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RS MR R R 50mg TNIG
RS SRR SR R P 100mg TNIG
R/ AR SR R ER 200mg [NIG
(2) *#4
Dopamine Hydrochloride for I.V. Infusion
(3) AMOHEE
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2. —i&4%
(1) M& (WwAE)
RS R (JAN)
(2) #4 (WMAE)
Dopamine Hydrochloride (JAN)
(3) AT L (stem)

RS V2 RIREEN RS KOV R/ UEFE K - opamine
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OH

- HCI
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4. PFXRUVHFE
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5. {248 (&i%iE) XEFE
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VS ERER oyl
(2) REONBEUHERK
A, RN SRR R | RS S MR SR IR | RS R AR AR R
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(RGN £ 75 B D TR SR
pH 3.0~5.0
=% b

0.7~0.9 (ZEEERIERICKT 5 kb)

(3) BAHa—F
Y Lgn
(4) HFIOWHE

(Mv. 6. WHNOKFEEM TITBT DEEMN] O
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(5) £t
EHRER
2. SEIDOHER
(1) AR CEERS) OEERUVHME
o RN PRI SR IR | RS HERRHE SRR IR | NN MR R R
50mg NIG] 100mg NIG] 200mg NIG]
L 1770 (25mL) W 177 (bmL) 17>7L (10mL)
FED s ot somg | 1SS M 100mg | FoSS M 200me
177 (2.5mL) & 177 (bmL) 1770 (10mL)
gl | =i Xl 7oyl NV v u g b U v A vu g b U v LA
(6mg). pH FHEIA| (12mg) . pH iHEA (24mg) . pH HEA
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6. REDEEEHTICHEITIREMR"

(1) TR

O R G FRE S FETR 50mg TNIG) MiERER 40°C « 75%RH [H&DEEFERE (7 v 7 VHHA() ]
PRERTEH . PRATHAR
oy b n
<> BHAGEE 2% A 4 5 A 6 5 A
MEI P4KB1
. . P4KB2 A ke A ke
<8 YR iR >
B Dk PAKBS3
. P4KB1
2%ETE , ) . .
<{g‘7@~§t§> P4KB2 0.81+0.00%2 | 0.83%+0.01%% | 0.83+0.01%2 | 0.83£0.01%?
‘ ' P4KB3
q P4KB1
P P4KB2 3.724+0.09%2% | 3.67£0.03%2 | 3.90£0.03%2 | 3.80£0.06%?
<83.0~5.0>
P4KBS3
P4KB1
. K %2> (EU/mL) . .
P4KB2 0.0625 A< — — 0.0625 A
<4, >
4.2EU/mL UL T PAKBS
P4KB1
BIUA & . .
R P4KB2 A — — A
<ERELE> PAKB3
SR () ® P4KB1 . . . .
P4KB2 100.24+0.5%2 | 99.84+0.5%2 | 98.34+0.4%2 | 99.14+0.3%?
<97.0~103.0% > PAKES

%1

FRBIIHT 256K (%)

K2 OPHEEEYER A (S.D.)

— 1 RN

ZOML, FERSRRER, NIRPERY), ANV, BEEGRERIC B W TR LR N6 » HRICEA L TWnD Z L

ﬂ)ﬁﬁﬁb\ é ﬂf:o

O RN YRR SRR 100mg TNIG) NEEER  40°C - 7T5%RH i#&aldEghe (7 v 7 L A)) ]
AERIEH o PRATHAR
2y hET »
<> BHAGHEE 1% A 3% A 6 5 A
PEI 7NHB1
. L 7NHB2 A A T A A
<A VETH O >
B Ok “NHBS3
. 7NHB1
<{8‘17§E) t5> 7NHB2 0.85+0.02%2 — — 0.85+0.02%?2
‘ ' 7NHB3
q 7NHB1
<30pw50> 7NHB2 4.1740.04%2% | 4.17£0.08%2 | 4.16£0.05%2 | 4.17£0.047?
‘ ' 7NHB3
SH (%) * TNHBI . . . .
©97.0~103.0%> 7NHB2 99.94+0.3%2 | 100.8£0.3%% | 100.2£0.5%2 | 100.1+£0.4%?
‘ e 7NHB3
X1 RTERIZKHTIEEE (%) X2 VRIE AR 2= (S.D.) — R




