Actpa3eneka IOK Jlimiren -

Cink Poan Biznec Iapk- Makkacding - Yewmnp - Bennka Bpuranis: SK10 2NA
Ten.: + 44 (0) 1625 582828 Makc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTH®IKAT AHAJII3Y

KPECTOP 10 mr, 28 Taénerox
(TabJeTKkH, BKpUTI I1iBKOBOIO 000.10HKO10, aKTHBHICTE: 10 Mr)
no 14 Tabaerox B 6aicTepi; no 2 Gaicrepa B KapTOHHIH Kopooui

@eoauezensv

AKTHBHA PeYOBHHA: PO3YBACTATHH KaJbIlis (10 Mr posyBacraTuny)

Howmep cepii

Mata BUpoGHHIITBa

Harta 3aKkiHueHHs CTPOKy NpHIaTHOCTI

Homep ninensii na BHPOOHHIITBO

HoMmep peectpaniiinoro nocsiguenns

BHIIPOBYBAHHSA

Onuc (BisyannHuii anais)

Posunnenns (X = 75% sin
3HaYeHHs, 3a3HAYEHOr0 HA
eTukerui) (BEPX)

Bmict ZD4522
(B nepepaxynxy na ZD4522
BibHY KuciioTy) (BEPX)

Inentudikanis (BEPX)

RP574
14 aucromana 2020
31 :xoBTHH 2023
17901
UA/3772/01/01
KPUTEPI NPUHHATHOCTI PE3VJIBTAT
PoxxeBa, BKpuTa ILTiBKOBOIO obononxoto, Kpyrna,  Bianosinae
ABOOTYKIIA, NPHOIU3HO 7 MM (miameTp);
BHTpaBiloBaHa TabJIeTKa; Ha TULBOBIH CTOPOHI
«ZDA4522 10»,
Ha 3BOPOTHiii CTOpoHi HiYoro.
Cragis 1: BuMoryu BBaxaroThcs BHUKOHAHHMH, Bianosinae

AKIIO 17 KOXKHOI 3 6 BUIPOGOBYBaHHX TabeTok
PO34MHEHHA Yepe3 30 XBIWIMH He MeHIIe, Hixk X
+5.

Cragis 2: TecTyloTh 10AaTKOBO 6 TabieToK.
Bumory BBaxaoTscs BUKOHAHMMH, sKIIO
CEpeaHE 3HaYCHHS PO3YUHEHHA s 12 Tabnerox
Ginbie aGo nopisuioe X, a TabaeTKH 3
PO3UMHEHHAM MeHIue, Hixk X-15 yepes 30 xBuymn
BiACYTHI.

Crapis 3: TectyroTs nonaTkoBo 12 TaGieTox.
BuMorn BBaXaioThest BUKOHAHMMY, SKIIO
CCPEIIHE 3HAUCHHS PO3UMHEHHS U1 24 TablIeTok
Ginbure a6o fopiBHIoe X; posuMHeHHs He Gibie
2 TaGnerox MeHuwe, Hix X-15, 2 TabeTka 3
PO3YMHEHHAM MeHIIe, Hix X-25 uepes 30 xsummy
BiICYTH3.

95% - 105% Bin 3asBieHOrO BMICTy
9,5 - 10,5 Mr/tabnerka

Binnosinae 3aTBEPIDKEHOMY BUNIPOOYBaHHIO

o v 040/ &4 01240 (O

10.0 mr/Tabnerka

Bignosinae
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Actpa3eneka IOK Jlimiten -

Cink Poap Bisnec ITapk- Makkicdina - Yemmp - Bennka Bputanin- SK10 2NA
Ten.: + 44 (0) 1625 582828 dakc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTUDIKAT AHAJII3Y
KPECTOP 10 mr, 28 TabaeTox

%e:)auezensv

(TabneTkn, BKpPUTi ITIBKOBOIO 00010HKO0I0, AKTHBHICTL: 10 M)
no 14 Ta6aerok B OaicTepi; mo 2 GaicTepa B kapToHHil Kopo6ui
AKTHBHA Pe4OBHHA: PO3YBaCTaTHH Kaiablis (10 Mr po3yBacTaTnny)

