‘3

A - AaERICBE T D BRI b ERE~DOUIN B R WBITERIRE L 35
il BE R AR 2D T

FAEFRICRB T D H ERH BT 2 Rats
XL OHIT

[FRAR IR 31T 2 Hil EERO P22 BT~ D T ) IR W TR, PRk 21 R
(ERFEERIZ 1T 2 B A - f#k 2 =B - MR E R o F i 2o C
FOEMLELE L) F L, R 22 I,

[HAERICS SO LWHIEZ EH T 5720, B & ML 0@,
FEf& « A - g - a7 ERBROEWERNE X e’ b BATOESIEC
Ehbivd Z &R, BRIRMZE B FEHIEA~DUINE 22 WBATZ e & T 5
W72 H ERRAL A ] ZRHEEE L CORNCDIZ Y dEmmafT> T 7z,

Rt & LT, BUTOEFEOHEIORNR TH S, [HLFETORE] Oft
Pz, EREMIAOE =FNMUMET 256 T, o, B - AR
HsRHLAL &b —ELL B - SRR TY 2475 b0 & Lz,

T, BUTOIEFEE, EFRIEL WS ZBUTOEGIEIC & D bivd I H g
AT DOWTIRFTT 5720, Bita TO BRI b,

O A Z2MEOFE, BEEOH Y FIZONT
—  fEBIE B OEGREFA - HIRE L xR LE)
— ATBDAEBEELIT O &)

O HBEom G2 REICERET D HKICONT

— BRI G OBE - FHERIZ DN T

— MERHFFHODHY N

—  ERRFSE - JRR(EHESR

— FEOBHEA - Eom b Sl OFEE O IS

—  ZOMMEEIFI
ZHRODICERL TV Z & L,

et Tix, 21 FERIITONBARERSROWME . BEEEE, Ris
AT == WSS RS FRBRFFEREA OIS T Y T ET,
HwimatTo CE T,

SR, MEIETORmE B E 2. A - ZeMEORHE, HEHOHY F, B
DOE WL 2GR IZBIR T 2 HRICOWTIRE L L TED £ L D7D THET
Do

¥, BAE - MRERICET DA - BRI AEA S TE®ATEY | REE
RTORRA RER O E 2, 5l ENIOEREZINE, FHMT 5 &I,
AR EDOIREDORBELLED 740 —T v 7T E2ITH ZENMETH D,

F- 21 FEO TEFEERIZIIT 2 BEMIE - fBfkE A2 HBAE - MifuEED
FEHEIZOWT) OF T, FAER - MiEEEiToL@EN 2 FEE LT, EF
BN T REEHZ LD E LD TEY, 2OV THEEFEEML T
W ZERMETH D,



1) REBOIBFOMHMOBEE X IFEZ By L LT, Ml - Mo A7 0858, M -
MR OIS 2 BE) & U7 S8AVLEE, AW ag R, FEM - #RkR S & DFLA
BOENTE s TR EF L Z &,



HR

1. B ZeMEofMh, EEOH Y HFiZonT P4
2. BOFHWRLE ZFUEIZBFE 9 5 T RIZOWT P5
(1) BHZSHIHINS O PMDA IZ X 58S - fHkEIEZ DAIR  P5
(2) HEZREARFFEOHY P6
(3) BRIRWESE - IRBRIEEER P7
(4) FBAEOTE - BEom b, sEHmofE#H O R LA P9
1) fEER - BEOTEL - Eom b P9
2) FHMmEEEt - FEUEEOIERL - BIRRAL P10
3) BELEDPRRO TLRWEIRN « B DR
IZOWTDOEZXTF P10
(5) BAFZIZIZHOWT P11
1) b EmAERERN - BEEES (—7 72 KT v 7 -
TINA R) DOFEE B D e dk 708 P11
2) NUF v — I P12
(6) FOMMIEI2HIH P12
1) EAEEIY R L OEE P12
2) BfrEs L ol P12

