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Pyrotell°-T
Turbidimetric Formulation

General Product Description

Pyrotell®-T lysate is used to quantify endotoxin in kinetic
turbidimetric tests. Pyrotell-T lysate can be used with the Pyros
Kinetix® tube reader and also incubating microplate readers. When
used with the Pyros Kinetix tube reader, Pyrotell-T gives a highly
economic, flexible and sensitive LAL assay.

It can be used for a wide variety of endotoxin tests, ranging from
standard water testing to samples requiring high sensitivity, such
as intrathecal products and those requiring high dilutions to
overcome interference.

Sensitivity

Pyrotell-T lysate is the most sensitive LAL test available,
which is 5 times more sensitive than any other LAL assay.
When used in a Pyros Kinetix® tube reader the maximum
sensitivity is 0.001 EU/mL. The unique formulation of Pyrotell-T
lysate allows a wide range of standard curves to be used, giving
the user flexibility, speed, and ease in performing assays. When
used in a microplate reader, the maximum sensitivity is 0.005 EU/mL.

Sample to Lysate Ratio

The ratio of sample to LAL is determined by personal preference
and sample chemistry (interference patterns). A sample to LAL
ratio for Pyrotell-T of 1:1 or 4:1 can be used according to user
choice (and validation requirements).

Performing the Test

The sample and lysate are added to test tubes or a microplate and
incubated in an optical reader at 37°C. The time of incubation is
dependent on the lowest standard concentration in the standard
curve. Software is used to construct the standard curve and
calculate the endotoxin concentrations.

Reconstitution

Pyrotell-T lysate may be reconstituted with 5mL of LAL Reagent
Water (LRW) (or equivalent), Pyrosol® buffer, or Glucashield®
buffer, depending on the demands of the sample being tested.
Pyrosol buffer provides extra pH buffering capacity. Glucashield
buffer, a beta glucan inhibiting buffer is used to render the assay
endotoxin specific.

Stability

Once reconstituted, Pyrotell-T lysate is stable for 24 hours, if
stored at 2-8°C. Pyrotell-T lysate may be frozen once and will
retain activity for as long as 3 months if stored at or below -20°C.
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Packaging

Pyrotell-T lysate is available in individual multi-test vials. Each vial
contains reagent for approximately 96 tests (when used with the
Pyros Kinetix tube reader and 4:1 ratio only) or 48 tests (when
used in a microplate reader).

Accessory Products
1. LAL Reagent Water, available in multiple package sizes,
see page 4.2

2. Control Standard Endotoxin, E. coli 0113:H10,
0.5 pg per vial (E0005)

Glucashield® Buffer (GB051), (1-3)-B-D-Glucan Inhibiting Buffer
Pyrosol® LAL Reconstitution Buffer (BCO51)

Pyrotubes® (TK100), 8 x 75 mm borosilicate glass test tubes
Pyrotubes® (TB013), 13 x 100 mm borosilicate dilution tubes
Pyroplate® (CA961), 96-well microplate

250 L Pipette tips (PPT25), endotoxin and glucan-free

1000 pL Pipette tips (PPT10), endotoxin and glucan-free

10. Pyros Kinetix® incubating kinetic tube reader (PKX02)

11. Incubating microplate reader, see pages 5.4 and 5.6
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For more information please visit our website at www.acciusa.com or
contact Technical Services at (800) 848-3248.

Multi-Test
#T0051 - - --------- - oo - 5 mWvial
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Chromo-LAL
Kinetic Chromogenic Formulation

General Product Description

Chromo-LAL lysate is lyophilized with substrate reagent and
buffers. It is optimized for the kinetic chromogenic LAL test
method in microplate readers. Chromo-LAL is a buffered, stable
and robust lysate, suitable for quantitative testing of a wide range
of samples.

Sensitivity

The sensitivity for chromogenic assays is determined by the lowest
standard concentration on the standard curve used for the assay.
The maximum sensitivity of Chromo-LAL is 0.005 EU/mL.

Sample to Lysate Ratio
In the Chromo-LAL test, reconstituted Chromo-LAL reagent is used
at a ratio of 1:1 and a volume of 100 pL.

Performing the Test

The Chromo-LAL/sample mixture is incubated at 37 + 1°Cin a
microplate reader equipped with a 405 nm filter. Software is used
to construct the standard curve and calculate the endotoxin
concentrations.

