BATCH CERTIFICATATION-
CERTIFICATE OF CONFORMITYTACINO UA/
CEPTUOIKAL[IA CEP(]
CEPTUDIKAT BIANOBIOHOCT!
Product Name (dosage form, packaging) /
Haasa rponykry, nikapceia thopma, nakysaHHs: Code / Kop;

11007
CLIVAS PLUS 20 mgi10 mg film-coated tablets No, 30 (10x3) in blisters in a carton box /

KIMIBAC® NIOC rabrierin, BIpUTI nniskoBoto oGonokkok no 20 w10 mr, No 30 (10x3 & GricTepax y KapTOHHIf
rau

Strength/Potency: 1 tablet contains rosuvastatin calcium 20,8 mg equivalent to 20.00 mg of rosuvastatin and
ezetimibe 10.00 mg} /

Cuna aif, AkTuBHICTL: 1 TabneTxa MiCTUTE 20,8 mr POSYBACTATHHY KalteUiko W0 exsisaneHTHo 20,00 ur

| PosysacratiiHy Ta 10,0 Mr eseTumity

Batch number / Batch size (in packs)/
Homep Cepil : 243377 Posmip Cepil ( ynakoskax): 10083
Expiry date / Tepmin npugatsocti- 05/2627 Manufacturing Date / Dara BupobHATea: 05/2024

Destination country: / Ukraine

Kpaia npHaavesin: Vipaina MA Number / Homep Peectpayjiittioro Mocsiyenns: UA/19917/01/02

Manufacturfng site: ELPEN PHARMAGEUTICAL CO., INC, MARATHONOS Ave.95, Pikermi Attiki, 19009, Greece
BupoGriria ainsauugs: EfNEH PAPMACHIOTIKAN KO, IHK, MAPATXCHOC ABe.95, Tikepmi ATTiky, 19009, Moewis
Authorization number of Manufacturer / Howep nftsensii supobima : 0000000071/22/3

Batch release site: ELPEN PHARMACEUTICAL CO,, INC, MARATHONOS Ave.95, Pikermi Attii(i,‘IQOGQ, Greece

Ainshva kotpa sunyckae cepito 8 abir: ENMEH GAPMACLIOTIKAT KO., IHK, MAPATXOHOC Ase.95, Mikepmi ATtiku, 19009, I peyist

Manufacturing events that may affect product aerality/ Bupobrimi BUIB/IKY, FXi MOXYTL
BRIMHYTY Ha SKicTE nboaykuii

None/ Hemag

O  Events met: Investigation code No./ Binnosigwi gii: kog poscrigysadHs Ne

Comments / Komenrapi:

“I 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 prodiict specification file for
Investigational Medicinal Products. The bateh processing, packaging and analysis records were reviewed and found to be in
compliance with GMP® / Lim niaTBepmXYIo, WO BvllieaasHaqeHa iHPOpMALR € RoCTOBIPHOK Ta TouHOI, Us cepin 3pobneHa, pkmioqaroun
ynakesky/apxyBarnsi T2 konTpons AKOCT], Ha 3a3Haqenil BHIWE AlmbHull y noskit sipnosigHocTi Ao Buvor GMP nokansHux. KoHTpomokumx
Opravie, a Takow ai creumngikaliamy Peecrpaifivore focke kpaftin-imnoprepa. TMpotakonu BUPODHIUTRE, ynakoBkM Ta aaniay Bynu
MEPErANYTI Ta 8CTaHOBREHD BigNoBigHicTE GMP",
on Signature: [ Released Date: / flara BUNYCKY:

kol ocoby: &6/06/&03Li
7

{oitDeweercEnglish and Ukrainfan language versions, the English language version shall prevail. / ¥
4RO CYMHIBIB MiX BepciamMi anmilickHom Ta YKPETHCLROK MOBIMM NEPEBAKHY GitNy MAE BEPCIA AHTNHFCLRDI0 MOBOID,
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ELPEN

