PA3PEIIEHHME
Ha BBOJ B rpaxkianckuit 06opot B Poccuiickoit denepanun cepuu Uiy napTuu
npoussenieHHOro B Poccuiickoit @enepanuu win BBodumoro B Poccuiickyro @enepanuio

MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOT0 Tpernapara
Ne P006-00110-77/04028854 ot 19.12.2025

Beinano OOmectBy c¢ orpanuyeHHoit otBercTBeHHOCThIO "HIIO IlerpoBakc ®apm",
Poccus, 142143, MockoBckast obnacts, r. ITomonbck, c. Ilokpos, yn. CocHoBas, 1. 1,
MHH: 7702302492.
(HaMMeHOBaHKe IOPUANYECKOro JIULIA, opuayeckuid aapec, MTHH)
®enepanbHas cayxba no Haazopy B cdepe 3ApaBOOXpPaHEHHS HA OCHOBAHHH
3akaovenus VcoeitatensHoil maboparopun MOCKOBCKOW J1abopaTOpUU  KOHTPOJIS
kauecTBa jekapcTBeHHBIX cpencts PI'BY "MMIIDY AOCMIT" PocaznpaBHanzopa ‘
(HaumeHoBaHHUe (herepaIbHOTO roCyJapCTBEHHOTO OOKETHOTO YUPEIKIACHHUS)
or 18.12.2025 Ne 2463JIK-11/25 pa3pemaer BBoJ B rpaskIaHCKHii 060poT
(nmata) (HOMED)
B Poccuiickoii @eaepanu HMMYHOOHOJI0THYECKOI0 JIEKAPCTBEHHOT 0 penapara’
Ipesenap® 13
(ToproBoe HauMeHOBaHUE)
Bakuuna 1uist nporiiak THKY THEBMOKOKKOBOW MH(EKIUY Mo caxapuiHasi,
KOHBIOTHPOBaHHas1, aficOpOMpOBaHHAs
(MextyHapoHOE HelaTeHTOBaHHOe HAaUMEeHOBaHUe (TPYNIHUPOBOYHOE UIIM XUMHUYECKOE)
CYCIEH3HS U BHYTpUMBIIeYHoro BBeaenus 0.5 mi/no3a 0.5 mur -
mnpus! (1 mT.) - 1aYKu KapTOHHBIE /B KOMILIEKTE C U0/
(dbopma BeImycKa (¢ yKa3aHHeM JIEKapCTBEHHOH GOpPMBI, 103UPOBKH, (PaCOBKH) U KOJIMYECTBO B YIIAKOBKE)

cepun 120925 , 00beM cepum wau naprun 228705 ;

(HOMep cepun) (KOJNUYECTBO YMaKOBOK)

rogen no 08.2028 ,

(cpok rogHOCTH) S,
npoussoacrea OO0 "HIIO Ilerposakc ®apm", Poccus, 142143, MockoBckas o6acTs,
r. [Tomonsck, c. Ilokpos, yn. CocHoBas, A. 1 (Bce cTaauu, BKJIIOYas BBIIYCKArOIIUNA

KOHTPOJIb Ka4eCTBa).
(HaMMeHOBaHHE U aipec MPOU3BOAUTENA (C YKa3aHHEM CTaJ1H NPOU3BO/ICTBA)

Perncrpaunonnoe ynocrosepenue Ne JI[T-Ne(002354)-(PI'-RU) ot 17.05.2023. -
JepskaTejb perucrpaunoHHoro yaocropepenus I[ldaiizep Uuk, CIIA, 66 Hudson
Boulevard East New York, N.Y. 10001-2192, USA.

