PA3PEIIEHUE

Ha BBOJ B rpaxciaHckuit o6opot B Poccuiickoit Mepepanun cepurt Wiv mapTHH
npousseleHHoro B Poccuiickoit @exnepanun uinn BBozumoro B Poccuiickyro ®enepanuio
MMMYHOOUOJIOTUYECKOT0 JIEKApCTBEHHOTO TpernapaTa
Ne P006-00110-77/04288549 ot 03.02.2026

Beigano OOmectBy ¢ orpaHmueHHoON orBeTcTBeHHOCTHIO "HITO IlerpoBakc Papm",
Poccus, 142143, Mockosckast obnacte, r. ITomonsck, c. ITokpos, yi. CocHoBas, 1. 1,
WHH: 7702302492.

(HauMeHOBaHHE IOPUIUYECKOTO JINLA, opuaudeckuii anpec, UHH)
®egepaibHast cayxba mo Haazopy B cdepe 3ApaBOOXpaHEeHHST HA OCHOBAHHWH
3akioueHnss McnwitarenbHoil naGopatopuu MOCKOBCKOH J1abopaTopuu  KOHTPOJLA
KauecTBa JiekapcTBeHHBIX cpenctB PI'BY "UMIIDYAOCMII" Poc3npaBHanzopa

(naumeHoBaHUE (hefepaTILHOTO IOCY AAPCTBEHHOTO OI0KETHOTO YUPEXKACHHU)
or 03.02.2026 Ne 2987/IK-11/25 pa3pemiaeT BBOA B rpaskIaHCKHUii 06opoT
(nara) (Homep)
B Poccuiickoi ®@egepauun MIMMYHOOHOJIOrHY€ECKOI0 JIEKAPCTBEHHOTI0 Npenapara
IIpesenap® 13

(ToproBoe HaUMEHOBaHHE)
Bakiuna u1st npouinakTHKKA THEBMOKOKKOBOW MH(EKIUY MoJIMcaxapuHasi,

KOHBIOTHPOBAHHAs, aIICOp6I/Ip0BaHHaX

(MeXIyHapOJHOE HeNaTeHTOBAaHHOE HAUMEHOBaHYe (IPyIIHUPOBOYHOE U XUMHYECKOE)
CyCHeH3us Uil BHYyTpUMBIIeyHoro Beenenus 0.5 mn/mno3a 0.5 mi -
mnpuus! (1 T.) - TaYKU KapTOHHBIE /B KOMIUIEKTE C UIJION/

((popma Belmycka (C yka3aHUEM JIEKapCTBEHHOM (OpMBI, 103UPOBKH, (PACOBKU) ¥ KOIUYECTBO B YIIAKOBKE)
cepun 221225 , 00beM cepuM WiaH naprum 232558 3
(HoMep cepun) (KOJIMYECTBO YNaKOBOK)
rogen no 11.2028 5
(cpox rogHOCTH)

npousBoacTBa OO0 "HIIO IlerpoBakc ®@apm", Poccus, 142143, MockoBckas o6acTs,
r. ITomoneck, c¢. IlokpoB, yn. CocHoBasd, n. 1 (Bce cTaauMu, BKJIKOYAs BBITYCKArOLIUN
KOHTPOJIb Ka4eCTBa).

(HaMMeHOBaHHKE U aIPec MPOU3BOAUTEINS (C YKa3aHUEM CTaJlUii MPOU3BOACTBA)
Perucrpaunonnoe yaocrosepenue Ne JITI-Ne(002354)-(PT-RU) ot 17.05.2023.
JepskaTejb perucTpauuonHoro ynocroBepenusi Ildaiizep Muk, CIIIA, 66 Hudson
Boulevard East New York, N.Y. 10001-2192, USA.

