BnaHk komnaHii
3asop Kapyrate

Ceptudikar aHanisy

Hasea npoaykTy MimadhykopT ® mMasb

Kpaina imnoptep YkpaiHa

Kpaita BupoBHuk ITania

PeecTtpadiitHe noceigYeHHs UA/4476/01/01

Cuna gii/akTuBHICTB 1% -  ligpoKkopTU3oH
1% -  HaramiuuH

0,35% - HeomiuuH (y Burnsgi cynsdary)

INikapcbka hopma

Masb

Poamip i TUn ynakoBku

no 15 r masi y Ty6i Ne1

Homep cepii 24G15A

Po3mip cepii 70.600 ynakoBoK
[ata eupobHuUTBA 17/07/2024
TepMiH npuaaTHocTi 06/2029

Hasga Temmnep Itania C. p. n.
Appeca Bia nenne IHgacTpi, 2,20061, Kapyrate (M), ITanis
Homep BupobHuyoi nileHsil aM-46/2024
GMP cepTtudikar IT/18/H/2022
Ne MokasHUKK PesynbTatu Cneuudpikauit
1 Onuc CBIiTNo-X0BTOro Koneopy Ma3sb Big Ginoro 4o CBITNO-XOBTOrO
Masb KONbOpy
2 KoHcucTeHUiA (HaHOCUMICTD, Nerko HaHOCUTLCSR, BiNbHa | Jlerko HaHoCUTbCHA, BinNbHa Bif
3epPHMUCTICTB) Bifl 3€pPHUCTUX YacToK 38PHUCTUX YacToK
3 3HayeHHA NeHeTpoMeTpy 209 50-300
4 Po3mip yacTok
> 10 MKM 2 <25
> 50 MKM 0 <5
KoHrnomepatu > 70 MkM BiocyTHi BigCyTHI TBEPAi BKIOYEHHS, AKi
MOXYTb BUABNATUCE Nansnauieto
5 loeHTUdikauin
- TiapokopTW3oH Mo3UTUBHO MoautueHo (TLLUX)
Mo3anTueHO MosutmeHo (BEPX)
- HeomiumH Mo3uTuBHO MosautueHo (TLLUX)
- HaramiuunH MoauTuBHO MoautueHo (TLUX)
INo3UTUBHO MoautueHo (BEPX)
6 KinbkicHe BU3Ha4Y4eHHA
- TiapokopTW3oH 9.89 mr/r 9.50-10.50 mr/r  (BEPX)
- HeomiumH 3698 MO/r 3350 — 4000 MO/r (MikpoGionoriuHo)
- HartamiuuH 10.04 mr/r 9.50 - 10.50 mr/r  (BEPX)
7 CynpoBigHi 4OMiluKU HatamiuuHy
- KoxHa okpemo 0.1% <05%
- Beboro 0% 1%
CynpoBigHi AoMilLKK
rigpoOKOpPTU3OHY
- KoxHa okpemo 0.0% <0.5%
- Bcboro 0% 1%
CynpoBigHi AOMIlLKKU HeOMiUMUHY
= HeawmiH 0% <2%
- KoxHa okpeMo 0% 1%
- Bcboro 0% <3%




BnaHk koMnaHii
3aeopg Kapyrate

CepTudikar aHanisy

Hasea npoaykTy

MimacykopT ® Masb

KpaiHa imnopTep Ykpaina
KpaiHa BupoBHUK ITanis
PeecTpaduiiHe noceigvyeHHs UA/4476/01/01
Cwuna pii/akTuBHICTb 1% - TigpokopTu3oH
1% - HaTtamiuuH
0,35% - HeomiuymH (y BUrnagi cynsgary)
Tlikapcbka opma Ma3sb

Poamip i Tun ynakosku

no 15 r masi y Ty6i Ne1

Homep cepii 24G15A

Poamip cepii 70.600 ynakoBok
[ata BupobHuuTtea 17/07/2024
TepMiH npugartHocTi 06/2029

Hasga Temmnep Itania C. p. n.
Appeca Bia penne IHgacTpi, 2,20061, Kapyrate (MI), Itanis
Homep BupoGHUYOT NiLeHsii aM-46/2024
GMP cepTtudikat IT/18/H/2022
Ne Moka3HukK PesynbTatn Cneundpikauii
CepegHA maca BMicTy 15.4r =2150r
9 MiHimanbHa maca oaHiei Tybu 15.08 r 213.65r
10 | MikpobionoriyHa uucrora
- TAMC (3aranbHa KinbekicTb <100 KYO/r <100 KYO/r
aepoBHWX MikpoopraHiamie)
- TYMC (3aranbHa KinbKicTb <10 KYO/Ir <10 KYO/Ir
OPDKIPKOBUX Ta NNECHEBUX
rpubis
- Staphylococcus aureus BigcyTHi /r BigcyTHi /r
- Pseudomonas aeruginosa BigcyTHi /r BigcyTHi /r

