PA3PEHIEHUE
Ha BBOJ B Ipa/aHCKui 000poT B Poccniickoit Qenepaiun cepun M apTiu
pou3BeNieHHOro B Poccutickoit @enepamuu uimm BBo3uMoro B Poceniickyio Mepepariio

MMMYyHOOUOIIOTHYECKOT0 JIEKapCTBEHHOTO TIpenapara
Ne P006-00110-77/02072906 ot 02.04.2025

Beigano OO6mecTBy ¢ orpandyeHHOH oTBeTcTBeHHOCTHIO "HIIO IletpoBakc ®dapm",
Poccusi, 142143, MockoBckast o6nacts, r. Ilomossck, c. Iloxpos, yi. Cocuosas, . 1,
MHH: 7702302492,
(HaMMeHOBaHKE IOPHIMYECKOro JIMLA, Iopuaryeckuii anpec, MHH)
@enepaabHasg ciyx0a no Haxzopy B cdepe 3APABOOXpAHEHHS! HA OCHOBAHHH
3akmovenns McneiratensHol  nabopaTopum MoCKOBCKOH J1a6OpaTOpHE  KOHTPOJIS
Ka1ecTBa JIeKapCTBEHHBIX cpencts PI'bY "MMIIOVAOCMII" Pocsnpasnanzopa
(HaumMeHOBaHKe (BeepaTbHOTO rocyJapCTBEHHOTO GIO/KETHOTO YUPEKICHHS)
or 01.04.2025 Ne 526/IK-11/25 paspewmaer BBoA B rpasaaHcKkuii 0Gopor
(nara) (HOMED)
B Poccuiickoii Megepanun MMMYyHOGHOI0IHYECKOTO JIEKAPCTBEHHOIO npenapara
IpeBenap® 13
(TOproBoe HaUMEHOBAHHE)
Baknuna [u1st mpouiiakTHKy THEBMOKOKKOBOI HH(EKIMH MOMICaXapyHas,
KOHBIOTMPOBaHHas, afilcCOpOMpPOBaHHAS
(MeXTyHapOIHOE HEIATEHTOBAHHO® HAMMEHOBAHHUE (IPyIITHPOBOYHOE WK XUMHYECKOe)
CyCIIeH3Hs ISl BHYTpUMBIIIEYHOro BBeaeHus 0.5 mu/moza 0.5 mi -
mnpyuuel (1 mT.) - HaYKH KapTOHHEIE /B KOMILIEKTE C UIJIOMH/
(popma BbITycKa (C yKa3aHHEM JIEKapCTBEHHO#H (OPMBI, T03MPOBKH, (haCOBKH) M KOJIMUECTBO B YTIaKOBKe)
cepun 030325 , 00beM cepuu uiau maprunm 482118 5
(HOMep cepum) (KOJIMYECTBO YITaKOBOK)
rogen o 10.2027 ,
(cpok rogHOCTH)
npoussoacrsa Ilpaiizep Alipnang Gapmacsrotukans, Upnanaus, Grange Castle Business
Park, Clondalkin, Dublin 22, Ireland (upoussomurens (rotosoit JIP), mepsuuHas
ymakoska); OOO "HIIO IlerpoBaxc ®apm", Poccus, 142143, MockoBckas 06nacTs,
r. Iogonbek, c. Ilokpos, yn. CocHoBas, A. | (BTopudYHas yNakoBKa, BBITYCKAIOIIHI

KOHTPOJIb KaYECTBA).
(HanMeHOBaHME U aJIPec MPOU3BOJUTEIS (C YKa3aHUEM CTa il IPOM3BOICTBA)

Perucrpanuonnoe ynocropepenne Ne JITT-Ne(002354)-(PI'-RU) ot 17.05.2023.
HepxaTennb permcrpaudoHHOro yaocrosepenmsi Ilpaiizep Muk, CIIA, 66 Hudson
Boulevard East New York, N.Y. 10001-2192, USA.

