4C08NC

*2024F3R4E] (E1HR)

BAEEERIEES
872149
B R EERE ESRES[ 22700AMX00794000
B - 35 BR7SRI%E 20154128
BEIRWAT: 28T 0w h—/HEfitCaltiESH
B, WrSEER
NILBIVI /7 LOYVEYRY VEEE G
N\ o R DA — R
ZLN\O BiSEE ro=77]
AMVALO® Combination Tablets “Chemiphar”
) BE-EMSOMSECLOERTH L
5 DI 1=
2. aﬁﬁj (;ﬁk@é%\%:l;;%gb%;:ﬁt) . Z%Amﬁf‘fz; St
2.1 DR IR UBBIEDBMERED H 5 B AL - EPRCN - 2
22 Db RO DY LAY - LB OB EED WHE. BRAICIE7 LYY & LT2.5~5mgZ  BIERED

% B
2.3 ERXIIIFIR L C W AR O H 240t (9.5 2]
24 7IORAF LY ITIVBEZEESHOBRKESE (7272
L. MoEFEEEEZT>TbAaBMEDITY hu—)
PEULIAROBREZRL)[10.1 SHE]

3. #HERE - MR
3.1 #8m%

HR7E4 TLNUEERE (727 7]

(HRB) /NL8L % 80.0mg

#h eG4
?§g§~(55)7AU§€vaw@ﬁﬁ%mg
(720Y ¥ ELT5.0mg)
vt Rox>yFuoiltilio—X, tilo—2A, &
- IKTFABE. FIVT. ATTI VBT TR T4

tuoxuo—2, vrvud—), BitFy .
=" sk

3.2 ERFIDMEIR

HR7e44 TLNOEESE (737 7]
R EHEABDT 4 VAT —T 4 VT8
A
= s34
2
2| = R
ﬂ:/ ==Y 3$7y
B
BE 8.6mm
Es 4.0mm
HE 214.0mg
AAla—F FLNa F3IT7
4. FHEEN(FFHR
SIMERE

5. FHEEXIIFIRICEBHET iER

51 BELZMFEEROBZNESH D .. AFZBIMEHEDSE
—BIREE LW &,

5.2 JRAIE LTy NILH LY »80mghk U7 L1 Y ¥ 5mgs
FRELTWVWAES, HHVidnThr—F2EELIINED
¥ ha = UARFGRBEIC. BEIAOT O 25T
5L, [8.1 BHE]

6. AERUHE
BACIEIELELEE NIV Y > & LT8mgk N7 A1
T ELTomg) EREOKET 5, AEIZEMERRED
BRI E LTHW R L,

7. BERUREICEET 5F2
DRONLTILY v EeE7uI XV VEBEORE -
BEREEZ. BEBICARIOHEL 2 ERT 52 L.
NILYILI >
BE BRAIIENILT LY > & LT40~80mg % 1 HI1ERED
B59 %,

B Fhe, FERICISCTHEEERT 22, 1HI60mgE T
BETE 5,

BE5T 5, 8. ERIJS CHEEERT 55, DEA+5

HIHEICIXIAIEIOmgE THEBT A ENTE %,
8. EERELRNEE
8.1 AANZ. NP LY L8mghk N7 L1 V¥ r5mgDE &
HTHO, NILYILY v ET LTI WHOEIERF
RIABENDHO., BYICAFOFEREZENT S &,
(5.2 2]
NVHFNLEY v 2E&ELTyIFT vy I ZBEERARS
FICHFREOEERTBENbOobNILEORENDH S
DT, FHEREZERT 22 CBE2HDITY 2 &,
[11.1.2 BH]
FMAABREIEHRE LW EEE LW, T IF T
I ZAREERARShOBE L. REROFERFIC L
V- IVF Ty ROMEWERIC L ARMEZE S
THEEESH 5,
[BIEMERICEDLCHF WV, SA6D2EEPHOLNLHIIEN
HBHDOT. BEEE. HEHEOBIRSER 2 0L Mgz 32
T 3BICIIERSEL I &,
7 LAu Y IZMARER RS EESFIER L BRE
[ ESRD 5NBD T, KRS H IR o BEEH
AT EEIE. HERCICERSHIRBICEET 2 88
FHEOWREZBE L AP SERIIRET ST &,

