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NEPHKIIKCIYKBA -
JEEPKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKINA OBJIACTI

npocnext Banepis Jlobauescsroro; 51, m. Kuis, 03110, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,htips: ffwmv dls.gov.ua, Kon €APIIOY 37078774

| BUCHOBOK
TPO AKICTH BBE3EHOTO B YKpaiHy JiKAPCHLKOT0 32¢00Y
18.11.2022 No 49235/22/10
TIOMEKC

fHﬂlIMﬂH}ﬁBﬂHHH mhapcamm 3acoly 3rizno 3 peempnummm TIOCBIAYEHHAM )

xpens, 10 mr/r 1o 30 1 B ty6i, mo 1 Ty6i 8 kapronniii mauni
(thopata BItNYCKY, F03YBAKA, B8] NAKYBAHIA HiKapCLKOro 3acoby)

Homep peectpauiiinore noceigyenns UA/19132/01/01 crpok ait peectpaniiisoro nocsiguenng 23.12.2026

Cepia aixapesxoro 3acofy Ne L1036 Kinbkxicrs BBe3eHoro aikapeskore sacody 2180
BupoSHitk MaBopartopioc Basi — luaycrpis Papmaueyrika, C.A., TopTyranis

(HafiMenysanud BHPOBHUKA HIKapoLKOro 3acedy, Kpaina MoxvAxKeH:HH)

Bseseno 8 Vepainy Cuilibie yRpaiHcbKo-eCTOHCbKE NIAPHEMCTBO Y Jopaii
TOBAPHCTBA 3 ofmeskenowo sianosinansuicrio "OnurivMa-@apna,
T, inenr, won: 21642228

(rainenysanHs Ta koa 3a CAPTIOV wmeaignol ccofiu abo nphapmme, v, no Garexosi
rzruizal ool - nignpuesiu, 17 Micue IpomNBAHRA TA peecTpaLiiiii Hosmep oGaisosal
KAPTKIL ILTITHIEA D0AaTKIBR 000 cepia Ta HOMep nacnopTa)

TIpoYokeN BiayATLIO00 KorTpomo Bix 16.11.2022 Nz 3031/23.

32 pesynkTaTami QEpKASHOTO. KOHTPOMO BCTAHOBAGHO, WO RNIK4pCBKit 3266  BeeieHO B Yipainy 3
AOTPHMAHHAM BHMOI 323KOH0ABCTRA WOAC 3uTeiEYeHIS SK0CT] AIKAPCLKIX 3ac06i5.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPI JIIKAPCBEKOI'O 3ACOBY
Ne 8065_2022

Name of product/Ha3ssa upouy kry
(strength, dosage forin, package size and
type/no3yBaHHsa,  JKapchka
| po3Mip 1 THII YIIAKOBKH)

cl)opma,

THIOM—EX, 10 mg/g Creziﬁ.lﬂ,”j.(.). .g of cream in a
tube, 1 tube in a carton pack with the labelling
made in Ukrainian /

'....'TIOMEKC-,_KPE:M, 10 mr/r; mo 30 r kpemy B
.Ty6i, mo 1
| MapKyBaHHAM YKpaiHCHKOIO MOBOIO

Ty0l B KapTOHHIMH maumi 3

Active substance/ gitoua pedoBuHa

| Tioconazole 10 mg / TiokoHason 10 mr

Manufacturing couﬁ”fr";/

BUPOOHHK

KpaiHa- |

Portugal / [opryrania

MA number/ Homep PIT

Ne UA/19132/01/01

é'._... i

Batch number and size/ Homep ta pozmiﬁ |
cepii

L1036/ 20000

Date of manufacture / Jata BupoGHuIITRA

21-07-2022

Expiry Date/ CTpoK IpHAaTHOCT]

30-06-2025 .

Name, address and license number of
manufacturing site/ Hassa, agpeca |
HOMEP TNileH31T BUpoOHHYIO1 AiNBHHULI

‘Laboratérios Basi — Industria Farmacéutica, S.A.
Parque Industrial Manuel Lourengo Ferreira,
Lotes 8, 15 e 16, Mortdgua, 3450-232, Portugal /
JlaGoparopioc Ba3zi — laayctpis dapmaneyrika,
1 C.A.

[poMucroBuit
OQeppeitpa, byniemi 8, 15 ta 16, Moprarya, |
-3450-232, [Toptyrais - |

napk Maayens  Jloypenco

| Manufacturing license Ne “ F016/001/2021 /|
| Jinensia na pupobunureo Ne F016/001/2021 |

.GMP Ne F016/S1/MH/001/2021
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Indicator/lloxasnux

~ Specification/Cncundixania

Resu]upmyﬂb-rar .

Appearance / Onuc

White homogeneous cream, without

lumps or extraneous particles /|
| 'O;[Hopiﬂﬂni«‘l Kpem Gisoro komsopy, |
| 0e3 TpyIoK | CTOPOHHIX YaCTOK. '

Complies

| Averagé welght gStage'.

1 1)/ Cepenpna maca

smicTy TyOu (pisens D |

-Average value (10 units) > 30.0 g“. -
Any individual value should be in|

the range of 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 3uavenns 3 10
ouHULs Mae Oytu He mereme 30,0

r. JKogme iHauMBiOyaimHne 3HAYCHHS

HE Maf BUXOJIUTH 3a Mexi 27,0 r —
33,0 r. Sxmwo xowa O6x opnue
3HAUCHHS BHXONHATE 3a MexXi,
IPOBOIATE
HACTYIHUX 20 OuHHIAX (PIBEHD 2).

DOCHIIKeHHS Ha

30.6

| Average weight of the
tube contents (Stage 2)

! Cepenus Maca

BMicTY TYOH (piBens
IT)

Average value (30 units) > 30.0 g.

