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HUARELTCERLA VA E2—T4—25 (LLF, I FEBET) 233E LT,
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&35 HEE HAGE
APA action potential amplitude E UEE VRS A
APD action potential duration TEE) AL FHoe iR
AUCo area under the curve c'alculat'ed to the last BB 0 25 24 W14 £ O IR R — R
observable concentration at time 24h BT s
AUCo-e area under the curve from time zero to infinity ﬁ% EHOH ﬁ'ef;%ﬁé;; AR 2 CHM L e SR —
CAPD continuous ambulatory peritoneal dialysis W T AN AT
Cer creatinine clearance IVTF= )T TR
Crnax maximum concentration I e If. R
CYP cytochrome P450 JFEM AR T b 7 1 — A P450
ERP effective refractory period BRI
FRP functional refractory period HERERY AN IS
HA hemagglutination GINIRER 5 S
HD hemodialysis MR ZEHT
LDso lethal dose 50 50% B3t A
MDP maximum diastolic potential I RALARI AL
MIP mono-isopropyl disopyramide —
MRD maximum rate of depolarization e R 3 AL 2R
(0N overshoot F—r—=2—Fh
PCA passive cutaneous anaphylaxis SHEET ST 4 Tx T —
PE polyethylene RYyxFL v
PET polyethylene terephthalate RI=FLorsLrr74L—h
RDD rate of diastolic depolarization PEAFE I 5 it 5k
Scr serum creatinine M7 V7 F = 1A
ti2 terminal half-life TH RN
tmax time at maximum concentration e v . R R R ]
TP threshold potential e i
VPC ventricular premature contraction L2 P S AE
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BT SN REARIGEAITH D, 1969 4£7 T 2 ARV TIHFE S, 2022 4£ 10 ABE, YV ET I REUBY Y
7 I R A L LR 22 5 ECA BRICER SN, BRFMAEONTND, BICER=—XIIEZ 5
TUYET I ROERA (Y7 I FU UEEE) OBFEbITOIL. 1976 7T A 1977 FA F U ATEBWTIHE
FERIL, ARFTH 198345 AICIRGEEBRA LT, FTBEOa L TIAT U AEEDDEMNG Y 2T X UBEH] (¥
VETIRYUEE) B, 1980FICAT X A XY RT, o, 1981 4FT7 TV RZBW RIS, 2 bDT A v
T RT Y a ALV EIREMEZRICBIT A LOEEAE L b TWD,
AHUZIBN T 1981 FF L D BHFEA A B, 1 B 2 [B#EHIC LV RE Lz P RENRSE S, 100mg 7 7L & FEfED
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1. BR5EH
(1) ¥4
U ZE & PR §E 150mg

(2) 2
Rythmodan® R tablets 150mg

(3) BFFDHE
DgOESR) (VU XA : thythm) ZF88i3 25 (£7 = L — b : modulate) &9 B2 S, rythmodan &4 7z, R IX
wht (U &% —F :retard) OEEHLFDO R #Hi->TW 3,

2. —B4&
OFIEGES-I)
YBT3 R UEEE (JAN)

(2) 2 (@i
Disopyramide Phosphate (JAN)

B RTL
-isomide : ¥V ¥ T I RRHUREARFA]

3. WEAXRITRERX

(CH3) :CH ~
- NCH2CH2CCONH; - HsPO4
(CH3) 2:CH
N>
~

4. PFRRBRUDFE
452 1 C21H29N30 * H3PO4
SyFH 43747

5. L2 (k) XEFE
o- (2-Diisopropylaminoethyl) -a-phenyl-2-pyridineacetamide phosphate (IUPAC)



6. \EAA. A&, KBS,
BH3&EC 5 : RUL8SS0
CAS B ok : 22059-60-5
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. A3 BT 5EEB

1. DE{FHME
(1) 5128 - K
HEOR RO R TH 5,

(2) 7afRM
AKITEERR (100) (IZIETRT <, AX = MCRRBE TR, =& 7 —b (95) ITETIZ L, v=Fr=—TF)L
WZIEE AT 720,

Q) RIEHE
40°C. FXHEE 90% THIT L A EUERET | PaBHEITIEF TR,

B Ehm (R, e, BES
FS - #9204°C (5 1R)

(5) BB EMETER
MR L
<BEZ VYEIFIF>
pKa 836"

(6) D ERIHRE
FMER L
<BE . VIVETI >
0.66 (n-A27 % 7 —n/K, pH7.4)?

(1) Z DD E AR EE
pH4.0~5.0 (Adh 1.0g &K 20mL (ZIE) LTz & &)

2. AMRSOEEERHTICEITSREN

RTFSGME PRI HARE RTFIREE WwOR
Eigﬁ = ® 27 1 ] WEA | B L
. 40C 34 A WEUA | 2L
B 50°C 34 A WA | B L
s 40°C-70%RH 3n A A Mo | ZfedeL
) 40°C-90%RH 3% H B |1 a AUBD T MR T 2EmNA LT
?ﬁ NTAHSE | AR 180 5 Ix | HEOA | 2k L
B 100°C 48 R MDA | 24 FEE LR DT 0N IR B AL
EH B 30 HH MaA | 14 B L DT KBk

WEEE Sl B (BIE7 v~ 87T 7 0 —) SRINARY My, SRR (@2 v~ b7 7 40 —), BHRER

3. AMES OHERHERE. EE2E
VR Ty Eo I R VERE) 12X 5,



V. ®%|ICR§d HIEH
1. %I
(1) Flfz D X A

BB (7 4 b 5= — 1 5E)

2) HEDNER UMK

W5E44 U ZE 4 R $E 150mg
- K HE~MEDOA@RD T 4V a— E
# = il
B (mm) 10.1
E X (mm) 4.15
HE (mg) 282.1
@) FAa—F
7 4V a— BB
[ UIEES ® H
013
RU ]
RS T §E, PTP v — b
4) HE DWE
MY ER L
(5) Z D
B RO
2. HFEIOHMERK
MBS GEERS) OEERUVHME
BRI RS Y ET IR R 193.5mg
(1 g&+) (PYEZIRELTI150mg)
e E)ATT IRV, Qb ATT VU I XU L, RE RV, 7 RO,
" EFuAu—R, Fub Ly sy a—iL, @LFE
Q) ERBEDRE

L

©OF: 5
YL



3. RTBRADHRRUVEE
YL

4. Hff
% L2

5. IBAT HEIREHD H 5HKEY
(D ERWE T (PRE, 2@Y)
1-oAYTFa LT I )3-7x=13-Q-B Y UN) T ass
1-Diisopropylamino-3-phenyl-3- (2-pyridyl) propane

