














Our committed technical
staff can provide you
with superior
customer suppornrt
and service throughout
the testing process.



CONTRACT TESTING SERVICES

We know that you need a contract testing partner that you can trust to carry out the
exacting tests that will direct the fate of your product release. The Charles River technical
services laboratory offers comprehensive testing and support services to help improve
the compliance and efficiency of your endotoxin detection program. Contract testing
services are offered for both gel-clot and kinetic methods. Product development tools
such as rapid PTS™ testing and in vitro pyrogen testing (IPT) are also available. For sample
submission forms, please visit www.criver.com. For technical information, please email
us at endo-comments@crl.com.

Methods Development Code
Methods development TS100
Routine Endotoxin Determination Code
Routine endotoxin determination, TS700
non-regulated, any method

pPTS™

Gel-clot

Kinetic chromogenic
Kinetic turbidimetric

Gel-Clot Technique Code
Product validation - 3 lots TS203
Product validation - 1 lot TS201
Product release or stability test* TBETH

*Product validation must be completed prior to finished product release or stability testing.

Kinetic Chromogenic Technique Code
Product validation - 3 lots TS203
Product validation - 1 lot TS201
Product release or stability test* TBETH

*Product validation must be completed prior to finished product release or stability testing.

Kinetic Turbidimetric Technique Code
Product validation - 3 lots TS203
Product validation - 1 lot TS201
Product release or stability test* TBET1

*Product validation must be completed prior to finished product release or stability testing.

PTS™ Technique Code
Product validation - 3 lots TS203
Product validation - 1 lot TS201
Product release or stability test* TBETH1

*Product validation must be completed prior to finished product release or stability testing.







CONTRACT TESTING SERVICES

Stability Testing Code
Stability testing* TBET1

*Product validation must be completed prior to finished product release or stability testing.

Sample Preparation Code

Device extraction preparation or special TS700E
sample preparation such as heat treatment”

tif Charles River prepares the extraction or treats the sample, there is an additional price per sample.

Oven Depyrogenation Validation Code
Oven validation/testing of challenge vials TS203
< 10 vials
> 10 vials

Depyrogenation validation testing of
customer-supplied challenge articles

Depyrogenation validation device contamination TS5100
Additional Services Code
Special COA testing TCOA1
On-site training TS400
On-site seminars TS400
SOP and protocol writing TS800
In Vitro Pyrogen Test Code
Routine pyrogen test by the TS702

in vitro pyrogen test (IPT) method




Qur proficiency testing
program Is offered to assess
analyst performance and
competence
for accurate testing.




LAL PROFICIENCY TEST PROGRAM

Ensuring that your lab analysts are performing LAL Benefits
tests accurately is important in maintaining the integrity * Satisfy accreditation requirements
of your laboratory. With over 15 years of experience * Improve testing
and more than 350 participants across Europe, the * Educate staff
Charles River Proficiency Test Program (PTP) can ¢ Validate methods and procedures
provide you with a confidential quarterly audit of your * Satisfy regulatory bodies
LAL analysts to ensure internal quality assurance, * Monitor analysis
verify method and report validation and identify trends * Demonstrate competence
and possible training needs. * Assess performance
* Compare anonymously with peers
Our program is open to any LAL user wanting to * Identify problems

verify working procedures though an external source.
PTP is confidential and secure.

Procedure

Participating analysts test a blind sample provided by
Charles River. After testing is complete, a web interface,
www.lal-ptp.eu, allows users to submit results directly.
The analysts’ methodology, results and report are
then examined for accuracy in accordance with EP
and USP regulations, and a confidential report is
provided back to the laboratory with detailed results
from the audit.