9. HEDERZFI2EBEICHT IR

9.1 SHIE - BIFEEEDH B EE

&L1ﬁggﬁﬁmﬁgoﬁé%%ﬂmﬁ%@%ﬁﬁﬁ%@ﬁ

BE

BWEELDZEBRVWEHI SN A58 EHRE., R51308

5 &, BIITREDOED P REKEERTEDETIZED

AFICEHELE(L S EBENTH B,

BHUY LIMEDES

BEELTZERVWEHI SN BEEZHBRE., R5 138

52 & NULYLYVIIEHY Y LAMEZEESE 5

BENKH B, o, BHERE., 2V bo—LAERD

BERBREICEVIMBEN Y T AEIEL 20T VEET

3. MEHY 7 LEIEET S &,

9.1.3 RNMEEEDH % EE
BEOBRESNMTALZE| &R L, REZELs S
HBENDDH 5,

9.1.4 BERXREEEPOEE
—BEOSW A MERT (KL UEREREEZES)
RRITBENDT DS, [11.1.5 ZE]

9.2 BikEEEEEE

9.2.1 EELBKEREE (ILEJ L7 F = V{EN3.0mg/dLLL
b)) 0Hz3EE
EHRERELZBLSE LB ZNLH B,

9.2.2 MRSEHPDESE
—BEOSWAMERT (RMEUEREREEZED)
REIITBENSH S, [11.1.5 2E]

9.3 FFigEEEEEE

9.3.1 FFEZENH 2 EE. 1FCIETHFEZRUIETS 2iF0
HBEE
JNLHILY R EICHRICHE S N S0, MAHEE
BERTE2EENNDH 5. HEICBWT, BE~HEE
DOFFEEEETNILYILY v OMBEFREED, BERA
EHBE L TRUEIC ER T A EMRESNTWS, £z,
TLUYEVIEICHFTRESNG D, FRERET
W I AR R AR 00 FE R R O I F R R - R AR N TR
(AUC) PRI B ENH 5,

8.2

8.3

8.4

8.5

9.1.2



9.6

A KETEREEE T &

9.4.1 Wik Y ZOIREEDH DL

HIRL TWAZ EPEBENT T VI T oy VAR

FHEERZT VO T v vy I ZREERE % #HE

L. B - FERAORE (BAR4e, EHE - i - Bok

WAL, FETE) PO S NHIPREShTWVSESY,

AEIOHEIHNE, RBEOEESLEE L CRFR

o phES 2 EEICHRE L, B LB RES B2

EEB EHENBIBHICOAERET S E, T, &

iﬁ%%&%étu&w&%%ﬁn%ﬁﬁéztoDﬁ

R

(1) AHEEFBENICERL TWEWT E2ERT 5
Lo KEMERGSHS, HFIRLTW AW &2 EHRIC
R H L, BEFRICHIEAHIEA L ZBEITIE,
[ERSY N =R e s I RS R

(2) ROBIFIZOWT., REESBAIBEICEBE ICHAT
HI L, Tz, BEHFHLUREISCHAT A L.
- HEIRHICARE 2 ER L2 5E. BRIR - siERICE
BENIEFTIVAINH B &,
CTIRAHIER U 7o 3B N A5 &L, HEe»IciE
HEICHKT A &,
CIHIRAEEEY A5A L. HYEERICHKT S 2 L,

