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AEPKABHA CJIVKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitimmunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog € APIIOY 37078774

BUCHOBOK
NPO AKICTH BBE3E€HOI'0 B YKpaiHy JikapebKoro 3acody

29.12.2023 Ne 65961/23/10

PO3APT

(HaliMeHyBaHHA JIKapChKOro 3aco0y 3TiZHO 3 peecTpalliliHuM MOCBII4EHHAM )
Ta0JIeTKH, BKPHUTI IJIIBKOBOIO 060/10HKO010, 10 20 Mr, o 10 Taéaerok y 6aicrepi; mo 3
OJicTepu y Kopooui

(dopma BumycKy, A03yBaHHA, BU/ MMAKYBAHHA JiKapchkoro 3acofy)
Homep peectpauiiitoro nocsimuenns UA/11647/01/03 crpox nii peecrpauiiizoro noceiguernns 01.01.2099
Cepis mikapcbkoro 3acoby Ne 144093 KinexicTe BBE3EHOTO NiKapcrkoro 3acoby 3024

Bupo6uuk Axragic JIT]I, ManbeTa
(HaliMEeHyBaHHS BUPOOHHMKA JTIKapCHKOro 3ac00y, KpaiHa MOXOMIKEHHs)

BpeseHo B Ykpainy TosapucrBo 3 06MekeHOI0 BinnoBizaabnicTio "TeBa Ykpaina', inenr.
xoa: 34770471

(nakimenysanns Ta koz 3a CJ/IPIIOY ropumuunoi ocobu abo npizeuiie, iM's, mo 6arexosi (pizpunol
0co0u - mAIpHeMLS, il Miclie NPOKUBAHHS Ta peecTpauiinuii HoMep 061iKOBOT KAPTKHU MIaTHUKA
noaatkiB abo cepis Ta HOMep [IacmopTa)

ITIporokon BisyansHoro kourpoaio Bix 28.12.2023 Ne 4208/16.

3a pesyJbTaTaMM JEPAKABHOIO KOHTPOMIO BCTAHOBJIGHO, IO JIKAPChKWiM 3aci® BBe3eHO B YKpaiHy 3

AOTPHMAHHSAM BuMOr 3aKOHOJABCTBA LO0 3a0e3NeUeHH SKOCTI JIIKapchKHX 3aC00iB.
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
eié a CEPTUDIKAT AKOCT! CEPIl NIKAPCBKOI QO 3ACCOBY
Name of product/Hazea npoaykry Rosart, film-coated tablets 20 mg #30 (#10x3) in blisters / PosaprT, rabneTtkm,
(strength, dosage form, package size and type/ | BkpuWTi naisKoBoio o6onorkolo, 1o 20 mr Ne30 (Ne10x3) B BaicTepax
A03yBaHHA, AiKapcbKa dopma, po3mip i

THUN YNaKOBKH)
Composition/ Cknag

Rosuvastatin 20 mg as 20,84 mg Calcium rozuvastatin /Po3ysactatuny 20 mry
eurnani 20,84 Mr posyBacTaTHHy Kanbliio
Manufacturing country/ KpaiHa Bupo6Huk | Actavis Ltd, Malta/Axrasic /T, ManbTa

Importing country/ Kpaina-imnoprep Ukraine/Ykpaina
MA number/ Homep Pl UA/11647/01/03
Batch number/Homep cepii 144093
Batch size/ Po3mip cepii 3024 packs/ynakoBok
Date of manufacture//Jara BupoBHULTBA 11,10.2023
Expiry date/ Crpok npraatTHOCTI 30.09.2025
Name, address and authorization number | Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
of manufacturing site/ Hasea, agpeca i Malta/Axrasic T4, BLBO15, BLBO16, Byneben IHaacTpian OYAMHOK, M. 3EUTYH,
HOMEP NiyeH3iT BUPOBHKUOT AiNbHML ZTN 3000, Manbra
MLOO1
Tests / Specifications / Results /
MokazHuKH | Hopmu PesynbTatu

