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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 glucuronosyltransferase 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 pharmacodynamic/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 <
a
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 and postmarke�ng experience

System organ
class
Infections and
infestations

Metabolism
and
nutrition
disorders
Nervous
system
disorders
Gastrointestin
al disorders
Skin and
subcutaneous
tissue
disorders
Musculoskelet
al and
connective
tissue
disorders
Renal and
urinary
disorders

Very common

Common*
Vulvovagini�s,
balani�s and
related genital
infec�ons*,b,c
Urinary tract
infec�on*,b,d

Hypoglycaemia
(when used
with SU or
insulin)b

Volume
deple�on

Rare

Very rare
Necrotising
fascii�s of the perineum
(Fournier's gangrene)b,i

Diabe�c
b,e

ketoacidosisb,
i,k

Thirst**
Dizziness

Rashj

Cons�pation*
*
Dry mouth**

Angioedema

Back pain*

Dysuria
Polyuria*,f

Nocturia**

Investigations

Very common

Haematocrit
increasedg
Crea�nine
renal clearance
decreased
during ini�al
treatmentb
Dyslipidaemiah

Blood
crea�nine
increased
during ini�al
treatment**,b
Blood urea
increased**

Common*

Uncommon**

Weight
decreased**

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.

Vulvovaginal
pruritus**
Pruritus
genital**

Reproductive
system and
breast
disorders

System organ
class

Uncommon**
Fungal
infec�on**

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.

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.

Rare

Very rare

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.
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��ة اﻟﻌﺒﻮة :ﻣﻌﻠﻮﻣﺎت ﻟﻠﻤ��ﺾ

