Activation Laboratories Ltd.

Pharmaceutical & Biotechnology
Development & Testing Services

1336 & 1348 Sandhill Drive

Ancaster, Ontario

L9G 4V5 CANADA

Tel: (905) 648-9611 x 222

Fax: (905) 648-9613

E-mail: pharmaceuticals@actlabs.com
Website: www.actlabs.com




WHO WE ARE

Eric Hoffman, Ph.D.
President

Michael Hoffman, Ph.D Joon Kim
Manager, Biotech Services Life Sciences Business Development Manager

Sagar Lachmansing Stephen Jenkins Judith Jacobs
Life Sciences Operations Manager Pharma R&D Manager QA Manager

Activation Laboratories Ltd. was established in 1987 by Eric Hoffman. The laboratory
grew, providing analytical services to the Geological, Forensics, Environmental,
Pharmaceutical Sciences and Biotech industries to become a leader offering a full range of
analytical and research capabilities.

The Pharmaceutical and Biotechnology Development Division has been growing rapidly for
some time and today offers a full range of development and testing services.

The FDA inspected, cGMP/GLP laboratories are licensed by Heath Canada. Activation
Laboratories is committed to helping its pharmaceutical and biotech clients grow and
flourish.




ANALYTICAL
TECHNIQUES

LC/MS/MS
HPLC
GC/MS
ICP/MS
ICP/OES
INAA

FTIR

TLC

XRD

CE

IC

TOC

DSC
DTA/TGA
NMR "
Wet Chemistry

Conductivity

ICH Stability Studies

Karl Fisher - Coulometric

Laser Particle Size Analysis

Dissoluti
Spectroszghndq/
Polarimetry

Fluorescence Spectroscopy
Friability, Hardness

Viscosity

pH, Melting and Boiling Point
Density/Specific Gravity
Refractive Index

Polarimetry

Optical Microscopy

Scanning Electron Microscopy
(SEM)

Energy Dispersive Spectroscopy
(EDS)
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Overview of Services

o  Method Development and Validation
0 Validation testing according to ICH and other
Regulatory guidelines
o] Chromatographic (LC and GC) and
spectroscopic assays (UV/VIS)
o] Ion Chromatography (IC)

o  Physical Characterization

o] Powder XRD
Laser particle size determination
Thermogravimetric Analysis (TGA)
Differential Scanning Calorimetry (DSC)
FTIR ATR
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o  Compendial and Non-Compendial Testing Services

o Raw material and finished product testing
o] Stability studies
o] Assays and related substances

o  Medical Devices Development and Testing

o] Materials testing - physical & chemical
0 Elemental analysis
o] Trace metal analysis

o  Biotechnology

o] Protein identification, characterization and
quantitation
0 Biomarker discovery and validation

o Quality Assurance and Consulting

o] SOP management
o] ISO 17025 and GMP guidelines
0 Validation protocols and reports

o Plus many more services . . .
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Method Development & Validation

Developing and Validating Methods:
Assay, Impurity and Stability Indicating

Method Validation chemists have years of
experience, specializing in HPLC, LC/MS, GC,
GC/MS, ICP/OES, ICP/MS, IC and many more
techniques.

Method Development Method Validation of Analytical Procedures
o  Assay testing Validation of an analytical procedure is a key part
o  Dissolution testing (according to EP, BP in the analysis of a pharmaceutical product. Four

and USP guidelines) of the most common types of analytical
o  Characterization of impurities (both procedures include: identification tests,
identification and quantitative) quantitative tests for impurities content, limit tests
o  Stability indicating methods for the control of impurities, quantitative tests of
o Microbiological testing the active in drug products. Validation parameters

as set out by the International Conference of
Harmonisation (ICH) are fulfilled.

Physical Characterization Services

Crystallographic and X-ray Diffraction Services

R&D Applications: QC Applications:
o  Crystal structure determination by powder o  Characterization of raw materials and
X-ray diffraction: finished products
o Polymorph screening and R&D/QC o Polymorph identification, stability and
investigations crystallographic analysis
o  Patent investigation and comparison o Amorphous/crystalline content

o  Compendial testing - identification of
pharmaceutically important clays
(Magnesium Aluminum Silicate, Bentonite,
Attapulgite) following USP methods
Scanning Electron Microscopy (SEM)
Energy Dispersive Spectroscopy (EDS)
Thermogravimetric Analysis (TGA)
Differential Scanning Calorimetry (DSC)
Laser particle size determination
Fourier Transform Infrared analysis (FT-
IR) (with ATR as well)
o Spectroscopic determination (UV-VIS,
PDA)
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Compendial & Non-Compendial Testing

Compendial Testing Services

Pharmacopeial monographs such as the US Pharmacopeia-National Formulary (USP/NF), the European
Pharmacopoeia (EP), the Japanese Pharmacopoeia (JP), and the British Pharmacopoeia (BP) provide
standardized methods and specifications for generic pharmaceutical raw material and finish products.
Certificate of analysis (C of A) for raw material and product release are provided.

