
Sitadus M
®
 ER

Sitagliptin + Metformin HCL USP 

Description: Sitadus M® ER is a fixed dose combination of two 

antihyperglycemic agents with different mechanisms of action. Sitagliptin is a 

member of the DPP-4 (dipeptidyl-peptidase-4) inhibitor class and Metformin 

hydrochloride is a member of the biguanide.

Mode of action: Sitagliptin inhibits dipeptidyl peptidase 4 (DPP-4), the enzyme 

responsible for the inactivation of the incretin hormones which are released into 

the circulation in response to food intake. Inhibition of DPP-4, results in higher 

levels of active incretin hormones, stimulating insulin release and reducing 

glucagon release in a glucose dependent manner.

Metformin decreases hepatic glucose production, decreases intestinal absorption 

of glucose and improves insulin sensitivity by increasing peripheral glucose uptake 

and utilization.

Pharmacokinetics: Sitagliptin is rapidly absorbed with peak plasma concentration 

observed at 1-4 hours. Sitagliptin can be given with or without food. The absolute 

bioavailability is 87%. The plasma protein binding of Sitagliptin is low (38%) and 

Sitagliptin distributes equally between plasma and red blood cells. Primary 

enzyme responsible for the limited metabolism of sitagliptin was CYP3A4, with 

contribution from CYP2C8. Approximately 87% of the dose of Sitagliptin was 

excreted into the urine and 13% of the dose was recovered in the faeces. 

The absolute bioavailability of Metformin given under fasting condition is 

approximately 50-60%. Food decreases the extent and slightly delays the 

absorption of Metformin. Metformin is negligible to bound plasma proteins in 

contrast to sulfonylureas. The elimination half-life is approximately 17.6 hours

Composition: Sitadus M® 50/500 ER Tablet: Each tablet contains Sitagliptin 

Phosphate Monohydrate INN 64.25 mg equivalent to Sitagliptin 50 mg (Immediate 

release) and Metformin USP 500 mg (extended release).

Sitadus M® 50/1000 ER Tablet: Each tablet contains Sitagliptin Phosphate 

Monohydrate INN 64.25 mg equivalent to Sitagliptin 50 mg (Immediate release) 

and Metformin (extended release) USP 1000 mg.

Indications: Sitadus M® ER is indicated as an adjunct to diet and exercise to 

improve glycemic control in adults with type-2 diabetes mellitus when treatment 

with both Sitagliptin and Metformin extended release is appropriate

Dosage & Administration: May adjust the dosing based on effectiveness and 

tolerability while not exceeding the maximum recommended daily dose of 

Sitagliptin100 & Metformin 2000 mg extended release. Administer once daily with 

a meal preferably in the evening. Gradually escalate the dose to reduce the 

gastrointestinal side effects due to Metformin. Maintain the same total daily dose 

of Sitagliptin & Metformin when changing between Sitagliptin+ Metformin ER, 

without exceeding the maximum recommended daily dose of 2000 mg Metformin 

extended release. Swallow whole, never split, crush or chew.
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KxaJcJx Fo® AIJr
KxaJKVäkKaj + ßoalrKoj yJAPcsJPTîJrJAc ACFxKk

Kmmre: KxaJcJx Fo® AIJr yPò Knjú k´Kâ~Jr hMKa Có VäMPTJ\ KmPrJiL SwMPir FTKa KjKhtÓ xojú~Ç KxaJKVäkKaj yPò 
cJAPkkaJAcJAu ßkkaJAPc\-4 (KcKkKk-4) AjKyKmar ßvseLr I∂nëtÜ FmÄ ßoalrKoj yJAPcsJPTîJrJAc yPò 
mJAè~JjJAc ßvseLr I∂ánëtÜÇ

