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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJII3Y

Product name Dekristol D3 2000 [U
Haftarenysarns nipoay kit Jekpicron® D; 2000 MO

Couatry of manufacturing Germany
Hepmasa-supoSuni: Hiveuuuna
Importing country: Ukraine
Tlepxasa-introprep: YkpaiHa

VIN0467

Article-code/Kom apruryny:

Ydent-No / [aerrtipiartiiinmii HoMep:
23185051

Active substances

Jluwm petoBia

1 tablet contains 2000 TU vitamin D3
I raGierka MICTHTD _000 MO piraniny D

N4

Form of tclcaw
Mopma BHIYCKY

tablets

TadNeTKy

Paclkage size and type
Posatip ra THI nakyBaH#s

10 tablets in blister, 3 blisters in carton box

10 TaBaerox y GaicTepi, 3 Gaicrepu y kapTonHiii Kopodil

Batch number: / Howmep cepii: 240318

Batceh size (pes.): / Posmip cepii () 48215

6372024

Manufacturing date: Jlara supofuuirsa:

Expiry date:/ Jlara sarkingenns CTpoky NPHAATIOCTL
03/2027

Name and location manufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse I3,
Brehna, Sachsen-Anhalt, 06796, Germany
Haiinenyaanis 1a MICLIE3HANOIKEHHS ALAbHHII 3 BHPOOHHLITBA: ibe MvOX ApunaiismiTress, Hinteuyuna,
Miouxenepirpacce 13, Bpena, Caxcouis-Anxanpr, 06796, Hiseriina

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_00035

Flosep aiuensii abmimud 3 supotuuursa. Ne DE_ST_01_MIA_2023_0005

Certificate GMP. No. DE_ST _01_GMP_2023_ 0012

Ceprugicar GMP DE_ST

01 _GMP 2023 0012

Tests
Iokasnnux

Appearance
Onue

Average mass
Cepennsg maca

Hardness

CrifigicTs 20
PABAABNOBANHA
Disintegration™®
Posinpgnns®

Assay

KianKicHe pizHaieiis
Colecaleiferol®

Xoseraaputfepon®

Method
Mero.t

visual inspection
BI3yIbHO
weighing

IBAKY BANNS

Ph. Eur. 2.9.8
C®2.9.8

Ph. Eur. 2.9.1
€® 29
Ph.Eur. 2.2.29, HPLC

€D 2.2.29, BEPX

Specification Result
Crieuugiraniy PesyibTar

White, round tablets, scored on one complies

side Bianosinac
Bini, kpyrai TadAeTKI 3 PHCKOIO ¥ OuHicT

CTOPONL

266 mg - 294 mg 281 mg/
266 M- 294 a1 281 an

50 - 120N
50120 H

< 15 min
< 15xB

104,5 - 127.0 %
2090 - 2540 1.U./tabl
1045 - 127.0%
2090 ~ 2530 MOsrada

Approved by: Phuong Lan Le

Prepared and checked by: Liudmyla Maistrenko

signoature

signature
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Microbiological quality™® Ph. Eur, 2.6.12,2.6.13 Ph. Eur. 5.1.4 Non-aqueous complies
preparations for oral application:
Mikpodioaoriuna €D 2.6.12,2.6.13 €D 5.4 Hepoani nikapenki 3acolu nas mianosifar

ytierora® OpadbHOI0 3aCTOCYBARHA

Package
W IHAKOBKA

Batch-description PV-Q-001 the bateh-description of the batch buik no.

