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LA 1 o,
ﬁ <§047;’\) 58;/073;;\(?:6 KK110 |99.3~101.3 |100.6~102.0|101.0~102.5|102.5~103.4|100.3~103.4
P ErRuersaaFdFry %) N N - - -
<304y, 80%LLL> ne6 KK110 |98.3~100.2 | 99.5~100.9 |100.1~101.5| 99.9~100.9 | 99.5~102.2
oY AZ LAY TN (%)
4| <95.0~105.0%> n=3 KK110 | 98.8~99.4 | 99.3~99.6 | 99.4~99.7 | 99.7~99.9 | 99.7~99.8
| bRrZzoaFrIR (%) X
©95.0~105.0%> n=3 KK110 | 97.8~98.2 | 98.4~98.7 | 99.5~99.7 | 99.2~99.5 | 99.4~99.7
(ZE1H)
BE (N) n=10 KK110 121~150 116~138 119~141 122~156 120~148
¥ BREIIHTLIEEE (%)
OrHre NECGHE LDIHET) Mok 25°C - 75%RH L, Bk
AERTE B 72k PRI
<HiH > &5 BAAh 2 ¥ 1% A 2 % A 3% A
PRI n=10 KK110 RETHFO7 4V | AECHRO 7 4V | BETHEO 7 4V |BETHEO 7 4V | RETHEO 7 4V
<HETIHOT A Vha—F 1y Ji> ba—F ) | ha=T4v I | ha=T v gk | ha=T4 v | ha-T 4Tk
! oz H YT A(%)
H@ <304, 5% L> n=6 KK110 |99.3~101.3|100.0~101.5/100.2~101.5/101.9~103.3| 99.1~101.4
j [ EFmzmnF7 IRG) N N N N N
<304, 80%LL > n=6 KK110 |98.3~100.2 | 98.8~100.0 | 99.2~100.7 [100.3~102.2| 98.5~100.7
aYP LB H Y TL (%) K
4| <95.0~105.0%> n=3 KK110 | 98.8~99.4 | 99.3~99.9 | 99.3~99.5 99.6 100.0~100.5
| ebhpzoaFror %) *
< 95.0~105.0%> n=3 KK110 | 97.8~98.2 | 98.4~98.9 | 99.3~99.4 | 98.9~99.4 | 99.7~99.9
(&)
WE (N) . n=10 KK110 121~150 139~155 155~167 149~161 141~157
¥ BREIIHTLIEREE (%)
Oudve RECAEELDIAET) o2 =iE, BE (D65 IR (] 1600Lx) , XUEA 4]
HBRIE B 2k g
< > &5 DR GRS 40 5 Lx-hr 80 5 Lx-hr 120 5 Lx-hr
Mk n=10 KK110 HATHKO7 4 vh | AETHKO7 VL | BATAKO7 VA | AETHKOT (VA
< BETAROT7 AV ha=T 4y JT§i> R R -7 4 VI -7 4T
X oYz I 7 (%)
H@ <304y, 85%LLL> ne6 KK110 99.3~101.3 100.2~101.7 99.1~101.7 99.5~101.7
P | BERRrZBRRFTYR%) N N N N
<304, 80%LL > n=6 KK110 98.3~100.2 99.8~101.6 98.9~100.8 98.5~100.8
aYP LB H Y TL (%) K
4| <95.0~105.0%> n=3 KK110 98.8~99.4 98.8~99.1 99.2~99.5 99.5~99.7
[ eRrzorFrYR %) *
< 95.0~106.0%> ne3 KK110 97.8~98.2 98.6~98.9 98.7~98.9 98.8~99.2
(& 1H)
B (N) n=10 KK110 121~150 119~132 117~137 122~138

K RREICHTTOEAE (%)




