300109

XOX20184F 1 JkET (8 7)) K9

¥20164E10 HULaET

IS 7 Mk o Nl <

IR @AM, T VIR

UK 55 - 7SR b (TR A DAL )7 5612
XOHTLIL)

BOE TR Lok oEBIR

122 Rt EA
—2BIPE R R ia R —

HAEERmR D EES
8 7 3 9 6 9

$€15mg $£30mg
7K F8 % 5 | 22300AMX00224 | 22300AMX00225
FE il I 20114 6 H
W 58 B G 20114E 6 A

axgRry EA T 2V U IERRIESE
EATUIY =15mg"ZE.,
EATIIY =30mg "ZE.,

PIOGLITAZONE 1aBLETS 15mg ZE. * TABLETS 30mg"ZE.

BE (RDBEICIBELRVNI E)]

1. DARLDEERVDALDOEERED H 5 BE [EMMHRIC
BVWIRRIFEEDEMICHES KEEOE(LEEZASND
DEEOEMIAAS5hTEY ., £/, BRMICHDLFRLE
WEHDIWEIRELA-EDBEN H 5,]

2. EES M=, ERRETEX SaEE. 1B ERRD
BEHR. 12X IlL3ERHPASMIEDEBIED D
BEBD,]

3. EELHERENH ZBE [(AFEEICHETREE L
370, EETIHEINNH5B,]

4, EELBREETOHIEE

5. EERBPE. FINA%. EELMEOH2EE[1>2Y)
DERICL ZMEEENLEEN 2D TCAFTOERSIIES &
W]

6. AHORS I UBBEDOEETED & 3 EE

7. HENXIEERL TWBRIEEMD & 215 A ([1ER. EiR. 2
IIREADIRES |DIESR)

(#8 B - 1% K]

Wiesn | PR e | | iy 4 £ Gl — )
(1 %)

Y4 79 ¥t 7| #e | Hfa~

9fyﬁ&7yﬁ(%%%ﬁﬂi§

15mg [ZE ] | BB AD) | @ —
16.53mg w

(€27

y vk

[EREA| JEA 24
L C 15mg) [IEREH mm 2 mm

HiE 1120mg (ZE41, 15)

¥t 79 ¥t 7)) #e A~

&g s | (D RN /300

30mg [ZE ) | M AY) |t ; =
33.06mg
(€71

ié 7 }; BEE D 71mm JEA © 2.5mm
30mg it 120ng (ZE42. 30)

AMHME LT, WTNBIAFEKMA., AN AO—IBILD T L
ErROx AL ELO—R RFTTY BT TR I LE
EET 5,

[%h 8E - b R]
2BRINER iR
72720, TREOWThHIPDOBRETHL LRI BESIATA X
)RS TSN BIESICERS,
1. OREELE. EFHEEIDOA
QAEZEE, EEERICMA TRIKRZILY L 7H % EH
QBREEE. BHEEICMATa-JLad 4 —tHEH%
1%/
@REEE, EBERICNMATES7F1 RREH £ EH
2. BEEE. EEEECMATA X 8B %EA

CHNEE - IR ICEEEY 2 EALOEED

| MERFDBDMI VI L - BECH L TOABEREEET 52

L Eo FERRRLISMC BTAERER S - [RIEFRIESE . HERFRALO

DR (BMERERR . BAMERSHES . PRERERES) 2 H.

 TRAERBIHBILICEEYIRIE,

(A &*-A 8]

1. BEEZ EBEEOANDBARVEEEE. EBEEC
MATRIVEZILY L TR -7V 5 —EHERE
LLIBET7FHM NRERZFERAT 554
BE. RAICRKELF T U2V ELT15~30mg%1H1H
RN EHRRICROKRET 2, &b, M. F#. E
RICKYEEEBHT 2H. 45mg & LRRE T 5,

