JIEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMH Y KHIBCBKINA OBJACTI

nipos. Ceitinunol Hanii, 3, m.Kuis, 02099, ren/dpaxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody

03.01.2024 Ne 66954/24/10

HBIOPEKCAH®

(aiiMenyBaHHs JiKapchKOro 3acofy 3rifiHo 3 peeCTpaLifiHUM ITOCBITYEHHM)
TabJerku, 1o 50 TabaeroK y Koureiinepi mojginponiieHosomy; no 1 konreiinepy B Kopooui 3
KApPTOHY

(Jopma BumycKy, KO3YBAHHS, BUX HAKyBAHHS JIKapChKOro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/17415/01/01 crpox nii peectpauiitnoro nocsinuenns 17.05.2024
Cepis nmikapcskoro 3aco6y Ne 03946 KissKicTb BBE3€HOTO MiKapchkoro 3acoby 5994

Bupo6ruk Bionorime XanneMmirrens Xeens I'M6X, Himeuunna

(naitmMenyBaums BUPOOHHKA JIKaPCLKOTo 3aco0y, KpaiHa IOXOMKEHHS)

Breseno B Ypainy Tosapucrso 3 oomexenoo BinnosinanpnicTio "KACKAJI MEJIIKAJI
PEI'TOHMN", inenr. won: 35757357

(natimenysanis Ta koa 3a €APIIOVY ropunuaroi ocobu abo nplaamue im'st, o 6aThKOBI Qi3HuHOT
ocofu - migmpueM, if Micne MPOMKKMBAHHS Ta peccrpaum Hibanep 06TIKOBOT KapTKY NIIaTEHKA
noAaTkiB abo cepist Ta HEPLED HAGTOpEa) Xy
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-Heel

Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHOIKAT JKOCTI

Product: NEUREXAN?®, tablets Ne 50 in containers
Hponvyenis: HBIOPEKCAH®, rabaerkn Ne50 y conreiinepax
Batch Ne: 03946 Batch quantity produced in total (packs): 5994
Homep cepii: 03946 Kinpkicts npoayxuii 8 cepii (ynakosok): 5994
Manufacture Date 23/10/2023 Registration license number: UA/17415/01/61 valid till 17.05.2024
Harta pupobunursa: 23/10/2023 Homep peecrpauiiinoro nocsiguenns: UA/17415/01/01 giitcne no 17.05,2024
Expiry date: 09/2028 Country of origin: Germany
Tepmin npupataocri:  09/2028 Kpaiua noxomxeHns: Himeuunsa
Testing point / Control methods/

Horaznuxu axocmi

Specification / Cnenudiiauis

Results / Peayavmaniu

Memodu Koumpoaio

Description Round, planar tablets with facet. Cotresponds QCM, It. 1,visually

Onue Kpyrai nnocki tabaericu 3 dhackoro. Bignosinae MKsI, .1, Bisyansuo
Odour Odourless. Corresponds QCM, It. 2, Ph. Eur. 2.34
3anax Be3 zanaxy Binnosinae MK4, 0.2, €sp.®. 2.3.4
Average mass 298-304 mg, nominal mass: 301.5 mg. 301 mg QCM, It. 3, Ph. Eur. 2.9.5
Cepennsn Maca 298-304 mr, Hominanena maca: 301.5 mr. 301 mr MKA, 0.3, €sp.D. 2.9.5
Uniformity of the mass Must correspond to Ph. Eur. Corresponds QCM, It. 4, Ph. Eur. 2.9.5
Onuopinnicts macn Mae sinnosigaTe €sp.D. Binanosinae MKH, n4, €sp.d. 2.9.5
Colour White to yellow-white, White QCM, It. 5,visually
Koaip Bin Gigoro 1o »xosTo-Ginoro. Binui MK, u.5, BisyanabHo
Disintegration time Max. 15 minutes. 2 minutes, QCM, [t. 6, Ph, Eur. 2.9.1

TYMC: maxc. 102 KYO/r.
Escherichia coli (8 1 r): BigcyThicTh,

Posnananns Maxec. 15 xpuanH. 2 XBUJHH, MKJL, 0.6, €sp.D.2.9.1
Friability Max. 1.0 %. 0,4 % QCM, It. 7, Ph. Eur. 2.9.7
Crupanicrs Make. 1.0 %. 0,4 % MK, n.7, €sp.®. 2.9.7
Hardness 30-70 N, 46N QCM, It. 8, Ph. Eur. 2.9.8
Crilixiers o 30-70 H. 46 H MKA, n.§, €ep.D, 2.9.8
pO3AABAIOBAHHS
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. 102CFU/g. <10 CFU/g

Escherichia coli (in 1 g ): absence. Corresponds
Mikpobiosoriuna €pp. . 5.1.4 MK, n.9, €sp.@. 2.6.12,
yHeTOTA TAMC: make. 10* KYO/r, <10 KYO/r 2.6.13

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 B
Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093.

Bupobuuua ginpnuys: Biojorime Xaitnsmitreas Xeean I'm6X, A-p Pexeser-witpa

packaging/labeling and quality control at the above mentioned recognized building in fill comp
regulatory authovity and with specification in the marketing authorization of the importing country. The

analysis records were reviewed and found to be in compliance with GMP,

Lus 7 nidmeeposicyto, wio nagedena eunie inhopmayin ¢ cnpasyicinoro i mounoio. Cepin npeng,
ynarosaua I nepegipena 6 Mejcax npouedypn KOImMponio AKOCHI na 3aanavuenii aimqe aupoﬁnu
eumoz npaeun Haneoicnoi Bupodnuwol Hpaxmusu (GMP), scmanosrenux micyecum peeynsd
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Signature / Hinnne:

LL V3 U

Position / Ilocana:

Date of release / lata Bunycky cepii B npogasx: 20.11.2023

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

Quality C‘ontml Manager / Ynoenosaycena ocoba 3 kormpoaio akocmi



