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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJI3Y

mibe GrabH
Argnemmsite!

Product namé ‘bAé.‘kristol D3 4000 1U Country of manufacturing Germany
HalimeryBanns mpoxyxuil: Jexpicron® Ds 4000 MO [eprsasa-supoluui: Hine iz
Importing country: Ukraine
Heprrasa-imnoptep: Yrpaina

Article-code/Kog apruryny: Ident-No / laeutudicaniiinuil nosep:
V100479 24086931

Active substances 1 tablet contains 4000 1U vitamin D,

Hiloua peuoniHa I Tabnerra MicTuts 4000 MO sitaminy Ds

Form of release tablet

Mopma BHITYCKY Tabnerky

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

Po3wmip Ta THn nakysaHHs 10 TabneTtok y 6aictepi. 3 GaicTepy y KapToHHIH Kopobui

Batch number: / Homep naprii: 240535 Batch size (pes.): / Posmip naprii (wir.) 24690
Manufacturing date: / Jara supobuuursa: Expiry date: / laTa 3aKiuuers ¢rpoky NpyaaTHoOCTI:
0572024 05/2027

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

| HalinenyBarHs Ta MiCUe3HAXOKCHAA Linbriili 3 BHpoSHuLTEa: Mide [MOX ApuHaiimitTrens. Hineuerma,
i Mionxenepuirpacce 15, Bpewna. Cakconis-Anxanst. 06796, HiveuunHa

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Howvep aiuensii ainsnuid 3 supoSHuurea. Ne DE_ST_01_MIA_2013_0005

Certificate GMP. No. DE_ST_01_GMP_2023_0012

Ceprudixar GMP Noe DE ST 01 GMP 2023 0012

Tests Method Specification Result
Hoka3HiK Meroa Cneundixawif Pesynvrar
Appearance visual inspection White, round tablets, sc egifle complies

Orine Bi3ya1bHO Biai, kpyrail 1abaeTRIL W A10Bi1ac

CTOPOHII
Tablet diameter vernier ILSmm-12.5 i
Jianmerp TabaeTkn BHMIPIOBAHHA 1.5 mm - 125 X
Tablet hight vernijer 51 mm-55§
Buicora tabaeTiu BUMIPIOBAHHA S.ham ~ 8,50
Hardness Ph. Eur. 2.9.8 80 - 150 A
CrifiricTs 10 CP298 80 - 150
PA3AABAIOBAHHS
Average mass weighing 560 mg * 5,
Cepenns maca IBAKYBAHHA 560 s = 5 %%
Uniformity of mass Ph.Eur. 2.9.5 No more than 2 of 2
Oanopimiicts MacH €D 295 from the average masSspsdprethah. - 1ANoRInae
10 %
e Binbiue Hix 2 3 20 Talneton
BLNXHAMOTHCA BIA cepeaHsOl MacH Qb
Hix Ha 10 %
prepared and checked by: Liudmyla Malistrenko Approved by: Phuong Lan Le / :
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Disintegration®
Posnaganis®

Assay

KisibkicHE BH3HAUEHHA
Colecalciferol®
Xonexannuuhepos*

Microbiological quality®
Mikpodionoriuua
uierora®

Package
YiakoBka
Batch-description
Onuc cepii

Description of shelf life

Ornnie Tepminy 30epirannis

Fill quantity
KinpxicTs npenapary
B YTIAKOBL
Comments
Komenrapi

Ph, Eur, 2.9.1
€D 291

Ph.Eur, 2.2.29, HPLC

Ph. Eur. 2.6.12, 2.6.13
€ 2.6.12,2.6.13

PV-QK-0001

PV-QK-0001

FertigPackV

not applicable
HE 3aCTOCOBYETLCS

* Test is done on every 10 batch or af least once per year.
¥ Bunpo@yeanns npocoosmees i koxcailt 10 copii wonaiotesnue odun pas i pix.
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< 300 sec
<300 cex

4180 — 5080 1U/tab!
4180 — 5080 MO/radn

Ph. Eur. 5.1.4 Non-agueous
preparations for oral application:

€ 5.1.4 Hepoani sikapebki sacobu s
OpAIBLHOrO 3ACTOCY BAHHA

the batch-description of the
package is complied with the
batch-documentation

Oruic cepii wa ynaxkosui sixnosizac
AOKyMeTauwl Ha cepilo

description of shelf life is complied
with the bateh-documentation
Qe TepMiny 30epirarHs sianosisac
nokymenrauii Ha cepho

30 tablets

30 radnerok

34 sec
34 ¢ex

Tested on

batch 240101/
IPOTECTOBANO
ta cepii 240101
Tested on hateh
240103/
NpOTECTORANO
Ha cepil 240103

batch bulk no.
240535

Hedaconana
cepis: 240535
complics
Blanorizac

complies
BLANOBizAE

I 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 mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
The batch

Marketing Authorisation of the importing country for Investigational Medicinal Products.

BCTAHOBAEHO BianosianicTe GMP

79, ULk 202k

/

Dute/Name + Sign Qualitied Person (P, L. lé&u
Aaradize s + niamic Ynossonakena ocola 3 sixocri (ML JLSD

End of Master Sheet

Approved by: Phuong jmn Lle ¢

Prepared and checked by: Liudmyla Maistrenko
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