- ToBapucTBo 3 06MexeHoI0 BiaNOBiAANbHICTIO «IEHTAYM»

fopuintHa anpeca: Byauus Aunpis ["onoska, 6yannok 12, m. Kuis, 03110,
Ykpaina. Kog €IPTIOV 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

HMexaapauist npo sBianosianicts Ne 1-03.09.2024 (Peo. 01)
Declaration of conformity No. 1-03.09.2024 (Rev. 01)
Texniunomy persamenty moao mexnunnx BHPOOGiB, 3aTBepaxkenoro [Mocranosoro KaGinery Minicrpis
Ykpaiuu Bin 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine

on 02.10.2013 Ne753

(nassa TexuiuHoro pernamenty / name of Technical regulations)

IloBHe HalMeHYBaHHS cy0'exkTa
rocnojapoBaHHsa (BUpoGHMKa a6o iioro
YIOBHOBA)KEHOI0 MpPEACTABHHKA), SKHIi
AeKJIapye BiANoOBiAHicTL mpoxykmii) Ta
oro micuesHaxomkeHns:

Full name of business entity(manufacturer
or its authorized representative), that
declares the conformity of products and its
location:

3arajibHa HA3BAa MeQHYHHX BHPOOIB:
General name of Medical devices:

Knacndikanis:
Classification:

Ilepenik meanunux BupoGis:
List of Medical devices:

BianosinaroTs BuMoram:
Comply with the requirements of:

Hupexrop TOB «JIEHTAYM»
Director of LLC DENTAUM

HazBa nocaau
Position

Prevest DenPro Limited
Unit II, EPIP, Bari Brahmana, Jammu - 181133, INDIA

[Tpesect Henllpo Jlimiten
FOwir I1, ETTIIT (Ekcnopr IMpomoyiu Inpactpian IMapk), Bapi
bpaxmana, [kammy - 181133, IH/IIS1

Ten. /Tel.: +91 88990 74151, +91 88993 3617, +91 96975 01 143
e-nowra / e-mail: exportmarketing@prevestdenpro.com
BeGcaiT / website: www.prevestdenpro.com

miaTBepIKYye, mo / confirms, that

Marepiann cromaronoriuni / Dental Materials

Kanac Ila
srizno 3 Momatkom 2 («Kpurepii KjacHpikanii meanununx
BHPOOIB») 10 TeXHi4HOr0 perjamMeHTy WI0A0 MeaAHUHMX BHpOOiB,

3aTeepakenoro [Ilocranosoro Kabinery Minictpis Ykpaiuu Bin
02.10.2013 p. Ne753 /

Class Ila
according to Annex 2 ("Criteria for classification of medical

devices") of Technical regulation on medical devices, approved by Decree
of Cabinet of Ministers of Ukraine on 02.10.2013 Ne753

HaBenenui B Jlonarkax 1, 2, 3, 4, 5, 6, 7, 8,9, 10, 11, 12 no
Heknapauii npo sianosianicTs Ne 1-03.09.2024 (Peo. 01) /

is given in Annexes 1, 2, 3, 4, 5, 6, 7. 8,9,10, 11, 12 to Declaration
of conformity No. 1-03.09.2024 (Rev. 01)

Texniunoro  pernamenty momo  MeamuHmx BHPOOIB,
3aTBepkeHoro Iocranosoro KaGinery MinicTpis Ykpainu Bia
02.10.2013 p. No753 /

Technical regulation on medical devices, approved by Decree of
Cabinet of Ministers of Ukraine on 02.10.2013 Ne753

Ia6iii JTliana IBaniBua

Tsabii Liana
\\ aeHTudiKaLIfHUA kog
[Tixue, Ta evatras [1Ib
Sig ¢ a Full Name

Cropinka 1 i3 6
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- ToBapHCTBO 3 0OMexkKeHOI BiANOBIAANBHICTIO «IEHTAYM»

tOpHAKYiHa anpeca: Bynuus Anapis Fonoska, 6yannok 12, m. Kuis, 031 10,
Yxpaina. Kon €IPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

HNexnapauis npo Bianosianicrs Ne 1-03.09.2024 (Peo. 01)
Declaration of conformity No. 1-03.09.2024 (Rev. 01)
Texuiunomy persiamenTy moao Meanunux BHPOGiB, 3aTBepaxkenoro [ocranoBoro KaGinery Minicrpis
Ykpainu Bix 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine

on 02.10.2013 No753

(na3sa TexHiunoro pernamenty / name of Technical regulations)

Ilepenik 3acTocoBannx HanioHaANLHHX
CTaHJapTiB:
List of applied National Standards:

Hupexrop TOB « IEHTAYM)
Director of LLC DENTAUM

HasBa nocaau
Position

ACTY EN ISO 13485:2018 Meanuni BHpOOH. Cucrema
YNpaBJiHH#A sikicTio. Bumoru 10 perymosanus /

DSTU EN ISO 13485:2018 Medical devices. Quality management
system. Requirements for regulatory purposes:;

ACTY EN ISO 14971:2015 Bupo6u meanuni. Hactanosn mozo
YNpPaBJIiHHA PH3UKOM /

DSTU EN ISO 14971:2015 Medical devices. Application of risk
management to medical devices;

ACTY EN ISO 15223-1:2018 3aco6u meanuHoi Texniku. Y MoBHi
MO3HAKH HA €THKETKAX 3ac00iB MeIHYHOT TexHiKH, MapKOBAHHS
Ta 060B’A3K0BI BizomocTi. YacTuua 1. 3aranbhi Bumoru /
DSTU EN ISO 15223-1:2018 Medical devices. Symbols to be used
with medical device labels, labelling and information to be supplied.
Part 1. General requirements;

ACTY EN 1ISO 10993-1:2015 BioJqoriune ouiHioBaHHS
MeAHYHHUX BUPOOiB. YacTuna 1. OuinoBanus i TecryBanus B
PaMKax npouecy ynpasJiHHsI pU3MKAMH /

DSTU EN ISO 10993-1:2015 Biological evaluation of medical
devices. Part 1. Evaluation and testing within a risk management
process;

ACTY EN ISO 10993-5:2015 Biosoriune OUiHIOBAHHSA
MEAHYHHX  BHpoOiB. Yacruwa 5. Bunpobysauus Ha

UHTOTOKCHYHICTD in vitro /
DSTU EN ISO 10993-5:2015 Biological evaluation of medical
devices. Part 5. Tests for in vitro cytotoxicity;

ACTY EN ISO 10993-11:2015 Bioqoriune ouinoBaHHs
MeAHYHHX BHPOGiB. YacTnna 11. BunpoGyBanus Ha cucremny
TOKCHYHICTD /

DSTU EN ISO 10993-11:2015 Biological evaluation of medical
devices. Part 11. Tests for systemic toxicity;

L a6iii Jliana IBanisna

Tsabii Liana
Kznreeraneuarracon /- [TIb
anak resawg%%gﬁp Full Name
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- ToBapucTBO 3 06mMexeHot0 BianosizanbuicTio (JIEHTAYM»

IopHAnYHA afpeca: Bynuus Auapis [Nonoska, 6yannok 12, M. Kuis, 03110,
Vkpaina. Kon €EIPTIOVY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Heknapauis npo Bianosianicrs Ne 1-03.09.2024 (Peo. 01)
Declaration of conformity No. 1-03.09.2024 (Rev. 01)
Texniunomy perjiamenTy mo010 MeAHYHHX BHPOGIB, 3aTBep1KeHoro [locTanoBo0 KaGinery MinicTpiB
Ykpainn Bin 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine

on 02.10.2013 Ne753

(nassa Texniunoro pernamenty / name of Technical regulations)

Ha3ga ta anpeca BupoGunka:
Name and address of the manufacturer

Hazpa Ta MiCIle3HAXO0KEeHHS
BHPOOHHUTBA:

Name and location of production site:

YnoBHoBaxkeHnmii
Ykpaini:
Authorized representative in Ukraine:

NpeaACTABHHUK B

Jupexrop TOB «JIEHTAYM»
Director of LLC DENTAUM

Ha3ssa nocaau
Position

JACTY EN ISO 14155:2015 Kainiuni gocjailkeHHs: MeIHYHHX
BHPOOGIB 1135 moaeii. Hanexna kainiuna npaktuka /

DSTU EN ISO 14155:2015 Clinical investigation of medical devices
for human subjects. Good clinical practice;

JACTY EN 1641:2015 CromaroJiorisa. MeanuHe o61aqHaHHe AJis
cromaroJorii. CupoBuHa i maTepiann /

DSTU EN 1641:2015 Dentistry. Medical devices for dentistry.
Materials

Prevest DenPro Limited
Unit II, EPIP, Bari Brahmana, Jammu - 181133, INDIA

[Tpesect Heullpo Jlimiten
FOwi II, EITIIT (Excnopr [Mpomoywn Inaactpian MMapk), bapi
bpaxmana, bxammy - 181133, IH/IA

Ten. /Tel.: +91 88990 74151, +91 88993 3617, +91 96975 01143
e-nowra / e-mail: exportmarketing@prevestdenpro.com
Bebcaiit / website: www.prevestdenpro.com

Prevest DenPro Limited
Unit II, EPIP, Bari Brahmana, Jammu - 181133, INDIA

[Tpesect JlenlIpo Jlimiten
Owir 11, EIIIT (Ekcriopt INpomoywn Inpactpian IMapk), Bapi
bpaxmana, Dxammy - 181133, IH/IA

Ten. /Tel.: +91 88990 74151, +91 88993 3617, +91 96975 01143
e-nowta / e-mail: exportmarketing@prevestdenpro.com
BeOcailT / website: www.prevestdenpro.com

TosapucTBo 3 06mexenoro Binnosiganbuictio « IEHTAYM»

B 0c00i aupexTopa: Lla6iii Jlianu IBanisuu

IOpHAHYHA ajpeca: Byanusa Aunapis I'onoBka, GyauHok 12, m.
Kuis, 03110, Ykpaina. Kog €APIIOY: 31806976 /

M a6iii Jliana IBaniBna
Tsabii Liana

b
Full Name
CropiHka 3 i3 6
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- ToBapucTBO 3 06MexkeHOI0 BianoBiaaabHicTio « IEHTAYM»

fopuanyiHa ajpeca: Bynuus Anapis lonoska, Gyaunok 12, m. Kuis, 03110,
Ykpaina. Kon €JIPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Heknapauis npo Bianosianicrs Ne 1-03.09.2024 (Peo. 01)
Declaration of conformity No. 1-03.09.2024 (Rev. 01)
Texuiunomy pernamenty moao meguunux BHPOOiB, 3aTBepakenoro [Mocranosoro Kabinery Minicrpis
Yxpainu Bin 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine

on 02.10.2013 Ne753

(na3Ba TexuiuHoro pernamenty / name of Technical regulations)

YnoBHoBaxenwuii NpeICTABHUK B
Ykpaini Ha nigcrasi:

Authorized representative in Ukraine on the
basis of?

