
  

  
 

 
 
 

EC Certificate 
 
Certificate Number 
150 CE 
 
Initial Certification Date 
28 July 1997 
 
Certificate Issue Date 
05 September 2012 
 
Certificate Expiry Date 
27 July 2017 
 
 
The certification is subject to 
the organization maintaining 
their system in compliance 
with the regulations stated  
in this certificate, allowing 
regular assessments and 
following the contracted 
requirements of the Notified 
Body. 
 
This Certificate is for the 
exclusive use of AMTAC’s 
client and is provided pursuant 
to the agreement between 
AMTAC and its Client. 
AMTAC‘s responsibility and 
liability are limited to the terms 
and conditions of the 
agreement. AMTAC assumes 
no liability to any party, other 
than to the Client in 
accordance with the 
agreement, for any loss, 
expense or damage 
occasioned by the use of this 
Certificate. Only the Client is 
authorized to permit copying or 
distribution of this Certificate.  
Any use of the AMTAC name 
or one of its marks for the sale 
or advertisement of the tested 
material, product or service 
must first be approved in 
writing by AMTAC.   

 
AMTAC Certification Services 
Limited is a Notified Body 
according to Directive 
93/42/EEC for medical 
devices, with identification 
number 0473. 
 
AMTAC Certification Services 
Limited 
Davy Avenue  
Knowlhill 
Milton Keynes  
MK5 8NL, UK 
Telephone  
+44  (0)1908 857 750 
Email:  acsl@intertek.com 
 
 

PRODUCTION QUALITY ASSURANCE  
Directive 93/42/EEC for Medical Devices, Annex V (OBL) 
 

We hereby declare that an examination of the under mentioned 
production quality assurance system has been carried out following 
the requirements of the UK national legislation to which the 
undersigned is subjected, transposing Annex V of the Directive 
93/42/EEC on medical devices via an Own Branding arrangement. 
We certify that the production quality system conforms with the 
relevant provisions of the aforementioned legislation, and the result 
entitles the organization to use the CE 0473 marking on those 
products listed below. 

Organization: 
 

HENRY SCHEIN INC 
 
135 Duryea Road, Melville, New York 11747, USA 
 

Medical and dental devices as per attached schedule. 
 

Authorized Signatory: 
 

 
 

AMTAC Certification Services Limited, Milton Keynes, UK 
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PRODUCT SCHEDULE FOR CERTIFICATE 150 CE 
HENRY SCHEIN INC 

Original Issue Date:   28 July 1997 Authorized Signatory: 

 
 
Certificate Issue Date:   05 September 2012 
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AMTAC Certification Services Limited 
Davy Avenue, Knowlhill, Milton Keynes MK5 8NL, UK 

Telephone +44 (0)1908 857 750, Fax +44 (0)1908 857 751, www.intertek-acsl.com Email: acsl@intertek.com 
Registered No. 829615 Registered Office 

HENRY SCHEIN INC PRODUCTS 
Abrasives 
Adhesives 
Apex Locator 
Bandages 
Blood Lancets 
Burs 
Ceramic Blocks & Discs 
Contra Angles 
Dental Alloys 
Dental Bonding Agents 
Dental Cements 
Dental Composites 
Dental Crown/Bridge Material 
Dental Crowns 
Dental Etching Gel 
Dental Film 
Dental Handpiece Accessories 
Dental Handpieces 
Dental Liners 
Dental Restorative 
Dental Whitening 
Desensitizing Gel 
Diagnostic Instruments 
Digital Thermometers 
Disinfectants 
Endodontic Cements 
Endodontic Drills 
Endodontic Files 
Endodontic Fillers 
Endodontic Pluggers 
Endodontic Points 
Endodontic Posts 
Endodontic Reamers 
Endodontic Sealers 
Evacuators 
Fingertip Pulse Oximeter 
Gauze Sponges 
Hemostatic Gel 
Hypodermic Needles 
Hypodermic Syringes 
Infusion Sets 
Lab Acrylics 
Latex Surgeons’ Gloves 
Nasal Cannula 
Orthodontic Bands 
Orthodontic Brackets 
Orthodontic Buccal tubes 



 
 
 

PRODUCT SCHEDULE FOR CERTIFICATE 150 CE 
HENRY SCHEIN INC 

Original Issue Date:   28 July 1997 Authorized Signatory: 
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AMTAC Certification Services Limited 
Davy Avenue, Knowlhill, Milton Keynes MK5 8NL, UK 

Telephone +44 (0)1908 857 750, Fax +44 (0)1908 857 751, www.intertek-acsl.com Email: acsl@intertek.com 
Registered No. 829615 Registered Office 

Orthodontic Buttons 
Orthodontic Clasps 
Orthodontic Cleats 
Orthodontic Elastometrics 
Orthodontic Face Bows 
Orthodontic Locks 
Orthodontic Screws 
Orthodontic Separators 
Orthodontic Springs 
Orthodontic Stops 
Orthodontic Ties 
Orthodontic Wedges 
Orthodontic Wire 
Prophylaxis 
Root Canal Post System 
Rotary Instruments 
Skin Staple Remover 
Skin Stapler 
Solvents 
Sterile Adhesive Strips 
Sterile Wooden Products 
Surgical Blades 
Surgical Drapes 
Surgical Kits 
Surgical Marking Pen 
Surgical Scalpels 
Suture Removal Kit 
Teeth 
Temporary Cements 
Tongue Depressors 
 
CODENT 
Burs 
Dental Cements 
Dental Needles 
Dental Restoratives 
Prophylaxis 
 


