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Djaban Tablets t0omg “C.H.”
(Miglitol)

EmfEit

Diabané 4-Miglitol - & —# 0 & q - glucosidasedip ] #] A #4768 IE i I B
tefE % (NIDDM ) - Miglitol & desoxynojirimycingg $7 4 49 » &b £ 21
3,4,5-piperidinetriol, 1-(2-hydroxyethyl)-2-(hydroxymethyl)-, [2R-(2a 3 S .4 a, 5
Bl eR—#HEEEHEFEARHE - 4 FE207.2 - Miglitol - E#HA T - &
#H % (pKa) £59  (£FXCHNO, » Mt L LMo TH -
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EEFR#E ( CLINICAL PHARMACOLOGY )
Miglitol & — #desoxynojirimycin# £ 4 - &4k # 2 & ik Hogh AL &8y 1L
Bt WEREA R AR Ao o B TSR K HT % - Dia-
bandti P T ¥ =B (M B EEMA ) AR EF2iith d k (glycosylat-

ed hemoglobin) ¥ - & 7T RMiiche & ¥ » A MG KT G HMELIER
RT3 o A R ST B R o e B o

B@FEAE (Indications and Usage)
=R R

F=FER (Dosage and administration) *
ARANMEEERSER
£ADiabangt % 3t TAEATH BB BBAR EFAFEACHBE - BRAEREXZ
A B A S M - % Diabanty B ¥ + FEABH B =R - HR100mg= &
HEEAE - MEERRA = KDisban B A EBERME (F—0) .
Diaban i 3% 5A25mg ik £ B 46 %1 B 4o F A 46 i 6 3R 4038 do B - SRS B
BRI ERE EEZ RRAHAE -
AR R W (T ) B > SR L b =T SU4S 3 & Diabanig
HAMMERREEFZ T A BB E - b BRERAHE=MA T BRI L
&4 o 58 B A% 3% k£ 48 B Diabandk 48 2B ARk Y AR b o dEAE
fo @2 FBEFERARLERM -
BB (Initial Dosage) :
sk W Diabanty M4 # FA25mg » Ok ' BRZR - MBREEME (F—2)
A - R HEEXABBTHERER  MEBFAER—R25mg A&
Wt R ORI FERZR -
#1551 (Maintenance Dosage) *
Diaban— # #: 45 8| § A S0mg— R =k » A LA Mo B 2100mg—R=k
# PR o BT RS B S A - R kDiabant B E MM A ER =R
25mg - s BKARH KAIE - REEH M B E - FR=R25mgib K48
ﬂlﬁﬁﬁmﬂﬁk K50mg# i = MA » B F oL PR AL . & F 2L
GHE o e R ek eEMEE MM ELANNERR
{mm@ ABRRWBE - HKAGHBAEZEH  AELRMERE
7 SHE M e & AR - ERE R M AR R E KA RIER N
Fl—mARSHE  —CABEZ alEHER - B AHR=2100mgi
:T:a‘u'#t{iz#ai BEE EEERE - — 2RI A MR R R E - LR

e He
l?(ﬂl (Maximum Dosage) :
Diabansk A %A ¥ 2 B X =k 100mg - £ —HEE X% T - HX=R200mg
Hoik e iE R 2R T L RS -
B EMRFSulfonylurea :
Sulfonylurea ¥ &) 4 i A iR Mg © £4F—E3R% » #H1¥ ¥55 5 A sulfonylurea
# %% $LAk A Diaban & sulfonylureadh &4 - e LELBm g B L% &% -
F& Al Diaban & sulfonylureaty &2 7 & 3 fo ko My 6 80 £ % - 8@ » Diabans
sulfonylurea-§f 16 4 46 3 5 B i — 3 6 o BB 5 ] B v 7 2 9L 244 B 2
;}ﬁ%f’*’é’#ﬂ&ﬂﬁﬁ#}ﬁ.& o B R M B o MR A AR A B8

{EFS#8# (Mechanism of Action)

Bk th A& (sulfonylureas) &) o AR o 3 thAe & - Diaban it i% 75 3 %M
&5 ik 0 miglitoldi & bR 60 F ik - B RN EB L ArsE S 2 a -glucoside
hydrolase® % 2 T # 93 $l7E A - £/ AL X BB FAHEEZ a -gluco-
sidase AMERFRRALHNERFPLTHER - HWERETT - LBF
Ak AN BB BRAORE AR R AE R & ol E R -
HAERMBBGARE - §EA A 4%  DisbanH % elASEHGY

