Actpa3enexa IOK Jlimiren
Cink Poan Biznec Ilapk: Makkacding - Yemnp - Bennka Epurania- SK10 2NA
Ten.: + 44 (0) 1625 582828 Mdakc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTU®IKAT AHAJII3Y
KPECTOP 5 mr, 28 Ta6aerox
(TabJeTkH, BKpUTI NJIiBKOBOIO 000,10HKO010, AKTHBHICT: 5 Mr)
no 14 taénerox B GJicrepi; o 2 baicrepa B kapTonHiii kKopo6ui
AKTHBH2 peJOBHMHA: PO3yBACTATHH KaJIb1iio (S Mr po3yBacraTuny)

eJauazZel]sy

Howmep cepii RP575

Hata BUpoGHuUIITBA 10 :xoBTHA 2020

Jlata 3aKiHYEHHS CTPOKY NPUIATHOCTI 30 Bepecus 2023

Howmep ninensii Ha BUpoGHULITEO 17901
UA/3772/01/04

Homep peectpaiiinoro nocsiguenns

BHUIIPOBYBAHHSA KPATEPII NPHIAHSATHOCTI PE3YJIbTAT

Onuc (BisyansHuii anasniz) XKoBTa, BKpHTA IITiBKOBOIO 0060I0HKOI0, KpyTIIa, Binnosinae
ABOONYyKNa, NPUOIN3HO 7 MM (ZiaMeTp); BUI'paBiloOBaHa
TabNeTKa; Ha THLBOBIi CTOpoHi «ZD4522 5», Ha
3BOPOTHi CTOPOHI HiYoro.

Posunnenns (X = 75% sin Cragnis 1: BUMord BBakaroTscs BUKOHAHUMH, SKIIO IS Bignosinae
3HaYeHHs, 323HAYEHOr0 Ha KOXHOI 3 6 BANPOGOBYBaHUX TaGIeTOK PO34HHEHHS Yepes
eTukerui) (BEPX) 30 xBHIMH He MeHIe, Hik X + 5.

Cranis 2: TecTy0Th 104aTKOBO 6 TabeTOK. Bumorn
BBAXAIOTHCA BUKOHaHUMH, AKILO CEPEHE 3HAYECHHS
PO3UMHEHHA [ 12 TabneTok Ginbiue a6o nopisHioe X, a
TabJIETKH 3 PO3YMHEHHAM MeHIIE, Hik X-15 yepes 30
XBHJIMH BiACYTHI.

Cranis 3: Tectyiots fonaTtkoso 12 TaGierox. Bumoru
BBAXAIOTHCA BUKOHAHUMM, AKINO CEPENHE 3HAUCHHS
PO3uNHEHHS 114 24 tabnerox 6inbine aGo JopiBHIOE X;
PO3YHHCHHSA He Ginbuie 2 TaGueTok MeHIne, Hix X-15, a
TableTka 3 PO3YUHEHHAM MeHIIeE, Hix X-25 yepes 30
XBHJIMH BiCyTHS.

Bmicr ZD4522 (BEPX) 95%-105% Bin 3asBieHO} KinbKOCT] 5,15mr/Tabnerka
(B mepepaxynxy Ha ZD4522 4,75 - 5,25 mr/rabnerxa

BilIbHY KHCJI0TY)

Inentudikauin, (BEPX) Bingnosinae 3aTBCPIKCHOMY BHIIPOGYBAHHIO Binnorinae
Onnopignictn BMicTy Cranis 1: Bumora BBaxkaeTbes BUKOHAHOIO, SKIIO o0AHa 3  Bianosinae
(Y® meronom) 10 BunpoGoByBanNx TaGneToK He BUXOAMTD 33 MEXi

Aiana3soHy Bia 85,0 % no 115,0 % pix 3aseaeHOrO BMicTy i
BCB,% (n = 10) cknanae 6,0 % abo menme.

