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This is to certify that the quality system of: 
 

Ortho Organizers, Inc. 
1822 Aston Ave. 
Carlsbad, CA 92008-7306  
USA 
 
 
For design, production and final product inspection/testing of:  
 

Non-active medical devices with measuring function and dental 
materials 
 
 
 
Has been assessed with respect to:  
 

The conformity assessment procedure described in Annex II 
excluding section 4 of Council Directive 93/42/EEC on Medical 
Devices, as amended 
 
and found to comply. 
 
 

    Further details of the product(s) and conditions for certification are given overleaf. 
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Jurisdiction 

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om 
Medisinsk Utstyr” by the Norwegian Ministry of Health and Care Services. 

 
 

Certificate history: 

Revision Description Issue Date 

3.0 

Replaces Nemko AS (NB 0470) certificate no. 
EU1209401 and certificate no. EU1208413 following 
transfer of notified body functions to DNV GL Nemko 
Presafe AS (NB 2460) 

2017-10-18 

1.0 
Addition of Metal Brackets and Buccal Tubes already 
certified in former Nemko AS (NB 0470) certificate no. 
EU1209401 and certificate no. EU1208413 

2017-12-04 

2.0 Correction of validity date 2017-12-22 

3.0 Recertification 2018-08-17 

4.0 Devices marked with bold added to the certificate 2018-08-31 
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Products covered by this Certificate: 

Product Description Product Name Class 

Non-Active Medical Devices 
with Measuring Function 

Measuring Device (Ruler) Im 

Dental Materials 

Ceramic Brackets IIa 

Composite and Plastic Brackets IIa 

Metal Self-Ligating Brackets IIa 

Metal Brackets and Buccal Tubes IIa 

Ceramic Self-Ligating brackets IIa 

Orthodontic Bands and Assemblies IIa 

Auxiliaries IIa 

Orthodontic Wires and Accessories IIa 

Elastomerics IIa 

Intraoral Appliances IIa 

Fixed Attachments IIa 

Seperators IIa 

The complete list of devices is filed with the Notified Body 

 

Sites covered by this certificate  

 

Site Name Address 

Ortho Organizers, Inc. 1822 Aston Avenue, Carlsbad, CA 92008-7306, USA 

 
 

EU Representative  

MDI EuropaGmbH, Langenhagener, Straβe 71, D-30855 Langenhagen, Germany 
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Terms and conditions 

The certificate is subject to the following terms and conditions: 
! Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a 

defect in his product(s), in accordance with directive 85/374/EEC, as amended, 
concerning liability of defective products. 

! The certificate is only valid for the products and/or manufacturing premises listed above. 
! The Manufacturer shall fulfil the obligations arising out of the quality system as approved 

and uphold it so that it remains adequate and efficient. 
! The Manufacturer shall inform Presafe of any intended updating of the quality system 

and Presafe will assess the changes and decide if the certificate remains valid. 
! Periodical audits will be held, in order to verify that the Manufacturer maintains and 

applies the quality system. Presafe reserves the right, on a spot basis or based on 
suspicion, to pay unannounced visits. 
 

The following may render this Certificate invalid: 
! Changes in the quality system affecting production. 
! Periodical audits not held within the allowed time window. 

 

Conformity declaration and marking of product 

When meeting with the terms and conditions above, the producer may draw up an EC 
declaration of conformity and legally affix the CE mark followed by the Notified Body 
identification number of Presafe. 

 
 

 
End of Certificate  
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EU DECLARATION OF CONFORMITY 

EU Regulation 
 

Regulation (EU) 2017/745 of the European Parliament and of the 
Council of 5 April 2017 on medical devices (EU MDR) 
 

Device Risk 
Classification 

Class I based on Annex VIII and Rule 5. 

Conformity Assessment 
Path 

N/A 

Notified Body Name, 
Address, and ID  

Not applicable for this class I medical device that does not have a 
measuring function nor is it a reusable surgical instrument.  

Standards  The products listed on this Declaration of  Conformity have been 
assessed and/or tested in a typical conf iguration as described in the 
Manufacturer’s accompanying documentation in accordance with the 
product standards listed below.  
 