(HauMeHOBaHHUe, aJpec)

3amMecTUTENb PyKOBOIUTEIS
Poc3npaBHazazopa

JIOKYMEHT IHOATTHCAH
NIEKTPOHHON MTOIITACHIO

Ceprudurar 42D1B24ADE2BBD113BD1263FE2CCBC8Y
Buasesen Mapxomenxo Jisrrpuii Beesosoposnt
Jleitersurenen ¢ 07.04.2025 no 01.07.2026
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000 «IIO ITETPOBAKC ®APM»
Poccuiicran dedepayus, JEITAPTAMEHT
I 142143, Mockosckas obnacine, 2. Hodonsck, ¢. Iokpos, yi. Cocriosas, 0. 1 KOHTPOJISI
men/charc: 7(495) 926-21-07, E-mail: info@petrovax.ru KAUYECTBA
MMACIHOPT Ne022
Haspauue nponykuwu  Ipesenap®l3  (Bakumma st OPOPUAAKTHKH  HHEBMOKOKKOBOH  HH(EKIHH
NOJIHCAXAPUHAHAS,  KOWBLIOTHPOBAHHAN,  AJCOPOHPOBAHHAN),  CYCHEH3HS  JUJIsI
BHYTPHMBILeuHoro seegenns 0.5 miu/nosa
Py JIT1-No(002354)~(PT"-RU) TepBuuHas ynakoska [npun
Homep cepuu 221225 KonnuecTBo npoyKLUHy B cepuu 232 983 ynakoBku
Jlara npoussozicrsa 122025 Cogen no 112028

Ananus soinosnnen no HJT JITT-Ne(002354)-(PT'-RU), Paspnen 1.3.2. Mojysist | peructpaliuOHHOrO 10CHE

O:\Cnyarcoa kavecmea\Omoen obecneuenus kavecmea\l pynna

rkavecemeom\OINl-YK-081-11

No HaumenoBanue noxasaresei Hopma B cooTBercTBiy € Pesyabrars! nensrranui
n/n PErHCTPAHOHHBIM 10Che
1. | Onucanmne lomorennas cycrniensus  Oenoro | 'omorennas  cycriensust  6esnoro
uBera. Bera
HenbiTanue NpoBOAST BU3YabHO
I10CJI€ BCTPSIXHBAHHUS
2. MaenTuduranmns JlosokeH  ObITh  MONOXKUTENBHBIH | Pe3ynbTaT NOMOKHTENBHBIE s
pesyspTaT Ui kaxaoro w3 13 | xaxporo m3 13 mHEeBMOKOKKOBBIX
MMHEBMOKOKKOBBIX TMOJIMCAXAPH/IOB | TIOJHNCAXAPHIIOR CepOTHIOB: 1, 3,
ceporunon: 1, 3,4, 5, 6A, 6B, 7F, | 4, 5, 6A, 6B, TF, 9V, 14, 18C,
9V, 14, 18C, 19A, 19F u 23F u | 19A, 19F, 23F u Genka-HocuTess
Henka-Hocuresst CRM gy CRM,97
3. Hssnexaemprit 06bem He MeHee HOMHHAILHOTO He menee HoMHuHAJIBHOTO
4, pH Ot 5,3 10 6,3 5,8
5. Baxrepuansusie sngoroxcnnnsl | He 6onee 12,5 ED/mn Meuee 12,5 ED/mn
6. CrepmiibHocTh [Tpenapar nomken ObITH CrepunbpHbIi
CTEPHIIbHBIM
; AJIIOMHHMI Ot 0,20 0 0,30 mr/man 0,25 mr/mn
HDonucopbar 80 010,014 1o 0,024 % 0,017 %
Ot 0,14 10 0,24 mr/mn 0,17 mr/mn
9, Besiok o6uqmit Ot 43,0 o 86,0 Mxr/mn 69,4 MKr/ma
10. | Benox eBszanubrii He menee 70 % 87 %
11. | KonnuecTBennoe onpeacienue
[Monucaxapun cepotuna | ot 3,1 no 5.7 mxr/mi 1 - 4,0 mxr/mi
[Tosnmcaxapuy ceporuna 3 ot 3,7 no 5,7 Mxr/mn 3 - 4,1 mxr/mn
[Monucaxapun ceporuna 4 or 3,4 no 5,7 mxr/mn 4 - 4,8 Mxr/mn
IMonucaxapun ceporumna 5 ot 3,3 no 5,7 mxr/mi 5- 4,1 Mxr/mn
ITonvcaxapun ceporuna 6A or 3,1 no 5,7 mxr/ma 6A - 3,7 mxr/mi
[Monucaxapuj ceporuria 6B ot 6,8 10 11,4 mxr/mn 6B - 8,2 Mkr/min
[Mosmcaxapun ceporuna 7F ot 3,1 no 5,7 mxr/mn 7F - 3,9 Mkr/mn
[Tonucaxapun ceporuna 9V ot 3,2 10 5,7 MKr/mi OV - 4,7 mir/ma
[Toscaxapun ceporuna 14 ot 3,2 1o 5,7 MKr/y 14 - 4,3 mxr/mn
Onurocaxapup ceporuna 18C or 3,3 no 5,7 m 18C - 4,8 mxr/mn
Ionucaxapuy ceporuna 19A or 3,4 no 5,7 A 9A - 3,8 mxr/mt
ITosnmcaxapun ceporuna 19F or 3,1 no 5,7 g? /Mn s Iy IO F - 4,3 mxr/mn
T[onucaxapua ceporumna 23F or 3,3 no 5, 18 m nosa F- 4,4 Mxr/mn
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HaumenoBanue nogazaresei

