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4 There are no adequate data from the use of men. toxiity at high doses. The potential isk for umans s
unknown.
" Breast.foeding
« Diabelicpre-coma. o
« Severerenalfalure (GFR <30 mLimin) Fertlty
. fock Motformin
. hock. Pregnancy
« Hepatcimpaiment
« Acutealcohol inoxicaion, Acoholism.
44Special Warnings and Precauions for Use ™
pagiifo When the patientplas o become pregnant and during pregnancy, it i recommended that impaired glycaeric conrol of dabetes are not reated with metformin. For dabetes i i
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o 1o be dose-related. Adverse reactions
V““‘"““i"'a""” untithe depletions corfected. lsted below e lassified according o frequency and system organ lass (SOC). Frequency categores: 1/10),common
etoac (21710010 <1/10)uncommon 2 11,0000 < 1/100),rare (2 110,000t0 < 111,000, veryrare (< 1/10,000),
it o patients Table! ical studies
pepiic DA) or ptients
e ) or paten Very Common | Common* Uncommon™ Rare Very Rare
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Diurefics st o respectively.Inpatents with
normal venammummm el o coraog 6GFR 360 M 29m) s gmupmg ported n 1-3% and . 0
fmin/t.73m’ (1

Insulinandinsulin secretagogues

SIZE: 297X520MM(FOLDED SIZE:75X65MM)
54 GSM, WHITE MAPLITHO PAPER
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In the DAPA-HF study, both acebo group. ~43mLmin/t,73m' nion hOAT S hOAT- o0, Stagipinis
groupand-L.1nLimi/t 13 At20months Rwas: 3mUmin/1.73m D-giycoprotein, which ved However, ciclosporin, a p-glycoprolein inhibitor, did not reduce the renal
Imin1.73m forplacebo. T2 or OAT or PEPT 50=160 M) o p-
Sitaglipt
T%138%)
andinsulin (9.6%). Characteristics in patients
TabulatedIistofadverse reactions
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Back Pain” [ Hetormi SR 1000mg.amean pk pasma corcensen of 214 g actied it amedn necf s hurs
Arhropathy” [ {ngef 410 Tohours). et SR 1000 g s shounto e iosquvalen o Netrmin SR 500 mgata 1000 mg dose i rspeco Caxand AUC i hely e and st
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Nervous systemdisorders

Common: Tastedisturbance.
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Very common: Gastrointestina disorders such as nausea, vomiting,dirrhea, abdominal appetie. iniaton of
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.1 Wechanin o cton Stogitn s an sl sctvs o of 0 popio g 0PP-4) o, St s ooy dessbod chnicaly s 7A0R) - 004245
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tssue, breast, minantransporte esponsibl for acel
Bckite e hriton, Deso o rocce o oo s 2 Al el ] e Gocoss e, Depashoum oot oot o postprandal -
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8 PARTICULAR:
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8.3 Packaging Information
fom nsuln lvels,
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andwhentoseek medical advice.

‘Genital Mycotic Infections in Males (e.g, Balanitis)
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adm\mstevedwllhovwn
sl

fasted state. ... and AUC, values
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Dapaghllnzm s oxensiely meaboscd, 8, primarly to ield dapagflzin 3-0-gurorid,which i an nctive metabolts Dapagflozn3.0-gucuronide or v metaboles do ot
contribute o the giucose-lowering e rmaton of dapagifan .0glucuronide s medled by UGTIAS, an enzyme resent i te e and Ky, and CYP-medited

Inform patients that serious hypersensitity reactons (e.g., urticaria and angioedema) have been reported with Dapagiflozin. Advise patients to immediately report any signs or

Urinary Tractlnfections

ocour.
Bladder Cancer

Laboratory Tests

met bn{\smwzsammnvc\earancepa\hmymh tagliptin
Elimination Instructions
The mean plasma terminal halffe () for dapagiflozin was The P bout
apagilazn acmingerd nfavenoly e 207 minin.Dapagifloz an rfed melaboles are pnmanly aiminated v urnary excsion i ess hah 2% 2 thcranged ogly for
pagifzn. Afer as0mg“ 21% i faeces. In faeces, approximately 15% of tama nfecton o surgery, dpa
parentdrug. pro
Linearity i, i a0Eing o bk b e o oy 1o s oA o vin, o s Y f st patsin.Fatats o0 o e i oty
dosingforupto 26 weeks is added 1o asulfonyurea or nsuin and Patents should
Special populations s . lps, ongue,
nalimpaiment y 9
A seadystts (20 mg oncedaly apagifloz for T daye), s wih e 2 0 mild, moderate or severe (as determined by iohexol plasma istenewed. :
evden on el ncionani s 5. Thand 1 Ths Metomin
el the potental sk
Hepaticimpaiment rauma, nfection, orsurgery,
dapag) tohealthy "
matched conirol subAscLs These diferences wers notconsdered o be cicaly meamnglul \nsuh]aclswmh severe hepatic impairment (Child-Pugh dass ) mean [ anﬂAUC of Tne s symplc led in ns, should be explined to patients.
40%and 7% higher
Elderly (265 years) u
H L
be expected. T0years od
Pasdiatric population
Gender
10.DETAILS OF MANUFACTURER
Race Windias Biotech Limited (Plant-2),

Body weight
Dapagifiozin exposure was found to decrease with increased weight. Consequently, low-weigh patients may have somewhat increased exposure and patients with high weight

KhasraNo. 141 to 1438145,
Mohabewala Industial Area,
Dehradun-248110, Utarakhand

Sitagliptin 11. DETAILS OF PERMISSION OR LICENCE NUMBER WITH DATE
nsorpﬁen Licence No.: 34/UA/2013, Dated: 09/12/2022
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