IIpouenypa ouinkn BixnoBigHoCTi:
Conformity Assessment Procedure:

Ceprudikar OuinoBanus
Bianosignocri:
Conformity Assessment Certificate:

Hupextop TOB «IEHTAYM>»
Director of LLC DENTAUM

HazBa nocaau
Position

Limited Liability Company DENTAUM

represented by director: Tsabii Liana

legal address: Andrija Golovka street, building 12, city Kyiv, 03110,
Ukraine.

Code USREOU (Unified state register of enterprises and
organizations of Ukraine): 31806976

Ten. / Tel.: +38(063) 233-46-74. +38(050) 759-87-77,
+38(066) 371-84-54

e-nowrta / e-mail: lianadentaum@gmail.com

BeGcaT / website: www.dentaum.com.ua

HMosipenocti Bin Bupo6unka,

Aata Buaadi: 27.03.2024 p., aiiicna nporsirom 5 (n’sw) pokiB /
Power of Attorney issued by manufacturer,

date of issue: 27.03.2024, is valid for 5 (five) years

sritio 3 Jlonatkom 3 (Ge3 mepeBipkm NPOEKTY MeJHYHOro
BHpolOy) «ITopsizok npoBeneHus npoueaypu 3a0e3nedyeHHs
byHKUiIOHYBAHHS KOMNJIEKCHOT CHCTEMH yYNpaBJiHHA SKiCTION
A0 TeXHIYHOro perJaMenTy OO MeAHYHUX BHPODiB, 3aTBEPIKEHOr0
Mocranosoro Kabinery Minictpis Ykpainu sin 02.10.2013 p. Ne753 /
according to Annex 3 (without design examination of the medical
device) "The order of conduct the procedure of ensuring the
functioning of  full quality management system"
of Technical regulation on medical devices, approved by Decree of Cabinet
of Ministers of Ukraine on 02.10.2013 Ne753

Ceprudikar OuinroBanus Bianosianocri, 3apeccTPOBaHO B
peecrpi 3a Ne UA.TR.001.0753.30.01048-24

aata peecrpauii: 03.09.2024 p.

Aificuuii no: 02.09.2029 p.

Conformity Assessment Certificate, Registered Certificate Number
UA.TR.001.0753.30.01048-24

registration date: 03.09.2024

valid till: 02.09.2029

Ia6iii Jliana IBaniBna
Tsabii Liana

[1b
Full Name
Cropinka 4 i3 6
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- ToBapucTBo 3 06mexenoro BianosinanbuicTio « IEHTAYM»
IOpHAnYHA aapeca: Bynuusa Auapis [Nonoska, 6ynunok 12, m. Kuis, 03110,
Yxpaina. Kon €ZIPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Hexaapauist npo Bianosianicts Ne 1-03.09.2024 (Peo. 01)
Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexuiunomMy persiaMeHTy W00 MeAHYHHX BHPOGiB, sarBepakenoro [locranosoro KaGinery MinicTpis
Ykpainu Bin 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

(na3Ba TexHiunoro pernamenty / name of Technical regulations)

Ilpusnavenuii opran 3 oninkn AIl «YKPMETPTECTCTAHJIAPT» ) .
BianmoBinHocTi: (IEPXABHE [N AMMPUEMCTBO «BCEYKPAIHCbKHWH
Conformity assessment body: JEPXXABHUM HAYKOBO-BUPOBHHUYHMHU LIEHTP

CTAHIAPTH3ALII, METPOJIOIT, CEPTU®IKALII TA
3AXHCTY IPAB CITOXXHMBAUIB»)
(4, Byn. Merponoriuna, Kuis, 03143, Ykpaiua) /

SE “UKRMETRTESTSTANDART”

STATE ENTERPRISE «ALL-UKRAINIAN STATE RESEARCH
AND PRODUCTION CENTER FOR STANDARTIZATION,
METROLOGY, CERTIFICATION AND CONSUMERS’ RIGHTS
PROTECTION»

(4, Metrologichna st., Kyiv, 03143, Ukraine)

InenTudikaniiinuii Homep npusHauenoro

oprany 3 OLiHKH BiAnoBiaHOCTI:
Conformity assessment body identification
number:
UA.TR.001

Hilicaum, Bupo6uuk Ipesecr HenIIpo Jimiren (Inaist) AeKJIapye€ BiANOBIAHICTb NPOAYKUIl 3a3HAYEHOT B Wi
AeKJaapauii npo BiANOBiAHICTH, BHKOHAHHS OCHOBHHX BHMOT /10 MeAHYHHX BHPOGIB, 3rinHo 3 loxarkom 1 g0
Texniunoro periamenTy moa0 MeaHYHHX BHPOGIB, saTBepaxenoro Ilocranosoro KaGinery MinicTpis
Ykpainn Bix 02.10.2013 p. Ne753.

Texniuna nokymenTanis 3 niaTBepakeHHs BianosixHocTi 36epiracTnes y npumimeHHax Bupoouuka [pesecr
HAenllIpo Jimiren (Inais) Ta iioro ynoBHOBakeHOro NpeacTaBHHKA B Ykpaini - TOB «/IEHTAYM».
Mex1apauisi npo BiANOBiAHiCTH cK/IaZeHa NIl UIAKOBHTY BiANOBiAANbHICTD Bupobnnka Ilpesecr Jdenllpo
Jlimiten (Inpist), mo Biamosinae 3a BBexeHH MeAHYHHX BHPOoGiB B 00ir. BitnosinaasHicts 32 nocrosipuicTn
Hanauoi indopmauii nece Bupo6uuk Ipesecr Nenllpo Jdimiren (Inais).

HAupextop TOB « IEHTAYM» Ia6iit Jliana IBanisna

Director of LLC DENTAUM Tsabii Liana
Hazga nocaau AFIC [1Ib
Position Signature and stamp Full Name

Cropinka 5 i3 6
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- ToBapucTBO 3 06mMeskeHol0 BianosigaabHicTio « IEHTAYM)»
lopuanYHa aapeca: Bynuus Anapis [onoska, 6yauHok 12, m. Kuis, 03110,
Ykpaina. Kon €IPTTOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Jexnapauis npo Bianosinuicts Ne 1-03.09.2024 (Peo. 01)
Declaration of conformity No. 1-03.09.2024 (Rev. 01)
Texniunomy perJameHTy 010 MeIHYHHX BHPOGIB, 3aTBepaxenoro [locranosoio KaGinery Minictpis
Ykpainu Big 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

(na3Ba Texuiunoro pernamenty / name of Technical regulations)

Hereby, manufacturer Prevest DenPro Limited (India) declares conformity of products indicated in this Declaration
of conformity, the fulfillment of essential requirements for medical devices according to Annex | of Technical
regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine on 02.10.2013 Ne753.
Technical documentation proving conformity is retained under premises of the manufacturer Prevest DenPro
Limited (India) and its authorized representative in Ukraine - LLC DENTAUM. Declaration of Conformity is issued
under the sole responsibility of the manufacturer Prevest DenPro Limited (India), that is responsible for placing
medical devices on the market. The manufacturer Prevest DenPro Limited (India) is responsible for the authenticity
of the provided information.

Jara nepworo Buaanus: 03.09.2024 Jara 3akindyenns repminy aii: 02.09.2029

Date of first issue: Date of expiry the term of validity:

Hara octannboro neperasiny: 03.09.2024 Pepaxuis Ne: Pen. 01

Date of last revision: Revision No.: Rev. 01

Micue ckaaganns: m. Kuis, Ykpaina HJara ninnucanna: 03.09.2024
Place of issue: city Kyiv, Ukraine Date of signing:

ITionucano i imeni ma 3a 0osipenicmio YnoeHoeaxcenum npedcmagHuKom
Signed on behalf of and on the basis of power of attorney by Authorized representative