Pink, round, 9 mm in diameter, biconvex, film- _coated tablets | Cnmphes / Bt,qnomp,ae
with “ST 3” debossed on one face/ Poxesi, Kpyrai, AlameTpom
9 MM, ABOONYKAI TabAeTKY, KpuTi naisKosol 060A0OHKOI, 3
THCHeHHAM «ST 3» Ha OAHIl cTopOHI

Tablet description / Onuc
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Identlf:catlon / laenTudikayis
-HPLC/ BEPX The retention time of the major peak in the chromatogram of | Complies / Bignosigae

the sample solution as obtained in the assay corresponds to |
that of the major peak in the chromatogram of the standard |
| solution/ Mg wac KINbKICHOrO BU3HAYEHHA Hac YTPUMYBAHHA |
OCHOBHOIO NIKY Ha XpoMaTorpaMmi AOCAIAMKYBAHOMO PO3UMHY
NOBUHEH BIANOBIZATH Hacy YTPUMYBaHHA OCHOBHOMO MKy Ha |
XpomaTorpami CTaHAapTHOrO PO3yUHY. ;
The UV spectrum of the maior peak in the chromatogram nf =

-HPLC-DAD/BEPX-AMA the sample solution as obtained in the assay corresponds to : | Complies / Binnosiaae
that of the major peak in the chromatogram of the standard ! -

solution/ I1ig 4ac KIALKICHOTO BU3HAueHHA Y® CNeKTp .

OCHOBHOTO MiKY Ha XpomaTorpami AOCAIAMKYBAKOrO PO3UUHY |
NOBWUHEH BIANOBIAATU OCHOBHOMY nNiKY H3 XpomaTorpami
CTAHAAPTHOIO PO3YUHY.
: Uniformity of dosage wunits [/ | Compliesto Ph. Eur. 2.9.40 / BignosigHo go Esp. ®. 2.9.40

Ly

ST A U b P B s e g L e

| OAHOPIAHICTE RO30BAHMX OAMHUUD I AV: 9.7 !
i {content  uniformity/odnopidnicme | AVE15.0
emicmy) o N o}
Average tablets mass ] Cepepnn maca | 288.4 mg 5% (2?4 0- 302 8 mg}/ 292.99mg/mr '
Tabnerku 288.4 mr + 5% (274,0-302,8 mr)
Assay / KinbKicHe sM3MaveHHA 95 - 105% of the labelled amount i 20.38mg/mr
{HPLC/BEPX) 95 - 105% 8ia 3asAB1€HOI KiNbKOCTI _1101.88% _ i

Teva Pharmaceutical Industries Ltd.
Actavis Ltd. BLB 016, Bulebel industrial Estate, Zejtun ZTN 3000, Malta | infornalta@tevapharmig?

Company No C2867 | VAT No MT 11360007 | (+356) 21693 533
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- . BATCH CERTIFICATE OF MEDICINAL PRODUCT
ewa CEPTUDIKAT AKOCT! CEPI MIKAPCBKOIO 3ACOBY

