PA3PEINNEHUE
Ha BBOZ B TpaKnanckuii obopor B Poceniickoit @epepariun CEePUYU WM TIapTHH
npousBeseHHoro B Poceriickoil Pefepauny win BBO3MMOro B Poccuiickyio @enepanuro

HMMYHOOHOIOrHYECKOI'0 JIEKAPCTBEHHOTO perapaTa
ot 29.05.2022 Ne 007844/22

Beitano O6uwiectBy ¢ orpauuuenioil oTpercTReHHOCTHIO «HITO IlerpoBakc Dapm»,
Poccus, 142143, Mockosckas 061acts, T. [Mogonsek, c¢. IMoxpos, yi. Cocnosas, 1. 1,
MHH: 7702302492.
(HAHMEHOBAKHE JOPHMYECKOIO JIMITA, FOpHAHecKuit anpec, FIHH)
®enepanbuas cayxba no HagEopy B cepe 3APABOOXPAHEHHS HA OCHOBAHHH
3akmiouenus  Mockosckoll  memmITaTensHON  naBoparopuu KOHTPOJISL  KauyecTRa
JICKAPCTBCHHBIX  CPENCTB DENEPATHHOr0 roCyAapCTBEHHOr0 BIOMKETHOTO YUPEsKACHHUs
"M(opMaunoHHO-MeTOAAYCCKUH LEHTpP 0 OKCTIEPTU3e, YUeTy M aHalu3y oOparuenus
CPEICTE MEMMUMHCKOTO mpumMeHeHHA" denepansHol cmyxOel mo Hajasopy B cdepe
3PAaBOOXPAHEHUA,
(HauMeHOBAHHE (elepaTEHOTO TOCYIAPCTREHHOTO BIOIKETHOr0 YUPEKACHHS)

or 26.05.2022 Ne 747[IK-11/22 paspemaer BBOA B rpaIaucKuii obopoT
(mara) (HOMED)
B Poccuiickoii @egepaiun nMMyHoGHOIOTHIECKOTO JCKAPCTBEHHOI0 Npenapara
ITpesenap® 13 (Bakuuma IHEBMOKOKKOBAS MONHCAaXapuAHas KOHBIOTUPOBAHHAS
a[copOupoBaHHas, TPHHAATHBAIEHTHAS )
(Toproeoe HarMeHOBaHIE)
Bakuvna s npouIaKTHKH THEBMOKOKKOBEIX HH(DeKIuit
(ME)K,H}’HH{)D}IHOB HETIATCHTOBAHHOES HAMMCHOBAHUE TPpYyNIHPOBOYHOE HITH XHMH‘{ECKDC)
CyCHCH3HSA VI BHYTPUMBIIIeYHOro seenenns 0.5 mn/mosa 0.5 M - mwnpums: (1 mr,) -

IAYKH KAPTOHHBIE /B KOMILIEKTE C MIJIOH/

(hopma BhImyCcKa C YKA3ANHEM TEKAPCTBCHHON (BOPMEL, O3UPOBKH, PACOBKH H KONHYECTBO B YTIAKOBKE)

cepnu 040322 , 00beM cepuu wau napTun 243995 ,
(momep cepun) {(xomuuecTRO YNaKoBoK)
rogen gjo  03.2025 \

(cpox ropHOCTH)
npoussoacrea OO0 «HIIO IMerporakc ®apm», Poccus, 142143, Mockosckas o6nacTs,
r. Ilomomeck, ¢. llokpos, yn. CocmoBas, 1. 1 (Bce crammu, BKIIOYAs BHITYCKAIOIHIL
KOHTPOJIb KAYECTRA).

(napMenoBaHue M aJ[pec NPOU3BOLHUTCNS ¢ YKa3aHHEM CTaIHH IPOX3BOACTEA)

Perucrpanuonnoe ynocrosepenue Ne JITT-000798 ot 03.10.2011.
Hepaxatens perucrpanuonnoro ynocrosepenus Ilaiszep Mux, CIIA, 235 East 42nd
Street, New York, NY 10017, USA.

