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mibe GrmbH
Arznaimattel

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJIIZY

Product name Dekristol® D3 1000 IU drops

Kpami

Haitmenysauus npoaykuii: Jexpicroa® Dy 1000 MO

Country of manufacturing Germany
Jleprcapa-prpobrnie: HiMenunna

Importing country: Ukraine
Jemxasa-imnoprep: Ykpaida

Article-code/Kon aptyiyny:
VI00481

Ident-No / Inentadixanitnuil Homep:
241165221

Active substances
Hitoua peaosHHa

2 drops contain 1000 IU vitamin D;
2 kpanni mictars 1000 MO itaminy Ds

Form of release
dopma BUIYCKY

Oral drops

Kparuti msis opansHOT0 3aCToCyBaHHs

Package size and type

Posmip Ta THIT naKyBaHHs

25 ml in 1 bottle, 1 bottle in carton hox
25 may | gnaxoui, | Quaxon y kaprouuilt xopobui

Bateh number: / Homep cepif: 240901

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

Manufacturing date: [ara supobanursa:
09/2024

Expiry date:/ Jlata 3akituenss Tepminy 30epiranus:
09/2027

Sachsen-Anhalt, 06796, Germany

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

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

HaitmerypanHa Ta MicuesHaxomxents AlbruL 3 Bupobuuurea: Mife TMEX Apunalimitrens,
Mionxenepurrpacee 15, Bpena, Cakcounis-Anxanst, 06796, Himeuunna

Number of manufacturing authorisation, No. DE_ST_01_MIA_2023_0005

Homep Jiuensii abisuuui 3 BupoGuuurea. Ne DE_ST_01_MIA_2023_0005

Tests Method

[Mokazumx Mecron

Appearance visual inspection

Omic BisyankHo

Odour Olfactory inspection

3anax OQuixka peakuil oprasis
HYTTA

Assay

KiabkicHe BusHaueHss

Colecaleiferol/ Ph.Ear. 2.2.29, HPLC

Xonekansuudepon €D 2.2.29, BEPX

Microbiological quality” Ph. Eur, 2.6.12,2.6.13

Specification Resuit
Creundirauif Pesynbrar
Clear, colorless to light yellow, oily liquid  complies
TTpozopa, Gesbapsra J10 CBITNO-HOBTO sinnosinae
MaCJSHICTA PilkHA

odorless complies
He3 3anaxy inriosinae
977,5 1U/2 drops- 1322,5 1U/2 drops

1163 1U/2

977,5 MO/2 kpanni- [322,8K(¢.
] (s

Ph. Eur. 5.1.4 Non-a Q "y

for oral use:

< 10° CFU/m! g
Total combinglfyg p
(TYMC) < 1086
Escherichia coli pfg

prepared and checked by: Liudmyla Maistrenko
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MikpoGionoriuna €o € 5.1.4 Heroaui npenaparu 418 OPAILHOIO [POTECTOBAH
ypcrorat 3aCTOCY BAHHSI: 0 Ha cepif
3araibhe 4HCno aepoGHuX mikpoopranismia 221102
{(TAMC): < 10° KYO/mn;
2arajibHe YHMCHO APIKIKOBHX T4 niceHeBux
rpudis (TYMC): <10 KYO/mn;
Bincyruicrs Escherichia coliy 1 mn

Package

Y nakoska

Batch-description PV-Q-001 the batch-description of the batch bulk

One cepii package is complied with the no./
bateh-documentation Hedacosana
Omue cepif na ynaxosui signosinac cepis:
Joxymentauii Ha cepiro 240901

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

Onue Tepminy 36epiranns with the bateh-documentation BignoBigae
Onuc repminy 30epiranns pinnosinac
HoKymeHTauii Ha cepito

Fill quantity FertigPackV min 25 ml complies

KinskicTs npenapary MiHiMyn 25 Mt Binrnosinae

8 ynaxoBui

Comments not applicable

Kowmenrapi He 3aCTOCORYETHCA

* Test js done pu every third batch or at Jeast once per year.
* BunpoGyBanis nposoasTses Ha Koscuii TpeTiit cepil wonafiseriue onuK pas wa pix.

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

Llum 1 3acBinuyio, 1o HaBeneHa BilLE iHGOpMALLs € FOCTORIpHOW Ta TouHO. Lo cepiro nporykuii Syno supobaeno
(BRTIOYAIOYH NAKYBAHHA/MAPKYBAHHA) TA POBEASHO KOHTPOSb 1 AKOCTI Ha BUWIE3a3HAYSHIN AlnbHMI Y 1oBHIl
BIANOBiNHOCTI 3 BHMoramu GMP, BCTAHOBMEHWMM MicLeBIM PEryNATOPHKHM OPraHOM, 4 TAKOK BIANOBIAHO HO
cnenndicaniit, mo micTaTees y peectpauiifHoMy moche KpafHu-IMNOpTepa Ha npenapar AN AOCHALHKYBAHOro
sixapeokoro 3acoBy. Tlpotokons BUPOGHHUTBA, MAKyBapHs Ta awaniais Gyno ACPEMIAHYTO Ta BCTAHOBASHO

BignosigHicts GMP,
30.0K7. 2024 /ﬁ% H
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Date/Name + Sign Qualified Ferson (F. Koppe)
Hara/iv"a + nianue Ynoshosakens ocoda 1 sxocri(®. Konne)

End of Master Sheet

Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe .~ e
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