QUALITY CERTIFICATE / CEPTH®OIKAT SAKOCTI

-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

Product: SPASCUPREELR®, tablets Ne 50 in containers
Hponyknis: CHACKYTIIPEJIb, TadaeTku Ne50 y konTeiinepax
Batch Ne: 98105 Batch quantity produced in total (packs): 6517
Homep cepil: 98105 KinekicTe npoaykuii B cepii (ymakoBok): 6517
Manufacture Date 07.04.2022 Registration license number: UA/11194/02/01 validity period unlimited
Jata Bupobuuursa: 07.04.2022 Homep peccrpaniiinoro nocsinyenun: UA/11194/02/01 Tepsiu aif neobyesenuii
Expiry date: 03.2027 Country of origin: Germany
Tepmin npuaaTHocTi: 03.2027 Kpaina noxomseHus: Himeuuuna
Testing point / ificati Results / Control methods/
Hoxmnusu axocmi Cnenudpirauia Pesyasmarmu Memodu konmponio
Description Round planar tablets with facet. Corresponds QCM, It. 1,visually
Onsc Kpyrai nmaocki adnerxn 3 dackoio. Binnosinae MK, n.1, sisyansuo
Odour Odourless. Corresponds QCM, It. 2, Ph. Eur. 2.3.4
3anax Be3 3anaxy. Bianosiaac MKS, n.2, €sp.®. 2.34
Average weight 298-304 mg, nominal weight: 301,5 mg. 302 mg. QCM, It. 3, Ph. Eur. 2.9.5
Cepeans maca 298-304 wmr, nominansua maca: 301,5 mr. 302 mr. MK, n.3, €ap.®.2.9.5
Uniformity of the mass Must correspond to Ph. Eur. Corresponds QCM, It. 4, Ph. Eur. 2.9.5
OnuopianicTs mMacy Mae sianosinatn €sp.®. Binnosizac MKH, nd, €sp.®. 2.9.5
Colour White to yellow-white, sporadically yellow-brown points White, sporadically QCM, It. 5, visually -
may oceur, yellow-brown spots
Konip Bia Gimoro a0 osTo-6i10r0, MOAANBI HOBTO-KOPHYNEBI Binit MIKH, n.5, sizyansno
BKPAIICHHEA, HpscyTui sonTo-
KopuuHeni
BRETHIGHIIﬂ
Disintegration time Max. 15 minutes. 1,67 minutes QCM, It. 6, Ph. Eur. 2.9.1
Poinaganusn Make. 15 xsiani. 1,67 xpnann MKH, 0.6, €sp.d.2.9.1
Friability Max. 1,0%, 04% QCM, It. 7, Ph. Eur. 2.9.7
Crupanicrs Maxe. 1,0 %. 04 % MKS4, n.7, €sp.@. 2.9.7
Hardness 30—?0 N. 50N QCM, 1t. 8, Ph, Eur. 2.9.8
CriifikicTs no 30-70 H. S0H MKH, n.8, €sp.®. 2.9.8
PO3AABIOBANHA
Microbiological Ph. Eur. 5.1.4 QCM, It. 9, Ph. Eur. 2.6.12,
contamination TAMC: max. 10° CFU/g, < 10CFU/g 26.13
TYMC: max. 10* CFU/g. <10CFU/g
Escherichia coli (in 1 g): absence. Corresponds
MikpoGiosorigna uncrora €Cop.®.5.14 MKA, n.9, €sp.®. 2.6.12,
TAMC maxe. 10° KYO/r, 2.6.13
TYMC maxe. 10° KYO/r.
Escherichia coli (8 1 r): siacyrmicts.

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532{B5
Manufacturing and quality control license number: DE_BW_01_MIA_2022_0090.
BupobGun4a ainexnua: Biogorime Xaismitreas Xeeas I'm6X, JI-p Pexeser-mrpaig
Homep aiuensii na BnpobHAUTBO Ta KouTpoio sxocti: DE_BW_01_MIA_2022_00

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.

Huxm s niomeepocyro, wo nasedena suwe ingopmania € cnpasxiciivoio i mounoio. Cepin npenapamy byna euzomosnena, 6 momy wucni
ynaxosana i nepesipena, 8 Meycax npouedypu KOHMpORio AKocmi Na 3a3navenii eunle eupobruin dinvnuyi 8 nognii sionosionocmi do
sumoz npasun Hanexcnoi Bupodnuuol Hpaxmuku (GMP), ecmanoenenux micyesusm pezyiaAmopnruM op2anoM, @ Maxodc 8 nosuii
gionosidonocmi 0o cneyupikayiii, nepeddauenux y Jliwensii na supoGuuymso Kpainu-imnopmepa 3i cneyugirayinnu na npodykyiio,
nepeddauenumu 0Aa docaidacysanux aikapeskux 3acodis. Jokysenmania emocoeno supobHumaa, nmglsmmx i nnmay cepii' Gyna
nepesipena, i Gyno ecimanoeaneno, o eoxa sionosioae susmozanm Hanescnoi Bupotnuyof Ipaxkmuku (GMP).

