Jexnapanisi npo BiiNoOBiAHICTH

Mu,
3HAXOIMMOCH 3a aJPECOI0

Bepcis 6 3amiHI0€ Aekapairito
Ne JenD-001.5 Bin 27.06.2022
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ToBapucTBO 3 00MexKeHOI0 BifnoBinaabHicTIO " [’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

Jexiapyemo npo HacTyIHe:

Ha3zBa mean4yHoro Bupooy:
IIponykuis

CToMaToJI0TiYHa MPOAYKUis
BricokoHAaNOBHEH1 KOMITO3UTHI MaTepialiu, 0 3aTBEPXKYIOTHCS CBITIOM

Iepeaik BUpoGiB:

Jusuck noxatok 1 mo mexmaparii

BupoOHuk:

ToBapucTBo 3 00MexkeHOI0 BiinoBigaabHicTIO "' [[KeHaeHTAN-Y KpaiHa'

Ilepesiik BUPOOHHUYMX AiTbHUIb

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

Micue 30epiranHsi TeXHi4YHOL
JIOKyMeHTauii

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

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

www.jendental-ukraine.com

Kaacngikanis Kanac IIa (3rigno lonatky 2 TeXHIYHOTO periamMeHTy o0 MEIUYHUX BUPOOIB,
3aTtBepkeHoro [TocranoBoro KaGinery MinictpiB Ykpainu Ne753 Big 2 ®KOBTHS
2013 poky

Ceprudikar BigmoBiaHocri: Ne R3M 804 079 B3
Bix 27.12.2022 ﬂy

niicnnii mo: 06.02.2027
UATR.137

HauioHanbHi crangapTu siki
3aCTOCOBaHi:

- JICTY EN ISO 13485:2018 Bupobu meauuni. CHCTEMH YIIPaBIIiHHS SKICTIO.
Bumoru mono perymoanns (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT )
AC:2016, IDT Medical devices - Quality management systems - Requirements
for regulatory purposes)

- TexHi4yHMH pernamMeHT MI0A0 MEANYHUX BUPOOiB (3aTBeppkennii [loctanoBoro
KMY Bin 02 sxoBtHst 2013 poxy Ne753) — JlomaTtok Ne 33a0e3neueHHs
(yHKI[IOHYBaHHSI KOMIUIEKCHOT CUCTEMH YIPABJIIHHS SKICTIO (32 BUHSATKOM
HEepEBIPKH MPOCKTY)

Opras 3 oiHKYU BiAMOBiAHOCTI:

TOB VYkpainckwuii [ncruryt Crangapris: By Onexcannapisebka, 1, M. Kuis, 03062,
VYxpaina, Homep npuznadenoro oprany UA.TR.137. Arecrar akpeautanii HAAY
Bin 30 wepsHs 2020 poky Ne 80141.

BumeBka3zaHi BHpoOH BiINOBITAIOTH OCHOBHIM BUMOTaM JUT MEINYHUX BUPOOIB 3rigHO TeXHIYHOTO perjaMeHTy o0
MeanIHAX BUPOOiB (3aTBepmkenuit [Tocranosoto KMY Bix 02 sxoBTHS 2013 poky Ne753) - [lomatok Ne 3 3a0e3mnedeHHs
(HyHKIIOHYBaHHS KOMIUIEKCHOI CHCTEMH YIPaBIIiHHA AKICTIO (32 BUHATKOM MEPEBiPKH MPOEKTY).

