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COTJACORAHO J
MWUHUCTEPCTBO 3/IPABOOXPAHEHUS O DOEJEPALTUN

MHCTPYKIIHS 1O MEJIMLIMHCKOMY [TPUMEHEHUIO
JIEKAPCTBEHHOI'O [TPE[TAPATA
«INMMBAKKOPOHA BAKIIMHA HA OCHOBE ITEITTHJIHbIX AHTUT'EHOB
AV TIPOPUITAKTUKH COVID-19

Jauubiii nexaperennplii MpenapaT 3aperucTpUpoOBaN 1o npoue/ype PErMCTPaLMK Npenaparos,
NPEHAHAYCHHBIX JUIS IPHMEHEHHS B yCIOBHAX YIPO3bl BO3HHKHOBEHHS, BO3HUKHOBEHHS M
MAKBHIALAK  YPE3BBIYAHHBIX  CHTYALHil, WUuctpykuns  noaroroenena ma OCHOBaHHH
OFPaHMYEHHOr0 O0beMa KAMHHYECKHX JaHHBIX IO IPUMEHCHHIO rpenapata u  Oyxer
ZIOTIOJHATBCA 10 MePe MOCTYIICHHS HOBBIX TAHHBIX. [lpumenenne npenapara Bo3MOXKHO ToTBKO
B YCNOBHAX  MEJMUMHCKHX  OpraHm3aumii, HMEIOLINX NpaBO  OCYLIECTBIISATH
BaKUMHONPO(HIAKTHKY Y Hace/leHus B YCTAHOB/ICHHOM 3aKOHO/IATEIbCTBOM MOPSIKE.

Perncrpaunonnsiii nomep:

Toprosoe manmenosanme: OmuBakKopona Bakuuna na ocrose NEINTHIHBIX AHTHIEHOB JUIA
npogunakrukn COVID-19.

Me#nynapoaunoe nenarenropanmoe HAUMCHOBAHHE WIH IPYNNHPOBOYHOE HANMEHOBAHME:
Bakuuna quis npodunaktuxn COVID-19,

Jlekapersennas popma: cycnensus g BHYTPHMBIIIICYHOI'O BBEACHUS.

Cocras

0,5 M (1 no3a) BakuuHEB! COJICPIKHT:

Heiicmeyiowue sewgecmea:

= NENTH/IHBIA anTHreH Ne | Genka S Bupyca SARS-CoV-2, KOHBIOIHPOBaHHLIM Ha Oeok-
HOCHTEIIb — (75 +15) mkr:

= NeNnTHAHBIH antureH Ne 2 Genka S BUpyca SARS-CoV-2, koHbIOrHpoBaHHBIi Ha Oeok-
HocHTeNb — (75 £15) Mkr;

= NenTuAHBIA anTHren No 3 Genka S BHpyca SARS-CoV-2, koHblOrHpoBannsii Ha Genok-
HOCcHTeNb — (75 £15) Mkr.

Bcnomozamenvuwie sewecmsa:

~ QTIOMHHHA MMAPOKCHA B niepecyete Ha (Al *7) — (0,60 =0,10) mr;

= Kamas guruapogocedar - (0,12+0,01) mr:

= Kayms xnopua — (0,10 0,01) mr;

— HaTpua rujapodocdara goxexarupar - (1,82+0,10) mr;

= Hatpus xjuopua — (4,00 £0,20) mr:

= BOAa Ui MHbEKUMI — 10 0,5 Mot
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COTIACOBAHO
Onncanue SEE . .-.__J

Cycnensus 6enoro usera IIpH OTCTaHBAHHM pa3elgeTCs Ha JIBA CJIOS: BEPXHHH — npo3payHas,
OecuBeTHAas IKHAKOCTH, HHIKHHHA — ocanok Oenoro msera, Jerko pasbuBatowmiics npu

BCTPAXHBAHHH.

Xapakrepucruka
Bakuuna npeacrasnser coGoit xumuuecku CHHTC3HPOBAHHBIC MENTH/HBIC AHTUIEHBI Oeika S
Bpyca SARS-CoV-2, koHblOrHpoBaHHBIE ¢ OenKoM-HOCHTEIEM M azcopOHpoBaHHbIE Ha

ATOMHHHHA-CO/IepXKaleM aabioBanTe (UTFOMHHUS TUJIPOKCHIE).
DapmakorepaneBruveckas rpynna: MUBII - pakuuna.

Koa ATX: JO7B.

