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(2) iM%k —RaEEREFT @B
EER R L

(3) HA~D#BITH
EER R L

4) BER~DBITIE
EER R L

(5) ZDHDMBBEADIHITIE
EER R L
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5. f#t
(1) KBERAL R U R IR
BRI L
(2) REIZEAE5I HB:FK (CYPAS0 %) Dy FiE
AFNEZFICF b7 m—24 P450 (CYP) 3A4 [Z k> T an 523, CYP2C9 b/ Tliid s
N5 LTW5, (IVIL.—7. MEER] OESM)
(3) YMEEESHROBEERVZDEE
BRI L
4) REMOFHEDOEJ|RUILLE
BRI L
(5) EHERBEHYMORER/AAT A—42
BRI L

6. Hhtt
(1) PR R URE
AR L

(2) s
AR L

(3) Pt
AR L

1. FIUARR—E2—ICBET HIEHR
BN v 2

8. BMFICKDHBRER

AFNTIMAEE AR SR 13 E <L RPPEEREMRN OB BT L 227 V7 7 o ZA0RtEid i T &
20, (NIL—13. BERE] (2) DEZMR)
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 TEMHFERALDEESF)ICETHIER

ZEENB EETDEH

( &)

(1) AH L EmAH LW T—mbEFE (NO) ft54 (=tn 7 Uk HEREYT IV, g
AV YNE RE) EOJFHIZE Y BFEFERHEMRL, WEICIEEZ FTRIEL2Z2LB3HLD
T, AFEEORNC, HERAIH 2 WIT—bER (NO) fi5HINEESN T RN &%
F o U, RAIER G F R OEEZICBO T HHEBAIS 52 Wi —BEEHE (NO) 547
BhEEsN2NWE Y HoEETLZE [VIL—-2. ZEEAREZTOER (RAEESZEED)) (2)
DS,

(2) FETHIZ G OMHEEEOEE R OME REDAEFRNHREINTVDLDOT, KHIEED
AN, DA REEOFESZ HoHRT 52 [VIL—2. 2EABREZFOER (RAEZS
E) ] OEELO VIL.—8. 8ER) omEzi],

T

ERRBELZDEH (RAEEZED)

(22 (ROBHFICFEZESLEBENI L))

(1) RAIDpZ 3 LI BUE OREERED & % B3

(2) mHERAlD DT —(kER (NO) 54 (=bmr2r V&Y HHEET IV, HEEA Y Y
VB RE) 2EEHRoEE (V-1 EERELZOES] (1) OHEED VIL.—7. HEE
A (1) omEsE]

(3) DIMERIEFELHT 57 EMTANREY L B2 6B

(4) BEEOIEEREO S 5 BE

(5) R EDBE (IE<9I0B0mmHg UXTEHIC K D E N 72 STV R W E LT D B (L
FRIRFICAE H 1M > 170mmHg X322 REpRAE # 1 > 100mmHg)

(6) MptsiZg « i o DA ZE DBEIERE AN eilt 6 0 H LAINIZ & 5 i

(7) MR B (MR A ME D RBFIIIHR AR VAT 7 —EOBIEIHEE Z /o
FEBI VDR B s, ]

(8) T IAX v U RE (ROA) 2EGHhoRE [IVIL-7. #EER (1) OEBMH]

(9) "M T =ik 7 T —8 (sGC) Al (VAT 77T b)) Z&bGhoRss [[VIL—7. 18
HER) (1) omEz#]

BEXIIHNRICHAET S2EALDFE L ZNDER
ERAA

¥t

4

NS

RERUVAEICEET SERALOEIE L ZDER
Y LW

BERSAREEDER

EERE (ROBFICIKESIZEE5TEIL)

(1) FaXofdE B Uffh, oMK, Peyronie W) Db 5EHE [(MEITHNKREETH
VIR E D AR B 5, ]

(2) FrtPhEIED RN & 22 015558 R mERMER M, ZRMEHIE, ALFR%) Ob oA
H
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6.

