AEPXKABHA CIYXKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMH Y KHiBCBKIA OBJIACTI

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

BUCHOBOK
Opo sIKicTh BBe3eHOro B YKpainy JikapceKoro sacofy

25.12.2024 Ne 66880/24/10

KPECTOP

(uafiMenyBanna nikapcskoro 3acely srinno 3 peecTpaniiitin mocainuensat)
TabaeTkn, BRpHTL HaiBKoBOI0 000n0HKOI0, O 40 Mr o 7 TabxerToKk y 6aicrepi; no 4 baicrepn
B KapTOHHili Kopobui

{thapma eanycKy, J03YBANHA, MU TAKYEANHA JiRapchXoro acoby)

Homep peectpauiiitoro nocsinuenns UA/3772/01/03 crpor aif peeerpauiiinoro nocsigsennn 01.01.2099

Cepis nixapewxora 3acody Ne SP806 Kintxicrs sesesoro fikapcesroro 3acody 96
BupoBHK Actpa3eneka JOK Jlimiten, Benuka bpuranis
{nafimerypasnss Bipobuiika nikapeekoro 3acoby, Kpaida MOXOMKEHHA)
Breseno 8 Yipainy CrhinbHe yKpaiHCchLK0-eCTONChbKe MANPHEMCTBO ¥ (opmi TOBApHCTBA
3 ofmexkenoro signopizanaenictio " OnriMa-Qapy, ATHA", inenr. xoa:
21642228

(uajfiMenysanta Ta koa 32 EOPTIOY wopuanurof ocoflsr abo npiszemule, in's, no HaTbkosi dizvmol
ocafitr - nianpuemng, if mMicue npoxiBaig Ta peectpauiituii HoMep obiIik0R0T KAPTRH RAXTHIKL
nogaTkis abo cepis Ta HoMep nacnopTa}

TipoToxon Bizvansnoro kenrpoaw six 20.12.2024 Ni 4004/19.

3a peayneTarAMM  AEPHKABHOTO KOHTPOMIO BCTAHOBAEHO, o JHikapenkuii- saci®  seezeHo B, Vrpaimy 3
AOTPHMAHHSIM suMOT 3aKOHOAABCTEA 1I0A0 2a0e3neden s AKOCTI AiKapCLKNX 3acobis.

Oxrra EPBOMEHKO

' (ninnuc) {imitsiers Ta mpiasmoe}




MNepeknag, 3 aHrNINCLKOT MOBY Ha YKPaTHCEKY ; /{

ol

-

Actpadenena KOK Jlimiren - o ] . 49

Cise Poan Bisnee Mapwe: Makicieding - Yepp - Bemica Bprranis - SK10 2NA : N
Tea.: + 44 (0) 1625 582828 daxc.: + 44 (0) 1625 422260 astrazeneca.com g
.;8

CEPTUDIKAT AHAJN3Y S

KPECTOP 40 mr, 28 Tabaerok W
(TabjeTkn, BKpUTI NIXiBKOBOIO 060JOHKOI0, AKTHBHICTL: 40 MY) QT .

1o 7 radaerox y Gaicrepi; mo 4 dJicrepu B xapToHHiH KOpOOI
AKTHBHA pevoruna: Posyracratuny kajbniio (40 mr Posysacraruiy)

Honmep cepii SPR06
Hara supobruursa 10 Keitus 2024
Tepminn npuaaTHOCTI | 31 Bepesust 2027
Homep mirtensii na supobruTeo (MIA) - " 17901 .
Howmep peectpaiilinoro ndc.uiuq,cmm
C o : UA/3772/01/03
Kpaina imoprep Ykpaina
BUTIPOBYBAHHA KPMTEPﬁ NMPUHAHSTHOCTI ' PE3YJLTAT
Onue PoxeBa, BKpUTa FAIBKOBOIO OBONOHKOIO, OBATbHA, ABOOMYKIA, Binnosigae

apubmzio 11.5 x 7. 1MM. (IOBKARA X! HIAPUIA). BUTPARITOBATIA
TabieTK; Ha NHUboBOMY G0l «ZD4522»,
1a 3BopoTHOMY Ooui «40».

Po3uunicnns Cragist 1: BUMOUH BRAKAIOTHCH BIKOWAHIMH, SIKULO JULE KOKGOT 3 Biiosiac
8 iy et —

X =T75% wia3aseiienoro 6 BunpoGoRYBANKX TabNCTOK pozuumcuiisn uepes 30 XU 11e

BMICTY. mente, Hiskx X+5.

