
The present invention relates to pharmaceutical compositions comprising fixed dose 

combinations of a SGLT-2 inhibitor drug and a partner drug, processes for the preparation 

thereof, and their use to treat certain diseases. 
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Claims 

1. A pharmaceutical composition comprising a SGLT-2 inhibitor, a partner drug, and one or 

more pharmaceutical excipients. 

2. The pharmaceutical composition according to claim 1, wherein the partner drug is 

selected from the group consisting of biguanides including metformin, such as metformin 

hydrochloride. 

3. The pharmaceutical composition according to claim 1 or 2, wherein the SGLT-2 inhibitor is 

present in a dosage range from about 0.5 mg to about 50 mg, particularly from about 1 mg to 

about 25 mg. 

4. The pharmaceutical composition according to claim 3, wherein the SGLT-2 inhibitor is 

present in a dosage strength of 0.5, 1, 1.25, 2.5, 5, 10 or 12.5 mg. 

5. The pharmaceutical composition according to claim 3, wherein the SGLT-2 inhibitor is 

present in a dosage strength of 5mg or 12.5 mg. 

6. The pharmaceutical composition according to any of the claims 1 to 5, wherein the partner 

drug is metformin hydrochloride. 

7. The pharmaceutical composition according to claim 6, wherein metformin hydrochloride is 

present in a dosage range from about 100 mg to about 1500 mg. 

8. The pharmaceutical composition according to claim 7, wherein metformin hydrochloride is 

present in a dosage strength of 500 mg, 850 mg or 1000 mg. 

9. The pharmaceutical composition according to any of the claims 1 to 8, wherein the 

excipients are selected from the group consisting of one or more fillers including 

microcrystalline cellulose (MCC); D-mannitol, corn starch and pregelatinized starch; a binder 

including copovidone; a lubricant including magnesium stearate or sodium stearyl fumarate; 

and a giidant including colloidal anhydrous silica. 

10. The pharmaceutical composition according to any of the claims 1 to 9 comprising 

copovidone as binder. 



Pharmaceutical composition, pharmaceutical dosage form, process for their 

preparation, methods for treating and uses thereof 

Technical Field of the Invention 

The present invention relates to pharmaceutical compositions comprising fixed dose 

combinations of a SGLT-2 inhibitor drug and a partner drug, processes for the preparation 

thereof, and their use to treat certain diseases. 

In a more detailed aspect, the present invention relates to oral solid dosage forms for fixed 

dose combination (FDC) of a selected SGLT-2 inhibitor drug and a certain partner drug. 

In addition the invention relates to a process for the preparation of such a pharmaceutical 

dosage form. In addition the invention relates to the use of the pharmaceutical composition 

and of the pharmaceutical dosage form in the treatment and/or prevention of selected 

diseases and medical conditions, in particular of one or more conditions selected from type 1 

diabetes meliitus, type 2 diabetes mellitus, impaired glucose tolerance, impaired fasting 

blood glucose and hyperglycemia inter alia. Furthermore the present invention relates to 

methods of treating and/or preventing of such diseases and medical conditions wherein a 

pharmaceutical composition or pharmaceutical dosage form according to the invention is 

administered to a patient in need thereof. 

Background of the Invention 

Type 2 diabetes is an increasingly prevalent disease that due to a high frequency of 

complications leads to a significant reduction of life expectancy. Because of diabetes-

associated microvascular complications, type 2 diabetes is currently the most frequent cause 

of adult-onset loss of vision, renal failure, and amputations in the industrialized world. In 

addition, the presence of type 2 diabetes is associated with a two to five fold increase in 

cardiovascular disease risk. 

After long duration of disease, most patients with type 2 diabetes will eventually fail on oral 

therapy and become insulin dependent with the necessity for daily injections and multiple 

daily glucose measurements. 

The UKPDS (United Kingdom Prospective Diabetes Study) demonstrated that intensive 

treatment with metformin, sulfonylureas or insulin resulted in only a limited improvement of 

glycemic control (difference in HbA1c -0.9%). In addition, even in patients within the 

intensive treatment arm glycemic control deteriorated significantly over time and this was 

attributed to deterioration of p-cell function. Importantly, intensive treatment was not 
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