Document Number: DC-1-02
Revision Number: 2-2

DECLARATION OF CONFORMITY

MANUFACTURER

NAKANISHI INC.
700 Shimohinata, Kanuma-shi, Tochigi-ken 322-8666, Japan

AUTHORIZED EU REPRESENTATIVE

NSK EUROPE GmbH
Elly-Beinhorn-Strasse 8
65760 Eschborn
Germany

MEDICAL DEVICE
Straight and Geared Angle Handpieces

Model name :  See Attachment ATDC-1-022
Model number : See Attachment AT-DC-1-022

Classification: Class IIa (Rule 5)

The serial number applied to this product is managed by the "Shipping history data".

The undersigned hereby declares that the medical device as specified above conforms with the
essential requirements listed in Annex I of EC Directive 93/42/EEC.

The declaration of conformity is based in the EC Directive 93/42/EEC Annex II and Supported

by the TUV Rheinland LGA Products GmbH, Tillystrasse 2, 90431 Niwrnberg (0197) Annex 1I
certificate, with reference to articles 1 and 3 of directive 93/42/EEC.

Certificate Registration No: HD 60022568 0001

And, this declaration of conformity includes the EC Directive 2006/42/EC.

Yoshihiro Kanno, Quality Assurance Dept. Manager

&

Tochigi, Japan: Sep 8, 2010

Headquarters : 700 Shimohinata Ikanuma-shi Tochigi 322-8666, Japan

www.nsk-inc.com  Tokyo Office : MY Building 1-13-3 Ueno Taito-ku Tokyo 110-0005, Japan Powerful Partners
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Attachment-1

Document Number:

Revision Number: 2

AT-DC-1-02

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

Approval: /(/ 7/(’f7/""‘//’z‘;~ .

Date: 73 /07 / 70

. Date of Person/Depart| ; o ; Responsible ; ;
" " |Conformity*: charge*: ) . Representative*:

1 |NAC-Y Contra-Angle Head II a (Rule 5) 12/3/1998

2 |BA001 Contra Angle Head I a (Rule5) 12/3/1998

3 |NRS-Y Reduction Contra Angle Head II a (Rule5) 12/3/1998

4 |BB-Y Contra Angle Head I a (Rule5) 12/3/1998

5 '|BA 004 Contra Angle Head I a (Rule5) 12/3/1998

6 |[EC . 1:1 Shank I a (Rule5) 12/3/1998

7 |BA100 1:1 Shank I a (Rule5) 18/8/1998

8 |TE-Y Contra Angle Head II a (Rule 5) 18/8/1998

9 |BA 028 Contra Angle Head I a (Rule5) 18/8/1998 |Technical

10 |AR-YS Prophy Head I a (Rule5) 18/8/1998 | Affairs Nakanishi AllEU NSK EUROPE

anishi Inc. .

11 |BA 002 Prophy Head I a (Rule5) 18/8/1998 |Department Representative| GmbH

12 |AR-YK Prophy Head I a (Rule5) 18/8/1998

13 |E10R 10:1 Speed Reduction Shank II a (Rule5) 12/3/1998

14 |INBBW-Y |Contra Angle Head I a (Rule5) 18/8/2001

15 |E64R 64:1 Speed Reduction Shank I a (Rule5) 12/3/1998

16 |E16R 16:1 Speed Reduction Shank I a (Rule5) 12/3/1998

17 |E4R 4:1 Speed Reduction Shank II a (Rule5) 12/3/1998

18 |FBG-E 1:4 Speed Increasing Handpiece II a (Rule5) 12/3/1998

19 |E256R 256:1 Speed Reduction Shank Il a (Rule5) 12/3/1998
20 |E1024R 1024:1 Speed Reduction Shank II a (Rule5) 12/3/1998

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1
Document Number: AT-DC-1-02
Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

. . . Date of Person/Depart| . L . Responsible . .
No. I(\:A;g]e: N(e)..l'\lo i Product Name*: Class?catxlt\):DD +. |Declaration of |ment in roma:lfac?mg ggf?butor n European izﬂher i:tl:\‘:lltl:s
B Ha RGO " |Conformity*: charge*: cation™ ) Representative*:
21 |EVA-Y Contra Angle Head II a (Rule5) 18/8/2001 :
22 |INM-Y Contra Angle Head II a (Rule5) 18/8/2001
23 |E16RI 16:1 Speed Reduction Shank I a (Rule5) 12/3/1998
24 |E64RI 64:1 Speed Reduction Shank II a (Rule5) 12/3/1998
25 |E1024RI 1024:1 Speed Reduction Shank I a (Rule5) 12/3/1998
26 |EI10RI 10:1 Speed Reduction Shank I a (Rule5) 12/3/1998
27 |E256RI 256:1 Speed Reduction Shank II a (Rule 5) 12/3/1998
28 [1S-95 77 OPCe HICTCASINg T HaapIere U, (Rule 5) | 12/3/1998
29 |BA216 o7 SPeCTHICIEaSINg T anapIeve VeI, "Rule 5) | 12/3/1998 | Technical
30 |E256R-TL f”ut ?P o YRR ORA AT AT 1L a (Rule 5) 12/3/1998 | Affairs Nakanishi Tnc AllEU NSK EUROPE
31 |E1024R-TL Tt SPECTTRCUNCTON SIAE (WIMHOMYS 1, (Rule 5) | 12/3/1998 |Department "[Representative{GmbH
32 [SGM-I Contra Angle Head I a (Rule5) 18/8//2001
33 |DEC342 Contra Angle Head I a (Rule5) 18/8/2001
34 |ES-95 1:5 Speed Increasing Handpiece II a (Rule5) 12/3/1998
35 IS-85 :‘.J \TPDDU Luulca.)mg Llauuyu:us \Lul.mﬂa.l ]I a (Rule 5) 18/8/2001
36 |DEC340 10:1 Speed Reduction Shank II a (Rule5) 18/8/2001
37 |ES-85 1:5 Speed Increasing Handpiece I a (Rule5) 18/8/2001
38 |EVA2-Y Contra Angle Head II a (Rule5) 18/8/2001
39 |E32RI 32:1 Speed Reduction Shank II a (Rule5) 18/8/2001
40 |NAC-E 1:1 Contra Angle Handpiece (Latch Type) I a (Rule5) 12/3/1998

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.

