
 1. NAME OF THE MEDICINAL PRODUCT 

Dapaglif 10 mg film-coated tablets 

2. QUALITATIVE AND QUANTITATIVE COMPOSITION 
Each tablet contains dapagliflozin propanediol monohydrate equivalent to 10 mg dapagliflozin. 
Excipient with known effect: 
Each 10 mg tablet contains 50 mg of anhydrous lactose. 
For the full list of excipients, see sec�on 6.1. 

3. PHARMACEUTICAL FORM 
Film-coated tablet (tablet). 
Yellow, round, biconvex film-coated tablet.

4. CLINICAL PARTICULARS 
4.1 Therapeu�c indica�ons 
Dapaglif is indicated in adults for the treatment of insufficiently controlled type 2 diabetes mellitus as an adjunct 
to diet and exercise 
-as monotherapy when me�ormin is considered inappropriate due to intolerance. 
-in addi�on to other medicinal products for the treatment of type 2 diabetes. 
For study results with respect to combina�on of therapies, effects on glycaemic control and cardiovascular 
events, and the popula�ons studied, see sec�ons 4.4, 4.5 and 5.1. 

4.2 Posology and method of administra�on 
Posology 
Type 2 diabetes mellitus 
The recommended dose is 10 mg dapagliflozin once daily. 
When dapagliflozin is used in combina�on with insulin or an insulin secretagogue, such as a sulphonylurea, a 
lower dose of insulin or insulin secretagogue may be considered to reduce the risk of hypoglycaemia (see sec�ons 
4.5 and 4.8). 
Special popula�ons 
Renal impairment 
Dapaglif should not be ini�ated in pa�ents with a glomerular filtra�on rate [GFR] < 60 mL/min and should be 
discon�nued at GFR persistently below 45 mL/min (see sec�ons 4.4, 4.8, 5.1 and 5.2). 
No dose adjustment is required based on renal func�on. 
Hepa�c impairment 
No dose adjustment is necessary for pa�ents with mild or moderate hepa�c impairment.                         
In pa�ents with severe hepa�c impairment, a star�ng dose of 5 mg is recommended. If well tolerated, the dose 
may be increased to 10 mg (see sec�ons 4.4 and 5.2). 
Elderly (≥ 65 years) 
In general, no dose adjustment is recommended based on age. Renal func�on and risk of volume deple�on 
should be taken into account (see sec�ons 4.4 and 5.2). 
Paediatric popula�on 
The safety and efficacy of dapagliflozin in children aged 0 to < 18 years have not yet been established.         
No data are available. 
Method of administra�on 
Dapaglif can be taken orally once daily at any �me of day with or without food. Tablets are to be swallowed 
whole. 

4.3 Contraindica�ons 
Hypersensi�vity to the ac�ve substance or to any of the excipients listed in sec�on 6.1. 

4.4 Special warnings and precau�ons for use 
Renal impairment 
The glycaemic efficacy of dapagliflozin is dependent on renal func�on, and efficacy is reduced in pa�ents who 
have moderate renal impairment and is likely absent in pa�ents with severe renal impairment (see sec�on 4.2). In 
subjects with moderate renal impairment (GFR < 60 mL/min), a higher propor�on of subjects treated with 
dapagliflozin had adverse reac�ons of increase in crea�nine, phosphorus, parathyroid hormone (PTH) and 
hypotension, compared with placebo. 
Dapaglif should not be ini�ated in pa�ents with a GFR < 60 mL/min and should be discon�nued at GFR 
persistently below 45 mL/min. Dapaglif has not been studied in severe renal impairment (GFR < 30 mL/min) or 
end-stage renal disease (ESRD). 
Monitoring of renal func�on is recommended as follows: 
• Prior to ini�a�on of dapagliflozin and at least yearly, therea�er (see sec�ons 4.2, 4.8, 5.1 and 5.2). 
• Prior to ini�a�on of concomitant medicinal products that may reduce renal func�on and periodically therea�er. 
• For renal func�on with GFR < 60 mL/min, at least 2 to 4 �mes per year. 
Hepa�c impairment 
There is limited experience in clinical studies in pa�ents with hepa�c impairment. Dapagliflozin exposure is 
increased in pa�ents with severe hepa�c impairment (see sec�ons 4.2 and 5.2). 
Use in pa�ents at risk for volume deple�on and/or hypotension 
Due to its mechanism of ac�on, dapagliflozin increases diuresis which may lead to the modest decrease in blood 
pressure observed in clinical studies (see sec�on 5.1). It may be more pronounced in pa�ents with very high 
blood glucose concentra�ons. 
Cau�on should be exercised in pa�ents for whom a dapagliflozin-induced drop in blood pressure could pose a 
risk, such as pa�ents on an�-hypertensive therapy with a history of hypotension or elderly pa�ents. In case of 
intercurrent condi�ons that may lead to volume deple�on (e.g. gastrointes�nal illness), careful monitoring of 
volume status (e.g. physical examina�on, blood pressure measurements, laboratory tests including haematocrit 
and electrolytes) is recommended. Temporary interrup�on of treatment with dapagliflozin is recommended for 
pa�ents who develop volume deple�on un�l the deple�on is corrected (see sec�on 4.8). 
Diabe�c ketoacidosis
Sodium-glucose co-transporter 2 (SGLT2) inhibitors should be used with cau�on in pa�ents with increased risk of 
diabe�c ketoacidosis (DKA). Pa�ents who may be at higher risk of DKA include pa�ents with a low beta-cell 
func�on reserve (e.g. type 1 diabetes pa�ents, type 2 diabetes pa�ents with low C-pep�de or latent autoimmune 
diabetes in adults (LADA) or pa�ents with a history of pancrea��s), pa�ents with condi�ons that lead to 
restricted food intake or severe dehydra�on, pa�ents for whom insulin doses are reduced and pa�ents with 
increased insulin requirements due to acute medical illness, surgery or alcohol abuse. 
The risk of diabe�c ketoacidosis must be considered in the event of non-specific symptoms such as nausea, 
vomi�ng, anorexia, abdominal pain, excessive thirst, difficulty breathing, confusion, unusual fa�gue or sleepiness. 
Pa�ents should be assessed for ketoacidosis immediately if these symptoms occur, regardless of blood glucose 
level. 
Before ini�a�ng dapagliflozin, factors in the pa�ent history that may predispose to ketoacidosis should be 
considered. 
Treatment should be interrupted in pa�ents who are hospitalised for major surgical procedures or acute serious 
medical illnesses. Monitoring of ketones is recommended in these pa�ents. Measurement of blood ketone levels 
is preferred to urine. Treatment with dapagliflozin may be restarted when the ketone values are normal and the 
pa�ent’s condi�on has stabilised. 

Type 2 diabetes mellitus 
Rare cases of DKA, including life-threatening and fatal cases, have been reported in pa�ents treated with SGLT2 
inhibitors, including dapagliflozin. In a number of cases, the presenta�on of the condi�on was atypical with only 
moderately increased blood glucose values, below 14 mmol/L (250 mg/dL).  In pa�ents where DKA is suspected 
or diagnosed, dapagliflozin treatment should be stopped immediately.  Restar�ng SGLT2 inhibitor treatment in 
pa�ents experiencing a DKA while on SGLT2 inhibitor treatment is not recommended, unless another clear 
precipita�ng factor is iden�fied and resolved. 
Type 1 diabetes mellitus 
In type 1 diabetes mellitus studies with dapagliflozin, DKA was reported with common frequency. Dapagliflozin 10 
mg should not be used for treatment of pa�ents with type 1 diabetes. 
Necro�sing fascii�s of the perineum (Fournier’s gangrene) 
Postmarke�ng cases of necro�sing fascii�s of the perineum (also known as Fournier’s gangrene) have been 
reported in female and male pa�ents taking SGLT2 inhibitors (see sec�on 4.8). This is a rare but serious and 
poten�ally life-threatening event that requires urgent surgical interven�on and an�bio�c treatment. 
Pa�ents should be advised to seek medical a�en�on if they experience a combina�on of symptoms of pain, 
tenderness, erythema, or swelling in the genital or perineal area, with fever or malaise. Be aware that either 
uro-genital infec�on or perineal abscess may precede necro�sing fascii�s.  If Fournier’s gangrene is suspected, 
Dapaglif should be discon�nued and prompt treatment (including an�bio�cs and surgical debridement) should be 
ins�tuted. 
Urinary tract infec�ons 
Urinary glucose excre�on may be associated with an increased risk of urinary tract infec�on; therefore, 
temporary interrup�on of dapagliflozin should be considered when trea�ng pyelonephri�s or urosepsis. 
Elderly (≥ 65 years) 
Elderly pa�ents may be at a greater risk for volume deple�on and are more likely to be treated with diure�cs. 
Elderly pa�ents are more likely to have impaired renal func�on, and/or to be treated with an�-hypertensive 
medicinal products that may cause changes in renal func�on such as angiotensin-conver�ng enzyme inhibitors 
(ACE-I) and angiotensin II type 1 receptor blockers (ARB). The same recommenda�ons for renal func�on apply to 
elderly pa�ents as to all pa�ents (see sec�ons 4.2, 4.4, 4.8 and 5.1). 
Cardiac failure 
There is no experience in clinical studies with dapagliflozin in NYHA class IV. 
Lower limb amputa�ons 
An increase in cases of lower limb amputa�on (primarily of the toe) has been observed in ongoing long-term, 
clinical studies with another SGLT2 inhibitor. It is unknown whether this cons�tutes a class effect. Like for all 
diabe�c pa�ents it is important to counsel pa�ents on rou�ne preventa�ve foot care. 
Urine laboratory assessments 
Due to its mechanism of ac�on, pa�ents taking Dapaglif will test posi�ve for glucose in their urine. 

Lactose 
The tablets contain lactose. Pa�ents with rare hereditary problems of galactose intolerance, total lactase 
deficiency or glucose-galactose malabsorp�on should not take this medicinal product. 

4.5 Interac�on with other medicinal products and other forms of interac�on 
Pharmacodynamic interac�ons 
Diure�cs 
Dapagliflozin may add to the diure�c effect of thiazide and loop diure�cs and may increase the risk of 
dehydra�on and hypotension (see sec�on 4.4). 
Insulin and insulin secretagogues 
Insulin and insulin secretagogues, such as sulphonylureas, cause hypoglycaemia. Therefore, a lower dose of 
insulin or an insulin secretagogue may be required to reduce the risk of hypoglycaemia when used in combina�on 
with dapagliflozin in pa�ents with type 2 diabetes mellitus (see sec�ons 4.2 and 4.8). 
Pharmacokine�c interac�ons 
The metabolism of dapagliflozin is primarily via glucuronide conjuga�on mediated by UDP glucuronosyltransfer-
ase 1A9 (UGT1A9). 
In in vitro studies, dapagliflozin neither inhibited cytochrome P450 (CYP) 1A2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, 
CYP2C19, CYP2D6, CYP3A4, nor induced CYP1A2, CYP2B6 or CYP3A4. Therefore, dapagliflozin is not expected to 
alter the metabolic clearance of coadministered medicinal products that are metabolised by these enzymes. 
Effect of other medicinal products on dapagliflozin
Interac�on studies conducted in healthy subjects, using mainly a single-dose design, suggest that the 
pharmacokine�cs of dapagliflozin are not altered by me�ormin, pioglitazone, sitaglip�n, glimepiride, voglibose, 
hydrochlorothiazide, bumetanide, valsartan, or simvasta�n. 
Following coadministra�on of dapagliflozin with rifampicin (an inducer of various ac�ve transporters and 
drug-metabolising enzymes) a 22% decrease in dapagliflozin systemic exposure (AUC) was observed, but with no 
clinically meaningful effect on 24-hour urinary glucose excre�on. No dose adjustment is recommended. A 
clinically relevant effect with other inducers (e.g. carbamazepine, phenytoin, phenobarbital) is not expected. 
Following coadministra�on of dapagliflozin with mefenamic acid (an inhibitor of UGT1A9), a 55% increase in 
dapagliflozin systemic exposure was seen, but with no clinically meaningful effect on 24-hour urinary glucose 
excre�on. No dose adjustment is recommended. 
Effect of dapagliflozin on other medicinal products 
In interac�on studies conducted in healthy subjects, using mainly a single-dose design, dapagliflozin did not alter 
the pharmacokine�cs of me�ormin, pioglitazone, sitaglip�n, glimepiride, hydrochlorothiazide, bumetanide, 
valsartan, digoxin (a P-gp substrate) or warfarin (S-warfarin, a CYP2C9 substrate), or the an�coagulatory effects of 
warfarin as measured by INR. Combina�on of a single dose of dapagliflozin 20 mg and simvasta�n (a CYP3A4 
substrate) resulted in a 19% increase in AUC of simvasta�n and 31% increase in AUC of simvasta�n acid. The 
increase in simvasta�n and simvasta�n acid exposures are not considered clinically relevant. 
Interference with 1,5-anhydroglucitol (1,5-AG) assay 
Monitoring glycaemic control with 1,5-AG assay is not recommended as measurements of 1,5-AG are unreliable 
in assessing glycaemic control in pa�ents taking SGLT2 inhibitors. Use of alterna�ve methods to monitor 
glycaemic control is advised. 
Paediatric popula�on 
Interac�on studies have only been performed in adults. 
4.6 Fer�lity, pregnancy and lacta�on 
Pregnancy 
There are no data from the use of dapagliflozin in pregnant women. Studies in rats have shown toxicity to the 
developing kidney in the �me period corresponding to the second and third trimesters of human pregnancy (see 
sec�on 5.3). Therefore, the use of dapagliflozin is not recommended during the second and third trimesters of 
pregnancy. When pregnancy is detected, treatment with dapagliflozin should be discon�nued. 
Breast-feeding 
It is unknown whether dapagliflozin and/or its metabolites are excreted in human milk. Available pharmacody-
namic/toxicological data in animals have shown excre�on of dapagliflozin/metabolites in milk, as well as 
pharmacologically-mediated effects in nursing offspring (see sec�on 5.3). A risk to the newborns/infants cannot 
be excluded. Dapagliflozin should not be used while breast-feeding. 
Fer�lity 
The effect of dapagliflozin on fer�lity in humans has not been studied. In male and female rats, dapagliflozin 
showed no effects on fer�lity at any dose tested. 

