— EXSOBEGRCRMMEVMERTT, DIBHH IS0, —

ERLDIEIEREIDOHRSE

nN—FVVUE
n (o]
1-S—-N\-JLEC&3T
LIRRIN /Ay £5Y NERIERSH 2019 1-28
*EB-EREONSZICLUBRATEHE RIOFEEBX) VRS

COE. ERRRD [FERLDFE] #RET0WVLE LT,
SEOZHEAICEBLELTIRE. TR E2Z2BLLIESVWEITEISBREVEBL LITFT,

[BETARE] (HETEFA % 1RFr. TIRERE. SIRLREIR)
BET#% (FHQER) — ETAY
B (ROBHEICEHS LAV E)] [(#F (ROBEICRBZELEVC )]
1) ~2) BE(EBRL) 1) ~2) B

DERNTE/ PIVRALBRBEEARIPDR
2 [E20E40 T, (B8R IDEER]

§:3: NP3 §:3:NoF-3-9
2. BELEANLE 2. EELEADLE
1) ~5) BB(ZRBL) 1) ~5) 8
6) £L U aia% (BT / PIUBLBRIAE | 6 tL+U  fekig (BT P BB REEH)
D COHAICERELTE EAmMCsITELFIY EOHAICERLTIE BARIC2TELF U188
EREEDR L BEERTBL EOFNTBEERT B,
7) EHEFBL) 7) A
3. {BEAER 3. 1A
BT EGRIOIBTHL) ) HERRGIALALIE)
SHERSL) RAT [WRER-BELL 8F - BEET

FERROE/ | MELREZR. | LAENDSE

TIVEILE | I B XN DB, [ESNBENS

RIEEA / /)L/) H/7L

[ERLOER] DEXIZ, 2 ~IN—Y 2 TSR IZE,

EEpElEz)

2SI RO [HAZR] (ICRHL TOC [FERRNVT/ PIUBEER (LIFMAO) BEEX] (CDW
TlE BARICBVWTEZIZEZD W END., LEZEBRIT S EELFE LI

i [EBREAREE] CRHELTOS EIROMAO-BRRZEH] (DWW TIE, 2018FE68(12/5—

FUVURBERITHEFERBIMAO-BEER (SHF XY VBEIR) DFEFTICG>ICZEDHLD

XD BRHOH B ELF ERIEIC (%] # 82 LF LT, (BEHED

_’|_



ERLDERIENX

A—=Y—- KN IVEETE

B2 (ROBEFEIZEIBELEVNI E)]
1) BEBERAEOES [BRELS4RIL. ERNIBI
TEBEND BB, ]
2) FFIOHACH UBBEORERDH HBE

[(FAEDEZE]

VEERS CROBBICIFIESICHRSETZIE)

D ABEERIEBESOH2BE (BIERHR<HSONED
ENH'Hd. )

) BER. T EBEEDHEBEXRIETECDEEFEEDDS
BECEBDBIALITDID NI DD ]

I BERABE (MBBOLEEZFRL. VRV VBEBES%E
BRSEREDREDN DB, ]

4) BEELDD-ES. [EXZMBRIEADLREBDDDE
BIINBDERDBILTEE NI DD, ]

5) 12 4RRIEBERAEDRE (RELE kL. ERHIE
1ET2EEND DS, )

6) BRIEOSROERODEBE BHERDBILTDHE
NH&%5, )

7 BMILEDOBE(CDMDFE] DIE D) &)

8) 2T DEE [[cnDFE] DIED &)

. BEREARNER

1) AEBARREBEOS Y NOHDHEE. BEREDH DL
[FRERBEATOEHDEF LU,

2) BEICUR N NBKREFIDOBRSE2ZIFTOBZIEBICHLT
FKEAEHRETBHEICE. LR SNRAEL R &80
BOBREZSVTHEEREZ/RETDEf0ICL. ¥ D
DN —F 2V VHIDREGEPIET BHEIF T,