% A & fo P74 45 A #sulfonylureas « P #t2 sh + Diabanik s T insulinotropic
Fusulfonylureasz 8% # 3 ey tE /A -
Miglitol & — =k £ 693 41 4E At fLaksk (lactase) - Hut - AZWAEER
WME FERIERAE -

BYEN% (Pharmacokinetics)
B (Absorption) :
£ % Bl 5 Miglitolgy B R A fo 4 ¢ 25mgey Bl A T &M AU - A 100mg
& B 2 A 50%-T0%HM B - HAAwEE ARSI BAGTRERSa¥
R o A BT BT miglitol 2 5 PE e R B U B AL -
2375 (Distribution) :
Miglitol 2 & & K 894 47T 5L % (1 #:4.0%) - Miglitold) 24 B & 0.18 24
ViR » AN EE AN bR (extracellular fluid) -
{8 (Metabolism) :
FEABRAZ T H A% b o miglitol B R FAE M o ol RRRAEELER
gﬁ%gﬁ% FREATRAABREZLSHORMRASZS TEALSHAAR

Ai
Bt (Excretion) :
Miglitol 54 & 2 8 & 86 4 7 X 3 B Hk e krr - Bt - BRA25mee) #1 & » £24)
BT R B R R 95% M E - AR EE  AREEMGRMERT
BARZEHLMTRARERMRS D « &5k Pmiglitol2 HEr F T R 42/ 8%

Y5HIH8% (Special Populations)

EEM (Renal Impairment) :

& A Miglitol £ 2% & FRCR$E - T AT 2] A B A2 B Amiglitol & R4
o — % Pl 8 = 225mgey #| &2 F + (creatinine clearance ) BLEE&FHER £ L7
25mL/minz & # H miglitol sz 4% i & & L& &F P2 £ A7 60mL/min & & 2 — 4%
A o AR RAE Mt b IR R TR - B Amiglitol 2 £ 5 H4E
A o BLELEF S ER %5 A25mL/min & & ¢ Htmiglitolgy T2 M R AR D T o
FFR® (Hepatic Impairment) :

FAR AR W B o FTAR{E & 2 miglitol # #9402 A 2L % - B Amiglitol &
AW 0 P o ST T AT o A Hrmiglitol ey 8 1 B2 HHE «

48 (Gender) :
#gg?g#ﬁﬁ’ﬂﬁﬂ#&%%ﬁﬁt&MEMﬂmﬁﬁﬁhﬂ¥ﬂﬁ
W% (Race)
HEATHACRITTRERHENAT LA RERAUNEESHAL LR
BES 8 o — BB AR G A Z B LI MR A F A F50mge #5H)
78RR M - T R R AR A AR el ) SRR & R R

BEFREAZE (Clinical Study)

Diabanf 2 S48 74 5 BT T MR 708k A 06 M S AR 1 TE M 86 400050 700 o e oy
(NIDDM ) B4 2 s i % o4l » 382 84 JUA7 W o bb o2 LR AE A 2440 A
B o % HAR foDiaban s & 8 A& fosulfonylurea 7 fE i &% &) W & fa iy
&3 41 8% » Diabandz, 7 4& M 4& ftsulfonylurea s ff 6 8 o & b M & 0f 76 5 0
Diaban¥ 1 o 4538 % 2 4% ) 6 2 & fo &% £ sulfonylurea + 9T 4 & B 8 447 R
F) & 45 FA At 4

$NIDDM 2 3§ 4756 - + A 3% 36 994 B 76 0 6 An 0 7 X, » S B By b
o B ARE B BRI E o AL e ARG TT B4 204 4 ] oo
Wb o g B K o R AR AT S 64 MR B S 6 W R o (ko ARG 0Y )
Kk mb TEAEE S aMEd - Ki%A K4 A Diaban « § Diabanif
AMBAREFREFARKRER LA A MAFEOME B T8 Lthfo
# 28 > BDiabantyE AL AR EFREH AR K -

