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Mu, Carenek, € Kommnani oB AKTEOH I'pyn,
3HAXOJAMMOCS 32 aAPECOIO:
17 as. 'ycra Eidden., 31 1y Pape
33700 Mepirnak, ®paHuis
JICKJIapy€MO PO HACTYITHE:

We, SATELEC, A Company of ACTEON,
located at
17 avenue Gustave Eiffel, ZI du Phare 3
3700 Merignac, France
herewith declare that

MennuHi BUpoOH:
Medical devices

[Tepenik BUpoOiB:
List of products:

Bupobuuk:
Manufacturer:

Y OBHOBKEHUH MPEACTABHUK B
Ykpaini:

Authorized representative in
Ukraine:

Knacuikautis 3rinHo goaarky 2,
TexXHIYHOro perjaMmeHTy L10/10
MeAHYHUX BUPOOIB:

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

BuleBkasati BUpOOH

Bi/INOBIAAIOTH OCHOBHHM
BUMOTaM JUIsl MEAMYHUX BUPOOiB
3riHO:

The above products meet the
essential  requirements  for
medical devices according to:
OpraH 3 OLHKM BIATNOBIAHOCTI:
Conformity assessment body:

KoHcob yrpasinus (yJIbTpazByk, CTPyMEHEBE M0J1ipyBaHHs, MOTOP)
Control console (ultrasonic, air polishing, motor)

No # | Karanoroui Hassa MeMuHOr0 BUpOOY Hassa Meau4HOTO BUpOOY
HOMEp YKPaiHCLKOK MOBOIO AHIIIACBbKOI0 MOBOKO
REF # Name of medical device in Name of medical device in English
Ukrainian
1 F27200 IMPLANT CENTER 2 IMPLANT CENTER 2

Carenek, ¢ Komnani o8B AKTEOH I'pyn

SATELEC, A Company of ACTEON

17 aB. ['ycras Eitpgen, 31 xy ®ape 33700 Mepiruak, ®panitis
17 avenue Gustave Eiffel, ZI du Phare 33700 Merignac, France
Tel./Ten.: +33 (0) 556 349 266

Email/Enekrponna nowra: info@acteongroup.com

Inreprer / Internet: www.acteongroup.com

[Ipusarue nianpuemctso «l anim

ByJ1. 15 Kiths, 6€, c. Baiikisui, Tepromninseskuii paiton, Teprorinbenka 00nacts, 47711, Ykpaina;
Ten.: 0 800 502 998; Enekrponna nowra: office@galit.te.ua; inTepuer: www.galit.te.ua

Private Company «Galit»

6L, 15 Kvitnya St., village Baikivisi, region Ternopil, 47711, Ukraine;

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

Knac I crepuibHuit

Class 1 sterile

TexHIYHOr0 periaMenTy 1010 MeMYHIX BUpoOiB (3aTBepmkennii [Tocranosoro KMY Bin 02 xosrHs 2013
poky Ne753) — Jlonarok 1. 3actocosana npove/ypa OLiHKH BinoBiAHOCT 3riano Jlonarky 3: 3abesneueHHs
(yHKLIOHYBAHHS KOMILIEKCHOT CHCTEMH YTIPABIIiHHS SIKICTIO (32 BUHATKOM NEPEBIPKH NPOCKTY) Annex 1 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)

TOB "Vkpainckuit Incturyr Crangapris”, Oyansok 1, Bynuns Onekcanapisebka, micro Kuis, 03062,
Vkpaina. Homep npusnaueroro oprany UA. TR.137

LLC Ukrainian Standards Institution, address: building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.
Identification number of the notified body UA.TR.137

Texniuna 10KyMeHTallis Ha MEANYHUIA BUPIO pospobiieHa Ta
BripoBa/pkena. Jlexapaltis BIINOBIAHOCTI CKla/ieHa Ha
niacrasi ceprudikary sianosianocti Ne R3M 250 293 B2 Bin
30.12.2025 Ta nia noBHY BiANOBiAa1bHICTL BUPOOHHKA

Jlana seknapaiis € unnna 10 18.08.2029 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. R3M 250 293 B2 dated 30.12.2025 and under the full
responsibility of the manufacturer.

This declaration is valid until 18.08.2029

BinnosigaibHuii 3a CKagaHHs i BUAAHHS
JeKJiapauii BiAnoBiaHoCTi
Responsible for compiling and issuing the

[IpuBarne mignpuemctso “Iamir”
Private Company “Galit”
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