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Mesalazine (5-aminosalicylic acid) :72wa a17n
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For the treatment of acute episodes and the maintenance of remission of ulcerative colitis.

:1202 D'LIIAN ,NINNA D'IINN AN '3 VY 0117V] D' NIVAYNN D' 1'wn
:NNINN NIMIY NIAIANY VA1 DNATR NA0IN

:NaNY |17201

Severe cutaneous adverse reactions

Severe cutaneous adverse reactions (SCARs), including Stevens-Johnson syndrome (SJS) and toxic
epidermal necrolysis (TEN), have been reported in association with mesalazine treatment.
Mesalazine should be discontinued, at the first appearance of signs and symptoms of severe skin
reactions, such as skin rash, mucosal lesions, or any other sign of hypersensitivity.

:[22¥7 17V
2V QI7'0 IN MINN NNV NN NNN'TA 0YA 'N ;0N X917 190 (1220021) n9NN1A 219'0N N72NNN 197 e

.(780x972 2'wan NINN) TR?01 NI7'aNN NI9NNA WIin'Y INN? 0192 0212 IX/1 NINIEY 11vin

toxic epidermal ) ©'T'2N{71 2071 T'ax P'OPILI |1021'A-D1A'DO NANON 7712 NNINN NN NIABN INNT ©
'N2N NNK OX X917 T'N D291 NN wANWNY? poan .|'TIN?0n2 219107 nniwpn ,(necrolysis
] ] Y
("'~ nivam' 4 o NN 02'N0NN BNYY) .NPR NNIMN NIMIY NIARNA

NNINND NIMIVA NIARNY 'R0 NIVAIN 9'Vo1 NioN'Nin
NVIT N7 NINAwA Xan'? jiva

Stevens-Johnson syndrome (SJS), toxic epidermal necrolysis (TEN).

Severe cutaneous adverse reactions (SCARs), including Stevens-Johnson syndrome (SJS) and toxic
epidermal necrolysis (TEN), have been reported in association with mesalazine treatment (see
section 4.4).
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