
AEKJIAPAIÜfl HPO BI^HOBI^HICTL Xs 11 peflaKuin  1 /
DECLARATION ofCONFORMITY X» 11 version Xsl

BHpoÖHHK/Manufacturer: DENTSPLY DeTrey GmbH, De-Trey-Strasse l, 78467 Konstanz, Germany/
AEHTCnJIAH ̂ eTpefi FMÖX, Ae-TpeH-UJTpacce l, 78467 KoHCTaHu, HiMCHHMHa

nuTBep^aeye, lyo BCJ MejiHHHi BHpoßH, uio nepepaxoBaHi B JloaaTKy l / declare that all medical devices listed
in Annex l

Kjiac pH3HKy/ Risk class: IIa, sri^HO J\owT Ky 1 TexHiHHoro perjiaMCHTy moflo Me^HHHHx BHpoöiB   753 wj\

2. 10.2013 pOKy /üa according to Attachment 2 ofTechnical 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, Germany/^EHTCHJlAH fleTpeß FMÖX, ̂e-TpeH-LUTpacce l, 78467 KoHcraHu, HmemviHa

aflpec BHpoOHHqoro MaiiflaHHHKy/address of manufacturing site: De-Trey-Strasse l, 78467 Konstanz, Germany/
AEHTCnJlAM ̂ eTpefi FMÖX, ̂ e-TpeM-mT pacce l, 78467 KoHCTaHu, HiMeHMMHa

Bi^noBiflaroTb BHMoraM TexHiqHoro perjiaMCHTy uioflo Me^HHHHx BHpoöiB, aaTBep/iaceHoro HocTaHOBoro
KaßiHCTy MinicTpiB yKpai'HH BW 02.10.2013  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

TexHiqna flOKyMCHTauia Ha Mew^m BMpo6H po3po6jieHa ra BnpoBaa^eHa/Technical documentation for

medical devices has been developed and implemented.

ynoBHOBaatCHHH npeflCTaBHHK BHpo6HHKa B yK pai'Hi/Responsible representative of manufacturer in
Ukraine: HpeflCTaBHMUTBo "^(EHTCnjIAH JliMiTefl" 3a aflpecoio Byj i. BejiHKa BacHjibKiBCbKa, 6yflHHOK 9/2, o4)ic
40, M. KHIB 01004, VKpai'Ha, B oco6i: rojiOBM npeflCTaBHMUTBa noTe6Hi M.F. (sa fl,ei<jiapauiK) no npH3uaqeHHa yn

Bifll5. 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).

^CKjiapauiro BiflnoBiflHocTi cKjiafleno Ha ni/icTaBi/Declaration of Conformity was drawn in reliance upon:
CepTM^iKar ßiflnoBiflHOCTi   PR. 284-17 ßifl 27.05.2024.

CepT H(J3iKaTH BMAaHO yKpaiHCbKHM HayKOBHM iHCTMTyTOM CepTM(})iKauii (HOMep npH 3HaqeHoro opraHy  
UA. TR. 116, aTecTaTM aKpeflHTauii"   80103 Ta   10302).

BiflnoßiflajibHicTb 3a flocTOßipH icTb HaflaHoi' iH(j)opM auii' Hece BHPOÖHHK./

Certificate ofconformity   PR.284-17 fi-om 27.05.2024.
Certificate was issued by Ukrainian Research Institute of Certification identification number   UA. TR. 116.
certificatesofaccreditationNo. 80103 andNo. 10302).

Manufacturer is responsible for authenticity ofthe provided infonnation.



Attachment I/^OWTOK l

NEO Spectra universal nano-ceramic restorative /
HEO CneKTpa yH iBepcajibHHfi HaHo-KepaMiiHHH pecTaBpayiiiHHH MaTepiaji

REF/KaTajio^HHi

HOMCp

60701879

60701870

60701880

60701890

60701871

60701872

60701873

60701875

60701874

60701876

60701881

60701882

60701883

60701885

English name öl
product

modifications
/Ha3Ba

MOflH4»iKayii"
BHpoöy

aHFJIIHCbKOK)

MOBOH)

