JEPJKABHA CJIVIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KUIBCBKIU OBJACTI

npos. Ceitnnunoi Hanii, 3, m.Kuis, 02099, en/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
1npo AKICTL BBE3eHOro B YKPaiHy JlikapchKoro 3aco0y

25.02.2026 Ne 7452/26/10

KJIBAC® IJIIOC

(HaitMery BaHHs NiKapchbKoro 3aco0y 3rijHO 3 peccTpauiiium NoCBiAteHsIM)
Ta61eTKH, BKPUTI MIiIBKOBOIO 060/10HK010 N0 20 Mr/10 mr, 1o 10 Taénerok y Gaicrepi, no 3
GaicTepH y KapTOHHil nayuui

(popma BHIYCKY, J03YBAHHS, BUA NAKyBAHHA Jikapchkoro 3ac00y)
Homep peectpauiiisioro nocsizuenia UA/19917/01/02 crpoi aii peectpavitisoro nocsizuetins 03.03.2028
Cepis nikapebkoro 3acofy Ne 510288 Kinbkicth BBE3¢HOrO Jlikapchkoro 3acoly 6730

Bupothui EJITIEH ® APMACBIOTIKAJ KO., IHK, I'peuis

(HaiimenyBatHs BUPOGHIKA NiKapcbKoro 3acoly, Kpaita noxomkeH )

Boeseno B Yipainy ToBapucTBo 3 06MexeHo10 Bianosigaabhictio "ACIHO YKPATHA",
inenr. won: 42274733

(taiimenyBanns Ta kof 3a CJIPITOY wopuautnoi ocodu abo npisse, is's, 1o Garbkosi diznunoi
0c06H - MiAnpHeML, ii Miclie TPOKHBANHA Ta peecTpauiiilmii HoMep 06iKoBOI KapTKH MiATHAKA
noxarkis abo cepis Ta HOMEp NacnopTa)

TMpoToxoen Bisyarsnore konrpomo six 20.02.2026 Ne 0394/9.

3a pesynbTaTaMu  JGPKABHOTO  KOHTPOJNIO  BCTAHOBNCHO, WO Jjikapcokuii  3aci6  pweseno B Yipainy 3

[IOT[)HMaHHHM BUMOT 3aKOHOAABCTRA 11040 3a0e3neHeHHs SKOCTi JiKapehKHX 3ac00iB.
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BATCH CERTIFICATATION-
CERTIFICATE OF CONFORMITY_ACINO UA/
CEPTVI®IKALIA CEPII
CEPTU®IKAT BIAMNOBIOHOCTI

" Product Name {dosage form, packaging) /

i Hassa npogykry, nikapcbka dopma, nakysaKHs: . Code / Kog'

- 11007

- CLIVAS PLUS 20 mg/10 mg film-coated tablets No. 30 {103} in blisters in a carton box / |

- KNIBAC® NNOC rabnetiw, akputi nniskosoio oBonomkoto no 20 mMr/10 ur, Ne 30 (10%3 8 BricTepax y KapTOHHi/
nav

. Strength/Potency: 1 tablet contains rosuvastatin calcium 20.8 mg equivalent to 20.00 mg of rosuvastatin and

. ezetimibe 10,00 mg) / '
Cwna pil, AxtusHicte: | TaBnetva 'vﬂCTl/lTb 20,8 Mr posysacTaTuHy KansUito Wo exsiBaneHTHo 20,00 mr

: MyTa 100mreserwtdy ‘ e

_' Batch number / - Batch size (in packs)/

W 86 . Poawip 3736 B

Manufacturing Daie ! I.laTa BUpOGHULTRA: 1

:  MA Number/ Homep PeecrpavifHoro Moceigqerns: UA19917/01/02

Manufacturmg site: ELPEN PHARMACEUTICAL CO., INC MARATHONOS Ave.95, Pikermi Attiki 19009, Greece
. Bupobruda pinbiuys: ENMEH GAPMACBIOTIKAN KO., IHK, MAPATXOHOC Ase.95, Mikepmi Atiry, 19009, I'peyin
_Authorization number of Manufacturer / Hosiep muersii supoBiuia - 0000000071/22/3

Packagmg Slte ELPEN PHARMACEUTICAL CO., INC MARATHONOS Ave.95, kaerm: Attiki, 19009 Greece

! i © ENNEH GAPMACBIOTIKAN KO. : §z i
Quahty control testing site: ELPEN PHARMACEUTICA CO INC, MARATHONOS Ave 95, Plkermt Att:ku 19009 Greece
¥ 7o sikocTi: ENTIEH OAPMACBIOTIKAN ¥, IHY, MAPATXOHOC Ase. S8, Diupii Arivici, 10000 (peni
Batch release site: ELPEN PHARMACEUTICAL CO,, iNC MARATHONOS Ave 95, Pikermi Attiki, 19009 Greece i
¢ Hinshvius <oTpa aunyekae cepio 8 obir ENMNEH PAPMACBIOTIKAN KO . IHK. MAPATXOHOC Age.95, Mivepsi Arrurys, 19000, | el

o
]

| Mianufacturing events that may affect nraduct quality/ Bupefmnd suman s

BITIEHY T4 HA SIKIC TS NCOAVKLIT

I Nonel Hemae
L1 Events met: Investigation code No./ BigrosigHi aji: o poscrifysatHs Ne