Crapnia 2: Tectytots momaTkoso 20 Tabnetox. Bumoru
BBAXAI0TbCA BUKOHAHUMH, AKINO HE Oinbine Hik 1 3 30
TabNETOK BUXOAHTH 32 Mexi nianasoHy Bix 85,0 % no
115,0 % Bin 3assnesoro BMicTy, Hi 1 Tabnerxka me
TNOBMHHA BUXOIMTH 32 Mexi Aiamasomy Big 75,0 % no
125,0 % i BCB,% (n = 30) ue noBusHO nepeBHIyBaTH 7,8
%.
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Acrtpa3eneka IOK Jlimiren -

Cinxk Poan Biznec ITapx: Makkcdinn - Yemup - Beankobpuranin- SK10 2NA

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

CEPTU®DIKAT AHAJII3Y

KPECTOP 5 mr, 28 Ta61eTok

(Tab1eTkH, BKpUTI MIIiBKOBOIO 000J10HK010, AKTHBHICTD: 5 M)
no 14 Tabaerox B Gaicrepi; mo 2 OuicTepa B KapToHHiii Kopo6ui
AKTHBHA PEYOBHHA: PO3yBACTATHH KAJbIiI0 (5 Mr posyBacraTuny)

Howmep cepii
Hata BUpoGHHUIITBA

Jlata 3aKiH9EeHHs CTPOKY NPHIATHOCTI

Howmep ninensii Ha Bupo6GHUIITRO

HoMmep peectpauiiinoro nocsiquenns

BHUITPOBYBAHHS

BmicT Boan (MeToxom Kapaa
Dimepa KyJoMeTpHIHOT
THTPUMeTii)

Hponyxrn nerpananii

(BEPX)

- ZD4522 B2

- ZDA4522 (3R, 58) JlaxTon

- Hecneundixosani npoayxu
aerpananii

- Cyma Bcix mpoayxris aerpananii

Mixkpo6ionoriunmii
KOHTPOJIb

- 3aranbHe yncino GakTepiit
- 3aranbHa KinbkicTs rpu6is
- E coli

Inentndixanis 3aniza (111 OKcHOy
Inentndikanis Turany Aiokcuay

RPS75
10 sxoBTHA 2020
30 Bepecusn 2023

17901
UA/3772/01/04

KPUTEPII IPMHHATHOCTI

<5,5 % no maci

<0,6 % no Maci
<0,2 % 1o Maci
<0,2 % no Maci

<0,8 % no Maci

<1000 KYO/r
<100 KYO/r
Biacyrni
Ilo3sutuBHA
TTosutnBHA

PE3YJIBTAT

4,9% no Maci

0,1% mno maci
0,1% no maci
0,0% mo maci

0,1% no Maci

Tecr He npoBoaMBCs
Tecr He nposoanBcs
Tect He nposoaMBCA

Tect ne TNIPOBOJHUBCH
Tect He TNPpOBOMBCH

Crop.233



Acrpa3eneka IOK Jlimiren - :
Cinx Poan Biznec ITapx- Makkicing - Yemnp - Besnko6purania- SK10 2NA
Tean.: + 44 (0) 1625 582828 dakc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTH®OIKAT AHAJII3Y
KPECTOP 5 mr, 28 Tabaerox
(TabneTkn, BKpUTI NIIiBKOBOIO 000/10HKO10, AKTHBHICTB: 5 MT)
no 14 Tabaerox B Gaicrepi; mo 2 baicTepa B KapToHHii Kopo6ui
AKTHBHA PeYOBHHA: PO3yBacTaTHH KaJb1ilio (5 Mr po3yBacraTuny)

éeaeuezeusv

Howmep cepii RP575

Hata BUpoGHHUIITBA 10 :xoBTHS 2020

Hlara 3akiHYeHHs CTpoKy npHAaTHOCTI 30 Bepecns 2023

Howmep ninensii Ha BupoGHuIITEO 17901
UA/3772/01/04

Howmep peectpauiiinoro nocsimuennus

BUIIPOBYBAHHS KPUTEPIi NPUHHATHOCTI PE3VJILTAT

Kpaina noxonskenns: Ilyepro Pixo/CIIA

Bupo6uuk “in-bulk”:

AHITiEp ®apmacsrotukac Ink.,

Kapp 188 Jlore 17, Can Icinopo Innacrpian IMapxk, n/c 1624, Kanosanac, ITyepro-Pixo, 00729, CIIIA.
GMP: UK GMP 15822 Insp GMP 15822/ 12983-0004

Bupo6unk, Bignosinannuuii 3a BHIYCK cepii, nakyBaHHs Ta KOHTPOJIb AKOCTI

Actpa3eneka IOK Jhimiten, Cink Poan Bisnec Hapk, Maxkkncoing, Bennka bpurania, SK10 2NA
Jlinensisa Ha Bupo6HULTRO: UK MIA 17901

GMP Ne UK MIA 17901 Insp GMP 17901/101 17-0039

Kinbkicts : 17 850 yn
Hara Bunycky: 29 ciung 2021

3ak1104He N0/10KeH s

MaHuM nixTBepmKYIO, IO BUMEBKA3aHa indopmanis € JIOCTOBIPHOIO i IPaBHIBHOIO. Hana cepis 6yna BHTOTOBJIEHA,
BIJIIOYAIOYH YIIAKOBKY/MapKyBaHHA i KOHTPOME AKOCT], B NOBHI}{ BiANOBIAHOCT 3 BUMOTaMy GMP nokansHoro
PETYJATOPHOTO OpraHy Ta 3riaHo cnenudixaniit PpeecTpaniiinoro nocke kpainu imMnoprepa. Cepiitne BHPOOHHUIITBO
Ta IPOTOKOJIM aHali3y nepesipeH; i BCTaHOBJICHO, IO BOHHU BiANOBiNa0Th BumMoram GMP.

Hianucano [minnuc/ Hata: 18 mororo 2021
Hesin O.B. Jxxemicon (Menenxep 3 3a6e3neuenns axocti)
YnoBHoBaxena oco6a
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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 422268 - astrazeneca.com

CERTIFICATE OF ANALYSIS

CRESTOR® 5mg, 28 TBL
(Film coated Tablets, Strength 5mg)
14 tablets in a blister; 2 blisters in a carton box

Active Substance: Rosuvastatin Calcium (Smg Rosuvastatin)

Batch RP575

Date of Manufacture 10*: October 2020
Date of Expiry 30"t September 2023
Manufacture Authorisation Number MIA) 17901

Marketing Authorisation Number UA/3772/01/04

TEST ACCEPTANCE CRITERIA

Description (Visnal Analysis) Yellow, film-coated, round, biconvex,

approximately 7mm (diameter), intagliated
tablet; obverse side “ZD4522 57, reverse side
none.

Dissolution (X=75% of label claim) Stage 1: Requirements are met if each of the 6

(HPLC)

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.

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

acid) (HPLC)

4.75 - 5.25 mg/tablet

Identification (HPLC) Complies with the approved test

Content Uniformity (UAY] Stage 1: The requirement is met if none 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, no tablet is outside the
range of 75.0% to 125.0% and the %RSD

(n =30) does not exceed 7.8%

XA edsuazelsy

RESULT

Complies

Complies

5.15 mg/tablet
Complies

Complies

Page 1




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® 5mg, 28 TBL
(Film coated Tablets, Strength 5mg)
14 tablets in a blister; 2 blisters in a carton box

Active Substance: Rosuvastatin Calcium (5mg 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)
ZDA4522 B2
ZDA4522 (3R, 58) Lactone
Unspecifieds
Total of all

Microbiological testing
Total bacterial count
Total fungal count
E Coli
Identification of iron(I1I) oxide

Identification of titanium dioxide

RP575

10*t October 2020

30 September 2023

17901

UA/3772/01/04
ACCEPTANCE CRITERIA RESULT
<=5.5 %wiw 4.9 % wiw
<=0.6% w/w 0.1 % wiw
<=0.2% wiw 0.1 % wiw
<=0.2% w/w 0.0 % wiw
<=0.8% w/w 0.1 % wiw
<1000 cfu/g Test not performed
<100 cfu/g Test not performed
Absent Test not performed
Positive Test not performed
Positive Test not performed

