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Prijato na zasedani vyboru PRAC konaném ve dnech 9.-12. brezna 2020

Doplnéni informaci o pfipravku v tomto dokumentu je vyfnatkem z dokumentu nazvaného ,Doporuceni
vyboru PRAC k signalim®, jenz obsahuje celé znéni doporuéeni vyboru PRAC k aktualizaci informaci

o pripravku a nékteré obecné pokyny, jak se signaly zachazet. Dokument Ize nalézt zde (pouze v
anglicting).

Text, o ktery se maji informace o pripravku doplnit, je podtrzeny. Stavajici text, ktery ma byt
vypustén, je pfesSkrtauty.

Thiazid, thiazidova diuretika a kombinace® - choroidalni
efuze? (EPITT &. 19468)

Souhrn adaji o pFipravku

4.4. Zvlastni upozornéni a opatfeni pro pouziti

Choroidalni efuze’, akutni myopie a sekundarni glaukom s uzavifenym Ghlemég:

Sulfonamidy nebo Iéky s derivaty sulfonamidi mohou zpUsobit idiosynkratickou reakci vedouci
k choroidalni efuzi’ s defektem zorného pole, prechodné myopii a akutnimu glaukomu s uzavienym

Uhlemé. [...]

1 Expected publication date. The actual publication date can be checked on the webpage dedicated to PRAC
recommendations on safety signals.

2 A footnote was deleted on 8 April 2020 for the signal on thiazide and thiazide-like diuretics (see page 4).

3 A minor edit was implemented in the product information of the signal on thiazide and thiazide-like diuretics on 5 June
2020 (see page 4).

4 The Czech translation of “choroidal effusion” was amended on 10 June 2020. Another minor edit was also implemented in
the Czech translation of the same signal.

¢ The footnote listing some of the active substances and combinations was deleted on 8 April 2020.

7 ,Efuze cévnatky" was replaced by ,choroidalni efuze" on 10 June 2020.

8 ,se zavienym Uhlem" was replaced by ,s uzavfenym thlem" on 10 June 2020.

2 Minor edit implemented on 5 June 2020 to align the translation with the update of the English original text.
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4.8. Nezadouci ucinky
U pripravkl obsahuijicich hydrochlorothiazid, chlortalidon a indapamid:

Poruchy oka: choroidalni efuze’ (frekvence ,neni zndmo"“)

U pFipravk{ obsahujicich bendroflumethiazid, cikletanin, klopamid, cyklopenthiazid, hydroflumethiazid,
metipamid, metolazon, xipamid (choroidalni efuze’ nebyla dosud hlasena, ale je povazovana za Ucinek
této tiidy |é&ivych pFipravkd):

c. Popis vybranych neZdoucich G&inka:

Po pouzivani thiazidu nebo thiazidovych diuretik byly hlaseny pfipady choroidalni efuze’ s

defektem zorného pole.

Pribalova informace
2. Cemu musite vénovat pozornost, nez zac¢nete ptipravek [nézev pripravku] pouzivat
Upozornéni a opatieni

Pfed pouzitim pfipravku [nazev pfipravku] se poradte se svym lékafem, lékarnikem nebo zdravotni
sestrou.

Pokud se u Vas objevilo snizeni vidéni nebo bolest oka. Mize se jednat o pfiznaky prosaknuti cévnatky
nebo o zvyseny tlak v oku a miZe k nému dojit b&hem hodin aZ tydn(® po pouZiti pfipravku [nazev
pripravku]. [...]

4. Mozné nezadouci ucinky

Snizeni vidéni nebo bolest o¢i z divodu vysokého tlaku (mozné pfiznaky prosaknuti cévnatky
(choroidélni efuze”) nebo akutniho glaukomu s uzavienym Uhlem?® (zeleny zakal).

6 The footnote listing some of the active substances and combinations was deleted on 8 April 2020.

7 ,Efuze cévnatky" was replaced by ,choroidalni efuze" on 10 June 2020.

8 ,se zavifenym Uhlem" was replaced by ,s uzavienym Ghlem" on 10 June 2020.

9 Minor edit implemented on 5 June 2020 to align the translation with the update of the English original text.
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