3) Z i P13



1. Btk Zeoii, FHEOH Y FIZoOWNT

O BCK T, B4 - fifaEEs S Ic oW T, EEEEAOE = nsl i
LA, BHE - [N B sRELG & ¢, SRR EEICE S X BRI
K DEBIAGRN TN TR Y KETIXAEWEIA] (biologics) MIX[EFA:
¢ LT, EUTHREXSO—oDh Ty —L LTHEISA TV,

O ABRFETIE, B4 - MREER IOV T, FERLE B ORREESLE S
KRB EDNE Sy, BERIGAIIITEN 2D OKGREAESFEZIT O X&)
WZOWTiEmEIT o7,

O #MlEOMITIZXY, TEariinl 3R 2ME 24 L, B Ml kil
MTCHS THUE TRICAET 2 27, WEO—EMED Y R 7 NS
HZ D, G HEIKRBEESCZE SRR ETEIT I REZ LWV BERBK
BThHhoT,

O —FH7T, B4 - lREFELLO Y HEHiRE RSO TIc o0, [
RSB RERER AW E B X bR D 2 &, ERiINEE OIRRESE 772
MLEMTEE TITONAERTH DL Z LD, EREOES 8 E5~HIn
TEZBML, EREOHNTHEZEET D, UL, EFEOMRN TEHE, -
PEHRERS SIS LT fiT=e 7 2 — 2 AR L, 3 T HEERRBRICB W T
B CLAMEMFEN TE 7 GG RTEAARZ TV, ML e 2%
AT HHIEE L, TORICEZRT = v 7 2 +0IAT 5 Kl & & Tid
WrkOERbH SN,

O  ZHUTHK L., B MR b sk i 134 4 C [RIRE A b Sk i f KRR & v o B
HIEL D A NV AEGE O S22 FRTIE 72 < B OB SRR Th - T [RIFEH
fa p SR8 & [FRRIC . b B IS et AMES 2o v v RS #im
THZLENNETHD, RIENEZ > THE TITBVLO T, FHRNIHER T
X LIIMR T ANENDH D, EEITA L MR LIXKRTRE T, MEOH
Shik « e 2 WDNCHEIET REDNEE ZTSE. A EICAT B KGR
BATHZENNE, LOFERNHINT,

O InbLoiEmaslE 2, ARSI, BAEICKT 24 - i E R
SL DA « RO, FEICOWTIE, B Ok R R
HSRELG & b, M B EICITEIC L KGR A., BEMNKRENLETHDH Z &
e LTz,

O fEplfh BEICHE, et AL iR L, kg 0% exR &k OvliE
B - WEEBEZATEDMT O R L, B LWERRO FIZIT 9 H, FHFE
D FTIT I MITONWT, S B EICITEIC XD AR K OV E 2R R 21T 5 ST H
ITOEFRICEDHFRRERUTHD Z LD, HEIEDOFTITH 2 &N
LS &Rl L7z,

72k, BUTOIREIRITHA - laEFE2EE L CB63, BoMiamko
A - EREGORBE 21T Z L IETERVWEOER b SN,
O  F7=. FHEEAT O BEBIC DT, IS TEOE N B 3K R RS R A A (DL
4




T IPMDA] &9 ,) USAOKREZ S HRELEDER S H SN, Hilz
ISR FRIE RRALT D T L IAHIEE R, HOMR R EEE R D EBENT
1372< . PMDA OFAE - HREOEOM L2 #ED TN RE & LT,

O 7pd, BCOHRME, FFEEMEMSIEZ, Tt MiaEkD Y A LA
LEOREGER T OFN, FHORETRRLZ NG, ZRETH, TE N (B
C.)  F M AR ORERE 2 00 T U 72 RS X R A a8 0 R I OV 2 VE O e £
[ZOWT Y, Te b (AIFE) H A -ORRE 2 00 T U 7= R 30 S R g
pn'E M 2B DFERIZHOWT ) FEDE#HEZDOHRICE V5T 57 DR
WNEIToT&ETe, o, ML 25RE, TOEEMER LI, FERHR
mORHMEZR E B RS s, IETYH, IR EEEIRIEEE (E
JE ORI IEE ML S — b, A LR s — b AN — B,
BAfRE FA) R EZRERLTELE ZATH D,

