HAZEHRIZT01E21 5
K25 7TH1E

EHENREEEES (R) & K

BEAEFBEEERLFHFEETHRERE
«( & B % B )

HOIRRE FH L2 F I L S IEREWERSHMEIZ 2V T

B OB EE LEEIC X 5IBREERASHEOBIRIC OV T, [
TBIEAE R E RS RRSEEII R T 3 IREERS®REIC VT (E&
164F 3 B30H T ERBENIFELEFHEEERLEREM) . B85
BB R EHE LB X D RBREIERSHMEIC o\ T)  (FERk254E 5 A 158 1)
EARERIE I SELAYHEERARSEEEEREERM, UT (EME
WEETEBM | L), ) ZILLVBALTWE L ZATT,

A%, BBREERESHREOERRAELED, TORERWIZOWT, EfME
BHRETEBNIRO—HETEOLBIKEL, FHROLBY L VWELEL
DT, BETEREY, EREE%SICT LTRSS R 45 ) HEERE
VwWET, . |

#C

EREEREEFERAMNEL 3. (3) EROL S ITWET 5,

7 BOIRBREERTLERLR, RREEASHES. HEHERSERUHESRS
IZoWT, YRS RATFRE-/-BAT, RICKEBREREESEICLE-
THAISE~BE SN TV OIGREXIIRETEROERKEZZIT B2 EBEST
EDLNHENICHERY S~ RESNATETHD I EPERTEZES
i, BT AHEEREBLTELIZAARNW &, ZT0HE. MEORTED
WIEHREERET B L LLIT, HENUHEREDHZMIC [ THOEREE
ML 7-F i & DIRBRBIERESEEICOWT) (ER24ET B 1 BT THAESE
BRI ENFREFEHEEESMFETEHREREM I 3. (3).
HICFHETHEDIIDONWT, FORELER TS, | ¢R#BETDIE, 27

O 7oL
S
e
B

e
oo N fROE
[ AL




L. BOEREERTAHAEPER LEBRIZBWTELE LERERZIZOW
TiE, BFHEB~METOMLERH LI LIBRET LI L, B, ZOER
EIEY, WHBREICRIEMERE SR EEEREEBEORICEBN TS LS, B
LI E EH T 2B ICHREBHT QO 2 EELOBRRRBROERO LI
éA($ﬁ9$EE€A%%F)%%ﬁ@B%ZEQEEuHB%W%&
ETHLOTRNWI EICEET B I L,



Bl
I BEChHE->TOEAGAEEEER

1. MFCHE > TOLRLRERTE
(1) B—WFRUE_HALEDEE
7 OB -HRFOER
BBV TIE, [2M4EF5) M= T2 L,
BBV T, 8—8o0ZARET LR, Bl 0 NEREERSHERR
E| OZAFEEMCZAEERMFESAERSNID, TOZMNEFIE_SHE LR
DHEDEICEBRIBE L 22O T, WEFH IRV CEEICERT 52 L,
A4 ETHELBOTE ‘
FB_HMBELUBOBREICELTL, [ZMAES RCE -SRI 5 I ME
EEElTo o, | |
Ee, BEHEEIIESCEMERAESEREOMERHDZ LD L LTIT- &L oW T,
FDHOBNFRICK Y, BEEREPREREREDOLER -2 L BHA L
BEZOWTHEORBETZZLEL (W3 HMTHFHRE ) . (ZM4F
5 MBI E SN EEEEHT AL b, FR1I6%3A30
BIER 0330001 SAHEAEMHEEERERFHREN TIRSZITHIEN B RS E R
BIASHMIIT T A RBRRERSREICSVWT) (UT (BEEH] Lvnd, ) ©
AHERNE 7 0 S MR T3 ERGTOEBBEEZRERTHIZ L, 2B,
B THRFTFHRE] 21ToERMIZ2OWT, %@%@Fﬁkibﬁﬁﬁﬁ%ﬁk&o
eBEEE, e LTHET B,