Hdupexkrop TOB «(JIEHTAYM» L{a6iii Jliana IBaniBHa

Director of LLC DENTAUM Tsabii Liana
Ha3sa nocanu [T
Position Full Name

CropiHka 6 i3 6
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TosapucTso 3 o6mexenoto BianosinaabHicTio « IEHTAYM»
IopuaMYHa aapeca: Bynuus Anapis [Nonoska, 6ynuHok 12, m. Kuis, 03110,
Vkpaina. Kon €IPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Honarok 1 no dexsiapanii npo BignoBiguicrs Ne 1-03.09.2024 (Peo. 01)
Annex 1 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
Texniunomy perjiaMeHTy 00 MeJHYHHX BHPOOiB, 3aTBepakenoro [locranosoto KaGinery MiunicTpis
Ykpainu Big 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Class Ila Kaac lla
Ne | Hasea meau4uHOro BHpoOy aHI1iliCbKOI MOBOKO Ha3Ba meanunoro BHpody yKpaiHCbKOIO MOBOIO
Dental Materials MaTepiaJin cToOMaTONOTiYHI
Restorative Materials: PecraBpauiiini maTepiaiu:
1. | Magma NT Refill Pack Magma NT Refill Pack
Light Curing Nano Ceramic Universal Restorative CBIT/IOTBEpAHYU HiT HAHO-KepaMiUuHHWIl yHiBepCalbHHiA
Refill Pack, Syringe pecraBpalliiiHuii maTepian, B Habopax, Wnpuuax
2. | Magma NT Intro Kit Magma NT Intro Kit (Ha6ip InTpo kiT)
Light Curing Nano Ceramic Universal Restorative CaiTnoTBepHy4Hii HAHO-KEPaMiYHUI YHiBepcalbHUii
Intro Kit. Syringes pecraBpalliiiHuii MaTepian, B LNMpULax
3. | Magma NT Master Kit Magma NT Master Kit (Ha6ip MacTtep KiT)
Light Curing Nano Ceramic Universal Restorative CBIiT/I0TBEpAHYU M HAHO-KEpaMiYHHUI yHiBEpCabHHUi
Master Kit. Syringes pecTaBpauiiiHuii MaTepia, B LINpULAX
4. | Magma NT Unit Dose Compules Magma NT Unit Dose Compules
Light Curing Universal Nano Ceramic Composite CBiTnoTBepAHYY il HAHO-KEpaMiuHUIH yHiBepcanbHHi
Unit Dose Compules pecraBpaliifHuii MaTepian, B Habopax, Kancyaax-koMn'ax
5. | Fusion Universal Composite Refill Pack Fusion Universal Composite Refill Pack
Light Curing Universal Nano Hybrid Composite CBiTNIOTBEpAHYY I HAHO-TIOPiIAHKI yHiBepcalbHUI
Refill Pack. Syringe pecraBpaliiiHuii MaTepian, B Habopax, LWnpyuax
6. | Fusion Universal Composite Intro Kit Fusion Universal Composite Intro Kit (Ha6ip InTpo kiT)
Light Curing Universal Nano Hybrid Composite Kit | CsiTnorsepaHyuuii HaHO-riOpiAHUIA yHiBEpCaTbHUIA
Intro Kit. Syringes pecraBpaliifHWii MaTepia, B LWUNpULAX
7. | Fusion Universal Composite Combo Kit Fusion Universal Composite Combo Kit
Light Curing Universal Nano Hybrid Composite Kit | (naéip Kom6o kit) CiTi0 TBepaAHYyUHii HaHO-TiOpiaAHKH
Combo Kit. Syringes YHiBepcaslbHHWii pecTaBpauiiiHuii MaTepias, B Lnpuuax
8. | Fusion Universal Composite Unit Dose Compules | Fusion Universal Composite Unit Dose Compules
Light Curing Universal Nano Hybrid Composite Unit | CBitTioTBepaHyuuii HaHo-riOpiaHUA yHiBepcabHUi
Dose Compules pecraBpaliiiH1ii MaTepian, B Habopax, Kancyaax-komn'osax
9. | Fusion Flo Trial Pack Fusion Flo Trial Pack
Light Curing Universal Nano Flowable Composite CaiTiorBepaAHy4 Mt HAHO-TiOPiAHKH YHIBEpCcaNlbHUH PiaKHii
Trial Pack. Syringes komnosut Tpian INak, B wnpuuax
10. | Fusion Flo Fusion Flo
Light Curing Universal Nano Flowable Composite CBiTnoTBepAHYU Mii HAHO-TIOPINHMI YHIBEpCabHUI piakuii
KOMMO3MT, B LUNpHLAX
11.| Fusion Flo SE Trial Pack Fusion Flo SE Trial Pack
Light Cured, Self Adhesive Hybrid Flowable CaiToTBepAHYY M, CAMONPOTPABJIIOIOUHH, CAMOKIICIOUHH,
Composite. Syringes, accessories yynoBuii pinkuil komnosut Tpian [Nak, B Wnpruax, 10MoMixHi
3acobu
12. | Fusion I-Seal Fusion I-Seal

light cured glass ionomer cement for lining, extended
fissure sealing and smaller lesions

CKJ10I0HOMEpHUIi LEMEHT CBITJIOBOrO 3aTBEPAiHHS LTS MiAKIAAKH,
repMeTHsaulii po3MpeHnx Qicyp i HEBENUKHUX YLIKOIKEHb

Hdupextop TOB « IEHTAYM»
Director of LLC DENTAUM

Ha3sBa nocagu
Position

Il a6iii Jliana IBaniBHA
Tsabii Liana
b
Full Name
Cropinka 1 i3 13
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ToBapucTso 3 06mMexenoro BianosigaabHicTio < AIEHTAYM»
fopunYHa aapeca: Bynuus Auapis ['onoska, 6ynuHok 12, m. Kuis, 03110,
VYxpaina. Kon €IPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

HJoaarok 2 no Jdexknapauii npo Bianosianicre Ne 1-03.09.2024 (Peo. 01)
Annex 2 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexHiuHOMY perjiaMeHTy 010 MeAHYHHX BHPOOIB, 3aTBepakenoro [loctanoBoio Kabinery MinicTpis
Ykpainu Big 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

No Ha3Ba mean4uHOro BHpo0y aHrailcbK0W0 MOBOIO Hassa MmeauuHoro Bupo0y YKpaiHCbKOK MOBOH

13.| Fusion Flo Combo Pack Fusion Flo Combo Pack
Light Curing Universal Nano Flowable Composite CBiTn0TBEpAHYU Hii HAHO-TIOPIAHKHA YHIBEpCaNbHUI pinkuit
Combo Pack. Syringes, accessories komno3ut Kom6o Iak, B winpuuax, 10noMixHi 3acobu

14.| Self Comp Self Comp
Self Curing / Chemical Curing Two Component JIBOKOMMOHEHTHHUI HAHO-TiOPUAHHUI KOMMO3UT i3
Nano Hybrid Composite CaMOTBEP/LiHHAM/XiMiYHUM TBEPIiHHAM.

15.| Fusion Core DC Flo Intro Pack Fusion Core DC Flo Intro Pack
Light Curing/Chemical Curing, Nano-Tech Core Kommno3ut noasiiiHOro TBepaiHHA HAHO-TEXHONOTIUHKI s
Build-up Composite Intro Pack. Automix Syringe, Han0ynoBu KysbTi Ta dikcauii wrugTis InTpo Iak,.
accessories B CaMO3MiLUYIOU WX LUMPHLIAX, JIOTNOMiXHi 3ac00H

16. | Fusion Core DC Flo Combo Pack Fusion Core DC Flo Combo Pack
Light Curing/Chemical Curing, Nano-Tech Core KoMMo3uT noasiitHOro TBEpAiHHA HAHO-TEXHOJIOTIUHUI 1N
Build-up Composite/ Core Build Up Haa0ynoBM KynbTi Ta dikcauii wrudtis Kombo INak

17.| PF Seal Trial Pack PF Seal Trial Pack
Light Curing Pit & Fissure Sealant Trial Pack. CBiTyIOTBEpAHYY M1 KOMTO3UT [UT FepMeTH3allii AMOK, dicyp Ta
Syringe, accessories tpiwmH Tpian [Mak, B wnpuuax, 10MoMixHi 3acobu

18.| PF Seal Intro Pack PF Seal Intro Pack
Light Curing Pit & Fissure Sealant Intro Pack. CsiTioTBEpAHYH M KOMMO3UT A1 repMeTH3aLi amMok, dicyp Ta
Syringes, accessories TpiuwH [HTpo [ak, B WNpULax, A0NOMiXkHi 3ac06H

19.| PF Seal SE Trial Pack PF Seal SE Trial Pack
Self Etch Light cured Pit & Fissure Sealant Trial CBiTJIO TBEpAHYUHI CAMOANre3UBHUI KOMIMO3MUT TS repMeTH3allii
Pack. Syringe, accessories AMOK, ¢icyp Ta Tpiwmn Tpian [lak,

B LUMPHLAX, JOMOMiXHi 3ac00H

20. | PF Seal SE Intro Pack PF Seal SE Intro Pack
Self Etch Light cured Pit & Fissure Sealant Intro CBiT/I0 TBEPAHYUMI caMOANre3UBHUH KOMMO3HUT /TSl repMeTh3alii
Pack. Syringes, accessories AMOK, Gicyp Ta Tpiwms IHTpo [Nak, B winpuuax, 10noMixHi 3aco0u

21.| Fusion Ultra D/C Intro Pack Fusion Ultra D/C Intro Pack
Dual curing, resin based, composite adhesive luting DIKCYIOUH KOMIO3UTHHI aAre3MBHUI LIEMEHT MOJBiHHOro
cement Intro Pack Auto Mix / Automix Syringe, 3aTBEpiHHs Ha OCHOBI cMou [HTpo [lak, B camo3Milyounx
accessories LUMpHLAX, JONOMidXHI 3aco0U

22.| Fusion Ultra D/C Universal Intro Pack Fusion Ultra D/C Universal Intro Pack
Self Curing/ Self Etching, Resin Based Composite CamoTBepaitoUHii, CaMONPOTPABIIIOU I KOMMO3UTHUI dikcyroumi
Adhesive Luting Cement Intro Pack / Automix emeHT InTpo [ak. B caMO3MiLLIyIOU X LINPULAX, A0TIOMiXHi
Syringe, accessories 3acobu

23.| Fusion Self Lute Intro Pack Fusion Self Lute Intro Pack

Self curing/chemical curing, resin based, composite
adhesive luting cement Intro Pack / Automix Syringe,
accessories

CaMmoTBepaitouniit/XiMi4HOTBEPAIOYHI KOMMO3UTHHUI (ikcyrounii
uemeHT [HTpo [Mak. B caMOo3MiLLylOu KX LIMPHLAX, JOMOMiXHI
3acobu

Jupextop TOB «JIEHTAYM»
Director of LLC DENTAUM
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ToBapucTBO 3 06mMexeHor0 BianoiaaabHicTio « IEHTAYM»
HOpUaMYHa afpeca: Byauus Auapist [onoBka, 6yanHok 12, M. Kuis, 03110,
VYkpaina. Kox €IPIIOY 31806976.

