AEPHKABHA CIIYXBA 3 JIIKAPCBKHUX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHIBCHKIA OBJIACTI

npos. Ceimmirsioi Haail, 3, m.Kuie, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IIPTIOY 37078774

BHUCHOBOK
PO SKICTH BBE3eHOro B YKpainy JikapchbKoro 3acody

25.12.2024 Ne 66876/24/10

KPECTOP

(HailMeryBaHHS AiKapcrKoro sacofy 3riano 3 peecTpauiiinnuM nocsi guennan)
TabIeTKH, BRPHTI ILIIBKOBOIO 080/10HK010, 10 10 Mr 10 14 Tabnerox y GmicTepi; no 2 6micrepn
B KapToHuii Kopodii

(thopma BUTIYCKY, MOIYRANHS, BIUT MAKVESHUA HiKapCEEaro 3acoby)

Howmep peectpanifinore nocsigsenna UA/3772/01/01 crpox zii peecrpaniitnoro nocsiguerns 01.01,2099

Cepia aixapcrkore 3acoby Ne SP610 Kinpxicts BBe3eHoro Aikapcsroro 3acoby 1400
BupoBunk Actpa3enexa IOK Jlimitea, Bemmixa Gpurania
{(HafiMenyranna supaBuia TiKapeskoro acedy, kpalHa noxomKeHH)
Beesero B Vpaiuy Crinbie yKpaincbKo-ecToHChKe RIANPHEMCTEO Y Gopmi TosapicTBa
3 o6mexeno1o Bixnopigaabuicrio "Onriva-@apy1, JITHY, izenr. wox:
21642228

(maiisenysanus ta xoa 3a EAPIIOY wopnanunai ocodir abo npissuute, iM's, no GaTEKOBI (B3O
ocobn - mianpuenmng, i sicue nposasakus Ta peccrpatiiiunit nomep obaixopoi KAPTKH DAATHIER
nonarxie afio cepin Ta HoMep naciopTa)

Hporokon Bisyaasuore xoutpoemo sin 19.12.2024 N 4004/15.

3a  peayApTaTaMif [JeKABHOTO KOHTPOAW BCTARHOBNEHO, WO JAikapekKuit 3aci6  BmeseEo B Yxpainy =2
AOTPHMAHHAM BuMor 31K0HORANCTEY IO 3a083MCEHHA AKOCT] AIKAPCHKIX 320618,

Omera EPEOMEHRKO

' {(ninove) {ininfanu Ta npiznHne)




[leperorajt 3 AIvIGHCLKOT MORM 1A ykpaticnky

Actpa3encka FOK Jivirer -

Cink Poan Biznee Mapie: Maxwuedina - Hemnp - Beaniea Bpuranin- SK10 2NA
Ten.: + 44 (0) 1625 582828 daxc.: + 44 (0) 1625 422260 astrazencca.com

CEPTU®GIKAT AHAJIIZY

KPECTOP 10 mr, 28 TabiieTok
(TaGaeTKu, BKPUTI IUIIBKOBOIO 060J101K010, aKTHBHICTL: 10 MI)

no 14 tabjerok B

6aicrepi; o 2 daicrepa B kaprouuiii kopooui

AxTueua peuopuna: PosyBacraTuny kaiapiito (10 mr PosysacraTuny)

Homep cepii
Ilara BUpOOHUIITBA
TepMi 1MPHAATHOCTI

Homep nilensii Ha BAPOGHUIITBO |

SP610
06 Bepezun 2024
28 Jliororo 2027

17901

Homep pe(:CTpauiﬁﬁoro TIOCBITUEHHS : . UA/3772/01/01

Kpaina iMrioptep

BUIIPOBYBAHHSI

Onuc

Posunnennst X = 75% Bin
3asIBJICHOT0 BMICTY.

Buict ZD4522 merogom BEPX (v
tepepaxynry na ZD4522 by
KHCIOTY)

[nenrudikanin merogom BEPX

Ykpaina

KPUTEPI NPUIHSTHOCTI PE3YJILTAT

PorcBa, BKPHTA MIBKOBOIO 0OOIIONKOIO0, KPY T, Bisnogitae
ABOONYKIIA, IPHOII3HO T MM (iaMeTp);

gUTpasifoBala TabieTKa; 1A JHIbOBOMY douti

«7D4522 10, ua ssopoTiomy Golii Hivoro.

Erart |; BUMOIH BRAKAIOTHCH BHKOHAHHMH, SIKULO Bitnoritac
JUT5 KOXKHOT 3 6 BUTPOOORY BannX TabneTok
posuHHenHs Yepes 30 XBUJIHH HE MEHIIE, Hin X
+ 5.

Etan 2; Tectyiors J0HaTKOBO 6 Tabierok.
BUMOrH BBAKAIOTHCH BUKOHAHWMH, AKIIIO
cepeanic suatenns s 12 rabsietox Gibuie abo
popirtoc X i BiacyTHI TAOACTKH 3 POSHHHCIIHAM
meHtne, Hix X-15, vepes 30 xBiIMH.

Eran 3: TecTytoTh 101aTKOBO 12 TabIIcTOK.
BUMOrH BRAKAIOTLCS BUKOTIALMH, AKHIO
cepesuic 3HaUeiis PO3HHNeHs Julsd 24 TabaeTox
Biiibitic abo gopisnioc X; posauHeiin e dibiue
2 tabncTok Menine, Hik X-15, i piacyTis
TaBAETKA 3 POTHHHENISM MeHe, Tk X-25.
yepes 30 XBHIIHH, '

95% - 105% BiJ1 3aABICHOTO BMiCTY 99%, BiJLEAABICIOTO BMICTY
9.5 — 10.5 Mr/rabucrKy 9.9 Mr/rabnerky
Binnosinae 3arepkciioMy BUNpoOyBatino Biaosijtac

/‘/}\ & i A i

AL

{ (s

Crop. 134



Acrpa3enexa FOK Jlimiren -

Mepewnan AUPAHChienT MOBH 1A YKPATICLKY

Cime Poan Biznee Mapie Maxwkuedian - Hemmp - Besouca Bpwranis: SK10 2NA
Tes.: + 44 (0) 1625 582828 Mawe.: + 44 (0) 1625 422266 astrazenceca.com

CEPTUGMIKAT AHAJIZY

KPECTOP 10 mr, 28 TabjieTok
(TabaeTku, BKPUTI IUIIBKOBOIO 060J1011K010, AKTHBHICTH: 10 MY)
110 14 Tabaerok B Oaictepi; no 2 6uicrepa B kapronuiit kopobui

N
e
™

™

eosuUszZe

-
&

AxTUBHA peuosuna: Poysacrartuily kajpiito (10 mr Posysacraruny)

Homep cepii
Jlata BUpOOHUIITBA

TepMin TPUAATHOCTI

Howmcp nitensii na BUPOOHUIITBO

Homep peecTpaLliftHoro TIoCBIAIeHHS

Kpa'ma' iMnopTep
BUMTPOBYBAHHI

OmnopimicTs BMiCTY
Y petojiom

Buicr soan meropom Kapaa
dimepa :

[TpoAYKTY POIKIIALANHT METOA0M
BEPX

- ZD4522 B2

- 7ZD4522 (3R,58) Jlakron

- HecricumdikoBani MPOIYKTH
PO3KJIA@HHS

- Cyma BeiX BpORyKTiB
po3KIANATHA

MixpoGionorivnnii
KOHTPOJIL

- araibHa KisbKicTs Gakrepii
- 3aranpha KinpkicTs rpudin

- Ecoli

[rewrndikanis 3ajiza (TI1) oxcupy

Lrewrrndiwanis rurany giokcnuy

SP610

06 Bepesnn 2024

28 Jhororo 2027

17901

Ykpaina
KPUTEPH NPUAHSATHOCTI

Etan 1: Biyora BROKAETECA BUKOHANOIO, KO
wonna, 3 10 sumpoBosysanux  Tabmetok HC
BHXOITD 32 MeKi diarmsory i 85.0 % o 115.0
o pin swictioro svicry i RSDL % (n 10)

cratosts 6,0 % ado meriiie.

