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Gibraltar Background

Ya This 39+ year old company has an international
reputation for customer service, quality research,
quality control and testing in bacteriology,
mycology, virology, chemistry and in vitro
toxicology. Gibraltar Laboratories Inc. serves the
pharmaceutical, medical device, orthopedic, tissue
bank, biopharmaceutical, chemical, and cosmetic
industries. The company, headed by Daniel L.
Prince, Ph.D., operates approximately 20,000
square foot laboratories in Fairfield, NJ. The
company is extraordinary in that (a) all departments
are headed by Ph.D. or
with prior experience in industry or academia, and
(b) it has a research policy that has resulted in over
60 papers or publications in the archive or trade
literature (c) it maintains committee assignments or
contacts with regulatory personnel in FDA, EPA,
USP and (d) is involved with trade organizations
such as ASTM, A2LA, AATB, ASM, ACIL, PDA,
AAMI, NJPQCA and CSPA. Gibraltar is FDA
registered, ISO 17025 certified and is accredited by
the American Association of Laboratory
Accreditation. Gibraltar is proud that it has been a
member of the New Jersey Branch of the SIM since
1975 and has actively supported the purposes of
SIM since that time.

Y For more information please visit our website,
www.gibraltarlabsinc.com
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Chemical CGMP & GLP Testing

CHEMISTRY ROUTINE

General
Raw Material Monograph testing USP/EP/ JP
Contract Research for Product Development

HPLC (Assay, Related Substances, Purity), (UV, PDA,
RI)

FTIR (Identification)

GC (Assay, Residual Solvents, Organic Volatile
Impurities USP <467>). ETO and Ethylene
Chlorohydrin Residual Testing

(TCD, FID, Headspace)
1, 4 Dioxane
Menthol, Alcohol

Testing of Purified water for TOC, Conductivity,
Particulates

Other instrumentation

UV visible, Dissolution apparatus, AA, Polarimeter,
Karl Fischer, lon Chromatography, Titrations,

Validations: Cleaning, Process Method & Method
Transfer (USP <1225>, BP, EP, JP)

Vendor Qualification: Full Monograph Testing of API
and Raw Materials

Pesticides: EPA OPPTS 830 Series for End Products
Containers: USP <661> and <671>

Stability: Acceleration as Per ICH Monthly and Yearly
Storage

Utilities: Nitrogen, Argon, Compressed Air, Water,
Steam

Minimum Fill USP <755>

DEVELOPMENT AND MANUFACTURING PROGRAMS

Appearance, ldentification, Purity, Content Uniformity,
Hardness and Friability, Assay, Dissolution, Short
term stability, Related Compounds, Water content by
Karl Fischer

Assay Method Validation for Drug Product release
(system precision, linearity, method precision,
accuracy, ruggedness, robustness, LOD/LOQ,
Specificity, Forced Degradation and Stability of
Solutions).

Related Substances Method Validation, Dissolution
Method Validation, Long Term Stability, Method
Transfer for Potency, Dissolution and Moisture
Content, Bulk Stability, APl Release and Stability,
Residual Solvent Method Validation
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Microbiological CGMP & GLP
Testing

MICROBIOLOGY MICROBIOLOGY (continued)
USP <51, 61,62, 71, 85, 87, 1116, 1227> AAMI TIR12: - Designing, testing and labeling
Sterilization Validation Protocols: Irradiation, ETO, reusable medical devices for reprocessing in health
Plasma, Dry Heat, Filtration, Steam care facilities: A guide for device manufacturers
ANSI/AAMI/ISO 11737-1: - Sterilization of medical Compendial and Research: Microbiological Method
devices - Validation USP, EP, JP, ASTM, AOAC, BAM, AAMI,
Microbiological methods - Part 1: Estimation of the o LAl [ eitiel Sholsion, BHEL, Cisehn

; ; ; Validation. Bio Terrorism Readiness, Sterility
population of microorganisms on product Validation 1SO 11735 (AAMI)

ANSI/AAMI/ISO 11737-2: - Sterilization of medical I _ . o
- i . > € . Method for Dilution Antimicrobial Susceptibility Tests
devices -Microbiological methods - Part 2: Tests of for bacteria that grow aerobically Document M7-A2

sterility performed in the validation of a sterilization

ey RN —

ANSI/AAMI/ISO 11737-3: - Sterilization of medical SIELS) Gtz Geilslss

devices - Microbiological methods - Part 3; Guidance Speciation of Isolates i Aerobes, Anaerobes, Spores,
on evaluation and interpretation of bioburden data Fungi