HESREARC IRBREKHENMRS (NIDDN) BEZHRERE
A2EEBERMEE LR BITHE BB « B R F « B H 25 K A5 Diabandt -
#7354 % % Diaban:4 89 B H WATH Bty (&) -
HEIRE—BA—EHME  R4EDiabangi B N 15 56 B B A0 G 6 B 2k
Miglitol SOmg# & = k2 T4 6 4 S5 4 4 et T3 b e & (HbAc)
[ 2 55 P St B LB E 00 B W A Ao o bk $e 3 % Diabani6 % K 9L AL dn ¢
BB 34 % MU Ao B 46 o b B B T30 W4 o I o LR ek Y o
B2 — 18 2 M0 1448 B W 645 %+ Bk A Diaban 50mg 4 X = 2k &, 100mg & =
Sz P R ek 4 0 JLHDA R BUE 8D ¢ shoh 0 A HA b
J AR b e Fo et T R & KRB -
FREIA B AN6AR A F4% A &40 ey %K - 94 Diabandy B ¥ #25mg X
Z R $|200mgH K =Kk o A7 b Al 5 BRI L4z + Diabanz HbAcik 2 4 §
» $pk o+ SEAR ROM A £ 25me i & = 2k A 200mg B K =k A Lkt 4 LM E &
gl’?i » Diabansf 7 ] ¥ S35 BRI Lb e ¢ 3 G B 0 8 0 0 1 da b AR 1R
A R AFeS A ANIGIE A #45K > 4 %) & ¥ £ Diaban 50mg#v100mg i X = K A
A100mgHER =k - FREMB ey AT —@EAEMEAAMET -
Diaban % 6 # % & 3% 0 HbA1c75 88 3 &9 % 2V 215 do ik -

4 1 4/ Diaban ¥ —# ik 6) s R

1
HbA < (%) J "*g‘ﬁf{;‘“” o
g o RERBER REREL
AT P
WiR* ! BEBER
AR R RR +0.71 — +24 —
¢ ) Diaban 50mg tid*** +0.31 -0.58% -39 -634%
Bt +0.47 -— +15 -—
248 Diaban 50mg tid -0.22 -0.69% -52 -67%
Diaban 100mg tid -0.28 -075% -59 -T4%
S +0.18 — +2 -
Diaban 25mg tid -0.08 -0.26 =33 =354
(AR Diaban 50mg tid -0.22 -0.40 45 474
Diaban 100mg tid -0.63 -0.814% -62 644
Diaban 200mg tid+% -0.84 -1.02% -85 874
s8] +0.01 — +8 -
AFELE) Diaban 50mg tid -0.35 -0.36% -20 284
Diaban 100mg tid -0.57 -0.58% -25 -334
E2 ot ] +0.32 - +17 -
SCE K ) Diaban 100mg tid 0.43 -0.75% -38 =554
T A (L 75 R R AIE 754 F1 8.74%
3k A0 A P (06 B
e d B — R =k
+p =005

LMk R AL ER 200mg — RERGMKHR AL GHALRMES 100mg — K=K

B F3SulfonylurealZ NIDDMEEE ZERREE

AIEREY M EEMMGRS (2EALR ERAELR) ¥ HRE
Diaban# % A 3% A ) & & 7 & A #| Esulfonylurea (SFU ) & K itk eh i
SEREEF o $R4547142 % FR /A Diaban & & oy A ot o (B &2)

HECAALHA ML ESFURAB TGO ES - ERI4ELRRBE R
5 it &2 T3 Mm% R  #R A DiabanS0mgH R = R AwSFUE# &
#%770.82% : ¥ Ak 7 Diaban 100mg$ % = & /wSFUS# X %0 0.74% -
HETA AN — £ 695 % » 5 % Diaban 25mg ~ 50mg# 100mgH X = K Aoglyb-
wridFE A#E (10mgHR =k ) - ARGy - #mgwmm&km!%ﬁ
ﬁ'mwm#%mﬁ$ﬁ SRR EHERZR25megR &K V03% ; HER=
K50mg R %k 0.62% ; HEXR=ZRAKRPS073% -