2. BEEE, BEBEEICMATA A CEHEERT 315
A

BE. RACREEF T U2V ELT15mege1H1EAR
AN EEIRBICEOAKS T 5, 46, M. . EIRIC
SV EEERTSH. 30mg & LRRET B,

Rk AEICEET AERALOEE |
D1 RESEBHZMECSCRESATVEINT, kHICH !
3 5335813, FEORBICEEL. 1H1E15»5#%
; ExBIBT B EPEELL, i
L 2. 1E1E30ng » 545mg (B L AR IRREA B L A6
‘ PELHSNTNBNDT, 46ng ISHET BH/EICIE. 37|
; BORBICEETBI L, ;
3L AR EDHABICEVTIR, FEFSCRES !
: TWwWaZeENS, 1B1E1GE »SREEBIBTEIE,
AHEEET 55 LFERVOLTLOER - Bz +
BCBBRLEPSEBITIZE, 222U, 1HRBEL T,
| 0mg EHWA LWV &, i
DA —RICERE CHAEERENSETLCVWSOT, 1A1E!
; 15mg 5 /EERIAT 5 ENLEELLY, ‘

(A LEDFEE]
1. HERS (ROBZICIEEICKRETSHZ L)
(1) RIZIBIF B EEITIREE
1) DARLRENDSTIDH 5 DHFE. PUE. DBFIE.
SOEEHDERESEDUDEREDH 3 EBE [BIRMIEEDIE
&AL ERESIEESINDP 55, ([EEL
EAREE]. [EXLEERIDEBESR)
2) X IdBHEERES (2] 0ESR)
3) RMTEFMEERENLBIBRETe[ENEE2 ST H
Th$H5,]
4) REARIKE, AlARE, THELASEN, B8
WEOTARNIRBERE[ELEZ ST ZADH
3,]
5 BMLVHRNEHEOEE* S THZIAIFH5,]
6) BEOT7II—ILENRE BELEESITEZADSH
3,]
7) EE (EHEADES | DIESHR)
(2) fbOERFAE RS HOEE (HEEAR]. [EXLE
e DIESRR)




RS

2. ERLGERNER

(1)

(2)

(3)

(4)

(5)

(6)

(7)

(8)

(9)

(10)

BRMFEEDEMIC LD EEZZ SN D ZEHI GRS

BHLU., SEDARLHIHEEHDVEIRETEIZEFHDD

T. TREORICEETDI 2 &L ([BR]. [EERS 0B

)

1) DARLOBERTDALOBREREDH 2 EBHICIZHRES
LEwnwzeE,

2) #%ERIBRETHICTV., FE. S AEEM.
DALEREN A5 N HBEICIEREFRIE, L—TF
REI(Z70€3 FE) OBRSEEEVNHELEBEETO 2 &,

3) RAGOZE. 2L KEEMN. EROEEISERL.
BEEPALNIBEICIEESICAFORBEHIEL.
ZRTILOBEEIEETSZ &,

DEREEXDHIEA»NHS5DNBIEPFHEDT.

TS OBERBREEZITOARETAFICHEEL. EEHPR

HOENEBEIZRESE BRI T3 55V IKET

PHEBEICHETIZ L, [Z2DMORIER]DIESHR)

AFNTBOERRAZEHA L SAICROBERE &
CTZEFHBIDT. ThE5DEREDHEARFICIZEL

(23 LEMABER R ' %2 OIS EIC DN TR L.

ABEBRETI &, ((HEFRL. [EX4RIER]IDIEA

ZH)

AEEBREIN-BETERBOREY X7 HEMNT 3

AEEM P BRICEBETELVDT, UTOARISEET

52 &, [ZDMDIEINDESR)

1) BEREAETFOEBREICEHRE B IIZ 2L, £/ 4
I, BERECEE*ET3RFICEATOERERV
EREETHICHELALET. BEDAE & EEICH
Wrdadze&,

2) BERBICKILSE. BENIZZOREICERBRED
JX7&+HDICEHBLTHLOBETEZE, £/, 8B
EhiCmbR. $8R. HERBEDOERYV RO 5N -15E
11X, BEBICRRTELOBEICIEET S &,

