&) VIATRIS

sk 20214F9 HEET (B3I
* 20214F1 HEET

BARESR I HES
87259

AL AEA
SIVTFF T4V I ERIESE
JIVTFF T4V T OBRIEOEREEIE T 1V L

M 7”):2:%525m!1
I\V( .ZZTZ.GEW'"“

INAP7) 5 0741 25m
INAP7) S 0D74)VLs50my

B K SRR
AR ¢ 554
OD7 1 )V 434

Gl
VIAGRA 0D Film
$25mg $50mg OD7 1)V 425mg | OD7 4 )L 450mg
A®ES | 21100AMZ00053 | 21100AMZ00054 | 22800AMX00667 | 22800AMX00668
BR 55 B 1999423 H 20164£10H

5i%f—l§ﬁm®ﬂ75§t:i Uﬁﬁh‘% c & ‘ Wise s INA T 50D7 4 )V A25mg INAT 750D 4 )V A50mg
17 1)V 17 1)V
. RIS YNVTFF T 4V T UEEESS 12mg | YVTF T 4V T FEET0. 23mg

1. &5 (¥ V5F7 4 L& LT25mg) (¥ L5+ 7 4 L& LT50mg)
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1.2 BEHE BT OHREZOER L CNERENHEER P H Witk 94 (m) S
HEEhTVWBDOT. FEBREOHIIC, DOEREEDEFREEL - —
+HHERTHE, [2.3. 2.5, 2.6, 8.1, 9.1.1, 11.28H] AT 7T 6-8 T34 | Pliwer | ")
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oEFE (1.1, 10.13H] Wi5E %, S (mm) EF e
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2.4 BEOIFIEREEDSH LB [9.3.151] OD7 1 ) 2.25mg 5o 802 |

2.5 RILE D EHE (ME <90/50mmHg) XA IC L A E M7 %%

ENTWARWEIEO SR (ZCHHREGEHR T >170mmHg X1
CERELRIA ME > 100mmHg) [1.2. 8.1 ] )

2.6 JHAEZE - i R0 LA 2E O PR IE AN ieali6 0 A DINIZ & 5 1 NATTS Eﬁ ég N
j»é‘ [1.2\ 8. 1. 911255@] OD7 4 )V 450mg Eh #0.2
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3.1 8% 5.1 %GB LT, FiEAERTZFOEBREDOZHI DD, B
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1HOBS- 1A E L, &5 M4 LE$52 &,
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BRI CRHN GG 5 & 2RI L 225 E 1S IR gE
BIRSMDEND 2 E03H %o [16.2. 1]
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8.1 MATAILGIAND ) A7 2189 7200, AR EOGHEZ BIIGT 200
WO ROREEI RS 21359 2k, [1.2.2.3.2.5.2.6,9.1.15&]

8.2 ARFMILL EOFROMER xR (6l DL Rl 3 2 A %
o Ehie) AHHET IR A EFR OB E ST b, FilikEh
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BAKBRIZIRZ D 2 DD B DT, FhE IR DL S 2 eIk
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8.4 AFIG IS AM ML T VSRR )L D 5 bz
A2, A OIRM % Ik L, ERe IR EMEOBE Y %) 5
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9.1 AHHE - MERZEDH 58

9.1.1 FEAEZE - BRI OEIFEOBER I BIT6» A LIS H 5 BE
DIMERBEOFEE L T MRS 52 . [1.2, 2.6, 8.12H]

9.1.2 BEOHBELXME (B, BEOFHIL. Peyroniefs%E) D&
3EE
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9.1.3 HEPHEENKRE L 4V BKRE (BHRAFMEREAN. S5
SHE. ARE) OH5EBHE

9.1.4 PDESPHERER (It DEEFREAEELIRSHOEE

BEF BRI 2 23T L T,
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= ra7VY R by o (NOBSHD o i/ IMREREINHIE %
BB 2 2 ED RO SN TV D, MR E I LSO H 5
BT B2 M L Tuv v,

