Bepcis 10 3aminioe nexiapauniio
Ne JenD-003.9 Bix 12.11.2025

Hdexnapanis npo BignoBignicte  Ne JenD-003.10 cranom nHa 10.03.2026

Mu, ToBapucTBO 3 00MexkeHOI0 BiAnoBinaabHicTIO " [keHaenTan-ykpaina"
3HaX0JMMOCh 3a aJIPECOI0 ByJauus Bumropoaceka, 0ynunok Ne 14, m. Kuis, 04074, Ykpaina.
Ten. (044) 337-87-82;
e-mail: info@jendental-ukraine.com
www.jendental-ukraine.com

JlexnapyemMo npo HacTyIHe:

Ha3ea mennuHoro Bupody: CromaroJiorivna npoayKuis

Ipoaykuis Marepiaau ans agresii

Iepenix BupoOiB: JuBuck nonarox 1 go nexmaparii

Bupo6Huk: ToBapuCcTBO 3 00MeKeHO BianoBinaabHicTIO "' [IKeHaeHTAN-Y KpaiHa"
Iepesik BUPpOOHUYHX AiTbHUIIL Byauus bopucniibcbka, Ne 9, kopn.61, m. Kuis, 02099, Ykpaina
Micue 30epiraHHst TeXHiYHOT Byauus bopucninbcbka, Ne 9, kopn.61, m. Kuis, 02099, Ykpaina
JOKyMeHTAIii Ten. (044) 337-87-82;

e-mail: info@jendental-ukraine.com
www.jendental-ukraine.com

Knacudikaunis Kaac IIa (3rigao Jomatky 2 TexHI4HOTO periaMeHTy moJ0 MEANIHNX BUPOOIB,
3arBeppkeHoro IlocranoBoro Kabinery MinictpiB Ykpainu Ne753 Bij 2 )KOBTHS
2013 poky

Ceprudikar BignoBiqHocTi: Ne R3M 804 079 B8
Bin 10.03.2026 iy
miicani mo: 06.02.2027

UA.TR.137

HauionanbHi crangapTu siki - ACTY EN ISO 13485:2018 Bupo6u meauusi. CUCTeMH YIPaBIiHH SKICTIO.
3aCTOCOBAaHI: Bumoru mogo perymroBanns (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT )
AC:2016, IDT Medical devices - Quality management systems - Requirements
for regulatory purposes)

- TexHiYHMH periaMeHT 1010 MeIMYHIX BUpoOiB (3aTBepmkenuii [ToctanoBoro
KMY Bix 02 sxoBtHS 2013 poky Ne753) — Jlomatok Ne 33a6e3neueHHS
(YHKIIOHYBaHHS KOMIUIEKCHOI CHCTEMH YIPABIiHHS SKICTIO (32 BUHATKOM
MIEPEBIPKHU MPOCKTY)

Opras 3 oniHKH BixmoBiTHOCTI: TOB Vxkpainckuit [nctutyT Crargapris: Byi. Onexcanapiebka, 1, M. Kuis, 03062,
VYxpaina, Homep npusnagenoro oprany UA.TR.137. Arecrat akpeauramii HAAY
Bin 30 wepBHs 2020 poky Ne 80141.

Bumeska3zaHi BUpoOH BiIOBIJAIOTh OCHOBHAM BUMOTaM JUIS MEAWYHUX BUPOOiB 3rigHO TeXHITHOTO periaMenTy om0
MenuHNX BUpoOiB (3aTBepmkenuii [ToctanoBoro KMY Bix 02 sxoBTHs 2013 poky Ne753) - Jlogatok Ne 3 3abe3neyeHHs
(YHKIIOHYBaHHS KOMIUIEKCHOT CHCTEMU YIIPABIiHHS SKICTIO (32 BUHATKOM HEPEBIPKH MPOEKTY).

Tepmin aii nexaapauii: no 06.02.2027 poky

Micrie i 1aTa BHIAHHS: M. Kuis
Bupo6Huk: ToBapuCcTBO 3 00MeKeHO BianoBinaabHicTIO "' [XKeHaeHTAN-Y Kpaina"
YnoBHOBaXkeHa ocoba: Cruitko 0.0.

Tlocanma:

Appexro w,*

ITignuc, mrramir:
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http://www.jendental-ukraine.com/
http://www.jendental-ukraine.com/

