JTTEPKABHA CJIYKBA 3 JTIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KAiBCBKIA OBJACTI

npos. Ceitimuroi Haii, 3, m.Kuis, 02099, Ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koxg €/IPIIOY 37078774

BUCHOBOK
Ipo sIKiCTh BBE3CHOT0 B YKpaiHy JiKapcbKoro 3acody

13.08.2024 Ne 39220/24/10

KJIIBAC® ITIJIFOC
(HaliMEeHYBaHHA MKapChKOTO 3aco0y 3TiAHO 3 PEECTPAllifiHUM MOCBiTUEHHAM)
TabIeTKH, BKPUTI I1iBKOBOI0 060s10HK00 110 10 Mr/10 mr, o 10 Taduerok y Giicrepi, no 3
GJicTepu y KapTOHHil mavui
((hopma BHIYCKY, Z03YBaHHS, BH/ TIaKyBaHHS JIiKapCLKOTO 3acofy)

Homep peectpaiiinoro mocsizuenns UA/19917/01/01 crpox aii peectpauiittoro nocsixuenns 03.03.2028

Cepis nikapcekoro 3acoby Ne 243374 KinskicTs BBe3eHOrO Tikapeskoro 3acody 6109

Bupo6Huk EJITIEH ®APMACBIOTIKAJI KO., IHK, I'penis

(HaitMeHyBaHHS BUPOOHHKa JiKapCEKOTO 3aco0y, KpaiHa NoXo/keHHs)

Beeseno B Ykpaiy TosapucTBo 3 00Mexenolo Bixnopinaasnicrio "ACIHO YKPATHA",
inent. kox: 42274733

(HaiiMeryBaHHs Ta Ko/ 32 CJIPIIOY ropuanuHoi ocobu abo npissuie, im's, Mo 6atekosi disHaHOT
0coBH - MiAIpHEMILE, i Miclle MpoXkHBaHHA Ta peecTpalliiinuii HoMep 00IiKOBOT KapTKH IIATHHKA
moAaTKiB abo cepis Ta HOMEp Macropra)

Tporokoa Bisyaasnoro xontpoiio six 07.08.2024 Ne 2307/1.

3a pesynpTaTaMH JEPXKaBHOr0 KOHTPOJIO BCTAHOBJIEHO, ILO mikapceKuil  3acid BRezeHo B YKpaiHy 3

JOTPUMMAHHSM BUMOT 3aKOHOIABCTBA LI0/10 3a0E3MCYCHHS AKOCTI IKAPCBKHX 3aco0iB.
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BATCH CERTIFICATATION-
CERTIFICATE OF CONFORMITY_ACINO UA/
CEPTU®IKALIIA CEPII
CEPTUOIKAT BIANOBIAHOCTI

["Product Name (dosage form, packaging) /
Hassa npopykry, nikapcbka dopma, nakysaHHs: Code / Kop:
11006
CLIVAS PLUS 10 mg/10 mg film-coated tablets No. 30 (10x3) in blisters in a carton box /

KNIBAC® MMMHOC 1abnetku, BrpuTi nniskosoto aBonorkoio no 10 mr/10 mr, Ne 30 (10x3 B Grictepax ¥ KapToHHil
nau

Strength/Potency: 1 tablet contains rosuvastatin calcium 10.4 mg equivalent to 10.00 mg of rosuvastatin and
ezetimibe 10.00 mg)/

Cuna pii, AxtusnicTe: 1 Tabnetka mictuts 10,4 Mr posyBacTaTiHy kansLiio wo exsisanextHo 10,00 mr
poaysactatuHy 1a 10,0 Mr ezetumiby

Batch number/ Batch size (in packs)/

Howmep Cepii : 243374 Poamip Cepii (2 ynaxosxax): 6109 BT

Expiry date / Tepmin npunathocti: 04/2027 Manufacturing Date / [lata supoBHuiitea: 04/2024

Destination country: / Ukraine o : y
Kpaikia npuaravenss: Yipaia MA Number / Homep Peectpaujiiitore MoceiguerHs: UAI19817/01/01

Manufacturing site: ELPEN PHARMACEUTICAL CO., INC, MARATHONOS Ave.95, Pikermi Attiki, 19009, Greece

BupoBrima pinbHuug: ENNEH @APMACBIOTIKAN KO., IHK, MAPATXOHOC Aee.95, Mikepmi Attiaks, 19009, Mpedis

Authorization number of Manufacturer / Homep niugnaii suporika : 0000000071/22/3

Packaging site: ELPEN PHARMACEUTICAL CO., INC, MARATHONOS Ave.95, Pikermi Attiki, 19009, Greece

Rinbtvus nakysanss: ENTEH QAPMACKIOTIKAN KO., IHK, MAPATXOHOC Ase.95, Mikepmi ATTvkn, 19009, MNpeuis