Name / IIIB: Verena Wieland / Bepena B’cnend
Signature / Ilianue: I
Position / ITocana:

Date of release / laTa Bunycky cepii B npogax:  10.10.2022

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



JEPXIIIKCIIYXBA
JAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIU OBJIACTI

npocnekt Banepis JlodanoBcskoro, 51, M. Kuis, 03110, texn/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €EAPIIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOr0 B YKpaiHy JIiKapcbKOro 3acody
02.12.2022 Ne 51300/22/10
CIHACKVYIIPEJIb

(naliMeHyBaHHs NiKAPChKOTro 3aco0y 3rifHO 3 peecTpauiifHiM MOCBITYEHHAM)
Tabuaerku, no 50 Tabneroxk y KonTeiiHepi noginponiiieHosomy; no 1 KourTeiinepy B Kopooui
3 KAPTOHY

(thopma BHMYCKY, J03yBaHHS, BH/ NaKyBaHHA JiKapchKoro 3acoby)
Howmep peectpauiitnoro nocsiguenns UA/11194/02/01 crpox aii peectpauiitioro nocsizuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 98105 KinskicTs BBe3eHOro Jikapeskoro 3acoby 3200

Bupo6uuk Bionorime Xaitnsmitrens Xeens I'MoX, HiMmeuunna

(naliMeHyBanHs BHpoOHUKa NiKapchKOro 3acoby, KpaiHa MOXOKEeHH)

Bseseno B Ykpainy ToBapucTBO 3 00Mexenoio BignosigansuicTio "KACKAJ]
MEJIKAJI PET'TOHH", inenr. xon: 35757357

(naiimenyBanHs Ta ko 3a €JIPIIOY ropuanynoi ocobu abo npizsuie, iM'a, no GaTekosi
thizmunoi ocobu - miampueMLs, Tl Micle MPOKMBAHHA Ta peecTpauiiHnii Homep 06ikoBOT
KapTKH [UIaTHUKA nogatkis abo cepis Ta Homep nacnopra)

IIpoTtoxkoa Bizyansnoro kourpomo six 02.12.2022 Ne 3175/15.

3a pe3ynbTaTaMH JIE€PKABHOIO KOHTPOJIIO BCTAHOBJIEHO, IO JIiKapchkui 3aci® BBe3eHO B VYKpainy 3
JOTPHMAHHSM BuMOr 3aKOHOIABCTBA 1010 3a0€3MeYeHHs AKOCTI JTIKAPChKHUX 3acobiB.
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JEPKABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM Y KHIBCBKIN OBJIACTI

npocrekt Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
npo SIKiCTh BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody
04.08.2023 Ne 37663/23/1011
CITACKYIIPEJIb

(naiiMenyBaHHs NiKapChKOro 3acoby 3rilIHO 3 peecTpaliiHHM NMOCBiYEHHAM)
Tabaerku, no 50 Tabaerok y Kouteiinepi nojainponiienosomy; no 1 konreiinepy B kopo0ui 3
KapToHY
(popma BHMyCKy, 103yBaHHS, BHJI IAKYBaHHA JiKapchkoro 3acoby)

Howmep peecrpauiiinoro nocsinenns UA/11194/02/01 crpox nii peectpauiiitoro nocsingenns 01.01.2099
Cepis mikapcskoro 3aco6y Ne 98105 KinbkicTs BBe3eHOro nikapcskoro 3acoby 3317

BupoGruK Bionorime Xaitismitrens Xeens I'M6X, Himeuunna
(naiiMeHyBaHHS BHPOGHMKA JTIKAPCHKOro 3aco0y, Kpaina NoXOKeHH )

Bseseno B Vkpainy Tosapuctso 3 o6mexenoo innosinaasuicTio "KACKAL MEJAIKAJI
PEI'TOHU", inent. xon: 35757357
(naitmenysanns Ta kof 3a €/IPTIOY opuanuHoi ocobu abo npissuie, im'a, no 6aTbroBi QizHyHOT

ocobu - mianpuems, Ti Micue NMPoKUBAHHA Ta peecTpauiiinnit Homep 061iKOBOT KAPTKH NIIATHHKA
nozartkis abo cepis Ta HoMep nacnopra)

Tporokoa Bisyaasuoro kontpoumio sin 03.08.2023 Ne 2376/12.

3a pesynbTaTaMH JIEPKABHOTO KOHTPOIIO BCTAHOBJICHO, W10 B VYkpaiHy 3
JNOTPHMAHHSAM BUMOT 3aKOHOJABCTBA MO0 3a0€3Me4CHHS AKOCT!
Ipuna ITAJIAMAP
(mianwuc) (iniuiamy Ta npizsuuie)
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