\

2025 N

,N/T101 n/Xan
,N/T101 n/npn

WONN W X9 [17Vn [1DTYI PAXY [17Ya Mnoa 7Y DDYTINY NYZan DINgn T NNan
DOPAMINE HYDROCHLORIDE S.A.L.F. 40 MG/1 ML

Dopamine Hydrochloride 40 mg/ 1 ml :''y® 2a>7n
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DOPAMINE HYDROCHLORIDE S.A.L.F. is used for the treatment of states of shock of different
nature:

-post myocardial infarction cardiogenic shock, a shock caused by a heart attack,

-surgical shock, caused by a surgical operation,

-hypovolemic or haemorrhagic shock, caused by a decrease in blood volume due to a hemorrhage,
A shock is characterized by a sharp decrease in blood pressure in response to a reduced blood
flow in the organism.
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3. PHARMACEUTICAL FORM
Concentrate for solution for infusion.
Clear solution and not more intensely colored than B6 or Y6 solution
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4.2 Posology and method of administration
Hypovolaemia should be fully corrected, if possible, before dopamine hydrochloride is used.
Dopamine hydrochloride MUST be diluted before administration to the patient. Dilution should be
made just prior to administration.




4.4 Special warnings and precautions for use

[...]

Important information about some of the ingredients:
Dopamine Hydrochloride S.A.L.F. 40 mg/1 ml contains potassium metabisulfite; May rarely cause

severe hypersensitivity reactions inrare-cases-i-may-cause-allergic-type-reactions and bronchospasm.
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6.3 Shelf life
The expiry date of the product is indicated on the packaging materials.
For shelf life after dilution see clause 6.6.
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66 Special precautions for disposal and other handling

Dopamine Hydrochloride S.A.L.F. 40 mg/1 ml must be diluted prior to use with one of the following:
1. Sodium chloride 0.9%

2. Glucose 5%

3. Ringer lactate

By diluting 200 mg of Dopamine Hcl (ampoule of 5 ml) to 250 ml with Sodium chloride 0.9% (saline

solution) or Glucose 5% or Ringer’s lactate, you get a solution which contains 0.8 mg (800
micrograms)/ml of dopamine. And according to these volumes, in compliance with executed
compatibility tests:

1. Dilute 5 ml of Dopamine Hcl 200 mg/5ml in 250 ml of Sodium chloride 0.9%
2. Dilute 5 ml of Dopamine Hcl 200 mg/5ml in 250 ml of Glucose 5%
3. Dilute 5 ml of Dopamine Hcl 200 mg/5ml in 250 ml of Ringer lactate

In case ofShelf life and storage after dilution:

The product is stable for 48 hours after dilution at different temperatures: 2°C -8°C, 25°C + 2°C and
40°C £ 2°C..

From a microbiological point of view, the product should be used immediately. If not used immediately,

in-use storage times and conditions prior to use are the responsibility of the user.

Any unused product or waste material should be disposed of in accordance with local requirements.
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