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Pilsicainide Hydrochloride Capsules
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2.1 - MELDAREDH 2 EE [REIR (DEHEA. DEME

%) OBFEIEE, BEEENERICK2DR20E(LE R
TBENMAE V. |

22EEORET Oy 7,
BWURESIERIC LD,

BEOWE 7Oy 7 DHBHEE [H
NhoDEEEZEICELSELBZ

n¥bhsd. 1 [9.1.3 2]
3. #RE - MK
3.1 8/
B VLS hA Z RIERRIE N 7Y L | LY h A = RIEEsE 2L
e 25mg [CHJ 50mg [CHJ
14 7 L 1 7L
HE YLYhA=R HE YLYAA4=F
AR YRR SERBHAA
25mg 50mg
BRI, NLAvaFr Ty, EKIBILrAF#. 2
Wl | F7UVEBYS RV L, BEIE BEFYY. 5

URH AN b e

3.2 HE DMK

B ELY 4 = MEREH 7RV | ELyhA = MERSED T
- 25mg [CHJ 50mg [CHJ
F vy THKREERER, K| Frv THREEREHA. K
@i - A | 7 —HEERBEHOES 7| 7+ —HEERNERAOEH 7
TILAI tILAI
e | g | e O
h TS 4 4
HE 210mg 220mg
BAla— R ch-RV25 ch-RZ50

4. FNEEX (FFHR
TEEDIRETHOPATEIRENEATERVH . XISEHDHE
SRR R

6. BiENUHAE
EEL BAICIZEIL Y A1 = FEREAR & LT, 1H150mg
&3EICH T TREORET 5.
BB, El. ERICE VEEBET 50, BEXIHRERS
B, 1H225mgE THETE 5,

7. HERUHAZICHEET BER

7.1 EfepEET ZBEAREETIE. 1H25mgh 5% 5% Hn
TokE, BEOREBZBELEVOEEICRET S &
[9.2.1 ZH]

7.2 @EE TR 1E25meh 55 2MIRT 574 & BEORE
EBELGHPOEEIIKRET S L. [9.8 2]

8. EEREXRNER

8.1 AROFTEICHE L T, SBEICEFORELBZE L. DER.
BRE. ME. DAL Z EHARICERNS Z & PQOEE. QRS
EO#EAR, QTOEE. HRik. MEETEOEEFRIRD S
N7ZEEIE. BESICBEXNIIRS 2H1EdT5 2 &,

8.2 |1HAH&E150mg#% A %59 254 3 BIERREBTOTEE
MHERKTLHOTERT S &,

8.3 KA TBrugadafE BRI AFBN 2 DEREL (7w Y~
ROGRIBIERFHRE (V,~V;3) OSTLER) OFEEEXIEZFhIC
o DEME . DESFMA. DEEHMEE RS E0R
ERHEOTERTAH &,

BADFENWENHOLDLNDHIENHAHDT, BEEFHEHDEERE, &
B2 LS BB OIRMEICHE R T HBRICIIERT 2 X5 BF I+
AT 52 &

I. BEDNERZEIDREICHTIIR

9.1 BHIE - IEEEDH 3 BE

9.1.1 BHRLVRE (DEHER. FIRE. DHES) DHEE
IDR2ZERTBLTNOHLEBETIE, LEP LSBT 2% K
SGRBICHIERT 2L &b, HEICDEREE 2 EMT 5
Eo Fo, AR ~2EBIIARSES 2 & DEHME. DE
HMBESRIRT 2BZNAE . 25, DEHFEREROEE
BED 5 VIFBEEOERZH S BEOHER., RLCC2S
e haBEERES, S5 LLVWT L, [15.1 @]

9.1.2 DAZEDEHEDH 5 FEE
DAR2ZRTBENDDH S,

9.1.3MMcERE (FEJ0v Y. AEJOvT. WoOvo
%) 0H3EFEE EEONREIOvI. SEOREIOYID
5B EBEZRL)
RIBUREHIHIERIC &K D
NPH5. [2.2 ]

