TRIAL MCDE - a valid lic

NEPKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJUIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitauunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €/IPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3EHOro B YKpainy JiKapcbKOro 3acody

10.11.2025 Ne 56028/25/26

TIOMEKC

(naiiMeHyBaHHs JlikapCbKOro 3ac06y 3riHo 3 peecTpalifHuM MoCcBiAYEeHHAM)
kpem, 10 mr/r; mo 30 r B Ty6i; mo 1 Ty6i B KapTOHHI# mayui

(dopma BuMyCKY, 103yBaHHA, BUI NaKyBaHHA nikapcekoro 3acoby)
Homep peecTpauiiiHOro MocBiA4eHHs UA/19132/01/01 crpok aii peecTpauiliHOro NOCBi4eHHA 23.12.2026
Cepis nikapcbkoro 3acoGy Ne N1928B KinbKicTb BBE3€HOTO NiKapcskoro 3acoby 654

BupoGHuK JlaGopatopioc basi - InaycTpis ®apmaneyTika, C.A., [lopryranisi

(nafiMeHyBaHHsA BUPOGHUKA nikapcbkoro 3acody, kpaiHa MOXOMKEHHS)

CniibHe YKPaiHChKO0-eCTOHCHKE nianpuemcTeo y Gpopmi ToBApHCTBA
BgeaeHo B Y kpaiHy 3 0OMEKEHOI0 BiAMOBIAAJIBHICTIO "Onrima-®apm, JITA", inent. kon:
21642228

(nadimMeHyBaHHA Ta KO/ 32 €JIPTIOY 1opuaundHoi ocobu abo npizBuiLe, IM'A, 110 6arpKoBi (izuuHoT
0cobH - nianpuemus, ii Micue NpoXKUBaHHS Ta peecTpauifinuii Homep 006niKOBOT KAPTKH NNaTHHKA
noaatkis a6o cepis Ta HOMEP NacropTa)

I1pOTOKOS Bi3yalbHOr0 KOHTPOIIO Bl 10.11.2025 N 4225/01.10-25/28.

3a pesyNbTaramMM [IEPKABHOTO  KOHTPOIIO BCTAHOB/JEHO, WO Jikapchkuii 3acib BBeseHO B Ykpainy 3

ILOTpHMaHHﬂM BUMOT 3aKOHOAABCTBA 1110110 3ale3rneueHHs AKOCTi NiKGPCLKUX 3aco0iB.

HauansHHUK

Mugxkona XOJIOJEHKO

{nianuc) (imiuianu Ta npi3euLIe)

se will remove this mess

the keywards property of this PDF for mare infarmation.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT/
CEPTU®DIKAT SIKOCTI CEPII JTIKAPCHKOI'O 3ACOBY

Product name / Hazpa npoayxry
(strength, dosage form, package size and
type / po3ysamHs, Jikapchka Qopma,
pO3MIp 1 THIT YITAaKOBKH)

THIOMEX, 10 mg/g cream, 30 g of cream in a
tube, 1 tube in a carton pack with the labelling
made in Ukrainian /

TIOMEKC, xpem, 10 mr/r, no 30 r xpemy B
Ty6i, mo 1 T1y6i B xapTomEili maumi 3
MapKYBaHHSNM YKPaTHCHKOI MOBOI)

Active substance / xiroua peyoByHa

Tioconazole 10 mg / Tioxonason 10 mr

Manufacturing  country /  kpaiza- | Portugal / ITopryranis
BUPOBHUK

Marketing authorization number / UA/19132/01/01
HoMep peecTpatifiHoro nocBiA4eHHs

Batch number and size / Homep Ta | N1928B

posmMip cepif 19 823 UN / oxunnup
Date of manufacture / Jata supobuuursa | 10.2024

Expiry Date / Tepmin npuaatHocTi 09.2027

Name, site address and manufacturing
authorization number / Hazsa, aipeca i
HoMep minensii BupoOHuyol MR

Laboratérios Basi - Indtstria Farmacéutica S.A.,
Parque Industrial Manuel Lourengo Ferreira,
Lote 8, 15 E 16, Mortagua, 3450-232, Portugal /

JlaBopatopioc basi - Imaycrpis @apmaueyTika
C.A. Ilpomucnosait mapk Manyens Jloypenco
Beppedipa, Oymisni 8, 15 ta 16, Moprarya,
3450-232, [Topryranis

Manufacturing authorization F016/001/2023 /
Jliuensia na supobuuureo FO016/001/2023
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Indicator / Iloxazauk

Specification / Cienudirauis

Result / PeavabTar

Description / Onuc White homogeneous cream, without
lumps or extraneous particles / Complies /
Onwopimuu# kpem Gimoro xomwopy, 6e3 Biamnosinae
IPYOK | CTOPOHHIX YacTOK,
Average weight (Stage 1) | Average value (10 units) = 30.0 g. Any
/ Cepemusi maca smictv | individual value should be in the range of
1y6u (pisens I) 27.0 g—33.0 g. If at least one value is out
of range, conduct the test on the next 20
units (Stage 2) / Cepenne 3nagensa 3 10
oguEMLe Mac Oytu me menwme 30,0 I 30.3
Xonue iHauBigyanbBe 3HAYCHHST HE MAE
BuxoauTH 3a Mexd 27,0 v — 33,0 r. Sxumio
Xxoua OM OHHE 3HAYCHHS BHXOIWTL 32
MeKi, [IpPOBOAATE  JAOCHIKEHHH  Ha
racTynHEX 20 omuHNIX (PiBEHD 2).
Average weight of the Average value (30 units) > 30.0 g. No
tube contents (Stage 2)/ | more than one unit the individual weight
Cepennsg Maca BMICTV of which exceeds the range 27.0 g — 33.0
xTv6wm (piens II) g is allowed. / Cepenne 3nauerra 3 30 NA /e
omuuuLs Mae Oyt ue mexme 30,0 T 3aCTOCORYETHCH
Jlonyckaethest  He  Oinmpmre  omHiel,
iHoMBiMyabHA Maca SKOI BHXOAMTL 3a
mexi 27.0r-33,0T.
pH 5.0-7.0 6,8
Viscositv / B’a3KicTh 50 000 — 100 000 centipoise / canTHIya3 61560 centipoise /
CaHTHUITYa3
Identification The retention time of the main peak on
Tioconazole | the chromatogram of the test solution
InenTndikania obtained in the “Assay” section should
MIOKOHA30LY comply with the retention time of the
main peak on the chromatogram of the
reference solution. / Ha xpomartorpami Positive /
BUTIPOOOBYBAHOTO PO3UMHY, OIEPIKAHOTO Bignosinae