Lim s 3acBiguylo, Lo HaseaeHa BULLE iHGOPMaLIs € [OCTOBIPHOW Ta TouHow. Llo cepito npoayKuif Byno
BUPOGMEHO ,BKHO4AI0NM NaKyBaHHs/MapKyBaHHS Ta NPOBEAEHO KOHTPOSb i AKOCTI Ha BULLIE3a3HAYEHIN AinbHUL Y
NoBHiV BignosiaHocTi 3 BUMoramu GMP, BCTaHOBIEHUMU MICLIEBMM PErYNATOPHUM OpraHoM, a Takox BignoBigHo
0o cneumdikauiil, WO MICTATLCA Yy peecTpauiiHoMy AOCbe KpaiHu iMnoprepa. MpoTokonn BUPOBHMLTBA,

naKyBaHHS Ta aHanisis Gyno nepernsiHyTo Ta BCTaHOBMEHO BignosigHicTe GMP

YnosHOBaxeHa ocoba ( iM's, aaTa Ta nignuc) Dr. Massimo Crippa 11.09.2024 /nignucaxo/







TEMWVLER ITALIA

Carugate Plant

_aenova
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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 (application, graininess)
Penetrometer value
Particle size

> 10 micron

> 50 micron

Conglomerates > 70 micron

Identification
Hydrocortisone

Neomycin
Natamycin

Assay
Hydrocortisone
Neomycin
Natamycin
Related substances of natamycin
Each individually
Total
Related substances of hydrocortisone
Each individually
Total
Related substances of neomycin
Neamine
Each individually
Total

: Pimafucort® ointment

: Ukraine

: ltaly

: UA/4476/01/01

: 1% - Hydrocortisone

: 1% - Natamycin

: 0.35% - Neomycin (as sulphate)
: Ointment

: 15 g ointment in tube No.1

: 24G15A

: 70.600

: 17/07/2024
: 06/2029

: Temmler Italia S.r.l.
. Via delle Industrie, 2,20061 Carugate (M), Italy
. aM-46/2024
: IT/18/H/2022

packs

Results

Light yellow
ointment
Easy to apply, free of grainy particles

209

2
0

Absent

Positive
Positive
Positive
Positive
Positive

9.89 mg/g
3698 1U/g
10.04 mg/g

0.1%
0%

0.0%
0%

0%
0%
0%

Specifications

White to lightly yellow ointment

Easy to apply, free of grainy particles
50 - 300

<25
<5

Solid particles that can be detected by
palpation is absent

Positive (TLC)
Positive (HPLC)
Positive (TLC)
Positive (TLC)
Positive (HPLC)

9.50 - 10.50 mg/g (HPLC)
3350 - 4000 IU/g (MICRO)
9.50 - 10.50 mglg (HPLC)

<0.5%
s1%

<0.5%
$1%

<2%
1%
<3%
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TEMMLER ITALIA

Carugate Plant

aenova

Certificate of analysis

Product name

. Pimafucort® ointment

Importing Country : Ukraine
State manufacturer . ltaly
Registration certificate 1 UA/4478/01/01

Strength/Potency

: 1% - Hydrocortisone
1 1% - Natamycin

s

0.35% - Neomycin (as sulphate)

Dosage Form : Ointment
Package Size and Type : 15 g ointment in tube No.1
Batch Number 1 24G15A
Batch size : 70.800 packs
Manufacturing date 1 17/07/2024
Expiry date : 06/2029
Name : Temmler ltalia S.r.l.
Address : Via delle Industrie, 2,20061 Carugate (MI), ltaly
Licence number : aM-46/2024
GMP certificate : 1T/18/H/2022
Test Results Specifications
Average filling weight 154 ¢ 21509
Minimum weight of one tube 15.08 g 21365¢g
Microbiological purity
TAMC <100 CFUIG <100 CFU/G
TYMC <10 CFU/G <10 CFUIG
S. Aureus Absent/g Absent/g
P. Aeruginosa Absent/g Absent/g

*| hereby cerlify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/iabelling and quality control at the above mentioned site in full compliance with the GMP requirements of the local 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 Persan : (name, dale and signalure)

TE]

J‘A"S.nl\.