ES » #f siglyburidig i % o 3 v t Diaban X =22 100mg » #HbAcZ F
75 0 R KD 0.66% -



% 2 Diaban #v t sulfonylurea(SFU)-A 6 4 3% ) &6 £

HbA.c (%) 1 B i i A o O
o B (mg/dL)
Py AR Sk e o
wetgr | " geERs | O
A A+ SFU +0.33 A 23
6(AH) | Diaban 50mg tid***+SFU 0.49 082% | 69 684
Diaban 100mg tid+SFU -0.41 0.74v -3 2%
42 ¥ @+SFU +1.01 48 -
7(%m@) | Disban 25mg tid SFU +0.71 030 2 -S04
Diaban 50mg tid+SFU +0.39 -0.62% -13 614
Diaban 100mg tid+SFU +0.28 0.73% 33 814
3R B+SFU +0.16 +10 =
SR, i 100mg tid SFU -0.50 -0.66% -36 -46%
* b bR P LR AR e 0 T30 X LB 8.56 ¥ 9.16%
et T2 RSN TS
x5 g By — K Sk
* p 1005

EIBEM (Dose-Response)

#§Diaban s # 45 /6 % 3,45 & Msulfonyluread- 6 53 2 # 8B ~ BB MR a4
RES RFRPHHEABOERL - Bibhs £ (HbAc) BES ol s Ao
HHFHEBTEBRIAR2 :

H1 HbAw()REdtfiber N - & IR XA ET B2 — I oHRR ot #(mg/dL) BB MR ER 1
SRR A st SR R ESE. S Al gk RUE A IR R R R ROEEE ST
Miglitol #] F(mg — X =) Miglitol# & (mg — & =k)
; N= N= N=

25 50 100

N= N= N=

158 566 441 161 568 487
[
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3 (Contraindication) :
F?‘Jmﬁﬂltﬁfgmaban
ZEBIE (Diabetic Ketoacidosis)
BEER EBARTDHBEEA
%g!ﬁlﬁﬂ*ﬁﬁﬂ;gﬂﬁuﬁﬁ

NEOREHENE -
fﬁ (Precautions) *

—f (General) :

{EM#E (Hypoglycemica)
BERCIEAES - EDiabanEBBEAR > AEERRNIBEREER
REMEMBE - Sulfonyturea!ﬂﬁﬁﬂﬂﬂ“Zﬁﬂﬂ!ﬁ'ﬁﬁﬁEﬂ!
i ° ERDiabanMsulfonylurea N HNFENBRSHERR > BSHEE
—SHRENE - SWEMsulfonylureaB B EMEREZ ENBEENE
B EREEEEUHEREREB LA RBEE - Diaban A REECORS
E¥ (Dextrose) RYRUT - EEE%Q’EEM!EW?&HHEHIQ!
> DiabanT LI ABIRBX RS EARE c AFEHEMBEENR
AREAESN EBEENEEYERECEHBIKREETH ﬂ
EHIHNREARE (glucagon) °

BEEEH (LossofControiofBloodGlucose) :
EREESE » GIUNERE - S8~ RN
Eﬂlﬂl‘ﬁﬂ*ﬁjﬁﬁi EHRARET  BERLERT

#®E (Renal Impairment) :
ERESHEE ZDiabanlI MV BEANBNEFARNEEER ELBIN
- HEMENNERRE (MENBEF AR 0mg/dL) NEERES
BHERERBRL - Bit » 7 R8¥E L8 E & MBDiaban ©
HEEMNAEM (Information for Patients) :
TIHNERREEZEREESSE
- Diaba ﬁSﬁ'ﬂIE*HE (8—0) KER - 8X=0OR - @
BENEHNEREERM  THNEDATHNEARMEME -
‘DiabanABRFWEREBENRE BEERTEERERETHEER - &
ﬁ'ﬁ » sulfonylurea I RBEREENEMENENBERESRERE
EﬁDlabanﬂ]sulfonylureanﬁﬁ;ﬁmﬁu!* HEEM - WS
m!ﬁ—ﬂf Eﬂl! WENEMWENERS - SSHEER
ABEBRZTEE ERAAR  NZVERE - &
D1abanﬂsu!fony1ureaﬂ§u!#%ﬂﬁ K ERDiabanWEIERY
R EAY DR » RS ¥ (dextrose » D-glucose) » BARAZ
R IE MAEAEAR -
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gﬂﬁ (LaboratoryTest) :
jﬁgﬁm{ﬂl!ﬁﬁmﬁﬂDlabanﬂﬂﬂﬁmﬁ cEREDARBLEONESER
ﬂﬂﬁf'ﬁﬁ!m!m!ﬁﬁ'

