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CERTIFIED COMPANY UNI EN ISO 9001:2008 & UNI CEI EN ISO 13485:2012 
 

DICHIARAZIONE DI CONFORMITA’ | 
| DECLARATION OF CONFORMITY 

 

La sottoscritta Nuova Aptaca s.r.l.  
The undersigned Nuova Aptaca s.r.l.  

 

DICHIARA 
DECLARES 

 

Che il dispositivo medico diagnostico in vitro di seguito descritto: 
That in vitro diagnostic medical devices described as follows: 

 

PUNTALI PER MICROPIPETTE 
TIPS FOR MICROPIPETTES 

DISPOSITIVI STERILI – STERILE DEVICES 
 

(i cui codici di dettaglio sono riportati nell’allegato 1) 
(which detailed codes are reported in Annex 1) 

 
>  Sono conformi ai requisiti essenziali di cui all’allegato I della direttiva 98/79/CE 

del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000. 
 Are manufactured in compliance with essential requirements of Annex 1 of the 

98/79/CE Directive dated 27Th October 1998 put into force by D.Lgs. 332 dated 
08/09/2000. 

 

>  I Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui 
all’Allegato II della Direttiva 98/79/CE. 
The devices as per Annex 1 do not  do not fall under list A or B of annex II of the   
Directive 98/79/EC. 

 

>  Classificazione EDMA: 29011001 - Other Hardware + accessories + consumables 
+ software 

 EDMA code: 29011001 - Other Hardware + accessories + consumables + software 
 

>  La presente dichiarazione è stata redatta in conformità all’Allegato III (escluso 
punto 6) della Direttiva 98/79/CE. 
The present Declaration was drafted in accordance with annex III to Directive 
98/79/EC. 

   
Rilasciato / Released  

Canelli, 27.11.2014 
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ALLEGATO 1 alla Dichiarazione di Conformità 98/79/CE 
Annex 1 to Declaration of Conformity 98/79/CE 
 

COD. DESCRIZIONE DESCRIPTION 

10001/SG 
Puntali macro tipo Finnpipette, PP, neutro, 
1000-10000μl 

Macro tips Finnpipette type, PP, neutral, 1000-
10000μl 

10005/SG 
Puntali macro da 2.000 - 10.000 μl, colore neutro, 
modello BIOHIT 

Macro tips 2,000 - 10,000 μl, neutral colour, BIOHIT 
type 

1001/B/SG 
Puntali per micropipette tipo Beckman, PP, neutro, 
5-1000μl 

Tips for micropipettes Beckman type, PP, neutral, 5-
1000μl 

1001/E/SG 
Puntali per micropipette tipo Eppendorf, PP, blu,  
101-1000μl 

Tips for micropipettes Eppendorf type, PP, blue, 
101-1000μl 

1001/E/SG/CS 
Puntali per micropipette tipo Eppendorf, PP, blu,  
101-1000μl, sterile in confezione singola 

 Tips for micropipettes Eppendorf type, PP, blue, 
101-1000μl 

1001/G/SG 
Puntali per micropipette tipo Gilson P500 P1000, 
PP, blu, 100-1000μl  

Tips for micropipettes Gilson P500 P1000 type, PP, 
blue, 100-1000μl  

1001/G/SG/CS 
Puntali per micropipette tipo Gilson P500 P1000, 
PP, blu, 100-1000μl  

 Tips for micropipettes Gilson P500 P1000 type, PP, 
blue, 100-1000μl 

1001/O/SG 
Puntali per micropipette tipo Oxford, PP, verde, 
101-1000μl 

Tips for micropipettes Oxford type, PP, green, 101-
1000μl  

1001/OB/SG 
Puntali per micropipette tipo Oxford, PP, blu, 
101-1000μl 

Tips for micropipettes Oxford type, PP, blue, 101-
1000μl 

1001/U/SG 
Puntali per micropipette tipo universale, colore blu, 
100-1000µl  

Micropipettes tips universal type, blue colour, 100-
1000µl 

1001/UN/SG 
Puntali neutri ad uso universale da 50-1000 μl, 
graduati, sterili 

Universal tips neutral colour, 50-1000 μl, graduated, 
sterile 

1002/U/SG 
Puntali per micropipette tipo Eppendorf Universal, 
PP, neutro, 20-300μl graduate 

Tips for micropipettes Eppendorf Universal type, PP, 
neutral, 20-300μl graduated 

1025/U/SG 
Puntali neutri ad uso universale da 50-1250 μl, 
graduati, sterili 

Universal tips neutral colour, 50-1250 μl, graduated, 
sterile 

10720 
Puntali per gel da 0,1 - 20 µl, colore neutro, sterile 
in rack 96 pcs 

Tips for gel loading 0.1-20 µl, neutral colour, sterile 
in rack of 96 pieces 

1201/M/SG 
Puntali per micropipette tipo MLA, PP, neutro, 
101-1000μl 

Tips for micropipettes MLA type, PP, neutral, 101-
1000μl 

1202/C/SG 
Puntali per micropipette tipo Eppendorf-Cristall, 
PP, neutro,  0,5-10μl 

Tips for micropipettes Eppendorf-Cristall type, PP, 
neutral, 0,5-10μl 

1202/C/SG/CS 
Puntali per micropipette tipo Eppendorf-Cristall, 
PP, neutro,  0,5-10μl 

Tips for micropipettes Eppendorf-Cristall type, PP, 
neutral, 0,5-10μl 

1202/E/SG 
Puntali per micropipette tipo Eppendorf, PP, giallo,  
5-200μl 

Tips for micropipettes Eppendorf type, PP, yellow, 5-
200μl 

1202/E/SG/CS 
Puntali per micropipette tipo Eppendorf, PP, giallo,  
5-200μl, confezione singola. 

