PASPEHIEHUE
Ha BBOJ B I'paXXAaHCKHM 00opoT B Poccuiickoi Denepanyy cepuy Win apTHH
npoussenenHoro B Poccuiickor Peneparuu unu Beosumoro B Poccuiickyro Penepanuro

HUMMyHOOHOJIOTHIECKOr0 ISKapCTBEHHOTO Ipenapara
Ne P006-00110-77/01575948 ot 30.11.2024

Brinano O6mectBy ¢ orparmdeHHON oTBercTBeHHOCTRI0 "HITO Ilerposake ®apm”,
Pocenms, 142143, MockoBekas obnacts, r. ITomonsck, c. ITokpos, yi. CocHomas, A. 1,
WHH: 7702302492.
(HauMeHOBAHME IOPUAMYECKOTO MHIa, pHAn4eckui aapec, MHH)
@epepanbHas cayx0a Mo Hag30py B cepe 30paBOOXpPAHEHHMS HA OCHOBAHHH
3aKjJ04eHHst MOCKOBCKOM  HCHEITAaTeNbHOM  1a0opaTopuy  KOHTPONS — KadecTBa
nexapcTBeHHbIX cpencts PI'BY "MMIIDYAOCMIT" Poc3mpaBranzopa
(nanmeHoBaHue GeIepPaTBHOTO FOCY JAPCTBEHHOTO GHOAKETHOTO yYPEKAEHHUS)
or 29.11.2024 Ne 2627]1K-11/24 paspemaer BBOX B rpaskAaHCKHH 060poT
(nata) (uomep) ‘
B Poccuiickoii Pegepannn HMMYHOOHOJOrAYeCKOT0 JIeKAPCTBEHHOI0O IIpenapaTa
[Ipesenap® 13
(TOproBoe HaUMEHOBAHHE)
Bakmuna ai1s npodmIakTHKY THEBMOKOKKOBOM MHGMEKIIMK IToNTHcaxapuaHas,
KOHBIOTHPOBaHHAs, alcOPOUpOBAHHAS
{(MexIyHapoHOE HEeMAaTeHTOBAaHHOE HauMEHOBaHUE (TPYIIIIHPOBOYHOE HITH XUMHYECKOE)
CYCIIeH3Hs AN BHyTpUMBIeyHoro Beenenus 0.5 mu/no3a 0.5 mi - mmpuns! (1 mt.) -
IIAYKK KAPTOHHBIE /B KOMIUIEKTE C UITIOH/
(hopma BrIMycKa (C yKa3aHHeM EKApCTBEHHON (OpMBL, JO3UPOBKH, (PACOBKH) U KOITHYECTRO B YIIAKOBKE)
cepun 021024 , 00beM cepum uim naptTuu 241677
{Homep cepun) (KONTMYECTBO YIIAKOBOK)
rogen go 01.2027 ;
(cpok rogHOCTH)
npoussoncrna [Idaizep Aipnonn @apmacsiotukans, Upiaaous, Grange Castle Business
Park, Clondalkin, Dublin 22, Ireland (mpomspomurens (rorosoit JIP), mnepsuuHas
ynakoska); OO0 "HIIO Ilerposakc ®Dapm", Poccusi, 142143, MockoBckas 001acTs,
r. Ilomonsck, c. ITokpos, yn. CocHoBas, A. 1 (BropwdHas ymnaKoBKa, BBIILYCKarOIIMH
KOHTPOJIb Ka4yecTna).
(Hamxeﬁosaune H agpec IpousBOIHTENA (C YKazaHueM cragui HpOMSBO,ZlCTB&)

PerncrpanunonHoe ygocroepenne Ne JIIT-Ne(002354)-(PT-RU) ot 17.05.2023.
JIé Tes ncu"paunouaoro yaocropepenus [ldaiizep Muxk., CIIIA, 235 East 42nd

>

(HanMeHOBaHHe, ajpec)

1B\ [TapXoMerKo
PocsnpaBHagzopa H N

JNOKYMEHT ITOJANTHCAH BN =
IEKTPOHHOH [TOJIHCHIO T A

Ceprudrxar 4D2A3IB276219F4023A19E251474DFD4
Braaeney Hapxomenxo Huurpnit Beesosogosut
Hetersarenes ¢ 18,04.2024 no 12.07.2025
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000 HIIC IIETPOBAKC ®APM»

Pocewiickas Gedepanus,

142143, Mockoscxas obnacnm, 2. ITodoasek, ¢. Hoxpos, yn. Cocrosan, 0. 1
men/tparce: 7(495) 926-21-07, E-mail: info@petroveax.ru