9.1.4 SRFAMERIRDS 2 BE
FEORIR. WELZRTBENFH S,

9. 1.5 MENYILETDHZEE
EARBIRIEADPRIRT 28T NNH 5,

9.1.6 fhDHFABIREZHAL TN 2 BE
LB OIET 2 CRERBICHAERT L BT, HEIC
DERBEZERT S L, [10.2 2]

9.1.7 BRARAR—ZAX—H—EADH D L\ E—FHAX—2 Tt
DEE
NR=ZAA—=H—(EHFOEBEICRET 556 13E Y 2 EFET
RV IHEZRET S &, £/ BREPROSNIHE
ICBESICHEXIIREG2HIET 52 &0 KA DER—
JHEx* LRSS EAREESD S,

9.2 BHEERZEERE
BEEZRET 577, BEHEZH T TERAT S & .
BENCDENBEEZERT 52 L. RENIEREY 5> 0PI &
DERDSHEKT 2EATHY . MHPREFE LT,
FFmWMFRENFERLPIT V. [16.6.1 ]

9.2.1 BhZNELT HETEEE

(7.1, 13.2 2]

9.3 FTHeEEREERE

9.3.1 ERRITHEERE NG 5 2E
AST. ALT. LDHZEO® EEPHRESN T2,
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9.6 Z7LIR

BEEOBRHREROCBARBEORREEZZE L. HAOMEX
BHIEZEBRET 2 2 &0 BMER (Fv ) TAHHIIBITT
BT EPMESNT VD,

9.7 1IMR

NREZNRE U7z BRFHERIIER L T,

9.8 S

Abi S THRRO®REGZHBT 5 ENEE LW, DENSH

69 5% ERGEICHIERT 5 & bz, HEIGLERKE
REMETHI L, I BREPETL VLI ENZL, £
FEPD I MER D H 57 CEWERPRERLOT V. [7.2 2]

10. HE{EA
10.2 fAER (HAICERTSRCL)
R nE B RAETR - BT W - fElRAE T

V77 ey

AR OVEH 2 355 s &
HTEND B,

D=
F b7 u—LPAS0DE
EpFEEN. FHO
RBEE D EE L, M
FREDPET T 5 ATHE
BPEZON TS,
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13. BERS

13.1 fEIR
BEHEESVIEEOEMEREICLD ., ARAOMFRED LA
L7, FRCEEE (FHZQRSEDEAE) | MELE,
DA, DEME. OESE (Torsades de pointesx &) |
MWEL, HIR. 22y, B, IERTSEOBERERS. &
BEEEOBM - MEEEZFISEITIENH L.

13.2 0E
BB ICARRIOREGZHIE L., (FHR— 0 FRETRRHE 2 &
BT AEMY)MEREEITD 2 Lo B AREIO MIAENTIC
FHBRERIIBEANIODEHRESN TS, [9.2.1 ZH]

4. BRALDIER

14.1 BHRIRMHEOIEE
PTPEZEDOEAIIPTPY — 2SO H L TIRAT 5 &K S5
T5ZE. PTPY— MOBRAKICK D WA EEREA
FIAL. BIIZEEALZ B C LU THERRIA XSO EE 2 e HHE < 6
HITDIEDNDH B,

15. ZDfthDER

15.1 lRREAICE DB
SLE DI ERIER O BIERED 5 WIZBEEOERZ MDD
EHHNMEOBE 2R E LI HEBGEERICB VT, RAIEH
PONaF v X HEEREZRT 2 EA 25 LcET. 7
T RBERICHAN HERPERICEN L EOREDH
51, [9.1.1 1]

16. ZE4PENRE

16.1 MEE

16.1.1 BHEES
R ABE18BIC I 14 = RIERREKFM25mg. 50mg
RU100mg™® ZEEHEEROFG L& MEE»50
I RFTH o722,

EAN VRN, Ry f N o
(9.1.6 8] YL 714 = FIERH KA EERE O SR O SEIHE 5 X — & (Z2]ERE)
TFUI WAlOMHEENSER [BETo b5 0 2K — B5R[ by | Tmax Cmax ti2 AUC
L. AFIOBWERAS | ¥ — %N Uiz guit 20 (mg) (hr) (pg/mL) (hr) (pg-hr/mL)
HLEEOREND | QT 2-HEEZLN . ) 1.61 0.150 44 1.278
%, TW\3, +0.01 +0.002 +0.39 +0.080
< R 1.22 0.356 4.8 2.975
1. BI{ER +0.18 +0.027 +0.34 +0.112
WOBWERDHS5HNEZ ERHAHDT, BEEFDITITI, 100 3 1.06 0.650 4.9 5.238
RENTD SN EICIIRE2HIET 574 CHEYLAEB E (T £0.18 £0029 | £0.37 <$§'3057E>
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11.1 EXIEIEA

