
Presentation
EmpatabTM  M 5/500: Each tablet contains Empagliflozin INN 5 mg and Metformin Hydrochloride BP 500 mg.

Description
Empagliflozin (Sodium-glucose co-transporter-2 inhibitor) and Metformin (biguanide) is a combination of two oral 
antihyperglycemic drugs with complimentary mechanism of action to improve glycemic control in patients with type-2 diabetes 
mellitus. Empagliflozin reduces renal reabsorption of filtered glucose and lowers the renal threshold for glucose and thereby 
increases urinary glucose excretion and Metformin decreases hepatic glucose production, decreases intestinal absorption of 
glucose and improves insulin sensitivity by an increase in peripheral glucose uptake and utilization.

Indications 
Combination of Empagliflozin and Metformin is indicated as an adjunct to diet and exercise to improve glycemic control in adults 
with type 2 diabetes mellitus when treatment with both Empagliflozin and Metformin is appropriate. Empagliflozin is indicated to 
reduce the risk of cardiovascular death in adults with type 2 diabetes mellitus and established cardiovascular disease. 

Dosage and Administration
The starting dose of Empagliflozin and Metformin formulation is individualized based on the patients current Regimen. The 
maximum recommended total daily dose is 25 mg Empagliflozin and 2000 mg Metformin Hydrochloride. It should take twice 
daily with a meal, dose should be increase gradually to reduce the gastrointestinal side effects due to metformin.

Empagliflozin and Metformin should not be initiated in patients with an eGFR less than 45 mL/min/1.73 m2 .

Side-effects
Urinary tract infection and female genital mycotic infections, diarrhea, nausea/vomiting, flatulence, abdominal discomfort, 
indigestion, asthenia, headache etc.

Contraindications
Renal impairment, ESRD, or on dialysis, metabolic acidosis, including diabetic ketoacidosis and history of serious 
hypersensitivity reaction to empagliflozin or metformin.

Warning
The risk of necrotizing fasciitis of the perineum/Fournier’s gangrene.

Precautions
•  Lactic acidosis: This can occur due to Metformin accumulation during treatment with Empagliflozin & Metformin.
•  Before initiating Empagliflozin & Metformin combination, volume status should be assessed and correction on hypovolemia 
should be made in the elderly, in patients with renal impairment, in patients with low systolic blood pressure and in patients on 
diuretics since Empagliflozin causes intravascular volume contraction.
•  Empagliflozin increases serum creatinine and decreases eGFR so before initiation of therapy with Empagliflozin and 
Metformin and during therapy renal function need to monitor routinely.
•  In patients taking insulin or an insulin secretagogue with Empagliflozin and Metformin, a lower dose of insulin or the insulin 
secretagogue is considered to reduce the risk of hypoglycemia. 
•  Genital mycotic infections: Monitoring and treatment should be done if indicated.
•  Vitamin B12 deficiency: Metformin may lower vitamin B12 levels. Monitor hematologic parameters annually may required. 
•  Increased LDL-C: Monitor and treat as appropriate.

Use in specific populations
Pregnancy: Advise females of the potential risk to a fetus especially during the second and third trimesters.
Lactation: Empagliflozin and Metformin is not recommended when breastfeeding. 
Geriatric patients: Higher incidence of adverse reactions related to volume depletion and reduced renal function. Assess renal 
function more frequently.
Patients with renal impairment: Higher incidence of adverse reactions related to reduced renal function.
Hepatic Impairment: Avoid use in patients with hepatic impairment. 

Drug interactions
•  Carbonic anhydrase inhibitors may increase risk of lactic acidosis. Consider more frequent monitoring. 
•  Drugs that reduce metformin clearance (such as ranolazine, vandetanib, dolutegravir, and cimetidine) may increase the 
accumulation of metformin. Consider the benefits and risks of concomitant use.
•  Alcohol can potentiate the effect of metformin on lactate metabolism. Warn patients against excessive alcohol intake.

