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PFIZER MANUFACTURING 07 as 2020 rosa
DEUTSCHLAND GMBH Coznano:
BETRIEBSSTAETTE Cucremuniit Menemxep SQL*LIMS
FREIBURG Crpanmua 1 w3 3
MOOSWALDALLEE 1|
79090 FREIBURG

CC[}THQHR“T aHaJjJan3a

sIKBH EilYC,
TABJETKHU, IOKPHITHIE IJIEHOYHOM OBOJIOUKOM 5 MI, 4 X 14, POCCHS

Hazunaueuue: Pocens

Howmep matepuaza: F000019084 Homep cepun: DR8335

Jlara npou3sojictsa: 21 sHBaps 2020 roga  Jlata ncreueHHs CpoKd roaHOCTH: 31 aexabps
2022 ropa

_ AHanMTHUCCKAs npoleaypa: 965980-14

TMokazaTenu MeTonnl HopMmbl Pe3yipTarbl

ONMUCAHHE BusyansHo TonyGnie, KpyFbie TAGICTKH, CooTReTCTBYET

Pesynurar MOKPHITHIE [IEHOUHOM 060/104KOH, ¢

«Pfizer» na oqnoit cropone # «JKI
10» Ha apyro#

NOJAJTUHHHOCTD (Y®) T™M-0700A VD-creKTp OCHOBHOTO MMHKA HA CooTBeTcTBYET
Tocbaum-ﬂ-ﬂ“ﬁ XpOoMaTorpaMMe HCTIbITYEMOTO
PesynbTar pacTBopa cOOTBETCTBYET Y D-CIeKTpY
OCHOBHOIO TTHKA Ha XpoMaTorpamMme
cTaH1apTa
MNOJJHHHOCTH TM-0700A BpeMs yiaepKHBaHns OCHOBHOIO Mitka CooTBeTCTBYET
(BIKX) Ha XPOMATOTPaAMMe HCTIHTYEMOro
TO(I)&U.HTHHH6 pacTropa CONOCTABMMO € TAKOBBIM Ha
PesynbTat XpOMaTorpaMMe CTanapTHoOro
obpaiua
KOJHYECTBEHHOE TM-0700A 95,0 % — 105,0 % oT 3as8B1€HHOTO 96,9
OIPEJEJEHHE (4,75 -5,25 mr/rabneTka, ACKIL S mr)
(BOXX)
TodauuTHHHO
OAHOPOJAHOCTh TM-0692A; Esp.®.  CooTBETCTBYET JeHCTBYIOULIM CoOTBETCTBYET
EAWHUL 2.9.40; ®.CLIA<905>; TpeboBannAM Esp.®. 2.9.40
JO3UPOBAHUA .. 6.02
(BOAKX)
Peayiasrar
Cpennee TM-0692A; Esp.®. - 958
2.9.40; ©.CUIA<905>;
AD.6.02
MuH. TM-0692A; Epp.b. - 94.4
2.9.40; ©.CLHIA<905>;
A.D. 6.02
Make. TM-0692A; Esp.. -
2.9.40; ©.CLUA<905>;
A.0.6.02
Craans TM-0692A; Lep.d. - LS
2.9.40; ©.CLLIA<905>; ;"‘
.0, 6.02 g 4
Kpurepuii npHemaemMocTi TM-0692A; Esp.®.  He Gosee 15 % & B
2.9.40; ®.CLUA<905>; ?;;
A, 6.02 %,
KoabduuneHT BapHaiuin TM-0692A; Esp.D. -

JToKyMeHTALMA CHUTACTCS COBCTBEHHOCTBIQ 1 npelocTapaseres juls JeNoBbIX Ll’l_ S 1N
COTPYAHMKAMH  #  PErYJATOPHLIMH - OPraHaMit. 3anpetieHo  pacrpoCTpaHeHHe TpethimioTOpoam €3
NPeABapUTEIbHOIO PasPELICHIE
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PFIZER MANUFACTURING 07 mas 2020 roaa
DEUTSCHLAND GMBH Cosnano:
BETRIEBSSTAETTE Cucremublit MeHewkep SQL*LIMS
FREIBURG Crpanuua 2 w3 3
MOOSWALDALLEE 1
79090 FREIBURG

Ceprudurar anaauza

AKBUHYC,
TABJIETKH, IOKPBITBIE JIEHOYHOU OBOJIOYKOI 5 MI, 4 X 14, POCCHUSA

Hasuauenue: Poccust

Homep marepuana: F000019084 Homep cepun: DR8535

Jlara nponssoncrsa: 21 sausapa 2020 roja Jlara ucredenus cpoka rojHocTa: 31 nekabps
2022 rona
AHaMTHYecKas nponeypa: 965980-14

[MokazaTesin MeTo/bl Hopwmsl Pe3yabTathl

2.9.40; &.CIIA<905>;

