2026 £ 2 AHET (5 10 hR)
BARER RS ERS : 873969

E ¥ & 4 v 2 E 12— 27 #4# — A
HBAFREERESD IF S2EESE 2018 (2019 EFHAR) ITHEM L THER

BB ERER
7 HILAR—R R
T hHILAR—X&E 50mg NIG]
7 HILR—X§E 100mg INIG]
Acarbose Tablets

#l i

H

#E

5 2 R L

BAORERS ) EE-EMEOLTECLVMEHNT LI

50mg : 1 887 /LR — R 50mg &

moE - 7 R 100mg : 1§27 /LR — A 100mg & H
& THAR—R
# & £ 4 : Acarbose
. v = = HE 50mg #E 100mg
iff&ﬂ;il;; "iﬁi?ﬁ; L IR R 20144 2 1 3 2013 4 11 A 21 H
ZRE e T 2022412 A 9 H 2022412 B 9 H
B 72 B AA 20074 7H6H 20074 7H 6H

F%E - BLERSE (A) - | WSt « AR DR TSRSt
R#E - BESHAH| K 2 o HETKRSHE

EEERIBLFDOERSE

HETHASH BEHEIR—br2—
Ly H & E O | TEL: 0120-517-215 FAX : 076-442-8948
PR T AR — 5 —  httpsi//www.nichiiko.co.jp/

A IF 132026 £ 2 ASKET (F2hR) OEFREXDRHIESEHETL=,
ATOEHIE, MSIATBOEN [EHR G E RS DA O R A R R~ — Y THEB L TS 1280,



2.

EERAVAEL—T7+r—LFADOFEIZOME —BHFRHEEREFMHE—
(2020 4= 4 A &ET)

. BEERKAM VA E1—T+—LERORER

PR RS O AR R B H & LT, ERAEELRMASCE UUF, BA3E) e b, EEE
B CEERD - SEAIATE OEFEICHEE DY B 3B B BRI O B 216 H 9 BRI, iR
CEICFE SN E R A BT 2 FICHEMRERDPLE ARG ENH Y | BIKAEEO EIEFHRM Y
(LLF. MR) Z~OEHOBMGFERSERIC IV EREMHTL TETND, ORI EHR %
MREMNZAFTHOOHEH VA M LTERGLA VX Ea—T7+—5 (BUF, IFERET) BSFEA L
77

19884FE|Z 0 AJBE Al (LT, BWREE) FINE2/NZBESNIFONE T, IFGEaERR. IFFiH
HARE L, £ O%1998FIC ARSI/ NEE S, 20084, 2013412 AFEEIRIERE B S
DIFFRREFHEDO KT 217> T T,

IFRE# EaE2008 LMK, IFIZPDFEOE 7 —% & LTI 2 Z ENFHIE 2572, 2T LY,
W SCEOFERUGT N H > -G A ICSGET ORILT — # 2B L2 IFAE MRt S 2 & &
Motz BOROIFIL, ERMERERRGHEME (LUN, PMDA) OERHEERMIERRBEO—
(https!//www.pmda.go.jp/PmdaSearch/iyakuSearch/) [Z TAB X T35, HIFIKTIL, 20094
LV HFHEHKGLDOIFOBERERFTT A E LT Mo a—T7+— 2R Z2EL, Hx OIF
DA CELMTET 2 EE GRS L CHEINER - L T2,

2019F OUAT CHEFLHBEHOETIZ A D, [FLHEH2018 03 ARK S L, Ak TEEHEIE G OI)R
TGRS T DA KT A4 ) [CBET 2 IE RO =0, TOEFMEZKE L1,

IF& (X

IFiZ T SCEEOFREMTE L, B - RIS OERIEFHIZ L > TH R EBICLER, EHREL
DREELDOT DO R, WHHEEO O DR, TR O OIFHR, FEIHM O IERH D720 D
., HLENIRBE T T OO OERENERN SR ANRENOERMEHEL LT, BRENT
HEAE A R E U, KA O 72 D10 Y541 3K 0 0 BE IR 78 T ARTE I #50 B R ZEITHERR KL O fE 24K
FHL TV DGR SALERT B D,

IFICFE#s 2 H B RSN AR RE U7 IFRR s E I L L, — 5 OB A bR E AGR O FEFHN O 1F
WOFH SN D, 7277 L, BEEEEOKEEICED S b O R ORI B OGN - ik - f2ft~x
FIEEIIFOTHFEL TR O, ENHZ 5 L, SEAEN RIS IR, FIREE S35
fili - fIWr - BRREH T 5 & & bic, BERMTEEZT DD ENIFRMEFF O L AR LTW5D,
IFORRMLITE 7 — 2 2 HAR L U, ®IEAETORKITLAETITZR,
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DUGTNEZW LN L2 CEE H 25 WSO E R D IERIBMEY — £ 2582 L 0 AR A &2
i 2% & &bz, IFOMERIZH 7= - Tk, BT OU T SCE 2 PMDA D [ 355 [ B 2R T B R D~
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TRETH D,
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AR, IRGEIE RSBV A N7 A Tl REKGRIECAFRIN O AL ICE T 5 F @I HHz SV
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VEAE2—RHLOHFHAE R LTI FAZEE ORIFONE A REIELRELOTHDL I L&
ik L TRt by, BERMEN OB O A HEROBAIRILEZ R L, T OREIMEZ A
&, ERBFSICR T A EEM A AHET D 2 SIFERFOAE TH Y, IFZIEH L CH (B2 E
IAESH A DI L TWETE X0,
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I. BEICEYTSEE

1. FAROEE

AFNE, T HNVR—=AZGRGT & D RBIBMBELER TS 5,

(7 HNR—2ZEE 50mgl Z A F—]] KO [ 7R —RZEE 100mgl Z A F—1] 1T, RAT AT 7—

<Rt (B KPS TEERASH) PR IEERMS & U TR 2 AR L, Bk &K OB T 15 & 5%
B, BEMRER, EWFERRSERBR 2 3206 L, 2006 45 3 A 15 AIZAREZES L, 200747 H 6
AR ZBaG Lo, (EFEFRE 4815 (KR 1144 H 8 H) (ZHED X KGEHFE)

LT DIRGeEHE 24T o712,

HKERAEH H

M5t

IHfR5E4

20134E 11 1 21 H |7 # /bR — 2 $E 100mg[ 7 /3]

