PA3PEIIEHUE
Ha BBOJ B IpakAaHCKuiA 000poT B Poccuiickoi Depeparuu cepun UK napTuu
npou3BegeHHoro B Poceniickoii Denepanny wu BBO3UMOro B Poccwuiickyro @enepanuro

MMMYHOOHOIOTHYECKOT0 TIEKAPCTBEHHOTO npenapara
ot 14.07.2022 Ne 008330/22

Boigano OGmiecty c OFPAaHUYCHHOW OTBETCTBEHHOCTHIO «HITO ITetpoBakc Dapmy,
Poccus, 142143, MockoBckas obmacts, r. ITogonsck, c. ITokpos, ya. Cochosas, x. 1,
HWHH: 7702302492.
(HaMMeHOBaHueE 10pHIMYECKOro NHIa, ropuauveckuit agpec, MHH)
DenepanbHas cayxba mo Haa30py B cdepe 31paBOOXpaHEHHS HA OCHOBAHUM
3aKJar0veHHst  MOCKOBCKOH  HCHBITATENBHOL nabopaTopUH  KOHTPONA  KauyecTsa
JIEKapCTBEHHBIX CPENCTB DelepanbHOro TOCYIaPCTBEHHOIO BHOIKETHONO YUpeKIeHus
"MudopmarmonHo-MeTomuecKuii LCHTp IO 3KCIEPTH3E, yUYeTy W aHalu3y oOpalleHus
CPCACTB  MEMLMHCKOrO npuMeHeHus" @DemepanbHOR ciyxGsl 1m0 Hamsopy B cdepe
3/IpaBOOXpaHeH N,
(HauMeHOBaHue (BeaepansHOro FOCYAPCTREHHOIO OI0XKETHOrO YUpes K AeH )
or 12.07.2022 Ne 583]1K-11/22 paspeimaeT BBOJ B IPaskIaHCKHii o6opoT
(mata) (Homep)

B Poccniickoii ®@exepauun aMMyHO6H0I0rMYeCKOT0 JIEKaPCTBEHHOI0 MpenapaTta
[MpeBenap® 13 (BakIMHA MHEBMOKOKKOBAS NoMcaxapuaHas KOHbIOTHPOBAHHAS
a/1copOupoBaHHas, TPHHAIIATHBAICHTHA)

(Toproeoe HanmeHoOBaHUE)
Bakuuna 11 npouiakTHky MHEBMOKOKKOBEIX HHbeKImii
(MEKIYHAPOJHOE HEMATEHTOBAHHOE HAMMEHOBAHNE TPYNIMHUPOBOYHOE HIIH XHMHYCCKOE)
CYCIICH3MS NIl BHY TPUMBIIIEYHOTO BBeneHusA 0.5 mu/no3za 0.5 Ml - wnpynsl (1 mT.) -
IaYKM KAPTOHHBIE /B KOMILIEKTE C UTTIOM/ :
((popma BBITTyCKa € yKA3aHMEM JIEKAPCTBEHHOM (opmBl, 103MPOBKH, HACOBKH H KOAHIECTBO B YIaKOBKE)
cepunm 020222 v , o6bem cepum miam maptum 237269
(HoMep cepuu) (xonmMUecTBO YIIakoBOK)
rogen go 02.2025 5
(cpok ronmHOCTH)
npoussonacTea OO0 «HITO Tlerpoeakec ®apmy», Poccus, 142143, MockoBckas obnacts,
r. Ilogonsck, c. IToxpos, yin. CocHoBas, x. 1 (Bce cTanuu, BKIFOYAs BEITYCKAOIIMI
KOHTpPOJIb KayecTBa).
(HaHMﬂHOBﬂHP{e H afpec NPOH3BOOHTENA C YKa3aHWEM CTaguii HpOHSBOHCTBa)
Perucrpauuonnoe yrocroseperne Ne JITT-000798 ot 03.10.2011.
JepxaTenns perucTPANHOHHOr0 YA0CTOBEPEHMS [aiizep Unuk, CIIIA, 235 East 42nd
Street, New York, NY 10017, USA.

