Y

.86

1 —

124

P —
T e—

L69

\O —

SOKED © 20184E 7HBRE] (35 108R) B REERDEES
XEN D 20165E10845] 87449
B OA Lot B8 SESREE
[EFEAR © SRR ICRROBAERAICERT 5T &, 5mg 10mg
K RES | 23000AMX00534000 | 23000AMX00535000
BEXERAS Mo | BRI N #H 201841283 20184128
o — — A | 8y 5t B9 18 20035 7H 20035 7H
N=OZAMAHYUDLTE
7 LI — A
O My _—
=S T A K Smerzm=i1)
O Ny —
=S T A K 10merzm=i«)
Pemirolast K Tab. 5mg - 10mg “TAKEDA TEVA”
(R rOBECERSLELTE)] mEnEs AR
Rt CL B TROBRIRA (. 2. () AFF, REZEEA. 2704 RAL AE29=VHE
) RO o M D 2B R, TTICRI > TOBREPEREE LD ICER
A - i = FTRERITRBVDCT, TOTEFESCHHHBALTD
<IHENH Do
(4R - ) ) SERREBE(CABIRRSD, AREEHIIEEE. &
I . S BEXHEAD DV EZTOA REIER ST 20BN B D,
NSO MKEESmg| =05 hKEE10mg Q) REIZT 04 REAESZII TV DBE T, FEBSICEY
[EREBF/\] [REF/\] 2704 ROFEEIHNZEEEF. THREEFTHRLIC
1§80 - 18800 : T15C&, .
REOSZAMAUGL [REOSZMAUDL (@) ABIDEAIC LY R 704 Rt BB RE LBIBET.
.................. 5mg ceeeeee10mg z]gﬁlj@iﬁi?ngt—g*zﬁ,,%g[g\ BEESEROPFNHHD
G G DT, FEIDT L, o
ALXO—RZAILTS | ALXO—RAAILTS (5) AFEZEMEDES(CRE T 28813, FREHEEZ T,
ﬁ g | Dy ATTUVENL| b BEFKT B, ZDBERNSEREZA L, FREMETHETHITDT
L U, EERBAIL| 2T 7 UVBAILYD EPEELL, o
YA, MOEOQDYV| A, EREHILYD (6) AEIDFERICK I HRNEBH SNBVBSICE. BRER
FUFY, KA. | L. ROEOIVTY CHCDEUBRELBVESERT BT L,
EROFYFOEIE| V. HEkiY. b 2. 5IfER o . .
JLO—2 RO+> 7Ot AF| S ERAREAESOREARREENHE S R 3 REEE
O—X EheL TULRREL,
e  |REBE~BEOEO(FEOBOHET/2E 8 E £~ B3
H&E1/ 228 A URRE [WAYUSRER BEEE) %ﬁ\§5§%§ﬁaiﬂ@ﬁ@\@ﬁgx
HeO—R BP. EEE
t035 5 t036 10
(PTP) me me WETER |RR. BRR. B, BHR—vEds
= HEE  |Em. B, M. 08, F. BNR.
MICEZLY 6.0 6.5 i, Bl Bt O
y MR &, Mg
5 _= AR ALT (GPT) £5. AST(GOT) +5. 7-GTPL&.
7 (@=mg) O @ 20 ALP LS
A . i ZEBR. BUNEE
(E=mm) D 24 == 2.1 SMEREED)  [BBER. MRZEDEEBEAER
Zoft  |2EEEHR. BRTER. BE
(3h8E - 302 1) COKSRIESICIE. BEFRIETB &,
ETRE. 7 LIl E2) COESBHBBCE. REEPILT BB SBIRLE
FVE ST N EIS5TE,
3. ERE~DRS

(A% - AE]
[EXIFRDES
BE. EAICERIOSAMAUDAELTIOE10mgZ1H
20, BRERUYRE (IFHERN) (CROKRS5YT 5.
NEIEBEWNTCIE, @EE. TacOFhmpliRSEZIDEE L. 1
H20. #HR#kUYERE (ERER) [TROKRS5T D,
BE. Fhn ERICKVBEERT 50

F B 1@ & 5 B
SEELLE 18RS | R=EO0SARAUTLELT 5mg
118LLE RZOSARAUDLELTI0mg

P UILF—EBRDBG
BE. EAILRRIOSAMAUDAELTIESMgZ1H2
O. SRERUYERE (XFRER) [CROKRS5T 2,
BE. Fhn ERICKYBEERT 5.

—MRICHEE CIFERKAENMETLTVSDT. BfEAN'SD
SHNISFEIFEE BIXEHE) XEAET BRETETD
&,
4. 9315, ER. BARSE~ORS
(1) FEBEFFERL TV D TEMEDH B EAICIE. RS UGV
Z&, [BYRBR(TY M) TRERSICKY., BEXBE
ENRETNTNB]
2 BADPDBAICIF, FFRSPIIEAZRTIED &,
[EWRER (S b) THADPADBTHIRSESTNTNB]
5. INEEADIRS
BEEREIR, FERICHTDLE2MFEILL TR (E
FRERRD D E )
6. BALDES
FRIZZMES | PTPEEROEAEPTPY — MO OB H U TAR
FAI2LDETZTE, (PTPY—MDRRERICKY . BLEE
BENREMEANTIAL, BICRFEAZS I U THRERS
DEERBEHHEZHFAET D ENRESNTLD)

<E@EICDDL>



(ZEMERE] [ EE ]

