Jexnapanisi npo BiANoOBiAHICTH

Bepcis 8 3amiHIoe gaeknapariiro
Ne JenD-009.7 Bin 09.01.2024

Ne JenD-008.8ctanom na 07.02.2025

My, ToBapucTBO 3 00MeKeHOI0 BiinoBinaabHicTIO " [KeH1eHTAI-YKpaiHa'

3HaXO0AUMOCH 3a aIpE€Coro

By g Bumropoaceka, 0ynnnok Ne 14, m. Knis, 04074, Ykpaina.

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

JlexnapyeMo npo HacTyIHe:

Ha3zBa mean4yHoro Bupooy:
Mponykuis

CToMaToJI0TiYHa MPOaYKUis
YHiBepcaJlbHa CTOMATOJIOTIYHA KepaMika «YIbTponaminy, «ZR YapTpomnamin»
(Habopm)

Ilepeiik BUpooGiB:

JuBuce noxatok 1 mo mekmapariii

BupooHuk:

ToBapucTBO 3 00MeKeHOI0 BignoBinaabHicTIO "' [[IKeHAeHTAN-Y KpaiHa'"

Ilepesiik BUPOOHUYMX AiTbHUIIb

Byauns bopucninbebka, Ne 9, kopn.61, m. Kuis, 02099, Ykpaina

Micue 30epiraHasi TeXHiYHOT
JMOKyMeHTauil

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

Knacndikauis Kaac Ila (srigno J{oxatky 2 TeXHIUHOTO periaMenTy o0 MEANYHUX BUPOOIB,
3arBepmkenoro IlocranoBoro Kabinety MinictpiB Ykpainu Ne753 Bix 2 ®oBTHs
2013 poky

Ceprudikar Bignmosignocri: Ne R3M 804 079 B5
Bin 07.02.2025

\J

UA.TR.137

niricani go: 06.02.2027

HauionanbHi crangapTH siki
3aCTOCOBAHI:

- ACTY EN ISO 13485:2018 Bupobu meanuni. CuCTEMH yIpaBIIiHHS SKICTIO.
Bumoru mono perymoBanas (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT /
AC:2016, IDT Medical devices - Quality management systems - Requirements
for regulatory purposes)

- TexHiuHMIA peTIaMEeHT IIOI0 METUIHUX BUPOOIB (3aTBepkenHuid [IocTaHOBOIO
KMY Bix 02 sxoBtHs 2013 poxy Ne753) — JlomaTtok Ne 3 3abe3neueHHs
(hyHKIIOHYBaHHS KOMIUIEKCHOI CHCTEMH YIPaBIIiHHA AKICTIO (32 BUHATKOM
HEepPEBIPKH MPOCKTY)

Opras 3 oiHKYU BiAMOBiAHOCTI:

TOB VYkpainckuii [ncruryt Crangapris: By Onexcannapisebka, 1, M. Kuis, 03062,
VYxpaina, Homep npusnauenoro oprany UA.TR.137. ArecraT akpenuranii HAAY
Bi7 30 yepBHs 2020 poky Ne 80141.

BumieBka3zani BUpoOH BiANOBIIalOTh OCHOBHUM BUMOTaM JUIsl MEIMYHUX BUPOOIB 3rifiHO TeXHIYHOrO perjaMeHTy 1010
Mean4HUX BUpoOiB (3atBepmkenuii [TocranoBoro KMV Bin 02 sxoBtHs 2013 poky Ne753) - lonatok Ne 3 3abe3nedeHHs
(YHKIIOHYBaHHS KOMIUIEKCHOI CUCTEMU YIPABIiHHS SKICTIO (332 BUHATKOM IE€PEBIPKU IIPOEKTY).