(namMeHoOBaHue, anpec)
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- DOI-OIT-VK-081
000 «HIIO HETPOBAKC DAPM>» AEHAPTAMEHT
Poceudicran (Ik'.r)cpm,-zm KOHTPO.H A KAYECTRA

2143, Mocroseran oGracme. & Hodoasck,

efloxpos, yi.Cocnasas, 0. 7
o 5 v T o 20 ) -21- :?
mei/thaie: (495) 926-21-07, E-mail- infolapetrovax.ruy oo

NACHOPT Nel49

Hammvernosanne npenapara: [pesenap®13 (Bakunna minesMoKRoKKOBAs HOTHCAXAPHANAN KOWBLIOTHPOBANHAS
acopOupoBaNAs, TPHEANNATHES QICNTHAS), CYCTEH3HS A/ BHYTPHMBIECYHOTO BRI 0,5 »ur/mosa

Hontep cepusn 020222 KomnuueeTro npoaykiem s cepun 238 678 vu.
ara wsrotopnenus 022022 lomen no 022025
Ananms peinonnet o JIT 000798-190516, Mavenenusn Nol. No 2, No3, No4, Ne3, N6, Ne7, Nu§, Ne9, Nel(),
MNe Haumenosanue Hopma no JII1 000798-190516, Wssencunsm Pesynbraret
n/n norazare/ e Nel, Ne 2, No3, Nod, Nos, Ne6, No7, Ne8, No9, Nal@) HCIELITAnHH
1. Omnteanie ToMorennas cycnensus Senoro usera. Fosmorennas cycrerus
i fes10r0 LuBeTa
2 Hoanunuocrs Jomken GbiTh MOROKUTCHABHbIT pe3yALTAT Lia PeIyABTAT MONOAHTENEHBLH
KKI010 13 |3 THEBMOKOKKOBBIN 10UCAXADHIOE I KaKAoro 13 13
ceporunos: 1, 3,4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, HEBMOKOKKGBAIN.
19F 1 23T u Senka-nocnrens CRM o7 MOJIHCAXAPHAOB CePOTUIOB:
1.3.4,5,6A,6B, 7F, 9V,
i4, 18C, 19A, 19F, 23F 5
Genka-nocurens CRM gy
3 Hipaexaemsiil o6benm Ie MeHee HOMBBAALHETO, He MeHCe HOMUHANILHOTO
4. pH Or 5.3 10 6.3 5.8
8. baxrepuannusie He Gonee 12,3 E3/ua. Menee 3,0 ED/mn
SHAOTOKCHHBI
6. CrepiabHOCTE [penapar sonmken GuiTh CTEpILILHBIM. Crepunen
i Asmomunuii 071 0.20 1o 0,30 mr/an 0,23 mr/Mn
8. Hoanecoptar 80 Or 0.014 no 0,024 % 0,019 %
Ot 0,14 0 0.24 mrivn 0,19 mr/mn
9. besnok o6unii Or 43,0 10 86,0 Mis/nui 65,6 MXT/Mn
10. | Benok csi3auublii He menee 70 % 93 %
11, | Konnyaecrsennoe oupeaeacuie
Monucaxapna ceporuna i Ot 3.1 1o 5,7 Mkr/mn I - 4.6 mkrima
[Monucaxapun ceporuna 3 Ot 3,1 20 5.7 Mxr/mn 3 - 4.5 mrrfvn
Hoancaxapua cepotirna 4 OT1 3.1 10 5.7 smxr/va 4 - 5.6 mxr/va
[Mosmeaxapua ceporuna 3 Ot 3,1 mo 5.7 Mxr/sis 5 - 4.7 mrr/mn
Monucaxapua ceporana 6A Ot 3.1 1o 5,7 mrr/mn 6A - 4,2 mKrimn
loaucaxapuu ceporuna 63 O1 6.2 10 11,4 srriaen 6B - 8,9 mrr/mn
[Momucaxapua ceporuna 7F Ot 3,1 no 5,7 mrr/ms TF - 4.0 mgr/sa
MNonucaxapnn cepotnna 9V Ot 3.1 no 3.7 strr/mn OV - 5.4 mKrivn
[onucaxapun cepothna 14 Ot 3,1 no 5.7 Mer/Mi 14 - 4.1 mrr/an
Onurocaxapui cepotina 18C Or 3,1 10 5.7 Mrrisn 18C - 4.9 mxr/na
[Monncaxapua ceporuna 19A Ot 3,1 no 5.7 Mer/mn 19A - 4.2 Mrr/vi
Monncaxapua cepotuna 19F Ot 3,1 no 5,7 mrr/an 19F 4.9 MKi/ai
Honucaxapua ceporrna 231 Ot 3.1 no 5,7 MEr/an 23F- 5.0 mkr/mn
12. | ¥nakonka Mo 0,5 mn B winpuu BMecTHMOCTSRO | 8T 13 0.5 w1 B umpui Ha | ma u3
po3pauHero decrreTHoro crekna (Tun I). HPO3PAYHOTrO BeCLBETHOTO
L wapui o | crepanbHas HIE B IIACTHKOBYIO crewna (tun ).
YHAKOBKY, 3aCUATAHHEYIC NOANITIIICHOBOH MIEHKO, | wimprn 1 1 crepribHas
| MIACTHKOBAA YIIAKORKA BMECTE C HHCTPYKUKEH 0 UIa B MIACTUKOBOM
IIPUMEHEHHIO B KAPTOHHYIO [AUKY ¢ KOUTPOIEM JaneyarasHoii
HEPBOrO BCKPBLITHA 1K 083 Hero. - P k210 IIEHKOI,
5 WNpHLES B NJIACTHROBYIO YHAKOBKY, JAMeHATAHHYHS 3 CTHE aAKOBKA
l:OJnDT}mEHOBGH [IEHKOI, J chytedt no
2 NAACTHROBBIX YNAKOBKK W 10) CTEPHIIbHBIX HITT HHOH
BMECTC € ilﬂCTP}’I\’HHBﬁ 0 APHMEHCHHIKY B KapTok I3
MIAYKY C KOHTPOICM NEPROrO BCKPhITHS il Je3 ﬂa i,

