-Heel

Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SKOCTI

Product: RENEELS® N, tablets Ne 50 in containers Nel
n in: PEHEJIb H, Tabnerkn NeS0 y wonTeiinepax Nel
Batch Ne: 04182 Batch quantity produced in total (packs): 3014
Homep cepii: 04182 KinekicTs npoaykuil B cepii (ynakosok): 3014
Manufacture Date 07/11/2023 Registration license number: UA/2442/01/01 validity period unlimited
JlaTta BupobHMUTBA: 07/11/2023 Homep peectpauiiinoro nocsigyenns: UA/2442/01/01 Tepmin aii HeoDMeskennii
Expiry date: 10,2028 Country of origin: Germany
Tepmin npuaaTHOCTI: 1072028 Kpaina noxoamenss: Himeuunna
Testing point / Specification / Results / Control methods/

Hoxaznuxu akocmi Cneyudpixaunin Pesynomamu Memoou konmponio
Description Round planar tablets with facet. Corresponds QCM, It. 1,visually
Onuc Kpyrai naocki Tabaerin 3 dackoio. Bianosinae MK, n.1, sisyanbuo
Odour Odourless. Corresponds QCM, It. 2, Ph. Eur. 234
3anax Be3 3anaxy. Bianosinae MK#, n.2, Esp.®. 2.3.4
Average mass 298-304 mg, nominal weight: 301.5 mg. 301 mg. QCM, 1. 3, Ph. Eur. 2.9.5
Cepeans maca 298-304 mr, HomiHansua maca: 301.5 mr. 301 mr. MKH, n.3, €sp.D. 2.9.5
Uniformity of the mass Must correspond to Ph. Eur. Corresponds QCM, It. 4, Ph. Eur. 2.9.5
OanopiaxicTs MacH Mace sianosigatu €sp.d. Bianosinae MKS1, nd4, €sp.®. 2.9.5
Colour White to yellow-white, sporadically yellow points may Yellow-white QCM, It. 5, visually

Kouaip

occur.

Bia Ginoro go woeTo-6inore, MoxauBi nooAnHOKI
¥KOBTi BKpanjeHHs.

KoeTo-bianii

MKH, n.5, sisyaaeno

TYMC make. 102 KYO/r.
Escherichia eoli (B 1 r): BincyTHicTs.

<10 KYO!r

Disintegration time Max. 15 minutes. 3 minutes QCM, It. 6, Ph. Eur. 2.9.1
Posnaganus Maxkc. 15 xBuaun, 3 XBHANH MK#, n.6, €ep.D.2.9.1
Friability Max. 1.0 %. 03% QCM, It. 7, Ph. Eur. 2.9.7
Crupanicts Make. 1.0 %. 0,3 % MKA, n.7, €sp.®. 2.9.7
Hardness 30-70 N. 50N QCM, It. 8, Ph. Eur. 2.9.8
CriiikicTs a0 30-70 H. S50H MKSI, n.8, €sp.D. 2.9.8
PO30aBAI0BAHHN
Microbiological Ph. Eur. 5.1.4: QCM, It. 9, Ph. Eur. 2.6.12,
contamination TAMC: max. 10° CFU/g, <10CFU/g 2.6.13

TYMC: max. 10> CFU/g. <I10CFU/g

Escherichia coli (in 1 g): not detectable. Corresponds
Mikpobiosoriuna €pp.d.5.1.4: MK#, n.9, €ep.®. 2.6.12,
uueToTa TAMC maxkc. 10° KYO/r, 2.6.13

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Bs
Manufacturing and quality control license number: DE BW_01_MIA_2023_0093.
Bupotunua ginsuuus: Bionorime Xaiasmitreas Xeeas I'm6X, [I-p Pexeser-mpac
Homep niuensii Ha BupobHuUTBO Ta KouTpoao sikocti: DE_BW_01_MIA_2023_009

packaging/labeling and quality control at the above mentioned recognized building in full colpante 5o
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.

Hum a niomaepdacyio, wio nacedena suuie ingopmania € chpasicitoio i moynoio. Cepin npenapamy Gyaa 6uzomoenena, 6 moay wucni
ynakoeana i nepesipena, 6 Medicax NpoyedypI KORMPONIo AKOCHI Ha 3Ja3Rakeniil euue eupodnuyiil dinbnuyi 6 noeniil eidnosionocmi oo
eumoz npasun Haneacuoi Bupodnuuoi IMpaxmuku (GMP), ecmanoanenux Micyesus pezyiRmopiuum op2aioM, a maxexyc & nocnii
eionosionocmi do cnewudirauiii, nepedsauenux y Jiyensii na eupobuuymeo Kpainu-isnopmepa 3i cneudikauisyu na npodyxyiio,
nepedbavenustu OnA docaiddcysanux nikapeskux 3acofis. JoxyMmenmania cmocosno GUpoGHULMEn, u‘agjrhfmiimﬁ cepii Gyna
nepegipena, i Gya0 6cmanoaneno, wo eona gidnogioac sustozam Harevicnof Bupobnuuoi Ipaxkmuku (GMP}//"/_\\\

Verena Wieland / Bepena B’enend | + "

i dau b

Quality Control Manager/ Yirlmasmerm ocaﬁ:rs anmm axocmi
15.02.2024

Name / I11b:
Signature / Iianmnc:

Position / ITocana:
Date of release / lata Bunycky cepil B npoaax:

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



JEPKABHA CJIYIKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCBKIHU OBJIACTI

npos. Ceitimmanoi Haxii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EIPIIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOT0 B Y KpaiHy JiKapchbKOro 3acody

10.05.2024 Ne 22537/24/10

PEHEJIb H
(HaliMeHyBaHHs NKapChKOro 3acoby 3riAHO 3 peecTpauiifHuM MOCBIT4EHHAM)
TabaeTku, mo 50 TabieTok y KoHTeiiHepi nosinponiienosomy; no 1 kourelinepy B Kopooui 3
KAapTOHY
(thopma BumyCKY, I03yBaHHA, BHJ NAaKyBaHHA JIKAPCHKOro 3acoby)

Howmep peectpamiiinoro noceizuenns UA/2442/01/01 crpox aii peecrpauiiinoro nocsiguenss 01.01.2099
Cepis nikapcskoro 3aco6y Ne 04182 KinbkicTs BBe3eHOTO Jikapeskoro 3acoby 3014

Bupo6ruk Bionorime Xainsmitrens Xeens 'M6X, Hivequnna
(naiiMenyBanns BUpoOHHKa JiKapchKoro 3acoly, KpaiHa MoXoKeHH:)

Baeseno B Vkpainy ToeapucTBo 3 06mesxkeno0 BianopinaabuicTio "KACKAJ MEJIIKAJI
PEI'TOHH", inent. xon: 35757357

(naiimMenyBanns Ta Koz 3a EJIPTIOY opuanunoi ocobu abo npiss
ocofH - miampHeMs, ii Micie MPOKUBAHHA Ta peecTpatliiinuii
nojatkis abo cepis Ta HoMep Nag/EP Iy,

IIpoToxkoa BisyansHoro konrpomo six 07.05.2024 Ne 1239/19.
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