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Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Pac-Dent International, Inc.
670 Endeavor Cir,
Brea,CA 92821
United States

has established and applies a quality management system for medical devices
for the following scope:

Design and Development, Manufacture and
Distribution of Medical Devices
(see attachment for products included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2023-09-14
Certificate Registration No.: SX 2040307-1

An audit was performed. Report No.: 244514573-200

This Certificate is valid until: 2026-08-21

Certification Body
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Akkreditierungsstelle
D-ZM-14165-01-02

N g

Date 2023-09-14

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90437 Niirnberg
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TUV Rheinland ROSTRLAL: ReGHD
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate
Registration No.: SX 2040307-1
Report No.: 244514573-200
Organization: Pac-Dent International, Inc.
670 Endeavor Cir,
Brea,CA 92821
United States
Scope: Products:

Prophy Angles, HP Mixing Tips, Implant Scaling Sets,
Surgical Aspirator Tips, Micro Applicators., aAutoclavable
Silicon, Tootl: Bleaching, Light Units, Disposable Dental
Tray, Pre-Bsnt Needle Tips, Barrier Sleeves, apex Locators,
rir/wvater Syringe Tips, Dental Irrigation Tips, Dsntal
Retractors, Dental Syringes, 2isposable Shields, Composite
Dispensing Guns, Disposable Tikes & Plugs, Film Mounts,
Dental Root-canal Instruments,

Certification Body

Akkreditierungsstelle
D-ZM-14168-01-02

Date: 2023-8-13
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