T HVAR— AEE 100mgl % A I — |

20144 21 3H |7 ANVAR—ABE50mgl 7 /3]

7 B VAR — A E 50mgl & A F—|

20224 12 H 1 H, [7ANVAR—AFE 50mgl7 /3] KON [7 VR — A8 100mgl 73] ) IS H T
N7 7= BRREHD D B E T B TS E IR GRS &k S, & OBRIZIGEA DR
Z 7 )35 INIGICEE LTz,
2022 4 12 A 9 HIZHEMULER S 4L, HE TS RTE 2 Bah L=,

2. Ra0aRFHRE

(1) ARANZ, THVR—=RAZHIT & 2 REZREMELERTH S,
(2) ERZEIEME LT, KifkE, BPAZE. IHHEERES. S0, HELIFEAF COEMESEZ MO &
T U= MJENRE STV D, (VLS. (1) HEARZRRIEH & OIHER ] OHEH)

3. HEOHFFHFE

(1) PTP>— hO v ZiwIC HERPBAHEE ), TRERNCRH] EERKL L,

4. BEMERICEL TAMIRERHE

i ERE B9 5 & A

BT A K5 | b I
RMP biis

BNOY A7 MRS E LT |

(RS RTO B B

RO 1 <54 > I

R Lo R BT I

5. RBEHKRURE - FRLOKIREER

(1) RKB&EH
M L7

(2) i - EALOFIREIR
A L

6. RMP O#IE
A L




I. &WICEYTSER

1.

5t 4

(1) M4

7 J VAR — A §E 50mg [NIG]
7 1 viR— A §E 100mg [NIG|

(2) ¥4

Acarbose Tablets

(8) BAMDER

2

—fxA LD

— 4

(1) ;A (WAE)

7 AR —A (JAN)

(2) #4 (&%)

Acarbose (JAN)

(3) RT.L (stem)

w5
. BEXREFEER
== 3.,
CHLOH
CHs CIIZO_H CH:0H
H Ay O nA N V8 0
) on
o n—N\on nA—o—RNor nA—o—Kom 1
H OH H OH H OH H OH
. FRRUSFE

7373 0 CesHasNO1s
T E : 645.60

. bR (@fRi%) RITEKE

0-4,6-Dideoxy-4-[[(15,4R,55,6.9-4,5,6-trihydroxy-3-(hydroxymethyl)-2-cyclohexene-1-yllamino]-
o -D-glucopyranosyl-(1—4)- O- . -D-glucopyranosyl-(1—4)-D-glucopyranose (IUPAC)

. RR4%. 4. KBS, B5ES

Briz7e L



. HHEP BT SHER

1. pEEPEE
(1) 58 - R
HE~MEAROMETH D,
(2) B
KICHRD THEIT T, AF ) —CRRETRT <, =& 7 —/b (95) ITHEITITK L, 1-74% /) —
JNTHD TEFIZK K, TR h=hU L, TE b, Fig=F L, PoFLz—F)L Pr/un R
VRAFIANF T AT E A LT AR,
(3) WiEtE
WIEMETH D,
(4) B (PER). Ba. BER
A v/
(5) BIEEMETH
BRI L
(6) REREY
AN -y
(7) Z0MDELREE
O [l ) @ +171~4181°  (MEAMICHE L= 5 ? 0.25g, K, 25mL, 100mm)
A #h1.0g% AK20mLICYAD L=l DOpHIZ5.56~T7.5Th 5,

2. AR SOEBEHTICBTSRER
M ER e L

3. AYVRSOREREERE. EEE
(1) fesdaBRiE
1) WEFOG
K DOKERAZWIE 7 =— V) U 7RIRITINZ 5 & &, REAOLEEEL 5,
2) BEKS
KKK P p-_ V) ik a A, &b - WA 5 & & I RBar 242,
3) RO AT M VHIE R
BAL S U O AEERNEIZ L VEBRAZITV, KD AT ML BB DAY "MLV EEET A L &,
FHDOARY FVIEFE—EE O & 2 AR O TR OWRINZ 5885 5,
(2) E&ik
Rk a~ 777 40—
MR« SRR
BEE . 72 =tV VUVBTAKBN I UL, VUBBAKEZST N v LK), KR



V. RAICEIYSIEE

1. #Ifg
(1) #HRORH
FRHE

(2) RHDONHER UtER

L T H VR — A GE T A VR — A G
W7e 4
50mg NIG] 100mg NIG]
- FE Ffa~ iR O F b A~ A0 i 1/2 BV #bE
Pa—
|'.f E \'
Teo2/
TN
) f \
AV \ |
N
[ERES 7.0mm 9.0mm
B 3.0mm 3.8mm
B 120mg 240mg
W= — K
t 601 t 602
(PTP)

(3) EAla—F
(Mv. 1.
(4) HH DY

(TV. 6. BFNOEFESNETICBIT HLEM] OHESBMR)

(5) ZOftth
LR

2. HFIOHER

(2) WH OB OPEIR ) DHSW)

(1) ARRS EERSD) OEBRUTFMA

. T VAR — A EE T BV — A EE
fR5E4
50mg NIG] 100mg NIG]
AR5y 188 : 7HALKR—A 50mg 188 . 7 HAR—A  100mg
— JRARE Ry, BEEKT A, fEmtra—2 ATT VUV~ T 32T L,
" D-~yr=Fh—L

(2) ERESORE
B R L




(3) Ml
KR L
3. BMEREOERRUEE

PR

4. N
AL

5. BAT 5RO H B
B R L

6. BEDBREEFHTICETIREHRY
(1) hnsaBR
FRERESEHIR : 2009/6/19~2010/1/14

OT TR —A8E 50mgINIG)  Jnis#zRER 40°C -

75%RH [P HE : PTP+ 7 /L 48]

MBI H 2R PRAF IR
<HIHE > &5 ELGLES 2% H 4 5 H 65 H
. 09F16A
PEIR n=8"1 09F16B A A TN .
< ~ =4 ®§‘?$H1> = = =) (=)
H .~ R B D FEBE 09F16C
. 09F16A
FEAB n=3
09F16B o _ B YN
(TLC, UV) =n WA
09F16C
09F16A
WIHERB n=3 ‘ ‘ ‘ ‘
" 1;?1: 09F16B S TS o .
) 09F16C
09F16A
AN — P n=3
09F16B A _ _ .
<15%LLF >
ST 09F16C
" 09F16A
wHME (%) n=3
<1574y, 85l > | C9F16B 96~108 95~107 96~107 95~105
o 09F16C
. 09F16A
G (%) "2 n=3 , . . .
ii 0 0)105 o; > 09F16B | 100.6+1.4%3 99.3+1.6™3 99.0+1.0%3 98.5+1.2%3
' P 09F16C

