-Heel
Biologische Heilmitte] Heel GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTH®IKAT SAKOCTI

Product: COENZYME COMPOSITUM, solution for injection 2,2 ml in ampoules Ne5 (5x1)

IIponykuis: KOEH3UM KOMIIO3UTYM, po3uun aasa in’exuiit mo 2,2 ma B ammynax NeS (5x1)

Batch Ne: 02027 Batch quantity produced in total (packs): 9897

Homep cepii: 02027 Kinpkicte nponykuil B cepii (ynaxosok): 9897

Manufacture Date 13/04/2023 Registration license number: UA/6999/01/01 validity period unlimited

Hata BUpoGHMUTBA: 13/04/2023 Homep peecTpauifinoro nocsia4ucHHA: UA/6999/01/01 Tepmiu xii HeobMexeHnit

Expiry date: 03/2028 Country of origin: Germany

Tepmin npuaaTHocTi: 03/2028 Kpaina noxog#eHnna: Himequnna

Testing point / Mokaznuku Specification / Cnequdirauia Results / Pespavmamu | Control methods/
Axocmi Memodu xonmponio

Odour Odourless. Corresponds QCM, IL.1,GHP,H2.2.1

3anax Bes sanaxy. Bianosigae MK5L, n.1, GHP, H 2.2.1

Clarity Clear.Practically free from particles. Corresponds QCM, It. 2, Ph, Eur. 2.2.1,
Ph. Eur.2.9.20

Tposopicrs IMpo3zopuii. MpakTusno sinuuwmii Big vacrox. Binnosinac MK/, n.2, €sp.D. 2.2.1,
€pp. . 2.9.20

Colour Colourless. Corresponds QCM, It. 3, Ph. Eur. 2.2.2

Koasoposicrs Beabapeunii. Bianosigae MK, n. 3, €sp.M. 2.2.2

Colour of ampoules Colourless. Corresponds QCM, It. 4,visually

Kounip amnyn Besbapsnuii. Bianosiaac MK, n.4, pisyansio

Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule). 2,24 ml/ampoule QCM, It. 5, Ph. Eur. 2.9.17

O6'em, wo BUTATACTHER 2,20-2,53 ma/amnyay (2,2099-2,5414 r/famnyay). 2,24 ma/amnyay MKS, n. §, €ep. P, 2.9.17

Osmolality 285-315 mosmol/kg. 300 mosmol/kg. QCM, It. 6, Ph. Eur. 2.2.35

OcMonanbuicrs 285-315 mocmons/Kr. 300 mocmonn/Kr. MKHL, n. 6, Esp.®. 2.2.35

pH 5,0-6,5. 5.8 QCM, It. 7, Ph. Eur. 2.2.3

pH 5,0-6,5. 58 _MEKH, n. 7, Eop.®. 2.2.3

Particulate contamination: Maximally are allowed in one ampoule: QCM It. 8, Ph. Eur. 2.9.19, USP

-particles 210 um -not more than 6000 particles/ampoule. 32 particles/ampoule <788>

-particles 225 pm -not more than 600 particles/ampoule. 1 particles/ampoule

Mexaniuni sBkaouennn: Makcumansuo s oauiii amnyai gonyckacrsen : MK5, n. 8, €sp.®. 2.9.19,

~qacTN poamipom 210 mxm -ne Giapme 6000 uacTox/ammyay. 32 wacrok/amnyny ®.CILA <788>

~uacTKH poamipom 225 mKn -ne Hiasue 600 wacrox/amnyny. 1 wacrox/amnyny

Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6.1,
membrane filter method

CrepunbiicTs Crepunbuuii, Bianosiaac MK5I, n.9, €op.®. 2.6.1, meTon
membpannoi diasTpauii

Bacterial endotoxins Not more than 3,4 1.U./ml. <34 LU/ml QCM, It. 10, Ph. Eur, 2.6.14

GakTepiaabii cugoToKcim He Giasue 3,4 MO/ma. < 3,4 MO/ma. MKJ, n.10, €Enp. @. 2.6.14

4, 76532 Baden-Baden, Germany.
Manufacturing and guali | license number:
BupofHu4a AinbHULA: Bionoﬁme XaiasmiTreny>

local regulatory authority and with specification in the markeliRg authorization of the importing country. The baich processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Llus s niomeepdsicyio, ujo nasedena sunie ingopmayia € cnpaesiciboio i mounoio. Cepia npenapamy Gyna euzomosnena, 6 mosty
yuecni ynakosana i nepesipena, 8 Medxcax npouedypH Konmponio Axkocmi na 3asnaveniil euu(e supobHuyiit dinsuuyi e nosniii
eidnosionocmi 0o sustoz npasun Hanescnol Bupodnuyol Mpaxmuxu (GMP), acmanosnenix smicyesus pezyiamopuis opzanom, a
maxkoyc 6 noeuiil  sidnoeidnocmi 0o cnewugbikayin, nepedfavenux y Jligensit na eupoduuymeo Kpainu-imnopmepa 3i
cnequdbivayiamu Ha npodykyilo, nepedbauenumu Ona Oocnidncysanux nikapcskux 3acodie. ﬂa@Mﬂme
supodnuymea, naxysanna i ananisy cepii dyna nepesipena, i Oyno 6CmanoGNeNHo, WO 60HA 6ionosidac. mgﬁn—ﬂa{‘ T
Bupoénuuor Ipaxmuxu (GMP). &

Name / IIIB Verena Wieland / Bepena B’enend {|*

Signature / ITianuc: I '*,‘".‘ 2\
udge A

Position / Ilocana: Quality Control Manager / ¥Ynoenosasicena acoﬁa‘ ;

Date of release / lata Bunycky cepii B npopax: 27.06.2023

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



JAEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM VY KUIBCHKIN OBJIACTI

npos. Csitimgroi Hapii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
npo SIKiCTh BBE3€HOr0 B YKpaiHy JiKapcbKOro 3acody

08.01.2024 Ne 66949/24/10

KOEH3UM KOMITIO3UTYM
(naitMenyBaHHA NiKapChKOro 3aco0y 3rifiHO 3 PEECTPALIHHAM NOCBIIYEHHAM)
PO34MH ISt iH'ekuii, no 2,2 M1 B aMmyJii; mo S aMnyJ1 y KOHTYPHil 9apyHKOBil ynakosui; mo
1 KOHTYpHIili YapyHKOBIii ynakoBui B KOpooOii 3 KapToHy;
(dhopma BHIYCKY, 103YBaHHS, BHJI NAKyBaHHA JliKapchbKOro 3acoby)

Howmep peectpauiiinoro nocsiggerns UA/6999/01/01 crpox nii peectpauiitnoro noceixsenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 02027 Kinekicts BBe3eHOro Nikapeskoro 3acoby 9897

Bupo6uuk bionorime XaineMmitrens Xeens 'M6X, Himeuunna
(nalimenyBanHa BUpoOHHMKa MiKapchKoro 3acofy, KpalHa MOXOKEHHS)

Baesero B Vkpainy Topapucreo 3 oomesxenoo BianosinaasuicTio "KACKAJl MEJIIKAJI
PET'TOHHU", inent. xoa: 35757357

(naiimenypanus Ta koa 3a €JIPTIOY iopuany4Hoi ocobu abo npissrile, iM'A, no 6aTbKoBi (i3HUHOI
ocolH - mianpuemus, ii Miclle MPOXKHBAHHSA Ta peecTpally =ayep 06/1iKOBOT KAPTKH IJIaTHHKA
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