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ENGELHARD Arzneimittel GrbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
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ENGELHARD

Arzneimittal

CERTIFICATE OF ANALYSIS Neo 23G155A
CEPTUDIKAT AHANI3Y Ne 23G155A

] Productﬂ'lpop,ym

! TYROSUR*’, ge'fl mg/e, 5gin tLEJE, 1tube in é. 'cérdbo;rd bcr;witﬁ.lé-bé-ﬂ.ing in

Ukrainian language/

THPOBYP, renb, 1mifr, no 5 r Y 1¥6l, no 11y6i 8 Kaprowsiis _un]:ioﬁu,i.a -
| MADKYBEHHAM YKPATHCLKOIO MOBOIO

?buntw-méﬁufacfufer/
| Kpaina-BupabHuk;

Germany/
Himeuunua

! Registration Certificate number/
‘Homep Peectpauitioro

UA/7786/02/01 valid from 05.02.2019 - unlimited B

UA/7786/02/01 aie 3 05.02.2019 - 6eacrpororo

NOCBiANE R HA: _
! Strength/Activity/ 1 g of gel contains 1 mg of tyrothricin
Cuna gil/Axruanicrs: 1r remo micrim 1 M TUDOTRHLANY
Batch/Cepin ; 23GIS5A | __
| Batch size/Posmip cepii: 40110 packages /40110 ynakosok T
' Manufacturing date/ 08/2023
1312 eupobHuuTea; )
Expiry date /Mpuaatani po: 07/2026

| Manufacturer/ BupoSuux:

Engelhard Arzneimittel GmbH & Co. KG
Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
Edrenvrapg ApuHalimitrens FMBX & Ko, KT

Xepubeprwrpacce 3, 61138 Hi,qepgupspeaneﬁ, HMimeuunna

Manufacturing Lii:‘éhsef '
JliueHain Ha supobumuTag:;

DE_HE_01_MIA_2019_0074 fram 06,12.2015/
DE_HE_O1_MIA_2019_0074 6in 06.12.2019

Certificate of GMP compliance/
Ceptudikar signosigrocri
 GMP:

' DE_HE_01_GMP_2022_0014 pig 03.02.2022

DE_HE_01_GMP_2022_0014 from 03.02.2022/

P — * ke

| product / Nata BUNYCKY FOTORGTO
| APOAYKTY

Art. No. / Aptukyn Ne: 680511
1 QCReport / 40000060597
| 38iT 3 KoHTPONIO AKCCT: ]
| Specification/Cneumdikauin; 80050/11
Date of release of finished ' 13,102023

Batch/ Cepin : 23G155A




Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
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ENGELHARD
| Arzneimittel
PARAMETERS SPECIFICATION * RESULTS
NOKAZHURU ; CIELIMDIKALLA PE3IYVILTATH
Characters/Onuc White, free flowing powder/ Bes6apsrnit onanecuerTHmi Complies/
B'A3KWNA renn. | Blonosisae
Density/ Mycruna 0,950~ 1,050 g/ml/ 0,950~ 1,050 /win 1,007 g/ml/
1,007 r/mn
| Particle size/Poamipyactok | Not more than 100 pm /He Binvwe 100 mum Ecmpliesf
. Bianosinae
pH '6,5-8,5 |82 -
 Viscosity/ B’raxicm - 7000 mPa-s 1 50 %/ 7000 mMa-c £ 50 % 7991 mPa-s
I . . _ . 7991 mfa-c
ldentity:/ The chromatograms obtained from the HPLC assay of the | Complies/
1 lperTndikavin: {sampie and calibration sofutions should show the same. Blpnosinae
1= tyrothricin/Tuporpuume - retention time for gramicidin A/ Xpomatorpamm, orpumani
pn  winekickomy — BuanaveHi  meTogom BEPX,
| BvnpObOoRYBaHOrO T3 KaibpyBanLHOM PO34KHIB, NOBUHHI
| MAaTA OLHEROBUI HaC YTPUMYBAHKHS 4/ rpamMuLmgnHy A |
|~ cetylpyridinium . The chromatograms obtained from the HPLC assay of the
chioride/ sample .and calibration solutions should- show the same |
1 uetanipuavniio xnopug | retention time for cetylpyridinium chloride/ Xpomarorpamu, 5
- ! OTPMMaKE Npn KinbKiCHOMY BU3HadeHi MeTonom BEPX, |
 BUNPOGOBYBaHOMD Ta KanifipysanbHOrO posumHIs, NOBMUHI
| MaT OLHAKOBMIA YaC YTPUMYBEHHA /18 LETUANIPUAVHID