1.1 DEME GEEAH) « DESEA (Torsades de pointes
Z20) (GEEAH) | BELE GEERH) . REEEJOY
7 (GEEARH) . KM EEARHE) . DF2 EEAH)
Yav ., MELEIKELSBELH 2O T, MOl 0EREE,
XA EE RS 5 L.

1M.1.2 2UERE GEERH)
Tav I BIILLEMBERENHODNDEIEN DS,

11.1.3 FrigRERE (BEREH)
AST. ALT. y-GTPO LREZ M FHEREFH5 DN
ZEWHB,

11.2 Z Dt DEIER

0.1 ~ 5% SR
TEREE QRSEDHEAR. QTER. FE | f9fE. RIK. OEHE.
Juavy 2y, WE7ay 7, M| mEETR
EREL, BpiE. DEEEIK
fEs LEEISME. OFE M
B, bEEER
HILER B, B, B, [958, T | (EFH. ZBHANR
A, REERA BRI
BHfER | HFV, HE. RBX R, R, LUR
Mg TFERERIEN. V) >/ SEREA BIERER D MM
e
J R AST EH. ALT ER. LDH ER
TRBE L. BWE T PR
B fiE BUNESR, 7L7F=v
L5 REABE
IWPRER HEFR I
Z DAl LHBEK. CKER, B | 2k

mB. YA = NIEREKNY OB mEEhEEIZ0.2~
09pg/mLEBEENT NS D,
16.1.2 EYFHIRESEEHER

VL h 1 = RiEEE D 72 L50mg [CH) &% > ) XLh T

L LS0mgE . 70 Ad —N—iEIc kD Zh 2R AT (€

LA = RIERIE/KFIH & LC50mg) fEER S 7102208

BEBLER O S LTSRS h A = NIERIEEE 2 J1E
L. Boniz#Ey#HEe/t7 X —% (AUC. Cmax) IZ2WT

Q0% (SR I THHIRMT 21T - 72453, log (0.80) ~log
(1.25) OFEAANTH . WHIOEMZHRSEISHER SN

7250,

(ng/mL)
500 r

400 ¢ —e— UL Z NIEREE /1 7 )L50mg [CHI
—o— YU XL 7L )L50mg

Mean=+ S.D., n =20

300

200 r

100

WREERAT 7 [ NS S BESE
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0 6 12 18 24
5% 0B (hr)




HENNT A=Y BENTA—Y

AUCq 24 Cmax Tmax | ty

(ng * hr/mL) (ng/mL) (hr) (hr)

YL A = MRS 3011.4 368.4 1.6 6.0
517N 50mg[ CHJ +649.7 +71.0 +04 | £1.6
P2 U RLH TR 2964.0 362.7 1.7 6.0
50mg +619.8 +67.9 +0.3 | £1.6

(Mean £S.D., n=20)

