20204E2 AET (B 10R)

BF R BEREF
BHHAR - 367 A

nF R

)

) BEE-EAEONSTEICIVERTSI L

BAEEERSEES
87259
OD#E25mg OD##50mg OD#$E75mg
& 58 & 5 |22000AMX00840000 | 21800AMZ10259000 | 21900AMX00567000
AR5T M 8a 200847H 20064E7H 200747H

BITIARBEATE £ S BEFRIE SR EH]

akgRs 7MY VOB
IYIXTODEE 26mg
IYINA 0D i0ng
IYINA 0D 78mg
FlivasOD Tablets

2. 22 (ROEBITIFHERS LBV &)
KEN DS BB O BHERED &5 5 B#

3. AL - MR
3.1 #8RK
L ZYNAOD#E | 7V/NAOD#E | 7V /NAOD$E
B 58 4 25
mg 50mg 75mg
15EH 1gEH 1§
B H | HE F7MNVL HRE F7MEYL HE FTREYL
25mg S50mg 75mg
IZYRY b—|ZTYURY b=, EFOFIT O
L. eREFY | Ellela—R, 7TLBATT
Jaitia | Ut s, BEEKT A,
— A, 7YV | I-XY =)
; AT 7 YINF b
7
wCAL L 2y
PN 4
A BEEK
FAB. 1-A Y
k=
3.2 SREIDMHIR
. ZYNAOD#E | 7V/NAOD#E | 7V /NAOD$E
R 58 4 25
mg 50mg 75mg
& - Al JE Ha - CIEA e
"
YA A\ 7
= @) N\
i — — —
J x = Ef%7.0mm Ef%9.0mm Ef%10.0mm
JE#2.6mm JE#3.0mm JE#3.9mm
H 2 100mg 200mg 300mg
#Ala— #2214 o215 0216

4. ZHEE - FHR
BULZBRAEAEE(C {4 S BERIEE

5. RgE - HRICEHET BFR
RANC & 2RBIRERBEE TR AL ERETH S &ICH
U, RERGICE DR T 2RRDPE 6 ML WIBEICII T
BEE, OB L LEZEET 2L,

6. % - A=E
BE.RAICIZF 7 FEDILE LTIHLERSmg & D %5 215D,
R AA 7372358131 ~ 2B ORE % 5 750 ~75mg i Wit
L. 1HIE&EBREORST 2.
BB ERICKVEEEET 55, |HRSHRE5EI75mgE T
E9 %,

8. ERREFNIER

8.1 BYMEMESHS5DND I ENBHBZDOT, FMEHIZES
MEELICERT 2 &

8.2 AADBRESMHIHROZEREIC, B EMEICE <
HEV, UBELHARENHODLNDEIENHLHOT, EHEE. H
BHEOEEEERZ S EEIRF T 2HRIIERSE L I L.

8.3 AAKGHIMRFICEEAKRSOFREIIOVWTHBZZITV., &
FERPHESNTVSHAICRMERICER L, IEETH
AONT- & FITIE, BEXIEPIET 5% ST LNEZITS
o [10.22H]

9. HENERZBIIFBAEICHTIER

9.1 GHHE - BHEIEEZEDHZEE

9.1.1 EEREEDSHZEE
THFAEER 2 72 o

9.1.2 EELRMEREEZENH 2 EE
THFAEER 2 72 o

9.3 MFikeEERESRE
EEANMCH L. RmmEErR A2, MR NI
PRIMEICHEIM L7z EOWMENH S

9.8 SinE
BAE (Fl21312.5mg/HE) »oRE2HKT 248, BED
REZBZ L AP SHEBEICKRS TSI & KA, EE LUTHIE
oSN E D, EIRE CRFHEMERLTVSZENZN
7z, PREAEZE L. MUWIHREDNRRT 2 BT hDH 5,