X1 fHx OEBEWE - 3.0%LLT. WHEEWE : 6.0%LLT
X2 RREICHTLHEREE (%) X3 PHEHEHERZE (SD)




BRI : 2009/6/19~2010/1/14

OFT HVAR—ZFE 100mgINIG)  JIERER 40°C - 7T5%RH [FAKEEIRE : PTP+ 7 /L 2 4]
A BRIE B =37 PRAFHIE
<JRKE > H5 BH AL 2 4 H 4 % A 6% H
PEY n=3 09F16D
<HB~EEEO /2% | 09F16E WE ke ke Bk
A DFEEE> 09F16F
09F16D
e Bk n=3
09F16E HE - — e
TLC. UV
( ) 09F16F
) 09F16D
il =3 . . . .
MERER n 09F16E o W o o
<3%1>
09F16F
09F16D
[¥)—: n=3
%120/ o Ti 09F16E e - — EE
’ 09F16F
. 09F16D
wHME (%) n=3
<304, 85%LLES 09F16E 97~110 98~109 97~106 96~107
) 09F16F
. 09F16D
A Bl % X9 =3 . . . s
A (%) "2 n 09F16E | 101.041.3%3 | 100.3+0.7%3 | 99.0+1.0%3 | 98.9+0.9%
<95.0~105.0% >
09F16F
X1 E 2 OIEEE : 3.0%LL T, fiﬁfék%’%f 6.0%LL T
X2 RTERICKHTIEEE (%) R AR R (SD) —  RFEN
(2) IR EDZENE
OT HIVAR—AE 50mgINIG) ModE 40°C Y - KRB
=X ERTE H {RA7 I ]
<> BHAGHEE 3% H
PER
. 1, G =RE)
<H O~ E D FEEE > H R
BHYE (%)
98~103 99~108
<1547, 85%LL k>
FEAER (%) 100 98
BEHE
(B51E) 5.0 4.3
wE (kg)




OT VR —AFE 50mgINIG)  Ead: 25°C - 75%RH LI - Bk
FRBRIE H TRAFHIH
<Hikg > B AGIE 3» A
5 ¥ DEMCBa R BT At
<At~ RO RE> B e
W (%)
<15 %y, 85%LL b > 98~103 9T~ 112
AR (%) 100 100
(Z2E1H)
5.0 7.7
wE (kg
X ARHITE
OT BN AR—2E 50mgINIG) adt 25°C - 60%RH  MgE [HOE - [UER ]
AERE H RGO B
<HHE > BHAGHEE 60 /7 Lx-hr
E27N
<~ B DR > Re RE
W (%)
<15 %y, 85%LL b > 98~103 98~100
EAEE (%) 100 99
(251H)
5.0 4.5
e (kg)
OT FNVAR— A 100mgINIG) % 40°C [ - KUER 4R
FBRIE H PRATHIH
< Bk > LGS 37 H
PR
<EHBA~EEEAO I 1/2 FRR i (e =kE)
AN DFEEE>
T (%)
<30 5. SE%LLES 99.6~102.7 99.5~102.1
EAEE (%) 100 99.6
(%)
9.5 10.6
e (kg)




OF BV AR—ZE 100mg NIG
HipE H
< ik >

25°C - 7T5%RH [ - BAjk]

N

DRAF I

EEELD]

3% H

<A~ EEAO FHE 1/2 B
AN DFEEE>
e (%)
<304y, 85%LL >

H

DI L H O At

ErR (%)

99.6~102.7

97.6~101.2

(Z5&1H)

100

99.4

e (kg)
X R —ITEA

9.5

11.2

OF J1 ViR — A EE 100mgNIG
FRBRIE H
< Bk >

25°C - 60%RH

ot [0t -

S A o ]

N

PARET

60 5 Lx-hr

<BEA~REAO R 1/2 Hl
NVI2E S
wHYE (%)

H

SFe)

<30 7%, 85%LL k>
BAFE (%)

99.6~102.7

98.3~100.8

(Z%1H)

100

99.9

R (kg)

9.5

9.5

9.

. ARERUBREOREL
A L

&l & DEEZEILL (MEILFNEL)
YL

B tE

(1) FEHIBE

7 J1 VR — A EE 50mg INIG | e N7 A7 /V R — A §E 100mg INIG ) 1%, H AR 7 AMEF G HFEEF 3 i

ED LT T HIVR—AEE (50mg $E, 100mg $E) OIFEHRBRICEA L TW\WD Z &R
(FRBARIZK 900mL & Fvy, 7S RAEIZ LY

Ve LR
Forn ik HTE R ] B
50mg 15 %3 85%L4 b
100mg 30 4y 85%24 b

. 75rpm TRERZ1T D)

WENTW5,




(2) WHRBR 2
(F7HILKR—XEE 50mg INIG])
BIE IS O EMF IR SRR A RT A VO HWEICOWT CERR 1345 A 31 B [EH5ER
786 )

PR A
g ARG WHRERE SRk
[R5 K ORBRIE © 75rpm (pH1.2, pH4.0, pH6.8, /K)

CHIE]

- pH1.2 (75rpm) T, FEHERIFIEOARMITE HIC

- pH4.0 (75rpm) ~Ti, HEAERIF R AL & HIT150 LANIC EEI85% LA s L7z,
- pH6.8 (75rpm) TiE, AEHERAIL OARGIT & HIZ155 LANIZ F4I85%LL By L7z,
<k (75rpm) Tl, FEAERIF K OARGIE & HIT155 LANIC E4I85% LA s L=,

1547 AT - 2)85% LA Bt L7z,

1
1

Bk, A OV T A BEIA] (71251 5 50mg) & Mol L7-RE R, & CORBIRICENT [
WERRSHERBRT A 151 2| ORELECES L,

(Vs Hi )
BHE (%) pH1.2 (75rpm) EHE (%) pH4.0 (75rpm)
100 r 100 r
80 r 80 r
60 60
40 | s 40 /
-
20 2 __e— 71 L—2§t50mg NIG) 20 Z —e— 7 7L —23150mg TNIG)
o ox =& = J)L 3/ §50mg . 0 0¥ = & = J)L 0/ /§50mg .
0 5 10 15 0 5 10 15
BRfE (53) BRfE (53)
BHE (%) pH6.8 (75rpm) BHE (%) ¢ (75rpm)
100 r 100 r
80 r 80 r
60 60 |
40 40
20 2 _e— 77 LHR—28850mg [NIG] 20 Z e— 711 )L —2$150mg NIG]
o o = & =)L 2/ i-/§E50mg . 0 oy = & = )L 2/ A §E50mg .
0 5 10 15 0 5 10 15
BRfE (53) BRfE (53)