دا�ﺎﺟﻠ�ﻒ  ١٠ﻣﺠﻢ

اﻗﺮاص ﻣﻐﻠﻔﺔ

دا�ﺎﺟﻠ�ﻔﻠﻮز�ﻦ

ً
ﱢ
ﱠ
ﱠ
�
ُ
اﻟﺪواء؛ ﻷﻧﻬﺎ ﺗﺤﺘﻮي ﻋ� ﻣﻌﻠﻮﻣﺎت ﱠ
ﻳ �
ﻫﺎﻣﺔ �ﺎﻟ�ﺴ�ﺔ ﻟﻚ.
ﺮ� ﻗﺮاءة ﻫﺬە اﻟ� ��ة �ﺎﻣﻠﺔ �ﻌﻨﺎ�ﺔ ﻗ�ﻞ أن ﺗ�ﺪأ �� ﺗﻨﺎول ﻫﺬا
ﱠ
 اﺣﺘﻔﻆ ﺑﻬﺬە اﻟ� ��ة؛ ﻓﻘﺪ ﺗﺤﺘﺎج إ� ﻗﺮاءﺗﻬﺎ ﻣﺮة أﺧﺮى.�
اﻟﺼ�ﺪ� أو اﻟﻤﻤﺮض)ة( اﻟﺨﺎص)ة( �ﻚ.
ﻓﺎﺳ�� اﻟﻄﺒ�ﺐ أو
 إذا �ﺎن ﻟﺪ�ﻚ اﻟﻤ��ﺪ ﻣﻦ اﻷﺳﺌﻠﺔ،�
ﱠ
�
اﻟﺪواء ﻟﻚ وﺣﺪك .ﻻ ﺗﻌﻄﻪ ﻵﺧ��ﻦ؛ ﻓﻘﺪ �
�
�� ﺑﻬﻢ� ،
ﺗﻌﺎ� ﻣﻨﻬﺎ.
ﺣ� إذا �ﺎﻧﻮا ُ�ﻌﺎﻧﻮن ﻣﻦ ﻧﻔﺲ ﻋﻼﻣﺎت
 ﺗﻢ وﺻﻒ ﻫﺬااﻟ� �
اﻟﻤﺮض َ �
ﱠ
ﻓﺘﺤﺪث إ� ﻃﺒ��ﻚ أو اﻟﺼ�ﺪ� اﻟﺨﺎص �ﻚ .و�ﺸﻤﻞ ذﻟﻚ أ�ﺔ آﺛﺎر ﺟﺎﻧ��ﺔ ُ
ﻏ�
ﻠﺔ،
ﺤﺘﻤ
ﻣ
 إذا ﻇﻬﺮت ﻟﺪ�ﻚ أ�ﺔ آﺛﺎر ﺟﺎﻧ��ﺔ،�
�
ﱠ
�
ُﻣﺪرﺟﺔ �� ﻫﺬە اﻟ� ��ة .اﻧﻈﺮ ﻗﺴﻢ.٤ :
ﱠ
ﻣﺤﺘ��ﺎت ﻫﺬە اﻟ� ��ة:
َ
َ
وﻓ�ﻢ ُ�ﺴﺘﺨﺪم؟
 .۱ﻣﺎ ﻫﻮ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟
 .۲ﻣﺎ اﻟﺬي ﺗﺤﺘﺎج إ� ﻣﻌﺮﻓﺘﻪ ﻗ�ﻞ ُ
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟
 .۳ﻛ�ﻔ�ﺔ ُ
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟
اﻟﻤ َ
 .٤اﻵﺛﺎر اﻟﺠﺎﻧ��ﺔ ُ
ﺤﺘﻤﻠﺔ.
 .٥ﻛ�ﻔ�ﺔ ﺗﺨ��ﻦ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟
 .٦ﻣﺤﺘ��ﺎت اﻟﻌﺒﻮة وﻣﻌﻠﻮﻣﺎت أﺧﺮى.
َ ُ َ
 .١ﻣﺎ ﻫﻮ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟ وﻓ�ﻢ �ﺴﺘﺨﺪم؟
ﻣﺎ ﻫﻮ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟
ﱠ
�ﺤﺘﻮي ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ﻋ� اﻟﻤﺎدة ﱠ
ﻳ�ﺘ� ﻫﺬا اﻟﺪواء إ� ﻣﺠﻤﻮﻋﺔ ﻣﻦ اﻷدو�ﺔ �ﺴ� "ﻣﻀﺎدات ﻣﺮض
دا�ﺎﺟﻠ�ﻔﻠﻮز�ﻦ.
اﻟﻔﻌﺎﻟﺔ
�
ﱡ �
اﻟﺴﻜﺮي اﻟﻔﻤ��ﺔ".
ﱡ �
• ﺗﻠﻚ� اﻷدو�ﺔ ﻳﺘﻢ ُ
اﻟﺴﻜ �ﺮي.
ﺗﻨﺎوﻟﻬﺎ ﻋﻦ ﻃ��ﻖ اﻟﻔﻢ ﻣﻦ أﺟﻞ ﻣﺮض
�
• ﺗﻌﻤﻞ ﺗﻠﻚ اﻷدو�ﺔ ﻣﻦ ﺧﻼل ﺧﻔﺾ �ﻤ�ﺔ اﻟﺴﻜﺮ )اﻟﺠﻠﻮﻛﻮز( �� دﻣﻚ.
َ َ
�
ﻋﺎﻣﺎ �
اﻟ�ﺎﻟﻐ� )ﻣﻤﻦ ﻳ�ﻠﻐﻮن � ١٨
�
��
ﻓﺄ��(.
اﻟﻤﺮ� ﻣﻦ
ُ�ﺴﺘﺨﺪم ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ��
َ ُ َ
ﻓ�ﻢ �ﺴﺘﺨﺪم ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟
ﱡ �
ﱡ �
�
ُ
�ﻜ� ﻣﻦ
ُ�ﺴﺘﺨﺪم ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ﻣﻦ أﺟﻞ ﻣﺮض اﻟﺴﻜ �ﺮي اﻟﻤﺴ� �ﻤﺮض اﻟﺴﻜ �ﺮي ﻣﻦ اﻟﻨ�ع - ٢ﺣ�ﺚ ﻻ ﻳ�ﺘﺞ
ﺟﺴﻤﻚ ﻣﺎ �
ﱡ � �
اﻷ�ﺴﻮﻟ� �ﻤﺎ �
��
��
اﻷ�ﺴﻮﻟ� أو ﺣ�ﺚ �ﻌﺠﺰ ﺟﺴﻤﻚ ﻋﻦ اﺳﺘﺨﺪام
اﻟﺴﻜ �ﺮ �� دﻣﻚ� .ﻌﻤﻞ ﻋﻘﺎر
ﻳ��� .ﻳﺆدي ذﻟﻚ إ� ارﺗﻔﺎع ﻣﺴﺘﻮى
�
ﻋ� اﻟﺒﻮل� .ﻤﺎ ﺑ�ﻣ�ﺎﻧﻪ اﻟﻤﺴﺎﻋﺪة ﻋ� اﻟﻮﻗﺎ�ﺔ ﻣﻦ اﻷﻣﺮاض اﻟﻘﻠﺒ�ﺔ.
دا�ﺎﺟﻠ�ﻒ ﻣﻦ ﺧﻼل إزاﻟﺔ �ﻤ�ﺔ اﻟﺴﻜﺮ اﻟﺰاﺋﺪة ﻣﻦ
ﺟﺴﻤﻚ �
ﱡ �
ُ
ﻏ�ە ﻣﻦ أدو�ﺔ ﻣﺮض اﻟﺴﻜ �ﺮي
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ﻣﻊ �
َ
اﻟﺴ �ﻜﺮي ﻣﻦ اﻟﻨ�ع  ٢ﻣﻦ ﺧﻼل اﺗ�ﺎع ﻧﻈﺎم �
ﺴﺘﺨﺪم ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ﻋﻨﺪﻣﺎ ﻻ ُ�ﻤﻜﻦ اﻟﺘﺤ�ﻢ �� ﻣﺮض ﱡ
ﻏﺬا� وﻣﻤﺎرﺳﺔ اﻟﺘﻤﺎر�ﻦ اﻟ��ﺎﺿ�ﺔ.
ُ�
ِ
�
�
�
ُ
ﻗﺪ �ﻄﻠﺐ ﻣﻨﻚ ﻃﺒ��ﻚ ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ:
�
� ﺣﺎل ﻟﻢ ﺗﻜﻦ ���
ﻣﻴﺘﻔﻮرﻣ�.
ﻗﺎدرا ﻋ� ﺗﺤﻤﻞ
 وﺣﺪە �ﱡ �
اﻟﺴﻜ �ﺮي.
 �ﻤﺼﺎﺣ�ﺔ أدو�ﺔ أﺧﺮى ﻟﻌﻼج ﻣﺮض�
�
اﻟﻐﺬا�
اﻟﺼ�ﺪ� اﻟﺨﺎص �ﻚ أو اﻟﻤﻤﺮض)ة( ﻓ�ﻤﺎ ﻳﺘﻌﻠﻖ �ﺎﻟﻨﻈﺎم
اﻟ� أﻋﻄﺎﻫﺎ ﻟﻚ ﻃﺒ��ﻚ،
�
�
ﻣﻦ اﻟﻤﻬﻢ ﻣﻮاﺻﻠﺔ اﺗ�ﺎع اﻟﻨﺼﺎﺋﺢ �
واﻟﺘﻤﺎر�ﻦ اﻟ��ﺎﺿ�ﺔ.
ُ
 .٢ﻣﺎ اﻟﺬي ﺗﺤﺘﺎج إ� ﻣﻌﺮﻓﺘﻪ ﻗ�ﻞ ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟
�
ﻻ ﺗ�ﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ �� اﻟﺤﺎﻻت اﻵﺗ�ﺔ:
ﱠ
�
• إذا ﻛﻨﺖ �
ﺗﻌﺎ� ﻣﻦ ﺣﺴﺎﺳ�ﺔ ﺗﺠﺎە دا�ﺎﺟﻠ�ﻔﻠﻮز�ﻦ أو ﺗﺠﺎە أي ﻣﻜﻮن ﻣﻦ اﻟﻤﻜﻮﻧﺎت اﻷﺧﺮى �� ﻫﺬا اﻟﺪواء
� �
)اﻟﻤﺪرﺟﺔ �� اﻟﻘﺴﻢ (٦
ﺗﺤﺬﻳﺮات واﺣﺘ�ﺎﻃﺎت
�
�
ﻣﺴ�ﺸ� ﻋ� اﻟﻔﻮر �� اﻟﺤﺎﻻت اﻵﺗ�ﺔ:
اﺗﺼﻞ �ﻄﺒ�ﺐ أو أﻗﺮب
ُ
ﻏ� ﻣﻌﺘﺎد،
• إذا ﻋﺎﻧ�ﺖ ﻣﻦ ﺷﻌﻮر �ﺎﻹﻋ�ﺎء ،أﻟﻢ �ﺎﻟﻤﻌﺪة ،ﻋﻄﺶ ﻣﻔﺮط ،اﻟﺘﻨﻔﺲ �ﺸ�ﻞ �� ــﻊ وﻋﻤﻴﻖ ،ارﺗ�ﺎك ،ﻧﻌﺎس أو ﺗﻌﺐ �
�
� �
ﻣﻌﺪ� �� ﻓﻤﻚ أو وﺟﻮد راﺋﺤﺔ ﻣﺨﺘﻠﻔﺔ �� اﻟﺒﻮل أو اﻟﻌﺮق اﻟﺨﺎص �ﻚ أو ﻓﻘﺪان اﻟﻮزن