Neo Spectra ST
LV Discovery
Kit
Neo Spectra ST
LV Intro Kit

Neo Spectra ST
LV Intro Kit

Neo Spectra ST
LV Syringe Eco
K.it
Neo Spectra ST
LV Refill AI

Neo Spectra ST
LV Refill A2

Neo Spectra ST
LV Refill A3

STeo Spectra ST
LVRefillA3.5

^eo Spectra ST
LV Refill A4

^eo Spectra ST
_V Refill BW

sTeo Spectra ST
.V Refill AI

sTeo Spectra ST
.V Refill A2

sfeo Spectra ST
.V Refill A3

s[eo Spectra ST
.VRefillA3.5

Name in the
invoice/

Ha3Ba B iHBofici

NEO SPECTRA
ST DISC KIT
LVCOM
NEO SPECTRA
ST INTRO LV
COMP
NEO SPECTRA
ST INTRO LV
SYR
NEO SPECTRA
ST ECO REF LV
SYR
NEO SPECTRA
ST REF LV AI
COM
NEO SPECTRA
ST REF LV A2
COM
NEO SPECTRA
ST REF LV A3
COM
NEO SPECTRA
STREFLVA3.5
COM
NEO SPECTRA
ST REF LV A4
^OM
^EO SPECTRA
3T REF LV BW
^OM
^EO SPECTRA
3TREFLVA1
5YR
WO SPECTRA
5T REF LV A2
5YR
^EO SPECTRA
sT REF LV A3
5YR
^EO SPECTRA
5TREFLVA3.5
5YR

Ukrainian
name in the

invoice/
Ha3Ba B
IHBOHCI

yK paiHCbKoro

MOBOK)

Ha6ip HEO
CneKTpa CT
fl, icKaBepi JIB
Haöip HEO
CneKTpa CT
iHTpO J1B

Ha6ip HEO
CneKTpa CT
JIB iHTpO
Ha6ip HEO
CneKTpa CT
JIBEKO
HEO CneKTpa
CTJIB
3MiHHHH AI

HEO CneKTpa
CTJIB
3MiHHHH A2

HEO CneKTpa
CTJ1B
3MiHHHH A3

HEO CneKTpa
CTJ1B
SMiHHMM A3.5

HEO CneKTpa
CTJIB
SMJHHMH A4

HEO CneKTpa
^TJIB
SMiHHMH BB

9EO CneKTpa
^TJIB
SMiHHMM AI

-1EO CneKTpa
:TJIB
(MJHHHM A2

-IEO CneKTpa
:TJ1B
iMiHHMH A3

4EO CneKTpa
:TJ1B
IMJHHHH A3.5

Ukrainian nam<

of product
modifications

/Haaea

MOflH^iKauii'
BHpoöy

yK palHCbKoro

MOBOH)

Ha6ip HEO
CneKTpa CT
/], icKaBepi JIB
Ha6ip HEO
CneKTpa CT
iHTpO JIB

Ha6ip HEO
CneKTpa CT J1B
iHTpO
Haöip HEO
CneKTpa CT J1B
EKO

HEO CneKTpa CT
J[B 3MiHHMH AI

HEO CneKTpa CT
J1B 3MiHHHH A2

HEO CneKTpa CT
JIB 3MiHHMH A3

HEO CneKTpa CT
JlB3MiHHMÖA3.5

HEO CneKTpa CT
J1B 3MJHHHH A4

HEO CneKTpa CT
JIB 3MiHHMM BB

HEO CneKTpa CT
J1B 3MiHHHH A]

