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Certification. Medical Only.

EC Certificate of Conformity

The Notified Body

MEDCERT Zertifizierungs- und Priifungsgesellschafi fiir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith certifies that the company:

Henry Schein Inc.
135 Duryea Road
Melville, NY 11747
U.S.A.

has introduced, applies and maintains a quality assurance system for the products / product
categories listed in the appendix.

The compliance of this quality assurance system with the below mentioned requirements of the
Council Directive 93/42/EEC was verified by an audit:

Annex V

This certification is subject fo surveillance by MEDCERT.

Effective date:  2020-03-27
Expiry date: 2024-02-02

Report 7425FS03F
Process INo.: QS —7425
Certifica 7425GB414200327

Hamburg) 2020-03-27

MEDCERT Certification Body
(Markus Bianchi)
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Appendix of EC Certificate of Conformity
Process No.: QS -7425
Certificate No.: ~ 7425GB414200327

List of products / product categories included in the scope of certificate

Dental Materials:

e Artificial Teeth

e Adhesives

e Ceramic Blocks & Discs

e Alloys

o Bonding Agents

o Cements

o Temporary Cements

o Composites

o Compomers

e Liners

o Crown/ Bridge Materials
e Crowns

e Etching Gels

o Desensitizing Gels/Varnishes
¢ Endodontic Cements

¢ Endodontic Fillers

s Endodontic Points

o Endodontic Posts

o Endodontic Sealers

¢ Hemostatic Gels

o Denture acrylics

o Metal and polymer-based blanks and discs for dental milling
o Solvents

Dental rotary instruments, Dental instruments, Dental accessories and medical
equipment:

e Abrasives

o Apex Locators

e Biopsy Punches

» Blood Lancets

e Burs

o Finishers, Polishers and Brushes
o Handpieces and their accessories
o Contra Angles

e Films

¢ Diagnostic Instruments

o Digital Thermometers

« Endodontic Drills

This appendix is integral part of the above-referenced certificate. P&‘k-‘ﬁ’fi‘* Benannt durch/Designated by
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Appendix of EC Certificate of Conformity
Process No.: QS - 7425
Certificate No.: ~ 7425GB414200327

o Endodontic Files

o Endodontic Pluggers

s Endodontic Reamers

o Evacuators

o Fingertip Pulse Oximeters
o Finishing/Polishing Discs
¢ Hypodermic Needles

e Hypodermic Syringes

o Syringes with irrigating needles and catheter fittings

o Infusion Sets

o IV Catheters and Accessories
o Latex Surgeons Gloves

¢ Nasal Cannulas

e Nebulizer masks (Adult/Pediatric) & Nebulizer Kits

o Orthodontic Separators

o Orthodontic Springs

e Orthodontic Bands

o Orthodontic Brackets

o Orthodontic Buccal tubes

e Orthodontic Buttons

o Orthodontic Clasps

o Orthodontic Cleats

¢ Orthodontic Elastometrics

o Orthodontic Face Bows

¢ Orthodontic Locks

o Orthodontic Screws

o Orthodontic Stops

o Orthodontic Ties

o Orthodontic Wedges

o Orthodontic Wires

¢ Oximefers

o Peeso Reamers and Gates Glidden Drills
e Rapid Cold Packs

e Scalp Vein Sets

e Skin Staplers

o Surgical Blades

e Surgical Scalpels

¢ Suture Removal Kits

o Eruption Appliances

e Score Crimpable Stop Applicators

e Space Maintainers and Molar Brands
¢ Ultrasound Probe Covers (unsterile)

This appendix is integral part of the above-referenced certificate.
The certificate is only valid when provided entirely with all of its pages.
To verify the validity of this certificate, contact info@medcert.de.
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Appendix of EC Certificate of Conformity
Process No.: QS -7425
Certificate No.:  7425GB414200327

Disinfectants

— End of list -

This appendix is integral part of the above-referenced certificate. vﬁ’j*e W . BenanntdurchiDesignated by

The certificate is only valid when provided entirely with all of its pages. e ¢ Zontalslefle der Lander §

To verify the validity of this certificate, contact info@medcert.de. * é%é K m;f;:;‘gﬁ;ﬁfﬂ;’; q
*® * 'ﬂ"% Medizinprodukien §

MEDCERT Identification Number: 0482 K e K ZLG-B5-237.10.15

Form F10010005e EN / Rev. 11/ 2019.11.14 page 4 of 4