راﺋﺤﺔ ﻧﻔﺴﻚ ﺣﻠﻮةُ ،وﺟﻮد ﻣﺬاق ﺣﻠﻮ أو
�
ﺑﻮﺗ�ة ��ﻌﺔ.
�
� ﱡ �
�
ُ
ُ
ﺧﻄ�ة وأﺣ�ﺎﻧﺎ ﻣﻬﺪدة ﻟﻠﺤ�ﺎة ﻗﺪ
اﻟ�ﻴﺘﻮ� اﻟﺴﻜ �ﺮي" -ﻣﺸ�ﻠﺔ
• ﻗﺪ ﺗﻨﻢ اﻷﻋﺮاض اﻟﻤﺬﻛﻮرة
�
�
أﻋﻼە �ﻋﻦ اﻹﺻﺎ�ﺔ �ﻤﺎ �ﺴ� "اﻟﺤﻤﺎض َ
ﱠ �
�
ْ
ﱡ
ﻴﺘﻮﻧ�ﺔ" �� اﻟﺒﻮل أو اﻟﺪم ،ﺗﺘﻢ ﻣﻼﺣﻈﺘﻬﺎ
ﺗﻌﺎ� ﻣﻨﻬﺎ ﻋﻨﺪ إﺻﺎﺑﺘﻚ �ﻤﺮض اﻟﺴﻜ �ﺮي ﻧ��ﺠﺔ ارﺗﻔﺎع ﻣﺴﺘ��ﺎت "اﻷﺟﺴﺎم ِ
�
اﻟ� ِ
�ﺎﻻﺧﺘ�ﺎرات.
ﱡ �
�
ُ
اﻟﺴــﻜ �ﺮي ﻋﻨــﺪ اﻟﺼ�ــﺎم ﻟﻔـ �ـ�ة ﻃ��ﻠــﺔ�� ،ب اﻟ�ﺤﻮﻟ�ــﺎت �ﺸــ�ﻞ ﻣﻔــﺮط ،اﻟﺘﻌــﺮض
ـﻮ�
• ﻗــﺪ ﻳــﺰداد ﺧﻄــﺮ اﻹﺻﺎ�ــﺔ �ﺎﻟﺤﻤــﺎض اﻟ�ﻴﺘـ �
ـﺎ� أو ز�ــﺎدة اﻻﺣﺘ�ــﺎج ﻟﻸ�ﺴـ � �
ﻟﻠﺠﻔــﺎف ،ﺧﻔــﺾ ﺟﺮﻋــﺔ اﻷ�ﺴـ � �
ـﻮﻟ� �ﺸــ�ﻞ ﻣﻔـ � �
ـﻮﻟ� ﻧ��ﺠــﺔ اﻟﺨﻀــ�ع ﻟﺠﺮاﺣــﺔ ﻛـ �ـ�ى أو اﻹﺻﺎ�ــﺔ �ﻤــﺮض
ﺧﻄ�.
�
�
• ﻋﻨﺪ ﺧﻀﻮﻋﻚ ﻟﻠﻌﻼج �ﻌﻘﺎر دا�ﺎﺟﻠ�ﻒ ،ﻗﺪ ُﺗﺼﺎب ُ
اﻟ�ﻴﺘﻮ� ﱡ
اﻟﺴ �ﻜﺮي �
ﺣ� و�ن �ﺎن ﻣﺴﺘﻮى اﻟﺴﻜﺮ �ﺎﻟﺪم ﻟﺪ�ﻚ
�ﺎﻟﺤﻤﺎض
�
�
ﻃﺒ��.
�
� ﱡ �
ﱠ
ﻛﻨﺖ ﺗﻌﺘﻘﺪ أﻧﻚ ُﻣﺼﺎب ُ
�
ﻣﺴ�ﺸ� ﻋ� اﻟﻔﻮر وﻻ ﺗ�ﻨﺎول ﻫﺬا اﻟﺪواء.
اﻟﺴﻜ �ﺮي ،اﺗﺼﻞ �ﻄﺒ�ﺐ أو أﻗﺮب
اﻟ�ﻴﺘﻮ�
�ﺎﻟﺤﻤﺎض
إذا
�
ﺗﺤﺪث إ� ﻃﺒ��ﻚ ﻋ� اﻟﻔﻮر إذا ﱠ
ﺗﻌﺮﺿﺖ ﻟﻤ�� ــﺞ ﻣﻦ اﻷﻋﺮاض ﻣﻦ ﺿﻤﻨﻬﺎ اﻷﻟﻢ ،اﻷﻟﻢ ﻋﻨﺪ اﻟﻀﻐﻂ ﻋ� اﻟﻤﻨﻄﻘﺔ اﻟﻤﺼﺎ�ﺔ،
ﱠ
ﱠ
اﻻﺣﻤﺮار أو ﱡ
اﻟﺘﻨﺎﺳﻠ�ﺔ �
اﻟﺘﻨﺎﺳﻠ�ﺔ أو اﻟﻤﻨﻄﻘﺔ �
اﻟ� ﺗﻘﻊ � �
واﻟ�ج ،ﻣﻊ ُﺣ ّ� أو ﺷﻌﻮر ﺑ�ﻋ�ﺎء ﻋﺎم .ﻗﺪ ﺗﻨﻢ
ﺑ� اﻷﻋﻀﺎء
اﻷﻋﻀﺎء
م
ﺗﻮر
�
ُ
َْ َ
�ﺎﻟﻌﺠﺎن أو ﻏﻨﻐ��ﻨﺔ ﻓﻮرﻧ��ﻪ
ﻫﺬە اﻷﻋﺮاض ﻋﻦ اﻹﺻﺎ�ﺔ �ﻌﺪوى ﻧﺎدرة ﻟ�ﻦ
�
ﺧﻄ�ة أو ﻣﻬﺪدة ﻟﻠﺤ�ﺎة ،ﺗﺪ� اﻟﺘﻬﺎب اﻟﻠﻔﺎﻓﺔ اﻟﻨﺎﺧﺮ ِ
�
�
اﻟ� ﺗ�ﺴ�ﺐ �� ﺗﻠﻒ اﻷ�ﺴﺠﺔ اﻟﻤﻮﺟﻮدة ﺗﺤﺖ اﻟﺠﻠﺪ� .ﺠﺐ ﻋﻼج ﻏﺮﻏ��ﻨﺔ ﻓﻮرﻧ��ﻪ ﻋ� اﻟﻔﻮر.
�
ُ
اﻟﺼ�ﺪ� أو اﻟﻤﻤﺮض)ة( اﻟﺨﺎص)ة( �ﻚ ﻗ�ﻞ ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ.
ﺗﺤﺪث إ� ﻃﺒ��ﻚ أو
�
�
�
اﻟﺴﻜﺮي ﻣﻦ اﻟﻨ�ع - "١اﻟﻨ�ع اﻟﺬي ﻳ�ﺪأ ﻋﺎدة �� ﺻﻐﺮك ﻋﻨﺪﻣﺎ ﻻ ﻳ�ﺘﺞ ﺟﺴﻤﻚ ﱠ
ﱡ
��
أ�ﺴﻮﻟ�.
أي
• إذا ﻛﻨﺖ ُ � �
�
ﺗﻌﺎ� ﻣﻦ "ﻣﺮض � � �
ُ
دواء ﻣﺨﺘﻠﻒ.
ﻌﺎ� ﻣﻦ ﻣﺸ�ﻠﺔ �� اﻟ�� -ﻗﺪ �ﻄﻠﺐ ﻣﻨﻚ ﻃﺒ��ﻚ ﺗﻨﺎول ٍ
• إذا ﻛﻨﺖ ُﺗ � �
ﱠ
�
ﻌﺎ� ﻣﻦ ﻣﺸ�ﻠﺔ �� اﻟ��ﺪ -ﻗﺪ ﻳ��ﺪ ﻃﺒ��ﻚ �ﺪء ﻋﻼﺟﻚ �ﺠﺮﻋﺔ ﻣﺨﻔﻀﺔ.
• إذا ﻛﻨﺖ ﺗ �
ﱠ
َ
�
• إذا ﻛﻨــﺖ ﺗ�ﻨــﺎول أدو�ــﺔ ﻟﺨﻔــﺾ ﺿﻐــﻂ دﻣــﻚ )أدو�ــﺔ ﺧﺎﻓﻀــﺔ ﻟﻀﻐــﻂ اﻟــﺪم( و�ﺎن ﻟﺪ�ــﻚ ﺗﺎر�ـ ـ ــﺦ ﻣــﻦ اﻟﺘﻌــﺮض ﻻﻧﺨﻔــﺎض �� ﺿﻐــﻂ
ﱠ
ُ
اﻟﺪم .ﺗﺘﻮاﻓﺮ ﻣﻌﻠﻮﻣﺎت إﺿﺎﻓ�ﺔ أدﻧﺎە ﺗﺤﺖ ﻗﺴﻢ "ﺗﻨﺎول أدو�ﺔ أﺧﺮى �ﻤﺼﺎﺣ�ﺔ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ".
� ﱠ
�
�
�
ﻛﺒ�ة ﻣﻦ ﺳﻮاﺋﻞ
ﺗﻌﺎ� ﻣﻦ ارﺗﻔﺎع ﺷﺪ�ﺪ �� ﻣﺴﺘﻮى اﻟﺴﻜﺮ �� اﻟﺪم ﻗﺪ ﻳ�ﺴ�ﺐ �� إﺻﺎﺑﺘﻚ �ﺠﻔﺎف )ﻓﻘﺪان �ﻤ�ﺔ �
• إذا ﻛﻨﺖ �
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ إذا ﻛﻨﺖ ﺗﻌﺎ��
اﻟﻤﺤﺘﻤﻠﺔ ﻟﻠﺠﻔﺎف ُﻣﺪرﺟﺔ �ﺄﻋ� ﻗﺴﻢ  .٤أﺧ� ﻃﺒ��ﻚ ﻗ�ﻞ أن ﺗ�ﺪأ �� ُ
اﻟﺠﺴﻢ( .اﻟﻌﻼﻣﺎت ُ
�
�
�
ﻣﻦ ﱟ
اﻟﻌﻼﻣﺎت.
أي ﻣﻦ ﻫﺬە
�
�
• إذا ﻛﻨﺖ ُﻣ �
ُ
ﱠ
�
ﺼﺎ�ﺎ أو أﺻ�ﺖ �ﻐﺜ�ﺎن )ﺷﻌﻮر �ﺎﻹﻋ�ﺎء(�� ،ء أو ﺣ� أو إذا ﻛﻨﺖ ﺗﻌﺠﺰ ﻋﻦ اﻷ�ﻞ أو اﻟ�ب .ﻗﺪ �ﺴ�ﺐ ﻫﺬە اﻟﺤﺎﻻت
�
�
ﺟﻔﺎﻓﺎ .ﻗﺪ �ﻄﻠﺐ ﻣﻨﻚ ﻃﺒ��ﻚ اﻟﺘﻮﻗﻒ ﻋﻦ ُ
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ �
ﺣ� ﺗﺘﻌﺎ� ﻟﻠﺤ�ﻠﻮﻟﺔ دون إﺻﺎﺑﺘﻚ �ﺠﻔﺎف.
• إذا ﻛﻨﺖ �
ﺗﻌﺎ� ﻣﻦ ﻋﺪوى اﻟﻤﺴﺎﻟﻚ اﻟﺒﻮﻟ�ﺔ �
ﻣﺮارا.
�
�
ﱢ
ﺼﺎﺑ� �ﻤﺮض ﱡ
اﻟﻤﺮ� ُ
�
��
اﻟﻤ � �
واﻻﻟ�ام �ﺄي ﻧﺼﺎﺋﺢ
اﻟﺴﻜ �ﺮي ،ﻣﻦ اﻟﻤﻬﻢ ﻓﺤﺺ ﻗﺪﻣ�ﻚ �ﺼﻔﺔ ﻣﻨﺘﻈﻤﺔ
�ﻤﺎ ﻫﻮ اﻟﺤﺎل ﻣﻊ ﺟﻤﻴﻊ
�
أﺧﺼﺎ� اﻟﺮﻋﺎ�ﺔ اﻟﺼﺤ�ﺔ ﺗﺨﺺ اﻟﻌﻨﺎ�ﺔ �ﺎﻟﻘﺪم.
�ﻘﺪﻣﻬﺎ ﻟﻚ
ﱠ
�
إذا اﻧﻄﺒﻖ ﻋﻠ�ﻚ � ﱞ
اﻟﺼ�ﺪ� اﻟﺨﺎص �ﻚ أو اﻟﻤﻤﺮض)ة( ﻗ�ﻞ
أي ﻣﻤﺎ ﺳﺒﻖ )أو إذا ﻟﻢ ﺗﻜﻦ ﻣﺘﺄ�ﺪا ﻣﻦ ذﻟﻚ( ،ﺗﺤﺪث إ� ﻃﺒ��ﻚ أو
�
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ.
�
وﻇﺎﺋﻒ اﻟ��
ﻳ��� أن ﻳﺘﻢ ﻓﺤﺺ ��ﻠﻴ��ﻚ ﻗ�ﻞ أن ﺗ�ﺪأ �� ُ
�
ﺗﻨﺎول ﻫﺬا اﻟﺪواء و��ﻨﻤﺎ ﺗ�ﻨﺎوﻟﻪ.
�
�
�
اﻟﺠﻠﻮﻛﻮز �� اﻟﺒﻮل
ﱠ
�
�
ﻧﻈﺮا ﻟ��ﻔ�ﺔ ﻋﻤﻞ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ،ﺳﺘﻜﻮن ﻧ��ﺠﺘﻚ ﻓ�ﻤﺎ �ﺨﺺ اﺧﺘ�ﺎر اﻟﺴﻜﺮ �� اﻟﺒﻮل إ�ﺠﺎﺑ�ﺔ ﺑ�ﻨﻤﺎ ﺗ�ﻨﺎول ﻫﺬا اﻟﺪواء.