4.7 Effects on ability to drive and use machines 
Dapaglif has no or negligible influence on the ability to drive and use machines. Pa�ents should be alerted to the 
risk of hypoglycaemia when dapagliflozin is used in combina�on with a sulphonylurea or insulin. 

4.8 Undesirable effects 
Summary of the safety profile 
Type 2 diabetes mellitus 
In the clinical studies in type 2 diabetes, more than 15,000 pa�ents have been treated with dapagliflozin.  The 
primary assessment of safety and tolerability was conducted in a pre-specified pooled analysis of 13 short-term 
(up to 24 weeks) placebo-controlled studies with 2,360 subjects treated with dapagliflozin 10 mg and 2,295 
treated with placebo. 
In the dapagliflozin cardiovascular outcomes study (see sec�on 5.1), 8,574 pa�ents received dapagliflozin 10 mg 
and 8,569 received placebo for a median exposure �me of 48 months. In total, there were 30,623 pa�ent-years of 
exposure to dapagliflozin. 
The most frequently reported adverse reac�ons across the clinical studies were genital infec�ons. 
Tabulated list of adverse reac�ons
The following adverse reac�ons have been iden�fied in the placebo-controlled clinical studies and postmarke�ng 
surveillance. None were found to be dose-related. Adverse reac�ons listed below are classified according to 
frequency and system organ class (SOC). Frequency categories are defined according to the following conven�on: 
very common (≥ 1/10), common (≥ 1/100 to < 1/10), uncommon (≥ 1/1,000 to < 1/100), rare (≥ 1/10,000 to < 
1/1,000), very rare (< 1/10,000), and not known (cannot be es�mated from the available data). 
Table 1. Adverse reac�ons in placebo-controlled clinical studies

a 

and postmarke�ng experience 

aThe table shows up to 24-week (short-term) data regardless of glycaemic rescue. 
bSee corresponding subsec�on below for addi�onal informa�on. 
cVulvovagini�s, balani�s and related genital infec�ons includes, e.g. the predefined preferred terms: 
vulvovaginal myco�c infec�on, vaginal infec�on, balani�s, genital infec�on fungal, vulvovaginal candidiasis, 
vulvovagini�s, balani�s candida, genital candidiasis, genital infec�on, genital infec�on male, penile infec�on, 
vulvi�s, vagini�s bacterial, vulval abscess. 
dUrinary tract infec�on includes the following preferred terms, listed in order of frequency reported: urinary tract 
infec�on, cys��s, Escherichia urinary tract infec�on, genitourinary tract infec�on, pyelonephri�s, trigoni�s, 
urethri�s, kidney infec�on and prosta��s. 
eVolume deple�on includes, e.g. the predefined preferred terms: dehydra�on, hypovolaemia, hypotension.
fPolyuria includes the preferred terms: pollakiuria, polyuria, urine output increased. 
gMean changes from baseline in haematocrit were 2.30% for dapagliflozin 10 mg versus –0.33% for placebo. 
Haematocrit values >55% were reported in 1.3% of the subjects treated with dapagliflozin 10 mg versus 0.4% of 
placebo subjects. 
hMean percent change from baseline for dapagliflozin 10 mg versus placebo, respec�vely, was: total cholesterol 
2.5% versus 0.0%; HDL cholesterol 6.0% versus 2.7%; LDL cholesterol 2.9% versus -1.0%; triglycerides -2.7% versus 
-0.7%. 
iSee sec�on 4.4 
jAdverse reac�on was iden�fied through postmarke�ng surveillance. Rash includes the following preferred terms, 
listed in order of frequency in clinical studies: rash, rash generalised, rash pruri�c, rash macular, rash 
maculo-papular, rash pustular, rash vesicular, and rash erythematous. In ac�ve-and placebo-controlled clinical 
studies (dapagliflozin, N=5936, All control, N=3403), the frequency of rash was similar for dapagliflozin (1.4%) and 
all control (1.4%), respec�vely. 
kReported in the cardiovascular outcomes study in pa�ents with type 2 diabetes. Frequency is based on annual 
rate. 
*Reported in ≥ 2% of subjects and ≥ 1% more and at least 3 more subjects treated with dapagliflozin 10 mg 
compared to placebo. 
**Reported by the inves�gator as possibly related, probably related or related to study treatment and reported in 
≥ 0.2% of subjects and ≥ 0.1% more and at least 3 more subjects treated with dapagliflozin 10 mg compared to 
placebo. 

Descrip�on of selected adverse reac�ons 
Clinical studies in type 2 diabetes mellitus 
Vulvovagini�s, balani�s and related genital infec�ons 
In the 13-study safety pool, vulvovagini�s, balani�s and related genital infec�ons were reported in 5.5% and 0.6% 
of subjects who received dapagliflozin 10 mg and placebo, respec�vely. Most infec�ons were mild to moderate, 
and subjects responded to an ini�al course of standard treatment and rarely resulted in discon�nua�on from 
dapagliflozin treatment. These infec�ons were more frequent in females (8.4% and 1.2% for dapagliflozin and 
placebo, respec�vely), and subjects with a prior history were more likely to have a recurrent infec�on. 
In the dapagliflozin cardiovascular outcomes study, the number of pa�ents with serious adverse events of genital 
infec�ons were few and balanced: 2 pa�ents in each of the dapagliflozin and placebo groups. 
Necro�sing fascii�s of the perineum (Fournier’s gangrene) 
Cases of Fournier’s gangrene have been reported postmarke�ng in pa�ents taking SGLT2 inhibitors, including 
dapagliflozin (see sec�on 4.4). 
In the dapagliflozin cardiovascular outcomes study with 17,160 type 2 diabetes mellitus pa�ents and a median 
exposure �me of 48 months, a total of 6 cases of Fournier’s gangrene were reported, one in the 
dapagliflozin-treated group and 5 in the placebo group. 
Hypoglycaemia 
The frequency of hypoglycaemia depended on the type of background therapy used in each study. 
For studies of dapagliflozin in monotherapy, as add-on to me�ormin or as add-on to sitaglip�n (with or without 
me�ormin), the frequency of minor episodes of hypoglycaemia was similar (< 5%) between treatment groups, 
including placebo up to 102 weeks of treatment. Across all studies, major events of hypoglycaemia were 
uncommon and comparable between the groups treated with dapagliflozin or placebo. Studies with add-on 
sulphonylurea and add-on insulin therapies had higher rates of hypoglycaemia (see sec�on 4.5). 
In an add-on to glimepiride study, at Weeks 24 and 48, minor episodes of hypoglycaemia were reported more 
frequently in the group treated with dapagliflozin 10 mg plus glimepiride (6.0% and 7.9%, respec�vely) than in 
the placebo plus glimepiride group (2.1% and 2.1%, respec�vely). 
In an add-on to insulin study, episodes of major hypoglycaemia were reported in 0.5% and 1.0% of subjects 
treated with dapagliflozin 10 mg plus insulin at Weeks 24 and 104, respec�vely, and in 0.5% of subjects treated 
with placebo plus insulin groups at Weeks 24 and 104. At Weeks 24 and 104, minor episodes of hypoglycaemia 
were reported, respec�vely, in 40.3% and 53.1% of subjects who received dapagliflozin 10 mg plus insulin and in 
34.0% and 41.6% of the subjects who received placebo plus insulin. 
In an add-on to me�ormin and a sulphonylurea study, up to 24 weeks, no episodes of major hypoglycaemia were 
reported. Minor episodes of hypoglycaemia were reported in 12.8% of subjects who received dapagliflozin 10 mg 
plus me�ormin and a sulphonylurea and in 3.7% of subjects who received placebo plus me�ormin and a 
sulphonylurea. 
In the dapagliflozin cardiovascular outcomes study, no increased risk of major hypoglycaemia was observed with 
dapagliflozin therapy compared with placebo. Major events of hypoglycaemia were reported in 58 (0.7%) pa�ents 
treated with dapagliflozin and 83 (1.0%) pa�ents treated with placebo. 
Volume deple�on 
In the 13-study safety pool, reac�ons sugges�ve of volume deple�on (including, reports of dehydra�on, 
hypovolaemia or hypotension) were reported in 1.1% and 0.7% of subjects who received dapagliflozin 10 mg and 
placebo, respec�vely; serious reac�ons occurred in < 0.2% of subjects balanced between dapagliflozin 10 mg and 
placebo (see sec�on 4.4). 
In the dapagliflozin cardiovascular outcomes study, the numbers of pa�ents with events sugges�ve of volume 
deple�on were balanced between treatment groups: 213 (2.5%) and 207 (2.4%) in the dapagliflozin and placebo 
groups, respec�vely. Serious adverse events were reported in 81 (0.9%) and 70 (0.8%) in the dapagliflozin and 
placebo group, respec�vely. Events were generally balanced between treatment groups across subgroups of age, 
diure�c use, blood pressure and ACE-I/ARB use. In pa�ents with eGFR < 60 mL/min/1.73 m2 at baseline, there 
were 19 events of serious adverse events sugges�ve of volume deple�on in the dapagliflozin group and 13 events 
in the placebo group. 
Diabe�c ketoacidosis 
In the dapagliflozin cardiovascular outcomes study, with a median exposure �me of 48 months, events of DKA 
were reported in 27 pa�ents in the dapagliflozin 10 mg group and 12 pa�ents in the placebo group. The events 
occurred evenly distributed over the study period. Of the 27 pa�ents with DKA events in the dapagliflozin group, 
22 had concomitant insulin treatment at the �me of the event. Precipita�ng factors for DKA were as expected in a 
type 2 diabetes mellitus popula�on (see sec�on 4.4). 
Urinary tract infec�ons 
In the 13-study safety pool, urinary tract infec�ons were more frequently reported for dapagliflozin 10 mg 
compared to placebo (4.7% versus 3.5%, respec�vely; see sec�on 4.4). Most infec�ons were mild to moderate, 
and subjects responded to an ini�al course of standard treatment and rarely resulted in discon�nua�on from 
dapagliflozin treatment. These infec�ons were more frequent in females, and subjects with a prior history were 
more likely to have a recurrent infec�on. 
In the dapagliflozin cardiovascular outcomes study, serious events of urinary tract infec�ons were reported less 
frequently for dapagliflozin 10 mg compared with placebo, 79 (0.9%) events versus 109 (1.3%) events, 
respec�vely. 
Increased crea�nine 
Adverse reac�ons related to increased crea�nine were grouped (e.g. decreased renal crea�nine clearance, renal 
impairment, increased blood crea�nine and decreased glomerular filtra�on rate). This grouping of reac�ons was 
reported in 3.2% and 1.8% of pa�ents who received dapagliflozin 10 mg and placebo, respec�vely. In pa�ents 
with normal renal func�on or mild renal impairment (baseline eGFR ≥ 60 mL/min/1.73 m2) this grouping of 
reac�ons were reported in 1.3% and 0.8% of pa�ents who received dapagliflozin 10 mg and placebo, respec�vely. 
These reac�ons were more common in pa�ents with baseline eGFR ≥ 30 and < 60 mL/min/1.73 m2 (18.5% 
dapagliflozin 10 mg versus 9.3% placebo). 
Further evalua�on of pa�ents who had renal-related adverse events showed that most had serum crea�nine 
changes of ≤ 0.5 mg/dL from baseline. The increases in crea�nine were generally transient during con�nuous 
treatment or reversible a�er discon�nua�on of treatment. 
In the dapagliflozin cardiovascular outcomes study, including elderly pa�ents and pa�ents with renal impairment 
(eGFR less than 60 mL/min/1.73 m2), eGFR decreased over �me in both treatment groups. At 1 year, mean eGFR 
was slightly lower, and at 4 years, mean eGFR was slightly higher in the dapagliflozin group compared with the 
placebo group. 

