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FŒJKVäPlîJK\j @AFjFj FmÄ ßoalrKoj yJAPcsJPTîJrJAc ACFxKk

CkJhJj”

@rPc¿-Fo

TM
 5 KoV´J /500 KoV´J aqJmPua: k´KfKa Kluì ßTJPac aqJmPuPa rP~PZ 5 KoV´J FŒJKVäPlîJK\j @AFjFj FmÄ 

500 KoV´J ßoalrKoj yJAPcsJPTîJrJAc ACFxKkÇ 

lJoJtPTJuK\”

AyJ hMKa Có VäMPTJ\ KmPrJiL IqJK≤yJAkJrVäJAPxKoT SwMPir xÄKov´e -FŒJKVäPlîJK\j FmÄ ßoalrKoj yJAPcsJPTîJrJAc- pJ Knjú 

Knjú k´Kâ~J~ aJAk 2 cJ~JPmKax ßrJVLr VäMPTJP\r oJ©J Kj~πe TPrÇ 

FŒJKVäPlîJK\j ßxJKc~Jo-VäMPTJ\ ßTJ-asJj&xPkJaJtr-2 (SGLT2) Fr k´KfPrJiTÇ SGLT2 KTcKj ßgPT VäMPTJ\ rÜ xûJuPj 

kMj”PvJwPe oMUq nëKoTJ kJuj TPrÇ FŒJKVäPlîJK\j (SGLT2) ßT k´Kfyf TrJr oJiqPo KTcKjPf kKrxsJKmf VäMPTJP\r 

kMj”PvJwePT ysJx TPr FmÄ Fr lPu oNP©r oJiqPo VäMPTJP\r Kj”xre mOK≠ kJ~Ç

ßoalrKoj yJAPcsJPTîJrJAc mJAè~JjJAc V´∆Pkr FTKa SwMi pJ aJAk-2 cJ~JPmKax Kj~πPj mqmÂf y~Ç ßoalrKoj 

yJAPcsJPTîJrJAc pTíPfr VäMPTJ\ C“kJhj, IPπr VäMPTJ\ ßvJwe ysJx TPr FmÄ xPmJtkKr ßTJPwr VäMPTJ\ V´ye S mqmyJr mOK≠r 

oJiqPo AjxMKuPjr xÄPmhjvLufJ mOK≠ TPrÇ

KjPhtvjJ”

FŒJKVäPlîJK\j FmÄ ßoalrKoj TK’Pjvj aJAk 2 cJ~JPmKax ßrJVLr VäMPTJ\ Fr oJ©J Kj~πe TrPf UJhq S mqJ~JPor xJPg 

KjPhtKvf pUj FŒJKVäPlîJK\j FmÄ ßoalrKoj Cn~ ÆJrJ KYKT“xJ pgJpg mPu KmPmYjJ TrJ y~Ç FŒJKVäPlîJK\j aJAk 2 

cJ~JPmKax FmÄ ÂhPrJPV @âJ∂ k´J¬m~ÛPhr ÂhPrJPV oOfáqr ^áÅKT ToJPjJr \jq KjPhtKvfÇ k´J¬m~Û yJat ßlAuMqr CAg  

KrKcCx&c AP\Tvj l∑qJTvj -F IJâJ∂ ßrJVLPhr ÂhPrJPV oOfáqr ^áÅKT FmÄ yJat ßlAuMqr-F  yJxkJfJPu nKftr ^áÅKT ToJPjJr 

\jqÇ

ßxmjoJ©J FmÄ mqmyJrKmKi”

ßrJVLPhr mftoJj SwMi mqmyJPrr Ckr KnK• TPr mqKÜKmPvPw FŒJKVäPlîJK\j S ßoalrKoj Fr k´JrK÷T oJ©J KjiJtre TrJ 

CKYfÇ FŒJKVäPlîJK\j-Fr xmJtKiT ßxmjPpJVq ‰hKjT oJ©J yu 25 KoV´J FmÄ ßoalrKoj yJAPcsJPTîJrJAc Fr ßãP© 2000 

