Annual overview of test facilities inspected
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Date of preparation overview: 20. 2. 2009
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Current name: ADEXGO Industrial, Commercial and Consulting Ltd. Safety Pharmacology Unit
(ADEXGO Ipari, Kereskedelmi és Szolgaltato Kft. Biztonsagi Farmakoldgiai Egysége)

ADEXGO Industrial, Commercial and Consulting 7-8. 11. _ , 1

Ltd. (H-4225 Debrecen, Hegy u. 4) 2005 ic first 9 -

ADEXGO Industrial, Commercial and Consulting 4 4 Previously the

Ltd. Safety Pharmacology Unit -5. 04. ic full o' name of the office
2007 appeared on the

(H-4032 Debrecen, Nagyerdei Krt. 98)

GLP certificate

Current name: AdWare Research Ltd. (Adware Research Fejleszt§ és Tanacsado Kft.)

AdWare Research Ltd.
(H-8200 Veszprém Hazgyari ut 1.)

10-12. 06.
2008

ic

first

92

Current name: Agicultural Office of County Baranya, Plant Protection and Soil Conservation Directorate, Laboratory for
Pest Diagnosis (Baranya Megyei Mez8gazdasagi Szakigazgatasi Hivatal Névény és Talajvédelmi Igazgatésag, Karosité
Diagnosztikai Laboratérium)

Plant Protection and Soil Conservation Service of 14-15. 04. .
Baranya County, Laboratory for Pest Diagnosis 2004 ic first 6: field -
(H-7634 Pécs, Kodd diilé 1.) phase

26-27. 04. 5

16-17. 05. full 9

21-22. 08.

2006 ic

Agicultural Office of Baranya County, Plant 12-14. 6: field5
Protection and Soil Conservation Directorate, 08.2008 ic full phase 9" | former name

Pest Diagnostic Laboratory
(H-7634 Pécs, Kodo dilé 1.)

until 2008
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4.

Current name: Agicultural Office of County Borsod-Abauj-Zemplén, Plant Protection and Soil Conservation Directorate,
Pestcide Residue Analytical Laboratory (Borsod-Abauj-Zemplén Megyei Mez8gazdasagi Szakigazgatasi Hivatal Novény
és Talajvédelmi lgazgatésag, Novényvédbszermaradék-analitikai Laboratérum)

Plant Health and Soil Conservation Station of . ) 5
Borsod-Abatj-Zemplén County 25.10.1993 ic first 6,9 )
(H-3501 Miskolc Blaskovics Laszl6 u. 24.)

02. 05. 1996 ic full 6, 9°

22.06. 1998 ic full 6, 9°
Plant Health and Soil Conservation Station of .
Borsod-Abatij-Zemplén County 11.12. 2000 ic full 6 former name
(H-3526 Miskolc Blaskovics LaszI6 u. 24.) until 2000
Plant Protec,ti_on and §0|I Conservation Service of 14-15. 04. 2003 ic ful 6
Borsod-Abauj-Zemplén County, former name
Analytical Laboratory until 2003
(H-3526 Miskolc Blaskovics Laszl6 u. 24.)
Plant Protec,t|_on and §0|I Conservation Service of 25.26. 05. 2005 ic full 6:
Borsod-Abauj-Zemplén County, analvtical | former name
Pestcide Residue Analytical Laboratory hgse until 2005
(H-3526 Miskolc Blaskovics LaszI6 u. 24.) P
Agicultural Office of County Borsod-Abadj- . )
Zemplén, Plant Protection and Soil Conservation 3-4.09. 2007 ¢ ful anal6.tical
Directorate, Pestcide Residue Analytical hy former name
(H-3526 Miskolc Blaskovics Laszl6 u. 24.)

5.

Current name: Agicultural Office of County Borsod-Abauj-Zemplén, Plant Protection and Soil Conservation Directorate,
Laboratory for Pest Diagnosis (Borsod-Abauj-Zemplén Megyei Mez6gazdasagi Szakigazgatasi Hivatal Névény és

Talajvédelmi lgazgatésag, Karositdé Diagnosztikai Laboratérum)

Plant Protection and Soil Conservation Service of

Borsod-Abauj-Zemplén County, Laboratory for 22-23.03. 2004 ¢ first 6: field
) g phase -
Pest Diagnosis
(H-3526 Miskolc Blaskovics u. 24.)
Agicultural Office of County Borsod-Abauj- g
Zemplén, Plant Protection and Soil Conservation 28-29.06. 2006 full 6: field former name
; ) : 13-14. 07. 2006 phase ‘
Directorate, Laboratory for Pest Diagnosis 29-30. 01. 2007 ic until 2007

(H-3501 Miskolc Blaskovics u. 24.)

2/25




GLP Test facilities in Hungary 2008

DATE OF NATURE OF AREA OF

TEST FACILITY INSPECTION | STATUS | \NeoecTiON | EXPERTISE | REMARKS

Current name: Agicultural Office of Budapest and Pest County, Plant Protection and Soil Conservation Directorate
Hydrobiological Laboratory (Févarosi- és Pest Megyei Mez6gazdasagi Szakigazgatasi Hivatal Novény és Talajvédelmi
Igazgatésag, Vizélettani Laboratérium)

Agicultural Office of Budapest and Pest County, 11-13 first 4
Plant Protection and Soil Conservation 03 200.8

Directorate, Hydrobiological Laboratory (2100 ' ic B
Go6dolls, Kotlan Sandor u. 3. A. épulet Il. Em.)

7.

Current name: Agicultural Office of County Csongrad , Directorate Plant Protection and Soil Conservation, Pestcide
Residue Analytical Laboratory (Csongrad Megyei Mezégazdasagi Szakigazgatasi Hivatal Novény és Talajvédelmi
Igazgatosag, Novényvédbszermaradék-analitikai Laboratérum)

Plant Health and Conservation Station of
Csongrad County (H-6801 H6dmez&vasarhely,
Rakosi u.102.)

01.07.1998 ic first 6, 9°

Plant Health and Soil Conservation Station of 03. 01. 2001 i full 6
Csongrad County (H-6801 Hédmezdvasarhely, O c u former name
Rarosi it 110.) until 2000

Plant Protection and Soil Conservation Service of 11.03.2003 . ful 6
Csongrad County, Analytical Laboratory e Ic u formgr name
(H-6801 Hodmezdvasarhely, Rardsi ut 110.) until 2003

Plant Protection and Soil Conservation Service of

Csongrad County, Pestcide Residue Analytical 1-2.06.2005 Ic full 6.

analy.tical former name

I1_:1380>ratory (H-6800 Hodmezdbvasarhely, Rarési ut phase until 2005
Agicultural Office of County Csongrad , 23 full 6:
Directorate Plant Protection and Soil 24.08 5007 i u nal Iti |
Conservation, Pestcide Residue Analytical . ¢ analylical | former name
(H-6801 Hodmezévasarhely, Rardési ut 110.)

