Actpa3enexa - lOK Onepaiwenc - Yaptep Ban -Cunk Poya Buanec MNapk

Makkncdung -Hewnp -SK10 2NA

Ten.: +44 (0) 1625 582828 - ®akc: +44 (0) 1625 422266 - astrazeneca.com

CEPTU®UKAT AHAITU3A

30NAQEKC 10.8Mr uMnnaHTar, WNpUL-annnmMKaTop ¢ 3alMUTHBIM MEXaHU3MOM (cucrema

6esonacHoro Beeaenus Safety Glide) 1x1, nayku KapToHHbIe

Cepusn:

Aara npoussoacrea:

lNogeH po:

Crpana-umnoprep:

Homep nuueH3un Ha Nnpou3BoACTBO:
Homep peructpaumnonHoro
YAOCTOBEpPEeHUSA:

ﬂoxaza'renblMeTog

SJ473

Anpenb 2023 r.

Mapt 2026 r.
Poccunckas ®epepauns
17901

M Ne013307/01

Hopma

PesynbTart

> BoQuUazZelIsy

OO\
W/

KonuuyecteeHHoe onpeaenexue, BaXX

9,7 - 11,9 mr/kancyna

10,5 mr/kancyna

Copepxanue Boabl

<=2,5 % Bec/Bec

1.1 % Bec/sec

Copepxanue ykcycHomn kucnotel, X

<= 2,0 % Bec/sec

1,2 % Bec/Bec

MNpumecu, BIXX Metog B

Muk | <= 1,0 % Bec/sec 0,0 % sec/sec
Muk Il <=1,0 % Bec/Bec 0,1 % Bec/Bec
Muk 11 <= 1,0 % Bec/Bec <0,2 % Bec/sec
Muk IV <= 1,0 % sec/sec 0,6 % Bec/sec
Muk V <=1,0 % Bsec/sec <0,2 % Bec/sec
Mk VI <= 1,0 % Bec/Bec 0,4 % Bec/Bec
Muk VI <= 1,0 % Bec/sec <0,2 % Bec/sec
Muk VI <=1,0 % Bec/Bec <0,2 % Bec/sec
Muk IX <= 1,0 % Bec/Bec <0,2 % Bec/sec

Cymma npumecemn

<=4,0 % Bec/sec

1.1 % Bec/sec

OtcyTcTare uHbIX NUKoB >1,0 %

Coortsetcrayer

CootsetcTayer

PopcrBeHHbie npumecu

Esponeiickon ®apmakonem u
®apmakoneu CLUA

Omyuem: 1992167

CrpaHuua 1 3 5

B3XX Metop C

MonumMepHbIn KoHBEPT <= 5,5 % Bec/sec 1,3 % Bec/Bec
Muk K (Metoq C) <= 2,0 % Bec/Bec 0,5 % Bec/sec
CrepunbHocTh Cootsetcreue TpeGoBaHuam

TCTBYET
Xy,

i

e




Actpa3enexa - FOK Onepaiwenc - Yaprep Bait -Cunk Poyn Buanec Mapk

Makkncdung -Yewup -SK10 2NA

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

CEPTU®UKAT AHATIU3A

3O0NAOEKC 10.8mr MMMNMNaHTar, Wnpuy-annaukarTo
6e3onacHoro BBegeHus Safety Glid

Cepusn:

Oara npoussogcrea:

MlNoaeH po:

CrpaHa-umnoprep:

Homep nuuexsnu Ha npoussoacTeo:
Homep perucrpauymnonHoro

SJ473

Anpenb 2023 r.

MapT 2026 1.
Poccwitickan ®epepauus
17901

M Ne013307/01

P C 3aWMTHLIM MeXaHU3MOM (cuctema
e) 1x1, naykmn KapToHHbIe

NS> BIBUSZBIISY

yaocToBepeHun:

MNokasatens/Mevog Hopma PesynbTat

BakTepnanbHble 3HAOTOKCUHBI < 350 E3/kancyna, ®apmakones CootBetcTeyer
CLIA

Onucanue Benble unu kpemosbie CootBeTcTByeT
UMNUHAPUYEcKUe KyCOHKWU TBEPAOTo
nonMMepHoro Matepuana,

Buaumeie yacTuubi CsoboaeH unu npakruyecku Cootsetcrayer
cB060AEH OT BUAUMBIX BKNIOYEHMI.

