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mibe GrobH
Arznemittel

Master CoA sheet VI00479

CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJMI3Y

Product name Dekristol 133 40660 1U

Hlajiveny Bans npoiy Kiii: Iexpicroa® D3 4000 MO

Country of manufacturing Germany
Jlepikasa-pupoBuui: Himeuunua

Importing country: Ukraine
Jepkapa-iMaopTep: Yrpaita

Article-code/Ko aprniyity:

[dent-No / Inewrudiauiftunii nomep:

V100479

24086981

Active substances

Jiiona pevonuiia

{ tablet contains 4000 1U vitamin D3
| TaBnerka micrars 4000 MO sitaminy D3

tablet
TabneTky

Form of release
MopMa BUITYCKY

Packagye size and type 10 tablets in blister, 3 bl

Posmip ra THI NAKYBAHHA

isters in carton box

10 raBnerok y 6aicrepi, 3 baicrepu y kapToHHiii kopoliti

Bateh number: / Homep naprii: 240540

Batch size (pes.): / Possmip naprii (wr.) 24468

Manufacturing date: / Jlata supoduuirasa:
05/2024

Expiry date: / Jlata BAKIHUEHHS CTPOKY NPHAATHOCTI:
05/2027

Name and location manufacturing site: mibe GmbH
Brelina, Sachsen-Anhalt, 06796, Germany

Arzneimittel, Germany, Muenchener Strasse 15,

Haiimenysantis Ta MICLIE3HANOIKEHHS AiLHHLI 3 prupoGHHuTBa: MiGe TMOX Apupaiimitrens, Hiveauina,
Mionxenepurrpacce 15, bpena, Caxconis-Auxanst, 06796, Himeuunna
Number of manufacturing authorisation. No. DE_ST_O.‘L_NIIA__ZOZB»__OOOS

Hoxtep niuensii ginbunui 3 BUpofriuTsa. Ne DE_ST O
Certificate GMP. No, DE_ST_01_GMP_2023_0012
Ceprudiar GMP Ne DE ST 01 GMP 2023 0012

I MIA_2023_0005

Tests Method
TokasHmi MeToi
Appearance visual inspection
Oniie Bi3yahHo

Tablet diameter vernier

Result
PesynnTar

Specification
Crienudixanit

White, round tablets, scored on one side complies
Bisi, kpyrai rabnerki 3 pHCKOK 3 onmiel  sianosinac
CTOPOHH '

11,5 mm -~ 12,5 mm 12,] mm

MERBSE

Tliamerp rabnericn BHMIPIOBANHA 11,5 mn — 12,5 muM
Tablet hight vernier 5,1 mm - 5,5 i nim
BucoTa tabnerku BUMIPIOBAHHS 5.1 MM~ 5,5 MM (
Havdness Ph. Eur. 2.9.8 80~ 150N
Crifiricts 1o €298 80~ 150 H
PABAABIOBAHHS
Average mass weighing 560 mg+3
Cepe/uis Maca IBAY BAHMA 560 mr
Uniformity of mass Ph.Fur. 2.9.5 No mo
Onnopinuicrs mach €d 295 from the a s by
10 0/O 6} ¥
Ie Binnud win &*’W{p QI ,‘Q
BLOXHIMOTRES BIIMNNEN 0@1@1}!613&1 o
nik wa 10 % o2 2 O %
iPrep;arpd and checked by: Mariia Pivovarova Approved by: Phuong kap s o )
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< 300 sec
< 300 cex

Ph. Eur, 2.9.1
€P 2.9.1

Disintegration®
Posnaasus ™

Assay

Kiikicie BiRadents
Colecaleiferol®
Xonekansurdepon™

4180 ~ 5080 1U/tabl
4180 - 5080 MO/ratn

Ph.Eur, 2.2.29, HPLC
€] 2.2.29, BEPX

Ph. Eur, 5.1.4 Non-aqueous
preparations for oral application:

€D 5.1.4 Hesouwmi aikapenki sacodu and
OPATLHOIO 3ACTOCY BAHHA

Ph. Eur, 2.6.12,2.6.13
€@ 2.6.12,2.6.13

Microbiological quality™
MikpoSiooridima
querora

Package
Yakonka
Batch-deseription
Qnue cepii

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

Onc cepil na ynakosu Binnosinac
AOKYMEHTaLT Ha cepito

pPY-QK-0001

Description of shelf life PV-QK-0001 description of shelf life is com plied

Oruie Tepainy 30epiranns with the batch-documentation
Ore Tepminy sGepiratins pijnosinac
AOKyMeHTaLil Ha cepilo

Fill quantity FertigPackV 30 tablets

KispkicTs apenapaty 30 radierok
B yNAaKoBL

Comments not applicable

KomerTapi He 3aCTOCOBYETHCH

s Tost is done on gvery 10 batcel or at least euce per yedr.