(HauMeLOBAHHe, a1pec)

3aMECTUTENh PYKOBOIUTEIIS

JOKYMEHT ITOUHICAH
AEKTPOHHOH HOHITHCBIO

Cepridmrar E1036ELBO7EN0481 EB11A3DYDEADCA]
Buenen Hapxomenro Jxymnrpnit Beesonozoning
HJetierpuresen ¢ 30.06.2021 no 30.06.2022
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000 «HITIO HETPOBAKC ®APM»

Poccutickan edepaius,
142143, Mocroseran obnacme, 2. Hodonver,
¢ AlToxpos, y1.Coernosas, 0, |
mei/chaxe: (495) 926-21-07. E-mail: infol@petrovax.ru

JENAPTAMEHT

KOHTPOJIA KAYECTBA

men.: (493) 926-21-07

IMMACIIOPT Nel76

Haumenosarue npenapara: Mpesenap®13 (sBaxuuna nHeBMOKOKKOBAs HOJHCAXADIIAST ROHBIOTHPOBAHIIAH
axcopOnpoBaNNast, TPHHAXUATHBAIENTHAS), CYCHCHINA A BHYTPUMBIIICUnore peenenst 0,5 yiu/03a

Homep cepru
Hata n3rorosieHus

040322 \
032022 1+ Aomen no

Konuuecrse npomykiim s cepun

244 466 yn.

032025

Awnanuz semosnnen 1o JIIT 000798-190516, Mavenenusy Nel, No 2, Ne3, Ned, No5, No6, Ne7, Ne§, N9, NolQ,

No Hanmenopanne Hopwma no JIII 000798-190516, Havienenusam Pezynsrarn
u/n nokazarenei Nol, No 2, Ne3, Nod, N3, Ne6, Ne7, Ne§, No9, Nel0 HCTLITANHH
1. Onncanne TomoreHHas cycnelsus Georo useta. loMorennas cycrnenaus
Benoro usera
2. NMonnunnocrs Homxen GbITh NONGKHTENBHBIH pe3ymBTaT UIA Pe3yilbTaT MONMKHTENbHBIH
KKAOTO H3 |3 MTHCBMOKOKKOBBIX TOJHCAXAPUIOR IS kaAnoro u3 13
cepoturion: 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, NUEBMOKOKKOBBIX
19F 1 23F u benka-vocurens CRM 57 [ONHCAXAPIIOB CEPOTHTIOR:
1,3,4, 35, 6A,6B,7F, 9V,
14, 18C, 19A, 19F, 23F u
Genka-nocutens CRM oy
3. Mspniexaemslii 00bem He menee HOMHHARLHOTO, He MeHee HOMUHALHOTO
4. pH Or 5,3 no 6,3, 5.8
5. barrepnanbHbie He Gonee 12,5 ED/mn, Menee 5,0 ED/mn
IHAOTOKCITHE
0. CTepHabHOCTH [lpernapar nomxeH S5ITh CTCPHNIBHBIM. Crepuiien
7/ AmonMunuii O71 0,20 mo 0,30 mr/mn 0,25 mriman
8. Honncopdar 80 010,014 no 0,024 % 0,018 %
Or1 0,14 no 0,24 Mrims 0,18 mr/mz
9, Benox o0wuil O 43,0 no 86,0 mkr/an 71,1 Mxr/mi
10. | Beaok cesizauublil He menee 70 % 90 %
11, | KonnuecTBenwoe ompeacieHire
MMonucaxapui cepotuna | Or 3,1 1o 5,7 mxr/mn 1- 5,0 mxr/mn
Honmcaxapua ceporuna 3 Or 3,1 no 5,7 mxr/mn 3- 4,5 mrr/Mn
IToaucaxapun ceporuna 4 Ot3,1 no 5,7 Mxr/mn 4 - 5.4 MEr/Mi
Tonmcaxapua cepoTina 5 Ot 3,1 no 5,7 Mxr/mn 5~ 4,4 Mxr/ivn
IMonucaxapua ceportuna 6A Ot 3,1 no 5,7 mKr/mn 6A - 4.3 MKr/a
IMomicaxapun ceporuna 6B Ot 6,2 no 11,4 Mer/vn 6B - 8,8 mxr/vn
Monucaxapun ceporuna 7F Ot 3,1 no 5,7 mxr/mn 7F - 4,0 mxr/mn
[Tonucaxapun cepormma 9V Or 3,1 1o 5,7 mxr/mn OV - 5,5 mxr/mn
[Nonucaxapua ceporuna 14 Ot 3,1 go 5,7 Mxrimn 14 - 4,2 mxr/mn
Onurocaxapua ceporuna 18C Or 3,1 1o 5,7 mxr/mn 18C - 5,1 Mxr/mMn
[Monucaxapun ceporuna 19A Ot 3,1 mo 5,7 mrr/mn 19A - 4,3 Mxr/v
[Tonucaxapun ceporuna 19F Ot 3,1 po 5,7 mxr/mn 19F — 4,9 mir/mn
TNouncaxapun ceporyna 23F Ot 3,1 1o 5,7 mir/mit 23F- 5,2 Mxr/mn
12. | ¥YnakoBka ITo 0,5 mi B HIDPUL BMECTUMOCTRIO | MIT H3 0,5 Mn 8 WAPHL Ha 1 MA 13
npo3paunoro GeciBeTHOro crena (thm I). Mpo3pavHoro GeCBETHOTO
1 wepyi # | cTepuibHas 1ivla B INIACTHKOBYIO crexna (tun ).
YIAKOBKY, 3aII€4aTaHHYI MONHITHAEHOBOM menKoil. | wnpuo u 1 erepunsyan
| mracTukOBas YRAKOBKE BMECTe ¢ HHCTpYKUHeH no Aryia B NAacTHKOROH
NPUMEHEHHIO B KAPTOHHYIO MTATKY € KOHTPOIEM YIIAXOBKe, 3areyaTanHoll
MEPBOro BCKPLITHS WK 6&3 Hero. MONHITHIICHOBO MJ1€HKO,
5 WpHUER B NJACTHKOBYIO YIAKOBKY, 3alleHaTaHHYIO i :
TONMUATHIIEHOBOH MASHKOM,
2 NNACTUKOBBIX YHAKOBKH # 10 CTEPHABHLIX HEA ‘
BMECTE ¢ HHCTPYKIIAEH M0 IPHMEHSHUIO B KAPTOHNYIO / navke
MAYKY ¢ KOHTPOJIEN NMEPROTO BCKPBITHS 1in Oe3 Hero. | n?:‘b%g

