%3k 20254F5

HEET (552h)

% 2023485 H 22T (A1) HAEEERSEES
B s EEAG RRMATIREEF IO Y h— FIRESH s72149
BAEFA /NIVTILYY - e ROZ00F 7Y REEe
ViyiE -

[ERE V=Nl XU R DL IV E TRBUR L e Rl

JVEF 17t s2as MDD 1)

JVEF 1A e EXY' DA

VALHYDIO® Combination Tahlets [SAWAI]

2. =2

AN

2.1 RHD

2.2 7TV F;f%%‘]
VEEQ AN T F T I FEER) I
HoHEE

2.3 HIF U HEAR LT\ 2 i fig

2.4 MR D EH BN BE[AF OMESIFRET S %
[9.2.1M]

2.5 AUEAREDBE[9.2.28H]

2.6 KH DT ML - B )T AHEHS I
BEUET MY 7 AMAE. K7 ) 7 A NUES O BFH
EALZELBENDDH H][11.1.620]

2.7 TVAF LY 7 VR 5 O RIFERE (7272 L
MOBEIEREEZIT> Ch R BIMED T Y b I —LHEE L <
AEOEZEEI ) [10.15M1F]

2.8 FAET L v UERREE R (B
B HHBIR) % ¥ G- o B [10. 12 1]

(7&@%%[1_ [F5ULEWVCE)
2R LS BUE OB EO H 5 B E

XizZFoFEPew Bz ix7ansy ) K

X9 % SR BURE O BEALIE

D& w19, 5% ]

2]

WAL TwW5
PNk

BIFHEMERIZ &

3. #HnK -
3.1 #HAL

PR

i

SNV T A EASEMD
71

NV T F LA SEEX
(74

AR
(%]

HE v vy v 80mg
HEevFoszooF7o F
6.25mg

HFE/SVvrv s o~ 80mg
HREeForzoaF7I F
12.5mg

AN

P

HNF T, JUARE Ry, BREEEKT A B

BALT

STEMbER. AT T YEEMg, V. e FuFdy
Julbk)lua—A, b7axa—A, w71 3—)L6000

3.2 Bl

INVe T 1 A A SEMD

NV T 1 F LA SEEX

il [¥71] (74
AOISI—HOIOI—
# OB TANATD—T 14V T§E
[N 9 TV L) TR

4% (mm) 8.6 8.6

JE & (mm) 4.1 4.1

HEi (mg) #5211 #9211

ENGETD SW /3)L e MD SW /3L EEX

4. FHRESLIFFNR
SMEE

5. MEENIFHRICELET HiER

5.1 MEEZIMEMRT DB ENENDH ) . AF & &I

P L LT &,

5.2 & LT,

DFEREETT 5 2 L. [8. 12 /]
6. FERUHE

PPN

ISRV E 2 80mg TRIBEAR T3 A1

BROE—

AH

FIHLENEEON VYLV Y /v FazaaF 7Y e L

T80mg/6.25mg X 1380mg/12.5mg) % #F I1#% 5 5. AH|E

e ML 5

HROH—

FEARF & L CHW RV,

MD EX
& 58 & =/ 22800AMX00469000 | 22800AMX 00470000
FR5TH1A 20164121 2016412

8. EELEXNER

8.1 A#NE, NUH Ny r80mgk kb FaszauaF 7Y F6.25mg
&5\ 12.5mgl OFRLAEFITH D, NV ILY e Fa
oo 7Y FRGEORIERPEIRT 2821050 1), #YIIR
FlOMRA AT 5 2 Lo [5.280]

8.2 t FEZuuF7 Y NIIEIREEIIEZ %H S 25 BZNHDH
0T, EMWICIERBHEOE=4%") v 7% EiH L. HEx
Tor2ATH) T &,

83 v bruszuusF 7Y FIZMEAY 7 AMEEZRI T NS
ﬂfwé@f iEﬁHE’J ZIEA ) T AMEOE =S ) T R FE
L. Big 12179 2 £ .09.1.2508]

*%8.4 v | U7 DU%T T NIEEME . PHER AN, IR

BHERBSEDLBENDNDHLDOT, AR ITOEKT IR
HEOBEA DO SNAIE, EHIZIRBEOZEZ %15
9. BEIIEET 5 2 L [11.1.18&H]

