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Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: VERTIGOHEEL®, oral drops 30 ml in drop-bottles
Hpoaykuin BEPTIT'OXEEJb, kpansi opanbhi nto 30 ma y puaxonax-kpaneibHuUAX
Batch Ne: 03522 Batch quantity produced in total (packs): 27613
Homep cepii: 03522 Kinnxicts npopyxuii B cepil (ynaxosok): 27613
Manufacture Date 06/09/2023 Registration license number: UA/5303/02/01 validity period unlimited
JAara supoOuuurea: 06/09/2023 Homep peccrpauiiinoroe noceigyexHs: UA/5303/02/01 Tepmin aii HeoBmemenuii
Expiry date: 08/2028 Country of origin: Germany
Tepmin npuzaTHoCTi: 08/2028 XKpaiHa noxomxeHns: Himeuunna
Testing point / Specification / Results / Conirol methods/
Hoxasuuru axocmi Crenudrixanin Pezynomamu Mengou kenmponio
Odour Of ethanol, may smell characteristic of Conium. Corresponds QCM, It. 1, GHP, H 2.2.1
3anmax ETanony, mose MaTh Xapakrepnuii 3anax Conium. Binonosizae MKA, n.1, GHP, H 2.2.1
Clarity Clear, Corresponds QCM, It. 2, Ph. Eur. 2,2.1
Ipozopicre Hpozopnit. Bianosinae MK, n.2, Esp.®. 2.2.1
Colour Colourless. Corresponds QCM, It. 3, visually
Konip Beabapeuuii. Bingnosinae MKH4, n.3, sizyannho
Degree of tint (-20 Hazen. 0 Hazen QCM, It. 4,visually
Koasoposicrs 0-20 Xasenis. 0 Xazenin MKS, nd, sisyaasno
Ethanol 33%-37% vol. Theoretical content of ethanol: 35% vol. 36 Yvol. QCM, It. 5, depending on
density, Ph. Eur. 5.5
ETranon 33%-37% 06. Teopernunnii BMicT eTanoay: 35% 06. 36 %ob. MK, n.5,8 3aaexmHo0cTi Bin
ryctuny, €8p.®. 5.5
Relative density 0,954-0,960. 0,956 QCM, It. 6, Ph. Eur. 2.2.5
BinsocHa ryctuna 0,954-0,960. 0,956 MKA, n.6, €8p.®, 2.25
pH 5,2-7,0, 6,6 QCM, It, 7, Ph. Eur. 2.2.3
H 5,2-7,0. 6,6 MKs, n.7, €sp.®. 2.2.3
Microbiological Total quantity of allowed viable microorganisms:
contamination * TAMC(bacteria): not more than 10> CFU/ml, 0 CFU/ml. QCM, 1t. §,
TYMC (yeasts and moulds): not more than 10' CFU/mi. 0 CFU/ml. Ph. Eur. 2.6.12,2.6.13,5.1.4
Escherichia coli is not allowed in 1 ml. Corresponds

Mixpobioaoriuua
qucroTa”

Y npenapaTi AONYCKAETHOA 3arANLHA KITLKICTD
MUTTEIAATHHX MiKpoopraHismis;

TAMC (Gaxrepiii): He 6iasmwe 10* KYO/ma,
TYMC (npixaiin Ta nnicenesux rpubis): ne 6j
KYO/ma,

He ponycxaersen HasiBuicts Escherichia ¢

MK5, n.8,
€8p.0.2.6.12, 2.6.13,5.1.4

*every 5-th batch is tested / *ApoBoasTLeA 118 KOMHOL 5-1 napTil

Site of manufacture: Biologische Heilmittel Heel Gmbk, Dr.Reckeweg-

Manufacturing and quality control license number: DE_BW_01_MIA 2

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 batch processing, puckaging and
analysis records were reviewed and found to be in compliance with GMP,
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uucni ynaxoaana i nepesipena, 6 Mexcax npoyedypu Konmpono Axecmi na 3a3nadenii euwie eupoGRuNi dinenuyi ¢ noanid
sionoeionocmi 0o eumoz npasun Hanexcuot Bupobnunot Mparmuxu (GMP), scrmanoenenux micyegum PezyARmopiusm opeanon, a
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Name / IIIB:
Signature / Ilignuc:

Paosition / Ilocana:

Date of release / laTa Bunycky cepil B npoxax:

Verena Wieland / Bepena B’enend ﬁ{ ¥
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Quality Control Manager / Ynoaaam’:‘i{cé,&géﬁ

19.10.2023
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Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640