Crapis__2: Tecryiots  nopaTkoro 6 Tabnetok. ‘Bumorn
BRAKAIOTHCH BUKOHAMHMH, SKINO CCPCJIHC 3HAUCHHS POIUHHCHHS
ang 12 rtabacros Ginpuie afo gopismioc X, a Tadacrikun 3
po3uMHenHsM Mente, nisk X-15 uepes 30 xsuinn BiACYTHL
Cragis _ 3:  Teeryiors  gouparkoso 12 rtabnerox.  Bumoru
RBAKAIOTLCA BHKOHAHUMH, SKILO CCPCJUIE 3AUCHIS POSURIICTIHSA
s 24 rabnerok Gubuie abo  LopiBHIOC X posuHHCHI HE
Binbiie 2 Tabnerok Menme: ik X-15, a TabicTia 3 posuHieiism
menine, nix X-25 uepes 30 XRUMUI RUICYTHSL.

Bumicr Z.D4522 mertonom 95% - 105 % Biyt 3a5BICHOIO BMICTY : 990 BUL 3agBICTOIO
BEPX (B mepepaxynky Ha BMICTY
7145822 38.0 —42.0 mr/rabnerka 39.4 mr/rabaerka

BUILITY KHCJIOTY)

Drenrndgiranin merojom Bianosijac 3aTtrepiokeHOMY RUITPOOYBAHHIO Binrosinac
BEPX ,
OnuopimnicTs BMicTy Y@ Crajig 1: Bumora spaxkactnest BHKOHaHo10. sxio woana 3 10 Binositac
METOJOM BUIPOBORYBARIX TaGHCTOK 1E BHXOAMTL 3a MEXI Aialiazony Bil
85.0% no 115.0% eix sasencnoro smicty @ % RSD (n =10)
ckiitac 0.0% abo medmie, . 2P E
/D e, J
e i) Bt /
VA C R

7
Crop.134



Actpa3encia IOK JlinsiTen -

Mepeknayy 3 aHrmifncbKol MOBK Ha YKPaiHCHKY

Ciaw Poax Bizncee Mapx- Makiutedisnt - Yemap - Beanka Bpurawis - SK10 2NA
Ten.: + 44 (0) 1625 582828 Mawc.: + 44 (0) 1625 422266 astrazencca.com

- CEPTUDIKAT AHAN3Y
KPECTOP 40 nir, 28 Tabiicrox

ei1SY

ED3USY

»
%

(TabJIeTRH, BRPUTI IIBKOBOIO 000JI0HKO010, AKTHBHICTL: 40 MT)
110 7 Tadiierok y diricrepi; 1o 4 GiicTepn B KapToHuiil Kopooi
AxTusua peuosuna: Posysacraruny kansuiio (40 mr Pozysacraruuy)

Homcep cepil
Jara BupoOuuiTea

Tepmin MpuOaTHOCTI

SP886

10 Kgirus 2024

31 bepesust 2027

Howmep sninensii va Bupobunurso (MIA) 17991

Homep peccTpauifiHoro nocsigucHHs

Kpaina imnoprep

BUTTPOBYBAHHSN

BaricT BojtH MeTojioM

Kapaa ®imepa

IlponykTH po3kiaaanus
mererom BEPX

- ZD4522 B2

- ZD4522 (3R, 5S) Jlaxron

- Hecnewndikonani npoayxrit
po3KN2IANHS

- CyMa BCiX NDo;IyKTIB
PO3KNANAITHY
MikpoGioJtoriutiiit
KORTPOIIbL

- BuraibHa KiNpRIiCTs Gaxrepii
- Sarannia KifbcicTs rPUGIR

- Ecoli

Inewrudiranis saiza (1)
OKCHAY

Larenrudianis twrany
aioxcuny

Ykpaina

KPUTEPIH HPHALBITHOCTI

Cragis 2: Tecrytors goaarkoso ‘20 Tabricrok.- Bumeru
BBAKAIOTLCH . BMKOHAWWMMK, sxilo uc Gianme 'wisk 13 30 .

BUUPOOOBYBaHHX TabNCTOK BHXOUMTBL 38 MEXKI JiallazoHy
Bz 85.0% no 115.0% win sassncHoro RMicTy, ni | Tabaerka
HC MOBMHHA BUXOQUMTH 3a MCKI Miaitasony Bix«75.0% no
125.0% i % RSD (n = 30) 1ie nosuiio nepenuiysari 7.8%.

