KA IR E I 0609 5 8 B
A Z I 0609 F 4 &
LRk 29 £ 6 A 9 H

HFHMENRELETER (B & K

EASBEER  AEEERERREEEERE
A B A K

EEFBEER - £AFEEHERZEFRRER
(& H & ¥)

BERFTHOERLZEHERIIBITI2ERERT —FX—20F HIZET5
BEAME 2 FizonT

BIERRFERICRBIT 3 EEGFELMERDOFIEICOWVTIL, (BEESRZLMERDE
EZOWT] (k1749 A 16 RTITEREFEERE 0916001 5 « BEZFE 0916001
BEAFBEERENRHEEETERE - FENKRREN) STBVVTORLTERE
ZA5TT, '

AR, MIATEIE ANER M ERBSRRABESBEZED TV AERERT —F X
— AV AT LTHD, MID-NET DAKRIZERNRBENSTETH LR Y, ERE
T — IR AP EERLEZEHERICHATE Z2RENEN>OH D T, TEE
¥ 1. BESUERFTEENUERFROEEMILZEMERICBNTERERT —4
R—RERAT 5 ELTCOERNL2EZF%2, TRROLBIERVEEHELEZOT,
Taotl, BETEGRES I LEAMFEHERESEON - LET,

BB, BEREFERT —FN—R0FREELERERLBZEMEROFEOHFBEN
HERIZOVWTY, BIEOLRBVEELAOTHETEEL LTLEEN,

1. AR »
REEAIL, T LTHERBICHE L CERERT — & N — X 278 L 7= 8GR
BOERRLELERER L ZHT 550 ICEAT 5,
ASBENZBWT [ERBHT — X X—X] Lt FRERIV AT AT —% (EF
CWATFTF— & BWRSEAREIME (DPC) F— ) | BRERENE O TR



HE (BERREALET M —2%) RUKRBRET —FESDEFHREERS

BEBREOICER LT —FN— 25T LD LT 5,

2. BRBRT —FZ_—R&2FH LT ERT HEEITOVT

BLERFGER O ERMEEMEREB 2 EM T2 I12HT--> Tk, BREEIED
FERIZORP DR ERMRIEF D70, BIRT I2REFELZRDT. BB
BE (VY—F - RFaV) 2HoILORETEIL, FOLT, BELE
RERRBEIZRL L 9 A O R FEFEICOWVWT SRR E2 TR TSRS 2
AN ‘

FEDCENZEE 2. ENOIREICTEE 2B/ E L 2 3EAICE. EEESST
—FR—REMALIEREOEREZBET AL, FlxiE. UToO X5 REBEIZE
WTIHERBHRT — A _X—ZX2FHL-HESE L CWARREEN S B,

- EWERSHEFRIOOBEINIERRBVOOLNBIC, BEEFICBITAY
SESORBEHEE, RRERNIFNCEET AERYIERT A 5EE
BEFERICET AERIBEOFERVCANEERNT R ICh > T EkES
RETHHE - o
Ml LE E SNOEFIBCCRENMEER T 5 L, HERTEEENT —4
A OEFEBENDIETIREDCERIEY TITR VL ELLNAES
EXRFEAOFEICEDLTREL Y ZHEEFLIC OV, ZORERBEED
EERICESbDOTHEONENS %2, HBHEELBVCEMT 2546 |
VA7 B/MUETBEBIREBINTZRERE LTV 27 H/MEIEBI O ENRT & ik
LTURIZBBBINTVEIDNED, BEGRDERLRE % E B LR
T B BA

3. BERERT —F_X—ZDBRIZHONT |
ERIEHRT —FN—2OBRICH>TL, T—F OEEERBRINLTVEZ
LEWERTDHLLEBIT, FT—FR—RDOEEE, EBINTVET—F OHE., &
B & 72 BB OFIEOE NS DR, BB FTAEME  SRE TR /2 ER S O FE,
RAEMEREEESER VT —FOAEFHEEILEDOT — X X— XA DBHICONT, b
B UHTARAEEERITS = &, \

4. ERBERT —F_X—22Ff B LEREOHEDOEEICOWNT |

(1) TEREFEROT —FXR—RE 2 BV -EEXRORSMTMICI T 5 EXIEFH
ROERIIBETAHA FTA ) (FRK 264 3 A 31 BAHIMZITEIEAER S
ERESBRAHE 2B 2. SMEICAWS T —FHE OBRE+SICB R LE
LT, BAEHESCZ DORHBOFEZO VT EL 0N UH+DITRETT AL, &
2, 7T— 4 EHOBEMNESZECZTOEBCETIERBE TOERFES IO
ThHHCEE L ECHET 52 ENEETH B,

