I{EP}KABHA CIIVXKBA 3 JIIKAPCBKI./IX 3ACQEIB. TA KOHTPOJIIO 3A
HAPKOTHUKAMMY Y KUIBCBKIM OBJIACTI
npociekt Banepis JloGanoscskoro, 51, m. Kule, 03110, ren/daxe: (044) 363-06-50
E-mail: dls ko(@dls.gov.ua, Kog €JIPTIOV 37078774

BHCHOBOK |
PO AKICTH BBE3eHOr0 B YKpaiHy JiKapesKoro 3acofy

04.08.2023 Ne:37668/23/10

| TPAYMEJID C
{naiiMenysaHua NIKapChRore 3achily arixmo s peecTpaniiigy nocsifyeHHIM)
Mask, 10 50 1y Ty6i; 110 1 Ty6i B Kopobui 3 kaprony
(thopssa BETIYCKY, HO3YBRRHA, BE/ ASKYBAIET AiKapeskory saceby)

Howmep peectpatiiimoro nocsipuensr UA/S934/01/01 cxpox At peectpariitaoro mocsiguerng §1.01.2009
Cepis mxapcrioro sacoby Ne 01748 Kinsxicts Breseroro nixapeskoro 3acoby 9557

Bupobame Bionoriine Xaiismitrens Xeems TM6X, Hiveuwnma

{HaftmMenyEasing BRpOGHIKE mixapehkore 3a¢08y, Kpaina HHOROKCHTES )

Bpesero B Yxpainy TosapucTso 3 06MeNeHOI0 BignositanbHicTio "KACKAJT MEIIKAJI

PETIOHHW", inent. xon: 35757357 _ B _

(uativenyBamug Ta Kog.3a CIPTIOY 10pusynoi ocobu abo npizsuixe, iv's, 1o Garxosl hizuuso]

OCOGH - TAnpHems, T Micie mpomuBanEs TA peectpaliitinil momep 08 ikoBol KapTRE ImTHHKA
MONATKID 206 ¢epis Ta HoMep nacnopra)

IpoToKon sisyaisaore konrpomo nix 03.08.2023 N 2376/17.
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“Heel