Comments / Komenrapi:

“I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging
! tabeling and quality control at the above-mentioned site {s) in full compliance with the GMP requirements of the local Regulatory
Autherity 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 nigteepmryn, wo suujesasHadesa iHpopmauis & HOCTOBIDHOI Ta TouHol. LR cepin spobnema, siiouaiouw
YOAKOBKY/MADKYBEHHS T8 KORTPONL SIKOCTI, H3 3a3HaNeHil BUUle AiNbHUL ¥ nosHi signosipHocTi [0 BuMor GMP nokarbHmx KoHTponioounx
Opratile, a Takox 3i crieyvdikauismu Peectpaliiiioro [ocke kpaitin-imnoprepa. MpoTokonn BUpoBHULTBA, YITaKoBkY Ta ananisy Bynu nepermaryTi

T& BCTEHOBNEHO BiAnopiaHicTs GMP*,

Qualified Person &gnature / Released Date: | [lata sunycky:
Ninne vrﬁ&l@%ék@% ‘ E‘iw
Pharmalist E):” 18{4 Q/»QQ,(JL)

L)pémtlmaLQ«f‘ T Xi o QP
In the event of any disigrapanBbaordadt bl ﬁ‘gi»&ﬁﬁnd Ukrainian language versions, the English language version shall prevail, /Y

pavi Byb-skix poaBikHocTed abo CymHisia MiX BERGIAMM AHTIIFCEKOIO Ta YKPATHCHKOIO MOBAMH REPERAXHY CUNY MAE BEPGIS BHITIACLEOK MOBOID.

Py a. Wit ( .
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CERTIFICATE OF ANALYSIS QUALITY CONTROL DEPARTMENT
CEPTUDIKAT AHARIZY DEMNAPTAMEHT KOHTPOMO AKOCTI

CL!VAS PLUS 20 mg/10 mg film-coated tablets Ne 30 (10x3) in blisters in

CODE/! KOO a carton box / KJIBAC® INJIIOC tabnerku, BKPUTI NniskoBok 0GOMNCHKOW Mo MCEP-263bf-1-3
11007 20 mr/10 mr, N2 30 (10x3) B GricTepax y KapTOoHHIR nadi o
BATCH NUMBER / CONTROL No./ KOHTPONIbHUA HOMEP: | METHOD No.J/ HOMEP
HOMEP CEPII: 510288 197440 METOOVKA: FPM-263 i
BATCH SIZE (in packs)/ MANUF. DATE / [IATA EXP. DATE | TEPMIH
PO3MIP CEPI (B ynakoskax}: 6736bt BUPOBHULITBA: 1012025 MPUOATHOCTI: 10/2028

o METHODS - ACCEPTANCE CRITERIA | RESULTS /

| TESTS/MOKASHUKA | METOAV- KPUTEPI PUMHSTHOCTI  PESYLTATY

*Yellow, round (210mm), biconvex film coated tablets with
“EL 3" embossed on one side/

" APPEARANCE/ “KowTi kpyrni feoonykni TaBneTky, BKEUTI NNIBKOBOKC

el . 0BOFIOHKOK, AlameTpom npubnuaso 10 mm 3 TucHeHHsIM «EL 3»
. 3 OfHOTO Boky

Complies/ Bignosinae

HPLC-UV/ BEPX -Y®

" UNIFORMITY OF

- Content Uniformity of Rosuvastatin: AV £15.0/ 3,7

' ?OSAGE UNITS ! OaropigHicts BMiCTY: AV £ 15,0 ans posysactarTnmy L
ONHOPIAHICTH i e e :

 1030BAHMX HPLG-UV/ BEPX -Y® o :

' OfMHWLLL | Content Uniformity of Ezetimibe: AV £15.0/ , 3.6

L ' OpropigHicTs amicty: AV < 15,0 st eseTumidy R

NERCONTENT! [wax ogvsvegmusons AT

| DISINTEGRATION / ! .

 POSDADAWMA Max 30 min / He Oinsue 30 <o e 301 bOZ

F AVERAGE WE!GHTI : 3 ! -

';_.C,f?-FiEﬂ"'ﬂ MACA 364 mg 5% /364 mMr 5 Y | 361 ,Smg{ ';m

MO ¢ Ty 1r'\ ST TN s

gcfg‘g&gﬁgg IOE: s A. Retention time comphes wnth RS/ I Complies/ Binnosinae

IIEHTUGIKALS A, Mac yTpumMyBaHHs BIANOBIAAE CTAHAAPTY ,

- B. UV spectrum complies with RS/
‘B ya) crexTp Bigrnosigae crannapTy
HPLC-DAD  BEPX 5 nioANO-MaTLNHAM 48TEToROM

- PO3YBACTATUHY . Complies/ Bignosinae

* %%ﬁ?@gg;ﬂaﬁl OF |a. Retention time complies with RS/ Complies/ Binnosinae
L : :
VLERTUGIKALIS A, Yac yTpuMyBaHHs BINNOBIAAE CTARLapTy.

