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RS R O AI T D [H 2R - Lowl O Th &Ry - Hi) &, BEFIRSHEA B %
1Em L, 1989 4F 3 H 9 AIT/KRZ G L7z, (I 698 5 (MEF155 45 H 30 H) (ZH:AD E 7K
A 3i6)

1989 4F 6 H 7 HIZEAMINHL =4, AR5eZ BAga L7z,

19997 H 9 B, BHIWE S E2EE L. V7 AMBRNOL T T AT v 7 Xy ZEFE L, Wit % B
LT,

2005 429 A 15 A, EREFEUBGIED7-0 2R - Low) 76 5% K Low 1 200mg|. [#H %
Ry - Hi) 75 [ 2R HifE 600mg] ([ZHRGEAEEDKBEFT-,

2012 4£ 3 1§ 31 A, BUAIKRAS AL M 7 SRS (IBRIESE i T3 t) (o i
HGBANKE S T,

20194 1 A 16 H. EWEEHIG D0 [ %R Low 1 200mg) 76 [ R3S R S5
W 200mg N v 7 TR 3 1. TH 2Ky Hi i 600mg] 735 [ K93 e S ik 600mg /A
v 7 TRET /3] R EBORBERT,

2021 4E 8 H 1 B, RHT NEIMRR S4B B E T R TSRS RS e &GRS AR S .
ZFOBICH T4 DEFETHBT NS INIGHICEF LT,
2021 4 8 H 12 BIZEAMGINE S, HBIE TSN IGE 2 Blth LT,
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(1) AANZ, PSRRI Z A0 &3 5 SRR 2UERTH 5,
(2) ERABWEME LT, BREMEA LY X RIFORELARE S TS, (TVIL 8. EIfEH ] OHSM)

3. RRORFFHFHE
(1) F/S3 oI/ 785 & LT, 200mg/200mL & OF 600mg/200mL 0 2 ks 43 5.,
(2) FVEMEAME L, AEF TS, AR, B, FEFOMIC R 5 RRROBEA T
W2 F£rm L. U7 HEICRIEA R ORI 2 FoR LT,
(3) BV SE2ZBE LT, 77 AF v 7 Ny JHRIAITH D,
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1. B5EA
(1) M4
R/ R S EHENE 200mg N v 77 [NIG
RS2 Mg AR FHER 600mg 2N > 77 TNIG
(2) *4
Dopamine Hydrochloride Bag for I.V. Infusion
(3) BAMOHEE
—fRA LD

2. —i4
(1) M4 (WMAE)
R/ R (JAN)
(2) #4 (@aE)
Dopamine Hydrochloride (JAN)
(3) RTL (stem)
RS U RIREEN RIS KOV R XX VSR ¢ - opamine

3. BEAXITTERX
OH

- HCI
H:N OH

4. PFXRUVHSFE
45+ CsHuNO2 - HC1
- 189.64

5. {E%¥4 (fifiE) XIEXE
{524 4-(2-Aminoethyl)benzene-1,2-diol monohydrochloride (IUPAC)
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(2) BT
KT FFRITIET LT, =¥ /= (95) IR0 TIz Y,
(3) WiEtE
MG R R L
(4) AR (SRR, K. BER
Ale K 248°C (4 fiR)
(5) BIEEMHMEN
MUERR L
(6) REREY
MR L
(7) TOMDOERRIEE
Afh 1.0g 7K 50mL (ZIE» L2 D pH 1% 4.0~5.5 TH 5,

2. HHRAOEMEHTIH T EREN
LR L

3. AYVRSOREREERE. EEE
(1) fesdaBRiE
1) RN AT R B I E U
A O FEIRIEIRIC D E RN AT MVERE L, RED AT MV ERLDBBANT L
2 & &, WHEDANLY MVIEE—EED & 2 AIZRROTREDWIN AR %,
2) FROMRIL AT N VRIE R
HWALH U U AEEAREC X 0 RBRZIT O KD AT MV ERBOBIARY VR IG5 & &
WH DAY NVIEFR O & Z AIZFRBROERE ORI ZB D 5,
3) EMESUS
A ORI IE, WO EERKG (1) 2275,
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V. ®EICETSEE

1. #Ifg
(1) #HRORH
IRPET S A

(2) RHDONHER UtER

RS2 o MR A IR
iongd

RS MR IR R TR
200mg /N 7" INIG]

600mg /X 7 [NIG]
fa - PR 5 VR B O

pH 3.0~5.0
R

1 (PRI RT3 5 k)

(3) BAHa—F
A Lgn
(4) HFIOWHE
(Mv. 6. BAOKMEM FICB T 2LENE] ODHSR)

(5) Tttt
2SR E
2. RADOHER
(1) ABES GEERS) OEERUHRNA
i Fﬂiyﬁ%ﬁﬁﬁ%ﬁﬁ Fﬂiyﬁ%ﬁﬁﬁﬁﬁﬁ
200mg /N 7 INIG] 600mg /3 7 INIG/
P Q}%(%?ﬂ)$ v}%(m?m)$
R8I HERREE 200mg RS9 UHERRYE 600mg
14% (200mL)
AN 7 RogE (10g). #AEEET U 7 A (60mg) .

HREUTKER-ME T U v A (pH FREiAD

(2) BREEORE
B R L

(3) 8=
B R L

3. BNERROHEBRRUVEE
FPAROSA

L
LR

. BAT BTHRIEDH SN
AR L



6. HADEBEUTICEITEIRER"
(1) EWIRGRBR
BRI A 2019/7/19

O RS R STEFHEIR 200mg N 7 INIG)  EHIGRGFERER (25°C - 60%RH) [Hi&a2ErRE
(X JHIA) ]
RERTE H by bR PRI
< B > BAhh 12 % A 24 » H 36 » H
MR n=1 C23021 (AHO11)
< PEBA DT, 23023 (AHO021) Bk Pl Raa Sl Bk
IZBWIiE v > C23025 (AHO031)
. _ 23021 (AHO11) 1.080 1.087 1.083 1.08
f?gf tl ;1;1 23023 (AHO021) 1.076 1.080 1.083 1.08
) ) 23025 (AHO031) 1.076 1.083 1.087 1.09
H =1 23021 (AHO11) 3.53 3.98 4.29 4.23
05 0o 23023 (AHO021) 3.49 3.90 4.24 4.32
) ) 23025 (AHO031) 3.38 3.91 4.27 4.43
b n=1 23021 (AHO11) 1.0193 1.0199 1.0194 1.0195
(20 &, 20 &) C23023 (AHO021) 1.0199 1.0199 1.0198 1.0193
<1.015~1.025> 23025 (AHO031) 1.0198 1.0197 1.0196 1.0193
RS C23021 (AHO11)
Wiﬁf:"l (23023 (AHO021) Re) RS o) e
) C23025 (AHO031)
. 23021 (AHO11
Rt s | O20021 (AHOLD o .
< BRI S > C23023 (AHO021) A — — Sk
) 23025 (AHO031)
e C23021 (AHO11)
i: ;E;Z/%g;l 023023 (AH021) ey — — e
: g (23025 (AHO031)
. C23021 (AHO11)
S =
jéﬁ%ag%?ﬁi (23023 (AHO021) e — — EReS
) (23025 (AH031)
i =1 23021 (AHO11)
o 23023 (AHO021) e — — ke
< H JM i Y >
H R RIE R 23025 (AH031)
LB (%) %2ne1 23021 (AHO11) 102.37 99.41 98.56 97.8
f;‘; 0:103 0%> 23023 (AHO021) 101.49 99.22 99.00 97.9
: e 23025 (AHO031) 101.45 98.52 99.18 97.9
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B H 2 2019/7/10

O RS U HERRE AR

TEEK 600mg /X v 7 [NIG]

EMRfFRAR (25°C - 60%RH) [HikAa3EEhE

(R ZHIADN ]
HERTH H by hEER PRAFHART
<S> 7 B a1 12 7 A 24  J1 36 /1
PR n=1 C23027 (AJO11)
< EATEH O T, 23029 (AJ021) ke A8 A T A
2B WIEn > C23031 (AJ031)
o _ (23027 (AJO11) 1.157 1.146 1.160 1.15
AR 07 C23029 (AJ021) 1.160 1.146 1.157 1.16
o (23031 (AJ031) 1.146 1.143 1.15 1.160
H nel (23027 (AJO11) 3.50 3.92 4.35 4.48
00 23029 (AJ021) 3.51 3.96 4.35 4.55
o (23031 (AJ031) 3.53 3.89 4.20 4.40
i n=1 (23027 (AJO11) 1.0200 1.0204 1.0203 1.0197
(20 £, 20 %) C23029 (AJ021) 1.0204 1.0204 1.0201 1.0200
<1.015~1.025> (23031 (AJ031) 1.0203 1.0201 1.0204 1.0203
- _ C23027 (AJO011)
ﬂ’i@f@fj—l 023029 (AJO21) o A i A
’ C23031 (AJ031)
kA C23027 (AJO11)
TZﬁ;Eiﬁéé;;é;;} 23029 (AJ021) e — — e
! 23031 (AJ031)
e T C23027 (AJ011)
:Zgﬁf/%%j €23029 (AJ021) JEReY — — JEReY
eRLime 23031 (AJ031)
- C23027 (AJO11)
SYAMERY) n= . .
;Téi§§%£?%§é1> 23029 (AJ021) e — — e
h 23031 (AJ031)
W =1 23027 (AJO11)
R 23029 (AJ021) A — — A
Sk 7
< AR HIERE> 23031 (AJ031)
aB (%) *one1 (23027 (AJO11) 100.96 99.41 98.95 97.9
7 010300~ 23029 (AJ021) 100.70 100.01 98.22 98.0
' o (23031 (AJ031) 101.77 100.19 98.8 97.4
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10. B3 - A¥
(1) FESRELER - . NELI’VERLERE - AECET SR
% LR
(2) a%
( F/R= UEBIE SfEE TR 200mg /8y 5 TNIG))
200mL X 10 N 7 [JHEERFIAD ]
( F/R= UEBIE RfE# TR 600mg /8y & TNIG))
200mL X 10 /3> 7 [BiEEEAIAY ]
(3) FPEEE
AR L
(4) BROME
TIAF I RNy 7 Ry F L
oA YT L aagR) = F Lok
WA T FEER) ZF LY« TAI =048 (BgEAIAY)

1. BRRHI NS RME
KB L

12. ZDth
FZ YGRS TE e L



V. ARICEYSEE

1. BREXIEHER
AMERERAS (DREMYa vz itk a v o)
TRED X D AR A 2RI T 5,
1. IR, ZIROMRAITHIR G DR W GE
2. WAk oM L7 kg
3. MiDFR.G « FHEANC LV BHWER 280 b2V | A E LWBUEDE DALV R

