20244E3 HELET (B0

Bk SR IRAT
FREIE - 34

REMRIEAH
LIE N UYE 1 i
BAERH ENYH1AZNEREHT IV

BAEEFERMEES
872129
25mg 50mg
FHERES | 22600AMX00104| 22600AMX00105
BR5ERAA | 20054E7H 200547 H

B> h4 ZNEEIEH 7 EIL25mg [NIG]
I h4 = NiEEEIEH 7 =)V50mg [NIG]

Pilsicainide Hydrochloride Capsules
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2. 2R (ROBEICEH‘RELEVI L)
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EEOHETO Y 7 O b EE [

N
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3. #ER - MR
3.1 #Hm%
Wi, l:”)l/:/ B4 = Rapls E;L;‘/ A A = FHEHE
71 7 &)V 25mg [NIG | # 7+ )V50mg [NIG]
1% 72 15 7
BREGr  | EvnA = FEEEEARY | €V A4 = FEEEE KN

25mg

50mg

pEylIEl

BHEKT AW, A 7TV
M S 27PN R /3
piLY]

(B T VARE) BILT S
v EITF L T Vg
B> UL, Falsy

BREEKTAB. AT TV
VR AT AL FLAEK
kY]

(B 7w V) BT ¥
v.EIF UL T )V
B by, Fels, Rk
3%

3.2 HA DMK

YLy b A = FERERE

YLy b A = FEERRIE

e 71 7%V 25mg [NIG) 7 7% )V50mg [NIG
EAR T OBV R | e s e oo Sy
e | EERE, mEm e | T ORI
- FIE i e r . BAREH. NEWPEABO
GEETBLREODTEN |y rtstikon 70 v
o | Gl
K& 459 TR 455 TV
B 200mg 200mg
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4. HEERIIFHR
TROKETCHORABRRESFEATE LV D, RFEHDEZS
SRR R

6. AERUHA=E
HE. AR EIV Y h A = FIEEREAKR® & L <. 1H150mg
Z 3N A TR S %,
B, AEE. ERIC XD BE T 505, EAEUIRREA TS %
WA 2k, 1H225mgE CHIE T %,

7. BERUCHAEICEET 2EE

71 EN R LB LT LIEAERE TIE, 1H25mgd %5 % G5
Lk, BEOREZBIE L 2AFLMEE KRG THZ L, [921
2]

7.2 EEE T, 1R26men S &G 2 BT 57 & BEOIRES
B L 2 Ao EEICRS3 52 &, [98 2]

8. ERLEANIRE

8.1 AHIDIFGIZE L Tid, HRIZEZORELBISEL, LEM,
BR3E. ME. O 2 EEICiN S 2 Lo PQOIER, QRS
DOER, QTOIER., RIK. MEETEFEORFER AR S/
e lZld, EHIZEE IS 2T s 2 L,

8.2 1HM#150mg% #8 2 TH5G-¥ A ¥ a1 L RITEHZEBLO W fElk A
WRT2OTERET S L,

8.3 A CBrugadafE M ICHF I 2 OBHEIL (B 70y 7 )
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HOTHEET LI L,
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) B OB ICHEE T ABICIZFEE T A L) BE IS
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9.1 A - BEFEEZEDH 8%

911 EBOKRR (OHIEE. RIBE. VHES) 0OHEE
LAREERTBENDOSH LEBETIE, VELOMBT L% EKS
mIZTOEET A EE DI, FENLOERMREZERT S &,
F7o. BIAERL~2BMIZ AR S 82 2 &, ST, LSS
WEBT DL BZNDE. b, O EREROMIEERED 5
WIFBREOGEIRE L) BB OYE L, HE LT RS2 &I
ENLYEEBRE, B LawI e, [151 2]
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913 RiHzERE (EEJO0vy. BE7O0v7. Wiovy
%) OhHHEE (BENEEOvY. SEORE7OYIDH
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EEOEIR, WELzksBE2N0DH 5,

915 MBEHUILETDSH 3 H8E
EAREARVER ST 2 BE0H 5,

9.1.6 MORFABRELHAL TV 28E
VENORIET A% ERGRICTAEET A L L B2, HECL
BEEMAEZEETH L, [102 ]
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DUTBMEERENET A b, o, BEDRED L NEIIEE
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9.2 BEEEETEE
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FN DR 2 T 2 2 Lo AFNEB R 5 Oz X v &
A OHRTLEHTH D, MHAREIEL )R, T2
W E AR L 237, [166.1 2]
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9.3 FFieEEEESE