(2) #Ez% iﬁh’)b\f .
WESGRIZOVWTHHUTOLEY L1565, BETIEIFRRHTHZ L,
= ENEYERE Bl L
=ENEHERERRE
=4\ EREYERE 5
SEEERERRE
=R ET e
M=TF5i#%&
" N=AEICiET 2 RESOPIE, FEIR, EESOHERE
NT=%#&8irs TRTFHs '

K

2. Me dDRADFHITOWT
CBIER c BRIMELASIZOWT., ICHERERAZBERILSER (Me dDRA S
J : Medical chtlonary for Regulatory Activities,” ] (ULF [BAERMe dDR



Akaba)) RIS T D HBERBMT 52 LA TE D, HARRM e d DR A

ORI, EFHRORbENZHABLEBRBRT S 2L, o, HAREEMe d
DRAWﬁﬁm ﬁﬁbtﬁum;EM%JWWedDRA®A~Va/%ﬁ%
Version! Micitdk3 5= &, '

3. MREHEHSHEIE L TOEEEE

EREWESHE 21T BAIL. DTOMICEETS DL,

(1) FRIMEDRIRT Y |
BREWERSHE RO T, UTCESE FRIRZHET5 2 &, 28, UFO

T, A, FIEBNT, BHBREERLESBREER L TV AMO N bHBREE

Wi L7 DT O TRREIVE R SR O F I ORI AR I SRS L 2 5,

7 EBREEEECEHSA TV AEEREN LHET S,

A [FRCED] LT BRI, EREEMEEOER B U< IIKET R, LER
TEROERE ET5, LEEnoT, EEXEC L EFEE BN ShiEESEE
i3, BRIMEEE ST SATCWARL LD TFRITES] b0t 5,

Y RREMESICERSR TV T, B, BAHEE, BAESTSOREMRN
%@Wﬁa;ﬁuﬁwﬁwir%mﬁ%@mj%@afa

T EBBEROSE T, BR, PEEINEORKREIE DR S H IO D 0
%ﬁ%ménfw&w%A IC o Tlt, AR %ﬂ%?kﬁﬁénfwéﬁi$
G & T 2 HIF 5,

& EBEFEROME L RA—RSOERNER SN TV 5BE 0T OB T, &
%$E§Mﬁ§&0%%%%5$®95 KRS ERE I ER STV B HE
s 5N B,

# aﬂ HBICBOTH BB ERRE LS L TEY., ik B ORRANICKT
L7384, FHHEO MBI RS 5 RROBRE TRERHE LB Z 55T,
%ﬁ%mgﬂmaﬁw RIS D B A5,

(2) HEFEF
TRBRBIEFERE I T, E%%W_owfukakD@Dmoﬁma#éo
7 OENESEROHOEREER L -EOEEDRAEEEETET A L0, ]
ExG LD,
A SENEFTh- T BEIBREDFRIEREDQEREES LN o OFHRICE S
H DT DN THE, a6%%%%%Lt$ﬁ@%%ﬁ%€if%éa#mbt%wﬁ
WETR E LAV

(3) Zofh, WREWERFHECHETIHFR
7 BRERTERISNTOVAERGTH-> T, MW ORBFEO—MERLEDOHFED
T OWBRE ZlH IS EDIRDERETATHRT L, ARFHO—NER



SR EEREEHTE L INETOBARBW T, BRUIRFEONAICHEE RIT
TEEZLNIHEEPENTHREN TV B A—MAIDOIELRICH L ThREhK
B, Ebi, SERERSEBENMBRICEET S I L, J0BE. BRBAT
EEE 1 20 DEBTAHBOME) Mo (Tof) B/RT5IL,
A BRI KR O TR
(7) HBEBOBEDEEOEH
@ HIERIEE OMAT 5 5D EE 28R 2 TR OTEHE & T 3 1BRICB
T, BEAEEFRSEDS b, FEREBOEE L ORNRERNICHE G
ERHIIONTHE, F—FE=F Y VI EREARRESNTWIBEAIBY.
RHRCESETAFRL LTREY, BFOBAHEOHNBELEILANESRE L
T, BASENRI LTS, 2L, 20X RAERBRICES Y A2 2
BRIEAS 0 B TTHEMES  B k F— 2 T= 2 ) L Y ERANER AT —# 1T
ESZHF UBAICIE, BEOPCRETI e, !
@ WBHREHEBRHERZRETIBICUTONER2ELCEL BTS2, B,
I B OREIC SV TRREMEESICHRRE STV BB, Fiicx

