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1. B5EA
(1) M4
a9 ) v AEE 25mg [NIG)
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m LS 9 Y U AEE 100mg TNIG)
(2) *4
Losartan Potassium Tablets
(3) &AFDHRE
—frA L0
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(1) FRORA

T AN —TF ¢ T
(2) HAONBEUHER

4 SN A RV SN A RV SOV AN RV
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. HEDT 4T —F 4
N CLUL TT PN ESVINTS P2 T . i
NI
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(1) ABES GEERS) OEERUHRNH
. g ZrHY A g Z B A B2 T ) T
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R %a =R % S /Ry N =R % S /Ry =8 YRR
(1 g&h) 25.0mg 50.0mg 100.0mg
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. BEIOBEEEETICETHIREKR Y

BRI : 2010/6/21~2011/1/21

OuaYs ) v AEE 25mg INIG)  H#ERER 40C - 75%RH  [PTP @2+ 7 /v I 48+ /%55
RERTEH SRV PRATFHIRH]
< Bk > & BRAAIRE 2 5 H 45 A 6 » H
MRk n=3 100425K
<HEAO R 1/2 BHA Y O | 100426K iRy e SR HE
T4V ba—T 4 TEE> | 100427K
100425K
(Witiﬁ;f% v 2‘734_) 100426K e — — e
100427K
;@%ﬂi@ Pt (%) 100425K
(EEY—MRER)  n=3|100426K e — — W
< 15.0%LL F > 100427K
I (%) n=18 100425K | 98.1~104.3 93.8~103.8 96.9~104.1 96.5~106.7
“50 4% 85%LLE > 100426K | 95.6~102.9 93.8~104.4 97.8~103.9 98.5~106.3
100427K | 96.0~104.0 94.2~104.2 96.3~104.3 96.7~103.8
SF (%) ¥ n=3 100425K |100.20~101.07| 99.80~100.11|100.20~100.72|100.47~100.93
©95.0~105.0% > 100426K | 99.42~100.12| 99.54~100.24| 98.77~100.21|100.43~102.03
100427K | 99.79~100.67|100.08~101.76| 99.82~100.21|100.82~101.19

X RREIC

*THEEE (%)

— : WK S

SRERFEHEWIR : 2010/5/6~2011/1/21

SuH B ) 7 AEEOmg INIG)  N#iRER 40°C - 75%RH  [PTP &3+ 7 /L 3 R+ 485
RERH E =BV TRAF )
< Bk > *H EELELSS 2 5 H 45 A 6»A
MR n=3 100428K
<HEAO R 1/2 B#RA Y O | 100429K e ST A e
T4 bha—T 4 T8> | 100430K
100428K
ﬁﬁmuu %ﬁ n=3 N N
o 100429K A — — A
(k7 v~ 777 4—) 100430K
%2%! %) (%) 100428K
(EEY—MRER)  n=3|100429K e — — W
< 15.0%&? > 100430K
G (%)  n=18 100428K | 88.8~103.6 91.0~105.3¥ 92.3~103.8 87.1~102.2
<530 4. 80%LLI > 100429K | 84.9~101.7 | 77.0~104.8%1| 91.7~102.4 97.4~101.8
100430K | 83.3~102.9 | 83.1~103.4 94.5~103.7 95.7~102.2
SF (%) % n=3 100428K | 99.69~100.05|100.39~100.95| 98.73~99.21 | 99.85~100.26
©95.0~105.0% > 100429K | 99.67~100.40[100.24~100.88| 98.61~98.74 | 99.87~100.95
100430K 100.33~100.54[100.51~101.25| 99.05~99.31 |100.19~100.64
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BRI : 2010/5/6~2011/1/25

OuYvg ) v AEE100mg INIG)  IERER  40C - 75%RH  [PTP @3+ 7 /1 484 4t
BRIE H =R ezl
< HIKE > T BH 4G 2% A 4 5 A 6 % A
MR n=3 100431K
<BPEEOT7 43— | 100432K SRy SRy 1A A
F T EE> 100433K
e 100431K
B n=3 0045 o o
etk s n 1757 ¢ —) | 100482K ) G - - e
100433K
A (%) 100431K
(&Y —MHBR)  n=3|100432K ik — — Tk
<15.0%LL F > 100433K
" 100431K | 100.4~103.3 | 99.6~103.7 99.4~102.5 97.6~103.6
wHME (%) n=18
“50 4. 85%LLE > 100432K | 100.8~103.6 | 99.6~103.9 97.8~103.2 98.0~105.4
X 100433K | 100.3~104.1 | 100.1~103.7 | 99.1~102.9 | 100.0~103.4
SE (%) % n=3 100431K [101.831~101.38{100.37~100.63| 99.74~ 99.89| 99.32~100.28
z' i 0:1 05.0% > 100432K | 99.62~101.02{100.28~100.88| 98.55~100.09| 98.83~100.66
' R 100433K |100.26~101.05|100.43~100.95| 99.62~ 99.84| 97.09~ 99.48
X RTREBEICHTEIEER (%) — : AABR R S
(2) mOLERRED L EM
OouYs o) U AEE 25mg INIG) ot 40C L, [UERR]
BRIE B =R LRATHAR
< B> &5 BRtA R 3% A
IERIN
D 1/2 Eil} D D 1/2 Eil% D
<AGBOFHE /2 E#HEAD O| AMO123 E;% /i\ﬁ;_? fﬁj\;g, 57% /:zﬁ;_?f?j}%
TANBA—T 4 TS - .
M (%)
AMO12 ~1 ~102
<45 7%y, 85%LL > 0123 99~103 97~10
BArE (%) AMO123 100 100
(ZE1H)
AMO123 6.0 5.9
wE (kg)
OouYs oY U AEE 25mg INIG) @t 25C - 75%RH [, Bk
R IE H =R PRATHIH
< B> &5 BRtA R 34 A
PR
D 1/2 Bl D D 1/2 Ef D
<HAGORFE /2 E#EAY O | AMO123 HE&D - Jﬁ\]\? R e a Jﬁiﬂ?ﬁ
_ o T 4N AaA—T ¢ TEE T AN T —TF ¢ T EE
T4 a—T ¢ T EE>
T (%)
<454y, 85%LLE> AMO123 99~103 96~104
i (%) AMO123 100 100
(ZE1H)
AMO123 6.0 5.5
wE (kg)