23-25. full 6:

09.2008 ic analytical -

phase

8.

Current name: Agicultural Office of County Csongrad , Directorate Plant Protection and Soil Conservation, Plant Healt
and Quarantine Laboratory (Csongrad Megyei Mez6gazdasagi Szakigazgatasi Hivatal Névény és Talajvédelmi
Igazgatosag, Novényvédelmi és Karantén Laboratorum)

Plant Protection and Soil Conservation Service of 5-6. 04. 2006 ic first 9°
Csongrad County, Laboratory for Pest Diagnosis
(H-6801 Hodmezévasarhely, Rardési ut 110.)

Agicultural Office of County Csongrad , 21-22.08. 2007 ic full 6: field
Directorate Plant Protection and Soil phase 9°
Conservation, Plant Healt and Quarantine -
Laboratory

(H-6801 Hodmezévasarhely, Rardési ut 110.)
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Current name: Agicultural Office of County Komarom- Esztergom Plant Protection and Soil Conservation Directorate,
Plant Protection Laboratory (Komarom- Esztergom Megyei Mez6gazdasagi Szakigazgatasi Hivatal Novény és
Talajvédelmi Igazgatésag, Névényvédelmi Laboratérum)

Plant Protection and Soil Conservation Service of | 06. 08. 2003 first 6
Komarom- Esztergom County, Plant Protection 08. 10. 2003 ic -
Laboratory (H-2890 Tata, Uj u. 17. Hungary)

27.09. 2005 ic full 9° .
Agicultural Office of County Komarom- Esztergom 15-16. 04. full 9°
Plant Protection and Soil Conservation 2008 ic

Directorate, Plant Protection Laboratory
(H-2890 Tata, Uj u. 17. Hungary)

10.

Current name: Agicultural Office of County Somogy, Plant Protection and Soil Conservation Directorate,Pestcide
Residue Analytical Laboratory (Somogy Megyei Mez6gazdasagi Szakigazgatasi Hivatal Novény és Talajvédelmi

Igazgatosag, Novényvédbszermaradék-analitikai Laboratérum)

Plant health and Soil Conservation Station of 25. 04. 1996 ic first 6, 9°
Somogy County -
(H-7401 Kaposvar, Gubai Sandor u.20.)
Plant health and Soil Conservation Station of 27. 05. 1998 ic full 6, 9°
Somogy County -
(H-7401 Kaposvar, Gubai Sandor u.20.)

13. 11. 2000 ic full 6
Plant Protection and Soil Conservation Service of | 06. 02. 2003 ic full 6
Somogy County, Analytical Laboratory formﬁrz%%n?:e
(H-7401 Kaposvar, Gubai Sandor u.20.) unti
Plant Protection and Soil Conservation Service of 21-22. 03. full 6: ‘
Somogy County, Pestcide Residue Analytical 2005 ic analytical | TO'Mer name
Laboratory (H-7401 Kaposvar, Gubai S. u.20.) phase until 2005
Agicultural Office of County Somogy, Plant 3-4.10. full 6:
Protection and Soil Conservation Directorate, 2007 ic analytical | former name
Pestcide Residue Analytical Laboratory phase until 2007

(H-7401 Kaposvar, Gubai S. u.20.)
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11.

Current name: Agicultural Office of County Fejér Plant Protection, and Soil Conservation Directorate,
Pestcide Residue Analytical Laboratory (Fejér Megyei Mez6gazdasagi Szakigazgatasi Hivatal Novény és Talajvédelmi

Igazgatosag, Novényvédbszermaradék-analitikai Laboratérum)

Plant health and Soil Conservation Station of 24. 06. 1998 ic first 6, 9°
Fejér County (H-2481 Velence, Orszag u.23.) -
27.11. 2000 ic full 6
Plant Protection and Soil Conservation Service of 17. 02. 2003 ic full 6 ‘
Fejér County, Analytical Laboratory orm?rzname
(H-2481 Velence, Orszag u.23.) until 2003
Plant Protection and Soil Conservation Service of 25. 04. 2005 ic full 6: ‘
Fejér County, Pestcide Residue Analytical analytical orm?rznange
Laboratory (H-2481 Velence, Orszag u.23.) phase until 200
Agicultural Office of County Fejér Plant 05-06. 09. 2007 ic full 6:
Protection, and Soil Conservation Directorate, analytical | former name
Pestcide Residue Analytical Laboratory phase until 2007
(H-2481 Velence, Orszag u.23.)
01-02. 12. 2008 ic full 6:
analytical
phase

12.

Current name: Agicultural Office of Fejér County Plant Protection and Soil Conservation Directorate,Plant Protection
Laboratory (Fejér Megyei Mez6gazdasagi Szakigazgatasi Hivatal Névény és Talajvédelmi Igazgatésag, Novényvédelmi

Laboratérum)
Plant Protection and Soil Conservation Service of | 06. 05. 2003 ic first 6
Fejér County, Plant Protection Laboratory -
(H-2481 Velence, Orszag u.23.)

. 6: field

27. 04. 2005 ic full phase
Agicultural Office of Fejér County Plant Protection | 02-03. 05. — full 6:field
and Soil Conservation Directorate,Plant 07. 05 2007 ic phase former name
Protection Laboratory 9° until 2007
(H-2481 Velence, Orszag u.23.)
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13.

Current name: Agicultural Office of Jasz-Nagykun-Szolnok County, Directorate of Plant Protection and Soil
Conservation, Pestcide Residue Analytical Laboratory (Jasz-Nagykun-Szolnok Megyei Mez8gazdasagi Szakigazgatasi
Hivatal Novény és Talajvédelmi Igazgatésag, Novényvédbszermaradék-analitikai Laboratérum)

Plant health and Soil Conservation Station of 29. 06. 1998 ic first 6, 9°
Jasz-Nagykun-Szolnok County -
(H-5000 Szolnok, Vizpart krt.32.)

06. 11. 2000 ic full 6
Plant Protection and Soil Conservation Service of | 20. 02. 2003 ic full 6
Jasz-Nagykun-Szolnok County, Analytical formgr name
Laboratory (H-5000 Szolnok, Vizpart krt.32.) until 2003
Plant Protection and Soil Conservation Service of 18-19. 05. full 6:
Jasz-Nagykun-Szolnok County, Pestcide Residue 2005 ic analytical | former name
Analytical Laboratory phase until 2005
(H-5000 Szolnok, Vizpart krt.32.)
Agicultural Office of Jasz-Nagykun-Szolnok 17-19. 09. ic full 6:
County, Directorate of Plant Protection and Soil 2007 analytical | former name
Conservation, Pestcide Residue Analytical phase until 2007

Laboratory (H-5000 Szolnok, Vizpart krt.32.)

