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Mpu, ne I'orsen C.p.a.,
sHaxoauMocs 3a anpecoro: [Tpoinuiiina gopora Bycro-Kaccano Ne J=
21054 ®aussino Onona (BA), Itanis aeknapyeMo npo HaCTYIIHE:

We, de Gotzen Sr.l.,
located at Strada Provinciale Busto-Cassano, 3 — 21054 Fagnano
Olona (VA), Italy herewith declare that

Meauani BUpOOH:
Medical devices

Tlepenik BUpoOiB: :
List of products:
Bupo6Hux:
Manufacturer:

Y1oBHOBa)KEHUH
VipaiHi:
Authorized representative in
Ukraine:

Knacudixaris:
Classification:

NpeACTaBHUK B

BumieBkazadi BupoOH BiIIOBiAAIOTH
OCHOBHMM BHMOraM Ui MEIUYHHX
BUpOGIB 3rifHO:

The above products meet the
essential requirements for medical
devices according to:

BuileBkazani BUpOOH CHPOEKTOBaHi
Ta BUCOTOBJIEH] BIATIOBIAHO IO BUMOT
3TiIHO:

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

Oprad 3 OUiHKH BiANOBiAHOCTI:
Conformity assessment body:

Llndposi cencopu cromaroorisHoi pisyamsauii U-SENSE / U-SENSE HD
Sensors for digital x-rays U-SENSE / U-SENSE HD

JIus. AoaaTok (5 HaMEHyBaHb)
See Annex (5 items)

ne Totsen C.p.i (de Gétzen S.r.l.)

Tposinmiiina nopora Bycro-Kaccano Ne 3 — 21054 ®aubsiHo Osona (BA), Itanis (Strada Provinciale
Busto-Cassano, 3 — 21054 Fagnano Olona (VA), Italy)

Ten/Tel.: +39 0331 376 760; Enexrporna nowra (email): degotzen@acteongroup.com

[Npusarue ninnpuemctso “Tanit” (Private Company “Galit”)

Vkpaina, 47711, TepHominkchka 06:1., TepHOMiNECHKHH P-H, CE10 BaiikiBui, Bys1. 15 kBiTHA, Oy quHOK
6€ (15 Kvitnia St. 6e, Baikivtsi, Ternopilskyi District, Ternopil Region 47711, Ukraine)

Ten.(Tel.): 0800 502 998

Knac I1a, 3rigso gonatky 2, TexHi4HOTO PET/IAMEHTY HOA0 MEAUTHIX BUpO6iB
Class Ila according to Annex 2 of technical regulation on medical device

TeXHiMHOTO PErIaMENTy 00 MEIMHHUX BHPOOGIB (3aTBEPIKCHUH Mocranosoro KMV Bia 02 »o0BTHA
2013 poky Ne753) — Jlomarok 1. 3acTocoBana Npoueaypa ouiHkn BimmosimHocTi 3rigso [Tomartky 3:
abesneuenns (GyHKIIOHYBAHHS KOMIUIEKCHOI CHCTEMH YIpPaBIiHH: SIKiCTIO (33 BUHATKOM IEPEBipKH
npoekty) Annex 1 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on October 2nd, 2013. Conformity assessment procedure followed: Annex
3: Ensuring the functioning of a comprehensive quality management system (excluding project
verification)

TeXH{4HOTO pErNaMeHTy LWIOA0 OOMEXKEHHs BHKODHMCTAHHS JESAKHX HEDE3NEUHMX pedoBMH B
NEKTPUYHOMY T2 EeKTPOHHOMY 00/1aIHaHHi, 3aTBEPIUKECHOT 0 MOCTAHOBOIO KMV Ne 139 Big 10.03.2017
(3i 3Minamu). Menuauuit BUpiG, y ToMy uncai kaGert, 3anacHi YaCTHHM AN HOr0 PEMOHTY HE MiCTATH
pedoBun 3asHadeHnx y JHomaTky Ne 2 1poro perjameHty B KOHLEHTpALisfX, IO NEePeBHILYIOTE
MaKCHMAIIBHO JOIyCTHM| 3HAYEHHS OOMEKEHHAM BMIiCTy HEOE3NCUHUX PEHOBUH.

