Empastar

Empagliflozin INN Tablet

COMPOSITION
Empastar 10 Tablet: Each film coated tablet contains Empagliflozin INN 10 mg.
Empastar 25 Tablet: Each film coated tablet contains Empagliflozin INN 25 mg.

PHARMACOLOGY

Empagliflozin is an inhibitor of Sodium-glucose co-transporter 2 (SGLT2).
SGLT2 is the predominant transporter responsible for reabsorption of glucose
from the kidney back into the circulation. By inhibiting SGLT2, Empagliflozin
reduces renal reabsorption of filtered glucose and lowers the renal threshold for
glucose, and thereby increases urinary glucose excretion.

INDICATION

Empastar is indicated as an adjunct to diet and exercise to improve glycemic
control in adults with type 2 diabetes mellitus and to reduce the risk of cardio-
vascular death in adult patients with type 2 diabetes mellitus and established
cardiovascular disease.

DOSAGE AND ADMINISTRATION

The recommended dose of Empagliflozin is 10 mg once daily, taken in the
morning, with or without food. In patients tolerating Empagliflozin, the dose may
be increased to 25 mg once daily. In patients with volume depletion, correcting
this condition prior to initiation of Empagliflozin is recommended.

CONTRAINDICATION

Empagliflozin is contraindicted in patients with history of serious hypersensitivity
reaction to Empagliflozin or any of its ingredients, severe renal impairment,
end-stage renal disease, or dialysis.

WARNING AND PRECAUTION

Assessment of renal function is recommended prior to initiation of Empagliflozin
and urinary tract infections and female genital mycotic infections. Empagliflozin
should not initiated in patients with an eGFR less than 45 mL/min/1.73m2. No
dose adjustment in needed in patients with an eGFR greater than or equal to 45
mL/min/1.7.3m2.

The risk of necrotizing fasciitis of the perineum/Fournier’s gangrene is very rare.
Consult with doctor immediately if you experience any symptoms of tender-
ness, redness or swelling of the genitals back to the rectum and have a fever
above 100.4°F.

SIDE EFFECT

The most common adverse reactions associated with Empagliflozin are urinary
tract infections and female genital mycotic infections. Others common side
effects include dehydration, hypotension, weakness, dizziness and increased
thirstiness.

USE IN PREGNANCY AND LACTATION

There are on adequate and well-controlled studies of Empagliflozin in pregnant
women. Empagliflozin should be used during pregnancy only if the potential
benefit justifies the potential risk to the fetus. It is not known if Empagliflozin is
excreted in human milk. It is not recommended when breastfeeding.

DRUG INTERACTION

Diuretics: Co-administration of Empaglifiozin with diuretics resulted in
increased urine volume.

Insulin or Insulin Secretagogues: Co-administration of Empagliflozin with
insulin or insulin secretagogues increases the risk for hypoglycemia.

Positive Urine Glucose Test: Monitoring glycemic control with urine glucose
test is not recommended in patients taking SGLT2 inhibitors as SGLT2
inhibitors increase urinary glucose excretion and will lead to positive urine
glucose tests. Use alternative methods to monitor glycemic control.
Interference with 1,5-anhydroglucitol (1,5-AG) Assay: Monitoring glycemic
control with 1,5-AG assay is not recommended as measurements of 1,5-AG are
unreliable in assessing glycemic control in patients taking SGLT2 inhibitors.
Use alternative methods to monitor glycemic control.

OVERDOSE

In the event of an overdose with Empagliflozin the usual supportive measures
(e.g. remove unabsorbed material for the gastrointestinal tract, perform clinical
monitoring, and institute supportive treatment) should be employed. Removal of
Empagliflozin by hemodialysis has not been studied.

STORAGE CONDITION
Keep in a cool & dry place (below 30°C), protected from light & moisture. Keep
out of the reach of children.

HOW SUPPLIED

Empastar 10 Tablet: Each box contains 2x10 tablets in Alu-Alu Blister pack.
Empastar 25 Tablet: Each box contains 1x10 tablets in Alu-Alu Blister pack.

