Vo,

AEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKII OBJIACTI

npos. CeiTanunoi Hapif, 3, m.Kuis, 02099, ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK
Npo SAKICTH BBe3eHOro B YKpainy JIKaApEbKOro 3acody

19.04.2024 Ne 18490/24/10

PO3APT

(HaitMeryranma nikapcekoro 3aco0y 3riHo 3 peecTpaltiitaim TIOCBIAYEHHAM)
TaOJEeTKH, BKPHTI IUIIBIKOBOIO 06010HK010, 10 10 Mr o 10 Tabnerok y GaricTepi; no 9
OuicTepiB y kKopo6ui
(QJopma BHITYCKY, HNO3YBaHHA, BUJ TIaKyBaHHA JIiKHpCLKOPO SBCOS}’)

Howmep peectpaniiinoro nocsizuenns UA/11647/01/02 CTpOK /i peecTpauiiinoro noceizgenns 01.01.2099

Cepis nikapcekoro 3acofy Ne 150552 Kinekicts BBesenoro nikapcskoro saco6y 11579

Bupobuuk

Axragic JIT/T, Mansta

(naiivenyBanms BupoGHHKa aiKapcekoro 3acoly, kpaiHa MOXOKEHHS)

BBeseno B Vipainy Toeapucrro 3 oGmesxenoro BinnosinaasuicTIo

won: 34770471

(nafiMenysanns Ta kox 3a €IPTIOY lopunuyHoi 0cobu abo npiseule, iM's, 10 GATLKOB| (hizuanot
ocobu - mignpuemMis,

1i Mic1le npoXkHBanHs Ta peectpauiitnuit Homep o6mikoBoT KapTKH [IJIaTHHKA
noJatkie abo cepist Ta Homep TacnopTa)

"Tesa Ykpaina", izenr.

ITporoxon sisyanenoro xonrpomo six 18.04.2024 No 0987/8.

3a pesynbratamu ACPKABHOIO  KOHTPOMIO  BCTAHOBMNEHO, LIO JIKApChKHT  3acif

BBE3CHO B VYKpaiHy 3
AOTPHMAHHAM Bumor 33aKOHOMABCTRA 010 3a0e3neyeHHs IKocTi NMiKapchKUX 3acobis.
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIT /IIKAPCBKQIQ 3ACOBY

P23

Name of product/Haasa npoaykty
(strength, dosage form, package size and
type/posyeanua, Aikapcoka gopma,
po3Mmip 1 TUN ynaxkosku)

Rosart, film-coated tablets 10 mg #90 {#10x9} in blisters / Posapr, TabneTkn,
BKPUTI nniekosolo 060n0HKo0, No 10 mr Ne90 {(Ne10x9) B 6Gnicrepax

Composition/Cknag

Burnagi 10,42 Mr po3yBacTaTHHy Kaabuilo

Rosuvastatin 10 mg as 10,42 mg Calcium rozuvastatin / PosysactatuHy 10 mry

Manufacturing country/Kpaina BUPOGBHMK

Actavis Ltd, Malta/Akrasic /itg, Maibta

Importing country/Kpaina-imnoprep Ukraine/Yrpaina

MA number/Homep PN UA/11647/01/02

Batch number/Homep cepii 150552

Batch size/Poamip cepii 11,579 packs/ynakosok
Date of manufacture/Aata BUPOBHULTBA 02.2024

Expiry date/Crpok npuaatHocTi 01.2026

Name, address and authorization number

Actavis Ltd, BLB 015, BLB 016, Bulebel Industnal Estate, Zejtun, ZTN 3000,

of manufacturing site/Hasea, agpeca i Malta/Akrasic 1TA, BLBO1S, BLBO1 6, byneGen HpacTpian GyanHoK, M. 3enTyH,
HOMEP NeHSIT BUPOBHIYOT gibHMU ZTN 3000, ManeTa
MLOD1
Tests / Specifications / Results /
MokazxHKMKK Hopmm PesyabratH

-HPLC/BEPX

-HPLC-DAD/BEPX-AM/,

{ Pink, round, 7mm in diameter, biconvex,"fifm-coated tablets

; with "ST 2" debossed on one face/ Powesi, kpymi,
. AlameTpom Tmm, asoonyrai Tabnetsu, skpuTi Aniekosoio
- 06ONOHKOK, 3 TUCHEHHAM «ST 25 Ha OAMiit cropoH|

: The retention time of the major peak in the chromatogram

of the sample solution as obtained in the assay corresponds :

- to that of the major peak in the chromatogram of the
. standard solution / Mig wac kinbkicHoro BU3HAYEHHR YacC

| YTPUMYBAHHA

OCHOBHOTO MKy HAa  XpOMaTOrpaMi

. Complies / Bignosiaac

Complies / Bignosigae

AOCAIAMYBAHOTO  DO3UMHY NOBUHEH BignosigaTM uJacy .