CH (CHs):
CHCH.CHsN
CH (CHj):

oC

@QFHZHEL (FRHEIE)
4- AT ENT ) 2-T 2= 2-Q-E Y VN TH )= RY v
4-Diisopropylamino-2-phenyl-2- (2-pyridyl) butanonitrile

/ CN
C CH (CHj);
\ CH2CH2N

o

CH (CHy)2

Q) EIL (5 fF)
GRS 5 2 —/VERE

6. HADBBEHTICHITHREN
25°C-75%RH C 2 [, ENEOE T C 1 FRZ{LZ2ROTRECTH o7, IR, IR T s bl iz Z{b
TOHEMERDT, L LEERUOSRYESE TS ZRRD Loz, 40°C-75%RH T 6 » A OFER
R EAT ol ER, WA (PTP @EE) & /A AL IIE T o1,

PRAFSR: LRAFHI AE R
JImE B 25°C-75%RH (PTP A1) 2458 | Bfb7eL
. 40C () 6 #H ) ) )
w R p— SMBLZE AL & R D T2 3 G B DA T f OV iR o B8N 1338
i S0C (<) S Y S Y=
g LI - Y 40°C-75%RH (BA%) "
b/ SN (PTP &ldk) 12 %A 2L

s 40°C-75%RH B 2R D TN E RODIK T J O 4 D BN 38

FHRLEBUR | orp s romg o) | 077 | oo, WEIHERIC b B AR T,

HEHE « R, BHRBREOER, UV A2 My, off (EErn~ 777 4—) %



R R
U ZEF > R BE 150mg 2 IS T 36 » HRIRFEL, MRIR. 28, B, PHEE, MR, EHABLOER
AT TR, DT DRRERRDETHRD DNIZAFUEN TH - T,
ZOMOIHBE TN TIE, ZILIFRD b o7z,

7. RBERUAERROREN
YL

8. f#EOEATIL (MBLEHNEL)
LRk L

9. AHH
HREHRBRESE 2 1 OXRAE : EERE-50pm, FRUBRIE-/K) (X O RBRZITV., RSN TRROBRHRE 2= 3 &
WA LT B,

ForE* HE R TR
60 43 15~45%
150mg 3 REf 35~65%
10 HEfH] 70% 2L |

*UYETIRELT
AASKIR IS E S AL S 55 =8 L D

10. &4 - a%
(N FBADERERS - BFK. NENERLRSR - ARICEHT H1FR
YL

2)a%
100 2 [10 &2 (PTP) X 10]
500 #2 [10 &2 (PTP) X50]

Q) FHEE=E
%M L7

4 BEOME
[PTP]
—h RV =L, TSI =T A
Ny R R ey
v'o— : PET, PE

1. BERES LD RHE
PR L
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V. AEICEY 5I1EH

1. FEERITHR
TREDIRAE THLOFUREEAREEME T E 200, TR D5 E
BERMEASTE R

2. MEERITZHRICEET HFE
BRIE STV

3. AERUAE

() AZERUVHAZEDER
WA TE 8, 1 A2 ERO&EET 5,
B, A, ERIC X0 RS,

) RERURBORERSE - R
TR L

4. BERUVAEICEET SEE
RIE STV

5. BRERELHE
MERT—2/\vH5—2
3% L7y (2009 4E 4 A LLRTOAER)

(2) ERPREETEHER
1) BEES Y
TR A B T 12 412U AE X2 R EE 150mg L NY ZAEH 2 H 7L 100mg & 7 0 AA— =k L 0 HElkE O &5
Lz gt, 2B 28 U CHREROBF M ORBO LR~ 2. kP, KR, mE, LERFTRAR L
WCBWCETOEMRA BN, BR EFICE L 2 5T RIGEED b, RIS 2V &l Sz,

2) REHE "

3 [AEGHE R TCIE, BRERAB T 12 412V YT I N UERE 150mg, 200mg, 250mg HkEER VY A€ X H
7L 100mg O 4 F % 7 o A — S—KIZ LD | RIEEEIC OV 12 B 3 |, @EFITTIE 8 KR 4 [B)E
ARG Uiz, 1B MGG REBR CIR RN B 8 4128 - 4 2 [\ 200mg MRIGEEZ R NS Lz, EOREE,
WTFNORBRIZEB W TH2RBRHIM 28 U CHIWERORFEIIRO b hrole, @R, IR\, mERCLE
MRAEIZB VT HERER R E e 2 BRI b o Tz,

) ARFIOBFNRIEAFEIR IS U CERRB SN T D AELK O AL, 18 150mg, 1 H 2 BEREOESTH D,

) RERICIERAER
MY ER L



(4) BRET AR ER

1) ARG ER

OEEALHiTRE R Y
24 WAV 2 — DERIFLERIC IV T 3,000 fELL EOMISMNHE 238D 7 134 il xtg & L, 1~2 B OB D%,
150mg, 200mg, 250mg O 3 FFEOMRAEEZ 1 H 2 [\ B - &) BREZEICHEE L7, &E5I13FAIE LT 150mg $2L Y
BAda L. 1 B EG A2 BEE Uiz, B +o22 R 3 G0 niaid 1 FELINIC 200mg $E, 250mg #& & FRERHK
YV LT, 150mg SEO DEMEIASMHE IS RT3 20 R0k, 13 BIFAZLL L7061 (61.9%) THY . 150mg
SRR F RN E O N2 B TH D LT STz, BEICK D AROUFHFEM N LT, [FIFHCH
EIZEDEVEEHBHELEDOONTE Y, Z2s L0 ERT D AN D 150mg &R EHEH & & RE LT,
) ARANOBENRMEAREIRIZ L TRRBENTOARELKOHAEZ, 1E 150mg, 1 H2BEEOESTH 5,

Q_EERBM LB ©
BRAEARICKT L, VAL TN 100mg ZXIE L “EERERERREZ EG L7-, VAEL > R &
150mg 1 H 2 [E# 5%, VAEX B 7N 100mg 1 B 3 B 5IZICECT 2 8 AES D E MM & RV TR
b,

C_EEBRRELEHR "
ZEH GBI RGRBIE IS T, DRI OB ISRV TIREEE CRAD) B TEAAIL DS o7l L RS
FAT, LEMESMGHEICT L, HRAF PSSR LenL S F—EG THEEAIF O ATE 571
AF == O EGABR 2 Fefi U7z, £ ORER. RIEEI30 EVEISMHE 2 LIERO U 72 VA L RO HR)
PR O EMEE R LT,