اﻷﻃﻔﺎل واﻟﻤﺮاﻫﻘﻮن
�
�
واﻟﻤﺮاﻫﻘ� اﻟﺬﻳﻦ ﺗﻘﻞ أﻋﻤﺎرﻫﻢ ﻋﻦ � ١٨
�
��
اﻟﻤﺮ�.
ﻋﺎﻣﺎ إذ ﻟﻢ ﺗﺘﻢ دراﺳﺘﻪ �� ﻫﺆﻻء
ﻻ ُﻳﻮ� �ﺎﺳﺘﺨﺪام ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ �� اﻷﻃﻔﺎل
ُ
ﺗﻨﺎول أدو�ﺔ أﺧﺮى ﻣﻊ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ
ﱠ
ُ
�
ﻳ �
اﻟﺼ�ﺪ� اﻟﺨﺎص �ﻚ أو اﻟﻤﻤﺮض)ة( إذا ﻛﻨﺖ ﺗ�ﻨﺎول أو ﺗﻨﺎوﻟﺖ ﻣﺆﺧﺮا أو ﻗﺪ ﺗ�ﻨﺎول أ�ﺔ أدو�ﺔ أﺧﺮى.
ﺮ� إ�ﻼغ ﻃﺒ��ﻚ أو
�
أﺧ� ﻃﺒ��ﻚ:
ﻋ� وﺟﻪ اﻟﺨﺼﻮص� ،
ً ُ
اﻟﺒﻮل( .ﻗﺪ �ﻄﻠﺐ ﻣﻨﻚ ﻃﺒ��ﻚ اﻟﺘﻮﻗﻒ ﻋﻦ ُ
ُ
)ﻣﺪر َ
ﺗﻨﺎول ﻋﻘﺎر
• إذا ﻛﻨﺖ ﺗ�ﻨﺎول دواء �ﺴﺘﺨﺪم ﻹزاﻟﺔ اﻟﻤ�ﺎە ﻣﻦ اﻟﺠﺴﻢ ِ
ِ
دا�ﺎﺟﻠ�ﻒ .اﻟﻌﻼﻣﺎت ُ
ﻛﺒ�ة ﻣﻦ ﺳﻮاﺋﻞ اﻟﺠﺴﻢ ُﻣﺪرﺟﺔ �ﺄﻋ� ﻗﺴﻢ .٤
اﻟﻤ
ﺤﺘﻤﻠﺔ ﻟﻔﻘﺪان �ﻤ�ﺔ �
�
�
• إذا ﻛﻨﺖ ُﻣ �
ﺼﺎ�ﺎ �ﻤﺮض ﱡ
��
اﻷ�ﺴﻮﻟ� أو
اﻟﺴﻜ �ﺮي ﻣﻦ اﻟﻨ�ع  ٢-وﻛﻨﺖ ﺗ�ﻨﺎول أدو�ﺔ أﺧﺮى ﺗﺨﻔﺾ ﻣﻦ �ﻤ�ﺔ اﻟﺴﻜﺮ �� دﻣﻚ ﻣﺜﻞ
�
�
أﺣﺪ أدو�ﺔ "ﺳﻠﻔﻮﻧ�ﻞ ﻳﻮر�ﺎ" .ﻗﺪ ﻳﺮﻏﺐ ﻃﺒ��ﻚ �� ﺧﻔﺾ ﺟﺮﻋﺔ ﻫﺬە اﻷدو�ﺔ ﻟﻮﻗﺎﻳﺘﻚ ﻣﻦ اﻹﺻﺎ�ﺔ �ﺎﻧﺨﻔﺎض �� ﻣﺴﺘ��ﺎت
ﱠ
�
اﻟﺴﻜﺮ �� اﻟﺪم )ﻧﻘﺺ ﺳﻜﺮ اﻟﺪم(.
واﻟﺮﺿﺎﻋﺔ اﻟﻄﺒ�ﻌ�ﺔ
اﻟﺤﻤﻞ
ً
ً
�
��
��
اﻟﺼ�ﺪ� اﻟﺨﺎص �ﻚ ﻗ�ﻞ
ﻓﺎﺳ�ﺸ�ي ﻃﺒ��ﻚ أو
ﻟﺬﻟﻚ،
ﺗﻜﻮﻧ� ﺣﺎﻣ� أو
أﻧﻚ ﻗﺪ
ﻛﻨﺖ
�
إذا ِ
ﺣﺎﻣ� أو ﻣﺮﺿﻌﺎ ،أو ﺗﻌﺘﻘﺪﻳﻦ ِ
�
ﺗﺨﻄﻄ� ً
ﱠ
ﱠ
ﺣﺎﻣ� إذ ﻻ ُ
اﻟﺜﻠﺜ� �
ُ
ﻳ��� ﻋﻠ�ﻚ اﻟﺘﻮﻗﻒ ﻋﻦ ُ
اﻟﺪواء� .
��
ﻫﺬا
ﺗﻨﺎول
اﻟﺜﺎ�
ﺧﻼل
�ﺎﺳﺘﺨﺪاﻣﻪ
ﻮ�
ﻳ
أﺻ�ﺤﺖ
إذا
واء
اﻟﺪ
ﻫﺬا
ل
ﺗﻨﺎو
ِ
ِ
�
ُ �
�
واﻟﺜﺎﻟﺚ ﻣﻦ اﻟﺤﻤﻞ� � .
ﻟﺪ�ﻚ أﺛﻨﺎء ﺣﻤﻠﻚ.
اﻟﻤﺜ� ﻟﻀ�ﻂ ﻣﺴﺘﻮى اﻟﺴﻜﺮ �� اﻟﺪم
ﻃﺒ��ﻚ ﺣﻮل اﻟﻄ��ﻘﺔ
ﺗﺤﺪ� إ�
ِ
ِ
�
ﱠ
ﱠ
� �
اﻟﻄﺒ�ﻌ�ﺔ ﻗ�ﻞ ُ
ﱠ
ﱠ
��
ﺗﻨﺎول ﻫﺬا اﻟﺪواء .ﻻ
ﺗﻤﺎرﺳ� اﻟﺮﺿﺎﻋﺔ
ﻛﻨﺖ
ﻛﻨﺖ
ﺗﺤﺪ � �� إ�
�
ﺗﺮﻏﺒ� �� ﻣﻤﺎرﺳﺔ اﻟﺮﺿﺎﻋﺔ اﻟﻄﺒ�ﻌ�ﺔ أو ِ
ﻃﺒ��ﻚ إذا ِ
ِ
�
ﻏ� اﻟﻤﻌﺮوف ﻣﺎ إذا �ﺎن ﻫﺬا اﻟﺪواء �ﻤﺮ �� � �
ﻟ� اﻷم أم ﻻ.
ﻛﻨﺖ
ﻣﺮﺿﻌﺎ .ﻣﻦ �
ﺗ�ﻨﺎو� ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ إذا ِ
�
�
اﻟﻘ�ﺎدة واﺳﺘﺨﺪام اﻵﻻت
�
ﺗﺄﺛ� ﻻ ��ﺎد �ﺬﻛﺮ �� اﻟﻘﺪرة ﻋ� اﻟﻘ�ﺎدة واﺳﺘﺨﺪام اﻵﻻت.
ﺗﺄﺛ� أو ﻫﻨﺎك �
ﻟ�ﺲ ﻟﻌﻘﺎر دا�ﺎﺟﻠ�ﻒ �
ُ
�
�
� �
ﻗﺪ ﻳ�ﺴ�ﺐ ُ
اﻷ�ﺴﻮﻟ� �� اﻧﺨﻔﺎض ﺷﺪ�ﺪ �� ﻣﺴﺘﻮى اﻟﺴﻜﺮ ��
ﺗﻨﺎول ﻫﺬا اﻟﺪواء �ﻤﺼﺎﺣ�ﺔ أدو�ﺔ أﺧﺮى �ﺴ� ﺳﻠﻔﻮﻧ�ﻞ ﻳﻮر�ﺎ أو
�
ﱠ
ﱠ
�
�
�
ﱡ
وﺗﻐﻴ� �� اﻟﺮؤ�ﺔ وﻗﺪ ﻳﺆﺛﺮ �� ﻗﺪرﺗﻚ ﻋ� اﻟﻘ�ﺎدة
اﻟﺪم )ﻧﻘﺺ ﺳﻜﺮ اﻟﺪم( ،واﻟﺬي ﻗﺪ �ﺴ�ﺐ أﻋﺮاﺿﺎ ﻣﺜﻞ اﻻرﺗﺠﺎف ،اﻟﺘﻌﺮق
�
واﺳﺘﺨﺪام اﻵﻻت.
أي أدوات أو آﻻت إذا ﻛﻨﺖ �ﺸﻌﺮ �ﺪوﺧﺔ ﻋﻨﺪ ُ
ﻻ ﺗﻤﺎرس اﻟﻘ�ﺎدة أو �ﺴﺘﺨﺪم ﱠ
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ.
�ﺤﺘﻮي ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ﻋ� اﻟﻼ�ﺘﻮز
�ﺤﺘﻮي ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ﻋ� اﻟﻼ�ﺘﻮز )ﺳﻜﺮ � �
أﺧ�ك �ﺄﻧﻚ ﻻ ﺗﺘﺤﻤﻞ �ﻌﺾ أﻧﻮاع اﻟﺴﻜ��ﺎت ،ﻓﺎﺗﺼﻞ �ﻪ
اﻟﻠ�( .إذا �ﺎن ﻃﺒ��ﻚ ﻗﺪ �
ﱠ
ﻗ�ﻞ ﺗﻨﺎول ﻫﺬا اﻟﺪواء.
 .۳ﻛ�ﻔ�ﺔ ُ
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟
ﱠ
ﺗﻨﺎول �
أﺧ�ك ﻃﺒ��ﻚ �ﺎﻟﻀ�ﻂُ .ﻳ �
اﻟﺼ�ﺪ� ،أو اﻟﻤﻤﺮض)ة( اﻟﺨﺎص)ة( �ﻚ إذا ﻟﻢ ﺗﻜﻦ
ﺮ� ﻣﺮاﺟﻌﺔ ﻃﺒ��ﻚ ،أو
داﺋﻤﺎ ﻫﺬا اﻟﺪواء �ﻤﺎ �
�
�
ﱠ
ﻣﺘﺄ�ﺪا ﻣﻦ ﻛ�ﻔ�ﺔ اﻟﺘﻨﺎول.
�
اﻟ� �ﺠﺐ أن ﺗ�ﻨﺎوﻟﻬﺎ؟
ﻣﺎ �
� اﻟ�ﻤ�ﺔ �
ﱡ �
اﻟﺴﻜ �ﺮي ﻣﻦ اﻟﻨ�ع :٢-
إذا ﻛﻨﺖ ﺗ�ﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ﻣﻦ أﺟﻞ ﻣﺮض
• اﻟﺠﺮﻋﺔ ُ
�
اﻟﻤﻮ� ﺑﻬﺎ � ﻗﺮص واﺣﺪ  ١٠ﻣﺠﻢ ﱠ
ﻳﻮﻣ�ﺎ.
ﻣﺮة واﺣﺪة
�
�
�
�
ﺗﻌﺎ� ﻣﻦ ﻣﺸ�ﻠﺔ �� اﻟ��ﺪ.
• ﻗﺪ �ﺠﻌﻠﻚ ﻃﺒ��ﻚ
ﺗ�ﺪأ �ﺠﺮﻋﺔ ﻗﺪرﻫﺎ  ٥ﻣﺠﻢ �� ﺣﺎل ﻛﻨﺖ �
• ﺳ�ﺼﻒ ﻟﻚ ﻃﺒ��ﻚ �
اﻟ� � �
ﻛ� اﻟﻤﻨﺎﺳﺐ ﻟﻚ.
ﺗﻨﺎول ﻫﺬا اﻟﺪواء
ً
• �ﺠﺐ �ﻠﻊ اﻟﻘﺮص �ﺎﻣ� ﻣﻊ ﻧﺼﻒ ﻛﻮب ﻣﻦ اﻟﻤﺎء.
• �ﻤﻜﻨﻚ ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ﻣﻊ اﻟﻄﻌﺎم أو دوﻧﻪ.
ُ �
• �ﻤﻜﻨﻚ ُ
ﺗﻨﺎول اﻟﻘﺮص �� ﱢ
ﺗﻨﺎوﻟﻪ �� اﻟﻮﻗﺖ ﻧﻔﺴﻪ ﻣﻦ �ﻞ ﻳﻮم.
أي وﻗﺖ ﻣﻦ اﻟﻴﻮم .ﻣﻊ ذﻟﻚ ،ﺣﺎول
�

�
ﺗﺬﻛﺮ ُ
ُ
ﺗﻨﺎول دواﺋﻚ.
ﺳ�ﺴﺎﻋﺪك ذﻟﻚ ﻋ�
ﻗﺪ �ﺼﻒ ﻟﻚ ﻃﺒ��ﻚ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ �ﻤﺼﺎﺣ�ﺔ دواء )أدو�ﺔ( آﺧﺮ)أﺧﺮى( ﻟﺨﻔﺾ �ﻤ�ﺔ اﻟﺴﻜﺮ �� دﻣﻚ .ﺗﺬﻛﺮ ُ
ﺗﻨﺎول اﻟﺪواء
�
�
أﺧ�ك ﻃﺒ��ﻚ .ﺳ�ﺴﺎﻋﺪ ذﻟﻚ �� اﻟﺤﺼﻮل ﻋ� أﻓﻀﻞ اﻟﻨﺘﺎﺋﺞ ﻟﺼﺤﺘﻚ.
)اﻷدو�ﺔ( اﻵﺧﺮ)اﻷﺧﺮى( �ﻤﺎ �
�
اﻻﻟ�ام ﱢ
اﻟﻐﺬا� وﻣﻤﺎرﺳﺔ اﻟ��ﺎﺿﺔ �ﻤﻜﻦ أن �ﺴﺎﻋﺪ اﻟﺠﺴﻢ ﻋ� اﺳﺘﺨﺪام ﺳﻜﺮ اﻟﺪم �ﺸ�ﻞ أﻓﻀﻞ .ﻣﻦ اﻟﻤﻬﻢ � �
�ﺄي ﺑﺮﻧﺎﻣﺞ
اﻟﻨﻈﺎم
�
�
اﻟﻐﺬا� واﻟﺘﻤﺎر�ﻦ اﻟ��ﺎﺿ�ﺔ أﺛﻨﺎء ُ
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ.
اﻟﻨﻈﺎم
ﻳﻮ� �ﻪ ﻃﺒ��ﻚ ﻓ�ﻤﺎ �ﺨﺺ
�
�
�
إذا ﺗﻨﺎوﻟﺖ �ﻤ�ﺔ أ�� ﻣﻤﺎ �ﺠﺐ ﻣﻦ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ
ﱠ
�
أ�� ﻣﻤﺎ �
اﻟﻤﺴ�ﺸ� ﻋ� اﻟﻔﻮر.
ﻳ��� ﻣﻦ أﻗﺮاص ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ ،ﺗﺤﺪث إ� ﻃﺒ�ﺐ أو اذﻫﺐ إ�
إذا ﺗﻨﺎوﻟﺖ �ﻤ�ﺔ �
�
ﱠ
ﻗﻢ �ﺄﺧﺬ ﻋﺒﻮة اﻟﺪواء ﻣﻌﻚ.
إذا أﻏﻔﻠﺖ ُ
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ
ﱠ
ﱠ
اﻟﺘ�ف إذا أﻏﻔﻠﺖ ُ
ﺗﻨﺎول أﺣﺪ اﻷﻗﺮاص ﻋ� ﻣﺎ �
ﺗ�� ﻣﻦ اﻟﻮﻗﺖ �
ﺣ� ﻣﻮﻋﺪ ﺟﺮﻋﺘﻚ اﻟﺘﺎﻟ�ﺔ.
ﺗﻌﺘﻤﺪ ﻛ�ﻔ�ﺔ
�
· �� ﺣﺎل �
ﺗ��  ١٢ﺳﺎﻋﺔ أو أ�� �
ﺣ� � �
�ﺤ� ﻣﻮﻋﺪ ﺟﺮﻋﺘﻚ اﻟﺘﺎﻟ�ﺔ ،ﺗﻨﺎول إﺣﺪى ﺟﺮﻋﺎت ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ �ﻤﺠﺮد أن ﺗﺘﺬﻛﺮ .ﺛﻢ ﻗﻢ
�
ﱠ
�
ﺑ�ﻨﺎول اﻟﺠﺮﻋﺔ اﻟﺘﺎﻟ�ﺔ �� اﻟﻮﻗﺖ اﻟﻤﺤﺪد.
ﱠ
�
· �� ﺣﺎل �
�
ﺗ�� أﻗﻞ ﻣﻦ  ١٢ﺳﺎﻋﺔ �
ﺣ� � �
اﻟ� أﻏﻔﻠﺘﻬﺎ .ﺛﻢ ﻗﻢ ﺑ�ﻨﺎول اﻟﺠﺮﻋﺔ اﻟﺘﺎﻟ�ﺔ ��
�
�ﺤ� ﻣﻮﻋﺪ ﺟﺮﻋﺘﻚ اﻟﺘﺎﻟ�ﺔ ،ﺗﺠﺎوز اﻟﺠﺮﻋﺔ �
اﻟﻮﻗﺖ اﻟﻤﺤﺪد.
· ﻻ ﺗ�ﻨﺎول ﺟﺮﻋﺔ ﻣﻀﺎﻋﻔﺔ ﻟﺘﻌ��ﺾ ﺟﺮﻋﺔ أﻏﻔﻠﺘﻬﺎ.
إذا ﺗﻮﻗﻔﺖ ﻋﻦ ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ
ً
ﱠ
ﱠ
� َ
ﻻ ﺗﺘﻮﻗﻒ ﻋﻦ ُ
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ دون اﻟﺘﺤﺪث إ� ﻃﺒ��ﻚ أو� .ﻗﺪ ﻳﺮﺗﻔﻊ ﻣﺴﺘﻮى اﻟﺴﻜﺮ �� د ِﻣﻚ �ﺪون ﻫﺬا اﻟﺪواء.
ﱠ
�
اﻟﺼ�ﺪ� أو اﻟﻤﻤﺮض)ة( اﻟﺨﺎص)ة( �ﻚ.
إذا �ﺎﻧﺖ ﻟﺪ�ﻚ أ�ﺔ أﺳﺌﻠﺔ إﺿﺎﻓ�ﺔ ﺣﻮل اﺳﺘﺨﺪام ﻫﺬا اﻟﺪواء ،ﻓﺎﺳ�� ﻃﺒ��ﻚ أو
�
اﻟﻤ َ
 .٤اﻵﺛﺎر اﻟﺠﺎﻧ��ﺔ ُ
ﺤﺘﻤﻠﺔ.
ﱠ
اﻟﺪواء �
آﺛﺎرا ﺟﺎﻧ��ﺔ ،ﻋ� ﱠ
اﻟﺮﻏﻢ ﻣﻦ ﻋﺪم ﺣﺪوﺛﻬﺎ ﻟﺪى اﻟﺠﻤﻴﻊ.
ﻣﺜﻠﻪ ﻣﺜﻞ �ﺎﻓﺔ اﻷدو�ﺔ ،ﻗﺪ ُ�ﺴ�ﺐ ﻫﺬا
�
ﱟ
�
اﺗﺼﻞ �ﻄﺒ�ﺐ أو أﻗﺮب ﻣﺴ�ﺸ� ﻋ� اﻟﻔﻮر إذا أﺻ�ﺖ �ﺄي ﻣﻦ اﻵﺛﺎر اﻟﺠﺎﻧ��ﺔ اﻟﺘﺎﻟ�ﺔ:
�
َ َ َ
ﺟﺪا )ﻗﺪ ُﺗﺆﺛﺮ ﻋ� ﻣﺎ �ﺼﻞ إ� ﺷﺨﺺ واﺣﺪ ﻣﻦ � �
ﺑ� �ﻞ  ١٠٠٠٠ﺷﺨﺺ(.
ﻋﺎﺋ ﱠ�ﺔ ،ﺗﻢ ﻣﻼﺣﻈﺘﻬﻤﺎ �ﺸ�ﻞ ﻧﺎدر
• وذﻣﺔ �و ِ
�� ﻋﻼﻣﺎت ﺗﻨﻢ ﻋﻦ اﻹﺻﺎ�ﺔ ﺑﻮذﻣﺔ وﻋﺎﺋ�ﺔ:
ﻓ�ﻤﺎ �
َ �
 ّﺗﻮرم اﻟﻮﺟﻪ ،اﻟﻠﺴﺎن ،أو اﻟﺤﻠﻖ.