9.5 ¥R

TR ITER L T WA REE O H B I Id R E Lz n s
Lo BERITIESHBA LB AICIE. BbICERE5ZHIE
THZE NULFLY U E2ELTVIFT Vv IREE
BHRENENCT O 7o Y VERBREER T, HREH
H~ KIS s BE IR - FiEREE. FKEd
fE. BIE - FAEROELE, A4, &7 7 LIME. B
BOEBAL., EAGBDREIC & 5 EHERIS N 2 U O,
X, SEHEHEOTE. MOXKEEBRALENHSbNIE
DWENDH B, £, BHTERS N7V IET
VUBHBREERICBII AL O ARY T 1 TRIBER
BHT, HEEICT > VF T v U EREREBER 2R 5
SNTBEBICBVLT, REFEOHET Y X 7 ILBEEAI
BEENTOWERVWEBERICHNEP > EOBEDDH 55,
iz, TLAUVE BT AHYER CHEIRRICHRST
5 LIRS ER T 2 2 LR 6T W
%, [2.3. 9.4.1 E]

=2%

BALZVWIENEE L, NILYILY VIZBIT5EE
B (v boBRAREOKRS) ©3mg/kg/HT. AitHA
BITT5EOMENH S, £/2. 7LuIE IiZk b TH
HHhABITT A EMRESNTWVEY, FiZ, NLTIL
ZUCBIAEMER (T v NORERRCEASROR
5) »600mg/kg/H THERDBEIKE R OCEFEROE TR A
AHHENTEY. 200mg/kg/ AL ETHEMEDBEAFT
DENT NS,

9.7 IR

NREZ R E U BRABIIER L Tz,

9.8 S

9.8.1 —lRIGEEDOEEIIFE LS BZNnESINTWVD, INFE
ENHBBENDDH 5,

9.8.2 WY L% VBMBEIZ X 5 EEE TOREY B
Ty LTIy o MERREPIESRE ICHNTEL
BHIENRBDOLENT WD, iz, TLUVE B
Bl kr@EmE coOREMEERRE T, MFEFEEIE
M EE RN EL A EAPRD SN T N5,

10. #BE{EA

7LuY ey ORBICIEEE L TEMRBEERCYPIA4Y
BELTWAEEZLNT NS,
10.1 HARZ HALBWLI L)

B IES BRRIER - 1BETIE| WF - eRRET
TUAF LTIV FERSER S, BV =T VA T
BiiE WREREE. AV Y| v Y U REEERD

FIVA L ME M ORI O | #8578 S 1% AT RENEAS
(BEREERE ICHER ) A V7BIIPRES |H 5.

CIRSE 1= Al ON
o R EIRE % (T -
THbuBMED D
v hu—ILAELL
AROBEZKRL)
(2.4 2]

NnNTWns,

10.2 HHAER (HAICERTS L)

AR E

HARER - 1B TIE

P - fElRA T

TURAFLYTTL
FRiE

EHREEE, &0
77 L IMRE K OME I
ERITBLINDH
5o

728, eGFRA60mL/
min/1.73m* K D&
WHREREOHHEE
NDTVAFL T
VR E D BERICD
WL RE LT
EVWEHESH
HIGEERI BT S
Zé&s

TIOIXT IR

BkRERRE. &Y

L7 IR T
> REEERD
RS N B TR
BHBo

MRz IEEA 7 I IURE % OME It =
ERITBEINDH
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FIPR B FEA — i@ D2 % MLE | R R B EA Ciag %
ARl B (RERUER Z WA EHICE
YU AFTHREEZED) 2|V EESTIEL
VRE CITBENDSH D, [TWEHEENZL,
[11.1.5 =] AREIDEHLLT W,
EHEOF NI LR
W LIEBEEDRED L
J2EBRETIE. T
FEEME ORI E A4
CAHZENDS,
AV LRFRERIR | ILE A ) 7 LMEDS EINLY LY D7 L
Al HBIBENH 5. | FAT O il
2¥a )57 kv IZKD AV T LETE
FUTLTLVE {EF #5389 2 Al #E
711) %7 LG A WA H 3,