10. HHEEA
10.2 HAER (HAICERTSDI L)

HEHIHE BRIREEIR - 5T | W7 - falRE T
R MEFEVER WIS | RFI RO HHED
Fee FEA 2BENHFHLO|EEEAPEVIC
[8.35M#] T, BEY 2% E | HHNIEHRT %,

FETH L




S % HARER - BEE | BT - ERET

RARDIAT I |HHICED . ER| NS X MEEE
—VY5HERZA | HERILE D 5 b [ERICK 5 EEE

ERCE - NeBENDH, HZEEIT S0,
VILFFT 4 PERIC K D BEESE
JIUEERIE. N HziERds8%
VTF+ 7 14 VIE nN»H 5,
ERIEKF S

1. 8WER

ROBWERNHE5DLNBZENDHBHD T, B2 +7ITV, BE
PROONIIBEICIRE2H LT 574 WYL LB ZITS &,
1.1 EXBGEIER
11.1.1 FFHREREE. =E (BEARH)
AST. ALT. v-GTP¥D L7 %MD FeERE. BEHIFH 5
DNBEZENB .
11.1.2 K, SRR (BEAH)
MEE RIS —BEORBREENH SHLNL I ENDH 5,
11.2 Z0fthDEIER

0.1~ 1% 0. 1% SR
MBBRE 2 ZOFERR. B | ZIEAIBE

3z
=z

FRMER (T VL - 55 [BRE BR., BHEIAR—-v &
DX, BHE - | HR LOWK, |92

JHE REL. HRERE
fEBRas 5L 5H | BE IETO. SR
R I AENR (BFHRX

LN HE IR

15.2 FEERARERICE D <1
BYER (7 R) ICBWT, 300mg/kg/H (BRRKHARD
$92001%) Z2FEMBORSE L-5E. MTAREEORENE
AREBICH LARICENL- L OREPH . /2. v TR
ICAAEZTHEBREORS LR Mg 70727 5 2 iR
BICHUERLI-EOWMEDP B .

16. EMEHRE
16.1 MohiRAE
16.1.1 BO5 - REKRS
REERRRAICT 7 P EYIL25, 50K TT100mg™ % 22 I B[l
Of5L7eE &, FROF—FHELATLS,

25mg 50mg 100mg™
Tmax () 0.45%+0.21 0.75%0.71 0.65%0.22
Cmax (ng/mL)| 39.3%£10.3 70.1+32.9 134.8%£55.8
R (RRE) 15.2+4.7 10.3+4.1 20.1+13.7

(n=5. 3 fFHEfR=E)

F7-. 1E50mg% | H2BBRKEROREGY S 2 &, MmiFHiE
AR E# S TEFREICE LY,

16.1.2 E£WZHESFEHER
TEEERLAIC 7 U N Z0D$ES0mg (K EAN ARIZESE © URODSE) (K
7% ULSUBKTHRA) & 7 U N 2$E50mg (B sE © DURE@sE) (O
THRA) ZZEERICKHEROKRSE L5E, EM¥ENICRET
bBHEDHERINIZ?,
R A S FICHERRE RS L 7z oy H)ik
NI A= OHEE (1)
7 U NZ0D#ES0mg (K7 L THRA) &7 Y /NZ$E50mg (KT
IRAE)

bR BEANRE ., | ER. 8. T8

Tmax | Cmax | E#H | AUCt | AUCo-»

F) FEHE S ERBERE 2 &0

14. BRALOFR

14.1 ZERIRZMEOER

14.1.1 PTPEEOEANZPTPY — bS5 WMO ML TRAT S LS
FHETHI L, PTPY— b ORRAIC K D . BEOLHAER A EERS
JEATIA L, BITIZERFLE B Z U THERARFE O EE & & 0HE
EHFEITDHIENDH D,

