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Lyrica 25 mg
Lyrica 50 mg
Lyrica 75 mg
Lyrica 100 mg
Lyrica 150 mg
Lyrica 200 mg
Lyrica 225 mg
Lyrica 300 mg
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Each tablet contains 25 or 50 or 75 or 100 or 150 or 200 or 225 or 300 mg of Pregabalin

Lyrica is indicated for:
- Treatment of peripheral and central neuropathic pain in adults.
- Management of fibromyalgia.
- Treatment of Generalised Anxiety Disorder (GAD) in adults.
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Therapeutic indications:
Lyrica is indicated for:
- Treatment of peripheral and central neuropathic pain in adults.
- Management of fibromyalgia.
- Treatment of Generalised Anxiety Disorder (GAD) in adults.

Posology and method of administration

Generalised anxiety disorder
The dose range is 150 to 600 mg per day given as two or three divided doses. The need for treatment
should be reassessed reqularly.

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 mqg 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.

4.4 Special warnings and precautions for use

Withdrawal of concomitant anti-epileptic medicinal products

There are insufficient data for the withdrawal of concomitant anti-epileptic medicinal
products, once seizure control with pregabalin in the add-on situation has been reached, in
order to reach monotherapy on pregabalin.

Concomitant use with opioids

Caution is advised when prescribing pregabalin concomitantly with opioids due to risk of
CNS depression (see section 4.5). In a case-control study of opioid users, those patients who
took pregabalin concomitantly with an opioid had an increased risk for opioid-related death
compared to opioid use alone (adjusted odds ratio [aOR], 1.68 [95% CI, 1.19 — 2.36]). This
increased risk was observed at low doses of pregabalin (< 300 mg, aOR 1.52 [95% Cl,

1.04 — 2.22]) and there was a trend for a greater risk at high doses of pregabalin (> 300 mg,
aOR 2.51 [95% ClI 1.24 —5.06]).

4.5 Interaction with other medicinal products and other forms of interaction

Central nervous system influencing medical products

Pregabalin may potentiate the effects of ethanol and lorazepam. In the postmarketing
experience, there are reports of respiratory failure, coma and deaths in patients taking
pregabalin and opioids and/or other central nervous system (CNS) depressant medicinal
products. Pregabalin appears to be additive in the impairment of cognitive and gross motor
function caused by oxycodone.

5.1 Pharmacodynamic properties

Generalised Anxiety Disorder



Pregabalin has been studied in 6 controlled trials of 4-6 week duration, an elderly study of 8 week
duration and a long-term relapse prevention study with a double-blind relapse prevention phase of
6 months duration.

Relief of the symptoms of GAD as reflected by the Hamilton Anxiety Rating Scale (HAM-A) was
observed by Week 1.

In controlled clinical trials (4-8 week duration) 52% of the pregabalin treated patients and 38% of the
patients on placebo had at least a 50% improvement in HAM-A total score from baseline to endpoint.

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.
Ophthalmologic testing (including visual acuity testing, formal visual field testing and dilated
funduscopic examination) was conducted in over 3600 patients within controlled clinical trials. In these
patients, visual acuity was reduced in 6.5% of patients treated with pregabalin, and 4.8% of placebo-
treated patients. Visual field changes were detected in 12.4% of pregabalin-treated, and 11.7% of
placebo-treated patients. Funduscopic changes were observed in 1.7% of pregabalin-treated and
2.1% of placebo-treated patients.

:(AIn¥a n'aInion NIN'VAN ARTY) PIXY YA 1I7NY DTV |[10Y

?09Nna nTvirm ant? .1

ny1ona 719'071 (Fibromyalgia — na7x'miNa'o) ow NaRT 719'0%7 ,0M21a02 (Faxy) 'OX9IN' PN AR 719107
.0M21aNa N7 TN

N9NN1 vIin'y 11949 .2

NI'M9NN |2 NIIAN

IX X917 7D 7Y 190 ,NITN '90INI DYIN X'77 NIDNN 7713 NINNX NIDNN ,NINNKY? NNEY? DX IR ,Nj71'7 ANX DX
:NPI7 NNX DX TN .ARNY

NIDNNY 72pn2 NNE'7 NP7 TN .NIP'YON 7Y NIFTTA NIYOSWN NIFMY NI7I7Y NINNR Nim'ion NISINNY71 N7
QN1 NniRe S mntwa 7937 a1 198 NIvswn 1an a1y npar7, (DTOX'DIR 7710) Niy'ann niyswin Ni7ya nin‘ion
7 apma nnp' NP7 nTNa NItV 0219V 1152 AT, NMRY'  NIINNN0oN NNXIY

D'AND I12'Y7 NOINN -|ITI'Of7IX

NTIN2 719'07 NOINN -DROTXIT7

21IN1DIR

M nyan% ni217a oy g 107 |na



