JEPKABHA CJIYXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KUIBCBHKINA OBJIACTI

npos. Caitanynoi Hanii, 3, M.Knis, 02099, Ten/paxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOro B YKpaiHy JiKapcbKoro 3acoly

25.02.2026 Ne 7451/26/10

KJIIBAC® ILIIOC

(HaitMenyBaHHs AiKapCbKOTo 3ac00y 3riAHO 3 PECCTPALLHHIM NOCBIHCHHAM)
TabJ1eTKH, BKPUTI IUIIBKOBOIO 060/10HK010 10 10 Mr/10 mr; no 10 Tabuerok y 6aicrepi; no 3
GJiicTepn Y KAPpTOHHIH mavui

(thopma BunyCKY, 103yBaHHA, BUA MAKyBaHHs JiKapchKkoro 3acoby)
Homep peecrpautiinoro nocsinuenns UA/19917/01/01 erpok aii peectpauiiinoro nocsinuenns 03.03.2028
Cepis nikapcskoro 3aco6y Ne 510282 Kinbkicth Bre3cHoro stikapebkoro sacoty 9590

Bupotuuk EJINEH ®APMACBIOTIKAJI KO., IHK, I'peuis

(HaiimeryBanHs BUPOGHIKa Nikapebkoro 3acoly, KpaiHa noXoaKeH Hs)

Baeseno B Yipainy ToBapucTBO 3 06Meskenol0 BianosinaabHicTio "ACIHO YKPATHA",
inent. won: 42274733

(naiimenyBatina Ta koa 3a €JIPTIOY iopuanttoi ocobu abo npizsuue, iv'a, no GaThikosi (Giznuuoi
0co6H - niANpHEMLS, T MiCUe TIPOWMBAHNS Ta PECCTPALITiHNI HOMEP 0BIIKOBOT KAPTKM MIATHIKA
noaarkis abo cepis Ta HOMEp nacriopra)

Mporoxon sizyaasnore konrposmo sig 20.02.2026 Ne 0394/8.

3a  pesyALTaTAMYM  JICPKABHOTO  KOHTPOMIO  BCTAHOBACHO, 10  JNikapchkuil 3aci®  Beeseno B Yipainy 3
AOTPUMAHHAM BUMOT 3aKOHOAABCTBA WOAO 3abe3neyeHHs AKOCT JiKapchKUX 3acobis.
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BATCH CERTIFICATATION-
CERTIFICATE OF CONFORMITY_ACINO UA/

CEPTVOIKALIA CEPII
CEPTU®IKAT BILMNOBIOHOCT]

' Product Name (dosage form, packaging) /
Hassa npoaykty, nikapceka hopma, nakysaHHs: Code / Kog:
11006
CLIVAS PLUS 10 mg/10 mg film-coated tablets No. 30 (10x3) in blisters in a carton box /

KNIBAC® NNIOC tabnetky, Brputi nniskosoto 06onoHkoo o 10 mr/10 mr, Ne 30 (10x3 B BricTepax y KapToHHik
nauy

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

Cuna pii, AkTveHicTb: 1 TabneTka micTuts 10,4 Mr po3yBACTATHHY KanbLyjio WO exaiganeHTHo 10,00 mr
poaysactatumy 1a 10,0 Mr eseTrmidy

Batch number/ Batch size (in packs)/
Homep Cepil 1 510282 Poamip Cepii (8 ynakoskax): 9590 BT
Expiry date / Tepmin npugarHocti: 1072028 Manufacturing Date / [lata supo6ruyrsa: 10/2025

Destination country: / Ukraine
Knaika npvsHaderns: Yepaina
Manufacturing site: ELPEN PHARMACEUTICAL CO., INC, MARATHONOS Ave.95, Pikermi Attiki,19009, Greece
BupobHia ginbhuus: ENMEH GPAPMACBIOTIKAITKO., IHK, MAPATXOHOC Age.95, Mikepmi ATTvku, 19008, [peuis
Authorization number of Manufacturer / Hovep nidexai supoBrixa - 0000000071/22/3

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

Hinbhuua narysasts: ENMEH GAPMACBHIOTIKAIT KO., IHK. MAPATXOHOC Age.95, Mikepmi Attiies, 19009, Mpeuis

Quality control testing site: ELPEN PHARMACEUTICAL CO., INC, MARATHONOS Ave.85, Pikermi Attiki, 19009, Greece
Ainbruun xeHTponio skocTi: ENMEH ®APMACBIOTIKAIT KO., IHK, MAPATXOHOC Ase.95, Mikepmi ATtu, 19000, peuin
Batch release site: ELPEN PHARMAGEUTICAL CO., INC, MARATHONOS Ave.95, Pikermi Attiki, 19008, Greece :
Ainsiius kotpa Bunyekae cepio s ofir. ENMNEH GAPMACBIOTIKAN KO., IHK, MAPATXOHOC Ase.95, Mikeomi ATtviu, 19009, peuis |

