EZ20A
50223 / 100281
AELFE(Sildenafil)

[A=fE YA I 2 0141Y E
520||Ax+50n|a|—|au

OB A AL LR A[E 2R USP) - e e s e
- x%j,;ﬂ(ErdAHA) AT HMD T BHED03T
© R A BRI, PAONIbATS, DREEER0A AEj0l2MOD

E20|A%10022|0
T AR AP A |E Z ARG (JSP) v rov o semsos oo e

70.23mg(&HI-HE2A 50mg)
&, QUIERI0[ISA(B5F41079), ARAI2HRQALIES

140 45mg(EHLFEZE A 100mg)

HPH(EtSMA) YN S HMDS EA003S

DIEFEDH: FRPL, D0l A2, DRITAZR 0% ABIOI=H0| 148, QM0 |s(85F41079), A2AFUROALIES
(44 S8 03 CIRN0 BARP - 50 42 3SR
(8551

- 27| 2Ho| X2

Q_I:H Q_%k]

@"HO\ OF TAIZFHO| AYER 25-5022|27S 19 12| F0451H, HR0| Mtk= S8Rl 4A17FH01M 3027H0| SOSI0 T ElLIZL rdat forgel met
ol
“h29| eite AOLILO EEE TS HEAE £ 91002 £0|EFE 25mge R &
- 654 04 (AUC 40% 57-)
- R (P12
- E 50| LB (IH|OFE | HAB0] 30mL/min O[5t 100%)
- CYP450 384 XoH IEZLIS, O|E2IDLIE, 0242010
X;‘,*‘S\ A O\AL‘:r
(=} =2 T Mg .
- 2| ELIHE HAT05le 2ol AP 4BARIEL ATITIYS HEZO2 25mgS ENBLA| GE= SLI

SO0 BILI=E

IS{182%), AIFIL

(A2 FelifEh
1.1

1) 0] O 2 X|RAIZH HOLH AR & W AR T 2= HEjO] B4R HH| = NO Z0A| <L\£*EW%‘, OFEILIOMR!, O] 4= B[EHNA) £ 585k
YL EUUBIRIR0| ZUR0l L Eapﬂ HYO| BOE 4 QOO 2 A= 0] 9f2 MBS | Ho| 2R - HA R H|F 9 NO B0HS SOBIR| YOL=X]
SES| 2OBI0I04 810 0] 2f £04 F 9 £0] T YA K 2 NO ZUHIS FOBIR| =S FOAZIZL
Q|=0| FL AL Oag S BLIER Zut HEEH OpEESO 2 OISt AR 59| 04RIS0| 2DE(RIC O HEPH Tl RS SES| = BI0{0F et

3) Mg Fhg 0T SE0] YRS B PR AT Cist YRe| 0-5-40] 575122 0] 2 ket 2 |27 K2Rl AR MRS Doisitd
R HHEIR| e SR PE AFEBIR| S Bt

4) 0] 92 AZTE XYXIOI =2 T T YAERI Z4E Zelfshs T4 HHREo| S (B Zohg4: 8.4/55mmHg) € 721 0l F49)
SIXIC|AE ZQBIR| ¢4 4= YURITH O] Of2 FOTBE| THO| QAL AUARE AEE| 7| 2HSS 0T AP E8] RIS & B2 Ol2feh EreEtanie|
SEf OPRISE BY -5/ MAlS] Lefsiofof st

5) ZFZ SHAIC| CHEHO| 2f] Largo|Lt O Jo| TSt STl YARIR = GiZ) 0] 2US FOJA| Fofj0F 812F
- XL oI O] B S fedste 2EMO| 9I9IH =Xt
- AR SR} B oMY BAT S RUe phEI AR}
- MBI} (90/50 0I2H B DEUSIXH170/100 =1
- Al OISRt

B) 4AI7H A2 XIS 0] U XSED|T (BAIZF OO S TS 2015 D)) O] AT 20| E22| H0E|91 7 4ARE O 0D - X2 Z2 ZA] 9JAKS)
T Y TICHS QI0[of $HoF KIS0 Z0| ZHIR X|BEI K| GO ST REEA U (O A AU 0P [E 4 9Tt

7) ERARETM (0] CiE S5 3 SEH|SO ST 512 §E5)0] 9L %%*I%IS%%*O\ gaﬁpﬂ AT ST PDES HHHE RS
SRR Zhao| DiZE 2 QI

8) TS A OIHIH|Q! 2|ELIH| 20| 82 YOILILO B S22 Of 11H] A4S APID2 2|ELB|=28 585t SXI0P 0] ofg S0tk 32
ZO[BHO0} BT s O ME|LIH| L BE SNRRE Y2 M E FHHE0] 2T DE 0| AULIHe| m=E F2 AIZ049 “‘E -S4 =
LIEFS 2L D&20| HOLIY (200~800mg)o| == AT XAt & Y20 A Y Y, A4, XL 7- 29T 2[ELH2E 285k
IR0 M) Ol U 0-548 ZAAP 7] Sl HE LOILIH) S22 S0 iLoi O%E 210} i“o 12t

2.} Bxfoj= S0fefx| L 2
1)0]2F = 0] 240 A L0| DRI 17}

2) oftl Sehe] £] 2ot A (LIE2Z2 42

O]k H[EZMS, OPERION, LIERIZAELIES) 2iE FIIHO2 22 MHX 02 235}
10 9f2 580t 20| WQo| o] AR HHE = SﬁHO o AL, A 2&3H= 20| PSR Tl As Yer QUX| o= 22et Ty Xxio| s H72
100mg Tt Sofot FR0| S SE) L2MUC| THHS T, S8 F 2441210 XLt AP0 2] 0] 9] H sE= 9 2ng/mLOITH (H 1 Y sk e
OF 440ng/mL).
2o 2 K], 23 8), £Z 2| M7 2ERKoy, JRI0LE|EA-E0] 30mL/min O3 221 CYP3A40| CHSt

