ITABIA ®APMACIVTICI

Ceprudixar aHam3sy

Pes. 3

Hara: 15.09.2020

Crop. 131

Haspa Memuynoro BupoGy
[TopomkoBuit cupeit
KAZIE®OPT® 125 ml (M)

Maprtis: 012M-H
Hata BupoOHuuTBa: 09/2024
Ipun. no: 09/2027

Kinsxicrs: 20136

Bumnyck cepii

BUIIYCK cepii

nara 14/10/2024

Ximiuni Ta $izuuni xapakrepucruxu

ITapamerpu Hiana3zoH 3Ha4enn PesyabTaTn

Omnuc Iopomuiok Bignosigae

Koumip Bix 6inoro mo konsopy Binmosinae
CJIOHOBOT KiCTKH

3anax Cnenudiunmit Bignosinae

Hanasnroranns Binmoginae Bianoginae

Cucrema mocraBku 1,5-2 g (r)/c 1,97 g (n)/c

TAMC (3aranpHa KinbKicTh <100 KYO/r <10

aepoOHNX MIKPOOPraHi3MiB)

TYMC (zaraneuuit BmicT <10KVYO/r <10

IPDXIKOBUX Ta ILTICHIBUX

rpubiB)

Enterobacteria and gram- BigcyTHicTB/T BigcyrHi/r

Staphylococcus A. BiacyTHicTs/T BigcyTni/r

Pseudomonas A. BigcytHicts/r Bincyri/r

Iliznnc MeHeIKepa i3 3a6e3MeYeH s AKOCT

Valeria Dissette
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Signature of Quality Assurance Manager

hene- Dyl

Rev.3 j
Certificate of Analysis Date: 15.09.2020 |
Page1 of 1
Batch: 012M-H
Medical Device Commercial Name
Manufacturing Date: 09/2024 Quantity 20136
Powder Spray KADEFORT® 125 m|
Expiry Date: 09/2027
BATCH RELEASE
0O BATCH RELEASE date 14/10/2024
CHEMICAL AND PHYSICAL CHARACTERISTICS
PARAMETERS RANGE RESULTS
Aspect powder COMPLIANT
Color White-lvory COMPLIANT
Odor Characteristic COMPLIANT
Pressure Compliant COMPLIANT
Delivery System 1,5-2g/s 1,97 g/s
TAMC <100 UFC/g <10
TYMC <10 UFC/g <10
Enterobacteria and gram - Absent/g absent
Staphylococcus A. Absent/g absent
L Pseudomonas A. Absent/g absent
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'MIHICTEPCTBO OXOPOHH 310POB'A YKPAIHI/I - ~wn i
Opras 3 OIHKY BiOIOBIAHOCTI _ » - qu,. '?'iﬁ_;_m
JEPXXABHE YKPATHCHKE OB’ C,I[HAHHH «TIOMITEXME]» - 2> <
Ministry of Health of Ukraine _ -~ N D01099
Conformity assessment body - ~ - -
UKRAINIAN STATE ASSOCIATION USA « POLITEKHMED»
UA.TR. 101 - : _
CEPTHU®IKAT BINOBIAHOCTI
Certlficate of Conformity
~ - Ne UA.101.MD.3.0756-20.00
Jara peectpauii 23.10.2020 p.
TepMin gii o 22.102025p.
Hpopyxuia ~ Tlopomkosnii cupeit Kagegopr® / Kadefort™
Products v - .
~ Binnosinae BEMoram  Texniunoro perIaMenTy moA0 MeIRYHHX BHPOGIB,
_Comply with the ~ sarBepmkeHoro Ilocrarosoio KMY Bin 2 xostHa 2013 p. Ne 753
requirements = '_ - =
~ Bupo6mux PAVIA FARMACEUTICISRL .
- Manufacturer - : =

- (@APMA»

Authorized rep. senranve ‘Byit. TlepeMorH, 6y11 9 011)1c 20 M. Kmn 3170, Ykpaina..

in Ukraine - = ~ €JIPTIOY 34414427 - _ >
Ceprudixar Bapanpii  Oprasom 3 onisku anoninudcwi llep;xahﬁer‘o'yxpﬁ'incbxom 0b’cTHAHNSA

Certificate is issued by ~  «[IOJOTEXME/D» (OOB «IYO «IIOJHTEXME/»)

Ha migcraBi ~ OuiHka Ta cXBaneHHs (YHKLIOHYBAHHA KOMIUIEKCHOI CHCTEMHE YIPaBIiHAA SKICTIO 3FIIHO 3
On the grounds of HonatkoM 3 o TexHI4HOro perjaMeHTy LIONO MBI[H‘-IHHX Bnpoﬁna Pimenns mono HamaHHS -

cepruixamii sig 23.10.2020 p.

