PA3SPEINNEHWE
Ha BBOA B rpakranckuil obopot 8 Poceuiickoi Degepalyiyl CEPUM MY TTEPTHH
OPOH3BENEHHOTO B Pocciuiicko Penepaiyy WK BBO3UMOrO B Pocerlickyro @enepanuio
BMMYHOOLOIOTHYECKOT0 IEKAPCTBEHHOIO npenapara
o1 14.07.2022 Ne 008331/22

Beiygano OOCwmectsy ¢ orpanuyernoll oTseTcraenHocTsio «HIIO IHetposaxe Dapmy,
Pocena, 142143, Mockosckas obnacts, r. ITomomsex, c. TToxpos, yn. CocHopas, 1. |
HHH: 7702302492,
(HaiMeHOBAHNIE IOPIIIIECKORS TUIA. wopanuueckui agpee, MHH)
DepgepanbHasn caykia no Hamzopy B cdepe 3ADABOOXPAHEHWS HA OCHOBANUHU
3aryiroygennd  MOCKOBCKOY  wenhmiTarensuoi nabopaTopuy  KOHTPOJS — KadvecTBa
JISKADCTBEHHBIX CPeNcTB DefepanbHOro roCyAapeTBEHHOTO OIOKETHOrO yapexieHus
"HHQOpPMatMOHHO-METO N YeCKu il HeHIp MO JKCTepTH3e, yUeTY ¥ aHanusy obpallenus
CPEACTE MCABUMHCKOTO npuMeHeHus" (enepanssodl cnykbbl mo Ham3opy B chepe
3IpaBOOXPaHEHH!S.
{(mamvenosanne GeASpANBHOTO TOCYIAPCTBERHOIO BIOTAETHONO VUDEKASHHS)
or 13.07.2022 Ne 58471K-11/22 paspemaer sson B rpaxpasckmii ofopor
(nara) (womep)

B Poccutickoit enepannn nMMyHOGUOIOTHYLCKOTO JIeKapPCTREHHOTO NpenapaTa
Tipesenap® 13 (BakiuHa THEBMOKOKKOBAS HONHMCAXapyiHag KOHBOIMPOBaHHAs
ancopOHpoBanKas, TPHHANIATUBANCHTHAST)

(TOPTOBOE HANMEHOBAHNE)

Baxuuna s 1poduiak iy MTHeBMOKOKKOBbIX HHOeKUUH
{Me)liii}’!-{api}jiﬁﬂe HEAATEHTOBAHNOE BaUMCHOBAHYE FRYHRIHUPOBOYHEE HAH .‘(l-[M}i‘iSCKOE:)
CYCHEH3HA Al BHYTPUMBIIETHOTo Beepeuus 0.5 m/nosa 0.5 My - mumpaet (1 1)) -
NAYKy KapTOHHbIE /B KOMILIEKTE ¢ urioi/

{(opria sRITYCKA ¢ vKazaHueM leRapcTREHHON hopMBEL, J0RMPOBKIL BACOBKHE 1 KOTHYSCTEO B YIIGKOBKE)

3

cepuu (30322 , 00beM cepum mnm naptun 241364
(HoMep cepun) (KOnHUECTBO YIIAKOBOK)

ronxed o 032025
{epok rogaocTs)
npouzgomerea OO0 «HIIO Iletposake Dapmy, Pocens, 142143, Mockopexas 0drnacTs,
r. Hononeck, ¢. Ilokpos, yi. Cocnosan, 4. | (Bce cTamum, BKIOUAN BBITTYCKAOMKH
KOHTPOJb KAYECTBA).
(HAUMEHOBAHIE | AAPEC POHIBONMTENS © YKASAHUEM CTARUH APOH3BDACTRA)

PersicTpaunonnoe yaocrosepenne Ne JITI-000798 o1 03.10.2011.
HepmaTeni perucTpaluoHHOro yaocreBepenus [Idalizep Wnux, CLIA, 235 East 42nd
Street, New York, NY 10017, USA.

