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CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJII3Y
mibe GmbH
Arzneimitte!
Product name Dekristol D; 2000 U Country of manufacturing Germany

Jepxasa-enpobGHuk: Himeuunna
Importing country: Ukraine
Jepkaga-imnoprep: Ykpaina

HaitMenyBanHs npoaykuii: Jlexpicron® D3 2000 MO

Article-code/Kon apTuxyay: Ident-No / [aenrudikauiiinnii Homep:
VI00468 21756841

Active substances 1 tablet contains 2000 IU vitamin D,

Jiroua peuosuHa 1 TaGnerka mictuts 2000 MO iTaminy Ds

Form of release tablets

Mopma BuRyCKY TabaeTku

Package size and type 10 tablets in blister, 12 blisters in carton box

Posmip ta tun nakysanua | 10 TaGnerok v Gaictepi. 12 Gnictepin y kapToHHi#H kopoGui

Batch number: / Homep cepii: 210103 Batch size (pes.): / Poamip cepii (ur.): 12000
Manufacturing date: Jlara supoOHuuUTBE; Expiry date:/ Jata 3akiHueHHs CTPOKY NPHIAATHOCTI:
01/2021 01/2024

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

HalimMeHyBaHHS Ta MiCLIe3HaXOLKeHH AinbHUL 3 BupoOHuiTBa: Mibe I'MGX Apunabmirre:ts, HiMeuunna,
Mionxeneputpacce 15, bpena. Cakconig-Anxanst, 06796, Hineuunna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2021_0005

Homep miuensii aiabHuui 3 supoGuuursa. Ne DE_DE_ST_01_MIA_2021_0005

Certificate GMP. No. DE_ST_01_GMP_2021_0013

Ceprudikar GMP Ne DE ST 01 _GMP_2021 0013

Tests Method Specification Result
[Nokaznnk Meton Cneundgirauii PezynsTar
Appearance visual inspection White, round tablets, scored on one  complies
Onuc Bi3yannHO side siAnosinac
Bisti, KpyT:i Tab1€TKI 3 PHCKOIO 3 OAHi€T
CTOPOHH
Average mass weighing 266 mg — 294 mg 279 mg/
Cepenns maca 3BAKYRAHHSA 266 Mr— 294 Mr 279 mr
Hardness Ph. Eur. 2.9.8 60— 120N 67 N/
CrifiicTs 10 CP298 60 - 120 H 67H
palaaBmoBanis
Disintegration™ Ph. Eur. 2.9,1 <15 min 23s/
Posnazanna* €D 29.1 <15x8 23¢
Assay
KinbkicHe BH3HAYEHHA
Colecalciferol* Ph.Eur. 2.2.29, HPLC 104,5- 1270 % Tested on batch
: 2090 - 2540 1.U./tabl
Xonexansupepon* €d 2.2.29, BEPX 104,5-127.0%
2090 — 2540 MO/raba
Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe
signature g signature
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* Test is done on every 10 batch or at least once per vear,
* Bunpolysanus nposo,ixThes Ha kol 10 cepil moraiivenine oaun pas va pik.

We confirm,

Microbiologicai quality* Ph. Eur. 2.6.12,2.6.13 Ph. Eur. 5.1.4 Non-aqueous complies
preparations for oral application:

MikpoGioaoriuna €D 26.12,26.13 €d 5.1.4 Hesoxui po3uitHn uis BiZRORiZaE

9HCTOTa™ OpanbLHOTO 3aCTOCYBAHHA

4

Package

Ynaxoeka

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

- Omnc cepii package is complied with the
batch-documentation batch bulk no.
Onuc cepii Ha ynakosui gianosinzac 216103/
AoKymeHTaHii Ha cepiro Hedacorana
cepia: 210103

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

Onuc TepMiny 30epiragns with the batch-documentation
Onnc Tepniny 30epiranks Bianosizae  pianosigae
JDoKyMEHTaUil Ha cepilo

Fill quantity FertigPackV 120 tablets complies

KinegicTs npenapary 120 rabnetox Bianogigae

B YNaKoBii

Comments not applicable

Komenrapi HE 3aCTOCOBYETHCA

that this batch of product has been fabricated/manufactured, including packaging and quality control at the
above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority, and
with the release specifications included in the Marketing Authorization of the importing country and given by
the customer. The control of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

Mu nigTeepKYEMO,

L0 114 cepid npenapaty Gy/ia BUrOTOBMEHa | MPOLINA KOHTPOIIL YIIAKOBKH T2 KOHTPO/1b AKOCTI Ha BUILEIFATaHOMY
DiANPHEMCTBI 3 NOBHAM JOTPHMaHHAM BuMor HBIL. npen’sBneHMN MicUeBHMH peryJIaTOPHHMH OpraHaMM B,
Cremndikauii sumycky npenapaty Bxioueni 10 PeecTpauiiiHoro nocsiiueHHs KpaiHu-imMnoprepa i Hazasi
3amoBHUKOM. KOHTPO/b 32 NpOLIECOM YNAKOBKH Bi/i0BIJAE BAMOraM.

3siTH 3 06pobxy, ynakorkH i aHani3ie cepii 6y MeperagHyTI | BU3HAHI TAKMMH, 1O BiANOBIAAOTH NPUHLMIIAM

HBII.

Date/Name + Sign Qualified Person (F. Koppe)
Jata/is’ s + nitmue YnosroBaxkena ocoba 3 axoeti{®. Konne)

End of Master Sheet -

Prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Koppe

signature e T

signature
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