5.5% M/M MaKCHMYM

0.6% M/M MakCIIMyM

©0.2% M/M MaKCHMYM

0.2% M/M MAKCUMYM KOKIIOTO
0.8% M/M MaKCHMYM

P

He Gixswe 1600 KYO/h-
He Gineie 100 KYO/r
BiicyTtHs

TTosurnria,

[TosuTuena

UA/3772/01/03

PE3YIILTAT

4.6% no maci

<O 1% M/im
<0). 1% M/M
.00 MM

<0, 1% M/M

Teer e upenopnBes
TeeT te rpoRoIHRECH
Tecr we tporojmpca

Teot 1e TPOROAMRCS

TeeT He HPOBOMBLA

Crop. 234



Mepeknag 3 aHrNIACHKOT MORW Ha YKPaATHCHKY

Acrpa3encka YOK Jlimiven -
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Ciax Poax Bisnee lNapw: Makwkaehing - Yenmnp - Beawen Bpurania: SK1o2NA 0] 4

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

I . CEPTUOIKAT AHAJIIZY _
' - KPECTOP 40 mr, 28 Tabjuerox oy

enaL

(TabJIeTKK, BKPUTI MIIBKOBO10 000JI0HKOI0, AKTHBHICTH: 40 MT)

1o 7 radiierok y Guicrepi; uo 4 6uicrepn B kKaprowniii Kopobui

AKTHRHA peuorina; Posysacratuuy kaasiiiio (40 mr Posysacraruny
| y ) 1 A b

Howmep cepii

Hara pupobrunrea

Tepmin MpuaaTHOCTI .
Honep siuensii Ha supoSuuurso (MIA)
HOMep,pé(‘(":_T])auii&}mro MOCRITeHHS

Kpaina imnoprep

SP8i6
10 Ksitus 2024
31-bepesns 2027

17901

C UA/3T772/01/03
Yxpaina

Kpaina noxogacenus: Hvepro Pico/CIIA

Bupotnuk Jikapesioro 3acody “in-bulk”:

ARILEp ®apmacbioThukanc k.

Kapp 188 Jlore 17, Can Icinopo lacrpian apxk, w/c 1624, Kaunorauac, TTyepro-Piko 00729, CLIA
GMP Homep Ceprudikary: UK GMP 15822 Insp GMP {5822/12983-(G004

" Bupo6uitk, BIANOBia LU 32 NaKYBARUA, KOHTPOIIL TA BHIYCK cepii:
~ Actpa3enexa FOK JlimiTen
"Cink Poay Bisnec Tlapk, Makxicding, SK10 2NA, Benuxa Bpuranis
~Jlinensis na rupobmuurso: UK MIA 17901
GMP Howmep Ceprugsixary Ne: UK MIA 17901 Tnsp GMP/GDP 17901/10117-0051

Kinpkicre cepii: 8 832 ym.
Hara Bumyciy: 09 JInnus 2024

3AKITHOHHE HOJNOKCHHR:
Janynm ATBepAKYIO, U0 BUIUeBKasaHa iopMuLLis ¢ IOCTOBIPHOIO | NpaBriIbioto. Jana cepia Gviia
BHTOTOBLEHA, BKIIOUAIOUH [TaXYBAHIIS/MAPKYBAHII | KOHTPOIb AKOCTI, B MOBHIH RUITOBIANOCTI 3
wuMorass GMP ROKaHEHOro DEryISTOPHOTO OPrany Ta 3rHo creiuhikanii pecerpaitiiinoro jjoche
kpaiui imiioprepa. Cepiitiic BUPOOHHIITRO, TAKYyRAHH Ta npotToKam ammzy ucpun}wm ! BCTAHORIICIND,
Gy BOT m)morsmalon, BIHMOTaM GMP :

l}

Bm:yc:c cxpasienzo: in C.X. ,Llcnic MeHeKep TPy 3a0C3ICHCHIS SKOC T

Yopnosaxena ocoba

(Enewrpounuii sinme ¢ 10puausto 0GoB’ I3KOBHM CRBIBAJICITOM BJIRCHOPYHROUO HiTICY)

Crop. 334



Mepeknan 3 adf MnckKOl MOBW Ha YKPaIHChKY

BATBCPIOKCHITSE JIOKYMEITTY

:

Ak By

3aTBEPJUKCHHS 31 CTODOHH SKOCTI
jack.wood | (Wastrazencca.com
| 12-Bepecna-2024 08:46:18 GMT--000()

Ciop. 434



AST-0156204 v1.0  Status: Approved  Approved Date: 12 Sep 2024 Page } ol d
7204379UKR SP&OA Ukraine CoA

AstraZeneca UK Lindted i . o : S L ' e
Silk Road Business Park ~ Macclesfield: Chesfiire « United Kingdowm - SK10 2NA -~ D (o
T +44 (D) 1625 582828 - F: +44 (0} 1625 422266 - astraceneca.com —

