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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJII3Y

mibe GimbH
Arzneimite!

Country of manufacturing Germany
Hepxapa-srpoduuk: HiMeyuuna
Importing country: Ukraine
Hep:xasa-isnoprep: Ykpaina
Ident-No / [nenrtndirauiiinnii nomep:
24050451

Product name Dekristol D; 5600 IU
Haitmenysanss npoxyxuii: Jexpicron® Ds 5600 MO

Article-code/Kog apTukyay:
V100466
Active substances

1 tablet contains 3600 1U vitamin D;

Hitoua peuosina | TaGnetra mictute 3600 MO sitaminy D;

Form of release tablet

Dopma BHIYCKY Tabnerku

Package size and type 10 tablets in blister, 3 blisters in carton box

Posmip ta tun nakysanna | 10 tabnetok y Gaicrepi, 3 Saictepu y kapToHHiH Kopodui

Batch size (pes.): / Poamip cepil (wr.): 24450
Expiry date:/ [laTa 3aKkiHYeHHS CTPOKY [PHAATHOCTI:

Batch number: / Homep cepil: 240105
Manufacturing date: Hara supoOnuursa:

01/2024

01/2027

Nante and location manufacturing site: mibe GmbH Arzueimittel, Germany, Muenchener Strasse 15,
Brehna, Sachsen-Anhalt, 06796, Germany

Hatimerveanst Ta MiclesHaxomKkeHHa AiasHiui 3 supobuiursa: Mide ImOX Apunadtaitresns, Hiveuuuna,
Mionxenepwtpacee 135, bpena. Caxconis-Anxasnsr, 06796, HimeuuwHa

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Hosep aivensii ainpiuud 3 supoduuursa. Ne DE_ST 01_MIA_2023_0005

Certiticate GMP. No. DE_ST_01_GMP_2023_0012

Tests
IMoxazmik

Appearance
Ormie

Average mass
Cepesus maca

Hardness
CritikicTsy a0
Pa3AABIIOBAHSA
Disintegration™
PosnazaHHa®

Method
MeTon

visual inspection
BizyaisHO
weighing

IBAKY BAHHS

Ph. Eur. 2.9.8
€ 2.9.8

Ph. Eur. 2.9.1
€291

Ceprudikat GMP Ne DE_ST 01 GMP 2023 0012

Specification Result
Crieundixari Pesyasrat
White, round tablets, scored on complies
one side BIAMOBiHAE
Bial. kpyrai Tabaerin 3 pHEKOIO 3

OAHIET CTOPOHIS

548 mg - 572 mg 560 mg
348 mr— 372 mr 560 mr
60-120N 113N

60 - 120 H 113 H

< 15 min 42 sec/
<15x8 42 cex

| Prepared and checked by; Liudmyla Maistrenko

Approved by: Friedrich Koppe

¢ signature

signature
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Assay
KinbkicHe BU3HAUSHHSA
Colecalciferol® Ph.Eur. 2.2,29, HPLC

Xoaeranmsuuhepon®

Microbiological quality™® Ph, Eur. 2.6.12, 2.6.13

MikpoGioaoriuna €D 2.6.12.2.6.13

wperoTa®

Package

Ynakoska

Batch-description PV-QK-0001
Ormie cepif

Description of shelf life PV-QK-0001
Onuic Tepativy 30epiranis

Fill quantity FertigPackV

Kiabricts npenapary

8 yraxosui

Comments not applicable
Komentapt HE 3ACTOCOBYETLCH

* Test is done on every 10 batch or at least once per year.
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104,5-127,0 %

53852 - 7112 TU/tabl
104,5--127,0 %
5852 — 7112 MO/ada

Ph. Eur. 5.1.4 Non-agueous
preparations for oral application:
€ 5.1.4 Hesouni aikapebki 3acobu
U1 OPANLHOTO 3aCTOCYBAHHS

the batch-description of the
package is complied with the
batch-documentation ‘
Onie cepii Ha ynakosui pianosinae
AOKVMEHTALT Ha cepho

description of shelf life is complied
with the batch-documentation
Onuc Tepminy 30epirauus sianosinae
AOKYMenTaLil Ha cepito

30 tablets

30 TadaeTox

* [npoSynanns IposoAsthes ua koWHIR 10 cepii movailMene 011 pas 1a pix.

Tested on batch
240101
IPOTECTOBAHO HA
cepii: 240101

Tested on batch
240102
IPOTECTOBAKO HA
cepii: 240102

batch bull no.
240103 )
Hedgacosana cepia:
240105

complies
BLINOBITAE

complies
pianosinac

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

LI st 3aCBLAMYIO, 1O HaBeAeHa BULLE (HDOPMALL € J0CTOBIPHOIO Ta TOUHOLO, Uio cepiro npoaykuil Syao

BHPOGICHO (BICTIOUAIOUH NAKY BAHHA/MAPKYBAHHA) Ta MPOBEASHO KOHTPOAD 1T AKOCTI Ha BHLLE3A3HAUeHIT AlpHUL Y
HOBMIH pianosiarocti 3 Busorasy GMP, BCTAHOBACHHMH MICUSBHM PENYISTOPHIIM OPTaHOM, & TaKOK BIANOBIAMHO

10 cretshikaliiit, U0 MICTATLCS ¥ PECCTPauiiiHOMy A0CHE KPATHH-IAITOPTEpPa Ha NPENapaT Ans A0CAILKY BAHOr0
Aixapesroro sacody. [TpoToxomu BUPOSHHLTBA, MAKYBAHHI Ta aHaAisis OyA0 NEPeragHYTO Ta BCTAHOBACHO

gianosiaricts GMP

Diate:Name + Sign Quatified Person (F. Koppe)
Ilarasise s = nianue YnosHonukeH ocoda 3 sarocti(d. Korirz)

End of Master Sheet

Prepared and checked by: Liudmyla Maistrenko

signature