Name of product/Hassa npogyKry Rosart, film-coated tablets 20 mg #30 (#10x3) in blisters / Po3apTt, Tabnertkn,
{strength, dosage form, package size and type/ | BKpuTi nriskoeo 06080HKOK, Mo 20 Mr Ne30 (Ne10x3) 8 6aicrepax
AO3YBAHHA, NniKapcoka popma, posmip i
THN YNaKOBKK)
Composition/ Cknag Rosuvastatin 20 mg as 20,84 mg Calcium rozuvastatin /PosyBacTaruHy 20 mry
Buraagi 20,84 mr posyBactatHHy Kaabuilo
Manufacturing country/ Kpaiia BupobHmuk | Actavis Ltd, Malta/Akragic /ita, ManbTa
importing country/ KpaiHa-imnoprep Ukraine/YkpaiHa
MA number/ Homep PI1 UA/11647/01/03
Batch number/Homep cepil 144093
Batch size/ Poamip cepii 3024 packs/ynakoBoK
Date of manufacture/flata supo6umuTea 11.10.2023
Expiry date/ Crpok npmgarHocTi 30.09.2025
Name, address and authorization number Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
of manufacturing site/ Hasea, agpeca i Malta/Axrtasic ITA, BLBO1S, BLBO16, Bynebes IHgacTpian 6yamHOK, M. 3eHTYH,
HOMEP AILEH3IT BupobHUYOT AifbHUL ZTN 3000, ManbTta
MLOO1
Tests / Specifications / Resuits /
MNokaszHmnKku Hopmu | Pesynbtamy

Related substances, HPLC /[ Cyny-rm f
- pomilku, BEPX

Max/Maxc: 103.4%

. - 5-Ketoacid/5-keTokucnora? NMT 0.2%/He Ginbute 0.2% . <0.10%

- Lactone/Makroi? | NMT 2.0%/He 6inbuie 2.0% | <0.10%

- 3R,5R-Rosu (antiisomer)/3R,5R-po3y | NMT 0.5%/He Ginbuie 0.5% - <0.10%

| (aHTHizOMep)*

| -Each unspecified impurity/ Komua | NMT 0.2 %/He Ginbiue 0.2% - <0.10%

{ HEeRIAOMA AOMILIKA |

_-Total Impurities/ Cyma gomiwox | NMT 1.5%/He Sinbwe 1.5% e SOX%
| Dissolution / PosuuHeHHn Q=75% after 45 min / Q=75% 4yepes 45 xs ' Mean/Cep: 100.7%

; (HPLC/BEPX) | (Ph. Eur. 2.9.3/ €8p.®. 2.9.3) . Min/Min: 97.6%

- Total amount of aerobic

bacteria ({TAMC) / 3aranbHa | ! ‘
KiAkKicTb aepobumnx | NMT 103 CFU/g /He Ginbwe 10° KYO/r <10 CFU/g / KYQ/r
mixpoopraHiamis (TAMC)
- Total amount of Yeasts and
| Moulds Count  (TYMC)/ | NMT 102 CFU/g /He Binbwe 102 KYO/r <10 CFU/g / KYO/r
' 3araneHa KiNtbKiCTE
Apimpmosux/ nnickesux rpubie
{(TYMC) ) : ‘ .
- Escherichia coli Absent E. coliin 1 g/Biacytwi E.colis 1r . Absent /BigcyThi

! Not routinely performed. Tested on the first three production batches and then at feast once year. /He npoﬂo,u,mbcn NCoCTIMHO, ,ﬂ,ocmp,men-mﬂ
NPoBOAATL ANA 3X NERUUX NPOMMUCNOBMX Cepii, 8 NOTIM AK MIHIMYM pa3 Ha pik. !
1.7-(4-{4-fluorophenyl}-6-isopropyl-2-(N-methyl-N-methanesulfonylaminopyrimidine}-5-yl)-3R-hydroxy-5-oxo-{E)-6-heptenic acid calcium salt/7-{4-
(4-$ropdetin)-6-lzonponin-2-(N-meTna-N-meTaHcyrbdoHinamiHonipumianH)-5-in)-3R-riapokcu-5-okco-(E)-6-rentenosa kucaora KaNbLiEBRA CiNb.
3- (E)-7-(4-(4-fluorophenyl}-6-isopropyl-2-{methyl{methy(suifonyl)amino}pyrimidin-S-yI}{3R,53)3,5-dihydroxyhept-6-enoic acid}-{3,6)lactone/{E)-7-
(4-( 4-pTopdeninj-6-izonponin-2-(metun{metrnacynbdoHin)amivo)nipumiann-5-in){3R,55)3,5-anriaporcurenT-6-eHoBa KMCNOTa)-(3,6)nakToH,