«Riassimo Crippa
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TNEPJKABHA CJYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI  ~

npos. CeiTmuunoi Hazii, 3, m.Kuis, 02099, ten/pakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK _
Ipo sIKiCTH BBE3EHOI0 B YKpaiHy JiKapchKoro 3acody

04.12.2024 -~ Ne 62282/24/10

MNIMA®YKOPT®

(HaliMEHYBaHHS JTiKApChKOro 3acofy 3ri/IHO 3 peecTpalifHIM MOCBIJYEHHAM)
ma3b 10 15 ry Ty6i; no 1 Ty6i y kapTonHiii kopooui

(dhopma BHITYCKY, Z103YBAHHA, BHJL IAKYBAHHSA TiKapchKoro 3acoby)
Howmep peectpaniiinoro nocsinuenns UA/4476/01/01 ctpox nii peectpanifinoro nocsimients 01.01.2099
Cepis nikapcekoro 3acoby Ne 24G15A KinbkicTs BBe3eHOTO TMikapekkoro 3acoby 18600

Bupo6Huk Temmuep Itauia C.p.u., ITanis

(HaliMeHyBaHHA BHPOOHHKa Tikapckkoro 3acoly, kpaiHa TIOXO/IKEHHA)

Baeseno B Ykpainy ToBapucTBo 3 00Mexenoro Binosinaabuictio "JAEJIbBTA
MEJIKEJI", inent. kox: 39448817

(HaHMeH}'BaHH)] Ta ko7 3a €/IPTIOY ropumuroi oct6u abo npissuuLe, iM'A, no 6aTekoBi Qi3uaHOT
0co6H - iANpHeMLL, ii MiCIEe POKHBAHHA Ta peecTpaLiifHHii HoMep 06NiKOBOT KAPTKH MIATHHKA
noaaTkie abo cepis Ta HOMep MmacropTa)

IMpoToko. Bisyaashoro kontpouio in 27.11.2024 Ne 3733/1.

3a pesyabTaTaMH JEPKABHOrO KOHTPONIO BCTAHOBIEHO, 1O nikapcekuit 3aci6 BBeseHo B YKpaiHy 3

JAOTPHMAHHHAM BuMOr 3aK0HO/IaBCTBA 1I0/0 3abe3meuenns SKOCTI IIKapChKUX 3aco0iB.

/ ""’“i”’ \x
F/ g > e
B.o. u%/a@gaf@;m&ﬁ %, ‘?\\ ?7/ Ombra EPHOMEHKO

(rﬁ{qﬁm m.otja p?;;m} m@u7 KOHTPOIIO) (IFI‘}.IIIHC) (ininiany Ta npissHue)
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BnaHk komnanif
3aBog Kapyrare

CepTtudikaTt aHanisy

Hasga npoaykty

MimadykopT ® masb

Kpaina imnopTep YkpaiHa
KpaiHa BnpoBHuk ITanis
PeecTpadiiiHe nocBigYeHHs UA/4476/01/01
Cuna gii/akTuBHICTb 1% -  TigpoKkopTU30H
1% -  HaramiuuH
0,35% - HeomiuuH (y Burnagi cynegary)
Jlikapcbka popma Masb

Po3mip i Tun ynakoBku

no 15 r masiy Ty6i Ne1

Howmep cepii 24B56A

Poamip cepii 66.000 ynakoBok
[ata BupobHuUTBa 14/02/2024
TepMmiH npugaTHoCTI 01/2029