Repor�ng of suspected adverse reac�ons 
Repor�ng suspected adverse reac�ons a�er authorisa�on of the medicinal product is important.            
 It allows con�nued monitoring of the benefit/risk balance of the medicinal product. Healthcare 
professionals are asked to report any suspected adverse reac�ons via the na�onal repor�ng system.

4.9 Overdose 
Dapagliflozin did not show any toxicity in healthy subjects at single oral doses up to 500 mg (50 �mes the 
maximum recommended human dose). These subjects had detectable glucose in the urine for a dose-related 
period of �me (at least 5 days for the 500 mg dose), with no reports of dehydra�on, hypotension or electrolyte 
imbalance, and with no clinically meaningful effect on QTc interval.             
The incidence of hypoglycaemia was similar to placebo. In clinical studies where once-daily doses of up to 100 mg 
(10 �mes the maximum recommended human dose) were administered for 2 weeks in healthy subjects and type 
2 diabetes subjects, the incidence of hypoglycaemia was slightly higher than placebo and was not dose-related. 
Rates of adverse events including dehydra�on or hypotension were similar to placebo, and there were no 
clinically meaningful dose-related changes in laboratory parameters, including serum electrolytes and biomarkers 
of renal func�on. 
In the event of an overdose, appropriate suppor�ve treatment should be ini�ated as dictated by the pa�ent’s 
clinical status. The removal of dapagliflozin by haemodialysis has not been studied. 

5. PHARMACOLOGICAL PROPERTIES 
5.1 Pharmacodynamic proper�es 
Pharmacotherapeu�c group: Drugs used in diabetes, Sodium-glucose co-transporter 2 (SGLT2) inhibitors, ATC 
code: A10BK01 
Mechanism of ac�on
Dapagliflozin is a highly potent (Ki: 0.55 nM), selec�ve and reversible inhibitor of SGLT2. 

The SGLT2 is selec�vely expressed in the kidney with no expression detected in more than 70 other �ssues 
including liver, skeletal muscle, adipose �ssue, breast, bladder and brain. SGLT2 is the predominant transporter 
responsible for reabsorp�on of glucose from the glomerular filtrate back into the circula�on. Despite the 
presence of hyperglycaemia in type 2 diabetes, reabsorp�on of filtered glucose con�nues. Dapagliflozin improves 
both fas�ng and post-prandial plasma glucose levels by reducing renal glucose reabsorp�on leading to urinary 
glucose excre�on. This glucose excre�on (glucure�c effect) is observed a�er the first dose, is con�nuous over the 
24-hour dosing interval and is sustained for the dura�on of treatment. The amount of glucose removed by the 
kidney through this mechanism is dependent upon the blood glucose concentra�on and GFR. Dapagliflozin does 
not impair normal endogenous glucose produc�on in response to hypoglycaemia. Dapagliflozin acts 
independently of insulin secre�on and insulin ac�on. Improvement in homeostasis model assessment for beta 
cell func�on (HOMA beta-cell) has been observed in clinical studies with Dapaglif. 
Urinary glucose excre�on (glucuresis) induced by dapagliflozin is associated with caloric loss and reduc�on in 
weight. Inhibi�on of glucose and sodium co-transport by dapagliflozin is also associated with mild diuresis and 
transient natriuresis. 
Dapagliflozin does not inhibit other glucose transporters important for glucose transport into peripheral �ssues 
and is > 1,400 �mes more selec�ve for SGLT2 versus SGLT1, the major transporter in the gut responsible for 
glucose absorp�on. 
Pharmacodynamic effects 
Increases in the amount of glucose excreted in the urine were observed in healthy subjects and in subjects with 
type 2 diabetes mellitus following the administra�on of dapagliflozin. Approximately 70 g of glucose was excreted 
in the urine per day (corresponding to 280 kcal/day) at a dapagliflozin dose of 10 mg/day in subjects with type 2 
diabetes mellitus for 12 weeks. Evidence of sustained glucose excre�on was seen in subjects with type 2 diabetes 
mellitus given dapagliflozin 10 mg/day for up to 2 years.  This urinary glucose excre�on with dapagliflozin also 
results in osmo�c diuresis and increases in urinary volume in subjects with type 2 diabetes mellitus. Urinary 
volume increases in subjects with type 2 diabetes mellitus treated with dapagliflozin 10 mg were sustained at 12 
weeks and amounted to approximately 375 mL/day. The increase in urinary volume was associated with a small 
and transient increase in urinary sodium excre�on that was not associated with changes in serum sodium 
concentra�ons.  Urinary uric acid excre�on was also increased transiently (for 3-7 days) and accompanied by a 
sustained reduc�on in serum uric acid concentra�on. At 24 weeks, reduc�ons in serum uric acid concentra�ons 
ranged from -48.3 to -18.3 micromoles/L (-0.87 to -0.33 mg/dL). 

5.2 Pharmacokine�c proper�es 
Absorp�on 
Dapagliflozin was rapidly and well absorbed a�er oral administra�on. Maximum dapagliflozin plasma 
concentra�ons (Cmax) were usually a�ained within 2 hours a�er administra�on in the fasted state. Geometric 
mean steady-state dapagliflozin Cmax and AUCτ values following once daily 10 mg doses of dapagliflozin were 158 
ng/mL and 628 ng h/mL, respec�vely. The absolute oral bioavailability of dapagliflozin following the 
administra�on of a 10 mg dose is 78%. Administra�on with a high-fat meal decreased dapagliflozin Cmax by up to 
50% and prolonged Tmax by approximately 1 hour, but did not alter AUC as compared with the fasted state. These 
changes are not considered to be clinically meaningful. Hence, Dapaglif can be administered with or without 
food. 
Distribu�on 
Dapagliflozin is approximately 91% protein bound. Protein binding was not altered in various disease states (e.g. 
renal or hepa�c impairment). The mean steady-state volume of distribu�on of dapagliflozin was 118 liters. 
Biotransforma�on 
Dapagliflozin is extensively metabolised, primarily to yield dapagliflozin 3-O-glucuronide, which is an inac�ve 
metabolite. Dapagliflozin 3-O-glucuronide or other metabolites do not contribute to the glucose-lowering effects. 
The forma�on of dapagliflozin 3-O-glucuronide is mediated by UGT1A9, an enzyme present in the liver and 
kidney, and CYP-mediated metabolism was a minor clearance pathway in humans. 
Elimina�on 
The mean plasma terminal half-life (t1/2) for dapagliflozin was 12.9 hours following a single oral dose of 
dapagliflozin 10 mg to healthy subjects. The mean total systemic clearance of dapagliflozin administered 
intravenously was 207 mL/min. Dapagliflozin and related metabolites are primarily eliminated via urinary 
excre�on with less than 2% as unchanged dapagliflozin. A�er administra�on of a 50 mg [14C]-dapagliflozin dose, 
96% was recovered, 75% in urine and 21% in faeces. In faeces, approximately 15% of the dose was excreted as 
parent drug. 
Linearity 
Dapagliflozin exposure increased propor�onal to the increment in dapagliflozin dose over the range of 0.1 to 500 
mg and its pharmacokine�cs did not change with �me upon repeated daily dosing for up to 24 weeks. 
Special popula�ons 
Renal impairment 
At steady-state (20 mg once-daily dapagliflozin for 7 days), subjects with type 2 diabetes mellitus and mild, 
moderate or severe renal impairment (as determined by iohexol plasma clearance) had mean systemic exposures 
of dapagliflozin of 32%, 60% and 87% higher, respec�vely, than those of subjects with type 2 diabetes mellitus 
and normal renal func�on. The steady-state 24-hour urinary glucose excre�on was highly dependent on renal 
func�on and 85, 52, 18 and 11 g of glucose/day was excreted by subjects with type 2 diabetes mellitus and 
normal renal func�on or mild, moderate or severe renal impairment, respec�vely. The impact of haemodialysis 
on dapagliflozin exposure is not known. 

Hepatic impairment 
In subjects with mild or moderate hepa�c impairment (Child-Pugh classes A and B), mean Cmax and AUC of 
dapagliflozin were up to 12% and 36% higher, respec�vely, compared to healthy matched control subjects. These 
differences were not considered to be clinically meaningful. In subjects with severe hepa�c impairment 
(Child-Pugh class C) mean Cmax and AUC of dapagliflozin were 40% and 67% higher than matched healthy controls, 
respec�vely. 
Elderly (≥ 65 years) 
There is no clinically meaningful increase in exposure based on age alone in subjects up to 70 years old. However, 
an increased exposure due to age-related decrease in renal func�on can be expected. There are insufficient data 
to draw conclusions regarding exposure in pa�ents > 70 years old. 
Paediatric population 
Pharmacokine�cs in the paediatric popula�on have not been studied. 
Gender 
The mean dapagliflozin AUCss in females was es�mated to be about 22% higher than in males. 
Race 
There were no clinically relevant differences in systemic exposures between White, Black or Asian races. 
Body weight 
Dapagliflozin exposure was found to decrease with increased weight. Consequently, low-weight pa�ents may 
have somewhat increased exposure and pa�ents with high weight somewhat decreased exposure. However, the 
differences in exposure were not considered clinically meaningful. 

6. PHARMACEUTICAL PARTICULARS 
6.1 List of excipients 
Tablet core 
Anhydrous lactose, Microcrystalline cellulose (pH 302), Crospovidone CL, Colloidal anhydrous silica (Aerosil 200), 
Magnesium stearate
Film coa�ng
Opadry II yellow (85F22055) (Polyvinyl alcohol, Titanium dioxide (C.I: 77891), Talc, Polyethylene glycol (macrogol 
6000), Iron oxide yellow (C.I: 77492)
6.2 Incompa�bili�es 
Not applicable. 

6.3 Shelf life 
2 years 
6.4 Special precau�ons for storage 
Store at temperature not exceeding 30oC, in a dry place
6.5 Nature and contents of container 
Carton box containing 1, 2 or 3 Alu/Alu strips, each of 14 film coated tablets and inner leaflet. 
Not all pack sizes may be marketed. 
6.6 Special precau�ons for disposal 
Any unused medicinal product or waste material should be disposed of in accordance with local requirements. 
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 1. NAME OF THE MEDICINAL PRODUCT 

Dapaglif 10 mg film-coated tablets 

2. QUALITATIVE AND QUANTITATIVE COMPOSITION 
Each tablet contains dapagliflozin propanediol monohydrate equivalent to 10 mg dapagliflozin. 
Excipient with known effect: 
Each 10 mg tablet contains 50 mg of anhydrous lactose. 
For the full list of excipients, see sec�on 6.1. 

3. PHARMACEUTICAL FORM 
Film-coated tablet (tablet). 
Yellow, round, biconvex film-coated tablet.

4. CLINICAL PARTICULARS 
4.1 Therapeu�c indica�ons 
Dapaglif is indicated in adults for the treatment of insufficiently controlled type 2 diabetes mellitus as an adjunct 
to diet and exercise 
-as monotherapy when me�ormin is considered inappropriate due to intolerance. 
-in addi�on to other medicinal products for the treatment of type 2 diabetes. 
For study results with respect to combina�on of therapies, effects on glycaemic control and cardiovascular 
events, and the popula�ons studied, see sec�ons 4.4, 4.5 and 5.1. 