TJptk≠Kf: KxaJKVäkKaj KcKkKk-4 Fj\JAoPT mJiJ k´hJj TPr pJ UJhq V´yPer kr Kj:xOf AjPâKaj yrPoJjPT 
ITJptTr TrJr \jq hJ~LÇ KcKkKk-4 ßT mJiJ k´hJPjr lPu TJptTr AjPâKaj yrPoJPjr oJ©J mOK≠ kJ~ pJ krmftLPf 
AjxMKuPjr Kj:xre mJKzP~ ßh~ FmÄ VäMPTJP\r kKroJe TKoP~ ßh~Ç 
ßoalrKoj KunJr TftOT VäMPTJP\r C“kJhj ToJ~ Iπ yPf VäMPTJP\r ßvJwe y∑Jx TPr FmÄ ßTJPwr VäMPTJ\ V´ye S 
mqmyJrPT mJKzP~ ßh~Ç

SwMPir Ckr vrLPrr Kâ~J (lJotJPTJTJAPjKaé): KxaJKVäkKaj hs∆f ßvJKwf y~, pJ xPmtJó kKroJj rÜrPx ßvJKwf 
yPf 1-4 W≤J xo~ uJPVÇ KxaJKVäkKaj UJhqxy mJ UJhq ZJzJ ßxmj TrJ pJ~Ç FKa rPÜ xKbTnJPm 87% ßkRZÅJ~Ç 
rÜrPxr ßk´JKaPer xJPg KxaJKVäkKaj I· kKroJPe (38%) IJm≠ y~ FmÄ xoJjnJPm rÜrx S ßuJKyf rÜ TKeTJ~ Fr 
m≤j WPaÇ KxaJKVäkKaj Fr KmkJT Kâ~Jr \Pjq CYP3A4 S CYP2C8 hJ~LÇ KxaJKVäkKaj k´J~ 87% oN© ÆJrJ 
FmÄ 13% ou ÆJrJ ßmr y~Ç
ßoalrKoj UJKuPkPa 50-60% kpt∂ rÜrPx ßkRZÅJ~Ç kKrmftj WaPf kJPr pKh UJmJPrr xJPg UJS~J y~Ç xJuPlJjJAu 
ACKr~Jr fáujJ~ UMm xJoJjq kKroJe rÜrPx ßk´JKaPer xJPg IJm≠ y~Ç 17.6 W≤Jr oPiq k´J~ IPitT kKroJe ßmr yP~ 
pJ~Ç

CkJhJj: KxaJcJx Fo® 50/500 AIJr aqJmPua: k´KfKa aqJmPuPa rP~PZ KxaJKVäkKaj lxPla oPjJyJAPcsc 
IJAFjFj 64.25 KoV´J pJ KxaJKVäkKaj 50 KoV´J (APoKcP~a KrKu\) Fr xofáuq FmÄ ßoalrKoj yJAPcsJPTîJrJAc 
ACFxKk 500 KoV´J (FéPaP¥a KrKu\)Ç 
KxaJcJx Fo® 50/1000 AIJr aqJmPua: k´KfKa aqJmPuPa rP~PZ KxaJKVäkKaj lxPla oPjJyJAPcsc IJAFjFj 64.25 
KoV´J pJ KxaJKVäkKaj 50 KoV´J (APoKcP~a KrKu\) Fr xofáuq FmÄ ßoalrKoj yJAPcsJPTîJrJAc ACFxKk 1000 KoV´J 
(FéPaP¥a KrKu\)Ç 