(3) PDES5 FHES LM D EI A IR A e 5-rh o B3 [OFRfEAICET 2T LT
[AVARN

(4) HIMMRESNIHEHEEBOH 58BE [= e 7Ly B R oA (NO 54 o/ Mi
BEEIHIERA 2 B304 5 2 L RO b T\ 5, IR B SUITEEEER O & 5 B (x5t
T BRI L TV, ]

(5) il (655 LA B) [mlnE ClIMmBEFRENHMT 2 Z EBRO LN TNLHOT, KR
(25mg) MoELGEFHET LR CEEICEE T2 [IVIL-9. SHEADKRE) OES
1), ]

(6) EEOEEE (Cer<30mL/min) D& 5 HEHE [IMAEHFRENHEMT 5 Z AR D LT
HOT, AR (25mg) NHELGEGT AR CEEICRG T2 L]

(7) MEEDH S EE ETRENEINT S Z LB LN TNDHOT, KAE (25mg) M H#
G afltd 2 CEEICRGTHZ 8, ]

(8) a WA Z G HoORE [IVIL—7. #HEAER (2) OHEZMR]

(9) F F7 m— LA P450 3A4 ZPET A AR GFOEE [T F 7 4 Vv = o FERF O
MAEFEENBINT 5 2 EDNRDOENTWNHD T, [KHE (25mg) 7»OEEAZBBT 572
CHEEICEREGTAZE (V-7 MEEA] (2) OHEER),]

(10) AN~V F RaiebGhold [VIL—7. 8EERA] 2) 0ESH]

(11) Z%HZEME (Shy-Drager JEMERES) O b 5 EE [AFOMENERERICE Y JFHREEIZ

LOMMEEEESEL Z 03 H 5, ]

BEELQEARMIE L EDEHRVLESE

BEELGEARNEE

(1) BHIZEEL X, BERAEEROZOEBREOZM OIS, BHERORESCHREZITV,
B2 WTI IS E IR LIBENLE L SNABREICRET D Z &,

(2) HEATAIZOEA~D U A7 20D 72, AR EOIRE Z BtA 5 BN OIS R ORREIC R
ZiEH 9 &, AANTMEISRIERC X 2BEER 2B/ T 5720, WEAld 5V T —mib
# (NO) fGH ORI EEREZHRTHZ ERd D,

(3) MMfHZE « B D AR ZE DBEEE S BT 6 1 A LANIZ & 5 BRE I IEE R TH DA, T LAl
(ZHMAEIE « i L S0 D A AR ZE D BEAETE D & 2 BT 59 5 A 120 A RS E O f 5%
EromRT sl [VIL-2. ZRABELEZTOER (RAZESEED)) 0EBR],

(4) 4 RELL EOFIREOIER TR shi (6 REEILL ERFE T DA% 1L 5 #hiL) BT+ 7
+ V7 T R RIRI O S E TR R A E R TSRS STV b, BRI IC R S 0E
ZIECOITAT D7 & RS ORIE XITEERERE 2 A FEMICH 72 5 Z & R d H D T, Fikd
25 4 R P ERFSES DR A O T2 E . BEHIZERMOZKE A2 5 X285 &,

(5) AFNIMEIER U MEAIEHER Tl 72\,

6) YNTFT7 4 N7 = EEERAIORRKRFBRICEB W T, DFENCHEEENZBD LN TWVHO
T H B OEIEOEM OBEICEFE T 258 IR ST L 2 L,

() BE AR ZREGT D L, RIS LTS AIC AR ERE N END Z & 03D
Al

(8) A 5142\ 2P IR T UT BRI EER D B & O GG T A ORAZ IR L,
HONICIRBIEMEORE ST L5, BEICHEET 528 [VIL—15. ZO/MDEE] O

H emk

HEM],
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1.

HEEH

AHENTIFEICF 7 v —24 P450 (CYP) 3A4 12 K-> TRETEN S0, CYP2CO LT Tiddh b
DL L TW5,

(1) HAEZETDER
HAZEE (BFRALGWLIE)

R BE ERERAEIR - HEHE W - fEREF
Al & O NO ik 54 OFRIC LY | BRIEER 288589 | NO 1% cGMP OFEAZFIRL L,
(=he 77UV HiE 22E08H5, — . AENT cGMP D3 %
7 IV, WEEEA Y Y ve Hl9 5 Z &b, mAIOHEHIC
R%E) £V cGMP DR ZI 3% NO
[[VI.—1. EERBLZTDE DREEAVER DR T 5,
B (1) OHEEE]
T A K a IR TIAHF e SERBEIC LD IR N
G A=%"3) QTe FERAERA MR T 5%
nnd b, ML T I A X u VIEBRE O

