MHUHHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUMCKOM ®EJIEPAIIAN

HHCTPYKIUA
11O MEJMIITMHCKOMY INPUMEHEHHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

I'am-KOBUH/I-Bak, Kom0unnpoBanHas BeKTOPHAas BAKLIHHA /1JIsl NPOPHIAKTHKH
KOPOHABHPYCHOM HH(eKUNH, BbI3bIBaeMoii BupycoMm SARS-CoV-2

V lauHblil JieKapcTBeHHBIH Npenapar 3apericTPUPOBAH MO NpoleAype PerucTpamuu
NpenaparoB, NpeIHA3HAYEHHBIX /ISl IPUMEHEeHHs B YCJIOBHSIX YIPo3bl BOSHHKHOBEHMS,
BO3HHMKHOBEHHS] M JIMKBHIAIMHU 4Ype3BbIYANHBIX cHTyanuil. UHCTPYKIHSA NMOArOTOBJIEHA
HAa OCHOBAHHH OIPAHHYEHHOr0 o00beMa KJIMHHYECKHMX [JaHHBIX MO0 TNPHMEHEHHIO
npenapara U Oyaer JONOJHATHCA M0 Mepe MOCTYIUIEHHsI HOBBIX JaHHBbIX. [IpumeHeHue
npenapara BO3MOXHO TOJIbKO B YCJIOBHSIX MeIAMIHHCKHX OPraHu3alMii, MMeIOIIMX NPaBo

OCYyIIECTBJIATH BaKuﬂHOﬂpOd)ﬂJlaKTﬂKy HaCCJICHHUSA B YCTAHOBJIEHHOM
3aKOHOAATE/IBCTBOM IOPAAKE
‘ ~
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I kA
Toprosoe naumenoBanue: ['am-KOBU/I-Bak, KomOuHMpoBaHHast BeKTOpHasi BaKIMHA IS
NpoHIaKTHKH KOPOHABUPYCHOM MH(pEKLUH, BbI3bIBaeMoii BUpycoM SARS-CoV-2

MeskayHapoaHoe HeIATEHTOBAHHOE HJIH I'PYNIIHPOBOYHOE HANMEHOBAHHE:

Baknuna s npoduiiakTMKH HOBO#M kopoHaBupycHou uHpekuu (COVID-19)

JlekapcTBeHHasi opma: pacTBOP JUISI BHYTPHUMBIIIEYHOT'O BBEICHUS

Cocras

Cocras Ha 1 no3y (0,5 mu):

KomnounenT I comepikur:

Heticmsyowee 6ewjecmso:. peKOMOMHAHTHBIE aJCHOBUPYCHbIE YacTHIBI 26 cepoTuIa,
conepxkariue red 6enka S Bupyca SARS-CoV-2, B konuuectse (1,0+0,5) x 10" yacTH/no3a.
Bcnomozcamenvuvie sewyecmea: Tpuc(ruapokcUIMeTHI)aMMHOMeTaH -1,21 Mr, HaTpus XJIOpUA-
2,19 wmr, caxapo3a -25,0 mr, Maraus xyiopuaa rekcaruapar -102,0 mxr, 9/1TAnunarpueBas coib
muruapat - 19,0 mxr, nommcop6ar 80 - 250 mkr, stanon 95% - 2,5 M1, BoJa Ul MHBEKLUH J10
0,5 M.

Komnonent II conepxur:

Heuicmeyrowee esewjecmeo: pPEeKOMOMHAHTHBIE aJCHOBUPYCHBIE 4YaCTHLBI 5  CEPOTHIIA,
conepxaurue ren oenka S Bupyca SARS-CoV-2, B konnuectse (1,0+0,5) x 10" yacrui/noza.
Bcnomozamenvhuvie sewyecmea: Tpuc(ruapoKCHIMETHII)aMMHOMETaH -1,21 Mr, HaTpus XJIOpHA-
2,19 wmr, caxapo3a -25,0 Mr, MarHus xyopuaa rekcaruapar -102,0 mxr, D[ATAnnnarpuesas coib
muruapat - 19,0 mMkr, mosmcop6bar- 80- 250 mxr, stanon 95% - 2,5 M1, BoJa Uil HHBEKLHUH J10
0,5 M.

Onucanue:
Komnonenr 1. PactBop 3amopokeHHbid. [IpencraBiser co0o0i IUIOTHYIO 3aTBEPIAEBLIYIO
OenoBaroro mBera wmaccy. Ilocie pa3mMopaXkuBaHUS: OJHOPOIHBIN OECUBETHBIM HIM C
JKEJITOBAaThIM OTTEHKOM CJIETKa OMaJIeCIUPYIOLIHI pacTBOpP.
Komnonenr II. PactBop 3amopoxenHbld. [IpencraBiser co0oil IUIOTHYIO 3aTBEPAEBIIYIO
oenoBaroro nBera wmaccy. Ilocie pa3mMoOpaXMBaHHs: OJHOPOIHBIN OECUBETHBIM WM C
YKEJTOBATBIM OTTEHKOM CJIETKa ONaJIECIUPYIOLUI pacTBOP.
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