Hopma B cooTBeTCTBHH €
PETHCTPANMOHHBIM A0CHE

Pe3yanTaThl HenbITAHHIA

12,

Yunakoska

[To 0,5 M1 B WpHLL
BMECTHMOCTBLIO | MJI U3
npo3pavHoro GecLUBeTHOrO CTeKia
(tun I)

| winpui w1 crepuiibHas uria B
MIACTUKOBYIO YIaKOBKY,
3anevaTaHHylo  MOJMITHICHOBOM
[JIEHKOM

] nyacTUKOBAasl yNakoBKa BMECTe ¢
JIMCTKOM-BKJIQbILLECM B
KAPTOHHYIO TMavKy ¢  KOHTpPOJIEeM
MePBOro BCKPBITHS MK 6e3 Hero

[To 0,5 wa B LUMPHIL
BMECTUMOCTBIO ] M1 u3
npo3pavHoro GecLBETHOro CTeKa
(run I)

| wnpun v 1 crepuiibHas uria B
M7aCTHKOBOM YIAaKOBKE,
3areyaTaltoi  MOJIMATHIICHOBOM
TJICHKOM

| nnacTHKOBas yrakopka BMecTe ¢
JIMCTKOM-BKJ1JIbILLEM B
KapTOHHOM nauke 0e3 KOHTPOJs
TIePBOTO BCKPBITHSI

13.

Mapxuposka

Ha srukerke umirnpyila Ha pyccKkom

Ha srukerke wnpuia Ha pyccKkom

SI3BIKE YKA3BIBAIOT:

TOProBoe HAUMEHOBAHHE
npernapata ¢ MpeaynpeauTenbHoi
mapkuposkoit ®, obuienpusaroe
(rpymruapoBoUHOE)
HAUMEHOBAHME,  JIGKAPCTBEHHYIO
(opmy, nosuposka (06neM 103b1 B
MIT), npeaynpeanTesbHbIe
HaJIITUCH.: «ITepen
MCTIONIb30BAHUEM XOpoLo
BCTPSIXHYTE.», «CTepUnbHO.»,
HOMEp CepuM, JaTy HCTeUEHHs
cpoka rOJHOCTH, nary
HPOU3BO/ICTBA, 3aBOJICKOI
UACHTH(PUKALMOHHBIA KOA (KOMBI)
TIPEANPUITUH-ITPOUZBOANTENEH.
Jlarunckumu _Oykpamu  ykaszau
norotun komnauuu Pfizer.