14.

Current name: Agicultural Office of Jasz-Nagykun-Szolnok County, Directorate of Plant Protection and Soil
Conservation, Laboratory for Pest Diagnosis (Jasz-Nagykun-Szolnok Megyei Mez8gazdasagi Szakigazgatasi Hivatal
Novény és Talajvédelmi Igazgatdsag, Karositd Diagnosztikai Laboratérum)

Plant Protection and Soil Conservation Service of 26-27. 05. first 6: field
Jasz-Nagykun-Szolnok County, Laboratory for 2004 ic phase -
Pest Diagnosis (H-5001 Szolnok, Vizpart krt.32.)
19-20. 06. full 6: ﬁe|d5 former name
2006 ic phase 9 until 2007
Agicultural Office of Jasz-Nagykun-Szolnok 13-14. 05. full 6: field
County, Directorate of Plant Protection and Soil 2008. ic phase 9 )

Conservation, Laboratory for Pest Diagnosis
(H-5001 Szolnok, Vizpart krt.32.)
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15.

Current name: Agicultural Office of Vas County Plant Protection and Soil Conservation Directorate,Laboratory for Pest
Diagnosis (Vas Megyei Mez8gazdasagi Szakigazgatasi Hivatal Novény és Talajvédelmi lgazgatdsag, Karosito
Diagnosztikai Laboratorum)

Plant Protection and Soil Conservation Service of | 31. 03.- 01. first 6: field
Vas County, Laboratory for Pest Diagnosis 04. 2004 ic phase -
(H-9762 Tanakajd, Ambrozy sétany 2.)
31.07.-01. full 6: field )
08. 2006 ic phase 9
Agicultural Office of Vas County Plant Protection 1-3. 07. full 6: field5
and Soil Conservation Directorate,Laboratory for 2008 ic phase 9" | former name

Pest Diagnosis
(H-9762 Tanakajd, Ambrozy sétany 2.)

until 2007

16.

Current name: Agicultural Office of Zala County Plant Protection and Soil Conservation Directorate,Laboratory for Pest
Diagnosis (Zala Megyei Mez8gazdasagi Szakigazgatasi Hivatal Névény és Talajvédelmi Igazgatosag, Karosito
Diagnosztikai Laboratorum)

Plant Protection and Soil Conservation Service of 09.12.2003 first 6: field
Zala County, Laboratory for Pest Diagnosis 29-30. phase -
(H-8900 Zalaegerszeg, Kinizsi u. 81.) 03.2004 ic

12-13. 04. full 9°

2006 ic
Agicultural Office of Zala County Plant Protection 23-24. 04. full 9°
and Soil Conservation Directorate, Laboratory for 2007 ic
Pest Diagnosis B
(H-8900 Zalaegerszeg, Kinizsi u. 81.)
17.
Current name: Agrofil-SZMI LTD. (Agrofil-SZMI Kft.)

Agrofil-SZMI EC. 6-7. 09. ic first 9°
(H-9234 Kisbodak, Felszabadulas u. 23.) 2005 -
Agrofil-SZMI EC. LTD 24-25. 10. ic full 9° former name
(H-9234 Kisbodak, Felszabadulas u. 23.) 2007 until 2007
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18.

Current name: Aurigon Drug Research Ltd. Large Animal Toxicology Laboratory
(Aurigon Gydgyszerkutatd Kft. Nagyallat-toxikoldgiai Laboratoruim)

Aurigon Drug Research Ltd.
Large Animal Toxicology Laboratory
(H-2120 Dunakeszi, Rétipalya u.2. (D1, D2, D3)

05-07. 02. first 2
04-06. 03. ic full 2
2008

19.

Current name: Budapest University of Technology and Economics (BUTE) Laboratory of Pharmacokinetics
(Budapesti Miiszaki és Gazdasagtudomanyi Egyetem Farmakokinetikai Laboratérium

Budapest University of Technology and

Economics (BUTE) Laboratory of 6-7. 03. first 8 )
Pharmacokinetics 2002 ic
(H-1111 Budapest, Szt. Gellért tér 4.)
27. 05. 2004 ic full 8
Budapest University of Technology and
Economics (BUTE) Laboratory of 5-7. 09. full )
Pharmacokinetics 2006 ic 8
(H-1111 Budapest, Szt. Gellért tér 4.)
BME Laboratory of Pharmacokinetics 11-13. 11. full 8
(H-1111 Budapest, Szt. Gellért tér 4.) 2008 ic

20.

Central Sevice for Plant Protection and Soil Conservation, Analytical Laboratory
(N6vény és Talajvédelmi Kdzponti Szolgalat, Analitikai Laboratériuma)

Budapest Plant Health and Soil Conservation 18. 10.1993 ic first 6, 9°
Station (H-1519 Budapest, Higany u.2.) B
Plant health and Soil Conservation Station of 09. 05. 1996 ic full 6, 9°
Budapest forme|r1r;%nge
i

(H-1112 Budapest, Budadrsi it 141-145.) unt

19. 05. 1998 ic full 6,9°

07. 09. 2000 ic full 6
Central Sevice for Plant Protection and Soil 30. 01. 2003 ic full 6

Conservation, Analytical Laboratory
(H-1118 Budapest, Budadrsi ut 141-145.)

former name
until 2003
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TEST FACILITY INSPECTION | STATUS | [ NcBECTION | EXPERTISE REMARKS
Continued (folytatas)
Central Sevice for Plant Protection and Soil - RFP - - 16. 02. 2005
Conservation, Analytical Laboratory I(VV\./D)

(H-1118 Budapest, Budaorsi ut 141-145.)

21.

Current name: CEVA-PHYLAXIA Veterinary Biologicals Co. Ltd. (CEVA-PHYLAXIA Oltéanyag termel6 ZRt.)

CEVA-PHYLAXIA Veterinary Biologicals Co. Ltd.
(H-1107 Budapest, Szallas u. 5.)

20-22. 09. . ) 4
2004 ic first 9 -
9-11. 1. . .
2005 ic full 9
19-20. 11. . 4 )
2007 ic full 9

22.

Chemical works of Gedeon Richter Ltd. Dorog Plant (-)

Chemical works of Gedeon Richter Ltd. Dorog
Plant (H-2510 Dorog, Esztergoni u. 27.)

18. 06. 1998

ic

first

RFP

30. 06. 2000
expired

23.