For information regarding the Proficiency Test
Program or results, please send an email to
endotechnicaleu@eu.crl.com or contact us at

+33(0)474 72 28 53.
Proficiency Testing Program* Code
1 study TPTP
2 studies TPTP
3 studies TPTP
4 studies TPTP
Each additional sample TPTPX
Results not reported by website TPTP-DATA PTP
*Performed in Europe ST ART D ATE S

* Week 3
January 2010

* Week 14
April 2010

* Week 24
June 2010

e Week 43
October 2010
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Qur /n vitro pyrogen test
provides an accurate
alternative to traditional
methods while
also protecting
animal welfare.
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IN VITRO PYROGEN TEST

When an LAL test is not an option for an application, Charles River offers an in vitro pyrogen
assay, the Endosafe®-IPT, as an accurate alternative to the rabbit pyrogen test. The IPT detects
Gram negative and positive bacteria, yeast and parasitic and viral pyrogens. The IPT works
by predicting human response to pyrogens based on the human inflammatory response

and is a good option for the testing of complex biological preparations such as HSA, Factor
VIIl and other plasma-related proteins.

A three-year study by the European Centre for the Validation of Alternative Methods (ECVAM)
has evaluated the IPT as an effective alternative to the rabbit pyrogen test. The limitations
of the rabbit test include species variation, absence of standardized positive test controls
and the fact that rabbits cannot be used to test many drugs such as cytokines, antibiotics,
sedatives/analgesics and radiopharmaceuticals.

Advantages of IPT

* Accurate pyrogen testing in relevant species
(human - human)

 Assay replicates testing in physiological environment

* Broad spectrum of pyrogens detected, not just LPS

* High sensitivity

* Low variability between donors

» Simple incubation steps

« Effective test method that replaces animal testing

* Complex biologics

* Blood products

* Cellular therapies

* Medical devices

* Environmental air pollutants

Endosafe®-IPT* Code

IPT kit IPT100
96-well plate with cover
Secondary antibody
11 mL TMB
3 x 30 mL pyrogen-free saline
Endotoxin control and diluent IPT PRODUCT
Non-endotoxin pyrogen control
100 mL wash buffer concentrate U S ES
11 mL STOP solution

*This product is for research only. e Com plex biOlOgiCS

* Blood products

* Cellular therapies

* Medical devices

e Environmental
air pollutants




The testing and
Mmanufacturing services

Of our

53

PS group help

accelerate your drug
development from
concept to product release.




BIOPHARMACEUTICAL SERVICES

We know that delivering a biologic to the market can
be a challenging and time-sensitive process. Robust
safety data, timely reporting and rigorous attention to
quality are critical factors in the successful development
of a biologic from the preclinical phase to product
release. Charles River Biopharmaceutical Services
(BPS) delivers client-focused solutions to the specific
testing and manufacturing requirements of your biologic.

We are a single, comprehensive source for testing
and clinical-scale manufacturing. Through our global
reach, with facilities located in Malvern, PA (USA);
Edinburgh, UK; Erkath, Germany; and Ballina, Co.
Mayo, Ireland, we provide more flexibility, experience
and expertise in multiple regulatory environments.

Manufactured Products

When compliance to Good Manufacturing Practices
(cGMP) is required during testing of pharmaceutical
products, BPS offers a comprehensive range of tests
for medical devices and medicinal drugs. Our expansive
testing capabilities allow us to design testing packages
to specifically suit your needs.

Services

» Complex biologics

* GMP cell banking

* Cell line characterization
* Process validation

* Assay optimization and validation
* Biosafety testing

* Protein characterization
« Stability testing

¢ Lot release testing

* Viral clearance studies

* Vaccine manufacture

¢ Fill and finish

 Storage

» TSE validation

* Potency assays

Biotechnology

Charles River recognizes the role modern biotechnology
plays in the development of medicines and offers
services to assist with these advances. BPS has
many years of experience working with neurotoxins,
hormones, anti-venoms and vaccines.

Drug Discovery and Development

Data received from the drug discovery process
informs the vital determination of whether drug
development of a certain compound or device
proceeds. Charles River offers an initial evaluation
for client collaboration operating to either GMP

or Good Laboratory Practice (GLP). In addition,
appropriate formulation and dosing regimes are
determined during the drug development process.
At BPS, we offer confirmation studies and product
development, and, through client collaboration,
we develop and validate new assays.