3) #EFRIE. THMNICEREZ XKL, EEHRD S
hi=BEIliz, EYEMBETS>2 L, £/, BE5K
THBMEL T, T2 EERETIZ &,

AEDERIEH S5 H» U HERBABOEARATH 2REE

E. BEHEEETHICT 15 A THRIPI T+ LGS

ICERWEBT R &,

AENEFEBT3HER. 1> EAMIHEEEILS

BEIRETDIZE, 12X VERMOBERIGBEE

(Body Mass Index=BMI kg/m2) T24LlE&H B W\ IE 1 >

2 R URREN RRERE MR 1 > X ) E TS5 w U/mLEL

rEF3,

BE T 2154013, 0¥, RIEZTETHNICKREL. FH

DOR&EEL SO, 35 ARKRE L THRP T+ EIHZEIC

E. WeLICMHDBEEADYINEZ AT &,

BEOMETIC, BEODLEI L EIHEX. BET

ZREBNIHDIIGEANHY ., £, BEOAESE., BPE

DEMRFIZLVRBRI» B BN, F+DELBBE

PHZ3NT. BEENE. KAEOHE. MiEE. REE

DEEZICBEENDS 2. BILHBE#RKENAIE. K58,

FEHORREIETET D &,

SH L MFETRECHEY. BRRERIRE, BT 2600

HBdZEPRMLNTHEYN ., KENCHEWTHHREFIH» H S

DTEETDHI &,

BMFEERESITIEN HZDOT. SFhfEE. BF=E

DEHFICHEL TVWIBEFIRE TSI EXICHEERT

6(:&0

a-7IAYZ—EHEEIEAE H45mg DHAICE S

TEMIIELL TVWEWEARRIEIEEAERW),

a- 7Y E—EREHR. RIKRZILILTREEIRY

AED3FN & HABRE T HHEDREMIIFEILL TVEWL

(it DERRREBRRE L V) . BHERRREI S £ 3 ERA

PEBRHENLTWDB),

EJ7H4 RREHEAF1B45mgDHHICE T 2%4

ML TOWAWERAREBRIEIZEEAERW),

3. HEER

BEREE (BRICEE TS &)

FLTRI R %
ET 714 RREH
A KRRV DIEERIE.
THRIVI UIEFEEIE
EIE A 2 X MBS
FFITUZ R,
SFTUZRAIVY I LK
i =
a-7 I3 4 —ERREH
RKT)KR=Z
THILK—Z,
2T M=
DPP-4fHEH
TOT)TF o REERIE.
SRGYTF ) CEEIEK
.
EVET)TF
UFFUTFL =
GLP-1 7707 85
S JILF K,
IxtEFFFK
IR L BE|

EEIEE BEPRIEM - B HZE - BFESE
PERBAE - EROFERFAZEHAL
2RIy LT REH RIS MAEER 2 RIRT
JUYXE K, 22N HBI3DT. AL
AR A BN NN EHEOHBERRICIE. KB
TJIVIZI K, ELOREERBTIHE

BEICKETZZ L,
ca-JNaLE—CEHRERIE
DO AIC & V)R M FEREIR H
BOLNAGZGEICIE Y aFE
TIeELL TRIEERET
52 &,

ERRAERCZOMEERETE | ZZOHAICMA S 5ICFKE
REHEBIIIRTE T 5 HHZ 6
ALTW3iHE

EHET 355013, HERR
REONFERLOTEICEHD

O¥EFR#< A ZE O M #ERE T /EFA
%188 T 5 A
Pogeiidiig =N
+ U FILEEF.
/73 UBLEERMAE
IR
747 7—- rROSMEM
fEREE
JLTFUL =

O¥EFR#= A ZE O M #ERE T /EFA
EREE T 5 A
7RLFY
BIERERILE.
FIRERILEY =

HMEERICERETBELED
(. AEDA >R ARFE
WEFAPIMDZ 2 EICLS
HEBITHIRTR L,

U772 EY 2 FEDCYP2C8%E
FEITHEH

V77 EYEHBETSE
Ex 7 U%J>DAUCH
BARET T2 L DWMENH S
DT, V77 ES L EHA
T 358 3MEERRLE+
DCBEL. DELBEICKE
KE|ZEBET B &,

. EEH

FESEARBERESORIFARRIGE VAR & 25HE

EERL TLEL,
(1) EXLEMER CEETH)

