EHAHEIZE 0715003 &
Y1 778158

FEHENREEATER (B) B B

EHBEPERRT SEREBOGL PEMFEICR L EMEHIZONT

EFSSEORIENCEAR S, K ﬁ%@w%ﬁﬁﬂ . BEERERUEEMEE
(BLF TERBRFE] 0D, ) DE %ﬁ#m%%ﬂ(quﬂﬁﬁ EROEFE] 29, )
D5 LEFEBOZEMICET A HERRBITHRD TR HINE L, UERT N EBI0H
DNZEMEL LT, EREROTSMEICET AEBRRBOERDI%E (Good Laboratory
Practice, LIV TEEFE#BCGL P L), ) BT84 (¥R17E38230EA
FBEFTEITS) #HEL. ER1TEA4B LEI LB LAELZA2THS,

SR BETEENTIEEERC L PEARRER I T 2 EHOBEEOEHEFES
FOEMEBERLHIBOLEBYEDEOT, EFTHREZICE L CAMFRE T 5,
BB, FMEMOFE LA MIITEEAERLEREEACEEEEE IAERESES
CQ%%E\EE%E%I%%ﬁE%%%'IVD¢§§%§EE\&Mﬁyﬁﬂﬁﬁﬁ

EeERNSE RS T ERR VR EERERITS N EARERTH CEMT B L &
waéo




Bl R
EFHEERG L PEMREEEREA

1. B9

AEEIL. FR1 7THETAH 15 BT EAERE 0715001 BEASHBEEXE L BESE
ERRERMSETTEERED [ERis 0 SRR RS OEICRA TR X E5T
%%@ﬁéﬁ*%?é#%%ﬁ%:%éﬁﬂ@m&waowfg*%6% =R D

BUEMGEAGR T, AREFE—HEETAR ﬁ%ﬁ$ AR OFEFMESE BT &
38 ﬁ%kaﬁ ) @L%ﬁéhiéﬂ(ﬂ? RRERE] Lo, ) DfF

FRIEEFER T 2700, ¥ éﬂ@ﬁ&@tbnz%ﬁ%ﬁf%ofiﬁ%%GLPm
ﬁ%éhéﬁ%%%ﬁbtﬁﬁﬁ (LT TERESEG L PEARBRER) 2109, )
I LTIT O BMORED S b, BEEFBHERTTOREDFRICET MBS ED S
ZExHENET S,

2. REONE L2 5HBRIER OFmE
AEBRICL5FEL, EFREEGCLPEARBRERICH L TITI b0 L35, 2L

FIEL., UIRIE LEFRERIC OV T, FOEBEFHR L-EXNIRBRELESD

ERHRIFERR & EEESEG L PEARBRRR & 72T,
BEICITRICEBIT A RBRER SZ ST 5,

QO ERESORERTFEFSEIFETIRBRER Th- T, EFESRGC L PEARER
1T - el B e

Q@ ER#SOMSHRTARFFESZLTHIE T I#H5EF] 2 0v5,) hHoEE
ioT EFEEGG LPEARRETT-o=HBHR (KERUVEFEBEEOMERS

WS H BRI CREERMEROT-DORRT — & 28B4 U /- B s s

_%Eféﬁﬁﬁﬂ%%ﬁﬁc)

3. FEENERE
REFBHERA UIMIITEIE NS R E RS EHE CUT T 2vo,)
DRRERT ),

4. REOERK
FEIL, ROWTIUDITEETIHERITITI D LT 5,

O EREROAR, AREFE-TEEAR., BEEEEMEO%., TORERE
BEICRIERBRGC L PEHBRIISWT, 20OEFESEFRITANERLL L
EERLEEAEDHE,

@ HAEBUFEBE»OARFEORBHERICOVWTEBSEG LPEER T ERE
Bl E, 7212 L, BEREBHERIIOWVW T, YSEEObhTENOEE LT



SELNICEBEIC L OEEERG L PEAFAER TN IEEREENATho -5
B, XL 2 FLNITEEID iéE%%%GLPEA&ﬁE#ﬁbﬂﬁﬁF%#BT%
STBEITIE,. OB TiTiun,

@FDfl, GLPIZH-» TIThI-HBOEEE 4 B RERTALENRH LEE,

5. ALTDOFTE
FEEADICESBEOFSEXIZ ST, BEFT 5 HERONEITS L. B
EWBLDETS, |

FEFEAOREIFHEL., ROFIECRE>TT
(1) BEE~OWEDERIEH

EEXRLFARIZ. HoP LD, BEMERBHERORICH L CHER1ick®

DEEBAT B,
(2) AEDOAE
1) #ER., ROFEIZOWTITS,

AERNSRBMRO Y T b - = FEEICDE S EREREG L P~OEE RN
B (BEXIEEORBROEFEEG L PEARREOERSSTr)

2) MER. RAE LCROFEICEL 0479,

@

FERER OSBRAEE SR OMIE

Q@ HEBREHROKERUREEBOEMREOTER

@ REROEEHL~DIIAY _

@ HEEHEES, EERERES, HRBEEEZEOERRR, £57—% ERE
DFRFRIRE O

® (EHEMERIEE I OEERR IR OREE -

® WFENSEHBRIBIET—F, ERF O EERREEZSED SBREOES

3) AEDOHKR. BEXRHD LRDLNIHEITIE, %ﬁ%%%@%/fwmﬁﬁ

T —4 FOMOEEOEEERD B,

4) FAERTH, FEASFITSTRBERICH LT, BB T, 208 THE

BXERET >0 LT3,
Rl HEEEITHEAERIL, THTab0ET 5,

6. MEBREO®RE
FAEHIF L, ﬁﬁ@ﬁ%gomf ROFBREZEEFEBEGL PHEREREE
%ﬁfﬁk L\Eﬁﬁuuﬁﬁ L%ﬁzj—éo '

GEONSRCNC)