3 Cmp L uz 2
OACvoreta kaveemsaiOmoen obecnevenun kwvecmaatl pyima doxvaenmayun w o6yyenus\ 3anoimsesse dhopms| Y npagienue
raveemeontQM-YK-061-07



DOI-OI1-YK-08]

Ne Haumenoranne Hopya no JITT 000798-190316, Usmenennnm Pezyanrare:

n/n HoRazaTenRet Nel, No 2, Ne3, Nod, NeS, Ne6, No7, Ne8, Ne9, Nel0 HCOBITAHMIE

13. Mapruporka Ha srukerse wipiua Ha PYCCKOM H3LIKE VKAILIBATOT: Coorsercrayer,
TOProBOg It GOLIENPIHATOE HAMEHORAHIIC npenapara
€ npeaynpeauTensHolt Mapruposkolt ®, noroTun Mudopmauns ans
KOMIIaHK JAATHHCKUMH 6}"!\‘833\1” «Pﬁzer», MO&]ETODHH a ABIGKCHIS
JICKAPCTBEHHYIO  dopmy, oBbeM  mo3l B8 Mo, JIERAPCTBEHHOTO IipernapaTa
NPCIAYNPeAHTCbHLIC HaAMuCls: «llepen | wanecewa MeToom neunty

HCTIONL30BAHHCM XOPOLIO BCTPAXHYTHY, «Crepuiibion,
HOMED Cepin, Jaty WCTEUCHIS CPOKa [OMHOCTH, nary
NPOH3BOACTBA, 3aBOACKON HAeHTHGHUKAUNOIILI KOO
(koaw!) npeaupusTiii-nponszonTe i,