AAMI/ANSI/ISO 11137-1: Sterilization of Health care

Products- Radiation-Part 1-Requirements for ENVIRONMENTAL MONITORING

Development, Validation and Routine Control of a

Sterilization Process for Medical Devices Clean Room monitoring validation, 1SO 14644-1,

AAMI/ANSI/ISO 11137-2: Sterilization of Health care 14644-2, 14644-3, 13485 and USP <1116>.
g{gﬁﬁgﬁbﬁ%ﬁiﬂompaﬂ 2 Establishing the Trend Analysis, Action and Alert Level, Oni Site
— testing, Disinfectant Validation USP <1072>,
AAMI/ANSI/ISO 11137-3: Sterilization of Health care Incubation and enumeration of a variety of
Products- Radiation-Part 3 Guidance on Dosimetric environmental media (Separate count for bacteria’
Aspects _ - _ mold and yeast).
D Values, Enumeration of Biological Indicators Professional identification methods using Vitek and
AAMI/ANSI/ISO TIR30: A compendium of materials, Biolog System, Swab Testing i THPC, USP
processes and test methods and acceptance criteria Pathogens, compressed gas systems, Disinfectant
for cleaning reusable medical devices validation by wusing organisms recovVv

control environment.

Consultation in mapping sampling locations in your
facility. Gowning Qualification
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Microbiological CGMP & GLP

Testing

IN VIVO MICROBIOLOGICAL
EFFICACY

In cooperation with local partner
clinical laboratory

ASTM E1174 Standard Method for the
evaluation of Health Care hand wash
formulations

ASTM E1115 Standard Method for the
evaluation of surgical hand scrub
formulations

IN VITRO TOXICOLOGY &
ANTIMICROBIAL

Mutagens, Hemolysis, Complement
Activation, Cytotoxicity, Thrombo-
resistance, Virology, MIC/MBC, Chick
embryo Keratinocyte Agarose
Overlay, Bacterial Endotoxin [LAL],
Inclusion Bodies

PACKAGING

AAMI 11607-1 Part 1: Packaging for
terminally sterilized medical devices,
requirements for materials, sterile
barrier systems and packaging
systems

Microbial Aerosol Challenge Method
(1ISO 11607:2003(E) and ASTM
F1608)

Burst Testing using ASTM F1140-00

and | SO 11607 AStandard T
Methods for Internal Pressurization

Failure Resistance of Unrestrained

Packages for Medical Appl

Leakage Testing using ASTM D4991-

94 (reapproved 1999) nSt a
Method for Leakage Testing of Empty

Rigid Containers by Vacuu
Dye Penetration (ISO 11607:2003(E)

and ASTM F1929-98)

Microbial Ingress 1 Liquid and Talc
Bubble Emission ASTM E515-95
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virological Testing Synopsis

Detection of many human and animal viruses is accomplished primarily through
cultivation in cell culture and chick embryo. Detection is by CPE whenever possible
as well as by other supplemental techniques such as plaque assay,
iImmunofluorescence, hemagglutination

The efficacy of new antiviral products such as Topicals, Antiseptics and
disinfectants as per Federal Register volume 59, no. 116, June 17, 1994 and EPA
OPPTS

SPECIALTY CHEMICAL

Y Herpes virus, Norwalk (Feline Calici virus, Influenza,
Poliovirus, Adeno virus, HIV-1, Others By Request

BARRIER TESTING

Y Fabrics are evaluated for protection against
penetration of bacteriophage as a surrogate to HIV-1
or HBV

VIRAL CONTENT

Y Pharmaceuticals, Cosmetics, Biologicals, Raw
Materials and Environmental Samples are tested for
the presence of specified viruses

BIOPHARMCEUTICALS (Adventitious Agents)

Y 9 CFR 113.26,27,47,53
Bovine Diarrhea Virus, Bluetongue Virus-10, Bovine
Adenovirus-1, Bovine Adenovirus, Bovine Parvovirus,
Bovine Respiratory Syncytial Virus, Equine
Herpesvirus-1, Equine Viral Arteritis Virus, Porcine
Adenovirus, Porcine Parvovirus, Transmissible
Gastroenteritis Virus, Porcine Hemagglutinating
Encephalitis Virus
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Product Development and Qualification
Influenza Example

Service Scope

Auntiviral Drugs
Misinfectant-Sanitizers
MBarrier Properties-Masks

A Variety of Influenza Virus Strains Available
Swine Flu HIN1 Avian Flu H5N2

P Sw,

Pandemic threat

Killing time-D value
Auantal/Quantitative
ASuspension/Monolayer

nnnnn

Easily spread

Past Pandemic Human Flu

Adongkong 1968 H3N2
A1305 1957 H2N?2
FR8 1934 HIN1
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