California Office

Orthodontic Design and Production, Inc.
1370 Decision Street, Suite D

Vista, California USA 92081

Telephone (760) 734-3995

Facsimile: (760) 734-1735

E-mail: info@odpinc.com

Registration Information

Notified Body:

Address:

BSI| — Notified Body # 0086

Kitemark Court

Davey Avenue, Knowlhill
Milton Keynes, MK5 8PP
United Kingdom

Conformity Assessment

Applicable Council 93/42/EEC
Directive................ (as amended by 2007/47/EC)
Classification.......... Per Annex IX, Rule V
Route to Annex V
Compliance............ Per Article 11-2

Authorized Representative

mdi Europa GmbH
Langenhagen Str. 71 30855 Langenhagen
Germany

DECLARATION OF CONFORMITY

CLASS Ila Devices
Product Identification
UMDNS _Product Family | Part Number Prefix
Code Product Description (Part Number begins with...)
12-028 Hooks
Ball Clasps MO035-** _
Crimpable Stops Mo22-*+ MO025-**
LLingual Buttons | M020-** M020B-**  M021B-**
LingualCleats | | MO15-*  wmotsBt
lLugs MO10-** MO11-**
iAuxiliary J-Hook | Mo02-**
[Surgical and Split Hooks | M023-** M024-**
Eyelets M005-** M005B-**
- LLip Bumpers | M550-**
14-457 Ligature Wires
[Kobayashi Ties | M080-** M08 1-**
|Preformed Ligatures | M080-** Mo71-**
16-192 Facebows o
Facebows M500-*
16-191 Extraoral Headgear
[Facemasks-Multi Adjustable | M545-*
[Facemasks-Reverse Pull | M540-*
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G&H Wire, Class lla Declaration of Conformity, California Office

Product Identification

UMDNS Product Family

Part Number Prefix

Code Product Description (Part Number begins with...)
16-190 Elastomerics
Archwire Protective Sleeves M936-** M937-**
Chain Elastic CM910-t MOttt M913-t
fIntraoral/Extraoral Elastics | M931-*
[Elastomeric Ties M920-** M925-**
Threads, Hollow & Solid | M935-**
IRotatmn Wedges | M92g-**
[Separating Elastics | M926-** M927-**
16-198 Orthodontic Bands
Molar Bands B10-* B11-*
K10-* K11-*
B12-* B13-*
bomes K12 K13+
Bicuspid Bands B22-* B24-*
| K22-* K24-*
16-199 Orthodontic Tubes
Buccal Tubes | NS* 84*
' | et 84*-*
CD* 85*
cL* 85*-*
cs* 86*
CT* 86*-*
NC* NR* PCS3-*
Lingual Sheaths MO040-**
16-204 Orthodontic Wires - _ B
Beta Titanium W60* w61+ we2*
Nickel Titanium wWes* Weg* W7o~
W71+ w73* W74*
w7s* wrg* wgo*
wa1* wa2* wa3*
was* W90* wo1*
wg2*
Stainless Steel W50* W51+ w52+
W53* W54* w59+
W84 Wwes* wae*
Coated Stainless Steel L w2
16-360 Orthodontic Brackets _ _
Stainless Steel 10-* 11-* 28-*  28K-*
12-* 12K-" 30 30K*-
134 13K-* 314 31K
14-* 14K-* 324 32K**
15 15K-* 334 33K+
16-* 16K+ 17-* 34 34K**
18- 18K-* 36-* 37+  38* 39+
19-*  19K-* 84+ 85+  85K*
21+ 21K-* 86-*  86B-*
22+ 22K-* 87  88* 89+
23+ 23K-* 91+  96-*
26-*  26K-* 98-*  98K-* M15-"
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G&H Wire, Class lla Declaration of Conformity, California Office

Product Identification

UMDNS Product Family Part Number Prefix
Code Product Description (Part Number begins with...)
16-360 Orthodontic Brackets (continued)
Ceramic 50-* 50K-* 58-* 58K-*
51  51K-* 60-*  60K-*
52+  52K-* 61  B1K-*
55-*  55K-* 62  B2K-*
56-*  56K-* 75 76-*
_ 57-*  57K-* 99-*
Composite 40- 40K-* 45-* 45K-*
41+ MK 46+ 4B6K-*
424 42K-* 47 47K
90-503 Orthodontic Springs
(Closed Coil NiTi Springs | M140-*
(Closed Coil SST Springs | M105-**
|Mular Distalizing NiTi Springs | M148-**,
Open Coil NiTi Springs | M145  mtet
Open Coil SST Springs M100-**
[Separating Springs | M125-* M126-*
IDe-Impacting Springs [ M130-*
16-707 Orthodontic Bracket Adhesive Resins
Glass lonomer Mo6*
Polycarboxylate Mog*
EResiﬁ Composite | M95*
Silicophosphate | mo7*

~End of List~

We, Orthodontic Design & Production, Inc. (ODP) of Vista, California, USA, declare with sole
responsibility that the products listed above meet the essential requirements of the Council Directive
93/42/EEC (as amended) pertaining to Medical Devices. The products referenced herein are controlled

by ODP’s quality management system.

Signed this 27" day of February, 2014, by

el AR e D

Richard Merrell, Regulatory Affairs Manager

We hereby appoint mdi Europa GmbH, Langenhagener Str. 79, 30855 Langenhagen in Germany to act
as European Authorized Representative, as explicitly stated in Article 1, §2(g) of Directive 98/79/EC.

The necessary pre-requisites for placing the CE mark and the
notified body number on the above mentioned products, and
marketing them in all Member States of the European Union,

have thus been fulfilled. / ,
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