202258 AMET (B7h)
BAREZEERNEES . 8739609

E #2 S 4 v 4 E 2o — 7 ## — L
HBARRBRERENSD | FEEESEE20 1 SITEMNL TERK

B %8 i R EH
7 HhILAR—X OD §& 50mg NIG]
7 hILiR—X OD §£ 100mg INIG]
Acarbose OD Tab.

#I fe | DR RREREE

B AH R W R S| AGEEEL (EF - EMEOLTEZLVENTDZ L)

s om - & 50mg : 1 B 7 HLAR— 2 50mg & A
100mg : 1§ 7 B /LR —A 100mg &4

Ll

M4 TR —A

- R # £ 4 : Acarbose

AKERAEHH  :20184FE 11 H 21 H
HAhELUENH; : 2022 42 8 H 18 A
IRFF4EAH : 20094F 5 H 15 H

HERTEARBF AR
HMEZEINE - HFTFAH

MR - SLERREE (A - | 0 R R
BM - RmAME| o, satt
SR - A T LA

EXFHRBELFOERSL

HE TS BEEYR—Fo 2 —
B\ & H F B O | TEL:0120-517-215 FAX : 076-442-8948
EIFRBALRE AT AR — AX—  https!//www.nichiiko.co.jp/

KIFIE2022F8AWET (F 10k, AMITHESHET) ORTXEDRHICEDSE
MET L 1=,

BT DU SCEE R, EIRLEREIFROEER — L —

https!//www.pmda.go.jp/lZ T ZHER T S\,



I FRIADFSIZOME —BAAXKRBEEFIHE—

. BERA VAP 1— T4 —LEROEE

PR RS O AR 22 G & U CERR A EIRIRA S0 (LT, IRISCELIRT) e b,
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X, WA SCEICEEE S N R A BT D ISR RS L E R AN D D,
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A UBE a—T F— LI LT,
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CIZBE T EIR AR = — XD b &2 521 T, FR104E9H I HRIEFINES/NEERITB N T
IFRE EEOKET B T,

FIZI0F2 % L, EIMIFHROAID FTH 2 IR, 0T Th 5 ERBIGOEAAN, W
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B LB Oe TFREft S s Z & o7z,

RHTRDe- TRIE, () EIES RSB AEAEDO R — 2L — (https//www.pmda.go.jp/) 75
—fELCAFARRL o T D, HAWBEEAIRS TIE, e IFZ BT 2 EHELFRZUEAR — 23
—UNAAT A N THDH I EICEUE LT, FMEHENGEIC H ot Te IFDIEH & fFtd 2k fk % 5%
&L C, Hx ODIFNUAT CEEMET 2 EFEAERE L CHEENEE - T2 8 & LT,
20084 L W AFARIDA VX2 Ea— 7 3 — ARt Z B L7 CHE L CE o RE A FaHn L,
WAL - TY, [EA - FKARIFIZE > TH, DROBRWEFREETHZLE2E X2, £2TH
W, TFRLEETH O —HET 2T WIFRLEEH2013E L TART HENE o7,
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PR BE T T O D OFFRENEN SNTREH 2B OESEMFEHRE L LT, BRI

FEARE L, FEAIANE D72 D12 Y54 B 31 O BRI TR O AL A (KIE L TV D41 E R
EALEMT NS,
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FEAESZIRX, SEAIATE O33R - HIWr - BRAREIST 5 & & big, RERFEEZTH LD LN

Wik ERFOZ EEEHREE LT D,

[IFDO#R]

OHFITAAR, BEEX L L, FAIE LTIRA » ML EoFER (MFRITFRLS) THEL, —6aRY
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QIFFEHEEHEICESEER L, FEALILIY v 7 KR CTRET 5,

@FMOFLFIIAH— L, FRRICHT THFEEKRD TTFAHO TS X OME | oL EF#HT5 D
DEL, 2HIZE O D,

[IFDERK]

OIFEEH & U ClAl oG8 (NWAA, E5A, SAHAD ITERSh 5,

OIFIZFi# 2 H R OBEFNIE B3R R E L 7= IF s BRI YL 5,
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® MEHKIA ¥ Ea—7 5 —L50HEHE2013) (LLF, [IFGE#EZEFE2013) S #9) (258 0 1Bk
SNEIFE, E AR TORMEAZ AL L, LEIZIL U CHEARAE EA (PDF) 2> HI L
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O [TFFLHEERH2013) 1X, FRk259-10H DARRICAGE SNBSS B & 72 %
@ LA D EE IOV T, TTFGEEZEME2013]) 12 K A ER - #R8E358H S b b o TR0,
OfEH EOEEOWET, FEAME XIIHENE R RN 2323 S A7 RE R0 N #IGAE
DPERZEN 72 S, BT RENBEDRRE LK LD G EICIFIFNSEET S5,
IFOFABIZHT=>T
[MFEHEEE2013) I2BWTIE, PDFY 7 A M K D E A TORMEZ AL LTS, [H#RE
FIRT 23K, EFEELSHIR L CRET2 Z EARAITH 5,
A EARDIFIZ DWW TR, &35 RS A TS O = 38 5 R A 1 AR iR — A — 2 fgidlk
LTI E SN TN D,
RSRAET TERIESA U F B a— T+ —AERO TG & | 1ITHE > TERL - 2863228, TFDJRS%
B E Z, ERESGICRE LTS ERCIFMERFRRC FEE UEEO SRS I o) TR R O MRS
ANDA VHE 2 —IZ LD IEKRIER SRNFERESE, IFOFAEEZEDLILERD D,
F7o, MERFSGET SN AMHH EOEEFICEAT 2 FHICEH L T, IFPSGETISN S £ TOMIE, %%
[ S L D BUER s e ARG 2 YA SCESC R A B CEL, H D WVITEE N ERE S E SR E Y —
ZEC K0 A S S EET 5 & L b, IFDEMAICHT- > L, B OURA SCE %2 E 3 E
PRI BRIH AR AR — A R— Y TR T 5,
72, WEIEEHSCEEEOMERO SO LRSS TV D TR < [ E24MNE TORITEIRI
BT DTS IIAKRFHEICEADL Z 0 HV, TOERHRWICIT OB ET R TH S,
FIAICELTOEER
IFZ A% B HEBICB O TRNT 2 ENTERWVERLERRE L UEH L TIEE 20, L
ML, EEESCEBRAERL 7 eE— g ra— FEICLAHENC LY, RUSESENEIRGIEHR &
L CRAETEZ2HAICIIATEMAND 5, IFTEFREODEEEZZ T T, YiZERL ORI
EPMERR - RIET 200 THL Z LD, Fifl - REUUTHINZZ T I 2252002 258 L T
BORTIZe 5720,
FRIEPET, IFAHL ETHIRMICEEZMTT HDHEREM THY, 5% ¥ —Xy b TORA
B LIEE 2, HEELEORERFICEMLZ2NE YFE LERIN TS Z & 28R L CE#R%
EHT20ERD D,
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I. BEICE9 5HE

1. AROEE
AKHNX, TAHNHR—RAEBNKT & T HRBZBMPELEARTH D,

(7 J1 /v AR—2 OD §& 50mgl % A 53— KO [7H/AR—2% OD §E 100mgl &% A = —] |
X, AT AT 7 —< St (1B KPR T RS AR BEERSE LT A2
L, BUSKORERTEZRE, ZEMERER, £WF0RSERBRAZ I L, 200941 H 14
HICA&GRZ B L, 2009455 A 15 BICEGEZ BRMG L=,

(JERFEEE 0331015 5 (P 1743 A 31 B) 1233 X /KGR HEE)

2013 4211 H 21 H, 7R —Z OD # 50mg/100mgl % 1 I —] D [T IR —A
OD & 50mg/100mgl 7 /3| JIZHR7EAE R OAB ARG L, 2016 212 H 9 H L W iR5E L 7=,

2022 8 A 1 H, RAT T 7 —~ &St 5 B E LI B TS I iR 78 &R
DMk S I, TOBRCIGEA DR % T /8B INIGHIZEF Lz,
2022 4F 8 A 18 HIZHAmINEH X1, HIETHRXNSH G &2 Blts L=,

2. WROBEREN - WHZHEYE
(1) BANL, THANR—=AZHGIMET DEERIFESCEATH 5,
) BRI LTI =S AL T L—— LELTL—R_—% AL TV,
(3) PTP >— ho v ZmiZ T&EANCRA) , TWAREER] 2R L7,
) BEARZREIWER EEEARB) & LT, KifnkE, HPAZE, ITeReiEs, o8, B3 (R U R

—R) CTHEHERFHAF COEFREELZLEI &7 VBT MENAHRE IN TS,



I. &¥#ICEI HIRHE
1. HR5E4A
(1) M4
7 J1vAR— A OD §E 50mgNIG |
7 J1vi—A OD #E 100mgNIG]
(2) *4%
Acarbose OD Tab.
(3) AFDHE
—xA &
2. —&4
(1) & (as%)
7 LR —Z (JAN)
(2) 4 (4%
Acarbose (JAN)
(3) RT L
AN
3. #EEXANTTERX

CH,OH

4. PFARUSFE

CH,OH CH,OH
4572 0 CesHasNO1s
4y & 645.60

O H OH
g
5. L4 (F4XK)
0-4,6-Dideoxy-4-[[(15,4R,55,65)-4, 5, 6-trihydroxy-3-(hydroxymethyl)-2-
cyclohexene-1-yllamino]- @-D-glucopyranosyl-(1—4)- O- @-D-glucopyranosyl-
(1—4)-D-glucopyranose (IUPAC)
6. {BR4, 4 KBS, E5ES
Brlza L
7. CAS &S
56180-94-0



I. B2 ICEEY HIEE
1. PEEENEEE
(1) 4R - R
HE~EABOMRETH D,
(2) Bk
KIZHEBD THEIF T, AZ ) =R, =& 7 —/b (95) 1ZHEITic <,
1-7 % ) — VD TEITFICK L, T R=FrUL, TE by, BT FL, JTFLo
—T )b, vran AL AIAF Y AT E A ST R0,
(3) WiEH
WL TH 5,
(4) MR (OER) , BN, BER
MG RR L
(5) BIEEMRETEH
BRI L
(6) HEFEEK
NG R L
(7) ZDMDELREME
FESRE [all @ +171~4181° (EAMICHRE L7260 0.25g, /K, 25mL, 100mm)
A Hh1.0g% K20mLIZEA D L= DpHIE5.5~7.5Th %,
2. BYRSDOEEFETICS THREN
BRI L
3. B OERERE
(1) WEEOS
KM OKEEZ g7 =— V) 7RIRICINAZ 5 & &, FRAONTMENT 5 L X, IREDILE
HEUTD,
(2) BEE
AR E P p-_ryx ) vlikE A, B - GHEATLHEE, RITFEEAEET D,
(3) FRHNBINAT M VREE
BALA Y 7 LAEEANEIZ XD RBRZATVY, RED AT [V EFEHEGL D AT V% g $
LHEE, MEDANY MVITE—EED & Z AIZFREROTRE ORI AR 5,
4. ARSI DEEE
Wik~ 777 40—
T« SRANBOL R R
BEIFE . 72 b=t U, VU UFREEEIRIEIR



V. RFNIETHHAE
1. #ifig

(1) FIBORR, SHERUMHERK
fRiE4 7 HAAR—Z 0D 50mgINIGI | 7R —2 0D § 100mgNIG
wi - A M~ R 00D [ JEN AR §E
B2 (mm) 9.1 12.1
JE & (mm) 4.7 5.4
B #(mg) 305 610
sl — R
(PTP) tF1 tF2
(2) HEloHE
( TIV. 4. ®WHRIOKFEM TIZBIT D LEME] OESMH)

(3) #ila—F

( TV, 1. (O ADEOKR, SMELLOMER ] DIHZR)
(4) pH, ZBEEL, HE, LE BEOERUREL pH HF

ZCHMEE R L
2. HWHDOHERL
(1) S (EHERS) O3E
g 7 71V —A OD §E 50mg NIG | 7 71V —A OD # 100mgNIG )
(1 &)
TANNT = (L7 == VT T=14bE8W) , =F A=)y, JaAKRE R,
Ny WREK 7 A, i —2, A7 TV Ui~/ X2y U A, ha7Zza—, N
=y, D-wr=Fr—J, 1- A =), FE
(2) #Fmh
(Tv. 2. (U ARG (EMRSY) OF R OESH)
(3) £t
L RHEH R L

3. BEF AFOIBIEICHT IR

A=A



4. BEOBREEFHTICHSITIREMLE"

(1) RHUREFAR
EWIRFABR (25°C, 60%RH, 34) OfER, 7 H/LAR—Z OD & 50mgINIG] KO 7
JLAR— 2 OD #E 100mg NIG | (335 O i T T 3 EMEETH D 2 L R ENT,

OF HAR—2 OD 8 50mgINIG)  EHIRGERER  [PTP+ 7L 4]

SKERTE H PRAFHIE
< B> BR LA 36 # A
Mk n=3%1 o e
<E%~M%@®Dﬁm%%ﬁ>
nuu %ﬁ n= 3><1 ‘%A ﬁA
(TLC, BHELERBRIE) e S
(\ Eé\w —Q¥] . N
AP —
(EEY—ME) (%) n=3%1 Bk W
<15%LLF >
HRlEME (B)) n=3%1
<60 FHLIN > 20~23 17~28
wHME (%) n=3%1
<154, 85%LLL> 98~108 97~110
R (%) ¥ n=3% s -
<95, 0~105.0% > 102.6+0.7%4 100.4+1.8%4
¥1:3uv b a2y hn=3 2l & OFEBEWE : 3.0%LL T, WIEGWE : 6.0%LL T
X3 RARRICKHTLI2EEE (%) X4 OEYIE AR (SD)
OT VAR —Z OD & 100mgINIG] EHifRFERAER  [PTP+7 /1 I4]
SKERTE H PRAFIIE
<HIHE > BR A 36 # A
Mk n=3%1 A .
< P~ 0D O gE > e Ha
ﬁﬁﬁ iﬁ%‘ﬁ n= 3><1 N S AL
(TLC, MRy ki e
(\ Eé\w —Q¥] . N
AP —
(EEYH—ME) (%) n=3%1 Bk e
<15%LLT >
HRlEME (B)) n=3%1
<60 FHEIN > 31~36 28~42
EHME (%) n=3%1
<154y, 8B%LLES 100~105 99~106
&8 (%) 8 n=3% . s
<95, 0~105.0% > 101.6+0.8%4 100.9+0.8%4

