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PREGABALIN

Lyrica® (Pregabalin) abbreviated SmPC

LYRICA, Pregabalin is supplied in hard capsules containing 25mg, 50mg, 75mg, 150mg, and 300mg of pregabalin.( not all packs are marketed): Tl peuti icati Lyrica is i

for the treatment of peripheral and central neuropathic pain in adults, Epilepsy: Lyrica is indicated as adjunctive therapy in adults with partial seizures with or without secondary generalization,
Generalized Anxiety Disorder in adults & Fibromyalgia. Dosage and Administration: The dose range is 150 to 600 mg per day given in either two or three divided doses. Lyrica may be taken
with or without food. Lyrica is for oral use only Neuropathic pain: Pregabalin treatment can be started at a dose of 150 mg per day given as two or three divided doses Based on individual
patient response and tolerability, the dosage may be increased to 300 mg per day after an interval of 3 to 7 days, and if needed, to a maximum dose of 600 mg per day after an additional 7-day
interval. Fibromyalgia: the recommended dose of Lyrica for Fibromyalgia is 300 to 450 mg/day Begin dosing at 75mg two times a day, (150 mg/day). The dose may be increased to 150 mg
two times a day (300mg/day) within 1 week based on efficacy and tolerability, patients who do not experience sufficient benefit with 300 mg/day may be further increased to 225 mg two times
a day (450 mg/day). Aithough LYRICA was also studied at 600 mg/day, there is no evidence that this dose confers additional benefit and this dose was less well tolerated. In view of the dose-
dependent adverse reactions, treatment with doses above 450 mg/day is not recommended. Because LYRICA is eliminated primarily by renal excretion, adjust the dose in patients with reduced
renal function. Epilepsy: Pregabalin treatment can be started with a dose of 150 mg per day given as two or three divided doses. Based on individual patient response and tolerability, the dose
may be increased to 300 mg per day after 1 week. The maximum dose of 600 mg per day may be achieved after an additional week. Generalized Anxiety Disorder: he dose range is 150 to 600
mg per day given as two or three divided doses. The need for treatment should be reassessed regularly Pregabalin treatment can be started with a dose of 150 mg per day. Based on individual
patient response and tolerability, the dose may be increased to 300 mg per day after 1 week. Following an additional week the dose may be increased to 450 mg per day. The maximum dose
of 600 mg per day may be achieved after an additional week. Paediatric populatlon The safety and efficacy of Lyrica for children below the age of 12 years and in adolescents (12-17 years
of age) have not been I No data are avalil For special ing Patients with renal or hepatic impairment or elderly (over 65 years of age) please refer to the full
prescribing information. Mechanism of Action: Pregabalin binds to an auxiliary subunit (a2-3 protein) of voltage-gated calcium channels in the central nervous system, potently displacing
[*H]-gabapentin. Contraindications: Hypersensitivity to the active substance or to any of the excipients. Angioedema and hypersensitivity reactions have occurred in patients receiving
pregabalin therapy. Special Warning and precaution: Diabetics, Some diabetic patients who gain weight on Pregabalin treatment may need to adjust hypoglycemic medicinal products.
Hypersensitivity reactions: Adverse reactions included skin redness, blisters, hives, rash, dyspnea, and wheezing Angioedema: There have been post-marketing reports of angioedema in
patients during initial and chronic treatment with LYRICA. Specific symptoms included swelling of the face, mouth (tongue, lips, and gums), and neck (throat and larynx). There were reports of
life-threatening angioedema with respiratory compromise requiring emergency treatment. Discontinue LYRICA immediately in patients with these symptoms. Exercise cautions when prescribing
LYRICA to patients who have had a previous episode of angioedema. In addition, patients who are taking other drugs associated with angioedema (e.g. Angiotensin converting enzyme inhibitors
[ACE-inhibitors]) may be at increased risk of developing angioedema. Dizziness, somnolence, loss of consciousness, confusion, and mental impairment: which can increase the occurrence of
accidental injury (fall) in elderly population, patients should be advised to exercise caution until they are familiar with the potential effects of the medicinal product. Vision related effects: In
controlled trials, a higher proportion of patients treated with pregabalin reported blurred vision than did patients treated with placebo which resolved in a majority of cases with continued
dosing. In the clinical studies where ophthalmologic testing was conducted, the incidence of visual acuity reduction and visual field changes was greater in pregabalin-treated patients than in
placebo-treated patients; the incidence of fundoscopic changes was greater in placebo-treated patients In the post-marketing experience, visual adverse reactions have also been reported,
including loss of vision, visual blurring or other changes of visual acuity, many of which were transient. Discontinuation of pregabalin may result in resolution or improvement of these visual
symptoms. Renal failure: Cases of renal failure have been reported and in some cases discontinuation of pregabalin did show reversibility of this adverse reaction. Decreased Platelet Count :
LYRICA treatment was associated with a decrease in platelet count. LYRICA-treated subjects experienced a mean maximal decrease in platelet count of 20 x 103/uL, compared to 11 x 103/
L in placebo patients. In the overall database of controlled trials, 2% of placebo patients and 3% of LYRICA patients experienced a potentially clinically significant decrease in platelets, defined
as 20%below baseline value and < 150 x 103/L. Creatine Kinase Elevations : was associated with Lyrica treatment, Discontinue treatment with Lyrica if myopathy is diagnosed or suspected
or if markedly elevated creatine kinase levels occur. Withdrawal of : There are insufficient data for the withdrawal of concomitant antiepileptic
medicinal products . Withdrawal symptoms: The following events have been mentioned: insomnia, headache nausea, anxiety, diarrhea, flu syndrome, nervousness, depression, pain, convulsion,
