DRUG INFORMATION & HIGHLIGHTS OF PRESCRIBING INFORMATION

SYNJAR DY® XR (tabets, for oral use)

Empagliflozin - 5/10/12.5/25 mg and Metformin Hydrochloride - 1000 mg Extendedrelease

Initial U.S. Approval : 2015

WARNING : LACTIC ACIDOSIS
 Postmarketing cases of metformin-associated lactic acidosis have resulted in death, hypothermia, hypotension,
and resistant bradyarrhythmias. Symptoms included malaise, myalgias, respiratory distress, somnolence, and

abdominal pain. Laboratory abnormalities included elevated blood lactate levels, anion gap acidosis, increased
lactate/pyruvate ratio; and metformin plasma levels generally >5 mcg/mL.

« Risk factors include renal impairment, concomitant use of certain drugs, age =65 years old, radiological studies
with contrast, surgery and other procedures, hypoxic states, excessive alcohol intake, and hepatic impairment.
Steps to reduce the risk of and manage metformin-associated lactic acidosis in these high risk groups are provided
in the Full Prescribing Information.

« If lactic acidosis is suspected, discontinue SYNJARDY XR and institute general supportive measures in a hospital
setting. Prompt hemodialysis is recommended.

SRRODRODRO%  INDICATIONS AND USAGE  5GS@ES@ESae

SYNJARDY XR is a combination of empagliflozin, a sodium-glucose co-transporter 2 (SGLT2) inhibitor and metformin,
a biguanide, indicated as an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes
mellitus when treatment with both empaglifiozin and metformin is appropriate.

Limitations of Use : Not for the treatment of type 1 diabetes mellitus or diabetic ketoacidosis.

SRRBRROMRE%  CONTRAINDICATIONS  @GESe85aESee

« Moderate to severe renal impairment (eGFR below 45 mL/min/1.73 m2), end stage renal disease, or dialysis.
« Metabolic acidosis, including diabetic ketoacidosis.
« History of serious hypersensitivity reaction to empagliflozin or metformin.
Limitations of Use : Not for the treatment of type 1 diabetes mellitus or diabetic ketoacidosis
(E 3fq[®l  For more information, go to www.synjardyxr.com

'.4 or scan the adjacent QR code,
¢ of Boehringer Ingelheim Pharmaceuticals, Inc.
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IF YOU WANT OT SHINE LIKE A SUN. FIRST BURN LIKE A SUN.
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LEARNING GIVES CREATIVITY, CREATIVITY LEADS TO THINKING , THINKING PROVIDES KNOWLEDGE, KNOWLEDGE MAKES YOU GREAT.
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LIST OF NEW DRUG APPROVED
from October, 2016 to December, 2016 by NEW DRUGS DIVISION,
CENTRAL DRUGS STANDARD CONTROL ORGANIZATION (CDSCO)

or in combination with other anti -
hypertensive agents"

L Date of
S.No. Name of the Drug Indication Issue
1 | Dolutegravir 50 mg Tablet & | “Indicated in combination with other
Bulk (Dolutegravir Sodium) | antiretroviral agents for the treatment (07.11.2016
of HIV1 infection in adults weighing
more than 40 kg”
2 | Alcaftadine Eye Drops "For the prevention of itching associ-
0.25% w/v & Bulk ated with allergic conjunctivitis in 21.11.2016
patients between the age group
10 to 60 years"
3 | Bepotastine Besilate Bulk _ 23.11.2016
4 | Lenvatinib 4mg/10mg Hard | "For the treatment of patients with
Gelatin Capsules locally recurrent or metastatic, pro- 102.12.2016
(Lenvatinib Mesylate) gressive, radioactive iodinerefractory
differentiated thyroid cancer"
5 | Perampanel 2mg/4mg/6mg/ | "The adjunctive treatment of
8mg/10mg/12mg Tablets | partialonset seizures with or without
secondarily generalized seizures in  |02.12.2016
patients with epilepsy aged 12 years
( 7 and older"
6 | Azilsartan Medoxomil Bulk & | "Indicated for the treatment of hyper -
40mg/80mg Tablets tension in adults patients, either alone{09.12.2016







