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Remino

Amino Acid Keto Analogues Film Coated Tablet

Description

Remino™ is the preparation of Amino Acid Keto Analogues. Amino Acid Keto Analogues tablets are
administered for nutrition therapy in chronic kidney disease. Amino Acid Keto Analogues allows the
intake of essential amino acids while minimizing the amino-nitrogen intake. The use of Amino Acid
Keto Analogues in combination with a very low protein diet allows to reduce nitrogen intake while
preventing the deleterious consequences of inadequate dietary protein intake and malnutrition.

Composition
Each Film Coated Tablet contains
Isoleucine USP (as o—ketoanalogue to Isoleucine, Calcium Salt) 67 mg
Leucine USP (as o—ketoanalogue to leucine, Calcium Salt) 101 mg
Phenylalanine USP (as a—ketoanalogue to Phenylalanine, Calcium Salt) 68 mg
Valine USP (as a—ketoanalogue to Valine, Calcium Salt) 86 mg
Methionine USP (as a—hydroxyanalogue to Methionine, Calcium Salt) 59 mg
L-Lysine Acetate USP 105 mg
(Equivalent to L-Lysine USP 75 mg)
L-Threonine USP 53 mg
L-Tryptophan USP 23 mg
L-Histidine USP 38 mg
L-Tyrosine USP 30 mg

Indication and Use

Remino™ is indicated in prevention and treatment of damages due to faulty or deficient protein
metabolism in chronic renal insufficiency in connection with a limited dietary protein intake of 40
g/day (for adult) or less. Usually this applies to patients whose glomerular filtration rate (GFR) is
less than 25 mL/min.

Dosage and Administration

Adult dose (70 kg/body weight) if not otherwise prescribed, take 4 to 8 tablets three times daily
during meals. The tablets must be swallowed whole. Ingestion of Remino™ during meals facilitates
proper absorption and the metabolisation into the corresponding amino acids.

Contraindications
Hypersensitivity to the active substances, Hypercalcaemia, disturbed amino acid metabolism.

Warnings and Precautions

* The serum calcium level should be monitored regularly

« Ensure sufficient calorie intake

« In the presence of hereditary phenylketonuria, attention should be given to the fact that Amino
Acid Keto Analogues contains phenylalanine

 Monitoring of the serum phosphate levels is needed in case of concomitant administration of
aluminium hydroxide with Amino Acid Keto Analogues.

Side effects

Hypercalcaemia (Very Rare), If hypercalcaemia occurs, the intake of vitamin D should be reduced.
In case of persisting hypercalcaemia, the dose of Amino Acid Keto Analogues as well as the intake
of any other calcium sources has to be reduced.

Use in specific populations

Pregnancy and Lactation: No experience has been gained so far with the administration in
pregnancy and lactating mothers. Animal studies do not indicate direct or indirect harmful effects
with respect to pregnancy, embryonal/fetal development, parturition or postnatal development.
Caution should be exercised when prescribing to pregnant women.

Paediatric: No experience has been gained so far with the administration of Amino Acid Keto
Analogues in paediatrics.

Drug Interactions

Simultaneous administration of medicaments containing calcium may lead to the pathological
increase of the serum calcium level or intensification there of. Drugs that form hardly soluble
compounds with calcium (e.g. tetracyclines, quinolines such as ciprofloxacin and norfloxacin as
well as drugs containing iron, fluoride or estramustine) should not be taken at the same time with
Amino Acid Keto Analogues to avoid disturbed absorption of the active substances. An interval of at
least two hours should elapse between the ingestion of Amino Acid Keto Analogues and these
drugs.

Overdose
No case of overdose has been reported.

Storage Condition
Store below 25 °C temperature, keep away from light and wet place. Keep out of reach of children.

Packaging
Remino™ Tablet: Box containing 3 strips of 6 tablets each.
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PM Specification

Job Name : Remino Leaflet Paper : 60 gsm Offset Paper
Size :L-230 mm, W-90 mm
Print : 2 Colors Print
Pantone Code : B Pantone Black C [l Pantone 2347 C




