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Withdrawal symptoms

After discontinuation of short-term
and long-term treatment with
pregabalin withdrawal symptoms
have been observed in some
patients. The following events have
been mentioned: insomnia,
headache, nausea, anxiety,
diarrhea, flu syndrome,
nervousness, depression, pain,
convulsion, hyperhidrosis and
dizziness, suggestive of physical
dependence. The patient should be
informed about this at the start of
the treatment.

Convulsions, including status
epilepticus and grand mal
convulsions, may occur during
pregabalin use or shortly after
discontinuing pregabalin.

Concerning discontinuation of long-
term treatment of pregabalin, data
suggest that the incidence and
severity of withdrawal symptoms
may be dose-related.

Reduced lower gastrointestinal tract
function

There are post-marketing reports of
events related to reduced lower

After discontinuation of short-term
and long-term treatment with
pregabalin withdrawal symptoms
have been observed in some
patients. The following events have
been mentioned: insomnia,
headache, nausea, anxiety,
hyperhidrosis and diarrhea.

Special Warnings
and Special
Precautions for Use




gastrointestinal tract function (e.g.,
intestinal obstruction, paralytic
ileus, constipation) when pregabalin
was co-administered with
medications that have the potential
to produce constipation, such as
opioid analgesics. When pregabalin
and opioids will be used in
combination, measures to prevent
constipation may be considered
(especially in female patients and
elderly).

Misuse, abuse potential or
dependence

Cases of misuse, abuse and
dependence have been reported.
Caution should be exercised in
patients with a history of substance
abuse and the patient should be
monitored for symptoms of
pregabalin misuse, abuse or
dependence (development of
tolerance, dose escalation, drug
seeking behaviour have been
reported).

Encephalopathy

Cases of encephalopathy have
been reported, mostly in patients
with underlying conditions that may
precipitate encephalopathy.

N/A ( appears in the warnings chapter-
detailed above)

There are post-marketing reports of
events related to reduced lower
gastrointestinal tract function (e.g.,
intestinal obstruction, paralytic
ileus, constipation) when pregabalin
was co-administered with
medications that have the potential
to produce constipation, such as
opioid analgesics.

Interaction with
Other Medicaments
and Other Forms of

Interaction

Frequencies updated :
Nasopharyngitis- common
Neutropenia- uncommon
Angioedema, allergic reaction- rare
elevated mood, aggression —
uncommon

headache- very common

amnesia, hypoaesthesia- common
loss of consciousness,

mental impairment,

malaise- uncommon

convulsions- rare

Peripheral vision loss, eye irritation
-uncommon

Vision loss, keratitis- rare

sinus bradycardia, congestive heart
failure- uncommon

QT prolongation - rare

nasal congestion, epistaxis, rhinitis,
snoring- uncommon

Nasopharyngitis- uncommon.
Neutropenia- rare

Hypersensitivity

elevated mood-rare

aggression

headache- common

amnesia, hypoaesthesia-
uncommon

loss of consciousness

mental impairment

malaise

convulsions

Peripheral vision loss, eye irritation-
rare

Vision loss, keratitis

sinus bradycardia-rare

congestive heart failure

QT prolongation

nasal congestion, epistaxis, rhinitis,
shoring- rare

Undesirable effects




Pulmonary oedema - rare

Nausea, diarrhoea, abdominal
distension — common
swollen tongue - rare

urticaria, pruritus — uncommon
Stevens Johnson syndrome- rare
Muscle cramp, arthralgia, back
pain, pain in limb, cervical spasm-
common

neck pain- uncommon

urinary retention- rare
dysmenorrhoea, breast pain -
uncommon

gynaecomastia- rare

fall, feeling abnormal- common
Generalized oedema, face oedema ,
pyrexia- uncommon

blood glucose increased,

blood creatinine increased, blood
potassium decreased, weight
decreased- uncommon

Pulmonary oedema

Nausea, diarrhoea

abdominal distension- uncommon
swollen tongue

urticaria- rare

pruritus

Muscle cramp, arthralgia, back
pain, pain in limb- uncommon
cervical spasm- rare

neck pain- rare

urinary retention

dysmenorrhoea, breast pain - rare
gynaecomastia

fall, feeling abnormal- uncommon
Generalized oedema, pyrexia -rare
face oedema

blood glucose increased,

blood creatinine increased, blood
potassium decreased, weight
decreased- rare

In rare occasions, cases of coma have
been reported.

Overdose
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LYRICA 200 MG  133.03.31190
LYRICA 225 MG 148.19.33471
LYRICA 300 MG 133.04.31191
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