/LI T L

+

FoAEL ) v
[

FZIIT R
F =

YIUARY v

E@E?Igﬁﬁﬁ

NWILY LY 2k B
MEH Y 7 LED L
HERoaxv¥L ./~
DI XTIV ILF
a4 FERICK S &
EZZb6N5%,

fEbERF - BRER
. MEHY 7 LE
DEVEE

=) Y AMEOE
TERPHEAICERS

NdEEZHN5,
FUX NP LER MmEAHY 7 LED =
01 FhtEmEnsBZ
ANT 7 A NFY NH» %,
J—JL - FU X b
7 L
JEATFOA FEER NIV ILY > OFEE NSAIDsOE 71 A
$EEA (NSAIDs) |(fERDBET A& |9 7T Y &Rl
LY RRAY Y VE DD S, EEMAICKED, N
YLy v OREEER
WIS A END
%6
BHRE 2 B LS H % INSAIDsO B 71 A
BENHEDH S, 75 Y v ERE
EZEMAICKD, BN
MENMERT 2720
LEZOSND,

fElRRE T - Sl

EETARE

NILH LY v DI
1B ASKI30~40% 12
BT L7z EDHEH
BB NILHFILEY
OIERPEEE T 28
FNDH B,

U UEBEEERY
<=2k V. FEEIC
BRAL7z5&. N
PILE ORI Z B
EdhHHVITEDSE
HHHEHENDH D,

UFoL

UF LB EEl
TIENMRESNT
Wb,

NILHLY > DF k
U AFEMHERIC &
D, UFILOERE
MEIBHEEZON
W3,




b Sk BRRER - IEEA | BF - ERET

CYP3A4BEEHA TYRUVNA VKT LaIE Y ORE
IYROUYA VY| OVLFTELED | APHEANICHES N
INLFTEL BEHICE D, TLO|AHREESEZ SN
U bhFEL VYV OIMFRBEN| S,

A+ FaFJ =) | ER L EOHRED

% H5,
CYP3A4HEHA 7TLAOYVEYOIMF| 7 L0 Y ORHE

V77 oYU

REPETI BT
NDH5%.

PR S N 2 ATRENE
PEZOLNS,

TV —=TT7 )=
Ja1—2A

T7LOuIEYOEE
TERmigRshsb
TNDH %,

TL—FT L=V
BEENBEDDT L
oYYy oRE % E
EL, 7Ludy
OIMFEED L7
HATEEENEZ 6N
5o

IEEMERZH S 21t
DEEF

FEErER iR s |3t

2BENDH S,

IR EER BT
5720,

VIUNRYF

T UNAEF 80mg
(BAAREROEHH
8) &7LuvEy
OHRICED, >
NAEF > DAUCH
7% LR LI EDH
EPH B,

TP A

A DAY S

7Y LAET A
oYy EDHRIC
X070 LAD
MmAEE»s EF L,
BEELZDy 70
LAZADEWERDPFER
THEBENDD 5.
PEHEEICIZY 70y
LADMHRE%E
=& —L. BEIZE
CTH%27ayULAD
HE*»HA%ET A&,

TLraYE EY Y
oYL AlE, F&L
TCYP3A4IZ £ 0 1R
#Hasnhsizo, HH
&y 70 LA
ORBFHPHESNS
AR E 2 5N 5,

1. el

ROBWERDPHSHONEZENH LD T, BEEZ 7147
VW, BEDPRO 5 NIEEIEREERIET 2% CHET)

WEZITH &

1.1
1.1

EXRENER

S MERE (BEEAH)

HE. OE. WiE, SOEREMFERELTHEDN
HENDH D

1.

—_

(8.2 2]
1.

—_

11.1.5

3 B2 (GHEAH)
4 BAYYLIE (BEERH)
Yvavyd, K, BEHER (LI HEEAR)

.2 BURERTSX. AP, FFHEEERRE. BB (LI HEARH)

i B, BERHASEN D o bNBEIlIiREE
bl BE5ISEYELEZTO & [9.1.4,9.2.2,

10.2 28]
1.
1.