2) REHER
DRI L

(5) B - FAERIER
AR L

(6) AFRMN{E A
DERRERE (—RERRERE. BEERARERE. TARBELERAE). MERFTRT —2A—XHE., S8R
SRERBBORE
LR
X IHEHRMOFHEEDFFEO - OIAT I BHOBFES T 2EO LI IECETE2H414 RT7A4 ) CERk S 4F 6 H 28 HIRZH

54 ) Xk TEEAEIRSOMARETRAESOEFIEICETOIHA T4 (FRL 43 A 27 HEEZE 34 5) Ik kR
BRI SN S AL Tu ey,

DADBEHELTEREFTENDABRXIEIER L-HE - HBROME
AR



(7) & Dtk

ENIE~R 173 fERICBWTERSN-

ARICKET 2 %ERIT 584% CTh o7,

B R & O IR RRBR ORGSR, 471 Bl x5 & LIS FsIRVE AR

PIE 3/ ES
- — B AR — B R AR &
= ME A I e 54.7% ( 29/ 53) 76.5% ( 13/ 17) 60.0% ( 42/ 70)
T - I N 63.8% (153/240) 42.9% ( 36/ 84)* 58.3% (189/324)
FEAEPE BV 80.0% ( 20/ 25) 429% ( 3/ 7) 71.9% ( 23/ 32)
& AE % 0 B B 51.4% ( 19/ 37) 250% ( 1/ 4) 48.8% ( 20/ 41)
R 0 B OHL B 250% ( 1/ 4) - (0 0 250% ( 1/ 4)
= Z 61.8% (222/359) 473% ( 53/112) 58.4% (275/471)

SO M SMIE O —H BRI ITBINTIT » 7o 2R R & S T

BITEM O3 EI=1T 18.9% (83/457 Bil) T, TZREMWEM TIIPRIETS . PERINEES OWIRESRAER (10.9%), Ale, {85
FOHEERIER (6.8%). TOMAFMEFER (1.3%), IFHERERE (1.1%) FRAbhi,



VI. EHEE(CEHI SHEHE

1. EEPHNICEEHSLEVMRIELEME
UYETIR, VUV, TaliA T S RERE, XUV vangigiE, B A — VR KRR
Wy, TV DU, U R A UHIEREE, A XV LT UBERE. T U = NEEERHE. © YA = NHERHTKFN

Y., a7z ) R

TR B 5 DALEWORESUINRFIL, SO LHEELZZMTD 2 &

2. ¥B8H
(D {ERERGL - /ER%F
1) R

DRSO BEHEERIZ LY | IHBIEN D phase 0 32 L3V EEA D SE 503, ZOERITF =V L0V, G
HHIIEE QNS 7L 3 o = HELZ W) T phase 4 OFRRYESRMIBL MBI O 2789 (7%, 4 X)9 9,

2) EEER

OZ v b, UHF, A NEESBTEZRWAER (Ta=Fr, 7273,

BOTHEME RS 1079,
@A X O FEBRPRZE N QN HEER T X 5 EBRAY D AT ZES O AR L CEHIER 289 19,
@UYFRUA XOLRELLE, BEMEHCORGEELET 5 " 17,
@A XOFEFEH, b A-TNVF T REER A ER SE 503, TOFERITF=Y L0507,
®F/NLE Y MIBIT D Wheal 15T, U RAUA 2 ERIEDRATREMER 27 L, BRI LAR W 19,
®F v FOFEHERBICEIT 253 Y SAERIZ, 7 hu e X 0IE520T880 10 A5, o XTI D BRI R RS R

AMEERIZT FrEY LD bRy 1Y,
@F v baMH LIZERT, 100, 200, 400mgkg O# 5 & THEMBEMED MK TEHAARO TN D,

(2) B E RN T D HEBRAAR

1) ERNTBARI=H T H4EA 0 00 7
VYETIRY B, Ty b, ATy b UHE, A XICH S AR TR LI R 0T B

ERURIE) (ot LT amikE M

HzERLE,
£ CYESIFYUBIEDERHARIRICINT 5ER
. . # 5 Beh &
R K EEE % ik
T TE Hﬂ% iy %& /f XT % ﬁ% (mg/kg) /‘f_k %
Ta=F 0 7> bk iv. 2,8 LRSI 78 A % )
DP>Q=Prop. >PA
Famg ) Sk iv. 5 LS - FLBmH
s Ta=F W ENLE Y MLE — 105 (g/mL) | LIEPEAFEIRZ S
¥ (in vitro)
E Fa=F A VY — 105 (g/mL) | DEMEAIRIR & 4mif
% (in vitro)
% 7 RLFY D HER i.v. 3,7 DA EIIR I A %
E—Z LR DP>PA
7TRLFY O 74 iv. 1. 3.5 AR U TS AR 2 4
D=Q
AT RLFU B A iv. 3 DN PEARIE R &




s v/ A &5‘ E’q—‘%
NS = Y g i
~ Wk 3% 3 ik PO @ (m/ke) ik S
B Ay 10 E— 7R iv. 10 D EMEARE R 2
EDso
DP : 1.3mgkg
D : 3.3mg/kg
%\t Q  :10.3mgkg
) PA  :23.7mg/kg
% Prop : 1EM72L
¥ (<9mg/kg)
TR F TR LS 12 E— 7Lk iv. 5 DEMEAIENR 2 i
EEBIRAT FATRGR 3 17 HER im,iv. |2, 5 LS A E) B AR T % AL kef) Clel i
DP=L
B | T R RUBE I R AL | MER iv. 1, 2.5 DFEHENE L — & BRI
S| g b
DP :UYETZIRNY U Prop :7urZ/u—i Yo VY ET I RTORR
D VYV ETIIFR PA a4 T IR
Q =Ty L U R A v
) ERAEEFHMERIC E’JGnTB&HJTE{’EFH 89 10, 18, ), )
BRAFZNRBRICELY, VY ET IR BRI dVidt ROHRSEEERE ZME L, OF, OF, BEHEHLOE

T IF /I#}iﬂ’E@Kﬁﬁ,ﬂﬁ%ﬁE?é ZEWIRENT,

PR B EAL I ) D ERIZ DV TE,
ZOfth, AR E AR

phase 037 A% V) 3 B TN phase 4 Bl AR 3t L CTHIfWER 27~ L7z,
HTAHYVET IR UBEOERE LT,
ZOVERIE Na F v 3 WS T 2R L 0 50 o7z, =V U RRESEKFIC b R 72 1EH 2358
U RAA B, A 7 I RERBIRIC