MEEREEYN MIZAUC. CmaxZn /85 A —7 13, HEBEDRE
R AEBEOREEE - BESORBEEICE > TR 2 EEHE
WH %
16.3 91
16.3.1 BT
T MIMC-BL I hA = RIEEREKIY 2 BO®KSE L&
&, FItHZEBroMNEN., FE LUTCHE. BEICOA
Ly ADOSBEIZ DA 2720,
F7z. T v MIMUC-EL T h A = NIERBIEKIY) % BRI 5
Liz& &, BIREOHTHICIIEMED MAETEE &2 ITREE
PHHVEEN EOBITAIEDSNET
16.3.2 BEAEEE
b MAEEEEEERIZ, 1.0 ug/mLUL NOEE TH35% & —E
TH-> 727 50 ug/mLTIFHI20%IAET L7228 (in vitro) .
16.4 {X#
BEFERATIIEN Y A = RIEBREAFIIAH S < v,
REW2- FOF T AFIWEOERKICEST 5 NFFF b
0 —LPASOFREZBET L7 & 2 A, CYP2D6IC L D _E&EMR
M OERSEPICEED SN,
16.5 HEttt
RSB L8FNC LT H 4 = FIEREKFIY25mg. 50mg
RU100mge) % ZZIERHEENROHRG L7 & & 24B R BIAIC
75~86% AR LAE L L CRFICHRE S iz, F7-50mg.
100mgi GBI B VLTI, 24RELINIC4.5~6.5% 2R3 2-
L RaF v X F)UEE LTRPICHIE S h 722,
16.6 HENEREHITDEE
16.6.1 BikrEE=EE
YLy h A = NIEBRIEKIMIBIBEI 0L TH D RO &
DICEBHEERERS, BRENET L TV 5ERE TIEFEH
MEET 2, LEP>THREZ LT F=Z2 20T IR
(CLcr) #f81ZE L-BEOREICE LT, BEMEE T2
DHBHVITEFIC L > THREBZHM L 574 E. AERVCHER
+OREETHINENFH S 10, [9.2 BHE]
S50=CLcr : FRHIIEHEEFEF £ 12IZFE C,
20=CLcr<50: B L BHAETEHHIC b LI2MEICER T 5,
CLcr<20 : NI BHEEEEAICH LHISEBICEET %,

YL 714 = FERE/KAIYISOmg BEHE #2510 B 1 5 B AERES
BEOENHE ST A -5

EHaECLer o Tmax | Cmax t1/2 vd CLtot
(mL/min) (hr) |(ug/mL)| (hr) | (L/kg) | (mL/min)
31 | 041 | 34 | 148 | 2800

CLer=80 | 6 | 146 | £008 | £0.2 | £0.19| +375
27 | 046 | 57 | 146 | 1828

80>CLarz50| 10 | 14g | 4003 | +03 | +0.11 | +11.8
31 | 051 | 93 | 170 | 1234

S0>CLar=201 8 1 (g | 1005 | +1.1 | +0.15| +193
38 | 063 | 237 | 146 | 383

20>CLler |8 | 07 | 4005 | £20 | £0.11| +46
(P15 £ SE)

) RAO KBS N-FHERCHEIR.
EIFFTRETH 5.
16.8 Z Ot

EL A A = RIERRIESD 72 L25mg [CH] & [&EPREL
2RO ETERA O LW A RIEWERBR T A B 51 > (FRl124E
2HIAHEFEEFE64AT) | ITEDE, YL A4 = NERRIES
7E50mg [CHI #FEREIE Ui & &, BHEHICEOE
EWPRERICRISE L A SN,

17. BRPRAGHE

7.1 BHERVREEICEY 2HR

17.1.1 EARERRER
DEHIIIMEEZ SR E L _EERHERRICBW T, B
THA = FIEBIEKFY 150mg R 5RE886], VKT IV

1H150~225mg%3

300mgH S5 BER7HI TOLBRBE L. ThTNERWED
51.4% (37/726) . 33.8% (26/77f) . gL Ly
70.8% (51/72f51) . 54.5% (42/77H1) TH->7-. BINEFAZE
HRIIEN T h A = NERRIE KR S5EET8.1% (7/86/)
THO, ERHDIXOB, HEVWETH -7/ 12,
17.1.2 EMSE MAEEER

FEEEMGEE IR E L EEREERRICB VLT, L
THA = NIEBRIEKIY 150mei 5R41H], YVES IR
300mg B S5 BE3FI TOLBWEE L., ThZNERUEY
41.9% (13/3141) + 26.7% (8/30f) . HEEHEL Lo
67.7% (21/3141) . 46.7% (14/30%1) TH-7z. BIEFAF
WKLY A A = RIERIEKYIRE5ET5.1% (2/3941)
T, HOLSDE, WEARETH -3,

