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Biolegische Heilmittel Heel GmbH Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI

Ie

Product: TRAUMEEL® S, ointment 50 g in tubes
HOponykenia: TPAYMEJIS C, mass mo 50 ry Ty6ax
Baich Ne: 04131 Batch quantity produced in total (packs): 9678
Homep cepit: 04131 Kinskicrs npoaywuil b cepii (ynaxonox): 9678
Manufacture Date 30,10.2023 Registration license number: UA/5934/01/01 validity period unlimited
Jata BupoGamurea:  30.10.2023 Howmep peeerpaniiinoroe noceinuenns; UA/5934/01/01 TepMin alf HeoGmesxenuit
Expiry date: 09,2028 Country of origin: Germany
Tepmin npigaTHoeTi: 09,2028 Kpaiaa noxomxennsa: Himeunnsng
Testiug point / Speclfication / Crenntdixniin Results / Control methods/
Hoxasnrun akocmi Leaypnvmani Memoou konmponto
Appearance Soft Corresponds QCM, It. 1,visually
Omie Mk, Bignopinae MICH, i), slayannico
Colour While to red-white, colour” Yellow-white, QCM, It. 2,visually
— colour ficld 3A2
Konip Bin Gisoro ne weppono-Ginoro konsopy* HooTo-Ginudi, MK, n.2, pizyansuo
WKAND KONLepis
342
Odour Not rancid. Corresponds QCM, It. 3, orpanoleptically, Ph, Eur, 2.3.4
3annx Hesripsnuit, Bignosinac NMEH, n3oprapencarinie, Eap.d. 2.3.4
Optical microscopy Mo solid inclusions, particle size max, 70 pm. Corresponds QCM, It. 4, microscopy, Fh, Eur, 2.9,37
OnTiums Bes TOEPANX DRITIONELE, PO3MIP HACTOK He Binnmooinne MK/, nd, sikpockoniuno, Cep.d. 2,9.37
Mmikpoekonin Binbure 70 mxm,
Centrifugal test At centrifugation no phase separation, Corresponds QCM, Tt, 5,visually
Teer na wenwrpidyai IIpn uenrpndyryoanui posnogiay na dass ne Bignoninne MIC, n. §; sizynanio
CNOCTEpiraETLes.
Viscosity 300-750 mPa-s, 514 mPa-s. QCM, It, 6, Ph, Eur. 2.2.10
B'maciers 300-750 arXla-c, 514 mlig-e MK, 1. 6, €np. ©.2.2.10
Density 0,910-0,950 g/ml, 0,945 g/ml QCM, . 7, Ph. Eur. 2.2.5
Cyernna 0,918-0,950 /. - B 0,945 rimn MKSL, n,7, €sp. ©, 2,25
pH 5,0-7,3. 6,5 QCM, It. 8, Ph. Eur. 2.2.3
pll 50-73, 6,5 MESI, . 8, €op, @, 2,2.3
Ethanol content 10,0-12,2 %(m/m). Theoretical cthanol content: 10,9 %{m/m) QCM, It, 9, titration, method of Rebelcin
11,1%{m/m). or Eur. Ph, 2.2,28, static headspace-gas
chiromatography¥*
BsicT erasiony 10,0-12,2 %(a/at). Teopevimniii paler eranony: 10,9 %(n/n) M, n. 9, THTDYDAINA, MeToa eGeanitu
11,1 Yo(xeim). a0o €np. 1. 2.2,28, craTmum napodazia
ra30nn XpoMarorpadia**
Microbiological Ph. Eur, 5.1.4 QCM, It 10, Ph. Eur. 2.6.12,2.6,13
contamination TAMC; max. [0? CFU/g, < 10 CFU/g,
TYMC: max. 10' CFU/g, < 10 CFU/g.
Pseudomonas acruginosa { in 1 g): absence. Corresponds
Stuphylococcus aureus { in 1 g): absence. Corresponds
MikpoGienoriuig Cop. . 514 - "
YUETOTA TAMC: maxe. 10° KYO/T, <10 KYO/IT.ff ¥
TYMC: mare, 10° KYO/r. <I0KYOm|| w3
Pseudomonas acruginosa { 8 1 7): olacymicrs. Biznosinae || £
Staphylococeus aureus (o 1 r): BiACYTHICTD. Binnoninae W\

*colour field 2A1-7TA2 ffmiknsin keasopis 2A1-7A2
** altemative methods/** anyTepnatseniti seronn

Site of manufacture: Biologische Heilmittel Heel GmbEl, Dr. Reckeweg-Sir, 2-4, 76532 Baden-Baden, G
Manufacturing and quality control license number: DE BW_01_MIA_2023 0093.

BupaGunicta pinenpug: Bienorime XalfnemiTrens Xeens I'nGX, J-p Pexener-wrpace 2-4, 76532 Bagen-Bagen, Himeurmna,

Hodep siyensit na iwpoGunurne va konyposmo seeeri: DE_BW _01_MIA_2023_0093.

1 hereby confirm that the above information is anthentic and accurate. This batch of product hias been monufectired, including packaging/labeling
aid quality control at the above mentioned recogmzed building (5} in firll compliance with GMP requirements of the local regulatory authority and
with specification in the marketing avthorization of the Importing country. The batch processing, packaV x Wmﬂrs s were reviewed and

2

ing

Jotnd to be in compliance with GMP, (s)

Hust o nidmoepdacyie, wo nacedena autie inghopyaria & cupasacrooio i monnale. Cepla npeél/rg?:" iy Gyna gitzomo g moaty awcai
ynarosana i nepesipenia, ¢ Aledienx npoRCAYpU ROINEORIG AKGCIT A IA3NANENIT oitie supobliuyi X byl a@ui&ai@g @ cinlf 0o anumoz
npasun Harencnol Bupobnuuol Hparmuxu (GMP), scimanosnenux sicyeaint pezynarmapius of ajioH, @ ngRod \‘b
chenudivanid, nepedbavenux y Hiyensit na supobuuymse Kpainu-isnopnepa 3 cneyidi Yg [T at!g qi\{%@ﬁ
docniducysanux RRapeLkin 3acobic. Joxpmenmanin cinocoono aupabiniynad, aKysaina i anaaiayeesir

1o cona cidnasidac sustozan Hanencrnof Bupobuunel Hpakmury (GMP),

Name / ITIB: Verena Wileland / Bepem&‘wf’élmnque“
Signature / Hignue: -

Position / locana:

Date of release / [aTa sunycky cepli B npoan:: 28.11,2023

Quality Control Manager/ ¥Ynosuasancenn ocobin 3 kominponio axocnii
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