Batch / Cepir: 23G155A
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ENGELHARD Arzneimittel GmbH & Co.KG ---- |

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY —-—
ENGELHARD
Arznelmittal
PARAMETERS SPECIFICATION RESULTS
[OKASHUKM CNELMDIKALLA | _PE3YNILTATH
Microbiological purity*/ Total aerobic microbial count (TAMC) not mare than Complies/
“Mixpo6lonoriuna 107 CFU/g. Bianosinag
4YucroTa* ' Total combined veasts/molds count { TYMC) not mare than
10 CFU/g. "
Absence of Staphylococcus qurewus in 1 g..
| Absence of Pseudomonas aeruginosa in 1 g./
j 3ara/ibHe YMCND aepobHMX MIKROOPrakiamis: '(TﬂtMC)'-.
| He Sinbwe 10° KvO/r. i
3aranbHe HUCNO APIKZAKOBUX T2 NAICEHEBUX rprGis |
(TYMC) ne Binbuse 10 KYO/r.
| Biacyrhicers Staphylococcus aureus s 1 r. )
| BipcyTHicTs Pseudomonas geruginosaB1r. | e ;E
| KinbkicHe BusHaverHn:
~tyrothricin / Tvpotpuups 0,95 1,05 me/e{1,0mg/g+ 5 %)/ 1,05mg/g/
0,85~ 1,05 mr/r (1,0 mr/r £ 5 %) 1,05 mr/r
— cetylpyridinium 0,45~0,55mg/g (0,5 mg/g £+ 10 %) 049mg/g/
chloride/ uetuanipuamnin | 0,45~0,55 mi/r (0,5 mr/r £ 10 %) 2,49 sar/r
xnopua | | | o o
Microbiological assay**; 90—-120% Complies/ 3
Efficacy  against tyrothricin | Binnosinae
used for the production of i
Tyrosur gelf ?
| MiupoBionoriuHui anania**;
;- EQermBHICTL Y nopisHAHHI 3 -
| TUPOTPALMHOM, AKNY
| BUKOPUCTOBYIOTH A8
BUPOBHILTBS cepil
rnpenapary L O S S
Compasition/Crnan;
{ The sum of the |
' gramicidins/ Cyma 25-50%.
| TpaMuLnaunMie :
The sum of the tyrocidins/ | 50~70%
Cyma Tnpounannia
Total /Pasom Not less than 85 %/ Hemenwe 85%

* — testing frequency every tenth senes, at least once per year/nepioamuHicTb YecTyBam s KoM EERTO]
Ka PiK. | i |
**— every fifth series is tested, not less than ance per year/reciyios KOMHY ATy Cepio, He piay

| hereby certify that the above information i authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging/fabelling and quality control at the above mentioned site {s) in full compliance
‘with the GMP requirements of the local Regulatory Authority and with the specifications 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,

Batch / Cepin : 23G155A ‘page /cropiHka 3 of /34
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ENGELHARD Arzneimittel GmbH & Co.KC
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHMARD
Arzneimittel

Cripasiaim a NIATBEPIKYIO, 1O BHILEBKa3aHA HOOPMALYA € NOCTOBINHOID | TOUHDIO, AdHa cepia npoayrTy 6yna
NPOBEAEHE/BUTOTOBNEHA, ARNKDNAIOYM YRBKOBKY/MBPKYBAHHA TA KOHTPOAL AKOCT, Ha BIULEBKAIAHOMY
BvpabHMHOMY MaiBEHYMKY B NOBHIA BIANOBIGROCTI 3 BUMOTamu GMP, BCTaHOB/IEHMMU MICLIEBIM peryAsTORHUM
Opraqom, 3 TaHoX Y signopiaHocTi af cnelmdirauiamu, aki MicTaTLCR B PeECTRAIMHOMY AOCHE KpaiHW-IMNopTEpa.
TMpoTtoronn enpobHmLe)

YAKOBKW Ta aHanizu Gy neperipeMi Ta BCTaHoBAeHO ix BlanoBigHicTs GMP,

Tobias Glinther \

5 Date/faTa: 30.10,2023
Qualified Person/y

BHOBAMEH ocoba
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