(HanMeHOBaHue, azipec)

3aMeCTUTENb PYyKOBOIUTEIIS
Poc3npaBnanzopa

AY \. \
JIOKYMEHT ‘I"l(f)} (IIMCATL :\\
DJIEKTPOHHOM ITOATINCBIC):- '_

€@
Ceprudurar 42D1B24ADS2BBD113BD1263FE2CCBC89
Baagenen Hapxosenxo Jimurpuii Beenosojiosuy
Jleticrnurenen ¢ 07.04.2025 o 01.07.2026
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000 «HITO NETPOBAKC ®APM»
Poccuiicras Pedeparjs, HAEITAPTAMEHT
142143, Mockosckas obnacm, 2. Iodonsck, ¢. Hokpos, yn. Cocnogas, 0. 1 KOHTPOJISI
men/dharc: 7(495) 926-21-07, E-mail: info@petrovax.ru KAYECTBA
ITACIIOPT Ne342
Hazpauue nponykupy  Ipesenap®l3  (Bakumma st npoHIAKTHKH — MHEBMOKOKKOBOI HHpeRIHN
HOJINCAXAPH/ANAS,  KOHBLIOTHPOBANHAS,  AACOPOMPOBAHHAN), CyCHeM3HSI  Jyisi
BHYTPHMbIIIeUHOro Beaenus 0.5 ma/nosa .
Py JI1-Ne(002354)-(PI"-RU) [lepBuyHas ynakoska Lnpuig
Homep cepum 120925 KonuuecTBo npoaykiumu B cepru 230 200 ynakoBok
Jlara npoussoacrea 092025 I'onen no 082028

Ananus seinosned no HJ{JIM-Ne(002354)-(PT-RU), Pasgen 1.3.2. moayis | perucTpautoHHOro nocke

Ne HanmenoBanue noxaszarenei Hopma B coorBercrBum ¢ PesyabTarel Henbiranui
n/u PErHCTPANHOHHBIM JI0ChE
1. Onncanue l'omorennas cycnensusi  Genoro | [omorenHas cycneHsus 6enoro
LBeTa, 1BeTA "
Hcnpitanne mpoBOJAT BHU3YaJIbHO -
T1I0CJIC BCTPSIXMBAHUS ,
2. Hpentuduxanus Joioken  ObITh  MOAOKUTENLHBI | Pe3ynbTar [OJIOKUTENBHBIH  Juist
pesynasrar s Kaxaoro w3 13 | kaxnoro u3 13 MHEBMOKOKKOBBIX
MHEBMOKOKKOBBIX TOJIMCAXapu/IOB | MOJNHCAXapuIoB cepotunos: 1, 3,
ceporunos: 1, 3, 4, 5, 6A, 6B, 7F, | 4, 5, 6A, 6B, 7F, 9V, 14, 18C
9V, 14, 18C, 19A, 19F u 23F u | 19A, 19F, 23F u Genka-HoCHTENS
6enka-Hocutesisi CRM o7 CRM97
3. Uspiexaemblii 00bem He meHnee HOMHHATEHOTO He MeHee HOMUHAILHOTO
4, pH O15,3 10 6,3 5,8
5. | bakrepnanabnblie sugoTokenubl | He Gonee 12,5 ED/mn Menee 5,0 E3/mn
6. CrepujibHOCTD [Tpenapat nomxen 66ITh CrepuibHblit
CTSPUITLHBIM
7 AoMunuii Ot 0,20 1o 0,30 mMr/mn 0,25 mr/mn
8. IToancopbar 80 Ot 0,014 o 0,024 % 0,017 %
Or 0,14 10 0,24 mr/mn 0,17 mr/ma
9. Benox o0mmuii Ot 43,0 no 86,0 mxr/mn 69,4 mMkr/mi
10. | Besox cBsI3aHHBIH He menee 70 % 87 %
11. | KosmyecTBennoe onpeaeenne
[Monuncaxapuy ceporuna | ot 3,1 no 5,7 mxr/mn 1 - 4,5 mxr/mn
[Tonucaxapun cepotuna 3 ot 3,7 no 5,7 mxr/min 3 - 4,6 Mkr/mn
[Tonucaxapua ceporuna 4 ot 3,4 10 5,7 Mxr/m 4 - 5,1 MKr/mn
[Monucaxapun ceporuna 5 or 3,3 no 5,7 Mxr/mn 5 - 4,3 mxr/mn
[Monucaxapuy ceporuna 6A ot 3,1 1o 5,7 Mxr/mn 6A - 4,0 mxr/mn
[Tonmcaxapuj ceporuna 6B ot 6,8 no 11,4 mxr/mi 6B - 9,7 mxr/mn
[Tonucaxapup ceporuna 7F ot 3,1 no 5,7 mxr/mn 7F - 4,4 mxr/mn
[MTonucaxapun cepotuna 9V ot 3,2 510 5,7 MKL/ 9V - 5,2 mxr/mn
[Tonmcaxapun ceporuna 14 or3,2 105 ' 14 - 4,6 mxr/mi
Onurocaxapua cepotuna 18C ot 3,3 1o 18C - 5,1 mkr/mn
IMonucaxapun ceporuna 19A ot 3,4 19/ 19A - 4,3 mxr/min
[Tosnucaxapun ceporuna 19F or3,1 ng 5 19F - 4,9 mMkr/mi
[Monucaxapun ceporuna 23F oT 3,3 119 ¢ 231- 5,3 mKr/mi e
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MapkupoBka

