PA3PEIIEHUE

Ha BBOJ| B rpakiaHcKkuit o6opot B Poccuiickoit @enepanyu cepun win napTuu
npousseleHHoro B Poccuiickoit @exnepauuu uinu BBozumoro B Poccuiickyro denepario
MMMYHOOMOJIOTUYECKOr0 JIEKAPCTBEHHOTO TpernapaTa

Ne P006-00110-77/04288710 ot 03.02.2026

Beigano OO6mecTtBy ¢ orpanudeHHOi orBercTBeHHOCThIO "HIIO IletpoBakc ®apm",
Poccust, 142143, MockoBckas obnacts, r. Ilogonsck; c. Ilokpos, yn. CocHoBas, 1. 1,
WMHH: 7702302492.
(HauMeHOBaHHUE IOPUANYECKOTro ML, opUanUeckuit anpec, THH)
DepepajabHas cayxba mo Haazopy B cdepe 3ApaBOOXpaHEHHS] HA OCHOBAHHH
3akmo4yenus McneitarensHoil nmaGopatopuu MOCKOBCKO# J1abopaTopuy  KOHTPOJIS
KayecTBa JiekapcTBeHHBIX cpencTB PI'BY "MMIIDY AOCMII" Poc3apaBHan3opa
(naumeHoBaHKE (enepabHOro rocy1apCTBEHHOTO OI0KETHOTO YUPEKIACHHM)
or 03.02.2026 Ne 3228/IK-11/25 pa3spemaeT BBOJ B rpaskAaHCKHii 060poT
(nara) (HOoMep)
B Poccuiickon ®@eaepanun MIMMYHOOHOJOTHYECKOro JIEKAPCTBEHHOr0 Mpenaparta
ITpesenap® 13

(ToproBoe HaUMEHOBaHHUE)
Bakuuna s npodmiiakTHKY THEBMOKOKKOBOM MH(EKIUU MoucaxapuaHas,
KOHBIOTHPOBaHHas1, a1copOupoBaHHas

(MexayHapOJHOE HEeMAaTEeHTOBAHHOE HauMEeHOBaHue (TPYNIUPOBOYHOE MM XUMHUYECKOE)
CyCIeH3Us [yl BHyTpUMEBIIIeuHoro BBeaeHus 0.5 mi/no3a 0.5 mi -
mrpuibl (1 mT.) - MaYky KAPTOHHBIE /B KOMILIEKTE C MO0/
(dopma Bbimycka (¢ ykazaHHeM JieKapcTBEHHOM (OpMBI, JO3UPOBKH, (hJaCOBKH) U KOJIMYECTBO B YIIAKOBKE)
cepun 231225 , 00beM cepuM wiau naprum 235776 y
(HoMep cepun) (KOMYECTBO YIaKOBOK)
roged no 11.2028 g
(cpok romHOCTH)
npoussoacrea OO0 "HIIO IlerpoBakc ®apm", Poccus, 142143, MockoBckast 061acTs,
r. Ilogoneck, c. Ilokpos, yn. CocHoBasd, n. 1 (Bce craauu, BKJIIOYas BBITYCKAIOMIUI
KOHTPOJIb Ka4eCTBa).

(HarMeHOBaHME U aipec NPOU3BOAUTEIS (C yKa3aHUEeM CTaAuii NPONU3BOACTBA)
Perucrpaunonnoe ynocrosepenue Ne JITI-Ne(002354)-(PT-RU) ot 17.05.2023.
JepxxaTesb perucrpauuoHHoro yaocroBepenusi [Idaitzep Uuk, CIIA, 66 Hudson
Boulevard East New York, N.Y. 10001-2192, USA.

