Ne SAT-05 Penqlsuix Ne02
JEKTAPALLISA ITPO BIATIOBIIHICTD s ML e
Declaration of Conformity Z}ZZ‘ZSZZM 30.12.2025

Mu, Carenek, e Komnani o8 AKTEOH I'pyn,
3HaAXO0AUMOCH 3a aApeCOO:
17 aB. I'ycta Eitdden, 31 ny Oape
33700 Mepirnak, @paHuis
JIEKJIaPYEMO MPO HACTYITHE:

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

MenauuHi Bupobu:
Medical devices

[lepenik BupoOiB:
List of products:

BupobHuuk:
Manufacturer:

Y noBHOBaXKeHU
VkpaiHi:
Authorized representative in
Ukraine:

NnpeacTaBHUK B

Knacugikauisa 3rigHo poxzatky 2,
TexHiYHOro  persamMeHTy  LOJAO
MeAHYHUX BUPOOIB!

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

Buieska3zaHi BUpOOU
BI/IMOBIIAOTh OCHOBHHUM BHMOTaM
115l MEAMYHUX BUPOOIB 3riHO:

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

OpraH 3 OUIHKHM BiAMOBIAHOCTI:
Conformity assessment body:

KoHco1b KOHTPOUTIO /Ul @JIeKTPOXipyprii 3 TpMMaueM HaKOHEYHMKa i
€JIEKTPOXIpYPriYHUMHU €JEKTPOAAMHU

Electro surgery control console with handpiece holder, electrosurgery electrodes
JluB. nonarok (16 HaliMeHyBaHb)

See Annex (16 items)

Carenek, e Komnani o8 AKTEOH I'pyn

SATELEC, A Company of ACTEON

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

Email/Enextponna nowra: info@acteongroup.com

Intepuer / Internet: www.acteongroup.com

[TpuBaTHe nianpuemcTBo «I"amim»

By 15 KBitHS, 6€, c. BaiikiBwi, Tepromninecbkuit paiioH, TepHorinbcbka 06nacts, 47711,
VkpaiHa;

Ten.: 0 800 502 998; EnexrtponHa noiwra: office@galit.te.ua; inTepHet: www.galit.te.ua
Private Company «Gality

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

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

Knac Ila

Class lla

TexHIUHOro perjaameHTy LOA0 MeAMYHUX BUp0OiB (3aTBepmkenuii [TocranoBoro KMV Bin
02 »xoBTHs 2013 poky Ne753) — Jlonarok 1. 3acTocoBaHa npoueaypa OUiHKHY BiAMOBIAHOCTI
srigHo Honartky 3: 3abesneveHHs (yHKLUIOHYBaHHS KOMIUIEKCHOI CHCTEMH YTMpaBIliHHS
SKICTIO (32 BUHATKOM TepeBipKU NPOeKTy) 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)

TOB "Vkpaincekuit Incturyr Cranpapris", OyauHok 1, Bynuus OsekcanapiBeska, Micto Kuis,
03062, Ykpaina. Homep npusnauenoro oprany UA.TR.137

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

Texniuna jokymeHTallis Ha MeAWYHUI BUPIG poszpobieHa ta
BrpoBa/ukeHa. Jleknapaltist BIAMOBIAHOCTI CKlaeHa Ha
nijcrasi ceprudikary BianosiaHocti Ne R3M 250 293 B2 Bin
30.12.2025 Ta nia noBHYy BiANOBiIAIbHICTb BUPOOHHMKA

Jana aeknapauis € 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

AeKnapauii BiANoBiIHOCTI

declaration of conformity

Jara Date 30.12.2025
Jupekrop

Director

BinnosigansHuil 3a CKIagaHHs | BUAAHHS

Responsible for compiling and issuing the

[TpuBarhe nianpueMctso “Iamit”
Private Company “Galit”
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3os0tuii Bonoanmup IletpoBuy
Zolotyi Volodymyr Petrovych

Cmopinka 1 3 2




JEKJAPALS [TPO BIAMOBIIHICTD

Declaration of Conformity

Ne SAT-05 Penakuis No02
No: SAT-05 Revision #02
Jlata HaGpaHHs

YHHHOCTI: 30.12.2025
Effective date:

JlomaTok 10 Aekiapauii
Annex to declaration

o# |Katanorosuii Ha3ssa meanuHoro Bupo0y ykpaincskoio | Hasa meqnuHoro Bupo0y aHriiiicbKow MoBOI0

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

s F00475 KabGesib enektposy Electrode Holder Cord

2. F00476 Tpumay esiekTpoy Electrode Holder

3 F10421 Enextpon 1228 122S

4. F10422 Enektpon [22CA 122CA

S. F10424 Enextpon TR22L TR22L

6. F10425 Enextpon TR22R TR22R

7. F10427 Enexktpon TR22T TR22T

8. F10428 Enexrpon FC25B FC25B

9. F10429 Enextpon FC32B FC32B

10. F10430 Enextpon FC10N FCION

11 F10431 Enextpon 140S 140S

12. F10432 Enektpox [40CA 140CA

135 F10440 Vnakoska 10 eekTpoaiB BOX 10 ELECTRODES

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

15. F57210 SERVOTOME SERVOTOME

16. F57226 HeiTpaabHuii e1eKTpod Neutral Electrode

BianosinanbHUii 3a cklagaHHs | BUAAHHS
AeKnapaLlii BiAnoBiAHOCTI

Responsible for compiling and issuing the
declaration of conformity

[NpuBarHe nianpuemctso “Tanit”
Private Company “Galit”

3onortuit Bonogumup IletpoBuu
Zolotyi Volodymyr Petrovych
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