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CERTIFICATE OF ANALYSIS
CEPTU®DIKAT AHAJII3Y

Haiiseuysanns aposyvikuit:

" Product name: Dekristol 300 10 |

Country of manufacturing: Germany
C deprsasa~-Bipoonik: |livieuun
Importing country: Ukraine
_Heprrasa~-isimoprep; Yrkpaina

Hekpictoa® 300 MO

.A.rtitle-cotleﬂ{o,j EEIIJ.TIIII{}':[}':
VIO08! |

tdent-No / Lienroikauidfingii novep:
23159021

Strength / activity

Cuaa Ai7akTheRICTD

=

One tablet contains Cholecaleiferol Concentrate (Powder Formy 12,5 meg

. which is-equivalent.of 300 IU vitamin Dy
L iadsivinga srcnnnie xo, RERUATBYHPCPOI 1V GHC ST ROTTHeRMPANIY - [HOpomisii

2

Cdopaiall 12,3 Ao, o sioviosioue 300- M) sintasiiny D3

Dosage Form

~hxapeska Gopaa

tablet 800 [U - P
Tadaetin no 300-MO

Package size and type

| Posmip ra i FRUKN BAH M

. 10 tablets in Dlister, S blisters in box

no 0 radueTtor y Gaictepi no 3 Gierepis s nauni

LI S s

Number of Registration Certificate
Hoxi¢p pecerpauiitnoro nocsiavenus

UA/18957/01/01
Ne UA/18957/01/0 |

|_Bateh number: / Hosep cepii: 230408

Batch size (pes.): / Posnip cepii (ur. 30000

| Manufacturing date: Hata sipodinursa:
0472023

- Expiry date: / /lata sakinuenns Tepuiny npiaa o
12023

Anhalt, 06796, Germuany

[>. bpena. Carconis-AnxansT. 06796, Hineuuing

Certificate GMP. No. DE_ST_01_GMP_2023 0012

Name and loeation manufacturing site: mibe GmbH Arzneimittel, VMucachiene

Hadtasienysanii ra vicuesHANOUKS HHS ZinbRITL BHPOOHUUTBA: Mide TMEN Apunaiisirre:

Ceprudinar sianosinocti GNP No DE ST 01 GNP

AW — C e cmarmmms e e+ — e —an-

Number of manufacturing authorisation. No. DE_ST_0T_MIA_2023 0005
Hoxep Auensii aiassini 3 sypoSHmiuraa, Ne-DE_ST 01 _MIA_2023 0005

2023 0012

Test Method

Specilication Result

r Strasse 15, Brehna, Sachson-

Ib. Mianxenepulpacee:

Hasea noxasHIt

Meroak RoHTpoIO

Jonverisi sensi

‘Appearance visual inspection
Onne BIIVAALHO

Tablet dimensions measuring.
Poasipn Tadnerrin, BUMIDIOBAHHS
Resistance (o-crushing Ph.Eur.2.9.8
CrifikicTs TabaeTok a0 Ph.Cur.2.9:8

PO3IABAHOBAH S
Average.mass
Cepeans aaca

weighing.e

AT T

+ Prepared and checked by: Liudmyla }/r 0

| signature o

\

V5 &
i _

Wb opmy }_

- D T SR R BPN}

white, round, slightly convex rablet
Kpy i, ABOHNVKL TA0IC ricii 017010
KOIbLOpY
diameter: '-L -
thickness: 2R G L
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o T oRyhENTE Ve A

i ¥

e e e A e as
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Pessvabrar

coniplies
BITIOBI 108

Amm

J.1 mm
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RIDERERY

39N
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Uniformity of mass
O AHOPIAHICTL MACH

Disintégrition
Posnazanus

_Ft tability
Crupanicts TAGISTOK
Dissolution
Posdliernn

Tdentity

L1enTidiikains

tdentity Cholecalciferol
Taentdinauis
NoJeraasitdepo

I{!L‘ntlt\ Chaleealeiferol.
Taen I':(l}lh&lilﬂ
AU N REATHT T ol

fdentitv-g-Tocopherol
taeHTudIRauis
AZsda-Torofepon:

Assaye

Nizericne Bidimaeing
Assay-Cholecaleiferol
Kiaskicile sisnaueitss,
AoJeRatupepos

Uniformity of content
‘Cholecalcilerol
OaHAPLIHICTL 10I0BAKIN.

Ph.Eur:2.9.5
Ph.Eur.2,0.3

PhEiir.2;9,1
Ph.Eur. 291,
Ph.Eur.2:9.7
Ph.Eur.2.9.7
Ph.Lur.2
every Sth bateh

Philur, 2293, npnaan 2.
KOKHA S-Ta ¢epis

~in H20
B I1:0.

Ph.Fur2.2.27. TLC
TLIX. Ph.Eur, 2.2.27

BL!’\ F’h Em "'.l"‘tl

overy I[}th imtch
Ph.Evr, 2.2.28,
KOAHT H0-1a cepis

'_'P'I'I'LE'I"I"I"._;_ T2 NPLC
BEPN. Ph.Eur. 2.2.29

—

OIHHIL XOACKaAbUH{pe PO

Purity

CypoBIinn J0MItKN
Total impurities
Choleealcifero]
CyN1a BCIX JIOVHTTIUOK
Noaeraavwigepon
Alicrobial purity

-‘xhhpommornun CTeTa

PhEur.2.2.29, HPLC:
every . Sth bateh

Ph.ur,
ROW I S-Ta copist,

1'1'1[}

e m— — -

9.3 apparafig 2

Not morethan 2 tablets deviate from
average mass by more than 10 %
none deviates by more than 20 %

