-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: NERVOHEELS®, tablets Ne 50 in containers
IIpoaykuis: HEPBOXEEJIb, Taéaerkn NeS0 y KoHTeiiHepax
Batch Ne: 05210 Batch quantity produced in total (packs): 12970
Homep cepii: 05210 Kinskiers npoayknii B cepil (ynaxosok): 12970
Manufacture Date 08/02/2024 Registration license number: UA/2947/01/01 validity period unlimited
Jara Bupo6uuursa: 08/02/2024 Homep peecrpauifinoro nocsinuenss: UA/2947/01/01 tepmin aii nwﬁuexennn
Expiry date: 01/2029 Country of origin: Germany
Tepmin npuaaTaocri: 01/2029 Kpaina noxogmennn: Himeuyunna
i ; ontrol methods/
Ho% Specification / Cneyudgixayin Results / Pesynomamu Wﬂgg i
Description Round, planar tablets with facet. Corresponds QCM, It. 1,visually
Onuc Kpyrai nnocki Tabaerxkn 3 dackoro. Bianosinae MKH, n.l, Bisyaasno
Odour Odourless to slight odour of valerian. Slightly odour of valerian. QCM, It 2, Ph. Eur. 2.3.4
3anax 3 sincyrnicTio 3anaxy ao caabkoro sanaxy Caabkuii 3anax sasepiann. | MKA, n.2, €sp.®. 2.3.4
BaJIepiaHu.
Average mass 298-304 mg, nominal weight: 301,5 mg. 302 mg QCM, 1t. 3, Ph. Eur. 2.9.5
Cepeans maca 298-304 mr, HomiHanbHa maca: 301,5 mr. 302 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
OnnopianicTs Macu Mae sinnosinatu €sp.d, Bianosinac MKJ, nd4, €sp.®. 2.9.5
Colour White, with greyish glimmer, sporadical ly black White, with greyish glimmer, | QCM, It. 5,visually
points may occur. present black points
Koanip Binuit, 3 cipysatum Biarinkom, moxanei remni Binmii, 3 cipypaTum MK, n.5, sisyansuo
BKPANJIEHHS. BIATINKOM, NpHCYTHI TeMHI
BKpanjieHns
Disintegration time Max. 15 minutes, 2 minutes. QCM, It. 6, Ph. Eur. 2.9.1
Poanaganus Maice. 15 xBuans. 2 XBHJIHH. MK, n.6, €sp.®.2.9.1
Friability Max. 1.0 %. 0,2% QCM, It. 7, Ph. Eur. 2.9.7
Crupanicrs Make. 1.0 %. 0,2 % MK, n.7, €Esp.®. 2.9.7
Hardness 30-70 N. 51N QCM, It. 8, Ph. Eur. 2.9.8
CrilikicTs a0 30-70 H. 51 H MKH, n.8, €sp.®. 2.9.8
PO3AaBAOBAHNS
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. 102CFU/g. <10 CFU/g
Escherichia coli (in 1 g ): not detectable. Corresponds
MikpoGionoriana €Epp. ©.5.1.4 MKZ, n9, €sp.®. 2.6.12,
4HCTOTA TAMC: make. 10° KYO/r, <10 KYO/r
TYMC: makc. 102 KYO/r. <10 KYO/r,
Escherichia coli (8 1 r): siacyrnicts Binnos
Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden,

Manufacturing and quality control license number: DE_BW_01_MIA_2023 0093.

BupoGuuua ginsuuus: Biosorime Xaitasmitreas Xeeas I moX, I-p Pexeser-mrpace 2-4, 76532

Homep niuensii Ha BUpoGHUUTEO Ta KONTPOIIO HKOCTI: DE_BW_01_MIA_2023_0093.

1 hereby confirm that the above information is authentic and accurate. This batch of product has been manufacturen, uding 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
Jound to be in compliance with GMP.,

Hum 2 nidmeepoxncyro, uo nasedena suuge ingropmayia € cnpasyucnvoio i mounoro. Cepin npenapanty 6yaa 6uzomoelend, 6 momy wucii
ynaxosana i nepesipeia 6 Mexcax npoyedypu Konmpono AKocmi na 3aznauenii Suue eupobHuYiil dinbHUI 6 NOGHIT m)uo«dnomu 0o eumoz
npasun Hanescnot Bupobuuyoi Hpaxmuru (GMP), ecmanosnenux micuesum PEZYAAMOPHUM OP2AHOM, @ MAKONC 6 NOSHIT sid ;
creyugpirayii, nepedbauenux y Jiyensii na supobnuumeso Kpairu-imnopmepa 3i cneyupixayiamu na npodyxuio, uepad6 peces
Oocrioxncyeanux NiKapcskux 3acobis. Hoxymenmayia cmocosno eupodnuymsa, naxysanna i ananizy cepir ﬁy.mr nkpfsrpmn i 6y
8CMARO6NEH0, 140 601a sidnosidae éumozam Hanexcrof Bupotnuyoi Hpaxmuxu (GMP).

Name / ITIB: Vergna Wieland / Bepena B’enend
Signature / Ilignuc: 4
Position / Iocana: Quality Control Manager / Ynosnosascena ocoba }xommm

Date of release / {aTta Bunycky cepii B npoxasx: 06.06.2024 —
Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640



JEP’KABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCHKIN OBJIACTI

npoB. Ceitnxyroi Hapnii, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €ZIPIIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody

10.12.2024 Ne 64016/24/10

HEPBOXEEJIb
(HaliMeHyBaHHA NiKapChKOro 3aco0y 3riHO 3 peecTpallifiHUM MOCBITYEHHAM)
Tabaerku; mo 50 Taderok y KonTeiHepi noainponiienoBomy; no 1 KoHTeiiHepy B Kopooui 3
KAPTOHY .
(dopma BHMycKy, AO3YBaHH, BHJL IAKYBaHHA JlikapchKoro 3acofy)

Howmep peectpauniiitoro nocsinuenns UA/2947/01/01 crpox aii peecrpauiitioro nocsiauerns 01.01 2099
Cepis nikapcskoro 3acoby Ne 05210 KinbxicTs BBe3eHOro Jikapcskoro 3acoby 12970

BupoGauk Bionorime Xaitnsmitrens Xeens 'M6X, Himeuunna

(HaiimeHyBanHis BUpoOHuKa NiKapchKoro 3acofy, KpaiHa MOXOKEHH)

Beeseno B Ykpainy TosapucTno 3 o6mexenoio BianosinanaesnicTio "KACKAJL ME,[[IKAJI

PEI'TOHMU", inenr. xon: 35757357
(HaiiMeHyBaHHA Ta kKoj 3a €JIPTIOY 1opuauuHoi ocobu abo npiseuiLe, iM's, no GaTekosi hizHyHOT

ocobu - mianpuemus, ii Miclie MPOKHBaHHA Ta PeECTpaLliiiHui HoMep 00IIKOBOT KAPTKH IUIaTHHKA
rojaTkis abo cepis Ta HoMep nacnopra)

IIporoxkoa Bizyansnoro kourpomo six 04.12.2024 Ne 3830/10.

3a pesynbTaTaMH [EpKaBHOMO KOHTPOIIO BCTAHOBJIEHO, MO JIKapChKHA
JAOTPHMAHHSAM BHMOr 3aKOHOJABCTBA 1100 3a0e3MeYeHHs AKOCTI JKapChYFL
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Onsera EPBLOMEHKO

(ninmuc) (iminianu Ta npissHie)
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