Current name: CHINOIN Co. Ltd. Member of sanofi-aventis Metabolism and Pharmacokinetics, Bioanalysis
(CHINOIN ZRt. sanofi-aventis vallalatcsoport tagja, Metabolizmus és Farmakokinetika, Bioanalizis)

CHINOIN Pharmaceuticals and Chemical Works
Co. Ltd Research and Development

. , 5 )
Pharmacokinetics and Metabolism Laboratory 20. 05. 1997 ¢ first 9

(H-1045 Budapest, To u. 1-5.)

CHINOIN Co. Ltd. (member of the Sanofi- 3-7. 06. ic full 8 o2 Former name
Synthelabo Group) (H-1045 Budapest, Té6 u. 1-5.) 2002 ' until 2002
CHINOIN Co. Ltd.-member of the sanofi-aventis

Group R&D Preclinical Development, Metabolism 17-220%501' ic full 8, 9? F%rmifgggge
& Pharmacokinetics(H-1045 Budapest, T6 u. 1-5.)

CHINOIN Co. Ltd. member of sanofi-aventis gg:g? 83 F?Jrrr]r;”erzgg?e
Metabolism and Pharmacokinetics, Bioanalysis 15_17' 10' full 8, 9° test site from
(H-1045 Budapest, To u. 1-5.) 2067 ' ic 2007
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24.

Current name: Dow AgroSciences Hungary Ltd. Field Development Station

(Dow AgroSciences Hungary Kft. Szabadféldi Kisérleti Allomasa)

DOW-ELANCO HUNGARIAN FIELD GROUP 21. 03. 1995 ic first 6 )
(H-5000 Szolnok, Vizpart krt.32.)
11. 04. 1997 ic full 6
(E;(F){\(/)VU,?DGROSCIENCES HUNGARIAN FIELD 24.08. 1999 ic full 6 form_er name
(H-5000 Szolnok, Vizpart krt.32.) until 1999
- pen - - 03.09.2001
expired
DOW AGROSCIENCES HUNGARY Kft. 13. 08. 2002 nic - - former name
- zolnok, Vizpart krt.32. unti
(H-5000 Szolnok, Vizpart krt.32.) il 2002
Dow AgroSciences Hungary Ltd. 24-25. 05. ic full 6: field
Field Development Station 2004 phase 9° fol:rr?tﬁrzra%rze
(H-5000 Szolnok, Vizpart krt.32.)
Dow AgroSciences Hungary Ltd. 10-11. 05. ic full 6: field
Field Development Station 2006 phase 9 -
(H-5000 Szolnok, Vizpart krt.32.)
15-16. 05. full 6: field
2008. ic phase 9 i
25.
Current name: EGIS Pharmaceuticals PLC (EGIS Gyogyszergyar NyRt.)
EGIS Pharmaceutical Ltd, Department of 24-95. 06
Research Organisation and Quality Assurance 1969 ic first 2,9" 9 -
(H-1106 Budapest, Kereszturi ut 30-38.)
EGIS Pharmaceuticals Ltd. 11-13. 06. ic full 2 g Former name
(H-1106 Budapest, Kereszturi ut 30-38.) 2001 ’ until 2001
EGIS Pharmaceuticals Ltd. Toxicology
Laboratory, Pharmacology Laboratory |, 23-25. 09. ic full 2 g Former name
Department of Pharmacokinetics 2003 ' until 2003
(H-1106 Budapest, Kereszturi ut 30-38.)
21-25. 11. . 1 o
2005 ic full 2,9,9
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Continued (folytatas)
EGIS Pharmaceuticals PLC
Department of Pharmacokineticts 26-29. 11
(H-1106 Budapest, Kereszturi ut 30-38.) 2067 ' ic full 8,9 -

Pharmacology Laboratory I.
(H-1165 Budapest, Bokényfoldi ut 116)

26.

Fodor Jozsef National Center of Public Health, National Institute of Occupational Health, Department of Experimental
Occupational Hygiene (Fodor Jozsef Orszagos Kdzegészségugyi Kézpont, Orszagos Munkahigiénés és Foglalkozas-
egészségugyi Intézet, Kisérletes Munkahigiénés Osztaly)

“Béla Johan” National Institute of Public Health

Department of Morphology 20. 11. 1995 ic first 3 -

29. 10. 1996 ic full 9° -
Jozsef Fodor National Center of Public Health, . Former name

30. 06. 1999 full 6 )
H-1096 Budapest, Nagyvarad tér 2. ¢ ! 23,9 until 1999
Fodor Jozsef National Center of Public Health,
National Institute of Occupational Health, 2.3.10 Former name
Department of Experimental Occupational 2601 ' ic full 2 until 2000
Hygiene
H-1096 Budapest, Nagyvarad tér 2.

17. 03. 2004 ic full 2

11. 09. 2006
- RFP - - (VWD)

27.

Current name: Gedeon Richter Plc. Research Directorate,

Pharamacological and Drug Safety Research Division, Developmental Drug metabolism & Pharamcokinetics
(Richter Gedeon Nyrt. Kutatasi Igazgatésag, Farmakologiai Gyogyszerbiztonsagi Kutatasi Féosztaly, Fejlesztési
Gyogyszer- Metabolizmus és Farmakokinetika Osztaly)

Chemical works of Gedeon Richter Ltd.

01.07.1992

ic

first

Drug Safety Laboratory l\;?lj (?e{me;j

(H-1475 Budapest 10. Pf. 27) yyp
- i 1,23

(H-1103 Budapest, Gydmréi Gt 19-21.) 8 ]8923- ic full )
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NATURE OF

AREA OF

TEST FACILITY INSPECTION | STATUS | \\<pECTION | EXPERTISE REMARKS
Continued (folytatas)
Chemical works of Gedeon Richter Ltd. 6-9. 05. ic full 12,3, 9°
Pharmacological Research Center 1996 Former name
Preclinical Drug Safety until 1996
(H-1103 Budapest, Gyomréi ut 19-21.)
25-26. 05. ic ful 12,3, 9°
1998
Gedeon Richter Ltd. 12-15. 02. ic full 1,2,3,8 Former name
(H-1103 Budapest, Gyémréi at 19-21.) 2001 until 2001
Gedeon Richter Ltd. 28-30. 05. ic full 2,3
Toxicological Research Laboratory 1l and 2003 Former name
Laboratory of Pharmacokinetics until 2003
(H-1103 Budapest, Gyomréi ut 19-21.)
2

Gedeon Richter Ltd. 28. 02. - 02. ic full 9
Laboratory of Pharmacokinetics 03. 2006 F?Jrrr::i(lerzggr?ne
(H-1103 Budapest, Gyomréi ut 19-21.)
Gedeon Richter Plc. Research Directorate, 16-20. 06. full 8, 9”
Pharamacological and Drug Safety Research 04. 07. 2008 ic

Division, Developmental Drug metabolism &
Pharamcokinetics (H-1103 Budapest, Gydomréi ut
19-21.)

