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STATE INSTITUTE FOR DRUG CONTROL
Srobirova 48, 100 41 PRAHA 10, CZECH REPUBLIC
tel, <420 272 185 111, fax +420 271 732 377, e-mail: sukl@sukl.cz

%/ STATNLUSTAV PRO KONTROLU LECIV

Ref No.: Ref.: Datum/Date
1 1558/3/INS/04 R.Holubovi 3/12/2004

_ : CERTIFIKAT o ,
SPRAVNE VYROBNI PRAXE VE VYROBE TRANSFUZNICH PRIPRAVKU
A SUROVIN Z KRVE NEBO JEJICH SLOZEK PRO DALSI VYROBU

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

Stémi astay pro kontrolu [€€iv osvéd&uje, Ze spolednost
State Institute for Drug Control certifies thot the company

Oblastni nemocnice Nachod a.s., Purkyiiova 446, 547 69 Nichod, Czech Republic

Je drzitelem povoleni k vy¥robé tranfiznich piipravki a surovin z Krve nebo jejich sloZek pro dalsi vyrobu
podle zikona €.79/1997 Sb., o 1&Civech, ve znéni pozdéjsich predpisa, vydancho pod Cj.3070/3/INS/O4  zc
dne 20.7.2004, platného pro nasledujici vyrabni prostory:

is & holder of & manufacturing licepse of trunsfusion products and raw material from blood er blood components according 1o the
Law on Pharmaceuticals No.79/1997 Coll. us amended, under the relerence number 3070:3/INSO4 from 20007404, covering the
following site of manufacture:

Oddéleni laboratorni mediciny-pracovi$té klinické hematologie a transfuzni sluzby, Oblastni
nemocnice Nichod a.s., Purkyiiova 446, 547 69 Nichod, Czech Republic

pro nasledujici rozsah vyroby:
for the following type of manufacture:

1)Odbiry krve
Whole blood collection

2)Alerézy
Collection of apheresis

3)Zpracovini odbérid Kkrve a jejich sloZek na transfizni pFipravky

Preparation of hlond components from whole blood

4)Vyroba plazmy pro frakcionaci, pFipadné jiné suroviny & meziproduktu uréeného k dalSimu
zpracovani
Preparation of plasma for fractionation, different raw materials or intermediate products to the following preparation

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

6)Nikup, skladovani a vydej krevnich derivatd
Purchase, storage and dispatch of blood derivates

Vyse uvedeny vyrobee spliuje poZzadavky spravné vyrobni praxe podle vyhlésky Ministerstva
zdravotnictvi a Ministerstva zemédélstvi & 411/2004 Sb., kterd je v souladu se spravnou vyrobni praxi podle
pravidel sm&rnice & 2002/98/EC. Inspektori Statniho dstavu pro kontrolu Ié¢iv provadi u vide uvedeného
vyrobce inspekee v pravidelnych intervalech podle vyhlasky & 411/2004 Sb. Posledni inspekce byla
provedena dne 12.-13,7.2004.

I'he above mentioned manufacturer conforms to requirements for Good Manufacturing Practice according w the Decree of the
Minisiry of Health and the Ministry of Agriculture No. 411722004 Coll,, which is in compliance with Good Manufacturing Practice
sccording to the rules of Directive 2002/98/EC. Inspectors of the State Institute for Drug Control carry out inspections of the above
mentioned manutacturer in regular intervals according to the Decree No. 411/2004 Coll. Last inspection was performed 12-13/07/04.
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Ing. Zdenka Durdikova
vedouci referdtu povolovani a certifikace
Head of licensing and certification office