4.2 Posology and method of administra�on 
Posology 
Type 2 diabetes mellitus 
The recommended dose is 10 mg dapagliflozin once daily. 
When dapagliflozin is used in combina�on with insulin or an insulin secretagogue, such as a sulphonylurea, a 
lower dose of insulin or insulin secretagogue may be considered to reduce the risk of hypoglycaemia (see sec�ons 
4.5 and 4.8). 
Special popula�ons 
Renal impairment 
Dapaglif should not be ini�ated in pa�ents with a glomerular filtra�on rate [GFR] < 60 mL/min and should be 
discon�nued at GFR persistently below 45 mL/min (see sec�ons 4.4, 4.8, 5.1 and 5.2). 
No dose adjustment is required based on renal func�on. 
Hepa�c impairment 
No dose adjustment is necessary for pa�ents with mild or moderate hepa�c impairment.                         
In pa�ents with severe hepa�c impairment, a star�ng dose of 5 mg is recommended. If well tolerated, the dose 
may be increased to 10 mg (see sec�ons 4.4 and 5.2). 
Elderly (≥ 65 years) 
In general, no dose adjustment is recommended based on age. Renal func�on and risk of volume deple�on 
should be taken into account (see sec�ons 4.4 and 5.2). 
Paediatric popula�on 
The safety and efficacy of dapagliflozin in children aged 0 to < 18 years have not yet been established.         
No data are available. 
Method of administra�on 
Dapaglif can be taken orally once daily at any �me of day with or without food. Tablets are to be swallowed 
whole. 

4.3 Contraindica�ons 
Hypersensi�vity to the ac�ve substance or to any of the excipients listed in sec�on 6.1. 

4.4 Special warnings and precau�ons for use 
Renal impairment 
The glycaemic efficacy of dapagliflozin is dependent on renal func�on, and efficacy is reduced in pa�ents who 
have moderate renal impairment and is likely absent in pa�ents with severe renal impairment (see sec�on 4.2). In 
subjects with moderate renal impairment (GFR < 60 mL/min), a higher propor�on of subjects treated with 
dapagliflozin had adverse reac�ons of increase in crea�nine, phosphorus, parathyroid hormone (PTH) and 
hypotension, compared with placebo. 
Dapaglif should not be ini�ated in pa�ents with a GFR < 60 mL/min and should be discon�nued at GFR 
persistently below 45 mL/min. Dapaglif has not been studied in severe renal impairment (GFR < 30 mL/min) or 
end-stage renal disease (ESRD). 
Monitoring of renal func�on is recommended as follows: 
• Prior to ini�a�on of dapagliflozin and at least yearly, therea�er (see sec�ons 4.2, 4.8, 5.1 and 5.2). 
• Prior to ini�a�on of concomitant medicinal products that may reduce renal func�on and periodically therea�er. 
• For renal func�on with GFR < 60 mL/min, at least 2 to 4 �mes per year. 
Hepa�c impairment 
There is limited experience in clinical studies in pa�ents with hepa�c impairment. Dapagliflozin exposure is 
increased in pa�ents with severe hepa�c impairment (see sec�ons 4.2 and 5.2). 
Use in pa�ents at risk for volume deple�on and/or hypotension 
Due to its mechanism of ac�on, dapagliflozin increases diuresis which may lead to the modest decrease in blood 
pressure observed in clinical studies (see sec�on 5.1). It may be more pronounced in pa�ents with very high 
blood glucose concentra�ons. 
Cau�on should be exercised in pa�ents for whom a dapagliflozin-induced drop in blood pressure could pose a 
risk, such as pa�ents on an�-hypertensive therapy with a history of hypotension or elderly pa�ents. In case of 
intercurrent condi�ons that may lead to volume deple�on (e.g. gastrointes�nal illness), careful monitoring of 
volume status (e.g. physical examina�on, blood pressure measurements, laboratory tests including haematocrit 
and electrolytes) is recommended. Temporary interrup�on of treatment with dapagliflozin is recommended for 
pa�ents who develop volume deple�on un�l the deple�on is corrected (see sec�on 4.8). 
Diabe�c ketoacidosis
Sodium-glucose co-transporter 2 (SGLT2) inhibitors should be used with cau�on in pa�ents with increased risk of 
diabe�c ketoacidosis (DKA). Pa�ents who may be at higher risk of DKA include pa�ents with a low beta-cell 
func�on reserve (e.g. type 1 diabetes pa�ents, type 2 diabetes pa�ents with low C-pep�de or latent autoimmune 
diabetes in adults (LADA) or pa�ents with a history of pancrea��s), pa�ents with condi�ons that lead to 
restricted food intake or severe dehydra�on, pa�ents for whom insulin doses are reduced and pa�ents with 
increased insulin requirements due to acute medical illness, surgery or alcohol abuse. 
The risk of diabe�c ketoacidosis must be considered in the event of non-specific symptoms such as nausea, 
vomi�ng, anorexia, abdominal pain, excessive thirst, difficulty breathing, confusion, unusual fa�gue or sleepiness. 
Pa�ents should be assessed for ketoacidosis immediately if these symptoms occur, regardless of blood glucose 
level. 
Before ini�a�ng dapagliflozin, factors in the pa�ent history that may predispose to ketoacidosis should be 
considered. 
Treatment should be interrupted in pa�ents who are hospitalised for major surgical procedures or acute serious 
medical illnesses. Monitoring of ketones is recommended in these pa�ents. Measurement of blood ketone levels 
is preferred to urine. Treatment with dapagliflozin may be restarted when the ketone values are normal and the 
pa�ent’s condi�on has stabilised. 

Type 2 diabetes mellitus 
Rare cases of DKA, including life-threatening and fatal cases, have been reported in pa�ents treated with SGLT2 
inhibitors, including dapagliflozin. In a number of cases, the presenta�on of the condi�on was atypical with only 
moderately increased blood glucose values, below 14 mmol/L (250 mg/dL).  In pa�ents where DKA is suspected 
or diagnosed, dapagliflozin treatment should be stopped immediately.  Restar�ng SGLT2 inhibitor treatment in 
pa�ents experiencing a DKA while on SGLT2 inhibitor treatment is not recommended, unless another clear 
precipita�ng factor is iden�fied and resolved. 
Type 1 diabetes mellitus 
In type 1 diabetes mellitus studies with dapagliflozin, DKA was reported with common frequency. Dapagliflozin 10 
mg should not be used for treatment of pa�ents with type 1 diabetes. 
Necro�sing fascii�s of the perineum (Fournier’s gangrene) 
Postmarke�ng cases of necro�sing fascii�s of the perineum (also known as Fournier’s gangrene) have been 
reported in female and male pa�ents taking SGLT2 inhibitors (see sec�on 4.8). This is a rare but serious and 
poten�ally life-threatening event that requires urgent surgical interven�on and an�bio�c treatment. 
Pa�ents should be advised to seek medical a�en�on if they experience a combina�on of symptoms of pain, 
tenderness, erythema, or swelling in the genital or perineal area, with fever or malaise. Be aware that either 
uro-genital infec�on or perineal abscess may precede necro�sing fascii�s.  If Fournier’s gangrene is suspected, 
Dapaglif should be discon�nued and prompt treatment (including an�bio�cs and surgical debridement) should be 
ins�tuted. 
Urinary tract infec�ons 
Urinary glucose excre�on may be associated with an increased risk of urinary tract infec�on; therefore, 
temporary interrup�on of dapagliflozin should be considered when trea�ng pyelonephri�s or urosepsis. 
Elderly (≥ 65 years) 
Elderly pa�ents may be at a greater risk for volume deple�on and are more likely to be treated with diure�cs. 
Elderly pa�ents are more likely to have impaired renal func�on, and/or to be treated with an�-hypertensive 
medicinal products that may cause changes in renal func�on such as angiotensin-conver�ng enzyme inhibitors 
(ACE-I) and angiotensin II type 1 receptor blockers (ARB). The same recommenda�ons for renal func�on apply to 
elderly pa�ents as to all pa�ents (see sec�ons 4.2, 4.4, 4.8 and 5.1). 
Cardiac failure 
There is no experience in clinical studies with dapagliflozin in NYHA class IV. 
Lower limb amputa�ons 
An increase in cases of lower limb amputa�on (primarily of the toe) has been observed in ongoing long-term, 
clinical studies with another SGLT2 inhibitor. It is unknown whether this cons�tutes a class effect. Like for all 
diabe�c pa�ents it is important to counsel pa�ents on rou�ne preventa�ve foot care. 
Urine laboratory assessments 
Due to its mechanism of ac�on, pa�ents taking Dapaglif will test posi�ve for glucose in their urine. 

Lactose 
The tablets contain lactose. Pa�ents with rare hereditary problems of galactose intolerance, total lactase 
deficiency or glucose-galactose malabsorp�on should not take this medicinal product. 

4.5 Interac�on with other medicinal products and other forms of interac�on 
Pharmacodynamic interac�ons 
Diure�cs 
Dapagliflozin may add to the diure�c effect of thiazide and loop diure�cs and may increase the risk of 
dehydra�on and hypotension (see sec�on 4.4). 
Insulin and insulin secretagogues 
Insulin and insulin secretagogues, such as sulphonylureas, cause hypoglycaemia. Therefore, a lower dose of 
insulin or an insulin secretagogue may be required to reduce the risk of hypoglycaemia when used in combina�on 
with dapagliflozin in pa�ents with type 2 diabetes mellitus (see sec�ons 4.2 and 4.8). 
Pharmacokine�c interac�ons 
The metabolism of dapagliflozin is primarily via glucuronide conjuga�on mediated by UDP glucuronosyltransfer-
ase 1A9 (UGT1A9). 
In in vitro studies, dapagliflozin neither inhibited cytochrome P450 (CYP) 1A2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, 
CYP2C19, CYP2D6, CYP3A4, nor induced CYP1A2, CYP2B6 or CYP3A4. Therefore, dapagliflozin is not expected to 
alter the metabolic clearance of coadministered medicinal products that are metabolised by these enzymes. 
Effect of other medicinal products on dapagliflozin
Interac�on studies conducted in healthy subjects, using mainly a single-dose design, suggest that the 
pharmacokine�cs of dapagliflozin are not altered by me�ormin, pioglitazone, sitaglip�n, glimepiride, voglibose, 
hydrochlorothiazide, bumetanide, valsartan, or simvasta�n. 
Following coadministra�on of dapagliflozin with rifampicin (an inducer of various ac�ve transporters and 
drug-metabolising enzymes) a 22% decrease in dapagliflozin systemic exposure (AUC) was observed, but with no 
clinically meaningful effect on 24-hour urinary glucose excre�on. No dose adjustment is recommended. A 
clinically relevant effect with other inducers (e.g. carbamazepine, phenytoin, phenobarbital) is not expected. 
Following coadministra�on of dapagliflozin with mefenamic acid (an inhibitor of UGT1A9), a 55% increase in 
dapagliflozin systemic exposure was seen, but with no clinically meaningful effect on 24-hour urinary glucose 
excre�on. No dose adjustment is recommended. 
Effect of dapagliflozin on other medicinal products 
In interac�on studies conducted in healthy subjects, using mainly a single-dose design, dapagliflozin did not alter 
the pharmacokine�cs of me�ormin, pioglitazone, sitaglip�n, glimepiride, hydrochlorothiazide, bumetanide, 
valsartan, digoxin (a P-gp substrate) or warfarin (S-warfarin, a CYP2C9 substrate), or the an�coagulatory effects of 
warfarin as measured by INR. Combina�on of a single dose of dapagliflozin 20 mg and simvasta�n (a CYP3A4 
substrate) resulted in a 19% increase in AUC of simvasta�n and 31% increase in AUC of simvasta�n acid. The 
increase in simvasta�n and simvasta�n acid exposures are not considered clinically relevant. 
Interference with 1,5-anhydroglucitol (1,5-AG) assay 
Monitoring glycaemic control with 1,5-AG assay is not recommended as measurements of 1,5-AG are unreliable 
in assessing glycaemic control in pa�ents taking SGLT2 inhibitors. Use of alterna�ve methods to monitor 
glycaemic control is advised. 
Paediatric popula�on 
Interac�on studies have only been performed in adults. 
4.6 Fer�lity, pregnancy and lacta�on 
Pregnancy 
There are no data from the use of dapagliflozin in pregnant women. Studies in rats have shown toxicity to the 
developing kidney in the �me period corresponding to the second and third trimesters of human pregnancy (see 
sec�on 5.3). Therefore, the use of dapagliflozin is not recommended during the second and third trimesters of 
pregnancy. When pregnancy is detected, treatment with dapagliflozin should be discon�nued. 
Breast-feeding 
It is unknown whether dapagliflozin and/or its metabolites are excreted in human milk. Available pharmacody-
namic/toxicological data in animals have shown excre�on of dapagliflozin/metabolites in milk, as well as 
pharmacologically-mediated effects in nursing offspring (see sec�on 5.3). A risk to the newborns/infants cannot 
be excluded. Dapagliflozin should not be used while breast-feeding. 
Fer�lity 
The effect of dapagliflozin on fer�lity in humans has not been studied. In male and female rats, dapagliflozin 
showed no effects on fer�lity at any dose tested. 

4.7 Effects on ability to drive and use machines 
Dapaglif has no or negligible influence on the ability to drive and use machines. Pa�ents should be alerted to the 
risk of hypoglycaemia when dapagliflozin is used in combina�on with a sulphonylurea or insulin. 