CERTIFICATE OF ANALYSIS MJ

CRESTOR® 40mg, 28 TBL .,
(Film-coated Tablets, Strength 40mg) %
7 tablets in a blister; 4 blisters in a cardboard pack Q)

Active Substance: Rosuvastatin Calcivm (40mg Rosuvastatin)

Batch Number . R SP806

Date of M‘anufaclture | R | 10™ April 2024

Date of Expiry 318 March 2027

Manufacture Authorisation Number (MIA) 17901
- Marketing Authorisation Number o UA/3772/01/03

Importing Country Ukraine

TEST S ACCEPTANCE CRITERIA RESULT
Description A ‘ V Pink, film-coaled, oval, biconvex, Complies

“approximately 115 x 7:Imm-(length x
width) intagliated tablet; obverse side
245227 reverse side 40”7

Dissolution » Stage 1: Requirements are met if cach of the  Complies
X=75% of label claim. 6 tablets tested is not less than X+35 after 30
oo o 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 [ess than X-25 after 30 minutes.

7D4522 content by HPLC 95%-105% of label claim 99% of label claim
(as ZD4522 free acid) 38.0 - 42.0 mg/tablet 394 mgtablet
Identification by HPLC Conplies with approved test Complies

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

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 | 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 7%
RSD (n =30) does not exceed 7.8%.

Check this is the latest version of the document before use.
Printed by Elodie Grattessol on 12 Sep 2024 08:48 GMT+00:00
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4

v

AstraZeneca UK Limited- 4
Silk Road Businass Park - Macciesfield: Cheshire - United Kinggom - SK10 2NA
T +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

CRESTOR® 40mg, 28 TBL =
(Film-coated Tablets, Strength 40mg) 'S
7 tablets in a blister; 4 blisters in a cardboard pack o%

Active Substance: Rosuvastatin Calcium (40mg Rosuvastatin)

Batch Number SP806

T0™ Aprii 2024
Date of Expiry 318 March 2027
Manufacture Authorisation Number (MIA) 17901

Date of Manufacture

Marketing Authorisation Number UA/3772/01/03

Importing Country Ukraine

TEST : ACCEPTANCE CRITERIA RESULT
Water Content byKal"l Fischer 5.5% w/Av maximum ‘ o 4.6% wiw

v

Degradation products by HPL.C
214522 B2 B
ZDA4522 (3R,5%) Lactone
Unspecifieds
Total of all

Microbiological testing
Total bacterial count
~ Total fungal count
VE coli '

Identification ofirbn (ll.l) oxide ‘

o

Identification of titanium dioxide

Check this is the latest version of the document before use.

“0.6% w/w maximum

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

<0, 1% w/iw

<0 1% wiw
0.0% wiw
<0. 1% whv

Test not performed
Test not performed
Test not performed

Test not performed

Test not performed

Printed by Elodie Grattessol on 12 Sep 2024 08:48 GMT+00:00



AST-0156204 v1.0  Status: Approved  Approved Date: 12 Sep 2024 Page 3 of 4
7204379UKR 5P806 Ukraine CoA

AstraZeneca UK L tmuM = T . : p
Silk Road Business Park » Macclesfield: Lhmham United Kingdom - SK10 2NA . f
[ +44 (D) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com ’;‘:}i’
Q‘u}
CERTIFICATE OF ANALYSIS %E
L)
CRESTOR® 40mg, 28 TBL g
(Film-coated Tablets, Strength 40mg) {u'*l’{
7 tablets in a blister; 4 blisters in a cardboard pack 93

Active Substance: Rosuvastatin Calcium (40mg Rosuvastatin)

Batch Number . , ‘ - SP806
Date of Manufacture e T ™ April 2024
Date of Expiry 31° March 2027
Manufacture Authorisation Number (MIA) 17901

- Marketing Authorisation Number  ~ UA/3772/01/03
Importing Country Ukraine

Country of Origin: Puerto RicofUSA -~ . SR

Bulk manufac‘turing:*' (IPR Phaviaccuticals Ine,

Carr 188 Lote 17, San Isidoro Indus‘ll'i'll 111\ l’() Box ]()74 (‘unovunn\'
- Pueito'Rico, PR 60729, USA-~ " T
GMP Certificate Number: UK GMP 15822 Imp GMP IQSZ’/IMXa 0004

Ma.lutactmu iesp(mSlble tfor packaging, control and batch lelcasc
: . AstraZencca UK Limited
Silk Road Business Park. Macelesficld. \I\I ) ’\ \ 1 nited Kingdon:
ST MIA: UK MIA 17901
- GMP Certificate Number: UK MIA 17901 Insp GMP/GDP 17901/10117-0051

'

Batch Quantity:, . 8832 packs

Date of Releasé: - 09" July 2024

Closing Clause:

I hereby certify that the above information is authentic and accurate. This batch of product has been

mapufactured, including dek'lUﬂ"/ldbL,”mg and quality control at the above mentioned site(s) in full

complmm.c with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country. T he batch plouwnu packaging and analysis rac mda were

reviewed and found to be in compliance witli GMP.