CISIEE XS Z, 654| 0] MK}, 2k 2Tk
[o]

Aot SRR, 0PI 2010145 HRBl= B2 014 2E 2 24M2H0] X[ AFEO{40| 0] 90| € e 21200t X RTI0|M LHEEl 220 3-8 of
EL O PHE =2 T 24ARI0] X AIF M| AC|LIEO  BY S22 E|1 EY S20 (31 2 oL, O] AFH0M 2UY A2 s WRde

20| JJOJI\O\ EHBHATE LEH SR us* f.

3R et 52 10*3%04 APUE0| HYEIXR| g R BOFHE BT BE 5T AR 22 BF Y Hant

4)EZ PRHEnt

5) ME (B 90/50mmHg 02 EE AEE(X| ghe TEY SRHBA 57| Y 170mmHg 234 Z4A O[22 4 100mmHg 1)

6) 2|7 6212 O LS Plidts =FM, ==, £IEE e A 0 E40] 2I90H 21X

7) Al YR SR A0 Alf A RIS SIXL= 3810 PDES| LHY Xa‘%% 23)

8) e W | H XZHIE 520 2Xt 0] ofnt Tk 10 |2 H X2 R0t HET00| Tfgt OF YR e de o1 E vt gig)

9) OH2| PDES HHIH| 22 GHE9F 1A GI0|, BISUHLHEGAILIAS (Nonarteritic anterior ischemic optic neuropathy, NAION) 2 Q18 312 &9
AJZ0] A Btxt

m) 184 0[19] 401, OW
11) 00| TI2A A EAS FoIEQ 2t

12) BIRAU & guany\ate cyclase XA =& 2R EMWH O 2 Peisiet 22 Z4d HEYg 4o + 2i8)

3, CHS Extojl= Al
1) SEEre) %@9\ ;\a SIIHZEY, ST A 4REE T A = HP|ZLIY(Peyronie's disease))
2) NIEE2159] 4012 75 = Ol HJEl0| R ANTERT, T 343, HiEd)
3) EHOK e 25 ASHHY SXHLIEZLZASLIESS| HAT SN ZEE ZUAP | 202 2oITt H0Y e 5 AHHY 2Hxio]
chigt OJ{*@O\ E’E‘E\Oﬁ X %)

1]

4) DFRHLHR0|M BESE? - 78l 20| MEEZI00 2 28] &22 MZLY (25mg) 2 ARBI0F 2t
5SS Hjﬁ\OfEH*&ig 30mL/min O[3}) (B2 578l 210 HrEEzion= *9\ BYS MIY(25mg) O AEfeHOF Bt
6) 2H QRHOWiE 73k 20| 2E|RI0 B2 £0| GRS MEY(25mg) 22 MABI0FBit)
7)CYP3A4 AAHIS & %OJ SAHEYEEr- 57 85 20| BXE*E\?*AQE L8] ke MEH (25mg) 2= ARBI0F )
8) Ft=HE|E[=S S0i5Q BHaf
9) ey YUS B 0] %Ol Yy SHTI0| TRt QFEHO] AR K] Q0 B2 RO Y-Rold TP -S AP AR 2 S0fefof 5Ht)
10) Z[ch 34 %%‘iWOOm 0| Aot B OPetE Lotg0| 508 2 9/°f
1) 82 IS SR 92 et 2 | FA, e, o 20| 0] Gl= EXI0 P 01 J@ AER Heto| R2 52 FE3| 2eIsi0{0f
G} 0] 949 SOIZ AEBP| T 2 S A} | T A5 T -EI010} 817 AFRERH 918l OITIE 77| T Rl K10 QIO AR~ 217
KOS AYo| Tt AIRS & 2 QUL S AR O Ol2F 2RAE SO, BT, 0N, 202 Y HO0| Sls B H O #RIS Ao 2
SHO|EHBH ST - SFARF H9I5I0{0
12) 2t T RISS (52 7 [-XEY A8 (ShyDrager syndrome) §) O] L= &1 (0] 20| BR2E 212 BX10] 2| Hate] o3 0P|l Mg
AES O}*MP\ A 0] )
otIE = ERabs
4.0|4Hg
Olerse AUHO 2 UNHO|L 2 Fee JTOM SEEU L LYY G20M UL 014BtE 2 0| (et YHE0| 273191 pge s B~ U
SP 1B Sle V- HEH 9410) Ojhs ST IHRE OIot B|==0i9 .
7= T4O| OIS, FIOTHE 2/3/44 YYAE
7 Eop BUE Olfetee £& 2 220
U744 015, /of HX 2/3/4%5 M) 3L AT ZAGIN 20 E 01RFS 2 0RY [2 1)1 20| 21 2[R 22 327 KOt E 202 7[1f
oi%s

Ty 12 3P| =3P S5 o ==
= {(=1/10) {=1/100, <1/10) {=1/1000, <1/100) {2 1/10000, <1/1000)
2104 H‘Oi
v ekg
oy
= - .
AEA & Ofx| Es) ST} T
ALA
21T
Cox
TS
= =k
IaN=NaT
el
&3 EIZ,
o2y =, Yo He
= AZ70f, ZAE, S|
= LA MAIZ KA
=5, = o
AlOF2{OHY {visual brightness) HoEy
= X5,
0| 242104
=9 g0y
=HE RS
HiOH
o =iy
T E
Ot Hm &
EL e et
=
OF 2 0| CiCHsE x
SEIP | 53 LT 2O REy e 012 B (Throat tightness)2 217,
‘ {sinus congest\on), LRz
Pl A=A,
1oq Qe
43P 1o E 471 212453
3PP pe Mo B LR
& UE
W I IBIEE a3l

