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BEAT KSR PERIE 7 L B A WO S AR EEAT N A H B ks

BRARA AL AR A AR, TR ORI R IYIRS E PERT 7T 5 58 B 5 Bk 7E B ARstbix
(75 AT o

2 AR R IR e A 2 AR A T 5 AT R R, AR AT AT A e,
WA HEAT IS . AR, AR AR R B I A A, AT R

2.2.9 VHN
FHAR IS, 2R F RGPS T VRPN R Bk}, S B, e AR AE I e
LR, ARRIFI R BRI RE SR AR Cn: AR EIRBIFRIMIE AR .

Fere PERFF TR IR R ARG 22 /> = HEBI R e 45 50, 1 e e R BT TEAH SR A T A 7
FIELZE IR 77U ) BT AR b PR I 2% 1 o SR A0 AR S RO RE B A M R 7= A 7 il T B ) 22
S, AHFE S LE BT SR YRR G R AR SR . A IO R B AR AN AR AR DN, DASOT
MEHE gl T LA L H T RS R SRR MR S R, IXEE AT IE R G AT
BRI 1 2 i R Al

ST AT R 2 BRI (AR A0 IR 58 B S HUN — AN 7 s K T3 2R 95% il & 5 R
SN FTARUE I AE AE s TR R (R B) s AR B 8 o A SR i 22 BA LR AR e, el 4
PG I AT BARVEAS o FUARMBGE I Sax BEAU AT ot 1 [0 V3 ol 28 1 3 AT PR R AT G v A 56
(U1 PAE>0.25 FARLREWER) o WRAREEIF, SITRGLIA T LUAR 8 3 o s ik £ 42
74 1 $5 F PRI TR SR

AR 498 O 2 1D M TN e 2 45 PR B e 3 g e Mk (R VA 49 BT o R IR R R AT RO A B
ARESEI— R SRS EIRREOC R SRR KA IR (W B2 (% 5 e %
fift B2 B AN S AR IR, NAZH Gt Ik TR 5.

WORE P, FEARAET B ATRYE K A A T ARG B S Bl A7 IR AMESS 2158

UL T YE A DT 48 B . X G 3 SIS T S RN I B MEALH . I IR i 2 S . B i Al
() R AFROANA BE . S, Fee PEBUE I SCRFFERE S . AR, AMHETE 1 B 2 B SE TR
15 “TE SV [ S B AFE 2 AR [R] 1 B A G 2 O Atk 1)

AN AN R S S 5, ICEH R A=A A R MR fadr . g L2, M

TR S o P A AT DU AN [B] R RS P B P AR
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2.2.10 UL PR

87 2 FERR 7 1) R SR DX BER, FERRZS U B SR o U0 BE B LR R A AR
VEWF SRR b BN, RARRER UL, R R AN RE A UR R o SE G 8 N E R
Biak b ake s i IX —RRE .

PREE LIRSS B S BRI AR e P R IR ARE A AR 2 L
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3. Rig

IR TE R 9 T B A S T IR I T SR B .
T3 R A (Accelerated Testing)

o 2 6 A2 0 e A FH R P 5 2 A1 SR e S sk 24 w70 ) A 2 PR A ) B AR . B
e IR ARE R T ) — 8B 7

bR 7 AR E MR FTAh, MR Lett 7T v 45 32 ) Bl B T DO AS 2E SR Id S5 T B K
(1) Y RO 27 AR A DA R PN FE 3] i 2 AR 25 vk B B A A7 2% A finds fan i 5 AT e s 211
TE U U RERE a8 I 25 SR AT I AN REFUR P B3R AL
¥& 5= (Bracketing)

X — P MR T B AR T, AR R R (e B B
) Mo RURIRE AT LS, 5o e R W — A, fE TR S T B S
X PRAE TR E HH TE] SR A TR ol PR RS M AT P 3K el iy 2% A2 T A il R A P SRAR R . BT
/N RIRAE BRI, a0 SR ZH RO R B AR Rk AR AL R RIORE s A 7] ) B
24, B A R H A TS T A RERIR 2 I T TS 2 A FBIE TS E R RE RS , RIW]
G5 $E S VEIE T T B AE AN [F) R /N 25 s OR[N 28 A AR 78 A [) ) o 77 2R
H1
S g H (Climatic Zones)

PR R A B () S 2 A, WG AER N 4 NS KHE 2 W.Grimm #2 H (&
(Drugs Made in Germany28:196-202, 1985and29:39-47.1986) .