MoanuHHocTe, BAXX B cooTtBeTCTBUM C yTBEPXKAEHHOM CooteetcTByeTt

MEeTOANKOK

PoacreeHHbie npumeck
BI3XX Metog C

Cymma npumecen (Metop C)

<= 10,0 % Bec/Bec

2.0 % Bec/Bec

OaHopoaHoOCTL A03MpOBaHUA CootsetcTaue TpeboBaHusMm CootsetcTeyet
®apmakonen CLUA (905)
EBponeickoit ®apmakonen (2.9.40)
PacTtBopenue (% oT HOMMHaNbLHOro
coaepxaHun)
Aexb 3, CpeaHee 3HaueHue 10-25% 20 %
HeHb 3, Kancyna 1 5-30% 22 %
Hewsb 3, Kancyna 2 5-30% 4 %ﬁ
HeHb 3, Kancyna 3 5-30% g_:,:m ﬁav‘*‘;\.:f"-%{g
Aexb 3, Kancyna 4 5-30% ( 21 3%«*“ 1k
Hewb 3, Kancyna 5 5-30% ”:3_1 2 .15“%::;:;:\;@1 i

Omuem: 1992167

Crpannua 2 mn3 5



Actpa3eneka - FOK Onepaiwenc - Yaprep Ban -Cunk Poyn Buanec Napk
Makkncung -Yewnp -SK10 2NA
Ten.: +44 (0) 1625 582828 - dakc: +44 (0) 1625 422266 - astrazeneca.com

CEPTU®UKAT AHANU3A

30NALEKC 10.8Mr umnnanTar, WNpUU-anniMkaTop € 3alWMuTHbIM MeXaHU3IMOM (cucrema
GesonacHoro BBegeHus Safety Glide) 1x1, naukun KapTOHHble

> BI3UDZeISY

Cepus: SJ473 )
Oara npounasoacrea: Anpenb 2023 r. &
MlNopgen po: MapTt 2026 .

Crpana-umnoprep: Poccuiickas denepauyus

Homep nuueHsum Ha npoussoacTeo: 17901

Homep perucrpaumnonHoro M Ne013307/01

YAOCTOBepeHus:

Nokasarens/Metog Hopma Pesynbrar
Henb 3, Kancyna 6 5-30% 20 %

Oenb 14, CpegHee 3HaueHue 15-40% 26 %

[eHb 14, Kancyna 1 10-45% 28 %

feHb 14, Kancyna 2 10-45% 23 %

[eHb 14, Kancyna 3 10-45% 23 %

HeHb 14, Kancyna 4 10-45% 30 %

OeHb 14, Kancyna 5 10-45% 22%

Hexb 14, Kancyna 6 10-45% 28 %
Oenb 35, CpeaHee 3HaueHue 20-55% 31 %

LeHb 35, Kancyna 1 15-60 % 33%

[eHb 35, Kancyna 2 15-60 % 28 %

fens 35, Kancyna 3 15-60 % 27 %

[eHs 35, Kancyna 4 15-60 % 37 %

[enb 35, Kancyna 5 15-60% 27 %

[enb 35, Kancyna 6 15-60 % 35 %
HAeHb 56, CpeaHee 3HaYeHue 60 -85 % 67 %

fenHb 56, Kancyna 1 55 -90 %

[ewb 56, Kancyna 2 55-90 %

lewHb 56, Kancyna 3 55-90 %

Lexb 56, Kancyna 4 55-90 %

HeHb 56, Kancyna 5 556 -90 %

Crpanmua 3uma 5
Omyem: 1992167



AcTpa3eHeka - OK OnepaiiweHc - Yaprep Bai -Cunk Poya Buinec MNapk
Makkncegmng -Hewup -SK10 2NA
Ten.: +44 (0) 1625 582828 - ®akc: +44 (0) 1625 422266 - astrazeneca.com

CEPTUOUKAT AHAITU3A

30NAAEKC 10.8Mr umnnanTar, WNPUU-anniiMkaTop ¢ 3alMTHLIM MeXaHU3IMOM (cucTtema
6esonacHoro BBegeHuns Safety Glide) 1x1, nayku KapToHHbIe

BO3USZEIISY

L]

Cepm: $J473 &
Aata npoussoacrsa: Anpenb 2023 r. &
lNopex po: Mapt 2026 r.