BPS
BENEFITS

* Facilities across
the globe

* Expertise in multiple
regulatory environments

* A single comprehensive
source for testing and
manufacturing

* Decades of experience
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WAKO REAGENTS AND INSTRUMENTATION

Since 1991, Charles River has had a long and productive
relationship with Wako, and we are pleased to offer
you products from its world-renowned product line.
Wako has a long-held reputation for high-quality
products and services, and the Wako Toxinometer®
has set the industry standard for tube readers, offering
both flexibility and reliability. The reagents that Wako
offers are uniquely formulated for accurate detection
of peptidoglycan and beta-glucan, which are important
indicators of product contamination.

Wako Toxinometer®

The Wako Toxinometer® is a versatile tube reader that
is capable of performing kinetic turbidimetric, gel-clot
and kinetic chromogenic assays within one instrument.
The Toxinometer® measures the components of
microbial cell walls for endotoxin, beta-glucan and
peptidoglycan using LAL and silkworm larva plasma
(SLP) reagents.

Wako Toxinometer® Tube Reader and Accessories

The test is performed in reaction tubes that are
exclusive to Wako, providing a foundation for test
reproducibility and accuracy.

SLP Reagent

SLP reagent is derived from silkworm larvae and
can be used to detect peptidoglycan in Gram
positive and Gram negative bacteria, as well as
beta-glucan in fungi and yeasts. The reaction occurs
as peptidoglycan and beta-glucan activate the SLP
reagent to phenoloxidase, producing melanin. The
melanin can then be measured quantitatively with
the Toxinometer® or a microplate reader.

Wako incubating tube reader ET-5000 control module*

control module, adaptor cord, spare fuse, USB cable, CF card 256 MB, touch pen, dust cover, warranty, operation manual

Wako incubating tube reader ET-5000 BL2 analysis-S module?
BL2 analysis module, adaptor cord, spare fuse, USB cable, test tube rack, cover for the wells, dust cover, test tube

for light intensity check, warranty, operation manual

*The control module can connect a maximum of four analysis modules.
TUp to 32 samples can be measured simultaneously on one analysis module.

9102°292°008 | o WOJISALD MMM

Tube Reader Reagents Packaging
SLP-HS single reagent set 20 tests
20 vials x 0.2 mL SLP-HS, lyophilized
20 vials x 1 mL SLP-diluent
1 vial x 0.5 mL standard
SLP reagent set 3mL
1 vial of 3 mL SLP, lyophilized
1 vial of 3 substrate, lyophilized
1 vial x 4 mL diluent
Peptidoglycan, from Micrococcus luteus* 2mL
Curdlan (beta-1,3-glucan) 19,25gor100g
CM-Curdlan 19
Beta-glucan, water-soluble 10 mg
*For SLP reagent set
Tube Reader Sterilized Consumables Packaging
Bioclean-tip Wako-200 (endotoxin-free) 200 uL x 200 pcs

Bioclean-tip Wako-1000 (endotoxin-free)
Bioclean-tip Wako extended (endotoxin-free)
Reaction tubes-S (12 x 75 mm)

Reaction tubes-S with aluminum cap (12 x 75 mm)
Aluminum cap-S

1000 uL x 100 pcs
200 uL x 100 pcs
10 pcs x 10
10 pcsx 8
10 pcs x 10




GENERAL TERMS/CONDITIONS OF SALE FOR LAL, PTS™ AND RELATED PRODUCTS

Any services (except the training and installation referred to in Section B below)
performed by Charles River are subject to the terms and conditions on our website at
http://www.criver.com/termsandconditions.