y posnim ,KinpkicHe BH3HAYCHH:, Yac

YyTPUMYBaHHS OCHOBHOIO TIKY Mae
CrnismajaTté 3 HacoM  yTPUMYBAHHA
OCHOBHOTO MKy Ha XpoMarorpami

PO3YMHY TOPIBHAHHS

Assav / KiabKicre
BU3HAYECHHS

9.50 — 10.50 mg/g or 95.0 — 105.0 % of
that specified in the “Composition”
section / Bix 9,50 mr/r go 10,50 mr/r, abo
Bix 95,0 % 10 105,0 % 8ix 3a3HaYeHOTO ¥
posai «Cxram

9.76 mg/g / M1/t
97,6 %
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Related substances /
Cvnposiani JoMimKy

- Impurity A / nomimka A | £0,30 % 0,11 %
- Impurity B/ nomimxa B | £0,30 % 0,01 %
- Impurity C / gomimxa C | £0,30 % 0,17 %
- Any other impurity / <0,10 % 0,02 %
- Oyb-gKa {HIa JoMiLIKa

- Total impurity / cyma < 1,00 % 0,31 %

JOMINIOK

Microbiological puritv /
Mikpobionoriuna
YHCTOTA |

Total aerobic microbial
count (TAMC) / 3ara;pue
Y1CI0 2epOOHUX
mixpoopranizmis (TAMC)

Total yeasts/moulds count

Not more than 100 CFU/g / ne Ginpiue
100 KYO/r.

Not more than 10 CFU/g / ne 6imsuie 10

<10 CFU/g/
<10 KYO/r

<10 CFU/g/

(TYMC) / 3araipne KYO/r. <10 KYO/r

YHCIIO APUKIXKIB T2

rricHsBHX rpudiB

(TYMC)

E. coli Should be absent/g / MaroTs Oyt Absent/g /
BigCyTHIMH/T Bixcytsi/r

Staphylococcus aureus Should be absent/g / MaroTs OyTi Absent/g /
BigCy THIMH/T Biacytri/T

Pseudomonas Should be absent/g / MaroTs OyTH Absent/g /

Aeruginosa BIACYTHIMHU/T BigcyTtHi/r
Should be absent/10 g / Matots OyTH Absent/10g /

Salmonella sp. BiacyTHIMI/10 T Bincyrsi/10T

The batch meets the requirements of QCM for MA Ne UA/19132/01/01. / Cepis Bignosigae
suvoram MKS xo PIT Ne UA/19132/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / ¥iakosxa,
MapKyBaHH#A Ta TePMiH NPUIATHOCT BIANOBIIAI0TE BUMOTaM MK,

Storage: product does not require special storage conditions. Keep out of the reach of
children. / Jlixapcexuit 3aci6 He noTpeye CHELiaNbHEX yMOB 30epiranss. 30epiraTu y
HEJOCTYNIHOMY s miteit micui.
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1 hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/ labeling and quality control at the above
mentioned site in full compliance with the EU GMP requirements assigned by the local
health authority and also in accordance with specification of registration documentation
affirmed in Ukraine for medicinal product. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP requirements and were
signed by responsible persons of the manufacturer. / LM g minTBEpIUKYRO, 1O HABEICHA
Bume iHGOpMalis € TOCTOBIPHOK Ta TOYHOW. Lld ceplst npoxykuii Oyna BHCOTOBIEHA,
BKSTIOURIOUYM TIAKYBAHHSA, MADKYBAHHA Ta MPOBEICHHS KOHTPOIO iI JKOCTI Ha 3a3HayeHiy
BHPOOHMYiH AiNAHLI Y HOBHI} BIAMOBIIHOCTI 3 BUMOTAMH GMP, BCTaHOBIEHUMH MICLIEBUM
PEryIsSTOPHAM OpraHoM, a TaKoX BiAMOBIAHO IO crienmdiranidf, 1O MICTATLCS B
pecCTpallifHOMY JIOCKE, 3aTBEpIUKEHOMY B YKpaiHi s JIKapChKOro sacoby. lpoToxoan
BAPOGHMITEA, TAKYBAHHS Ta NPOBCINCHHA aHaiisis Oy/H nepepipeni, BCTAHOBIEHO
simnoBimHicTs BiMoram GMP ta nixmucano BinrnosinamsHEME 0coGamMy BUpOOHHKA.

Issued by: / Bunasno:
Qualified Person: / YioBroBaxeHa ocoba:
Filipa Ferreira / @inir@pﬁéﬁpa

//, A4 :f 7
Date/ Haray 17-10-2024
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