-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTU®IKAT SKOCTI

Product: ZEELS®T, tablets Ne 50 in containers
Ilpogyxuis: LEJIb T, tabnerkn Ne50 y konTeiinepax
Batch Ne: 05073 Batch quantity produced in total (packs): 5778
Homep cepii: 05073 KinexicTe npoaykuil s cepii (ynakosok): 5778
Manufacture Date 16/02/2024 Registration license number: UA/0020/02/01 validity period unlimited
Jlata BupofHuuTBa: 16/02/2024 Homep peecrpauiiinoro nocsingenns: UA/0020/02/01 Tepmiu nii neoGmexenuit
Expiry date: 01/2029 Country of origin: Germany
Tepmin npuaaTHocTi: 01/2029 Kpaiua moxogmenus: Himequnna
Testing point / Specification / Results / Conirol methods/
Hoxamnuru axocmi Cneuudiranin e3ynLmamu Memodu koimponio
Description Round, planar tablets with facet. Corresponds QCM, It. 1,visually
Onuce Kpyrai nnocki Tabaerku 3 gackoso. Binnosinae MEKH, n.1, BizyansHo
QOdour Odourless. Corresponds QCM, It. 2, Ph. Eur. 2.3.4
3anax Bes3 sanaxy. Bignosigae MEKS, n.2, €sp.®. 2.3.4
Colour White to yellow-white, colour field 1A1-1A2, White colour field 1A1 | QCM, It.3,visually,
pocket encyclopedia of colours
Muster-Schmidt
Konip Bin 6imoro po #xosTo-6inoro, mrana Koasopie Bimnit, wkana konsopis | MKS, n.3, BisyansHo,
1A1-1A2. 1AL KHIIeHbKOBA SHUHKIOMeain
KonALopis Muster-Schmidt
Average mass 298-304 mg, nominal mass: 301,5 mg. 302 mg. QCM, It. 4, Ph. Eur. 2.9.5
Cepennst maca 298-304 mr, HomiHAIbHA Maca: 301,5 mr. 302 mr. MKH, 0.4, €sp.®. 2.9.5
Uniformity of mass | Must correspond to Ph.Eur. Corresponds QCM, It. 5, Ph. Eur. 2.9.5
OaHopianicTh Mae sianosigati €sp.d. Binnosinae MK, n.5, €8p.@.2.9.5
MacH
Disintegration time | Not more than 15 minutes. 2 minutes QCM, It. 6, Ph. Eur. 2.9.1
Posnapaunns He Giabme 15 xBmimH. 2 XBHJIHH. MK5, n.6, €8p.D.2.9.1
Friability Max. 1.0 %. 0,3 % QCM, It. 7, Ph. Eur. 2.9.7
Crupanicth Maxe. 1.0 %. 0,3 % MK, n.7, €sp. @, 2.9.7
Hardness 30-70 N. 54N QCM, It. 8, Ph. Eur. 2.9.8
CriiikicTs a0 30-70 H. 54 H MKJI, n.8, €8p. D, 2.9.8
PO32aBJHIOBAHHS
Microbiological Ph. Eur. 5.1.4: QCM, It. 9, Ph. Eur. 2.6.12,
contamination TAMC: max. 10* CFU/g, <10 CFU/g 2.6.13
TYMC: max.10' CFU/g. <10 CFU/g
Staphylococcus aureus (in 1 g): absence. Corresponds
Pseudomonas aeruginosa ( in 1 g): absence. Correspon
MikpoGionoriuua €pp. O, 5.1.4: ®.2.6.12,
YHCTOTA TAMC: make. 10°KYO/r, <10 KY
TYMC: make. 10' KYO/r. <10 KYPpa=
Staphylococeus aureus ( B 1 r); piacyTHicTs. Binnosin|\&: 2
Pseudomonas aeruginosa ( B 1 r): BiacyTHicTb. Bianosi
Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, German

Manufacturing and quali

| lice

: DE_BW_01_MIA_2023_0093.