OuaY sV v AEE 26mg INIG) ot 25C - = 60 7 Lx-hr [REARLR]
R IE H =R Ko B
<JHH > Fe BHARHF 60 7 Lx-hr
JE27N
D Hf | D
<HAGORFHE /2 E#HEAY O | AMO123 HE&O ) UZW Jﬁ‘]\?? R e 1/2V Jﬁiﬁ?ﬁ
e T AN A—T 4 T T4 haA—T 4 T
T4 —T T EE>
BEHEE (%)
<454y, SBULLLS AMO123 99~103 98~102
HAFE (%) AMO123 100 100
(1)
AMO123 6.0 4.8
wE (kg)
OuY g rh ) AEE0mg INIG) #Ea%E 40C G, [EAS]
PRERTEH =R LRATIA
< B> & BH AR RE 35 H
JE27N "
e=fs ) ) |
<Eto T E U2 BEA D 0| AMO143 | EC/TH V2 EHAD 0 REOTE 12 E@A D O
e T4 haA—T 4 T T AN A—T 4 T
T4 —T T EE>
BEHEE (%)
<4555, SBULLE S AMO143 101~104 96~102
HAFE (%) AMO143 100 100
(ZE1H)
AMO143 7.9 7.6
WA (kg)
OouY s ) U LAEES0mg INIG) @i 25C - 75%RH [HEEYE, Bk
PRERTEH =R PRATHAR
< B> T BHAA 3% H
PR ¢ S
<HEfORFE 12 E#AY O | AMO143 57@035 Aﬁ;lffu’ﬁ /j\ ;;) H f(?f Aﬁ;lffu'ﬁj;g
T4 a—T 4 T EE> A 7 A E7d A 7T A WE
M (%)
<455, SBULLL S AMO143 101~104 90~99
BArE (%) AMO143 100 101
(ZE1H)
AMO143 7.9 7.7
W (kg)




Ou ) v aEES0mg INIG) M@k 25C - BB E 607 Lx-hr [RERZ]
ABRIE A =RV L ey
<JHH > Fe BHARHF 60 7 Lx-hr
PR
D EAbS | )
< B T 12 B & | AMO143 o 7 i 1/2w Jf?\)\?? Mo 1/2w Jf?ﬂ?ﬁ
_ < T AN A—T 4 T T4 haA—T 4 T
T4 a—T ¢ T EE>
BEHEE (%)
<455y 85%LLE> AMO143 101~104 99~103
HAFE (%) AMO143 100 101
(1)
AMO143 7.9 5.7
wE (kg)
OuY B rH ) A 100mg INIG)  #aHE 40°C [EE, KBRS
PRERTEH =R PRAFH R
< B> & BH AR RE 35 H
PR
<HBDT { LA AMO153 |HED T 4V ba—TFT 4 V78| QRO T 4V ba—T ¢ T E
a—F 4 U TBE>
BEHEE (%)
<304y, 85%LLE> AMO153 102~103 99~101
HAFE (%) AMO153 100 99
(ZE1H)
AMO153 6.9 6.5
WA (kg)
OouYs Y U A 100mg INIG)  fEads: 25°C - 75%RH [, B
PRERTEH =R PRATHAR
<HiHE > T BHAA 3% H
PR
<HEBDT { LA AMO153 | DT 4V bha—TFT 4 VT | QDT 4V ha—T 4 T8
a—F 4 T EE>
EHYE (%)
<304y, 85%LLE> AMO153 102~103 98~100
BIFEE (%) AMO153 100 99
(ZEE)
AMO153 6.9 6.2
W (kg)
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8. FILDEAELL (MEILFMEIL)

AL

9. K
(1) ¥

Ou o) 7L 100mg INIG) At 25°C - BBYEE 60 5 Lx-hr  [RERZ]
R IE H =R L ey
<JHH > Fe BHARHF 60 7 Lx-hr
PR
<H DT 4V A AMO1B3 | U7 4 NV b a—T 4 VT8 | HEEBD T 4 NV LAa—T (VT 8E
a—F 4 U TEE>
BEHEE (%)
<304y, 85%LLES AMO153 102~103 99~102
HAFE (%) AMO153 100 99
(1)
AMO153 6.9 5.4
W (kg)
7. ARNZERUVBRBEOREN

gy o H U AEE 26mg INIG), vH U v AEE 50mg INIG] RO aH vy b oL
# 100mg NIG] %, BAKFHERLERITED NI ALZ B ) 7 AEEOEEEKIES L
TWDHZ ERFER I TS,

(BRI K 900mL Z FVy, /% RKAEIZ LV | 25mg §E&% OF 50mg 8E(% 50rpm. 100mg $El 75rpm
THBEEITH.)

s B
Fom ik B Vi
256mg. 50mg 45 4y 85%LA I
100mg 30 7> 85%LA I




(2) BHRER2
(A% L2 A1) o LgE 25mg TNIG))
BREENLOLEY LRI SRR A R T4 L EDO—FBRIEICOWNT CER184FE 11 A 24 H A
HAFE 1124004 )
B
iE  AARIER T EHREBRE SRk
[l N ORI : 50rpm (pH1.2, pH5.0, pH6.8, /K). 100rpm (pH5.0)
CHIE]
- pH1.2 (50rpm) TI&, ZEHERIKIN 120 /3281 5 FEEHED 1/2 O P2 771 Y 72 R
SN 120 4312380 T AL OO ¥ SR I TAR HE R 0 SRV 3R = 12% D HPHIZ 8 - 72,
- pH5.0 (50rpm) TiL, FEAERLAO VR 60% K% Y 85%FiIT D 2 BEAIZ BT, AL D)
VR SR AR A DS PR R £ 15% D FEPHIZ & > T2,
- pH6.8 (50rpm) T, HEHERIFNIL 15 43 PANIZ ) 85%LL EIRH L. 15 43281 B A O FHIER
HH SRR VE R D S PR 2R = 15% D FEFAIC & > 72,
-k (50rpm) Tid, HEHERIFNL 15 53 LINIT T 85%LL EIRH L. 15 /2B 1T 2 AR5 O SFHA H %
IR YERLF) O - BRI = 15% O FPHIZ H > 7=,
- pH5.0 (100rpm) TiE, FEERAIL ORI & HIZ 15 /3 LINIC ) 85%LL EIRH L=,
Pl b, REEORHZEE S YERIE] (=2 —1 X U8 26mg) &R L7258, T CoRBRiRIcs W,
T MR EEGLOEYFNESGERBRT A RT 4 0 OHERECHES L,