 ﺻﻌ��ﺔ اﻟ�ﻠﻊ.�
 ��ى )ارﺗ�ﺎر�ﺎ( وﻣﺸﺎ�ﻞ �� اﻟﺘﻨﻔﺲﱡ �
� ﱡ �
ُ
ُ
�
�
ﺼﺎﺑ� �ﻤﺮض اﻟﺴﻜ �ﺮي ﻣﻦ اﻟﻨ�ع ) ٢ﻗﺪ ﻳﺆﺛﺮ ﻋ� ﻣﺎ �ﺼﻞ إ�
• اﻟﺤﻤﺎض
اﻟ�ﻴﺘﻮ� اﻟﺴﻜ �ﺮي -ﻣﻦ اﻟﻨﺎدر أن �ﺼ�ﺐ اﻟﻤﺮ� اﻟﻤ �
�
ﺷﺨﺺ واﺣﺪ ﻣﻦ � �
ﺑ� �ﻞ  ١٠٠٠ﺷﺨﺺ(.
�
�
ُ
�
اﻟ�ﻴﺘﻮ� ﱡ
اﻟﺴﻜ �ﺮي )اﻧﻈﺮ أ�ﻀﺎ ﻗﺴﻢ  :٢ﺗﺤﺬﻳﺮات واﺣﺘ�ﺎﻃﺎت(:
�� ﻋﻼﻣﺎت ﺗﻨﻢ َﻋﻦ اﻹﺻﺎ�ﺔ �ﺎﻟﺤﻤﺎض
ﻓ�ﻤﺎ �
�
�
ْ
ﻴﺘﻮﻧ ﱠ�ﺔ" �� اﻟﺒﻮل أو اﻟﺪم.
 ارﺗﻔﺎع ﻣﺴﺘ��ﺎت "اﻷﺟﺴﺎم ِاﻟ� ِ
 اﻟﺸﻌﻮر �ﺎﻹﻋ�ﺎء أو اﻹﻋ�ﺎء. أﻟﻢ �ﺎﻟﻤﻌﺪة. ﻋﻄﺶ ﻣﻔﺮط. اﻟﺘﻨﻔﺲ �ﺸ�ﻞ �� ــﻊ وﻋﻤﻴﻖ. ارﺗ�ﺎك.ﻏ� ُﻣﻌﺘﺎدﻳﻦ
 ﻧﻌﺎس أو ﺗﻌﺐ ��
� �
ﻣﻌﺪ� �� ﻓﻤﻚ أو وﺟﻮد راﺋﺤﺔ ﻣﺨﺘﻠﻔﺔ �� اﻟﺒﻮل أو اﻟﻌﺮق اﻟﺨﺎص �ﻚ.
 راﺋﺤﺔ ﻧﻔﺴﻚ ﺣﻠﻮة ،وﺟﻮد ﻣﺬاق ﺣﻠﻮ أو�
 اﻟﻔﻘﺪان اﻟ�� ــﻊ ﻟﻠﻮزن.� ﱠ
�
�
ﻗــﺪ �ﺤــﺪث ذﻟــﻚ �ﻐــﺾ اﻟﻨﻈــﺮ ﻋــﻦ ﻣﺴــﺘﻮى اﻟﺴــﻜﺮ �� اﻟــﺪم .ﻗــﺪ �ﻘــﺮر ﻃﺒ��ــﻚ أ�ﻀــﺎ إ�ﻘــﺎف ﺧﻀﻮﻋــﻚ ﻟﻠﻌــﻼج �ﻌﻘــﺎر دا�ﺎﺟﻠ�ــﻒ ﻣﺆﻗﺘــﺎ
�
ﻧﻬﺎﺋ�ﺎ.
أو
َْ َ
ﱠ
ﺧﻄ�ة �ﺎﻷ�ﺴﺠﺔ ﱠ
اﻟﺮﺧﻮة اﻟﺨﺎﺻﺔ �ﺎﻷﻋﻀﺎء اﻟﺘﻨﺎﺳﻠ�ﺔ أو اﻟﻤﻨﻄﻘﺔ
�ﺎﻟﻌﺠﺎن أو ﻏﻨﻐ��ﻨﺔ ﻓﻮرﻧ��ﻪ ،ﻋﺪوى
�
• اﻟﺘﻬﺎب اﻟﻠﻔﺎﻓﺔ اﻟﻨﺎﺧﺮ ِ
�
ﱠ
�
�
�
اﻟ� ﺗﻘﻊ �ﺑ� اﻷﻋﻀﺎء اﻟﺘﻨﺎﺳﻠ�ﺔ واﻟ�ج ،ﺗﻢ ﻣﻼﺣﻈﺘﻬﻤﺎ �ﺸ�ﻞ ﻧﺎدر ﺟﺪا.
�
ُ
ﱠ
ﺗﻮﻗﻒ ﻋﻦ ُ
�
اﻟﺨﻄ�ة اﻟﺘﺎﻟ�ﺔ:
ﻃﺒ��ﺎ إذا ﻻﺣﻈﺖ �أ�ﺎ ﻣﻦ اﻵﺛﺎر اﻟﺠﺎﻧ��ﺔ
ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ وز ْر
�
ﻏ� ﺷﺎﺋﻊ )ﻗﺪ ُﻳﺆﺛﺮ ﻋ� ﻣﺎ �ﺼﻞ إ� ﺷﺨﺺ واﺣﺪ ﻣﻦ � �
ﺑ� �ﻞ ١٠٠
�ﺸ�ﻞ
ﻣﻼﺣﻈﺘﻪ
ﺗﻢ
ﺟﺴﻤﻚ
ﻣﻦ
اﻟﺴﻮاﺋﻞ
ﻣﻦ
اﻟ�ﺜ�
ﻓﻘﺪان
�
�
ﺷﺨﺺ(.
�� ﻋﻼﻣﺎت ﺗﻨﻢ ﻋﻦ اﻹﺻﺎ�ﺔ �ﺎﻟﺠﻔﺎف:
ﻓ�ﻤﺎ �
 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 �ﺴﺎرع ���ﺎت اﻟﻘﻠﺐ.• ﻋﺪوى اﻟﻤﺴﺎﻟﻚ اﻟﺒﻮﻟ�ﺔ ،ﺗﻢ ﻣﻼﺣﻈﺘﻬﺎ �ﺸ�ﻞ ﺷﺎﺋﻊ )ﻗﺪ ُﺗﺆﺛﺮ ﻋ� ﻣﺎ �ﺼﻞ إ� ﺷﺨﺺ واﺣﺪ ﻣﻦ � �
ﺑ� �ﻞ  ١٠أﺷﺨﺎص(.
�
�� ﻋﻼﻣﺎت ﺗﻨﻢ ﻋﻦ اﻹﺻﺎ�ﺔ �ﻌﺪوى ﺷﺪ�ﺪة �� اﻟﻤﺴﺎﻟﻚ اﻟﺒﻮﻟ�ﺔ:
ﻓ�ﻤﺎ �
 ُﺣ ﱠ� و�أو ﻗﺸﻌ��ﺮة. إﺣﺴﺎس ُ�ﺎﻟﺤﺮﻗﺔ ﻋﻨﺪ ﱡ
اﻟﺘﺒﻮل.
�
 أﻟﻢ �ﺎﻟﻈﻬﺮ أو اﻟﺠﺎﻧﺐ.� �
�
ﻏ� ﺷﺎﺋﻊ.
أﺧ� ﻃﺒ��ﻚ ﻓﻮرا إذا ﻻﺣﻈﺖ دﻣﺎ �� اﻟﺒﻮل ،إﻻ أن ذﻟﻚ �
�
إذا �ﺎن ﻟﺪ�ﻚ ﱞ
أي ُ ﻣﻦ اﻵﺛﺎر اﻟﺠﺎﻧ��ﺔ اﻟﻤﺪرﺟﺔ أدﻧﺎە ،ﻗﻢ ﺑ��ﻼغ ﻃﺒ��ﻚ �ﺄ�ع وﻗﺖ ﻣﻤﻜﻦ:
�
�
�
ﺷﺎﺋﻌﺔ ﺟﺪا )ﻗﺪ ﺗﺆﺛﺮ ﻋ� أ�� ﻣﻦ ﺷﺨﺺ واﺣﺪ ﻣﻦ �ﺑ� �ﻞ  ١٠أﺷﺨﺎص(
ﱠ
ﱠ
� ﱠ
اﻟﺪم( -ﻋﻨﺪ ُ
��
اﻷ�ﺴﻮﻟ�.
ﺗﻨﺎول ﻫﺬا اﻟﺪواء �ﻤﺼﺎﺣ�ﺔ اﻟﺴﻠﻔﻮﻧ�ﻞ ﻳﻮر�ﺎ أو
 -اﻧﺨﻔﺎض ﻣﺴﺘ��ﺎت اﻟﺴﻜﺮ �� اﻟﺪم )ﻧﻘﺺ ﺳﻜﺮ

