JEKJIAPAIISA ITPO BIIITOBIIHICTD Ne 1 Bepcin 1/
DECLARATION of CONFORMITY Ne 1 version 1

Bupo6uuk/Manufacturer:
TOB [lentcnnait, axuii BucTynae nia Hasgoto Jlenrennait Konk, 38 Becr Knapk Agento, Mindopn, denesap, 19963, CLLIA
Dentsply LL.C doing business as DENTSPLY Caulk, 38 West Clarke Avenue, Milford, Delaware 19963, USA

NiATBEPKYE, 0 BCi MeAHYHI BHPoOH, o nepepaxosani B Jlonatky 1/ declare that all medical devices listed in
Annex 1

Kaac pusnxy/ Risk class: [ (1e crepunbhi), 3rinno nyHkty 20 Jonatky 2 TexHI4HOro periaMenTy 1HOI0 MEAHUHHX
BupobiB 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

AKi BUTOTOBJIAIOThLCeA HA /which are manufactured at:
TOB Jlentennai, sikuit BucTynae nin naspoio Jlentennaii Konk, 38 Becr Knapk Asento, Mindopn, Jenesap, 19963, CLLIA
Dentsply LLC doing business as DENTSPLY Caulk, 38 West Clarke Avenue, Milford, Delaware 19963, USA

Bianosigalors sBumoram doaatky 8 TexniuHoro periiamenTy woao MeqHuHuX BHPOGiB, 3aTBepaxkenoro [Toctanosolo
KaGinery Minicrpis ¥Ykpaiun sin 02.10.2013 No753 / 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 nokymenTauis Ha MeuuHi BUpoOH po3poGiiena Ta BniposamkeHa/Technical documentation for medical
devices has been developed and implemented.

YnosHoBaxenuii npeactasHuk BupoOHuKka B Ykpaini/Responsible representative of manufacturer in Ukraine:
[Mpencrasuuursa “JIEHTCIUIAN Jliviten" 3a anpecolo Byn. Benuka BacmibkiBebka, OyauHok 9/2, odic 40, m. Kuis
01004, Ykpaina, B oco6i: [onosu INpencrasunurea [Mote6ui M.I. (3a dexknapauieo npo Y11 Bin 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).

BinnosimaneHicTs 3a mocToBipHicTL HanaHo! iH(popMaLli Hece BUPOGHHK/
Manufacturer is responsible for authenticity of the provided information.



[MoaipyBankHi nacT

Attachment 1/[loaaTtok |

REF/ English name of product Ukrainian name Name in the Ukrainian name in | Class/
Katanowuuii modifications /Hassa of product invoice/ the invoice/ Knac
HOMeEp moaundikauii Bupody modifications Ha3sga B Hasga B inBoiici
AHTJIIACHKOI0 MOBOIO /Haszgea inBoiici yKpaiHCbKOI0
moandrirauiv
BHpoby
YKpaiHCbKOI0
MOBOIO
; 3ipkaTe 4HCTA4HH ZIRCATE , . |
ZIRCATE® Cleaning and ; " ) 3ipkaTe npodeciiiHa
677001 Polishing Material Pt%aphy Ta MoAIpyBaNLHHH ErophyFasts P nacra
Paste marepian tube
npodeciiina nacra
; ; [Tpisma 'noce PRISMA I
Prisrqaai? Glasg™ Gomposite noJiipyBasbHa GLOSS [Tpizma I'noce
624005 Polishing Paste System — " .
Refill Package nacta A0AaTKOBHH POLISHING nonipyBajibHa 1MacTa
Habip SYS
[Tpiama 'noce PRISMA I
Prisma® Gloss™ Composite rnoJlipyBasnbHa GLOSS
Polishing Paste System nacra SPRITZE .
Gl Standard Package — Fine — | cTaHAapTHWH Kipiamalitnoe Quepuit
Syringe Habip, daiin, |
LITpUL
[Tpiama "noce PRISMA |
Prisma® Gloss™ Composite HepY EatbEd ULOS
T nacra EXTRA FINE .
631450 Polishing Paste System - IMpiama I'noce
Standard Package — P ekctpadaiin
: & Habip, P
ExtraFine — | Syringe excrpadaty, |
) LUMPHLL
On behalf of Dentsply LLC doing business as Dentsply Caulk/
Bin imeni TOB Hentcnnaii, skuit BucTynae nig Hassoto entennai Konk:
Kepisnug npeaAcTABHULTEA [MoTebuna M.I".
«IEHTCIIAN  Jlimiten» B
Ykpaini

(position/nocaa) ==

1

(signature/mianuc)

(name, patronymic, surname/[115)

" valid till/mie 10
14.01.2028