Reconstitution

Chromo-LAL lysate is reconstituted with LAL Reagent Water (LRW). It
can also be reconstituted with Glucashield® buffer, a beta glucan
inhibiting buffer, to render the assay endotoxin specific.

Stability
The reconstituted lysate is stable for 24 hours at 2-8°C or for two

weeks at -20°C or colder if frozen immediately after reconstitution.
Reconstituted Chromo-LAL lysate may be frozen and thawed once.

Packaging

Chromo-LAL lysate is sold by the vial for greater ordering and
testing flexibility. This allows you to order the amount of lysate
that is right for you.

Corporate Headquarters UK Office

JSY CAPE COD

Specialists in Endotoxin and Glucan Detection

Accessory Products
1. LAL Reagent Water, available in multiple package sizes,
see page 4.2

2. Control Standard Endotoxin, E. coli 0113:H10,
0.5 pg per vial (E0005)

3. Glucashield® Buffer (GB051), (1->3)-p-D-Glucan Inhibiting Buffer

4. Pyrotubes® (TB013), 13 x 100 mm borosilicate
glass dilution tubes

Pyroplate® (CA961), 96-well microplate
250 pL Pipette tips (PPT25), endotoxin and glucan-free
1000 pL Pipette tips (PPT10), endotoxin and glucan-free

N o wun

Incubating microplate reader

For more information please visit our website at www.acciusa.com or
contact Technical Services at (800) 848-3248.

Chromo-LAL

HCO003T - ----- - s mm e e 3.2 mlvial
30 tests
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Pyrochrome®
Chromogenic Endotoxin Testing

General Product Description
Pyrochrome is a versatile quantitative chromogenic reagent that
may be used to perform either kinetic or endpoint assays in

microplate readers. The standard Pyrochrome test is read at 405 nm.

Pyrochrome is also offered in a diazo kit for end-point tests. The
diazo reagents shift the optical absorbance wavelength making it
especially useful for testing samples with color interference. The
test is read at 540-550 nm.

Sensitivity

The sensitivity for chromogenic assays is determined by the lowest
standard concentration on the standard curve used for the assay.
The maximum sensitivity of Pyrochrome is 0.005 EU/mL.

Sample to Lysate Ratio
In the Pyrochrome test, reconstituted Pyrochrome LAL reagent is
used at a ratio of 1:1 and a volume of 50 pL or 100 pL.

Performing the Test

The Pyrochrome/sample mixture is incubated at 37+ 1°C and read
in a microplate reader equipped with a 405 nm filter or 540-550
nm filter for diazo method. Software is used to construct the
standard curve and calculate the endotoxin concentrations.

Stability

Pyrochrome must be used within 8 hours of reconstitution. Vials
may be stored at 2-8°C (or on ice). Reconstituted Pyrochrome can
not be frozen.

Reconstitution
Pyrochrome lysate is reconstituted with an optimized reaction
buffer.

Pyrochrome can also be reconstituted with Glucashield® buffer,
a beta glucan inhibiting buffer, to render the assay endotoxin
specific.

Packaging

Pyrochrome® product line is offered with a matched buffer and
is recommended for use with the 10 ng/vial Control Standard
Endotoxin (EC010).

Pyrochrome® is also offered in a diazo kit for end-point tests. The
diazo reagents change the absorption maximum from 405 nm to
540—550 nm making it especially useful for testing samples with
color interference.
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Accessory Products
1. LAL Reagent Water, available in multiple package sizes,
see page 4.2

2. Control Standard Endotoxin 10 ng/vial (EC010),
E. coli O113:H10

3. Glucashield® Buffer (GB051), (1->3)-p-D-Glucan Inhibiting Buffer

4. Pyrotubes® (TB013), 13 x 100 mm borosilicate glass
dilution tubes

Pyroplate® (CA961), 96-well microplate
250 pL Pipette tips (PPT25), endotoxin and glucan-free
1000 pL Pipette tips (PPT10), endotoxin and glucan-free

N o wun

Incubating microplate reader

For more information please visit our website at www.acciusa.com or
contact Technical Services at (800) 848-3248.