(Pt Hh#R)
EHE (%) pH1.2 (50rpm) SEHE (%) pH5.0 (50rpm)
100 F et L% Uh ™ ASE25mg TNIG 100
80 - =2 -=_21—0O%.§25mg & -  ———=-
60 60 |
40 40 —e— LR AT LS
20 20 25mg I—N|GJ
- & =~ a1—0O%.§125mg
0 1 1 1 0 L' 1 1 1
0 30 60 90 120 0 10 20 30
BFE () BFE (4
EHE (%) pH6.8 (50rpm) BEHE (%) 7k (50rpm)
100 5 —e—owusvhusnssmg NGy -A |10 [ e g e0n0sLE25mg TNIGH _
80 | —4-"1-0%U§25mg,_ -~ " 80 | = a="21-O%§5Mg _ - T
i IA-
60 | -
40 |
20 | _ -
0 L' 1 1
0 10 15 5 15
BERE (530 B (o3
BHE (%) pH5.0 (100rpm)
100 |
80 |
60 |
40 r —— O LR L
- & == 31— 0% /§25mg
0 b 1 1
0 10 15
BFE (430
(n=12)
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(A% )L A1) o LgE 50mg TNIG))
BIIEIR L DL IRV ENMERR T A BT A VD —EWIEICSOWT (R 184E 11 H 24 B #K &
WAIEE 1124004 5)
ARG
HiE  BARKR S wHRBE SRk
[ElEHOR ORER TR : 50rpm (pH1.2, pH5.0, pH6.8. /). 100rpm (pH5.0)
CHIE]
- pH1.2 (50rpm) Tik, 2 B¥OEIT 46 LLETH -7,
- pH5.0 (50rpm) Tidk, f2 BMDOEIX 42 ETH-7,
- pH6.8 (50rpm) TliE, FEHERLF OFEEHTEDN 60% K U 85% LD 2 KEAIZEBW T, RihDF-H
S L =R AR VE R O SER VS HH R £ 16% D &EFHIZ B - 72,
- /K (50rpm) Tik, EUERFIO SRR 60% M N 85%TUT D 2 B2 BT, AL O
HH R VE R D S PR 2R = 15% D FEFAIC & > 72,
- pH5.0 (100rpm) TiE, FEERAIL ORI & HIZ 15 73 AN ) 85%LL EIRH L7z,
Pl b, REOREZEE 2 ERIK] (=2 —1 X U8 50mg) &k L7255, X CoRBRiRIcE W
T TR ERGOEMZNRIEERBR T A R T4 2] OHELREES LT,

(P HH b )
SBHE (%) pH1.2 (50rpm) BT (%) pH5.0 (50rpm)
100 e L% 1M LEES0mg TNIG) 100 r
80 | =& ==21-—0O%§50mg A 80 |
60 60 |
40 40
20 o0 | e 0 L5 U™ LgES0mg TNIG
/ =& ==1-—0%$50mg
0 1 1 1 0 1 1
0 30 60 90 120 0 15 30 45
B (59) BFRE (43)
BEE (%) pH6.8 (50rpm) BHE (%) 7k (50rpm)
100 | 100 |
80 | S =
60 | 60 |
0 | 10 |
20 | —o— O LR 11D LEES0mg TNIGT || o9 L —e— L& D LEES0mg TNIG]
- & = —1—0%%50mg =& =1 —[O%_/§50mg
0 L' 1 1 0 L' 1 1
0 10 20 30 0 10 20 30
B () B (530
BHE (%) pH5.0 (100rpm)
100 | —e— L& D LEE50mg TNIG ~
80 | —&—"a2-—0O%VEIMg _ - =
60 |
0 |
20
0 b 1
0 15
Bl (590
(n=12)
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(AHYLE A9 LEE 100mg TNIG))

BREENLOLEY LRI SRR A R T4 LV EDO—FRIEICOWNT CER184FE 11 A 24 H A

TR 1124004 =)

PR A
i AARIERS  WHREE Rk
[alfE5E % OFABRIE : 50rpm (pH1.2, pH5.0, pH6.8, 7K). 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) Tik, FEAERIFIA 120 32T D FHIRHFED 1/2 O HHRZ2 R 710 2 7o ik
RITR120 431238 T AR G O SEEJU 3R AR E RS O SR R £ 12% O FHIC e o 7o, F 72
f2 BIEDEIT 46 R TH - 7=,

- pH5.0 (50rpm) TiL, FEAERIAIO IR 40% K% Y 85% T D 2 BEAIZ BT, AL D)
VA H SR AR E RS D SERER R £ 15% O FiPHIC H > T2,

- pH6.8 (50rpm) TiL, FEAERIA|OFIVEHZRD 60% K% Y 85%FIT D 2 BEAIZ BT, ARfhD )
VA H SR I AR E R DO SERER R £ 15% O FiPHIC H - T2,

« /K (50rpm) TlE, FEAERA|O IR RN 60% MK Y 85% (T D 2 FEAIZHB VT, AL D FEH)E
HH SR TAR ERUR O SRS HH 2 = 15% DI B - 72,

- pH5.0 (100rpm) Ti%, HEHERAFT 15 7 LANIZ Y 85%LL EIEH L. 15 73I2d61T D ARM DY
VA H =R I AR E RS DO SRR R £ 15% O FiHIZ H - T2,

PLE, REOEHZFEE ZEHERA] (=2 —a X 8 100mg) &g L2/ R, pH1.2 DSOS

BT TEMFRIREHRBR T A R4 ) OHEREITHEE Lzs, pH1.2 ORI W TITHE

EEHEAE Lo T,

(Ve H Bl A7)
EHE (%) pH1.2 (50rpm) BEHE (%) pH5.0 (50rpm)
100 | 100 |
—e— O L= )2 LEE100mg TNIG)
B0 | mopm— o e 80 - ==
= 21 —0O% /$E100mg N
60 60 |
40 40 |
20 20 | —— O L% 711 L§E100mg TNIG]
0 . . 0 —Iﬂ.—:l—lljéfjﬁmomg
0 30 60 90 120 0 15 30 45 60
BEfE (430 BEfE (43)
EHE (%) pH6.8 (50rpm) EHE (%) 7k (50rpm)
100 | —o—ngbﬁ);ﬁérjAﬁ100mg TNIG] 100 | — 07 ILE U U LFE100mg TNIGI_
go [ —* T~ HXoEI0m_ o 80 [ —&=-=21-0%UE100mg_ -~~~
60 | 60 <~
40 | 40
20 20
0 L' 1 1 0 L' 1 1
0 20 30 0 10 30
BERE (430 B (490
BHE (%) pH5.0 (100rpm)
100 —— O L% )0 L$E100mg TNIG
80 r =& ==1-—0O%/§100mg
60 |
40
20 t
0 fy '
0 10 15
BERE (430
(n=12)
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10. 75 - o

BRI

(1) FENDELGER - 2K, MK LCERSR - EKICEYT H1FR
(2) a%

(A% L2 A1) o LgE 25mg TNIG))
100 #& [10 §2 (PTP) X 10]. 500 & [10 & (PTP) x50]
(A% L2 A1) o LgE 50mg TNIG))
100 #& [10 £ (PTP) X 10]
(AYIILE > A1) 5 Lk 100mg TNIG))
100 #& [10 &£ (PTP) X 10]
(3) PHEBE
YL
(4) BROME

PTP : RV =T (L, TIAI=ULEHE

Er—: TAI=UL - RIZF LU TIRX— T AL A
ARG Eh 5 EME
AR L

1.

