20234E9H AT (BELIR

B R

FREE - 34

BIRNATZEEF T Oy H—  HfitCalEiESH
NIVHIE Y /T LAY ECNY VEIEEC &8

PAIND fE8sn-1s

AMVALO COMBINATION 1ABLETS ‘OHARA.

U = T
) R - BRSO EICLVENT 2L

H ABR S it o S
872149
ARFS | 22700AMX00808000
SLSE R 6 20154121

2R (ROBHEICEES LAV E)
DR LB e O AR O & 5 B H
v k) ¥y RIEEWII LsiEoE O BEHED H %

1 AR

2 v

B

3 IR AR L T AW REME O & 2 2 PE[9.5 B ]

4 7YAFL YT VIBEE SR oRRE RS (727210,
MOBEEREZIT>TORBMED T ¥ bua— ) bHEL L
AROBEFZEEEL) [10.1 2]

2.
2.

3. L - MR
3.1 #RK
Wit 4 T aNafiessE (=T
1 ger
AHks  |HRE2SVH VS 2 800mg MUOHET A0 Y ¥y XY )VER
1 693mg (72uY¥r e LTomg) oA
KEHEEr Fad:y 7o rero—2, e Fafxy 7o
I Ytbro—A, BEHEKRTAWB, ATT) VBT
& YA, STV E—A, FL 7, ETOAT—A, ¥ H
=V 6000, LT & v A E LS v oNe
3.2 READHK
Wioe % 7 ANOASE [+ —T |
PEIR - #HE WWAG - T VA T—T 4 Y TEE
ES0] T
S —
B 86mm. JEE : 39mm
% 208mg
sl e — T ANUFESEA — T
LIRS SV F Y 80mg T AU VY Y 5Smg

4. MEEX(IZHR
&I EE

5. MEERIRRICEET BEE

5.1 MERIMTFETOBENEN DD, KK 2 @ MEBROE—
BMIRGEE Lz &,

5.2 FHIE LT NV ¥ Vg v 80mg U7 21 Y ¥ ¥ bmg % fif
HALTwaEA. drvidnwihh—F2HHLIMED > o
—w§f+ﬁ&%%u\ﬁﬂ«@@b%i%@ﬁ?é:to
[8.1 K]

6. AZERUVAZ
WACIETHLIELSE OSN3 g e LT 80mg kU7 A1
JY¥ L LT omg) ARG T 5, RANTEIMEBHRDHE—
IR L LTV,

7. BERURBAEICEET 3235
UFONVFLY v T 2P v RYVEBEORYE - ie%
NEZ BEEICAKIOBEEEETHI L,

VAVI% 1% 94
HHEL NI NV L F v E LT 40~80mg & 1 H 1 kT
%53 %,

B, ER ERICS U CGHEEET 525 1 H 160mg ¥ TH
wHTE 5,

FPLOYELANYIVERE
(ML SE )

WHE AZIZ 7Y ELT2.5~5mg & 1 A 1R
B55 5%, b ERICE CEERT 225 ERAT5 %Y
12121 A 1M 10mg F THRT S Z EATE 5,

8. EELELNEE

8.1 AHNEX. NV VT v 80mg KT A1 VK Y 5mg DEAH
THY, Ny ve7rud ¥y BlEORERNEBT S
BENDD Y, BUNAK OB ZMETT 52 &, [5.2 Bd]

8.2 NV vEEGLT VI T VY v 2R HIR S
CHESOBRELRIFEERD Sbh/z L OWERH LT, JF
%?ﬁﬁ%%ﬁ?é&fﬁ%%+ﬁﬂﬁ5lkoDLLZ2
1

8.3 FNHI 24 B IZE LW DT L v, 7Y It T v
Vv T EREPUAI G b o B BRI L Tl L = -
TYIFT vV ROPHEWERIC X B ARINE %k 2 3 iEPEAT
H5bo

8.4 BFHEMEHICHE S DTV, ALDEENRHOLDLNL I LD
HOT, e, HEIHEOMESGER % R ) B E T 5
PRSI EAL L,

8.5 7 AU VY VMR AR { 50k D BRI R R
JERIEDRD 5B DT, ARFNPEG- RO B %
THLEEF, HRECICHRSMEICEET 22 EEZOREL
BIR LS EEIHKETHI &,