1) DRI EEHIVERETI2EPrHD2DT. &5
FIREBEEHHICTV. ZEB. 28akEHEM DR
SER - BUIR (BY)h . 8h1F. DB, BKE) »
HAONEBEICEREEDIE L., IL— THREE % 1%
5530 @Ya0BETD 2 &, FITODRLRIED
BThDH2U0EBEDEEIRET BRI XY
EHRATBEICIE., DFREOBRICEETE &, ([1E
5. [EELEKRITIE|DESR)

2) BIRMEEDEMICLDEEZONDIZFEIFH&HS5DN
BIEPHBIDT, BERETHICTV. FEIFEBDHS
hABEIZIE, BEHBWVWIErhiEd 34 EEY L ME
ETH52 &, SNOSDMBICE > THERIEEL L
WEAICIR. PEICE L TLV—THRZ(70€ 3 KE)
DEEEEERTDIIE, GH. TUERPI RV #
A, ERFAMYSHERESAICSVTZEORENSS
{H5NTHY., AF%1BH1E30mg » 5 45mg (ICHEE
LERICZEIPRBELAFESECAE5NTVS, Ch
SOEMICH > TR ZFEORBICHICEETSZ &,
(<A% - AEICEET 2EALOZFE>DESR)



3) AST(GOT). ALT(GPT). A-PENDELWVWLEREHS 9. TDMDEE

HeEEE., BEEI’ HOLNB2EIPHBDT. ER (1) v PRUTIRIZ24 » BREMHIROKRS L AREBRE TR
ICHFEEREES 2 A T2 A ERELIGEICITELICAH Z v NED3.6mg/ke/BLIEDEFICEREE, &5 0 7=,
HEERE A ER L. EEPBHOShAEEICEES%: % (2) BUATERL -HERFREEENRE LAEEHE(10E
FIET 28 EBEYEMEEZTO Z &, BOABE IR — MR ICHWT. BEREOREY XY
4) OFERKBAEEOHB T, BOEERI 503 ICHETEN A BEE RO SN L > b, EREDSR
ZENH D, RMFEERDPED O N-BEE. KEIH S HEUXJEMORIEEM 2 RE T 2EFMELREINT
WAL TV 2 BRAAZE S —BNIChETI 2 H WB1~4)
DVWIEBRET I A EEEICKE TS L, 2. KF (8) i A BARIESE (familial adenomatous polyposis :
DOEEICLVEMEEIRSBD S5 h5RICIEBEIR FAP) DEFLEMTCHBMInT I RICEE (AT YA
DaEEERETEY. a-FNaAT S —EHEAEDG JokRUOY A ) EROKS LEEZ A, EBE
RICE ) EMEERSED SN BT RIS BOMBUAZ S 4 HEASEEEDREN 53,
BET3¢E, b, RMPBEERIEA > X AR
B HENTIND, [ 0 5 B s
5) BAPSE. BiE%. CK(CPK) L8, Mt BRI 44 | EMEORBEHR o
OF> LB siEMLs 4 3BNGRBEN S 5DN 32 ¥tr sy /f/]?l5mngEJ§)é‘/‘ﬁik7]'7 DI AVAVE 3
ERBBEDT. CNDESHBAICIHBEEREL, & 30mg[ZE] L HEERA A, 7 OAF —N—HIZL Y TR
DENBEF>Z &, FR1E(EF 7Y ¥ LT15mgd 5\ id30me) fi i
6) EMRRI HODNEZEFH DT, T, Bk, Jﬂi}\%% SR HRRR IS U I E A R b AR &
MEREE. HEORY (RES) SrB0 SN BAIC EL. S NIFRBE T A =5 (AUC, Cmax) I22W0
. SRR ICHEXES . ECT. MiEv—h— =0 “C90%1.:FPEEF?(I CCHEHRN 24T > 72K . log (0.80) ~
EEERL. BEEPBADONAEBAI0IE. BEEhIE log (1.25) ®HFEFANTDH Y . WiH] O W22 R R S0 25 RE
L. BIBEERLE L HORSZDORETLEME £ iz
e, B4 45U &Y 415mg[ZE]
7) BEEFBERLEBIrREIN TV, T A—5 BENTA—Y
(2) %0)1&0}5“115% AUC (0—48) Cmax Tmax t e
preses : __ (ughr/mL)| (ug/mL) (hr) (hr)
et BETH éig%g Jy/ | 6765235 | 0742021 | 2109 | 53%16
A=Y Al AMRES. MR8 SRR 645+174 [ 0752021 | 21+11 | 51%13
L NEELS. CWEEA ) LERREE . § (Bel. 15mg)
1%, BOSBEE G, BAESIAL (Mean =S.D., n=16)
BREET | %5, 5. BE {natmt)
SH{bes ZE - B, BEARE. Y. ER. BB T
e, TR, FH. BOTE. BATIR 14 b
P AST (GOT) ER. ALT(GPT) L&, AI-PLEER. @ e SR sESEIZE]
y-GTP LR # 2r A [EEBIE GEAL 15mE)
BUMER [HF0. 5350, BE. RN, BEE. B €ty e =80,
. LUh 7
Z 0t LDHEUCK (CPK) D ER #4 BUNRU A 3
TLDLER. BEARTHINSTLOET. & 7
ERVUREADEM. BYh, BEEiR. 23 Z. =
S L MFETREICHE S BERRMEMIELEDEL. =
BITEY | PERFEMEIZEORAEX (S 8E 26)