Oune cepii package is complied with the 240318/
batch-documentation Hedacosana
Omie cepii Ha yoakorui sianositac cepin: 240318
AOKYMeHTaUT Ha ceplio

Deseription of shelf tife PV-Q-001 description of shelf life is complied complies

Qruie repminy 3Gepiranms with the bateh-documentation
Ouue repsiny 30epiranus siznosinac gianosinac
HOKYMEHTAUT Ha cepiro

Fill quantity FertigPackV 30 tablets complics

Kianxicrs npenapary 30 vadaerok RIANORITAC

B ynakoni

Comments not applicable

Koaterrapi HE 3ACTOCOBYETHCS

" Testis done on every 10 batch or at least unce per year,
* Bunpoly saimis 1posods (e 16 koKl 10 Cepil monaiivene o P I 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 Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found (o e in compliance with GMP

U s sacsizuyio. o HaseaeHa BHILE iH(QOPMATLs € L0CTOBIPHOLO Ta Tourao. 1o cepito npoaykuii 0yio
BIPODICHO (BKAIOUAIOUI TTAKY BAHUS/MAPKYRAHNS ) T4 [1POBEACHO ROHTPOAL 1T AKOCTI Ha BHILE3a3HAYeHIH ZALIHIL
NOBHIR BiANOBIAHOCTT 3 BuMOrasi GMP, BETAHOBACHHMH MICLEBIN pery: AYTOPHUM OPTAHOM. & TAKOA BLLIOBIANIO
A0 cnetQirauii, ulo MiCTAThE Y peecTpaifinoMy a0che Kpaiki- I\mOp‘I\pA HA TIPENAPAT A08 JOCHTKYBAHOIQ
MKAPCHLROTO 3ac0Gy. [POTOKOIN BUPOSHHUTRA, NAKVBAHIS Ta aHAN 3R GYA0 MEPErniiy o Ta BCTAHORACHO
pianosianicrs GMP

19, AUB, 2024 JQ/

Date:Name -~ Sign Qualified Person (P, L. X\L/
Aaradisgs = nimnse Yoomoswskena ocoda 1 axocti (1. J1 JH)

-------------------------------------- End of Master Sheet

ErPrepared and checked by: Liudmyla Maistrenko Approved by: Phuong Lan Le

i

signature .

A

v ‘}
signoture ( \éﬁ»@w
o
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CERTIFICATE OF ANALYSIS
CEPTHU®IKAT AHAJII3Y

Product name Dekristol D3 2000 1U
Haitzierrynarist npojykigis Jexpicron® Ds

2000 MO

Country of manufacturing Germany
Hepskana-pupoduuk: Hiveuuiia

Importing country: Ukraine
Hepuasa-imnoprep: Yipaina

V100467

i Article-code/Kon aprikyay:

23185041

Ident-No / Inentudicauiiitmii nosep:

Active substances
flnmm pedoniia
! Form of release

dopma BHITyCeKy

1 tablet contains 2000 TU vitamin D;
I TaBaerka MicTirs 2000 MO BiTaminy Dz

tablets
TabACTKH

Package size and type

PO3Mip a YHIT BAKY BHI

10 tablets in blister, 3 blisters in carton box
10 raGaevox v Guicrepi. 3 Gaicrepu y KapToHniii kopoOL

Bateh number: / Fosep cepitt 240317

Batch size (pes.): / Posmip cepii (wr.): 47339

03/2024

Manufacturing date: Jlata supodumirsa:

03/2027

Expiry date:/ Jlara 3akinueHis cTPORY NPHAATHOCTI:

Miorxeunepurrpacee 13

' Homp SEeH3T s 3 podmurrea. Ne DE
Certificate GMP. No. DE_ST_01_GMP_2023 0012
Ceprudikar GMP DE ST 01 GMP 2023 0012

Name and location manufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15,
Brehua, Sachsen-Anhalt, 06796, Germany
Haiivenypanus Ta MiCLESHAXODKERHS ALbHULE 3 BupobHuUTsa: Mide TMOXN Apumaiisitreas, Hiscuuna,
. bpena, Cakconig-Anxanst. 06796, Hinmeudnna
Number of manufacturing authorisation. No. I)P _ST_01_MTA_2023_0005
_()I \/IIA "‘()’ 3 ()0():)