PEHICL Y QTe IEER & 5o
NoOBZNRH D & DHED

5D,
sGC HIHI PERIC X  EEMERLEZR| UV A 77 P EREICED
VAT 77 b TR D, cGMP BEEMNEML, —F5. &K
(7F L% R) #11% cGMP D43 % i+ 5

&b, WMAOHMIZEY
cGMP OHISNEREE DR L
ot QI INES N V) I EDRAS-2 i\d
ETBENLrH 5,

(2) HAXE L TDER
HrREE (BFRICEETHI L)

RE|2HE FREREEIR - FHEAE Wi - BIREF

F R —2P450 3A4[HE |V F e, mY ra~v A v r | (RHEEEREERICEL 20T
(U e, FAFEN | VAFVUEOHHAICED, V| T ADRED

T 2Ra~wAf Ty, VAFU | NNTFTF T 4 T = RE R D
Y. harY = A T | EREREN R U, A i
I — V) IR (Cmax) BNZEI 3.9
%, 2.6 %, L5 fFICHEmML, i
HE PR B - R R A RR T A
(AUC) nZ=hZih 10.5 15,
2.8 fiz. 1.6 fFlzH#mM L7 [IVIL
—5. BERSANB L ZTDER)

DIEZM],
F b7 v —LP450 3A4FHE | AFIOMBETRENMIT I 58 | A F R L2077
W (R, V7y7oe | 2hnbdbb, > ADEENN

v )
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8.

T LS ERPRAEHR - B K B - BIRET

Wk

T hn Ve FEOREEAL | AN AE YRR K DR
OOFHCTREERZHEEm L | EERZAT 5720, PRI
IZEDHREND D, K OBEEEH 2T 5 2 L

o BT

R s o oAl | 238 D,
EDOFHTOHEFVEDH
TIE R 2 £ O MK T &
KLz oHERD D,
Mel /RS R 5 2 & 28
HHDOT, {KHE (25mg)
NS ZBRMGT Be PIE
HICEGTHZ L,

AU F R

OFANC & 0 BREAE A 25 1 78
TEBTNRD D,

BlER
(1) BEfERDME

AR AR AL 55 O BIE S S DS B & 7 DA 2 i L Ty,

(2) EXGEIER & MHER

A% L7
Q) ZToHDEI{EH

1) Z0inEIfER
RO I REWER DR SN, BEITET, B, &GP IEFEOmY)RLEE

1152 &,
M OE T B
fEIRss MmERE (XTY ., Bk . Mods, B, SER, &ifE, NEAR, Rl

By 7 REPERIE, DAEIET | RME, K

ETCRRGEEER

S, O FEWV, MR, Bk, RERRE, ThHogs, mEVIET, BE, BRIT
e, SEEL. EBEE . MR, thRLEEL, ARRUE, R, AIRE, K7

FF ik AST (GOT) #H8hn, ALT (GPT) H4hn, LAP L&, LDH H5hn, s kY 27U
U R, v -GTP #N, gV SHEE EA. d Yy I 7 —8#m, 7
TI WA, e Y L e, R AR

JHAEE L, HBEEE, 0. HEAR, B, B, B, BARAPE, TR, O

BRCR, HIEE, BE. R, ER, WEek, T EE

WAPR - A TEER

EIR. STREEE . UL HOER, CEEERR. P OER, Frseehi, JRE
SR, RISZAIR R

PR

e, PPRRRETE . PA. WHEAZE, MmE. Shil, SGEEYYIE, RISER

Hol

- BHER

Bfim. MiAm. A, e

A

BB, T OFIE, IR o FE, BBME. MM R, T, R, K
JERETE, LB

&

~v h 7 Uy Mg, ~~ b7 Uy RN, ~EZmE U, U oRERED
JE. U L REREENNE, AFBRERMGANAE . FRMERBUVIE, FRMLEREEANGE, A M EREY
JINE
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B OE T B

