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i % WAT A6 A2 FIE R ) s I 1T B 1

D382 WATNVIR B | IR 251, EIEL T KT R L BRI AG, BFE 325 715% (ND)D #9747
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Bt E PR ACHY EZD WaTRIMER .. XEE B NIl feth
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WRWE ST BRI AN 08, BRI TR 1R A 45 2 R
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FERI B JAE A« S5 N A S T2 BRAE N 25045 K225 Lk
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WHFLE HER I FPEEmfa]. 9 & N HEAb R E B .
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Rz eE 29 A AT 2t Feid .
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WS SR T 25— e (BN, WP 25910 A48 B SR 14 F 11
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PSR I H 4B . AR TR R CBER 242 IND fH 3 J5 -0 72 3 % 5
A7\ de G RN R 745 20/ CBER #2748~ 75 7 25 13 (IND) Fl
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I FDA KBRS PR B (bR . FDA 25, JRHRHL, 72 Db b A
k30 Kpy, LA IR E Rk RS, S T O AR B B AR
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FNZ T, FRIRT-AIEC AN RE K L St A 1 PO s R 1k B
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SHRAZHTIRE, BT LIRS FDA IR KiER (Flan, i E B IEE A
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WECE T R HIE U0,

5ECIND $RACHIL, W1 IND B ESKHEMARET 7, 17307192 % T LA
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BRIy RN 7 AT AT AT IR RO, W S A
RS I ) S L3 L TR ). TR DA (RB{E AL AT PRI (22
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WAL
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C. #FHOEK (8312.110)

H 73774 IND 3F VRS0 25 2045 & 21 CFR 312.110 (&), iR H 2| T
FRHE§312.40 A=K IND, T4k 3 v 3k 11 3] 26 [ BB 90 37 245 7 B4 iR BB 0 f
R, IEH: (D FERUEE AN IND FIH 7377, (2) Yl A& IND 8 e f
TSI L, BE (3 Wtk AN BN A TT B E ] AREE, Wt N S T2
VI AT 2 B, IND FR BSOS B R i 5 N 2 X L 2590 R B 4 e, 4
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A ZRERABRREEEENE, 8B ARZEAEFEHLETM IRB Hit5H#HHE
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Jtiik . GCP2ikity SEfti. iCFMIMEW M AFZIRE S 515 1 H e #
FIRF R BARE® . GCP LA L 12 <7 IRB 1AMk R 96 Fr) 2 R R 3R A7 i
PRARSS 32 R K01 (R 2R 25 NSRSl SR AL ORI (R0 & X S b LIRS 1) R,
HZ WS SRR K — 5 2. H 75 - TE 3 AU IRFDASK TR AR
R 2 5 IRBH PRI A 707 (175 S R 56 o

B. WWIEFEHATHIBFF (8312.50)

FH I3 05 -0 T ST ORI I A A TR 7T, 3RAT T2 CH 705 -k 78 3 4 A2 fl J 1Y)
INDREIE,  LAUEBIAT 78 20 ) i AT S Ik W IR 2R . GCP AT S kATt
B PRIPNISZRE BRI AR Bkt , Q4 B 70051 75 ANRBAR &
et BEUERAISE R, HpJ7-0T i E ez R 21 CFREE 312 5Dy #i ik
P I ARHIE ST EAT 7055 o e %2

2 BT, SRS ST T S — A s AT RN RS RN, AR, B, U
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T K w005 R 703 145 BB R A e i BRI SR (Fldn, W05 I S Nk 3 AR I AL
AR AL IE R ST AT T BB R, IR, MEEMENETT). 5T IND R AR ELZEE, ®
N5 B% 5% A I FDA EUMTE T, S EA e B 45 AL T 502 2% S0k

ByES W \CH 1TV IE T E6 204 ih il B B 5 PR : 255751 -

3% 22 1, 21 CFR 45 50 SR NEZ R F B
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2 BRI T7 - 5T R TR e 1 AR BE AT AL R o B AR AT HAtAH A5
B xR E L.
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R R R O 2 A R R R IND, 0620 K2 iF i@ 11 FDA AT IRB.
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