YKPATHCBKIAM
I IHCTUTYT
CTAHAAPTIB

CepTudikar BianosigHocTi
[TOBHA cUcTeMA 3a0e3MeYeHHs SKOCTI

Certificate of conformity

full quality assurance system

Ne R3M 804 079 B8

BupoOHuk: TosapucTBo 3 00MexkeHOI0 BiANoOBiaAbHicTIO «/KenaenTal-YKpaina»
Manufacturer: LIMITED LIABILITY COMPANY «JENDENTAL- UKRAINE»

Byl. Bumroposceka, 14, M. Kuis, 04074, Ykpaina

xkox €JIPTIOY 30979605

14 Vyshgorodska Street, Kyiv, 04074, Ukraine, code 30979605
[poxyxuis: Marepiaiu  croMaToIoriuHi IS pecTaBpalidi  Ta  NPOTe3yBaHHS;
Production: yHiBepcalbHa CTOMATOJOrIMHA KepaMika Y/abTponajiv; reji, macra Ta

pPiIHHH  CTOMATOJIOTIYMHi; CTOMATOJIONiYHI  HEMEHTH (cuaepu) s
miomMOyBaHus (00Typanii) KOpeHEeBHX KAHAJIB

Dental materials for restorative and prosthetics; universal dental ceramics
Ultropaline; dental gels, pastes and liquids; dental cements (sealers) for filling
(obturation) of root canals

ToBapucTBO 3 0OMEXKEHOIO BiANOBIAAJIbHICTIO «YKPATHCBKHUM THCTHUTYT CTAHJIAPTIB» sk Opran 3
OLIHKH BIAMOBIAHOCTI 3asBif€, 1O 3a3HAYEHHI BUPOGHUK BIPOBAJAMB CHCTEMY YNpaBJIiHHA SKICTIO Ha erarax
po3po6KH, BUPOGHUIITBA i OCTATOYHOT NepeBipkh BUPOGiB BianosiaHo 1o Jlonatky 3 (Bukniouarouu IlepeBipky
npoekty) TeXHIYHOro periaMeHTy WOA0 MEAMYHHX BHPOGiB (3aTRepmikennii [Tocranosoto KMY Bin 02 skoBTH:
2013 poky Ne 753).

«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company as the Conformity Assessment Body declares, that
mentioned manufacturer has implemented a quality management system for design, manufacture and final inspection of the
products in accordance with Annex 3 (without Design Examination) of the Technical regulation on medical devices (approved
by Decrees of Cabinet of Ministers of Ukraine Ne 753 dated October 02, 2013).

JI1st po3NOBCIOKEHHA HA PUHKY NpoayKuii kiacy pusnky 111 nonatkoBo o6os'sskoBum € Ceprudikar [lepesipku npoexry.
For the placing on the market of products of risk class 111, the Design Examination Certificate is additionally mandatory.

Ceprudikar BupnaHo ToBapucTBOM 3  0OMENKEHOIO  BiANOBIAAJIBHICTIO «YKPATHCbKUM THCTUTYT
CTAHJIAPTIB», micuesnaxomkenns: Ykpaina, 03062, m. Kuie, Bysn. Onexcanapiscbika, 6yu. |1, npuMilLeHHs 7.

Homep npuznaueroro oprany UA.TR.137.
Certificate is issued by «UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company, location: office 7,
building 1, Oleksandrivska street, Kyiv, 03062, Ukraine. Identification number of the notified body UA.TR.137.

Pienns Ne 079.00/MD/08 Jlata nepBuHHOI cepTudikauii:  07.02.2022

Decision No. Date of initial certification:
JlaTa Bugaui: 10.03.2026 JikicHuit no: 06.02.2027
Issue date: Expiry date:
Jupexrop ' | Haranis CTEIIAHKIBCBKA
Director ' Natalia STEPANKIVSKA

10372
Ceprudikaitis npoayxuii

YstnnicTs cepTidikaty MoskHa nepesipitin Ha oiuiiinomy sed-caiiti www.usi.biz ua abo 3a Tenedonom: +38-050- 818-7-333
You can check the validity of the certificate on the official website www.usi. biz.na or by tel.: + 38-030- 818-7-333
Cmopinka 1 39



ToBapHCTBO 3 OGMEKEHOIO BIAMOBIIAILHICTIO «YKPATHCBKHHM IHCTUTYT CTAHJIAPTIB»

)7 Ykpaina, 03062, m. Kuis, By Onekcanpisebka, Oy 1, TpUMilLEHHS 7
> «UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company
" location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine

i

IcTopis 3min:
History of changes:

Penakuis Onue JdaTa
Editorial Description Date
Bl Mepwe sunauus / First edition 07.02.2022
B2 Jlonasanns a Moaubikauis npoaykuii/ Addition and modification of products 27.06.2022
B3 Tlonasants Ta Moaudikauis nponykuii/ Addition and modification of products 27.12.2022
B4 JTlonasanns Ta Moaudikauis npoaykuii/ Addition and modification of products 09.01.2024
B5 Tlonasanns Ta moandikauis npoaykuii/ Addition and modification of. products 07.02.2025
B6 CkopoueHHs nepeiiky npouykuii/Reducing the list of products 10.07.2025
B7 Jlonasanus Ta moaudikauia npoaykuii/ Addition and modification of products 12.11.2025
CkopoueHHs nepesiky npoaykuii/Reducing the list of. products
B3 YTOUHEHHS IOPUAMYHOT aapec BUPOOHHKa 10.03.2026
Clarification of legal address of the manufacturer
3minn B nepeniky ceprudikoBanol npoaykuii (po3umMpenHs nepesiiky)
Changes in the list of certified products (expansion of the list)
3mitu B mepestiky cepTH(ikoBaHOT MPOLYKLIT (CKOPOUEHHS nepesiky)
Changes in the list of certified products (removal of the list)
Bunpas/eHHs HECYTTEBUX TEXHIYHUX MOMUIIOK B Ha3Bax NpoayKuUii
- Correction of minor technical errors in product names
Mepenik QiasiHoK: ‘
List of sites:
No Ha3sga Ta anpeca JlisibHiCTS
B Name and address Activity

ToBapHeTBO 3 0OMEKECHOI0 BIANOBIAANLHICTIO
«JlskenaenTas- YKpaina»

LIMITED LIABILITY COMPANY
"JENDENTAL- UKRAINE"

BYJIL. Buwropoachbka, 14, m. Kuis, 04074, I’OPHHH‘-‘]HE\ agpeca / Lega[ address
Vkpaina, kon €APTIOY 30979605

14 Vyshgorodska Street, Kyiv, 04074, Ukraine,
code 30979605

[IpoekTyBaHHs | po3pobieHHs, BAPOOHNLTBO,
PO3NOBCIO/KEHHs MaTepialiB CTOMATONOrHHUX 114
pecTaBpalliii Ta npoTe3yBaHis; yHiBepcanbHol
cTOMaTOJIOriuHOT Kepamiku Y abTpomnaiiz; reis, nact Ta
PiIMH CTOMATOMOTIYHIX; CTOMATOJONIUHIX LIEMEHTIB
(cnnepi) ans naomOysanHs (00Typauii) kopeHeBux KaHamis/
Design and development, production, distribution of dental
materials for restorative and prosthetics; universal dental
ceramics Ultropaline; dental gels, pastes and liquids; dental
cements (sealers) for filling (obturation) of root canals