A1) MAEEETEHNG@» AIC1ERER) ST 2 &, o0& = 2
E2) [Eg@%ﬁmgﬁ% (2)J NDIESR 0 4 8 12 16 20 24 28 32 36 40 44 48
#3) ZO&IuBEICIHEEEPLETEZE, i e

4) LDH EFXCK(CPK) LA H 5B &N HBDT.

RENVBHSNLBAITE, BRELF) S EMEE €475 ~&sone [ ZE]

N HENTRA—5 BENTA—F
£5) AEDBRMERT, L5 CBRORRAR LAY O B B o B X
BOSNTVS, T
¥6) ZH. FEMMICHE-THOHNBZEN BB, BNE sy B g6 a1 | 1122040 | 18209 | 87563
TEDERENPBOSNIFEICIIHBLZEORENEEE T L
BLEDLEMEBETD &, (. 30mg) 10.73+4.30 | 1.12+0.39 20+1.0 75+55
5. BEEANDRS (Mean = S.D., n=16)
—MRICESHE TCIEEZESNMETLTVWZOT,. 1B1AE (ug/mb)
15ng » SRS EBIAT B4 ¢, BIEARRICEEL. 88
EHRICBR LAY SESEICHRET I L,
6. 1R, . BIREAORS e

—e— EFJ)&J$E30mg [ZE ]
—A— AR (52%].30mg)
Mean +S.D., n=16

(1) ERXIEFIIRL TV B AJEEMD H 2B AICIEB/ELEV
ZELEIRFO/REICETIREMIIFEILL TUVWEHE L,
/. T MREMRERESHAERTIE. 40ng/kg LI L DR
TH-BRRECEROSHE. BEROEFROEEDY. 7
Y XBREURERSHERTIE. 160ng/kg & THREMDIE
TXRREFZAZh16l. - REECROSE DI 45
hTwd,.]

