W, g, PERRY JOHNSON LABORATORY
" ACCREDITATION, INC.

Certificate of Accreditation

Perry Johnson Laboratory Accreditation, Inc. has assessed the Organization of:

Particle Technology Labs
555 Rogers Street, Downers Grove, IL 60515

and hereby declares that the Organization is accredited in accordance with
the recognized International Standard:

ISO/IEC 17025:2017

Whereby, technical competence has been confirmed for the associated scope supplement, in the fields of;

Mechanical Testing
(As detailed in the supplement)

Accreditation claims for conformity assessment activities shall only be made from the addresses referenced within this certificate

and shall apply solely to those activities identified in the related scope. This Accreditation is granted subject to the Accreditation

Body rules governing the Accreditation referred to above, and the Organization hereby commits to observing and complying with
those rules in their entirety.

For PJLA: Initial Accreditation Date: Issue Date: Expiration Date:
July 04, 2018 December 18, 2024 March 31, 2027

% Accreditation No.: Certificate No.:
L24-964

98927

Tracy Szerszen
President The validity of this certificate is maintained through ongoing assessments based

on a continuous accreditation cycle. The validity of this certificate should be

Perry Johnson Laboratory confirmed through the PJLA website: www.pjlabs.com

Accreditation, Inc. (PJLA)
755 W. Big Beaver, Suite 1325
Troy, Michigan 48084
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http://www.pjlabs.com/

Certificate of Accreditation: Supplement

Particle Technology Labs

555 Rogers Street, Downers Grove, IL 60515
Contact Name: Amy Ganden Phone: 630-969-2703

Accreditation is granted to the facility to perform the following conformity assessment activities:

FIELD
OF TEST

ITEMS, MATERIALS,
OR PRODUCTS
TESTED

COMPONENT,
CHARACTERISTIC,
PARAMETER TESTED

SPECIFICATION OR
STANDARD METHOD

TECHNOLOGY OR
TECHNIQUE USED

FLEX CODE

LOCATION
OF ACTIVITY

Mechanical

Powders, Suspensions

Particle Size

Suspensions

Particle Size Analysis - Laser Diffraction
Methods

1SO 13320, Customer
specified methods

F1,F2, F5

F

Light Diffraction Measurement of Particle Size

USP <429>, Customer
specified methods

F1,F2, F5

F

Standard Test Method for Particle Size
Distribution of Metal Powders and Related
Compounds by Light Scattering

ASTM B822

F1,F2, F5

Determination of Particle Size Distributions -
Electrical Sensing Zone Method

ISO 13319, Customer
specified methods

F1, F2, F5

Particle size Analysis - Dynamic Light
Scattering (DLS)

ISO 22412, Customer
specified methods

F1, F2, F5

Aqueous Suspensions,
colloidal systems

Zeta Potential

Colloidal systems — Methods for Zeta Potential
Determination
(Electropharetic mobility)

I1SO 13099-1

F1,F2,F5

Suspensions

Particle Size

Powders, solids

Powders, Suspensions

Standard Guide for Particle Size Distribution of
Nanomaterials in Suspension by Photon
Correlation Spectroscopy (PCS)

ASTM E2490, Customer
specified methods

F1, F2, F5

Standard Guide for Particle Size Distribution of
Nanomaterial in Suspension by Nanoparticle
Tracking Analysis (NTA),

ASTM E2834, Customer
specified methods

F1,F2, F5

Determination of particle size distribution and
number concentration by particle tracking
analysis

I1ISO 19430

F1,F2, F5

Particle Size Distribution Estimation by
Analytical Sieving

USP <786>, Customer
specified methods

F1,F2, F5

Determination of particle size distribution -
Single particle light interaction methods - Part
2: Light scattering liquid-borne particle counter

ISO 21501-2, Customer
specified methods

F1, F2, F5

Determination of particle size distribution -
Single Particle light interaction methods - Part
3: Light extinction liquid-borne particle counter

ISO 21501-3, Customer
specified methods

F1, F2, F5




Certificate of Accreditation: Supplement

Particle Technology Labs

555 Rogers Street, Downers Grove, IL 60515
Contact Name: Amy Ganden Phone: 630-969-2703

Accreditation is granted to the facility to perform the following conformity assessment activities:

FIELD
OF TEST

ITEMS, MATERIALS,
OR PRODUCTS
TESTED

COMPONENT,
CHARACTERISTIC,
PARAMETER TESTED

SPECIFICATION OR
STANDARD METHOD

TECHNOLOGY OR
TECHNIQUE USED

FLEX CODE

LOCATION
OF ACTIVITY

Mechanical

Suspensions

Solids

Particle Size

Subvisible Particulate Matter in Therapeutic
Protein Injections

USP <787>, Customer
specified methods

F1,F2, F5

F

Particulate Matter in Injections

USP <788>, Customer
specified methods

F1,F2, F5

F

Subvisible Particulate Matter in Intraocular
solution

USP <789>, Customer
specified methods

F1,F2, F5

Cleanliness of Components & Systems

1SO 16232, Customer
specified methods

F1,F2, F5

Solids, Powders

Specific Surface Area

Determination of the Specific Surface Area of
Solids by Gas Adsorption (BET Method)

1ISO 9277, Customer
specified methods

F1, F2, F5

Specific Surface Area

Specific Surface Area

USP <846>, Customer
specified methods

F1,F2,F5

Geotextiles, Filters,
Membranes

Pore Size
Distribution &
Porosity

Porosimetry by Mercury Intrusion

USP <267>, Customer
specified methods

F1, F2, F5

Pore Size Distribution & Porosity of Solid
Materials by Mercury Porosimetry and Gas
Adsorption - Part 1: Mercury Porosimetry