NP ed8uUaZRASY
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AstraZeneca UK Limited-
Silk Road Business Park - Macclesfield- Cheshire - United Kingdom - SK10 2NA
T: +44 (0) 1625 532828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

CRESTOR® 5mg, 28 TBL
(Film coated Tablets, Strength Smg)
14 tablets in a blister; 2 blisters in a carton box

Active Substance: Rosuvastatin Calcium (Smg Rosuvastatin)

NP edsuazensy

Batch RP575

Date of Manufacture 10'® October 2020

Date of Expiry 30 September 2023
Manufacture Authorisation Number MIA) 17901

Marketing Authorisation Number UA/3772/01/04

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: 17,850
Date of Release: 29* January 2021
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

T L
Signed \h\«.&- Date: \Y \7:}11‘," (X

David O. B.\\.lamilso‘tQ(QA Manager) j

Qualified Person
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AEPXJIIKCITYXKBA
AEPKABHA CJIYXBA 3 JIIKAPCBKHX 3ACOFBIB TA KOHTPOJIIO 3A

HAPKOTUKAMMH Y KUIBCBHKIN OBJIACTI

npocnekt Banepis Jlo6aHoBcekoro, 51, M. Kuie, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Mpo SIKIiCTH BBE3€HOro B YKpaiHy JikapchKoro 3acoby

19.04.2021 Ne 18263/21/10

KPECTOP

(nafiMeHyBaHHA NikapcEKOro 32c06y 3riAHO 3 peecTpaLiiHIM NOCBIT4CHHAM)
Ta01eTKH, BKPHTI NIiBKOBOI0 060J10HKOI0, 10 5 Mr; o 14 TabaeTok y Oaicrepi; mo 2 6aicrepu
B KapTOHHIl KopoO6i

(¢opma Bumycky, 103yBaHHS, BH/ NIAKYBAHHS JIKapCHKOro 3ac00y)

Howmep peectpauiitsoro nocsimuenns UA/3772/01/04 crpox aii peectpauiittoro noceizuerns 01.01.2099

Cepisa nixkapcekoro 3aco6y Ne RP575 Kinskicts BBe3eHOrO Nikapchkoro 3acoGy 1400
Bupo6Huk Actpa3enexa IOK Jlimiten, Benmka Bpuranis
(naliMeHyBauHs BUPOGHHKA JikapchKOro 3acoby, KpaiHa MOXOMKCHHS)
BaeseHo B Vkpainy CriabHe yxpaiHcbKo-ecTOHCEKe IiANpHEMCTBO y $popmi ToBapHcTBa
3 00MeXEeHOI0 BiAnoBiAaNbHICTIO "OnrimMa-®apm, JITA", inenr. kox:
21642228

(HafimeHyBaHHs Ta kod 3a €JIPTIOY 1opuaununoi oco6u abo npissuile, iM'1, Mo GatbkoBi dizHuHoT
0co0M - manpreMus, ii MicLie MPOXHBaHHS Ta peecTpaLtifuuit Homep 06iKoBOT KapTKH IIaTHUKA
nojarkis a6o cepid Ta HOMep nacnopTa)

IIpoTokon BisyassHoro kortpomo Bin 19.04.2021 Ne 1102/18.

3a pesyneTaTaMM JEPXABHOTO KOHTPOMIO BCTAHOBJIEHO, IO nikapceknii  3aci6 BBeseHo B VYkpaiHy 3

AOTPHMAHHSAM BHMOr 32KOHOJABCTBA WONO 3a6e3neueHHs AKPLTI NiKaPCHKHX 3acOBiB.
s P e
— \"-.‘

Onexciit COJIOJIPAIA

(mianuc) (iniuiany Ta npizsuiie)
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