Tepmin aii nexmapamii: 06.02.2027 poxy

Micue 1 nara BUIaHHA:

M. KuiB

BupoOHuk:

ToBapucTBO 3 00MeKEHOIO BiNOBiAAIBHICTIO
" keHAeHTAI- YKpaina'

VYnoBHoBaxkeHa oco0a:

/)

ITocana:

Tligmuc, mrami:
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Hexnapaiist npo Bignosignicte Ne JenD-001.6

JlopaTok 1
Ne Homep 3a | Ha3za Mmoandikanii MennaHoro BUupoody Ha3sa moangikanii MeqnnaHOro BUpoody
3/ | KaTaJa0roM | yKpaiHChbKOI0 MOBOIO aHIJIilCbK0I0 MOBOIO
Jxen-Pagianc, YHiBepcanbHuit Jen-Radiance, Universal submicron hybrid
CyOMIKpOHHUH TiOpUIHUIA KOMIIO3UT,, composite, syringes 4 g
punm 4 g
Binrinku: Shades:
1 60933 I0P 10P
2 60934 I I
3 60935 OR(Ormran PoxxeBwmit) OR(Opal Rosy)
4 60936 OY (Omnan XKosrwit) OY (Opal Yellow)
5 60937 OBL(Omnan Cusiii) OBL(Opal Blue)
6 60938 OG(Omnan Cipuit) OG(Opal Gray)
7 60910 Al-E Al-E
8 60911 A2-E A2-E
9 60912 A3-E A3-E
10 60913 A3,5-E A3,5-E
11 | 60914 A4-E A4-E
12 | 60921 B0.5-E B0.5-E
13 | 60922 BI-E BI-E
14 | 60923 B2-E B2-E
15 | 60924 B3-E B3-E
16 | 60925 C2-E C2-E
17 ]61033 D2-E D2-E
18 | 61812 Al Al
19 | 61813 A2 A2
20 | 61814 A3 A3
21 | 61815 A3)5 A3)5
22 | 61816 A4 A4
23 | 61817 B0.5 B0.5
24 | 61818 Bl Bl
25 | 61819 B2 B2
26 | 61820 B3 B3
27 | 61821 C2 C2
28 | 61822 D2 D2
29 | 61039 A2-SO A2-SO
30 | 61411 B0.5-0 B0.5-O
31 | 61005 D3-E D3-E
32 | 60915 Al-O Al1-O
33 | 60916 A2-0 A2-0
34 | 60917 A3-0 A3-0
35 160918 A3,5-0 A3,5-0
36 | 60919 A4-O A4-O
37 | 60920 A5-O A5-O
38 | 60926 B1-O B1-O
39 | 60927 B2-O B2-O
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40 | 60928 B3-0O B3-0

41 | 60929 C2-0 C2-0

42 161034 D2-O0 D2-O0

43 | 61004 D3-0 D3-0

44 | 60932 WOP (bina petyrr) WOP (White Opaquer)

45 | 60930 OBR (SIckpaBa perym) OBR (Opaquer Bright)

46 | 60931 UO (YHiBepcain) UO (Universal);

47 | 61008 SWOP SWOP

48 | 61038 A1-SO A1-SO

50 |61040 A3-SO A3-SO

51 | 61830 BW (BinOinrorouwnii binuit), BW (Bleacing White),

52 | 61831 XBW (Exctpa Binointorounii biuit) XBW (Extra Bleaching White)
Jxen-Pagianc Mousip, Bucoxonanosnennii | Jen-Radiance Molar, Highly filled composite for
KOMTIO3UT i1 00’ EMHUX PECTaBpaIlii, IITPHUIT bulky restorations,syringe 4 g
4 g, BINTIHKH: Shade

54 | 41406 U U

55 Al,, Al,,

56 A2 A2

57 A3, A3,
Jxen-Pagianc Mouasip, FW — (Texyumnii) Jen-Radiance Molar, FW — (Flowable)
BucoxonanoBHeHui KOMIIO3UT 11t 00’ emHux | Highly filled composite for bulky
pecraBpaliii, Wpyi 6 g, BIATIHKA: restorations,syringe 6 g

Shade

U U
Al,, Al,,
A2 A2
A3, A3,
Jxen-Pagianc LS, [Mocunenwii Jen-Radiance LS, Fiber reinforced composite for
HAaHOBOJIOKHAMHE KOMITO3HT TSI HETIPSIMHX indirect restorations, syringes 4 g
pecraBpauiii, mmpunu 4 g Shades:
Bigrigku:

58 61593 Al-O Al1-0O

59 61594 A2-0 A2-0

60 61595 A3-0O A3-0

61 61596 A3,5-0 A3,5-0

62 61597 B1-O B1-O

63 61598 B2-O B2-O

64 61599 Al1-S0O Al1-SO

65 61600 A2-S0 A2-SO

66 61601 A3-S0 A3-SO

67 61602 A3,5-SO A3,5-SO
Hxen-Pasoput LC Jen-Favorite LC
HanoriOpuaauii yHiBepcansHui Nano-hybrid universal restorative,
pecTaBpaIlitHuil KOMIIO3UT, MITIPHUIT] 4 g syringe 4 g
Binrinku: Shades:

68 61742 (0)3 10P

69 61741 I |

70 61725 Al-E Al-E

71 61726 A2-E A2-E

72 61727 A3-E A3-E
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73 61728 A3,5-E A3,5-E
74 61729 B2-E B2-E
75 61730 C2-E C2-E
76 61731 Al-D Al-D
77 61732 A2-D A2-D
78 61733 A3-D A3-D
79 61734 A3,5-D A3,5-D
80 61735 A4-D A4-D
81 61736 B1-D B1-D
82 61737 B2-D B2-D
&3 61738 C2-D C2-D
85 | 61739 WOP (bina pery) WOP (White Opaquer)
86 61741 SWOP (Cynep bina perym) SWOP ( Super White Opaquer)
87 | 61740 UO (VuiBepcain) UO (Universal);
88 84239 B0.5-D B0.5-D
89 LO LO
90 | 61860 BW (Bigbintotounii Binwit), BW (Bleacing White),
91 61861 XBW (Ekctpa Bigbintotounn binui) XBW (Extra Bleaching White)
92 41409 Ha6ip IJ)KEH-PAJIIAHC JEN-RADIANCE Kit 4 syringes x4 g
4 mmpunu 1o 4 g (A2-E, A2-0, A3-0O, A3-E) | (A2-E, A2-0, A3-0O, A3-E)
93 Ha6ip 1)KEH-PAJITAHC+ Jl>xen-Panianc JEN-RADIANCE + Jen-Radiance Molar Ki t
41410 Mounsap 4 syringes x 4 g (A2-E, A3-0O, UO, JRM U)
4 mmpunu 1o 4 g (A2-E, A3-O, UO, JRM U)
94 Ha6ip I)KEH-PAJITAHCH Jl>xen-Panianc JEN-RADIANCE t + Jen-Radiance Molar Ki t
41411 Momsp 6 mmpuru o 4 g (A2-E, A2-0, UO, 6 syringes x.4r (A2-E, A2-0O, UO, A3-E, A3-0O,
A3-E, A3-O, JRM U) JRM U)
95 Ha6ip I)KEH-PAJIIAHC JEN-RADIANCE Kit
41412 6 mmpwuis 1o 4 g (A2-E, A2-O, UO, A3-E, 6 syringe, x 4 g (A2-E, A2-O, UO, A3-E, A3-0O,])
A3-0, 1)
96 Ha6ip JOKEH-PAJIAHCH Jlxxen-Panianc JEN-RADIANCE + Jen-Radiance Molar Ki t6
61237 Mousap 6 mmpumiB o 4 g (A1-E, A1-O, A2- | syringes x 4g (A1-E, A1-O, A2-E, A2-O, UO,
E, A2-O, UO, JRM U) JRM U)
97 Ha6ip JIPKEH-PAJIIAHC+ JIxen-Panianc JEN-RADIANCE + Jen-Radiance Molar Ki t
61238 Momnsp 4 wnpumm o 4 g (Al-E, A1-O,UQO, 4 syringes x4 g (Al-E, A1-O,UO, JRM U)
JRM U)
98 Ha6ip JOKEH-PAJIAHC 6 mmpuiis o 4 g JEN-RADIANCE Kit
41421 (A1-0O, B0.5-E,B1-E,B1-O,WOP,SWOP) 6 syringes x 4 g (A1-0, B0.5-E,B1-E,B1-
O,WOP,SWOP)
99 Ha6ip JOKEH-PAJIAHC#8 A2 IMoBuuii JEN-RADIANCE Kit #8
41422 ontuunmnit4 mmpuim no 4 g (A3-E,A3-0,A3- A2 Full Optical 4 syringes x4 g (A3-E,A3-O,A3-
SO,I) SO,I)
100 Ha6ip JOKEH-PAJIIAHC#9 A3 IoBHuii JEN-RADIANCE Kit #9
41423 ontuuHuit 4 mmpuny no 4 g (A2-E,A2-O,A2- | A3 Full Optical 4 syringes x4 g (A2-E,A2-O,A2-
SO,I) SO,I)
101 Ha6ip IPKEH-PAJIIAHC EFF 12 mmpunis mo | JEN-RADIANCE EFF Kit,
41018 4 g (2xA2-E,2xA2-0,U0,2xA3-E,2x,A3-0, 12 syringes x4 g (2xA2-E,2xA2-0,UQO, 2xA3-
2xJRM U, I) E,2x, A3-0, 2xJRM U, I)
102 Ha6ip IP)KEH-PAJIIAHC EST 12 mmpuris o | JEN-RADIANCE EST Kit,
41020 4 g (A1-E, A2-E, A2-0, A3-O, A3-E, A3.5-O, | 12 syringes x4 g: (A1-E, A2-E, A2-0, A3-0, A3-

