-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTU®IKAT SIKOCTI

Product: VERTIGOHEELS, oral drops 30 ml in drop-bottles
Hpoaykuis BEPTII'OXEEJIb, kpanai opanbsi no 30 ma y aakonax-KpaneabHHUAX
Batch Ne: 05411 Batch quantity produced in total (packs): 30465
Homep cepii: 05411 KinpkicTs npoaykuii B cepii (ymakoBok): 30465
Manufacture Date 26/02/2024 Registration license number: UA/5303/02/01 validity period unlimited
Jata BupofunuTBa: 26/02/2024 Homep peecrpauiliHoro noceiayenss: UA/5303/02/01 Tepmin ail HeoGmemennii
Expiry date: 01/2029 Country of origin: Germany
Tepmin npuaaTHOCTI: 01/2029 Kpaina noxomaenns: Himeuyuna
Testing point / Specification / Results / Control methods/
Hoxasnuxu akocmi Cneyudpixayin Peayasmamu Memoodu konmponio
Odour Of ethanol, may smell characteristic of Conium. Of ethanol and QCM, It. 1, GHP, H2.2.1
characteristic of
Conium.
3anax ETanony, moxke maTu Xapakrepuuii 3anax Conium. Etanoay, MKH, n.1, GHP, H2.2.1
NPHCYTHIH
XapaxkTepHHH
sanax Conium.
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
Tpo3opicTs Ipo3opwmii. Bianosinae MK, n.2, €ep.®. 2.2.1
Colour Calourless. Corresponds QCM, It. 3, visually
Kouaip Besbapsuuii. Bianosigae ‘MK, n.3, BisyaabHo
Degree of tint 0-20 Hazen. 0 Hazen QCM, It. 4,visually
Koasoposicrs 0-20 Xaseuis. 0 Xa3enis MKS, n.d, Bisyansno
Ethanol 33%-37% vol. Theoretical content of ethanol: 35% vol. 35,9 %vol. QCM, It. 5, depending on
density, Ph. Eur. 5.5
Etanon 33%-37% 06. Teoperuunnii Bmicr eranony: 35% of. 35,9 %o06. MKH, n.5,8 3anexnocTi Bin
rycruun,€8p.P. 5.5
Relative density 0,954-0,960. 0,956 QCM, It. 6, Ph. Eur. 2.2.5
BianocHa rycruna 0,954-0,960. 0,956 MKA, n.6, €ep.®. 2.2.5
pH 5,2-7,0. 6,5 QCM, It. 7, Ph. Eur, 2.2.3
pH 5,2-7,0. 6,5 MKA, n.7, €sp.®. 2.2.3
Microbiological Total quantity of allowed viable microorganisms:
contamination * TAMC(bacteria): not more than 102 CFU/m|, E
TYMC (yeasts and moulds): not more than 10! CFU/ml. 6.12,2.6.13,5.1.4
Escherichia coli is not allowed in 1 ml.
MikpoGionoriuna Y npenapati gonycKaeTbes 3araibHa KinbKicTs
uyueToTa” MHTTEIAATHHX MIKpPOOpraunismis: _
TAMC (6akrepiii): ne Ginbme 10> KYOQ/ma, 112, 2.6.13,5.1.4
TYMC (apixmpxkie Ta nuicenesux rpubis): ne Ginsue 10!
KYO/ma.
He nonyckaerbea nasisuicts Escherichia colie 1 mu.

*every 5-th batch is tested / *nposoanTsen ann komuol 5-1 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.
Bupobunya ainpanusn: Biosorime Xaiiasmitrens Xeeas I'm6X, I-p Pexeser-mirpace 2-4, 76532 Banen-Bagen, Himeyunna.

Homep niuensii Ha BupoGHUITBO Ta KoHTpouio 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 batch processing, packagmg and
analysis records were reviewed and found to be in compliance with GMP.

Lium 8 niomeepdacyio, ujo nasedena euuge inhopmanin € cnpassicivolo i mounoio. Cepia npenapamy Gyaa 8uzo
ynaxosana i nepesipena,  mencax npoyedypu Konmponio Akocmi na 3aznavenii euwie supofnuyii olnenuui 6 I i
eumoz npasun Hanearcnol Bupaﬁnww? Hpaxmuxu (GMP}, écmanoenenux mcuesm pez.wmmopumr opaalge

nepedbauenumu OnA Odocaidcysanux nikapcvkux 3acobie. JoKymenmauia cmocosio supobnuUKmMEn, NaKys
nepeeipena, i Gyno cmanosaeno, o éona sionogioae eusozart Hanexcnof Bupodnuuoi Hpaxmuku (GMP).