2. MEERIEHRICEAET 5FE
RE STV

3. HiERUVHAE

(1) BERUVRAEOHES
WE RS UHERBIE L LT 1oMH720 1~5u glkg % AiEErIRkI G- L, BE OFRRERIZIE U 20 1 g/kg
FTHETIZENTE D,
FEEITEFOME, IRIABKLOIREIC LY EEHEBT 5,

<BEFH >
AFIOFENE (F5y. mL/EE) 1ZREFITRTEBYTH D,
( F/R = VIS RIS fRil#%E% 200mg /S 4 TNIG))

AT RS R R (u glkglsy)

o (kg 3 5 7 10 15 20
§§ 10 1.8 3.0 4.2 6.0 9.0 12.0
B = 20 3.6 6.0 8.4 12.0 18.0 24.0
S 30 5.4 9.0 12.6 18.0 27.0 36.0
h f%’?? 40 7.2 12.0 16.8 24.0 36.0 48.0
Z, i 50 9.0 15.0 21.0 30.0 45.0 60.0
@ j’i 60 10.8 18.0 25.2 36.0 54.0 72.0

e 70 12.6 21.0 29.4 42.0 63.0 84.0
80 14.4 24.0 33.6 48.0 72.0 96.0
(F/R3 VIS RRIE i8S T4 600mg /3w 4 TNIG))
Nz RS R Re 58 (1 glkg/sy)

S (kg) 3 5 7 10 15 20
%? 10 0.6 1.0 1.4 2.0 3.0 4.0
5% 20 1.2 2.0 2.8 4.0 6.0 8.0
g 30 1.8 3.0 4.2 6.0 9.0 12.0
e B 40 2.4 4.0 5.6 8.0 12.0 16.0
Z iﬁ 50 3.0 5.0 7.0 10.0 15.0 20.0
@ ﬁ 60 3.6 6.0 8.4 12.0 18.0 24.0

i3 70 4.2 7.0 9.8 14.0 21.0 28.0
80 4.8 8.0 11.2 16.0 24.0 32.0
[ERNOEAN] /MRS Y b (60 Mi=1mL) Z#HT2BE81IW/ . MEERR 7%

EHT 255X mLR AR~ D,

(2) BZBRUHARORTERE - B
B R L



4. AERUVAERICEET IR
BRE I TV

5. ERERALAE

(1) BET—aNvr—o
R L
(2) EREREEHRER
LR L
(3) AERGERHER
LR L
(4) BREEMHR
1) FHHERIERR
MER R L
2) REMHER
LR L
(5) BFE - FEAHR
LR L
(6) amaEER
1) EARKRE (—REARERE. FEEARKRE. CHARBELERRAE). RERFERT—4R
—XAE. WERFTRBRABORE
RS L
2) RBEHL L TERFPEOABERIIREL-HAE - RROWME
LR
(7) =0ttt
R a7 Wity a v 7 T 3 v 7 2 EOSMIER AN 2O BE T D —RERR R
TOEDE (BHLLL) 1287.2% (116/133) Th o7, 2 9

BhLL BB W (B 2hER)

DFEMEY 3 v 7 48/57* (84.2%)
HitEs = > 7 10/12**  (83.3%)
i S R/ 45/50 (90.0%)
MEMEy 2 v 1/2 —

i . A A 2/2 —

MR - Z R 9/9 —

i AE AR 1/1 —

(oY 116/133 (87.2%)

ko0 RN UG 20 1 glkg/min Z#8 2 D IER] 2/5 & & T,
kok 1 RS U BEHEE 20 1 g/kg/min A8 2 DIER] 1/1 & T,

10



VI. EMEBICEYTSEE

1. FEEMNICEEHSLEMNIILEYH
LAl (BT a—LT7 I %)
HE : BHEOH DILEMDORIHE - IRF X, BFORMLELSRT L L,

2. RBER
(1) {EFAEREL - {EFRRFF
LT OIERPEE BN E - CTHROAIER . FEEH. FURTER 258 L, SMEER A 2RE L oo
T %,
- DA ) B BR IR
- B If A B R 8
o bR R i RN )
- M R AR
(2) EWEREMITZHBRE
18.2 1DURHE N IEEER
STEEIARIMLAT . RBIRIL ST &% O LVdp/dt 1338 58 bl LCEsm L 727,
18.3 BMFEEZMEHR
RS UZREEN L CBMREEZ NS 728,
18.4 L F5 R B i 752 248 0 46 AR
RS 8% U C R R I 3 B 2 N S w729,
18.5 MFE. LR /EMA
DHHEOHINC L Y EE EF 87210,
<BESHBNCB T T —4

1) B EREmER Y 12
RS VARSI L, B AEIREIER 208 L, BhitResms . AREREET 5, (1
X)

O KRR OB M IER" Y
KL N RNV E X — L E TV E S — VR IS T o A RERE (7= oy
#I v bmglkg) RIEIE L7 MERER (12~20kg)
FHiE: KRR, VT Ry TRV AT LTI BIRT I VF=00
- HEF 2 B BrEh i U BRI IE G C A2 R BREN IR fn I 35 & OV B B IR i 7 2 ) & L
7o SHITBZARMEME (FuxYo—L, Proaf Y FLF ) r) TUHELE
KDL ZBIE LTz,
FE
SRR S gINEE
FIEAN & b HERATHNC KRB R MIE 2 HE 00 S ¥ 723 i &% 100mL/min HM S 57
DIZRRIUNFE IV T RV F I D304 Y7L T U D600 E0R G &4 0NEE LT,
55 o B B R . i AN 69 2 BSOS TR EE &2 RBRENAR ML 1269~ 2 5REE & kb9~ % &/
NEERT7 Y AV TLF ) UTRT LK,
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(mL/min) X7 Te=y O/ A=bEx7Y s

300 1 oAy FusL /) —)L [ AN
200 +
100
. . g . .
0.02 016 1.3 102 82 655 10,486

WP 5.8 (molxX1079)
TIOR=m AT LT U JAT R F Y UBIRRARI VERNEICL DA X KR
MFAOEINE (7 =/ 3 _XUW 2 bmglkg 8% O 4~10 SO ERIfE R L OFEHERR %)

(mL/min) XTT %=y
oA Y 7uasL/)—)
160 O/ rxzbEx7)
@/ Iy
120 +
80 -
40
0 1 1 1 1 1 1
0.02 0.16 1.3 10.2 82 1311

M5 (molx10 9)

TI530F = AV TuT L /)=, JATRLFIUBIORARI VEIFICL S A XK
MFAOEINE (7 = 7 3 _H 2 bmglkg Bk D 13~17 EHO B L OFEHERR )

O B R RIER FE O FL 2
BESIKENI (Faxto— LBl s VY LFUy) 2k RA3Iv, I
TRUVFU L A YT LF ) o ORBENRMEEMERNTEE Lic, —J7. B A MW
WIZE VT RLF ), A YT LT ) o OBENRMERINERIZHE L LZ2s, F/83
OB MR IMERITH R Lo T,

TS AT LTV, AT LTI UBLORR A UEIEICE D A XRR I
TEOBENMZ AT T B W o 22248

KERM M2 (mL/min)
SIS i 5 S P 4 B M3
HeH ) P . P . NL » Paired
e 5-Hi 5% e 5% — B 51
t test
(mean) (mean) (mean=*S.E.) (N)
TI0x = 96.7 85.4 —11.3+15.2 (7) N.S.?)
A TFLFY v 133.9 0.0 —133.9+8.6 (7) p<0.01
JNVT KvF v 112.1 —24.1 —136.3+7.7 (7 p<0.01
NI 100.4 —8.2 —117.6+=24 (5) p<0.01

a) WEGEIINE - OSBRIV ER L-TREORGE, b) AEERL
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TIVR=V AVTLF Ve AT RLF Y VB RO R VBRI £ DA X B ML
DN FIE T B HEWTHE oD B

By inE (mL/min)
. B BET B T R 3 JBE iy R
S ) o . . » Paired
B 5-ai B 5% 5% — e 5-m1
t test
(mean) (mean) (mean*S.E.) (N)
TIVx = 85.7 81.3 —4.4+89 (8) N.S.?)
AIFLFY v 38.7 0.0 —38.7+4.4 (8) p<0.01
ST KL F v 46.5 —6.7 —53.2+12 (6) p<0.01
AV 48.9 40 —8.9+5.33 (8) N.S.?)

a) WEEITHE - ROCHBRE 0 EH Lo PEEOR &, b) AEARL

@ R AR LB mTE S OBR Y

KFGE - RIR T HERE R AT 3 B

ik R U RN (e Y R—)L% 50 1 g/kg/min (2T 20 43fE], BN~
F21E B ZEEEREE (T 07T ) v—)L % Imglkg (2T 15 4y M#HE% . 4mg/kg/min
TR ) 285 L, ZNENIC K282 v 6 u glkg/min BINEES L, BERG0FTE EF
WL DB M EDOZ &2 RE LT,

FER . RS U RRERER A2 AT D & RN VIR MR A NS S ho 728, B
AR BT T R R B i R A BN S e,

(mL/min/g)
6 e—e XY K—/L o
"'
o 0 — o’
—0TusT ) u—
-
s e
-
"‘
.
g e e ©
m et e
. .
Py 4r e et e °
o T et et et
= | ot et e
= RO e
..........
.....
3r Quisere”
& ")
—
. °

AR
(6 1 g/kg/min 10min)

Ny R— b5 F7237n 7 ) a—A&E5EHRICBIT S R R LiE
IR %

2) Wl TEsRAEA 2

RS U RRICER L, EIBMEESRA RS 5, (=)

WG Ry bV E X — LR R 2 (8.5~5kg) &R 3~8 5A

ik RR2 v 25~T5u glkg % 1 [AIFE L, BEALGEHHIC T BRI GE D 2L 2 ¢ Ui
BFEEZRME Lz, 61T, B ZAEENSE (e > 7 ) o— VIEBE 1mg/kg) #E
DR T LT,

fER s B TRBMEENR, 2SSkl E KU AE TR, sHETEM L, I - S
AR M HHULNE L7 2B ML, BEIIRDAERITL, 222 Lo 261, $#n 2 4,
BHETIET - §HAETENN 26 Th -7z, KIREIRMGTIZ 2 FlTHEN, 4 5 ThRD
L7
MEFEHAETET, PHETETNZ LR, SHAETEA L. T RENRIMLGE XG0
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L7es, BAENE ARG 5 Lt EA & s miEimg Sz, k- TIBHE
EhRkds KL O HEIRO MBI L LTz,

3) DHRESE(E
BEAMIIER L, DI E, LVdp/dt 28N EE 5, (f X)
@ R8O OHERE~ DR Y

PIE 3N

Fik

AR

LB R % B FEAL D% B & 2Rl FAT R BIAR CHEZE UL A JE 2 fER L 72 MERE R (14~
23kg) 8 A

R/ 2 8u glkg/min H 5 & F % A+ T2 70 I & A EBAN & TLIHEEMERRTE O
DHERE~ DB 2 it LTz,

