AEPIKABHA CJIVXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIN OBJACTI

npoe, Csitanynol Haail, 3, m.Kuis, 02099, ten/bakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Koa €JIPIIOY 37078774

B CHOBOK
Npo AKICTH BBE3eHOT0 B YKpainy JikapchbKoro 3acoby

04.04.2025 Ne 15360/25/10

TPHIEPM®

(aitnenyBaHng nikApeLEOre 3acafy 3riano 3 peccTpamiiiimal HOCBITEHHANM)
rpest; no 135 r B assominicsiii Ty6i; no 1 1y6i y kaprouuiit wopobui;

((papma przyCKY, ROIVBRHEN, BU HAKYBAHHSA JIKAPCRKOTO 3acofy)

Honep peecrpaniiioro nocgiguenns UA/2022/01/01 crpox pii pecerpauifinoro nocsiguenus 01,01.2099

Cepis xixaperxoro sacody Ne C121310 KinexicTh BBe3eHOrO Aikapchkoro sacody 5040
BupaGHHE Oprasos Xeiict 68, Beneris
{maiimenyBanks supoBiKa. ZIKAPCEKOro 3acoby, Kpailia MoOXoXHEHIA)
Baeseno B Yipainy Crliabie ykpaiicpKo-ecTORChKe NiANPHEMETBO V- QopMi ToBapHCTBA
3 obnMezReHoO10 BignosixaasHicTio "Onrima-Papnss, ITH", inenr. koa:
21642228

(uaiivenysauns 1a ko 3a EAPTIOY wopuananol ocobis abo npizemue, iv's, 1o Gatakoni disnymo
ocoly - nignphesion, i Micle NpokuBaHAR Ta peecTpauiiiimil sosep ofnikosol RAPTKH MRATHAKS
ftopaTkig alio cepis T HOMUp nachopra)

[Ipororoa sisyausnoro xonrpomo sig 31.03.2025 N 0967/8.

3a  pesyneTaTamit ACPEKABHOTO KOHTPONO BCTAHOBACHO, IO  JikApebknii 3acié  seeseno B Vipalwy 3

AOTPHMAHHAM sivor 3aKOHOAABCTEA WOAO 3a0e3rieues a AK0CTi MikapesKix sacobia,

Omera EPEOMEHKO

‘Hixourpoma) {(nianuc) (ininiam T2 opizanme)




5 ORGANON

Opranon Xeiicr 68
Tnnycrpienapk 30, 2220 Xeier-on-xeH-bepr, bebris

CEPTHU®IKAT SIKOCTI CEPIi JJIKAPCBKOTO 3ACOBY

Hasga
Mdopma BAMYCKY

Ho3yBaHns

YnakoBka

Cepis

KinbkicTs y cepil

Hara BUpoOHUIITBA

JaTa 3akingennst Tepminy
MpUIaTHOCTI

Kpaina Bupodnnka
Pecerpaniiine moesiguenns

Hasra supofuuka, BiANoBigajLHoro
3a BUIYCK cepii

Allpeca
Jlinensin na supoGuuureo Ne

TPUIEPM®, xpem
KpeM

0,5 mr/r Beramerasony (munpomnionaty); 10,0 mr/r Knorpumasoay; 1 mr/r enraminumny

(cyabdary)
no 15 r B Ty6i; o 1 Ty6i B kapTouuiii kopobui
C121310

10 080 ymaxoBok
01.2025

01.2027
Benbris
Ne UA/2022/01/01

Oprauon Xeiict 68

Innycrpienapk 30, 2220, Xeiict-on-gen-bepr, benwris
304 H

Pe3yLTaTH NpoBefenst aHaJi3y stcocTi Jikapebicoro 3acody Bianosiano 1o MKSI PTI Ne UA/2022/01/01

PesynbraTtu

TToxka3HMKH SIKOCTI Bumoru .
anasizy
Onuc (Bisyansno) M'skoi KoHcucTeHLiT, Bix 6inoro abo Maiixe 6i10ro KOJILOPY 0MHOPIAHUH Biunosigae
KpeM, Ge3 CTopoHHIX BKIIOYEHb
pH (noTeHioMETPHYHO) 45-5,5 4.9
InenTudikaunis beramerasony Xpomarorpama BUpoGyBaHOro po3uHiy BiANOBI A€ XPOMATOTPaMi PO3HHIY Bingmosinae

aunpomnionar (BEPX)

