
{nx,rarAlllr IIpo BI4uouAHICrb
Declaration of C onformity

Ne SAT-04
No: SAT-04

Petarcuis Ne02

Revision #02

,U,ara ua6paHur
qrxxogri:
Effective date:

30. I 2.2025

Meanqui nupo6ra: HaxoHequur<H croMaroJ'rorivui y,'rrrpa:ryrooi ra xonco,'Ii anr ouyrpiuturoporonoi

Meclical devices xipyprii
Dental ultrasonic handpieces and consoles

llepe,rix nnpo6ia: ,Il,r.re. Aoaaror< (57 HailmeHyeaHs)

List of products; See Annex (57 items)

Bupo6uux: Care,lex, e Kovnasi oe AKTEOH fpyn
Manufqcturer; SATELEC, A Company of ACTEON

l7 aa. I-ycran EfiQQen, 3l ay @ape 33700 MepirHax, <Dpanuir

l7 avenue Gustqve Effel, Z du Phare 33700 Merignac, France
Tel./Ten.: +33 (0) 556349 266
Em ai l/ E,re xrpo H Ha no lrlra : i nfo@acteon group. com
lurepuer / [nternet: www.acteongroup.col.ll

YnosHoaaNeunil npeacraBHuK e [IpunarHeniAnpraenacreo(laniT)
VxpaiHi: ny,r. l5 Keirrrr,6e, c. Eafirieqi, Tepnonirscr,xuft pailon, Tepuoni,rucsxao6lacrr, 4l1ll,
Authorized representative in Yxpaiua;
rJkraine: Te,r.: 0 800 502 998, E,rerrpoHHa norrra: office@galit.te.ua; iurepHer: www.galit.te.ua

P r iv qt e C om p any < G al it ))

68, I 5 Kvitnya St., village Baikivtsi, region Ternopil, 4771 1, Ukraine;
P h o n e ; 0 8 00 5 0 2 9 9 8, E m a i l. r/fi c eki,ga l i t. t e. u a ; int er net : www. ga l it. t e. ua

KracrQirauir :riaHo aoaarxy 2, K,qac IIa
TexuiqHor-o pennaMeHry ruoAo Class IIa
MeauqHr4x aupo6in:

ClassiJication according to Annex 2

of technical regulation on medical
device:

Bnuresxa:aHi nupo6n TexHi.rFroro pernaMeHry ruoao Meal.rtrHnx altpo6in (:araepaNennfi llocraHoeoro KMY sil
aianosiAalors ocHoBH14M B14MoraM 02 NosrHq 20 I 3 pory Ne753) -,4oaaror L 3acrocoaaua npoueAypa ouiHKH giarosiaHocri

a,rr MeaHqHilx nupo6ia 3riAHo: sriaHo ,l,oaarxy 3: :a6e:neqeHHr SynxuioHyBaHHfl KoMfineKcHoi ct4creMH ynpaeriuur
The above products meet the qxicrrc (ra enurrrout nepeaiprn npoexry) Annex I of Technical regulation on medical devices,

essential requirentents ./b, approvedbyDecreeofCabinetofMinistersofUkraineNbT53onOctober2nd,20l3. Conformity

medical deyices accordingto: ussessmenl procedure.followed: Annex 3; Ensuring the functioning of a comprehensive quality
mo n o ge ne n t s.vs te m (ex c ludi ng p roj e c t ve r fica t ion)

OpraH: ouitloi sianoeiAHocri: I'OB "VrpalHcuxraii Iucrurl'r ClraHgaptio". 6yaunor l, ay,rrlur OlercaH,qpincsra, uicro Kuin,

Conformiry,* assessment body; 03062. YrPaiua. Houep llpl3Haqelrol o oprally UA.TR. 137' LL,(' L'h ainiun Stondartls lilstitution, ctddress: building l, Olel<sandrivska street, Kyiv, 03062,

Llkraine. ldentilication rutntber ol the notilied bodv UA.TR. 137

Mu, Care,rer, e Komnani oo AKTEOH fpyn,
3HaXOAHMOCt 3a aApecorc:

l7 ao. fycran EfiSSen,3l ay Oape
33700 MepirHax, <DpaHuir

AeKJlapyeMo IIpo HacrynHe:

Texuivna roxyues'rauir na veau.+rfifi urapi6 porpo6neua ra
BnpoBaaxeHa. [exrapaqir eianosiAHocri cKJra,qeHa Ha

niacrasi ceprnQirary sianosialrocri Ne R3M 250 293 82 sit,
30.12.2025 ra nia nonuy sianosiaarrsHicru nnpo6Hura

LYe, SATELEC, A Company of ACTEON,

located at
l7 avenue Gustave Effel, n du Phare 3

3700 Merignac, France
herewith declare that

The technical documentationfor the medical device has been

developed and implemented. The declaration of conformity is
made on the basis of certi/icate of conformity

No. R3M 250 293 82 dated 30.12.2025 andunder thefull
re s p ons i b i I ity of t he manufacture r.

This declaration is valid until 18.08.2029

BilrosiaarrHufi sa cuaAanHq i nuAaHHs IIpt{BarHe [iAnpxeMcrBo "lariT"
aernapauii eiAnosiArrocri Private Company "Galit"

Responsible for compiling and issuing the
de c I ara t i o n of c o nfor m i ty

[ara Date 30.122025

,{rrpexrop tr{7 - -{-}YM 3ororufi Boro4ut'rnp flerpourv
Director !€-lrrf EtdltrlqI ZolotvivolodvmvrPetrovvch

#
fl e qHHr.ra ao 18.08.2029
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flnrc-ua.rArlrq IIpo Br4uouAHrcrb
De c I aration of C onformity

Ne SAT-04
No: SAT-01

Pelarcrrts Ns02

Revision #02

,{ara ua6paHHe
.rNHHocri:

ElFective date:
30. I 2.2025

,{o.aarox ao aemapauii
Annex to declaration

Ns# Kara,roroeuii
HoMep
REF #

Hasea MeAHqHoro nHpo6y yxpaincurorc
MOBOIO

Name of medical device in Ukrainian

Harea MeAurrHoro oupo6y aur"riiicuxoro MoBoro

Name of medical device in English

I F 2246 HaroHequnr NEWTRON NEWTRON Handpiece
2. F 2247 Harouequur NEWTRON NEWTRON Handpiece
3. F 2254 HarcoHe,rH14x NEWTRON NEWTRON Handpiece
4. F 2255 HaxoseqHr.rx NEWTRON NEWTRON Handpiece
5. F 2604 Haxouequnx NEWTRON NEWTRON Handpiece
6. F 260"t Haxouequux NEWTRON NEWTRON Handpiece
7. F 2609 HaxoHe,lHr.{x NEWTRON LED NEWTRON LED
8. F 26 J HaxoHe.rHr.rx NEWTRON NEWTRON Handpiece
9. F 26 4 HaxoHequHx NEWTRON NEWTRON Handpiece

0 F 26 6 HaxoHe,rFrux NEWTRON NEWTRON Handpiece
I F 26 7 HaxoueqHurc NEWTRON NEWTRON Handpiece
2 F 26 8 llaxoueqHnx NEWTRON NEWTRON Handpiece
J F 26 9 Haxoue.rHHK NEWTRON NEWTRON Handpiece
4 F 2622 HaxoseqHux NEWTRON NEWTRON Handpiece
5 F 2623 Haxose.ruux NEWTRON NEWTRON Handpiece
6 F 2689 HaroHequur NEWTRON NEWTRON Handpiece
7 F 286t Haxouequux NEWTRON NEWTRON Handpiece

18. F602 I 0 Ilplrcrpifi NEWTRON BOOSTER 2308
CHA

NEWTRON BOOSTER 23OV CIS

19. F6l 104 flpracrpii NEWTRON P5 B.LED NEWTRON P5 B.LED
20. F62l r5 flpncrpifi NEWTRON P5 XS B.LED NEWTRON P5 XS B.LED
2t F r 2900 HaxoHeqnrax NEWTRON SLIM B.LED NEWTRON SLIM B.LED Handpiece
22. F 1290 I HaKoue.rHax NEWTRON SLIM NEWTRON SLIM
^/- -) . F I 2905 HaxoHe.{Hrx NEWTRON SLIM B.LED

