PA3PEIIEHUE

Ha BBOJ B TP IAHCKUH 060poT & Poccuiickoit @enepauny cepuit

NpoK3BeAEHHOTO B Poccuiickoit denepalty WiId BBOZUMOro B Pocc :
UMMYHOBGHONOTMYECKOTO JIEKAPCTBEHHOTO ITperap

Ne P006-00110-77/02617363 ot 08.07.2025 ¥

Poccusa, 142143, Mockosckast obmacts, 1. ITogonsck, c. ITokpog, yi. COCHOBax, IL. 1,
WHH: 7702302492.
(HAMMEHOBAHWE IOPUAMYECKOTO WA, opuandeckui agpec, MHH)
Qegepanbrasn cayxba no Hag3opy B cepe 30paBoOXpaHeHHs HA OCHOBAHHH
sakrogenus VeneitatensHol nafoparopur MOCKOBCKOM 1abopaToOpuUM KOHTPOIS
KayecTsa JiekapeTBeHHBIX cpenctB PIBY "MMIIDYAOCMIT" PocagpaBHaasopa
(HavMeHOBaHUe (eaepaIbHOTO TOCY JAPCTBEHHOTO GIOIKETHOrO YUPEXKAEHHS )
or 07.07.2025 Ne 1363JIK-11/25 pa3zpemaeT BBOA B rpakJancKuil o6opoT
(mara) (romep)
B Poceuiickoit @eaepanny uMMyHOOHOJIOrHYECKOro JIeKAPCTBEHHOIO NIpenapaTa
Ipesenap®™ 13
(TOproeoe HauMEHOBAHUE)
BaxuuHza 1ist npo@unakTUKy THEBMOKOKKOROM MH(EKLUH IIoNUCcCaxapyiHas,
KOHBIOTMPOBAHHAS, 80COpOUPOBAHHAS
(MeIyHapoJHOE HeMaTeHTOBAHHOE HaUMEHOBAHHE (IPYINHPOBOUHOE WK XUMHUECKOE)
CYCIIEH3Us U BHYTpUMBIIeyHoro Beegenus 0.5 mu/go3a 0.5 mi -
mopuue! (1 mWT.) - Mauky KapTOHHBIE /B KOMIUIEKTE ¢ UTTIOH/
{(opma BeIMycKa (¢ yKa3aHHEM JIeKAPCTBEHHOR GOPMBI, A03HPOBKY, PACOBKK) H KOMUYECTBO B YIIAKOBKE)
cepun 070625 , o0bem cepuu wnu maprun 491190 .
(HoMeEp cepun) (KOMHMYECTBO YNAKOBOK)
roged go 09.2027 ,
(cpox roarocTH)
npousBoacTea [Idaiizep Alipnonn @apmacerotuxans, Mpnannus, Grange Castle Business
Park, Clondalkin, Dublin 22, Ireland (mpoussomurens (roroso#t JID), mepBuuHas
ymakoska); OOO "HITIO Ilerposaxc ®Dapm", Poccus; 142143, MockoBckas o0iacTs,
Iogonsck, ¢. ITokpos, yn. CocHoBas, #. | (BTOpHYHAS YIIAKOBKA, BBIILYCKAIOLIMH
KOHTPOJIb Ka4ecTBa).
(HdHMCHOBdHMC najpec rnpov3BOaUTeIIsA (C YKa3aHueM LT&,ZU/IH TIpOU3 BOHCTBH)

?emcmaunozmoe vaowosepenne Ne JITT-No(002354)- (PT RU) ot 17.05.2023.

\ ,Y. 10001-21 92, USA.

(naumenOBaHUE, afpec)

3aMeCTUTESb PYKOBOAKTES
Poczgpasranzopa

H.B. Tlapxomenko

JOKYMEHT NOATHCAH .
OIEKTPOHHOM HOMITHCHIO

Cepruduxar 42D1B24ADS2BBDIIBDI2G3FE2CCBURY
Buagenen Hapxoyenrke Qonvepiii Beesoaoaosion
Heitersarenen ¢ 07.04.2025 1o 01.07.2026
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000 IO ITIETPOBAKC OAPM»
Pocewickan Dedepenps,

142143, Mocroscxas ofnacme, &. Ilodonsex, ¢. Hoxpos, ya. Cocrosas, 6. 1

mealcharc: 7(495) 926-21-07, E-mail: info@petrovax.ru
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JIT-Ne(002354)-(PI-RU)