DB O CaT v RAOMHIIREZE LT,
LD BTN,

BOTEINLOERIZALNRINST,

® PYESIFYUBREDEREEFMERICED CIARIRIER
HH Vi bER xf % BhE i S

TFAEEI BRSO | HER 2. Smg/kgi.v. FRP, ERP % H BARIFIICIER

ff’/—‘mu{ﬁ 14)
rT“ ERtil e THELE | 100 105, 3X105, | LEMHORGHIERS
H 10 g/mL D=Q

Coel e MERLER Smg/L DEBEFR L T ¥ TiMED ERP 2L E

DP=Q

(= Eoewil e MER Spg/mL DEBEABICET 2 max-dV/dt OF) 8% K
" GEREOET., 7F i, D= OR
% ERIE A b7 5T, AR, BEEHRLOE X
s gt LM ORI,

Coel e MERDE Spg/mL DEBEAR, TV ofjHEO APD TEE, BE)

BE & /R T 7L % U TR O R AR IR IR A L S A AR &
W} B0 L H R BE OMEEKT,

B Y 7Y F0LE | Sug/mL B 5% B % 71 3R 0 A B AR AR R s R A A 5 AR AR %
i TRE D BRI L, APA JBZ. APD FEE., MDP |34
i) b7z L,
é% EAURRE Y Y FEE | 2.5, 5.0, 10.0ug/mL | APD #EE, MDP, MRD, RDD % &4, OS. TP %
Ar i I,

B+ 7Y ¥EE | 2mg/50mL TEENVEEN I AEBEFE &) . FRARIESE WM /5 MAE &

i i WD BN LT,
B+ 7R | 4pg/mL TEENVEEN I AL 2 ) . FRARIESE WM /5 MAE &
il WD BRI LT, ™




HH 5ok xt % h& fi& S
& | BEUMH E/AEY b | 5X10°, 1X10*g/mL | Ca F v R/AANHIZNE AR L7223, Na T v /L4l
ﬁ,’f ELE R X VEN-oT-, L, PA IX Ca F v R AHHID)
= RER& oz,
APD  : TEEYENEHR FRP  : BEREAUARISH MDP S KPEIRHIEENL
0s i A—A—va—t ERP  : I RIS MRD  : SRS R
TP : B APA  : IEEVENCIRIE RDD  : PEORHANL S A
D VY ETIIR PA a4 T IR L U R
Q X =Ur DP VY ET IR U Y VY ET I RToORR

(3) # FRSETRBSRS - FRESRY
AR L




VI. EYEEICEY 5IEH

1. MPREDHR
(M BRELAMGOLPRE
FMER L
<HE . h7ENLAH>
1pg/mL £ 19
(n=9 ; VPC B4, RENRIED HHK 50%)

Q)RR CHRSN-LGEE
1) BEESs Y
EEERABF 12 4C) AEF 2 REE150mg (VY ET I FE LT 150mg) % HEREO&E L2540 Mg 3R yEhhe
EHINT A — & L IMTEPRERHE 2 RIORT, U AEL TR 100mg (Y ET I F100mg) LEET S &, KE
i B R R O S I B W T B AR IER 30 bz,

® HERSHOMBERENBEFHNS A -2 (BERAN)

tmax  (FRFfH) Cmax (ng/mL) tin (IRFfHD) AUCo-e (pg-hr/mL)
5.04-0.96 1.64+0.50 7.77+1.90 252+72
(mean=S.D.)

(1 g/mL)

16 - e J ZE4 2 R§E150mg
o141 0 Y ZEH > H 7)1 100mg
*f, n=12
> Lz (mean+S.E.)
v 101 1
v 1
5 08F
R 06
ﬁ 04

0.2

0 1 1 1 1 1 1 1 1 1 1 1 (hr)
0 2 4 6 8 10 12 14 16 18 20 22 24
S|
JREZVRE150mg RUVYRESX VA TEIL 100mg BRIZEE®ZD
MEFCYES I FEE#HBE (BERAN)
2) Bk s

TR AS T 12412V AEFX U REE1S0mg (Y ETF I RELTI150mg) 1 H2EHEE &Y REL T 7 /L 100mg
(Y7 R100mg) 1 H3EERELEGEGD, MUGHEDEREFI T A —F LifERY Y €7 I NREHBZ K
T, 1 HEEERD 24 B AUC OIIRICBW T REEE I 7 CRISOENE L,

® ERKSHOMBHEDBEFMN/ NS A—4F

tmax Cinax tiz AUCo-24
() (ug/mL) (WERD) (jg-ht/mL)
R i 150mg 4~6 1.30~1.42 10.1 26.8
1 v 100mg 1~2 1.20~1.49 8.5 25.9




(1 g/mL) O J A& 4% > REE150mg
20}

A YREY 2717 EI100mg

e AN T NN =
P

00 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 'FI(w
R T T
b3 A S ]
BT T 1 1 1

JDRESVREE150mg 1 H2BRUTYRES A T)L 100mg 1 B 3 @SS

BF5mMEFEPOVES S FREMRE (BERAEAN)

) &
BB L
<BE T BAHK>
5.5pg/mL LA & D@ RG5 2,

D EE - AXEDEE
IVII. 7. #HEAERH) OESMR

2. EMREERI/IFA—F
(1) &4 A &
EER R L

(2) TRURSHE E E Y
0.7929/hr (HE[EIEE 5 RN S 1 12 4)

Q) EHKEEEH®
0.0786/hr (HE[EIH G- @B ANB T 12 4)

DI TSUR
MY ER L

(5) 5 T
BB L

(6) DAt
B L



3. B&H (R¥F2L—>3Y) @&
Q) 25iwap-~
mER e L

QIR A= EHER
R L

4. N
FAERR L
<BZ.TVVEIIR, Tvb>
BC-U VBT I R30mg & 1 [BRRAOFL LT v b OIiE P EGHEERE OR AR 2R3, ROFL%, BEHICHRIN
L, 2~3 MR Cle i IR I LT 2,

(% /g1 i)
X102
20

il ,’/ \

bisi o N

i / \

m II ‘e

5101 A

w o ~

B

| el

TTte-le
00 1'0 2'0 (hr)

]

