JAEKJIAPALLISA ITPO BIAITOBIZIHICTD Ne 4 pexakuis Nel /
DECLARATION of CONFORMITY Nt 4 version Nel

Bupodounk/Manufacturer: DENTSPLY Delrey GmbH, De-Trey-Strasse 1, 78467 Konstanz, Germany/
JIEHTCITIAHW deTpeit I M0X, Jle-Tpeit-lltpacce 1, 78467 Koncranu, HiMmeuyunna

NATBEPIAAKYE, 10 BCi MeAH4YHI BHPOOH, 0 nepepaxoBaHi B /logatky 1 / declare that all medical devices
listed in Annex 1

Kuaac pusuky/ Risk class: Ila, 3riqgno Jlonatky 2 TexHIYHOro perjiaMmeHTy Lioa0 MeauuHux BupoOiB Ne 753

Bia 2.10.2013 poky /Ila according to Attachment 2 of Technical Reglament for medical devices No. 753 from
2.10.2013

siKi BUIOTOBJIAI0TECH HA /which are manufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse 1,

78467 Konstanz, Germany/JJEHTCITJIAU JleTpeii 'm6X, Jle-Tpeii-Llitpacce 1, 78467 KoucraHiy,
Himeyuuna

ajpec BUpoOHH4Yoro manaanyuky/address of manufacturing site: De-Trey-Strasse 1, 78467 Konstanz,
Germany/ JEHTCITJIAH JleTpein IMOX, [le-Tpeii-1lITpacce 1, 78467 Koncranu, Himeuuuna

BUINOBIIAIOTE BHMOram TexHIYHOIo perjiaMeHTy IOA0 MeIHYHHX BHPOOIB, 3aTBepIKEeHOro
Ilocranosorw Kabdinery MinictpiB Ykpaiun Big 02.10.2013 Ne753/ comply with the requirements of

Technical Reglament for medical devices which was approved by the Cabinet of Ministers of Ukraine
dated 02.10.2013 No.753

TexHiuna 10KyMeHTallls Ha MeIMYHI BUpoOU po3pobieHa Ta BnposapkeHa/ Technical documentation for
medical devices has been developed and implemented.

YNOBHOBa’KeHHH NpeACTaBHHK BHpPoOHHKaA B Ykpaini/Responsible representative of manufacturer in
Ukraine: [IpeacraBHuuTBO “I{EHTCHHAI::[ Jlimiten" 3a agpecoro ByJ. Benuka BacuabkiBebka, OyauHok 9/2,

opic 40, m. Kuip 01004, Vkpaina, B ocobi: ['onosu Ilpeacrasuuiursa IMore6ui M.I'. (3a Jleknapauiroo 1o
npu3HaueHHs YII Big 15.12.2020)

“Dentsply Limited” representative office, Velyka Vasylkivska str., 9/2 building, office 40, Kyiv 01004,

Ukraine is represented by: Head of the representative office Potebnya Mykhailo (according to Declaration
upon AR nomination from 15.12.2020).

Jdexaapaniio BiAnoBiaHOCcTI ckJaageHo Ha migcrasi/Declaration of Conformity was drawn in reliance
upon: Ceprudikar BianoigHocti Ne PR.284-17 Bix 27.05.2024.

Ceprudikaru Buaano Ykpaincbkum Haykosum IHctutyTOoM CepTHdikaltii (HOMeEp NPU3HAYEHOTO OpraHy
Ne UA.TR.116, arecraru akpeauraitii Ne 80103 ta Ne 10302).

BianosiganbHICTh 3a JOCTOBIPHICTH HaJlaHOT iHpOpMallil Hece BUPOOHHUK./

Certificate of conformity Ne PR.284-17 from 27.05.2024.

Certificate was issued by Ukrainian Scientific Institute of Certification identification number Ne UA.TR.116,
certificates of accreditation No. 80103 and No. 10302).

Manufacturer is responsible for authenticity of the provided information.



Attachment 1/loaaTok 1

Dyract XP the Caries Preventing Restorative / /laiipexkt XP Pecraspauniiinuii marepiaJ, mo
nepenKoAKa€ YTBOPEHH) BTOPHHHOIO Kapiecy

REF/Karanoxuunii | English name of | Name in the | Ukrainian Ukrainian name | Class/Kaac
HOMeEp product invoice/ name in the of product
modifications Ha3Ba B invoice/ modifications
/Ha3Ba IHBOMCI HazBa B /Ha3Ba
Moau(pikamil IHBOHCI Moaupikanil
BHPOOY VKPATHCHKOI0 BHPOOY
AHIJIIHCBKOIO MOBOK) YKPAIHCbKOIO
MOBOIO MOBOIO
Dyract XP DYRACT Jlavipekt XP Jlaiipekt XP, lla
Starter Kit XP BB1HUH BBIJHUH HaAOIp
o STARTER HaOI1p
KIT
Dyract XP Refill | DYRACT Havipext XP, | JlaipekT XP, [la
60604275 Shade A2 XP REF A2 ,[ID,[I-:;lTI{DBHﬁ ,[lDIlf:lTKDBHﬁ
HalIp HaOIp KOJbOPY
KOJIbOpy A2 A2
Dyract XP Refill | DYRACT Haiipext XP, | Jlailpekt XP, Ila
60604276 Shade A3 XP REF A3 ,H,D,[l.ElTl{DBHF] ,[I,D,[I,.:;lTl{OBHﬁ
HaoIp Ha0Ip KOJIbOPY
KOJbOpYy A3 A3
Dyract XP Refill | DYRACT Haiipekt XP, | Jlafipekt XP, ITa
60604277 Shade A3.5 XP REF ﬂDﬂ?TKDBHﬁ ,uﬂﬂf:nmﬂnifl
A3.5 HaO1p HaO1p KOJIbOpY
koJsibopy A3.5 | A3.5
Dyract XP Refill | DYRACT JHaiipexkt XP, | [latipekt XP, lla
60604278 Shade Bl XP REF Bl ,Hﬂﬂi::lTKDBHﬁ ,IID,[I-:;iTl{DBHﬁ
HaO1p HaOlp KOJIbOPY
Kosibopy Bl Bl
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