ToBapHCTBO 3 0GMEKEHOI0 BiANOBIANLHICTIO
«/Iskenmentan- Ykpaina»

LIMITED LIABILITY COMPANY
"JENDENTAL- UKRAINE" :

2. | By Bopucninbebka, 9, 0yn. 61, M. Kuis, 02099,
Vkpaina, ko €JIPTIOY 30979605

Boryspilska Street, 9, building 61, Kyiv, 02099,
Ukraine, code 30979605

Tonarkosa indopaatlis 1o Ceprudrikary Bianosinnocti Ne
Y

Supplementary information to the Certificate of Conformity No. R3M 804 079 B3
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IMepeaik meanunux BUpPoOiB:
List of medical devices:

ToBapHCTBO 3 OGMEKEHOIO BIAMOBIAILHICTIO «YKPATHCBKWH IHCTUTYT CTAHJIAPTIB»
Vikpaina, 03062, m. Kuis, Byi1. Onekcauapisebka, 6ya. 1, npumitents 7

«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company

location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine

No HaiiMenyBanHsi MeAH4HOT0 BHPOOY HaiimenyBanns MEAHYHOT0 BHPOOY Knac
No yKpaTHCbKOI0 MOBOK AHTiilicb KO0 MOBOIO Class
) Name of medical device in Ukrainian Name of medical device in English
MarTepia/in cTOMATOJIOTi4HI AN pecTaBpaUiii Ta NpoTe3yBaHHs
Dental materials for restorative and prosthetics
Ixen-Panianc Jen-Radiance lla /lla
VuisepcansHuii cyOMiKpOHHHH CifpHAHKI KOMIO3HT, Universal submicron hybrid composile,
wnpuu 4 g. syringe 4 g.
Biarinku: IOP, I, OR, OY, OBL. OG, Al-E, A2-E, A3-E, Shades: 0P, I, OR, QY. OBL. OG, Al-E, A2-E, A3-E.
1 A3.5-E, A4-E, B0.5-E, BI-E, B2-E; B3-E, C2-E, D2-E, D3-E, | A3.5-E, A4-E, BO.5-E, B1-E, B2-E: B3-E, C2-E, D2-E,
B0.5-0, Al1-0, A2-0, A3-0, A3.5-0, A4-0, A5-0, B1-O, B2- A2-SO, B0.5-0, D3-E, A1-0, A2-0, A3-0, A3.5-0,
0, B3-0, C2-0, D2-0, D3-0, Al, A2, A3, A3.5, A4, B0.5, Bl, | A4-O, A5-O, B1-0, B2-0, B3-0, C2-0, D2-0, D3-0,
B2, B3, C2, D2, WOP, OBR, UO, SWOP, A1-SO, A2-SO A3- | Al, A2, A3, A3.5, Ad, B0.5, B1, B2, B3, C2, D2,
SO, BW, XBW WOP, OBR, UO, SWOP, A1-SO, A3-8SO, BW, XBW
Jlien-Masopur LC Jen-Favorite LC Ia /lla
HanoriGpuanuii ynisepcaibimii pecTaBpauifinmii KoMnosur, Nano-hybrid universal restorative,
wnpui 2g / 4g syringe 2g / dg
Bintingu: 10P, I, 1A, A1-E, A2-E. A3-E. A3.5-E, BI-E, B2-E, | Shades: IOP. 1, 1A, Al-E, A2-E, A3-E, A3.5-E, BI-LE,
C2-E, A1-D, A2-D, A3-D, A3.5-D. A4-D, B0.5-D, BI-D, B2- | B2-E, C2-E, Al-D. A2-D, A3-D, A3.5-D, A4-D, B0.5-
2 D. C2-D, D3-D, UB, Al-B, A2-B, A3-B, A3.5-B, A4-B, B0.5- | D, B1-D, B2-D, C2-D. D3-D, UB, Al1-B, A2-B. A3-B,
B. B1-B,, XBW, BW, B2-B, B3-B, C2-B, D2-B, D3-B, WOP, | A3.5-B, A4-B, B0.5-B, B1-B. XBW, BW, B2-B, B3-B,
SWOP, UO, LO, PO, Bnakurnuii-ITepa, 3enennii-lTlepa, C2-B. D2-B. D3-B. WOP, SWOP. UQ, LO, PO, Blue -
Powesuii-Tlepn, ®ionerosmii-@nyo, [Momapanuesnii-hiyo, Pearl, Green -Pearl, Pink- Pearl, Purple- Fluo, Orange-
Jlaiim-®nyo, 3onotuii-Iepa, Biuii-Ilepn Fluo, Lime- Fluo, Golden-Pearl. White-Pearl
Jxen-Panianc Monsp Jen-Radiance Molar Ha/Ha
3 BHCOKOHATIOBHEHWIT KOMIOZUT 1S 06 cMHMX pecTaBpatli, Highly filled composite for bulk restorations.
wnpuiL 4 g syringe 4 g
Bigrinku: Al, A2, A3, U. UB Shades: Al, A2, A3, U. UB
Jlxen-Panianc Monap FW — (Tekyunii) Jen-Radiance Molar FW — (Flowable) a /lla
% BHcoKOHANIOBHEHHET KOMMO3MT Ui 06’ EMHUX pecTaBpatiii, Highly filled composite for bulk restorations,
wnpui 6 g syringe 6 g
Bigrinku: Al, A2, A3, U, UB Shades: Al, A2, A3, U, UB
Jixen-Panianc FB Jen-Radiance FB a /lla
VHigepcanshuii cyoMikpoHHHiT riGpuaHKH KOMIO3HT Universal submicron hybrid composite
5 (nocHACHHH CKIOBOJIOKHOM), (Fiber reinforced),
wnpuu 2g, 4 g, yninosa 0.2g, 0.3g syringe 2g, 4 g, unidose 0.2g, 0.3g
Biatinku: Al, A2, A3, UB Shades A1, A2, A3, UB
Jlxen-LC dnoy Jen-LC Flow lla/lla
6 Tekyuuit pecrappalifiHnil KOMIO3HT, Flowable restorative composite.
wrpui 1.5 g /2 g/ 3 g abo kouteinep 1.3 kg syringe 1.5 g /2 g/ 3 g or container 1.3 kg
Bigrinkn: Al, A2, A3, A3.5, A4, B2, UO, I, GUM Shades: Al, A2, A3, A3.5, A4, B2, UQ, |, GUM
Iien-LC ®aoy HV (Brcoka B'3KICTL) Jen-LC Flow HV (High Viscosity) Ia/lla
Tekyuuii pecraBpalifiui KOMNO3HT, Flowable restorative composite,
wnpui 1.5 g/2 g/ 3 g abo konteiinep 1.3 kg syringe 1.5 ¢/2 g/ 3 g or container 1.3 kg
7 Bigrinku: Al, A2, A3, A3.5, A4, Bl, B2, C2, C4, UO, LO. 1, Shades: Al. A2, A3, A3.5, A4, BI, B2, C2. C4, UO,
0P, GUM, WOP, SWOP, LIGHT GUM, MEDIUM GUM, LO, I. IOP, GUM, WOP, SWOP, LIGHT GUM,
DARK GUM, SUPER DARK GUM, RED GUM MEDIUM. GUM, DARK GUM. SUPER DARK
GUM. RED GUM
Jaxen-LC Doy FB . Jen-LC Flow IFB lla/lla
Tekyunii pecTappauiiHuii KOMIO3HT, MOCHICHHI Flowable restorative composite fiber reinforced,
8 CKJIOBOJIOKHOM, syringe2g/3g/4g/5 g unidose 0.2g, 0.3g or
mnpun2 g/ 3 g/4 g/ 5 g yninosa 0.2g, 0.3g abo koHTeknep container 1.3 kg
1.3 kg Shades: A1, A2,A3, UB
Bigrinku: Al, A2, A3, UB

Tonarkosa inopmauis 1o Ceprudikary sianosianocti No
Supplementary information to the Certificate of Conformity No.

