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VALSARTAN Tablets [TCK]

2. &Z=2
D= 7N

(ROBEICIFRS LBV E)

2.1 RADRES R UBEIEOBERED & 5 BE

2.2 HEXIIIFIR L T WA RTEEE D & 5%t (9.5 2]

23 TYVAF LY I TILRBRIEZHRE5FROERKRESE (72720,
fOBEEREEZIT>CHRBIMEDT Y bu—LEF L <

REOBEEZRL) [10.1 2E]
3. #8m - Ik
3.1 #8588
BR5E 4 BHRigsr (1 $EF) aNInAl
PLHILE VEE 20mg | NVYILE Y () E%?Eﬁﬁiiji
P RERY . Zaxh)L
NIV LY VEEA0mg | NLHILE Y (HE) [ AU—RAFRIT L8
[TCK] 40mg BRI AB IV
AF TV~ T
. . . R L.k FOA0—RA, v
F}’égj”’ﬁgomg é\o’r':’””g/ (BR) |55 06000, @it F
& & FLFrAae
EE#HEvrafs
oLt iia—2,Jv
BKEH I ™7 LKA
Y. RERY 7T xh )
— + =
S LY EE160mg | SIS Y (BR) | TS A TP
[TCKJ L60m YLu—R g K
& ABILT AT T
(37 S Ay N <y au |
AO—A,77ud—)L
6000, B tF5 > AL
ar2A\wiy}
3.2 EFIOMEK
B A g @i Bl
P T EZ(mm) [Es (mm) | #8mg) | AE a-F
VAVIAID 2% HE 74 LA
$E20mg 151 — I-F4VT5E lTSI{
il/v
[TCKJ <6 24 < (EEAD)
NLHLE Y| A0\ HE74LA
w4omg | \s) | — ‘ 7% | e
Efpe
[TCKI - 07 114 (EAD)
RSy | 70N LY 2N
#80mg | ez — -7 | e
[TCKI (EHFAD)
8.6 3.7 227
N A REME
NVHILE
$160mg | Co— [ C 0D jff%@ﬁ ﬂi
[TCK] L1
14.6 x 5.8 5.6 372 (ERAD)

HFRERRORES
872149
ARES ARoCREIE
#E 20mg 22600AMX00508000 20144 6 A
#E 40mg 22600AMX00509000 20144 6 A
#& 80mg 22600AMX00510000 2014%# 6 A
#E 160mg 22600AMX00504000 20144 6 A

4. WEEXIFZHR
BIMEE

6. FERUHASE

BHEBRAICIENILTILY > ELT40~80mg % 1 H 1 O
BE59 5, B, Ef. ERICECCEEHE®KT 52 1 H
160mg £ CHEETE 5,

WH. 6 U ED/NRIZIZ, N ILY > & LT, {KE 35kg R
Woge. 20mg %, (A% 35kg L EOH A, 40mg % 1 H 1
EREOHRET 2, 2B, Fh, FE, BRICKOEEERT 5.
772U, 1 BREARE. (5E 35kg Ril0BE. 40mg £ T 5.

7. FERUHAEICEET 2ER
EMWIZBWTI/NRITHR LT, 1 H 80mg =8 A 5 (HHREERD
7;‘/)0

8. EEREANIE

8.1 KRl =&LT v I4T vy I RBEENARSHICT LS
DEELZFEENDODLNEORENHZD T, FHEERE
REET A EBREE2HFITO L, [11.1.2 2]

8.2 FMHI 24 E LW ENEZ LV, 7o IFT VI
I ZRARERFRSHOBRE L, EBEOFRRICL= -7 oY
F7 2 ROMFEIWERIC X A EIME R Z 3 RIEEMED D 5.

8.3 BIEEHICEDICHF WV, £A6D2EBH6bNETENH B
DT, EFEE. BEFHEOELREEIRE ML BMERIET 25
IIREBESESZ L,

9. BENEEZEIIEBICHT IR

9.1 BHE - BIEFREEDHZEE

9.1.1 WMAIMEBEIREEDH DEBEN GBS TEHIRIKEDH B
£E
BELSPCEZESTVWEHMISN 258 2RE. BKEILETSZ
Lo BMTRE DR P ABRAEBEDE T IC XD &HICBEHEE
RESEELIBENDD B,

