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q aHuocri:
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Mear,r.rHi aupo6n:

Medical devices

Crcn aror ori.{ H i Haxo Heq H H KI,I ra npr.rcrpoi 4lr nonipynannr
Dental handpieces and polishing devices

Ilepelir er.rpo6in: ,{ua. aoaaror (14 HaftlrexynaHr)

List of products: See Annex ( I 4 items)

Bupo6Hrarc: Carelex, e Korr,rnaui on AKTEOH fpyn
Manufacturer: SATELEC, A Company of ACTEON

l7 aa. I-ycran Efi$$e.rr, 3I sy Oape 33700 Mepirnar, (DpaHuia

l7 avenueGustave Effel, ZI du Phare 33700 Merignac, France
Tel./Ten.: +33 (0) 556 349 266
EmaiUEnexrpoHHa IIoIura: info@acteongroup.com
Iurepuer / Internet: www.acteongroup.com

YnosHonaxeHr,rfi npeAcraBHHK a flpunarue ni4nplteucrso(I'aliT)
YxpaiHi: nyn. t5 Knirru, 6e, c. Eafixiaui, Tepnonimcrrnfi paftoa, Tepnonimcrxa o6lacrr, 47'111,

Authorized representative in Yrpaiua;
Ukraine: Ten.: 0 800 502 998; EaerrponHa rorura: office@galit.te.ua; iurepner: www.galit.te.ua

Private Company < G alit>
68, I 5 Kvitnya St., village Baikivtsi, region Ternopil, 4771 l, Ul<raine;
P hone : 0800 5 02 9 98 ; Email : ffi ce@,galit. te.ua ; internet : www. galit. te.ua

Knacur[ixauir :riAHo aoaarxy 2, Krac IIa
TexHi.rHoro peilraMeHry uoao Class IIa
Me,[ur{Hl,rx rnpo6ia:
ClassiJication according to Annex 2
of technical regulation on medical
device:

Buueera3aHi er,rpo6u TexHiqnoro pernaMeHTy uloAo MeAlrrrHux enpo6ia (raraepAxeuufi flocraHosoro KMY sia
nianosiAaloru ocHoBHr.{M BrlMoraM 02 xosrHs 201 3 poxy }1b753) - AoAarox I . 3acrocosaHa rpoueAypa oqisxn siAnoaiAHocti

Am MeAlrrrHux er,rpo6in rriano: rriAuo .{oaarxy 3: sa6e:ne.renna QyHxuionyBaHH, xoumexcnoi cHcreMLI ynpauinnr
The above products meet the sxicno (ea nururxorrl neperipxra npoexry) Annex I of Technical regulation on medical devices,

essential requirements .fo, approved by Decree of Cabinet of Ministers of Ukraine Nb75i on October 2nd,2013. Conformity

medical devices accordingto: assessment procedure followed: Annex 3: Ensuring the functioning of a comprehewive quality

management system (excluding project veri/ication)
OpraH s oqiHru aiAnosiAHocri: TOB "Yrpaiucsxufi Incraryt CtaHaaptia", 6yauuox l, aynraur Onexcarapiucrr4 uicro Krir,
Conformity assessment body: !3-0_62, 

VxnaiHa. Horr'rep npl43HaqeHoro opraHy UA'TR.l37
" LLC llkrainian Standards Institution, address: building l, Oleksandrivska street, Kyiv, 03062,

Ukraine. ldentification number of the notified bodv UA.TR.137

Mn, Carelex, e Konnasi oo AKTEOH fpyn,
3HaxoAr4MOCfl 3a aApeCOrc:

l7 ae. fycran Efi$r[en, 3l ay Oape
33700 MepirHax, cDpaHuir

AeKJlapyeMo npo HacrynHe:

TexuiuHa aoxyueHrauir ua Nrenu.rHufi arapi6 porpo6neua ra
BnpoBanxeHa. !ex,rapauir aiAnosiaHocri cKraneHa Ha

niacrasi cepruQir<ary sianosiaHocri Na R3M 250 293 82 ait
30.12.2025 ra nia noauy aianosiaansuicru aupo6uura

.(aHa 4er.n e e qHHHa ao 18.08.2029

We, SATELEC, A Company of ACTEON,
located at

l7 avenueGustave Effel, Z 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 certificate of conformity

No. R3M 250 29j 82 dated 30.12.2025 andunder thefull
responsibility of the manufacturer.