¥1:3uv b %£uvhn=3 X2 & OFEBRWE : 3.0%LL T, REEYE : 6.0%LLT
3 FREICHTDEAE (%) ¥4 EEfE R (SD)



(2) HwEEOREESR

OT HNAR—A 0D $E 50mg/NIG) @it 40°C [ - KA ]
FABRIA H =RV PRAT-HA R
<> FH5 BHAGIE 3»H
e g | MZKAL EDREETH T EDREETH T
_ 1@%1@85(‘;?&J:> MZKA1 98.2~105.9 94.0~104.7
%ﬁf MZKA1 100 98.7
2
Eﬁﬁ(f;%(liﬁg)) MZKA1 7.0 3.9
OF HLR—2 OD 4 50mgNIG) Mm% 25C - 75%RH [ - Bk
RERTA H = PRATF- AR
< B> &5 BAhh 3% A
<Eé~?&%é%km§?ﬂﬁ%i§ﬁ> MZKA1 HEDFE T - 7- WHADFFETH 7=
<1§%§@85€;@ e MZKA1 98.2~105.9 99.0~105.0
%ff MZKA1 100 98.6
2
@(T;%(Ei)) MZKA1 7.0 1.2
OT7 VR —A OD $E 50mgINIG) e it [Hof - [ER]
AR E R oy R R
<> FH5 BHAGEE 60 5 Lx-hr
<Eé~?&%’£%>ﬁuﬂﬁlﬂﬁ”ﬁi§ﬁ> MZKA1 D HEE Tl - 7~ D HEE Tl - 7
<llﬁfﬁs5€;ﬁ e MZKA1 98.2~105.9 99.6~108.3
%ﬁf MZKA1 100 98.9
(Z%E1H)
B (ko) MZKA1 7.0 3.9




O7 R —A OD 8 100mgINIG)  #Ea%E 40C [ - KA+
HERTE H =N PRAT-HA R
< K> H BHAGIE 3» A
e e | MZKBL AEOREEThH -1 AEORETH 1
<1?,}:\uj%85(f& e MZKB1 99.6~104.3 91.4~99.9
%ﬁf MZKB1 100 98.9
%
Eﬁﬁ(f;%(f{ﬁg)) MZKB1 10.5 7.9
OT AR —A 0D §#E 100mgINIG) fEaldE 25°C - 75%RH [ - BAKK]
SKERTE H oy k PRI
< B> &5 BR A 3% A
o e | MEKBL AEOREThH -1 WA EOREE T -1
M (%)
s e s MZKB1 99.6~104.3 99.7~103.2
ifff MZKB1 100 100.4
(ZE1H)
EH (kg MZKB1 105 1.4
OT AR —A OD # 100mgINIG) gt Bt [Hok - KBRS
RERTA H = TR R
<> &5 BHAGEE 60 5 Lx-hr
PR . . . .
ot e~ | MZEB REOERETH-T- BMEOERETH-T-
wHE (%)
n g e MZKB1 99.6~104.3 99.8~105.3
%ﬁf MZKB1 100 98.9
(&1l
) B (o) MZKB1 105 5.6




. RAEERUBRBREOREN

PAROrA
. fFl & DEREZELL (MEEEMEL)

LR

. B

(1) BHHER

<7 F1/ViR—A OD $ 50mgNIG ] >

BIREISL O LW P RZENRBR T A R T A L FEO—HYEIZ DWW T (FRk 184211 H 24 A
FERFAIE 1124004 )

BN ESE
LiE - AARERS  WHRBE N RWE
[ldsd M OViRBRTR : 50rpm (pH1.2, pH3.0, pH6.8, 7K) , 100rpm (pH3.0)

CHE]

- pH1.2 (50rpm) TIE, FEAERFIOFELEEEHEFRDI60% K N85% UL D2 il T, K
s D SRV HH 2R AT E BRI O SRR R £ 16% D#iPHIZ 7o T,
'ﬂBO(%mm)Ti FEEUERLAI O SV HH 3R H360% M2 N85% (11T D 2/ ;S IZ T,

85% I DIRFAUZ I UNT D I, A5 D S SR TAR HE R D 2 H =R £ 15% D i
W& o7,

- pH6.8 (50rpm) TIE, FEAERIF DL HERDI60% MK N85% T D 2IRf sl U T,
85%fTIT DI RUZISUNT DI, AR i D -V H 3R AT T A 0D S 2510 H 3R = 15% D i
2 o7,

- K (50rpm) TIE, AEAERIA| O FEIEHI D 60% M UR85% T D2f s\ T, ARfdD
SELEI H SR A YRR O SR R £ 15% O FAFRIZ 72 o 72,
- pH3.0 (100rpm) ~TiE, FEAERIFIN ORI E HIZ1550 IS EEI85% LA FiAH LT,

PLE, A5 o ZE) 2 il L g U725, 50rpm (pH1.2, pH3.0, pH6.8, /K) @
BT THEMFRRIEERBR T A R T4 2] OHELREICEHE Loz, B, M
BUKINFe 546 O MBI 2 FRAE & L7238 1200 o fs R, WA A 2HIZ A% TH - 7,



(7 H il R)

BHE (%) pH1.2 (50rpm)
100 | -0 ~ _}
80 | -7
rd
60 g
e
40 + s
20 ,’K —e— 7 HJLFR—ROD#E50mg NIG]
4 - & = RERA (EEHE 50mg)
0 b I 1 I
0 10 20 30
B (9)

BHE (%)

pH3.0 (50rpm)

100 ®
_- A
80 | -
A—
60 |-
40 .
v
20 _ A —e— 75 1HK—20DgE50Mg TNIG
o d” - o —{BENH (HER 50mg)
0 10 20 30
EffE (59)

BHE (%) pH6.8 (50rpm) BHE (%) 7k (50rpm)
100 | -® ® ® 100 | - -0— —e
- =-A A
80 - 80 e
_ AT pmm
60 A” 60 X -
40 | -7 40 e
20 ,’A, —e— 7 /1)L7R—ROD#fE50mg NIG] 20 ’A,—.—Tjj}lﬁﬁ—ZODﬁSOmg TNIG
7 - -$: |]|3t‘uy - — BRI (L@,
o o = RERF (EER 50mg) o o s &~ — MK (LB 50mg) ‘
0 30 0 30
B (49) B (99)
EHE (%) pH3.0 (100rpm)
100 - —N
Cd
80 + -7
Cd
P d
60 A
40
20 | —e— 7 71 LR—ZOD§50mg TNIG]
- & —FERF (EERR 50mg) ‘

