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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJII3Y

Hafimerysanns nponykuii: Jekpictox® 20000 MO

Product name: Dekristol 20000 iU Country of manufacturing: Germany

HeprkaBa-Bupobuux: Hineuuna

Importing country: Ukraine
Hepsrapa-irsinoprep: YKpaina

VIB0607

Article-code/Kon aptuxysny:

Ident-No / Laearudicauifinn HOMER:
2309923 |

Strength / activity
Cima giv/akmieHicTs

1 soft capsule contains Cholecalciferol Concentrate 1.0 MIU/g (Oily Form)
20.0 mg which is equivalent of 0.5 mg or 20000 TU vitamin D; '

I kancyna s’ aka MicTtirs NOsleRansUHGepony (v Burasa KoHuentpary 1,0 iMO/r
(onifina dopma)) 20,0 sir. wo Blanosixae 0.5 mr, ado 20000 MO, Bitaminy Ds

Dosage Form
Jixapenka dopaa

soft capsule 20000 U
Kancysu am ax1 20000 MO

Package size and type
Po3nip Ta Tim nakysadus

20 capsules in blister, 1 blister in box
10 20 kancyn y Gaictepi: no | OMICTePY v mavui

Number of Registration Certificate UA/17901/01/01

Hoaep peectpauiitnoro noceinvewms Ne UA/L17901/01/0]

Batch number: / Homep cepii: 221044 Batch size (pes.): / Possip cepii (wr.): 114700
Manufacturing date: Jata BHPOOHUTIITBA: Expiry date: [laTta saxinuens TePMIHY MPHAATHOCT:
10/2022 10/2025

Certificate GMP. No. DF.
Cepridirar GMP No DE ST 01 GMP 2021 0013

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

Hafixienyaanms ra MICUC3HANOLKEHHS ALTbHULL 3 BHpOOHHUTRA: MiGe [MEX ApLHaAMITTE D,
MioHxenepiutpacce 15, bpeHa, Cakconig-Auxanst, 06796, Hismeuuna

Number of manufacturing authorisation. No. DE__ST_OI__I\«”{IA_Z(EI_{]OOS

Fosep nitensii ainpemui 3 BHpOGHNUTBA. No DE_DE ST _01_MIA_202 1_0005

_ST_61_GMP_2021 0013

Test

Vethod Specification Result
Hasea nokazHuxa MeToaH KowTpoIo Horyetin aewxi PesyvisTar
Appearance visual test Light yellow round soft capsules complies
Onmie Bi3yanLHo Kpyrai nposopi kancyas sf'axi caitio- BIAMORINAC

Capsule dimensions
PosMipit kancyan
Average fill mass
Cepenns aaca BMICTY
Kaney it

Uniformity of till mass
QixaHopiaricTs Mac

ineasuring diameter: 6.7 &80
BHMIDIOBAHHS Hiaxtetp: 6,7
weighing 00 mg %
3BAAKYBAHHS 100 arr =

Ph.Eur.2,9.5
Ph.Eur.2.9.5

AOBTOTG KOJLOPY

6.8 mm
3 A

lies

signature e
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Disintegration
Po3nananun

Identity
InenTinbikauia
Cholecalciferol
Xosexansundepo,

Cholecalciferol
X ONeRATbILIEpOT

u«~Tocopherol
Anbda-Toxotepon

Assay

KiJbKiCHe BilzHAUEHHSA
Cholecalcifero]
Xoaexaasuudepon

u-Tocopherol
Alba-Tokodepaon

Related substances
Cynporinsi aoatiwx
Trans-Cholecalciferol®
Tpanc-Xoaerambunpepon*

Single unknown impurity,
each*

KO#4HA 0aHHNYHE He
LASHTHQIKOBAHA AoNILKa™
Unknown impurities,
total®

Cysa ne ineHTHRIKOBAHIN
A0MHLOKY

Sum of all impurities
Cyara BCIX Zoyiuror™*

Ph.Eur.2.9.1, test A
Ph.Eur 2.9.1, TecT A

Ph.Eur.2.2.27, TLC
THIX. Ph.Eur. 2.2.27

Ph.Eur.2.2.29, HPLC

Ph.Eur.2.2.29, HPLC
BEPX, Ph.Eur. 2.2.29

Ph.Eur.2.2,29, HPLC

Ph.Eur. 2.2.29, HPLC
BEPX, Ph.Eur, 2.2.29

PinEur. 2.2.29., HPLC

Ph.Eur. 2.2.29,, HPLC

i

BEPX. Pi -.-."- A “\
e - Ay
A, QOPMI 5.4,

Prepared and checked by: Liudmyla Majfirenke

average [ill mass by more than 10 %,
none deviates by more than 20 %
BizHavaloTe Macy BMicTy 20 kancy.

