Ne SAT-04 PengK‘uiﬂ Ne(2
JEKJIAPALIIS [TPO BIANTOBIAHICTH .
Declaration of Conformity 2}2?225013; 30.12.2025

Mu, Carenek, e Komnani o8 AKTEOH I'pyn,
3HAX0AMMOCS 3 aIPECOIO:

17 aB. ['ycras E#idpcen, 31 ny Dape
33700 Mepirnak, ®paHuis
JEKIapy€eMO Mpo HACTYIIHE:

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

Meauuti BupoOu:

Medical devices

[Tepenik BUpoOiB:

List of products:

BupoOHuk:
Manufacturer:

YnoBHOBaXKeHUMI
VkpaiHi:

MpeiCTaBHUK B

Authorized representative in

Ukraine:

Knacudikauis 3rizHo ponarky 2,

TexHiuHOrO

periaameHTy

oano

MEeINYHUX BUPOOIB!
Classification according to Annex 2
of technical regulation on medical

device:
Buineska3zaHi

BUpOOH

BiJMOBIal0Th OCHOBHUM BHMOTam
11t MEAMYHUX BUPOOIB 3riAHO:
The above products meet the

essential

requirements

for

medical devices according to:

OpraH 3 OLIHKHK BiINOBIAHOCTI:
Conformity assessment body:

HakoHe4yHHKK CTOMATOJIONIUHI yJIbTPa3ByKOBi Ta KOHCO/I U1 BHY TPilIHBOPOTOBOT
Xipyprii

Dental ultrasonic handpieces and consoles

JluB. nopatok (57 HaliMeHyBaHb)

See Annex (57 items)

Carenek, e Komnani o8 AKTEOH I'pyn

SATELEC, A Company of ACTEON

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

Email/EnextponHa nowra: info@acteongroup.com

IntepHet / Internet: www.acteongroup.com

[MpuBarhe mianpuemctso «l amit

ByJ. 15 KBiTHs, 6€, c. Baiikiui, TepHomninbchkuii paiion, TepHoninbcbka o6nacts, 47711,
VYkpaiHa;

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

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

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

Knac lla

Class Ila

TeXHIYHOTO perfiaMeHTy 11010 MeanYHUX BUpoOiB (3aTBepmkenuii [TocranoBoro KMV Bin
02 sxoBTHs 2013 poky Ne753) — Jlonarok 1. 3acTocoBaHa mpolieiypa OLiHKH BiAMOBIAHOCTI
srigHo Jlomarky 3: 3abe3neueHHs (yHKLIOHYBaHHS KOMIUIEKCHOI CHCTEMM YMpaBJliHHS
SIKICTIO (32 BUHATKOM MepeBipku MpOeKTy) 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 "Ykpaiucbkuid Inerutyr Cranpapris", OyanHok 1, Bymuus OnekcanapiBebka, MicTo 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

TexuiuHa J0KyMeHTallisl Ha MeIMYHUI BUPIO po3pobieHa ta
BIpoBaLKeHa. Jlekapallis BiANMOBIIHOCTI CKiIaeHa Ha
niacrasi ceprudikary Bixnosiznocti Ne R3M 250 293 B2 Bin
30.12.2025 Ta nix noBHy BiANOBiAaJIbHICT BUPOOHHMKA

Jlana jieknapattisi € 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

JHupektop

Director

BixnosinanbHuii 3a ckiafaHHs i BUIAHHS
AeKIapaLii BiAMoBiHOCTI
Responsible for compiling and issuing the
declaration of conformity

Hara Date 30.12.2025

[IpuBathe nianpuemctso “Tamit”
Private Company “Galit”

gussnsey,
%% NPy %,
e T Menote,

3onotuit Bonoaumup [etpoBny
Zolotyi Volodymyr Petrovych

Cmopinka I 3 3




JEKJIAPALIS ITPO BIINOBIAHICTH

Declaration of Conformity

Ne SAT-04
No: SAT-04

Penaxuis Ne(2
Revision #02

Jlata HabOpaHHs
YUHHOCTI:
Effective date:

30.12.2025

Jlonatok 1o nekiaparii
Annex to declaration

Ne #  |KaranoroBui Hassa MmeanuHoro Bupo0y ykpaincokolo | HazBa meanyHoro Bupo0y aHrilicbKo MOBOIO
HOMep MOBOIO Name of medical device in English
REF # Name of medical device in Ukrainian

