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MHHHUCTEPCTBO §IlPABOOXPAHEHT/Iﬂ
POCCHUCKOHU S®EJEPAIIMU

(Mun3zapas Poccun)

NIPUKA3
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MockBa

O BHeceHHH H3MeHeHMi
B npuiaoxenust Ne 3 u Ne 4 k npukasy
Munncrepcrsa 3apaBooxpanenns Poccniickoii ®enepannu
ot 12.11.2021 Ne 1053n
«O06 yrBepxaenun GopMbl MEAHIMHCKOH JOKYMEHTAIIHH
«CnpaBka 0 NPoBeleHHBIX NPO(PHIAKTHYECKHX IPHBUBKAX NPOTHB HOBOH
koponaBupycHoii uHpexknnu (COVID-19) uian Hann4uH MEAHIHACKHX
NPOTHBONOKA3aHMIH K BAKIHHAIIMI» H MIOPSI/IKA ee BbIAAY1H,
dopmbl MeqnuHHCKO# JoKyMeHTannH «Meaununckuii ceprudukar
0 npodHIAKTHYECKHX NPHBHBKAX NMPOTHB HOBOH KOPOHABHPYCHOH
uapexuun (COVID-19) nin MeJHIHHCKHX NPOTHBONOKA3aHAAX
K BaKIIMHAIMH U (HJIK) NepeHeceHHOM 3a00/1eBaHHH,
BbI3BAaHHOM HOBOii KopoHaBupycHoii nudexuneii (COVID-19)»
H NOPSKA ee BeleHHsl, a Takoke popmbl «Ceprudukar
0 NpoUIAKTHYECKHX NPUBHBKAX NPOTHB HOBOH KOPOHABHPYCHOI HHpEKIHH
(COVID-19) nnn MeANIHHCKHX NPOTHBONOKA3aHHAX
K BAKIUHALMH H (HJIH) NepeHeceHHOM 3200/1¢eBaHHH, BLI3BAHHOM
HoBoii koponaBupycHoii undexnueii (COVID-19)»

B coorBetctBUM ¢ myHKToM 11 wactu 2 cratbu 14 u myHkTom 3 cratbu 78
®enepansHoro 3akona ot 21 Hos6ps 2011 r. Ne 323-®3 «O6 oxpaHe 310pOBbs Ipax/aH
B Poccuiickoit ®enepauun» (CoOpanme 3akoHojatenscTBa Poccuiickoit denepanuu,
2011, Ne 48, ct. 6724; 2017, Ne 31, ct. 4791), myHkroM 2 ctathu 17 ®enepaibHOro
3akoHa oT 17 centabpsa 1998 r. Ne 157-®3 «O6 umMMyHOnpodUIaKTHKe MHGEKIHOHHBIX
GonesHeit» (Cobpanue 3akoHomaTenscTBa Poccuiickoit ®eneparuu, 1998, Ne 38, cT. 4736,
2013, Ne 48, c1. 6165) 1 moamyukramu 5.2.22, 5.2.96 u 5.2.199 nynkra 5 IlonoxeHus
o MunucrepctBe 3apaBooxpaHeHus Poccuiickod  ®enepauud, yTBEPXKICHHOIO
nocrasosnenuem IIpasutensctBa Poccuiickoit ®enepamun o1 19 mons 2012 r. Ne 608
(Cobpanne 3akoHomateibctBa Poccuiickoit @enepamuu, 2012, Ne 26, ct. 3526; 2017,
Ne52,cr.8131),mpuKka3plBalo: ‘
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1. Buectu m3MeHeHus B npmiokeHus Ne 3 u Ne 4 k mpukazy MuHucrepcTsa
3npaBooxpanenus Poccuiickoit @enepamyu or 12.11.2021 Ne 10538 «O6 yTBepNKIeHHH
dopMBI MemuuUHCKON MokKyMeHTanuu «CrpaBka O NPOBECHHBIX NPOQUIAKTHYECKHUX
NpUBUBKaX MHPOTHB HOBOW KopoHaBupycHoH uHbekiuu (COVID-19) win mHamnguu
MEIVMIMHCKMX IPOTHBOIOKA3aHHM K BaKUWHALMM» ¥ TOpsIKa ee BblAadd, (OpMEI
MEIUIMHCKOM HOKyMeHTauuu «MemuuuHCKuii cepTHPUKAaT O INPOPHIaKTHIECKHX
IPUBUBKAX MPOTUB HOBOI KopoHaBHpycHO#H MHOekimu (COVID-19) nnu MeaMIMHCKHX
IPOTHBOIIOKA3aHMAX K BaKIWHAIMU M (UIHM) IEpeHECEHHOM 3a00JIeBaHMH, BEI3BAHHOM
HOBO# KopoHaBupycHo# mHOekmuelt (COVID-19)» u mnopsaaka ee BeleHHA, a TakKxKe
dopmer «Ceprudukar o mpoPUIaKTUIeCKUX NPUBUBKAX NPOTUB HOBOH KOPOHABUPYCHOM
uadpexuu  (COVID-19) mmu  MeOULMHCKUAX NPOTHBONOKA3aHMAX K BaKIUHALUA
1 (UIM) IIEpEeHECEHHOM 3a0olieBaHHY, BRI3BAHHOM HOBOM KOpPOHaBHPYCHOH HHGMeKIMeH
(COVID-19)» (3apeructpupoBan MunucTepcTBoM locTHIUH Poccuiickoit Demepanuu
15 HosOps 2021 1., peructparrioHHbIH Ne 65824) cornacHO NPHIOKEHHIO.