9. BENEREHT HBEICHTHEE
9.1 BHHE - BMEEZDH 5 HE
9%%ﬁﬂﬁ?ﬁ%ﬁ%@ﬁ6%%2@#???%%&%@56

BRLERLGEEZVEAR SN AGEZRE, H5 38T 2
&o BT DA R R BRI B QLTI X ) 2 BB
LI ELBENDD D,

9.1.2 HA VY LMEDEE
BRLERLGEEZVERAN SN ALEZRE, K538 T2
o WNUVHILE dEA) Y AMEZMEIELBZN0EH
bo F7o, BHERERE, o2 MO — VR B OBRRBRSC L Y
WA AMEREL )R T WER TR, WEL Y 7 AHICHE
ByAZ L,

9.1.3 BIMEEEDH 2 8HE
ﬁ%g%&ﬁ%ﬂﬁ$é%ﬁ%ﬁ:L\T%%%wéﬁéﬁ%
N2db b,

9.1.4 BELBIEEEPOERE
— VORI MEACT (Jop R O EH RS2 ) 2k
TBENDDH 5, [11.1.5 2]

9.2 BEEERE

9.2.1 EELBREREE (MEF/L7FZfEH 3.0mg/dL Bl
+) ohsrEE
ERRRERE A EAL XD BENSH LY

9.2.2 MEBEHFDEE
— WO 2R MTEACT (R BRI REEZE)) 2k
TEENDNDH D, [11.1.5 BH]

9.3 FTiREE=AE

&%%gﬁ%@&éﬁ%\ﬁtmﬁﬁﬁﬁzﬁwmﬁ5oﬁ®5
PNV E XTI HICHRE S B 720, REEDS 1A
TLBENDED S, HENZBWT, BE~PEEO TR ERSE
TNV VY v O MR IEEEDS, HERHERR A & I L TR 2 f5 1
ERATAZEPMESN TS, T, T2V E VIEEICH
TRFINL 720, FEERE T MHERE o T & &
OVI i - B AR T AR (AUC) 2R3 52 e2d 5.

9.4 £JEREEH T 2

9.4.1 HIRY BFIREMD &H 2 %t
HIRL CWA PR EINT 7 v U 7 v ¥ VAR R E
FIXE7 v o7 v v D2 REIHE 2 HH L. B - Bk
WA (A4, HE - - BoRgAse, %) 295
D LN B E N TN B
KA O G RBREOF S S ZE L TRA G- 0w
BPE A EE ICARET L. a0 SYEASERRYE % Ll B & T
ENLYBICOAEGTHIE, T HEPULELRLAICE
WOFBHHICHAET S 2 &, [9.5 BH]

(1) AHIPRGBIERTCHEIR L T nZ L2 ERET A2 &0 AH
wEmy, HRL TV AW E 2 EMMICHERET L2 &, &5
HUZHER DS L 2236203, EbicS5 2 k352 &,

(2) KOHFTUZOWT, KFIFG-RIAIFICEF ICHHT L 2 &,
T, BRI LEICS LSBT A &,

PR ICARR 2B L7256 Ba0E - B g e JizdY
AT WHBHT L,

ERRASHII L 72 33 B b N 2 B 1E, SR 2 (S SR ICHHER T
LTk,

ﬁﬁiﬁ@?%%ﬁu\ﬁﬁﬁuﬁ%T%:&

9.5 F
FEIR SRR L C W B R0 B 2 Wt lcid g L vz &,
PG ITRASHI L 72 A 123 B b Ik G52 ka2 b,
NVHNE v eagtT v I T vy IZREETRNE 7
VIOKF T vy VAR ER T LRI~ RS- S h