&
O:\CayacBa kaveemsa\Omaen obecnevenus Kaveemea\l pynna OOKyMenmayuu u o6y enus\3anaiinig

wauecmeo\QI-YK-(81-07
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Ne Haumenosanne Hopma no JIIT 000798-190516, Hamenennsn Pezyanrare:

n/n norazaTeei Nel, Ne 2, No3, Nod, NoS, No6, No7, Ne8, Ne9, No10 HCHBITAHUH

13. Mapruposxka Ha THKeTKe WNDHIE HA PYCCKOM A3LIKE VKABIBAIOT: Coorpercpyer.
TOProBo¢ i OGLIENPHHATOS HAHMEHOBAHHE Npenapara
¢ mpenynpenutebHoll mapkuposkoii ®, nororun Hugopmanus ans
KOMITAHIIH JATHHCKHMH 6}'1(3(1 MH ((PﬁZt‘,D), MOHHTOPDHHTA IBIKEHHS
JeRapeTBennyi0  dopmy, obbem  po3sl B M, ACKAPCTBEHHOTO fpelapata
NpCAYTIPEAHTeNbHLIE HaIIMHCH: «ﬂepea HAHECEHA METOAOM ReYaTH

HCHOJB30BANRNEM XOPOLIQ BCTPAXHYTLY, KCTEPHABIIOY,
HOMEP Cepil, [Ty HCTEUEHHA CPOKA FOAHOCTH, AATY
TIPOM3BOACTBA, 3ABOACKOH wIeHTH(UKAUMOMHLIH KON
(konw!) MpeAnNpUATHii-NPOH3BOANTE NN,

