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MeanqHi nupo6n: Koscors KoHrponlo anr eneKrpoxipyprii 3 rpr.rMaqeM uaroseqsuxa i

Medical device.s e,rexrpoxipypriqHnur.r eneKrpoAaMH
Electro surgery control console with handpiece holder, electrosurgery electrodes

lleperix nr.rpo6ie: .II,xa. aoaa'rox (16 uaiinreuynaHu)

List of products. See.Annex (16 items)

Bupo6uux: Care,rex, e KournaHi oe AKTEOH fpyn
Mantrf'acturer SATELEC, A Company of ACTEON

l7 an. I-ycraa Efi$$e,r, 3l ay @ape 33700 MepirHax, @pauuix
l7 avenue Gustave Eife[ Z du Phare 33700 Merignac, France
Tel./Ten.: +33 (0) 556349 266
Em ai l/E,r exrpo H Ha no ura: in fo@acteon group. com
I urepHer / lnternet: www.acteongroup.com

YnoeHosaNeHLrii npeACraBHHK n flpuaarueniAnpneucrao<fa,rir>
Vxpaiui: eyn. 15 Keirur, 6e , c. Bafirieui, TepHonilbcbKlrfi pafioH, Tepuolilrclxa o6Jracrb, 47711,
Authorized representative in YxpaiHa;

Ukraine. Te,r.: 0 800 502 998; ErexrpoHHa noura: office@galit.te.ua; iHrepuer: www.galit.te.ua
Private Con pany <G ql it,
68, I 5 Kvitnyu St., village Baikivtsi, region Ternopil, 4771 l, Ukraine;
P h o n e : 0 8 00 5 0 2 9 9 8 ; E m a i l : ofli c era)ga l i t. t e. u a ; i nt ernet : www. ga l it. t e. ua

K,racurlixauin rriaHo aoaarxy 2, K,rac IIa
TexHiqsoro pennaMeHry rroao Cla.ss lla
MeaflqHrlx nupo6ia:

Classification according to Annex 2

oJ technical regulation on medical
clev ic'e :

BHulesxa:aHi eupo6ra TexHiqHoro per,qaMeHry rloAo MeAr4rrHnx orzpo6ie (:arnepAxeunfi llocraHosoro KMV aia
eianosiaalors ocHoBHHM B14MoraM 02 NoerHr 20 l3 pory N1753) - Aoaarox l. 3acrocoaaHa npoueaypa ouiuxr.r eianoeiAHocri
A,,rfl MeAuqHHx aupo6io:ri.qno: :riano ,{oaarrcy 3: sa6e:ne,reuHr SyHxuioHyBaHH, xoullexcHoi cHcreM}l ynpaaliuHa
The above products nteet the rricrro (:a anurrrcou nepeeipxu npoexry) Annex I ofTechnical regulation on medical devices,

essential reclttirements "fo, approved by Decree of Cabinet of Ministers of [Jkraine Np753 on October 2nd, 2013. Conformity
medical clevices according to: assessment procedure fotlowed; Annex 3: Ensuring the functioning of a comprehensive qualily

management system (excLuding project veriJication)

OpraH: ouiHKt4 si,lnosiArrocri: TOB "YxpaiHcsnufi Iucruryr CraHaapria". 6ylnuox I, ay,rnur O,rexcau.upiacrra, uicro Knia,

Conformity assessment body; 03062' YxpaiHa' Hotrep ilpt'r3HaqeHoro opraHy UA'TR l37
' LLC (.lkrainian Slundards lnstitution, address; buitding l, Oleksandrivska street, Kyiv, 03062,

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

Mu, Carerex, e Korrrnauion AKTEOH fpyn,
3HaxoAr,rMocfl 3a aApecorc:

17 an. fycran EfiQt}er,3l ay Oape
33700 MepirHaK, OpaHrrit

,(eKnapyeMo rrpo HacrynHe:

TexHirHa rtoxyverrrauir ua ueguuHuM ar.rpi6 porpo6,rena ra
BnpoBaaxeHa. [ex,rapauir aiano e iaHocri cKra,qeHa Ha

niacraei ceprn(lirary sianosiauocri Nl R3M 250 293 82 eil.
30.12.2025 ra ni1 nonuy sianosiaanuHicru erapo6uura

flalra nexn ,r c rrHHHaao 18.08.2029

l/e, SATELEC, A Company of ACTEON,

located at
l7 avenue Gustove 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 codormity
No. R3M 250 293 82 dated 30.12.2025 andunder thefull

re spons i bil ity of t he manufacturer.

This declaration is valid until 18.08.2029

Bianoeiaanruuft sa cxraaaHHq i g[aaHr-ts

aernapauii ai.lnoniaHocri
Responsible for compiling and issuing the

llpuaarue ri.urpHeMcrBo "l-an ir"
Private Company " Galit "

dec larotion of conJbrmitlt

lara Date 30.12.2025

Iupexrop 3orornfi Bo,rognunp llerpoer,r
Zoloty i Vo lodymyr Petrovych

Cmopiurca I s 2
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Harsa MeAlrqHor-o nupo6y ympaiucurcon
MOBOIO

Name of medical device in Ukrainian

Harsa MeAnqHoro nnpo6y aur.nifrcrxorc MoBoK)

Name of medical device in English

I F00475 Ka6eru eJreKrDoay Electrode Holder Cord
2. F00476 fpr.ruaq eneKTpoay Electrode Holder
J. F 042t Erexrpoa I22S t22S
4. F 0422 Erexrpoa l22CA t22CA

5. F 0424 E,rexrnol TR22L TR22L

6. F 0425 E,rer<rpoa TR22R TR22R
7. F 0421 E,rexrpo.( TR22T TR22T
8. F 0428 Erermoa FC25B FC25B
9. F 0429 ErerrpoA FC32B FC32B

0 F 0430 EaercrpoA FCI0N FCION
I F 043 1 Enexrpoa l40S t40s
2 F 0432 Ererrpo.[ I40CA I4OCA

J F 0440 Vnaxosxa I 0 e,qeKrpoais BOX IO ELECTRODES

4 F 04"t2 Yraxoexa 10 erexrpoais PAM GR BOX 10 ELECTRODES PAM GR

5 F572 I 0 SERVOTOME SERVOTOME
6. F57226 Heilrpa,rrHnil enexrpoa Neutral Electrode

,{oaarox ao aexnapauil
Anna to declaration

BianosiaarsH uil za cxla!.aHHr i efiaauHr
aexnapauii aianosiauocri
Responsible Jbr compiling and issuing the

de c I ar at i on of c o nfo r m i ty

llpnaarHe ni.u,nplreucrno "larir"
P rivate C ompony " G al it "

3ororufi BonoAuur.rp flerpoeuu
Zoloty i Volodymyr Petrovych

Cmopiuxa 2 s 2