Prod-lst Straight and Geared Angle Handpiece 2/18




Attachment-1

Document Numberé AT-DC-1-02

Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

. . Date of Person/Depart . L . Responsible . s
No. I(\:A:tglcggg'ﬁo_*: Product Name*: S:::ﬁ;’;tl;\)zm)*‘ Declaration of |ment in ? ﬁz:::tlit:;it‘mng g{jf_jbutor n Eurgpean ) i:ﬁi fier i:gs::;s
i " |Conformity*: charge*: . i Representative*:
41 |BA 101 1:1 Contra Angle Handpiece (Latch Type) Il a (Rule5) 18/8/2001
42 |NRS-E 10:1 Contra Angle Handpiece (Latch Type) II a (Rule 5) 12/3/1998
43 |BB-E 1:1 Contra Angle Handpiece (Latch Type) Il a (Rule5) 12/3/1998
44 |BA 104 1:1 Contra Angle Handpiece (Latch Type) II a (Rule5) 18/8/2001
45 |BA 102 1:1 Prophy Head Handpiece (Screw In Type) II a (Rule5) 18/8/2001
46 |BA-AR(K) 1:1 Prophy Head Handpiece (Snap On Type) II a (Rule5) 18/8/2001
47 |ARS-HA Prophy Head II a (Rule’5) 18/8/2001
48 |ARK-HA Prophy Head I a (Rule5) 18/8/2001
49 |N-HA Contra Angle Head I a (Rule5) 18/8/2001 |Technical
50 |TE-HA Contra Angle Head I a (Rule5) 18/8/2001 |Affairs . AllEU NSK EUROPE
Nakanishi Inc. <
51 |VM-Y Contra Angle Head I a (Rule 5) 18/8/2001 |Department Representativel GmbH
52 |BA 009 Contra Angle Head II a (Rule5) 18/8/2001
53 |NPB-Y Contra Angle Head I a (Rule5) 18/8/2001
54 |[|BA 005 Contra Angle Head I a (Rule5) 18/8/2001
55 |NFB-Y Contra Angle Head I a (Rule5) 18/8/2001
56 |NPB-E Type) I a (Rule 5) 18/8/2001
57 |BA 105 Type) I a (Rule5) 18/8/2001
58 |NFB-E Button Type) Il a (Rule5) 18/8/2001
59 |SGP-I Contra Angle Head II a (Rule5) 18/8/2001
60 |IS-25 1:1 Contra Angle Handpiece (Internal Spray) I a (Rule5) 12/3/1998

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1
Document Number: AT-DC-1-02
Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

. . Date of Person/Depart z i s . Responsible s .
S T — T o e e el el e
) i * |Conformity*: charge*: Representative*:
61 |BA205 1:1 Contra Angle Handpiece (Internal Spray) II a (Rule5) 12/3/1998
62 |IS-15 4:1 Contra Angle Handpiece (Internal Spray) I a (Rule5) 12/3/1998
63 |BA 225 4:1 Contra Angle Handpiece (Internal Spray) II a (Rule5) 12/3/1998
64 |TEP-Y Contra Angle Head II a (Rule5) 18/8/2001
65 |TEP-HA Contra Angle Head I a (Rule5) 18/8/2001
66 |IS-35 Endodontic Handpiece (90" turn/Internal Spray) I a (Rule5) 12/3/1998
67 |IS-40 Spray) : II a (Rule5) 12/3/1998
68 |IS-45 Spray) I a (Rule5) 18/8/2001
69 |IS-55L Profin Handpiece (L=1.4mm/ Internal Spray) Il a (Rule5) 12/3/1998 | Technical
70 |IS-55S Profin Handpiece (L=0.4mm/Internal Spray) ITa (Rule5) 12/3/1998 | Affairs .. AllEU NSK EUROPE
Nakanishi Inc. ’
71 |TEQ-Y Contra Angle Head ITa (Rule5) 18/8/2001 |Department Representative| GmbH
72 |TEQ-HA Contra Angle Head Ia (Rule 5) 18/8/2001
73 |IS-75 Spray) . IIa (Rule 5) 12/3/1998
74 |BA 228 Spray) Ia (Rule 5) 12/3/1998
75 |IS-20 1:1 Contra Angle Handpiece (FG bur/Internal Spray) | IIa (Rule 5) 12/3/1998
76 |VM-HA Contra Angle Head ' IIa (Rule 5) 18/8/2001
77 |E20R 20:1 Speed Reduction Shank ITa (Rule 5) 18/8/2001
78 |IS-10 Spray) I a (Rule5) 18/8/2001
79 |IS-30 Endodontic Handpiece (90" turn/Internal Spray) ITa (Rule 5) 18/8/2001
80 [IS-70 Spray) Ta (Rule 5) 18/8/2001

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1
Document Number: AT-DC-1-02
Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

