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IR RIZ SRR 2R (12.2.2) B4, BEd A
BIRFEE,

MRTHARIEEH T & BT IR S8 ir ™ E A 2L iR
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AR, LEEAREE:

a. BEIZERASSENALMEBBEIIALFE
FEFEAZENAR., EREBSHIALERE
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4R FALREEERREINRI ., DIEMERRTRE
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EONRIFR= £ RVAE R B B R B — 18—
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B ARF T RAERRRMHNRREN, #HE/F
FECLTRHPERIL. AT ILAMTARE
SRS MEN X S 5HEBE XS RMERAIA
BEE—N. RBELIEEARFEARZROM
RERIEN FRERESMRERIL AT/ REZAI DR
(FREINE

FREELEQFFERNAEITRNRAGEE. LARR
BILGE. BAREG. ERMERBIONER. FRMK
EEHE REEZRARXEEENARTARZLATH
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Al (BoF. MEBAFIRRAR) OAIBRIEPERR. MKk
BFHRHEZERNS KO R IEIUER (M F2503) |
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R S ERE., BEERAMBIMR D IERMBELLSE
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BRIFERNAE. BNREHALRNEARINESZNN
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RRIEEE I

ISSCR F/HRetAZEMImREE(EiEF 2021 F£5H
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SRR TIINERFMRA RS TR RN EE BT
EIBERINEG, BWENML (FDA; https://www.fda.gov/)
MM RERR (EMA; https://www.ema.europa.eu/)
A TRTHRBEMNMFENESIEN, ARIIINEE
FESEFMHRAN, BZQNEMME AR TN
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5| \GMP,
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AFERNIERENEE
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LR ARTERA. DFIRITE SR U&EK
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T RIST R ED R — RIS S — MR A0
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RERAENBRIE, 3T BRI E & m.
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AR @R DIRER T OB, FIENERET
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. AMEOFmArBErA B AR D LR S RET AR, &
TZaeT AR RS R A A ERRBRIEN . BT+
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RN DAHERIENRE PR L ST MR
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SHTARAT. 2T NAREASTR, AT, %
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RRAHIAIESE,
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3.3.2 LEMHR

NR R R ZAREE 19 3. 2 40 AR A9 A4 7= F0 00 T iR AY
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IR E
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TS AR T AR ELTE AR RS
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EFF iRt E I RBIT R AIGARIL I Z A, N S B
WEEHERRE NG R, BXIBTER AR
BT RS ERRIE ISR, 152 MRS,

EMDWIAR
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ERSUENMER RERARET AR RPN
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ERBENTAELEIRKIXILFENG 7 LRt RAD#H
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WK EIDNAFR R R . X BUEMABRI DTN BI4E ST IR
AYEE @/ B RERI N AT . BOX B B AEAXEL, £
AREEMFRTHERA T, RN B ERRBEES
ENFMEEFHITRIINE,

R AR RS PARIR
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EXRHIMNME,
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& RAER AR EIR | BRI R EPIEIFATTAY
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IR E S AR E A RRIR I AR FRIRIFIESE . LESh, 7R

DEITR T, B IREAIRERZTE. ERXERR T,

FIMAR A AT BRI E KR,

Bt R R IR
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AR{E AL fmia Ty RO RRBAIE ML, & ToiE
BEEREFUNME YRR, BN Z{ERESRIIGR
AERFIAREEZAINIEEL,

E A HAETT B TR IR RN TEsh R B R 4T

FASBYIEARRITAN X TR L ANER. HmARITINH.

IERBIAASTIE RN R A T RE:

a. ERMLE, IRPRBIAR N BIOEYE. KanRE S
HUARREIETT MR S R A IR IR A TR , X LEHA
RIGE T RRAEMBAENL. FH R T FUNENLS M
EERLHITEXAIEE,

b. AT N ANRMAFEM (A0 2. HEFH
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c. ESTERLIEMEFRHET. MBS ENIRE
IR R AR RIARIEES] (BRET3.31.3MRE
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AE,

MR mIAFR R UT EFERNEEARFRNI A
an. IR AT RE A LUBID S T Im R BIEHR K.
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EARIFEIMEHR AR,
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MBERIHEARAREBAERR. FREAN. D HERRE
MAEEXR, FZHRFBNDMEEREFGRANER
M EZFINMNEBMA LKA ELESE, NI R
N IR 5 K b FE RO 38 A TR AV AR AR 2 E AT
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RAXRBEARER LEERMN. EEEEASZHEN
R, FEES ERRRME. FRARSHY)FTREE ity
BRI KB ERIFIE . R e] UL 38 AR AT A A £
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HIEARKEHTERAMA RO D EMLNRTERFIETR
#ITWHE REEAOTER TR faRILEEFES
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#iX3.3.4.1: B, AR A GHIGKRIARE RN IZ TR
ERIGRRITAR . XL RNEBMIZI LRI MEEGE
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I&RBIA R AR A ZHAIRMERS . BT MEIRKRIAR
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SERBERMNERRE . ESIRRIMR RN AT ERR
AIRE. ELIEBWRIRREME R, 2. ITFZHRKEA
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%.2013) , l@RBIFAR—ZE VBB ERIIEH TR
RN R ——ROZTRBMRE . FEE( ]2
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LRVEEIR . DAL SR IS FIIR P A #H AT R AR 1P, #AT. X
15— m PR 36 A9 i PR BT AR 55 RO 7E 38 — /R IR B X7
WIBIHITER . IR ERBAIZIEREAIANE
M), FIRIARRIVE  (Animal Research: Reporting In Vivo
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EMEFHEDIHI—N A (Percie du SertZ, 2010) ,
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RIFREEIRI IRRIA LR R ZAERIPESERN (
BEEEDE. HESEAEL. 19795F; BUMIXSTER R
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