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DYSIIETS

[SEF
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8. ZZE

ICH Q8 Pharmaceutical Development.

ISO/IEC Guide 73:2002 - Risk Management - Vocabulary - Guidelines for use in
Standards.

ISO/IEC Guide 51:1999 - Safety Aspects - Guideline for their inclusion in
standards.

Process Mapping by the American Productivity & Quality Center, 2002, ISBN
1928593739.

IEC 61025 - Fault Tree Analysis (FTA).

IEC 60812 Analysis Techniques for system reliability—Procedures for failure mode
and effects analysis (FMEA).

Failure Mode and Effect Analysis, FMEA from Theory to Execution, 2" Edition
2003, D. H. Stamatis, ISBN 0873895983.

Guidelines for Failure Modes and Effects Analysis (FMEA) for Medical Devices,
2003 Dyadem Press, ISBN 0849319102.

The Basics of FMEA, Robin McDermott, Raymond J. Mikulak, Michael R.
Beauregard 1996, ISBN 0527763209.
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WHO Technical Report Series No 908, 2003, Annex 7 Application of Hazard
Analysis and Critical Control Point (HACCP) methodology to pharmaceuticals.

IEC 61882 - Hazard Operability Analysis (HAZOP).

ISO 14971:2000 - Application of Risk Management to Medical Devices.

ISO 7870:1993 - Control Charts.

ISO 7871:1997 - Cumulative Sum Charts.

ISO 7966:1993 - Acceptance Control Charts.

ISO 8258:1991 - Shewhart Control Charts.

What is Total Quality Control?; The Japanese Way, Kaoru Ishikawa (Translated by
David J. Liu), 1985, ISBN 0139524339.
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E: NTERRELAEFRIELR, TEaNRR—HomE T, REBE Gk
KN — P RAI -, EESETTZIBN N MU TE~PE
B RS — R B0 E A E BV 6o
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2008 FPUH,55 5 iRk g-279-




MBASSRAGETREBENTLHR

Containment [8 &

RENBAEIECERIEHIE —MAE XIS,

NARBE PO LA ISR ER LIFNZSPENARS. UHERERBHSES,
SRR TINERZ IRIENZ.
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BG}I?EJO

(ARSI E R T B8 A LSV LURE 2120 B8 B IE NS E
IBIDREBV I O HIA N B A G20

Packaging 884&
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TR HEREMSRE).

BRADY, BESBANHSSZHEMDBEVFIIEFER N ENR KRR
5. HBESRIEHLENDBRIRSOE D, TREAR, MBIE DA RSE
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MSE BT ZRERER,

SN SEBURT BIE, BEFARN. BN IRTE M3, W0R
e BG5S LM IERERED.

NN BEGERRAMENED,AS O, W ERBIRNRAES,
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