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

==
ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS Ne 24A143A

CEPTU®IKAT AHANIZY Ne 24A143A

'Eoduct/ ApoayKT.

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

TAPO3YP, rens, 1mifr, no 5 r vy Tvbl, no 11y6l B KaproHHIA KCpobly 3
MAPRYBAHHAM YKPEIHCLKON MOBOIO

Country-manufacturer/
Kpaira-auMpoBHmk:

Germany/
Himeyymha

Regrstration Certificate number/
Homep Peectpauiittoro
fnoceladeHHa"

UA/7786/02/01 valid from 05 02 2012 - unimited
UA/7786/02/01 e 305.02.2019 - BescTporoso

Strength/Activity/ 1gofgel contamns 1 mg of tyrothricin
Cvina mii/ AkTuBHiCTS 11 reno MICTHTE 1 M TUDOTPHUMHY
Batch/Cepia - 2471437

Batch sze/Posmip cepir 27780 packages /27780 yrakosok
Manufacturing date/ 02/2024

Jata supobHaurea.

Expiry date /Mipuzaranii no. 01/2027

Manufacturer/ BupoBHuxk-

Engelhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3, 61138 Nrederdorfelden, Germany/
Edreasrapg Apunalimmrens TmeX & Ko. KT
Xepubepriwrtpacee 3, 61138 HigepaopdensaeH, Himeyuuna

Manufacturing License /
Jliiensia Ha BUPOBHULTEO"

DF_HE_D1_MIA_2023_0015 from 03 04 2023/
DE_HE_01_MIA_2023 0015 sig 03 042023

Certificate of GMP compliance/
Ceptudikar BiaNoBIgHOCT]

DE_HE 01_GMP_2023_ 0059 from 18 04 2033/
DE_HE_01_GMP_2023_0059 mig 18 04 2023

GMP-
Art No /ApTikyn Ne

680511
QC Report / 40000062326
3BIT 3 KOHTDOAO AKOCTI .
Speafication/Creundikaws- 80050/12 T
Date of release of finished 0804 2024

product / Aata sunycky rotosoro
npoaykTy

Batch / Cepia 24A143A

page / ctopitka 1of /3 4
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ENGELHARD Arzneimittel GmbH & Co.KG

==

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION RESULTS
NOKASHHUKH CREUHPIKALLIA PE3YNLTATH
Characters/Oriue White, free flowing powder/ SesBapsrmit onanecueHTHUH | Comples/
B'ASKWI rab Bianosigae
Density/ Tyeriua 0,950-1,050 ¢/mi/ 0,950 — 1,050 r/mn 1,006 g/mi/
1,006 r/mn
Pama%size/PomipqacrdK Not more than 100 um /He 6ibwe 100 mum Complies/
Bianosinge
pH 6,5-8,5 8,3
Viscosity/ B'asKics 7000 mPa's + 50 %/ 7000 mNa-c £ 50 % 8096 mPa-s/
. 8096 mlta ¢
[dentity:/ The chromatograms ablaned from the HPLC assay of the | Complies/
laenTydikangis; sample and calibration solutions should show the same | Bignosinae

~ tyrothricin/ruporpuuun

— cetylpyndinium
i chlonide/
LUETHATIPUAKHIG XNOPKL

retention time for gramicidm A/ Xpomatorpamu, CTpMmMaH
npu KITBRICHOMY BH3Ha4YeH! METCA0M BEPX,
BUNPoBoBYBAHOTO T3 KanBpysanbHoro PO3YWHIB, MOBUHHI
MATH OIHAKOBIIA YaC YTPHMYBRHHA LA rRaMULMILHY A,

The chromatograms obtamned from the HPLC assay of the
sample and calibration solutions should show the same
retention time for cetylpyridinium chloride;/ Xpohatorpam,
OTPUMAHI IpK  KiNbKICHOMY  BM3HaueH) METOLOM BEPY,
BUNPBOBOBYBAHOTO Ta KaNIBPYBabHGIG PO3YMHIB, NOBUHHI