—_ -

.6 SEFRRIERE . BIERIEIAN V)RR (V9" & SERERBA)
.7 EIEMRR (SHEAH)

FE W, PEIRAEE, BEXERESEZ A BEE
RNV HEDONZEZENBHZDT. TDKDBIHBEIC
35 EHRIEL. BIBERERLE VAOREGZEDTEY)
BIERITH T L.

1.1

.8 {EMYE (BHEAHEA)
TR, ZERE R

Wit FORZ. BRIVETN. BE,

BEREEENH s bhlBaIcidRksehib L, @Y
BHBEZITO &, BRIRGRTORBETHoDLND

ERAD
1.1

9 BETJOvVT (BHERH)

Bk, OFVWEOHERP HS5DNBHZ ENH %,

1.1

10 HERERRAARAE (SHEERNBA)

AR, BiE CKLEFA., M RURFIA 7oL
v ER R E T HSENERBE o DNL I &N
HHEDTIDEIBHAITIESICHRESEZFIEL, #
PR BEZITS T &, Fio, BIHRAEICK 281
EREORIEICERT 5 &,

11.1.1

S MERETIESTRIAEE (Toxic Epidermal Necrolysis:

TEN). FZEFSIRIRAE(REE (Stevens-JohnsonfE(REE) .
ZRAIBE (I SEERER)

11.1

L2 RfaE, BREE (W N SHEARH)

KA., UoAENHSbNIHEICIE. RERIECHE

HIHT &,

11.2 ZDfthDEIER

0.5%E | 0.5%F BE
= 75w B, MEE 2
R % FoE. BEE G,
SefpBE
PETE . . B LU, RERE.
T RERHE. B, (RN, &5 8
T RAEENE . R % 1R B,
OB TER
% O B, 47 B R 2
DY SE — A AmEK
R o
e | |WAVRE. DB R AR
DR @, BE | Tov . BEE
nEwE|  —  [BUE GT) ETEEAE 6
B e e
B s _ B, W&, H O AN
RS (LR B B 86 B [
W, EBk
TFHEE |y G TP Il |ASTH i, [ WK . AL P RN
B ALTHEN|CULCE |LDHE
2 R =Y T W TR,
= IPURREE, B
srog FPOBE [HR. 06 L EREE 3.
%Fi 7 = 0. | BUNSEIN, RERE
e RhEEBE  |A
= NPz JE- ] %ﬁ“:% B Dy R
Qg@gﬁﬁ - 7R R,
= )Y L
(EF Y AR
o BEEER. B m AR .
BAER - e BT,
= T, TRER
CKEN  |FHE. HB. ®WE. %Y. 06
I (RS . (A E A, (A i
AR b EE R
WHEE. RN
Tt = WHIEE. %
FE(LSLE. 2
E AT LTV
. B

13. BEKRS
13.1 R

NILY LG v OBEHRGICED, FLLMEERHP4C,
BHLANLVOETR, BEERICESZBINSH S, 7.
7TLOYEYOBEHEICED, BEORMMEILED
IO, Yavr7z2etELVLIEET & REHEER %

BT END D

13.2 W&

13.2.1 72UV VRAERICESER 2RSS LZES. T4
oYy OAUCIE99%EA UL AR FH 26 154 T 1349%18
LU ERPS. TPV IBERSEO RN
WE & U CIEERESPES TH D EORENH 5,

13.2.2 -

FEIRBERED € = & — &2 4T\, SHEICIEZ HIE S

%o FELWIEE TR 5Nz 5E&1E, O E,
BROKEE, DIMERICHT Z2LEZITS. ERD
WELZWESE, ERBENOCHFREICERL X
PVoREROBREEEZET 5, Hb, NLYFLY UK
U7 LnYE Y OMEEAKERIZENZNI3~96%.
BB TH V. MIBBEHTICE > THRETE L,

14. ERALOFER

14.1 FRIRMAFHOER

PTPEEDEANZPTPY — + 2 S5MD L TIRAY % &
SEETHI L, PTPY — FOBRAIC KD BELHAE
PEEMEARIA L, EICEEFLEB I L CHERIRRS
DEELAGMELHAET LI END 5,

