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ACTOS 15MG: Pioglitazone (as hydrochloride) 15 mg
ACTOS 30MG: Pioglitazone (as hydrochloride) 30 mg
ACTOS 45MG: Pioglitazone (as hydrochloride) 45 mg
tablets 1 NIy
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Pioglitazone is indicated as second- or third-line treatment of type 2 diabetes mellitus as described
below:

as monotherapy

- in adult patients (particularly overweight patients) inadequately controlled by diet and exercise for
whom metformin is inappropriate because of contraindications or intolerance.

as dual oral therapy in combination with

- metformin, in adult patients (particularly overweight patients) with insufficient glycaemic control
despite maximal tolerated dose of monotherapy with metformin.

- asulphonylurea, only in adult patients who show intolerance to metformin or for whom metformin
is contraindicated, with insufficient glycaemic control despite maximal tolerated dose of monotherapy
with a sulphonylurea.

as triple oral therapy in combination with

- metformin and a sulphonylurea, in adult patients (particularly overweight patients) with insufficient
glycaemic control despite dual oral therapy.

Pioglitazone is also indicated for combination with insulin in type 2 diabetes mellitus adult patients
with insufficient glycaemic control on insulin for whom metformin is inappropriate because of
contraindications or intolerance.
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7. MARKETING AUTHORIZATION HOLDER AND MANUFACTURER

Manufacturer:
TakedaPharmaA/S, Deamark
Cheplapharm Arzneimittel GmbH
Greifswald, Germany

Marketing Authorization holder:

P-O-Box8077%

Netanya

Tzamal Bio-Pharma Ltd.,

20 Hamagshimim Street, Petah Tikva, Israel.
www.tzamal-medical.co.il NIPN-NNY, 170N NP, 20 DNWYANN 20 Ha'Magshimim St., Kiryat Matalon,
info@tzamal-medical.co.il 4917001 .TIp'D ,7004 .T.N Petach Tikva 4917001, P.0.Box 7004, Israel
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