H.0.6.02 '

CP-703,058
Pesynerat TM-0700A He 6onee 0,5 % < 0,1
PF-05579970
PeaynbTar TM-0700A He Gosiee 0,5 % <Q,]
JIPYTHE EAUHHUYHBIE
NMPUMECH
Pesyasrar TM-0700A He 6osiee 0,2 % <0,]
CYMMA NPUMECEH He Gosee 2,0 % <{,1
PesynbTat TM-0700A
PACINAJAEMOCTD Esp.®. 2.9.1; ®.CILUA TabieTkH, NOKPLIThIE MIEHOUHON 2
(Cpena: soaa npu 37 °C, <701>; A.. 6.09 000104 KOMH, pacnantaloTCs B TCHEHHE
AMCKH) 10 MUHYT
COJEPKAHUE BOJbI Esp.h, 2.5.12 le Gosiee 5,5 % 4,0
(IO K. ®UILEPY)

JIOKYMEHTAUNA CUHTaeTCH COBCTBEHHOCTBIO v npenoctapaserca s nenes:%bﬁébﬁr%@n
COTPYAHHKAMH  ©  PEryNATOPHBIME  OpTaHaMH. 3anpeiieHo pacnpocrpaue}me%ﬁﬁgj‘m}u’“’ﬁ. Q
O e
fPEABAPHTEIBHOTO PA3PELICHIA. Sy v
Ny
21 . e T
Emaedes060 110641431 LECRDE();}QHW'V‘F\




PFIZER MANUFACTURING 07 mas 2020 roaa
DEUTSCHLAND GMBH Coznaxo:
BETRIEBSSTAETTE Cucremubiil menewkep SQL*LIMS
FREIBURG Crpanuua 3 u3 3
MOOSWALDALLEE 1
79090 FREIBURG

CeprindHKaT aHa u3a
SAKBHHYC,

]

TABJETKH, IOKPbITHIE IJEHOYHON OBOJIOYKOMN 5 MT, 4 X 14, POCCHUHA

Haznauenue: Poceus

Homep maTepHania: FO00019084

Homep cepuu: [DR8535

JlaTta nMpoH3BOACTBA! 21 susaps 2020 roza
Jlata ucteucHus cpoka roanocti: 31 gexaGps 2022 roaa
Beixoa: 4080 mtyk

Jlara Beinycka: 07 mas 2020roaa

HacToSIMM OATBEPAIAI0, HTO [IPEJACTaBICHHas Bbillie HHOOPMALHS ABIACTCA NOJIHHHOHA |
touHoii, [TpOM3BOACTBO, B TOM UHMC/E YNAKOBKA/MAPKHPOBKA M KOHTPOIb KaHdCCTBA, JAaHHOH
CepuH Ha YKa3aHHOH BbILIC IIPON3BOJCTBEHHOM TUIOMA/KE BBINOAHANOCH B TMOJIHOM
coorsercTBiH ¢ TpebopanusMu 1o Hamexalneh npomusposcTeentol npakrake (GMP)
MECTHOI'O PEryIITOPHOTO OPrana H CleluHQHUKALMAMH, NPEICTABICHHBIMA B PErHCTPALMOHHOM
VOCTOBEPEHHH CTPAHbBI-HMIOPTEPA. [1poM3BOCTBO COOTBETCTBYIOLLICH (hapMaleBTHIECKOM
cyGeTaHUME OCYHIECTBIAIOCH B COOTBETCTBHH C GMP. Bbul npoBsejieH aHaiu3 KypHajoB
0OpaloTKH, YIAKOBKM W aHAIN3a CCPUH; OHH ObuTH npu3nankl cootseretByiomumu GMP. Bee
paccie/loBaHus, OTKIOHEHUS! H HECOOTRETCTBHA ObUTH 0100pEHBI.

Jlanuas cepus ObL1a BBITYIIEHA YIIOIHOMOUCHHBIM THLOM.

Hacrosiumii ceprudukar aHanmusa Obul co3/1aH BATHAMPOBAHHOM cHCTEMOM M JACHCTBUTCICH Ge3
PYUYHOH NO/UTHCH.

InexTporHas noanres: Werner Broeker, BinycK naptuit. Mectroe Bpems: 07 mas 2020 roxa,
10:59:31. Bpems ceprepa: 07 mas 2020 rona, 10:59:19.

JIOKyMeHTaLUA CHUTALTCH COBCTBEHHOCTBIO u npeaocTasyisercs s 1€/10BbIX onépﬁ}gjﬁ“@;/g‘
COTPY/HUKAMH W PEryJATOPHLIMH - OpraHaMy. Janpewieno  pacnpocTpaHeHHe tpm,wu- )
[peABAPHTENLHOTO PAIpeIleHus. -
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