20244E2 A ELET (B0

Bk SR IRAT
FREIE - 34

1% O i #E R T 31
BIZE, MLJ7EEEREE )
TUXTZ IR

GUNLT 5
JY~X>973
Glibenclamide Tablets

~
\
~
~
~

BAEEFERMEES
873961
1.25mg 25mg
AERES | 23000AMX00162 | 23000AMX 00163
BR5ERANA | 19904E7H 19904E7H

K$E1.25mg [NIG]
K$E2.5mg [NIG]

) - EMSEOWTTEICL WV ERTA L

IR
i

i

POBEMDEKMPELFR_TENFH D, FERVAE.
DEABICHFICEBET S &, [8.3. 11.1.1 BHE]

el
i
Cll | (B30

(ROBHEICIIREL BV &)

. fE7 b= A, BERRHSIESOSRTEE. 1 > 2 VK
RBERR G CEETURERI, 70 v PV R L) o BE
(A2 OMHATH 5]

2.2 HIEKYE, FATAIR. BERIMEOD 2BE (1A
YOMHATH %]

2.3 HELIHREREOLERERED S 2 8E KL% i
CTBENDD L] [921, 931, 1111 ]

24 TH. EHEHEOEBEEOSH 2 BE RIEZEZ B2
s s.] [11.11 2]

2.5 MR ASIIR L C WA REED B 5 ik [95 2]

26 KHIORGXIZ ANV A Y7 I FREHNR LB ioE o PR
D@ B B

2.7 Kt vy vk EERS o EE [101 2]

,

¢

NI
= e BB

K

2

3. HER - MR
3.1 fHmR
i 4, TRy 7 T3V TUNRY T T3 N
e 1.25mg [NIG] 25mg [NIG |
e | 18R 15EH -
RIS | sy 53k 125mg | 70R¥ 293K 26mg
FLAEARM), TITET TA, EVE—A, L FEXI SO
Il bV —A, ANVAT—AHNT T A, ATTY
S/ AN
3.2 RHDOMHIR
i 4 TUNRY 7 T3 NEE YRy T3 N
e 1.25mg [NIG] 25mg [NIG]
o, - FITE H i OERA Y FEE
[\ .
o, @r)
e O -
— —
s EfX 81lmm
I 6.0mm HfE 41mm
F 1.9mm 2.3mm
B #70mg #90mg
W a—F
(PTP) PC 142 PC 143

4. FHEERIIFHR
A2 CIEKIFRIERIR (772U, BEEE - EFHEEDALT
THBHRPEFESNEVISZEICES.)

6. AERUVHE
WE. IHEZ YRy 2753 FELTL25mg~25mg% fE1#%5-
L. LECSUEEHNE L CHERFETRET 5. 72720, 1HK
ESEIE10meE 5,
PG5 dd, EHNE Ll 5- oA i A L, 205
DOWFE Y Z NN AR RIRE I 53 5,

8. EELEFNIEE

8.1 I AYLAITIE, PRIV, MBE, FRAEZ IR
AL FEAOMREHD» O, RPN I HLEITIE, #HPpS
MOHEFENDY Y B2 217H T Lo

8.2 EEPOBIEMORIMMBE T T2 LHH 25D T, EmITEE,
HEJ OIS IS L T 2 BF IG5 L SIIERT 5
Z ko [1111 ZHd]

8.3 MLIMMEIZR T ZEEIZ OV T, BERPZDOREIHIHIK S
®5Z&, [1. 911, 1111 2]

9. HENE=EHIHBEICEHTIE

9.1 &fHHE - REEZEDH 2 8FE

9.1.1 RMEZRE_.THZThDHZLUTOEEITIRE
o T EARFEAE AN & UL R B R BE AR 4
CRARRNEIREE. HUERIREE. B2 AR, AFENEON

JE L FEGGIRAE
< WL WA E S
CWEED TV O — VRIS
[83. 1111 =]

