S ASKA

202349 AET (GH1AR)
REKZ .

BF R MR
FROHARE - 3

SRR - @RV A AR
HAERH 7OENV VIERIEHE

J0EANU Y iErsR10mn b9
70BNV Vs 20m b9 b

PROPIVERINE HYDROCHLORIDE TABLETS

BARERRIEES
87259

10mg
20mg
10mg
20mg

23000AMX00049
23000AMX00050

ARES

BR7chaia 2005471

=®
S

2 (ROBHICEBESE LBV L)

) mm T isE XS AL Th ARG (BB
$%%®Wﬁ&0§ﬁ#mﬂéh SERN LT 267
2y 5.] [11.1.3%81]

2287 = —XBET P =—0 b BEE Hiay v 1EH
IZEDIERDPENT 2R 2h2d 5. ]

2.3 IREAZHETHEE (P YEMIC & 0 PREOE
ALK A X e, SERPTEALT 2B ThArdH 5, ]
[11.1.2&H#]

2.4 FRZEMMARNRORE [Hia ) Y ERZ X DIRES E
HU, JERDSEN T B Z2hh 5 5,] [11.1.1%H#]
2.5 EIEMRESEDRE [Hia ) Y EHNC & DIERD HEL

TEBENDH5,]

2.6 EELOEROBE WHGHRSENHRE SN TED

SERDEA LT 2520 5] [11.1.981E]

3. ML - R
3.1 #m

IR 56 4| 7uexy VB Omg [ 94| 70 ey VIERES0mg [ 54

H 3K 5y

e HE7 ey V] Omg

eth A7 e e VR 0mg

BRI, R a -2, AL
AU=AHNY YL, ATFTY Vi
YUAVY L, kTuia—-A, v

AR, byERaYFY Ty,
fidtrm—2, [KEHEL Fo+
vrFuvltio—-2, b RoFy

RO A2 eI —-n6000, BiLFsY. AL

Funay

Fuvrtru—-2, 277 /i
YAV A, kSO Au—-2, ¥

7 u3=)6000, B{LF4v, L
Funay
3.2 REDHR
I # %] 7 0N VIR Ong (634 70N Y EREGmg (557
il i HEGT 4N ba—5 4 VI
® i EY * i E
» @ [ U
EPEA96. Imm 93, Imm EA994mg | A7 Imm A3 2mm B 5tH125mg
kAl — ¥ T7217 T7221
4. #HEEIIHHER
OTREBITIREICE T B8R, REE

IR EMRER. SIEMER. RREE.
(EBMERERE R . 1BMERTIIAR )
OBBEEERIC B 1T 2 REVERE, ERRUYNEMR K

5. SHEER IR ICBHET 2 FE
5.1 KAl T 585 o X0 EEREIR % iR+
B e &z, FAROREIRE R4 2R PREGEIYE. IR
W, IR B IS S O NESIRER I B T B B E)
NHDHZEITHBEL, RRESFICL ORI &£ 2
2k, Kk, BEZGUTHMWARELEE TS Z L.
5.2 FERIRESEAZEREE (R BRAEKIESE) #80FL T3k
HTIE, TSI 2IREEBELIES 2 L,
6. BERUVHEE
HHL, KA TR VIEREEE L T20mga 1H 1M
BHRBEORST 5,
i, NERIS & 0 EE IR B A
20mgZ1H2M E THETZ %,

FERERI AR E

BRA O

7. BERUAEICEET 3EE
20mgZ1H1ER S THRA 5 TH D, »OREMIZH
R WA I EER TS Z &

8. EELEANIEE
IRFAfIRESE, R, DEVAEELNITENHIDT,
AKE SR OBEIZATHEOMIRS, fabk % 5 ko
L T A RV T % J e < P R

9. BENEREZEIHBREFICHETIER
9.1 AHHE - BMEEZENH2HE
9.1.1 HHRE#DH 3 BE
FT S AR AT AE 25 C U HRPR R 3 5 1 2 T L SRR A3 8¢
DEENNH B, [11.1.28H]
1.2 BABEORE FAERABRREOERE %K)
PAZEMR ffkNBE LIS TR 1T ) VRIS X D ERIED R
L. JERPEIL T 262 Mh b 5, [11.1.151]
1.3 AR IS ZOBEEEDH 5 EE
WA GEES SRS X Th D, ERSELUIHERT 5 B
Thid b, [11.1.95H]
A4 N=F2V FERIIBINEEEDH 3 BHE
FEIRDIEAL B 2\ NSRRI A b 6 b B B Zhhid 5,
.5 BEMXKBROL 2EBE
B REENGR H b bdBZ N2 d 5,
1.6 FIRIRHBETTEEDBE
iy UAERNC & 0 SRS 0 A8 B ELE SRR S AL 3 B
BIENKD B,
2 BisEEEERE
.21%% R ZDEEFERD & 5 B
B L. BIERARBELRSTWEZhad 5,
[16.5%H]
.3 FTieEE=ERE
3.1 FEEZZOBREENH 5 8E
FLUUFTRE#INE 720, EHEHIPRELRLTWEZ
nhd 5, [16.4H]
9.5 1Ti®
IR SUIIFIR U T B [ BEED & 5 LMz 13 #E 5 L 2
ENE X LW,
9.6 BRI
B L OB R ORI B DA M4 ZRE L, Bk
XA BEd 2 2 & BgEER (59 ) IR
NOBITARE X T\ BY,
9.7 INR%E
NS AR e L 2 R
9.8 =&
RRVEEZEL Tlomg/H X052 HiET 5 5 EEEIC
#5452 8, TP BHEEMETL TS Z ERL0,

