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Each Salazopyrin uncoated tablet for oral administration contains 500 mg of sulfasalazine.

Each Salazopyrin EN coated gastro-resistant tablet for oral administration contains 500 mg of
sulfasalazine.
DNMND

Salazopyrin : Treatment of ulcerative colitis and Crohn’s disease.

Salazopyrin EN: For active rheumatoid arthritis which is not controlled by antiinflammatory drugs.
Ulcerative colitis, Crohn's disease and Pyoderma gangrenosum.

N9 17va oMY DTV 1Y

4.4. Special warnings and special precautions for use

Serious infections associated with myelosuppression, including sepsis and pneumonia, have been reported.
Patients who develop a new infection while undergoing treatment with sulfasalazine should be monitored
closely. Administration of sulfasalazine should be discontinued if a patient develops a serious infection.
Caution should be exercised when considering the use of sulfasalazine in patients with a history of recurring
or chronic infections or with underlying conditions which may predispose patients to infections.

Complete blood counts, including differential white cell count, and liver function tests, should be performed
before starting sulfasalazine and every second week during the first three months of therapy. During the
second three months, the same tests should be done once monthly and thereafter once every three months,
and as clinically indicated.
Baseline assessment of renal function (including urinalysis) is required to be performed in all patients
initiating treatment with sulfasalazine. For patients with baseline renal impairment, treatment with
sulfasalazine should only be initiated if the benefits are considered to outweigh risk initially-and-ateast

. Thereafter, periodic renal function monitoring ,
especially in the early months of treatment, should be conducted based on clinical judgment taking baseline
renal function into account performed-as-elinieally-indieated. Treatment should be discontinued if renal
function deteriorates. The patient should also be counselled to report immediately with the presence of
clinical signs such as sore throat, fever, pallor, purpura, jaundice, malaise or unexpected non-specific illness
during sulfasalazine treatment, this may indicate myelosuppression, hemolysis, or hepatotoxicity. Treatment
should be stopped immediately while awaiting the results of blood tests. Please see section 4.4 “Interference
with laboratory testing”.

Sulfasalazine should not be given to patients with impaired hepatic errenal function or with blood
dyscrasias, unless the potential benefit outweighs the risk.

Sulfasalazine should be given with caution to patients with severe allergy or bronchial asthma.

Severe hypersensitivity reactions may include internal organ involvement, such as hepatitis, nephritis,
myocarditis, mononucleosis-like syndrome (i.e., pseudomononucleosis), hematological abnormalities
(including hematophagic histiocytosis), and/or pneumonitis including eosinophilic infiltration.




Serious skin reactions, some of them fatal, including exfoliative dermatitis, Stevens-Johnson syndrome, and
toxic epidermal necrolysis, have been reported very rarely in association with the use of sulfasalazine.
Patients appear to be at highest risk for these events early in the course of therapy, the onset of the event
occurring in the majority of cases within the first month of treatment.

Sulfasalazine should be discontinued at the first appearance of skin rash, mucosal lesions, or any other sign
of hypersensitivity.

4.5. Interaction with other medicinal products and other forms of interaction

Several reports of possible interference with measurements, by liquid chromatography, of urinary
normetanephrine causing a false-positive test result have been observed in patients exposed to
sulfasalazine or its metabolite, mesalamine/ mesalazine.

4.7. Effects on ability to drive and use machines

Sulfasalazine has no influence on the ability to drive and use machines.

4.8. Undesirable effects

Specific

The adverse reactions observed during clinical studies conducted with Sulfasalazine have been provided in
a single list below by class and frequency (very common (=1/10); common (=1/100 to < 1/10); uncommon
(=1/1000 to < 1/100) ); rare (1/10000 to <1/1000); very rare (<1/10000); not known (cannot be estimated
from available data)). Where an adverse reaction was seen at different frequencies in clinical studies, it was
assigned to the highest frequency reported.

Additional reactions reported from post-marketing experience are included as frequency Not known (cannot
be estimated from the available data) in the table list below.

MedDRA System Organ Class Frequency Adverse Drug Reaction
Infections and Infestations Not known Aseptic meningitis, Pseudomembranous
colitis
Blood and lymphatic system Common Leukopenia
disorders Uncommon Thrombocytopenia**
Not known Agranulocytosis, Aplastic anaemia,
Hemolytic anaemia, Heinz body anaemia,
Hypoprothrombinaemia, Lymphadenopathy,
Macrocytosis, Megaloblastic anaemia,
Methaemoglobinaemina, Neutropenia,
Pancytopenia, pseudomononucleosis**
Immune system disorders Not known Anaphylaxis*, Polyarteritis nodosa, Serum
sickness
Metabolism and nutrition system Common Loss of appetite
disorders Not known folate deficiency**
Psychiatric disorders Common Insomnia
Uncommon Depression
Not known Hallucinations
Nervous system disorders Common Dizziness, Headache, Taste disorders
Uncommon Convulsions
Not known aseptic meningitis, Ataxia, Encephalopathy,
Peripheral neuropathy, Smell disorders
Ear and labyrinth disorders Common Tinnitus
Uncommon Vertigo
Cardiac disorders Not known Allergic myocarditis**, Cyanosis, Pericarditis
Vascular disorders Uncommon Vasculitis
Not known pallor**




Respiratory, thoracic and
mediastinal disorders

Common Cough
Uncommon Dyspnoea
Not known Fibrosing alveolitis, Eosinophilic infiltration,

Interstitial lung disease® , oropharyngeal
pain**

Gastrointestinal disorders

Very common

Gastric distress, Nausea

Common Abdominal pain, Diarrhea*, Vomiting*,
Stomatitis
Not known Aggravation of ulcerative colitis*,
Pancreatitis, parotitis
Hepatobiliary disorders Uncommon jaundice**
Not known Hepatic failure*, Hepatitis fulminant™,
Hepatitis**, hepatitis cholestatic*,
cholestasis**
Skin and subcutaneous tissue Common Pruritus, purpura**
disorders Uncommon Alopecia, Urticaria
Not known Drug rash with eosinophilia and systemic
symptoms (DRESS) **, Epidermal necrolysis
(Lyell’s syndrome)**, Stevens-Johnson
syndrome**, Exanthema, Exfoliative
dermatitis**, Angioedema*, Toxic
pustuloderma, Lichen planus, Photosensitvity,
Erythema
Musculoskeletal and connective Common Arthralgia
tissue disorders Not known System lupus erythematosus, Sjogren’s
syndrome
Renal and urinary disorders Common Proteinuria
Not known Nephrotic syndrome, Interstitial nephritis,
nephrolithiasis* Hematuria, Crystalluria**
Reproductive system and breast Not known Reversible oligospermia**
disorders
General disorders and Common Fever**
administration site conditions Uncommon Facial edema
Not known Yellow discoloration of skin and body fluids*
Investigations Uncommon Elevation of liver enzymes
Not known Induction of autoantibodies

Frequency categories: Very common >1/10; Common >1/100 to <1/10; Uncommon >1/1000 to <1/100;
Rare >1/10000 to <1/1000; Very rare <1/10000; Not known (cannot be estimated from available data)

* ADR identified post-marketing

** see section 4.4 Special warnings and precautions for use
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5. PHARMACOLOGICAL PROPERTIES

Pharmacotherapeutic group: Aminosalicylic acid and similar agents, ATC code: AO7ECO01
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