Z O, BEFEFEICOWTIE, B O HMRE, R M a7 &
DIEFEV, K HIEOBEWNC LV ERNCHET T Z ENRMETHD (2. (4)
2) ),

2. BEoEmWRLG 2 RERICEET S HERIZOWVT

O BAEEEOWLRWEBULOT-D, STGHEFEAE. BABE . BRFEESL
(X, SCHARME DB T 2 AR R AT I B 9 2 SR e 2 et 5 5 . R E
EBEDHAEEROFEZBULZ L2 HEELEZWET L, BATHE N HERE
DR TEDOHEREZIT O Lo To, FAVNHE THIET 2 [HAEEEDHE
BUbNA T = A | AR 23 EEICTREIEVIAALTZE L ZATH D, Z1HT
0. 3ENHERANC K IEE ET D Z LN AT REZ A A RESE L RS
D OERRFIEA~D Y — AL A ORE e BITE e L 75 2 & T, FAEK
EZOVHLRIEBUTHZEEZHIBELTEBY., 260 AEZEEREIZED D
ZEMEETHD,

O ABmpta<i, MEONE, Zet, AR L oo, LEARREN
HUHITPHFE SN D T ORI EELIE, SRR EOHFRIZOW TR EZED -,

(1) BEFEM#IA S D PMDA I L B80S - FEERHIE DAIR

O  E - MlIRFERLG OB O RIS, TN E CIIAFZEE 2 28 L CfT
bihd Z En%<, WE, FERKRRERZR E 2T, e Mipflilaz AV 2 R
WFZEIC B3 2 Fadt) (TS < MR &% CHRRMIZE M TN D, £ Dtk ol
b PRS2 D RIS HE D 2 7o DT IR, ARG S 24 5 Bk 4/ & B R o
BEBEMN D BB T — X ZOWVWTHBE L TW ZENFHATH D, BED
PMDA OFHFRTIZZD X 5 AR AR E L2 b DITFE T BT,

O KBCKTIE, BHAD X O ITERRAZE, 1BBROXBINE | BRI D B>
SITEIC K DR FEN TSI NTRBY . E72MkE - 77 B AEEND,

5




BAFE I & o THRDZ T T WERRA D 72 STV 5,

- FDA (Food and Drug Administration) : pre-IND (Investigational New
Drug) fH#. pre-IDE (Investigational Device Exemption) FH# (£}
EMA (European Medicines Agency) : H/NME3E, Sz i B 1 2 7%
BRG] (A, . S5E T b2 2 Fi)

- PEI (Paul Ehrlich Institute) : 1 / X—3 3 47 4 A TOR

O FAEIZBWTY, H4 - MilaER R OB ¥ 2 et 3 5 72D 1213, PMDA
DAL DBHFE A D BB D~ 6 BHRF 6 L, EFIETORGRICHERT — 4
DHIFHZ ZOTFRFELITO 2 &, Elo, FrICHAE - MuERE S OB
TIX, BRI IEE N T v —RENHEHDDL Z ENZN T &b,
IR ECN T v —REPFH LT WV I ITHREIZZSRETH I &%
DETHDL xR LT,

O AEFRFHEOLEE X, EAFBHE TR 28 FETHRERICOLVIAEN-HKE
HRIRAHRR 2 FEML L, ZOTFHEMND Z EREHETH S,

O FEFERIKAHR TIX, BUEOMERE B TIThl TV D iE - ZeVEICEET 5
FHIZIF TR, BRoTa ha—LroERLEDLDYETITOZ . £,
PMDA 3R & AT T2 2 DR VEERED & . BRI 2 HMFRICE LA KD,
S CHET 256815, s, PMDA, BRI 28 OEMAFNEE LT
i L. FHIR OB HFEIIRICERAD —H L 2WAIZZE OB ZFLE T A E L
T, BAfRFOEED ETEKT 5,

