Jexkaapaiisi mpo BiANOBiAHICTH

Bepcis 2 3amiHIOE AeKiapartito
Ne JenD-014.1 Bixg 12.11.2025

Ne JenD-014.2 cranom Ha 10.03.2026

Mu, ToBapucTBO 3 00MexKeHOI0 BinnoBiganbHicTIO " /;keHneHTa-YKpaina"

3HaXOAMMOCH 32
aJipecoro

Byjauus Bumropoacska, oyaunok Ne 14, m. Kuis, 04074, Ykpaina.
Te. (044) 337-87-82;

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

JlexnapyeMo npo HaCTyIHE:

Ha3zBa mean4yHoro Bupooy:
IIponykuis

CToMaToJI0TiYHa MPOAYKUis
T'eni, croMaToioriusi

Iepeaik BuUpoOiB:

Juswuck noxatok 1 mo mexmaparii

BupooHuk:

ToBapucTBO 3 00MeKeHOI0 BiinoBinaabHicTIO " [KeHaeHTaN-Y KpaiHa'

Ilepesiik BHUPOOHUYMX AiTbHUIIb

ByJauus 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 Kuac IIT (3rigao Jonatky 2 TeXHIYHOTO perjiaMeHTy 00 METUIHUX BHPOOIB,
3aTBepkeHoro [TocranoBoro KaGinery MinictpiB Ykpainu Ne753 Big 2 ®KOBTHS
2013 poky

Ceprudikar Binmosignocri: Ne R3M 804 079 BS

Bix 10.03.2026
mificani mo: 06.02.2027

\J

UA.TR.137

HauioHanbHi cTaHgapTH sKi
3aCTOCOBAHI:

- JICTY EN ISO 13485:2018 Bupobu meauuni. CHCTEMH YIIPaBIIiHHS SKICTIO.
Bumorn 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 (3aTBeppkennii [loctanoBoro
KMY Bin 02 sxoBtHst 2013 poxy Ne753) — JJomaTtok Ne 33abe3neueHHs
(hyHKIIOHYBaHHS KOMIUIEKCHOI CHCTEMH YIPaBJIiHHA AKICTIO (32 BUHATKOM
TIEPEBIPKH MMPOEKTY)

Opras 3 oliHKY BigmoBiaHOCTI:

TOB VYxpaiuckwuii [nctutyT CTangapris: Bya. Onekcanapiserka, 1, M. Kuis, 03062,
VYkpaina, Homep npuznadenoro oprany UA.TR.137. Atectar akpeauranii HAAY
Bix 30 wepBHs 2020 poky Ne 80141.

BuieBka3ani BUpoOH BiAMOBIAOTh OCHOBHUM BUMOTaM JUIsl MEIMYHUX BUPOOIB 3rifiHO TeXHIYHOTO perjiaMeHTy 11010
MeauYHuX BUpoOiB (3aTBepmxenuii [locranoBoro KMV Bix 02 sxoBtHs 2013 poky Ne753) - logarox Ne 3 3a6e3neueHns
(hyHKIIOHYBaHHSI KOMILJICKCHOT CHCTEMH YIPABIIiHHS SIKICTIO (32 BUHATKOM HEPEBIPKU MPOCKTY ).

Tepmin aii nexnapaunii: 10 06.02.2027 poky

Miciie 1 maTa BUIAHHS:

M. Kuis

BupoOHuk:

ToBapuCcTBO 3 00MeKEHOK BiINOBIIAIBLHICTIO

VYoBHOBaXkeHa 0co0a:

" I:kengeHTan-Ykpaina'"
CHitko O.0. psisiy,

Ilocana:

ITigmuc, mramm:



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

Jexaapaunist npo BignosigHicTs Ne JenD-014.2

Jonatok 1
Ne Howmep 3a | Hazpa mogudikanii MmexuaHoro Haspa moaudikanii Mmexnanoro
3/m KATAJ0roM | BUpo0y YKpaiHCHKOI0 MOBOIO BHPOOY aHIJIiliCbKOI0 MOBOIO
dxen-Penip AB Jen-Relief AB
lenb-myOpukaHT 1uist Lubricant Gel for instrumental removal
IHCTPYMEHTAILHOTO BUAAICHHS of tartar,
3yOHOT'0 KaMeHIO, Syringe 5 ml Flavor:
mpui; 5 ml
Cwmak:
1 28188 Bumas Cherry
2 28141 [Monyuwuis Strawberry
dxen-Penip AB Jen-Relief AB
I'enb-myOpuKaHT 1Ist Lubricant Gel for instrumental removal
IHCTPYMEHTAILHOTO BUIAJICHHS of tartar,
3yOHOT'0 KaMEHIO, bottle 30 g
¢dhmakon 30 g
Cmaxk: Flavor:
3 28187 Buas Cherry
4 28160 [Monyuwuns Strawberry
JIroopenip-Ilapo Lubrelief-Paro
lenb-myOpukaHT 1yist Lubricant Gel for instrumental removal
IHCTPYMEHTAILHOTO BUAAICHHS of tartar,
3yOHOT'0 KaMeHIO, Syringe 5 ml
mmpun S ml
5 28205 Bumas Cherry
6 28245 [onyuwuns Strawberry
Jwopenid-ITapo Lubrelief-Paro
lenb-myOpukaHT 1yist Lubricant Gel for instrumental removal
IHCTPYMEHTAILHOTO BUAAICHHS of tartar,
3yOHOT'0 KaMEHIO,
¢panaxon 20 g bottle 20 g
7 28202 Bumins Cherry
8 28242 [onyuwuns Strawberry
¢aaxon 30 g bottle 30 g
9 Bumins Cherry
10 [Monynuus Strawberry
Micriie 1 jara BUOAHHS: M. KuiB

BupoOHuk:

ToBapucrso 3 06Memeygj&!‘lﬁiﬁ
" JlxkenaeHTAd-Y Kpaina!

VYnoBHOBaXkeHa 0co0a:

Caitko O.0. iy

ITocana:

JupekTop /ﬂ

ITigmuc, mrammn:

Ne JenD-014.2 CtopiHka 2 3 2