CERTIFICATE OF ANALYSIS
CEPTUDGIKAT AHANIZY

QUALITY CONTROL DEPARTMENT
AENAPTAMEHT KOHTPONKD AKOCTI

CLIVAS PLUS 20 mg/10 mg film-coated tablets Ne 30 {103} in blisters in a carton box /

CODE! KO[:
11007

KINIBAC® NMOC Tabnetiu, BkpuUTi NNIBKOBOIO 0BONOHKOK O 20 mr/10 mr, Ne 30 (10%3) 5
Dricrepax y xK8pToHHI# navyj

BATCH NUMBER /

HOMEP CEPJ: 243377

CONTROL No./ KOHTPONTbHUA HOMEP:
NIA

METHOD No./ HOMEP
METOWKW: FPM-263

BATCH SIZE (in packs) /10083bt
PO3MIP CEPIT {B ynakoskax):

MANUF. DATE / JATA
BWPOBHWLTBA: 5/2024

EXP. DATE / TEPMIH
NPUOATHOCTI: 512027

TESTS / MOKA3HKKN

METHODS - ACCEPTANCE CRITERIA /
METOAMW- KPUTEPI NPUAHATHOCTI

RESULTS /
PE3YNILTATH

APPEARANCE /
onnc

Yellow, round (@10mm), biconvex film coated tablets with

“EL 3” embossed on one side/
»KosTi kpyrni gBoonykni TabneTku, BKPUTI MiBKOBOIO

ofonoHkotw, AiameTpom npuBRuatc 10 MM 3 TUCHEHHAM «EL 3»

3 ofHoro Boky

Complies/ Biarosinae

HPLC-UV/ BEPX -Y¢

UNIFORMITY OF Content Uniformity of Rosuvastatin: AV £15.0 / 41

DOSAGE UNiTS / OgHopigHicts BMicTy: AV < 15,0 ana po3yBacTaTuHy

gg?gg ekl HPLC-UV/ BEPX Yo

OmVHML b Content Uniformity of Ezetimibe: AV £15.0/ 54
OaHopigHICTL BmicTy: AV < 15,0 ans eseTumidy

mgfgcfﬁ"mm I | Max. 6.0% / He Ginsiwe 6,0 % 4.6%

F?é%'rﬁ‘gﬂi‘f_{zgﬂo” | max. 30 min / He Ginswe 30 xo. 251334

AVERAGE WEIGHT /| 364 mo s 5% / 364 wr £ 5 % 359, 7mgl mr

CEPEQHSA MACA

IDENTIFICATION OF
ROSUVASTATIN /
IBEHTU®IKALLIS
PO3YBACTATUHY

HPLC-DAD/ BEPX 3 silofHo-MaTpuaaum STEKIODOM
A. Retention time complies with RS /
A. Hac yTpumMysanHs Bianosigae CTaHaAapTY

Complies/ Bignosinae

B. UV spectrum complies with RS /
B. ¥ criexTp signoeinac CraHaapTy

Complies/ Bignosinae

IDENTIFICATION OF

HPLC-DAD / BEPX 3 ZioAHO-MaTpHYRaM ETEKTOPOM
A. Retention time complies with RS /

Complies/ Bignosigae

;ﬁiﬁ%ﬁidl P A, Yac yTpumysaHHs Bignosigae craHaapTy
E3ETUMIEY B. UV spectrum complies with RS / Complies/ Bianos

B. Y& cnekp signosinac crangapry omplies/ Binnosinae
IDENTIFICATION OF | A. Positive for Titanium dioxide / Positive/
COLOURANTS / A. Mo3uTuBHa Ha TUTaHy aiokeuy ositve/ Mosutuana
{NEHTUOIKALIIA B. Positive for Iron Oxides / Positi
BAPBHMKIB B. MNosurueHa Ha sanisa okcuau ositive/ MoanTusna

ASSAY ! KINbKICHE
BU3HAYEHHA

HPLC-UV/ BEPX -Y® Rosuvastatin / PoaysacraTim;
85.0 ~ 105.0% of the label amount /

95,0 — 105,0 % Big 3asBReHOT KINbKOCT]

Limits: 19.00 to 21.00mg/tab/

Mexa: 19.00 -21.00 mr/tab.