ZYNRE Dmglnteractmns) :

ﬂaﬁunmﬁmigﬁto[*ﬂ lyburidef] Z THERMIRZ EEA - HNERRE
RE A Lmiglito FAROE (BEX=R50mg@4X » BEE B X =R100meiE2
x) ﬁﬁ‘Fﬁ%!ﬂlBﬁglybundeSmgﬂﬁﬂﬂ » EelyburideMIMiglitol
ﬂﬁﬁﬁiﬁ HelyburidelM B » HEHCmaxRAUCEZBIBEEI7% 7
25% ° iﬁﬁ%ﬁ@ﬁﬂ HE & X Agluburide 3.5mg + #
%mtﬂmmlghmllmm&ﬁa‘: RECXZRENER » T Lmiglit-
oA TEAE - ﬂglybundeﬂﬁ HIEZAUCEDI18Y% » B - BEBREH
EREMNER #—BEXENZEERER (R7) (ZE2ERBgubu-
ride 10mgBX_RPBRT - GEREFERBAmiglic i ZRAZEE)
TR B Egluburide BER R EFENEE—SHNEE - ZdEBFIEN

BRAREE - BE B REBniglitol 100mgS X =W Mglyburide + Halyburi-
deME » AFEBCmaxBZRIBEE1c% Mz % - EHEBEBEAglyburideffi 8
- R BLEEEREMRHEPLOER - EiIL - ERESHEBmiglitol
ﬂ]glyburideﬁ  Blglyburidei & HCmacHIAUCERERER - ERER
=R SEEENNLIBREEEENROERSE -

ﬁﬁmmﬁﬁﬁhmlghml (100mgBEX=REELX) Bmetformin 1000mg
EREEHREENHARE - ﬁﬁﬁﬁﬁﬁmmlghtolﬂﬁmmfﬁtﬁﬁﬁ ’
!ﬁmettormmﬁ'ﬁ!ﬂmi‘éAUCﬁ]CmaxEEJﬁ_}l2% Mi3y% - BEEEERE

EfERVEE -
Egﬂﬁﬁﬁﬂﬂﬁﬁ Emﬁﬁdlgoxmﬁ*EEﬁﬂﬁmlghtol 50mgB X
EXMEBEBI00meBEX=R » BABIEDdigoxinZ EEMBBER19Y%
F2s% - A - EMdlgoxmﬂﬂTZ*ﬁﬁﬁﬁnf#ﬁﬁm:ghtollOOmg
BER=XEI14E » digoxin[BFEBE TS -
EﬂﬂHSJEﬁgﬁgTsﬁREﬁﬁ’.mlglltolﬂﬂiE’ﬂﬁ‘_’!}ranmdmeﬂpropra
nololRVEMTAE - FRIB60% M40% - B BBBEBmiglitolBwarfarin
HinifedipineNBEYH N PHEVH HBREEE -
BERAE (BIMEER) FHEE RB S Bcarbohydrate-splitting B 58
(B80amylase » pancreatine) TELFDDiabantIERREEZRREAE -
12417 2 198 53 % 5 I BB R 5 B B Mllmiglito] » BB BRI AR B EmiglitclNEY

EBo%-
BEE > AMRBHEMESTNEE (Carcinogenesis » Mutagenesis » and Im-
pairment of Fertility )
EHERRAYIEESF /BB Bniglitol - ﬂ!li!isomng/l( (EsAUCHE
B oHERARASRNENLS) /H1EE - E—8 %BBXEEE
» miglitolBEERBRINE - IANBARER (ERAUC) HE - IR
BB FniglicRIBEERENELNEE -
EEAEBREEBEEE (Ames) 2 AR BHABER® D4 (CHO
/HGPRT) B » #Rmiglito iR M ERH - TERRNBMGEE (micro-
nucleus) B » ml%ﬂol%ﬁfiﬂE’Bc]astogcmc‘f’Em EREEEEEDE
ﬁﬁﬂ!%‘]’%iﬂ

ﬁW]StMI?EEfI'} HESEEREXES ONKEE - OEMiglitol
300mg/Kg (BRHERENR  WEERANRABEME) rHEER
5 ﬁﬁ?]iﬁﬁEEJFE*‘IBSIEQ I - RRNEE WE 88
HEBNEERIBER -