4.8 Undesirable effects 
Summary of the safety profile 
Type 2 diabetes mellitus 
In the clinical studies in type 2 diabetes, more than 15,000 pa�ents have been treated with dapagliflozin.  The 
primary assessment of safety and tolerability was conducted in a pre-specified pooled analysis of 13 short-term 
(up to 24 weeks) placebo-controlled studies with 2,360 subjects treated with dapagliflozin 10 mg and 2,295 
treated with placebo. 
In the dapagliflozin cardiovascular outcomes study (see sec�on 5.1), 8,574 pa�ents received dapagliflozin 10 mg 
and 8,569 received placebo for a median exposure �me of 48 months. In total, there were 30,623 pa�ent-years of 
exposure to dapagliflozin. 
The most frequently reported adverse reac�ons across the clinical studies were genital infec�ons. 
Tabulated list of adverse reac�ons
The following adverse reac�ons have been iden�fied in the placebo-controlled clinical studies and postmarke�ng 
surveillance. None were found to be dose-related. Adverse reac�ons listed below are classified according to 
frequency and system organ class (SOC). Frequency categories are defined according to the following conven�on: 
very common (≥ 1/10), common (≥ 1/100 to < 1/10), uncommon (≥ 1/1,000 to < 1/100), rare (≥ 1/10,000 to < 
1/1,000), very rare (< 1/10,000), and not known (cannot be es�mated from the available data). 
Table 1. Adverse reac�ons in placebo-controlled clinical studies

a 

and postmarke�ng experience 

aThe table shows up to 24-week (short-term) data regardless of glycaemic rescue. 
bSee corresponding subsec�on below for addi�onal informa�on. 
cVulvovagini�s, balani�s and related genital infec�ons includes, e.g. the predefined preferred terms: 
vulvovaginal myco�c infec�on, vaginal infec�on, balani�s, genital infec�on fungal, vulvovaginal candidiasis, 
vulvovagini�s, balani�s candida, genital candidiasis, genital infec�on, genital infec�on male, penile infec�on, 
vulvi�s, vagini�s bacterial, vulval abscess. 
dUrinary tract infec�on includes the following preferred terms, listed in order of frequency reported: urinary tract 
infec�on, cys��s, Escherichia urinary tract infec�on, genitourinary tract infec�on, pyelonephri�s, trigoni�s, 
urethri�s, kidney infec�on and prosta��s. 
eVolume deple�on includes, e.g. the predefined preferred terms: dehydra�on, hypovolaemia, hypotension.
fPolyuria includes the preferred terms: pollakiuria, polyuria, urine output increased. 
gMean changes from baseline in haematocrit were 2.30% for dapagliflozin 10 mg versus –0.33% for placebo. 
Haematocrit values >55% were reported in 1.3% of the subjects treated with dapagliflozin 10 mg versus 0.4% of 
placebo subjects. 
hMean percent change from baseline for dapagliflozin 10 mg versus placebo, respec�vely, was: total cholesterol 
2.5% versus 0.0%; HDL cholesterol 6.0% versus 2.7%; LDL cholesterol 2.9% versus -1.0%; triglycerides -2.7% versus 
-0.7%. 
iSee sec�on 4.4 
jAdverse reac�on was iden�fied through postmarke�ng surveillance. Rash includes the following preferred terms, 
listed in order of frequency in clinical studies: rash, rash generalised, rash pruri�c, rash macular, rash 
maculo-papular, rash pustular, rash vesicular, and rash erythematous. In ac�ve-and placebo-controlled clinical 
studies (dapagliflozin, N=5936, All control, N=3403), the frequency of rash was similar for dapagliflozin (1.4%) and 
all control (1.4%), respec�vely. 
kReported in the cardiovascular outcomes study in pa�ents with type 2 diabetes. Frequency is based on annual 
rate. 
*Reported in ≥ 2% of subjects and ≥ 1% more and at least 3 more subjects treated with dapagliflozin 10 mg 
compared to placebo. 
**Reported by the inves�gator as possibly related, probably related or related to study treatment and reported in 
≥ 0.2% of subjects and ≥ 0.1% more and at least 3 more subjects treated with dapagliflozin 10 mg compared to 
placebo. 

Descrip�on of selected adverse reac�ons 
Clinical studies in type 2 diabetes mellitus 
Vulvovagini�s, balani�s and related genital infec�ons 
In the 13-study safety pool, vulvovagini�s, balani�s and related genital infec�ons were reported in 5.5% and 0.6% 
of subjects who received dapagliflozin 10 mg and placebo, respec�vely. Most infec�ons were mild to moderate, 
and subjects responded to an ini�al course of standard treatment and rarely resulted in discon�nua�on from 
dapagliflozin treatment. These infec�ons were more frequent in females (8.4% and 1.2% for dapagliflozin and 
placebo, respec�vely), and subjects with a prior history were more likely to have a recurrent infec�on. 
In the dapagliflozin cardiovascular outcomes study, the number of pa�ents with serious adverse events of genital 
infec�ons were few and balanced: 2 pa�ents in each of the dapagliflozin and placebo groups. 
Necro�sing fascii�s of the perineum (Fournier’s gangrene) 
Cases of Fournier’s gangrene have been reported postmarke�ng in pa�ents taking SGLT2 inhibitors, including 
dapagliflozin (see sec�on 4.4). 
In the dapagliflozin cardiovascular outcomes study with 17,160 type 2 diabetes mellitus pa�ents and a median 
exposure �me of 48 months, a total of 6 cases of Fournier’s gangrene were reported, one in the 
dapagliflozin-treated group and 5 in the placebo group. 
Hypoglycaemia 
The frequency of hypoglycaemia depended on the type of background therapy used in each study. 
For studies of dapagliflozin in monotherapy, as add-on to me�ormin or as add-on to sitaglip�n (with or without 
me�ormin), the frequency of minor episodes of hypoglycaemia was similar (< 5%) between treatment groups, 
including placebo up to 102 weeks of treatment. Across all studies, major events of hypoglycaemia were 
uncommon and comparable between the groups treated with dapagliflozin or placebo. Studies with add-on 
sulphonylurea and add-on insulin therapies had higher rates of hypoglycaemia (see sec�on 4.5). 
In an add-on to glimepiride study, at Weeks 24 and 48, minor episodes of hypoglycaemia were reported more 
frequently in the group treated with dapagliflozin 10 mg plus glimepiride (6.0% and 7.9%, respec�vely) than in 
the placebo plus glimepiride group (2.1% and 2.1%, respec�vely). 
In an add-on to insulin study, episodes of major hypoglycaemia were reported in 0.5% and 1.0% of subjects 
treated with dapagliflozin 10 mg plus insulin at Weeks 24 and 104, respec�vely, and in 0.5% of subjects treated 
with placebo plus insulin groups at Weeks 24 and 104. At Weeks 24 and 104, minor episodes of hypoglycaemia 
were reported, respec�vely, in 40.3% and 53.1% of subjects who received dapagliflozin 10 mg plus insulin and in 
34.0% and 41.6% of the subjects who received placebo plus insulin. 
In an add-on to me�ormin and a sulphonylurea study, up to 24 weeks, no episodes of major hypoglycaemia were 
reported. Minor episodes of hypoglycaemia were reported in 12.8% of subjects who received dapagliflozin 10 mg 
plus me�ormin and a sulphonylurea and in 3.7% of subjects who received placebo plus me�ormin and a 
sulphonylurea. 
In the dapagliflozin cardiovascular outcomes study, no increased risk of major hypoglycaemia was observed with 
dapagliflozin therapy compared with placebo. Major events of hypoglycaemia were reported in 58 (0.7%) pa�ents 
treated with dapagliflozin and 83 (1.0%) pa�ents treated with placebo. 
Volume deple�on 
In the 13-study safety pool, reac�ons sugges�ve of volume deple�on (including, reports of dehydra�on, 
hypovolaemia or hypotension) were reported in 1.1% and 0.7% of subjects who received dapagliflozin 10 mg and 
placebo, respec�vely; serious reac�ons occurred in < 0.2% of subjects balanced between dapagliflozin 10 mg and 
placebo (see sec�on 4.4). 
In the dapagliflozin cardiovascular outcomes study, the numbers of pa�ents with events sugges�ve of volume 
deple�on were balanced between treatment groups: 213 (2.5%) and 207 (2.4%) in the dapagliflozin and placebo 
groups, respec�vely. Serious adverse events were reported in 81 (0.9%) and 70 (0.8%) in the dapagliflozin and 
placebo group, respec�vely. Events were generally balanced between treatment groups across subgroups of age, 
diure�c use, blood pressure and ACE-I/ARB use. In pa�ents with eGFR < 60 mL/min/1.73 m2 at baseline, there 
were 19 events of serious adverse events sugges�ve of volume deple�on in the dapagliflozin group and 13 events 
in the placebo group. 
Diabe�c ketoacidosis 
In the dapagliflozin cardiovascular outcomes study, with a median exposure �me of 48 months, events of DKA 
were reported in 27 pa�ents in the dapagliflozin 10 mg group and 12 pa�ents in the placebo group. The events 
occurred evenly distributed over the study period. Of the 27 pa�ents with DKA events in the dapagliflozin group, 
22 had concomitant insulin treatment at the �me of the event. Precipita�ng factors for DKA were as expected in a 
type 2 diabetes mellitus popula�on (see sec�on 4.4). 
Urinary tract infec�ons 
In the 13-study safety pool, urinary tract infec�ons were more frequently reported for dapagliflozin 10 mg 
compared to placebo (4.7% versus 3.5%, respec�vely; see sec�on 4.4). Most infec�ons were mild to moderate, 
and subjects responded to an ini�al course of standard treatment and rarely resulted in discon�nua�on from 
dapagliflozin treatment. These infec�ons were more frequent in females, and subjects with a prior history were 
more likely to have a recurrent infec�on. 
In the dapagliflozin cardiovascular outcomes study, serious events of urinary tract infec�ons were reported less 
frequently for dapagliflozin 10 mg compared with placebo, 79 (0.9%) events versus 109 (1.3%) events, 
respec�vely. 
Increased crea�nine 
Adverse reac�ons related to increased crea�nine were grouped (e.g. decreased renal crea�nine clearance, renal 
impairment, increased blood crea�nine and decreased glomerular filtra�on rate). This grouping of reac�ons was 
reported in 3.2% and 1.8% of pa�ents who received dapagliflozin 10 mg and placebo, respec�vely. In pa�ents 
with normal renal func�on or mild renal impairment (baseline eGFR ≥ 60 mL/min/1.73 m2) this grouping of 
reac�ons were reported in 1.3% and 0.8% of pa�ents who received dapagliflozin 10 mg and placebo, respec�vely. 
These reac�ons were more common in pa�ents with baseline eGFR ≥ 30 and < 60 mL/min/1.73 m2 (18.5% 
dapagliflozin 10 mg versus 9.3% placebo). 
Further evalua�on of pa�ents who had renal-related adverse events showed that most had serum crea�nine 
changes of ≤ 0.5 mg/dL from baseline. The increases in crea�nine were generally transient during con�nuous 
treatment or reversible a�er discon�nua�on of treatment. 
In the dapagliflozin cardiovascular outcomes study, including elderly pa�ents and pa�ents with renal impairment 
(eGFR less than 60 mL/min/1.73 m2), eGFR decreased over �me in both treatment groups. At 1 year, mean eGFR 
was slightly lower, and at 4 years, mean eGFR was slightly higher in the dapagliflozin group compared with the 
placebo group. 

Repor�ng of suspected adverse reac�ons 
Repor�ng suspected adverse reac�ons a�er authorisa�on of the medicinal product is important.            
 It allows con�nued monitoring of the benefit/risk balance of the medicinal product. Healthcare 
professionals are asked to report any suspected adverse reac�ons via the na�onal repor�ng system.

4.9 Overdose 
Dapagliflozin did not show any toxicity in healthy subjects at single oral doses up to 500 mg (50 �mes the 
maximum recommended human dose). These subjects had detectable glucose in the urine for a dose-related 
period of �me (at least 5 days for the 500 mg dose), with no reports of dehydra�on, hypotension or electrolyte 
imbalance, and with no clinically meaningful effect on QTc interval.             
The incidence of hypoglycaemia was similar to placebo. In clinical studies where once-daily doses of up to 100 mg 
(10 �mes the maximum recommended human dose) were administered for 2 weeks in healthy subjects and type 
2 diabetes subjects, the incidence of hypoglycaemia was slightly higher than placebo and was not dose-related. 
Rates of adverse events including dehydra�on or hypotension were similar to placebo, and there were no 
clinically meaningful dose-related changes in laboratory parameters, including serum electrolytes and biomarkers 
of renal func�on. 
In the event of an overdose, appropriate suppor�ve treatment should be ini�ated as dictated by the pa�ent’s 
clinical status. The removal of dapagliflozin by haemodialysis has not been studied. 