931 EELFHEEEDH BE
AST. ALT. LDH%® FH2SHE SN TWw 5,

9.5 itiF
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(7 v ) THIRNIES L2256, BIBICBITT 2 2 L s
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9.6 ®ILiB
HEREOGFBEMER OHILREO A M EE L. BILo#kE L
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EDHE SN TV D,
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AESETRAOEG 2GS 2 2 EPEE L, LED S
5% ERGEISTNERT A L L D2, HENOEMRE T %
a9 A2l - BREPET LTSI DS, EAED

DD S 5 % CEWERAFEB L L3 [72 2]

10. HHE{EH
10.2 HFREE (BFRISEET S 2 &)
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1.1 EXEEIEA

1111 DEME) GEEAH), OESEA (Torsade de pointes%
&) BEAH). BEIE HEAH), S2EE7Ov Y (H
FEARHD) . Skl (HHEEAH) . OARE (BEAH)
vavy, WMEIRCELEA L H LT, HElA BRI, M
XA E 2 T 5 2 L,

11.1.2 2MHBEE (HELH)

Tav s BILARNUBEESDHSDNDL I END 5,

11.1.3 FHEBEREE (HEARW)

AST. ALT. y-GTP®O A% IFHEEEsH S bbb 2
LB b,
11.2 ZOMOEER

0.1~5% iy BN
B QRSIEO#K, QTR H= | Mk, SR, A, 1ME
Tuy sz, f{E7ay 7. WET
AP, BE, L EEHA
PR RN OB
HHED, b AN
LR B, Tl MR, 8. F |, EERIR
N RN
FAmER (o F v, B, IRK R, AR, LU
liikid UFRREREEIN. ) >/ SERg A P ER S A . IR
JHT-Hiek AST 5. ALT LS. LDHLE
5
SBIBE 5. HIE Z )
B T, BUNLH., 7LV 7F=> Lk
A REERE
AR PR I
Z Db L HEER, CKES. B |2k
13. BERSE
13.1 fER

WEPG IEEOBREEREIC LD . BRI DM RED LA L
oWt RIWUREREE GEHZQRSIEOIKE) . (MEIE, LA
4. DB, EEMI (Torsade de pointesZ &), {ifs Lk,
BR. >3y 7. gem, MERTEOMERRES, BiEkEED
- MREEEAD SR T LD S,
13.2 @

EHIZERK OG- 2 IR L, = 7R bEiE) % 2 58
T HEBY L AER S EIT) S ko B, AR OMTENIZ X S
BrZe 313 K#30% & it ST b, [921 S

14, ERHEDEE

141 ERZFEOEE
PTPAZEOHANIPTPY — M 225 Y L TIRAT % & 9 R
52k, PTPY — D OREERIC X 1) o TS A E AT A E R~ A
L. BI2EZEILE B L CHBAESOEE R AIEL BT 2
ZENH D,

15. ZDMDEE

15.1 BRER{ER ICED 155k
HVETOFEZEIEAE 1% D BHEME LD 5 W IFBE L DIEIR & 1 9
PN O B3 2 0 G & L2 HBEERIZ B\ T AH B
NaF ¥ ¥ A VHEEFHZ AT 28H 255 LT, 77 88K
ﬁ%ﬁb:kb\\ LA RIS 72 ofED»H AV, [911
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16. EYENE

16.1 IMHEE

16.1.1 EMFHIFEMHER

(EIVY HA Z NIEBIEH 7 &I/L25mg [NIG])

1) EVy A= FERES 7 0V25mg [NIG] &4 U Xah
Te2bmgx, s UAF—N—iEIZ L) FRENLS TN (K
VB A = NIREREKAI & L C25mg) fEHER A TIoH
4G LTI AR AU EE 2 5 L 159 5 7z S8l
785 A —% (AUC, Cmax) 22V TI0%EHEX T THREHHR
Wi x24T - 72458, log (080) ~log (1.25) OFPFHNTDH 1. W]
DY R SE DR S 1722,

350 r

300 1 o Uy A A = FHERE S 7V 25mg [NIG)

SE o0 | o 421 AL T Bmg
< Py = RS, n=8
E 200 F
b=
150
s
#0100 H
=]
50
00 ' ' '
0 6 12 18 24
P HORN (hr)
S BIREINT X — &
s AUCox Cmax Tmax | Tiz
(mg) |(ng-hr/mL)| (ng/mL) | (hr) (hr)
Yy A = FiEmRE
e me THG | % | 18802426 |2375+501| 1605 5506
;2;; ALATEN 95| 18084315 |2283+415|16=07|58=07

(P = (R, n=8)

MEFEEIE N IZAUC, Cmax® 0 /85 X — ¥ 1%, #rE o

;;)E\ PR OFREUAIEL - BRSO RERS IR IZ & » TR 2 W REMEA
z)o

(ENVSHA Z NERIESH 7 +IL50mg [NIG])