12. TOH#
LR L

13



V. ARICEYSEE

1. BREXIEHER
OmmESE
OEMERVEARZHS 2 BERRICH T HRRFIEEE

2. PREXEIDRICEHETIIE

5.RER IS RICEHET HEE

(BEOERUVEAREES 2 HHERBKBICH TS HRFESE)

EBIMEROCEAR RPT7AVT I /7 L7 F =0 300mglg LI E) Z#A0F LAV EEICRIT A
FIDOHZNME R V2 EMEITHER STV,

(fi#s)

ZHEEIB M OMRHL & 72 - 72 RENAAL SRR CTIX JRF T VT > /7 LT F =2 300mg/g LA EDE
HIRZ /R TEEEZNRICE SN, £2, SMULEBREORSEN - T4 VB (BIEM) 128
WCHEEEE AT (93.5%) E7IERGEORMTERE (83%) Thotz, it 2 SEMRILIZFEHE L
77

3. AERUVHE
(1) BERUVAEOHES
(B MmESE)
WH., AT L2 ) o aE LT 25~50mg & 1 H 1 ERROKET 5, k. Filp, JER
WX VEEET 52, 1 H 100mg £ THETE S,
(BIERUVEBRZEFS 2 BERRKBICH TS HERRERE)
WH. A L2 ) oA LTH0mg 2 1 H 1EFRO&ST5, ok, MEMEE RN
51 H 100mg ETHETE S, 270, BEOCMFERTEZE-TRBENDH HBRESTIL 25mg
WO &G ERGT 5,
(2) RZERUVHAEORERE - B
MUERR L

4. AERUVAERICEET IR

7T.RERUVARICEEY 5EE

(BMERUVEBARZEZHS 2 BRERBICEH TS RRFRIERE)

AR b5tk G2 V7 F = AEAEIR ORAE & i LT 30% (25 E Img/dL) LLEHN
Lzt ROSREKIE A, 1/MiE 27 L7 F = AEO ABLSE TR L 7= BB RERR E o 1 18 A
PINR S - a1E, BEH L2WIERETIEEEZET DL Z L,

(i)
riLE R OV AR & £ 5 2 BUBERRIFIC I D BEIRIRVEBIE D B AR 2 B 54 256 121%, 2o
BREREELICHEE T 2 LER D D720, mlERRTA BT A 2 2004 F 2B H 50H LT,

5. ERERALAE

(1) BET—aNwr—o
BRI L

(2) BEEEFR
MR L

14




(3) AERGERFEAR
MU ERR L
(4) BEEMEER
1) ENEREERR
(B IMLESE)
17.1.1 ERERRHER
B - PAEARERME S MEE BT 25t & L “HEERERBRICHS VT, BEDRICET =TT
TV N= A VBB E ORIEEPKRIES L, e Z B ) T AOFRERGED LTS I,
17.1.2 BN ENERER
ToUFT v RIS (ACE) BEAICL 2RO E LA T HEE LR L L ZEEHRIKR
RERT, VY TV EHOMOFERER (7T1.7%) X, e FerzeaF 7Y FEGEE (34.1%)
LOatvy R (29.2%) Ko AEICELS, athvZ U EERITE RnsanF 7Y NEh
FEERIBRETHo Y,
(BMERUVEBARZHS 2 WERRKICH T 5 BRAFESE)
17.1.3 EPRRIFEE MAEER
EIBRILF RS & LT Sz “EHEMEGE (RENAAL &B) (28T 1,513 il (AN 96
BlzEte) NEHE STz, RRBOFET Y RARA > ME, G2 VT F= B, KPR R4
(FEHT oD WVILBBEOLEN) KO TOEGTZ Y KRSV N Tholz, BYALX BT T A
(327 45) 1%, TR (859 HI) (AT, FEET L RARA  MIEET D U A7 % 16.1%%#
W (p=0.022) &7, EHIC, v HAZ A Y U ARERICBWT, G2 V7 F = fEEHET
25.3% (p=0.006), RHIERET 28.6% (p=0.002), KEIEAREIILLET 19.9% (p=0.009).
Mg 7 V7 F = MEEE IR B AL T 21.0% (p=0.010) O U A7 BHEARD bz, =2 R
RA v MEREZTH HRFREIC LD RICONVTIL, MGEEB THEREZIZA LN N1,
ARRRO — kT FARA > M, REAOZE(bE, BIEOE(LE, LM REEORRE K O T
FOBA (DAEIZE D ABE, OFEZE, MATHEMN, WMt REERDEIZ K D AR X0
ERIEBIZL D) Tholo, uY & h U o LE T 34 FM B SNTFHICB VT, R
EHABENFEET34.3%IK T (p<0.001) L7z, £/, uP g h ) oaid, g7 V7 F= 1l
DOWFE DM EIT X 0 FFM S 2 BEHEEEIR TR % 13.9% (p=0.003) K F I/ (K FROFRfi
18.5%. p=0.01), —J7, DIMEREBOBIFER O EFOEAT Y RAA 2 b TIE, mHLH
AV U NREEE (24T 6)) L 7T RAREE (268 4]) L OMICHEREZTALNRNSTZN, Th
AR Z O X5 2RI T 2N 2R LEDLE TR o272 ThHh D, i, RRBRIZ
Bt Ag om0 AOFRFMEIRIETHY . BHERIC X 2 ILFIOEIE LT 7 B AR & F5%
THo7-5 0,
BIVERIZ 751 61 (AARN 44 BlxETe) F 12961 (17.2%) IZ@RD b7, EREWEMRIZ, FW
34 (4.5%). mi AU U LIMIE 28 il (3.7%) . IKifLE 19 6 (2.5%) . HEJ)JE, 57 12 61 (1.6%)
Tholo, o, BRMREMOBFLENX, 111 ] (14.8%) RO LN, FERERMREMEO L
WAL, MEA Y v A ER 89K (11.9%), 7 L7 F=> kH 30 ] (4.0%). BUN L& 10 fi
(1.3%) Th-oT,
2) REHER
U ERR L
(5) #BFE - WBHFAR
MR L