% BunpoGysauns npocoosinecs na wkoaeniii 10 cepit wonaiimenue ooun pas Ha piK.

Master CoA sheet V100479

22 see
22 cex

Tested on
hatch 240538/
NPOTECTORANO
na cepii 240538
complies
pianosizae

hateh bulk no.
240540

fHedacopand
cepist: 240340
complies
pianoBifgac

complics
giyrosinac

[ hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with'the GM P requirements of the local Regulatory Authority and with the specifications in the

Marketing Authorisation of the importing country for Investigational Medicinal Product:
ackaging and analysis records were reviewed and found to be in compliance with GMP

processing,

5. The batch

LluM 5 3aCBiIUYI0, LIO HABENEHA BALIE iHQIopMaLLis € IOCTOBIPHOIO Ta TOUHOIO. Llo cepito npoaykitii 0yo
pupobieHo (BRIIOUAIOUH HaKyBaHHA/MAPKYBAHHA) Ta (POBEACHO KOHTPOIL {i ko 1a puLiesazyascHii AinbHHL
y nosuill sinnosiaHocTi 3 BUMOraMi GMP, BCTAHORICHHMH MICLIEBUM PEry IsITOPHIM OpraHoM, a TAKoNK

Ja fipenapat s

piroBIANO A0 crielmdikauil, wo MICTATLCS Y peecTpatlifinomy 10Che KpATHH-IMITOPIS
2OCHIKYBAHOTO AIKAPCEKOTO 3aC00Y. [IpoToKOM BHPOOHILITER, AKYBAHHS Ja
BCTAHOBICHO siarosignicts GMP

/
" /4,"\
~ < e Ofe %
30, UL 2024 { AN,
\\w /‘/ e
Date/Name + Sign Qualified Person (P. .. Le) R ’

Wis' g+ nignue Ynosuoswkena ocoda 3 sxocri (1. JL JI)

End of Master Sheet

Approved by: Phuaong Lan Le /
s

N /0

| signature |

L
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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJIS3Y

mibe GrobH
Aczneimitiel

Master CoA sheet VI00479

“Product name Dekristol D3 4000 1U

Jlepkapa-srpobuui: Hiveaunna

Country of manufacturing Germany

HativenypanHs npojy kuii: Jlexpicronr ® 13 4000 MO , 4 4
Importing country: Ukraine

| Jlepicasa-iMrnoprep: Ykpaia

- Article-code/Ko aptikyiy: Ident-No / Inenr H(}Hmmumnn n'(ﬁ)"mpk:
V100479 24087001
Active substances 1 tablet contains 4000 1U vitamin Ds
Jlitoua peyoBrHa | rabneria micruth 4000 MO pitaminy Ds
Form of release tablet T
Dopma BUNYCKY Tabnerkn
Package size and type 10 tablets in blister, 3 blisters in carton box
Posatip Ta Tian nacysanns | 10 Tabnerok y Gaicrepi, 3 BuicTepu y KapTOHHIH xopodui

Batch number: / Homep naprii: 240543 Batch size (pes.): / Posuip napril (uir.) 24 4468
Manufacturing date: / Mara pupobiivuraa: Expiry date: / JlaTa 3akisuenus CTPOKy npn'm Hoci:
0572024 05/2027

Brehna, Sachsen-Anhalt, 06796, Germany

HaiivenyBanns 7a MICLIEIHAXOLRKEH s ] AibHu 3 pupobHrnrea: Mide [MOX Apigaiimitrens, Hiveuduna,
Mionxenepwtpacee 135, Bpena, CakcoHin-AHXANLT, 06796, Himeuunna

Number of manufacturing authorisation. No. DE ST 01_MIA_2023_0003

Honep aiuetsil JiapHuii 3 BupodHuuTsa. Ne DE_ ST 01 \/ﬂ/\ 2023 0003

Certificate GMP. No. DE_ST_01_GMP_2023_| 0012

Ceprudixar GMP Ne DE ST 01 _GMP 2023 0012

Name and loeation manufacturing site: mibe GmbH Arzneimittel, Germany, Wuenchener Strasse 15,

