Ne SAT-05 Penakuis NeOl

JEKJAPALS TTPO BIIITOBIIHICTD A SIS R 0!
YUHHOCTI: 19.08.2024

Declaration of Conformity

Lffective date:

Mu, Catenek, e Komnani o8 AKTEOH [Mpyn,
3HAXOJAMMOCS 3@ aJIPecoio:

17 aB. I'ycras Eitpden, 31 ny Pape
33700 Mepirnak, ®panitist
JIEKJIAPY€EMO PO HACTYTIHE:

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

Mennuni Bupo6u:

Medical devices

[lepenik BUpoGiB:

List of products:

Bupo6Huk:
Manufacturer:

YoBHOBaXXEHM I
Vkpaini:

MPeJCTaBHUK B

Authorized representative in

Ukraine:

Knacudikauis 3rigHo noparky 2,

TexHiuHOTrO

peryiaMeHTy

MEeAMYHUX BUPOOIB:
Classification according to Annex 2
of technical regulation on medical

device:

Buleskaszani

BUPOOH

Bi/INOBIZIAl0Th OCHOBHUM BHMOTaM
Ul MEAMYHUX BUPOOIB 3TiIHO:
The above products meet the

essential

requirements

for

medical devices according to:

Opras 3 OUiHKM Bi/lINOBiIHOCTI:
Conformity assessment body:

moao

KoHcob KOHTpOIO [UIs enekTpoxipyprii 3 TpuMaueM HaKOHEUHHKa i
CJIEKTPOXIPYPridtHUMHU €JICKTPOAaMH

Electro surgery control console with handpiece holder, electrosurgery electrodes
HuB. nonarok (16 HaiimeHyBaHb)

See Annex (16 items)

Carenex, e Komnani o8 AKTEOH [Mpyn

SATELEC, A Company of ACTEON

17 aB. I'ycras Eitdden, 31 ny @ape 33700 Mepirnak, @paniiis
17 avenue Gustave Eiffel, ZI du Phare 33700 Merignac, France
Tel./Ten.: +33 (0) 556 349 266

Email/Enextponna nowrTa: info@acteongroup.com

InrepHer / Internet: www.acteongroup.com

[TpuBarHe nianpuemcTBo «l amit»

ByJ1. 15 KBiTHsl, 6€, c. baiikiBui, TepHoninbcbkuil paion, TepHomninbcbka o6aactb, 47711,
VYkpaiHa;

Ten.: 0 800 502-998; Enexrponna nowra: office@galit.te.ua; intepHer: www.galit.te.ua
Private Company «Galit»

6F, 15 Kvitnya St., village Baikivtsi, region Ternopil, 47711, Ukraine,

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

Kunac Ila

Class lla

TexHiuHOro pernameHty 1010 MeANYHUX BUp0OiB (3aTBepKkennii [ToctanoBoo KMY Bin
02 xoBTHs 2013 poky Ne753) — Jlonatok 1. 3acTocoBaHa npoueaypa OLiHKN BiANOBiAHOCTI
srigHo Jlopatky 3: 3abesneueHHs (yHKLIOHYBAaHHS KOMIUIEKCHOT CMCTEMH YMpPaBliHHS
AKICTIO (32 BUHATKOM MEPEeBIpKH MPOEKTY) 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)

TOB "Ykpaitcbkuit Ineruryr Cranaapris”, Gyaunok 1. Bymus Onekcawapisebka, micro Kuis.
03062, Ykpaina. Homep npusnauenoro 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

Texuivuna JokyMeHTaLlis Ha MEAMYHHWI BUPIO po3pobiieHa Ta
BIpoBa/uKeHa. Jleknapallisi BIANOBIAHOCTI ckilajieHa Ha
nizcrasi ceprudixary sianosigHocti No R3M 250 293 B1 Bix
19.08.2024 Tta nia noBHy BiANOBIAAILHICTL BUPOOHMKA

Jana nexnapauis € unHHa 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 Bl dated 19.08.2024 and under the full
responsibility of the manufacturer.

This declaration is valid until 18.08.2029

BinnosinanbHuii 3a Ckj1aJaHHs | BUAAHHS
Jiexapauii BiAnoBiaAHOCTI

ITpuBaTHe nianpuemctso “I'anit”
Private Company “Galit”

vungy,
"l. Py Kl
Responsible for compiling and issuing, p““ﬁ nm”"y;‘o. //
5 3 R A, y
declaration of conformity K & .
sk
Jlata Date 19.08.2024 &5
N
Jvpekrop NE 3onotunit Bosoaumup [MetpoBuy
Director ‘::«;,; Zolotyi Volodymyr Petrovych
%% A \l Jlonarok 10 aeknapauii
%opto e’ Cmopinka | 32
o,..oﬁn._ Tepnot® “‘ mopinka I 3

LTI L
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Annex to declaration

o # |KaranoroBwuii HasBa meanunoro supo0y ykpaincbkolo | Hazpa meanunoro Bupo0y aHI1ilicbK0I0 MOBOIO

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

15 F00475 Kabesb esiektpoy Electrode Holder Cord

2. F00476 Tpumay enekTpoy Electrode Holder

3. F10421 Enextpon 1228 1228

4. F10422 Enextpon [22CA 122CA

5 F10424 Enekrpoa TR22L TR22L

6. F10425 Enexkrpoa TR22R TR22R

i F10427 Enekrpox TR22T TR22T

8. F10428 Enextpon FC25B FC25B

9 F10429 Enextpoa FC32B FC32B

10. F10430 Enextpoa FCI10N FCION

11. F10431 Enekrpoa 1408 1408 e

12. F10432 Enextpon 140CA 140CA n

13, F10440 VYnakoska 10 enextpoais BOX 10 ELECTRODES

14. F10472 Vnakoska 10 eaexkrpoais PAM GR BOX 10 ELECTRODES PAM GR

1.5 F57210 SERVOTOME SERVOTOME

16. F57226 HelTpanbHuii enektpoa Neutral Electrode
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