Refer to Attachment 2. 

 

Product Name/Trade Name: Reusable Instruments 

  
 
Basic UDI-DI Information: See Attachment 1 
Device Product Codes: See Attachment 3 

 
Ortho Organizers, Inc. 
1822 Aston Avenue  
Carlsbad, CA 92008 
USA 
Phone: +760-448-8600 
SRN: US-MF-000010061 
 

 
 
mdi Europa GmbH 
Langenhagener Str. 71 
30855 Langenhagen / Germany 
Europe 
Phone: +49 511 39089530 
Website: https://mdi-europa.com/ 
SRN: DE-AR-000006218 
 
Quality Certificates Issued: 
Certif icate No: 908347 
 

 
 
 

The object of  the declaration described above is in conformity with the following  regulations:   
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This declaration of  conformity is issued under the sole responsibility of  the manufacturer: 
Ortho Organizers, Inc.    

 

 

Carlsbad, CA 

 

 

Signature 

 

 Issued in 

 

 Date 

Nicole Rajek    Sr. Director, QA/RA 

Printed Name    Title 

 

  

��������
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Attachment 1 

Product Name Reusable Instruments  
Product Part Number(s) and 
Descriptions 

 
 
Attachment 3.  
 
 

Intended Use Orthodontic Instruments are to be used only by licensed dental 
professionals and/or orthodontic professionals during orthodontic  
treatment. Orthodontic instruments are provided non-sterile and require 
sterilization before each use.  
Orthodontic Hand Instruments are to be used during dental and/or 
orthodontic treatment to adjust and/or manipulate orthodontic wires  
and/or appliances. 

Product Options/Accessories  
Part Number(s) and 
Descriptions  
 

None 

Unique Device Identifier 0190707O2ReusInstrument94 

Category of Devices Orthodontic Reusable Instruments 
 

Global Medical Device 
Nomenclature Codes (GMDN) 
/ (CND) and Description 

GMDN Code: 33209- Orthodontic pliers 
62072-Orthodontic elastomeric appliance pusher 
35320-Manual dental scaler, reusable 
37413-Orthodontic ligature director 
62086-Self-ligating orthodontic bracket open/close tool 
CND Code: Q010499 – ORTHODONTIC DEVICES - OTHERS 

Common Specifications None 
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Attachment 2 
 

Standard No. Title 

ISO 13485:2016+AC:2018 Medical devices – Quality management systems – Requirements 
for regulatory purposes 

ISO 14971:2019 Medical devices – Application of  risk management to medical 
devices 

ISO 10993-1:2018 Biological evaluation of  medical devices – Part 1: Evaluation and 
testing within a risk management process 

ISO 10993-2:2006 Biological evaluation of  medical devices – Part 2: Animal welfare 
requirements 

ISO 10993-3:2014 Biological evaluation of  medical devices – Part 3: Tests for 
genotoxicity, carcinogenicity and reproductive toxicity  

ISO 10993-5:2009 Biological evaluation of  medical devices – Part 5: Tests for in vitro 
cytotoxicity 

ISO 10993-10:2010 Biological evaluation of  medical devices – Part 10: Tests for 
irritation and skin sensitization 

EN ISO 10993-11:2017 Biological Evaluation of  Medical Devices – Part 11: Tests for 
system toxicity  

EN ISO 10993-12:2013 Biological evaluation of  medical devices – Part 12: Sample 
preparation and reference materials 

EN 1641:2009 Dentistry – Medical devices for dentistry – Materials 

IEC 62366-1:2015 
+COR1:2016 

Medical Devices – Application of  usability engineering to medical 
devices 

ISO 7405:2018 Dentistry – Evaluation of  biocompatibility of  medical devices used 
in dentistry 

ISO 15223-1:2021 Medical Devices – Symbols to be used with medical device labels, 
labeling and information to be supplied – Part 1: General 
requirements 

ISO 20417:2021 Information to be supplied by the manufacturer of  medical devices  

MEDDEV 2.7/1 Rev 4 Clinical evaluation: A guide for manufacturers and notif ied bodies 
under directives 93/42/EEC and 90/385/EEC 

