MepeKknag, 3 aHMAIMCLKOT Ha YKpaiHCbKY MOBY

Actpa3eneka IOK Jimiten -
Cink Poap Bisnec llapx- Makkucding - Yewnp - Bestnka Bpurania- SK10 2NA
Ten.: + 44 (0) 1625 582828 ®axc.: + 44 (0) 1625 422266 astrazeneca.com

ZESY

CEPTUOIKAT AHAJII3Y
KPECTOP 20 mr, 28 TabaeTrok
(Ta6aeTKH, BKPUTi MUIiIBKOBOIO 000J10HK010, aKTHBHICTH: 20 Mr)
o 14 Taénerok y 6aicrepi; no 2 Gaicrepu B KapToHHI KopoGui
AKTHBHA peuoBuHa: PosyBacraTuHy Kaabuito (20 mr PosyBacraTuny)
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Howmep cepii SP312

Jara BUpoOHHMLITBA 12 KBiTns 2024
TepMiH mpuIaTHOCTI 31 bepe3nn 2027
Howmep nintensii Ha Bupo6HuLTBO (MIA) 17901

Homep peecTpaliiifHOro nocBiueHHs UA/3772/01/02
Kpaina iMmnoprep Yxpaina

Kpaina noxomxennst: Illyepro Piko/CIIA

Bupo6uuk “in-bulk”:

A#IIiEp ®apmaceroTukaic Iak.,

Kapp 188 Jlore 17, Can Icinopo Innactpian Iapk, n/c 1624, Kanosanac, [Tyepro-Piko, 00729, CIIA
GMP Ceprudikar Homep: UK GMP 15822 Insp GMP 15822/12983-0004

BupoGHHK, BiINOBiaIbHUI 32 NAKyBaHHsI, KOHTPOJIb TA BUIIYCK cepii:
Acrtpa3enexa IOK JlimiTen,

Cink Poax Bisnec ITapk, Maxkncoing, SK10 2NA, Bennka bpuranis

MIA: UK MIA 17901

GMP Ceprudikar Homep: UK MIA 17901 Insp GMP/GDP 17901/10117-0051

Kinbkicrs cepii: 12 300 ym.

Jlata sunycky: 14 Uepsus 2024

3akiIrovuHe NOJI0KEHHA:

JlaHuM TTATBEpIUKYIO, O BUIEBKa3aHa iHopmallis € LoCTOBIpHOKW i paBuiIbHOI. HaHa cepis oyna
BUTOTOBJIEHA, BKJIOYAIOUN TaKyBaHHA/MAapKYBAHHS | KOHTPOJIb SIKOCTi, B TIOBHI#H BifmOBiAHOCTI 3
pumorami GMP JIOKaIbHOTO PeryisTopHOro oprafy Ta 3TifHO creimdikaliit peecTpauiiHoOro 10Che
Kkpainu immoprepa. CepiitHe BUpOGHMUTBO, 1aKyBaHH: Ta IPOTOKOIIN aHali3y nepepipeHi | BCTAHOBJIEHO,
IO BOHM BijroBifaroTe BUMoram GMP.

Bunyuteno: ®@in CX Jlesic VO 3 BUKOHaHHA IMOAEHHOTO PEECTPY

YroBHOBaXkeHa ocoba

(EJeKTpOHHMI MiXNKC € IOPUIHYHO 000B’I3KOBUM eKBiBAJEHTOM BJIACHOPYYHOrO mignvcy)

Crop.334



pet dold

0000+1LAD 6C:TE €1 $TOT-FHLEO-¢0
0 BISUOZBIISE(D) | [058911813 21pO[3

rroooaled J roryg

11003K HHOdO10 1€ KHHOXIdog1eg

KLHOWANOY BHHXIdogleg

Agow AxaoH|edyA eH Jox9dWIIHE € Terada]