JENAPTAMEHT
KOHTPOJIA
KAYECTBA

Haspanne npogyruuu

MHACIHOPT Ne378

Ipesenap®13 (Bakumna s OPOPHIAKTHKH [HEBMOKOKKOBOH HHpEKHHN

OJIHCAXAPHIHAS, KOHBIOTHDOBaHHAH, ancopbupoBaHHasn), CyCHeH3Hs s
BHYTpHMbIeunoro seegenus 0.5 ma/nosa
Py JUT-Ne(002354)-(PT-RU)  Tlepsuusas ynakoska Hlinpuu
Howmep cepuau 021024 KonuuecTBo npoayKuuu B Cepuu 242 073 yriakoBKH
Jata npoussoacrsa 022024 Topen go 012027

AHANM3 BLIONHEH 110 HJT JITT-Ne(002354)-(PT-RU) o1 17.05.2023, Pasgen 1.3.2.

MOayas | perucTpauuoEHOro J0Che

Tonucaxapug cepotuna |
TTonmcaxapua cepotumna 3
[Tosamcaxapua ceporuna 4
Toaucaxapun cepotuna 5
[Toswcaxapun cepotuna 6A
TToaucaxapus cepotumna 68
[lonwucaxapun ceporuna 7F
Toawncaxapun cepotumna 9V
{Tonucaxapun cepotuna 14
Onurocaxapuy ceporuna 18C
[onucaxapua ceporuna 19A
[Tonwucaxapux ceporuna 19F
[lonucaxapuna cepotuna 23F

ot 3,1 70 5,7 MKr/Mn
or 3,1 a0 5,7 mxr/yn
ot 3,1 no 3,7 mxr/un
or 3,1 10 5,7 mxr/vin
ot 3,1 5o 5,7 mxrivn
ot 6,2 o 11,4 mkr/
ot 3,1 10 5,7 mxr/m
ot 3,1 m0 5,7 mxrh
ot 3,1 go 5,7 mxr/mn
ot 3,1 go 5.7 mxr/mna
or 3,1 mo 5,7 mxr/ma
ot 3,1 70 5,7 mxr/mn
ot 3,1 mo 5,7 mxr/mn

Ne Hauwmenopanne noxazareneit Hopma B coOTBETCTBHY ¢ PesyabraThl Henerranuii
n/n perucTPauHOHHbBIM 0Che
i ¢ Onucasne Tomorenmas cycnewsus 6Gemoro | T omorenHas cycneHsus Oesoro

uBeTa. useTa
HensiTanne NpoBOAST BU3YANBLHO
rmocae BCTPAXUBAHAUSA

2. VinenTuduxanng Homxen Ooits  monoxutensHsifl | Pe3ynsTaT NONOMKMTENBHLIR s
pesynsTar i kakgoro ws 13 | xakpgoro u3 13 nMHEBMOKOKKOBAIX.
MHEBMOKOKKOSBIX [OTMCAXapHAOS | 1onucaxapyuaos cepotunos: I, 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 Geaxa-socurens
Genxa-Hocurens CRM g7 CRMyy

3. Wzsiexaembiil o6bem He menee HOMHHATBHOTO He MeHEe HOMWHAIBHOIO

4. | pH Or 5.3 10 6,3 5,8 '

5. Baxrtepranpusie 3nnoTokcunst | He Oonee 12,5 ES/ma Menee 5,0 E3/mn

6. | CrepuasHoOCTS [Ipenapar nomkex Gbith CrepunsHslit
CTEPUITLHBIM

% Amomunaai Ot 0,20 10 0,30 mr/vn 0,26 mrimn

8. | HosmucopBar 80 070,014 100,024 % 0,016 %
Ot 0,14 10 0,24 mr/ma 0,16 mr/mn

9, Besox o6mui Or 43,0 go 86,0 mxr/mn 66,3 MKr/mi

10. | Benox ceazauubii He menee 70 % 96 %

11. | KoauuecTBeRHOE onpejgesienne

1- 4,0 mxr/ma
3 - 3,6 mrr/Ma
4,3 MKr/ma
MKE/MA
MK/ M3

0:\Cayacba kauecmed\Omoen obecnexenun xavecmsall pynna doxymenmayu u odyverus\3anounesoie popmer!
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Ne | Hammesosauue noxasareseit

Hopwva B coorBereTBHH ¢
DPEruCTPANHOBHBIM HOCHE

Pesyaprars! HensITanui

Ynakoska

[lo 05 M B ILOpHO
BMECTHMOCTBIG | MA  u3
Hpo3pavHoro HecLBETHOrO CTeKaa
(tun I)