8.5 WYV rEELT VIUFT vy y I BARERHI S
IO &Hﬁﬁﬁﬁ%bhtt@ﬁiﬁ%éwfxﬁ
PEREMR A 2 EH3 5 7% SIS 012479 2 L [11.1.351H]

8.6 FATRI24MFI I3 G- L2 c‘:fJ“:gi L\ To9F T
TR SR o B L, MR OFlrpic Ly =>-7 >
kT v VAROEMIERIC X ZARIME 2 3 REEDSH B o

8.7 BIEMEAICHDOC D F W, HL0DENHEDLNLIENDH D
@T‘H%W% SE QR i (el AR i R L (e WA

J3EESELZE,

&8Kﬁ@ﬂﬁﬂ%i%ﬁﬁ%%hhé:kﬁ%é@f\%%E
I BRI EET AT &,

8.9 KM DKREDIFIZLERBEE I, KB OEIRE BT 2 72
O, TPRHICHG T8 2 ENET L,

9. HEDERZHTDEBEICHTIIR

9.1 GIHE - BMEFEEDH D EE

9.1.1 MAILBEIRIERDS DEERIIHE CEEIRIERDH D

BE

A %L%ﬁ%ﬁ&w WS N EGEEkEE, &538# 752
o BRI B O AR R IR B O T IC L Y S I Bk

%%Ttéﬁéa‘o%hﬁ%éo

9.1.2 MBEAYI LEEFEDESE

[8.3. 9.1.3%M]
9.1 3 BAVUYLMEDESE
f?i%b%ﬁ&w&ﬂfuméhé% &, 53T LS
Eo 2NIVHIVE i, BmA ) T AMEREES S L BENDNDH
bo Flo, BRRRERE. IV MU — )UARBOBERBEEIC L) I
HEA) T LMENRFEL DR T WEZ T, ET ) 7 AEISE
HYAHZL.[9.1.2, 11.1.55H]
9.1.4 RIMNEEEZEDHDEE
WEEDOREEAN MR A 225 S L,
n2H s,

9.1.5 WEEEPDEE
KF P T AMEEZRITBZENDED S, F 72 BERFIEE
O BEETIE, — @28 MEART (Jet e OBk 2
L)) e RITBENDD H.[11.1.75H]

e Ls B2



9.1.6 EEIFEEIRE LN (3 INENARE LIED G % EE
B RIRD D b bt Sl MR, Mm%
kL. MEERELFEET 2BENDDH 5,
9.1.7 AXIIEH. 7HBICER. FERRDDDEENVUERE
MIEDSH D EH
T RERINGEE . W IFERE % 2R L. i, AR O EBA LR B Lo
BENDEH 5,
9.1.8 THI. IBIHD&HDEH
EBIFERFDD S bNDLEBENDD 5,
9.1.9 ALY U LMfE. BRI TEED S S EE
MiEANT T L% LAIEDEBENDEH S,
9.1.10 RRAMRVIFREDEE
AHNOBETAVEH DR E N D BEND D 5o
9.2 BikEEESEE
9.2.1 B{hEHE
BE LRI & RAOEDPSHIEETE v, [2.43 0]
9.2.2 2EFLDEE
BHLnwZl, B EICEL S BENDDH 5.[2.55H]
9.2.3 EEUBREEES(MEI L7 F = /EH2.0mg/dLZ{E
ZAB)DHBIEE
HIELERGEELVEHB SN AR E, BT
Lo ebuozuuF 7Y FIZK)BIMRESME T T 582105
bo BB NNV Y L) ERREEESELT 2B ENLH D,
9.2.4 BREEEEEE(ENEE. 2UEBET2DOEBEZIRL)
EMImE 2 L7 = AERCIERBREOE=5 ) v 7%
FERiL., BEET5ICT) 2k, M7 L7 F= U HEARD
MUERERME LA OBZENDEH 5,
9.3 FHEeEEEEHE
9.3.1 FFEZEDH 3 EE. 1FICIETHHFEZERUIETS oFD&H
EHE
PNV AFFEIHRICHRE S S 720, M REEDS A
TAHBEND DD SMEIZBWT, B~ SR o fFfEE B
TNV VS v OISR EEEAY, R & i L CTR26512
AT EpmEEINTwE, $/2, e ForuuF 7Y F
WFIFSEL FH T2 B0 5.[16.551]
x9.4 HIEREZE BT HE
9.4.1 HIRT DAEEMDH DM
IR L CWAZEREINT T v V47 v ¥ VAR IEE
FIXNET V7 vy v MBI 2 L. IRE - #rk
WAOZE (A G, HE - - BoBKAL, SBTE) 25590
SNTBIDHE I N TWEY 2,
AFNOBGIET B, RBEO IS D R L CRAR G- O
DR 0 SNl DN )< S S QY St ARV (N 8 e A 1 < Rt 5
ENDHEIOREGT LI L T, GV LELRLEIZIX
ROTEFHIIHET AT &£,[9.55H]
(D) ARKFEG-BIART IR L TV W L 2T L, K
Kl G d, HIELTWianE & 2 EmIcHETs L,
Be G IR ASHIRE L 72855120, b Ic# S 2135 2
Lo
Q) KDOFIIZDWT, KA G- BMGRICEFICHTT 2 2
Lo Tl FHHLLEIIS CHT ST &,
IR ARE 2 LA IR - BRI R S
TVRAIPRHAEI &,
ARSI L 72 EBE b LA B A IE . R I S |2
HTHIE,
IR A FIE A AR, LR ICHET 5 2 &
9.5 1FiF
g SOIIEIR L C W B REMED & 5 i35 L nwz &
B GRS L 723 A0k, mH Ik E iy s 2
Lo NV E U ERELT YU FT vy v TR REHINE O
W27 Tk T vy YEREERAER T, R~ RIS
ENT-HBEIHRIE - IR, FGBAE, BBIE - Bk o
IE, BARE, &4 ) v AIME, EZEOEERAE, FkEd
JEIZ X A EHER SN U o, B, EEEHEOHIE, Mo

