SYSTEMS
CERTIFICATION BODY

AN IAPMO COMPANY

MEDICAL DEVICES

QUALITY MANAGEMENT SYSTEM
CERTIFICATE

This certifies that the quality system of

OSPRI

2850 S. Southwest Loop 323, Tyler, Texas 75701, USA

is registered by IAPMO SCB in recognition of a
Quality Management System, which fulfills the requirements of

ISO 13485:2016

Scope of Registration

Design, development, formulation, manufacture, filling, and distribution of

polymerase chain reaction (PCR) reagents and assay systems for research

use, and general-purpose reagents (GPRs) and analyte-specific reagents
(ASRs) for use in in vitro diagnostic applications.

Certificate No: 1119638
Certificate Decision/Re-Issue Date: 10/26/2026

Certificate Issue Date: 06/25/2025
Certificate Expiry: 06/24/2028
Site Structure: Single Site
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