R % 0624 5 2 =&
S 6446 H 24 H

wITEAE (G0 RERRE
OB REATER ()
E RAERRR TR () &
O R W i R 2 (R)
THmlmE EREER (B &

Y

J&

JEA I B A R BRR R
( =~ H & K )

NHNFEEICAR D FATREMANKE T L, RS R A SR 355 < TKGB
TH D —HRIE FARGR N 72 S VT2 IR A ORER E D RN O T

B JSAME AR D BFNFREEIC O W TO SRRl 2T O o RER ARG 21T > Th AL
KRR & DFEFRAF DI FREDEFEIT DN TR, TAFHGE IR D FRlRHMh K T L
IZEF S ORIR EOIRPNZONT) (1642 H 5 AAHTPREZE02055 2 7, LLT Tl
] EWo, ) KD KRS DI H DB M B OW TR T IE S LIZZhEE - %)
REOME - HEZRBEH & L7z 2ATT IR S

ARHE BiZin BICOWT, ERM, ERESESFOME, AR O LEMEOMERTFIZE T
2 B (MAN3ARIEAE S 14575) B4R ISTHDOBUEICE-S & | WA LV REREH & Sh T
WTZNEE < R KR UL - HEO —EEFARN RSN &N, BHEZFEIET DT,
BB T ORBRESRER ., A ARSI L TRIFNRUE 2 BV W2 LE,

B, ABROMMICHTZ- TE, HTLWIRMASCEZH#HEZR S0,

o]
rd

1. %4 : a7 /)= 7xF)L
584 @ BB 7 7L 250, [RIRRE I EL 31. 8%
D4 P AVREERR A AL


板谷　剛（千葉審査企画部審査企画課）
写


. A VR T T F

W74 : /NT 7T F U UERK 50 mg. [RITESR 150 mg. [E1VFEHHE 450 mg
S 7 ) =0 RS



REFR0205%5 25
S fi6 4 2 H5H

WITEA (G0 RIERRE
B REATES (R)

[ RGO R (B R - B
HE T A W i A R B UR)
T A ER AR (B &

JEA I B RBRUR R
(&~ H & K )

INFNHZE AR 2D FRIEEHm N K T L7 E S OARBR E OB M DWW T

A HBMEOISE - B AEFRESEIELE I 2B, B2 @ 3y 6WE@@E
AME AR DA B DWW COFRTFHE A TR, YiZih BIZOW CTAME G
ToTHELZZRVWEDRERMELNTZEZATYT (BIR2 : Aﬁ6$2ﬂ5aﬁiii
SR 0205 2 1 75+ [RIELHE 0205 5 1 75) o

INEEEZ, BT O 255 5 MEICOWT, SBGEMEN S TETHDHREE « 2R &
UL - HEEZARB LORKBEH &5 50T, &% FORBEZRKE, Fa RS 1ot
L CREARUEZ BREVW = LET,


Administrator
テキストボックス
別添

Administrator
テキストボックス


[al#s 1]

. R R aT e )=Vl BT =T
i7e4 « Bt b 7R 250, [A1REE 1 31.8%
A o ANV A S

B SN D FEDORNEEXIFAE
D PESREAE A D FRVE MR IR

BRLEND TEOIRE I FICBE T 2R (RSB
<IV— T AR B EVESREE I L O MBI R >
DIETA R A EORH O RE BT, KB OG5 036Y) &1l S b B
KETHZ L,

BRRENDTFEOHBELOHE
< BEPEREEIAE O VB MR
WE. RAIZEI a7 ) — Vg %7I%w&bflﬂﬁwqommg%152
[B] 12 FFREIC B %R N & 5T 5, P, Fim, JERICK Y BEHEBT 525, 1 H
3,000 mg & EfR &35,