15
Befl (9)




<7 A1)V —A OD % 100mg/NIG | >
HBIEEIL S DLW FIRIEVERBR T A N T A L EO—E K FIZoWT CERR 184F 11 A 24 H
HRAHAIEE 1124004 =)

ARBR S
EE - ARERYT  EHREBRE N RUE
[Al#EEL K OVRBRIE « 50rpm (pH1.2, pH5.0, pH6.8, 7K) , 100rpm (pH6.8)

CHIE]

- pH1.2 (50rpm) TiE, EAERIFOFEETEHEHED60% K N85% L D2 il BT, &
st O YA YA HH 38 L R TR B 0D S RA) P HH 3R = 16 % D FEPHIZ 72 0 o 72,

- pH5.0 (50rpm) TiE, FEERIF ORI D 40% K R85 % T D2 il W\ T, K
it D S22 TAE HERLA O s R £ 15% DI 22 o T,

- pH6.8 (50rpm) TIE, FEAERAIDSELTAHFE340% M 85% T D2RF I BV T, A
it D S22 TAE HERLA O PR R £ 15% DI 22 o T,

« /K (50rpm) TiE, EEUERLEI ORI RDN40% K ON85% T D20 sl BT, ARhD
AT R A Y R O SRR R £ 15% ORI 72 o 72,

- pH6.8 (100rpm) TiX, FEHERIFIR OARMITE HIT155ANICEEI85% UL Fiat LT,

PLE, A OB H 2 ) 2 el b i U 7= k55, 50rpm (pH1.2, pH5.0, pH6.8, 7/K) @
MR BNT [RSNGB T A KT A ) OHERIECEAS Lo T-, 2B, i
BN 5.4 O P 2 P54 & U 72 3R )20 BR O f5 5, WA T AW RS CTh - 72,
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(7 il AR)

BHE (%) pH1.2 (50rpm) BHE (%) pH5.0 (50rpm)
100 ® ® ® 100 | —— —0
80 - - = A 80 L _ - A ————— ‘A
60 _ VA e - 60 |- -
40 _ X 40 |
20 _ A" —e— 75 L£—20D4E100mg NIG) 20 |f A —e—7HLK—RODEE100mg MNIG]
o & -t T*Eiiﬁﬁll ("Eiﬁﬁ, 100mg) ‘ o & 4 -t T*%’éiiﬂﬁll (%E‘ﬁ, 100mg) ‘
0 20 30 0 15 30 45
B (9) B (5)
FBHE (%) pH6.8 (50rpm) BHE (%) 7K (50rpm)
100 | —0— —o 100 -® o- Z
- = ——-
L - I
80 .- A 80 _a-- A
60 - - 60 -
40 | 40
20 |f A7 —e— 7HILEKR—ZODFE100mg NIG] 20 —&— 7 /1 )L7R—ROD#E100mg NIG]
o 47 =& T HENE (R 100mg) o A - & —{EWH (EBR, 100mg)
0 30 45 0 30 90
B (9) B (9)
BHE (%) pH6.8 (100rpm)
100 | —e ——
80 _A-T
Cd
60 | _-"
X
40 | .
20 |+ “—e— 77 1LK—20Dfk100mg INIG)
0 ¢ s - 7*?7’%@@%‘] (%Eﬁ 100mg)
0 15
B (9)

8. E£MEMRERE
M EE R L
9. HEIPDOERES OHERSHERE
(1) Egra~hr77 44—
FRBHA B OIEYERIE D DAFTZ AR v MIREAEZ R L, TN OO REEIFE LW,
(2) BERMHERBRE AN THROCEHIE )
YRAN AT EVEIC X VB AT 9 L &, R 340nm (26T 2R E AR ET 5,
10. HFPOFEIHSDDEE;
Rk~ N7 7 14—
AR« SN ET
BEHH : 72 b= b UL, U EREREIRIR IR
11. A
GAS BT
12. BRAT HAIREMED H LMY
M EE R L

11



13.

14.

ABSRDELRSR - NS RLERRICEAT SRR
PAROrA

T Dt

7L

12



V. ARICEY 5HE

1.

RAEX IR

BERIR O BRI MAEOUEE (7220, BFFRE - HEREC > Tb Hombi=2 t o
—APFLNRWNES, ITRFERE « EERIEIDIN A TR D Mg T L <i3f oA
U BF 2 L TO D BE THoRmE= > b — A MG RenGaIcRS)

. RERUAE

T HNR—A L LT, RATIZEF1E100mgA 1 H30E, BEAMIEO®EET D, =720,
1A150mg &k » #5-2BtA L, ZEME2M#RE L7290 210100mg~EET 52 L L TE 5,
72, A, ERICE Tl T S,

<A - HEICEET A6 H EoEE >
ARENIOWENTHRREET 508, OFEOREN SIS D Z & 1d72n =, MER XIZ/K T
AiATeZ L, ( HEA EOFEE] OHEZR)

3. ERERAIE

(1) BET—21\v5—
MR L

(2) ERERZHE
LR L

(3) BRERERERR

BB L

(4) BRI

BB L

(5) REERISER

1) REALATRAERRGHER

BRI L

2) HhEEHEER

BB L

3) REMHER

BRI L

4) BE - WEHER

BRI L

(6) ARHEHR

1) FERRIRAE - BEERARRE FHRE) - RERFTRERER (TRREREER)

BB L

2) REBFHELTEBFEONEXIIEE L -HBROBE

FAROAYA

13



VI. ESEREICEY HRE

M#EE (mg/dL)

160

140

120

. REZNICEEH SILEMNITLESYEH

a-7NayZ—EHEA (R7VR—=R, 7V =)

. REER
(1) VEFERLL - EFBE®

T AR — ARG 2 A L, NERIR BB DRl F-f% LIS E T 2~ v 2 —8,
77—, a - TXARN)F—BRED o VVasZ—8 (SRS 25 afHEL,
THER OB~ O REMEIT D, £, WER, EERTO T X7 —BiEEe bIEETS
TERZ RS, 2 b OMFFERIZHRAHE TIE R - 7 TH 0, HEFEPIGEIEA
ELTHAESIT BN TN D,

(2) ENZEFRSITHEEBRAHR
<7 A1V AR—2 0D & 50mg/NIG | >+

BRI EILS D EWFHIRIENERBR T A R T A L ZEO—E ik EIZ oW T CERR 18 4F 11 A 24 H
HRAFAIE 1124004 =)

