-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Product: GYNACOHEEL?® oral drops 30 ml in drop-bottles Nel
Hpoaykuis TTHEKOXEEJIb kpanai opansai no 30 ma y dpaakonax-kpanensauusx Nel
Batch Ne: 01924 Baich quantity produced in total (packs): 11309
Homep cepii: 01924 KinbkicTs npoaykuil B cepil (yNakoBok): 11309
Manufacture Date 04/04/2023 Registration license number: UA/7867/01/01 validity period unlimited
Jarta sBupoSHHUTBA: 04/04/2023 Homep peectpauiiiHoro nocsigueHus: UA/7867/01/01 Tepmin ail HeobMemenuii
Expiry date: 03/2028 Country of origin: Germany
Tepmin npuaaTHoCTI: 03/2028 Kpaiua noxomkeHns: HiMeuunna
Testing point/ Specification / Results / Pesynomanu Control methods/
Hoxasuuku Cnenudixauin Memodu konmponio
grocmi
Odour Of ethanol, sporadically slightly of Vibumum opulus. Of ethanol and slightly of | QCM, It. 1, GHP, H2.2.1
Viburnum opulus
3anax Erauony, moxe 6y sercuit 3anax Viburnum opulus. Eranoay, va aerxmii MKH, n.1, GHP, H2.2.1
sanax Viburnum opulus
Clarity Clear. Corresponds QCM, 1t. 2, Ph. Eur. 2.2.1
[lposopicTs Ilposopui. Bianesiaac MKA, n.2, €ep.®.2.2.1
Colour Light yellow. Corresponds QCM, It. 3, visually
Koaip CaiTno-%oBTHil. Bianosiaac MK, n.3, Bisyaasuo
Degree of tint 20-50 Hazen (dilution 25:100 ml). 30 Hazen QCM, 1t. 4,visually,” Aquaquant Color” golour scale
Kosuoposicts 20-50 Xazenis (possencuns 25:100 mn). 30 Xasenis MKHA, n.d, pizyaaeno, mkag s
"Aquaquant Color™
Ethanol 33%-37% vol. Theoretical content of ethanol: 35% vol. 36 %vol. QCM, It. 5, Ph. Eur, 2.9
Ph. Eur. 5.5
Eranon 33%-37% of. Teopernunui BmicT eTanoay: 35% o6. 36 %o006. MKH, n.5, €sp.D.
IANCRHOCTI Bia
Relative density 0,954-0,960. 0,956 QCM, It. 6, Ph. Eur{p
Bianocua rycruaa | 0,954-0,960. 0,956 MKS, n.6, €op.d.\\Z:5:
pH 4,865. 53 QCM, It. 7, Ph. Eur. AR
pH 4,8-6,5. 5.3 MKH, n.7, €sp. D, 2.2
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, 5.1.4
TYMC (yeasts and moulds): not more than 10' CFU/ml. Not tested
Escherichia coli is not allowed in 1 ml. Not tested
MikpoGiosioriuna | Y npenapaTi A0nyCKacTLCR 3AraibHA KiILKICTL MKS5, n.8,
qucrora * MHTTEAATHHX MiKpoopranismis: €pp.9.2.6.12,2.6.13,5.1.4
TAMC (Gaxrepiii): ne Giasme 10° KYO/ma, He nposoansocs
TYMC (npimasis Ta naicenesux rpubis): ne Ginsue 10' He nposoausiocs
KYO/ma.
He gonyckacrsen nansuicts Escherichia coli g 1 ma. He nposoaiiocs

*every 5-th batch is tested / *nposoauThben Ans koxuol 5-¥ napril

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.
Bupo6uuua ainsunus: Bionoriwe Xaitasmirrens Xeeas I'm6X, A-p Pexeser-mrpace 2-4, 76532 Banen-banen, Himeyunua,

Homep siuensii na BUpoSHUUTBO Ta KouTpomo sikocri: DE_BW_01_MIA_2023_0044.

1 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.

