
Extractables
Analysis
A requirement of filter compatibility validation

An ideal filtration device is non-inter-

active. It does not adsorb or take out

any active ingredients from the drug,

nor impart extractables into the drug

product. It is important to test the filtra-

tion device for its retention characteris-

tics, non-interactive ability and safety

under minimum and maximum operat-

ing conditions.

Drug products and filter compo-

nents are typically organic in nature.

Because most drugs contain a much

greater concentration of organic 

material as compared to filters, it is

often impossible to develop a practical

analytical method to accurately detect

and quantitate extractables. There-

fore, even the most precise analytical

equipment employing the most accu-

rate methods often cannot detect filter

extractables when using actual drug

product.

Approach/Procedure 
Millipore proposes a rational system-

atic approach that simulates the worst-

case conditions for a filtration device.

This approach detects and quantitates

extractables, and is generic so it can

be applied to any filtration device. 

However, each application is 

evaluated on a case by case basis.

No single analytical method can pro-

vide reliable extractables information

for all filters. The specific model sol-

vent streams tested and the specific

analytical methodologies employed

are specific to a filtration device. 

Appropriate solvent streams are 

selected. Test protocols are devel-

oped, and analysis is performed.

Detailed information about your 

specific drug product and how it is

processed using Millipore filtration

device(s) is needed to address your

specific extractables testing needs.

The Millipore Advantage
Millipore’s analytical and chromatog-

raphy expertise was used to success-

fully develop Millipore’s approach to

extractables analysis. Our extensive

knowledge of filtration technology and

continued research has allowed us to

provide technical expertise to our cus-

tomers. Millipore’s approach to

extractables analysis is just one exam-

ple of our constant participation in set-

ting standards in the filtration industry.
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fi Use model stream test approach

fi Perform trials under worst-case conditions

fi Bases analytical method on filter materials of
construction and model stream

fi Tests performed by qualified experts

fi Verify compatible filtration materials
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How to Request Extractables
Analysis
A Millipore Validation Specialist can

provide you with the technical exper-

tise needed to conduct extractables

analysis. To request extractables 

documentation or to get information 

on other validation services provided

by Millipore, call your Millipore

Applications Specialist or the Millipore

office closest to you. 

To Receive More Information on
Millipore’s Access Services
For additional information call your

nearest Millipore office:

In the U.S. and Canada, 

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

Millipore Worldwide

AUSTRALIA
Tel. 1 800 222 111 

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

AUSTRIA, CENTRAL
EUROPE, C.I.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 9 256 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 10 00 23
Fax 70 10 13 14

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

FRANCE 
Tel. (01) 30.12.70.00
Fax (01) 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 (91) 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
Tel. 22 67 82 53
Fax 22 66 04 60

POLAND 
Tel. 22-669 12 25

22-663 70 31
Fax 22-663 70 33

PUERTO RICO 
Tel. (787) 273-8495
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

SWITZERLAND 
Volketswil:
Tel. (01) 908-30-60
Fax (01) 908-30-80
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

U.K. 
Tel. (01923) 816375
Fax (01923) 818297

U.S.A. 
Tel. (781) 533-6000
Fax (781) 533-3110

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

The Access Services program at

Millipore is only one of many quality

programs in place that ensure Millipore

products meet the high standards of

the pharmaceutical industry. Prior to

product release, final lot release tests

ensure released filters will meet

Millipore’s strict control parameters.

Millipore produces validation guides

for pharmaceutical-grade filters that

contain complete extractables data.

Millipore is a registered trademark of Millipore
Corporation or an affiliated company. Pure solutions
is a trademark of Millipore Corporation or an affiliat-
ed company. Access is a service mark of Millipore
Corporation or an affiliated company. 
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