R3M 804 079 B8
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ToBapuCTBO 3 OOMEKEHOIO BiINOBIAANLHICTIO «YKPATHCBKMM IHCTUTYT CTAHJIAPTIB»

,y?"“‘ ' Vkpaina, 03062, M. Kuis, Bysi. Onexcanipiscbka, Oya. |, npumiwenns 7
«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company
location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine

HaiiMenyBaHHS MeJH4YHOT0 BUPOOY

HaiiMeHyBaHHS MEINYHOT0 BHPOOY

No = e Kanac
No yKpaiHCBKOI0 MOBO1O AHriiicbKO0 MOBOIO Clss
) Name of medical device in Ukrainian Name of medical device in English

Txen-Peiinboy Jen-Rainbow la/lla

Konboposuii Tekyunii pecTaBpalliiHinii KOMIO3HT, Brightly-colored flowable restorative,

wnpuu 1.5¢/2g/3g/32¢ syringe 1.5g/2g/3g/3.2¢
9 Konbopu: Uepsouui-TIposopwuii, encuuii-dayo, PoseBwii- Colors: Clear-Red, Green-Fluo, Pink-Fluo, Purple-

®ayo, Gioserosuii-dayo, Jlaiim-Payo, brakurhui-Onyo. Fluo, Lime-Fluo, Blue-Fluo, Yellow- Fluo, Orange-

Wostuit-dayo, Homapansesuii-duyo. enenni-Tlepa, Fluo, Green-Pearl, Pink-Pearl, Blue-Pearl, Golden-

Powxenuii-Ilepa, Brakuruuii-Tepn, 3onoruid-llepn. Pearl, White-Pearl

Binuii-Ilepn

Jken-Piceydin - Jen-Fissufill a/lla
10 I'epmerui dicyp i3 rropuaamu, wnpui 2.5 g /3g Fissure sealant with fluorides, syringe 2.5g/3 g

Konwopu: TIposopuit, binmii Colors: Clear, White

Bidpmo-Jixen LC Biflu-Jen LC [la/lla
11 dorononiMepHuil (ropuHHIE TAK Ta repMETHK ICHTHHHHX Light-curing fluoride varnish & dentinal tube sealant,

KaHabLLiB, WWNPHLL 3 g syringe 3 g :

Bigmo-Lxen Biflu-Jen Ha/lla
12 | ®ropuasuii ak Ta repMETHK ACHTHHHUX KaHAILLIB, Fluoride varnish & dentinal tube sealant,

¢nakon 10 ml pottle 10 ml

Ixen-Panianc FCP Jen-Radiance FCP lla/ila
13 Tekyui koMII03uTHI GapBHUKY, WNPUL 3 g (2ml) Flowable composite paints, syringe 3 g (2ml)

Konsopu: Kopuunesnit, Oxpa, binui, Cipuii, BnakuTHuH, Colors: Brown, Ochre, White, Gray, Blue, Black,

Yopnuii, Slckpasuii Mex, Al, A2, A3, A3.5 Bright Honey, Al, A2, A3, Al.5

Joxen-Paianc WA Jen-Radiance WA ' la/{la
14 | 3BOJOKYIOUME areHT 15 KOMII03UTHOTO MOAETIOBAHHS, Wetting agent for composite modelling,

wrnpru 3 g (2ml) syringe 3 g (2ml)

Txen-Panianc WA LV (Husbka B'askicTs) Jen-Radiance WA LV (Low Viscosity) la/lla
15 3BOJOIKYIOUMI AreHT A5 KOMIO3UTHOIO MOJENIOBAHH, dnaxon| Wetting agent for composite modelling,

6 ml (6.8 g) sottle 6 ml (6.8 g)

Jlken-10uidonn Jen-Unibond 1la/la
16 ViisepcalbHHI allre3uB, Universal bonding agent,

(pnakon 6 ml gottle 6 ml

Jlxen-lOniconn SE Jen-Unibond SE la/la
17 OHOKOMIOHEHTHHI cCaMOMpOTPaBIIOIYHI aAre3us, One-component metal-composite adhesive

wnpui 1 ml/ 3 ml, duakon 1 ml/2 ml/6 ml syringe 1 ml /3 ml, sottle I ml/2ml/6 ml

Jxen-10ni6ona OPTO Jen-Unibond ORTHO Ia/lla
18 Y HiBepeanbHHil aAre3nB J10 emMai, Kepamiku, MeTay Universal bonding agent. For Enamel, Ceramic, Metal

Binrinok: Translucent (HaniBnposopui) Shade: Translucent

winpuit 2 i (3 rp), 3 ma (4.5 rp) syringe 2 ml (3 g), 3 ml (4.5 g)

Toxen-1OuiGona SE-XT Jen-Unibond SE-XT a /lla
19 OHOKOMIIOHEHTHHET CAMONPOTPABIIOIOMHI alre3uB, One-component metal-composite adhesive,

noKpateHHit improved

wipuit 1 ml/ 3 ml, gnakon 1 ml/2 ml/6 ml syringe 1 ml /3 ml, gottle 1 ml/2 ml/6 ml

Mocdo-xen AS Phospho-Jen AS Ila /lla
20 | TparMuBHUH aHTHCENTHUHUH I, Etching antisepti gel.

wnpuw S ml/ 10 ml syringe 5 ml/ 10 ml

®ocdo-xen AS Phospho-Jen AS la/lla
21 TpaBuIILHAH AHTHCENTHYHHH e, Etching antiseptic gel,

kanictpa 10 L (13 kg) canister 10 L (13 kg)

Ilxen-Jlaiin LCF Jen-Line LCF lla/Ha
2 OIHOKOMTIOHEHTHHI JaiiHep i3 ropuaamMi Ta Single-component liner with fluorides and

riIpOKCHATIATHTOM, hydroxyapatite,

wnpuu 3 g syringe 3 g

Jlxen-Jlaiin LCF-XR Jen-Line LCF-XR lla /fla
23 OIHOKOMMOHEHTHHMH JlaiiHep i3 drropuaamu Ta Single-component liner with fluorides and

Ti/IpOKCHATIATHTOM, MiJBULLEHOT PEHTIEHOKOHTPACTHOCTI, hydroxyapatite, increased radiopacity,

wrpuu 1.5g. 3 ¢ syringe 1.5g,3 g

Jxen-/lyallem den-DuaCem Ha/lla

KOMMO3HTHHIT LieMenT NoJBiiinoro TBepAiHHs,

24 | 2 wnpwim aGo 4 wnpuim no 2 g, noasiiinui wnpui 4.2 g/8.4

g (kommonenT A, komnonenT b)
Binrinku: U-CHM, A2, A3, WO, CHM

Composite dual-cure luting cement,

2 syringes or 4 syringes for 2 g, double-barrel syringe
4.2 g/ 8.4 g (component A, component B)

Shade: U-CHM, A2, A3, WO, CHM

Jlonarkosa inopmattisa 1o Ceprudikary sianosinsocri Ne
Supplementary information to the Certificate of Conformity No.