2. Hacrosmmuit mpuka3 Bctynaet B cuiy ¢ 21 ¢deppang 2022 r., 3a UCKIIOYEHHEM
TIOAMYHKTA «@» IyHKTa | MpUIIOXKEHU K HACTOSIIEMY IIPHKa3y, KOTOPKIH BCTYIIA€T B CHILY
CO JIHS, CIIEAYIOIETO 3a JHEM €ro 0pUIHaIbHOTO OIyONINKOBaHUS.

Munuctp M.A. Mypamxo




[Ipunoxenue
K npuka3sy MuHKucTepcTBa 3ApaBoOOXpaHeHHA

Poccyjickoit ®enepanun
or« 7 »@6;?;1448 2022 r. Ne jy A

/

H3meHenns, KOTopble BHOCATCS B npuiaoxkenus Ne 3 u Ne 4 k npuka3sy
MunncreperBa 3apaBooxpaHenus Poccniickoit ®exepaunu or 12.11.2021
Ne 10531 «O06 yrBepxkaenun GopMbl MEAUNHHCKON JOKYMEHTALHH
«CnpaBka 0 npoBeeHHBIX NPOQHIAKTHYECKHX NPHBHBKAX IPOTHB HOBOI
KoponaBHpycHol nHpexunn (COVID-19) nan HaTHYHH MEeAHIHHCKHX
NPOTHBONMOKA3AHKH K BAKINMHAINMH» M MOPSIKA ee BbIAa4M, JOPMBI MeIHIHHCKO
AoxymenTanuu «MeauuHHCckMii cepTHPHUKAT 0 NPOPHIAKTHIECKHX NPHBHBKAX
NpPOTHB HOBOII kKopoHaBHpYycHO# nHpexunn (COVID-19) niau MeAHHHCKHX
NPOTHBOMOKA3AHUAX K BAKIHHALUM H (M/IH) NepeHeceHHOM 3a00jeBaHHH,
BbI3BAHHOM HOBOii kKopoHaBupycHoii nupexnueii (COVID-19)» u nopsaaka
ee BeieHH, a Takke popmbl «CeprHdHKaT 0 NpodPHIAKTHYECKHX NPHBHBKAX
NpoTHB HOBOii kopoHaBupycHoi HHpexnun (COVID-19) uan MeAHIMHHCKHX
NPOTHBONOKA3AHHAX K BAKIHHALMH H (MJIH) NepeHeceHHOM 3a00J/ieBaHNH,
BbI3BAHHOM HOBO# KopoHaBHpycHoi nHpekuuei (COVID-19)»