Teve Pharmaceutical iIndustries Ltd.
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm

Company No C2867 | VAT No MT 11360007 | {+356} 21 693 533
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
eva CEPTUDIKAT AKQCTI CEPIT NIKAPCBKOIQ 3ACOBY
Rosart, film-coated tablets 20 mg #30 (#10x3) in blisters / Posapr, vyabnetkm,
BKpHTi nniekosolo o6onoHKow, no 20 mr Ne30 (Ne10x3) B BricTepax

Name of product/Hazsa npogykry
(strength, dosage form, package size and type/

A03yBaHHA, NikapchKa daopma, posmip i
TH YNAKOBKU )
Composition/ Cknaa

Rosuvastatin 20 mg as 20,84 mg Calcium rozuvastatin /PosyBacTatuHy 20 Mr y
suraagi 20,84 mr posyBacTatMHy Kaabiio

Manufacturing country/ Kpaina supobumik | Actavis Ltd, Malta/Axkrasic /lrg, Manbra
importing country/ KpaiHa-imnoprep Ukraine/Yxpaina
MA number/ Homep Pl UA/11647/01/03
Batch number/Homep cepfi 144093
Batch size/ Poamip cepii 3024 packs/ynaxkoBok
Date of manufacture/fata BupobHuuTBa 11.10.2023
Expiry date/ Ctpok npuaaTHoOCTi 30.09.2025
Name, address and authorization number Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
of manufacturing site/ Ha3ra, agpeca i Malta/Axraeic ITA, BLBO15, BLBO16, byneten Ingacrpian GYAMHOK, M. 3eHTyH,
HOoMEp AileH3iT BUpoBHWYOT QinbHULI ZTN 3000, ManbTa
MLOO1
Tests / - Specifications / Resuits /
MokazHUKK Hopmu Pesyabtatu

- (3R, 5R}-7-(4-{4-fluorophenyl)-6-iscpropyl-2-{methyl{methylsulfonyl)amino) pyrimidin-5-yl)3,5-dihydroxy-b{E)-heptenic acid calcium salt) {2:
1}/{3R, 5R)-7-{4-{4-bTopdenin)-6-izonponin-2-{meTun{ meTuacynbGoHiN)aMiHO)NipUMianH-5-in)3,5-auriaporcu-6{E}-renTeHOBa KMCNOTa

Kanouiesan cinb} (2:1).

The batch meets the requirements of AND for MANe UA/11647/01/03 / Cepis signosinae sumoram MKA ao P.N. Ne UA/11647/01/03

! 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 in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing, packaging and analysis

records were reviewed and found to be in compliance with GMP/
A 3anBnA10, WO HaBeaeHa Buule IHpOopMmaLin € AOCTOBIPHOIO Ta TOUHOW. 1|A cepin Byana BUroTOBAESHA, BKAKOYAIOUW YNAKOBKY | KOHTpOAL

AKOCTI HA 3a3HaveHiit Buwe ampobHmyii ginaHui (aingKkax), B noBHii BianosinHOCTI 3 sBumoramu GMP MIcCLLEBOro perynioio4oro oprasy
Ta ctneungikaudii PeectpagyinHoro MoceigyexHi Kpainn-imnoprepa. NpoToKoan BMPOOGHKIITBA, YNAaKOBKKM Ta KOHTPOAK AKOCTI Gyamn

po3raavyTi i Bu3HaHi signoBigHmmn sBumoram GMP.

Migrotosneno/ Compiled by: Michela Psaila : Kevin Mallia

H H.Pﬁg&\c.
fata/Date: 17/11/2023

Hata/ Date:

17 NOY 2013

Teva Pharmaceutical Industries Ltd,
Actavis Ltd. BLB (16, Bulebel industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www.teva.mt

Company No C2867 | VAT No MT 11360007 | {+3586) 21653 533