A. DELIVERY, ACCEPTANCE AND RISK OF LOSS: Charles River agrees to use commercially
reasonable efforts to have the Products available for delivery Carriage and Insurance Paid to
Purchaser at the Facility on or before the day which is ninety (90) days from the day on which
Charles River receives this Agreement signed on behalf of Purchaser. Charles River assumes
no liability, consequential or otherwise, for any delay in or failure to deliver the Products for any
reason. Charles River shall notify Purchaser at least ten (10) days prior to the anticipated date
the Products are ready for shipment. Charles River shall provide the serial number of each
Product before the Delivery Date. Purchaser shall pay Charles River, in addition to the Purchase
price, fees for shipping and insurance of the Products. Such amount shall be due within

thirty (30) days of the Delivery Date. Purchaser shall be deemed to have finally accepted the
Products within two (2) days of the Delivery Date unless Purchaser objects in writing prior to
the expiration of such two (2) day period. Risk of loss or damage to the Products shall transfer
from Charles River to Purchaser once the Products leave Charles River's facility, and thereafter
Purchaser shall not be released from any obligations under this Agreement by reason of

any loss of or damage to the Products. Title to the Products shall transfer to Purchaser once
Charles River has been paid in full.

B. TRAINING AND INSTALLATION: After Purchaser’s acceptance (or deemed acceptance) of the
Products, Charles River shall provide training to technicians at the Facility regarding operation of
the Products at a time reasonably acceptable to Purchaser and Charles River. Purchaser shall
reimburse Charles River for the actual out-of-pocket expenses (travel, hotel and meals) incurred
by such technician in traveling to and from the Facility to provide such services.

C. WARRANTY, DISCLAIMERS AND LIMITATIONS OF LIABILITY: (1) Subject to Sections C(2)
and C(3) below, the Products will perform in design and manufacture and in conformance
with the specifications for a period of one (1) year following the Delivery Date (the “Warranty
Period”) and the Software (as defined below) used in the operation of the Products will function
appropriately within the parameters set forth in the specifications for the Warranty Period. (2)
Purchaser shall notify Charles River promptly of any claims it wishes to make pursuant to the
warranty provisions in this Section C. Charles River's sole responsibility under the warranty will
be, at its option, either to repair or replace any component that proves defective during the
Warranty Period. All defective hardware or parts that are removed and replaced by Charles
River will become Charles River’s property. To the extent practicable, the warranty service

will be performed at the Facility, but may be performed at Charles River's facility if deemed
necessary by Charles River in its sole discretion. For the repair or replacement of Products

or components under warranty, Purchaser will pay the cost of transportation to Charles River
and Charles River will pay the cost of return transportation to Purchaser. (3) The warranty
shall not extend to damage or defects caused by vandalism, shipping, liquid spillage, Acts

of God, acts of war, terrorism or other hostilities, any abuse or improper use of the Products
or the Software by Purchaser or any third party, servicing or modification of Products and/or
Software by persons other than personnel of Charles River or its contractors and/or operation
of the Products and/or software outside the environment and operational parameters specified
for the Products. The warranty does not apply to Products or components from which any
serial numbers or Product registration control numbers have been removed. (4) The express
warranty stated in Section C(1) is in place of all other warranties and conditions, expressed

or implied, with respect to the Products, the Software and the Licensed Patents (as defined
below), including, but not limited to, implied warranties or warranties of merchantability, fitness
for a particular purpose, title and those arising by statute (including latent defect warranties
under any commercial code) or otherwise in law or from a course of dealing or use of trade,
and Charles River makes no warranties whatsoever regarding non-infringement of third party
intellectual property rights. No other warranties apply to the Products. (5) Except as provided
in Section C(7), the maximum liability of Charles River for any cause whatsoever will be limited
to the Purchase Price actually paid to Charles River by Purchaser hereunder. In no event will
Charles River be liable for any damages resulting from loss of data or use, lost profits or any
indirect, incidental, special, consequential or punitive damages. The limitations in this Section
C(5) will apply regardless of the form of action, whether for personal injury or physical property
damage, under statute, in contract (including fundamental breach), tort, or any other form of
action. For the purposes of this Section C(5), “Charles River” includes its directors, officers,
shareholders, subsidiaries and affiliates, employees, agents, subcontractors and suppliers.
(6) Subject to the limitations set forth in Section C(5), Charles River shall indemnify and hold
harmless Purchaser, its parent and subsidiary companies, and its and their respective directors,
employees, subcontractors and suppliers (“Indemnified Persons”) from and against any and
all claims, damages, liabilities, fines and expenses, including, without limitation, court costs
and reasonable attorneys’ fees, directly caused by any willful or reckless act or omission of,
Charles River or its employees, agents or contractors.