1. F12246 Hakoneunnk NEWTRON NEWTRON Handpiece

2 F12247 HakoHeynuk NEWTRON NEWTRON Handpiece

3. F12254 Hakoneunnk NEWTRON NEWTRON Handpiece

4. F12255 Hakoneunnk NEWTRON NEWTRON Handpiece

5. F12604 Hakoneunnk NEWTRON NEWTRON Handpiece

6. F12607 Hakoneunuk NEWTRON NEWTRON Handpiece

Ts F12609 Hakoneunuk NEWTRON LED NEWTRON LED

8. F12613 Hakoneunuk NEWTRON NEWTRON Handpiece

9. F12614 Hakoneunnk NEWTRON NEWTRON Handpiece

10. F12616 Hakoneunuk NEWTRON NEWTRON Handpiece

11. F12617 Hakoneunuk NEWTRON NEWTRON Handpiece

12, F12618 Hakoneunuk NEWTRON NEWTRON Handpiece

13. F12619 Hakoneunnk NEWTRON NEWTRON Handpiece

14. F12622 Hakoneunnk NEWTRON NEWTRON Handpiece

15, F12623 Hakoneunnk NEWTRON NEWTRON Handpiece

16. F12689 Hakoneunuk NEWTRON NEWTRON Handpiece

17. F12861 Hakoneunnk NEWTRON NEWTRON Handpiece

18. F60210 [Tpuctpiit NEWTRON BOOSTER 230B |[ NEWTRON BOOSTER 230V CIS
CHJ

19. F61104 [Tpuctpiii NEWTRON PS5 B.LED NEWTRON P5 B.LED

20. F62115 [Tpuctpiit NEWTRON PS5 XS B.LED NEWTRON PS5 XS B.LED

21. F12900 Hakoneunuk NEWTRON SLIM B.LED |NEWTRON SLIM B.LED Handpiece

22. F12901 Hakoneunnk NEWTRON SLIM NEWTRON SLIM

23, F12905 Hakoneunnk NEWTRON SLIM B.LED [NEWTRON SLIM B.LED BC
BC

24. F12907 Hakoneunnk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece

25, F12908 Hakoneynnk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece

26, F12909 Hakoneunnk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece

27 F12910 Haxoneunnk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece

28. F12911 Hakoneunnk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece

29. F12912 Hakoneunnk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece

30. F12914 Hakoneunnk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece

31. F12916 Hakoneunnk NEWTRON SLIM NEWTRON SLIM Handpiece

32. F12917 Hakoneunnk NEWTRON SLIM B.LED |NEWTRON SLIM B.LED

33 F12918 Hakoneunnk NEWTRON SLIM B.LED [NEWT SLIM B.LED BC BT
BC BT

34. F12919 Hakoneunnk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece
Handpiece

35. F12921 Hakoneunuk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece
Handpiece

36. F12200 SUPRASSON SUPRASSON

37. F12206 Hakoneunuk SUPRASSON SUPRASSON Handpiece

38. F12207 Hakoneunnk SUPRASSON SUPRASSON Handpiece

39. F12251 Hakoneunnk NEWTRON NEWTRON Handpiece

40. F12252 Hakoneunnk NEWTRON NEWTRON Handpiece

41. F12276 Hakoneunnk NEWTRON NEWTRON Handpiece

42. F12277 Hakoneunnk NEWTRON NEWTRON Handpiece

43. F12279 Haxkoneunuk NEWTRON NEWTRON Handpiece

44. F12281 Hakoneunuk NEWTRON NEWTRON

45. F55216 Monyns SP 4055 NEWTRON LED PAM | SP 4055 NEWTRON LED PAM BT
BT

46. F55218 Moaysas SP 4055 NEWTRON HKS SP 4055 NEWTRON HKS

Cmopinka 2 3 3




JEKJAPALIS [TPO BIITOBIAHICTH

Declaration of Conformity

Ne SAT-04
No: SAT-04

Pepakuis Ne02
Revision #02

Jlata HaOpaHHs
YHHHOCTI:
Effective date:

47, F35235 Moayab SP 4055 NWT LED BT CORD | KIT SP 4055 NWT LED BT CORD DG
DG B Habopi

48. F55263 Moaynb, SP 4055 NEWTRON CHINE SP 4055 NEWTRON CHINE

49. F55363 Monynb SP NEWTRON OEM | SP NEWTRON OEM MANUFACTURER
MANUFACTURER

50. F55383 Moayns SP NEWT ADEC 500 INTL 81" | SP NEWT ADEC 500 INTL 81" G3
G3

51, F55385 Mouyas SP NEWT ADEC 500 INTL 61" | SP NEWT ADEC 500 INTL 61" G3
G3

52. F55388 Monyas SP NEWT LED ADEC 500 USA | SP NEWT LED ADEC 500 USA 61"G3
61"G3

58 F55391 Moayas SP NEW LED ADEC 500 INTL | SP NEW LED ADEC 500 INTL 81"G3
81"G3

54. F50118 PIEZOTOME CUBE PIEZOTOME CUBE

SS. F12815 PIEZOTOME LED PIEZOTOME LED

56. F12816 CUBE LED CUBE LED

57 F57509 PIEZOTOME SOLO Handpiece PIEZOTOME SOLO Handpiece

BianosinaibHuii 3a cKaaaaHHs i BUJAAHHS
NeKnapatlii BianoBiaHOCTI

Responsible for compiling and issuing the

declaration of conformity

Jara Date 30.12.2025

JupexTop

Director

PUTLLLTS A
PN NPy erto/ /
S M)

@ A

[MpuBaTHe mianpuemctso “Tanit”
Private Company “Galit”

3onotuit Bonoaumup Ietposny
Zolotyi Volodymyr Petrovych

Cmopinka 3 3 3

30.12.2025