B "C-PVETIFEI Y MIBOKRS L& TOmMBERRITEEREORKEER

5. 9%
(1) I ik — fRBE P9 @Bt
LR L

<BE.PVEIFINI>

DEREE (Fv )*Y
7w MTMC-YY BT X K 33mgkg & 1 [ ARG LGl LTl L0 i S, ARk e & 3 Rkl

BHE VSN L, BhE. AP, . BIRONECRIE Sz, BBV TiER bBIERVWVETH - 72, 24 KfEZIC
T, WTNOIEERICB W THREED 0.03% L FIiEk LT,

2)EEERE (S R)*Y
Z» MZMHC- VBT I N142mgkg % 1 B 1B 7 HREEER O # G L1258 ORERS 48 K#Z TIX. WTho
FARE T AR AR E Y » ARG R0 0.022%LL T OBGHEENHE SN2Ic 3 E 9, FEOMBICER-IN 56

L7 nolz, BMIZBWTIER BIRWETH > 72,



(2) %k — BB E R
<% .7 vk, #WIkNRE>

HIRT v M

b B O

N
flR

UC-U Y ¥ T 2 R U VBRI Imglkg 8RS L%, FrEORRICBIIE L CIRIE 2/ L, FIKHICE
KO L, EOBEHEEZRE Lz, FERT » M
RHER 2 L. MR VE A ONS 2K iR O R R & el U7z, IR IR O HE TR R S % R T, LIS Al I
LT AN =2 2R LTRY . BHARMIET OHER L IZIFERBED /82— &R LT\ e, 22K O BEHEE IR M
HORBEHENE L D IRV, HE Y — U FlE & BIEIERETH - 72 2,

HWC-UY BT I FY UEREE Imgkg ZFIRNIREG L. £

(%of dose/g or mL)
0.14
0.12
0.10 e
’ &0 K
H n=4~9
g 0.08 - (mean=+S.E.)
[
# 0.06
B
0.04
0.02
0
0 4 8 12 16 20 24 (hr)
K M

L& EDRRRUVFEK

"-UVESS R UBIBERIRS v MCEIRNRS

D RSHE DR H S



@) Eit~DFBITH
<%E: Ty b RS>
SHE I BB DT v MTHC-Y Y BT I N U Imgkg 2 §IRNEE S L2, AN T » b i o s
EARRRERICIE Ui, ZOREER, P BEEEE R G EZ S VEZ R L2, TOREIEE L <#E, &5% 5 K
T IS5 3D 10 3D 1 LigoTz, MIKF OHEHEVEE & 5% 8 R E TOWRNF — TR T v hOENEIFIE
U TZH, L & Mg & & T D &S ORESIT D M E T 2,

(% of dose/mL)

0.6 -

0.5 o—0 A

L n=8

04 (mean+S.E.)
hisd
5
ﬁos—
b
E

0.2

0.1

0O 5 1 6 3 (hr)

LS|
B "C-PVEZEIFY UBEDBIKRNIZRSZROLTRUMEFRSEEOREEE (S )

() A~ DB THE
AR L

(5) Z DDA DB THE
AR L
<BHZE:VYEIIF, Ty h>

IVIL 5. (1) mig—BEMEEHE 28



(6) MIFERHEER
MR B SRITMIEREERFETH Y | ARRETD 5% 0O ERETD20% ETE LTz, 2O b, @IREC
72 D\ THENMIE R AT 2 I A MBI fafi S D b o L HEE Sz [k MIE (in vitro) ] *7,

(%)
80

O human serum
A 1% human albumin
@ 2% human albumin

[=2]
S
T

Ct: REYE
Ch : BEHESREYE

bound (% X 100)
5
T

Do
(=]
T
/
[e]

A A \.A | 1 1 1

0 1 2 3 4 5 6
CtxX10~°mol/L

CYESIRYURIEDE FIETILITI D EDIHKEER (E ME (/n vitro))

6. K@

(1) HCBAR AL B UL R B
TUYETIREFIZ/r Y —A CYP3A4 ICL VA Y T r e /b ain @, EEHH TH D Mono-isopropyl disopyramide
(MIP) &AL D7 2,

H
NCH2CH2CCONH2
(CH3)2CH -~
N2~
NN

FREM MNP DEZEER

Q) RFI_EH5T 58K (CYPE) OHNFiE. FE5EX
F & LT HIBESE CYP3A4 IZ L W RETEN S 2,

@ VEEESNROEERVZDEIE
FMER L
<BEVVETIR>
16%%1T 2 L VO RENRH D P, £z, WHATEEEFSL<RBOLNRNVETIWERH D 2,



) KEMDOFHEOERERVEM.L, FELE

F A D Mono-isopropyl disopyramide (MIP) X552 208 HHAENRIEHN (1 X, T F) LHi=m U AFH (T v M)
% }E) ) 217), 28)0

7. HEit
F YRR I
R A T 12 A1V AE X REE150mg (VY ET I FELT150mg) & HEROBSL LizgA, & 51% 48 i E
TICHERER 44.5% ., LA MIP19.0% T, A E T 63.5%2 R FIc Rt S iz ¥,

8. FIVARKR—E—IZHT SH1ER
BT L

9. EWNFIZKIKREE
(1) BEREEAT
MR L
<BE L TBAH>
VREH L H T2 100mg (28T A MEEBENT OFBIT TRO LBV T, KEMIEREL 1.5~25ug/mL, & LG
FEBEIFENT 1~10 B Th o 7= 2,

(ug/mL)
(n=3)
4 L
i
b
H
v
i
ol
Z
R
B
;3
% 20 10 g0 0

S|

X CAPD BEZEIZYURXEA VATl 100mg BOKEHZD
mEPOVES I FEEHD



(2) M #BH
FAER R L
<HBE L TEAHEI>
D) UREX A7V 100mg (230 5 MIREN T ORBIL TRO &30 T, EEMiEREX 1.4~5.5ug/mL, il
TR BB 2~6 BRI L B A ZER R E o722,

(ng/mL)

6 |- — HD
i
15 4l (n=6)
1
>
i
%
7
R 2
B
Ji:3

% 20 10 ) g0 (b0

B FH
ELoRBIIHDH ZRT

K HDEHIZURESA VAT 100mg EAKEHD
mEHLVES I REEKRS

)RR RRE 6 Fllck L TY AEX A7 /L 100mg 2R OHE L, MEETNAY Y BT I FOMFREIZS 2
LI OWTHE LR, F8EI A K OEN BiCksT 5 2 WRfifE, 7 BEREIZEn i, FEEHTH T 244+
0.51ug/mL, 1.6270.64ug/mL, ZEHTH T 2.0320.38ug/mL, 1.53=0.71pg/mL TH -7z,

ZORMFE D 2pg/mL JitE O MR 2 RSN T ORI E B BRI Y,

) 9.2.1 BEEZECERLCEREETOHLEE

BELRWZ &, AFNTEICBE CHEES A2, M EHNERE 5 2 £ 28355 DT, Bl o B
B S 720,



10. HEDHERZHRT HBHE

1.

