¥
AEP)KABHA CJIYIKBA 3 JIIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMHA Y KHIBCBKIN OBJIACTI

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

BUCHOBOK

MpO AKICTL BBE3EHOI0 B Y KPaiHy JIiKapCchbKOro 3acody
19.04.2024

Ne 18487/24/10

PO3APT

(HaliMeHyBaHHs JIKapChKOro 3aco0y 3riHO 3 peeCTpalliiHuM MOCBIAYEHHAM)
T20JIeTKH, BKPHTI IIIIBKOBOI0 000,10HK010, 10 10 Mr o 10 Ta6erok y 6icTepi; mo 3 Gaicrepu

y Kopooui

(bopma BHIyCKY, 003yBaHHs, BUM MAKyBaHHS JIIKAPCEKOTO 3ac00Y)

Homep peectpauiitnoro mocsinuenns UA/11647/01/02 crpox nii peecrpauiiinoro nocsizuenns 01.01.2099

Cepis sikapcekoro 3acofy Ne 150551

KinskicTh BBe3eHOr0 nikapchkoro 3acoby 26544

Axrasic JIT/I, MainbsTa

Bupobuuk

(HaliMeRyBaHHs BUPOOHHUKA JIKApChKOTO 3ac00y, KpaiHa MOX0[KEHHS)
Be3eHo B Vkpainy

ToBapucrso 3 odmexenolo Biqnosizaabuicrio "Tepa Yipaina', ixent.
xoa: 34770471

HaiiMeHyBaHH:A Ta koA 3a CJIPTIOY ropuauunoi ocobu abo npizBuile, iM's, 110 6aTbkoBi hizuuHO]
p -

ocodu - mianpuemus, il Micle NPOKUBAHHA Ta peecTpauiiinuii Homep 0611iKOBOT KAPTKHM IUTATHHKA
noaarkis abo cepis Ta HOMep nacnopra)

IIporoxon BisyansHoro koutpouo sia 18.04.2024 Ne 0987/5.

3a pesynbTaTaMU JAEPIKABHOIO KOHTPOJIIO

BCTAHOBJIEHO, 100 JIKapCbKMH 3acid BBe3eHO B YkpaiHy 3
AOTPHMAHHHM BHMOTr 3aKOHOAABCTBA IIOA0 3a0e3MeYeHHA AKOCTI JIIKAPCHKUX 3aCOBIB.

Biktrop CTE®KIBCHKUI




teva

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUOIKAT AKOCTI CEPIT KAPCHKOTO 3ACOBY

J

Name of product/Hasea npoaykry
(strength, dosage form, package size and
type/ao3yBaHHA, nikapcbka dopma,
pPO3Mip | TUN YNaKOBKM)

Compaosition/Cknaa

Rosart, film-coated tablets 10 mg #30 (#10x3) in blisters / Posapt, Tabnerku,
BKPUTI NAIBKOBOIC 060A0HKOID, NO 10 mr Ne30 (Ne10x3) B 6aictepax

surnafi 10,42 mr posyeacratmuHy Kanbuiio

Rosuvastatin 10 mg as 10,42 mg Calcium rozuvastatin /PosyBactaTury 10 mr Y

Manufacturing country/KpaiHa Bupo6ruK

Actavis Ltd, Malta/Axrasic /ita, ManbTa

Importing country/KpaiHa-imnoprep Ukraine/YKkpaiHa

MA number/Homep P11 UA/11647/01/02

Batch number/Homep cepii 150551

Batch size/Poamip cepii 26,544 packs/ynakoBoK
Date of manufacture//laTta BupobHuUlTBa 02.2024

Expiry date/Ctpok npuaaTHocTi 01.2026

Name, address and authorization number
of manufacturing site/Hasea, agpeca i
HOMep AiieH3il BUPOBHMYOT AinbHULL

ZTN 3000, ManbTa
MLOOA

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
Malta/Axrasic NTA, BLBO15, BLBO16, byneben IHaacTpian 6yAMHOK, M. 3euTyH,

Tests /
floKasHuKH

Specifications /
Hopmu

Results /
Pesyabtatn

Tablet description ]POnuc

':
'!