O/K TR

7 J1VAR—Z OD #E 50mg [NIG) &R (FiEsE) 2, ZThE 18 (T LR —A
& LT 50mg) R A 12k 150mL & IS BRI 1 55 L RO B, Wand
TR RBESRICIE L CHEER ERIHEE R L, o7 T A—% (AUC) 22\ Tt
AT AT o ToRE B, WA O A R S SRR S v,

XA 10 %I 3 BEZ AT L7z o B E 2 & L7z,

Ok 72 L TR

7 AR —A OD $E 50mg NIG| Z/K7Z LT, E#ERA] (Emee) %7K 150mL & 32,
ENEN L EE (T HNAR—AL LT 50mg) FERERA S 112 HLAE 05 57 U 72 R i E
X, WIN G 77 B REERIC L CEE R LR Z2 R L, GO 3T A —4 (AUC)
(ZOWTHEGHIRIT 24T o 7o A5 2R, WA O AEM PRI R S 3 e S 7z,

XA 10 %I 3 PEZ AT L7z o B E 2 HIE L7z,

O/K CHRH F Ok 72 L CHR

o FHILR—A0D&E50mgIN | G]
o | EREERIA (88, 50mg)

180 r A TSER 180 © : PAH)L—20D§E50mglN | G)
g o AR (9B, 50mg)
THLE#REE. n=14 160 | (PS5 em
FHEEEERE. n=14
S 140 ¢
2
£ 120
_‘mi
3 g 100 +
80 80 f
oL . . . . oL L
0 30 60 90 120 0 30 60 90 120
5% 0E5E (min) RS EOEHRE (min)

14



M58 (mg/dL)

BN 5% D AUCo-120min (HAZ : mg + min/dL)

7 HILAR—A OD T 4 K| R "
R R
g 50mg INIG) | (@bt somg) | 2 Lo | BOBAH
KT
13287+2010 12731+1277 | 14491+2025 =14
IR FR n
Kz LT
+1468 128951129 | 14517+1646 =
g 12960 n=14
(Mean=*=S.D.)

AN ONE AUC D37 A —2 —13, #RE O=RIR, K OTRIRIEEL, RS ORI
(&S TRRD RN D S,

<7 J1VAR—2 0D & 100mgNIG | > °’

RIS ES L DLW SRR T A KT A L EO— W IEIZ OV T (FRk 18 4F 11 A 24 H
A SEA TR 1124004 &)

OK THRHFRF

7 F1/vA—A OD #E 100mg [NIG] &R (E@be) %, TN 16 (7 IR —A
& LT 100mg) FEREREA B F-12/K 150ml & BRI A% 5% LMo i, Wn
H 7T ARBGRHICEE L THEER LA 2R LT, o iz/"T7 A —4% (AUC) 122\ T
EHIRNT 24T - 7245 5, A O W R S DS RS S v,

X 10 3T T a HE A AT L 72 RE o OB 2 & L 7=,

Ok 72 L CHRARY

7 A1V —A OD §E 100mg NIG| Z/K7: LT, fEAERE] CF@bE) %7K 150mL &3z,
TnEh 18 (7R —RAE LT 100mg) A S T-IZHERE 08555 L 72 IR e
L, WIS 7 7 RBREGRICHE L CHER EAMEI 2R LI 55 7-/3F A —% (AUC)
(DU THREGHIRMT 24T o T2 /551, WAl O LM F R R MRS ERR S 47z,

G 10 3%\ afE oA U7 R o M E 2 /E L7z,

OK THRHFRF O/K7a L CHRHEE
o @ PHJi—20D&100mg/N | GJ . .
180 ¢ | EREAEAR. 100mg 180 | 4 ;g%;ﬁj?jéﬁ%ﬁ‘lﬂa%ﬁg |G
A TTSER B ad .
160 | T+ AR, n=10 160 | * ‘;;E;;ﬁﬁ .
140 | 2 140
&
120 | E 120}
)
100 | g 100}
y
80 F 80 ]
ol : : : - o
B S5#OEE (min) 40 54 DB (min)

15



- 8K 545 D AUCo-120min

(HfZ : mg * min/dL)

BN ONE AUC D37 A —2 —1%, HE O=RIR, KR OTRIRERL, FFH%E O
(X o TERRD RN D D,

(3) {ERSTUB - FER
BB L

16

7 HILAR—A OD 2 8 K| b e "
e ¥R
$£ 100mg NIG) |@%#E$E, 100mg) L 7Es BEE R
KT
12360+1599 12703+1149 | 14916+2034 =10
IR FR n
Kz LT
4+680 12087+841 14147+1148 =
s 1256 n=13
(Mean=*=S.D.)

BRI



VI. ¥MEIREICRET HIEE
1. mMAREDOHRS - BIEE
(1) AERLENGOLHRE
ZMEE R L
(2) EEmPREDZERRE
M ERR L
(3) BRABRCHRASn-IHRE
MEERR L
(4) Bz
M ERR L
(5) BE - fHHAEDEE
( VIl 7. MHHELEH] OHEZR)
(6) BEH (REaL—P3y) @BHICKVHIBAL-EMERSEEEER
MEERR L
2. ¥EMEER/NTA—4
(1) BiTHE
M ERR L
(2) BIPLEETEH
MEERR L
(3) "AFATFRLFEYT«
MEERR L
(4) HREETEH
M ERR L
(56) VU7 VR
MEERR L
(6) HMEHE
HEERR L
(7) MFEQHEE
M ERR L
3. }R
MEERR L
4. S
(1) Mik-KEMEaEME
M ERR L
(2) mi&k-RadRErE&E
( TVIl. 10. #Fhw, pEfm, RARF~OEG ] OHESH)
(3) it~
( VI 10. %Fhw, PEM, RILHE~OEG | OHESM)

17



(4) BBERAOBITE
MBI L

(5) ZDhOHB~DBITHE
MR L

5. s

(1) KEEBLR UK HEHER
MBI L

(2) KBICEAET 5B% (CYP450 %) D49 FiE
MBI L

(3) MEEBNROEERVTDEIE
MR L

(4) KEMOEEOHERULE
MBI L

(5) FEHERBMOEERN/SA—4
MBI L

6. Hift

(1) BEltERa R ViR
AR L

(2) Btttz
MBI L

(3) HEitthERE
R L

7. FSYVRR—2—ICET H1ER
AR L

8. BREFICLDBREE
MBI L

18



. &2% (ERLOIES) 1T HHEE
1. BEENRLEETDER
AR L

2. EENBELE0ERA (RAIEEZED)

BES (ROBEHFICEIFBRELEZWNIE) )

(1) BEIES b—T A, HERFESIEIRTERED BE (R O AU AL D007
e MU DS TE AN & 72 D O TARAN O 51308 & 72\ ]

(2) HIEYYE, TiTaitk, EEIMEOHDEE (4 A ) X 2 MBEEENALEEND
O TARFNOHE- 1T X 720 ]

(3) AFNDORIZX L CRBUEDOEER D & 5 BHE

(4) W XAITIER L T D TR E D & Dt N ( [iEhs, PElw, WHmE~O&R L] OHSH)