Name / I1IBG: Verena Wieland / Bepena B’eaend
Signature / Ilignuc: f u —&i 2
Position / ITocaaa: Quality Control Manager / Ynoenoeaziceria 0coba 3 Konmponio akocmi

Date of release / laTa Bunycky cepii B mpogax: 10.04.2024
Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 24, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640



JAEPKABHA CJIVKBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npos. Ceitmmanoi Haxnii, 3, m.Kuie, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOI'0 B YKpaiHy JIIKapCbKOro 3acody

08.08.2024 Ne 38559/24/10

BEPTITI'OXEEJIb
(naiiMeHyBaHHs NiKapcEKOro 3aco0y 3riHO 3 peecTPaliifHHM MOCBITHEHHAM)
Kpamii opaiabHi; no 30 ma y paakoni-kpanensnuui; no 1 guiakony-kpaneabHui y kopooui 3
KApPTOHY
(dhopma BHITyCKY, 103YBaHHS, BHJI IAKYBaHHA JIIKapChKOro 3acody)

Howmep peectpauiiinoro nocsixgenns UA/5303/02/01 crpox aii peectpauiiinoro nocsizyenns 01.01.2099
Cepis mikapcskoro 3aco6y Ne 05411 KinskicTs BBe3eHoro nikapeskoro saco6y 15000

Bupo6auk Bionorime Xaitnemitrens Xeens 'm6X, Hiveuunna
(HaliMeHyBaHHA BUpOGHHKa JIIKapchKOro 3acoly, KpaiHa MOXO/KEHH:)

Beeseno B Ykpaiuy Tosapucrro 3 oomexenoro Bianosinaasuictio "KACKAI MEATIKAJI
PET'TOHH", inent. xon: 35757357

(naiimMenyBanus Ta koA 3a €IPTIOY 1opuaniHoi ocobu abo npiseuie, iM'a, no GaTbkoBi BiznuHOT

3a pesynbTaTaMH IEP)KABHOTO KOHTPOJNIO BCTaHOBJIEHO, i ofhd B ) kpainy 3
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AEPKABHA CJIVKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIBCBKIU OBJIACTI

npos. Ceitimanoi Hanil, 3, m.Kuis, 02099, re/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BUCHOBOK
NPO SIKICTh BBE3€HOI0 B YKpPAiHy JIKAPCHKOI0 3ac00y

10.02.2025 Ne 4238/25/1011

BEPTII'OXEEJIb
(naiimMeHyBaHHS NiKapCLKOro 3acofy 3rifiHo 3 peecTpauiiiHiM NOCBITYEHHAM)
Kpamii opauabHi; mo 30 mu y paaxkoni-kpaneasnuui; no 1 guiakony-kpaneasHumi y kopooui 3
KAPTOHY
(hopma BuIyCKY, JO3YBAHHA, BHJ NAKYBaHHA JIKAapChKOro 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/5303/02/01 crpok aii peectpauiiinoro nocsizyenns 01.01.2099
Cepis nixapcskoro 3aco6y Ne 05411 Kinskicts BBe3eHoro Jikapeskoro sacoby 15465

Bupo6ruk Bionorime Xaitnemitrens Xeens I'm6X, Himeuunna
(HaiiMenyBaHHs BUpoOHHKa JTiKapcbkoro 3acoby, KpaiHa MoXomKeHHs)

Beeseno B Ykpainy Topapucreo 3 oomeskenoio BiagnosinaasuicTio "KACKA/I MEJIIKAJI
PEI'TOHM", inenr. xon: 35757357
(HaiiMenysanns Ta kox 3a €JIPTIOY ropuanaHoi ocobu abo npissuiue, iM'a, no Gatekosi (iznunol

ocobu - miampuemMnd, ii Micie NMPoXKHUBAHHA Ta peccTpamiiHmii HoMep 061iKOBOT KApTKH IIaTHHKA
noaarkis abo cepis T2 HOMep Nacnopra

IIporokoa sisyaasnoroe konrpomio sin 03.02.2025 Ne 0298/2.

Onera EPBOMEHKO

Or{y KOHTPONLIO) {niamic) (iminian# Ta npizeuine)
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