Bislogischie Heitmiittel Heel GinbH Baden-Huden; Germany

QUALITY CERTIFICATE / CEPTHOTKAT SKOCTI

Product: TRAUMEEL®S; ointment 50 g in tubes
Hpomgyienin: TPAYMEJIE C, mMass 16 50 y TyDax
Batch N D1748 Batch quantity produced in total (packs): 9557
‘Homep ceplic 01748 Kinusicrs nipogyieuit o cepii {yna;cosn:{) 9557
Marnutacture Date 22/03/2023 Registration licesse number: VA/5534/01/01 vahdlty permd anlimited
Jara supobrunisa 22/03/2023 Howmep peetTpruiiROr TicRinveHsn: UA/SI34/01/01 repmili aif iedBmenennit
Expiry date:. 2/2028 Country of origin: Germany
Tepsain npunarhocr - 02/2028 Kpatua noxoamensint Himesiung
Testing poiut/ Specification/ Crequdivauin Results /7 Contral methods/
Hoxaznuiu aioermi _ _ | Peypsmamm | -Memodn spninpivtio
Appesrance. Soft ' Corresponds. | QUM, It Lvisually
| Omearc Wlrxn, . Bianosiine ML .1, slRyainie
| Colour While to redawhite, colons” : Yellowswhite, QOM, Tt 2visunlly
_ . ‘ colourfiehd 3A2 | '
| Konip. Bin GiforoHo uepnoiebinore Roavopy* U owTe-Blinmit MEKH, w2, sisyintno
' : BRI KOHEOPIT- '
Odour NOt raneid, Corresponds QCM It 3 Grganolepiimﬂy, . Ear. 234
Jinax ) Hearineanit Bifiiosinac MK 1. 3le§;ran03tenmnnm, Cop.d, 234
Optionl microscopy | Mosolid intlusions, parucle size max:70 g Cormesponds. QOM, It. 4, wiicrosedpy, Ph. Eur. 2937
iy migpockonis | Bes FHEHTHR BHIIOECHE; POIvip SCTOR He. Binmonizne MK, ik pocioniano, Cnp 41937
L e 70 M .
Centrifugal fest Al-centrifugation no phase sepamﬁan,- ‘Correspands QCM It.s, ﬂsaally
Teer n ienTpidyii ﬂm_r.uew_rpmbywammimeneamy-:{a hasn e Binmontaac MKH, n. 5, sizyinsue
_ e | CHOETEpiTACYON. . —— _ :
Viscosily 300750 mPa's, ' 541 mFa-s. QCM,It. 6, Ph, Eur. 22.10
BiaaricTy 300756 mkTac, ) B4 sliac M, w6, €ap, @221
Density 0,910-6,950 g/ml, : 0,246 gimi QCM, I 7, P16 Bur, 225
Fyeriiin 8.910:0,958 riwn G MK, n. 7 €ape . 228
pH. 50-7.3. ' 53 QUM, 158, Ph. Eur. 223
P 57,3, : 63 MK, 0. § €8y, ©. 223
Eshanol sontent 10,0-12,2 %5(m/n), Thearatical ethanol cantent: 11,2 %mim) QCM, It. 9, titration, methad of Rebelgin
11,1% iy of Bur, P, 2,228, static headspace-ges
_ chromatography**
. Baier eranoay ), 0 12,2 %5{m/m); Veoperiummii saict cranony: 12 %(uivy | MKSL . 3, rierpysanes, seroy PeGenitin
13,1 %% 0vni). . i sfo Cop: §.2.2.28, eriveuviin napm;mmm
. . B ) B ) TRYONA X posaTorpadiayy
Miczobiological : -Ph Bur. 314 QUM, It 10, Ph, Bur. 2.6.12, 2,_6.§3
. contamiriation A TAME: faax, 10 CFU/g, < 10CFulg,
CTYMC max. 10° CTU:’g <VOCFUig
Pscudomonas aemuginosa [ in | ¥ absence, Corresponge™ .
Stephylocotensauress { iy | gl ebsenee. Correspps e
Mixpobidierisig Capap, 5,14 s X ¢l>. 2612,26.43
EHCTOTA. CTAMC: s, 107KV 0O/r, L8 L/
¥ TYMC: mawe, 100 KVO/N, < 1 '
I’seudemmzas perugisoss (615 mﬂcymwn Bij
Staphylocoréiss anrens {8 L vl slaeyruiers. .. Biien)

*ccieur f eici 2A1«7A2 Mmxana-konpopio 2AT-TAZ
CR¥ pliemative micthods/** aabTepr s MeTom

Site of manufagture: Biologischie Heilntittel Heal Gribi, Dr. Reckewey-Str. 2-4, 76532
M’mufactunqgﬂi dquality control ligense nummbers TIE, L BW_ 01 MIA 2022 0050,
BupoSmua nizmanis: Biegorine Xaitrbaitredis Xeess Ts6X; J-p Perceser-urrpace 2:4, 76532 Bajren-Bagew; Hivbwinis,
!Home;) Aivensil mp BHpOSHRITTRG T4 KORTROMIO SKoeT: DE BW._B1 MIA 2022 (590,

T hereby: cosfirer - that the above infordiation iy authésitic and-acctratz. This, Baich of product: has been morigfacriied, mclfuding

packaging/labeting and guality control ar the. above mentioned recogiized ézs;idmg {5} in foll compliance with GMP feqzw ‘eneits af zhe
lfoeat raguiarw-y authority aind with .spe.:g“cmt:of: inthe imarketing author. {zation of the importing caut G
and analysis records were reviewed aid ! found 1o be i compliahee with GMP: ‘
Mg midimeepdaye, Hie nageden e mq&epﬁwzwz £ cﬂpnaﬂmwm i mwmwa Cepfﬁ :lpe;z
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JEPKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIHU OBJIACTI

npocrekt Banepis Jlo6anoscbkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SAKICTH BBE3¢HOT0 B YKpaiHy JikapchKoro 3acody