(F7HILKR—XEE 100mg INIG])
BREIKLOAMFIR SRR T A RIA4 VB0 IEIZ oW T (B 134E5 A 31 B ESRSES
786 )

AR A
EE  AARIERS  wHRBRE N RE
[ElEHOR ORERTE © 75rpm (pH1.2, pH4.0, pH6.8, /K)

CHlE]

*pH1.2 (75rpm) Ti, EEHERFIR OARMIZE HIT1557 NI FEEI85% L L LT,
* pH4.0 (7rpm) Ti&, FEAEREIL AT & HIC155 INIC FI85% DL EiAH Lz,
- pH6.8 (75rpm) T, EEHFERFI L OARMILE HIT1557 ANIZ FEEI85% LA L LT,
<K (75rpm) TIE. BEYERIFIR AL & HI2155 INIC E85% UL BIRH L=,

PA b AL DOV 258 A AR VERLA) (70 25 §E 100mg) & Hefig U725 2 CoBik iz VT T4
WERIRSEVERRBR T A R T A ) OHEREREIES LT,

(V& Hi i #R)
BEHE (%) pH1.2 (75rpm) FHEE (%) pH4.0 (75rpm)
100 r 100 r
80 r 80 r
60 60 |
40 40
20 | —e— 711 )L7E—2§E100mg TNIG) 20 | —e— 7L —2§E100mg TNIG)
=& =4 a/i/§100mg =& =4 a/i/§100mg
0 L' 1 1 1 0 L' 1 1 1
0 10 15 0 5 10 15
BERE () BERE ()
BEHE (%) pHB6.8 (75rpm) FHEE (%) 7K (75rpm)
100 r 100
80 r 80 r
60 60
40 40
20 | —e— 711 LK —2§E100mg TNIG) 20 | —e— 711 )L —2§E100mg TNIG)
0 0 =& = 7))L 2/ i§E100mg . 0 oy =& = 7))L 2/ i§E100mg .
0 10 15 0 5 10 15
BERE () BERE ()
BiR-OE

(1) FENRELESR - AF. NE/RKRLESR - ABICHT51EH
YL

(2) a%

(7 HILKR—ZR§E 50mg TNIG])

100 #& [10 §2 (PTP) X 10]. 500 & [10 & (PTP) x50]

(7 HIILKR—X % 100mg INIG])

100 #& [10 §2 (PTP) X 10]. 500 & [10 & (PTP) x50]

(3) PRBEE

% L0

10



(4) BHROME

1.

12,

PTP RVl E=AT VA TIAI=TLHE

a—: 7AI=UA BRI ZFLUTIF— R T LA

ARt h 2 EME

7 Kok

7 RUBEIAETLD o -GL FHEAIORHERFIIE U TO TR L 722 5,

CEEE AT TR UBEE LT 150g (2.7g (7 Kokl LT 2.5g) X2k, @ X24), 15 ) /
cByRZ A 7 40g (10gX4 ) /5

Z 0
LR L

11



V. ARICEYSEE

1. BREXIEHER

FERIR O R BB OSE (7272 L, BRFRIE - HERIEIC L > Th o=y bu—L 3G s

R WA TR FRE - EEREIOIN 2 TR O MBSk T3 L <ixq o2 ) UFIZ#EH L Tu
D BE T = s b o — AR HNRWVGEIZIRD)

2. DEXEIHRICEHET IIE
5.REERITHRICEET HFEE

5.1 KA|OFEH1X, BERIFIERDIEARTH 2 B FHTIE EINFIEDO AR ZIT > TV DB TIEER G ORE,
%A 2 BEEE2Y 200mg/dL Pl E AR THAICIR S,

5.2 faguyRk - EEIREICI 2 TR O MUEERE FEESUT A R ) BRI A L VWD ERE T, &S
DOFRDZ2 JER MR 1% 140mg/dL UL A& A% L 5,

3. HERUHAE
(1) RZERUVHAEOHEH
THNR—AL LT, ATIH@EE 11 100mg 2 1 H 3 [, BEANIEAOKRS TS, =720, 1
50mg LV &5 AZBB L, BAEMAMEZRE LD 2 10 100mg ~HETHZ L TX D,
7eB. A, JERIES Ul BT 5,
(2) BERUHEORTERE - B
MR L

4. RERUVRAEICEHEY STRE
TRERUVAEICEEY 5EE

i S AAMEOR T ARG SN D BEIK L TUIMEME (1 1] 50mg) 725284252 &,
[9.8 2]

5. ERERALAE

(1) BERT—321Rvr—o

R L

(2) EREKZEEFER
MR L

(3) HERIGEREER
MR L

(4) BRELREAER

1) EHNERETRR

17.1.1 H@EE (BN TS5t RAB-_EEREERR)

D1 2V U IEEFEpER B (NIDDM) B#EZ 5% E LT, 7 AV AR—2 18 100mg XL 77 &R
Z1H 30 8EM&ES Lz, FHEX, AHUENRT BvR—2RE 33/85 fil (38.8%), 77 &R
BE12/87 5] (18.8%) T b, 7T HALR—ADHFAMENRZED L (p<0.001) 9,

