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Declaration of CE Conformity 

Identification of the product 

Producto name 
Catalogue 
references 

EDMS Code Registration Date and Number 

FOB Turbilatex Combo 

TL-022FB100ED/    
TL-022FB200ED/   
TL-022FB400ED/   
TL-022FB800ED/ 

TL-022FB100ECD/    
TL-022FB200ECD/   
TL-022FB400ECD/   
TL-022FB800ECD 

12.03.90.04 
15/09/2017 

RPS/590/2017 

Calprotectin Turbilatex Combo 

TL-022CP100ED/   
TL-022CP200ED/  
TL-022CP400ED/  
TL-022CP800ED/ 

TL-022CP100ECD/   
TL-022CP200ECD/  
TL-022CP400ECD/   

12.01.90.10 
15/09/2017 

RPS/590/2017 

H. pylori Turbilatex Combo 

TL-022HP100ED/   
TL-022HP200ED/        

TL-022HP100ECD/   
TL-022HP200ECD/    

15.01.04.01 
15/09/2017 

RPS/590/2017 

Transferrin Turbilatex Combo 

TL-022TF100ED/   
TL-022TF200ED/ 

TL-022TF100ECD/   
TL-022TF200ECD/ 

12.01.03.08 
14/09/2018 

RPS/482/2018 

Pancreatic Elastase Turbilatex Combo 

TL-022EL100ED/   
TL-022EL200ED/   
TL-02EL400ED/     
TL-022EL800ED/ 

TL-022EL100ECD/   
TL-022EL200ECD/    

12.01.90.90 
20/12/2019 

RPS/810/2019 

Universal Turbilatex Sample Collection Vial 
MST-0019U/ 

MST-0018MU 
12.90.01.70 

10/04/2019 
RPS/209/2019 

H. pylori Turbilatex Sample Collection Vial 

MST-0020P/ 
MST-0014MP 15.90.90.01 

10/04/2019 
RPS/209/2019 
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MANUFACTURER 

Name of company Address Representative 

CERTEST BIOTEC S.L. 
POL. INDUSTRIAL RIO GALLEGO II, CALLE J, 

Nº 1, 50840, SAN MATEO DE GALLEGO, 
ZARAGOZA (SPAIN) 

Nelson 
Gonçalves 

Fernandes 

CONFORMITY ASSESSEMENT 

Device classification Route of compliance 

Other IVD-Self declaration Annex III of IVDD 98/79/EC Council Directive  
 

CerTest Biotec S.L. declares that the above mentioned products covered by this declaration conform with the 
Essential Requirements of EC Directive 98/79/EC (annex I). 

 
Company representative. Nelson Gonçalves Fernandes 

Title: Managing Director 

Date: May 24th,2022 
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