04.08.2023 Ne 37667/23/10

TPAYMEJID C

{naiiMenysanHs ikapchKoro 3acofy 3riaHo 3 peecTpauifHAM NOCBLTIEHHAM)
Mask, 10 50 r y Ty6i; mo 1 Ty6i B kopo0ui 3 KapToHY

(dhopma BRITyCKY, LO3yBaHHs, BUA NAKyBaHAA JHKapChKOro 3acoby)
Howmep peectpaniiinoro nocsinuenns UA/5934/01/01 crpox xif peectpaniinoro nocsinuenns 01.01.2099
Cepis nixapcskoro 3acoby Ne 01747 KisIbKicTh BBE3€HOTO JiKapchKoro 3acoby 9684

Bupo6uuk Biomorime Xaitnemirrens Xeens ['M0X, Himeuunna

(afiMenyBaHHA BUPOGHHUKA TiKapchKoro sacoby, kpaiHa NOXOKEHHS)

Baeseno B Vipainy ToBapucTBo 3 o6Mexenoro BixnosinaapaicTio "KACKAJ MEAIKAJI
PETTIOHMWN", inenr. xon: 35757357

(maiimeryBauHs Ta ko 3a EJPTIOY ropuauynoi ocobu abo npiseuue, iM's, o 6arekosi (isuunol
0co6H - mianpuemIs, 1i Micle IPOKUBAKHS Ta PeecTpalliiinmi Homep 00/iKOBOI KapTKH [UIATHHKA
noaarkis afo cepis Ta HOMep NAGHQDTA)

IpoToxoa isyaasnoro kontpoxo six 03.08.2023 Ne 2376/16.

3a pesyasTaTaMH AEPKABHOTO KOHTPOIO BCTAHOBIGHO, IO TR B VYkpaiHy 3

JOTPHMAHHAM BHMOT 3aKOHO{ABCTBA MIOAO 3a6e3me9eHHs AKOCTI

Ipura TTAJIAMAP

{iniwianm ra fpizsuIe)




-Heel

Biologische Heilmittel Heel GmbH Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTUDIKAT AKOCTI

