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service offered by Millipore

Millipore filiration process reviews are
conducted by Validation Specialists
at your facility. The review covers all
areas associated with your filiration
process. Validation Specialists will
identify and make recommendations
to aid with local and worldwide regu-
latory standards. All aspects of your
purification and filtration processes
which could be of interest or concern
to regulators will be addressed.

Areas Reviewed

The filtration process review is a
comprehensive evalution of your
filiration operations. Below are the
specific areas reviewed:

» Operator Training

» Filiration Equipment Assembly
and Use

Perform comprehensive on-site review of your
filtration process

Review filtration process reviewed by qualified
Validation Specialists

Conduct inspection of procedures, equipment and
documentation

Recommend changes for CGMP compliance
Conclude with on-site wrap-up meeting

Recommend improvements to operating
methodologies

Receive documented report of filtration process
review

An on-site filtration process validation

» Control of Filter Devices
Documentation

v

» Process Control and Environmental
Monitoring

» Sterilization of Filter Devices

» Water Systems Filtration

» Validation of Filter Devices

The Review Process
Millipore Validation Specialists conduct
the review at your facility. Filtration
operating procedures and protocols
are examined fo ensure they are in
compliance with the filter manufacturer’s
operating specifications and CGMP.
The reviewer will also verify that
hands-on operating methodologies
for infegrity testing, equipment set-up,
sterilization and filtration comply with
internal documentation and recom-
mended industry practices. Filter
validation protocols, methodologies
and reports are reviewed to ensure
they contain the appropriafe informa-
fion, techniques and conclusions.
Immediately affer the filtration
process review, a Millipore Validation
Specialist will meet with your manage-
ment to discuss the findings. This meet-
ing is a good opportunity for manage-
ment to ask questions and discuss any
problems identified during the review.
Recommendations will be made and
a summary report will be issued.



The Benefit of a Filtration Review
Problems in your filiration process can
compromise sterility which results in
down-time and lost profits. Millipore
knows the importance of complying
with CGMP and can help you opti-
mize your operation. Validation
Specialists from Millipore have years
of experience in pharmaceutical
process filtration and they will use
their expertise fo ensure your filtration
process is operating correctly and
within appropriate regulatory
guidelines.

To Receive More Information on
Millipore’s Access Services

For additional information call your
nearest Millipore office:

In the U.S. and Canadg,

call toll-free 1-800-MILLIPORE
(1-800-645-5476)

In the U.S., Canada and Puerto Rico,
fax orders to 1-800-MILLIFX
(1-800-645-5439)

Internet: ~ http: //www.millipore.com
E-mail: tech_service@millipore.com
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How to Request a Millipore
Filtration Process Review
To request a Millipore Validation
Specialist to visit your facility fo con-
duct a Filtration Process Review or to
get information on other validation
services offered by Millipore, call
your Millipore Applications Specialist
or the Millipore office nearest you.
The Validation Services program at
Millipore is only one of many quality
programs in place to ensure Millipore
products meet the high standards and
regulatory requirements of the pharma-

ceutical industry.

Millipore Worldwide

AUSTRALIA
Tel. 1800222 111

or (02) 9888 8999
Fax (02) 9878 0788

AUSTRIA, CENTRAL
EURORPE, C.1.S., AFRICA,
MIDDLE EAST AND GULF
Tel. (43) 1 877-8926
Fax (43) 1 877-1654

BALTIC COUNTRIES
Tel. +358 9 804 5110
Fax +358 @ 256 5660

BELGIUM AND
LUXEMBOURG
Tel. (02) 726 88 40
Fax (02) 726 98 84

BRAZIL
Tel. (011) 548-7011
Fax (011) 548-7923

CANADA
Tel. 1-800-645-5476
Fax 1-800-645-5439

CHINA, PEOPLE'S
REPUBLIC OF

Beijing:

Tel. (8610) 6500-8063
Fax (8610) 6500-7372
Guangzhou:

Tel. (8620) 8755-4021
Fax (8620) 8755-4350
Hong Kong:

Tel. (852) 2803-9111
Fax (852) 2513-0313
Shanghai:

Tel. (8621) 5306-9100
Fax (8621) 5306-0838

CZECH REPUBLIC

Tel. 02-205 138 41
02-205 138 42

Fax 02-205 14294

DENMARK
Tel. 70 1000 23
Fax 7010 13 14

FINLAND
Tel. (09) 804 5110
Fax (09) 256 5660

FRANCE
Tel. (01) 30.12.70.00
Fax (OT) 30.12.71.80

GERMANY
Tel. [06196) 494-0
Fax (06196) 43901

HUNGARY
Tel. 1-205 9784
Fax 1-205 9792

INDIA
Tel. (91) 80-839 46 57
Fax (?1) 80-839 63 45

IRELAND
Tel. 021 883 666
Fax 021 883 048

ITALY

Vimodrone (Milano):
Tel. (02) 25.07.81
Fax (02) 26.50.324
Roma:

Tel. (06) 52.03.600
Fax (06) 52.95.735

JAPAN
Tel. (03) 5442-9711
Fax (03) 5442-9737

KOREA
Tel. (822) 551-0990
Fax (822) 551-0228

MALAYSIA
Tel. 603-757 1322
Fax 603-757 1711

MEXICO
Tel. (525) 576-9688
Fax (525) 576-8706

THE NETHERLANDS
Tel. 076-5022000
Fax 076-5022436

NORWAY

SWITZERLAND
Volketswil:

Tel. (01) 908-30-60
Fax (01) 208-30-80
Lausanne:

Tel. (021) 641 2550
Fax (021) 641 2551

TAIWAN

Taipei:

Tel. (886-2) 700-1742
Fax (886-2) 755-3267
Hsin Chu City:

Tel. (886-3) 571-0178
Fax (886-3) 572-9520

Tel. 22 67 82 53 U.K.
Fax 22 66 04 60 Tel. (01923) 816375
Fox (01923) 818297

POLAND
Tel. 22-669 12 25 US.A.

22-663 70 31 Tel. (781) 533-6000
Fax 22-663 70 33 Fax (781) 533-3110
PUERTO RICO IN ALL OTHER
Tel. (787) 273-8495 COUNTRIES

Millipore Intertech (U.S.A.)
Tel. +1(781) 533-8622
Fax +1(781) 533-8630

Fax (787) 747-6553

SINGAPORE
Tel. (65) 842 1822
Fax (65) 842 4988

SPAIN AND PORTUGAL
Madrid:

Tel. 917 283 960

Fax 917 292 909
Barcelona:

Tel. 934 525 530

Fax 934 516 048

SWEDEN
Tel. 08-628 6960
Fax 08-628 6457



