2026 &F 2 AHET (5 17 hR)
ARZEER T RES - 872144, 872179

E X & 4 Vv %3 FE 12— 27 #4# — A
HBAFREERESD IF S2EESE 2018 (2019 EFHAR) ITHEM L THER

¥ E ACE FHEH
axERAs Y/ TUIIEE
1)<,/ 1) JLEE 5mg TNIG]
)</ J1)JLEE 10mg TNIG]

)</ T1)ILEE 20mg TNIG]
Lisinopril Tablets

#l & | HbE

5 2 R L

BAORERSR ) EE-EMHEOLTEICLVMENT L

L8R Y v TV NVKIMELU TOREERT 5,
#& bmg : 5.45mg (/KL L T 5mg)

FE 10mg : 10.9mg (/K& LT 10mg)

$E 20mg : 21.8mg (MK & L T 20mg)

mo® - =

Bl

m 4 VY 7Y K

— e f |
£ 4 : Lisinopril Hydrate

#E 5mg #€ 10mg #E 20mg

REBRERREA B RERCARE | 20104F 7 H 156 H | 20094 5 H 28 H | 20104 7 H 15 H

RilE R - BTl SRAMILHEINE | 20214212 H 10 H | 2021412 H 10 H | 2021412 H 10 A

£A8

W 52 BA 45 | 20114-11 H 28 A | 20004 7H 7 H | 2011411 H 28 A

F%E - BLERSE (WA) - | WSt « AR DR TSRt
R# - BEHA 72 ot HETHRASAE

F 8

EXRFERELFOERSE

HETHASH BEHEIR—br2—
Ly H & E O | TEL: 0120-517-215 FAX : 076-442-8948
PR T AR — 5 —  httpsi//www.nichiiko.co.jp/

A IF %2026 £ 2 AHET (F3IR) OBFHEXOEBICEIESHETL =,
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EERAVAEL—T7+r—LFADOFEIZOME —BHFRHEEREFMHE—
(2020 4= 4 A &ET)

. BEERKAM VA E1—T+—LERORER

PR RS O AR R B H & LT, ERAEELRMASCE UUF, BA3E) e b, EEE
B CEERD - SEAIATE OEFEICHEE DY B 3B B BRI O B 216 H 9 BRI, iR
CEICFE SN E R A BT 2 FICHEMRERDPLE ARG ENH Y | BIKAEEO EIEFHRM Y
(LLF. MR) Z~OEHOBMGFERSERIC IV EREMHTL TETND, ORI EHR %
MREMNZAFTHOOHEH VA M LTERGLA VX Ea—T7+—5 (BUF, IFERET) BSFEA L
77

19884FE|Z 0 AJBE Al (LT, BWREE) FINE2/NZBESNIFONE T, IFGEaERR. IFFiH
HARE L, £ O%1998FIC ARSI/ NEE S, 20084, 2013412 AFEEIRIERE B S
DIFFRREFHEDO KT 217> T T,

IFRE# EaE2008 LMK, IFIZPDFEOE 7 —% & LTI 2 Z ENFHIE 2572, 2T LY,
W SCEOFERUGT N H > -G A ICSGET ORILT — # 2B L2 IFAE MRt S 2 & &
Motz BOROIFIL, ERMERERRGHEME (LUN, PMDA) OERHEERMIERRBEO—
(https!//www.pmda.go.jp/PmdaSearch/iyakuSearch/) [Z TAB X T35, HIFIKTIL, 20094
LV HFHEHKGLDOIFOBERERFTT A E LT Mo a—T7+— 2R Z2EL, Hx OIF
DA CELMTET 2 EE GRS L CHEINER - L T2,

2019F OUAT CHEFLHBEHOETIZ A D, [FLHEH2018 03 ARK S L, Ak TEEHEIE G OI)R
TGRS T DA KT A4 ) [CBET 2 IE RO =0, TOEFMEZKE L1,

IF& (X
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&) BT 2HBETARELZIT TOWRWEFRN G ENDLZE0NH D, ZTOY FNIZITHoREE
TRETH D,

. FAICKRLTORBRER

IFZ HEEBICBOVTRNT Z ENTERWEREBERIRE UTUHEH L TWeZ & 720, IFX AR
DEGEZ T T, ML R IR O RIKEIRFE X ITARTE I B 3 MMERL - #8692 PR IE S E A
TeODFIER T D & ONLEDITTEA, Foal « RBUTITIEMEIE O JRE RIS =3 5 O iR 5eE
WARMEENCET 204 FI Ay, B a— R - 47 - 7777 4 2AZ0HNE —EREZT IS
AR, IRGEIE RSBV A N7 A Tl REKGRIECAFRIN O AL ICE T 5 F @I HHz SV
T, BIEBENERULEFEENDOORDIISCTITI T EIEFELILZRNE SN TEDY, MRE~DA
VEAE2—RHLOHFHAE R LTI FAZEE ORIFONE A REIELRELOTHDL I L&
ik L TRt by, BERMEN OB O A HEROBAIRILEZ R L, T OREIMEZ A
&, ERBFSICR T A EEM A AHET D 2 SIFERFOAE TH Y, IFZIEH L CH (B2 E
IAESH A DI L TWETE X0,
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I. BEICEYTSEE

1. FAROEE
AFNZ, V> TV KT EA RS & T 5 FRHE ACE IHERITH 5,

(U2 b UVEEL10) 13, RET A7 7 — kSt (IBRPEES TR ) BRREEEME LT
B % (= L. 2000 4 3 A 13 AI/KREZEIE L, 2000 4E 7 A 7 BICHEZBIA L7z, (FEFRE 698
5 (BEFn 5545 H 30 A) TS X &RHH

200346 H 9 H, TV FUEEL0) 1T MEMOARSE BIE~TEE) | OEEXITHE, AELY
AN EmEh,

(V> ) 77U NEEBmg A4 3—1) RO TV FYNAEE20mg [# A F— ) 1L, RET N7 7—
~BRASAE (IBRPERR S TERa ) s ERL & LT 2Rl L, 2010 42 7 A 15 HIZARR
ZHUG L, 2011 4 11 A 28 BIZHRIE A BAG L7z, (GERFEH 0331015 5 (FA 1743 A 31 H) 12
B E KGR

EFEW LD D, LFOWRGBAEREIT- T,

HKEBAFEH H ot IHfRk5e4
200945 H 280 | U/ 7 UNEE 10mg [# A 3 —) U U VEE 10

2012410 A 9 |, TU ¥/ 7V LEE bmg/10mg/20mg % A = —] ) 1% [EIMERE] TO 6 Ll Lo
INRIZEBT D EROHES BN S Lz,

2021 412 A 1 A, B E TR TSI BGEIRFEAGRN AR S v, ORI DR E = [ ¥
A 3d—] 5 INIG) ICEF LI,
2021 4F 12 A 10 HIZEMIE S, HIE ISR THZ & Lo Tz,

2. BROAERFHRETE

(1) KFNE, V¥ 7 U NEAs L 2R ACE [REAITH 2,

(2) ERZEWERE LT, THERAEEA D B, &, AP, BEHOIRZ IR & 7 5 g EE . TE
AL MRS, TERE, RIS 2 fF O IE M PEE . SRS, S0 U v AMmiE, Bk, PEtERK
HEIERMESE (Toxic Epidermal Necrolysis : TEN) . FZ R IEIRAEBHE (Stevens-Johnson JEfEHE) |
KIEIERRIEIR . e R I, /s IPERRERE S . B, HURIIR A V& Rl & 50 WAE 5
(SIADH) 23#&E ST 5%,

(v 8. (1) EXRARIER & AIHHER) OHZM)

3. HRORFFHEE
Briz7e L



4, BEEFERAICEAL CTRMT NS4

WEIEE AN BT 2 B4,

R A K5 | b IR
RMP b

BNOY A7 MRS E LT |

R ST B

R A 54 > I

RO Lo R BT "

5. RBFHERUVRE - EALOKIRER

(1) RE&EH
LR

(2) FdE - ERLOHIREE
% LR

6. RMP O#IE
A L




I. &WICEYTSER

1. B5EA
(1) M4
V7Y VEE 5mg TNIG])
Y/ 7V LEE 10mg [NIG]
V) 7 U VEE 20mg INIG]
(2) *4
Lisinopril Tablets
(3) &AFDHRE
—frA L0

2. —i&4
(1) M& (WwAE)
Uy 7 UK (JAN)
(2) #4 (WMAE)
Lisinopril Hydrate (JAN). Lisinopril (INN)
(3) AT L (stem)
TrUFT v kRS (ACE) PHESK ¢ - pril

WH:
HO.C H H /_/_/
g - 9H:0

O
TI'% /\I\g”' CO:H

¥

~H

3. EEXANETRERX

4. PFRRULSFE
7373 0 CaiH31N305 - 2H20
Gy 441.52
5. {E%¥4 (WifiE) XEXE
(25)-1-1(28)-6-Amino-2-[(1.5)-1-carboxy-3-phenylpropylaminol hexanoyl}pyrrolidine-2-carboxylic
acid dihydrate (IUPAC)

6. \EAA. 4. KBS, L5ES
Briz7e L



. HHEP BT SHER

1. YE{LFHER

(1) 41 - &R
HEOFESRIEOM AR T, ENZEERRIZB VRS 5,
(2) BfEHE

HKIZRREIT T, A = MCRREITIZS K, =& 7 —/b (99.5) IZIF & A ETET R,
(3) WiEtE
MG R R L
(4) AR (SRR, K. BER
Ale K 160°C  (5fiR)
(5) BIEEMHMEN
MUERR L
(6) REREY
MR L
(7) TOMDOERRIEE

BN (o] 3 —43.0~—47.0° (BAMICHEE L= b d 0.25g, pH6.4  0.25mol/L FEREH§1 %
#%. 25mL, 100mm)

2. AR OEMEHTIZH T ZREM
LR L

3. BN OERBRERE. TEEE
(1) HesBaBRIE
1) RN AT R B I E U
KD AL ) —=NVERRIZDEWINART SV ZRE L, KD AT MLERIDBRARY L%
s 2 & &, WHEDANT MEFE—EED & ZAICFEOTREDWINAZTRD 2,
2) AN AT M VRE R
NR—=2 MEIZEZVRREIT, REDOAXRT ML ERFOSBRART M ZRET D & &, WHEDA
AT N OVEEEE D & 2 AIZREBEOTRE OWIN 2B 5,
(2) E&iE
BN Tk
A& AKIZEN L, KEBBLF U U METHET 5.