Overdose
In the event of an overdose with Empagliflozin and Metformin contact the Doctor. Employ the usual supportive measures (e.g., 
remove unabsorbed material from the gastrointestinal tract, employ clinical monitoring, and institute supportive treatment) as 
dictated by the patient’s clinical status. Removal of empagliflozin by hemodialysis has not been studied. However, metformin is 
dialyzable with a clearance of up to 170 mL/min under good hemodynamic conditions. Therefore, hemodialysis may be useful 
partly for removal of accumulated metformin from patients in whom Empagliflozin and Metformin overdosage is suspected.

Storage condition
Do not store above 30 0C. Keep out of the reach of children.

Commercial Pack 
EmpatabTM  M 5/500: Each box contains 3 blister strips of 10 tablets.
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W = 150 mm,  L = 240  (30 X 8 Fold) mm

Dc¯’vcb
G¤úvU¨ve TM Gg 5/500: cÖwZwU U¨ve‡j‡U i‡q‡Q G¤cvwMø‡d¬vwRb AvBGbGb 5 wg.MÖv.I †gUdiwgb nvB‡Wªv‡K¬vivBW wewc 500 wg.MÖv.|

weeiY
G¤cvwMø‡d¬vwRb (†mvwWqvg-Møy‡KvR †KvUªvÝ‡cvUvi©-2 BbwnweUi) Ges †gUdiwgb (evB¸qvbvBW) n‡”Q `yBwU Møy‡KvR wbqš¿YKvix WªvM G¤cvwMø‡d¬vwRb Ges 
†gUdiwgb Gi mgwš^Z Ilya hviv G‡K Ac‡ii cwic~iK cÖwµqvi gva¨‡g UvBc-2 Wvqv‡ewUK †ivMx‡`i Møy‡KvR wbqš¿Y K‡i| G¤cvwMø‡d¬vwRb wdëviK…Z 
Møy‡Kv‡Ri c~bt‡kvlY I †ibvj †_ªm‡nvì †j‡fj Kwg‡q †`q| †gUdiwgb hK…‡Z Møy‡KvR Drcv`b Kgvq, A‡š¿ Møy‡KvR †kvlY Kgvq Ges †cwi‡divj Møy‡KvR 
e¨envi evwo‡q Bbmywj‡bi ms‡ebkxjZvi DbœwZ NUvq|

wb‡`©kbv
G¤cvwMø‡d¬vwRb I †gUdiwgb Kw¤^‡bkb UvBc-2 Wvqv‡ewUm †gjvBUvm †ivMxi Møy‡KvR Gi gvÎv wbqš¿Y Ki‡Z Lv`¨ I e¨vqv‡gi mv‡_ wb‡`©wkZ hLb 
G¤cvwMø‡d¬vwRb Ges †gUdiwgb Dfq Øviv wPwKrmv h_vh_ e‡j we‡ePbv Kiv nq| G¤cvwMø‡d¬vwRb UvBc-2 Wvqv‡ewUm †gjvBUvm †iv‡M AvµvšÍ cÖvßeq¯‹ 
gvby†li ü`‡ivMRwbZ g„Zz¨ I cÖwZwôZ ü`‡iv‡Mi SuzwK Kgv‡Z wb‡`©wkZ|

wb‡`©kbv Ges e¨envi
†ivMxi eZ©gvb Jla e¨e¯’vi Dci wfwË K‡i e¨w³we‡k‡l G¤cvwMø‡d¬vwRb Ges †gUdiwgb Gi cÖviw¤¢K gvÎv wba©viY Kiv DwPr| ˆ`wbK m‡e©v”P †mebgvÎv 
G¤cvwMø‡d¬vwRb 25 wg.MÖv. I 2000 wg.MÖv. †gUdiwgb nvB‡Wªv‡K¬vivBW| ˆ`wbK `yBevi Lvev‡ii mv‡_ †meb‡hvM¨, cwicvKZ‡š¿ †gUdiwg‡bi cvk¦©cÖwZwµqv 
Kgv‡bvi Rb¨ gvÎv ax‡i ax‡i evov‡bv DwPZ| 

hw` †ivMxi BwRGdAvi 45 Gg.Gj./wg./1.73 wg2 Gi Kg nq Zvn‡j G¤cvwMø‡d¬vwRb Ges †gUdiwgb w`‡q wPwKrmv ïiæ Kiv hv‡e bv|

