Bnank komnanii
3aeog Kapyrate

CepTtudikart aHanisy

Hasea npoaykty MNimadyuunH ® kpem
Kpaina imnoptep YKpaiHa
KpaiHa BnpobHuk ITanis

PeecTpauitHe noceigyeHHs UA/4370/02/01

Cwvna Aii/akTUBHICTb 20 mr/r Hatamiyuu
Jlikapcbka chopma Kpem
Po3mip i TN ynakoBku Mo 30 ry Ty6i Ne1
Homep cepii 20G60/75
Po3swmip cepii 9.930 ynakoBoK
[aTta BupobHuUTBa 16/07/2020
TepMiH NpuaaTHOCTI 06/2023
Hasga Temmnep Itania C. p. n.
Appeca Bia genne InaacTpi, 2,20061, Kapyrate (M), ITanis
Homep BupoOHMYOI niLeHsii aM-150/2017
GMP cepTtudikat €sponeiicbke GMP 1T/48-1/H/2018 Takox AicHe Ans YkpaiHu
Ne Moka3HUKK PesyneTaTtn Cneuwudpikauii
1 Onuc KoBTyBaTOro Konbopy Kpem Big 6inoro 4o »oBTyBaTOro
KONnbopy
2 KoHcucreHuin
BizyanbHWin KOHTPOIb Nerko HaHocUTbeCs, 6e3 | Jlerko HaHocuTbCs, 6e3 TBEPANX
TBEPAMX YaCTOK 4acToK
3HayeHHsA neHeTpomeTpy 89 40-160
3 pH 5.7 5.0-7.0
4 Poamip yacTok
> 25 MKm 1 <5
> 50 MKm 0 <3
5 laeHTUikauisa
HaTtamiunH Bignosigae Bignosigae (TLUX)
Bionosigae Bionosinae (BEPX)
- Metunnaparigpokcunbensoar Bignosigae Bionoeigae (BEPX)
MponinnaparigpokcnbeHsoar Bignogigae Bignosigae (BEPX)
6 KinbkicHe BU3Ha4YeHHs
- HaramiuuH 21 mr/r 20 - 22 mr/r  (BEPX)
- MetunnaparigpokcmbeHsoar 2.0 mr/r 1.8 — 2.2 mr/r (BEPX)
- [poninnaparigpokcnbeHsoar 1.0 mr/r 0.9 — 1.1 mr/r (BEPX)
7 CynpoBigHi AOMiLIKKM HaTaMiuuHy
KoxHa okpemo 0.1 % £0.5%
Bcboro 0% <1 %
8 CepenHsa maca 2300r
9 MiniManbHa maca ’1» P80 228.65r
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BnaHk komnaHii
3aeop Kapyrare

Ceptudpikart aHanisy

HasBa npogykTy

MimadyumH ® kpem

KpaiHa imnopTtep Ykpaina
KpaiHa BUpobHWK ITanisa
PeecTpaliiHe NoCBiAYEHHA UA/4370/02/01

Cwuna gii/akTuBHICTb

20 mr/r HatamiuunH

Jlikapcbka hopma Kpem

Po3mip i TUn ynaxkosKu Mo 30 ry Ty6i Ne1
Howmep cepii 20G60/75

Posamip cepii 9.930 ynakoBoOK
[ata BnpobHuLUTBA 16/07/2020
TepMmiH npuaaTHOCTI 06/2023

HasBa

Temmnep Itania C. p. n.

Apnpeca

Bia genne lnaacTpi, 2,20061, Kapyrate (M), ITanis

Homep BMpoOHMYOT nibeHsii

aM-150/2017

GMP cepTtudikar €sponeicbke GMP IT/48-1/H/2018 Takox AincHe ans YkpaiHu

Ne Moka3HuKK PesynbTatn Cneuudpikauii
10 | MikpobionoriyHa yucrora
- 3aranbHa KinbKicTb <10 KOE/r <100 KOE/r
XUTTE3gaTHUX aepobis Ta
rpubis
- EHTepobakTepin Ta iHWnx 0 KOE/r <10 KOE/r
rpamHeraTuBHUX BakTepin
- Staphylococcus aureus BiacyTHi /r BigcyTHi /It
- Pseudomonas aeruginosa BigcyTHi /r BigcyTHi /r

Lium s saceiguylo, L0 HaBegeHa Bulle iHopmauis € AOCTOBIpHOK Ta TouHot. Llto cepito npogykuii Byno
BUPOBNEHO ,BKITIOHAKMM NaKyBaHHS/MapKyBaHHs Ta MPOBEAEHO KOHTPOMb 1i SKOCT Ha BULLIE3a3HaYEHIn AinbHULI Y
MOBHiiA BignoeigHocTi 3 BUMoram GMP, BCTAHOBMNEHUMU MICLIEBUM PEryNSTOPHAM OPraHoM, a TakoX BiAnoBiAHO
[0 creundikaLiii, Lo MICTATLCSA Yy peecTpauiiHoMy Aocke KpaiHu imnoptepa. [MpoTokonn BUMPOOHULITBA,
naxkyBaHHs Ta aHanisis 6yno nepernsHyTo Ta BCTaHOBMEHO BignosigHicte GMP

YnoBHoBaxeHa ocoba ( iM's, AaTta Ta nignuc) Dr. Massimo Crippa 02.09.2020 /nignucaHo/
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Carugate Plant