F2ER T D HEZ R,

1) HEEREOPRE (FEESNIPEENETHR, EARF. ERRUCSEIC
BT HHBRIE) ‘

2) WL ZDEMATWOME (BN THELET 5MBROEEIL. BHEE, /8
HHEXIEETFER bERT D, )

3) RECHEETIHES L LTRYE S EHR O R O ERE ORI
4) AEOBELE L EERRY R E LTV BBEIE, FORE
5) F—RE=H YV ISEREOREENE
(1) BB CHEE S IR X 2 BIER OBk
O EWHUALSOER BN CRIESESER S BE L EEHERIZ OV TR,
EEORBMEORBLIILEVESRL LTTHE LHBBRE Bl LIE L
BEYRVA Y MIEELER L OMTRY DL LDIRY . MRS L
T3, EEL, ENRERESPTFHTE2VESRRE LB,
@ WMORDIETARHEFE LTFREONELRELEXEE2ER L, B
| EECR VAL MIEELERRICEE TS,
1) YHAREOHE (FESNIPEUIHE. EAERE. BNEUSEI
B} D HRRRIRLE) ,
2) HELRAEBRHEOEE (ERNTERT 3RBROBAI. BHER &
HEXEEETER b5, )
3) BEMELR%OERHIUA CER S TW SRR ORIVER ORBUR
BT B R |
4) BEMEOIRA L UTHRY ) FR OB R U EFLE ORI
5) SEDHRMYRT L FELRY B E LTV BEEITE. ZONE



v IR OBER
(7) BOIEEEEELLEBT S RREVERSHE oS BRI, K, B8R
HEBEOPERYEE,»D, RTREVIPILFEES 2 VAR DIEEEL RN

THETOMME TS, EEL, LTFORALZERT 5. ,

O M bWHEBREER L mENTHORBERTSTRT L, KTREUIHERES
R L7t USRI ARRBHENE RS TR 5841, RANREE
# RRHEEEED) NEARERATEETHIVEBRTERERZRHT
HE T, SHRMEE ERBRBELEEED) PULRO OBRBREERSHRE LT
5Lkt B,

@ HbLBBREERLEEMMTOBRSTATHT L, KTEREX TP LHEES
B L%, AR X 5HERE3 EHETOHA. WICHEHT 3 1R5RE
EREL RS ETOMMIZ, BAREOREFERTBILNTES, Z0
PRV T, BRI LRI - BUERESISORET. BAHR
EORE LT LR, EE L, RICERET 28 ERECIRREMREED
TSR B | SRR P U L B e R S B Z b, :

T HETRELLEAORE (B - HEUIE  HROARFE-GEED
WOEEE H OEN LEENERE LT IER b2V, SETRE LIDEMER
<o) ‘ .

BECAR SN TV AERM LA Tho T, AREHAO—HETLEDHD
BB & EZHE P IARTED HEEELRFETOLOTH-> T, M oSETHRAE
LMoYy (BREERSZERL, ) 20T, C I OMS#iERE, kED
Me dWa t c h#ERR, ZOMERAONE., RBARERTE 3RFETHTHSN
EEEATRA SN BEAICE, REBINEERE 8 DRHAZENTEL TS,
L, Z0OBETHo THRETANEERES () o MMEBEOER] MET
(& oOxs ] MO [FoMBE3E%E) fliTEiRLgHTaZ &,

