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QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: AESCULUS COMPOSITUM, oral drops 30 ml in dropper bottles
Hpoavkunis: ECKYJIFOC KOMITO3HUTYM, kpanni opanbsi o 30 Ma y aakoHax-KpanenLHHIsX
Batch Ne: 03815 Batch quantity produced in total (packs): 2855
Homep cepii: 03815 Kinnkicrs npoayknii B cepil (ynakosox): 2855
Manufacture Date 22/09/2023 Registration license number: UA/5632/01/01 validity period unlimited
JaTa supobunursa; 22/09/2023 Homep peccrpauifinoro nocsigyenus: UA/5632/01/01 Tepmin aii weoOmexxeHmii
Expiry date: 08/2028 Country of origin: Germany
Tepmin npuparnocti:  08/2028 Kpaina noxomxents: HiMeqyiHa
Testing polnt / Specification / Results / Pesynsmamis Conirol methods/
Haxaynuxu akocmni Crenudiikarin Memodn konmposie
QOdour Of ethanol, Correspends QCM, It, 1, GHP, H 2.2.1
3anax Eranouy. Binnosinac MEKS, 0.1, GHP, H2.2,1
Clarity Clear to opalescent, not stronger than opalescent reference suspension II1. Opalescent, Not QCM, 1t. 2, Ph. Eur. 2.2.1
stronger than
opalescence reference
suspension III
Hpoopicte Bix nposoporo 5o onanecuentioro, ue inTencinnime onaecentiol Onasecueicrumii, ne MKHA, n.2, €op.b, 2.2,1
eranpoiol cyencuaiy Il inTencunnine
ﬂﬂaﬂcﬁlieﬂTlIBf
cranonuot cycnensit
I
Colour Light yellow. Corresponds QCM, 1t. 3, visuatly
Konip Csitno-#opTHit. Bignosigac MEK3, n.3, sizyannue
Degree of ting 10-50 Hazen (12,5:100 ml dilution} 20 Hazen QCM, It. 4, visually
Koacoporicets 10-50 Xascnis (posoenenus 12,5:100 ma). 20 Xaienin MK, nd4, nidyaasue
Ethanol content 33%-37% vol. Theoretical content of ethanol: 35% vol. 34 %vol, QCM, It. 5, depending on density,
* Ph. Eur. 5.5
Erauon 33%-37% 06. Teopernunuii BupicT etanony: 35% of. 34 %o6. MK, 5,8 3anexunocti Big
rycrumi, €sp.d. 5.5
Relative density 0,954-0,960. 0,959 QCM, It. 6, Ph. Eur, 2.2.5
Biguocua ryering 0,954-0,960, 0,959 MK5, 1.6, €sp.®. 2.2.5
pH 5,0-7,0. 6,3 QCM, It. 7, Ph. Eur, 2.2.3
pH 5,0-7,0. 6,3 MICT, 07, Copa@, 2.2.3
Identification TLC of Aesculus hippocastanum 1 must correspond to the monograph. Corresponds QCM, It. 3,GHP, H2.2.4
Inenmndikanin THIX Aesculus hippocastanum D1: mac pignopinati Monorpachii. Binnoninae MK/, n.8, GHP, H 2.2.4
Microbiological purity * Total quantity of allowed viable microorganisms in the preparation: . QCM, I.9,
TAMC(bacteria): not more than 10 CFU/ml, Ph. Eur. 2.6.12,2.6,13
TYMC (yeasts and moulds): not more than 10! CFU/ml.
MixpoGiosoriuna Escherichia coli is not allowed in 1 ml.
©nerora’ ¥ npenapati JomYCKAETLOSN JAMAALIA KiNLKICTL MIITTEIANTHIX MIK5, n.9,
Mikpoopraniamis: €op.D. 26,12, 26,13
TAMC (Gakrepiit): ne Ginnue 10° KYO/u,
TYMC (apisaxis ta naicemennx rpuin); e Ginsue 100 KYO/m
He nonyckneTnen naasuicts Escherichia colip I s,

*every 5-(h batch is tested / *npovoniiTeen AN KOKION 51 naprii

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.
Manufacturing and quality control license number: DE BW_01_MIA_2023_0093.

BupoGuuya ginbuaun; Bionorime Xaitanmirrens Xeens M'm6X, J-p Peener-mrtpace 2-4, 76532 Banen-Bagen, Himeuunua,
Homep ninensii na supo6unnTsae Ta kouTpoao sikocti: DE_BW_01_MIA 2023 0093,

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned recognized building in full compliance with GMP requirements of the
local regulatory authority and with specification in the marketing authorization of the importing country. The baich processing,
packaging and analysis records were reviewed and found to be in compliance with GMP,

Lunm a nidmeepdoicyro, wio nacedena euuge inghopmanin ¢ cnpaesicnvolo i mounoio. Cepin npenapaniyoys mmmcrm, a momy
wieni ynakosana i onepesipena, 8 Medcax Rpoyedypu KoHMpPoRIo AKOCHE WG 3@3HaveHid sung )
sionosionecmi do eumoz npasun Hanexenof Bupoéuuwoi Hpaxmurn (GMP), semanoanennx i Y opzanoM, a
makodc ¢ nosuiti eldnosionocmi o0 cnequdicayiii, nepedbavenux y Jliyensli na 4 { \Wiopmepa 3
chequdicayianu na  npodyxyiro, nepedbadenumu  Oan  QoCAidVCysanux  NiKAPCHKUX | V gimaiia\\ cmocosno
GUPOGHNKIMGER, NAKYeannR I quanisy cepii dyaa nepesipena, i Gyao ecmanpeneno, o d?@ f[#!peﬁ Hanearcnoi
Bupotuuuoi Hpaxmuxi (GMP). N

Name / IIb: Dr.Martin Kiihn / J{-p Mapmin Rigft.> ,
. e A B
Signature / Hionuc: % i e N— o e
Pasition / Hocada: Quality Control Manager / Ynosnosusiceria ocofa 3 koimpome akocni

Date of release / Jama eunycky cepii ¢ npodaaic: 14.11.2023

Biologische Heilmittel Heel GmbIH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640
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