A\l--rI{3-

20214F 8 AfERL B 1 AR

EER A AR A

L5 BB SR
FE-EMFOUFZCIVMENTEI L)

HAR R M R S

YOI zm:5:40 mg 'TE.
YO - s=525: 80mg TE

SotalolHydrochiorideTablets 40mg/ TE /- 80mg/ TE

(V& o—)V RS

fr

& L B R

fEFEAMR : 3¢ GMAEICRROMEHIIBRNICHERT 2 Z &.)

872129
40mg 80mg
HKERAEE | 30300AMX00367 | 30300AMX00368
S A, S L VE AR
W 5E B Ih

)

[=]

A E DR E SR SO0 E R B O BE % k5
E LR EBICB W T, Torsades de pointes
%4.1% (56/1,363) ICHRHEL., ZOBEBEMEITH
ERAFICHEIT S0TRE O RITHENIERT 5
EDOW|ENDHBHDT,
FE)] ZEICEE L, Torsades de pointesz&
D= BAREIROFEHIC T EET D Z &,
BB, AFOFRICH > TiE. IRACEZE G
T5HZ L,

UHi% - &), [EH LD

© o

(%2
1.

10.

22 (ROEFICITRELENI E)]
DEES 3y 7 OEE

DEMS ay 7 OEREELLIE BTN
H5,]

CHED D o Mtk LA RO RE

LOE R RICK D, DAz E e 5B
ZNNHO. iz, EARIRERICK D Fgelt
DS, DEMBIZEI LT, ]

HEREEE ULT7FZ2 - JUT TR

<10mL/min) OH>3HEE

[(AFNT B g 5 HEit S N5 720, I EEN
EL< B &Ik, EERBERNEHRT S
BENDRH D, ]

EIEOIMERIR (GOIH/5hAil, DA S)

D BHHEE
(AFNE IS G TRER NS 0.,
ROFERERBEZBZENNDH 5, ]

AR

CEEORMIREREE (I~EDOEETOY 7,

BIEOWFE T O 7%) ObBEH
LG e AT Y S =P
DEIEER I BENA DD, ]

RESON R, [RESUREOBTNOH B EHE

[RESHRRIMGER 269 5729,

SRR ST A% R DOTHE KA 3 B D FR

(i B DOTIE R IZ K D HEABIRDO AR L7225
ZTNNH %, ]

ARFNT T 2 BB 7R BUE DBEEIRE D & 2 B
DI D B B Rk (70T 0NV E) &

LhhoBHE

[(MHEAEM) OHEZ]

T IAY O S GRS, NV T )b
BERSEKFIY), EF > T OFY S UHEBRE. b
VXTI U, T4 > dUE RERRE
XFT U VAT v Mtk z G h o BE
[TFHAEIEM) DIHZH]

4Rk - 144K]

Wims, | Y BIVERMESE | V50—V iRRkE S
- 40mg TTE] 80mg [TE]
oy - B VY O—)VIERIE V& O—)VIEEE
(1 g8+ 40mg 80mg
ABEARFY, Rl o—2, BEEKT A
L] B, JOXARER>, HO2ET7IIZTAL
L—F, ATT7UCEBITRITL, BETOR
a—Xx
. tn Efp e BT 5mMEAD
A - B MO T 4 )V Ad—F 1 278
KM | Hmm | fim | FXm | Em | fim
e | CoN | == ﬁﬁwﬂﬁ[ii
o) |\ \gore/ | N/
Jexx EAT 2mm JEX3 lmm [EES. lnm JE X 4. 4mm
B &106mg B E210mg

[%hEE - THER]
EMIZERO B 5 Tt OBEFREMEAEIR T O PTAREEIRSE
NEH D, OIFEHTERNWGES

DR, DEE
<3hEE - HHIRICEHET BERLDEE> :
AFENT. MICHHREYEREN R VWLDEMED |
LN EHEADEEDS B =
CDENETOEMBINHEINTWSEE :
DB ETOEEBESHERSNTVWSEFDS |
BT, WENWVERZET 20 X OEHIATE |
TERFIZ e, MU IE FREDMITEIREDE |
{LOBEAENSH D), HEIWTEHFBBREONEE |
WL LU -RE :

ICHEHT 52 &

(A% - AE]