ISTA 2A: 2011 The Association for Transport Packaging 

AAMI TIR12:2010 Designing, testing and labeling reusable medical devices for 
reprocessing in health care facilities: A guide for medical device 
manufacturers 
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Standard No. Title 

AAMI TIR30:2011 A compendium of  processes, materials, test methods, and  
acceptance criteria for cleaning reusable medical devices 

AAMI TIR 34:2014 Water for the Reprocessing of  Medical Devices 

ANSI/AAMI T77:2013/ (R) 
2018 

Containment Devices for Reusable Medical 
Device Sterilization 
 

ANSI/AAMI T79:2017 Comprehensive Guide to Steam Sterilization and Sterility  
Assurance in Health Care Facilities 

DIN EN 556-1:2001/AC:2006 Sterilization of  Medical Devices – Requirements for 
Medical Devices to be Designated “STERILE” – Part 1: 
Requirements for Terminally Sterilized Medical Devices 
 

ISO 17664-1:2004 Processing of  health care products — Information to be provided 
by the medical device manufacturer for the processing of  medical 
devices — Part 1: Critical and semi-critical medical devices 
 

ISO 17665-1:2006 Sterilization of  Health Care Products – Moist Heat – 
Requirements for Development, Validation and Routine Control of  
a Sterilization 
Process for Medical Devices 

ISO/TS 17665-2:2009 Sterilization of  Health Care Products – Moist Heat – Part 2: 
Guidance on the Application of  ISO 17665-1 

ISO 11138-3:2017 Sterilization of  Health Care Products – Biological Indicators – 
Part 3: Biological Indicators for Moist Heat Sterilization Process  

ISO 11607-1:2019 Packaging for Terminally Sterilized Medical Devices – Part 1: 
Requirements for Materials, Sterile Barrier Systems and Packaging  
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Attachment 3 

Part Number Descriptions  
4150814  Plier Heavy Duty Cutter  
4150893  Mathieus Hollo-Form Tip Instrument  

4150895  Mathieus Hook Tip Instrument  
4150898  Mathieus Regular Medium Tip Instrument  

4150899  Mathieus Regular Narrow Tip Instrument  
4150953  Elastic Separating Plier  

4151604  Choice Micro Pin & Ligature Cutter   
4151605  Choice Pin & Ligature Cutter   

4151609  Choice Flush Cut Distal End Cutter w/ Safety Hold    
4151610  Choice Hard Wire Cutter   

4151611  Choice Angled Slim Nose Pin & Ligature Cutter   
4151612  Choice Three Prong Bending Pliers   

4151616  Choice Headgear Pliers   
4151617  Choice Distal End Cutter w/ Safety Hold   
4151618  Choice Mini Distal End Cutter w/ Safety Hold   

4151619  Choice Distal End Cutter w/ Safety Hold - Long Handle   
4151621  Choice Spring Flush Cut DistalEnd Cutter w/ Safety Hold    

4151623  Choice Torquing Pliers - Male   
4151624  Choice Torquing Pliers - Female   

4151626  Choice Jaraback w/ Cutter   
4151633  Choice Light Wire Bird Beak w/ Cutter   

4151634  Choice Secure Hold Bird Beak Pliers   
4151639  Choice Three Prong Pliers w/ Groove   

4151640  Choice Tweed Arch Forming Pliers   
4151641  Choice Three Prong Lab Pliers w/ Groove   

4151643  Choice Intraoral Detailing Pliers - Lef t   
4151644  Choice Intraoral Detailing Pliers - Right   

4151645  Choice Double Sided Detailing Pliers - 1mm   
4151649  Choice V Notch Stop Pliers   
4151650  Choice Adams Pliers   

4151652  Choice Straight Bracket Removing Pliers   
4151653  Choice Angled Bracket RemovingPliers   

4151654  Choice Posterior Band RemovingPliers- Long Handle   
4151655  Choice Adhesive Removing Pliers   

4151656  Choice High Force Band Removing Pliers   
4151662  Choice Crown and Band Crimpling Pliers   
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Part Number Descriptions  
4151663  Choice Hook Crimping Pliers   
4151670  Choice Lab Wire Bird Beak Pliers   

