e
YRk 28 4TI H 80 H

EEEFRELEEER (B) EBEXER #HP

BEEFBHEER - AEHLERERLFEETEHR

ANEH RN O EBEINIBROEHICETIERELE (Q&A) ©
WIEIZDOWT

ANERRHPOERBINDIRER (LT HEXRIFERI £VWo,) OEREIZHE
THEERY NERMRMMNSCEREINIBROEBMICETIEELE (Q
&A) IZOWVWT) (Fpk 284 1 A 22 BFRITEBER, UT IEEREE (Q
SNSRI e R TN AE AT,

SR IERIEBREZDNEMICER T 272D R OBITHBOK TITHE D BHE
BOIZDITHFBEDO L BV ERELEE (Q&A) 2KIETHI LELELED
T, BEE THA/REEEZ IS LAMBEVET,

B AFBEEEORBLLUE, ILKIEREZITIBAICIIAEZETERL2SE
L TLEEW,

(&%)

- EEERTICIEITREZSI VTV ET,

- MBREERH BT, BIVWEEE2ZEFELTVET,
- TRREOBEEUVQ&AZHIBRLTWET,

OBRICEKBHEADXITERT DO E ZIRRITHK D BITHE

Q18
FleAIRRIRDIIERIHBEZEZRBEATH- T, BIE. U%IBR TH
e L TWEARBLYEERIOLDIZHOWVWTIX. PMDAY CHRET AL L




[Eocvan, E@iokﬁ&bt&lwm

A18 ,

EBERXEZPMDADK—AR—VIZERTEIZ LD YF—T LY
Fyru—FL, LEEEEZ AHD L, kakudaitiken@pmda. go. jp 58 TIZHR
FHLTERTAHZE, Fi2, A—VDHE4LITT [NER RS OBR] [
BBBRIER] LRBEHEL _RHER B (YYYYMMDD) | L+3Z &, 28, .
RHBERICBVWTHREBEHEDERELZ PMDAIEHLTWARWVWEAIL.
é%%@ﬂﬁﬁitkﬁ%%ﬁ%)\ﬁ@t RCA—NMZHRMALTEMNTSZ
LiIELX RN,



(BUER)
OFEBHBRIZONT

Q1 |
' Ité?“ﬁiﬂ:&d)l9727‘“%2‘»3%%’1‘5'60)753

Al

T T I S T 1 B - HRER O - AR
B—EOMEEA L TRE SR EE S N5 BHER VR SIEORTE
CREMELEBRTHB,

Q2
ﬁﬂf%ﬁéhtﬁﬁ%&ﬁﬁﬁ&&ﬁ%ﬁﬁ?btﬁm_@W?7)/
VU7BRBRERBL. YERBRERORBLE Lo TENABRET 256
i MBETY y VU FTRBRIIELSERITEE T L L BRXTIWVD,

A2
BRDOLEBY,

Q3
Fre BRI ESRBCEOLLT FERAERSR L LTOARBBHE |-
[EEmSrEY) BRATNILTORRESHRLERE LELTIVN,

A3
BRDOLEBY,

Q4
E%iﬁ%ﬁvborw>itam&kﬁéﬁaﬁomﬁaewo_er‘
L,

A4
BROLBY, HREHEIIAMBO LB,

Q5
SNA A BEROT =X, /ﬁE%uuﬂD@WEﬁ%@ﬁﬁ&"%T%é?“ﬁﬁ
FBBRICEE L2V EEZ TRV,




A5
BERDOLBY,

las
WIER H‘N)a&k@ﬂﬂ LIeBERE~ORBH B ES L AL ‘3‘55%

BERBRIL, ité%%k*%b&w&%zrlwm

A6
BEROLBY,

ORRHBEBEIZOWT

Q7

%&#mﬁgomxﬁmwX@imoanr®1xmr®1&iggﬁ'
BT LTV,

AT R |
BROLEBY, RESRXFEE, RFVTTHIWN, PDF7 7/ VIER
BRSE D MEITR2V,

Q8 | . o |
HEMCERT 5 B HRBRUIAER RN L REE N BB (ST
IR LV 5.) KOWT, YOk ) KRBT RIEL VD,

A8 . ' , :
EZHBREBIHIBEE, (ELEBR LERT O L, Eh, &
KIERZBITHHEX, HEKER, E5BROZMAEFOO-000
O) LBBTHZ L, k. BNBFIEARKFTRRTSZ L.