(HauMeHOBaHUeE, aJpec)

3aMeCTUTENb PyKOBOIUTEIIS
Poc3npaBnanzopa

JOKYMEHT ITOIIHCAH
NIEKTPOHHON TTOAIUCLIO

Ceprudukar 42D1B24ADS2BBD113BD1263FE2CCBCR9
Bianenen Hapxomenwo Jimuwrpuii Beesoaoponns
L)lcﬁcrnm‘cncn ¢ 07.04.2025 no 01.07.2026




POI1-OI-YK-081

000 «HIO IMMETPOBAKC (PAPM»

Poccuiickas Dedepayus, JEITAPTAMEHT
142143, Mockosckas obnacme, e. llooonsck, ¢. ITokpos, yn. Cocnosas, 0. 1 KOHTPOJISI
- men/tharc: 7(495) 926-21-07, E-mail: info@petrovax.ru KAYECTBA

MACIIOPT N 024

Haspanne npoayiiumy  Ipesenap®13  (Bakumma A0s  npoduiakTHKm

OHECBMOKOKKOBOH  Hudexunn

noaucaxapujnasi, KOHBIOTHPOBaAHHAH, aucopﬁnponalmaﬂ), CYCHEeH3us AJIs

BHYTpHMBbIIeUHOro Beegennsi 0.5 mu/nosza

PY JITT-Ne(002354)-(PI"-RU) [TepBuvHas ynakoska Inpuy
Howmep cepun 231225 KosuecTBo npoaykiuu B cepun 236 201 ymakoBka
Jara npoussoacrsa 122025 Fopen po 112028

Ananns seinosinen o HI{JITI-Ne(002354)-(PT"-RU), Pazgen 1.3.2. Mofysst | perucTpaliMOHHOTO A0Che

Hcenbrranne MPOBOIST BH3YAIBHO
TMOCJIC BCTPAXHBAHUSI

No Haumenosanne nokasareJei Hopma B co0TBETCTBIH € Pesynwrarel nensrranuii

n/n PErHCTPAMONHLIM I0CHE

1. Onucanne I'omorennas cycnensust Genoro | I'omorenHas cycrieHsus  6enoro
uBeTa. usera

2. | Hpentuduranus Jomken ObITh  OJOKHTENBHBIN
pesysibrar Juist Kaxporo w3 13
IMIEBMOKOKKOBBIX TMOJHCAXAPU/IOB
ceporunos: 1, 3, 4, 5, 6A, 6B, 7T,
9V, 14, 18C, 19A, 19F u 23F u
Genka-HocuTenst CRM o7

Pegynbrar MOSOKHATEIILHBIH TSt
KOKI0r0 U3 13 NMHEBMOKOKKOBBIX
rosivcaxapuzios cepoturios: 1, 3,
4, 5, 6A, 6B, 7F, 9V, 14, 18C,
19A, 19F, 23F u Genka-Hocwrens
CRM 97

3. MsBnexaemplii 06bem He mMeree HOMUHAIBHOTO He menee HOMMHAIBHOTO

4, pH 0Ot 5,3 10 6,3 58

5. BakTrepnansubie sugoroxcunst | He Gonee 12,5 ED/mn Meunee 12,5 EQ/mn

6. | CrepuibHocTh [Ipenapar nomxex 6brTh CrepunbHbIH
CTEPHIILHBIM

72 AnmoMuanui Ot 0,20 1o 0,30 mr/mn 0,24 mr/mi

8. TTomucopdar 80 Ot 0,014 0 0,024 % 0,016 %
Or 0,14 no 0,24 mr/vn 0,16 mr/mn

9, Besiok o06mmit Ot 43,0 ;10 86,0 Mkr/mn 72,8 mKr/mit

10. | Besiok essizannbii He menee 70 % 87 %

11. | Koanuecrsennoe onpegencuue

[Tonucaxapuz ceporuna 19A ot 3,4 no 5,7 Mxr/mn
[Tonucaxapun ceporuna 19F or 3,1 no 5,7 mxr/mn