cvk¦© cÖwZwµqv
g~Îbvjxi msµgY Ges gwnjv †hŠbv‡½ gvB‡KvwUK msµgY, Wvqwiqv, ewg ewg fve / ewg, †cU dvucv, †c‡U A¯^w¯Í, e`nRg, `ye©jZv, gv_ve¨_v BZ¨vw`|

cÖwZwb‡`©kbv
†ibvj Bg‡cqvi‡g›U (e„°xq AmgKvh©KvwiZv), BGmAviwW †ibvj wWwRm A_ev WvqvjvBwmm, ‡gUvewjK Gwm‡Wvwmm, †mB mv‡_ Wvqv‡ewUK 
wK‡UvGwm‡Wvwmm| G¤cvwMø‡d¬vwRb ev †gUdiwg‡bi ¸iæZi ms‡e`bkxjZvi BwZnvm|

mZK©xKiY
†cwiwbqvg G ¶Z ev diwbqviÕm M¨vswi‡bi Kvi‡Y †bµUvBwRs d¨vmvBwUm nIqvi SyuwK _vK‡Z cv‡i|

mZK©Zv
•  G¤cvwMø‡d¬vwRb I †gUdiwgb Kw¤^‡bkb Øviv wPwKrmv PjvKv‡j kix‡i †gUdiwgb Rgv nIqvi Kvi‡Y j¨vKwUK Gwm‡Wvwmm n‡Z cv‡i|
•  G¤cvwMø‡d¬vwRb I †gUdiwgb kyiæi c~‡e© eq¯‹ †ivMx‡`i wKWwbi Amg Kvh©KvwiZv i‡q‡Q A_ev †hmKj †ivMxi wb¤œ wm‡÷vwjK i³Pvc i‡q‡Q Ges 
†hmKj †ivMx WvBD‡iwUK wb‡”Q Zv‡`i fwjDg wbY©q Ges nvB‡cv- fwjDg ms‡kvab Ki‡Z n‡e †h‡nZz G¤cvwMø‡d¬vwRb B›UªvfvmK¨yjvi fwjDg ms‡KvPb 
Ki‡Z cv‡i|
•  ‡h‡nZz G¤cvwMø‡d¬vwRb †mivg wµ‡qwUwbb evwo‡q †`q I BwRGdAvi Kwg‡q †`q †m‡nZz G¤cvwMø‡d¬vwRb I †gUdiwgb ïiæ Kivi c~‡e© GKevi Ges ïiæ 
Kivi ci wbw`©ó mgq cici wKWwb dvskb †U÷ Kiv DwPZ|
•  ‡hmKj †ivMx Bbmywjb ev Bbmywjb wm‡µUvMM Gi mv‡_ G¤cvwMø‡d¬vwRb I †gUdiwgb wb‡”Q Zv‡`i ‡ÿ‡Î nvB‡cvMøv‡mwgqv †_‡K iÿv cvevi Rb¨ 
Bbmywjb ev Bbmywjb wm‡µUvM‡Mi gvÎv Kgv‡bv cÖ‡qvRb|
•  †RwbUvj gvB‡KvwUK Bb‡dKkb: wb‡`©wkZ n‡j †ivMx‡K ch©‡eÿY I wPwKrmvi AvIZvq wb‡Z n‡e|
•  wfUvwgb we-12 NvUwZ: †gUdiwgb wfUvwgb we-12 Gi cwigvY Kwg‡q w`‡Z cv‡i| cÖwZ eQi ‡ngv‡UvjwRK †civwgUvi gwbUi Ki‡Z n‡e|
•  ewa©Z GjwWGj-wm: ch©‡eÿb I Dchy³ wPwKrmv wb‡Z n‡e|

