JAEPJKABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJACTI

npocnekT Banepis Jlo6aHoecekoro, 51, M. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOr0 B YKpaiHy JiKapchKoro 3acody
04.08.2023

Ne 37664/23/10
TPAYMEJIb C I'EJIb

(naliMeHyBaHHS J1IKapCbKOro 3acoly 3riiHO 3 peecTpauifHHM 1OCBIIYEHHAM)

reab; o S0 ry Ty6i; mo 1 Ty6i y kopobui 3 kapTony
(dopma BuNyCKy, 103yBaHHS, BUA MTaKyBaHHA JIKapceKkoro 3acoby)

Homep peectpauiitnoro nocsizuenns UA/5934/04/01 crpox nii peecrpaniitnoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 01841

KinbkicTs BBe3eHOro Jikapcbkoro 3acoby 9528
Bupo6Hux

Bionorime Xaitapmitrens Xeens 'MOX, HiMeuunHa
BeeseHo B Ykpainy

(HaliMeHyBaHHSA BUPOOHMKa JIKapCchKoro 3aco0y, KpaiHa OXOKEeHH:A)

ToBapucrso 3 o6mexenoro BinnosinaasnicTio "KACKAL MEIKAJI
PEI'TOHHN", inent. xon: 35757357

(naiiMenyBanHa Ta kon 3a €APTIOY opuanunoi ocobu abo npissuiue, iM's, 1o 6aTbkoBi GisHUHOT
0cobu - mianpuemis, 1l Miciie NPOXKHBAHHA Ta peecTpaliiH1i HOMep 001iKOBOT KApTKH IUIaTHHKA
OMED TNt )
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Product: TRAUMEEL®S GEL, gel 50 g in tubes Nel
Ipogyxuisn: TPAYMEJb C I'EJIb, reas no 50 r y ty6ax Nel
Batch Ne: 01840 Batch quantity produced in total (packs): 9768
Howmep cepil: 01840 Kinsricrs npoaykuil B cepil (ynakxosok): 9768
Manufacture Date 24/03/2023 Registration license number: UA/5934/04/01 validity period unlimited
Jara supobunursaz 24/03/2023 Homep peecrpauiitnoro nocsinuenns: UA/5934/04/01 Tepmin Ait HeoOmenennii
Expiry date: 02/2026 Country of origin: Germany
Tepmin npusaThocti:  02/2026 Kpaiua noxomsenun: Himequnua
Testing point/ Tcation / Cnenudixar Result Control methods/
doxaziuru akpend Begynomamu Memody ronmponio
Appearance Clear, gelatinous mass. Corresponds QCM, It. 1,visually
Onue IIpo3opa #enaTHHOBA MACS, Bignosiaae MKH, n.1, sisyansio
Colour Brownish to brownish-yellow-greenish; reference solution B2-B4 or Brownish-yellow, | QCM,It. 2, Ph. Eur. 2.2.2
BY2-BY4, reference solution
BY2
Konip Bin kopnanionaToro 1o KOpHUHIOBATO-ROBTO-3CNEHYBATONO; POIUITH KopuauiosaTto- MK4, n.2, €8p.D, 2.2.2
nopisusnis B2-B4 alo BY2-BY4. KoBTRil; posunn
nopisusnug BY2
Odour Of ethanol-and sweetish. Corresponds QCM, It. 3, Ph. Eur, 2.3 4
3anax Evanosry Ta conoaxysariit, Bianosigac MKH, n.3, €8p.D. 2.3.4
Homogeneity Homogenous mass, no solid inclusions, no air bubbles, no bleeding. Corresponds QCM, 1t 4,visually
Oauopiauicrs Oanoplana maca, Ge3 TRepaANX BR/IOUCHYL, Oe3 Gyanbamor nosiTps, Binnosixac MKH], n.4, plsyansso
Ge3 sunineins piaunn,
Viscosity 300-700 mPa-s. 456 mPa-s. QCM, It. 5, Ph. Eur. 2.2.10
B'askieTh 300-700 mITa-c. 456 mMa-c. MK, n.5, €8p.9.2.2.10
Density 0,960-0,980 g/mi, 0,974 g/ml, QCM, 1t. 6, Ph. Eur. 2,2.5
Cycrina 0,960-0,980 rima 0,974 r/ma. MKA, n.6, €sp.9.2.2.5
pH 6,5-7,5. 7.0 QCM, 1.7, Ph, Bur. 2.2.3
|_pH 6,5-7,8. 7,0 MKA, 0.7, €sp. 0. 2.2.3
Ethanol content 18,0-22,0 %{m/m), Theorctical ethanol content: 20,0%(m/m). 19,8 %(m/m) QCM, It. § titration, method
of Rebelein or Eur. Ph, 2.2.28,
static headspace-gas
chromatography**
Buict eTanony 18,0-22,0 %(m/m). Teoperuanuit amicT etanony: 20,0 Yo(m/M). 19,8 Yo(m/n1) MKA, n. 8, Turpysanus,
mecroa Pebensitu ao €ep. O,
2.2.28, craTuuna napodaszua
rajona xpomavorpadis**
Microbiological Total quantity of allowed viable microorganism in the preparation: QCM, 1t. 9, Ph. Eur, 2.6.12,
contamination TAMC(bacteria): not more than 102 CFU/g, <10CFU/g 2.6.13,5.14
TYMC (yeasts and moulds): not more than 10' CFU/g. < 10CFU/g
Pseudomorias aeruginosa: must be absent in Ig. Corresponds
Staphylococcus aursus: must be absent in 1g.
MixpoGiomoriuna Y npenapati AONYCKACTHON JArATILHA KUTHKICTS KHTTEIAATHIX MK, u. 9, €ap.D, 2,6.12,
4YHeTOTA Mikpooprauismis: 2.6.13,5.14
TAMC (Gaxcrepiit): ne Ginpue 10 KYO/r,
TYMC (apisaxis ta naicenenux rpubin): ne 6insure 10 KYO/
Pseudomonas aeruginosa: nosunui 6yt sizcyrsi B 1r, !
Staphylococcus aureus: nopunki 6yTn sigcyrsi s 1r,