@NIDDM #EE Zxt5E LT, 7H/AR—A 118 100mg XIE77EAR% 1 H 3 0] 24~28 HF#E 5

L7-e AHEZ., AHLLERT IR —ZEE 10/17 i (58.8%). 7T B AREE 3/15 #i (20.0%) T
b, THNLR—AOHFHAERRD Sz (p<0.05) 2,

12



17.1.2 $FAEE (ER—KEREKSR)
DsuU #l & o 6t AR ER
* NIDDM H#& 2 x4 & LT, 7R —A 1[0 50mg~100mg % 1 H 3 [A] 12 BE&E G L7z, 12
W% BT D A% MAESCGERE TS B, B2 18/55 (32.7%) Th -7z, EIMERIX 70 i+
14 5l (20.0%) (Z 21 38 B, FEEOEMN 11 . K 9 . TR 1k Th -7 9,
* NIDDM H#& 2x% & LT, 7R —A 1[0 50mg~100mg % 1 H 3 0] 12 BE&E S5 L7z, 12
W BT D B% B ERE X 2 gL B2 40/108 1] (38.8%) Th -7z, EIEMIE 122
Bl 25 1] (20.5%) 1 45 12D Hav, ERBIERNITHIE O 19 . MEEREK 14 -, #(E
2QHETH -T2,
Q@sU #l L DHARER (BENEHRERR)
NIDDM ##& Z%f% L LT, 7 A/LAR—A 1[[] 50mg~100mg % 1 B 3 [A] 28 MELL E#EEH LT,
TERIIRE TIRFIZ 81T Atk Mol SGs B 13 P 5 B LA 18 30/80 il (37.5%) T o7z, x5
6 # AU ETIXROEGAHR S, RELLMEa Y ho—AnEshTuniz, BIEMIT 86
B 16 45 (18.6%) (2 27 588 Hiv, EZRBUWERNIAJE O 13 {1, MK 6 1+% Th -

=D,

[

®1 VR Y VHEF L DHRARER

A A Y RO NIDDM B3 KO A Y ARTEEBER (IDDM) B a2 38 s LT,
7 H R —2A 1 [8] 50mg~100mg % 1 B 3 [a] 12 @& 5 L7z, 12 BEZ BT 2 Rk s
E, PR ELL B 39/81 ] (48.1%) Th o7z, BIEMIX 114 Fid 21 1 (18.4%) 1T 34 1158
i, ERRWERITEORN 12 4, IEEIZmR 11 5T -7 9,

@1 VR VR EDOHRAER (BRRHAKRERR)

A R HIFE o NIDDM #23#E K O IDDM #2564 & LT, 7 h/R—2 1 [8 50mg~
100mg % 1 H 3 [5] 28 HRILL L 5X U, 1RHREIKE TRIC I 2 BR MBESCEE 1L, 5 dE
LLEAY 19/37 B (51.4%) T o7, F5HIM 6 » ALLETIINRORHGE S MR S, 228 Lz
Pia o — 3G T, BWERIT 52 il 11 #1 (21.2%) 12 19 FR® b, ERENEM
IO 5 1F, REEEAIE 5 R 5 ThH 72 9,

¥12 WG RBROK TREO L - ARE2ZOF ik L=, ZAME2EE L T, 300mg/H M HI
BB LOpIE L7285 AC 1 150me/ B ChRkRE G- L7,
2) REHER
U ERR L
(5) #BFE - WBHFAR
Pl v/
(6) AEMER
1) EARERE (—REARKRAE. FECEARERE. SARGELRAE). RiER
—RARE. RERFTREBRAROAR
U ERR L
2) RBRFH L LTEREPEOABRNITEIE L-AE - HROBME
% L7
(7) £k
Y LR

m

BT — 5~

<
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VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
a — 7Ny =P IHEH
TR BED D DB ORIEE - ZIRFIL, RFOEFIRLEZRT D&,

2. ¥BEER
(1) {ERERL - VEFBFF
T H VIR — AT NGRS BT D /v a T R T —8, AU T—F8, v F—VEAEIKF
FNZPLE T 21E0, BERE R D o -7 2 7 —B &2 HE L, A% OF L L5 28H4 5 1019,
AR (T vV h— AL AT a—RE) Do NavF—BIC K DI R R L,
HILECTOIZ Va—R TNT b—=A~O5REEEMEIT 5 2 &1 X0 HEEOWI A BIE X
%
- BEOBMEZSET D L L bIC, O ANEBIELZ/ NS L, BREFRILE= S b e —A 3G s
s,
- BB OMBE LS 2T S0 A R ) D R BT DD TEA A Y CMEEZ DR,
FITANKR—RZL DA A UK T D EBEER R 2200 T, BB HIIEO A 285
%,
(2) EDZERMIT SRR
18.2 MPEEIC AT HEH
18.2.1 fEHERLA 7 5112 50mg. 100mg, 200mg Z&HE & HICHERAEG L2BAY., g% om
BEER MIEA A Y v RIS BRI IEl S b 12,
18.2.2 NIDDM &34 12 iZ 100mg # 1 A 38, fHRHF L L b2 3 » HMRR&EG LIG6. 228
REILBS XA B ISR T35 19,
) AFNOAGEHEIL 118 100mg, 1 H3[ETH S,
18.3 MEHAEEIXT SR
NIDDM % 19 2 50mg XX 100mg % 1 H 3 [EfEAF L & b2 2 @M OKEE L8G4, b
ANEBEIIE T8 L, b B NEBI R N BRI T 5 19,
18.4 ) anESAEY (HbA1) 2T SR
NIDDM ## 12 iZ 100mg 4 1 A 3 [0, HREFL & HI12 3 » AMKRAESG L6, HbAL TR
BIIK T % 13,
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18.5 £WMFEHMRFEHER

(7 ANKR—XfE 50mg INIGI)

18.5.1

BFREIR L O EM P RIFEMRR T A BT A L FEO—HEIEIZ DWW T CEk 1345 H 31 B [E3E
786 )

7 J VR — A §E 50mg [NIG| & 7V 231 §E 50mg %, T 188 (7 /LR —A L LT 50mg)
FEFERR B I BRI M 55 L7 RO B EIX, Wi s 77 B R GREC I L THE R LA
BlZR LTz, BHN7-F A—% (AUC) [TV THEHRIT 21T - T2 /5 8. WAL 0 R v
DHERR I L7 19,

KB EZICE R B & A L7 RE o fUFEHE 2 01 E L7z,

o . FTHNH—ZEEImgNIG]

® | FLas i EE0mg
160 A TSN
FE R EE..0=10
140 +
3
T 1}
E
E w00l
‘E .
SU A
T e
0 30 60 90 120
$e 58O R (min)
K- HA$ 5.4 D AUCo-120min (HA7 : mg + min/dL)
T A VIR — A GE . . e .
T a3 A BE 50mg 77 &R BRERE L
50mg [NIG]
1247611628 12602+1824 13908+1195 n=10

(P + fE e R )
MEHEE NS AUC D287 A —Z 1%, WBRE OFR, (KEROFREEL - B ZE ORIk - T
BB ARENVEDN & D

15



(7 HANLR—ZE 100mg INIG])