1. EYFHEFEARD RNENERIGICH > TEC D BEMREN DRI =vOA
OX=0O5 X MKEESMg AT /] JRUTIVCA - DAREDT ZAIVAT ¢ T—9 —Disit 7z

NR=IOT R MKEESMgIBRHT /N SEERFZE, 720X
F—=N—=—EKCKZNZFN2R(R=OZTAMAUDLEL
T10mg) BERABFICHESEOROKRS LU CMEPE
ZLREEZAE L. BoN/cEYEEE/ VS X —9 (AUC,
Cmax) [CDWVWTI0REFEXBEEIC THRETHET ZIT > 1o s
2. log(0.80) ~log(1.25) DEMENTH Y. MEIDEYZ
HEEMH RSN,

1500
o 1 R=OF X hKEE5mg[HHET/\]

= o | FERFI(F2AI. 5mg)

£ 1000 [T T HAZHERE. n=10

oo

ol

a2

& 500

=]

00 : : : : .
0 4 8 12 16 20 24

B5% OB (hr)

EYENRE/ VD A —F (L 1RERZE. n=10)

58| AUCo-24 | Cmax | Tmax | Ti/2
(mg) | (ng-hr/mb)| (ng/mL) | (hr) | (hr)

RZO5 R MKEE 10 7295 1028.7 |21 4.36
5mg[EET/\] +1845| £340.0| £1.2|+0.90
FRAES 10 7199 997.4 1.9 4.50
(#EAl. 5mg) +£1819| £234.3| £1.1|£0.94

MEFER T OICAUC, CmaxED /NS XA —9I (&, HaE
DFER., FROKWMOE - BEFOHABREHFICL>TER
2OJEEMEN'SD D

O X=0T X MKEE10mg[EHEFT/\V]
NRZOTRMKE1Omg[BET/V] &ZEERKZ, 70X
F—=N—=EKCK)ZNZFIERERZATAMAUDLEL
T10mg) RN ABFICRESEOROKRS L CMmiEdx
ZLREEZATE L. BoNcEYERe/\> X —9 (AUC.
Cmax) [ICDWVWTI0BEFEXEIAIC THsHRT 21T > 1oid
2. log(0.80) ~log(1.25) DEENTH . MmHIDEYZ
HEIEMH RSN,

1500
0 : RIOSX MKEE10mglEMT/\]
~ o | IRAERE (Al 10mg)
£ 1000 | Y HIEERE. n=10
oo
il
b
% 500 H
=
0 . . . . ;
0 4 8 12 16 20 24
5% D (hr)
SEYENE) S5 X — 9 (T +1BERE, n=10)

58| AUCo-24 | Cmax | Tmax | Ti/2
(mg) | (ng - hr/mL) | (ng/mL) | (hr) (hr)

NR=O5 R MKEE 10 6902 1159.2 |1.8 3.84
10mg[EET/\] +1337| £297.2| £1.2|+0.62
FRAESF 10 6996 1065.2 |21 4.06
(&%&l. 10mg) +1144| £218.9| £1.0| +£0.66

MFPREMOICAUC, CmaxFD/VSA—I(F, HEE
DFER, FROKEMOH - BESOHBRRMICL>TER
UMD B D,

flTBdEICK>T, PUILF—FEREENT . MEXIZ
VIER. MIPAFMERRREDRBHIBAIERIER,

(BRI ICR T B IE(EEHAR)

—fg% - R=OF X AU D L (Pemirolast Potassium)

{E%%% : Monopotassium 5- (9-methyl-4-oxo-4H-pyrido
[1,2-a] pyrimidin-3-yl) - 1H-tetrazol-1-ide

2FI : C1oH7KN6O

DFE :266.30

B R #9322°C (98

%R REBORBRMEDINERTH D, KITBIFTPTI, AY
J—=IVITBIFITK L. ITY /=)L (99.5) [CHBHTHEIF
[Z<W KEIEA U D LFRITEIT B

BE -

CHs
N
Za | K
SN N
| ;N
o =N
(B EDiEE] Y
TEHHBREROBE

PEFER (40°C. HEPBE75%. 61 8) DER. RTOS5 X
MKEESMg [RET /N RORIOS R MKEE10mg [ERET/ V]
FEBOHBIEFNCBVTCIFERELETH D ENHAIS
nrco

= & ]
O@R=0O5 X MKEESmg[EHAT/ V]
PTPE% © 10052 (1082 X 10)
O=0OF5 X MKEE10mg[EET /]
PTPEZE : 10082 (1088 % 10)

[ E =k ]
1) KRBT N7T 7 —<WHRER (E20EFER)
2 KRBT /N T 7 —<@HNER (BHHR)
#0K3) FEHCUIEBAERHFHRS
4 BT /N7 7 —<WHAERH (ZEMER)

[ MEREERSE - MEEROELEDhEE]
FEXHMICSCEHOIE - #HABERHIE FEICTHERTIL,
RETNT 7 —<#Hiait RET/\DIEY9—
T453-0801 BEEMPNEAR—TE24H115
TEL 0120-923-093
SAT05RT 9:00~17:30 (L BB - ¥t hEBZR<)

2. 784142
RIOSR MKEES Mg BB T /VIRORI OS5 MKEE10mg
[EET /N DBHMEIFE. BAEBHICED SNFBISES
LTWB T ENERINTLD,

%8R 5T *BLEARFETT

IT&EEﬁ:‘F.':I%HEE%*I HEFTIT7-I%KKAETE  raoi4701

AR RXEBENTNTEBIES ZEETHRARAKBE—TBE24%115 01