Harmsiz 3a cxBalleHOIO CHCTEMOIO YIIPABIiHHA SKICTH) 3M1HCHIOETECSA 3
NEpIOTHMIHICTIO, KA PErIIAMEHTYETHCH NPOrPaMOO HATTISAY.

Ihmmc M T e 2
Fenepaﬁ‘ﬁnu‘“u-»gnpg{rgp
AYO «ITOJFFEXNEE 1» ~ ; .
KepiBHuk Oprany 3 ouiHKu BignoBigHocTi , mﬁ&ﬁo};;&m
AYO «IIOJHTEXME/I» :

‘Opran 3 omxke BuinosiaHocT! «I1Y O «TTOAITEXME Oy, By I'Maserm, 10 v Kais, 01010, Vkpaiga e +38(044) 483-68-07 €JIPTIOY 14282255
Inentudirammitnuit Hovep UA. TR, 101

Hagas MiRICTEpCTRA EKOHOMIMHOTC PO3BHTY 1 TOPrisigi Yepainy Big 20.05: '2014:}& 379
ATECTAT Ipo akpeanTauio HallOHATEHOTO AFeHTCTBA 3 akpenuTanil Yxpaian Ne 10174
YnneicTs CepTrgIKaTy BUIOBLAHOCTT MOAHA CpeRIpHTY B Peecipi: hitp: www politekhmed.ua



Jexnapauis npo BianoBiaHicTb Ne

3arajbHa Ha3Ba MeAHYHOI0 BUPOOY:
Common name of medical device:

IepeJix BupoOiB:
List of products:

BupobHnnk:
Manufacturer:

Bupoouuy4i ginsHumi:
Manufacturing sites:

YnoBHOBaXkeHUI NPEACTABHUK B
Yxkpaini:
Authorized representative in Ukraine:

Kunacudikanis:
Classification:

IIpouenypa ONiHKH BiXMOBiTHOCTI:
Conformity Assessment Route:

Howmep ceprudikara BignoBigHocTi:
Number of Certificate of conformity:

Tepwmin nii cepTndikara
BigmoBigHoCTI:
Certificate assessment of conformity is valid until:

ITpu3HayeHuii opraH 3 oMiHKH
BiAnoBigHocTi Ta ioro
inenTHdikauiinui Koa:

Conformity assessment body with its identification
number:

Declaration of conformity No.004G-H

IMopomkoBmuii cipeii KagegopT® / Kadefort®

Iopouixosuii cnipeii KagedopT® / Kadefort®

IMABIAA ®PAPMACIIOTICI CPJI / PAVIA FARMACEUTICI SRL

ByJ1. Bia Bicrapino, 14/ @ - 27010 KOIIIAHO (IIB) — ITanist / Via
Vistarino, 14/F - 27010 COPIANO (PV) — Italy

TOB «YHIBEPCAJIBHE ATEHTCTBO «IIPO-®APMA» /
“UNIVERSAL AGENCY “PRO-PHARMA”, LLC

II'b

Jonmatok 3 10 TeXHIYHOTO PErinaMeHTy 00 MEIUYHUX BHPOOIB,

3aTBep pKeHoro nocraHoBoro Kabinety MinictpiB Ykpainu Bix 02.10.2013 Ne
753, 3a BUHATKOM mpoueaypH «IlepeBipka IpoeKTy»;

Annex 3 to Technical Regulation on Medical Devices, approved by Resolution of
Cabinet of Ministers of Ukraine dated 02.10.2013 Ne 753, without the procedure
"Design Examination";

UA.101.MD.3.0756-20.00

22.10.2025

JlepxaBHe ykpaincske 06’ ennanns «Ilomirexmen» / Ukrainian State
Association «Politechmed»

UA.TR.101

Ha3pa KoMIAHii-BUPOGHUKA IEKIapye BHKOHAHHsS OCHOBHHX BHMOTI IIOJO MEIHYHOTo BHpoOy, s3riamo Jomatky 1
TexHIYHOro PErNIaMenTy MO0 MEIMIHUX BHPOOiB, 3aTBepkenoro Ilocranosoro Kabinery Minictpis Ykpainu Ne 753 Bin

2 xoBtHS 2013 p.

Haszea komnanii-eupobnuxa declares the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical regulations on Medical
devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 201 3.