A - MREREGICE L CEEMERRON DG ENEE SN D, Mk
(27> T e B MZEN PMDA OREAFDOHMERICE ENTWRWEEIE,
TR HMEELZBINT 22806 MHETHDL (2. (6) 2) 2H) .
B, HMZENHEUIGEHINDG L), NELINLIHEMEEZBE L, Fli
FERAZOWCEME AR T2 Z ENEETH D,

o, TRRO XD ICHER BN FEFEBAHRIC L VB2 8 & D
B, AL—=ZARERTOND Lo BAGEHE ITFEFERIEMHERIC OV TO
JEHI . MR R EE e L & KR ERIR AR FE O E O M ZE AWM 23 4 U
WED FRICHETRE TH D,

(2) RHFEOHY H

O A - MIfLEER IR D MERPFEIL, FR 11 FELVEAINTHETH
D ASITEN R OMIRD - A R U7/ L5 - ARaie R o Sk
IRAEIRITKG L, 2O X5 RIBIFREINICFIH S5 A SZEW) R o fifa -
AR AN T U2 B - EREESROMER O 2R T 2L
LTW5a, BIEEETIZ, 133 HGESIL, 2095 8RR I TN D,

O WEETIE, BRI HTZ > TOMET — X |ZOWTHEHIMM EHiET 5 2
ENTEDLHEDOAY v EBRBHDH—J7 T, IRBRBMGIZI VR FER A TT —
X DORENFER SN2 G, B2 T — X BUSICRER2N 0000 | BT AN B AE

6




TLEOREN RS T\ D,

O Fi, WEBEIIFCRIZITZVWHAMAEOFIETH Y . Bk TIEEIZIRR
([ZHENE O FEFIHR CRIES AL T D,

O HWERHFBITHOWTIE,

- I EEEONEE & bREE U CRRBR S ERE L, BIREZR U R Z IO\ Tt Al BE &
TpoTWhHZ b
e b (HC) HRHBoRRE 2 00 T U 7= S ST E s 2 0 S e O
TEMEOHERIZOWT, Te b ([FfE) HRHIRECRAE 2 0 T U7z =35
XX ERE RS O B & LR ORERIZ OV T FEOREHPEf ST
TWnHZ &

- REERISFERE O R CRFEAI G EIT O 2 & T, MEERHFE TIThIL T
WD E, BEVEORERIZOWT, BT R VBN ORI R 2R LT
ETCEONTET X OMEREITO /0L, BBl L LTEEMT 5 Z & 23 AlHEE
nHZ kL

MW 2 T MERHEEHIEE IS OWTIREELE L, REMIARRIC A5 2 &

Y TH D,

O  JBRBRBALBICIAT RS 2N R H SBT3 R 2 < TR EH AR D H LD
o, BRI E TICHE L SNDT —FFHITHONT, b < EEIKHHE
RETEA L CHINCHER L TR X IimeER & Thd, T, A
BRIE DB T — 2 ERA R LTV LG EITRRERPBO bN2NnZ & b d
LoD THMTRETH D, 2B, IBREOFHEIZ30 HE Lo TWDHR, K
WA SFER A C D X9 RGa1E. ITBHEREDMRA T DB ORI
HVEEE B EIC, FEWTEE ICOWTETTUTMZ 57 E Ot s BTl
RWIrEDER B I,

O F7o. IBBRATOME L O ZE2EOHERIZOWTIE, RADOU A ZFHIZE DL
OB ENEETHY | FEFEIKMHR IO TH, RBOERE.,
BHZE & Wik L o0l xHE T RE TH 5,

(3) ERIRHTZE - TEBR{EHER
O fEBI5HE OfAME, ZeME2FHIT 272010k, BRRRT — & 1I3MHAT
bV ERRMIE, JRBROMRENEZETH D,

O FEHEITIBWTIE, BRRMITIZIE, MFEEFEONEICIG U T e Mpfiia
Z WS EEIRAFZEIC B3 2458 . TERIRAFZEICEE T 2 mBRfast | FE oA fadt
2510 FH AL, {RBRICIXIEIE G - AR O R O S2hE D 27 (GCP : Good
Clinical Practice) 2iH &5, GCP Tid, ARRHFEOEEE LTRSS
RPFHESNDZ s, FE=XV T B, T—XORERERE. 7
— X OEFEMEOHERICET 2HREN LV EE Lo TV D,