BERBALEED D S bz OMEH 5PV T2, Y
TEBENLT v IVF T vy UEBERBERERICBITAL b
ARG T4 TRIEFHA T, IR T vV F T v v v
R ER Z %5 SN BEHRICBVL T, BIRHAEOMR) 2
ZIEBEERIDT G- SN T WEETICHRE D 72 L oWis
WHDHY v rarzoaF 7Y FeghF 7Y RREH T
AEWROZFUBICE )V E VIE, I/ MOE A ESE 229 2
ENH D, Fo, FURRFICED MR, Mg, T
= RBIRERVENSH LI ENH 5.[2.3. 9.4.1%
]

9.6 1Z3.I%

BALZWIERZEF Ly, NV LY U ICBIT L 8 EE
(Z v b ORILMFEOHKS) D3mg/kg/H T, FLith~BITS
bEDOWEDND B, Tz, BWER(T v N OREN K ORI
W1 5) »600mg/kg/ H T HAE R OBRARE K O EAF RO
THAEDLENTBY, 200mg/kg/H L L THESILOEILD
FOHLNTWAE, L FarzoaF 7Y Nk hEFLh AT
HIENPIESN TS,

9.7 INRE
INBE R TR & L 7 BRI SR L Ty,
9.8 SinE

9.8.1 ~fRIBEOREIIIFE L Ve EINTWD, Mg
PRI DBEND D D,

9.8.2 /NVHILF v HMPER G K B EilE T OB RERAER T,
PNV 2 DI DSIE SRS ISR TE R B 2 e
HOHLN TS,

9.8.3 S AFIRIZINEER DA Z R L, Bk, KINEHFICE S
VHLBA, OFV, KMEFELRITILEDNDH D,

9.8.4 FICEBETIHIEO D L HilE Tl EM AR IZEHE 2
M4EE O & M % ok L. 285 o e 28148 % 3556
THEBEND DA,

9.8.5 &F b v AIME, K7 ) 7 AMFED D SbIR TV,

10. HE{ER
10.1 HHAZRZUHALEWI &)
R 45 BRAAEIR - 58 5k W - fEBRRT
TIAFL 7~ )VESE | FEESC R 2, B L= -7 oot T oY
STYLA REREE, W h ) v Al v RRECEH A R &
(BESRI BB VA3 [ E X OMRIME D ) A 7 [N A WD DH 5 .
Bt 7272 L. M B S hCw b,
DREERHE & 1T > T
baBMEDT Yk
O—LVHFELIAE
DERE R )
[2.750R]
TAET VY VBRI R b)Y A MIEASE e Fusuoa ST PR

JKH WIr2BENDrDHbH, |(ETAETV Y VR
IZY VAL WK DOV K
(BB EE S F M) AMUEDFEH
JRIC & 2 A AEIR) TEBENND D,

[2.8%:07]
10.2 HEZFEWHRAICERTSI L)
R4 RARAEIR - HEE 5k R - faliR T
TIAFL 7~ )VESE B R REEE S, S ) v\ LTyt T oY
2 UAE K OV % 2| > S B 1R AT Hg 5 &
ZTBEINDDH D, NDREED D 5o
7 B, eGFR260mL/
min/1.73m*% i o &
PRERE £ D B 5 BH
DTVAFL TN
fRiE & OBz O W T
. EELER T RS
W RIS N DA
rEdirsz s,
TIFT Y B ERERE, S Y
F S S 2 AE K OME I % 2
CTBENDLDH D,




