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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJII3Y

hiibner

Product name: Gel for Gastro-intestinal System for | Couniry of manufacturing Germany
oral use Hepapa-pripoSunic: Himeyunnua

Haftvenysanna  gponykimii: enp  ams  mayvHKoBo- Tanorting shiniiys Ukraine

KHIIKOBOI CHCTEMI I OpasibHOIrO 3aCTOCYBAMHS Jlepwapa-ivmoprep: Yipaina

Article-code/Koa apruxyny: ldent-No / Lienrudyikaniiinnii nomep:

YI00248 21892221
Form of release Gel
hopma BHIYCKY e

30 sticks a 15 ml
Posmip T tan nakyeanua | 30 cawe no [5 sma

Package size and type

Number of Certificate of Conformity N PR.823-19 since 04.09.2020 until 31.03.2024
Homep Cepridicara sinnosinnocti: Ne PR.823-19 ig 04.09.2020 p. 210 31.03.2024 p.

Batch number: / Homep cepii: 210910 Batch size (pes.): / Poumip cepi (urr.): 7192

Manufacturing date: lata supodunurea; Expiry date:/ Jlata 2akinueHHs cTPOKY NpUiaTHoeTi:
09/2021 03/2024

Name and location manufacturing site: Anton Hilbner GmbH & Co.KG, SchloBstrafe 11-17, 79238
Ehrenkirchen, Germany

HaiimMenysanus Ta micuesnaxomkeHna AinbHiui 3 spofinuTaa: ANToR Xiobuep M'udX & Ko, KT, Hivewunna,
Waocurrpacee 11-17, 79238 Epenkipxen, Himeuuuna

Tests Method Specification Result

[okasruk Mevon Creundigauiy Peaynsrar

Appenriance visual Inspection white, homogeneous gel complies

Otnite Biayanniio Gimmit.onnopinntt rens Binnosisac

Odour Organoleptic test odourless complies

3anax Oprasonentiuguy sievonom ez 3amaxy sianosigae

Taste Organoleptic test neutral, slightly hitter taste, moderately  complies
adstringent

Cumar OpradonenTisiim sMetogoM  efltpanuiii, ripkvearidi cMak, noMipHo  pianosiane
BUHKeHHIT

Viscosity Ph.Eur. 2.2,10 15,0 — 1000 dPas 31,9 dPas

© Blawiers €0 2.2.10 15,0 100.0 ala-c L9 altae

pH Ph.Eur, 2.2.3 5.0 - 8.0 6.4

pHt EP 223 5.0-8.0 6.4

Assay

Kijskicie susHaneHns

Silicon dioxide AV 2253 3.5~ 34 g 7100 mi

Hioxcua kpemuito AV 2253 315~ 3440/ 100 ma

5
w5/ BoRNENTIE e 2

Prepared and checked by: Liudmyla Malstrenko

by: . Christine £

signature i
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Sadium chloride AV 3322 =20 all 1.0gA
Harpho xaopna AV 3322 = fira 1.0 e
Microbiological quality
Mixpadioioriuma Hiicror
Total aerobic microbial Ph. Eur. 2.6.12 SsHCFUiIndg complies
count AV 44
BAV A232y 5
Jaraibka KinbRieTh € 16,12 “HORKYOs4r Bianosizae
aepolHIX MIKPOOPEARI M iR AV 4]
Package
Vnakosra
Batch-description AV 1.6 the batch-description of the complies
Ore cepii package is complied with the
bateh-documentation
oM cepii A yRakosu Rinnosiiac RiANORIAAC
AOKYMeHTalT Ha cepiio
Deseription of shelf life AV 6.1 description of shelfl life is complied complies
Onue tepainy 1Gepiranms with the batch-documentation
onue repaiuy 2Bepiranns sianosizae algnositae
HoKYMeEHTaUT i cepilo
Fill quantity FertigPackV 30 sticks 30 sticks
Kinskiers npenapary 30 camwe 30 catne
8 YHakosii
Comments not applicable
Kosteprapi He 3ACTOCORYETRCH

We confirm,

that this bateh of product has been fabricated/manufactured, including packaging and quality control at
the above mentioned site in full compliance with the 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
legal requirements,

Mt mipreepakyvenMo,

o 18 nNapTis npemykuil 6vAa BUTOTORISHA, BRIOYAICHH KORTPOAL YIAKOBRI TA KOHTPOML akoeri wa
BHUIE3TARaHI T AIMBHALL 3 NOBHIM AOTPHMAHHIM BIMOT MiCUeROTD pcw':m:{mmro oprany Ta 3i eneundixauiaam
BHIYCKY BRINOYEHNMU fo PeecTpauiiinoro nocsiagenys kpalbi-iMnoprepa i nazainnsi sasosHiikom. Kontpoib
3a IPOUECOM YNAKOBKNI BIANOBIAAE BIMOTAN,

3eiTi 3 oGpoGkH. YnakoBKN | adanizip napTii Oyam
JAKOHOMABYHM BHMOTAM,

peperaauyTi 1 BH3HAHI TAKMMIL WO BIANOBipalTE
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e Sl

95, Ofdreter . b ,,//7«

Date/Name + Sign Quality Comtrol (Dr. C. Chlert )
Hurafine's = nizmie Yomonakena ocofia 3 gkocti (Jep C. Faepr )

End of Master Sheel

Prepared and checked by: Liudmyla Malstrenko

signature




