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Dosage Form: Film-coated tablets
Composition: Doravirine 100 mg
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Pifeltro is indicated, in combination with other antiretroviral medicinal products, for the treatment of adults infected with
HIV-1 without past or present evidence of viral resistance to doravirine.
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CLINICAL PARTICULARS
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4 Special warnings and precautions for use

L]

Severe cutaneous adverse reactions (SCARS)

Severe cutaneous adverse reactions (SCARS), including Stevens-Johnson syndrome (SJS)/toxic epidermal necrolysis
(TEN), have been reported during the postmarketing experience with doravirine-containing regimens (see section 4.8).
At the time of prescription, patients should be advised of the signs and symptoms and monitored closely for skin
reactions. If signs and symptoms suggestive of these reactions appear, doravirine-containing regimens should be
withdrawn immediately and an alternative treatment considered (as appropriate). Clinical status should be closely
monitored, and appropriate therapy should be initiated. If the patient has developed a serious reaction such as TEN,
with the use of doravirine-containing regimens, treatment with doravirine-containing regimens must not be restarted in
this patient at any time.
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4.8 Undesirable effects
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Frequency Adverse reactions

[.]

Skin and subcutaneous tissue disorders

Not known toxic epidermal necrolysis

[.]

Description of selected adverse reactions

[.]

Severe cutaneous adverse reactions (SCARS)

Severe cutaneous adverse reactions (SCARSs), such as toxic epidermal necrolysis (TEN), have been reported in
association with doravirine-containing treatment regimens (see section 4.4).
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.n"ya a71an nnan 'y nyaim Pifeltro 100 mg film-coated tablets
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