Q9
BRHBEZBIHERATRELIBREEIZZTOR2 T2, ﬁ%k’—i’i
SEBRERZ b TEABBFEETI L LR EBE BRAHABEERED

RIEIZ O] PREXLTRHTAZ LTIV,

A9



BEROLEBY, EFL. WREHEORBRA+H TRI2LDITELD
BBRERTTET. TRICL Y AMBERS LV ORI, RHECBRE %
BExBLBMIRIThIZERL AR,

Q10
[E7 218 LRBL THEHZITV. Zﬁiﬁﬁt&k&%nn ERBBRRE

Wi (UUT TPMDA] &W5,) ool RThE, £L3BRTH
5:&&0Wf§%ﬂ?%éhtk%ifl“@o

A10 o
EERBBILEIOHWIZ. AL I THRITHIERHWTEIHOTHY.,
PMD A, BREEEEZZM LIRS, %@%M@%%ﬁkowrﬁw
W7 LRV kk%ﬁéntm

Qu‘
%ﬁ%@&%kit%%&?bés%%ﬁbf@&&ﬁot%AF%E

RS, Pﬁ%?@%ﬂﬂ%ﬁ*mﬁgkﬂf®1@?ﬁﬁ%%&w&%
Z T XD,

All |
BERDLBY,

Q12

TERIBBROIEBREHEE H D BeRE T3, ?Eﬁ&%r%& ERHMOKT
FABDOERIIRETHDILBBZBNLEEX LN IRRHEREICIXY
NE> L_E’Bﬁ?‘#’b&ilb\bﬁ o

A12
Wfﬂ%@&ﬁﬁ?ﬁﬁéhéﬁ%?ﬂ&?é &, B, IEKRIBROE
BHIRICOWTIX, R 2841 A 22 BfTRAEBTER 012257 5EAY
BEER-AEHLEREETERRBOIAEMRBOOER SN DIE8R (BE
KIER) OEMBIZHOWVWT) (BT M@ w5, ) ofE2. (8) izkw
THRTRADEENABIZIN TV AN ILKIEROBHERE TIIREL T
WRWEEZONBZLENL . PMDADF—ANR—JIZABRTAIERER
Wik, ERBROEBRIBICBITIEIRTEARBREBRLRZVWbD LT 3,




Q13

Hﬁﬁﬁw%@%g@%@ﬁ%wﬁﬁwaﬁmﬁﬁkowmi%&Ew
ﬁmﬁmk%MLt%wéﬁ@¢5 LTV,

Al3
BROLBY, 2B, PMDADF—AN—VRABMT B IHARBROEE
%ﬁmm\%%oﬁmﬁg&w:auggéntmo

1Q14 . '
ABAFREDBRIZBV T, BROKRKBE - BEAEL AT 268
FEOBAIL, BRIEEEZIBRBRRS ZLICRHT 22D, ThZh ok
BHERSORKKE (@) 2AEBXLTRHTBI LTIV, E7x. 1§
BMABIL. 1 DOBREMHEE Ch - T HRRHBERBEICE U TBBRRS|
'E%”&k%ﬁénék%xriwm

Al4
BEROLBY,

ORBRIFR DA

- 1Q15

ABRINB3ERDO S b, BREHE OERKIT. k@lokﬁmbtal
1,\73:0

A15
 REHERPPMDADK—AR—IJITBB TR N Y-V LD
Fywroua—RFL, HVEBEERES ASHDOL, kakudaitiken@pmda. go. jp 58 TIZH
HLTEMNTBI L, T, A—1 0L T [AEHRBI O OBR] [E
W] WREHEL BHEAR (YYYMMDD) J &T5Z &, EREDOHEK
1T- Tb\fib\%‘\&i BRHEREELE D‘Hjtﬁﬁ DE 2B FTITRY
?5 L,