HEERRE BATE RN AT K 0 DR, —EHHE, A0 dp/dt A ZISHEN L,
KEARIC LY FERERMTE, — B HESE RIS L7,

ISR L 0 EH KBk M E R, A= dp/dt. —[EHHHENED, EHEERE,
EHGUAHIN L 72,

IR A2 i L. REARTT 5 L EHEFBEOHRM U, FEARHE K3
B G X0 E KRB R GE &, /205 dp/dt, —FEHAHETEMN L, SR LEE, i
EEAUTED LT,

@ DEMEYa v 7T R

POE-

Fik

FES

MERERE R O 3 O PAZEIZ L 0 SEH) i, RENIRIMHE & 4 4 % 35%. 50%j#/ < TIE
BLUTZDEMEY 3 v 7 R,

KPR I AR AR ImL/min 285 L, I EEF /07 Ut U a2l
Wi DIAE DR RIC 72 5 L9 & (R/822 2.5~10 1 glkg/min, / V7 KLU
> 0.15~1.0 u g/kg/min) THE L, TEERENRE K OMUHIZ OV TRRET L7z,

® P
e 1
110k FigmE
’ - 110

1000 ] E'"""l--"{
90k N Lol Tl e
a0t " &0
Tar ol
6{]_
50 a0
a0 20
" %)

< 120
1101 DiRsER 110k
100 Bl 100
0r a0
a0 8O-
70 70+
a0 60
501 50
aor 40
30 kIl o
20 20
(%) (%)
120 120 —
110 110+
100 100 -
90 a0 -
an- a0 =
70 70
B0 60
30 50
a0 40t
30 wr
20 20

LAuIE LIuT8s Lauwf@I0s Lauiikeon LAaull LeavhB LauvPEi0n eaw?iledn

I meanii.E 3y SHICHASEE (FO.05) BY
—— E£BEENRS 8 B (0F9) g aog o SEICEEAUEE (PALOE) ITENE

...... JIVIERTURSE (=14) ¢ . HEBRHCEEAEE (PK0.05) ICENE
e IS EEEE (R

14



RARIVEGHB IO VT RUFH ) U EREFORTRITZENEN 4/15 BL W 2/14 T
KREED 6/9 LV IKMETH -T2, o, R UEHRHIRENRES M, KEIR ML,
—[EHHEET /AT FUF U CRGRE L R RBRIC ARSI L7, £z, R
IV - X 11K i Nl = ARSI IRVi0N = w/AY = D= e ) | O i
R ALERME I BRECE LS EH. VAT FLF U UBETER LR, R3S BT
RETH-Tz, LHBBHEEII R A VEEHTY g v JEHTH~ENL T,
4) IE EHER
o KON BZARRICIER L, RIYIE OIUHE L VM B2 in s, SEERZ R, (f X)
O B ZRMEELHEIEE ORRY
KGR R RNV E X — LB KOSV E X — LRRER T OMEFER 5 51,
Fik: B W (YreaA YT aT L —/) 5~1bmglkg) Z & 5RO K8 2 16 1 glkg
B 5O DIHE N T TR BE R LT,
FEEL B OEWTEKIC L0 RN o o DIUHE ANV I ST,
@ DIMER~OFEEE, R b o ZREEORBERT
W Ry b L E X — VR (9~1Tkg)
ik R U &EE (1~200 1 g/kg) F72038FE (1~5ugke) L. DIMEROE|EE
Béif i TRt L7z,
fES KX v 1~3 u glkg BHETREE, 10~20 u glkg FHECTHIEZFEEIED 2 FAPE, 40~200
pglkg FECHERISZ 7R Lz, O EIEL R332 10~40 1 glkg 1T 12 88 8
SHCHIN, 2 BT, 2 BTG #3807, R8I0 2~5 u glkg KRB RS
I E D MBS DN A DTN, « HEEE (7= 7 F X 10mg/kg) Al
B L0 MAEIRIER A & &bz,

(3) e - N
B R L
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VI. EYBEICEYSHEE

1. mMPREOHTR

(1) AERLAEVWGOLPRE
MU ERR L

(2) BERERTHERESIL-ODRE

<BBE>HEANT—H'
DX, M X R, EENER 722 10 A ITHEE . K23 2 2 0 glkg/min OV 5 u g/kg/min % %
54T (30 fiFrse s E) LIiclma o RS Vi REHBIZ TIROEY Th 5.

RS GRS EhRE

1000 1 AR E S-S 9 5
oM | (1 glkg/min.)
i — 2 g/ke/min 5
100 ] ' - 5 pg/ke/min N 5 5
, Mean+S.E, . -
_ g’ ﬁg? 50+5 41+7
10 1 : -"\. -------------------
; Eﬁ%ﬁ 76+6 77411
1o B 73 0.87+0.10 | 0.94%0.22
g | , , , 4 el 101+£0.7 | 83%0.5
0 30 60 90 gg
= e it (Lﬁgﬂm) 4175044 | 4.48+0.42
FAS RERBOMmPRE Vd
(Likg) 0.89+0.13 | 0.89+0.11
tuze o MR, tues @ BRI, Clpl: 2 U7 5 %, Vd : AR
(3) HhHEE
EEER L

(4) BE - ftHEOEE
(Tvit. 7. MAEAEH] OHEBR)

2. EYEERB/INTA—S
(1) BIAHEE
MR L
(2) BUIEEEH
MR L
(3) HREEEH
EYERR L
(4) YVF7I3VR
(TVIL 1. (2) FEEARRBR CHEB SNz PR OEEM)

(5) HHEE

(IVI. 1. (2) E&RABR CHeGR S 7o iRE | OESBMH)
(6) Tt

MR L
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3. BE£M (REaL—3ay) &
(1) BHAE
B R L
(2) RSA—4THER
BRI L

4. R
MR L

5. 9%

(1) mik-ixEErIEEHE
MR L
(2) miE-RIEEIFEEYE
(VL. 6. (5) k) DOESH)
(3) At~
(IVIL. 6. (6) #ZLhw) DOEER)
(4) fEER~DOBITHE
MR L
(5) ZotioB#~DRBITHE
MR L
(6) MFEEAKEAE
Pl v/

6. fti
(1) RESERURBHER
R R, KD MAO, COMT OFER 25217 TIRET S5 28, —EBIZEI

FU. T RUF U CERES BB S EHEESN TN O 19
(2) RMICEAET 5B F% (CYPH) OHFiE. 5=
CNEE R L
(3) EEEMNROEERUVZTOEE
Pl v/
(4) REVOFEEOFTERVFESEL. FHELE
BIBFET—EHRN /LT RLF Uy TRV F U VCHEEREND EEZXONTEY . 2O I3ARENE

PHET 5, (VI 7. 8t OESMR)

HET/ VT N

7. BEitt
ShE AR 6 Bl 14C- R/R 2 MRt (104.6 1 Ci/872 11 g/1000mL) % 4 HRRE] A EE L 7= &

= AT B GRS E G B0 40% 3R PIZHRES L, 209 B HVA 1359 53%., /v T KLU
E 4.7%, R 9% ThoTo, 5 5 HEOREILRIT 97E£3.5%THY . 205 bikh Lz
R v OEHEEERBIL T5% TH Y . BO D 25% X/ LT RLF Y v ofREmcho7-19,

8. FSUARR—E—IZET HIER
MR L

9. BNHEICKEKRERE
MR L
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10.

1.

HFEDNDEREZFIHBE
HEE R L

ZDfth
EER e L
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VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2EE (ROBHIZEIBRELEWNI L)

WEHMIEX IR TH o TV A=~ Db HEE (T a—NT I V2 RENCEAT DI CTH 572
B, JERDEBEAT HIRZENARH D, ]

(fiah.)
(B EMIIE « RTH T =BT A BT A > 2018) IZBWT, itk BEaaEs <7
7Y A—<Okfre LTEHAMICHWLNTE . Matailali] 25, #icic eafiaiE - o~
FGHT VA —~] EEERINZZ LIV, HEEOFHARZL EITo 712,

3. PEENIIFRICEEET HFE L FDOHEHA
BRE S LT 20

4. AERUVHAERICEEYT 3FE L F0HEA
BRE ST 20

5. BEELREXNEIE L ZOER

BEELEXRNEE

8.4 TNENDOY 3 v 7 RREIZEBW T, MBI URYNCENTR, i, FEIREE, A7 oA RE5%

DIEZEBETHZ L,

8.2 M/E, IRAEBL VIRESE, BEORELZBE LN ORETHZ L,

8.3 KEHKL Lz &, IRABOHIMN 7 7o 5E& R EOHE MBS 4 B e WA IR, ARAIZ B

w;wIHPHFIETH L&,

84%%5-%%E R E EOBEE R DEEBEIEAT 255 23K B IRE BRI 5 720
CHAERELTEET A2, £, LEIEUmRERAOERLEET DL L

6. BHEDEREAITIBEICEHTIIERE
(1) AfHE - BIEEFOHIBHE

9.1 AHHE - IEEZEDOHLBE

9.1.1 XMNEREDOHSBE (BERE. 7ILa—ILhE. EE. BIRELE. L1/ —E&RE. N
— O v —Rw%)

KAY I AEE IS & 0 IERDEBAL T 2 RZN1’H 5,

9.1.2 FRABROBEIRMEFBIRX (LOLEHBOBE

PSR E R K W IEIRDE(L T 2 BTN D,

9.1.3 BERRRUVERFDOBE

T RUMEER L TWAHYD, IFEEN EA T BENRH S5,
91.4 TRIBOBENRFELLBVEE

7 RS ARAOR D, MORRHATHR U K8 EmE 202 2 L,

(2) BHREESRE
BE I TWVR
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(3) HHEEESRE
BE STV
(4) £HERREHT 5E
BE STV

(5) Hhw

9.5 TR

WCOHRBHETDHZ L,

PR SOFAEIR L T D ATREME D & % 2eE i, 18R EoF e etz ERl S Ll s n o 56

(6) R¥LIF

9.6 ZELIF

B EORBRIER ORFLRBOARIEZZE L. RILOMKGSUT T IE 2R 2 &

(7) INRE
BE I TV
(8) EinE

9.8 BiNE

DVEPOERGERMGT DR EBEORBLZBE LML, HEICKREGT 52 L, ABBRENMIT L
TV Z ENEL, BHERDR S 5 b7,

7. HE%EHR

(1) BtRER L ZFDER
BE I TV
(2) $ftAFE L ETDER

10.2 BEREE (BERICEET S L)

TayganRT Y
TIFa T ) UEHER
Fa~_Y F—/L5

WIS D2 ENH D,

A4 55 ERAER - HRE Tk &R - fabRIA
T ) FT YRR AHN D BRI O A | ZEFE O FEANT BRI B A

WitEmM & f64 %,

® T X LB I EA

AHNDOVER DS HE5RIOIE R 5
ZENDH D,

AENIDRHDBAEFE SN D,

N1 T ACIRAG KSR R R A
A= Vg

SR, DB O IR 2
BT hrH D,

FERERIFNC L0 | KA DAz

PEDSEE %o

20




8. El{EA
1.l

ROBWERDB S BN ZENRHLOT, BlEZ 7TV, RENBD GGk E 2T
1B %70 EREY) R LEZAT O Z &,

(1) EXLGEHER & DHER

1.1 EXGEMER

11.1.1 FREMEA LR (0.1%A0)

11.1.2 RH# D EE M

A M AE OULHEIZ L0 BRI (0.6%) FORMOEMAEZ Y, BIHAELLZLbHDHDT,
MU DO ESCIRE 2+ Ic Bl L, 2R3 b b= Ga ik b2 d i L, BER IR o -ERA|
EERIRNE G52 L,