MBTW OAHAKOBUI Yac yTpumyBaHHA Ans LETWINIPUAHHIG
X0DUaY

Baitch / Cepin 24A143A

page / cropibka 2 of /3 4

Page 1/1




ENGELHARD Arzneimittel GmbH & Co.KG e A

Herzhergstrasse 3, 61138 Niederdorfelden GERMANY —\—=
ENGELHARD
Arzneimittal
[ PARAMETERS ' SPECIFICATION RESULTS
AIOKA3HMKI CREMOIKALLA PESYNLTATH
Microbiological purity*/ Total aerobic microbial count (TAMC) not more than Comples/
MikpoBionoriuna T10° CFU/g Bignosinae
uncroTa® Total combined yeasts/molds count {TYMC) not more than
101 CRU/g.
Absence of Staphyiococcus aureus n 1 E.
Absence of Pseudomonas aeruginosa in 1 g./
3araneHe YucAD aepobHux Mikpoopranismis (TAMC)
He Binsle 107 KYO/r.
3aranbhe GMCNo ApBKAKOBUX Ta NNIceHesmx rpnéIs
{TYMC) #e Binbwe 10* KYO/r
BigcyTHicT Staphylococcus aureus s 1+,
L ) jl_gcyTHith Pseudomonds veruginosa g 1 7. N
Assay/
Kinbkiche BUsHaveHHs:
= tyrathricin / TpotpuLpn 0,95~ 1,05 mg/g (1,0 mg/g £ 5 %)/ 1,03 me/g/
0,95~ 1,05 mr/r (1,0 mr/r+5 %) 1,03 mr/r
— cetylpyndintum 0,45-0,55 mg/g (0,5 mg/g + 10 %) 0,49mg/g/
chloride/ uevuanmppramniio | 0,45-0,55 mr/r{0,5 mr/r + 10 %) 0,49 mr/r
| xn0pua
Microbiological assay**: 80-120% Comphes/ <|
Efficacy agamst tyrothricm Bianoeinae
used for the production of
Tyrosur gelf
MikpoGioaoriuHui ananiz**:
EdexTrBHICT ¥ nopisHaHHi 2
THPOTPULMHOM, AKML
BUKOPHCTORYHITL A7
BHPOGHULTEa Cepil
| nperapary
Compesition/Craag;
The sum of the
gramicidins/ Cyma 25-50% 35%
TRAMMLMAKHIB
The sum of the tyrocidins/ | 50-70% 65 %
Cyma TpoUMAMHIS
Total /Pazom B Not less than 85 %/ He mewiue 85 % 100%
*— testing frequency every tenth senes, at least onee per year/nepoarinicTs TECTYBaHHA KOMXHOI JECATO) CopIl, MIHIMYM T paz
Ha D

#*— every fifth series 15 tested, not less than once per year/Tecryioms KOWHY IATY CEPIIO, He PIALIE OAHOTO pasy Ha pik

t hereby certify that the above mformation 15 authentic and accurate This batch of product has been fabnicated,
manufactured, including packaging/labelling and quality control at the above mentioned site (s} m full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications m the Marketing
Authorizaton of the importing country The batch processing, packaging and analysis records were reviewed and
found o be in compliance with GMP.

Batch/ Cepin 2941434 page / cropika 30f /3 4
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ENGELHARD Arzneimittel GmbH & Co.XG .._...._
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY _— —
ENGELHARD

Arzneimittel

CripasyHing A NIATBERIKYEO, 10 BUILERKA3EHE iHQOPMALER & AOCTOBIPHOIO | TOYHOIO. Hana cepia npoaykry Hyna
MPOBELEHA/BUTOTOBARHE, BRMGHAIOUM YNAKOBKY/MAPKYBAHHA Ta  KOHTPOAL AIKOCTI, Ha  BuilieBKa3aHOMYy
BMPOGHMHOMY MafaHUMKY B NOBHIN BIANORIAHOCTI 3 BuMOramut GMP, BCTaHOBNSHIAMU MICUEEHMM DEry aTGIHMM
OpraHoN, a TAakoHK ¥ BignosiaHocT i cneudifaninmm, axi mictatsca B peecTpaLlfiHomy Aocbe Kp&iHK-iMnoeprepa,
fipoTorony eupoGrMLTR], YMaKOBKY Tq_aﬁéhiam By nepeBipeHi Ta BETaHOBNEHO Tk signosinricts GMP,