D % BEEH CEEANS
S 2 e R |z,
w57
T 9 =029 b2 =y Azl
E e 7

* NI ZAIG| A B TE OJAHIS

HEIQRE HO| O|A0| LBUT|A], O|AEISS Q9 ©,

LE

AP LIEIOLY, BP0 o S #Os|t
BIOL2210] 5-5 QNI
162001 7423, 919k I YOI 0] 248 HIHOR SoRtS 1) T

U e
[E2] H‘E@ 09%%‘553 50 62HQ] 2441 34 ARFIOIA, PRf2EN o2

}?}O (]‘)\H:l}o(]‘ ELE‘(N r
=120 A Of 0| LSt 8t 0] OF E0f 2%} =

=

i)

OMutS & eixjalg
OlaeEe ALt sl
(N=734) (N=725)
51 16% 4%
S 10% 1%
ARNET 7% 2%
2L 4% 2%
QEUA 3% 2%
AlZfOfadr* 3% 0%
A 3% 1%
Olx/Et 2% 1%
E 2% 1%
AJZ{Oeb*: 051 YAHQI A2t T (F2), Beard Z7-, AOF B, 0] H7101 4 B §F HO| 2HTITI0| A)2fOojfo 2 F0f ZLtR|RIOH, Of2fet Zafe
100mg e 2 0S S0 F 3L TS Z5P LIEHSL
T 10| 2[THE OfdetE:
2) 2% O ISt OJ4EES & OfF0IME 22 B8 2 LIEIH OJ4fHS2 T130t 228 0|2 D, 555, IZRAx 227, 2HEs,
3) DHGR A0\ ADHRE (17%) 2t 4|20 \g 11%) 0] 100mq LZE0|A 2 Of5t2] L2k Zf BIsSP| LIERT L HArQare T =2 Sar0|d AlD[ot

22 0|18 E0| LIEtOLt 1 BITE 29Tt

4723 22 LSS0l 0l g, I o
212 4123} 3421 -5 50| 9l 250/, 24210 517 X942 A3 OIS ES H BI9L

(1)l 24, OFH 25 ARlttts, &3, 297, £, @t 2010t YM{accidental fal), 55, L3|=21 845, 7583

B
F|Q T Al DB, [T AR AR Al

[E101A 2% DIRHO| 2RO LIEKLOLE, O] 2fno] QIuidi= H2BIX| Rt BUE Olyts 2

(2) MEEO B3, ACH TS, A, YISk, 2D, Sk, HP T3, AN, AT AHE O, 03, ER
(3) 42172 7ok, T+, 9 ORI, 9512, PIR, PIEY, U=, 4R, TRUE 2015 Ok, HY 2, e,

(4) THD| I S T 20,

(5) APl 2 199 2, 95 S2, BoPyy Bet THYS, UA0E OUES, HEYS, ILHERYS.

(6) 2= 2 2, wmx JSET, Y AT ES 2 m:.ax grmoi

(7) M50 SELT. 2R RS, MEEE, TR0, T O], 982, BH, 281, Oy, 41 24, T2

() ZB7 P 55|, SE 2%, 359, Ol Sy, 2[RRI, 25457+ D137 B,

Q) Ij2 gl Bk =oayd) E}t}ﬂ e, U T[EY Y HEDEY BiE TR0

{10) 5457 2k 21481 SA0lE) = Ly (U o1 el O]t &1, Of, OIS, ML, 99T,

11) Bl AP B, Op S, Yk,
13100 D[R oarlS

>-sar, RAZ, AP 4401 23 2 203, Y oy,

A LI SOf0 TS 1300 1 (person-years)Ol4, £12f =040 TSl 700 1 (person-years)OQ| 20| O|201T 0I5 H, PIATHE Yt
NZO 2H0|M, OLILE SO0t BXT01H0| M D EMT O LYS 2 HEPD Hete] gt AU E0| 2(2f5 SO SXI7 1 Bl wsS 1 Xjo)2-
SIS 0BT Blry- HOLPEE SOREE BRI} 9{2e SO0 SR IM 2% 100 91 (person-years) & 110194~ 2| Zato]
S ARYEE = 2014 £ 100 9 {person-years) & 0.30|%1.

5) SHYYAE B, 82, T8, AHOR 59 0J4ks 2YE0| 9= YuAlg FuE T E0= B9l

A AL

1) H 0B, HYSOIA, Y S G 2, AR ST U 9 IO 50| A2 ofHER 0)EES0[ 0| OW%  2RASIO] AT AA[H
O HNEIFIT 0] #iX F UP 2 b fIRQIAIS 5 9l SISO OfSt 0|EES & “hes Pl =3 i 220|231 U9
BF JHT| 0| 0] o A H=0| LS HO 2 B 0k|FIY, 0[9)0] HP 0] 9O AKZ 51 YR O ARIG L AO[0] EBISLT 0245t 0 4RHS
SO| 27 0] 9t &0 Q=X SHPIS 20| QIR D[RO R 210 Gl A HRt 2RA0] 9=, O]248t 90IS0| SEE|0] Rl=R| £ T2
201 TH20IR|= YIBR|X| 494t