(HauMeHOBaHHe, aapec)

3aMecTUTeNb PyKOBOIUTEIS
Pocsnpasuanszopa

HOKYMEHT HOJINNUCAIL
OJIEKTPOHHOMU ITOAITNICBIO

Cepruduxar 4D2A31B276219F4023A19E251474DFD4
Baagenen HMapxomenko pmrpnii Beeroaogosn
Heitersurenen ¢ 18.04.2024 no 12.07.2025
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000 (HITO HETPOBAKC ®APM)»
Poccuiicras Dedepayus, HEITAPTAMEHT
, 142143, Mocrosckas obnacme, 2. Iodomex; ¢, Hoxpos, yn. Cocnosas, . 1 KOHTPOJISI
y men/thaxc: 7(495) 926-21-07, E-mail: info@petrovax.ru KAYECTBA
IMACITIOPT Ne 080
Hazpanue nponyxipn  Ipesenap®l3  (Bakumua st UPOPHIAKTHRE  (HEBMOKOKKOBOH  mHpeKunu
HoJHCAXAPUHAS,  KONBLIOTHDOBAHHAS,  aJcOPOHMpPOBAHMAN), CYCHEH3HS  Ads
BHYTpUMbIIIeYHoro seaenns 0.5 mu/xoza
Py JITT-Ne(002354)-(PI-RU)  Tleppuunas yrnakoska Lnpuiy
Homep cepun 030325 Konuuectso nponykuuu B cepun 482 457 ynakosok
Hara npoussoncrsa 112024 Foper no 102027

Amnanuz spinosaes o HZ{ JITT-Ne(002354)-(PT" -RU), Pazpen 1.3.2. mopynst | peructpanmonHoro gocse

Ne Haumenosanune noxasarenci Hopma B coorsercranm ¢ PesynnraTet uenbrranmii
o/n PErHCTPANHONHBLIM JOCHE
1. Onucanue lomorernas cycnensust  Genoro | ['omorennas cycrieHsust  6e1oro
1BETA, LBETA
Hcenerranue npoeomsT Busyannno
N0CTIe BCTPSIXHBAHKS
2. Hpenrndnxanus Homken  ObITh - monoXUTENLHBIN | Pe3ynbTaT MONONKHTENLHBIH s
pesynpTar Anas Kaxaoro uz 13 | Kaknoro u3 13 mHEBMOKOKKOBBIX
MMHEBMOKOKKOBBIX ITOICAXapuiioB | MOJHCAXapuuoB ceporunos: 1, 3,
ceporunon: 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 6enka-HocHTess!
6enka-rnocurens CRM 97 CRM 97
3. HNasaexaembiii oobem He Menee HOMUHAIBHOTO He menee HomuHansHoro
4, pH Or15,3 106,3 5,8
5. Baxrepnasbubie suporoxennn | He 6onee 12,5 ED/vn Menee 5,0 ED/mu
6. CrepuinHocth [Ipenapar noiwkes ObiTh CrepunbHbIit
CTEPUITBHBLIM
. Anoyonaaii Ot 0,20 10 0,30 Mr/mn 0,23 mr/mn
Iomucopbar 80 Ot 0,014 no 0,024 % 0,017 %
Or 0,14 100,24 mr/mn 0,17 mr/mna
9. Benox o6 Ot 43,0 no 86,0 mxr/mn 60,3 Mxr/mn
10. | Besiok cBs3annbIi He menee 70 % 95 %
11. | KonnyecTBeHHOE ONpeeeHne
[Monucaxapup ceporuna | or 3,1 no 5,7 Mxr/mn 1 - 4,5 mxr/mn
Honucaxapun ceporura 3 ot 3,1 no 5,7 mxr/min 3 - 4,1 mxr/mn
IMonucaxapun ceporuna 4 ot 3,1 no 5,7 mxr/Mn 4 - 4,8 mxr/mn
Honucaxapun ceporuna 5 or 3,1 no 5,7 mxr/mn 5« 4,1 mxr/mn
[onucaxapun ceporumna 6A ot 3,1 no 5,7 mxr/min 6A - 4,8 mrr/sut
Honucaxapun ceporuna 6B ot 6,2 mo 11,4 mxr/mn 6B - 8,8 mrr/mn
Honucaxapun ceporuna 7F ot 3,1 1o 5,7 Mkr/mn TF - 4,4 mxr/mn
[lonmcaxapun ceporumna 9V ot 3,1 no 5,7 Mxr/mn OV - 5,7 mxr/mn
Honucaxapun ceporuna 14 or 3,1 no 5,7 mxr/mi - 4,0 mxr/min
Ounurocaxapun cepotuna 18C ot 3,1 no 5,7 Mxr/m < - 5,1 MEr/mn
IMonucaxapun ceporuna 19A or 3,1 no 5,7 mxr/jlig 3,9 mxr/mn
Ionucaxapun ceporumna [9F ot 3,1 no 5,7 mxr. @ 17, em \3 MK/t
[Mosnucaxapun ceporuna 23F or 3,1 no 5,7 mxr/ ,d MKr/mi

rxavecemeom\OI-YK-081-11
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Ne Haumenopanne norazareneii
n/n

