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AeKkapemeeljioe cpedcmeo: HAxeunyc, mabnemxu noxpeinmie n1eHowNO 0Bor0uK0i 5 M2 14 U, VIGAROGRU
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unaoiic Ne 9908415004 om 02,10.2019
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CQOTBETQ%BYET TPEBOBAHUSAM
JIT 002026-270819

REKJIAPALIHST IIPHHATA HA OCHOBAHHH ’
npomoxon uenvinannii No 45570 om 16.10.2019 JlaGopamapnuiit yenmp OO0 "LKK OHL”, ammecman
axkpedumayuw POCC RU.0001.21PK75, Cepmudiman POCC DE.DM15.C87846 om 16.10.2019
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OPT'AH nd""émuwumuuu, 3APETHCTPHPOBABLUMH JIEKJIAPALIMIO
PQCC RU.0001.11®M15 OPTAH 110 CEPTHOHKALIHH TPOAYVKLHH OBLIECTBO ¢
OTPAHHYEHHOH OTBETCTBEHHOCTbIO "OKPYIXHOH LEHTP KOHTPOJIS KAYECTBA"
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PFIZER MANUFACTURING 26 centabpa 2019 roaa
DEUTSCHLAND GMBH Cosnano:
BETRIEBSSTAETTE Cucremublii menepkep SQL*LIMS
FREIBURG Crpannua | w3 3
MOOSWALDALLEE 1
79090 FREIBURG

Ceprudukar anannza

AKBHHYC,
TABJIETKH, HOKPBITHIE INIEHOYHOU OBOJIOYKOM 5 MT, 4 X 14, POCCHSI

Hasunauenue: Poccus

Homep marepuana: FO00019084 Homep cepun: CR4793
Jlara npoussoacrsa: 19 mions 2019 rona [ara ucreuenus cpoka roasocty: 30 Hions
2022 rona
AHanuTtHyeckas npoueaypa: 965980-12
IMokaszarenu MeToab Hopmbi PesynbTaTh
OIMUCAHHE BusyansHo Bensie, kpyrnbie taGaetkn, nokphrteie  CoOTBETCTBYET
Pesynerar ieHouHok obonoukod, ¢ «Pfizer» na
onxo# ctopone H «JKI 5» na apyroti
NOANHHHOCTD (YD) TM-0700A YO-cnexTp OCHOBHOTO NKKA Ha CootsercTyer
Todauurunnbd XPOMAaTOrpamMme HCMbITYeMoro
Pesyabrar pacTsopa cootsetcTByeT Y O-cnekTpy
OCHOBHOTO MHKA HA XPOMATOrPaAMME
cTanzapra
NOAJIHHHOCTL TM-0700A Bpems ynepkupania ocuosHoro nika  COOTBETCTBYCT
(BIIKX) HA XpOMaTOrpamMmMe HCNbITYeMOro
TO@)EH{HTHHHG pacTBopa ConocTaBHMO C TAKOBLIM Ha
PesyabTar XPOMAaTOrpaMMe CTaHIapTHOro
obpasua
KOJMYECTBEHHOE TM-0700A 95,0 % — 105,0 % ot 3asBnEHHOrO 98,1
ONPEJENEHHUE (4,75 -5,25 mr/rabnerxka, aeKt 5 Mr)
(BOXX)
TodauuTnunG
OJHOPOAHOCTL TM-0692A; Epp.®.  Cootserctsyer aciicTayiomum CooraetcTByeT
EAAHHULL 2.9.40; ®.CILHA<905>; Tpebosanuam Esp.®. 2,9.40
JO3HPOBAHUSA A.D. 6.02
(B2XKX)
PesynbTat
Cpennee TM-0692A; Esp.®. - 98,8
2.9.40; ©.CLLA<905>;
.0, 6.02
Mun. TM-0692A; Esp.®. - 96,6
2.9.40; ©.CLIA<905>;
.. 6.02
Make. TM-0692A; Esp.®. - 100,0
2,9.40; @©.CILIA<905>;
J.®. 6.02
Craaus TM-0692A; Esp.®. - 1
2.9.40; ©.CILA<905>;
A1.9.6.02
Kpurepunii npremiemocts TM-0692A; Esp.@.  He Gonee 15 %
2.9.40; ©.CI1IA<905>;
A.D. 6.02
KoapuuneHT sapHain TM-0692A; Esp.@. -

2.9.40; ©.CLUA<905>;

Hokymentauns cunracres COBCTBEHHOCTLIO u npepoctaBaseTcs A ACTOBBIX ONERE
COTPYAHHKEMH §  DEryNATOPHBIMH  OpraHamH. 3anpeiieHo  pacnpocTPaHEeHHE
NpeBapUTENLHOIC pa3peteHns.

