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Quality Management System, QMS

N T RGeS I 5 & H B ST N R A AR

> i ERIE (Quality Assurance, QA) : NIRRT FEIE 4. ERY
(3 PR S ARAF A ilm RS B s B B RYE. (GCP) Alid H i IR & LR
FTE LT BB TR BRI R AT A,

> i E1EH] (Quality Control, QC) , JimEfRUE RS N T KRE B E R AR
5], PAEUESIGRIRIA R PE S ERT & i 82 25K

——ICH E6 GCP




o PRUEERVEINFE (SOP) : R, VRN, fES
s I RERREER: =R
o« ZUIEFITRPT 45 it (CAPA) -

EALRE, Fraeiudt

E‘r‘



i %

—G: L
. WA H Jpi 4%
2H Jii 4%

F— 2kl PR =
PIEAE, ZRT
I IR0FS /0, et

(1]

251 AR B
DL REAT & HE




% C

—ZE: WA ADAREE

o VAL IR 72 1A
o CRCHHTTAN 4y (WA, Bz L m. FEAREFEANL) , F=/HIR
o WHERIN AT e

ZRME: WHRE R EHRE
o (T I THOME F R 51, HAR S 5 I AR B 0 1 7 L e

=ZiE: I ERREEARHE

c ZMEd=, TR
o /b=




o TR
Ficit




e FDATE20044F

AL

 ICH Q8 ( Pharmaceutical Deve

WK IR T, T

—

HQbDMWEE,

HAZICHAI N B =4k R H

]

opment) H¥gH: 75 H &G
- T 1)

* Quality should be built into the clinical trial, and audit/inspection

(or post hoc rework) cannot be relied on to ensure trial quality
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"Quality is never an accident; it is
always the result of high intention,
sincere effort, intelligent direction and
skillful execution; it represents the
wise choice of many alternatives*

- William A. Foster
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