THEFICIR I - BAR NS, FAGRAE. IR - BRI oKl
JE. BAG, WA Y ANE. HBEOREAL, FAMANEIZ
;5&?&iﬁﬂén5mﬁs‘zmﬂﬁﬁ\ iy EE%%‘EE@%M fili D7
EWAEELRD b OWERH LYY o T/, I CTE
WSN7=T7 v I+ 7 vy v AMEEERAICBITAL b A
7T 4 THREENET, RGOS vV F T Y B
FHEH] 23 5 S - BEHICB W, TR OMRN ) 2 7 1%
FEEF 2S5 SN TV WEBTICHARE 2 o 72 L o vs
HDHY . Fiz, TARYE B L EWER CHERALIC
532 LIRS R RAIE R $ 5 2 E AR S TWw
%, (2.3, 9.4.1 B3]
9.6 R3LIE
BALEWIENZETE L, NV IV Y 2B 5855
(9 v FOEAMKEOKYS) ® 3mg/kg/H T, FLith~BITT
LEDOWENDH DL, T2 TruTE L iFe b THITARRT
FTHIENRPEENTVEY o WIS, NV LY VIZBT5H)
WEE (v ~OREM R RS © 600mg/kg/H
THEROBKREKER MEFEORTEDLNTEY,
200mg/kg/HU\J:“C“71~§‘§ MEDIBIEANFRD 5T W5,

9.7 ©R
%%ﬂ%ttt% ARERITFERGE L T,

/N

9.8 milE

9.8.1 —fRITHEOREIHFI L AVEENTWV S, 2
A = szb%?h?b‘&)%o

9.8.2 VNIV Y ¥ HUMER 5T & B H e F C S B RE BT
PNV S L OMBTPRIEDIEE I E IS AN TR 2D 2 LAt

HHLNT WD, T2, TARIY VHMEEIZ L 2 E0BE T

OB REAEE T, MAL PR 2% < AR A3 R <
% HEMAFRD STV D,

10. MEEA
7uruaI¥rofREIciZIE UTEDCHEE CYP3AL Y
HLTwa ez 5hTna,

10.1 BEHAZE HALLEWVWI L)

ESiEE FRPRAEIR - H5 1 7 1 B - bR T
TYAFL Y7V | EEFEEM A, R LT VAT Y
[ivar B, W5 ) Y AAE M | > 5% B A3 h R

FVVA WEMEOU17ﬁWﬂbTEﬁﬁ%&
OBl R 93 S A | s ST b,
3—5% &o T2 7ZL.
Mo B iR % AT -
THaBIEDT »
Pa—uaZE LA
HRoBH%HkEL)
[2.4 2]
10.2 HtREE BFRICEET S L)

A% WP AEIR - H5 1 7 1 B - bR T
TYVAFL Y7V ERERE SHYVTA| LTIVt T Y
fiedi MLAE f O IILE % 82 | & SR B E R 253 iR X

TBENWDEDH S, LUHEEDS D % o
B eGFR 7%

60mL/min/1.73m? i
DEREREREDD L B
HANDT Y AFL VT
< VY X ofFHICD
WTIE, EHR BT 21
TR SN DG
EHREBTL L,

TYIVFT Y IR

ERRBERE S, W) T A

Loy -F Ut Ty

[11.1.5 ]

% 3% B 5] HE f ORI E % k2 2| & SR B E 7R 253 il
TBBENDD S, ND RN D %,

FUIR B 71 — 38 Pk > B A I | IR B A TR I R

JatI K TR OB RSE T s BE IR L =

P ZURLVRAFT|ZMED) BRI TBEN| VIEESTHEL TV S

e b, BANE L RADBR)

LR\
HEOF )T ARV
LR o R A L7z
BT, FAEBELED
RIMESA T 5 2 &8
H5o

J) v b PR FE A

PRF#
2¥u/) g7 v
F) T ATL U

RN G S
YAt ) o

L3 7 ) 7 2 AlAS b5
THEIEDNDH D

WV NS DT VR
AT\ YN X
0 ) A EERAER B
Bk B REMED D B o
bR - EF R hE R

Fe2¥L /)y F
ZWVIANTTF—N

L3 7 ) 7 2 AlAS 15
FTHEIEDN DD

VAP 200 20 A i N 1}
mﬁU#Aﬁ@L%t
FOAEL ) yOPL3
ANV NFaAf FE
mu;aa%xanéo
SR BN
L& A1) ™7 A O B
ey