[lepeuwnas ynakoska

070625

102024

Tozen no

Komuuectso npoaykuun B cepuu

491 529 YIAaKOBOK

092027

Ne(002354)-(PT-RU), Pasnen 1.3.2. Mopmysis | perdcTpaumoHHoro 10cse

Ne Hanvenopanue norazateseit Hopwma B cooreercrann ¢ PegynbTaTh! HensITana i
0/ PErHCTPALHOHHBIM 10CHE
L. | Onncanne Tomorenmas  cycnensust Genoro | [omorensas cycnessus 0esoro
LBeTa. usera
HWcrmpitaHue [pOBOIST BHUSYAIHHO
I0CIIE BCTPSXUBAHMS
2. | Mpenrudaxanus HoixeH ObITh  NONOKHTENBHBIN | Pe3yibTar HONOKHUTENbHBIH A5
pesynbTaT WA Kagoro w3 13 | kaxgoro u3 13 rHEeBMOKOKKOBBIX
[THEBMOKOKKOBBIX 1OHCAXAPH/IOB | ITONHCAXapHAOB CepoTuron: 1, 3,
ceporumnos: 1, 3, 4, 5, 6A, 6B, 7F, | 4, 5, 6A, 6B, 7F, 9V, 14, 18C,
OV, 14, 18C, 19A, 19F u 23F u | 19A, 19F, 23F u Genxa-HocuTeNs
Senxa-nocurens CRM g7 CRM 97
3, Wzenexaemsrif o0nem He menee somunansHoro He Metiee HOMUHATBHOTO
4. pH Or 35,3 06,3 5,7
5. | barrepuansubie sugoTorcannt | He Sonee 12,5 ED/mn Menee 12,5 ED/mn
6. Crepuisuocrs Hpenapar nosoxen Gsits CrepuibHblif
CTEPUITLHBIM
. Anrovunuii Or 0,20 o 0,30 ymr/ain 0,26 mr/mn
" TMomucopbar 80 Or 0,014 no 0,024 % 0,017 %
Ot 0,14 5o 0,24 mr/wn 0,17 mMr/vn
9. Benox obmul Ot 43,0 no 86,0 mxr/mn 58,3 mrr/mn
10. | Benok causannbii e menee 70 % 95 %
11, | Konuuee rBemmc\ 'npeueﬂemxe »
HMonucaxapun cepb‘m ma 174 OT:3,1 10 5,7 Mrr/vn b= 3,9 mxrivn
Honncaxapwx c& w3 2o 5,7 mxr/vn 3 - 3,8 mxr/vn
! 1 o 5,7 mxr/vn 4 - 4.6 Mxr/ma
1 o 5,7 mxr/vn 5- 4,1 Mxr/mn
3,1 10 5,7 Mr/mn 6A - 3,9 Mxr/mi
I‘Io.mcaxappm u,pomna 6B “o1 6,2 no 11,4 mxr/vn 6B - 8,4 mxr/vn
TMonvcaxapun ceporuna 7F or 3,1 1o 5,7 mxr/mn TF - 4,0 mxr/mn
[Mosucaxapun ceporuna 9V ot 3,1 no 5,7 mrr/i OV - 4.3 mrr/ma
[Mosucaxapuz ceporuna 14 or 3,1 no 5,7 mxr/mn 14 - 4,2 mxr/mn
Onurocaxapus ceporuna 18C or 3,1 20 5,7 Mxr/mit 18C - 4,5 mxr/mn
IMonucaxapup ceporuna 19A ot 3,1 1o 5,7 Mrr/vin 19A - 4,1 Mxr/vn
Monucaxapun ceporumna 19F ot 3,1 70 5,7 Mxr/mi 19F - 4,1 mKr/vmn
Honucaxapus ceporuna 23F o1 3,1 10 5,7 Mr/s 23F- 43 mkr/vn
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Ne | Hanmenosanue norazarencit Hopwma B cootrercraun ¢

u/u PETHCTPABOHELIM A0CHE

12, | ¥Ynaxonka flo 05 wMn 8  wnpuy
BMECTHMOCTEIO 1 M1 3
IpO3PatHoro GeCLUBETHOTO CTEeKNa
(tun I
I wnpuy ¥ 1 crepunsHas wrna B
[JIaCTHKOBYIO YIIAKOBKY, | MACTHKOBOH YIAKOBKE,
3aTeUaTaHHYI0  T[IONHITUIEHOBOH | 3aneyaTaHHOR  NOJHITHIEHOBOH
[IEHKOH TUIeHKOH
| mnacTHKOBas ynakoBKa BMeCTe ¢ | | ITACTHKOBAS YIIAKOBKA BMECTE C
JIACTKOM-BRIALBILEM B | JIMCTKOM-BKIIAZBIIIIEM B
KAPTOHHYIO TAuKy ¢ KOHTPOMEM | KapTOHHOU nauxe §e3 KOHTpOs
[EPBOrO BCKPHITHS Win §€3 Hero | mepBoro BCKPLITUA