3. FEXFIMNRICEET HERLOIBLEEDER
PAROrA

4. AERUAEICEET 2ERALOIELETDER
(V. 2. HIEROHE] OESMR)

5. REREABTLTNDER

[REERS5 (ROBEICIIREICRETZL) ]

(1) fOPERIFAIEZ G SN TWDEE IRV IROEERAFHET 52835 5]

(2) BIMEFIROBEEIIBAZEOBEEO® 5 B8 BT AEOHIMC LY, BAZERS S
PNAHZERDH D]

(3) BBEEDH L BHE [(AFOBRGIZX G, e, THEOE(LEERZ BT 5 ]
REMED & 5 ]

(4) HELIHBEREDH 5 EE [REHIRESAFZETH Y, MEEFIRREARKE < ET
LHBLENNH D]

(5) EELBHEREDHLBE UEICBW T LT F =027 U7 7 A 25mL/min Aii
DBFIEL LT O HiEHEE . RF & OVEHEREY) B B RE R # I
TR A~ LR T 2 L AMESN TN D]

(6) BT L~ NEEERE, EEO~LV=T, KIBOKRAE - ABHEDOH 5 EE NI A D%
AERINC L - C, JERDE(LT 22 L0355 ]

(7) @ ([ERE~ORY ) OESHR)
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6. EELGEXRKIBLTOERARVRESE

(1) hoRERISHE L O L7ZBEIRIIER S oD ZLRHLDT, ZhbDHHF L

(2)

OHFARHTIMEA & S PRGT 5, SUTMOKERF A IO H B2 5 70 SIEEICR
G4z L,
BT TARIIUAAE IR e O DRI TTIEIC DWW THo3atld 5 Z &,

(3) BUERTRFEOHERITRERE N HODOND ZLBDH D, TN LR GG ER 6 »

(4)

(5)

(6)

ALNICRO GG HE N WOT, &5 % 6 » HE TIEHA 1, 20% & EHRY
TR RERR A 21T 5 2 &,

AR ORI XY, THEEEAW - 5, DRI FOMESRREERNRET 5
ZERDDH, INHIE, —RICFFORE & EHITHRT D ENRZVR, ERITGT
T ED D WITTHLE N T ABERFIOHZBE L, @E Tz b nWGaidks %
i nz e,

WERIFE OFZW D3N LT BE TR L CoORBEHE2EBET 52 &,

PEPRIR LIS & TMBERE SR & - IREEIGIESE, BERPELLOFER (BIERER, & AR
B, FRIUERERESE) 2 AT 0EENL L ZLICHEET DL L,

AHNOEEIL, FERFIGEDIEARTH 2 BFFIE - BEWRIEDO L EZ1T> TVWDHEE TIX
BE O, A% 2 BEREEA 200mg/dL UL E A2 RTHEAICR S,

(7) ‘HPRE - EBEVRIEIIN A TRE D MR TSI A o R Y ABRFI 2R L T D A T

(8)

i, ®BEOBROZEERIBEEIL 140mg/dL LA L2 BL L+ 5,

AFF G T, MEZ EHRICHRET D L L bIg, Biae FaolcBlism L, ®Iick Gkl
DB OWTHEREZHL ) Z L&, Aflz 2~3 » A5 L THRZ M 520 %
NG5 2ty (Bl IMLAE T RAR MBS 2 BFIE2S 200mg/dL LA FIZ = hr—/LTE 7
W E) IZiE, KFVEEIEEXONDIRREADEFLEET DL &,

ks, BEMAEOIy7a= e —b (EFARMAE CRZ MY 2 FrF{E72% 160mg/dL LA
T) BREHH, B EERIE I TN HITINA TR A fopERE TGS L <A R
U B 2 2 OR T LW S 5551213, AFIOR S 2 ik LT %
21179 2 &,

RILPEEIRZE 232 &8 H 50T, EmPTfEE, HEHEOERFITHESE L TV EHIC
BE5THLIITEFEETDI L,
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7. HE%EHA

(1) tRERLZTDER
AL 2D

(2) BtREE L ZDER

BHREE (BHRICEET S L)

TIR 7T K
75y R
ZILIR T X RRIRA|
TN T =)
v T A RRIEEA
A RV UM RRE
TRV R
AR Y HH|
A A ARPUESGEA
| AR VAN (-1 /3
TR ZH A 1% A R T A5

HDOT, ZDXDRIERNE
O OHNTEAIZITY a BT
T Rz RT3 5,

A BSRAEAR - HEESTTE B - falbld v
AR =0T LT R EEA IRMAED & S s Z &3 H | AEFCHERRP I ZE O Mo 1

PV AR 0 Wl B R SR SEE 1
PN %,

T T X AR P E A

W HEET S,

FFIY=F
IF/Y=F
EREBER IR IE L 2 0 bR T | SR RO EOTEBIC | 2 kAN £ Y f o BRI
TR 2 H 589~ 5 SEA1 RO AMEMICEET 2 & | Folbk TERREMR S h
B ST LbIT, ARIOBERIGRIE | 5L = A1, KA
U F A fEABID S 2 L IC L 2 B8 | BEMEA D 5,

LROHEIRF SR & 2 o MR T

BEPRIR SO ] LD EF IS

FEREHANZ K0 o BE RIS

VEH % k559 5 ZE5A FEHOMAEEMICRET S & | oMb TIEHNET S
7 RLFY v E BT, ABIOEEWIGELE | 5 & Z A2, AKFIOFE I
B R AR TERMRMbO D Z Lz X228 | BIREERANND S,

BRI A L 2 W+ EET 5,
vaIxvr AFEDOPEHICL Y DTy | BHEFOEMIAHTH
COMHFRENMETT52 8 | 5,
NHDH, £z, DEHI T
BEOEFELED LT
%, DAX T DM EEE N
T LRI, Yax
CORGEERET 5 E
Ul 72 L 24T 9
Z7vHa—2 HAbas R OBIEH e X v | AFRIRFND, AFOIERIZ &
Z 7 F b=k DEREMENH B, HARME OO “EFE S L b

C FH L~ L BATL, 1
PHIEIC & > Tt e 20 %
Ziinh, GRS LD A
RERENRNT B THERES
5.