B RE R R

<BE L HTRAK>
ABERE RN 196227 L7 F=0 27077020280 38 (18 S0mL/min 2L 7 61, T 20~40mL/min 6 i,
A 10mL/min BATF 6 #1)) 124317, U REZ 2 H 7L 100mg %% A 55 U 7= Be oD iy o i B 35 2 24030 2 2 L,
LU OfE R A0,

® BRERETEZOMEPREHERFREHA

Group Cer (mL/min) tin (FERE)
I (n=7) 74+22 8.2+0.9
I (n=6) 29+9 14.1+7.0
M (n=6) 6+3 15.3+5.5%
% p<0.02 (Group I & D LL#R) (mean*8.D.)

(TVIIL. 6. (2) BHmEmERE ) 2R)

Z 0t
PR L



I. &2t (EALOFXESF) (CBEY HEE

—r
TEOmg

-
=
e
E

5]
ShTunin

BEEDER

2. FBRBLEZOHEB

225 (ROBEICIEELANI L)

2.1 mEOREET oy, GEORET vy 7 0b5EE HEEEENELL, BE2EETe v s, L
EikEREZTBENH S]] [9.1.2 ]

2.2 HoMEOAL2OHHBE DIFEIETICLY, DAREELIELIBENARH D, £, HBRFENR
TEANC & 0o, DEMEZEZ LTV, ]

2.3 ZMEFELZEOEEREEREREOH 5 EBF [9.2.1 2]

2.4 EERIEEREEOD 5 HEHE [93.1 1]

2.5 2ovryuaxtrr EXF eV U UBE, TR 7axY U UEBE (EHED. FrITv o
IR, SNOVT T g UIRRRIEKFIY), TR A X a U (HEAD . =Y VR F o MEGERE.
T4 AU E REBE IR =F R v A E A2 ST O BRE [10.1 B8]

2.6 PAEMARAREOBRE o) AEAICEZVIRES EH L, EREE(LSEDLZEn3H 5, ]

2.7 RETBBEMOH 5 BE iz ) AEAICXY, REAZELSEIB8ZA0H 5, ]

2.8 ARAIOESZx LIRBUEOBEIE O & 5 BFE

3. MEEXEHRICEET HEBELETOER
BEIN TV

4. AEBRUREICEET 2R LT OHEA
RESNTWHARWN

5. ERGEFNER L ENER

8. EEREAANIERE

8.1 RAIDOFHITEE L ik, HENCEFORELZBE L, LEX. A, E, Ok, BERBRAEME Ok
He. ErHkRE. EARE. MK ZEHMICHEANL L,
PQ #EE., QRS MEHiA, QT TR, IR, MEIE FEOREH RARD b EAITITE B ICHE IR S
k4% Z &, [9.1.1, 9.1.4, 9.2.2, 9.3.2 ]
8.2 AANDOEGIZH > TIAERVCARICERET S L L HICROFIHICEETH 2 &,
8.2.1 DEHE - 8. REMEHOBREZENET S158
b2, 3 BTV, ZIRBEONRWEEITEREE T IET D2 L,
8.2.2 HiNiEDBRELZEME T H1HE
HISMNHE OB E R IEBREN B O UEIEL D & ZB X BN AP G2 EZEET L &,
8.3 AFNIFREHEITMERAKR X =Y VEIEAR S 20T, +oEBEL TS T &,




8.4 EinE, BERF., IFFEE, BEE, RBRERREOBE CIIEELROEND L ONLT WO TEET S
&, INDHLOBREFIEETHHEIL. MEEZOMBFOREL FHBELENEEICEET S
L, Fo, RMPEOFBUOWTHREIZHSRUAEZITY 2 &, [11.1.2 ]

8.5 AFNIZHia Y LAEARD Y, TOERICK S LEbN D HEREE. Nl #ESENAbLbND L
NHDHOT, 20X RFAITTREX IR 2P IET25 2 &,

8.6 BMEDEZHEOBEEEICHE L THDLEORIGRRZITI ZENEE L,

8.7 HFE WV, EMMIEENRHHONDZENHLDOT, EAMEE, BEIEOELEEIRE M 5 B A BET D8R
WCIIEES®DLZ &,

(fisH)

8. 4 IKIMBEDFIIZHONT
AEIERREBEROGE TE R VWEERERMEORENHE SN TND, (TVIL 6. (2) BEEREfEERE] )
KX B2 D@ e EN KEEE CTH 528, RMBEE O PIHER IR < 2 & EERKMAEFCE 72 &
BN DIEFNBLERE SN TWAETO, RIMERIY 27 0O 5 BE ST HEITIT, BEDWRREL +/08i52
LR BEEICES T OLERS D, (TVIIL 8. (1) BERARIWER L YIHRER) M)
Fio, BEE U THEE~OEREMEZ T 5 2 &,

6. FEDHREARTABEHICHTHIE
() EHHE - BEEFDHHBE

9.1 AHHE - BMEEZEOHLEE

9.1.1 ERMER (LDHEE, FIRE. DHES) OHHEE
DAREEEXTETBENADD D, DAEEEXETEENOH HEHF TIE, LEHEH. LDEMEBNKRT L6
ENURENDOT, ABRISETHIBT 2L, o, PEPOLHBT 2R ERERBICHSERT L E LD
W2, BENCLERMREZ LRSS 2 &, [8.1, 11.1.1 ]

9.1.2 FBzEEE (FEEJOvy.,. REIOvY. MIJOvs%E) 0HhdEE (FEOEEIOVY. &
EORBEIAvIDHLHEEERL)
T REREENELT2BENH 5, [2.1 ]

9.1.3 DEHEDHLEE
BENGEEZRET L E0NH D,

9.1.4 thOMAEBREXHALTLLEE
DENLIBT AR R ERICTATEET S L L bIC, HEICODERBE L FERT D2 L, A, 4
PEAHEST LT ey, [8.1 2R

9.1.5 AEPOMERAEESE
I R A S Ry gAY SR

9.1.6 EEMBENEDESE
EIEESNELBAL S B BZNNH 5,

9.1.7T MFEHIVHILETOHSEE
BRERMEHOFERN L 2 5BThNH 5,

9.1.8 HKIBARNEDEE
i) AERICEVIRIES ER L, FERZE(L S22 205D, [11.1.6 B

(fisH)
9. 1.5 IRIEP OPERFIEEIZDONT
T v FEMHA LZERT, 100, 200, 400mg/kg O 58 CHEMBEMEO MK FERANGRO LT\ 5 *Y,
(TVIL. 8. (1) TEXRZRIEM & PIHIER ] S8)