F HEIIBRBAT SIS, . BROERESHATIHETHo T, 4
NENBEREOBRAIE. FOFEREORSE CUIRBRKSTEE) 127D 2 L,

BERIZ BV CEPSRRRE 2 T BE, fHAESEL LTV SES. BRESHE
RPa— FEONICEAT M &, THEERESTERLa— FEO%AIC TRE
TRIEO— R4 ) FREBLTHRET S &, '

Bl) WMBRARATILEABCIIR L, FRFARRIEX (—#40) RUSIRFROHALEY (i

#B) EAVTVDIHE '
FAAFRIEXIZ OV T OHEIT M ABC A |, RARMHEYIC SOV TORE

X, [M_ABC_B) & LT#H&ET S,

B LEBREERTBE., RREEASRE, AERERSRUTHEREIC0
T, SHEEITR SRS M- i T, BRI HRBRRRMES I L - THREY R~
WA XN TV ABRAULRE PER QBB EZ T 5 R FESTED bk
B B~ RE SN TETHD I ERERTEHAN. EETIRELEBIEL

.



TELXARVI L, TOHE. MEOMTENIZEREZEETE L LbI. bb
2 U HIRRIE OWEMIC T T8 biaBkE il L8 X 3 BREWEREHE 51
T (ER254E 7 A 1 BT ERAFERI0SE21 5 EEFHEELREFREETH
BEEM) BRI Z. (3) AKESTBELOIOWT, ZOBREZERT 5, |
LEETBI L, L, B LIRS EERTBEREN LI BRICBOTRE L
BIHERZIC SV T, BHUR~BET A RESRH B - LICHETB L, 1285,
ZOEBEHE, HREICR S BIERSERE SREREEOEISEMTS LD,
B LB ET 5 FICEB T T3 ERLOERRBROEEOEECET 5%
4 (B 9 ERARDBEE) H250 6 % 2 HOREIMLPBERIETHOT
RN EICEEBETAZ L,
* BKENTERBRESNTOAERR THo T, PORBEEO—REELAMNL L
TUBEELEERIEL TR L BT 256, BYTHELRBREEML LD
ETHFEN. BES 0K 2E 2HEZELESRBREERE, BROHEOCERDE
Hi, B0 DR HECRROKT OEHOBIC, TREER UMK OHERH
DU A ETEE D — R 2 WIES B RO —EOWATICOWT) (ER1 5668 1
5 H{TEFEREFE0515017 FEALFHEEEREET) EHERX 110 4 ECORE
. SHRBARKREEO—HAEE N T b0 THD D & AHRECANS
YRS AL L bIC, YHEREORRESERB TS L,
7 ERTICHBEFAOTRY L
(7) BIfHTE Lz, DAV RERMRE CICBHEOI 2 EE
O Ui ETUBERE OBV HHERETHICH LA TERVEAITE,
BERTTbYMEMERZORBRICHET 35— 8, SHIREITRER &
ECHET S, ERMERETLRVERIT REF0ER] MiciiTaz L,
B, BERTRTHET ISR, THRESTRE) MiCibsitERe
KEMORSESEERL, [2OMBEEIEE Wi BES O—ROATH
BERSOHWHEEML, [EERHEL) MR FHEREO—RA | B
i1, BRSSPI — FEORIC (Bl #ANLTHETE T L,
@ ERMERG. BRECEIDbOTH-7oD EAUBE LS. BEEE
[B_; %MK L CEMBEZITS = &, |
@ EHRMERE. MEICLD b0 ThHo7oo LA LB ait, WEgEs
BRI XD LD THoEDVDY S TMTFTHRE] 2175 2 &, EEBE
EEMIE A SR RSB R ORI E T\, SRIGRES T THIRZEWE
F%®mE] & LT YHREIERSERNZ®ET 5,
Rl MBEOBEMSHES b THBRED (THTE5] BHEMLIRL
220, _
(1) BRTICHDEFT, B—HRERIIMBETHIZEBTTIZHHALTWS
Ba EPBBEROZ) | |
TEBREHEE T SRR IT I MO R 24TV, RSB MR THIR



