No MEC-05 Penaxius Nel)/
JEKJAPALISA [TPO BUINIOBIAHICTD ﬁgﬂf&ﬁfm Revision #01
Declaration of Conformity 4HHHOCTI: 28.06.2024
Effective date:

Mu, Mexktpon C.ILA.,
3HAXOAMMOCS 32 aJIPeCONo:
Bia Jlopeto, 15/A, 16042 Kapacko (I'e), ITasis
JIEKJTapy€eMO TIPO HaCTYIIHE:

We, Mectron S.p.A.,
located at
Via Loreto, 15/A4, 16042 Carasco (GE), ltaly
herewith declare that

Menuui BUpoOu:
Medical devices
[Tepesiik BUPOOIB:
List of products:

BupoOHuK:
Manufacturer:

Y oBHOBaXEHU I
VYkpaiHi:
Authorized representative in
Ukraine:

NnpeaACcTaBHUK B

Knacudikauis 3rigHo aonatky 2,
TexHIYHOTO  perjamMeHty W00
MEINYHUX BUPOOiB:

Classification according to Annex 2
of technical regulation on medical
device:

BuiueBkasaHi BUPOOH
BiMOBiAAOTb OCHOBHUM BMMOTaM
1715 MeIMYHKX BUPOOIB 3riHO:

The above products meet the
essential ~ requirements  for
medical devices according to:

OpraH 3 OLIHKH BiMOBiAHOCTi:
Conformity assessment body:

Hacaaku s nia'sceHHOT napagoHToNoriT
SUBGINGIVAL PERIO TIPS

Karanoroswuii Hassa meanunoro Bupody auriificbkoto [ Hasga meanunoro BupoOy YKpaiHChKOKO
HoMEp MOBOIO MOBOIO

REF # Name of medical device in English Name of medical device in Ukrainian
02900120 Haca/iku st NiA'SICEHHOT NapaoHTo0r i SUBGINGIVAL PERIO TIPS

Mextpon C.1.A.

Mectron S.p.A.

Bia Jlopero, 15/A, 16042 Kapacko (I'E), Iranis
Via Loreto, 15/4, 16042 Carasco (GE), ltaly
Tel./Ten.: +39 0185 35361

Email/Enextponna rnotwra: mectron@mectron.com

[TpusarHe nigrnpuemcTBo «lamiT»

By. 15 Ksitnsi, 6€, c. Baiikisui, Teproninbcbkuit paioH, Tepuoninbebka 06nacte, 47711, Ykpaina;
Ten.: 0 800 502 998; Esnexrponna nowmra: office@galit.te.ua; inTeprer: www.galit.te.ua

Private Company «Galit»

6E, 15 Kvitnya St., village Baikivisi, region Ternopil, 47711, Ukraine:

Phone: 0800502998; Email: office(@galit.te.ua; internet: www.galit.te.ua

Knac Ila

Class Ila

TexXHIUHOIO PErAAMENTY OO MEAMUHUX BUPOGiB (3arBepikennit TTocTanonoio KMY Bia 02
xoBTHs 2013 poky Ne753) — Jlonarok |. 3actocoBana npoueaypa OLLIHKM BIAMOBIAHOCTI 3riAHO
Jlonarky 3: 3abesnedeHHs (DYHKUIOHYBaHHS KOMIUIEKCHOT CHCTEMH yrpaBiHHs  SKICTIO (34
BHHSITKOM niepesipku npoekty) Annex | of Technical regulation on medical devices, approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013. Conformity assessment
procedure followed: Annex 3: Ensuring the functioning of a comprehensive quality management
system (excluding project verification)

ToBapucTBO 3 0OMexkeHot0 BianositanbHicTio « VKPMEICEPT:

02059, m. Kuis, By:1. [paromanosa, la, o¢. 2; Tex. +38 067 5950230

Homep npusnauenoro oprany NeUA.TR.099

UKRMEDCERT. Limited Liability Company;

02059, Kyii}.'la Drahomanova street, of. 2; Tel. +38 067 5950230);

Conformity assessment body No. U.A.TR.099

TexHiuHa 10KyMEHTaLis Ha MeAWYHUIA BUPiO po3pobieHa Ta
BripoBajukeHa. [lekapatlisi BUINOBIAHOCTI CckiiaaeHa Ha
nizcrasi ceprudikary sianosiaHocti Ne UA.MD.559-24 sin
28.06.2024 Ta nia NOBHY BIAMOBIAAJILHICTL BUPOOHHKA

Jlana aekapatlis € 4u

The technical documentation for the medical device has been
developed and implemented. The declaration of conformity is
made on the basis of certificate of conformity No. UA.-MD 559-
24 dated 28.06.2024 and under the full responsibility of the
manufacturer.

nHa 10 27.06.2029 p. This declaration is valid until 27.06.2029

nekiapaLii BiAMOBiAHOCTI
declaration of conformity

Jlata Date 28.06.2024
Hupekrop

Director

BianosiganbHUi 3a CKkjiaJlaHHs i BUJAHHS

Responsible for compiling and issy’!;@m
\J

[pusarte nianpuemcrso “Tamit”
GUIETEES, Private Company “Galit”
E Nidnp 0..‘

3onoTuit Bonoaumup [letpoBuy
Zolotyi Volodymyr Petrovych

2 o

O‘o:,z”-. Topnornt™)
Coppesn® - ;

o Cmopinka I 3 1