KoV´JÇ FA Kov´eKa k´KfKhj hMmJr UJmJPrr xJPg ßxmjPpJVqÇ kKrkJTfPπr kJvõt-k´KfKâ~J ToJPf ßoalrKoj 

yJAPcsJPTîJrJAPcr oJ©J mOK≠ iLPr iLPr yS~J CKYfÇ  pKh ßrJVLr eGFR  Fr  oJ©J 30 KoKu/KoKja/1.73 Ko

2

 Fr KjPY   y~  

fJyPu @rPc¿-Fo

TM
 ßh~J pJPm jJÇ 

k´KfKjPhtvjJ”

oJ^JKr ßgPT èÀfr KTcKjr ßrJV FmÄ F¥-ßˆ\ ßrjJu KcK\\ (A Fx @r Kc) ßrJVLPhr ßãP© FA xÄKov´eKa KjPhtKvf j~Ç 

FKa cJ~JPmKaT KTPaJFKxPcJKxx xy ßoaJmKuT FKxPcJKxx ßrJVLPhr ßãP© KjPhtKvf j~Ç FŒJKVäPlîJK\j, ßoalrKoj 

yJAPcsJPTîJrJAc mJ FA xÄKov´Pe gJTJ ßp ßTJjS CkJhJPjr k´Kf pKh ßTC èÀfr IKfxÄPmhjvLu y~, fPm ßxA ßrJVLPhr 

\jq KjPhtKvf j~Ç

xfTtfJ”

• uqJTKaT FKxPcJKxx: FŒJKVäPlîJK\j S ßoalrKoj TK’Pjvj ÆJrJ KYKT“xJ YuJTJPu vrLPr ßoalrKoj \oJ yS~Jr TJrPe 

uqJTKaT FKxPcJKxx yPf kJPrÇ 

• Có rÜYJk: FA SwMiKa ÊÀ TrJr @PV KTcKj ßrJVLPhr, m~Û ßrJVLPhr, Kjoú KxPˆJKuT rÜYJPkr ßrJVLPhr FmÄ 

cJA-ACPrKaT V´yjTJrL ßrJVLPhr ßãP© nKuCPor Im˙J oNuqJ~j FmÄ xÄPvJij TrPf yPmÇ KYKT“xJr xo~ uãe S 

CkxPVtr \jq kptPmãe TrJ CKYfÇ  

• ßrjJu lJÄvPj hMmtufJ: FŒJKVäPlîJK\j S ßoalrKoPjr FA KYKT“xJKa ÊÀ TrJr @PV S mqmyJr TrJr xo~ Kj~Kof 

KnK•Pf ßrjJu lJÄvj KjrLãe TÀjÇ pKh FKTCa KTcKj Aj\MKr y~, SwMiKa mº TÀj FmÄ IKmuP’ KYKT“xJ TÀjÇ 

• yJAPkJVäJAPxKo~J: FA SwMiKa ÊÀ TrJr xo~ yJAPkJVäJAPxKo~Jr ^áÅKT ToJPf AjxMKuj ßxPâaJVV mJ AjxMKuPjr ßcJ\ 

ToJPjJr k´P~J\j yPf kJPrÇ 

• ßpRjJPñr oJAPTJKaT xÄâoe: kptPmãe TÀj FmÄ CkpMÜ KYKT“xJ k´hJj TrPf yPmÇ

• KnaJKoj Km-12 Fr WJaKf: ßoalrKoj KnaJKoj Km-12 Fr oJ©J ToJPf kJPrÇ mJKwtT ßyoJPaJuK\T kqJrJKoaJr KjrLãe 

TÀjÇ

• FuKcFu-Kx mOK≠: kptPmãe TrPf yPm FmÄ k´P~J\Pj CkpMÜ KYKT“xJ k´hJj TrPf yPmÇ  

kJvõt-k´KfKâ~J”

oN©jJuLr xÄâoe FmÄ oKyuJPhr ßpRjJPñr oJAPTJKaT xÄâoe yPf kJPr, cJ~Kr~J, mKo mKo nJm/mKo, ßka lÅJkJ, ßkPa 

