Jexkapauisi npo BianmoBigHicTH

Bepcis 8 3amiHIO€ AeKapario
Ne JenD-012.7 Big 12.11.2025

Ne JenD-012.8 ctranom uHa 10.03.2026

Mu, ToBapucTBo 3 00MexKeHOI0 BilnoBinaabHicTIO " [[KeHAeHTaN-Y KpaiHa'"

3HaXO0JANMMOCH 3a aAp€Coro

By iMId Bumropoacska, 0ynnnok Ne 14, m. Kuis, 04074, Ykpaina.

Ten. (044) 337-87-82;
e-mail: info@jendental-ukraine.com
www.jendental-ukraine.com

JlexnapyemMo Ipo HaCTyIHe:

Ha3zBa mean4yHoro Bupooy:
IMponykuis

CToMaToJI0TiYHa MPOAYKUis
CtoMaTOJIOTiUHI IEMEHTH IS TNIOMOYBaHHSI KOPEHEBUX KaHAJIIB

Ilepeiik BUpoo6iB:

JuBuce noxatok 1 mo mekmapariii

BupooHuk:

ToBapucTBO 3 00MeKeHOI0 BignoBinaabHicTIO " KeHaeHTaN-Y KpaiHa'"

Ilepesiik BUPOOHUYMX AiTbHUIIb

Byauus bopucninbcebka, Ne 9, kopn.61, m. Kuis, 02099, Ykpaina

Micue 30epiraHHsi TeXHIiYHOT
JOKyMeHTauil

Byauus bopucninbebka, Ne 9, xopn.61, m. Kuis, 02099, Ykpaina
Ten. (044) 337-87-82;

e-mail: info@jendental-ukraine.com

www.jendental-ukraine.com

Kaacudgikanis Kuaac IIa, (3rizao Jonatky 2 TeXHIYHOTO perjiaMeHTy 00 MEIUIHUX BUPOOIB,
3aTtBepkeHoro [TocranoBoro Kabinery MinictpiB Ykpainu Ne753 Big 2 ®KOBTHS
2013 poky

Ceprudikar Binmosignocri: Ne R3M 804 079 BS

Bix 10.03.2026
niricani go: 06.02.2027

\J

UA.TR.137

HauioHanbHi cTaHgapTH sKi
3aCTOCOBAHI:

- ACTY EN ISO 13485:2018 Bupodu meanuni. CucTeMu ynpaBiiHHS SIKICTIO.
Bumoru mono perymosanns (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT /
AC:2016, IDT Medical devices - Quality management systems - Requirements
for regulatory purposes)

- TexHiuyHMH pernamMeHT 00 MeANYHUX BUPOOiB (3aTBeppkennit [loctanoBoro
KMY Bin 02 sxoBthst 2013 poky Ne753) — Jlomatok Ne 33a0e3neucHHs
(hyHKIIOHYBaHHS KOMIUIEKCHOI CHCTEMH YIPaBJIiHHA SKICTIO (32 BUHATKOM
TIePEBipKHU MPOCKTY)

Opras 3 oiHKYU BiAMoBiAHOCTI:

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

BuiieBka3zani BUpoOH BiAMOBIIAOTH OCHOBHUM BUMOTaM JUIsl MEIMYHUX BUPOOIB 3rifiHO TEXHIYHOTO perjaMeHTy 11010
MeanyHuX BUpoOiB (3aTBepmxenuii [locranoBoro KMY Binx 02 sxoBtHs 2013 poky Ne753) - logarox Ne 3 3a6e3neueHns
(hyHKIIOHYBaHHSI KOMILJICKCHOT CUCTEMH YIPAaBIIiHHS SKICTIO (32 BUHATKOM HEPEBIPKU MPOCKTY ).

Tepwmin aii nexkaapaunii: 10 06.02.2027 poky

Miciie 1 maTa BUIAHHS:

M. Kuis

BupoOHuk:

ToBapucTBO 3 00MeKEHOI0 BIANOBIAAIbHICTIO
" JlakeHaeHTAJ-Y Kpaina'

VYnoBHOBaXkeHa 0co0a:

Cuitro O.0.

Ilocana:

Jlupexrop

ITigmuc, mramm:

Ne JenD-012.8 CtopiHka 1 3 2



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

Jexkaapaunist npo BigmosigHicTs Ne JenD-012.8

Jonatok 1
R Ha3zBa moaudikamii
Ne Homep 3a Kanac Ha3zpa moaudikauii MegU4HOTO0
3/m KaTaJloroMm pU3UKY BHPOOY YKPaiHCHKOI0 MOBOIO Meﬂn.‘iﬂom BHPOOY
AHIIICHKOI0 MOBOIO
1 IIa Jxen-Enoxcnn, Cunep ans Jen-Epoxeal, Root canal sealer
KOPEHEBUX KaHaIiB Double syringe 14 g
Hopsitiamit mmpun 14 g (1)
2 IIa Jaxen-Enoxcenn , Cunep nnst Jen-Epoxeal, Root canal sealer
KOPCHEBUX KaHAJIB Double syringe 7 g
Iopsitinuii mmpur 7 g (T)
3 21366 IIa Kaawbui-Ixen, Ennonontinunnii cuitep | Calci-Jen, Calcium hydroxide -
Ha OCHOBI TJPOKCHAY KaJIbLiIO based endodontic sealer
mmpun 2 ml (i) syringe 2 ml
4 IIa Kanbui-T:xen MTA Calci-Jen MTA
EHponoHTHYIHMI cuiiep Ha OCHOBI Calcium-based endodontic sealer
kaipLito 3 MTA, nopomok 2 g, with MTA, powder 2 g, liquid 3ml
piznaa 3 ml abo mopomrok 3 Ganku mo | or powder 3x2 g, liquid 6 ml
2 g, pinuHa 6 ml

Miciie 1 maTa BUIAHHS:

M. Kuis

BupoOHuk:

" I:kengeHTan-Ykpaina'"

ToBapuCTBO 3 00MeKEHOK BiINOBIIAIBLHICTIO

VYoBHOBaXkeHa 0co0a:

CHitko O.0.

Ilocana:

Hupekrop

ITigmuc, mramm:

Ne JenD-012.8 CtopiHka 2 3 2




