;=??**': HATEROTOIE2 5
i T2 5%F7A1H

EMEFREEEER (B & K

il

EANBEERRLRAFEEHE
( Fl T B

/N A

S
)

B OIRB % £ L= FIC X D IERBEREHREICTOWT

H HIEBREERE L-HIC X AIRREVEASHREDOTIVICOWTIE,  [Hsz
ITBUE AN EE R EREBRAEBICT 216REVERAS®REICOWT  (FRk
164F 3 A30 AfHTEAFKE 0330001 FEEFHEERRLFRERH) . THDL
BREER LZEIC X 2RBREMVEASHREICOVWT]  (FRR254E 5 A15R T
HAEEFSILE O SEAYBEERRMAEETHRREMN, T EME
WHEEFEREA] V), ) HIZLVBHALTNWD L ZATY,

Sh%. IBBRBWERSHRE DERRTEZES, £OBREWITONWT, EfME
S EEEBARIRO—HE FTRO LB VLEL, BEOLBY 8 LEL
70T, BEETHERYEE, ERBEZSCH L TASWELEET X 5 HEERR
WET,

G

ENfEHsEERATIRT 3. (3) TERD LD IKKET 3,

B HBIEREERT AEL. WREEASHRE, SERERE R UHESSE
CONT, Y IR D R E Ao R T, BRICIRREREEE T L5
THE S R~FESN TV ABA IR ETER OEREZIT 52 L EST
EDBNHENICHE YR~ RESNITFETH D L BHERTELEA
X, BEETAHEEZEBLTELII RNV L, TOHE, BEOR TEY
CEHBEET B L L bIc, HOPUDBBRBOMEMIC [ THLIBREE
W LTrBIC L ARREIVERZEHEIZHOWVWT) (ERR254ET A 1 BRITEASE
EROT01EANEEASBE ERA S DEECHREEN HEI3. (3)
DL TEHDICONT, TORELERTS, | LRBTHZ L, 27



L. BOEREEH 2 8EM LZBRICBOWTHEAE LEEEWERZ W
Tik, BHINRF~BRETILERDZZLICEETS L, 2B, Z0ER
HIEL, HREICRIEERSER EEEREEORICRE TS LS. B
LIRBR & EiE T 5B I HEBMIT QOB EERDOBERRBR O L O EEITET
6éA($m9$EEéA%%v)%%%06%2ﬁ®ﬁﬁkﬁB%@%&
IETHDOTRWI EIIEET S L,



P
I BECHE-o TOEANREESE

1. BEICH o TOLBEHREREIE
(1) B—WERVE_HEUROEE
7 B RIFOER
Btk Tk, [ZAFES] MEEME T2,
MBIz T, E—80ZMARZET LEE, Bkl o NEREVERSHEER
H) OZAEERCESAEEIMESNEESNS, JOSRESIE RS
DOHEDCBICERBNEL 250 T, BEFICBVTEIICEETSZ L,
4 EIHAUKOER
EHAUBOBRECEL T, [RAES] MCE SRS SNEZAE
FEREEHTHZL,
¥, EEHRICESEERSHEOLERH B D L LT To BEITONT,
FOBOBMERIZLY ., EREFPBIEAEREDOLER RN o7 L PHHLE
BAIZOVWTHFOERETIZZEEL (WbWwd TBRTFHHRE] ) . [ZAE
5 WMICE BRI ESNTEZMBEEEZRRTHELBIC, ¥kl 64E3H30
HIEARE0330001 B EEFBEEERLF[REL MITEIEANERRERE
BRSBTS AIBREIERSREIZOWVWT] (BT TREEH] L), )
FIEERE 70 [EZ] MIRY THFLERCEOEAZERTIZ &, 28, —
B IRTTFHRE] 270 EFHICOVT, EORDEFRICIVEEREFRL 2o
AL, BB LTHET S, |

