Quality you can trust!

BRAND

BLAUBRAND®

USP Volumetric Instruments

Accurate measurement in-
struments for precision an-
alyses for companies audit-
ed by US authorities (such
as the FDA). BLAUBRAND®
USP  volumetric instruments
comply with the Class A error
limits required by United States
Pharmacopeia.

B USP batch certificate supplied,
and USP individual certificate
or DAKKS calibration certificate
available upon request.

W Individually adjusted volumetric
instruments; highest precision
even for partial volumes.

B Adjustments carried out using
computer-controlled production
facilities.

B AQL < 0.4, i.e.; the error limits
are met with a reliability of at
least 99.6 %.

H Long service life through the
use of high quality blanks and
printing colors.

B No permanent volume changes
after heating, up to 250 °C.
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BLAUBRAND® USP volumetric instruments

Reliability for your analyses

Companies that manufacture pharmaceutical products for the American market and are therefore
audited by US agencies such as the FDA (Food and Drug Administration) are obligated to meet the
requirements of USP (United States Pharmacopeia).

The current USP describes in Chapter 31 that the Class A error limits specified in the ASTM stan-
dards are required for glass volumetric instruments. These error limits are listed in tables for volumet-
ric flasks, bulb pipettes, and burettes. For graduated pipettes up to and including the 10 ml size, the

error limits are listed in the text.

Error limits

BRAND glass volumetric in-
struments are manufactured
according to current DIN EN
ISO standards. Since the con-
struction requirements defined
in the DIN EN ISO standards
differ from those in the ASTM
standards, different error limits
result for the individual measur-
ing instruments.

BRAND confirms with the en-
closed USP certificates for all
USP  measuring. instruments
delivered that the Class A er-
ror limits corresponding to the

ASTM7n'd‘érds are observed.
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Quality management for
BLAUBRAND® USP volumet-
ric instruments

The quality management system
applied at BRAND and certified
to DIN EN ISO 9001 is a com-
bination of process monitoring
and random checks. The ac-
cepted quality level (AQL) is less
than or equal to 0.4.

Adjustment and marking

Every glass volumetric instru-
ment is individually calibrated.
For measuring instruments with
scales, such as graduated pi-
pettes, burettes and graduated
cylinders, flexible screen sten-
cils are used. These stencils
can be stretched to match the
calibration marks accurately, so
that the measuring precision is
maintained for all intermediate
volumes.

Computer-controlled  systems
ensure maximum precision in a
fully automated production line.

Reference temperature

The reference temperature of
20 °C applies to our volumet-
ric instruments, which are pro-
duced according to DIN EN ISO
standards. If a volumetric instru-
ment calibrated at 20 °Cis used
at 27 °C, the volumetric expan-
sion of the instrument results in
an additional measurement vari-
ation that, at 0.007% (borosili-
cate glass 3.3) or 0.02% (soda
lime glass) is significantly small-
er than the error limits for the
volumetric instrument. As a re-
sult, the reference tempera-
ture is of little importance for
practical applications. Howev-
er, if an adjustment or calibra-
tion is carried out at a differ-
ent temperature, the measured
values must be corrected ac-
cordingly (see DIN EN [SO
4787).

Long service life

Thermal stress in the glass
blanks are eliminated prior to
adjustment.

Therefore, BLAUBRAND® volu-
metric instruments can be heated
up to 250 °C in a drying cabinet
or sterilizer without any perma-
nent volume changes.

Specially  developed  quality
printing inks burned in at about
500 °C also ensure a long ser-
vice life for BLAUBRAND® USP
volumetric instruments.

Test equipment monitoring

The testing of volumetric instru-
ments is done gravimetrically
according to DIN EN ISO 4787.
So that calibration can be done
rapidly and easily, while mini-
mizing sources of error, BRAND
provides detailed testing in-
structions (SOP) for every type
of volumetric instrument, free of
charge.



BLAUBRAND®

Appareils da volumEtres - Materisl solumatrnios

Class A/AS volumetric instruments
with USP certificate BLAUBRAND®

Vollpipette, Vel Pigattes, Pipeties Jaugees,
Pipetis Atoradas
BLALMAAND, USSP AS Dal EN 150848
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All BLAUBRAND® volumetric instruments
kept and used for measurements in legally
regulated applications are marked DE-M.
The manufacturer BRAND uses this mark
to certify the conformity of the instruments
with the German Measurement and Cali-
bration Regulation (replaces the previous
Calibration Regulation)”.

BRAND lists all the test equipment used in
each lot and individual certificate.

*as of January 1, 2015
BRAND will change the mark on volumetric

instruments to "DE-M" starting January 1, 2015.

One batch certificate per packing unit! USP batch certificate

All reusable BLAUBRAND® volumetric instruments are supplied
with one batch certificate per packing unit of the manufacturer. On
request, they are also available with an individual certificate, USP
individual certificate or DAKkS calibration certificate.

