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Copaxone 20 mg/ ml Solution for injection
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Contains: Glatiramer acetate 20 mg
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Copaxone 40 mg/ml is indicated for reducing the frequency of relapses in patients with relapsing
remitting multiple sclerosis.
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4.4 Special warnings and precautions for use

Rare cases of severe liver injury have been observed (including hepatitis with jaundice, liver
failure, and in isolated cases liver transplantation). Liver injury occurred from days to years
after initiating treatment with Copaxone. Most instances of severe liver injury resolved with
discontinuation of treatment. In some cases, these reactions have occurred in the presence of
excessive alcohol consumption, existing or history of liver injury and use of other potentially
hepatotoxic medication. Patients should be regularly monitored for signs of hepatic injury
and instructed to seek immediate medical attention in case of symptoms of liver injury. In
case of clinically significant liver injury, discontinuation of Copaxone should be considered.

4.6 Fertility, pregnancy and lactation

Breastfeeding




The physico-chemical properties and low oral absorption suggest that exposure of
newborns/infants to glatiramer acetate via human breast milk is negligible. A non-
interventional retrospective study in 60 breastfed infants of mothers exposed to glatiramer
acetate compared to 60 breastfed infants of mothers not exposed to any disease modifying
therapy and limited post-marketing human data showed no negative effects of glatiramer
acetate.
Copaxone can be used during breast-feeding.

4.8 Undesirable effects

System Organ Very Common Common Uncommon Rare Not known (cannot
Class (SOC) (=1/10) (>1/100 to <1/10) (=1/1,000 to (21/10,000 to be estimated from
<1/1,00) <1/1,000) the available data)
Hepatobiliary Liver Function Test Cholelithiasis, Toxic
disorders Abnormal Hepatomegaly he_:patms, Hepatic
e failure#
injury

# Few cases were reported with liver transplantation
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