{(HauMenoBanne, agpec)

3aMecTUTENs PYKOBOOHUTENA

JOKYMEHT NOJHCAH
SHEKTPOHRON NOOITHECHIO

Ceprudukar 740E998EER7DE54CBLT620A3F0ODIDS
Baweneullapxossenco Torpsit Beenonogowiy
Aeticraarensy ¢ 26.04.2021 no 26.07.2022




Hauvenosasve npenapara: Hpesenap®13 (sanwna UHEBMOROKKOCAH NOJIHCANADL!

.« OO0 «HIIOOET
P4 Poccuierr Jeovppun,
/ T42143. Moerosesas o
e.Forpos, yo. Cucnopan. 0. 1
mentchare: (495 926-21-07, E-mnil: fafoBpetrovar.ru
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COBAKC DAPVD

Vi g T et
KOHTP

mio, 2 Hloduaves,

ETIAPTAMEHT

OJId KAYECTBA

e : (405) 926-21-07 |

HACIHOPT Nel60

éi,'}&iﬁi)ﬁ?i‘@ﬂﬁ&ﬁﬂﬁﬂ, TPHHATHATHBANEHTRAS), CYCHEHIOS Han BHYTDHMBIHUSTHOTS BRE

Houep cepun

Hava warorosnenis

{30322
032022

KomecTso mpoayximu s cepun

(HAY ROBEBITHPOBANEAY

exns 4,5 mu/no3a
241 B33 v

Tonew go

032025 \7

Astanes seonosmen no JIT G00798-180516, Mavernetnam Nel, Ne 2, No3, Ned, NoS, Na6, No7, Nog, Ne9, Nel().

Mo Hawnenopanue Hopma 1o JIIT 000798-190516, Hasemennsyt Pesynprare:
u/n norasgreieR Med, Ne 2, No3, Ned, 268, Hob, No7, o8, NeS, Meid sucHbITAnnil
i Crsreauue I"oMOTeHHan CYCTeH3ug Benors usets, Tomorennas cyenensus
Senoro upera
2. Hoanunuocrs Homes Gairs noaommuTessEL DEYRRTAT it PesynbTaT NONOKHTEALHL
BAHAOTO 13 13 (IHCBMOKOKKOBBIX TOAUCAXAPHACH Ang xaxjoro us 13
spotanon: §, 3,4, 5, 6A, 6B, TF, 9V, 14, 18C, 154, HHEEMOKOKKOBBIX
19F w0 25F u fenka-uocktens CRM s DOAHCEXAPUNOE CEPOTHIIOB!
1, 3,4, 5, 64, 6B, 7F, oV,
12, 18C, 194, 19F, 23F »
Genra-nocurens CRM gy
3. Hspaswaevisiil osem He MEHee HOMHHALEOTG. He Menee HoMIHanLHOTD
4. sH Or 5,3 1o 6,3. 3.8
= SaxTepuansubie He Bonee 12,5 ED/vn. Meuee 5,0 ES3/vn
BHAOTOKCHHE!
6. CrepussaocTs [lpenapar sommes GiTs CTEDHALELIM. Crepunen
T Anomunni Or 0,20 50 0,30 atrfain 0,26 mrfvn
8. HoaneopGar 80 Or 0,014 10 0,024 % 3,018%
Or 0,14 go £,24 mrfun 0.18 mrivmn
9, Bejox ofmui Dr 43,0 50 86,0 srr/vn 70.1 mxr/mn
1. | Bejok cgzauaeti He menee 70 % 91 %
1. | Honwuecrsensoe onpeienenye
loaucaxapuy ceporung 1 Or3,1 40 3,7 mxr/un 1 - 4.8 mrriam
Tlonncaxapus cepotHma 3 Or 3,1 10 3,7 mxr/an 3 - 4,5 Mxr/mp
Hemycaxapua ceporuna 4 Or 3,1 a0 5,7 Mur/My 4 - 5.3 mur/mn
Hosmcaxapun cepotuna 3 O 3,1 no 5,7 murivn 5 - 4.4 murivn
Momcaxapnn ceporuna 6A O 3.1 10 5,7 murdan 6A - 4,2 nrwr/a
Tonscaxapua ceporrna §B Or6,2 10 11,4 Mersm 65 ~ 8.6 mir/un
Tonucaxapun ceporuna 7F Or 3,1 a0 5.7 Mgrinan TF - 4.0 mxrfun
[onucaxapua cepotina §V Or 3,1 no 5,7 sxrivn OV - 5,1 arxrdair
{tonucaxapun cepotina 14 Or 3,1 no 3.7 mxr/mn 14 - 4,1 Mer/ms
Onwurocaxapui ceporima 18C Ot 3,1 20 5,7 mur/sn 18C - 5,1 murfmn
Tlomicaxapua ceporana 19A Or 3,1 10 3.7 Micrfmn ISA - 42 mrr/ms
TMonucagapuy ceporuna 19F Or 3,1 o 3,7 meofun 19F — 4.8 mir/an
Tonucaxapua ceporima 23F Or 3,1 5o 3.7 mxo/ua 23F- 3.3 mMer/Mn
12. ¥nawonya 1o 0,5 M 8 LINDHU BMECTHMOCTEIO | MA 13