SRERIRT : 2014/2/19~2014/6/5

OuHvre FEESEHDIHE L) ok 40°C [, XERZ]
RERTE B =BV PRAF-HA R
< JHHE > kel BH AR IR 2 i 1% H 25 H 35 H
MR n=10 AV0200 AEDEAKO7 4 | AEOEAROT7 4 | AROERFROT7 4 | AROKEIRO7 4 | AEOERFO7 4
< ABOEAMOT 4 Vha—T 4 ) k> WAI=T 4 VPR | Wha=T A V5| Vha=T 4 Vg | vha=T I8 | Vha=T 4 VT
‘ LA LT 0
v <§047Z\ 58;/71)11“;‘1’)_6 AV0200 | 101.1~102.6 | 100.4~101.9| 99.4~102.6 | 99.1~101.1 | 100.6~101.9
M <i;;78%;§z;b;f’é AV0200 | 98.6~103.0 | 98.7~100.7 | 99.0~101.9 | 96.6~100.3 | 96.3~100.0
) 0 -
N 1 0, S
o m:;gboi/l;é;f ;/_)3 AV0200 | 99.6~100.3 | 99.0~100.0 | 100.3~100.9| 99.2~99.8 | 98.8~99.7
. . 0 -
R=N \ SO K (o *
" E<Z§§f£?£/§ 1(1/2)3 AV0200 | 99.0~99.5 | 99.1~100.1 | 97.6~98.3 | 99.3~99.6 | 98.1~99.2
. . 0 -
=
@ﬁé/(f)ﬁg_lo AV0200 | 123~144 | 122~145 | 111~139 | 128~154 | 129~137
i -
X FoREICKTOIEAE (%)
SCuY e FECSSEHDIAET) Ma%E 25°C - 75%RH [, BEK]
RERTE B =RV PRAFHA T
< HiK > & BAAh 2 1% A 2 5 H 35 A
PR n=10 AV0200 HEDEARO7 4 | AEOEARO 7 4 | AROERFOT7 4 | AROKEIKO7 4 | AEOERFO7 4
< BEOBMFOT7 4 Vha—=T 4 v T k> WAN-C i ANAN-C YL AN AIN-EN YL AW AN-C VYL A WAN-CS Y
. 1% N 1 0,
Vs <§047;;\ %;ﬁjfj(ﬁ)_(s AV0200 | 101.1~102.6|100.2~101.0| 99.2~101.5 | 99.5~102.2 | 99.8~102.1
P <t4;; 78':(;;;;; Frgf’é AV0200 | 98.6~103.0 | 96.8~101.4 | 95.6~99.0 | 95.7~98.4 | 97.2~100.3
) 0 -
N 1 0, x
o mjggoi/léé;f (n/_)3 AV0200 | 99.6~100.3 | 99.1~100.3 | 99.3~101.3 | 98.7~100.1 | 98.8~100.0
. . 0 -
R=N \ SOK (o *
" E<Z§§f£?£/§ 1(1/2)3 AV0200 | 99.0~99.5 | 98.7~99.6 | 97.7~98.1 | 98.7~99.4 | 98.4~99.0
. . 0 -
%
@f#((l\fﬁ)n_w AV0200 | 123~144 | 146~172 | 147~173 | 145~177 | 151~170
i -
X FoREICKTOIEAE (%)
Owmie REASEHDIHET) MadE =R, Wt (D65 i (7 1600Lx) , KA
RERIE B =N Kt
<JHHE > T BH AR 40 5 Lx hr 80 & Lx-hr 120 5 Lx-hr
PR n=10 AV0200 HADKMEO 7 4 V53 | AEDEMBO T 4 VA2 | AEOBAKO 7 4 Vb2 | AEOEDEO 7 4 v 52
< BEOBMOT7 4 Vha—=T 4 v T k> —7 4V =T AV =74V =T 4V
2B I ) T 5 (%)
zé 50 SALL Lo e | AV0200 | 1011~102.6 | 99.9~102.0 99.0~102.1 98.9~101.2
M <Z;;f 7835517; ]\Igf’é AV0200 | 98.6~103.0 97.2~99.3 97.5~100.3 96.5~100.3
) 0 -
N 1 0, S
o Ej;goi/lééff (n/_)3 AV0200 | 99.6~100.3 99.3~100.0 99.2~99.6 99.2~99.8
. . 0 -
= N KR (o x
= ig;gfﬁg@gh 1(1/—)3 AV0200 |  99.0~99.5 96.4~99.3 98.3~100.6 98.8~99.8
. . 0 —_
%
- ((Nj)%ﬁﬁ)n—lo AV0200 |  123~144 118~150 116~146 116~135
i -

Ko RTRBICHTOEAE (%)
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. RAEERUBRBREOREN

PAROrA

. hFl EDREELL (MELENEIL)

LR

. B

) TR

a9k RELCASE LDIAE T KO e ve FEGEE HDIHE T 1%, B ASERTEH LS
FiZEDONT-uY LX) A Reraad T Y REOEHBKICES L T\D 2
EMHER STV D,

GRBRIRIC K 900mL Z vy, [Efiz N2 47w FEEICL Y, 100rpm THRBRZ1T 5, )