D. DEFAULT: Purchaser shall be deemed in default under this Agreement upon the occurrence
of any one of the following: (1) failure of Purchaser to make any payment within five (5) days of
its due date, (2) failure to perform any other obligation under this Agreement within thirty (30)
days after receipt of written notice of such failure; (3) any representation or statement made or
furnished to Charles River by Purchaser in any financial or credit statement or application for
credit made prior to this Agreement, proves to have been false in any material respect when
made or furnished; (4) loss, theft, destruction, seizure, attachment or unauthorized sale or
encumbrance of any of the Products before Charles River has received the Purchase Price

in full; or (5) dissolution, insolvency, appointment of a receiver for, commencement of any
proceeding under any bankruptcy or insolvency laws by or against Purchaser. In the event

of default, Charles River may, at its option and without demand or notice prior to Purchaser,
declare all amounts unpaid under this Agreement immediately due and payable and interest
shall accrue on the outstanding principal and interest balance at a rate of 1.5% per month,
which is 18% percent per annum, or, if lower, the highest interest rate allowed under applicable
law, until paid in full, and Charles River shall be entitled to charge a late fee equal to five
percent (5%) of any delinquent amounts and to recover attorneys fees and any other costs

of collection. If and to the extent applicable Charles River shall have all rights and remedies
afforded a secured party pursuant to the provisions of Article 9 of the Uniform Commercial
Code or comparable commercial code of the jurisdiction where the Facility is located. No
waiver by Charles River, its successors or assigns, of any default including but not limited

to acceptance of late payment after the same is due, shall operate as a waiver of any other
default or of the same default on a future occasion. Charles River’s choice of one remedy
does not preclude its election of other remedies.

E. MODIFICATION, ASSIGNMENT: This Agreement shall not be modified except in writing,
signed by both parties. Purchaser shall not assign, transfer, pledge, hypothecate or otherwise
dispose of this Agreement, or any interest herein, nor shall Purchaser sublet, lend or permit
the Products to be used by anyone other than Purchaser without the prior written consent

of Charles River. Charles River may assign any or all of its rights under this Agreement, and
Purchaser shall not assert against any such assignee any defense, counterclaim or offset
that Purchaser may have against Charles River. Subject to the foregoing, this Agreement shall
inure to the benefit of and is binding upon the heirs, legatees, personal representatives,
successors and assigns of the parties hereto.

F. REGULATIONS: Purchaser covenants that it will comply with all applicable foreign, federal,
state and local laws and regulations with respect to the use and operation of the Products.

G. PURCHASER INDEMNITY. Purchaser agrees that in no event shall Charles River be liable in
any way for Customer’s use of the Products. Purchaser agrees to indemnify, defend and hold
harmless Charles River, its parent and subsidiary and affiliate companies, and its and their
respective directors, employees, subcontractors and suppliers from and against any and all claims,
damages, liabilities, fines and expenses, including, without limitation, court costs and reasonable
attorneys’ fees arising from (i) any claim based on Purchaser’s use of the Products and/or products
or services derived therefrom, or (i) any breach of Purchaser’s obligations hereunder.