Quality control testing site: ELPEN PHARMACEUTICAL CO., INC, MARATHONOS Ave.95, Pikermi Attiki,19009, Greece
[ineH1LA KOHTPOMIO AKOCTI: ENMEH PAPMACHIOTIKAN KQ., IHK, MAPATXOHOC Ase.95, Mikepmi Atriky, 18009, I"peuis

Batch release site: ELPEN PHARMACEUTICAL CO., INC, MARATHONOS Ave.95, Pikermi Attiki, 19009, Greece

JinbHuLs KOTpa sunyckae cepiio B obir: ENMEH APMACBIOTIKA KO, HK, MAPATXOHOC Ae.95, Mikepmi AtTuii, 19009, Mpeuis

Manufacturing events that may affect product quality/ BupoBrudi Bunanky, skl MOXYTh
BIVHYTI HA AKICTS NPOAYKL

None/ Hemae

0  Events met: Investigation code No./ BignosinHi aii: ko poscninysaHHs No

Comments / KomeHTapi:

“| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging / labeling 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 Authorization of the importing country or product specification file for
Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP" / " Lium niTeepmkylo, Lo BUWEIa3HaueHa iHdopMaLys ¢ A0CTOSIPHOK Ta TouHOW. Lis cepin apobnera, sknioqari
YNaKoBKY/MApKYBaHHA Ta KOHTPONb AKOCTI, HA 3a3Haquexiit suwe MinbHMLj ¥ NoBHik sinnosigHocTi Ao sumor GMP nokansHuX KOHTPOMOOUMX
Oprakis, a Takox 3i creuudixauiavu Peectpauifinoro [ocke kpainu-imnoprepa. [porokonu erpobHUMLTSA, ynakoexu Ta aHanisy 6ynu
nepernsiHyTi Ta BCTaHOBMEHO signosinHicTs GMP",

Qualified Person Signature: / Released Date: / [lata sunycky:

18[06lwy

Miamvc ynoaHoBax(eHdT ocobu:

In the event of any discrepancies or doubt between English and Ukrainian fanguage versions, the English language version shall prevail. / ¥
paal Bysp-skvx pozBixHocTedt aBo cymuiais Mik BEpCIAMMA HINICEKOI0 T8 YKPAIHCLKOI0 MOBAMY NEPEBAXHY CAMlY MAE BEPCH AHINIACKHO MOROI.
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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHANIZY

QUALITY CONTROL DEPARTMENT
OENAPTAMEHT KOHTPOJIIO AKOCTI

CLIVAS PLUS 10 mg/10 mg film-coated tablets Ne 30 (10x3) in blisters in a carton box /

CODE/ KOL: KNIBAC® NAKOC Tabnetku, BkpuTi nniskosoko obonokkoo no 10 mr/10 mr, No 30 (10%3) B
11006 Brictepax y KapTOHHil naydi
BATCH NUMBER / CONTROL No./ KOHTPOIIbHWW HOMEP: | METHOD No./ HOMEP

HOMEP CEPII: 243374

n.a.

METOOMKW: FPM-262

BATCH SIZE (in packs) /
PO3MIP CEPII (s ynakosxax): 6109bt

MANUF. DATE / JATA
BUPOBHWULITBA: 4/2024

EXP. DATE / TEPMIH
NPUBATHOCTI: 4/2027

METHODS - ACCEPTANCE CRITERIA/ RESULTS/
TESTRI ROIASHAK METO/W- KPUTEPIT NPUAHATHOCTI PE3YIIbTATH
Beige, round (@10mm), biconvex film coated tablets with
APPEARANCE/ "EL 4" embossed on one side / Bexesi kpyrni gsoonykri Catibliasr B
onme TabrneTky, BKPUTI NMiBKOBOIC OGOMOHKO, AiaMeTpoM NpubnuaHo P EIRARS
10 MM 3 TucHeHHsM «EL 4» 3 ogHoro 6oky
HPLC-UV/ BEPX -Y&
UN'FORMHJ OF Content Uniformity of Rosuvastatin: AV £15.0/ 6,1
gOSSSEHI CTIJ S/ OaHopigHicTb BMiCTY: AV £ 15,0 Ans po3yBacTaTuHy
H§SOB i HPLC-UV/ BEPX -Y®
OAVHULIb Content Uniformity of Ezetimibe: AV £15.0/ 4,6
OpaHopigHicTs BMicTy: AV < 15,0 ansa eseTumidy
s o TENT! | Max. 6.0% / He Gineue 6.0 % 4,5%
Do 'O | Max. 30 min / He Ginuue 30 . 2'46"-4'02"
AVERAGE WEIGHT /
CEPE/IHS| MACA 364mgx5%/364mMr+5% 362,0mg/ mr
HPLC-DAD/ BEPX 3 4iogH0-MaTpu4HiiM AETEKTOPOM
gggg{f ;‘éﬁ'g:f ,OF A. Retention time complies with RS / Complies/ Bignosiaae
IIEHTUOIKALIS A. Yac yTpumyBaHHs Bignoeigae craHaapry
PO3YBACTATUHY B. UV spectrum complies with RS/ Complies! Bignosiaae

