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Declaration of Conformity 
 

PRODUCT IDENTIFICATION  

Product name Model/number 

DynaFlex Bands 
DynaFlex Brackets 
DynaFlex Tubes 

See Attached List 

MANUFACTURER   

Name of company Address Representative 

DynaFlex 10403 International 

Plaza Drive 
St. Ann, MO 63074-1805 

Matthew Malabey 

AUTHORIZED 

REPRESENTATIVE 

  

Name of company Address Telephone/email 

Emergo Europe Prinsessegracht, 20, 2514 
AP The Hague 
The Netherlands 

+31.70.345.8570 -  phone 

+31.70.346.7299 -  fax 
service@emergogroup.com 

REGISTRATION 
INFORMATION 

  

Notified Body and ID # CE Certificate Number Date CE Marking First 

Applied 

SIQ 

1304 
 

No. MDD-146 October 10, 2019 
 

CONFORMITY 
ASSESSMENT 

  

Device classification Route to compliance Standards applied 

Class IIa 

Rule 5 

Annex V of MDD 

93/42/EEC Council 
Directive 

Reference Technical File 

 

DynaFlex declares that the above mentioned products meet the provision of the Council 
Directive 93/42/EEC for Medical Devices and Directive 93/42/EEC as transposed in the national 
laws of the Member States. 

 
COMPANY REPRESENTATIVE:  Mr. Matthew Malabey 

 

 
 

TITLE: Director Ops SIGNATURE:  _ 
 

DATE: 07/10/2020 

mailto:service@emergogroup.com
mailto:service@emergogroup.com
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List of Products and Models: 

 

DynaFlex Part 

Number 

Description 

600-0x Weldable Stability Buccal Tubes 0.018 

600-1x Weldable Stability Buccal Tubes 0.022 

701-8x Stability LP Bondable Non Convertible Tubes 0.018 

701-2XX Stability LP Bondable Non Convertible Tubes 0.022 

740-x Weldable Bicuspid Brackets – Roth Rx Left 

741-x Weldable Bicuspid Brackets – Roth Rx Right 

2000 Lingual Attachment – Lug 

2001 Lingual Attachment – Cleat 

2002 Lingual Attachment – Button 

2003 Lingual Attachment – Wilson 3D 

2004 Lingual Attachment – Sheath 

2188-x ClearViz Bracket System – Roth Rx 0.022 

2189-x ClearViz Bracket System – Roth Rx 0.022 

2190-x ClearViz Bracket System – MBT Rx 0.018 

2191-x ClearViz Bracket System – MBT Rx 0.018 

2230-x Revolution Bracket System – Roth Rx 0.022 

2231-x Revolution Bracket System – Roth Rx 0.018 

2232-x Revolution Bracket System – MBT Rx 0.022 

2233-x Revolution Bracket System – MBT Rx 0.018 

2300-x Bondable MiniTubes 0.022 

2301-x Bondable MiniTubes 0.018 

2400-x MTX Bracket System – MBT Rx 0.022 

2401-x MTX Bracket System – MBT Rx 0.018 

2500-x MTX Bracket System – Roth Rx 0.022 

2501-x MTX Bracket System – Roth Rx 0.018 

2700-x Stability Bracket System – Roth Rx 0.022 

2701-x Stability Bracket System – Roth Rx 0.018 

2800-x Stability Bracket System – MBT Rx 0.022 

2801-x Stability Bracket System – MBT Rx 0.018 

224-x UPPER UNIVERSAL BI BAND 

2501-345HK MTX BRACKETS 5X5 SET 

201-R2-XX DynaFlex Atlas Roth .022 

201-R8-XX DynaFlex Atlas Roth .018 

201-M2-XX DynaFlex Atlas MBT .022 

201-M8-XX DynaFlex Atlas MBT .018 
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300-R2-XX DynaFlex CVM Roth .022 

300-R8-XX DynaFlex CVM Roth .018 

300-M2-XX DynaFlex CVM MBT .022 

300-M8-XX DynaFlex CVM MBT .018 

10-PAB10204 PRECISION ALIGNER BUTTONS 

  10-PABCLR PRECISION ALIGNER BUTTON-CLEAR 

2013 CERAMIC LINGUAL BUTTONS 

O-600-1113 BONDABLE COMPOSITE BUTTONS 

204-XXXXX LIGHT GOLD BRACKETS-ATLAS 

214-XXXX LIGHT GOLD BRACKET SET-ATLAS 

202-XXXX ATLAS STANDARD BRACKETS 

610-XXXX ENDURANCE SL BRACKETS SET 

400-XXXX KRYSTAL SL BRACKETS 

2181-XXXX KRYSTAL SL BRACKET SET 

2086-XXXX KRYSTAL BRACKET SET 

O-600-1113 BONDABLE COMPOSITE BUTTONS 

2015 DIRECT BOND LINGUAL CLEAT 

O-600-1138 DIRECT BOND EYELET WITH CHAIN 

O-160-1049 ERUPTION APPLIANCE ROUND BASE 

2007 ERUPTION CHAIN  

2009 Weldable Lingual Buttons – Curved 

2009-2 Weldable Lingual Buttons – Flat 

2010 Bondable Lingual Buttons – Curved 

2014 DynaFlex Clear Bondable Button 

2016 DynaFlex Direct Bond Eyelet  

2017 Micro Round Bondable Lingual Button 

2008 CLEAR MULTI BUTTON 

2013 CERAMIC LINGUAL BUTTONS 

O-600-1116 DIRECT BOND EYELET 

500-XXXXX KRYSTAL BRACKET SYSTEM 

216-XXXXX NORRIS BRACKET SYSTEM 

  

 