4151681  Choice Tweed Loop Forming Pliers   
4151687  Choice Weingart Pliers   

4151695  Choice Distal Cinch Back Pliers   
4151937  Replacement Tungsten Carbide Tip   

4151942  Replacement Bushings (6)   
106-215  Abrasive Strip Placer  

200-109  Elastic Remover  

200-311  Posterior Direct Bond Bracket Holder  

200-329  Bracketizer Instrument  
200-407  Elastic Separating Pliers  

200-407D  Deluxe Elastic Separating Pliers  
200-412  Extra-Heavy Wire Cutter  

200-450  Nitanium Expander Adjusting Pliers  
201-101  Endura Plus Mathieu Wide Tip  

201-101TC  Endura Plus Mathieu Wide Tip — Tungsten Carbide Deluxe  
201-110  Endura Plus Mathieu Hole Tip  

201-118  Endura Plus Mathieu Hook Tip  
201-121  Endura Plus Mathieu Narrow Tip  

201-121TC  Endura Plus Mathieu Narrow Tip — Tungsten Carbide Deluxe  
201-123  Endura Plus Mathieu Half -Fine Tip  

201-125  Endura Plus Mathieu Wide Tip with Safe-T-Lock — Tungsten 
Carbide Deluxe  

201-126  Endura Plus Mathieu Narrow Tip with Safe-T-Lock — Tungsten 
Carbide Deluxe  

201-199ATE  Eraser Plier-Long Handle  
201-
199ATPP  Pressure Point Plier-Long Handle  

201-500  Band Pusher Scaler - 1⁄4” Handle  
201-500W  Band Pusher Scaler - 3⁄8” Handle  

201-501  Double-Ended Ligature Director - 1⁄4” Handle  
201-501W  Double-Ended Ligature Director - 3⁄8” Handle  

201-502  Ligature Director Scaler - 1⁄4” Handle  
201-502W  Ligature Director Scaler - 3⁄8” Handle  

201-503  Ligature Remover Director - 1⁄4” Handle  
201-503W  Ligature Remover Director - 3⁄8” Handle  

205-402  Narrow Tip  
205-403  Smaha Ultra Fine Tip  
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Part Number Descriptions  
201-510 SLX 3D EZ Twist Opener 
201-505 Carriere Double Ended Opener Tool  

201-507  Carriere Motion 3D Placement Instrument 

204-101 Endura Plus Distal End Cutter (Safety Hold)  
204-101XL Endura Plus Distal End Cutter (Safety Hold) - Long Handle  
204-103 Endura Plus Hard Wire Cutter, 15° Angled  
204-105 Endura Plus Multi-Use Cutter  
204-107 Endura Plus Micro Mini Pin & Ligature Cutter  
204-107XL Endura Plus Micro Mini Pin &Ligature Cutter - Long Handle 
204-109 Endura Plus Micro Mini Pin & Ligature Cutter, 15° Angled  
204-110 Endura Plus Micro Cutter  
204-111 Endura Plus Distal End Cutter Safety Hold & Flush Cut  
204-202 Endura Plus Slim Weingart Pliers  
204-203 Endura Plus How Pliers  
204-206 Endura Plus Adhesive Removing Pliers  
204-207 Endura Plus Posterior Band Removing Pliers - Long  
204-213 Endura Plus Direct Bond Bracket Removing Pliers  
204-213B Endura Plus Direct Bond Bracket Removing Pliers, Blade 
204-219 Endura Plus Debonding Pliers  
204-220XL Endura Plus Angulated Debonding Pliers  
204-221 Endura Plus Crown & Band Contouring Pliers  
204-301 Endura Plus Jarabak Pliers  
204-302 Endura Plus Three Jaw Pliers  
204-304 Endura Plus Bird Beak Pliers  
204-305 Endura Plus Light Wire Bird Beak Pliers w/Groove  
204-306 Endura Plus Tweed Loop Forming Pliers  
204-307 Endura Plus Arch Bending Pliers  
204-309 Endura Plus Lingual Arch Forming Pliers  
204-310 Endura Plus Hollow Chop Contouring Pliers  
204-312 Endura Plus Mini Three Jaw Pliers  
204-318 Endura Plus Light Wire Bird Beak Pliers  
204-319 Endura Plus Nance Loop Forming Pliers  
204-320 Endura Plus Adams Pliers  
204-321 Endura Plus Stop (V-Bend) Pliers  
204-323 Endura Plus Optical Pliers  
204-325 Endura Plus Bird Beak Pliers w/Cutter  
204-328 Endura Plus Loop Tie Back Pliers  
204-329 Endura Plus Detailing Step Pliers 0.50 mm  
204-330 Endura Plus Detailing Step Pliers 0.75 mm  
204-331 Endura Plus Detailing Step Pliers 1mm  
204-332 Endura Plus Hook Crimping Pliers (Straight)  
204-333 Endura Plus Hook Crimping Pliers (Angled)  
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Part Number Descriptions  

