ANAB

ANSI National Accreditation Board

CERTIFICATE OF ACCREDITATION

The ANSI National Accreditation Board

Hereby attests that

Millstone Medical Testing-RI, LLC
1300 Main Street
West Warwick, RI 02893

Fulfills the requirements of

ISO/IEC 17025:2017

In the field of
TESTING

This certificate is valid only when accompanied by a current scope of accreditation document.
The current scope of accreditation can be verified at www.anab.org.

Jason Stine, Vice President

Expiry Date: 27 August 2027
Certificate Number: AT-3412

This laboratory is accredited in accordance with the recognized International Standard 1ISO/IEC 17025:2017.
This accreditation demonstrates technical competence for a defined scope and the operation of a laboratory
quality management system (refer to joint ISO-ILAC-IAF Communiqué dated April 2017).
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SCOPE OF ACCREDITATION TO ISO/IEC 17025:2017

Victoria Hughes
Susan Messier

Millstone Medical Testing — RI, LLC

1300 Main Street,
West Warwick, Rl 02893

victoria.hughes@millstonemedical.com

susan.messier@millstonemedical.com

TESTING

ISO/IEC 17025 Accreditation Granted: 27 August 2025

Certificate Number: AT-3412 Certificate Expiry Date: 27 August 2027

Microbiological

Specific Tests and/or
Properties Measured

Specification, Standard,
Method, or Test Technique

Items, Materials or
Product Tested

Key Equipment or
Technology

Bacterial Endotoxin
(Gel-clot)

BE-001
USP <85>, USP <161>,
ANSI/AAMI ST72

Medical Devices,
Pharmaceuticals

Depyrogenation Oven
Heat block

Bacterial Endotoxin
(Kinetic Turbidimetric,
Kinetic Chromogenic)

BE-005
USP <85>, USP <161>,
ANSI/AAMI ST72

Medical Devices,
Pharmaceuticals, Tissue

Depyrogenation Oven
Microplate Reader

Bioburden

B-001, B-008
ANSI/AAMI/ISO 11737-1

Textiles, Cosmetics, Medical
Devices, Tissues,
Pharmaceuticals

ISO Class 5 LFH
Incubators

Biological Indicator Sterility,
Product Sterility

T-001,

USP <71>, 1SO 11135, ISO
11138, ANSI/AAMI/ISO
11737-2, ANSI/AAMI/ISO
11137-2, ANSI/AAMI/ISO

Biological Indicators,
Medical Devices,
Pharmaceuticals, Tissue,

ISO Class 5 LFH

13004, ANSI/AAMI/ISO Biologics, Laboratory Incubators
TIR40, ANSI/AAMI/ISO Products
TIR37
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Chemical
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Test Method

Test Specification(s)

Range

Comments

EO Residual Testing

RES-01
ANSI/AAMI/ISO 10993-7

Medical Devices

Incubator
Gas Chromatograph

Sample Collection

Test Method

Test Specification(s)

Range

Comments

Environmental Monitoring-
Onsite monitoring of Client
Cleanrooms

B-007
ISO 14644-1, -2, -3, ISO
14698, USP <1116>

Cleanrooms - Nonviable Air,
Viable Air, Viable Surface

Incubator
Nonviable Air Sampler
Viable Air Sampler

N

Jason Stine, Vice President
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