V. RAICEIYSIEE

1. #Ifg
(1) #HRORH
FRHE

(2) RHDONER UtER

. U7V IVEE U 7YV U7V IVEE
Wk 5mg INIG] 10mg INIG] 20mg NIG]
& - FE HO FE 1/2 B Y EiE
s
\ 20/
o ©
— — — ]
[EXES 6.5mm 8.0mm 9.0mm
B 2.1mm 2.7mm 4.9mm
i 112.5mg 225mg 450mg
= R t LI 5 5mg t LI 10mg t LI 20 20mg
(PTP)
(3) EAa—F
(Mv. 1. (2) WAIOHE LR ] OB )
(4) HEOWE
(Mv. 6. BHOKMEEM TITBITBLEEN] OESMR)
(5) £t
Y LR
2. WEOHER
(1) A CEERS) OEERUVHEMNE
. U 7YV V7YV U 7YV
ek 5mg [NIG 10mg [NIG 20mg NIG/
1 8 1 &€ 18
e U 7Y KFn V7Y vKF V7Y vKF
ARG
5.45mg 10.9mg 21.8mg
(k¥ & LT 5bmg) (k¥ & LT 10mg) (k¥ & LT 20mg)
— 7»77~M?V7V\7EXﬁw%mf2%hvﬁA\X?TUV@V?*V&
A, REE~ T XU L, huERI VT Ty K VKBV T A

(2) BRESORE
LR L




(3) B#E
M E R L

3. BABRADHEBKRUEE

FPARPASA

4. Hif
BRI

5. BAT DHREIED % S XMW

B R L

6. REDEEEHRTICETEIREKRY

(1) hnisaER

FRER S HE IR : 2007/12/14~2008/7/30
OV FVUVEE Bbmg INIG)  WE#ER  40°C - 75%RH  [PTP+ 7 /b 3 4§]
=R ERTE H RN PRATF IR
<> BT BHAGEE 2% A 4 5 A 6 % A
PR n=3 5EEZ1
8,0 1/2| Bfam 1/2 | Bfaom 1/2| Bfaon 1/2
<BBOHE VZE#RAD© | SEEZ2 Eﬁ«m ?f#ﬁfﬁ Eﬁ«m ?f#ﬁfﬁ EJI%%)\ ff . EJI%%)\ ff b
%fi> 5EEZ3 ERN% R ERN% R =Rl R =Rl R
5EEZ1
SRR =3 . .
(%Efmv?ﬁ;7 _, | sEBZZ2 iRy — — Ry
H y 5EEZ3
5EEZ1
wipEaER (HPLC =3 . . . .
GERER (HPLC) n SEEZ2 o o o o
<Xx1>
5EEZ3
F—M (%) n=3 5EEZ1 1.73~3.02 1.56~3.98
(& ¥ —MERBR) 5EEZ2 2.11~2.78 — — 1.82~3.42
<15.0%LLF > 5EEZ3 1.90~2.33 2.02~2.98
. 5EEZ1 93.5~106.9 | 94.9~102.6 | 90.9~100.8 | 96.2~101.8
mHME (%) n=18 -
. 5EEZ2 93.6~101.5 | 90.5~101.4 | 78.8~99.6*3| 90.0~102.3
<60 %y, 80%LL E>
5EEZ3 96.8~104.1 | 91.5~103.5 | 80.2~101.8 | 89.1~100.5
y 5EEZ1 | 98.38~98.89 | 98.85~99.22 | 98.85~100.10| 98.23~98.36
& (%) "2 n=3
5EEZ2 | 97.71~98.93 | 98.71~99.09 | 97.64~ 98.08| 98.59~98.69
<95.0~105.0% >
5EEZ3 | 98.73~99.53 | 99.75~99.96 | 98.18~100.17| 98.94~99.21
K1: P PERT VUK 1.0%LL T
X2 BHREIZHTLERE (%)
X3 :n=24, 2[EHORERICBWT 11/12 8ElE D= DR ICHS LT,
—  RBRFE




OV 7Y VEE 10mg INIG)  JERER 40°C - 75%RH [T /L X @l 2E4E]
A BRIE H SISV PRATHAR
< HiI¥ > &5 BH AL 2% H 4 % A 6 5 A
,i\ >
o 1 | VK
. o OHKG Ray TR ey ey
FTEET, T T NITEERIC 1HKG
BORHO ., BiTn>
. 9WAK
WRHIME (%)
<9045, 80%LLL > OHKG | 93.3~99.1 93.1~99.1 93.1~98.6 92.9~97.4
X 1HKG
a8 (%) ! IWAK . . . .
95,0~ 105.0% > OHKG | 100.1%0.1%2 | 100.2+0.3%2 | 99.8+0.2%2 | 99.8+0.2%2
' e 1HKG
1 BRBICKHTEIEER (%)
¥2 P HEWEREE (S.D.)
RERFE IR : 2007/12/4~2008/7/30
OV FUNEE 20mg INIG)  HE#ER 40°C - 75%RH [PTP+ 7 /L I 4]
ABRIE B = b PRI
< Bk > H5 BH AR 24 H 4 % A 65 H
PER n=3 5EEZ1
o 1/;%%%7\@@ ppge | EOE V2| HEOFE 2| HEONE 12| 060 E 12
. e cpEzs | OFEEEHIA Y OFSEBHRA Y OFSEBHRA Y OFsi
7@\/
5EEZ1
TR EAE =3 . .
(T Efn - ?ﬁa; oy | PBEZ2 e - - e
e 5EEZ3
) 5EEZ1
WigEstBe (HPLC) n=3 . . . .
%ﬁ<(>-<1> ) m SEEZ2 o o o o
) 5EEZ3
A —ME (%) n=3 5EEZ1 0.60~1.20 0.86~1.30
(& &Y —MEER) 5EEZ2 0.74~1.46 — — 0.91~0.96
<15.0%LL F > 5EEZ3 | 0.94~1.20 0.74~1.22
FSIHEE (%) 18 5EEZ1 83.9~97.7 85.5~101.7 | 83.5~98.5 88.2~100.8
W =
;;0 N 7°5(y SLES 5EEZ2 79.6~97.7 83.5~102.6 | 80.7~96.3 84.8~ 98.2
7 ’ 5EEZ3 81.8~99.2 85.5~101.5 | 84.0~95.2 85.6~ 98.9
. 5EEZ1 | 99.60~ 99.93100.51~101.05| 99.38~103.11(100.04~101.38
i (%) %2 n=3
05,0~ 105.0% > 5EEZ2 | 99.43~100.41100.84~101.37| 97.73~100.51| 99.51~100.06
' e 5EEZ3 [100.38~100.60{100.90~101.46(100.92~102.49(100.20~100.52
K1: P bERT VUK 1.0%LL T
2 FREICHTIEREE (%)

B AR S b




(2) FEOILREOLEN

OV v/ 7Y NVEE Bmg INIG) @i 40°C G, [UER]
FBRIE B PRATHA
< B> EEpESS 3% A
PR AEORTE 1/2 AL D AEORTE 1/2 AL D
<HBO A 1/2 EfRA Y OFEEE> e FbE
M (%)
<60 %y, 80%LL > 89~100 90~99
BAFE (%) 100 101.4
(ZE1H)
2.6 2.9
i (kg)
OV v 7Y NEE bmg INIG) a3k 25°C - 75%RH LY, Bijk]
R BRIE H PRATHIH]
< B> BR B 35 H
PR B R 1/2 A D B AT 1/2 A D
<AGOFIE 1/2 BHA Y DOFEE> = EN T
W (%)
<60 4y, 80%LL > 89~100 52~73
BREE (%) 100 100.8
(&) WE (k) 2.6 2.4
RS . K7
OV /7Y NEE bmg INIG) @i 25°C G [(BUE - [EBRL]
FRBRTE H Fengt &
< JHKs > BHLAHF 60 77 Lix-hr
PR HAEORTE 1/2 AL D AEORTE 1/2 AL D
<HBO A 1/2 EfRA Y OFEEE> e FbE
M (%)
<60 %y, 80%LL > 89~100 80~99
BAFE (%) 100 99.7
(Z2EE) WE (kg 2.6 3.3




OV Y/ 7Y VEE 10mg INIG) @ik 40C [EE, [UER%
RERIEH =V RAF I
<JfiHg > x5 LGS 35 A
PER n=3
<HEEO R /2 EA Y OFEE A71441 HEO R 1/2 EFAD O B0 R 1/2 EFAD O
T, T OTMHITERERITEB DN FbE FbE
HY ., BRIV >
e (%) n=6 A71441 91.8~105.8 84.0~102.4
<90 %y, 80%LA >
Afk (%) ¥ n=3 A71441 102.69~103.05 102.52~103.27
<95.0~105.0% >
(2E1H)
W (kg) nes A71441 6.9 6.5
X RTEICKTOEAEE (%)
OV Y 7Y NEE10mg INIG) @i 25°C - 75%RH L%, Bk
PR IE H =N PRAF I
<JiFE > o B AR 35 A
PER n=3
<HEEO R /2 EA D OFEE AT1441 HEO R 1/2 EFAD O HEO R 1/2 EFAD O
T, T OTMHITERERITEB DN FbE FbE
HY ., BRIV >
WHYE (%) n=6
<90 5. S0%LLE S A71441 91.8~105.8 50.5~66.3
i (%) * n=3
A71441 102.69~103.05 102.33~103.50
<95.0~105.0% >
(2%&1H)
W (kg) ne3 A71441 6.9 2.4
¥ FBREICHTIEREE (%)
B, - K
OV Y/ 7Y EE 10mg INIG) @it 25°C Bt [Hot, K[UBRS]
PRERTEH =N Fag O &
<> T BHAGHEE 60 /7 Lx-hr
PER n=3
<HO R 1/2EMAN D OFEE AT1441 B0 R 1/2 EHEAY D B AT 1/2 EHEAY D
T, T b TR RIZBOVLA e e
HY ., BRIV >
EHPE (%) n=6
<90 5. 80%LLE > A71441 91.8~105.8 84.0~99.1
i (%) * n=3
A71441 102.69~103.05 103.23~103.89
<95.0~105.0% >
(251H)
T — A71441 6.9 5.2

X FRBISHTOEAER (%)