Eran_2; Tecrytors I0AaTKOBO 20 Tabncrok.
BuMora  BB@XACTHCA  BUKOBAHOIO, SKIWO  HE

Ginbiue, wik 13 30 TabiaeToK BUXOAKTL 34 MEWK!

tianazouy Bit 85.0 % so 115.0 % Bij{ 3a4BJIEHOTO -

BMiCTy, AKouHa TabacTka e BHXOMUTHL 33 MEKI
pianazony 8in 75.0 % jo0 125.0 % ta RSD, % (n =

30) e nepesuiye 7.8 %,

5.5 Yo M/M MaKCHMYM

0.6 Yo M/M MaKCHMYM
0.2 % M/M MaxCHMYM
0.2 Yo M/ MAKCHMYM KOAIOTO

0.8 % M/M MaKCHMYM

§

He 6Lswe 1000 KYO/A
He 6imsuic 100 KYO/r
BincyTtus

[Mosurisia

TMosurusRA

UA/3772/01/01

PE3YJLTAT

Bianoriiac

4.9% o Maci

0.1% no maci’
<0.1% nio Maci
0.0%0 1o nac

0.1 % 10 Maci

Teer He HPeBOLHBLS
Tect 1e NMPOBOJIRCA
Tect He NPOBOSMRCH

TeeT te npoBoKea

Teet e NPOBOUELS

Crop. 234



Tlepesaa 3 anrnitictrol Mosi Ha yRpaineLky

Acrpa3enera FOK Jlimivei
Cink Poan Bizuce Mapie: Markicdi - Yemup - Beaixa Bpuranis- SK10 2NA
Tem.: + 44 (0) 1625 582828 drake.: + 44 (0) 1625 422266 astrazeneca.com

USZELISY

"

CEPTUMIKAT AHAJIZY
KPECTOP 10 mr, 28 Tabserok
(TabJercu, BRKPUTI IIIBKOBOIO 600J10HKO010, aktTusnicrns: 10 mr)
. 1o 14 Tabuerox B Gaicrepi; no 2 Guicrepa B KapToHHiil KOp oG
AKTHBHA peqoBHia: Po3yBacTaTuiy Kaabuito ( 10 mr PozyBacraTuny)

Homep cepii SP610

Mara BpoGHULITBA 06 Bepesns 2024
Tepuits MpHAATHOCT! : : . 28 Jhotoro 2027
Homep niuensii Ha BUPOOHHUTBO | | | 17901
HOMep15660Tpﬂ!iiﬁii(’)1‘() MOCBIAUEHHS o UA/3772/01/01
Kpaina iMHObTep | | Yxpaina

Kpaiua noxogens: Myepro Piko/CHIA

Bupo6uuk “in-bulk”™: .. oo

ARTTEp ®apmackroTaianc hik.,

Kapp 188 Jiore 17, Can lcinopo Injacrpia ITapk, r/c 1624, Kanosanac, 1ycpro-Piko 00729, CilIA
GMP Ceprudixar Homep: UK GMP 15822 Insp GMP 15822/12983-0004,

;Bup()mnué BINOBINANBLHIAI 32 HAKYBAHN, KOHTPOJIL TA BUIIYCK cepiis
Acrpa3enexa IOK JlimiTen

Cink Poan Bisnec TTapk, Makkicding, Beauka bpuratis, SK10 2NA

MIA: UK MIA 17901

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

Kinbkicrs cepil: 7 050 yn.

Jata sunycky: 27 Yepsus 2024

3arnroMe HOOKeNHs:

JIanuM MmgTREPKYIO, 110 BHICRKA3aHa iopMAaLis € LOCTOBIPHOIO 1 ITPABHIILHOIO. Jana cepia Oyna
BUFOTORJIENA, BKJIOUAIOUN aKyBaHis/MapKyBauiis § KONTPOIlL, SKOCTI, B 11OBILIH BLLLOBLITOCTI 3
pumorami GMP JIOKansHOTO PeryssTopHoro opraty Ta srinHo creunpikaliif peccrpauiifHoro 10che
kpaiau iMnoprepa. Cepiline supobuMITRO, naxysanits Ta NPOTOKOMI dHANI3y MEPERIPCHT | BCTAHORACHO,

10 BOMHM BivUTOBI AT BuMoram GMP.

Bunyuteno: xoan Jlcsic YO 3 BUKOHAHHS LLOAEHHOTO peccTpy

Y1IoBHOBAXKEHA 0C0D4

(EJIE:K'I"DGIHIHﬁ MC € TORUIHNRO 000R’ H3KORUN SKBIBAJICHTOM BIHACHOPYIIHOTO IIi,’HlHL‘}")

e o . Cop.334



Mepeicna 3 ameriich ol MOBH 1A YKPATHCLKY

3[1'["!’;0}'))1)1\’()] 1HS JOKYMCHTY

3aTBCPUKCHHA 31 CTOPOHH AKOCT]

Enoai U'pareccon
clodic.grattessol Hastrazencea.com

03-YKorTHs-2024 13:31:48 GMT+0000 -

Crop. 424



AST-0158224 vI.0  Status: Approved Approved Date: 03 Oct 2024 Page 1 of 4

AstraZeneca UK Limited-

7202905UKR SP610 Ukraine COA

Silk Road Business Park - Macciesfield- Cheshire « United Kingdom - K10 ZNA
T: +44 (0) 1625 582828 - Fu +44 () 1625 422266 - astrazenecd.com

CERTIFICATE OF ANALYSIS

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

14 tablets in a Dlister; 2 blisters in a cardbeard pack

Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

Batch Number

SP610

Date of Manufacture RN 6™ March 2024

Date of Expiry

28" February 2027

Manufacture Authorisation Number (MIA) 17901

Marketing Authorisation Number UA/3772/01/01

Importing Country Ukraine

TEST ACCEPTANCE CRITERIA RESULT
Description P’ink, ﬁ!lﬁ#:Oi\iCd. round, bi‘CLVmVQX,‘ Complies

nonc - -
Dissolution . Stage 1: Requirements,are met it cach ol the 6 Complics
X=75% of label claim. tablets tested is not less than X+5 after 30
% minutes. e ‘

Stage 2: Test an additional 6 tablets.

Requirements are met if the average of the 12

tablets is greater than or cqual 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.
7D4522 content by HPLC 95%-105% of label claim 99% of label claim
(as ZD4522 free acid) 9.5 — 10.5 mg/tablet 9.9 mg/tablet
Identification by HPLC Complics with approved test . ‘ Complics
Content uniformity by UV Stage 1: The requirement is met ifnonc of the  Complics

approximately 7mm (diameter) intagliated
tablet; obverse side “ZD4522 107, reverse side

10 tablets tested is outside the range ol R5.0%
10 115.0% of label claim and the %o RSD
(n=10) is 6.0% or lcss.

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

1 15.0% of label claim, no tablet is outside the
range of 75.0% to 125.0%, and the % RSD

(n =30) does not exeeed 7.8%.

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



AST-0158224 v1.0  Status: Approved — Approved Date: 03 Oct 2024 Page 2 of 4

7202905UKR SP610 Ukraine COA

'(.,?W%
o
AstraZeneca UK Limited: M;’
3itk Road Business Park - Macclesfield- Cheshire - United Kingdom - 5810 2NA {A}W
o

T: +44 (6) 1625 582828 - ¥ +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 cardboard pack

pH3US7E

Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

Batch N/umber .
Date of Manufacture

Date of Expiry

SPei0 .
6" March 2024
28™ February 2027

Manufacture Authorisation Number (MIA) 17901
Marketing Authorisation Number ‘ UA/3772/01/01

Importing Country

TEST

Water content'by Karl Fischer

Degradation products by HPLC. -

ZD4522 B2

ZD4522 (3R ,58) Lactone
Unspecificds

Total of all

Microbiologicul testing
Total bacterial count
" Total fungal ¢ount’
¢ E fﬁOtlf

Identification of iron (IIT) oxide

Identification of titanium dicoxide

Ukraine

CACCEPTANCE CRYTERIA RESULT
58 v vwmaximurn T cc b e e 49% wiw

0.6% w/w maximum 0.1% wiw

(0.2% w/w maximam - <0.1% w/w

0.2% w/w maximum cach 0.0% wiw

0.8% w/w maximum - ] 0.1% whv

Not more than 1000 cfu/g Test not performed
Not more than 100 cfu/g Test not performed
Absent S Test not performed
Positive o Test not performed
Positive Test not performed

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



AST-01538224 v1.0  Status: Approved  Approved Date: 03 Oct 2024 Page Jol4
7202905UKR SP610 Ukraine COA

>,
AstraZensca UK Linited: - . o
Silk Road Business Park - Macclesfiefd: Cheshire - Upited Kingdom - SHA10 2NA. L 147
To 44 (0) 1625 562828 - F1 +44 (0) 1625 422266 - astrazeneca.com ‘ i:‘:f
0

CERTIFICATE OF ANALYSIS ™

CRESTOR® 10mg, 28 TBL D
(Film-coated Tablets, Strength 10mg) )
14 tablets in a biister; 2 blisters in a cardboard pack .

Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

Batch Number . . . _ ‘ : SP61o0

Date of Manufacture v 6™ March 2024
Date of Expiry 28" February 2027
‘Manufacture Authorisation Number (MIA) 17901

Marlketing Authm'isiltion Number UA/3772/01/01
Importing Country Ukraince

Country of Origin: Puerto Rico/USA

Bulk manufacturing: IPR lermaééuti'cals Ine. _
ST Cark 188 Thod 17, San Isidoro Industrial Park . PO Box 1624 €anovanas,
Puetto Rico, PR 00729, USA
TMP Cortificate Nudber: UK GMP 15822 Tnsp GMP 15822/ 2983-0004

Manufacturer responsible for packaging, control and batch release:
B ‘ AstraZeneca UK Limited
Silk Road Business Park, Macclesficld, SK10 2NA, United Kingdom
MIA: UK MIA 17901

LA O GMP Certificate Number: UK MIA17901 Tnsp GMP/GDP 17901/10117-0051
Batch'Quantity: 7050 packs
Date of Release: 27% June 2024

Closing Clause:

1 herchy certify that the above information is authentic and accurate, This bateh of product has been
manufachived: inchiding packaging/labélling and quality control at the above mentioned site(s) in full
corpliance with the GMP requirements ot the local Regulatory Authority and with the specifications in
the Markcting Authorisation-of the importing country. The batch processing. packaging and analysis
records were reviewed and found to Be i corpliance with GMP.

Released by: * Joanne Lewis o : . QP Daily Register cxccution
Qualified Person

(This electronic signature is the legally binding cquivalent 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



AST-0158224 v1.0  Status: Approved  Approved Date: 03 Oct 2024 Page 4 of 4
72029050KR SP610 Ukraine COA

Document Approvals

Elodie Grattessol
Elodic.Grattessol ] @astrazencca.com
03-0ct-2024 13:31:48 GMT-+0000

Quality /\pproval '

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



JAEPKABHA CIIYXKDBA 3 JIIKAPCBKIiIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBHKIA OBJIACTI

npos. Caitmryuei Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
‘E-mail: dis.ko@dls.gov.ua, Kog €APIIOV 37078774

BHCHOBOK
PO AKICTH BBE3EHOT0 B YKpPaiHy JiKapchKOIro 3acoby

05.02.2025 Ne 3943/25/10

KPECTOP

{majiMeayRani JiRApCLKOrD 3acofy 3TiRHO 3 PEECTPaniHRHM IOCBiTIEHHAM)
TabaeTkH, BKPHTI NIiBKOBOI0 0607011KGI0, 110 10 MT o 14 TadseTox y 6aicrepi; no 2 faicrepn
B KapToHHii Kopodui

{$opaa BUNYCKY, ZOZYRAHIA, BHA MAKYRAHHA NiKapCEKoro 3acoby)
Homep peecrpanibinoro nocriguennn UA/3772/01/01 crpox aii peectpaniiisoro nocsigsenns 01.01.2099
Cepia nixapcskoro 3acofy Ne SR164 KinskicTs BBe3eHOr0 NiKkaperkoro 3acoby 300

Bupo6rik Acrtpa3enexa FOK Jlimiten, Benuka bpuranis

(safiMexyBaHRg BHPOGHUKA JIRAPCHROTE 32c0Dy, Kpalka NOXOLKCHA)

Baeseno B Yipainy CrifibHe yKpaiHCbKO0-eCTOHCHKE MANPHEMCTBO ¥ QOPMI TOBAPHCTBA
3. 06MexeHo0 BignosinaapnicTio "Onrtinta-Oapm, JTAY, inenr, roa:
21642228

(vaitmeryEAHEA T2 kog 33 EAPIIOVY epnmitzol ocobu afo npizeime, in'a, no Garskosi dizinHol
ocob - mianpreni, ¥ micre npokiBadns T4 peccipauiiinni nomep obaixopel KAPTKH MIATHHAD
nonarkis afo cepin T2 HoMEp MACHOPTA)

Hporoxon Bizyassiore konrpomo eix 31.01.2025 Ne 0288/10.

3a pesymBTATAMI JEpAABHOIO KOHTPONIO BCTAHOBAGHO, 1Mo  mikapeexuit 3aci6  Bseserc B Ykpainy 3
,ROTpHMaHHﬂM BIMOT 33KOHOJABCTRA MIOAO 3a0e3neHeHHs #ROCT SKApCERUX sacodin,

3acTyngy TInERLRON ._ Omera EPLUMELTRO
(i i -‘Qr KOHTHOMG) " (ntanusc) {ininiam Ta npizsmoey

x|



Mepexaan 3 anriiiichkoi MOBH 1a yKpaiHChKY

Actpa3eneka YOK Jimiren -

Cink Poan Biznece Tapx: Makkaediny -

Yemmp - Besnka Bpuranis- SK10 2NA

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

(Ta6eTKN, BKPUTI NUIIBKOBOIO 06010HK010, aKTHBHICTD: 10 mr)
no 14 Taéuerok B Gaicrepi; mo 2 Gaicrepa B KapTOHHIN KopoOUi

CEPTU®IKAT AHAJII3Y
KPECTOP 10 mr, 28 Tadnerox

>
0
b
-
Q)
N
®
-
0
O
W

AKTHBHA pedoBuHa: PosyBacraTuny xanbuito (10 mr PosyBacTaTuHY)

Howmep cepii
Jata BUpOOHUUTBA
TepMmiH NPUAATHOCTI

Homep niuen3ii Ha BUpOOHULITBO

HomMep peecTpalliiiHOT0 MOCBIAYEHHSA

Kpaina imMmoprep

BUITPOBYBAHHA

Onuc

Pozunnenns X = 75% Bin
3afBJIEHOr0 BMIiCTY.

Bmict ZD4522 metogom BEPX (y
nepepaxynky na ZD4522 sinbny
KHCJIOTY)

Inenrudixauis metonom BEPX

SR164

24 Ksitus 2024

31 Bepesus 2027

17901

UA/3772/01/01

Ykpaina
KPUTEPI IPUAHATHOCTI PE3YJBTAT
PoseBa, BKpHTA MITiBKOBOIO 060JIOHKOI0, KpyTyTa,  Biarosixae
JBOOMYK/A, IpHEIH3HO 7 MM (HiameTp);
BHrpaBiloBara TablieTka; Ha JIMUbOBOMY GoLi
«ZD4522 107, na 3sopoTioMy Golli Hivoro.
Eran 1: BuMory BBAXAIOThCS BUKOHAHNMH, Ko Binnosinae

VTS KOXKHOT 3 6 BUNpoBOBYBaHMX TabneTok
posunHeHHs uepes 30 XBUNKH He MeHme, Hik X
+5.

Eran 2: TecTyioTh 0AATKOBO 6 TabNeTOK.
BUMOTH BBOXKAKOTHCS BUKOHAHUMHU, AKILO
cepejHe 3HaUeHHs U1 12 TabneTox Ginsuie abo
nopisHioe X i BiiCyTHI TaBNETKH 3 PO3YHHEHHAM
MeHiue, Hix X-15, uepes 30 xsunuu.,

Eran 3: TecrytoTs 10ofaTKOBO 12 TaBNETOK.
BuMOrH BBaKAIOTHCS BUKOHAHUMH, SKIIO0
cepeane 3HAUeHHs PO3UUHeHHst s 24 TabneTok
Ginbe a6o JopiBHrOE X; pO3YHHCHHA He Giiblie
2 tabnerox MeHie, Hix X-15, 1 BincyTns
TabneTka 3 PO3UMHEHHSM MeHIe, Hix X-25,
uepes 30 XBUIIMH.