Identification / I,u.e:-lmau_ﬁaq]n
. -HPLC/BEPX

-HPLC-DAD/BEPX-AMA

i
i
|
|

Unifdlln'}ﬁ"ity of dc;éage units lo,quupl,qniab Complies to Ph. Eur. 2.9.40/BianosiaHo Ao Eﬁp.d). 2.9.40

| RO30BAHNX OANHMLL
._{content uniformity/odHopidricme emicmy)

Plnkround,?mmm diameter, biconvex, film-coated tablets

The retention time of the major peak in the chromatogram

with “ST 2” debossed on one face/ Powmesi, kpyrni,
AlaMeTpom 7mm, ABOONYKAI TabneTku, BKPUTI nAigKOBOW

. of the sample solution as obtained in the assay corresponds
- to that of the major peak in the chromatogram of the

. standard solution / Mig 4ac KiAbKICHOTO BU3Ha4eHHR 4ac |

. YTPUMYBaHHA Xpomarorpami |

OCHOBHOIQ

MKy  Ha

. ADCANIAMYBAHOrO pPO3YMHY nNOBMHEH Bignosigatm dacy

YTPUMYBaHHA

OCHOBHOIO  NiKY Ha  Xpomarorpami

~ CTaHAAPTHOrO PO3HUHY.

. 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

solution/ Mig vac KinbkicHOrO BU3HaueHHA YO CNexTp
OCHOBHOTO NiKY Ha XpOMaTOrpami AOCNIAKYBAHOTO PO3MUHY
NOBUHEH BIANOBIAATU OCHOBHOMY MIKY Ha XpomaTtorpami

_CTaHAAPTHOO PO34NHY.

Complies / Bignosigae

Complies / Bianosinae

Complies / Binnosinace

- AV<15.0

i
i

| Average tablets mass / Cepeanus maca
| TabneTkm

!
b

144.2 mg £ 5% (137.0-151.4 mg)/
144,2 mr 5% (137,0-151,4 mr)

- Assay / KinbkicHe BusHaveHHA

95 - 105% of the labelled amount

. Related substances, HPLC / CynyTtHi
. Aomiwky {BEPX)
. - 5-Ketoacid/5-keTokucnora?

: - Lactone/Nakron?

- 3R,5R-Rosu  {antiisomer)/3R,5R-po3y

. {aHTHizomep)*
-Each unspecified impurity/KoxwmHa

. HeBigoMa Aomiwka

 NMT 0.2%/He Binblue

i
i

| NMT 2.0%/He 6invwff &

NMT 0.5%/He 6inb

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www.teva.mt R

Company No €2867 | VAT No MT 11360007 | (+356) 21693 533

| 10.09mg

100.91%

| <0.1%
| <0.1%
' Not detected/He

BMABNEHO
<0.1%"

L5012 iy




BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI CEPIi JNIKAPCbKOTO 3ACOBY

Name of product/Haaga npoaykry Rosart, film-coated tablets 10 mg #30 (#10x3) in blisters / Pozapr, TabneTKku,
(strength, dosage form, package size and BKPHTI NNiBKOBOO 06010HKOW0, No 10 Mr Ne30 (Ne10x3) 8 6nicTepax
type/fo3ysaHHA, nikapcbKa dopma, -

PO3MIp 1 TN YNnakoBKH)

Composition/Ckaag Rosuvastatin 10 mg as 10,42 mg Calcium rozuvastatin /PosysactaTuHy 10 mr y
BUrasgi 10,42 Mr posyBacTaTvHy Kanbllio

Manufacturing country/KpaiHa Bupo6HuK Actavis Ltd, Malta/Akraeic /ltg, ManbTa

Importing country/KpaiHa-imnoprep Ukraine/YkpaiHa
MA number/Homep Pl UA/11647/01/02
Batch number/Homep cepii 130551
Batch size/Po3mip cepii 26,544 packs/ynakoBoK
Date of manufacture//lata BupobHuLTEA 02.2024
Expiry date/Crpok npuaatHocTi 01.2026
Name, address and authorization number Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
of manufacturing site/Hasea, agpeca i Malta/Akragic T/], BLB015, BLBO16, byne6en IHgacTpian 6yauHOK, M. 3enTyH,
HoMep Niuen3ii BupoGHMYOT Al nbHUL ZTN 3000, ManbTa
MLOO1
Tests / Specifications / Results /
NokasHMku Hopmu PesynbtaTH

T, —_——r b e e s L

Dissolution / Paé;aune;inn E Q=75% after 45 min)ma;?S% 3a45 }{B o r Mean/Cep: IE)ZB%H
- (HPLC, paddie, citrate buffer, pH 6.6, 75rpm . (Ph. Eur. 2.9.3/€ap.dapm. 2.9.3) - Min/MiH: 101.5%
. / BEPX, nonacti, uMrpaTtHuii Bydep, pH 6.6, | Max/Makc: 102.9%

. 7506/x8.) Tl T
. Microbiological quality! / Mikpo6ionoriuna uucrora!