(2) MESEITONT

BESBIZOWTIRUTOERY L5, RYUTIEXFREHTIZ L,
H = ENBERGEREFI#E

1 =ENEBIEREFHRE

] =S ERYYEEFHRE

K =/ERIEREFHE

L =RBYEN RS

M=H5HE
N=4EiciiT s REFDOP I, ER, BEREOHEEHRS

BT =88%5IcB8i75 BT THE]

2. Me dDRADFERIZHOWVWT
CBIER - BREAZICOWTHE, ICHEREEAZEEAARER (Me dDRAS
J :Medical Dictionary for Regulatory Activities,/”J (AT THAZEHRMe dDR



Al W5, ) ) TRISTARABEEMTH LN TES, AKERMe d DR Al
FIEORIAL, EXNENS bELEDRAEERRT s, . AASEMMe d
DRANEHAZBELZzEHLZEAIE. AEAERMe dDRADNAN—V 3 v FEE%
[Version] MICE#FHT B L,

. EREEFISHREICRL TORER $ﬁ |

BREERERE 21T HEETIE. UTOACEETBZ L,

(1) TRt ow e
EREEASHECEVTIL., UTRESE TR HET2 2 L, 28, UFD
T, A, HIEBWT, BOIEBREPER L ESHREERL TV AROE bItREE
i L7= B 3T 5 IERBIERSHE OFREOIBHRILITIEBREEEEE L 25,

7 ERERERCERISN TV IEEERS LUK B,

4 TFRTEB] LT BEAL, BREREEOERBE LIIRTB, UIEK
XEOERE T 5, LEzisT, EEXEICL Y EREE~Bmsh i EEES
i3 BREBEEAEITSATOEL LS [FRTES] bOET 5,

v RREBESCERSh TV CH, BAR, RAFE, RESFEOREMAN
EHEAAL—BHLAVHOE [FRTERN] b0 ET5,

T ARBREFTOMEHET, IR, PEEENEOKBFRD— HMERLRFOLEDDIE
BAERS L CORVEAICHo T, ARBHEEHEECERSL TV ARES
&b PR R RT3,

* ABRHEPORE L AR OBRBERSN TN S HEOTAEOHNIT, &
BRHENEER CRBREREED S b, ARTHRENEECERSN TV EEE
%%mew%fa

b AREBERICBOTHRIBSRBELHELTEY ., YAk HOXRINCKT
Lt%é\%ﬁﬁ®ﬂ%ﬁ%iﬁ%ﬁﬁﬁﬁw%%%TE%Embtﬁ%%of\
TBRIMEE ) b ARPAEEEICH B X3,

(2) REER |
BREERSHE TN TE. BEBRIZSVTUTOLBYRIED bO LT 5,
7 HENEZRUALERYERLEEOHESREERETET S bOLSME, B
Extgeinsd,
® %@rmraor\%%xma%w%ﬁ%mcﬁﬁgﬁuﬂme@mﬁ_gd<
BOIHOVTIL, HOBRBRPERE LEENERBRETETE S LMW L b DI
MR L L2V, |

(3) Z=of, WREHWEASHREICETL2EHR
7 BECEATERBINTVWIERMLHTH> T, DOERBEERO—HMEREDOHFD
'tb@ﬁﬁ%%ﬁ*lﬁ%ﬁ%%ﬁ%éﬁﬁ%T“T%TL,%%5@@“%%%



SR HEEHETE L LRETOHAICRN T, BRUIHEONEICEES RIT
T LEZLNAREBEESENTHRSATWARA—RADERRICH LThsh:
BA. EbiC, S ERERELHEMBRICHRET S L, T0BE. REBRMA
ﬁ%ﬁ%lzmfﬂ@kkﬁéﬁﬁmﬁgjﬁmf%®MJ%@ﬁ#é &,

4 RBHRRHBERSOBHR

(7) NBEBOE(EDEEDOBH -

@ BIEHIRiTZ OHUT B 20 BEERER & F 2O FMISE L T 5 BRICB
T, BEEREEEL05 b, ABRABDEME L OB BREXNICRERE
FBERIIOVTRE, F—FE=F Y VI EELRRBEINTVBIHEIRY,
FERICEET3ES L LTHRERY, BE0EAREOTELIILAVESL L
T, BRRERBHN L T5, EEL, TOLOIREERGRICES Y X7 28
BEREDDEMRHS LT —FE=F ) U S ERARERS NI —F1E
CESHHM L EBAIIE, ERNICRET B,