Emaecdes060 110641487



PFIZER MANUFACTURING 26 centabpa 2019 ropa

DEUTSCHLAND GMBH Cosnano:

BETRIEBSSTAETTE Cucremubiii Menemkep SQL*LIMS

FREIBURG Crpannua 2 w3 3
MOOSWALDALLEE 1

79090 FREIBURG

Ceprudukar anaanza

SIKBUHYC,
TABJIETKH, ITOKPBITHIE ILIEHOYHOM OBOJIQUKOM 5 M. 4 X 14, POCCHUS

Hasznayenue: Poccus

Homep matepuana: F000019084 Homep cepun: CR4793
Jlata npoussoactsa: 19 urons 2019 rona Hata ucteuenus cpoka rogaocty: 30 Hions
2022 rona
AHanuTHyeckas npoueaypa: 965980-12
Tokazarenn MeToast Hopmbi Pesynbrarsl
A.D, 6.02
CP-703,058
Peaynprar TM-0700A He Gonee 0,5 % <0,1
PF-05579970
Pesynsrar TM-0700A He Gonee 0,5 % <0,]
APYTUE EAUHUYHBIE
NMPUMECH
Pesynurar T™M-0700A He Gozee 0,2 % <0,l
CYMMA NPUMECEW He Gonee 2,0 % <0,1
Peaynstar TM-0700A
PACIIAJAEMOCTD Epp.®.2.9.1; ®.CILA  TaGnerku, nokpuiTeic n1eHOuHOH 2
(Cpena: sona npu 37 °C, <701>; 8.0, 6.09 060s104KoH, pacnasaioTcs B TeueHHe
AHCKH) 10 munyT
COMEPKAHHUE BOAbI Epp.®.2.5.12 He Gonee 5,5 % 39

(IO K. ®HILIEPY)

l“‘ " vy
Joxymentauus cuwraercas COBCTBEHHOCTBIO ¥ NpenocTABNACTCH 18 ACHOBbIX onepaumii 1
COTPYAHHKAMH M DETYNATOPHLIMH  OpraHami. 3anpeiienc  pacnpoCTPaHeHHe  TPeThHM
IPEABAPHTEALHOTO PA3PEUICHHA.

Emacdes060 110641487



PFIZER MANUFACTURING 26 centabpa 2019 roa
DEUTSCHLAND GMBH Cospnano:
BETRIEBSSTAETTE Cuctemublii menemkep SQL*LIMS
FREIBURG Crpanuua 3 w3 3
MOOSWALDALLEE 1|
79090 FREIBURG

Ceprudukar anannsza

SIKBUHYC,
TABJETKHW, NOKPBITBIE IEHOYHON OBOJIOYKOI 5 MT, 4 X 14, POCCH S

Hasnauenue: Poceusg

Homep Matepnana: F000019084

Homep cepun: CR4793

Jlata npoussoacTaa: 19 urona 2019 ropa
Iara ucteucnus cpoka roguoctn: 30 mions 2022 roja
Brxona: 4020 wryk

Mara Bbinycka: 26 cenrabps 2019 ropa

Hactosmmm nmoarsepxaato, uto npencrasjiennas shiule HH(OPMALUHUs SBJAETCH NOMTHHHON H
TOYHOI. IIponsBojcTso, B TOM umcie YNaKOBKa/MapKHPOBKA H KOHTPOJIL KAYecTBa, AaHHOM
CCPHH  Ha  yKa3aHHOH BhlIE DNPOM3BOACTBEHHON TMIOLIAAKE BLINONHANOCE B  IONHOM
COOTBETCTBHH ¢ Tpebosauuamu no Hamiexameit NPOM3BOJCTBCHHOH npaktHke (GMP)
MECTHOTO PErysTtOPHOTO OpraHa v crieHpHKALHAMH, NPEACTABIEHHBIMH B PErHCTPALHOHHOM
YAOCTOBEPEHHN  CTpanbI-HMIOpTepa. [IpoH3BoacTBO cooTBETCTBYIOMIEH (papmaueBTHYCCKOI
cyOCTaHUMK OCyllecTBIsIOCh B COOTBETCTBHM ¢ GMP. Bbin NPOBEACH AHANH3 KYPHAIOB
06paboTkH, yNakoBKH H AHATH3A CEPHH; OHM GbUH NpH3Hane! cooTBeTcTBYIOIMMH GMP. Bee
PAcCICIOBANIs, OTKIOHEHHS H HECOOTBETCTBUA GbUTH 0106pCHEL.

Hannas cepus Gbina BRIIYLIEHA YTIOIHOMOYEHHEIM THIIOM.

Hactosumit ceprudmkar ananusa 6uu1 cosnan BaTMJIMPOBAHHON cCHCTeMOH H aelicTsuTenen Ge3
py4HOH noamucH,

Onextponnas noanuces: Jorg Schemies, BBITYCK mapTHid. MecTtHoe Bpems: 26 centaGpa 2019
rona, 17:36:09 Bpems cepsepa: 26 centabps 2019 roaa, 17:36:05.

COTPYANMKAMH W PeryAsTOpPHLIMI  Opramami. 3anpelleHo  pacnpocTpaHeHue
NPeABAPHTENLHONC PaspelleHUs.

Emaedes060 110641487




