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PRO ZVEREJNENI

NASE SP.ZN
SUKLS106803/2013

Sdéleni SUKL ze dne 21.6.2013

VYRIZUJE/LINKA
B.JAKUBIKOVA/906

Statni ustav pro kontrolu lé¢iv informuje:

DATUM
21.6.2013

Statni Ustav pro kontrolu IéCiv na zakladé § 99 odst. 1 pism. a) zakona €. 378/2007 Sb., o léCivech a o
zménach nékterych souvisejicich zakonl (zakon o léCivech), ve znéni pozdéjsich pfedpisl, informuje o
neodkladném opatfeni drzitele rozhodnuti o registraci, spole¢nosti Gedeon Richter Plc, Budapest,

Madarsko, spocivajicim ve stazeni niZze uvedenych Sarzi |éCivého pfipravku:

Kéd SUKL NézevLP Doplnék nézvu |  velikost Sarze | rouzitelnost
baleni do
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T06111A | 062013
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T06714A | 062013
0057525 | MYDOCALM 150 MG | POR TBL FLM | 30X150MG | T09096A | 092013
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T09097A | 092013
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | TOAG47A | 102013
0057525 | MYDOCALM 150 MG | PORTBL FLM | 30X150MG | TOB114A | 112013
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | TOB118A | 112013
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T12039B | 02 2014
0057525 | MYDOCALM 150 MG | PORTBL FLM | 30X150MG | T12040A | 02 2014
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T12355B | 02 2014
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T12356A | 022014
0057525 | MYDOCALM 150 MG | PORTBL FLM | 30X150MG | T12356B | 02 2014
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T12595B | 02 2014
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T13508A | 032014
0057525 | MYDOCALM 150 MG | PORTBL FLM | 30X150MG | T13509C | 03 2014
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T15256A | 052014
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T16028A | 06 2014
0057525 | MYDOCALM 150 MG | PORTBL FLM | 30X150MG | T16873A | 06 2014
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T17251A | 07 2014
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T19549A | 09 2014
0057525 | MYDOCALM 150 MG | POR TBL FLM | 30X150MG | T19693A | 09 2014
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T1B252A | 112014
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T21064A | 012015
0057525 | MYDOCALM 150 MG | PORTBL FLM | 30X150MG | T21065A | 012015
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T22230A | 022015
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T22289A | 022015
0057525 | MYDOCALM 150 MG | POR TBL FLM | 30X150MG | T22290A | 022015
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T23576A | 032015
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T25425A | 052015
0057525 | MYDOCALM 150 MG | PORTBL FLM | 30X150MG | T26118A | 06 2015
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T28046A | 082015
0057525 | MYDOCALM 150 MG | PORTBLFLM | 30X150MG | T28047A | 082015
0057525 | MYDOCALM 150 MG | PORTBL FLM | 30X150MG | T2B389A | 112015
0057525 | MYDOCALM 150 MG | PORTBL FLM | 30X150MG | T2B390A | 112015
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Uvedené Sarze lécivého pripravku se stahuji z arovné zdravotnickych zarizeni z divodu
schvalené zmény v registraci (zména v souhrnu udaji o pfipravku a v pfibalové informaci v disledku
provadéciho rozhodnuti Komise ze dne 21.1.2013 vztahujici se k u€inné latce ,tolperison®).

Plynulost dodavek nebude narusena, protoze je k dispozici nova sarze odpovidajici tdajim a
dokumentaci po provedeni uvedené zmény.

Mgr. Apolena JonaSova
Vedouci sekce dozoru
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