hyperhidrosis and dizziness. Abrupt or Rapid Discontinuation: Following abrupt or rapid discontinuation of LYRICA, some patients reported symptoms including insomnia, nausea, headache, and
diarrhea. Taper LYRICA gradually over a minimum of 1 week rather than discontinuing the drug abruptly. Congestive heart failure: Pregabalin should be used with caution in these patients.
Discontinuation of pregabalin may resolve the reaction. Treatment of central neuropathic pain due to spinal cord injury: In the treatment of central neuropathic pain due to spinal cord injury the
incidence of adverse reactions in general, central nervous system adverse reactions and especially somnolence was increased. Suicidal ideation and behavior: patients should be monitored
for signs of suicidal ideation and behaviors and appropriate treatment should be considered. Patients (and caregivers of patients) should be advised to seek medical advice should signs of
suicidal ideation or behavior emerge. Reduced lower gastrointestinal tract function: When pregabalin and opioids will be used in combination, measures to prevent constipation may be
considered (especially in female patients and elderly). Abuse Potential: potential Cases of abuse have been reported. Caution should be exercised in patient s with a history of substance abuse
and the patient should be monitored for symptoms of pregabalin abuse. Encephalopathy: Cases of encephalopathy have been reported, mostly in patients with underlying conditions that may
precipitate encephalopathy. Lactose intolerance: Lyrica contains lactose monohydrate. Patients with rare hereditary problems of galactose intolerance, the Lapp lactase deficiency or glucose-
galactose malabsorption should not take this medicinal product. Peripheral Edema: LYRICA treatment may cause peripheral edema. In short-term trials of patients without clinically significant
heart or peripheral vascular disease, there was no apparent association between peripheral edema and cardiovascular complications such as hypertension or congestive heart failure.
Peripheral edema was not associated with laboratory changes suggestive of deterioration in renal or hepatic function. Weight Gain: LYRICA treatment may cause weight gain. Few patients
treated with LYRICA (0.3%) withdrew from controlled trials due to weight gain. LYRICA associated weight gain was related to dose and duration of exposure, but did not appear to be associated
with baseline BMI, gender, or age. PR Interval Prolongation: LYRICA treatment was associated with PR interval prolongation Subgroup analyses did not identify an increased risk of PR
prolongation in patients with baseline PR prolongation or in patients taking other PR prolonging medications. However, these analyses cannot be considered definitive because of the limited
number of patients in these categories. Tumorigenic Potential: In standard preclinical in vivo lifetime carcinogenicity studies of LYRICA, an unexpectedly high incidence of hemangiosarcoma
was identified in two different strains of mice Pregnancy & Lactation: Lyrica shouldn’t be used during pregnancy unless clearly necessary and breast feeding is not recommended during
treatment with pregabalin. Interaction with other medicinal products and other forms of interaction: In vivo studies no clinically relevant pharmacokinetic interactions were observed between
pregabalin and phenytoin, carbamazepine, valproic acid, lamotrigine, in, lorazepam, oxy or ethanol. Population pharmacokinetic analysis indicated that oral antidiabetics,
diuretics, insulin, phenobarbital, tiagabine and topiramate had no clinically significant effect on pregabalin clearance. Co-administration of pregabalin with the oral contraceptives norethisterone
and/or ethinyl oestradiol does not influence the steady-state pharmacokinetics of either substance; Pregabalin may potentiate the effects of ethanol and lorazepam. In controlled clinical trials,
multiple oral doses of pregabalin co-administered with oxycodone, lorazepam, or ethanol did not result in clinically important effects on respiration. In the postmarketing experience, there are
reports of respiratory failure and coma in patients taking pregabalin and other CNS depressant medicinal products. Pregabalin appears to be additive in the impairment of cognitive and gross
motor function caused by oxycodone. No specific pharmacodynamics interaction studies were i in elderly ion studies have only been performed in adults. Effects
on ability to drive and use machines: Lyrica may have minor or moderate influence on the ability to drive and use machines. Lyrica may cause dizziness and somnolence and therefore may
influence the ability to drive or use machines. Patients are advised not to drive, operate complex machinery or engage in other potentially hazardous activities until it is known whether this
medicinal product affects their ability to perform these activities. Adverse events(AEs): The very common AEs: are Dizziness, somnolence & The common AEs are as follows: increased
appetite, euphoric mood, confusion, irritability, decreased libido, disorientation, insomnia, ataxia, coordination abnormal, tremor, dysarthria, memory impairment, disturbance in attention,
paraesthesia, sedation, balance disorder, lethargy, blurred vision, diplopia, vertigo, vomiting, dry mouth , constipation, flatulence, erectile dysfunction, gait abnormal, feeling drunk, fatigue,
oedema peripheral, oedema, increased weight.

For more safety information, please refer to the locally approved full prescribing information

Date of revision: August 2010

>

Working together for a healthier world"
™Trademark
Further information is available upon request
Pfizer Egypt
147 El Tahrir Street, Dokki, Giza
Postal Code 12311 - P.O. Box 2357
Cairo, Egypt PP-LYR-JOR-0005

®Registered Trademark
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High efficacy in achieving <3
glycemic control with significant 22
HbA1c reductions.

Well established clinical
safety profile.

Weight neutral effect.

Highly cost effective option for
management of T2DM.

My stiox

Metformin HCl 500 mg & 750 mg
30 Film Coated Tablets

Once Daily Harmonization
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