*

-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTUGIKAT AKOCTI

* alternative methods/ **annrepuaTnnui Mevoay

Site of manufacture: Biologische Heilmitte! Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532
Manufacturing and quality control license pumber: DE_ BW_01_MIA_2023_0044.

Bupofunya ginenuyn: Bioaoriwe Xattabmitrean Xeeaw I'M6X, JI-p Pekeper-mtpace 2-3)
Homep niuensil na BupoSuuureo Ta konTpono sxocri: DE_BW_01_MIA_2023_0044,

Hum r niomeepdncyro, ww nasedena suuie liipopmayin € cupaescuvoro i movnoio. Cepia npenapamy 6y1g.g

aaeH, HiMeuunua,

I hereby confirm thai the above information is awthentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned recognized building (s) in full compliance with GMP reguirements of the local
ragulatory authority and with specification in the marketing authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in-compliance with GMP,

npasun Hanevcnol Bupobnunot Hpaxmuxu (GMP), scmanosnenux micyesum peyIAmopHum opearghte

cnesudpicaulii, nepedbavenux y Jliyensil na eupobruymeo xpainu-imnopmepa 3i cnequgbixa
docnidacysanux. aikapevkux iacoble. [Jokymenmayin cmocoeho eupobuuymea, NAKYGAHHA
scmanoeneno, o sona eionosidac eumozam Hanencnol Bupobuuuot Hpaxmuxu (GMF).

Name / TIB:
Signature / IMixnue:

Position / Ilocana:

Date of release / laTa Bunycky cepil B mpoaask:

Biologische Heilmitte! Heel GmbH, Dr.-Reckeweg-Str, 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-043

17.04.2023
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