~ Boehringer
I|||I Ingelheim

2025 yan

TRAJENTA DUO 2.5 MG /500 MG  TRAJENTA DUO 2.5 MG / 850 MG TRAJENTA DUO 2.5 MG /1000 MG

A" 500/ 3"% 2.5 WRIT A 2" 850 /3% 2.5 W17 MmN A" 1000/ 2" 2.5 1R17 w'anw
linagliptin 2.5 mg, metformin linagliptin 2.5 mg, metformin linagliptin 2.5 mg, metformin
HC1500 mg HCI1 850 mg HC11000 mg
film coated tablets film coated tablets film coated tablets
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As an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes mellitus
when treatment with both linagliptin and metformin is appropriate.
TRAJENTA DUO should not be used in patients with type 1 diabetes or for the treatment of diabetic
ketoacidosis, as it would not be effective in these settings.
TRAJENTA DUO has not been studied in patients with a history of pancreatitis.
It is unknown whether patients with a history of pancreatitis are at an increased risk for the development
of pancreatitis while using TRAJENTA DUO.
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X7 v7n0 P 5. Dosage and Administration 7°voa

5.1 Dosage Adults with normal renal function (glomerular filtration rate [GFR] > 90 ml/min)
The dosage of TRAJENTA DUO should be individualized on the basis of both effectiveness and tolerability,
while not exceeding the maximum recommended dosage of Trajenta Duo (2.5 mg linagliptin/1,000 mg
metformin hydrochloride (HC1)), taken orally twice daily.
[...]

X327 ¥710 197 8. Warnings and Precautions 7°vo3

8.1 Lactic Acidosis

[...]

Renal Impairment: The postmarketing metformin-associated lactic acidosis cases primarily occurred in patients
with significant renal impairment. The risk of metformin accumulation and metformin-associated lactic acidosis
increases with the severity of renal impairment because metformin is substantially excreted by the kidney.
Clinical recommendations based upon the patient’s renal function include [see Dosage and Administration (5.2)
and Clinical Pharmacology (14.3)]:

» Before initiating TRAJENTA DUO, obtain an estimated glomerular filtration rate (¢GFR).

« TRAJENTA DUO is contraindicated in patients with an eGFR less than 30 mL/min/1.73 m? [see
Contraindications (7)].

* Obtain an eGFR at least annually in all patients taking TRAJENTA DUO. In patients at increased risk for the
development of renal impairment (e.g., the elderly), renal function should be assessed more frequently.

* In patients taking TRAJENTA DUO whose ¢GFR later falls below 45 mL/min/1.73 m?, assess the benefit
and risk of continuing therapy
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11.4 Pediatric Use
Safety and effectiveness of TRAJENTA DUO in-pediatrie-patients-under+8-years-ofage have not been

established in pediatric patients under 18 years of age.

Effectiveness of linagliptin was not demonstrated in a 26-week randomized, double-blind, placebo-
controlled trial (NCT03429543) in 157 pediatric patients aged 10 to 17 years with inadequately controlled
type 2 diabetes mellitus.
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