FERRING

PHARMACEUTICALS

2021980
/722 /NPT /N9

Y NOYIDY 198D DMNDY YD TRYTD NANY DI N
AYTIN 919007 XYNA DXPWOHN DIWAIY NPONNN 93INY OXNNA NOTY Pentasa enema 0> »won
12019 92087 PITY — DMIPIVN DMIMIN DIPYIN DY DINDY NITYD (MINPIV)

:9YON OV
Pentasa enema
:999 9N
Each 100 ml of Pentasa enema contain

Mesalazine 1lg
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Ulcerative colitis. Crohn’s disease
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Patients with a history of adverse drug reactions to preparations containing 4.4 Special
sulphasalazine (risk of allergy to salicylates) should be kept under close warnings and
medical surveillance on commencement of a course of treatment with precautions for
PENTASA. Severe cutaneous adverse reactions, including Stevens-Johnson use

syndrome (SJS) and toxic epidermal necrolysis (TEN), have been reported in
association with mesalazine treatment. Should PENTASA cause acute
intolerance reactions such as abdominal cramps, acute abdominal pain, fever
and severe headache and/or the first appearance of signs and symptoms of
severe skin reactions, such as skin rash, mucosal lesions, or any other signs of
hypersensitivity, the treatment should be discontinued immediately.

Severe cutaneous adverse reactions, including Stevens-Johnson 4.8 Undesirable
syndrome (SJS) and toxic epidermal necrolysis (TEN), have been effects
reported in association with mesalazine treatment (see section 4.4).
Following rectal administration local reactions such as pruritis, rectal
discomfort and urge may occur.
Frequency of adverse effects, based on clinical trials and reports from post-
marketing surveillance
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Skin and subcutaneous tissue disorders. Not known (cannot be estimated from
the available data). Stevens-Johnson Syndrome (SJS)/Toxic epidermal
necrolysis (TEN)

199%Y 1ova

No7Y5 )

10

:NNIN DX X917 190 N9NNA 71900 19 WA
NI T NNNNNAYA N0 IR7A1I0 e =5y 02

JN9IMTX 12D 0200 NI7'WO 7V y'own? Ni77yn NIDINN 7011 e
J'TX709710 NRO7IN N9NNT7 NAN7XN DYD 'NN710 e
.NANOX TNI'NA ,NIXNA N'YAN 7110 e
NI'NIS7Y 1Y q17'7 178N Y'9IN IX NINN N'IY N9 DYS 'K NNN'D e
.J'T70n N'7'01 ANK7 N9 DAY IN/I
toxic ,Stevens-Johnson niamon 771> ,nNmn NIy Nian
TNX OX .|'T701n N7'01 7w WwEna INNT epidermal necrolysis
Y'9In 4 7191 DIRINNN 17X 11D DNIMN NN NIRRAN W 0'2'MoNn
T K97 D191 NDINNN N7'0] NX 709N - 7¥X

7w DN x9N T NS N9NNA YIN'YA NX j7'09a Ur nYsIn

DY QN7 ,0'72Y IN DI0A "NAT ,0MOIM X7 ,910 72V D'TNTR D) e IR
.D"WI ' MR LK LVI7 N9 DD IYD 7Y i ,TOna NNIshY
NYSY "NT MINON IX DIN NK? Y'9107 0'712' 178 NNmMN NIYoIn

AP AAR P LITVIRT IR DI0ID? MW D2IDTIWNAT DOV

70w 2177 ,1" Y2 DYPIMIREATD A1ID NN W SYaR 010 MY mwR pmva 2a11hvn IR 72p% ax nl
0P 8

;79122
VINT NN

MR 79X Nman
7"y 07PPWINEDID 37D



	4.4 Special warnings and precautions for use
	4.8 Undesirable effects