Howmep cepii

Jata BUpOOHHIITBA

Jlata 3aKiH4EHHS CTPOKY NPHIATHOCTI

HomMep JtinieH3ii Ha BUpOGHHLITBO

Homep peectpaliiifHoro nocsigaeHHs

BUIIPOBYBAHHS

OnnopignicTs BMicTY

(Yo)

Bmict Boau (Kapia ®imepa
KyJIOMeTpHYiHe THTPYBAHHSA)

ITponyxTu perpaganii

(BEPX)

- ZD4522 B2

- ZD4522 (3R, 5S) Jlakton

- Hecnemmoikosani npoayxru
Aerpajarii

- Cyma Bcix mpoaykrtis aerpaganii

Mikpo6iosoriunmii
KOHTPOJIb

- 3aranpHe uncio 6akrepiii
- 3aranpHa KinbKicTh rpubis
- E coli

InenTudikanin saniza(1ll) oxcuga

RP574

14 aucronana 2020

17901

KPUTEPI HPUMHATHOCTI

Cranig 1: BuMora BBaXaeThcsl BAKOHAHOIO, AKILO
xoana 3 10 BumpoGoByBaHUX TaGNETOK He
BHMXOJIMTH 33 MeXi AianasoHy Bix 85,0 % o 115,0
% Bin 3aseneHoro BMmicty i BCB, % (n = 10)
cknanae 6,0 % abo mexme.

Cranis 2: Tectyiots nomatkoBo 20 TabeToK.
BuMory BBaXAlOTBCS BHKOHAHHMH, SKIIO HE
Ginpme Hix 1 3 30 TabneTOK BUXOAMTE 32 Mexi
Aianasony Bix 85,0 % no 115,0 % Bin 3aseneHoro
BMiCTy, Hi | TabieTka He MOBMHHA BUXOOMTH 33
Mexi nianasony Bix 75,0 % no 125,0 % i BCB, %
(n = 30) He moBUHHO nepeBHuIyBatH 7,8 %.

<5,5 % no maci

< 0,6 % no Mmaci
<0,2 % no maci
<0,2 % no maci

<0,8 % no maci

<1000 KYO/r-
<100 KYO/r
Bincyrsi

Ilo3uTnBHa

31 sxoBTHH 2023

UA/3772/01/01

PE3YJIbTAT

Binnosinae

4,9 % mo maci

0,1 % 1o maci
<0,1 % no Mmaci
0,0 % no Maci

0,1 % no Maci

Tect He npoBoauBCA
Tect He npoBoAUBCH
Tect He npoBoHBCS

Tect He npoBoAMBCH
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InenTudikaunia TuraHa giokcnaa IlosutnBHA Tect He nmpoBoaMBCS
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Actpa3eneka IOK Jlimiren -
Cinx Poan Bisnec ITapk: Makkicgina - Yemmp - Bennka Bpuranis: SK10 2NA
Ten.: + 44 (0) 1625 582828 ®axc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTHU®IKAT AHAJII3Y
KPECTOP 10 mr, 28 TabaeTox
(TabJeTKH, BKPHTi IUTIBKOBOIO 060JI0HK0I0, AKTHBHICTL: 10 MT)
1o 14 Ta6ierox B GaicTepi; mo 2 Gaicrepa B KapToHHil KopoGui
AKTHBHA pe4OBHHA: PO3YBacTaTHH Kaabuis (10 mr po3yBacTaTHHY)

Howmep cepii RP574

Hata BupoGHHIITBA 14 aucromana 2020

JlaTta 3aKiH4eHHs CTPOKY NPHAATHOCTI 31 sxoBTH 2023

Homep ninensii Ha BApOGHULITBO 17901

Homep peectpariiiinoro nocsimueHns UA/3772/01/01
BUIIPOBYBAHHS KPUTEPI IPUAHATHOCTI PE3YJIBTAT

Kpaina noxopkenns: Ilyepro Piko/CIIIA

Bupobnux “in-bulk”:

A#AITiEp ®apMmacsiotukanc IHK.,

Kapp 188 Jlote 17, Can Icinopo Innactpian Iapk, n/c 1624, Kanosanac, ITyepro-Piko 00729, CIIIA
GMP Ne: UK GMP 15822 Insp GMP 15822/12983-0004

Bupo6uux, BinnosinaanLuuii 3a nakyBanus, KOHTPOJIb SIKOCTi Ta BHITYCK cepii:
Acrpa3enexa IOK Jlimiten, Cink Poan Biznec Iapx, Maxkncoinn, Benuka Bputanis, SK10 2NA
MIA: UK MIA 17901

GMP Ne: UK MIA 17901 Insp GMP 17901/10117-0039

Kinbkicts: 19600 ym.
Hara Bunycky: 27 ciuns 2021

3aKaI04He NO0JI0KEHHA:

JlanvM niATBepIKYIO, 110 BHIIEBKA3aHA iH(opmania € nocToBipHOIO i NpaBMIbHOMW0. lana cepis Gyna BUrOTOBNICHA,
BKJIIO4AI0YH yNIaKOBKY/MapKyBaHHA i KOHTPOIBb AKOCTI, B OBHIH BiAMOBiMHOCTI 3 BuMoramu GMP JIOKaJIEHOTO
PETYIATOPHOTO OpraHy Ta 3TiHO crenudikauiil peecTpaniiHoOro Kocke KpaiHu iMnioprepa. Cepiline BUPOGHULTBO
Ta IPOTOKOJIM aHAI3Y NEPEBiPEHi i BCTAHOBIEHO, 1110 BOHH BiANOBiAat0T BHMOram GMP.

IMipnucano [mignuc/ Mara: 18 sirotoro 2021
HAesin O.B. [[xeMicoH (Menemxep 3 3a6e3neueHus AKOCTI)
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VYnoBHoBaxkeHa ocoba
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AstraZeneca UK Limited:
Silk Road Business Park - Macclesfleld- Cheshire - United Kingdom + SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

CRESTOR® 10mg, 28 TBL
(Film coated Tablets, Strength 10mg)
14 tablets in a blister; 2 blisters in a carton box

Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

D BddUsZRISY

Batch RP574

Date of Manufacture 14t November 2020

Date of Expiry 31% October 2023

Manufacture Authorisation Number (MIA) 17901

Marketing Authorisation Number UA/3772/01/01

TEST ACCEPTANCE CRITERIA RESULT
Description (Visual Analysis) Pink, film-coated, round, biconvex, Complies

approximately 7mm (diameter)
intagliated tablet; obverse side “ZD4522
10” reverse side none.

Dissolution (X=75% of label claim)  Stage 1: Requirements are met if each of  Complies

(HPLC)

the 6 tablets is not less than X+5 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.

204522 Content (as ZD4522 free 95%-105% of label claim

acid) (HPLC) 9.5-10.5 mg/tablet 10.0 mg/tablet
Identification (HPLC) Complies with the approved test Complies
Content uniformity (UV) Stage I: The requirement is met if none Complies

of the 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 tested is outside the

range of 85.0% to 115.0% of label claim,

Page 1




AstraZeneca UK Limited-

Slik 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® 10mg, 28 TBL
(Film coated Tablets, Strength 10mg)

14 tablets in a blister; 2 blisters in a carton box
Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

Batch
Date of Manufacture
Date of Expiry

Manufacture Authorisation Number (MIA)

Marketing Authorisation Number

TEST

Water content (Karl Fischer
Coulometric titration)

Degradation Products (HPLC)
ZD4522 B2
ZD4522 (3R, 5S) Lactone
Unspecifieds
Total of all

Microbiological testing
Total bacterial count
Total fungal count
E Coli
Identification of iron(111) oxide

Identification of titanium dioxide

NP edsuaZEIISY

RP574

14't November 2020
31% October 2023
17901
UA/3772/01/01

ACCEPTANCE CRITERIA RESULT

no tablet is outside the range of 75.0% to
125.0% and the %RSD
(n =30) does not exceed 7.8%