Fle Qiarbine. 2 IHAMRLTS (LTI VAC MoK

BIANTLIRTHCH RIJTCOPITILOT MIACH
BMACTY OUILIE i 0 1O Y e o
NLTHBTN WIbHL MO e s
BIANICHTHER ORI WK e 20 My
<15 min

= J3xB

< 1.0 %

=10

> 80 % () of the deterniined amount

are-dissolved within 8 minutes
= 80%0 {Q) BITHAUCHOT KINBROCTI
POIUIHACTLCR NPOTATOA. S ABILTING

Main spot of saniple aod velevence
solution are similar in pumtlmh colotir
and intensity (ffuorescence)
OCHUBRA ISR QISP 179
BHIPOOY BARBHOTO TA CTHLTAPTHOO
PO MAKTH AILIONI L

AOSOWRE HHA, KOJIP T 1T BCHBHICTTL,
(s opecue Hus )

Retention times of sssmple and
reference solution mustcorrespond
Hac s rpisy BaHHs i
BRAPOOYBAILHOMO PA3HIHN HOBIHCH
BUINOBLIATH HACY NTPHMYBAHIA 11Ky
CTOHIAPTHOMY POIUITHY

Retention timey of sanrple and
standard solution arust correspond
HaC N IRy BAHHA 1R

BUAPOON BAILHOIO PUIHITHY 1OBHHEH
BIANUBIAATH MACY S TPINIVBARHS. IKY
CTATAAPTHOTO PO3UHHN

322 =378 Tl tablet -
(¢ 5' 102 % based on nonrinal with
stability overage of 10 %)

S22 ST ANTO 1adacTRa
(93 — 105 Y4 By OCHORL HOMITHTBHOTS
FHAYCHHS 3 HA L IWKONM. UL
JOMCRKACTBCA & 10 ®a)
Must he ton fn - r*‘“‘"u 2944
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with L. l“"’
[TorH um L
3 uﬂ ;}%
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Complies

BITOBIIE

Tested on bateh

221187/

TIPGTEC TOBIHD Hil

cepnl 221187

Camiplics

BUTHOBRT e

Complies.

BINOBLLL

Tested on hatch
221187/
HPOTRCTORONO HE
cepil 221187

262 Ititabler

SHY NO) oLt R

Complies

. BITTOBI

‘ested on batel
12 187/
npeTed o Hy
cepit 221187

‘-l-— nl——— " m—p—

signature .

ﬁippr:}ved by: Friedr ..,,__,_,___..-r
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s:gnature
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Microbiological qualily Ph.Eur. 5.1, Non-aqueous preparations for oral Tested on batch
Ph. Eur. 2.6.12, 2.0.13 every lUth batch use: 221183/
MikpoGioaoriyga 4ncTota Ph.Eur. 5.1.4, TAMCLI10P.CFU/g
Ph,Eur. 2.6.12,2.6.13 rRoHA 10-Ta c-epi'ﬁ TYMC <10 CFU/g -
Escherichia coli negativein i g
Hepoani AIKapeesi ncoay s nporectoklin
OPATHHOND CTOUN BAHHAS ceput 22118

TAMC - 107 KYVO
TYMC W KYO ¢
_Biacytricte Cschenichiacolis

Package

¥ lakoBRA

Batch-deseription PVLQ-00 ] the bateh-deseription of the: bateh bolk .

Ornne cepil packageis complied with the 230408
batch-documentation Hegacopana cepis:
Onne cepii Ka Y NARKOBLL BIANOBINIC 230408

- AOKVMCHTAUIT HA Ceplio

Deseription of shelf life PVLOL00T description of shelf Jifeis complied complies

Qnne TepaiHy 30ePIraHHa wilh the batch-documeéntation
O repyiny 30epraris BUIHOBELKI RIINOBI Q¢
FORY MCHTAT 1 cephi

Fill quantity FertigPackV [G-tablets in blister, S blisters in bov  complies

KiaukicTh npemaparty ae 10 7adaeior )y eTepl. 1o 5 RUICRE

B\ TIARKOBL O_CTe IR \ TG

Comments not applicihle

Nosentapi HE 3RCTOCOBY € TLLH

I hereby certifv.that the above information is authentic and accurate. This bateir of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full compliance
with the GMP requirements of the loeal Regulitory Authority and with the specifications in the Marketing
Authorisation of the importing country for Investigational Medicinal Products. The bateh processing,
packaging and analysis records were reviewed and found to be in compliance with GMP

LUiM 5 30C8IA4VI0. WO HABEAEHA BHWE H(POPAALLIA € A0CTOBIPHOI Ta TOHHOKY, LUK Cepitd Npoay Kull ST BHPOOLITHO
(BKNIOHOIOUI NAKVBAHHA/MAPKY BAHHA) TA [POBEACHO KOHTPONSL 1T AKOCTE HA ByILe” JatHatet it HABHOU Y HOBHIT
BIAoBL0eT 3 prvoravii GMP. 8CTarioBICHIMI MICLEBSIN PErY ATTOPHHAL OPFAHOAL 2 TARKOA BLITOBLTHO. O
CHeIKALTTL WO MICTATLCS 3 PCECTPALIITHOMY A0CHE KPATHH-IMIOPTEPA Ha IPSNAPAT JL1s  LOCTLIRY BATIOINO
ARapebkoro 3acody. MpOTOROIH BHPOGHHIITEA. NAKYBAHMA TA AHATI3IE OY 30 TTePLrs iy 10 T BCTAHOR Y

Bi t0BIAHICT GMP

PP ; e g T PR A owd — ek [T -

. -
. . . T w
Date Name ~ Sign Quality contro! (FeRuppe)
Jara i s = T Y nosnomeke s ocoda 3 sxoct itd. Koie)

A S S LR S P RS REAL Endof NMaster Shéetl I -

signoture signature