BC
NEWTRON SLIM B.LED BC

24. F 2907 HaxoHeqH!.rx NEWTRON SL M B.LED NEWTRON SL M B.LED Handpiece
25, F 2908 HaxoHe.rHHx NEWTRON SL M B.LED NEWTRON SL M B.LED Handpiece
26. F 2909 Haxouequux NEWTRON SL M B.LED NEWTRON SL M B.LED Handpiece
27. F 29 0 HaroHeqHnx NEWTRON SL M B.I,EI-) NEWTRON SL M B.LED Handpiece
28. F 29 I HaxoueqFrHx NEWTRON SL M B.LED NEWTRON SL M B.LED Handpiece
29. F 29 2 HaroueqHux NEWTRON SL M B.LED NEWTRON SL M B.LED Handpiece
30. F 29 4 HaxoHeqsux NEWTRON SL M B.LED NEWTRON SL M B.LED Handpiece
3r F 29 6 Haxouequur NEWTRON SL M NEWTRON SL M Handpiece
32. F 29 7 HaroHeqnux NEWTRON SL M B.LED NEWTRON SL M B.LED
JJ. F129r8 HaxoHe,rHl.rx NEWTRON SLIM B.LED

BC BT
NEWT SLIM B.LED BC BT

34 Ft29t9 HarcoHeqHux NEWTRON SLIM B.LED
Handpiece

NEWTRON SLIM B.LED Handpiece

35 Ft292t Harouequux NEWTRON SLIM B.LED
Handpiece

NEWTRON SLIM B.LED Handpiece

36. F 2200 SUPRASSON SUPRASSON
37. F 2206 Haxouequur SUPRASSON SUPRASSON Handpiece
38. F 2201 Haxoseqsur SUPRASSON SUPRASSON Handpiece
39. F 2251 HaxoseqHrx NEWTRON NEWTRON Handpiece
40. F' 22s2 HaKouequHr( NEWTRON NEWTRON Handpiece
4t F 2216 HaxoHe,ruur NEWTRON NEWTRON Handpiece
42. F 2217 HaxoseqHux NEWTRON NEWTRON Handpiece
43 F 2279 Haxouequux NEWTRON NEWTRON Handpiece
44. F 2281 HaroseqHur NEWTRON NEWTRON
45. F552 I 6 Moayru SP 4055 NEWTRON LED PAM

BT
SP 4055 NEWTRON LED PAM BT

16. F552 I 8 Moaynb SP 4055 NEWTRON HKS SP 4055 NEWTRON HKS
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47. F5523 5 Moay,'rs SP 4055 NWT LED BT CORD
DG s ua6opi

KIT SP 4055 NWT LED BT CORD DG

48. F55263 Moayns SP 4055 NEWTRON CHINE SP 4055 NEWTRON CHINE
49. F55363 Moayru SP NEWTRON OEM

MANUFACTURER
SP NEWTRON OEM MANUFACTURER

50. F5s383 Moayru SP NEWT ADEC 500 INTL 81"
G3

SP NEWT ADEC 5OO INTL 81'' G3

51. Fss3 85 Moaynr SP NEWT ADEC 500 INTL 61"
G3

SP NEWT ADEC 5OO INTL 6I" G3

52. F55388 Moayns SP NEWT LED ADEC 500 USA
6l "G3

SP NEWT LED ADEC 5OO USA 6I ''G3

53. F5539 I Moaynr SP NEW LED ADEC 500 INTL
8l "G3

SPNEW LED ADEC 5OO INTL 81''G3

54. F50l l8 PIEZOTOME CUBE PIEZOTOME CUBE
55. F128r5 PIEZOTOME LED PIEZOTOME LED
56. F 128 r6 CUBE LED CUBE LED
57. F57509 PIEZOTOME SOLO Handpiece PIEZOTOME SOLO Handpiece

BianosiaarIsHuil :a cx.na.qaHHs i aLIAaHus [pl4BaTHe niAnpraeNtcrso "IaIiT"
AeuapaUii si.4noaiAHocri Private Company "Galit"

Responsible for compiling and issuing the
de c I ar at io n of c odor m i ty

[ara Darc 30.12.2025

!,r.rpexrop ..I*92. / )W lolollBoaoanunp flerporl{It

Director ^i.-*Y ( /J-!R* Zolotyi volodymyr Petrovych

iogz /;,

#$J
.-u
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