. e Date of Person/Depart : ; 5y ; Responsible . .
N0 \Caioguono s |FroduetName”: v, [Dotasionct[matin | o8 DO oy [l e
i " |Conformity*: charge*: i ) Representative*:
81 [NM-HA Contra Angle Head IIa (Rule 5) 18/8/2001
82 |IS-5 16:1 Contra Angle Handpiece (Internal Spray) | IIa (Rule 5)- 18/8/2001
83 |SGA-E Angle Surgical Handpiece II'a (Rule5) 12/3/1998
84 |SGAL-E Angle Surgical Handpiece Ia (Rule5) 18/8/2001
85 |SGS-E Straight Surgical Handpiece Ta (Rule5) 12/3/1998
86 |SGSL-E Straight Surgical Handpiece I a (Rule5) 18/8/2001
87 |Podospray Podiatry Handpiece II'a (Rule5) 18/8/2001
88 |Spray Master Podiatry Handpiece ITa (Rule 5) 18/8/2001
89 |EX-5 4:1 Straight Handpiece Ia (Rule5) 12/3/1998 |Technical y
90 |EX-6 1:1 Straight Handpiece I a (Rule5) 12/3/1998 | Affairs . AllEU NSK EUROPE
p Nakanishi Inc. ;
91 |[BA 170 1:1 Straight Handpiece I a (Rule5) 18/8/2001 |Department Representative| GmbH
92 |IS-65 1:1 Straight Handpiece (Internal Spray) Il a (Rule5) 12/3/1998 ‘
93 |BA 270 1:1 Straight Handpiece (Internal Spray) I a (Rule5) 12/3/1998
94 |Omnicut Podiatry Handpiece I a (Rule5) 12/3/1998
95 |EX-6A 1:1 Straight Handpiece II a (Rule5) 18/8/2001
. 96 |SGA-E2G 1:2 Angle Surgical Handpiece II a (Rule5) 18/8/2001
97 |SGS-E2G 1:2 Straight Surgical Handpiece I a (Rule5) 18/8/2001
98 |ESL Ti-Max E5L Il a (Rule5) 18/8/2001
99 |E15L Ti-Max E15L Il a (Rule5),| 18/8/2001
100 |E20L Ti-Max E20L II a (Rule5) 18/8/2001

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1

Document Number: AT-DC-1-02

Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

. : Date of Person/Depart] . - . Responsible " y
No. l(\:/l:(:fé;:;qo_ = Product Name*: S::::li:;n;;my. Declaration of |ment in ’ ﬁgﬁﬁ?ﬂng l;lxj?butor n Eurgpcan ISI:::: fier :;?3::;2
) " |Conformity*: charge*: ) i Representative*:
101 [E25L Ti-Max E25L I a (Rule 5) 18/8/2001
102 |E95L Ti-Max E95L II a (Rule 5) 18/8/2001
103 |E65L Ti-Max E65L II a (Rule5) 18/8/2001
104 [ES Ti-Max ES I a (Rule5) 18/8/2001
105 |E15 Ti-Max E15 I a (Rule 5) 18/8/2001
106 |E20 Ti-Max E20 II a (Rule5) 18/8/2001
107 [E25 Ti-Max E25 II a (Rule5) 18/8/2001
108 [E95 Ti-Max E95 Il a (Rule5) 18/8/2001
109 |E65 Ti-Max E65 II a (Rule5) 18/8/2001 |Technical
110 |TilOL optic) I a (Rule5) 14/3/2003 |Affairs - AllEU NSK EUROPE
- Nakanishi Inc. :
111 |TilOLJ optic) I a (Rule 5) 14/3/2003 |Department. |Representative| GmbH
112 |Til5L optic) ' a (Rule 5) 14/3/2003
113 |Til5LJ optic) II a (Rule 5) 14/3/2003
114 |Ti20L 1:1 FG Bur Contra Angle Handpiece (Internal Spray, with optic) Il a (Rule5) 14/3/2003
115 [Ti20LJ 1:1 FG Bur Contra Angle Handpiece (Internal Spray, with optic) Il a (Rule5) 14/3/2003
116 |Ti25L 1:1 Latch Bur Contra Angle Handpiece (Internal Spray, with optic) Il a (Rule5) 14/3/2003
117 |Ti25LJ 1:1 Latch Bur Contra Angle Handpiece (Internal Spray, with optic) IIa (RUIe 5) 14/3/2003
118 |Ti85L ooy T M a (Rule5) | 14/3/2003
119 [Ti85LJ optic) T T Il a (Rule5) 14/3/2003
120 |Ti95L optic) i T Il a (Rule5) | 14/3/2003

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1

Document Number:

Revision Number: 2

AT-DC-1-02

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

. . . Date of Person/Depart| . - 5 Responsible . .
No. 1(\24;216;;:}\10. *. Product Name*: S:zifi;;tlgﬁ)])*. Declaration of |ment in ’ ﬁa;u;t:;:l.mng ggfjlbutor m Eurgpean i;};;;her :;1:3:::5
o - . - i " |Conformity*: charge*: ) ) Representative*:
121 |Ti95LJ optic) II a (Rule 5) 14/3/2003
122 |Ti65L 1:1 Straight Handpiece (Internal Spray, with optic) I a (Rule 5) 14/3/2003
123 |Ti65LJ 1:1 Straight Bndpiece (Internal Spray, with optic) I a (Rule5) | 14/3/2003
124 [Ti55L For Profin tips Contra Angle Handpiece (Intemal Spray, with optic) Il a (Rule 5) 14/3/2003
125 |Ti55LJ For Profin tips Contra Angle Handpiece (Internal Spray, with optic) Il a (Rule5) 14/3/2003
126 |TiS0L For EVA tips Contra Angle Handpiece (internal Spray, with optic) Il a (Rule 5) 14/3/2003
127 |Ti50LJ For EVA tips Contra Angle Handpiece (Internal Spray, with optic) II a (Rule5) 14/3/2003
128 |[Ti35L 4:1 Endodontic Handpiece (90°turn, Hand File, Internal Spray) I a (Rule5) 14/3/2003
129 |Ti35LJ 4:1 Endodontic Hand (90°turn, Hand File, Internal Spray) IIa (Rlﬂe 5) 14/3/2003 hnical
130 |Ti45L ;:plrir)ndodonﬁc Handpiece (90°turn, Hand File, Up and Down Internal Ia (Rule 5) 14/3/2003 ;ifcair;ca e All EU NSK EUROPE
131 |Ti4sLy ;:ri’r)ldodomic Handpiece (90°tum, Hand File, Up and Dowm Intermal | T 3 (Rule 5) 14/3/2003 Department ans . Representative| GmbH
132 |Ti75L 128:1 Endodontic Handpiece (360°Rotation, Ni-Ti File, Internal Spray) | 1T @ (Rule 5) 14/3/2003
133 [Ti75L] 128:1 Endodontic Handpiece (360°Rotation, Ni-Ti File, Intemal Spray) | 1L 2 (Rule 5) 14/3/2003
134 |Til0 16:1 Contra Angle Handpiece (Internal Spray) I a (Rule5) 14/3/2003
135 |Til5 4:1 Contra Angle Handpiece (Intemnal Spray) I a (Rule5) 14/3/2003
136 |Ti20 1:1 FG Bur Contra Angle Handpiece (Internal Spray) II a (Rule5) 14/3/2003
137 [Ti25 1:1 Latch Bur Contra Angle Handpiece (Internal Spray) Ia (RUle 5) 14/3/2003
138 |Ti85 1:5 Speed Increa#d Contra Angle Handpiece (Internal Spray) II a (Rule5) 14/3/2003
139 |Ti95 1:5 Speed Increased Contra Angle Handpiece (Intenal Spray) II a (Rule5) 14/3/2003
140 |Ti65 1:1 Straight Handpiece (Internal Spray) I a (Rule5) 14/3/2003