Bupo6uuua giasuuusn: Bionoriwe Xainsmirrens Xeens I'moX, JI-p Pexeser-mrpace 2-4, 76532 Banen-Baaen, Himeuunna.
Homep aiuensii na supo6uuiTeo Ta KonTpoa akocti: 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, packaging and analysis records were reviewed and found
to be in compliance with GMP.
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Lust a nidmeeposcyto, wio nacedena euwie infhopmania € cnpassensvoro i mounoio. Cepin npenapamy dyna suzomoaiena, & mpy\‘!g:cni
ynakoeana i nepegipena, 6 Medcax npoyeoypi KORMPOaio AKOCH HA 3a3nauenid suuge eupodnuyin dinsnuyi e rloam:} dd)lﬁama
npasun Hapexcnor Buposnuyoi Ipaxmuxu (GMP), 6cmanosnenux sicesist pezyiamopiiust op2anos, @ maxodic, Qms:::u smmmpuoqnf 3
cnerupirayia, nepedéavenux y Jligensii na supobnuymse Kpainu-imnopmepa 3i cnequghikauissu na npadjwﬂm, I,gqngdﬁamamu by \
docnidarcyeanux nikapcskux 3acodie. Jokysmenmayia cmocoeno supobuuymaa, naxkysanna i ananizy cepit 6yaa nepm)mﬂrﬁyao (mﬁhomqm, J
ujo gona gidnoeidac susiozast Hanesiciol Bupodnuuuoy Hpaxmuxu (GMP). fl

Verena Wieland / Bepena B’enend

Quality Conirol Manager / ¥Ynosnosaaicena ocooa 3 Koumponio AKocmi

Name /IT1B:

Signature / Ilianuc:

Position / ITocana:

Date of release / laTa sunycky cepil B npogam:

25.03.2024

Rinlngicrhe Heilmittel Heel CmbhH Dr -Rerkeweo-Str 2.4, 76532 Raden-Raden. Tel s +49 (M7221/501-00. Fax: +49 (MT7221/501-640



JEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npos. Ceitmuroi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €EZIPTIOY 37078774 2

BUCHOBOK
Npo SIKiCTh BBE3€HOI0 B YKpaiHy JiKapCbKOro 3acody

10.12.2024 Ne 64025/24/10

HHEJIb T
(HaliMeHYBaHHS NiKapCHKOro 3aco0y 3riZHO 3 PEECTpaliHHUM MOCBITYEHHAM)
Tabuerku, mo 50 TabieTok y KoHTeiiHepi moJinponijenosomy, no 1 KonrTeiinepy y kopooui 3
KapTOHY
(dhopma BHMycCKY, I03yBaHHS, BHJ NaKyBaHHA JliKapchbkoro 3acody)

Howmep peecrpauiiinoro nocsinenns UA/0020/02/01 crpox aii peectpauiiisoro nocsimxsenns 01.01.2099

Cepis nikapcekoro 3acoby Ne 05073 Kinskicts BBe3eHOTO Nikapceskoro 3acoby 3200

Bupobruk Bionorime Xainsmitrens Xeens 'MO0X, Himeuuuna
(naiiMenyBanHs BHpoOHHKa NiKapchKoro 3acofy, KpaiHa MoXoKeHH)

Beeseno B Ykpainy Toeapucrso 3 o6meskenoro BianosinaabuicTio ""KACKAJ MEJIIKAJI

PEI'TOHM", inenr. xon: 35757357
(naiimMenysanns Ta ko 3a €/IPTIOY ropuanuHoi ocobu abo npissuie, im'a, no Gatekosi disnunol

ocobu - mianpuemus, Ti Micue MPOXKHBAHHA Ta peecTpauiiiuit Homep 061iKoBOT KapTKH NIaTHHKA
nozarkis abo cepis Ta HoMep nacnopTa)

IIporokoa Bisyansnoro kourpomo six 10.12.2024 Ne 3830/19.

3a pesyiabTATAMH JIEPXKABHOTO KOHTPOJTIO BCTAHOBIEHO, 110 JIKapchK
AOTPHMAHHSAM BHMOr 3aKOHOJABCTBA MO0 3a0e3neyeHHs AKOCTI JiKapChK

Onsra EPBOMEHKO

(nmiamuc) {iniuianu ta npia_mlme)
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