YTPUMYBAHHA  OCHOBHOTO  nNiky  Ha  xpomaTorpami

| CTAHAAPTHOIO PO3HMHY,

, The UV spectrum of the maior peak in the chromatogram of
; the sample solution as obtained in the assay corresponds to
. that of the major peak in the chromatogram of the standard

NOBWHEH BiANCBIAATK OCHOBHOMY NiKY Ha XpomaTorpami '

solution/ Mig 4ac kinpkicHoro BU3IHAYEHHA YO cnextp
OCHOBHOIO RIKY Ha XxpomaTtofpami AocnimmysaHoro RO3YHHY

_CTaHAAPTHOIO POIYMHY.

l.jnniwfo'rmit\; of dosage unlts /
AOIOBAHUX OAMHKLE

(content uniformity/oduopidnicme emicmy)
+ 144.2 mg £ 5% (137.0-151.4 mg)/

Average tablets mass / Cepeana maca
rabnerku

Assay / KinokicHe ensHavenns
{HPLC/BEPX)

Related substances,
Aomiwku (BEPX)

- 5-Ketoacid/S-xerokncaora®

- Lactone/Naxron?®

- 3RS5R-Rosu  (antiisomer)/3R,5R-posy
(auTnizomep)?

-Each unspecified impurity/Homua

Hesigoma gomilka
- Total Impurities/Cyma gomiwox_

Teva Pharmaceutical Industries Ltd.

OpHopigHicTe ;

Complies to Ph. Eur. 2.9.45/8%,35.(-)&,&&0 A0 EBp.éDj 2940

i AVg1S5.0

- 95 - 105% of the labelfled amount

HPLC [/ CynytHi |

- NMT 1.5%/He Ginowe 1.5%

144,2 mr + 5% {137,0-151,4 mr)

95 - 105% Big 3aABNEHOT KINLKOCTI

NMT 0.2%/He Ginvwe 0.2%
NMT 2.0%/He Ginbiue 2.0%
NMT 0.5%/He Binswe 0.5%

NMT 0.2 %/He Ginbwe 0.2%

! Complies / Bignosigae

T AV: 2.2

|

i 146.03 mg/mr

| 100.63%
| 10.06 mg/mr

: <0.1%

D <0.1%

! Not detected/He
BUABAEHO

- <0.1%

<0.1%

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.corn | www.teva.mt
Company No (2867 | VAT No MT 1360007 | (+356) 21693 533
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUOIKAT AKOCTI CEPIl /IIKAPCBKOMO 3ACOBY

Name of product/Hassa npogywry Rosart, film-coated tablets 10 mg #90 (#10x9%) in blisters / Posapr, TabneTrM,

(strength, dosage form, package size and BKPHTi NNiBKOBOI0 060NDHKOW0, Mo 10 Mr N290 (Ne10x9) B 6nicrepax

type/ A03yBaHHA, nikapcbka dopma,

PO3MIp i TMR ynakorku)

Composition/Cknag Rosuvastatin 10 mg as 10,42 mg Calcium rozuvastatin / Posyeactatiny 10 mry
surnaai 10,42 mr poayBacratuHy Kanbyio

Manufacturing country/KpaiHa BUPoBHMK Actavis Ltd, Malta/AxTasic fita, Manota ]

Importing country/ Kpaina-imnoprep Ukraine/Ykpaiua

MA number/Homep PN UA/11647/01/02

Batch number/Homep cepii 150552

Batch size/Poamip cepii 11,579 packs/ynaxosok

Date of manufacture/fara BHPOBHUUTBa 02.2024

Expiry date/Crpok npugatHocTi 01.2026

Name, address and authorization number Aclavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,

of manufacturing site/Hazsa, agpeca i Malta/Axragic NTA, BLBO1S, BLBO16, byne6en Ingacrpian GyanHok, m. 3elryn,

HOMEP NiLeH3IT BUPOGHWYOT AibHML ZTN 3000, ManbTa
MLOG1

Tests / Specifications / Results /
Mokaznukmu Hopmu Pesynsrary

Dissolution / Posuumennn | Qi75%after 45 miny Oo7SHendn T | Mean/Cep: 1018

+ (Ph. Eur. 2.9.3/Esp.dapm. 2.9.3) | Min/Min: 99.2%
{HPLC, paddle, citrate buffer, pH 6.6, 75rpm ‘ Max/Makc: 104.7%
/ BEPX, nomacti, umtpatuii 6ydep, pH 6.6, |
75 06/x8.)