B A
FALAE IR ] ANIARS
=R SN VRV 30 77 85%LA I
t ke F7 YR 45 4y 80%LA I
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(2) BHEAR?
<wv¥be REEAEELD THETL] >

BFREIL S DLW FRIFRIEVRER T A R 7 A L EO—HBUEIC DWW T (CERk 24 /£ 2 A 29 H

HAFRIE 0229 % 10 5)
(AYILE A HL)
N

E - AARRTT  HEERE

2R RV

[al#sd N OVRABATR : 50rpm (pH1.2, pH4.0, pH6.8, /K) , 100rpm (pH4.0)

[HE]

- pH1.2 (50rpm) Tid, FEUERLFIAY 120 /31280 B FHEEHERD 1/2 ONVERHER 2 7R3 A
J TR 120 43123 T, AR O SRR R AR E R O SEE R R £ 12% OHPHIC H > 7o,

- pH4.0 (50rpm) <TiE, f2 Bk fiEix 42 L ETH -T2,
- pH6.8 (50rpm) TiE, FEHERLFIOSEEEEHZRDY 60% K Y 85% i 2 B RIZis\N T, A
fitn O P41 FH SR R YE A O SR H 2R £ 15% O #RIZ B o 72,
- K (50rpm) TlE, FEAERLKONERHZED 60% K N 85%FFUL D 2 FERIZIWT, A,
D41 HH RV TR YE R O SR R+ 15% OFAFRIC B - Tz,
- pH4.0 (100rpm) <Ti%, f2 B OMIT 42 ETH-T=,

Uk, KinDAZE w2 o7 ) 0 DO TR 28 2 BRI & Pele U7 RE R,
TORBRIE BN T MEREK MO ZRRFENIRT A R 71 > OHEERETES

776
W y
(Vs H )
FEHIEE (%) pH1.2 (50rpm) T HE (%) pH4.0 (50rpm)
100 —.— 4Lt FERAHLDIBET] 100
-0 IRERK| (BAEE, 50mg) 22
40 —e— 04 /)Lt FEAHKLIBETL)
2 —o— IEEBH (BIESE, 50me)
0 30 60 90 120 0 15 30 45
BFFE (53) B (5
B (%) pH6. 8 (50rpm) B E (%) kK (50rpm)
100 100

80
60
40
20

—e— 0Lt FEEAHELDIAET)
—o=—1REWH (BLAEE, 50mg)

0 10 20 30

80
60
40
20

—e— 0Lt FERAHKIDIBET]
—0— IZHEHE| (BAfE, 50mg)

0 10 20 30
B (5)

B (53)
B (%) pH4.0 (100rpm)
100
80
60

40
20

—e— 04 )Lt FERAfRLDIAET)
-0 IZHEHE] (BE&HR 50mg)

0 10 2 30
I

12

(n=12)
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(EFRYBAFT7OR)
VT ESLE

WE - AAKRT WHREE SRV

[EliA 5 K OVRBR K : 50rpm (pH1.2, pH5.0, pH6.8, /K) , 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) T, HEHERIFIZ 120 4312 1) 2 R HERD 1/2 O HER A 789 I
BN 120 431238 T, ARG OO SRS SR A HE R D PR R = 12% ORI & o T,

- pH5.0 (50rpm) TiE, EEHERIFIOSEEEE DY 60% K Y 85% 1D 2 iz T, A
fita O SRR HH SR A E R 00 SRR H 2 £ 15% DFPHIZ B o 72,

- pH6.8 (50rpm) TiE, FEHERIFIDOSEREE DY 60% K N 85% 1D 2 iz T, A
fit O 22415 HH SR R YE R O SE R R £ 15% O HRIZ B o 72,

- K (50rpm) TIE, FEAERIFOSFEPEHED 60% K N 85%FTUT D 2 IERIZIBWT, Adh
D P15 HH SR VTR YE R O SRS H 2R £ 15% D FFR IZ B - 72,

