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CERTIFICATE OF ANALYSIS
CEPTU®DIKAT AHAJI3Y
Azneimittel
Product name: Karistol Kz drops Country of manufacturing: Germany

HaliMeHyBaHHA npoLyKIil:

Kapicron K2 kparuti

Jlepsana-BHPOOHHK: Himeyanna
Importing country: Ukraine
Jlepxasa-iMioprep: Yipaina

Artiéle-codefi(on APTHKYY? Ydent-No / IneaTadikanifmuik HoMep:
V100836 . 25089601

Strength / activity 1 drop contains 15 pg vitamin Kz; 5 drops contain 15 g vitamin Kz

Cuna [ii/axTHBRICT 1 kparuis MICTHTS 15 mxr sitaminy Kz, 5 xpaneiis mictrTs 75 MKr BiTAMIHY K:
Form of release Oral drops "

Dopama BHITYCKY Kparnuti ans OpaibHore 33CTOCYBAHHS

Package size and type 10 ml in a bottle, 1 bottle in box

Poasip T& THIE NAKYBaHHA 10 an'y dnakoni, 1 duiakon y xopobui

Batch number: / Homep naprii: 250601 Batch size (pes.): 7 Poamip cepii (LUT.): 10010 ,
Manufactaring date: Jiata BHpOBHHITBA: Expiry date: Jlara 3aKinvenHs TepMIHY TIpHAATHOCTI:
06/2025 1212027

Name and location manufacturing site:
Sachsen-Anhalt, 06796, Germany
MioHXeHEPIITPACCE
Number of manufacturing authorisation.
Homep niuensii AinpHmni 3 BUpoGRuLTEA. N
Certificate GMP. No. DE_ST_01_GMP_2024 0031
Ceprudikar sinnosimnocti GMP Ne

mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,

Haitmenysans 1a MiCHEIHAX0DKEHHS JUTSHHLL 3 BHPOOHHLITEA: MiBe I'MBX ApunaiiMitres,
15, Bpena, Cakconin-AHRANLT, 06796, HiseuunHa

No. DE_ST_01_MIA_2024_0019
DE‘_STMM”M}AM?.OMWDMQ

DE ST 01 GMP_2024 0031

Test Method Specification Resuit
Hasba NOKAINAKE MeToaun XoHTpoG Honycrami mexi PeaynsTar
Appearance visual test clear, yellow oil complies
Cmic BizyanbHO posopa, KOBTA ONiA pinnoBinee
Odour organoleptic vdorless complies
Janax OprafoNenTIMHO pianosimEe
Relative density Ph.Eur2.2.5 0.930 1,944
BinsocHa ryCTHAR PhEur2.2.5 . )
Saponification value Ph.Enr.2.5.6

Uyeno OMAICHHA PhEur2.5.6

Acid value Ph.Eur.2.5.1

KHCAGTHE YHCHO Ph.Eur2.5.1

Peroxide value Ph.Eur2.5.5

TTepeRACHE YHCNTO Ph.Eur2.5.5

Assay

KinpKicHe BHIHASCHHA

Vitamin K2 [nstitut Kubiimann (first 1 pg/5 drops
Bitamin Kz 3 batches, then once  year)

prepared and checked by: Liudmyla Maistrenko

signoturé

approved byt friedeich Koppe

signature
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frerityT Kymsaman {nepwi3 {1 drop= 27 mg)

napTii, noTis 1 pas Ha pik) 86.25 Mxr/S kpanens  15% 81 mkt/5 xpanets
(73.31 Mxr —99.19 MEF/S kpanens)
(1 xpannn =27 Mr)
Microbial purity Ph.Eur, 2.6.12,2.6.13 Ph.Eur. 5.1.4 Non-agueous tested on batch
MikpoGionoriysa yHCTOTA every Sth batch preparations for oral use: 230801
Ph.Eur. 2.6.12,2.6.13 Ph.Eur. 5.1.4 Heponmi nixapeski TPOTECTOBRHO HA
womna 5-1a naprid 33cOBH 1A OPAILHOrO 3aCTOCYBAHHA cepil 230801
Package
Ynakoska
Batch-description {he batch-description of the complies
Onne napril package is complied with the RigNOBIIAE
‘hatch-documentation
Onue naprii Ba yraxosud sinnosinac
AORyMeHTALIT 1 1 i
Description of shelf life description of shelf life is complied complies
O TEpMiny with the patch-documentation BipnoBinac
a6epiranna Onue Tepmity 30epiranus pinosinac
AoKyMeHTalil HA naprin
Fill quantity FertigPackV min 10 ml complies
Kinsgicts OpenapaTy siniMynm 10 an BIIOBINAE
B yRakosii
Comments not applicable
KomerTapi He 3aCTOCOBYETHCA

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packagingllabelliug’ and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational
Medicinal Products. ‘The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMFP

LIxu # 3ACBIATTYIO, 1O HABCACHA prme iHpopMmattis € JOCTOBIPHOLO Ta TOUHOIO. Lo cepilo apoykuii Gyno
srpobieno (BRIHOUAIOMH mxygauﬂximapxysaum) T4 NPOBE/IEHO KOHTPOTS Ti AKOCTI HA BHIIEe3a3HATCHIH
istermul y TOBHIA BiHOBIAHOCT 3 pustoravis GMP, BCTRHOBIEHUMA MicUeRAM perynn'mpmm OpraHoM, & TAKOK
BIANOBIAHO A0 crieumdixaniif, wo MicTaTBCA Y peccTpauiiiHoMy socse 260 Topropilt pitiensii KpaiH H-BHpobHHKA
260 KpaiHu-iMnopTepa, SKLLO NPOAYKUIO imaop“rorsa}{o,- 460 ¥ HOCHE crieunbikantiil va npenapar i
NOCHIPKYBAHOTO JIKAPCHKOTD 3acoby. TTpoToRoaH BUPOGHHLITEA, NAKYBAHHA o ananiaie Gyno neperisHyTO T
BCTAHOBJICHO BINOBIIHICTD GMP

Name + Sign Quality mWéﬁpe)
Tara/iss ™+ pinec VYna awena ocobi 3 srocTi(®, Konme)

signature L

prepared and checked by: Liudmyla Maistrenko 1 Approved by: triedrich Koppe..
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