-Heel
Biologische Heilmittel Hee! GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTH®IKAT SKOCTI

Product: ANGIN-HEEL? S, tablets N 50 in containers
Ipoaykmis: AHTTH-XEEJIb C, Tabnerkn Ne50 y konTeiinepax
Batch Ne: 05861 Batch quantity produced in total (packs): 12950
Homep cepii: 05861 KinbkicTs nponyxuii B cepii (ymaxosok): 12950
Manufacture Date 15/04/2024 Registration license number: UA/5900/01/01 validity period unlimited
Jata BHpoGHHNTEA: 15/04/2024 Homep peectpauiiinoro noceigsenns: UA/5900/01/01 Tepmin aii HeoOmexennii
Expiry date: 03/2029 Country of origin: Germany
Tepmin npuaaTHocTi: 03/2029 Kpaina noxoxxeHHs: Himegunua
Testing point/ Specification / Results/ trol methods/
Hoxasnuxu axocmi Cneyudiraunia Pezpnsmamu Memodu koumponio
Description Circular, planar tablets with facet. Corresponds QCM, It. 1,visually
Omnie Kpyrai nnocki Taaerxn 3 dackoro. Binnoeinae MKA, n.1, sizyansuo
Odour Odourless. Corresponds QCM, It. 2, Ph. Eur. 2.3.4
3anax Bes 3anaxy. Bignosinae MK, n.2, €sp.D. 2.3.4
Colour White to yellow-white, colour field 1A1-1A2. White QCM, 1t.3,visually,
pocket encyclopedia of colours
Muster-Schmidt
Kounip Bia 6inoro a0 wosTto-6inore, mkana koanopis 1A1- Bisuii MK/, n.3, sisyansmo,
1A2. KINIEeHbKOBA eHUNKnoneain
konsopis Muster-Schmidt
Average weight 298-304 mg, nominal mass: 301,5 mg. 301 mg QCM, It. 4, Ph, Eur. 2.9.5
Cepeans maca 298-304 mr, nominansna maca: 301,5 mr. 301 mr MK, n.4, €sp.®. 2.9.5
Uniformity of the mass Must correspond to Ph. Eur. Corresponds QCM, It. 5, Ph. Eur. 2.9.5
Onnopinmiers macn Mac pianosinatu €sp. . Bignosigae MK, n.5, €ep.®.2.9.5
Disintegration time Not more than 15 minutes. 2 minutes QCM, It. 6, Ph. Eur. 2.9.1
Posnaganun He Ginswe 15 xpimann. 2 xpann MK/, n.6, €8p.D.2.9.1
Friability Max. 1,0%. 0,3% QCM, It. 7, Ph. Eur. 2.9.7
Crupanicrs Makxe. 1,0%. 0,3 % MK, n.7, €sp.®@. 2.9.7
Hardness 30-70 N. 47N QCM, It. 8, Ph. Eur. 2,9.8
CriiikicTs no 30-70 H. 47TH MKH, n.8, €ep.®. 2.9.8
po3aaBaloBains
Microbiological purity Ph. Eur, 5.1.4: QCM, It. 9, Ph. Eur. 2.6.12, 2.6.13
TAMC: max. 10? CFU/g, <10 CFU/g
TYMC: max.10' CFU/g.
Staphylococcus aureus ( in 1 g): absence.
Pseudomonas aeruginosa ( in 1 g): absence.
Mikpo6iosoriuna wmerora | €sp.®. 5.1.4: Y, €op.®. 2.6.12, 2.6.13
TAMC: make. 10°KYO/r, %’é
TYMC: maxe. 10' KYO/r. =8
Staphylococcus aureus ( B 1 r): sigeyruicrs. Eg
Pscudomonas acruginosa ( 8 1 r): sincyTaicrs. =S

?

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-B.
Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093.
Bupofunua pinpunus: Bionorime Xaiasmitrens Xeeanr I'm6X, J-p Pexeser-mtpace 2-4, 76532
Homep niuensii Ha BupoSuuuTso Ta kouTpoaio axocri: DE_BW_01_MIA_2023_0093.
I hereby confirm that the above information is authentic and accurate. This baich 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, packaging and
analysis records were reviewed and found to be in compliance with GMP. g
Ifum a nidmeeponcyro, wio nasedena eunie ingpopmayis € cnpassicuvoio i mounoro. Cepia npenapamy 6ymu!éq ! ry
qucai ynakoeana i nepegipena, 8 MedNcax npoyedypu KOHMPONIo AKOCHI HA 3a3HAYEHIN BUU(e SHPOBHUYIN QI
eionosionocmi 0o eumoz npasun Hanexncnol Bupobuuuor Hpaxmuu (GMP), scmanosaenux micyesust pez mopﬂm \l, a)
maKosic 8 nosniil eidnosionocmi do cneyugirayii, neped&aqenux y Hiyensit na supobruymao kpmnu-d;wpm@n %
Ha npedyKyiio, nepedbavenumu Ona docridicyeanux nikapcskux 3acodie. Joxymenmayia cmocosno auﬂoﬁm!llm"ds, msxmtaux ile|
aHanizy cepii Gyna nepesipena, i Byn0 6cManosReno, o ¢ona sidnosidac eumozam Hanecnot Bupobuu "r Hpﬂ j