18.5.2

BRIEEIE M OEM AR FMLRT A BT A O —FUIEIZSWT (Fpk 1345 H 31 B [E3E

5 786 )

T VAR —A%E 100mg INIG| &7/ =23A§E 100mg &2, £ 1§ (TR —ZE LT
100mg) fERERCA B T IC HLERE P 4 55 L2 RE 0 B, Wb 7 7 B REGRICH L CTHE
72 EREZR L, oo T A =4 (AUC) 2OV THREEHENT 21T o 7o fE R mAl O LY+

IR M SRR S vz 19,

KGR S R A E R & AT L 7o RF o e 2 0 7E L7z,

Ml fitf (g /dL)

%%ﬁu&@?&@ AUCO-IZOmin

160

LA — AL Ome [ NIG
DA B 1 0me
DTSR

TR n=10

5O R E (min)

(A7 : mg * min/dL)

T VIR — AEE . o . ;
T3S A BE 100mg A HeBRE L
100mg NIG]
11263 £793 11805+998 1360211927 n=10
() ER R 7)

MFEAENE NS AUC D/3T A =203, $RE ORI, (RIEOTREEEL - B E ORBREMIC L - T
RIp D AREMEDR B D,

(3) fERRERR - Frighsfa

B R L

16



VI. EMBEICET HRE

1. mMPREOHTR
(1) AERLAEVWGOLPRE
MU ERR L
(2) BERERTHERESL-ODRE
fERER T 100mg & Hi[ERk O e G- L 7o 56 R IR K ONEMERE P O M R B ITIE & A L ORIERE
SLCHHBRAR (3ng/mL) LR CTH B 16,
(3) i
MUERR L
(4) BE - ftREOTE
(TVIl. 7. FHEAEH) OHEZH)

2. EMEERN/NTA—4
(1) A&
BAEN-TE0/a8
(2) BUGEREER
AR L
(3) HAEEEH
AR L
(4) VYFPSVR
BAEN-TE0/a8
(5) PHEK
AR L
(6) Tt
AR L

3. B&H (REaL—>av) #H
(1) fBRAE

B R L

(2) RS A= EBHER
LB E R L

4. R
B R R L

5. 9%

(1) mi&-iEEIFTEEYE

Pl v/
(2) miE-RAEEEIFEBYE

(VL. 6. (5) fhs) DIESER)
(3) AA~DBITHE

(TVI. 5. (5) Zofhoffk~0BITH:), VI 6. (6) 3Lk DOHEBM)
(4) HWEANOBITHE
M E R L

17



(5) Zofni@~DBITHE
7 v MCREARE LB T, B 8., KT TR, oMo, Mk Tidn-3n b miE
SIREFBEXZZNAUTTH D, 2k, RALT v MCRARS LEREBR T, I PicmiREICR
1T9 2 DNFED b 17,

(6) MPFRHSE
BRI L

6. fti

(1) BRI R U B

DR L

(2) RMICEETSBFE (CYPH) O5FE, F5X

EEE R L

(3) VEEBHNROERRVZORE

DR L

(4) REVOFHEOFERUESL., FELRE

10.

1.

RUERR L

. kit
TERERZ AT 300mg ™ Z#R NG LT3 h . REE LK OTEHGHY O IR F~O et T 5 5% 24 K
MTIRIEET LTEY, JRPYERIE 5-% 24 B C 0.20%., 72 FETI1X 0.21% TH 5 16,
F7o, BEREERAC [14C] 7 HLAR—2 200mg P AR O#FE LgA. &51% 96 R LIS 50k
SHE? 35.4% M RHUZ, 51.3% N FEHICHrM =5 10 BrEAT—4),
) AAOAGEHEIL11E 100mg, 1 A 3EITHD,

b5y RH— 5 —(<BT B
AR L

. BRFIZLBBRER

AR L

HEOBREHT SBE
AR L

Z 0t
AR L

18



VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2EE (ROBHIZEIBRELEWNI L)

24 HIES h—U A, BEREPESIESUIATERED B3 [ O A U S K D) e @ pE o
FEEDNVHEE 2D, ]

2.2 EIERYYE, FiiAite, EERIMEOHHHBE [ A VK 2 MEFRRLEEN D, ]

2.3 RANIOFITKR U CRBUE OBEERE D & 5 B

2.4 1T SUFEHR L CW D AR O & 5 et [9.56 S ]

3. MEEREMRICEHET HFE L ENEA
(TV. 2. ZEESUIZNRICEET SR 22452 L.)

4. BERUVAERICEEYT IR LETOER
(TV. 4. HEXOHEICEET SR 22452 8,)

5. BEELGEXRMIE L TOER

SEELEXRNMIE

8.1 AT LK ILEER e OV O LFIEIC DWW CH a5 2 & [11.1.1 2]

8.2 AFlO¥HIZ L0 | [NEEIEA - ). THUR¥EI) FEOW L RBWER N RBL T2 2 &b 5,
THBHIE, RICEEORGE L & BICHET D Z ENZ VR, JERITIE U THEED D WITHEE N
ABERAIOGFHZ BB L, @& Ttz b niiaidgsahib+2 2 &, [9.1.1, 11.1.2 ]

8.3 BUEM RSO HEERIFHEREN S LbhD Z Endb b, 2 b3 GMG%MNR 6 » ALNIC
ROENDHEENZ DT, HHEBMG%E 6 » HETIEA 1, Z0% G EHICHEERE 21T O
Z &, [11.1.3 2]

8.4 AKBH X, MbZ2 EHMICRET S & L b, BlaE HoIcBIgg L, i Gkt o8 5k
WCOWTHEREL Y Z &, AFlE 2~3 » AELH L THLEEB T 20BN +H0285E8 (F
AR M C A% M 2 BEREAY 200mg/dL LA FIC 2y hr— L CE RN E) 121k, LhiEteEx
ODNDIERENDEREEZRETHZ L,
72k, BRBMAEO 43702 b —)b (FARIAE CRZ M 2 REFE2Y 160mg/dL L T) 235 54,
RHRE  EEFRE XL TSI TR A RS T L <I3A o AU A 235 0BT
+0y LRI SN D GEAITIE, AFIOEEE PR L CRIBEIZEEITY 2 L,

8.5 IMMAFHERZE Z T Z&MRHDHDT, WFE¥E., BBEOEIEEICHEFEL TV DIEEIIRET S
EXTEEET DL, [11.1.1 &H]

(i a)

