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QUALITY CERTIFICATE / CEPTUGIKAT SSKOCTI

Produet: TRAUMEEL® S, tablets Mo 50 in containers Nel
Opoayknis: TPAYMEJDb C, tabnetxu Ne 50 y wouteitaepax Nel
Batch Ne: 05445 Batch quantity produced in total (packs): 11294
Honep cepii: 05445 KinsxicTs nponyruii B cepil (ynaxosor): 11204
Manufacture Date 26/02/2024 Registration license number: UA/5934/02/01 validity period unlimited
Jara pupoGHIOTBA: 26/02/2024 Honep pecerpaniithoro nocsigwenus: UA/5934/02/01 Tepmin T HeoGrmexennit
Expire date: 01/2029 Counfry of origin: Germany
Tepmin npuoatHOCTL: 01/2029 Kpaiina moxopsenss: Himewunna
Tesiing point / Doxaznuku Specification / Cueuudinayis Results / Pesvmoinanut Corirgl methods/
Akaens Memodu goniiponio
Description Round, planar tablets with facet. Corresponds QCM, It. Lvisually
Omnuse Xpyrni simocki Fabmerry 3 dackoro, Bignonigac MK, n.1, sizyanuio
Odour Odorless to slightly sweetish Qdourless QCM, It. 2, Ph. Eur, 2.3.4
3agax 3 sigcyTuicTio 3anaxy Ko enaliKoro CONOAKYBATOTO Bea sanaxy. MK, 1.2, €sp.D. 2.3.4
asnaxy.
Colour From white to yellow-white, sporadically orange spots White, sporadically QCM, It.3,visuelly
may be visible orange spols
Konip Bip 6inoro go :onro-Ginore, MoRHGE HoogHII0RT Binnii, npaeyrni MICH, n.3, sizyaneno
HOMApPAtIeBi DKpanIeInIs, MOOZHNOKE ToMapan-esi
SRpOnSENIT
Average mass 30i,5mg: 5% 3011 mg, QCM, It. 4, Ph, Bur. 2.9.5
Cepenrs: agca 301,5mr+ 5% 301,1 s MIUI, nd, €ap.d, 29,5
Uniformity of mass Must correspond to Ph. Eur. Corresponds QCM, It. 5, Ph. Eur. 2.9.5
OguopiguicTs Macir Mae sinnozipaTs Epp.b. Bignosigae MK, 5.5, €op.0.2.9.5
Disintegration time Max. 15 min, 2 minutes QCM, It. 6, Ph. Eur. 2.9.1
Poanagaunn Mame. 15 xn, 2 XBILINE MIH, 0.6, €2p.0.2.9.1
Friability Max, 1,0 %. 0,3 % QCM, It. 7, Ph. Eur. 2.9.7
Crnpasitrs Mane. 1,0 %, 6,3 % MK, .7, €ep.®. 2.9.7
Hardness 30-70 N, 47N QCM, i, 8, Ph, Eur, 2.9.8
Criiixicts po 30-70 1. 4TI MXSL, o8, €op.D. 2.9.8
PO3RABIIOBATHST
Microbiological Ph, Eur, 5.1.4 QCM, It. §, Ph. Eur, 2,6.12, 2.6.13
contamination TAMC: max, 10* CFUfg, <10 CFU/e
TYMC: max,10' CFU/g. < 10 CFU/,
Staphylococeus aurens ( in 1 g): absence. Corresp
Pseudomonas aeruginosa  in 1 g): sbsence, Coire
Mirkpofionoriuna Cop.D. 5.1.4- =
anerora TAMC: maxe. 10°KYO/r, <10}
TYMC: maxc. 101 K¥O/r, <1
Staphylocaceus aureus ( 8 1 r): igeyTiicTs. Bim

Psendompuas aeruginesa ( 8 1 ) nincyrniers.

METOXHKIL 110 noB A3ani 3 Byan-sixnnt odiuiiimin peryawopaniss abo dapararoncero, BHKOHYIOTECH

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

Manufacturing and quality control license nymber: DE_BW_0)_MIA_2023_0093.
Bupo6nuua pinsnian: Bionorime Xaitnsairrens Xeens T'm6X, Ji-p Pexencr-tutpace 2-4, 76532 Bapgen-Bagen, Hisenuna,

Hoaep sineusii na supofunurse Ta xonrpomo mwocTi DE_BW_01_MIA 2023 0093,

guality control at the above mentioned recognized building in full compliance with G, ,-g?}
specification in the marketing euthorization of the Importing country, The batch processi
be in compliance with GMP
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Verena Wieland / Bepena B’enend

Quality Control Manager / Yiootoanncena ocoba 3 Kowmponio Aroci

Name / HIB:
Signature / Iiznmc:

Position / ITocana:

Date of release / iata Bunycky cepii 5 mpogaxc:

05.04.2024
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