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1 1174/2/INS/05 R.Holubova 5/12/2005
CERTIFIKAT

SPRAVNE VYROBNI PRAXE
CERTIFICATE OF GOOD MANUFACTURING PRACTICE

Statni astav pro kontrelu 1é€iv osvédEuje, ze spolenost
State Institute for Drug Control certifies that the company

Ecochem, a.s., DolejSkova 3, 182 00 Praha 8, Czech Republic

je drzitelem povoleni k ¢innosti kontrolni laboratofe podle zikona €.79/1997 Sb., o lé&ivech, ve znéni
pozd¢jsich predpisii vydaného pod &j. 31748/1/INS/00 ve znéni posledni zmény &) 6981/4/INS/05 ze dne
14.9.2005, platného pro nasledujici prostory kontroly jakosti:

is a holder of a licence for quality control according to the Law on Pharmaceuticals No.79/1997 Coll. as amended under the reference
number 31748/ 1/INS/00, last change reference number 698 1/4/INS/05 from 14/09/05, covering the following site of quality control:

1) Dolejskova 3, 182 00 Praha 8, Czech Republic
U Elektry 650, 198 00 Praha 9, Czech Republic
Na Harfé 9, 190 00 Praha 9, Czech Republic

pro nasledujici rozsah ¢innosti:
for the following scope of activity:

Fyzikalni, fyzikalné-chemické a chemické zkougen? lééiv
physical, physical-chemical and chemical testing of medicines

2) divize laborato¥i 400, LeoSe Janicka 975, 410 02 Lovosice, Czech Republic

pro nasledujici rozsah ¢innosti:
for the following scope of activity:

Fyzikalni, fyzikilné-chemické, biologické a farmakognostické zkouSeni 1é¢iv
physical, physical-chemical , biological and pharmacognostical testing of medicines

3) V R4ji 906, 530 02 Pardubice

pro nasledujici rozsah Cinnosti:
for the following scope of activity:

rwe

Zkou3eni léCiv metodou hmotnostni spektrometriec GC/MS
the GC/MS mass spectrometry testing of medicines

VySe uvedena kontrolni laboratoi spliiuje poZadavky spravné vyrobni praxe podle vyhlasky
Ministerstva zdravotnictvi a Ministerstva zemédé€lstvi €.411/2004 Sb., ktera je v souladu se spravnou vyrobni
praxi podle pravidel smérnice ¢. 2003/94/EC a podle pozadavki Svétové zdravotnické organizace (WHO).
Inspektofi Statniho Gstavu pro kontrolu Ié€iv provadi u vyse uvedeného vyrobce inspekce v pravidelnych
intervalech podle vyhlasky €. 411/2004 Sb., posledni inspekce provedena dne 25.-28.7.2005.

The above mentioned manufacturer conforms to requirements for Good Manufacturing Practice according to the Decree of the
Ministry of HHealth and the Ministry of Agriculture No. 411/2004 Coll., which is in compliance with Good Manufacturing Practice
according to the rules of Directive 2003/94/EC and the requirements of the World Health Organisation (WHO). Inspectors of the
State Institute for Drug Control carry out inspections of the above mentioned manufacturer in regular intervals aumrdmg lo the

Decree No. 411/2004 Coll. Last inspection was performed on 25-27/07/05. - / y
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