14.1.2 RRIRFOEICOETHERZRESE 2 ERET 270,
K7z UCIRAFIRECTH %0 £7z. KTIRHTZ2ZEBTES o

14.1.3 RAIZBE-FEORE T, K LTIRASEZWI &

15. ZDMDER

15.1 ERFREAIICE D < 1EFR

15.1.1 FULaw (75> ViEME) T XU Z Ot OB Rk
72, MR O Z Ot OBIRES O MEREE O & 2 EIMERE T,
SR LRSI AS NI EORENH S,

15.1.2 aBEWrEEZ RATRXIEBEICRARROH 2 BEITBL
T, auBMfEAICK 2 &F 2 5N 2T ILRE ZRRE NERE
(Intraoperative Floppy Iris Syndrome) »¥&% 5bih % & D
WEDPD B,

N o MEM. G RoR (K#fE) |(ng/mL)| (B¥fE) |(ng - hr/mL)|(ng - hr/mL)
R OD$50mg | 0.8+ | 100.0% | 11.2% | 255.2% | 289.1%
OkEUCHRAD| 0.4 | 23.5 | 6.8 41.7 55.8
i ﬁ;g‘ALT@ g;?‘AlP@ EiEEESOmg | 0.7+ | 105.5% | 9.6+ | 241.7% | 273.3%
\ o GkcigA) | 0.3 | 19.1 7.5 57.5 88.1
[ LRI e (n=19, T+ M)
AR B i R BT R BR AR
& T RE % B TR B FICHEREORS L7z B FEE)fE
(IFIS). &% ST A= DOHEE (2)
fiE 7 YN Z0D#ES0mg UK THRA) &7 VN A§E50mg (K THRAE)
Zofth V. RS, | KHACILE. wiog | Tmax| Cmax [ [ AUCt | AUC--
mE ARIGTRIE. | % (F§fE) |(ng/mL)| (BffE) |(ng - hr/mL)|(ng - hr/mL)
HoU0. R, OD$50mg | 0.5+ | 120.5% | 10.5%+ | 243.5% | 271.7%
B o GkelgA) | 0.1 | 39.2 | 7.0 67.7 76.6

LESESOME | 0.6+ | 124.3+ | 10.6+ | 233.0+ | 263.4+
OKTHRA) 0.2 40.2 7.2 56.8 62.7

(n=19, Pt L {FHE(RzE)

16.2 DRIN

16.2.1 BREDFE
RIS 7 b B2 L50mg % Z2RE I &% OV R 1% I BEHR % 5
T &, BmlEFREARERZRRE I 2 h2h0. 758/
KO 208 TH Y. BBRBESTERET 2EMERL, MEH
TR — BRI R N EE DT IR LA, RE g g
T OHEFAOERMAICE S 2. 77 PEYLORIIIC KT
TEEOHEID L, -7,

16.3 Hf

16.3.1 EEEEE
B AICF 7 P EYL100mg™ % 22 E R B[R 5 5 L 7z &
ZOMEEAKAERIL8.5%TH 72V,

16.4 X3
FERBRSE, RECFEO L7 a v BAERUA MF2 T
T ZIVEOKEELTH 572,

16.5 HEtt
R AICTH 7 S EDIL25, 50K T 100mg™ & BEfFO#S L
7o FOHREH2MH E TORPREMAIRRI VTN
0.01%U RTH -7



) ARORZS NI AE - AR, B, RAIKEF7 rEYLEL
TIALIE2Smg & VLG ZIRD . MRV 7255131~ 2B ORI 2
BULTS0~75mgic @i L. 1HIERBRERES T %, 2B, ERICED
HEEIERT 572, |HEEREGRII7 mgETET5.] TH b,

17. BRERAE
17.1 BURURSHEICET 2R
17.1.1 EAEERER
BEFER, 7051 37 ARE BARRE, FHRTERS)
BT, ARKENPOEBLRUBZIRD SNEY, £z,
TEEREERBOSE, 1HIERSICBL CEHEI R S
N9, “EERHERER % & 14960 0 B KRB AUE O B R
BUTOEBYTHS.