WE. EANZY Sy O—) VR E LT 1 H80mgn 59%
HERBIAL. DEIR oA | H320ngE THikE L,
1A 2 ECHF CROKET 5,

<M - ARICEET3ERALOEE> ;
AHOHARITEELOFNER OREMEEHIT |
% DEFITHUTHRT S 2 ENEE L, 27 |
U, FANC X 2 HEARBEIRIS IS OHNEIN D TR<E
BEICHRIBBZNADHLOT, HEOHED |
BAIFFD Z &, b, METHEALOEN, & |
QTR OE=5 1) > Z stk D £ D1, s |
il (1~ 28 BE5LAERIZITW, RO |
FO— VIR ER R EOR TS LD 10T |
52 &, WIEMOEE (05588 E) &2 W0WIPo |



EE. BRI MEEF. DA O R RARED |
SNZEEICIREBICHEX TR E2HIET S &,

(ERALDEE]

1.EERE (ROBHEICFEEICHRETZ L)
(H~UDDEFITBVWTIE, PEMNSHBT SR E
BEBICTHIET 2 EEDICEMNICLENBEZ
EiidTHI &,

(M HE:plER (OFEZE, FIRE. DIES) BNHD

DAREERTBENDD DEE

(Erfet 2=, Torsades de pointes, LyZEHHE)
ENFBTLBENNENDT, ARIE 5%
BIEd 32 &, ]

@AM OEE GOER 28BN #% TAEEKER
% (EZEHZR (LVEF) 40%LLF) 2> 8
[(BHERGICXLD. BEVHICB T HREATEDT

RNENEDOHENDH DD T, AHAEDEBRIEE
LREIZNENE oA 5 2 &, ]

@) o MELARLEDH 2 HEEH
DHEHDETICED, DARZEEIELBZ
NndH5,]

(@ﬂggﬁ%g(ﬁifﬂyﬁ\W%7Dvﬁ)®%
S
(AHNIBEELEEZ NG T HERZA L. HEGE
BEZEICELIEDIBEFNNHD. ARIETE
H5EBRBTHE]

(5) =it
(AR TR ZHBTHIZIENEFTLWV,] (5
WRENDEE] OEZER)

(6) B HREfED H 2 BH
[(AFNT B g & OHEMIT & D IRRMN 5L T 3K
FTHO, MPEBENEL/IZD2T W] (T[EEYH)
He] 2. BMEEEmEREFEADKREE] OHESR)

M LBEXEQTEE DA 505 8H
[Torsades de pointes XIS Erkith =280/ L=/
FOFBKERDBENND B, ]

@V MFEHY T L, MEXT R TLADIKTDOH DHEE
[Torsades de pointesXISErfith =50/ L=/
FOFBRERDBENND B, ]

(9) TFBERE AR 2HE R RED B H
GRS, AKRILE. AEREEITRENDNH S, ]

(10) B R % B3
UKIMMBEDIERE Y X THBZNNH DD T, M
B ICERT 5 2 &,

(1) FAR AR 3 E O B
[FURMIGARETLE DIEIRZ2 Y AV T BZNNH 0.
T2, AR OSEERIRICLD, FIRIEHEEETTE
DEIEIRZBLZIEDBENND 5, ]

D7 F 74 5F>—DHFOHBEE
(2 DPURICHRT BT F 714 7F 2 —DBFEDOH
HEHZTIE. BEMEOEGHITHVIERLZIT5H]
HMICE->TLXVEEORREEITBZNND 5,
INSDOEETIRT LINF-EDOEFICHNGN
LHEHEDOIER T KL TRIGZERIBNBE
nnd s, ]

(1)NFEWDEE
[BIEWENENICHFHEEZBOEREZENLIES
EDHEND B, ]

2. ERNREANER

M AFN DI BIEHI AT HE D73 72 D d %
EEICIR D, REMAOEEAAIRET, BERFITH+
IR TE DR DS T sk TOAEMT 2 Z
Lo BB, AROHEKNEERKBETHL I L, O
SEHULOEMBOFFE. DD NIEIAFNI K S
AEIROFEF SRR SN D T &5 AREH T T
HEBBETZ2ZENEELW,

Q) AFNDFEEITHE L TiE, SR EE OIREZBIERT

5EEDIT,

OBgRERRA (IR, IMLE,

DR,

LI I—RE, MXmis) 2E > 2

&

3) A A5 & 2T IR U781, JoldE. FHIR X
OISR BT 5 B ENB 50T, AfEE
HIRL 5 U 7= 817 1 5 I3 2 1T 1 7R & 1 B

LT, BRE+H5I7HZ

&, BEITHL TR E

B R LIS ZHE S L <EhikLandgd

WCHEETS I &,
3. HBEEHR
MBAZE BRALAENIZ &)

K% EERER - HEEHE | T - BRIKT
DG O » 2 RITERAEZERTBZ|HM ey 2 /E H
ek (> ro7anndsdoT, 6f | GO H /E

INE)

LisnZ &,

M) 2R E
)

7yIFA O
B\ aGEsH (7 >A
0o 7F)
NIVFF 7 1 ViR
B KRFY (L E
k=)
EFTOFH T
CHEE (7 X
oy 27 X)

[N A S/ A
B (77 A
k)

T4 >dUERE
B (1Lt 7.