BRESND TEDER
<EHPEFRBREIZFE O TRV E M
BRI /IS T & 2 R R it

(ZFE D TVE PR R O TaiR

iR i >
RIZIBNT, KFNZ DN T O3 7o ik & a5 s
(Ao e R b OERTO b & TR S Z

&o

. R VRS TF
54« NT 7T F SR S0 mg, [RIVESE 150 mg,  [RESHR 450 mg
2k 7 ) =Y = VRS

B SND FEDORREXIFE
FE AR

BRSNS TEOREL AR
<R >
il OFUEMIEEIL & OPFRHIZB W T, WH, RAIKIEIAVRTTF L LT, 1 H
18] AUC 5~6 mg - min/mL f#HY &Z &5 L, D72 &b 3HEMREST 5, g
1 7—n& L, BELEEVIET, 2, &5, Fln, FE, ERICE D EEHE



5,
B ESNAFEOHELROHEICEES HEE
<A ERYE >
AUC BAEME N OBHEREICEE S AR DR GBI\ TiE, BT 55220 O
HA RTAVEESEBIIRETDHI L,

XOFMIEIZEAT 2B EFIH
— %% . K& X' K0Y
WRFe4 2% YT — Ve A 20 mg,  [RLAE & EH 80 mg,
T R X T — )V ST 20 mg/ImL,  [FSIE R 80 mg/4mL
B4 Y T o RS
HIBR S5 T8 ONEEX TN R BE T B 1 E

=g Ni=

AV, e 2

W54 « &5 — L{ESE 30 mg, [RIVESHR 100 mg
Et4 7 ) =2 = VRS

HIBR X2 T EDORE I R BE T D 3 E

=g Ni=




[Fl#s 2]

=S HKE A 0205 5 1 5
E S22 0206 8 1 =
S f e 4 2 H 5 H

#oE R
% | REATRES | mAETER (B B OB

FreoBll K
EEGTBHAEERRERLFATHEHRAER
«C = El A i )
EAEGBAEERKRBERZ 2 RRE
« = Fl % S )

IR - BREAFRESICB W TAMPHICET S
FRIREAN &2 = T2 E S O @ IS AME ISV T

HE-BMEARBRDICB WO TAMPGEICE T 2 Faiakh z 5 1 72 E 35
WZOWTIE, Pk 22 £ 8 H 30 HATITHEERAR 0830 5 9 & « FEZIH
0830 % 1 S IEA 744 =AM RFAE R E L VL 2X KR K4 @
RS- AN EFBESICB WO TAMBFEICET 5 FRIFHE 2 52 1 72 B 385
OFEIAME RSN T ) (BLF A EE ] WD) ,) I CHEEGEFREAEE

() EsmC@mmLELEN, 5642 H 5 HEMEEDRKE - gt
TS EIELE T80T, %%@@%%KO%T\E%t®ME@®
O R IKFREE - IS/ MR ET R WA E IS T AP GBI OV T OER]
FEM 2N T, ANFIHF %ﬁo‘f%%‘gbiziﬁb\kéhibto

SOFF LT, IO ERESO@ECAFEHICE L., 2o EfEAEZ@E U772
LEMRE LK D 720 GEL BB DB & RO RO EFT > T
Tl E T80 B TERERMEE K O BIARRLE R 78 25 1253 5 8 Fnfit
JEX TR E T LA LS BEWVWELET,

B, REHOELIZHOWT, BIFEOBEREIRDE, M2 TEE N E RS,
R A ERE RO G EAREL ISR ET 50T a0k
HLIRZET,



RIS

— x4 a7 ) =)L T = F )L
ke - BB N 7L 250, BLE® 7 R FHEC31. 8%
=4 A ERLERER (St

BRLEND TEDIRE « R -
G By PEGR BT A D R VRN R R

BRLEN D TEDOBEE - WRICHEES HEE (THREERL)
<N—T AR, éﬁiﬁ&ﬁﬂﬁﬁﬁf@%ﬁ$>

BIRATA RTA LV FEDORIDONEHRESHIT, AR OERE I EY) & A
SNHBEIIRET DL,

Bitshs PEOHE - HE -

< B PR GR BIE NS A O [ MR R >

W, BACIEFI=z2T72 =g E7 =2F e LT1HE 250~
1,000 mg # 1 A 2 [\ 12 Kl ICBEBROKET 5, b, Fin. JiE
WICE Y EEEWT 522, 1 H 3,000 mg % EFRET D,

BRESN D TPEDES !