9.1.2 HYUY LMIEDEE
BELERPCEZEBLVWEH SN2 A %2KRE. BE5IRIT S
Lo BHVTLAMEREEIGE2B8EZNDH 5,

Fz, BHERE, O M- IURROERFSEICE D IMIES
U LAENPELZDRTWVWEETIE, MEANY T LAEICERT
BT E,

9.1.3 WKIMEEENHZEE
BEOKRESMOFALZFI SR, FEZELLSE2B%
NnNnrH5s.

9.1.4 BERFEEETDES
BHE, SRS ZFB L. HEEBT HBAIIRAIITH 2 &, HE




BE%, —BEOIMEMERT (RMRUEREREEZAED)
EFRITBENSH S, [11.1.5 2]

9.2 BikpEESERE

9.2.1 EELBHKIEEE (IEJ L7 FZUEH 3.0mg/dLLUL)
DNHDEE
BEBZ2REO I EEBEICREGT A L, BRERELELS
¥BBENNH BV, [9.7.3 BHE]

9.2.2 MABITPDEE
BREP»oBEGEMML. EETHIHHFIRLIITOI L W
[\ 5% —BEO 2L MERT (RHRUBRMEREEZED)
ERIITBENSDH S, [11.1.5 BE]

9.3 FpeRERE

9.3.1 FEEDH 2 EE. FICHEATEFEERCETS >HD
HDEE
BEBZ2REO T EEBIREGT 52 L. RBENIFICHEITHIC
PRts 270, MAREP LRI L2BENDPH 5. FEICE
WT, BE~FEEOHEERETNILY LY VOIMBEFRE
M. BERALEBELTH 2B ERT I EaHESNTY
%, [16.5 %]

9.4 &hERE=HI BHE

9.4.1 HIRY BOTEEEDH DL

HIEL TWAZEPBESNT 70 V4T 0 Y VERBRIEE
BINIE7 o4 Ty MIZRMEENRZERA L. B - 4
RAOHE (Bh42, BHE - M- BOERAR, ETE) 23R
DoENLHPRESNT NS 23,
KEIOBEGIZENLSE, RBEOERELZE L CRARE DL
EAEEICHES L. BB LoARES TS LE S &K
ENBEEBIIOARBRETEH L, . BEDPBRELZBEICIE
WMOREBRHBEICEET S L, [9.5 2]

(1) AERESHBEICHEEBEL TWEWT &2 TERT 52 &, AFHI
BEhy, HRELTWEWS E2ENICHERT A &, 5
IR ASHIBE L7384 Icid, BEbick52hiEd 52 &,

(2) WOBIEIZO VT KREIESHGRICEZICHAT 5 2 &,
F/o, BHERLMLEISUHET A2 &,

- HIRAICARI A ER LGS R - iERICEEERITT
DRI WHB Es

- GERRASHIEE L7 VBN A A, EY o ICHEY EICHE
5L,

IR EETE T A5 A, EHMEICHKT A2 &,

9.5 iz
IR IERE L TWAHEEOH 2 HICIZBE LT &,
BERICIHESHEL-BEICE,. BEbICEESEEHIET 5L,
KElZELT IO T Y NRREERAE T > OF T
¥ VBT ER] T IR ~ R IR S SN EBE ISR IR
FAERIET, FAKEDE. BE-FEROKIE. BA2, &5
U LINE, BEEOEBARE., EAGEDIEIC X 2 EHEHI S 50
FofiE. M EEEEOTE. MOKEERALErHob
NizEDHEPHZ VY, Eio BHTERSINT I T >
VUEBBEAERNCBI AL NaART T4 T BEEHE T,
HIRGEICT VAT v Y VEMBRBER 2R E SN EF
BIcBWT, REFEOHENY 27 3BEERPHEES SN T WA
WEEBICHNG P o 1 EOWMENH S Y, [2.2 ,9.4.1 BHE]