Released by: Phil CH (QAD) Davics C Quality Assurance Group Munager
Qualified Person

(This electronic signature is the legally binding equivalent of a handwritten signaturce)

Check this is the latest version of the document before use.
Printed by Elodie Grattessol on .2 Sep 2024 08:48 GMT+00:00
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Document Approvals

. ‘ : [
Quality Approval o Jack Wood
JTack. Woodl @astrazencca.com

i

‘ 12-Sep-2024 08:46: 18 GMT+6000

Check this is the latest version of the document before usc.
Printed by Elodie Grattessol on 12 Sep 2024 08:48 GMT=-00:00



JNEPKABHA CIYKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMY Y KHIBCHKINA OBJACTI

npos. Ceituusoi Hagii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail; dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
po AKICTH BBE3eHOro B YKpAaiHy JiKapchKOro 3aco0y

11.03.2025 Ne 10531/25/10

KPECTOP

(uaiistenyBana nikapcsKoro 3acoby ariaHo 3 PRECTPAU{ITHIIM IOCBIAICHHAN )
ab/eTKH, BKPHTI AAIBKOBOI0 050JI0HKOI0, 110 40 M 110 7 radnerox y Oaicrepi; no 4 baicTepn
B KapToHHiH Kopobui

((hopma BHMYCKY, A03YBAHHA, BI aKYBAHHA NMiKAPEEKOFO 3a¢00Y)

Howmep peectpaniiinoro noceiagerna UA/3772/01/03 erpox aif peectpanifinoro nocsiauenus 01.01.2099

Cepis nixapcpkoro acoby Ne SR907 Kinsxicrs sBescHoro Jikapesxoro sacody 144
BpoBHHE Acrpa3eneka IOK Jlimites, Bemixa Bpuranis
(uaitvenysangs pitpodHIKa Aikapcsxoro 3acody, kpaiHa MOXQUKEHHH )
Bresero B YkpaiHy CnifbHe yKpaiHehbK0-eCTOHCHKE ANPHEMCTBO Y ¢dopai TOBapHCTEA
3 oGMesenor sixnosiganbnicTio "OnriMa-Daps, JITA", inent. cou:
21642228

(naitmeHyBanHs Ta Koz 38 EAPTIOY ropuairnoi ocoln aGo npissuue, iM'A, o Garskosi (izmunol
ocaf - TigmpueMns, i Micte npowiBani Ta peccrpaniiitni HoMep ofikoBOt KAPTKH MATHHEA
noaaTkis abo cepif Ta HOMeP NAcnopTa)

Ilperoxon Bisyansuoro kenrpomo six 05.03.2025 Ne 0668/12.

Ja pesymkTaraMH AEPKABHOLO KOHTPOMH® BCTAHOBAGHO, WO jikapcekmit  3aci6 Bpeseso B Ykpainy 3
JAOTPHMAHHSEM BHMOT 32KOHOABCTEA WOJO 3a6e3MeMeHHA AKOCTI JIKAPChKUX 3ac00iB,

Ounera EPEOMEHKO

'(ﬁi,un HC) (ininiany Ta npiseume)




Mepeknag 3 aHrnifncbKoi MOBY Ha YKpaiHChKY

Acrpa3encxa FOK Jimiren -
Cink Poan Bizuec INapx- Makkacding - Yemnp - Beanka Bpuranis - SK10 2NA
Ten.: +44 (0) 1625 582828 daxc.: + 44 (0) 1625 422266 astrazencca.com

(TabJieTKH, BKPHTI MITIBKOBOIO 000JI0HKOI0, aKTHBHiCTh: 40 Mr)

CEPTUDPIKAT AHAJII3Y
KPECTOP 40 mr, 28 Ta6eTok

BD3USZeIISY

oy

no 7 rauerox y Giicrepi; no 4 GicTepH B kKapTOHHIA KopoGui
AxTHBHa pedoBHHa: PosyBacraTuny kansuito (40 mr PosysactaTtuny)

Howmep cepii
[Hara BupoGHULTBA

TepMiH NpHaaTHOCTI

Homep nitensii Ha BupobHuureo (MIA)

SR%07

19 Yepsns 2024
31 Tpasnus 2027

17901

Homep peecrpauiitHoro nocsigueHHs

Kpaina iMnoprep

BHITPOBYBAHHSI

Onne

Po3unnenus
X=75% sia 3agsiienoro
BMIiCTY.

