AstraZeneca%

MpouseoacTeo BenukobputaHum

Cunk Poyn bBuzHec lMapk

YapTep Ban
Makknccomng
Yewup SK10 2NA
AHrnuA

Ten.: +44 (0) 1625 582828
dakc: +44 (0) 1625 422266

CEPTU®UKAT AHAITU3A
NIMHNAP3A, TabneTtku, NokpbITbie NneHo4How obono4ykon150 mr (7 Gnuctepos X 8
TabneTok), Na4yku KapTOHHbIE

Homep cepuu:

SJ809

[ata npousBoacTea:

Hoabpb 2022 1

Mopex po: OkTabpb 20251
CrpaHa-umnoprep: Poccuiickas ®egepauus
Homep nuueHsnn Ha npoussoacTeo: | 17901
Homep perncrpaumoHHoro Ir-005941
YOOCTOBEPEHMA:
MOKA3ATENbL/METO HOPMbI PE3YNbTAT
Onucanue OT 3ené&Horo Ao 3enéHo-ceporo, CootseTcTBYET
OBanbHble ABOAKOBLIMYKIbIEe
TabneTkn nokpbITbie NNEHOYHOW
obonouykoit ¢ rpasmposkoit «OP 150»
Ha OAHON CTOpOHEe
MoanuHHOCTL, YO CooTBETCTBYET BPEMEHMU CootBeTcTBYET

KonuuyectBeHHoe
onpeaenenue, BAXX

PactBopeHue 60 MUHYT

3aknw4yeHune

OQHOPOAHOCTL A03MPOBaAHMUSA
CooTBeTcTBUE

yaepXuBaHus n YO-cnekTpy
cTaHAapTHOro pacTeopa

95 - 105 % oT 3asBNEeHHOoro
Konuyectea

CooTtBeTcTByeT TpeboBaHuAM
Eepon. ®apm.
Q=80% 4epes 60 MUHYT

CootBeTcTByeT TpeboBaHuam Espon.

Qapm.

CrtpaHunua 1 n3 3

101 % oT 3aABNEeHHOro
Konu4yecTea

CooteeTcTBYET

CoortBeTcTBYET

Omyem: 1989159




AstraZeneca@

MpoussofcTeo Benukobputanuu
Cunk Poyn BusHec Mapk
YapTep Ban

Makkncdung

Yewmp SK10 2NA

AHrnuA

Ten.: +44 (0) 1625 582828
dakc: +44 (0) 1625 422266

CEPTUPUKAT AHAJIU3A
NMHMNAPS3A, TabneTku, NoKpbITLIe NNeHo4Ho 06onoykoit150 mr (7 Gnuctepos X 8
TabneTok), Na4ykn KapTOHHbIE

Homep cepuum: SJ809

[ata npousBojcTea: Hosnbpb 2022 r

lopen no: OkTabpb 2025 1
CTpaHa-umnopTep: Poccuitckaa ®egepauus

Homep nuueH3um Ha npoussoacTeo: | 17901

Homep perncrpaunoHHOro JIM-005941

YAOCTOBEPEHUA!

KomMmeHTapuu: HopmatusHasa aokymentauusn JM-005941-261119
Wam. 1 11IMN-005941-031120

Wam. 2 JIN-005941-040423

A®C: Onanapun6
Mpouzeoautens: Jlonsa Arl, LLiBeliuapus
Homep cepuu ADC: 1000525253

MpousBoacTteo:
668K ITA, Poan 2, KM58.0 Bapcenonera, Myapto Puko 00617, Myapto Puko, FDA
NUUEH3UOHHbIW Homep 3000210838

MepeuyHan, BropuyHasa ynakoBka U BoinycKalowmn KOHTPONb KayecTsa:

AcTtpa3eneka KOK Ilumuten, Cunk Poag Busnec MNapk, Makknechuna, Yewup, Benukobputanus
CK10 2NA

Pazpewenue Ha npouzeoacTeo 17901 Homep GMP/GDP/IMP 17901/10117-0043

meeykaaaHHoe 660 NpoBepeHo nocpencTtsoOM  UCNONb30BaHUA BannanpoBaHHbIX
KOMMbKOTEPU3NPOBAHHbBIX CUCTEM U APYTKUX 3NEeMEeHTOB CUCTEMbI KavyecTBa.