28.

Current name: GR Goodwill Research Ltd. Bioanalytical Laboratory (Goodwill Research Kft., Analitikai Laboratorium)

GR Goodwill Research Ltd. 23-25. 01. first 2
Bioanalytical Laboratory 2006 -
(H-1134 Budapest, Didszegi ut 64.) 15. 02. 2006 ic
20. 11. 2008
) RFP ) - (VWD)
29.
Hisztolabor Pannomia Ltd. (Hisztolabor Pannomia Kift.)
Hisztolabor Pannomia Ltd. . , 7
(H-9024 Gyér, Pogany . u. 38.) 28.02.1992 ) i first 9
8. 03. 1995
) RFP ) - (VWD)
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30.

Hydrobiological Laboratory of the Plant Protection and Soil Conservation Service of Pest County (Févarosi-és Pest
Megyei Mez8gazdasagi Szakigazgatasi Hivatal, Névény és Talajvédelmi Igazgatésag Vizélettani Laboratérium)

Hydrobiological Laboratory

(H-2440 Szazhalombatta, Vérssmarty M. at 66.) | 0O 021997 | ic first 4 -
06. 09. 1999 ic full 4
Laboratory of Hydrobiology 18-19. 09. ic full 4
(H-2440 Szazhalombatta, Vérésmarty M. ut 66.) 2001
Hydrobiological Laboratory of the Plant Protection 18-19. 10 en* 228?5882_
and Soil Conservation Service of Pest County 2064 ' pic full 4 forrﬁer. name
(H-2440 Szé&zhalombatta, Vorésmarty M. ut 66.) ;
until 2004
former test
Hydrobiological Laboratory of the Plant Protection 14-16. 02 en facility until
and Soil Conservation Service of Pest County 2067 ' FF{)FP full - 2006
(H-2100 G6dolls, Kotlan Sandor u.3.) 08. 10. 2007
(VWD)
31.
Institute of Toxicology PSS of Zala County (Zala Megyei NTA Toxikoldgiai Intézete)
Corp Protection and Soil Conservation Service 19. 11. 1992 ic first - ("No defined
Institute at Keszthely (H-8360 Keszthely, study type)
Ujmajori ut) yup
Intitute of Toxicology PSS of Zala County 16. 03. 1994 ic full 2,36 former name
(H-8360 Keszthely, Ujmajori ut) until 1994
24. 06. 1996 ic full 126, 9°
- RFP - - 31.05.1998
(VWD)
32.
Current name: IVAX Drug Research Institute Ltd. (IVAX Gyodgyszerkutatd Intézet Kift.)
Institute for Drug Research 20-26. 11. ic first . *Not defined
H-1045 Szabadsagharcosok uUtja 47-49. 1991 B study type
*Not defined
Institute for Drug Research 7-10. 09. ic full . stl%y type
H-1045 Budapest, Berlini u. 47-49. 1993 - mer
address until
1993
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Institute for Drug Research 22-24. 08. ; 2
H-1045 Budapest, Berlini u. 47-49. 1995 ic ful 2,3,89
10.01.1997 ic full 9" o®
17. 09. 1997 ic full 2,3,8 9°
1-3. 03. . -
2000 ic full 2,3,9,9
13-17. 05.
IVAX Drug Research Institute Ltd. 2002 full 2 9 92 Former name
H-1045 Budapest, Berlini u. 47-49. 14-15. 10. i U until 2002
2002 ¢
1-4. 03. : 2
2005 ic full 2,9
IVAX Drug Research Institute Ltd. 17-18. 01. ic full 2 9! g2 )
H-1045 Budapest, Berlini u. 47-49. 2006 rY
15-17. 01. . ] ) i
25.01.2008 | '° ful 2,989
04.07.2008
i RFP i - (VWD)
33.
Current name: LAB Research Ltd. (LAB Research Kift.)

Toxicological Research Centre Ltd. 20-21. 03. full Not defined
(H-8201 Veszprém-Szabadsagpuszta) 1991 ic B study type
9-11. 10.

1995 ic ful 23,48
Toxicological Research Centre Ltd. 11-12. 02. full 1,2, 3, 4,
(H-8201 Veszprém-Szabadsagpuszta) 1998 ic 5,8
30. 05 — full 1,2,34,
01.06. 2000 ic 58
1-5. 07. full 1,2,3,4,
2002 ic 58,9
LAB International Hungary Ltd. 25-29. 10. full 1, 2, 3, 4, | Former name
(H-8201 Veszprém-Szabadsagpuszta) 2004 ic 58,9 until 2004
13-17. 11. full 1,2,3,4,
2006 ic 58,9
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Study audit
LAB Research Ltd. 27-28. Study code: | inhalation F%T:f;gg?e
(H-8201 Veszprém-Szabadsagpuszta) 08.2008 nic 04/913-212P | toxicology
04/913-212K
13-22. 10. full 1,2,3,4,
2008. ic 5,8

34.

Pannon Univessity of Agricultural Sciences Keszthely, Department of Hygiene, Institute of Plant Protection, Georgikon
Faculty (Pannon Agrartudomanyi Egyetem, Keszthely, Higéniai Osztaly, Névényvédelmi Intézet, Georgikon
Mezbgazdasagtudomanyi Kar)

Pannon Univessity of Agricultural Sciences, 07.07.1992 ic first -
Georgikon Faculty, Institute of Plant Proection, (*No defined
Department of Agrochemical Hygiene study type)
(H-8360 Keszthely, Deak Ferenc u. 16.)
(H-8360 Keszthely, Deak Ferenc u. 57.) 17. 03. 1994 ic full 2
Department of Agrochemical Hygiene 05.02.1997 ic full 2
Institute of Plant Proection, Georgikon Faculty former name
Pannon Univessity of Agricultural Sciences until 1997
(H-8360 Keszthely, Deak Ferenc u. 57.)
Pannon Univessity of Agricultural Sciences 26-27. 04. full 2
Keszthely, Department of Hygiene, Institute of 1999 ic former name
Plant Proection, Georgikon Faculty until 1999
(H-8360 Keszthely, Deak Ferenc u. 57.)

- RFP - - 08. 01.2002

(VWD)

35.

