Alphintern’

Enteric Coated tablets

Anti-inflammatory and anti-edematous

Composition:
Each Enteric Coated tablet contains:
Active Ingredients:
Trypsin-Chymotrypsin mix 12 mg
Eq. to: 14 p katal o Chymotrypsin

5 p katal Trypsin
Inactive Ingredients:
Inactive ingredients: Pregelatinized Starch, Aerosil R 972
(Colloidal Silicon Dioxide), Magnesium Stearate, Avicel PH 112
(Microcrystalline Cellulose), Methyl Cellulose 15 cps, Dextrate,
Talc Purified.
Coating material: Acryl-Eze blue:Ingredients:Methacrylic acid
copolymer, Talg, Titanium dioxide (CI 77891 E171), Silica, Sodium
bicarbonate, Sodium lauryl sulphate ,FD&C blue 1Brilliant Blue (
C142090- E133), FD&C blue 2 Indigo carmine ( Cl 73015 -E132)
Yellow iron oxide (E -172), Dimethicone 350, Triethyl citrate
Properties:
Alphintern® has a synergistic, anti-inflammatory and
anti-edematous action of two potent proteolytic enzymes
affecting the exudative phase of inflammation and ensuring the
destruction of peptide chains in inflammatory processes
regardless of the origin. The gastro-resistant and
entero-soluble coating of Alphintern tablets ensures the best
tolerability, as well as, the best efficiency due to its absorption in
the intestine only.
Indications:
- Reduction and resorption of Edema and exudates.
- Adjunctive therapy in inflammatory conditions.
Contra-Indications:
- Known hypersensitivity to Trypsin or Chymotrypsin.
- In patients with congenital or acquired bleeding disorders,
including hemophilia.
- In patients with severe liver and / or kidney damage.
- Immediately prior to a surgical procedure in patients.
Special Warnings and Precautions for Use:
Children and adolescents: There is no experience in children
and adolescents under 18 years in these indications.
Adults: Before surgery the fibrinolytic activity of the preparation
should be considered and the patient should be monitored
accordingly. The drug should be discontinued in any case, 4
days before the operation.
« If allergic reaction occur, therapy should be discontinued
« In individual cases: Allergic reactions up to anaphylactic shock
may come.
« There are insufficient experience in pregnancy and lactation so
it is not recommended to be used.
« Concomitant use of anticoagulants and / or antiplatelet
agents: May only be used after careful consideration of the
benefit / risk ratio, and under strict supervision of the physician.
Adverse effects:
« It can cause bloating, flatulence, change of stool texture, color
and smell.
« There have been occasional reports of asthma, and rarely of
allergic reactions.
- Gastrointestinal side effects can usually be resolved by
distributing the dose throughout the day.
In the evaluation of side effects the following frequency
categories are defined as:
Very often (= 1,10)
Frequently (=1/100 to < 1/10)

Occasionally ~ (=1/1000 to < 1/100)
Rare (=1/10000 to < 1/1000)).
Very rare (<1/10000).

Not known  {Cannot be estimated from the available data).

Blood and lymphatic stem disorders:
Not known: In some literatures are disorders of the coagulation

system, described in terms of reducing the clotting ability.
Immune system disorders:

Rare: allergic reactions *

In individual cases, allergic reactions can lead to severe allergic
reactions, including anaphylactic shock

*In these cases the therapy should be stopped. The allergic
reactions usually disappear after stopping the medication.
Diseases of the nervous system:

Very rare: headache, sweating.

Respiratory, the chest and mediastinal disorders:

Uncommon: asthma-like symptoms.

Gastrointestinal tract:

Common: feeling of fullness, flatulence, change of stool texture,
color and smell **

Uncommon: nausea, diarrhea.

Very rare: vomiting, feeling hungry.

** The change in the stool can be explained by the specific effect
of unabsorbed enzymes.

Skin and subcutaneous tissue disorders:

Uncommon: rashes.

Interaction with other medicinal products and other forms
of interaction:

The concomitant use of Alphintern® and antibiotics lead to
increase in the level of antibiotics in plasma and urine, especially
tetracyclines, sulfonamides and amoxicillin. The concomitant
use of Alphintern® and anticoagulants and or Platelet
aggregation inhibitors may lead to strengthening of the
anticoagulant effect.

Pharmacological Properties:

Pharmacodynamic properties:

« Trypsin has an inhibitory effect on edema of inflammatory and
non-inflammatory origin.

+ Trypsin is known to split native fibrin and activate
plasminogen.

« In vitro and in vivo tests of proteases such as trypsin showed
inhibition of the formation of (pathogenic) immune complexes,
activation of the non-stimulated mononuclear cells and a
reduction in the expression of adhesion molecules (e.g.: CD 44,
CD 54 also called ICAM 1).

Pharmacokinetic properties:

Absorption and distribution:

- Large molecular substances such as the enzymes are absorbed
by different cell - mediated mechanisms from the gastrointesti-
nal tract and bound to carrier proteins.

- The application of enzymes over a period of 4 days leads to a
good correlation between the plasma concentration of trypsin
and the dose administered.

Biotransformation and elimination:

After absorption, the active ingredients immediately bound to
transport proteins. The resulting complexes bind to cell
receptors and are eliminated in this way. The resorbed enzymes
are eliminated by cells of the mononuclear-phagocytic system.
Bioavailability and linearity ; non - linearity:

The plasma concentrations correlate well with the administered
doses. The studies showed a linear increase in the plasma levels
of the absorbed proteases, depending on the applied dose.
Nevertheless, it is not possible to compare the plasma
concentration with the biological effectiveness, because there
are cross-reactions between the body’s own substances such as
proteinases and the active ingredients.

Dosage & Administration:

One to two tablets 3 times daily to be swallowed (not chewed)
or as prescribed by the physician

Shelf Life: 2 years.

Storage conditions:

Store at temperature not exceeding 25 °C, In dry place.

How supplied:

Carton Box containing 123 (AL/Colorless transparent
PVC/PVDQ) Strips each of 10 Enteric coated tablet + Insert
leaflet.

| Keep all medicaments out of reach of children

@’ Produced of:

AMOUN PHARMACEUTICAL Co.
SAE.

El-Obour City, Al Qalyubia, Egypt.
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