@ WBBIEBHEZRHETIEBCUTONFLEDIELRIETE 2L, BB,
L DEFIIOWTHRRERSEELSICEHR SN TV BHEITIE, Ficx
Eh R B MBI,

1) YUBBREOEE (FTEISNIPEIHE. FHEE. ERRUIEI
1T B BRI
2) B LRBZERFEOBRE (BRNCTERTIHEROBEIT. BHEE, &
H A ZEHTER bE#RT 3, )
3) FRICEET3ES&E LTIRY # 5 FR 0K U B E R
4) SNEOHEILRE & FERRY FHE LTOEEAIIE. TONE
5) F—FE=XFY) VI EEADEE %
(4) EfRE LS CHA & e BRI X 2 BIFER OBl

O EWILAZEOERBHLS CRESSHERSNBR LEEERICOWTIL,
EEOBREREDORBLIILANES L LTTFOE OIERE EH L% L s
BEXVAL MEIBELER L OB TRY BEDELDICRY . HERSHN L
T35, 2L, ERREBESPTHTE ROESRRAE LBk,

@ BYERDICETIRHEEL LTTRONAZ TR L TERER L, S
FERV AV MIFECERICERT 5,

1) YBMHBROEE (TESNIPEISE. (EAMF. BENEUEC
Bif 2 HRERE)

2) X ERBZBRHEOME (ENTERTIHROBAT. BHEK. &
HEBXEEHTER bE#T 3, )
3)%%ﬁﬁ%@@ﬁamuﬂrﬁméﬂrmékﬁ&@ﬁﬁﬁm%ﬁﬁﬁ%
BT 55k

4) FBBMEOREI L LTRY & > FROMEH K OREFHEE DR

5) HEDHEILE L FAEERIRDE L TOEEAICIE, ZORE



B o i Y e
(7) B bWEE R L 0T 5 IAREBIER SRS ORERIMMIL, KA, @

HEBEONERHA D, KTREITEEES S VBT ILEE LR

THETOHMET S, 2L, UTOBEREAT 5. .

O HLEREZERLLEMTIBRETSATRTL, RTEEXRDIEEES
B L%, YRR 3ABRENI SEETOLBEAIT, EARMK
% RBEHELED) PEABYRETSETHAVERREREREEZRET
BET, EAURME (KBHBEELED) BNUBRS OBRBREERSHE 21T
5rElt B,

@ BLERPERLUICESTIBRRBTATRTL, RTEEIHIEES
B LTcth, FA—RAC X2 BBRES XM 1T5BAI. KICRIHT 5TA8RE
HBREZEHSETOMMIL, BRAREOBELERTIILRTED, Z0
BAICBV T, BREMPICNE LEBIHER - BREEMASOBEL. A%
HEORBLITLR, 2L, KICRET 3 MR EREORREHETEES

L EREEEESICEELEIONE LR KRS D L, :

T SETRAELUEFORE (B - BEXEISE - PRORBEE—HEEDK
bwﬁﬁ%a6%%Lt%ﬁﬂ%b&ﬁh&&6&w\ﬂ@f%ibtrm&%
<o)

BIrARENTWBREEGL EF—/ES THo T, &b D$I§®—%£E%®t&>®

BB BT ARFEO—MEREXREFO LD THo T, HOSMNETCRE

LSS (BLmHE2BR<, ) KoWTiE., CIOMSHBERER, KED

Me dWa t c KSR, TOMEFAONE, BENKRTE 3EFTERIN
TEBBIRM SN ABAICIE, RREMIEERS 8 ORHEEAFTEL TS,
EL., Z0BETho THREBEMESERES () © IHEE0ER] MR