9.1.6 ZRINEMIE (Shy-DragerfEfREE) DHdHEE

AR OMBEPREFIC LD . BRI 2MMEAHES T2 &
BH5bo

9.2 BipelEERE

9.2.1 EENEEE (Ccr<30mL/min) D& 38E

AR (25mg) 2265 %G T 574 SEEICKS 352, i
PRI A 2 EARRO SN T WA, [16.6.12]
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9.3.1 EEDI#EREDH 2 8%

B Lawz &, RENTELE LCFECE s, Ehichiftsh
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MEASTRAE U IMAE PR EE DS IS 2 W R S 5. [2.4.16.6.25 ]

9.3.2 FEEREEDH 2 BE (EEOHBEREDH 2BEER])
AR (25mg) 22645 %G T 574 SEEICKS 352 L, i
PRI A 2 EARRO SN T WA, [16.6.22]

9.8 S

AR (25mg) 265 2T 574 SEEICKG T2 &
WECIARKIOZ )T T v ADPMETT 5, [16.6.35]
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13. BEKRE

13.1 @

FRRN R EHEE IRV, B, RFENEMEEEAESEIE L R

PEEZRAMR N 72D BEATIC L B2 ) 75 ADREIZFETEX vy,

14. BRALDZEE
141 EHZMNEOXE

(BEIHE)
14101 RFNZ AT 2 EAE 2 P CRIRIE 2 0
(EEF

14.1.2 PTPUZEOFEANIPTPY — b2 bW L CTIRAT 5 L 518
452k, PTPY — FOREMIZ XY B HUA B A ARG I~
AL, HIZEgILEd B2 L CHEBIASEOEE R GIHEZ 5T 5
ZENDH D,

(OD7 1 )LL)

14.1.3 7VITEEZDLD, HH (740 n) 2L CTRET
LEHETLIL,

14.1.4 FHNIHEOLIZOSTHEEZZE S5 L RET L2720, K
% L CHRHAMRETH S, F/2. KTHRHATAZLETE S,

15. ZOMOEE

15.1 ERER{ERICE D 5%k

15.1.1 FEH & OREERIIW S TIE R was, AEICBWTA#R 2 &
LPDESIES G-dic, TS, HAETRHDELORENH L %2
0 9 % IEBNR Sk AT ER MVESLAIERE (NATON) O%$BLos#ih s

TWh, TNHDERENDL 1L, NAIOND Gk T [ (507% Lk
) HEIRIR B BRI E . BARILE ., BUESE] 24 LTz,
HHENZ BT NAION% Z63 L 7245 DL Lo B & 1f R & L TN
SNz QUK HENZETIE. PDESHER OG5 5 10 (t2) 5
FBoOWEAN (VT 7 4 VOBEFHTHDRICHEY) &, NAION
P A7 BRI B T LR SN TW AW, [8.48 ]
15.1.2 3#) & OREBRIEH S 1 Tld e was, SEICBWTAR % &
O PDESHHEH L5112, FAU FIERMEOFHA MRS SN TV D,
15.1.3 #HENC B 2 %O A%HE 100mg 56 % &) 128
W, GDEPEZEIRIE, LR, R AR, BN, —
RIS 1 & B 7 & O EE 2 LIE RFEEOFER R (KFH
BAHO L Db &) PR GHICHEBL Tnwd, $XTTHEA
WS, IRSDELBLIMERDY A7 77 78 —%FTIHELT
WHBETH o720 %L DFELD, WATE D IIMATARZICERD S
. DEBITIED DA, HATE L LICEFFEGHICED Sz b o
b oz TOMIE. AHNE LG LT ABROBEEE A S 5 H %12
HEENTWD, SHSDEFICONT, KH, MEATH, AkBEE
AL TV DMEREE, 25 OBEROHMAE b IO E
HICEZEEET 2208 ) 2R fET 52 2 L IETa v, 2 0
SR (MR, ARNZE) L WK - Adl%s GhEDIIER. FHahie, MmiK) .
B (. —Ri 80520 I RO T, HR O B,
MREROMENE < FEHE, IREO_ES-. MM o E O i, f71
TRFIEEZE5 |, EHEPOFE) OFERFRIPME ST b,
15.2 FEERPREAER ICE D  15HR
15.2.1 J v b ORIl H#EREClE45 % 0°200mg/ kg C 1 [ 15
BRI A SN2 L DHED D B A, 64 FRERK AT AE 1SR ER
TIEHEO SN ol T2 U=V AkoROERBEERE (67
A, 127 A) OfEHE0me/kghE 2B\ T MEBI B S A4
ML EBIRES A SN L DIV H L. L, THHOWRE
DO FAOYHERE IR D D LI E N TV D,
15.2.2 B FEERC. 2 7 = VFRICE O E 0BT mW LD
Wi 50T, B S T 554 2 IRBRIRE 2470 2 &0
BLTHEGTAZ L,

