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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJII3Y

mibe CrmbH
A znsirang!

Name and location manu facturing site: mibe Gmbll Arzneimittel, Mucenchener Strasse 15, Brehna,
Sachsen-Anhait, 06796, Germany

HaitveHyBanus 1a aiciesnaxo srenns LI 3 BRpODINLTY: Mide TAEX ApunaiiairTre .
Mionxenepwrpacee 13, Bpena, Caxconis-Auxaibt, 06796, Hisieuunna

Number of manufacturing authorisation. No. I) E_ST_01_MIA_2023 0005

Hoxiep miveusiv aizemuui 3 supoiiurea, No DE_ST _01_NMIA_2023 0003

Certificate GMP. No. DE_ST_01_GMP_2023 0012

Ceprudikat Bianosinnoeri GMP No DE ST 01 _GMP_2023 0012

Product name: Karistol K2 drops Country of manufacturing: Germany
‘s P - B} e T 1T Y - =y -». .4": SYTINIR T

Hattaenrypanins npoay kuif: Kapicroa Ka kpani Aepikasa-8uposHik Hivie i

Importing country: Ukraine

Heprrana-isinoprep: ¥ kpaina -
Article-code/Kox aprincyay - Ident-No / aenridirauiiinmii nosep;
V100836 23153631 . ;
Strength / activity ! 1 drop contains 15 pg vitamin Ka; 3 drops contain 15 pg vitamin K, f
Chaa ai‘agtHanicrs i I xpanas Mietiurs 13 ykr sitaviny Koo 3 Kpaness sieTaTs 75 mur gitasiny KK i
Form of release " Oral dro Ps ' E
Dopaa Brnycky i Kpanai 1as opaiurore e TOCYBAHNA ;
Package size and type : 10 mlin a bottle, 1 bottle in box E
Posaip ra tin naysanus | [0 w7 y daaroni, | quakon v kopodui
Batch number: / Howmep cepii: 230801 e o Batel size (pes.yi / Posvip Cepif (T 3040
Manufacturing date: Jata BHPOSHNLTRA: . Expiry date: fara saxinuenss TEPAITHY RPHAATHORTI:
08/2023 I 02/2026 f

Test NMethod Specification Result
Hazsa nokazuika MeToan kou rpoae Hony eriai wer PesyabTar
Appearance visual test clear, vellow oil : complies
Onne Bi 3% IbHO (P0O3ORA, WABTA Qi BEIENOBILDC
Odour organoleptic ndoriess complies
3amax OPTAHOIC T 10 05 3anaxy BiInoBi1ac
Relative density! Ph.Eur.2.2,5 0.930 — 0.960 U942
Bignocha mveTima Ph.Eur2.2.5 D930~ 960 0.942
Saponification value Ph.Eur.2.5.6 310 - 360 )
Heeno oMILACHHA Ph.Eur2.5.6 30 =360
Acid value Ph.Eur.2.5.1 < 1.0
Knenotre wieno Ph.Eur 2.5.¢ S
Peroxide valuc Ph.Eur.2,5.5 <20
IMepexncnre wieao Ph.Cur2.5.5 2.0
Assay
Kinskicie siznavenns
Vitamin Kz Institut Kulidmana (first 86.25 po/ff
Bitasin K 3 batches, thea onee ayear) (73,31 TR )
. L] d
’?repared and checked by: Livdmyla Maistrenko o __i_ﬁpgrqggd by: Friedric
Lignature L e i signature

e o b 1557 K:»z;g 09.Cu ¥ ('7
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Mierobial purity
Mikpobionorigigm 4ncToTa

[neTiery Ky aesan (nepui 3
napTit, noTial | pa3 wa picd

Ph.Eur, 2.6.12, 2.6.13
every 3th batch
Ph.Eur. 2.6.12, 2.6.13

Rosia S-Ta rapTia

{1 drop =27 mg)

86,23 murds Kpaneas = ]S“’

(7331 s = 9919 mir § kpaneis)
(1 wpunas =27 ur)

Ph.Euar, 5.1.4 Nen-agueous
preparations for vral use:

Ph.Cuar. 5,14 Hesoani aikapeexi
10c001 731 OPAILHOTO JACTOCY BARHA

ey

83 Mrr'S kpaneab

complics
Bianosiaae

Package
Ynakoska

Batch-deseription
Omic cepil

Description of shelflife
Onic TEPAtiHY
0epiranHs

Package
Ynakoska
Batch-description
Onsic mapTif

Description of shelf life
Ortiie Tepiny
30epiranAs

Fil} quantity
KiaskicTs npenapary
B YDAKoBLUI
Comments
KomenTapi

FertigPackV

not applicable
HE JACTOCOBYCTLCS

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

Oniic cepil na ynaxosui 8iAnosiiac
JAORYMEHTRILT Hi cepilo

desceription of shelf life is complied
with the hatch-tlocumentation
Onie repainy 36epirania gianoniiac
AoKyvierTanl Ha cephio

the hatch-description of the
package is complied with the
batch-documentaiion

Otne napTil Ha ynasosUi BlANORIAAC
Aoky MeRTaUT Ha NapTie
deseription of shelf fife is complied
with the batch-documentation
Cnye repyiny 38epiradus pianouilae
acRyMeHTauil #a naprtho

min 10 ml

sinisy v 10

hateh bullk nao,
230801

Hedacosana cepin:
230801

com plies
BiAROBIT1AE

complivs
shanasilae-

complies
BiAmosidae

complies
Blanosilae

I hereby certily ilat the above information is authentie and accurate. This batch of product has héen
manufactured, including packaging/labelling and quality control a1 the above mentioned site(s) in full
compliance with the GMP requirements of the toeal Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing couniry or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be

in compliance with GMP

LIHar 8 3aceinuy o, Wo KageaeHa BHLUS 1IPOPMALLA € ZOoCTABIPHOI T8 rovnoto. Lo t,upuo npeAy KT Gyao
BUPODASHO (BRIIOUAIOHH NAKYBAIHBUMAPKY BANIHA) 10 HPOBEASHY KOHT posin T SIROC T 118 BHtue3s st ei i
Alﬁblml.[l) MOBHil Bl,’mOBEJilOCH 3 BIAOTANMI (J\IP BeTalon; JHIEME AHCUEBHA PEry-1TOPHMA opr'moxl 8 TR

BCTAHOBISHO BLanoslanicTs GMP

Prepared and checked by: Liudmyla Maistrenko

signature

g

e




Page 3 0f3
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fName + Sign Quality comrol (F. Kappe)
Hatasinea + nizie Yoososamem ocoda 3 sxocTitd, Nonne)

------------------------------- End of Master Sheet S e

Prepared and checked by: Liudmyla Matstrenko

signature _ e signature /%