Crpana-umnoprep: Poccuinckan depepaums

Homep nuuexaum Ha npoussoacTeo: 17901

Homep perucrpaumonHoro M Ne013307/01

YAOCTOBEpeHUn:

MNokasatens/MeTog Hopma Pesynbrar

[enb 56, Kancyna 6 55 -90 % 69 %

LeHb 84, CpegHee 3HaueHune >=75% 80 %

LeHb 84, Kancyna 1 >=70 % 76 %

OeHb 84, Kancyna 2 >=70 % 80 %

LeHb 84, Kancyna 3 >=70 % 82 %

leHb 84, Kancyna 4 >=70 % 82 %

[eHb 84, Kancyna 5 >=70 % 79 %

AeHb 84, Kancyna 6 >=70% 82 %

KommenTapuu :A®C: FrO3EPENMWH
NpoussoguTens: Gaxem AT, Lseiuapus
Homep cepun:1000068224

HopmartusHan gokymenTtauums M N 013307/01-240621

HuxeykasaHHoe 6bINO nNpPoBepeHO NOCPEACTBOM  MCNONbLIOBAHUS BanMaupoBaHHbIX
KOMNLIOTEPU3INPOBAHHBLIX CUCTEM U APYrUX 3N@MEHTOB CUCTEMb! KaYecTea:

Tecr Kputepumu npuemnemoctu PeaynbTar

Ynakoska B coorBetcTBMM c HA] CoorBercTByeT
Mapkuposka B coorBercTBMM ¢ H[] CootBercTByeT

Cpok rogHocTH B coorBetcTBMM ¢ HOQ CoorBercTByeT

YcnoBusa xpaHeHus B cooreercTteum ¢ H] CoorsercrByer s

LA ‘._-,;,' n

Hactoswum noaTeepxaaio, 4To BbilenpuseaeHHas WHbopMaumns RBNseTcs | MHOM 1 .qgc‘rgag On.
faHHas cepus w3roTosneHa/npov3seneHa, BKNOYAS ynakosky ¥ koHl onb_‘,.'msej’;rg_q; A Ha
BbiLUEyKa3aHHOM NPOM3BOACTBEHHON NOWaaKe B NOMHOM COOTBETCTBWM [ cy '
MECTHOrO ~ perynaTtopHOro opraHa W cneuuduKauuami, yKazaHHbIM R ey
YAOCTOBEPEHWN MMNOPTUPYIOWEN CcTpaHbl. [MpoToKonbl  NPOM3BOAcTBa ¥ Cepi \,‘M?a
NPOBEAEHHBIX aHanM30B NPOBEPEeHs! N COOTBETCTBYIOT TpeGoBaHusm GMP.

CrpaHuua 4 na 5
Omuem: 1992167



Actpa3enexa - KOK Onepaitwenc - Yaprep Bait -Cunk Poyn Buanec Mapk
Makkncoung -Yewnp -SK10 2NA
Ten.: +44 (0) 1625 582828 - ®akc: +44 (0) 1625 422266 - astrazeneca.com

CEPTUOUKAT AHANU3A

30NIAQEKC 10.8Mr umnnanTar, WNpMU-annIMkaTop € 3alMTHLIM MeXaHUM3MOM (CHUCTeMa
6esonacHoro BBeaeHus Safety Glide) 1x1, na4yku KapToHHbIe

Cepus: SJ473

Aara npouasogcrea: Anpenb 2023 r.

lNoaex po: MapT 2026 .

CrpaHa-umnoprep: Poccuitckas depepauus

Homep nuueHsum Ha npomseoacTeo: 17901

Homep perucrpaumorHoro M Ne013307/01

YAOCTOBEpeHUn:

MNokasarens/Metog Hopma Pesynbrar

Opobpero:  [xoanH Nesuc YnonHomoueHHoe nuuo (ExxenHesHoe AOKYMEHTUpOBaHue)

YnonHoMoueHHoe nuuo
Buinyweno: 17 asrycra 2023

(DaHHan 3neKkTPOHHaR noAnUchb SBNSAETCH HprMaOUYeCKW paBHOLEHHbIM 3KBUBANEeHTOM
PYKONUCHOW noanucu)

Crpanuua 5ua 5
Omvem: 1992167
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{1 UK Manufacturing