95% - 105% Bijt 3asBJICHOTO BMiCTY
9.5~ 10.5 mMr/rabaerky

Bizrosizgae 3aTBepKCHOMY BUIPOOYBaHHIO

99% Bijl 3aABNCHOTO BMICTY
9.9 Mr/Tabnetky

Binnosinae

/jj\p Cor \/ O @‘%f//
9. (/2 . Q(., 240 /‘/{7\)

Crop.134



Actpa3enexa YOK Jimiren -

Tleperaaj 3 anrJiiicbkoi MOBH 11a yKpailchKy

Cink Poan Biznec Mapx: Maricieding - Yenrnp - Besuica Bpuranis- SK10 2NA
Te.: + 44 (0) 1625 582828 Maxkc.: + 44 (0) 1625 422266 astrazeneca.com

(TabneTkH, BKPUTI ITIBKOBOIO 000JJOHKO0I0, AKTUBHICTD: 10 mr)
no 14 Taéaerok B 6nicrepi; mo 2 Gaicrepa B KapToHHil Kopo6ui

CEPTH®IKAT AHAJII3Y
KPECTOP 10 mr, 28 TaGyieTox

>
n
=
0
N
D
)
®
O
Q.

AxTuBHa pevosuna: Posysacraruny xanbiuiio (10 mr PosyBacraTuny)

Homep cepii
JlaTa BHPOOHULTBA

Tepwmin MpuAaTHOCTI

Howmep niueH3ii Ha BUPOOHHUTBO

Homep peectpalliifHOro ocBiAYeHH

Kpaina iMmnopTtep
BUTTPOBYBAHHS

Onwnopinuicts BMicTy
Y® meToiom

Bmicr Boan Merogom Kapia
dimepa

TIpoiyKTH PO3KNAAAHHS METOAOM
BEPX

- ZD4522 B2

- ZD4522 (3R,58) JlaxkTon

- Hecrieundikorai MponykTH
PO3KITafNAHHS

- Cyma BCIX IpoRyKTiB
po3KIIajaHNs

MikpoGionoriunmii
KOHTPOJIb

- 3aranbHa KiNbKicTh 6akTepiit
- BaranbHa KinbKicTs rpubin

- Ecoli

InenTudirauisn samiza (1) oxeuny

Inenrndikanis Turany piokcuny

SR164

24 Ksitnn 2024

31 Bepe3ns 2027

17901
UA/3772/01/01
Yipaina
KPUTEPIT MIPUIAHATHOCTI PE3YJBTAT
Eran 1. Bumora BBaXkaeThCsl BUKOHAHOIO, SKIIO Binnosinae

xomwa 3 10 BunpobosyBanux TabneTox wHe
BUXOLMTD 3a Mexi Jianasony Big 85.0 % a0 115.0
% Bix zasenesoro BMmicty # RSD, % (n=10)
cTaHoBuTH 6,0 % abo MeHie.

Eran 2: Tecrytors nomarkoso 20 Tabnerok.
BumMora BBaXAacTbCsl BHKOHAHOMO, AKWIO HE
Ginbue, ik | 3 30 TaBNETOK BUXOOMTH 33 MCXi
nianasony sin 85.0 % no 115.0 % Bia 3asBneHoro
BMiCTY, >KoAHa TableTKa HE BUXOAMTH 3a MeXi
niarasony Bia 75.0 % no 125.0 % ta RSD, % (n =
30) ue nepesuurye 7.8 %.

5.5 % M/M MaKcCUMyM

0.6 % M/M MaKCHMYM
0.2 % M/M MakcUMyM
0.2 % M/M MakCHMyM KOXHOTO

0.8 % M/M MakCUMyM

He 6Ginsue 1000 KYO/r
He 6inpue 100 KYO/r
BincyTus

TTosuTueHa

Tlo3uTHBHA

4.8% o Maci

0.1% 1o maci
<0.1% no maci
0.0% o Maci

0.1% no maci

Tect He MPOBOAUBCA
TecT HE TPOBOANBCA
TecT He TPOBOAUBRCSH

TecT He MPOBOANBCS

Tect He npoBoAKBCA

Crop.234



Mepexsiai 3 aurdiiichkel MOBH Ha YKpaincbky

Acrpa3eneka FOK Jlimiten
Cink Poap Bisnec Mapk: Makkachinn - Yewnp - Beska Bputanis- SK10 2NA
Ten.: + 44 (0) 1625 582828 Make.: + 44 (0) 1625 422266 astrazeneca.com

CEPTUDIKAT AHAJII3Y
KPECTOP 10 mr, 28 TadeTox
(TaGJeTicn, BKPUTI IIIBKOBOIO 000J10HK010, AKTHBHICTL: 10 M)
o 14 raéaerox B 6iicrepi; no 2 Gaicrepa B KApTOHHIH KopoOLi
AKTHBHA pedoBuHa: PosysacraTuny kaabuiio (10 mr PosyBacTaTuny)

= BO2UaZEAISY

Howmep cepii SR164

Jlara Bupo6HULTEA 24 KeiTns 2024
TepMiH MPUAATHOCTI 31 Bepesms 2027
Howmep niuen3ii Ha BUpOOHMUTBO 17901

Homep peecTpauiifHOro rnoceiJueHHs UA/3772/01/01
Kpaina immoprep Ykpaina

Kpaina noxomkenns: ITyepro Piko/CILIA

Bupoouux “in-bulk”:

AiilliEp ®apmacsroTuxanc luk.,

Kapp 188 JTote 17, Can Icizopo Inpactpian TTapk, n/c 1624, Kanosanac, ITyepro-Piko 00729, CLIIA
GMP Ceprudixar Homep: UK GMP 15822 Insp GMP 15822/12983-0004

BupoGHUK BiltlOBINAJILHUI 32 NAKYBaHHS, KOHTPOJIbL TA BUTYCK cepii:
Actpa3eneka KOK Jlimiten

Cink Poan Biznec Iapk, Maxkicding, Benvka Bpuranis, SK10 2NA

MIA: UK MIA 17901

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

KinpkicTs cepii: 10 900 yn.

Hata sunycky: 06 Ceprins 2024

3akJjTioune moJIoXens:

Jlauum nigTBEpIKYIO, L0 BUILEEKA3AHA mq)opmaum € JIOCTOBIPHOIO 1 TIPABHJIBHOIO. Jana cepist Gyna
BUIOTOBIIEHA, BKIIOYAIOH NaKyBaHHA/MApKyBaHIs i KOHTPONb AKOCTI, B TIOBHIH BIATOBIANOCTI 3
gimMoramin GMP 710KaNBEHOTO PEryNsSTOPHOTO OPraHy Ta 3riiHo cneumbmaum peCCTpaumnoro JIOCHE
kpainn imnoprepa. CepiliHe BUPOGHULTBO, MAKYBAHHs Ta IPOTOKONIN aHANI3y nepeBipeHi | BCTAaHOBJIEHO,

L0 BOHM BIATNOBiAar0ThE BUMoram GMP.

Bunyweno: Dxoan Jlesic VO 3 BUKOHaHHS LLIOJAEHHOTO PEECTPY

VTroBHOBAaXEHA 0coda

(EfexTpoHuuit MANKC € IOPUINYHO 000B’A3KOBUM CKBIBAJICHTOM BJIACHOPY1YHOTO nignucey)

Crop.334



TMepexdra 3 anruiiick kol MOBH 112 YKpailcLKY

3aTBepKCHHS JOKYMEHTY

3aTBEPIKCHHS 31 CTOPOHH AKOCTI Enoni I'pateccon
elodie.grattessol | @astrazeneca.com
03-KoeTHs-2024 13:54:01 GMT+0000
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AST-0158225 v1.0  Status: Approved Approved Date: 03 Oct 2024  Page 1 of 4

AstraZeneca UK Limited-

7202905UKR SR 164 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

CRESTOR® 10mg, 28 TBL

(Film-coated Tablets, Strength 10mg)

14 tablets in a blister; 2 blisters in a cardboard pack

BD2US7ZRIISY

Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

Batch Number
Date of Manufacture

Date of Expiry

SR164
24 April 2024
31t March 2027

Manufacture Authorisation Number (MIA) 17901
Marketing Authorisation Number UA/3772/01/01

Importing Country

TEST

Description

Dissolution
X=75% of label claim.