�
�� ﻋﻼﻣﺎت ﺗﻨﻢ ﻋﻦ اﻧﺨﻔﺎض اﻟﺴﻜﺮ �� اﻟﺪم:
ﻓ�ﻤﺎ �
ﱡ
اﻟﺘﻌﺮق ،اﻟﺸﻌﻮر �ﻘﻠﻖ ﺷﺪ�ﺪ� ،ﺴﺎرع ���ﺎت اﻟﻘﻠﺐ.
 اﻻرﺗﺠﺎف،�
ﺗﻐﻴ�ات �� اﻟﺮؤ�ﺔ.
 اﻟﺸﻌﻮر �ﺎﻟﺠ�ع ،اﻟﺼﺪاع ،ﺣﺪوث �ﺗﻐ�ات �ﺤﺎﻟﺘﻚ اﻟﻤﺰاﺟ�ﺔ أو اﻟﺸﻌﻮر �ﺎﻻرﺗ�ﺎك.
 ﺣﺪوث �ﺳــ�ﺨ�ك ﻃﺒ��ــﻚ �ﻜ�ﻔ�ــﺔ ﻋــﻼج اﻧﺨﻔــﺎض ﻣﺴــﺘ��ﺎت اﻟﺴــﻜﺮ �� اﻟــﺪم واﻹﺟــﺮاء اﻟــﺬي ﻳ��ـ �ـ� اﺗﺨــﺎذە إذا �أﺻ�ــﺖ �ـ ﱟ
ـﺄي ﻣــﻦ اﻟﻌﻼﻣــﺎت
�
�
�
اﻟﻤﺬﻛﻮرة أﻋﻼە.
ُ
آﺛﺎر ﺟﺎﻧ��ﺔ أﺧﺮى ﻋﻨﺪ ﺗﻨﺎول ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ:
ﺷﺎﺋﻌﺔ
ﱠ
�
ﺗﻬ� �
اﻟﺘﻨﺎﺳﻠ�ﺔ ُ
ﱡ
ﻏ�
راﺋﺤﺔ
أو
إﻓﺮازات
ﺣﻜﺔ،
ﺎ،
ﺠ
اﻟﻌﻼﻣﺎت
�ﺸﻤﻞ
)ﻗﺪ
اﻟﻤﻬ�ﻞ
أو
اﻟﺬﻛﺮي
)ﺳﻼق( �� اﻟﻌﻀﻮ
• ﻋﺪوى اﻷﻋﻀﺎء
�
ُﻣﻌﺘﺎدة(.
�
• آﻻم �� اﻟﻈﻬﺮ
اﻟﻤﻌﺘﺎد أو اﻟﺤﺎﺟﺔ إ� اﻟﺘﺒﻮل �
أ�� ﻣﻦ ُ
ﻣﺮارا.
• ﺗﺒﻮل �ﻤ�ﺔ �
�
�
اﻟ�ﻮﻟ�ﺴ�ول أو اﻟﺪﻫﻮن اﻟﻤﻮﺟﻮدة �� دﻣﻚ ُ
)ﻣﻮﺿﺤﺔ �ﺎﻻﺧﺘ�ﺎرات(
ﺗﻐﻴ�ات �� �ﻤ�ﺔ
• �
�
ﱠ
اﻟﺪم اﻟﺤﻤﺮاء �� دﻣﻚ ُ
)ﻣﻮﺿﺤﺔ �ﺎﻻﺧﺘ�ﺎرات(.
• ز�ﺎدة �ﻤ�ﺔ ﺧﻼ�ﺎ
�
�
ﻟﻠ���ﺎﺗ�ﻨ� ُ
��
)ﻣﻮﺿﺢ �ﺎﻻﺧﺘ�ﺎرات( �� �ﺪا�ﺔ اﻟﻌﻼج.
• اﻧﺨﻔﺎض ﻣﻌﺪل اﻟﺘﺼﻔ�ﺔ اﻟ�ﻠ��ﺔ
• دوﺧﺔ
• ﻃﻔﺢ ﺟﻠﺪي
ﻏ� ﺷﺎﺋﻌﺔ
�
• اﻟﻌﻄﺶ
إﻣﺴﺎك
•
ً
• اﻻﺳ��ﻘﺎظ ﻣﻦ اﻟﻨﻮم ﻟ�� ﻟﻠﺘﺒﻮل
• ﺟﻔﺎف اﻟﻔﻢ
• اﻧﺨﻔﺎض اﻟﻮزن
�
اﻟ���ﺎﺗ�ﻨ� ُ
��
)ﻣﻮﺿﺢ �ﺎﺧﺘ�ﺎرات اﻟﺪم اﻟﻤﻌﻤﻠ�ﺔ( �� �ﺪا�ﺔ اﻟﻌﻼج.
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ﻏ� ﻣﺪرﺟﺔ ��
إذا أﺻ�ﺖ �ﺄ�ﺔ آﺛﺎر ﺟﺎﻧ��ﺔ ،ﻓﺘﺤﺪث إ� ﻃﺒ��ﻚ أو
اﻟﺼ�ﺪ� أو اﻟﻤﻤﺮض)ة( .و�ﺸﻤﻞ ذﻟﻚ أ�ﺔ آﺛﺎر ﺟﺎﻧ��ﺔ ﻣﺤﺘﻤﻠﺔ� ،
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اﻟﻮﻃ�.
ﻋ� ﻧﻈﺎم اﻻ�ﻼغ
ﻫﺬە اﻟ� ��ة� .ﻤﻜﻨﻚ أ�ﻀﺎ اﻹ�ﻼغ ﻋﻦ اﻵﺛﺎر اﻟﺠﺎﻧ��ﺔ �ﺸ�ﻞ ﻣ�ﺎ� �
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ﱠ
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ﺗﻮﻓ� ﻣﻌﻠﻮﻣﺎت إﺿﺎﻓ�ﺔ ﺣﻮل أﻣﺎن اﺳﺘﺨﺪام ﻫﺬا اﻟﺪواء.
ﺑ��ﻼﻏﻚ ﻋﻦ اﻵﺛﺎراﻟﺠﺎﻧ��ﺔ� ،ﻤﻜﻨﻚ اﻟﻤﺴﺎﻋﺪة �� �
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 .٥ﻛ�ﻔ�ﺔ ﺗﺨ��ﻦ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟
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وﻣ َ
�ﻌ�ﺪا ﻋﻦ رؤ�ﺔ ُ
ﺘﻨﺎول اﻷﻃﻔﺎل �� درﺟﺔ ﺣﺮارة ﻻ ﺗﺘﻌﺪى  ٣٠درﺟﺔ ﻣﺌ��ﺔ �� ﻣ�ﺎن ﺟﺎف
ُ�ﺤﻔﻆ ﻫﺬا اﻟﺪواء
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ﺸ� ﺗﺎر� ــﺦ اﻧﺘﻬﺎء اﻟﺼﻼﺣ�ﺔ
ﻻ �ﺴﺘﻌﻤﻞ ﻫﺬا اﻟﺪواء �ﻌﺪ اﻧﺘﻬﺎء ﺗﺎر� ــﺦ اﻟﺼﻼﺣ�ﺔ اﻟﻤﺪون ﻋ� اﻟﻌﺒﻮة واﻟ��ﻂ �ﻌﺪ �ﻠﻤﺔ "� � ."EXP
اﻷﺧ� ﻣﻦ ذﻟﻚ اﻟﺸﻬﺮ.
إ� اﻟﻴﻮم
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ﻻ ﺗﺘﺨﻠﺺ ﻣﻦ اﻷدو�ﺔ ﻋﻦ ﻃ��ﻖ إﻟﻘﺎﺋﻬﺎ �� ﻣ�ﺎە ﱠ
اﻟ�ف أو ﻣﻊ اﻟﻤﺨﻠﻔﺎت � �
�
اﻟﺼ�ﺪ� اﻟﺨﺎص �ﻚ ﻋﻦ ﻛ�ﻔ�ﺔ
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اﻟﻤ�ﻟ�ﺔ.
�
�
َ
ﱠ
ُ
�
اﻟ� ﻟﻢ ﺗﻌﺪ �ﺴﺘﺨﺪﻣﻬﺎ .ﺳ�ﺴﺎﻋﺪ ﻫﺬە اﻹﺟﺮاءات ﻋ� ﺣﻤﺎ�ﺔ اﻟﺒ�ﺌﺔ.
اﻟﺘﺨﻠﺺ ﻣﻦ اﻷدو�ﺔ �
 .٦ﻣﺤﺘ��ﺎت اﻟﻌﺒﻮة وﻣﻌﻠﻮﻣﺎت أﺧﺮى
� ﻣﺤﺘ��ﺎت ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟
ﻣﺎ �
� :دا�ﺎﺟﻠ�ﻔﻠﻮز�ﻦ.
• اﻟﻤﺎدة اﻟﻔﻌﺎﻟﺔ �
ُ
ﻌﺎدل ١٠
�ﺤﺘﻮي �ﻞ ﻗﺮص ﻣﻐﻠﻒ ﻣﻦ ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ  ١٠ﻣﺠﻢ )ﻗﺮص( ﻋ� دا�ﺎﺟﻠ�ﻔﻠﻮز�ﻦ ﺑﺮو�ﺎن داﻳﻮل أﺣﺎدي اﻟﻬ�ﺪرات؛ �ﻤﺎ � ِ
ﻣﺠﻢ دا�ﺎﺟﻠ�ﻔﻠﻮز�ﻦ.
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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.
Revision date: 14-01-2020