HEWERE®RE] & UCUREWERSEAZRET D, i, MBREEEMTH
REIZLDLDThHhoTLBEWBFE R A Y MIFEEERICER T 5, £
O, BHEFAOHELILET 2 -OICREEMIERAZ AV TLELRSEE
(BRTREEMOBRLIBBRA~OXEE) &EFEICTERTDLHZ EBEE LV,
Fio, TEERESESHE U TTRBRFERASEHRE ] OBHEZIZ OV T
RIEHEEE < XA MIEELERA~EERTH I L,

I #HEcB3gEOZFZHONT

—

| RAICET 5 RIHE |
BT, B BIRIRE Tl L 7o 0 b OB, BRERABHERRE F 1 B
kD QT TREEKCESEE] LD, ) EMETD.

FHITHACE T BB RSB TT 5 150, BRESIC L 5 BEOEM LT

2. EATEFRISE

BRRICBW TR, REL. FREOFHORF3 04 KD F % 514 5 0 E TRMAEIT S,
BB, THOEERUEESOEFEOEEY L) R BEE~EETH DI, TH
5P Lo TRAXMDDI L L L TR, B LIRRE I L7283 51% 5 BRI H
HESEFLIADKLEN S DHE T, EFANTHEHERZ 3~ OmERE RV,

BRI OWTIE, BORBEFER L EFOERAFTEEZ0A E L, S@EHRE
PEEEEABICHIZDEEIE. TOBEEB LT D,

BT R T IZM BT VTR, BEEN~FE LB TOFEE, BXE0%
BB AZHAEZMNA LT 5,

3. EBEROHE R ORISR G FIEZI ST
(1) BHEBEROBE S
7 REEM TR LRI E AR UBIAS 1 BIRINT 5 C &, BIRREARDS
LTy,
4 BEY B MR, BT B M RERICOWTIE, @ L RN 2 BT
BT &,
v HEEORRIC BT, UTOAICEESREL,
(7) EOKRESIT, AATSEKAL LTI L,
() Fi3, B, A5 FRAN, BETHoEY LB L,

4. ZHBIES

(1) BRIZEAAEE GIEK22R) 2EL5207T, B HEREERE LS T8SCEL
THEREHEZFEAL, RiEELLCZAEEEENICRHET A2 &,

(2) HEZTOIHE. A1 TEREERASREEER) RUCHF LG LICR{EMAE



BEENZh 1 BRBICRET2 - L, 2k, RHOBCIEEE T (8) REE1E
REHE 2RFTRETS 2L, BEEAHEOERICIMEEOETEOATHETH
CEE VY, '

(3) MR NAREFHESHEERE; @ SHES MCRSSHEICSMHES 2
HELTEETD, ZOZMERFIEHELBROFREORICHEESNBELRDEOT,
BLEE N LI BWT, BYCEET S D b, . BEESS A XIE
ELASAOBBELMBIER 22D 5 AU (TRRAZKR) . [TEREIER
SHEEEE | OEERRVEAE, BEEERX YA Y MIEELERICEVED
BEFUE Y,

5. FAX#EORH#K |

EROPIEEVNELTIREBFRIZIH- T, FAICHEEE RV A v MEEEL
ER~EFES LI L TE L FAXICRVEAT S L, T0HE, BEFAXE
EREZHER LARTH, BRERRREEZITIZ L, £, FAXEEZOWTIEH#
BAOEEERIC SN L, BB, FAXERETAChE-TiE. BEAFELT
wé%ﬁ%%ﬁﬁﬂ%ﬁ%ﬁkﬁ%ﬁﬁ%ﬁﬁ?ékk%m‘%Eﬁﬁ%ﬁ%ﬁ%7\
BORUE L 112 [FAXHE MHBEEvR2 YAV M BEECERSG) SWEL, F
AXHFETDZ L, '