Hasea Temmnep Itania C. p. n.
Appeca Bia genne IHgacTpi, 2,20061, Kapyrate (M), ITania
Homep BMpOoBHMYOI niueHsii aM-15/2022
GMP ceptudikar IT/18/H/2022
Ne Moka3Huku PeaynbTatu Cneuudpikayii
1 Onuc Binoro konbopy Masb Masb Big 6inoro fo CBITNO-XOBTOro
Konbopy
2 KoHcucTteHuUis (HaHOCUMICTD, Jlerko HaHocUTbCS, BinNbHa | Jlerko HaHOCUTLCS, BiNbHa Big
3epPHUCTICTB) Bif 3€PHUCTUX YaCcTOK 3EPHUCTUX YacTokK
3 3Ha4yeHHsl NeHeTpoMeTpy 213 50-300
4 Po3mip yacTok
> 10 MKM 1 <P5
> 50 MKM 0 <5
KoHrnomepatu > 70 MkM BigcyTHi BiACYTHI TBEPAi BKIIOUEHHS, SiKi
MOXYTb BUSIBAATUCH Nanbnauieto
5 lpeHTUdikauin
- TippokopTnsoH Mo3auTneHo Mosutmero (TLLX)
Mo3nTuBHO MosutneHo (BEPX)
- HeomiuuH MosutneHo MoanTtusHo (TLUX)
- HatamiyuH MNo3uTtueHo MosutueHo (TLUX)
[Mo3uTnBHO MosnTtueHo (BEPX)
6 KinbkicHe BU3Ha4YeHHsA
- TlippokopTn3oH 9.87 mr/r 9.50 - 10.50 mr/r  (BEPX)
- HeomiuuH 3491 MO/r 3350 — 4000 MO/r (MikpoBionoriuHo)
- HaramiyuH 10.00 mr/r 9.50 - 10.50 mr/r  (BEPX)
7 CynpoBiaHi AOMILIKK HaTaMiLUHY
- KoxHa okpemo 0.1% <05%
- Bcboro 0% <1%
CynpoBiaHi ooMiwku
riApOKOPTU3OHY
- KoxHa okpemo 0.0% <05%
- Bcboro 0% <1%
CynpoBiaHi AOMiLIKN HEOMiLUHY
- Heamin 0% <2%
- KoxHa okpemo 0% 1%
- Bcboro 0% <3%




BnaHk komnanii
3asog KapyraTte

CepTtudcpikar aHanisy

Hasga npoaykry

MimacykopT ® masb

KpaiHa imnopTep YKkpaina
Kpaita BupobHuk [Tanisa
PeecTpauinHe nocsig4eHHs UA/4476/01/01
Cwuna pji/akTuBHICTb 1% -  TigpoKOPTU3OH
1% - HaTtamiuuH
0,35% - HeomiuvH (y Burnsgi cynbdarty)
Jlikapcbka dpopma Masb

Poamip i Tvn ynakosku

no 15 r masi y Ty6i Ne1

Homep cepii 24B56A

Posmip cepii 66.000 ynakoBok
[HaTa BupobHuuTea 14/02/2024
TepMiH npugaTHoCTi 01/2029

Hasga Temmnep Itania C. p. n.
Anpeca Bia genne IngacTpi, 2,20061, Kapyrate (Ml), ITanis
Homep BrpoBbHWYOI niLeHsii aM-15/2022
GMP cepTudikat IT/18/H/2022
Ne Moka3Huku PesynbTaTtu Cneuudikauii
CepepnHsa Maca BMicTy 15.4r >2150r
MiHimanbHa Maca ofHiei Ty6u 15121 21365
10 | MikpobionoriyHa yucrora
- TAMC (3aranbHa KifbKicTb <100 KYO/r <100 KYO/r
aepoBHUX MIKpOOpraHismis)
TYMC (3aranbHa KinbkicTb <10 KYO/r <10 KYO/r
OPDKOKOBUX Ta NNECcHeBUX
rpubis
- Staphylococcus aureus BigcyTHi /r BigcyTHi /r
- Pseudomonas aeruginosa BigcyTHi /r BigcyTHi /r

Lum s 3aceiguylo, WO HaBedeHa Buwie iHopmalis € AOCTOBIpHOIO Ta TouHot. Ll cepito npoaykuii Gyro
BUPOBIEHO ,BKITKOYAKYM NaKyBaHHSA/MapKyBaHHS Ta MPOBEAEHO KOHTPONb i AKOCTI Ha BULLE3a3HaYeHil AinbHNLI Y
NOBHil BiANOBIAHOCT 3 BUMOramMm GMP, BCTaHOBMEHNMM MICLIEBVM PETyNISTOPHAM OPraHoM, @ TakoX BignosiaHo
[0 creuudikaliit, o MICTATLCA y peecTpawiiHoMy AOCbe KpaiHu immopTepa. [lMpoTokonu BUPOBHULTBA,
naKyBaHHs Ta aHanisis 6yrio NepernsHyTo Ta BCTaHOBNEHO BianosigHicTe GMP

YnoBsHoBaxeHa ocoba ( iM'a, gaTa Ta nignuc) Dr. Massimo Crippa 29.02.2024 /nignvcaHo/




TEMMLER ITALIA

Carugate Plant

acrnov-a

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 (application, graininess)
Penetrometer value
Particle size

> 10 micron

> 50 micron

Conglomerates > 70 micron

Identification
Hydrocortisone

Neomycin
Natamycin

Assay
Hydrocortisone
Neomycin
Natamycin
Related substances of natamycin
Each individually
Total
Related substances of hydrocortisone
Each individually
Total
Related substances of neomycin
Neamine
Each individually
Total