R3M 804 079 B8
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ToBapucTBO 3 00MEKEHOIO BiAMOBiAANBHICTIO «YKPATHCHKWUM IHCTUTYT CTAHIAPTIB»

ﬁi’?" Ykpaina, 03062, M. Kuis, By;1. OnekcanapiBcbka, Oya. |, npumitenns 7
) «UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company

location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine

HaiimeHyBaHHs1 MEAHYHOr0 BUPOOY

HaiimenyBaHHsA MeIH4YHOro BHPOOY

Biarinok: Translucent (HarniBnpozopwii)
®ocdo-/bren AS, TpaBUALHUI AHTUCENTHUHKN TeJlb,
wrnpuu S mi

Shade: Translucent
Phospho-Jen AS, Etching antiseptic gel,
syringe 5 ml

Ne % oo Knac
No YKPaiHCBKO0 MOBOIO AHINiICHKOI0 MOBOIKO Class
) Name of medical device in Ukrainian Name of medical device in English

Jbxen-/lyallem SE Jen-DuaCem SE lla/lla

Camoaare3uBH1I KOMIO3UTHUI LIEMEHT MOJBIHOTO Self-adhesive dual-cure composite cement,
25 | TBepainus, double-barrel syringe 4.2 2/8.4 g

nozsiittuit wnpuit 4.2 g / 8.4 g (KOMIOHEHT A, KOMIIOHEHT b) (Component A, component B)

Biarinku: U-CHM, A2, A3, WO, CHM Shades: U-CHM, A2, A3, WO, CHM

Jhbxen-/lyallem FR Jen-DuaCem FR la/lla

KoMno3uTHUit LeMEeHT 1oABIHHOrO TBEPLiHHS 3MILIHEHH Fiber-reinforced dual-cure composite cement,
26 | CKJIIOBOJIOKHOM, double-barrel syringe 4.2 g/ 8.4 g (component A,

noABikHui winpui 4.2 g / 8.4 g (KOMIOHEHT A, KOMIOHEHT b) component B)

Biarinku: U-CHM, A2, A3, WO, CHM Shades: U-CHM, A2, A3, WO, CHM

[1pogi-/xxen LC Provi-Jen LC Ia /lla

Komnozuthuii niaoMOyBanbHU Marepiall Juist TPUBAIOro Composite filling material for long-term temporary
27 | TMM4acoBOro rIoOMOyBaHHSI, sealing,

wnpuu 4 g. syringe 4 g.

Biarinku: I, UD Shades: [, UD

Jhxen-Cunan Jen-Silane a /lla
28 AJIP€3UBHUI areHT JUIs PEMOHTA KepaMiuyHHUX pecraBpaLlii, Adhesive agent for ceramic restoration repair,

wrnpui 2 ml. syringe 2 ml.

-EruK I Ia /11

?ST)ZHQTT);MSESZOHT{ZEH KMCJI0Ta JUIsl MiArOTOBKH MOBEPXHI JenEIHCERIT 6l o
29 2 10% Hydrofluoric acid for ceramic surface treatment,

Kepamiis, inge 2 ml or 5 ml

wrpui 2 ml, abo 5 ml Syringe
30 | Jlkeu-Panianc uaGip, 4 wnpuum Jen-Radiance Kit, 4 syringes la/lla
31 Jlken-Paniane & JLxen-Patianc Mossip Habip, Jen-Radiance & Jen-Radiance Molar Kit. Ila/lla

4 wnpuuu 4 syringes
32 | Jlxeu-Pagianc naGip, 6 wnpuuin Jen-Radiance Kit, 6 syringes la /lla
33 Jbxen-Panianc & Jlxen-Panianc Mosnsip HaGip, Jen-Radiance & Jen-Radiance Molar Kit, Ha/lla

6 WnpuLiB 6 syringes
34 Jhxen-Panianc Ha6ip, 12 wnpuuis Jen-Radiance Kit, 12 syringes lla /lla
35 | Jixeu-Pamianc EST waGip, 12 wnpuuis Jen-Radiance EST Kit, 12 syringes lla /la
36 | Jixeu-Panianc EFF waGip, 12 wmpuuis Jen-Radiance EFF Kit, 12 syringes lla/lla

- 37 | Jken-Panianc KomGinosanmii nadip Jen-Radiance, Combi Kit la/lla

38 Jhken-Panianc KombinoBanuit Habip SE Jen-Radiance, Combi Kit SE la /lla
39 | Jlxen-LC ®dnoy nabip, 4 wnpuum Jen-LC Flow Kit, 4 syringes a/lla
40 | Jiweu-LC dnoy HV nabip, 4 mnpuum Jen-LC Flow HV Kit, 4 syringes Ia/lla
41 | Jixen-LC oy HV naGip. 2 wmpuim Jen-LC Flow HV Kit. 2 syringes la/lla
42 | Jlxen-PeiinGoy Jlursunii na6ip, 9 wnpuuis Jen-Rainbow Kid Kit, 9 syringes la/lla
43 Jlxen-®asoput LC nabip, 4 wnpuuu Jen-Favorite LC Kit, 4 syringes la /lla
44 Jhxen ®Pagopur LC & Jhxen-Panianc Moasip Habip, Jen-Favorite LC & Jen-Radiance Molar Kit, Ha /lla

4 wnpuuu 4 syringes
45 | Jkeu-Masopur LC uabip, 6 wnpuuis Jen-Favorite LC Kit, 6 syringes Ha/lla
46 | Jxen-®asopur LC, Kombinosanuii Habip Jen-Favorite LC, Combf Kit la/lla
47 | Jlxen-@asoput LC, KomGinoBanuii Hadip SE Jen-Favorite LC, Combi Kit SE la/lla
48 | Jhxen-®asopur LC, [1poOumii Habip 2 winpuui no 2 r Jen-Favorite LC, Sample Kit 2 syringes of 2 g lla/lla
49 | Jlxen-dasoput LC nabip,12 winpuuis Jen-Favorite LC Kit, 12 syringes la /Tla
50 | docdo-Mxen AS Kniniunuii naGip, 5 wnpuuis no 5 ml Phospho-Jen AS, Clinical Kit, 5 syringes of 5 ml la/lla
51 | docdo-Jlken AS Kniniunuii naGip, 5 mnpuuis no 10 ml Phospho-Jen AS, Clinical Kit, 5 syringes of 10 ml Ia/lla

Jbxen-10ui6oH1 OPTO CrapToBuii Habip: Jen-Unibond ORTHO Starter Kit: lla/lla

YHiBepcaibHmii aare3us. J1o emasi, kepamiku, metaity Universal bonding agent. For Enamel, Ceramic, Metal
52 wrnpuu 2 ma (3 rp) syringe 2 ml (3 g)
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TonapHcTBO 3 0BMeskeH0io BinopinabhicTio «YKPATHCBKHH IHCTUTYT CTAHIAPTIBY
Ykpaina, 03062, m. Kuis, Byn. Onexcanapiscbka, 0ya. 1, npuMilLeHHs 7
«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company

i location: office 7, building 1, Oleksandrivska street, Kyiv, 03062, Ukraine
No HaiiMenyBaHHst MeAHYHOT0 BUPODY HaiiMmenyBaHHsl MEIHYHOTO BHPOOGY K
No YKPaTHCbKOI0 MOBOIO AHMi{iCbK0I0 MOBOH) Class
) Name of medical device in Ukrainian Name of medical device in English