Technical Regulation on the restriction of the use of certain hazardous substances in electrical and
electronic equipment, approved by Resolution of the Cabinet of Ministers of Ukraine No. 139 dated March
10, 2017 (as amended). 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
permissible values for the restriction of hazardous substances.

ToBapUCTBO 3 OOMEXKEHOIO BimnosinansHicTio « YKPMEJICEPT»;

02059, M. Kuis, Byn. Jlparomanosa, la, od. 2; Ten. (044)390 63 27, (044) 339-94-00; Homep
MPU3HAYEHOTO OPTaHy OLIHKM BiANOBIXHOCTI NeUA.TR.099

UKRMEDCERT sLimited Liability Company; -

02059, Kyiv, 1a Drahomanova street, of. 2; Tel. (044) 390 63 27, (044) 339-94-00;

Conformity assessment body No. UA.TR.099

Texniyna JOKyMEHTalis Ha MeanuHuit Bupi6 pospoGnena Ta The technical documentation for the medical device has been

BhpoBakeda. Jlexiapanis

BIAMOBIAKOCTI

ckiajena Ha minctasi  developed and implemented. The declaration of conformity is made on

ceprudixary Bignosizsocti Ne UA.MD.328-21 pex. 05 8in 21.01.2026 12 the basis of certificate of conformity No. UA.MD.328-21 rev.03 dated

i MOBHY Bi/AMOBiNANBHICTE BUPOOHHKA.

21.01.2026 and under the full responsibility of the manufacturer.

. Nana nexnapatis € yunna no 24.01.2031 p.

This declaration is valid until 24. 0,(1.2031‘

-

Bignosigansuuif 3a cKIamanHs i BUAaHHs Qekaapanii
BiAMOBiNHOCTI

Responsible for compiling and issuing the declaration of

conformity /.
Jata Date 23.02.2026 ' /
Jlupexrop e
Director

TMpupatHe nignpuemcrso “Tanit”
Private Company “Galit”

3onoTuit Bonoaumup IetpoBud
Zolotyi Volodymyr Petrovych
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Ne DEG-05

Pepnakuin Ne06
Revision #06

JTEKJIAPAILS ITPO BIATIOBITHICTh No:DEG-05

Declaration of Conformity

Effective date:

Jlata RabpauHa MHHHOCTI 33022026

|
|

TomaTok A0 AeKyapauil
Annex to declaration

Ne # |KatanoroBuii Homep

REF #

Hassa meauuHoro BHpPOOY YKpaiHCLKOW
MOBO0O
Name of medical device in Ukrainian

HasBa MeHuHOT0 BHPOOY aHIMIIACLKOI0 MOBOIO

Name of medical device in English

W1300001

Ludposmit CEHCOP CFOMATOJNOT YHOT
sisyanizauii U-SENSE, iHTpaopaibHul, po3Mip
1

U-SENSE SIZE 1

5]

W1300002

[udposuit CEHCOp CTOMATOJIOT 9HOT

pisyanizauii U-SENSE, inTpaopansHut, po3umip
2

U-SENSE SIZE 2

fad

W1300003

[udposuit CEeHCOop CTOMATONOT9HOT

pisyamizauii U-SENSE HD, inTpaopaisau,
poamip I-

U-SENSE HD SIZE 1

W1300004

Tudposnit CEHCOP CTOMATOJIOTiHHOT

pisyanizauii U-SENSE HD, inrpaopaibHui,
po3mip 2

U-SENSE HD SIZE 2

W1300005

Mudposuit CEHCOD CTOMATOJIOri4HOL
pisyamisauii U-SENSE HD, inTpaopanbHui,
po3mip 1.5

U-SENSE HD SIZE 1.5

BinnopizaneHuii 32 CKNaTaHHs i BUIAHHA JeKTapauii

BiAMOBiAHOCTI

Responsible for compiling and issuing the declaration of

conformity
Hara Date 23.02.2026

JupexTop
Director

IMpusarHe nianpuemctso “Tair”
Private Company “Galit”

3onotuit Bonommmup ITeTpoBud
Zolotyi Volodymyr Petrovych
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