HOp Ma B COOTBETCTBHH C
PErHCTPANHONHBIM JOCHE

Pesyanrars! nensirauuii

(amomunus poedar: 0,125 mr (8
nepecueTe Ha ATIOMHHHI),
YCIOBUS XpaHeHus,
HPEYNPEAUTENbHBIE  HAIIUCH:
«CrepunbHO.»,  «XpaHuTh B
HCOCTYIIHOM JUISt ACTEeH MecTe.»,
«llepen HCTIOB30BAHHEM
TPoOYTHTE JIUCTOK-BIUIQJIBITI ],
«llepen nenonb3oBaHueM Xopowo
BCTPAXHYTHY,  «He  BBOuTh
BHYTPHBEHHO!», yCIIOBUSI OTIYCKA,
HOMEpP CEepPUM, JaTy MCTEUEHUs

(amomuuus docdar: 0,125 mr (8

nepecuere Ha amoOMuHMA),
YCJIOBHS XpaHeHus,
NPCYNPEAUTENBHBIC  HAJIHCH,

«CrepunbHo.y,  «XpaHuTh B
HEJIOCTYITHOM JJiSI ieTel MecTe.»,
«Ilepen UCTIONB3OBAHUEM
MPOYTHUTE JIMCTOK-BKIIA B »,
«Ilepen MEnonb3o0BaHUEM XOPOLIO
BCTPSIXHYTEY, «He BBOIMTD
BHYTPUBEHHO!», YCIIOBUS OTITYCKa,
HOMEpP Cepum, JaTa WCTeUEHUs

cpoka FOJHOCTH, Jaty | cpoka T'OJ{HOCTH, nara
MPOM3BOJICTRA, LITPUX-KOJ, | IIPOH3BOACTBA, LITPUX-KOJL,
3aBOJICKOH  MACHTH(MKALMOHHBIN | 3aBOJICKOH  MAEHTH(UKAIMOHHBIA
KOJI (kombt) HOPeAnpHATHH- | KOz NPEATIPHSITHI-
MPOU3BOIUTEIIEH. NPOU3BOLHTEIIEH.
Jlarnnokumn  Gyxksavu  ykasas | Jlatunckumu  Oykeamy  yKasaH
Jorotun komiannu «Pfizers, nororurt kKomranuu «Pfizery.
Jonyckaercs HaHecenue | Hawecena — wndopmanms s
HH(OPMALMK [ MOHUTOPHHIA | MOHHTOPUHTA JBIKEHUSA
JIBHOKEHMS - JIEKAPCTBEHHOTO | JISKAPCTBEHHOIO npernapara
npenapara (MeToaoM Tnevard win | (METOOM mevart)
CTUKEPOBAHHEM)

14. | Yenosus xpanenus XpaHuTh B xonoauwibnuke | CooTBETCTBYET
(2-8°C). He samopaxcuBaTs.

15. | Cpox rognocru 3 roga 3 roga

Wl o
[TacriopT noaroToBu CrieLpaIicT o KavecTsy e 3903 A4S Ywakosa A.A.

(Oomnenacmn)

JakaioueHne:
Haspanue npoayxumu;

Ipesenap®13

(nodnucs)

(Bakmuna  aas

HpOPHIARTHKH

(pacuiugpposka)

HHEBMOKOKKOBOIT

MHQEKIHN  NO0JHCAXADHAHASI, KOHBLIOPHPOBaHHas, ajxcopOHpoBaHHAN),
cycnensust Ui BHYTPHMbIIIeunoro seeaenns 0.5 Mu/nosa

Howmep cepun:

030325

Coorsercteyer TpeGosanusm HJ[  JIT-Ne(002354)-(PT-RU), Paznen 1.3.2. MOJYJIS | perncTpaluoHHOro JOChe

PYROBOAMTENL  NABOPATOPHYN

(Qoaoenocms)

Hara spinaun

31,03, 204

Ie

1 PO T

DPapm”

MACECOBA B.B.

(pacuughposra)
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