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HEPKIITKCITY 2KBA g
AEPKABHA CJYIKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y M. KHEBI

Byn. bepesHskiecbka, 29, Kuis, 02098, ren /haxc: (044) 550-23-55, 'I‘e.fl (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €,[I,'PI'IOY 37079055

BHCHOBOK — | _
Npo SIKICTL BBE3eHOro B YKpaiuy JiKapebKOEO 3ac00y

09.04.2021 - | Ne 18848/21/26

THPO3YP

(HaitveHyBamHs NiKapchbkoro 3acofy 3rifKo 3 peecTpauifumM TIOCBIJHEHHMM )

reik, I mr/r, mo S ry Ty6i; no 1 Ty6i B kapTonHii kopobui
(thopma Brmycxy, NO3yBaHHA, B NaKyBaHHA mlcapcmcom sac y)

Homep peectpauifinoro nocsiguenns UA/7786/02/01 crpox aii peecrpauiiisoro no:;ni,ﬂqeﬁnﬂ HeoDMexen i

Cepia nikapebkoro 3acody Ne 21 A006C . KinbKicTh BBE3EHOTO nir{apcxagcc:{réisacgiiy 11760
BupoGuaux Enrensrapa Apnuaaiimitrens I'm6X & Ko. KT, Himewanua
{(naiiMenry saHHs BUPOGHHKA NIKAPCHKOTO 3acoBy, KpaiHa TOXODKEHHS)
Baeseno B Yxpainy -~ IlpmBarne akuioHepue TOBAPHCTBO "HATYP(I)APM ', inenT. Koa:
24930169

(Hakimenysanus ta xoa 3a CPTIOY 1opuanyH0T ocobx abo Npiznuie, imM's, 0 6aTekosi Bizuunol
0cobH - nianpremus, 1i Micue npouBanHs Ta peecTpallilinuil HomMep 061ikoEOT KapTiH mIATHKMKA
nofatkis abo cepis Ta HOMEP IacImopTa)

[Ipotoxon risyaneHoro keutpoaro six 09.04.2021 N 1147/3.
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3a  peaynbTaTaMH JIEPIKAEHOIO KOHTPOMIO BCTAHOBIGHO, 110 AikapChKHHR | aac:lﬁ BBE3EHO B Yrcpamy 3

AOTPHMAHHSIM BUMOT 3aKOHOJNABCTBA OA0 3abe3edeHHs AKOCTI NiKapehKHX 3&00518
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

==

ENGELHARD

Arznelmittel

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANTUIA

d

Product / Npoaykr:

TYROSUR®, gel, 1 mg/g, 5 g in tube, 1 tube in a cardboard box with labelling in
Ukrainian language /

THUPO3YP, reab, 1mr/r, no 5r B 1y6e, no 17y6e B KapTOHHOR Kopobke C
MBPKUPOBKOM Ha YKPAWUHCKOM A3bIKe

Country-manufacturer /
CTpaHa-npovisognTens;

Germany /
[epmanun

Registration Certificate number /
Homep PerucTpayMoHHOro
CBMAETENbLCTBA:

UA/7786/02/01 valid from 05.02.2019 for unlimited term /
UA/7786/02/01 neiicrayer ¢ 05.02.2019 BeccpoyHo

Strength / Activity / Cwna
AencTeua / AKTUBHOCTE!

1 g of gel contains 1 mg of tyrothricin
1 rrens copepwuT 1 Mr TMpoTpHUUMHA

Batch / Cepun 21A006C

Batch size/ Pasmep cepuu: 35280 packages / ynakoBOK
Manufacturing date/ 01/2021

[ara nponssogcrsa:

Expiry date / lopen go: 12/2023

fluugHaua Ha NPOUIBOACTBO!

Manufacturer / Engelhard Arzneimittel GmbH & Co. KG, Herzbergstrasse 3, 61138

Npou3ssoanTens: Niederdorfelden, Germany / 3xrenbrapg ApuHalimurrens FmEX & Ko. K,
Xepubeprwtpacce 3, 61138 HuneppopdensvaeH, lepmanus

Manufacturing License / DE_HE_01_MiIA 2018 0074/1l 23.2 18 L 18.01 / 1174-B from 09.12.2019

DE_HE_01_MIA_2019 0074/l 23.2 181 18.01/ 1174-B 0709.12.2019

Certificate of GMP compliance /
CepriduKkar cooTBeTCTBUA
GMP:

DE_HE_O1_GMP_2019_0045 from 08.04.2019/
DE_HE_01_GMP_2019_0045 ot 08.04.2019

Art. No. / Apmvikyn Ne: 680511

QC Report/ 040000053001
OT4ET 0 KOHTPONE KayecTea:

Specification/ Cneundmxaupma: | 080050/09

Batch / Cepun : 21A006C

pa Ha |
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
ENGELHARD
Arzneimittel
RAN ~ SPECIFICATION - ESUL
TIOKA3ATEAN P SRS GNEUMOWRALMA Lo
Characters / Onucanue Colourless, opalescent, viscous gel /  BecupetHbli,
ONANECUMPYIOLLWE, BA3KWIA rend. Cootsercrayer
Relative density / 0,950 - 1,050 g/ml / 0,950 — 1,050 r/mn. 1,013g/mt/
OTHOCVTEAbHEA NIOTHOCTD 1,013 r/fmn
Pasmep yacmy, Not more than 100 um/ He 6onee 100 mxm Complies /
CootaeTcrByeT
3uauexme pH / pH-value 6,5—8,5. 79
B ) 9
@
< age / crpanuua 2of /w3 4

