Antidepresiva a riziko persistujici plicni hypertenze novorozencu
SOUHRN UDAJU O PRIPRAVKU

4.6 Téhotenstvi a kojeni (pro vSechna SSRI)

Epidemiologické udaje naznacuji, ze uzivani SSRI béhem téhotenstvi, zvlasté v jeho pozdnim
stadiu, miize zvysit riziko vzniku perzistujici plicni hypertenze novorozencii (PPHN). Zjisténé
riziko je priblizné 5 pfipadii na 1000 téhotenstvi. V bézné populaci se objevuji 1 az 2 ptipady
PPHN na 1000 téhotenstvi.

4.6 Téhotenstvi a kojeni (pro venlafaxin)

Epidemiologické tidaje naznacuji, Zze uzivani SSRI b&hem téhotenstvi, zvlasté v jeho pozdnim
stadiu, miize zvysit riziko vzniku perzistujici plicni hypertenze novorozenci (PPHN). Ackoliv
nebyly provedeny studie zkoumayjici souvislost mezi 1écbou SNRI a rizikem vzniku PPHN, nelze
vzhledem k podobnému mechanizmu uc¢inku (inhibice zpétného vychytavani serotoninu) riziko
vzniku PPHN vyloucit.

4.6 Téhotenstvi a kojeni (pro mirtazapin)

Epidemiologické tidaje naznacuji, ze uzivani SSRI béhem téhotenstvi, zvlasté v jeho pozdnim
stadiu, mize zvysit riziko vzniku perzistujici plicni hypertenze novorozenci (PPHN). Ackoliv
nebyly provedeny studie zkoumajici souvislost mezi 1€écbou mirtazapinem a rizikem vzniku
PPHN, nelze vzhledem k podobnému mechanizmu tc¢inku (zvyseni koncentrace serotoninu)
riziko vzniku PPHN vyloudit.

PRIBALOVA INFORMACE
Téhotenstvi a kojeni

Pro vSechna SSRI:

Ubezpecte se, ze Vas gynekolog (popf. i porodni asistentka) vi, ze uzivate <Nazev piipravku>.
Uzivani latek podobnych <Nazev piipravku> béhem tehotenstvi, zvlasté v poslednich 3 mésicich,
muze u déti zvysit riziko vyskytu zadvazného zdravotniho stavu, tzv. perzistujici plicni hypertenze
novorozencu, ktery se projevuje zrychlenym dychanim a promodranim. Tyto pfiznaky se obvykle
projevi béhem prvnich 24 hodin po porodu. Pokud tyto ptiznaky zpozorujete u svého ditéte,
okamzité¢ kontaktujte détského Iékare.

Pro venlafaxin a mirtazapin:

Ubezpecte se, ze Vas gynekolog (popt. 1 porodni asistentka) vi, ze uzivate <Nazev piipravku>.
Uzivani podobnych latek (tzv. SSRI) béhem téhotenstvi mize u déti zvysit riziko vyskytu
zavazného zdravotniho stavu, tzv. perzistujici plicni hypertenze novorozenct, ktery se projevuje
zrychlenym dychanim a promodranim ktize. Tyto pfiznaky se obvykle projevi béhem prvnich 24
hodin po porodu. Pokud tyto ptiznaky zpozorujete u svého ditéte, okamzité kontaktujte détského
1¢kare.




Pro potteby drziteli rozhodnuti o registraci:

SUMMARY OF PRODUCT CHARACTERISTICS

Section 4.6 for all SSRIs

Epidemiological data have suggested that the use of SSRIs in pregnancy, particular in late
pregnancy, may increase the risk of persistent pulmonary hypertension in the newborn
(PPHN). The observed risk was approximately 5 cases per 1000 pregnancies. In the general
population 1 to 2 cases of PPHN per 1000 pregnancies occur.

Section 4.6 for venlafaxine

Epidemiological data have suggested that the use of SSRIs in pregnancy, particularly in late
pregnancy, may increase the risk of persistent pulmonary hypertension in the newborn
(PPHN). Although no studies have investigated an association of PPHN to SNRI treatment,
this potential risk cannot be ruled out with <TRADENAME/SUBST ANCE> taking into
account the related mechanism of action (inhibition of the re-uptake of serotonin).

Section 4.6 for mirtazapine

Epidemiological data have suggested that the use of SSRIs in pregnancy, particularly in late
pregnancy, may increase the risk of persistent pulmonary hypertension in the newborn
(PPHN). Although no studies have investigated the association of PPHN to mirtazapine
treatment, this potential risk cannot be ruled out taking into account the related mechanism of
action (increase in serotonin concentrations).

PACKAGE LEAFLET

Section 2 for all SSRIs — subsection pregnancy and breast-feeding

Make sure your midwife and/or doctor know you are on <TRADENAME>.When taken
during pregnancy, particularly in the last 3 months of pregnancy, medicines like
<TRADENAME> may increase the risk of a serious condition in babies, called persistent
pulmonary hypertension of the newbom (PPHN), making the baby breathe faster and appear
bluish. These symptoms usually begin during the first 24 hours after the baby is born. If this
happens to your baby you should contact your midwife and/or doctor immediately.

Section 2 for venlafaxine and mirtazapine — subsection pregnancy and breast-feeding
Make sure your midwife and/or doctor knows you are on <TRADENAME>. When taken
during pregnancy, similar drugs (SSRIs) may increase the risk of a serious condition in babies,
called persistent pulmonary hypertension of the newborn (PPHN), making the baby breathe
faster and appear bluish. These symptoms usually begin during the first 24 hours after the
baby is bom. If this happens to your baby you should contact your midwife and/or doctor
immediately.