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1
Document Number: AT-DC-1-02
Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of pfoducts labeled with the CE-Mark)

: : Date of Person/Depart] 5 L . Responsible . .
- g " |Conformity*:  |charge*: Representative*:
141 [Ti55 FOTPYOTIIUIPS COMIE ANEIE HATIPIECE WIEMAT™1™ 1 "(Rule 5) | 14/3/2003
142 |Ti50 S AT e R pIECe et I a (Rule5) | 14/3/2003
143 |Ti35 (90°turn, Hand File, Internal Spray) II a (Rule5) 14/3/2003
144 |Tid5 (90°turn, Hand File, Up and Down Internal Spray) II a (Rule5) 14/3/2003
145 |Ti75 (360°Rotation, Ni-Ti File, Internal Spray) I a (Rule5) 14/3/2003
146 |NML-F16R (360°Rotation, For ENDO-MATE TC) I a (Rule5) 14/3/2003
147 |[NMA-F16R (360°Rotation, with Apex Locator Probe) I a (Rule 5) 14/3/2003
148 |TEP-F (90°turn, Hand File, For ENDO-MATE TC) T a (Rule5) | 14/3/2003
149 |TEQ-F (90°turn, Engine File, For ENDO-MATE TC) I a (Rule5) 14/3/2003 Technical
150 |VM-F (Up Down, Hand File, For ENDO-MATE TC) I a (Rule5) 14/3/2003 | A ffairs o AllEU NSK EUROPE
151 |ARS-FAR (Screw-in type, For TASKAL Wizard) T a (Rule5) | 14/3/2003 |Department [N\ 2<2%SH 100 p oo resentative| GmbH
152 |ARK-F4R e RIS RS POV RS I a (Rule5) | 14/3/2003
153 |NAC-F4R (Engine Rubber Cup, For TASKAL Wizard) II a (Rule5) 14/3/2003
154 |TEQ-F4R (EVA tips, Up Down, For TASKAL Wizard) II a (Rule5) 14/3/2003
155 |EVA-F SR S YRR O ORI, TSR Ma Rule5) | 14/3/2003
156 |PR-F (For Disposable Prophy Head, For TASKAL Wizard)| II a (Rule 5) 14/3/2003
157 |F10R 10:1 Speed Reduction shank ‘ ‘I a (Rule5) 27/4/2004
158 [F20R 20:1 Speed Reduction shank "Ia (Rule5) | 27/4/2004
159 |Ti75L 1/128 Speed Reduction Contra Angle Handpiece I a (Rule5) 27/4/2004
160 |Ti70L 1/64 Speed Reduction Contra Angle Handpiece I a (Rule5) 27/4/2004

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1

Document Number: AT-DC-1-02

Revision Number:

2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

e Date of Person/Depart]. ; . ; Responsible . .
No, [MOSINE et e Clsioin o oo [mentin e [Dscbuiorin g cpryy' (Supler|Supnis
i . i " |Conformity*: - |charge*: Representative*:
161 |Ti57L Prophy Angle Handpiece I a (Rule5) 27/4/2004 '
162 |Ti70 1/64 Speed Reduction Contra Angle Handpiece Il a (Rule5) 27/4/2004
163 |E16 1:1 Latch Bur Contra Angle Handpiece I a (Rule5) 27/4/2004
164 |C20 20:1 Speed Reduction Contra Angle Handpiece II a (Rule5) 27/4/2004
165 |E128R 128:1 Speed Reduction Shank II a-(Rule 5) 02/6/2004
166 |E20RI 20:1 Speed Reduction Shank II a (Rule5) 02/6/2004
167 |NFB-PTL Contra Angle Head for Phatelus Air Motor I a (Rule5) |  02/6/2004
168 |NPB-PTL Contra Angle Head for Phatelus Air Motor II a (Rule5) 02/6/2004
169 |TE-PTL " |Contra Angle Head for Phatelus Air Motor I a (Rule5) 02/6/2004 | Technical
170 |VM-PTL Contra Angle Head for Phatelus Air Motor Il a (Rule5) 02/6/2004 | Affairs Nakanishi Tnc AllEU NSK EUROPE
171 |NRS-PTL Motor I a (Rule5) 02/6/2004 |Department ‘| Representativel GmbH
172 "|BA 409 Head I a (Rule5) 02/6/2004
173 |SGX-E10R Angle Handpiece 10:1 Reduction I a (Rule5) | 27/10/2004
174 |SGX-E20R Angle Handpiece 20:1 Reduction I a (Rule5) | 27/10/2004
175 |SGX-E1024R Angle Handpiece 1024:1 Reduction I a (Rule5) | 27/10/2004
176 |SGM-E20RI Implant Handpiece Miniature Head 20:1 Hand I a (Rule5) 27/10/2004
177 |SGP-E20RI Implant Handpiece PB 20:1 Reducer I a (Rule5) 27/10/2004
178 |SGM-E32RI Implant Handpiece Miniature Head 32:1 II a (Rule5) 27/10/2004
179 |SGP-E32RI Implant Handpiece PB 32:1 Reducer I a (Rule5) | 27/10/2004
180 |TEP-E10R 10:1 Endodontic Handpiece I a (Rule5) | 27/10/2004

