Jexmapauis npo BiANOBIAHICTH

Mu,
3HAXOMMOCH 3a aIPECOI0

Jexiapyemo npo HaCTyIHE:

Bepcin 9 3amiHIo€ 1ekaapaiiro
Ne JenD-006.8 Bin 07.02.2025

Ne JenD-006.9 ctranom na 12.11.2025

ToBapucTBO 3 00MexKeHOI0 BiinoBinaabHicTIO " [[KeHAeHTaN-Y KpaiHa'"
ByJauus Bumropoaceka, 6yaunok Ne 14, m. Kuis, 04074, Ykpaina.
Teu. (044) 337-87-82;

e-mail: info@jendental-ukraine.com

www.jendental-ukraine.com

Ha3zBa Menu4Horo BUpoody:
Ipoaykuis

CToMaroJioTiuHa mpoayKuist
KoabopoBuii Tekyunii pecraBpauiliHuii KOMNO3NT,

Mepeaik mpoaykuii

JAuBuch noaatok 1 1o gexaapauii

Bupo6Huk:

ToBapuCcTBO 3 00MeKeHO BianoBinaabHicTIO "' [IKeHaeHTAN-Y Kpaina"

Iepesik BUPpOOHUYHX AiTbHUIL

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

Micue 30epiraHHst TeXHiYHOT
JOKyMeHTaujii

Byauusa bopucniibceska, Ne 9, xopmn.61, m. Kuis, 02099, Ykpaina
Ten. (044) 337-87-82;

e-mail: info@jendental-ukraine.com

www.jendental-ukraine.com

Knacudikanis Kanac Ila (3rizno onatky 2 TeXHIYHOTO peryiaMeHTy L0A0 MEAWYHUX BHUPOOIB,
3atBepxeHoro [locranosoro KaGinery MinictpiB Ykpainu Ne753 Bix 2 sxotHs 2013
POKy

CepTudikar BinnoBignocri: Ne R3M 804 079 B7

Bix 12.11.2025
niicamii po: 06.02.2027

UATR.137

HanionanbHi crangapTu siki
3aCTOCOBAaHI:

- ACTY EN ISO 13485:2018 Bupo6u menuuni. CucreMu ynpaBiiHHS SKICTIO.

Bumoru mono perymosanns (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT /
AC:2016, IDT Medical devices - Quality management systems - Requirements for regulatory
purposes)

- TexHiYHUIA periIaMeHT 00 MeIuyHuX BUpoOiB (3aTBepkenuii [TloctanoBoro KMV Big 02
xoBTHsI 2013 poky Ne753) — Jlomatok Ne 33a0e3nedycHHS PyHKIIIOHYBaHHS KOMIUIEKCHOT
CHCTEMH YIPABJIIHHS SKICTIO (32 BUHATKOM IIEPEBIPKH IIPOEKTY)

OpraHn 3 oniHKH BiANOBIAHOCTI:

TOB VYkpainckuii [nctutyt Crangapris: Bys1. Onexcanapiscbka, 1, M. Kuis, 03062,
VYxpaina, Homep npusnauenoro oprany UA.TR.137. Arecrar akpeautanii HAAY Big 30
uepBHs 2020 poxy Ne 80141.

BuiieBka3zani BUpoOU BiAMOBIIAOTh OCHOBHUM BUMOTaM JUIsi MEIMYHUX BUPOOIB 3rifiHO TEXHIYHOTO pEerjaMeHTy 1010
MeanYHuX BUpoOiB (3aTBepmxenuii [locranoBoro KMY Binx 02 sxoBtHs 2013 poky Ne753) - logarox Ne 3 3a6e3neueHns
(YHKIIOHYBaHHS KOMIUIEKCHOI CUCTEMU YIPABIiHHS SKICTIO (332 BUHATKOM IEPEBIPKU IIPOEKTY).

Tepmin aii nexaapaunii: 10 06.02.2027 poxy

Micrie 1 jara BUOAHHS: M. KuiB

BupooOnuxk: ToBapucTBO 3 00MeKeHOI0 BitmoBizaabHicTio " JKeHaeHTaI-
Yxkpaina"

YroBHOBaXkeHa 0co0a: Caitko O.0.