Tobias Gunther .~ Y,

Qualified Person/Ynoskp XeHa ocoba

3

Date/fara: 21.10.2024

Batch / Cepla : 2aA143A page/ cropinka 4 of /3 4
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AEPIKABHA CJIYVIKBA 3 JIIKAPCHKUX 3ACOEIR
TA KOHTPOJIO 3A HAPKOTHKAMU y m, KHEBI

npos. Hanii Csitanutof, 3, 02099, e, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPIIOY 37079055

BHCHOBOXK
PO SIKICTL BBe3eHoro B Yxpainy JiKapebioro 3acofy
25,10.2024 Ne 56089/24/26
THPO3YP

(nadimciynanng nixapeskore 3acoBy 3ridho 3 peeeTpauiiinmmg naceigucimy)
resn, 1 mr/r; oo 5 rremo y Ty6i; no 1 Ty0i B kaprouuiii kopobui
(thopma srnyeky, nosyoaia, pun nakyBatus pikapeLkoro sacoGy)

Homep peectpaniiinioro noceinsennn UA/7786/02/01 crpox aif pecerpauifinoro noceinuens HEOBMeNKEH Ui

Cepis nikapchkoro 3acoby Ne 24 A143 A Kinpiicte speseroro nikapeskoro sacoby 12000
BupoGuux Burenvraps Apunaitmitrens T'm6X & Ko. KI” , HiMeyuura
(nakisenyoniiig srpoGinnka Jikapeokore sacoGy, kpaiim NOXoACINN}
Baeseno 8 Vxpatny Ilpusarne aryionepne Topapuerso "HATYPOAPM", inen. won:
24930169

(satistenynanns ra con 3a €APIIO0Y lopHANYKGT 0cobu afio nipissinue, i's, no Garbroni
thianuuol ocoGu - ninnpuesus, 1t Micue NPOHHMIKA Ta pecerpruituni nomep afinikonol
KUPTRH At nogm kit aGo cepln 12 1enep nacnopta)

IpoTowon Bisyansiiore wontposoe six 25.10.2024 e 3713/5.

3a pesynsratamu  gepwassoro KOHTPOMO BCTAHOBREHO, wo Jaikapcuiknii 3acif  pueseno o Yipainy 3
AOTPHMAKHSIM duMOF 33KOHOAABCTSA WOXO 3a6e3nceis AKOCT}

apecLiHa 3acobin,
'

Muxona XOJIQNEHKO

.
RianHc (iufuiame 1a npiznie)
P
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ENGELHARD Afznetimitiel GmbH & CoKG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

a—r Sommrecrn

ENGELHARD

Arzneimitiel

CERTIFICATE OF ANALYSIS Ne 24100238
CEPTHOIKAT AHAJIISY Ne 2410238

Product/NpegyiT: TYHOSUR gel, lmg/g, sgin tube 1tube in = cardboard box with labeling In
: | Ukrainfan Iang,uage/

ITPO3YP, 1enk, Iy, no 5 ey 1ol no 1Ty6l B kapronAié opotl) 3
L . MabilysaHHRM YIPEIHGROIO Mobtio -
Couitry-manufacturer/ Germany/
Koalta-sMpoBHKK; Hindewuuha

Reglstration Certificate nurber/

UA/7786/02/01 valld from 05,02.2018 - Unitmited

Homep Peecrpatfittors UA/7786/02/01 pies 05.02.2019- Bescrpotiven
nocelauennn: % .
Strangth/Activity/ 4.5 of gel contains Lmg of tyrothileln
Chinarai/ARTeH cTi:. _ | &r eno mictire JmrTHpOTPULHY |
Batgh/Cepin: - 24K0238

Bateh slze/Poamip cepil: 142080 par:kages/lZUDD YEKOROK
Manufscturng date/ 09/2024

Hatd BpobHKUTaa;

Explry date [lipngamviino; . fs2007

Mahfacturer/ BpoBimi:

‘Engelhard Arznelmittel GmbH &Co, KG
:Herzhergstrisse 3, 61138 Niederdorfeldar, Germany/

Enrenvrapp, Apuralimitrent-m6X & Ko KT

Xepleprurpacce 3,:61138 Hinennapdeasen, HimeuunHa

Mariufactuting Ucensa / DE_HE D1, MIA 2023 0015 from 03.04.2023f
1/Tiiterpin Ha BUpOBHMLTEG! DE_HE.- 0, 'MIA_2023 0015 5l 03.04:2025,
Cartificate of GNAP complance/ | DE_HE U1_GMP_2023_0059 o 18.04,2023]
Cepmhditar slanosiphosTi DE, HE‘ o GME_QUZS_QB5Q sln 18.04.2023
GME .
Art, No. / Aputign Nn 680511
QCReport/ 40000064187
| 3BT 3 KOHTPOAIC ANOGTE. | ;
s;aemﬂmnonfr;neuwdnmamn« | BOD50/13
Date Df release of finished 15412024
prodice/ fava sunyciy rarosoro
NPOLYITY
Batch/ Cepla 12440238 viage / cropluka 1 of /o 4 -

rrarer o 1960 By 3108 ctrtr (dowr
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ENGELHARD Arzneiriittel GmbH & Co,XG
Heribergstrasse 3, 61138 Niederdorfelden GERMANY

L rd ]
e U -

ENGELHARD
Arzneimittel

SR P EREA ECIEICATIC N'fw ESULTSH
fﬁ&u%%éﬁ TitE : lum,% KA R PERVRE AT
Microhlologital purity®/ | Total aerob]c m1crob1at count (TAMC) not more than Compiias/
MikpoGionoriuHa { 10%CFU/a _ _ Bigriosigae
yucrora® F Totat combined yeasts/molds count {TYMC) -niot more thaty
Eur. Pharm; 5.1.4, 56,12, 0GRV e,
2643 [ €epsdapm, 514, | pbsence of Staphylocaccus aureus in1g.
5612, 26,13 Absence of Pseudomorias deruglnosa In1 g./

3arankHe. ukono aepobRux Mlkhoapraniamis (TAME) |

tie Blrikive 102KY0/n

3ara/iche uMcno apbxmwosmX Ta nalcedesnx. rpubin

{TYMC) He Blnwwe 10! RYO/r.

Bigeyrricrs Stuphylocogous qurads 8 T
. BigcyrhicTb Psetdomonas geruginose sl r.
| Bsssy) ' 104mgla/
KlasicHe pHaBaueRHR: 1,04 mifr
—tyrothiicin/ Teporpiius.  [095~1,05 mg/e {10 g/ 25 %)/

0,85 1,05 mr/r {10 mrfr£59)
— catylpyridiaium 0,45~0,55g/g (05 g/ + 10 %) 0:48 me/g/
<hlotlde/ nervanipuammio | 0,45-0,55 mr/r (0,5 mr/r£ 10 %) 0,48 mrfr
Rmopug, ‘
Microhlological assay**y 80~120% Complles/
Effitacy  sgalnst  fyrothiidin Bizmonliae
uséd for the production of
Tyrosur gelf
‘Nikpoblonoriunui ananiz -
‘EdiEkvapiorey nopleHannls
THRBTDALWAHOM, Ak ‘
BUKOPUCTOBYIOTD IR
BipoGHuLTEa copil
npenspaTy
Cotvposition/Cronaps b
Tite supn-ofthe ' .
grafnlciding/ Cyma- 25-50% 35%
rpaMuiuEhle
The sum of the tyroclding/ | 50=70% 165%
Cyia THpouWauHle ’
Total [Paadm Not fess thian 85 %/ He MeHwe 852 100 %

*2- testing frequency evety tenth sexles, at least ofce per yeér/nepioauutlem recryeatiin o Agearol cepl, mikimym 1 pas

Ha]:dm

#¥ eyery fifth series T testad; not less than once peryear/reciyioTs KORHY 1Aty ceplio, He pinjur DAHOrO P83y Ha pilt