OV v/ 7Y VEE20mg INIG)  #EAHE 40°C  [HDE, [UBAR]
R IE H PRATHIH
< B> BR B 35 H
PR AEORTE 1/2 AL D AEORTE 1/2 AL D
<HBO A 1/2 EfRA Y DFEEE> e FbE
M (%)
<904y, 75 %Lh > 81~91 90~98
BREE (%) 100 102.9
(BE1H)
14.0 15.9
wE (kg)
OV Y 7Y VEE20mg INIG) M4 25°C - 75%RH L%, Bl
FRBRIE B PRATHA
< B> EEpESS 3% A
PR B R 1/2 A D B A 1/2 A D
<BAGOFE 1/2 B DOFELE> FEE e
W (%)
<90 47, 75 %Lh k> 81~91 42~52
B (%) 100 102.5
(ZE1H)
14.0 7.9
W (kg)
RS . K7
OV v 7Y IVEE20mg INIG)  @EE 25°C g [Hok, KBRS
BRIE H BNy
< Wik > BH AR 60 7 Lix-hr
PR Heao i 1/2 EAD D AEORTE 1/2 AL D
<HBO A 1/2 EfRA Y DFEEE> FbE FbE
W (%)
<904y, 75 %LL > 81~91 86~100
B (%) 100 99.4
(25 1i)
14.0 14.9
A (kg)
7. RRERUVBRBEORES
AR
8. thFEILDEEELL (MEIELFENEIL)
FAR/YA
9. HH

(1) FEHIRAE

U ) FUNAEEBmg INIG], U/ 7 U 10mg INIG) KOV >/ 7 U LE 20mg TNIG) O
HPEIE, BAERSICED SNZHKICHEA LTV Z ERERSL TV,

(

10

BRI IZK 900mL & vy, /S RAEIZ XK Y | 50rpm TRERZ1T 9)




A AR

Forik HLE R VAR
5mg 60 2y 80%8A
10mg 90 %y 80%LA
20mg 90 %y 75% Lk

(2) FEHIRER 2
<V /7Y NEE 10mg INIG) >

IR E IR DAY PRGN T A R T4 1220 T CERR 94 12 H 22 H [E3K5EH 487 &)

BRI

WE - AR wHRBRE N vk

[BlEEH N OGABRTE « 50rpm (pH1.2, pH4.0. pH6.8, 7K)

A ]

- pH1.2 (50rpm) Tid, FEHERFIL OARMITE HIT 15 43 LANIC ) 85% LA Ly LT,
- pH4.0 (50rpm) TiL, EEHERLE| O AN 60% % O 85% (T D 2 Bl T, RO

PR H SR IR E R O PR+ 15% OHFiPHIZ & - T2,

- pH6.8 (50rpm) Ti&, FEUERLEK|ONEHAH RN 40% K% O 85% T IT D 2 B 2B\ T, AL

Pt H SR TR HERLA D P PR H =R £ 15% DI & - T,

- /K (50rpm) TiE, FEYERIFIOSEHEH R 40% K Y 85% LD 2 BESICI\W\ T, AL D )
VA H =R TR HERLA O LA H =R £ 15% D FEHIZH - 1=,

PAb, AR OB 8 2 R ERA]) (2 7 288 10mg) & Hfg U725, 2 ToRBRKEIZ W T 14
FE RIS DA FI R R AT A R T A ) OHEEEICEA LT,

pH4.0 (50rpm)

—e— ) ) JLEE10mg TNIG)
-+-0 ‘/’J”Rﬁﬂ?mg

(T )
EHE () pH1.2 (50rpm) FEHE (%)

100 | 100 }
80 80
60 60
40 40
20 —e— ) 71)JLEE10mg TNIG) 20

- & — 0% 2 §F10mg
0 ¥ L I L 0 %
0 15 0

B (41)

30
B (41)

BHE (%) pH6.8 (50rpm)

BhE (%)

7 (50rpm)

11

100 } 100 }
80 80
60 60
40 40
20 | — ) ) LEE10mg TNIG] 20 — ) ) JLEE10mg TNIG]
= & = O 4 A% 10mg = & = O 4 25 10mg
0 b 1 1 1 0 L' 1 1 1 1
0 30 45 0 30 60
B (5) B (53)
(n=6)




(3) EEMNER DR 0 E RS O A0 R 7k 9
<V /) FVYIIEE 5mg INIG) >
RN DR O ERRA O LY P RISEMERBR T A R 742 CERL 1845 11 A 24 H EEAFHRRE
1124004 =)

BRI
WE - AARKRT EHREBRE N PAVE
[ERE K OSRBRIE « 50rpm (7K)

(¥l ]
- K (50rpm) TlE. FEUERLEIOSEAFEHERARK 60% K% N 85% & 725 2 BEAIZIBUNT, AfhDFH
VA H =R IR ME R O SR R = 10% O I & - 72,
Fo, EAELECE R (80 43) IZBIT DA OE A~ OV HFRIT, ARG O R £ 15% O i %
BZ2DLONRRhoTz,
PLE, RO B 2 EHERA] (U v/ 77U LEE 10mg [NIG)) &g LR, £ ToRBRKRIZ
BT TEENRR 50 ERA OAEWYFEOREERBR T A FT74 ) OHEEEICHEE L2 L
MG, EWERICRS L i ST,

(& H )
BEHE (%) 7K (50rpm)
100
80 | -
60 |
0 |
- =) s FILEE10mg TNIGY
0 b 1 1
0 10 20 30
BERE (4

(n=12)

12



<Y/ 7Y ILEE 20mg [NIG) >
GENER DR OBEERA O LY FH R SRR T A R 74 CERL 184F 11 H 24 H WAFRARE
1124004 =)

B S
HiE AARMERS  wHEBRE NNk
[R5 K ORERIE : 50rpm (K)

e ]

< K (50rpm) TiE. HEYERIFOFIIIE RN 40% M O 85% UL D 2 FEAIZIBUW T, A b DR
HH R AR VE R D S PR 2 = 10% D FEFAIC 8 > 7o,

F o, AR RL (60 47) (2RI DARMOME 2 OEHFIT, RO = 15% O fifH %
BRDHDONRNoT,

Pk, AfhoEHzsh A mueiig] (V> 7 U VEE 10mg INIG)) & il U7z fE %, & CoRBRiRIc
BWT [EENEZR DA BERA O PRI EEREBR T A N7 4 ) OHEEBIEG LI &
MO, EMFERICRS LB EnT,

(V& H A7)

EHE (%) 7K (50rpm)
100
80
60
20 |

- = 1) S JLEF10mg TNIG)
O L' 1 1 1
0 15 30 45 60
BFfE ()
(n=12)

10. B - A%

(1) FRMIRELGER - BF. NEIFRKRLER - AEICEHATLHER
% L7

(2) A%
(U7 F1)ILEE 5mg TNIG])
100 #£ [10 §£2 (PTP) X10]
(U7 F1)JLEE 10mg TNIGI)
100 #& [10 & (PTP) x10]
(Y7 F1))LER 20mg TNIGI)
100 #& [10 & (PTP) x10]

(3) PHEBE
% L7

13



(4) BROME

PTP: RV E =L T VL, TILI =L

te— TN I=UL RV ZF LT IR— M7 4 LA
1. BRI SIhLEHME

B R L

12. ZDth
MR L

14



V. ARICEYSEE

1. MRERIEHE
O FEAE
OTFRDIRIET, V%5 U RN, FIFRAS O ERRIA % 5 LT b+ B8 bk
AN

=

M@ LARg (BEAE ~ T 5HAE)

2. DEXIHRICEHET HIE

S5.MEEXIRRICEET HEE

(BiEDFE (BE~DHFE))

51 &2 U ZBA RPRANE O FEBERIRA T 22 R 3580 HIVRWIEGNZ DA, KAl 2 B8N
5422 &, ndk. AFROBMB G TOARAMIIHSL S THRN,

5.2 HUE DM ORI T D AA OA PRI S LTy, R 720,

3. HiERUVHAE
(1) BERUVRAEOHES
(B MmIEHE)
WH. RAZIZY > 77U (EKY) & LT10~20mg = 1 H 1 [ HO& 5745,
2. AEME, ERIC X D EEEET S,
7272 Uy EER MEE X B REE A ) BIAEDBE Tl smg O R GERAT L2 N2 E
Ly,
WE L 6Ll Eo/NRICiE, Vs UL (k) & LT, 0.0Tmgkg & 1 H 1 EIREAO#EE5T 5,
RE, i, ERIC XD EEEET S,
(BHEDAFE (BE~PFE))
AFNEZTF 2 ) ARHF, FIRANEOEMEERA LR+ 5 2 &,
HE. RAZIZY > 7 UL (#KY) £ LTh5~10mg % 1 H 1[HRAOEEGT 5,
¥, AER, ERIC X EEEET D,
L, BEEAMES BETIIYEHAREE LT 2.5mg oG EHBET 2 ENET LU,
(2) RZERUVHAEORERE - B
MU ERR L