Ten.: +38(063) 233-46-74.+38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Honarok 3 no Jexnapauii npo BianoBignicts Ne 1-03.09.2024 (Peo. 01)
Annex 3 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexniuHOMy per;JiaMeHTy 11010 MeAHYHHX BHPOGiB, 3aTBepaxkenoro [ocranosolo Kabinery MinicTpis
Ykpainn Big 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Ne | HaszBa meaAnuHOro BHpo0y aHraidcbK00 MOBOK Ha3Ba Mean4Horo BHpo0y YKpaiHCbKOI MOBOI
24.| Fusion Crysta Adhesive Trial Pack Fusion Crysta Adhesive Trial Pack
Light Cure Orthodontic Adhesive Trial Pack. Syringe | CiTnorBepaHyuuii opronoHTH4Huii aaresus Tpian [lak,
B LUMPHLAX
25.| Fusion Crysta Adhesive Intro Pack Fusion Crysta Adhesive Intro Pack
Light Cure Orthodontic Adhesive Intro Pack. CaiTioTBEpAHYY Hii OPTOAOHTHUHUI aare3us IHTpo [lak,
Syringe B LUMpPHULAX
Sealants Liners & Base Materials: CHJIaHH Ta MiAKAAN04HI MaTepiaau:
26.| ApaCal ART Trial Pack ApaCal ART Trial Pack
Light Curing Pulp Protectant / Liner Trial Pack. 3axucHuil 3aci6 s Myabnu, Wo nogiMepusyeTses ceitiom Tpian
Syringe, accessories [Tak, B LINpuuax, 10MoMixHi 3acobu
27.| ApaCal ART Intro Pack ApaCal ART Intro Pack
Light Curing Pulp Protectant / Liner Intro Pack 3axHCHHIA 3aci6 s Mysibnu, WO NoJiMepU3yeThCs CBITIOM IHTPO
Syringes, accessories IMak, B Linpuuax, 10MoMixHi 3acobu
28.| Fusion I Seal Trial Pack Fusion I Seal Trial Pack.
Light Curing Glass lonomer Composite Cement Trial | Ck10ioHOMepHHii LEMEHT CBITJIOBOTO TBEPAIHHA 1A MIAKIIAAKH,
Pack. Syringe, accessories repMeTH3aLii po3KpeHnx Gicyp i HEBEIMKHX YLIKOLKeHb Tpian
[lak, B Wnpuuax, 10NOMiXxHi 3acobu
29. | Fusion I Seal Intro Pack Fusion I Seal Intro Pack
Light Curing Glass lonomer Composite Cement Intro | Ck/10ioHOMepHH#i LEMEHT CBIT/IOBOrO TBEPAIHHS [IS MiAKIAAKH,
Pack. Syringe, accessories repMeTH3adii po3wrpeHnx Qicyp i HEBENMKHX YWIKOMLKEHb IHTPO
[Nak, B wWnpuuax, 10NOMixkHi 3aco0u
30. | Fusion I Seal Economy Pack Fusion I Seal Economy Pack
Light Curing Glass lonomer Composite Cement CKJI0i0HOMEPHHMi1 LIEMEHT CBITIIOBOrO TBEPAIHHA 1A MiAKNALKH,
Economy Pack. Syringes, accessories repMeTH3alii po3upeHnx Qicyp i HEBETUKHX YIIKOMIKEHD
ExoHom [lak, B wnpuuax, 10noMixHi 3acobu
31.| Cal LC Trial Pack Cal LC Trial Pack
Light Curing Radiopaque Calcium Hydroxide Paste CBIT/0 TBEpAHYYa PEHTIEH KOHTPACTHA NacTa riZiPOOKCHY
Trial Pack. Syringe, accessories kasibuito Tpian [Nak, B wnpuuax, 10noMixkHi 3acobu
32.| Cal LC Intro Pack Cal LC Intro Pack
Light Curing Radiopaque Calcium Hydroxide Paste CBITJIOTBEpIHYYA PEHTIEH KOHTPACTHA MacTa riAPOKCHIY KabLLito
Intro Pack. Syringes, accessories IuTpo [Mak, B wnpruax, 10MoMixcHi 3acobu
33.| Cal LC Economy Pack Cal LC Economy Pack
Light Curing Radiopaque Calcium Hydroxide Paste CBIT/IOTBEpHYYA PEHTIEH KOHTPACTHA MacTa riAPOKCHIY KallbLilo
Economy Pack. Syringes, accessories ExoHom [lak, B winpuuax, 10MoMixHi 3acobu
Adhesives: ANre3HBH:
34.| Fusion Bond 7 Intro Pack Fusion Bond 7 Intro Pack
Light Curing Self Etching One Component Bonding | CBiTioTBepaHy4Hii CaMONpPOTPABIIIOKOY A OLHOKOMIOHEHTHHIA
Adhesive Intro Pack azaresus IHTpo [lak
35.| Fusion Self Etch Bond Intro Pack Fusion Self Etch Bond Intro Pack

Light Curing Self Etching One Component Bonding
Adhesive Intro Pack

CBITJI0TBEPAHYU Wil CAMONPOTPABIIOIOU NI OIHOKOMIOHEHTHHUI
agresus IHtpo Iak

Jupextop TOB « IEHTAYM»
Director of LLC DENTAUM
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Tosapuctso 3 o6mexeHoto BianoBinaabHicTio « IEHTAYM»
IOpUANMYHA azpeca: Bynuus Anapis ['onoska, OynnHok 12, M. Kuis, 03110,
Vpaina. Kon €IPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Hoaartok 4 go deksapauii npo Bianosinnicrs Ne 1-03.09.2024 (Peo. 01)
Annex 4 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
Texniunomy per;iaMeHTy 11010 MeAHYHHX BHPODiB, 3aTBepakenoro [locranosorw Kabinery Minicrpis
Yxpainu Bin 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Ne Ha3Ba Mmean4yHOro BHpo0y aHriicLK0I0 MOBOIO Ha3sa MeauuHoro BHpody yKpaiHCbKOK MOBOK
36.| Fusion Bond 7 Economy Pack Fusion Bond 7 Economy Pack
Light Curing Self Etching One Component Bonding | CBiTyioTBepaHyHHii camonpoTPaBIHOKOUKii OAHOKOMNOHEHTH Uil
Adhesive Economy Pack. Plastic Bottles, accessories | anre3us Exonom [lak, B MJ1aCTMKOBOMY (hJ1aKoH,
JI0MOMiXHi 3acobu
37.| Fusion Self Etch Bond Economy Pack Fusion Self Etch Bond Economy Pack
Light Curing Self Etching One Component Bonding | CsiTioTBepaHyHnii camonpoTpaBioroUnii 01HOKOMMOHEHTH I
Adhesive Economy Pack. Plastic Bottles, accessories | aaresus Ekonom [Tak,
B [JIACTUKOBOMY (JIaKOHi, 10MOMiXHi 3acobu
38.| Fusion Bond 5 Intro Pack Fusion Bond 5 Intro Pack
Light Curing Total Etch One Component Bonding CBiTnoTBEpAHYUYHIT OTHOKOMMOHEHTHHUH are3uB M0 TEXHiLli
Adhesive Intro Pack TOTaJIbHOrO NpoTtpastoBaHHs [HTpo [lak
39.| Fusion Total Etch Bond Intro Pack Fusion Total Etch Bond Intro Pack
Light Curing Total Etch One Component Bonding CiTnoTBepAHYY Hil ONHOKOMIOHEHTHHUI aAre3uB Mo TeXHiLli
Adhesive Intro Pack TOTAJILHOTO NpoTpaBitoBaHHsA [HTpo [Nak
40.| Fusion Bond 5 Economy Pack Fusion Bond 5 Economy Pack
Light Curing Total Etch One Component Bonding CBiTyIoTBEpAHYY 1T OTHOKOMIOHEHTHHUH are3uB M0 TeXHiLli
Adhesive Economy Pack. Plastic Bottles, accessories | ToTanbHoro nporpasitoBanHs ExoHom [ak, B M1acTHKOBOMY
(n1aKoHi, 10nMoMixcHi 3acobm
41.| Fusion Total Etch Bond Economy Pack Fusion Total Etch Bond Economy Pack
Light Curing Total Etch One Component Bonding CBITNI0TBEpAHYU Hii OHOKOMMOHEHTHHIH aare3uB Mo TeXHiLli
Adhesive Economy Pack. Plastic Bottles, accessories | ToranbHoro nporpasmoBanHs ExoHom [lak, B niacTukoBomy
(s1akoHi, 1onoMixHi 3acobu
42.| Fusion Bond DC Fusion Bond DC
Dual Curing Total Etch Dentine/Enamel Bond, CaiTnoTBEpAHYY M IBOKOMMOHEHTHHUI aAre3nB eMasb/AEHTHH N0
Bonding Agent. Activator, accessories TEXHILli TOTaNbHOrO NMPOTPABJIFOBAHHS, aKTUBATOP, AOMOM XKHi
3acobu
43.| Renew MDP Regular Pack Renew MDP Regular Pack
One Component Self Etch Bonding Agent Regular CsiTnorBepaAHy4 Hii CAMONPOTPABIIIOIOYHI OHOKOMMOHEH THHIA
Pack. Bottle aaresus 3 MDP HanosHioBauem Perynap [lak, B dnakoHi
44.| Renew Universal Intro Pack Renew Universal Intro Pack
One Component Self Etch Universal Bonding Agent | CiTiorBepaHy4Hii caMonpoTpaBlOO4Hii OMHOKOMMOHEHTHHI
Intro Pack. Syringe, accessories yHiBepcasibHuii anres3us [HTpo [lak, B Wnpyuax, 10NoMixHi 3aco0u
45.| Renew Universal Regular Pack Renew Universal Regular Pack
One Component Self Etch Universal Bonding Agent | CeiTioTBepaHy4Hii cCaMONMPOTPABIIOYHI OIHOKOMMOHEHTHH
Regular Pack. Bottle yHiBepcanbHuii anre3us Perynap [lak, B ¢nakoHi
46.| Renew Universal Kit Renew Universal Kit

One Component Self Etch Universal Bonding Agent
Kit Contents: Renew Universal Bonding Agent,
accessories

CBITIOTBEpAHYU HIi CAMOMPOTPABIIOIOUHIi OHOKOMIIOHEHTHHH
yHiBepcasibHuii aare3uB YHiBepcanbHuii Habip. Cknaa Habopy:
Renew Universal Bonding Agent, nonomiskHi 3acobu

Jupexrop TOB «TEHTAYM»
Director of LLC DENTAUM
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Tsabii Liana
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TosapucTBo 3 00mexeHol0 BianoBiaaabHicTio « IEHTAYM»
FOpUaUYHA aapeca: Bynuus AHapis [onoska, 6ynuHok 12, m. Kuis, 03110,
Vkpaina. Kon €IPITOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Honarok S no Jexnapanii npo BignoBinnicrs Ne 1-03.09.2024 (Peo. 01)
Annex 5 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexniuHoMy perjiaMeHTy 010 MeAHYHHX BHPOOiB, 3aTBepakeHoro [locranosor KaGinery MinicTpis
Yxpainu Big 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Ne | HasBa Meau4yHOro BHpo0y aHriiicbKoI0 MOBOIO HasBa meaquuHoro BHpody yKpaiHCbKOK MOBOIO