(2) ZOH#DEI{ER
11.2 FOHDOEIER

5%LL E 0.1~5%A i 0.1%ii BRI
B4 AEENR (L == M o | B BRfR

WA, DEEAE), D
PN @

HIb#: a5 R T
i, W&
Z DAt HRIE . TEFTHEBAL O

YL Y N S E
a) NEARDBREILGAIE, FIREIRE 2 85T 20 AR 0% G2 F 14252 &,

) BB, 2% RS U RIANC I 1T S 1981 4F 3 A £ CORWEHME A4 5T,
(2%5)

TR DO ERRFBRIZ £ 0 s S 2w R 133 B9, 18 41 (18.5%) 12 20 HEORHWEHARTR® HivT-,

ERBWERNZ, #R 71 (5.3%). WBam 6 1+ (4.5%). HIEAR 4 £ (3.0%) FThH-To, UK
A

9. BRBREKRICRIZTRE
RE I LTV

10. BE®RS

13.6EHRE

13.1 fER

S E ERENECDIBENARD D,

13.2 @

BEOWRENEZET D E CREHEAE L TR 54 H 1T 5, LRSI o -HEHEHA
DO 5 IR AE Z1T
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1. BRALOEE

148RALDOEE

141 EFHRHNEBOIE

1411 LD 2B WGEZRE . KA OIEAZEAS L THER LN &,

14.1.2 pHB8.0 LI LIz 5 L /5T HIENHHLOT, EEOL I 7 VA UMEEF L IRAE LD
&

14.2 EXRBEROIE

14.21 BHICEEL L, BEICHTHREEXZ T2 2 L (BEORECHREDHEE) .

14.2.2 % OERITR L THER LN &,

14.2.3 BN ~TILTZ GG TSRO 2 FULICEAS, IR A R Z T2 RH LD T, TEHET
KOERE 3 570 CEEICEREGTHZ L,

14.2.4 Y EZE UMER 5 AR A 7 OH b EBET 2 &,

14.2.5 BEXEHIAETH D0, MR OREN D72 720 EHEHEEME T L TL 5O T, i FE#HEIZ
FAEETHZ L, £, WROWE & FIREEE O EE HSTEO L DT L TRTEEITO 2 &,
14.2.6 ZRIOBRICITE 2 TLRRICE ST SHILANRD Z &,

14.2.7 #AEE (UFE) ICL 25X ThRNZ &,

14.2.8 A0 AKITIB L FORZE LTHEMT S Z &,

12. TOHDIEE

(1) BREEAICESCIER
BE STV

(2) JFERERHERICE D 1HH
BE STV
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X. JERREREARICEAY 2HE

1. FEEHER

(1) ENDFEIBHER
(TVI. HZNSEEIZBET 2B OEBM)

(2) REeHFEESR
MR L

(3) ZOfDIEERFAER
BRI L

2. EM4HR
(1) BEE5EHHAR

<BB>WNIBTHT— 52

ke
Sprague - Dawley 7 v M#&BEMERE 10 PCICABRERICEMR L2 RN VIHEBEZ B#HIkRE D
1mI/kg/15sec &5 L, &51% 7 H £ TOAEIEIZIE-S X LDso % Litchfield - Wilcoxon #£I2 & - THH

L7,

LDso (mg/kg)
iy i3 e G - ERIRPN
S 1t 109 (100~119)
i3 104 ( 95~113)

(2) RERSEHEER

<BE>SWHMIB T L7 —#20

Sprague-Dawley 7 v & HE/ERE 20 PCIC K8 MR & LT 3, 10, 30mg/kg (30 mg/kg Rl 3 1
%XV 60mgkg (THIE) L7eD X DI L7z R8N HEEREVAIR 1mL/kg/15sec & BfFARE D 6

WG L, R 2 BE,

HH L=,

F7o. B IOV REBEMERE 3 BHIC K/ R & LT 1.0, 9.0, 27.0mg/kg (27.0mg/kg Bfi% 3 4
XV 40.5mg/kg ([ZHEE) L7325 K O ICAEBAEKICEM L, 0.5mL/kg/15sec % HIEAR LV 6 18 [HH
i 5L, REEEBlIZE, FIMRL, REBO LD REREG,

RN 3 MR R O R & G-

B | R | ErE RBE - SRR
Smg/kg | 0/40 |WIIOMEBIAT, HCOREL
ERE OB, M. REME— MR RELE R, M CoMmo
10mg/kg 2/40 |, . v .
. W, M FEROIE AL, T OB ORI
2060 Y0 EEEOEB T, T — RO . BE. . EOMER
| 19140 [ RIS, RIREO LR BEEISIIOR, MLISRADI T
m
8ke D7) a— Db W B, FFO&N, B, M F ROk
o e |EFBORE, G, WRAORM, X E B, ORI
mere o, SR, % BOBIR
e 9mg/kg 0/6 |1mg/kg & U 58 —fIEIR D2 K OSELHENE DO RENE | M-
. B EOM O, RLRITE. RO, REHEMOME ., ~~
' 06 |FZ7 V> b, ~NEZuby, RIMEE, OFH7 U a—r &0,
mg/kg -
R D5E /N
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(3) Ei=HEERR
AER R L

(4) BARMERER
RS EER R L

(5) ERERESMERR

<BE >IN

BT —

&20)

FRE eI D e A TN
Sprague - Dawley 7 v & (%#f 20 V&) (244 6~10 H H £ T R8N M 2 A BRI C ol

MLUCTREFHIRE V&G L,

—CRIEZBIZ L, 4R 19 A BICHIE LIBFB L OFEIZ OV TRE

L. RED XD RiER &R,

IR v P ROMRFICHT % RN S IR O

EUEZ/RE & FEL IRFE - BB
RNV, AL, AHIRER, 2B, SR, BEALHOR, B OIREKZE
10mg/kg 0/20 i
i iR wmygﬁﬁﬂmfﬁmﬁﬁmmﬂu%tm??7/—ﬁ ECAlZ IS
Z v b | 30mglkg | 2/20 |GRE— IR, B0 SN, FEE MRS 2T D R, YERE O
O IR
90mg/kg | 9/20 |30mg/kgheGRE LV EEOIEROE L, FRUBHERUE, (KEOIH]
B 10mg/kg — | EERL
-~ 30mg/kg —  |RIFEROIE T, WRINRERD 5.
90mg/kg —  |Rfro#BB LOEEORD . WINEEO A 1FIicnEH

(6) BFRIEMERER
B R L

(7) 20 HkEHE
B R L
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X, BEMERICEYTSRE

1. BAERS
BSR HfE E ATH  ER
W 200mg /X v 7 INIG| PSR AL S P S
R M e M AT R | ) R EMEFEORFZICIVET 2L
600mg /X v 7' INIG |
CEID%) KRR L HaRtE i
2. FHHHE
AREME : 3145
3. ARREBTORE
EIRRAF

4. RO EDEER

20. RV EDFERE

20.1 fEHERTE CHMRZFE LW &,

20.2 WHAHEHEEITEERN/EAL TS HOEFEH LAnT &

20.3 AMIONEIZATEATE LTWD S OREBEDOIRHAH 5 b DI Lans &,
20.4 HEHD (T2 23— LTS 7 A L ABRERNTOAEAIIEH LN &,
20.5 BIEHZITECMICHETT 5 2 &,

5. BEMITREM
BEMERSL T AR
<FvoLky : A
Z OO EE T ER - B

6. F—m% - AHE
F—RZ5 + A /730 7E 100mg. A 2 AN 0.1%3 ) > 200.83% U > 210.6% ) v

7. ERR4EERAR
EN;
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8. HERTABFABRUVKRREES. REELNMEAD. RTMABEABD
< KR A SRR 200mg N v 7 INIG | >

s . LS IR 5 AR P A FE B 5 bR A
AN gt ET A
0 A A A A FA A
fR5E HH R+ Low 1989 4 1989 4F 1989 4
BR 1A (777 AHR) 3H9H 20100AMZ00148000 67 17H 6 H17H
g B ERL - Low , , 1999 4E 1999 4
BE N (TTAF T 7) 7H9H 7H9A
WR7E4 o 2005 4 2005 4 2005 4
=t 71 % R > Low L 200mg 9 A 15 A 21700AMX00083000 12 A 16 H 12 7 16 H
KRR YRR A
R | .. N 2019 4 2019 4 2019 4E
W 200 S 23100AMX00085000
gw | Y “ﬁﬁﬁﬂn;g/gj/y 14160 6H 14 A 6H 14 A
RS R S
T 7% 200mg /X > 7 I ] 2021 % 2021 4
'NIG) 8H 12 H 8H 12 H
< KR AR SR R 600mg /N v 7 INIG | >
s . LTS IR 5 AR P A FE B 5 bR A
AN gt AT A
’ FA A A A FA A
fR7e #Z R« Hi 1989 4 1989 4 1989 4
BR 1A (777 AHR) 3H9H 20100AMZ00149000 67 17H 6 H17H
st s #1Z R« Hi , , 1999 4E 1999 4
BE N (TTAF T 7) 7TH9H 7H9A
k744 % Z R Hi 2005 4 2005 4 2005 4E
Ll ¥ 600mg 9H 15 H 21700AMX00084000 12 A 16 H 12 A4 16 H
RoR 2 MR R A
R | .., N 2019 4 2019 4 2019 4E
W 600 S 23100AMX00084000
gw | “ﬁﬁﬁﬂn;g/gj/y 14160 6H 14 A 6H 14
RS R S
T 7% 600mg /N> 7 I ] 2021 % 2021 i
'NIG) 8H 12 H 8H 12 H
9. ¥EXIHREM. RAERVAERLEHEEMNEFOEABRUVZTOAR
A Lgn
10. BFEEHR. BIMMEERLARFABRUVZTORE
L
1. BEEHM
BARANA
12. IRIEHARFIR (BT H1EH

AANL, BRI BI T 2 HIFRIZE O BV TNZRW,

26




13. £Ea—F

WA, EE%@?%%%% @%E%%ZTF HOT (9 k5) 5 %tfkﬁﬁﬂﬁ
I EEE = — R (YJ =— k) VAT LAfa— R

RS e AR
EfEWR 200mg /¥ > 7| 2119402P1135 2119402P1135 102463006 620246306
INIG]
RS e AR
EfEiR 600mg /N> 7| 2119402P2140 2119402P2140 102466106 620246606
INIG)

14. REHRTLOIE
AFNL, SR EOBREELTH S,

27




XI.

