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* US FDA Guidelines on General Principles
of Process Validation

* US Federal Standard 209E, Clean Room
and Work Station Requirements, Controlled
Environment

* US FDA Program 7382.830B, Contract
Sterilizers

* US FDA Guide to inspections of Validation
of Cleaning Processes

* US FDA Compliance Policy Guide 7132,
Drugs (general)

* US FDA Compliance Policy Guide
7132a/7132b, Drugs (adulteration/Mis-
branding)

* US FDA Code of Federal Regulations 21
CFR, Parts 1301-1307 Requirements for
Controlled Drug Substances

* United States Inspection Operations Manu-
al (IMO), Subchapter 540, Good Manufactur-
ing Practices (Drugs)

* US FDA Guideline on Sterile Drug Products
Produced by Aseptic Processing

* US FDA Program 7356.02, Drug Manufac-
turing Inspections

* US FDA Guide to Inspection of Computer-
ized Systems in Drug Processing

* US FDA Guide to Inspection of Lyophiliza-
tion of Parenterals

* US FDA Guide to Inspection of Sterile Drug

Substance Manufactures
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* HHS Publication (US FDA) 85-4179, Device
Good Manufacturing Practices Manual
= US FDA Program 7382.830. Inspection of
Medical Device Manufactures
* United States Inspection Operations manu-
al (IOM), Subchapter 550, Good Manufactur-
ing Practices (Devices)
* US FDA Program 7382.830A Sterilization
of Medical Devices
* US FDA Guideline for the Manufacturer of
In-Vitro Diagnostics Products
* US FDA Program 7383.001, Medical De-
vice Premarket Approval and Post market

Inspections
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*|SO Guide 43, Development and operation
of laboratory proficiency testing
*|SO 10013, Guideline for development of
a quality manual
* |SO Guide 49. Guidelines for development
of a quality manual for testing laboratory
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* "US FDA Guide to Inspections of Pharma-
ceutical Q.C. Laboratories
* US FDA Guide to Inspections of Microbio-
logical Pharmaceutical Q.C. Laboratories
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* |SO Guide 2, General terms and their
definitions concerning standardization and
related activities
* SO Guide 38, general requirements for the

acceptance of testing laboratories



