TOB HB® “MIKPOXIM”

01013, Yxpaina, m. Kuis, Monociiscbkuit pason, syn. Byainaycrpii, 6ya. 5,

Ten./dake (044) 284-60-12, (050) 216-93-92; e- mail: info@microkhim.com

Jlivenzis Ha imnopm AE Ne 193894
Hossia na sunyck (peasizauiio) Ne 1

HatimenyBatus
NpoAYKUT, A03yBaHH

E3ATPO, Tabnerki BKpuri BKOBOIO 080a0HKO00, 110 10 Mr/10 Mmr

Buy, poswmip ra

[To 10 vabnerox y Gaicrepi, no 3 Guicrepu y nauii 3 kaprouy

KOMITICKTHICTS

YIAKOBKH

Homep cepil 5020A
Posmip cepii, (yi.) 3214 yn.

Hara pupobuuursa

0172025

Jlara sakinuedus
TEPMIHY NPUAATHOCTI

0972027

Ceprudikar sikoeti Ha
cepito BUpoBHIKa

Ne ceprudpiary

6e3 HoMepy

Lara ceprmdixauii

07.02.2025

Bupobuux

Kpaina [peuis
Hazga Meguikeiip Biocaiinenc Jlabopatopii C.A.
Anpeca 61-i km Hawionansuot noporn Adinon-Jlamiac,

Cximarapi, 32009, I'pewia

Ne jinensit

0000011740/24/1

Ne ceprudixary
GMP/prcHoBky won0
MATBEPKEH IS
BIANOBiNHOCTI GMP

Ceprudixar Ne 112242/30-10-2023
Bucnosox Ne 511/2024/C-997

Howmep PIT 5 Vipaini

UA/20590/01/01

BuceHOBOK npo saxicts
BBE3EHOIO JHKAPCLKOrO
3acoly Big
Hepratixenyxdu

Ne BucHosky

8254/25/10

JlaTa

Bij 04.03.2025

Pesynwrar sncHorky

[Toswrupauii

Bucunosok YO 3 sxocTi

Llo cepito npoaykuii Gy0 BupobieHo (BKINOUAIOTH NaKyBaHHsl Ta
MAPKYBAHHA) T4 FIPOBEAEHO KOWTPOSIb 1T AKOCTI HA BUILEBKA3AHIH JIiAbHUIL y
noBum anonmnoul 3 BuMoramMu GMP, BCTaHOBRICHUMU MICLERHM

- PErYASTOPHUM OpraHOM.
BI’IHOBI,ld( BHMOI am MESIN3 g0 PIT

[ Ne UA/20590/01/01 na

Hozsoseno ao peanizauiy

Ynosuopawena ocoba 3 grocri

E3ATPO, tabiietku BKPUTI 11iBKOBOIO 000J0HK010, 110 10 Mr/10 mr

——— 4

9503 2024

(I[lb_) Ationuc) (lama)

Wosld by 08 L0

........ {(fl/



AEPKABHA CJIIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMHU Y KHIBCBKIN OBJACTI

pos. Ceitamrado] Haaii, 3, M.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
NP0 SIKICTH BBE3€HOr0 B YKpaiHy JIIKAPCHKOro 3aco0y

04.03.2025 Ne 8254/25/10

E3ATPO

(HaiiMeHYBAHHS JIKapCHKOro 3acoby 3riAHO 3 peecTpaiiiiikM NOCBiAUEHRAM)
TabjeTKH, BKPHTI NiBKOBOI0 06010HK0¥0, 10 10 Mr/10 mr; mo 10 TaGaerok y 6aicrepi, mo 3
OsricTepu y mauili 3 KApTOHY
(dopma BHITYCKY, DO3YBAHHS, B IAKYBAHHS JIKapChKOTO 3ac00y)

Homep peectpauiitnoro nocsinuenns UA/20590/01/01 crpox aii peecrpaniiizoro nocpiguenns 13.09.2029
Cepis nikapebkoro zacody Ne S020A Kinbkicts BBe3eHOTO fiKapchkoro sacoby 3214

BupoGHuk Menixelp biocaiinenc Jla6opartopii C.A., I'penist

(HaliMeHYBaHHS BHPOGHUKA JIKapCsKoro 3acoly, KpaiHa TOXOIKEHHS)

Baeseno B Yipainy TopapucTso 3 o6mexkeHol0 BianopixaapHicTI0 HaykoBo-BupoGHUUA

dipma "MIKPOXIM", igenr. xon: 13385409

(naitmenyBansa Ta kol 3a €LIPTIOY ropuamunoi ocodn abo npissrme, iM'a. 1o Gatbkosi Ppiznunoi
0co0H - MAIPHEMUS. T MICLE IPMKHBAHES Ta PeeCTpaliiiniil HoMep 06aIKOBOT KAPTKY IIIATHHK:
nojatkis abo cepis Ta HoMep NacrnopTa)

IIpoTokon Bisyaasnoro kourpo:io sin 04.03.2025 Ne 0541/1.