Product: TRAUMEEL?® S, ointment 50 g in tubes
Ipogyxuin: TPAYMEJb C, ma3s no 50 r y tybax
Batch Ne: 01747 Batch quantity produced in total (packs): 9684
Homep cepil: 01747 Kinskicts nponyxuii o cepii (ynakosok): 9684
Manufacture Date 22/03/2023 Registration license number: UA/5934/01/01 validity period unlimited
JlaTa supobunursa: 22/03/2023 Homep peccrpauifinoro nocsinessn: UA/5934/01/01 Tepmin nii ueobmerxennii
Expiry date: 02/2028 Country of origin: Germany
Tepmin npuaataocri:  02/2028 Kpaiua noxoamenus: Himeuunna
Testing point / Specification / Ctieuupivayin Results / Conirol methods/
Hoxasnuxu axocmi Pesyasmanu Memodu konmpono
Appearance Soft Corresponds QCM, It. 1 visually
Omuc M'axa. Bianonigac MK, 5.1, sisyaasuo
Colour White to red-white, colour” Yellow-white, QCM, It. 2,visually
colour field 4A2
Koaip Bia Ginoro ac uepsono-Gizore xonsopy”® WKosTo-Ginnit, MKH, 0.2, BiayatsHo
mKana KoaLopin
4A2
Odour Not rancid. Corresponds QCM, 1t 3, organoleptically, Ph. Eur. 2.3.4
3anax Hesripranit. Bianosinac MK, n3.0pranoacntiuno, €op®, 2,34
Optical microscopy No solid inclusions, pasticle size max.70 pn, Corresponds QCM, It. 4, microscopy, Ph. Eur. 2937
Ontuuia Mikpockonis | el TBEPAHK BRIIOYCHD, PO3Mip uacTOK HE Bianosinac MKS$1, n.4, mikpocxoniuo, €ap.®, 2,937
Gime 70 Midr
Centrifugal test At centrifugation no phase separation. Corresponds QCM, It. 5,visually
Tect ua uenrpudysi Tipy uentpudyrynaini poanoainy ua guim ue Bianoslaac MKH, o, 5, sizsyansuo
CTIOCTEPIracTben,
Viscosity 300-750 mPa's. 541 mPa's. QCM, It. 6, Ph, Eur. 2.2.10
B'saxicrb 300-750 mIa-c. 541 mlla-e MK, n, 6, €sp. ©.2.2.10
Density 0,910-0,950 g/ml. 0,946 g/m) QCM, It. 7, Ph, Eur. 2.2.5
Cycrnna 0,910-0,950 r/ma. 0,946 r/p1n MKS, 6.7, Epp. ®.2.2.8
pH 5,0-7,3. 6,7 QCM, It. 8, Ph. Eur, 223
pH 50-73. 6,7 MK$, n. 8, €sp. . 2.23
Ethanol content 10,0-12,2 %{m/m). Theoretical cthanol content: 11,3 %{m/m) QCM, It. 9, titration, methad of Rebelein
11,1%(m/m). or Eur, Ph. 2.2.28, static headspace-gas
chromatography**
Baicr cTanony 10,0-12,2 %(m/m). TeopeTuwruil BuicT evanoay: 11,3 %(m/nt) MICSL, 1. 9, Turpysanus, metoa Pebennitn
11,1 %{n/m). a6o €pp. B, 2.2.28, cTaTusna napodasua
ras’osa xpomarorpadia**
Microbiological Ph. Eur, 5.1.4 QCM, It. 10, Ph. Eur. 2.6.12,2,6.13
contamination TAMC: max. 10* CFU/g, < 10 CFU/g,
TYMC: max. 10' CFU/g. < 10 CFU/g.
Pseudomonas aeruginosa ( in | g): absence, Corresponds
Staphylococcus aureus (in 1 g): absence. Corresponds
MikpoGiosoriuna €ap.®, 5.14 MKS, n. 10, €sp. @. 2.6.12,2.6.13
quCTOTA TAMC: maxke. 10 KYO/r, <10 KYOfr.
TYMC: make. 10' KYO/r. < 10KYO/r.
Pseudomonas aeruginesa (B 1 r): Biacyruictn. Bianogixac
Staphyloceceus aureus (B 1 r): nincyTHicTb. Bignosis

*colour ficld 2A1-7A2 /*uikana koanopis 2A1-TA2
*» glternative methods/** annTepuaTnbiil MeToan

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr. Reckeweg-Str. 2:4, 76533 (B
er: DE_BW_01_MIA 2022_0090.
Bupo6uuua ginennun: Bionoriwe Xaiaemirreas Xeean Mm6X, J-p Pexeser-mrpady 2-4 X
oo swocti: DE_BW_01_MIA_2022_0090N,”

facturin

Homep aiuensil na supobun

nd guality control lic
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BO TA KO

I hereby confirm that the above information is authentic and accurate. This batch ¢

and analysis records were reviewed and found to be in compliance with GMP.

&S
Lius 2 nidmaepoxcyIo, Wo HAGEOLHA BUNe inpopaania € cipasdicitvoio | mownoio. Cepin npenapamy %./:7"
ynarosana | nepesipena, 6 Medeax npouedypi ROHMpPONIo RKOCHY Na Imnavenii sume eupobuuulil
00 eumoz npasun Hanesicnof Bupobuuuor Ipaxmuxu (GMP),
sionogionocmi do cnequixanii, nepeobauenux y Jiyensit na supobruymso xpainu
nepedbanenumi ONR OoCRidIICyaHUX nikapeokux acobie. Joxymenmauin cmacosio gupobiu

nepegipena, 1 fyro 6cMANOLREND, 10 6ORA sionoeidae sunozam Hanesienol Bupo

Name / T11B:
Signature / Ilignuc:

Position / Hocaaa:

Date of release / JaTa sunycky cepil 8 npogax:

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden,

demanoanenix MICHesin PezyAAmOPHIY
1y
-insapmepa 31 g4

06.04.2023

packaging/labeling and quality control at the above mentioned recognized building (3) in Jull compliance with

local regulatory authority and with specification in the marketing authorization of the importing country. The Al
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