Jlxen-1Oni6ona OPTO Perynsphnii nadip: Jen-Unibond ORTHO Regular Kit: Ila /lla

Vhisepcansuuit anresus. Jlo emani, kepamiki, MeTany Universal bonding agent. For Enamel, Ceramic, Metal
53 2 winpuiti no 2 mi, (2 x3 rp) 2 syringes of 2 ml, (2x3 g)

Biarinok: Translucent (Hanisrpo3opuii) Shade: Translucent

®oco-Tken AS, TPaBHILHHIT AHTHCENTHUHIIL TEb, Phospho-Jen AS, Etching antiseptic gel,

winpui 10 ma syringe 10 ml

Ixen-Ecre Toct Jen-Esthe Post la /lla

CKJIOBOJIOKOHHI CTOMATONOT MK WTH(TH Fiberglass dental posts
54 Nel (© 1.0 mm, L-20 mm) — 6 wit Nol (@ 1.0 mm, L-20 mm) — 6 pcs

Ne2 (@ 1.2 mm, L-20 mm) — 6 wT No2 (@ 1.2 mm, L-20 mm) — 6 pcs

Ne3 (@ 1.3 mm, L-20 mm) — 6 wT No3 (0 1.3 mm, L-20 mm) — 6 pcs

Jlken-Ecre [Toct HaGip Jen-Esthe Post Kit Ha /lla
55 HaGip cknosonokontnx wruris [bren-Ecre [oer a Kit of Fiberglass posts Jen-Esthe Post and drills Jen-

posroprok xken-Enno [lpina Endo Drill

18 wrudrin, 3 posroprin: No 1, Ne 2, Ne 3, 18 posts, 3 drills: Ne 1, No 2, No 3

Jxen-Ecre Tlocet Jen-Esthe Post lla/lla
56 | CkAOBOIOKOHHI CTOMATONOTTYHI WTH(TH Fiberglass dental posts

72 wrrndyty (12kopoGok x 6 wrudris) Ne 1, Ne 2, Ne 3 72 Posts (12boxes x 6 posts) No 1, Ne 2, No 3

JHaxen-Eno pinn Jen-Endo Drill Ia/lla
57 Posroptka st wTHTIB Drill for posts placement

No 1 (@ -042"), Ne 2 (@ - 050"), Ne 3 (@ - 055"), Ne 1 (@ - 042", N 2 (@ - 050), Ne 3 (@ - 055"),

Ned (@-061") Ned (@ - 061") )

Ilxen-Maiidep Poyn Jen-Fiber Rope la /lla

CrI0BONOKOHHWI IHy KM WHYP [l 3MiuHeHHs pecraspauiii, | Fiberglass flexible rope for reinforcing of restorations,
o8 (@1.5 mm /@3 mm) (01,5 mm/ @3 mm)

3 wHypa no 9 cm B ckasHii konoi 3 Ropes x 9 cm in a glass flask

Ixen-daiibep Poyn LC Jen-Fiber Rope LC Ia/la

CKAOBOIOKOHHMI FHYUKHH WHYP B KOMTO3WTI 1ts 3mitenns | Fiberglass flexible composite-impregnated rope for
59 pecraspauiii, (1.5 mm /@3 mm), reinforcing the restorations, (©1.5 mm /@3 mm).

Binrinku: CHM, A2, A3, WO Shades: CHM, A2, A3, WO

| wiyp, 9 cm B CBITAO3aXMCHIN yNakoBUi | Rope 9 cm in a light-protected package

Ilxen-Paiidep Pon LC Jen-Fiber Rod LC Ila/lla

CKIOBOIOKOHHHIT PHYYKHIT CTPHKEHBL B KOMNO3HTI 1 Fiberglass flexible composite-impregnated rod for
60 aminHenns pectaspauii, (O 1.0 mm, 1.5 M, 2.0 M), restoration reinforcing, (@1.0 mm, 1.5 mm, 2.0 mm),

Binrinkn: CHM, A2, A3, WO Shades: CHM, A2, A3, WO

| crpuenn, 9/12/27 cM B CBITA03AXHCHIH YNAKOBLL 1 Rod, 9/12/27 ¢m in a light-protected package

Jlken-Daiidep Teiin Jen-Fiber Tape Ia/lla
61 CK/I0BO/IOKOHHA CTPiUKa AU PeCTaBPaLlifHOro IHHYBaHHS Fiberglass tape for teeth splinting and restorations

3y6iB, (2 mm /3 mm Ha 9 cm) reinforcing, (2 mm/3 mm x 9 cm)

3 crpiukd B cKisinif konoi 3 tapes in a glass flask

Ilxen-aitbep Teiin LC Jen-Fiber Tape LC [la /lla

CKI0BOJIOKOHHA CTPIuKa B KOMIIO3MTI JUIS PECTAaBPaLliHHOrO Fiberglass composite-impregnated tape for teeth
62 LMHYBaHHA 3y0iB, splinting and restorations reinforcing,

(2mm/3 mmua9cm/ 27 cm), (2mm/3mmx9cm/27 cm),

Biarinku: CHM, A2, A3, WO, Shades: CHM, A2, A3, WO,

1 cTpiuka B CBITNO3aXHCHIi ynaKoBLl | tape in a light-protected package

Ixen-Maiibdep bank Jen-Fiber Bulk la/lla

CKIOBOIOKOHHI Oa/ikH U151 3MILHEHHS PecTaBpauii Fiberglass bulk for reinforcing of restorations
63 | Nel (0.7 x 1.4 x 30) mm, 12 wr/yn Nel (0.7 x 1.4 x 30) mm, 12 pes/pack

Ne2 (1.0 x 4 x 30) mm, 4 wr/yn , No2 (1.0 x 4 x 30) mm, 4 pes/pack

Ne3 (1.8 x 30) mm, 6 wt/yn No3 (1.8 x 30) mm, 6 pes/pack

YuiBepcajbHa cTOMATOIOTIYHA Kepamika Y/abTponain
Universal dental ceramics Ultropaline

Jlentun — 6anka 30 g/ 100 g/ 500 g Dentin—jar 30 g/ 100 g/ 500 g la /lla
64 Binrinki: DAL, DA2, DA3, DA3.5, DA4, DB1, DB2, DB3, Shades: DAL, DA2, DA3. DA3.5, DA4, DBI, DB2,

DB4, DCI, DC2, DC3, DC4, DD2, DD3, DD4, DBLI, DBL2, | DB3, DB4, DCI, DC2, DC3. DC4, DD2, DD3, DD4,

DBL3, DBL DBLI, DBL2, DBL3, DBL

Onak nopotuok — 6anka 20 g / 100 g/ 500 g Opaque powder — jar 20 g/ 100 g/ 500 g la/lla
65 Binrinku: OA1, OA2, OA3, OA3.5, OA4, OB1, OB2, OB3, Shades: OA1, OA2, OA3, OA3.5, OA4, OBI, OB2,

