
Validation Protocols
Save time and money with ready-to-use protocols

Complete IQ, OQ, PQ
Protocols
These are not just calibration certifi-

cates or maintenance information.

Each Validation Protocol packet con-

tains comprehensive, ready-to-use

installation, operation, and perfor-

mance protocols—written to the same

standards as the protocols used to val-

idate pharmaceutical processes. 

You get complete descriptions of

all the activities necessary for both

proving the suitability of the test

methodology and writing SOPs for

the test method, calibration, and

maintenance. You also get valuable

information on organizing the valida-

tion effort, including the length of time

it takes to complete each activity. 

Shortens Validation Times
Validation Protocols are ideal for busy

QC/QA departments. They lighten

your staff’s workload, allowing them

to focus on other projects. They also

include all the necessary worksheets,

so they reduce paperwork. And short-

ening validation times can save your

company money. 

Complies with International
Compendia
The Validation Protocols comply with

the United States, European, and

Japanese Pharmacopeias.

Accurate, Knowledgeable
Advice
The Validation Protocols are prepared

by Millipore, a company with more

than 40 years history in membrane fil-

tration and extensive experience in

helping customers successfully validate

microbial test methodologies.  

D A T A  S H E E T

Although there are models for validat-
ing many areas of pharmaceutical
manufacturing—including processes,
computer systems, and new analytical
methods—there are no clear guide-
lines for compendial methods. 

To comply with Good Manufactur-
ing Practices, the validation team must
develop protocols that prove the suit-
ability of compendial methods under
actual conditions of use. 

Although the validation team
remains ultimately responsible for com-
pliance, Validation Protocols from
Millipore can make the job much faster
and easier. Each protocol packet con-
tains all the strategies, protocols, and
worksheets, you need to prepare
validation documentation for our test
systems.
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To Place an Order or Receive
Technical Assistance
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)
On the Internet 
http://www.millipore.com
E-mail: tech_service@millipore.com

Millipore Worldwide

AUSTRALIA
Tel. 1 800 222 111 

or (02) 9888 8999
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Tel. (011) 548-7011
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CANADA 
Tel. 1-800-645-5476
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REPUBLIC OF 
Beijing:
Tel. (8610) 8519-1250
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Guangzhou:
Tel. (8620) 8755-4021
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Hong Kong:
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Shanghai:
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DENMARK 
Tel. 70 10 00 23
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FINLAND 
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Fax 076-5022436
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Complete, Detailed Protocols 
Each Validation Protocol includes all

the information you need to organize

and execute a validation protocol.

You simply assemble the team, cali-

brate a few instruments, and purchase

the media and other consumable

items. 

Ordering Information
Protocols available as of April, 2000. Contact Millipore for the most current list. 

Description Catalogue No.

Steritest™ System Validation Protocol TCPU0VG01

Milliflex® System Validation Protocol MXPS0VG01

M Air T™ System Validation Protocol ATAS0VG01

Introduction (System Qualification Overview)

Functional Specifications 
How to use the instrument

Installation Qualification
Detailed procedures for all recommended activities

Operational Qualification
Detailed procedures for all recommended tests

Performance Qualification
Detailed procedures for all recommended tests

Validation Guide Final Report
Worksheets you can use to collect the validation data

Now you can buy 
Millipore products 
online @
www.millipore.com/purecommerce