ESiES BRAAEIR - 5B 5k W - fERBRRT ESiEE FRPRER - 518 5k W - fERBRET
IR B FE A — P O B 7 T AR | R R A TR % TE Y1) AHFH] TEY ) AOLEICH e FarzoaF T YR
PA=E NI TR OER S T Cw A REICIE L = VA= E FTHMEMABRL, AL 2IMEL ) 7 A4
NI ZBVAFT IR FRITBEN | VIGWEIITHEL T D VEMFV U BRELZR S EN|DETICLYZEROY
e Wb BENL L, NV B bo WMFEH ) 7 AEF Z ) A D0 FNa-K

[11.1.72H]

5 UMERLR TV,
EEOF M) T AW
LR DR L7
HTIE, IR
ORMEAIEL S &
5o

W oEET A2 ks

ATPaselZ#A L. DI
i ) B & AR Ak
N /A AV N i
T A HABEOIERA %R,

7 S ARFRAEFIR A
A¥Q /g7 by
M) T AT L

710 77 LA
HAbA Y A

rozav¥L /)y F
ZIWVIANTTF =)

MO AN T ZEHTEH
AWV T 7 A NFH—
V- N ANT A

T a AR v

M » )7 255 5
THIEDR DD,

NNV NE DT IVER
AT 0 YN &
0 A AR AER A
Y9 2 W REMEN D B o
falRE T B RS

NIV E K AL
FEAN Y LMEDO LR L
Faav¥L /ot
ATV A)F I FE
HickartEzohs,
fa b W7 B REE S
. IMEH ) 7 LAED
=R

FLEEF b T A

F7 Y FREHICL S
k7T v —
A, A ) AMLE %
RS 52 LD D,

vroszoagFr YR
DA 7 APEIER IS
L0 ARA ) Y A MLE R
fRBET VIO — D A
IACI Y - (b
N bo TN )ALH
THHIAFEF M) T A
O ORESH
IZHERR S D

B 7 25D A
RSN BZND D 5o

VT A

PR, LA R FR A,
VT AR R S
DB MIFE) T
LIREEIIERT 5 2 &

vroroofr YR
FEIEBITDE)F VL
DOFWINE Lk L, )
T LD E % b
ASED,

VFYahEERIY
CEPWESN T2,

INVHIVE DF )
7 AHEMAE RIS KD
DI NE ¥y il
HEEZLN TV,

5 710) 7 A UE O BIAE
AR R S b
LExBND,

Y aAKRY ¥

T PR R I AE T OF 2 A
P R D S bhs
TV T, R ERE
ICEET L L,

12 PR R I AE O B FH 23
HMHE IR S 15 ] hE
WAEZENL

B RE AV E )
ACTH

K77 ) 7 2 I ASFE B
THIEND D,

virozoosrr YR
LINLOHEEHITED
WAy AHEEN %
HY 5o

FER T T A RN SE
Sl (NSAIDs)
AN TS

AF) O BEEAEH 2308 55| NSAIDsOE 72 A 5 7
THIEND D, T Y AR EE M
XD KEOBEEAE
DEESS A2 Db b,
EHERE % AL X2 5 B|NSAIDsOE 7O Ay 7
ENDH 5, 7Y AR EEN

&), B E A K
T$aeHEEZLN5,
e T« i

7Y F ) F o EHE

M A ) 7 AMEOKT
WHHONRT L % b,

7)) Fv) F v BN
) 7 2 dE % 1%
L7z TVEATa
VIERGIEEI T I L
Whb, LizhoTk
FosuowoF7Y K&
7)) Fv) F v EH O
PERIZ L DA ) o A
MLE % 34565 2 W] ietE
Wb o

EFFu~—

INIVIIV o I
BE A5 #9530 ~40% 12 T
L7z DmE»DH 5.
NIV E Y DFERAS
Wi T HABENDDH 5,

) USSR v —
W&, FRICRAE L7z
WA, NV ILy oo
W IR 7 R HE 2 B W K
VEEDRMEND B,

PR
SUAI

1) v

PRI F O E H & %
LSBHTS 52 Ensd %,

BFIEWHE T 2w
#, e Furuoosy
AN S-SR RN
JAZ & e o pHtifE o
A4 YA I ET
ThHEEZLENTWA,

JOVE Y — VR

HNAT VAT A K%
/7€ 3

TIIva—)v

RV LR 3111 DEERARN iR
NEILNH 5,

2B OIEHF O FAKH
FIEHE e FarooF
7Y FORETAERIC L 5o

viozoor7ry RE
HNATIHEA RDOKR
G CIMFRT A 5
5ONLWREEAD 5,

virosousr7Y N
LME LRI 2 A5
LT NI — e DE
W2 &0 BEEAE 251 o
SNDLWEENDN D Do

S e

DT VR FoliE L
S B T O%afn AP RR
SRR T 5 B
n2dH %,

i AR QR
RN R i/ w i w b e
VRIZLA A T LG
FAZ &0 EEE o p A
DA A VK
T3arLEZLNLTY
b, $72, e fuosuo
UF7INETTUH
TR E B IR ER M
L e