vYruaARY ¥

i AV 7 2ED L5
TLIENDH 5L,

B AL O B
MO HR S N b
LEZBND,

ESiEES WRIRAEIR - H5 1 7 1 B - b
MU X NT) NER LAY 7 AL LS| LA ) AMEO F5
) THLILEDRH D, MR XN D BT
ANT 7 A NFH Hbo
V=) FY X B
7 A
FEATFOA FHHE(ISVH VY v OREFESEINSAIDs OE 70 2 ¥
FUEA (NSAIDs) [JH2NRET A5 &0h |75 v Y v AR EENE
AN T2 AP 2L, Sty v
@BE%E{/#FF]%WWST%
ZLBHD
#x%n{Fﬁﬁ%%%ﬁ%%méﬁéhN%ms®M7nxy
$UHl (NSAIDs) |Zhhd b, 75T A EE
PR A [ B = 3 11 R /A 29
T¥akzbrEroN
5o
fEbRRF ©
E¥Hu~— SNV E Ol ) B AETERY v —
FEASHY 30~40% 1A T (12X 0 B L7
L7z 0#EDRD 5. (e SV y ol
NV NG v OFERH I ERELE D 5V Id A
WIS T b BENDD L. | SELWHEEDND S,
N F A VFwAhmBEEREIT|I NV LY S DF MY
eI TV, [T AHRIMEIICE D
FrLAOEEPERI S
LEZOLNTW,
CYP3A4 K5 TYARYA Y YR TaaYE Y ONRHA
IY2AIA TV | VNVFTELE DO EAMICHE SN S
INFTEL kD, 72aud¥ oSN EZ 5N,
Yy hFEL M EEs LR LE

4 MFafFv—n
P

DA D B o

CYP3A4 iFEH|
V77T U

7 AU V¥ Yol
BEVIE T T 5 B2
Hho

VAL N
M3 S 2 W REVE A%
5N

JV—=TTIN—=rTa
—A

T AuTY YRS
Hamansbseth

VA el
INLWHyBT LAEY

Wb o Erofi#zmEL, 7
P = RN (IR 353
B E5T B WY E
Abhad,
[EEEH 2463 2o [BEIEEH M 2 | RICREEH 26T 2
FEFH) BENDD D, ato
SUNAY T Y YNRAY F v 80mg | KEEAM
(I P o 7K R oD 1 H i)
L7rud ¥ ot
&N, YN REF Y
D AUC 23 77% L5 L 7=
LOHERD B o
yrul) AR yruyaRtyaru|TruyErysn
VEYEORHIZED|) AR, EELT
Fru) A AOMAp i |CYP3A4 12 & 1 RS
JEDS EA L, BREESED | MLz, LD ¥
yora) AAORWER |7 a) 5 AOH AL
WHEHTLE2BENDD | ESNLWEENE Z
%o PEBRICIZY 70| HN 5,
VA A DL E
=& =L, LEIKLT
Frua) LADOHNE%
WLz e,
1. 8ER
ﬁ®ﬂﬁﬁ#%bbn%:kﬁ%%®ﬁ\ﬁ$%+ﬁtﬁw\

HEHTRD BN WA

O_&o
1.1 EXGEHER
11.1.
’EE W=
&)60
1.2 BIE
[8.2 Z ]
11.1.3
11.1.4
11.1.5

ERT R, BT, Frikee

1 IEFE CHIEARD])
v WHEE, R ORERSEAEIRE LTHHDbND Z L3

=.BHE (Wb HEEAE)

BREL (FHEAH)

=Hh YUY LME HEAR)
Tavy. RE.
WK, W, BERRN DD S b A

UEE G PR B 2 L) 2 AL A AT

BREEK (VTN FEEAT)

(ESEacR SN

EHIZHY) 2 UEZIT) 2 &, [9.1.4, 9.2.2, 10.2 ZHd]

11.1.6 HFERIIRE.
Wi)

B I Bk 2

11.1.7 EEMRE BUEARH)

FEER, REUk, I PR
5bNLIENHLDOT, ZOX) BLAIC

M/ MRS (97 A

Ml X R AR 2 A D BN 2503 D

3G 2HIE L.

