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b CERTIFICATE OF ANALYSIS
i CEPTH®IKAT AHAJ3Y

mibe SmbH
Arzneimittel

Product name Dekristol D3 5600 IU

Country of manufacturing Germany '
Haitmerypanrs npoaykuii: Jexpicron® D3 5600 MO ’

Jepkapa-upofAuk: HiMeyuusa
Importing country: Ukraine
JHepxasa-immoprep: Yxpaina

Artiele-code/Kon aprukyny: Ident-No / InenTHdikanitinmuit Homep:
V100466 20730991

Active substances 1 tablet contains 5600 IU vitamin D3

Jitoua pedospHa 1 Tabnerka micture 5600 MO sitaminy D3

Form of release tablets
opma BATTYCKy TabneTku ’
Package size and type 10 tablets in blister, 3 blisters in carton box
Po3Mip Ta THiT makysanHs | 10 Tadnerok y Gnictepi, 3 Gnicrepu y xapToHHi#H xopoOuti

Batch number: / Homep cepii: 201113 Batch size (pes.): / Poswmip cepif (inr.): 24480

Manufacturing date: {ata BupoGuuuTBa: Expiry date:/ Jara 3akiHdeHHs CTPOKY NPUAATHOCTI:
11/2020 11/2023

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

HalimerysanHa Ta MiCIe3HaX0/DKeHHs ALTBHHLI 3 BupobHuTea: Mibe I'MOX Aprmaiimitrens, HiMeuunxa,
Mronxenepurpacee 15, BpeHa, Cakconis-Anxanst, 06796, Himeuwmna 3
Number of manufacturing authorisation. No. DE_ST_01_MIA_2020_0010 '
Homep nitensii ninbruni 3 Bupobumurea. Ne DE_ST_01_MIA_2020 0010

Certificate GMP. No. DE_ST_01_GMP_2020_0023
Ceprudixar GMP Ne DE ST 01 GMP 2020 0023 i

Tests Metheod Specification Result
[Toxa3ank Meron Creundikanii PesynbTar
Appearance visual inspection White, round tablets, scored on complies
QOmue BIsyasbHO one side pinnosinae
Bini, kpyriui tab1eTky 3 PACKOIO 3
oHiET CTOpPOHA
Average mass weighing 548 mg - 572 mg 558 mg/
Cepenns Maca 3BRAKYBAHHA 548 mMr - 572 mr 558 mr
Hardness Ph. Eur. 2.9.8 60~ 120N 102 N/
Crilixicts o €298 60—120H 102H
pa3iaBLOBatHA
Disintegration™* Ph, Eur. 2.9.1 <15 min 21 sec/
Posnapanna* €029, <15xs 21 cex

Prapared and checked by: Liudmyla Maistrenko
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104,5 - 127,0 %
5852 — 7112 IU/tabl
104,5 - 1270 %

5852 — 7112 MO/tabn

Ph. Eur. 5.1.4 Non-aqueous
preparations for oral application:
€0 5.1.4 Hepoani po3uiHE 114
OpaIBHOTO 3aCTOCYBaHHA

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

Tested on batch
201111 / iporecTo-
BAHO Ha cepit:
201111

Tested on batch
200705/ npotecTo-
paHo Ha cepil: 200705

batch bulk no.
201113/ Hedacorana
cepia: 201113

Assay

KinekicHe ev3HaveRHa

Colecalciferol* Ph.Eur. 2.2.29, HPLC
Xonexansmpepon* € 2.2.29, BEPX
Microbiological quality* Ph, Eur, 2.6.12, 2.6.13
MixpoGionoritsa €0 2.6.12,2.6.13
qicToTa*

Package

VYnaxosxa

Batch-description PV-Q-001

Ommc cepii

Description of shelf life PV-Q-001

Omuc TepMiny 36epiranaa

Fill quantity FertigPackV

Kinskicts npenapary

B yoakosit

Comments not applicable
KomenTapi HE 33CTOCOBYEThCR

* Test is done on every 10 batch or at least once per year.

Orme cepii ua yrakoeli Binnopigae
BoKyMeHTanil HE cepiro

description of shelf life is complied  complies
with the batch-documentation BiIMOBinAE
Ormc Tepminy 26epiranns sinmonixae
HDOKYMEHTAUii Ha cepilo

30 tablets complies
30 raGneTok pinnosizae

* Bunpo6ysaKHA TIPOBOAATECA Ha KOXKHil 10 cepil woHaliMeHINe 0RWH pas Ha PiK.
¥ P

We confirm,

that this batch of product has been fabricated/manufactured, including packaging and quality control at the

above mentioned site in full compliance with t

he 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 nigTBEpIKYEMO,

WO 114 CEpiA Mpenapaty Gyna BUroTOBIEHA i npoliuuia KOHTPONb YIIAKOBKY T4 KOHTPOJIb SKOCTi Ha BHLIE3ralaHOMy
ninnpreMeTBi 3 fopruM ROTpMantaM sumor HBIY, npe/’ssieHnX MICIEBMMU PeryNATOPHUMH OPraHAMH BIANA.

Crneundirauii BUmycky npenapary BKIIOHEHI
3aMOBHUKOM. KOHTpO/s 3a MpoLecoM YNAKOBKH B

no Peectpauifinoro nocsigueHHs kpaiuu-iMnopTepa i Hapani
inmoeinae BHMoram.

3Biy 3 06po6KH, ynakosky i awanisis cepii Synu nepernsHyTi i BUSHAHI TAKMMA, 110 BLATIOBI/IAI0TE NPHALANAM

HBIL.