1. B npunoxxennu Ne 3 k npukasy:

a)B pasgene 2 M3 HauMeHOBaHHMs rpappl «Cpok, Ha KOTOPEHIM YCTaHOBJIEHBI
BpPEMEHHEIE MEAULIMHCKHE IPOTHBONOKA3aHUA» CIOBO «BPEMEHHBIE» HCKITIOYHTE,

6) NonoNHUTH pa3fenoM 4 CleNyIOIIero CoaepX aHus:

«4. Undopmanusi 0 NOJNOKHUTEIbHLIX Pe3yJbTATAX HCCIEAOBAHHKI HA HAIHYHE
anTHTeJ (MMMYHOIrJ100yaunoB G) K BO30yAHTE/ 110 HOBO#i KOPOHABHPYCHO#H MH(peKIHH
(COVID-19) (npu HanHIHH)

Meron
Howmep 3anucwu o nure, HaumeHnoBanue
. HCCIIEIOBaHUS, o
HMMEIOLIEM TOJIOKUTENbHBIH Hara MEAUIUHCKOH
. HaHMEHOBaHHE
pe3yNbTaTr UCCeIOBaHMH IIPOBEACHUS OpraHu3alyi,
H IPOM3BOIUTEID M
Ha HaJIMYHe aHTHTE] HCCIIeIOBaHus NPOBOAMBIIEH
MEIUIIHHCKOTO
(uMMyHoOrI00YyTHHOB G) HCCIIeIOBaHUE
H3JeNIHs,




K BO30YIHTEIO HOBO# C HCTIOJIF30BaHHEM

KOPOHaBHPYCHO# HHEKIHH KOTOpOro
(COVID-19), IPOBOAMIIOCH
B deepanbHOIA HCCleIoBaHUE
roCylapCTBEHHOM

HHGOPMALMOHHON CHCTEME
«Enunbiit nopran
rOCyAapCTBEHHBIX

Y MyHUIIUIQIBHBIX YCIIYT

(bynKumit)»

».
2. B npunoxxenuu Ne 4 x npukasy:

a) B myHKTe 1:

a63aI nepBblil AOMOMHATD CIIOBAMH:

«, 4 CBE[ICHUH O MOJIOXKHTENBHBIX Pe3yJIbTaTaX HCCIAENOBaHUN Ha HATMYHE aHTHTEI
(ammyHOTIIO6yHHOB G) K BO3OyMUTEMO HOBOM KopoHaBupycHoi undexnun (COVID-19)
(mr06BIM M3 METONOB) (nanee — TeCT Ha aHTHTeNa), coaepxaiuxcs Ha EqunoM moprane.»;

CHOCKY 4 k ab3aiy nepBoMy CUHTATh CHOCKOH 1;

ab3a1 BTOpOii U3NOXKHUTE B CIEAYIOMEH PelaKIUH:

«MenuuuHCKuA cepTHHKAT HOPMHUPYETCS HA PYCCKOM H Ha aHIIIMIACKOM SI3BIKaX
He MOo3/IHee 3 KaJeHOapHbIX JHEH co JHA BHECEHHS B HHOOPMALMOHHBIH pecypc cBeeHUH
O 3aBEpIICHHH B COOTBETCTBUM C HHCTPYKIMeH HO NPUMEHEHHIO JIEKAPCTBEHHOIO
npenapara BaKLMHAIMH NPOTHB HOBOH KopoHaBHpycHo# mHOexuuu (COVID-19) mam
MEIMUHMHCKAX INPOTHUBOMOKA3aHUAX K BAaKUMHAUWHM TNPOTUB HOBOH KOPOHaBHPYCHOM
nHbexupn (COVID-19) u (uwim) mnepeHeceHHOM 3a6oNeBaHMH, BBI3BAaHHOM HOBOM
kopoHaBupycHoit uHpekuuedt (COVID-19). Menuuunckuii cepTudukar, comepxamuii
CBE/ICHHUs O MONIOKUTENBHBIX PE3yJIbTAaTaX TECTa HA aHTUTeNa, GOPMHUPYETCS OJHOKPATHO
npy Hanuyuu Ha EnuHoM nopraie ykasaHHBIX CBEACHHIH He N03aHee 3 KaJeHAApHEIX AHel
CO IHS NOJAYH MPaXIaHHHOM 3asBJICHHA C Mcnonb3oBaHHeM Exunoro moprana.»;