Microbiological quality! / MikpoGionoriuna ancrora®

- Total amount of aerobic bacteria :
{TAMC) / 3araneHa Kisbkicts aepoBHux | NMT 10° CFU/g /He 6inbwe 10° KYQ/r ;
Mikpoopratiamis {TAMC) : .  Not performed, He
- Total amount of Yeasts and Moulds i NMT 10? CFU/g /He Biabwe 102 KYG/r i
L ; BWMKOHYBaBCA
Count (TYMC)/ 3aranbHa  rinskicTb :
OPIKMKOBUXS NNICHEBMX FPrGie {Tymc)
- Esc_heriglgiq_ coli ~ AbsentE. coliin 1 g/Bi,gcy‘rHi E.colisir —— _
! Not reutinely performed. Tested on the first three production batches and then at least once year. /He nposogutees nocTiliHo, Aocnigmensn nposogsrs ana 3x
NEPUINX NPOMUCAGBAX CORIR, 3 ROTIM AK MiHiMym pa3 Ha pix,
2-':‘-(4~(4-qunmphenvl)-6-isopre3(:>\,f!-2-(N-methyl-I'\J-rnethanesulfc;n\,'laminup\,'rimi(iine)-fm,fll-BR-hvdrmqf—i’a-o:m::-(I-Z)-G-heptenic acid calcium salt/?~(4~(4-¢mp¢oeHJ’n)-6-
i39np0ni”‘z‘[N‘Mer“ﬂ'N‘METaHCVﬂb¢0HiﬂaMiH0ﬁipMMi,ﬂ.l/lH)-S-iﬂ}-3R-ri,qpoKCM—S-OKCO-(E)-G-F&‘H?EHOBa KMCNOTA K3NBUJERAA Cinb.
3. (E}~7-(4-{4-ﬂuoraphenyl)-6—isopropy|A2-(methyI(methylsuifonyl)amino}pyrimidin-5~yl)(3R,SS)S,S-dihydmxyhept-ﬁ-enoic acid)-(3,6)lactone/(E)-7-(4-{ A-propderin)-
6*i30|‘lpOHin-Z-{MeTMn{MQTMﬂCVﬂbd}OHin)aMiHO)nipMMiAHH-S-i.ﬂ)(3R,55)3,5-,quiApO}{CMrenTv5-eHOBa kucnotal-(2,6)nanTom.
“ (3R, 5R)J‘-(4—(4~fluorophenyl)-G-isopropyl-z-(methyl{methylsuIfonyljarnino}pyrimidin-S-yI]3,5-dihydroxy-b{E)-heptenic acid calcium salt) {2: 1)/(3R, SR}-7-(4-(4-
tbropd:eHiﬁ)-ﬁ-iaonponin—2-{memn( Memncynmtouin)amiuo)niphmE,qu-S-inJ3,5-,quriAponcu-ﬁ(E)-renTeﬂoaa KUCAOTa KambLiEBan cins) (2:1).

The batch meets the requirements of AND for MANe UA/11647/01/03 / Cepin signosigae sumoram MK# Ao P.N. N2 UA/11647/01/03

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labelling
and quality contral at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Autherization of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP/

A 3anennAl0, WO HasegeHa suwe indopmauin € AocToBipHOW Ta TovHOW., Un cepin Byna surotosnena, sknryatoun YNAHOBKY | KOHTPOAL AKGCT
Ha 3a3HaueHIR SuLe BUPOBHUUIH Ainanui (ainnnrax), B nosHii sianoesigHoOCT 3 BUMOramu GMP MmicueBoro perynioovore opraHy Ta cneundrikauii

Peecrpayiiinoro flocaigueni HpaiHu-imnoprepa. Mpotokonu BMPOGHMUTBE, YNaKoBKM Ta KOHTROAN axocTi 6yan posrnAnyTi i BusHawi
8ianoBiAHKMMM BUMOram GMVP.

Niarotosneno/ Compiled by: Tome Manevski

{

gaTa/Da([e: 20.03.2024

3atsepgmeno/ Issued by: I3

-
DHO
Data/ Date: /£ /20 MAR 204

¥noBHopakeHa ocoba/ Qualified Person

er Moscaftlo Polop

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB 016, Bulebel Industr =i st TRa 230, Malta | infomatta@tevapharm.com www.teva.mt
Company Mo C2867 | VAT No MT 11360007 [ (+356) 21693533
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