AR

. IR
1) HNER . ZE AR
2) MFHES fil - KA L ERIR, 18, 2604 (1984)
3) AEMEER fh : JERE L ERIR, 18, 2615 (1984)
4) RHIFERE Al o FLAE & ERIK, 18, 2625 (1984)
5) Ui EME fl - JEAE & BRIR, 18, 2641 (1984)
6) MEZEREA: b JLEE L EEER, 18, 2653 (1984)
7) Arisaka M. : Jpn Circ J. 38 : 227-237 (1974) (PMID: 4406961)
8) McDonald RH Jr, et al. : J Clin Invest. 43 : 1116-1124 (1964) (PMID: 14171789)
9) Yeh BK, et al. : J Pharmacol Exp Ther. 168 : 303-309 (1969) (PMID: 5803313)
10) I =132 @ IR 14 £ 113-117 (1974)
11) McNay, J.L.et al. : J PHarmacol.Exp.Ther., 151, 23 (1966) (PMID: 5902175)
12) Imbs, J.-L.et al. : Eur.J.PHarmacol., 33, 151 (1975) (PMID: 1175682)
13) Ross, G.et al. : Am.J.PHysiol., 212, 823 (1967) (PMID: 6024445)
14) Wintroub, B.U.et al. : Am.J.PHysiol., 217, 1716 (1969) (PMID: 5353047)
15) Bagwell, E.E.et al. : J PHarmacol.Exp.Ther., 173, 357 (1970) (PMID: 5434019)
16) Goodall,McC.et al. : Biochem.PHarmacol., 17, 905 (1968) (PMID: 5661353)
17) McDonald, R.H.Jr.et al. : J PHarmacol.Exp.Ther., 140, 60 (1963)
18) Jarnberg,P.-O.et al. : Acta.Anaesthesiol.Scand., 25, 328 (1981) (PMID: 7315181)
19) H-H/\E B AR S s E. B)IEE 5 2021 : C-3562-C-3566
20) Graf V.E.et al. : Arzneim.Forsch., 28, 2208 (1978) (PMID: 582933)
21) SERIAE i EHED v —F 1, 25, 2351, (1989)
. TORDEE T
MERR L

28



XI. &84

1. ELESHETORFTRE
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24 Hikma Pharmaceuticals USA Inc.

HR5E44 DOPAMINE HYDROCHLORIDE injection
I « Hik% | Injection : 40 mg in 1 mIL/ 80 mg in 1 mL

INDICATIONS AND USAGE

Dopamine Hydrochloride, USP is indicated for the correction of hemodynamic imbalances present in
the shock syndrome due to myocardial infarction, trauma, endotoxic septicemia, open-heart surgery,
renal failure, and chronic cardiac decompensation as in congestive failure.

Patients most likely to respond adequately to Dopamine Hydrochloride, USP are those in whom
physiological parameters, such as urine flow, myocardial function, and blood pressure, have not
undergone profound deterioration. Multiclinic trials indicate that the shorter the time interval
between onset of signs and symptoms and initiation of therapy with blood volume correction and
Dopamine Hydrochloride, USP, the better the prognosis. Where appropriate, blood volume
restoration with a suitable plasma expander or whole blood should be accomplished prior to
administration of Dopamine Hydrochloride, USP.

Poor Perfusion of Vital Organs— Urine flow appears to be one of the better diagnostic signs by which
adequacy of vital organ perfusion can be monitored. Nevertheless, the physician should also observe
the patient for signs of reversal of confusion or reversal of comatose condition. Loss of pallor,
increase in toe temperature, and/or adequacy of nail bed capillary filling may also be used as indices
of adequate dosage. Clinical studies have shown that when Dopamine Hydrochloride, USP is
administered before urine flow has diminished to levels of approximately 0.3 mL/minute, prognosis
is more favorable. Nevertheless, in a number of oliguric or anuric patients, administration of
Dopamine Hydrochloride, USP has resulted in an increase in urine flow, which in some cases
reached normal levels. Dopamine Hydrochloride, USP may also increase urine flow in patients
whose output is within normal limits and thus may be of value in reducing the degree of pre-existing
fluid accumulation. It should be noted that at doses above those optimal for the individual patient,
urine flow may decrease, necessitating reduction of dosage.

Low Cardiac Output — Increased cardiac output is related to dopamine’s direct inotropic effect on
the myocardium. Increased cardiac output at low or moderate doses appears to be related to a
favorable prognosis. Increase in cardiac output has been associated with either static or decreased
systemic vascular resistance (SVR). Static or decreased SVR associated with low or moderate
movements in cardiac output is believed to be a reflection of differential effects on specific vascular
beds with increased resistance in peripheral beds (e.g., femoral) and concomitant decreases in
mesenteric and renal vascular beds.
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Redistribution of blood flow parallels these changes so that an increase in cardiac output is
accompanied by an increase in mesenteric and renal blood flow. In many instances the renal
fraction of the total cardiac output has been found to increase. Increase in cardiac output produced
by dopamine is not associated with substantial decreases in systemic vascular resistance as may
occur with isoproterenol.

Hypotension — Hypotension due to inadequate cardiac output can be managed by administration of
low to moderate doses of Dopamine Hydrochloride, USP which have little effect on SVR. At high
therapeutic doses, dopamine’s alpha-adrenergic activity becomes more prominent and thus may
correct hypotension due to diminished SVR. As in the case of other circulatory decompensation
states, prognosis is better in patients whose blood pressure and urine flow have not undergone
profound deterioration. Therefore, it is suggested that the physician administer Dopamine
Hydrochloride, USP as soon as a definite trend toward decreased systolic and diastolic pressure
becomes evident.

DOSAGE AND ADMINISTRATION
WARNING: This is a potent drug; it must be diluted before administration to the patient.

Dopamine hydrochloride injection is administered (only after dilution) by intravenous infusion.

Suggested Dilution — For the 40 mg/mL preparation, transfer by aseptic technique the contents
containing either 5 mL, 200 mg or 10 mL, 400 mg of dopamine hydrochloride to either a 250 mL or
500 mL bottle of one of the sterile I.V. solutions listed below. For the 80 mg/mL preparation, transfer
by aseptic technique the contents containing 10 mL, 800 mg of dopamine hydrochloride to a 250 mL,
500 mL or 1000 mL bottle of one of the following sterile 1.V. solutions:

0.9% Sodium Chloride Injection, USP

5% Dextrose Injection, USP

5% Dextrose and 0.9% Sodium Chloride Injection, USP
5% Dextrose and 0.45% Sodium Chloride Injection, USP
5% Dextrose and Lactated Ringer’s Injection

Sodium Lactate Injection, USP 1/6 Molar

Lactated Ringer’s Injection, USP

The resultant dilutions are summarized in the following chart:

Concentration of dopamine hydrochloride 40 mg/mL 80 mg/mL

Volume of dopamine 5 mL 10 mL 10 mL
Hydrochloride Injection, USP

250 mL Bottle of I.V. Solution 800 mcg/mL | 1600 mcg/mL | 3200 mcg/mL
500 mL Bottle of I.V. Solution 400 mcg/mL | 800 mcg/mL 1600 mcg/mlLL
1000 mL Bottle of I.V. Solution 200 meg/mL [ 400 mcg/mL 800 mcg/mL

Dopamine hydrochloride injection has been found to be stable for a minimum of 24 hours after
dilution in the foregoing I.V. solutions. However, as with all 1.V. admixtures, dilution should be
made just prior to administration.
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Do NOT add dopamine hydrochloride to Sodium Bicarbonate Injection, USP or other alkaline I.V.
solutions, since the drug is inactivated in alkaline solution.

Rate of Administration — Dopamine hydrochloride injection after dilution, is administered
intravenously by infusion via a suitable I.V. catheter or needle. When administering dopamine
hydrochloride (or any potent medication) by continuous intravenous infusion, it is advisable to use a
precision volume control I.V. set. Each patient must be individually titrated to the desired
hemodynamic or renal response to dopamine.

In titrating to the desired increase in systolic blood pressure, the optimum dosage rate for renal
response may be exceeded, thus necessitating a reduction in rate after the hemodynamic condition
is stabilized.

Administration at rates greater than 50 mcg/kg/min have safely been used in advanced circulatory
decompensation states. If unnecessary fluid expansion is of concern, adjustment of drug
concentration may be preferred over increasing the flow rate of a less concentrated dilution.

Suggested Regimen:
1. When appropriate, increase blood volume with whole blood or plasma until central venous
pressure is 10 to 15 cm H20 or pulmonary wedge pressure is 14 to 18 mm Hg.

2. Begin infusion of diluted solution at doses of 2 — 5 mcg/kg/min of dopamine hydrochloride in
patients who are likely to respond to modest increments of heart force and renal perfusion.

In more seriously ill patients, begin infusion of diluted solution at doses of 5 mcg/kg/min of
dopamine hydrochloride and increase gradually using 5 to 10 meg/kg/min increments up to a rate of
20 to 50 mcg/kg/min as needed. If doses in excess of 50 mcg/kg/min are required, it is advisable to
check urine output frequently. Should urinary flow begin to decrease in the absence of hypotension,
reduction of dopamine dosage should be considered. Multiclinic trials have shown that more than 50
percent of patients have been satisfactorily maintained on doses less than 20 mcg/kg/min.

In patients who do not respond to these doses with adequate arterial pressures or urine flow,
additional increments of dopamine may be given in an effort to produce an appropriate arterial
pressure and central perfusion.

3. Treatment of all patients requires constant evaluation of therapy in terms of blood volume,
augmentation of cardiac contractility, and distribution of peripheral perfusion.

Dosage of dopamine should be adjusted according to the patient’s response, with particular
attention to diminution of established urine flow rate, increasing tachycardia or development of new
dysrhythmias as indices for decreasing or temporarily suspending the dosage.

4. As with all potent intravenously administered drugs, care should be taken to control the rate of
administration to avoid inadvertent administration of a bolus of the drug.