(2) ABFHBEEOREICELD, FIFTE2T7T—4_—X, AETYA o XIIEFF
EETRETIEDICT 4=V ) T A RAECHENS > E T 3B 81013, 5&

i1



Eﬁ%&&étim ﬁLT%lm WZERI R RERE DRE TR SR L
. +HEETRIL,

(3)€ﬁ&£éx%®%m:o@ﬁ +A&ﬂ$%m%ﬁmﬁf%5i5\ﬁW&‘
LCHBHARELEAELEET I L, ARHEL LTHEOEELEZRET
BGE. NRELTLERRIL, BICRBOBRTA K74 RERMOIERRK
FELEEZT, B0 BROZBANORYRLOZRIRT S Z L,

(4) EADERIEHRT —F N—R2FA LICREZERT 2581013, AEHRE
BARANMET HZ L OREEZFICOVWTHRET S &,

5. ZOfth
Eﬁ%ﬁ?—&&—x%ﬂ%btﬁﬁﬁﬁ WESE, ZE2HERESENY X7
B/MUEBIOBM, ZEUIKRT 2T 5EEGICIL. AERROBRNERYEEIC

ﬂﬁb\@@%ﬁk&%ﬂﬁé‘_&ﬁbtﬂﬁ%ﬁ5hk

(&%)
MIATBIEAEREMERESREEER— L —T
s T F R A RERELEE
URL: https://www. pmda. go. jp/safety/surveillance—analysi s/0032. html
- BREHRT — ¥ =A% E AVEERROLZEMIIMIZ I T B EREEMEOEMRIZET S
HARZA :
URL: https://www. pmda. go. jp/files/000147250. pdf




(BIA)

1.
<%ﬁ>

FREERLZEMEROFIEOHFEEVEER

EFRMEE 5 0B ERNREEREOHREICESSHE

EXRBOER L BERARER L ORBOEES. BIERCET %5, BRRE
EOHEMBREBALZ ENTE S, '

- BRRBRTIIRETE Rk, HEOEVCEWERCHERRBICEZ AN DN

TWRWBERFICK T SEWERZRHTE 2 FRESERH 5,

- HIRESFEESZERL TV AESICIE. BEHEOEBAE 6 » AMZEERS

HBEORE L FBREREPITON TV S, BUEREREHICK T 2BIEAE
HEDRICNETE 5,
<EER>

- BIFRZRALEFADOEROLPERIND 12D, E%$%®%ﬁ#T%T

FEEREIIEONT, BFERFHEZIT S ETRANS 5,

'E%%k@@%%%@ﬁﬁﬂ%bBf%ﬁ@ﬁ%?%@%ﬁﬁﬁﬁ%w%%ﬁ

BB\ TIE, YHESLEEAER L OREBLRYIMET S - LIxRE TS
50

. RHERRE L LB L7oARR U R A ERAICIET B = b LT B, |
. ERROER L HEERORA ORI b ERBE & TET 5 08

Bags (BlE, XA, REERICIIBERFECRASE) ITo1T

. EMEASHE L LTINESIARAVEANH S,
- BWER LT B 0B BET B BN, BEE OB RIEICKET 575

SRR FHE - IR SERITITZEDORE N T REIC +\%%L&Thi&

bR,
- EERIZLVEREBEZORECEREENERD-D,. BWEABREHROLEIX

Bx DEERICBITIAEERORBRFEEORE SELTLORBRT 20T
X7V, ’

2. ERREEE

<ﬁﬁ>

REBMIECCRET2EBEORENTRTH Y, SHRMOHE— LFHE
ibtﬁfﬁwﬂﬁhf%é

°ﬁ@&ﬁ$%mﬂﬁbht i, ﬁ£$%®%ﬁﬁﬁ%ﬁﬁ?é EHRT

&5,

© RIRRBEDSER EéhfvéFAbi\%%®%®%%%&%%bk\ﬁﬁuzﬁ

DHEENTEX B,

C AOERAERRS, IR S CORMA B TR LN TV BE

BITiE. REMBERORE 2 RENCH S 0 OFEL LTEARTEERD 2,

=
< %l%\lﬁ >



- BEMICAEFRERABIIRONZ 2D, RREEENEEICEVEEELLE
FOER L DERRBERERZOICTMET 5 2 L IXRERBERD 5,

+ REOXMR L T HHROBE, EEFFIRCRE O EMFFY BUSRFRERS)

FrBEE X, BONIRBREZ-RILTEDNE I POV TERT ILERD

Do ' : ’

. E%hﬁ@ﬂ%’itﬁ%%@%ﬁﬁ??ﬁf&b ERERE ERICINES
DHDITiE, BEREEERVERBREOKRE Z2AN., BENROFE AR
ﬁséELéo

