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ENGELHARD Arzneimittel GrvibH & Co.KG o
Herzbetgstrasse 3, 61138'Niederdorfeiden-GERMANY

| / éf*’ ....... .

- . B : . LR

ENGELHARD

Arzneimitte|

‘CERTIFICATE OF A N'A'L?'sl5"'N9:2"3MO53‘&
CEPTUDIKAT AHANIZY N2 23MO534

_' .P.rﬂduct/ ﬂpog:wu‘r )

with fabelling in Ukrainian language/

1 pnakony s kaprounii KOPOOUT 3 MapKyBaHHam YRDEIHCLHOIO MOBOKD

TYROSUR®, cutaneous powdéi', 1mg/fe 20gin bc';.tfl.é,.l bottle inaca rdboa }d box

TUPO3YP, nopotuok HaWKIDHAE, 1ar/r, no 20T MOPOLRY Y GranoHi,

no

Cauhtry-manufactufarf
KpaiHa-Bupo6umk:

Germany/
Himeyyuna

Homep Peecrpauitivoro
1 noceigyeHnn:

1 Registration {:ertiﬁéa_te number/

UA/7786/01/01 valid from 13.07.2018 - unlimited
UA/7786/01/01 piea 13.07.2018 - Gescrmpokoso

Strength/ Activity/
Cuna ail/ AxkrusHicry:

1 g of powder contains 1 mg of tvroti*:ritin
1 r nopowxKy MicTis 1 ar TMRCTRRUYIHY

Batch/ Cepin ; 23M053A
Eatch size/ Pos Mip cepi N 3910 packages /3910 YRaKOBOK
Manufacturing date/ 12/2023 N
| HeTa Bupobuuiasa:
1| Expiry date / Npupamig fo: 11/2026

Manufacturer/ BupoSuuxk:

Engelhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3, 61138 Niederdorfelden, Germany/

EMrensrapn Apumaitmitrens Mex & Ko, K

[ Xepubeprwrpacce 3,61138 Hi,qep,qopd:enbge[—;,-Himewwna- |

Manufacturing License /
[ Bivensin Ha BUpPOOHMUTBO:

DE_HE_01_MIA_2019_0074 from 06.12.2019;
DE_HE 01 _MIA_2018 0074 sin 06.12.2019

| Ceprudikar BignoeiasocTi

Certificate of GMP compliance/

DE_HE_01_GMP_2022_0014 from 03.02.2032/
DE_HE,_01_GMP_2022_0014 sig 03.02.2022

NpOAYKTY

product / Bara BUITYCKY rOTOBOTO

GMP;

Art. No. / Aptkyn Ne: 680303

QC Report / 1040000051748

3BIT 3 KOHTPOMO AKOCT: ]
| Specification/ Creuudixaa: 080060/09
't Date of release of finished 24.01.2024

Batch / Cepl 1 23Ma53A

‘page / cropinka 1 of /53
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ENGELHARD Arzneimittel GmbH & Co.KG -
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneimitte!

_NOKAZHMKM = |

SPECIFICATION. "~ 7~
S CMEUMIRAUIA .. o

T Resus T

White, free flowing powder/Binuii CUMYYIH NOPOLIOK,

| pE3yn LTATH

| Charactersf Onuc Cornplies/
Bianosigae

| Particie size/ Pnam:p nﬁﬁﬁu Not tﬁéfe than 100 um _/Hé 51}11:11.18 100 mkm | Complies/
Bignosinae

identity:/ The chromatograms obtained from the HPLC assay of the | Complies/
inexnadikauiag sample and calibration solutions should show the 'same | Bign 0Bifae
- tyrothricinﬁﬁpmpuuun retention time for gramiicidin A/ Xpomarorpamu, OTPUMaHE |

NPA KiABKICHOMY  BusHadew! Meroaom  BEPX, ;-

BiMpobosysanoro ra Kanibpysanohoro PO3YURIB, NORUHHI

MITH OAHAKOBUN YAC YTIMMYBIHHA AN5 rpamiLMziiny A,

1Loss on drying/ Brpara g mad 4,0-55% 4,5 %

FPY BUCYLUYBRaHEHI
Microbiological purity*/ Total aerobic microbial count (TAMC} not more than| co mplies/
MikpoBionoriyng 107 CFU/g, Bianosinae
Yucrora* Tatal combined yeasts/molds count (TYMC) not more than

10! CFt/g.

Absence of Staphviococcus aureus inlg,

Absence of Pseudomonas aeruginosg in 1 g./

3arasibHe Yucno aepobmux Mikpooprariamis (TANC)

He Binbwe 107 KYO/r. |

3aransHe unchio ADBRIKOBUX Ta naiceresux rpudis |

(TYMC) he Ginsure 10* KyO/r.

Bigcyrwicrs Staphylococeus aureuss 1r.

o 1 BigeyTHicrs Pseudomonas geruginosa g1 r. .
Assay:/ 0,95~1,05mg/g (1,0 mg/g +5 %)/ 1,03 mgle /
KinbkicHe amanavenns: 0,95-1,05 mi/r (1,0 mr/r+ 5 %) 1,03 mr/r
—tyrothricin / mpotpuigpm

Batch / Cepis : 23N1053A /

page / cropitka 26f /33
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ENGELHARD Atzneimittel GmbH &CoKG e
Flerzbergstrasse 3, 61138 Niederdorfelden GERMANY _—_.{@} —_—
ENGELHARD
| Arzrigimitiel
oy T SN =
____MOKASHMKM - |\ .- e CELMBIKALIR L - S | PEIVARTATI -

I Efficacy  against referance
substance of tyrothricin/

MixkpoSlonoriunuis SHani3*™
EdexiBRicT, Y NOPIBHAMKS 3]

CTaHAAPTHUM 3pazkom

| porpiypry S L e

| Pawder fineness/ 90 % not more than 100 1M/ 90 % He Binpwe 10G prwm 93 %
Hpibnicra POy 87 % not more than 200 um /97 % ye Ginbie 200 mum 100 %

¥ testing frequency every tenth series, at least Once per year/nepioguysion, TECTYBaHHA KOMIHOT pecaTai cepil, miHimyms 1 pas
Ha pix,

Mmanufactured, induding packagi'ng/iabelling and quality control at the 3 bove mentioned site (s) in full compliance with
the GMP requirem ents 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 i
Cormpliance with GMp.

Cnpasxim s Rigreepasiyio, U0 BULIEeBKA3aHS IHpopMaLa ¢ ABOCTOBIPHOIN | TouHoG. HaHa cepin. npoRyKTy Byna
'npoae,qeuafawrmusneﬂa,- BHA: YA YNaKaBky/maprysanns 1o KOHTDONS  aKocr, Ha BUILEBKa3aHOMY
B1POGHIUIOMY MIVLAHYMKY B NoBHIY BiAnOBAHOCH 3 BuMoramin GMP, acranosnermmp MicLeBm PETYASTODHUM
Cprabom, a Tako Y slanosiauocyi ai tneundixariamm, ax MICTHTLOR B PeECTRaulitiomy AocwLe Kpainu-imioprepa,

Hporokonu Bmpoﬁﬂnume, YTaKOBKit Ta aHanian Gyay nepesipeniTa scraHosseko & Bigriosiamicr, GMP,

Tobias Giinther k Date/fara: 11.03.2024
Qualified Persnnﬁﬁéignaa_amena oc063

Batch / Cepin: 23M0534 page / cropinka 3of /3 3.
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