Q16

Fiz Za?"‘ﬁﬁ&lﬁ?"k?éﬁﬁ@ D2 FORBIZVOEFH EN B DA,

Al6
BIF1MPAZLEEHIN. BHED-o-ADEAREBBIIRBRE N
3, ¥, ARESWEBE, BRPLEBESBITHIWEHEEFITIE, Rk




DFA I /ﬁ?)ZFFBEﬁ#mWéhé &b %&%ﬁ?ﬁ%ﬁko
Wik, RA) FROEHIITDLR,

-1Q17 | |
%&EM%@@%&@W&&%E#&%% PMDADOHEADEREIZ
BT D Z k?;wm

Al7 :

EBROLBY, 2B, Wa@ZELOwTH ﬁﬂlsaivkﬁﬁm

STEBRBICIIYAREZBAI, 16 BURICEER >R IXBTAKREE -
WIZEROBEFNRITONEIFETHHI b, ém:anm RBZ LM
ROVEOTHERRERRIEDBZ &,

Q18 »
BREHEZEOEKEICISOWVWTIE, BESES. FAX, EFA—IVE, &4
RFEEPERT B LBBEINE B, ZOFEICOVTRBREIC—ES
nNaLEZXTIVD, | |

Al8 A |

CBROLBY, EEL. ATEERENDZFREETALELIC, EBEICE

DEMBETRVIEEIT, ’E‘%El D— A ¢Gu§§%‘&=§¥%ﬂbtf_a®l§lﬂ&i
T5Z2¢,

Q19

itéﬁﬁxmﬂtmﬁeLfﬁﬁaﬁﬁéﬁiu%nawéﬁoﬁg
¥ PMDADG—AR—JIZEMTABIIILOL S ICEELED LWV,

A19

EEHEBRIIFERBR L L ORRHBEZRHE L-EICII. PMDA®
FR—AR—VIZEBLTWVIEBEREZ SV o —FL VEFEREZAHD
. FTEE/2BR W A T kakudaitiken@pmda. go. jp SECICEFT B L, %
DEDA—ADHELIE TTAERRMA» S OHRER] [B) BEREHE #BH
(£A B (YYYYMMDD) | ¢332 &, :




Q20 - _
X 2 IBRE IR ﬁ@%ﬁ%PMDA@T Aﬂ—v# HIBR L 7=
mﬁkﬁ?@lvké%bt&lwm o

Xixpa% =PJJ:E7MEH1 éntgAui %M&ﬁé%#&@ﬁu%&mﬁ#

BEDA— V% BB Y HWRAC kakudaitiken@pmda. go. jp 58 TITREA
352t EORDRA—NOHERIE TTAEK RO 0IRER] [HIBR] BB
BEBMEA RHEABE (YYYYMMDD)) L L, A—AEITHERLEWVWY R b
DAE, BRHBEBEZHBESRCEABNE KBA, ARES, BEL, —
AT BERTPIEEESEOER (BHB . ZAESSE) 2RBIOL,
2B, TOBROKE—AR—VOEHiL, A 15 BECEENRHoE
ST YAKE BRI, 16 Eluliékaéﬁﬁ?h%ot%ﬁ BBAREZBLIZTT
DbhE3TFETHD, |