9.6 FA 4w
BALZVWCENPEEZ LV, BMER (7 v FORILBEREOR
5) ®3mg/kg/ AT, JIHHABITTL2LEOMENH 2. &
7o BER (5 N OREEHEOEAERORS) © 600mg/
kg/ HTHERDEARERVCEFEROE TSRO ONTED,
200mg/kg/ BELETHERSEDEBIENTED 5N T %o,

9.7 IR

9.7.1 EBHAKER. AR, RN 6 mAMOL AR E
U7z BEREREBRIIER L Tz,

9.7.2 ABMAEHEE (GFR) 2 30mL/min/1.73m? Kifid L < 13

BEMEZTTCOR/NEEENRE ULIBERABRIEERL T
(/)O

9.7.3 BREAVMEN) 7 AMEZEEFR<BET LI L. /NNR
FOFMETIIEMEETE 2D &P B 0, FRC, BREEEIC
HEERITTRE (B oK) OBRFICARZEET 558
RMFEHY) T LEE LRSS SA8EEN D 2 MMOFEE & HHET

AEEIRERT S L. [9.2.1,10.2 ]

9.8 S

9.8.1 BHENSHREEZHKT AR EEBEIIHRET S L, —f%
WWBEORERFE L ZnEINTWVD, NEEEIFE S

BENDH B,

9.8.2 BB OEWERHAB T, AFOMFEHREESIESHEIC
HRTCEL B EDPBEOLNTWVS, [16.6.1 BHE]

10. #BE{EHA

10.1 AR HH

LRRWT &)

HhRE

BEREER - BTG

W - el T

TIUAFL 7 IVEEIE
A
(HERBEZICHERT
B, 1272l o
ERBEETo>TCHR
BIMENIY Fa—)L
PELIARDEER
F<o)

[2.3 ]

FER LA M B
MRS, ehU VL
MIE R ORI E DY) A
JHEMAPRESNT Y
%o

LoV -TUIRATIY
CRIAEERD RS
NBARENED D%,

10.2 HAER HAICERT ST L)

HHRE

BRIRER - BT

W - felER T

TYAF LY T2 IVEEE
[9.7.3 2]

BEHERE. BhUY
L IMFE R OME I % #2
CTBENDH 5.
8. eGFRA60mL/
min/1.73m*RKiEDE
HEEREDDH S BREN
DTFTIVAFLY T2
BIEEDOHFRAICDNT
X IBELEROEE R
WEHIEF SN B85 A%
MBS &,

L=y - TUVATUY
CRIBEFANERS
NDHRENEN D,

TUIFTI B

BRERE . mAUTL

YIaARY v
[9.7.3 BHg]

R X BT LERRA
ANT 7 A NFHY —
U hUXARTY L

[9.7.3 BHE]

B REEA IMRE N OME ML E & #E

[9.7.3 Z&] ITBEND D5,

FIPR B =R WEEE% . — @O | RIREERCHREY %
Jut IR B MEET (B T TVwHREFICIIL=
M) ZOVAFT YR | ROBERIERELMED) |V EESTIEL TV
£ EEITBEND DS, |BEDPZLAKH NP E

[11.1.5 8] BRAE»SARFIOHRE | ZILPT W,

ARBLEE I A58 | EEDFNITLLZ WL
3RAIATHTE, FREDORAD LI BE
Tl FNUCTERME D
MENECAENDH S,

AV LREFERRA] | MEH) T LMEDS LR | AKFIOT7IVRZATa 5
av¥na) s BZEDBHBH WHNENZ KO AU LB
NI FLTL 5% HIERAA R T 5] 6

F ¥ LRSI D5,

E{bHY L fEPRR T BT RE R E

[9.7.3 %:E]

razx¥L/y - 5= AN KA ME AT L

WVIANTIF—) fHEo EFERTAL )

