Bepcis 2 3aMiHIOE AeKIapaLio
Ne JenD-013.1Big 12.11.2025

Jexkapauisi npo BianmoBigHicTH Ne JenD-013.2 ctanom Ha 10.03.2026

Mu, ToBapucTBo 3 00MexkeHOI0 BilnoBinaabHicTIO " [[KeHAeHTaN-Y KpaiHa'"
3HaXOJIMMOChH 3a a/Ipeco0 ByJauls Bumropoaceska, 6yaunok Ne 14, m. Kuis, 04074, Ykpaina.
Ten. (044) 337-87-82;
e-mail: info@jendental-ukraine.com
www.jendental-ukraine.com

JlexnapyemMo po HaCTyIHe:

Ha3sa mean4uHOro BHpooy: CTomaToJIoTiYHa NPOAYKIis

IIponykuis CroMaToJIOTIYHI IIEMEHTH JJIs ITIOMOYBaHHS KOPCHCBUX KaHAIIB
Iepeaik BUpoGiB: JuBuce noxatok 1 no neknapauii

BupoOHuk: ToBapucTBO 3 00MeKeHOI0 BiinoBinaabHicTIO "' UKeHIeHTAI-YKpaiHa'
Ilepesiik BUPOOHNYMX AiTbHUIb ByJauus bopucninbcbka, Ne 9, kopn.61, M. Kuis, 02099, Ykpaina

Micue 30epiraHHsi TeXHiYHOL Byauus bopucninbeska, Ne 9, kopn.61, m. Kuis, 02099, Ykpaina
JOKyMeHTauil Tem. (044) 337-87-82;

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

Kaacudgikanis Kuac IIT (3rizao Jonatky 2 TeXHIYHOTO perjiaMeHTy 00 METUIHUX BHPOOIB,
3aTtBepkeHoro [TocranoBoro KaGinery MinictpiB Ykpainu Ne753 Big 2 ®KOBTHS
2013 poky

Ceptudikar BignoBiaHocTi: Ne R3M 804 079 B8
Bix 10.03.2026
aiiicauii mo: 06.02.2027

UA.TR.137

HauioHanbHi cTaHgapTH sKi - JICTY EN ISO 13485:2018 Bupobu meauuni. CHCTEMH YIIPaBIIiHHS SKICTIO.
3aCTOCOBaHi: Bumorn mono perymosanus (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT /
AC:2016, IDT Medical devices - Quality management systems - Requirements
for regulatory purposes)

- TexHiYHMH pernamMeHT 00 MeANYHUX BUPOOiB (3aTBeppkennit [loctanoBoro
KMY Bin 02 sxoBtHst 2013 poxy Ne753) — Jlomatok Ne 33a0e3neucHHs
(YHKIIOHYBaHHSI KOMIUIEKCHOT CUCTEMH YIPABJIiHHS SKICTIO (32 BUHSATKOM
HIEPEBIPKH MPOCKTY)

OpraH 3 onliHKH BiAOBITHOCTI: TOB VYxkpainckwuii [ncruryt Crangapris: By Onekcannpisebka, 1, M. Kuis, 03062,
VYxpaina, Homep npusnauenoro oprany UA.TR.137. Arecrat akpenuranii HAAY
Big 30 yepBHs 2020 poky Ne 80141.

Bumieska3zani BUpoOu BiANOBIIalOTh OCHOBHUM BUMOTaM JUIsl MEIMYHUX BUPOOIB 3rifiHO TeXHIYHOTO perjaMeHTy 11010
Mean4HUX BUpoOiB (3atBepmkenuii [TocranoBoro KMV Bin 02 sxoBTHS 2013 poky Ne753) - [lonatok Ne 3 3abe3nedeHHs
(YHKI1OHYyBaHHS KOMIUIEKCHOI CUCTEMU YIPABIiHHS SKICTIO (33 BUHATKOM IE€PEBIPKU MIPOEKTY).

Tepmin aii nexkaapaunii: 10 06.02.2027 poky

M. Kuis

ToBapuCTBO 3 00MeKEHOK BiINOBIIAIBLHICTIO
" I:kengeHTa - YKpaina'"

CHitko O.0.

Hupekrop

Ne JenD-013.2 CtopiHka 1 3 2



http://www.jendental-ukraine.com/
http://www.jendental-ukraine.com/

Jexaapanisi npo BignoBignicts Ne JenD-013.2

Jdonarok 1
R Ha3zpa moaudikamii
Ne Howmep 3a Ha3zBa moaudikauii MmeguuHOro0
3/m KaTaJ0roM | BHPOOY YKPaiHCHKOI0 MOBOIO MeAHHoro BHPOOY
AHIJIICHKOI0 MOBOIO
1 Hexc-&-lent Cunep 11 KOpEHEBUX Dex-&-Dent Root canal sealer,

KaHAJIiB, TIOPOIIOK powder
Banka 10 g (1) Jar10 g

2 25308 Jexc-&-Jent, Cunep mist kopeneBux | Dex-&-Dent Root canal sealer,
KaHaJIiB, TIOPOIIOK powder
Bbanka 20 g (1) Jar 20 g

3 Hexc-&-ent WP, Cunep st Dex-&-Dent WP, Root canal
KOPEHEBUX KaHaJIiB, ITOPOIIOK sealer, powder
Banka 10 g (1) Jar10 g

4 Hexc-&-Aent WP, Cunep st Dex-&-Dent WP, Root canal
KOPEHEBUX KaHaJIiB, ITOPOIIOK sealer, powder
Banka 20 g (1) Jar20 g

5 21364 Kaabui-Ixen IF, Exnomontrnunuit Calci-Jen IF, Calcium hydroxide -
CHJIEp Ha OCHOBI TIAPOKCHUITY KaJIBIIIO based endodontic sealer with
3 onodopmom Iodoform
mmpu 2 ml (mr) syringe 2 ml

Miciie 1 maTa BUIAHHS:

M. Kuis

BupoOHuk:

ToBapuCcTBO 3 00MeKEHOK BiINOBIIAIBLHICTIO
" I:kengeHTa - YKkpaina'"

VYoBHOBaXkeHa 0co0a:

CHitko O.0.
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Hupekrop
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