2) AR ZRAR FRIYE| s 0] 2 BE(Qu Ol 0] 22 TEBH PDES AHHLS ZYHQI 4 20| Sle HOZ LIEII T LR ARo|A
EIERR! I R0IS0| K2 BISIEl O AIST} 0420 8 HORKE 817~ ISOLE 0| ARIO]N OJ33I RS U 4 Gl SRt FRA
TRS0| IR Y9/ O[Ol k0] 0] 24| EO#% QI 0] RL=R, o] HAfHO! ChY leixie] 2[5t 311X, 0l5 0| 2Ee| gt

HOIX| e 7 8po| ,rg OIX|o| O[St 2HOIR|=
3) ARy, el Hph0] 2 0sisl

4) E20| HO|LITS o-ACHH|Q HEE0I0h = HEYO| OjdekE B 10- 1317
5) O] Ofut BAS0{ AT 2 B0El J|F} Olad8h20 2 0] 21t FHEZQI© } U eyl

< )/\Pijﬂ- ‘Z'O}X

(2) Bl 22 ) O E L0, B

(3) 52| Oy At

(4) Tl TRISEE

(5) 4 M|, AR A2 /N ZRSE £, O 2, OFER/E, Ol 20 U Eet ol &Y, A Hie)/e 3 DYYEtt 25 uisY
X‘{H}ﬁ«{ﬁi)\i*‘/\\ﬁx*
dYeR2gALES

T2 10| 7[HE OBk

*H%”ﬂﬁ%’ﬂ%g*w%é (Nonartem\c anterior ischemic opt\c neuropathy, NAION, | i 20010] &) O] AjTt

LTI AR LS EBFAR AE| 2
ORI} TEEOI A0 Sl L

ZAG E2H E0EQID, 0= 0] 2 ZEISH 95 PDES 2102 LB oL HE A= OILIXD, DR 20| SiE 2
‘EDHX«{H}O‘P#MMAP#XS guEmEr A ow:aHuow ge oile\ QBOIXIS 7K1 QITE 2 LE8S HIS (low cup/disc ratio), 504 0419 913,
ot THeE MAMEDNE! IREE S0
PDES 2| #% 2i20] 2|7 *HW [SUHLSEGANEE S4 LUH0| HRtdS -ReX| 0IR S T2 3t 2H 9151 H1, PDES HH[H| =0 2=
S22 |9] S AJZE O] oI H\EDH YBIARNHET O /=0| Of 26 T2 3= 202 LIEIT] LRE 20| T2 H, HISHEHLSHGAMEZ 9| ozt

HMHEO 504 (]‘AH)H:HO\ \_w 10
) /H M]I} [} X*P#‘W
(1) 2127 2%} 8,751 8BS IO 2 HASE AR Y X TAL Bt
B 2H0 M AfRAE %rm 8751 BS CIAO 2 AN|SE AL S AFL 45 Mgm 04
70121/6,75138)  LEIHCH, 0] £ 0] e e uAS
B27-375% (328/8,7518)2 75 UQIoH, 5
<m/8 75138), 959 0.15% (1 3/8,75133), \;r
Z18{010.1% OBIE 2 10E O|HHE S 71 EE
- X* Dx‘ D%j;/\\ﬁ)ﬂ- ]I{EE C’I:I‘
i P GAL 7S f”%é‘ T TR =5, PR, PY, P AR, P, SRt
-1 MO, ZA, OH Fakey
E\él})ﬂ H\DH oi* }X}’ Hoei?j}
-2 B Y \*61 SE AP 24
S2FUETA ASTAS ALT A
- FA B =2 2T, B
- A RIS U013, BAPI B2

000 3 & 212t 2.511.820],

QIDREHA|o] A0 O RIS W ZElg 2
2 % {543/8,751%) O[2IZt.
F0.23% (20/8,75138), OfR™, A 8HXI0] 2t 0.22%
) %9\ &0 2 TAE(I

j=]
o
rﬁ
o\o =
r\o -
il

Q
i
oFU

-|EE Y20 HOIY 8, THEY, ORIRE D 58T, 22 X0k, T2, AL T Ut 28 0 e, CRE
Zo|E AT %.‘gwcgow LR S AE = Gle OEHEE TiE e 321 ERE Bu 2 24,

=
ST A28 0[RS O 2 01| OImpIA S o
US0| FOIE, FHY, P HAR, ?\N O, BIEME AT -2 2 124 BRI
(2) A o gts B B
TRAOI A2 XUHO2 BUE OPEES T AT i = 4
A0 Wl OREIEO 2 = 58 XU, AR} A HUQ| 57 S, YIERES Ol 5% S08 UNHQ A2, oefe| o1sd
AL, "j@% LoP- LB,
E/H Opftils EuAi=o| 2Y -
R oE %.*01/75‘%”:, LEHES
R TEl= o =PI
- HHIMWW O"QOH, Sol, T3

=
ES
1ok
gl
m

0| 02} 7482 OjaRIS 2 -8}

(NJ

RPN
UEO|AO] At
G7-AL O] 2 (R170] AFZE 22 25mg 50mg) & & 15732 WX & 40 (25.48%) 0| 08 FE0| BEEIZICH 31 (15.75%) 04
UL BEE HAR O140] BER(QI
X3 E0E O|4BE 2 S&{20T;12.74%), 216, 10.19%), AIZI0[ &4 XP‘,%* MBEZ 18, 2UR 1Y 5 38 1.91%) SO|of A3 pEeE
AU HHE HAR 0142 F20IEB |LIOMHI(CK) 57-00 BO|LIBS S0 212 1322 & 02| (6.82%) 0| 2HE=IRITE
1S9l OdBE e Aot aiXls TRt 39 UEE0 8YS OPMTO%%E* B10F 310 O LBHES X Z3P7| o) et ZXIZ FBlioF 31