16. EENRE

16.1 MehigkE

16.1.1 BEIES

fERER N2044 122 V7 F 7 4 V25, 50, 100% OF150mg™ % ¥ [l 145 5 1L 7=
B OIS AE NI (Crnax) 132 N21105.192.425 % U674ng/mLTd - 72,
O 70~ & Fefé s f ) REIG Y 3 -C o0 A% rp i B -5 ) AR T TIRE (AUChas) 13
ZNEN231, 504, 1148% (F1977ng - hr/mLTd h . #5582 HHI L THhn
L7zo MAEHR D2V TF 7 4 WIEHEFANT BT 2 I 0 (t2) 3.23~3.31
] TR AT 2R L 72

Pk Tmax Crnax AUCast AUC= ti2
(mg) (hr) (ng/mL) (ng - hr/mL) | (ng * hr/mL) (hr)
25 0.8+0.6 105+ 62 231+103 - -
50 0.9+0.4 192+102 504 =202 - -
100 0.8+0.4 425+147 1148 +274 1190+ 301 3.31+0.81
150 0.9+0.5 674 +239 1977 +733 2044 =721 3.23+0.73
SEAN I il + AR 2 (n=20)
Tomax  © B e HILAE Ho i 2 3 & IR [

Cmax  © TR IMIAEHIRERE
AUCus: © OFEH] 7> & Sl 5 i 0T REIRE R & C oD MU r e B - IR )t fd F Th 7
AUCe = O 2> & MEBRAIRE R % -C o ML v i 2 - 05 R A5 T
te RGeS R ]
(ng/mL)

1000 4

100

R

1 8 12 16 2 24 (hr)
B5%E5MH



16.1.2 Eiiks
TERER 6512 ¥ V7 F 7 4 V50K 0N 100mg™ % 1 H 1117 0 SRR 4% 5 L
FeBE D Conin (F£5- B2 24RE ) (XU b 2 0 L Cog i BUAME  (Ing/mL)
fHETH 5720 Twma X Ctr2ld7H B O FAEF G2 & ) Z0IE L 2o 7219,

16.1.3 £MFHIFEEM
TR NBPE206012, 7 B AF —N—=32 X D NA 7 750D 7 1 v A50mg
(K72 LOIK TR B E N4 7 7 7 §i50mg  (BEHESK) & L TR CTHRA)
15 (WFRd VT F 7 140k LTh0mg) % & - 22 a5
L7z &0, YVTFF 74 VOMBEREE R OCEWEE ST 2 -5 13 To
KR OEDMEY THolze FOENTHEMETE T X -4 (AUC. Cuax) 12D
W CO0%ME HEX BT E LS TREEHIRAT % 17 - 7246 . log (0.80) ~log (1.25) @
N TH Y, N4 T 7 F0D7 4V A50mgld. K7 LK TR L7235
EOVFIUIBWTH, N1 7 7 F8E50mg & AW RS S 7z,
F72. N4 T 70D 4 b A25mgid. [ERmARLR B REEREH O 42
BIRISEEET A K54~ (CER244E2A29H 1) S A A 55022945105 ) | 123E
DE.NAT 7 T0DT 4 NV A0mgE EHERF L Lz & & BHBEEE L
v AEWEFERIC RS L A s/,

