JERKJIAPAITEA TTPO BIATIOABLIHICTD Ne 3, sepein 3/
DECLARATION of CONFORMITY A: 3, version 3

Bupodonnx/Manufacturer: XKepmax C.iiA., Itanis / Zhermack S.p.A., Italy

BiITBEp/KYVE, 110 Bei Metnuni Bupobu, 110 nepepaxonani B Jloiatky 1 / declare that all medical
devices listed in Attachment 1

Knac pasuxy / Risk class: I (me crepuisni, 6e3 dyuxuil eumipiosanus), sriguo nyexry 14 Jlomatxy 2
Texniunoro pernamenty woA0 Memuynux supobis Ne 753 ix 02.10.2013 poky. / I (non-sterile, without
measuring function) according to point 14 of Attachment 2 of the Technical Regulation on medical devices
Na. 753 dated 02.10.2013.

sixi BUroTOBJIAIOTECH Ha / which are manufactured at: sia Bosaseuino, 100, 45021, Bagia ITonecine
(Poiro), Iranis / via Bovazecchino, 100, 45021 Badia Polesine (Rovigo), Italy

agpeca BapoGruyore maiiranunxy / address of manufacturing site: ria Bosaseuino, 100, 45021, Bazia
Tlonecine (Posiro), Itania / via Bovazecchino, 100, 45021 Badia Polesine (Rovigo), Italy

3rineo mpomeaypn ouinkH Bianomixmocri: Jomarox 8 TexHiuHOro periaMenTy mOA0 MeIWTHHX
BHpobiB, 3aTBepxxenoro Hocranosoio KaGinery Minicrpis Ykpainu six 02.10.2013 Ne753 /
According to the conformity assessment procedure: Attachment 8 of the Technical Regulation on
medical devices which was approved by the Cabinet of Ministers of Ukraine dated 02.10.2013 No.753

Texniuna foxymenTanis Ba MeyHi BEpoGH pospobiena Ta Buposamkena / Technical documentation
for medical devices has been developed and implemented.

Yuoprosawennii npescTaBHEK B Ypaiui / Authorized representative in Ukraine:
TOB «®apmareiit», od. 260, Gyneeap Jeci Yxpainku, 6ya. 7-B, m. Kuis, 01133, Ykpaina
Ten +380-44 303 96 98

B ocobi: Hupexropa [oromaesoi [ M. /

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

tel. +380-44-303 96 98

represented by Director Daria Pogodaeiva,

BianosinaiericTs 3a qocTosipHicTs Hanauol indopmanii Hece supobHuk /
Manufacturer is responsible for authenticity of the provided information.
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Jonarox 1/ Attachment 1

Tonisiniicraokcanosi (3o6asoannil cuikon) MaTepiaan aas peecrpanil npukycy /
Vinylpolysiloxane (addition silicone) bite registration materials

Karaaomn Haspa mogmgixaniiempo6y ~ Haspa Mauut[:ixaui'f BHpODY i K o
P o ; % ol nac /

Hii HOMep aHrigiicsko10 moosowo / English yxpairenkorw mosoio / Ukrainian name Clasy
{REF  npame of product modifications of product modifications

C200726 Occlufast Rock Oxxntodact Pox | 1

Buaano: Kepumax C.n.A., Iranis — Bagia Monecire (Pogiro)

Issued at: Zhermack S.p.A., Italy — Badia Polesine (Rovigo) n 5

Crapmnif menekep i3 3a0esneuenns AKoCTi TA PeryIsaTOpPHEX “;g;,; g ¢ Ll ., bapbapa Bapysso /

MHTAEL / (n ﬁmnc/siﬁéﬂamra} Barbara Baruzzo

Sr QA&RA Manager (Ilib/mame, patronymic,

(position/nocana) surname)

wITaMry/stamp FThorrssels . (nara/date) 29.03.2024
Zhermack %5, (aie ao/valid until)  31.12.2028