4. MERUAEICEET SFE

7T.AERUVAEICEET R

(BMmEE>

746 UL EO/NRICRET AEAICIT 1 H 20mg B2 7202 &, [9.7 BE]
(BHEDAFE (BE~PFE))

7.2 S Tl 2.6mg 2 OEG AT HZ ENEE LY, [9.8, 16.1.2 /]

15




5. ERERRLIE
(1) BET—E3NR\wo5r—o
MMERR L
(2) ERERZEEFER
MER R L
(3) AERGERFEAR
ZUERR L
(4) BEEMEER
1) ENEREERR
(B MmIEHE)
17.1.1 ERENIHEHER
AFERIT, BRI - P EAREE S I EE B 2RI Y ) UL 5~20mg & 1 H 1 [8] 12 A&
LI EOFENER L EME2TF T 7))L 25~10mgl H 1B G & ik L7z —HE MRt
BRCdh D, RRBROBIEFEIT 344 HITH Y, TOWNRITY ¥/ TV B 174 B, =FF 7V LB
170 HlTH - 7=,
FREFEESHEIZL DA% (TR DL E*OREFIE/A MR S 605) 1%, V> 7V LRt
68.2% (107/157 f3l), =F Z 7 U LR 66.0% (107/162 #)) THY ., ZD7EF 2.1% (95%(FHEX
M —8.2~+12.4%) TH-o7=9,
Uy ZUNAEECORIERSHERIT 11.5% (18/157 ) Th-o 7o, LERBIERIZ. % 11 41 (7.0%)
e OV 8 B (1.9%) Th o7,
0 OEWIME T 20mmHg YL E XX, 13~19mmHg @ FRF K& N 149/89mmHg LLFIZ TRk
(BHEDAE (BE~PFE))
17.1.3 EREMHEHER
ARBRIL, BE - PEEREODASBREEXIRIZY T, 7YV 10mg 2 1 H 1 [R12 8E#EE L
EEOHIMER O LEMEE T TR L T EEREEGBRTH 5, AkBRORIEGI%IE 204
FlchHo., ZONRITY > 7V AR 10T Fl, 77 2ARBEITHI CTH-T-,
ERUCEE IR T D deER (T8 DL EOSEFIEA DMERHm 5150 13, V> 7"V VEE 48.0%
(47/98 f511) . 7" 7 B AHE 20.9% (19/91 ) TH V| ZDFT 27.1% (95%(FH X [H : 14.1~40.0%)
THo729,
Uy ZUNAEECORIERASHRIT 18.3% (19/104 #]) TH 7=, LERBIEMIX. % 6 1 (5.8%) .
HEW3H (2.9%) KU 2 6] (1.9%) ThH-ol,
2) REHER
U ERR L
(5) #BFE - WBHFAR
MG R R L
(6) AEMEHR
1) EARERE (—REARKRE. HECARKRE. CARKLRAE), REFRFRT—4A
—RARE. RERFTREBRAROAR
U ERR L
2) RBRFH L LTEREPEOABRNITEIE L-AE - HROBME
% L7

16



(7) 2ot
(BIESE)
17.1.2 BN TRESh - T DMDEBRRRER
[E N THEM S N7 Z OMOBKRAER T 1 0 & 20mg ¥ TR G SNTEF TOAZRITRD LY T

HoT,

REA - R4 AhE (%)

— i I PR R 70.4
B - P ERE AR I EAE 60 D (Bl ) (207/294)

— g PR FAUR 74.7

1R - P EARENE & I EE 6 D (DR (68/91)

— i I PR AR 79.1

BhEE 20 O millEE (EmER G+ 0P iikS) ® (53/67)

— IR PR AR 87.7

HEm MLESE (FURAIDEH S 9 (57/65)

(TR DL R O5E G5/ AT 20 I R AT o 52 11450
¥ EHIME T 20mmHg PLE T, 13~19mmHg & FE MK O 149/89mmHg LA T2 F &
(BELRE (BE~DEE))
17.1.4 BN TRES N =-Z DMDEEREER
EN THEM SN F OMO KA T 1 H & 10mg £ TR SNTEF TOWHERITRDO LB T

HoT,
A4 BEHER (%)
o TARERER (30 ) S atln) 100 1 45.0 (50/111)
Fif 5l 120 19 38.9 (14/36)

(S BB A PR Af ek 211450

17



VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
Fifoe ACE PRE A
TR BED D DB ORIEE - ZIRFIL, RFOEFIRLEZRT D &,

2. ¥BEER

(1) {ERERL - VEFBFF
T VAT o R ER, AREE A RN T VAT v v I D DR e AR A A
TETIFT o N ~OEBERET S LIk WERTEREZRT 19,

(2) ENERMT SRR
18.2 i MmME/EA
18.2.1 AretEEmEEREICBWT, 1 H 1[H 25~20mg H5IC LV MEDOHNT 0 7 ¢ —/L KN
BRI BE 525 Z L7 < 24 FEZE LI RIERBRBO b 19,
18.2.2 @iIfJEARIIET » b 10 BMEMIET > b 0RO M EIMEA X 10 1828V CTEH MO
Pttt e BRI &2 7 LTz,
18.2.3 U/ 7V /L (0.3~1mg/kg, p.o.) 1%, 2 BEBEMELET v hOMEZ FRSE, Z0OE
AIZA 7 NIRRT FS YA~ A VBELY LRSI CTho 7= 19,
18.2.4 UV ) 7V L% 2 BRIEMSIMES v Mo 3 EMER&EO# S (Imgkg, po.) Lize A,
B GBI P2 E Lo RN RS DA, A Uo7z 19,
18.3 b F2EMA
18.3.1 VA XU U BAI L FIRAD LG SN TV DEIELAREEZIC, V¥ 7 V)L 2.5~10mg & H
B4 5 U7z & S SEHEARE, MBIRAE, 2R I E RSO T R OVMRE OB 4 7~ LT 20,
18.3.2 HENRFE AR AMELAET o b REERIC+ THRIBNEEE- Lz & & | ERIEARNE & ORI R
TER % 7R & 7o 12 20,
18.3.3 HENRFSEBIME AR T v M T 12 B H OMEFRR N 5I2 L0 EaRE L &b, AOBEX
D] % 7~ LTz 22,

(3) {EFARBRSME - FribmE
MM ERR L

18



VI. EMBEICET HRE

1. IpREQHTE
(1) ARLEDGOPRE

BRI L
(2) BERABRTHESA-OPRE
16.1.1 HEEZE
EFERABMEZ Y >/ 7V L 10mg & B O &5 L7z & X OIYENRE N T A — X Z LI FIZRT
23)
fREAL . 10mg Hi[al#% 5K
Cmax Tmax AUCo-o Tz (a) Tz (B)
(ng/mL) (hr) (ng' hr/mL) (hr) (hr)
HiE§ G- 40.0+16.8 6.7+0.8 636+209 4.5+1.7 33.710.3
(HIE : RIA %, mean®=S8.D.., n=6)
16.1.2 REEHRE
1) BEERA

M ABMIZY > 7Y 10mg & 1 H 1017 BEMEROKE Lz & &Y FHRE T XA —X
LU TR 29,
RN 10mg [ IE % 5B

Cmax Tmax AUCo-24 Tz () Twz (B)
(ng/mL) (hr) (ng' hr/mL) (hr) (hr)
g5 49.8+16.3 6.8+1.0 643+192 4.4+1.7 39.2+15.8

(HIEH : RIA ¥, mean*S.D., n=6)
2) BEReEE R MEERA
BHSRE R (G2 L7 F =2 1.0+£0.0mg/dL) KOBHEENMET (s v 7F=> 1.7+
0.2mg/dL) L7=@MmESEDBEEIZY S 7V 10mg 2 1 H 1[5 4~8 HRERO#HE L- & &
DIEMENRE T A —F 2N TIRT, BEEIR TEE TIIBEREEREE I~V > 7Y rodk
MBI L, MHPREN ERT5 2 LRI 29,

Cmax Tmax AUCo-24 T
n
(ng/mL) (hr) (ng' hr/mL) (hr)
PR RE
. 8 45.1+4.5 55+0.3 614.0+52.4 7.610.4
BB
B RRE , . ,
9 91.8+11.9% 7.1+£0.4% 1503.2+228.6* 10.0t1.1
KT R

(HIEYE « RIA ¥, % : p<0.01, mean+S.E.)
3) MNREMESEBE
ELE DR 8 5 6~16 meAdm D/NREE 29 iz & 7 U 1 0.1~0.2mg/kg # 1 H 1116 A
ML B B LTz & X OIRMBIRE X T A — X Z LI F IR 2 (JNEAT—),

RIS SES A=
. Cmax AUCo-
T n [ dC ] e
(ng/mL) (ng- hr/mL)
(mg/kg)
44.7 570.3
6~12 %A 12 0.15
Ll (34.0~58.7) (420.0~774.4)
43.5 549.8
12~16 i% AT 17 0.12
AR (34.6~54.7) (425.2~1711.0)

(H7ETE - RIA &, &A1) (95%(FHHIX[H]))
19



4) BREELTLESE

fREERAAERT . R L NS MO RN E Y 2 YL bmg &2 1 H 118 7 HRERER R
BeH LI &MY RT A =X NI LT F =07 VT 7 AL FIRT, miErEnr
ERF B D IME T RERF AR TiEfE (AUC) I3RS FEE I 2 2R LT, Vv /T

VNS UT SR F I VT F= 7 0T 50 AL EOHBENERD LN 20 GREAT—4),

JVvrF=r VA =4 Vo Ay
B g7V TR J7UT TR JUT T % AUCo-96
(R ) (mL/min) (mL/min) (sl /min) (ng- hr/mL)
P50 P54 L
ﬁﬁ%fﬁi%A 110.6+11.4 110.5+9.8 47.5+8.3 526.2+77.8
(28.7 %)
@%§%%f§ 67.2+8.1 58.0+7.2 20.8+5.0 870.4+139.2
(76.3 i#%)
e 2 e
DAREERE 6 31.2+12.0 38.8+10.7 12.2+3.7 1195.9+145.8
(77.8 1#%)

(MEYE - RIA Y%, mean®S.E.)
16.1.3 £YF MR F1EHER
(V7 F1))LEE 10mg TNIG])
BFEIE L D EWFHR ENERBR AT A R T A 2o T CERL94FE 12 H 22 B [EIRFEH 487 &)

V) 7Y NEE 10mg INIG) Lo 7 REE 10mg &, 7 2 A4 —_"—jklZLD EFhEn 28 (VU
V7 (AR E LT) 20mg) MEREERSA S ISR R BB 05 U CliE R LA E A
HEL, Hon-3EmahE T 2 —4% (AUC, Cmax) (22T 90%(5#E X kI CHEaHi#T 217
S7fES. log (0.80) ~log (1.25) DOHIFANTH V| WHI DALY PRI FEIED MR Iz 20,

160
140 + . ]

© IS R 10mg [ NTG
120 ® - O AR 10me

T £ B RE n=13

100

it P iEEE (ng/ml)
=

ﬂ{] L
40 L
20 |
0 & : : : : : - : : 1
0O 6 12 18 24 30 3% 42 48 54
fr 5 OrFHE (hr)
BYENHE N T A — &
wh& AUCo-54 Cmax Tmax T
(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
U ) 7Y IVEE
+ + + +
10mg INIG, 20 2921+696 | 124.5+34.1 6.7+0.9 12.9+5.5
TO;IZX‘% 20 2254+517 | 123.5+-22.2 6.6+0.8 13.5+5.3

O EFEYERZE, n=13)
MIEHR N NS AUC, Cmax 50/ 7 A — & (3, BB ORI DL + IR 55 03Bk
KK > TERRDWREMENRD D,

20



(U7 71L& 5mg - 20mg NIG )
V¥ 7 U VEE Bmg - 20mg [NIG] 1%, [E &2 872 5880 EERA O LY TR EERBR T A K2
A2 (CERL184E 11 H 24 H ARERE 1124004 =) | [2HSE, U/ 7 U LEE 10mg [NIG)
ZREMERIFI L Lo b & WS LS, EWFRNICHSE &L A Sl 9,

(3) HHEE
MR L

(4) BE - ftREOTE

1) BFEORE
R L

2) D3 EE
(IVIl. 7. *HEAEM] OHEBMH)

2. EMEERN/NTA—4

(1) A&
BAEN-TE0/a8

(2) BUGEREER
AR L

(3) HAEEEH
AR L

(4) VYFPSVR
)T T AR BT 100mL/min T - 7z 29,

(5) PHEK
AR L

(6) Tt
AR L

3. BEM (REaL—>ay) @&
(1) A ZE
MR L
(2) RSA—2EBHER
MR L

4. R
JRAEIN RN B TR 21%~27% T - 7= 23,

5. 9

(1) Ii&-kxESFE@EE

Pl v/
(2) miE-RAEEEIFEBYE

(IVIl. 6. (5) ki) DOIEZSM)
(3) Ait~oBiTiE

(TVIl. 6. (6) #=Fhw) DOESH)
(4) HE~NOBITHE

MG RR L

21



(5) Zofni@~DBITHE

B R L

(6) MTBOHSE

6.