- pH5.0 (100rpm) TiX, FEHERIFIOFEEEHRD 60% KL TN 85% (T 2 FEFIZIHBW\T,
AR O SR SR AR HE R O SEPR 3R £ 15% D FPAIC B - 7,

PLE, REOHERSISE RrraaF 7 Y RITOUWTEE HZS8) 2 B ER & Hlg U7z k5 2R,

2 TORBRIRIZIB T R EERLOEWZRIEERBRT A N7 A4 ) OHEKREIZEE
L7,

R ¢
(VA H HhAR)
EHE (%) pH1.2 (50rpm) B (%) pH5.0 (50rpm)
100 —a— 4Lt FEREELDIBET) 100
8 —o— IEAWE (B, 12.5m8) 80
60 60
40
40 " —— Ot FEARIDIBET)
2 0 —o— B (B, 12.5mg)
0 30 60 90 120 0 10 20 30
B (5) B (5)
S HE (%) pH6. 8 (50rpm) AL (%) K (50rpm)
100 100
80 80

—e— 04 )Lt FER&HELIDIBET]
—0— IZAEHE| (B&AfE 12.5mg)

0 10 20 20
B ()

60
40
20

—o— 0Lt FESHELDIBET)

—o—1RERFK| (BLEEE 12.5mg)

0 10 20 30
B (59

R (%) pH5.0 (100rpm)
100
80
60
40

20

—e— 04 )Lt FER&HEIDIIBET]
-0 1ZAEHE] (F2AfE 12.5mg)

0 1 6 20 30
B (49)

13

(n=12)




(3) EENRERLIROBERBFOEMENRESER MG

<m#¥/it FEEEEEHD THET) >
oLk RECASEHD THET ) 1%, [EENRZR 280 BEFRA O A1 R SRR A
A RTA2 (PR 2442 H 29 B FEEFEAT 0229 5 10 =) | ITFESF, viibe FEd
A8 LD THET) ZEERAL Lo &, IWHEENELL, AWFENICRE L AR SR
776

(AYIILE VA IL)
FRER S
EE - AAKRT WHRBE S RLE
[al#rEr & O BAE « 50rpm (pH1.2, pH4.0, pH6.8, 7K) , 100rpm (pH4.0)

CHIE]

- pH1.2 (50rpm) Ti¥, HEAERLAIA 120 4312 381F 2 LR D 1/2 OISR 2 7971
SN 120 431238 T, AR5 O YA SR I TR ERLA O SR =R = 8% D &I b o 72,
Fio, iR R (120 47) 2B DR O %« OFEHERIL, REOFLEEHTFRE12% 0
FAZEZ D HON 12T 1ELLF T, £20%0OHHEZBZ 5 H DNz,

- pH4.0 (50rpm) TIE, FEAERFIAN 360 43128 1) 5 EHEHRD 1/2 ORI R 2o~
RN 360 Z3ITBUNT, AL DS HH 2R AR AERLA O R ER R £ 8% DHIHIZ 8 - 72,
F72, BRKEEI S (360 %)) I2BIT HARMOME 2 DEHERIL, ARhOFHEHERE12%0
FHHEZBZ 20N 12T 1ELLT T, £20%0HFHEB 225 b ONRhoT-,

- pH6.8 (50rpm) Ti¥, FEAERLAID LR HERDKI 60% K TN 85% & 702 2 i RlZis T,
At OSBRI TR HERIA O SRR 10% OFIPHIC H > T2, £, Rk leriS (30
53) \ZBT DAREOE 2 DEHFRIT, REOTFHEEHFE T 15% ORI ZE 2 5 D05 12 {H
F1ELLT T, £25%D#HiHZE R D b DRI o7,

- /K (B0rpm) TIE, AEAERIFOYEIAHTRDIK 60% K TN 85% & 725 2 REAIZIBWT, Afh
DNEIER R I IR ERLR O SR R £ 10% DOFPHIC B> > T2, F 72, Skl (30 45)
(2B DAGLOE 2 DEEHERIT, REOFEEEEHZR L 15%OFFHZE 2 2 6O 12 fEF 1
ELLFC, £25%D&EHZHE A 56 DN Tz,

- pH4.0 (100rpm) ~CI%, AEAERIA|N 360 /71281 5 FEEHERD 1/2 O HRE R
IR AU O 860 431 330N T, AR O SRR HH S8 AT HE RS 0 S PR HH 3R £ 8% DHFIFHIZ 8 - 72,
77, BRKEEI A (360 %)) I2BIT HARMOME < DEHERIE, AR5hOFHEHER+12% 0
HHZEZ 5 bON 12T 1 HLLT T, +20%DHFHZHEZ 5 b DN T-,