3) LR KNBEREFDEBSE22IFTOROEBCHLTAR
FaHRE5T2BEICELEHLSEBL. BRE+DICTT
O, BEICHRSFTIEBEI5 &,

4) RERIRSES | LA RNEBIORBHRESICLY . FE2DLD
BRBRDDBESONBDZEDHEDT. BUGUNEZTTD
Zéos

(1) wearing-off (up and down) IR H'H S5 HMNTIBE(IC
&, 1BRE0HEHEANTHRSOHNZIET R EDNEZTT
ST

(2)onand of BB SONICBEICE. HIFEDH
BN EHREZIT D FERBALICERLTIE., DMt
N=F2V YV VEIDHABEODNEZTTDO &,

5) Bk D73 O ZeFEVERER . (BER. BEEES R OFRN - EP
- REERESEDE TR DI EDDBDDT. FIERS
DOEBEICIFEEBEDBEEEMEZ - DEMDIREIC S
RESHBOEDERT D&,

6) tL ¥ VIEEEE (BRI / P VB EBERMAER)D &
DOHBICEBLTlE., BAFICAT LT VIBEIEZED
IMINEEEBRID &,

D URBENRIE RN Y SBEAEEEDHRSICLY . HHY
8818 (BANEBDOHEESEOHENICAFRBRZBL
CEDDDOET . FHHENICF L TV ERURTIRE) .
AOVMBRTIE. SRIBEEE . RERSOETNHEEH'HR
SSNTOBDT,. COKDGPERDRIBLISIZEICIE.
BENFEREZDPIETEILEBUNGNEEZTOE &
fo. BERORESICZDK OB EBHIMHEZEDMEIR(IC
DOWTHRBITB &,

3. 18E/FA

(F#8R% : RETEPM)

HAEER (HRISIRTSR )

A8 RAER - BELE | #F - BREF
LEIVEVERR | BRIV | BIRORNI Y %58
FrSNFIY L. AEIOERDE | DS TN—F2V

HIaHXNDD | VEREBESE
3o Do
MBemE AEDEBDBES | NSDEFNCKY
TT)FTIVRER] | TR N DB, | FNIVRBED
HONTOVYVE EHENS,
JF071/VRER|
NONY K=&
€ 0ft
NDREOVE
NNNUVIBRIR | AZIDEBD RS | /N INUVHiRRE
TERXND BB, | TORNIVBRE
% YT T ST RE M
H&5,
75 AFIOEROESET | FL—hEFEKL.
PHENDBD. | FFIORRAED
THEDBRSEN D
é o
AVZFPIR AHOERFST | B EARBTH S
NN DD, | AVIZPIRIC
KU R/ B REAEE R
HEEESNEEEA
BNTL%,

[ FEFE T &Y AFIDMEET % | LRRNICmERET
XFIVRINKIDY | 88T B ENDB. | ERDHDIDEE
Leivey ABNTOS,
BT S

ORN—FVVYVE BB RALOE RBRSICLUYX
RAVVE REBROBMERD | RREICHTE7E
JOEHUTFY [ BRIBIEN DD, | FIIUVRRAZ 4
TPRYRIVE HETS.

NMOAZBAEINA | AEIDIERZIBRT | TNODEFIZKY,
ARVFVERIEE | BN DB, RN BREDEE

IHAREMN DD,
EEREF AERZRIT S| BRI NTI—
NORVE XNHHDo WPIVIEHTBHD
Ah D KSR M2 1B 1D
stB,
4. BIfER

FERERUCI8IFEIRE TCOIMERBEREICHOOVT,
3,206, BI1ER D FRIBAHFL774] (RIBXK18.0%) T.
840 TdH o1z,

FRBMERITAEREEN 2521 (7.9%) . IBK921F (2.9%) .
BARAIRE0HE(1.9%) . OBAH(1.4%) . RER314(1.0%) . 3L
B B5H29 (0.9%) | IR0E274 (0.8%) & Td o1z,

1) EXLRENER

() BHPRBRIFHSESPIEICLY, B8, ZHEE. 5E
DB, THEEE. Y3V o RESEAERETS
Syndrome malin (B4EIRE) HdobhbnadlEbd
DT, COLOBBEICE BRER. #HRL. £
H. KD HeFBURUBZTO &,