CTangapTy

Inentudikauis Kiorpumason (BEPX)

Xpomarorpama BUnpoSyBaHOro PO3UKHY BiNoOBiaE XpOMaTorpami po3u1Hy
CTaHIaptTy

Biposinae

Inentudikauis Nentamimwn (TIIX)  |Ha xpomaTorpami BUIpoSYBaHOTO PO3UHHY MAIOTh BUSBIIATHCS TPH MAMHU Ha Bianosinac
piBHi TINSAM Ha XPOMATOTPaMi PO3UHHY TIOPiBHAHHI

Inentudicaunin bensunosnit cmpr Xpomarorpama BUIPOSYBaHOTO PO3UMHY BiATIOBIZA€ XPOMATOrpaMi po3UMHy Binnosinae

(TX) cranjaapry

Kinbkicne Bu3nadenns

Beramerazony muriporionary (BEPX) [0,611 - 0,675 mr/r (Bix 95,0 % no 105,0 % Bil 3a3HAYEHOIO Ha YIAKOBIL) 0,644 mr/r

KinbkicHe Bu3nauenns KioTpumason ) i

(BEPX) 9,50 - 10,50 Mr/r (8ix 95,0 % 1o 105,0 % Bij 3a3HauCHOTO Ha YMaKoBLL) 9,90 mr/r

Kinbkicie Buznadenns ['earaMilun

(mikpoGionoriunuit METOX) 0,900 - 1,100 mr (a6o 900 - 1100 MO)/r (Bin 90,0 % xo 1 10,0 % Bix 1,016 mr/r
3a3HAYEHOrO Ha YIAKOBIL)

Kinbkicne susnauenns benswiopnit  [9,00 - 11,00 mr/r (8iz 90,0 no 110,0 % sin 3asHaueHoro na YMaKoBIli) 10,04 mr/r

crupt (FX)

Hanosuenus (IIpoBoautnes K Binnosixae Esp.®. Biuxrnosinae

BHYTpILUHLOBHPOGHHUMH TECT)

Cepem-le HAIlIOBHECHH He MEHIIe 3a3Ha4Y€noro Ha yH’dKOBLIi

Komenrapi: Toxaznnk MikpoGionoriuna YMCToOTa JIIKapChKoro 3acoby (*) sinnosinae Esp.®. 5.1.4 nnus npenapatis st 30BHILIILOIO

sacrocysanst.(*) He pyrunumii recr.

A

i p IS LS

26.07 wo 1/4/(]()



Hasea minseuL, BiAMOBIIANEHOT 32 BPOGHHITBO/MEPBHHHEE Ta BTOPUHHE NaKyBaHHs /KOHTPOJIL sKocTi/BHTIycK cepii: Opranon XelicT 0B

Azpeca AUILHULL, BIAIIOBIOAIBHOT 38 BHPOOHHUTBO/TICPBUHHE Ta BTOPHHHE TTaKyBaHHs /KOHTPOJE SKOCTI/BHITYCK cepii: [HaycTpicnapk 30,
2220, Xeiicr-on-ueH-bepr, Benbris

Jiuensis Ne 304 H

ITuM s 3aCBiUYIO, IO BUIIEBKA3aHa iH(opMAaLIia € ZOCTOBipHOIO i Tounoro. lana cepis nponykry, Bmoyaroun ADI i mpomixui
ripoyKTH, Gyna BHpoOneHa, BKIIOYAIOuH YIIAKOBKY / MapKyBaHHs Ta KOHTPOIb AKOCTI Ha BUILE3rajlaHiit Bupobuuuiil gubunni (-1sx) B
1oBHiit BianoBiHoCTI 3 BuMoramMu GMP, BCTAHOBIEHHMY MiCIEBUM PErYISTOPHUM OPTaHOM, a TAKOX 3TIIHO creuudikamii, wo
MICTHTBCA B peecTpariitnoMy focke. IIpoTOKoIM BUPOGHHUTBE, YITAKOBKY Ta KOHTPOIIIO AKOCTI MEPETIISHYTO | BCTAHOBIENO iX
Bianosiguicts BumoraM GMP.