47.| Fusion Crysta Adhesive Primer Regular Pack Fusion Crysta Adhesive Primer Regular Pack
Light Cure Self Etch Orthodontic Primer CaiTnorBepaHy4 Hit 0AHOKOMIOHEHTHHH CaAMO-MPOTPaBHHUIA
Regular Pack. Bottle, accessories opToaOHTHYHMI npaiiMep Perynap [lak, B dyiakoHi, nonomixHi

3acobu

48. | Fusion Crysta MDP Orthodontic Adhesive Kit Fusion Crysta MDP Orthodontic Adhesive Kit
Light Cure Orthodontic Adhesive Kit CaiTnoTBepAHYU Hil OPTONOHTHYHKH aare3us, Habip.
Kit Contents: Fusion Crysta Adhesive, Fusion Crysta | Cknan Ha6opy: Fusion Crysta Adhesive, Fusion Crysta Adhesive
Adhesive Primer, Syringe Actino Gel, accessories Primer, Syringe Actino Gel, nonomixHi 3aco6u

49.| Fusion Crysta Adhesive Trial Pack Fusion Crysta Adhesive Trial Pack
Light Cure Orthodontic Adhesive Trial Pack. CaitnorBepaHyuuit opronoHTHuHKi anre3us Tpian [lak, B
Syringe LinpuLax

Dental Cements: CromaTo10riuHi LeMeHTH:

50.| Micron Silver Micron Silver
Radiopaque, Silver Alloy- Glass lonomer Cement, PeHTreHoKoHTpacTHHIi pecTaBpaliiftH|i CKIIOIOHOMEPHUH LEMEHT
Restorative Kit. Contains: Powder, Liquid, i3 cpibnom, HaGip. Cknan HaGopy: MOpoLLOK, pianHa, LOMOM iXKHI
accessories 3acobu

51.| Micron Bioactive Micron Bioactive
Radiopaque Hydroxyapatite Modified-Glass lonomer | PeHTreHokoHTpacTHuii pecTaBpauiituii MoaudikoBaHuii
Cement Restorative Kit. Contains: Powder, Liquid, CKJIOIOHOMEpHHI UEeMEHT i3 rigpokcuanatutoM, Habip. Cknan
accessories Habopy: MopoLLOK, pilHa, A0MNOMIiXHI 3aCO0H

52.| Micron Superior Micron Superior
Radiopaque, Glass lonomer Cement, Restorative PentrenokoHTpacTHUit pecTaBpaLuiiiHWi CKJI0IOHOMEPHHI LIEMEHT,
Kit Contains- Powder, Liquid, accessories Habip. Cxnian HaGopy: mopoulok, pifinHa, 10NOMiXHi 3acobu

53.| Micron Superior Capsules Micron Superior Capsules
Aesthetic fine particle glass ionomer restorative PenrtreHokoHTpacTHHii pecTaBpaUiiiH1i CKII0IOHOMEPHHUI LIEMEHT
material in capsules Contents: Box of Capsules B Kancysax. YnakoBka KancyJ

54.| Micron Luting Micron Luting
Radiopaque, Glass lonomer Cement, Luting PEHTreHOKOHTpaCTHHI CKI10iOHOMEPHHI (iKCyOUHnii LEMEHT.
Kit Contains- Powder, Liquid, accessories [Topoluok, pinnHa

55.| Poly Zinc+ Intro Pack Poly Zinc+ Intro Pack
Zinc Polycarboxylate Cement Intro Pack Llnnk nonikap6okcinathuit uemeHT [HTpo [Nak. Cknan Habopy:
Kit Contains: Powder, Liquid, accessories MOPOLLOK, pifiMHA. AOMOMiXHi 3acobu

56.| Poly Zinc+ Economy Pack Poly Zinc+ Economy Pack ,
Zinc Polycarboxylate Cement Economy Pack LlnHk nonikap6okcinathuii uemenT Exonom IMak. Cxnian Habopy:
Kit Contains: Powder, Liquid, accessories TNOPOLLOK, piAKHA. IONOMiXkHi 3aco6H

57.| Zinc F+ Intro Pack Zinc F+ Intro Pack
Zinc Phosphate Cement Intro Pack Linnk docdaThuii uement Intpo INak. Crknan Habopy: NopoLLOK,
Kit Contains: Powder, Liquid, accessories pilMHA. 10MOMIXHI 3aco0u

58.| Zinc F+ Economy Pack Zinc F+ Economy Pack

Zinc Phosphate Cement Economy Pack
Kit Contains: Powder, Liquid, accessories

MHK docharthuii uemeHT ExoHom [lak. Cknan Habopy: nopoLok,
PYIG OTNOMi>KHI 3aco0H

Jupextop TOB « IEHTAYM»
Director of LLC DENTAUM

Ha3sa nocaau
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ToBapucTBO 3 00MexeHo0 BianosiaaabHicTio «IEHTAYM»
IopUAMYHa azapeca: Bynuus Anapis ["onoska, 6yauHok 12, M. Kuis, 03110,
VYkpaina. Kon €/IPI10Y 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Honarok 6 no dexsapanii npo Bignosignicrs Ne 1-03.09.2024 (Peo. 01)
Annex 6 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexniuHOMY perjiaMeHTy IIOA0 MeAHYHHX BHPOOIB, 3aTBepaxkeHoro [locranosoio KabGinery MinicTpis
Ykpainu Bin 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Ne | HasBa meanuHoOro BHpoOy aHrificbKol MOBOKO Ha3ssa meanunoro BHpody yKpaiHCcbKOI0 MOBOIO
Temporary Filling Materials: TumuyacoBi naoMGyBajiLHI MaTepiajin:
59.| Orafil G Orafil G
White Temporary Filling Material-Saliva Cure Ready | Tumuacosa nacra asisi niomoyBaHHs Ta TUMUacoBol dikcauii
Paste. Plastic Jar MOCTiHHUX KOPOHOK | MOCTiB, B MJIaCTHKOBI# GaHOU L
60. | Orafil Plus Orafil Plus
Pink Temporary Filling Material-Saliva Cure Ready | Tumuacosuii nioMOyBasibHuii MaTepian i3 pTOpHAOM HaTpito, B
Paste with Sodium Fluoride. Plastic Jar NnacTHKOBii GaHouLi
61.| Oratemp NE Manual Mix Paste Oratemp NE Manual Mix Paste
Non Eugenol Temporary Luting Cement Manual Mix | Tum4acoBuii ueMeHT Ge3 eBreHony s (ikcallii cToMaTonoriuHuX
Pack. Cartridge, Base & Catalyst, accessories KOHCTPYKLIi#, KAPTPHIXK, OCHOBA Ta KaTaji3aTop, 1OMOMiXkHi
3acobu
62.| Oratemp NE Automix Mix Paste Oratemp NE Automix Mix Paste
Non Eugenol Temporary Luting Cement Manual. TumuacoBuii ueMeHT 6e3 eBreHosy Ass Gikcallii CTOMaToNOriYHUX
Automix KOHCTPYKLIiH, B CAMO3MILLYIOUHX LUMPHLAX
63.| Orafil LC Orafil LC
Light Cured, Temporary Filling Material. Syringe CaiTnorBepaHy4 il TMMuacoBuii miomMOyBanbHUI MaTepian, B
LUMPHULL
64.| Oratemp C&B Oratemp C&B
Provisional Crown and Bridge Material Auto Mix Marepian 11 TAMYacOBHX KOPOHOK, MOCTIB i pecTaBpalliii, B
Pack Base / Catalyst Paste, accessories CamMO3MiLLYHOUHX LIMPHLIAX, OCHOBA, MacTa KaTali3aTop, A0MOMiXHi
3acobu
65.| Zinc Oxide Powder Zinc Oxide Powder
Plastic Jar LIMHK OKCHJ MOPOLIOK, B NJIACTHUKOBIH GaHOY L
66. | Calplus Calplus
Cal. Hydroxide Paste with lodoform Trial [lacra rigpokcuay KajbLito 3 fionohopmom
67.| MaxGenol MaxGenol
Mix Zincoxide to Form Temporary Cement PinnHa u1s THMYacOBOi LIeMeHTAaLliT 3 OKCHOM LIMHKY Ta
CTBOPEHHS THMYACOBOI MOB’A3KH.
68.| Eugenol Eugenol
Glass Bottle + Dropper CkiisHa 6yTHsiouKa Ta ninerka
Root Canal Sealing Materials: IaomGyBasibHi MaTepiajin 1A KOPEHeBHX KaHAJIIB:
69.| GuttaFill BA GuttaFill BA
BioakTiBHa nacTa uis rioMOyBaHHS KaHaJliB, HalOBHEHA
ryranepyto ta 6iockyioM
70.| EpoSolv Eposolv
Solvent For Resin & Phenolic Compound PO3UMHHUK 715 cMOJ1 | HEHONIBHUX CMOJYK
71.| CalUltra CalUltra

Two-component, rigid-setting, self-curing calcium
hydroxide preparation. Packaging: Base Paste /
Catalyst Paste

JIBOKOMIIOHEHTHHIA, TBEPAMH, CAMOTBEPIilOUMIA MiAPOKCHA
KanbLio. YNakoBKa: nNacta OCHOBA, Nacra KaTallizaTop