Parenteral drug products should be inspected visually for particulate matter and discoloration prior
to administration, whenever solution and container permit.
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2. BHEITHEEXEER
ERICEY SBIMER (F—RXFSUTHE)

AR T N EOEBOHDLERE A=A M T VT L I3RS,

(V. 6. BEDOEREZATHEEICEHTIHIEE] OIESRK)

5 SO

Drug Name Category
A=A NZ7 VT DHFE dopamine B3
(2021 4% 4 A #R)

A=A NZ U7 D55 (An Australian categorization of risk of drug use in pregnancy)

Category B3 :

Drugs which have been taken by only a limited number of pregnant women and women of

childbearing age, without an increase in the frequency of malformation or other direct or

indirect harmful effects on the human fetus having been observed.

Studies in animals have shown evidence of an increased occurrence of fetal damage, the

significance of which is considered uncertain in humans.
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XIm.

1.

L)

RAl - IRFEZIBICER L TERERYIBETS
(1) e

LR

121

(2) HE - BAMRURERETF 21— JiEAMHR

2.

< R/ R AR IR 200mg/600mg /N v 7 TNIG

FEOERICET HFE :

LR

% Ot o> B B

Hz->THEEER

Rl 2 batBrig k> 2 v

AT, AANOYEYCFERVLEEICET | TH Y | Al LBl L THEM LZBRO A%t

IZDOWTOFIIEE R L T\ ew, 72, Bld LB oI LR 2 ETEIC DWW TR L T
W, ARHFIZ A L BLA L TERT 2RI, FEAOBRMCELMR L, T sZ &,

- etk

(1) pH EEHHER
O RR I U ERTE S R 200mg /N 7 TNIG
ek 0.1mol/L HCI(A)mL B pH X% . e
pH 0.1mol/L NaOH(B)mL 754k 5 pH BBIES EALRTR,
(A)10mL 1.35 2.24 L
3.59 .
(B)1.0mL 10.02 6.43 548 a7 e
pH 1 2 3 4 5 6 7 8 10 11 12 13 14
0.1 mol/LL HC] 0.1 mol/LL NaOH p -
&
— 10mL 1.0mL — B Bl
1.35 3.59 10.02
O RR S R FRYE AR R 600mg 2N > 7 TNIG
v e 0.1mol/L HCI(A)mL B pH X . e
pH 0.1mol/L NaOH(B)mL 25t pH EECES ZALPTR
(A)10mL 1.37 2.29 L
3.66 .
(B)3.6mL 10.56 6.90 58 o 7 e
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
0.1 mol/L HCl1 0.1 mol/L. NaOH ., s
— 10mL 3.6mL — iR EED]
1.87 3.66 10.56
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(2) EEELHER
ARBR I : 1989 4
BB TE 0 R UM R R 200mg /N 7 INIG) f O R/8 R  HEEREE s ## I 600mg /N
v 7 INIG) 1 8EM % U, ST 1 AR (DR 18, ARG 25 KA TaR
%] BEEVY CVICTEANRRML, AMEL, pH RO R S S MRt & & 2 1R R p9 I E

L7,
(AR OWEEE  sol. : INFHAMIK. sal. : AABAER,. D.W. : HEHHK)

o=

X ARRERIT. VT REER

RERTEH : pH, #M#l (B2&E%. 3hr, 6hr, 24hr)
RS U & & (BAA B, 24hr ; FRAETRT)
{RAFESAE - 881E (19~25°C) . 24 KR

CEE] ABLAZERBRIT —EDORIETICBWTEBEINTEY . RIFICE > TRRIMRPEND

ZENDD,

(%] oL, FEOHNE K] 2280 L,

O RoRR R AR R 200mg 7Y 7 TNIG

DOBIFNC T FEh S iz,

(B4t Y oA K, Ay Uh :Ca, 7 YA Na, HOKMWITEK)

ﬁaé\ﬁﬁu . BB 1% O ki IRE ]
T LT F N 250mg sl MR o MR WA
113 | [250mg/5mL] pH 8.52 8.48 8.47 8.40
(7==1+A> Na) A= (%) — — — —
2D R—IVEHE S8 — — — —
114 | [200mg/20mL] pH 4.98 4.96 4.94 4.84
(zy FaA F il Na- V) FUEE Na)| BIEE (%) 100 — — 99.4
AU Y UVERNE 10mg S8 — — — —
117 | [10mg/ 2mL] pH 5.08 5.03 5.03 4.98
(T ERL) BAAE (%) 100 — — 100.0
AXH A R= T AFEA4L0 <A A8 — — — —
122 | [40mg/2mL] pH 3.65 3.65 3.65 3.58
(A% A =7 2HGEY) BAAE (%) 100 — — 100.3
YA 7 0.25mg S8 — — — —
211 | [0.25mg/1mL] pH 3.70 3.65 3.66 3.61
(axv ) BAAE (%) 100 — — 99.9
F A7 4 U 1 250mg sl DML | DT DNHAL | P H T sL THRL
211 | [250mg/10mL] pH 8.02 7.92 7.89 7.88
(737740 ) BAAE (%) 100 — — 98.8
a4 7 —/ LE0.2mg S8 — — — —
211 | [0.25mg/1mL] pH 3.59 3.61 3.58 3.55
(14 V7L F U HEEEE) BAAE (%) 100 — — 98.9
K7 b L v 7 2EFHE 100mg iy — — — —
211 | [100mg/5mL] pH 3.68 3.67 3.65 3.60
(K7 # 2 HEFEE) BAAE (%) 100 — — 100.5
77 by S 300mg S — — — —
211 | [300mg/sol.5mL] pH 4.35 4.30 4.28 4.22
(77 53 Na) BAFE (%) 100 — — 94.8
A VT T VEFHE 2mg s1481 — — — —
212 | [2mg/ 2mL] pH 3.65 3.64 3.63 3.63
(7a77 ) a— VIGEEE) BAAE (%) 100 — — 100.7
UV Z U bmg S48 — — — —
212| [5mg/2mL] pH 3.65 3.63 3.63 3.59
(NRZ I VIERRIR) BAAE (%) 100 — — 99.3
AT —)V S 125mg I8 — — — —
212| [125mg/5mL] pH 3.67 3.66 3.66 3.66
(R ¥ VF B BAAE (%) 100 — — 100.0
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200mg /N v 7 A A iR

Na)

_ @aé\%@ﬁu v B &7 O Rt e Y
U AE X P#EA 50mg S8l — — — —
212| [50mg/5mL] pH 3.74 3.73 3.73 3.73
(Voo yers 3R BhAE (%) 100 — — 100.2
7 IH Y ¥ 100mg S8l — — — —
212| [100mg/1mL] pH 3.89 3.85 3.83 3.76
(FahA 73 RiEEeE) BAE (%) 100 — — 100.7
INE T kM 100mg N i B i B AR it B R it B R
213 | [200mg/5%7" 1 VTS 2mL] pH 7.28 7.21 7.28 7.34
(v /K BAAE (%) — — — —
Z vy 7 A1 20mg S8l — — — —
213| [20mg/2mL] pH 4.06 4.03 4.01 3.97
(Z7ak3IR) BhAE (%) 100 — — 100.2
FA YRV a—U% bmg S8l — — — —
216 | [Smg/1mL] pH 3.68 3.66 3.63 3.56
(7 ==L 7V e BhAE (%) 100 — — 101.5
=k —/L{ 5mg S8l — — — —
217 | [Amg/10mL] pH 3.83 3.80 3.81 3.74
(RfEA V VL E R) BAE (%) 100 — — 100.0
3 U A1 —/ 7% bmg/10mL S8 — — — —
217 | [Amg/10mL] pH 3.76 3.70 3.66 3.51
(=t ZU®Y) BAE (%) 100 — — 96.4
20%~ > = b — /A EERIYD] sl — — — —
219 | [20W/V%,100mL] pH 3.84 3.80 3.76 3.56
D-~<r=F—n) BhAE (%) 100 — — 100.4
=2 Y R 500mg S8l — HENIHE | DTS | bThICsE
219| [500mg/10mL] pH 5.54 5.60 5.60 5.63
(Fay) BhAE (%) 100 — — 99.8
7 v F— i sz — — — DI
219| [20g/200mL] pH 3.86 3.86 3.86 3.94
V- VAP AE S BAE (%) 100 — — 99.0
75 7 F T 4bmg S8 — — — —
221 | [45mg/3mL] pH 3.66 3.65 3.64 3.58
(PEALRT IV) BAE (%) 100 — — 99.1
=7 = R I H ) K 40mg S8l — — — —
222 | [40mg/1mL] pH 3.67 3.67 3.64 3.61
(=7 = RV R BhAE (%) 100 — — 101.8
v Y ViR TE 4mg sl — — — —
223 | [4mg/2mL] pH 3.49 3.47 3.47 3.40
(A=W S =1 3= BhAE (%) 100 — — 100.1
AAI T 1mg s — — — —
245 | [1mg/1mL] pH 3.66 3.64 3.64 3.57
(7 RLFUY) BAE (%) 100 — — 100.4
JT KU F U E 1mg s — — — —
245| [1mg/1mL] pH 3.53 3.53 3.51 3.48
(AT RFLFUY) BAE (%) 100 — — 99.2
B > U EEA 500mg sl HENCHF | DTHICHTE | bTOICHE | bToIcHE
245| [500mg/sol.6mL] pH 6.76 6.74 6.74 6.71
(e FeanrFyranyBr 270 Na) | BEE (%) 100 — — 99.4
KIEVENA R e 22— b U EHKR 500mg S8l — — — —
245 | [500mg/10mL] pH 6.63 6.64 6.63 6.62
(B FeanrgFy ) U ERx 27 /L Na) BhAE (%) 100 — — 99.6
T R R 1.65mg S8l — — — —
245| [2mg/0.5mL] pH 5.15 5.12 5.11 5.05
(FXFYAZ V) VT 2T )L Na) BAE (%) 100 — — 99.6
U 7 1 i 4mg(0.4%) S8 — — — —
245 | [4mg/1mL] pH 4.45 4.40 4.36 4.14
(RE AL ) R AT )L Na) BAE (%) 100 — — 98.8
Ve A R — L EER 40mg S8l — HENIHE | DT | bThICsE
945 [40mg/sool.1n}L] o o pH 6.11 6.09 6.10 5.98
(AFNTVR=S 2T REATI s () 100 — — 100.3
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200mg /N v 7 A A iR