[Tonucaxapup ceporura | ot 3,1 no 5,7 mxr/mn

[Tonucaxapun ceporumna 3 ot 3,7 no 5,7 mr/mja

[Tonucaxapupa ceporura 4 or 3,4 no 5,7 mxr/mi

[Tonucaxapu ceporuna 5 o1 3,3 1o 5,7 Mxr/mn

[Tonuncaxapun ceporuna 6A ot 3,1 no 5,7 mxr/min

Ionucaxapun cepoturia 6B ot 6,8 no 11,4 Mxr/mn

[Tonucaxapun ceporuna 7F ot 3,1 1o 5,7 mxr/mn

[Monucaxapuy ceporuna 9V or 3,2 1o 5,7 Mxr/mn

[Monucaxapun ceporuna 14 ot 3,2 1o 5,7 mxr/min

Onwurocaxapun ceporuna 18C ot 3,3 1o 5,7 mxr/mn TBETCY,

[Tostucaxapun ceporurna 23F or 3,3 510 5,7 mMrr/m

.

Ohr.

1 - 4,0 Mxr/mn
3 - 4,4 mxr/mn
4 - 5,1 mxr/mn
5 - 4,2 Mr/mn
6A - 4,8 mxr/mn
6B - 8,8 Mkr/mn
7F - 4,1 mkr/mn
9V - 4,8 mkr/min
4 - 4,5 mxr/mn

O:\Cayocba kavecmea\Omden obecnevenus kaueemea\l pynna dokymen
rkaveemeom\OI-YK-081-11
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D0 1-OI1-VK-081

Ne | Hanmenosanue noxasaresei Hopma B coorBereTnin ¢ PegynnraThl HenbITANN I

1/u PErHCTPANOHHBIM 0ChE

12. | YnaxoBka [To 0,5 Ml B wmpuy | [lo 0,5 M B LIMpUL
BMCCTUMOCTbIO | MJT H3 | BMCCTHMOCTbHIO | M1 H3
1po3pavHoro GEclBETHOro cTeksa | npo3pauHoro 6ECHBETHOro CTeKa
(T I) (run I)
1 wmpuy w1 crepunsias uruia B | 1 wmpuy v | crepuibuas uraa B
MaCTHKOBYIO YIAKOBKY, | MIaCTUKOBOW YIAKOBKE,
3anedaTanHylo  [OJMITHICHOBOH | 3aricyaratHol  NoJMITUIEHOBOH
IUIEHKOT [UIEHKOH
| nacTHKOBas yrnakoBka BMecte ¢ | | nacTukoBas yrnakoBka BMECTE ¢
JIMCTKOM=BKJIAJILIIEM B | JIMCTKOM-BKJIAABILLIEM B
KAPTOHHYIO TNauKy € KOHTpOJIeM | KapTOHHOM mnauxe 6e3 KouTposs
ePBOro BCKPLITHS WK 0€3 HEro | NepBoro BCKpbITHI

13. | MapxupoBka Ha srukerke mirpuia Ha pyeckom | Ha orukerke LinpuLia Ha pycekom

“HIIO
ITempogakc

A3bLKE YKA3BIBAIOT!

TOProBoe HAMMEHOBAHHE
npenapara ¢ rpeaynpesurebHol
mMapkupoBkoi ®, obwenpuHsToe
(rpynimpoBoUHOE)

HAMMEHOBAHKME,  JIEKAPCTBEeHHYIO
dopmy, nozuposka (06BeM 110361 B

M), NpeayHpeiuTehbHbIE
HaJIMTHCH: «Ilepen
UCIIOJIL30BAHMEM XOpoLI0
BCTPSIXHYTh.), «CTepUIBLHO.»,
HOMEpP CepHu, AaTy HCTCUCHUSI
cpoka FOIHOCTH, jlary
TMPOU3BOACTRA, 3ABOLCKOM

MACHTH(PUKALIMOHHBIH KO (KOABL)
NPEANPUSTHI-IPOUSBOAUTENCH.
JlatunckuMu _ OykBamMu  ykasaH
norotumn koMnanuu Pfizer.