BRE AV YA OBRGEDWY) R EZIT) 2 Lo
11.1.8 KM¥E (HEAD)

BETTI&, 22N, ?%‘HR TOEZ, BPIHMET, RE, kR
EED D LD G 2k L, B 2R E 2T 2

&o BERIRIE ﬁ?ﬂiﬂoﬁa%‘fa@aﬁbh%ﬂx
11.1.9 BEJ70Ov 7 HEAH)
HIR. D FECEOWMPIERDE D L bNDL L DDH b,



11.1.10 &SRR
WAE . B,

(HEEAHT)
CK b5 MR ORI Aoy iz

FHEE 5 B BRI RIHED D O DNDE Z LD HBHDTID XS

SNy

RS A RPRE 2 &

WCIEEBIHEG 2L LGB 2 RER T 2 . F72,
B A EOIIEIERET 5 Lo

11.1.11 hEMUREEFEBAE (Toxic Epidermal Necrolysis :

TEN).

B (Wi HEA])
11.1.12 XfEE. BXAERE (VI HEAH)

I, BB AEDND S DNIYE

REIEIRIEIREE (Stevens-Johnson fEIRES) .

SHAL

13 BRI FREE &R B 2

L,
11.2 ZOMDEIEA
0.5%0L 0.5%Fil FE A
P 75 S SO | M. T, %
e i i A
Sl
HFE N RN EE“E%RL% LU‘;L mﬂiﬁ/ﬁ%
ke 2 - MRy ASHRAE., S5 | 5 HREL
PR R S, BHRERE | HB0, 1% IR
W, G HRONEE TR
RTS8 |— L. IFRRERECH |2
Fyrea . EmEkEC
e — WAL LA R, k. 5
RIS T, B 70y 7. W
s — BOE, 5T AL, i
o
- mAL W W
- §6. LIZe, L\ % TINEZRE,
HBREE REL. N i | G R
W%
: ) -GTP I I - |AST BIA. W+ | WA, ALP RI.
PR 8 i ALT H4hn CULE B |LDH B
— PIRE W I B
eI 5. WPULREE, 5
i
R Bk, 7 L7 | BRKEE . ZIR.
B O R B F= VRN, B BUN BN, AT
EIBE P
IR ERRE|— N N
s, B W RE LD
AR O Rk B
o2 Y. b ) 4
WA b
L
— W R R |5 . TR
A T BISONENE, 555
Toile, DU
CK Bl N, HW. W)\ WedE. . 11
s (B A . fmhiin, 1k
AT midd S,
. B RA. B
ot TR,
W CPEAEILE .
FkepEE, 1 7
VI U, B
13. BERS
13.1 50k

SNVHIVE L OMBEHRGICED ., FLVIERF24: U, 5k
LARUVOKT, IERERICELBENEH L, /20 7LD
VU oMBERSICE) ., BEORMMELEIRZY, vay
7w mbFH LWIEAR T & SRR ST LB 5,

13.2 &

13.2.1 720 V¥ YIRHEZISHEER 2 &S5 L2GE. 70D
Yo AUC 1E 99%i84 L. AR 2 REf 1% Tl 49% i L7
Es, TanYE VEBEREROURIGIHILE & U TGk R
BEDPENTH D L OREDD 5,

13.2.2 > - IPEEERE D E = % — %27\, HHIONCITE 2 WET 50
L WIMEAR T 25380 SN a1E. KO F, i oS
ﬁ\bmﬁ% ﬂT%L%%ﬁvoF&#kﬁL&w%A
PEBR M = T O BER &R L 2055 A E %@ﬂ%%%%#
bo BB NVHILY Y ROT AT L OMSEERAEERI
FNZEN93~96%. 98%TH ). M ENIZL > THRETER
Uy,

14. BREDZEE

14.1 FEHXZMHFEOZE

PTP W DFEHE PTP ¥ — F 2 SW ) ML TIRHT 2 X9 ¥
W 5T & PTP ¥ — b OFRAKIC & 1) B SA AT R
~HIA L, B3zl B 2 L CHERRTH 5 0 B 2 A 0HE %
PEFET B EDDH S,