&R AFE AR 10ng/mL UL EORE TK 10% THh > 72 29,

R

(1) BRI R R

UV ) FUMREHERTHY . 1ZEAERFEZZ TR0V GNEAT—4),

(2) R¥ICEETSBE (CYPH) O5FE, F5X

HEE R L

(3) VEEBENROFERVEZDES

TR L

(4) REVOFHEDOAERRVEEL, FELE

10.

1.

AR L

. B

FEPEIREIIB THY . RPICEL LTREKRE LTSNS 20 UEAT —#), @A
B v 7Y 5, 10, 20mg % HARE O #5152 72 B & T BFER PHEIRIT 21%~27% T
otz 23,

FSYRR—4—IZET 21854
M ER e L

. BRFIZLBBRER

(v, 10. & &EFE | OESM)

HEOBREHT SBE
AR L

ZDfth
ERLE R L

22



VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2EE (ROBHRIZEBRELAEWNI L)

2.1 KA LImBUE OBE D & % B

22 7 NI ALV E G N Y D LK A R OBE TG IR D 836 RERLAN O
# [10.1 M)

2.3 MEMEREOBIERED & 5 BE (7P T o Bl L E R O AN X 5 M PEr I,
AR VETAE, % RVEM & VRIS, R vEm VRSSO IR IR 2 £ 5 1 & P 7
ERBETHZENDD,]

24 TX A LT URIBEEELVE A R T T 7 VEERRY BT L a— IR Y =5
Ly T L7 L= WG L DT 7 = Lb— A& THh o B#E [10.1 2]

25 727 Vr=hUNRARZYLALKRCEEST MU U LK (AN69) & 7z miREHT el o B
[10.1, 13.2 &[]

2.6 1T XUFEHR L CW D RO & 5tk [9.56 S ]

27 TIURX LT RE A B RORERPB RS (72720, OBEEERZIT> ThbRBIMED =
b= RE LI AROBREERL) [10.1 BHE]

(fi#s)

2.3 IVII. 8. (1) ERZRREWEA &EHHPER) OHSM BN EERE, % RS ERE, fF
FEME IS HERIE S O B ACE LR 2 &5 Sh, EMEEERBEL L ORENRD 5,
1 VE R R OO S IR KHRAE 2> HMETAPAEIC L 2 BOEM R b O E T EIETH Y, MEMEZIEDOLE
HEDOH 5 EFIC ACE FRERZ G545 Z LI 5 THH EEZLN TV D,

2.4 ENIZBWT, AAlZET ACE FHEAIZIRATOEEICN) 7 v 7 7 VEEARY =17
Na— e W TERERICEDT 72 L —V AT LIZE 2 A, va vy ZIERPIE Sz,
F7o. AFITOWETIIRWVA, o ACE HEAIZRATOEE TR F LT L7 X L—
MW ERICL DT 72 L= ACBWTHRBEORENH 72, UL bEXY, ACE FH5E
HIRATOBRETIZII NS DOWMERICEDLZT 72 L —Y ZADMATICE Y S a v 7 BRBT 5B
FENRDHDH T L HIEERREZ XS T,

2.7 ARB ;N ACE [HEANCILBEOEEFHTH S,

B E IBREBIR T 2t o7 2 BBERISEE 2 G FERINTZT U AF Lo O EEEILFE
BRIZH VT ARB UE ACE FHEANC X DEEMEER 252 1T TWDIRERNZT U AF L o 2Bk 5
L7256, FEBSEMER S BIBREREE . mh U U A E R OMKIMED U 2 7 28 @ & 2 AlREMEAS
TR ENTZ 29, L= o T, MOEEBEEZIT- ChbARBMEDa Y hr—ARELL AR TH
LREERE, 7T I AF L BREDORERFEE ~ORFN OB GITEET 5 Z &,

3. MEEREMRICEHET HFEEENEH
(TV. 2. ZEESUIZNRICEET SEE) 22452 L.)

4. BERUVAERICEET 3B L ZTDOER
(IV. 4. AEXOHEIZBEET IEE] 22T 52L,)
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5. EEGEFNIRE L EZDER

BEELEAXNMIE

(FheEFIE)

8.1 BFIEEHICESS O E WV, Sb2XBHobNDIZENHLOT, EFTEE - BB OHEIR%EE
WA O B A B ET HBRICITEE S D 2 &

8.2 Fl7Al 24 FeflIFHE G- LW E R EFE LUy,

(fifam)

8.1 M EAIMmOFEEFHLE L it Tna,

8.2 FHIBICB T AMWEREH CHEL SN MITERRO B EIXMEMETH DD T, FINAiDORRE
HlIEITHET D FNR LW E SN TWA,

6. RENERERTIBAEICETIER
(1) AfHE - BIEEFOHIBHE

9.1 AHHE - EIEEZEDOHLBE

(ZhREFiE)

9.1.1 MAILBBHREEOHIBENIABTTEHREEOHIEE

B ESLPL 2GRV SN DA ZBRE ML 5 2 &, BilEEORD LAREREK SEIE D
ETICk 0 & ICBHEEZ BIL S B2 BZNR D 5,

91.2 AUV LMEDEE

BRERPDZERVWE TSN AZREF AT S 2 L, £, BHEEREE, v fo—L
REOFERBZEIC L0 MED Vo MENE L 720 LT WBE TIXMEL Y U MECERETHZ &,
BA YT AMIENFERTDEBZNNH D,

B U AMEDBREICBNTIEL, &4 Y U AMEZEESE L8205 5,

9.1.3 RNEEEDOHSBHE

WEOMTR FICL VREEZELLIEIBZNMNH S,

(BMmEE)

9.1.4 EEOFEMEERE

BTV EIVRAL., HMET DG ITREOREL +0ICBE LN bikaI12iTH 2 &, PllE
% —1mMEOR2W R MER T 2E T80 5,

9.1.5 BELEIERZLORE

BHITDBELVEBL, MET I TBEEORELZ HFCBE LN ORAI12ITH 2 & IR
% —1mMEOR2W R MER T 2E T80 5,

9.1.6 BEOMFETICK YV DHEE, RIROEEEOEREDOHLEBE

BV EIVBAL., HMET DG ITREOREL +0ICBE LN biRkaI12iTH 2 &, PllE
%m0 R MER T 2E T80 5,

(BEDLFE (BE~PEE))

9.1.7 BELEIERZhORE

BEIIDEXVBIE L, MENLET D E TBEEZ 72175 2 & PlElRG%—il ko S
JEIR T2 ZTHEa13H 5,

9.1.8 EF MU LMEDEE

BEIIDEXVBIG L, MENLET D E TBEEZ 72175 2 &, PlElRG%—i ko S
JEIR T 2R ZTHE1H 5,
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9.1.9 EMFNHHE

BeHII D BELVEB L, MIERZET D E CBEL H0IciT ) 2 &, #EEE %o 2872 i
JEIR T 2R ZTHE13H 5,

9.1.10 BECMEETICK Y LDHEE, RIIKOEESORKREDHDIEE

BeHIZ D BEL VB, MIERRZET 2 E CBEL H0I2AT ) 2 &, #EE %o 2872 i
JEIR T 2R ZTHE1H 5,

9.1.11 KEIRAREEIFFAEMRRBELHEDHSHE

WEOMTEIR T 2R L, EREELI T B8ZRNH 5,

(fi70)

9.1.1 AHOFHHMRIITEM CH 5, BEIRITHEAEDN H D IRETIL, BIERMLEENBD L, &
ERIK~OF N2 MEEDIE SN2 WEAR D 5.

- WM BRI A O B 5 BE KO E TEBNRIKEDH 5 BFICY v ) T VEEEZ S L2
Ay MAREN EH LBEORELZRK L, BiE2 K TFTSE28Z11H 5,

- WAPEE IR D & 5 B, B CBBRRAEOH 5 BE XL PBEAREE L TWDH KO RE
EHITIX, 7oA T v DO & Tl tMBNIR A IUGHE S8 2 2 L1280 | SRERIENED R
FEnTWad, ZOXH57GHIC) v TV NEEEERET 5 & S MEIRA LR L CRERIK
WNIEMET U, BHEEZ MR 2 OIC B RERIE (IR BEbhe2y | BliEL T
WAL S D REMEDN B D,

9.1.2

« ACE [HEROEHIERIL, 7o V4T oy v I T o4 T oy v I ~DOEBDOHETH

Do TYVAT U MMOAERBIBD BTV RAT 8 O WNIIH i, ZTOfERE L Th
U 7 AOESYEIS MG S, fiES ) U AMEEZ EREELE0biiTnd, ZOEEND,
AV U AMIEORBFIZ ACE HEREZRET 5L, bbb obmB U U AIMAEN T IZHE
THRBENND D,