15



(6) AEMER
1) EARERE (—REARKRE. FECEABRKRE. EARGELERRAE). RiERST
—RARE. REFRFTREBRAROAR
U ERR L
2) RBRFH L L TEREPEOABRNITEIE L-AE - HROBME
L7
(7) £k
PR

#T—4~

16



VI. EHREICET SHEE
FNREL, BHOBTHRLEBMT D&,
(A-

1. EEENICEES S AN AN
TUVHT vy W B

EE : BEOH HILEMDREE
oY H ) T IR ORGSR S, TN ERE TH D DIV B IRIC IS
WINLABRMNAEWE THDLIT U T vl

2. ¥BE#EHR
(1) %L - EFARFE
ENnb, BV F RO VER CERIRT
M) 1Zxt LT, ZOZEEICBWTREMIZHEIL L, BEDRZBET S,
(2) ¥EDHEEAMNTHHEBRE
18.2 7oA T VI UREAKERER
1821 A-IZFWRIZITV 7T XA THRHMOENTEY, vV X FOH AR EERIL, AT R &
REICHEAE L. A-TIOABERZET LN, 7= MERIZRE RN D9, 75 V%= 43R
=2

£ THDHACE (F=F—FI) ([TIFHEFEOREZ KT I/ 10,
18.2.2 EBREM (T v b)) 16T DR A- T FE RS 2B 5 9 9,

Y NF A Y T B ROH R BRATEILE B RFEIE T » b 10120 EEEmET v b 13,
i B ARFEIEA X 19, A B RIE m i B ARFEAE T ~ b 1DFOEIMEE T VBBV T, ME

18.3 KEE/EA
RS, EERAREPRE LICBEDRE T, £l MEDO FRRIZHE S DO N2 72
D BEPIRCEES MJTED U N7 v RESTAE U 1,
18.4 BREEHR
B YL 2 3 O BN R A2 BIRENTIER S RERBSNEZR T S5 2 L2 X0 REKIE~D
WRIBWZSET S, £/ ANVT N MU UVBERERBET v b (4 AU ARIFEREIRIGE T
L OBEIRIE M OFERE PR Ip M D

V). BRFIEA AU U IRAFVEREIRF~ 7 A 56 BYUIBRT v &
[R5 VBN I B\ CIR AR A SR E OB INE ONC BHERR R 2 2 1] - 2 1620)

(3) {ERSETEM - R
DR L

17



VI

1.

EYBEICET 5EE

meREDOHR
(1) AERLAEVWGOLPRE
MU ERR L
(2) BERERTHERESL-ODRE
16.1.1 BEEHE
RN L2 7Y 7 A 25 KON 50mg & ZEfEREIC 1 FRRO&F L LGAe, v g o KO
AV CBRR D MAE IR EEIXE N ZE N G801 R R O 3 e T e — 27 122 L, 3N 2 iy
MEROH 4 BECHY . DIVRUEERED AUC (MAEFREMMR TEME) e iy o 7 /7T
oz 2,
16.1.2 RERE
fEFERR AN IC e L2 ) 7 A 100mg & 1 H 187 H R 05 L7286 O AT REN S |
B R O VR CERIROEFEVEIIFRD S o7z 22,
16.1.3 £PF MR F1EHER
(AHYIILE Ay LgE 25mg TNIG)
BIEIEIR L DA IRV SRR T A T A VDO~ IEICOWNT (PR 184E 11 A 24 B 3K
BHEAIE 1124004 )
gy B ) T AEE 26mg INIG) & =a—v X U 26mg %, 7 0 A4 —/"—JEIZ LD ENE
W28 (m Az Ual LT 50mg) MRS FICHERRERR Q&G L Tl R R
BEZIEL, SONTZRYEHE T 2 —% (AUC, Cmax) (22T 90%(3 #H X M¥EIC THERHR
HraiTo 7ok, log (0.80) ~log (1.25) OHPHNTH V| WiHl DALY FN RSN HERE Sz
23)
450 -
400 |
ol —e— T L F 1) 77 AEE 25mg [ NIG
E 300 | ---O---.:'-_:I.—D:?"}’ﬁzﬁmg
@ Y+ BHRE, n=16
E o950+
& 20 f
& 150 f
= 100}
50
0
1 5. H O (hr)
S ENRE T X — X
L5 E AUCo-24 Cmax Tmax T2
(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
=N AV RN
50 476+178 256136 1.0+0.5 | 1.8+0.3
25mg [NIG|
=a—u X B 25mg 50 508+261 280+245 1.1+0.6 | 1.9%0.3

CF¥) H1EHERE, n=16)
MR N AUC, Cmax 5 00/37 A — &3 #ERE OFRIR (R OERHEH + B 55 0 7R
R L > TERRDREMEND D,

18



(AYIILE A9 L 50mg TNIG])
B EIR L O F RIS EREBR T A BT A L EO—EIc oW T CEk 1845 11 H 24 B 3K

AEAIE 1124004 =)

gy B Y T AEE 50mg INIG) & ==a—u ¥ U6 50mg %, 7 2 A4 —/"—JEIZ LD ENE
W1EE (m s Ual LT 50mg) MRS FICHERRERR O &G L Tl Rk
BEZREL, SoNT-EYEEE T A —% (AUC, Cmax) (22T 90%(5#H X VA THEFHR
WraiT o7k, log (0.80) ~log (1.25) DHIPHNTH V| MiH DAY FRIRIFMEIHERE S vz

23)
o

I RE (ng/mL)

—o— L & ) v L EE S0mg TNIG
- Za— 0% 2458 50mg
P = R, n=30

5.8 0 B (hr)
I ERE X T X — &
b AUCo-24 Cmax Tmax T
(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
=R SV VI BV -
50 490+192 221+112 1.5£1.0 1.8+0.4
50mg [NIG]
= a—n X U 50mg 50 470*+163 228 +126 1.3+0.7 1.91t0.4

R L > TERRDAREMEND D,

(A% )LE oAV LgE100mg TNIG))
B EIR T DY F RIS EREBR T A BT A L EO—EEIc oW T CEk 18 4E 11 H 24 B 3K

AEAIE 1124004 =)

CF¥) = 1EHER ., n=230)
MR NE AUC, Cmax 5 00/37 A — &3, #ERE ORI OERERHL « e[ 55 O3k

gy B Y T A 100mg INIG) & ==a2—8v % U6 100mg 2, 7 B A4 — N—EIZ LV ZEn
FH1EE (v ) o aE LT 100mg) FEFERA S ISR BRI 0BG LT R 21 b
RREZHE L, SR8 YEE 7 2 —% (AUC, Cmax) (22T 90%f5 fE X kI THEEH
fRMT 24T > T2 fE . log (0.80) ~log (1.25) OHFANTH V| MiAlD LY FHIF LMD FER S 4L

