




EG-KONFORMITÄTSERKLÄRUNG · EC DECLARATION OF CONFORMITY 

DÉCLARATION CE DE CONFORMITÉ · DICHIARAZIONE CE DI CONFORMITÀ 
 

Name und Adresse des Herstellers: /  
Name and address of the manufacturer: / 
Nom et adresse du fabricant: /  
Nome e indirizzo del fabbricante: 

BOEN HEALTHCARE CO., LTD
Unit 602, International Center, No.535, Shenxu Road, 
Suzhou, 215021, Jiangsu, China

Wir erklären in alleiniger Verantwortung, dass / We declare under our sole responsibility that /  
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilità che 

das Medizinprodukt: / 
the medical device: /  
le dispositif médical: / 
il dispositivo medico: 

der Klasse: / 
of class: / 
de la classe: / 
di classe: 

Centrifuge Tube

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang II sein / (IVDD, Article9(1)) not be part of list A & B of annex II 

  (IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de l'annexe II  / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B 

dell'allegato II 

den einschlägigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale 
Gesetze entspricht. Die Erklärung gilt in Verbindung mit dem zum Produkt gehörigen „Endprüfprotokoll“. /  

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration 
is valid in connection with the “final inspection report” of the device. /  

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit 
national qui le concernent. La déclaration est valable si elle est associée au «rapport de l’inspection finale» du produit. / 

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano. 
Questa dichiarazione è valida in congiunzione con il “rapporto di ispezione finale” del prodotto. 

Konformitätsbewertungsverfahren: /  
Conformity assessment procedure: / 
Procédure d’évaluation de la conformité: /  
Procedura di valutazione della conformità: 

Anhang III (voraussichtlicher Punkt 6) der IVDD 98/79 / 
EG Annex III (expect point 6) of IVDD 98/79/EC  
Annexe III (sauf le point 6) de l'IVDD 98/79 / CE  
Allegato III (aspettarsi il punto 6) dell'IVDD 98/79 / CE 

Registrier-Nr.: /  
Registration No.: /  
N°d’enregistrement: /  
Numero di registrazione: 

CE 

Benannte Stelle: /  
Notified Body: /  
Organisme notifié: /  
Organismo notificato: 

Suzhou, 201.05.26
_________________________ 
Ort, Datum / Place, date / 

Lieu, date / Luogo, data 

 General Manager 

______________________________ 
Name und Funktion / Name and function / 

Nom et fonction / Nome e funzione 

Common/Others IVD
(Devices of NOT Annex II and NOT self-test)







исх. №310 от 26.11.2021г.

Информационное письмо. 

В соответствии с действующим Постановлением Правительства РФ от 01.12.2009г. 

№982 «Об утверждении единого перечня продукции, подлежащей обязательной 

сертификации и единого перечня продукции, подтверждение соответствия которой 

осуществляется в форме принятия декларации о соответствии», Пробирки лабораторные по ТУ 
9461-008-52876351-2008, производства ООО «МиниМед», ОКПД2 23.19.23.110 - «Посуда для 
лабораторных целей стеклянная», обязательной сертификации и декларированию не подлежат.

Начальник ОТК Грузинцев С.А.
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Product List – CE Marked 
 
 
 

Certified by 

 

ISO 13485:2016 
 

 

EC – Directive 98 / 79 EC 
For In-Vitro-Diagnostics 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

_______________________________________________________________________ 
 

 2020-02-1 
_________________________________________________________________
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NovaLisa ®  Virology 
Prod. No.  Name            
ADVA0010  Adenovirus  IgA 
ADVG0010  Adenovirus  IgG 

ADVM0010  Adenovirus  IgM 

CHIG0590  Chikungunya Virus  IgG capture 
CHIM0590  Chikungunya Virus  IgM µ-capture 

CMVG0110  Cytomegalovirus (CMV)  IgG 
ACMV7110  Avidity Cytomegalovirus (CMV)  IgG 

CMVM0110  Cytomegalovirus (CMV)  IgM 

DENG0120  Dengue Virus  IgG 
DENM0120  Dengue Virus  IgM 
DVM0640  Dengue Virus IgM µ-capture 
NS1D4020  Dengue Virus NS1 Antigen 

EBVA0150  Epstein-Barr Virus  (VCA)  IgA 
EBVG0150  Epstein-Barr Virus  (VCA)  IgG 
AEBV7150  Avidity Epstein-Barr Virus  (VCA)  IgG 