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1
Document Number: AT-DC-1-02
Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

—— Date of Person/Depart . - . Responsible : ;
o opeons [posetane o e e e el e N oo e
i " |Conformity*: charge*: i o Representative*:
181 |Ti57 Ti-Max Ti57 PMTC Handpiece I a (Rule5) | 27/10/2004
182 |Ti57L Ti-Max Ti57L PMTC Handpiece w/Light I a (Rule5) | 27/10/2004
183 [NRS2-Y Contra Angle Head 10:1 speed reduction I a (Rule5) 27/10/2004
184 |TEP-E4R 4:1 Endodontic Handpiece I a (Rule5) 27/10/2004
185 |NAC-E64R 64:1 Contra Angle Handpiece I a (Rule5) | 27/10/2004
186 |FB-Y Contra Angle Handpiece Il a (Rule5) 27/10/2004
187 |NM-E64R 64:1 Contra Angle Handpiece Mini. Head I a (Rule5) 27/10/2004
188 [NMA-F4R 4:1 Contra Angle Handpiece Mini. Head I a (Rule5) | 27/10/2004 ;
189 |FFB-Y Contra Angle Head I a (Rule5) 27/10/2004 |Technical .
190 |Ti9SEX Ti-Max Ti95EX 1:5 Increaser I a (Rule5) | 27/10/2004 |Affairs Nakanishi Tnc. AllEU NSK EUROPE
191 |Ti-SG20 Ti-Max Ti-SG20 Implant Handpiece 20:1 Il a (Rule5) | 27/10/2004 |Department Representative| GmbH
192 |Ti-SG20L Ti-Max Ti-SG20L Implant Handpiece 20:1 w/ Light | I a (Rule 5) 27/10/2004
193 [NCX-70 1:1 Contra Angle Handpiece I a (Rule5) | 27/10/2004
194 |NCX-71 4:1 Contra Angle Handpiece I a (Rule5) | 27/10/2004
195 [NCX-73 16:1 Contra Angle Handpiece I a (Rule5) | 27/10/2004
196 |MP-F Miniature Head for ENDO-MATE DT, TC I a (Rule5) | 27/10/2004
197 |MP-F4R 4:1 Miniature Head fENDO-MATE DT, TC II a (Rule5) | 27/10/2004
198 |MP-F10R 10:1 Miniature Head /ENDO-MATE DT, TC I a (Rule5) | 27/10/2004
199 |MP-F16R 16:1 Miniature Head F/ENDO-MATE DT, TC I a (Rule5) | 27/10/2004
200 |MP-F20R 20:1 Miniature Head /ENDO-MATE DT, TC I a (Rule5) | 27/10/2004

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1

Document Number: AT-DC-1-02

Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

. Date of Person/Depart] . . . Responsible . .
i " |Conformity*: charge*: Representative*:
201 |MP-E 1:1 Contra Angle Handpiece II a (Rule5) 27/10/2004
202 |MP-E4R 4:1 Contra Angle Handpiece I a (Rule5) 27/10/2004
203 |MP-E10R 10:1 Contra Angle Handpiece I a (Rule5) 27/10/2004
204 |MP-E16R 16:1 Contra Angle Handpiece II a (Rule 5) 27/10/2004
205 |MP-E64R 64:1 Contra Angle Handpiece II a (Rule5) 27/10/2004
206 |Til2 10:1 Contra Angle Handpiece (Internal Spray) I a (Rule5) | 27/10/2004
207 |Til2L optic) I a (Rule5) | 27/10/2004
208 |NMAS-F4R 4:1 Contra Angle Handpiece I a (Rule 5) 09/12/2004
209 |NMAS-F16R 16:1 Contra Angle Handpiece I a (Rule5) 09/12/2004 |Technical
210 |NMAS-F20R 20:1 Contra Angle Handpiece I a (Rule5) | 09/12/2004 Affairs akanishi In AllEU NSK EUROPE
211 |MPA-F4R 4:1 Contra Angle Handpiece I a (Rule5) 09/12/2004 |Department DS Representative| GmbH
212 |MPA-F16R 16:1 Contra Angle Handpiece I a (Rule 5) 09/12/2004
213 |MPA-F20R 20:1 Contra Angle Handpiece II a (Rule5) 09/12/2004
214 |MPA-E16R 16:1 Contra Angle Handpiece I a (Rule5) 09/12/2004
215 |MPA-E64R 64:1 Contra Angle Handpiece I a (Rule 5) 09/12/2004
216 |MPAS-F4R 4:1 Contra Angle Handpiece II a (Rule5) 09/12/2004
217 |MPAS-F10R 10:1 Contra Angle Handpiece I a (Rule 5) 09/12/2004
218 |MPAS-F16R 16:1 Contra Angle Handpiece I a (Rule5) 09/12/2004
219 |MPAS-F20R 20:1 Contra Angle Handpiece I a (Rule5) 09/12/2004
220 |MPAS-E16R 16:1 Contra Angle Handpiece I a (Rule5) 09/12/2004

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Document Number: AT-DC-1-02
Revision Number: 2

List of Existing ‘Declaration of Conformiities’ (List of products labeled with the CE-Mark)