[9.7.3 Z&] VORIFTILIANLFO

AMERICEDEEZS
Moo,
fERE T B EERE .
MEHY Y LEDE WV
B

=) L IRE O BIE
RArHEICHERSNS
EEZBNS,

MEAY 7 LED LF
PHEESNDBEND
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A% BRRER - BEE | WF - RRET 0.1 ~ 5% it 0.1%F:1f 38 R B
AT OA MM | AHOREER RS NSAIDsOB 702y | |[WtE  |EX. TR T A | —
%7 (NSAIDs) TEHEND B, 75V AR ENE 8. BANR

AV Ry U AIck ., KEIOREE B AST.ALT.LDH. |— _
TERMEETET 2 & ALP. P UL Y
b2 D R
e 2 B S ¢ 5B |NSAIDsOB 0z ¥ I I 52 A IREE %5 _
N 5. 75y anmEEE | T — -
Fickb, Bimpis H BT
BT 570225 BUN £, i
na - L7 F=VER
BRET S BiE MmiE A7 LfE E KT MY AME | —
- AT : 7
EE A O 1RO A | ) R A AT < — —_— o
30 ~ 40% 1EE L - x 0. EEBcmELl (2ot [TARE. @E. [ . Lo g, .
EOWMEND B, KAl| 1FHE. KAORRE CK L5 N IRFRE 12T R
DIEFIAEEY 557 |BED 5V D & ¢ 0, MARME £ M
N#5%, 2 FIHEMER S B o ﬁjﬂﬁig;”
VF L VF LR BEEC T | KA MY LHRIEE o R R
EHBESNTVS.  |BIKED UFTLOE R EE
IR HEEZGNT - St
V5. ) RESEIEAREREORRE AT,
1. BHER 13. BEKRS

ROBWERBH65HONB I ENH 2D T, BEZ 71TV,
REVPROONHEEICRKRG 2T 5 7% BT R LEZT

5 :: &O
1.1 EXGEWER

* 1111 MEWTE GHETH)

PR, &,

BHOLDONBIENDH B
11.1.2 B3R (BHEEREA)

(8.1 ]
11.1.3
11.1.4
11.1.5

ES )

B2 (0.1% Kim)
BAYDLME (0.1% RKi)
Yavy (HEEARH). K GEEAR). BEER (0.1%

HeE, HOBEREMERELTHEDNLIEND
HB. Tl BE. BR. B, TREZESE

B I T

W B, BREHAEYPH S DNHAEICE, B ICHETZ

WEEITH &,

[9.1.4,9.2.2,10.2 1]

11.1.6 EEAIRE (GEERE), HmERES GEEARE). MWk

W (0.1% i)

11.1.7 EEMAR EEARH)
FEEN, WZWE, PPIREREE. R X MEEE S MEERAS H
EOLNZIENBHZHDT. ZOLIRFEHEITEHEEEZFIEL,
BIBRERLE VAIOREGEOEY L LEEZITH L.

11.1.8 {EM#HE (BEEAH)

i TIRE, ZERE I,

Wit FOBEA EHRET. EE BHE

FENVHobNIBEICRKREGehIE L, BYLRLEZITO C
Lo BRFBIBEFOEZETHE DN T .

11.1.9 1EHUEHREARIE

(0.1% i)

AR, BiIE CK bR, mMAROCRFIA7ary RR%E

BHE T OBMMFRBEN S DML ENHLHDT, TOX

DEHEICBES ICHEEHIEL, BYLABEETS &,
11.1.10 hEMRIEFERMHE (Toxic Epidermal Necrolysis :

TEN). RZFSHEIRERYEIREE (Stevens-Johnson fEIREY) . ZHAL

B (W EERR)
11.1.11 XEE. BREE (WInbHEEARE)

K U AZEN B S bNHEICE KERIESHEHT 2 L.