L aenova

Certificate of analysis

Product name
Importing Country
State manufacturer
Registration certificate
Strength/Potency
Dosage Form

Package Size and Type
Batch Number

Batch size
Manufacturing date
Expiry date

Name

Address

Licence number

GMP certificate

Test

Description
Consistency

Visual control

Value of penetrometer
pH
Particle size

> 25 um

> 50 ym
ldentification

Natamycin

Methyl-P-OH-benzoate
Propyl-P-OH-benzoate

Assay
Natamycin
Methyl-P-OH-benzoate
Propyl-P-OH-benzoate

Related substances of natamycin
Each individually
Total

: Pimafucin® cream

: Ukraine

: ltaly

: UA/4370/02/01

: 20 mg/g - Natamycin

: Cream

+ 30 g in tube No.1

1 20G60/75

: 9.930 packs
: 16/07/2020

: 06/2023

: Temmler ltalia S.r.l.

! Via delle Industrie, 2,20061 Carugate (Ml), ltaly
. aM-150/2017

: European GMP [T/48-1/H/2018 also valid for Ukraine

Results
Yellowish cream

Easy to apply, without solid particles
89
57

Complies
Compvlies
Complies
Complies

21 mglg
2.0 mglg
1.0 mgly

0.1%
0%
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Specifications
White to yellowish cream
Easy to apply, without solid particles

40 - 160
50-7.0

A
(o]

A
oo

Complies (TLC)

Complies (HPLC)
Compilies (HPLC)
Complies (HPLC)

20 - 22 mgl/g (HPLC)
1.8 - 2.2 mglg (HPLC)
0.9 - 1.1 mg/g (HPLC)

<£0.5%
1%
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TEMMLER ITALIA

S ARG

Carugate Plant

acno v d

Certificate of analysis

Product name
importing Country
State manufacturer
Registration certificate
Strength/Potency
Dosage Form

Package Size and Type

: Pimafucin® cream

: Ukraine

: ltaly

1 UA/4370/02/01

: 20 mg/g - Natamycin

Cream
30 g in tube No.1

Batch Number : 20G60/75

Batch size : 9.930 packs

Manufacturing date : 16/07/2020

Expiry date : 06/2023

Name : Temmler ltalia S.r.l.

Address : Via delle Industrie, 2,20061 Carugate (Ml), ltaly

Licence number
GMP certificate

: aM-150/2017
g European GMP 1T/48-1/H/2018 also valid for Ukraine

Test Results Specifications
Average mass 302¢g 230.0g
Minimum mass 29.85¢g 228.685¢g
Microbiological purity

TVAC plus fungi <10 ofu/g <100 cfulg

Enterobacteriaceae and other Gram- 0 cfu/g 510 cfu/g

S. Aureus Absent/g Absent/g

P. Aeruginosa Absent/g Absent/g

"I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site in full compliance with the GMP requirements of the locai Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP",

Qualified Person : (name, date and signaltire)
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HAEPXJIIKCIIYXBA
JEPKABHA CJIIY/KBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCHKIN OBJIACTI

npocnekt Baiepist Jlobanoserkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
PO AIKIiCTh BBE3€HOT0 B YKpaiHy JIiKapchbKoro 3acofy

08.12.2020 Ne 66508/20/10

HHIMADOYIIUH®

(HaMCHYBAHHA NiKAPCHKOTO 3aC00Y 3TiHO 3 PEECTPALIHHIM [OCBIAYCHHSM)
Kpem, 20 mr/r mo 30 r y Ty6i, mo 1 Ty6i B KapToHHiit Kopo6ui

(dbopma BUITyCKy, 03YBAHHA, BHJI IAKYBAHHS JiKapchKoro 3acoby)
Homep peectpauiitroro noceimaenns UA/4370/02/01 ctpox nii peectpaniiftoro nocsimaernns 01.01.2099
Cepis nixapcskoro 3aco6y Ne 20G60/75 KimbkicTs BBe3¢HOTO s1ikapcskoro 3acoby 9930

BupoGHuk Temmutep Itania C.p.., Itanis

(HaiiMeHyBaHHA BUPOGHHKA JIKapehkoro 3acoby, KpaiHa 0XOIKCHHS)

Baeseno B Vkpainy ToBapucTBo 3 06MeskeHor0 Bignosinaarnictio ""JEJbTA
MEOIKEJI'", inent. kox: 39448817

(naimenyBanus Ta kox 3a €[IPTIOY ropuanaHoi 0cobu abo npisBuIe, iM's, 0 6aTEKOBI (isH4HOT
oco6u - mianpuemus, i Miclie NPOXKUBAHHA Ta PeeCTpAIiHHMH HOMep 00IiKOBOI KapTKH IJ1aTHHKA
nozarkis abo cepis Ta HoMep macnopTa)

Iporokon BizyansHoro kontpomo Bix 02.12.2020 N 4243/1.

3a  pesymbTaTaMu LEpK@BHOrO KOHTPOJNKO BCTAHOBJEHO, IO JHKADCEKWH 3acif  BBE3GHO B Vkpainy 3

lIOTpHI\:!gHHHMu\Mor 3aKOHOZABCTBA MIOA0 3a0e3IIeUCHHS 5 6}CTi JKAPCHKUX 3aC00iB.
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