5. PHARMACOLOGICAL PROPERTIES 
5.1 Pharmacodynamic proper�es 
Pharmacotherapeu�c group: Drugs used in diabetes, Sodium-glucose co-transporter 2 (SGLT2) inhibitors, ATC 
code: A10BK01 
Mechanism of ac�on
Dapagliflozin is a highly potent (Ki: 0.55 nM), selec�ve and reversible inhibitor of SGLT2. 

The SGLT2 is selec�vely expressed in the kidney with no expression detected in more than 70 other �ssues 
including liver, skeletal muscle, adipose �ssue, breast, bladder and brain. SGLT2 is the predominant transporter 
responsible for reabsorp�on of glucose from the glomerular filtrate back into the circula�on. Despite the 
presence of hyperglycaemia in type 2 diabetes, reabsorp�on of filtered glucose con�nues. Dapagliflozin improves 
both fas�ng and post-prandial plasma glucose levels by reducing renal glucose reabsorp�on leading to urinary 
glucose excre�on. This glucose excre�on (glucure�c effect) is observed a�er the first dose, is con�nuous over the 
24-hour dosing interval and is sustained for the dura�on of treatment. The amount of glucose removed by the 
kidney through this mechanism is dependent upon the blood glucose concentra�on and GFR. Dapagliflozin does 
not impair normal endogenous glucose produc�on in response to hypoglycaemia. Dapagliflozin acts 
independently of insulin secre�on and insulin ac�on. Improvement in homeostasis model assessment for beta 
cell func�on (HOMA beta-cell) has been observed in clinical studies with Dapaglif. 
Urinary glucose excre�on (glucuresis) induced by dapagliflozin is associated with caloric loss and reduc�on in 
weight. Inhibi�on of glucose and sodium co-transport by dapagliflozin is also associated with mild diuresis and 
transient natriuresis. 
Dapagliflozin does not inhibit other glucose transporters important for glucose transport into peripheral �ssues 
and is > 1,400 �mes more selec�ve for SGLT2 versus SGLT1, the major transporter in the gut responsible for 
glucose absorp�on. 
Pharmacodynamic effects 
Increases in the amount of glucose excreted in the urine were observed in healthy subjects and in subjects with 
type 2 diabetes mellitus following the administra�on of dapagliflozin. Approximately 70 g of glucose was excreted 
in the urine per day (corresponding to 280 kcal/day) at a dapagliflozin dose of 10 mg/day in subjects with type 2 
diabetes mellitus for 12 weeks. Evidence of sustained glucose excre�on was seen in subjects with type 2 diabetes 
mellitus given dapagliflozin 10 mg/day for up to 2 years.  This urinary glucose excre�on with dapagliflozin also 
results in osmo�c diuresis and increases in urinary volume in subjects with type 2 diabetes mellitus. Urinary 
volume increases in subjects with type 2 diabetes mellitus treated with dapagliflozin 10 mg were sustained at 12 
weeks and amounted to approximately 375 mL/day. The increase in urinary volume was associated with a small 
and transient increase in urinary sodium excre�on that was not associated with changes in serum sodium 
concentra�ons.  Urinary uric acid excre�on was also increased transiently (for 3-7 days) and accompanied by a 
sustained reduc�on in serum uric acid concentra�on. At 24 weeks, reduc�ons in serum uric acid concentra�ons 
ranged from -48.3 to -18.3 micromoles/L (-0.87 to -0.33 mg/dL). 

5.2 Pharmacokine�c proper�es 
Absorp�on 
Dapagliflozin was rapidly and well absorbed a�er oral administra�on. Maximum dapagliflozin plasma 
concentra�ons (Cmax) were usually a�ained within 2 hours a�er administra�on in the fasted state. Geometric 
mean steady-state dapagliflozin Cmax and AUCτ values following once daily 10 mg doses of dapagliflozin were 158 
ng/mL and 628 ng h/mL, respec�vely. The absolute oral bioavailability of dapagliflozin following the 
administra�on of a 10 mg dose is 78%. Administra�on with a high-fat meal decreased dapagliflozin Cmax by up to 
50% and prolonged Tmax by approximately 1 hour, but did not alter AUC as compared with the fasted state. These 
changes are not considered to be clinically meaningful. Hence, Dapaglif can be administered with or without 
food. 
Distribu�on 
Dapagliflozin is approximately 91% protein bound. Protein binding was not altered in various disease states (e.g. 
renal or hepa�c impairment). The mean steady-state volume of distribu�on of dapagliflozin was 118 liters. 
Biotransforma�on 
Dapagliflozin is extensively metabolised, primarily to yield dapagliflozin 3-O-glucuronide, which is an inac�ve 
metabolite. Dapagliflozin 3-O-glucuronide or other metabolites do not contribute to the glucose-lowering effects. 
The forma�on of dapagliflozin 3-O-glucuronide is mediated by UGT1A9, an enzyme present in the liver and 
kidney, and CYP-mediated metabolism was a minor clearance pathway in humans. 
Elimina�on 
The mean plasma terminal half-life (t1/2) for dapagliflozin was 12.9 hours following a single oral dose of 
dapagliflozin 10 mg to healthy subjects. The mean total systemic clearance of dapagliflozin administered 
intravenously was 207 mL/min. Dapagliflozin and related metabolites are primarily eliminated via urinary 
excre�on with less than 2% as unchanged dapagliflozin. A�er administra�on of a 50 mg [14C]-dapagliflozin dose, 
96% was recovered, 75% in urine and 21% in faeces. In faeces, approximately 15% of the dose was excreted as 
parent drug. 
Linearity 
Dapagliflozin exposure increased propor�onal to the increment in dapagliflozin dose over the range of 0.1 to 500 
mg and its pharmacokine�cs did not change with �me upon repeated daily dosing for up to 24 weeks. 
Special popula�ons 
Renal impairment 
At steady-state (20 mg once-daily dapagliflozin for 7 days), subjects with type 2 diabetes mellitus and mild, 
moderate or severe renal impairment (as determined by iohexol plasma clearance) had mean systemic exposures 
of dapagliflozin of 32%, 60% and 87% higher, respec�vely, than those of subjects with type 2 diabetes mellitus 
and normal renal func�on. The steady-state 24-hour urinary glucose excre�on was highly dependent on renal 
func�on and 85, 52, 18 and 11 g of glucose/day was excreted by subjects with type 2 diabetes mellitus and 
normal renal func�on or mild, moderate or severe renal impairment, respec�vely. The impact of haemodialysis 
on dapagliflozin exposure is not known. 

Hepatic impairment 
In subjects with mild or moderate hepa�c impairment (Child-Pugh classes A and B), mean Cmax and AUC of 
dapagliflozin were up to 12% and 36% higher, respec�vely, compared to healthy matched control subjects. These 
differences were not considered to be clinically meaningful. In subjects with severe hepa�c impairment 
(Child-Pugh class C) mean Cmax and AUC of dapagliflozin were 40% and 67% higher than matched healthy controls, 
respec�vely. 
Elderly (≥ 65 years) 
There is no clinically meaningful increase in exposure based on age alone in subjects up to 70 years old. However, 
an increased exposure due to age-related decrease in renal func�on can be expected. There are insufficient data 
to draw conclusions regarding exposure in pa�ents > 70 years old. 
Paediatric population 
Pharmacokine�cs in the paediatric popula�on have not been studied. 
Gender 
The mean dapagliflozin AUCss in females was es�mated to be about 22% higher than in males. 
Race 
There were no clinically relevant differences in systemic exposures between White, Black or Asian races. 
Body weight 
Dapagliflozin exposure was found to decrease with increased weight. Consequently, low-weight pa�ents may 
have somewhat increased exposure and pa�ents with high weight somewhat decreased exposure. However, the 
differences in exposure were not considered clinically meaningful. 

6. PHARMACEUTICAL PARTICULARS 
6.1 List of excipients 
Tablet core 
Anhydrous lactose, Microcrystalline cellulose (pH 302), Crospovidone CL, Colloidal anhydrous silica (Aerosil 200), 
Magnesium stearate
Film coa�ng
Opadry II yellow (85F22055) (Polyvinyl alcohol, Titanium dioxide (C.I: 77891), Talc, Polyethylene glycol (macrogol 
6000), Iron oxide yellow (C.I: 77492)
6.2 Incompa�bili�es 
Not applicable. 

6.3 Shelf life 
2 years 
6.4 Special precau�ons for storage 
Store at temperature not exceeding 30oC, in a dry place
6.5 Nature and contents of container 
Carton box containing 1, 2 or 3 Alu/Alu strips, each of 14 film coated tablets and inner leaflet. 
Not all pack sizes may be marketed. 
6.6 Special precau�ons for disposal 
Any unused medicinal product or waste material should be disposed of in accordance with local requirements. 
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ر تناُول دوائك.
�
سُ�ساعدك ذلك ع� تذك

� دمك. تذكر تناُول الدواء 
قد �صف لك طب��ك عقار دا�اجل�ف �مصاح�ة دواء (أدو�ة) آخر(أخرى) لخفض �م�ة السكر ��

� الحصول ع� أفضل النتائج لصحتك.
ك طب��ك. س�ساعد ذلك �� (األدو�ة) اآلخر(األخرى) �ما أخ��

ام �أيِّ برنامج  � � وممارسة ال��اضة �مكن أن �ساعد الجسم ع� استخدام سكر الدم �ش�ل أفضل. من المهم االل��
النظام الغذا��

� والتمار�ن ال��اض�ة أثناء تناُول عقار دا�اجل�ف.
يو�� �ه طب��ك ف�ما �خص النظام الغذا��

إذا تناولت �م�ة أ��� مما �جب من عقار دا�اجل�ف
ث إ� طب�ب أو اذهب إ� المس�ش�� ع� الفور. � من أقراص عقار دا�اجل�ف، تحدَّ

إذا تناولت �م�ة أ��� مما ي����
واء معك. قم �أخذ عبوة الدَّ

إذا أغفلت تناُول عقار دا�اجل�ف
ال�ة. تعتمد ك�ف�ة التَّ�ف إذا أغفلت تناُول أحد األقراص ع� ما ت��� من الوقت ح�� موعد جرعتك التَّ

� موعد جرعتك التال�ة، تناول إحدى جرعات عقار دا�اجل�ف �مجرد أن تتذكر. ثم قم  � حال ت��� ١٢ ساعة أو أ��� ح�� �ح��
�� ·

� الوقت المحدد.
ال�ة �� ب�ناول الجرعة التَّ

 �
ال�ة �� � أغفلتها. ثم قم ب�ناول الجرعة التَّ � موعد جرعتك التال�ة، تجاوز الجرعة ال�� � حال ت��� أقل من ١٢ ساعة ح�� �ح��

�� ·
الوقت المحدد.

· ال ت�ناول جرعة مضاعفة لتع��ض جرعة أغفلتها.
إذا توقفت عن تناول عقار دا�اجل�ف

واء. � َدِمك �دون هذا الدَّ
. قد يرتفع مستوى السكر ��

ً
حدث إ� طب��ك أو� ال تتوقف عن تناُول عقار دا�اجل�ف دون التَّ

واء، فاس��� طب��ك أو الص�د�� أو الممرض(ة) الخاص(ة) �ك. إذا �انت لد�ك أ�ة أسئلة إضاف�ة حول استخدام هذا الدَّ
٤. اآلثار الجان��ة الُمحتَملة.

غم من عدم حدوثها لدى الجميع. ا جان��ة، ع� الرَّ واء آثار� مثله مثل �افة األدو�ة، قد ُ�س�ب هذا الدَّ
ص�ت �أيٍّ من اآلثار الجان��ة التال�ة:

�
اتصل �طب�ب أو أقرب مس�ش�� ع� الفور إذا أ

� �ل ١٠٠٠٠ شخص). ؤثر ع� ما �صل إ� شخص واحد من ب��
ُ
ا (قد ت ة، تم مالحظتهما �ش�ل نادر جد� عاِئ�َّ َمة و�

َ
• َوذ

ف�ما ��� عالمات تنم عن اإلصا�ة بوذمة وعائ�ة:
ق.