A PERLR (Commitment batchs)

FEVEN FRIS IS, RVEESRASHENEfS , TR BEAT Bk 22 58 ilife i PRI 70 Rk 24 B 771
F A RS Vo
BE RS (Container closure system)

F T RSB AT OR3P 1) 771 ) LB ST, AR BB AIR Rt ke, IRGLBLBEE Y T 4 iR
gt — PR —MERGS PN ERERRGHES.

#J% (Dosage Form)

WS — PSR RS AR (EA — g 20 4R 1l BSCER) 245 9 5 T 2X

Canfrsn)s BRZE. RGN FEFD .

#1575 (Drug Product)
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BT Em s i) .
JERZ5 (Drug substance)
Al S AR — e A I R R A T 29 .

#RL(Excipient)
FEFIEC T v B SR 24 AN A 0o
3% H #i(Expiration Date)

XA bR % B — AN H I, R FART, SR R B A T E 1 A
N B ORFRRT G A AE R e SR bR E RO R, 7R 0 H LS 1225 AR IE A .
ERFE MR 5 (Formal stability Studies)

T HR S AR M T SR X B RNV PR A O R S 3R AT R SR AT I R e ]
G, DU ST B SR 24 1) A2 56 0 o) 77 10 DR 4R 40
JeBEZAE (Impermeable containers)

REXT MR BRVA TR % 1 BK A B BRI 4%, kIR CGRIGRD WS ERE, Wih
(1 3 22
FHERE (Intermediate testing)

DNAUAE 25°C I JEORE 24 A ) 71 BT i TE FE 30°C/65%RH 544 T B, BA
e 20 A R A AR AL
KR (Long-Term Testing)

NHASIARZS BRI (Bt RIS IR BRI AEHEREM S8R A N 3T I AR E
.

JF &5 (Mass Balance)

ERDHER T HINERZEOT, K& MM e [EARm, DERHER
LA URTE Y 100% .

58 R B (Matrixing)

XA E RIS 7 W — AR B ik, PR, fER e BB TR AT, R
BTG R 2 4L B S B B — AT I 8 o EBE S A EURE RS [R) e, TIN5 BT TR R 4
B BMARRE S P 0 53— 2R o VTR FE RS R IR 8] s 5E 1R — 2EL i )RR e 1 R
AR R — MR R il B & 22 R AR N BRI LS, A RIS . B Kb
ANE AR R LR 252, 7E S L 0 AT AR 2 25 AR AN T
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SE3h F123£E ) (Mean Kinetic Temperature)

B PR IR o G SRR AR [R) R 58 I S S b 24 B R A R A IR R, AR £
P i RVESLARHR: 2 (R AR LG, 12 SR BE T UGS R 24 B 75 (A o] i A B 73
BRI EARP R S, HHEE T Arrhenius 7772,

TE R — AR E I A T80 248 EERE, "I J. D. Haynes (J. Pharm. Sci., +60:
927929, 1971 AXKITH .
14> TS24k (New Molecular Entity)

FEAT R SR B [X (14 247 ot B ATLAS) Y A (0 ] 247 it o DR EH B 1 — P i P 24 42
Gr. EATRIEN R, M OAHE R 2GR R BRERARIL M 45 A AT AE I B R —
Tt 75 EAT A2 PR (38 23 54
FRR AR AL IR (Pilot Scale batch)

g HEORISE DL A= 7= RS BT A2 77 1) JOR 24 st SRt o o X [ 4 0 ARl 751, kA = R —
J 2 A M R (R 2 — B 2R /D A 7 100000 Fr ERORL RIS, BUBCRH
HRHALR (Primary batch)

