
fEx"narAIII.fl IIpo Bt4uontAHICrb
De claration of C onformity

Ns SAT-07
No: SAT-07

Pelau\rs Nb02
Revision #02

.{ara na6paHHr
qnHuoqri:

Ellective date:
30. I 2.2025

MeaHqHi anpo6n:

Medical devices

Ilepe,rix nrapo6ie:

List ofproducts:

Br.rpo6Hux:

Manufacturer:

YnosuosaNeuufi npeac'ranutlr a

VrpaiHi:
At t hori:c d repres? nt a t i ve i n

Ll krai ne:

KLracu(ri xartir'.]rirrno lo,rarry 2.
'[ exsiquoro pernaMettry tuolto

MeaHqHHX uupo6ie:
('lassi.ficcttion according to
.1nner 2 oJ'technical regul(ttion
on medical device:

Buuesxa3aHi eupo6u

ei.4nosi.qarcru ocHoBHriM

BHMoraM n:rq N{eauqHilx unpo6ia

:riaHo:
The above products meet the
essential requirements -[o,
medical devices accctrding lo:

Oprau r ouiHrrl uirnoaiarrocri:
C onform i ty Ltss e s s me n t b od)) ;

Konco,rs ynpan,riuHr (y:lr, rpaseyx, crpyMeHeBe no,ripyaaHHr, norop)
(:onlrol c'onstsle (ultrusonic, uir ;solishing, motor)

Carelex, e l(oprnaui on AKTEOH lpyn
SATELEC, A Company ofACTEON
l7 an. I-ycraa Efi{iQer, 3l ay @ape 33700 Mepiruax, tDpaHuir

I 7 avenue Gustave EiJfel, Zl du Phare 33700 Merignac, France
Tel./Te,r.: +33 (0) 556349 266
Emai l/E,rer<rpoHHa noura: infb(!acteongroup. com

Irrepuer / [nternet: www.acteongroup.com

I Ipuaarne nirrrpneMc'rBo <fa,rir>
ny,r. l5 l(sirus, 6e. c. Baiixieui. Tepuoni,rr,cuxraii paiioH, Tepnoni,rucst<a o6lacrs, 47711,Yxpaiua;
I'e,q.: 0 800 502 998; F),rerrpotttta norura: oflice@galit.te.ua; iHrepHer: www.galit.te'ua
l' rivate C ompany < A ul i t >

60, t 5 Kvitnya St., village Baikivtsi, region 7-ernopil, '1771 I, Ukraine;
Phrne.. 0800502998, Email. oJ/ice@,galit.te.ua; internet: www.galit.te.ua

K;rac I clcpu,rrHuii
('lass I sterile

'l exuiquor.o per,'raMeHry uloao MellHrrHl4x nr.rpo6ie (3arBepAxeHHft flocraHogoto KMY sia 02 xosrHq 201 3

pony N753) - Aoaalox I . 3aorocogaHa npoueAypa ouiuxu ei,qnosiauocri sriaHo .[I,o.(arry 3: sa6e:neueuur

(ryuruioHl,nauHr KoMrrrreKcHoi cucreuu ynpas,riuHr rxicrto (sa BHHTTKoM nepeaipxu npoercry) Annex I of
'l'echnical regttlarion on medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on

October 2nc1, 2013. ConJ'orntitlt assessntent procedure followed: Annex 3; Ensuring the functioning of a

comprehensive quality management system (excluding proiect verification)

TOB "YxpaiHcuxnfi IHcrnryr Clauaaprie",6y,4l.rHox l. ny,,ruqr OreKcaHnpiecura, uicro Kr.rie,03062,

YxpaiHa. Houep rtptz:Haqeltot'o opraHy UA.1'R. 137

LL.C (ikrctinicrn Stundurds lnslitution, address: building l, Oleksandrivska street, Kyiv,03062, Ukraine.

;fication number o/ thc noti UA.TR.I37

Ne# Kirrarol osuii
rroNr cp

RL,.tr #

l la:aa Nacrl{qHoro uupo6y
yrpaiHcr,rcoro uouom
Name of medical devicc in
Ukrainian

Ha:sa N4eAu.rHoro snpo6y
aur,ri[curorc MoBo]o

Name of medical device in English

I F27200 IMPLANT CENTER 2 IMPI,ANT CENTER 2

Mn. Careler, e Kovnarti on AIfl'E,OIJ fpylt.
3r raxoaHMoc, 3a ailpecorc:

I7 an. I-ycran tift(rQerr. 3l , y @apc

33700 Mepiruar. <Dpanqir

IeKXapyeMo npo Hacl ynHe:

Texsiqna,4ot<yueHrauir ua v ean'lHUfi aapi6 porpob,reHa'ra

BnpoBaaxeHa. !ex,rapauir e iano e i,lHoc'ri c Kr'laae Ha Ha

nirclaai ceprrl$ixary sianosirHocri Ng R3M 250 293 92 eir,
30.12.2025 ra nin noBHy aianosiaarsHicrs nupo6Huxa

fl e q14HHa ao 18.08.2029

We, S.ATELEC, A Company of ACTEON,
located at

l7 at;enue Custave Eiffel, ZI du Phare 3
3700 Merignac, France

herewith declare that

'l he tet'hnicctl doc'untentationJbr the ntedical device has been

det,eIoped crntl impIentented. 'fhe dec\aration oJ codormity is

made on the basis o.f certiJicate of conJbrmity
No. R3M 250 293 82 dated 30.12.2025 andunder thefull

res p ons ib ility of t he manufacturer.

This declaration is valid until 18.08.2029

BianoeiaanuHHii sa cx,'IaaaHH, i BuaaHH,

aeKnapauii aianosiaHocri

l?esponsible /br compiling ctnd issuing lhe

flpnnarne [iAlpueMcrBo "f arir"
Private Company " G alit "

dec I u'otion of con/ormity

flara Darc 30.12.2025

Inpercrop
Director

3ororuft Bo,ro4lruup flerponuv
Zologi Volodymyr Petrovych
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