- BHREREE, 2 P L ARROFERIEEL AL T AREFETITMIES U U MEREL 72D
T, ZOLIRBFICACE LEREZZELET 2L, fRELTED I U AMIENEERT S
BENRHD Wbl Tn 5,

c A U AMAESEALT D & SRR, AR EOMRE - FER, OIE 1S O B2 AR
NEZHBENDRH D,

9.1.3 MMM ytix, S EZEICK L TH, & 2HEFEAN T HIVZMKINE 2IGHE & 2 W ITiEgR LT
—EICR TS, ZREMBERRE & D & EE B B D VT R R LN B i
s . BRI PRI S i E SNSRI L TV D E SR TS, 2O SIEBEANC LY,
MENTRVIEED EMMBEENFICHDTHZEE2ERL., MEELT |2 EZTBEFNNH
2

9.1.4~6 ACE [HEZRYEH 5%, —mPEICMEMK T (first dose hypotension) #4£ L5 Z &0 %H
%o FRCFIRANEZ L0 RN BB LIDRIBIZ2 2 & L= U IEOTTEN R Z 0 03 < 72
%, BERANCITBNT A . FIURAIRA B, BUERIET OBRE, TH - w0 H 5 BHE CRIEIC
7%, LI=d3> T, first dosehypotension DfERA & 2 B ICAAN 25T 2551213, &=
HLWEED 12 B DG EFB L, BEOREZ HICBET 2 0ER S 5, SR MERK
TR ONIGAEIIT BELZEMLIC L, THKREZ &< L, LB AR RRREO Sl L2179,

9.1.7~11 FEIEOFRAEXIIHMA « MHKAENH 556, DI EIRE R OHEORREIZL D
BESNTWHDOT, ACE BHER (—IICmEILER) 12X > TRMLERZ T ThO
A RIS, MEAR TS X 2 RS O fE R S OGEEERE O T X D, DARER A3
B LT 2 B720,
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(2) BHREREERAE

9.2 BEHRERESE

(ZheE3EE)

921 ERLEBREEEOHIH8F (VLF7F=2H U TS5 AH 30mLmin LLF, XITZMES LT
F=—>h3mg/dL LLE)

BB PLEICT A, BHLIIREMBEEER TR EEEICEGT D 2 &, JEOBEIC X 58
FEOIMERT RO EEZ B SE2B8Zh08H 5, [16.1.2 ]

(BIESE)

9.2.2 MEEHDPDEE

B3 ELVEBL, WMETIHAGITEBETOREL FITBE LN bR IZITH 2 &, IR
Htg—i o2 E R T2 3550355,

(BEDLFE (BE~PEE))

923 BEFEDHLHE

BeHIT D BELVEB L, MIERZET D E CBEL H0I2(T) 2 &, #EE %o 287 i
JEIR T 2R ZTHE13H 5,

(3) FrHeefEEAE
TEEN TV
(4) XHEREZ=HT 5F

9.4 H£REREEZF T HE
9.4.1 RIS ATREMED H %K
IR L CWDZ ENEIRENT T VU4 T vV VERBRILER I T > o4 T v v T2 FR
A ZER L, B - FIAER~ORE (A2, BHE - i - BORRAS, HCE) BEOLN
TN ST B 290 300,
AR OBHITN B, RNBEROGELE L EE L CABIRGOLEM 2 EEICRH L, 1B EOALR
PEDfERMEE BRI B SN DGO EEGTHZ L, £, HEDLERGEITITROEE
HIFICREETHZ L, (95 BR]
1) AREBEGBREANCHR L CTWRWZ E2ERTH 2 L, AARGH S, ERLTWenWZ &%
EWIRICHER T 5 2 &, BGPITIIRS I L2Ga10E, BEbickG2HIE+52 &,
2) ROFHIZHOWT, REIEGHRBRFCEFICHAT L2 &, o, HESPLLEITE UAT
52 &,
S ERPICAFEEH Lc G, B - BrAERICEEZRIET IR I BNHDLZ L,
s AEERASHIB L7 A5 DN A GA 1L, SIS EICHRT S Z &,
CAERZEE T 255X, HYEICHERT L2 L,
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(5) bEWw

9.5 ITiE

B0 SUTATEHR L TV D ATREME D & D LI i3 G- Lisnw 2 & F72, B G HPICRS A L7254
WZIE, EbICEG 2RI 5 2 &, WIRTEIR ORI T v O T v R LA ST T
THT v WRFEEETA 2 &G SN RE CEAKRDE, IRIR - BrAER O T, FrAR ORI
£, BAE, @AV U AME, HZEOEMAEL OFEKBEIC LD & HER S5 U ORE, 58
HHmOLEE, MOKRERENH b E ORERH D, o, WA TEMENZL hr AT
T4 TIEERAE T, EIREOCT U T v R BRI ER 2 B E S BRERICB VLT,
JRIR TGOS Y 2 7 IZEERRHE G SN TOWARWEERICENEG N2 L OBRENRH D 3,
(2.6, 9.4.1 ]

(fiah.)

ARGt T oA T v BRI ER O T SUIER LTV 2 ATREME O & D s AN ~DF
BIIBEIC 1285 & L CHEEREZ1T > TV D28, MAMIIW T, dhim~ D GIEE D ¥EN 30 K Y
JR VR~ A 31 32|95 LIRS IR STV A Z & ARIAIC TG A ICHRIR I L7285
Al EbickbGahikds b, ZEBRLT-BOEERELXDZ L EoTz, 2B, Bl
FEEMNICBWT, 2 HICBEE L= AFITOREFNITHE S Tunzen,

(6) RELiw

(7

(8

9.6 R
IR LA RN ORFLR R O A2 ZRE L IRALOMKGESUT T IE 2t 2 2 &, B3R (T
v ) THITHA~BATT 2 Z el ST g,

) INRF

9.7 NE%

9.7.1 (KA EIT ., BHrAE, LR UL 6 RO E 2364 & U BRI 3 L T, [7.1
]

9.7.2 SREKIK A E2 30mL/min/1.73m2 A& O /N E 2 xtg & U= BRRERBR LS L TV, [7.1
]

) EinE

9.8 HiE

9.8.1 HEDREZBRELANLEMAEN OB GG T AR CEEICKRGET S 2L, RICHERE
TIHIREDOREEIIFE LS RN E I TWVWD, INMEEENLEZ 2B8FN1H 5, [7.2 2]
9.8.2BUN, 7 v\ 7F =D LHE BHEECK FICEETAHZ &, [7.2 2]
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7. tHE{ER

(1) HREREZDER

101 BFAEZ (BFALARWL &)

A4 55

ERAER - HRE Tk

B&FF - faBRIA+

U/ =l N WAV VN
~U T LK

Tz L2k

(2.2 ZM]

MmAEMERERH b sk
W%, FERFEAPEEG ST
L8 EIE e &b AR S B
7 36 REfIAMC I35 2 &, %
7o ARG T RIS RS A &
B 592 G a3 AR O R E
2D 36 R £ TIdH G L7
Z&,

FEHICK DI T I V=
DRz ME L, & VEFED U A
7 IS5 AREMEND D,

T XA KN T UREEEE 'V
n—A ~U 7 N7 7 UEER
R E= LT La— LT R
VoFL oL 74— L%
HAWRERCLDdT 7=
— 3 2 DHEFT

VR —X—

A LY —RTR
'Y=

(2.4 ZHE]

MR WAL, e - iEek, 8
. LUV, Bugk, PR IAIEE, 45
MRED Y 3 v 7 fERER 32
EDBH D,

Feth s L 7B AT L0 i
T ROMRNTTHEL, 7T UF
S VBN KT S, ®iZ ACE R
EHKITIT T O =R A HE
THED, 770 = OB
IHEDOEIRHREIN TV,

77UV ua=krU L AZY LA
VIR VEET Y U LA W
73BT

ANG69

[2.5, 13.2 ]

i VI (BRI I, MEER TR
FE) | WAL, RERRRERE, SR SOR
g MmERT, F7 ) —BEDT
T4 TR TLIL
N5,

ZAfiA AR THD ANG9 2LV
M= RORHRTEL, 77
X VEANE KT S, B
ACE PHEHRKIZT 7 V%= O
BRET S0, 77 VX% =00
BEREZD DBz NREINT
W5,

TUAXL 7 VERKE
VAR
[2.7 &R

NE e B

FEESEIER AR ERERERRTE . &
70T A iE K OB I 2 5 8L
THURT BT D2 End
60

rRlck v L= TV FT v
VR EAE R A EE R S 4D TRETE
B 5,

fERRA T 7 U A¥ Lo 7~ LERE
G ORERFEE (2721, it
DEEREZIT> THARBIMED
ay hbr—RE LI AREDEHE
Zhr<)

(fif)

TXA NI URBEELELe =X N N7y VEBERY E= AT v a— L IR Y =T
YT E L= FEHWTERERICLDT T 2 L— U ZADMAT ¢

ACE EEZEFORFICT XA N7 URBEELE L e —2AZHWZT 7 = b— 3 A& JilT
L. Ya v 7 &2 LIHERNERNATHRE STV 5,
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LDL 7 7 = b—3 R &k, #RE(LDOJRK ToH D LDL (low density lipoprotein={&Xtt&E U R
BH) ALV AT r—/LE A, WEILK > TIH6RET HHET, BlREEOEZE R IREE
ThD, MKzZERMTED L, M5 E MERRSy 2 508 L7212, 875 LDL Z2WAARE L.
0 oMt L MBS A RNICET HIETH S, WAEHE LTT XA M7 UhigEEke v —
A& WD FEREDMD FERH 5,
ACE [EEBRATOEEF I LT, 7F A b7 UhilkEELE Ve — 22 W/ LDL 7 7 = b
— I AREATHNS . BRIIAL, PR, KT, RIRE DS 9 » ZIERDB B LR, 77 =
L— 3 ZH e iR O HIC KV I Lt @E S TnDd, o HFEIZ K S LDL T 7 = L
—VATIREERITRL, £l THRA N URBREE(LE Ve — A2 AW/ LDL 7 7 = L—
A TH ACE FHEMZIRA L TV WEBE TIZEF X o T,

TV = MY AAZYILZLKR IS N AR AT BHT

TFT7 4 T REOBFIZIOWTIE, RO L 5 8ENH DN,

HAIAHICTH D, AN69

DAEIELEEREN T 7 V%= DAEREIRET S, 77 V% =103 ACE 12X - TRIEM:
s, ACE FHEMRIZACE 2[HET A7, TOREGIZEIND T UF = OBENEINd
Dy ZOEDTITOFo U RNERE LT T 74 7% —425| &7,