- Total amount of aerobic bacteria

L SR

(TAMC) / 3aransHa kinbkicTb aepobunx = NMT 103.CFU/g /He Ginble 103 KYO/r - <10CFU/g / <10 KYO/r
___ mikpoopraHiamie (TAMC)
- Total amount of Yeasts and Moulds NMT 102 CFU/g /He Binblue 102 KYO/r ' <10CFU/g / <10 KYOQ/r

E Count (TYMC)/ 3aranbHa Kinbkicth - !
ApixAKoBux/ nnicHesux rpubis (TYMC)
- Escherichia coli | , AbsentE. coliin 1 g/BiacyTHiE.colis 1r . Absent /BigcyTHi

T e e —LEFE i,

== i A

1 Not ;hutineiy performed. Tegt'ed on the first three pr"aéluctinn batches and then at least once vear. /He NPOBOAMTLEA NOCTIRHO. flochigmeHHa nposoaaTs AN 3x o

NEPWKX NPOMUCADBHX CEPIN, A NOTIM AK MIHIMYM pas Ha PiK.

1~?-{4-[4-flunruphenyl}-E-isuprnpyl-Z-IN-methvl-N-methanew]funylaminopyrimidine]-5+yl}-3R-hydroxy-5-um-(E}-G-heptenic acid calcium salt/7-{4-(4-¢pTopdenin)-6-
iaonpunin-z-[N-Memn-N-meraHcynbtbm-linaMiHnnipuMi,u.uH]-5-in}~3R-ri,qpnﬂcn-5-nucu-{E]-6~renTEHnaa KWC/MOTa Kanbli€san Cine.

R {E}-%M-(ﬁ-ﬂuoraphenyl}-E-isopropyl-zﬁ{methyl[methylsulfﬂnyl}aminn)pyrimidin*S-yl}(BR,SS}B,5~dihydrnxyhept-5-enoic acid)-(3,6}lactone/{E)-7-(4-{ 4-dTopdenin)-

6-1aonponin-2-(meTun{meruncyasoninjamino)nipumigrn-5-in){3R,55)3,5-auri apoKcurenT-6-eHoea Kucnota)-{3,6)nakToH.
4 {3R, 5R}-?-{4-(d-ﬂunrophenvl}-G-imprnpv!-Z-{methyI{methylsuifunvl]aminu]pyrimidin-S-y[}S,S-dihydrnw-b[E}-heptenic acid calcium salt} (2: 1}/{3R, 5R}-7-{4-{4-
propdenin)-6-isonponin-2-(meTnn{ METUACY NbOHIAJaMIHO NI pUMIANH-5-11)3,5-auriapoken-6{E}-renTeHoBa KUENOTa Kahouiesan cinb) {2:1).

The batch meets the requirements of AND for MAN2 UA/11647/01/02 / Cepin sianosinae sumoram MKA ao P, Ne UA/11647/01/02

| 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/

Al 3anBAAI0, WO HaBeARHa BULLE iHDOpMALLA € AOCTOBIPHOIO Ta TOUHOIO. LA cepia Gyna BUroToBneHa, BKAIOYAIOYH YPNAaKOBRY | KOHTPONDL AKOCTI

Ha 3a3Ha4eHin snwe supobHNuUin finanui (ginaHKax), B noBHiH BIANOBIAHOCTI 3 BUMOramu GMP micuesoro peryaiorvoro DpraHy T1a
cneundirauii Peectpauiiioro NMoceiayexni KpalHHU-iMRo

prapa. Npotokoan BupobHMyTaa, ynakosky Ta HKOHTROAIO AKOCTI OyAKu po3rnanyti i

3ateeppxeno/ Issued by, Rachelle Van Hooren
ﬁé(‘?

Aata/ Date: za/o_? 202%

YnosHora)eHa ocoba/ Qualified Person