R ARFEI, FEEER, BAUE, kS, IR, IR, EkEE, CHAE, RRE
B WRTEIES, WRIREE . AW, FEH. UMK, MR, IR ZE
ZEE N I

Z0Hs CK (CPK) Hifll. %55, Buk. BUN BIIN. o > 7L L HRE(ERE. U o <

JE, A RY AR Y N, RERI, AR REEREN, ve el
J =, IR R OBEG . PREPIRILERGYE, R E B, K7,
TP, RS, EYE
1) RRBERIZA S TIERWA AR OTHREZ IS TIAT T 7 0 V7 = ol i
HBRICDHRENIE LT OWERH D (IVI.—8. (3) ZDHDEMER SEHREEE
ER] OHZH),
2) NETREEEER
SNTF T 4 = oEEERAIONEICBT A TREO BB HREICELY . LLTOREER
(REBEBAHO LD B ET) NilE S TnD BEEARH), Zh 51213 100mg #5461 ¢
HENTND,
DIMER :
OFPEZEERFE, DAEZE, DEMEAREENR, Wi, — MM M & mifE 7 & OEE 72
DMEREEN VT F 7 4 V7 = O BERFIER GZ B L TS, T_XTTIERWD,
INHDOELPLMERDY AT 77 7 8 —%FT TIZALTWILRBEETHST2, < DFR
D3, PEIT 2 UIMEAT 22 ISR B, DB TIEH D05, TR LICIIVT 7 4 v
T UERIAIBR GO N Db o Tz, EOMIX, AT T 4 v T = R R
R UMAT A% OB OB RZICHE STV D, ZUHORERIZOWT, SvT
T 4T T OPRIERIAL AT, AREE DA LW DA REE . 2D O R O
AW IO ERICERERE T 2008 ) NEMHEET D 2 ST TER,
ZTDMDER :
Ko« AR - FIE. AR
WAIR - ARG« EhEOIE R, FrgeEhii, MR
IR R, —BRO2R RS AR T, IR e, IROAEVE, IREROIEIR EE&, IR
JED A MBI AE OFEE XXM, A AFIEE /5], BEBE)E P ool
(4) HEANEEFARREERUVEBREEEREE—&

H e L
(5) EREE. AfHE. BEERUTHOARSE RO ERRIEE
R L

6) BT LLE—ISHT 2EBRUHBE
| NIL.—2. 2EABLTOESE (RAZREET)) OHBH

9. ERE~DEKRES
EEE CTIEAKIOZ VT T U ANME T T 5720, KR (26mg) Mo &REZBHMET 570 CEE
5T 5Z L,

10. $F4R. ER. BULRE~OBS
| LRI BT 220
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. INREADES

\m R TED

\

12. BRERBRERRICRIZTEE
BRI L

\\

13. BEERE

(1) fEK
VIIVT ST 4 v = R RIE 2 ANENC BV T, R BRI 800mg £ CHRIKR S L=
f. AEFRIIEHETEO NI LD LRI TH o722, EOME & BIEEIX LA L,
200mg HEHTIZ LV EWAEEZ RTZ Lo N EES (FEE, WL, O F W,
HIEARR, Sk, AREE) ORBRIIIM L=, 100mg OFEFEFLFEHRIT, ARHE
Th 5 25mg KT 50mg LV &EHhoTz,

(2) W&
B 5 O BRSO R B 2SRRI O S, U AR HERIE AT O 2 b, 7ede, AHNTMLE
BEAMAENE L, IRTPPEEEDMERNTZDEENTIC L D27 V) 7 7 v ARSI X 7
VY,

14 EREDIE

RHIZ TR
PTP GlEDHAT PTP > — b6V L TIRAT 2 X5 fEd 528, (PTP 2 — h DAk

WXV BOELA SR ER AR L, B2 B 2 U CHERSIRAR S o B 7o & OHE & OF
FIDHIENRESINTND,)

15, Z0foFE

(1) FHI & DRREBRIZA SN TIZARWA, FMEIZBWTI VT T 7 4 v = UERIERH 2 e
PDES5 FRFHE G- HIZ, iz, FIMETCRNEERDIRE & 720 5 2 FEBhR I MERTEE i
PERAREAE (NAION) ORHAHE SN TWDS, ZAbDOBEZFEDLL L, NAION OfEkk
K1 [Fhn (50 sl 1), BEFRTE. @i, EEhRiES ., @AFMmE, BE%E] 246 LT,
SAENCE VLT, NAION 2R B L7- 45 Ul Lo B2 %t5 L U CHElE S iz B O IRAFZE
TlX, PDE5 FLEHKOEE DN (te) @ 5 FOHMN T+ 7 4 LOEAER 1
HELINIZAEY) 1. NAION 3HL U A7 2 2 512725 Z E R ME STV 5D,