[S%ORR ML T2 0MBEEES| MTTH LEHTI L,

* WETEBRRADEEICITO. £k, ﬁ&wﬁﬁﬁ%ﬁﬁfé%AT%of z
NENPERBEOH AT, TORREORSE CUIARBRARES) KT L,

%ﬁnxwr@m*ﬂ%%%ﬁ%%\ﬁm%%aurmwa% BB TS

Rox— REDRTIICEAT M) %, IEBBRRSTEEFCaI—FEORAIC [ RK
BEDO—B%4 ] ML CHETBIL,
Bl) TRBRRRAYEBABCICR L. AR FEIEX (—fR4A) RUSKEBHAEY (—
£B) ZRAVWTWAES
RABRBIEUC OV TOREIT MABC Al |\ REBHFARNICOVWTOHE

i%, M ABCBJ &L THET S,

o HOIEREERT5EIE. BRIEASHE. SAERBERERCHEREIZ OV
T, YIRS IR B IERE Mo RN T, BECRREREESIC X o> TRAYE~
WESN TV BB IHRETEROERETIT 52 VESTED bh BRI
BHUF~RESNETETHD I L PR TELEAL. BETIHELEBL



TELXZARVIE, ZOBA, AEOHTHEMICHERZHETIL LB, bb
A UHIBREOHEMIC [ [H bIRBREERE LEE L 3 EREWERSHREIC >\
Tl (FRR25E7 A 1 BT EAEER0IEA SEA S BEEERARSEELE
HEEM) BRI 3. (3) VEEUTEHDICONWT, ZORELEKT S, |
PEETAIE, EEL, BOBREERTAENERL LEBRICBVTRELE
BIERZICOWTIE, AN A~ ST ANER DS LICEETEZ L, 2B,
T OEEEE L, FRECEIEERASESR ZEREREEORCEETS LY,
B SEREPERT 2 ECEBEMNT O3 EEROBRRROEROLECET 54
& (TR OFEEARFHERE) H2650 6 H 2HORECMOEELRIETHOT
RWZELICEETAZE,
¥ BEERNTERINTVWIEER TH- T, PORRBFEO-HEELEHL L
TUHERL L HREL TIEREERT 54, RN T2ALBEREERLLY
LT AEL, EES 04028 2 EEICE S BRHIER. BROHEOLEEDE
. BBROBPIEORHENAROK T OBHOEIC, [EERR UMK O &
DR AERFEED— B 2 WEST 5 BERO—EOREITIZOVT] (FRE1 5858 1
5 BT EXEREF615017 FEAFBEEFFRER) IR L1104 ETCoHES
WIC, YHBRRIAREEHO—HEELEN L T5b0THS Z L BNHREICH IS
XHICRETHL L b, YUEHREOARESEREHTHZ &,
7 BERTICHBEGORY F
(7) EIVFRTELRY, HBVITERERE TICAKDOIHEHE

O RPUEATUHHREOR AT EREELICH LA TERVEAII,
ERTCHLYURBIERSORICETIE— 5%, SRMRETIRVERY |
HICHET D, BRMREZTLAVERIT MEE0ER) BicERTso L,

B, BRTICTHET3HACE. [RBRESEE) MICIBRHERS
CREBORSEELRREL. [TOMBEEES) MICHBEREO—RHLE.
BEEZOHKGLERL. EERFTL] MRS NEEMEO—BL] Hic
it IBBRESTERT— FEOMIZ B AN LTHRET S L,

@ ERERB. BRECIILDOThHoe I LAYEALLESIE, BEEIL
Bl RHEIRLCEMBELEITS = &,

@ ERMRE. HREICL 55O THho I LUK LRAR, SEHTx
BECZLZbDTHoEDVDYDE RTIFHE] #1752k, EBRE
EEMITRRRHLACERORELRITV., HREREAT [TREEIE
REHE) L UCYEERSEN 2 85T 5, ‘

B, HREOBERASHEL b-> THRED [TRITE3 BHERLIEL
220,

() BERFICHDENT, S—RBERICHBETHS Z L NTTIRHBALTNS

BE (ERBREFOZ)

TR EMII BRRESICERORE LTV, SHEIRERAR TR



HEWEMSRE) b LCKHEHERSEAERET 5, $i. RREEERIN
BEICLBLOTh L EMMEE <X VA Y MEFECERCERTS. £
DR SHEFONEZEBRET S DI BRBAMERRE A TLEREH
(%ﬁ%ﬁ[%@aﬁ%ﬁ%«wﬁm%)%%ﬁtfﬁ%?é:éﬁgibwo
Ee, SHBERUESHNRE L [TRGAIEASHE ] OBRBIEFIONTIR
BIEHBEE X VAV M EFECER~ERETH T L.