H. TAXES AND CUSTOMS: Al existing and future sales, use, revenue, excise, VAT or other
taxes, duties, fees or charges applicable to the sale, ownership, importing, exporting or use
of the Products are the sole responsibility of, and shall be paid by Purchaser. Purchaser shall
satisfy all custom formalities.

|. ENTIRE AGREEMENT: This Agreement supersedes any and all prior, contemporaneous

or subsequent understandings, proposals, writings, oral representations, or other prior
communications between the parties. Purchaser acknowledges that all blanks in this Agreement
were complete prior to signing. The terms and conditions stated herein shall prevail over any
conflict in terms and conditions between any purchase order submitted by Purchaser and the
terms and conditions stated therein.

J. NOTICES: Any notice shall be deemed given under this Agreement upon the date of delivery
or two (2) business days after deposit in the mail, registered or certified, postage prepaid, and
addressed to Charles River (with a copy to Charles River, 251 Ballardvale Street, Wilmington,
MA 01887 Attention: General Counsel) or Purchaser at the address provided in this Agreement.

K. LICENSE; INTERNAL USE RESTRICTION: The software and hardware (collectively
“Software”) of the Products are provided pursuant to a non-exclusive, nontransferable and
non-sublicenseable limited use license permitting use solely by Purchaser. The license shall
terminate automatically if Purchaser, or any successor or permitted assignee of Purchaser, (1)
ceases doing business, (2) changes its business such that the Products are no longer being
utilized in the same manner, or (3) breaches any of the terms of this Agreement. Purchaser
shall not, and shall not permit others to copy, modify, reverse engineer, disassemble or
decompile the Software, or otherwise reduce the Software to human perceivable form or
disclose such software to any third party. Purchaser acknowledges and agrees that Charles
River, and/or its licensees, own all right, title and interest in the Software, including the intellectual
property rights therein. Nothing herein shall transfer or convey to Purchaser or any other
person any right, title or interest in or to any of the intellectual property rights of Charles River
in the Software or the Products. The Products and Software are the proprietary and the intel-
lectual property rights of Charles River and Purchaser may be held legally responsible for any
patent and copyright infringement or other violation of Charles River's rights that is caused or
encouraged by a failure to abide by the terms of this Agreement. The Products may only be
used by the Purchaser for internal use only and may not be resold or transferred to another
party for any reason.

L. WAIVER OF SOVEREIGN IMMUNITY: To the extent applicable, Purchaser waives its sovereign
immunity for the limited purpose of allowing Charles River to enforce its rights under this
Agreement.

M. GOVERNING LAW AND CONVENTION ON CONTRACTS FOR THE INTERNATIONAL
SALE OF GOODS: This Agreement shall be governed by the laws of the Commonwealth

of Massachusetts, USA. The parties specifically exclude the application of the United

Nations Convention on Contracts for the International Sale of Goods and any applicable
conflict of laws rules imposed thereby. The parties agree that any and all disputes arising
under this Agreement shall be heard in the courts of the Commonwealth of Massachusetts,
USA. CHARLES RIVER, CHARLES RIVER LABORATORIES, ENDOSAFE, ENDOSCAN-V,
ENDOCHROME-K, PTS, MCS and Lab of Tomorrow are trademarks or registered trademarks
of Charles River Laboratories, Inc. EPPENDORF* is a registered trademark of Brinkman.
TECAN® is a trademark of Tecan Group AG. EXCEL™ is a trademark of Microsoft Corporation.
SEIKO® is a registered trademark of Seiko Kabushiki Kaisha TA Seiko Corporation. Bio-Tek® is
a registered trademark of Bio-Tek Instruments, Inc. Epson® is a registered trademark of Seiko
Epson Corporation. STAR® and STARIet® are registered trademarks of Hamilton Company.
Toxinometer is a registered trademark of Wako. With regard to the Endosafe®-PTS™ products,
U.S. Design Patent No. D472,324 and other patents pending.

©2009 Charles River Laboratories, Inc. All rights reserved.