DL, KOS BH LS Y T ACHNT, EHFB RN (2Lt FR
B8ELD THET) ) LHBLIMER, 2 CORBRIECBNT [&88RAR % %0 EPRA
DAEYFHREMRBRA AR5 42| OHERECHES L,

14



(Vs H it )

EHEO) pH1.2 (50rpm) BHE () pH4.0 (50rpm)
100

g (4} )L & FEL&EHD THET)
75 == 04)LE FEESELD THEI)

95 —e— O )Lt FEESEHD THETL)
=ee 04 LE FESELD TBETL)
: . . ’ . , 0 : i T T T )
0 20 40 60 80 100 120 0 60 120 180 240 300 360
BEfE (53) BEfE (%)
EHE %) pH6. 8 (50rpm) BHE (%) K (50rpm)

100 100

75 15

50 50

—— 04 )Lt FEEASEHD TBET)
= O4)LE FEEESLD TBEI)

—— 04 )Lt FE&HEH TBET)
- e O4)LE FEESELD THETL)

25 25

0 10 20 30 0 10 20 30
BR () B (5)

A ) pH4. 0 (100rpm)

—— O )Lt FEEEHEH THEI)
-eyme O4)LE FEREEHED TBEI)

25

0 60 120 180 240 300 360
BfR (93)

(n=12)

(eFBSORF7PR)

RER S

EE . ARG EHRERE N

[al#nds N OVFRABATR : 50rpm (pH1.2, pH4.0, pH6.8, /K) , 100rpm (pH4.0)

CHIE]

- pH1.2 (50rpm) T, HEAERIFKIN 120 /32 H1T 5 FEEHZERD 1/2 O E 773 1
BN 120 431238 T, AR O P SR TR R D SR 3R = 8% D &I & o 72,
Fio, Rl R (120 47) 2B DR O %« OFEHERIL, REOFEEHZEE12% 0
HHEZBZD2HON 12T 1ELLT T, £20%0#FHEB 25 b ONRhoT-,

- pH4.0 (50rpm) TiZ, FEAERGHIOFELEER TR 60% M N 85% & 725 2 KFRIZHBUVT,
A D A5 HH ZR AR YE LA D SR HHER = 10% OFPAIC B - 72, £72, FofKHeikie s (30
53) BT HARGEOME A2 DEEHHRIZ, REOFEEEHZRE15% O L EZ 2 6O 12 8
FIEUIT T, £25%D#HZE 2 56 DR oT,

- pH6.8 (50rpm) Ti¥, FEAERLAID LRI 60% M TN 85% & 702 2 IRfRlUZi T,
A D147 SR | AR YA DSBS R+ 10% DOFEPRAIC B - 7=, £77, Fofk el & (30
57) BT DARMOE 2 DEEHERIL, ROV 15%OHHZEZ 5 D) 12 H
F1ELLT T, £25%D#iHZ 2 56 DR T,
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- K (50rpm) T, FEVERIAIO AN 60% K TN 85% & 725 2 RERIZB W\ T, A
D SEHI SR IR AERIF D IR H R+ 10% DFIHIC B> > 72, F 77, By A (30 43)
BT DA OME 2 DEHFRIT, RO VPEEHREE15%OFEPALEHZ 5 b D7 12 T 1
LLTF T, +=25%DHiFHEZE 2 56 DN Tz,

- pH4.0 (100rpm) TIE, HEAERLEIKL OASIEZ E ©I2 15 40 LAINIC W) 85% L1 BiaH L7, £
7o, BoEHERIRE R (156 77) ICRIT 2 ARMOME 2 O MHERIT, ARihOFELER TR = 15% D
PHAEBZ D H DO 12 1 EHLL T T, £25% D&M E B2 D H DR T-,

LLb, REOEZRSE FarzaoaF 7Y RZonT, IBHEE 2 EERL (ade R
BeA$E LD THET) ) S LR, 2ToRBRIKICHWT [EEARD AR ERE
FIO AW LIRS A R T4 > OfEERIEICES LT,

(P H iR
FRHE (%) pH1.2 (50rpm) BHE %) pH4. 0 (50rpm)
100 e 4 )LE FEZSEEHD THETI) 100 -
80 —==e 04t FRAHL THET) 04 e====

60
40
20

—— 4 )Lt FEEEfEHD THET)
—e=eO04)LE FEEESELD TEET)

0 20 40 60 80 100 120 0 10 20 30
B () B (5)