OB4, OC1, OC2, OC3, OC4, OD2, OD3, OD4, OBL OB3. OB4, OC1, 0C2, OC3, OC4, 0D2, OD3, OD4,

OBL
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g _ ToBapHCTBO 3 0OMEKEHOIO BINOBIAATBHICTIO «YKPATHCBKUM IHCTUTYT CTAHIOAPTIB»
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«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company
location: office 7, building 1, Oleksandrivska street, Kyiv, 030062, Ukraine

Ne HaiiMeHnyBaHHs MeQH4HOro BUPOOY HaiiMeHyBaHHsi MEAHYHOTO BHPOJY iCrag
No YKpalHCLKO10 MOBOIO AHTIIICHKOI0 MOBOK Clidss
) Name of medical device in Ukrainian Name of medical device in English
Onak aeHTnH — 6anka 30 g/ 100 g/ 500 g Opaque dentin — jar 30 g/ 100 g /500 g la/lla
66 Bintinku: ODAL, ODA2, ODA3, ODA3.5, ODA4, ODBI, Shades: ODA1, ODA2, ODA3, ODA3.5, ODA4,
ODB2, ODB3, ODB4, ODC1, ODC2, ODC3, ODC4, ODD2, ODBI1, ODB2, ODB3, ODB4, ODCI, ODC2, ODC3,
0ODD3, ODD4, ODBL 0ODC4, ODD2, ODD3, ODD4, ODBL
Onak nacra — wnpuu 4 g Opaque paste — syringe 4 g la /lla
67 Bixrinku: OAL, OA2, OA3, OA3.5, 0A4, OBI, OB2, OB3, Shades: OAl, OA2, OA3, OA3.5, 0OA4, OB, OB2.
OB4, OC1, 0C2, OC3, 0OC4, OD2. OD3, OD4, OBL OB3, OB4, OC1, OC2, OC3. OC4, OD2, OD3, OD4,
. OBL
Onaxk nacra —Oanka 6 2 /20 g Opaque paste —jar6 g/20 g Ha/lla
68 Binrinki: OAL, OA2, OA3, OA3.5, OA4, OBI, OB2, OB3, Shades: OA 1, OA2, OA3, 0A3.5. OA4, OB1, OB2,
0B4, OCI1, 0C2, 0C3, 0C4, OD2, OD3. OD4, OBL OBR3. OB4. OC1. OC2. OC3, OC4. OD2. OD3, OD4.
OBL
69 Tpuumiikosa maca — Ganka 20 g /30 g/ 100 g /500 g Cervical —jar 20 g /30 g/ 100 2 500 g Ha/lla
Binrinku: CA, CB, CC, CD Shades: CA. CB. CC, CD
70 Emans — 6anka 30 g / 100 g/ 500 g Enamel —jar 30 g/ 100 g/ 500 g Ha /lla
Bigrinku: S57, S58, S59, S60, TSI, TS2 Shades: S57, S58, 859, S60, TS1, TS2
71 Tpancniapent — Ganka 20 2 /30 g/ 100 g /500 g Transparent — jar 20 g /30 g/ 100 g/ 500 g Ila /lla
Biarinku: T, OT, ST, OST Shades: T, OT, ST, OST
Manenonosa maca — 6anka 20 g /30 g/ 100 ¢/ 3500 g Mamelon —jar 20 g /30 g/ 100 g/ 500 g lla/lla
72 Konbopu: CBiT10-KOBTHH, CBiTJI0-TIOMapaHyeBHii, Colors: Light-Yellow, Light-Orange. Yellow-Orange
Jopro-nomapaHueBHi ]
Onanecuentra mMaca — 6anka 20 g /30 g/ 100 g /500 g Opalescent —jar 20 g /30 g/ 100 g/ 500 g Ha/lla
73 Biarinku: OST-A, OST-B, SO, SO-baakurna, SO-Poxkesa, Shades: OST-A, OST-B, SO, SO-Blue, SO-Rosy, SO-
SO-Kosra, Onanosa Yellow, Opal
IuTencuB-aenTHH — 6anka 20 g /30 g/ 100 g/ 500 g Intensiv dentin —jar 20 g /30 g/ 100 g/ 500 g lla/lla
74 Konwopu: Binuit, Hosruii, Bnakurinii, Kopuunesuit, Cipuii, Colors: White, Yellow, Blue, Brown, Grey, Ochre, Red
Oxpa, Slcna, TeMHO-poKeBHi Gum, Dark Pink
75 Onak-kpucranu — Ganka 20 g / 100 g/ 500 g Opaque crystals —jar 20 g / 100 g/ 500 g la/lla
Biarinku: Ceitaui, Cepennii, Temuni Shades: Light, Medium, Dark
76 "nasyp nacra — mnpuu 4 g Glaze paste —syringe 4 g Ila/lla
77 | I'nasyp nacra—Oanka 6 g/20 g Glaze paste —jar6 g /20 g lla/lla
78 I nasyp nopouiok — Hanka 20 g /100 g/ 500 g Glaze powder —jar 20 g/ 100 ¢/ 500 g la/lla
['nazypui GapeHuKkM, mopowok —Ganka 2 g, 5 g Paint Glaze, powder—jar2 g, 5 g la/lla
Konsopu: Xosruii, BrakurHuii, Cipo-Grakutuni, fca, Colors: Yellow, Blue. Grey Blue, Red Gum, Light
79 | Csitna oxpa, Oxpa, Cipa oxpa, CBiTNO-KOpHUHEBHII, Ochre, Ochre, Grey Ochre, Light Brown, Brown, Dark
Kopuunenuii, Temuo-kopuunesuii, [Tomapanaesnii, binuii. Brown, Orange, White. Grey. Dark Pink
Cipuii, TeMHO-pOKEBHH
[nasypui Gaperuky, nacra — wnpui 4 g Paint Glaze, paste —syringe 4 g lla/lla
Koubopu: Hontuii, Brakuruuii, Cipo-OnakuThni, SlcHa, Colors: Yellow, Blue, Grey Blue, Red Gum, Light
80 | Casitna oxpa, Oxpa, Cipa oxpa, CaiTno-kOpH4HEeBHH, Ochre, Ochre, Grey Ochre, Light Brown, Brown, Dark
Kopuunern#, Temuo-kopuunesuii, [Tomapandcnyii, Binui, Brown, Orange, White, Grey, Dark Pink
Cipwuii, TeMHO-pOKEBHH
31 MoenoBanbHa piiMia, Modelling liquid. la/lla
daakon 50 ml/ 100 mi /200 ml bottle 50 ml/ 100 ml /200 ml
32 MozaemopansHa piznna [pedopm, Modelling liquid Preform, a /lla
¢arakon 50 ml/ 100 ml /200 mi bottle 50 mi / 100 ml / 200 ml
33 Monemosanbha pinvna Poxesa, Modelling liquid Pink. a /lla
(hsiakon 50 mi/ 100 ml /200 ml bottle 50 ml/ 100 ml / 200 m]
84 Mozemosaibha pianHa ais riasypi, Modelling liquid glaze, la/lla
daakon 50 ml / 100 mi /200 ml bottle 50 ml/ 100 ml /200 ml
35 MozemoBaibHa piiuHa Jsl oraKa, Modelling liquid opaque. a /lla
¢aakon 50 ml/ 100 ml /200 ml bottle 50 ml / 100 ml /200 ml
86 | Yawrponanin Bennkuii naGip, 16 siarinkis Ultropaline Big Set, 16 shades Ia/lla
87 | Yawrponanin Yuisepcanbhuii nadip. 12 sinrinkis Ultropaline Universal Kit. 12 shades Ila/lla
88 | Yaprponanin Ecrernunuii naGip. 10 inrinkis Ultropaline Esthetic Kit, 10 shades la/lla
89 Y aprponadin Craprosuii nabip. 8 BiATIHKIB Ultropaline Starter Kit, 8 shades la/lla
90 | Vawrponanin npoduii HaGip A2 (21.5 g+ 30 ml) Ultropaline Sample Kit A2 (21.5 g +30 ml) lla /lla
91 Vaprponanin npobuuii Hadip A3 (21.5 g + 30 ml) Ultropaline Sample Kit A3 (21.5 g + 30 ml) 1la /lla
92 | Yabrponaniu naGip aenruuin, 6 x 30 g Ultropaline Dentin Set 6 x 30 g lla /lla
93 Y apTponanii Habip iHTeHCHB-1eHTHHIB, 6 X 30 g Ultropaline Intensive Dentin Set 6 x 30 g Ia /lla
94 | Vawrponanin nabip onak-genrunis, 6 x 30 g Ultropaline Opaque Dentin Set 6 x 30 ¢ lla/lla
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HaiiMenyBaHHsl MeAH4YHOro BUpody