(1) K7 LCHRH

(ng/mL)
350 -
300 1 -0-/N4 727 F50D7 4 VA50mg (7% L CHH) (n=20)
- 31 77 54§50 mg (n=20)

250
g% 200
4
=3 50 4
[ 150

100 1

50 1

0 ‘ ‘ : ‘ : e——0o
0 2 4 6 8 10 12 ld(ho
P G- 15
ST A =% BHEINT A—F
FTE B O 54 Conax AUCu Tonax tie
(ng/mL) | (ng - hr/mL) (hr) (hr)
INA T 7 F0D7 4V A50mg .
234+ 42+ 184 1.2+0. 2.10=0.
(K7 LCHRA) T3 6 8 0-8 00.33
1A T 7 5 5E0mg U5+99 | 606211 | 0.9+0.9 | 2.06+0.32

KR

ST M + iR (n=20)

Toax  © Ty ML i RE SRR

Conax  * TS IMLAE v i EE

AUCH : OB 72> & 145 (&I > 770 > Z B & T oo MmAE b i - ] AR T TR
tiz REESS 2]

(2) AKCIRH

(ng/mL)
350 4

300 4 -0-N4 77 F0D7 4 VW A50mg OKTHH) (n=20)
- N1 7 7 74850 mg (n=20)

250
200
i 150

100 A

50 4

10 12 14 (hr)

HERT A—F BEINT A=Y

AU B O -3 Chnax AUCu Trnax ti2
(ng/mL) (ng - hr/mL) (hr) (hr)
INA T 7 F0D7 4 )V A50mg
236+129 643+ 327 1.1£0.7 2.04+0.24
OKChiA)
INA T 77 §E50mg
227+112 632 +292 1.2%£0.8 2.06+0.24
(KChRA)

SEATPI 0 £ R 2 (n=20)

Trax - S R R ]

Coax ¢ B AE R i

AUCH : OBE[ 2> & 14K5R] (Bt > 770 & ZHE) & C oo e b i P75 1 A0 T
tiz BRI RS &4 1]

16.2 DRI

16.2.1 BEOFE
fERERANL6%412 2 VT F 7 4 VE0mg % £14% AL Z2EIEC IR O S- L. R
NEJEEIC RIS RFOEEERRF Lz VT F 74 VO Toald BB RO
B G TENEN30R L2 TH ), AHEETIC L) BRIPGHEE 2
BRI Ly Toa?S1. 8L RS 2 2 & 25580 51720 Cond I BRI S
Tl49ng/mL. Z2JE %5 T256ng/mLCH ), AUCw X Z L Z1697.5% O
806.2nghr/mLTCd > 720 HHEK G2 LD Cuax e NAUCe 1L ZBJEIF |2 IR T
ZTNENA2% T O LA%F WA L7219, [7. 58]

16.4 3
DTS T A VEEE LT CRE S 2o FERBIN-BL 2 T v iko
HERGEREEIXCYP3AAD R b i < . IRV TCYP2COTH » 722, [10. 2]

16.5 HEittt

16.5.1 M A6%12 2 V7 F 7 4 V10, 25, 50, 75, 100} UF150mg™ % Hi [l
RO L 7B 0 #5548 ] & TOH G- 2126 3 5 RE LR O REUR ik
MHIZ, 0.3~0.6% L ENTH Y, F&5mIZMRE FE—EDHEE R LY,

16.5.2 A6 Y V7 F 7 4 V50 12100mg™ % 1 H 1IA17 H i ARSI %
G L 72 O G2 125§ 2 RZEALIR 0 240 [ 45 O R HRIE2E130.2~0.9% 0
RICHERS L. MG H & R CTh 0 BKER G2 L 2810 - 7219,

16.6 RENERZFTHBE

16.6.1 Bi#EEERE
TR N84 B VB B E R EH 165 2 7t R IZ 2 VT F 7 4 VE0mg % HilnlfE
85 L7z, BEEOR T2 ®E (7L T7F =207 7 A Cer=50
~80mL/min) K U EE (Cer =30~49mL/min) DFEEH TlLM4Ed v
TF 7 4 WD Cnax L WAUC BN BT 218 & FEED Do 72H5
FEEEYE (Cor<30mL/min) TldCrmax WAUC & b IZHEEE A IZ LT
Fofh L WA R L72® GHEAT— %), [9.2.120]

