JTEKJAPAIIIS ITPO BITTOABIIHICTE Ne 1 /
DECLARATION of CONFORMITY Ne 1

Bupobuux/Manufacturer: JXepmak C.n.A., Itanis/Zhermack S.p.A., Italy

IiJTBep/IKYe. MO Bei MeNHyHi BHPoGH, mo nepepaxorani B JlonaTry 1/ declare that all medical
devices listed in Annex 1

Knac pusuxy/ Risk class: I (He crepubhi), 3rinHo Jonatky 2 TexHIYHOrO perjiaMesTy o0 MeAHYHHX
Bupo6iB Ne 753 Bix 2.10.2013 poxky /I (non-sterile) according to Attachment 2 of Technical Reglament for
medical devices No. 753 from 2.10.2013

sIKi BHroToB/Is1I0ThCA HA /which are manufactured at: Bia Bopazeuino, 100, 45021, Bania [Tonecine
(Pogiro), Itania/ via Bovazecchino, 100, 45021 Badia Polesine (Rovigo), Italy

agpeca Bupoduuyoro maiganyuky/address of manufacturing site: Bia bosaseuino, 100, 45021, bania
ITonecine (Pogiro), Itanis/ via Bovazecchino, 100, 45021 Badia Polesine (Rovigo), Italy

BignosinaroTe BuHmoram TexHiumoro perJamMenTy mI0OA0 MeIHYHHX BHPOOIB, 3aTBEPIKEHOIO
ITocranosoro Kabinery MinicTpis Vkpainn Big 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

TexuiuHa ToKyMeHTallig Ha MeTU4HI BUPOOH po2pobieHa Ta BrporaikeHa/ Technical documentation
for medical devices has been developed and implemented.

YnosHoBakenuii npeacraBuuk Bupoduuka B Ykpaini/Responsible representative of manufacturer in
Ukraine:

TOB «®@apmareiit», od. 260, 6ynssap Jleci Yxpainku, 0ya. 7-B, m. Kuis, 01133, Vkpaina

Ten +380-44 303 96 98

B ocobi: lupekTopa [Toromaesoi 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 Pogodaeiva.

BianopinansHicTh 3a A0CTOBIpHICTh HazaHoi iHdopMmallii Hece BUPOOHUK/
Manufacturer is responsible for authenticity of the provided information.



REF/Kara

JIOKHUH

HOMep

C302240

C302242

C302245

C302086

C302145

C302161

C302171

C302044

C302060

C302205

C302230

C302025

C302051

C302070

C302071

C302075

English name of product
modifications/Ha3zsa moaudixamii
BHpOOY aHIIilicEK0I0 MOOBOIO
TROPICALGIN 453 g
TROPICALGIN 2x453 g
TR(_)PICALGIN 18 ¢
PHASE PLUS 453 ¢
ORTHOPRINT 500 g
ORTHOPRINT 2x500 g
ORTHOPRINT 18 g
HYDROGUM SOFT 18 g
HYDROGUM SOFT 453 g
NEOCOLLOID 500 g
NEOCOLLOID 18 g
HYDROGUM 500 g
HYDROGUM 18 g
HYDROGUM 5453 g

HYDROGUM 5 2x453 g

HYDROGUM 5 21 g

Attachment 1/Jonarox 1

Ukrainian name of product
modifications/ Hazsa moaudixamii
BHPOOY YKPATHCLKOI0 MOBOKO
TROPICALGIN
Yucrtuii anbrinaTHui MaTepian aus
BIITHCKY
TROPICALGIN
YucTui anbriHaTHUR Marepian ans

BIATHCKY
TROPICALGIN
YiicTuii aabriHaTHUAR MaTepian s
BiITHCKY
PHASE PLUS
Yucrtuit anerivatHuii MaTepian ais
BiZITHCKY
ORTHOPRINT
YucTui aneriHaTHUi Marepian s
BiITHCKY
ORTHOPRINT
Yuctuii anbrinaTHui Marepian ais
BiITUCKY
ORTHOPRINT
YucTuii anbrinaTHui MaTepian ais
~ BIATHCKY N
HYDROGUM SOFT
Yucruii anerinaTHuil Matepian wis
B BiITUCKY
HYDROGUM SOFT
YucTui aneridaTHmit Marepian s
BiATHCKY
NEOCOLLOID
Yucruit anbrivatHuil MaTepian i
BIATHCKY
NEOCOLLOID
HucTuil anbrinaTHUM MaTepian 1s
BIATHCKY
HYDROGUM
Yucruit anbrinaTHui Matepian s
BiATHCKY
HYDROGUM
Huctuil aneriHaTHU MaTepian ans
BIATHCKY
HYDROGUM 35
HucTuii anprinatauil Matepian s
BIiTHCKY
HYDROGUM 5
Yucruit anprinatHuii Matepian s
BIATHCKY
HYDROGUM 5
YHucTnii anbrinaTiuit matepian s
BIATHCKY

Class/
Kanac

I



HYDROCOLOR 5 I

C302120 HYDROCOLOR 5453 g YucTuid anbrinaTHUi Matepian s
BITHCKY |
HYDROCOLOR 5 I
C302130 HYDROCOLOR 521 g YucTuii anerinaTHUNA MaTepian 1
. B BIATHCKY

Zhermack S.p.A., Italy:

QA/RA Manager ~ Barbara Baruzzo
(position/mocana) imnuc) (name, patronymic, surname/I1I5)
Stamp Zhermack“? s ... (nara/date) 19/10/2017

nie go/ 31/12/2020
valid till