I˝K˜, mhy\o, hMmtufJ FmÄ oJgJmqgJ yPf kJPrÇ 

VnJtm˙J~ S ˜jqhJjTJPu”

VnJtm˙J~: kptJ¬  fgq S  CkJ•  jJ gJTJ~ VnJtm˙J~ FŒJKVäPlîJK\j @AFjFj FmÄ ßoalrKoj yJAPcsJPTîJrJAc Fr TK’Pjvj 

KjPhtKvf j~Ç 

˜jqhJjTJPu: FŒJKVäPlîJK\j oJfíhMPê Kj”xOf y~ KTjJ fJ \JjJ pJ~KjÇ ßpPyfá IPjT SwMiA oJfíhMPê Kj”xOf y~ fJA FKa 

˜jqhJjTJPu mqJmyJr TrJr xo~ xfTtfJ Imu’j TrJ CKYfÇ

KvÊPhr ßãP© mqmyJr”

18 mZr m~Pxr KjPY FŒJKVäPlîJK\j FmÄ ßoalrKoPjr xoKjõf mqmyJPrr KjrJk•J S TJptTJKrfJ k´KfKÔf y~KjÇ

m~ÛPhr ßãP© mqmyJr”

ßpPyfá FA TK’Pjvj pPgÓ kKroJPe KTcKjr oJiqPo KjÛJKvf y~ fJA m~x mJzJr xJPg xJPg FA SwMi mqmyJPr xfTtfJ 

Imu’j TrJ CKYfÇ xJmiJjfJr xJPg FmÄ Kj~Kof KTcKjr TJptTJKrfJ krLãJr Ckr Kjntr TPr xfTtnJPm ßxmjoJ©J KjiJtre 

TrJ CKYfÇ 

IjqJjq SwMPir xJPg k´KfKâ~J”

• TJmtKjT IqJjyJAPcsx AjKyKmarx& uqJTKaT FKxPcJKxPxr ^áÅKT mJzJPf kJPrÇ fJA Kj~Kof kptPmãe TrJ k´P~J\jÇ 

• TqJaJ~KjT SwMi (ßpoj” FKoPuJrJAc, KcPVJKéj, orKlj, ßk´JPTAjJoJAc, TáAKjKcj, TáAKjj, asJ~JoKaKrj, asJAKoPgJKk´o 

mJ ßnjPTJoJAKxj) ßpèPuJ KTcKjr jJKuTJr oJiqPo KjÏJKvf y~, ßxxm ßãP© KTcKjr jJKuTJ KhP~ KjÏJKvf ymJr xo~ 

ßoalrKoj Fr xJPg k´KfPpJKVfJ~ xÿMULj y~Ç  

• cJA-ACPrKaT Fr xJPg FŒJKVäPlîJK\j ßxmPjr lPu k´xsJPmr kKroJe mOK≠ kJ~, pJ nKuCo ysJPxr x÷JmjJPT mJKzP~ 

fáuPf kJPrÇ

• AjxMKuj ßxPâaJVV (ßpoj, xJuPlJjJAu ACKr~J) mJ AjxMKuj xJPg FŒJKVäPlîJK\j ßh~J yPu yJAPkJVäJAPxKo~Jr ^áÅKT 

ToJPf AjxMKuj ßxPâaJVV mJ AjxMKuPjr oJ©J ToJPjJr oJ©J k´P~J\j yPf kJPrÇ  

oJ©JKiTq”

oJ©JKiPTqr ßãP© k´P~J\jL~ xyJ~fJ k´hJj TrJA pMKÜxÿf ßpoj- kKrkJTfπ ßgPT IPvJKwf m˜M xKrP~ ßluJ, KTîKjTqJKu 

kptPmãe (APuTPasJTJKctSV´Jo) TrJ FmÄ ßrJVLr vJrLKrT Im˙J IjMpJ~L xyJ~T KYKT“xJ k´hJj TrJÇ ßoalrKoj 50 V´Jo Fr 