AHE () pH6.8 (50rpm) EHE () & (50rpm)
100
80
60
40
20

-
-
——___

-
-

—— O+ )Lt FER&HEH THET]
-\ e O4)LE FEEEHELD THEI)

—— O )Lt FECAfEHD THET)
== O4)LE FEEHELD TBHET)

0 10 20 30 0 10 20 30
B (5) BRI ()

A E (%) pH4. 0 (100rpm)
100
80
60
40
20

L d
2% —e— Ol E FEASRID (BET)

‘ ==Yl E FEEAGELD THET)
0 5 10 15

Bif (5 (n:12)

—-
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11

12

13

14

. EMFERNFEE

FARBAYA

. BFIhOBERRLS OREBHBRE

HErsrao~v NJTT7 4 —

ABEHREN OAFIZ 2D ARy b DS H LED ARy ME, v LZh ) v AkTE
Fu 7z maadF 7Y FEEERENOETZ AR Yy b L ReAERF LUy,

AP DOEETDEEE
Wik o~ 757 4—
e © SN EEE

BEFEA . VU KEN Y UL, HKY UEKE_TFT RNV TULA, K T r=FIWRK

BEMEAB: 7 h=KU L
paliii
B LR
BATHAREMD H 5K
MERR L

RSV ELRSE - HEMEHRTRRCHAT H1ER

A% L7
T Dt
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V. ARICEI HIEE
1. ZEERIIZHE
= I AE

<%hHE - HRICEET SEALDFERED>
WELRMEETOBENERDH Y, AflZ@EMERROFE EIREEL L2 L,

2. BERUVHEE
FANCIETHIELEE (mY 2BV oA/ B Resaad 7Y KELT50mg/
12.5mg XI% 100mg, 12.5mg) %R AEET 5,

ARFNE M EIRIE O FE —IBIRFE L L THWRYY,

<K& - BEICBEY SERLDOEE>
JFAIE LT, mHh AU U A0mg CRRATARGEICe L Z BV ULk
FerzvaF 7y KeELT0me, 12.6mgD# 5%, a4 51 7 A100mg Xitm
TrE VoA e KazuadF 7Y RELT50meg,/ 12.5mg CRIEAR 0754
caY g o) A/ FaszaoaF 7Y KeELTI00mg, 12.5mgD# 5 2 iatd
5Tk,

3. EREKRTE
(1) BRT—2N\wF5—9
MR L
(2) EBERME
M EE R L
(3) ERERFEIRAER
M EE R L
(4) BREMRER
M EE e L
(5) BRI
1) B|IEALLEITRERGHER
M EE R L
2) HEEGEAER
M EE e L
3) REMRR
M EE e L
4) BE - WERFER
M EE R L
(6) ampIfsEA
1) SAMERE - BECEARERE RIRE) - RERTREBKRER (MREREBKHR)
M EE e L
2) RRBREHL LTREFEORNEXIIRE L -HBROBE
PAROrA

18



VI. EEEICEST HIRE
1. EBEZRNICEEHHILEMITLEHH
ToOAT UV NERREREGEE (BT HAE v LT, N AEYy, FAIY
VR FINVAFLE AR I, ANV E L T UL E )
FTVRRFRIE (R 7 a AV AF TR, £ Z%3 FK)
2. EEEH
(1) fEFREML - fER#E
<aHErHY T L>Y
ToOFT v NEREERD DD ATy B R EERCHESG L, TooF T 00
ARERZET L Z LT Lo TRIEMFEHZBLT, REOERHW O VR FRIE S AR
HLEFEREDIER 2R, 2B, 77 V%= 0nEHSE (=) —F¥ 1) [IXEEEM
L7720y,

<t kmZuoF7YR>"
RN IRAIEIZH1T D Nat & Cl ORI A S L, KO ZRESE D,  REIK
FERMAEER AT 5, BEMFERIZL, PINIZIIERIIEEOK TIC XY, BHMIZITR
FHIMAE DILFRIZE D LB Z BTN D,
(2) ENZEFRS T HEEBRAHR
M ERR L
(3) {EFAREEME - FHRERRE
MEERR L

19



VI. ¥MEhreicBis 5I8H

1. mMAREDOHRS - BIEE

(1) AREEDGLDRE
MERR L

(2) RELPREDZERRE
( TVIL 1. (3) EEARHBR CHEGR SN -IFIRE] DOESM)