Jara sunycky cepii: 12.02.2025
Yrnoguoraxkena ocoba/

Binnosinanbuuii npoMucioBuii

tdapmanesT

Epix epe3a /mionuc/

Harta nignucy: 14.02.2025



§

Productname:

Dosage Form:

Strength:

Packaging:

Batch Number:

Batch Quantity:
Manufacturing Date:
Expiry Date:

Country of Manufacturer.
Registration Certificate:

Name of Releasing Site:

Address of Releasing Site:

Manufacturing License Nr.:

= ORGANQON Organon Heist bv

Industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

TRIDERM®, Cream

Cream

0,5 mg/g Betamethasone (as dipropionate); 10 mg/g Clotrimazole; 1 mg/g Gentamicin (as sulphate)
15 g in tubes; 1 tube in a cardboard box

C121310

10.080 Packs

01 2025

01 2027

Belgium

Ne UA/2022/01/01

Qrganon Heist bv

Industriepark 30, 2220 Heist-op-den-Berg, Belgium
304 H

Quality Analysis Results of the Medicinal Product in compliance with MQC of RC Ne UA/2022/01/01

Quallty Indicators

Regquirements

Analysis Results

Description (visual) A smaoth, uniform, white {o off-white cream; free from foreign matter. COMPLIANT
pH (potentiometry) 45-55 4.9
Identification Betamethasone dipropionate The sample HPLC chromatogram agrees with standard chromatogram. COMPLIANT
(HPLC) 1
Identification Clotrimazole (HPLC) The sample RPLC chromatogram agrees with standard chromatogram. COMPLIANT
tdentification Gentamicin (TLC) The sample spots (3) migrate at the same rate as the standard spots (3) COMPLIANT
|dentification Benzy! alcohol (GC) The sample GC chromatogram corresponds to the standard COMPLIANT
chromatogram.
Assay Betamethasone dipropionate (HPLC) 0.611 mg to 0.675 mg betamethasone dipropionatein 1 g preparation 0.644 mg/g
(95.0 % to 105.0 % from Label Claim).
Assay Clotrimazole (HPLC) 9.50 mg to 10.50 mg clotrimazole in 1 g preparation (96.0 % to 105.0%  9.90 mglg
from Label Claim).
Assay Gentamicin (Bio-assay) 0.900-1.100 mg (or 900 to 1100 L.U.) Gentamicin in 1 g preparation 1.016 mgig
(90.0 % to 110.0 % from Label Claim).
Assay Benzy! alcohol (GC) 9.00 - 11.00 mg Benzyl alcohol in 1 g preparation (80.0 % to 110.0 % 10.04 mgl/g
from Label Claim).
Fill Volume Fill complies with EU regulations. Average fill not less than label claim. COMPLIANT

(Performed as in-process control test)

Comments: Microbiological Quality of Pharmaceutical Preparations (%) Comply with Ph. Eur. 5.1.4 for preparation for topical use.

(*) Non-routine testing.

Name of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Organon Heist by

Address of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Industriepark 3

Manufacturing Authorisation Number: 304 H

| hereby certify that the above information is authentic and accurate. This batch of pro
has been manufactured, including packaging/labeling and quality control, at

the above mentioned site(s) in full compliance

0, 2220 Heist-op-den-Berg, Belgium.

duct, including intermediates and active substance(s),
with the GMP

requirements of the local Regulatory Authority and with the specifications and requirements in the Marketing Authorisation of the importing

country. The batch processing, packaging and analysis records were

For batch release on: 12 Feb 2025

Qualified Person / Responsible Industrial Pharmacist

Erik Ceresa

Date of Signature:

reviewed and found to be in compliance with cGMP.