6) NyHKT 2 JONOJHHTH CIIOBAaMH «, MM O HaIWYUH Ha EmuHOM nopTajie CBeACHHiA
O IIOJIOXXHTENBEHOM Pe3yNbTaTe TECTa Ha aHTUTEJIa,

B) B IyHKTE 3:

IOANYHKT 1 mocne cnoB «Jaroff HacTyIUIEHMS COOBITHS» MOMOJHHUTH CIOBAMH
«, 1160 o Hamuuuu Ha EnuHOM moprane cBeneHHit O MOJIOXKUTENLHOM Pe3yibTaTe TECTa
Ha aHTHUTENay;

B MOANYHKTE 5:

HOAMYHKT «a» HOMOJHHTE INPEANOKEHHEM CIEAYIOWero coaepxanus: «JlaHHbIH
paszen Takke MoxeT ObITh COpPMHpPOBaH Ha OCHOBAaHHHM CBEAEHMH O NOJIOKHUTEIHHOM
pe3yJibTaTe MCCleJOBaHUA Ha Haluyue Bo3OyIMTENs HOBOH KOPOHaBHUPYCHOM MHGbEKUHU
(COVID-19) wMmertomoM mnonuMepa3Hoil uenHoii peakuun (manee - ITL[P-tecT),
NOATBEPXAECHHOM IIONIOKHTEJIBHBIM pPE3YNbTATOM TECTa Ha AHTHTENA, B 3TOM cCiydae
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B rpade «J/lata ycTaHOBJIEHHS IMAarHO3a» yKa3biBaeTCs Aara nposenenns I1[P-Tecta, rpada
«/lata BBI3ZOpOBNECHHMA (PH HANMYHM)» He 3amonHsercs, B rpade «HaumeHoBanme
MEeIMUAHCKOA OpraHM3alliM» YKa3pIBaeTCs HaUMeHOBaHHE MEIHIMHCKON OpraHM3alluH,
IIPOBOAMBILEH UCCIIEIOBAHHE;);

JOIOJIHUTE MOAMYHKTOM 6 CIIEYIOIIEro ComepKaHus:

«6) B pasnene 4:

a) B COOTBETCTBYIOIIMX rpadax ykasblBaeTcsi HHPOPMALHS O MOTOKHTEIBHBEIX
pe3ynpTaTax TecTa Ha aHTHTENa, BKJIOYas HOMEp 3alMcH O JIMIE, MMeEIoLeM
NONIOKHUTENBHBIA pe3ynbTaT TeCTa Ha aHTHTeNa, Ha EnuHOM moprane, maty nposeaeHHs
HCCIICIOBaHUA, METOJ HCCIENOBaHMsA, HANMEHOBAHHE W IPOU3BOMHUTENS MEIUILMHCKOTO
H3[enHsd, C HCIOJb30BAaHHEM KOTOPOrO IPOBOAMIIOCH HCCIEIOBAaHHE, HAUMEHOBAaHHE
MEIMIHHCKON OpraHu3auii, IpOBOAUBIIEH HCCIIEIOBaHHE;

6) cBenenus naHHOrO pasnena GOPMHUPYIOTCS ONHOKPATHO Ha OCHOBAHUH 3asIBIICHHS
rpaxJaHnHa, noJaHHoro Ha EjguHoM nmoprane, B  ciyuae  OTCYTCTBHS
Ha EnuHoM moprane MemMIMHCKOro cepTHHKaTa, Comepkamero WHGMOPMAIHIO
O MpPOBEHEHHBIX NPO(HMIAKTHYECKHX MPHBHUBKAX MPOTHB HOBOH KOPOHABHUPYCHOM
uapexuun  (COVID-19) wunu mnepeHeceHHOM 3a60N€BaHHM, BBHI3BAHHOM  HOBOIA
koponasupycHoit undexnueit (COVID-19). ITosTopHOE hopMHpOBaHHME METHIHHCKOTO
cepTuduKaTa, colepxkallero HHPOPMALHIO, YKa3aHHYIO B MOANYHKTE «a» HACTOSIIETO
MOMIYHKTa, HE OCYLIECTBIAETCS.).




