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Kaacudgikanis Kuaac ITa (3rigao Jomatky 2 TeXHIYHOTO periaMeHTy 010 METUIHUX BUPOOiB,
3aTtBepkeHoro [TocranoBoro KaGinery MinicTpiB Ykpainu Ne753 Big 2 ®KOBTHS
2013 poky

Ceprudikar Binmosignocri: Ne R3M 804 079 BS

Bix 10.03.2026 %

niricani go: 06.02.2027
UATR.137

HauioHanbHi cTaHgapTH sAKi
3aCTOCOBAHI:

- ACTY EN ISO 13485:2018 Bupodu meanuni. CuCTeMH yIpaBiIiHHS 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)

- TexHiuHMIA peTIaMEeHT 010 MEIUIHUX BUPOOIB (3aTBepkeHuid [IocTaHOBOIO
KMY Bix 02 sxoBtHs 2013 poxy Ne753) — JlomaTtok Ne 33a0e3neueHHs
(hyHKIIOHYBaHHS KOMIUIEKCHOI CHCTEMH YIPaBIIiHHA SKICTIO (32 BUHATKOM
TIEPEBIPKH MMPOEKTY)

Opras 3 o1iHKY BixmoBiaHOCTI:

TOB VYxkpaiuckwuii [HctutyT CTanmaptis: By Onekcanapiserka, 1, M. Kuis, 03062,
VYkpaina, Homep npuznadenoro oprany UA.TR.137. Atecrat akpenuramii HAAY
Bin 30 uepsHs 2020 poky Ne 80141.

BueBkazani BUpoOH BiIIOBIIal0Th OCHOBHUM BHMOTaM JUIsl MEIMYHUX BUPOOIB 3rifHO TEeXHIYHOTO peryiaMeHTy 00
MenuuHUX BUpOoOiB (3aTBepmxenuii [TocranoBoro KMY Bix 02 sxoBTHs 2013 poky Ne753) - Honatok Ne 3 3abe3neueHHs
(YHKI[IOHYBaHHSI KOMIUIEKCHOT CUCTEMH YIPABIIIHHSI SKICTIO (32 BUHSTKOM MEPEBIPKH MTPOEKTY ).

Tepmin ail nexsapanii: 06.02.2027 poxy

Micue 1 nara BUIaHHSA: M. KuiB

BupoOHuk: ToBapuCcTBO 3 00MeKEHOI0 BiANOBINAJbLHICTIO
" JI:kenaeHTan-ykpaina"

YnoBHOBaXkeHa 0coba: Critko O.0.

Tlocana: Hupekrop

ITignuc, mrramin:
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JlogaTok 1
Ne | Homep 3a | HazBa Mmogudikanii MeTuH4HOr0o BUPOOY Ha3zpa monudikaunii MeTuaHOro BUPooOy
3/ | KaTaJoro | ykpaiHcbKO0 MOBOIO AHTTiIHCHKOI0 MOBOIO
M
Ixen-Pagianc, YuiBepcanbuuii cyomikponuuii | Jen-Radiance, Universal submicron hybrid
riOpuIHuA KOMIIO3UT,, IINPHULHY 4 g composite, syringes 4 g
Binrinku: Shades:
1 61838 10P 10P
2 61836 I I
3 60935 OR(Omnai Poxesuit) OR(Opal Rosy)
4 60936 OY (Omnan XKostuit) OY (Opal Yellow)
5 60937 OBL(Omnan CuHiit) OBL(Opal Blue)
6 60938 OG(Omnan Cipwuit) 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 BI1-E BI1-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 B1
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 B0.5-0
31 | 61005 D3-E D3-E
32 61834 Al-O Al-O
33 |61833 A2-0 A2-0
34 | 61835 A3-0 A3-O
35 ]60918 A3,5-0 A3,5-0
36 | 60919 A4-O A4-O
37 160920 A5-O A5-O
38 | 60926 B1-O B1-O
39 | 60927 B2-O B2-O
40 | 60928 B3-0 B3-0
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41 | 60929 C2-0 C2-0

42 | 61034 D2-0 D2-0

43 | 61004 D3-O0 D3-O0

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

45 | 60930 OBR (fIckpaBa peTy1n) OBR (Opaquer Bright)

46 | 61832 UO (YHiBepcai) UO (Universal);

47 | 61827 SWOP SWOP

48 | 61038 A1-SO A1-SO

49 161039 A2-SO A2-SO

50 |61040 A3-SO A3-SO

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

52 | 61831 XBW (Exkctpa Bing6imtorouuii Binmit) XBW (Extra Bleaching White)
xen-Panianc Mousip, BucoxonanoBHeHMi Jen-Radiance Molar, Highly filled composite for
KOMIIO3UT Ui 00’ €eMHUX pecTaBpauiil, mnpun 4 | bulky restorations,syringe 4 g
g, BIITIHKU: Shade