_ @aé\%@ﬁu . B &7 O Rt e R
KIEMEZ L R =2 20mg S8l — — — —
245 | [20mg/sol.2mL] pH 4.89 4.85 4.78 4.60
(Fv F=varansgz x5/ Na) BhAE (%) 100 — — 100.0
FaAXE Y - F SR 1000 s — — — DI
249 | [1mg/1mL] pH 4.04 4.04 4.01 3.84
(VA=A BAAER (%) 100 — — 99.2
v Y2 ERHR 500mg S8l — — — —
314 | [500mg/2mL] pH 5.92 5.91 5.89 5.92
(7 Aa e iR BAAE (%) 100 — — 100.1
AT I A Y — b —iRE ) S8 — — — —
318 | [10mL] pH 3.71 4.09 4.08 3.98
(FT7TIVPANLT 4 R« Be+ Bl | BEE (%) 100 — — 99.0
EX AT ETE S8 — — — —
318 [/]D‘.W.EOmL‘]‘ “ " pH 4.45 4.55 4.64 4.66
ﬁ,ﬁf ST TS TANT AN Be Bl | g (o) 100 — — 1015
H VT a2 —)LEFESHR 8.5%10mL S8l — — — —
321 | [850mg/10mL] pH 5.36 5.36 5.40 5.49
(Z =g Ca) BAE (%) 100 — — 99.4
7 FiE (#RH) 100mg S8l F& & & &
332 | [100mg/20mL] pH 4.64 4.66 4.66 4.64
(BN 7 1 WAL VB Na) BhAE (%) 100 — — 99.9
FZ oW U 10% s — DENITHEE | DTN | Pk
332| [1g/10mL] pH 6.20 6.20 6.18 6.15
(b7 %9 AFR) BAAER (%) 100 — — 97.5
~RY AN T BE T T EAL/10mLIAY S8l — — — —
333 | [10000U/10mL] pH 423 4.20 4.19 4.22
(~%1 > Ca) BAAE (%) 100 — — 100.2
~%Y > Na ¥ 5 THAZ/BmL S8l — — — —
333 | [5000U/5mL] pH 5.50 5.44 5.41 5.36
(~s%Y » Na) BAE (%) 100 — — 99.8
T N ¥ Y — VEREIR 2¢ sl HPDICHEE | DTG | DT | DTk
392 | [20mL] pH 7.07 7.10 7.08 7.17
(F A Hiiliz Na) BhAE (%) 100 — — 100.0
2T EF A 200mg S8 — — — —
392 | [200mg/sol.3mL] pH 4.72 4.69 4.67 4.65
(INBEFF) BAAER (%) 100 — — 101.4
A A 1 UEE 7% (20mL ) s DPENITR | bTICR | bk Wt
392 | [20mL] pH 7.86 7.86 7.87 7.87
(IR1E/KE Na) BAAE (%) 100 — — 99.5
TIVX A — b ATEEE 10% S — — — O
399 | [20g/200mL] pH 6.38 6.37 6.37 6.39
(-7 ¥=yv L- 72 3 UfBih) BhAE (%) 100 — — 99.3
277Uy FiESNK 2 5 5 THAL S8 — — — —
399 | [25000U/sal.5mL] pH 3.76 3.74 3.74 3.72
(DY FRETF) BhAE (%) 100 — — 99.8
HEHRHT 74 —7 1 100 S8l — — — —
399 | [100mg/D.W.5mL] pH 3.72 3.70 3.69 3.62
(HA_¥H— b A LR BAAER (%) 100 — — 99.9
HEHA 7> 10 s — — — —
399 | [10mg/b% 7 R v - 5mL] pH 3.65 3.68 3.67 3.65
(F77FAS v b A )VERE) BAAE (%) 100 — — 99.8
VY ay o ERE 600mg S8l — — — —
611 | [600mg/2mL] pH 3.66 3.64 3.66 3.65
(Vo a~Aa ) BhAE (%) 100 — — 102.0
TH s 2 LEHA 1g sz — — — (5
612 | [1g/D.W.10mL] pH 4.90 4.90 4.84 4.87
(7 X s LT L) BAAER (%) 100 — — 100.3
753 1 60mg S8l — — — —
612 | [60mg/1.5mL] pH 4.74 4.54 4.53 4.27
(h7I~A42) BAAE (%) 100 — — 100.4
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200mg /N v 7 A A iR

_ @aé\%@ﬁu v A e At
TR T 60 S8l — — — —
613 | [60mg/1.5mL] pH 3.76 3.72 3.73 3.65
(FrB~A L U FRkE) BhAE (%) 100 — — 99.9
HEHFH =<1 2 100mg s — DPEIETE | DT | b
613| [100mg/D.W.5mL] pH 5.69 5.58 5.58 5.52
(PR UREERE) BAAER (%) 100 — — 98.1
v U R 2g S8l DENCHR | DR | R PRI AR
613| [2g/D.W.20mL] pH 8.02 7.73 7.59 6.92
(7> v U Na) BAAE (%) 100 — — 97.4
ANy hU U CERA 1g S8l — — — —
613| [1g/D.W.10mL] pH 4.48 4.46 4.39 4.31
(£~<Z 2V Na) BhAE (%) 100 — — 97.3
PN ARY T 1g S8l — 03 3 03
613| [1g/D.W.10mL] pH 6.35 6.27 6.29 6.19
(v 7 3 F 7 LIEERYE) BhAE (%) 100 — — 99.0
N2k a— LA 1g sl — — Ok (e
613| [1g/D.W.10mL] pH 7.10 7.03 7.06 7.07
(7 A &L L) BAAER (%) 100 — — 98.4
EX T UEE 1g S8l — — — —
613| [1g/D.W.10mL] pH 6.19 6.19 6.14 6.23
(B7 5V n) BAAE (%) 100 — — 101.8
ALY UFEH 1g pis7) — — — —
613| [1g/D.W.10mL] pH 4.30 4.20 4.13 3.99
(73 /27 A Na) BhAE (%) 100 — — 103.6
v T RAE Y N 1g S8l — — — (e
613| [1g/D.W.10mL] pH 4.17 4.08 4.01 3.88
(7 A% —1 Na) BhAE (%) 100 — — 98.8
A=Y UEEH 1g s — — — —
613| [1g/D.W.10mL] pH 5.15 5.24 5.32 5.43
(ZExt 7 Na) BAAER (%) 100 — — 102.3
I LRTERHER 0.5g sz — — e R #
613 | [0.5g/sal.100mL] pH 6.37 6.29 6.26 5.80
(A IR L - 5 AHFF L Na) BhAE (%) 100 83.8 77.2 61.8
77 XY S 50mg s148 & 5 A FAO)
617 | [50mg/D.W.10mL] pH 6.17 6.17 6.20 6.14
(VN ) BhAE (%) — — — —
VYT v A SRR 250 sz YRR Yk YRR YA
625| [250mg/D.W.10mL] pH 8.66 8.65 8.60 8.57
(7> Z7mENL) BAAE (%) 100 — — 94.6
71 Y — K F{E 200mg S8l — — — —
629 | [200mg/20mL] pH 4.26 4.19 4.20 4.27
(TaFY—) BAAE (%) 100 — — 99.5
Control AL . . . o
= | wizta ~ pH 3.65 3.62 3.65 3.54
EArE (%) 100 — — 100.2
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O R/ HERRYE SR ERHENT 600mg /N~ 7 TNIG

(B4 omE HY wA K, IS A :Ca, F MU A Na, HOKWITE)

%L Ea/a\%ﬁu St Bl O RGE IR
7L ET F U 250mg s Mk Ek 7S T
113 | [250mg/5mL] pH 7.97 7.94 7.92 7.85
(7==1FA > Na) AR (%) — — — =
2D R—IVEHE S8l — — — —
114 | [200mg/20mL] pH 4.74 4.73 4.71 4.63
(> NaA F il Na « U FUEE Na)| BBAEER (%) 100 — — 99.8
AR YV UERTK 10mg S8l — — — —
117 | [10mg/ 2mL] pH 4.98 4.96 4.96 4.94
(TERL) BhAE (%) 100 — — 99.9
AXH A N= T LTFE40 [<LA ) S8l — — — —
122 | [40mg/2mL] pH 3.49 3.49 3.47 3.44
(A% 2 =7 1Y) BAE (%) 100 — — 100.3
A 0.25mg S8l — — — —
211 | [0.25mg/1mL] pH 3.51 3.50 3.47 3.44
(axv ) BAE (%) 100 — — 99.4
FA T 4 U »F 250mg S8l — — — —
211 | [250mg/10mL] pH 7.77 7.64 7.61 7.60
(737749 ) BAE (%) 100 — — 98.6
% /—/,LLiE0.2mg S8l — — — —
211 | [0.25mg/1mL] pH 3.57 3.59 3.57 3.51
(-1 Y 7V ) o YaEei) BhAE (%) 100 — — 97.5
K7 b Ly 7 Z1EHE 100mg S8l — — — —
211 | [100mg/5mL] pH 3.56 3.54 3.52 3.48
(K7 Z 2 HEEEE) BAE (%) 100 — — 100.5
77 by SR 300mg S8l — — — —
211 | [300mg/sol.5mL] pH 4.03 3.99 3.97 3.96
(7753 Na) BAE (%) 100 — — 99.4
A T T NVESK 2mg S8l — — — —
212 | [2mg/ 2mL] pH 3.58 3.56 3.55 3.57
(Tu>77 ) a— VIGEEE) BAE (%) 100 — — 99.6
UV 7 UHE 5mg S8l — — — —
212| [5mg/2mL] pH 3.48 3.45 3.45 3.46
(NRZ I VIETRIR) BhAE (%) 100 — — 100.0
AF U F—)V T ERE 125mg s — — — —
212| [125mg/5mL] pH 3.61 3.60 3.60 3.59
(R ¥ VF IR BAE (%) 100 — — 99.6
Y ZEX 2 P #E 50mg S8 — — — —
212| [50mg/5mL] pH 3.61 3.60 3.59 3.59
O PYA AN BAE (%) 100 — — 102.2
7 2% U 7 100mg S8l — — — —
212 | [100mg/1mL] pH 3.86 3.82 3.79 3.72
(FaliA T 2 RIEREE) BAE (%) 100 — — 99.5
IVE T N FER 100mg S8l fEin L (5 =erw (5 erw PEEEIL
213 | [200mg/5%7" b IHETESHE 2mL] pH 7.06 7.12 7.15 7.15
(L /K BhAE (%) — — — —
Z w7 AN 20mg s — — — —
213| [20mg/2mL] pH 3.89 3.88 3.85 3.79
(Z7a®3I W) BAE (%) 100 — — 99.5
FATRY L a—T 1 bmg S8l — — — —
216 | [5mg/1mL] pH 3.55 3.54 3.53 3.51
(Zx=v 7Y IEERE) BAE (%) 100 — — 100.1
= hE—/L7E bmg S8l — — — —
217 | [Amg/10mL] pH 3.71 3.71 3.69 3.65
(FEfEA ~V VL E R) BhAE (%) 100 — — 99.9
2 U Au— L 5mg/10mL S8l — — — —
217| [Amg/10mL] pH 3.56 3.55 3.52 3.46
(=harxy) BhAE (%) 100 — — 100.3
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600mg /v 7 Hl & 2 bk &