KjPhtvjJ: KxaJKVäkKaj + ßoalrKoj cJAPkkaJAcJu ßkkaJAPc\-4 mJiJ k´hJjTJrL FmÄ mJAè~JjJAc Fr xoK’f 
SwMiÇ FKa aJAk-2 cJ~JPmKax ßouJAaJx ßrJVLr VäMPTJ\ Fr oJ©J Kj~πe TrPf UJhq S mqJ~JPor xJPg KjPhtKvf pUj 
KxaJKVäkKaj FmÄ ßoalrKoj FéPaP¥c KrKu\ Cn~ ÆJrJ KYKT“xJ pgJpg mPu KmPmYjJ TrJ y~Ç

oJ©J S k´P~JV: ‰hKjT xPmtJó 100 KoV´J KxaJKVäkKaj FmÄ 2000 KoV´J ßoalrKoj FéPaP¥c KrKu\ IKfâo jJ TPr 
HwPir TJptTJKrfJ S xyjL~fJr Ckr KnK• TPr Fr oJ©J Kj~πe TrJ ßpPf kJPrÇ xºqJ~ FTmJr UJmJPrr xJPg 
ßxmjPpJVqÇ kKrkJTfPπ ßoalrKoPjr kJvõtk´KfKâ~J ToJPjJr \jq oJ©J iLPr iLPr mJzJPjJ CKYfÇ KxaJKVäkKaj FmÄ 
ßoalrKoPjr kKrmPft KxaJKVäkKaj + ßoalrKoj AIJr mqmyJr TrJr xo~ ‰hKjT oJ©J FTA rJUPf yPm FmÄ ‰hKjT 
xPmtJó ßxmjoJ©J 100 KoV´J KxaJKVäkKaj FmÄ 2000 KoV´J ßoalrKoj FéPaP¥c KrKu\ IKfâo TrJ pJPm jJÇ kMPrJaJ 
VuJi:Tre TrPf yPmÇ ßnPñ mJ KYKmP~ UJS~J pJPm jJÇ

KmÀ≠ mqmyJr (ßpxm ßãP© mqmyJr TrJ pJPm jJ): KxaJKVäkKaj + ßoalrKoj AIJr ÆJrJ KYKT“xJ YuJTJuLj xoP~ 
TJmtKjT IqJjyJAPcs\ AjKyKmar UMm xfTtfJr xJPg mqmyJr TrJ CKYf, TJre FPãP© uqJTKaT FKxPcJKxx Fr ^ÅMKT 
ßmPz ßpPf kJPrÇ
ßpxm ßrJVL TqJaJ~KjT Hwi ßj~ pJ k´KéoJu ßrjJu KaCmMuJr KxPâaKr KxPˆo ÆJrJ Kj:xKrf y~ fJPhr xfTtnJPm 
kptPmãe TrPf yPm FmÄ fJPhr ßãP© KxaJKVäkKaj + ßoalrKoj AIJr FmÄ A≤JrPl~JKrÄ csJPVr oJ©J Kj~πe TrPf 
yPmÇ

Contraindications: Renal impairment (eg, SrCr ≥1.5mg/dL [men], ≥1.4mg/dL 

[women], or abnormal CrCl), acute or chronic metabolic acidosis, including 

diabetic ketoacidosis.

Side effects: • The most common adverse reactions reported in ≥5% of patients 

simultaneously started on sitagliptin and Metformin and more commonly than in 

patients treated with placebo were diarrhea, upper respiratory tract infection, and 

headache. • Adverse reactions reported in ≥5% of patients treated with sitagliptin 

in combination with sulfonylurea and Metformin and more commonly than in 

patients treated with placebo in combination with Sulfonylurea and Metformin were 

hypoglycemia and headache. • Hypoglycemia was the only adverse reaction 

reported in ≥5% of patients treated with sitagliptin in combination with insulin and 

Metformin and more commonly than in patients treated with placebo in 

combination with insulin and Metformin. 

Use in pregnancy & lactation: Pregnancy: There are no adequate and 

well-controlled studies in pregnant women with Sitagliptin+Metformin ER or its 

individual components; therefore, the safety of Sitagliptin+Metformin ER in 

pregnant women is not known. Sitagliptin+Metformin ER should be used during 

pregnancy only if clearly needed. 