Oi‘“?&%&:ob\r

Q21 ‘
rﬁ%oﬂﬁ%riﬁ@ LTVWAEEMITOVWT, ia‘@%ﬂ&%ﬁ?‘h&f (KA
k%&J@%&%&LTEMF%ém

A2l o

TERW, =L, %&ﬁﬁ%ﬂiﬁ:ﬁ LDIEREZERTHE (LLT NERE
HE] LWVWI,) LLTHEREGMPIZES RESOBENRTXLHEAI
FR-> TIXFIRETH 5,

OHLARBRIZOVT

Q22 : _
ERIBROXRLI2BERML LT, KETO Intermediate size IND
X ii Treatment IND RER S NH TV AEER., ERTEEREHECREL
EEER ZPRFAEERROBEEZZITEERS. ROUEREOLEHD
BUVRARE - B ERHESE (UT TREABREERNSE] V5. )
WWBWT.EREOVLEMERBEWVWE LTHEEFINZEELBFIRENT
BB, TRODEEHD I L, EFOIREECADRbONFETS. b
AV EMCERREER DI EERE %'C&j:?’:b\%*b’li#j(i’hﬁd)?fg
HEEZTIWVD,




A22
BRROLBY,

Q23
4 ﬂ%$%@@Ht%&®$#F%®ﬁmﬁ%&ﬁﬁ&ﬁ&kowf%ﬁi
KAAREETFTEFIERNFE. ﬁ@J?’iﬁ%kPMDAkﬁﬁg‘é‘é & NRE
FLWEEZXTIWA,

- A23

BERDLEBY, ttb-ﬁﬁkﬁbf%ﬁ?kﬁMT%ﬂ%ﬁ?%A
D_a%bboéorﬁﬂkﬁméntm '

FHREZNALTCEETZLOBEEZETDHZ LTIV

A2 | |
 BROLBY (BEE2. (3)8%) BREROBELOFIC, ERE

&It6%&@%%&&%%0%&§EE%XﬁPﬁﬁﬁE%&@ﬁTE
ZHR RN L ELIZBER~OSMOFERRBEINILERD 5,

24 '
FE%%%wﬁR%@%ﬁ#Bﬁﬁimﬁkﬁﬁﬁgmﬁwént%Au

Q25 '
BREEESEREICEE LI EKIERE £ T 2WEBOFIZ KK
BELERMNEABIIRVWTEBIN P EXYHEFHRFTENTVRVWES
X, EREXRIEKBEELZELE BB ITRHLEZESTYH, %ﬁ%%%&%
A%ﬁﬁ%én&wk%xrxwm

A25
BEROLBY,

Q26
[ EREsREHORE 2 BB R L B W SR ARES
BB CORNOIMICIEREEEICERERD B OM,

A26



RDB, 2L, EOPICRNETO BERD B0, BREBENER
EREELEZABCOVTERRBOLEZBELTNS,

Q27

*ﬂ%%%&ﬂA%k wT ﬁﬁ?%ﬁgm(&fo%ﬁﬁkﬁﬁt%
DORFET D, HDVIRERCERREERH2EERERTIERV) 08|
%L&kaWént%A-Ei%@ﬁ#&%&%w%kﬁbr FERIBHR
%ww&%mﬁméﬁvﬁxbnék%zr;wm

A27 o
BRDOEEBY, (%&%ﬁ%ﬁﬁ%mkﬁm%%ﬁw ERE2ITHREICEH
Zankwy, ) 28, ﬂg?%&imkyﬁ?é&%ﬁéht% ﬁ%m
%&@ﬁ%uﬁb&w'

Q28
EAHME DL ERBROEMOBRN S EES L HE. FERER %ﬁ
otm&9#&2?%%@&%@ékﬁ¢16%¥#b6m

A28
Aﬁ%ﬁ?ﬁ%ﬂib&wo

Q29 _ _
FRESRH LERHEKBEEICHT 3 RARBEERNSBOTMERIT.

Ei%@é#&i%&kﬁbf%ﬁ?ﬁz6n6®Tm&<IﬁEﬁEi
FBEDHF—LR—CHERTHIETIVMN,

TA29

BROLBY, 28, REABESRNLSBIF4EL BRCHET L
LENTREY ., YHLAB CORMREICOVTIL. EH, S8k THEESCH
WWELEFBER—LR—JIZTAET B,