No more than one unit the individual |
weight of which exceeds the range |
127.0 g—33.0 g is allowed. / Cepexanue |
3HadenHd 3 30 omumuue Mae 6yTH He |
| menemre 30,0 r. Homyckaerhcs He |
Ginpuie ommiel, innuBinyansua Maca |
SIKOT BUXO/MTH 32 MEXi 27,0 v -33,0 |
r .. .

NA

| pH

5.0_7.0/Big5.0 00 7.0

6.7

| Viscosity / B’saxicTs

50 000 - 100 000 centlpmse 7

Bin 50000 no 100 000 casTanyas

82080 cPs

Tioconazole
Identification /
| IneaTndikanis
| mioxonasony

‘The retention time of the main peak |
on the chromatogram of the test|
solution obtained in the “Assay” |
_section should comply with the}
‘retention time of the main peak on |-
‘the chromatogram of the reference |
‘solution. / Ha
- BAMPOBGOBYBAHOTO
'{mepmaﬁoro y posnimi Kinexicre
YIPHMyBaHHS |
OCHOBHOTO nik'y MAae€ CHiBnagartd 3|
YacOM YTPHMYBAHHS OCHOBHOI'O HiKY |
PO3THHY |

BHBH&‘IBHHH yac

Ha Xpomarorpami
IIOPIBHAHHS

XpoMarorpami |
PO3YHURHY, |
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Assav / KifibRicHe
BUIHAYCHHS

specified  In

BIJl 3a3HAYEHOrO. Y

the

950-— IOSOmg/gorgso_IOSO%
T Of that
;f"‘COmpOSltmn” SECtIUI'I_ / B]ﬂ: 9,50
|mr/r o 10,50 mr/r, a6o Bix 95,0 % |
:'I’-HO- 105,0 %

p03I[L]Ii « C[{J'[“a,[[;)

9.83:mg/g

Related substances /

Cynposiaxi gomMimign |-

- Impurity A / nomimika |
12030 %
- Impurity B / gomimka |
1<0.30 %
- Impurity C / nomimxa -§
1<030%
- Any other impurity / '}
1<0.10%

A
B
C
Gy;}L-HKa iHINa
JOMILIKA

- Total impurity / ¢cyma
JTOMIIIOK

| <1.00 %

0.12 %
0.05 %
0.06 %

0.02 %

0.28 %

Microbiological
purity /
MixpoGionoriusa
YHCTOTA

Total aerobic microbial |

count (TAMC)/
JarajibHe 4YHCII0
aepobHUX
MIKpPOOprati3mip
(TAMO)

Total yeasts/moulds
count (TYMC)/
3arajibHe YHCITO

APDKIKIB Ta INHCHABHX |
Not more than 10 CFU/g / ue 6inbute |
1O KYO/r.

‘Should be absent/g / MatoTts 6yTH
BIICYTHIMH/T

rpubis (TYMC)

Total Coliforms

E. coli

Staphylococcis aureus
Pseudomonas

aeruginosa
Salmonella sp.

Not more than 100 CFU/g / wue
| 6inpine 100 KYO/T.

Should be absent/g / MaroTs 6yt

' BIACY THIMHA/T
‘Should be absent/g/ MatoTs Gym
- BiICY TIIIMH/T o —

<10 cfig

<10 cfidg/< 10 KV O/r.
| Absent/g/ BincyTai/r

 Absent/g/ BincyTni/r

Absent/g/ BigcytHi/r

'Should be absent/g / Magpf by

BlICYTHIMA/T
-Should be absent/10
- BigcyTHiME/10 1

*_ current ed:tlon / dnoqe BUOQHHA
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The batch meets the requirements of QCM for MA Ne UA/19132/01/01 Cepis Bianosinae
Bumoram MK S mo PIT Ne UA/19132/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Ynaxkopxa, _;
'MapKyBaHHSA Ta TEPMIH IPHAATHOCTI BIANOBIAAI0TE BUMoraMm MICH. I
Storage: The product does not require special storage conditions. Keep out of the reach of )
children / Jlikapceknii 3aci6 He moTpebye cneumianbEuX ymoB 30epiradns. 36epirath y
'HEAOCTYITHOMY IS AiTel MicIu. |

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 investigational medicinal product. The batch processing, packaging: o ET
and analysis records were reviewed and found to be in compliance with GMP requirements | I

‘and were signed by the responsible persons of the above mentioned manufacturer. / [lum s
MIATBEP/KYIO, IO HaBefeHa BHIUe iHGopMania € moctoBipHON Ta TouHow. Llg cepis
NpORyKUil Oyia BHrOTOB/IEHA, BKIIKOYAIOUM MAaKyBaHHA, MapKyBaHHA Ta NPOBEICHHS ._
KOHTpOMO 1 AKOCTI ma 3asHaueHii BHPOOHMUIM IIMAHIN y IOBHIM -BinmoBimgocTi 3 } :
rumoraMn GMP, BCT4HOBIEHHMH MiCLEBHM PETyMSITOPHHM OPraHOM, d TAKOX BiATIOBIAHO |
Jo crenndixami; o MICTSTECS B peecTpaiitHOMy NOCHE, 3aTREPIDKEHOMY B YKpaiHi ang.
JOCTIDKYBAaHOTO  Jikapcekoro  3acofy. [Iporokonm BuMpoOHMOTBA, NaKyBaHHL Ta
MOpoBeAeHHs aHam3ie OymM mepesipeHi, BCTAHOBIEHO BiANOBIAHICTE BAMoraM GMP Ta
TANHCAHO BIANOBIAAABHHMH 0co6aMH BHpOOHHKA.

Issued by/Buaaro:
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