15. ZDfthDER

15.1 BRERERICED B
EEBBRIIES P THEWDY, T2 I I KBIRED
ICDEEESARER (DEHHERZED) VAo &

DWENDH S,




16. ZEYEDRE

16.1 MARE

16.1.1 BEIZS
HERRABFICNILT LY »80mg/T 41 Y K 5mg
afEz ZERICEBIREORE L L &, mMEFON
VHNLY U ROT LAY IE. FnENHRERIZY
ORI CREBEICHNE L, HEERIBIZZNZEN..5
KO3B2ME[MTH 5720 NILT I L 80mg/T LT
Y2 Smght &R 5 RIC BT 5NV LY OCmax
. 2NLYILY 2 80mg KUY AE Y Y Smg D
SREHBLTCETEP 27200, fiO/NTX—%
R TH - 727,

RIS T/ VLY Ly »80mg/ 7 A1 DK SmgF &gk U3 L

V2 /T7La P R BEEORS LZRON VLY Y ROT

LuIEr OEMEREIST A —5

IV 2 80mg/ INLHILY 2 80mg KT
B 7 L0 V¥ SmgkiarE 7AL0 Y 5mgD
NS RX—% 5K (n=64) PHESE (n=64)
NLVHLY Y | 7YY | NVHLY Y | TAOYEY
?ma" 3,001,330 | 2.63%0.462 | 3,630+1,200 | 2.75+0.584
ng/mL)
Tmax (h) |3.0 (1.0~4.0) 6.0 (4.0~12.0)]2.0 (1.0~6.0)[6.0 (3.0~12.0)
?UQWI 20,00047,80| 126£32.9 | 22,000£7,230 | 129+33.7
ng - h/mL)
Tz (h) 8.512.2 38.2£7.2 8.4%2.4 38.1£6.6

FgE + EERE, TmaxiCB L TdhRE (F/ME~RAHE)

16.1.2 EMEHIEIEF R
TLNTEESE [FI77] 297274 —VlAE
$Ex. JuRF—N—FICXDENENIE OV
L% >80mghk U7 40PV 25mg) RS TICH
BHEEO®RE L P REEBELZRE L, &
N EYEREI)ST X —% (AUC. Cmax) oW\ T
0% FEHEXEE I THREHEIT 21T - #5532, log (0.80)
~log (1.25) O#EHENTH V. WAIOEMZENEEME
MRS NTZY,

HMEIRE)ST A — %

HE K5 A= 5255 A—%
AUCH Cmax Tmax Tz
(ng - h/mL) | (ng/mL) | (h) (h)
NUH] 7 LATRAR | 21,811.35 |3,671.7%
Vv TriTv) 6,806.1 | 1,156.5 |2 7+1.0[5.33+0.60
Ty IATA—T] 20,360.0% |3,405.4%
Bk 6.164.3 | 1,085 | 29%1.0|5.4020.77
FLo| 7LANEAR | 137.55 | 3.251<
vev| [r3iv7) 20.09 | 07140 |0-8F1.1747.8+10.3
Ty UATA—T| 135.45% | 3.2041%
Ak .54 | 0.6499 |6-6%0.9 48.6£10.4

FHELEERE (0=23)

¥AUC: N3 L% Y AUCks, 72V AUCH
(ng mL)
5,000
4500 FHYEEEREE (n=23)
' —e— TLNUR G 7377
4,000 0 TyIATH— VRS
1l 3,500 A
&
" 3,000 1
)2
3 2,500
J;
< 2000
é 1,500 1 7,
1,000 4 [/}
5001
0

1 ‘2
wm

0 2 4 6 8 10

INILHILE > D MR IREHER
(ng/mL)
5 -
45 THEHEERE (1=23)
’ —e— TLNTEEEr3I77]
N oo Ty AT VRS
% 3.5 4
2 39
A
o 251
[
PR
% 1.5 4 4 i
1¢ ?
0.5 4 - o
0