Silk Road Business Park
AstraZeneca 2 Consr Wiy
Macclesfield

Cheshire SK10 2NA
England

Tel. +44 (0) 1625 582828

Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Zoladex 10.8 mg Implant, syringe-applicator with a protective mechanism (Safe
system Safety Glide) 1x1, carton packs

Batch Number: SJ473

Date of Manufacture: Apr-2023

Date of Expiry: Mar-2026

Importing Country: Russian Federation

Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: M Ne013307/01

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

Strength HPLC 9.7 - 11.9 mg/depot 10.5 mg/depot

Water Content <=2.5 % wiw 1.1 % wiw

GLC Impurities - Acstic Acid <=2.0 % wiw 1.2 % wiw

HPLC Impurities
Peak | <= 1.0 % wiw 0.0 % wiw
Peak Il <=1.0 % wiw 0.1 % wiw
Peak IlI <=1.0 % wiw <0.2 % wiw
Peak IV <=1.0 % wiw 0.6 % wiw
Peak V <=1.0 % wiw <0.2 % wiw
Peak VI <=1.0 % wiw 0.4 % wiw
Peak VII <=1.0 % w/w <0.2 % wiw
Peak VIII <=1.0 % wiw <0.2 % wiw
Peak IX <= 1.0 % w/w <0.2 % wiw
Total Related Substances <=4.0 % wiw 14 i
No other peak >1.0% Complies oG

Page 1 of 7




AstraZenecaG?

UK Manufacturing

Silk Road Business Park

Charter Way
Macclesfield

Cheshire SK10 2NA

England

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

CERTIFICATE OF ANALYSIS

Zoladex 10.8 mg Implant, syringe-applicator with a protective mechanism (Safe

system Safety Glide) 1x1, carton packs

Batch Number:

Date of Manufacture:

Date of Expiry:

Importing Country:

Manufacturing Authorisation Number:
Marketing Authorisation Number:

TEST/PROCEDURE

Drug Related Species by HPLC Method
Cc

Polymer Envelope
Peak K

Total Drug Related Species (
Method C)

Sterility

Endotoxin
Endotoxins

Description
Visible Impurities
Identity, HPLC

Uniformity of Content compliance

Dissolution Rate - Mean
% Dissolution Mean Day 03

SJ473
Apr-2023
Mar-2026

Russian Federation

17901
M Ne013307/01

ACCEPTANCE CRITERIA

<=5.5 % wiw
<=2.0 % wiw

<=10.0 % wiw

Complies to the PhEur and USP

<350 USP EU/Depot

White to cream coloured cylindrical
pieces of rigid polymeric material.

Free or practically free from visible
impurities
Complies with the approved tests

Complies with the requirements of the
United States Pharmacopoeia (905),
European Pharmacopoeia (2.9.40)

10-25%

Page 2 of 7

RESULT

1.3 % wiw
0.5 % wiw
2.0 % wiw

Complies

Complies

Complies

Complies

Complies




@ UK Manufacturing
\J Silk Road Business Park
AstraZeneca Charter Way
Macclesfield
Cheshire SK10 2NA
England
Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Zoladex 10.8 mg Implant, syringe-applicator with a protective mechanism (Safe
system Safety Glide) 1x1, carton packs

Batch Number: SJ473

Date of Manufacture: Apr-2023

Date of Expiry: Mar-2026

Importing Country: Russian Federation

Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: M Ne013307/01

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

Dissolution Rate - Day 03
% Dissolution, Depot 1 5-30% 22 %
% Dissolution, Depot 2 5-30% 19 %
% Dissolution, Depot 3 5-30% 18 %
% Dissolution, Depot 4 5-30% 21 %
% Dissolution, Depot 5 5-30% 17 %
% Dissolution, Depot 6 5-30% 20 %

Dissolution Rate - Mean
% Dissolution Mean Day 14 15-40 % 26 %

Dissolution Rate - Day 14
% Dissolution, Depot 1 10-45% 28 %
% Dissolution, Depot 2 10-45% 23 %
% Dissolution, Depot 3 10-45% 23 %
% Dissolution, Depot 4 10-45% 30 %
% Dissolution, Depot 5 10-45%
% Dissolution, Depot 6 10-45%

Page 3 of 7




(‘ﬁ UK Manufacturing
3 ? Silk Road Business Park
. Charter Way

Macclesfield
Cheshire SK10 2NA
England
Tel. +44 (0) 1625 582828
Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

