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Manufacture of medicinal products, medical devices, food Supplements and cosmetics. 
Purehase and sale of raw materials for the phannaceutical, food and cosmetics. 

URGENT FJELD SAFETY NOTICE/ DEVICE RECALL 

Attention Distributors, Healthcare Professional 

Details of affected devices 
Commercial name of affected product: 
Batch. No. 

NATRIUM CITRICUM 4% 
9.178.01 

FSCA-Identifier: 
Intended use: 
Type of Action: 

10: LJRHV 1940, BfArM 1705311 9 
Anticoagulation solution oftrisodium citrate 4% 
Device RecaU, ID: LJSHVZP 200 I 

Description of tbe problern 
Mould occurence on the Iabel on the primary packaging (bag) was noted. For the reason of 
patient safety decision about product recall was made. 

Action to be taken by user 
- Piease stop using the device Natrium Citricum 4% 250 ml 
- Pieasereview your inventory (for batch no. 9.178.01) 
- Return all unused identified products to manufacturer/distributors 
- Share this notification with other relevant personnet in your organization 

Transmissionoftbis Field Safety Notice 
This notice needs tobe passed on the all those who need to be aware within your organisation or 
to any organisation where the potentionally affected devices have been supplied. 

Contact reference person 
Ing. Petra Honsu - Quality Manager Biomedica spol. s r.o. 
Mob.: +420 770 105 577, e-mail: honsu.petra@bio-medica.eu 

Ing. Stehlikova- Quality manager division Luhacovice, Biomedica spol. s r.o. 
Mob.: +420 777 705 325, e-mail : stehlikova.daqmar@bio-medica.eu 

Mrs. Magdalena Duhajska - Sales referent for infusion solutions, division Luhacovice, 
Biomedica spol. s r.o 
Mob.: +420 777 705 327, tel.: +420 57 713 I 0 27, e-mail: duhajska.maqdalena@bio-medica.eu 

Luhacovice 29.01.2020 

Headquarter: 
Biomedica, spol. s r.o. 
Pekafska 8, 155 00 Praha 5 
IC: 44265859, 
DIC: CZ44265859 
tel. : 257 084 202 
fax: 235 518 702 
Registrace uMS v Praze, oddil C, vlozka 5142 

Site Horatev: 

Biomedica spol. s r.o. 

Site Luhacovice: 
Technologicky park Horatev 104 
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Masarykova 200 
763 26 Luhacovice 
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