JEKJIAPALLIS ITPO BIAIIOBIJAHICTD Ne 2 Bepcin 1/
DECLARATION of CONFORMITY Ne 2 version 1

Bupo6ruk/Manufacturer:

TOB Henrcnnai, skuii BUucTynae nia Haseoto Jdenrennail Konk, 38 Bect Knapk Asento, Mindopa, [enesap,
19963, CLLIA

Dentsply LLC doing business as DENTSPLY Caulk, 38 West Clarke Avenue, Milford, Delaware 19963, USA

NiATBEP/KYE, L0 Bei Meinuni BHpoOu, o nepepaxosani B JlonaTky 1/ declare that all medical devices
listed in Annex 1

Knac pusuky/ Risk class: [ (He crepunbi), 3riano nynkry 20 [lonatky 2 TexHIUHOrO perlaMeHTy 111010
MeaH4HUX BUpoOiB Ne 753 Bin 2.10.2013 poky /I (non-sterile) according to paragraph 20 of Attachment 2 of
Technical Reglament for medical devices No. 753 from 2.10.2013

fIKi BHroTOBJIsII0TLCA Ha /which are manufactured at:

TOB Jentcnnai, axuii BucTynae nia Haseoto [entcennaii Konk, 38 Bectr Knapk Asento, Mindopa, denesap,
19963, CLLIA

Dentsply LLC doing business as DENTSPLY Caulk, 38 West Clarke Avenue, Milford, Delaware 19963, USA

BianosigawoTe Bumoram Jogatky 8 Texniunoro perjamMeHTy 040 MeIHYHHX BHPOOIB, 3aTBepPIKEHOr0
IMocranosorw Kabinery MinictpiB Ykpaiun Big 02.10.2013 Ne753 / comply with the requirements of
Attachment 8 of the Technical Reglament for medical devices which was approved by the Cabinet of
Ministers of Ukraine dated 02.10.2013 No.753.

Texniuna nokymeHTauis Ha MeauUHi BUpoOH pospobineHa Ta BnpoBamkeHa/Technical documentation for
medical devices has been developed and implemented.

YnoBHoBaxkeHHH npeacTaBHUK BHpoOHHKa B Ykpaini/Responsible representative of manufacturer in
Ukraine: INpeacrapuunrea “JIEHTCITJIAW Jlimiten" 3a agpecoto Byi. Benuka Bacunbkieebka, GyauHok 9/2,
ocdic 40, m. Kuis 01004, Ykpaina, B ocobi: ['onosu [lpeacrapuuursa [Notebui M.I". (3a Jleknapauiero npo V11
i 13.04.2023)

“Dentsply Limited” representative office, Velika Vasilkivska str., building 9/2, office 40, Kyiv 01004, Ukraine
is represented by: Head of the representative office Potebnya Mykhailo (according to Declaration upon AR
from 13.04.2023).

BianosiganeHicTh 3a AOCTOBipHicTL HagaHol iHdopmauil Hece BUPOOHHK/
Manufacturer is responsible for authenticity of the provided information.



Attachment 1//{onaTtok 1

MaTpuui cekuiini
REF/ English name of product | Ukrainian name of Name in the Ukrainian name in | Class/
Karanomnnii modifications /Ha3ssa product invoice/ the invoice/ Knac
HoMeEp moaudikauii Bupoby modifications Ha3spa B inBoiici Ha3ea B inBoiici
AHTiACHbKOI0 MOBOIO /Ha3sa moandirauii yKpaiHCBKOI0
BHPOOY
YKpaiHCBKOI0
MOBOIO
. [ManopeHT MaTpHuHa PALODENT I
659010 Pilggesilﬁdﬁ?r&:aiﬁzn Cucrema 100 MATRIX [TanofeHT MaTpHLL
Refill CTAHAAPTHHUX STAND.REF cexUiiHi 100 i,
MaTpHLb 100
Palodent® Matrix System [ManoaenTt MaTpHtHa PALODENT . I
659015 S0 Stardarel Niatiioes Cucrema 50 MATRIX [TanofeHT MaTpHLLI
Refill CTaHAapTHHUX STANDARD cekuinni 50 wr.
MAaTpHLb REF50
. [ManoaenT MaTpuuHa PALODENT [ManoaenTt marpuui | 1
659020 PgBOSE;L‘fDM“:f:.EZ;‘SSﬁ’;;ﬁ‘ln Cucrema SOMiHi | MATRIX MINI | cexuifisi miti 50
MaTpHLLb REF.50 wr,
. [Tanonent MatpuuHa PALODENT |
659040 P; lgid,l?ir:;@@hggaﬁ ngis;el;l Cucrema 4 BiTine MATRIX [TanoneHT MaTpuui
Refil] & Kpy it KinbuA ROUNDRING Kpy it Kinbusa
REF4

On behalf of Dentsply LLC doing business as Dentsply Caulk/
Bia imeni TOB [lenTtennaid, axuii Buctynae nin Hazsoro entennai Kosik:

KepiBuuk

«JJEHTCILJIANA

Ykpaini

npeacTABHHUTRA
JlimiTea» B

(position/mocana)

Stamp

(signature/nianuc)

IMorebun M.T,

(name, patronymic, surname/[1Ib)

01.11.2023
(date/nara)

valid till/nie no
14.01.2028