< EH PRI BEICfE D Tfﬂtﬁﬁ%“

EXRURF IS 00 /P T & D R it i kaC ARANC DN T D A543 7250
ik & S VEFRBE IS HE D A Tfﬂtﬁhf“%%O)h%ﬁ$ (T TR gk - BB b
DEMOL ETHEMT L2 L,

2. — A APV IEEY T RENL VYT uRL T < LEEE
WRE4 + Y IV N ERLEEE
2L FUT R YA A

BRREIND FEDLRE « R -
H I V-1 ERYE OgERT T

BRLIND TEDOLRE « IRICEET L2 HEE
<H I V-1 BYE O FZ a1 T B >
AFNIH T V-1 BYRIEZERICTHHTE 5 IR0, KKl #H
I V-1 BYEDORERT T2 BN E L THEAT2EAIL, o H T



V-1 &R FEE (2 F—20fH, N—FF—0OHI1 V-1 Y
WREOHRE, HERYYEDEM R ESE) AL TEMRT L Z &,
ﬁﬂi HI V-1 EYEDORERTTIICET 2ENIIDOT A KT A

MOERFOHRESEIC, HI V-1 B 27 OEWEICBIT 5
@E’J%ﬁﬁ WCEDHITI V-1 EETHICORERT S Z &,
AFIEMTITH I V-1 EYIEIC T 21K E LTEAR T+ THY
AL R EZFETHRREELRH D720, AFlEZH T V-1 EYE
DOIgEGERITHEZENE LTHEHATLIELAIFX, HI V-1 EETH L Z
EERAEICIVHERT S &, %@HIV1Wth B4 5 IR
JERDNH DAL, H 1 V-1 JRYE OB T 552 B I AR 2 #
Aﬁbéw\:ko

Bl &N 2 PEOEERILEARMEE

<H 1 V-1 JE&YE O vg FE a7 55 >
HI V-1 JEYEDOBRBERT PO DICAFZRA L TWBRIX, &
ML ELIMATEIL, MEICIVHI V-1 BETHDL Z L 2R
T5HI L,

BiSNWAsTEDOHE - HE

<H I V-1 JE&YE O g F& mi 755 >
WE. RAZIZ1E 18 (AR HZELELT200 mg KOVT /
REN UV TaFxFi LT VB E L TC300mg 5 AH) 21 H 1A
‘o535,

BRIND TEOREOEREZAT HEBFICHT 2HEER

<H I V-1 EYSE DIgZERT T B >
LT F=r 7 VT T AN 60 nl/min RiGOH I V-1 [atEd ~o
BREERT B2 B L LR EITHESE L 220,

— WA VAR TS T TF
W74 : /NT 7T F R 50 mg. [EIVESE 150 mg, [RTEHHR 450 mg
Dt 4 7 ) =Y = RS

BRLEND TEDRE « DR
+ = AR

BRREND TEDOMIE - H&E
i DHUEMEEIG AR & OPFHICB W T, BH ., AT VR T T F



LT, 1H1FHAUCE~6 mg- min/mL FEYE=:A2FEHE L, D7l &
b 3WEERET S, chrx 17— é L, EZBVIKT, B, ¥

H&E1T, Fim, RE, ERICE D EEHREBT D,

BRLESN D TEDOME - HEIZEET LM LoEE

< AR >
AUC HEEE & OB ICE S S AAOZR G EICHOVWTIL, BET L%

EDORFDOHA RTA LV FE2BEBEITRETDHI L,

KOFHEEICET s EFH
— 4 . NEZ XA KMY
WR5e4h « XX VT — VT EEN 20 mg, FESTEEEN 80 mg, Vv
BT — )L EEEE 20 mg/ 1 ml, [A) A ETE 80 mg/ 4 mL

e AN AR V=
HIBR S5 TIEDBE ST NRICEIES 51

NP |

SE X A P -3 P
AU v >~ Y o

N Z A/ e %
WRoe4h « # % Y — ViESWK 30 mg, [FIVES#R 100 mg
St4 7 ) =Y 2 VRS




(BlI7E)

AAREMRES S =

KEWFERAE TG EHPITEES £AR
— AL A NBOM R AR E S 2 &
ANTEAEIE N B AREM S HY S
NTAEEE N B ARHRAI = =
—ALHIEN A AR AT = =