204-334 Endura Plus Utility Arch Pliers  
204-335 Endura Plus Angled Utility Arch Pliers  
204-336 Endura Plus Utility Step Pliers  
204-337 Endura Plus Torquing Pliers Set w/Key  
204-338 Endura Plus Small Distal End Cutter(SafetyHold)w/LongHandle 
205-011 SAFETY HOLD REPLACEMENT SILICONE INSERT (3)  
205-101 TRIUMPH DISTAL END CUTTER SAFETY HOLD  
205-101XL TRIUMPH DISTAL END CUTTER LONG HANDLE SAFETY HOLD  
205-104 TRIUMPH HARD WIRE CUTTER  
205-105 TRIUMPH MULTI-USE CUTTER  
205-106 TRIUMPH MINI PIN & LIG CUTTER  
205-107 TRIUMPH MICRO MINI PIN & LIG CUTTER  
205-109 TRIUMPH MICRO MINI PIN & LIG CUTTER, 15 DEGREE  
205-110 TRIUMPH MICRO CUTTER  
205-111 TRIUMPH DISTAL END CUTTER SAFETY HOLD FLUSH CUT  
205-202 TRIUMPH WEINGART PLIER  
205-203 TRIUMPH HOW PLIERS  
205-206 TRIUMPH ADHESIVE REMOVING PLIERS  
205-206B ADHESIVE RMR REPLACEMENT BLADE TRIUMPH  
205-206T ADHESIVE RMR 1/4 REP PADS (6) TRIUMPH  
205-207 TRIUMPH BAND REMOVER, LONG POSTERIOR  
205-207T BAND RMR 3/16 REPLAC. PADS (6) TRIUMPH  
205-207TT BAND RMR 1/4 REPLAC. PADS (6) TRIUMPH  
205-219 TRIUMPH DEBONDING PLIERS  
205-220XL TRIUMPH ANGULATED DEBONDING PLIERS  
205-221 TRIUMPH CROWN BAND CONTOURING PLIERS  
205-301 TRIUMPH JARABAK PLIERS  
205-302 TRIUMPH THREE JAW PLIERS  
205-304 TRIUMPH BIRD BEAK PLIERS  
205-305 TRIUMPH LIGHT WIRE WITH GROOVE PLIERS  
205-306 TRIUMPH TWEED LOOP FORMING PLIERS  
205-308 TRIUMPH RECT. ARCH FORMING PLIERS  
205-309 TRIUMPH LINGUAL ARCH FORMING PLIERS  
205-310 TRIUMPH HOLLOW CHOP CONTOURING PLIERS  
205-318 TRIUMPH LIGHT WIRE PLIERS  
205-321 TRIUMPH STOP (V-BEND) PLIERS  
205-322 TRIUMPH NITI THREE JAW PLIERS  
205-325 TRIUMPH BIRD BEAK PLIERS WITH CUTTER  
205-326 TRIUMPH LONG TAPERED BIRD BEAK PLIERS  
205-327 TRIUMPH NITI DISTAL CINCH BACK PLIERS  

 


