
AnH"uapAIIIq IIP o Bt4nontAHrcrb
D e cl ar at i o n of C onfor mitY

MI'I, Ae forsen C.P.l.,
3HzxoAl4Moct 3a 4apecorc: flporiuuifiua aopora Byc'ro-KaccaHo Ns 3 -

21054 @anrqHo Olona (BA), Iraris AeKnapy€Mo npo HacrynHe:

Iile, de Gdtzen S.r.l',

located at Strada Provinciale Busto-Cassano, 3 - 2 I 054 Fagnano

Olona (VA), Italy herewith declare that

MeAra.{Hi rrapo6u:
Medical devices

llepenir nupo6in: 
-

List ofproducts:

Br.rpo6nur:
Manufacturer:

VnosHosaxeHl4fi nPeAcraBHI'IK B

Vrcpaini:
A ul horized repre sent at ive i n

Ulqaine:

K,'racutpixaqir:
Classification:

Biluregr(a3aHi aupo6r.r si.[noeiralorr
OCHOBHI,IM BIIMO|AM AN' MCAUqHI'{X

nupo6ir sriAHo:
The above products meet the

essential requirements for medical
devices according to:

Buuresxa3aHi nrapo6n cnpoerroaaHi
Ta BnroroBJIeHi siAnosiAuo Ao BI4Mor

sriAHo:
The above products has been designed
and manufactured in accordance with
the requiremenls of

Oprau o oqiurr.r siAnosiAnocri:
C o nfor mity as se s s me nt b odY :

I{ur[poni ceHcopn cro:uaroloriqsoi nieyanisauii U-SENSE / U-SENSE HD

Sensors for digital x-mys U-SENSE / U-SENSE HD

Ar,rs. AoAarox (5 uafrueuYnaur)
See Annex 6 items)

Ae fo, seH C.p.t (de Gdtzen S.r.l.)
nposiHqifHa aopora Eycro-Kaccauo N 3 - 21054 OaHr,sHo Onoua (BA), lruit (Strada Provinciale

Busto-Cassano, 3 - 21054 Fagnano Olona (VA), Italy)

Ter./Tel.: +39 0331 376 760; ElerrpoHua norura (email)'. degotzen@acteongroup'com

flpnaarue nignpueuc'mo "lalir" (Private Company "Galit")
Vr<paina 4771i, Tepnonilrcrra o61., TepHoninrcxzfi p-H, ceno EafircisUi, ryn' l5 rnirur, OyAlruox

6e (15 Kvitnia st. 6e, Baikivtsi, Ternopilslgti District, Ternopil Region 477 I ) ,Ul<raine)

Ten.(Tel.): 0800 502 998

Knac II4 sriAHo AoAarIry 2, Texni'ruoro pernuueHry uroAo MeAIiqHnx aupo6ia

Class IIa according to Annex 2 oftechnical regulation on medical device

Texuiqnoro pernaMeHry rrloAo Me.quqHux nnpo6in (sarnepAxennfi flocrarrcsoo KMY lia 02 xosrHs

2013 pory:ftnZSl; - Aoauro* l. 3acrocoeaHa nporleAypa ouiurn si,qnoeiAHocri gniaso Ao.qarry 3:

ga6e.neter"" t[yuruioHyaanur KoMueKcHoi cucreuu ynparniun.a sricrro_ (sa ruurrrou nepeniprra_

rpoerry) ,lrnZ, I of fechnicat regulation on medical devices, approved by Decree of Cabinet of

Ministiis of Ukraine Nb753 on October 2nd, 2013. Conformity assessment procedure followed: Annex

3: Ensuriig the functioning of a comprehensive quality management system (excluding project

verification)
Texsiquoro pernaMeHTy lIlOAo O6rr.texeHgq Bt4 KOpIICTaHHq AetKI'lx ue6egneqnuX peqOBI'IH B

eJreKrpr4qHoMy ra eJreKrpoHHovy o6laguanui, satnep.qNeHoro rocraHoBolo KMY Ns 139 sia 10.03.2017

(si rrrainar,,rr,r).'MeAuquufi tupi6,y 'rolray vucli ra6e:ri, lanacui qacrnHnl,rq fioro peMoHry He Ivticrqrs

peqoBr4H 3a3HarreHr.tx y .{o1arrcy Ne 2 Uroro perJliyeHry B KoHUeHrpaqisx, uto nepeBqllylorb