Jupexrop TOB «IEHTAYM»
Director of LLC DENTAUM

Ha3ga nocanu
Position
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ToBapucTBO 3 06MexeHor BianosinaabHicTio « IEHTAYM»
IopuaMYHa aapeca: Bynuus Anapis [onoska, 6yanHok 12, m. Kuis, 03110,
VYpaina. Kon €IPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Hoaarok 7 no Jdexnapauii npo Bignosignicts Ne 1-03.09.2024 (Peo. 01)
Annex 7 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexniuHOMY perjiaMeHTy 1100 MeAHYHHX BHPOOIB, 3aTBepaxeHoro [locranosoro KabGinery MinicTpis
¥Ykpainu Bin 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Ne | Ha3sBa mean4uHOro BHpoOy aHr1ilicbKOK MOBOKO Ha3Ba meanuHoro BHpody yKpaiHCcbKOIO MOBOIO
72.| MTA PLUS Trial Pack MTA PLUS Trial Pack
Root & Pulp Treatment Material Trial Pack. Marepian ans 06po6kn KOpeHEBUX KaHalliB Ta Teparii myabnu
Powder, Gel, accessories Tpian INak, nopotuok, refib, ONOMiXHI 3acobu
73.| MTA PLUS AQUA MTA PLUS AQUA
Vital Pulp Therapy Material & Root Treatment Marepian aist 06po6ki KOpeHeBHX KaHaJliB Ta Tepanii myabnu
Material
74.| MTA PLUS Intro Pack MTA PLUS Intro Pack
Root & Pulp Treatment Material Intro Pack. Marepia aist 06poOKH KOpEHEBUX KaHaiB Ta Teparnii mybnu
Powder, Gel, accessories InTpo [ak, NOpoLIOK, refb, I0NOMiXHI 3ac00H
75.| MTA Plus Economy Pack MTA Plus Economy Pack
Root & Pulp Treatment Material Martepian s 06po6GkH KOPEHEBHX KaHaJliB Ta Tepanii mybmu
ExoHom IMak
76.| Cerafill RCS Trial pack Cerafill RCS Trial pack
Bioceramic Root Canal Filling and Sealing Material Biokepamiunuii noctiiiHuii Matepian ans nioMOyBaHHA KOPEHEBHX
Trial pack kaHauiB Tpian [Nak
77.| Cerafill RCS Regular Pack Cerafill RCS Regular Pack
Bioceramic Root Canal Filling and Sealing Material BiokepaMiunuii nocTiiHUi MaTepian Ans nioMOyBaHHS KOPEHEBHX
kaHaniB Perynap [Mak
78.| NanoSeal S NanoSeal S
Cold Flowable Polydimethylsiloxane Based Root X00aHOTEKYUMit repMETHK /1S KOPEHEBHUX KaHA/iB HAa OCHOBI
Canal Sealer with Nano Silver MOJiAMMETHIICHIIOKCAHY 3 MiKpocpifiom.
79.| Zical Zical
Root Canal Sealer [lacta Ha OCHOBI OKCHIy LMHKY Ta €BreHOJTy Ul MOCTiiHOT
Kit Contains Powder, Liquid, accessories 00Typallii KOpeHEeBUX KaHaliB y NMoeaHaHHi 3 ryranepuyeto. Cknan
HabOpy: MOpOLLOK, piAHHA, JOMOMiXHi 3aco0u
80.| Zical Ultra Manual Mix Paste Zical Ultra Manual Mix Paste
Root Canal Sealant. Cartridge, Base & Catalyst Cunep Ha ocHoBi ZOE a5 noctiiiHoro nioMOyBaHHS KOPEHEBHUX
KaHaJliB 3y0iB, B KAPTPHLKI, OCHOBA Ta KaTasli3aTop
81.| Zical Ultra Zical Ultra
Root Canal Sealant Cunep Ha ocHoBi ZOE ajist mocTiiiHOro niaoMOyBaHHA KOPEHEBHMX
Kit Contains Powder, Liquid kaHau1iB 3y0iB. Ckiaj Habopy: MOPOLIOK, PiMHa.
82.| Cerafill Putty Cerafill Putty
Bioceramic dental material/ Biokepamiunuii cromaTtonoriuHuit Matepian s n1oMOyBaHHs
Syringe, accessories KOPEHEBHMX KaHaJliB, B LUMPHLAX, I0MOMiXHi 3acobu
83.| CalApex CalApex
Non-eugenol, Calcium Hydroxide Based Polymeric [MonimMepHuii repMeTHK 11 KOPEHEBUX KaHAJIiB HAa OCHOBI
Root Canal Sealant. Packaging Content: Base Paste, | riapokcuay KasbLito, L0 He MiCTUTb eBreHony. BmicT ynakosku:
Catalyst Paste, accessories nacra OCHOBa, 11acTa KarajnizaTop, 0NOMiXHi 3aco6u
84.| CalApex CalApex

Non-eugenol, Calcium Hydroxide Based Polymeric
Root Canal Sealant

nOﬂlMele/ll/l I"CpMCTMK ans KopeHean KaHaJliB HAa OCHOBI

Jupexrop TOB «(JIEHTAYM»
Director of LLC DENTAUM

Ha3Ba nocanu
Position

I1a6iii Jliana IBaniBHa
Tsabii Liana
b
Full Name
Cropinka 73 13
Page 7 of 13



ToBapucTBO 3 00mMexeHo0 BianoBinaabHicTio «IEHTAYM»
ropuauyHa aapeca: Byivus Anapis [onoska, 6yautok 12, m. Kuis, 03110,
Vpaina. Kon €IPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-mowra: lianadentaum@gmail.com

Honarok 8 no dexnapauii npo Bianosignicrs Ne 1-03.09.2024 (Peo. 01)
Annex 8 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexHiuHOMY perjiaMeHTy 00 MeAHYHHX BHPOOiB, 3aTBepakeHoro [locranoBoio KaGinery MinicTpis
Ykpainu Bix 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Ne Ha3zBa MeanuHoro BHpo0y aHrJiiicbKkol0 MOBOIO Ha3sa MeanuHoro BHpody YKpaiHCbKOK MOBOH
85.| Endoseal Plus Endoseal Plus
Root Canal Obturation Cement (shallow grained) PeHTreHOKOHTPACTHHI LEMEHT s 00TypaLli KOpeHEeBUX KaHaJiB.
(MiNKO 3epHUCTHIA)
86.| Endoseal Endoseal
Root Canal Obturation Cement PeHTreHOKOHTPACTHHUIi LEMEHT i 06TypaLlil KOpEeHEBHUX KaHaliB.
[Mopolwok, pianHa
87.| Eposeal Manual Mix Cartridge Eposeal Manual Mix Cartridge
Root Canal Sealing Material of two component paste- | JIBokoMnoHeHTHHI nacTononiOHuii MaTepian s nioMOyBaHHs
paste composition based on epoxy resin and tri- KOPEHEBMX KaHasliB Ha OCHOBI €MOKCHAHOI CMOJIH Ta
calcium phosphate TpuKanbuiiipochaTy, B KapTpHIKaAX
Endodontic Materials: EnaonoHTHYHI MaTepiaan:
88.| Dolo EDTA Gel Trial Pack Dolo EDTA Gel Trial Pack
17% EDTA Gel with 10% Carbamide Peroxide Trial | Bogopo3uuHHuii renb, wo mictuts 17% EDTA 3 10% nepokcuny
Pack kap6aMimy s XiMiUHOrO Ta MEXaHiYHOrO OYMLLEHHA KOPEHEBHX
kaHaniB Tpian [Nak
89.| EDTA Solution EDTA Solution
17% Buffered Solution of EDTA.Glass Bottle 17% po3unn EDTA, B ckisiHiii OyTuouui
90. | Carvene Carvene
D-Limonene Based G.P Solvant (Chloroform Free), PosunHHuK ryTanepui Ha ocHoBi d-nliMoHeHy (6e3 xjopodopmy).
Glass Bottles, Dropper CknisHa GyTHIOUKa Ta MinerTka
91.| Citrogen Citrogen
20% Citric Acid 20% NUMOHHA KHCJI0Ta
92.| Citrogen Citrogen
20% Citric Acid gel 20% renb JUMOHHOI KMCJIOTH
93.| Chlor X Chlor X
2% Chlorhexidine digluconate Solution Root Canal | 2% OMrIOKOHAT XJIOPreKCUANHY, AJIsi MPOMUBAHHA KOPEHEBHX
Irrigant KaHaJliB
94.| Chlor X Gel Chlor X Gel
2% Chlorhexidine Gel 2% AMIIIIOKOHAT XJIOPTrEKCHAMHY Tellb, 11 TPOMUBAHHS
Root Canal Irrigant, Cavity Cleanser KOPEHEBHUX KaHaJliB
95.| Camphenol Camphenol
Glass bottle, Dropper KamdeHos, cknsina 6yTunouka, ninerka
96.| Hyposol 3% Hyposol 3%
Sodium Hypochlorite Solution for Canal Irrigation [inoxsiopin Hatpito 3%, /UIsi MPOMHMBAHHSA KaHaJliB.
97.| Hyposol 5% Hyposol 5%
Sodium Hypochlorite Solution for Canal Irrigation I'inoxJopin Hatpito 5%, AIsi TPOMUBAHHS KaHaiB.
98.| Alvocure Alvocure

Dry Socket Paste. Plastic Jar

[Nacta-repmeTHk [JIs JIYHOK i MOB'sI3Ka Mic/ist BUAATIeHH: 3y0a, Y

MJ1IaCTUKOBIH GaHouLi

Hunpextrop TOB «IEHTAYM»
Director of LLC DENTAUM

Hazsa nocanu
Position

I1a6iii Jliana IBaniBHa
Tsabii Liana
b
Full Name
Cropinka 8 i3 13
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Ykpain

TosapucTBo 3 00mexenoo BianosiaanabhicTio « IEHTAYM»
IopHAMYHA aapeca: Byiuus Auapis [onoska, 6ynuHok 12, M. Kuis, 03110,

a. Kon €JIPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

HJonarok 9 no Jdexknapauii npo Binnosianicrs Ne 1-03.09.2024 (Peo. 01)
Annex 9 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexniuHOMYy perJjiaMeHTy 100 MeANYHHX BHPOOIB, 3aTBeprkeHoro Ilocranosoro KaGinery MinicTpis