Ne HaumenoBaHne nokasareeii Hopma B COOTBETCTBHH € PesyapTaThl HCObITANN

n/n pPerucTPAHOHNBIM 10Che

12, | YnaxkoBka ITo 0,5 M B wnpuy, | Ilo 0,5 M1 B LUTIPHLL
BMECTHMOCTBIO | M1 W3 | BMECTUMOCTBIO ] MJI H3
Npo3payHoro GeclBeTHOro CTeKla | NpO3paduHoro OeCUBETHOrO CTeKIA
(tun 1) (Tun )
| wnpuy u | crepuibHas urna 8 | 1 wmpui v [ crepusbHas wria B
TIACTUKOBYIO YIaKOBKY, | M1aCTUKOBOMH YI1aKOBKe,
3aneyaTaHHyi0  TIOJIMATHICHOBOM | 3arieyaTaHHON  TOJIMATHIEHOBOM
TIEHKON MJICHKOM
| nnacTHKOBAs YNakoBka BMecTe ¢ | | racTUKOBask yrakoBKa BMECTe ¢
JIMCTKOM-BKJIABILLIEM B | JIMCTKOM-BKJIABILIEM B
KApTOHHYIO MAauky ¢ KOHTPOJIEM | KapTOHHOW Tnauke ©Oe3 KOHTPOJs
NEPBOroO BCKPHITHS MK O€3 Hero MEPBOro BCKPhITUSA

13. Ha stukerke wmnpuvua Ha pycckom | Ha sTukerke mmnpuia Ha pyceKoM

A3bIKE YKA3BIBAIOT:

TOProBoOe HaUMEHOBaHHE
npenapara ¢ TpeaynpeaAnTesibHOH
mapkupopkoit ®, obmenpuHsroe
(rpynnupoBouHOE)
HAMMEHOBAHUE,  JIEKAPCTBEHHYIO
(popmy, nozupoBka (00bem H03bI B
mil), MPEAYNPEAUTENBHBIC
HAJTUCH: «[lepen
UCTIOB30BAHHEM X0poiIo
BCTPSXHYT.», «CTepunbHO.»,
HOMEp CEepuH, 14Ty HCTCUYCHHs
cpoxa rOHOCTH, Jiaty
NPOU3BOJICTRA, 3aBOJICKOM
uieHTH()UKALMOHHBIH KO (KOABI)
NpeAnpUsITUA-TPOU3BOAUTEIICH.
Jlatunckumy _ OykBamu  ykaszaH
sorotun komnaxnuu Pfizer,