(2) FRAFE L EZDER

10.2 BEREE (BERICEET S L)

HANY

B AAEIR - FEE 7T

B - fabRIA T

71 U 0 DEREFEF R A
Avwm /)77 ko,
R T AT L

710 7 IAikE Al
¥ | RN

MigH Vo LMEN EF$ 252 &
WD OT MIFEH Y T MEDK
BETLHREEETDHI L,

ACE FHEIRKIT IV FAT 0 OS5 %E
T2 ik, B UA
Pt 2 S5, o2 s ACE
FLES L OOFHIC LD B U 7 ADER
W ZDAREMEDRSH D L ORENH 5,
fERRIR - BHEREREE Db 5 EE . PEIR
SO BRE . FOTFIRBEEA OG- % B bs
LB

FIRBEEA], FIRA
FUZmaaAFT Y
F. e Fesaoesd7r
AN

FIRAICIREEZZ T TV D BH
WCARBN Z RO TG D56 %
JEfERR R I N BZRNH
DO THOLENL R EZHGT 5
mEEBEICEGETH L,

FIRKIOIRE % %21 TV D EH TIE Na
FIRIZ K0 A L = A& MED TUHE DS A2
AL, ACE FHEEKDOEHIZ L0 272k
EERTZENDH D,

fERIR T« ROl AIRBEEAI O 5 % B4k
L 7= B

Y5 LA
Bk Y F 7

UF v LaaE (5L, IRk, b
BHGRE) RO Z R
LOTHMATL2EE T T DY
FULREICEET D L,

U F 7 L OEALRAAE T ORI T
MO ALEAT A0, ACE FHEIED
T RU U AR IERIZ LS MY
T LARZIZED U TF T LOFRIAE
SN FULITREEZRTZLDNH D,

HAT v A RPEHRETR
#l

ARANOREEAEI NS T D82
NHRH %,

TaAX T TV DA REEHIC
X0, RENOREEERZ 59 S W 2% ATHE
RS 5,

BHEzELSELIBTLL D
%

o

TaAXT T VDA REEHIC
I, BIREMETTA2720EE2H

N5,
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HANH ERAEAR - HEE 715 B - fabRIA

AV S =B KHE OfFHIC K D @O M= ACE FREIO F = o fEmslER &

RTEARGI&EE S NDARMER|Y ¥ 7 — B /A O F = FEAE
D, (ZE D =S EEIN U A S A Dt
FEDETR SN D ATREVEDN B B,

T VAR T /U BEREREE S ) U AMELCIFRICEY L=y T oo F T v %

R EA#E - TBENDH 5O FEEHIERI NS ATREMER & 5.
TEBERE., MIF U 7 A K OV,
JEZ+mIZBET 52 L, b,
eGFR 7% 60mL/min/1.73m2 AT
DOBEREOH L2 BE~DT
U RAX L7 < Vg L o pE
WZOWTIE AR R 215720
LHWr SN DG A A REET D
zk,

TUVFT v NRABRERES. s Y v AMERRFHICEY L=v s T U T UV R
IRFEHLA BMEZEZTEBENUND 2O BLEEHANRERIND \fREMEND 5,

TREERE. MG U o AMME K O
T+ ICBEZT 62 L,

(i)

AV T LRFHERIRA, U T LA

ACE PHEHKIFIL =V - T UFT vy « TV RAT R U RENHILTCT oA 7T IO
R AED S, TV RAT a W ENEIT 2 Z SIS0 miES U U AMEE B S HERMN
bbH, ZOIh, VT LMEFHERIRAIOI A U U LffaH & OOFH TR Y U AEE KT Z
EDRHD, wmA Y U AMAETIE, - #fROBERE . EMMEE, HETEIEOON, F
7o, D ORE & U TAREIR, (REEE, MFEERREOLND ZENH 5.

U T AHH

U F 7 ARIFNORBE %221 T D HEEICACE [ERZH G LT 10 H~1 » A BICIEER, 5%
g5, O, TR, SHEREESOREERSERE LIZEOWRERHDH, T OFEIEROFEIMF X
UFTOEIITBEZHILTND,

VF U LIRMETOFT N U LAFRNZHDSE50T, VF U LAOEMBEG 2% TnD =~
FHCIXEER DK IEF KRB ZHERFT 5 70 DR = | AKoBEIESEINL T\»d, —
F. T ATy NOERIC NSRRI 5 %, ACE FAFEIEOREIZL Y | 1 g x|
BixBml <, 72, ACE BEHRICIZFT U v APEEMER & 5 2 O ¢, IEBR MK & A3
LYUF Y ADMTEENEFTELEOHRELD D,

AT v A FPEHRBRA]

ACE [HEHDOBEIEMFIL, 7o AT oy v DoAmmH s = V714> (K-K) %
DR TH 5, K K ZOWIRIL, 770X = DR E T a2 4 75 DU FEADIEETH 5,
AV RAZVUHDIEAT v A RRPRIEANL, E& L TRIEMMLO T B AKX T T 022 T
SHDLZEICIVRIERZFED DL L VDbILTWD, LER-T, MEOIHIZE Y., ACE [HESR
DK+ KZ~OIEHADBIMA b, BIERDEI T EEX 6N TND,
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(

—r

BV = HA

JEAR E R R ARRERICB VT, ACE LEKE 1Y ¥ 7 —B A E O HIcONT
B THRT S AU, JEFIES I 22V, B Y 2 7 —B AN X = o EEAREERIC LY
MR OFEIEA 245 L, %2 ACE FHFEN ¥ = OR# &Ml 252 Lnb, malo
PRI XV BEDMEK TG &EZ SNDARENGE TERWeD, EEMBEIInT,

T OFT oy BRI

ARB KON ACE BHEANCEBEOTEEFRETH S,

ARB & ACE [HEAIOUMICL Y, L= s 7o V4T o RIUEMER S S, BReRE
EOEAY U AMAEK MEMEEEZTBENRH 5, ACE BHERZFHT 256 121%, B
BE. MIED Y U AMEK OMIEZ I8 52 &,

. Bl{ER
11.El4EH
WOEIWERNH 5D ENHDHDT, BELEHDITITV, BEIBO ONGAICEHKEGE2F
T 57 Y Bl 24T Z L,
) EXLEMER & HAGER

1.1 EXLEMER
111 FRE#HEFHS8EE. &, 5. REOERZERETHIMEERE (HE )
BENBDONEAICITEBICEEZRIE L, 7 FLF Y UiEs, KO & AL0E 217
5Tk,
11.1.2 [E7%. B, B, THRSZESBEOEEERE (5 RH)
11.1.3 SUEBFEE (BEARH)
1.1.4 AV LMAE (GEEAH)
11.1.5 BExR (B R
11.1.6 hEMHRRIEFEMAE (Toxic Epidermal Necrolysis : TEN) (HEERRE) ., KEILEIRER
# (Stevens-Johnson fEfZEE) (BHEERH]) . REMERER (BEERH)
1.1.7 BoEEm FEE AW, mMMRED (EEA)
11.1.8 FFRERRE (B A1), |E (BHEAH)
AST, ALT. AlI'P, y-GTP E0F L\ LR 200 FRERE, WERbObhD 2R DH, &
ENITHARBICE S THIERDPHRE STV D,
11.1.9 RFIRFIVE O TEE S WBEEER (SIADH) (B AH)

K7~ U U AIE, RREEME, JRET U7 LPREEOHEN, miRIR, 8 R S 2
2 PIMIR B NE ARG S WEBERE (SIADH) 360N 5 2 ENHLDT, 2O X I RGEICIE

Feh ik U, AKRSEROBIREEO 2L EEZITH Z &,

(fian)
11.1.1 PEORIREEA P S B, &, A9, MEEHOMEIR & ek & 3 2 f g v
11.1.2 89, WA, MR, TR 2 1 5 B AE M v s

FIHPER © ACE PRFHKIC L 5 M MR IE I s OEf CEEm (IR, 8. nE., &, WHEEE
BUZA LT D ZENRESNTWND, —EOMEMTIE, IHE. MUk, MWer, BEEICH
FHEREREZ 2T 2522030 5,

HAERRE C ACE HERIZ TV 7 VX = ORI T A2FX = —B U EHETH T LNHD
NTWD, ZOFEF, MEEAED =288 FHREETICRIICERT S 2 250
BEHREORBUCEG LTS EOERMNI® 5, £z, RPMED = ERIT T2
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<LVACEIZE W RIELSNDY T AL AP OEGRMEILEEXD T a A2 75
VUEDOBELEZ DTV,
WuiE 51k - ACE FHESKIZ X 0 A U A MEHRENRGERAE & 5| L 2 L2551, I
WRBEELC BB D | FECHI S A STV 2, PRI KW 5GE I3HE . [ED
Bt oK BN alRe R EREE A2 E DICZ2 T 5 L ) BEICHRET 208N D
%,
OWHEIRICE VAR T, EHICREZ P IESE5,
QEFHEATH, MRBAFRIC A U B Ak, 8, [EUIBIINSEIC X v JUEfR T 5
oD DRBIE R LE L 12 D,
@7 RLF Vv RBIBEEATvA FAlL ik 2% I UHIORENFEZ LT Z & B3R
HINTND,
11.1.3 AbkgpEE
WIEIR © SR 2SR R (M{E2 L7 F=8E, BUN, SREASBES) DR,
BRI & LTk, BACRIE, M, MR B9, MR, (KER ., BT, Ao,
HE RHVEOWAL, B2, ZIR, FHE, FREOT S, BHAEIUZ S 72WERELD
LHEnbhiTna,
RAERK : 7oA T o v N OEARRET D720, RERRAEBAEDIK T 2 k4 2 & NFEIA
EEBEZHRTVWD,
WuiE ik - DR, Koy, BREOEREAPEHEICRA S L HHIRT 5,
ORARAS < i
OVERIEDOETE
@ PRIE R 00 T Y 70 H 42
O O IR 72 E i
11.1.4 &4 U 7 AffE
KIREAR © 5 ) DWORE~FRE, FRBEO LOIEENH 2,
AN BHEENEAT 2L, B Y U LAOFRNEIEL IR T T 5,
BT AFIOFGE2RIE L, TAB VR, 7 RURE+A 2 v B U LREROEE
M WY ALE AT D,
11.1.5 %
HIEIR © 288980 FRER ., A5, DRSS & EITEL - IR 2 PEORIE L, RO |
ANRROLND,
FEAERIR - R
WLE Tk - BERER DIRRIZHEL 5,
11.1.6 HEPER R BERLEIE (Toxic Epidermal Necrolysis : TEN)
WIER « S > TRIET 23 G0 Z 0, HIOICBRROFRN R ZFTIAE L, RHIZEH
ZIRA D, B I ERME & [ARR O KT AN FE AR Ry P el 1, 2 R[] 2> & R AN I A=
U, JBAIZ 872> THER LR HBEZ 4 U 5, KRBT O HIEE, 2 0Bk
e, =L 2 X —Blg (B ICHIITEE 2 N2 % & RO ICRK L FIFEC K Z £ T
DHR) NS TH D, AFERECRERICLOOLAEZA L, & EITITEMESE, P
WIREEC G D, 7o, DA D OERIKIKIC LV EELRRHAE -2 b0 5,
RN THIRGERSICE b0 EEZLRD,
g - EREIRB AL NS, BEHICAKIORE 2R IET 5,
HIRIZ X DK BB ORIG . RSSO OND A & 0 ZIRIEYLR Ik D 7= Dt
B O E1T ), EIEM CIIRIBRRERLVE VA EZ R T 5,
F7o, EAHIBREE B iRE b ITbh s,
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B & R R R e (Stevens-Johnson SEAERE)
WIERR: : PO E RO MIBRIER 2 2 U, RBE R, BfimAd sbid, KEDZE (B
é)ﬁﬁ_#of\ﬁﬁﬁ\fﬁb%m% IRBREIE D E I 728 1M, HE - FEN
RO WS A - 15 - i, RBEEOO S AEZEL D,
HAEFRR T MlaeERRcEsb0EBE2x N5,
B - EREIRB AL NS, BEHICAKIOEE 2 IET 5,
IR & DKo ifG ., EBARE ORI, RIS OOV AEH B O ZIRIEGEEG IR D 7= Dt
EMBEORG 21T 5, BEM TIIRIBRERLVE VAl ZBRGT 5,
RIEIERRIELR
PIRER < 3500, Mods, DU, 4R, B2 D 2B COREIK D b RHEFIR O RIEMED AN,
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8. HERFTABFABRUVKRREES. EEELNMEAD. RTMBEABD
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SRR, fth : BHTES: 1990 ; 45 (5) : 1031-1057