<=5.5 %wlw

<= 0.6% wiw
<=0.2% wiw
<= 0.2% wiw
<=10.8% wiw

<1000 cfu/g
<100 cfu/g
Absent
Positive

Positive

4.9 % wiw

0.1 % wiw
<0.1 % w/w
0.0 % w/w
0.1 % w/w

Test not performed
Test not performed
Test not performed
Test not performed

Test not performed
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AstraZenoca UK Limited-
Silk Road Business Park - Macclesfisld- Cheshire - United Kingdom - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

CRESTOR® 10mg, 28 TBL
(Film coated Tablets, Strength 10mg)

14 tablets in a blister; 2 blisters in a carton box
Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

MR eoaUIZRIISY

Batch RP574

Date of Manufacture 14" November 2020

Date of Expiry 31% October 2023

Manufacture Authorisation Number (MIA) 17901

Marketing Authorisation Number UA/3772/01/01

TEST ACCEPTANCE CRITERIA RESULT

Country of Origin Puerto Rico/USA

Bulk Manufacture : IPR PHARMACEUTICALS INCORPORATED, CARR 188 LOTE 17, SAN
ISIDORO INDUSTRIAL PARK, PO BOX 1624, CANOVANAS, PUERTO
RICO 00729, United States
GMP Certificate Number: UK GMP 15822 Insp GMP 15822/12983-0004

QC Testing, Packaging and Release by:
ASTRAZENECA UK LIMITED, SILK ROAD BUSINESS PARK,
MACCLESFIELD, SK10 2NA, United Kingdom
MIA: UK MIA 17901
GMP Certificate Number: UK MIA 17901 Insp GMP 17901/10117-0039

Quantity: 19,600
Date of Release: 27% January 2021
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 and analysis records were reviewed and
found to be in compliance with GMP

Signed \R@—»\ Date: \?& %&nyﬁ( ’2974

David O.Mi&% (QA Manager) 3
Qualified Person

Page 3




HAEPXJIIKCITYXKBA
AEPIKABHA CJIYV)KBA 3 JIKAPCBKHX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHIBCHKIN OBJIACTI

npocnexT Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTL BBE3eHOro B YKpainy JikapcbKoro 3aco0y

19.04.2021 Ne 18260/21/10

KPECTOP

(HafiMeHyBanHs JTikapchkoro 3acoby 3riHo 3 peecTpaLiiHuM MOCBiYEHHAM)
Ta0JIeTKH, BKPHTI ILTIBKOBOIO 06010HK010, 0 10 Mr; mo 14 Ta6eTox y Oaicrepi; mo 2
OnicTepn B KapTOHHIl Kopo6ui

(¢opma BumycKy, 103yBaHHS, BUI NAKYBaHHS JIKAPCHKOTO 3acoly)

Howmep peectpauiittoro nocsinuenns UA/3772/01/01 crpo aii peectpauitttoro nocsinuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne RP574 KinbkicTs BBE3€HOrO NMiKapchkoro 3acoby 840
Bupo6HuK Acrtpa3eneka IOK Jlimiten, Benuka Bpuranis
(naliMenyBaHHA BHPOGHHKA JTIkapCHKOTO 3aco0y, KpaiHa MOXOMIKEHHS)
BaeseHo B Vikpaiuy Cniibne ykpaincsko-ecToHCbKe IinpHeMCTBO y dopmi TOBapHCTBA
3 00MesKeHO10 BiInoBigaaLHicTIO "Onriva-®apm, JITX", inent. xox:
21642228

(nalimenyBaHHs Ta koA 3a CJIPTIOY 1opuan4HOi 0cobu a6o npissuiie, iM's, N0 6aThkoBi ¢isuunoi
0CO0H - minpueMu, i MicLie MPOXUBAHHS Ta peccTpauifHumit HOMep 00NiKOBOT KapTKM IIATHAKA
nozgatkis aGo cepis Ta Homep nacnopra)

IIpotoxon Bisyannnoro konrpomo sin 09.04.2021 N» 1102/15.

3a pesynbTaTaMM IEpKAaBHOTO KOHTPONIO BCTAHOBJEHO, LIO JiKapchkuif 3aci6 BBeseHO B Vkpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA MO0 3a6e3NeYeH s AKOCTI NiKapceKHX 3aco6iB,
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