Ummynoaornueckne coiicrna

Bakuuna crumymmpyer BbIPAOOTKY MMMYHHTETa B OTHOLUCHHH KOPOHABUPYCHON HHpeKImH,
BbI3bIBaeMOH BHpycom SARS-CoV-2. nocie ABYKPATHOTO BHYTPHMBIIIEYHOTO [PUMECHEHHS C
HHTEpBaioM 21 jHeii,

3aWMTHBI THTP aHTHTEN B HacTOsIIee Bpema HenssecteH. llpogomkurensiocts umMynuTeTa
Heu3BecTHa. Knuuuyeckue meciienoanus no H3YHCHHIO SMHCMHOIOTHYECKON ) eKTHBHOCTH

HE [IPOBOIHIIHCE.

IMokazanusa k HPHMEHEHHI0

[Ipodunakruka Hosoii KopoHasHpycHo# ungekunn (COVID-19) y B3pocsix 18-60 ser.

IIporuBonokazanusn

= l'unepuyscTBHTEILHOCTL K KOMMOHEHTAM fipenapara (FMAPOOKHCH aNlOMHHHSA U IPYTAM).

= Tsxensie Gopmbr anepriyeckux 3a60.1eBaHHii.

— Peakuus uin nocteakimuanbsHOE 0cioKHenMe Ha OpeabLIyIee BBEACHHE BAKIIMHbL,

= Octpble uHpexmmonnse n HEeHH(EKLUHOHHBIE 3a601eBanus, XpoHuueckue 3aboneBaHus B
CTaaun 00OCTPEHHA — NPUBUBKH TPOBOJAT He PAHEE ¥EM Y€pe3s MECAL Moc/e BbI3JAOPOBICHHS
HiH  pemuccud. llpu Hetsokenasix OPBU, OCTPbIX HHPEKUHOHHBIX 3aGoneBannsx KT
BAKIMHALMIO MPOBOJAT NMOC/IE HOPMAIH3ALHH TEMIepaTypsl.

= UmmyHoneduumt (nepeuansrii),

— 3n0KkauecTBeHHbIe 3a601eBaHNS KPOBH ¥ HOBOOOpa3oBaHus.

o
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— Bepemennocts u nepuosn rpysmoro BCKapMJ/IHBaHHMA. COTJACORBAY (

= Jletn 10 18 JjieT (B CBA3M C OTCYTCTBHEM AAHHBIX 06 spdexTuBHOCTH H GesomacHocTH).

C ocropoxknoctoio

[Tpu Xpommueckux saGoneBammsix nevenn u TIOYCK, BBIPAKCHHBIX HAPYIIEHHAX (YHKIHM
JHIOKPHHHOH CHCTEMBI, THKENBIX 3a60NEBAHUSX CHCTEMbI KPOBETBOPEHHS, 3IHJICIICHH,
HHCyIbTaxX W apyrux 3aGonepanusx I[HC, 3abonepanus CePACYHO-COCYTUCTONH CHCTEMBI
(undpapkr MHOKapna B anamuese, MHOKApAHTDI, SHIOKAPAUTBI, MEPUKAPANTHI, HIIEMHYeCKas
Oonesus  cepaua), mepBHUHBIX n BTOPHYHBIX  HMMYHOZE(HUUMTAX,  ayTOHMMYHHBIX
3a00/1eBaAHMAX, Y NALMEHTOB C UICPrHYECKHMH PeakiHsiMH,

Mecra, rze npoBommtes BAKIMHALMA,  JOMKHBL  ObITh  OBecredyeHsl  cpescTBamu
MIPOTHBOIIOKOBOM TEPAmUK B COOTBETCTBHH C Ipuxaszom Munucrepersa 3/paBooxpaHeHus P®
ot 20 nexabps 2012 r Ne 1079 u» 06 YTBEPKICHHH CTaHAApTa CKOPOi MeAMLUMHCKON MOMOLIH
NpH aHaQHIAKTHYECKOM LIOKe ),

Ecnu nocne BBesenns nepsoit 10361 Bakummb ana npodunaktukn COVID-19 wa ocose
NMENTUAHBIX aHTHreHOB SnuBakKopona passunack QUICPrHYECKas peakuus, BBOANTH BTOPYIO
A03y BaKUHHBI 3arnperaercs!

Bee nnua, momtexamme npusmskam. omkis ObiTh  0GCiie0BaHBl Bpatom ¢ y4eTom
AHAMHECTHYECKUX MaHHBIX. C Le/bIO BBIABJACHHS NPOTHBOMNOKA3AHHI Bpay B JICHb NPHUBUBKH
POBOJHUT ONPOC H OCMOTP MPHBHBAEMBIX ¢ 00S3aTENLHOI Tepmomerpueit. [Ipu Temneparype
Bhiie 37 °C BakuMHALMIO He npoBoaAT. 3a MpaBWJIBHOCTh HA3HAYEHUA TPHBUBKH OTBCYAET

Bpavy.

Ipumenenne npu Gepemennoctn u B HEPHOI FPYAHOI0 BCKAPDMIHBAHHIS
[penapar nporusonokasan NMpH OEPEMEHHOCTH M B NIEPHOJ IPYAHOrO BCKapMIIMBAHUS, TaK Kak

ero s(pexTHBHOCTL M Ge30macHoCTD B 3TOT NEPUOJL HE H3yYaack.

Cnocob npumenenns u 10361

He 6600ums enympusenno!

Bakuuny soasr ABYKPATHO, BHYTPHMBILIEYHO C HHTEPBAJIOM He MeHee 14-2] JieHb, B no3e 0.5
M1, B BEPXHIOIO TPETh HAPYIKHOMN MOBEPXHOCTH IJIeYa — B 06J1acTh AeNbTOBUAHON MBImubL. [Tpy
HEBO3MOXKHOCTH BBEICHUA B JE/NbTOBHIHYIO MBIUILY -Nipenapat BBOAAT B JaTepaibHYIO
LIHPOKYIO MblILy Ge/ipa.

[lepen npumenenuem aMITy;Ty ¢ BaKUHHOW HEOOXOIMMO  BEIIEpKaTh NPy KOMHATHOMH
TEMNEpAType B TCYCHHE HECKOIBKHX MHHYT. Henocpesicteenno nepen npumenennem amnyJy

BCTPAXHUBAIOT. AMITYJTy CAEYET OCMOTPETh Ha MPEAMET HATHYMS MOCTOPOHHUX YaCTHIL H/HIH
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H3MCHEHUS BHemHero suaa. [lpu obHapyxenun MOCTOPOHHHX BKTIOYCHUH /At WiMenenun
BHEIIHCTO BU/1a BAKUWHA MOJUICKHT YHHUTOKEHHIO. o |
Bekpbitre ammyin u MpOUEYpPY BaKUMHAIMH OCYLUECTBISIOT MIPH CTPOTOM COBMIONCHHH npaBuI
ACENTHKH M aHTHCENTHKH: Tepej]l BCKPhITHEM AMITYJIbHBIH HOX, WIefiKy amIyiisl nmpoTupaior
BaTOM, CMOUYEHHOM 70 % THIOBBIM CITHPTOM, BCKPBIBAIOT amIly Ty, HabMpaloT BakumHy B [LITTPHIL
OAHOPA30BOrO NPUMEHEHMS M YAQIAIOT W3 INPHIA H3OBITOK Bo3ayXxa. CnupToM npotupaior
KOy B MecTe nHbekuun. [Tpenapar Bo BekpeiToit ammyse XPaHEHHIO HE MOUICKHT.
[locne BBeNeHMS BaKuMHBI MAUMEHT 10/DKeH HaXOZMTBLCA 110/1 HAOMIOACHHEM MEIMIHHCKHX
paboTHHKOB B Teuenue 30 MuHyT.
[posenennyio npusuky PETHCTPHPYIOT B YCTAHOBJICHHBIX YYETHBIX (POPMAX ¢ yKazaHHEM JaThi

BBEJICHUS Npenapara, J103sl, HOMEpa CepHH M HAHMEHOBAHUS HPEATIPHATHA-IIPOU3BOIHTEIIA.

Mudopmarns  ans  meauimnckinx PabOTHUKOB, BBIMONHAIOMMX  BAKLUMHALMIO: JaHHbI
JIeKapCTBEHHBIH Tpenapar 3aperucTpUPOBaH 110 0co6oi NpONE/lype PEruCTPaLMH, B CBS3H C YeM
HeoOX0AMMO  yBetoMuTh DesepasibHyio cayx0y mo Haasopy B cepe 3ApaBOOXpaHeHHS O
KaX/I0M (haKTe NPHMEHEHHS BaKI[HHbI OuuBakKopona myrem BHecenus uHpopmaunn B
COOTBETCTBYIONIMI pasjes nHpopManHoHHOH cuctembr ETUC3

IToGounoe neiicreue

Hacrora passutns noGouHBIX peakimii, 34pErHCTPHPOBAHHLIX MPH MPOBEACHHUH KIMHHYECKHMX
HCCIICIOBAHUH, TpPEJICTABCHA B COOTBETCTBHH ¢ Kinaccupukaumeii BO3 HJIP. Yacrora
BCTPEHAEMOCTH ONpejesiach Ha OCHOBAHHM CIIEIYIOMHX KpUTepHeB: o4YeHb yacto (>1/10),
qacto (=1/100 u <1/10), meuacro (171000 u <1/100), peaxo (>1/10000 u <1/1000), ouyens
peaxo (<1/10000, Bxmoyas oTaebHBIC ClIy4awu).