MA Number / Homep Peectpatiiitvoro Mocsiguents; UA/18917/01/01

Manufacturing events that may affect product quality/ BupoBruvi sunasi, sk MORY T,

BIHIMHYTH HA SKICTE DOaYIT

4 None/ Hemae
{1 Events met: Investigation code No./ Bignosigi gii: kon poscrigysaHHs Ne

Comments / Komenrapi:

“L hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging
[ labeling and quality controt 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" / " Uwm nigTeepaxylo, WO BlWe3asHadeHa IHGOPMALs € [OCTOBIPHOW Ta TOMHOI. La cepia 3pobriena, BsrmoYaouM
yNaKOBKY/MApKYBaHHS Ta KOHTPOMb SKOCTI, H@ 3asHaqeHiit Buie AiNbHUL) Yy NOBHIR BigNosiaHCTi 1o BumMor GMP nokanbhux KOHTpOmooymx
Opranis, a Takox 3i crieLycikaliismu PeecTpavjiiioro [locke kpaism-iMiopTepa. Mpotokomm BupobHKLTBa, YNaKoBkv Ta akanisy Bynu nepernsmyTi
T8 BCTAHOBNEHO BinoBifHicTs GMPY.

-macis’c BASc. Released Date: / [lata Bunycxy; ﬂQO/@ //7() 26

Mianuc ynosHoBaxkeHoi ocobu: Ope “?'nona{ (LA, Manager / Q.P.
Eipen PharmaceutlcaK Co. Inc.

Qualified Person Signature: /

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall prevail. /Y

pasi §yab-Akux FOIBIKHOCTEN aG0 CYMHIBIB MIX BEPCIIMY AHIMIRCLKOK Ta YKPATHCHKOK MOBAMA NepesaxHy CUNY Mae BEPCIA aHTMIACHIOK MOBOK.
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CERTIFICATE OF ANALYSIS QUALITY CONTROL DEPARTMENT
EE?E%% CEPTUDIKAT AHANIZY DENAPTAMEHT KOHTPOMO AKOCTI
CLIVAS PLUS 10 mg/10 mg film-coated tablets Ne 30 (10x3) in blisters in
CODE/ KO[: a carton box / KJIIBAC® MNAKOC TabneTky, BKpUTi NNiBkoaoto 060M0HKO M0 MCEP-262bi-1-3
110086 10 mr/10 mr, Ne 30 (10x3) B Gnictepax y KapTOHHIA nasui
BATCH NUMBER / CONTROL No./ KOHTPONBHWW HOMEP: | METHOD No./ HOMEP

HOMEP CEPII: 510282

197430

METOOWKW: FPM-262

BATCH SIZE (in packs) /
PO3MIP CEPIl (B ynakoskax): 9580bt

MANUF. DATE ! JATA

BUPOBHULTBA: 10/12025

EXP. DATE / TEPMIH
NPUOJATHOCTI: 10/2028

METHODS - ACCEPTANCE CRITERIA / RESULTS/
TESTS/ NOKASHUK METOOW- KPUTEPI MPUAHATHOCTI PE3YNBTATU
Beige, round (&10mm), biconvex film coated tablets with
APPEARANCE / "EL 4" embossed on one side / Bexesi kpyrni ABOONYKN . . .
onuc TabneTku, BKpUTI NMIBKOBOIO 0GONOHKO!0, JiaMeTpom NpubrnaHo (Compiiest Bianige

10 MM 3 TucHeHHsM «EL 4» 3 onHoro Boky

UNIFORMITY OF

HPLC-UV/ BEPX -Y&

Content Uniformity of Rosuvastatin: AV £15.0/ 3,5
DO}_SIAGE UNITS / OpHopigHicTe BMICTY: AV £ 15,0 Ans posyBacTaTtuHy
ggggg,’ﬂ’&“ HPLC-UV/ BEPX -Y®
OVHMLbL Content Uniformity of Ezetimibe: AV $15.0/ 3,8
OpHopiaHicTs BmicTy: AV < 15,0 ona esetumiby
;mg?ggﬂ%msm I Max. 6.0% / He Ginsiue 6,0 % 4,8%
gésgymﬁgﬂm ! Max. 30 min / He Ginswe 30 xs. 2'564"-3'52"
AVERAGE WEIGHT /| 364 100 4 5%/ 364 Mr£ 5 % 364,7mg/ ur

CEPELHA MACA

IDENTIFICATION OF
ROSUVASTATIN/
IBEHTUDIKALIIA
PO3YBACTATUHY

HPLC-DAD/ BEPX 3 Qi0AHO-MaTpUYHNM AETEKTOPOM
A. Retention time complies with RS /
A. Yac yTpuMyBaHHS Bignosigae ctaigapry

Complies/ Bipnosinae

B. UV spectrum complies with RS/
B. Y cnekrp BignoBigae CTasaapTy

Complies/ Bipnosinae

IDENTIFICATION OF
EZETIMIBE /
INEHTVOIKALLIA
ESETUMIBY

HPLC-DAD / BEPX 3 AICAHO-MATRUHHUM ASTEKTODOM
A. Retention time complies with RS /
A. Hac yTpumyBaHnHs BiONoeigae cTaHfapTy

