Bepcis 3 3amiHmO€ Aekmapario
Ne JenD-012.2 Big 27.06.2022

Jexkapanisi npo BianmoBigHicTH Ne JenD-012.3 cranom Ha 27.12.2022

Mu, ToBapucTBO 3 00MeKeHOI0 BiinoBinaabHicTIO " [KeH1eHTAI-YKpaiHa'
3HAXO0JMMOCH 3a a/Ipeco0 ByJauus Bumropoaceka, 6yaunok Ne 14, m. Kuis, 04074, Ykpaina.
Teu. (044) 337-87-82;
e-mail: info@jendental-ukraine.com
www.jendental-ukraine.com

JlexnapyeMo npo HacTyIHe:

Ha3sa mean4uHOro BHpooy: CromaroJIorivHa NpoAyKIis

ponykuis CromaroJIoTiyHi HEMEHTH Julsl IIIOMOYBaHHsI KOPEHEBHMX KaHAIIIB
Ilepesik BupoOGiB: JuBwuck noxatok 1 mo mexmaparii

BupoOHuk: ToBapucTBO 3 00MeKeHOK BiinoBinaabHicTIO " IKeH1eHTAI-YKpaiHa'
Ilepesik BUPOOHUYHX TIJIbLHHIL By bopucninschka, Ne 9, kopn.61, m. Kuis, 02099, Ykpaina

Micue 30epiranas TexXHiYHOT Bysnus bopucninbcbka, Ne 9, kopm.61, m. Kuis, 02099, Vkpaina
JOKyMeHTauii Temn. (044) 337-87-82;

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

Kaacudgikanis Kaac IIa (3rigao Joxatky 2 TeXHIYHOTO periiaMeHTy 010 MEAWIHUX BHPOOIB,
3aTBepkeHoro [TocranoBoro KaGinery MinictpiB Ykpainu Ne753 Big 2 ®OBTHS
2013 poky
Ceprudikar BigmoBiaHocri: Ne R3M 804 079 B2
Bix 27.12.2022
aiiicauii 1o: 06.02.2027
UA.TR.137
HauioHanbHi crangapTH siki - ACTY EN ISO 13485:2018 Bupo6u meanuni. CHCTEMH yIIpaBIiHHS AKICTIO.
3aCTOCOBaHi: Bumornu mono perymoBanuas (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT /

AC:2016, IDT Medical devices - Quality management systems - Requirements
for regulatory purposes)

- TexHIYHUI perJaMeHT 1010 MEAUMYHHUX BUPOOIB (3aTBepmkeHuii [loctanoBoO
KMY Bix 02 xxoBtHs 2013 poxy Ne753) — Jlonatok Ne 33abe3neueHHs
(hYHKIIIOHYBaHHS KOMIUICKCHOT CHCTEMH YIIPABIIiHHS SKICTIO (32 BUHATKOM
HIEpPEBIPKH MPOCKTY)

OpraHn 3 oliHKH BiANOBiAHOCTI: TOB VYkpainckwuii [ncruryt Crangapris: By Onexcannapisebka, 1, M. Kuis, 03062,
VYxpaina, Homep npusnauenoro oprany UA.TR.137. ArecraT akpenurauii HAAY
Big 30 yepBHs 2020 poky Ne 80141.

BumieBka3zani BUpoOH BiANOBIIalOTh OCHOBHUM BUMOTaM JUIsl MEIMYHUX BUPOOIB 3rifiHO TeXHIYHOrO perjaMeHTy 1o/10
Men4YHUX BUpoOiB (3atBepmkenuii [TocranoBoro KMV Bin 02 sxoBTHs 2013 poky Ne753) - lonatok Ne 3 3abe3nedeHHs
(YHKIIOHYBaHHS KOMILUIEKCHOI CUCTEMU YIPABIiHHS AKICTIO (332 BUHATKOM IEPEBIPKU IIPOEKTY).

Tepmin aii nexaapaunii: 10 06.02.2027 poky

Miciie 1 maTa BUIAHHS: M. Kuis

Bupoonuk: ToBapucTBO 3 00MekeHOI0 BilIOBIAAIBLHICTIO
" I:kengenTan-Ykpaina'"

YnoBHOBaXkeHa 0co0a: Cuitko O.0. s

Ilocana: Hupekrop

ITigmuc, mrammn:



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

Jexaapaunist npo BignosigHicTs Ne JenD-012.3

Jonarok 1
Ne Homep 3a | Hazea moaudikaunii MeguaHOro0 Ha3zpa moaudikanii MeguaHOr0
3/m KaTajloroM | pupo0y yKpaiHCbKOI MOBOIO BHPOOY aHIJIiliCbKOI0 MOBOIO
1 Jexc-&-dent Cuirep sl KOpEHEBUX Dex-&-Dent Root canal sealer, powder

KaHaJiB, TOPOIIOK Jar 10 g
banka 10 g (1)

2 Hexc-&-JlenT, Cunep Ui KOpEHEBUX Dex-&-Dent Root canal sealer, powder
KaHaJiB, TOPOIIOK Jar 20 g
Banka 20 g (1)

3 Hexc-&-Hdent WP, Cunep ans Dex-&-Dent WP, Root canal sealer, powder
KOPEHEBUX KaHaJiB, IOPOLIOK Jar10 g
Bbanka 10 g (1)
Hexc-&-Hent WP, Cunep ans Dex-&-Dent WP, Root canal sealer, powder
KOPEHEBUX KaHaJiB, IOPOLIOK Jar20 g
Banka 20 g (1)

4 Jxen-Enoxcui, Cunep mist kopeneBux | Jen-Epoxeal, Root canal sealer
KaHaJlB Double syringe 14 g
[onsittawii mmpun 14 g (T)

5 Jxen-Enoxcua , Cunep mis kopeneBux | Jen-Epoxeal, Root canal sealer
KaHaJiB Double syringe 7 g
[onsitawii mmpwur 7 g (T)

6 Kansmi-xen, 35% ligpokcun kaneiito | Calci-Jen, 35% Calcium hydroxide water
Ha BOJIHINA OCHOBI based paste
mmpur; 2 ml (M) syringe 2 ml

7 Kansmi-Ixen IF, 35% [npokcun Calci-Jen IF, 35% Calcium hydroxide water
KaJbIIiF0 HA BOJHIN OCHOBI 3 based paste with lodoform
HomohopMomM syringe 2 ml
mmpui 2 ml (mon)

Micue i gata BUZaHHS:

M. Kuis

BupooHuk:

ToBapHuCTBO 3 00MeKEHOIO
" I:kengenTan-Ykpaina'"

BinnmoBigaabHicTIO

VYoBHOBaXkeHa 0co0a:

CHitko O.0.

ITocana:

JupekTop

ITigmuc, mrami:

C

Ne JenD-012.3 CtopiHka 2 3 2




