Zhermack“?”

AEKJIAPAIISA PO BIANTOABIIHICTD Ne 2, Bepein 1/
DECLARATION of CONFORMITY Ne 2, version 1

Bupo6uux / Manufacturer: JKepmax C.i.A., Itanis / Zhermack S.p.A., Italy

NiATBEPIKYE, 110 Bei MeAHYHI BHPOOH, 0 NepepaxoBani B Hogatky 1/ declare that all medical

devices listed in Attachment 1

Kanac pusuky / Risk class: I (He crepunshi), 3rigHo nyHKTy 9 Jlonarky 2 TexniuHoro pernamenty mono
MeJIMYHHX BUPOOiB 3aTBepmienoro Ilocranosoio Kabinery Minictpi Ykpainu Ne753 pin 2 sxorths 2013
poky / I (non-sterile) according to paragraph 9 of Annex 2 of Technical regulation on medical devices
approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2™ October 2013

AKi BHrotoBasiloThea Ha / which are manufactured at: sia boeazeuino, 100, 45021, Bania Ilonecine
(Pogiro), ITania / via Bovazecchino, 100, 45021 Badia Polesine (Rovigo), Italy

agpeca BupooHu9I0ro maiinanuuky / address of manufacturing site: ia Bosaseuino, 100, 45021, Bania
[Tonecine (Posiro), Itanis / via Bovazecchino, 100, 45021 Badia Polesine (Rovigo), Italy

BixnosinaTs Bumoram Jlogatky 8 TexmiuHOro perjaMeHTy mIOX0 MeIHYHHX BHpOOiB,
sarsepaenoro Ilocranosoro KaGinery MinicTpis Ykpainn Ne753 Big 2 xostas 2013 poky / comply
with the Annex 8 requirements of Technical regulation on medical devices approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2™ October 2013

Texniuna nokymeHTalis Ha Mean4HI BUpoGH pospobiena Ta Bpopamkena / Technical documentation
for medical devices has been developed and implemented.

YnosHoBaxennii npeacraBHAK B Ykpaini / Authorized representative in Ukraine:
TOB «®apmaredt», od. 260, 6ynssap Jleci Ykpaiuku, 6ya. 7-B, m. Kuis, 01133, Vkpaina
Ten +380-44 303 96 98

B ocobi: fupextopa [Toronaesoi I'.B. /

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

tel. +380-44-303 96 98

represented by Director Ganna Pogodaeiva.

BianoriganeHicTh 3a 10CTOBIpHiCTh HanaHoi iH(GoOpMallii Hece BUPOOHUK /
Manufacturer is responsible for authenticity of the provided information.
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Zhermack S.p.A.



Zhermack“e”

Jlonarok 1/ Attachment 1

K-cuaikon matepial st BIITHCKY /
C-Silicone dental impression material

Katanoxn = Hasea ng)imbixa-lﬁ B”npo_ﬁy
| wWii HOMep anraiiicexoio moosoro / English
/REF  name of product modifications
| Indurent Gel
; 100700 60 ml tube e s
Oranwash L
020660 140 ml tube _in
_ Zetaplus
Cl_{i(?GIOO 900 ml tub + measuring spoon
! Zetaplus L Intro Kit
C100730 1 Indurent Gel 60 ml + 1 Oranwash L

140 ml + 1 Zetaplus 900 ml +

| measuring spoon 1 Mixing pad

Kepmak C.n.A., Itanis — bania Ionecine (Popiro)
Zhermack S.p.A., Italy — Badia Polesine (Rovigo)

Menexkep i3 3a6e3nevdeHHs IKOCTi Ta pery/ISsTOPHHX NHTAHL /

QA/RA Manager
(position/nocana)

wramn/stamp

Zhermack“% s .1

Zhermack S.p.A.

Hassa Moxmqmcauu Bnpoﬁy
Knac/ |
ykpaincsko10 Mmoo / Ukrainian name
| Class
of product modifications
Ingsopent I'enn

60 ma1 Ty6a vl
Opansom JI I
140 mnTyba = | § nsSs———
3eramiroc I
900 mn Gatka + MipHa J10%kKKa
' 3eranumoc JI Berynnuii Haﬁlp I

1 Inmropent I'enp 60 min + 1 Opansow JI | |
140 ma + 1 3erarumroc 900 mn + mipHa '
| noskka + 1 migkmaaka Jig 3MillyBaHHs

M&Du Bapo6apa Bapys3o /

(nixn ncfmgnatﬁ\re) Barbara Baruzzo
(IT1b/name, patronymic,

surname)
(nara/date) 02.12.2020
(nie mo/valid until)  02.12.2023
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