. . Date of Person/Depart| . - . Responsible . .
O e S T o e e vl o S el
" d " |Conformity*: charge*: Representative*:
221 |MPAS-E64R 64:1 Contra Angle Handpiece II a (Rule5) 09/12/2004
222 |Ti-SG65L Ti-Max Ti-SG65 Implant Handpiece w/ Light II a (Rule5) 11/08/2005
223 |FPB-Y Contra Angle Head Il a (Rule 5) 08/12/2005
224 |INAC-W Contra Angle Head II a (Rule5) 28/2/2007
225 |EC 1:1 Shank I a (Rule5) 28/2/2007
226 |ECM 1:1 Shank I a (Rule 5) 28/2/2007
227 |ER4 4:1 Speed Reduction Shank I a (Rule5) 28/2/2007
228 |ER4M 4:1 Speed Reduction Shank II a (Rule5) 28/2/2007
229 |ER10 10:1 Speed Reduction Shank II a (Rule5) 28/2/2007 |Technical
230 |ER10M 10:1 Speed Reduction Shank II a (Rule5) 28/2/2007 |Affairs Nakanishi Inc AllEU NSK EUROPE
231 [ER16 16:1 Speed Reduction Shank Il a (Rule5) | 28/2/2007 |Department ‘|Representative| GmbH
232 |ER16M 16:1 Speed Reduction Shank I a (Rule5) 28/2/2007
233 |ER64 64:1 Speed Reduction Shank I a (Rule5) 28/2/2007
234 |ER64M 64:1 Speed Reduction Shank I a (Rule5) 28/2/2007
235 |Ti-ENDO 128:1 Angle Handpiece II a (Rule5) 28/2/2007
236 |EX-ENDO128 128:1 Angle Handpiece I a (Rule5) 28/2/2007
237 |TI-SG25L Ti-Max Ti-SG25L Implant Handpiece w/ I a (Rule5) 28/2/2007
238 |ERI16i 16:1 Speed Reduction Shank I a (Rule5) 28/2/2007
239 |ER20i 20:1 Speed Reduction Shank I a (Rule5) 28/2/2007
240 |ER32i 32:1 Speed Reduction Shank I a (Rule5) 28/2/2007

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1
Document Number: AT-DC-1-02
Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

sem Date of Person/Depart . Responsible . :
No. l(\:d;ﬁ;;:;qo. * Product Name*: S::f;f;;h;;n)*_ Declaration of |ment in ? Ka;‘:it:;img Eurgpean ISI:‘[:; fier i;fg:::s
: i " |Conformity*: charge*: Representative*:

241 |ER64i 64:1 Speed Reduction Shank I a (Rule5) 28/2/2007
242 |ER256i 256:1 Speed Reduction Shank II a (Rule5) 28/2/2007
243 |SGM-ER16i Implant Handpiece Miniature Head 16:1 II a (Rule5) 28/2/2007
244 |SGM-ER20i Implant Handpiece Miniature Head 20:1 I a (Rule5) 28/2/2007
245 |SGM-ER32i Implant Handpiece Miniature Head 32:1 II a (Rule5) 28/2/2007
246 |SGM-ER64i Implant Handpiece Miniature Head 64:1 I a (Rule5) 28/2/2007
247 |SGM-ER256i Implant Handpiece Miniature Head 256:1 I a (RuleS) | 28/2/2007
248 |SGMS-ER20i Implant Handpiece Miniature Head 20:1 I a (Rule5) 28/2/2007
249 |SGQ-ER20h Implant Handpiece Miniature Head 20:1 I a (Rule5) 28/2/2007
250 |EX-5B 4:1 Straight Handpiece I a (Rule5) 28/2/2007 |Technical
251 |EX-5BM 4:1 Straight Handpiece I a (Rule5) | 28/2/2007 |Affairs Nakanishi Tnc. ~ [NSK EUROPE
252 |EX-6B 1:1 Straight Handpiece I a (Rule5) | 28/2/2007 [Department Representative| GmbH
253 |EX-6BM 1:1 Straight Handpiece I a (Rule5) 28/2/2007
254 |EX-6C 1:1 Straight Handpiece I a (Rule5) 28/2/2007
255 |EX-6CM 1:1 Straight Handpiece II a (Rule5) 28/2/2007
256 |EX-6D 1:1 Straight Handpiece II a (Rule5) 28/2/2007
257 |EX-6DM 1:1 Straight Handpiece II a (Rule5) 28/2/2007

1:5 Speed Increased Contra Angle Handpiece]
258 |X95L (Imem; ey, withiapfic) . P Ia (Rule5) | 28/2/2007
259 |x25L 1:1 Latc.h Bur' Contra Angle Handpiece (Internal I a (Rule5) 28/2/2007

Spray, with optic)
260 [X15L optic) O a (Rule5) | 28/2/2007

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1
Document Number:
Revision Number:

AT-DC-1-02
2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

. . Date of Person/Depart . g < Responsible . .
No. I(\:d:tgle;gNu:;\ro . Product Name*: . S::)iizztl;/}lon*- Declaration of |ment in i roina:ﬁzi“mng ggglbumr n Eurgpean Islziller jcl‘,ltl:\l') iltlieers
" - " |Conformity*: _ |charge*: i ) Representative*:
10:1 Contra Angle Handpiece
261 |X12L (internal Spray’g;v ey optfc) I a (Rule5) | 28/2/2007
262 |X10L optic) II a (Rule5) 28/2/2007
263 |xX20L 1:.1 FG B..ur Contra Angle Handpiece (Internal Spray, I a (Rule5) 28/2/2007
with optic)
264 [X65L 1:1 Straight Handpiece (Internal Spray, with-optic) I a (Rule 5) 28/2/2007
265 |SGS-ES 1:1 Straight Surgical Handpiece Short type I a (Rule5) 28/2/2007
266 |SGS-EM 1:1 Straight Surgical Handpiece Medium type II a (Rule 5) 28/2/2007
267 |SGS-EL 1:1 Straight Surgical Handpiece Long type I a (Rule5) 28/2/2007
268 |SGS-E2S 1:2 Straight Surgical Handpiece Short type II a (Rule5) 28/2/2007 | Technical ;
269 |SGS-E2M 1:2 Straight Surgical Handpiece Medium type I a (Rule5) 28/2/2007 | Affairs Nakanishi In All EU NSK EUROPE
270 [SGS-E2L 1:2 Straight Surgical Handpiece Long type I a (Rule5) 28/2/2007 _|Department ans e Representative| GmbH
271 |FPB-EC 1:1 Contra Angle Handpiece (Push Type) I a (Rule5) 28/2/2007
272 |[NAC-EC 1:1 Contra Angle Handpiece (Latch Type) II a (Rule5) 28/2/2007
273 |BB-EC 1:1 Contra Angle Handpiece (Latch Type) II a (Rule5) 28/2/2007
274 |[NBBW-EC 1:1 Contra Angle Handpiece (Latch Type) I a (Rule5) 28/2/2007
275 |NM-EC 1:1 Contra Angle Handpiece (Latch Type) II a (Rule5) 28/2/2007
276 |FFB-EC 1:1 Contra Angle Handpiece (Push Type) I a (Rule5) 28/2/2007
277 |NRS2-EC 10:1 Contra Angle Handpiece (Push Type) II a (Rule5) 28/2/2007
278 |AR-EC (S) 1:1 Contra Angle Handpiece (Prophy) I a (Rule5) 28/2/2007
279 |AR-EC (K) 1:1 Contra Angle Handpiece (Prophy) I a (Rule5) 28/2/2007
280 |AR-ER4 (S) 4:1 Contra Angle Handpiece (Prophy) I a (Rule5) 28/2/2007

