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PHV-issue: Amlodipin

Sehr geehrte Damen und Herren,

Nach der Fertigstellung des Amlodipin-PSUSAs (PSUSA/00000174/201703) kam das CMDh zu
dem Schluss, dass Ergebnisse aus dem PSUR Assessment flir alle Kombinationsarzneimittel,
die den Wirkstoff Amlodipin enthalten relevant sind. (Siehe auch CMDh Press release vom 09.-11.
Oktober 2017: |http://www.hma.eu/249.html)

Im CMDh Press release vom 22.-24. Janner 2018 kommt es zu folgender Korrektur: Auch die
Aktualisierung von Abschnitt 4.8 in Bezug auf TEN ist in die Produktinformationen aller
Kombinationsarzneimittel, die den Wirkstoff Amlodipin enthalten zu implementieren.
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Auszug aus dem "Report from the CMDh meeting held on 22-24 January 2018"

Fixed dose combination products containing amlodipine

In the press release of the October 2017 CMDh meeting, following the adoption of the CMDh position for
the PSUSA on amlodipine, the CMDh published a request to MAHs of fixed dose combination products
containing amlopidine to include the following risks, which have been identified in the PSUSA and are
equally applicable to the combination products:

- risk of amlodipine excretion into breast milk

- risk of drug interaction between amlodipine and rifampicin.

Within the PSUSA also an update of section 4.8 of the SmPC to add toxic epidermal necrolysis (TEN) with
a frequency “not known” was identified. The CMDh herewith corrects its previous communication and
requests MAHs of fixed dose combination products to also implement the update of section 4.8 with
regard to TEN. Concerned MAHs are requested to submit the relevant variation within 105 calendar days
from the publication of the CMDh press release in this regard (i.e. by 16 May 2018).



http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/psusa_search.jsp&mid=WC0b01ac0580902b8d
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