I wnpuy v 1 crepunsHas uraa B
TUIACTHKOBYIO YTIAKOBKY,
3aMeUaTaHHyto  [IONHITUACHOBOM
TUIEHKOH

| nnacTHKoBas YNaKoBKa BMECTE ¢
JHCTKOM-BKIIaZBILEM B
KAPTOHHYIO NAYKy C KOHTPOJIEM
TEPBOTO BCKPhITUS Wil §e3 Hero

Mo 05 M1 B  wnpuy
BMECTHMOCTBIO 1 I U3
Npo3padHoro OeciBeTHOro cTeKIa
(tun I).

| wnpuu « 1 crepunsHas uraa s
TUTACTUKOBOH YIaKOBKE,
3anevaTaHHOR  MONHITHICHOBOM
MUAEHKOM

1 nAacTHKOBAs YNAKOBKAa BMECTE C
JIACTKOM-BKITAAbILLIEM B
KapToOHHO! mnauke ©€3 KOHTpOss
[IEPBOTO BCKPBITUA

13. | Mapxupoexa

Ha 3THKeTKe mupuia Ha PYCCKOM

Ha s7uxeTKe wimpula Ha PYCCKoM

TOProBoe HauMEHOBaHUe
npenaparta ¢ IpeAyNpenuTeNbHOM
MapKuposkol ®, ofwenpunaroe
(rpynnupoBouHoe)
HAUMEHOBAHWE,  JIGKapCTBEHHYHO
topmy, 103uposka (06seM A036! B
), NPenYNpeAnTENbHbIE
HaAMUCH: «Ilepen
HCIIONB30BAHKEM XOPOLIO
BETPAXHYTE.», «CrepunsHo.»,
HOMED CEpHM, JaTy HCTeUeHUs
cpoka TOHOCTH, nary
MpOH3BOACTBA, 3aBOACKOH
yaeHTHQUKAUMOHHBI KO (KOABL)
NpeAnpUATUR-Npou3BOaUTENE.
Jarunckumy  GvkBaMu  ykasad
nororun koMmnaruu Plizer.

Ha xapToHHOW nauxe Ha PyCCKOM

A3BIKE YKa3aHO!
TOProsoe HauMEHOBaHHE

npenapara ¢ MpeAynpeIuTesbHOH
Mapkuposkoi ®, oﬁtuenpuﬂxroe
(rpynnuposoyHoe) ,
HauMEHOBAHWE,  JeKapCTBEHHAs |
dopwma, gosuposka (00beM A03bL B
M), npenynpeanTeNbHble
HAATIUCH: «Tlepen
HCIIO/B30BAHNIEM X0powo
BCTPAXHYTb.Y, «CrepunbHo.Y,
HOMED CepHH, JaTa HCTeHCHHS
Cpoka TOHOCTH, nara
TIPOU3BOACTBE, 3aBOACKON
MIOEHTUQHKALMOHHBIH KoA
peANpUATUH-TIPOU3BOIHTENEH.

Jlatunoxkumu  OykBaMu  yKasaH
norotun komnanuu Plizer.

A3BIKE VKa3hIBAIOT:
Toprosoe HAUMEHOBAHUE

Npenapara ¢ NPeRyNpeaAUTe bHON
Mmapkuposkoi ®, ofuwenpunsroe
(rpynnupoBouHOe)
HaHMEHOBAHNE, HAUMEHOBAHHE WU
cTpasy Jeprkatens
PETHCTPAIIMOHHOTO
YAOCTOBEPEHHs, HAUMEHOBAHUE U
MpeANpPUSTHS-
TNIPEATIPUATHSA,
BTOPHYHYIO
AP ANpPUATHS,

[APOUIBOIUTENS,
OCYLIECTBIASIOWEro
/IAKOBKY,
CY LIECTBAAIOLErO
BLIYCKaKOIIUH KOHTPONb
4eCTRa, JIEKAPCTBEHHYIO (hopmy,
KOJMYECTBO 103,  AO3UPOBKY
(oGpem LO3bI B ),
KOMIUIEKTHOCTb, HAUMEHOBAHUE H
COACPIKAHKE AeHCTBYIOMMX
BELUECTB B OJHOH Jo3e, mepeyeHs

Ha xapToHHO¥ mauke Ha pycckoM
A3bIKE YKA3AHO: '
Toprosoe HauMEHOBaHHE
npenapara ¢ npeaynpeauTebHOM
Mapiuposkoit ®, obmenpuxaToe
{rpyniupoBoYHOe)