7D4522 content by HPLC
(as ZD4522 free acid)

Identification by HPLC

Content uniformity by UV

Ukraine

ACCEPTANCE CRITERIA

Pink, film-coated, round, biconvex,
approximately 7mm (diameter) intagliated
tablet; obverse side “ZD4522 107, reverse side
none

Stage 1: Requirements are met if each of the 6
tablets tested 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-135 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.

95%-105% of label claim
9.5 - 10.5 mg/tablet

Complies with approved test

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 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%.

RESULT

Complies

Complies

99% of label claim
9.9 mg/tablet

Complies

Complies

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



AST-0158225v1.0 Status: Approved Approved Date: 03 Oct 2024 Page 2 of 4

7202905UKR SR164 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® 10mg, 28 TBL
(Film-coated Tablets, Strength 10mg)

14 tablets in a blister; 2 blisters in a cardboard pack

BJoUS7RIISY

Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

Batch Number SR164

Date of Manufacture 24™ April 2024
Date of Expiry 315 March 2027
Manufacture Authorisation Number (MIA) 17901
Marketing Authorisation Number UA/3772/01/01
Importing Country Ukraine

TEST ACCEPTANCE CRITERIA

Water content by Karl Fischer

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

Microbiological testing
Total bacterial count
Total fungal count
E coli

Identification of iron (IIT) oxide

Identification of titanium dioxide

5.5 % w/w maximum

0.6% w/w maximunm
0.2% w/w maximum
0.2% w/w maximum cach
0.8% w/w maximum

Not more than 1000 cfu/g
Not more than 100 cfu/g
Absent

Positive

Positive

RESULT

4.8 % wiw

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

Test not performed
Test not performed
Test not performed

Test not performed

Test not performed

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



AST-0158225v1.0 Status: Approved Approved Date: 03 Oct 2024  Page 3 of 4
7202905UKR SR 164 Ukraine COA

AstraZeneca UK Limited-
Silk Road Business Park - Macclesfield: Cheshire » United Kingdom - 8K10 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 cardboard pack

eocUo/ZellSY

Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

Batch Number SR164
Date of Manufacture 24" April 2024
Date of Expiry 315t March 2027
Manufacture Authorisation Number (MIA) 17901
Marketing Authorisation Number UA/3772/01/01
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: 10900 packs

Date of Release: 6" August 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, packaging and analysis records were
reviewed and found to be in compliance with GMP.

Released by: Joanne Lewis 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
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7202905UKR SR164 Ukraine COA

Document Approvals

Quality Approval Elodie Grattessol
Elodie.Grattessol | @astrazeneca.com
03-Oct-2024 13:54:01 GMT+0000

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



AEPIKABHA CIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJACTI

npos. CeiTmiranoi Hanii; 3, m.Kuis, 02099, Ten/akc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
npo AKiCTEL BBE3eHOro B YKpainy JdikapcLKoro 3acody

24,02.2025 Ne 6571/25/10

KPECTOP

{HajiacHYBAHHA RiKAPCLROTG 3ac0BY 3rigH0 3 peccTpariitesn HOCBIAYCHHIN)
TabaeTKH, BRPUTI BMBKOBOIC 000.101K0K0; 110 10 Mr no 14 rabnerox y daicrepi; mo 2 daicrepu
B K2PTOHHil KopoOi

{thopaa BINYCKY, ZOIYBAHHA, BILI TAKYBANHA JIKapcEKoro sacody)

Homep peecrpauiiisoro nocsinvensn UA/3772/01/01 crpok aii peecrpauiitsoro nocsiauenns 01.01.2099

Cepix nixapeskoro sacoGy Ne SRE87 Kissgictn BBe3eHoro jikapeskoro 3acody 1150
Bupofns Actpa3enexa FOK fimiten, Bemxa Bpurania
{uaitMenypauna Bupobunka AikapesKoro 3acoby, kpaila noxomsens)
Beeaeno B Yrpainy Crianue yxpaincbKO-eCTOHChKe MIANPHEMCTBO Y dopmi ToBapuCTBa
3 ofnesketon signopinansuictio "Onrima-Papm, JITHE", izenr. xoa:
21642228

{uaiimcHyBsasig Ta xog 3a EAPIIOY wopnananot ocodu abo npisimye, is's, no 6atsekesi dizenmol
0co0H ~ miANpHEMLEA, T MiCIle NpositsanAn Ta peecTpauifinnit roMep obiaikopo! KapTRH NAATHAKA
naaaTkin abo copis T2 HoMep oacnoprTa)

Hpetoren sizyansnore konrpoao eiz 17.02.2025 N 0458/13.

32 pe3yApTATAMH OEPAABMOTO KOHTPOIO BCTAHOBAEHO, M0 mikapcwkuil  3aci0  smesemo B Vkpalwy 3
AOTPHMAHHSM Binor 3aKOHOAABCTEA o A0 3a0esreuen s AKOCTT HIKApChKIX 3acobis.

Onsra €PBOMEHKO.

(i Tanpiasue) .




Tepetsaj 3 aurilicbKoi MOBH A yKpailchLKy

Actpa3enexa FOK Jlimiten -
Ciitie Poan Bizwee Mapi Makksiedimg © Yemmp - Bestuka Bpuranisn: SK10 2NA
Te.: + 44 (0) 1625 582828 draxc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTUDIKAT AHAJII3Y
KPECTOP 10 mr, 28 Tabierox
(TabyeTn, BKPUTI NJIIBKOBOIO 000J10HK0I0, AKTHBHICTL: 10 Mr)
no 14 Taéserox B 6JicTepi; no 2 Gaicrepa B kapToHHiil KopoOui
AxTHBHA pevoBuna: Posysacratuny kansuito (10 mr Posysacratuny)

7 BDauazedIsy

Homep cepii SR887

Hara BupobHuUTE 24 Yepenus 2024

TepMiH MPUIATHOCTI 31 Tpasus 2027

Howmep niuensii Ha BUPOOHUUTBO 17901

Homep peecTpauiitHoro nocBigueHHs UA/3772/01/01

Kpaina imroprep Yxpaina
BUITPOBYBAHHS KPUTEPIi IPUAHSATHOCTI PE3YJIbTAT
Onue Poskera, BKpHTA MAIBKOBOIO 0GOJIOHKOIO, KpyTia,  Bianosinae

asoonykia, npubnuzio 7 MM (tiamerp),
BUTpaBiloBara TabieTka; Ha JULbOBOMY OOLi
“ZD4522 107, na 3BopoTHOMY Holli Hivoro.

Pozaunenns X = 75% sin Eran 1: BUMOrH BBaXaloThCst BUKOHAHUMH, SIKILO  Bijriosinac
3A5IBJICHOTO BMiCTY. JUIs KOXKHOT 3 6 BUTIpoGOBYBaHIX TableToK

pozumnHenns yepes 30 XBUTMH HE MeHUIE, HiK X

+ 5.

