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Biologische Heilmittel Heel Gmbl{

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTHOIKAT SIKOCTI

Product: COENZYME COMPOSITUM, solution for injection 2,2 ml in ampoules No5 (Sx1)

Hponykuin: KOEH3UM KOMIIO3HTYM, posyun A in’exuiii mo 2,2 M B ammynax Ne5 (5x1)

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

Homep cepii: 02027 Kinekicts npogykuil 8 cepii (ymaxosox): 9897

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

Jara BHpoOGHHUTBA: 13/04/2023 Homep pecerpauiiivoro noesigdentn: UA/6999/01/01 Tepmiu aii HeobmexeHRil

Expiry date: 03/2028 Country of origin: Germany

Tepmin npuaaTHoceri; 03/2028 Kpaina noxomxennan: Himeuunna

Testing point / Hoxasnnxku Specification / Cnequdiivavin Results / Pesynopmanu Coantrol metheds/
AKoch Memodu vosmponto

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

3anax Bes sanayxy. Bianonixac MIGL, 0., 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

Mposopicte ITposopuii. Mpaxruuno sinnuuii sin wacrox. Bianorizac MEKJL, n.2, €pp.h. 2.2.1,
€ep.P. 2.9.20

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

Konsoposictn Besbapnnunii. Bianosijgae MKS, n. 3, €sp.®, 2.2.2

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

Konip asny Geabaponnii. Bianosigac MK, n.d, sisyaanno

Extractable volume 2,20-2,53 mi/ampoule (2,2099-2,54 14 g/ampoule). 2,24 ml/ampoule QCM, 1t. 5, Ph. Eur. 2.9.17

O6'enm, W0 BUTAraCTLER 2,20-2,53 ma/ammyay (2,2099-2,5414 r/amnyay). 2,24 mu/amnyay MK, n, §, €sp.D, 2.9.17

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

Ccemonaanuicrs 285-315 moemoan/ur, 300 mocsonn/Kr. MK, n. 6, €sp. D, 2.2.35

pH 5,0-6,5. 5,8 QCM, It. 7, Ph. Eur. 2.23

pH 5,0-6,5. 58 MK, n. 7, €op.@. 2.2.3

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

-particles =10 ym -not more than 6000 particles/ampoule. 32 particles/fampoule <788>

-particles 225 pm -not mere than 600 particles/ampoule. I particles/ampoule

Mexauniuni Braoucnnn; Maxenmansno B oniii amnyai fonycxacrnen : MK?, n. 8, €sp.@. 2.9.19,

~4acTKH po3Miposm 210 axem -ue Ginsure 6000 yacrox/ammnyay, 32 wacTox/amnyny . CIIA <788>

~HACTKH PO3MIpoa 225 MKM -ne Gizpuie 600 wacrox/annyny. 1 uacrox/amuyny

Sterility Sterile. Corresponds QCM, 1t.9, Ph.Eur. 2.6.1,
membrane filter method

Crepuabuicrs Crepuapuii. Bianosiaac MK, n.9, €sp.b. 2.6.1, seTon
preatbpancngi ginsrpauii

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

Bakrepiansui cnaoTokcinm He 6inbme 3,4 MO/ma. e — < 3,4 MOG/ma. MK, n.10, €sp. P. 2.6.14

Site of manufacture: Biologische Heilmittel Heel Gm
Manufacturing and quality control license number:
BupoGuuya ainbHuns: Bionorime XaiianmiTren
Homep ginessii Ha BHPOSHUUTEO TA KOHTDOMIO o6

76532 Baden-Baden, Germany.

-urpace 2-4, 76532 Bagen-Banen, HiMeuunna,
1023 0044,

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

Lum n nidmeepdsicyro, wio nasedena suwe inghoprayis € cnpassicnvoro i movnoo. Cepin npenapamy Gyna énzomoenena, 6 momy
quCni yRaxeeana i nepesipena, @ smexcax RPOKEOYPH KONMPOMIo AKocmi Ha 3a3Haveniil suu(e GuUpoGHuNYIR Olnvnuyi ¢ noeniii
éidnogionocmi 0o sumoe npasun Hanexenol Bupodnuuor Hpaxmuwu (GMP), acmanamermx mctgeazw peaymzmopmm opzanom, a
maxoxc ¢ nosniin~ eidnosionoemi 0o cnexughixayiii, nepedfauenux y Jlings :
cnequdinayiamie na  Apodykyilo, nepedfavenumu A dochidcyeanux Vi
eupodnuymed, nakysanna i ananizy cepit dyna nepesipena, i oyno ecmapyos, o, o GoHa ¢ ,\ac}as eusmozarm Hanesenot
Bupotnuuot Hpaxmuxu (GMP).

Name /I1IG
Signature / Hinnuc:

Position / Tlocaaa: Quality Control Mmmger/ Vioaiceancena ocoda 3 KOUMIPpORIO AKOCHIE

Date of release / laTa punycky cepii B npogax: 27.06.2023
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