Ha kapronnoi nayke va pveekos A3bIKE YKA3bIBAIOT;
TOPrOBOE U OOLIAPUIATOR HAHMEHOBAHHE npenapara
¢ MpenynpeasrennHoii MAPKHPOBKOIT ®,
TPYNOHPOBOYHOE HENMEHOBAHNUE, JOTOTHN KOMMAHLH
artiHckuMi Oyksamu  «Pfizers, wanmenonamie u
CTpaHy TPearpusTH -(IPOUIBOANTENA, HAHMEHORAMME
i CTpary NPeAnpuATHs, OCYIIECTRAAIOLIErO
BTOPHHHYIO  YNAKOBKY, JIEKAPCTBEHHYIO  (hopaty,
ROJITHECTRO 1103, 00BeM O3bI B M, KOMITJIEKTHOCTS,
HAHMEHOBAHIIE 11 COMEPIKAHNE AKTHBHLIX BELIECTE B
ONHOM 1038, NMEpeueHL BCIOMOTaTeibHbIX BellecTn,
YCIOBHA  XpaHEHHA, NPEIYNpPeanTeabbie  HAATICH:
«Crepuabio.n, «XpaHuts B HENOCTYIHOM IS acTeff
mecre.n,  «llepes  senomb3oBanem HPOYTHTE
HHCTPYKLKIO o HPIMEHEHMIO ! », «ITepen
HEMOB30BAHHEM XOpOWe BCTPAXHYTHY, «He BronnuTs
BHYTPHBEHHO! », HOMED PETHCTPAIMOHHOTG
YAOCTOBCPEHIA, YCILOBIA OTIYCKA, HOMED CEPHH, AaTY
HCTEUeHHA CPOXa  rOMHOCTIH, ATy NPOH3BOACTEA,
WTpHX-KOA. 3aBoAckoll  maeHTHOUKAMOHHBIT Kox
(kozpr) npeanpusTUi-Nponsso AnTEACH,

[pu npowssoacTee na OO0 «HITO erposare Gapay

Ha KapTOHE JONOJIHATENLHO VRA3BIBAIOT
HAHMEHOBAHHE BAAAEAbLA PETHCTPALMOHHOTO
YIOCTOBEpEHIS B PO,

Honyckaercs HAleCeHHT sHpop @I ans

MOHHTOPUHIA LBINKEHIS NCKAPCTBEHHOrG Npenapara
(METOLOM FEHATH Wi CTHKEPOBAHIEM),

Ha BCEX KOMIIOHCHTAX YNAROBKY MOTYT
MPUCYTCTBOBATE 3aBOACKHE
TEXHOAOCHUECKUE/ UAeH TR HKALHOHHBIE KOOl H
HPOH3BOACTBEHIILIE TeXHHYECKIE JIeTanu, fi)DpMé}T B
MECTO PacnoNOKEHHS KOTOPLIX MOWKET MEHATLCS B
3ABICHMOCTH  OT  TEXHONOI'MUECKHX  ocobenuocTeli

TPO3BOACTEA,
14. | Ycenosus xpaneuns Hpu remmeparype o1 2°C 1o 8°C. He 3dMOPAKHUBATE. Cootsetctayer
15, | Cpoxk roasocru 3 roza CooteercTByeT

Hara anannsa: ¢ 04.03.2022 no 22.03.2022
3armouenne: [Tpesenap™! 3 (BakUMHA MHEBMOKOKKORAS NONMCAXAPHANAS KOHBIOTMPOBAHHAS a.aco
TPUHAJLATHBANICHTHAA ), CYCRCHIUA /U5 BHYTPHMBIIEYHOTO BRederns 0,5 mi/ao3a cepuu HoMep D20
Tpebopanuam JIIT 000798-190516, Uzmenennit Noi, No2, No3, Ned, N5, Ne6, No7, N8, Ne9, Ne I (3
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