AET I~
JNVT KL
7ELFY >

RIET I OV %2
Wy aZehdhb, T
MO BEICHHT 5
Yt AH O — R
HEOWBEEHST L L,

vrozoud 7 IR
ERIET I T %
1A BE O SUSE % T
SHDURENEDN D B o

& A o o 2t g
AL AFTIUE

F 7Y RNREHR O
MBI 52 End
Do KA Al g
HIFe G- D7 & b4l
N R P N 4
HRHETHFI LT
SEHIA HAEH % e/ BR
WZTEDLEDHEDRD 5o

e A o SRR #
ALY e Fa s
ouas 7Y FOWILA
HESINLZ EDDH D,

YR F) v OFEULE
FE
IRy rua=y AR

VR 5 v O
FAW)E O R 2 1
WYL ENDH L, T
Miwr o BEHICHEHT S
Yty AH 00— R
EOIEEHTH L,

vikozuouaFrY R
2 & i) v Ll
DETIZED, Zhbd
DHEF O ARAE - 73 ol
TER RS 5 L& 2
S5NTw%,

TRYYT

TRYY Y OIERN
WHEINLZ VDD,

v RosouF7Y R
MW7~y TrOEH
AT S8, I
EFEolLAEZRIT-0
LEZBND,

WA E AT 500
A

B-SElTHI
—bhar)tn) 8

BEEFH 2z MRS 2 B
INDD Do
Fée L 1 00 JH 42 5 i
HEETAHZ L,

YN

VeI O Bt B [ E
TEFIZ & D B wviZi g
MICER T %0

VA= WESIY

HAE O RO CEZE,
EHMORIEE) H5EH
L7zt D#iEnrd .

B A TH 2,




1. 8HER

ROBWERDH S5bNDZ D DDT, BIEE 51TV,
FARDTFRD SN G 2 ik $ B % &) R ALE AT

)T &,
1.1 EXFENEAR

N1 PFHT745F—HER)
11.1.2 MEFE HEAY])

A, TV, NHEE,

11.1.3 BFR GHEEAW])

[8.5ZH]

11.1.4 B2 CHEAD)
11.1.56 §AU Y LA HEAY])

[9.1.3%:H]

11.1.6 (€ b U D LINAE GHEEAD])

T ARRE ERAR, WS, MR,
T AMEDH SN D Z LD b

[2.62H]

HOMIESEA SRS L ChObRAT LhH 2,

TEARMEE S 5 B (55 1Y
HEETH DN T,

M.1.7 Yavd, K, JEER (TR EEEAY])
WG MR, BRI RS S S b EITIE, EHIE %
B ZATH 2 6[9.1.5. 10.25H]
11.1.8 EEFEAIERAE. BAMEREAN. M/)VRIEIAN (57 & BHEEANH)
11.1.9 BEFARMEM. BmMEEMm (57 b HEA)

T MR E DD & DD = L5 B

11.1.10 $BIEMEIMEER BHEEARIH)
NI 5 % K K T X B B8 GE(Toxic Epidermal

Necrolysis : TEN).

& # R R

fiE % B¥(Stevens-

JohnsonfiEf&E$) . BRI (V297 SHEEARH)
11.1.12 XEE. FXREE (3 b EHERH)
K, S ASED D DO, BIEFHE L KT L,
11.1.13 FEEMERHR CHEEARB)
FEEA LMK, DPRPRIEE, MOEBXARER R SR A A O IR MR %D
LML EDHLDOT, ZDLH ARG 2 RIEL,
BRI E AN E R ORGEOMY) 2 LEZITH T &,
11.1.14 FikiE. SUEITIRESEREIREE (V3 10 & SHEEANH)
BiKEEDS D HONLEZ EH b, $/2, b FuruuF7IF
MRF . B055 7 & B0me B LA | S RN 55 e i B AS TS B L 72
L OENDH L9,
11.1.15 2584 TUFI b—FXDZE(L GHERH)
11.1.16 {EOOHE (5 REANHH)

Wik, 228k, Wi, FoER, SPET, 8E, &
EENH O DN E 3G ek L, EY2WLE 21T )

Akl

Eo BERITHRERTOEETH 5L T,

11.1.77 1SEARERAE (B A
AR, B, CKEA, kIR I+ rney EAd%
R L 3 DRRTRIHED H 5 DML T EHNHLDT, 2D &
I EGEIIZEB IR eIk L, EE A RLEE T Z k.

