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CLAIMS

1. A stable solid oral pharmaceutical fixed dose composition comprising Ramipril, amlodipine
besilate and pharmaceutically acceptable excipients, wherein ramipril under the form of
coated granules is embedded in an extragranular matrix comprising amlodipine besilate,
wherein the pharmaceutically acceptable excipients are selected from the group consisting of
diluent, disintegrant, antiadherent, binder lubricant and mixture thereof and wherein the pH of
the excipient mixture, after dispersion in 50 ml of purified water, is from 6.1 to 6.3 preferably
6.2.

2. The composition according to claim 1 under the form of a tablet wherein the tablet is
further package in duplex blister pack.

3. The composition according to any one of claims 1 to 2 wherein Ramipril represents
between 2.0% and 20% by weight of the total composition, preferably 2.5% or 10% by weight
of the total composition.

4. The composition according to any one of claims 1 to 3 wherein the amlodipine besilate
represents between 5% and 10% by weight of the total composition and preferably 7.0%.

5. The solid composition according to any one of claims 1 to 4 under the form of a tablet
wherein the amount of ramipril is comprised between 2.5mg and 10mg of the total weight of
the tablet, preferably 2.5mg or 10mg.

6. The solid composition according to any one of claims 1 to 5 under the form of a tablet
wherein the amount of amlodipine besilate is comprised between Smg and 10mg of the total
weight of the tablet, preferably 7mg.

7. The solid composition according to any one of claims 1 to 6 under the form of a tablet
wherein the total weight of the tablet is between 80mg and 100mg, preferably 100mg.

8. The composition according to any one of claims 1 to 7 having less than 3.19% (w/w) of
Ramipril DKP and Amlodipine Impurity-D of less than 0.14% (w/w) after 6 months at 40°C
& 75% RH.

9. A process for the preparation of a stable oral pharmaceutical composition according to
claim 1 comprising Ramipril and amlodipine besilate, wherein the process comprises the steps
of:



