Use in specific population®

« Renal Impairment: : s
eGFR 30 to 4BmU/minute/1.73m? Consider benefits/risks of continuing
therapy. If continuing therapy, a dosage reduction of 50% (maximum: 1g/day)
and monitoring of renal function every 3 months is recommended.

» Hepatic Impairment. _ Metformin Hydrochloride Extended-Release Tablet 500mg I
Use cautiously in patients at risk for lactic acidosis (e.g. renal impairment, .,
alcohol use). y

« Geriatrics: f

The initial and maintenance dosing should be conservative, due to the
potential for decreased renal function imonitor),

e Improved gastrointastinal tolerabilty compared toimmediate releass Metformin'.
Contraindications®

@ Enhance patient adherence and subsequently improves gycemic contral™.
Hypersensitivity to metformin or any component of the formulation; severe

renal dysfunction [eGFR <30 mL/minute/1.73 m?); acute or chronic metabolic # Beneficial to patients with compensated heart failure,
acidosis with or without coma lincluding diabetic ketoacidosis); severe )
hepatic dysfunction. # The overall absorption of Forbetmin ER and Metformin IR are the same,

Precautions®: rmaking them bicequivalant.

« Lactic Acidosis:
Discontinus immediately if lactic acidosis is suspected.

Keep Life Sweet

Avold use inunstable or hospitalized patients with heart fallure,

« Yitamin B12 Concentrations:
Maonitor vitamin B12 serum concentrations periodically with long-temn therapy

» Bariatric Surgery;
Metformin ER tablets may hawve a reduced effect after gastric bypass or sleeve
gastractomy.
Major Drug Interactions®

Cimetidine, Dolutegravir, lodinated Contrast Agents, Patiromer, Ranolazine,
Tafenoquine; for other Interactions, See Uptodate, Metformin monograph.
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Forbatmin extended-release tablet, is designed to release metformin
hydrochloride more slowly and gradually. This formulation is taken anly
once daily. Metformin ER formulation seems 1o be more effective than
metformin IR in improving glyco-metabolic control, lipid profile, and levels
of some adipocytokings in patients with type 2 diabetes mellitus?,

Metformin causes side effects that affect the gastrointestina
LGl system.

These side effects include diarrhea, nausea, vomiting, gas
Matulence), Indigestion, and abdominal discomfort or
stomach upset. Metformin IR also commonly causes fatigue
or lack of energy (asthenial as well as headaches. Metformin
ER has fewer side effects compared to metformin IRE

Metformin IR Metformin ER

Side Effect Applicable? Frequency Applicable? Frequency

Diarrhea

Yes 7%

I

M
Yes %-D%

ndigestion 25
Upsst stomach Yes 6% Yes 1%-5%
Headache ; 6% Yas 1%-5
Constipation Mo Yas 1%-5%
[aste disturbance Yas 1%-5% Yiog T%-5%
Dizzinesslinhtheadednass Yas -0 =] 19%-5%

Dosing and Administration’

Dosage of Forbetmin must be individualized on the basis of both effectivensss
and tolerance, while not exceeding the maximum recommended daily doses,
The maximum recommended daily dose of Forbetmin is 2g inadults.

The usual starting dose of Forbetmin in adults and children =10 years is

500 mg once daily with the evening meal. Dosage increases should be
made in increments of 500 mg weekly.

Meatformin ER demonstrated efficacy and safety similar to that of
metformin IR over 24 weeks, with the advantage of once-daily dosing®.
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Adjusted mean change In HBATC (%) from baseline to week 24 for patients receiving twice-daily
metformin IR ar ance - daily metformin ER irandormized data set). adjusted for baseline HDA1c, ineatment
group, time, baseline -by- time interaction and tima - by - treatmeant group intesraction and excluding data

after rescue medication,

Conversion Recommendation®

Patients receving matformin immediate-release may be switched 1o Forbetmin
once daily at the same total daily dose, up to 2g once daily.

Pregnancy & Breast-Feeding®

« Metformin crosses the placenta; metformin may be usad as an alternative
agent in some patients requiring therapy for gestational diabetes mellitus or
ype2 diabetes melliius, Clearance of metformin may increase  during
pregnancy and dosing may need adjusted in some women when used
during the third trimeaster

« Metformin is present in breast milk. The decision to breastfeed during therapy
should consider the risk of infant exposure, benefits of breastfeeding to the
infant, and benehts of treatment 1o the mother. Melformin may be used in
breastfeeding women



