JEKJAPALLS ITPO BIIITOBIJIHICTD
Declaration of Conformity

No SAT-04
No: SAT-04

Penakuis NeQ/
Revision #01

Jlata HaOpaHHs
YHUHHOCTI:
Effective date:

19.08.2024

Mu, Carenek, e Komnani o8 AKTEOH [pyn,
3HAX0AMMOCH 3a a/1Pecoto:
17 aB. 'ycras Eiidpden, 31 ny Pape
33700 Mepiruak, @paHiis
JIeKJIapy€EMO MPO HACTYIHE:

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

Mennuni BUpoOu:
Medical devices

[Tepenik BupoOiB:
List of products:

BupoOHuk:
Manufacturer:

VY 1OBHOBaKEHUH
YkpaiHi:
Authorized representative in
Ukraine:

MpeACTaBHUK B

Knacudikauis 3rinHo aonartky 2,
TexHIYHOro  perjaameHty  LIOJ0
MeIMYHUX BUPOOIB:

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

Buieskazani BUPOOH
Bi/IMOBiaI0Th OCHOBHMM BHMMOI'aM
JUISL MEIMYHUX BUPOOIB 3ri/IHO:

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

OpraH 3 OLIHKM BIAMOBIAHOCTI:
Conformity assessment body:

HakoHeuHMKH cTOMATOJIOTIYHI yJIbTPa3BYKOBI Ta KOHCOJII sl BHY TPIilIHLOPOTOBOT
Xipyprif

Dental ultrasonic handpieces and consoles

JluB. noaarok (57 HailMeHyBaHb)

See Annex (57 items)

Carenek, e Komnani o8 AKTEOH ['pyn

SATELEC, A Company of ACTEON

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

Email/EnextponHa nowra: info@acteongroup.com

[HTepueT / Internet: www.acteongroup.com

[TpuBaTtHe nianpuemcto «I"amit»

ByJ1. 15 KBiths, 6€, c. baiikisui, TepHoninbcbkuit paiion, TepHomninbebka 06acTh, 47711,
VkpaiHna;

Ten.: 0 800 502998; Enexrponna noiwuta: office@galit.te.ua; inTepueT: www.galit.te.ua
Private Company «Galit»

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

Phone: 0800502998; Email: officel@galit.te.ua; internet: www.galil.te.ua

Knac [la

Class lla

TexHiuHOrO perylaMeHTy 1010 MEANUHUX BUPOOIB (3aTBepkeHnit [ToctaHoBoto KMV Bin
02 sxoBTHa 2013 poky Ne753) — Jlonarok 1. 3actocoBaHa rpotetypa OLiHKH BiANOBIAHOCTI
sriaHo Jlojatky 3: 3abesneueHHst (yHKLIOHYBAHHS KOMIJICKCHOT CHCTEMH YINpaBjliHHS
AKICTIO (3@ BUHATKOM IMEpeBIpKH 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. "Vkpaincskuit Incruryr Crannapris”, 6yaunok 1. Bynuus Onekcanapiscbka, micto Kuis,
03062, Ykpaina. Homep npusnauenoro oprany UA.TR.137

LLC Ukrainian Standards Institution, address: building 1, Oleksandrivska street, Kyiv, (3062,
Ukraine. Identification number of the notified body UA.TR.137

TexniuHa 10KyMeHTaLlis Ha MEAMYHKUI BUPIO po3pobiieHa Ta
BIIpOBa/keHa. Jlekapallis BIAMOBIAHOCTI ckilajieHa Ha
nizcrasi ceprudikary sianosianocti Ne R3M 250 293 B1 Bix
19.08.2024 Ta nix noBHY BiANOBiiajbHICTh BUPOOHHKA

Jlana nexnapattis € yunna g0 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

Jeksapauii BiAnoBiaHOCTI
declaration of conformity
Tara Date 19.08.2024
Jupekrop

Director

BianosigaabHUi 3a CKagaHHs | BUAaHHs

Responsible for compiling and issuing lhgguasitag,

[TpusarHe nianpuemcrtso “lanit”
Private Company “Galit”
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3onotuii Bonoaumup Ietposuu
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X))

b

0:6"-. Tepno‘\'\“"::“
Towepun?

