg

OTroBOpHa MHCTUTYLUA

OTroBOpHa UHCTUTYLMSA

MuHuCcTepcTBO Ha 3a4paBeona3BaHeTo
Appec: Cocusa, Codpus, nn. Ceeta Hepens Ne 5
EnekTpoHHa nowa: press@mh.government.bg

HauuHu Ha npepocTaBsAHEe Ha NPenJIooKeHUs U CTaHOBULLA



e [MopTana 3a o6LECTBEHN KOHCYATaUMKM (U3NCKBaA Ce perncTpaumsa 4ypes nMmenn);

e EnekTpoHHa Noula Ha NOCOYEHUTE agpecu;

e CuctemaTa 3a CUI'YpPHO efleKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (n3nckea ce
KBanmduunpaH enektpoHeH nognuc nam NMNNK Ha HOW);

e ObmumanHus agpec 3a KOpeCcnoHAEHUWS.

JLOKYyMEeHTH

MakeT OCHOBHU O OKYMEHTM:

MpoeKkT Ha Hapenba 3a n3ameHeHne n gonbaHeHne Ha Hapenba Ne 6 ot 2019 r. 3a pefa u
YCJ/IOBMSATA 3a NPOBEXAAaHe Ha AMAarHOCTUKaA, NpouiakKTUKa U KOHTPOJ1 Ha OTAEJ/IHU
3apa3Hu bonecTn Ha AnxaTenHaTa cuctema - Bep. 1.0 | 30.09.2022

MoTtuBu - Bep. 1.0 | 30.09.2022

CnpaBKa 3a OTpa3sBaHe Ha NpeasIoKeHUSATa U CTaHoBMWaATa - Bep. 1.0 | 24.11.2022

KOHCYyNTauUOHEH AO0KYMEHT:

CnpaBkKa cTaHOBMLUA:

KomMmeHTapm

UcTopms

Hauyano Ha obwiecTBeHaTa KOHcynTauus - 30.09.2022
MpuknoyBaHe Ha KOHcynTaumaTa - 30.10.2022
CnpaBKa 3a noJiy4yeHUTe npeanoxeHus - 24.11.2022

CnpaBKa 3a oTpa3siBaHe Ha Npeajio)KeHUsTa U CTaHoBMLWATA
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