IKiT oJ©J~ V´ye TrPu ßoalrKoj Fr oJ©JKiTq ßhUJ pJ~, 10% ßãP© VäMPTJ\ ˝·fJ uãq TrJ pJ~, KT∂M ßxaJ ßoalrKoj 

Fr TJrPjA KTjJ fJ \JjJ pJ~KjÇ k´J~ 32% ßoalrKoj oJ©JKiPTqr ßãP© uqJTKaT FKxPcJKxx uãq TrJ pJ~Ç ßpxm 

ßrJVLPhr ßãP© ßoalrKoj oJ©JKiTq yP~PZ mPu iJrjJ TrJ y~ fJPhr IKfKrÜ SwMi xrJPjJr \jq ßyPoJcJ~JuJAKxx ßh~J 

CkTJrLÇ FŒJKVäPlîJK\Pjr KTîKjTqJu ßcPnukPo≤ ßk´JV´JPo ßTJj oJ©JKiPTqr KrPkJat kJS~J pJ~KjÇ ßyPoJcJ~JuJAKxPxr 

oJiqPo FŒJKVäPlîJK\Pjr KjÏJvPjr ßTJj fgq ßjAÇ 

xÄrãe” 

30° ßxK≤PV´c fJkoJ©Jr CkPr xÄrãe ßgPT Kmrf gJTájÇ @PuJ S @hstfJ ßgPT hNPr rJUMjÇ

xTu SwMi KvÊPhr jJVJPur mJAPr rJUMjÇ 

xrmrJy”

@rPc¿-Fo

TM
 5 KoV´J /500 KoV´J aqJmPua: k´KfKa mJPé rP~PZ 30 Ka (3x10) Kluì ßTJPac aqJmPua 

IqJuM-KkKnKx/ KkKnKcKx KmäˆJr kqJPTÇ 

Composition:
Ardance- MTM 5 mg/500 mg Tablet: Each film coated tablet contains 5 mg of Empagliflozin INN and 500 
mg of Metformin Hydrochloride USP. 

Pharmacology:
It combines two oral antihyperglycemic agents-Empagliflozin and Metformin Hydrochloride- with 
complementary mechanism of action to improve glycemic control in patients with type-2 diabetes.  
Empagliflozin is an inhibitor of Sodium-Glucose Co-Transporter-2 (SGLT2). SGLT2 is the predominant 
transporter, responsible for the 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. Metformin Hydrochloride is a 
biguanide type oral antihyperglycemic drug, used in the management of type 2 diabetes. Metformin 
Hydrochloride decreases hepatic glucose production, intestinal absorption of glucose and improves 
insulin sensitivity by an increase in peripheral glucose uptake and utilization.

Indication:
The combination of Empagliflozin INN & Metformin Hydrochloride USP 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 Hydrochloride is appropriate. Empagliflozin is indicated to reduce the risk of 
cardiovascular death in adults with type 2 diabetes mellitus and established cardiovascular disease. It is 
also indicated to reduce the risk of cardiovascular death, hospitalization for heart failure in adults with 
heart failure & reduces ejection fraction.

Dosage & administration:
The starting dose of Empagliflozin and Metformin formulation is individualized based on the patient’s 
current regimen. Maximum recommended daily dose of Empagliflozin is 25 mg and Metformin 
Hydrochloride is 2000 mg. Take this combination twice daily with meals. Dose escalation should be gradual 
to reduce the gastrointestinal side effects due to Metformin Hydrochloride. Initiation of Ardance- MTM  is not 
recommended in patients with an eGFR less than 30mL/min/1.73m2.

Contraindications:
Combination (Empagliflozin and Metformin) is contraindicated in patients with moderate to severe renal 
impairment with an eGFR less than 30mL/min/1.73m2 and End Stage Renal Disease (ESRD), metabolic 
acidosis, including diabetic ketoacidosis and history of serious hypersensitivity reaction to Empagliflozin, 
Metformin Hydrochloride or any of the excipients in this combination.