O BCKTIIERDIEO X 5 ZBFRAE L1850 XA 7e <. Al E U TR

BRIZIE GCP MM ST D, £72. GCP xR D ERKFABR AN /I HEZ: & 9 12,
7




= AR BRI O B PR SBR E R 23 B i S Av, 72, BEIFEEEAM O xR v FU—
772 8T, BEREER O JE 72 & B T IOV T O SRR, WFEE
MFEFELTND,

O ENEIZBWTT X TOKRMEICHLGCPEZEAL TXEI»MEVIER
b & DD, BUR TIEECK & RERIZIF A~ T OERKRIIIEC GCP Z@E 42 0
T <, ERIRMIZE - IRBROFFEZ BN L ODOED L Z LR TH L &
DfefE b 72 STz,

O ENEIZBWTITHA - M EREE SO IIMEE BETIThh 56
ML, ENHOT —F & AlRE7R R D BHNCAKGRHFEEIZIEH L T 7291,
BAFEDITMME, AR DNE £ o 7o B~ O EATFEVEER TI1T 5 Z & 38Ry
Tho, BURTIE, EREREOFEMAKH DA+, BHAEDIRKRENEOR
R B D03, FEREFFE R O RHIR AR E , IR oRE, 7o b o — ARk,
T — 2 EHER, IBBHHREOE N MBI T 5FOE. S HIZIINEE D
PEFEATO Z & T, EMFEERBENEIIEHSIND Z ERVLETH D,

O R TH->Th, RROFHORS: (REEK) &1 2121, mEEE
MR OE —FHIC L DT =y I BRMELRY | —EORFME, 7 —FDfF
FEMENHLR SN D, E DT DEFRIFZEITE RN & E R £ 72 13RI T
L. @EEFRITESCPIIERICBIT T2 Z LN EEND, HAZ IR T2
WEITO ZEMEETHY, MEERKOT —ZIZOWTH, SIS RS
ZHIA L CRABFICRB T DE ST 2 B O IIC L, 0072 BRI
DT HRETH D,

O  SCHEFE TR 23 FE TRRICBW T, TEE LMFZEIER > U —
s7ar T A BHETLZEE LTS, 2E 7 FTOKTFE DI
12, GCP IZHEHL L 7= BRIRIFZE 21T 5 7o Dl 2%+ 2 & & b, %
RAEZ. EMEEOBRRILEEERE U TR L EET 52 L1280,
VBT — 2 2 L BSRIICINET 272 L, AARROEIRMS « EFRELS
LEOMHRBHF E BT,

O JBAETEE T, RIS TRRREER 2 5 L. A ARFOFFHI R E
L - EREESRAAIN T2 2 2 BIE L, TR - PRERAERIREURIL RO 5
¥ Tk, B - BRSPS O SR 21T O 12, PRk 23 FE TR
RICEVIAALTZE ZATHY , FHEOMERFERN RO OND,

O FEAEO GCP [ TEEEMIZHFI v/ ICH-GCP (ICH : International
Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human Use) (ZE2SWTW5A, L L7gd 5% Di#E
B OWTIIRCK L LR TEERZWEOER L B 5, EAF@E TITZ
NETH NEROH Y HICHET2MmEamEE] CFk 19 4) F2iE R,
RREROHEDRE L2 EZDHRELX > TE T, Sk L bIRROFEMIR
x>0, HERBELRFI L TV ZENRLETH D,

O EREOEFRMIE, TERICEZNRZIMLT < b L), IBRICKT 2 E

8



F OB N HERICEPLETH D, BAEFEE T, BF - ERIZHT
% ERRAFSE - 1RBR O &6 & | BRIRMESE - 16BRICBE T 2 152 s
Lz, BE - ERA~DHFRZHEDOTZDDOR—Z LY A & L THEME GR
B 1EEmsE (Japan Primary Registries Network) Z 44895 72 & O
HEATHCTET, BRI - TR OEWMEZ R L, #BRERGE & 2 0-EN
RSN D LD, FIEE INOORHAZED TS ZENEETH D,
O Fio, BRI BRTIIA 7+ — LA Rarvter NRAKETH D, #HY)
AT AL Ry bBMTOIND KD BRIRNZETRBRIKREE XL FE
AT, MERTERAY ERRERE . HREIIRIT LI EDNATH D,