Current name: Pharmaceutical Control and Development Laboratory Ltd. Toxicological Department, Microbiological
Assay Group (Gyoégyszeripari Ellen6rzé és Fejlesztdé Laboratérium Kft. Toxikoldgiai Osztély, Ertékmérd Csoport)

Pharmaceutical Control and Developing
Laboratory Co. Ltd.
(H-1149 Budapest, Mexikéi ut 9.)

24-25. 10. first Not defined
1991 ic B study type
18-19. 01. full Not defined
1993 ic B study type

11. 01. 1995 ic full 2
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Pharmaceutical Control and Developing 9-10. 12
Laboratory Co. Ltd. 1996 _ full 2,9 -
(H-1149 Budapest, Mexikéi 0t 9.) Ic
30. 11. 1998 ic full 2,9
Pharmaceutical Control and Development
Laboratory Co. Ltd. (PC & DL) 5‘2%0013' _ full 2 F?Jrrr]‘:”erzggq“e
(H-1149 Budapest, Mexikéi 0t 9.) Ic
16-17. 04. ]
2002 i full 2,9
13-14. 04. ]
2004 ic ful 2,9
Pharmaceutical Control and Development
Laboratory Ltd. Toxicological Department, 20-22. 02. full 2 3 Former name
Microbiological Assay Group 2006 ic ' until 2005
H-1149 Budapest, Mexikai ut 9.
19-21. 02.
2008 i full 2,3

36.

Plant Protection and Soil Conservation Service of Bacs-Kiskun County, Analytical Laboratory
(Bacs-Kiskun Megyei Névény és Talajvédelmi Szolgalat, Analitikai Laboratérum)

Plant health and Soil Conservation Station of 17.02. 2000 ic first 6
Bacs-Kiskun County -
(H-6000 Kecskemét, Halasi ut 36.)
Plant Protection and Soil Conservation Service of 18. 06. 2002 pen - -
Bacs-Kiskun County, Analytical Laboratory fo&mﬁrzra%ge
(H-6000 Kecskemét, Halasi ut 36.)

04. 06. 2003 ic full 6

- RFP - - 17. 02. 2005
(VWD)
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37.

Plant Protection and Soil Conservation Service of Bacs-Kiskun County, Laboratory for Pest Diagnosis
(Bacs-Kiskun Megyei Noveény és Talajvédelmi Szolgalat, Karosité Diagnosztikai Laboratérum)

Plant Protection and Soil Conservation Service of
Bacs-Kiskun County, Laboratory for Pest
Diagnosis

(H-6000 Kecskemét, Halasi ut 36.)

1-2. 06. ic first 6: field
2004 phase ]
24-25. 05. ic full 6: ﬁeld5
2006 phase 9
- RFP - - 12. 12. 2007
(VWD)

38.

Current name: Plant Protection and Soil Conservation Service of Somogy County, Laboratory for Pest Diagnosis

(Somogy Megyei Névény és Talajvédelmi Szolgalat, Karosité Diagnosztikai Laboratérum)

Plant Protection and Soil Conservation Service of
Somogy County, Laboratory for Pest Diagnosis
(H-7401 Kaposvar, Gubai Sandor u.20.)

6-7. 04. first 6: field
2004 ic phase
21-22. 06. full 6: field
2006 ic phase 9
RFP

09. 06. 2008
(VWD)

39.

Plant Protection and Soil Conservation Service of Szabolcs- Szatmar- Bereg County, Pestcide Residue Analytical
Laboratory (Szabolcs- Szatmar- Bereg Megyei Névény és Talajvédelmi Szolgalat, Novényvéddszermaradék-analitikai

Laboratérum)
5

Plant health and Soil Conservation Station of 20.10.1993 ic first 6,9
Szabolcs- Szatmar- Bereg County -
(H-4401 Nyiregyhaza, Kotaji u. 33.)

29.04.1996 | ic ful 6,9°

17.06. 1998 | ic ful 6,9°

27. 04. 2000 ic full 6
Plant Protection and Soil Conservation Service of | 24. 06. 2002 nic pen 6
Szabolcs- Szatmar- Bereg County, Analytical former name
Laboratory until 2002
(H-4401 Nyiregyhaza, Kotaji u. 33.)

05. 06. 2003 ic full 6
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Plant Protection and Soil Conservation Service of 19-20. 04. full 6:_
Szabolcs- Szatmar- Bereg County, Pestcide 2005 analytical fo&mﬁrzra%nge
Residue Analytical Laboratory (H-4401 23-24. 08. phase
Nyiregyhaza, Kaétaji u. 33.) 2005 ic
- RFP - - 29. 03.2007
(VWD)

40.

Current name: Plant Protection and Soil Conservation Service of Szabolcs- Szatmar- Bereg County Laboratory for Pest
Diagnosis (Szabolcs- Szatmar- Bereg Megyei Novény és Talajvédelmi Szolgalat, Karosité Diagnosztikai Laboratérum)

Plant Protection and Soil Conservation Service of 19-20. 04. first 6: field
Szabolcs- Szatmar- Bereg County, Laboratory for 2004 ic phase )
Pest Diagnosis
(H-4401 Nyiregyhaza, Kétaji u. 33.)
19-20. 04. ful 9°
2006 ic
RFP 31.10. 2008
(VWD)
41,
Plant Protection and Soil Conservation Service of Tolna County, Analytical Department
(Tolna Megyei N6vény és Talajvédelmi Szolgalat, Analitikai Osztaly)
Plant Protection and Soil Conservation Service of 26- first 6:_
Tolna County, Analytical Laboratory 28.08.2003 ic analytical -
(H-7136 Facankert) phase
Plant Protection and Soil Conservation Service of 15-16. 08. full 6:_
Tolna County, Analytical Department 2005 ic analytical
(H-7101 Szekszard, KeselyUsi ut 7.) phase
- RFP - - 31. 08. 2006
(VWD)

42.

Plant Protection and Soil Conservation Service of Tolna County, Ecotoxicological Laboratory Toxicological Department
(Tolna Megyei N6vény és Talajvédelmi Szolgalat, Okotoxikoldgiai Laboratérium Toxikolégiai osztaly)

Ecotoxicological Laboratory
(H-7136 Facankert)

11. 03. 1997 ic first 7
12-14. 10. full 4,6
1999 ic
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Ecotoxicological Laboratory 9-11. 10. full 46,7 ]
(H-7136 Facankert) 2001 ic
Plant Protection and Soil Conservation Service of 26-28. full 4.7 former name
Tolna County, Ecotoxicological Laboratory 08.2003 ic until 2003
(H-7136 Facankert)
Plant Protection and Soil Conservation Service of 17-19. full 4.7 former name
Tolna County, Ecotoxicological Laboratory, 08.2005 ic until 2005
Toxicological Department (H-7136 Facankert)
Plant Protection and Soil Conservation Service of - RFP - - 31. 08. 2006
Tolna County, Ecotoxicological Laboratory, I(VV\./D)

Toxicological Department (H-7136 Facankert)

43.