BRIKAL M T AL 5 A
VT AL —B L%

[EUI2F Soilta: 7 39 dE3 )
REVEDN B % o

KENE a-7 X 7 —BIEED
EEMZAL, —J7, KK
e LB R AT o7 2
7—BEEEA LTS,
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8. ElI{EH

(1) BEMEADOBE
ARFIN AL FH RSAE T A S O BIVE FH S B EE 23 B & 72 2 A 2 S0 L TV 7220,
(2) EXLGREMER LG (B RH)

1) EMRBE : oOFERFHIKE OOFH CIRILER H b d Z LR b b, i, MOFERFE
A L2 WGE THIRMBE R HE SN Tnd, RANT ZFHEOMAb « RN A
JEXE5OT, RIMPEERARD DNGEICIT Y afETIER 7 Rz it53 5
72 EHEIRE AT O Z &

2) KREAZE : MEHLREns - i, MRS S Hbh, BT ALEOBIMC XY, BEAZEN
HbobbdZ ENbDHDT, BIELHoIAT, il 2180, TREZEDOERN S &
ARG ERIE L, @EURMEEZITO Z &,

3) FF8AERES, B : AST (GOT) , ALT (GPT) ®_bH4% ¢ > BEE R ATHREREE,
HHEHNS DO END D, o, BUEHXRORENH D, HGHLEE 6 » HET
XA 1E, 0% b EMOICHEIEREZIT O 72 EBIZZ2 01TV, BENSED S
NESEIEREARIEL, @URLEERTTS 2L, ( [EEQERNER] OES
)

(3) EXLEIER (BF)

ERELGHEZEH COREESEMESE7Z VEZ7IE : 5K (R UV R—2) T, EER

HFREZE P 5 L 7= 35, RS2 L L CE T VBT MENE L, EilkiEE 2

L DWENDH D DT, PHERNELZ+HICBIEL, BEPRD ONHEITTE DI

a3 57 L2 @E 21T 2 L,

(4) zothoEIEA
LIFD X o RBIWER NGRS SN EAICIE, ERICE U CEIZRAEZITH 2 &,
BEEEANBA
T M - Bolpy, WS, SEEEECR, TR, MO, (R, UES WR
M, BRI, BROUE, BKE, HIEAR, A, B SEERIREEE
B B OEY | BB, TOF
FrangR BEE - BEERE, D FEL, LOWU

" g | AST (GOT) BN, ALT (GPT) E3, »-GTP LJi, ALP L5, LDH L
%%'1_

i i3 B, FIMERECD, ke
t O b FEIE, 1ZTCY, MR, SRR, SR
) BHEEPIETLIL,

(5) BREARERRAEHEERUVERREERE—E
BRI L

(6) EBEKSB, AfHE EEERRUFHMOAERSERINORERAREHE
BRI L

(7) Y7 LILX—I2x9 3B RUSEE

1) BB AANORKTTx L COHBUEDOBEEREO & 2 BEITITHREG LT &
2) EOMOBEMER : HEUE &2, T8 BHODbNWEEIC3REGETIET5Z L,
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9. BlREADRE

i E E SO T RS SN L BEISH L TOMEAE (1 B 50mg) 7 6% 5% bl
L, Bz Mol BEZ L bEEcRET52 8,

10. 48R, =R BIABRE~O#HE

(1) # XIFTR L TS AEEMEO H 5 NICIT G- L2 &, BHRTORGICBET 5
LEMEIIMENT LT, ]

(2) oG T E Lz EnZEE LY, [BER RHLT v ) TP~
T95ZepmEIhTng, ]

1. MNRE~DEE

A KERE, HAR, 2R, U/ NRISH 222 eM i3S LTy (B FRRER
DITRVN)

12. BERRERRICREIZE

AFIRA I M5 L,5-AG (1,5-7 v B Ra Ly h—u) a2 RTZE083H 5, 1,5-AG
OWAEFERIT, Mz he—LOBREL IRV OTEET A L,

13. BEES
KR L
14. BRALOEE

(1) SHIZZAH : PTP ALEED AL PTP > — 2 bW H L CTIRAT S L ofgiEd 52 &,
(PTP v — FOFRERIC LV, fEWGLA S BERME~FIA L, BIZITZEALA 8 2 LTt
[RIRAREDOEEREIHEZ IR TS Z LRGN TND, )

(2) IRAE : AFNTFO LICOFERZRE S EF TR D5 L, AEZER O A CTIRA A
RBThHDH, £, KTRMNTLHZLHTED,

15. EDHDEE

SETORBERANZGRE Liza L 2F T 3 VBIEIE Ot HRBRICBWT, KAEIOL)E
(FFlIZBRA VAV VEO EROWN]) EEIn-EoRENRH D, a1 AFF I UM
FNIARFIOVERC B L2 KETBENNHL2OTHA LN ERZEE L,

16. Z£Dith
N RLRRER L
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X. FERBRARICET HHE
1. REHR
(1) EHEEHAR (V. EHEXEICETHHEE] 1)

(2) BIRRFEERHER
AR L

(3) REMRBEHAER
LR L

(4) TOHOIEEFER
AR L

2. EMHR

(1) EEEEsEER
LR L

(2) REBREEMHEER
LR L

(3) EERLEEMER
AN Y AP

(4) TOMOBEHKREY
LR L
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X. EENBRRICET HHEE

1. BHlRXS
W 7 H VR —2Z 0D §E 50mg NIG | WH RIS (FE - EREOLR LI X
7 J1 ViR — A OD $ 100mg NIG AT L)
RSy | TR — A Y LR
2. FMHMXIEERRR
SNEEICFRR OB HBIRNICER T 2 &, (34 BEMERBRE RICESL)
3. & - RESH
FIRRTE (WERMENRTRNO T PTP v — FOIRBETIRIFT H 2 L)
4. FHWMBPWOLEDIER

(1) ERTORMYHRVLOBERIZDONT

( THTE - RAFSRME) OTZM)

(2) iﬁﬂf&ﬁﬁd)ﬂl?&b\l: DWT (BEFICHEITRELAFHSH)

BEMERLTARNH, <FVOLEBY : FH

(3) AFIFHODBERIZONT

10.

YRR HA R L
. RBEHSE
ML
. ag
W 7e 4 PTP
7 B AR —2 0D $E 50mg NIG 100 & (10 $£X10) , 500 #£ (10 #E X50)
7 B VAR —2 0D $E 100mgNIG | 100 2 (10 #£X10) , 500 #& (10 #EX50)
. BROME
PTP : RV = LT 4 VL, TIAI=LE
. B—H5 - R%E
[Fl—p%sr © 7 /va,34 0D & 50mg, 7 /L2234 OD #E 100mg
. BFREESERH
A~HA
SERGERREA AR URBES
W 7E4 SEAGRAEH B IR
7 B ViR — 2 0D $E 50mg NIG 20134 11 A 21 A 22500AMX01873000
7 B LR —A 0D & 100mgNIG) 2013411 A 21 H 22500AMX01874000
[HAR7E4 ROEAGREA H ZCAiey
7 B LR —A OD B 50mgl 7 /3] 2013411 A 21 H 22500AMX01873000
7 HviR—A OD $E 100mgl 7 /%) 20134 11 A 21 A 22500AMX01874000
IRAR7E4 SEAGRAEH B IR
7 B LR —A OD E 50mgl & A 2 — | 2009 4 1 H 14 A 22100AMX00249000
7 B LR —A OD §E 100mgl & A 9 — 2009 4F 1 H 14 H 22100AMX00258000
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1. REBELENBFERE

12.

13.

14.

15.

16.

17.