FAT I R 5 MR 50 I R 2 B AU vk, AR e PR B 7R VR M AR R i T 4331 T
AT AR TR L R 25 [ R R T S A R . TR, S E
PR RS K, B =R AT N — 2k, NS RRER T R AR B IR . SR, — N
FRAL R A FT DL A = RS IR
AFHEIR (Production batch)

i FHZE H AR I8 (A = B AN BT, DAAE = U AR 7= 1 JE ek 24 ot 7 U
H 38 H#(Re-Test Date)

FEIX — H I LUG D200 SR 3EAT BRI, PAORIE HATI AR S AR dE IR IE & F T2 7= R e
[yl 751 o
2 36 #(Re-Test Period)

FEX B TR, IR B OB 2 OR A7 T € R 4R A N DO HL T B A
T AR . AEUEIARRLLSS , X2 TR DA% R R BT S hR Bk, AN
FELZE . —HERZG AT AT 2 O, BRI E, R A REER, %
O REZGRIAT SRkt e o © AR E I AR EOR AP ot 387 B B4 bL g v 5 56 1
BEAIE, SRR RM

PRAEZER, AT

?ﬁ ?ﬁ D>
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BBFEMAEE (Semi-permeable containers)

AR SRR, (HRE VA FIGIL R ACET 28 . IEFIBERHLE Y : AN
NI, T BE NS ARL, B S — MR R . 2iE il o) ISR oK 58
) 2EEEVE RS RG] T A SRR AN T R ) (LVPs) [ R I B2 3R &
M (LDPE) £ KA LR LMl M /Ml
R (HMIBH ) (Shelf life;also referred to as expiration Dating Period)

FEXXBUR R Y, R LIRSS SRR 25 08 M 26 IF N ABAE, R RERT & S AHE 1 B 2L bR
.

JR B ARE(Specification)

I Q6A 1 Q6B
AT B HE (Specification-Release)

BRI A, Y ARG TR ER . TERUATI, T )
FIEE A
TR HAARYE (Specification-Shelf life)

BRI A, BV AR A T PR ER . R E AR,
AR 28 75 B i o BRAEREA BT R A ) 1) 00 ZBURT 5 AR T ) K
B %W (Storage condition tolerances)

FEIER AR E PR FE AR, o R W 6 0 U P RTRE S B (R T B2 32 A 22 o 80 46 B B
JHCE S A HITE AR 5 SR 8 A Bl PN o 7E R T s B 0 R S M s B P A . (U 4%
M) o BT R T A 1T 1T 3 SR R O B8 A R e AN AT G I R TC s 1 % SRR T
SHURE R, W CIEA AR E SR, MFTREG . B R RZE 24 /N IR
B, MTEW AR U PR L
38 /75 (R 25) (Stress Testing(Drug Substance))

N T R R R AR E VT AT AL, BRI R AR — 4 . X BRI I 2
FE LU N 150 T R 2 2% A R 2EAT
38 SR 5 (7 (Stress Testing(Drug Product))

RVPA R B B 5 At SR A R T HEAT FOBIE S . AR E MEE L (L ICHQLB) Al
SPRFE R (g BRG] FUE . FURATR R K AR D AR R .
SRR (Supporting Data)
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B 1 IERE ERT S BRI Ah, ot SCRp oA s R s BT SR AN i 47 2% 1 1k
Bl . REEAE TURMUAE (1) RWIE B2 1 JEUR 25, AN AE P i Bk 2, A
YEDu B W ST Ak D5, AR S A Bt Ak T R Al B 2 s B R 24 i T 3R AT (V0 RS E AT 7T
B (20 MRSBAATHBIRTRL  (3) HARRL 2 B e Bk
4. B

ICH Q1B A ik B kg Al i ek g thulis

ICH Q1C FasE MG Hrif| By i 25K

ICH Q3A B Uk} 24 Fh ) 44

ICH Q3B 37 £4jiil 71l ¥ A ot

ICH Q5C  AWIBARIEWHI G T = ARV AR AP AR e R0

ICH QBA Jii Az : B J bk 24 A 243 ) 71 KD iR AN TR s Ak 2240 I
ICH Q6B JFi fhnifh: AW A 7= K A Wil it (AR 77 VR A A e
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