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DATE OF NATURE OF AREA OF
TESTFACILITY INSPECTION STATUS INSPECTION| EXPERTISE REMARKS
ANAD'IA“G’SIIL\"EZ ik 7.2013 ic full 6 Inspected by
organizacni slozka podniku : ASLAB
Chieny 46 9.2014 !c full
517 45 Chleny 9.2016 ic full
9.2018 ic full
BIOPHARM 6.2007 ic full 2,6,9 Inspected by
V_yzkumny ustav 8.2007 ic re-i pharmacokineticc, SUKL/ASLAB
biofarmacie a veterinarnich ' . studies,
16¢iv, a.s. 6.2008 1c fac effectivity studies
Pohofi-Chotoun, 9.2009 ic full
254 49 Jilové u Prahy 6.2011 ic full
5.2013 ic full
6.2015 ic full
2.2016 ic re-i inspection of
reconstructed
facilities
9.2017 ic full
BioTe:st,E.r.o. 5.2007 ic full 2,3,8 Inspected by
Pod Zémkem 279, 10.2007 ic full SUKL/ASLAB
281 25 Konarovice ) f
2.2009 ic full on request o
State Office for
Nuclear Safety
6.2009 ic full
7.2009 ic re-i
4.2010 ic full
10.2010 ic re-1 serious
8.2011 pen full deviations, re-i
3.2012 ic re-i planed
9.2012 ic re-i
rfp
rfp: new name
since 1. 2013
MediTox s.r.o.
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BIOVETA, as. 3.2008 ic full 2,8,9 Inspected by
Komenského 212, ' 12.2009 ic full pharmacokinetic SUKL
683 23 Ivanovice na Hané ) studies,

12.2010 ic full effectivity
3.2013 ic full studies
6.2016 ic full
6.2018 ic full
CEPHA, s.r.o. 9.2007 ic full 8,9 Inspected by
Komenského 19, 10.2010 ic full pharmacokinetic SUKL
323 12 Plzen . studies,
11.2012 Ic full effectivity
1.2016 ic full studies
Chemjla, spol. s r.o. 7.2008 ic full 9 Inspected by
Za Drahou 4386/3 52010 ic full mikrobiological ASLAB
695 01 Hodonin ' . testing of
6.2012 Ic ful! disinfection
10.2012 ic re-i effectivity,
12.2013 ic fac mikrobiological fac: change of
10.9014 ic full testing (?f place of business
. . cosmetic (formely
4.2015 ic re-i Blazkova 5)
11.2016 ic full
9.2017 ic full
EMSF;(L?, sli)ol.;og.o. 10.2007 ic full 4,5 Inspected by
a Skodovkou , . ASLAB
503 11 Hradec Kralové 11.2008 IC full
2.2010 ic full
2.13.2012 ic full
2.2014 ic full
3. 2016 ic full
2.2018 ic full
Fyziologicky ustav AV CR, 12.2016 ic full 2 Inspected by
V.V.i SUKL
Videnska 1083, 142 20 Praha . .
4 1.2018 nic sa e see
notification (April
2018)
2L R.ES[EA:RIC;'( LTD. 11.2011 ic full 9 insecticide, Inspected by
organiza¢ni slozka ; i biocide and ASLAB
Lipova 1789/9 10.2012 !C re- repellent
370 05 Ceské Budgjovice 7.2014 Ic full product efficacy
72015 ic fac testing fac: change of
8. 2016 ic full place of business

4, 9 insecticide,
biocide and
repellent
product efficacy
testing

(formely Na Zlaté
stoce 1619)
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|:Q-€~-, s.r.o. 3.2007 ic full 8,9 Inspected by
Jindfich Plachty 16, 1./4.2009 ic full pharmacokinetic | SUKL/ASLAB
150 00 Praha 5 studies .

12.2009 rfp 4155, | rfp: on request of
effectivity Regulatory
studies Authorities;
deprive of entrée
MediTox s.r.o. 9.2013 ic full 2,3,8 Inspected by
(formely BioTest, s.r.0.) 92014 ic full SUKL/ASLAB
Pod Zamkem 279, ' , sa: on request of
281 25 Konéarovice 11.2015 Ic sa ' qECHA
9./10.2016 ic full . tion of
. . inspection o
4.2017 !c re—! QAP
10.2017 ic re-i inspection of
reconstructed
facilities
8.2018 ic full
PHARMAKL, S.r.o. 1.2008 ic full 8,9 Inspected by
Slovenska 993/9 1.2008 ic full pharmacokinetic SUKL
120 00 Praha 2 ' . studies,
- 3.2012 !c full effectivity
Test facility: 4.2015 ic full studies
Seydlerova 2451 8.2017 ic full
158 00 Praha 13
PLIVA - Lachema as. 6.2009 ic full 8 Inspected by
Karasek 1/176, 32011 f SUKL
621 33 Brno — Reckovice ' P rfp: termination of
GLP activities
notified by test
facility (4.2011)
PRO.MED.CS Praha, a.s. 11.2007 ic fac 2,8,9 Inspected by
Telcska 1, 12.2010 ic full pharmacokinetic SUKL
140 00 Praha 4 studies,
12.2013 rfp effectivity | 'fP: termination of
studies GLP activities
notified by test
facility (12.2013)
Quivntq Analytica, s.r.o. 6./10. 2006 ic full 8,9 Inspected by
Prazska 1486/18c 1.2010 ic full pharmacokinetic SUKL
102 00 Praha 10 ' . studies,
7.2012 !C full effectivity
1.2016 ic full studies
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TEST FACILITY INSPECTION STATUS INSPECTION| EXPERTISE REMARKS
Ratiochem, s.r.o. 6.2008 ic full Inspected by
rfp: termination
of GLP activities
notified by test
facility
Stitni zdravotni tistay 10.2015 ic full 1,2 Inspected by
Srobarova 48 10.2016 ic full (in vitro) ASLAB
100 42 Praha 10 52018 ic full
Te_zvkvro, ;pol. Sr.0. 2.2014 ic full 6 Inspected by
lenova 2/484, 140 00 Praha 52016 ic full SUKL
6.2018 ic full
Test facility:
Provoz Nova Dédina
783 91 Unicov
UJV Rez, as. 4.16.2009 ic full 8,9 Inspected by
Hlavni 130, Rez, 250 68 10.2012 ic full pharmacokinetic SUKL
Husinec ' _ studies. | Ifp: termination
1.2015 ic full i | of GLP activities
effectivity | OT GLF
11.2016 rfp studies notified by test
facility
Vyzkl!mn')" ustav , 8.2008 ic fac 1-5,8 Inspected by
organickych syntcz, a.s. 9.2008 ic full 16,8 | SUKL/ASLAB
Rybitvi &.p. 296 12,2008 ic re-i 7 re-i: more minor
533 54 Rybitvi ' - iati
g 11.2010 ic full deviations
11.2012 ic full
12.2014 ic full _ ¢
7.2016 ic sa sa.on rqu%StH‘L
11.2016 ic full
7.2018 !C sa sa: on request of
10./11.2018 ic full EFSA