HEO CneKTpa CT
JIB 3MJHHMH A2

KEO CneKTpa CT
HB 3MiHHHM A3

HEO CneKTpa CT
HB SMJHHHH A3.5

Class/Kjiac

IIa

IIa

IIa

[la

[la

[la

[la

:Ia

la

la

la

la

la

la



60701884

60701979

60701970

60701980

60701990

60701971

60701972

60701973

60701975

60701974

60701976

60701981

60701982

60701983

60701985

60701984

60701944

60701940

Neo Spectra ST
LV Refill A4

Neo Spectra ST
HV Discovery
Kit

Neo Spectra ST
HV Intro Kit

Neo Spectra ST
HV Intro Kit

Neo Spectra ST
HV Eco Refill

Neo Spectra ST
HV Refill AI

Neo Spectra ST
HV Refill A2

Neo Spectra ST
HV Refill A3

Neo Spectra ST
HV Refill A3.5

Neo Spectra ST
HV Refill A4

Neo Spectra ST
HV Refill BW

Neo Spectra ST
HV Refill AI

Neo Spectra ST
HV Refill A2

Neo Spectra ST
HV Refill A3

Neo Spectra ST
HVRefillA3.5

Neo Spectra ST
HV Refill A4

Neo Spectra ST
Effects

Discovery Kit

Neo Spectra ST
Effects Intro Kit

NEO SPECTRA
ST REF LV A4
SYR
*NEO
SPECTRA ST
DISC KIT HV
COM
NEO SPECTRA
ST INTRO HV
COMP
NEO SPECTRA
ST INTRO HV
SYR
NEO SPECTRA
ST ECO REF
HVSYR
NEO SPECTRA
ST REF HV AI
COM
NEO SPECTRA
ST REF HV A2
COM
NEO SPECTRA
ST REF HV A3
COM
NEO SPECTRA
STREFHVA3.5
COM
NEO SPECTRA
ST REF HV A4
COM
NEO SPECTRA
ST REF HV BW
COM
NEO SPECTRA
ST REF HV AI
SYR
NEO SPECTRA
ST REF HV A2
SYR
NEO SPECTRA
ST REF HV A3
SYR
NEO SPECTRA
STREFHVA3.5
SYR
NEO SPECTRA
ST REF HV A4
SYR
*NEO
SPECTRA ST
EFFECTS DIS
COM
NEO SPECTRA
ST EFFECTS
KJTCOM

HEO CneKTpa
CTJ1B
3MJHHMM A4

Ha6ip HEO
CneKTpa CT
^(icKaeepi XB

Ha6ip HEO
CneKTpa CT
XBiHTpO

Ha6ip HEO
CneKTpa CT
XB iHTpO

Ha6ip HEO
CneKTpa CT
XBEKO
HEO CneKTpa
CTXBB
3MiHHHfiAl

HEO CneKTpa
CTXBB
3MJHHHH A2

HEO CneKTpa
CTXBß
3MiHHHH A3

HEO CneKTpa
CTXBB
3MiHHMH A3.5

HEO CneKTpa
CTXBß
3MJHHHM A4

HEO CneKTpa
CTXBß
3MiHHHM BB

HEG CneKTpa
CTXBB
3MiHHHH AI

HEO CneKTpa
CTXBB
3MiHHHH A2

HEO CneKTpa
CTXBB
3MiHHHH A3

HEO CneKTpa
CTXBB
3MiHHHH A3.5

HEO CneKTpa
CTXBB
3MiHHMM A4

Ha6ip HEO
CneKTpa CT,
HEO CneKTpa
CT ItjieKTc
Ha6ip HEO
CneKTpa CT
I(})eKTC

HEO CneKTpa CT
J1B SMJHHHH A4

Ha6ip HEO
CneKTpa CT
/], icKaßepi XB

Ha6ip HEO
CneKTpa CT XB
iHTpO

Ha6ip HEG
CneKTpa CT XB
iHTpO
Ha6ip HEO
CneKTpa CT XB
EKO

HEO CneKTpa CT
XB B 3MiHHHH AI

HEO CneKTpa CT
XB B 3MJHHHH A2

HEO CneKTpa CT
XB B SMJHHHH A3

HEO CneKTpa CT
XB B SMJHHHM
A3.5
HEO CneKTpa CT
XB B 3MJHHHH A4

HEO CneKTpa CT
XB B 3MiHHMH BB

HEO CneKTpa CT
XB B 3MiHHHM AI

HEO CneKTpa CT
XB B 3MiHHMH A2

HEO CneKTpa CT
XB B 3MiHHHM A3

HEO CneKTpa CT
XB B 3MJHHMH
A3.5
HEO CneKTpa CT
XB B 3MiHHMH A4

Ha6ip HEO
CneKTpa CT,
HEO CneKTpa CT
I(})eKTC
Ha6ip HEO
CneKTpa CT
I4>eKTC

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa



60701950

60701942

60701943

60701941

60701952

60701953

60701951

60701931

60701930

60701910

60701920

60701911

60701912

60701913

60701915

Neo Spectra ST
Effects Into Kit

Neo Spectra ST
EffectsRefillDl

Neo Spectra ST
Effects Refill D3

Neo Spectra ST
Effects Refill El

Neo Spectra ST
EffectsRefillDl

Neo Spectra ST
Effects Refill D3

Neo Spectra ST
EffectsRefillEl

Neo Spectra ST
flow Syringe
Discovery Kit

Neo Spectra ST
flow Compula
Discovery Kit

Neo Spectra ST
flow Compula
Intro Kit

Neo Spectra ST
flow Syringe
Intro Kit

Neo Spectra ST
flow Compula
Refill AI

Neo Spectra ST
flow Compula
Refill A2

Neo Spectra ST
flow Compula
Refill A3

Neo Spectra ST
flow Compula
Refill A3,5

NEO SPECTRA
ST EFFECTS
KITSYR
NEO SPECTRA
ST EFFECTS Dl
COM
NEO SPECTRA
ST EFFECTS D3
COM
NEO SPECTRA
ST EFFECTS El
COM
NEO SPECTRA
STEFFECTSD1
SYR
NEO SPECTRA
ST EFFECTS D3
SYR
NEO SPECTRA
ST EFFECTS El
SYR
NEO SPECTRA
ST FLOW
DISCY SYR