7": 23)0
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—e— O A1) 5 AEE 100me[ NIG
0 Za—0% 8 100mg
Pty + EHAEERE, n=15

IAE i E (ng/mL)
SEITIEEL

$ 5 OE¢ (hr)
HEWERE N T A —H
h& AUCo-24 Cmax Tmax T2

(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
=R SV VI MYV

100 1015288 547+ 251 1.3£0.6 1.91t0.4
100mg NIG]
= a—nu ¥ U 100mg 100 1087386 563304 1.9£1.0 1.8+0.4

CF) £ AR YR 2, n=15)
MR N AUC, Cmax F0/37 A — &3, #ERE ORI OEREAH + e 55 O 3R
KL > THRRD RN D D,

(3) shmiE
MR L
(4) BE - ftREOTE
R AIC A2 Y A 100mg % Bk &K OZEIERAC 1 B DG L2546, WIBGHE X A%
BT T L7z, WIEORANIENTH - 7= 20,
(Tvil. 7. MHAEAEH] OHEZH)

2. EMEERBNT A —4
(1) BITAZE
MR L
(2) WRALEETEH
MG R R L
(3) HEEETEH
MERR L
(4) VY7353 vR
M ERR L
(5) HHBE
MER R L
(6) £t
M ERR L
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3. 8%H (REaL—>av) #H
(1) A&

YR L

(2) NSHA—REBHER
B R L

4. R
AERR L

5. &%

(1) mik-ixEErIEEHE
MR L
(2) miE-RIEEIFEEYE
(VL. 6. (5) k) DOESH)
(3) Ait~0BiTHE
(IVIL. 6. (6) #ZLhw) DOEER)
(4) fEER~DOBITHE
MR L
(5) ZotioB#~DRBITHE
MR L
(6) MFEEAKEAE
Pl v/

6. fti

(1) REBLEIRUCKBER
fEERAIC e v Z U s 25, 50, 100 X% 200mg P % 1 [k A5 L7254, sk
S, EHRIZBNTERBD THDL I NVRABIE (IF Y —VERD 5 FrFk i A F /IO
e#) (EHEND 2D,
) AFNOKGE ST 1 BIH&EIE 256~100mg ThH 5,

(2) RMICEIE5T 5B % (CYPH) OHFiE. 5=
AFNL, EHEEFET ~ 7 v — 24 P450 2C9 (CYP2C9) (N 3A4 (CYP3A4) (2 X 0 iGtE{CH
ThDHHNVR BRI IS,

(3) MEEGBMNROFTERVZTOEE
MR L

(4) REVOFHEOERRUELL, FHELE
MR L

7. Bt
fEEERAIC e LZ o h Y 7 A 25, 50, 100 XX 200mg P & 1 [mIFR G LizgA, #5% 30 I
METoOrI LT RO VRCBARDORPHRERIIZ R GEOENZEN 3.2~4.1% KT 6.1~7.9%
THot- 20,
) ARFNOKE S 1 EH&EIE 25~100mg THh 5,

8. FSUARR—E—IZET HI1ER
MR L
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10.

1.

. BREICLSBER

(TVI. 10. HrEOHE R AT HHEE] OESHR)

BEODERZFTLHBE

16.6.1 BESHE

bR E A O mIEERFIC, v ¥ B Y U A B0mg /&% 1 ERO&LL LIZSA, g2 L
TF= OBV E 0P Z WS LR CERARO RS ME T E  (Cmax) M OVAUC 1T K
XpfEE R LT, MIEZ V7 F =28 3.0mg/dL L EORETIE 1.5mg/dL Kl OFEIZ b LT a4
JWH D Cmax X ONAUC 1E 2.4 BTN 2.2 512, HIVAR UERIA T 1.6 2O 2.0 {5 DfE & 7~ L7z 29,
16.6.2 JBTEH

EIMLESE A2 0E 5 BATREIC, L& ) T A 50me & ZEfERC 1 Bk O#E LZBE, vdb
Z D Cmax XN AUC TV F AU H N L | @EFERA S F R O L EEEE L L Trd v Z o
Cmax XN AUC 1FENZFNH 2 LR 3~4 EDOfEZ R LTz 25 20,

BITRE IS LE a5 L&, oL o ROHVR CRIRITENTIC L 0 b H o2
ENRNZ ERREEINTND 20 UNEAT—%), [9.2.2 & ]

16.6.3 EinA

TEFE R R OMEREIE R A 12, v L2 U U A 50mg & ZEHERFZ 1 REIfR OG- L7 8A, v
P B o DRIMGREEZ NI BRI 1203, mlinE TIER YL 2 D Cmax X OV AUC 13FE Sl
DRI 2% LTz, — . SmEIZRBIT 2 VR VRO Cmax XN AUC 1X., FEEEA T~
TENLIR 25 BN 27% DREEE R ¥ T - 72 29, [9.8.3 B ]
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WA O M 2 B E T DBRICITER S5 2 &

8.3 FiTHT 24 RFANIZIE G- LW Z ENEE LW, 7o VAT v v M ZFRETAIR G- O BF I,
BRI MR RIC L =2« T oo T v CROMEWERIC X 2 mERMER T2 2 T kenn
H5,

8.4 KK ZTLeT o IFT v MR BEIEHAIK G I ENITIFRFEOEERIFEENH L DL
oL DWENDH D, MHEREMAELZFEMT 270 E, BIEE 0270, BEPRBD bNSE103&
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(BIERUVEBRZEFS 2 BERKBICH T 5 HERERE)

8.5 Al d HOiILTWOT, AARGEHTITEHRY (RGN : 2828, ZER - A 1ER
FE) IR & K3 5 7 EBEE HIcATHY &,

8.6 MiEH Y UAERKOMIES LT F=2 ERARLHLLASLT VO T, AFIEGHITEHN (&5
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8.5 BIEELHATHEECTIIBMEEAMEAECLAREMENH D Z &, o, BEEZAIFL V2 EHE
WCARAZ G5 &, BMORBBBEENELS 2D ZENRENTNDZ NG, LT,

8.6 MEIRIFMERIERF TIL, MP U U AMELOEEEND bW Enb, Gl Lz,

6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESOHIBE

9.1 AHHE - IEEZEDOHLBE

9.1.1 MAIBHREEDOH S BEXEIABETREREEDOHSESE

B LR 2 G20 E SN2 5A 2 RE, EHITRET 5 2 &, B it &DORED R ERIR AT
DK FIZ X v ERICBHEEZ B2 B8E N0 b 5,

91.2 AUV LMEDEE

R L2 G2 n el SN 2582 RE, EHITRET A Z &, @AV UV AMIEZEEIE LB
ENDH 5,

7o, BHEREREE. o0 b — L REORRBFEIC XL 0 MED U v AMENE L 220 RV EE T,
MiEH U 7 MECEET D2 L, [9.2.1 ]