Ha kaprounoif mauke ua pycckoM s3bike YRa3BIBAIOT:
TOProBoe i OBNIETNPHHEATOS HANMEHOBAHNE Mpenapara
v NIPERYTIPEARTENBHOT MAPKHPOBKOH ®,
rPYNNNPOBOYHOE HAMEHOBAHIE, NOTOTHN KOMIAHIM
naruHckaMu  Oyksamn  «Pfizern, unamMeHoBaHuEe U
CTPARY TMPeANpPHATRA-TIPOUIBOLITENT, HAUMEHOBAHIE
¥ CcTpaHy NpeAnpUATHA, OCYIIECTBIAIIIETO
BTOPHUHYH)  yNAKOBKY, — NEKapeTBenuylo  (opmy,
KOJIHMYECTBO 103, OGbeM H03bI B MJ, KOMMNEKTHOCTS,
HAIMEHOBAHNE M COUEPWAHHE AKTHBHBIX BELICCTB B
ONHON J03¢, MEPEwCHb BCIOMOTATE/bHBIX BELIECTS,
YCIOBHA XPaHEHs, UPEAYNIPELHTCIbIBIE HAAHCH;
«Crepunbiio.n, «XpaHiTe B HEHOCTYITHOM sl JeTeil
mecre.n,  «llepen  WenomwpzomadueM  mpoyTHTE

HHCTPYKLITHO no NPHMEHEHHIO », «[lepen
HCTIONB30BAHMEM XODOIIO BCTPAXHYTLY, «He BBOAHTE
RHYTPHBEHHO!», HOMep PETHCTPALLHOHHOTD

YHOCTOBEPEHUS, YCIORHA OTIYCKA, HOMED CepHu, ATy
HCTEYCHMA CPOKA TONHOCTH, HATY NPOM3IBOLCTBEA,
WITPUX-KOK, 3aBOACKON nuenTHOUKAUMOHHBI KOz
(xomer) mpeinprsTHii-NPOU3BOIHTENCH,

pu npoussoactee ra OOO «HITO [lerposaxc Papmy
Ha KapToHe AOTOAHINTEALHO YRA3BIBAIOT
HaiMEHOBaHHWE BIIAAENbIA PErncTPaHoOHHOrO
yaoctosepenus B PO,

Honyckaeres HaHeceHHe naopMatmy ans
MOHHUTOPUHIE [BHKEHHS NeKapCTBEHHOrO Mpenapara
(METOZIOM NeYaTH WIH CTHKEPOBAHHEA).

Ha BCEX KOMNIGHEHTaX YINAaKOBKH MOTYT
IPHCYTCTBORATE 3aBO/ACKHE
TEXHONOTMUECKHE/HACHTH UKAIIMOHHEBE  KOAB W
MPON3BOACTBEHHRIE TeXHHYECKHe aetani, GopMar i
MECTO PACTIONOKEHMST KOTOPBIX MOJKET MEHATHCS B
3aBMCHMOCTH OT TeXHOMOrHYecknx ocobeHHOCTE

IPOH3BOACTBA.
Yenosns xpanenus [Tpu Temnepatype ot 2°C no 8°C. He 3amopaxusars. CooTBeTcTBYST
15, | Cpoxr roguocru 3 rona CoorsercTayeT

Jara apamusa: ¢ 13.03.2022 no 27.03.2022

3armiovenne: pesenap™13 (paKimna riHeBMOKOKKOBAsS NoNUCaxapuaHas KOHBIOTMPOBarHan ancopbuposarHa,
TPUHAALATHBAJICHTHAN), CYCIICH3NA U1 BHY TPUMbIICUHOrO BBeseHus 0,5 Mi/no3a cepun rnomep 040322 coorsercTByET
Tpeﬁoadlmms JIIT000798-190516, Mamenernii Nol, No2, Ne3, Ned, No5, No6, No7, Ne8, Ne9, Ne10.
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Pyhos IAHTENE AeTIaPTAMEeHTa KOHTPOJISA Ka4ecTBa
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