9.2 BIEEEETEE

921 ERLEBEREEETDH2EE
BH5LanwZ e, KifEZEZTBENLD L. (23, 1111 Z
A

9.2(.2) EREEEOH2E8E (EELEHERZTOH2E8E2K
RIEZ R §B2NM0H 5. [11.11 SH]

9.3 FFeEEEESE

931 ERLIHEEEDH 2EE
BG5S LanwZ e, RIE»RITBEMEDH S, [23. 1111 &
1]

9.3(.2) HREEEDH 2 EE (EELITREREDH 2 EBEHER
K2R $BZ2M0H 5. [11.11 SHE]

9.5 itiF
TR SRR L TV A REE O & 2 i35 L hvwa b, A
VARSIV L7 REANIMGHE A @M TS 2 SN TEY .,
R oMk, ERESEO SN TWE, 72, BIWER
(7 v ) THREBIEHRE SN TS, [25 2]

9.6 RILiB
O REROCBIFEO G MEE EE L. ZILOMG L
P 2HE T2 L, MOANFZLT LT REHK (PLT7 43
F) THIABITTLZ G shTnd,

9.8 =&
BED OG-  E LEICREZIT) R EEEICES T 52
Lo EHBREENE T LT A Z ENE L, RIMEDSD S5 by
v, [11.1.1 8]

10. HEEA
AHNE AR AEEECYP2CO K CYPA4IC & ) (R S 5.
(164 2]

10.1 BtAEE HRALAEVI L)

B TR ARAEIR - $5 87 Wy - fakRE T
RN/ It AHNEDPMIZ LY (|ARFROTKRL 7 2K
(F7207) I B S Al L A o> B B A1 X R T R 3R o> FE

(27 ] AL 7z & DA

bH%o

ZMHE L AN
JEtRRIEOERz b 72
59,




10.2 HHREE (BHRICEETSH L)
10.2.1 M¥ERE TR 2 BT 5 EA

(1111 ]

a-7NVaiy—¥il
EH)

HE Al 2 o i 0 KT
ETOBEL. LEI

gNT 7N ANY
N

DPP-4RH 38 T U C AR F 300 B 3
GLP-1Z 7 E B3 %@&%%%%%?é
SGLT2FH 5] HEBEEIIERG T A
FONRRY N Lo HRIC ﬁﬂmﬁkw

S TR My za%aiciz7ar
7<) v A S e w+®#gf

PEEEFNERELT B 2 LAY

1) FOVEEF]
TAKY Y
=D

ECE RPN

PARRSE N FXTS
FavA=E
|=IE YAy s By AV o
[NUR A <17/
T — VEERR R 55
VAV A |
7 LIRFIY
FTANY
T ¥ bR )
| A S IV
74 7T — bRIEH
NHT 47T — b
rsua7477—F
B W)
Ja7sg/a—)
A M7aa—)v

&g

S

=3
=5

TRV v any g
e

IVEIIF

YOV X J — VBRI K
kY

E 73 UEALEEE
=)

7o) 2uavA v

o 41 B B | BT - SR
BRI U T (I 0> 3 58 0= | O T (2930
£ YA YR 5 AR AR S | 1B
€77 A FA B LHbb,
RSARELS MU et F N

B PRk

JFF AR

B L DORE
%U%w
T

il
i % o 1 B

MH T & oS A
_hgmﬁ S REE 3=
BEIBVO T, 1M
W ZARF o st B L A3 EE
L T IR R R R S
WY 52 BENDD 5o

M EE & R A,
JHE AR L
i)

HEF AT, T N L
oD K BRI S
O WAL AR 2
X3 B 8 A A E IR
il

A ¥ A Vo AR E A
EZLNTwh,

£ YA U5
A ]

7 WA A HE

A
FERLEEFH 3 AFHK) 0 o o
T LS S B
D H %

AR

®7tb/ﬁ$>#
CAHEZENHEH. PEH

PRl ARV E )
ITANT VL=V
BEEBTAT IV
IARYF—N E

T A A E ., M A
%@m%é®WM%I
FBE LR HS

THZ LS

ARA
M) zavxFT Y
.