Tepmin aii nexnapaunii: 10 06.02.2027 poxy

Miciie 1 maTa BUIAHHS: M. Kuis
Bupoonuk: ToBapucTBO 3 00MeKeHOI0 BixnoBigaabHicTo "' JIXKeH1eHTaJI-
Ykpaina'
YnoBHOBaXkeHa 0co0a: Cuitko O.0.
Ilocana: Hupekrop
ITigmuc, mrammn:
£

Ne JenD-008.8 CtopiHka 1 3 2



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

Jexaapanist nmpo BignosBiaHicTs Ne JenD-008.8

Joaatok 1
Ne 3/m Homep 3a | Hazpa Mmoaundikanii Mmexnanoro Bupoo0y Ha3sa moangikanii MennaHOro BUpoody
KATAJOTOM | YKPAiHCHbKOI0 MOBOIO AHIJTiHCHKOI0 MOBOIO

1 32157 VYieTponanin Benukuil Haoip, Ultropaline Big Set 16 shades
16 BinTIHKIB

2 VYnbTponanin yHiBepcanbHuUil Habip, 12 . . .

L Ultropaline Universal Kit, 12 shades

BiJITIHKIB

3 y.HB.Tp onaiH Ecterunuii nadip, 10 Ultropaline Esthetic Kit, 10 shades
BiJITIHKIB

4 VYpTpomnajid cTapTOBHil Habip, 8 BiATIHKIB Ultropaline Starter Kit, 8 shades

5 35611 VYnerponanin Habip npoOuuit A2- 21,5 g+ Ultropaline Test Kit, A2-21,51 +
Pinmnna mozxemoBansHa 30 ml Modelling Liquid 30 ml

6 35612 VYnprponaiid Habip nmpooHuit A3-21,5 g+ Ultropaline Test Kit, A3-21,5r+
Pinmuna mozemoBansHa 30 ml Modelling Liquid 30 ml

7 32191 VYnerponanin Habip JEeHTHHIB, Ultropaline Kit of dentin, 6 jars x30g
6 6anokx 30 g

8 32182 VYnpTpomnajid Hablp HHTCHCUB-ICHTUHIB, 6 Ultropaline Kit of Modifiers of dentin
OaHok X 30 g intensity, 6 jars x30g

9 32411 VYnbrponanin Habip onak-AeHTHHIB, Ultropaline Kit of Opaquer dentine,
6 6anok x30 g 6 jars x30g

10 32155 VYnpTpomnajid Habip ria3ypHuX OapBHHUKIB,, Ultropaline Paint Glaze Set
12mmpunis x4 g 12 syringes x 4 g

11 32167 VYnpTpomnajid Habip MOPOLIKOBUX OIMaKiB, 6 Ultropaline Opaque Powder Set 6 x 20 g
O0anok x 20 g

12 ZR YibTponaiiH BeJIUKUi Ha0ip, ZR Ultropaline Big Set, 16 shades
16 BiATIHKIB

13 Z.R YHL.TpOHamH yniBepcanbHmit Habip, 12 ZR Ultropaline Universal Kit, 12 shades
BiJITIHKIB
Z.R S.’HB.TpOHamH Ecrernrnii nadip, 10 ZR Ultropaline Esthetic Kit, 10 shades
BiJITIHKIB

14 ZR. y%IBT.p Onati CTapToBHii Hadip, ZR Ultropaline Starter Kit, 8 shades
8BIATIHKIB

15 ZR Yabrponanin npoouuii HaOip A2 (21.5 g | ZR Ultropaline Sample Kit A2 (20 g + 30
+ 30 ml) ml)

16 ZR Yaprponanin npobxuit Habip A3 (21.5g | ZR Ultropaline Sample Kit A3 (20 g + 30
+ 30 ml) ml)

Micue i gata BUZaHHS:

M. Kuis

BupooHuk:

ToBapHuCTBO 3 00MeKEeHOI0 BiINOBIiTAIbLHICTIO

VYoBHOBaXkeHa 0co0a:

" Jl:xeHaeHTaI-Y Kpaina'
Cuitxo O.0. ;

ITocana:

JupekTop

ITigmuc, mrami:
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