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1
Document Number:
Revision Number: 2

AT-DC-1-02

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

Model No.: Classification - Pateigh : Perso@ep ot Manufacturing |Distributor in Responsible Supplier Supplier
He Catalogue No.*: Froduct Neme: according. MDD*: Decla.ratl.on of |ment in Location*: EU*: Bargpean . name activities
Conformity*: charge*: Representative*:
281 |AR-ER4 (K) 4:1 Contra Angle Handpiece (Prophy) I a (Rule5) 28/2/2007
282 |EVA-ER4 4:1 Contra Angle Handpiece (EVA) I a (Rule5) 28/2/2007
283 |MP-ER64 64:1 Contra Angle Handpiece(Push Type) II a (Rule 5) 28/2/2007
284 |MPA-ER64 64:1 Contra Angle Handpiece(Push Type) I a (Rule5) 28/2/2007
285 |MPAS-ER64 64:1 Contra Angle Handpiece(Push Type) I a (Rule5) 28/2/2007
286 |NRS2-ER10 100:1 Contra Angle Handpiece (Push Type) II a (Rule5) 28/2/2007
287 |TEP-ER10 10:1 Contra Angle Handpiece (90°turn, Hand File) II a (Rule5) 28/2/2007
288 |NM-PTL Contra Angle Head for Phatelus Air Motor II a (Rule5) 1/3/2007
289 |ARS-PTL Contra Angle Head for Phatelus Air Motor II a (Rule5) 1/3/2007 Technical
290 |EVA-PTL Contra Angle Head for Phatelus Air Motor - I a (Rule5) 1/3/2007 Affairs o AllEU NSK EUROPE
291 |Ti85LA 1:5 Speed Incn?ased .Conu'a Angle Handpiece] I a (Rules) 19/3/2007 |Department Nakanishi Inc. Representative| GmbE
(Internal Spray, with optic)
292 |SGA-ES 1:1 Straight Surgical Handpiece Short type I a (Rule5) 2/5/2007
293 |SGA-EM 1:1 Straight Surgical Handpiece Medium type I a (Rule 5) 2/5/2007
294 |SGA-EL 1:1 Straight Surgical Handpiece Long type II a (Rule5) 2/5/2007
295 |SGA-E2S 1:2 Straight Surgical Handpiece Short type I a (Rule5) 2/5/2007
296 |SGA-E2M 1:2 Straight Surgical Handpiece Medium type II a (Rule5) 2/5/2007
297 |SGA-E2L 1:2 Straight Surgical Handpiece Long type I a (Rule5) 2/5/2007
298 |EVA-E 1:1 Contra Angle Handpiece (EVA) I a (Rule 5) 21/9/2007
299 |NRS2-ECM 10:1 Contra Angle Handpiece (Push Type) II a (Rule5) 10/10/2007
300 |AR-ECM(S) 1:1 Contra Angle Handpiece (Prophy) I a (Rule5) 10/10/2007

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1 .
Document Number: AT-DC-1-02
Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

No. Model No.: Product Name*: Classii?cation g:ﬁa‘:‘iﬁon of i:sfl'lu/xDepm Manufacturing Distributor in lézls_g ;):::lble Supplier Su;.)p_li_er
. |Catalogue No.*: according. MDD*: Conformity*: charge*: Location*: EU*: Representative*: name activities
301 |AR-ECM(K) 1:1 Contra Angle Handpiece (Prophy) I a (Rule 5) 10/10/2007
302 |MP-ER64M 64:1 Contra Angle Handpiece(Push Type) II a (Rule5) 10/10/2007
303 |MPA-ER64M 64:1 Contra Angle Handpiece(Push Type) I a (Rule 5) 10/10/2007
304 |[MPAS-ER64M 64:1 Contra Angle Handpiece(Push Type) II a (Rule5) 10/10/2007
305 |NRS2-ER10M 100:1 Contra Angle Handpiece (Push Type) II a (Rule 5) 10/10/2007
306 |TEP-ER10M 10:1 Contra Angle Handpiece (90°turn, Hand File) II a (Rule5) 10/10/2007
307 |EX-6L 1:1 Straight Handpiece Il a (Rule5) | 26/10/2007
308 |SGM-E10RI Implant Handpiece Miniature Head 10:1 I a (Rule5) 26/10/2007
309 [SGM-E16RI Implant Handpiece Miniature Head 16:1 Il a (Rule5) | 26/10/2007
310 |SGM-E64RI Implant Handpiece Miniature Head 64:1 Il a (Rule5) | 26/10/2007 |Technical :
311 |SGM-E256RI Implant Handpiece Miniature Head 2561 T a (Rule5) | 26/10/2007 |Affairs [ vichiTnc|AMEU  [NSKEUROPE
312 |SGM-E1024RI___|implant Handpiece Miniature Hoad 10241 L a (Rule5) | 26/10/2007 |Pepartment Representaive Gribil
313 |SGP-E10RI Implant Handpiece PB 10:1 Reducer II a (Rule5) 26/10/2007
314 |SGP-E16RI Implant Handpiece PB 16:1 Reducer I a (Rule5) 26/10/2007
315 |SGP-E64RI Implant Handpiece PB 64:1 Reducer II a (Rule5) 26/10/2007
316 |SGP-E256RI Implant Handpiece PB 256:1 Reducer I a (Rule5) 26/10/2007
317 |SGP-E1024RI Implant Handpiece PB 1024:1 Reducer I a (Rule5) | 26/10/2007
. 1:5 Speed Increased Contra Angle Handpiece
318 [X95 (Intcr}r)l o p——— gle Handp Ia (Rule5) | 13/2/2008
319 |x25 1:1 Latch Bur Flontra Angle Handpiece (Internal I a Rule5) 13/2/2008
Spray, non-optic)
320 |X15 - T UM ANEIC HAUPIECe UMEarSpray, T 17 " (Rule 5) | 13/2/2008 -