10. #HEEHA

10.2 HAER (BHRICEETSL)

A WaPRAER - 1 A3
VAR EATT 5 L1, R, PRI

Enbobhdkth
B,

BRI TN L Ty,

WP - fabRx T
Py AR R &
nabthhd s,

bia
Al
ZERPS A
T ) FTYVRE

7l
£ 7 I VBLEEE
FH 41




11. BEMER
WOREHDN S 5 b b Z LndbDT, BEE 5T
WV, BEAERD NI RE A RIET bk )
MWEEITH T &,

1.1 BEXAEMER

1.1.1 2HBRRERE (EEARR)

HRE T, M4 - DERG & 1F S BV, SR T S, 5 6 bh
BZENDBEDOT, BE LI, ZD& S BIEIRD
bbb GEITIEES 2 hib U, 5 I8 Y) e 0LE & 17
52 %, [2.4. 9.1.25MH]

11.1.2 REA (0.62%)

[2.3. 9.1.1=M]

11.1.3 FREEMEAC Lo 2 (IS A)

F LWL, NS & 5 bh i 5 4 dilk
L, B ARREEZITS 2 &, [2.15H]

1.1.4 $J18 - TAZE (0.25%)

11.1.5 BHEEES (S AH)

BUN. Iz v 7F=vD R3S 6 b -5a1013 87
Hadib L, MYs0EETS 2 &,

11.1.6 ERUHBFE (% AM)

PR, R, CK LS., bR ORh I+ s avy b
FEN D & bNIZGAIIEES 2k U, @Y sV % 17
22k,

11.1.7 M/MMRiES (0.12%)

11.1.8 BRELLIERERE: (Stevens-JohnsonfEREE) (i
AN
FEE RIBE, 7 O FERE, ERFIML. TAEED S 6 bhiz
Al AERIE L, WY RNEEITS Z &

11.1.9 QTER (0.25%) . DOEMSEE GHE RH)
QTIEE., DEMHN. FETu v v, BIREDH6bh
B5ZENH5, [2.6. 9.1.38M]

11.1.10 FFEEREE (1.0%). BE (T AM)

AST. ALT. y-GTP®D 5% %1% 5 MHFRERIE, #E
HoEDbNBEZENDH B,
11.2 ZOOBIER

5% F 0.1~5%Ai S A
bRk 198 (12.8%) |fHFE. W, WA - |[WEARR. &k
M, ARRIR. T
. LINZ%
WK S PEPRIRIE, B%IR S=RIEEN
K aehe R WEV, R, LU EakRE (R kR
CON NS N o NP
—F vV URER (F<
AR NG A AT
ORATRRE, IREEE) |
DAFRADT
B B I F5 FE, k. B4
fi, WA
SECRE ;5&‘%%\%ﬁ
AR AR, HREREZ A
JiF Mk AST k5, ALT L
5. Al-P L5
ik BUN L5, 2v 7+
= k5
1liL3% LRk A
Z OAth TEAE, BRIV (RIS, WHUEERE,
T M. BE, RO» 5 A

13. BEHRE
13.1 fER

BAE, WE, SOEsE, BThEE. SaEkE. i,
WPk A L 2 KRB MR, IMUE LS. SSkL. IFeE
== N
13.2 B

HobF L., XKIZ7 b o VHBERGOBA L EROLE %
9. MAIE, 2 2F2 3y Fay viERICRLO).
PIARRH, WS ONEREEITS .

14. BHEDZEE

14.1 EFZFEOZE
PTPERDHANIPTPY — M2 50 I L TIRHT % &
ST 52 L, PTPY — FOBEAKIZED ., WGIAE
AERREARIA U, I35 L% 35 2 U CHERRIR 2% 0
HELAIHEZIRT 2 L0H 5,

15. ZOMDEE

15.2 FEEREREABRICE D B4R

WERES » b RO~ 22 MR 5- L 28 2A, BTy b
IZBWCHHR AR D1221% (49mg/kg/H) F2550602 B E5s .
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{H#ERAFTIZ 7o N VI RIESE20me % W AIRR 1%
BLzbx, 2B Z2OTERMMTH B1-4 F -4~
ERYVDL V722 TaRF Vg N-FF2 F (7
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WIBIRE S5 X — 2 IZLLFDE B TH B2,

Tmax Cinax AUCo~4sr Tz
(hr) (ng/mL) (ng*hr/mL) (hr)
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M-2 ]1.69+0.48| 9.50+2.23 117.88+23.33 |10.07+1.95™2

(n=16, mean*S.D., 7275 L *:n=15,*%n=5)

16.1.2 RiEHE
R AT 12 7 a XY VIR EIESE20me A 1 H 11017 H [H]
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7N VIERIER20mg [ &Ny T T+ —
FEI0UE/ Sy 7T+ —$E20 7 W Fh 7T u BN ViERIE L
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