JAEPXJIIKCIIYIKBA
AEPIKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npocnekT Banepisa Jlobanoscbkoro, 51, m. Kuis, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37078774

BUCHOBOK
Npo AKIiCThL BBE3€HOro B YKpainy JikapcbKoro 3acody

08.09.2020 Ne 44420/20/10

HBIOPEKCAH®

(HaliMeHyBaHHA NlikapckKoro 3acoly 3rifHoO 3 peecTpauifiHiM NOCBiAYEHHAM)
Tabaerkn no 25 Tabdaerok y KoHTeliHepi moainponisienosomy; no 1 KouTeiinepy B Kopooui 3

KapTOHY

(dopma BHNYCKY, 103yBaHHA, B NaKyBaHHA JiKapcbKoro 3acody)
Homep peecrpauiiinoro nocsimuennus UA/17415/01/01 crpox nii peecrpauiiinoro noceinuenus 17.05.2024
Cepis nikapcekoro 3acoby Ne 90227 KinekicTb BBE3€HOTO JiKapchkoro 3acoby 6194

BupoGuuk Bionorime Xaitnemitrens Xeens 'M6X, Himeuunna

(HafiMeHyBaHHS BUpOOHMKA NiKapcLKOro 3acody, KpaiHa NOXOKEHHS )

BeeseHo B YkpaiHy Tonagncmo 3 oGMesxkenor0 BignosizaasuicTio "FOBIAM ®APM
TPEHU", inent. xoa: 39278099

(HaiimenyBanns Ta koa 3a €/IPTIOY iopuwanunoi ocoGun abo npissuile, im's, no GaTekoBi disuunoi
oco0H - mianpyemud, ii MicLe MpoXHBAHHA Ta peccTpauiiuuii HoMep 00NiKOBOT KAPTKH MIaTHHKA
nojartkis abo cepis Ta HOMep nacnopra)

Iporokoa Bisyansnoro koutposo sin 01.09.2020 Ne 2786/16.

3a pe3synbTaTaMH JIEPKABHOTQ KOHTPOJIIO BCTAHOBIEHO, LIO JikapcbKHi 3aci® BeeseHo B  YkpaiHy 3
AOTPHMAHHSAM BAMOT 3aKOHOJABCTBA WIOA0 3a0e3rneYeHHA AKOCTI TiKapChKuX 3acobib.

E @y@lexciﬁ COJIOIIPAU

(nianuc) (iniuianu Ta npissue)




-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: NEUREXAN®, tablets Ne 25 in containers
Hponyxnis: HBIOPEKCAH®, Tabaerxn Ne25 y xonreiinepax
Batch No: 90227 Batch quantity produced in total (packs): 6199
Homep cepii: 90227 KinbxieTs mpoaykuii B cepii (ymaxoBox): 6199
Manufacture Date 17.01.2020 Registration license number: UA/17415/01/01 valid till 17.05.2024
Jata sapobauurea: 17.01.2020 Homep peecTpaniiinoro moceingensns: UA/17415/01/01 pificue no 17.05.2024
Expiry date: 12.2024 Country of origin: Germany
Tepmin npaaaTHOCTI: 12.2024 Kpaina noxomaenss: Himeuyuuna
Testing point / . . Control methods/
Doxanunu axocms Specification / Cnewudixania Results / Pesviomamu Memodu xonmponio
Description Round, planar tablets with facet. Corresponds QCM, It. 1,visually
Onne Kpyrai niroexi Tabnerxu 3 ackoro. Binnosinae MKA, n.1, pisyaasuo
Odour Odourless. Corresponds QCM, It. 2, Ph. Eur. 2.34
3anax Be3 zanaxy Bianoginac MK, n.2, €pp.@. 2.3.4
Average mass 298-304 mg, nominal mass: 301.5 mg. 301 mg QCM, It. 3, Ph. Eur. 2.9.5
Cepenna maca 298-304 mr, nominannna maca: 301.5 mr. 301 mr MK, n.3, €sp.®. 2.9.5
Uniformity of the mass | Must correspond to Ph. Eur. Corresponds QCM, It. 4, Ph. Eur. 2.9.5
OpnopinonicTs Macn Mae sianosinatu €pp.®. Binnozinae M3, n.4, Esp.®@. 2.9.5

Colour ‘White to yellow-white. ‘White, colour field 1A1 QCM, It. 5,visually
Konip Bin dinoro qo morT0-Ginoro. Binmii, mxana xoasopie 1A1 | MK, n.5, sizyansuo
Disintegration time Max. 15 minutes. 2,00 minutes. QCM, It. 6, Ph. Eur. 2.9.1
Poanananns Maxe. 15 xpuann. 2,00 xBaaum, MK, 0.6, €sp.®.2.9.1
Friability Max. 1.0 %. 0,7 % QCM, It. 7, Ph. Eur. 2.9.7
Crapanicts Maxe. 1.0 %. 0,7 % MKS], 0.7, €sp.. 2.9.7
Hardness 30-70 N. 48N QCM, It. 8, Ph. Eur. 2.9.8
CriiikicTs 0o 30-70 H. 48 H MK31, n.8, €sp.@. 2.9.8
PoO3aaBIOBAHAA
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 CFUg

Escherichia coli (in 1 g ): absence. Corresponds
MixpoGionoriuna €ep. ©.5.1.4 MKA, n.9, €sp.d. 2.6.12,
ancToTa TAMC: maxe. 10° KYO/r, <10 KYO/r 2.6.13

TYMC: maxe. 10 KYO/r. <10 KYO/r

Escherichia coli (8 1 r): BincyTHicTS. Binnosinae

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_2019_0055.

Bupofuu4va ninbunua: Bionorime Xafinsmitreas Xeeas I'm6X, [I-p Pexeser-wrpace 2-4, 76532 Bagen-Banen, Hiveuunna,
Homep ainensii na pupoSHAUTEO Ta KonTpomw sikocti: DE_BW_01_MIA_2019_0055.

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.

Llum 2 niomeepdocyio, wio nasedena sunje ingpopmayia € cnpassicnvoio i mounoio. Cepia npenapamy 6yna euzomosinena, 6 momy wucni
ynaxosana i nepegipena ¢ medicax npouedypu KOHMPONIO AKOCH RA 3@3Hauenil eunie eupoBruyiil dinvHuni e nosniii sidonosionocmi do
eumoz npasun Hanexcnor Bupotnuuoi Ipaxmuxu (GMP), scmanosieHux Micyesum pezyniamopHum Op2aHOM, @ MAKdC 8 NOGHIl

6ionosionocmi 0o cneynpixayiii, nepedbauenux y Jdivensii na eupobnunmso Kpainu-imnopmepa 3ichevnpicis

',wpfu Ha npodyryiio,

nepedfavenumu ona docnioxcysanux m;capcmux 3acobis. Joxymenmania cmocosHo sapoﬁuqugﬁc. ‘PERYANFA. 1 a.?q.\aizy cepii byna
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