Ha xaproHHOM nauke Ha pyccKoMm

SA3bIKE YKA3AHO!
TOProsoe HauMEHOBaHHE

nperiapaTta ¢ MpenyrnpearTeNbHOMH
mapkupoBkoil ®, obuenpunsaroe
(rpynnupoBo4HOE)
HAMMEHOBAHKE,  JIEKAPCTBEHHAS
(popma, fozuposka (o6bem 1036l B
MIT), npeaynpearTensubie
HaJINUCH: «Ilepen
HCTIONB3OBAHUCM XOpoLLo
BCTPSIXHYTh.», «CTepuItbHO.»,
HOMEp CEepHH, JaTa HCTEUSHHMS
cpoka rOJAHOCTH, Jlara
HPOU3BOJICTBA, 3aBOACKOH
MACHTU(PHKALIMOHHbII KOJL
[IPEATTPUSITHI-TTPON3BO AU TENIEH.
Jlarnuckumu _ GykBamMH  yKasaH
noroTur komnanun Pfizer.

Ha xaproHHON nauke Ha pyccKkoMm

A3bIKE YKA3bIBaIOT!
TO})FOBOS HaUMEHOBaHHE

nperapara ¢ [pe/lynpejnuTesbHoi
mapkuposrod ®, obLuenpuHsToe
(rpymnrmpoBoOUHOE)

HaMMEHOBAHWE, HAMMEHOBAHME H
cTpaHy JieprKkaTess
PErucTPaLHOHHOTO

YAOCTOBEPEHMsl, HAUMEHOBAHHE H
cTpany NPEApPHsTUS-
MPOM3BOAMTENS,  [IPETPUSTHSI,
OCYILECTBIISIFOLIEr0  BTOPHUHYIO
YIaKoBKY, TIPEATTPUSTHSL,
OCYLIECTBIISIIOErO

BBIMYCKAIOLLMI KOHTPOJIb
KauecTBa, IeKapCTBEHHYIO (popmy,
KOJIMYECTBO 103,  JIO3WPOBKY
(obBem J103bl B MIT),
KOMIJIGKTHOCTb, HAMMEHOBAHHE H
cojiepKranue JeeTsyrommx
BELLECTB B OAHOM J103€, HepeveHb
BCIIOMOTATENbHBIX — BEUECTB €
yKazaHHem KOJMYECTBEHHOTO
COZLCPIKAHMSI a/lbIOBAHTA

S13bIKE YKA3aHO:
Topropoe HAaMMEHOBAHHE

npenapara ¢ MpeaynpeauTenbHOH
mapiuposkoit ®, obwenpunsToe
(rpyniMpoBoUHOE)
HAUMEHOBAHHE, HAUMEHOBAHWE H
cTpaHa JlepsKaTesst
PerucTpalMoHHOro
YAOCTOBEPEHHS, HAHMEHOBAHHE H
crpaHa MpEAnpUsITHS -
NPOU3BOMTESLSI, HPETIPUITHS,
OCYULIECTB/SIIOUIEI0  BTOPHUHYIO
YIaKoBKY, [PEATPUATHS,
OCYLECTBIISIIOLIETO
BBIMYCKAIOLLMH KOHTPOJIL
KauecTBa, nekapcTreHHas (opma,
KOJAM4ECTBO /103,  J03HPOBKa
(oObem J103bl B M),
KOMIJIGKTHOCTh, HAUMEHOBAHUE H
co/iepKanme JIeHCTBYIOLIMX
BELEeCTB B OXHOM 103e, nepeyeHb
BCTIOMOTATENIBHBIX — BEIIECTB
yKazaHueM |<om%
COAEPIKAHUS o

A

kaveemeom\OIl-YK-081-11
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Howmep cepuu:

Ne Haunmenopanue noxasareseii Hopwma B cOOTBETCTBHH € Pe3ysnTaThl HCnLITANH

u/u PErHCTPANMOHHBIM 0ChE
(amomuuus Qocgar: 0,125 mr (B | (asmomunus Goedar: 0,125 mr (B
riepecteTe Ha AIOMUHHH), | mepecyere Ha aNnOMUHHA),
yCH0BUSI XPaHEHHUS, | yCITOBMS XpaHeHus,
NPEAYNPEeUTEeNbHbIE  HALMUCH: | TIPEAYNPEAUTENbHEIC  HaATMCH:
«CrepwiibHo.»,  «Xpauurb B | «CrepunbHo.»,  «XpaHUTh B
HEJLOCTYTTHOM JUISI ACTEH MecTe.», | HEIOCTYIHOM JUISl IeTeH MecTe.»,
«Ilepen ucrnosb3oBanueM | «[lepen UCII0JIL30BAHUEM
MPOUTHTE JIMCTOK-BKNAABILIY», | TIPOUTHTE JTUCTOK-BRIazbI!,
«[Tepen ucnonszosannem xopouo | «Ilepen HCHONB30BAHMEM XOPOLIO
BeTpsixHyTh»,  «He  BmommTh | BeTpaxHyth»,  «He  BBOAMTSH
BHYTPUBEHHO!», YCIIOBHSL OTITYCKA, | BHYTPUBEHHO!», YCIOBUS OTITyCKa,
HOMEp CEpHH, JaTy HCTEUGHHs | HOMEP CepuH, JlaTa HCTeueHHs
CpoKa I'OJHOCTH, jary | cpoka rOJIHOCTH, Jjlara
MIPOM3BOCTBA, IITPUX-KOJ, | MPOM3BOACTBA, LWITPUX-KOZ,
3aBOJACKON MACHTH(DHKALIMOHHBIH | 3aBOJCKON  MACHTH(HKALMOHHBIMH
KO (xonbr) NPeSNPUSITHI- | KOA MpeAnpHsTHH-
HPOU3BOAHTENEH. NPOU3BOAUTENEH.
Jlatnuckumu — Oyksamu  yxasan | JlatuHckumu OykBamu  ykaszaH
norotun kommnanuu «Pfizer. norotun komnauuu «Pfizer».
Horyckaercs Hanecenne | Hanecena — undopmaums s
UedOpMaLK AN MOHWUTOPHMHra | MOHHTOPHHIA JBHIKEHNS
JIBHKEHUS JIEKapCTBEHHOTO | JIEKAPCTBEHHOTO nperiapara
npenapara (MCTOAOM IeyaTH Wid | (METOAOM IeHaTH)
CTHKEPOBAHHEM)

14. | Yenosust xpanennst Xpauuth B xonoawipHuke | CooTBETCTBYET
(2-8°C). He 3amopaxcuBats.

15. | Cpox roamoctn 3 rona 3 rona

&
[TacropT moAroTOBMII CrielMagieT 1Mo KauecTBy " A0 OS A0RE Yinakosa A.A.,
(Oonaxcnocmu) (noonucy) (pacucughposra)
3armoucHue:
Hazsanue npoayxuuu: IMpepenap®13  (Bakmuua AXs  OPOPHIAKTHKH  NHEBMOKOKKOBOI

HH(pERUHH MOJMHCAXADHAHAS, KOHBIOIHPOBAHHAH, ajcopOHpOBANNAS),
cycneH3nst AJist BHYTpuMbimeunoro sseaenus 0.5 ma/aosa

221225

Cootrsercrsyer tpebosanusim HI[  JITT-Ne(002354)~(PI'-RU), Paznen 1.3.2. mozynst | perncrpaldoHHOro 10che

Pykosoaurens JIKK

(DorNCnocmy)

Arnii E.B.

(pacuudiposka)

Jlata Bbiaauu AC. OF ARG

O:\Cnyorcba kavecmea\Omoen obecnevenust kavecmaa\l pynna dokymenmayuu u obyyenus\3anonusemsie op
ravecmaom\OIl-YK-081-11