53 | 41406 U U

54 | 41441 Al,, Al,,

55 141442 A2 A2

56 | 41443 A3, A3,

57 UB UB
Mxen-Pagianc Moasip, FW — (Texyunii) Jen-Radiance Molar, FW — (Flowable)
BucokoHarnoBHeHH KOMITO3HT JUT 00’ €MHUX Highly filled composite for bulky
pecraBpariii, Wnpui 6 g, BIXTIHKM: restorations,syringe 6 g Shade

58 | 41461 U U

59 | 41466 Al, Al,,

60 | 41467 A2 A2

61 | 41462 A3, A3,

62 UB UB
xen-Panianc FB, YHiBepcanbHAH Jen-Radiance FB
CyOMiIKpOHHUH TiOpHIHUI KOMITO3UT Universal submicron hybrid composite
(mocuIIeHNH CKIIOBOJIOKHOM), (Fiber reinforced),,

IIpHIH 4 g syringes 4 g
Bigrinku: Shades:
61593 Al Al

63 61594 A2 A2

64 61595 A3 A3

65 61596 | UB UB
xen-dapopurt LC Jen-Favorite LC
HanoriOpuanuii yHiBepcalbHUR Nano-hybrid universal restorative,
pecTaBpariiiHuii KOMITO3UT, IIPHUIT 4 g syringe 4 g
Binrinku: Shades:

66 61742 10P 10P

67 61741 I I

68 61903 1A 1A

69 61725 Al-E Al-E

70 61726 A2-E A2-E

71 61727 A3-E A3-E

72 | 61914 A3,5-E A3,5-E

73 B1-E B1-E

74 61729 B2-E B2-E

Ne JenD-001.10 CrtopiHka 335




75 | 61894 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 | 61728 A4-D A4-D
81 | 61730 B0.5-D B0.5-D
82 | 61736 B1-D B1-D
83 | 61737 B2-D B2-D
85 | 61738 C2-D C2-D
86 | 61885 D3-D D3-D
87 | 61735 UB UB
88 | 84239 Al-B Al-B
89 | 61736 A2-B, A2-B,
90 | 61866 A3-B A3-B
91 |61915 A4-B A4-B
92 | 61886 B0.5-B
93 | 61887 B1-B
94 | 61888 B2-B B2-B
95 |61889 B3-B B3-B
96 | 61890 C2-B C2-B
97 |61891 D2-B D2-B
98 | 61741 D3-B D3-B
99 161739 WOP (bina petym) WOP (White Opaquer)
100 | 61862 SWOP (Cymnep bina petym) SWOP ( Super White Opaquer)
101 | 61740 UO (YHiBepcan) UO (Universal);
102 | 61898 PO PO,
103 | 61897 LO LO
104 | 61860 BW (BinGinrorouwmii binuit), BW (Bleacing White),
105 | 61861 XBW (Exctpa Bing6imtorounii Binwmit) XBW (Extra Bleaching White)
106 | 61875 Bnakuthuii-Ilepn, Blue -Pearl
107 | 61876 3enenuit-Ilepn, Green -Pearl
108 | 61877 Poxesuii-Ilepn, Pink- Pearl,
109 | 61878 ®dioneroBuii-Diryo, Purple- Fluo
110 | 61879 [MomapanueBuii-diyo, Orange- Fluo
111 | 61880 Jlaitm-®nyo, Lime- Fluo
112 | 61881 3onoruit-Ilepn, Golden-Pearl
113 | 61882 Binuii-Ilepn White-Pearl
114 41409 Hab6ip [DKEH-PAIIAHC JEN-RADIANCE Kit 4 syringes x4 g
4 mmpunu o 4 g (A2-E, A2-0, A3-O, A3-E) (A2-E, A2-0, A3-O, A3-E)
115 Ha6ip JDKEH-PAJIIAHCH Jl>xen-Panianc JEN-RADIANCE + Jen-Radiance Molar Ki t
41410 Moumsp 4 syringes X 4 g (A2-E, A3-0, UO, JRM U)
4 mmpura 1o 4 g (A2-E, A3-0, UO, JRM U)
116 Hao6ip JDKEH-PAJIIAHCH+ JT>xen-Panianc JEN-RADIANCE t + Jen-Radiance Molar Ki t
41411 Momsip 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)
117 Ha6ip JIDKEH-PAJIIAHC JEN-RADIANCE Kit
41412 6 mmpwunis o 4 g (A2-E, A2-O, UO, A3-E, A3- | 6 syringe, x 4 g (A2-E, A2-O, UO, A3-E, A3-O, )
0o, 1)
118 61237 Ha6ip JI’)KEH-PAJIIAHC+ JIxen-Pamianc JEN-RADIANCE + Jen-Radiance Molar Ki t6
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Momsip 6 mmpuni mo 4 g (Al-E, Al-O, A2-E,
A2-0, UO, JRM U)

syringes x 4g (Al-E, A1-O, A2-E, A2-0O, UO,
JRM U)