3. BEEERT —FZ_—2&2FHL-RAE

<%@>
kﬁ@&rmﬁ%ﬁ%abtﬁﬁ% %ﬁi%@mﬁﬁ FEIRERBE 2 ¥ xR
BHLLTRELEAEOERIEES Th 5,

C HBERDT—FN—RIBEENTRED S LEEOERR B HEH L-BE
DHREBRBETEDZ LD, AEEROREEESLENTAZ LN TR 3,

- RAEICMKLBRT —IR+HICEB SN TV AEAICIL. AEEA» SR
%n'l’jb J:Uf/ﬂi\.lﬁ@nq:ﬁﬁﬁ)f % }:)

- F—HR—2T %B#Lbﬁﬁéﬂfwémw%ﬂmfét . AEEMERIC

 REE~OBADTRETHDZ L0, ERTBOREMNIES | HLHRNE
2B b—RRIZ AR - MBRZEEIN/NE N,

- REIMICOE Y RENIT — 2 REBENLTVWAET— 5«—2%%%?5 &
T, BRBBCATFRBS LM 2 2 L BN 2SR H 5, ,

- EELOBERFARMOBEREL ANV AL - a2 br—A L LTHWSH
B, REXNROWERME L Vo LSRN ADRIRIZI T 2 RADELED
FHlE BB L T AREN TR ﬁ%A#%éo
5.73715> .

- FFTEXAREEART — X N—REICRARY ., HEOBMICK L TRERNT
RN L R3bh B,

L RABICAVE TR AFICAERNOBRBEEAERERTHIEANSEN T
WHERE, AETHELNEREEZ —BRILTEZNE I DOV TEBT M
BErbb,

. ﬁﬁ%%m_ﬁﬁ®ﬂ%kT67?FﬁA%%ﬁKE%¢5ﬁiﬁﬁétb
m%hf%ﬁw$%®@ﬁ EST R R AN

57/\—2 u;%%ﬁénﬂ\éﬁrﬁamyimfﬂﬁw L. EALOBRENR
b%ht ik, T F OEEESIC OV TEBNICRA D BREREENH B,

. ﬁﬁ@%m %tofi BRAREERELEEZCT Y M AER P EER IR
TRELBIT, BFONY T =3 3 VIIROBERFIZESNT, FHlioxts L
TAET Y MNIART —EDOEVEETEETELZL2H U HRHERLT
BLRLERDD, BMEORART U "I LAEREAVBERICIE, N)F—
avEHLNPLDERL TR SEND B,



+ —RIZ, BFTOBERT —FR—RZEBINDZETIIE, —EDEA LTS
BhDlH, AVETF—2 DR L TN S b LOBEM L TBL 2
ERNETH D, |

- BRI OERICE LTI, HEOIWERMITRIT L 2542V 5 BEERSEE
%%ﬁﬁﬁé_owf%%#Lb+ SBREBLETH B,

4. BEIRFEHRERRAR

<>
B 189} ELK%%T%4/&UJﬁ%E% RETHI LT, LEBERFREARRE
R<BETE S,

- EBEAKSE mméoﬁ%%ﬁbé ENTE, @@&%%7ub:wa@

WCESEERET A& T, REMCHIEEZRFERFHET 2 ECHROBNT
—&%W%L&E%@&Té ENTE B,

. ﬁﬁﬂ%t£m®@5ﬁ$ Téﬁﬁ%&%@ﬁ@&ﬂ%ﬁ% RETHZ L
T, AEMNRERLOBROME ST AT AR TE S,

- B RREEN FIREIMERISERET H I & T, BEMOBRTFEEEMNE L
MAFEOERIZELY, BEMETIIELVWEEHICET 2REERRIET S Z
ENTE A, '

<HEEA> :

- EFHSBIR UHBRE OB A SMEA T, BENE CERR R T S DIk
%%%%?5%A#&60 \

- REBREMRICIE. MAZEDRVAEICLESR, 35 y<@A%ﬁﬁ%ﬁ%%ﬁ,
E\E%%%@%ﬁﬁmﬁ*wgnéc

- —RENICERRRRICESDAN OGN A HBRE L, EEETHRERZBEO—ER
ThY, BEREBICESXBENERINDI D, BROERIZBWT, —
A FIRENEEICRETT 2 MER D B,

5. BIEXBICES S BE
<F>
- R EHEO IR S LR THIL, BRI E SO R et
BHC, KT 40 b Y RS TEORIE 2 BWEED RS - HHRE
THEHIIETE DRSS D 5,
<EEBER> ,
BT — F N AR GRS DEIT SV TIRINC K5 < BIALETH Y
ERITA ~ EHFEN D ORBORAELRSKETHD, |
C XBRTE b NICRER BT 20k, T0BM. FRFYA V0K
WRIRI 2 & 2+ BT 5 BER D B,