Buicr ZD4522 meroom
BEPX (B nepepaxyHky na
ZD4522

BUILHY KHOJIOTY)

LaenTudgikauis merogom
BEPX

Oanopiauicrs Bymicty YO
METOI0M

UA/3772/01/03

Ykpaina

KPUTEPIT NIPUITHSTHOCTI

PojxceBa, BkpHTa IU1IBKOBOIO OGONOHKOIO, OBaJIbHA, UBOOIMYIJIA,
npuGauzno 11.5 x 7.1MM (moBxMHa X IIMpHHA) BMrpaBiloBaHa
Tabnerka; Ha THUBOBOMY GoLtl «ZD4522,

Ha 3BOPOTHOMY 6011 «40».

Cragist |: BUMOrd BBKAIOTHCH BAKOHAHHMH, SKLIO JUIS KOXHOT 3
6 sunpoGoByBanux TabneTOK PO3UMHCHHS uepe3 30 XBHIHH He
MeHe, Hi X+3.

Cragin _2: Tecrytors jopatkoBo 6 Tabnerok. Bumorn
BB)KAIOTHCA BHKOHAHHMH, SIKINO CEPEIHE 3HAYECHHS PO3YHHCHHS
as 12 rabnerok Ginbie abo nopisuioe X, a Tabnerku 3

PO34MHEHHAM MeHIue, Hix X~ 15 uepe3 30 XBUJIMH BIACYTHI.

Cragis_3: Tecryioth pomarkoBo 12 Tabnerox. Bumorn
BBAYAIOTHCA BHKOHAHMMH, SAKUIO CEPEIHE 3HAYCHHA PO3YHHEHHS
Juist 24 rtabnerox Ginbie aGo nopiBHIOE X, PO3UMHEHHS HE
OinbLie 2 Tabnerok Menue, Hix X-15, a Tabierka 3 pO3UHHEHHIM
meHue, Hix X-25 uepes 30 XBUARH BIACYTHSL.

95% - 105 % Bij 3asBJIEHOTO BMICTY

38.0 —42.0 mr/rabnerka

Biarosijae satnepiokeHomy BUnpolyBanHio

Cragis 1: Bumora BBOKACTLCS BHUKOHAHOIO, SIKIMO sxoaua 3 10
BuUnpoBoByBaHUX TAGNETOK HE BUXOAUTL 3a MeXi Alariasony Bia
85.0% no 115.0% sig sassnenoro smicty i % RSD (n =10)
cinanae 6.0% abo MeHiue.

PE3YJIBTAT

Bianosigae

Bianosixae

100% Bin 3asBJiIeHOTO
BMiCTY
40.0 mr/rabnerka

Bianosigae

Biurosinae

Crop.134
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Actpadenexa JOK Jlimiren -
Cinx Poan Bizuee Mapx: Maxxacding - Yeumnp + Beanwea Bpurauis - SK10 2NA
Tem.: + 44 (0) 1625 582828 Mdaxc.: + 44 (0) 1625 422266 astrazeneca.com

Mepeknad 3 aHTNIACLKOT MOBM Ha YKpaTHCbKY

CEPTUDIKAT AHAJI3Y
KPECTOP 40 wmr, 28 Tatnerok

ZelSY

_BOosuUa

P

(TabneTku, BKpUTI N1iBKOBOIO 060/10HKO10, aKTUBHicTL: 40 Mr)
no 7 Tabaerok y Gaicrepi; no 4 Gnicrepu B KapToHHIi# KopoOui
AKTHBHA pevoBuHa: PosysacTaTuny Kanasuito (40 mr PosysacraTuny)

Howmep cepii
[ara BupobHuLTBa

TepMmiH MpUaaTHOCTI

Howmep ntitiensii Ha BUpoOHULTBO (MIA)