Batch / Cepus : 21A006C




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

==

ENGELHARD

Arznelmittel

for the production of batch of
medicing/

MuKpobronomIeckni
aHa’“’B*t

3OPGEKTHBHOCTD B CPaBHEHMK COC
TUPOTPULIMHOM,
MCNOABL3OBAHHBLIM Palil:]

NPOM3BOACTEA CEpWK Npenapara

. PARAMETERS - SPECIFICATION = * = . RESULTS -
NOKAIATENU. T CNEUMOUKALIUA | - PESYNILTATHI
Viscosity / BAakocTd 7000 mPa-s  50% / 7000 mNa-c £ 50%. 7325mPas/
7325 mNa-c
Identity / NognmiHocs
— Tyrothricin / Tupotpuumn | The chromatograms obtained from the HPLC assay of the sample Complies /
and calibration solutions should show the same retention time for | Cootaercieyer
gramicidin =~ A/ XpOomatorpammbl,  NOAYHEHHLIE  NpW
HOMHUECTBEHHOM ONPeABaeHU METOA0M BIHX, MCNbITYEMOTO KU
KanMBpPOBOKHOTO PacrBOPDB, ADMMKBI NOKA3bIBATL OAWHAKOBOE
BpEMS YACPHUBAHUA 1A IaMULANHS A,
- Cetylpyridinium chloride / | The chromatograms obtained from the HPLC assay of the sample Complies /
LeTuanupranHKA Xnopua and calibration solutions should show the same retention time for | CootseTcTayer
cetylpyridinium chioride / Xpomarorpammbl, MoAydeHHbIE NpW
KO/IMHECTBEHHOM ONPEABNERAN METOA0M BIKX, vcnbiryemoroe n
Kanubposo4HOrc PacTBOPOB, [OMMHBE NOK3ILIBATL OAMHAKOBOE
BPEMA YASPHUBEHUA /18 UETUAINUPUAMHWA X0pMASE.
Microblological  purity* /| Total aerchic microbial count (TAMC) not more than 10° CFU/g; Complies/
MunkpoGuonoruueckan Total combined yeasts/ moulds count {TYMC) not more than [ CooTBeTcTayer
yucroTa* 10% CFU/g;
Absence of Stophylococcus gureus inlg;
Absence of Pseudomonas geruginosa in 1 g.
Obwiee uucao Bakrepuit (TAMC) He Gonee 10% KOE/r;
0bwee yncno rpubos (TYMC) He Bonee 10* KOE/T;
Otcyreraue Staphylococcus gureds 8 1 1;
OrcyTeraune Pseudomonas geruginosa 8 1 r.
Assay / HoanuecTeeHHOE
onpapenenue
- Tyrothricin / Tupotpuumux | 0,95-1,05mg/g(1,0mg/g+5 %) 1,02mgfg/
0,95 —1,05 mr/r {1,0 mr/r £ 5 %). 1,02 mr/t
— Cetylpyridinium chioride / | 0,45—-0,55 mg/g (0,5 mg/g + 10 %}/ 0,50mg/g/
LetnAanupraMHUA XA0pUA 0,45 —0,55 mr/r (0,5 mr/fr £ 10 %). 0,50 mr/r
Microbiological assay™* S0-120%. Complies/
efficacy against tyrothricin used CooTsercrasyer

Batch / Cepun : 21A006C

\bage / ctpanvua 3 of fuad




ENGELHARD Arzneimittel GmbH & Co.KG — s

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY N
ENGELHARD
Arznelmittel
PARAMETERS =~ = |~ = = - SPECIFICATION SR R RESUDTS
MNOKASATENYU. o _ CNEUMOUKALMA. . . PE3YNILTAT
Composition /Cocras
Sum of gramicidins / Cymma| 25 - 50 %; 34%
TPAMWLIMAWHOB
Sum of tyrociding /Cymma| 50 -70%; 66 %
TMROUMAYHOBE
Total / Beero Nat less than 85 % / He mexee 85 %. 100%

*~frequency of testingIs every tenth batch, not less than once per year / NepUOSMHHOCTS TECTUROBARMWA KSR eCATIR CEPHA,
MUHAMYM 1 pa3 B roa.

**— frequency of testing is every fifth batch, not less than once per year / nepuyouuHGCTL TECTUPOBaHWUS KaXAaA NATAA Cepun,
MyHUMYM 1 pa3s 8 ron,

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging/labelling and quality control at the above mentioned site (s} in full compliance
with the GMP reqguirements 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.

HacToauwm A NOATEER:HAAI0, 4TO BbILIEYKA3aHHAR UHGOPMALMS ABNASTCA LOCTOBEPHOM N TOUHOH. [laHHan cepun
NpoayKTa Obina NpPOWIBEAEH3/M3IOTORNEHE, BWIKOYAR YNAKOBKY/MADKADOBRY ¥ KOHTPOML KAJecTsa, Ha
BbIWEYKA3aHHOW NPOM3IBOACTBEHHOH NAOWAAKE B NOAHOM COOTBETCTBMM C  TpeGosaHuamu  GMP,
YCTRHOBAEHHLIMW MECTHBIM DEFYARTOPHbIM OPraHOM, @ TAKIKE B COOTBETCTBMW CO CrIeLMPHKaLMAMKM, KOTOPLIR

COAEPHETCA B PErMCTRAUMOHHOM A0Che CTPaHbI-MMNoPTERa, NpOTOKOAL! NPOV3BOACTEE, YIIAKOBKN W aHa/M3b!
Bbls NPoBEPEeHbI W YCTAHOB/IEHO WX cooTReTCTene GMP.

Tobias Glinthe Date / Aara: 31.03.2021
Qualified Person / YnonHomoueHHo nuuo

s A ADR
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Batch / Cepua : 21A006C Ay \ inertvdikaLiiinll Kolpaeet crpannua 4 of / Mz 4
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