OTIEE 2358 L. O
HMAHEI (Torsades
de pointesZzZ &)
HZrEIIBEnN
H5,

A INAYIZ QT IE £
TERZHEmE
%,

CL=7)

TYUZTIAZ v b
WaEEgE (7))

)

TNNH 5,

WTIEESFEZEC DB

QHAEE BRICEETSHL)

HAH5E

FaRIER - &S TE

W - fEBRKN T

PIAHERSE
(PVEZFIR,
7IAFOUE
e (RO
)

Ao BT R VR H & 1
MTDIENDHDD
T, BRI RERE
B9 5,

FANANZ R ORI
WIRERAE) 25
SRR

Tz /) FTrTr
RE (FO)IVT
o~y RS
&)
=RAPID DE
(12753
W%
AIVEEA L
FH 2 K
7o rvoFy
TR
=“#fbe &
AZF=TY
JEH

—OF =T
K

OTHE K AEF 2 55
22ENDHDHDT,
BRI 2RERERT
2o

BN IER (QTHE
EER) ZHEBSE
2,

B3 FEE MR
(7o~ 35
o — )L
D)

B T 1 AV 8 iR &
NHIEMHBZDT,
BRI 2RERERT
%,

FANAGICIEM (B
WifERD) ZiEms
2o

FIV 7 LR
B3
(RN
. PIVFY
Y LAERIES)

B ELEMHL LE
HRE N\ DR MEZE Ty 1E
MAE@mEN., £z,
RIMENGIEHE Z S
N2BENNH50
T. BET LR EHE
HY %,

QNG (S VY |
BAREHIER, &
PEETIER, BEME
) ZEmEEs,




A%

HRRAEIR - HEE TR

W - fERE T

AU Lk
FIRAY
(7ot R%)

Mm\EAY T LZEKT
X, Torsades de
pointes XX FrpeiE O

FRANC X BEA Y
U LMIEDGEBEE)
RRZILEIE D

e

ES
(B 75E—
IVIREE S

MM 5 Z &n
HBHDT, PEHICEE
HI %,

EHI/OEMB O (0. AF O EI1EH
WEsoaBehhnd|(BARIREMR 5
20T, MEH) VBOFERLELD,
METHEEZIL D,

B 25 BAK R B B o3 BARHIEE D 1R | AF DIEERT B %

BAREB I RIT XD
N5 BLZERR
WEDIEM 2 58 S
T2,

IS
(Fd+s %)

CAdFT oM
Ry Y AR AN RV
B % 5 T Rk
TEROFER &L 2B
TNMHDHDT,
HIZEET 5,

HOREHA O EH
FREzLESE D
W, A H O &I E R
(BEAEIRIEM) 3
ROFER LS,

Ly, 7
THRFT

SRR AE O 5K & I
Fat, BEOKI
FE X IR % 51 2 &
T ENHBHDT,
WRT B ST
2

TR (B2
R 238
WIE D,

AL TWSEHFEIC
Bwilroo oo
HzEdikEdsaEUN
72 RIZKDMmME E
HzHmTsrBEN
MHDHDOT., BEY
LI ERET 5,

s R b W R
AR ERAITEA
L. JJVITE*7Y
> OEEEEISIL T
Wa7=D, 2sd
k&> T A5
d—=)V7I>DLEH
MEZ 5, Z DK,
B SR I % f
AdsrEERLED
FTa—=)V7 I DI
HDS6, B2RER
FI 3% VR A% I Wy X
N, o AT
R7EZFN%0. 2
e JE EF A Z
)

122 RO
8 1 RS T 5%

A F 5 5 A1z v i b
MHHbhd I EN
HBHDT, 1A
RO O MR T
EHEHZREGT 28
B, I s OEA
D E DTN
ZhadaZEND 5,
F 7=, (K10 BE D FEIE
SN /- W g R
ERHBHDT, BEH
THHEITRERET
2o

BEIC L > TIEAH
D BEWIERIZELD
IR D 5bh s
ZEMBHB, iz,
A A KB
MR I RE S 2R AR RE
% O FEAE R (B R
£) BARKIN A
I 5,

REES

ARG H O BFIZ
HHAITLHE, BE
DRI E D Fifge, O
& D IEH I BB A O
115 3LV 55 0% R
CR2BENDD D
DT, BT 255
KIEHEET %,

AHFNIOIER (iR
TER) ZHms
%,

4. BIEF

AFKN A pAE A A2 ORIVE A FEBUEE DBk & 72 5

PEZEM L T,

MEXAZBER
LEHIEY. L ZE$EA. Torsades de pointes, F{S

ik,

EEEZE70v Y. LAE.