EBVM0150  Epstein-Barr Virus  (VCA)  IgM 

EBVG0580  Epstein-Barr Virus (EBNA)  IgG 

HANG0670  Hantavirus IgG 
HANM0670  Hantavirus IgM 

HEVG0780  Hepatitis E Virus (HEV) IgG 
HEVM0780  Hepatitis E Virus (HEV) IgM 

HSVG0250  Herpes simplex Virus 1+2  (HSV)  IgG 

HSVM0250  Herpes simplex Virus 1+2  (HSV)  IgM 

HSV1G0500  Herpes simples Virus  1  (HSV 1)  IgG  
HSV1M0500  Herpes simplex Virus  1  (HSV 1)  IgM  
HSV2G0540  Herpes simplex Virus  2  (HSV 2)  IgG  
HSV2M0540  Herpes simplex Virus  2  (HSV 2)  IgM  
INFA0290  Influenza Virus A  IgA 
INFG0290  Influenza Virus A  IgG 
INFM0290  Influenza Virus A  IgM 

INFA0300  Influenza Virus B  IgA 
INFG0300  Influenza Virus B  IgG 
INFM0300  Influenza Virus B  IgM 

MEAG0330  Measles Virus  IgG 
AMEA7330  Avidity Measles Virus  IgG 

MEAM0330  Measles Virus  IgM 

MUMG0340  Mumps Virus  IgG 

MUMM0340  Mumps Virus  IgM 

PAIA0360  Parainfluenza Virus 1,2,3  IgA 
PAIG0360  Parainfluenza Virus 1,2,3  IgG 

PARG0370  Parvovirus B 19  IgG 

PARM0370  Parvovirus B 19  IgM 

RSVA0380  Respiratory syncytial Virus  IgA 
RSVG0380  Respiratory syncytial Virus  IgG 

RSVM0380  Respiratory syncytial Virus  IgM 

RUBG0400  Rubella Virus IgG 
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ARUB7400  Avidity Rubella Virus IgG 
RUBM0400  Rubella Virus IgM µ-capture 

TICG0440  TBE / FSME IgG 
TICM0440  TBE / FSME IgM 
PTICG044  TBE / FSME IgG plus 

 
VZVA0490  Varicella-Zoster Virus  (VZV)  IgA 
VZVG0490  Varicella-Zoster Virus  (VZV)  IgG 

VZVM0490   Varicella-Zoster Virus  (VZV)  IgM 

ZVG0790  Zika Virus IgG capture 
ZVM0790   Zika Virus IgM µ-capture 

 

NovaLisa ® Bacteriology 
Prod. No.  Name            
BAR0900  Bartonella 

BOPA0030  Bordetella pertussis IgA 
BOPG0030  Bordetella pertussis IgG 

BOPM0030  Bordetella pertussis IgM 
BPTA0610  Bordetella pertussis toxin (PT) IgA 
BPTG0610  Bordetella pertussis toxin (PT) IgG 

BORG0040  Borrelia burgdorferi  IgG  
BORM0040  Borrelia burgdorferi  IgM  

BRUG0050  Brucella  IgG 

BRUM0050  Brucella  IgM 

CHLA0070  Chlamydia trachomatis  IgA 

CHLG0070  Chlamydia trachomatis  IgG 

CHLM0070  Chlamydia trachomatis  IgM 

CHLA0510  Chlamydia pneumoniae  IgA 

CHLG0510  Chlamydia pneumoniae  IgG 

CHLM0510  Chlamydia pneumoniae  IgM 

CORG0090  Corynebacterium diphtheriae toxin  IgG   
CORG5009  Corynebacterium diphtheriae toxin 5S IgG 
PCORG009  Corynebycterium diphtheriae toxin 5S IgG plus 

COX1G0600  Coxiella burnetii (Q-Fever) Phase 1 IgG 
COX2G0600  Coxiella burnetii (Q-Fever) Phase 2 IgG 
COX2M0600  Coxiella burnetii (Q-Fever) Phase 2 IgM 

HELA0220  Helicobacter pylori  IgA 
HELG0220  Helicobacter pylori  IgG 
PHELA022  Helicobacter pylori  IgA plus 
PHELG022  Helicobacter pylori  IgG plus 

LEGG0650  Legionella Pneumophila IgG 
LEGM0650  Legionella Pneumophila IgM 

LEPG0660  Leptospira IgG 
LEPM0660  Leptospira IgM 
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MYCA0350  Mycoplasma pneumoniae  IgA 
MYCG0350  Mycoplasma pneumoniae  IgG 

MYCM0350  Mycoplasma pneumoniae  IgM 

TETG0430  Clostridium tetani toxin IgG  
TETG5043  Clostridium tetani toxin 5S  IgG  
PTETG043  Clostridium tetani toxin 5S IgG plus 

 
 

NovaLisa ® Parasites 
Prod. No.  Name            
CHAG0560  Chagas (Trypanosoma cruzi)  IgG 
TRYP0570  Chagas 