(3) BEEREBRTREIA-MLHRE"
I EIR SO EMZFERIRI MR T A KT A U EO—EBEIZ>WT (% 24 42 A 29 H
SRARATE 0229 55 10 =)

nHr e RELASE LD HE T R OMERERIF 2, 7 o 24— _—JkIc X 2N 18 (7
Pz oY TAELTS50mg KO KeZueuaF 7Y KeE LT 12.5mg) R A B
M HERR OB LR A LRV BENRER e KesaaF 7 Y RRELZRIEL,
/oKW ERE T A —% (AUC, Cmax) 122V T 90%(5HH X VA THEGHENT 217 -
7-AER, log (0.80) ~log (1.25) D#PHANTH Y, WiHKIDEMZNFSIEDSHERE S 7z,
(a2 O FEEIEEHY)

=R IS VIR yUN = N =74 = R= b5 VAN
(ng/mL) (ng/mL)
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aY x| HELDIAET ) ) ' ) ' ' ' '
VRN FEHERLF|
(FLerdE, 50mg) 3449.84+1007.84| 533.09+168.67 3.50+1.31 4.56+0.39
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<FDA (USA) , 20224 12 A% >

4 KIE
=t Organon LLC
Hr7e 44 HYZAAR- losartan potassium and hydrochlorothiazide tablet, film coated

AT - Kk

50/12.5 mg, 100/12.5 mg, 100/25 mg

INDICATIONS AND USAGE
- Hypertension
- Hypertensive Patients with Left Ventricular Hypertrophy

DOSAGE AND ADMINISTRATION
+ Hypertension
The usual starting dose of HYZAAR is 50/12.5 (losartan 50 mg/hydrochlorothiazide 12.5 mg) once
daily. The dosage can be increased after 3 weeks of therapy to a maximum of 100/25 (losartan 100
mg/hydrochlorothiazide 25 mg) once daily as needed to control blood pressure .
Initiate a patient whose blood pressure is not adequately controlled with losartan 50 mg
monotherapy with HYZAAR 50/12.5 once daily. If blood pressure remains uncontrolled after about
3 weeks of therapy, the dosage may be increased to two tablets of HYZAAR 50/12.5 once daily or
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one tablet of HYZAAR 100/25 once daily.

Initiate a patient whose blood pressure is not adequately controlled with losartan 100 mg
monotherapy with HYZAAR 100/12.5 (losartan 100 mg/hydrochlorothiazide 12.5 mg) once daily.
If blood pressure remains uncontrolled after about 3 weeks of therapy, increase the dose to two
tablets of HYZAAR 50/12.5 once daily or one tablet of HYZAAR 100/25 once daily.

Initiate a patient whose blood pressure is inadequately controlled with hydrochlorothiazide 25 mg
once daily, or is controlled but who experiences hypokalemia with this regimen, on HYZAAR
50/12.5 once daily, reducing the dose of hydrochlorothiazide without reducing the overall expected
antihypertensive response. Evaluate the clinical response to HYZAAR 50/12.5 and, if blood
pressure remains uncontrolled after about 3 weeks of therapy, increase the dose to two tablets of
HYZAAR 50/12.5 once daily or one tablet of HYZAAR 100/25 once daily.

- Hypertensive Patients with Left Ventricular Hypertrophy

In patients whose blood pressure is not adequately controlled on 50 mg losartan potassium,
initiate treatment with HYZAAR 50/12.5. If additional blood pressure reduction is needed,
increase the dose to HYZAAR 100/12.5, followed by HYZAAR 100/25. For further blood pressure
reduction add other antihypertensives.

. BB HBRARZRIFR
SENRICEET SBSMER (F—X FSUTHE)
AN RBT 2 EOEEOHORLR E A—A M7 U 75 LT8R D,
( VI 6. $PEDHEREAT LEEICHTHIEE] OHBM)

Drug Name Category
F—2 7 T Do losartan D
hydrochlorothiazide C
(2021 4 4 H#%R)

BE PO
F—A N7 U T D5 (An Australian categorization of risk of drug use in pregnancy)
Category D :
Drugs which have caused, are suspected to have caused or may be expected to cause,
an increased incidence of human fetal malformations or irreversible damage. These
drugs may also have adverse pharmacological effects. Accompanying texts should be
consulted for further details.

Category C :
Drugs which, owing to their pharmacological effects, have caused or may be
suspected of causing, harmful effects on the human fetus or neonate without causing
malformations. These effects may be reversible. Accompanying texts should be
consulted for further details.
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