PACKAGE LEAFLET:
INFORMATION FOR THE USER

TIVORTIN

Solution for infusion
Read all of this leaflet carefully before you start using this medicine because it contains
important information for you.
- Keep this leaflet. You may need to read it again.
- If you have any further questions, ask your doctor or pharmacist.
- If you get any side effects, talk to your doctor or pharmacist. This includes any possible side
effects not listed in this leaflet.

What is In this leaflet:

1.What TIVORTIN is and what it is used for

2.What you need to know before you use TTVORTIN
3.How to use TIVORTIN

4. Possible side effects

5.How to store TIVORTIN

6. Contents of the pack and other information

1. What TIVORTIN is and what it is used for

TIVORTIN is an solution for infusion given into your blood by a drip (intravenous infusion).
The product contains amino acid (component used to build proteins) in a bottle. He is converted
in the body into a chemical called nitric oxide. Nitric oxide causes blood vessels to open wider
for improved blood flow. L-arginine is an essential amino acid that may play an important role
in the treatment of heart disease, pulmonary diseases, hepatitis, including after inflectional
diseases and operative treatment and other. L-arginine also lowers cholesterol, stimulates the
release of growth hormone, insulin, and other substances in the body.

2. What you need to know before you use TIVORTIN
Do not use TIVORTIN:
- if you are allergic (hypersensitive) to the ingredients of this medicine (listed in section 6)
- if your body has problems using amino acids
- if you have a serious kidney disease
- if you have too much sugar in your blood (hyperglycaemia) which is uncontrolled
if you are in an unstable condition, such as metabolic acidosis (a disturbance resulting in too
much acid in the blood).
Warnings and precautions
Talk to your doctor before using TIVORTIN if you have:
- kidney problems
- pancreatitis (inflammation of the pancreas)
- diabetes mellitus
If you during the infusion get fever, rash, swelling, difficulty in breathing, chills, sweating,
nausea or vomiting, tell the health care professional immediately because these symptoms might
be caused by an allergic reaction.
Your doctor may regularly need to check your blood for kidney function tests and other values.
TIVORTIN is not meant for newborn babies or children younger than 3 years old.
Children and adolescent
TIVORTIN is not meant for newborn babies or children younger than 3 years old.
Other medicines and TIVORTIN
Tell your doctor if you are taking, have recently taken or might take any other medicines, even
without prescription.



Pregnancy and breast-feeding

Data from using TIVORTIN during pregnancy or breastfeeding is lacking. TIVORTIN should
therefore be given to pregnant or breast-feeding women only if the doctor find it necessary. The
use of TIVORTIN may be considered during pregnancy and breastfeeding, as advised by your
doctor

Driving and using machines

Caution must be exercised when driving or operating machinery as the drug can cause dizziness.

3. How to use TIVORTIN

Always use this medicine exactly as your doctor has told you. Check with your doctor if you are
not sure.

Your doctor will decide on the dose for you individually depending on your body weight and
function. TIVORTIN will be given to you by a health care professional.

If you use more TIVORTIN than you should

It is unlikely that you will receive too much medicine as TIVORTIN is given to you by a health
care professional.

4. Possible side effects

Like all medicines, this medicine can cause side effects, although not everybody gets them.
- araised body temperature.

- Inflammation in superficial peripheral veins in connection to the injection site.

- nausea

- dry mouth

- vomiting

- chills

- headache

- low or high blood pressure

- pain in the region of heart

- difficulty in breathing

- fast heart beat (tachycardia)

- hypersensitivity reactions (that can give symptoms like swelling, fever, fall in blood pressure,
skin rashes, wheals (raised red areas), flushing, headache)

- sensations of hot

- pain in the neck, back, bones and breast

- paleness

- light blue coloured lips and skin (because of too little oxygen in the blood)

- dizziness

- apprehension

- asthenia

- convulsions

- tremor

If you get any side effects, talk to your doctor or pharmacist. This includes any side effects not
listed in this leaflet.

5. How to store TIVORTIN

Keep this medicine out of the sight and reach of children. Store below 30 °C in original package.
Do not use this medicine after the expiry date which is stated on the label on the bag and box.
The expiry date refers to the last day of that month.

6. Further information
What TIVORTIN contains
The active substance is L-arginini hydrochloridum



1 mL contains 42 mg of arginine hydrochloride (100 mL contain 20 mmol of arginine and
20 mmol of chlorides);
auxiliary components.: water for injections.

The following information is intended for healthcare professionals only:

Warnings and precautions for use

Since an increased risk of infection is associated with the use of any peripheral vein, strict
aseptic precautions should be taken to avoid any contamination.

Serum glucose, electrolytes and osmolarity as well as fluid balance, acid-base status and kidney
and enzyme tests should be monitored.

Any sign or symptom of anaphylactic reaction (such as fever, shivering, rash or dyspnoea)
should lead to immediate interruption of the infusion.

During the use of Tivortin, it should be taken into consideration that the drug can cause a
pronounced and refractory hyperkalemia and a concurrent renal failure in the patients who are
taking or were taking spironolactone. The prior administration of potassium-sparing diuretics
may increase the blood potassium level. The concurrent use of amynophyllin may increase the
blood insulin level.

Thrombophlebitis may occur if peripheral veins are used for infusions. The catheter insertion site
should be evaluated daily for local signs of thrombophlebitis.

Method of administration

Intravenous use, infusion into a peripheral or a central vein.

The drug is administered intravenously by drops with rate of 10 dpm during the first 10-15 min,
then the rate can be increased up to 30 dpm.

The daily dose of the drug is 100 mL of solution.

In patients with severe circulation failure in central and peripheral vessels, in case of pronounced
intoxication, hypoxia, asthenic states the dose can be increased up to 200 mL per day.

The maximal infusion rate should not exceed 20 mmol/hour.

The dose for children under 12 is 5-10 mL per 1 kg of body mass per day.

The dose for treatment of metabolic alkalosis is calculated as follows:

“bases excess (Be) (mmol/L)  ~ -3 kg of body mass

The administration is started with a half of the calculated dose. The additional correction can be
made after the results of renewed acid-base balance have been obtained.

Noncompatibility
The drug is non-compatible with thiopental.

What TIVORTIN looks like and contents of the pack
Solution is transparent, colorless or slightly yellowish-brownish liquid.

Pack sizes:
100 ml in 1 bottle in a package.
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