9.1.3 RNEEEDHSBE

WEORENMIEAR2ZEL L, WEEZELIE2B8ENNH 5,

9.1.4 BELREERZPORE

AHNOERGZAEHEN GG L, HETL2581IHRLIITI 28, —BEOMERTNEZEZ 372
nrdHs, [11.1.5 =]

(fi#i)

9.1.1 WAIMEB BRIz D BE R B CRBIRKAEO & 5 BE BT, T o4 7 v D
HENRZIAE ST GFR 23825 K9 IV TW5E, 20X ) REETAR 2% 595 L
AIEHARDULE S A= CEES 72 0 | REREOHERIENMET L GFROIKR T2 &7 &E 2 b5,

9.1.2 RAINT NV RATa Wz L, MiE» Y v LMEEZ R SELAEERDH D, 207D
BV 7 AMFEDBEF BT, ARORGICEIVEL Y v AMELEBRIELIBENLH D,

9.1.3 MIMEFEE %2 H 7T 5 @ MEMESE OREERRE Cld, WEOREIZLVMEREZ K TESE5 2
EMBY . IO BEERASIER (D F VY, BHEK, BROK T2 E) MMM % 7% L7
WEIHYEEBRMETH D,

914 L=V« TUUFT UV URIHERT 2EFIEOFEFHEWVWZ S, ERROBETIE, i
L= c TUPFT UV U RNTLHE L TND 2 E NS, KAIZRGT 5 LV BEREND S
biv, BARMERTE25 &R ITBENANGHL7-DERHAENOGT 52 EBKNETH D,

(2) BHEEERE

9.2 BEHEEERE

9.21 EELEHERE (WE/LF7F=>25mgldLLlE) OHZIBE

BHBEEZML TR CHEEICERGTE 2, mA U U AMERD ST\, £i2, BHEIEDE(L
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9.2.2 MiEENPDES
RAOEZASHEN G L., ETA2HEIIHRAIITHIZ L, —BEOMFEKRTZE - T8
nnds, [11.1.5, 16.6.2 ]

(fi#i)

9.2.1 MiF7 V7 F =27 3.0mg/dL LL EOEEERLZ AT 5mMEERFIZBNT, AAIOHRELICX
DIMEZ LT F =20 ERT A AFRD b 29, BEEA AT LB KICmGs v T =
MEIZOW TR, ACE [HEZRICET 2 KEAFEZBSH b il 253512 12.6mg/dL VL F) L&k
E LT, ok, TEMEROVERREMES 2 BEERIFICIS T 2 HERFBIERIE] OZhREBIN ORI &
72 o - KFEERE LRGSR (RENAAL &5 12280 L2 BFEICBW L, & IEEIC R 2% &G
FIEH IR OO R IR AR K VT IR 2 A A IS 38 1T 2 IR E D722 W R S Hel U T U 7 A IUE o0 85 BE 73
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L= s TUoPFT UV U RBTLE L TVWE Z ENEL, AFIEEREG T2 LRVEEDERD 5
biv, BMARMER T2 EREITBENNGHL-DERHAENOHGT 52 EBNETH D,

(3) FritkeRERA

9.3 HFieEREE RS
931 EELGHEEOHSBE

EH Lz &, (2.3, 9.3.2 /]
9.3.2 FHFEEEE NI ZOMEDHIBE (L. EELHEROHIBE LK)

AENZFN T, FERERRA & Ll Ui« hEEEE D 7 L o — WERFEA B Tld e YL & v O
FEMNIIE L, B P2 o R OB VR RO MSE TR EE R Z 2 5 /5 L O% 2 512 BRI 5 2
ERWEE TV, [9.3.1 B3]

(4) 4REREZRT 2E

9.4 H£REREEZF T HE
9.4.1 WIRI SATREMED HSH X
IR L CWD ZENRENT T v U4 T vV U EBBERILER UL T oA T v 11 2K
Al L, IR - BrAERA~ORE (BAe, HE - i - BOBRAE, %) N6
T2 BIARE ST D 800 81
AR OFE G D, RBEOF LS B E L CARAIR G OB A EEICRG L, IRFEEOFLR
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EMICHERT 5 2 &0 FHEFITHRRAH L2561, BEbHIcEE 2Tk 52 L,
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v

(fifam)
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WEHDEBMAE L TWAIZHb b, 21D OIEHI TGRS 2k LT Y . IR 5 maek:
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(5) b
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T,
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(6) =3l
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EOPFRNCE Y B Y U ARFRERSEE L, MiES U v MEN EFTHAREMERH D | Rl BHRERE
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PTP @D AN PTP > — F 6Bl L TIRMT 2 X 5 ET 52 L, PTP — FOFREKIC X
D RRVELA I RIERBE AR L, IR LA 2 L CHERRIAR SO EERGIHELZ IS 2
ZEWDHD,

12. TOMODEE
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X, BEMERICEYTSRE

1. RS
g o h Y v LEE 25mg [NIG) ValyoE A7 U
LU aY L2 7Y T LEE 50mg [NIG) ) EE-EMEOLGE I VERT S
L ) 7 AEE 100mg TNIG) N
BRsy | mE Y TN 7L
2. A¥EIRM
34

3. AERETORE
FEIRRATF

4. BRWLEDEER

20.MFVLEDEE
FEZITRR 2R ThRFT 2D 2 &,

5. BERITEM
BEREERLTA N A
<FTvolLsy  H
ZTOMOEBFBTEM A ((XII. 2. ZOMOBEEEE] OESMH)

6. R—H% - A%E

W—m5 : == —u X 8 25mg, == —n1 ¥ U6 50mg, == —1 ¥ »§E 100mg
7. EREESEAB
AREA
8. RERTERBFAARUVKEES., EMELNTFEAR. RxmMEEAR
BLER T AR . ST R L MR 5EBR bR
B BisE 4 m— R o
FH A FH A FH A
=R NI SRRy 2012 4 2012 4 2012 4F
. 22400AMX00494000
BE 25mg [ /%] 27 15H 6 H22H 6 722 H
Hi52 | ez Bl n 2012 2012 2012
b jf/ Y | 22400AMX00495000 * *
BA LA 8E 50mg [T /%) 2H 15 H 6 H 22 H 6 H 22 H
=8I S Ry N 2012 4 2012 4 2012 4F
n - 22400AMX00496000
BE 100mg 7 /3] 27 15H 6 H22H 622 H
=R NI SRRy 2012 4 2023 4 2023 4F
22400AMX00494000
¥ 25mg NIG | 2415 H 5H 24 H 5H 24 H
=R SRRy 2012 2023 2023
3 . 4 * 22400AMX00495000 i i
#& 50mg NIG | 2H15H 5H 24 H 5H 24 H
=R NI SRRy 2012 4 2023 4 2023 4F
N 22400AMX00496000
5€ 100mg NIG | 27 15H 5H 24 H 5H 24 H
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9. MREXIHREN. RERVABREEENFOFEABRUZOAR
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N
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e
S
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EH 4 KIE]

s Organon LLC, a subsidiary of ORGANON & Co., Jersey City, NJ 07302, USA
Wk 7E4 COZAAR