Lactation: It is not known whether Sitagliptin or Metformin are excreted in human 

milk. Because many drugs are excreted in human milk, caution should be 

exercised when Sitagliptin+Metformin ER is administered to a nursing woman.

Precautions: Do not use the combination of Sitagliptin+ Metformin in patients with 

hepatic disease. Before initiating the combination and at least annually thereafter, 

assess renal function and verify as normal. May need to discontinue the 

combination and temporarily use insulin during periods of stress and decreased 

intake of fluids and food as may occur with fever, trauma, infection or surgery.

Drug interactions: Cationic drugs eliminated by renal tubular secretion: Use with 

caution. Carbonic anhydrase inhibitors should be used with caution treated with 

Sitagliptin+Metformin ER, as the risk of lactic acidosis may increase.

Over dosage: There is no experience with doses above 800 mg in clinical studies. 

In Phase I multiple-dose studies. 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 dictated by the patient's 

clinical status. It is not known if sitagliptin is dialyzable by peritoneal dialysis.

Storage: Store in a cool and dry place, protected from light.

Packaging: Sitadus M® 50/500 ER Tablet: Each carton contains 10X2 tablets in  

Alu-Alu blister pack 

Sitadus M® 50/1000 ER Tablet: Each carton contains 6X3 tablets in Alu-Alu 

blister pack

kJvõtk´KfKâ~J: >5% ßrJVLPhr ßãP© käJPxPmJ V´yeTJrL ßrJVLPhr fáujJ~ KxaJKVäkKaj FmÄ ßoalrKoj V´yeTJrL 
ßrJVLPhr cJ~Kr~J, Có võJxjJuLr xÄâoe, oJgJmqgJ AfqJKh kJvõtk´KfKâ~J ßmKv uãeL~Ç 
>5% ßrJVLPhr ßãP© käJPxPmJ V´yeTJrL ßrJVLPhr fáujJ~ xJuPlJjJAu ACKr~J FmÄ ßoalrKoj Fr xJPg xoK’fnJPm 
KxaJKVäkKaj V´yeTJrL ßrJVLPhr VäMPTJ\ ˝·fJ, oJgJmqgJ AfqJKh kJvõtk´KfKâ~J ßmKv uãeL~Ç 
>5% ßrJVLPhr ßãP© AjxMKuj FmÄ ßoalrKoj Fr xJPg xoK’fnJPm käJPxPmJ V´yeTJrL ßrJVLPhr fáujJ~ AjxMKuj FmÄ 
ßoalrKoj Fr xJPg xoK’fnJPm KxaJKVäkKaj V´yeTJrL ßrJVLPhr ÊiMoJ© VäMPTJ\ ˝·fJ uãq TrJ pJ~Ç

VntJm˙J S ˜jqhJjTJPu mqmyJr: VntJm˙J~ KxaJKVäkKaj + ßoalrKoj AIJr IgmJ Fr ßTJjS FTKa ˝fπ CkJhJPjr 
k´nJm xŒPTt kptJ¬ VPmweJ y~KjÇ VntJm˙J~ Fr mqmyJr KjrJkh KTjJ fJS \JjJ pJ~KjÇ pKh UMm ßmKv k´P~J\j y~ fUj 
ÊiMoJ© VntJm˙J~ KxaJKVäkKaj + ßoalrKoj AIJr mqmyJr TrJ CKYfÇ
KxaJKVäkKaj IgmJ ßoalrKoj oJfíhMPê Kj:xKrf y~ KTjJ fJ \JjJ pJ~KjÇ ßpPyfá IPjT SwMiA oJfíhMPê Kj:xKrf y~ 
fJA ˜jqhJjTJrL oKyuJPhr ßãP© KxaJKVäkKaj + ßoalrKoj AIJr mqmyJr TrJr ßãP© xfTt gJTJ CKYfÇ

