BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SKOCTI CEPI{ JIKAPCBKOT'O 3ACOBY

- Name of product/Haspa npoaykry

| (strength, dosage form, package size and
| type/no3yBamms,  Jikapchka  dopma,
| PO3MIp 1 THT YITAKOBKH)

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

TIOMEKC, xpeM, 10 mr/r, o 30 r xpemy B8
1y6i, mo 1 Ty6l B KapTOHHIH magm 3
MapKyBaHHAM YKpalHCBKOIO MOBOIO '

Active substance/ niro9a peuoBHHa

Tioconazole 10 mg / Tiokonason 10 Mr

- Manufacturing

country/ Kkpaina- | Portugal / IToptyranis
. BHPOBHHK
MA number/ Homep PI1 Ne UA/19132/01/01

- Batch number and size/ Homep Ta posmip
. cepil

NO856A, 19823 pacs/ ynakoBok

' Date of manufacture / [lata BupoCHHIITBA

05.2024

Expiry Date/ CTpOK IpHIaTHOCTI

04.2027

' Name, address and license number of
manufacturing site/ Hassa, anpeca i
HoMep Jilersii BupobHIa0T AUTBHALI

Laboratorios Basi — Industria Farmaceutica, S.A. -
Parque Industrial Manuel Lourengo Ferreira, |
Lotes 8, 15 e 16, Mortagua, 3450-232, Portugal /
Jla6oparopioc Basi — lumycrpis ®apmaneyrixa,
C.A. :
[pomucnosuit  mapk  Manyens  Jloypenco
Qeppeitpa, Gymism 8, 15 ta 16, Moprarya,
3450-232, Iloptyranist

Manufacturing license Ne F016/001/2023
/ Tivensisa Ha supobuanTeo Ne F016/001/2023
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Indicator/Tloxasnux Specification/Creundikauisa Result/PesyapTar
Appearance / Onuc White homogeneous cream, without
lumps or extraneous particles /| .. . .
Onsopimsuit kpeM Gigoro xompopy, 6e3 Bimnosizae/Complics
IPYJOK i CTOPOHHIX 4aCTOK.
Averace weicht (Stage | Average value (10 units) > 30.0 g. Any
1) / Cepenns maca individual value should be in the range of
BmicTy TY6H (pisern 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) / Cepenpe 3uagenns 3 10
onuEms Mae 6yrn Be meneme 30,0 T. 30.1
Womme immEBigyanbHe 3HAYEHHT HE Ma€
BEXOMATH 38 Mexd 27,0 r — 33,0 1. Sxmo
xoua 6m onHe 3HAUCHHSA BHXOIHMTH 32
Mexi, [pOBOAATH JNOCTiDKeHHd  Ha
sacTynEnx 20 omuaHALsX (piBeHb 2).
Average weight of the | Average value (30 units) > 30.0 g. No
tube contents (Stage 2) | more than one unit the individual weight
/ Cepenpg maca of which exceeds the range 27.0 g — 33.0
BMicTY TVOH (piBEHD g is allowed. / Cepenne 3Ha9CHEA 3 30
) omueHIs Mae OyTH He MEHEIE 30,0 r. NA
yT )
JlommyckaeTbes  HE firpie  OJHIEL,
{HIMBimyanpHa Maca KO BHXOIHUTE 32
Mexi27,0r-33,0r.
pH 5.0-7.0/Bix 5,0 no 7,0
6.7
Viscosity / B’azkicre | 50 000 —100 000 centipoise /
Biz 50 000 10 100 000 casramyas 68660 cPs
Tioconazole The retention time of the main peak on
Identification / the chromatogram of the test solution
IneaTrdixauis obtained in the “Assay” section should
MIOKOHAZO0NY comply with the retention time of the
main peak on the chromatogram of the
reference solution. / Ha xpomarorpami [osmrmsra/Positive
BHEIPOOOBYBAHOTO PO3THHY, ONCPHKAHOTO
y poszimi Kinpkicre BH3HadeHHI", Yac
yTpUMyBaHHES ~ OCHOBHOIO miKky — Mae
chnipmagaTH 3 4acoM  YTpHMYyBaHHA
OCHOBHOTO TIKy Ha Xpomarorpami
DO34KHY HOPIBHSHEA
Assay / KinskicHe 9.50 — 10.50 mg/g or 95.0 — 105.0 % of
BH3HAYECHHUS that specified in the “Composition” 10.08 mr/r/
section / Bix 9,50 mr/r no 10,50 Mr/T, abo 10.08 mg/g
100.8 %