Eran 2: TecryioTs onatkoBo 6 Tabnerox.
BHMOTH BBKAKOTHCS BUKORAHUMH, SAKIIO
cepenne sHauens st 12 tabuerok binbuie abo
nopierioe X i BiICYTHI TAONETKH 3 PO3UMHEHHSM
menie, Hix X-15, uepes 30 xsunu,

Etan 3: Tecrytots nojatkoso 12 TabiieTok.
BUMOrH BBOKAIOTLCS BUKOHAHUMH, AKILO
cepejIne 3Hauentist po3UHHEHHs s 24 TabneTok
Ginbluc a6o gopiHioc X; posunHeHHs He Oinbe
2 tabnerok menine, Hix X-15, i BiacytHs
TabneTka 3 PO3UUNEHHIM Mente, Hixk X-25,
yepes 30 XBHIIMH,

Bumicr 2D4522 meropom BEPX (y 95% - 105% Bix 3asB51€HOTO BMIiCTY 08% BiJI 33ABJCHONO BMICTY
fepepaxynky na 7.D4522 BiJ“,"y 9.5-10.5 MI‘/T'A6JICTKy 9.8 MI'/'I'&IGJTC'I’K}’

KHCI0TY)

Inentudiramia merogom BEPX BiaroRrinae 3aTBepIXKCHOMY BUTIPOOYBaHIIIO Binnosinae

Crop.1:24



Actpa3enexa JIOK Jlimiten

[Tepercitaj 3 amiiics kol MoBH Ha ykpaincesKy

Cistx Poajt Bisnee Mapre: Maxiotedis + Yemnp - Beanka Bporanisn SK10 2NA
Ten.: + 44 (0) 1625 582828 hake.: + 44 (0) 1625 422266 astrazeneca.com

(TaGyeTKH, BKPUTI IL1IBKOBOIO 000J10HK010, AKTHBHicTh: 10 mMr)
no 14 Tabaerox B Gaicrepi; no 2 6aicrepa B KapToHHiil KopoOui

CEPTUODIKAT AHAJII3Y
KPECTOP 10 mr, 28 TadJeTox

- BDOUB7EIISY

o
e
t

o

AxTuBna peyoBuna: PozyBacratuny kansuito (10 mr PosyBacTaTuny)

Howmep cepii
JaTa BUpoOHULITBA

Tepmin mpUaaTHOCTI

Homep niuen3sii Ha BUpOOHHUTBO

HomMep peectpaniiiioro nocBigueHHs

Kpaiua immoprep
BUITPOBYBAHHSI

OnnopinuicTs BMicTY
Y® metogom

Bumicr Boan merogom Kapaa
®dimepa

IMpoayKkTH PO3KTATAHHA METOAOM
BEPX

-ZD4522 B2

- 2D4522 (3R,5S) Jlakron

- Hecnieundikopaii npojrykru
PO3KIIaAaHHS

- Cyma BCIX MPOAYKTIB
pO3KafaHus

Mikpo6iosoriunnii
KOHTPOJIL

- 3aranpHa KibKicTb Gakrepiit
- 3aranbHa Kinbkicts rpubis

- Ecoli

Inentnikauis 3amiza (1) okengy

Inewrndicanin rurany giokeupy

SR887

24 Yepnus 2024

31 Tpagus 2027

17901
UA/3772/01/01
Ykpaina
KPUTEPI NPUAHATHOCTI PE3YJIbTAT
Ertan 1. Bumora BakaeThcs BHKOHANOIO, SIKIIO  Binmosinac

xoma 3 10 Bunpoborymanmx Tabnetok He
BUXOAMTb 3a MeXi Jiarazony sig 85.0 % o 115.0
% Big zassicuoro Bmicty # RSD, % (n=10)
ctanoBKThL 6,0 % abo Meuuie.

Eran_2: Tecrytors JomatkoBo 20 Tabnerox.
BumMora BBaXa€TbCS BHUKOHAHOW, SKIIO HE
oinpure, nixx | 3 30 Tabaerok BUXOMUTL 33 MeXi
niarazony Big 85.0 % no 115.0 % Big 3aseneroro
BMICTY, KoAUa TabJIeTKa HE BUXOUMTBL 34 MCKI
nianaszony Bijt 75.0 % no 125.0 % 1a RSD, % (n =
30) He nepepuinye 7.8 %.

5.5 % m/M Makcumym

0.6 % M/M MaKCHMYM
0.2 % M/M MaxcumMyMm
0.2 % M/M MakCUMYM KOXHOTO

0.8 % M/M MakcHUMyM

He 6inpiue 1000 KYO/r
He 6inpie 100 KYO/r
Bincyrhs

Tlo3urtuBHA

TMo3uruBHa

4.8 % 1o maci

0.1 % 1o maci
<0.1 % no maci
0.0 % 110 Maci

0.1 % 1o maci

Tect He NIPoOBOAMBCS
TecT He NPOBOAMBCS
TecT He NTPOBOJUBCS

Teer ne NPOBOAHBCS

Tect ne [HpOBOANMBCA

Crop.234



Mepesian 3 anruiiich Kol MOBH Na ykpainehKy

Acrpa3enexa FOK JlimiTen -
Cink Poan Bisnec Mapk: Maxkicding - Hemup - Beanka Bpuranis: SK10 2NA
Tea.: + 44 (0) 1625 582828 Maxcc.: + 44 (0) 1625 422266 astrazencca.com

CEPTUDIKAT AHAJII3Y
KPECTOP 10 mr, 28 TabJieTox
(rabsieTkun, BRKpUTI MIIBKOBOIO 000J10HKO010, aKTHBHICTE: 10 MT)
no 14 Tabaerok B 6aicrepi; mo 2 Gaicrepa B KAPTOHHIK KopoOui
AKTHBHA pedosuna: Pozysacraruny kanbsuiio (10 Mmr PosysacraTuny)

Howmep cepii SR887

Jlara BupoOHMLITRBA 24 Yepsus 2024
TepMiH NPUAATHOCTI 31 Tpasnst 2027
Howmep JtitieH3ii Ha BUPOOHULITBO 17901

Homep peecTpaliiHoro rnocaiatueHHs UA/3772/01/01
Kpaina iMropTep Ykpaina

Kpaina noxopcenns: Iyepro Piko/CIIA

Bupobtunk “in-bulk”:
AitlliEp ®apmacwkioTukadic Ink.,

BdvuUSZeIISY

é:/

Kapp 188 Jlote 17, Can Icinopo Tnpacrpian ITapk, r/c 1624, Kanosauac, ITyepro-Piko 00729, CIIA

GMP Ceprudikar Homep: UK GMP 15822 Insp GMP 15822/12983-0004
BupoGHuk BiUIOBIAAALHUIT 32 IAKYBAHHS, KOHTPOJIbL Ta BUITYCK cepii:
Actpa3eneka IOK Jlimiten

Cinx Poan Bisuec ITapk, Makkicding, Benvka Bpuranis, SK10 2NA

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

KinbxicTe cepii: 15 500 ym.
Jara sunycky: 26 Bepecns 2024

3arroune MoJIoKeIst:

JlaHWM TIATBEPIUKYHO, 1110 BUIIEBKa3aHa indopMaLlis € JoCTOBIPHOIO i rpaBuibHOI0. [ana cepis Gyia
BUTOTOBJIEHA, BKJIIOUAIOUM TIAKYBaNHs/MApKYBaHHs | KOHTPOJb AKOCTI, B OBHIH BiANOBIAHOCTI 3
pumorami GMP 1oKallbHOTO PeryIsTOpHOTO OpraHy Ta 3rifHo crienudikalii peccTpauiinoro 10che
Kkpainu iMnoprepa. Cepiiine BUPOGHUIITBO, TTAKYBaHHs Ta MPOTOKONU aHANli3y niepeRipeHi | BCTAHOBIICHO.

1110 BOHY BiANOBIa0Th BUMoram GMP,

Bunyuteno: Jlinaceil Pamckap YO 3 BUKOHaHHsI [IOAEHHOI0 PEECTpy

VYriosHoBaXkeHa ocoba

(ENexTponnuii Niue € I0pHANTHO 050B I3KOBUM CKBIBAICHTOM BIACHOPYYHOT0 TiTHCY)

Crop.334



[Mepernaj 3 anrsiitcbKoi MoBI 1a ykpaicebky

3aTBEpIDKEHHSA JOKYMEHTY

3aTBEPIPKCHHS 31 CTOPOHU SIKOCTI Esnonti Tpareccon
clodie.grattessol | @astrazeneca.com
10-Ciuns-2025 14:55:12 GMT-+0000

Crop. 434




AST-0166166 v1.0 Status: Approved Approved Date: 10 Jan 2025 Page | of 4

AstraZeneca UK Limited-

7202905UKR SR&87 Ukraine CoA

Silk Road Business Park - Macclesfield: Cheshire « United Kingdom - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (1) 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 cardboard pack

Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

Batch Number SR887

Date of Manufacture 24" June 2024

Date of Expiry 315 May 2027

Manufacture Authorisation Number (MIA) 17901

Marketing Authorisation Number UA/3772/01/01

Importing Country Ukraine

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

Dissolution

approximately 7mm (diameter) intagliated
tablet; obverse side “ZD4522 107, reverse side
none

Stage 1: Requirements are met if each of the 6 Complies

X=75% of label claim. tablets tested 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 arc less than X-15, and no tablet
is less than X-25 after 30 minutcs.

