ANAB

ANSI National Accreditation Board

CERTIFICATE OF ACCREDITATION

The ANSI National Accreditation Board
Hereby attests that

Millstone Medical Testing - CT, LLC
35 Griffin Rd South

Bloomfield, CT. 06002

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: 18 October 2026
Certificate Number: AT-3317
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This laboratory is accredited in accordance with the recognized International Standard ISO/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).


http://www.anab.org/
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SCOPE OF ACCREDITATION TO ISO/IEC 17025:2017

Certificate Number: AT-3317

Biological

Millstone Medical Testing - CT, LL.C

35 Griffin Rd South
Bloomfield, CT. 06002

Victoria Hughes 508-728-5608
victoria.hughes@millstonemedical.com

TESTING
ISO/IEC 17025 Accreditation Granted: 14 November 2025

Certificate Expiry Date: 18 October 2026

Specification, Standard,

Specnﬁc.Tests and/or Method, or Test Items, Materials or Key Equipment or
Properties Measured T . Product Tested Technology
echnique
Sterility Test for Biological LS gamsigor : . ISO 5 Laminar Flow Hood
Indicators/Paper Strips Bl fligdical Devices Incubators
ANSIVJAAMI/ISO 11138
LSPEC-0003 (M150)
USP <71>, ISO 11135, ISO
: ’ ISO 7 Clean Room
. 11138, ANSI/AAMI/ISO . . . . .
Product Sterility 11737-2, ANS/AAMI/ISO Medical Devices |ISO 5 BIOI?féiilatS;iety Cabinet

11137-2, ANSI/AAMI/ISO
13004

Total Bioburden

LSPEC-0004 (M200)

LSPEC-0005 (M200P) ISO 5 Laminar Flow Hood

Medical Devices

ANSV/AAMI/ISO 11737-1 Incubators

Bioburden Recovery LSPEC-0006 (M210) Medical Devices ISO 5 Laminar Flow Hood
(Inoculated Product Method) ANSI/AAMI/ISO 11737-1 Incubators

LSPEC-0017 (M400) .

Bacteriostasis and Fungistasis Test USP <71> Medical Devices 1503 L?mlnba rtFlow Hood
ANSIAAMI/ISO 11737-2 fieubators

Cytotoxicity Extract/Elution Test LSPEC-0043 RLRGL . . 150 Ll?drgllil/larClZ}?sw Hood
(ISO/USP) ISO 10993-5, ISO 10993-12| Medical Devices Microscope

USP <87>, USP <88>

CO; Incubator

This Scope of Accreditation, version 002, was last updated on:14 November 2025 and is valid only when accompanied by the Certificate.
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Specification, Standard,

Specnﬁc.Tests and/or Method, or Test Items, Materials or Key Equipment or
Properties Measured . Product Tested Technology
Technique
) _ LSPEC-0022 (M407)
Bacterial Endotoxin ANSI/AAMI ST72 _ _ Lysate
Gel clot method USP <161> Medical Devices CSE
USP <85> Heat Block
B | Endotoxi LSIS)IEC_SOSO% Nexgen-PTS Reader
acterial Endotoxin <85>, . . Laminar Flow Hood
(Kinetic Chromogenic) USP <161>, Rlegcal Devices Depyrogenation Oven
ANSI/AAMI ST72
LSPEC-0022 (M407) Lg;“ge
LERRP 046 Heat Block
Inhibition & Enhancement I[JJSSII: <f651>’ Medical Devices Nexgen-PTS Reader
<161>, .
ANSIAAMI ST72 ISO 5 Laminar Flow Hood

Depyrogenation Oven

Chemical

Specification, Standard,

Specnﬁc.Tests and/or Method, or Test Items, Materials or Key Equipment or
Properties Measured . Product Tested Technology
Technique
ISO 5 Laminar Flow Hood
Total Organic Carbon LSPEC-0047 Medical Devices TOC Analyzer
USP <643> Water Incubator
Sonicator

N

Jason Stine, Vice President

This Scope of Accreditation, version 002, was last updated on:14 November 2025 and is valid only when accompanied by the Certificate.
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