IHa xapTOHHOM Mauke Ha PyCCKOM

SI3BIKC YKa3aHoO:
TOprosoe HaUMCHOBaAHHE

npenapara ¢ npeynpeanTenbHoi
MapKUpoBKoi ®, obuenpuHiToe
(rpynnupoBouHoe)
HAMMEHOBAHWE,  JIeKAPCTBEHHASs
(hopma, no3uposka (00beM A03bI B
M), NPEYNPEeUTEbHbIE
HAJITHCH: «[Tepen
HCTIOJIb30BAHMEM XOpOII0
BCTPSIXHYTh.», «CTepHabLHO.»,
HOMED CEpWM, JaTa HCTEeHEHHs
cpoka rOIHOCTH, jlara
[POH3BOJICTBA, 3aB0OJICKOMH
UICHTH(DUKALIMOHHBIN KO
HPEeAPUSTHH-TIPON3BOAMTENEH,
JlatuHexuMu  OykBamu  ykasau
norotun komnauuu Pfizer.

Ha KapTOHHOM 1auke Ha pyCccKoM

SA3BIKE YKA3bIBAIOT!
Toprosoe HAHMEHOBAHHC
npernapaTa ¢ npeaynpejuTesbHok
mapkupoBkoii ®, obuenpuHsToe

(rpynnupoBoyHOE)

HAaHMEHOBaHWE, HAMMEHOBANHE W
cTpamy ziepaKarens
PEruCTPalHOHHOTO

YJIOCTOBEPEHHSI, HAMMEHOBAHHE M
cTpany NpeanpusTHs-
MPOM3BOAMTENS,  TPEANPUITHS,
OCYLUECTBAIOIEr0  BTOPUUHYIO
YIaKoBKY, [PEANPHATHS,
OCYLLUECTBJISIIOLLEro

BbII1YCKAIOLIHH KOHTPOJIb
KAYEeCTBA, JEKAPCTBEHHYIO (hopMmy,
KOJIMYECTRO 103,  JI03MPOBKY
(obbem 03Bl B M),
KOMITIEKTHOCTh, HAMMEHOBAHUE H
COAEPIKAHNE JeHCTBYIOLINX

BELLECTB B OAHOII [03€, nepeyeHb
BCIIOMOraTeJbHbIX BCIICCTB C

A3LIKC YKA3aHO.
TOpl"OBOC HAWMEHOBAHHEC

fpenapara ¢ fpeaynpeiauTenbHoi
MapkupoBkod ®, obienpuuaToe
(rpynnupoBoyHoe)

HAUMEHOBAHHE, HAMMEHOBAHHE W
cTpaHa JlepyKaTens
PErucTpalMoHHOro

YAOCTOBEPCHMS, HANMCHOBAHUC M
cTpaHa MPeAnpUITHS -
[POUBBOAMTENS,  TNPEANPHSITHS,
OCYILUECTBJISIOWICTO  BTOPHUHYIO
YMAKOBKY, MPEATIPUSTHS,
OCYLLECTBIISIOLIErO

BbIIyCKAIOUM KOHTPOJIb
KadecTsa, JiekaperseHnas (Qopma,
KOJIMMCCTBO /103,  JIO3MUPOBKA
(oGbem JL03bl B M),
KOMIUIEKTHOCTh, HAHMEHOBAHHE H
CO/ICPIKAHKE JEHCTBYIOIIMX
BEILECTB B OJIHOM 103e, nepeucHsb
BCIOMOTIaTeJbHbIX BELIECTB C
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yKazaHuem KOJIMYECTBEHHOrO | yKa3aHHEeM KOJINYEOTBEHHOrO
o N
CoJIePIKAHMS aabIoOBaHTa | COACPIKAHMI [AanbioBatra
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@O01-0I1-VK-081