(2) EHREEERE

9.2 BHEIEERE

9.2.1 BIBEEZELCEELEHREREOHLIESE
B LN &, AAZEICEBECHRt SN D720, M BEEBHPEET 22 L0355 DT, MRl
OFHILE S 72y, [23 28]

9.2.2 BHEEEEOHIEE (BNEBLZETEELERERETOHLEFEKR)
BEMEEZ DT 272 BEORELZBIE LN bEEICRETH 2L, BRENALNICHEITIEEE X
Beba P § 27 EHU 2B AT ) Z &, AFIOPEE BT LI FIREN AT 5820055, [8.1,
16.6.1 2]

()

9.2.1 BMBFEZELEERBEREREDH 2 BHFITONT
AFNIEICEWCHRtt SN 272D, BITRE A B LEELRBTREREDOH HBE TIIY Y ET I oMb
HETDHZ NS, ZNOOBETIIRBERFTHLI AR OMPRE ba— AN L <, BWERAREBEDY
AT WEEDTD, BHIT LN L EFEE L, (TVIL. 2. Z25NE L 20 E] )

9.2.2 BFHREEEEE ~DREIZOWT
<BE T 'AHKI>
1) B E ORI L R B0 B

® BHREREZTOHEBLKEENAR

PR o= R b A%
R R e IR 50=Cer Ser<1.8 A
S T R RE R 20=Ccr<50 1.8<Scr<3.0 wHED 2/3~1/2
iR B e B Cer<20 4.0<Scr WHED 13 LT
7

Z A (mL/min)  Scr: M2 V7 F =18 (mg/dL)

B RERE E DIEE L R BRI O B 22 2
BHEARBE T, 7V T7F=0 7 V7 7 ADMEITSE U TU FORLGRBRLZLETH D LW IHIBREND D,

® BHREETOHERLRSHREORR

Cer (mL/min) B 5 kR
>50 6~ 8 HF
20~50 10 RefH
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HERBIMERREEE

PR EERS Hme N
PO FTORE (1988:1;'994$) )
PR R A 85 1,371 1,389
FHAIEFIER D 700 151 12,125 4 12,825
RIVEARBEBIER O 109 i 618 13 727 151
RIVE R B4 132 4 719 4 851 {4
RIVEAZBERE (@/O X 100) 15.57% 5.10% 5.67%
QT & 24 1 (0.20%) 24 1 (0.19%)
AR GRTESRIRE Te) 10 {4 (0.08%) 10 {4 (0.08%)
po g, OETLE 10 4 (0.08%) 10 4 (0.08%)
A= 61 (0.05%) 61 (0.05%)
| DEMM (Tdp &ie) 6 £ (0.05%) 6 £ (0.05%)
50 ODREE( (MK - RIEET) 61 (0.05%) 61 (0.05%)
s Ik 34k (0.02%) 34k (0.02%)
DAL 24 (0.02%) 24 (0.02%)
Z oMt (PQIER. JMMAHIRE) 51 (0.04%) 51 (0.04%)
mpz) 26 1F (3.71%) 170 1 (1.40%) 196 1 (1.53%)
(& 7 (1.00%) 331 (0.27%) 40 £ (0.31%)
ERNIIR 2 (0.29%) 14 {4 (0.12%) 16 {1 (0.12%)
PN it 41 (0.57%) 714 (0.06%) 11 1 (0.09%)
W o| 1 (0.14%) 81 (0.07%) 9 £ (0.07%)
" BHCRIR 9 £ (0.07%) 9 £ (0.07%)
M - Bl 14 (0.14%) 71 (0.06%) 8 £ (0.06%)
| R - K 41k (0.03%) 4k (0.03%)
fa=o1F 2 14 (0.29%) 14 (0.01%) 34 (0.02%)
1PN g 1 (0.14%) 2F (0.02%) 34k (0.02%)
Bobh 1 (0.14%) 17 (0.01%)
Zofth (Leo< VE) 6 £ (0.05%) 6 £ (0.05%)
ff | AST (GOT). ALT (GPT) LA5% 6 1+ (0.86%) 9 £ (0.07%) 15 14 (0.12%)
| zofh (CK (CPK) |-57-5%) 21 (0.02%) 21F (0.02%)
i | b 1PE (0.14%) 20 (0.02%) 3 (0.02%)
HEIR P 20 {1 (2.86%) 143 1 (1.18%) 163 4 (1.27%)
| PEIRIAEE 20 £ (2.86%) 98 1 (0.81%) 118 (0.92%)
R 9 1 (1.29%) 56 1 (0.46%) 65 1 (0.51%)
PR | FRIRIE 9t (1.29%) 9 £ (0.07%) 18 {1 (0.14%)
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s | wemEE (AT 21 (0.02%) 21 (0.02%)
g | B 6 1+ (0.86%) 744 (0.06%) 13 14 (0.10%)
E HEN 114 (0.14%) 41k (0.03%) 51k (0.04%)
| LU 31 (0.02%) 31 (0.02%)
B zofh (Fr, RKSE) 51 (0.04%) 51 (0.04%)
| R 21k (0.29%) 12 (0.10%) 14 (0.11%)
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R 34E (0.43%) 34k (0.02%) 61 (0.05%)
EHOIETY 14 (0.14%) 24 (0.02%) 3 (0.02%)
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DEX QT it 78 1 (0.64%)
QU #iL & 14 (0.01%)
RR JEF 6 1 (0.05%)
Mg AST (GOT) L5 11 (0.09%)
ALT (GPT) L5 141 (0.12%)
Al-P b5 1 (0.01%)
LDH k& 31 (0.02%)
v -GTP L5 14 (0.01%)
CK (CPK) L& 1 (0.01%)
BUN L5 2 {4 (0.02%)
s-Cr -5 34F (0.02%)
MAEE T 14 (0.01%)
i i Bk 1 (0.01%)
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D HaE 12 £ (0.10%)
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. s bk o e 00
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16~64 1% 6,768 307 356 4.54
e 65 FH~ 5,335 311 363 5.83
o E 12,123 618 719 5.10
B 6,715 419 491 6.24
PRI L8 5,410 199 228 3.68
hF 12,125 618 719 5.10
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9. BERREERICRIZTRE
BRE SN TWHARWN
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13. BERE

