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2] 7E X

® IFEMIN (Process validation) :

FENIANN BWEE: 1 F

FEORH A R er= i (establ

evidence that a process

FEBEFF 2= A 3w 2 B
ishing by objective

consistently

produces a result or product meeting its

predetermined requirements. )
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2] 7E X

FERIIAN T ZE ( Process validation Protocol) :
IR AT PATHA RIS, BRGNS 7R
Ve A M2 A R A (a document
stating how validation will be conducted, including
test parameters, product characteristics,
manufacturing equipment, and decision points on
what constitutes acceptable test results. )

B

~
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241 5 X
® ISk (Verification)

10 IR B R FR i 2 WE 38 1Y) 77 A B 0 e 1Y)
ER D& E (confirmation by examination

and provision of objective evidence that

the specified requirements have been
fulfilled. )
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2] 7E X

® IEIGHFTIQ (Installation qualification):

et M WIEYE: A SCFEHE R R Ay e B Sk Y

Hidj

Rl

\

i A M

LY B RS 2357 R o
NI EE T LI EE (establishing by objective

A

Ey il LI

evidence that all key aspects of the process

equipment and ancillary system installation adhere

to the manufacturer’

s approved specification and

that the recommendations of the supplier of the

equipment are suitably considered. )



2] 7E X

® 1:/FIiFOQ (Operational qualification ):

et M EMUESS: RLFEE G

B

| A B AR

X = i 1) 45 5 2 2 A e 23K (establishing by
objective evidence process control limits and

action levels which result in product that meets all

predetermined requirements.)
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2] 7E X

® ML IEPQ(Performance qualification)

ML 2R : EPUHEPIROL T, SRR FFLL
HLAE P 2 A E EE SR B~ fn - (establishing by
objective evidence that the process, under

anticipated conditions, consistently produces
a product which meets all predetermined
requirements. )
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AT R BRI
IQ OQ, PQNEET /= /L FE I ZEK

= Wi E R uE/ 424 (Determine what to
verify/measure ) ?

Fff S ] 561/ W X 26 2 # Determine how to
verify/measure ?

i e A 22 2 Ik B kS Y 0 B 22 /D ok 8 E LU TSt
M (Determine how many to verify/measure, i.e.
statistical significance ) .

Fff 58 B E/ W AL (Determine when to verify
/measure ) ?

ME GEX) BB (Define

acceptance/rejection criteria )

W FTE RIS (Define required

documentation )
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