Ne | HauMenoBanue noxasaresei Hopma B COOTBETCTBHH € PesyabraTel HenpITanuii

1/ PerucTPaAnHOHHLIM JI0CHe
(amomunus Goedar: 0,125 mr (B | (amomuums Qocdar: 0,125 mr (B
nepecyere Ha allOMMHMI), | nepecyeTe Ha  alIOMMHMI),
YCJIOBUS XpaHeHusl, | YCloBusl XpaHeHusl,
NPENYNPEMTENBHBIC  HALMUCH: | NPSAYIPEIUTebHbIC — HAJMUCH:
«CrepuntbHo.»,  «Xpauutb B | «CrepuiibHO.»,  «XpaHuTh B
HEAOCTYMHOM JUlSl AeTeH MecTe.», | HeJOCTYIIHOM Uil AeTel MecTe.»,
«[epen, ucrnonssosanueM | «Ilepen UCTIONB30BAHUEM
IpouTHTEe JIMCTOK-BKIIA/BIIY, | MpouTHTE JIHCTOK-BKJIABILIY,
«Ilepen ucnonszosanuem xopouio | «Ilepes ucrons3opanuemM XopoLuo
BeTpsixHyTh»,  «He  BBojuTh | Betpsixuyts»,  «He  BBOAMTE
BHYTPUBEHHO!», YC/IOBHS OTITYCKA, | BHYTPHBECHHO!», YCIIOBHS OTITYCKA,
HOMEp CEepUH, MATy MCTEUGHMS | HOMEP CepUH, JaTa MCTeUeHuUs
cpoka FOAHOCTH, jary | cpoka TOAHOCTH, jara
NPOU3BOJICTBA, LUITPUX-KOJ, | MPOU3BOACTBA, WUTPUX-KOA,
3aBOJCKON MACHTU(UKAIMOHHBIN | 3aBOACKON  HIAEHTH(PUKALMOHHDBIH
KO/ (kompr) NIPEANPUATHH- | KOA npeanpUsTHit-
HPOU3BOJUTENEH. MIPOU3BOANTENEH.
JlatuHcknmu - Oyksamu  ykazad | JIaTHHCKHMH  OyKBAMH  yKa3aH
soroturn koMiianum «Pfizery». noroTun koMmnauun «Pfizery.
Jonyckaercst Havecenue | Hanecena — undopmaumst  fns
UHPOPMALMK A5 MOHWTOPHUHIA | MOHHTOPHHIA JUBHIKEHHSI
JBHIKEHHSA JIEKAPCTBEHHOTO | JIEKAPCTBEHHOTO npernapara
npenapata (METOJOM HevyaTH WK | (METOAOM nevaTw)
CTHKEPOBAHMEM)

14. | YenoBus xpanenus XpaHuThb B xonojuibuuke | CooTBETCTBYET
(2-8°C). He 3amopaxupaTh.

15, | Cpox rogunocrn 3 rona 3 rona

g
[TacriopT noAroToBMA CrieuHanuceT no KauecTBy G ﬂ% A3 01 AOAE Yiakosa A A.
(dorxcuocms,) ¥ (noontice) (pacughposka)
3axoueHne:
Haspanue npoaykimu: INpesenap®3  (Bakumua AJsi  NPOPHIAKTHKH  HHEBMOKOKKOBOII

Homep cepun:

HHQCKIMH  NOJHCAXapUAHAs, KOHLIOTHPOBAHHAs, axcopOHpOBaHHAN),
CYCOCH3Us LISt BHYTpHMbluieunoro ssegenus 0.5 ma/nosa

231225

Cootrsercrayer Tpebosanusam HI{  JITT-Ne(002354)-(PI"-RU), Pazmen 1.3.2. Moay/s | perucTpaudoHHOTO aocke

Pykosoaurens JIKK

Jlara Belnayuu
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