(4) EEOBRF - Eom b, FHh0ESH OHMEILE
1) % - FEEORHE - BEoM. b

O & Iunidisa X B KGRI 72001215, MK - JBEKHI O Fe Tk n
VETH 5, PMDA TP 19 FFICHA - MERMNGSSEORE LMY T 5
EMREFARS AR L. KRG OE(L AT > CTE 722N, 5] &t & FKFHK
kAT, MHRIKE . BEERBORERILEZIT> TV ZENRUETH
%,

O  BHAE - MRRERELIIIEH 7 RENS AN | Fi- R EENFH &
N0 325728, NBEOIFKZT TR, fMEICHZ2FBEE D AMBERD
HETH D, FDA TIIEHHINTEZEET 22O ORI OHHE LIV AS, B
BRI BTV, BIERS TR ST 5 72 I X0 S Bl ~ o xfii
o> T, PMDA I, & B OE PR ~OSINEIC XV o5k
MAEAEIE L7720 | AlRE/e i CRMAI R EFZE DO NFRMICLD, XU T v
—h¥EEEGODREEORBALGO ) o EHER L0570, HHEFEE
ERFEZL TN RETHD,

O 4 - MREEEREIZOWTIE, KETITAEDRAIS 5 W IXEREES, EU
TIREERO—ZFE L THBI SN TS, BNETIEEKEEREEDE 2 FH
W2 L0 EIESDEFRESICDE L THEIL TS, L L s®iic k-
TIXERS, ERERICOETIZENBS ThVWbob b5, KETIEE
D=, aryex—yary7ai s R (Office of Combination Products)
Zak . BAFEHIH OB B BT E OROIZIG UTEHE S, AR, =&
BEER O, FEMY X —OREEITV., TOH%ROBIE, ik, FEN
HRINATZ D LD BRLA TV D, el B O X —I2E =B 55513,
YT — | OBRT D 2=, FE. BEICHT--T
W5, BAEIZBWTH, S%OBBEEET 572012, BRI O R
SAFICOWTHREZ T AMEEBEOORBEERFTRETH D,

O F7-. HHE - BEOTHE - —E R0 EO7=DIT, BRI 0 545 B
FEALTIELWEWI ER L H S, PMDA 134K - BEOMHEL « Y—

B A BICHE R 558 %2 L TS BERDH 5,
9




2) FHiitE#t - XL DIER - AR

O A - M ERRE IR E RO EIE 0 — A bk gs B L 1382 0 |
L, RN, AMEICOWTEEF O REHECRIE 2 24 Tl 5 2 L 3R EE e
BEND D, TOEDHZIE, BB SRR R R & o
TR E 7o D HIRR OE N, FZJE - AN - iR - SRR E IR OE W & I
FARNE, A - HRRERRS ORE S BB L2 FHlEE, et - D
AL DT D,

O EATEHETIIINAETH, WE - ZeMORETIL, Te b (BQ) Hk
RSO 22 0 T U 72 PR SR S R SR O B K V2 M D FEIR IO
T, Te b (FIFE) FHRAMAR-ORLRR 2 00 T U 72 5 35 5 ST R O B M
OZRVEDRERIZOWT ) R E RS (FEE O HETE % H
Al — N, AR — N ABENERME S — b BEEIRE EE) 72
ERAER L T&E T, FHlifasE - REEOERIZ LV -G OMNE - Bl
DNWTEZFEZHLNITHZ N, FARHEBEOREICHLETHI END,
ES. iPS flfa k72 & OJFRE 72 MR, EARMEZ E RS IS C
7. FHEFEEHE DOIER 2 TUEICHED TV 2 ENXMETH D, B, s
BF - BELSOBRICH - > T, FOWRE TOFRMOMESZ2 Rk L= & FHY
RIIZIASE, F—ANRA, F—ATEIRIZHINT DI EBMETH 5,

