
^EKJIAPAI^M IIPO BWIOBÜIHICTb X2 9 peflaKuia Xal/
DECLARATION ofCONFORMITY   9 Version X^l

BHpoßHHK/Manufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse l, 78467 Konstanz, Germany/
^(EHTCnJlAH ^eTpeß FMÖX, fle-TpeH-UlTpacce l, 78467 KoHCTaHu, HiMCHHHHa

niaT BCpflacye, y<o Bei MCflHHHi BHPOÖH, iuo nepepaxoBaHi B JI.OWTKY l / declare that all medical devices

listed in Annex l

Kjiac pH 3HKy/ Risk class: IIa, 3riflHO ^(o^aTKy 2 TexHiqHoro perjiaMeHTy UIOAO MeflMHHHx BHpo6iß   753

ßifl 2. 10.2013 pOKy /IIa according to Attachment 2 of Technical Reglament formedical devices No. 753 from

2. 10. 2013

»Ki BHroTOBjiHiOTbcn na /which are manufactured at: DENTSPLY DeTrey GmbH, De-Trey-Strasse l,
78467 Konstanz, Gennany/^EHTCnJIAH ^eTpefi FMÖX, ̂e-TpeH-LUTpacce l, 78467 KoHCTaHu,
HiMCHHMHa

aflpec BHpoÖHHHoro MaiiflaHHHKy/address of manufacturing site: De-Trey-Strasse l, 78467 Konstanz,
Germany/ ̂ EHTCHJIAM ̂ eTpefi FMÖX, ̂e-TpeH-UlTpacce l, 78467 KoHCTaHu, HiMenqMHa

Bi^noBiaaroTb BHMoraM TexniqHoro perjiaMCHTy u<0fl0 MC/IHHHHX BHpo6iB, 3aTBepfla<eHoro
HocTaHOBoro KaOineTy MiHicTpie 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

TexHJHHa WKyM emaw» Ha Me^MHHi BMpo6H po3po6jieHa Ta BnpoBawKeHa/Technical documentation for

medical devices has been developed and implemented.

ynoBHOBaaccHHH npe^cTaBHHK BHpo6HHKa B yK pai'ui/Responsible representative of manufacturer in

Ukraine: npe^cTaBHHUTBo "^[EHTCnjIAM JliMiTea" sa aflpecoio Byj i. BejiMKa BacMjibKiBCbKa, 6yflHHOK 9/2,

o<})ic 40, M. KHIB 01004, yKpai'Ha, B ocoßi: rojioBM FIpeflCTaBHHUTBa noTe6Hi M. r. (sa ^exjiapauiK) no

npH ßHaneHHa VH BW 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).

/(eKjiapauiro BianoBiflHOCTi CKjiaaeHO Ha niflCTaBi/Declaration of Conformity was drawn in reliance

upon: CepTM(j)iKaT ßi/inoBiflHOCTi   PR.284-17 Bifl 27.05. 2024.

CepTMf^iKäTH BM^aHO yKpai'HCbKHM HayKOBMM iHCTMTyTOM CepT M(})iKauii (HOMep npM 3Ha4eHoro opraHy

  
UA. TR. 116, aTecTaTH aKpeflHTauii"  80103 Ta  10302).

BiflnoßiflajibHicTb 3a flOCTOBipH icTb Ha/iaHoi" iH^opM auii Hece BMpoGHMK./

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 and No. 10302).

Manufacturer is responsible for authenticity ofthe provided information.



Attachment 1/flflWTOK l

Spectrum TPH3 universal microhybrid composite restorative/ yH iBepcajibHHH MiKpori6pH flHHii
KOMnosHTHHH pecTaBpauiHHHH MaTepiaji CneKTpyM TPX3

REF/KaTajio^HHi

HOMCp

60605201

60605202

60605203

60605204

60605205

60605206

60605207

60605208

60605211

60605212

60605220

60605221

60605337

60605301

English name of
product modifications
/Ha3Ba MOflH4)iKayi'f
BHpo6y aHrjiiiicbKoio

MOBOH)

