Page 1 of 2

CERTIFICATE OF ANALYSIS
CEPTH®DIKAT AHAJI3Y

 Product name Dekristol D3 2000 10U Country of manufacturing Germany

: v - epucana-BHPoGHIIC Hineyynna
Hafinenysaris npoayruii: Jdekpictoa® 12; 2000 MO Hepucana-gipobring: e
Importing country: Ukraine

Jlepwasa-iznoptep: Yrpaiua

Article-code/Koa aprikymy: Ident-No / Laerrrnriauiiinii uosep:
V100467 23185021
Active substances 1 tablet contains 2000 1U vitamin Dy
» Hiroua pevoniHa 1 vadaeTra mictuth 2000 MO nitasiny D:
Form of release tablets
Chopyia BunycKy Tadaersn
! Package size and type 10 tablets in blister, 3 blisters in carton box
; Posnip ta tan nakysanus | 10 Tadneror v Gaicrepi, 3 Saicrepn y kaprounili kopodui
Batch number: / Hosep ce;.;i'f: 240315 Batch size (pes.): / Posatip cepii (r,): 47320
Manufacturing date: Jata snpoSuinrna: Expiry date:/ lata saxiHuenns crpoky NpHaaTHoCTi:
C 0372024 03/2027

: Nume and location manufacturing site: mibe Gmbl Arzneimittel, Germany, Muenchener Strasse 1S,
Brehna, Sachsen-Anhalt, 06796, Germany

Halivenysanus Ta AHCUCIHANOIUKEH IS AiAbHIL 3 BnpaduuuTaa: stide 3N Apunaiisitresab. Hiscuuina,
MionxeHepwrpacee 13, Bpewna, Cakconig-Anxanwut, 06796, Hinevwina

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Hosep siuensii aismuai 3 supobunursa. Ne DE_ST_01_MIA_2023_0003

Certificate GVMP. No. DE_ST_01_GMP_2023_0012

 Ceprindikay GMP DE ST 01 GMP_ 2023 0012

Tests Wethod Specification Result
[Mokasmms Meron Cremidirauii Pesyabrar
Appearance visual inspection White, round tablets, scored on one complies
Omne BUIYAIBHO side BETIORIIAC
Biai, kpy il radacTki 3 pHeKo 3 et
CTOpOHN
Average mass weighing 266 mg - 294 mg 280 mg/
Cepexns Maca IBAKY BAHNH 266 mr =294 i 280 mr
Hardness Ph, Eur. 2.9.8 50~ 120N 56 N/
Criitkicts 20 €P 298 50-120H S6 H
Pa3AABAOBAHHN
Disintegration*® Ph. Eur, 2.9.1 <18 min 125/
Poinaaanun™ €P29ld <15 Nn 12¢
Assay
Kizbricne prstavenis
Colecaleiferol™ Ph.Eur. 2.2.29, HPLC 104,53 - 127.0 % Tested on hateh
2090 - 2340 LU./tabl 240209/
Xoaeraisurpepos™® Cd 2,229, BEPX FO45 - 1270 % MPATECTORAHO Ha
2090 ~ 2540 MO/Tada . cepii 240209
Prepared and checked by: Liudmyla Maistrenko Approved by: Phuong Lan Le /
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Microblological quality®

MixpoSioaorivna
HHCTO T

Package
Yrarkopka
Batch-deseription
Oniie cepiv

Deseription of shelf tife
Onue tepainy 36epiranus

Fill quantity
KiabricTs npenapary
B\ TAKOBIL
Comnicnts
Kosenrapi

™ Test is done on every 10 batch or at least once per year,

Ph. Eur. 2,6.12,2.6.13

€D 26122613

PV-Q-001

PV-Q-001

FertigPackV

not applicable
HE FACTOCOBY € hest

Bh, Eur, 5.1.4 Non-aqueous
preparations for oral application:

€O 31 Hepoani aikapensi zacodn am
OPAILHOTO 3ACTOCY BAHHA

the bateh-deseription of the
package is complied with the
hateh-documentation

Ortie cepil wa ynakosui gianosilac
AORYMeHTaUT Ha cepito

description of shelf life is compliced
with the bateh-documentation
Onue Tepatiny s0epiranus sianosizac
A0KYMEHTaT Ha cepiio

30 tablets

30 radnetor

* Bitpady Baniin nposoLRTLes My Ko 10 copil motathuctine 0.0 paz wa pix,
. b

Tested on batch
240208/
FINOTCCTORAO HA

cepit 240208

batch bulk no.
2403157
Hehacosaa
cepis: 240315

complies
Bianosinac

complies
siAnowinac

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above nientioned site in full
compliance with the GMP requirements of the focal Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country for Investigational Medicinal Products. The batch
processing. packaging and analysis records were reviewed and found to be in compliance with GMP

LDt 9 sacriuyio, Wwo Haselena sie idopaaiis ¢ AOCTORIPHOK Ta Tounoko, [Ho cepilo npoaysuii Gyno

BIPACIIEHO (REIONATOUN NAKYBAMHA/NAPKYBAHHA) Ta APOBELEHO KOHTPOAL 11 AKOCT] Ha BITLIC3A3HAYEHTTT AimHingd v

OBt BianoBiAI0CTi 3 Bistorasu GMP, BCTaHOBACHIALL MiCUCBIM PEryasTOPHUN OPraHosL a TAKOK BianoBiZHO
40 eneandiraliii, 1o MicTHTLES 3 peecTpaliinory ocke RPATHI-IMIIOPTEPa HA NPENApat 18 MOCA AN BAHOIO
AIKAPCHKOTD 3a¢0BY. MIPOTOROAM BUPOBHULUTEN, HAKYBAHHS T4 AHANTIR By0 NCPErANHYTA T4 BCTAHOBACHO

slanosiicrs GMP
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Date/Name = Sign Qualified Person (I L. Le)

Aains - pixmse Yoonnosameia ocofia 1 awocti (17 J1 31

- End of Master Sheet

7

Approved by: Phuong Lan Le ;

Prepared and checked by: Liudmyla Maistrenko

| signoture

signature




