OEKNAPAUIA NPO BIANOBIAHICTb

DECLARATION OF CONFORMITY
(Pedakuis / Version 2)

No. 1306-19 06.08.2020
M. Opeca

Bupo6ruk: OAMI™ Xemiw-®apmauyoinTiwe ®abpik 'M6X, EnGraywrpacce 248, 22547
Fambypr, HimeuunHa,
Manufacturer: DMG Chemisch-Pharmazeutische Fabrik GmbH, Elbgaustralle 248,
22547, Hamburg, Germany

NpeacTaBneHWi  ynoBHOBaXeHUM NpeAcTaBHUKOM B YkpaiHi: TOB «DAPMA
KOHCANTWHIM, Byn. lopoxHa, 25, M. Ogeca, 65031, Ykpaina, kog €EAPMNOY 41209050, Ten.
+38-048-734-34-00, B ocobi avpektopa CasaHcbkoro C.B., wo aie 3a yrogowo Ne 1501-19 sig
15.01.2019,
represented by the authorized representative in Ukraine: PHARMA CONSULTING LLC.,
25 Dorozhna str., Odesa, 65031, Ukraine, Code EDRPOU 41209050, tel. +38-048-734-34-00, in the
person of the Director Mr. S.V. Sazanskyi acting under Agreement No. 1501-19 ditd 15.01.2019,
NiaTBEPAXYE, WO MeanyHi Bupobu: CTtomaTonoriyHi maTepiann, Hasegeni B [logatky Ne 1
Ao uiei [eknapauii npo BianosigHicTe, Toprosoi mapku DMG, knac lla, HecTepunbHi, siKi
BUrOTOBNSAIOTLCA HA BUPOOHUYNX MOTYXKHOCTSAX:
confirms that medical devices: Dental materials, indicated in Annex No.1 to this Declaration of Conformity,
of DMG brand, class lla, non-sterile, produced at the manufacturing site:

DMG Chemisch-Pharmazeutische Fabrik GmbH,

ElbgaustralRe 248, 22547, Hamburg, Germany,

BiANoBigalTb BAMOram TexHIYHOro pernameHTy Woao MeauyHux BupobiB, 3aTBepaKeHoro
MoctaHoBolo KMY Ne 753 Big 02.10.2013 p., Ha eTanax NpOeKTyBaHHS, BUPOGHULITBA,
3b6epiraHHs Ta peanisauii. [poueaypa OUIHKX BIANOBIAHOCTI NpoBeAeHa 3rAHO 3 3a3Ha4YeHUM
TexHiYHMM pernameHTOM WoOAO MeaudHUX BuUpoGiB, aopatok Ne 3  3abesneveHHs
pyHKLIOHYBaHHA KOMMMIEKCHOI CUCTEMM YNpaBniHHA AKICTIO

meet the requirements of the Technical Regulation on medical devices approved by the Resolution of
Cabinet of Ministers of Ukraine No. 753 dtd 02.10.2013 at the stages of design, manufacturing, storage
and realization. Conformity assessment procedure has been conducted according to the mentioned
Technical Regulation on medical devices under Annex N 3 application of the full quality assurance
system.

Ceptudikat BignosigHocti Ne UA.101.MD.3.0550-20.01, pata peectpauii 13.06.2019, gara
BHeceHHs 3MiH 06.08.2020, BuaaHui opraHoM 3 ouiHKM BignosigHocTti YO "Monitexmen"
(Ne UA.TR.101, aTtecTar akpegutauii HAAY 10174).

Certificate of Conformity No. UA.101.MD.3.0550-20.01, registration date 13.06.2019, date of changes
06.08.2020 issued by the notified body Ukrainian State Association "Politekhmed" (Ne UA.TR.101, NAAU
accreditation certificate N 10174).

TepmiH aii go / Valid till 12.06.2024.

[Hexnapauito cknageHo nia BUKNIOYHY BiANOBIAANbHICTL BUPOGHUKA.
This Declaration is made under the sole responsibility oﬁ&eﬁ manufacturer.

Ne 043