TR IR - T8 7 W - A T *%11.1.18 2rR. FAERARARE. IREESH (7 b g
a) MNEREET |77 Y FREROIERA|F 7 ¥ FRIEH DU REH)
WA MIENDBENED S| AILE 3 12 W HEYE APETHL (B, WO T 2 E) . MEBMARNE. IG5
SRty FAEIA BHADH B DID S L 15d 5, [8. 4B 1)
XFL RS F7 9 FREAE DI AF N DFT Y FR 11.2 Z0ftEDEI{FH
B X % vl 43 10 0 | S 5 o0 BT A i 2 A it 1%L+ 1% B
WS D 5o JAHUREMEDE Z H5b, B B . LR kR, EEL) T
PiE S IS DK OFREID| F 7 P N RIEH A PUE — JE. % ) FERE. | h—T A
YrakAT7 7 I N |HIER &850 5 B F B O B % B & SRS . RLIE
AMMLEY—E (WD D, Lz EEZLND, AR O F v, TEE fER AHRAE. RS, L
¥ 3D WOV AR R R LG VS AR O s U, WREERE
BIAVEN T BENDDH D, FEREFT Y NREH M K OV | Bk in T W Bk H50 8 -
EAHE BT S 50 2SR E =y
BEEDEZ HD, Sl — AEENR, By IR, OB HHED
ANNTEY ~ K> b)Y AMEARH | FuroaF7I K& MAERE |KiE S PRI PETE AL, (3TYH
SEbNETENBHD, |IIVATEE L IZED H . BE . PEEBAS P BE g, WL, fEAD
WAL FROF M) o A% & T MRS
KT EREZENDH D, JFARE AR (B B 8 4. |LDHBE . ALP|#EE. i) -6
&= y-GTP¥ Jn. [¥n

ASTH jm. ALT
B, e v
|Sav g il

AR e e —

B K OSPR IS | BUNSEAN, ifirp 7

Wk, B | DIREREE, 5P

e L7 F = VB _ _
BEMR. R
{6
PO R O | b 7 PR BR I A ) vy AUAE | RO, i~ 7 4 v
FEmE A ML AFa—|y AlfE, K2 a—
JVHSIN, Mo N ) [T OV u— 2 AL I
Z) k) REEIN, [ vy A8, #
FRAE 1 EHED . BiK
Z oAl |CKHEhN . O A BIMAR. BE O

B M. . MRS, A 2R
ME. PIHEE. BE|7 > AL @AV UL
W W | UE & R S R R
ELOMHUE. B RE
(B HIB, 568

12. [BRRERRICRIETEE
HURBRBEE D 2 WEBZ OIMEPBIZ KT S5 2 & 235 %,

13. BERS

13.1 fEIR
IV Y Y OlEPEGIC L) . FH LW T2 UL Rk
LAVORT ., ERERICES BENDDH S,

13.2 M@
FHLWRIMEOK A2, BEEZMWEMLIZL, Ee oAl E
WSS OBIREN 2 S 2 MEE4TH) T Lo b NV HIL
5 v OISR AR EFRIZ3~96%TH V) . MFHENTIZ X - Th
FETERWA, bRz onF 7Y FIZENCLYVBRETLS
ENRTE D,

14. BALDEE

14.1 FERIZMAIFOER
PTPAHDOIEANIPTPY — SO ML TIRAT A £ 948
5T L, PTPY — MORREKIZ L 0 o TS A B
AL, IR B S L CREREIN &5 O B E = A HHE %
BT DD 5,

15. ZDDFE

15.1 ERFRERICE DK Bk
WL CERE S N7EERICBWT, e FusuouF7Y M
G- &N BT BTN K OSE RIS 0 ) & 27 A3
THZEDPREEINTWEIO I,

16. FEWENE
16.1 MHARE
16.1.1 BEEES
BEHERAT TN VL8 v /e FayoaF 7 Y FEAH & H#E
BH UL & BRPICHIRE I, NSV vy YR e Fazaad7

_4_



T FE, ENENIEGHRASK UL ORI TR EEEICERE L, THRE
NS 2 26 S PO T dp o 7217

AR TNV Vs /e FayaaF 7Y FEAH 2 B RS L
L EDONLVHLY LR FarzaaF 7Y KOBEYERES A — ¥

VAHS80/6.25mg(n=50) VAHS80/12.5mg(n=52)
FWFRE ST A =% R EEEVDU%A;WJWy kf?’?”“*
7Y R AN
Cmax (ng/mL) 3,483%1,660 47+8 3,582+1,181 93+23
Tmax (h) 3.0(1.0~4.0) | 1.5(1.0~4.0) | 2.8(1.0~6.0) | 1.5(1.0~4.0)
AUCout(ng-h/mL) |21,745+10,617 32556 21,498 +6,793 638+ 106
tz2(h) 5.7+1.0 8.9+0.8 6.3+3.3 8.6%0.7
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FNZENIFECONVY L F »80mg, b Fa 27 oas 7Y F6.25mg) 225k
BRI E- (7 0 A4 —N=) L, 2Ny vy v Rt Fasoa s
7Y FOMEE R 2 HE Lz, 135 N3 EhiE v T x — ¥ (AUC,
Cmax) 122> T90% 18 HEIX [ 7\ CHREFHIRIT % 4T - 724G F. 1og(0.80)
~log(1.25) DFENTDH Y . WiH O EY MRS TR SN2,