Tect Kputepuu npuemnemoctu PesynbTar
YnakoBka B cootBeTcTBum ¢ HA CooTtseTcTBYET
Mapkupoeka B cootBeTcTBMM ¢ H[] CootBeTtcTBYeT
Cpok rogHocTH B cooteeTcTeum ¢ H CootBetcTBYeT
Ycnosus xpaHeHus B cootBeTcTBUM ¢ H[] CooTBeTcTBYET

HacToawwmm nogTeepXaaeM, YTo BbilleyKasdaHHas MHopMauusa 4OCTOBEPHA U NpaBuibHa:

Crpanvua 2 3 3
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AstraZeneca@

MpoussoacTeo Benukobputanun
Cunk Poya Busnec MNapk
YapTtep Ban

Makkncoung

Yewwup SK10 2NA

AHrnusa

Ten.: +44 (0) 1625 582828
dakc: +44 (0) 1625 422266

CEPTU®UKAT AHAJIU3A
NUHMNAP3A, TabneTku, NoKpbiTbie NNeHo4YHo o6onoykoit150 mr (7 6nuctepoe X 8
TabneTok), Nnayku KApTOHHbIE

Homep cepum: SJ809

[ata npon3BoAcCTBa: Hoabpb 2022 1

lopeH po: OkTabpb 2025 1
CrtpaHa-umnoprep: Poccuinckas ®egepauus

Homep nuueHsum Ha npoussoacTeo: | 17901

Homep pernctpaymoHHoro Jr-005941

yOOCTOBEPEHUA!

[laHHas cepus Obina npon3segeHa Ha ykasaHHON Bbille NpPoU3BOACTBEHHOW nioLagke,
BKNIOMasi NPOLIECC YNAKOBKM U KOHTPOIMA KavyecTsa, B NOMHOM COOTBETCTBMM C TpeboBaHUAMM
GMP nokanbHbIX perynaTopHbIX OpraHoB U B COOTBETCTBMM CO cneunduKkaunusamMmm cTpaHbl
umnopTepa. Mpouecc Npou3BoACTBA A4aHHON Cepun, ee yrakoBKWA U NPOTOKOMbI aHannsa
NpoBepeHbl U NPU3HaHbl COOTBETCTBYOWMMK TpebosaHuam GMP.

PaspelweHune Ha peanusaumio ucknoyaet benbruio

BeinyLieHo: ®un Y. [1asuc YNonHOMOYEHHOE NULo exeaHeBHoe
[OKYMEHTUpOBaHue
YnonHoOMO4YeHHOoe Nuuo

Oarta Boinycka: 31 uonsa 2023 .

(JaHHaa 3NeKTpPOHHaA NMOANUCHL ABJAETCA HPUMOWYECKUM PaBHOLEHHbIM 3KBUBAaNEHTOM
PYKONMUCHOW NOANUCHK)

Ctpanunuya 3 u3 3
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UK Manufacturing

Silk Road Busi Park
AstraZeneca@ SRS shanc v

Macclesfield

Cheshire SK10 2NA
England

Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Lynparza, Film-coated tablets 150 mg, blisters 7x8, carton packs

Batch Number: SJ809

Date of Manufacture: Nov-2022

Date of Expiry: Oct-2025

Importing Country: Russian Federation

Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: JM-005941

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

Description Green to green/grey, oval, bi-convex film Complies
-coated tablet debossed with "OP 150"
on one side.

Identity, UV Consistent with the retention time and Complies
UV spectrum of the reference standard

Assay 95 - 105 % of label claim 101 % of label claim

Dissolution

Dissolution @ 60mins Complies to the requirements of the Complies

PhEur: Q=80% at 60 mins.