xfTtfJ: ßpxm ßrJVLPhr pTíPf xoxqJ IJPZ fJPhr ßãP© KxaJKVäkKaj FmÄ ßoalrKoPjr TK’Pjvj kKryJr TrJ CKYfÇ 
FA TK’Pjvj ÊÀ TrJr IJPV FmÄ Fr kr ßgPT k´Kf mZr TokPã FTmJr mOPÑr TJptãofJ ˝JnJKmT IJPZ KTjJ 
krLãJ TPr ßhUPf yPmÇ \ôr, IJWJf, xÄâoe IgmJ vuqKYKT“xJr TJrPe pKh oJjKxT YJk FmÄ UJhq S kJjL~ To 
V´ye TrJ y~ fJyPu TK’PjvjKa KTZMKhj mº rJUPf yPm FmÄ xJoK~TnJPm AjxMKuj KjPf yPmÇ

Ijq SwMPir xJPg k´KfKâ~J: mOPÑr TJptãofJ y∑Jx, ßpoj- ßxrJo KâP~KaKjj >1.5 KoV´J/ßcKxKuaJr [kMÀw], >1.4 
KoV´J/ßcKxKuaJr [oKyuJ] IgmJ I˝JnJKmT KâP~KaKjj KTî~JPr¿, ßoaJmKuT FKxPcJKxx, ßxA xJPg cJ~JPmKaT 
KTPaJFKxPcJKxx, KxaJKVäkKaj + ßoalrKoj AIJr IgmJ Fr ßTJjS FTKa CkJhJPjr k´Kf èÀfr yJAkJrPxjKxKaKnKa 
k´KfKâ~J (ßpoj- IJjJlJAPuKéx IgmJ IJjK\SFKcoJ)Ç

oJ©JKiTq: 800 KoV´J Fr IKiT oJ©J~ KxaJKVäkKaj mqmyJPrr k´KfKâ~J xŒPTt ßTJj VPmweJ kJS~J pJ~KjÇ oJ©JKiPTqr 
ßãP© k´P~J\jL~ xyJ~fJ k´hJj TrJA pMKÜxÿf, ßpoj-kKrkJTfπ ßgPT IPvJKwf m˜á xKrP~ ßluJ, KTîKjTqJKu oKjar 
TrJ (APuTPasJTJKctSV´Jo) FmÄ ßrJVLr vJrLKrT Im˙J IjMpJ~L xyJ~T KYKT“xJ k´hJj TrJÇ
pKh KTîKjTqJKu pgJpg mPu KmPmYjJ TrJ y~ fPm hLWtPo~JhL KyPoJcJ~JuJAKxx ßh~J ßpPf kJPrÇ KxaJKVäkKaj 
ßkKrPaJKj~Ju cJ~JuJAKxx ÆJrJ cJ~JuJAP\mu KTjJ fJ \JjJ pJ~KjÇ
ßoalrKoj yJAPcsJPTîJrJAc 50 V´Jo Fr IKiT oJ©J~ V´ye TrPu oJ©JKiTq ßhUJ pJ~Ç
10% ßãP© VäMPTJ\ ˝·fJ uãq TrJ pJ~, KT∂á ßxaJ ßoalrKoj yJAPcsJPTîJrJAPcr TJrPeA 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 iJreJ TrJ y~ fJPhr IKfKrÜ csJV xrJPjJr \jq KyPoJcJ~JuJAKxx ßh~J CkTJrLÇ 

xÄrãe: IJPuJ ßgPT hNPr, bJ¥J S ÊÏ ˙JPj rJUMjÇ

Ck˙JkjJ: KxaJcJx Fo® 50/500 AIJr aqJmPua: k´Kf TJatPj IqJuM IqJuM KmäˆJr kqJPT IJPZ 10*2 aqJmPuaÇ 
KxaJcJx Fo® 50/1000 AIJr aqJmPua: k´Kf TJatPj IqJuM IqJuM KmäˆJr kqJPT IJPZ 6*3 aqJmPuaÇ 
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