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Where a computerised system replaces a
manual operation, there should be no
resultant decrease in product quality or
guality assurance.
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FDA cGMPs for the 21st Century Initiative

5. Food and Drug Adm

7" Depariment of
FDA News S
e Human Services

FOR IMMEDIATE RELEASE Media Inquiries: 301-
827-6242

P02-28 Consumer Inquiries:
888-INFO-FDA

August 21, 2002

E=ADT—IUE., cGMP OZEHZHIL KL, BIMOREFZEHESY
B0 —-2AESNEKRGEBEMNIADESIERCTEEDBEIC
BRATACEICEST, ARFEICHTIEENIADICEERTD
PRIZEEIZETHD,

will cover veterinary and human drugs, including human biological drug products such as
vaccines.

(HEg)

The first goal will be to enhance the focus of the agency's cGMP requirements more
squarely on potential risks to public health, by providing additional regulatory attention
and agency resources on those aspects of manufacturing that pose the greatest potential

risk.
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GAMP 5: A Risk-Based Approach to Compliant GxP Computerized Systems

BGAMPS

"GAMP 5 is a major revision, and is aimed at
enabling innovation and cost-effective compliance."
- Sion Wyn, Editor of GAMP 5
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Austria Belgium Czech Rep. Denmark Estonia
Finland France Germany Greece Hungary Iceland
Ireland Italy Latvia Liechtenst. Lithuania Malta
Netherlands Norway Poland Portugal Romania
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PIC/S ['Good Practice for Computerized System in Regulated
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B PIC/S [Good Practice for Computerized System in Regulated
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EU EEHAERX

Contents of the Rules Governing Medicinal Products in The European Union
H\Volume 1:ZEZE#RAI [Pharmaceutical Legislation]
AARAEZESR [Medicinal Products for Human use]
W \Volume 2: BBEEEADE XN [Notice to Applicant: NTA]
ANEFHAEZE & [Medicinal Products for Human use]
M \Volume 3:754 54> [Pharmaceutical Legislation]
AAREZE S [Medicinal Products for Human use]
&1 K54 Y [Quality Guidelines]
HVolume 4:GMP [Good Manufacturing Practices]
AKRA. RUESYMAEERKDGMP
EU GMP{I B & #} (1972%8)
EU GMP Annex11l JVEa1—4—{tY AT L [Computerised Systems]
£&% [Glossary]
HVolume 5: EZE R A [Phamaceutical Legislation]
W \Volume 6: BBEEEADEXN [Notice to Applicant]
W Volume 7: 751 F34 Y [Guidelines]
H\Volume 8: X KEF A E [Maximum residue limits]
H\Volume 9: EEZR 2L [pharmacovigilance]
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EU GMP Annex 11 Computerised System
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B ANNEX 1128 F57 MEOR—Y (BRELTz07zm2R—3)
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