BOaUS7BIISY

7ZD4522 content by HPLC 95%-105% of label claim 98% of label claim

(as ZD4522 free acid)
Identification by HPLC Complies with approved test Complics

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

9.5 —~ 10.5 mg/tablet 9.8 mg/tablet

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 claimi, no tablet is outside the
range of 75.0% to 125.0%, and the % RSD

{n =30) docs not cxceed 7.8%.

Check this is the latest version of the document before usc.
Printed by Laura Baker on 10 Jan 2025 15:35 GMT+00:00
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AstraZeneca UK Limited-

Batch Number
Date of Manufacture

Date of Expiry

Importing Country

TEST

7D4522 B2

Unspecifieds
Total of all

Microbiological testing
Total bacterial count
Total fungal count
E coli

7202905UKR SR887 Ukraine CoA

8ilk Road Business Park - Macclesfield- Cheshire + United Kingdom - SK10 2NA (f)
T: +44 (D) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com W
AP
CERTIFICATE OF ANALYSIS N
(D
CRESTOR® 10mg, 28 TBL =
(Film-coated Tablets, Strength 10mg) Q)
14 tablets in a blister; 2 blisters in a cardboard pack W
Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)
SR887
24™ June 2024
318 May 2027
Manufacture Authorisation Number (MIA) 17901
Marketing Authorisation Number UA/3772/01/01
Ukraine
ACCEPTANCE CRITERIA RESULT
Water content by Karl Fischer 5.5 % w/w maximum 4.8 % wiw
Degradation products by HPLC
0.6% w/w maximum 0.1% wiw
ZD4522 (3R,5S) Lactone 0.2% w/w maximum <0. 1% w/w
0.2% w/w maximum cach 0.0% wiw
0.8% w/w maximum 0.1% wiw
Not more than 1000 cfu/g Test not performed
Not more than 100 cfu/g Test not performed
Absent Test not performed
Identification of iron (1I1) oxide Positive Test not performed
Identification of titanium dioxide  Positive Test not performed

Check this is the latest version of the document before use.
Printed by Laura Baker on 10 Jan 2025 15:35 GMT+00:00
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AstraZeneca UK Limited
Silk Road Business Park - Macclesfield- Cheshire « United Kingdom - 8K10 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 cardboard pack

EocUa/ZEIISY

Active Substance: Rosuvastatin Calcium (10mg Rosuvastatin)

Batch Number SR887

Date of Manufacture 24" June 2024

Date of Expiry 318 May 2027

Manufacture Authorisation Number (MIA) 17901

Marketing Authorisation Number UA/3772/01/01

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: 15500 packs

Date of Release: 26" September 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, packaging and analysis records were
reviewed and found to be in compliance with GMP.

Relcased by: Lindsay Ramscar QP Daily Register exccution
Qualified Person

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

Check this is the latest version of the document before use.
Printed by Laura Baker on 10 Jan 2025 15:35 GMT+00:00
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Document Approvals

Quality Approval Elodie Grattessol
Elodie.Grattessol | @astrazeneca.com
10-Jan-2025 14:55:12 GMT+0000
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JIEPKABHA CJIVIKBA 3 IIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npos. Ceitnnyroi Hapii, 3, M.Knie, 02099, ren/daxc: (044) 576-40-41
E-mail: dIs ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Ipo sKicTh BBe3eHOro B YKpainy JikapchKoro 3acoly

11.03.2025 Ne 10529/25/10

KPECTOP

(mafiMenyBanms MKapcpKoro saceby ArIIHO 3 peceTPAIHNIM [OCRi TIeHIIAM)
TaBAeTKH, BRPUTI I1iBKOBOIO ¢60a0HK010, 0 10 Mr NO 14 raGaerox y Gaictepi; me 2 Guicrepn
B KapTouuiil kopobuti

{opma BUITYCKY, RO3YBAlHA, BIUL MAKYBAHEH Aikapcrroro 3acoby)

Honep pecctpaniiieoro nocsizaenas UA/3772/ 01/01 crpox aii peecpauiitnoro nocsizuenns 01,01 2099

Cepis nixapesioro 3acoby Ne 85214 KinpixicTs pBescHOro mikapcproro 3acody 150
BupobHiIK Actpa3edexa 10K Timiten, Benuka Bpuranis
(paliMenyBaHHA BUPOBHHKA JHKAPCHROTO 3acoby, KpaiHa TIOXOIKEHHA)
Bsesero B YxpaiHy CriizipHe YKPaHCHEK0-eCTOHCHKE NANPHEMCTBO Y dopmi ToBapucTBa
3 gfaesreHoI0 Bixmoeinansuicro "OnTiMma-Papm, JITH", ineut. Koa:
21642228

(mafisenysands T2 xog 32 €IPTIOY OpHAHMHDY ocob abo npisemme, M, 10 Garskopi (iznyHol
0cobH - IinnpHeMIa, i MicLe [P OXITBAREA Ta peecpauiiisiii Homep 06aikoBol KAPTKH [IATHIKA
oAaTkis 00 cepla Ta HOMEP TIACTIOPTE)

TIpoToKO Bi3yAALHOT0 KOUTPORIC BiX 05.03.2025 N: 0668/10.

3a  pesyARTATAMH JIEPIKABHOTO KOHTPOJIO BCTAHOBICHO, LMD nikapcekuil 3aci0 Bpeseno B Yxpalmy 3
JOTPHMAHHAM BuMOT 3aKOHOAABCTSA o0, 336e3NeUeHHA AKOCTI iKapesKux sacobin.

K E A :
: ﬁs@iﬁ}iﬂ{?_ *%G ;

Omera EPBOMEHKO

ri{ KoHIPOIO) {mianue) {iminiamy T2 npispHwE)




HNepexnan 3 anraifickkol MOBH HA YKPATHCLKY

Acrpa3enexa IOK Jimiren -

Cinx Poag Gianec ITapk: Maxwaeding - Yewnp + Benmmka Bpuranin: SK10 2NA
Teu.: + 44 (0) 1625 582828 Mawc.: + 44 (0) 1625 422266 astrazeneea.com

KPECTQP 10 mr, 28 Tabuerok
(rabueTkH, BKPATI NIIBKOBOK 060J0HKOI0, AKTNBHICTL: 10 Mr)
no 14 Tabaerok B 6aicrepi; no 2 G.aicrepa B kapronmiii kopo6ui

CEPTHO®IKAT AHAJII3Y

2 edosuazelSy
&

AKTHBHA pevqoBHHa: PosyBactaTnay kaasuio (10 mr PozysacraTuny)

Homep cepit SS214

Hara rupoSHuLTBA 24 Yeppns 2024

Tepmin npunardgocti 31 Tpasus 2027

Howmep nitenzii Ha BUpoGHULITBO 17901

Homep peectpauifinoro nocsigyenns UA/3T772/01/01

Kpaiuna imnoprep Ykpaina
BHNIPOEYBAHHA KPHTEPIi NIPHIHATHOCTI PE3YJILTAT
Omue Poxesa, BKpMTa MNiBKORCK 0B0IOHKOIO, KpyTia,  Bigmopizae

Poszunnennn X =75% pig
3aABIEHOr0 BMICTY,

Bmicr ZD4522 metoaom BEPX (y
nepepaxynky Ha ZD4522 innay
KHCIIOTY)

InenTudikanin meroaom BEPX

IBoonykia, npubmazHo 7 MM (aiaMetp);
BHIpaBiroBaHa TablleTka; Ha TUIEOROMY Dot
“ZD4522 10", na 3BopoTHOMY Gomli Hidoro.

Eran 1: BUMOri BERXaOTECA BUKOHAHHMH, AKUO  Binnoeimae
JUTH KOAKHOT 3 6 BUNIPOGOBYBAHUX TAGNETOK
po3uMHEHHA Yyepes 30 XBHIHK He MeHIIe, Hix X
*.5

Etan 2; TecTyroTh A0HATKORO 6 TAONETOK.
BHMOr# BBOKAIOTECH BUKOHAHMMH, AKILO
cepenne 3HaueHHa mia 12 Tabnerok Suiewe abo
nepisaoe X i BincyThi TaGneTky 3 po3uMHEHEAM
MeHLe, Hbk X-15, uepes 30 XBWHH.