Acrpa3enexa FOK Jlimiren -

Mepeknag 3 aHFAIMCbKOT Ha YKpaiHCbKY MOBY

Cink Poaa Biznec Iapx: Maxwicding - Yemmp - Besmxa Bpurania- SK10 2NA
Ten.: + 44 (0) 1625 582828 daxc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTUODIKAT AHAJII3Y
KPECTOP 20 mr, 28 Tadaerok

(Ta6aeTKH, BKPUTI IUIIBKOBOIO 050JJ0HKOI0, AKTHBHICTH: 20 M)
no 14 Ta6aerox y Guicrepi; mo 2 6aicrepu B KapToHHil Kopo6ui
AKTHBHa peuoBuHa: PosyBacraTuny kanbuiio (20 mr PosyBacraTumny)

Howmep cepii SP312

Jara BupoOHHLITBA 12 KBiTnsa 2024

TepMiH npraaTHOCTI 31 Bepe3us 2027

Homep minensii aa Bupo6uuuTBo (MIA) 17901

Howmep peecTpauiiiHOro rocBiA9eHHs UA/3772/01/02

Kpaina imrioptep Yxpaina

BUIIPOBYBAHHSI KPUTEPIi NPHAHSATHOCTI

Onue Poxkesa, BKpWTa TUIIBKOBOKO  OBGONOHKOIO, Kpyria,
JIBOOITYKJIA, npubnuzno 9,1  mMM  (miamerp),
BUTpaBitoBaHa TableTka; Ha munBoBoMy Goui “ZDA4522
20”,  na3BOPOTHOMY 601 HitOTO.

Posunnenus X=75% sin
3asiBJICHOTO BMiCTY.

Bmict ZD4522 metonom BEPX
(y nepepaxyHky Ha ZD4522
BUILHY KHCIOTY)

InenTudixauis MeToaom
BEPX

Eran 1: BuMOTH BBaXarOThCs BUKOHAHWUMM, SKUIO IS
KOXHOI 3 6 BUnpoGoByBaHMX TAbGNETOK PO3YMHEHHSA
yepes 30 xBuiMH He MeHIue, Hiok X + 5.

Eran 2: Tectyrors mojatkoBo 6 Tabnerok. Bumoru
BBAXAIOTHCS BUKOHAHVMMMU, SKUIO CEPEAHE 3HAYCHHS TS
12 Tabnerok Gimeme a6o mopiearoe X i BigcyTHi
TabeTky 3 po3uMHeHHAM menite, Hibk X-15, uepes 30
XBHIIHH.

Etan 3: Tecryiots jogatkoBo 12 Ttabnerox. Bumoru
BB@XAIOTbCA BHKOHAHMMH, SKUIO CEPENHE 3HAYCHHS
posuvHeHHs s 24 rabnerok Gimue abo nopisnioe X;
posunHeHHA He Ginbue 2 Taberok MeHue, ik X-15, i
BiICYTHA TabJleTKa 3 pO3YMHEHHAM MeHIue, HDx X-25,
yepes 30 XBUIMH,

95% - 105% Bix 3asBIEHOr0 BMICTY

19.0 — 21.0 mr/rabnerky

Bianosinae 3aTBepIDKEHOMY BUNPOOYBaHHIO
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PE3VJIbTAT

Binnosinae

Binnoginae

101%

BMICTY

Bill

3a54BJICHOTO

20.2 Mr/rabnetka

Biagnosigae

Crop. 134
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AST-0158226 v1.0 Status: Approved Approved Date: 03 Oct 2024 Page 3 of 4
7203905UKR SP312 Ukraine COA

AstraZeneca UK Limited-
Silk Road Business Park + Macclesfield: Cheshire - United Kingdom - $K10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

CRESTOR® 20mg, 28 TBL
(Film-coated Tablets, Strength 20mg)
14 tablets in a blister; 2 blisters in a cardboard pack
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Active Substance: Rosuvastatin Calcium (20mg Rosuvastatin)