119 Ha6ip JUKEH-PAIIAHC+ JIxxen-Pamianc JEN-RADIANCE + Jen-Radiance Molar Ki t
61238 Monsip 4 mmpunu o 4 g (A1-E, A1-O,UO, 4 syringes x4 g (A1-E, A1-O,UO, JRM U)
JRM U)
120 41421 Ha6ip JOKEH-PAIAIAHC 6 mmpwuriis 1o 4 g JEN-RADIANCE Kit 6 syringes x4 g (A1-O,
(A1-0, B0.5-E,B1-E,B1-O,WOP,SWOP) B0.5-E,B1-E,B1-O,WOP,SWOP)
121 Ha6ip JIPKEH-PAJIIAHC#8 A2 IloBuuit JEN-RADIANCE Kit #8
41422 ontnunuii 4 mmpunum no 4 g (A3-E,A3-0,A3- A2 Full Optical 4 syringes x4 g (A3-E,A3-O,A3-
SO,I) SO,I)
122 Ha6ip JIP)KEH-PAJIIAHC #9 A3 IloBHuit JEN-RADIANCE Kit #9
41423 ontnunuii 4 mmpunm no 4 g (A2-E,A2-0,A2- A3 Full Optical 4 syringes x4 g (A2-E,A2-O,A2-
SO,I) SO,I)
123 Hab6ip T)KEH-PAIIAHC EFF 12 mmpunis o 4 | JEN-RADIANCE EFF Kit,
41018 g (2xA2-E,2xA2-0,U0,2xA3-E,2x,A3-0, 12 syringes x4 g (2xA2-E,2xA2-0,U0O, 2xA3-
2xJRM U, 1) E,2x, A3-0, 2xJRM U, I)
124 Hab6ip IXKEH-PAJIAHC EST 12 mmpumis o 4 | JEN-RADIANCE EST Kit,
41020 g (Al-E, A2-E, A2-0O, A3-0O, A3-E, A3.5-0O, 12 syringes x4 g: (Al-E, A2-E, A2-0O, A3-0O, A3-
B2-0, B2-E, B1-E, UO, I, SWOP) E, A3.5-0, B2-0O, B2-E, B1-E, UO, I, SWOP)
125 Hab6ip JDKEH-PAAIAHC 12 mmpuuis no 4 g JEN-RADIANCE Kit,
41019 JRM, 2xA2-E, 2xA3-0, A2-O, A3-E,A3.5- 12 syringes x4 g: (JRM, 2xA2-E, 2xA3-0, A2-0,
0O,U0, 1,B2-E,B2-0) A3-E,A3.5-0,U0, [,B2-E,B2-0)
Ha6ip JUKEH-PAIIAHC Kom6inoBanmii HaOip: | JEN-RADIANCE Combi Kit:
Jxen-Pamianc 7 mmpuilis mo 4 g JR-7 syringes x4 g:
IOunboua-6 ml; docho-Ixen AS-5 ml. Jen-Unibond-6 ml, Phospho-Jen AS,5ml
126 Ha6ip JUKEH-PAIIAHC Kom6inoBanmii HaOip: | JEN-RADIANCE Combi Kit:
41468 Jxen-Pamianc 8 mmpwuriis o 4 g (A1, A2x2, JR-8 syringes x4 g:
A3x2, A3.5, B2, UO) Jen-Unibond-6 ml, Phospho-Jen AS,5ml
IOun6ou-6 ml; docdo-Ixen AS-5 ml.
127 61902 Hxen-®asoput LC Habip, 4 mmpuiu Jen-Favorite LC Kit, 4 syringes
128 11112 Jlxen @apoput LC & JIxen-Pamianc Mossip Jen-Favorite LC & Jen-Radiance Molar Kit,
Habip, 4 mmpuun 4 syringes
129 11113 xen-®asoput LC Habip, 6 mmpumis Jen-Favorite LC Kit, 6 syringes
130 11111 Jxen-®apopur LC KombinoBaHwMit HAOip, Jen-Favorite LC Combi Kit,
131 11269 Hxen-®asoput LC, KombinoBanuii Habip SE Jen-Favorite LC, Combi Kit SE
132 11109 I[)ICCH—(DaB'Op nr LC Tpodeciiinnii nabip, Jen-Favorite LC Professional Kit, 12 syringes
12 mmpunis
133 f;xze}i—(DaBop nt LC, Hpodumii nadip 2 mmpuui Jen-Favorite LC, Sample Kit 2 syringes of 2 g
134 Jxen-dapoput LC Habip,12 mmpwuiis Jen-Favorite LC Kit, 12 syringes
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