Ertan 3: TectyioTe aoaaTkoRo 12 Tabnerox.
BHMOTH BBRKAOTBCH BHKOHAHNMHE, AKIIO
Cepe/IHE 3HAYCHHST PO3YNHEHHA A 24 TabneTok
Oineine abo mopiBHioe X; po3YHHEHHA He Bimkine
2 tabnerok mMeHme, Hixk X-15, { igcytis
Tab/IeTKa 3 PO3UMHEHHAM MEHILE, Hix X-25,
yepes 30 XBHIUH.

95% - 105% Bin 3asnB7ICHOrO BMicTY 96% Bif 3asBRCHOTO BMICTY
9.5~ 10.5 Mr/rabnerky 9.6 mMr/Tabnetxy
Binnosigae saTrepaxesoMy BUIpOSYBaHNED Binnoeigac

Crop. 134
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Acrpalenexa FOK Jimiten -

Ilepexnan 3 anraifick Kol MOBH HA YKpaiuCLKY

Cing Poan Biznec ITapk: Makkncding - Yemup - Bestnxa Bpuranis- SK10 2NA
Ten.: + 44 (0) 1625 582828 Mdakc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTH®IKAT AHAJI3Y

KPECTOP 10 mr, 28 tadaeTok
(tabuerkn, BKPUTI I1iBKOBOI 060JI0HKOI0, AKTHBHICTL: 10 Mr)
1o 14 Tabnerok B Guictepi; mo 2 Gaicrepa B KapToHHiH KopoOi

2 edsuazelisy
v

AxruBHa peyosuna: PosypactaTiuy kausuito (10 mr PosysacraTuny)

Homep cepif
Hata BupobuuLTEa

Tepmin npunarHocTi

Homep ninensit Ha BHpoGHUITBO

Homep peecTpanifiHoro noceigucHns

Kpaina imnoprep
BHIIPOEYBAHHH

Oauopiaicre BMicTy
Y@ merozom

Bmict Bogu meTogom Kapaa
®imepa

TIpoAyKTH POIKIAAAHHS METOAOM
BEPX

-7ZD4522 B2

- 2124522 (3R,38) Jlakron

- Hecrieuudpikorani npomyxti
PO3KITANAHHA

- Cyma BCix Ipomykrie
PO3KNAAAHHA

Mikpo6iomoriunnii
KOHTPOJIb

- 3aranbHa KinbKicTs Gakrepiit
- 3araneHa KinpKicTh FpHGIB

- Ecoli

Inenradirvanin 3aniza (I11) oxcnxy

IaenTudikauin tutany aiokeHmy

SS214

24 Yeppus 2024

31 TpaBus 2027

17901
UA/3772/01/01
Yxkpaiuna
KPHTEPII DPHHHSMTHOCTI PEIVJILTAT
Eran 1; Bumora BBaKaeThCA BHMKOHAHOI, K0 Bigmosimae

#omHa 3 10 eunpoGopyBadnx Tafnetok He
BUXOIHTE 38 MeKi nianazoHy Big 85.0 % mo 115.0
% Big sasenesoro BMicty # RSD, % (n=10)
¢raHoBHTE 6.0 % abo MeHwe.

Eran 2: TecTywrh npomatkoso 20 TaGnerok.
Bumora BRaKacTbCA BMKOHAHOW0, AKLIO HE
Ounbie, Hix 1 3 30 TaBNeTOK BHXOAMTH 32 MeXi
Aianasony Bix 85.0 % mo 115.0 % six 3aspieHoro
BMICTY, XOAHA TaBJIETKa He BHXOIHTB 338 MeXi
Aianazony Bin 75.0 % mo 125.0 % 1a RSD, % (n=
30) He nepernurye 7.8 %.

5.5 % M/M MaKCHMYM

0.6 % M/M MakcuMyM
0.2 % M/M MakcUMyM
0.2 % M/M MAKCHMYM KOKHOrO

0.8 % m/m MakcHMyM

He 6inpze 1000 KYO/r
He Ginvie 100 KYO/r
BincytHs

[Mo3nTuena

[MozuTHBHA

4.8 % no maci

0.1 % no maci
<01.1 % o maci
0.0 % no maci

0.1 % no maci

TecT He npoBOIUBCH
Tect He nporoauecy
Tect He MpoBOAMEBCS

Tecr He nporonKBCs

Tect He npoBouBCs

Crop.234




IMepexnan 3 anrifick Kol MOBH HA YKPaTHCBLKY

Acrpalenexa IOK Jimires -
Cinx Poap Biznec Hapx: Maxkncding - Hewnp - Beanka Bpuranin- SK10 2NA
Ten.: + 44 (0) 1625 582828 M®axke.: + 44 (0) 1625 422266 astrazeneca.com

CEPTHOIKAT AHAJI3ZY
KPECTOP 10 mr, 28 tadaerox
(TabaeTku, BKPUTI NIIBKOBOIO 060/10HKO0, AKTHBHICTL: 10 Mr)
o 14 raGuerok B GicTepi; mo 2 GaicTepa B KapTouHili Kopobui
AxTHBHA pevoBuHa: Posysacraruny kansmuito (10 mr PosysacraTuny)

2 BOaUdZeSY

Howmep cepii SS214

Jata BupobHuITEA 24 Yeprus 2024
Tepmin npupaTHOCTI 31 Tpasns 2027
Homep niuensii Ha BUPOGHAITBO 17901

Homep peectpaniiiHoro noceiguenas UA/3772/01/01
Kpatna imnoprep Yrpaina

Kpaina noxomxennsn: Iyepro Piko/CIITA

BupoGuux “in-bulk*:

A#lliEp ®apmacsroTuranc [8k.,

Kapp 188 Jlote 17, Can Icinopo Inpacrpian [apk, n/c 1624, Kanoranac, ITyepto-Piko 00729, CILIA
GMP Ceptudixar Homep: UK GMP 15822 [nsp GMP 15822/12983-0004

BupoOHHK BinoBizaabHME 32 nAKYBaNHS, KOHTPOJIE TA BHIYCK Cepii:
Actpa3enexa FOK Jlimiten

Cinx Poan Bisnec ITapk, Makkncding, Benuxa Bpuranis, SK10 2NA

MIA: UK MIA 17901

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

KurpkieTs cepiit 15 250 yn.
Adara pumycky: 28 Xosrhs 2024

JariouHe NoTOKEHD:

JlaHuM DiATBEPIKYIO, 10 BUILeBKasaHa iHGOpMallist € 10CTOBIPHOIO | TpaBwibHOW. Hana cepia Oyna
BHIOTOBJIEHA, BXJIFOYA0YH [1AKYBAHHA/MAPKYBaHHS i KOHTPON SIKOCTI, B NOBHIH BiANOBIAHOCTI 3
BaMoramy GMP JIokanbHOTO PEryaATOpHOIo opramy Ta 3rigHo crienudikaniii pecctpanifinoro aocse
Kkpaind iMnioprepa. Cepiithe BHpoGHAUTBO, TaKyBaHHS Ta MPOTOKO/IM aHANi3y NepeBipeHi | BCTaHOBEHO
1O BOHM BiaToBigatoTs Bumoram GMP.

L

Bumymeno: ®in C.X. Hesic YO 3 BUKOHAHHS IOICHHOTO PeecTpy

YnoBHoBaxeHa 0coba

(ENeKTpOHHMIA MANNC ¢ IOPHANYHO 0608’ I3KOBHM eKBIBAJIEHTOM BJIACHOPYYHOIO NijIHCY)

Crop.334




Hepewian 3 anrnifico kol MOBH HA YKPATHCBRY

3aTBepIKEHHA TOKYMEHTY

3aTBepKEHHS 31 CTOPOHH AKOCTI Enogi I'pareccon

elodie.grattessol 1 (@astrazeneca.com
29-Ciuna-20235 08:43:24 GMTH+0000

Crop.434
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