_ @aé\ﬁéﬁu v A e At
20%~ > = b — /L EERIYD] sl — — — —
219 | [20W/V%,100mL] pH 3.80 3.80 3.79 3.70
D-~<r=F—n) BhAE (%) 100 — — 100.5
=2 UEHIR 500mg S8l — — — —
219| [500mg/10mL] pH 5.62 5.61 5.49 5.41
(vFa2V V) BAE (%) 100 — — 99.4
7 v F— i S8 — — — —
219| [20g/200mL] pH 3.78 3.78 3.78 3.88
¢ VAEDIPEE L) BAE (%) 100 — — 99.0
T T 7 F U FE 45mg S8l — — — —
221 | [45mg/3mL] pH 3.59 3.58 3.57 3.51
(PEALFRTIV) BhAE (%) 100 — — 100.4
27 = R I FEFHK 40mg S8l — — — —
222 | [40mg/1mL] pH 3.53 3.53 3.52 3.50
(=7 = RV ) BhAE (%) 100 — — 100.2
B Y LR 1 4mg S8l — — — —
223 | [4mg/2mL] pH 3.47 3.47 3.47 3.42
(F'a b~ k) BAE (%) 100 — — 100.0
AAIVVE Img sl — — - —
245| [1mg/1mL] pH 3.57 3.55 3.54 3.52
(7 RLFUY) BAE (%) 100 — — 100.2
JVT RFUF U U 1mg pis7) — — — —
245| [1mg/1mL] pH 3.51 3.50 3.49 3.46
()T KLFUv) BhAE (%) 100 — — 100.4
W7o UEHER 500mg pis7) — — — —
245 | [500mg/sol.6mL] pH 6.62 6.60 6.60 6.55
(e FmarFyrany@Br A7)V Na) |BEER (%) 100 — — 100.2
KEEMENA R 2 — b SR 500mg sl — — — —
245 | [500mg/10mL] pH 6.45 6.46 6.44 6.42
(e FuarFy o) oigrA7 v Na) | 5EE (%) 100 — — 100.2
T R R 1.65mg S8l — — — —
245| [2mg/0.5mL] pH 4.73 4.69 4.68 4.54
(TP A% ) e 27 L Na) BAE (%) 100 — — 100.1
U 7| i 4mg(0.4%) S8l — — — —
245 | [4mg/1mL] pH 4.26 4.22 4.21 4.11
(RE A B ) BT 2T )L Na) BhAE (%) 100 — — 100.4
Vb e A R —/ViEH 40mg S8l — — — —
945 [40mg/so°1.1n}L] o o pH 5.92 5.89 5.89 5.78
N(a); TNTVRESBLANTREATIC e (%) 100 — — 99.8
KT L R=2 20mg S8l — — — —
245 | [20mg/sol.2mL] pH 4.39 4.38 4.36 4.26
(FLv R=Ymrasfpz 25/ Na) BAAE (%) 100 — — 99.6
ZFa AKX )LEL - FEHKE 1000 S8l — — — —
249 | [1mg/1mL] pH 3.74 3.79 3.76 3.73
(Y 7aAB) BhAE (%) 100 — — 99.4
v v UERR 500mg S8l — — — —
314 | [500mg/2mL] pH 5.76 5.76 5.75 5.78
(TR ) BAAER (%) 100 — — 100.6
FFT Iy AU —E—iREER) S8 — — — —
317 | [10mL] pH 3.67 4.08 4.07 4.00
(FTIVALVT 4 B - Be - Bulidhfl) | #R7FER (%) 100 — — 99.2
EX AT ETA s148 — — — —
317 [/]D\.W.A20mL‘]‘ ) " pH 4.42 4.55 4.67 4.67
ﬁ,ﬁ)) SRTT I TANT AR Bo s BBl e e (9 100 — — 98.9
T NF 2 —VTEFHE 8.5%10mL S8l — — — —
321 | [850mg/10mL] pH 5.24 5.27 5.29 5.38
(7= g Ca) BAE (%) 100 — — 100.2
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600mg /N VELA 2 LB

_ @aé\%@ﬁu . A e At
7 FHiE (#RH) 100mg S8l & & & &
332 | [100mg/20mL] pH 4.29 4.30 4.31 4.30
(BN 7 1 WAL VB Na) BhAE (%) 100 — — 99.9
FT oUW U 10% s — — — —
332| [1g/10mL] pH 6.12 6.12 6.11 6.09
(N ) BAAER (%) 100 — — 100.0
~RY AN T BE T T EAL/10mLIAY S8l — — — —
333 | [10000U/10mL] pH 4.08 4.03 4.01 3.95
(~31 > Ca) BAAE (%) 100 — — 101.4
~%Y > Na ¥ 5 THAZ/BmL S8l — — — —
333 | [5000U/5mL] pH 5.08 5.02 5.02 4.97
(~s%Y » Na) BAE (%) 100 — — 100.3
F R Y — LRI 28 sl — N - -
392 | [20mL] pH 7.00 7.01 6.98 7.15
(F A Hiiliz Na) BhAE (%) 100 — — 100.2
2T EF A 200mg S8l — — — —
392 | [200mg/sol.3mL] pH 4.48 4.47 4.44 4.44
(INBEFF) BAAER (%) 100 — — 100.3
A A 1 UEE 7% (20mL ) S8l — — — PR
392 | [20mL] pH 7.69 7.77 7.75 7.78
(IR1E/KE Na) BAAE (%) 100 — — 97.6
TR A — N EREETE 10% S8l — — — —
399 | [20g/200mL] pH 6.35 6.34 6.35 6.38
(-7 ¥=y-L- 7% 3 k) BAE (%) 100 — — 100.2
277Uy FiESNK 2 5 5 THAL S8 — — — —
399 | [25000U/sal.5mL] pH 3.69 3.66 3.67 3.65
(DY FRETF) BhAE (%) 100 — — 100.7
HEHRHT 74 —7 1 100 S8l — — — —
399 | [100mg/D.W.5mL] pH 3.62 3.62 3.61 3.54
(HA_¥H— b A LRI BAAER (%) 100 — — 100.5
HEHA 7 10 s — — — —
399 | [10mg/b% 7 R v - 5mL] pH 3.53 3.54 3.55 3.53
(F77FAS v b A VERE) BAAE (%) 100 — — 100.3
VY a v SR 600mg S8l — — — —
611 | [600mg/2mL] pH 3.57 3.55 3.55 3.54
(U vawAa s ) BhAE (%) 100 — — 100.2
T 2 LTS 1g s — — — W
612 | [1g/D.W.10mL] pH 4.84 4.84 4.81 4.82
(7 X s LT L) BAAE (%) 100 — — 100.1
75 3 1 60mg S8l — — — —
612 | [60mg/1.5mL] pH 3.94 3.92 3.91 3.81
(FTT~A ) BAAE (%) 100 — — 100.4
TR T 60 S8l — — — —
613| [60mg/1.5mL] pH 3.66 3.62 3.62 3.57
(FrB~A L k) BhAE (%) 100 — — 100.0
HH A/ =<1 > 100mg S8l — — — —
613| [100mg/D.W.5mL] pH 5.54 5.44 5.42 5.36
(PRI UHiER) BhAE (%) 100 — — 100.0
v R 2g S8 — — — —
613 | [2g/D.W.20mL] pH 7.89 7.48 7.31 6.62
(7> v U Na) BAAER (%) 100 — — 98.5
RO R o U R 1g SHEL - - . »
613| [1g/D.W.10mL] pH 4.31 428 4.25 4.19
(273U Na) BAAE (%) 100 — — 100.7
NRUARY N 1g S8 — YK YK YK
613| [1g/D.W.10mL] pH 6.27 6.21 6.28 6.13
(B 7 4 F 7 L) BAE (%) 100 — — 99.6
N2 R a— A 1g s148 — — — ek
613| [1g/D.W.10mL] pH 6.89 6.89 6.91 6.95
(B7 A J v LEEEH) BhAE (%) 100 — — 99.7
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600mg /N VELA 2 LB

_ @aé\%@ﬁu St B &5 O RF R
it%jé o é\%ﬁji’(ﬁ?ﬁ 555 HH Bl A T 3hr 6hr 24hr
EX VU 1g shl — — — —
613 | [1g/D.W.10mL] pH 6.21 6.22 6.13 6.16
(B7 &P L) BAFE (%) 100 — — 99.8
ALY TN 1g 8 — — — —
613| [1g/D.W.10mL] pH 4.17 4.09 4.03 3.94
(73 /7 A Na) BAAE (%) 100 — — 100.0
w7 A UEER 1g 8 — — — —
613| [1g/D.W.10mL] pH 4.08 4.01 3.94 3.83
(£7 A% —/L Na) BAFR (%) 100 — — 100.5
A ) N 1g S8 — — — —
613| [1g/D.W.10mL] pH 5.00 5.13 5.20 5.30
(%%t~ Na) BAFE (%) 100 — — 100.5
F ) AR 0.5g shl — — O e
613 | [0.5g/sal.100mL] pH 6.30 6.25 6.19 5.72
(A IR L - FAZF 2 Na) BAAE (%) 100 96.8 94.7 87.9
77 XY S H 50mg A8 £ £ £y B (TRR)
617 | [50mg/D.W.10mL] pH 6.04 6.04 6.06 6.02
(7 LA 7Y > B) BAAE (%) — — — —
VBT w7 AR 250 sl — — — DN
625| [250mg/D.W.10mL] pH 8.13 8.10 8.07 8.03
(77 mE)N) BAAE (%) 100 — — 96.4
7uJ— K F & 200mg shl — — — —
629 | [200mg/20mL] pH 4.24 4.19 4.20 4.27
(Ta)FY—1) BAFE (%) 100 — — 99.9
Control L o . - -
— | s ~ pH 3.57 3.55 3.57 3.54
BAAE (%) 100 — — 99.9

41




(L%
RN RE B S pE |
113 PLCADAFH
114 FARER AR Y 2% Al
117 FrrRt FH A
122 B 7 st R A
211 S
212 NEEJR A A
213 FI IR
216 1. A5 A 77
217 [IIR=E/RG =52il
219 Z D OB E I HE
221 ISR AT X 4]
222 SEIZHI
223 ES Y|
245 R AT A
249 ZOMDFNVEH FUELVECRIE ST, )
314 E& 3 CHl
317 BAEHZI VA (XA - DIRAEAIZERLS, )
321 VAN |
332 1 .
333 0907 Y 841 . 11 751
392 ikt A
399 fIZ A S e WA PE R S 5
611 F & LTT T ABMEEICER T 5 B4 E RA)
612 F & LTr T ARMEEICENT 24w E RA
613 FE& L TT T LM - BEIEREITIER T 2 HiA9/E A
617 F & ULTHEENT 50w E A
625 LA L 2H
629 Z DA DAL FFREA
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