Manufactured by:

(o} Goodman Pharmaceuticals Ltd.
Better Health For All
Goodman Bhangnahati, Sreepur, Gazipur, Bangladesh

AP

A SR9ae Br_eEe
T

GIAPBIT So BIRTDs afSfs ey (FIhT SR Wity e ifaEmfe sn2dmas so X, &, |
GBI 3¢ BrIReeins afsfb ey (e Breees Sty =i sdumas x¢ . 4. |

FrfTEe

GRS 200z G5 EIET e (SI-GPate R (SGLT-2) Jtar emreeiar | SGLT-2
T PIG WS TR I G 2 ARS | SGLT-2 @ 4l @mieTs Moy
G em o ~REe JTFea FFe=Ee T ¢ Jeaa WIS TR A PR
GFR GOIF A ML FHE THAE GRS 0 |

ot

= iifcfem-

-ETTF G1R71-2 TRAG TREIZERT @I TS faet SIe T &y S 8 IR
7 TS RO s |

2% BEA-} TRCEDA EIZEH @A T R AR g ¢ Fe
s |

@l ¢ GRARE

AR Sere GRe@r So fir. &r. fee «a, FFICET AR A ST A-_E
BT | AT e Tl x¢ . &t #1468 I F1 @ #1071 T 7 @A F=eeroiEm
T S (@ G I (I et Sig[a Safed o=msred (7 2052 |

effSar
i AT afs SfomraveeTer AR W< fFef TPt 8 TRIERRFRT @i
g 974fs gfefmtre |

ToFo!

qifAcETem v w99 i o Tevel Ny Sa e oAl (R 20 9 SEE
AT ©F A Ace 7 | Imd eGFR 8¢ MFr/f/s.a0 it w7 ww oma
GITERITE =F T AT T | @ T @g eGFR 8¢ S /My 0 it @3 e A o
@ SIWA (0@ (TS FRE S TS (73 |

ToffeR @ T RER /R At =veam I AE A @R e 3w
G WA G (AR 206 TR A Sl TS 26w I (TS @92 G
300.8° T3 7 @+ 27 o1 ufe Mg i ok e |

Andefefer
aeifaeEem AR o Afefem = Jaaricte ke ¢ IfEE @ W oE Nkt
TG |

TSR 8 BAITRICT JIZT
TSI AR (L@ 9 JIRE FfRES @ *’fg ©27 2 | TSR T AWz
TG ZER FIZ F1 Bb® | qHTcErTem wroveeh fepo =1 et et I | grmrmerar
TR AR [ES AT 27 |

S frifERr

TRITEbE: i e TRzSrbere e e Qi AN [@e @ A |
TP @R IR FPRAIR 84 G AT S e I fgResiEr $Rrad
e et ZIZCANREIRRIT Q{TeT ([T @S I |

AR *F TR AR e =<k Soiffen SIRmFe e AR S s
T T FRA @ 7T @I SGLT-2 vz S1ewa 23103 *I=<6419 W@l (08 [T @57 AT <64
@ (@ e e = | w e W@ SR 9 T ey s 59ee F9e 20T |
3, @ AFRREGPTT AT SPINepTS 3 7@ SGLT-2 fove wwws =< fmaet
AT T GV S, ¢ ATRIRGIPGA AfRwrers Rewg Keapamey 77 1« S fae
TR G [ afe T TS A |

T@iftret

@AITRCERITE @3 QIR AR (0@ TZTS A (SIS omiel AP (A ST,
TPt RfTre e 2T DA T A2 FACS 2 | TN (AR FRT
G ST AR FAK 77 @28 A&l 41 24 |

TR

T @ SHTST (AT T, STET 8 GF JOT (190° (T3 SIAN@R FTE) Y |
T AR A A |

QR
ISR So BIRTEG: S I Wt 2o 6 GIRTs @rie-«re] 5= 21 |
QAP 3¢ BTIRTETE: &fS 03 Wg sXso B BT «rief-«iie fa9om 2 |
ALOPEP: P
G FHPrS BT for:

G
Better Health For AlL

Goodman SRR, Aref, G, AR