13.1 fEK
AEIOBEREGICED, FLLIMEERFPEL, BHL LD
BT, BRERICESBZINISDH 5,

13.2 &
ELWERMEDCFAIZIZ. BEAZMEMIICL, EPer»ICEHEA
EREOBIRES & S 2 NEEITH 2 L.
BB NLTILY VOMMEESY > 87 EDFEERIZ 3% DL ETH
D, MEBICE > THRETE 2L,

14. BRLOE=

14.1 FRIZHBFOER
PTP AZDFEAFNIPTP ¥ — + 26 WO H L TIRAT 2 LD
B2 &, PTP ¥ — FOBRKICE D BOHARD BIERE
ANRFIAL, BICRBZEA 2B L THIRAREOEE 2 S HEZ
HHRITLZIEDVDH S,

16. ZyEHE

16.1 MA4vEE

16.1.1 BERS
[REERA B TN L4 L % > 20, 40, 80 % U 160mg (80mg
X 2) ZHEEFEOREG LG BPPICRRES A, M
DOAREARIEER 2 ~ 3HEMTHRESREEICEE L2, 2.
Cmax % 0 AUC 13 160mg &5 & TR 5RO HFI LT
AL, HEFEEHIT 4 ~6BRETHo7 9%

R Tm?.X Cmax AUC T2
(h*) (ug/mL) | (ug-h/mL) (h)
20mg 2 0.86+0.53 5.2+3.1 3.7£0.8
40mg 3 1.37+0.53 8.9+4.0 4.0%1.3
80mg 3 2.83+0.92 | 18.0+£5.8 3.9+£0.6
160mg 3 5.26+2.30 | 33.9+£18.9 5.7+1.8

n=6. FEEEFZE x: hRE

RS 35kg il X id 35kg ML ED/NREE (7256 14 RO
FENE, BHEER. bLE3xT7u—CERBORE) 1IThe
1 20mg i3 40mg OV Y U EBERES L7z & &0 Cmax
KO AUC LI RO EBDTH 727,

= . =2 Cmax AUC

11.2 ZOHORNER B8 (ﬁ‘g 5 P (L)

0.1 ~ 5% ki 0.19%3k 1 B 20mg 20.2~31.3 2.45+0.86 12.0+3.9
WEE FIE ZHFE SRS LB SR BRE 40mg 38.8~61.5 2.11£0.84 11.3+6.1
TEHEER | OFV R AR ARNER — n=6. PHHEERZ x#HE (B/IME~RKE)
M E!Lﬂlﬂ‘ﬁl@c“@\&?@& — — 16.1.2 REKRS

BSEEN -l _ BEBMABFIZ/NILYILY Y 160mg (80mg X 2) = 1H1[E7

TEER A (RIME. )% SEAR. DEME |—

HEREROKEG Lz s, MEETORE(MFREDOHRS RIFIC



5 ERIIRDONL 5Tz, Fo WREIKXUESES 7 HEOZEY)

R ST AT IZIZETAZETH Y, FREERD SN L o7 9
16.1.3 &E£YPFHEZF R

(NIVHILY Vi 40mg [TCKD)

INIVHILE 28 40mg [TCK] &7« ANV $E 40mg %, 7 1A

F=N=FICEDZENEN 1 ONLYILY > 40mg) EERAS

FICHEEREREORES LTMRARELAREZREL, Bo5N

7o B ENRE ST A—% (AUC. Cmax) 122\ T 90% 15 X

HBICTHREHET 21T o 72/ H, log (0.80) ~ log (1.25) D #iFH

WTHO. WRIOEYZENESEE RSN %%

FRABFIHEEBEERE RS U MR RZE( LR 2 R/IE L.
Boni-EWERENT A —% (AUC, Cmax) DWW T90%
BHEXEREIC TREMARIT 21T - 7255 log (0.80) ~log (1.25)
DHEHERNTH O . WA OEYZREES RS Nz o

HENT A= BENRTA—Y
AUCo - 24nr Cmax Tmax Tir2
(ng-hr/mL) | (ng/mL) (hr) (hr)
INVHILE VEE| 13411.72+ | 2061.16+
40mg [TCK] | 535012 | ~928.87 |2:62+1.01 | 5.5240.66
T AN EE 1408795+ | 221743+
40mg 4613.92 830.80 2.83+1.09 | 5.54%0.83
(Mean =+ S.D., n=30)
(ng/mL)
3000+
25004 |1 -
il o ~~ VLY LY ~§E40mg [TCK]
% 50004 Vo -0- T AN UEE40mg
ﬁ $ -C‘{ Mean=S.D.,n=230
% 1500 \
)51;
< 1000+
B
B 500
0 O—rrrr— T T T 1
1234 6 38 12 24