HaiimenyBaHHsl MEAHYHOTO BHPODY

Ne . g Knac
s YKPaTHCBLKOI0 MOBOIO aHLIHCHKOI0 MOBOIO Class
) Name of medical device in Ukrainian Name of medical device in English
95 Yasrponanin nabip rnazypuux 6apBHUKiB, Ultropaline Paint Glaze Set lla/lla
12 wnpuuis o 4 g 12 syringesx4 g
96 | Yaerponanin Habip nopomkoBux onakis, 6 x 20 g Ultropaline Opaque Powder Set 6 x 20 g Ila /lla
97 ZR Emanb — 6anka 30 g/ 100 g/ 500 g ZR Enamel —jar 30 g/ 100 g/500 g la /lla
Binrinku: S57, S58. S§59, S60, TS1, TS2 Shades: S57, S58, §59, §60, TS1, TS2
ZR Hacuuenuit nentun — 6anka, 30 g/ 100 g/ 500 g ZR Saturated dentin —jar 30 g/ 100 g/ 500 g la /lla
08 Binrinku: SDA1, SDA2, SDA3, SDA3.5, SDA4, SDBI, Shades: SDAL, SDA2, SDA3, SDA3.5, SDA4, SDBI,
SDB2, SDB3, SDB4, SDCI, SBC2, SDC3, SDC4, SDD2, SDB2, SDB3, SDB4, SDCI1, SDC2, SDC3, SDC4,
SDD3, SDD4, SDBL ' SDD2, SDD3, SDD4, SDBL
ZR Hanisnpo3zopuit nentun — 6anka 30 g/ 100 g/ 500 g ZR Translucent dentin —jar 30 g/ 100 g/ 500 g la /lla
99 Bintinku: TDAT, TDA2, TDA3, TDA3.5, TDA4, TDBI, Shades: TDAL, TDA2, TDA3. TDA3.5, TDA4, TDBI.
TDB2, TDB3, TDB4, TDCI, TDC2, TDC3, TDC4, TDD2, TDB2, TDB3. TDB4. TDC1, TDC2, TDC3. TDC4,
TDD3, TDD4, TDBL TDD2, TDD3, TDD4, TDBL
100 ZR Bouznep nopowok — 6anka 20 g /30 g/ 100 2/500 g ZR Bonder powder —jar20 g /30 g/ 100 g /500 g la /lla
Bigrinku: BOI1, BO2, BO3, BO4, BO3 Shades: BO1, BO2, BO3. BO4, BO3S
101 ZR bonzep nacta — mnpuii 4 g ZR Bonder paste — syringe 4 g lla/lla
Binrinku: BOI1, BO2, BO3, BO4, BO3 Shades: BO1, BO2, BO3, BO4, BO5
102 ZR Jlaiinep — 6anka 20 g/ 302/ 100 g/ 500 g ZR Liner—jar20g/30g/100g/500 g la /lla
Biarinkn: L1, L2, L3, L4, L3 Shades: L1, 1.2, 1.3, L4, L5
103 ZR Tnevosa maca —Banka 5 g ZR Margin—jar5 g Ia /lla
Binrinku: M1, M2, M3, M4 Shades: M1, M2, M3, M4 ;
ZR Mamenonosa maca — 6anka 20 g/30g/100g/500 g ZR Mamelon —jar20g/30g/100g/500 g Ia/lla
104 | Konsopu: Citno-xoBTHii, CBiTI0-NOMapaHueBHIi, Colors: Light-Yellow, Light-Orange, Yellow-Orange
JKorTo-nomapanuesmii
105 ZR KopurysannHa Maca — Ganka 20 g /30 g/ 100 g/ 500 g ZR Add-on—jar20g/30g/100g/500 g la /Hla
Konbopu: binuii, Ceitno-nomapanyesuii, Oxpa Colors: White, Light-Orange, Ochre
ZR OnanecuentHa Maca — 6anka 20 g /30 g/ 100 g/ 500 g ZR Opalescent —jar20g/30 g/ 100 g/ 3500 g la /Hla
106 | Binrinku: OST-A, OST-B, SO, SO-bnakutna, SO-Poxepa, Shades: OST-A, OST-B, SO, SO-Blue, SO-Rosy,
SO-Xoera, Onanosa SO-Yellow, Opal
107 ZR Tpaucnapent — 6anka 20 g /30 g /100 g/ 500 g ZR Transparent —jar20 g /30 g/ 100 g/ 500 g Ha /lla
Biariuku: T, OT, ST, OST Shades: T, OT, ST, OST
ZR Inrencus-aentun — danka 20 g /30 g/ 100 g/ 500 g ZR Intensiv dentin —jar 20 g /30 g/ 100 g/ 500 g Ha/lla
108 | Konvopu: binuii, Xopsruid, bnakuthnii, Kopuunesuii, Cipuii, Colors: White, Yellow, Blue, Brown, Grey, Ochre Red
Oxpa, flcha, TemHo-pokeBuii Gum, Dark Pink
ZR 'naszypHi GapsHAKM, nacra — wnpui 4 g ZR Paint Glaze, paste — syringe 4 g la /lla
Konsopu: XKosruid, Bnakurnuii, Cipo-Gnakurunii, Slcna, Colors: Yellow, Blue, Grey Blue, Red Gum, Light
109 | Cgitna oxpa, Oxpa. Cipa oxpa, CBiTI0-KOPUHHEBHI, Ochre, Ochre. Grey Ochre, Light Brown, Brown, Dark
Kopusnesuii, Temuo-copuunesuid, [Tomapanuesuit, binuii, Brown, Orange, White, Grey, Dark Pink
Cipwii, Temuo-poxeuit :
ZR I'nazypui Gapsuuku nopowok — 5 g, 30 g, 100 g, 500 g ZR Paint Glaze, powder —jar 5 g, 30 g, 100 g, 500 g lla/lla
Konwsopu: Xosruit, Brakurnui, Cipo-Onakuthuit, fcha, Colors: Yellow, Blue, Grey Blue, Red Gum, Light
110 | Caitna oxpa, Oxpa, Cipa oxpa, CBiT/I0-KOPHYHEBHI, Ochre, Ochre, Grey Ochre, Light Brown, Brown, Dark
Kopuunesuii, TemHo-kopuunesuii, [Tomapanuesnii, binuii, Brown, Orange, White, Grey, Dark Pink
Cipuit, TeMHO-pOXEBHIA
111 | ZR I'masyp nacta —wnpun 4 g ZR Glaze paste —syringe 4 g lla /lla
112 | ZR nasyp nopouwok — Ganka 20 g/ 100 g/ 500 g 7R Glaze powder —jar 20 g /100 g / 500 g lla/ila
13 ZR Mopnemosanpha piavna, ZR Modelling liquid, la /lla
(paakod 50 ml/ 100 ml /200 ml bottle 50 ml/ 100 ml /200 ml
114 | ZR Yasrponanin Beankuit nadip, 16 Biarinkis ZR Ultropaline Big Set. 16 shades I /la
115 | ZR Yaprponanin Yuisepeanbiuit nadip, 12 BiaTinkiB ZR Ultropaline Universal Kit, 12 shades lla/lla
116 | ZR Ynerponanin Ecrernunnii nadip, 10 siarinkis ZR Ultropaline Esthetic Kit, 10 shades lla /lla
117 | ZR Yaerponanin CraproBuii Hadip, 8 BiATIHKIB ZR Ultropaline Starter Kit, 8 shades lla/lla
118 | ZR ¥Yabrponanin npoGuuii nabip A2 (20 g + 30 ml) ZR Ultropaline Sample Kit A2 (20 g + 30 ml) lla /lla
119 | ZR Yasrponanid npoduuii Hadip A3 (20 g + 30 ml) ZR Ultropaline Sample Kit A3 (20 g + 30 ml) lla /lla
[Cesti, macTu Ta pignnu cToMaToJoriumi
Dental gels, pastes and liquids
3ypemin-CaPF Zuremin-CaPF la /la