Homep peectpautiiHOro noceinueHHs

Kpafna imnoprep

BHUINIPOGYBAHHSI

Bmict Boam meToomM

Kapaa ®imepa

Tpoayxri po3kiaganus
seronom BEPX

-2D4522 B2

- ZD4522 (3R, 5S) Jlaxrou

- Hecneuudixonani npojyKru
pO3KIAAHHs

- CyMa BCIX IPOAYKTIB
PO3KAaIaHHs
Mikpo6iosoriunii
KOHTPO/IH

- 3aranbHa KiNbKicTh GakTepiii
- 3araipHa KijbKicTs rpudin

- E coli

Inenrndikauin 3aqiza (111)
OKCHIY

InenTudixanin rrany
nioKengy

KPUTEPIT NPHHHSITHOCTI

SR907

19 Yepsus 2024
31 Tpasusi 2027
17901

UA/3772/01/03
Ykpaina

PE3YJBLTAT

Crapin 2: Tecryiors gogarxoBo 20 Tabnerox. Bumoru
BBAONKAIOTLCA BHKOHAHMMM, Akwo He Oinpine Hix 1 3 30
BunpoGoBYBANHX TabJICTOK BUXOAMTL 3a MEXI aianasony
Bia 85.0% mo 115.0% six 3assneHoro BMicty, Hi | Tabnerka
HE MOBMHHA BMXO/UITH 3a Mexi aianasony Bin 75.0% mo
125.0% i % RSD (n = 30) He noBuHHO nepeBHLLyBaTH 7.8%.

5.5% M/M MaKcHuMy™M

0.6% M/M MakCUMYM
\
0.2% m/M Makcumym
0.2% M/M MaKCHMYM KOXHOIO

0.8% M/M MakcHMy M

He 6inbe 1000 KYO/r-
He Ginbie 100 KYO/r
Bincyrus

[TosuTHBHA

I'osurusha

4.4% 1o Maci

<0.1% m/m
<0.1% m/m
0.0% m/M

<0.1% m/m

Tecr He npoBoAMBCA
TecT HEe MPOBOAMBCHA
Tect HE NPOBOAMBCA

TecT He NPOBOMBCA

Tect He MPOBOAUBCS

Crop.234



Mepeknaa 3 aHrNNCLKOT MOBU HA YKPaiHCbKY

Actpa3enexa IOK Jlimiten -

Cink Poap Bisuee Hapr: Makkacding - Yemnp - Besinka Bpuranis- SK10 2NA

Tesm.: + 44 (0) 1625 582828 daxc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTU®DIKAT AHAJII3Y
KPECTOP 40 mr, 28 Tadnerok

EosUozZelisy

&

/

(TabnerKu, BRKpUTI NJ1iBKOBOIO 060J0HKOI0, aKTHBHICTL: 40 M)
no 7 rabnerok y Gaicrepi; no 4 Giicrepn B KapTOHHIH KOpoOGUi
AxTHBHA peqoBuHa: PosysacTtaTuny Kanbuito (40 mr PosysacraTusny)

Howmep cepii

Jara BupoOHHLITBA

TepmiH npuuaTHoCT

Homep niueHsii Ha Bupo6Guuureo (MIA)
Howmep peectpauiiiHoro rnocsigueHHs

Kpaina imrioprep

Kpaina noxogxennn: Ilyepro Piko/CLUA

BupoOuuk gikapcbkoro 3acody “in-bulk”:

AiilliEp ®apmacbroTukanc Iuk.

SR907
19 Yepsus 2024
31 Tpasus 2027
17901

UA/3772/01/03
Yxpaina

Kapp 188 Jlore 17, Cau Icinopo Iupacrpian [lapk, n/c 1624, Kanosanac, [Tyepro-Piko 00729, CILIA
GMP Homep Ceprudikary: UK GMP 15822 Insp GMP 15822/12983-0004

BupoGuuk, BixnosinanbHuii 3a nakysanHs, KOHTPOIL Ta BHNYCK cepil:

Actpa3enexa IOK Jdimires

Cink Poax bisuec ITapk, Makkicding, SK10 2NA, Bennka bpuranis

Jlineusis na pupoOuuurso: UK MIA 17901

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

Kinekicrs cepii: 3 264 yn.
Nara sunycky: 01 Xosrns 2024

3akouHe NoJIOKeHHs

JlanuM migrsepaKylo, mo BHLIEBKasana iHpopMalis € 10cTOBIpHOIO i npaBKibHOIO0. [laHa cepis Oyna
BUIOTOBJICHA, BIJIIOHAIOYH T1aKYBAHHA/MAPKYBAHHS | KOHTPOJL AKOCTI, B MOBHil BianoBifHOCTI 3
sumoraMu GMP 10KaIbHOrO PEerysTOpHOro oprany Ta 3riaxo cneuudikaliil peectpauiiinoro nocse
kpaiuu imnoprepa. Cepiiine BUpOGHHUITRO, [IAKY BAHHS Ta IPOTOKONM aHAJi3y MepeBipeni i BcTaHoBIEHO,