Ha xapTOHHOW navke Ha pycCKOM

SA3BIKE YKA3aHO!
TOProBoe HAaMMEHOBAHUE

npernapara ¢ MpeaynpeauTenbHOMI
mapkupoBkod ®, obuenpuHaToe
(rpyrnupoBoUYHOE)

HAUMEHOBAHME,  JIEKAPCTBEHHAs
popma, noszupopka (00beM 10351 B
M), npeaynpeuTenbHble
HAJIIIUCH: «lTepen
HCIIONB30BAHUEM XOpouIo
BCTPAXHYTB.», «CTepuIIbHO.»,
HOMEp CepuH, jara HCTeyeHHs

cpoka FOIHOCTH, nara
IIPOU3BOICTBA, 3aBOJICKOM
MICHTH(DUKALMOHHbIH KOZL

NPeNPHUSITUI-NPOUIBOAMTENEH.
JlaruHckumu  OykBamM  ykaszaH
norotui komnauuu Pfizer.

Ha kaproHHO#H naukKe Ha pyccKom

SI3bIKE YKA3BIBAIOT:

Toprosoe HaWMCHOBaHHE
npenapata ¢ TpeiylpeauTenbHOMI
MapkupoBkod ®, obuenpuHsToe
(rpynupoBoUHOE)

HAMMCHOBAHKHE, HAMMEHOBAHMC H
CTpaHy JepKaTes
perucTpariHoHHOro

YAOCTOBEPEHHUS, HAUMEHOBAHKUE H
CTpaHy NpeanpusaTHs-
MPOU3BOAMTENS,  MPEANPULTHA,
OCYILLECTBIISIIOIIEr0  BTOPUYHYIO
YIaKOBKY, npenpHsITHS,
OCYIICCTBIISIFOLLErO

BBIITYCKAIOIUH KOHTPOJIb
Ka4yecTBa, JICKapCTBEHHYIO (hopmy,
KOJMYECTBO 103,  JO3HPOBKY
(obmem JL03BI B ML),
KOMIUIEKTHOCTh, HAMMCHOBAHHUE W
coziepykaHme JIeHCTRYHOIIMX
BELUECTB B OJHOM [103¢, MepeyeHb

BCIOMOraTeJibHbIX BCLIECTB C | BCrioMOrarejibHbIX
YKa3aHHEM KOJIMHECTBEHHOI'O | YKa3aHHEM KOJ'IM‘{QQG
coaepKanuns ablIOBaHTa | COACPIKAHMA ‘

A3BIKE YKA3aHO:
Toprosoe HAUMEHOBAHHE

npenapara ¢ IpeaynpeanuTebHOH
MapkupoBkoH ®, obuienpunsToe
(rpynnupoBouHoe)

HAMMEHOBAHHWE, HAHMCHOBAHHE H
cTpaHa Aeparens
PerucTpalMoHHOro

YAOCTOBEPEHHSI, HAMMEHOBAHHE H

cTpaHa npeanpulaTU-
TMPOU3BOAUTEIA, NPEeAnpHsITHA,
OCYLLECTBJISIOLLErO BTOPHUYHYIO
YHaKkoBKY, NpEeAaArpudTH,

OCYLUECTBIIAIONIErO
BBIMTYCKAIOLLMA KOHTPOJIL
KauecTsa, JeKapeTreHHas Qopma,
KOJIMYECTBO  [103,  JIO3MPOBKA
(obnem JI03b1 B M),
KOMITIEKTHOCTh, HAMMEHOBAHUE W
cozieprKaHue JIeHCTBYIOLHX
BCLUECTB B OJHOM /103€, repeyeHb
BELUECTB  C
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Ne | HaummenoBanmne noxasareJeii Hopma B coorBercTBum ¢ PesysabraThl nenbrranmii

