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RIAA L A, 2014422 4 19 BATEH(T9 FR 16 9467) [IZAFR SR CAFRD
R 7 b DAL AL BEUV 2000 FITFATS NI FIR, B L ORBRIENY 77—
g T AERAT O A F v AL [Draft Guidance for Industry on Analytical
Procedures and Methods Validation]? 3, 38X N 1987 = H A KT A > [Guidelines for
Submitting Samples and Analytical Data for Method Validation) \ZEH¥LEZ HILEH D
Thbd, ik, &F. HiEH lapplicant]IZxF LT, Jfi#[drug substances], LW
8 5 HLK [drug products]® OAE [identity]., FRE [strength]. ME [quality]. #il
FE [purity] . 77 i [potency] @ X A4k [documentation] Z V"R — b 4 5 4347 FE
[analytical procedures]?, 35 L OGRER{E/N U 75— 3 » [method validation]® 7 — 4 %
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Quality [l X W {ERk S 7z,

2 2T LOEBIZOWTIE, Sec. IX. FDA D FEDRFEFDA Methods Verification]iZ
BRENTVWAD,
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http://www. £da. gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/defa
ult. htm
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ZEIENDOHDTH A D, JFHE, B I OREELBFNEHN S5 26 OHEREFEIT
R IR AL HIEE [NDAT, RGBT = 3R FR 6 [ANDA] . AR08 O FF rT HIEE [BLA] . B L O°
ZIH O R HES [supplements] Z W RX—F 256D ThH D, KA X OFRANIZ A 7
I KTy 7« vAZ—T 57 A V[DIF] TH =SRR8 L OEEESRANC 5
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KT A KL AL, ICH HA X > A Q2R1) ; the International Conference on
Harmonization (ICH) guidance @2(R1) Validation of Analytical Procedures: Text and
Methodology for developing and validating analytical methods. ZAHET A H DT
bHd D,

RAAZ v A%, TRBRAFTEIS R (IND] ORBIENY 7 —v 3 F, JRICLT
W, LA, IND ZYET D AR —Id, AHA F 2 AOHERFRIHIC BERET
NETHD, IND IZOWTIR, EEIZRAE, E, M, 5RE, KW and/or] Iz
REET B 72T, +%5 fifﬁ?ﬁ I, FEOK T I*‘X’Cg?kéhfb\éo R AE, B&
ONYF—v g VHIECEALBH SN EROBEICOWTIL, BR7 =—X TIZSLT
EboHTHAH, —BETA X AL LTI, BRFIE, BLORREANY T —a v

OEWIE, 72— X1 ORBRTREINOIXE LD TH Y | AR H—(F, AT FDA
DAL AT 2= 1 DIZODIGBRAERMHEE O, L FFEATT Sz, BT,
NAFT 7 7 P—F )AL G, NE, BIOT7+—~vy MIBET LA X2
[Content and Format of Investigational New Drug Applications (INDs) for Phase 1
Studies of Drugs, Including Well-Characterized, Therapeutic, Biotechnology
—Derived Products.]] BT XRETHD, 7=2—RX2, BLOT7 =—X 3R EBROIE
ATO—REN 72 BEICIE, RBRTIE, B R ORBRIENY 7 —22a L) ICo &, #EFUAT FDA
HAZAZAD TAERRERS, X OEDFRA oiC fF#RICET 5 IND 24 [FDA
guidance for industry on /MDs for Phase 2 and 3 Studies of Drugs, Including
Specified Therapeutic Biotechnology—Derived Products (February 1992) and IND
Meetings for Human Drugs and Biologics, Chemistry, Manufacturing, and Controls
Information] ] \ZOWTFDA LR SNDHRETH D,

KITA X ATIE, < ORI, I LOEELBF OFREDOFLR, BIOWEEED
7= DAY T [biological ], 3 L OV b rrRER [ immunochemical assay] D7 ®
FRE DORRBRIEANY 7 — 2 a3 ANZHOWTOHERFEEIITHE A TH 2R, BT, &5
DENYET N~DF ¥ Lo D2 HS L EMFRIRE [bioassay], 38 K OV A
[immunogenicity assessments]. F7=IZfhDEIEMS34T [other immunoassays] DHIE R
e =—7 7ok ud, B, BILOANY T —va VORMICBEINDLIRETH D,

721 CFR 312.23(a) (7) &:HE,
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R, BRORE 7 v AR PICER S 45 08 1k [analytical method] D& E)
lactivities]IZDOWTIE, 2K 0T FDA A XA [FakvAx « RYF— g 0 —
IR RN, B X ONFEREE [Process Validation: General Principles and Practices]T.
e S ALTWN D,

o, WEDOT A 7Y A 7 AORICHEE TR [manufacturing process] BN A 54
EEETLDNEND L0 bENT, BFEOSHI HIEOFNY 7 —3 3 [revalidation]
DY AT R=ZADT T 0 —=F PLBEINBHNIR, KT A Z 2 AT TR0, 5547
FE[analytical procedure] DWYIR NNV F—2 g7 7 a—F, FLIXEROEH
WZRET 2 EMIC DWW T, Y07 FDA OMWERHI A & » 7 LR T A X&E Th 5,

BB, RIAL L AORIEL TR 27 e —F 2R L 2GEIR, Fox ik, e
[application] Z#& M9 2 ANZ, #EI7Z2 FDA OGMERHIA % v 7 EREIZ SV Ciim T 5
T EEBHL TN D,

—fRIZ, FDA DA X2 ACFET, R L THEM AIRE/R B [legally enforceable
responsibilities] ZMENT A LD TIXRVY, FOMRV A X AE, YFO MY
WX T HBIEDOEZIZONTRHIR L2 DO TH Y | FEOBE, FIXEMEHNSH
STV ARIFAUR, BICHESE [recommendation] & RSN D& TH D, YROTA X
VAR END “should OMFEIE, AR, 7RI BOTH Y,
BRSNS D TIERVY,
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