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CYP2C9 9] A 4] 0.991 (0.965, 1.019) | 0.804 (0.701, 0.923)
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§ Clinical Pharmacology
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Randomized, Crossover Study to PK&PD
1 |Determine the Pharmacokinetics and 70, 77 |[¢=2=9d 125 mg Bid == 25
¢ |[Pharmacodynamics of SYR-322 Twice |F2¢1ulg, |98 A |mg QD, 7+ 7" 74 (2X2 nAAF)
Daily Versus once-Daily Dosing in WA Y
Healthy Male and Female Subjects
A Phase 1, Open-Label, Randomized,
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1 Effects of Food on the 2, 2 LE&‘QE%% %12.5mgfﬂ]l§§£§‘ﬂ
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Combination of SYR-322 and EENE 718 13] (2X2 AT R)
Metformin Hydrochloride in Healthy
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2 Cohort, 4 Sequence, 4 period,
3]
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and 1000 mg When Administered as |nx}A] 3 G =¢2Z=9d 125 mg +
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Efficacy and Safety of SYR110322 )
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FANNE | Met+25
with Metformin in Subjects with Type 2
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-Placebo
A Multicenter, Randomized, Double-Blind, Met500
Placebo-Controlled Study to Determine the oyord) = “Met1000
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3% o)%x  |-Alol25 HbAlc W3}k
Safety of Alogliptin Plus Metformin,
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A Multicenter, Randomized, Double-Blind,
Active-Controlled Study to Evaluate the
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Compared to Glipizide When Used in T2+ -Met+Glipizide
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with Type 2 Diabetes
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1. INDICATIONS AND USAGE

1.1 Monotherapy and Combination Therapy
KAZANO is indicated as an adjunct to diet and
exercise to improve glycemic control in adults
with type 2 diabetes mellitus in multiple clinical

settings when treatment with both alogliptin and

& metformin is appropriate [see].

1.2 Limitation of Use

KAZANO should not be used in patients with
type 1 diabetes mellitus or for the treatment of
diabetic ketoacidosis, as it would not be effective

in these settings.
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DOSAGE AND ADMINISTRATION
2.1 Recommendations for All Patients
Health care providers should individualize the
starting dose of KAZANO based on the patient’s
current regimen.

KAZANO should be taken twice daily with food
the
gastrointestinal (GI) side effects due to metformin.
KAZANO tablets be

swallowing.

with gradual dose escalation to reduce

must not split  before
Dosing may be adjusted based on effectiveness
and tolerability while not exceeding the maximum
recommended daily dose of 25 mg alogliptin and
2000 mg metformin HCL

The following doses are available:

12.5 mg alogliptin and 500 mg metformin HCI

12.5 mg alogliptin and 1000 mg metformin HCI
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