K RF e G RO Y IIE /ST A — %

Cmax Tmax Tz AUCo-24nr
(ng/mL) (hr) (hr) (ng-hr/mL)
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v - e
y ;’IDTTML”E 2844+1232 | 2.9%0.9 | 6.4%1.3 | 182107538
v
LTI e 74 F i
E 7 asennrs 4] 51.93=11.11 | 1.9%0.8 | 8.4=1.5 | 313.95+54.79
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NIVeF ¢ ZEESEEXTY T 1D
NV T FAREFEEX[H T A & 357 1 A SEEX % EHE AT 112
ZNZENEE OV )V Y »80mg, b KUz uus7 Y F12.5mg) 2251
HERECG- (7 a0 A4 — =) L, NV Hvy YRt Fazoa s
7Y ROMEEPEE 2 ME L7z, 155N 7-3EhEE v 2 — % (AUC,
Cmax) {22V T90% 18 HE X B 12 THERHIAAT % 4T > 7245 . 1og(0.80)
~log(1.25) DHFPANITH V) . WHIOAY R FESEE S HR S Y,

HRR S G RO BRE T X — ¥

Cmax Tmax Tz AUCo-24nr
(ng/mL) (hr) (hr) (ng-hr/mL)
S —
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16.2 ORI

16.2.1 BEDEE
EER AT TNV VY /e FuzaaF 7Y FEA#IS0/12.5mg
mHEEORG Ls e & BEEE SR TREBRE G- TV L S
¥ OCmax X NAUCIFZNZNR2% K V3T T L, & FarzouF7
Y FOCmax M NAUCIE Z 2 136% K U229 F L 721,

16.3 £
SNV VE VRO FazaaF 7 Y RoMEEAFBERIZEFELENR
93~96%" }% U°658%' T » 72 JEAD T — % ) o

16.4 {34
TEHERLN B T 1ZMC/ VAV & 2 80mg % 22 5 I HL [ 1145 5- QI T 72 0
MAEFIZE, E& L TREMEDSFIE L, TOMICRHY L L T4t
R om0 5N, in vitroDHERIZBWTEE L TCYP2CID
B5ATRIEE N TV B JLEADT— %),
v FozouoF7 Y RidiFeASREEs0 . KEgrRE/LEo
FEIM SN GHEADT—5),

16.5 HEt
EHER AT T2V )V 5 2 80mghk e Fao sz oaF7 Y F12.5mg%
BERHLRIF G- L7z & &, B G-1%240 M £ T2 225 85012.0% K%
O74 A% HRZAUR L U TRAPICHREIES 17220, [9.3. 15 ]

16.7 EYMEEIER
REHER AT T2V )L & 2 80mghk Utk Fa s oo F 7Y 12 5mg#
BERBEHRE Lz EDON VLS R FazaaF 7Y RO
BRI R HANE G L Ed e, NV vy v ke FasaaF 7
Y N ORI BRI EAEIERO S kb o 722,

17. BRPRANE

17.1 BERULLEICET 5558

17.1.1 EASE MBS
BRAE A & FPEERE O AR REVE B U AE % AT RSN CTHM L 72 “HE ML
A (ERRAE) I2BWT, NV Ly /e Farzans 7Y PR
AFNO1H LIEISHE B IS 12 B 5 A AE R GREFHE T HE o J15E 1 1
JEA390mmHg A i 12 AR T g N — 2 F 1 >~ & il L CT10mmHgPh 1%
T)DEEE, NV vy y/e FasonF T Y FEA#IS0/6.25mg
T70.3%. 80/12.5mgT83.3%Td V. /NI )L & »80mgH % 5
(54.4%) & g L. BENZBEER SRR Hi7z,



HNFER O E A K OF B T B B0 A WGE . SE5E I o
NR=AFTA Y POLOEARIIREOLBY) TH L,
HRER OHIE PR T IRE L 3305 2 U 1 U /R )
MEDN—AF A b DOELED