JIBOKOMIIOHEHTHHI redb Ul pemiHepadtizauii 3y6is Ha ocHOBI
amopuux (ociaris i propuay kanbLito
2 wnpyuu 1o 5 ml (KOMOOHEHT A, KOMNOHEHT b)

120

Two-component gel with amorphous calcium
phosphate and fluoride for tooth remineralization
2 syringes of 5 ml (component A, component B)
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No HaiimenyBaHH# MeHYHOro BUPOOY HaiiMenyBauusi MeAH4YHOT0 BHPOOY Knac
No YKpailHCbLKOKW MOBOIO aHraiicbKOW MOBOK Blass
) Name of medical device in Ukrainian Name of medical device in English )

Ixen-JlezoGTypar Jen-Desobturat lla/lla
121 | PosuuHHMK ju1s 1e300TypaLii KOpeHEBHX KaHaliB, Solvent for the root canal desobturation,

(naxon 9 ml sottle 9 ml

Xena-/xen Pinvna Chela-Jen Liquid Ha /lla
122 Xenarua piauna st XiMigHOrO PO3LIMPEHHS KOPEHEBHX Chelating liquid for chemical reaming of root canals,

KaHani., pottle 9 ml

(paakon 9 ml

Xena-/lxen enb - Chela-Jen Gel [la/lla
123 | Xenaruuii reans a1 06poOKH KOPEHEBUX KaHAIB, Chelating gel for root canal treatment,

wnpuu 5 ml, wnpui 10 ml syringe 5 ml, syringe 10 ml

Xena-Jlxen Kpem Chela-Jen Cream la /lla
124 | Xenarthuii kpem ais 06poOKH KOPEHEBUX KaHaiB, Chelating cream for root canal treatment,

winpuy 5 ml, wnpui 10 ml syringe 5 ml. syringe 10 ml

Amo-/Txen lNenb Alu-Jen Gel [la/lla
125 | Ienb-nyOpuKaHT A0g peTpaKLii sceH, Lubricant Gel for gum retraction,

winpuiL 5 ml syringe 5 ml

Jlxken-Penip AB Jen-Relief AB 111

[e/ib-1yBPHKAHT /I8 IHCTPYMEHTANLHOTO BUAANCHIS 3OHOTO Lubricant Gel for instrumental removal of tartar,
126 | kameHio, Syringe 5 ml or bottle 30 g

wnpuil 5 ml abo Quakon 30 g Flavor: Cherry, Strawberry, Peach

Cmax: Buuns, Ionyuunus, Iepenk

Jhoopenid-Tlapo Lubrelief-Paro I11

[enb-nyGpUKAHT 18 (HCTPYMEHTA/IBHOTO BHAANCHHS 3yGHOTO Lubricant Gel for instrumental removal of tartar,
127 | xameH1O, Syringe 5 ml or bottle 20 g, 30 ¢

wnpu 5 ml abo daxon 20 g, 30 g Flavor: Cherry, Strawberry, Peach

Cwmak: Buns, [Monynuus, epeuk

Cromarosioriuni uementy (cusepn) aist njaomoyBannst (00Typauii) KOpeHeBHX KaHaJiB
Dental cements (sealers) for filling (obturation) of root canals

Jleke-&-Jlent Dex-&-Dent I
128 | Cunep ais KOPeHEBUX KaHAMiB, 0POLIOK Root canal sealer, powder

banka 10 g/20 g Jar10g/20 g

Hexc-&-Jlent WP Dex-&-Dent WP 111
129 | Cunep s KOPEHEBMX KaHaJliB, NOPOLIOK Root canal sealer, powder

Ganka 10g /20 g Jar 10g/20 g

xen-Enokeun len-Epoxeal la /lla
130 | Cunep A5 KOPEHERHX KaHaNiB Root canal sealer

Toasiftnuit wnpuu 14 g Double syringe 14 g

Jlxen-Enokeu Jen-Epoxeal Ha/lla
131 | Cunep s KOPEHEBHX KaHalis Root canal sealer

[Moagilinui wnpuu 7 g Double syringe 7 g

Kanbui-/lxen Calci-Jen Ia /i
132 | EnnonoHTHUHAil CHIEP HA OCHOBI MAPOKCHAY KaiblLilo, Calcium hydroxide -based endodontic sealer

mrnpun 2 ml syringe 2 ml

Kanpui-Jlxen IF Calci-Jen IF Ia/lla
133 EHI0A0HTHYHHIL CHIEP HA OCHOBI MIPOKCHIY KalblLitO, Calcium hydroxide -based endodontic sealer with

3 HooopMom, lodoform,

wnpuu 2 ml syringe 2 ml

Kansui-Txen MTA Calci-Jen MTA la /lla
134 EH0J0HTHYHMIT cunep Ha ocHOBI Kanbuiio 3 MTA, Calcium-based endodontic sealer with MTA,

nopowok 2 g, pianua 3 ml ado nopook 3 Gatikyu no 2 g, powder 2 g, liquid 3ml or powder 3x2 g,

pianHa 6 ml liquid 6 ml

Jupekrop- i _ Haranis CTEITAHKIBCBKA
Director - Natalia STEPANKIVSKA
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