13. | Mapxiposka Ha orukerxe winprua sa pycexonm | Ha oTukerTke mmpuua Ha pycckom

A3BIKE YKa3bIBAIOT,

TOProBoe HAHMEHOBAHHE
npenapata ¢ IpenynpeirTeasHOM
Mapruposkol ®, obwenpunsroe
(rpyrnuposounoe)
HAUMEHOBAHKE,  JICKAPCTESHHYIO
dopmy, nosuposka (06bem no3er B
MIT), IPERYIPEUTENbHbE
HAJTHCH: «Ilepen
HCTIOTB30BAHMEM Xopouio
BCTPAXHYTH.», «CTepustsHO. »,
HOMED CEDHMH, [aTy HCTEUCHHS
CpoKa FOHOCTH, party
TIPOM3BOJICTRA, 3aBOJCKOI
HAEHTHDUKAUMOHHBIH KOX (KOmBI)
HPEINPUATHH-TIPOHIBOAM TENEH.
Jlatnuckuvy _ Oykeamy  ykasaw
Jorotun xomnanuu Pfizer,

Ha xapToHHOH navke Ha pycckxom

A3BIKE YKA3aHO:

TOpProsoe HAUMEHOBAHHE
Tiperapara ¢ NpeaynpeanTelibHON
MapRUpOBKOK ®, obuenputsToe
(rpynnupoBoUHOE)
HAHMMEHOBAKNUE,  JIBKAPCTBEHHAS
dopya, pozuposka (06beM HO3bL B
ML), NpeRypeRUTENbHbIE
Hagmueu: «[epex
UCTIONB3OBAHHEM XOpOLIOo
BCTPAXHYTE.», «CTepunsro.,
HOMED CEpHH, HaTa WCTCHUCHWS

CpoKa rOHOCTH, nata
[IpOU3BOACTRAE, 3aBOACKOM
UAEHTUQHUKALMOHHBIA KoL

NpennpUATHHR-NPOU3BOAHTENEH.
JatuHckumu  Gyksamy  ykasaH
JoroTur koMnanuu Plizer,

Ha xapronHol mayke Ha pycckoM

AZBIKE YKAZBIBAOT:

Toprosoe HAMMEHOBAHKE
npenapara ¢ MpernynperuTeNbHON
MaprupoBkOH ®, obienpHHIToS
(rpynmpoRoUHoe)

HAHMCHOBAHNE, HAWMEHOBAHUE H
CTpany Aeprarerns
PETHCTPALMOHHOIO

YOOCTOBENEHMSA, HAMMEHOBAHUE W
CTpaHy NPENNpPUATUS -
TIPOH3BOAUTENS, TIPEATIPUSTHUS,
OCYLIECTBIISIOMEro  BTOPHYHYIO
YIAKOBKY, TPEONPYSITHS,
OCYLIECTRIAIOWErD

BBIITYCKAKOLMHN KOHTPOIIb
Ka4ecTna, NeKapCTBEHHYIO hopMy,
KOJMYECTBO 103,  JO3HPOBKY
(o6pem JO3bt B M),
KOMITAGKTHOCTD, HAMMECHOBAHKE U
COHepIaHye AEHCTBYIOUHX
BELIECTB B OHHOU A03¢e, nepevcHb
BCHIOMOIATENLHBIX BCILECTB C
YKA3ZAHHUEM KOJIHYECTBCHMOI'O
COOQEKAHHA abIOBaHTA

A3BIKE YKA3AHO;
Toprosoe HAUMEHOBAHHE

ripenapara ¢ pemynpenuTensHoH
mapxuposkoil ®, obwenpuuaToe

(rpymmupoBouHoe)

HAUMEHOBAHUE, HAHMEHOBAHME U
cTpaHa nepxkareds
PETHCTPALIMOHEOrO

YAOCTOBCPCHUS, HAUMEHOBAHHE U
CTpaHa NPEANPHATHA-
IPOHM3BOJUTESIS, IIPETIPHSTHS,
OCYLIECTBIIMIOMWETO  BTOPHUUHYIO
YTIaKOBKY, TIPEANPUATHUS,
OCYINECTBISIOLLErO

