
The SQS herewith attests that the organisation named below has a management system that meets the requirements of
the normative basis mentioned.

40
20

_2
 / 

Ja
nu

ar
20

24
_V

er
si

on
 3

.1

Certificate

Ompi of America, INC
9701 Giovanni Stevanato Drive
46038 Fishers
United States

Scope

Manufacture of injection-molded plastic
components for medical devices, including drug
delivery devices

Normative basis

EN ISO 13485:2016 Medical devices – Quality Management System
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Swiss Made

Member of

Swiss Association for Quality and Management Systems (SQS)
Bernstrasse 103, 3052 Zollikofen, Switzerland