19,97mgftab/ mr/1a6

HPLC-UV/ BEPX -Y® Ezetimibe ! EzeTumit:
95.0 — 105.0% of the label amount /

95,0 — 105,0 % big 3asBNeHOT KiNbKOCTI
Limits: 9.50 to 10.50 mgitab/

Mexa: 9.50 -10.50 Mr/fraf.

9,90mgftab/ mritat

RELATED
SUBSTANCES /

CYTMPOBILHI BOMILIKIA

HPLC-DAD / BEPX 3 nioaHo-mar WIHUM ABTEKTODOM

Rosuvastatin Impurity D / [Jomiwka D posysacraTuHy:

max. 0.2% / He Ginbwe 0,2%

0,03%

Rosuvastatin Impurity C / Jomiwka G posyBacTaTuHy:

max. 0.5% / He Binble 0,5%

0.01%

Ezetimibe cyclic ether / UvkniqHuii ecip eserumiby:
max. 0.2% / ne Binswe 0,2%

Not detected

Any other impurity / Bygu-aka iHwa qoMilLxa:
max. 0.15% / He Binswwe 0,15%

<0,06%
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ELPEN

CERTIFICATE OF ANALYSIS
CEPTN®IKAT AHANIZY

QUALITY CONTROL DEPARTMENT
HENAPTAMEHT KOHTPOMID SAIKOCTI

CLIVAS PLUS 20 mg/10 mg film-coated tablets Ne 30 {10x3) in blisters in a carton box /

CODE/ KOQL:
11007

OnicTepax y KapToHHR navui

KNIBAC® NMITKOC TabneTkn, BkpWTi nnigkosow o60noHKoo no 20 mr/10 Mmr, Ne 30 (10x3) 5

BATCH NUMBER /
HOMEP CEPII: 243377

N/A

CONTROL No./ KOHTPQJIbHWMI HOMEP:

METHOD No./ HOMEP
METOAVKI: FPM-263

BATCH SIZE (in packs) /10083bt
PO3MIP CEPII (B ynaxoskax):

MANUF. DATE / JATA
BUPOBHWULITBA: 512024

EXP. DATE / TEPMIH

MNPUOATHOCTI: §/2027

Sum of impurities / Cyma gomiciok: 0.399%
max. 2.2% / He Ginbue 2,2% i
HPLC-UV / BEPX - coean | 96%
- ) epeaHin
Rosuvastatin / PoaysacraTuy: Wiin/
Q=80% at 15min/ Q = 80 % yepes 15 xs. Mininym 93%
DISSOLUTION / Mean/ -
POSHUHEHHS Ezetimibe / EzgTumi6; Cepegniit 90% (82)
Q=80% at 15min / Q = 80 % uepes 15 xa. Min/ 839
MiHiMym °
TAMC / TAMC
MICROBIOLOGICAL | Acceptance criterion 10°CFU/g / 100CFU/g
TESTS/ Kpurepiit npuitksTHocTi 10° KYO/Ir
MikpoGicnoriuga uncrora | TYMC / TYMG:
(not routinely performed / | Acceptance criterion 102CFUlg / <100CFU/g
HE PYTUHHWA KOHTPONb) Kputepiit npuitnatrocti 102 KYQ/r
Escherichi-a cofi: Absence
Absence in 19 / BigeytHicte s 1 1

COMMENTS/
KOMEHTAP!:

Not detected / He susiBrieHo , N/A f He 3acrocosyetbes , CFU/g / KYO/r, Absent / BigcytHicTs

EVALUATION/OL|IHKA

QUALIFIED PERSO

MANUC YNOBHOBAYKEHOTF OCOBN:

APPROVED

APPROVED BY/3ATBEPPKEHO

N SIGNATURE /

Head of Quatity €ontrol / Q.P.

DATE/[IATA
21/6/2024

RELEASED DATE/
JATA BUNYCKY:
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