BLAUBRAND® ETERNA volumetric instruments can be provided

with USP individual certificates. Additional sizes or variants avail-
able upon request.

The mean value plus standard deviation for
the batch, along with the date of issue are
documented on the certificate (batch num-
ber: year of manufacture/batch).

USP individual certificate

The measured volume, measurement un-
certainty, and the date of issue are docu-
mented on the certificate (individual serial
number: year of manufacture/batch/con-
secutive instrument number).

All individual and batch certificates are archived for at least
7 years, and are available for download at www.brand.de.

Identification of BLAUBRAND® USP volumetric instruments

Example: BLAUBRAND® volumetric flask, USP, class A

Glass type

Ground joint size Designation of the

standard
BRAND trademark
for volumetric instruments
class A and AS

Class 'A'

Calibration (In)

Reference temperature
(20 °C)

Manufacturer

Batch number

Error limit

Error limit according to USP

specifications Country of origin

Nominal volume

Volume unit




9945 46 - Printed in Germany - VO715

Ordering Data- BLAUBRAND® USP volumetric instruments

@ Bulb pipettes, 1 mark, class AS, USP batch certificate @ Volumetric flasks, class A, USP batch certificate

Capacity Error limit Cat. No. Capacity Error limit with PP stopper with glass stopper
ml + ml mi + ml Cat. No. Cat. No.
0.5 0.005 USP 306 01 5 0.02 USP 369 38 369 68
1 0.006 USP 306 02 10 0.02 USP 369 43 369 73
2 0.006 USP 306 03 20 0.02 USP 369 45 369 75
3 0.01 USP 306 05 25 0.03 USP 369 47 369 77
4 0.01 USP 306 06 50 0.05 USP 369 48 369 78
5 0.01 USP 306 07 100 0.08 USP 369 49 369 79
6 0.01 USP 306 08 200 0.10 USP 369 50 369 80
7 0.01 USP 306 09 250 0.12 USP 369 51 369 81
8 0.02 USP 306 10 500 0.20 USP 369 52 369 82
9 0.02 USP 306 11 1000 0.30 USP 369 53 369 83
10 0.02 USP 306 12 2000 0.50 USP 369 54 369 84
15 0.03 USP 306 13
20 0.03 USP 306 14 @ Volumetric flasks, amber glass, class A,
o5 0.03 USP 306 15 USP batch certificate
80 003 USP 306 16 Capacity Error limit with PP stopper with glass stopper
40 0.05 USP 306 17 ml + ml Cat. No. Cat. No.
50 0.05 USP 306 18
100 0.08 USP 306 19 5 0.02 USP 374 81 374 61
10 0.02 USP 374 82 374 62
20 0.02 USP 374 83 374 63
@ Graduated cylinders, class A, USP batch certificate 25 0.03 USP 374 84 374 64
. — . 50 0.05 USP 374 85 374 65
g‘elapamty il.llbdlwswn Er::lr limit Cat. No. 100 0.08 USP 374 87 374 67
200 0.10 USP 374 88 374 68
5 0.1 0.05 USP 328 05 250 0.12 USP 374 89 374 69
10 0.2 0.10 USP 328 08 500 0.20 USP 374 90 37470
25 0.5 0.17 USP 328 20 1000 0.30 USP 374 91 374 71
50 1 0.25 USP 328 28
100 1 0.5 USP 328 38 ® Graduated pipettes, Type 2, total delivery, class AS,
250 2 1.0 USP 328 48 USP batch certificate
500 5 2.0 USP 328 54 Capacity Subdivision Error limit Cat. No.
1000 10 3.0 USP 328 62 ml ol P
2000 20 6.0 USP 328 64
1 0.01 0.007 USP 275 06
2 0.02 0.01 USP 275 09
L. - 5 0.05 0.02 USP 275 11
Burets, class AS, USP individual certificate 10 0.1 0.03 USP .

On request, they are also available with an USP individual certificate.
Discover the variety of our BLAUBRAND® burettes and titration systems If you require a USP individual certificate so indicate by placing a USP in
at www.brand.de or at your specialized supplier! front of the BRAND catalog number,

e.g.: 250 ml volumetric flask, amber glass — USP 37489
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BRAND usp

BRAND® and BLAUBRAND® are trademarks of BRAND GMBH + CO KG, Germany.

Our technical literature is intended to inform and advise our customers. However, the validity of general empirical values, and of
results obtained under test conditions, for specific applications depends on many factors beyond our control. Please appreciate,
therefore, that no claims can be derived from our advice. The user is responsible for checking the appropriateness of the product
for any particular application.

Subject to technical modification without notice. Errors excepted.

BRAND GMBH + CO KG - P.O. Box 1155 - 97861 Wertheim - Germany

Tel.: +49 9342 808-0 - Fax: +49 9342 808-98000 - E-Mail: info@brand.de - Internet: www.brand.de BRAND
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