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CERTIFICATE OF ANALYSIS

: CEPTU®IKAT AHAJII3Y
mibe GmpH
Appnermitie!
Product name Dekristol D3 5600 1U Country of manufacturing Germany '
HafivenyBanns npoaykuii: Jexpicron® D3 5600 MO Oepasa-supoduuk: llivewuuua

Importing country: Ukraine
. Jepskasa-ininoprep: YkpaiHa

Article-code/Koa apTury.ay: Ident-No / [aentudikauifinni tomep:
V100466 23181501 j
Active substances 1 tablet contains 5600 IU vitamin D3

Hitoua peyoBaHa | TaGneTka MicTuth 3600 MO sitaminy D3
Form of release tablet T
dopma BHNYCRY TabneTku |
Package size and type 10 tablets in blister, 3 blisters in carton box |
Poamip Ta Tun nakysanus | 10 Tadaerok y Oaictepi, 3 Gaictepu y KapTodHiii xopodui !
Batch number; / Homep cepil: 230909 Batch size {pcs.): / Posuip cepii (w.}: 24480 #
Manufacturing date: ara supoSHnuTea; Expiry date:/ Jlata 3aKiHUEHHA CTPOKY MPHIATHOCTI
09/2023 09/2026

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

HaliMeHyBaHHA Ta MiCLE3HAXOLKeHHR AinbHHLI 3 BupoSHiuuTea: Mide TMOX ApunaiiatiTrenb, Himewduna.
MiotxeHepwrpacce 15, Bpena, Cakconis-Anxanst, 06796, Hiveuunna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Hosep Aiuensii iasknui 3 sipoSunurea. Ne DE_ST_01_MIA_2023_0005

Certificate GMP. No. DE_ST_01_GMP_2023_0012

Ceprudixar GMP Ne DE_ST 01 _GMP 2023 0012

Tests Method Specification Result

MokasHuk MeTon euipirauii Pesvapar
“““f"*o N

Appearance visual inspe WigeNound tablets, scored on complies

Onue Bi3ya1bHO 2 5 Bianoailac

iniy Ry i TabiaeTkin 3 pHeKkoro 3
Average mass weighing 572 mg 559 mg
CepeaHa maca 3BayBaH 572 ar 5§59 mr

Hardness Ph. Eur, 2.9,
CriftkicTs 20 €Ppl98
pai1annsaHHs

Disintegration® Ph. Eur. 2.9.1
PoinanaHus* €D 29.1

Prepared and checked by: Liudmyla Maistrenko
e

signature /ﬁf signature

e
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Assay
KinbkicHe BHIHAUEHIA
Colecalciferol* Ph.Eur. 2.2.2%, HPLC

Xonexansungepon* C®d 2.2.29 BEPX

Microbiological quality™ Ph. Eur. 2.6,12,2.6.13

Mikpoe@ionoriura
yncTOTA*

€ 2.6.12.2.6.13

Package
Ynaxoska
Batch-description
Onuc cepii

PV-Q-C01

Description of shelf life
Onusc TepMiny 1Gepiranta

PV-Q-001

Fill quantity FertigPackV
KinbkicTe npenapary

B VIAKOoBLi

Comments not applicable
KomenTapi He 3ACTOCOBYETLCA

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

Mater CoA sheet V100466

104,5 - 127.0 %

8852 — 7112 1U/tabl
104.5-127.0 %
5852 - 7112 MO Tada

Ph. Eur. 5.1.4 Non-aqueous
preparations for oral application:
Cd 5.1.4 Hepoani aikapcbki 2acodn
A8 0PAnbHOTO 3ACTOCY BAHKA

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

Onne cepil Ha ynaxkosui Bianosiaac
JOKYMEHTaULT Ha cepito

description of shelf life is complied
with the batch-doecumentation
Onitc TepMmiuy 30epiranis 8ianosiaac
JOKYMEHTALIT Ha cepire

30 tablets

30 radaetox

* BiinipoGyBanHA POBOAATLEA HA KOWRHIN 0 cepil WoHAMEHIIE 0AHH pa3 Ha piK.

Tested on baich
130101

NPOTEC THRAHL HA
cepil: 230101

Tested on batch
2301401
POTECTOBAHD HA
cepii: 230101

batch bulk no.
230909 .
Hegacopana cepis:
230909

complies
Bi1nosizac

complies
BEANOBI10E

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and guality 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 Tovestigational Medicinal Products.

The batch

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

Ll1M 5 3acBiaYyI0, WO HaBeAeHd BULLe iHhopmauis € A0CTORIPHOK Ta ToUHOK. Lo cepiro npoaykuii Hyao

BHPOBAEHO (BKNTOHAKOYH NaKYBAHHA/MAPKYBAHHA} Ta MPOBEICHO KOHTPOIE T AKOCTI HA BHLIEIATHAUEHTT AIbHALE )
noBHilt BianosiaHocTi 3 Bumorani GMP. BCTAHOBASHHMH MICUEBHM PErYIATOPHHM OPTAHOA. 8 TARKOAK BLINOBIIHO
10 creundikauii, Wo MicTATLCA Y PeeCTpuitiy » € KPATHH-IMI0PTEPA HA MNPenapat 139 JAOCTILASY BAHOIQ

n” st NN
AOKY MEHTTE N5

sinnoeiaHicte GMP

24 OKT. 2033

Date/Name + Sign Qualified Person (F. Koppe}
Haraiy’s + nianuc YnosHobaweHa ocola 3 aroeTil D, Konne}