Spectrum TPH 3 Refill
AI

Spectmm TPH 3 Refill
A2

Spectrum TPH 3 Refill
A3

Spectmm TPH 3 Refill
A3.5

Spectmm TPH 3 Refill
A4

Spectrum TPH 3 Refill
BI

Spectrum TPH 3 Refill
B2

Spectmm TPH 3 Refill
B3

Spectmm TPH 3 Refill
^2

Spectmm TPH 3 Refill
;3

5pectmm TPH 3 Refill
3-A2

spectrum TPH 3 Refill
3-A3

»pectmm TPH 3 Export
»yringes Intro Kit

»pectmm TPH 3 Syringe
^efill AI

Name m the
invoice/

Ha3Ba B
IHBOHCI

SPECTRUM
AI REFILL
(20)
SPECTRUM
A2 REFILL
(20)
SPECTRUM
A3
REFILL(20)
SPECTRUM
A3,5 REFILL
(20)
SPECTRUM
A4 REFILL
(10)
SPECTRUM
BI REFILL
(20)
SPECTRUM
B2
REFILL(20)
SPECTRUM
B3 REFILL
(20)
SPECTRUM
C2 REFILL
(20)
SPECTRUM
C3 REFILL
[20)
SPECTRUM
0-A2
REFILL(IO)
SPECTRUM
3-A3,5
REFILL(IO)
SPECTR
FPH3 SYR
[NTRO EXP

3PECTRUM
rpHAi
5YRINGE

Ukrainian name of

product
modifications

/Ha3Ba MO^n^iKaui'
BHpo6y

yK pai'HCbKoro
MOBOK)

^oflaTKOBHH uaGip
CneKTpyM TPX3Al

^(oflaTKOBHÖ Ha6ip
CneKTpyM TPX 3 A2

/],OflaTKOBHM Hä6ip
CneKTpyM TPX 3 A3

/],oflaTKOBHH Ha6ip
CneKTpyM TPX 3

A3.5
/],o^aTKOBMM Haßip
CneKTpyM TPX 3 A4

^O^aTKOBHH Hä6ip
CneKTpyM TPX 3 B l

^o^aTKOBMH Ha6ip
CneKTpyM TPX 3 B2

7],oflaTKOBHfi Ha6ip
CneKTpyM TPX 3 B3

^.oflaTKOBHH Ha6ip
CneKTpyM TPX 3 C2

J],o^aTKOBMM ua6ip
CneKTpyM TPX 3 C3

Z],OflaTKOBHH Ha6ip
CneKTpyM TPX 3 0-

A2
fl,oaaTKOBHH Ha6ip
CneKTpyM TPX 3 0-

A3
CneuiajibHHM

STapTOBHH uaGip
CneKTpyM TPX 3 B

LunpH uax

E(o7iaTKOBHH lunpny
CneKTpyM TPXSAl

Class/Kjiac

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa



60605302

60605303

60605304

60605306

60605307

60605321

60605323

Spectmm TPH 3 Syringe
Refill A2

Spectrum TPH 3 Syringe
Refill A3

Spectrum TPH 3 Syringe
Refill A3.5

Spectmm TPH 3 Syringe
RefillBl

Spectrum TPH 3 Syringe
Refill B2

Spectmm TPH 3 Syringe
Refill 0-A3,5

Spectmm TPH 3 Syringe
Refill 0-A2

SPECTRUM
TPHA2
SYRINGE
SPECTRUM
TPHA3
SYRINGE
SPECTRUM
TPH A3,5
SYRINGE
SPECTRUM
TPHB1
SYRINGE
SPECTRUM
TPHB2
SYRINGE
SPECTRUM
TPH 0-A3,5
SYRINGE
SPECTRUM
TPH3 0-A2
SYRREF

^(OflaTKOBHM UinpHU
CneKTpyM TPX 3 A2

/toflaTKOBHH lunpny
CneKTpyM TPX 3 A3

flOflaTKOBHH UinpHU

CneKTpyM TPX 3

A3.5
^OflaTKOBHM UinpHU

CneKTpyM TPX 3 B l

fl,0/iaTKOBMH UinpHU

CneKTpyM TPX 3 B2

^(oflaTKOBMH lunptiu
CneKTpyM TPX 3 0-

A3.5
^oflaTKOBMH mnpHu

CneKTpyM TPX 3 0-

A2

IIa

IIa

IIa

IIa

IIa

IIa

IIa

DENTSPLY DeTrey GmbH:

Senior Manager Quality Assurance &
Regulatory Compliance

^^^^^</
Grischka Friedrich

Stamp

(position/nocajia)

Dentsply DeTrey GmbH
De-Trey-Straße 1
78467 Konstanz

Germany

(signature/niflnnc)

(flara/date)
27. 05. 2024

(name, patronymic, sumame/niB)

fliew/31.12.2028
valid till