AstraZenec

Zoladex 10.8 mg Implant, syringe-applicator with a protective mechanism (Safe
system Safety Glide) 1x1, carton packs

Batch Number: SJ473
Date of Manufacture: Apr-2023
Date of Expiry: Mar-2026
Importing Country: Russian Federation
Manufacturing Authorisation Number: 17901
Marketing Authorisation Number: M Ne013307/01
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Dissolution Rate - Mean
% Dissolution Mean Day 35 20-55% 31 %
Dissolution Rate - Day 35
% Dissolution, Depot 1 15-60 % 33 %
% Dissolution, Depot 2 15-60 % 28 %
% Dissolution, Depot 3 15-60 % 27 %
% Dissolution, Depot 4 15-60 % 37 %
% Dissolution, Depot 5 15-60 % 27 %
% Dissolution, Depot 6 15-60 % 35 %
Dissolution Rate - Mean
% Dissolution Mean Day 56 60 -85 % 67 %
Dissolution Rate - Day 56
% Dissolution, Depot 1 55-90 % 65 %
% Dissolution, Depot 2 55-90 % 66 %
% Dissolution, Depot 3 55-90 %
% Dissolution, Depot 4 55-90 %
% Dissolution, Depot 5 55-90 %

Page 4 of 7




UK Manufacturing
AStraZeneca% Silk Road Business Park

Charter Way
Macclesfield

Cheshire SK10 2NA
England

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

CERTIFICATE OF ANALYSIS

Zoladex 10.8 mg Implant, syringe-applicator with a protective mechanism (Safe
system Safety Glide) 1x1, carton packs

Batch Number: SJ473

Date of Manufacture: Apr-2023

Date of Expiry: Mar-2026

Importing Country: Russian Federation

Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: M Ne013307/01

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
% Dissolution, Depot 6 55-90 % 69 %

Dissolution Rate - Mean
% Dissolution Mean Day 84 >=75% 80 %

Dissolution Rate - Day 84
% Dissolution, Depot 1 >=70 % 76 %
% Dissolution, Depot 2 >=70% 80 %
% Dissolution, Depot 3 >=70 % 82 %
% Dissolution, Depot 4 >=70 % 82 %
% Dissolution, Depot 5 >=70 % 79 %
% Dissolution, Depot 6 >=70 % 82 %
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(,,I UK Manufacturing

AstraZeneca ? Silk Road Business Park

Charter Way
Macclesfield

Cheshire SK10 2NA
England

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

CERTIFICATE OF ANALYSIS

Zoladex 10.8 mg Implant, syringe-applicator with a protective mechanism (Safe
system Safety Glide) 1x1, carton packs

Batch Number: SJ473

Date of Manufacture: Apr-2023

Date of Expiry: Mar-2026
Importing Country: Russian Federation
Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: M Ne013307/01

Comments: Normative document: N N 013307/01-240621

APIl: GOSERELIN
Manufacturer: BACHEM AG, Switzerland

Formulation site: AstraZeneca UK Ltd, Silk Road Business Park, Macclesfield, Cheshire,
United Kingdom, SK10 2NA
UK MIA 17901 Insp GMP/GDP/IMP 17901/10117-0043

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

I 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 compliangeswithethe GMP

requirements of the local Regulatory Authority and with the specifications in the Marketing A@thorisation oRghe
importing country or product specification file for Investigational Medicinal Products. The ‘6\ h prog\gssigg.\g kaging
and analysis records were reviewed and found to be in compliance with GMP, ; SN §§

P
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% UK Manufacturing

\ Silk Road Business Park

AstraZeneca Charter Way
Macclesfield
Cheshire SK10 2NA
England

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

CERTIFICATE OF ANALYSIS

Zoladex 10.8 mg Implant, syringe-applicator with a protective mechanism (Safe
system Safety Glide) 1x1, carton packs

Batch Number: SJ473

Date of Manufacture: Apr-2023

Date of Expiry: Mar-2026
Importing Country: Russian Federation
Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: M Ne013307/01

API batch: 1000068224

Marketing Authorisation excludes supply to market(s) Belgium

Released by : Joanne Lewis QP Daily Register execution

Qualified Person

Released On : 17-Aug-2023

(This electronic signature is the legally binding equivalent of a hand written signature ".
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