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CERTIFICATE OF ANALYSIS
il CEPTU®DIKAT AHAJII3Y

mibe Grrptd
Arznpintle

Harisenysauus npoayvruil: lexpicron® D 1000 MO

——— e — — " i

Product name Dekristol- D3 1000 IU drops ‘Country of mamifﬂclurlng Gennam
- Hepacapa-supadHuk: tHivenyiida

Importing country: Ukraine

Brehna, Sachsen-Anhalt, 06796, Germany

Mionxerepwrpacce 15, bpena, CakcoHis-Auxatst, 06796, HivewunHa
Number of manufacturing authorisation. No. DE_ST _01_MIA 2023 0005
Hosep niueHsii ainsnuui 3 supodHuursa. Ne DE ST 01 _MIA_2023 0003
Certificate GMP. No. DE_ST_01_GMP_ 2023 0012
Ceprisixat GMP Ne DE ST 01 GMP 2023 0012

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

HaiiseHypanng Ta MicueanaXo ke HHS dinbuuui 3 supoBunursa: mide MTvdN ApisaiivitTe . Hmwmma

EPAE Hdepwasa-imnoprep: Ykpaiua i
Article-code/Koxa aprakyii: Ident-No / [neurndirauifingii novep:
V100481 s 23159221

Active substances 2 drops contains 1400 IU vitamin D3

Hitoua peyosiina 2 xpanai victats 1000 MO sitasiiny D3 .
Form of release | oral drops ) ”[
Pophia BUIYCKY Kpanai ana opantHOro 3acrocysaHss |
Package size and type 25 ml in 1 bottle, 1 bottle in carton box |
Passip Ta THIN makyBarHs | 25 Ma v 1 dnaroni, | gaakon v kapToruiii kopoSui

Batch number: / Homep cepii: 230801 | Batch size {pcs.): / Poaip cepii ( ulT) 28080
Manufacturing date: [IaTa sipoSGHuuTaa: Expiry date:/ /laTa 3axityeHna Tepaiiny 30epiranus: E
08/2023 08/2026 !

Tests Nethod Specification
TTokasHik MeTon Creuitpinauiy
Appearance visual inspection Clear, colorless to tight vetlow, oily liquid
Onne Bi3Va1bHO ITpozopa. Be3dapBHa 10 CBITNO-KOBTOT
MAacnsHNCTa pidlua
Odour Oifactory inspection odorless
3anax Ouinka peasuii opranin Ge1 3anasy
Y\ TTH
Assay
KinbKicHe Bi3HaYeHHA
Colecalciferol/ Ph.Eur. 2.2,29, HPLC 977,58 1U/2 drops- 1322,5 1U/2 drops
Xonekansunidepo: €d 2.2.29, BEPX 977.5 MO:2 gpanai- 13225 MO 2 xpanni
Microbiolegical quality* Ph. Eur. 2.6.12, 2.6.13 Ph. Eur. 5.1.4 Non-aqueous preparations

for oral use:
Total aercbic microbint count (TAMC)
< 1P CFU/mM

Total combined veasts/molds count
(TYMC) <162 CFU/ !
Escherichia coli negate in | ml

Result
PesyanTar

complies
BiANORIAAC

compties
ni1NoRllAc

12584 1L/
2 drops
12584 MO
2 Kpani

tested on
batch
221102

Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe
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Mikpodionorivua ssicrora®* €P 2.6.12,.2.6.13 €D 5.1.4 HepoaHi npenapaTtil 235 0paibHOr0 NpOTECTOBAH
JACTOCY BAHHR! O Ha cepil
3araibHE 4IC0 aepodHIN vikpoopradismis - 22| 102
(TAMCY: < 107 KYO'ma
JAraibHe YHCIO APIAIAKORHX T4 NAICeHERIX
rpidis {TYMC): - 10 KYO wa:
Bincyruicts Escherichiacoliy 1 Ma
Package
Yaxoska
Batch-description PV-Q-001 the batch-description of the batch bulk
Oniec cepii package is complied with the no.
batech-documentation tfedyvacorsana
Qilie cepii HA A BAKOBUI BiA1I0BIIUC cepis:
ACKY MEHTALIT HA Cepilo 230801
Description of sheif life PV-Q-001 description of shelf life is complied complies
Oniic Tepuiny 30epiranHs with the batch-documentation BlINOBI2AC
Ontic TepyiHy 30epiralHs BiINOBIIAC
AOKN MEHTALIY HA cepito
Fill quantity FeitigPackV min 25 mi complics

KinskicTs npenapary

MIHIMYM 25 M

Bianosiiac

B Y NAKOBLi
Comments not applicable
KoMesTapi 1i€ 3ACTOCOBYETLCH

* Test is done on every third batch or at least once per year.
* BunpoGs sanis nporoasThes 1 komuilt TpeTil copii monaiverme uaun pas na pix.

We confirm,
that this batch of product has been fabricated/manufactured, including packaging and quality control at the
above meationed 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 country 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 compliance with
GMP,

Mir mareepaAKyEMO.

Lo UA Cepis npenapaty Oy.aa BuroToBASHa | npoiiwaa KOHTPOJth ¥NAKOBKI) TA KOHTPUTh AKOCTI HA BHINSSTATAHOMY
NEANPHEMCTBE 3 NOBHIIM J0TpHMaHHAM BumMor HBTLL npea’sBacHHN MICUEBHAE Pery IRTOPHIM OpraHasiy BAals.
Crneundikamil BHNVCKY Apenaparty BRIKOHEH] 10 PLLCTpduIlIHDIO NOCBIAMEHHR  KPATHH-IMOOPTEPA | HAJaH)
3AMOBHHKOM, I\OHTpc}nb 3@ MPOLECOM YIAKOBKit BIZMOBIAAE BHMOran. :

381Ti 3 00pOOKH, YNAKOBKH | aHanizis cepil Gy.iu tleperisuy Ti | 8U3HAHI TAKHMH. L10 BIANOBIAKOTL HPIHLIHIAM
HBIT.

\ . . P = z _
Date Name + Sign Quelified Person (F. Koppe)
fdara’is’g + nianue ¥ nosuosaxkena ocoda 3 axoeti{d. Konne)

End of Master Sheet
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Prepared and checked by: Liudmyla rﬂéistrenkn Approved by: Friedrich Koppe
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