13.1 fEK
AR O I G LD | FRIEIE, Kih, BREAAEIRPEZVECT 22 L0855, #HED QRS IEHEK
FOQT iR, AEEMb, KM, B EREE, IR, AEDGHS OB &R S OMRN 2 NI 56
(CITIE O R HERRIE 21T O 2 &
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DIYYET I MRERGOREE L TomE i
82 ik M T MLENE DR BN H 0 FIRANC L B1EBE2Z T TOZEBEN, BEEICH D5 B2 DAV 24
WX DA DD ABE Lz, BEIX, 2 FEid S LEEHAGEICS LTY Y BT 2 NREE 500mg/B 05 %
STz, BIAMGEORHEDNRD b T-lod, YV ET I RE 750mg/ HICHEE LI E 2 A, 72 REEHZIOEME
Ya w7, Rk MREESER LS, [ERE KON TIEROWLEZIT 5T, HOTER, SHEEREOR
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HALTele & o 28T 5 F (BE24. &34, 16~355%) ZHRET 2, HERMEZ 1 61T 150mg
717X 40, 1 FITiE 100mg 7 7L X 68, IRAEAHOEE S MFEFRE (UEORIIEL. Th o7z 4.3
~1l4pg/mL, HBOFKGETIX, 2.8~75ugmL) H(ZIV PV ET I FALLEOFKEEZ Sz, FHBORGRK
P& U CIT MR % O B OB A AL S 17z, WFE~ESRRCHLE L 1 flEkRE . #fEE L HIRER



FRITIRANTSE LT A3, RT3, AR & B RPER O 1R % > TRBICE(L LT T L, HIRTiX
FOLEARE (ZOEANOBREENDEANSG TREND) ITHB LMD S i g Bt 2T AR50 bz,
@Iy ET 3 F 10g NARE HEBL L7 D4 2160 LS 7= 1 411
HEFET YT I FOFIAEIRMERIZIASBO N TWVED, REWNRICET AR TCOREITALNLRY, T
FTONEOREDIZE A LT, MK T &EZIUT L BFRREIETHLE LT 5, FalLk 2 1XME T &L=
HE X7 U235 O BHEOIREICEE LIz THET 5,
AJEBNL 35 B, AT, AROHNTY Y ET 2 R 100 77 &/L (10g) 2R, 2 BRIZELHE L,
g, BT a A & 20, RARICTYRICHEMAENZ, MEIZAZ T 80, Eikl Uit 1~2, B
K. IEREHTIER ., £/, Mk, BFE. BUN & IEFHEA, OEXFTLCILOMHEES 50 OMERIRE. &
EEATMEICE L2, DEERICBIT, 2oL E00EKT, O3 112, QRS IF 0.24 7 & EITIEIA
<. R ) BT 0 v 7 XF—2ER LT, BR YV a v 73BN TH-720OTY RAA % 1 BEH
100mg OEETHE., ZOMMERTARBD SN D, N Faa—F V' 1,000mg §iE,. F—3I %
29ug/kg/ CRIFLILEZ 2> ha—v Uiz, FE384ENS 27 B 30 RBICTAFIAICHE Lz, ABICIAR &
VEMMSE DR DY RV REDDTEN ThH o2 EREH &N, FIC F—33 I X A ME DR & &
FEAeREEH b0 L Ebhd,
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14 BRLEDEE

14.1 ERRMABEOEE
PTP W2EDIEANL PTP > — b2 OEV H L TRAT A L 2EIT A2 &, PTP > — FOBEEKIZL Y, #N
BAMNSEIERIEA~FIA L, FITFEAEEBZ L CRRRRSEOEELRAGIHEL IR T 203 5,
14.2 EREEHOEER
ARNIRIEERAN 2O CHETICRAT L OEET L2 &,
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12. ZDHOEE
(DERRREAICE D < HER
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X. JEERPRAERICEET HIRE

1. ZEBEHER
(1) ExhZFEEAER
[VI. ZEZEREIZRET HHE | OESR
() ZEMEBEHAER
£ UYETIRYUBEO—EEERD 0 009
e PO B HRE ESaa i P
PR I PNH] S v, e — 2 Rk
Z vk iv. [05, 2, 8mgkg |fFHUIC R OB EEFHICEH
2P
MR, HLE, OEEY
y 2mg/kg CT—i@MEDME EF, OB
A X iv. 2, 8mg/kg L
8mg/kg TIE E&F-, CAZEEN
SR - 0.05~5, 0.05~5mg/kg TlT—i@M 5. 10mg/kg
o 10mg/kg T BEOMTE A%, Ry TR
e 73 1D iv. |10mg/kg Frfee A = TR
AT RUFH U v ORIERIG A B T
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. HR . 7= 55 B R s
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| mR S
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it o . 5 0 .
P - 1o wHE L, 105, 10%gmL T/ LT RLF
ABIRR: fr 108 ~10% gl o st
(in vitro)
HENRFEZRRIZ CTENEN 38% KO
HER iv. |2mgkg 279%HM, 7 =¥ T I UHELRIET
TR M E DT ZIEI 40% F N 12% 530
THXES | e na 104 g/mL THRE7R L
(in vitro) 107~107 g/mL. 102 g/mL "CHEEE [ & HHaE™
IS 10°mol/L T2/ L
D — 106~10*mol/L | 105 mol/L T4 EE s EE I, 10 mol/L
DN MR VE (in vitro) T UHE AR
e 11) .
Y FLRE — 107~10*g/mL | 82 L™
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Use in pregnancy - Pregnancy Category B2 (2023 4= 1 HIfsi)
Animal studies have not demonstrated any teratogenic effect and a slightly lower weight in treated rats at the time of weaning.
However, no controlled studies of disopyramide have been performed in pregnant women and experience with Rythmodan during
pregnancy is limited. Disopyramide has been reported to stimulate contractions of the pregnant uterus and also passes into foetal
circulation. Therefore, use of Rythmodan in women of childbearing potential requires that the benefits of therapy be weighed
against its possible hazards to the mother and foetus.
Labour and delivery
It is not known whether use of disopyramide during labour or delivery has immediate or delayed adverse effects on the foetus,

whether it prolongs the duration of labour, or increases the possibility of forceps delivery or other obstetrical intervention
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