B2 9 gl 7o 5% 01 1% Ol4Y, 5% Djgt 1% Dfgt
M)ﬂﬁ}ﬂ [Spslui)
- AL TS0 AL N N AT O,
A it Oﬁjﬂ@if i ElcR-=3 gy 2t SATSr 22UKIC
=T ESTO {Bundle Branch Block Right)
3 Dai= Lo
A J|xpsx| 50| OiX|g, 283, &2,
cree een - 7|2 3t AFD), 2
S i 2h 9201 2
ot SRR A5, AST 57, LAP 57+, 7 OFL2{0tH) 57+,
- ALT 27~ 98 LDH 57, RN
YGTP 37, EdXI 27+
AL AoteR 22 EH
EER Tl mFIES
A Y 55 78 MAHD s e
A
2 &3,
S A GIEE LI ST, g (ha\f erection) k|,
meer QEUY, TG ot OFY7| {morning erection)
‘)\ rIﬁX}OH

[ inksrl S HE w2
Sl 0I=, BEY| 2, FE AUC C
1 s Je i3k e T__{hr) t..{hr)
2o5e, SR o e . .
oAy DEHE i(E)E oss QaiE A0z 0
24 2HE, = BE BlofIErE ElRE"
ozt OEEIZI00EE | 15114012 520.9+222.1 o8 2744120
D HRENE 7S B [BH=2210 XA fF (0.33~300)
o ix = &),
me e n=ps
Fe[2eRg100Ye |23 067
Aoy (HOLFHAE=2 ) 1164+342.6 493611932 Ll 3.08+1.75
MYLIHE (hematocrit) 2, | HET K| 2, HER 4K 57, (GRS (0.33~200)
=gkl S| Y, DARET M\Eiit‘d Ud, HEYRZNE 57,
Aoy 22 JFA
=Tl ™ S0% 4=t 10g0.8854~ l0g0.8719~ B B
(71 :10g 0.8 ~ log 1.25) 1.0012 1.0555
SR | ois FY 2 RO oA, BAIS (photopsi
mTes (AUC. ) 1 B EETA, 1r,,:§%ff:<tg$\>,,n:48>
AUC.: E95A \ JIRE R EEE ST TR KBRS T-AREASH Y
02, 9% Qi 57 Cop HIEESE
A nEES AP
TS 2% 92, | SEOKEPILIOACK e Ry o B SR
71t £ olZ oot Al BUN 57~ &3 HE7 37 FHP 01 (phosphorus) 5] 5 i, (A 2D U]
sefEEitEE | & Q5T AFER 57, © BT S RIZ 2 et B K| Aol G0%R R
QEQE&N (urobmnogen) 57
L QIUZSSHAEIE A7 2 20| w2, AEof S| 2250 | IR (M0 LILAIE 2[RI H 22 TR 2| 12FE 10022 | T A0 LIgA|
. E2 ) ROSH ] o n@E AR RS MBS, EHE%I%%%%%O\LOFH J. 010 Mt S AR R A HESHEE NS AT B0
UALHED SO O UES Y+ G=FP - A F1.0| 9F2 FCIESH 2 221002  JRY(HOILFEAIE 2419 9 52| 12PE502e | DRY(ATLIEAE 2 At S 2IRE ARRSI0 S Yst MR
7 QIIREEAD - 2RI YQUOLY, 0] 9F2 SETHT A T HMO| YU T AR 2 B0 Q1S O UBEE FECSH 20| 2/ H E519E.
5. Lt 20| 13. 7t
1) 0\}‘9\ S0 Tt o1 9 J\W‘Q%{‘Eﬁy\ PO EES TABIR BAS HOI0 HEHQI LehS 12 Gafx|=2 %@@%IEW@S%O#OF ot 1) AL 3 CHARE O] Cifet & HARSI 2 (AUCS) 0] Q0] HO|LLE 21 AR 100mg FO0f A 2EEE 26 T 2121 204 2 42610] SifEhe
2) A= Y ?\%*S FUSP | THE0| X2 S ARSE| HO| 22| HEH0] £:0IS 2ISCI0F 8-, O] o BURIPARE0| Ot 2U26HE S 20 20 Q0 Y o| 43 gl OW}W 2418 E0F SO [T LordS BO|X| 9Lt
THE0| 2 S NO BOIH|| Y25t *%%;}*f\%‘¢&’i—f; N N N N 2) SHLIBE HEHHmg/m2) 7 QIH &1 W%M\O‘u 68101 BiEBh= 1Y kg T 10mgl 211 HAEZHMTDPIX| DERACDH 1621042 S0 &0
3) 22 64 O HO\ A, =y A”"é“%jéjé@%ﬂ% SOJBEX] ZOJOF BIH 11 00| =] BA, L=, o 7 BMO| 0| Qe elo ] 0 3% S [ LU NS BO|X| UYOLL, *‘E\ 1L O ECHARMEO| & AL 22F0| £ T HUQZS L0 S0| A| RHEE L2k TF X LrErMLr
AR é‘%@\ £7 55 20| 2010{0t 51 N N . JA=S EHOQE SHoigziol H 59 AIR0IM, 45mg/kgnt 200mg/kg 22E0IM EXE 2R S {mesenteric arteritis) O] 2 1EI91 ) J8iLf, SHES
4) *;E‘ELL%S\ e 2110 258 010] Cidl &2 Lot=S 20le 10| SSHE0M BIER0| TE0], 0] 2SS T2 12E F0f8ke S0t oy ZALS +33l= CHAOR St BN 7H S AT LU A0 M BEER|X| QU7 HISTHS T O 2 St 6o R 2HEI0) M7 | BT S AEH0|H 2|2 2291 50mg/kgS
) gxﬁ‘j;\fgﬁajﬁumu QU QA B0 O] LS =Lt T BXIG|M, t*\ 10 O{A] O] 2 SCIZ QI3t A2t O], 0| 0| B TR0 0= %oﬁ% POV SR S S fdepatni enie pelfarente] O SR OIS B AR SRR s e es
52y = 5 A oS St 335 3] 100mg = Q1B A2} 0L, AT}
RTOILE 2 [H ZZpA| FO[BIO{0F BHZF, SIXED - @7 B 2 RS 517| To| FXISE KRAO0| O] 90| OfE| SHESHEX] Z HOt0) 51, 2JAkz 0l0] w2t 4) AO|LILS HO|2ANS AZE | et AR A DA E U E20F SHARIO] Lhh I 2N 9 GMHO[A LU HES] Qfet AlEint g ARt oy
ZHS SO} ot AR 9H A OpRA A% HEo|M SH0I91
6) QMALRIS F0 81 9l SAXI0 P 0] A4S SAI0] S0{SH= 22 Y2 aXjo| S8 3240 MEY0| 2L 2 §l0) 2222 25mgS Z1fshe 0 5) AR AUCS| 2581 O] AUCK|D] BBt 2701 1Y kg 60mgPtRISl S22 U0 369, 210 102U Fojet Z2 459 XfBtE 201X
OF I} YIS B&3HE FL01E 0] 42 UTALHR| 01 £ 447 O|H0] S0 M= O*E‘ W\E#’WTW HEYO| LS HA08517] 25101 0] S Qs
H%*F 31| 0| 2R - LA o] "“Hiaowi orgals i@‘%@OF Bi0, 2] 8S ML ARY S THBIT S S0t ot oA= MRl B) H2Het e XIITIO| 100mg BHe] S HRE0] 2 EXI0| 254 e HElo| OFR R QERS 0]X|X| 294t
THOI0| ZA0] LIEFLI OIE 3| CHME HOIX| S0 YHEEZ 5 7) L7 |2 etxto) o g gl ISH%%*& RO Cet ACILY o 50| Thst Hee gl

