HEKIAPAILS [TPO BIATOBIIHICTE
Declaration of Conformity

f’enékuﬁ]\b().’
Rewvision 02

Ne DEG-06
Nao:DEG-06
CTaHoM Ha:
Effective date:

28.09.2023

Mwu, aeTotzen C.pu.,

3naxoaumMocs 3a aapecoro: Crtpana lMposinuiane bycto-
Kaccano, 3 — 21054 ®darnano Onoxa (BA), [Tania

NIEKNAPYEMO MPO HACTYITHE!

We, de Gétzen S.r.1,
located at Strada Provinciale Busto-Cassano, 3 — 21054
Fagnano Olona (VA), ltaly
herewith declare that

Vedical devices

List of products.

BupobHuk:
Manufacturer

YoBHOBaXKEHUH
YkpaiHi:

Ukraine:

TexHiuHoro

Menuuni BUpoOK:

[Tepenik BupoOiB:

NMpEACTaBHHUK B

Authorized representative in

Knacudikauis 3rigso pomatky 2,
pernaMenTy 11040

MEeAMYHKUX BUpOOiB:
Classification according to Annex 2

device

BuuweskaszaHi

essential

of technical regulation on medical

BUPOOU

BIANOBIAAIOTb OCHOBHUM BHMOram
AN MEANUYHKX BUPOOIB 3rigHo:

The above products meet the
requirements
medical devices according to:

Jor

OpraH 3 OUiHKK BIIMOBIAHOCTI:
Conformity assessment body-

Llljl?i)_pOBi BHYTPIlUHLOPOTOBI CEHCOpM cTOMaToNoriuHol Bizyanizauit U-SENSE / U-
SENSE HD |

JuB. moaatok (4 HaliMeHyRaHHA)
See Annex (4 items)

ae lorsen Copa

de Gotzen Sl

Crpana [Tposituiane Bycro-Kaccano, 3 — 21054 ®arunano Onona (BA), [Tanis
Strada Provinciale Busio-Cassano. 3~ 21054 Fagnano Olona (VA). ltaly

Ten.: +39 0331 376 760 /®ake: +39 0331.376 763
EnexTtponna nowra: degotzen@acteongroup.com

TMpusarhe nianpuemctso “Tanit” (Private Company “Galit”)

Vkpaina, 4771 [, Teproninscebka o6n., TepHoninbcbknii p-H, ceno balikisui, syn. 15
KBiTHS, OYAMHOK 6€

15 Kvitnia St Ge. Baikivtsi, Ternopilskyi Disirict, Ternopil Region 47711, Ukraine)
Ten.:0800 502 998

Knac [Ta

Class lla

TexHiUHOro pernamMenTy WWoa0 MERUUHUX BHPoGiB (3aTBepaxkennii TToctanosoto KMV sin
02 »oBTHa 2013 poky Ne753) — [lonatok 1. 3acTocoBaHa MpoLENypa OUiHKN BiANOBiAHOCTI
srigvo Joaatky 3: 3abe3nedenHs GYHKUIOHYBaHHA KOMIIEKCHO! CUCTEMH yTpaBJliHHA |
AKICTHO (33 BUHATKOM MepeBipky NMpoekTy) Annex | 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)

ToBapucTso 3 06Mexenoro BinnosinansHicTio « YKPMEJICEPT»;

02059, m. Kuis, Byn. [Iparomanoga, la, od. 2; Ten. (044) 390 63 27, (044) 339-94-00;
Homep npusHaueroro oprany NeUA. TR.099

UKRMEDCERT, Limited Liability Company,

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

Conformity assessment bodv No. U.A. TR.099

Texuidna AJOKyMeHTaLis HAa MEAUYHHI BUpIO po3poliaeHa Ta
BrnposamkeHa. Jleknapauis BIANOBLIHOCTI CKJIAICHA NHa
miacrasi cepTudikary sianosizHocti Ne UA M 328-21 8in
28.09.2023 Ta nia noBHY BIANOBIAATLHICTL RUPOSHITKA

Jania Jerapanis « ureng 1o 24 01,2026 p

Hwnpexrop

Director

BinrosiganbHUii 3a ckiagaHHs 1 BUAAHHS
Aekapauii BiANOBiAHOCTI
Responsible for compiling and r.\'.\'runlgwﬁf'-';.—
declaration of conformity

Jara Dare 28.09.2023

The technical documentation for the medical device has been
developed and implemented. The declaration of conformity is
made on the basis of certificate of conformity No. UA.MD 328-
21 dated 28.09.2023 and under the full responsibility of the
/lI(IIII,I/iI('flII‘UI'

L declaration is valid until 24.01 2026
[TpusatHe nignpuemctso “Tanit”
Private Company “Galit”

3onoTtwii Bonoaumup IMetpoBuy
Zolotyi Volodymyr Petrovych ‘

Honatok no oeknapadii
Annex to declaration
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JIEKJIAPAILLISI ITPo BIATOBUIHICTD

Declaration of Conformity

No DEG-06
No:DEG-06

Penpakuin \e()2
Rewvision 02

CTaHoM Ha:
fsffective date:

28.09.2023

Ne #  |Karanorosuit Haiea MeanuHoro BupoGy anriiiickkoto | Ha3zsa meanuuoro BUPOGY YKPaTHCbKO10 MOBOIO
HoMep MOBOI0 Name of medical device in Ukrainian
REF # Name of medical device in English
1. W1300001 U-SENSE SIZE | LinpoBuii cemcop cTOMATOMOTIUHOI Bisyanizauil
U-SENSE, inTpaopansHuii, po3mip |
2. W 1300002 U-SENSE SIZE 2 LluppoBuii ceHcop CTOMATONOTIMHOT Bizyanizauil
U-SENSE, inTpaopaibHuid, po3mip 2
B W 1300003 U-SENSE HD SIZE | LIn)poBHuit CEHCOp CTOMATONOTIWHOI Bizyanisauil
U-SENSE HD. inTpaopainsHuid, po3umip |
4. W1300004 U-SENSE HD SIZE 2 LludpoBHii ceHcop CTOMATONOTiYHOT Bizyanisail
U-SENSE HD, inTpaopanbHuii, po3Mip 2

BianosiganbHWii 3a ckiajlaHHA | BUIaHHSA
Jeknapauil BIIMOBiAHOCTI

Responsible for compiling and issuinggdher®
declaration of conformity AT

Iara Dare 28.09.2023
Hupekrop

Director
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MpueatHe nianpuemcteo “Tanit”
Private Company "“Galit”

3onotuit Bonoaumup Terposuy
Zolotyi Volodymyr Petrovych

Cmopinka 2 3 2