(2) A& OREBRITA S TIERVN, SAEICB W TV T 7 4 V7 = U ERIERIH % G e
PDES5 fAFEEEH#£IZ, NI, REBRIEORBANHFE SN TN D,

(8) AHNZITMEAT 2 BYE & B < Zh AT A2,

(4) 7 v bORO 1 » A FEMRER Tl 45mg/kg & O 200mg/kg BE CRERIEEIIRIE A3 H iz &
@#iﬁ L0, 6 5 ARBR L OB AFEMERER CIIRD b2 hote, o, BE—Z VRO
BOREMEMERER (6 v A, 12 » A) Of@E & 50mg/kg BECBW T, HEEM I FRRPER
iﬁ%%ﬁ@% NHELNTZEDRENRDHD, LML, ZNHDOREDE b ~DIMFNEIL
WO LB TN D,

(5) EMFEBRT, A7 = ORBICFHELMEEE OBRMEREWEORENDH DT, RHIFZS
THEAIITRBRRE 2T R CEEL TR T 5 2 &,

16. Z it
Y LW
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IX. SFERPREBRICRE 9 SR E

1. FIHER
(1) EHEEHER (TVI. EHRE(ICEYTSER R

(2) BIRMEIBEER
Rk L
(3) REMETBHER
Rk L
(4) TOHOEEHER
Rk L

2. HHER

(1) BEEE5EHEER
A EE R L

(2) REHSSMHHER
EER R L

(3) EIEFRAEFMHR
EER R L

4) ZDHo%HEE
EER R L
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X. EEMEIEICEHT HIEH

MR X5
B A GEESRG (EE-EMOLATRICLVENTLZ L)
ARG R L

BHHAR X (T E AR
SRR - 3 4 (ZEMERRERRE I HES <)

BTk - REEH
I PRAF

. EFERWODEDFESR

(1) EBETORYHEWVEDBERIZDONT
BRI L

(2) FERIRMFEFORFZWNIZIONT (BEZFICEEITARNESWNASTESE)
Wi—6. EEGERMIELZTOEARVLESZE] 0SSR
VI.—14. BRLODFE | OHEZBM]
BEREELTA R AY
BEMT N7y R AD

(3) FAFIFDBERIZTDONT
BRI L

AREMF
Y LW

=2k

VT ST 4 VEE 25mgVI DK
20 & (PTP10 £E X 2)

VTS 7 4 VEE 50mgVI DK
20 #2 (PTP10 #£x2)

BEOME

PTP: RUVElE=L, TILI=7LA
NUR ARV FrE L

E2ERE - MK

B—R5 - EEhE

[Fl—Rsr « 231 7 77 §E 25mg/50mg

[ %h 3 2 XTT7 40, ST T 4 VIR KT

ERREFEAR
Y LR
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10.

11.

12.

13.

14.

15.

16.

17.

HERGEAZTEABRUARZEES
G RAEA B 1 2014428 H 12 H

HERE =

VT F 7 4 VEE 25mgVI (DK : 22600AMX00926000
VT F 7 4 VEE 50mgVI [DK] : 22600AMX00927000

RMELERFEFAR
FAMIEAERIL AL

MEERIFHREM. RERVAELEEENFNFEABRUVEZDOAR

LR

BEERR. FEERAREABRUVZORR

BARSANA

BEEHM
Y LW

REDMFIRERRICET S1EH
AFNE, B (DTG BRSBTS HIRIZED B TH R,

£EI—F
VT ST 4 VEE 25mgVI DK
. JE A G878 SR SE e
HOT (9 # = Lt NEBEa— R
( *ﬁ) Fr HX%ZE%%:'*‘F NEEH = R
187721202 SEAM L EA N SRAM L HEA N

VTS 7 4 VEE 50mgVI DK

. JE A G (8 AE A SE e
HOT g = v NEE a— R
OT (9#1) H= RS o L7 hNERE=a—R
187719902 SEAM L EA N SRAM L HEA N
REHBTLDOEE

LR
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X I. XXk

1. BImxHE
1) REBERER) : 215 F 7 ¢ vk 256mgVI DK KOV VT F 7 ¢ L 50mgVI (DK O%5E
PEICBEIT 5 208 (HEEERD)
2) KBUIEGR) : 2 /L7 F 7 4 A6 25mgVI [DK) KON LTS 7 4 Vb 50mgVI [DKJ 044
ARSI BT B R (REPNERD)
3) KEUIKWER) : L7 7 4 Vb 50mgVI [DK) OV HHEBIT & 5 W RS BT 5 &
B GEPEERD

2. FOtnsEHE
BRI L
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XI.5EZE&H
1. ELNETORTEIRR
AR THTE I N T2 (2021 45 1 A B AR)

2. BHCHITHERIIEER
MAMER L
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