Bix 95,0 % mo 105,0 % Bin 3a3HAUCHOTO Y
posaimi «Crany
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Related substances /
Cynposigyi xomimxn

- Impurity A / nomimxa

A

- Impurity B / nomimxa

B

- Impurity C / nomimka

C

- Any other impurity /
Oymb-siKa inma

IoMimxa

- Total impurity / cyma

JOMIIIOK

<030%

<030%
<030%

<0.10%

<1.00%

0.06 %

0.07 %

0.12%

0.02 %

0.28%

Microbiological
purity /
Mixpo6iosoerigaa
9McTOTA |

Total aerobic microbial
count (TAMC)/
3arajkHe 9HcIo
acpobHuX
MIKpoopragizmis
(TAMC)

Total yeasts/moulds
count (TYMC)/
3araypHe YUCI0
IPDKIDKIB Ta TUHCHABMX
rpubis (TYMC)

E. coli

Staphylococcus aureus

Pseudomonas
aeruginosa
Salmonella sp.

Not more than 100 CFU/g / me Gimpme| < 10 cfu/g

100 KYO/r.

Not more than 10 CFU/g / xe 6inbme 10| < 10 cfu/g

KVOrr.

Should be absent/g / Marots 6yt
BigCyTHIMB/T

Should be absent/g / Matots 6yTu
BiACYTHIMAI/T

Should be absent/g / Marots 6yTr
BiICYTHIME/T

Bincyrai/r
/Absent/g

Bincyrsi/r
/Absent/g
Bincyrri/r
/Absent/g

*_ current edition / diioue eudanus

The batch meets the requirements of QCM for MA Ne UA/19132/01/01. / Cepis Bimmosinae
sumoraM MK go PIT Ne UA/19132/01/01.
The packing, labeling and expiry date correspond to the requirements of QCM. / Ynaxosxa,
MapKyBaHHs Ta TEPMIH IPUIATHOCT] BIANOBINAIOTE BEMOramM MKS.
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basi

laboroiarios
M ACRI e S

: Sttlgll'srge: The product does not require special storage conditions. Keep out of the reach of
children / JImapcmcp;ii 3aci6 He moTpeGye cneujansHux yMoB 30epiranms. 36epirard y
HELOCTYTHOMY s iteit Micu.

I 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 investigational medicinal product. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP requirements
and were signed by the responsible persons of the above mentioned manufacturer. / LM 5
IiATBEPIKYIO, MO HaBeleHa BHILe iHQOpMAlis € OCTOBIPHOK Ta TOTHOI. s cepis
npoxykuii 6yna BHIOTOBIEHa, BKIOWAIOYHM NAKyBaHHs, MApKyBaHHA Ta MPOBCACHHA
KOHTPOMIO 1i AKOCTI Ha 3a3HadeHIH BUpOOHMYlM AUIIHLI Y mopHilt BimmoigmocTi 3
puMoramMe GMP, BCTaHOBIEHHMH MICUEBHM PETYJIATOPHMM OPraHoM, a TakoX BIITIOBITHO
1o crietixamii, Mo MICTATCS B PEECTPAUifHOMY HOCE, 3aTBEPIDKCHOMY B Yxpaini ms
FOCIiDKyBaHOro Jjikapcekoro 3acofy. IIpoTokomu BHpOCHMUTBA, [aKyBaHHA Ta
IpoBeNeHHEs aHANi3iB GynM mepesipeHi, BCTAHOBIEHO pinnoeinHicTs BEMoraM GMP 12
MTLITHCAHO BiIOBiTANBHAME 0cO6aMH BHPOOHHKA.

Issued by/Bunaso:
Qualified Person/ Y TOBHOBKEHA ocoba

Filipa Ferreira /Qinina Qepeipa

(\f%}f@m/t,~»\,,.,h,m, e

7

Date/Hara: 05.07.2024
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