DEK  AFO

HEARBIRIERIC X 2 0 EME) D 2 Wi E I,

737

Torsades de pointes., jAfE1E, EEEET OV,
DARE, DIER (WITNHHEERH) DERND
5bN3ZENHBOT. EHICLERRE K
UCWEL > b7 O BREZLD T O—BREZITN.
BENFDONLZHEITE. BEXidkszdilk
THREBYRMEZTS & (OEME. L=
B ZTorsades de pointesDIBEITIZ Fa DAL
EiEEEE)
ERBHE, RER<— >, TEXT7U>0
LS i A SRy N =
@) ZznfhoEIER
FROE D REERNS 5 b= EBEITIE. ERIC
U ClEYRIEZETD T &,

AN
WEURES | VS{ERFO EUIN, WA, I
mee [RIR. OTRSRAELR. (RiVE Bh1E. BOAKE. 37
RET U ogE. LEERIEE. ol
AR B H. FFEEAER R, AST (GOT) MM,
BB ALT (GPT) ¥&jn. 7 —GTP#&jhn. LDHHEHN. ALPHE
M. TIVT I ARF, REE R
LS [HEL MR, L. WENE. WEAREL. SR
g D EV BURL 5 < 5 H BIREIAL, EikL
;g IR R, sEERK. BB, MEORE. BRAREE
ARk 5o, ERN, R
RRER | kR
EE (%5, e O 2VHE
B [RE LA, BINLS
F BRI 5% (e ERik A, U S XEREEIN. 47
mik  |EEREN) . FRMERE A, NEZOE D,
AX I YUy MR
BRE |EH Y LB, M5 S RS LB
20t %%ﬁﬁ@‘%ﬁ%@‘%ﬂ‘m(wm4§?
&5 [

5. BEmEANDIRE
— I = E TR - BREEDE L TWS 0%
< KEEDDIBWEAND D758, BRI
LR TWOTHEIIREGT S &, (TEYHRE] 2.
BT RE DGR DHEEH)

6. iT1R. Eim. RIABEADERS
M XIIEIRE L TW S EEE O » 2 N3G L
IRNZ EMEFE LW,
TR D% 5B 222 I3 L TR, ]
Q) BFAIRFANDOE G T, LV 2ETHRETZHAIL
BRI ED T &,
(B EBEKROE MZBWTRATNDOBITHHRE
ENTN35,]

7. INREADIRE
RHARER, #iER, AR, HRXI/NEICHT S
REMEZHENT L TR ([ RRERATZ ),

8. lRARRERRICRITTHE
AFGHOBETIE, KRPAYXTY > (73—
VT 32) OHEIHTER VD E/NT Bl
EMEDEANABSND ZENDHD, D7D, KA
Goo@B&E T wafiilEoREZ1T 5551003, Bl
IRBWINET 5 NS BTNAH 2D T, WEIIIEH
HHEIC K DHPLCFEZ WS Z &,

9. BERS
HERGICEORIK. S - miEoArz, KiE [F
s, {KifkE. Torsades de pointesZEDFEIHMNT
HEns, oI B85z X3 EL. +0
CEREEBRT S L, 351 BRENDIUILLTO
WiEZfT> &, £y ARNZMBERITIFE E A SRS



BLABNOT, MEPREZE T SE220IT30MmiK

ENNEHTH 5.

(WK : 7 hOE> O&G, EEIRR— 27

@7uy s IR —2 27

GMEIME : TERXRTY >, 4V TaFL /) —)b. )b
IERTY > OHE

DRESDERE 7/ 74>, TTVIVEYIN TS
T O

(5)Torsades de pointes : ERERATEN. #EFFIRN—
gﬁ‘IE*7U7®&5\%@77*9WA®&

10. BAEDFE
ERFIZSATEE © PTPEE O FEAFNIPTPS — RS HLD L
TIRAT 28T H &,
(PTP> — N DEMRIC K O, B W B8
MEERBEATFI AL, BIZI3EAEE
Z U CHERRIR 455 0 B & OEE & O
DI ENHEINTNS,)

(FE¥EHEE]