7) 92 ALEES G201, Y2 LI Smo, 10mgRt 0] 100mgE TE S0P HS Sofpt BS 02|
BMMHoA| 21481 210] BTEIZIY, O] Of1t T2 TSRt K12 210 ORI THa0] CiS! 17 SR/ iy

& B
8) 0| S CI=0R 52 OfALIRN} 20N SZ0t HP ZFARI0] 012 HE2 DIXX| QU Al HATS O[Z3E Mgy 0= HOLILO| LIERT2A|
SUIES0 887 T1Z SUMRIS =01 211 0| o} sfi2le) H20] D1IE £7(o FZARI| it A7 0 28 DALY OfY T2 e A
OWL QRS Rt
9) £719] i (6% (E O L) 0 UTIARS AJS 10| 051 7, OIAf 0| 242 Eeth PDES SRS A[SS BT 242 B0 H st gy
OIS V12040t B} 0[24ot SHE HISHTYSTEYAMES (Nonarteritic anterior ischemic opt\c neuropathy, NAION, BIHOI AR AT Zgtt
A ZE|| plolo| F)0| Y=o~ & o 91O, Of AR S ZACIY E2H 21D, 0] 4 ZEDE DEPDES AHH | 5049% el 0| S
HOR LRI} AR A2 AtHO| LIEH I Z9,0] 2401 288 FRIBIL 2] oo} ATl Bixo]s| Lef0f i,
H%”a“ﬁ%*df’ég*\t"éo%mﬂ\"O*OWO\O‘E 0] B, BISHHYSZ YA BZC| CHEE L0 20| Cf 2 Wb QA= O[2f3t g
PDES 2HHIS] AL30| Q5 OffBtS 20| TS S =+ QIS S OIS X0 P Lot Bt 0[@ 2iX15014 0] 22 EFE PDES OIS AE e
(o= 9IS 2120905 3101, 2|ChGeli= RO 0] RIEEE HBPble FR0RARZSI0F o1,
10) LR YR £ Y 01 0IXIH0] S8 2~ 213) Ol LE3ts B2, QAL 0] 2f2 ZET PDES HAA|O| ME S S 22 B0 ¢
31 24| O[S0l F02 7[00} 3
11) 0] 22 ZISHLEYHTZAP - 0|22 20|97 BHX0] X224 019)0]= AE - G-,
12) 2B SN 22 5% 22 A0| SORIE PR TUUHARI0| XD %
13) 0] 20| AFSE JRH|Z TR TRIS 0fE gl
14)0| 22} 12 POESX, LTS 808 HE THR(PAH) F2A, i 2 97|57 XIZHS} HISOIA|9] OFFK 2 b 0| T Al 43
IR 49O, OfF BEE0H= HYSIR| of

[=2]
ox
[
)
oo

10|21 $E5E8 24Pl o2
(1) AR 937014 AELIZIS| L= 22 CYP3AG () 2 200 (F22)0] 2 DI, 12102 OfRi3HCYP450 Sl Ar|LiLe| 85 558
30N 290
(2) 3701 BISOJE CYP450 2! AIHEIEU800mG) £ A28 KIBIRIO Y 0] 24 {50m) 2 HESOf 7S A|LIZO| S5 8 56% 57 AR

