Tepexnaj 3 aUITIHCHLKO! MOBH HA YKPATHCHKY
Acrpa3enexa FOK JlimiTen *
Cink Poan Biznec Mapk: Makkneding - Hewnp - Beanka Bpurania- SK10 2NA
Tes.: + 44 (0) 1625 582828 daxc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTU®IKAT AHAJII3Y
APUMIJIEKC 1 mr taéaerku, Ne28
(BKpUTI IUIIBKOBOIO 0GOTOHKOX0 TalJIeTKH , AKTUBHICTL: 1 M)
14 Taéaerok y Gaicrepi, mo 2 Gaicrepa B KApTOHHIH KopoOUi
AxTuBna peuosnHa: Anacrpason 1 Mr

7 BD2USZBIISY

Cepin SP448

Jara BupoGHMITEA 13 JIrotoro 2024

Tepmin npugaTHOCTI 31 Ciunsn 2029

Howmep ninensii Ha BUpoOHNITEO 17901

Howmep peectpauiiinoro noceigueHus UA/2417/01/01

Kpaina immoprep Yxpaina
BUIIPOBYBAHHS KPUTEPIi NPUAHATHOCTI PE3YJBTAT
Onuc (Bisyanshiit ananiz) Kpyrumi, 6ini, asoomnykni Tabnerky, BKpUTI mipkoolo  Binnosigae

o6Gononkoro. TabrieTkn BUrpaBiroBaHi

Cepenns Maca 97 - 107 Mr 102 mMr

Pozuunennst (BEPX) TloBuHEH BiNTIOBIIaTH BUMOraM Bizmnosinae
®apmaxortei CIIIA. Q = 80 % 3a 30 xBunuH.

Bwmicr aitouoi peuosnnu (BEPX) 95 — 105 % BiZ HOMIHAJILHOTO BMICTY 99 % Bin

HOMiHAJIEHOTO BMICTY

Ounopinnicrs BMicTy (BEPX) TToBuHeH BiAIIOBIKATH BUMOTAM Binnoginae
(apmakornei CIHA Ta €p. Papm.

Bwmicr BOAMN (Kyaouomerpnunnii  He Ginswie Hix 7.0 % M/M 5.3% m/m

Tatpumerp Kapna ®inrepa)

Inenrudikanis 3a nonomororo I'Y IToBHHEH BIAMOBINATH 3aTBEPIKEHOMY TECTY Biarnosinae

Kpaina noxokenns: CHIA

BupoGuuk, Binnosinaasumii 3a «in bulk»:

Actpa3enexa dapmacetoruxanc JITI, 587 Onx banrumope TTike, HetoApk, Jenasape, CHIA,19702
FDA Ineutnuxaniitnuid Bomep ycranosu 2517100

Bupo6uuk, BignoBinansumii 3a naKyBaHHsA Ta BUIIYCK cepii:

Actpa3eneka IOK Jlimiten, Cink Poax Bisuec Iapk, Makkncoing, SK102NA, Bennka bpuranis
MIA: UK MIA 17901

GMP Ne UK MIA 17901 Insp GMP/GDP 17901/10117-0051

KispkicTs cepii: 4 320 yr.
Jdara sunycky: 24 Yepsusa 2024

3akJiouHe MOJIOKEHHA:

JlauuM MATBEPIKYI0, IO BUIIEBKa3aHa indopMallis € ZoCTOBIpHOIO i IpaBunbHOO. Jana cepis Oyna BUroToBIEHA, BKIHOYAIOYH
NaKyBams/MapKyBaHHs | KOHTPOJS SKOCTI, B TTOBHIH BijmoBignocti 3 Bumoramu GMP noxanbHOro peryisTopHOro oprauy 14
srigno cnewrdikaiii peecTpaliitHoro gocke KkpainM iMnoprepa. Cepiiise BUpOGHMLTBO, [TAKYBAHHA Ta NPOTOKOIIM aHANI3Y
nepesiperi 1 BCTANOBIICHO, L0 BOHU BITIOBIAai0TL BUMoram GMP.

