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mibe GmbH
Arznaimatel

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJI3Y

Product naine Dekristol® D3 1000 IU drops

Kparmi

Haiimenysauus apouyuii: Jexpicron® Dy 1000 MO

Country of manufacturing Germany
Jlepxasa-supobuuic Himeuunna

Importing country: Ukraine
Jemxasa-iMnoprep: Ykpaida

Article-code/Kopn apTuyay:
VI00481

Ident-No / Inerrndpixanifinuil vomep:
241165221

Active substances
Hitoua peuopnHa

2 drops contair 1000 IU vitamin D;
2 kpanai mictars 1000 MO ritaminy Ds

Form of release Oral drops

dopma BUIYCKY

Kparuti st opansHOro 3acTOCYBAHHS

Package size and type

Posmip Ta THI naKysanHs

25 mi in 1 bottle, 1 bottle in carton hox
25 may 1 dmakoni, | duiaxon y kaprosuil kopobui

Batch number: / Homep cepif: 240901

Batch size (pes.): / Posmip cepii (wrT.): 99836

Manufacturing date: [Jara supobHunrea:
09/2024

Expiry date:/ Jata 3akinuents Tepminy 30epiranus:
09/2027

Sachsen-Anhalt, 86796, Germany

Certificate GMP. No. DE_ST_01_GMP_2023_0612
Cepruthixar GMP Ne DE ST 01 GMP 2023 0012

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

HaitmeHyBanHs Ta MiCLE3HaXOmKeH s AitbHuL 3 Bupobuuurea: mife FM6X Apunalinitrens,
Mionxenepurrpacee 15, Bpena, Cakconis-Anxanst, 06796, Himeuunna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Homep niuensii abasauui 3 BupoGuuurea. Ne DE_ST_01_MIA_2023_0005

Tests Method

[Mokaswi Mecron

Appearance visual inspection

Omic BisyankHO

Odour Olfactory inspection

3anax Quinka peaxuii oprasis
HYTTA

Assay

KinabkicHe BHU3HauEHAA
Colecaleiferol/ Ph.Ear. 2.2.29, HPLC

Xonexansundepon € 2.2.29, BEPX

Microbiological quality™ Ph. Eur, 2.6.12,2.6.13

Specification Resuit
Creundixanii Pesynbrar
Clear, colorless to light yellow, oily liquid  complies
TTpozopa, Ge3GapeHa 10 CBITA0-WOBTOT sinnosinae
MaCJIHACTA pimyHa

odoriess complies
He3 3anaxy innosinae
977,51U/2 drops- 1322,5 1U/2 drops

1163 1U/2

977,5 MO/2 xpanni- |

‘
A
Ph. Enr. 5.1.4 Non-af/f 63wy

for oral use:

< 10° CFU/m]}
Total combin
(TYMC) < 10MCYY
Escherichia coli pPgaat

prepared and checked by: Liudmyla Malstrenko
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MikpoGionoriuwa €D 2.6.12,2.6.13 € 5.1.4 Heronui npenapari 4is OPAILHOID 1IPOTECTOBAH
ypcrorat 3aCTOCYBAHH! 0 Ha cepif
3araibHe 4HCio aepobHUX Mikpooprarismis 221102
(TAMC): < 10° KYO/mn;
3aralIbHE YHCHO APDNIKOBUX T4 MliceHeBrx
rpudis (TYMC): <10 KYO/mu;
Bincyrnicrs Escherichia coliy 1 mn
Package
Vnakosxa
Batch-description PV-Q-001 the batch-description of the batch bulk
Onmne cepit package is complied with the no./
bateh-documentation Hedacosaua
Omue cepif na ynaxosui sinnosigac cepis:
Jnoxymenradil Ha cepiio 240901
Description of shelf life PV-Q-001 description of shelf life is complied complies
Onrc Tepminy 36epiransa with the batch-documentation BiAnoBinae
Onuc Tepminy 30epirakHs pinnosinac
HokymeHnTauii Ha cepito
Fill quantity FertigPackV min 25 ml complies
Kinskicts npenapaty MiHiMym 235 Mt BiAnoBinae
8 YNaKoBu
Cominents not applicable
Kowmenrapi HE 3aCTOCORYETHCA

* Test is done on every third batch or at Jeast once per year.
* BunpoGyBanua nposoaTECA Ha KOMHiH TPETIH eepii wonaiiverite onus pas Ha pix.

I hereby certify that the above information is authentic and accurate. This bateh of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full com pliance
with the GMP requirements of the local Regulatory Authority and with the specifieations in the Marketing
Authorisatien 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.

Llnwm 5 3acsinyyio, 1o HaBeneHa Bilue iH(OpPMALIiS € KOCTOBIpHOIO Ta To4HO0. Lo cepito nponykuii 6yao supobieHo
(BrTIOYaIOYH naKyBaHHA/MApKyBaHHs) Ta [POBEASHO ROHTPOML 1l AKOCTI Ha BUIE3A3HAUSHIN AlAbHUUI ¥ HOBHIY
BiANOBiHOCTI 3 BHUMOramMn GMP, BCTAHORMEHWUMH MicLeBMM PErYNATOPHAM OPraHOM, & TAKOXK BIANOBIAMO N0
cnenrdikanilt, 1o micTaTsCa y peectpauiitHoMy mocke KpafHu-IMNIOpTepa Ha Npenapat s AOCHLMKYBAHOro
sixapeskoro 3acoby. ITpotowons BupOGHHUTBA, MaKyBamHs Ta aHanizie Gyno ACPETIAHYTO TA BCTAHOBAEHO

BignosigHicts GMP,
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Date/Name + Sign Qualifieg Ferson (F. Koppe)
Hara/iv’s + nianue Ynoshosameta ocoda 3 skoeri(d. Korme)

End of Master Sheet

Prepared and checked by: Liudmyla Maistrenka

Approved by: Friedrich Koppe .~
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