3) 0] 22 100img FIEISRES S5 CYP3A4SHAIRI o2l 2201014 (500mg, 1% 22, 52)2| S7batefol ] £0ig A G| Tl H{AUCK)S

182% 57- AL 0[20 |z, A48 S NS TRIC 2 0/20JR1 0110 K CYP3A4 SIFIRIHIY protease 2RI AZILIBI=3 £01 S BFEAFIOIA
1,200mg, 14 32]) 0] 2H100mg, THe] £0)& Had i HOLFZC| Cmax2t AUCT- 22 140%, 210% 57 -31%1CH, A EBLIE, O|ERtTLIEL
22 ] U3 CYpaAL ORI O] 2 8 D2 29

(4) 21701 BXFR DRI AR HE TLIE, OJRIE2010]4] S ADJEIE] 122 CYP3A4 OO} HS S0 2 ArLIZ SAB0| 242 B9}
(5) AICIL[Z0| Ot Al e 22 CYP3AL SfHASL B8 S01 A| 575102, Hopgo| 12} 0] 212 E02S LBI00F & 22 31
{6) HIV protease CiTRIR] 2|ELIE|= TS 223t CYPAS0 2HFIRA 24203t 2 TR thfo o ©p0 %

0] 2H100mg, Tt E0)S H2 & A2 AL Cmax@t AUC?- %’%’3uu/o(4HH) Wuuu/o(ﬂ
2 5ng/mLe! 2zt 1]t 24*@ ?0\5 GUsTE 2 200ng/mLE SABISISE 01212 2 ELY
S 0Kl Avedat YX[ste 21012
= protease 2{HH2} O] 2f AO]9] HZAEE OIEl bt GIXRH HEF0] A AO|LILO BEsE 57-7- 0JME L
(8) %ai@ CYP3A4 SHIAIE =2 £ etxio|H AT 870l HOLILS Fofdt 32, O SXto|H T JolLigel 2|1 22| 9 s22- 200nME g
OK)J\A}OD;‘ StAk /HOF)\‘{O‘ Otgaroiir

O o H2Fd0] Y=ttt

k=3
(9) 212fot e MRS Tl O 28 A0 |A, A= 2l deHRl BAIRKCYP3A4 [ 5], CYP2CS LA 0B 2 0jfe CYP2C1S RA)2| ofgE]
{125mg T"‘ 28] SO0 SRS HOILIT (80mg 19 32| F0)2 8E Al ACILIZOAUC ¥ Cmaxs 212 62.6% & 334“/0 YAE| L A
LIS BHESIAUC HCmax £ 22} 49.8% H42%7HK| Z2-A342E
(10) 2T 22 HHBICYP3A4 LEXQt R0 o e HO|LIL HEaE ol Siret Z40- oafEIT)
(11) AR (A FRI0 1 /4 Rt 201E)0] THe] S 0] 09 WHOIEE0| &S DIX|X] R94H
(12) Rt S X2 B4 AL}, SREDI0|E, =M 242 CYP2CS R D‘sswﬂﬂ(@amxﬁuxﬁc R|R]), A IO SR|9L 22 CYP2D6
O{H[H, EOFRIE 9L 0] H[ZO| 0|, ACE 2AHIH| U 2 S2 ALHHIS2 ACLILO| 2S5 Hei0| 0198 FES DWI\ QAU ARSI NE A E
AL AUCE loop Ol 3 ZEME 0| wH|0] QJ8 62% Z7-5IS1 1 IS0 HIEMICHIC| fs 102% 57 5%0‘#. ChARLFE0] Chet Ol 2fet
Ociéot% D\)\WH OO‘)d(]‘ OU— )—{OEEQ‘X‘ O%L’r
(13) 2H2ot & X RIoIA, OWJDWW(W%‘ 500mge 3Ys0H F0N)0| YOl = HOLLo| £Q fRThARIS| AUC, Cmax, Tmax, AdEE
Af=={elimination rate constant) ¥ 121710 Y&kS OJEZE SHE §i=
(14) HELILDE AIS 22T 217 0 28 0| oot I*EL e

2) k2 of20 st o] ofo] ozt

(1) Akt A0 AOLEE CYP450 isoform 142, 2C9, 2019, 2D6, 2E1 X 3A4(C50: > 150pM)Z 27 Xefshe ARHOIL 8y =6 2
AIE|LIZY| 21T FEH550 -9 1.MRS 25t 0] 9F2 O2f5H S84 30| SABS HEIAL ) 542 o
b

== [ H, .
(2) H-HRAt0 | M, et 2HXto)3f| O] 2f 100mgS Y20 5mg, 10mgnt BEEHE HL =2 Xt B0 Cish 4252 |9f 0122] 202f B 8mmHg,
TmmHg &892

{3) 0] 22} Q2! S 22} 22 BS0fH PDE S{HI] A RS0 st A= gy

(4) H {220, CYP2CO0| Qs CHAL| \t SSEIDI0|E(250mg)Lf 2A=2TEHAOm Q)R 22| S Ot UEHDIES HOIK| Q94T

{5) 01 °H50mg)2 OLALLIZHT50mg)] QJ3 LUE SEAIZH0| XS T7-APIX| 224~

(6) HOLIZE BF ZFE 70| 80mg/dLe! 0 TRXI0|N =2 Xp4| 2 01 O‘ XpHQ| 17| HRhE 92 A ARISH (22 3.5 3 6.1mmHg).
{7) AL H‘U uumg)S o B EXIIXI0] TSt H01A CYP3A40| CHEH DRI HIV protease AHH AR|LIH|=9f 2ELIH|=9] %RS%’EHOWQ\ oz