B. UV spectrum complies with RS/
: B. Y& crnexrp sinnopigase cTaniapTy
IDENTIFICATION OF | A. Positive for Titanium dioxide /

- EBETUMIBY Complies/ Bianosigae

Positive/ Mosuruena

. COLOURANTS / LA TlosutueHa Ha TUTasy fiokeus
| IEHTUOIKALIA B. Positive for iron Oxides / L o
| BAPBHUKIB B. MosuTuBHa Ha 3a5i3a oKCuam Positive/ lNoauruexa

HPLC-UV/ BEPX -Y® Rosuvasiatin / Poaypacratui
95.0 ~ 105.0% of the label amount /

95,0 — 105,0 % Bif 3a98MEHOT KiFbKOCTI

Limits: 19.00 to 21.00mg/tab/

ASSAY / KUTbKICHE Meska: 19.00 -21.00 mr/Tab,

BUBHAUEHHA HPLC-UV/ BEPX <Y Eretimibe / Faetumi6:

85.0 — 105.0% of the label amount /

95,0 — 105,0 % Big 3a@RBNEHOT KINbKOCTI 9,90mg/tab/l mrftab
Limits: 8.50 to 10.50 mgltah/

Mewa: 9.50 -10.50 mr/Tad.

HPLC-DAD / BEPX 3 glonHo-MaTouusnM SeTekropei

19,68mg/tabl mr/Tab

Rosuvastatin impurity D / Jowmituka D posysacTaTuHy: 0,05%

max. 8.2% / He Sinowe 0,2% ‘

Rosuvastatin Impurity C / Jomiwka C poaysacraiuHy: 0.02%
RELATED max. 0.5% / He Ginvwe 0,5% ' .
SUBSTANCES / Ezetimibe cyclic ether / Lnkniunuit edip esetumity. Not Detected
CYMPOBIIHI JOMILLKA | max. 0.2% / He Ginble 0,2% ot betecte

Any other impurity / Bypk-aKka iHwa gomiuxa: <0.02%

max. 0.15% / He Binbwe 0.15% '

Sum of impurities / Cyma SOMILLOK 0,13%

MCFP-263bf -4 - 3 - 111212025 Page 1 of 2



CERTIFICATE OF ANALYSIS

QUALITY CONTROL DEPARTMENT

CEPTUDIKAT AHAIIZY AEOAPTAMEHT KOHTRPOMO AKOC Tl

HOMEP CEPI: 510288

187440

CM%;‘B PLUS 20 mg/10 mg film-coated tablets Ne 30 {10x3) in blisters in )
CODE! KO a carton box / KNIBAC® MMOC rabnetin, Brputi NitiBrkoBoio 060NOHKCIO 1O MCEP-263b¢.1.3
11007 20 mr/10 mr, Ne 30 (10%3) B Bnictepax y KapToHHIK naywy ) o
BATCH NUMBER / CONTROL No./ KOHTPOMLHUN HOMEP: | METHOD NoJ HOMEP

METOOWVKW: FPM-263

: BATCH SIZE (in packs) /

MANUF. DATE ] JATA

| PO3MIP CEPII (B ynaxoskax): 6736ht BURPOBHWULUTBA: 1072025

EXP. DATE ] TEPMIH
NPUOATHOCTI: 10/2028

CDISSOLUTION !

. POSMUHEHHA

- max. 2.2% / ve 6inbue 2,2%

N 13 faYoilad B
- MICROBICLOGICAL

TESTS/

i Mikpobionioriuma uncrora |
. {not routinely performed / |

| HE PYTUHHWI kO

COMMENTS/

KOMEHTAP

HTPOI)

EVALUATION/OLIHKA

QUALIFIED PERSON SIGNATURE /
MANMC YNOBHOBAMEHO! OCOBK:

MCFP-263bf

-1 -3

- 111212028

_Absence in 1g / Bigcymiicte 8 11

APPROVED BY/SATBEPPKEHO

HPLC-UV / BEPX -Y ; Cfea"‘/. S 9%
: . . Cepepnninn |
- Rosuvastatin / Foayaamamn. TR
Q=80% at 15min / Q = 80 % uepes 15 xs Miiny 90%
; . Mean/ "
| Ezetimibe / EseTumi6: © Cepeaniii 90 “ (SZ)
- Q=80% at 18min / Q = 80 % uepes 15 xs. ¢ Min/ 749
i o . Mivimym ’
. TAMC/ TAMC
. Acceptance criterion 10°CFUIg / ; NIA
. Kpureplit npuitisitHoctt 107 KYO/r
TYMC / TYMC: j
Acceptance criterion 10°CFUfg / N/A
- Kpurepin npwinsithocti 102 KYO/r
. Escherichia coli. |

NJA

Not detected / He snasneno , N/A ! He sactocosyersesi , GFU/G / KYO/r , Absent/ BigcytHicTe

DATE/DATA
1211212025

RELEASED DATE/
OATA BHAMYCKY:

Page 2 of 2
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