8.2 RFNIDERFEWEMATH D TR - M) &Y TR S oERIIAROKIEIERTH 5
IHEPIZ T DFEE DAL « WIGEIEIZ KV | RIEEOFEE 23 K2 LGB IC K o ToOffss
FESNTZBRICAE U RACER TS B2 65, ZHIF—RICFREMORE & L HITHERTLHZ
EMB\N 18203 JEIRITIS U CRUE S 2 WXL E N T ZABRBRA OO 2B E L, &E Ttz i
WG EIREREERIETHZ L,
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6.
(1

(2

(3

(4

(5

(6

(7

(8

REDERZHITHBAEICEHT IR
) AHHE - BIEESEOHLBE

9.1 SHHE - IEEFOHLEE

9.1.1 FAEFHOBMEXIFBAEORFTOH S BE

BN A ZEQBEINZ LY, ARG LD Z RS D, [8.2, 11.1.2 BH]
91.2 BEBEEOHIBE

AR OBHIT L 0SNG, R, FRSOMLEER 2 HR 9 5 /RN H 5,
9.1.3 A AN FEEEE, BEEOAIL=T7, KBOBXE - BREZOHIHEE
BN T A DFAEEINZ L > T, JERPET L2203 H D,

) BHREEESE

9.2 BEHRERBSE

9.21 EELBHREREEOHLBE

VT F =27 YT T A 25mL/min A0 BE T FEEWE CRE(LR R OTEEH)
FEITEHREERF IR T A E ER T2 2 BMmEINTWDE GMEAT —4),

) FrReEEsE

9.3 HFiREEE RS
9.31 EELGHBEREOHSEE

RECRENARLETH Y, MPEFEERRNPKRE S BT 28200 H 5, F¥RelEERE 2 x5 &
U7 BR IR ARIBR 13 20 L Ty,

) EFEREE AT 5E
BE I TV
) bR

9.5 TR
BB SUTHEIRE L CW D ATREME D & 5 PRI I3 G- LW 2 & IRIRT O 52 B89 5 22 vE 13T
LWy, [2.4 B

) =3

9.6 R
B EOBF IR OBRARBOARMEL B E L AL OMKGSUTTIE 255 2 &, B3R (X
AT v b)) THHP~BIT T2 LRESATND,

) IMNRE

9.7 NE%
AN st G & LT IR ER R BRI T S i L TR,

) EinE

9.8 BiNE
A2+ EE LN B EEICERE T2 L, [7. 2]

20




7. tHE{ER

(1) BtRERELZTDER
BE I TV
(2) $ftAFE L EDER

10.2 BEREE (BERICEET S L)

KA

BEAER - FEE Tk

&Ry - faBRIA+

ZR= L LT R ERA
2OV T X RRIEH
77 A RRIEA|

A A Y B

A VA Y ARPIESER
R A 4 B R T A
[11.1.1 ZH]

RMAER S oD Z ENd D, B
FRHIR T = OGS 2, T
ftt DO HE R A FE D ] &= 2 T 5
mEEEICERGTOZ L,

1 FORE DRI 3 o0 b R T VR
VZASH D R W N AR AR 203 0
D,

ECHEPR I IR & = o mobERE
VEH % HE58 9~ 5 JE4

B JE WA

B+ U FOLEEH

)7 2 PR EER I E A%

Bl PR K DA b oo 1B I Rl
DHAEEMICEET S L LB, A
Rl OO K5 W AE AR 23 i %
CICEDRBIC T ERT D L,

s

FERCERANT &0 o> Bl BRI 3
O MBERE TER A HEm S D &
T AT, AFOFEE R IESFE
Mm%,

FREREIR R & F o MR T
VER 200559 % 35

T RLFU

R R E AT

RO IR AS L 5

Bl PR K O AE A b oo T B I Rl
DHAEEMICEET S L LB, A
Rl OO KEE W R AT A 23 i B
CICEDRBIC T ERT D L,

s

FERCERANT &0 o> Bl BRI 3E
O MmERE FEMAEEI S D &
AT, AFOFEE R IESF
Mm%,

A%

CAF L UOMFTRENMETT S
TEnBDH, Fe, EBITI PR
EDOEA LB OLN TS, VIF
U DIMTPRENEE LG
X, YVax v oRk5EERE TS
72 O IRIEZ1TO Z b

FEBEFF OFEMIIAHATH 5,

Zr7va—A
7T h—ILKFI®)

THAL#R R O BIEH 238580 S 4L 5 W]
REMED B B,

FERRIEFIN . AFIOIEMIZ XD
RO “ R E L HICF
HWALE ~EBAT L. BN
WL o ThHfiEa2i b2 &n
5. PFRICE VBN T AENTE
WZHEIIT B RTREMEDS B B,

BRAA LA L 5 B

W 77 O FAN N 5 e K AE S AT REME

AENT «-7 2 7 —BIEEDOM

T AR —PEE N D, EEHER L., —FH., RKLY
HlbENA L o- T I T —F
EHEEH L TWD,
8. El{EA
1.l

ROBWER DB BN ZENRHLHOT, BlEZ 7TV, RENRBO b HEIC3&kb2T
1B %70 EREY) R LEZAT O Z &,
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(1) EXGEHER & OHER

(2

1.1 EXLEMER
11.1.1 €M%

D FEIRIFHEE & OOFH TIRIMPE (0.1%~5%AKliM) BdHobhDd I EnbbH, £o, MOPEKRKE
A PFH L T2 0WEA T HARIMEE (0.1%AK5) 2AHE SN TWD, RENT ZREO ML - BRI
ZIEIE X5 DT, ARIMBEFEIR DGR LN LA IIE Y a ETIIR 7 Rubiz & 53 57 LiEy)
TAVEZITSH Z &, [8.1, 8.5, 10.2 &H]
11.1.2 BEE

MRS « S5, BURRINEEN & b, BT AZEOHEIMC LV, BEA%E (0.1%K5H) 2H 5o
N5 ENHDOT T 51 RS OERR S S b - Ha I3k b2 Fik4 5 2 &, [8.2,
9.1.1 ]
11.1.3 FF#BEREE. HiE

AST, ALT O LR %5205 BELRMHERE, 3E (0.1%K0) RbobbhbdZ bbb, £,
BIERTZE (0.1%AK0) O@MENRH 5, (8.3 ]
1.1.4 EEGHEZFICORRBEEZE SR 7V ES7IE (BE )

EHERTWAEFNZRE L6, BHELREE L CE 7 BT MENHEE L, EfFEELZES
EDOWENDHD DT, PHERNEZ H3ICBET 5 L,

il

10.

