SCOPE OF ACCREDITATION TO ISO/IEC 17025:2017

PERRITT LABORATORIES
145 S. Main Street
Hightstown, NJ 08520
Mr. Scott Perritt Phone: 609-443-4848

BIOLOGICAL
Valid To: July 31, 2025 Certificate Number: 2588.01

In recognition of the successful completion of the A2LA evaluation process, accreditation is granted to this laboratory to
perform the following tests on water, purified water, cosmetics, raw materials, finished products, drugs and pharmaceuticals,
pharmaceutical products, active pharmaceutical ingredients, and child resistant packaging for pharmaceutical and non-
pharmaceutical products:

Test(s) Reference Method(s)

Harmonized Microbiological Examination of USP/NF, Current Revision Chapter [61]
Non-Sterile Products: Microbial Enumeration EP: Current Revision, Chapter 2.6.12
Tests

Pour Plate Method

Surface Spread Method

Filtration Method
Harmonized Microbiological Examination USP/NF, Current Revision Chapter [61]
of Non-Sterile Products: Suitability of
Counting Method

Pour Plate Method

Spread Plate Method

Filtration Method
Harmonized Microbiological Examination USP/NF, Current Revision Chapter [62]
of Non-Sterile Products: Suitability of the
Tests for Specified Microorganisms

Heterotrophic Plate Count SMEWW Part 9000 — Section 9215 A & B,
Filtration Current Edition APHA/AWWA/WPCF
Pour Plate

Harmonized Microbiological Examination USP/NF, Current Revision Chapter [62]

of Non-Sterile Products: Tests for Specified EP: Current Revision, Chapter 2.6.13

Microorganisms
Presence/Absence Test for:
Bile Tolerant Gram-Negative Bacteria
Candida albicans
Clostridia
Escherichia coli
Pseudomonas aeruginosa
Salmonella spp.
Staphylococcus aureus
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Test(s)

Reference Method(s)

Preservative Efficacy Testing Enumeration

USP/NF, Current Revision, Chapter [51]

Pour Plate
Membrane Filtration

EP; Current Revision, Chapter 5.1.3

Validation of Preservative System
Neutralization Plate Count

USP/NF, Current Revision, Chapter [1227]

Pour Plate
Membrane Filtration

CHEMICAL

Test(s)

Reference Method(s)

Total Organic Carbon Test

USP/NF, Current Revision, Chapter [643]
APHA/AWWA/WPCF, 1995

MECHANICAL

Test(s)

Reference Method(s)

Resistance of Opening by Children and
Accessibility by Senior Adults (Child Resistant
Packaging) *

Code of Federal Regulations, 1700.20,
Requirements for the Special Packaging of
Household Substances (July 22, 1995) using
Behavioral Research Techniques

Resistance of Opening by Children and
Accessibility by Senior Adults (Child Resistant
Recloseable Packaging) *

ISO 8317:2015, using Behavioral Research
Techniques

Resistance of Opening by Children and
Accessibility by Senior Adults (Child Resistant,
Non-recloseable, Pharmaceutical Packaging) *

ISO 14375:2018 using Behavioral Research
Techniques

Abbreviations:

USP United States Pharmacopeia

NF National Formulary

EP European Pharmacopeia

SMEWW Standard Methods for the Examination of Water and Wastewater
EN European Normalization
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Accredited Laboratory

PERRITT LABORATORIES
Hightstown, NJ

for tfechnical competence in the field of

Biological Testing

This laboratory is accredited in accordance with the recognized International Standard ISO/IEC 17025:2017
General requirements for the competence of testing and calibration laboratories. 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).

Presented this 15th day of February 2024.

Mr. Trace Mclnturff, Vice President, Accreditation Services
For the Accreditation Council

Certificate Number 2588.01

Valid to July 31, 2025

For the tests to which this accreditation applies, please refer fo the laboratory’s Biological Scope of Accreditation.