3) BEEP D THORVWERS - BREHEOFEEICIOVWTOEZS

O RETIIHSREEED 4 T ALLTOEBEEBIHTOWT, BRI R
#tubr#E (HDE : Humanitarian use Device Exemption) 3% %, Z D
T, FTHFFICES T NEME M ERER (HUD : Humanitarian Use
Device) & L CHRELZT, NERT —ZINENR R S -% . HDE KRBEA
IZBWTIE, tOERIESCEREGRN 2N &, REHERH L WITEKRZRY
A7 NETT, PRI SE4E (Probable Benefit) 73 U A 7 & LAl % & ] &
NoH%aE. AoEoZEMS (B L2 GER 3 2 B 70912 i 52 72 iR R Br
(scientifically valid clinical investigations) fE¥) 23ufrIN 5, 78, &
B ILIEBRHEAZ B S (IRB: Institutional Review Board) @ & % Jiizk ¢ IRB
DIKFBNVE T2 EOHIRD B 5,

O  #HAETIX HDE & W5 HIEE X202y, KEICHE W T HDE THGR &7z
[Fl— D EFREEER L BMOBRARRES BEELITo 7R H 572, AAREN
TORRKABRTT Tl < | 1 T ORG-S OO TR, iz o
LRI EERE LT, VAT 4 v FOYBIEITV, KROAE %
WRIELTWND,

O A - HifuERRS T, SREEEDPMO THLR N DNRLNEEZX L
N5 et BERNPED TOnEIEN - REEGRICOVWTHEAEDS 2
FEUTOL S IZEHE LT,

10



BEEPBD THORVWERSR «- BRESOFEEICOVWTDE RS

O FEFEBICBW TEELOCERERT. TOERICEII_XXT7 0y bR AT % |
2 &M SN DEAITKREND, T OFMICIE., FERRBREAE T METH 508,
e BRI T AR IC L o TG & 722 D EBEED D 7T sd . KIFREZ2 E R e
MESBREERGENH D, DL D RGE1E, FAEIZI TN AT e 72 iR 5R
ATV, ZOFRER0, MAMER B EGE Z O oS, TI% O T HRINE G B %
xR, EROBEEME, BFREELOMREZEZO T, VAIXRXRT7 4w b aer—
ANA S — A TREHINZFHET 5,

O 7k, BHERER O BB EM 1L EICOWTIE, SRR, R EE 7 L4
DOELIZ X0 B2 5 Z &6 ARNIZ PMDA OEBAEER 8 CTERASH L, #eRd
HZEMMETH D,

O TfiRFEORERE LT, iz iX, BEoe#ERRER, SREF ORI L 5 i
et Ak - ZeMEOT —Z 25| S IEFR TH D Z L HEIZHONWTER
BRESCEBE~DIEREM R ENEZOND, IO EMLEITS UARBSRMEE LT
42 & T, TREBEOEHRNE, EEERE ., BE~OFREMt, LB %20
W& D e, A EofmENIEEZR S Z L LT 5,

(5) BARXBIZOWT

1) ZFOERAERS - BEEES A—T7 v FI9 7 - T4 R) OREE
HoOZRLERE

O F/VEFRIERS « EEESRICHOWTIE., BEESTL2LiIcky, B
HIZRVRERARGR - A OFEN, WEEFECEIOBEE, mREAMM LR, KRt
TE~OPREDORZNT, Pl E EOEEHELZZ T2 ENAREE 72D |
Z O EREL T\ D,

O FHmPEWHEES - EFEEROREICBW T, OFREERDPAFTICE
WT 5 TARMTHDZ L, QRS EERERZNRETLHLE L BIT,
7)) BT DY) R ERLE X XIREFIER N & T, 1) BEFOE
HWME LR LT, FLLEWEIMEUIZEENI/RIND R LY, FICE
W EOMEMREDE NS D TH D Z &, @OXFGHRIFITHR LT YL =M 248 H
THRRPBILN S5 & L b, FOBBIURDLEHNZ Y THD LD
BNAHZEDIREREEMFL LTS,