Ilocana: Hupekrop

ITigmuc, mrammn:
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http://www.jendental-ukraine.com/
http://www.jendental-ukraine.com/

Hexunapauis npo BianosiaHicts Ne JenD-006.9

Honartok 1
Ne Howmep 3a | Ha3Ba moaudikanii Mmexumunoro Ha3a moaudikauii MeqruuHoro Bupoody

3/l | kaTajorom | BUPoGy yKpaiHCHKOI MOBOIO AHITICHKOI0 MOBOIO
dsxen-Peiinooy, KoabopoBuii Jen-Rainbow, Brightly-colored flowable
TeKy4nil pecTaBpaniiiHuii restorative,
KOMIO3UT,
mmnpunm 3.2 g, BinTinkm: syringe 3.2 g Shades:

1 41431 3enennii iryo Green-Fluo

2 41430 dioneroBuii ¢uryo Purple-Fluo

3 41433 Jlaiim ¢yo Lime-Fluo

4 41434 [Tomapandaeswmii ¢uryo Orange-Fluo,

5 Poxepuit-diyo, Pink-Fluo

6 BnakutHuii- ¢pyo Blue- Fluo

7 Kostuii-dpmyo Yellow-Fluo

8 41428 3eneHuit mepi Green-Pearl

9 41429 Poxeswii mepn Pink-Pearl

10 | 41426 bnakurtHuii nepn Blue-Pearl

11 | 41432 3omoTHi TIep Golden-Pearl.

12 | 41427 UYepsonwuii-ITpo3opuii Clear Red

13 | 41437 Binuit nepn White Pearl
mmpunu 3.0 g, BinTinku: syringe 3.0 g Shades:

14 3enenuii Giryo Green-Fluo

15 dioneroBuii ¢uryo Purple-Fluo

16 Jlaiim duyo Lime-Fluo

17 [Nomapanuesuii ¢piyo Orange-Fluo,

18 Poxxepuii-¢utyo, Pink-Fluo

19 BnakutHuii- hiayo Blue- Fluo

20 Kostuii-dpmyo Yellow-Fluo

21 3enenuit nepn Green-Pearl

22 PoxxeBuii epi Pink-Pearl

23 bnakutnuii nepn Blue-Pearl

24 3onoTuii nepn Golden-Pearl.

25 UYepsonwuii-ITpo3opuii Clear Red

26 Binuii nepn White Pearl
mnpunu 2 g, Binrinku: syringe 2 g Shades:

27 3enennii iryo Green-Fluo

28 dioneroBuii ¢uryo Purple-Fluo

29 Jlaiim ¢yo Lime-Fluo

30 [Tomapandaeswmii ¢uryo Orange-Fluo,

31 Poxxepuii-diyo, Pink-Fluo

32 BnakutHuii- ¢pyo Blue- Fluo

33 Kostuii-dpmyo Yellow-Fluo

34 3eneHuit mepi Green-Pearl

35 Poxesuii mepn Pink-Pearl

36 bnakurthuii nepn Blue-Pearl
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37 3omoTHi Iep Golden-Pearl.
38 UYeponuii-IIpozopuit Clear Red
39 Binuit nepn White Pearl
mmnpunm 1.5 g, BinTinku: syringe 1.5 g Shades:
3enenuit Giyo Green-Fluo
dioneroBuii ¢uryo Purple-Fluo
Jlaiim ¢yo Lime-Fluo
[Nomapanuesuii piyo Orange-Fluo,
Poxepuii-diyo, Pink-Fluo
BnakutHuii- ¢pyo Blue- Fluo
Kostuit-dpmyo Yellow-Fluo
3eneHuit mepi Green-Pearl
40 PosxxeBuii epi Pink-Pearl
41 bnakurtHuii nepn Blue-Pearl
42 3omoTHi Iep Golden-Pearl.
43 UYepsonwuii-ITpo3opuii Clear Red
44 Binuit nepn White Pearl
45 | 84246 Jursunii HaGip xen-Peitn6oy 9 Jen-Rainbow Kid Kit, 9 syringes: Fluo: green,
IIIPUIIB: (IIyOpPECIIeHTHI: 3eJieHnii | orange, lime, purple; Pearl: green, pink, blue,
¢ioneToBuid J1aiiM MoMapaH4eBUH, golden; clear-red ,
HepIaMyTp: 3eJICHUH, POXKEBUM, Jen-Unibond SE 1 syringe 3 ml
OJIAKUTHUI, 30JI0THH,
Ixen FOni6oua SE 1mmpur 3 ml
Micue 1 gara BUgaHHS: M. Kuis
BupoOHuk: ToBapucTBO 3 00MeKeHOI0 BixnoBigaabHicTo "' JIXKeH1eHTaI-
Ykpaina'
YnoBHOBa)keHa ocoba: Critko O.0.
Ilocana: JupekTop
ITigmuc, mramm:
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