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QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Product: UBICHINON COMPOSITUM, solution for injection 2,2 mi in ampoules Ne5 (5x1)
ponyyuin: YBIXIHOH KOMIIO3HUTY M, PO3YHH AR iN’€KUii mo 2,2 M B ammyax Ne5 (5x1)
Batch Na: 01980 Batch quantity produced in total (packs): 8749
Homep cepii: 01980 Kinsxiers npoaykuii s cepii (ynakosok): 8749
Manufacture Date 06/04/2023 Registration license number: UA/0018/01/01 validity period unlimited
Hara suposunnrea: 06/04/2023 Homep peecrpauiitnoro TocBinyenus: UA/0018/01/01 repmin nii meodmemenuii
Expiry date: 03/2028 Country of origin: Germany
Tepmin npugarwocti:  03/2028 Kpaiua moxomxenns: Himeyunna
Testing point / Hoxusnuxn axocn Specification / Creuudiranin Results / Pesynvmamn | Contral methads/
Memodu xonmponio
Odour Odourless. Corresponds QCM,It.1,GHP H2.2.1
3amax Bea 3amaxy. Bianosiaac MK, n.l, GHPH22.1
Clarity Clear. Corresponds QCM, It 28, Ph. Eur. 2.2.1
Hpozopicrs pozopuit, Bianosiaac MK, n.2a, €ep.®, 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, It. 2b, Ph. Eur.2.9.20
visible particles’
Mexaniuni srnovensn: HpaxTiyno siasmi six wacrox, Binnosinae MK, n.20, €p.d. 2.9.20
BHANME 9acTrn
Colour Colourless. Corresponds QCM, It. 3, Ph. Eur. 222
Konsoposicrs Beadapsmsii, Binnosinae MK, 1. 3, €sp.®. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 4,visually
Konip amnyn Beabapenuii. Bianosinae MKH, nd, sivyansuo
Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule), 2,28 mli/ampoule QCM, It, 5, Ph. Eur. 2.9.17
O6'em, 1o BHTArACTHCH 2,20-2,53 malamnysy (2,2099-2,5414 r/amnyay). 2,28 mn/amnyay MK, . 5, €sp.. 2.9.17
Osmolality 285-315 mosmol/kg, 300 mosmol/kg. QCM, 1. 6, Ph. Eur. 2.2.35
Ocmannarnicrs 285.315 Mocyons/icr. 300 mocnromnficr. MK, 1, 6, €p.®. 2.2.35
pH 3,0-6,5. 5,8 QCM, 1t 7, Ph, Eur. 2.2.3
pH 5.0-6,5, 5.8 MEKSA, 1. 7, €8p. . 2.2.3
Particle contamination; sub-visible In one ampoule; QCM, It. 8, USP <788>,
particales Max. 6000 particles size >10 um 13 particles/ampoule Ph.Eur. 2.9.19
Max, 600 particles size >25 pm { particles/ampoule
Mexaniusi promiouenns: B oaniti asnyoni : MK, 1. 8,®. CHIA <788>,
HeBHALMI wacTRH Maxe. 6000 uacrox poimipos 210 mxm 13 wacror/amayny €pp.d. 2.9.19
Mascc. 600 wacrok posmipast 225 sixnt 0 uacrox/ammyny = ]|
Sterility Sterile. Corresponds QCM, It.9, Ph.Eur. 26.1,
membrane filter method
Crepuanuicts Crepunsunis, Bignoginae MK, 1.9, €ap.®. 2.6.1, METOH
neMBpannol dinsTpanil
Bacterial endotoxing Max. 3,4 LU./mi. QCM, It. 10, Ph. Eur, 2.6.14
Bakrepiaasni engoroxennu Maxe. 3,4 MO/sn. MK, 1.10, €sp. @, 2.6.14
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Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76 2 Bagde

Manufacturing and quality control license number: DE BW_01_MIA_2023_0044.

Bupo6unua mineHANs: Bionorinre Xaitanmirrens Xeenn 'm6X, A-p Pexeser-mrpace

Homep minensii na EHUDOCHHUITRO T4 KOKTPOIIO AKOCTI: DE_BW_01_MIA_2023 0044.

1 hereby confirm that the above information is authentic and accurate. This batch of product has been manufaciyred including
packaging/labeling and quality control at'the above mentioned recognized building in full compliance with GMP
regulatory quthority and with specification in the marketing authorization of the importing country, 7
analysis records were reviewed and Jfound to be in compliance with GMP,

Lunt 2 nidmeepdacyto, wo nasedena sune indhopmania e cnpagacusoro i mounon, Cepia npenapy
ynaroeana i nepesipena, ¢ Meacax npoyedypu Konmponio akocmi na 3asHaveril cunie supoinur
suMo2 npaswn Hanencnor Bupobunyor Hpaxmuru (GMP), scmanoenenux Micuesum pezyna,
éidneeionocmi oo crequdbicayiii, nepedBavenux ¥ Minensir na supodnuymao Kpainu-irynopmep
nepedbavenumu ona Qocnidoyeantx nixapeskux zacobis. Aeoxymenmayin cmocoeno SHpobRIL IS
nepegipena, § 6yno SCmanoeneno, o eona sidnoeidac eusozanm Hanexncuor Bupoonuuor Hpammmu

eH-BangeH, Himeaunna,

Name / I1IB: Verena Wieland / Bepeua B’cnend
Signature / Hignne: o
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Position / IMocana:
Date of release / Jara BHIIYCKY cepii B npogasm;