Tips for micropipettes Eppendorf type, PP, yellow, 5-
200μl, individually wrapped. 

1202/G/SG 
Puntali per micropipette tipo Gilson, PP, giallo, 
5-200μl 

Tips for micropipettes Gilson type, PP, yellow, 5-
200μl 

1202/G/SG/CS 
Puntali per micropipette tipo Gilson, PP, giallo, 5-
200μl 

Tips for micropipettes Gilson type, PP, yellow, 5-
200μl 

1202/M/SG 
Puntali per micropipette tipo MLA, PP, neutro, 
5-200μl 

Tips for micropipettes MLA type, PP, neutral, 5-
200μl 

1202/M/SG/CS 
Puntali per micropipette tipo MLA, PP, neutro, 5-
200μl 

Tips for micropipettes MLA type, PP, neutral, 5-
200μl 

1202/MG/SG 
Puntali per micropipette tipo Gilson P2 P10, PP, 
neutro, 0,5-10μl 

Tips for micropipettes Gilson P2 P10 type, PP, 
neutral, 0,5-10μl 

1202/OM/SG 
Puntali per micropipette tipo Oxford, PP, neutro, 
5-200μl 

Tips for micropipettes Oxford type, PP, neutral, 5-
200μl 

1202/OM/SG/CS Puntali per micropipette tipo Oxford, PP, neutro, 5- Tips for micropipettes Oxford type, PP, neutral, 5-
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COD. DESCRIZIONE DESCRIPTION 

200μl 200μl 

1202/U/SG 
Puntali per micropipette tipo universale, colore 
giallo, 2-200µl graduati 

Micropipettes tips universal type, yellow colour, 2-
200µl graduated 

1203/U/SG 
Puntali tipo universale in PP, vol. 2-200 μl, 
graduati,neutri, sterili 

Micropipettes tips universal type, neutral colour, 2-
200µl graduated 

1204/U/SG 
Puntali tipo universale in PP, vol. 2-200 μl, gialli, 
sterili 

Micropipettes tips universal type, yellow colour, 2-
200µl 

1302/B/SG 
Puntali per micropipette tipo Biohit, PP, neutro, 
2-300μl 

Tips for micropipettes Biohit type, PP, neutral, 2-
300μl 

1302/G/SG 
Puntali per micropipette tipo Gilson P20 P50 P100 
P200, PP, neutro, 5-200μl graduate 

Tips for micropipettes Gilson P20 P50 P100 P200 
type, PP, neutral, 5-200μl graduated 

1402/B/SG 
Puntali tipo BIOHIT m-LINE/ PROLINE Plus, 0,1-
10 μl, neutri, sterili 

Tips for micropipettes Biohit m-Line/Proline Plus 
type, PP, neutral, 0.1-10 μl 

1402/E/SG 
Puntali per micropipette tipo Eppendorf, PP, 
neutro, 2-20μl  

Tips for micropipettes Eppendorf type, PP, neutral, 
2-20μl  

1402/G/SG 
Puntali per micropipette tipo Gilson, PP, gialle, 
5-200μl beveled 

Tips for micropipettes Gilson type, PP, yellow, 5-
200μl beveled 

1402/MG/SG 
Puntali per micropipette tipo Gilson P2 P10, PP, 
neutro, 0,5-10μl lenghtened 

Tips for micropipettes Gilson P2 P10 type, PP, 
neutral, 0,5-10μl lenghtened 

1602/SG 
Puntali per micropipette tipo Eppendorf cod 
1202/E in refil-rack da 96pz., sterili 

Tips for micropipettes Eppendorf type cod. 1202/E 
in refill rack of 96 pieces, sterile 

1902/SG 
Puntali per micropipette tipo Gilson cod 1202/MG 
in refil-rack da 96pz., sterili 

Tips for micropipettes Gilson type cod. 1202/MG in 
refill rack of 96 pieces, sterile 

19720 
Puntali per gel sterili con filtro da 0,1 - 20 μl, colore 
neutro 

Tips for gel loading 0.1-20 μl, neutral colour, sterile 
with filter 

19730 
Puntali per gel sterili con filtro da 0,1 - 100 μl, 
colore neutro 

Tips for gel loading 0.1-100 μl, neutral colour, sterile 
with filter 

4001/E/SG 
Puntali per micropipette tipo Eppendorf cod. 
1001/E, in rack da 96pz.  