Ykpainu Bin 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753
No Ha3sBa meanuHoro Bupo0y aHriicbLK00 MOBOIO Ha3Ba Mean4uHoro BHpody YKpaiHCbKOK MOBOK)
99.| 5 Steps Endo Smart Kit 5 Steps Endo Smart Kit
5-Steps Systematic Endodontic Treatment Kit For S-etanHuit HAGIp IS CHCTEMHOrO €HAOAOHTHYHOTO JiKYBaHHS 15
Predicable and Efficient Endodontics NpOrHO30BaHoI Ta epekTuBHOI eHaonoHTii. Cknaa Habopy:
Kit Contents: IlInpuu Calcigel, annikatopHi Hacanku, wnpuu Calplus,
syringe Calcigel, Applicator Tips, syringe Calplus, arutikatopHi Hacaakw, wnpuu Dolo EDTA Gel, annikatopHi
Applicator Tips, syringe Dolo EDTA Gel, Applicator | Hacamku, wnpuu Pulp X, annikatopHi Hacaaku, wnpuu Orafil LC,
Tips, Syringe Pulp X, Applicator Tips, syringe Orafil | wnpui Chlor X Gel, annikatopHi Hacanku, kaptpumxk Catridge
LC, Syringe Chlor X Gel, Applicator Tips, Catridge | Zical automix, nacra Base & Catalyst Paste, Hacanka Automix
Zical automix, Base & Catalyst Paste, Automix Tip
Pulp Capping Materials: Marepiajan ajs po6oTH 3 MyJaAbNOK:
100{ Calcigel Trial Pack Calcigel Trial Pack
Cal. Hydroxide Paste with Barium Sulphate VHiBepcaibHa nacrta 3 riapoKCHAy Kanblito i cyabdaTom Gapito
Trial Pack. Syringe, accessories Tpian [Nak, B wnpuuax, A0NOMixHi 3aco6u
101] Calcigel Intro Pack Calcigel Intro Pack
Cal. Hydroxide Paste with Barium Sulphate VHiBepcalbHa NacTa 3 riapoKCHy Kanbliio i cynbgpaTom 6apito
Intro Pack. Syringe, accessories InTpo [Mak, B wnp1uax, 10MoMixHi 3acobu
102| Calcigel Regular Pack Calcigel Regular Pack
Cal. Hydroxide Paste with Barium Sulphate VHiBepcaibHa nacTa 3 riApoKCcHy KaiblLito i cyabparom Gapiro
Regular Pack. Syringe, accessories Perynap [lak, B wnpuuax, 10noMixHi 3acobu
103| Calcigel Economy Pack Calcigel Economy Pack
Cal. Hydroxide Paste with Barium Sulphate VHiBepcasibHa nacTa 3 riApoKCHIY KasibLiio i cyabdaToM 6apito
Economy Pack. Syringe, accessories EkoHoM [lak, B wnpuuax, 10noMixHi 3acobu
104| Pulp X Pulp X
Pulp Devitalizer Syringe Pack [Ipenapat ais AeBiTanizauii myabnu, B WNPULAX, A0NOMiXKHi
Syringe accessories 3acobu
105 Calcium Hydroxide Powder Calcium Hydroxide Powder
[inpokcua KasbLilo, NOpOLIOK
106| Formacresol Formacresol
Endo Disinfectant/ Glass bottle, Dropper Hesindikytounii 3aci6 ans CHIbHO iH)IKOBAHUX KOPEHEBHUX
kaHaniB. Cxyisina GyTHiouKa, minerka
Desensitizers & Varnishes: JlesenciTaiizepn Ta JaKu:
107] Fusion Nano Coat Fusion Nano Coat
Light Curing Self Adhesive Protective Nano Filled CBiT/IOTBEpAHYY I 3aXUCHHUI Nak
Varnish / Plastic Bottle 3 HaHOHanoBHoBayeM. [InacTukoBa 6yTHiIoUKa
108| Copal F Copal F
Cavity Varnish with Fluoride 3axucHHUH dropnak
109| FluoroDip Bioactive FluoroDip Bioactive

Spearmint Flavour Varnish For Desensitizing and Re-
Mineralization. Plastic Squeeze Bottle

3yGHuii neceHcubinizytounii J1aK, Wo MiCTUTb GTOPUA HATPItO,
36araueHunii Gi0CKIOM U1 MOCHIIEHHS pemiHepaizalil emani Ta
[TnacTukoBa OyTHa04YKa

Jupextop TOB «JIEHTAYM»
Director of LLC DENTAUM
HazBa nocanu

Position

AEHTY

I1a6iii Jliana IBaniBHa

biaie S| Tsabii Liana
maneydTka / </ i
y Full Name

Cropinka 9 i3 13
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ToBapHcTBO 3 00MeskeHoto BianosinaabHicTio « IEHTAYM»
JOpUIMYHA anpeca: Bynuus AHapis [onoska, 6yauHoxk 12, m. Kuis, 03110,
Vkpaiua. Kon €/IPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowira: lianadentaum@gmail.com

JNopatok 10 mo Jeknapanii npo Bianosiguicrn Ne 1-03.09.2024 (Peo. 01)
Annex 10 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexHiuHOMY perJiaMeHTy 010 MeAHYHHX BHPOOiB, 3aTBepasenoro [Nocranosoro Kabinery MinicTpis
Ykpaiun Bia 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Ne | Ha3ssa MeaH4HOro BHpPOOYy aHIJ1ilCbKOI MOBOK Ha3zea MmeauuHoro BHpody YKpaiHCbKOI MOBO
110 FluoroDip Bioactive Monodose FluoroDip Bioactive Monodose
Spearmint Flavour Varnish For Desensitizing and Re- | 3y6Huii neceHcubinisyiouuii nak, wo MicTUTb ¢bropua Hatpito,
Mineralization 36araueHnii GiockI0M A1 NOCKHIIEHHS peMiHepanisauil emai Ta
JEHTHHY.
111| Shield Activ Shield Activ
2-Hema Based Dentin Desensitizer, Liquid 2-XeMa ofiHOeTaNMHuil AeceHcHbii3aTop NEHTUHY, pianHa
112| BioEnamel Gel BioEnamel Gel
Remineralizing Gel. Dispensing Pen Peminepanizytounii i neceHcubinizyrounii rens, 36araueHni
6iocK/IOM, pyuKa 103aTOp
113| Fluorotop APF Fluorotop APF
Topical Fluoride Acidulated Phosphate Fluoride IMpotukapiecuuii npenapat APF a1s cromatonori4Horo
1.23% Fluoride ion 3acrocyBaHHs 1,23 % ioHiB (TOpy Ta GTOpHLY HATPIIO.
114{ Fluorotop NF Fluorotop NF
Topical Fluoride Gel 1.23% Fluoride, Neutral PH dropuanuii renb s MicueBoro 3actocysatus 1,23% ¢ropy,
He#tpanbHuii PH
Etching Materials: Marepiajan A5 NpOTPaBKH:
115| Actino Gel Trial Pack Actino Gel Trial Pack
37% Phosphoric Acid Etching Gel, Blue Tinted Fenb TpaBuibHMil 37% dochoproi kucnotu Tpian [Nak,
Trial Pack. Plastic Bag, accessories GIAKUTHOTO KOJIbOPY, MUIACTHKOBHIA MaKeT, 10MOMixHi 3acobu
116 Actino Gel Jumbo Pack Actino Gel Jumbo Pack
37% Phosphoric Acid Etching Gel, Blue Tinted T'enb TpaBunbHuii 37% dochopHoi kucnotu [Hxymbo Ilak,
Jumbo Pack. Syringe, Empty Syringe, accessories 61aKMTHOTO KOJbOPY, B LUMPHLAX, 104aTKOBI MyCTi WNPHULH Ta
JIOMOMiXHi 3aco0u
117| Actino Liquid Actino Liquid
37% Phosphoric Acid Etching Liquid, Blue Tinted. Pinuua tpaBunbHa 37% $ochopHOT KHCIOTH, B GaHOU L
Squeeze Bottle.
118| Microgel SF Intro Pack (Silica Free) Microgel SF Intro Pack (Silica Free)
Gel for Enamel Etching and Dentin Conditioning Tenb TpaBUIBHHIA 1A eMalli Ta KOHALIOHYBaHHS 1EHTHHY, 6e3
Intro Pack. Syringe, accessories kpemHito [nTpo [Nak, B LWNpULAX, 10MOMiXHI 3ac00H
119| Microgel SF Economy Pack (Silica Free) Microgel SF Economy Pack (Silica Free)
Gel for Enamel Etching and Dentin Conditioning Tenb TpaBUbHHIA 415 eMaJli Ta KOHAMLIOHYBaHHS AEHTHHY, Oe3
Economy Pack. Syringe, accessories kpemHito Exonom Ilak, B Lunpuiax, 10MoMixHi 3acobu
120| Cera Etch Intro Pack Cera Etch Intro Pack
Porcelain Etching Gel Tenb 1ns npotpaBku kepamiky (5% naaBHKoBoi KMCnoTH) [HTPO
(5% Buffered Hydrofluoric Acid) Intro Pack. [Mak, B WNp1Uax, 10MOMiXHi 3aco0u
Syringe, accessories
121| Cera Etch Economy Pack Cera Etch Economy Pack
Porcelain Etching Gel Tenb ans npotpasky kepamiku (5% nnaBrkoBoi kucsoth) ExkoHom
(5% Buffered Hydrofluoric Acid) Economy Pack. B [UIACTHKOBIHM OyTHIIOU i
Plastic Bottle A YDA NN

Hupexrop TOB «IEHTAYM» Ia6iii Jliana Isanisna

Director of LLC DENTAUM Tsabii Liana
HazBa nocanu [1Ib
Position Full Name

Cropinka 10 i3 13
Page 10 of 13



ToBapucTBO 3 00mMexeHoro BianosinaabHicTio « IEHTAYM»
IopuaMYHa aapeca: Bynuus AHapis [onoska, 6ynuHok 12, m. Kuis, 03110,
VYkpaina. Kon €ZIPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

Honartok 11 go dexaapauii npo Bianosianicrs Ne 1-03.09.2024 (Peo. 01)
Annex 11 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexniuHOMYy perjiaMeHTy 11040 MeAHYHHX BHPOOIB, 3aTBeprkeHoro Ilocranosoio KaGinery MinicTpis
Yxkpainu Big 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Ne | HazBa MmeaH4HOro BHpoOy aHIilCbKO MOBOIO

Ha3sa Mmeau4yHoro Bupody yKpaiHCbKOK MOBOI)

Auxiliary Dental Materials:

JlonomixkHi cTomMaToJoriuni MaTepiaan:

122| Silane X Intro Pack
Silane Coupling Agent Intro Pack.
Syringe, accessories

Silane X Intro Pack
Cinan 38’ s3ytounii areHt IHTpo [ak, B Npuu, JonoMixHi 3aco0u

123| Silane X Economy Pack
Silane Coupling Agent Economy Pack. Bottle

Silane X Economy Pack
CinaH 3B’s13ytoumii areHT ExoHom [lak, B GyTunouui

124| Micron Dentin Conditioner
Polyacrylic Acid Cavity Conditioner. Bottle

Micron Dentin Conditioner
KoHauuioHep A€HTUHY HAa OCHOBI MOJTIAKPUIIOBOI KMCIIOTH, B
OyTuiouui

125| Ultra Dry Drying Agent Intro Pack
Syringe, accessories

Ultra Dry Drying Agent Intro Pack
3acib s OuMILEHHs Ta 3HEXKUPEHHS NMOBEPXOHb 3y6iB [HTpo [lak,
B LUMPHLI, IONOMiXKHi 3aco0u

126| Ultra Dry Drying Agent Economy Pack
Plastic Bottle

Ultra Dry Drying Agent Economy Pack
3aci6 i OYMLLEHHS Ta 3HEKUPEHHS MOBEPXOHb 3y6iB EKOHOM
[Tak. B naacTukoBiii GyTuouLi

127| Platina Hi-Gloss
Composite Polishing Paste, syringe

Platina Hi-Gloss
Komno3suTHa nacra iy nosiipyBaHHs 3y0iB, B LUMPHL

128| ACE (Ceramic Repair Kit)

ACE (Ha6ip nns pecraBpaulii kepamikh).