16.6.2 FHfREEEEE
TERERL N 1240 K O TR RERE 5 B 1244 & T RISV VT F 7 4 )L50mg & Hi [
%5 L72BED 2 VT F 7 4 VD Cax Jt NAUC O S 39 IL AR RE N (2 L EL
LT, ZNZNR4T% R U8B%EML, Y VvTFF 74D s )75 A (CL/
F) 1346% A4 L7722 JHEIANT—%)o [9.3.1. 9.3.2&]

16.6.3 EHEEE
fEdEE g (65 Ll 1) 1644 R OMEERT 4% (18~45/%) 1684 & X RIZT IV
T F 7 4 VE0mg#x MR G L 2O Toald. FiliE L OEEETENR
FNL 2K O 1RER] & 7 D AFIZEBETH > 720 Cmaxld 5 5 T302.5ng/mL.
FAEFTL78.2ng/mLTh V) . ElH X EEF L 1) 60~T70% 8\ Ml %R L 720
AUCEFEiiGE e R TENEN1077.05. 1U586.0ng - hr/mL& 2 1), &
W B DA AEE ORI ECEE R L7z t2ld kg T3 .8k, #54EH T2.6
FHTHY . BEREICBVTREDP 72 HlE T2 )T I ¥ AWHEEIH
Y5 BZehREN® BHEAT—4), [9.8%]]
) AHOHARTORRHEILLH1AI25mg~50mgTdH 5o

17. BRPRAGIE

17.1 FaERCLRLMICEET 55k
F & L CHIRFIIIEF (International Index of Erectile Function : [ElF
Fhitkie A 2 7) HEE (1I5EM) 09 b, MAOHEICHTA2EM 22
GEE BT RAREE, MEEAT LI LD TEE LA ? ] ROFED
HEFFICBIS B0 [ C4EM, PEzeh, A BRAMTEFHE & Mi4F 3 5 2 LA
TEFLAA? L I2E DT, FoR a7 Tl L 72,

27

PAEDRB—JED 7o L o+ v v o e e e e e e e 0
ST ZEER Q0 ROmPLE) <« v o v e e e e 5
BB7-mm

CE &0 A7 0 RRl L 0% 10mb7mARE) - - 0 e e 4
4 (TO[EHRBIE]) « + « ¢« v v e e e e e e e 3
72F12

CEG &0 272 ) TE S EE : 10| H3EARE) - - - - - o e - 2
R LURZEAY L (QOEALIELIT) - - - - s e e e 1

A O F 00 46 T AHERER, WO OVRE O 88 AR RBR CUE, [HTA DB ] K
O [#hiRofERe] & bicak s UTHBICEEZED RS 5z, BIZ, AH
DERER L 77 L RHOMICEEEITRO b,



[EAOHIE] & [EhEDHERE] DA a7 DR

Beht
TG — v | a r = "
o KA YT feak | FEMEE | 5T B YIVFF 7 4 VB | ANCOVA
25mg 50mg
P 1.65 2.17 | 3.52** | 3.82**
+SE HA | £0.08 | £0.19 | =0.19 | +0.19 | p<0.001
(%0 (243) (60) (60) (58)
T 2.20 2.17 3.18° 3.65°
DR +SE B | +0.08 | £0.14 | £0.14 | =0.14 | p<0.001
(%) (481) (117) (121) (123)
P 1.98 2.31 3.27° | 3.65"
+SE KE | £0.07 | £0.15 | +0.19 | *0.19 | p<0.001
(BI%0) (481) (190) (95) (100)
T 1.30 1.72 | 2.97** | 3.53"*
+SE AA | £0.06 | £0.19 | £0.19 | +0.19 | p<0.001
(%0 (243) (60) (60) (58)
il 1.83 1.96 2.99° | 3.40°
FhE DR +SE [ £0.07 | +0.15 | *0.14 | £0.14 | p<0.001
(%) (474) (115) (119) (122)
T 1.58 2.20 3.15° | 3.51°
+SE KE | £0.06 | £0.16 | +0.20 | *0.20 | p<0.001
(%0 (480) (189) (95) (100)

