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Biologische Heilmittel Heel GmbH

. Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTU®IKAT AKOCTI

Product: MOMORDICA COMPOSITUM, solution for injection 2,2 ml in ampoules Ne5 (5x1)
Ipoayxkuis: MOMOPJIHKA KOMITO3UTYM, posunn ans in’ekuiit no 2,2 ma B amnysax Ne5 (5x1)
Batch Ne: 02747 Batch quantity produced in total (packs): 7150
Howmep cepif: 02747 Kimskicrs npoaykuif B cepii (ynaxoBox): 7150
Manufacture Date 19/06/2023 Registration license number: UA/8257/01/01 validity period unlimited
Jarta BupoGunnrea: 19/06/2023 Homep peecrpauaiiinoro nocsinyenus: UA/8257/01/01 Tepmin il seoGmesren uii
Expiry date; 05/2028 Country of origin: Germany
Tepmin npunataocTi: 05/2028 Kpaina noxomxenns: Himeuwna
Testing point / Moxazuniu axocimni Specification / Creundyixatia Results / Pesvasianu Control methods/
Memodu koumposuio
Odour Odourless. Corresponds QCM, It.l, GHP, H22.1
3anax Be3 3anaxy. Bignosinae MK, n.1, GHP, H 2.2.1
Clarity Clear. Corresporids QCM, It. 2a, Ph, Eur, 2.2.1
IIposopicrs Hpo3opaii. Binnosinae MK3, .21, €ap.®, 2.2.1
Particulate contamination: visible particles” Practically frec from particles, Corresponds QCM, 1t. 2b, Ph. Eur.2.9.20
Mexaniusi Breaouenus; suaumi yacrin” IIparTnuno sisvunit pix 1acrom. Bianosigac MKHA, n.26, €sp.®, 2.9.20
Colour Colourless. Corresponds QCM, It. 3, Ph. Eur. 2.2.2
Konvoporicrs Belbapsnuit, Binnoniaae MK, n. 3, €sp. . 2,2.2
Colour of ampoules Colourless. Corresponds QCM, It 4,visually
Kouaip asnyn DLeabapenii, Bianogizac MK, n.4, sisyansuo
Extractable voiume 2,20-2,53 mi/ampoule (2,2099-2,5414 2,25 ml/ampoule QCM, It. 5, Ph. Eur. 2.9.17
gfampoule).
06'en, mo suTAracTHo 2,20-2,53 mn/amnyy (2,2099-2,5414 2,25 malamnyny MK, n., §, €sp.dr, 2.9.17
r/amnyay).
Osmolality 285-315 mosmol/kg, 297 mosmol/kg. QCM, 1t. 6, Ph. Eur. 2.2.35
OcMonanniicTs 285-315 moemonn/kr. 297 mocmonk/kr. MK, n. 6, Esp.d, 2.2.35
pH 5,0-6,5. 6,1 QCM, It. 7, Ph. Eur, 2.2.3
pH 5,0-6,5. 6,1 MKSA, n. 7, €pp.h. 2.2.3
Particulate contamination: sub-visible particles Per ampoule: QCM, 1t. 8, USP <788>,
Max. 6000 particles size > 10 pm. 18 particles/ampoule Ph. Eur, 2.9.19
Max. 600 particles size = 25 pm, 1 particles/ampoule
Mexaniani BremoueHnn: yesnmun Yacricn B oauiii amnyni MK, 1, 8, &. CIIA <788>,
Maxc. 6000 uacTor/poamiporr=10 mich. 18 wacrow/ammyay €ep.®. 2.9,19
Maxe. 600 uacTox/posssipom 325 aticn. 1 sacror/amnyny
Sterility ‘Sterile. Corresponds
Crepuavuicrs Crepunnuit, Binnosizac
Bacterial endotoxins Max. 3.4 LU./mi. 34 LU/mb
Bakrepiaasii ennotorcim Maxkc. 3,4 MO/wan, 3.4 MO/amn.

" the result is guaranteed in the production process /*peayasrar FAPRAHTOBAHO B Nponeci BHpoSHuuTBa

Site of manufacture: Biologische Heilmitte! Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number: DE_BW_01_MIA_2023 0044.

BupoGuuya ainkunus: Biosorime XaisMirrens Xeeas I'm6X, i-p Peiceser-mrpace 2-4, 76532 Bagen-Bagen, Himeuunua,

Homep nivensil na supo6unuTEo T2 KoHTpoNo sikocti: DE_BW_01_MIA_2023 0044,

1 hereby confirm that the above information is authentic and accurate. This bateh aof product has been manufaciured, including
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
aralysis records were reviewed and found to be in compliance with GMP.

Lum a niomeeposcyio, uo nasedena sumje indhopmayin € cnpasucivoio i mounoro. Cepin npenapamy dyna GUZOMOBNENA, 8 MIOMY
wucni yraxosana i nepegipena, ¢ Mencax npouedypu Koumponto axocmi ne 3anavenii euwe supabHIYiil OLyiwL&ﬁoarfiﬁ
aignosionocmi do cumoz npasun Hanescnof Bupotuuuor Opaxmuxu (GMP), semanosnenux aicieaust peeyns '; IS OPCGITaN :
maxosic & nosuiil eidnosidnocmi do cnenudirayii, nepedayenux y divensii na supobunymeo Kpainu-irropid f T4
Ha npodykyio, nepedbauenumn Ona docidcyeannx niKkapevkux 3acodis. Joxymenmayin cmocoano aup
aranizy cepit Oyna nepesipena, i 6yio 6CIANOBRENO, W0 oona eidnosiOac sumozam Hanescnol Bupodiiuvor I

Name / I¥B: Verena Wieland / Bepena B'cnend
Signature / Ilignuc: ? - Z ,

Position / Mocaga: Quality Control Manager / ¥noenosarcena ocoba
Date of release / Hara sunycky cepif B npogax: 01.08.2023

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