Complies/ Binnosinae

B. UV spectrum complies with RS /
B. YO cnexTp signosigac cTaHfapTy

Complies/ Bignosigae

IDENTIFICATION OF

A. Positive for Titanium dioxide /

Positive/ NosntusHa

COLOURANTS / A. INo3uTVBHA HA TUTARY Jiokeua

JAEHTUOIKALLA B. Positive for iron Oxides / Positi

BAPBHUKIB B. Mo3UTUBHA Ha 3a51i3a OKCUAMN ositive/ NosuTusta
HPLC-UV/ BEPX -Y® Rosuvastatin / PoaysacraTtus;
95.0 — 105.0% of the label amount /
85,0 ~ 105,0 % Bia 3asiBneHol KinbkocTi 9,92mg/tab/ mr/a6

ASSAY | KINIbKICHE
BUSHAYEHHA

Limits: 9.50 to 10.50 mg/tab/
Mexa: 9.50 -10.50 mr/Tab.

HPLC-UV/ BEPX -Y® Ezetimibe / EzeTumis:
95.0 ~ 105.0% of the label amount /

95,0 ~ 105,0 % Big 3asBNEHOT KinbKOCTI
Limits: 9.50 to 10.50 mg/tab/

Mexa: 9.50 -10.50 mr/Tab.

9,92mg/tab/ mriTab

RELATED
SUBSTANCES/
CyNPOBIAH! JOMILIKA

HPLC-DAD / BEPX 3 AioAHO-MATRWYHMM OETEKTODOM

Rosuvastatin Impurity D / Jomiwka D posyBacTaTuHy:

max. 0.2% / He Binbuwe 0,2%

0,04%

Rosuvastatin Impurity C / [lomiuika C posysactaTtuny:

max. 0.5% / He Ginbie 0,5%

0,08%

Ezetimibe cyclic ether / Lukniunuii edip eseTumity:
max. 0.2% / He Binblwe 0,2%

Not Detected

Any other impurity / Byab-aka iHLia gomilika:

0,
max. 0.15% / He Binblue 0,15% <0,03%
Sum of impurities / Cyma JOMiLLOK: 0.19%
max. 2.2% / ve GinbLue 2,2% !
HPLC-UV/ BEPX -Y&P Mean/ 92%

MCFP-262bi
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CERTIFICATE OF ANALYSIS QUALITY CONTROL DEPARTMENT
EE@E&% CEPTUDIKAT AHANIZY AENAPTAMEMHT KOHTPOITO AKOCTI

CLIVAS PLUS 10 mg/10 mg film-coated tablets Ne 30 (10x3) in blisters in
CODE/ KO/ a carton box / KNIBAC® NOC TabneTku, BKpUTI NNiBKoBO1K 000NOHKOK M0 MCFP-262bi-1-3
11006 10 mr/10 mr, Ne 30 (10x3) B GricTepax y KapTOHHIA navui
BATCH NUMBER / CONTROL No./ KOHTPOJIbHUW HOMEP: | METHOD No./ HOMEP
HOMEP CEPII: 510282 197430 METOOUKWN: FPM-262
BATCH SIZE (in packs) / MANUF. DATE / JATA EXP. DATE /| TEPMIH
PO3MIP CEPII (B ynakoekax): 9590bt BAPOBHWLTBA: 10/2025 MPUOATHOCTI: 10/2028
DISSOLUTION / Rosuvastatin / PosyBacraTuh: Cepepghin
PO3YUHEHHA Q=80% at 15min / Q = 80 % yepes 15 xe.
Min/ 90%
MiHiMym g
Mean/
Ezetimibe / EseTumi6: Cepeniii | 0O P(S2)
Q=80% at 15min / Q = 80 % uyepes 15 xs. Min/ 739
MiHiMyM °
TAMC / TAMC
MICROBIOLOGICAL Acceptance criterion 10°CFU/g / N/A
TESTS/ Kputepin rnpuitsitiocTi 103 KYO/r
MikpaBionoriuna uncrora | TYMC / TYMC:
(not routinely performed / | Acceptance criterion 102CFU/g / N/A
HE PYTUHHUIA KOHTPOIb) KpuTepit npuinatHocti 102 KYO/r
Escherichia coli: N/A
Absence in 1q / BigcytHicte s 1 r

COMMENTS/  Not detected / He BusiBnendo , N/A [ He 3acTocosyeTscsi , CFU/g / KYO/r, Absent/ BigcyTHicTs
KOMEHTAPI:

EVALUATION/OLIIHKA APPROVED BY/3ATBEPIIXKEHO DATE/JATA

20/1/2026
RELEASED DATE/
OATA BAMYCKY:

QUALIFIED PERSON SIGNATURE /
nanuc YrnoBHOBAXKEHOT OCOBM:

neviewed by
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