1 hrepy certify that the above Infarmation'is authentic and acctrate, This batch of proiduict has been fabricated/
ranvfaciured, inchiuiing packagingflabelling anthquality centrol at the aliove mentlaned site (s] In full-compliance
with the GMP requirements of the lodal Regulatory Authoiity and with the spegifications I the. Marketing
Authortzation of the impoirting country. The.batch procsssing, packaplng and analysis records were reviewad and

fodrig ta be Incorfmplfafice with

Balch/ Cepln: 24¥023B

G,

page /erapiura 3of f3 4
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ENGELHARD Arzneimittel GmbH & Co.KG Y45 ) -

Herzbergstrasse 361138 Niederdorfelden GERMANY ==

ENGELHARD
Arzneimittal

Cnpasniii # NigTEEPARYI0, WO BrilyeBrasaHa IHpopMaLia &.A0cToBipHDIO 1 TouHo!O. [aHa cepia npoayxry Gyna
NPOBEAEHA/BYIOTOB/IEHE, BKMONAIOMM  YNBKOBKY/MApKYBaHHA T2 KOHTPONL RKOCT, HZ GUWEBKaZAHOMY
BUPOBHIHOMY MAKIAHUMIKY B-NOBHIA BIANOBIAHOCTI'3 BUMOrIMM GMIP, BETRHOBNEHUMY MICLIEBMM PEIYARTOPHUM
opraHom, a Teros 'y BianosiaHoc 3i cieumdikauiamm, Akl micTrsen B peecTpauiiHoMy J0CkE KpRIHM-MAOpTepa.,
TpoToKkosn BUpoBHUUTES; YAKDBKYLTA aHanizW- By iepeelpeH Ta BCaHOBARHO X Bignosiguicrs GMP,

g

Dr. Oliver Schmidt Date//ara: 30.12.2024
Qualified Person/YrosHosaweHa otoBa

Batch/Cepln: 24KDZ3B: pige / cropinka 4 of /a4
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AEPAKABHA CIYXBA 3 IIKAPCEKHX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Coimmuumod, 3, 02099, ren. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BHCHOBOK
PO AKiCYH BBeseHOro B Yicpainy JixapcLkoro sacofy

21.02.2025 Ne B587/25/26

THPO3YP

(naitvenynanys nixapeskoro sacoby arinuoe s pecerpauitinmm NOCHAMEIHEM)
rejb, 1 mr/r; no 5 r reaso y y6i; mo 1 Ty6i B KapToHuii xopobui

(thopnsa Brnycky, fo3yRauI, BHA NAKYBARYS RIKAPCEKOrO 38C06Y)

Homep peecrpanitinoro nocsinuenus UA/7786/02/01 crpox aif peecrpauiiisoro nocsinuenns HeoBMecemuil

Cepis nixapcekoro 3acofy No 24K 0238 Kinnxicrs Bresenoro nikapenkore aacaBy 12000
BupoBnix Exrensrapn Apmmativitrens T'v6X & Ko, KT, Hivenumsa
(uaiistenysauys siupoduka nikapebroro 3ucoGy, KpaiHR noxonxeniis)
Baeseno & Yxpaiuy " Ipueatue axuionepue Tosapucerso "HATYPOAPM", inenr. xon:
24930169

(nafimenysunis Ta kop 3a CAPTIOY sopnawunod ocoBi aGo npisnuie, iM's, 10 Garaon] (riznuroy
ocofy - ninnpHemy, it Micue nposxksanug T peecTpauiiiuui HoMep o6nikoBof KapTKH DARTHHRKR
nonavkis a6o eepin T2 Homep nacnopra)

IIporokon sisyaneuoro Kowrposmo sin 21.02,2025 Ne 505/01.10-25/5.

3a pesynvraTaMH JIEDWaBHOTG KORTPOMC BCTAHOBMEHD, L0 nikapeskuli  3aci6 BEeseHo B Vipalny 3
OOTPHMAHHAM BUMOr 32K0HOAABCTEA WOAO 3afesneyenya AkocTi nikapopux 3acobis,

Muxona XOJIONEHKO

(nigmue) (iniuiany Ta npiseMLc)
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