@) EVyh A= FEEMIEY 72 50mg [NIG] > Xa 7
TEE0mgH . 7 OAF—N—EIZ L) FRENLS TRV (K
WA A = FEERRE KA & L T50mg) fEEER A T2
RIS U C IR AR AR RE 2 5 L. 15 5 L7z SRy gh i
785 2 —% (AUC. Cmax) |22 TI0%EHEX 312 TR
M AT - 72568 log (0.80) ~log (1.25) D#PANTH V. WH
DEWF RIS DR S 2,

700

600 o ¥y A = NS 7)1 50mg [NIG)

é so0 | ® ) XL T ) 50mg

E T4 = FEARE, n=9

S 400

=

22300

=

900 [

g

100
00 . . . :
0 6 12 18 2
5% 0rM (hr)
HHBHE N T X — 5
Edcn AUCo24 Cmax Tmax T
(mg) |(ng-hr/mL)| (ng/mL) | (hr) (hr)

YLy b A = FHEEE
77 somg [NIG | 90 | 4282%1046 |5316:+1403| 1706 5809
:g;g') ABATEN 5| 4578+1189 |5668+ 1452|2008 |58+10

(P35 = R %, n=9)
mﬁ;&qﬂ%rijﬁlﬂlAUC\ Cmax%@/\"? A= FE, WEE OE
#—\'\ ﬁg(&mﬁéﬂ‘lgﬁ . E#F}'&l‘j%@ﬁ%ﬁ%{#b: J: el T:Et-;%& %Wﬁ'ﬁ‘]@ﬁﬁ‘
H5bo



16.6 FHENERZH I HEE
16.6.1 BiEEEETERE
tw/ﬁfﬂFfﬁﬁﬂﬂ%d%mﬁﬂmﬁﬁﬁéb\mwii
ICERREEERE . BHEEET L T A &g Tl T
T2, LEW->THREY LT7F=2 2975 A (Cler)
FIEL L2BEEOREIIS LT, HEGMEEH 20550k
FEBNC X > CTHRGEZR L L2 L, BERCHEZHSEET S
WBENH 53, [92 ZHR]
50=CLecr : P BHEAEIEF B & 1 TITHE Lo
20=CLcr<50 : i L B Re L& I I A2 ICIE R
éo
CLer<<20 : =R I L B AR AE I3 6112 b LRISRE IS IER$ 5,
YOV A = FERERHRFI50me H 16 I 51012 3315 2 B ek &
DHEYBHE ST A — ¥

ERERECLer B Tmax Cmax ti2 vd CLtot
(mL/min) | o(hr) | (ug/mL) | (hr) (L/kg) (mL/min)

31 041 34 148 2800

CLer=80 1 6 | 05 | =008 | +02 | =019 +375

27 046 57 146 1828

80>CLer=50 1 10 1 o8 | =003 | =03 | =011 +118

31 051 93 170 1234

S0>CLer=20 | 8 | o8 | +005 | =11 | =015 +193

38 063 | 237 | 146 3838

0>Cler | 8 1 Lo7 | +005 | +20 | =011 +46
(*F35 +SE)

18. EERpEEIR

18.1 1EA#F
YL B A = FEEREEKAIME. Vaughan Williams 5 O340
27 5 AIclZId§ B AEEARIAEH T, Mﬁ?/%wﬂﬁﬁﬁl h
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BIRAIZEHI L, K. CaF v Y A NVAENIZa, fRULAAY &
ZEAER EICREEE G2 VL0 L LTEDSIT 559 9,

19. AR ICBET 2 IE{EERIFR
— MR YL A = RERERIE R
(Pilsicainide Hydrochloride Hydrate)
b4 @ N-(26-Dimethylphenyl)tetrahydro-14 -pyrrolizin-7a
(5H )-ylacetamide monohydrochloride hemihydrate
7130 - CivHuN20 - HCI - 1/2H20
o f= 31785
PR BRSO3 RO R TH S, BEEE (100) (21
OTHEIFRTL K A /=gy ) =)
(995) 123 Ve 0.1mol/LIEERERIEICE T o
st
OHsC

- HCI - 2 H:0

T'Z

CHs
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(B> hA Z NiIEEIEH 7"+ )L25mg [NIG))
1007 7+t [10#4 7+ (PTP) x10]
(EWVD hA Z NiEFIEH 7 +=IL50mg [NIG))
1004 7t [104 7+ (PTP) x10)

23. EEXH
1) CAST investigators : N Engl J Med. 1989 ; 321 (6) : 406-
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3) EEM—ITA I L HR 1989 5 17 (7)1 3195-3205
4)%+A&Taﬁﬁ%ﬁ%mirﬁmir 2021 : C-4471-C-4474
5) HAMEERZYS., HAREIROESS  NEIRIEYEE T A
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