1. MRS R

V& 0—)L i SESOmg [TE] K OMEAESIFISOng 2, ~ 1O
AFd—=N—fFEicIZENEFN 18 (VY O—)LERBEEEL
TR0mg) fREERAH FICHIRRERE OB S L Tt RE
{LREEZREL., BoNEYBHRE/)NS A —% (AUC,
Con) 12 DWNTY0 % S HE X IR THEETHRIT 21T o 7o fl
log (0. 80) ~1og (1. 25) DFEFEHNTH 0. MWHID AW
SR I N, Y

V& O—)LiEReESE40ng TTE) 13 TE 8 R/AE 2R OEK
RO EYFARZEERBR AT A R T4 > CERk244E 2 A29
HEABEF02295E105) ) D&, Vyo—)LIE#E
$E80mg [MTE) ZAEMEMIAIE Uz & &, IAHZEEHNRE S &
W, EPENCR% A3k "

HEINT A—F BEINT A—F
AUCO—iS Cmax Tmn\ T]/’2
(ng-hr/mL) | (ng/mL) (hr) (hr)
VA O—)l
8619 786 2.9 9.1
BB SESOmel s | gy | w008 | +13
ITE]
R A 8502 832 2.7 9.4
(F2A180mg) + 1421 +193 +0.9 +1.6
CESE R Z, n=34)
(ngmL)
1,000
900 | -~ 4 11— Ui §E80mg [TE)
- P (HEAS0me)
ifiL 800
S o L PN+ PR 2, n=34
'; 600 +
r[‘ 500
v )|
7nk 400 +
fE 300
&
)0%‘ 200 | J
100
g | ; ‘ j 5
0 3 6 12 24 32 48 (hr)

B - B

MR TNTAUC, CuEDINT XA —F 13, #HH D
R AR OERIAEL - RS OFRBREHEIC L > TRE 2]
REMED D 5.

2. BHEERREREADKREE GLEANICE DR
AFNL B 5 DHHIC K DIKNN SHET 2 EFTH D

72, BEHREOEEICE > THRERHIOEEZKT, Z
Di=DIMEY L7 F =21 2ng/dLEA EDEEIR. BLFD
ReBEIIRGEEHBETDI L,

ME7 L7 F=> (mg/dL) HESE R
<l.2 R
=1.2~<2.3 i A O 3/4
=2.3~<3.4 HHFEHEDL/2
=3.4~<5.17 wHEAHEDL/4
* 1 OKENC BT B i RIE160~320mg/ H
(FEaFE]

VO —)VEIEERIED BT, 7 DEERITK SR
ZIHI LR EM ARz ERSE 5, VIO —ILDL
I B WL L TIEDMARK DRI TH 200, MAEEKED
KT v )V & U TRFAEOEEEE T 2, 7

(B9 ICEAT 2EBZEMMA]

—i%4 vy O—)LiEEY (Sotalol Hydrochloride)
{24 0 (£)-4-[(RS)-1-hydroxy-2- (isopropylamino)

ethyllmethanesulfonanilide monohydrochloride
ﬁ?fﬁ : ClemNgO:;S * HCl
5= - 308. 82
B K210°C (0 fR)
Ha OH

o~ /©)\/N CHa
« HCI
g
Hac’\s‘ﬁ CHa

RUSBERENEE

PRy o—)VHEEIR B~ A A OREEED R
THbd, KXFIAY ) —IVITETRTL, T/ —
VO IeRETRT<, T MUILITHD T
BT, PIFINI—FIVZIEEAEBITEN,

(B4R EDFE]
RE MR

B B & T L 7 AR B (40°C. TH%RIL 6 4 A)
DFER, vy O—)LIE#EESEIOng (TR, V& 0—)ViEEE
H#E8omg [TE) Vil OHISHE FICHB W T 3 EMLET
HDHENHERIE N, P

G St
PEREBIICH L. ARIOR G R &5 B ORIV L,
DEERRHEERITTD 2 &,

(B #]
V& 0O — )V §E4A0mg [TE)
V& 0O — )3 §E80mg TTE)

(EZ3CH]
D h—7 A I—thNER - AV ER RS R
DEPHMEFENEER VT Y - U EHE H]2
W, BENIZ)E, 2013, P. 1071
3) b—7 T I —+ENERL ¢ IR

[CEERRE - HmEREM S %]
FEEICRRBOHNERHIDEE LT, Frtlc ik
EEW,
h=7 T 1 -ttt FEMERGLE
T330-0834 X7z RHTAE X KIENT2-293-3
BEE  0120-387-999

140%¢ [PTP (148¢ X 10)]
140%¢ [PTP (148X 10)]

m FPI{3-Hsteit

BERESHRRITZEFHP1EH