BT 1 ER (Ul Db
— R R AR 58.5% (234/400)
—EERHEGE 71.9% (69/96)
510 REHEEHB3061ICBWTHRE LIBMEN»RD 51",
17.3 Z0ftt

17.3.1 EREERZERICH T 2 SHEORLEER
ERREETIX. 75 Lo EIREFlICHASI N TV SHY, 24l
IO FE W, BN, IFICRINE. 1BNIICEE, /2. 11
FRIROEZ, 1HIICAST. ALTO LR, 1#lICAI-POER, 1
BNTIRBEO LR 1FICIiEA Y 7 L0 ERPRD 5Nz,

18. FEMEFE

18.1 {ERHER
a RBRERTE I EE D S RIILREE R O RGE IS0 9 5 R
ROBREEML, RENEZERNSE, BRLRIEREICHES
PHREE ZET 5,

18.2 & b TOEA

18.2.1 RXEMHER a REFICH T A
t MRIZREEARZ AW REBHEEERT. a1 REEANOH
MEzR LY,

18.2.2 RIMIERICX S H1EFR
VA AIFEIEEIC L B & - HEH AT T8 A D U 2 I L A2

18.2.3 HERIEENEER
R SZIRAERAE 14 S FERRFRE B 1009 2 B R EHFHER ICB »
T\ BRARREM#EER U/ MREERPERICET L. BRR
TRE R O P RIEE A ERICHEIN L2,

18.3 B CTDIER

18.3.1 RUIZER. PRENUEH=RAZERICY B1EH
OV RBBEBIEIC KD 75 PRSI, RER OB = A5
S AT O IR & 4 L 72

18.3.2 FREAEICHT H1ER
BT Y FICB VT, RENEZ ARIKENICETS®LY,
JREEE A X IZ BV TIE, REMEOBSHIBIC L 2 RENED £
FAEFRKENICIIH LY £, arREMREREEIC K ZIME
BRI 2MH & Db RENE R 2 RREIHE LY,

19. B35 ICRIT BIE(EZHAR

—f%4% 1 77 YL (Naftopidil) (JAN)

{b%#4 © (2RS) -1- [4- (2-Methoxyphenyl) piperazin-1-yl]
-3- (naphthalen-1-yloxy) propan-2-ol

FFR 1 CuHsN2O3

SFE £ 392.49

% R BREOHREOHRTH S,
HKEERR ISR TET T <. N,N-IXFILARIVLT I
FOEEERE (100) ISR T Ay ) —LXidTy )
=L (99.5) IBFIZL< L, KIZIBEAEBIT 210,
HiCk > THRZ ICHBEE 25,
N,N-YAFAILLT I FER (1-10) 3Rt zm
S8,

B OB SR

A R 126~129C

20. BURLVEDFE
SMEREMZIEXR L TIRET A2 &, KANTRICKVERT S
ZENDB, BELILELOIXMERALEWT &,

2. %

(7 U/N20OD$#25mg)
100$% [105% (PTP) x10]. 1408% [145 (PTP) x10]. 500%%
[108¢ (PTP) x50]

(7 U/X2OD$#50mg)
100$% [105% (PTP) x10]. 1408% [145 (PTP) x10]. 5008
[108¢ (PTP) x50]

(7 U/N2OD$R75mg)
100$% [105% (PTP) x10]. 1408% [145 (PTP) x10]. 5008
[108¢ (PTP) x50]
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24. XHRFERERUEVEDESE
JB(ERR 7 7 —< &t ERBEHRIR < I 0 ERED
T100-0006 HEETREXARI—T H1H2S
7Y =% ¥ L0120-114-936
(9:00~17 = 45/ HHL. REHZFRL)

26. BHERTERES

26.1 SLERRFETT

JBIER D PV RISt

RERHTFRBXAERXA-TE1E2S
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