
^EKJIAPAl(W HPO BI^HOBI^HICTL X2 12 pewKni» Xal/

DECLARATION of CONFORMITY X» 12 Version  1

BnpoÖHHK/Manufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse l, 78467 Konstanz, Germany/
/];EHTCnjlAH ^eTpefi FMÖX, ̂e-TpeH-UJTpacce l, 78467 KoHCTaHy, HiMeuHHHa

nÜTBCp^iKve, uxo Bei Me/iHiHi BHDOÖH, uio nepepaxoBaHi B JloaaTKy l / declare that all medical devices listed

in Annex l

Kjiac pH 3HKy/ Risk class: IIa, sri^Ho fl,oaaTKy 2 TexHiuHoro perjiaMCHTy w.ow MeflH4HHx BHpo6iB   753 ßifl
2. 10.2013 pOKy /IIa according to Attachment 2 of Technical Reglament for medical devices No. 753 from 2. 10.2013

HKJ BHroTOBjiHioTbca na /which are manufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse l, 78467
Konstanz, Germany//], EHTCnjlAH ^(eTpeß FMÖX, /],e-TpeH-LUTpacce l, 78467 KoHCTaHLi, HiMe44HHa
aflpeca BHpoÖHnqoro MaiiflaHiHKy/address of manufacturing site: DENTSPLY DeTrey GmbH, De-Trey-
Strasse l, 78467 Konstanz, Germany/flEHTCHJIAH fl,eTpeH FMÖX, ̂e-TpeM-LUTpacce l, 78467 KoHCTaHU,
HiMCHHMHa

BiqnoBiqaroTb BUMoraiw TexHiqHoro perjiaMCHTy lyoflo MCflHqHnx BHpo6iB, 3aTBepflMceHoro riocTaHOBoro
Ka6ineTy MinicTpiB yK pai'HH Bifl 02. 10.2013 X»753/ 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

TexHiHHa flOKyM eHTauia na MeflMHHi BHpo6H po3po6jieHa ra BnpOBa^ceHa/Technical documentation for

medical devices has been developed and implemented.

ynoBHOBaiKCHHH upeflCTaBHHK BHpo6HHKa B yK pa'i'Hi/Responsible representative of manufacturer in

Ukraine: ripeflCTaBHMUTBO "^(EHTCnJIAH JliM'neji" 3a afl.pec. oK» ßyji. BejiHKa BacHjibKiBCbKa, GyflHHOK 9/2, o4)ic
40, M. KMIB 01004, yKpama, B oco6i: FOJIOBH npe^cTaBHHUTBa noTe6Hi M.r. (3a ^(eiüiapauieio npo yn Bifl

15. 12.2020)

"Dentsply Limited" representative office, Velyka Vasylkivska street, 9/2 building, office 40, Kyiv 01004, Ukraine is
represented by: Head of the representative office Mykhailo Potebnya (according to Declaration upon AR from
15. 12. 2020).

^eKjiapauiro BiflnoeiaHOCTi CKjiaflCHo Ha niflCTaBi/Declaration of Conformity was drawn in reliance upon:

CepTM(})iKaT Bi/inoßiflHOCTi   PR. 284-17 ßifl 27.05.2024.

CepTH^iKäTH BHflaHO yKpa'lHCbKHM HayKOBHM iHCTMTyTOM CepT 4)iKauiT (HOMep npH 3Ha4eHoro opraHy  
UA.TR. 116, aTecTaTH aKpeaH TauiT   80103 ra   10302).

BiflnoBi^ajibHicTb 3a flOCTOßipHicTb HaflaHoi" iH^opMauii Hece BHpoÖHHK./

Certificate ofconformity   PR.284-17 from 27.05.2024.
Certificate was issued by Ukrainian Scientific Institute of Certification identification number   UA.TR. 11 6,
certificates of accreditation No. 80103 andNo. 10302).

Manufacturer is responsible for authenticity ofthe provided information.



Attachment 1/^,0/iaTOK l

IRM Intermediate Restorative Material/

IPM FIpoMiacHHH MaTepiaji ̂ Jia pecTaBpayii"

REF/KaTajioa(HHH

HOMCp

60661500

60661510

60661520

English name
of product

modifications
/Haaea

MOflu^iKayii
BHpo6y

aHrjiiftcbKoro

MOBOH)

IRM Starter
Kit

IRM Liquid
Refill

IRM Powder
Refill

Name in the invoice/
Ha3Ba B iHBoiici

IRM CEMENT
PACKUNG 40G/15ML

IRM LIQUID 15ML

IRM POWDER 40G

Ukrainian
name in the

invoice/
Ha3Ba B
iHBoiici

yK palHCbKoro
MOBOH)

IPM
nOqaTKOBHH

Ha6ip40 r/15
MJI

IPM 3MiHHHH

Haöip piflHH
15 MJI

IPM 3MJHHHH

Ha6ip
nopOLUKiß 40

r

Ukrainian
name of

product
modifications

/Ha3Ba

MOflH^iKayii'
BHpoöy

yK paiHCbKoro
MOBOH)

IPM
nOqaTKOBHH

Ha6ip

IPM 3MiHHHM

Haöip pi^HH

IPM 3MiHHMH

Ha6ip
nopouiKiB

Risk
class/
Kjiac

pH 3HKy

IIa

IIa

IIa

DENTSPLY DeTrey GmbH/
^EHTCnJlAH fleTpen FMÖX:

Senior Manager Quality Assurance &
Regulatory Compliance

^^^
Grischka Friedrich

Stamp

(position/noca^a)

Dentsply DeTrey GmbH
De-Trey-Straße 1
78467 Konstanz

üe''many

(signature/niflnuc)

(flara/date)
27. 05. 2024

(name, patronymic, sumame/niB)

flieflo/31. 12.2028
valid till