O R/ HEREE A

M FFTENR 200me TNIG) hEER  40°C - 75%RH [H#4&H

HERE (7 7 VLA ]

RERTEH o PRATHAR
2y hET »
<> BHAGEE 2% A 4 5 A 6 5 A
MEI P4KC1
. L P4KC2 A A T A A
<8 YR DR >
B Dk PAKCS
. P4KC1
2%ETE . .. . .
Jg‘?j{)té P4KC2 0.82+0.00%% | 0.82+0.00%2 | 0.82+0.01%? | 0.83+0.00%?
‘ ' P4KC3
q P4KC1
<30pw50> P4KC2 3.68+0.15%2% | 3.74£0.17%2? | 3.71£0.18%2 | 3.63£0.15%?
‘ ' P4KC3
P4KC1
= F ¥ > (EU/MmL) . .
P4KC2 0.0625 AT — — 0.0625 A
<4, >
4.2EU/mL LT PAKCS
P4KC1
BIUA & . .
o P4KC2 WA — — 1A
<FTRELE>
ForELE PAKCS
SR () P4KC1 . . . .
P4KC2 100.3%+0.1%2 | 100.3%£0.5%2 | 98.740.3%2 | 99.740.4%?
<97.0~103.0% > PAKCS

%1

FRBIIHT 256K (%)

K2 OPHEEEYERA (SD.)

— RN

Z O, FERRFRER, AEVERY) REETERR -, BRI W TR R TN 6 4 HRRICHEE L TWDH Z &

ﬂ)ﬁﬁﬁb\ é ﬂf:o

(2) JerEvEiR

O R LM S B 50mg [NIG)  25°C - 60%RH. ME [D65 %7 > 7 (4000Lx). MEf
BT AT 7]
SEREHEHIR - 2009/6/10~2010/1/29
ks by MBS A
<HHs > 7 B A 60 J5 Lx-hr
MR n=3 P4KB1 0 V5B D (075 B D
< JEEAfA P RH DR > M
BiEFEE n=3
P4KB1 81~0.82 81
<0.7~0.9> 0.81~0.8 0.8
pH n=3
P4KB1 68~3.72 81~3.
<3.0~5.0> 3.68~3.7 3.81~3.87
REMERY) n=1 . .
: P4KB1 Ha N
< F R S > HE T
Rk n=3 . . .
s P4KB1 Ha e
< H R e > e a
P=N 0 ¥ 1 -
=& (%) ™' n=3 P4KB1 100.6~101.1 100.3~101.1

<97.0~103.0% >

K1 FRBEITHTDEHER (%)

%2 : n=1



O RS R SR F R 100mg [NIG

e [T A7 7]

R - P

<Hiks > 7 B A 60 5 Lx-hr

R n=3 638301 (0 5 I D € VBB O i
<O VB R DR > ” ~

pH n=3

BN 638301 3.84 3.80
R (%) n=3 638301 100 100.1

7. ARNZERUVBRBEORES
(TvV. 3. AEROHE] OESMH)

8. iRl DEREEIL (MBIFMEL) »

FEDERIZET 5EE
AL, AAOYILEREEICET AEHRTH Y . AL EBE L THEH LI-BEoF - 222k
[ZOWTOREIIE SN LTV, F72, BLA LA OB (L2 Z EMEIC DWW I L Tu/s
VY, AAIZAA &S U TR 2 BRI, BEAOWMA CEEZMR L, B35 &,

