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STATNI USTAVY PRO KONTROLU LECIV
STATE INSTITUTE FOR DRUG CONTROL
Srobiirova 48, 100 41 PRAHA 10, CZECH REPUBLIC
tel. +420 272 185 111, fax +420 271 732 377, e-mail: suki@sukl.cz

Ref. No.: Ref.: Datum/Date
12272/1/IN5/04 ' R.Holubovd SA12004

o CERTIFIKAT o
SPRAVNE VYROBNI PRAXE VE VYROBE TRANSFUZNICH PRIPRAVKU
A SUROVIN Z KRVE NEBO JEJICH SLOZEK PRO DALS{ VYROBU

CERTIFICATE OF GOOD MANUFACTURING PRACTICE IN MANUFACTURE OF
TRANSFUSION PRODUCTS AND RAW MATERIAL FROM BELOOD OR BLOOD
COMPONENTS

Stitni Gstav pro kontrolu lé€iv osvédéuje, Ze spolefnost
Swate Institute for Dirug Control centifies that the company

Fakultni nemocnice Olomouc, L.P.Pavlova &, 775 20 Olomoue, Czech Republic

je drzitelem povoleni k wyrobé tranfiiznich pripravk( a surovin z krve nebo jejich slozek pro dalsi vyrobu
podle zikona &.79/1997 8b., o létivech, ve znéni pozdéjsich piedpisii, vydaného pod &j.12785/M4/INS/0] ve
anéni posledni zmény & 6401/1/INS/03 ze dne 13.6,2003, platného pro nasledujici virobni prostory:

is a holder of o manufacturing licence of transfusion produets and raw material from blood or bleod components according to the
Law on Pharmaceuticals No, 791997 Coll. as amended, under the reference number 12783/4/INS/1, last change reference number
GAOLAINSO3 From 1370640, covering the following site of manufaetuee:

Transfizni addéleni a Oddéleni klinické biochemie Fakultni nemocnice Olomouc, LP.Pavlova 6, 775
20 Olomouce, Czech Republic

pro nisledujici rozsah viroby:
for the following type of manufacture:

1)Odbéry krve
Whole blood collection

2)Piistrojové odbiry krve

Instrumental collection of whole blood

3Zpracovini odbérd krve a jejich sloZek na transfizni piipravky
Preparation of blood components from whole blood
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4)¥yroba plazmy pro frakeionaci
Preparation of plasma for fractionation

S)Laboratorni kontroly souvisejici s vyrobni finnosti
Laboratory testing connected with manufacturing activities

G)Nakup, skladovini a videj krevnich deriviti
Purchase, storage and dispateh of blood derivates

Vyie uvedeny wyrobee spliiuje pozadavky sprdvné vyrobni praxe podle vyhlidky Ministerstva
zdravotnictvi a Ministerstva zeméd&lstvi & 411/2004 Sb., kterd je v souladu se sprévnou vyrobni praxi podle
pravidel smérnice & 2002/98/EC. Inspektofi Stitniho Gstavu pro kontrolu lé&iv provadi u vise uvedeného
vyrobee inspekee v pravidelnych intervalech podle vyhldsky & 411/2004 Sb. Posledni inspekce byla
provedena dne 22.-23.7.2004,

The above mentioned manufacturer conforms 1o requirements for Good Manufacturing Practice according to the Decree of the
Ministry of Health and the Minisiry of Agriculture No, 411/2004 Coll., which is in compliance with Good Manufacturing Practice
according to the rules of Directive 2002/98/EC. Inspectors of the State Institute for Drug Control carry out inspeciions of the above
mentioned manuficturer in regular inervals according to the Decree No, 41172004 Coll. Last inspection was performed 22-23/07/04,

/
ﬁﬁﬂéi{f -
Ing. Zdenka Durdikovi

vedouci referdtu povolovini a certifikace
Head of licensing and certification office