Cmopinka I 3 3



JEKJAPALS [TPO BIIMMOBIJIHICTD

Declaration of Conformity

Ne SAT-04
No: SAT-04

Penakuis Ne(1
Revision #01

Jlara naOpaHHs
UUHHOCTI
Effective date:

19.08.2024

Jlonarok 110 aekaapaii
Annex to declaration

o# |Karajorosuii Hassa meanuHoro Bupo0y ykpaincbkoro | HazBa MeanuHoro Bupo0y aHraiicbKo0 MOBOIO
HOMep MOBOIO Name of medical device in English
REF # Name of medical device in Ukrainian

i F12246 Hakoneunuk NEWTRON NEWTRON Handpiece

2. F12247 Hakoneunnk NEWTRON NEWTRON Handpiece

3. F12254 Hakoneunnk NEWTRON NEWTRON Handpiece

4. F12255 Hakoneunnk NEWTRON NEWTRON Handpiece

o7 F12604 Hakoneunuk NEWTRON NEWTRON Handpiece

6. F12607 Hakoneunuk NEWTRON - NEWTRON Handpiece

7. F12609 Hakoneunnk NEWTRON LED NEWTRON LED

8. F12613 Hakoneunnk NEWTRON NEWTRON Handpiece

9. F12614 Haxoneunnk NEWTRON NEWTRON Handpiece

10. F12616 Hakoneunnk NEWTRON NEWTRON Handpiece

L1 F12617 HakoneuHnk NEWTRON NEWTRON Handpiece

12, F12618 Hakoneurnk NEWTRON NEWTRON Handpiece

[3. F12619 Hakoneunnk NEWTRON NEWTRON Handpiece

14. F12622 Hakoneunnk NEWTRON NEWTRON Handpiece

15, F12623 Haxoneunnk NEWTRON NEWTRON Handpiece

16. F12689 Hakoneunuk NEWTRON NEWTRON Handpiece

17. F12861 Hakoneunuk NEWTRON NEWTRON Handpiece

18. F60210 [Mpuctpiit NEWTRON BOOSTER 230B | NEWTRON BOOSTER 230V CIS
CHJL

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

20. F62115 [Tpuctpiit NEWTRON P5 XS B.LED NEWTRON P5 XS B.LED

21, F12900 Hakoneunrik NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece

22 F12901 Hakoneunnk NEWTRON SLIM NEWTRON SLIM

23; F12905 Hakoneunuk NEWTRON SLIM B.LED |NEWTRON SLIM B.LED BC
BC ' :

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

235 F12908 Hakoneunrik NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece

26. F12909 Hakoneunrk NEWTRON SLIM B.LED |NEWTRON SLIM B.LED Handpiece

S F12910 Hakoneunrk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED Handpiece

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

29, F12912 Hakoneununk NEWTRON SLIM B.LED |NEWTRON SLIM B.LED Handpiece

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

31; F12916 HakoHeuHuk NEWTRON SLIM NEWTRON SLIM Handpiece

32, F12917 Hakoneunuk NEWTRON SLIM B.LED | NEWTRON SLIM B.LED

33. F12918 Hakoneunnk NEWTRON SLIM B.LED |NEWT SLIM B.LED BC BT
BCBT

34. F12919 Hakoneunuk 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 Hakoneunnk SUPRASSON SUPRASSON Handpiece

38. F12207 Hakoneunuk SUPRASSON SUPRASSON Handpiece

39. F12251 Hakoneunnk NEWTRON NEWTRON Handpiece

40.  [F12252 Hakoneunnk NEWTRON NEWTRON Handpiece e e

41. F12276 Hakoneunuk NEWTRON NEWTRON Handpiece B

42. 12277 Hakoneunnk NEWTRON NEWTRON Handpiece

43. F12279 Haxoneunuk NEWTRON NEWTRON Handpiece

44. F12281 Hakoneunnk NEWTRON NEWTRON

4s. F55216 Mogynb SP 4055 NEWTRON LED PAM | SP 4055 NEWTRON LED PAM BT
BT

46. E55218 Moayns SP 4055 NEWTRON HKS SP 4055 NEWTRON HKS

Cmopinka 2 3 3
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No SAT-04
No: SAT-04
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19.08.2024

47. F55235 Moayne SP 4055 NWT LED BT CORD | KIT SP 4055 NWT LED BT CORD DG
DG B Habopi

48. F55263 Moayns SP 4055 NEWTRON CHINE SP 4055 NEWTRON CHINE

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

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

51 F55385 Moayas SP NEWT ADEC 500 INTL 61" | SP NEWT ADEC 500 INTL 61" G3
G3

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

53, F55391 Moayne SP NEW LED ADEC 500 INTL | SP NEW LED ADEC 500 INTL 81"G3
81"G3

54. F50118 PIEZOTOME CUBE PIEZOTOME CUBE

55 F12815 PIEZOTOME LED PIEZOTOME LED

56. F12816 CUBE LED CUBE LED

57, F57509 PIEZOTOME SOLO Handpiece PIEZOTOME SOLO Handpiece

BinnosinanbHuit 3a ckjagaHHs i BUAAHHS
AeKnapauii BinoBigHOCTI

Responsible for compiling and issuing ‘t@c
declaration of conformity

Jata Date 19.08.2024

Hupekrop

Director
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[TpuBarHe nianpuemctso “Tamit”
Private Company “Galit”

3onoTuii Bonoaumup Ietposuy
Zolotyi Volodymyr Petrovych
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