Mecmuvie pearxyuu:

Yacro: Gosib B MecTe BBeICHHS.

Obwue peakyuu:

Hacto: kpaTkoBpeMeHHOE NOBbIICHHE TeMIeparypsbi Tea He oime 38,5°C.

Ecnn moGele u3 ykazaHHbIX B MHCTPYKUHMH M0GO4HbIX 3phekToB ycyrybasiores wnm Ber
3aMeTHIH J1ioOble apyrue noGounble 3 dekThl, He ykasauuble B HHCTPYKLHH, coobummTe 06

3TOM Bpauy.

Iepenoznporka
O ciyyasx nepeso3upoBKH He cooBIIAIOCS.
YuuThIBadA, YTO OTHYCK BaKLMHbI AOMYCKACTCA TOJIBKO JUIS Jie4eGHO-NpopHIaKTHYECKHX

YUPEKACHUI, a caMa BAKUMHAUMS MPOBOAMUTCH TOJBKO KBAIH(DHUIIHPOBAHHEIM MeAHIIHHCKHM
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MEPCOHANOM, PHCK MEPeIO3HPOBKH KpaiiHe HH30K. OmHAKo MOKHO[ IPS/IOAQKKT, YTO NpH
CIyHaiHOH 1ePe/I03UPOBKE BO3MOKHO Da3BHTHE A/LICPrUYeCKuX peakumii. Crienuduueckux’
AHTHJIOTOB K rnpenapary He CYUIECTBYCT. TCPanCBTH"leCKHe MEPOINPHATHS B JIAHHOM ciy4yae

6)’11)"1' BKJIIOYaTh CHMIITOMAaTHYCCKYIO TEpaIHiO B COOTBETCTBHH ¢ MOKA3aHUSIMH.

Bsaumozeiicrue ¢ nekaperennsivm cpeacTBamu

He n3yuanocs.

Ocobbre ykazanus
Konkperhoe pewrenne o neobxomumoctn MPOBECHHSA MPHBHUBOK OOJNBHBIM C XPOHHYECKHMH
3a00s1eBaHUAMH, 3/I0KAYCCTBEHHBIMH GOTe3HIMH KPOBH M HOBOOOPa30BaHHSAMHM M T.I., 3aBHCHT

OT CTCIICHHA pUCKa 3aboJieBaHus.

Bausinne na cnocoénocrs YIpaBJasTh TPAHCIOPTHLIMH CPEACTBAMM, MEXaHH3MAMH
Uccnenopanus no M3YYCHHIO BIIMAHUSA BaKLMHBI HA CIIOCOOHOCTD K YIIPABJICHHIO aBTOMOOHIIAMHU

H JIDYI'HMH ME€XaHU3MaMH He I[IPOBOIHITHCE.

®opma BeInycKa
Cycueusus juisi BHyTPHMBILIEYHOrO BBEICHNS, 0,5 ma (1 no3a).
[To 0,5 mn Bakumus! B ammyne. B nauke mo 10 amiyJs, CKapupuKaTop ammyabHbIi (eciu

HEOOXOUMO), HHCTPYKLMSA 110 IPUMEHEHHIO.

Yeaosus xpanenus
[1pu remneparype ot 2 10 8 °C. He 3aMOpakuBaTh!

XpaHuTh B HEAOCTYITHOM JUTs eTeli MecTe.

Yeaosus rpancnopruposanus

[Tpu Temnieparype ot 2 10 8 °C. He 3aMOpa’kHBaTh!

Cpoxk roanocrn
6 mecsiies.

HpenapaT C HCTCKIIHUM CPOKOM rOJAHOCTH [IPHMEHEHHUIO HE MO/ICIKUT.

YeaoBust ornycka

Jlis neveGHO-npodpuakTHUECKUX 1 CaHUTAPHO-NPO(HIAKTHYECKHX YUPEIKICHHH.

Mpoussoaurens/opranmsanus, NPHHHEMAIO A IPETEeH3 NN
Denepanvioe  G1omKeTHOE YapexaeHHe Hayku  «[ocymapcTBeHHBIl  Hay4HbIif HEHTpP

BUPYCOIOTHH 1 GHoTexHOMOrHH «Bektop» Megepansuoii CiTy)0bl 110 HaI30Py B cdepe 3aiuThI
5
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COTIACOBAH ¢
npas  norpebureneii u Onarononyuns  yenopexa (PBYH  THI{- BB «Bektop»

PocnorpeGuanzopa), 630559, Hosocubupckas obuacts, p. n. Konbuoso, tej. (383) 336-60-10,

hakc (383) 336-74-09, e-mail: vector@vector.nsc.ru.

enepanbupiii aupexrop .
®BYH I'HLL Bb «Bekrop» PocnorpeGighy )