15. ZOMOEE

15.1 BEPR{ER ICE D < 53R

FEBIFRIZI S TR VAN, T2 8 V¥ I X B EBETISOLH
ZER AR (LREWHIHIZET) BALNTEOHEYDH S,

16. ZFEYEIEE

16.1 MEEE

16.1.1 BEAEIKRS5
R AT TS VIV 4~ 80mg/ T -1 V¥ ¥ 5mg Bl
%%ﬁ%ti@ﬁﬂ&%btts\mﬁ#mﬂw#wa/&v
TAuIE LIk, FNENEG% 3 K6 R Tl ICH]
ELVHEERIEENZN 8.5 RO 38.2IFHTH - 720 7V
PV ¥ v 80mg/7 L1 Y Y Y 5mg BRSBTS N0
BN E YD Cmax &y SV H VT Y 80mg LT 20T E
5mg DB G- & I L CH TR - 72 b 0D, /85 2
— IR TH 727

B A TN VL 7~ 80mg/ 7 A1 Y ¥ ¥ Smg Blar e
OV G /7 2a D 2B & BRI S- L 72BN )b
Ny U RETLUIY L OEYBHRE ST A — 5

NVHIVE 2 80mg/ T A | 2NV HIVE Y 80mg M UST
o o YV Y 5mg Blasiix S | A0 Y ¥ Y Smg OB
ST A % (n=64) 5 (n=64)

VAV 1% TraY VAVIZ 1% =

¥ v ¥ v v ¥

Conx (ng/mL) | 32601330 | 2.63+0.462 | 3,630 1,200 | 2.75+0.584
o () 3.0 (1.0~ | 6.0 (4.0~ | 2.0 (1.0~ | 6.0 (3.0~
max 4.0) 12.0) 6.0) 12.0)
AUCoint (ng* 190000 27800| 126+32.9 |22000£7230] 129337
hr/mL)
trz (hr) 85%22 | 38.2+7.2 | 8.4%2.4 | 38.1%6.6

I ES. Doy tmax B L TUEHILAE (/M ~ iR KAl

16.1.2 &WFHIEFM4HER
TANOREH (=T Ly 2 27+ —VREGHE, 7
OAF == 2L ) EhEN 18 (FNENNVFILY VL
LT 80mg KU7TLraY¥ & LT omg) MEHERAS T ICHiE
B O S U RZA LR ONVH v & VIRER O
TAOTY VEE) BE L7z, BONEYERE T A—5
(AUC. Cmax) 22T 90% 15 HE X 712 TREEHRNT 2 47 - 72
FERD NV LS VIBEEROTT 2a YV VBERVTRY log
(0.80) ~log (1.25) DHPATH V. TWiH] AW 24 0 [ kA
T AWl

(MAEF VAL & iz
Y BREN T A —F
AI(jCOﬂGS Cma t tiz
) v x o ,
hr/mL) (ng/mL) (hr) (hr)
N e —
TA’\”HE;'fE =7 94 121970 +4850(3631 £ 1039|2.9 £ 1.2|7.243.0
W —
7 7*;5 ZH | 94 1218404920 3418935 (2.7 1.2|7.022.1
(CF#HfE«S. D.)
(ng/mL)
—o— T ANTEESE [H =T ]
m 4000 —o— Ly 7 A7 5 — VliiEdE
Eit
sl S+ =
2000 S +S. D, n=24
L
¥
L
% 2000
=
& 1000
0 12 24 36 48 72 96 144 168 (hr)
HBE %R
MAEF SV L & 2 EE OHER
(M7 20 I ¥ v EE)
YR ST =%
A | | | un
n ng . ax max /
hr/mL) (ng/mL) (hr) (hr)
R —
TA”mEf“* 7 24 [158.0249.8|4.449+1.236(5.5+1.1]40.327.7
LV’@%g“yE 24 |156.0+49.7|4.419+1.273|5.30.8|41.8£9.2
ot

CF¥fti+S. D.)