Bunyck cxBaneHo: Merr Iapkin Menemkep 3 3a6C3MCUCHHS AKOCTI
YnosHoBaXceHa ocoba
(EnexrpoHHuil MAMHC € I0pAAMIHO 0GO0B SI3KOBHM SKBIBaJICHTOM BIACHOPYHHOTO MiTIHCY)
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3aTBep/PKCHHA JOKYMEHTY

3aTBEPIUKCHHS 31 CTOPOHH SKOCTI

Jxex Byn
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AstraZeneca UK Limited -

2703905UKR SP448 Ukraine COA

Silk Road Business Park - Macclesfield: Cheshire - United Kingdom SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

ARIMIDEX 1mg Tablets, 28 TBL
(Tablets, Film-coated, Strength 1mg)
14 tablets in a blister; 2 blisters in a cardboard pack
Active Substance: Anastrozole 1mg

Batch Number
Date of Manufacture
Date of Expiry

SP448
13" February 2024
315t January 2029

Manufacturing Authorisation Number 17901
Marketing Authorisation Number UA/2417/01/01

Importing Country

TEST

Description (Visual Analysis)

Average weight

Dissolution (HPLC)

Active agent content (HPLC)

Uniformity of content (HPLC)

Water content (Karl Fischer
Coulometric titration)

Identity by infra-red

Check this is the latest version of the document before use.
Printed by Laura Baker on 22 Aug 2024 07:39 GMT+00:00

Ukraine

ACCEPTANCE CRITERIA

Round, white, biconvex film coated tablets. The
tablets are intagliated.

97 - 107 mg

Shall comply with the requirements of the United
States Pharmacopocia.
Q = 80% at 30 minutes

95 — 105% of nominal content

Shall comply with the requirements of the United
States Pharmacopoeia and the European
Pharmacopoeia.

7.0% w/w maximum

Shall comply with the approved test.

pO2Ua7BIISY

RESULT

Complies

102 mg

Complies

99% of nominal content

Complies

5.3% wiw

Complies
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AstraZeneca UK Limited -
Sitk Road Business Park - Macclesfield: Cheshire « United Kingdom SK10 2NA
T: +44 (0) 1625 582828 - F: +44 {0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

ARIMIDEX 1mg Tablets, 28 TBL
(Tablets, Film-coated, Strength 1mg)
14 tablets in a blister; 2 blisters in a cardboard pack
Active Substance: Anastrozole Img

pIoUD7RIISY

Batch Number SP448
Date of Manufacture 13t February 2024
Date of Expiry 315t January 2029
Manufacturing Authorisation Number 17901
Marketing Authorisation Number UA/2417/01/01
Importing Country Ukraine

Country Of Origin: USA

In bulk manufacturer: AstraZeneca Pharmaceuticals LP, USA
587, Old Baltimore Pike, NewArk, Delaware, USA 19702
FDA Facility Establishment Identifier 2517100

Manufacturer responsible for packaging and batch release:
AstraZeneca UK Limited, United Kingdom
Silk Road Business Park, Macclesfield, SK10 2NA, United Kingdom
MIA: UK MIA 17901
GMP Certificate Number: UK MIA 17901 Insp GMP/GDP 17901/10117-0051

Batch Quantity: 4320 packs
Date of Release 24% June 2024
Closing Clause:

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 compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packing and analysis records were reviewed and found to be in compliance
with GMP.

Released by: Matt Parkin Quality Assurance Group Manager
Qualified Person

(This electronic signature is the legally binding equivalent of a handwritten signature)

Check this is the latest version of the document before use.
Printed by Laura Baker on 22 Aug 2024 07:39 GMT+00:00
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Document Approvals

lQuality Approval Jack Wood
Jack. Wood1 @astrazeneca.com

22-Aug-2024 07:38:32 GMT+0000

Check this is the latest version of the document before use.
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