FEGSEARBIER 0L R OFTEH#
HEFERE

HEDEH

HESER OHEE
EBEELITBEOKRAL



AREMR OEFEESRG L PESHRNR
MEXZHRBOEFREERG L PESKR
FRERAT - e =R
e A ]

T DDV B EIE

SRCRCNSNCS)

7. REEROFM
(1) EFH5EGL PRMssE
1) EERLBERIIMNEING L, EEERGC L PRMMESEICH L, BEENERER
LIEEE#EERGL PHEERREZE S BESSORBEROEREEGL
Pﬁéﬁmtomfﬁﬁ%kbé%mkﬁéa
2) EFESEG L PRMESEY. EXEES &SEETIHT RO ESRIET FEET O
BEFOMOBEMFICL V#ERTS,
(2) EFEHEEGLPESRADOEMK S
EFEERG L PIMEEIL. ATEHS0HBRBRIC -, RBERICHTIT/ED
FERD DRRERNTHIBT U IR DOFEM X DIV ETT 5.
A EEEEGL PICEET D,
B : BT REFENH LD, YUEESI L IRBROGEEEICRIETRENT
BELELGHHEHOLOTHY, EFEFEBGLPICESTS,
FEC : EEEBRGLPIZESLE,
miZL, 4Q05E. UKERE %ﬂ#®E%%#GLPm®EA®¢ﬁ®$ﬁ
WV, RBREMBERICHTAERBREG L PESKROHEIIfTLRENLED LT 5,
(3) WEFARICETIHEBE»LOFEFOHRHA
1) BERESRGLPIMESHSICBITIFEBRORRE, AESSORBRRRIZOWT, 5
B XIGFHECIZEM T2 A RER D B L S 556, Bkt sElsy
WU, AENSRERORICS LEFOEBZRTLO LTS,
2)1) CHL., AENSOEBRERORIT., WEHFERRO®E, FEEICETS
SMAEERI ORI, TOMNXEIC LD LERHEET R TE S, 2B, B
EEEHREX. URERCOWT, SEIG CRERSORBREROE)» HEE
FRERDL LD LT B, :
(4) TETNEZFERHD LRBOONIGEOUERBRREDOER
EFREHFG L PEISZECB VT, ETREFERH I RO ONES. BEE
BESEFTETERIRENZORBER ORI L HEEBRE XS EFEORH
ERDLLDETS, |
(5) FHM
EAESGL PIMOSHIT, AECKR. (3) 2)0EREUHEEWRIC(4) @
HEHERREONET LR E 2. (2) OEFERGL PESRROFFMESITHHEL
FHE T b D ET B,



(6) FHERFOEERELERE~DEE
ERENRGL PIMASEIE. AT S0EBRESROESMSEG L PHEASKRIZES
HFHEHERICOWT, EEXALEEICEET 3,

8. EFMSGL PIHMISHOTEMBEREICE S HE
FEFEADIZESSFEEIZONTIE, FAELZITI LREEORFITE L, BEEDS b
DET B, |
AEFEAQIESSFEIL OV T, KD EBY L35,

(1) AEZEF LA EEEEICTI MR 2 BaT 5, Z0Hs, AR UZMES
CHEENELDICOWTIIERBEGLPICES TS5 %, THMEC LHUEShES
DIZDONWTIIEFRERG L PIIES LR2WERBMT A & ¢T3,

(2) XEF7(2) OFERBRIZOVT, FHEER 2 I LV HEANSRBRESOE TR
Mt 3, £, FAERNSERBERSIMC P HES R EESITE. YEERicRnT
TONTEERERGL PEARBICE SEER SN AR RS ERE R ETL
DHRBHLENT RS, BET B,

9. WEHIEE LIRS 0T

FEASRBIERS . AERCESWELES L, E. FECELEBORAD
DVEHERET LI EBPHALNE RSB, SHHABRERIIFEET (2) ©
KSR T, FHEC LHESNEZ LD L LTHET 5,



AR 1

m Jo

il
m

| EFEEG L PREAEEmENE
(At eRBER0E) B

BAEFBEEREMER

NEBFHEOEEICE ST ERSSROR LM T 5 IR O E0 L (F
W17 EEASBESES TR ~DOEA IS X, TROLBYEEZZHL =T,

1 EREABE
9 FENEREE
AR B

£ A Bb»b
F A BET



ARk 2

il
m

.m.]ain

EFEEEG L PEMFFIIE ST EHEERICHONT
(RESSHBREROE) B
EAXFBEEEERER

£ A B~ F R BCEESHEFEZEORRIZOVWT, EEESRORSNE
T 2 IEREERABOEROERE (L 1 7TEEASBESE 3 72 ~DBESHIC
DWCHMEToZER, TREOLBY LEHINFE LD GERZ N LED,

PER R

FTTEHR

A AT AR

RS

S

WET W

Bz






