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1. Acertil 4 mg
Perindopril

Presentation and composition

Boxes of 10 and 30 scored tablets dosed at 4 mg of perindopril salified with tert buty-

lamine.



Properties
This drug is an angiotensin converting enzyme inhibitor.
Indications

This drug is recommended in the treatment of hypertension and of congestive heart fail-
ure.

Contraindications

This drug must not be used in the following circumstances:
* history of hypersensitivity to perindopirl.

* pregnancy, breast-feeding.

«in children.

If in any doubt, ask your physician.

Side effects

As with all active products, this drug may cause indesirable effects in certain people:
+ gastrointestinal disorders, dizziness,cramps, localized rashes.
+a nonproductive cough may sometimes occur.

If these problems persist, inform your physician.
Warning

Risk of allergic reaction in patients undergoing hemodialysis.
Warn your doctor (if you must be hemodialysed) .

Precautions

Warn your attending physician in case of ;

* renal failure.

*marked hypotension.

+if you are about to undergo surgery, warn the anaesthetist that you are taking this drug
or following a strictly “salt-free” diet.

+If in any doubt, do not hesitate to ask your doctor or pharmacist.

To prevent any interactions between several drugs, systematically inform your doctor or
pharmacist if you are taking any other medications and in particular a diuretic.

Keep out of the reach of children.

Dosage and administration

In any case strictly comply with your physician’s prescription.




Systemic hypertension

The recommended dosage is 1 tablet daily by oral route in the morning. This may be in-

creased to 2 tablets daily in a single dose, if necessary, after one month of treatment.
Congestive heart failure

The treatment should be started under close medical supervision.

Initial dose of half a tablet daily orally in the morming which may be increased to 1
tablet daily (once blood pressure acceptability has been demonstrated).

*In the elderly patient, treatment should be started with half a tablet daily in the mom-
ing and this may be increased to 1 tablet daily, if necessary after one month of treatment.

*In case of renal failure, the dosage of perindopril must be adjusted according to the de-
gree of renal insufficiency. In these patients, normal medical practice involves periodic deter-

mination of serum potassium and creatinine.
Overdosage

In case of accidental or deliberate overdosage a doctor must be consulted immediately and
given the maximum information.

The expected signs and symptoms are related to hypotension.

Apart from gastric lavage, a venous line should rapidly be inserted for infusion with iso-
tonic saline.

Perindopril is dialysable(70 ml/min).
Shelf-life

Do not use after the expiry date clearly indicated on the packaging.
Storage conditions

Below 30T .
Manufacturer

les Laboratoires Servier, France
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2. Actovegin
400 mg ampoules

Composition

Each ampoule of 10 ml contains:
Deproteinized hemoderivative of calf blood corresponding to a dry mass of 400 mg water
J—— 6 J—



for injections
Properties and efficacy

Actovegin produces an organ-unrelated increase of the cellular energy metabolism. The
activity is confirmed by measurement of the increased uptake and of the elevated utilization of
glucose and oxygen. These two effects are coupled and they result in a rise of the ATP-
turnover and thus in a greater provision of energy in the cell. In deficiency states with im-
pairment of the normal functions of the energy metabolism ( hypoxia, substrate deficiency)
and in states of increased energy requirement ( reparation, regeneration)Actovegin promotes
the energy-dependent processes of the functional metabolism and of the conservation
metabolism. An increase of the blood supply is seen as a secondary effect.

Indications

Disturbances in the cerebral circulation and nutrition (ischemic insultus, cranio-cerebral
traumas) .

Disturbances of peripheral (arterial, venous) blood flow and sequels resulting from these
disturbances (arterial angiopathy, ulcus cruris).

Skin graftings.

Burns, scalds, erosions.

Wound-healing impairment : torpid wounds, decubitus;

Radiation-induced skin and mucous membrane lesions(prophylaxis and therapy).

Mode of application

Actovegin-injection solution may be administered intravenously, intramuscularly or in-

traarterially and may also be added to infusion solutions(see section: “Special warnings”).
OPE ampoules

Requires no filing.

Instructions for the use of OPC (one-point-cut)-ampoules:

Point tip with coloured dot up!

Allow solution in the tip to run down by gently thumping and shaking the ampoule.
Point tip with coloured dot up! |
Break off tip as shown in the figure.

Dosage

* General dosage guidelines:
Corresponding to the severity of the clinical picture, initially 10 — 20 ml i. v. or i. a.
daily; for further treatment, S mli.v. or slowly i.m. daily or several times a week.
— 7 —



For administration as infusion, 10 — 50 mi are added to 200 — 300 ml basic solution
(blood-isotonic sodium chloride solution, 5% glucose-or fructose-solution). Drop rate; ap-
prox. 2 ml/min.

* Indication-related dosage:

Disturbances in the cerebral circulation and nutrition: Initially 10 ml i.v. daily for two
weeks, subsequently 510 ml i.v. several times a week for at least 4 weeks. Ischemic in-
sultus:20 — 50 ml in 200 — 300 ml basic solution i.v., daily or several times a week for ap-
prox.2 — 3 weeks.

Arterial angiopathy:20 — 50 ml as admixture to a basic solution, i.a. and also i.v. daily
or several times a week; duration of treatment approx. 4 weeks.

Ulcus cruris and other torpid ulcerations:

Burns:10 ml i.v. or 5 mli.m., daily or several times a week corresponding to the heal-
ing process, in addition to local Actovegin treatment.

Prophylaxis and therapy of radiation-induced skin and mucous membrane lesions:

On the average 5 ml i.v. daily in the radiation intervals.

Radiation cystitis: daily 10 ml transurethrally in combination with antibiotic therapy.

Contraindications

Known allergy to Actovegin or similar preparations

Pregnancy and lactation:

Use in humans has revealed no negative effect for the mother or the child so far, never-

theless the therapeutic benefits of Actovegin should be weighed against a potential risk for the
child.

Side effects

Patients with an allergic predisposition may develop allergic reactions in rare cases (e. g.

urticaria, flush, drug fever, shock symptoms).
Interactions

See section “Special warnings”
~ Special warnings

For i.m. administration, inject not more than 5 ml slowly, because the solution is hy-
pertonic.

For the infusion, blood-isotonic sodium chloride solution as well as 5% glucose-or fruc-
tose-solution may be added to the Actovegin injection solution.

With regard to mixing Actovegin ampoules with other infusion-or injection solutions,
physicochemical incompatibilities as well as interactions between the active substances cannot

_8_



be excluded, even if the solution remains optically clear.

For this reason Actovegin ampoules should not be administered in a mixture with other
drug specialities, with the exception of the infusion solutions mentioned.

The injection solution has a slightly yellowish colouration.

The intensity of the colour may vary from one batch to the other as a result of the start-
ing material used, the colour, however, does not affect 'the efficacy and the tolerance of the

preparation.
Package sizes

5%10 ml, 5%5x%10 ml(multi-pack)
Shelf life

60 months

Storage
Protect from light! Do not store above 25C!
Manufacturer

Hafslund Nycomed Pharmaag, Linz, Austrin
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