1110 BOHH BignosigaioTs BumoraM GMP,

Bunyck cxsaneno: ®in C.X. Jlesic Meuekep rpyiu 3a6e3neucHHs 1KocTi

YnosHopaxena ocoba

(Enexrponuuii nignyc € opuanvHo 0608’ A3K0BHM eKBIBAJEHTOM BJIACHOPYUHOTr0 miaNHCY)

Crop.334



Mepeknag 3 aHrNiAcLKOT MOBU Ha YKPaATHCLKY

3aTBep/KeHHS 1OKYMEHTY

3aTBEPUKEHHS 31 CTOPOHHU AKOCTI

Enopni I'parrecon
clodie.grattessoll @astrazeneca.com
29-Ciung-2025 08:07:44 GMT+0000
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AstraZeneca UK Limited-

7204379UKR SR907 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® 40mg, 28 TBL

(Film-coated Tablets, Strength 40mg)

7 tablets in a blister; 4 blisters in a cardboard pack

BI3UI7EIISY

Active Substance: Rosuvastatin Calcium (40mg Rosuvastatin)

Batch Number

Date of Manufacture

SR907
19" June 2024

Date of Expiry 315 May 2027

Manufacture Authorisation Number (MIA) 17901

Marketing Authorisation Number UA/3772/01/03

Importing Country Ukraine

TEST ACCEPTANCE CRITERIA

Description Pink, film-coated, oval, biconvex,
approximately 11.5 x 7.1mm (length x
width) intagliated tablet; obverse side
“Z1D45227, reverse side “40”

Dissolution Stage I: Requirements are met if cach of the

X=75% of label claim.

7.D4522 content by HPLC
(as ZD4522 free acid)

Identification by HPLC

Content uniformity by UV

Check this is the latest version of the document before use.
Printed by Laura Baker on 29 Jan 2025 09:54 GMT+00:00

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-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.

95%-105% of label claim
38.0 — 42.0 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

100% of label claim
40.0 mg/tablet

Complies

Complies
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7204379UKR SR907 Ukraine COA

AstraZeneca UK Limited- >
Silk Road Business Park - Macclesfield- Cheshire - United Kingdom - SK10 2NA (ﬂ
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com x
Q
CERTIFICATE OF ANALYSIS (%J
CRESTOR® 40mg, 28 TBL %
(Film-coated Tablets, Strength 40mg) e
7 tablets in a blister; 4 blisters in a cardboard pack Q)
Active Substance: Rosuvastatin Calcium (40mg Rosuvastatin)
Batch Number SR907
Date of Manufacture 19" June 2024
Date of Expiry 315 May 2027
Manufacture Authorisation Number (MIA) 17901
Marketing Authorisation Number UA/3772/01/03
Importing Country Ukraine
TEST ACCEPTANCE CRITERIA RESULT
Water Content by Karl Fischer 5.5% w/w maximum 4.4% wiw
Degradation products by HPLC
ZD4522 B2 0.6% w/w maximum <0.1% w/w
7ZD4522 (3R,5S) Lactone 0.2% w/w maximum <0.1% w/w
Unspecifieds 0.2% w/w maximum each 0.0% wiw
Total of all 0.8% w/w maximum <0.1% wiw
Microbiological testing
Total bacterial count Not more than 1000 cfu/g Test not performed
Total fungal count Not more than 100 cfu/g Test not performed
E coli Absent Test not performed
Identification of iron (111) 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 29 Jan 2025 09:54 GMT+00:00
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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

CRESTOR® 40mg, 28 TBL
(Film-coated Tablets, Strength 40mg)
7 tablets in a blister; 4 blisters in a cardboard pack

posUl7RIISY

Active Substance: Rosuvastatin Calcium (40mg Rosuvastatin)

Batch Number SR907

Date of Manufacture 19" June 2024

Date of Expiry 31t May 2027

Manufacture Authorisation Number (MIA) 17901

Marketing Authorisation Number UA/3772/01/03

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:
AstraZencca UK Limited
Silk Road Business Park, Macclestield, SK10 2NA, United Kingdom
MIA: UK MIA 17901
GMP Certificate Number: UK MIA 17901 Insp GMP/GDP 17901/10117-0051

Batch Quantity: 3264 packs

Date of Release: 1%t October 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: 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 29 Jan 2025 09:54 GMT+00:00
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Document Approvals

Quality Approval Elodie Grattessol
Elodie.Grattessol 1 @astrazeneca.com
29-Jan-2025 08:07:44 GMT+0000

Check this is the latest version of the document before use.
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