(ng/mL)

—o— T ANUfGH [ =T ]
—— Ty 7 A7+ —VEEH

=S D, n=24

RRSE\C O S N E

0 12243648 72 % 144 168 (hr)
#RE %R
M7 20 ¢ S REOHER

MAEP R EEI NI AUC, Cmax HD/85 A — 7 1%, HiE O
f})ﬂmﬁ@ﬁéﬁx@iﬁ - B4 D RERSAME & o TR AR
§ ZQ)O

16.2 ORI

16.2.1 BEOHE
AT 2NV IV %~ 80mg/ 7 A1 V¥ ¥ 5mg FA§E
ZHAEOHEGE L2 X, NV VY VD Cunax KO8 AUC 1322
JERE B G R T EBHREG TENRZEN 9% L 16%IET L. 7
AUV VIIAEOREEZ T e o729,

16.3 2%
NVH VT Y ROET 2P yOMEERKEEETEILEN
93~96% M. UF 98% T - 721010

16.4 X3
TR TS - ICUC NV )V &~ 80mg % Z2 IRl 1% 5
S oMAERIZIZ, & LTREIEDSHFELEL, TDIEL
CACEH & L C4- Faf U ER3Bo 5N i vitro DRER
czﬁuvc%tL;CCYP%BONQ#ﬁﬁﬂEé#V(w5B>WHﬁA
DTF—%),
TIL; OV IEEICCYP3AMdICEhRREtshaeEzon
6 4 o

16.5 HEttt
TR TS - I2UC NV )V &~ 80mg % Z2 IRl 1% 5
L7z& &, 58 168 i £ TG D 13% M O 86% D itk
RS ZNENRP R OEPIZHEES L, €09 BlTE ALk
ALK TH - 7212 EADTF—% ),
TEHER AT TACUC 728 V¥~ 15mgit ) % 2215 e Bl 1
B Lol &, $5% 12 HF ClIHS 20 59% % O 23%D
e DS 2 IR O FE P IS HEIE S I, IRAPRBE D 9% A%
RELERTH - 721 JHEADOTF—%),
1) AHFOKE SN 1T AHEE, SVH vy v & LT 80mg LUTT

AuYE Y ELT5mg THb

16.7 EMHEEIER
BRERAS TN VYL E » 160mg LT 20 Y ¥ ¥
5mgt? ZFHYERG L2 ON VLY Y R TT AT Y
Y OIEYEIREIT B ARG & Ed e, Ny T
20 V¥ YO MICSEY B R EAERNER0 S e 2o 7210
HHEADF—2%),
H2) AFOKEEINZ 1T AHREE, SVvH vy v & LT 80mg LUTT

ARV ELT5mg THbo

17. BRPRRGIR

17.1 AERURLEICET 558

17.1.1 EARE IHER
TR 2 S HPAEIE O AR TEVE R L RE R 2 0 G EN T L 7z
CHEEMILEER (BN 2BV T, WYLy v 80mg/
TAuYE Y SmglitaHit 1 H 1 8 EIMFEOHT Lz
L AR Y &= (GRf Gl O IR BTME A% 90mmHg i 12
BT L7 XE =274 > B LT 10mmHg M BT L7z
BHEOHE) RUMEOZLRIZ, KDOEB) TH2,

CHERILBRBICB T A VAR Y F =G ONE QAR

IR IR (2 33 0 2 WOUH B /3
FEH) VARV F =% [BRHMEDONR—Z 51 ¥ 5 D%E{L
i CESH)
VAV %170 4%
80mg/ 7 &1 86.4% ~ ~
JYY 5mg (140/162) 23.6/717.OmmHg
[{iEy T
e 36.1% o
7I R (60,166) 4.7/-4.8mmHg

AR LY. SVH s v 80mg/7 210 Y ¥ Y 5mg
B & 5t D BE 72 R IE AR DS RR S A2,
FIVEHIZE B RE 1Z, NV vy~ 80mg/7 A B Y ¥ ¥ 5mg it
GBEEMHET6.8% (11/16261) THolzo 2NIVH LT~ 80mg/ T
2u V¥ Y 5mg MASETOELREEMNZ. y-GTP ¥
1.2% (2/162%1) TH -7,