Pyrochrome®
HC1500 - - - - - - - - o m e 60 Test
H#CDO60 - - - - - === - - s 60 Test

(with Diazo-reagents)
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Pyrotell®
Gel-clot Formulation

General Product Description

Pyrotell® lysate was the first LAL reagent licensed by the US FDA.
It is easy to use and is available in both economical multi-test
vials and convenient Single Test Vials (STV's). Pyrotell lysate is a
robust reagent, producing firm, easily read clots and is resistant
to interfering substances. The gel-clot test does not require
sophisticated capital equipment and software and is the simplest
LAL test to implement.

Sensitivity

Pyrotell lysate is available in a variety of sensitivities: 0.03 EU/mL;
0.06 EU/mL; 0.125 EU/mL; 0.25 EU/mL. 0.5 EU/mL available in
Single Test Vials only.

Sample to Lysate Ratio
For standard use, a 1:1 mixture of Pyrotell lysate to sample is used.

Performing the Test

For 2 mLand 5 mL multi-test vials, 100 pL of lysate is mixed with 100
uL of sample in a reaction tube. For single test vials 200 pL of sample
is added to the vial, which serves as a reaction tube. Test tubes are
incubated at 37°C for 60 minutes + 2 minutes. A positive test is
indicated if the clot remains solid after the inversion of the test tube.

Reconstitution

Pyrotell multi-test vials may be reconstituted with LAL Reagent
Water (LRW), Pyrosol® buffer or Glucashield® buffer. Glucashield
buffer, a beta glucan inhibiting buffer is used to render the assay
endotoxin specific.

Stability

The reconstituted lysate is stable for 24 hours at 2-8°C or for up
to 3 months at or below -20°C. May be frozen once and will retain
activity for as long as 3 months if stored at or below -20°C.
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Packaging

Pyrotell lysate is available in single test vial (STV), 2 mL, or 5 mL fill
sizes. The 2 mL and 5 mL vials are sold individually. STV's are sold
in packs of ten vials. Control Standard Endotoxin (CSE) is provided
separately with a Certificate of Analysis, specific to the Pyrotell
lysate lot with which it will be used.

Accessory Products
1. LAL Reagent Water, available in multiple package sizes,
see page 4.2

2. Control Standard Endotoxin, E. coli 0113:H10,
0.5 pg per vial (E0005)

Glucashield® Buffer (GB051), (1->3)-B-D-Glucan Inhibiting Buffer
Pyrosol® Buffer with pH indicator (BR051)

Pyrosol LAL Reconstitution Buffer (BC051)

Pyrotubes® (TS050), 10 x 75 mm soda lime glass test tubes
Pyrotubes® (TB240), 12 x 75 mm borosilicate dilution tubes
Pyrotubes® (TB013), 13 x 100 mm borosilicate dilution tubes

O o N o v~ W

250 L Pipette tips (PPT25), endotoxin and glucan-free
10. 1000 pL Pipette tips (PPT10), endotoxin and glucan-free

For more information please visit our website at www.acciusa.com or
contact Technical Services at (800) 848-3248.

Multi-Test, 5 mL/vial

E7c]:11)1): R 0.03 EU/mL
T7c]:11)1]J A 0.06 EU/mL
#G5125 - - - <= 0.125 EU/mL
Tcl:..{1 R 0.25 EU/mL
#GP5003 - - - - <= <<= o coxaooooa- 0.03 EU/mL

(sold with Pyrosol)
Multi-Test, 2 mL/vial

#G2003 - -~ << << 0.03 EU/mL
#G2006 - - - - - << <<= - -c e aooaoa- 0.06 EU/mL
#G2125 - - =< - < s me e 0.125 EU/mL
#G2250 - - - - - - eee oo 0.25 EU/mL

Single Test Vial (STV) 0.2 mL/vial, 10 vialsipack

$GS003 - - - = <<= e e e mamaoas 0.03 EU/mL
#GS006 - - - < - === <=z e-aoaoa- 0.06 EU/mL
TCT) - 0.125 EU/mL
$GS250 - - << << m e e e memanaoas 0.25 EU/mL
HGS500 - < -« - = <= x e e eeao 0.5 EU/mL
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Control Standard
Endotoxin (CSE)

General Product Description

Control Standard Endotoxin (CSE) is a widely used standard for
endotoxin testing. It is a purified extract from E. coli 0113:H10,
the same strain used for the United States Pharmacopeia and
the European Pharmacopeia reference standard endotoxin (RSE).