HaUMEHOBAHUE, HAWMEHOBAHHE H
cTpaHa JepKaTens
PETHCTPALHOHHOIO ’
YIOCTOBEPEHHMS, HAUMEHOBAHWE H
crpaHa NIPELPUATHSA~
NPOU3BOANTENA,  MPEAUPHITHA,
OCYIECTBIAIOUETO  BTOPUUHYIO
YTIAKOBKY, NpejnpUaTHs,
OCYIlECTBAAIOLIErO

BBITY CKArOLIMH KOHTDOJIb
KayecTsa, nexapcmeugag cbq?;aa
KOJTUYECTBO ;
(oﬁrbem

BCIIOMOraTENbHAIX  BELECTB C Bcnoxiorawnhw
YKazaHueM KONMMYECTBEHHOrO | YKA3aHueM
conepwkanud 4ObIOBAHTA | COACPIKAHUA k
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Haumenosauue noxazarenei

Hopma B cooTBeTCTRHM C
PErucTPAHOHHBIM 0Che

PesyasTarTsl HCHBITARNUMN

norotin komnanuy «Plizers.

(amomunus Qocdar: 0,125 mr (B
nepecuere Ha ATIOMUHHUI),
yeaosus XpaHenus,
NPEAYNIPEANTENBHBIE  HAAMMCH:
«CrepunbHo.»,  «XpaHuTh B
HENOCTYTIHOM A JeTeH MecTe.»,
«Ilepen HCIIONB30BAHHEM
NpoYTHTE HCTOK-BRAAMBII! Y,
«llepes uCnonp30BaHUEM XOPOLIO
BCTPAXHYTHY, «He BBOIUTDL
BHYTPUBCHHO!», YCIOBHS OTNyCKa,
HOMED CepUH, NATY HCTEUSHUS
cpoka FOAHOCTH, aary
TIPOW3BOACTEA, WITPUX-KOZ,
38aBOACKOH HMACHTU(DUKALMOHHBIH
kox  (Komel) NpeanpHATUi-
pou3BOAMTEASH.

Jlatunckumy  Oykeamp  yKasaH

JHomyckaetcs HAHECEHUE
uHpOpMALMK A%  MOHWTOPHHTA
ABMIKEHUA NIEKApPCTBEHHOTO
npenapara (METOZOM IeYaTd Wix
CTHKEPOBAHUEM )

{amomunus Qoodar: 0,125 mr (8
nepecHeTe  HAa  QIHOMUHMI),
YCHOBUA XpaHeHHs,
[PEYNPEANTENbHBIE  HAAMUCH: |
«Crepunpho.»,  «XpaHHTs B
HEJOCTYNHOM JUIT JeTeH MecTte.,
«Iepen HCTIONB30BAHHEM
TpouTHTE SIMCTOK-BKAANBIDY,
«Ilepen vCnomb30BAHUEM XODPOLUIO
BeTpaxHyTs»,  «He  BBOAMTR
BHYTPUBEHHO!», YCIOBHSA OTIYCKa,
HOMED CepHM, jaTa HCTeueHHs
cpoka FOJHOCTH, aara
NpOU3BOACTBA, UITPUX-KOT,
3ABOJCKON HIASHTHPHKALMOHHBIA
KO NIPEANPHATAN-
MPOU3BOAHTE/ICH.

Jlatunckumn  OyKkBamy  yKasaH
JOTOTHI KoMraHuu «Pfizeém.
Hanecena  umudopmaums — aia
MOHHTOPHHI2 IBYDKEHHUA
NEKAPCTBEHHOIO npenapara
{meTomom nedaty)

14,

Yeaosus xpasenas

Xpanuth B XOIOMMIbHUKE
(2-8°C). He 3amopaskusaTs.

CootreTcTBYET

Cpox roguocTa

3 ropa

3 rona

Tacnopt noaroTosm

CrieuuaiiucT 0o KauecTsy

P .

Pl

© g

e
A g A LodY

Koueraposa LA,

(DoRMCHOCHE)

3axawyenue:

Hassasue npoayKuuu:

Howmep cepuu:
CootsercTByer
Tpebosanuam HJL

NOJHCAXAPHAHAS,

{nucnucs)

Hpesenap®l3 (pakumsa I8 NPOQUAAKTHKE HHEBMOKOKKOBOH
ancopbuposanunas),

ROHBLIOTHDOBaHHANH,

BHYTpHMbIuieyHOTO BBeaenus 0.5 mit/go3a

(pacuushpossa)

madexuun
cycuensus  ANd

021024

A0ChE

JIT-Ne(002354)-(PI-RU) or 17.05.2023, Pazgen 1.3.2. momyns | perucTpauroHHOrO

| BuperTop no xauemﬂ
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