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Eucreas is indicated in the treatment of type 2 diabetes mellitus:

- Eucreas is indicated in the treatment of adult patients who are unable to achieve sufficient glycaemic
control at their maximally tolerated dose of oral metformin alone or who are already treated with the
combination of vildagliptin and metformin as separate tablets.

- Eucreas is indicated in combination with a sulphonylurea (i.e. triple combination therapy) as an
adjunct to diet and exercise in adult patients inadequately controlled with metformin and a
sulphonylurea.

- Eucreas is indicated in triple combination therapy with insulin as an adjunct to diet and exercise to
improve glycaemic control in adult patients when insulin at a stable dose and metformin alone do not
provide adequate glycaemic control.

Vildagliptin 50mg :'7'y9n 2aDnn
Metformin Hydrochloride 500mg/ 850mg/ 1000mg
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4.8 Undesirable effects

Post-marketing experience
Table 6 Post-marketing adverse reactions

Skin and subcutaneous tissue disorders

Not known Urticaria
Exfoliative and bullous skin lesions, including
bullous pemphigoid-
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Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is
important. It allows continued monitoring of the benefit/risk balance of the medicinal product.

Any suspected adverse events should be reported to the Ministry of Health according to the
National Regulation by using an online form

https://sideeffects.health.gov.il

5.1 Pharmacodynamic properties

Clinical efficacy and safety

Cardiovascular risk

A meta-analysis of independently and prospectively adjudicated cardiovascular events from 25 37
phase |11 and IV monotherapy and combination therapy clinical studies of up to more than 2 years
duration (mean exposure 50 weeks for vildagliptin and 49 weeks for comparators) was performed and
showed that vildagliptin treatment was not associated with an increase in cardiovascular risk versus
comparators. The composite endpoint of adjudicated major adverse cardiovascular events (MACE)

including acute mvocardlal infarction, stroke or cardlovascular deatheardre\,taseerlacr—eettelerevaseeltalL

mtarenen)—streke-epeex/—death]—was srmrlar for vrldaglrptln versus combrned actrve and placebo
comparators [Mantel Haenszel rlsk rat|o (M-HRR) 0.84 82 (95% een-f-ldeaee—mtervaml 0.6361-

A MACE occurred in 83 out of 9 599 (O 86%) vrldaqlrptrn treated

patients and in 85 out of 7,102 (1.20%) comparator-treated patients. Assessment of each individual
MACE component showed no increased risk (similar M-H RR). Confirmed heart failure (HF) events
defined as HF requiring hospitalisation or new onset of HF were reported in 41 (0.43%) vildagliptin-
treated patients and 32 (0.45%) comparator-treated patients with M-H RR 1.08 (95% CI 0.68-1.70).

6.4 Nature and contents of container
PA/AIu/PVC blister with Aluminium foil
PCTFE/PVC blister with Aluminium foil

AvaHable-inpacks-containing:
Euereas%@/%@@mg—%@—er Each pack contains 60 fllm coated tablets
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