�
- توّرم الوجه، اللسان، أو الَحل

- صع��ة ال�لع.
� التنفس

ى (ارت�ار�ا) ومشا�ل �� �� -
ي من الن�ع ٢ (قد يؤثر ع� ما �صل إ�  ر�

�
ك � �مرض السُّ ي -من النادر أن �ص�ب المر�� الُمصاب�� ر�

�
ك � السُّ

• الُحماض ال�يتو��
� �ل ١٠٠٠ شخص). شخص واحد من ب��

ا قسم ٢: تحذيرات واحت�اطات): ي (انظر أ�ض� ر�
�
ك � السُّ

ف�ما ��� عالمات تنم عن اإلصا�ة �الُحماض ال�يتو��
� البول أو الدم.

ة" �� ْجسام الِ�يتوِن�َّ
َ
- ارتفاع مست��ات "األ

- الشعور �اإلع�اء أو اإلع�اء.
- ألم �المعدة.

- عطش مفرط.
- التنفس �ش�ل ��ــــع وعميق.

- ارت�اك.
- نعاس أو تعب غ�� ُمعتادين

� البول أو العرق الخاص �ك.
� فمك أو وجود رائحة مختلفة ��

�� �
- رائحة نفسك حلوة، وجود مذاق حلو أو معد��

- الفقدان ال��ــــع للوزن.
ــا  ــا إ�قــاف خضوعــك للعــالج �عقــار دا�اجل�ــف مؤقت� م. قــد �قــرر طب��ــك أ�ض� � الــدَّ

قــد �حــدث ذلــك �غــض النظــر عــن مســتوى الســكر ��
ا. أو نهائ��

ناسل�ة  أو المنطقة  خوة الخاصة �األعضاء التَّ ة �األ�سجة الرَّ ْنغ��َنة فورن��ه، عدوى خط��
َ
• التهاب اللفافة الناخر �الِعجان أو غ

ا. ج، تم مالحظتهما �ش�ل نادر جد� ناسل�ة وال�� � األعضاء التَّ � تقع ب�� ال��
ال�ة: ة التَّ ا من اآلثار الجان��ة الخط�� ا إذا الحظت أ�� توقف عن تناُول عقار دا�اجل�ف وُزْر طب���

� �ل ١٠٠  فقدان ال�ث�� من السوائل من جسمك تم مالحظته �ش�ل غ�� شائع (قد ُيؤثر ع� ما �صل إ� شخص واحد من ب��
شخص).

ف�ما ��� عالمات تنم عن اإلصا�ة �الجفاف:
- جفاف شد�د أو لزوجة شد�دة �الفم، الشعور �عطش شد�د

- الشعور بنعاس أو تعب شد�د
- تبول �م�ة ض��لة أو عدم التبول

�ات القلب. - �سارع ��
� �ل ١٠ أشخاص). • عدوى المسالك البول�ة، تم مالحظتها �ش�ل شائع (قد ُتؤثر ع� ما �صل إ� شخص واحد من ب��

� المسالك البول�ة:
ف�ما ��� عالمات تنم عن اإلصا�ة �عدوى شد�دة ��

- ُح�َّ و�أو قشع��رة.
ل. - إحساس �الُحرقة عند التبوُّ

هر أو الجانب. - ألم �الظ�
� البول، إال أن ذلك غ�� شائع.

ا �� ا إذا الحظت دم� أخ�� طب��ك فور�
إذا �ان لد�ك أيٌّ من اآلثار الجان��ة المدرجة أدناە، قم ب��الغ طب��ك �أ�ع وقت ممكن:

� �ل ١٠ أشخاص) ؤثر ع� أ��� من شخص واحد من ب��
ُ
ا (قد ت شائعة جد�

. � واء �مصاح�ة السلفون�ل يور�ا  أو األ�سول�� م) -عند تناُول هذا الدَّ م (نقص سكر الدَّ � الدَّ
- انخفاض مست��ات السكر ��

� الدم:
ف�ما ��� عالمات تنم عن انخفاض السكر ��

�ات القلب. ق، الشعور �قلق شد�د، �سارع �� - االرتجاف، التعرُّ
� الرؤ�ة.

ات �� - الشعور �الج�ع، الصداع، حدوث تغي��
ات �حالتك المزاج�ة أو الشعور �االرت�اك. - حدوث تغ��

ص�ــت �ــأيٍّ مــن العالمــات 
�
� اتخــاذە إذا أ

� الــدم واإلجــراء الــذي ي��ــ��
ك طب��ــك �ك�ف�ــة عــالج انخفــاض مســت��ات الســكر �� ســ�خ��

المذكورة أعالە.
آثار جان��ة أخرى عند تناُول عقار دا�اجل�ف:

شائعة
ا، حكة، إفرازات أو رائحة غ��  ج� � العضو الذكري أو المه�ل (قد �شمل العالمات ته�ُّ

ناسل�ة (ُسالق) �� • عدوى األعضاء التَّ
ُمعتادة).

� الظهر
• آالم ��

ا. • تبول �م�ة أ��� من الُمعتاد أو الحاجة إ� التبول مرار�
� دمك (ُموضحة �االخت�ارات)

ول أو الدهون الموجودة �� � �م�ة ال�ول�س��
ات �� • تغي��

� دمك (ُموضحة �االخت�ارات).
م الحمراء �� • ز�ادة �م�ة خال�ا الدَّ

� �دا�ة العالج.
� (ُموضح �االخت�ارات) �� • انخفاض معدل التصف�ة ال�ل��ة لل���ات�ن��

• دوخة
• طفح جلدي

غ�� شائعة
• العطش
• إمساك

 للتبول
ً

• االس��قاظ من النوم ل��
• جفاف الفم

• انخفاض الوزن
� �دا�ة العالج.

� (ُموضح �اخت�ارات الدم المعمل�ة) �� • ارتفاع معدل تصف�ة ال���ات�ن��
• ارتفاع مستوى اليور�ا (ُموضح �اخت�ارات الدم المعمل�ة).

اإل�الغ عن اآلثار الجان��ة
 �

ث إ� طب��ك أو الص�د�� أو الممرض(ة). و�شمل ذلك أ�ة آثار جان��ة ُمحتَملة، غ�� ُمدرجة �� ص�ت �أ�ة آثار جان��ة، فتحدَّ
�
إذا أ

. � ا اإل�الغ عن اآلثار الجان��ة �ش�ل م�ا�� ع�� نظام اال�الغ الوط�� ة. �مكنك أ�ض� �� هذە ال�َّ
واء. � توف�� معلومات إضاف�ة حول أمان استخدام هذا الدَّ

ب��الِغك عن اآلثارالجان��ة، �مكنك المساعدة ��

٥. ك�ف�ة تخ��ن عقار دا�اجل�ف؟
� م�ان جاف

� درجة حرارة ال تتعدى ٣٠ درجة مئ��ة ��
ا عن رؤ�ة وُمتناَول األطفال �� واء �ع�د� ُ�حفظ هذا الدَّ

�ط �عد �لمة "EXP". ُ�ش�� تار�ــــخ انتهاء الصالح�ة  واء �عد انتهاء تار�ــــخ الصالح�ة المدون ع� العبوة وال�� ال �ستعمل هذا الدَّ
إ� اليوم األخ�� من ذلك الشهر.

ل�ة. اس��� الص�د�� الخاص �ك عن ك�ف�ة  � ف أو مع المخلفات الم�� � م�اە ال�َّ
ال تتخلص من األدو�ة عن ط��ق إلقائها ��

� لم َتُعد �ستخدمها. س�ساعد هذە اإلجراءات ع� حما�ة الب�ئة. خلص من األدو�ة ال�� التَّ

٦. محت��ات العبوة ومعلومات أخرى
ما �� محت��ات عقار دا�اجل�ف؟

: دا�اجل�فلوز�ن. • المادة الفعالة ��
�حتوي �ل قرص مغلف من عقار دا�اجل�ف ١٠ مجم (قرص) ع� دا�اجل�فلوز�ن برو�ان دايول أحادي اله�درات؛ �ما ُ�عاِدل ١٠ 

مجم دا�اجل�فلوز�ن.

: • المكونات األخرى ��
�لور (٣٠٢ PH)، كروسبوف�دون �لور�د، س�ل��ا غرو�ة ال مائ�ة،  ، سل�لوز دقيق التَّ �

: ال�توز ال ما�� اخ�� - محتوى القرص الدَّ
ات الماغ�سيوم  ست��

� جل�كول  � أ�س�د الت�تانيوم (٧٧٨٩١ :C.I)، تلك، بو�� ايثل��
- غالف القرص: أو�ادري أصفر II (كحول متعدد الفي��ل، ثا��
.(C.I: ٧٧٤٩٢) (ما�روجول ٦٠٠٠)، أ�س�د الحد�د األصفر

ما هو ش�ل عقار دا�اجل�ف؟ وما �� محت��ات العبوة؟
فة لعقار دا�اجل�ف ١٠ مجم �� صفراء اللون، مستديرة، ثنائ�ة التحدب 

�
األقراص المغل

ة داخل�ة ائط (AL/AL) ��ل منها ١٤ قرص مغلف و��� العبوة: عبوة كرتون تحتوي ع� ١، ٢ أو ٣ ��
قد ال يتم �س��ق جميع أحجام العبوات.

ة: ١٤-٠١-٢٠٢٠ تار�ــــخ مراجعة ال���

� ا�جي�ت
كة سانو�� كة المستق�ل للصناعات الدوائ�ة لصالح �� إنتاج ��

ة العبوة: معلومات للم��ض ���

دا�اجل�ف ١٠ مجم اقراص مغلفة
دا�اجل�فلوز�ن

س�ة لك.
ِّ
ة �ال� واء؛ ألنها تحتوي ع� معلومات هامَّ � تناول هذا الدَّ

 �عنا�ة ق�ل أن ت�دأ ��
ً
ة �املة ��

َّ
ُير�� قراءة هذە ال�

ة؛ فقد تحتاج إ� قراءتها مرة أخرى. �� - احتفظ بهذە ال�َّ
- إذا �ان لد�ك الم��د من األسئلة، فاس��� الطب�ب أو الص�د�� أو الممرض(ة) الخاص(ة) �ك.

� منها.
� تعا�� واء لك وحدك. ال تعطه آلخ��ن؛ فقد ��� بهم، ح�� إذا �انوا ُ�عانون من نفس عالمات المرض ال�� - تم وصف هذا الدَّ
ث إ� طب��ك أو الص�د�� الخاص �ك. و�شمل ذلك أ�ة آثار جان��ة ُمحتَملة، غ��  - إذا ظهرت لد�ك أ�ة آثار جان��ة، فتحدَّ

ة. انظر قسم: ٤. �� � هذە ال�َّ
ُمدرجة ��

ة: ��
َّ
محت��ات هذە ال�

۱. ما هو عقار دا�اجل�ف؟ وف�َم ُ�سَتخدم؟
۲. ما الذي تحتاج إ� معرفته ق�ل تناُول عقار دا�اجل�ف؟

۳. ك�ف�ة تناُول عقار دا�اجل�ف؟
٤. اآلثار الجان��ة الُمحتَملة.

٥. ك�ف�ة تخ��ن عقار دا�اجل�ف؟
٦. محت��ات العبوة ومعلومات أخرى.

١. ما هو عقار دا�اجل�ف؟ وف�َم ُ�سَتخدم؟ 
ما هو عقار دا�اجل�ف؟

واء إ� مجموعة من األدو�ة �س� "مضادات مرض  الة دا�اجل�فلوز�ن. ي�ت�� هذا الدَّ �حتوي عقار دا�اجل�ف ع� المادة الفعَّ
ي الفم��ة". ر�

�
ك السُّ

ي. ر�
�
ك • تلك األدو�ة يتم تناُولها عن ط��ق الفم من أجل مرض السُّ

� دمك.
• تعمل تلك األدو�ة من خالل خفض �م�ة السكر (الجلوكوز) ��

.( ا فأ��� � (ممن ي�لغون ١٨ عام� � المر�� من ال�الغ��
ُ�سَتخَدم عقار دا�اجل�ف ��

ف�َم ُ�سَتخدم عقار دا�اجل�ف؟
� من 

ي من الن�ع ٢ -ح�ث ال ي�تج جسمك ما �ك�� ر�
�
ك ي الُمس� �مرض السُّ ر�

�
ك ُ�ستخدم عقار دا�اجل�ف من أجل مرض السُّ

� دمك. �عمل عقار 
ر� ��

�
ك . يؤدي ذلك إ� ارتفاع مستوى السُّ �

� �ما ي���� � أو ح�ث �عجز جسمك عن استخدام األ�سول�� األ�سول��
دا�اجل�ف من خالل إزالة �م�ة السكر الزائدة من جسمك ع�� البول. �ما ب�م�انه المساعدة ع� الوقا�ة من األمراض القلب�ة.