MCEAINTLS_UKR

Page 1 0of 1



JEPKABHA CJYKEA 3 JIKAPCHEKHUX 3ACOEBIB TA KOHTPOIIO 3A
HAPKOTHKAMU Y KHIBCLKIHA OBJIACTI

npos, Ceitnauroi Haaii, 3, a.Kuie, 02099, Tea/thake: (044) 576-40-41
E-mail: dis.kog@:dls.gov.ua, Kog €PIIOY 37078774

BHUCHOBOK
HPO SAKICTH BBE3eHOr0 B YKpainy jikapcbKoro 3acody

02.05.2025 Ne 20370/25/10

TPHIAEPM®

(rudissenyBaHaA dikapeekora 3acofy 3rizno 3 peectpaniiitin nocsigueHM)
kpewm; 110 15 v 8 amoninieniif Ty6i; mo 1 1y6i y xaprousiit xopo6ui

(thopaia BHAIYCRY, AO3YE2HRA, BY NAKYBIHAS JiKIPCEKOTO 33c00Y)
Hosep pecerpaniiinoro nocsizuenns UA/2022/01/01 crpox i pecerpaniiinoro mocsinuenns 01.01.2099
Cepin nixaperkoro 3acoby Ne C123443 Kinskicrs sresesoro mikaperkoro 3acoby 9600

Bupobuis Oprauon Xeiict 68, Bensris

(mafimestypaling BHPOGMIka TikapceKoro 3acoby, kpaila NOXOTKCHHA)

Breseno B Yipainy Cuinsire yrpaincsro-ecTonchKe HgnNpReMcrso.y hopyi ToBapicTea
3 o0MeReNHo10 BIANORIIANLHICTIO "Onrisa-Oapm, JITT", izenr. roa:
21642228

(naiimenysasna Ta kog 33 CAPIIOY 1opuanaroi ocobk ado npisenule, iv', 10 GaThKOB; thistrakoi
0cobt « mARpHEMIR, 1T MICUE NPORIBIRIE T2 peceTpatiiTni Homep abnixkneoi RAPTHRH ILTATHHRD
nogaTkie abo cepin Ta nomep nacropTa)

MpoTorea eisyannnere xourponio sin 02,05,2025 Xe 1321/10.

32  peBYNLTATAME  ACPWABHOTO KONTPOMO BCTAROBACHO, MO  MiKapCeRHiT  3acif BBS3CHO B YRpAtHY 3
AOTPHMAHHSM BuMOr 3aR0HOAARCTEA WOAC 3afe3nedeHns FKOCTE JiKapesKix 2acobin.

o
%f/ - Ossra EPLOMEHKQ

{nianiic) {iuinianio ma npfasime)




4= ORGANON

Opratnon Xeiict 08
Inayerpienapx 30, 2220 Xeiicr-on-nen-bepr, Bestbris

CEPTHU®IKAT SIKOCTI CEPIi JIKAPCBKOI'O 3ACOBY

Hazsa
®opmMa BUIIYCKY

JloszyBaHHsi

YnakoBka

Cepisn

Kinbkicrs y cepil

JlaTa BUpoOHUUTBA

JaTa 3akinyenus TepMiny
NPUAATHOCTI

Kpaina supofnuxa
Peccrpariiine nmoceigueHus

Hasga supo6nuka, Bi{loBiajiLHOTO0
3a BUnycK cepii

Alpeca

Jlineusia ua supoGHRNTBO Ne

Pe3sybTaTi NPOBEJeHHA aNajtizy AkocTi JiKa

TPUAEPM®, kpem
KpeM

0,5 Mr/r beraMerasoHy (AMIPONIOHATY); 10,0 mr/r Knorpumasoay; 1 mr/r

(cynbdary)
1o 15 r B TY6i; mo 1 Ty6i B KapTOHHii KOpOOLI
C123443

48 480 ynaxoBoK
02.2025

02.2027
Bedbris
Ne UA/2022/01/01

Opranou Xeiict 68

Injycrpienapk 30, 2220, Xeiict-on-xen-bepr, Beabris
304 H

Tenraminnyy

pewicoro 3acoby Binnosiamo 1o MKsI PIT Ne UA/2022/01/01

IToxa3sHMKHA AKOCTI

Bumorn

PesyanrarTu
apaiizy

Onuc (BisyaibHo)