EHO F2kS OIAIX| 2494
(84 M%‘S %@%’EHOW(SOWQ 19 33 F04) B4EK125mg, 19 28] S0)9] AUC X CmaxE 49.8%, 42%57-AF17H 1) 0] ol EE S8 57+

>0H"

3) %*rit‘%i t‘gl O 0p FIRMHICHS SHXIS Lo SIRHEHQ) AR {4mg % 8mg) Tt AOILFE (25mg, 50mg & 100mg) € S0
S0t 32, 2 | 2}2f 7 7/7mmHg, 9/5mmHg, 8/4mmHg® O ZAZ9 1 M §le Tpo| 9] EYo| ;mm: 6/6mmHg,
H/4mmHg 4/ammHgM‘ O 2 El 20| RRERIQIT) SAEAS S0 Oli= 2IXI0 P 25m g2~ O D E0| AO|LIES SA0] S0f6 32, 4S50

T AR HR 4AREO| N0 £, 01N EES TEfo T2 MY HEUS FEtt eX50] S| B &R0 HAl2 B nEX| g4

4) F12T2IE|=2t0] BE0| O BUABIAR0] THE 4 QU

5) 0f0|Q Zf2 AT O‘o}QTCOix}XL{Q‘ x;r;\ ESeyy

couo RabYe

0] 9F2 OOl A& = giot
’l

(o]
RO REE 200mg/kg/dayS A HEG| SOIMO|E AAE I AENKO] HZ0| Y231, 0 S22 QM 0| CHEH 2Ih 27 S22 100mgS
EOPH FORBIGS O BEEl L 5250) 608 0140 B3t B1Z8 HELIE 3 2 50 ThAH 0| TS & T oFs Lo =2FS LIERHRITE
3) EﬁEE 0|2t T4t 2| AI-OM 60mg/kg FOIA| SHElAD |- 2445 %%OD{E*‘EO\ EHJ 0] 9L 0| L ARE|M 0[4RESO| 2[R o=
O:

|
Z|0) 822 30mg/kg/day2 3622 FOI8H 210917} YAist AUCE AIIOA BHEFE AUCE| 2F 208134

4) Y U450 e S0 e gt
8, A0}0] it 204
0] 2F2 110t Bh 8 0312

ST

A0 AREE = GITH 2. TSR0 SO 228 H),

x| chigt £0f
O] et KTKE5H O14)0 1M HOLIEO HA20] A4S BE 857- £2 39 Qnlet Oehs Uoig0| 25 57-2 91002 %8| ggo2
25mgo] DeA=|foF $H2)

10. ILFOIA|Q XX|
1) 2Tt X HRIG] CHSE ARG A £ 800mgatR| e E0I8t
E|94F 200mgS SORMS T Bte 57 -51K] PUCLE O14EHS
100mgS SoRKS uf Q‘Arumo‘ BT s ML gl
2) RSO S THZRY

O\MHK‘O ﬁg%ﬁ 504*\0‘ O[AJSHST} HI2B0{O L} OJARIS HHHE Ol 22 gL =3-
2 f

@ ofp
DEE
o
Ry
E
X g
HI
}
9

25~ U=
S ARISIO0F BHTt AL 2 J“ﬂ’é@%ﬁ\ %1 RE) HHSE\I\ pob2 MHSMOZ HAXIS 57

1) Of210]9] 0| S| Btz 20| HBEL
2) 212 §/0] 8101 9 242 AR HI0| S71LH B X301 BRISEIX| 002 08 Tt

12. YU FSHAH Hus

7= Ao} 2 | 21 G0Ze | D AL ITA | E= A
RUOP B2 M| The] BRE0BI0 46HS EE 40
NRIT2H0] log 0.8014 log 1.25 0| H2M 4SS *E %%:.*

S 260 AN HOR 2 154 21248t
O S A2 ), A S0

&
)
>
E

()02

[ZACH|] 87/MET(BT/PTP*1),

HRER1~3007)

2473 /I|E[TN(8T/PTP*3),

[‘ﬂ Z X1 (F)CHEHI 30| = SHA TS HAST 42 35-14
[HZRO|2IxH] (3)0IE 2Ht0|Qmn} 50| HEA| HEHA DIE 104-12
[ O XE) OO S AZIE () ASS2A| 207 BA=242 63 AOJEHR| 55

A0Y/TIE|T(8T/PTP*S)

He SRS T A 41

(=

% O YREA A1 1 gdri2020d 124 282
SHO|X|(wwewintropharm.com) 2 HaH(031-647-6502)01 4 20 15H4
1644-6223)02 20| BRI,

AWO o}}o‘otjo}d%a‘g

X S P YA AEI[210] AL 7, T
O A[A10| FS Dfsh=

A 2L

¥ O2FZS O1RI0]] £0] TX| o] 2451010 L

¥ AL [BHO| K|t QIofES ARRSHR| ST E Bl
¥ OIUES 2E3P| HO| HREZAE T2 HOAL, HERME ofZ 0t 2t
OF oMM 9|1 B¢ ISE [2&{http://nedrugmfds.go.kr) EE GAF

=t

(=

o) ol e g2 Lze

ST e

L QAR HZYU AO0

f

= =2 o1

TYUME S310] WeksI0f E2H, Y BHRLA| 28T 42

[ ®|z=2f

121xt]

(¥) el==2ufo| o}

rrrnuJ

He

Y 20201228
PISO9T EO1

2

[ ZHohxt ]

PHARMS