129| Spectra Fresh Mint Prophylaxis Paste
Jar, Grit Fine

Spectra Fresh Mint Prophylaxis Paste
[MpodinakTuuna nacra, 3i cMakoM M'sTH, APiGHOT 3ePHUCTOCTI, B
GaHouLli

130/ Spectra Fresh Strawberry Prophylaxis Paste
Intro Pack

Spectra Fresh Strawberry Prophylaxis Paste Intro Pack
ITpodinakruyHa nacra, 3i cMakom nonyHuui IHTpo [Mak

131| Spectra Fresh Orange Prophylaxis Paste Pack
Jar, Grit Fine

Spectra Fresh Orange Prophylaxis Paste Pack
[MpodinakruuHa nacra, 3i CMakom anenbcuHa, ApiOHOT
3€pPHHUCTOCTI, B 6aHOoYLI

132| Spectra Fresh Pineapple Prophylaxis Paste

Spectra Fresh Pineapple Prophylaxis Paste

Intro Pack Intro Pack
I[Npodinakrruna nacra, 3i cMakoM aHaHaca Iutpo Ilak
133| Reveal Reveal

Caries Indicator

IHAMKaTOp Kapiecy

134| Gingiva Shield VLC Intro Pack
Light Curing Gingiva Barrier

Gingiva Shield VLC Intro Pack
CsiTyioTBepaHyuHit riHriBaibHUi Gap’ep A i3onAUil AceH i
CYCiZHiX 3y0iB

135 Gingiva Shield VLC Economy Pack
Light curing Gingiva Barrier Economy Pack
Syringe,accessories

Gingiva Shield VLC Economy Pack
CBiT/I0TBEpAHYY Ml MiHTiBaIbHUH Gap’ep s i30oMALT AceH i
cycianix 3y6is ExoHom Ilak, B wnpuLi, 10MoMixHi 3aco0H

Jupextop TOB « IEHTAYM»
Director of LLC DENTAUM

Ha3Ba nocanu
Position

N ) L W, ’/V","'
-\‘l"h\ag»:::a’me#ﬁ'r a.
ignature and siamp

Ia6iii Jliana IBaniBna
Tsabii Liana
b
Full Name
Cropinka 113 13
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TosapucTBo 3 06mexeHoto BianoBiaaabHicTio «IEHTAYM»
IOpHAKYHA afpeca: Bynuus AHapis [onoska, 6yniHok 12, m. Kuis, 03110,
Vipaina. Kox €IPTIOY 31806976.

Ten.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-nowra: lianadentaum@gmail.com

HJonarok 12 no Jdexaapauii npo Bianosianicts Ne 1-03.09.2024 (Peo. 01)
Annex 12 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexHiYHOMY perjiaMeHTy 00 MeIMYHUX BUPOOGIB, 3aTBepaxeHoro IlocranoBoio KaGinery MinicTpiB
Ykpainu Big 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Zinc Oxide Eugenol Temporary

LinHk okcHA eBreHo/ibHI THMYACOBi MaTepiaan:

Filling Material:
136| Zinconol Zinconol
Polymer Reinforced ZOE Cement (IRM) LleMeHT 3 okcuay UMHKY, eBreHon, 3MiuHeHuit ZOE, s
Kit Contains- Powder, Liquid, accessories TMuacoBoi pecraBpauii. Ckiaa Habopy: MOpoLIOK, pianHa,
JIOMOMiXHi 3aco0u
137| Zinconol Zinconol
Polymer Reinforced ZOE Cement (IRM) LleMeHT 3 okcuay UMHKY, eBreHou, 3MituHenuit ZOE, nns
Kit Contains- Powder, accessories TUM4acoBoi pecraspauii. Ckyiaa HaGopy: MOPOLIOK, JOMOMiXKHi
3acobu
138| Zitemp Zitemp
Quick Set ZOE Cement LlIBuaKOTBEpAitOUMIi LIEMEHT Ha OCHOBI OKCHIY LIMHKY Ta €BrEHONY
Kit Contains- Powder, Liquid, accessories (ZOE) nns Tennoizonsuii Ta TiMuacoBoi pecraspadii. Cknan
Habopy: MOpOLLOK, piAKHHA, A0NOMIiXHI 3aC00H |
Hemostatic Materials: I'emocTaTH4Hi MaTepiaan:
139| Hemostal Hemostal
25% Aluminium Chloride Hemostatic Liquid I'eMocTaTiyHa pinnHa 25% XJIOpU aJIIOMiHitO, CKIAHA OyTHIIOUKA,
Glass bottle, Dropper nineTka
140| Hemostal Gel Hemostal Gel
25% Aluminium Chloride Hemostatic Gel IemocraTuuHui resb 25% XN0OpUA aTOMiHIIO (refb 415 3yMUHKH
(Gel for stopping minor gingival bleeding during HE3HAYHOI KPOBOTOYMBOCTI ICEH MiJ Yac MiArOTOBKM KOPOHKH Ta
crown preparation and restorative procedures) pecToBpaLiiH1X MpoLeayp)
Syringe, accessories
Denture Base Polymers: Tonimepn ans 3y6HUX npoTesiB:
141 HIFLEX RR HIFLEX RR
Self Cure Denture Repair & Relining Material CamorBepaitoua njactMaca Ajsi PEMOHTY Ta 3aMiHH 3yOHUX
Powder, Liquid, shade: pink nporesis. [lopouiok, pifnHa, BIATIHOK: pOXKEBHH
142| HIFLEX RR Powder HIFLEX RR Powder
Self Cure Denture Base Powder CamorBepairoua mnyiactMaca [Uisi pPEMOHTY Ta 3aMiHHU 3yOHHX
Plastic Jar, shade: pink MpOTE3iB, MOPOLIOK B MJIACTUKOBIH GaHOULl, BIATIHOK: POXKEBHH
143| HIFLEX RR Liquid HIFLEX RR Liquid
Self Cure Denture Base Liquid Camotsepaitoua ryiactMaca /sl PEMOHTY Ta 3aMiHU 3yOHHX
Plastic Bottle NpoTe3iB, piAKMHa B IUIACTUKOBIM OyTHIOYLI
144 HIFLEX H HIFLEX H
Ultra High Impact Heat Cured Denture Base [nactmaca rapsuoi nojimepu3sallii BUCOKOI MillHOCTI
Powder, Liquid, shade: pink [lopoluok, pifiMHa, BIATIHOK: pOXKEBHUi
145| HIFLEX H Powder HIFLEX H Powder
Ultra High Impact Heat Cured Denture Base [TnactMaca rapsuoi nonimMepusadii BUCOKOT MiLLHOCTi, MOPOLLOK B
Powder, Plastic Jar, shade: pink IUIACTUKOBIH GaHOU L, BIATIHOK: POXKEBHH
146] HIFLEX H Liquid HIFLEX H Liquid

Ultra High Impact Heat Cured Denture Base
Liquid, Plastic Bottle

- YnnacTy

[T1actMaca raps4oi nojiMepu3saitii BUCOKOI MiLIHOCTI, pifvHa B
Biii OyTniouui

Jupextop TOB « IEHTAYM»
Director of LLC DENTAUM

Ha3Ba nocanu
Position
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Ia6iit Jliana IBaniBHa

by Tsabii Liana
HE TaneHaTi B
Full Name

Cropinka 12 i3 13
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ToBapucTBo 3 00mexenoro BianosiaaabHicTio « IEHTAYM»
IOpUaMYHa apeca: Byauus Anapist [onoka, 6yanHok 12, M. Kuis, 03110,
Vikpaina. Kon €ZIPTIOY 31806976.

Tesn.: +38(063) 233-46-74. +38(050) 759-87-77, +38(066) 371-84-54
e-riowra: lianadentaum@gmail.com

Hoparok 12 go exaapauii npo BignoBinnicts Ne 1-03.09.2024 (Peo. 01)
Annex 12 to Declaration of conformity No. 1-03.09.2024 (Rev. 01)
TexHiYHOMY perjiaMeHTy U100 MeAH4YHHX BHPOOiB, 3aTBepakenoro [loctanosoro Kabinery MinicTpis
Ykpainu Bia 02.10.2013 p. Ne753
to Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
on 02.10.2013 Ne753

Jara nepmoro Buganns: 03.09.2024 Jara 3akindyenns repminy aii: 02.09.2029

Date of first issue: Date of expiry the term of validity:

Jara ocrannboro neperasaay: 03.09.2024 Penpaxuin Ne: Pen. 01

Date of last revision: Revision No.: Rev. 01

Micue cknaganns: m. KuiB, Ykpaina Jara nignucanus: 03.09.2024
Place of issue: city Kyiv, Ukraine Date of signing:

ITionucano 6i0 imeni ma 3a 0ogipenicnio YnoeH06aMcCeHUM NPEOCMABHUKOM
Signed on behalf of and on the basis of power of attorney by Authorized representative

Hdupextop TOB « IEHTAYM»

Ia6iii Jliana IBaniBHa

Director of LLC DENTAUM L Tsabii Liana
Ha3Ba nocanu iinKC Ta neyaTka 116
Position Signature and stamp Full Name
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