(1) pH Z®@hitER
R332 MR s 5 R 100mg INIG) (100mg/5bmL) &kl & Lz,

W 0.1mol/L HC1 (A) mL Fef& pH XU . St
pH 0.1mol/L NaOH (B) mL Z5{b5 pH BEER ZALRT A
(A) 10mL 1.01 2.50 L
3.51
(B) 1.31mL 7.45 3.94 (7
pH 1 2 3 4 5 6 7 8 10 11 12 13 14
0.1 mol/LL HCI1 0.1 mol/ NaOH p
«— 10mL 1.31mL — R e
1.01 3.51 7.45




(2) EAZLRR
RS2 SR AR IR 100mg INIG) (100mg/5mL) & LU Tl & L7z,
(BRAFESMTE - 25°C. KAL)

Hh B AR kB Bl A 1% Dk I
ok Hires (RE) <misrs s> e Bl A 14 3 If 6 5] 24 I
??\i\ :é{ﬁ ﬁ]‘}:: :7_V(E ??\i\ :é{ﬁ ??\i\ :é{ﬁ
B MP5% (500mL) yf? fgoﬂ fiiﬂ fﬁoﬂ fgzﬂ
g | <7 F RS> o ' ' ' '
¥ A7 (%) 100 99.3 99.4 99.8
palll NATY w715 (700mL) P4 4% (2 75 R 48 (8 Y5 4 (5 75 4 (5 75 B
<@ w Y —iK A AR pH 4.44 4.40 4.43 4.42
(5-1) > A7 (%) 100 98.5 99.3 97.9
& | 3%ES RV # I U EHK ax ) 40 5, 75 4810 JE T (0 75 #4075
B B | (500mL) H 5.69 5.72 5.72 5.71
T P . . . .
Al [<EA e ) —mwmiEAR e T </ o
J s (1) > AT (%) 100 97.0 100.2 99.3
4% 9 (5 P& 4 £ P 9 (5 P& 9 (5 P&
VU % - T3 B#iE (500mL) }f 5ioﬂ fﬁzﬂ fﬁgﬂ fﬁsﬂ
.. P . . . .
<HMeFRiE (3) >
AT (%) 100 100.0 100.5 98.6
??\i\ :é{ﬁ ﬁ]‘}:: :7_V(E ??\i\ :é{ﬁ ??\i\ :é{ﬁ
F 4 (500mL) &f? fg6ﬂ Eﬁzﬂ fggﬂ fg g
M < e et > P : ' ' B4
s A7 (%) 100 100.4 100.5 100.9
i A& za—,u Rk (250mL) 4% 440 75 4810 J5 T 440 75 40 75
AL <oy v i (v h—% pH 4.78 483 4.82 4.82
o > A7 (%) 100 100.7 99.6 104.5
o4 440 75 10 PE (0 JE N (0 JE N
55 v /¥ (500mL) ﬁ‘ eﬁ Ggﬂ eﬁﬂ ?fﬂ
_ N, P . . . .
<HEBY v H IR >
fe AT (%) 100 100.4 101.7 99.6
R/ R S EHER 100mg INIG) (100mg/5mL) % 7R % 22—/L R ikl & L7,
(RAFSAE - 5CAONT 40°C. ENEELE)
FEZh B AR ryes e Bl A 1% Dk
S e (BRE) <pRO4%E>| IRE e B & T 4 3 IEfH 6 IFH 24 WfH]
N & a—)L R ¥R 4% 92, 75 B 92, 755 B 92, 755 B 92, 755 B
(250mL) 5 pH 4.62 4.80 4.83 4.81
M| <HERY SV (v et
% b)) > A7 (%) 100 102.1 101.4 102.0
i K& 2—,u R % P4 40 £ 725 1 4848 Y5 4848 Y5 4848 Y5
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AR5 DOPAMINE HYDROCHLORIDE injection
HIE - Bk | Injection : 40 mg in 1 mL/ 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
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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.

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
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Dopamine hydrochloride injection has been found to be stable for a minimum of 24 hours after
dilution in the foregoing L.V. solutions. However, as with all I.V. admixtures, dilution should be
made just prior to administration.

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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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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