Batch Number SP312
Date of Manufacture 12th April 2024
Date of Expiry 31st March 2027
Manufacture Authorisation Number (MIA) 17901
Marketing Authorisation Number UA/3772/01/02
Importing Country Ukraine

Country of Origin: Puerto Rico/USA

Bulk manufacturing: IPR Pharmaceuticals Inc.
Carr 188 Lote 17, San Isidoro Industrial Park, PO Box 1624 Canovanas,
Puerto Rico, PR 00729, USA
GMP Certificate Number: UK GMP 15822 Insp GMP 15822/12983-0004

Manufacturer responsible for packaging, control and batch release:
AstraZeneca UK Limited
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: 12300 packs
Date of Release: 14" June 2024
Closing Clause:

1 hereby ecertify 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, packaging and analysis

records were reviewed and found to be in compliance with GMP.
Released by: Phil CH (QAD) Davies QP Daily Register execution
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 03 Oct 2024 14:20 GMT+00:00



00:00+LIND 0Z:1 #207 190 €0 U0 Joxeq eine] Aq panutig

*281 9J0J0q JUAWNIOP Y} JO UOISIOA 18938 AU SI SIYI 29U

0000+LIND 6T:T¢ €1 ¥TOT-0-€0
WO BIAUIZBIISE @) [ [0SSINRID)I1PO[H

[0ssanRIn A1Po[ reaosddy Knjend)

sreaoaddy juswnoo(g

VOO eurenif) Z1£dS ANNS06£0TL
v 30 9%ed  $T0T WO €0 9% pasoiddy  paroiddy smyeis 0 1A 97Z8S10-LSY




AST-0158226 v1.0 Status: Approved Approved Date: 03 Oct 2024 Page 1 of 4
7203905UKR SP312 Ukraine COA

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

CRESTOR® 20mg, 28 TBL
(Film-coated Tablets, Strength 20mg)
14 tablets in a blister; 2 blisters in a cardboard pack
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Active Substance: Rosuvastatin Calcium (20mg Rosuvastatin)

Batch Number SP312

Date of Manufacture 12th April 2024

Date of Expiry 31st Marech 2027

Manufacture Authorisation Number (MIA) 17901

Marketing Authorisation Number UA/3772/01/02

Importing Country Ukraine

TEST ACCEPTANCE CRITERIA RESULT
Description Pink, film-coated, round, biconvex, Complies

approximately 9.1mm (diameter) intagliated
tablet; obverse side “ZD4522 207, reverse side

none
Dissolution Stage 1: Requirements are met if each of the 6 Complies
X=75% of label claim. tablets tested is not less than X+35 after 30

minutes.

Stage 2: Test an additional 6 tablets.
Requirements are met if the average of the 12
tablets is greater than or equal to X and no tablet
less than X-15 after 30 minutes.

Stage 3: Test an additional 12 tablets.
Requirements are met if the average of the 24
tablets is greater than or equal to X, not more
than 2 tablets are less than X-15, and no tablet

is less than X-25 after 30 minutes.

ZDA4522 content by HPLC 95%-105% of label claim 101% of label claim
(as ZD4522 free acid) 19.0 — 21.0 mg/tablet 20.2 mg/tablet
Identification by HPLC Complies with approved test Complies

Content uniformity by UV Stage 1: The requirement is met if none of the Complies

10 tablets tested is outside the range of 85.0% to
115.0% of label claim and the % RSD

(n =10) is 6.0% or less.

Stage 2: Test an additional 20 tablets. The
requirement is met if not more than 1 of the 30
tablets is outside the range of 85.0% to 115.0%
of label claim, no tablet is outside the range of
75.0% to 125.0%, and the % RSD

(11 =30) does not exceed 7.8%.

Check this is the latest version of the document before use.
Printed by Laura Baker on 03 Oct 2024 14:20 GMT+00:00
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