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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJIIZY

mibe GmbH
Arznerittel

Product name Dekristol D3 1000 IU drops
Hdﬁmeﬁyaaﬁﬁs{ TPOAYKII: ,I{elcplcmn I3 1000 MO

Country of manufacturing Germany
_ Hepxana-supobuux: Hiveuunna
- Imperting country: Ukraine

Kpanui _
e B - Jepuasa-imnoprep: YkpaiHa -
Article-code/Kon aprukyny: Ident-No / InenTudikaniinui HOMGp
V100481 e 20727721 -
Active substances 2 drops contains 10606 IU vitamin D3

,[[noqa peHoBHRa f 2 xpari mictars 1000 MO BlTa\ﬂN}’ D3

“Form of release 5 Oral drops

Dopua BUBYCKY - Opaeni Kpanni

i o S — - -

: 25 mi in bottle, 1 bottle in carton box
(25mny Qmaxmn, 1 c[mahon y KapToHHi# kopobui

Batch number: / Homep cepii: 201204
Manufacturing date: Jara supofuuursa:
12/2020 . 12/2023
Name and location manufactunng site: mibe GmbH Avzneimittel, Germanv. Muenchener Strasse 15,
. Brehna, Sachsen-Anhait, 86726, Germany

- HalimenyBaHia Ta MiCUEIHAXOMKEHHS HinbHALI 3 BupobHauTsa: miGe MubX Apuualimitrens, Hineusuna,
- Mionxenepwitpacce 15, Bpena, CakcoHiz-ARXaNET, 06796, Hiveuyuna

- Number of manufacturing authorisation. No. DE_ST_01_MIA _2021_0005

9 Homep niuessii xinbrnni 3 Bupobumurea. Ne DE ST 01_ M[A 2021 _0005
Cemﬁcaa‘e GMP. No. DE_ST_01_GMP_2021_0006

| Ceyrrudikar GMP Me DE S’? O] GMP 2021 0006

P’ackage size and tvpe
Posmip 78 THD NEKYBAHHR

Batch size (pes.): / Poamip cepit (aoT. }: 63693
| Expiry date:/ Jlata sakinuenns TepMiHy 3ﬁep1raaﬁs

Result

'E'ests Method Specification
Tlokaszaux Metoa Creyudiravii PcayneTar
Appearaige visuzl inspection Clear, colorless to lght yvellow, pily liquid  compiies
Omsc BizyannHo Mpoopa, e38apsna abo caithe - KoBTa BinmoBizae
MachAMUCTa pianna
Odour Olfactery inspection odorless complies
3anax Ouinka peaxuii oprauia B¢3 3anaxy siAnoRinae
uyTIg
Assay
KinskicHe pu3naueHHA
Colecalciferol/ Ph.Eur. 2.2.29, HPLC 971,5 1U/2 drops- 1322,5 1U/2 drops 129555
[/ 2
Xonexansuudepon €@ 2.2.29. BEPX 977.5 MO/2 xpamni- 1322,5 MC/2 xpansi drops
12935,5 MO/
7 wpanni
Microbiological guality* Ph. Eur. 2.6.12,2.6.13 Ph. Evr. 5.1.4 Non-gqueous preparations  tesfed on
for oral use: batch
Total aerobic microbial count (TAMC) 200:01

- signgture

//?II e N 1247 45// /.74 /{ﬂx’///

- i

< 10° CFU/ml
Total combined yeasts/molds cou
(TYMC) < 10" CFU/ ml

. Approved by: Friedrich Koppe -/ ;

signoture
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Escherichia coli pegate in 1 m}
MixpoGionoriuna €® 2.6.12,2.6.13 € 5.1.4 Hesonxi npenaparts 4i7 OpansHOTo NpOTECTORAH
ymerota* 33CTOCYB2HHA: © ga cepii
3arajsHe uncno acpobaux Mikpoopranismiz 200101
(TAMC): < 10" KYO/mm:
3BTANEHE YHCTO NPLKIDKOBEX T4 NNICCHEBAX
rpubis (TYMC): <10 KYOinm:
Bincyruicts Escherichiacoliy | Ma

Package

Yrnaxosxa

Batch-description PV-(-001 the batch-descriptien of the bateh bulk

Onuc cepif package is complied with the ag. /
batch-decumentation Hedacopaus
Onuc cepil ¥s vraxosni sinnosizae cepis:
A0KyMenTauWl Ha cepilo 201204

Description of shelf life PV-(-001 description of shelf iife is complied comphies

Onuc repminy 36epiranns with fhe batch-documentation Bixnoninac
OCnue Tepuiiny 38epiranss sianoizac
RoXyMeHTaHIT Ba cepiio

Fiil guantity FertigPackV min 25 mi complies

KinexicTs npenapary miziMym 25 mn BipnORinac

B YNAKOBLUI

Comments rof appiicable

Komenrapi HE 38CTOCOBVETHCA

* Test Is dono on every third batch or af least once per year,
* Bunpofynauts POEOIRTECH HA KOXHIH TpeTil copil wouakiMeniue oauH pas Ha pik.

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 the GMP requirements of the local Regulatory Authority, and
with the release specifications included in the Marketing Authorization of the importing coontry 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 comphiance with
GMP.

Mu niaTeepamycmo,

1o us cepia npenapaty Byna surcTosaena i npoliua KOHTPOAL YIIAKOBKW 1a KOHTPOAL SKOCTI HA BHILEATAASHOMY
NIANPHEMCTS! 3 TIOBHUM AOTPuMaHRAM BHMOT HBIL, npef’SBneRux MiCUCBHME DEryNSTOPHHMU OPraHaM# BIany.
Cneungixaniil sunycky npemapary BimoueHi no Pecctpauifimoro nocminuenns kpaiwu-iMnoprepa i wajaui
3aMOBHIKOM, KOHTPOAL 32 NPOLIECOM YIAKOBKH BiZINOBIAAE BHMOTaM,

3niTn 3 o6pobin, ynaxonky | ananizis cepil Gynu nepernanyTi i BU3HARI TaKMME, 110 BIANOBiAAIOTE NpHEUENM
HBIL

Date/Name + Sign Qualified Bers “Koppe)
Jara/im™s + mianue VaoskdReweHs ocoba s aroeri(d, Konme)

End of Master Sheet —_—

Approved by: Friadrich Kogoe
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