n/n PErucTPANHOHHBIM 0ChE
(amomunns doedpar: 0,125 mr (8 | (amomunmsa docar: 0,125 mr (s
nepecuere Ha anioMuHuit), | nepecuere HAa  AIIOMHHUIA),
YCIIOBHS XpaHeHusl, | YCIoBus XpaHeHus,
[peayNpenTeNIbHbIC  HAAINMCH: | MPEAYIPEAUTENBHBIC  HALIUCH:
«Crepunbio.»,  «Xpaunts B | «CrepunbHo.»,  «XpaHHTH B
HCAOCTYIHOM JJIA JIeTel MecTe.», | HEeAOCTYIHOM JUlsl JIeTei MecTe.»,
«Ilepen uenonpsobanuem | «llepen UCIIO/Ib30BAHHEM
IPOYTHTE JIMCTOK-BKJIaJbIL!Y», | MpouTuTe JIMCTOK-BKIA/ABII !y,
«llepen ucnons3zopanuem xopouio | «llepexn uenons3oBaHuem XOpoLo
BCTPAXHYTEY,  «He  BBoamts | Betpsxuyts»,  «He — BBOMTH
BHYTPUBEHHO!», YCIIOBHS OTITyCKa, | BHYTPHBEHHO!», YCIOBHS OTMyCKa,
HOMEp CEpHHM, JATYy HCTEYECHHS | HOMEP CepWM, JaTa HCTEUEHHS
cpoka FOJTHOCTH, nary | cpoka FOAHOCTH, nara
TIPOM3BO/CTBA, LUTPUX-KOA, | MPOU3BOJICTRA, WITPUX-KOJ,
3aBOJICKOH MACHTH(DUKAUMOHHDIN | 3aBOJCKON  MACHTH(UKALMOHHBIN
KOJ1 (xozbr) NPEANPUITHIA- | KO npeAnpUsATHi-
[IPOU3BOAUTEIICH. TPOU3BOJUTENEH. -
Jlarurickumu  Gykamu  ykasaH | JlaruHokumu  Gyksamu  yKasam
Jiorotun komnaduu «Pfizer, Jorotun komnanuu «Pfizery.
HJomyckaercs Hanecenue | Hanecena  undopmaums  zing
uHOPMALWK [ MOHHTOPUHIA | MOHHTOPUHIA JIBMOKEHUS
JBHIKEHUS JICKAPCTBEHHOIO | JIEKAPCTBEHHOTO npenapara [
nperiapara (METOLOM nevatd M | (METoAOM neuaTH) :
CTUKEpPOBaHHEM)

14. | Ycaosnst Xpanenust XpaHuTh B xonoawibHuke | CooTBETCTBYET
(2-8°C). He 3amopaxmusars.

15. | Cpok roguocTn 3 rona 3 ropa .

[Tacnopr noarotToBumi

Creyuanucr 1o Ka4CCTBY

%/ AL AL AOAB

Viakosa A.A. .‘

(Doaxcuocmn)

Jaknuenne:

Haspanue npoayximu:

Homep cepuu:
Cootsercrryet TpeGoBanusam HJJ

Ipesenap®13

(noonucs)

(Bakummua s

HPOPIIAKTHRH

(pacunghposka)

NHEBMOKOKKOBOI

HHQEKIHN  ToJMCAXapHIHAsl, KOHLIOIHPOBAHHAS, ajcopoupoBannast),
Cycnensus [Jisi BHYTpuMbInIeunoro sseacuus 0.5 ma/nosza

120925
JIIT-Ne(002354)-(PT"-RU), Paszien 1.3.2. Momyns 1 perucTpauuoHHOro 1ocke

Pykosoauress JIKK

JlaTta Boltauun

O:A\Cayorecda kaveemsa\Omo
kaveemeom\OIl-VK-081-11

(doancuocnv)

A7 14, ROks

F///[ Lec.

ol ora:,\

Aruii E.B.

(noonuce)

(pacungposka)

en obecneyenus kavecmea\l pynna dokymenmayuu u 06yyenus\3anonusemvie popmel f»’., aGNe!