ي ر�
�
ك ە من أدو�ة مرض السُّ تناُول عقار دا�اجل�ف مع غ��

� وممارسة التمار�ن ال��اض�ة.
ي من الن�ع ٢ من خالل ات�اع نظام غذا�� ر�

�
ك � مرض السُّ

ُ�ستخَدم عقار دا�اجل�ف عندما ال ُ�مِكن التح�م ��
قد �طلب منك طب��ك تناُول عقار دا�اجل�ف:

. � ا ع� تحمل ميتفورم�� � حال لم تكن قادر�
- وحدە -��

ي. ر�
�
ك - �مصاح�ة أدو�ة أخرى لعالج مرض السُّ

 �
� أعطاها لك طب��ك، الص�د�� الخاص �ك أو الممرض(ة) ف�ما يتعلق �النظام الغذا�� من المهم مواصلة ات�اع النصائح ال��

والتمار�ن ال��اض�ة.
٢. ما الذي تحتاج إ� معرفته ق�ل تناُول عقار دا�اجل�ف؟ 

� الحاالت اآلت�ة:
ال ت�ناول عقار دا�اجل�ف ��

واء  � هذا الدَّ
� من حساس�ة تجاە دا�اجل�فلوز�ن أو تجاە أي مكون من المكونات األخرى ��

• إذا كنت تعا��
� القسم ٦)

        (المدرجة ��
تحذيرات واحت�اطات

� الحاالت اآلت�ة:
اتصل �طب�ب أو أقرب مس�ش�� ع� الفور ��

• إذا عان�ت من شعور �اإلع�اء، ألم �المعدة، عطش مفرط، التنفس �ش�ل ��ــــع وعميق، ارت�اك، نعاس أو تعب غ�� ُمعتاد، 
� البول أو العرق الخاص �ك أو فقدان الوزن 

� فمك أو وجود رائحة مختلفة ��
�� �

رائحة نفسك حلوة، ُوجود مذاق حلو أو معد��
ة ��عة. بوت��

ا مهددة للح�اة قد 
�
ة وأح�ان ي" -مش�لة خط�� ر�

�
ك � السُّ

• قد تنم األعراض المذكورة أعالە عن اإلصا�ة �ما ُ�س� "الُحماض ال�يتو��
� البول أو الدم، تتم مالحظتها 

ة" �� ْجسام الِ�يتوِن�َّ
َ
ي ن��جة ارتفاع مست��ات "األ ر�

�
ك � منها عند إصابتك �مرض السُّ

تعا��
�االخت�ارات.

ب ال�حول�ــات �شــ�ل مفــرط، التعــرض  ة ط��لــة، �� ي عنــد الص�ــام لفــ�� ر�
�
ــك � السُّ

• قــد يــزداد خطــر اإلصا�ــة �الُحمــاض ال�يتــو��
ى أو اإلصا�ــة �مــرض  � ن��جــة الخضــ�ع لجراحــة كــ�� � أو ز�ــادة االحت�ــاج لأل�ســول�� � �شــ�ل مفــا�� للجفــاف، خفــض جرعــة األ�ســول��

. خط��
ي ح�� و�ن �ان مستوى السكر �الدم لد�ك  ر�

�
ك � السُّ

• عند خضوعك للعالج �عقار دا�اجل�ف، قد ُتصاب �الُحماض ال�يتو��
. طب���

واء. ي، اتصل �طب�ب أو أقرب مس�ش�� ع� الفور وال ت�ناول هذا الدَّ ر�
�
ك � السُّ

إذا كنت تعتقد أنك ُمصاب �الُحماض ال�يتو��
ضت لم��ــــج من األعراض من ضمنها األلم، األلم عند الضغط ع� المنطقة المصا�ة،  تحدث إ� طب��ك ع� الفور إذا تعرَّ

ج، مع ُحّ� أو شعور ب�ع�اء عام. قد تنم  ناسل�ة وال�� � األعضاء التَّ � تقع ب�� ناسل�ة أو المنطقة ال�� م األعضاء التَّ االحمرار أو تورُّ
ْنغ��َنة فورن��ه 

َ
ة أو مهددة للح�اة، ُتد� التهاب اللفافة الناخر �الِعجان أو غ هذە األعراض عن اإلصا�ة �عدوى نادرة ل�ن خط��

� تلف األ�سجة الموجودة تحت الجلد. �جب عالج غرغ��نة فورن��ه ع� الفور.
� ت�س�ب �� ال��

تحدث إ� طب��ك أو الص�د�� أو الممرض(ة) الخاص(ة) �ك ق�ل تناُول عقار دا�اجل�ف.
. � � صغرك عندما ال ي�تج جسمك أيَّ أ�سول��

ي من الن�ع ١" -الن�ع الذي ي�دأ عادة �� ر�
�
ك � من "مرض السُّ

• إذا كنت تعا��
� -قد �طلب منك طب��ك تناُول دواٍء مختلف.

�
� ال�

� من مش�لة ��
• إذا كنت ُتعا��

ضة. � ال��د -قد ي��د طب��ك �دء عالجك �جرعة مخفَّ
� من مش�لة ��

• إذا كنت ُتعا��
� ضغــط 

ــخ مــن التعــرض النخفــاض �� ـ ـ ـ م) و�ان لد�ــك تار�ـ • إذا كنــت ت�نــاول أدو�ــة لخفــض ضغــط َدمــك (أدو�ــة خافضــة لضغــط الــدَّ
م. تتوافر معلومات إضاف�ة أدناە تحت قسم "تناُول أدو�ة أخرى �مصاح�ة عقار دا�اجل�ف". الدَّ

ة من سوائل  � إصابتك �جفاف (فقدان �م�ة كب��
م قد ي�س�ب �� � الدَّ

� مستوى السكر ��
� من ارتفاع شد�د ��

• إذا كنت تعا��
 �

� تناُول عقار دا�اجل�ف إذا كنت تعا��
الجسم). العالمات الُمحتملة للجفاف ُمدرجة �أع� قسم ٤. أخ�� طب��ك ق�ل أن ت�دأ ��

من أيٍّ من هذە العالمات.
ب. قد �س�ب هذە الحاالت  ء أو ُح�َّ أو إذا كنت تعجز عن األ�ل أو ال�� �

ص�ت �غث�ان (شعور �اإلع�اء)، ��
�
ا أو أ • إذا كنت ُمصا��

ا. قد �طلب منك طب��ك التوقف عن تناُول عقار دا�اجل�ف ح�� تتعا�� للح�لولة دون إصابتك �جفاف.
�
جفاف

ا. � من عدوى المسالك البول�ة مرار�
• إذا كنت تعا��

ام �أيِّ نصائح  � ي، من المهم فحص قدم�ك �صفة منتظمة واالل�� ر�
�
ك � �مرض السُّ �ما هو الحال مع جميع المر�� الُمصاب��

� الرعا�ة الصح�ة تخص العنا�ة �القدم.
�قدمها لك أخصا��

ث إ� طب��ك أو الص�د�� الخاص �ك أو الممرض(ة) ق�ل  ا من ذلك)، تحدَّ إذا انطبق عل�ك أيٌّ مما سبق (أو إذا لم تكن متأ�د�
تناول عقار دا�اجل�ف.

�
�
وظائف ال�

� تناُول هذا الدواء و��نما ت�ناوله.
لي��ك ق�ل أن ت�دأ ��

�
� أن يتم فحص �

ي����
� البول

الجلوكوز ��
واء.  � البول إ�جاب�ة ب�نما ت�ناول هذا الدَّ

ا ل��ف�ة عمل عقار دا�اجل�ف، ستكون ن��جتك ف�ما �خص اخت�ار السكر �� نظر�
األطفال والمراهقون

. � هؤالء المر��
ا إذ لم تتم دراسته �� � الذين تقل أعمارهم عن ١٨ عام� � األطفال والمراهق��

ال ُيو� �استخدام عقار دا�اجل�ف ��
تناُول أدو�ة أخرى مع عقار دا�اجل�ف

ة أدو�ة أخرى. ا أو قد ت�ناول أ�َّ ُير�� إ�الغ طب��ك أو الص�د�� الخاص �ك أو الممرض(ة) إذا كنت ت�ناول أو تناولت مؤخر�
ع� وجه الخصوص، أخ�� طب��ك:

• إذا كنت ت�ناول دواًء ُ�ستخدم إلزالة الم�اە من الجسم (ُمِدر الَبوِل). قد �طلب منك طب��ك التوقف عن تناُول عقار 
ة من سوائل الجسم ُمدرجة �أع� قسم ٤. دا�اجل�ف. العالمات الُمحتملة لفقدان �م�ة كب��

� أو  � دمك مثل األ�سول��
ي من الن�ع -٢ وكنت ت�ناول أدو�ة أخرى تخفض من �م�ة السكر �� ر�

�
ك ا �مرض السُّ • إذا كنت ُمصا��

� مست��ات 
� خفض جرعة هذە األدو�ة لوقايتك من اإلصا�ة �انخفاض ��

أحد أدو�ة "سلفون�ل يور�ا". قد يرغب طب��ك ��
م). � الدم (نقص سكر الدَّ

السكر ��
الحمل والرضاعة الطب�ع�ة

ي طب��ك أو الص�د�� الخاص �ك ق�ل  � لذلك، فاس�ش��  أو تخطط��
ً

� حام� ا، أو تعتقدين أنِك قد تكون��  أو مرضع�
ً

إذا كنِت حام�
 �

� الثا��  إذ ال ُيو� �استخدامه خالل الثلث��
ً

واء إذا أص�حِت حام� � عل�ِك التوقف عن تناُول هذا الدَّ
واء. ي���� تناُول هذا الدَّ

� الدم لد�ِك أثناء حملك.
 لض�ط مستوى السكر ��

�
� إ� طب��ِك حول الط��قة الُمث�

والثالث من الحمل. تحد��
واء. ال  ة ق�ل تناُول هذا الدَّ � الرضاعة الطب�ع�َّ ة أو كنِت تمارس�� � ممارسة الرضاعة الطب�ع�َّ

�� � � إ� طب��ِك إذا كنِت ترغب��
�� تحدَّ

� األم أم ال. � ل��
ا. من غ�� المعروف ما إذا �ان هذا الدواء �مر �� ت�ناو�� عقار دا�اجل�ف إذا كنِت مرضع�

الق�ادة واستخدام اآلالت
� القدرة ع� الق�ادة واستخدام اآلالت.

ل�س لعقار دا�اجل�ف تأث�� أو هناك تأث�� ال ��اد �ذكر ��
 �

� مستوى السكر ��
� انخفاض شد�د ��

�� � قد ي�س�ب تناُول هذا الدواء �مصاح�ة أدو�ة أخرى ُ�س� سلفون�ل يور�ا أو األ�سول��
� قدرتك ع� الق�ادة 

� الرؤ�ة وقد يؤثر ��
ق وتغي�� �� ا مثل االرتجاف، التعرُّ م)، والذي قد �س�ب أعراض� م (نقص سكر الدَّ الدَّ

واستخدام اآلالت.
ال تمارس الق�ادة أو �ستخدم أيَّ أدوات أو آالت إذا كنت �شعر �دوخة عند تناُول عقار دا�اجل�ف.

�حتوي عقار دا�اجل�ف ع� الال�توز
ك �أنك ال تتحمل �عض أنواع السك��ات، فاتصل �ه  ). إذا �ان طب��ك قد أخ�� � �حتوي عقار دا�اجل�ف ع� الال�توز (سكر الل��

واء. ق�ل تناول هذا الدَّ
۳. ك�ف�ة تناُول عقار دا�اجل�ف؟

، أو الممرض(ة) الخاص(ة) �ك إذا لم تكن  ك طب��ك �الض�ط. ُير�� مراجعة طب��ك، أو الص�د�� واء �ما أخ�� ا هذا الدَّ تناول دائم�
ناول. ا من ك�ف�ة التَّ متأ�د�

� �جب أن ت�ناولها؟
ما �� ال�م�ة ال��

ي من الن�ع -٢: ر�
�
ك إذا كنت ت�ناول عقار دا�اجل�ف من أجل مرض السُّ

ا. ة واحدة يوم�� • الجرعة الُمو� بها �� قرص واحد ١٠ مجم مرَّ
� ال��د.

� من مش�لة ��
� حال كنت تعا��

• قد �جعلك طب��ك ت�دأ �جرعة قدرها ٥ مجم ��
� المناسب لك. ك�� • س�صف لك طب��ك ال��

تناول هذا الدواء
 مع نصف كوب من الماء.

ً
• �جب �لع القرص �ام�

• �مكنك تناول عقار دا�اجل�ف مع الطعام أو دونه.
� الوقت نفسه من �ل يوم.

� أيِّ وقت من اليوم. مع ذلك، حاول تناُوله ��
• �مكنك تناُول القرص ��
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