BBITYCKAIOIHE KOHTPOJIb

KauecTsa, JIeKapeTBeHHas (opwma,
KONMUECTBO  J03,  JHO3MPOBKA
(oBbem 03B B M),
KOMIUTEKTHOCTH, HAUMEHOBAHME M
colleprkanue JEHCTBYIOLIHX
BELIECTB B OAHOM [103€, NCPEHCHb
BCTIOMOTATENBHBIX  BELIECTB €
YKa3aHHEM Ko;m%@c"'selmoro
COACPIKAHUS

O\Cayocha ianecmea\Omoen obecneuenun kaveemsa\l pynnd doxyvermayuu 1 obyuenus\ 3anoanserore (/)op,\xe-{

rkauecmeos\OQIl-YK-081-11




POI-0U-YR-081

o | Hanmenosauue noxazaresei Hopwua B cooTserersum ¢
/i PErUCTPANHOHHLIM J0CHE

(amomunna goedar: 0,125 mr (8 | (amomunus docda
nepecueTe Ha amomuuKi), | nepecuere Ha
YCHOBHA XPAHEHMs], | YCNOBHS \
NPCAYHPEAHTENbHEIE  HAATUCH: | MPEAYIIPEAUTEIBHDIE
«CrepunsHo.y,  «Xpauuts B | «CrepunsHo», '*,‘
HELNOCTYIHOM [l AeTel MecTe.», | HeHOCTYIIHOM [/ AeTe >
«llepen uenonszosanuem | «Ilepen HCTIOME30BAHMEN |
IpouTHTE JICTOK-BRAAAsII Y, | pouTHTE JIMCTOK-BRITAABILU!Y,
«Ilepen ucnomssosanuem xopouo | «[lepes Hernons30BakHEM XOPOLIO
BCTPAXHYTHY,  «He  BBoauTe | BeTpaxuyTew,  «He  msomuth
BHYTPUBEHHO!», YCITOBUS OTIYCKA, | BHYTPHBEHHO!», YCIOBUA OTITYCKE,
HOMED CepuH, JlaTy WCTEUEHMS | HOMED CepuM, JaTa HCTeueHus
cpoxa FOHHOCTH, naty | cpoka TOLHOCTH, aara
TPOXBBOJCTEA, LUTPUX-KOL, | MPOHU3BOICTBA, HITPUX-KOH,
3aBOJICKON  HEEHTHOUKALMOHHBIH | 3aBOACKON HAEHTUDUKAUHOHHBIH
KOJ, (xonp1) UPEeRIpUATHR- | KOJ, [PEATPMSTHH-
TPOM3ROUTENEH, NPOH3BOIHTENCH.

Jlatuncxumu  Gvkesamy  yxkasaw | Jlatduckume  GykeamMu  yKasaH
norotun xomnauuu «Pfizer. sorotun komnauum «Plizem.
Homycxaeres Havecenwe | Hanecera  nudopmauns A
HHQOPMALMA I MOHHTOPHHIA | MOHUTOPHHIA JIBYKEHHA
TBIOKCHIS NEKAPCTBEHHOTO | JIEKAPCTBEHHOTO npenapara
npenapata (METONOM fevaTd Wid | (MEeTOROM redaru)
CTHKEPOBAHUEM)
14, | Yenosus xpasenns XpanuTh B xonogunsuuke | COOTRETCTBYET
(2-8°C). He zamopaskusars,

15. | Cpox ropuocra 3 roga 3roma

a0p
[Macriopt noaroTosuit CrieynanicT no KauecTny C@ ~ OV OX 1045 Yiakora AA.

(Doanenocms) (odnncs) (pacteuchposcra)

3arnouenne:

Hazpanue mpoxyrLyu: lpeenap®3  (axumuna st opodUAAKTUKE — NHEBMOKOKKOBOI
HHQEKUHH NOMACAXAPHANAS, KONBIOTHPOBAHHASN, AXCOPOHPOBAHHAN),
Cycnensus A BHYTpEMbIeynoro eeegenns 0.5 mur/nosa

Homep cepuu: 070625
Cootsercrayer Tpebopanuam HI  JITT-Ne(002354)-(PT-RU), Pazpen 1.3.2. MOZYJIsl | perueTpaldoHHOro JOCkhe
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