Current name: Plant Protection and Soil Conservation Service of Vas County, Pestcide Residue Analytical Laboratory
(Vas Megyei Névény és Talajvédelmi Szolgalat, Névényvéddszermaradék-analitikai Laboratérum)

Plant health and Soil Conservation Station of Vas | 08. 07. 1998 ic first 6, 9°
County -
(H-9762 Tanakajd, Ambrozy sétany 2.)
18. 12. 2000 ic full 6
Plant Protection and Soil Conservation Service of 19. 03. full 6 former name
Vas County, Analytical Laboratory 17. 04. 2003 ic until 2003
(H-9762 Tanakajd, Ambrézy sétany 2.)
Plant Protection and Soil Conservation Service of 08-09. 06. full 6:_
Vas County, Pestcide Residue Analytical 2005 ic analytical | former name
Laboratory phase until 2005
(H-9762 Tanakajd, Ambrézy sétany 2.)
02-03. 08. full 6:
2006 ic analytical
phase
- RFP - - 03. 06. 2008
(VWD)
44,
Current name: Prophyl Veterinary Diagnostic Research and Service Ltd.
(Prophyl Allategészségugyi Diagnosztikai Kutaté és Szolgaltato Kift.)

Prophyl Veterinary Diagnostic Research and 30-31. 05. ic first g* )
Service Ltd. (H-7711 Bar, 045/7 hrsz.) 2007
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45.

Research Laboratory of the Department Cardiovascular Surgery, Semmelweis University
(Semmelweis Egyetem Er- és Szivsebészeti Klinika, Kisérleti Kutaté Laboratérium)

Research Laboratory of the Department of 13 October first 9’
Cardiovascular Surgery, Semmelweis University 1997 ic )
of Medicine
(H-1122 Budapest, Varosmajor u. 68.)
Experimental Research Department, Clinic of 17.01. 2001 ic full 9’ former name
Cardiovascular Surgery, Semmelweis University until 2001
(H-1122 Budapest, Varosmajor u. 68.)
Research Laboratory of the Department 20.10. 2004 ic full 9’ Former name
Cardiovascular Surgery, Semmelweis University until 2003
(H-1122 Budapest, Varosmajor u. 68.)

29-30. 11. full 9’

2006 ic
46.
Current name: Rytmion Ltd. Cellular Electrophysiology Laboratory
(Rytmion Kift., Cellularis Elektrofiziol6giai Laboratérium)
University of Szeged, Albert Szent-Gydrgyi 5-6. 07. first 9'
Medical Center, Department of Pharmacology 2004 ic )
and Pharmacotherapy
(H-6701 Szeged, DOm tér 12.)
Rytmion Pace-making in drug research Ltd. 18-19. 10. full 9'
Cellular Electrophysiology Laboratory 11-12. 12. F%rmifgggge
(H-6720 Szeged, DOm tér 12.) 2006 ic
Rytmion Ltd. Cellular Electrophysiology 1-3. 10. full 9' Former name
Laboratory (H-6720 Szeged, Dom tér 12.) 2008 ic until 2008
47.
Selex Analitikcenter (Selex Analitikcenter Mliszaki és Szolgaltato Kift.)
Selex Analitikcenter 15.06.1995 ic first 1,6.8 )
(H-8200 Veszprém, Hazgyari u. 21.)
- RFP - - 10. 07. 1997
expired
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48.

Current name: Semmelweis University, Faculty of Medicine, Forensic Medical Department, Toxicology Laboratory
(Semmelweis Egyetem Altalanos Orvostudomanyi Kar Igazsagugyi Orvostani Intézet Toxikoldgiai Laboratériuma)

Semmelweis University, Faculty of Medicine,
Department of Forensic Medicine, Toxicological
Laboratory (H-1091 Budapest, UlI&i ut 93.)

17-18. 10.
2005

ic

first

8

04. 01. 2008
expired

49.

Current name: Szent Istvan University, Faculty of Veterinary Science, Department of Food Hygiene, Food Toxicolgical
Laboratory (Szent Istvan Egyetem Allatorvos-tudomanyi Kar Elelmiszer-higiéniai Tanszék, Elelmiszer-toxikologiai

Laboratérium)

Szent Istvan University, Faculty of Veterinary
Science, Department of Food Hygiene, Food
Toxicolgical Laboratory

(H-1078 Budapest, Istvan u. 2.)

25-27. 09.
2001

first

2,6

17-18.
11.2003

full

2,6

26-28. 10.
2005

full

2,6

12-14. 06.
2007.
26-28.

02.2008

full

2,6

50.

Current name: Szent Istvan University, Faculty of Veterinary Science, Department of Pharmacology and Toxicology
(Szent Istvan Egyetem Allatorvos-tudomanyi Kar Gyogyszertani és Méregtani Tanszék)

Department of Pharmacology and Toxicology 14.12. 1998 ic first 2
University of Veterinary Science -
H-1078 Budapest, Istvan u. 2.
Szent Istvan University, Faculty of Veterinary 29-30. full 2 Former name
Science, Department of Pharmacology and 05.2001 ic until 2001
Toxicology (H-1078 Budapest, Istvan u. 2.)
19-20. 01. full 2
2004 ic
07-09. 03. full 2
07. 07. 2006 ic
- RFP - - 09. 04. 2008
(VWD)
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51.

Current name: TEVA Pharmaceutical Works Private Limited Company, Innovative R&D, Bioanalytical Department and
Biological Research Department (TEVA Gyoégyszergyar Zartkériien Mikddé Részvénytarsasag, Kutatasi lgazgatosag,
Bioanalitikai Osztaly Bioldgiai Kutaté Osztaly)

Biogal Pharmaceutical Ltd. Innovative R&D 28.01. 1998 ic first 8

Biological Research (H-4012 Debrecen, Pallagi u. -

13.) 05. 11. 1999 nic - -

Biogal Pharmaceutical Works Ltd., Innovative 09. 10. 2000 ic full 8

R&D Bioanalytical Research Department and Former name
Bioanalitical Laboratory (H-4042 Debrecen, until 2000
Pallagi u. 13.)

Biogal Pharmaceutical Co. Ltd., Innovative R&D 13-14.10. full 2,8

Bioanalytical Laboratory Biological Research 2003 ic F?Jrrr::itlerzgggwe
(Department (H-4042 Debrecen, Pallagi u. 13.)