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Attachment-1
Document Number: AT-DC-1-02
Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

. . Date of Person/Depart] . L . Responsible . .
No. |Comoguonos;  [ProductNamer: Clusitinion . [Doaionot [menin [t 8 [P g S0 S0l
- " " |Conformity*:  |charge*: Representative*:
321 |X12 - 10;:1n‘\/uuua AIgIC IIanupIece (UIEIar spray,; HoI= Ia (Rule 5) 13/2/2008
322 [X10 101 COMa AIEIe TTANOPIECS e SPray; IO 11 3 (Rule 5) | 13/2/2008
323 |x20 1:1 FG Bur Contra Angle Handpiece (Internal Spray, I a (Rule5) 13/2/2008
non-optic)
324 |X65 1:1 Straight Handpiece (Internal Spray, non-optic) I a (Rule5) 13/2/2008
325 |NAC-GS 1:1 Contra Angle Handpiece (Latch Type) I a (Rule5) 13/5/2008
326 |GS65 1:1 Straight Handpiece ' I a (Rule5) 13/5/2008
327 |X35 10:1 Contra Angle Handpiece (non-optic) - I a (Rule5) 30/5/2008
328 |[X35L 10:1 Contra Angle Handpiece (with optic) I a (Rule5) 30/5/2008 Techaisal
329 [X70 64:1 Contra Angle Handpiece (n(fn-opti.c) I a - (Rule5) 30/5/2008 Affairs o AILEU NSK EUROPE
330 |X70L 64:1 Contra Angle Handpiece (with optic) I a (Rule5) 30/5/2008 Department Nakanishi Inc. Representative| GmbH
331 |X75 . |128:1 Contra Angle Handpiece (non-optic) II a (Rule5) 30/5/2008 .
332 [X75L 128:1 Contra Angle Handpiece (with optic) II a (Rule5) 30/5/2008
333 |X50 4:1 Contra Angle Handpiece (non-optic) II a (Rule 5) 30/5/2008
334 |X50L 4:1 Contra Angle Handpiece (with optic) I a (Rule5) 30/5/2008
335 |X55 4:1 Contra Angle Handpiece (non-optic) I a (Rule5) 30/5/2008
336 |X55L 4:1 Contra Angle Handpiece (with optic) II a (Rule5) 30/5/2008
337 |X57 16:1 Contra Angle Handpiece (non-optic) II a (Rule5) 30/5/2008
338 |X57L 16:1 Contra Angle Handpiece (with optic) II a (Rule5) 30/5/2008
339 |TEP-ER4M 4:1 Contra Angle Handpiece II a (Rule5) 2/6/2008
340 [X-SG20L Ti-Max X-SG20L Implant Handpiece 20:1 w/ Light | II a (Rule 5) 6/2/2009

 *The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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Document Number: AT-DC-1-02
Revision Number: 2

List of Existing ‘Declaration of Conformities’ (List of products labeled with the CE-Mark)

. . Date of Person/Depart . - . Responsible ) . .
N (Cologuen s |ProduetNames: e [Declsionof [mertin [t 8 [P ey (S Gty
" " Conformity*:  |charge*: Representative*:
341 [SG20 S-Max SG20 Implant Handpiece 20:1 II a (Rule5) 6/2/2009
342 |X-SG93 Ti-Max X-SG93 Contra Angle Handpiece 1:3 II a (Rule 5) 6/3/2009
343 |X-SG93L ::—1\/14)& A-SUISLE CoNod AUBIE ITanapIete 1.3 W/ Ia (Rule 5) 6/3/2009
344 |X-SG25L SOz Con g PRy T W 2 (Rule 5) | 17/3/2009
345 |M15 S-Max M15 I a (Rule 5) 17/3/2009
346 [M15L S-Max M15L Il a (Rule5) 17/3/2009 | Technical
347 |M25 S-Max M25 Il a (Rule 5) 17/3/2009 |Affairs .1 AIlEU NSK EUROPE
: Nakanishi Inc. .
348 [M25L S-Max M25L Il a (Rule5) 17/3/2009 |Department Representative| GmbH
349 |IM95 S-Max M95 I a (Rule5) 17/3/2009
350 |[M95L S-Max M95L I a (Rule5) 17/3/2009
351 [M65 S-Max M65 I a (Rule5) 24/3/2009
352 |X-SG65L Ti-Max X-SG65L Straight Handpiece 1:1w/Light | IL a (Rule5) | 18/5/2009
353 |EVA-ER4M 4:1 Contra Angle Handpiece (EVA) I a (Rule5) 13/7/2010
354 |NBB-Y Contra Angle Head II a (Rule5) 18/8/2001
355
356
357
358
359
360

*The wording used to describe the contents of the columns can changed according to the system and products of the company, some of the columns might not be necessary.
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