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5.8 Peripheral Neuropathy
Cases of sensory or sensorimotor axonal

polyneuropathy affecting small and/or large axons
resulting in paresthesias, hypoesthesias,
dysesthesias and weakness have been reported in
patients receiving fluoroquinolones guinelenes

[see-Adverse Reactions {62}

including Megaxin IV/Megaxin Tablets .

Symptoms may occur soon after initiation of Megaxin
IV/Megaxin Tablets and may be irreversible.Megaxin
IV/Megaxin Tablets should be discontinued
immediately if the Patient experiences symptoms of
peripheral neuropathy including pain, burning,
tingling, numbness, and/or weakness or other
alterations of sensation including light touch, pain,
temperature, position sense, and vibratory sensation
[see Adverse Reactions (6.2, 6.4).

Peripheral Neuropathy
Rare cases of sensory or

Sensorimotor axonal polyneuropathy
affecting small and/or large axons
resulting in paresthesias,
hypoesthesias, dysesthesias and
weakness have been reported in
patients receiving quinolones

[see Adverse Reactions (6.2)].

WARNINGS AND
PRECAUTIONS

6.1 Serious and Otherwise Important Adverse Reactions

e Peripheral Neuropathy that may be irreversible
[see Warnings and Precautions (5.8)]

Table 4: Postmarketing Reports of Adverse Drug
Reactions

Ear and Labyrinth Disorders: Hearing impairment,
including deafness (reversible in majority of cases)

Serious and Otherwise Important Advers|
Reactions

e Peripheral Neuropathy [see
Warnings and Precautions (5.8)]

Adverse

Reaction




Eye Disorders: Vision loss (especially in the course
of CNS reactions, transient in majority of cases)

Nervous system disorder:

Altered coordination

Abnormal gait

[see Warnings and Precautions (5.8)]

Myasthenia gravis (exacerbation of)

[see Warnings and Precautions (5.2)]

Muscle weakness

Peripheral neuropathy, that may be irreversible
polyneuropathy [see Warnings and Precautions (5.8)]

Psychiatric Disorders: Psychotic reaction (very
rarely culminating in self endangering-injurious
behavior, such as suicidal ideation/thoughts or
suicide attempts [see Warnings and Precautions

(5.6)]

Nervous System Disorders

Altered coordination

Abnormal gait

[see Warnings and Precautions (5.8)]
Myasthenia gravis (exacerbation of)
[see Warnings and Precautions (5.2)]

Psychiatric Disorders:
Psychotic reaction (very rarely
Culminating in self-endangering
behavior)
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