{ongd

A AL AELHAE A

7 J1vR—A OD #€ 50mg INIG |

2022 £ 8 H 18 H

7 71V —A OD #€ 100mgNIG)

20228 H 18 H

[HfR5E4

At EL R IGAE H A

7 VAR —A OD $E 50mg ! 7 /3]

2016 12 H9 H

7 AR —2A OD §E 100mgl 7 /3]

2016 - 12 H9 H

IH R 7e 4

A AL AELHAE A

7 AR —A OD §E 50mgl % 1 93—

200945 H 156 H

7 A LAR—Z OD & 100mg! % A = —|

200945 H 156 H

HRERIBREM, RZRVAREEEMFOEABRUEZONRE

FA=RPAYA

BEERE BHMERARFABRUZORE

Y L
BHEEHM
% L

BEYRFIRERRICEY 51FH#
AANL, BEHIRICEE T D HIRITED 5TV,

&Ea2—F
4, A FLAE L L7 b | HOT( #7)
o EdAma—F | Ba—R | =a—k
. 3969003F3010
L — & e r p . .
7 71 ViR — % OD $ 50mgNIG (G Iyt o— ) | 621896403 | 118964303
. 3969003F4017
LiR—A ¥ [ P . .
7 71 /b7 — 2 OD $ 100mg NIG] (Gt — o) | 621896503 | 118965003
A4, E SIESIE s L7 b | HOT(9 #7)
- EESo—F | BRo-F | a—F
. _ 3969003F3010
LR — iz [ \ X .
7 J1 VR — % OD $i 50mgl 7 /3 (G i — o) | 621896402 | 118964302
7 J1 VR —% OD $ 100mgl 7 /3] 2969003F40LT | 621896502 | 118965002

(eI = — V)

RER#GHT EDEE
ARANTZ RN OB FEEIRL TH 5,
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1) HELGETHERSE HNER (ZEMERR)
2) HELEER TGRS &R (G HHER)
3) D% - 38, 51 (11) , 2386, 2000

4) HINEE - HrsE L ERAK, 58 (4) , 745, 2009

5) #)I%% :ibid., 58 (4) , 753, 2009

. TDHDSE
7L

. BEEH

. EENETORTRIRT
7L

. BB T HERERIRER

SEMRICRET SBHMER (A —X S VTHE)
AN BT 2 EOEBEOHDOGEH E A —A M7 U T E TR D,

Drug Name Category
F—ANZ VT DIFE acarbose B3
(2021 4 4 AHiR)

B P OME
F—A FZ7 U7 D45%E (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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XI. fEE

1.

BAF - IRFEIRICER L TRERAMZIT S ISH=> TOSERR

AHOFHIZEHT HEE

AR 2 Z T TOWRWREICET 2N E EN 5,

RBRTIEENHEL L T RVWARDBEENTEY, HSETHRHBSINL TV DLRBRGTIETH LN

ez FIEL LTI LT D,
ERUEFEDRAEN 2R T2 ETORZERTHY, MTHEOWNHEZRTHDOTERY,

(1) B8
BRI OREEAR

7 hILAR—2X 0D §& 50mg TNIGJ
7 HLAR—2 OD b 50mg [NIG| ORFeiErtE% 25°C « T5%RH OIRAESlE Tl L7z
R PRI IZIAROBKETHY, 1 HEIZIT S b0, 3 BFEIZITAROIE

/C:\&)Of:o

@ ik 25°C - T5%RH [FESE - BHkK]

] IR AZIAT
BT Y B
S Bk 10 51
AN A 3
PESR MZKAL | BEopkchor | HEOEA RO e e o

7 71JLHE—2Z 0D & 100mg TNIG]
7 HAR—2 0D §E 100mg [NIG| O¥FZEM% 25°C « T5%RH OfR-174(: Tt L
ToRER, MERIZBMERFICIZIAAOBM R TH Y, 1 BRIZIT—HERH Y, 3 HRIZITHAD

ThHoT,

@ ik 25°C - T5%RH [ESE - BHMK]

) IR AFIN]
BT Y B
N R AR 1 5 1
AN VA i£ 3
pi | MZKBL | meomkThor | HEOPE TR e oo

28




(2) HE - BANRUREREF1—J0EAY
7 hILAR—2X 0D §& 50mg TNIGJ

1. 8BBRAE

[ AR S v 3R ]
TAANY—DERA N AREHFETD, RIE 1HET AR —RNIZANTER %
R L, % 55COIEY 20mL # ]\ >7-, T 4 A H—2&E% LT 5 ohillkEk, 7+
AN Y —Z FT 15 [EEMEE L, BREMREORNZBE L, BORRENED b
BA, W5 ofiikEg, FRSEOBIEEZITY, REREORNREZBEZE LT,
FREOBIETIHY IR BEERE TR SN WA, BRIE1EE20a L, Bl e
MW TRIBZEEL, FEROBIEZITV, FABRE ORI A B LTz,

[t P kB
B DN ST2T 4 AR —5RET 2 —T1C8ER L, § 2~3mL/FO#EE THEA LTz,
F 2 — VIR AL BRI 350D 2 KT L, FEAMEZ OF 30cm oo & S E L
T2 BARIGHBEOHEKEFEAL CTF 2a—TNEES EEDOF 2 —TNOEFHOFEIZT
WA B LT,

2y b3S  MZKA1, MZKA2

2 HERER
IR AR B R
1//:*—2 \/r.1 N > SN
TR RODEE | o i s - R L SFr.F o — 7 il L 7=,
50mg NIG]

AR, THIREE &GN R7y 27 (K CiE)) J I THEMLE L,
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7 HILHE—X 0D £ 100mg TNIG]
1. 5BAE
[ A R R

T A AR —DER N ERERERY, BIK1EE2T 4 AR —NIZANTER h &
RL, 55 CHOIRE 20mL W\ \E-7-, T 4 AV —2#F % LT 5 oE®, 7«
2 —A T 15 FEMEE L, BREREBEORNABIZE LT~ KO RBRENZRD S0

Said, MU 5 oRER, REROBIEZITV, FREEBORIZBIZE LI,

EREDOBEME TS R ARBIRE RO G2 WEEE, BE 1 Ez5e L, B b3 THE

B MW TR ZREE L, FEROBIEZITY, REERB ORI Z8I5 LT,

L3t P AR ]

BRI DN S T2T 4 AR — 2T 2 — 712k L, ) 2~3mL/BOME THEA LT,
F 2 —TIHENFF GG DA 3 53D 2 KT L, TEANZ Z OR) 30em EOm SIZ[EE L
Too MABRICEHEOHKEZEAL TF 2a—THNEES EEDF 2 —TNORFYMOFEIZT

e Bl LT,

oy hES  MZKB1, MZKB2

2. HERER

A BRI R

i PERER

T ViR —Z OD §E
100mg NIG]

5 4y LANICHAEE - Bl L7,

8Fr. 7 = — 7 Z @i L7z,

ARBE,  THIRE REHRG A7y 27 ()

2. FDhDBEEER
L

CiEo) J ICHELTHEBLE L,
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