JTEKJIAPAIISI ITPO BIIIIOABUIHICTD Ne 1/
DECLARATION of CONFORMITY Ne 1

Bupotuux/Manufacturer: XXepmakx C.1i.A., Itanis/Zhermack S.p.A., Italy

HiATBEP/UKYE, 10 Bei Meqnuni BHpodH, mo nepepaxosani B lonarky 1 / declare that all medical
devices listed in Annex 1

Kunac pusuxy/ Risk class: I (He crepubHi), 3rigHo Joaatky 2 TexHIYHOrO pernamMeHTy o0 MeIMYHUX

BupobiB Ne 753 Bin 2.10.2013 poky /I (non-sterile) according to Attachment 2 of Technical Reglament for
medical devices No. 753 from 2.10.2013

AKi BATOTOB/IAI0THCH HA /which are manufactured at: Bia borazeuino, 100, 45021, Bania ITonecine
(Pogiro), Itanis/ via Bovazecchino, 100, 45021 Badia Polesine (Rovigo), Italy

ajgpeca BHpoOHHYOro maiiganuuky/address of manufacturing site: ria boraseuino, 100, 45021, bania
[Moneciune (Poeiro), Itanis/ via Bovazecchino, 100, 45021 Badia Polesine (Rovigo), Italy

Bigmopizarore BuMoraM TexmiuHoro persiaMeHTy mOJ0 MeJHYHHX BHPOOIB, 3aTBEPAKEHOIrO
IMocranosoro KaGinery MinicTpiB Ykpainn Bia 02.10.2013 Ne753/ comply with the requirements of
Technical Reglament for medical devices which was approved by the Cabinet of Ministers of Ukraine
dated 02.10.2013 No.753

Texniuna 0KyMeHTallisi HA Meln4HI BHpoOu po3pobiena Ta srposagxeHa/Technical documentation
for medical devices has been developed and implemented.

YnoBHOBaskeHH# npejicraBHuK BUpoOHnKka B Ykpaini/Responsible representative of manufacturer in
Ukraine:

TOB «®apmareiity, od. 260, Gynesap Jleci Ykpainku, 6ya. 7-B, m. Kuis, 01133, Ykpaina

ten +380-44 303 96 98

B ocobi: JJupexrtopa [Torogaeroi I'.B./

LLC Pharmagate, office 260, Lesi Ukrainky blvd., 7-V, Kyiv 01133, Ukraine

tel. +380-44-303 96 98

is represented by Director Ganna Pogodaciva.

BianopizansHicTs 3a 10CTOBIpHiCTE HaaHOT iHpopMalil Hece BUPOOHUK/
Manufacturer is responsible for authenticity of the provided information.



REF/Kara
JIOKHHH
HOMep

C100700

C100730

C100312

C100468

C100600

C100610

C100650

C100660

C100670

C100720

C100740

C100850

C100800

C100810

C100859

C100890

English name of product
modifications/Hassa moandikanii
BHPOOY aHIIificbKOI0 MOOBOI

INDURENT GEL CATALYST 60 ml

ZETAPLUS INTRO KIT L
900 ml Putty + 140 ml Light + 60 ml
Catalyst + 1 mixing pad

ZETAPLUS PUTTY 1800 ml
ZETAPLUS PUTTY 10 kg
ZETAPLUS PUTTY 900 ml
ZETAPLUS SOFT PUTTY 900 ml
ORANWASH VL 140 ml
ORANWASH L 140 ml

THIXOFLEX M 140 ml

200 ml Putty + 40 ml Light + 60 ml
_Catalyst + 1 mixing pad
ZETAPLUS INTRO KIT VL
900 ml Putty + 140 ml Light + 60 ml
Catalyst + 1 mixing pad
ZETAFLOW INTRO KIT
900 ml Putty + 60 ml Catalyst + 140
ml Light + 1 mixing pad

ZETAFLOW PUTTY 900 ml

ZETAFLOW LIGHT 140 ml
ZETAFLOW KIT
Putty 200 ml + Light 40 ml + Catalyst
60 ml

ZETAFLOW CATALYST 60 ml

Attachment 1/Ioparox 1

Ukrainian name of product
modifications/ Hazsa moxudikanii
BHPOOY YKpaiHCHKOI0 MOBOIO
INDURENT GEL CATALYST
Karanizatop s nonicunokcany

~ (cuumikoH JuIs KOHIEHcarlil)

ZETAPLUS INTROKIT L
[MonicunokcaHOBHMH (CUITIKOH TS
KOHZEHCAILT) BIATHCKHUIA MaTepian

ZETAPLUS PUTTY
[NonicunokcaHoBui (CUMIKOH 118
KOHJIEHCallil) BIATUCKHUI MaTepian
ZETAPLUS PUTTY
[MonicunokcaHoBui (cHTiKOH 11
'KOHJIEHCALIT) BIATHCKHHMH MaTepias
ZETAPLUS PUTTY
[Tonicunokcanoruii (CHITIKOH IS
KOHJIEHCALliT) BIATHCKHUI MaTepian
ZETAPLUS SOFT PUTTY
IonicunokcaHoBuit (CHIIKOH 1Sl

KOHJIEHCALliT) BIATUCKHUI MaTepian

ORANWASH VL
[TonicuiokcaHoBu# (CHTIKOH 115

KOH/IeHcallii) BiATUCKHUIT MaTepian

ORANWASH L
IMonicunokcanopuii (CUnmikoH s
KOH/IeHcALliT) BiATHCKHMI MaTepian
THIXOFLEX M
[MonicunokcaHoBwi (CHIIIKOH JUIs

KOHJIeHcallii) BiATUCKHUI MaTepian

ZETAPLUS KIT
IMonicunoxcaHoeuit (CHITIKOH 1151
KOHJIeHcallii) BIATUCKHUIM MaTepian
ZETAPLUS INTRO KIT VL
TonicunokcanoBui (CUITIKOH 114
KOHJIeHcallil) BIITUCKHU MaTepias
ZETAFLOW INTRO KIT
IonicunokcaHoBuii (CUNIKOH A1
KOH/IeHcalliT) BiATMCKHMI MaTepian
ZETAFLOW PUTTY
IMonicunoxcanopuii (cunikod nis
KOHZEHcallii) BITTUCKHUMH MaTepian
ZETAFLOW LIGHT
[Monicuokcanosyi (CHIIKOH s
KOHJICHCaWiT) BITTHCKHUI MaTepia
ZETAFLOW KIT
[Monicunoxcanoswit (cunikon s

_KOHJIeHcallil) BiITUCKHUE MaTepian

ZETAFLOW CATALYST
Katanizarop ana nonicunoxcany
(CHITIKOH /11 KOHIEeHcaLliT)

Class/
Kaac



\

ORTHOGUM PUTTY |
C100550 ORTHOGUM PUTTY 1500 ml IonicunokcanoBui (CHTIKOH A
' KOHJIeHcallii) BiATMCKHMK MaTepian

Zhermack S.p.A., Italy:

QA/RA Manager :&Q&M&,&u Barbara Baruzzo

(position/mocana) (signaturéfmignne) (name, patronymic, surname/I1I5)

Stam Zhermack®® sor  (naraldate) 03/08/2017

p
nie no/ 31/12/2020
valid Kl



