JTEP)KABHA CJVIKBA 3 JIKAPCHbKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBHKII OBJIACTI

npos. Ceitnnunoi Haxuii, 3, m.Knig, 02099, tex/pakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koy €IPTIOY 37078774

BUCHOBOK
Npo AKicTh BBE3€HOT0 B YKpaiHy JikapchKoro 3acody

19.03.2025 Ne 50782/25/10

APUMIJEKC

(ualfiMenyBalHs NTiKapchbKoOro 3aco0y 3TiMIHO 3 PEECTPALIHHIM MOCRI LUEHHSM)
Ta6JIeTKH, BKPUTi IJIiBKOBOI0 000.10HK0I0, 10 1 M, 1o 14 Tabaerok y 6aicTepi; mo 2 6uicTepu
y KapToHHiil kopoOui

(dpopma BHMyCKy, 103yBaHHA, BH/ NaKyBaHHS NiKapchKOTO 3ac0by)
Howmep pecctpawiitoro nocsiguenns UA/2417/01/01 crpox aii peectpauiitnoro mocsiguenns 01.01.2099
Cepis nikapchkoro saco6y Ne SP448 KinbkicTh BBE3€HOTO TTiKapchkoro 3acoby 18

BupobrHk Acrpa3eneka FOK Jlimiten, Benmnka bpuranis

(haliMeHyBaHHS BUPOOHHKA JIKapChLKOTO 3ac00Y, KpaiHa MOX0o/KEHH)

Bseseno B Ykpainy CninbHe YKPaiHChbK0-eCTOHCHKE NANPUEMCTBO Y popmi TOBApUCTBA
3 06MeskeHo010 BignosigaapnicTo "OnriMa-®apm, JITT", inenr. xon:
21642228

(nabimenysanwst Ta ko 3a €JIPTIOY 1opumnanoi ocobu abo npissuue, iM's, no Garskosi disuunoi
0co6H - ninpyuemus, i Micue TPOKUBAHHA Ta peecTpaliiiuil HoMep 0BIIKOBOT KapTKH MAATHHKA
nofaTkis abo cepist Ta HOMEP MacropTa)

IIporokon Bizyansnoro konrposmo sin 10.10.2024 Ne 3029/1.
JlaGopatopuuii ananis skocTi JTikapckkoro 3acoly 3xifcHenwH:

JITT "LlentpanbHa 1abopaTopis 3 aHali3y sSKOCTI NiKapchKUX 3ac0o0iB | MEXMYHOL npoxykuii”
(m.Kuis, Byn. Kyzpsaeceka 10r m.Kuis, syn. Kyapssceka 8B Kuiscbka o6macts, ¢. Hosi Herpieui,
ByJ. Isana ®panka, 19)

(HaiiMeHyBaHHs Ta MiCLe3HaXokeHHs naGoparopii, 1o nposesta aGopatopnuii ananis AKOCTH)

BHCHOBOK 1IOJI0 SKOCT] JiKapchkoro 3acoby, Buanwii maGoparopieto sin 14.03.2025 Ne 0339

Pe3ynbTaTh NabopaTopHOTO aHANi3Y JKOCTI TiKapchKoro 3acoby 3a MePeBipCHUMH TIOKa3HHUKAMH BignmosigaoTs
BHUMOT'aM METOXIB KOHTPOIIO AKOCTI (aHANITHYHO-HOPMATHBHOI JIOKYMEHTALI).

3a pesyiabTaTaMH  JIEPKABHOTO KOHTPOJIO  BCTAHOBJICHO, 1UO nmikapcekuii  3aci6 BBeseHo B YkpaiHy 3

Omnsra EPBOMEHKO

{rinmuc) (imigiamu ta npizsuie)




Tepexnaj 3 aHMIACEKO] MOBY Ha YKPAIHCBKY
Acrpa3enexa FOK Jlimiren *
Cink Poaa Bizuec lapk: Makkneding - Hemnp - Bennka Bputania- SK10 2NA
Tei.: + 44 (0) 1625 582828 dakc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTUODIKAT AHAJIIZY
APUMIJEKC 1 mr tadnerku, Ne28
(BKpUTI IUIIBKOBOIO 000JOHKOI0 TAGJETKH , AKTUBHICTE: 1 M)
14 Taénerox y 6Jtictepi, nmo 2 Gaicrepa B kKapTOHHil KopoOui
AKTHBHA pevyonHa: Anacrpason 1 mr