VAH80/12.5mg 83.3%(55/66) -21.95/-13.44mmHg
VAH80/6.25mg 70.3%(45/64) -17.95/-13.50mmHg
V80mg 54.4%(37/68) -12.97/ -9.12mmHg
H12.5mg 53.0%(35/66) -11.18/ -9.15mmHg
H6.25mg 32.8%(20/61) -9.64/ -7.02mmHg
77K 34.8%(23/66) -5.04/ -5.56mmHg

) H A BT E 7D TR 72 i I

VAH : NV vg v Fazuud7 Y FORAH. Vi 2Ny vy s H: e F

oryuaFyI R
EIME B X, Ny vy /e varsaoasd 7Y FERAH
80/12.5mg CT50.0% (33/66%1) L OV % v /e FuzaaF 7Y R
Bt 4 #180/6 . 25mgC46.9% (30/64%)) Tdy - 720 EREMER X, /YL
Vg v/e fuzuuF 7Y FRE#IS0/12.5mg TlE SR EEIE 12.1%
(8/66%1) K UL IRERYE I 10.6% (7/6661) . /N5 v /e ko s
OF7 Y FEAEH#IS0/6.25mg T I JREEHIN 15.6% (10/64450) i U
FRERIMIE 9.4% (6/64%51) T - 722V,

18. EZHEIE

18.1 {ERt&R
KRHENZ, SV Ly R FarzoaF 7Y FOREHITH L, N
VI ik, Ty Ty N ZEEOY T YA T THLATIR
BRICHE L, AERLELTERTAT7 v V47 v v Y TICH L CH
MIArZ LItk THREMNREZDODT, e FurzouF7 Y FidF
7T FRARA T, E & L CTRAMRME CTONal 07K O TR % #i]
L. R Z BN S22 2 L2 X D IERINERE oML 27 &R LK
EREEEEST L, e ForzoaF7 Y FoF ) o AFRERIC L
DLy - TrIF Ty yRMPEEILE N, NIV Y OBRTER)
EPRHREND LEZ LN TWRL,

18.2 BEIE(ER
EMUEARREIET v MZBW TNV LY v e FazaoaF 7o R
FOEREG Lz L & ZNENOHMEE G5 L CHER RO TH
WD HITP

19. B CRT HIB(LEMNR
19.1 NILBILE Y
—W8 NV Ly (Valsartan)
{E24 : (25)-3-Methyl-2-(NV-{[2'~(1//-tetrazol-5-yl)biphenyl-4-yllmethyl}
pentanamido)butanoic acid
SFI - CuH2oNs03
SFE  435.52
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19.2 e ROZOOF7I R

—f%%& : v Fu s oo 7Y F(Hydrochlorothiazide)

{E%% : 6-Chloro-3,4-dihydro-2/4-1,2,4-benzothiadiazine-7-
sulfonamide 1,1-dioxide

SFI : CrHsCIN304S2

SFE  297.74
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MR AEoRE IR REOHm KT, 1IZBWIEAR L RiZb T I
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e KXFZ s 7= (9B) IO THEITICLL, YF v —
TIWIITE A EET R\ KEREF M) ZEICET 5,

*roo. wE
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PTP : 10082 (108 x 10)

NIVeF « AEESIREXY D1 1)

PTP : 100$E (10$E % 10)

*23. FEHR

PR A« JE EE IR A, 2017 5 47 @ 1353-1355

BRI - HEVE B ERHm A 5ERE, 2021 5 29 1 49-54

Sheps, S. G. et al. : Arch. Intern. Med., 1997 ; 157(21) : 2413-2446

Briggs, G. G. et al. : Ann. Pharmacother., 2001 : 35(7-8) : 859-861

Cooper, W. O. et al. : N. Engl. J. Med., 2006 : 354(23) : 2443-2451

Rai, A. et al. * Am. J. Respir. Crit. Care Med., 2016 ; 193 : A1890

Jansson, P. S. et al. © J. Emerg. Med., 2018 ; 55 : 836-840

Vadas, P. : Am. J. Emerg. Med., 2020 ; 38 : 1299.e1-1299.e2

Kane, S. P. et al. : Perfusion, 2018 ; 33 : 320-322

Pottegard, A. et al. : J. Intern. Med., 2017 : 282(4) : 322-331

Pedersen, S. A. et al. 1 J. Am. Acad. Dermatol., 2018 : 78(4) : 673-

681

12) BAFIG- R & HABE R RO Y5 RS oME (2 7 1 s
$E 1 20094E1 H21 H KRR, HIREEREEE2.7.6-1.2.2)

13) EEFRIEZAM © 39 & B3, 2016  53(10) : 854-867

14) WIS 2 EFORE (a7 ¢+ FRASE © 2009451 A 21 H K
2. HEEEEEE2.7.6-1.1.1)

15) Colussi, D. M. et al. : J. Clin. Pharmacol., 1997 : 37(3) : 214-221
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