R (hr)

NIV ILY Vg 80mg [TCK])

INHILE 5E80mg [TCK] &7« AN $E80mg . 71
AF—N—HIcEDZNZN 1§ UULY LY > 80mg) BEE
A B F A AR ERR OB S U SRR (L REE 2 8E L.
Boni-HEY e/t x—% (AUC, Cmax) 2\ T 90%
EHXEEIC THREHRIT 21T - 7% 2. log (0.80) ~ log (1.25)
DOEENTH V. WAIOEYZHIRSEEHI TR S 1z 10,

HEINT A =% BEINTA—F
AUCo - 24nr Cmax Tmax T2
(ng-hr/mL) | (ng/mL) (hr) (hr)
INVHILVE 8| 39509.36+ | 5808.71+
160mg [TCK]| 13563.15 | 1969.71 | 2-81%0.955.31+0.83
TAANVEE | 42708.96+ | 6475.78+
160mg 1497693 | 2457.73 | 282+099 ] 5.57+3.16
(Mean = S.D., n=60)
(ng/mL)
9000
80004 v -
fm 70004 i —- LY LY V§£160mg [TCK)
B 6000 i1 -0~ FANVEE160mg
,EE\ T:Pbé-q\ Mean+S.D.,n= 60
)l/ g Q
H !
1%
7
pd
b3
B
0 O—rrrr T T T 1
1234 6 5 12 24

i#fE (hr)

MAEFEEN I AUC, Cmax ZD/$5 X —#1, #HEHEO
FIR, RROFREEE - BESORBEMFICL->TEL ZATHE
HhrH 5.

16.4 {3t
TR E T “C N LT IL Y > 80mg % ZEE B O % 5
SR OMmEERICIZ. F& L TREMESEEL. Z O
REWELTA- e RuF I EPRON 2, in vitro DiER
IZBWVTELE LT CYP2CO OBEARBIN TS B (SLEA
DF—%),

16.5 #Ett
RSB TFIC “C N LH LY~ 80mg % Z2 B E 1% 5
L7cBOFRHRIILI IO LB TH -7 2 (HEADT—%),

HENRT A =% BEINT A =4 #Erh FRA
AUCo — 24nr Cmax Tmax Tie BRI 86% (168 HfEfE) 13% (168 FEfEME)

: (ng-hr/mL) | (ng/mL) (hr) (hr) RELE 71% (12 ~ 72 BSHME) | 10% (48 FSfE)
é‘o’g’ﬁﬁc‘{(ﬁ% 274007 | 300285 | 2.87+1.10 | 5.81£0.63 S Ruxofh | 8% (12~ 72 BRME) | 1% (48 BERIE)
g&nygwﬁ 21188.25% | 3210974 | 5 9320.95 | 5.81£0.66 {ffﬁgi;g;g;g;;?f ;}o\ ;(;%zﬁ 160mg (%Ofng

ZEHR IR e N 1% 48 Beff & Tl
(Mean + §.D., n=30) 58209 ~ 14% WREpEE L TRFPICHR S 7z 9, [9.3.1
(ng/mL) ZH]
60007 16.6 RENERZHIT BEE
5000, 16.6.1 BE

it} -~ NLHYILY §E80mg [TCKI
% 4000 -0- T A/NEESOmg
N Mean=+ S.D., n=30
)%
e 3000+
)%
7 2000
4
2% I
B 1000 /'
0O0—TTrrr T T T 1
1234 6 8 12 24
BR#fE (hr)

MNILHILY Ve 160mg [TCKI)
INIVHILE 8§ 160mg [TCK] &7 A3V $E 160mg % . 7 1 &
F—N—FICEVEFNZEN1H NLT LY > 160mg)