Tests
ITora KR

Appearance
Onine

Average mass
Cepeans Maca

Hardness

CrifikicTs 210
PAIANBIHOBAHSH
Disintegration”
Posnaganus®

Assay

Kinskicye sisgaienis
Colecaleiferol®

Nosexanbiunepon®

Method
Meton

visual inspection
BI3YAALHO
weighing
SBOKYBAHMSL

Ph. Fur, 2.9.8
CPp 298

Ph, Eur, 2,91
Ch 291
Ph.Eur, 2.2.29, HPLC

€ 2.2.29, BEPX

Specification
Cneundiraul

White, round tablets, scored on one

side

Bind, kpyrai 1adacTky 3 PHCKOKO 3 0anict

CTOPOHI
266 mg—-294 mg
266 nr - 294 ur

50 - 120 N
50120 H

< 15 min
<15 X8

104,53~ 127,0 %

2090 - 2540 [L.U./tabl
FO4.5 - 127.0 %
2090 - 2540 MO/radn

Resulf
Pesyawrar

complies
BIATORINAE

280 mg/
280 M

57T N/
57 H

14 s/
I4¢

Tested on hateh
240209/
IPOTECTORAND Ha
cepii 240209

Prepared and checked by: Liudmyla Maistrenko

Approved by: Phuonfj L\ap Le

signature

SO |

S0 (Res e DL

@(,/} P OE25 /?7/
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Microbiological quality® Ph. Eur. 2.6.12, 2.6.13 Ph. Eur, 5.1.4 Non-aqueous Tested on batch
preparations for oral application: 240208/

MirpoGiosoriaia €P2.6.12.2.6.13 Cd 5.1 Heroaui iikapenki sacoli s 1pATECTOBIHO Hi

ypcrora® OPAALHOTG ACTOCY BN cenit 210208

Package

Y{IAKORKa

Batch-deseription PV-Q-001 the batch-deseription of the bateh bulk no.

Onie cepit package is ecomplicd with the 240317/
bateh-documentation Heacosana
Oriie cepii Ha yuakoswl sianosiaac cepis: 240317
AOKYMEHTALIT HA ceplio

Description of shelf life PV-Q-001 description of shelf life is complied complies

Onie vepaminy 3Gepiranis with the batch-documentation
Onue Tepminy 3Gepirans sianosizac BLUIOBIMAC
AOKYMEHTAIT Ba cepiio

Fill quantity FertigPack Vv 30 tablets complics

Kizbricts npenapary 30 radneTox BizUTORL1AC

nyiakosid

Comments not applicable

Koasewrapi HE 3dCTOCOBYCTHCAH

* Testis done on every 10 batch or atleast onee per year.
* Binpod®y sanus apopoast e na kowuiii 10 cepii wonaitvenwe oanu pas na pix.

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 Jocal 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

Lline 4 sacsizyio, wo nasedena siule fhopatanis ¢ A0cToBIpROO Ta Tounon. Lo cepiio npoaykiti 6v:10
BHPOSEHO (BRAOYAIOMA TAKYBAHHA/MAPKY BAHHS) T2 1IPOBEACHO KOHTPOADL T SKOCTI Ha BHILCa3Hade il ARG
MOBHIT RIANOBIAHOCT 3 BUMOras GMP. BerasoBieHHA MICLEBHM PEryISTOPHEM OPIaHOM. & TAKOK BLANOBILAID
A0 Cnelhikali i, 1o ATCTATLER Y PeCCTPAHTHOMY A0CHE KPATHH-IMIOPTEPA HA NPENAPAT 118 A0CALUKVEAHOND
aikapenroro sacody. TpoTtokoni supoGHHUTRA. MAKYBaHHA Ta aHaiziB Gyio NEPCTAKHYTO TA BCTAHOBICHO
giznosimicrs GMP

19, Alls, 2024

, 7
Date/Name + Sign Qualilied Person (. 1. Le) -
Aavasist’a o nianme Ynowsnonnskena ocada 3 axocri (I 11 i)
------------------------------- End of Master Sheet e e
Prepared and checked by: Liudmyla Maistrenko Approved by: Phuong Lan Le } :

I signature

= ( ;
signature K \ ,/A ﬁf_ﬁuf{f"‘ , ,

N
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