MaKCnM€UrbHo gonycruui 3Har{eHHr o6vexesuru rnaicry He6esneqHllx peqoBnH,

Technical Regulation on the restriction of tl.te use of certain hazardous substances in electrical and

electronic equipment, approved by Resolution of the Cabinet of Minislers of (Jkraine No. I39 dated March

10, 2017 (is imended). The medical device, including cables and spare parts for its repair, does not

contain the substances listed in Annex No. 2 to this Regulation in concentrations exceeding the maximum

pe rmis s ible v alue s for the re s t ric ti o n of hazardous sub s tances.

Toaapucrno g o6uexenoro siAnoriAanrHicrro <YKPMEACEPT>;

0205'9, u. Kr.rir, nyn. ,{paroruanon4 la o0. 2; TeIl; (044)390 63 21 , (044) 339-94-00; Horuep

npr.r3HaqeHoro opmwy olrinru siAnosiAHocri NIUA.TR'099
UKRMEDCERT,,Limited Liability Company; -

02059, Kyiv, la Drahomanova sireet, of' 2; TeL (044) 390 63 27' (044) 339-94-00:

C assessment body No. UA.TR.099

TexHi.rHa AoxyMeHraIliq Ha lteAzqnufi ar'rpi6 pospo6neua ra
BnpoBa,{xeHa.,{erlrapauir niAnosiAnocri cKJIa'qeHa Ha niAcrasi

cepruQirary niAnosiAnocri Ns UA.MD.328-21 pe.u. 05 sia 2l'01.2026 ra
ni4 nonny siAnosiAanrHicrr rupo6uura.

!,aHa sexnapaqir e qusua Ao 24.01.2031 p.

The technical documentation for the medical device has been

de'velopei and implemenled. The declaration of conformity is made on

the baiis of certificate of conformity No. UA.MD.328-21 rev,05 dated

2 1 .0 1 .2026 and under the full responsibility of the manufacturer'

This declaration is valid until 24.q .28 f

BiAnosiAanrHlafi ga crrtaAanHq i slaraHHq .qex,'rapaqii

sianosiaHocri

Responsible for compiling and issuing the ileclaration of
con{ormitv

flpnearne ni4upuelracrno "f anir"
Private Company " Galit"

3onorufi Bologutr,ttlP flerPorrv
Zoloty i Volodymyr PetrovYch
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[nx"n.LrAlllfl IIpo BIAnonlAHIcrb
D e cl ar at i on of C onfor mitY

.Iloaaror Ao Aexnapauii
Annex to declaration

{

Hasea rueguvHoro snpo6y anuificrrcoro MoBolo

Name of medical device in EnglishNs# Kara.noronufi noueP
REF #

Harsa MeAHqHoro ollpo6y yrcpaiHcsrcoro

MOBOrc

Name of medical device in Ukrainian

I w1300001 (rrQponrafi ceHcop aroloriqnoi
nisyanisauii U-SENSE, iurp nzfi, post"tip

U-SENSE SIZE I

w1300002 I{r,rQpoenfi ceHcop croMarolorlqHol
risyarieauii U-SENSE, iurpaopanwrr'rfi, poruip

2

U-SENSE SIZE 2

w1300003 I-\r,rQporufi ceucop croMarofiorlriHol

nisya.nisauii U-SENSE HD, inrpaopa:Irnra[,
noguio l-

U-SENSE HD SIZE I

w1300004 I-luQpoar,rfi ceHcop c'rouaroloriquoi
aisyanirauii U-SENSE HD, iurpaopalrunfi,
ooevip 2

U-SENSE HDSTZE2

). w1300005 IluQponufi ceHcop croMatoaori'Iuoi
nieya;rioauii U-SENSE HD, inrpaopamuurfi'
posMip 1.5

U-SENSE HD SIZE I.5

BiAnosiAa,trHlrfi sa cxaaAauHs i snqaHHq aeuapaqii
siAnosiAHocri

Responsible for'compiling and issuing the declaration of
conformity

ilataDate 23.02.2026

llprrarne ni4npueucrno "f alir"
Private Company " Galit"

3ororufi Bolo,qurvruP flerpontl.t
Zoloty i Volodymyr PetrovYch

6IFNtlT,
3093803 
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