ISO 15901-1, Customer
specified methods

F1,F2,F5

Pore Size Distribution & Porosity of Solid
Materials by Mercury Porosimetry and Gas
Adsorption - Part 2: Analysis of Nanopores by
Gas Adsorption

ISO 15901-2, Customer
specified methods

F1,F2, F5

Standard Test Method for Pore Size
Characteristics of Geotextiles by Capillary
Flow Test

ASTM D6767, Customer
specified methods

F1,F2, F5

Standard Guide for Determining the Mean
Darcy Permeability Coefficient for a Porous
Tissue Scaffold

ASTM F2952, Customer
specified methods

F1,F2, F5




Certificate of Accreditation: Supplement

Particle Technology Labs

555 Rogers Street, Downers Grove, IL 60515
Contact Name: Amy Ganden Phone: 630-969-2703

Accreditation is granted to the facility to perform the following conformity assessment activities:

FIELD
OF TEST

ITEMS, MATERIALS,
OR PRODUCTS
TESTED

COMPONENT,
CHARACTERISTIC,
PARAMETER TESTED

SPECIFICATION OR
STANDARD METHOD

TECHNOLOGY OR
TECHNIQUE USED

FLEX CODE

LOCATION
OF ACTIVITY

Mechanical

Filters, Membranes,
Metals

Pore Size
Distribution &
Porosity

Permeable Sintered Metal Materials —
Determination of Bubble Test Pore Size

I1ISO 4003

F1,F2, F5

F

Powders, Suspensions,
Creams, Patches

Particle Size and
Shape

Particle Size Analysis - Image Analysis
Methods: Static

I1ISO 13322-1, Customer
specified methods

F1,F2, F5

Powders, Solids

Density

Solids, powders

Powders

Bulk Density of Powders

USP <616>, Customer
specified methods

F1,F2, F5

Density of Solids

USP <699>, Customer
specified methods

F1, F2, F5

Standard Test Method of Metal Powder
Skeletal Density by Helium or Nitrogen
Pycnometry

ASTM B923, Customer
specified methods

F1, F2, F5

Determination of density by volumetric
displacement - Skeleton density by gas
pycnometry

ISO 12154, Customer
specified methods

F1,F2,F5

Standard Test Method for Apparent Density of
Metal Powders and Compounds Using the
Scott Volumeter

ASTM B329, Customer
specified methods

F1,F2, F5

Standard Test Method for Tap Density of Metal
Powders and Compounds

ASTM B527, Customer
specified methods

F1,F2, F5

Standard Test Method for True Specific
Gravity of Refractory Materials by Gas
Comparison Pycnometer

ASTM C604, Customer
specified methods

F1,F2, F5

Standard Test Method for Density of Coating
Powders

ASTM D5965, Customer
specified methods

F1,F2, F5

Standard Test Methods for Determining Loose
& Tapped Bulk Densities of Powders Using a
Graduated Cylinder

ASTM D7481, Customer
specified methods

F1, F2, F5

Plastics, Powders

Thermal Analysis

Plastics -- Differential Scanning Calorimetry
(DSC) -- Part 1: General Principles

ISO 11357-1, Customer
specified methods

F1, F2, F5




Certificate of Accreditation: Supplement

Particle Technology Labs

555 Rogers Street, Downers Grove, IL 60515
Contact Name: Amy Ganden Phone: 630-969-2703

Accreditation is granted to the facility to perform the following conformity assessment activities:

FIELD
OF TEST

ITEMS, MATERIALS,

OR PRODUCTS
TESTED

COMPONENT,
CHARACTERISTIC,
PARAMETER TESTED

SPECIFICATION OR
STANDARD METHOD

TECHNOLOGY OR
TECHNIQUE USED

FLEX CODE

LOCATION
OF ACTIVITY

Mechanical

Plastics, Powders

Thermal Analysis

Suspensions

Plastics -- Differential Scanning Calorimetry
(DSC) -- Part 2: Determination of Glass
Transition Temperature and Glass Transition
Step Height

ISO 11357-2, Customer
specified methods

F1,F2, F5

F

Plastics -- Differential Scanning Calorimetry
(DSC) -- Part 3: Determination of Temperature
and Enthalpy of Melting and Crystallization

ISO 11357-3, Customer
specified methods

F1,F2, F5

Plastics -- Differential Scanning Calorimetry
(DSC) -- Part 7: Determination of
Crystallization Kinetics

ISO 11357-7, Customer
specified methods

F1, F2, F5

Plastics -- Thermogravimetry (TG) of Polymers
-- Part 1: General Principles

ISO 11358-1, Customer
specified methods

F1, F2, F5

Standard Test Methods for Loss on Drying by
Thermogravimetry

ASTM E1868, Customer
specified methods

F1, F2, F5

Total Solids

Determination of total solids content

I1SO 124
ASTM D5907, Customer
specified methods

F1,F2, F5

Location of activity:

Location Code
F Conformity assessment activity is performed at the CABs fixed facility

Flex Code:
FO- Fixed scope item. No deviations allowed to the line item as identified, except for updating to the most recent version of an accredited standard method after verification.
F1- Laboratory has the capability to test a new item, material, matrix, or product similar in composition to item, material, matrix, or product identified on the scope
F2- Laboratory has the capability to introduce the newest revision of an accredited authoritative standard method (with no modifications) identified on the scope
F3- Laboratory has the capability to introduce a parameter/component/analyte to an accredited test method identified on the scope
F4- Laboratory has the capability to introduce a new revision of an accredited non-standard method using the same technology or technique identified on the scope

F5- Laboratory has the capability to introduce a validated method that is equivalent to an accredited method (using same technology or technique) identified on the scope

Location