B2-0O, B2-E, B1-E, UO, I, SWOP)

E, A3.5-0, B2-0O, B2-E, B1-E, UO, I, SWOP)
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103

Ha6ip IPKEH-PAJITAHC OPTI 12 mmpwuriis

JEN-RADIANCE OPTI Kit,

41019 no 4 g JRM, 2xA2-E, 2xA3-0, A2-0, A3- 12 syringes x4 g: (JRM, 2xA2-E, 2xA3-0, A2-0,
E,A3.5-0,U0, I,B2-E,B2-0) A3-E,A3.5-0,U0, 1,B2-E,B2-0)
104 Ha6ip IP)KEH-PAJIIAHC KomOiHoBaHmit JEN-RADIANCE Combi Kit:
Ha0ip: JR, 4g:(A2-E, A2-0, A3-E, A3-0); JRM; Jen LC-
Jxen-Panianc 4 mmpuiu o 4 g (A2-E, A2- Flow, 3g:(A2, A3);
41435 0O, A3-E, A3-0;) Jen-Unibond-6g, Phospho-Jen AS,5ml
xen-Pagianc Monsip  1mmp.;
xen LC —®noy 2mmp. no 3r: (A2, A3);
IOuunboun-6 g; docho-Ixen AS-5 ml.
105 11112 Jxen ®@aoput LC & [Ixen-Pamianc Mossp Jen-Favorite LC & Jen-Radiance Molar Kit,
Habip, 4 mmpuiu 4 syringes
1061 yy3 | Awen-Pasopur LC Posumpennii adip, Jen-Favorite LC Advanced Kit, 6 syringes
6 IIpuIliB
107 111y | Aken-Pasoput LC Kowbinosannuii nadip, Jen-Favorite LC Combi Kit, 7 syringes
7 MIPUITIB
108 Ixen-®asopur LC [podeciiinuii Habip,

12 mmpwuriis

Jen-Favorite LC Professional Kit, 12 syringes

Micrie 1 JaTa BUOAHHS:

M. KuiB

BupooHuk:

ToBapHuCTBO 3 00MeKEeHO0 BiIMOBIIAIbLHICTIO
"' Jl:keHieHTAN-Y KpaiHa''

V1oBHOBa)keHa ocoda:

Tlocana:

CuiTko O.0.
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