3a  pesynpTaTaMH  AEPKABHOTO KOHTPONK BCTAHOBICHO, 10 JHKapchkuil 3acid  BBeseHo B Ykpainy 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA 100 3a0€3MeTeHHs SKOCT] JIKapChbKHX 3ac00iB.

B0, navabungs cavordn Ostra e

Cirtuduar v npiami)

Ay i,lu‘,pﬁwif%l‘s(,\ FOOROHIPRARS)



, ( CERTIFICATE OF COMPLIANCE
Frrecioar

Product: EZATRO F.C TABS ROSUVASTATIN CALCIUM + EZETIMIBE 10/10 mg , MICROKHIM-UKRAINE
Batch size: 3.333 BT

Batch no of Manufacturer: 5020A Target Batch Size: 3.333 BT

Expiry date (month/year): September-27 Actual Packed Size: 3.214 8T

Manufacturing site: Medicair Bioscience Laboratories S.A., Athinon-Lamias National Road 61st Kim, Schimatari, 32009, Greece
Packaging site: Medicair Bioscience Laboratories S.A., Athinon-Lamias National Road 61st K, Schimatari, 32009, Greece

Testing site: Medicair Bioscience Laboralories S.A., Athinon-Lamias National Road 61st Km, Schimatari, 32009, Greece

Number of manufacturing authorization: 0000011740/241

EZATRO F.C TABS ROSUVASTATIN CALCIUM + EZETIMIBE 10/10 mg,

Finished product pack or hulk finished t:
nished product pack or bulk finished produc MICROKHIM-UKRAINE

Package size / type: BTX30

Marketing authorization number: UA/20590/01/01
MA holder: MICROKHIM LTD.

Manufacturing country: GREECE

Destination country: UKRAINE

Results of analysis: see attached CoA with date or version:06/02/2025

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging and quality control at the above-mentioned site in full compliance with the EU GMP requirements 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,

Deviations which could have an adverse effect on the quality of the product:
{
Bt no
[ ves, see comments

Comments/Remarks:
N/A

Date: Name / Sighature:

Orloslones —
Kyrlaki Zourlant g |
QA Supervisar / Q%n' »&/

e
e

(Qualfi ﬁ&s%&iﬁﬁs&%@d in Directive 2001/83/EC)

QA_A_012, D1 Page 1 of 1

Effective date: 15/01/2024
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CERTIFICATE OF ANALYSIS

PRODUCT NAME

Ezatro (10+10) my/tab

BATCH NUMBER 5020A
MANUFACTURING DATE 0172025
EXPIRY DATE 092027
BATCH S1ZE 3333 Packs
TESTS SPECIFICATIONS RESULTS
. Reige, round (@ 10mm), biconvex film coated tablets ~ —_—
Appearauce with “MR4™ embossed on one side Conipies
Rosuvastatin A.V.: NM.T. 15,0 9.0
Uniformity Of Dosage Units
Ezetimibe AVINMT, 15.0 6.0
A4 %

Water Content (By Kal Fisher)

NMT. 5.0%

NM.T. 30 min,

01 min & 59 sec

Disintegration

. 5 364 mg (£5%, .

Mean Weight (345.8 my - 382.2 me) 3554 mg
Retention titue complics with RS Positive

Tdentification Of Rosuvastatin

ULV, spectrum complies with RS Positive

Retention time complies with RS Pasitive

Identification OF Ezetimibe

UV, spectrum complies with RS Positive

95.0-~105.0 % 992 %

Assay Of Rosuvastatin
9.50 - 10.50 mghab 9.92 mg/tab
95.0-105.0% 100.7 %
Assay Of Ezetimibe
9.50 - 10,50 mp/tab 10.07 mgftab

Rosuvastatin opurity C: NMLT. 0.5% 0.37%

Rosuvastatin Impurity D: N.M.T. 0.1% 0,07 %

Related Substances Ezetimibe Cyclic Ether: NM.T. 0.2% N.D.
Any Other Impurity: NMUTL 0.15% B.D.L.
Sum Of Impunities: N.M.T. 2.0% 049 %

Dissolution Of Rosuvastatin Q=80% In 15 Mimues 89 %
Dissolution OF Ezetimibe Q:+80% In 15 Minutes 0 %
0 CFU/p

Microbiological Tests

TAMC: NM.T, 167 CFUZg

TYMC:NM.T. 16 CFU/g

0 CFUlg

Tron Oxides: Positive

Eseherichia coli: Absencely Absence/g
Titaninm Dioxide: Positive Positive
Identification Of Colourants
Positive

ISSUED BY

Sofia Kostopoulou
SeniopQC An

COMMENTS: Re-issue of CoA (06.02.2023).
Addition of indication of Assay in "mg/tahlet”,

APPROVED BY

37&:@3@; Pinriiret
Chemist

~Oualin: Lonyinl-Mana.. r

ae,c o1, pia
Effective Dates 11/02/202%

2agstott
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