HIE - Bk | film-coated tablet, 25mg/50mg/100mg

INDICATIONS AND USAGE

1.1 Hypertension

COZAAR® is indicated for the treatment of hypertension in adults and pediatric patients 6 years of
age and older, to lower blood pressure. Lowering blood pressure lowers the risk of fatal and nonfatal
cardiovascular (CV) events, primarily strokes and myocardial infarction. These benefits have been
seen in controlled trials of antihypertensive drugs from a wide variety of pharmacologic classes
including losartan.

Control of high blood pressure should be part of comprehensive cardiovascular risk management,
including, as appropriate, lipid control, diabetes management, antithrombotic therapy, smoking
cessation, exercise, and limited sodium intake. Many patients will require more than 1 drug to
achieve blood pressure goals. For specific advice on goals and management, see published
guidelines, such as those of the National High Blood Pressure Education Program's Joint National
Committee on Prevention, Detection, Evaluation, and Treatment of High Blood Pressure (JNC).

Numerous antihypertensive drugs, from a variety of pharmacologic classes and with different
mechanisms of action, have been shown in randomized controlled trials to reduce cardiovascular
morbidity and mortality, and it can be concluded that it is blood pressure reduction, and not some
other pharmacologic property of the drugs, that is largely responsible for those benefits. The largest
and most consistent cardiovascular outcome benefit has been a reduction in the risk of stroke, but
reductions in myocardial infarction and cardiovascular mortality also have been seen regularly.

Elevated systolic or diastolic pressure causes increased cardiovascular risk, and the absolute risk
increase per mmHg is greater at higher blood pressures, so that even modest reductions of severe
hypertension can provide substantial benefit. Relative risk reduction from blood pressure reduction
is similar across populations with varying absolute risk, so the absolute benefit is greater in
patients who are at higher risk independent of their hypertension (for example, patients with
diabetes or hyperlipidemia), and such patients would be expected to benefit from more aggressive

treatment to a lower blood pressure goal.
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Some antihypertensive drugs have smaller blood pressure effects (as monotherapy) in Black
patients, and many antihypertensive drugs have additional approved indications and effects (e.g.,
on angina, heart failure, or diabetic kidney disease). These considerations may guide selection of
therapy.

COZAAR may be administered with other antihypertensive agents.

1.2 Hypertensive Patients with Left Ventricular Hypertrophy
COZAAR is indicated to reduce the risk of stroke in patients with hypertension and left ventricular
hypertrophy, but there is evidence that this benefit does not apply to Black patients.

1.3 Nephropathy in Type 2 Diabetic Patients

COZAAR is indicated for the treatment of diabetic nephropathy with an elevated serum creatinine
and proteinuria (urinary albumin to creatinine ratio >300 mg/g) in patients with type 2 diabetes
and a history of hypertension. In this population, COZAAR reduces the rate of progression of
nephropathy as measured by the occurrence of doubling of serum creatinine or end stage renal
disease (need for dialysis or renal transplantation).

DOSAGE AND ADMINISTRATION
2.1 Hypertension
Adult Hypertension

The usual starting dose of COZAAR is 50 mg once daily. The dosage can be increased to a maximum
dose of 100 mg once daily as needed to control blood pressure. A starting dose of 25 mg is
recommended for patients with possible intravascular depletion (e.g., on diuretic therapy).

Pediatric Hypertension

The usual recommended starting dose is 0.7 mg per kg once daily (up to 50 mg total) administered
as a tablet or a suspension. Dosage should be adjusted according to blood pressure response. Doses
above 1.4 mg per kg (or in excess of 100 mg) daily have not been studied in pediatric patients.

COZAAR is not recommended in pediatric patients less than 6 years of age or in pediatric patients
with estimated glomerular filtration rate less than 30 mL/min/1.73 m2.

2.2 Hypertensive Patients with Left Ventricular Hypertrophy

The usual starting dose is 50 mg of COZAAR once daily. Hydrochlorothiazide 12.5 mg daily should
be added and/or the dose of COZAAR should be increased to 100 mg once daily followed by an
increase in hydrochlorothiazide to 25 mg once daily based on blood pressure response.

2.3 Nephropathy in Type 2 Diabetic Patients
The usual starting dose is 50 mg once daily. The dose should be increased to 100 mg once daily
based on blood pressure response.

2.4 Dosage Modifications in Patients with Hepatic Impairment
In patients with mild-to-moderate hepatic impairment the recommended starting dose of COZAAR
is 25 mg once daily. COZAAR has not been studied in patients with severe hepatic impairment.

2.5 Preparation of Suspension (for 200 mL of a 2.5 mg/mL suspension)

Add 10 mL of Purified Water USP to an 8 ounce (240 mL) amber polyethylene terephthalate (PET)
bottle containing ten 50 mg COZAAR tablets. Immediately shake for at least 2 minutes. Let the
concentrate stand for 1 hour and then shake for 1 minute to disperse the tablet contents. Separately
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prepare a 50/50 volumetric mixture of Ora-Plus™ and Ora-Sweet SF™, Add 190 mL of the 50/50

Ora-Plus™/Ora-Sweet SF™ mixture to the tablet and water slurry in the PET bottle and shake for
1 minute to disperse the ingredients. The suspension should be refrigerated at 2-8°C (36-46°F) and
can be stored for up to 4 weeks. Shake the suspension prior to each use and return promptly to the

refrigerator.

2. BHEITHEEZEER
ERICEY SiBsMER (AR LS UT7SE)

AR T M EOEBOHDELRE A=A M T VT L3RRS,

(V. 6. HEDOHEREZATHEEICEHTIHIEE] OIESRK)

25 SO

Drug Name Category
F—ANZ VT D4 losartan D
(2021 4= 4 A k)

F—A NZ U7 D545 (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.
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