NPOIPAYRGIO GeCLBETHOIO OTexNa (tun 1),

et o7 | cTepIL RN (PR B acTHEORYIO
YHAKOBRY, 33NCHATAHEYIO NORUITHATHO8OH tuieHKkoll
I IacTRXOBAA YIAKOBRA BMECTE © HHCTRYRIUEH 10
APUMCHEHHIO B KADTOHHYIO IAYKY C KOHTDOREM
HEPBOI0 BCKPRITHA wTH De3 Hero.

5 WAPHIES B GIACTHKCRYIO YUAKOBKY, 22NSUATAHHYIO
TNONHITHICHOBOH HRerknit

2 BACTHROBSIX YRAKosKH H 19 crepunbisiy ur
BRECTE C MUCTPYRUMEH 00 TDHEMCHEHHIO B KARTOUIAD

0.3 pur B mopmiL 2 1 mnug
npospavHoro GecuseTHoTo
crexaa (tun 1),

1 winprir 1 | cTepinblan
MIAA B TIAACTHKOBOH
YORKOBRE, 2aneuaTanuoi
OONHATHACHOBON IASHKOH,
! fUIBCTHRORAS VIIAKOBKE
BMECTE,

NAuRY ¢ KOHTDOASM HeDBOro seKperrig 1wy 8e3 Hero.
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Gt OH-VI081

e Hawwmen canne Hopma uo JITL 08 S18, Hesmeneunam Pesyvasrarn
o/ Bigas el Jeol, Mo 2, Ned, Ned, Qa7 Mg, Moy, Mui aensiTanni
A

E ey ﬁiapiﬂiﬁlja‘é i Ha OTHRSTEE [manui | MOI3LIRG VRASLIBAIOT! Cooraare LANET.

TOProeoe i oGUISHDHE A fUe 18 I MCHOBRHNE nponapara

¢ npepyupeswrsiibHel  suproporkoft &, noroTun Hubopsanna s
KOMHEHLK BETHHORIMY Gy rramy «Pfizers, |  MOHATOPHATA JRUHKEHUT
BERADCTREHHYIC (E)(}" vy, GV (N R ML 1 JICKEPCTESHNOTO fpenapara
OPERYTIPeAATEIBHBIC HECH: «lTepen | sAUELEHA METOAOM HRUATH

HCTIOALIOBANHEM XOPOILO BCTRIRHY LY, «CTepHnbrOy,
HOMSD CEDHM, RATY HCICHSHMN CPOKA FOMHOCTH, HaTy
NPOH3BOLCTRR, 3ABOACKON UACHTHGURALNOHHSE KOA
(KOABY) NPeRNPHATHA-GPOWIBO TR,