M'sikoi KoHCHCTeHILT, Bijt 6inoro abo Maiixe 6in0ro KoNLOPY onHOpinHMit
KkpeMm, Ge3 CTOPOHHIX BKIIFOUCHE

Binnosigae

pH (noTeHLiOMETPUYHO)

4,5-5,5

5.0

Inenrudiranis berameraszony
aunporionar (BEPX)

XpomaTorpaMa BHIPOSYBAHOT0 PO3UHHY BiAMOBiZaE XpoMaTorpami posuniy
cTanmapTy

Binnosinae

Tnenrudikanis Kiorpumasos (BEPX)

Xpomarorpama BUIPOOYBAHOro PO3UUHY BUITOBIIAC XPOMATOrpami PO3UHHY
CTaHJapTy

Biosijtac

Inewrudixanis Tentamiups (TIIX)  [Ha XpOMAaTOTpaMi BUIPOGYBAHOTO PO3YWHY MAtOTh BUABIIATHCS TPH nnsMu Ha  |Binnosinac
piBHI MM Ha XpoMarorpami PO3UHHY MOPIBHAHHS

InenTudikauis BeHsunosuit crupT XpomarorpaMa BUIPOOYBAHOIO PO3UUHY BITIOBIIa€ XPOMATOrpaMi PO3UHHY Binnosinae

(ITX) CTaHaapTy

Kinbkiciie Buznavenus

Beramerazony munpornionary (BEPX) 10,611 - 0,675 mr/r (8ia 95,0 % no 105,0 % Bix 3a3HAYCHOTO HA YNaKoBILi) 0,648 mr/r

Kinbxicne susnauenns KiorprMason i )

(BEPX) 9,50 - 10,50 mr/r (8ix 95,0 % no 105,0 % BiJ| 3a3HAYCHOTO Ha YIaKoBIli) 9,89 mr/r

KinbkicHe Busnauennst NeRTaMitnH

(mikpoBiosnoriunuii Meron) 0,900 - 1,100 mr (a6o 900 - 1100 MO)/r (8iz 90,0 % no 110,0 % Bin 0,987 mr/r
3a3HAYCHOTO HA YITaKOBIi)

Kinnkicie usnavenns bensunosuii 9,00 - 11,00 Mr/r (8im 90,0 zo 110,0 % Bij 3a31aueHOro Ha YHAaKOBLI) 9,96 mr/r

criupt (I'X)

Hanosueuns (TTposouwtses sK
BHYTPIIIHBOBIPOOHUYWH TECT)

Binnosinae Egp.M.
Cepe/IHE HATIOBHCHHS HE MEHIIC 3a3HAYEHOTO HA YHAKOBLL

Bianosinac

KowmenTapi: TToxaszunx MikpoGionoriuna ¥ucToTa nikapchkoro 3acoby

sacrocysanns.(*) He pyTHHHUI TeCT.

!/

D i~

ATV L"f"L(/,-/\

Lol

(*) ignosigae Esp.®. 5.1.4 nns TIpenapaTiB AT 30BHIILHBOrO

PEE




HasBa 1i7ThHHII, BTOBIANBHO] 32 BUPOBHHLTBO/IEPBUHHE Ta BTOPHHHE IaKyBAHHS /KORTPOL sikocTi/Bumyck cepii: Opranon Xefict 6B

Anpeca AiNLHALI, BIATOBIIANGHOT 32 BHPOGHIITBO/MIEPBIHHE TA BTOPHHHE TIaKyBaHHs /KOHTPOIb skocTi/Brmyck cepii: [HaycTpicnapk 30,
2220, XeitcT-on-geH-bepr, benbris

Jliuensis Ne 304 H

LuM s 3acBifuyio, 10 BUILEBKA3ana iHPOpMALIs € oCTOBIpHOIO | TOuHOIO. JlaHa cepist IPOAYKTY, BIINOUAIOIH ADT i npomixni
ponykTH, Gyia Bupobniena, BKII0UAKYY yIaKOBKY / MapKyBalHs Ta KOHTPOIL SKOCTI Ha BULIE3rafaniit BUpoOHUUii Ainbuui (-1sx) B
[TOBHIH BIAMOBIAHOCTI 3 BMoraMin GMP, BCTaHOBNEHMMHU MiCLICBIM PErYJIATOPHIM OPratoM, & Takoax srigno cregudixanii, mwo
MiCTHTBCA B peceTpalifinomy focke. IIpoToKoNTUM BUPOOHHLTBA, YIAKOBKY T KOHTPOIIO AKOCTI TIEPErIAHYTO | BCTAHOBJICHO iX
pinnosignicts BuMoram GMP.