End of Master Sheet

Prepared and checked by: Liudmyla Maistrenko

signature ..-/:3%

P

Approved by: Friedrich

signature %
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Arzoermitel

Mater CoA sheet VI00466

CERTIFICATE OF ANALYSIS

CEPTU®DIKAT AHAJII3Y

Product name Dekristol D3 5600 JU

HaitsenyBaHHs MPOIY KLi: Jlekpicroa® Di 5600 MO

Country of manufacturing Germany
Hepkasa-gupoduuic Hivewunsa
Tmporting country: Ukraine
Jepxapa-imnoptep: Ykpaia

Article-code/Koa apThryny:

Ident-No / laenridikanifinmii Homep: J

V100466 24031341

Active substances 1 tablet contains 5600 TU vitamin D3 |
Hiroua pevwosita | taBneTka Mictirrs S600 MO sitaminy Ds

Form of release tablet

Qopma BUITYCRY TadneTkH

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

Posxip Ta thn nakysauns | 10 rabaeroky Sricrepi, 3 Gaictepn y Kapronuiit KopodLi

Batch number: / Homep cepil: 240106

Batch size (pes.): / Posmip cepil (urr.): 24480

Manufacturing date: Jlata pupodumuTsa:
01/2024

Expiry date:/ Jlava 3aiHueHHA CTPOKY npHAATHOCT];
0172027

Brehna, Sachsen-Anhalt, 06796, Gerntany

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

HaifMeHyBaHHI Ta MICUC3HAXOIKEHHS AinbHuL 3 BupoGHILTaa: Mife I'MOX Apunafaitrens, Hivequnna,
Mionxenepuirpacce 15, Bpena. CakcoRris-AHXanbT, 06796, Himedunna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0003

Hoatep niuensii ainpunui 3 supoGhuuna. Ne
Certificate GMP. No, DE_ST_01_GMP_2023_0012
Cepruivar GMP Me DE ST 01 GMP 2023 0012

DE_ST_01_MTA_2023_0005

Tests Method
GIETTHIN Metoa
Appearance visual inspection
Onue BI3YANLHO
Average mass weighing
Cepears Maca IBAWY BAHHA
Hardness Ph. Eur. 2.9.8
CrificicTs 20 €D29.38
PA3AEBAIOBANHI

Disintegration™ Ph. Eur, 2.9.1
PozraaHua* b 29.1

Specification Result
Creutdiratil Pedyabrar
White, round tablets, scored on complies
one side sianosisae

Bial, kpyriti TaBaeTi 3 PHTROIO 3
oxniel cropouy

860 mg

H
i
| signature

signature

brx au ~ osee QW 1602
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Assay
Kintricue misnavenus
Colecaleiferol®

Xonekansitndhepoa®

Mierobiological quality*

MikpoSioaoritna
uperoTa

Package
‘Ynakoska
Batch-description
Ontic cepii

Description of shelf life
Onu¢ Tepatiny 36epiranns

Fill quantity
Kiaukicts npenapary
8 yMaKoBi
Comments
Konmentapi

Bh.Eur. 2.2.29, HPLC

€d 2.2.29. BEPX

Ph. Eur, 2.6.12,2.6.13

€d2.6.12,2.6.13

PV-QK-0001

PV-QK-0001

FertigPackV

not applicable
HE 3ACTOCOBYETLCA

* Testis done on every 10 bateh or at least once per year,
* Brapodypainis npoBoasThes va koakiil {0 cepil nomaiivesme oum Pas Ha pik,

I hereby certify that the above information is authentic and accurate, This by
manufactured, including packaging/labelling and quality control at the a
compliance with the GMP requirements of the foeal Regulatory Autlor
Marketing Autborisation of the importing country for Im estigational
packaging and analysis records were reviewed and foung

processing,

Ll 5 3acinuyro, wo Haseaena piute iHGOPMALLK € AOCTORIPHOIO T
aupou,n.ﬁo(mmoqaxoqu NaKyBaHHA/MapKyBaHHS) Ta nposesero kafifsf
nosHilt BianoRiAKOCTI 3 BuMorasit GMP, BCTAHORIGHIA MicieBMl pef Le
Ao cnewhdiraniif, 1o AicTATHCS ¥ peecTpaldiinony A0ehe kpatHi-ivn
Akapebroro 3ucody. TIpoTokoni BUPOSHIITEA, TAKYBAHHS Ta aHAAI3

sianoeianicr, GMP

Mater CoA sheet VI00466

1045~ 127,0 %

5852 — 7112 1U/tabl
104,5~127.0 %
5852~ 7112 MO/rads

Ph. Eur, 5.1.4 Non-aqueous
preparations for oval application:
€@ 5.1.4 Hesoaui aikapcuki 3acodit
4719 OPANLHOLO 3ACTOCYBAHIS

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

Omte cepii Ha yrarosui signosizae
HOKYMEHTALIT Ha cepiio

deseription of shelf life is complied
with the batch-documentation

Onuie Tepminy 36epiranua pianonizae

HOKYMeHTaUl Ha cepito
30 tablets
30 radaerok

6 m

Tested on baich
240101
NPOTECTOBAHO Ha
cepii: 240101

Tested on batch
240102
APOTECTORAHO HA
cepit: 240102

hateh bulk no,
240106

Hedacosata cepis:

240106

complies
Bianonizae

complies
BidnoBitae

Name + Sign Qualitied Person (F. Koppa)
AR ianne Yaostonakena ocoda 3 asoctitd, Konme)

-- End of Master Sheet

Approved by: Friedrich Koppe

Prepared and checked by: Liudmyla Maistreriko
—

signature

sighature
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