~Heel ;

Biologische Heilmittel Heel GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTU®IKAT SIKOCTI

Product: GYNACOHEEL® oral drops 30 ml in drop-bottles Nel
IIpoayxuis I'THEKOXEEJB kpanni opassri no 30 ma y daaxenax-kpaneasuuansnx Nel
Batch Ne: 01924 Batch quantity produced in total (packs): 11309
Homep cepii: 01924 KinpkicTe npoaykuil B cepil (ynakosox): 11309
Manufacture Date 04/04/2023 Registration license number: UA/7867/01/01 validity period unlimited
Jarta pupobHuuTBa: 04/04/2023 Homep peccrpauiiinoro nocsigueHns: UA/7867/01/01 Tepmin ail HeobMexeHHi
Expiry date: 03/2028 Country of origin: Germany
Tepmin npuoarHoeti: 03/2028 Kpaiua noxomxenus: Himeuuunna
Testing point/ Specification / Results / Pespnomanut Control methods/
Hoxasuuky Creyudpicauia Memodu xormponio

b BEOCIN

Odour Of ethanol, sporadically slightly of Viburnum opulus. Of ethanof and slightly of | QUM, It. 1, GHP,H2.2.1

Viburnum opulus
3anax ETanony, moxe 6yTu aerknit 3anax Viburnum opulus. Eranony, ra serknii MK, n1, GHP, H2.2.1

sanax Viburnum opulus

Clarity Clear. Corresponds QCM, 1t. 2, Ph. Eur. 2.2.1
[lposopicTs Tpo3opuii. Bignosiagc MKHSl, n.2, €sp.®. 2.2.1
Colour Light yellow. Corresponds QCM, It. 3, visually
Koaip Caitno-skopTHil, Bignesiaac MKSL, n.3, Bi3YaJILHO
Degree of tint 20-50 Hazen (dilution 25:100 mi). 30 Hazen QCM, 1t. 4,visually,” Aquaquant Color” colour scale
Keauopogicte 20-50 Xazeuis (possenenns 25:100 mp). 30 Xazcnis MEKHA, n.4, Bizyansno, g w]
"Aguaquant Color™ “
Ethanol 33%-~37% vol. Theoreticat content of ethanol: 35% vol. 36 Y%vol. QCM, It. 5, Ph. Eur. 2,
Ph.Eur. 5.5

Eranos 33%.37% 06, TeopeTnunuii BMicT evanomy: 35% o6, 36 %ob. MKS, 0.5, €ap..
IAJICIRHOCTE B Ty

Relative density 0,954-0,960. 0,956 QCM, It. 6, Ph. Eu
BiguocHa rycruna | 0,954-0,960. 0,956 MK, n.6, €pp.d.

pH 4,8-6,5. 5.3 QCM, It. 7, Ph, Eur, AU
pH 4.8-6,5. 53 MKS, 0.7, €pp. 0. 2.

Microbiological Total quantity of viable microorganisms is allowed: QCM, It. 8,

purity * TAMC (bacteria): not more than 10? CFU/ml, Not tested Ph. Eur. 2,6.12, 2.6,13, 5.1.
TYMC (yeasts and moulds): not more than 10' CFU/ml. Not tested
Escherichia coli is not allowed in | ml. Not tested

MikpoGionoriuna | ¥ npenapaTi gonyckaerhes 3araapia KUIbKicrs MK31, n.8,

qHcToTa * MHTTEINATHHX MIKpoOpramiamine: €pp.1.2.6.12,2.6.13,5.14
TAMC (Gakrepiii): ne Ginpwe 102 KYO/mu, He nposoaunocsy
TYMC (apimnkis Ta nuicenesnx rpudis): ne finswme 10 He nposonunots
KYO/ma.
He gonyckacries nassuicts Escherichia coli B 1 ma. He nposoausiocs

*every 5-th batch is tested / *nposoauTeen ans koxuol 5-¥ 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 0044.

BupoGuuua ginenuus: Bionoriwe Xaiiasmitrens Xeeas I'm6X, J-p Pexeser-mitpace 2-4, 76532 Banen-basen, Himeuunua,
Homep nivensii Ha sBHpo0HANTBEO TAa KouTpOAW uKoctTi: DE_BW_01_MIA_2023 0044,

I hereby confirm that the above information is authentic and accurate. This barch of product has been manufactured, incliding
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 awthorization of the importing country. The batch processing
packaging and analysis records were reviewed and found to be in compliance with GMP.

Lum a niomeepoxcyio, wio Hagedena eunie inopmania € cnpasycnvoio i mouneio. Cepia npenapanty Gy1a suzomoenend, 6 momy
yucni ynaxceana i nepegipeHa, & Mexwax Npoyedypu KORmponio axkocmi Ha 3auavenill _guuge eupobruuiii olnwhuyi 6 nosuiil
gionogionocmi 0o sumoz npasui Hanexcnot Bupobnuyoi Hpaxmuxu (GMP), scmas z
makoye 6 noenili eidnosionocmi do cneyudpixauiii, nepeddauenux y Jlige
chequpiayiamu  na npodykyiio, nepedbauenumu Ona  docnidvcyeanix f) 7
eupoduuymen, nakyeanna i ananizy cepil Oyiag nepegipena, i 0yno ecmafic
Bupobnuuol paxmuru (GMP), ;

Name / HIB
Signature / [lignuc:

Position / ITocapa: Quality Control Manager / ¥YnoernoeazceHa 0Coiq 3 KOHMPOII0 AKOCHI
Date of release / lata punycky cepii B npoaax: 24.07.2023

K;f_czzz./t)“/ﬁfyf

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-04, Fax: +49 (0)7221/501-640 %
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