O ZoHb TBHREOAEEM ] ICB LT, EHE T3 Co R RBR RS %2
GO CTHEBENRBMAEREZ S L ICHErT2 2 &R KM TH D,

O A& - MERESICOWTIE, 6 TS HEIE & Vo 7o ERRBHZE D A
TV EPMIZ T ERREEE R A GARE XL ND 2D, BB 7R E
PN, FBEITHT- > TORIFE D AIREM: D AR MZ DU T I ik 22 1E
MULETH D,

O S DITITHAE - MlREFRRSIIADIRFNEZSRE LT bONRENEE X
Hil. ZORBEIRET 572012, AP AEEN - EEER 2T 5

—




72O DRI IEE DS D FEE L E 2 ED TN RETH S,

2) _UF ¥ —EXE

O KETIERVF ¥ —F ¥y EXNRENR T ¥ — ORI 2L KL
TWEN, FARETIEZ NS OFFEATEIE TIL2u,

O HEDETIE, FEXFREMENRE ZF0 &3 5158 28 U, IHHRPESE -
FHEEOFRK LS, BMFRE0E 28 U RIEREEOKREZD I L
TeHFEZT-o>TND, BE - MRER-LBEHRR S TF v —~DFES
T4 TR XD R R ESAMNETH D,

(2%5) < DAIESRF v — 1L, HIZEETZToOMETIERL, FElb7 e
Y ADT T RFYA v BT 0 b a— L ikE, B TER O F G,
HFTAMEOHFE & 2 DIRBIZ OV TORMB I SN TR NR ED
PREDN IR HID,

O Fio, FEEMICEELLTEDL, Z7u—LIZEHL TN L2278 b0~
BEEITH>ZEbRDODOND,

O  Hrlo, B4 - finERELE 048 IR RO B BS 1 IAF 7E o F v —
BENEDDL ZENZNT LD, RFmMENL T v —BFEEDN PMDA
DR ZZTRPTWHIEZ R TXEThs, (2. (1) 28

(6) ZDfMNHELREIE

1) HEARHIN)E & OE

O AWEte TlEkE FDA, E PEIL, {AE AFSSAPS (Agence Francaise de
Securite Sanitaire des Produits de Sante) 7>5H B F A2 4ATE L, I COH
AT REE Uz, R - iR RS IZ DWW TIE FDA, EMA 72 EiESA L
HYS RS MR LD EZED TVWD EZATHY . TR EEZE DT
RIE & OFERLSHENED LN TWD, 5%, WAL R E bR LoD
W72 FEEDIER ZHED TV RETH S,

O FH2EIX FDA, EC/EMA 72 & L [EIEFEOSFMEHRIZE L COW ) 2k
ATEY, ZHETHEREL, ERERORE, ZEMEROLImEIT> T
W5, e - A EEELICONWTS ZOW O T THEA, ZaMEEHROR
IR EHED TN RETH D,

2) BIRZER L DEHE
O #H4 - M ERR GOV CTIEBI I O Bl TITEICHIFEE I & 0 B
PWEDHND, TG EZED, £/, PMDA IZ X DMK - AN
MICED 55 72IZiE, BRI, BEROERSCEANEETH Y
ZORODOEBRFER ERHILREOBRLHMOLGER T LI ENAATL S,
Bl 21X, PMDA |3 HAFAERFES & B OFHEIZ OV TR IZ B RACH

ZITHZETHREEL, T CICEARBAZBKBLTCRBY, 20Xk ) B A%
12




FEWANCIT > T T ENEETH D,

O FA - MlREREGOZ IIRBEEN DR, £0, RFEICEDb 5 FM
FHRON D, EFEIRMER, RBRAEH (FRERTERE ) . KRR OH
A RIC BT, HEE SNDHEMELZHR L TV 7o), HFEOHE L
PMDA O 7 —VEED NMOEKRE T L HEEE L THDLXETH D,

3) Zoih

O AREHEFA F— TR  RBRINE E THRGEBAFED Ny r—V Th 5 Z
LERT ~ETH D,

13