Applications for Compendial Testing
o  Raw material testing (USP/NF, EP, JP, BP, etc)
ICH Stability Studies and testing (raw material and finished products)
Dissolution studies
Particle Size determination
Microbiological Services
Assay and Stability indicating methods
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Non-Compendial Testing Services

ACTLABS is able to provide testing services to pharmaceutical companies. We can follow your validated
methods (validated according to the ICH guidelines) or validate in-house methods to perform a variety of
tests.

Applications for Non-Compendial Testing
o  Method transfers or verification
o Assay determination
o Impurity identification
o  Stability studies and disintegration studies
o  Plus many more services

Medical Device Development & Testing

We use a variety of international methods for testing including ASTM,

ISO, FDA, USP as well as customer supplied methods. > 71
Services we offer: S | ) J‘
o  Material testing (metals and polymers) N > Egg "\
o  Physical testing (hardness, tensile strength) :r XRF ,H
o Validation studies / o FFIR. O R
o Chemical testing Icp
o Microbiological testing o .-AA
o  Elemental Analysis o INA *h
0 Analysis of liquids and solids O 7(l P/MS L
0 Scanning Electron Microscopy (SEM) ¢ o | ‘Laser Ablatio
o] Energy Dispersive Spectroscopy (EDS) 0 :




Biotechnology

GMP/GLP compliant
FDA Inspected and FDA Registered
Health Canada Licensed

o  Collaborative working model
o  Academic and clinical settings
o Implementation, development and evaluation of new products and technologies

Broad range of sample matrices including: blood, serum, plasma, tissue, body fluids and plant
samples.

Industries Served:

Biomedical (disease diagnostics and therapeutics, drug development)
Medical Devices

Pharmaceutical

Food production (bread, alcohol, yogurt)

Environmental (pesticide, pollution control)

Agricultural (plant disease diagnostics, GMQ’s)
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Biotechnology Applications:

Biomarker (enzyme, protein, peptide)
o  Biomarker screening (ELISA, LC-MS/MS,
Western Blotting, Bio-plex assay system)
o Assay development
o Validation and reporting

Protein
o  Western Blot
o ELISA
o Amino acids analysis
o  Bio-plex assay system

Genomics
o QPCR
Protein array
Bio-plex assay system
Immunological testing of pathogens (E.coli, Salmonella)
Immunochemistry ELISA for food allergens, antibiotics, pesticides, mycotoxins
Detection of GMO'’s
Forensic analysis
Plant disease diagnostic testing
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Biochemistry Services:
o Method development and validation
o  Metal and heavy metal analysis (ICP/OES, ICP/MS, HR-ICP/MS)




Quality Assurance & Consulting

QA Services

o  Development of Quality Management System based on ISO 17025 or cGMP guidelines

Development of Standard Operating Procedures (SOPs)

o  Development/documentation of Quality Programs and Systems to meet your regulatory
requirements

O

o] Change Control System

0 Out of Specification - O0S

0 Deviations (non-conformances)
0 Comprehensive training

o  Development of your Compliance Auditing System
(internal/supplier)
o  Stability Protocols - development, documentation,

reporting

o Method Validation - ICH guidelines
o] Protocol development/execution/documentation
0 Statistical analysis of data and reporting

o Method Verification

o Method Transfer

o  Annual Product Review

Other Services

Actlabs provides independent characterization of
materials and failure analysis. We provide leaching
studies, analysis of metals and polymers for
physical testing and contaminants. Actlabs is ISO
17025 accredited, US-FDA inspected and
registered GMP laboratory providing contract
services to the Pharmaceutical, Biotechnology and
Medical Device industries. Health Canada
licensed.

Metal Polymers

Mechanical Testing

Chemical Analysis

Physical Characterization

Corrosion Evaluation

Unknown and Contaminant Identification
Failure Analysis

Purified water testing according to USP
(e.g., conductivity and TOC)

o  Environmental monitoring -
microbiological testing
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Activation Laboratories Ltd.
1336 & 1348 Sandhill Drive
Ancaster, Ontario
L9G 4V5 CANADA
Tel: 1 (905) 648-9611, x.222
or 1 (888) 228-5227 (ACTLABS)
Fax: 1 (905) 648-9613
E-mail: pharmaceuticals@actlabs.com

Sample Receiving:
1428 Sandhill Drive
Ancaster, Ontario
L9G 4V5 CANADA

www.actlabs.com

‘ L

-

¥
4