17.1.2 EIRF IHERR (MiaRBIR5HR)
TR EMILEGRE (ERRE) 25 oMk G RIRE S LT,
NIV Y v 80mg XiE7 A0 Y Y bmg & 2 MG L7

. PRI ME 130mmHg PLE SO 95 F 85mmHg VL
DBEFENNVY IV~ 80mg/T7 LB YK Y 5mg BEAEZ 52
PG L 7z

INVHIVE Y 80mg XiET7 AT YV Y bmg & 2 EEkG L7
% OWLHHUT K OHEEGIIE CF¥9E) 13 138.6/89. ImmHg
THO, NVH Ly Y 80mg/7 L2V E Y Smg BLAFICYY
B A 721 2 M T 129.4/81. 7mmHg TR T L. HHI 25N
VLT 2 80meg/ 7T AR VY Y bmg FLESEICI D B2 b2 &
WX DERLEENROLNT, 720 AV H LV F 2 80mg/ T
Au Y Y Y Smg BAEE 52 514 o PO & O9ERR
MAE1X 126.7/79.3mmHg TH 1) . BIIhb 725 %% L7-BEE
RNARATED BTz,

FIVE R BEE X, SV Y Ly~ 80mg/7 AT Y E ¥ 5mg il
G5l T15.1% (55/365 Bl) TH o720 2NV F ¥ 80mg/ T
A0 YV Y bmg MASHDELRMERIE, BIFIME 1.4%
6g§5ﬁm THY., WTALT 8 1.1% (4/36561) TH o
7219,

18. ZExhIKIP

18.1 1EAA%F
AHFNE. SUHNVY Y ROT AUV Y ORESHITH D, /NI
BNy ToIF TV VN RRROY T YA T ThH D
AT SRS L, AERE LTS T v VF T v
DI LTRENT A LI Lo THRIERE 2 %S 5, 741
TEUE, BARGEEA VY Y AF v FVTES L. MEAA
DAY KA RIS B Z & TR O % ik S
T CHENEA T 2, 720V VORENRICL > TX
JEARRANEM L S s 2 & T, MERBIICBITLL=Y - T
YIVFT Y RNOEAFEDNIER T B 72D, NIV Y LD
FEER RS HREN LD D EEZ S5NLH0,

18.2 BRE1EH
EMTEERERET v MUY LVY v 70T 2001
T&ﬁ?é&\%ﬂ%ﬂ®$@&5%iﬂé%&ﬁ%ﬁﬁé
n7z2,

19. BB T 2E{EZRIFR
19.1 NILHILE >
— M LFR 2NV ILV F  (Valsartan)
1t % % : (25 -3-Methyl-2- (V- {[2- (1H-tetrazol-5-y
1) biphenyl-4-yl] methyll pentanamido) butano

ic acid
5 T 3 C2aH2oN503
7 F & :435.52
(E W RBIAROMETH S,

AEIA Y 7 — Vi 7 —)v (99.5) IZHisD
THETRT L, KIZIFEALEE TRV,
sz i CHs

/K(COAH
HsC
H

19.2 7LOY ENVIVERE
— TR T AT E XYV (Amlodipine Besilate)
1t % 4% : 3-Ethyl 5-methyl (4RS) -2- [(2-aminoethoxy)
methyl] -4- (2-chlorophenyl) -6-methyl-1, 4-
dihydropyridine-3, 5-dicarboxylate monobenze
nesulfonate

45 F 3 CaoHasCIN20s - CeHeO3S
7 T & 567.05
3 W ARRIA -~ EACOKREORKTH 5,
RKEIEAY ) = NVIZHE TR T, =%/ —
(99.5) IZRRHEIFITL L KITHEITFIT v,
KED A E 7 —VEH (1-100) O %R S
&b\O
(s St H
HsC ‘ N ‘ O/\/NHz
e < OOl SOsH
s Cl
A0 TR TEETIN

il Koo #198C (43f#)

22, A%
(PTP) 100 #& (10 $Ex10x148)
500 $& (10 $&x 10 x5 4%)
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