@) 88 (1.4%). M52 (0.1%) . 88l (0.06%) H'd5H
N3 EPLBBEIDT, COLDPERD DS HONIZH
BICETBEREHRET 573 EBURUBZTO &,

) BiEE - TTIEBREEDEIL (0.03%) N'H5HND
CEPBBEDT. COEDBHBEICIEHRSHPIETS
Z&o



(4) BmEm . mIMREL DG SHNEZEHHBHD T,
EHNICMBRREZ T 578 CBERZ +2(ICTT0.
RKENROSNIIBEICEH/ESEPIEL. BORNE
1D

(5) BIIEDE VWRENERD S SHONBEENHBHDT.
CDEDBHEICE BB KERFHESPLEEFEDE
B ZTO &,

6) BHBRELR=H SAEBBRAEZLCIEN
HBDOT. BH. BE. R0, BF. BREHRDONIC
BEICR 5P EBICEDGNEEZTTOE.

2) ¢ Dt DEIERA
TEDEOBBIMEADGBESDONE DN HHDT, BR
=+ RICT0 EBDNROSNISHEICITRE KREE
OB GUEZTOE,

B AFTREDRMEBICOVTIERS #PIETEH .

B%LIE | 0.1~5%%% | 0.1%%% | BELSH
SR 28R TREEE. | R,
GEE.O. | EeEE.  |BEEE | A
B, | LAE AR FBOMR
BRBET DR | KR BE. THE,
S D), RS H
Bx. HEEET HIBEER
"
B5. B0, | BRAMES
BARE. (18,
B, B,
ire SLRRR.
AL B,
ORA.
R
YRS HRER
n & BMnKED
% BFBRES.
MERETTE.
Ea DEOKS<
n. B
o 15, T5< 5| R
fBiREs MEET
& AHES
AST(GOT),
oW ALT(GPT),
A-PLS
T, 8. |OFEE  |BR &
B BeR. DBEPos
tOH 5B BT R
BEOEE
(%)

5. SHENDERS

10.

— RSB TRIEBEEMETLTOBD T, AR, R,
WE. MEETZEOIMERDBESHNDEEND HBDTE
BI85 &.

AR ER. BILREANDRS

D BERRIEERLTOSTEMDHDRAICIEHR LD
CENEELL. [(BMRER (DT F) THERDRES.
BRBHEBDEFT A BN RSN TS, )

2) BEIPDBAICRSTEHBEICRIEILZRTISED &,
B Dawar?iyak: ISy k=Y ax e gha DNC Yt iy 3= XA,
B) TURENDIABITHNENTNOS, ]

BRRRERRICRIEITRE

ZhOTIWYRFRUDLKAYDRET —T K BDERR
BTR. TR ERIEDBEEEICEEHEDN DD,

B8RS

FEDBEH/RSICLY RESGAERES. BEL. FE. &
NICIBR. 180t RERED RSB END HBDH. CDED
RIZEICIE. RS POEAEERBRL BN OB S FEDE Y]
BUBZEITOE,

JERALEOEE

RRIZATEF

PTPEBEDEFIIPTPY - ASRUBLTREBT 5L

BEBITBH L [PTPY—FORRICKLY . BOFHABHE

BREENRIAL ., BICIZEFIZH L THRBRSZDERS

BHHEZHRT SN BRESNTLS, ]

€DMDER

DEMER GBS Y R ICBOWT AN ESY FIREEERIC
& S BIMBREROAREEBLDRE FIHAD) RS
SNTLB,

DMN—FVVIRIRT I/ FPIVRILED. LEILE
VFEHEICL S OFEEORPERES) (BFRMEI R+ =
IP) e BEBERLE O,

BEICE 2 TRIDEDPEREEBEME LS ED L&
N&Bo

3 BUEREBINERLICEDBREDN DS,

D BFEBRICKYURFNDRIRMET T 5 & DHRED
HBo




EERMIEUEERIC OV TS DR THAAERRERMESRHS BIRBF ) UVHRASHL <FVERRD

B TR— L\ _—3 (http://www.pmda.go.ip/) | ISR STEIL T T100-8185 FRHF RBXAFE 1-6-1
ERRREWEBRDOSU)NMBHINEITDT. BB, 2 =51 )L 0120-850-150

&B5503(3282)0069 FAX 03(3282)0102

_4_



