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Sehr geehrte Damen und Herren,

Bitte beachten Sie die Coordination Group for Mutual Recognition and Decentralised Procedures -
Human (CMDh) Minutes for the meeting on 9-11 December 2025 im Anhang.

Bei Unklarheiten beziiglich der Implementierung oder wenn die Anderungen bereits aufgenommen
worden sind, kontaktieren Sie uns bitte per E-Mail (pv-implementation@basg.gv.at).

Beachten Sie auch die aktuellen sicherheitsrelevanten Anderungen der Produktinformation unter:
www.basg.gv.at/fuer-unternehmen/pharmakovigilanz/mustertexte
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In der Begriindung ist ,PHV-Issue: , Ciprofloxacin (iv, oral); Moxifloxacin (iv, oral)™ sowie die

Geschaftszahl (PHV-105406349-A-260414-EUIM) anzugeben.

Mit freundlichen GriiBen
Fir das Bundesamt

Ing. Veronika Heimlich BSc

Bundesamt fir Sicherheit im Gesundheitswesen
Traisengasse 5 | 1200 Wien | OSTERREICH | www.basg.gv.at




Auszug aus den Coordination Group for Mutual Recognition and Decentralised
Procedures - Human (CMDh) Minutes for the meeting on 9-11 December 2025

6.6.4.

Ciprofloxacin intravenous and oral use; moxifloxacin intravenous and oral use
(FR/H/xxxx/WS/485) / FR

The PRAC advice on ciprofloxacin intravenous and oral use; moxifloxacin intravenous and oral
use (FR/H/xxxx/WS/485) was presented as part of the PRAC report.

PRAC agreed that the update of the PI wording is applicable to all ciprofloxacin containing
products (oral and IV formulations) and to all moxifloxacin containing products (oral and IV
formulations) (new text underlined and in bold):

SmPC
4.4

[...]

Hypersensitivity

Hypersensitivity and allergic reactions, including anaphylaxis and anaphylactoid reactions,
may occur following a single dose (see section 4.8) and may be life-threatening. If such
reaction occurs, [Invented name] should be discontinued and an adequate medical treatment
is required.

Cardiovascular and cerebrovascular effects

Cases of Kounis syndrome have been reported in patients treated with [Invented
name] (see section 4.8). Kounis syndrome has been defined as cardiovascular

symptoms secondary to an allergic or hypersensitive reaction associated with
constriction of coronary arteries and potentially leading to myocardial infarction.

4.8
SOC Cardiac disorders

Not known: Kounis syndrome

PL
Section 2

[...]

While taking this medicine

Tell your doctor immediately, if any of the following occurs while taking [Invented name].
Your doctor will decide whether treatment with [Invented name] needs to be stopped.

e Severe, sudden allergic reaction (an anaphylactic reaction/shock, angio-oedema).
Even with the first dose, there is a rare chance that you may experience a severe
allergic reaction with the following symptoms: tightness in the chest, chest pain,



shortness of breath, feeling dizzy, feeling sick or faint, or experience dizziness on

standing. If this happens, stop taking [Invented name] and contact your doctor or
medical emergencies immediately.

Section 4. Possible side effects

Like all medicines, this medicine can cause side effects, although not everybody gets them.

If any of the side effects gets serious, or if you notice any side effects not listed in this
leaflet, tell your doctor or pharmacist.

If you notice any of the following, stop taking [Invented name] and contact your doctor
straight away or go to the nearest hospital emergency department:

[...]

Not known (frequency cannot be estimated from the available data)
[...]

Chest pain, which can be a sign of a potentially serious allergic reaction
called Kounis syndrome.

These are very serious side-effects requiring immediate attention which are potentially life
threatening.

Heimlich Veronika
am 14.4.2026
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Informationen zur Prifung der elektronischen Signatur und des Ausdrucks finden Sie
unter http://www.basg.gv.at/amtssignatur.

QUNDESA,

@5 ' Bundesamt fiir Sicherheit im Gesundheitswesen
AMTSSIGNATUR Traisengasse 5, 1200 Wien




		2026-04-14T12:38:04+0200
	Informationen zur PrÃ¼fung finden Sie unter http://www.signaturpruefung.gv.at