Jexaapaunist npo BignosigHicts Ne JenD-003.10

Jonatok 1
Ne Homep 3a | Ha3ea moaudikanii Menuunoro Bupoody Ha3ea moaudikanii mequunoro Bupoody
3/m KaTaJIOrOM | YKpPaiHCHKOI0 MOBOIO aHrJiliicb K010 MOBOIO
1 20905 Jxen-FOuioonn, YHiBepcanmnHul anre3us, Jen-Unibond, Universal bonding agent,
¢nakon (6+0,2) ml bottle (6+0,2 ml
3 60046 Jxken-FOuHioona SE, OHOKOMIOHEHTHHI Jen-Unibond SE, Universal bonding agent,
CaMOTNPOTPABJIIOIOYNI aare3us, mmpun 3 ml syringe 3 ml
4 60851 Jlzxen-FOnioonn SE, Onnoxommonentanii | Jen-Unibond SE, Universal bonding agent,
CaMOTPOTPABIIIOIOYHIH aJ[TE3HB, bottle (6+0,2) ml
¢aakon (6+0,2) ml
5 Jxxken-FOuioonag OPTO Jen-Unibond ORTHO
VYHiBepcanbHUH aare3us 110 emaii, kepamiky, | Universal bonding agent. For Enamel,
MeTany Ceramic, Metal
Binrinok: Translucent (HaniBnpo3opwuii) Shade: Translucent
umpui 2 ma (3 rp), syringe 2 ml (3 g),
6 Jxken-FOuioonag OPTO Jen-Unibond ORTHO
VYHiBepcallbHUI aare3uB 110 eMani, kepamiky, | Universal bonding agent. For Enamel,
MeTaly Ceramic, Metal
Binrinok: Translucent (HamiBIipo3opwuii) Shade: Translucent
mmpun 3 M (4.5 Tp), syringe 3 ml (4.5 g),
Jxen-FOni6oux SE-XT Jen-Unibond SE-XT
OIHOKOMITOHEHTHHIA CaMOTIPOTPaBIIOI0YHI One-component metal-composite adhesive,
aJre3uB, MOKpaIIeHuH improved
7 mmpur; 1 ml syringe 1 ml
8 mpun 3 ml syringe 3 ml
9 ¢axon 1 ml Bottle 1 ml
10 ¢dnaxon 2 ml Bottle 2 ml
11 ¢dnaxon 6 ml Bottle 6 ml
12 19333 Docdo-dxen AS, TpaBuiabHUit Phospho-Jen AS, Etching antiseptic gel,
Amntncentinynui resip, mmpui (5+0,2) ml syringe —(5+0,2) ml
13 19334 ®ocho-/xen AS, TpaBuibHuil Phospho-Jen AS, Etching antiseptic gel,
AHTHCENTUYHUII relb, syringe (10+0,2) ml
mmpun (10+0,2) ml
14 ®ocho-xen AS, TpaBunbHUi Phospho-Jen AS, Etching antiseptic gel,
AHTUCENTUYHUHN TEIb, canister (10+0,2) I/13 kg
Kanictpa (10+0,2) /13 kg
15 19335 ®ocho-/I:xen AS Habip Kiminiunuit Hab1 . .
S (bo-71 Habip BIHIAHIHHAOID | pr o spho-Jen AS, Clinical Kit 5x5, 5
’ . syringes 5 of ml
5 mmpuIiB mo 5 ml yrng
16 19336 ®ocho-/Ixen AS Kniniunauit HaO1 . .
Sl 0‘1’ A FITHISHAH HabIp Phospho-Jen AS, Clinical Kit 5x5, 5
T syringes of 10 ml
5 mmpunis no 10 ml yrng
17 J:ken-Cunan, AQre3vuBHUEN areHT s Jen-Silane, Adhesive agent for ceramic
PEMOHTY KepaMiuHHX pecTaBparii, restoration repair,
mmpury 2 ml. syringe 2 ml.
18 Jxen-ETtuKepam I'eab, Jen-EtchCeram Gel,
10% dropucToBOHEBA KUCIOTA IS 10% Hydrofluoric acid for ceramic surface
MATOTOBKY MOBEPXHI KepaMiky, mmpui 2 ml. | treatment, syringe 2 ml.
19 Jxen-lOuHi60a1 OPTO CrapToBuii Ha0ip: Jen-Unibond ORTHO Starter Kit:

VYHiBepcanbHuii aare3us. JJo emaii, kepamiky,
MeTay
mmpui; 2 mia (3 Tp)

Universal bonding agent. For Enamel,
Ceramic, Metal
syringe 2 ml (3 g)
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Binrinok: Translucent (HamiBIpo3opwit)
docdo-/xen AS, TpaBunbHUI
AHTUCENTUYHUH TeJib, IITPULL 5 MII

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

20

Jxen-tOni6oun OPTO Perynspunii HaOip:
YHiBepcanbHU aare3us. Jlo emani, kepaMik,
MeTairy

2 mmpui mo 2 M, (2 X3 rp)

Binrinok: Translucent (HamiBrpo3opwit)
docdo-/xen AS, TpaBunbHUI
AHTUCENTUYHUHN Tefb, mwnpull 10 M

Jen-Unibond ORTHO Regular Kit:
Universal bonding agent. For Enamel,
Ceramic, Metal

2 syringes of 2 ml, (2x3 g)

Shade: Translucent

Phospho-Jen AS, Etching antiseptic gel,
syringe 10 ml

Micrie 1 nata BUOaHHS: M. Kuis

Bupo6Huk: ToBapuCcTBO 3 00MeKeHO BianoBinaabHicTIO "' [IKeHaeHTAN-Y KpaiHa"
VIOBHOBaXkEHa 0c00a: Cnitko 0.0. e,

ITocana: Jupekrop . > 3

ITignuc, mrramir:
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