21 0E2 1A

Date/Name + Sign Qualified Person (F. Koppe)
Darafim’s + ninnac YnosHoBaxera ocoba 3 axocti(P. Konne)

End of Master Sheet

Prepared and checked by: Liudmyla Maistrenko

Approved by; Friedrich Koppe

signature il L
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TIFICATE OF ANALYSIS

CEPTU®IKAT AHAJII3Y

Product name Dekristol D3 5600 1U
Halisenysanus npoaykuii: Jekpicroa® D3

Country of manufacturing Germany

5600 MO lepxasa-supobuuk: Hivequuna

Importing country: Ukraine
Hdepxaga-imnoprep: Ykpaiua

Article-code/Kon apTukyy: Ident-No / laenrndixauifinuh nomep:
V100466 21769711

Active substances 1 tablet contains 5600 IU vitamin D3

Hiroua peuosina I Tabnerka sicturs 5600 MO sitaminy D3

Form of release tablets

Dopua suayCRY rabjeTen

Package size and type 10 tablets in blister, 3 blisters in carton box

Po3smip 1a THn nakysaxns | 10 TaBaetok v Gaictepi. 3 Gaictepu v kapToRHiii kopoGui

Batch number: / Homep cepii: 210201

Batch size {pes.): / Posnmip cepii (wr.): 23980

Manufactaring date: Jlara supodunursa:
0272021

Expiry date:/ ata 3arinuenss cTpoKy NpHAATHOCTI:
02/2024

Name and location manufacturing site: mibe Gm
Brehna, Sachsen-Anhalt, 06796, Germany

Mionxenepmtpacce 135, bpena, Cakconis-AHxaieT.

bH Arzneimittel, Germany, Muenchener Strasse 15,

HafivenysaHua 1a MiCULIHANOLKEHHA 2iabHiui 3 BUpOSHHUTEA: MiGe [MGX Apunaiimitreis. Hiseuvnna,

(6796, Himequuna

Number of manufacturing autherisation. No. DE_ST_01_MIA_2021_0005

Certificate GMP. No. DE_ST_01_GMP_2021_0013
Ceprunikar GMP Ne DE ST 01 _GMP 2021 0013
Tests Method Specification Resuit
Flokasuuk MeTtoa Crewsdpivanii Peawvabrar
Appearance visual inspection White. round tablets. scored on complies
Onic Bi3\@1bHO one side sianosinac
Biai, kpyrai TalneTsu 3 puckow 3
oanieT CTOpOHN
Average mass weighing S48 mg — 572 mg %61 mg/
Cepeans Maca IBAAY BaHH S48t 572w 361 wr
Hardness Ph. Eur. 2.9.8 60-120N H4N
Crifikicte 20 €b298 60 - 120 H 114 H
Pa33ABNOBANHA
Disintegration® Ph. Eur. 2.9.1 < IS min 28 sec/
Posnazanna® CD29] < 1Sxs 28 cex

Prepared and checked by: Liudmyla Maistrenko

__| Approved by: Friedrich Koppe
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Assay
KiibKicHe BiIHaYeHHES
Colecalciferoi®

L
Xoaekaabuudepon®

Microhiological quality*

Mikpobionoriusa
4HCTOTa®

Package
Ynakonka
Batch-description
Onne cepit

Description of shelf life
Onite Tepainy 10epirasus

Fill quantity
Kiaskicrs npenapary
B yYnakesui
Comments
Kosentapi

Ph.Eur. 2.2.29, HPLC

€@ 22.29 BEPX

Ph. Eur. 2.6.12,2.6.13

CD 26122613

PV-Q-001

PV-Q-001

FertigPackV

not applicable
He 3aCTOCOBY € TheA

# Test is done on every [ batch or at least once per vear.
* Busipo0y Batis (poBoaRises i kowuifi 10 cepii wonaiivening o1mi pas na pis.

We confirm,

Mater CoA sheet VID0466

[04.5 - 127.0 %
5882 — 7112 1U/tabl
1045 - 1270 %
5852 - 7112 MO'1aba

Ph. Eur. 5.1.4 Non-aqueous
preparations for oral application;
€@ 5.1.4 Hepoani pouus 219
OPWIbHOTO 2aCTOCYBAHHA

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

Onuc cepii Ha yrnakoswi 8ianogidae
JokymeHTauil Ha cepiio

description of shelf life is complied

with the batch-documentation

Onuc tepsminy 30epiranns sianosizae

JoKyMeHTaul Ha cepilo
30 tablets
30 rabaerok

Tested on batch
201113 / nporecio-
BaHO Ha cepii
201111

Tested on batch
200765/ npetecto-
BaHo Ha cepif: 200705

batch bulk no.
210201/ Hedacosana
cepin: 210201

complies
BiANORITAF

complies
sianopizae

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 niarpeparyeso,

wo Us cepis npenapary 6yaa BHFOTOBACHA | APOHLLIA KOHTPOAL YTIAKOBKH Ta KOHTPOAL AKOCTI HA BHLLCIIATAHOM)Y
NLPHEMCTRI 3 NOBHUM 10TpHManiay sisor HBTL npea’seaeHix MicueBuMyH peryaTopHuMK OpraHaMu 8321y
Creundisauil sunyeky napenapany Bionoueni 10 Peectpauifinoro nocsizuends Kkpaiuu-iMpoptepa i Hazadi
3aMOBHUKOM. KOHTPOAD 32 IPOLECOM VIAKOBKH BIANOBIAE BHMOTaM.

3eiTi 3 o0podKEH. YNAKORKH | AHANIIB Cepil Oy i Neperasuy Tl | BHIHAHI TAKHMY, WO BIANOBIAAIOTL (IPHHLAAM
HBIT,

05. MRL 2021

Dt Name -
Jaran's

sign Qualitied Person (F Kappe)
A Y RBoBHOBIKCHE 0€o0a 3 Sxoc 1D, ko
End of Master Sheet
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Prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Koppe
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