NEO SPECTRA
ST FLOW DISC
COMPA

NEO SPECTRA
ST FLOW
INTRO COM

NEO SPECTRA
ST FLOW
INTRO SYR

NEO SPECTRA
ST FLOW AI
COM

NEO SPECTRA
ST FLOW A2
COM

NEO SPECTRA
ST FLOW A3
COM

NEO SPECTRA
STFLOWA3.5
COM

Ha6ip HEO
CneKTpa CT
I^CKTC
HEG CneKTpa
CT I^CKTC
3MJHHHH^1
HEO CneKTpa
CT I(j)eKTc
3MJHHHH ̂ 3
HEO CneKTpa
CT IfjieKTC
3MiHHMH El

HEO CneKTpa
CT I(j)eKTC
3MJHHHH ß,\
HEO CneKTpa
CT I4)eKTc
3MJHHMM ̂ 3
HEO CneKTpa
CT I(j)eKTC
3MiHHHM El

Ha6ip HEO
CneKTpa CT
Ojioy
/], icKaßepi B
uinpH yax

Haöip HEO
CneKTpa CT
C>floy
flicKaßepi B
KOMnbiojiax

Ha6ip HEO
CneKTpa CT
Ojioy iHTpo B
KOMRbIOJiaX

Ha6ip HEO
CneKTpa CT
Qjioy iHTpo B
lunpM uax

HEO CneKTpa
CT Ojioy B
KOMHblOJiaX

3MiHHMH AI

HEO CneKTpa
CT Ojioy B
KOMnbrojiax

3MiHHMH A2

HEO CneKTpa
CT Ojioy B
KOMnbrojiax

3MiHHMH A3

HEO CneKTpa
CT (Djioy B
KOMObIOJiaX

3MiHHHHA3.5

Ha6ip HEO
CneKTpa CT
I4>eKTC
HEO CneKTpa CT
I(})eKTC 3MiHHMH

[w_
HEO CneKTpa CT
I4>eKTC 3MJHHMH
W

HEO CneKTpa CT
I^CKTC 3MiHHHH
El
HEO CneKTpa CT
!(})eKTC 3MiHHMM
^1
HEG CneKTpa CT
14'CKTC 3MiHHHM
W

HEO CneKTpa CT
I(})eKTC 3MiHHMH
El
Ha6ip HEO
CneKTpa CT
<I>Jioy /], icKaBepi B
uinpHuax