we‡kl Rb‡Mvôxi †¶‡Î e¨envi
Mf©ve¯’vq: Mf©ve¯’vq we‡kl K‡i wØZxq I Z…Zxq ‰ÎgvwmK mg‡q IlyawU e¨env‡i åy‡Yi mfve¨ SyuwKi wel‡q gwnjv‡`i civgk© ‡`qv DwPZ|
¯Íb¨`vbKv‡j: ¯Íb¨`vbKv‡j IlyawU wb‡`©wkZ bq| 
eq¯‹‡`i ‡¶‡Î: e„‡°i Kvh©¶gZv I cvwb ¯^íZv msµvšÍ cvk¦©cªwZwµqv nevi SyuwK Av‡Q ZvB wbqwgZ e„°xq Kvh©¶gZv cix¶v Kiv DwPZ|
e…°xq Kvh©¶gZvi c«wZeÜKZv i‡q‡Q Ggb ‡ivMx‡`i ‡¶‡Î: e…‡°i Kvh©¶gZv K‡g hvIqv msµvšÍ cvk¦©cªwZwµqvi SyuwK Av‡Q|
wjfv‡ii Kvh©¶gZvi c«wZeÜKZv i‡q‡Q Ggb ‡ivMx‡`i ‡¶‡Î: IlyawUi e¨envi Gwo‡q hvIqv DwPZ| 

WªvM B›UviG¨vKkb
•  Kv‡e©vwbK A¨vbnvB‡Wªm BbwnweUvi¸wj j¨vKwUK A¨vwm‡Wvwm‡mi SzuwK evwo‡q Zzj‡Z cv‡i| AviI Nb Nb ch©‡e¶Y we‡ePbv Kiv cÖ‡qvRb|
•  ‡hme Ilya †gUdiwgb wK¬qv‡iÝ‡K nªvm K‡i (‡hgb i¨vbjvwRb, f¨v‡ÛUvwbe, Wjy‡UMÖvwfi Ges wm‡gwUwWb) Zviv †gUdiwgb mÂq‡K evwo‡q Zzj‡Z cv‡i| 
mnRvZ e¨env‡ii myweav Ges SzuwK we‡ePbv Kiv cÖ‡qvRb|
•  A¨vj‡Kvnj j¨vK‡UU wecv‡Ki Dci †gUdiwgb Gi cÖfve‡K m¤¢ve¨ Ki‡Z cv‡i| AwZwi³ A¨vj‡Kvnj MÖn‡Yi weiæ‡× †ivMx‡`i mZK© Kiv cÖ‡qvRb|

gvÎvwaK¨
G¤cvwMø‡d¬vwRb I †gUdiwgb Kw¤^‡bkb Gi gvÎvwa‡K¨i †¶‡Î wPwKrm‡Ki mv‡_ †hvMv‡hvM Ki‡Z n‡e| †ivMxi kvixwiK Ae¯’v Abyhvqx mnvqK e¨e¯’v wb‡Z 
n‡e (†hgb- cwicvKZš¿ †_‡K A‡kvwlZ e¯‘ mwi‡q †djv, wK¬wbK¨vwj gwbUi Kiv Ges mnvqK wPwKrmv cÖ`vb Kiv)| wn‡gvWvqvjvBwmm Øviv G¤cvwMø‡d¬vwRb 
miv‡bv AbymÜvb nqwb| fv‡jv wn‡gvWvBbvwgK KwÛk‡b †gUdiwgb 170 wgwjwjUvi/wgwbU wK¬qv‡iÝ ch©šÍ WvqvjvB‡Rej| †hme †ivMx‡`i †¶‡Î †gUdiwgb 
gvÎvwaK¨ n‡q‡Q e‡j aviYv Kiv nq Zv‡`i AwZwi³ WªvM miv‡bvi Rb¨ wn‡gvWvqvjvBwmm Kvh©Kix|

msi¶Y
30 0†mjwmqv‡mi Dc‡i msi¶Y Kiv n‡Z weiZ _vKzb| wkï‡`i bvMv‡ji evB‡i ivLyb|

evwYwR¨K †gvoK
G¤úvU¨ve   Gg 5/500: cÖwZwU e‡· i‡q‡Q 10wU U¨ve‡j‡Ui 3wU weø÷vi ÷ªxc|

Empatab  M 5/500
Empagliflozin 5 mg & Metformin HCl 500 mg

TM G¤cvU¨ve  Gg 5/500
G¤cvwMø‡d¬vwRb 5 wg.MÖv. Ges †gUdiwgb nvB‡Wªv‡K¬vivBW 500 wg.MÖv.
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