Tests Method Specification Result
[Toxasnuk Merox Creundixardi Pes3ynprar
Appearance visual inspection White, round tablets, scored on one side complies
Onuce Bi3yaJibHO Bini, kpyrai TabneTk 3 pUCKOIO 3 oAHicT  wianosinac
CTOPOHH
Tablet diameter vernier 11,5 mm — 12,5 mm 12,1 um
Hiamerp rabnerky BHUMIPIOBARHS 11,5 mnt — 12,5 MM 12,1 Mn
Tablet hight vernier 5,1 mm -~ 35,5 mm 5,3 mm
Bicora rabuerki BIMIPIOBAHHS 5,1 M~ 5,5 MM 3.3 MM .
Hardness Ph. Eur, 2.9.8 80150 N 104 N
Crifigicts 10 €D 2.9.8 80 - 150 H 104 1
PABHABAIOBAHHSA 3
Average nass weighing . 560mg=5 % ' 361 mg
Cepentts maca 3BaKy BaH 560 Mrd 5 % 361 Mr
Uniformity of mass Ph.Eur. 2.9.5 No more than 2 of 20 tablets deviate complics
OaHOpinHiCTL MACH €D 2.9.5 from the average mass by more than piAnoRinac
10 %

He 6inpuie iz 2 3 20 Tabaertok
BUIXHASIOTHCS Bif CEPERHLOT Mach Oibul
nik na 10 %

i signature

! Prepared and checked by: Mariia Pivovarova Approved by: Phuong Lan Le /

>

7 [ \//‘
7 signature \ A -

|

<
/]

Vs Va4 /’/ “eres

\\\

Zy



we 2 of 2

Disintegration®
Pozmapania®

Assay

KinpkicHe BH3RavcHHs
Coleealeiferol®

X pneranbiunpepon”

Microbiological quality®
Mirpobiosoriuna
wucroTa®

Package

V EKOB KA
Batch-description
Oroie cepil

Ph. Eur. 2.9.1
€D 29.1

Ph.Eur. 2.2.29, HPLC

Ph. Eur. 2.6.12,2.6.13
CP2.6.12,2.6.13

PV-QK-0001

Master CoA sheet Vio0479

< 300 sec
< 300 cex

4180 — 5080 1U/tabl
4180 ~ 5080 MO/Tabi

Ph. Eur. 5.1.4 Non-agueous
preparations for oral application:

€ 5.1.4 Henoani sikapenki zacolu Ui
OPANLHOTD 3ACTOCY BAHHS

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

Onuc cepif Ha ynaxoBLl giatoBigac
jokymerTauii Ha cepito

24 see
24 cex

Tested on
hatch 240538/
(POTECTOBANO
na cepit 240338
Tested on batch
240540/
NPOTECTOBANO
wa cepii 240540

batch bulk no,
240343

Hedacosana
cepin: 240543

Description of shelf life PV-QK-0001 description of shelf life is complied complies
Orysc TepMiny 30epiranus with the batch-documeuntation Bianosijac
Onutc repwmity 30epiranus BiiroBsinac
nokymeHtali Ha cepio
Fill quantity FertigPackV 30 tablets complies

KiapKkicTs npenapary 30 rabnerok piANORIAAE
B YIAKORL

Comments not applicable

Kometrapi HE 3aCTOCOBYETHCH

 Tost is done on every 10 bateh or af feast pnce per year.

5 Bunpodycanis BposoORIbCs 1 wogenitl 10 cepil worauaieHie oOUH pa3 1A PIK.

I hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/labelling and quality control at the ahove 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 Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

| (a1 30CBLANYIO, L0 HABEACHA BUINC indopmatis € JOCTOBIPHOIO T TOWHOIO. Lho cepito TPOLY KT OY10
gupodieHo (BRAIOUAIOHI faKy BaHHA/MAPKY BANHA) T2 HPOBEAEHO KOWTPOIb Ti GKOCTT Ha BHILE3AZHANEnTH AlbHHU
y [IOBHIA BIATIOBIAHOCT] 3 BUMOIaMI GMP, BCTAHOBJICHHMH MICHEBIM PEryATOPHUM OPraHOM, & TAKOAS
BIAMOBIALO 10 chietidikatlif, 1o MICTATLCS Y PEECTPALLIMHOMY HOCHE Kpainu-iMroprepa Ha npenapar ins
A0CHIKYBALIOTO TIKAPCHKOID aacody. [poTokoiu BHPOBHHLITBA, [1AKYBaHHA Ta anaiizip Oyio nepersanyTo Ta
BCTAHOBACHO B ianosianicT, GMP

Dute/Name + Sign Qualified Person (P. L. Le)
Harading g F ianue Viosrosarmeda ocoda 3 saxocti (1. JL JH)

End of Master Sheet

i}f}r_@gﬂa%rgd and checlked by: Mariia Pivovarova ) | Approved by: Phuong Lan Le
| A N /0

5 . £
l'slgnature signature \ A, U S —————
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