Ha6ip HEO
CneKTpa CT
Ojioy fl, icKaBepi B
KOMnbiojiax

Ha6ip HEO
CneKTpa CT
Qjioy iHTpo B
KOMObIOJiaX

Ha6ip HEO
CneKTpa CT
Ojioy iHTpo B
Lunpuuax
HEO CneKTpa CT
Ojioy B
KOMHbIOJiaX

3MiHHMÜAl

HEO CneKTpa CT
Ojioy B
KOMnbiojiax

3MJHHHH A2

HEO CneKTpa CT
Qjioy B
KOMnbiojiax

3MiHHHH A3

HEO CneKTpa CT
^>jioy B
KOMHbKtJiaX

3MiHHMHÄ3.5

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa



60701914

60701916

60701918

60701919

60701917

60701921

60701922

60701923

60701925

60701924

60701926

60701928

60701929

60701927

Neo Spectra ST
flow Compula
Refill A4

Neo Spectra ST
flow Compula
Refill BW

Neo Spectra ST
flow Compula
Refill Dl

Neo Spectra ST
flow Compula
Refill D3

Neo Spectra ST
flow Compula
Refill El

Neo Spectra ST
flow Syringe
Refill AI

Neo Spectra ST
flow Syringe
Refill A2

Neo Spectra ST
flow Syringe
Refill A3

Neo Spectra ST
flow Syringe
Refill A3.5

Neo Spectra ST
flow Syringe
Refill A4

Neo Spectra ST
flow Syringe
Refill BW

Neo Spectra ST
flow Syringe
Refill Dl

Neo Spectra ST
flow Syringe
Refill D3

Neo Spectra ST
flow Syringe
Refill El

NEO SPECTRA
ST FLOW A4
COM

NEO SPECTRA
ST FLOW BW
COM

NEO SPECTRA
ST FLOW Dl
COMP

NEO SPECTRA
ST FLOW D3
COMP

NEO SPECTRA
STFLOWE1
COMP

NEO SPECTRA
ST FLOW AI
SYR

NEO SPECTRA
ST FLOW A2
SYR

NEO SPECTRA
ST FLOW A3
SYR

NEO SPECTRA
ST FLOW A3.5
SYR

NEO SPECTRA
ST FLOW A4
SYR

NEO SPECTRA
STFLOWBW
SYR

NEO SPECTRA
ST FLOW Dl
SYR

NEO SPECTRA
ST FLOW D3
SYR

NEO SPECTRA
STFLOWE1
SYR

HEO CneKTpa
CT Ojioy B
KOMHbIOJiaX

3MiHHHH A4

HEO CneKTpa
CT Ojioy B
KOMHbIOJiaX

3MJHHHH EB

HEO CneKTpa
CT Ojioy B
KOMObIOJiaX

3MJHHHM J^l
HEO CneKTpa
CT Ojioy B
KOMHbIOJiaX

3MJHHHH /],3
HEO CneKTpa
CT Ojioy B
KOMnbK)jiax

3MJHHHM El

HEO CneKTpa
CT Qjioy B
uinpMyax

3MiHHMM AI

HEO CneKTpa
CT Ojioy B
uinpH uax

3MiHHMH A2

HEO CneKTpa
CT Ojioy B
lunpHyax

SMiHHHH A3

HEO CneKTpa
CT cDjioy B
Lunpuuax
3MiHHMH A3.5

HEO CneKTpa
CT Ojioy B
uinpH Uflx

3MiHHHM A4

HEO CneKTpa
CT Ojioy B
uinpMuax

3MiHHMM BB

HEO CneKTpa
CT Ojioy B
lunpH uax

3MJHHHH f{\
HEO CneKTpa
CT (£>noy B
uinpH uax

3MJHHMH ̂ (3
HEO CneKTpa
CT Onoy B
lunpM iiax

3MiHHHM El

HEO CneKTpa CT
Qjioy B
KOMnbiojiax

3M1HHHH A4

HEO CneKTpa CT
Ojioy B
KOMnbK)JiaX

3MJHHHM BB

HEO CneKTpa CT
Ojioy B
KOMnbiojiax

3MiHHMH^l
HEO CneKTpa CT
Ojioy B
KOMHblOJiaX

3MWHHH J^3
HEG CneKTpa CT
Ojioy B
KOMHbIOJiaX

3MiHHHH El

HEO CneKTpa CT
Ojioy B ujnpHuax

3M1HHMHA1

HEO CneKTpa CT
Ojioy B uinpH uax

3MJHHHM A2

HEO CneKTpa CT
Ojioy B uinpHuax

3M1HHHH A3

HEO CneKTpa CT
Ojioy B unpHuax

3M1HHHH A3.5

HEO CneKTpa CT
Ojioy B uinpMuax

3MJHHHH A4

HEO CneKTpa CT
Ojioy B uinpM uax

3M1HHHH BB

HEO CneKTpa CT
(Djioy B uinpHuax

3M1HHHH fl,l

HEO CneKTpa CT
Ojioy B uinpHuax

3MJHHMM ̂1,3

HEO CneKTpa CT
Ojioy B uinpnuax
3MiHHHM El

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa

IIa



60615208

60615209

DeTrey
Conditioner 36

Syringe Refill

DeTrey
Conditioner 36

Eco Refill

DETREY
CONDITIONER
36SYR.

CONDITIONER
36 ECO.PACK.

^eTpeß
KoH^HuioHep
36 B uinpHui
3M1HHHM

^(eTpeß
KoH/iMuioHep
36 EKO 3MiHHHH

/],eTpefi
KoH^HuioHep 36 B
lUnpHL(l 3M1HHHM

^eTpefi
KoH^MyioHep 36
EKO SMiHHHH

IIa

IIa

DENTSPLY DeTrey GmbH:
^EHTCnJlAM ̂ eTpeii FMGX:

Senior Manager Quality Assurance &
Regulatory Compliance

^xe^-^^'.

^e^^/
Grischka Friedrich

(position/noca^a) (signature/niflnnc) (name, patronymic, sumame/niB)

Dentsply DeTrey GmbH
Stamp De-Trey-Straße'1

78467 Konstanz
Germanv

(aaTa/date)
27. 05. 2024

flieflo/31. 12. 2028
valid till