(2) IBAFDIBAICEETEZEERIT. XCEETHRET
BB ERILESEEZZE [Ty FTHARADE 02
TrHRESIhTVW3S,] . 5

7' ,J b%/\@;ﬂ'%—- . 0 4 8 12 16 20 24 28 32 36 40 44 48
NREFICHTILREMEIFELL TV AWV FRREIEV), BR ()

8. BALEDEE
EH TR PTPREOEFIEPTPY — b2 S5WWHELT MAEH R EE I ONCAUC, CmaxZ0 /85 X — 13, b
BAT2LOBETZZE[PTPY— FDBEERICKY  #F DR, A OTRINEL - W5 55 OB ST & - TR
WHASY BEREARAL. S5ICEELES L TH LU RN D 5,
RAXEDEELAMEEMRET I EHPHREI A TW
3,]

0.8

0.6

0.4

iR ARG - 3=




2. Ao
Yk 7)) & v sE15mgl ZE| K O $E30mg [ ZEJ X, HA
HRFHTIEENELRICED SN EF 7)) ¥ U RSO
BHHBICHEG L TWD Z EDERIN TV S,

(X % & 1)

fERE 7
A Y2 VEER BT 5 2 LIS X D BFIC B B
I L. SRR 31T 5 BEOI D 5A % & R % 8500 Mg
BT S D. 4 ¥ A VO EWTH B MM A > A
) AHIZER R ERALT 5 b O LW SR TS,

[Bxh 2 BT 2 IB{E2RIER)

—fk%  EF 7Y ¥ U (Pioglitazone Hydrochloride)
(JAN)

W MR Ty sy

1b%% . (5RS)-5- {4-[2- (5-Ethylpyridin-2-yl) ethoxy]benzyl}
thiazolidine-2, 4-dione monohydrochloride

3 F3% ¢ C19H20N203S - HCI

S 392.90

MK,
H
HsC =~ °N S
3 /\O\/\ m/\go HAl
A NH
Y o)

YA T EIS

PR EF Y gy BRI AR ORI RO K
THbo NyN-IRAFNLVENVLT I FNLIEFAY ) —VIC
RRHEITRT L, Y 2 — 1 (995) 12Tz <L K
WZIFE AT 2o 0.1mol/LIBMRERHIZIAT 50 N,
N-V A F RNV AT I FEHEE (1-20) @btz R s
&‘/\O

[BRV EDFEE]

1. &
EHIIRANTDH > THBHERIZ R B ERL» TS
&,

2. REMHR S
PTP/%E (PTPY— b2 7N I ¥ u—/a3E (EBAAD)) K&
UNTaE (R F L oA WHEAIAD) - %) Lz
D% 7 mHEER (40°C. MXFREET75%. 6 1) DR R,
¥ 7)) 5 v E15mg [ ZE ] R O $E30mg [ ZE | 1Z#d o
BB TIZBWTOTN L 3EMEETH S 2 L AHE =

n7z.
sl %]
Yt 7 5 vgElomg[ZE] PTP 10088, 4208%. 5008¢

N5 50058
¥t 7)) 7 §E30mg[ZE] PTP @ 100%8. 420%%. 5008%

#[E B X B
1) Lewis, J. D. et al. : JAMA., 314, 265 (2015)
2) Korhonen, P. et al. : BMJ., 354, i3903 (2016)
3) Azoulay, L. et al. : BMJ., 344, ¢3645 (2012)
4) Hsiao, FY. et al. : Drug Safety., 36, 643 (2013)
5) AR TZE (BR) @ AW A S BRI B 5 2 R (fE
“H
6) AR T BR) - BHRBICHE T 258 GENERD
7) SE1TYOE DA )R E (BIFEE), C-4044 (2016)
8) ARIEN T (FR) 2 thilBic 3 2 &R RENE R

(32 #k &% ok %]
EFRIFROH TN & % LT FRICTHRT S v

AR TS RIEIEIR
T545-0051 KBTI Py 35 BF X WM 1-2-7
[oX8] 0120-189-228

TEL 06-6630-8820

FAX 06-6630-8990

K
EEFEMKINS M
X EERE2-4-12
WERTET
EEFRmIFERN=T
ABRMFIEEFXABET 1-2-7