T T T T T T
60 72 84 96 108 120 (h)

FRef
7 L0 Yy O IEEERS

T
48

MmEgEFEEN NICAUC, CmaxZEn/ST A —4 13, #
B 0BIR, AR OREEE - BRSO REBREFIC X -
TEZDAREEND S,
16.2 DRUN
16.2.1 BEDE
R ABTISNLY LY >80mg/ 7 L1 V¥ > 5mghit
SR HEREOBRE L2 %, NP LY > OCmaxkk
UAUCIZZEE R 51 R T BB ETENENI% K
091)6%{&7%\ TLAUVEVIIBEOEERXZ T aho
727,
16.3 9%
NULYILY U ROT LB OMBEAKERIZZN
ZN93~96% % N8BT H - 721010,
16.4 {35
(RSB FICHC/N L L % > 80mg % Z2 i e B B 4% O
B 5L DM IC I, & U TREEDPTEE L,
ZOENPICREY & L T4 Fux I EH»md 6 n?,
in vitroDREIZBWTEE L TCYP2CODEE RIS
nTns¥ FHEADT—%),
YML)\U°/°1:°‘/L;tEl:CYP3A4L:=k DR#FSNBHEEZON
2,
Heittt
BERABTFICUCN LY LY ~80mg % 228 K B E % 1
BELEE, HE5RIBKME CICHEEDIZNZ T
BN DA HEN TN ZNIRHP R UHEPICHRES W, 20D
SBIFEAEDNRENETH 722 HHEADT—%),
BERABFICUCT 20 V¥ 15mgE) % 22 5 i B EE
OS5 L&, B#5%12H % TIZEREED59% K U23%
DOREREDN Z N ZNIRP R OE SRS h, R s
BEDIBDREETH - 721 (HEADT—%),
1) RAOERRSNAZIBHEBIZ. NULYLY > ELT
8mgh U7 LIy & LT5mMETH %,
16.7 E4EEIER
BEERABFICNA LY LY L 160mgk 7 L0V E ¥
Smg™? & FBEE G Uiz L EDONILF LY Y ROT L
OYEYOEYFBIISHEALER EET B L NS
LF v ET LT VY Y ORI HEY BRI B R 3 ER
BoNELP-10 HEADT—%),
H2) REOEKRSNIZIBHEBIX. NLUYILY > ELT
8mgh U7 LIy &L T5METH %,

17. ERFRRE

17.1 BERURLMEICRET 555

17.1.1 EASE MAEER
ERED & PEE O AR S M TEEE 2 HRICENT
FEiE L7 —EEBRLEEE (EREE) KBwT, N
LHILE »80mg/ 7 L1 Y ¥ Smght & e 1 3 1 [E8HE
ERROBRE LIzBO L AR Y ¥ —R (R TR OHk
SREA MU AS9OmmHg R IR R L7 I R—AF A >~
EHE L T10mmHgll EETR L= BE0ElE) Ko
FEOZELEIE, WDEBVTH 5.

TEEMHEABICB IS VAR Y —RRUOMEOELE

16.5

A R 12 35 1 2 U HA £/
e =1 VARV F =R\ RAMEDOR—ZF 1 5D
ZlL& (P19fE)
/\1;4)‘11:? ‘O/\SOmg/ 86.4%
7 AU Y 5mg (140/162) -23.6/-17.0mmHg
[ =y
— s 36.1%
VAT (60/166) -4.7/-4.8mmHg