(Pregnancy)
BB {ER (Teratogenic Effects) :
M2 HMBE - HFRBUDbnHMZBLNELH - HARET2RE
BHERBCERTAN FEOEERANBEARER (EREEEWN)
BY1.5 (50mg/Kg) ~4 (150mg/Kg) F12f8 (450mg/Kg) - WERF » 10~
45H200mg/ KRB BHERAFBERR 20,5 37106 - BEHRBRESR
RERRBERiicNBRRBEER  BINZEREFETREE
ABRBR4EIDRE (ERMRER) Zmigliol BERREFHEAEN
BRSERVEY - TEEMBNRAAKEE > 450me/keEBR200me/kefE
2?‘ BiEESHAIBEEE - hs& fetctoxwlty)ﬂ'.l'\ s E%Hﬁl&
EENEREENEERRNE B

! Eﬂﬁﬁiﬂﬁﬂﬂiﬂﬁ’ﬁﬁﬂ*ﬂﬂm%ﬂﬂﬂﬂﬁﬁﬁ ﬁ%ﬁnﬁmm&
(peri-postnatal) EIBLE&FR » NOAEL (No Observed Adverse Effect Level )
B100mg/Keg (NEERAERERNME  ERBREN) - cZHEE

HR#ERS c BER (3o0mg/Ke) RBWIRMEER - BREMEE
|(450mg/Kg) Eﬁﬁﬁmfﬂiﬁtﬂ BR - Eltt:?.ﬂ EEZEEREERB
BERMEERD HEE -AE -85 - NRBTREE

- R - WHRE E@EEEE‘H’EEHE RPN EE
Egﬁ—ﬁﬁﬁﬁAﬁBﬂﬁﬂ » MR EHEE VAEERS

& R 7

[P % (Nursing Mothers) :
EEE BWmiglitc BN DB AR EEBYh
BRI0mBEREN.02% - ERGEHATHATHNEEZNEEREE
BY0.4% - SR - mlghtolﬂﬁAﬁﬁ?Lﬂpaﬂlﬂgﬁﬁﬁgﬁ {3 BiDiaban
AEHARBIR
WEEER (PedlatrlcUse) :
DiabanAIR/NWERBENTSHREREE KR -
FREMEH (Geriatric Use) -
EZBEDiabanlIBEAARZEZHEAN - FUEEZEZHITEESE
BesmivE24% BEATSEINTY - AL BEIAZSHREBTHNEA
EEE%“EEEEJ  MREREHERTEZSHERN - EREEBHRE
BESH (BEABBA) Zniglitc ZEZEVBNBRHAR - BX=F100mg
> #EERX - WﬁZﬁﬁﬁﬁﬁ%gﬂ
BIYER (Adverse Reaction)
B8 (Gastrointestinal) :
BB EEARBDiabanBMERNBIER - TXETHEN-HEEEERE - Ho2
UBEEZLDiaban BB X =025-100mg » HXERE - BEANEBER
RBERIAIRILTY ~28.7% ~41.5% - 280 - 603U AT R AR E
EHHEENDERDBLATYS ~10.0% ~12.0% - SHRAERLAE - BE
ﬂﬂﬁ}ﬁﬁﬂﬂﬁ%%%iﬁ{»

BER® LN (Dermatologic) -
EfDiban AN EE B Y BEREMEATHAARENEES®24
Y BERZ BIRERERENBARDEES-HREFERDiaban

& -

EEWBESRE (Abnormal Laboratory Findin :
HERZEBABEOESE (4.2%) - ﬁmmilﬁﬁ#ﬂi&umaban
AENEE (9.2%) rEXBONEFAERSFARSHE EFAEHED
EEFJHHTMES CES38 -

B®W (Overdosage)

AiBsulfonylureaB{ BB} » DiabanfF BRI B AR NEMBETERE -
EESSYERERE BETESAERSEREN - ARDiabanfEA
RIBE - MBAER - Fibl - GEARR - FEARERENZBHRE

o
Hﬁlll

HB’SJ
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Ei ol

B 2-10005 2 AR E R EEE
BT ke 25 C@ Al -
#E %% ¥ #049829%% Code No. :

o EFRBEOPARSTIFHER
cGMP CERMETFHF IBRIFFEIER
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