18. ENEIE

18.1 {EAKF
YT h A = FIERERIYE. Vaughan Williamss O 5%
D75 AICIZBT AAEIREEAIT. NaF + > IUIFIER I
K OHAREIRIEA 27~9 14, Sicilian GambitD12ME3 5 FH|
S8 (BARRR) I2B8WT. By i A = RERE/KYIZNa
F v AV EBRIRICHIHE L. K. CaF v >R LEFICa. B
BOLAN) R B EICIIHERZEZ Wb D E LTIE
SiFsnsl1s,

18.2 [RAREREEFZHNIER
FIEME ESEMAINOBEICEIL Y 1 = RIS/ 150mg
X13200mg# BERE#R S L2854, AEEE (SA) .
FEEMEHPEE (AH) BE. DEREE (HV) BREZEES
Bize £/ BEOEYASHZEE S 7210,

18.3 iDVBEREIC K T B 1EH
FlEE ESEMARINOBEICEIL Y 1 = RIERRIE/KAIY 150mg
R13200mg % BERE OIS U5 e DB O ih#hiRk £
FEBEICHEML, —EHHERIIEZICED LA VT NS IE
HEHENTH 10,

18.4 EERNTEIRICX T S 1ER

18.4.1 A X DOFEFENR —BHEIRIC & 2 EERAGRENR 2 HIH L /=17 18),

18424 XDT7A=F >, IT7NAVROT RLFY LT
FFE S NI EBRAINEER 2 18] L7z 18 19

18.4.3 4 XOEEARFAZEF L OFERFICRET 2 DEERNEIR
ZAMEI L 72200,

18.5 ETAEFHIER

18.5.1 RABRSMEEE (CXI T D1EFH
EILEY MFEHICBNT, BIEBEEMICIEACEEL2EZ
BTl mARSHEE (Vmax) %FHERERICHNH L
7=20,

18.5.2 SEENEAHFRISR N BN ARIGE X T B1ER
ELEY MEHOESEMRFGEE (APD) ROEAGE

(ERP) ICEBEZE X ah o722,

18.5.3 iDEHEIDRLERIEICX T S1EA
A RICBVWTEBLSHBMICE 2 DEMHORLEREZ LRSE
7-20)

18.5.4 IBERIRSEN USARBSEEC T 2 1ER
A ZADTIVF Y IFEICBVWTCTEFLAINA T 7V F I VT
FHRENHBERROBR OHRESREZMEI L7222,

18.6 ;E M HY DA EEIRER
A EEIR BAE AR T 52-& RO F 2 X FIUEDH
REENRVEFTREE X YL S H A = NIERE KA O%1/4~1/10
Th-o7-17,

19. B ICRET 2EBLZHAR
—RREIRH : ©L S h 4 = NIRRT
(Pilsicainide Hydrochloride Hydrate)
N-(2,6-Dimethylphenyl)tetrahydro-1A-pyrrolizin-
7a(5H)-ylacetamide monohydrochloride
hemihydrate
ﬁ%iﬁ C17H24Nzo - HCI - 1/sz()
:317.85
P BEOMEXIIFHSEEDOHRTH 2.
Eefg (100) 128D TIEF T < K A5 ) =X
ETy = (99.5) ICHEITRT L.
0.1mol/LIEREFHRICIE T %,
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%22, %%

(EILYhA = RigEEH F+IL25mg [CH] )
100 7L [10# 7€l (PTP) x10]
(EILYhA = REBsEH FIL50mg [CH] )
1004 7L [10% 7L (PTP) x10]
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22)Inomata N, et al. : Eur ] Pharmacol. 1988 ; 145 (3)
313-322

24, XEERERTEVWEDE %
HAY 20 v 7Rt BES EHEHKE
T100-6739 HWEEITRHXAOHN—THI%ELS
TEL 0120-893-170 FAX 0120-893-172

26. BERTGTRES
26.1 SHERSETT

Ghosel £ BHH S 2ot

® B T OE R ORI R 92 E M
26.2 BR5ETT

@ BAYIRUvOKRASH

RRETHRBEAOA-—TBEIE1S

\

584029000-004



