AstraZeneca@

Actpa3eneka AB

Actpaldereka AB CengeH OnepaiileHc
SE-151 85 COOEPTANLE

Weeuun

Ten. +46 (0) 8 553 260 00
Qakc +46 (0) 8 552 544 80

CEPTUO®UKAT AHATTU3A

MYNbMUKOPT cycneHans Ans nHransuuii Ao3nposaHHan 0.5 mr/mn, 20X2 mn, Poccus

Homep cepuu:

[aTta npouasopcrea:
FopeH po:
CrtpaHa-umnaprep:

NOKASATENL/METOAQ

OnucaHne

pH

Byaeconng
KonuuyecteeHHoe onpeneneqve
MoanWHHOCTL

OaHopoAHOCTL Ao3upoBanus (CTaaus 1)

Pazmep vyactuy
CpeaHunin anameTp yactuy (no macce)

HacTuub! C AUAMETPOM <= 7 MKM
MocTopoHHHe npumecwu
21-pernapobynecoHns
17-kapBoHoBan kucnota Gynecoruaa
CyMMa NoCTOPOHHMX NpuMecen

Nboit apyroi equHNYHOR He
MABHTUOWUMPOBAHHO K NpUMECH

PCWV
AHBapL-2020 .
Hekabpb-2021T.

Poccuitckaa Qepepayus

HOPMbI PE3YNbTAT

Nerko pecycneHavpyeman cTepunbHan CoortsetcTByer
cycneHana Genoro unu noytv 6enoro

LBeTa B KOHTeHHepax 13 nonuaTunexa

HU3KOW NOTHOCTH, COABPIALLNX PA3OBYI0

A03y. Kaablil KOHTeAHEp MapkupyeTcs B

COOTBETCTBUM C ONUCAHUEM,

OACEpPeHHbBIM ANA KOHKPETHOMN CTpaHsb!.

Beinyckaercs B BUAe nucTos no 5

KOHTenHepos.

4.0-5.0 4.5

0.475 - 0.525 Mr/mn 0.494 mr/imn

HomkHa BeITe NONOXUTENLHOM MonoxutensHan

AonxHa cooTsetcreosars '® (cnocob 1). Coorsertcreyer

He 6onee 4 Mkm 2 MKM

He meHee 90 % (M/M) 100 % (M/m)

He 6onee 0.5 %
He Gonee 0.5 % <0.05%
He Gonee 1.5 % 0.2%

He Gonee 0.2 % Lm0 4 o
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AstraZeneca%

Actpa3eneka AB

Actpadeneka AB Ceugen Onepaiiwerc
SE-151 85 COAEPTAIBE

Lseuun

Ten. +46 (0) 8 553 260 00
dakc +46 (0) 8 552 544 80

CEPTUOUKAT AHANU3A

MNYNBEMUKOPT cycneHaus ans uHransaumi gosmposarkas 0.5 mr/mn, 20X2 mn, Poccus

Homep cepuu:
HaTta npoussofacTea:
FopeH po:

CrpaHa-umnoprep:

PCWV
AnBapb-2020 .
Hekabpb-2021 1.

Poccuitckan ®epepaums

NOKA3ATENL/METOA HOPMbI PE3YNbLTAT
16,17-perugpo-21- Menee 0.10 % <0.015 %
rMApPOKCUNpeaHU3onoHa
16,21-unkno remuauerans 17- Menee 0.10 % <0.015%
[e30KCUNPEAHU30NOHA
CrepunbHOCTL Cooteetcrayer TpebGoBaHusim Esp. dapwm. Cootsercreyer
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Actpa3deHeka AB
Actpalenexa AB CaugeH Onepaliwenc
Astr aZeneca SE-151 85 COfIEPTANBE

Weeuun

Ten. +46 (0) 8 553 260 00
Pakc +46 (0) 8 552 544 80

CEPTUDUKAT AHATNTU3A

MYNbMWKOPT cycneHsua gna uHransuuii Ao3vposaHHan 0.5 Mr/mn, 20X2 mn, Poceus

Homep cepuu: PCWV

HaTa npousBopcrtea: Axsapb-2020 .

FlopeH po: Oexkabpb-2021 r.

CrpaHa-umnoprep: Poccuiickas depepauyus

NOKA3ATENBL/METO[ HOPMbI PE3YNLTAT
Mpownaeogurens AQC
Actpa3eHeka Ab

dopckaprataH 18
SE-151 85, CopepTanbe
UWseuus

HacTosAwum noaTeepxKaaeM, 4yto BbllWenpuBeAeHHan UHDOPMALUA ABNSETCS TOMHOM U AOCTOBEPHOM.
DaHHaa cepua u3roToBNeHa/npouaBefeHa, BKMKYAS YyNakoBKY W KOHTPONb KavecrBa, Ha
BblLL€YKa3aHHOA NPOW3BOACTBEHHOM NMOWAaAKe B MOMHOM COOTBETCTBUM ¢ TpeboBaHuasMn GMP
MECTHOro pEerynATopHOro opraHa W cneundukayuaMi, YyKasaHHbIMM B PerncTpaumoHHoOM
YAOCTOBEPEHUM UMNOpTUpYloLle cTpaHel. [lpoTokonsl npowseoacTea Cepuv, YNakoBku W
NPOBEAEHHbIX aHanM30B NPOBEPEHbI M COOTBETCTBYIOT Tpebosanuam GMP.

BeinyweHo: Nvruta OxxerHccoH YNONHOMOYEHHOE NuLo

YNONHOMOYEHHOE NULO B COOTBETCTBUM C TPeBOBaHUAMMU ﬂnpemwab{_ZOO?‘;’BSIEQ\

[fara Bbinycka: 21 dcespana 2020 .

(AaHHan a3nekTpoHHas noanuck ABNAeETCH IOpHUANYECKH PpPaBHOLUEHHbLIM 3KBUBanNeHTOM
PYKONMUCHO# noanuck)
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