BG A OMIT HACTFIM T, 5 HOMIETEFTHM (LS mean) TH oo

++ 1 79 ¥R L ODunnett 0 % E Hikp<0.001

+ 17T RE O (FEEOMEEL L) p<0.001
H - B - RO & RERIZ100mglf & & DA CHEE S Nz 2 & b IR % 5
CIZANCOVADR RIE, 4REEE COMMRRE IR L7zo AHIOHATOREMEIEL
H1m25mg~50mgTdh % o

18. ZEwhZEE

18.1 fEA#AF
YNVFF T 4 ML, BEERKOPDESZ EIRAYICFEE L, W ONHERR (RIA FE
M ONORIEIC & 0 B S N7z 2R AN O cGMP 48 2 il 2 = &
12 &0 RIS & iR S8, TR ASEN L R E Sk M S b,

18.2 PDESBEEEM
b b AR O cCGMPA iR Cd 5 PDESOEME % . BRI DA 1S
fHE L7 (ICsf# : 3.5nmol/L) ¥,

18.3 BEEBMRIANCCGMPIEXIEA
NOftGACTH L=+ 7Ny FF R w2 (SNP) &EfffIZL Y. cAMP
TR A T3 2 & 7 <L U PR RN OcGMPRE 2 # K L7z (ECso
fili + 0.43~0.52umol/L) *',

18.4 BB {ASARIEIRIER
T b R 1R D S BE RIS & B % G & 10nmol/L L b TSR L,
100nmol/L P\ _F Cii# SUG D FEFERE I & ML L 720 F 72 SNP K UM RN
BB AR L CNOZ el S8 5 A 31) 212 X BHGH 7 F Figii Ao
% UG 2 10nmol /LY CTHag L 72,

18.5 BB {ARERHBIER
MU B OVOBEUIC 3 & 3 2 & 7 L - AR 8 OSNPIZ X 2 Rk
B A 2 OREZEWAEANED LA %858 L7 (EDsofl © 12.0ug/kg HlifEHI#L.
16.2ug/kg SNP ; BRNTLS:) 2,

19. BRI 2 EEZHER

—fRZFR - VIV T 4 v 7 RN (Sildenafil Citrate)

1344+ 1-[[3-(6,7-dihydro-1-methyl-7-oxo-3-propyl-17-pyrazolo[4,3-d]
pyrimidin-5-yl)-4-ethoxyphenyl]sulfonyl]-4-methylpiperazine monocitrate

45530 0 C2HaoN6O4S - CeHsO7

43 1 666.70

TR D VTF 74 Vs LV BIRRAGORSEOR K TH L. NN-V X F
VT RT3 FIETRT L KUEA S 7 = VIZETI{ . T = b
Yy 287 —)V (95) EY2F NI —T)IVIIFEAEE TRV,

= sy,

o] CHs

/
N
AN HO COzH
N
V4 HO:C CcoM

0 Ny, CHs

HaC

22. ‘A%
(INA 7 5 5 §825mg)
208 (1088 (PTP) x2]
(N4 7 T 5 §850mg)
208 (108 (PTP) x2]
100%¢ [10%¢ (PTP) x10]
(N4 T 50D7 1 JLL25mg)
20 [10#k x 2]

(XA T %5 Z0D7 1 JV.L50mg)
208 [104k x 2]
508 [104 % 5]
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*%24. XHEEKERUVHEWVEDEE

VAT M) ARIERARAL AT AN T = a v
T105-0001 HEUHRHEIXFE / [15-11-2
7 =44 Y) 0120-419-043

25. fRIGHEH EODEE
AFNIRBAG DI G L1370 5 Zeve (FEAIZEERIKR)

26. BERGEEES

*%26.1 BLEERSE

74 7 b ) AR A
FRAEREE X 2/ f5-11-2
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