He Butblue 2 iHANBIAYRTBLEHX Mac Moke

BIAXHASTHCA BIX cepearsol mach
BaicTy Ginbin Hixk Ha 10 %, woaHa
iRAIBIAYanbHA Maca He Mae
BLANHAATHCS Ginpll Wik wa 20 %
< 30 min

<30 xB

Main spot of sample and reference

solution are similar in position, colour

and inteunsity (fluorescence)
OcHosHa nasa, ollepikaHa ais
BHAPOOYBATLHOrO Ta CTAHIAPTHOTO
PO3YHHY MaOTh aHANOTIY He
MONOMKEHHA, KOJIP Ta [HTEeHCHBHICTD
(thayopectienuin)

Retention times of sample and
reference solution must correspond
Hac ytpuivyranus micy

BHAPOOY BANLHGTO PO3UHY NOBHHEH
BLAMIOBIAATH YACY YTPHMYBAHHA LKy
CTEHAAPTHOrO PO3UITHY

Retention times of sample and
standard solution must correspond
Hac yTpuMyBaHHS niky
BHOPOOYRBAIBHOIO POIUHRY [OBIHEH
BIANOBIAATI HACY YTPHMYBAHHS NiKy
CTAHAAPTHOTO PO3UIIHY

19 000 —21 000 {U/capsule
(95— 105 %)

19000 — 21 000 MO ! kaneyny
(95 - 103 %)

> 45.0 pg/eapsule

= < 5,0 MK/ Rancyiry

complies
B1ANOBIAac

complies
BIATIOBI A€

complies
BIAITOBIAAE

19858 IU/eps
19858 MO ¢
Rancyiay

I pg/leps

Sﬁl
56.1 mur/ Rancyay

<1.0% tested on batch
< 1.09%% 220942/
MPOTECTOBAHO HA
cepit 220942
< 1.0 % tested on batch
<1.0% 220042/
[POTCCTOBARG HA
2 ceoleD il 22090420.21 9,
<2.0% @ﬁg {';rﬁg‘bt on baich
<2.0 % @B “1;&,1@
& Ly 315 BT Nan0 na
ny ¥ HOKY MEHT[ECE 'riﬁ?,. 2
L2353 % A ¥ i testgd gathatch
<2 2209852

S % @’/

G HA
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Mierobial purity®

Ph.Caur. 5.1.4

cepiy 220043

Non-aqucous preparations for oral tested on bateh

Ph.Eur. 2,6.12,2.6.13 Ph.BEur. 3.1.4 uses 220042
MikpoGioaoringa uietors TAMC <19 CFl/g APUTSCTOBAHY 13
PhEur. 2.6.12.2.6.13 TYMC=10° CFU/g cepit 220042
Esclierichia coli negative in 1 o
HeBoaHI Rikapebki 3ac001 28
OPATLHOIO 33CTOCY BAHHA:
TAMC < 0P KYO 1
TYMC £ 10°KVO ¢
Biacyraicts Escherichia colie I 5
Package
Ynaroska
Batch-description the batch-description of the batch bulk no,
Orniie cepii package is complied with the 221044
batch-documentation Hehacosana cepla:
Qmic cepil #a ynakoswi sianositae 227044
JORYMEHTALUT Ha cepilo
Description of shelf life description of shelf life is com plied  complies
Orue Tepminy 33epiraniis with the bateh-documentation BLTIOBI 0
Omitc TepMiny 38epiranns sianositac
AOKY MEHTALI Hi cepilo
Fill quantity FertigPack v 20 capsules in blister, 1 blister in com plies

Kinbkicts npenapary
B VIAKOBL

Comments
Kosenrap

not applicable
HE 3aCTOCHBYETLCH

box BLANORI e
no 20 kancya y Snicrepi. no |
GaicTepy v nauuy

* The tests are carricd out for every Jth b
*Bunpodyoaing NPOBOAR BOK 1D KO

I hereby certify that the above in formation is
manufactured, including packaging/abelling
compliance with the GMP requirements of th
Marketing Authorisation of the
processing, packaging and analy

Hin 1 3aceinavio. wo nasetehs BITLLE TH(BOp AL
BHROOIEHO (BRAIOURIOW) N Ky BIHHSI M
Y T0BHIT BiAmoBiaHOCTI 3 8hnorasist GMD. BCTAHO
BIAMOBIINO 10 enewsidiranii,

BCTAHOBACHO BiATIOBLAHICTE GMP

ateh, at least once a year,
3-i1 cepii wonalivienwe oy Pa3 £13 pIk.

authentic and accurate. This bateh of product has heen

and quality control at the ahove mentioned site in fuil

e local Regulatory Authority and with the specifications in the
importing country for Investigational Medicinal Prod ucts. The batch

sis records were reviewed and found to be in compliance with GVIP

1€ AOCTOBIPHOIO Ta TOUHOIO, Lo CepIO MpoayKuit 6vio
APKYBAHHA) TA APOBEALHO KO

HTPOAL 1T AKOCTI 1A BHLUS3AINAUSHITT AL 1bHH LU

BACHUAH MICUCBIN Py s TOpIIN QPIaloN, 3 TAKOWK
HLO MICTHTHCS 3 PEECTPAUITIHONMY A0CKE KpaTHU-INTIOpTe i
LOCTARY BAHOTO MIRAPCLKOrO 3ac00y. TIpoTakont supodiirea. Maiks BaM

Mty
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Aata'is’ e + nianne ¥Yoosnosakena 0coda 3 akocTi{ P, Konne)

------------------------------- End of Master Sheet LR DR

1 Prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Koppammmmesmee
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