B. Y® cnekTp Bignosigae ctaHgapTy

IDENTIFICATION OF
EZETIMIBE /
IAEHTU®IKALIA
E3ETUMIBY

HPLC-DAD / BEPX 3 AiofHo-MaTpu-HAM AETEKTOROM
A. Retention time complies with RS /
A. Yac yTpumysaHHs Bignosigae ctaHaapty

Complies/ Bignoeinae

B. UV spectrum complies with RS/
B. Y® cnekrp BignoBigae craHgapty

Complies/ Bignosinae

IDENTIFICATION OF

A. Positive for Titanium dioxide /

Positive/ Noasutuexa

COLOURANTS / A. No3auTUBHA HA TUTaHY AioKCHUA
IAEHTURIKALISA B. Positive for Iron Oxides / o
BAPBHUKIB B. [103WTMBHa Ha 3anisa okcuau Positive/ MoauTvaka

ASSAY i KINbKICHE
BU3HAYEHHA

HPLC-UV/ BEPX -Y® Rosuvastatin / PosysactatuH;
95.0 — 105.0% of the label amount /

95,0 — 105,0 % Bif 3asBneHol KinbKoCTi

Limits: 9.50 to 10.50 mg/tab/

Mexa: 9.50 -10.50 mr/Tad.

9,94mgltabl mriTab

HPLC-UV/ BEPX -Y& Ezetimibe / Ezetumit:
95.0 — 105.0% of the label amount /

95,0 — 105,0 % Bin 3aaBNEHOT KiNBKOCTI
Limits: 9.50 to 10.50 mg/tab/

Mexa: 9.50 -10.50 mr/Tab.

10,01mg/tab/ mr/Tab

RELATED
SUBSTANCES /
CYNPOBIAHI AOMILWKA

HPLC-DAD / BEPX 3 aioaHO-MaTpUYHUM ASTEKTODOM

Rosuvastatin Impurity D / Jowiwka D posyBactatuHy:

max. 0.2% / He Ginbwe 0,2%

0,03%

Rosuvastatin Impurity C / Jowmiwka C posyBactatuHy:

max. 0.5% / He Binble 0,5%

Not detected

Ezetimibe cyclic ether / Linkniunuit ecip eseTumity:
max. 0.2% / He Binbuwe 0,2%

0,03%

Any other impurity / Byab-axa iHWa AoMiLLKa:
max. 0.15% / ve Ginbwe 0,15%

<0,07%

Sum of impurities / Cyma gomilLok:
max. 2.2% / He Binbwe 2,2%

0,27%
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CERTIFICATE OF ANALYSIS QUALITY CONTROL DEPARTMENT
CEPTU®IKAT AHANIZY OENAPTAMEHT KOHTPOJIKO AKOCTI

CLIVAS PLUS 10 mg/10 mg film-coated tablets Ne 30 (10x3) in blisters in a carton box /

CODE/ KO KMIBAC® IMAKOC Tabnetku, BRpuTi nniekooko 060noHKoi 1o 10 mr/10 mr, N2 30 (10x3) 8
11006 Bricrepax Y KapTOHHIR navyi
BATCH NUMBER / CONTROL No./ KOHTPONbHMMA HOMEP: | METHOD No./ HOMEP
HOMEP CEPIl: 243374 n.a. METOOWKW: FPM-262
BATCH SIZE (in packs) / MANUF. DATE / JATA EXP. DATE / TEPMIH
PO3MIP CEPII (B ynakoskax): 6109bt | BUPOBHULITBA: 4/2024 NPUOATHOCTI: 4/2027
HPLC-UV/ BEPX -Y® ek 77
- peaHii
Rosuvastatin / Posyeacraruh: Min/
Q=80% at 15min / Q = 80 % 4epe3 15 xs. MisiMym 89%
DISSOLUTION/ Mean/ >
Ll Ezetimibe / EzeTumi6: CepegHiit -t
Q=80% at 15min / Q = 80 % 4epe3 15 xs. Min/ 929
MiHiMyM !
TAMC / TAMC
MICROBIOLOGICAL Acceptance criterion 10°CFU/g / N/A
TESTS/ Kpurepiit npuinaTHocti 10° KYO/r
MikpoGionoriuna unctota | TYMC / TYMC:
(not routinely performed / | Acceptance criterion 10°CFU/g / N/A
HE PYTHHHWIA KOHTDPOIb) KpuTepiit npuitHaTHOCTI 102 KYO/r
Escherichia coli: N/A
Absence in 1g / Bincyticte 81 1

COMMENTS/ Not detected / He BusisneHo , N/A [ He sactocoByetsbes , CFU/g / KYO/r, Absent / BigcyTHicTb
KOMEHTAPI:

EVALUATION/OLIIHKA APPROVED BY/SATBEPIXKEHO DATE/JATA
7/06/2024

RELEASED DATE/

OATA BUITYCKY: 7/6/2024

QUALIFIED PERSON SIGNATURE /
Mannuc YNOBHOBAXEHOT OCOBM:
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