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JE S

W EAF % ( Comparability Study ) : & 3538 3 #F %%
T B SE KBRS — R PNED, aATHIAR E R R
P2 B S R e AR AN, R ELBE A R R R DLHON B &
Bt Z RS X R A AR RN A R

¥ AR (Comparability Bridging Study ) : i
ARG RS KA R E, AL I E A2 R
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BEINMER T E T AT E .,

A FE R #4| (In-process Control ): 4 7= Hi 8] 52 4 64 46
T, FTYNSEEE IR, UHRFERRAT BEE
TR T EARE. A IR AR B A & AR R
]y —

REFE (Specification ): 11— Z 7| E . AT 7 iE Ao
YN R, B R, BB S e B R,
BT FFA A EN I E T 7080 Boi 25 B g
[T B R EATE . A E LS B R AR v LR E AR
. TR,

%t & (Reference Standards ): 23t 7040 F . TP
& A V) ik i B RN S AR X SR TR AR A
HEWREURE —HHEEXAEE, AHEELNIE RS
HREREFEE,

.3 % 4 (Packaging Materials and Container Closure
System): B HEHMAEMH B KA AR (BHEETF)
P AT A B 52 W B B R 1T A R AR P LB R OF
LE. LEEE.OLHE, ENEAUN AR ENTF R,
HABRMNEHYN i E. THRANZENE R T EEEA
EHWAERIE. KRE KA AE T A RN
ARAME (andissg . FE4).

I\ FEEIRFIFR

755 Y XA
PQSs Pharmaceutical Quality Systems 25 i RS AR R
Post-Approval Change Management . R
PACMPs PP 8 s EWREEEE R
Protocols
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ECs Established Conditions WEE 261
PLCM Product Lifecycle Management 7 i A o B B
TISE Transmissible Spon.g1f0rm AT e 3 g 26 L 2
Encephalopathies
BSE Bovine Spongiform Encephalitis A 2 IR I
SPF Specific Pathogen Free TR R A
WHO World Health Organization AR DA N
EMA European Medicines Agency BRIP4 BE =)
FDA Food and Drug Administration 5 B 2 B P )
ICH International .Cogncﬂ for 55 I 26 B R P
Harmonization
CTD Common Technical Document i AR A
GMP Good Manufacture Practices

24 fh A7 o R B
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