�:
• اﻟﻤﻜﻮﻧﺎت اﻷﺧﺮى ﱠ �
ﱠ
�
ﻣﺎ� ،ﺳﻠ�ﻠﻮز دﻗﻴﻖ اﻟﺘ�ﻠﻮر ) ،(PH ٣٠٢ﻛﺮوﺳﺒﻮﻓ�ﺪون �ﻠﻮر�ﺪ ،ﺳ�ﻠ��ﺎ ﻏﺮو�ﺔ ﻻ ﻣﺎﺋ�ﺔ،
اﺧ� :ﻻ�ﺘﻮز ﻻ �
 ﻣﺤﺘﻮى اﻟﻘﺮص اﻟﺪ �ﺳﺘ�ات اﻟﻤﺎﻏ�ﺴﻴﻮم
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ﺛﺎ� أ�ﺴ�ﺪ اﻟﺘ�ﺘﺎﻧﻴﻮم ) ،(C.I: ٧٧٨٩١ﺗﻠﻚ ،ﺑﻮ� � �
اﻳﺜﻠ� ﺟﻠ�ﻜﻮل
 ﻏﻼف اﻟﻘﺮص :أو�ﺎدري أﺻﻔﺮ ) IIﻛﺤﻮل ﻣﺘﻌﺪد اﻟﻔﻴ��ﻞ� ،�
)ﻣﺎ�ﺮوﺟﻮل  ،(٦٠٠٠أ�ﺴ�ﺪ اﻟﺤﺪ�ﺪ اﻷﺻﻔﺮ ).(C.I: ٧٧٤٩٢
� ﻣﺤﺘ��ﺎت اﻟﻌﺒﻮة؟
ﻣﺎ ﻫﻮ ﺷ�ﻞ
ﻋﻘﺎر دا�ﺎﺟﻠ�ﻒ؟ وﻣﺎ �
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� ﺻﻔﺮاء اﻟﻠﻮن ،ﻣﺴﺘﺪﻳﺮة ،ﺛﻨﺎﺋ�ﺔ اﻟﺘﺤﺪب
اﻷﻗﺮاص اﻟﻤﻐﻠﻔﺔ ﻟﻌﻘﺎر دا�ﺎﺟﻠ�ﻒ  ١٠ﻣﺠﻢ �
اﻟﻌﺒﻮة :ﻋﺒﻮة ﻛﺮﺗﻮن ﺗﺤﺘﻮي ﻋ�  ٢ ،١أو �� ٣اﺋﻂ )�� (AL/ALﻞ ﻣﻨﻬﺎ  ١٤ﻗﺮص ﻣﻐﻠﻒ �
و��ة داﺧﻠ�ﺔ
ﻗﺪ ﻻ ﻳﺘﻢ �ﺴ��ﻖ ﺟﻤﻴﻊ أﺣﺠﺎم اﻟﻌﺒﻮات.
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