Hum 7 niomeepoxcyo, o Ha6eOeHa euuie indopmayia € cnpasxcnboo i mounoio. Cepin npenapamy 6yna suzomosnend, 6 Momy
yucni ynaxoeana i nepesipena, & Mexcax npoyeoypu Kowmponio axocmi Ha 3aznadenii euie eupoOHuuii Oinbhuyi 6 nosuii
sionosionocmi 0o eumoz npasun Hanexenoi Bupobnuyol Ipaxmuxu (GMP), ecmanosnenux micgesum pezynamopium opzanom, a
makodc 6 noewiii eionosionocmi 0o cneyudixauiii, nepedbauenux y Jliyensil wa eupobuuymeo Kpaluu-imnopmepa 3i
cneyudixayiamu Ha npodyKyilo, nepedbauenumu OnA  OOCRIONCYBAMUX NIKAPCOKUX 3acobie. [Joxymenmayia cmocoeno
supobHuymea, naxyeanna i ananizy cepll Oyna nepesipena, i 0y1o 6CMAHOGAEHO, WO 60HA sionosidac eumozam Hanemncuol

Bupoénuyoi Ipakmuxu (GMP). e —
Vo
Name / TIIB /s e
Signature / Tianuc: | £ A——— .\
\ II « («RACKAT MEJIIKAN '1-;_-"}
Position / [ocana: Quality Control Manager / Ynosnosascena 0cbia 3 KOHMpoRw AKocmiic I
Date of release / Jlata sunycky cepii B npoaax: 24.07.2023 L o / .
37337 / -‘;_"/,‘
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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



AEPKABHA CJIVKBA 3 IIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npoB. Citmuanoi Hamii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOI0 B YKpAaiHy JIIKAPCHKOI0 3ac00y
08.08.2024 Ne 38566/24/1011
I'THEKOXEEJIb

(naiiMenyBaHHA NIKapCHKOr0 3aC00Y 3riIHO 3 PEECTPALIHHAM NOCBIAYEHHAM)
Kpamii opaiabHi o 30 ma y ckasiHomy guakoni-kpaneasuuui; no 1 guiakony-KpanejabHuii B
KOpoO1i 3 KApTOHY
(thopma BumycKy, H03yBaHHA, BHJ AKyBaHHA JiKapcbKOro 3acoby)

Homep peectpauiitnoro nocsiggenns UA/7867/01/01 crpox nii peecrpauiitnoro nocsizuenns 01.01.2099

Cepis nikapcskoro 3acoby Ne 01924 KinskicTs BBe3eHOTrO Jikapeskoro 3acofy 5309
Bupo6HHK Bionorime Xainemitrens Xeenb 'm6X, Himeuunna
(nalimMeHyBaHHA BHpOOHHKa JIiKapchKoro 3acoby, KpaiHa MoXoKeHHs)
Beesero B Ykpainy Tosapucrso 3 oomesxkenoo BianosinanaesnicTio "KACKAJI MEIIKAJI
PEI'TOHU", inent. xon: 35757357
(naiimenyBanns Ta ko 3a €JIPTIOY ropuanunoi ocobu abo p=ss T (', Mo 6aThKOBI (izHuHOT

0co0H - mianpuemus, ii MicIe NPOKHBAHHA Ta peecTpal ainii
noaarkis abo cepist Ta HYMED

B VYkpaiHy 3

//é : @5/ Biktop CTE®KIBCHKUIA

W (iniuians Ta npissHue)




AEPKABHA CIYKBA 3 IKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM ¥ KHIBCBKIA OBJIACTI

npos. Ceitmngnoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOr0 B YKpaiHy JiKapchbKOro 3acody

02.04.2024 Ne 14392/24/10

I'THEKOXEEJIb
(nHafiMeHyBaHHA TIKapCBKOro 3aco0y 3riHO 3 peecTpaLiiHHM MOCBLIYEHHAM)
Kpani opaabHi no 30 ma y ckasinomy ¢aakoni-kpaneabuuui; no 1 paakony-kpaneabHuui B
KOpoOui 3 KApTOHY
(hopma BuMycKy, 1O3YBaHHA, BH NAKYBaHHs JIKapchKOro 3acofy)

Howmep peectpauiiinoro nocsingenns UA/7867/01/01 crpox ii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nixapcskoro 3aco6y Ne 01924 KinskicTs BBe3eHoro sikapeskoro 3acody 6000

Bupo6uuk bionorime Xaitnemitrens Xeens 'm6X, Himeuunna

(HaiiMeHyBaHHA BUpOOHHKa JikapcbKoro 3acoly, KpaiHa MoXomkeHHs)

Baeseno B Vkpainy ToBapucTBO 3 06MEKEHOIO B2 inaabsicTio "KACKAJI MEJIIKAJI
PEI'TOHMHN", inent. xoa: 35747 '

3a pesysbTaTaMH JEPKABHOrO KOHTPOII0 BCTAHOBJIEHO, RApCchkMi  3aci® BBeseHO B YkpaiHy 3

JAOTPHMAHHAM BuMOr 3aKOHOIABCTBA 00 3a0e3MeyeH s AKOCTI TiKapehKHX 3aco0iB.
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