Uniformity of Dosage Units Complies to the requirements of the Complies
PhEur.
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UK Manufacturing

Silk Road Business Park
AstraZeneca% ek

Macclesfield

Cheshire SK10 2NA
England

Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Lynparza, Film-coated tablets 150 mg, blisters 7x8, carton packs

Batch Number: SJ809

Date of Manufacture: Nov-2022

Date of Expiry: Oct-2025

Importing Country: Russian Federation
Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: J1M-005941

Comments: Normative document JIM-005941-261119
Var. 1 JIN-005941-031120
Var. 2 JIN-005941-040423

API: OLAPARIB
Manuacturer: Lonza AG, Switzerland

Formulation site: AbbVie Ltd, Road No. 2, KM58.0 Barceloneta, Puerto Rico 00617, Puerto Rico
FDA estabishment identifier 3000210838

Primary and Secondary Packing site / Batch release site: AstraZeneca UK Ltd, Silk Road Business
Park, Macclesfield, Cheshire, United Kingdom, SK10 2NA
UK MIA 17901 Insp GMP/GDP/IMP 17901/10117-0043

The following have been verified through system checks by validated computerised
systems and other quality management systems:

Test Acceptance Criteria Result

Packaging Complies to the normative document Complies
Labelling Complies to the normative document Complies
Expiry Complies to the normative document Complies
Storage Complies to the normative document Complies

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP.

API batch: 1000525253
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UK Manufacturing

Silk Road Busi Park
AstraZeneca@ c'han:fwa;'s'”ess ar

Macclesfield

Cheshire SK10 2NA
England

Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Lynparza, Film-coated tablets 150 mg, blisters 7x8, carton packs

Batch Number: SJ809

Date of Manufacture: Nov-2022

Date of Expiry: Oct-2025

Importing Country: Russian Federation
Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: Jr-005941

Marketing Authorisation excludes supply to market(s) Belgium

Released by : Phil CH (QAD) Davies QP Daily Register execution
Qualified Person

Released On : 31-Jul-2023

(This electronic signature is the legally binding equivalent of a hand written siénature)
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«CBefieHnA 0 BBOAE B rpaxfaHckuia obopoT B Poccuitckoin defepalnn nekapcTBeHHbIX CPeACTB N0 COCTOAHWNIO Ha 23.01.2024

150 mr 8 wr., Smuctepu (7), naukx
KapToHHbe/ ~

Jlammren

ynakoeka)), 266Bu Jita., Myapro-Puko (lpoussogutems (rotosof
JD))y

JIN-005941-261119

09:51»
MECATDA ALLY 'S 1 SEVIRY
GEAEPAABHAR CAYXKBA TIO HAAZOPY
B CEPE 3APABOCOXPAHEHWA
lara ssecenms 8 AHC IMpowssogurens Oprasssaius, Homep Homep, nata
Paiiomiah i Toprosoe HaHMCHOBAHKC (BBINyCKAKMIHA Crpana C 0 CTAZMAX P ICTBA Hopmarusnaa joxymMesTanus BLINYCTHBILAA B cepHH, PpajpeIleHHA Ha
e P KOHTPOAIb) rpaxknanckui obopor NAPTHH W
- AcTtpadenexa IOK Jlumures, BenmkoOpuranna (Y naxkosmmk/gacosmmk
Mh:“””uhwn“”“h”ﬁmﬂnsags Actpaencxa 0K (8 nepeHYHY0 yNakoeky)); Acrpadencxa IOK Jluvmren, JIT-005941-261119; Hm. Nel & 000 "Actpalencka
22.08.2023 P BeaukoOpHTanHs BemuxoGpuranns (V) ‘pacoBuMK (BTOPHYHAR/ TPETHUHAS JIN-005941-261119; Ham. Ne2 & e»vanr:.aﬂﬁ:umhﬂ. SI809