ENTG0140  Entamoeba histolytica  IgG  

LEIG0310  Leishmania infantum IgG  

MAL0620  Malaria 

TOXA0460  Toxoplasma gondii  IgA 
TOXG0460  Toxoplasma gondii  IgG 
ATOX7460  Avidity Toxoplasma gondii  IgG 

TOXM0460   Toxoplasma gondii  IgM µ-capture 
 
 

NovaLisa ® Worms 
Prod. No.  Name            
ASCG0020  Ascaris lumbricoides  IgG 

ECHG0130  Echinococcus  IgG  

FIL0760  Filariasis 

SCHG0410   Schistosoma mansoni  IgG 

SCHM0410   Schistosoma mansoni  IgM 

STRO0690  Strongyloides 

TAEG0420  Taenia solium  IgG 

TOCG0450  Toxocara canis  IgG 

TRIG0480  Trichinella spiralis  IgG  

 
NovaLisa ® Fungi 
Prod. No.  Name            
ASPG0680  Aspergillus fumigatus IgG 
ASPM0680  Aspergillus fumigatus IgM 

CANA0060  Candida albicans  IgA 
CANG0060  Candida albicans  IgG 
CANM0060  Candida albicans  IgM 
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NovaLisa ®  Hormones 

THYROID HORMONES 
(ELISAs for the determination of thyroid hormones a nd antibodies) 

Prod. No.  Name            
ATG1010  Anti-TG 
ATPO1020  Anti-TPO 
FT41050  Free T4 
TSH1030  TSH 
 

 

Hormones 

STEROID HORMONES 
 (ELISAs for the determination of steroid hormones in plasma and serum) 

Prod. No.  Name            
DNOV001  Cortisol  
DNOV002  Testosterone 
DNOV003  17 beta-Estradiol  
DNOV004  17-OH Progesterone 
DNOV005  DHEA-S 
DNOV006  Progesterone 
DNOV008  Androstenedione 
DNOV009  Free Testosterone  
DNOV011  Total Estriol 
DNOV012   Aldosterone 
 

STEROID HORMONES IN URINE  
(ELISAs for the determination of steroid hormones i n urine) 

Prod. No.  Name            
DNOV010  Urinary Cortisol 
 
 

STEROID HORMONES IN SALIVA  
(ELISAs for the determination of steroid hormones i n saliva) 

Prod. No.  Name            
DSNOV20  Cortisol Saliva 
DSNOV21  Testosterone Saliva 
DSNOV24  DHEA-S Saliva 
DSNOV27  Androstenedione Saliva 
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PROTEIN HORMONES  
(ELISAs for the determination of proteins in plasma  and serum) 

Prod. No.  Name            
DNOV030  LH 
DNOV031  FSH 
DNOV032  Prolactin 
DNOV033  AFP 
DNOV034  beta HCG 

THYROID HORMONES  
(ELISAs for the determination of thyroid hormones a nd antibodies) 

Prod. No.  Name            
DNOV051  Free T3 
DNOV053  Total T3 
DNOV054  Total T4  
DNOV057  Thyroglobulin 
 

DIABETES MONITORING  
(ELISAs for the determination of specific analytes in plasma and serum) 

Prod. No.  Name            
DNOV111  Insulin 
DNOV112  C-Peptide 
 

CIRCULATING IMMUNO COMPLEXES  
(ELISAs for the determination of specific analytes in plasma and serum) 

Prod. No.  Name            
DNOV093  CIC-C1q 
DNOV094  CIC-C3d 
DNOV096  CH-50 
 
 
TUMOR MARKERS  
(ELISAs for the determination of specific analytes in plasma and serum) 

Prod. No.  Name            
DNOV 060  CEA 
DNOV061   CA 125 
DNOV062  CA 15-3  
DNOV063  CA 19-9 
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MISCELLANEOUS 
(ELISAs for the determination of specific analytes in plasma and serum) 

Prod. No.  Name            
DNOV100  Ferritin 
DNOV101  HGH 
DNOV102  IgE 
 

 

NovaLisa ®  Autoimmune 

Autoimmune  
(ELISAs for the determination of specific autoimmun e antibodies) 

Prod. No.  Name            
ATG1010  Anti-TG 
ATPO1020  Anti-TPO 

Rheumatology 
(ELISAs for the determination of specific analytes in plasma and serum) 

Prod. No.  Name            
RFM3010  Rheumatoid Factor IgM 

 
NovaLisa ® Recombinant Antigens 
Prod. No.  Name            
BORG0040  Borrelia burgdorferi  IgG  
BORM0040  Borrelia burgdorferi  IgM  