Name /I1IB:
Signature / Hignne:

Position / ITocana:
Date of release / Jlata Bunycky cepii B mpogas:

uality Control M
15.05.2024

ager / Ynosnoeadicena 0cooa 3 KORmMponio AKOCH

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



JAEPKABHA CJIVKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM YV KHIBCHKIN OBJIACTI |

npos. CeiTimmuroi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dIs.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3eHOro B YKpaiHy JiKapchbKoro 3acooy

10.12.2024 Ne 64007/24/1011

AHI'TH-XEEJIb C
(HaiiMeHyBaHHS NIKAPCHKOro 3aco0y 3riHO 3 peeCTpPaliiiHHM TTOCBITYEHHAM)
Tabuerku, no 50 Tabnerok y koureiinepi noainponizienosomy; no 1 koureiinepy B kopooui 3
KapTOHY
(dhopma Bunycky, N03yBaHHs, BHJ NIAKYBaHHA JIIKapCLKOro 3acofy)

Homep peectpauiitioro nocsingenns UA/5900/01/01 crpox nii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nikapeskoro 3acoby Ne 05861 KinbkicTs BBe3eHoro nikapcskoro 3acoy 6550 -

BupoGHuK bionorime Xainemitrens Xeens I'M6X, Himeyunna
(naiiMeHyBaHHs BUpOOHHKa JiKapcbKoro 3acofy, KpaiHa MOXOKEHHS)

Beeseno B Ykpainy Tosapucrro 3 oomexenoro Bianosigaasuictio "KACKAJL MEIIKAJI

PEI'TOHMN", inent. xon: 35757357
(naiimenysanns Ta koj 3a €JIPTIOY opuanunoi ocobn abo npissuuie, iM's, no 6aTekosi isnunoi

0cobu - mianpuemus, i Micle NpoKHBAHASA Ta peecTpaliiiiuii Homep 061iKoBOl KapTKH NIaTHHKA
nonatkis abo cepis Ta HOMep macropra)

Ipotokon Bisyansuoro kourpomo six 03.12.2024 Ne 3830/1.

3a pesymbTaTaMH JIepKABHOTO KOHTPONIO BCTAHOBJIEHO, IO Jikapdk Yxpainy 3
AOTPHMAHHSAM BuMOr 3aKOHOJABCTBA MO0 3abe3meyeHHs SKOCTi Jika)\
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Onera EPLOMEHKO

(ninmuc) {ininianu Ta npizenme)




JEPKABHA CJIYKBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMMH Y KUIBCBKIA OBJIACTI

npoe. Ceitimmaroi Hanii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3eHOr0 B Y KpaiHy JIKapcbKOIo 3acody

14.10.2024 Ne 51582/24/10

AHT'TH-XEEJIb C
(HaiiMeHyBaHHS JiKapChKOTo 3acoby 3riIHO 3 peecTpaulifiHuM NOCBIAYEHHAM)
Tabuerku, no 50 Tadaerox y KoHTelHepi moJinponiienoBomy; no 1 KouTeiinepy B kopooui 3
KapTOHY
(bopma BHIYCKY, I03yBaHH:, BH/| MTaKyBaHHA JiKapceKOro 3acody)

Howmep peectpauniitioro nocsinuenns UA/5900/01/01 ctpox xii peectpauiiinoro nocsizgenns 01.01.2099
Cepis nikapcrkoro 3aco6y Ne 05861 KinbkicTs BBe3eHOTO Jikapchkoro 3acoby 6400

BupoGuuk Bionorime Xaitemitrens Xeens I'M6X, Himeyunna
(naiiMeHyBaHHs BHpoOHMKa Nikapchkoro 3acoly, KpaiHa NoXo/ukeHH:)

Bgeseno B Vkpainy TosapucTBo 3 o0Mexenow Binnosizaabnicrio "KACKAJL MEJIIKAJI
PEI'TOHM", inenr. xon: 35757357
(naiiMeHyBanHs Ta koj 3a €JIPTIOVY ropuanyHoi ocobu abo npizsuule, iM's, no SaTbkoBi (iznuHoi
0co0H - miampHeMIL, il Micle MPOJKHBAHHA Ta peecTpalliifHuii HoMep 061iK0OBOT KapTKH IUIATHHUKA
noaarkie abo cepid Ta HoMep nacnopTa)

IIporokoa Bisyaasnoro kourpomo sin 09.10.2024 Ne 3065/1.

3a pesynbTaTaMH JCPXKABHOTO KOHTPOMIO BCTAHOBJEHO, WO JIKAPCHKMIA
JAOTPHMAHHSAM BxMOT 3aKOHOJABCTBA 010 3a0e3MeYeHHs AKOCTI JiKapeh

/é @a/ Bikrop CTE®KIBCHKHH

nunuc (ininiany Ta npizsuue)
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