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PHV-issue: Paracetamol

Sehr geehrte Damen und Herren,

Nach der Fertigstellung des Paracetamol (i.v.-Formulierung)-PSUSAs (PSUSA/00002311/201805) kam
das CMDh zu dem Schluss, dass Ergebnisse aus dem PSUR Assessment fiir alle Arzneimittel, die

Paracetamol enthalten relevant sind.

(Siehe auch CMDh Press release meeting held on 10-12 December 2018: http://www.hma.eu/249.html)
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/psusa_search.jsp&mid=WC0b01ac0580902b8d
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/psusa_search.jsp&mid=WC0b01ac0580902b8d

Auszug aus dem Report from the CMDh meeting held on 10-12 December 2018

Medicinal products containing paracetamol

During the assessment of the PSUSA on paracetamol (IV formulation), the PRAC noted that the
sentence “Prospective data on pregnancies exposed to overdoses did not show an increase in
malformation risk” is also included in the SmPC of other formulations/presentations of paracetamol
medicinal products. The PRAC considered that the update of section 4.6 of the SmPC to delete a
mention regarding pregnancies exposed to overdose of paracetamol is warranted for all paracetamol
medicinal products (not restricted to the IV formulation), including products containing paracetamol in
combination with other active substance(s).

Valid for all paracetamol containing medicinal products (including combination products)




Auszug aus dem Anhang II des PSUSAs (PSUSA/00002311/201805)

In die entsprechenden Abschnitte der Produktinformation aufzunehmende Anderungen
(neuer Text ist unterstrichen und fett, geldschter Text ist gdurehgestrichen)

Zusammenfassung der Merkmale des Arzneimittels

- Abschnitt 4.6
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