Micue Bumaui:

Place of issue:

Copiano

Iligmic ynoBHOBaXXeHOi 0cOOH

Signature of Authorized person

Jara mignucy: November 2 2020

Date of signing

President of the Board of Directors- Massimo FERRARI
7

Hazsga nocanu, 1116

Position, Full Name

7d of Directors

FERRARI
/



Hexaapauis npe slanosinnicrs NeOUSG-B
Declaration of conformiiy No 0040G-H

JaranbBa HA3B2 METHUHOID BUPODY: Hopomiconii cnpeil Kasedopr® / Kadefors®

Commaon ngmg of wedical device:

Hepenix supotin: Hopouscoruis capeit Kanedopr® / Kadefort®

Lise of products:

Bapolnmic DABLA QAPMACHOTICI CPJI/ PAVIA FARMACEUTICI SRL
Mamgacrwer: ’
Micue supofinnursa: | 8y Bia Bicrapive, 14/ @ - 27010 KOMIAHQ (1IB) - Yrazis / Via
Mamdachring sies: Vistarino, 14/F - 27010 COPIANG {PVy—~Taly

Yoopuosamenui NpesCrasugKg B ToBapncree 3 ohvokerow siznorizansuicrio « VHIBEPCANLHE
¥icpasui: ATEHTCTBO «J1PO-@APMA», Vipaina, 03170, w. Kwuis, nyn.
Authorized sepresentative in Ukraine: Depemors, 6ya. 9, o. 20/ Limited Labiality Company “UNIVERSAL

AGENCY “PRO-PHARMA™, Ukraine, 03170, Kyiv, Peremohy street,
building 9, office 20 N

Kuacuhixauin: , ok

Classsfication:

Hpeuenypa oninkw siznesianoeri; 1 floasvow 3 o Texaiwmoro PETNAMOHTY INOKO MEIWMHEX Bupolis,
Conformity dssessment Route: saTeepamedore nocranoncro KaGigery Mimictpis Vipaimm sin 02.10.3013

Ne 753, sa srmwrkom nponenypy «lepesipka TPOSKTYN;

Annex 3 to Technical Regulation on Medical Devices, approved by Resolition
of Cabinet of Ministers of Ukraine dated 02.10.2013 Ne 753, withow the
procedure "Design Examination”™; ‘

Homep cepradixard siznosionocyi: UAI01.MD.3,0756-20.00
Nowpder of Cortifivate of conprmis:

Tepmin aif ceprudiara 22.10.2025
Biznoshiuocth;

Certificate assessmenit gf canformity is valid s

Hpmiuauennii opran 3 cuingy Hepxanne yrpatuenie o6’ cananng wHiomirexmen» / Ukrainian State
signosizgocri ta fore Association «Politekhmeds

ipenTadiraniinai xoa:

Conformity swisessment body with ifs idsptification VA TR.161

nnmber:

Aexnapauiie cxaageno 0iy BIAKOBHTY Bianopisaanuicts BupolHEKa.
The declaration is made under the sole responsibility of the manufacturer

Teprize 3iF nexnapanit Hivona dg 22.10.2025
Tewmn Svalidiey of the Dicdaration Vedid il 22.10.2025

TTABLA RAPMACHOTICT CRJT aewiapye SHKOSANHA OCHOBHHX BEMOT HION0 MOTTIHONG BpoSy, srizEo Joxarky 1
TeXHIYHOID PErNaMENTy HONO METHYHIX BHPOGIB, SATROPIKEHOTO TTOCTARORORY Kabinery Minicrpin Vipainu Ne 753 Big 2
woBTHS 2013 .

PAVIA FARMACEL
appraved by Decr

TICT SRE the fulfiibment of basic requrirements for wediead deviess, according to Annex 1 of Techntcal regilations on Medical devices,
of Ciubinet of Ministers of Ukraine NoT33 on 2 October 2013,

Micue sunani:  Kuoitiago . Savea danwey: 14 Bopecws 2022 pory
Blnce of issye: Copians Date of siening Sepremiber 14, 2027

Flpesagest pams IHperTopis - Maccise Deppapi
S Erevident of the Board of Divectors — Massime Farvart
Higmae yuoswosaxenoi ocobu Hazga pocaan, (1B ;

3 .‘.‘?
Signanrs of sarsrized persan Boswon, Lall Name P, ﬁv&:’g ARMA; 3 UT}{:? SR_,ﬂ“‘

Tewarka/ stomp F{s*éséde};}faﬂh M}d{gngg}k
- MASSTMOFERRAR]
Pavia Farmaceuticl .11, - Sede Legale e Operativa: Via Vistarino, T4/F - 27510 Copiano {Pavia)
Tel 348 7760027 - E-mait: pavia.farmaceutici@gmall.com
P.IVA 02324470182 - C.CLAA. Pavia - RE.A. n. 283852 - Reg. mp. n. 02324470182 - Cap. Soe. € 40.000,00
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