CSE is used as an economic alternative to the RSE. CSEs are
standardized against the RSE as indicated on the Certificate of
Analysis, so that results can be reported in Endotoxin Units (EU)
and International Units (IU). CSE can be used for all LAL testing.
A 10 pg/vial CSE is made specifically for use with our Pyrochrome
chromogenic reagent.

Depyrogenation Controls

In addition to their use as standards for controlling LAL tests,
the 0.5 pg and 125 pg CSEs can be used for validation of
depyrogenation processes. They may be used directly, without
reconstitution, as depyrogenation indicators (recommended for
0.5 pg) or can be reconstituted and endotoxin added to challenge
articles (recommended for 125 pg).

Performing the Test

CSE is used to make standard curves and controls when
performing the LAL assay. The concentrations used are dependent
on the type of assay (e.g., chromogenic, gel-clot, or turbidimetric)
and for photometric methods, the detection range required.

Reconstitution

CSE is reconstituted with LAL Reagent Water (LRW) (or equivalent).
Please refer to the Certificate of Analysis when using CSE. A
Certificate of Analysis exists for each CSE-lysate lot combination.

Stability

CSE is reconstituted with LRW or equivalent, and is stored at
2-8°C before and after reconstitution. Once reconstituted, the
maximum storage time for the different CSE preparations is listed
below.

10 NgVial= == == - oo 7 days
05 pghvial == === 4 weeks
125 yghvial - = === === s 3 months
CSE should not be frozen.

UK Office
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Packaging

The most commonly used size is 0.5 pg/vial. The 0.5 ug/vial is also
used for testing depyrogenation ovens. The 125 ug/vial is typically
used for special purposes, e.g., making endotoxin-challenge articles
for validation of depyrogenation processes. The 10 ng/vial CSE is
available in packs of five vials.

Product Benefits
e CSE is a premium, stable, preparation of endotoxin that can be
used in all LAL testing

e CSE is especially useful for depyrogenation studies

¢ Certificates of Analysis for each CSE-lysate lot pairing gives
a potency that is specific to the unique lot combination

e CSE can be reconstituted to achieve specific endotoxin

concentrations

For more information please visit our website at www.acciusa.com or
contact Technical Services at (800) 848-3248.

#E0005- - - ------- Escherichia coli 0113:H10, 0.5 pg/vial
#E0125--------- Escherichia coli 0113:H10, 125 pg/vial
#ECO10---------- Escherichia coli 0113:H10, 10 ng/vial,

5 vials per pack, for use with Pyrochrome®

#PC010----------- Positive Control for Single Test Vial,
0.2 mL LAL and CSE, 10 vials per pack,

CSE concentration is 0.1 ng/mL,

(for research use only)

Knowsley, Liverpool L33 7RX, United Kingdom
T (44) 151-547-7444 o F (44) 151-547-7400

European Office

PYROQUANT DIAGNOSTIK GmbH
Opelstrasse 14

D-64546 Morfelden-Walldorf, Germany

T(49) 61 05-96 100 * F(49)61 05-96 10 15
Online: www.pyroquant.de

PN001443-2.12 Rev003



IS cAPE coD

U@ INCORPORATED

Corporate Headquarters United Kingdom Germany
124 Bernard E. Saint Jean Drive Associates of Cape Cod Int'l., Inc. PYROQUANT DIAGNOSTIK GmbH
East Falmouth, MA 02536-4445 Deacon Park, Moorgate Road Opelstrasse 14
Tel: (888) 395-ACC1(2221) or Knowsley, Liverpool L33 7RX D-64546 Morfelden-Walldorf
(508) 540-3444 United Kingdom Germany

Fax: (508) 540-8680 Tel: (44) 151-547-7444 Tel: (49) 61 05-96 100
WWWw.acciusa.com Fax: (44) 151-547-7400 Fax: (49) 61 05-96 10 15

E-mail: info@acciuk.co.uk E-mail: service@pyroquant.de
Customer Service: www.acciuk.co.uk www.pyroquant.de

Custservice@acciusa.com Company Registration Number: BR002906

Technical Service:
techservice@acciusa.com

Contract Test Service:
testservice@acciusa.com

PN001443 Rev003