) TOHDEIER
1.2 TOH/OEIER
5%LL E 5% A Tii BEEEANBA
H b NEERIAG - sk, BUR|BEERECEM, TR, 8. @8, |RE. BE O S RS
Hahn, #kfE WA, WEH, AACRIR, AATTHE, |[JEE
HEAR R
W HEUE W, IR
TR SEYE - BHEER, O FV, LUK
JH ik AST E&H. ALT k5, v-GTP L5,
Al-P b5, LDH F5&-
MK FmERE iR =i
Z Dt i 5 3 S TFIE, 1IFTY, BRRR
NS
. BERERRICRIZTEE
122.BRBERBRICRIETE

AFIRA TG 1,5-AG (1,5-7 v B ReZ s h—L) BEEZRTZERnH 5, 1,5-AG Ot
WRIL, Mo P —LOBEL IR ORVDOTEET DL &,

BERE
BE STV
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1. BRALOEE

14 BALDEE
141 FEFRHFHOZEE

14.1.1 PTP A 3E DAL PTP > — b6 WO H L CIRAT 5 L o958+ 5 = &, PTP v — F DEHKk

(&0 BEOSLAE RIEREA~RIA L, BIZIERAL 2 3 2 U CHRERRIN 2 5 O B 72 & OFE 2 OF 58
THZLENRDD,

14.1.2 AFNIVARHEFRNO T PTP & — FOIREETHRAET D L 2 4RET S Z L, [20. 28]

12. ZOMDEE
(1) BRERERICEIES

15.1 EREREAICE D (&8

R A Z G & Lz a L AT T I VHHI L O HRBRICE N T, AFOBR (Frcik 2

AMED LR SEESNIZE ORERDH D, T VAT T I URANIARIOERNI R B KX
TEENRSLOTHHLRWI ENREE LW OMEAT—#),

(2) FEEREREERICE D <

B STV

23



X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L
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X, BEMERICEYTSRE

1. BERES
o 7 A1V — A §E 50mg [NIG) L 5 g )
7 A1V AR — A §E 100mg [NIG ) EE-EMFOMTEICIVFENTDI L
sy | TR —2R L
2. AN
34

3. ARRETORE
R PR AT

4. RIEWEDEER

20k LV EDEE
WAEPERFRND T PTP v — FDIRBETIRIFT D Z &, [14.1.2 &/]

5. BERAITEM

BEMERLTA R A

<FvoLky : A
ZOMOBEMTEM A ((XI. 2. ZOMOBEER) OEBM)

6. R—H% - A%E

Rl—pksr

7. ERR4EERAR
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Ed Aiping Pharmaceutical
e 4 ACARBOSE tablet

I - KBk 25mg/50mg/100mg
INDICATIONS AND USAGE

Acarbose Tablets are indicated as an adjunct to diet and exercise to improve glycemic control in adults with
type 2 diabetes mellitus.

DOSAGE AND ADMINISTRATION

There is no fixed dosage regimen for the management of diabetes mellitus with Acarbose Tablets or any other
pharmacologic agent. Dosage of Acarbose Tablets must be individualized on the basis of both effectiveness and
tolerance while not exceeding the maximum recommended dose of 100 mg t.i.d. Acarbose Tablets should be
taken three times daily at the start (with the first bite) of each main meal. Acarbose Tablets should be started
at a low dose, with gradual dose escalation as described below, both to reduce gastrointestinal side effects and
to permit identification of the minimum dose required for adequate glycemic control of the patient. If the
prescribed diet is not observed, the intestinal side effects may be intensified. If strongly distressing symptoms
develop in spite of adherence to the diabetic diet prescribed, the doctor must be consulted and the dose
temporarily or permanently reduced.

During treatment initiation and dose titration, one-hour postprandial plasma glucose may be used to
determine the therapeutic response to Acarbose Tablets and identify the minimum effective dose for the
patient. Thereafter, glycosylated hemoglobin should be measured at intervals of approximately three months.
The therapeutic goal should be to decrease both postprandial plasma glucose and glycosylated hemoglobin
levels to normal or near normal by using the lowest effective dose of Acarbose Tablets, either as monotherapy
or in combination with sulfonylureas, insulin or metformin.

Initial Dosage:

The recommended starting dosage of Acarbose Tablets is 25 mg given orally three times daily at the start
(with the first bite) of each main meal. However, some patients may benefit from more gradual dose titration to
minimize gastrointestinal side effects. This may be achieved by initiating treatment at 25 mg once per day and
subsequently increasing the frequency of administration to achieve 25 mg t.i.d.

Maintenance Dosage:

Once a 25 mg t.i.d. dosage regimen is reached, dosage of Acarbose Tablets should be adjusted at 4 to 8 week
intervals based on one-hour postprandial glucose or glycosylated hemoglobin levels, and on tolerance. The
dosage can be increased from 25 mg t.i.d. to 50 mg t.i.d. Some patients may benefit from further increasing the
dosage to 100 mg t.i.d. The maintenance dose ranges from 50 mg t.i.d. to 100 mg t.i.d. However, since patients
with low body weight may be at increased risk for elevated serum transaminases, only patients with body
weight > 60 kg should be considered for dose titration above 50 mg t.i.d. If no further reduction in postprandial
glucose or glycosylated hemoglobin levels is observed with titration to 100 mg t.i.d., consideration should be
given to lowering the dose. Once an effective and tolerated dosage is established, it should be maintained.

Maximum Dosage:
The maximum recommended dose for patient's < 60 kg is 50 mg t.i.d. The maximum recommended dose for
patients > 60 kg is 100 mg t.i.d.

Patients Receiving Sulfonylureas or Insulin:

Sulfonylurea agents or insulin may cause hypoglycemia. Acarbose Tablets given in combination with a
sulfonylurea or insulin will cause a further lowering of blood glucose and may increase the potential for
hypoglycemia. If hypoglycemia occurs, appropriate adjustments in the dosage of these agents should be made.
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Drug Name Category
A=A KT VT OHIE acarbose B3
(2021 4F 4 AER)

2% PO
F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)
Category B3 :
Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fetus having been observed.
Studies in animals have shown evidence of an increased occurrence of fetal damage, the

significance of which is considered uncertain in humans.
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