IR B Z, fth o KSR L EER. 1993 5 27 (13) : 5227-5259

BRI, fh, L & EER. 1990 ; 24 (3) : 1365-1380

S B, fh. BB 1990 ; 45 (4) : 834-858

FEmTHRME, fth. ERER & AT, 1990 ; 67 (4) : 1209-1220

fLHE B, fth, K SRR, 1990 ; 24 (3) : 1393-1406

A —, f FLpE L B, 1993 ; 27 (12) : 4757-4776

AR —, fh: JLRE L EEPE. 1993 ; 27 (12) : 4777-4805
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5 H\BOE A AR T figai . BIIEE ; 2021 : C-6021-C-6026
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BIFT AR, 53R 1989 ; 37 (3) : 285-295

Mk g2, fit : HARSEERFHMERE. 1989 5 93 (4) : 225-234

RRHSE, fth: HASEHLEHERE. 1989 5 93 (4) : 235243

FENE R HEN PR

Stone, C. K. et al. : Am. J. Cardiol. 1989 ; 63 : 567-570 (PMID : 2537566)

(L AT, fh o A SKEE. 1993 5 46 (2) : 89-98

Wollert, K. C. et al. : J. Am. Coll. Cardiol. 1994 ; 30A, Abs. 845-106

W EAT, i SEPR L JRE. 1990 ; 18 (2) @ 525-547

2 ANV, s B & 3R 1990 5 23 (1) @ 161-172

Hogg, R. J. et al. : Pediatr. Nephrol. 2007 ; 22 : 695-701 (PMID : 17216247)
Gautam, P. C. et al. : J. Pharm. Pharmacol. 1987 ; 39 : 929-931 (PMID : 2892917)
Case, D. E. : J. Human Hypertension. 1989 ; 3 : 127-131 (PMID : 2550635)
Parving, HH. et al. : N. Engl. J. Med. 2012 ; 367 (23) : 2204-2213 (PMID : 23121378)
Ra[ e, fth o JEPEHAE 2. 2017 ; 47 (10) : 1353-1355

PR, - BEVL S PERHm AR F2MES. 2021 ;5 29 © 49-54

Cooper, W. O. et al. : N. Engl. J. Med. 2006 ; 354 (23) : 2443-2451 (PMID : 16760444)
Branch, R. L. et al. : Adverse Drug React. Bull. 2007 ; 246 : 943-946

AKH B, L HAEHEEE. 2006 ; 13 (3) : 263-264

Herings, R. M. C. et al. : Lancet. 1995 ; 345 (8959) : 1195-1198 (PMID : 7739305)
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1. ELESHETORFTRE
AT 2EEUIR, HEMOCHBIZUTO LB THY | SETORBIRDL L 138D,

BhRE X35 FHVE R OV &
OE I EAE (/& I E)
O FFEDIRRET, X & U A 8H|, FIRAIZEORE  @E., AV 7 (k) & LT
BEAZ B L TH a1 n@Bo 5z 10~20mg # 1 H 1 [\ A& 545,

e ¥, R, FERIC X 0 EEREET S,

B ARA (BRIE~ P AEE) 7277 U BEE i M E YL 5 & £ 5 ) I SE
DHAETIE bmg ORGP T 52 LN E
LU,

\E. 6l Eo/NRIZiE, Vv U (HEk

¥) & LT, 0.07mg/kg # 1 H 1 [AIFE 054

Do 7ok, i, SERICE Y EEHET D,
BME A (BRIE~ FESE) )

AFNFTT X2 U 28K FIJRAIE O IS A

EOFHT 5 Z &,

WH. ATV > 70 v (k) & LCh

~10mgZx 1H1ERE &5 35,

7eB. FEEN, ERIC L Y EERT 5,

7L, BREELZES BECEHYIBEHEE LT

2.5mgHEGERMGT H I ENEE LU,

<DailyMed (USA), 2023 4 4 H 5>

%4 KIEH

ey an Actavis Pharma, Inc.

W5E4 LISINOPRIL tablet

I - #iks | Tablets : 2.5 mg, 5 mg,. 10 mg, 20 mg. 30 mg. 40 mg
INDICATIONS AND USAGE

+ Hypertension
+ Heart Failure
+ Reduction of Mortality in Acute Myocardial Infarction

DOSAGE AND ADMINISTRATION

Hypertension

Initial Therapy in adults: The recommended initial dose is 10 mg once a day. Dosage should be
adjusted according to blood pressure response. The usual dosage range is 20 mg to 40 mg per day
administered in a single daily dose. Doses up to 80 mg have been used but do not appear to give
greater effect.

Use with diuretics in adults

If blood pressure is not controlled with lisinopril tablets alone, a low dose of a diuretic may be added
(e.g., hydrochlorothiazide, 12.5 mg). After the addition of a diuretic, it may be possible to reduce the
dose of lisinopril tablets.

The recommended starting dose in adult patients with hypertension taking diuretics is 5 mg once
per day.

Pediatric Patients 6 years of age and older with hypertension

For pediatric patients with glomerular filtration rate > 30 mL/min/1.73m?2, the recommended
starting dose is 0.07 mg per kg once daily (up to 5 mg total). Dosage should be adjusted according to
blood pressure response up to a maximum of 0.61 mg per kg (up to 40 mg) once daily. Doses above
0.61 mg per kg (or in excess of 40 mg) have not been studied in pediatric patients.

Lisinopril tablets are not recommended in pediatric patients < 6 years or in pediatric patients with
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glomerular filtration rate < 30 mL/min/1.73m?2.

Heart Failure

The recommended starting dose for lisinopril tablets, when used with diuretics and (usually)
digitalis as adjunctive therapy for systolic heart failure, is 5 mg once daily. The recommended
starting dose in these patients with hyponatremia (serum sodium < 130 mEgq/L) is 2.5 mg once daily.
Increase as tolerated to a maximum of 40 mg once daily.

Diuretic dose may need to be adjusted to help minimize hypovolemia, which may contribute to
hypotension . The appearance of hypotension after the initial dose of lisinopril tablets does not
preclude subsequent careful dose titration with the drug, following effective management of the
hypotension.

Reduction of Mortality in Acute Myocardial Infarction

In hemodynamically stable patients within 24 hours of the onset of symptoms of acute myocardial
infarction, give lisinopril tablets 5 mg orally, followed by 5 mg after 24 hours, 10 mg after 48 hours
and then 10 mg once daily. Dosing should continue for at least six weeks.

Initiate therapy with 2.5 mg in patients with a low systolic blood pressure (< 120 mmHg and > 100
mmHg) during the first 3 days after the infarct. If hypotension occurs (systolic blood pressure < 100
mmHg) a daily maintenance dose of 5 mg may be given with temporary reductions to 2.5 mg if
needed. If prolonged hypotension occurs (systolic blood pressure < 90 mmHg for more than 1 hour)
lisinopril tablets should be withdrawn.

Dose in Patients with Renal Impairment

No dose adjustment of lisinopril tablets is required in patients with creatinine clearance > 30
mI/min. In patients with creatinine clearance > 10 mL/min and < 30 mL/min, reduce the initial dose
of lisinopril tablets to half of the usual recommended dose i.e., hypertension, 5 mg; systolic heart
failure, 2.5 mg and acute MI, 2.5 mg. Up titrate as tolerated to a maximum of 40 mg daily. For
patients on hemodialysis or creatinine clearance < 10 mI/min, the recommended initial dose is 2.5

mg once daily .

2. BUCEBITLBEKRZERR
ERICEY SBIMER (F—RXFSUTHE)
AR T M EOEBOHDLERE A—A M T VT LIRS,
( TV 6. FrEDHE Rz AT HBHICHETLER] OEHEMR)

Drug Name Category
A=A NZ7 VT DHFE lisinopril D
(2021 4% 4 A #R)

BE  pEOME
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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(U / FVYJLEE 20mg TNIG) >
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8Fr.F = — 7 Z i L 7=,
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THRIRZIEE L, FRROBIEZITV, B ORI A B LT,

[aE It P R ]
TRBIE DN S T2T 4 AR — %R T 2 — 71T L, K 2~3mL/B ORE TIHEA L, Fa—7
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