KERRBEEL . NLY LY 80mg/7 L0 P
> 5SmgFLE st DBN T BRI HERR S
BIMERRBSE . NLYILY >80mg/ 7T La Yy
Smght & #EEE T6.8% (11/162f1) Td > 7z0 /NILHIL
% 80mg/7 La T ¥ rSmght A ERE T O EIEA
I&. y-GTP#N1.2% (2/16261) TH 7%,
EASMARER (ERARSHER)
—EERLERR (ERRR) 25 otk s RER
BE LT, WYLy v 80mgNid 7 A1 Y E Y 5mg#
2B E U7zt IHEHA I E130mmHgl = I3 HE5R
HAIM E8SmmHgLL ED B EIC/NNLY LT 80mg/ T L
0¥ Smelt &gt & S2ERR S Lz,

NIV IV E L 80mgN i 7 A a P Y v 5mg i 23 [ #%
S U7 oEHmEROIGRAME ((FHEE) &
138.6/89. ImmHg T # 0. /N4 L4 > 80mg/7 40 Y
Vo Smght & 5EIC )0 & A 7 28R ©129.4/8] . 7mmHg
FTETL. BRPSNLY LY 80mg/7 L0 Y E
VSmEER ESEICYI DB A B T LIC KV E L DR
5Nz Eizw NILHILE 80mg/T LH Y 5mg
BC & $ES23E [ #5542 o YR A B I K OF 918 3R 3 1 FE 1k
126.7/79.3mmHgTH 0. REAICHI= %L E LIzFEERD
EFBDS5NI,

17.1.2



BIVERRIEE X, NLY LY >80mg/7 La ¥y
SmgEl & $ERE T15.1% (55/36561) Td > 720 /NI
L% >80mg/ 7 L1 V¥ o5mghl & sERE D E % BIFEF
3. SARIMAEL. 4% (5/3656) TH V. R\ TALTHE
fnl.1% (4/3656) T&H -7z,

18. ERpEIE
18.1 fEFARERF

KENZ, NLHLY U ROT LI ORESHEITH 5,
NIV L E, PorIFT 0o MRBEOY T A
TTHAHATIZBRIHEE L, BERELUERT ATV
VAT IR L THERT A2 &0k - THRESR
EIIET D, TLAIE UL, BAKEEILY Y LT v
ZVITHEE Ly MBARAD ALY T LATRAZINET 5 2
& THRMIME OB #iE S B CHREDREZHET 5,
FLAO DY DORBEENERIC & > TRBMERMEEL S
NsZET, MERMHICBTFL LY - TUIFF Y
VERADIREENERT B0, NLT LY OEER
HAEBMINLHLDEEL 6N,

18.2 FEESEF

19.

*22.

23.

EMEERKET Y ML LY &7 0D %
BRLTHRSET 5L, ZNENOEMES 2 EE 5 EE
BEIRENLN,

B (CRET BEEFEHNAR

—EEIBHR NIV S~ (Valsartan)

{b%4 & (25)-3-Methyl-2- (V- {[2'- (1H-tetrazol-5-yl)
biphenyl-4-yllmethyl} pentanamido) butanoic
acid

FF - CuH2oNsO3

rF& 1 435.52

IR - HEOMERTH DAY ) —LUELTH ) —)1(99.5)

IBDTETFRT < KITIZEA BT,
=2t 3 =5

CHs

CO:zH
HsC -
H

—REBHE D T AR VR YIRS
(Amlodipine Besilate)
{bZ4 : 3-Ethyl 5-methyl(4RS)-2-[(2-aminoethoxy)
methyl] -4~ (2-chlorophenyl) -6-methyl-1,
4-dihydropyridine-3, 5-dicarboxylate
monobenzenesulfonate
373 1 CoHasCIN2Os + CeHsO3S
SFE 1 567.05
IR HE~FERABRORBREEOH R TH D, X&) —)L
ICEIFRd <, T —)b (99.5) 12RREIFIc
<L KITHEFIZ Ve A% ) — LA (1-100) 1&
fEMEE RS 22\,
LS
H
HsC ‘ N ‘ O/\/NHZ

_0O @] CHs
o) PHo 5

~ ©/ SOsH
AN Cl

‘ _ B UG B

Bl #9198°C (53fR)
(2

1005 [1082 (PTP) X10]
14088 [1482 (PTP) X10]
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