Ha x2pToHH0H HANKES HE DYCCROM A3BIKE VEAZBIBAKT
TOPTORCE # OCWISHPHMITOS HALMECHORAHNE [IPENapaTa
G fpedyapeIITERbHOH MADKHPOBKOL ®,
IPYITIPOS0OMHGS HallMelORaHe, NOFOTHT KOMOAHUK
maTeBcRHME  Oyksamu  «Pfizers, HamacHopaHpe 4
CTPAHY NPeAnDIATHA-IOHIBOAHTENS, HAMMEHOBAHIE
# o cTpasy OPEATPHATHL.  COVIUSCTRINOUEro
BTOPHYHYIC  YOAKOBKY, JISHIDCITBEHEYIO  (OpMY,
KORMHECTE0 103, olBeM ALIM B MU, KOMITIEKTHOCTS,
HAUMEHOBARNE CONCDMANNE AKTHBHBIN BEWISCTE B
OOHCH 4038, JEPEHEHE BUNOVOTATLIIBHAIY BEISCTE,
YONOBMA XPANEHUS, NPSAYNPLAUTS/bHLE HaANHNCH:
«CTepUTbHO. », «XpRRWTh B HCZOCTYTHOM AR ASTeH
Mecte,  «ilepen  wonodsloBaMMeM  OpOYTHTE
HHCTDYKUYI no UDVIMEHEHIIO S, wllepen
HCOOIL30OBANIIEM NODOILO BCTDAXHYTEY, «He ssomurs
BHYTPHBSHEG! Y, HOMED DETHCTPALMOREOTG
YAOGCTOBEDEHMS, YCNOBIA OTIIVCKE, HOMED CepH, JaTy
HCTEUEHMS CPOXR CONHOCTH, AATY APOH3BOICTEA,
IWTPHX-KOA, 3EBOACKON  wAsHTnQUEMIMOHRBIT  KOI
(xomst) HpeaupuAYIA-NPON3ROAHTECH.

[Ipx npomssoncree Ba OO0 «HTIO Herposaxe Gapany
Ha RapToHe JZONONHUTENbHO YKATLIBAIOT
HauMeHoRaNKE SIAHLNENA PETHCTPALIORHOTE
VaoCToRepeHuA B PO,

Honvexaeres HAHCCeHHE uHQOpMALAY bisivc|
MOHMTODHAIR JINIKEHNA JEXapCTBEHHOIC Npeapata
{METOIOM TIeHaTy WHI CTHREPOBaHNEM ).

Ha BCEX KOMIIGHEHTAX YHAKOBKR MOTYT
OpHCYTCTEOBETE 3aROACKHE
TEXHOMOTHHRC KM HACHTHIDUKALIOHERIE  KOAML U
UPONIROACTREEHHEE TeXHINECKUe aeramy, (opMar y
MECTD PachioNOKSHHI KOTOPSIX MOWKET MEHATSCH B
BEBHCMMOCTH 0T TeNHOROTHUECKUX  ocofeHpecTed

(POM3BOACTSA.
id. | Ycnosuy XpaHeuns Tpu reaneparype or 2°C no §°C. He 3amopancpaTs. Cootsercrnyer
15, | Cpox roanorru 3 rola CooveereTsyer

Hara apanuzas ¢ 07.03.2022 no 24.03.2022
Zawniouense: [pepenap™? (BaxuuHa NHEBMOKOKKOBAN nosrcaxapudHan KOHBIOTHpOBaHEas ancopduposannas,
TPHHAAUATHRANCHTHAR ), CYCICHSHA JUTH BHYTRUMRITCUHOre saening (1,5 mn/nose cepun nosvep {30322 cooTsercrayer
rpebosamam JIT 006798-190316, Vanencruit Nel, Me?, No3, Nod, N3, No6, Ne7, Me§, Ne0, Noi{
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