I IR 5BEOZHIcoVnT

1. ZfHCBE$ 2 —REERE
%ﬁkﬁwf\EB%&%%@LE%#B@%kﬁ\%Eﬁﬂ%ﬁﬁﬁéﬁwt%ﬁ
ik CUTF MEECLa@E) &vwi, ) ZHE1TS,
ZAHIEBIC BT AR OICRWTIT 2 130, BEZICX 5B/ EDZMN BIT I,

2. BAKEE
CBEcRVW T, FRL FROFRTOR3 03XV AR 5K 4 5 0 R TRMAETT 5,
BB, BNOBRBERUVEBRORFEEOEEL LY RAHEHF~NRRT DI, Fk
5EZbo TRAZEADDILELTEY, BOEREERLZENF% 5 RFLIRICH
EEZPRFHLIADMERD ZHEITIE. FRNCHBEZEM~DER LR T2V,
WEHRAICOWTIL, BOIEREZERLEOEBAFHEZOB L L, BEHRA
PEBEEA B I H 5B, TOBEEA LTS,
WBICRBIT 2RMABICOVTIL, BERD~KBLEBRIITO/FESA, BEEDOSH
| AR S REAZRMA LT 5,

3. BEBERCHBERORIEE R RS ONT
(1) RHEREE EE A
7 REES TR UMEERITEARCEAS L HRIET 3 2 L, BIRREADE
LTI, |
£ BET B XRE, BECET BRIV TIE, WEE L AR 2 MRS
Tk,
v s @‘E%zkzibtoﬂi UTFoRICBEINTZWN,
(7) $EOKE SiZ, ARTEERALLTEE,
() Fix, B, 17520, #HETHo&V EELZE,
4. BRIRE .
(1) BOWCZMAEIE BIK2BE) 2H2150T, QBﬁﬁéiﬁbtﬁmﬂikﬁb
THEFEZTEAL, BEELLCSHERZENICRINTAZ L,
(2) MERTT)HE, BIHE1 NHBEIEASREEER J&U@i%%ﬁbtﬂh%ﬁ



BEFNFN L TRERICERTE 2, £, BHOBICIEEMEC [ (8) 1AREIE
AEmE| 2RETERTI L, BREAHFOEICIIBEOETENEHRETD
STEREVEW, '

(3) ¥ NERBIEASHEREHEE) 0 [BAES) WCBREEBCRNES2M
BELTEET S, ZOZMNBERE_RBUBROREDRICTERILEL RDDT,
HOBREZEBLEHICRBWT, BEHICERTHZ L, £z, BEERZHIE
R LB E0BELLTIERZED 5 AUNIKE (EARBZERL) . [TAREIER
LHEVAR | OREDLDVHEATL, BWEFEX VA MEFECERICEAVED
BREVE, -

5. FAXBEDOTHW

BROTIEEZHEL TIRAFRICH o T, FANCEEEE X VA MiFEDS
EE~EEEE L F TR — @R FAXICL VAT A8, TOHE, UHKFAXT
EEEZBRERD L AT, BEERRBREETOI L, £, FAXBETOWTITHE
B~OHERBIZEDRNT L, BB, FAXREETIICHZ-> TR, BIEAFLT
WAESZBEEMIFFERNICRYEE2ER T L 2 bio. RRBAIEERXE 7.
BIRUVEL1IZ [FAXHE /MBBEE-RXVA L MEEELERSE] LHREL, F-
AXREETHZE,