Jut3I K

=3

=¥

Y9+ F

AV=TIF

V77 rEY Y

=aF Vg

T ) FT Y v RIEA
rajlryuavy v
TNT T vl
1 VR 5

TV

TR L) SRR

A5 BRRAEIR - 3518 )ik By - fabRiET
IR A L € o B LB B N 7 B O 5512 | I T o 7 B iR
LVARFO XD v b AR E R (ERE, Z7van T v o5
1) 7 LIRENY) S MR, PR, S| RE, BT a T3

2| OISR AT C O
HERT e

I B AN

IV T = VAL
ML T o BE R ZE AL
B ROV E v B i
AL FEERE O L& Y
ZZbNTWwh,

A YA Vo o,
KT 1 > 2
VRSO

2N
mpEHEo 3> b o —
MHEEL W OWMEND
%o

PHEAHOMEIZL 5,
M 7 N 7 Bl i R L 5
T USHETE TR 55

WA e

g C o7 ¥ FH
AL

A v A R
RB2»S507 FLFY
> e

LA ¥ D WILE

AN

7 V) v ERERE
[ BN D SRV D |
AR AT B bR 99 JE 3 A3 K

FRNZ e o 72 & DG
DI T D o
11. EER
ROBWERDRSH 5b b Z DD T, s 517w, B
WD O NG E G2 Ik 2 % S#EY) 2 LE AT 2
to

11.1 EXEEIER
11.1.1 {KINFE (89%)
I CRIER -

BRI TE D ZEE K

F#)#%%bh

LTENDHDH. B, el Lﬁ?%ﬁmﬁfi i o

WEEENETH D

Wi

EVHLOTEETDHI L,
F 7o, RE OG- i@ﬁm%ﬁﬁ(%ﬁ@

G BEOZEIERK, 3

OB, IRE. BUE. AR, A, BE, *ﬂh‘%iﬁ@t %EP

13.21 KEHHRELSE
7 Ko (5~15g) X1Z10~30gD W HED A o 72D & v»

Va—A, ¥y 7

1 R ENESE D,

7 7 H 1R T & R A THETT . RS, BRkREE, B 2550 b Nl E I,
AT 7 A b F S iRV BT I o i 1 WA G TENT 5% Sy 2 LEZIT) 2 &, ttb
et ] il a-7NaL ¥ —BHER (7HNE— X R R—2%) &
é”gTVﬂF*V OB & D ARIEREIRASFRD 5 N7 A 12137 B o2 %55

~F HZ kL,

yugLTx=a-)l AL if’ M 4% 51k # . BRRIYIC WV o 22 AR L 72 & Bb i

T RTHA ) LRI A ¥R VSR E ATOHHOMIZER T EDH 5D, [1., 2.3, 24, 8.2,

W . 8.3 911, 921, 922, 931, 932, 98, 1021, 131, 1512 %
7;1/];747"/{7'}/115 ﬁﬁ]

e i 11.1.2 MEHBRE, BIMRAM (0§70 HREAY)

o 11.1.3 B, FrgpeReE,. ®E %fm)ﬁw;im e
P Y AST - ALT - 7 -GTPO LR 4L IF 4., FF# HH A
AR A HoDNDZEND S,

e 11.2 ZDMOEIER

7= LR A [ LN EdE ~5% kil A
13— i L ORI I VMEEA . FiEkiR
FVIFI NV F [ AST - ALTO L7t

10.2.2 IMFERETIEM & RE5 T 5 EH R[4 TR, EEB . R,

EALE BRI - T Lk Bl B, O

7RLFY >~ LA F 7R J O I35 12 | R T o 7 B ol O I i

£ B R E R (| D SABIIRL, T O B 7 K 5. hAGREE
S MR BEOKL PSR BT A A TR BDE, AR, IRE

Ik Ry 2 > Bl DT L) AR S D Y e e P o

Ba”ﬁfiﬁ*}l/%/?éﬁ” AT ENH L, P JH: i T o> i i AR AR HE Z Dt it E TR HIITKE . RBE.
jW%fVM%lXTé%A:m‘mﬁﬁ*%@ﬁf@{yxu 7V 32— VIR
7w Z OB Ok % - | 7 BT =
EREINTS Y s 13. BERS
= FrzE, 13.1 fER

