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mibe GrrbH
Arzngsmital

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJII3Y

Product name Dekristol D3 2000 TU

Haitmenysarus nponyxuii: Jexpicron® D3 2000 MO

Country of manufacturing Germany
Jeparapa-supobuik: HiMeyyunra

Importing country: Ukraine
Hepmxaga-imnoprep: Yipaixa

Article-code/Kon apruryny:
V100468

Ident-No / Tzenrudikauifinuii Homep:
24044201

Active substances
Iiroua peuornna

1 tablet contains 2000 IU vitamin D;
| Tabretia mictuts 2000 MO sitaminy Ds

Form of release tablets

(Dopra BHIYCKY TabAeTKH

Package size and type
Poasip Ta THIT NaKyBaHH

10 tablets in blister, 12 blisters in carton box
10 TaBneTok y Saicrepi, 12 Gaicrepn ¥ kaprouHil kopodui

Batch number: / Hoaep cepil: 240210

Batch size (pes.): / Posmip cepil (ur.): 12025

Manufacturing date: Jata supodHuuTsa:
$42/2024

Expiry date:/ [lara 3axkiHueHHs CTPOKY NPHAATHOCTI:
02/2027

Name and location manufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15,

Brehna, Sachsen-Anhalt, 06796, Germany

HaftvenyBaHHs Ta MICLIE3HANOILKEHHS AinbHHLI 3 BHpoOHHUTBA: Mide TMEX ApunaimiTrens, Hiseuunua,
Mionxenepwtpacce 15, Bpena, Cakconis-Anxanst, 06796, Himeuwina

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Hosmep aivensii ainsunui 3 supobunursa. Ne DE_ST_01_MIA_2023_0005

Certifiente GMP. No. DE_ST_01_GMP_2023_0012
Cepruditar GMP DE_ST 01 GMP 2023 0012

Tests Method
[Tokaswe Mertoa
Appearance visual inspection
Onie Bi3yaiLHO

Average mass weighing
Cepeans maca IBAKVBAHHA

Hardness Ph. Eur, 2.9.8

CriftkicTs 20 €Pp 298
pa3faBiioBanHs

Disintegration™ Ph. Eur, 2.9.1
Poinazaxua® €@ 2.9.1

Assay

KisbricHe puzHauenus

Colecalciferol® Ph.Eur. 2.2,29, HPLC

Xoaeraasundepos™ €d 2229, BEPX

Specification Result
Crewtdircanii Pesynbrar
White. round tablets, scored on one  complies
side signosisac
Bixti, kpyrsi radaeTkis 3 pHCKOIO 3 onuiel

CTOPOH!

266 mg 294 mg 280 mg/

266 Mr—294 ar 280 mr
530~ 120N 63 N/
50-120H 65 H
< 15 min

<15 %8

104,5-127,0 %
2090 - 2340 1. U./tabl
104,5 - 127,0 %
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Microbiological quality”®

Mikpodionoriuna
qucrora®

Package
Ynakoska
Batch-description
Oruie cepil

Description of shelf life
Onuc repminy 30epiranHa

Fill quantity
KinexicTe npenapaty
B ynakosui
Comments
KomenTapi

Ph. Eur. 2.6.12,2.6.13

CP 2.6.12,2.6.13

PV-QK-0001

PV-QK-0001

FertigPackV

not applicable
HE 3aCTOCOBYETHCS

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

€® 5.1.4 Hesonni aixapenki 3acobin aad
OPANLHOTO 3aCTOCYBAHHS

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

Orne cepif va ynakosui siznosiaae
JoKyMeHTauil na cepiio

description of shelf life is complied
with the batch-documentation
Onic tepMiny 30epirauua sinnosinac
AoryMenTaull Ha cepilo

120 tablets

120 rabneTok

Tested on batch
240208/
nPOTECTOBANO HA
cepii 240208

bateh bulk no.
240210/
Hedacosana
cepis: 240210

complies
signosinae

complies
Bianosinae

* Test is done on every 10 batch or at least once pev year.
* BunpoSy sagna NPOBOALTECA Ha KOWHIH 10 cepil monaliMeH1lie 0aHH pas na piK.

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
Marketing Authorisation of the importing country for Investigational Mediecinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Lt 51 3acsiguvio, o Haseaeta Brile itopmalis € T0CTOBIPHOK Ta TouHO. Lo cepiio npoayruii 5yno
BHPOGICHO (BRTIOUAIOUH NAKYBAHH/ MAPKYBAHHS) TA NPOBEIEHO KOHTPON® i AKOCTI Ha BHinesazHaveHiil ainbHui y
foeHil BianosinHocTi 3 Bitnorass GMP, BCTAHOBAEHHMH MICUEBHM PETYISTOPHIAM OPTaHOM, & TAKOK BIAMOBIIHO
10 cneundikauiil, Wo MiCTATLES Y peecTpauiiiHoMy 10Cke KpaTHH-IMOPTEPa HA NPerapa® KYBAHOMO
Aikapcukoro 3acoly. IPOTOKOAH BUPOGHULTEA, TAKYBAHHS T4 ananiszie dyi0 nepe
ianosiamicts GMP

16 AP, 202

o
Date/Name + Sign Qualified Persdn (F. Kappe)
Jlarafis s + niamic Ynosuopakena ocoda 3 axoeti (&, Konne)

End of Magter Sheet
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