NOTICE: If Customer has agreed via a signed agreement with Company to terms and
conditions applicable to this sale of Product and/or Services, then those terms and
conditions (“Specific Terms and Conditions”) shall apply to this sale of Product and/or
Services. In the event of a contradiction, the Specific Terms and Conditions shall prevail. If no
Specific Terms and Conditions exist, then the terms and conditions contained in the Charles
River Sales Catalog currently published on the Charles River website at www.criver.com
(together “Terms and Conditions”) shall apply to all sales of products and services by
Company and shall therefore constitute a sale agreement (“Agreement”) entered into between
Company and Customer, irrespective of whether Customer accepts these Terms and Conditions
by a written acknowledgement, by implication, or by acceptance of Products and/or Services
hereunder. The Terms and Conditions shall form part of any order placed by Customer
(“Order”). Any term or condition on any Order or other document submitted by Customer
shall be of no force or effect whatsoever. In particular, acceptance by Company of an Order
sent by Customer shall not be deemed an acceptance of any conflicting or additional terms
and conditions. Company specifically rejects any different or additional terms and conditions
proposed by Customer, unless those terms and conditions are mutually agreed in writing.
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PRODUCT INDEX

Product Index Page
96-well plates 27
BCA cartridge 15
Biopharmaceutical Services 45
Bio-Tek® microplate reader 33
Borosilicate dilution tubes 25
Contract testing services 37
Control standard endotoxin (CSE) 23
Etox™ software 31
Endochrome-K™ 19
EndoScan-V™ 29
Endotoxin determination test &/
Endotoxin indicators 23
Endotoxin-free test tubes 25
Endotoxin-specific buffer 23
End-point chromogenic LAL 21
Endosafe® pipette tips 27
Eppendorf® pipette tips 27
Epson® printer 9
EW 23
Flint glass tubes 25
Gel-clot LAL 21
Glass pipettes 27
Glucan cartridges 1
Gram ID 13
In vitro pyrogen test (IPT) 43
Incubating microplate reader 33
IPT testing 39
Kinetic chromogenic LAL 19 .
Kinetic software 29 d
Kinetic turbidimetric LAL 17 O r e rI n g
KTA/KTA? 17
LAL buffers 23 - -
: Iinformation
Marking template 33
MCS™ 7
Methods development 37
Microplate stand 33 phone 1.800.762.7016
Microtrend software 29 1.843.402.4900
Mini-pipettor 9
Plate reader 33
Polystyrene plate TCT 27 fax 1.843.766.7576
Positive product controls 23
Product release on sample S7 email endosafecustomerservice@crl.com
Product validation 37
PTS™ ®
PTS™ calibration 5 address 1023 Wappoo Road
PTS™ cartridge 9 Suite 43-B
PTS™ extended warranty 5
é PTS™ inhibition/enhancement cartridge 9 Charleston, SC 29407
= PTIS™IQOQPQ 5 ) ) ) )
= PTS™ sample testing 37 For a list of worldwide locations, or to obtain
= Eg” gCA - 12 product literature or technical documentation,
o ™ Gram .. . .
S QC PAC 2 calibration system 3 please visit our website at www.criver.com.
“ Qualification of reader/software 88
1o Robotic system 35
_8 Seiko® printer 9
o SOP and protocol writing 39
§ Stability testing on sample 39
o Tecan® microplate reader 33
o Tris buffer 23
Wako Toxinometer® 46
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NOTES

helpful
calculations

drugs: devices:

EL = KM EL = Kx N (for extract, not device)

K = 5 EU/kg v

K = 0.2 EU/kg for intrathecal K = Endotoxin limit EU/device

M = Max dose/kg/hour N = Number of devices pooled

MVD = EL/A V = Total volume used in extraction
of pooled devices

MVC = MEL

= = [Srcleerdn L Endotoxin Limit = 20 EU/device

MVC = Minimum Valid Concentration or

MVD = Maximum Valid Dilution Intrathecal = 2.15 EU/mL

This catalog was printed on paper that is 55% recycled content and 30% post-consumer waste.
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