Cepin SP448
JlaTta BUpoOHUITBA 13 JIrotoro 2024
Tepmin npugaTHoCTi 31 Ciunsn 2029
Homep Jsinensii Ha BUpOOHNLTEO 17901
Homep peecTpaniiHoro noceiqueHHs UA/2417/01/01
Kpaina imnoprep Yxpaina
BUITPOBYBAHHSI KPUTEPH NMPUITHATHOCTI PE3VJIBTAT
Onuc (Bisyanbhiii ananis) Kpyrmi, 6ini, gsoonykni TabneTky, BKPUTI mIiBKoBoIo  Bixnogigae
obGononkoro. TabieTky BUTpaBiroBaHi
Cepenns Mmaca 97 - 107 Mr 102 mMr
Pozunnenns (BEPX) TToBuHEH BiNMOBIATH BUMOTaM Binmosinae
®apmakorrei CIHA. Q = 80 % 3a 30 xBuuH.
Bwmicr xirouoi pewopunu (BEPX) 95 — 105 % Big HOMIHAJILHOTO BMICTY 99 % Bix
HOMIHQTBHOT'O BMICTY
Onnopimuicrs Bmicty (BEPX) [ToBuHeH BiAMOBiNATH BUMOTAM Binnoginac
(apmakorei CLIA Ta €sp. Papm.
Bwmicr BOIU (Kyaounomerpnunuii  He Ginsiie Hix 7.0 % M/M 5.3% m/m
Tatpumerp Kapna ®inrepa)
InenTndikanin 3a ronomororo I'Y IToBHHEH BIZMOBIAATH 3aTBEPIPKEHOMY TECTY Bigrosinae

Kpaina noxomxennsa: CHIA

Bupo6Huk, pinnosigansuuii 3a «in bulk»:

Actpa3enexa Gapmacektorukanc JITI, 587 Ong Bantumope ITike, HetoApk, Jenarape, CLIA,19702
FDA Inentuduxaniitynit Homep ycranosu 2517100

Bupofnuk, BignoBizansumii 3a naKyBaHHd Ta BUNIYCK cepil:

Actpa3enexa FOK Jlimiten, Cink Poax Bisuec Iapk, Maxkncding, SK102NA, Bennka bpuranis
MIA: UK MIA 17901

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

Kinpxkicrs cepii: 4 320 ym.
Hara sunycky: 24 Yepeus 2024

3akJi0uHe MOJI0KCHHA:

JlaumM DiATBEPKYIO, IO BULIEBKA3aHa iHdopMaLlis € ZOCTOBIpHOIO | npaBuinbHO0. lana cepis Oyia BUrOTOBIEHA, BKIHOYAIOUH
NaKyBaiHa/MapKyBaHHs i KOHTPOJIb SKOCTI, B TIOBHIN Bixnosin#octi 3 BuMoraMn GMP noxansHOro peryistopHoro opramy 14
sriguo cnennixaliii peecTpaliitHoro goche Kpainy iMnoprepa. Cepiiiie BUPOGHMIITEO, TAKYBAHHS T4 POTOKOIHM aHANI3Y
nepeBipeni | BCTAHOBJIEHO, L0 BOHK BiATIOBIAat0TL BuMoram GMP.

Bunyck cxBancHo: Merrt apkin MeHemkep 3 3a0C3MCUEHHS IKOCTI
YnoeHOBaxcHa 0coba
(EneKTpoHHUIA TAHUC € IOPHAMIHO 0GOB I3KOBHM CKBIBAJICHTOM BIACHOPYHHOTO MIATIHCY)

Crop. 1 3 2
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3arBepaKEeHHA TOKYMEHTY

3aTBEPIKEHHS 31 CTOPOHH sKOCTI

Jxex Byn
jack.wood! @astrazeneca.com
22-Cepuns-2024 07:38:32 GMT+0000
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AstraZeneca UK Llmited -

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.

Bo2Us7RIISY

RESULT

Complies

102 mg

Complies

99% of nominal content

Complies

5.3% wiw

Complies
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AstraZeneca UK Limited
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

pooUo/ZellISY

Batch Number SP448
Date of Manufacture 13th 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:

[ 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.Woodl @astrazeneca.com

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

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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