ML 5 2 & 05d 5. [11.1.1 2]
13.2 A\




1322 BHEEEIrH25E
7 R (50%20mL) FEHEL. LEE
BRI L) MAEEOMEREZ X5 o

13.2.3 ZOft
M FFRVEELTOZ VS ToHFED Xuv,

14, BRAEDZEE

141 EFAZHFEOITE
PTPAED#HFNIPTPY — M A S L CHRAT % & 5 gy
52k, PTPY— FOBEKIZLY @wmﬁ%#ﬁ@ﬁw«mk
L. BICRe B LTHBHAS0EE 2 4 0HEZ 05T 5
LB D,

15. ZOMOEE

15.1 EERRERICE D 1B

15141 ANF= vy L7 R%EH (MLv74 3 F1H15g) % KM
MG L7256, AEREEMOEE & IR L UK - &%
BEE\C £ DR B B o 72 & DHED D 2 o

15.1.2 A > 2 ) ¥ TR OMERE TR OHTHIZT v o5 v
VB FEIHER 2 RGT A LI, RIIEISE S ) 3w
EOWENH DL, [11.11 2]

16. EMERE

16.4 X
1%1%52]\93%6@] RSN I Fomg &I 5-3 % & W
ENZTYRY 7 T3 FNideEsFEcRE s iz JtEA
F—%)o F7zin vivo e Win vitro RERICBWT, ZYRV 75
I MIEEISTFREBEZECYP2COK O CYP3A4IC L W REF s s 2
EAUREE /D D, [10. =]

18. ZERhEEIE

18.1 EAHRF
A VA VWREDTRIE T DIES » o A B % filEL L
TA Y A) Y OFWEED D, A ¥ A) YoMz, g
ATPIREMER*F vy 2V EBHOL TR BER T EI2LD
Ca?*Fx A NVERIL, Ca2* 2 MIBNICIHASESL Z &2 &
75)410

19. AR ICBET 2 IEB{EERIFR
—fEHI%FR T )X 27 5 2 R (Glibenclamide)
1b544  4- [2- (5-Chloro-2-methoxybenzoylamino) ethyl] -N-
(cyclohexylcarbamoyl) benzenesulfonamide
433 - CasHCIN3O5S
o F 0 494.00
Bl R 169~174T
TR B~ A O SUSREEO R R TH B,
NN VRAFNVEIVLAT I FIZETRT L, 7oafkiy
WZRRHEITIZ L AF =)V s /7 —) (95)
L:i@bﬂ: L RICIFEAEE TRV,

flasR -
N\ 7
S

H

! W©/ .
(0]

2 L T5% 7 I A

H

CH,

22. G

(FIX> 753 R$E1.25mg [NIG])
100%¢ (10 (PTP) x10]

(FIUNX>95 3 Rgg2.5mg [NIG])
1008 [10%€ (PTP) x10]

23. B
1) Rupp W, et al. : Arzneimittelforschung. 1969 ; 19 : Suppl :
1428-1434
2) Kirchheiner J, et al. : Clin Pharmacol Ther. 2002 ; 71 : 286-
296
3) Naritomi Y, et al. : Xenobiotica. 2004 ; 34 : 415-427

4) FANSOR BARIER T RE. I
24. XEFEKERVEVEDESE
HETHASHE BEET R -T2y —
T930-8583 iR T H 621
TEL (0120) 517-215
FAX (076) 442-8948

[

;2021 © C-1636-C-1641

SUERTTRES
26 1 REHRTET

BEIIEE T B st

NicHiko B I EH 1T HE & 21

26.2 5T
E3 :]:* Ii%
Nchiko E LT M1 T BH6E2
26.3 g5t
HEERIFKRIASH

RERMHPRXEEHNTRIES

A-02