Warnings and precautions:
• Lactic acidosis: This can occur due to Metformin accumulation during treatment with Empagliflozin 

and Metformin. 

• Hypotension: Before initiating this medication assess and correct volume status in patients with renal 
impairment, the elderly, in patients with low systolic blood pressure, and in patients on diuretics. 
Monitor for signs and symptoms during therapy.

• Impairment in renal function: Before initiation and during therapy with Empagliflozin and Metformin 
renal function should be monitored in a routine basis. If acute kidney injury occurs, discontinue and 
promptly treat.

• Hypoglycemia: Consider lowering the dose of insulin secretagogue or insulin to reduce the risk of 
hypoglycemia when initiating this medication

• Genital mycotic infections: Monitor and treat as appropriate. 

• Vitamin B12 deficiency: Metformin may lower vitamin B12 levels. Monitor hematologic parameters 
annually. 

• Increased LDL-C: Monitor and treat as appropriate.

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

Use in pregnancy & lactaton:

Pregnant Women: The limited available data in pregnant women are not sufficient to determine a drug 
associated risk for major birth defects and miscarriage.

Lactation: It is not known whether Empagliflozin is secreted in human milk. As many drugs are excreted in 
human milk, caution should be exercised when this combination is administered to a nursing mother.

Geriatric use:
As this combination is substantially excreted by the kidney, and aging can be associated with reduced 
renal function, the combination of empagliflozin and Metformin should be used with caution as age 
increases. Care should be taken in dose selection and should be based on careful and regular monitoring 
of renal function.

Pediatric use:
Safety and effectiveness of Empagliflozin and Metformin combination in pediatric patients under 18 years 
of age have not been established. 

Drug interactions:
• Carbonic Anhydrase inhibitors may increase the risk of lactic acidosis. Consider more frequent 

monitoring. 
• Cationic drugs (e.g Amiloride, Digoxin, Morphine, Procainamide, Quinidine, Quinine, Ranoitidine, 

Triamterene, Trimethoprim or Vancomycin) that are eliminated by renal tubular secretion theoretically 
have the potential for interaction with Metformin Hydrochloride by competing for common renal 
tubular transport system. 

• Co-administration of empagliflozin with diuretics results in increased urine volume and frequency of 
voids, which might enhance the potential for volume depletion.

• Co-administration of Empagliflozin with an insulin secretagogue (e.g., sulfonylurea) or insulin may 
require lower doses of the insulin secretagogue or insulin to reduce the risk of hypoglycemia.

Overdose:
In the event of an overdose it is reasonable to employ the usual supportive measures e.g. remove 
unabsorbed material from the gastrointestinal tract, employ clinical monitoring (including obtaining an 
electrocardiogram) and institute supportive therapy as indicated by the patient’s clinical status. Overdose 
of Metformin has occurred, including ingestion of amounts greater than 50g. Hypoglycemia was reported 
in approximately 10% of cases, but no casual association with Metformin HCl has been established. Lactic 
acidosis has been reported in approximately 32% of Metformin overdose cases. Hemodialysis may be 
useful for removal of accumulated drug from patients in whom Metformin overdose is suspected. There 
were no reports of overdose during clinical development program for Empagliflozin. Removal of 
Empagliflozin by hemodialysis has not been studied.

Storage:
Do not store above 30°C, protect from light & moisture.
Keep the medicine out of reach of children.

Packing:
Ardance- MTM 5 mg/500 mg Tablet: Each box contains 30 film coated tablets (3x10’s) in 
Alu-PVC/ PVDC blister pack.

Km˜JKrf fPgqr \jq AÄPr\L IÄv ßhUMjÇ

12002357

Ve
rs

io
n:

 0
1

Manufactured by
Pharmacil Limited
B-34 & A-69, BSCIC Industrial Estate,
Tongi, Gazipur-1710, Bangladesh
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