: Pimafucort® ointment

. Ukraine

: ltaly

. UA/4476/01/01

. 1% - Hydrocortisone

1% - Natamycin

: 0.35% - Neomycin (as sulphate)
: Ointment

: 15 g ointment in tube No.1

1 24B56A

: 66.000

: 14/02/2024
: 01/2029

. Temmler ltalia S.r.l.
. Via delle Industrie, 2,20061 Carugate (Ml), ltaly
. aM-15/2022
: IT/18/H/2022

packs

Results

White ointment

Easy to apply, free of grainy particles
213

Absent

Positive
Positive
Positive
Positive
Positive

9.87 mglg
3491 1U/g
10.00 mg/g

0.1%
0%

0.0%
0%

0%
0%
0%

Specifications

White to lightly yellow ointment

Easy to apply, free of grainy particles
50 - 300

<25
<5

Solid particles that can be detected by
palpation is absent

Positive (TLC)
Positive (HPLC)
Positive (TLC)
Positive (TLC)
Positive (HPLC)

9.50 - 10.50 mg/g (HPLC)
3350 - 4000 1U/g (MICRO)
9.50 - 10.50 mg/g (HPLC)

<0.5%
<1%

<0.5%
<1%

2%
<1%
<3%

Uit kO™
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TEMMLER ITALIA
: Loaenova

Carugate Plant

[ Certificate of analysis ]

Product name : Pimafucort® ointment
Importing Country : Ukraine

State manufacturer : ltaly

Registration certificate : UA/4476/01/01
Strength/Potency . 1% - Hydrocortisone

. 1% - Natamycin
: 0.35% - Neomycin (as sulphate)

Dosage Form : Ointment
Package Size and Type : 16 g ointment in tube No.1
Batch Number 1 24B56A
Batch size : 66.000 packs
Manufacturing date 1 14/02/2024
Expiry date : 0172029
Name . Temmler ltalia S.r.l.
Address : Via delle Industrie, 2,20061 Carugate (MI), Italy
Licence number . aM-15/2022
GMP certificate . IT/18/H/2022
Test Results Specifications
Average filling weight 164 g 2150¢
Minimum weight of one tube 1612 g 21365¢g
Microbiological purity
TAMC <100 CFU/G <100 CFU/G
TYMC <10 CFU/G <10 CFU/G
S. Aureus Absent/g Absent/g
P. Aeruginosa Absent/g Absent/g

"| 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 local 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, dale and signature)




JTEPKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIA OBJIACTI

npos. Ceitnunoi Haxii, 3, m.Kui, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOI0 B YKPAiHy JiKapchbKOro 3acody

10.05.2024 Ne 22572/24/10

INIMA®YKOPT®

(HaliMEHYBaHHS J1IKApCHKOro 3ac00Y 3riAHO 3 peecTpaliiiHuM OCBIIYCHHAM)
masb o 15 r y Ty6i; mo 1 Ty6i y kapToHHii Kopooui

(hopma BUTYyCKY, 103yBaHHS, BU/ MTaKyBaHHs JiKapchKoro 3acoby)
Homep peectpaniitioro nocsizuenns UA/4476/01/01 ctpox nii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 24BS6A KinbkicTs BBe3eHOTO Jikapeskoro 3acoby 66000

Bupo6Hnk Temmnep Itania C.p.., ITanis

(HaliMeHyBaHHS BUPOGHHKA JIKapChKOro 3acoly, KpaiHa MOXOKEHH)

Baeseno B Vkpainy TosapuctBo 3 oomeskenor BianosinaasnicTio "JIEJBTA
MEJIKEJI", inent. kon: 39448817

(naiimenyBanHs Ta ko1 3a €JIPTIOY ropuananoi ocobu abo npiseuiLe, iM'a, Mo 6aTbKoBI QizndHOi
0co6H - MiaANpHeMIs, i Micle POXKMBAHHS Ta PeecTpaliifHui HoMep 06/1iKOBOT KapTKH MIATHHKA
nojatkis abo cepist Ta HOMep nacropTa)

Mpotokon BizyansHoro koutpoio ix 06.05.2024 Ne 1246/1.

3a pesynabTaTaMM  JIEPXKABHOTO KOHTPOJNIO BCTAHOBJIEHO, IO JHKapchkuil 3aci0 BBeseno B YKpainy 3

JOTPHUMAHHSIM BiMOr 3aKOHOIABCTBA 010 3a6e3MeueH s AKOCTI JIiKapehbKuX 3ac0biB.
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