Nara Bunycky cepii: 26.03.2025
VYuonuonakena ocoba/

Binnosigaanuuii npomMuciosmii

phapmauesT

Epik Lepesa /nidnuc/

Hara mignucy: 27.03.2025



Productname:

Dosage Form:

Strength:

Packaging:

Batch Number:

Batch Quantity:
Manufacturing Date:
Expiry Date:

Country of Manufacturer:
Registration Certificate:

Name of Releasing Site:

Address of Releasing Site:

mggﬁg’m O R G A N O N Organon Heist by

Industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

TRIDERM®, Cream

Cream

0,5 mg/g Betamethasone (as dipropionate); 10 mg/g Clotrimazole; 1 mg/g Gentamicin (as sulphate)
15 g in tubes; 1 tube in a cardboard box

123443

48.480 Packs

02 2025

02 2027

Belgium

Ne UA/2022/01/01

Organon Heist bv

industriepark 30, 2220 Heist-op-den-Berg, Belgium
304 H

Manufacturing License Nr.:

Quality Analysis Results of the Medicinat Productin compliance with M

QC of RC Ne UA/2022/01/01

Quality {ndicators
Description {visual)

pH (potentiomelry)

\dentification Betamethasone dipropionate
(HPLC)

identification Clotrimazate (HPLC)
ldentification Gentamicin (TLC)

Identification Benzyl alcohol (GC)

Assay Betamethasone dipropionate (HPLC)
Assay Clotrimazole (HPLC)

Assay Gentamicin (Bio-assay)

Assay Benzyl alcohol (GC)

Fill Volume
(Performed as in-process control test)

Comments: Microbiological Quality of Pharmaceutical Preparations (*) Comply with Ph. Eur.

(*) Non-routine testing.

Regquirements

A smooth, uniform, white to off-white cream; free from foreign matter. COMPLIANT
45-5.5 5.0

The sample HPLC chromatogram agrees with standard chromatogram. COMPLIANT
The sampie HPLC chromatogram agrees with standard chrematogram. COMPLIANT
The sample spots (3) migrate at the same rate as the standard spots (3)  COMPLIANT
The sample GC chromatogram corresponds to the standard COMPLIANT
chromatagran.

0.611 mg to D.676 mg betamethasone dipropionate in 1 g preparation 0.648

(95.0 % to 108.0 % from Label Claim).

9.50 mg to 10.50 mg clotrimazole in 19 preparation (95.0 % to 105.0 % 9.89

from Label Claim).

0.900-1.100 mg (or 800 to 1100 1.U.} Gentamicinin 1 g preparation 0.987

(80.0 % to 110.0 % from Label Ciaim).

9.00 - 11.00 mg Benzy! aicohol in 1 g preparation {90.0 % 10 110.0 % 9,56

from Label Claim).

Fill complies with €U regulations. Average fill not less than label claim. COMPLIANT

Name of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Organon Heist bv

Address of Manufacturing/Primary&Secondary Packaging/Testing/Release

Manufacturing Authorisation Number: 304 H

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

5.1.4 for preparation for topical use.

Site: Industriepark 30, 2220 Heist-op-den-Berg. Belgium.

me‘g

mgig

my/g

mylg

t, including intermediates and active substance(s),

requirements of the local Regulatory Authority and with the specifications and requirements in the Marketing Authorisation of the importing

country. The batch processing. packaging and analysis records were reviewed and

For batch release o 26 Mar 2025

Qualified Person / Responsible Industrial Pharmacist

Erik Ceresa

Date of Signature:

found to be in compliance with cGMP.

MCEAINTLS_UKR

Page 1 of 1
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