CHAG0560  Chagas (Trypanosoma cruzi) IgG 
TRYP0570  Chagas 

HANG0670  Hantavirus IgG 
HANM0670  Hantavirus IgM 

HELA0220  Helicobacter pylori  IgA 
PHELA022  Helicobacter pylori  IgA plus 

HEVG0780  Hepatitis E Virus (HEV) IgG 
HEVM0780  Hepatitis E Virus (HEV) IgM 

HSV1G0500  Herpes simples Virus 1  (HSV 1)  IgG 
HSV1M0500  Herpes simplex Virus 1  (HSV 1)  IgM  

HSV2G0540  Herpes simplex Virus 2  (HSV 2)  IgG  
HSV2M0540  Herpes simplex Virus 2  (HSV 2)  IgM  

MAL0620  Malaria 

STRO0690  Strongyloides 

ZVG0790  Zika Virus IgG capture 
ZVM0790   Zika Virus IgM µ-capture    
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NovaLisa ® Quantitative Assays (WHO standardized) 
Prod. No.  Name            
BPTA0610  Bordetella pertussis toxin (PT) IgA 
BPTG0610  Bordetella pertussis toxin (PT) IgG 

CORG0090  Corynebacterium diphtheriae toxin  IgG   
CORG5009  Corynebacterium diphtheriae toxin 5S IgG 
PCORG009  Corynebycterium diphtheriae toxin 5S IgG plus 

RFM3010  Rheumatoid Factor IgM 

RUBG0400  Rubella Virus IgG 

TETG0430  Clostridium tetani toxin IgG   
TETG5043  Clostridium tetani toxin 5S IgG 
PTETG043  Clostridium tetani toxin 5S IgG plus 

TOXG0460  Toxoplasma gondii IgG 
ATOX7460  Avidity Toxoplasma gondii IgG 

TSH1030  TSH 

 
NovaLisa ® Quantitative Assays  

Prod. No.  Name            
ATG1010  Anti-TG 
ATPO1020  Anti-TPO 

BPTA0610  Bordetella pertussis toxin (PT) IgA 
BPTG0610  Bordetella pertussis toxin (PT) IgG 

CORG0090  Corynebacterium diphtheriae toxin IgG 
CORG5009  Corynebacterium diphtheriae toxin 5S IgG 
PCORG009  Corynebacterium diphtheriae toxin 5S IgG plus 

FT41050  Free T4 

HELA0220  Helicobacter pylori IgA 
HELG0220  Helicobacter pylori IgG 

PHELA022  Helicobacter pylori IgA plus 
PHELG022  Helicobacter pylori IgG plus 

RFM3010  Rheumatoid Factor IgM 

RUBG0400  Rubella Virus IgG 
ARUB7400  Avidity Rubella Virus IgG 

TETG0430  Clostridium tetani toxin IgG 
TETG5043  Clostridium tetani 5S toxin IgG 
PTETG043  Clostridium tetani toxin 5S IgG plus 

TICG0440  TBE / FSME IgG  
PTICG044  TBE / FSME IgG plus 

TOXG0460  Toxoplasma gondii IgG 
ATOX7460  Avidity Toxoplasma gondii IgG 

TSH1030  TSH  
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Antigen Assays 
Prod. No.  Name            
NS1D4020  Dengue Virus NS1 Antigen  

 

NovaLisa ® IgM µ-capture Assays 
Prod. No.  Name            
CHIM0590  Chikungunya Virus IgM µ-capture 

DVM0640  Dengue Virus IgM µ-capture 

RUBM0400  Rubella Virus  IgM µ-capture 

TOXM0460  Toxoplasma gondii  IgM µ-capture 

ZVM0790   Zika Virus IgM µ-capture 

 

NovaLisa ® Antibody Assays 
Prod. No.  Name            
ASCG0020  Ascaris lumbricoides  IgG 

CHAG0560  Chagas (Trypanosoma cruzi)  IgG 

TRYP0570  Chagas 

ENTG0140  Entamoeba histolytica  IgG 

LEIG0310  Leishmania infantum  IgG  

MAL0620  Malaria 

STRO0690  Strongyloides 

TAEG0420  Taenia solium  IgG  

TOCG0450  Toxocara canis  IgG  

TRIG0480  Trichinella spiralis  IgG  

 
NovaLisa ® Avidity Assays 
Prod. No.  Name            
ACMV7110  Avidity Cytomegalovirus (CMV)  IgG 

AEBV7150  Avidity Epstein-Barr Virus  (VCA)  IgG 

AMEA7330  Avidity Measles Virus  IgG 

ARUB7400  Avidity Rubella Virus IgG 

ATOX7460  Avidity Toxoplasma gondii IgG 
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NovaLisa ® Liquor Diagnostic 
Prod. No.  Name            
BORG0040  Borrelia burgdorferi  IgG  
BORM0040  Borrelia burgdorferi  IgM 
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