65 Ll E DR AN LY LY > 80mg & BEFE RS L
7o L EDOMBERORBIFBEREL L, 65 MAMOREERAIC
#BE LB EICHANT Cmax 7 1.2 %, AUC A 1.7 15& <.
AUC RUERERIAICB L TAERRZ (P <0.05) 7R 56
nic WS (SLEAOT—4), [9.8.2 2]
16.8 Z0fth
NIV VR 20mg TTCK])
NLVHILE U 8E 20mg [TCK] 3. [HE2 R 7% 2 O0E A
DEMZENRISERE T A 54> (PR 24 E2 A 29 A%
EEF 02295 10 5) | ICEDE VLY LY 8 40mg [TCK]
EIEERA L Lz & BHEHHFFLL EPENICAFL
HizENT= 1,



17. BRPRALAE
17.1 BMERUR2EICET 2R
17.1.1 ERERREER (58 THENRUEIR)

s N (FEER)
- PHEARRE] 28T [HEARRE] Z2FR<
o e2s) 74.1% 79.7%
AR (366/494) (366/459)
5 e 26) 82.8% 82.8%
HRS2HORMIEE (24/29) (24/29)
e 77.4% 85.7%
EER EE (24/31) (24/28)
ast 74.7% 80.2%
= (414/554) (414/516)

mB. RKEEENEE (BE~PEE) BFefRELLTH
BEMHEBEE T, NUVY LY VEOFERENRO SN TS 2,
AR M ERE (BE ~ WP 49E) B#FIC. 1 H 1[E40~160mg
% 12 ~ 36 HEREOHRES LR, DR Y TREICER L %
ROHT RHEMEEM 2R S ERE LIcREERZR L 2,
ARREMEEMEE (8~ P5E) &I, 1 H1[40~160mg
Z 12EREORS LK, MEEE - BAEICER 2L 2R
O, BIFLBEEMRER L P,
17.1.2 EINE 11858

ARG EE (BAE ~ P EE) BF(C.1 H 1 20~160mg
% 52 WRIREOHS L7zBE, /NLH Ly U SERMEE, FIREEE
EHRABER Y Ca FEREHABEDO VT NICB W THEEME
EROBH L BELBEFRAPHERSNE .

TR (BER)
[HEAREE] 2&T [HFEREE] ZFR<

. 64.3% 78.9%
HRRE (45/70) (45/57)
I 77.3% 77.3%
RIPR R (17/22) (17/22)
. 66.7% 66.7%

Ca fEiRGHH (8/12) (8/12)
P 67.3% 76.9%

=R (70/104) (70/91)

BIMEF SRR 3. BB E T 20.0% (14/70 ). FIFRFE
EZEGEREE T 18.2% (4722 1) KU Ca B BEHFEET
25.0% (3/126l) TH-7z. EREWERIZ. BHEETHER
' LDH EFE»WE NG 4.3% (3/70 ). FIREEESHENMRBEE
THHERK., B/, B, AST E&. ALT ERERUREB LA 0
TN 45% (1/226l). Ca fHEHEHEECTH. WEHRKR.
ALT ER. BUN L&, ME7 L7 F = ERROREE LR
WIFNy 83% (1/1241) TH-o7.
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18.2.2 NWILHILZ VidiEfE (458) BRO/SHKICKRELTH, B
HEMES v b BRFESMET v b (SHR) IZ8WVWT, Y
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NIVHILS Vg 20mg [TCK])
100 $& (10 %€ (PTP) x 10)
140 4% (14 $% (PTP) x 10)

NIV LS 8 40mg [TCK])
100 $& (104 (PTP) x 10)
140 $E (14 %% (PTP) x 10)
700 $& (14 8% (PTP) x 50)



NILVHILS 8 80mg [TCK])
100 %% (10 %% (PTP) X 10)
140 & (14 $E (PTP) x 10)
500 $& (10 %E (PTP) X 50)
700 $& (14 8% (PTP) X 50)
NIV IV 8k 160mg [TCK])
100 $€ (10 %€ (PTP) x 10)
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