S EDERERS

RE

7t (

EY:IES

g )RR S D) (CHUT

% EE#LEIDQuality by Design (QbD) H&LU Risk

Based Monitoring (RBM) (CEEI 3T
| FEAT A 51 R

FIRERIKZHERPT

O1F : XFEMERE 42505x ERARATRZIEEI (CEMEL CVDE IR IBOMmERSE  195E:%
FREEERNWINEEMEES 1955

* 32



7> — NSt & [Ol1E =R

M

SBIOT7 >0 —MIEATAZ KR FMERP8 7itsx (500K LDk
2=0) | BEARIATT 2GR (CERL TODIRIZITEUE A - B TIR b
t&OEE R U BERRIATT - /a5 E 1E bR IN B2 20kEs . AR R /a kR
FWRD=1 (EBEOHRREEENWZZD) 265 DEET 1420 X
RICT>T—MNABEZWebAZNTITL\, 80hiE%LDEIEZFIC (BIEX

KEMHIEREBT. 48.2% EIRTE. 65.5% FEEGRNW. 73% 4%
56%)




Q2. &tz DIATTE FEDRERIAFTSHRARS (L. EOLIBADN-THBRINTVFINH

s & HEERDAHIYY — 2D SRE
16
14 e - e N
B EERE BEIRRSE B2[ERERNW
12
A
£ 10
8
6
4
QMsig EoAUS HEHE O GAER  BRERER  ERERER
= =i PM DM :
e REOER L 5 w  crRC ®CRC TEm OO
B 3HiERE  11.5 3.5 1 0 0.25 0.65 0.2 0 6 0.15  2.15 0.4
BERES 17 2 1 0 0 0 0 0 7 0 3 1
BAEAERNW 1 2 0 0 0 0 0 0 1 0.3 1 0