This declaration is valid until 18.08.2029

Bianosi.[aruHuft :a crcraaanHr i suaalHR
aexrapauii sianosiaHocri

Responsible for compiling and issuing the

de c I ar at i o n of c o nfor m i ty

I-lpuearHe niAnprzer',rcreo "l-ariT"
Private Company "Galit "

3ororvrft Bolo4mrup flerponru
Zoloty i Volodymyr Petrovych
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f nx"nuAIIIr [Ipo BrynontAHICTr,
De clar ation of C onformitY

N, SAT-02
No: SAT-02

Peaaxuit I'1b02

Revision #02

,{ara Ha6panur
qHHuocri:

Effective date:
30. I 2.2025

J\b # Kararoroetlfi
HOMep

REF #

Hasea MeA[rrHoro eupo6y yrpaiucsxoto
MOBOTO

Name of medical device in Ukrainian

Harsa MeAHqHoro nupo6y aur,riilcuroro MoBoK)

Name of medical device in English

I F t0100 HaxoHe.rHlar AIR-N-CO EASY 3

arrarrreDoM KAVO
AIR-N-GO EASY ADAPTATEUR KAVO

2. F 10101 Haxouequnx AIR-N-GO EASY 3

a.rranrepoM SIRONA
AIR-N-GO EASY ADAPTATEUR SIRONA

J. F l0 r02 Haxouequur AIR-N-GO EASY 3

aaantepona WH
AIR.N-GO EASY ADAPTATEUR WH

4. F 10103 HaxoseqHur AIR-N-GO EASY 3

aaanrepoM BIENAIR
AIR-N-GO EASY ADAPTATEUR BIENAIR

5. F r0 105 HaxoHeqsnx AIR-N-GO EASY 3

a.ranreDoM MIDWEST
AIR.N-GO EASY ADAPTATEUR MIDWEST

6. F 10108 HaxoueqHux AIR-N-GO EASY 3

aAanrepoM YOSHIDA
AIR-N-GO EASY ADAPTATEUR YOSHIDA

7. Fl0t l6 HaxoHequnx AIR-N-GO EASY 3

a.ranreDoM MIDWEST SS POUDRE
AIR-N-GO EASY MIDWEST SS POUDRE

8. Fll9l5 Cncreua O|IYC (nunuae KoHcoJIb,

HaKOHeqHUK .ll,nrl crpyMeHeBoro
nolipynaHun, uacaaxu)

OPUS SYSTEM (including console, dental
polishing handpiece, nozzles)

alr

9. Fl I 900 OIIYC (KoHcoru i neAa,ru Kepyq4!!4 OPUS (Console with Footswitch)

10. Fl 1907 Cinxi IIeu (nxrrcuae HaxoHe.IH14t( Cinxi
lleH i HacaAxy Cirxi fleH Cynpa)

SILKY PEN (including Handpiece and SILKY
PEN SUPRA NOZZLE)

ll F 908 Hacaara Cirri flen Cynpa SILKY PEN SUPRA NOZZLE

t2. F 909 Hacanxa Ci,lrci IIeH llepio lri SILKY PEN PERIO EASY NOZZLE

13. F 912 Hacaara Cinr< fieu flepio SILKY PEN PERIO NOZZLE
t4. F 913 Hacaar<a Cinr [eH flepio MaiureHeuc SILKY PEN PERIO MAINTENANCE NOZZLE

,{ogarox lo aerurapauii
Annex to declaration

BianoeiaamHufi :a cr.naaaHHs i suaaHHr

aeuapauii siarosi.[Hocri
Responsible for compiling and issuing the

de c I arati on of c o nfor mity

[ara Darc 30.12.2025

,{apexrop
Director

rIpuoarue niAnpueucroo "l-alit"
P r ivate Company " G alit "

3onorllfi Bo,'roanur.rp llerpoeuu
Zoloty i Volodymyr Petrovych

30938037
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