
       
 
 
 
 
 

Conformity Declaration 
 
 
We 
 

NovaTec Immundiagnostica GmbH 
 

Waldstr. 23 A6 , 63128 Dietzenbach 
 
 
herewith declare under our own responsibility, that the product 
 
 

Novagnost™ Ascaris lumbricoides IgG (ASCG0020DB) 
 
 
according to article 9 paragraph 1 with the purpose of qualitative in vitro 
determination of antibodies to Ascaris lumbricoides in serum by using 
photometric systems, is in accordance with the requirements of the IVD 
Directive 98/79/EC of the European Parliament and Council of Oct.27,1998 
in regard to in vitro diagnostic medical devices (IVDs). 
 
The accordance was shown by conformity assessment procedures in 
 
 

Annex III ( II – V) 
 
 
 

Dietzenbach 2006-04-10     
      Dr. Claudia Rezmer 
      Product Management 



       
 
 
 

Conformity Declaration 
 
 
We 
 

NovaTec Immundiagnostica GmbH 
 

Waldstr. 23 A6 , 63128 Dietzenbach 
 
 
herewith declare under our own responsibility, that the product 
 
 

Novagnost™ Chlamydia pneumoniae IgG (CHLG0510DB) 
 
 
of list B annex II with the purpose of qualitative in vitro determination of 
Chlamydia pneumoniae antibodies in serum by using photometric systems, is in 
accordance with the requirements of the IVD Directive 98/79/EC of the 
European Parliament and Council of Oct.27,1988 in regard to in vitro diagnostic 
medical devices (IVDs). 
 
The accordance was shown by conformity assessment procedures in 
 
 
   Annex IV 
 
 
by participation of the nodified body MDC-Medical Device Certification (0483). 
 
 
 

Dietzenbach 2005-10-12   
     Dr. Claudia Rezmer 
     Product Management 
 



       
 
 
 

Conformity Declaration 
 
 
We 
 

NovaTec Immundiagnostica GmbH 
 

Waldstr. 23 A6, 63128 Dietzenbach 
 
 
herewith declare under our own responsibility, that the product 
 
 

Novagnost™ Chlamydia pneumoniae IgM (CHLM0510DB) 
 
 
of list B annex II with the purpose of qualitative in vitro determination of 
Chlamydia pneumoniae antibodies in serum by using photometric systems, is in 
accordance with the requirements of the IVD Directive 98/79/EC of the 
European Parliament and Council of Oct.27, 1988 in regard to in vitro 
diagnostic medical devices (IVDs). 
 
The accordance was shown by conformity assessment procedures in 
 
 
   Annex IV 
 
 
by participation of the nodified body MDC-Medical Device Certification (0483). 
 
 
 
 

Dietzenbach 2005-10-12   
     Dr. Claudia Rezmer 
     Product Management 
 



       
 
 
 
 
 

Conformity Declaration 
 
 
We 
 

NovaTec Immundiagnostica GmbH 
 

Waldstr. 23 A6 , 63128 Dietzenbach 
 
 
herewith declare under our own responsibility, that the product 
 
 

Novagnost™ Mycoplasma pneumoniae IgG (MYCG0350DB) 
 
 
according to article 9 paragraph 1 with the purpose of qualitative in vitro 
determination of antibodies to Mycoplasma pneumoniae in serum by using 
photometric systems, is in accordance with the requirements of the IVD 
Directive 98/79/EC of the European Parliament and Council of Oct.27,1988 
in regard to in vitro diagnostic medical devices (IVDs). 
 
The accordance was shown by conformity assessment procedures in 
 
 

Annex III ( II – V) 
 
 

Dietzenbach 2005-08-04    
      Dr. Claudia Rezmer 
      Product Management 



       
 
 
 
 
 

Conformity Declaration 
 
 
We 
 

NovaTec Immundiagnostica GmbH 
 

Waldstr. 23 A6 , 63128 Dietzenbach 
 
 
herewith declare under our own responsibility, that the product 
 
 

Novagnost™ Mycoplasma pneumoniae IgM (MYCM0350DB) 
 
 
according to article 9 paragraph 1 with the purpose of qualitative in vitro 
determination of antibodies to Mycoplasma pneumoniae in serum by using 
photometric systems, is in accordance with the requirements of the IVD 
Directive 98/79/EC of the European Parliament and Council of Oct.27,1988 
in regard to in vitro diagnostic medical devices (IVDs). 
 
The accordance was shown by conformity assessment procedures in 
 
 

Annex III ( II – V) 
 
 

Dietzenbach 2005-08-19    
      Dr. Claudia Rezmer 
      Product Management 





       
 
 
 
 
 

Conformity Declaration 
 
 
We 
 

NovaTec Immundiagnostica GmbH 
 

Waldstr. 23 A6 , 63128 Dietzenbach 
 
 
herewith declare under our own responsibility, that the product 
 
 

Novagnost™ Toxocara canis IgG (TOCG0450DB) 
 
 
according to article 9 paragraph 1 with the purpose of qualitative in vitro 
determination of antibodies to Toxocara canis in serum by using photometric 
systems, is in accordance with the requirements of the IVD Directive 98/79/EC 
of the European Parliament and Council of Oct. 27, 1998 in regard to in vitro 
diagnostic medical devices (IVDs). 
 
The accordance was shown by conformity assessment procedures in 
 
 

Annex III ( II – V) 
 
 
 

Dietzenbach 2006-04-10    
      Dr. Claudia Rezmer 
      Product Management 
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