JEKJAAPALISA TTPO BIINIOBIAHICTD
Declaration of Conformity

Ne MEC-03
_ No: MEC-03__
Jlara naOpanns
YUHHOCTIL:
Effective date:

Penakuis NeO]
*7”/&’\'1\‘/()’”7%{)7/7

28.06.2024

Mu, Mektpon C.n.A.,

3HaAXOAUMOCH

Bia Jlopeto, 15/A, 16042 Kapacko (I'e), Iranis

JEKJIapy€eMO T

We, Mectron S.p.A.,
located at
Via Loreto, 15/4, 16042 Carasco (GE), Italy
herewith declare that

3a aIpecoro:

pO HacTyTHE:

MeauuHi BUPOOU:
Medical devices

[lepenik BUpOOIB:
List of producits:

BupoOHuUK:
Manufacturer:

VTOBHOB@XKEHHH TMPEICTABHUK B
VkpaiHi:

Authorized representative in
Ukraine:

Knacudikauis 3rigHo aonarky 2,
TexHiYHOro  perIaMEHTy OO
MeIMYHHX BUPOOiB:

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

BuuieskasaHi BUpOOU
BiIMOBINAIOTH OCHOBHWUM BHMOTram
ISl MEIMUHKX BUPOOIB 3riIHO:

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

OpraH 3 OUIHKH BiIMOBIAHOCTI:
Conformity assessment body:

VY IbTpa3ByKOBI CKalepH i akcecyapy 110 HUX
Ultrasonic scalers and related accessories

Jlus. nonatok (11 HaliMeHyBaHb)
See Annex (11 items)

MekTtpoH C.IL.A.

Mectron S.p.A.

Bia JlopeTo, 15/A, 16042 Kapacko (TE), Itanis
Via Loreto, 15/4, 16042 Carasco (GE), ltaly
Tel./Ten.: +39 0185 35361

Email/EnekTpoHHa nowra: mectron@mectron.com

[pusatHe nianpueMcTBo «lani™

Bya. 15 Kgiths, 6€, ¢. baiikisui. Teproninbebkuit paiion, TepHoninbebka obnactb, 47711,

VYkpaiHa;

Ten.: 0 800 502 998; Enektpouna nowrTa: office@galit.te.ua; iHTepHeT: www.galit.te.ua
Private Company «Gality

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

Phone: 0800502998, Email: office(@galit.te.ua; internel: www.galit.le.ua

Kuac Ila

Class lia

TexHIUHOro perjlaMeHTy LOA0 MEAUYHHX BUPOOIB (3aTBEPUKEHHUI [10CTaHOBOIO KMY Bin
02 sxoBTHs 2013 poky Ne753) — Jlonatok 1. 3acTocoBaHa npoueaypa OLLIHKH BiANOBIAHOCTI
sriano Joaatky 3: 3abe3nedeHHs (yHKLIOHYBaHHS KOMIJIEKCHOT CHCTEMHU YIpaBJIiHHSA
SKICTIO (32 BUHATKOM MePEBipKH npoexty) Annex I 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 OOMEKEHOIO BIANOBINANBLHICTIO «YKPMEJICEPT»;

02059, m. Kuis, ByJ1. Jlparomatosa, la, od. 2; Ten. +38 067 5950230

Homep npu3Ha4€HOro opraHy NeUA.TR.099

UKRMEDCERT. Limited Liability Company;

02059, Kyiv, la Drahomanova street, of. 2: Tel. + 38 067 5950230,

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

TexHiuHa 10KyMEHTallis Ha MEIUYHHH BUPiO po3po0biieHa Ta
BrpoBa/keHa. Jlekiapartis BIAMOBIAHOCTI CKJIaIeHa Ha
niacrasi cepTudikary BianosiaHocTi No UA.MD.559-24 Bin
28.06.2024 Ta i NOBHY BiANOBIAAILHICTH BAPOOHUKA

Jlana nexnapauis € uunHa 10 27.06.2029 p.

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.

This declaration is valid until 27.06.2029

jeknapatii BiAnoBiAHOCTI

declaration of conformity

BinnosiganbHuii 3a ckilafaHHs | BUAAHHS

Responsible for compiling and issuing

TMpuBaTHe NianpuemMcTso “lanir”
Private Company “Galit”
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JEKJAPALIS TTPO BIATIOBIAHICTD

Noe MEC-03
No: MEC-03

Penakwia Ne0l
Revision #01

Jlata HaOpaHHs

Declaration of Conformity

UHHHOCTI: 28.06.2024

Effective date:

Jlonatok 10 Aeknapatii
Annex to declaration

Ne# |Karanoroswii Haspa MeanuHOro BUpoOy anriiiicbkoro | HasBa MeAn4HOr0 BHPOOY YKPAiHCHKOI MOBOIO

HOMEp MOBOIO Name of medical device in Ukrainian
REF # Name of medical device in English

1. 05020015 combi touch combi touch

2: 05090008 COMPACT PIEZO LED COMPACT PIEZO LED

3 05090003 COMPACT PIEZO P2K COMPACT PIEZO P2K

4. 05080013 MICROPIEZO MICROPIEZO

3. 03120016 MANIPOLO ABLATORE MANIPOLO ABLATORE

6. 03120142 MANIPOLO ABLATORE LED MANIPOLO ABLATORE LED

7. 03120224 MANIPOLO ABLATORE LED COMBI|MANIPOLO ABLATORE LED COMBI TOUCH

TOUCH

8. 03120238 MANIPOLO ABLATORE SLIM MANIPOLO ABLATORE SLIM

9. 03120241 MANIPOLO AIR POLISHING PERIO MANIPOLO AIR POLISHING PERIO

10. 03120239 MANIPOLO AIR POLISHING 90° MANIPOLO AIR POLISHING 90°

Il 03120240 MANIPOLO AIR POLISHING 120° MANIPOLO AIR POLISHING 1207

BinmnoiganbHUi 3a CKJIaaHHs | BUIAHHS

feknapalii BiMoBixHOCTI
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[MpusatHe nianpuemctso “Tamit”
Private Company “Galit”

3osnotuit Bosoaumup [lerposuy
Zolotyi Volodymyr Petrovych
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