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Copaxone 40 mg/ ml Solution for injection
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Contains: Glatiramer acetate 40 mg
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Copaxone 40 mg/ml is indicated for reducing the frequency of relapses in patients with relapsing
remitting multiple sclerosis.

(PINN VOPVI Y11 MHDNI DITNI MIMIVN MADIN) Ta23 DIPIYN BINITYN BNV YNV VIFr9a

19985 ))oya 0991y

0N NPINY IX X9N7 nITY? W' 719'00 N'7'nN 19%
2'TO [DINA ApYNI NIR'TA YINY IX DNV INKA A7 IR NYOA NI'van 7210 a0 e
(1R Nd>MY 7wa 9710) TAd2 NI'YYan 1aya N710 IX 7210 )30 e

hhhIN[lab]

AP [N NN DX XOINYT 19 AAaa-RA |10 17002 1079172 win'y? 0N X912 Yvin'? 7'
[N N11DNN NX DX IX [N XY NAYIN NX OX

NN /DT Y DY NIwswn 'R I079177Y NIXIN DTN 111 win'yn DIml 7w 72am qpin
.70 170N 1079172 wNnNwnT N1 L171'Y

'xX11? niyoin .4

7202 Niya



teva

N7NYN] NN'NON DN 190N1) N'TAd AP'S0 'R 771D ,Tad] NI'Ya 7Y Nnnn I TAdd Nia
17 W' DX TN [DIXQ KON DY YW 1IXY? W' I079172 WIN'WA NIINY D'N'Y7 wnann? 0'712',(T1ad

N> D'1'NoN
N7'Na e
AN [TAIN e

A1I'N YN ARIXENND YaNd | NY
D'1'V2a Q70 7700 7Y IR YN U nanxn
7'2710%7 NRIWNL NI N D'YNNNNN DI T

: (0791001 10 Y inn 1 1Y 7V NIY'SWn) NINDY =X NIYSIN
NN 07T, MW DRAN X7 DY e
(79101 100 1NN 1 TV 7V NIY'S>YN) NINDY [1'RY X177 NIYOIN

An

NOYYY PYYa 0INOTY

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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