TEVA Pharmaceutical Works Co. Ltd., Innovative 19-20. 10. full 2,8

R&D: Bioanalytical Department and Biological 2005 ic Former name
Research Department (H-4042 Debrecen, Pallagi until 2005
u. 13.)

TEVA Pharmaceutical Works Private Limited 06-08. 11. full 8, 9

Company, Innovative R&D, Bioanalytical 2007 ic Former name

Department and Biological Research Department
(H-4042 Debrecen, Pallagi u. 13.)

until 2006

52.

Current name: TOXI-COOP Safety Toxicological Research Center (TOXI-COOP Biztonsagi Vizsgalatokat Végz6 Kkt.)

TOXI-COOP Safety Toxicological Research
Center
(H-1103 Budapest, Cserkesz u. 90.)

(H-1103 Budapest, Cserkesz u. 90. “B1”, “B2”
épulet, H-2120 Dunakeszi, Paya u. 2 hrsz. 7101/6
“E” épllet)

17.02.2003 | ic first 2

25-26. 07. ful 23
2005 ic

25-28. 06. ful 23
2007 ic
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53.

Current name: University of Debrecen, Institute of Nuclear Medicine and Health Science Center, Toxicokinetics and
metabolism Laboratory (Debreceni Egyetem, Orvos és Egészségtudomanyi Centrum Altalanos Orvostudomanyi Kar,
Nuklearis Medicina Intézet, Toxikokinetikai és Metabolizmus Laboratérium)

University of Debrecen, Institute of Nuclear
Medicine and Health Science Center,
Toxicokinetics and metabolism Laboratory
(H-4032 Debrecen, Nagyerdei krt. 98.)

13-15. 11.
2007

first

92

54.

Current name: University of Szeged, Faculty of Medicine, Department of Public Health, Safety Pharmacology Laboratory
(Szegedi Tudomanyegyetem, Népegészségtani Intézet, Biztonsag Farmakoldgiai Laboratérium)

University of Szeged, Faculty of Medicine,
Department of Public Health, Safety
Pharmacology Laboratory

(H-6720 Szeged, Dom tér 10.)

06-07. 07.
2004

first

12-14. 12.
2006
12-13. 02.
2007

full

11-12. 02.
2008

full

55.

Current name: University of Szeged, Faculty of Pharmacy, Department of Pharmacodynamics and Biopharmacy, In vivo
Pharmacological and Toxicological Laboratory, Isotope Laboratory (Szegedi Tudomanyegyetem Gyogyszerhatastani és
Biofarmaciai Intézet, In vivo Farmakoldgiai és Toxikoldgiai Laboratérium, 1zotép Laboratorium)

University of Szeged, Faculty of Pharmacy, 15-16. 11. first 9'
Department of Pharmacodynamics and 2004 ic )
Biopharmacy
(H-6720 Szeged, E6tvds u. 6.)
p
University of Szeged, Faculty of Pharmacy, 30-31. 10. full 2.9
Department of Pharmacodynamics and 12-13. 12. ic
Biopharmacy, In vivo Pharmacological and 2006 F?Jrrr::itlerzgggwe
Toxicological Laboratory, Isotope Laboratory
(H-6720 Szeged, E6tvds u. 6.)
p
University of Szeged, Faculty of Pharmacy, 19-20. 03. full 2.9 Former name
Department of Pharmacodynamics and 2008. ic

Biopharmacy (H-6720 Szeged, E6tvds u. 6.)

until 2007
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56.

Wessling Hungary Enviromental, Food safety, Health and Quality Service Ltd. Pharmacological Laboratory
(Wessling Hungary Kdérnyezetvéadelmi, Elelmiszerbiztonsagi, Egészségvédelmi és Minéségugyi Szolgaltatod Kift.

Farmakoldgiai Laboratérium)

Wessling Hungary Enviromental, Food safety, 21-22. 11. first 8
Health and Quality Service Ltd. Pharmacological 2007 )
Laboratory (H-1047 Budapest, Féti at 56, A ic
épulet)
5-6. 06. full 8
2008. ic

Key to the abbreviations used in the table:

Nature of Inspection:

First First full GLP inspection including study audit(s) of a new test facility (helyszini GLP
inspekcid elsd izben)
Full Full routine biennial GLP inspection of facilities and systems, including study audit(s)

(teljes korQ rutinellendrzés)

Current Compliance Status of the Test Facility:

IC In compliance with GLP: no or only minor deviations from GLP principles were
observed, which were corrected following the inspection (megfelel)
PEN Pending: deviations from GLP principles were observed, which could not be corrected

after the inspection yet
(fuggbBben: az inspekcids eljaras még folyamatban van)

NIC Not in compliance with the GLP principles. Procedures in the test facility are such that
the reliability of data cannot be ensured (nem felel meg)

VWD The test facility has voluntary withdrawn as longer conducts GLP studies (kivételét kérte a
programbdl)

RFP removed from programme (kikerdlt a programbdl)

Areas of Expertise of the inspected Test Facility:

[¢)] AWN -

~N o

8

9

91
92

Physico-chemical testing (fizikai-kémiai jellemzdk vizsgalata)

Toxicity studies (toxikoldgiai vizsgalatok)

Mutagenicity studies (mutagenitasi vizsgalatok)

Environmental toxicity studies on aquatic or terrestrial organisms

(kdrnyezetvédelmi dkotoxikoldgiai vizsgalatok vizi és/vagy szarazfoldi szervezeteken)
Studies on behaviour in water, soil and air; bio-accumulation

(a vizben, a talajban val6 lebomlas vizsgalata, bioakkumulacio)

Residue studies (szermaradvany vizsgalatok)

Studies on effects on mesocosms and natural ecosystems

(a mikroklimara és a természetes 6koszisztémara gyakorolt hatasok vizsgalata)
Analytical and clinical chemistry

(az el6z6 vizsgalatokkal kapcsolatban végzett analitikai és klinikai kémiai vizsgalatok)
Others (specify) (Egyéb)

Safety pharmacology testing (biztonsag farmakoldgiai vizsgalatok)

Metabolism and toxico-/pharmacokinetics

(toxiko-/farmakokinetikai és metabolizmus vizsgalatok)
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9° Testing of toxicological properties of operative procedures and equipment
(mUtéti eljarasok és eszk6zok alkalmazésanak toxikoldgiai vizsgalata)

9* Invivo safety testing of vaccines (vakcindk in vivo biztonsagi vizsgalata)

9° Biological efficacy and selectivity studies
(biologiai hatékonysag és szelektivitas vizsgalat)

9° = Pathology studies (patoldgiai vizsgalat)

9'= Preparation of microscopic tissue sections (szovettani vizsgalat)

9° = General pharmacology (altalanos farmakolégia)
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