Micropipettes tips Eppendorf type cod. 1001/E, in 
rack of 96 pcs. 

4001/G/SG 
Puntali per micropipette tipo Gilson cod. 1001/G, in 
rack da 96pz. 

Micropipettes tips Gilson type cod. 1001/G, in rack 
of 96 pcs. 

4001/U/SG 
Puntali per micropipette tipo universale, colore blu, 
100-1000µl, rack da 96 pz 

Micropipettes tips universal type, blue colour, 100-
1000µl, rack of 96 pcs 

4001/UN/SG 
Puntali neutri ad uso universale da 50-1000 μl, 
graduati, in rack da 96 pcs sterile 

Universal tips neutral colour, 50-1000 μl, graduated, 
in racks of 96 pieces, sterile 

4002/U/SG 
Puntali per micropipette tipo Universale cod. 
1002/U, in rack da 96pz. 

Micropipettes tips Universal type cod. 1002/E, in 
rack of 96 pcs. 

4202/B/SG Puntali neutri 1-300 μl in rack con coperchio, sterili  Tips neutral colour 1-300 μl, in rack, sterile 

4202/C/SG 
Puntali per micropipette tipo Eppendorf cod. 
1202/C, in rack da 96pz. 

Micropipettes tips Eppendorf type cod. 1202/C, in 
rack of 96 pcs. 

4202/E/SG 
Puntali per micropipette tipo Eppendorf cod. 
1202/E, in rack da 96pz. 

Micropipettes tips Eppendorf type cod. 1202/E, in 
rack of 96 pcs. 

4202/G/SG 
Puntali per micropipette tipo Gilson cod. 1202/G, in 
rack da 96pz. 

Micropipettes tips Gilson type cod. 1202/G, in rack 
of 96 pcs. 

4202/M/SG 
Puntali per micropipette tipo MLA cod. 1202/M/SG, 
rack da 96 pz 

Micropipettes tips MLA type cod. 1202/M/SG, rack 
of 96 pcs 

4202/MG/SG 
Puntali per micropipette tipo Gilson cod. 1202/MG, 
in rack da 96pz. 

Micropipettes tips Gilson type cod. 1202/MG, in rack 
of 96 pcs. 

4202/OM/SG 
Puntali per micropipette tipo Oxford cod. 
1202/OM/SG, rack da 96 pz 

Micropipettes tips Oxford type cod. 1202/OM/SG, 
rack of 96 pcs 

4202/U/SG 
Puntali per micropipette tipo universale, colore 
giallo, 2-200µl graduati, rack da 96 pz. 

Micropipettes tips universal type, yellow colour, 2-
200µl graduated, rack of 96 pcs 

4203/U/SG Puntali tipo universale in PP, vol. 2-200 μl,  Micropipettes tips universal type, neutral colour, 2-
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COD. DESCRIZIONE DESCRIPTION 

graduati,neutri, sterili 200µl graduated, rack of 96 pcs 

4204/U/SG 
Puntali tipo universale in PP vol. 2-200 μl, gialli, 
sterili 

 Micropipettes tips universal type, yellow colour, 2-
200µl, rack of 96 pcs 

4302/B/SG 
Puntali per micropipette tipo Biohit cod. 1302/B, in 
rack da 96pz. 

Micropipettes tips Biohit type cod. 1302/B, in rack of 
96 pcs. 

4302/G/SG 
Puntali per micropipette tipo Gilson cod. 1302/G, in 
rack da 96pz. 

Micropipettes tips Gilson type cod. 1302/G, in rack 
of 96 pcs. 

4402/B/SG 
Puntali tipo BIOHIT m-LINE/ PROLINE, vol.0,1-
10ul, neutri, in rack sterili 

Tips for micropipettes Biohit m-Line/Proline Plus 
type, PP, neutral, 0.1-10 μl, sterile in rack 96 pcs 

4402/E/SG 
Puntali per micropipette tipo Eppendorf cod. 
1402/E, in rack da 96pz. 

Micropipettes tips Eppendorf type cod. 1402/E, in 
rack of 96 pcs. 

4402/G/SG 
Puntali per micropipette tipo Gilson cod. 
1402/G/SG, in rack da 96 pz 

Micropipettes tips Gilson type cod. 1402/G/SG, in 
rack of 96 pcs. 

4402/MG/SG 
Puntali per micropipette tipo Gilson cod. 1402/MG, 
in rack da 96pz. 

Micropipettes tips Gilson type cod. 1402/MG, in rack 
of 96 pcs. 

5001/F/SG 
Puntali macro tipo Finnpipette, PP, neutro, 
1000-5000μl 

Macro tips Finnpipette type, PP, neutral, 1000-
5000μl 

5001/O/SG Puntali macro tipo Gilson, PP, blu, 1000-5000μl Macro tips Gilson type, PP, blue, 1000-5000μl 

5001/ON/SG 
Puntali macro tipo Eppendorf , PP, neutro, 
1000-5000μl 

Macro tips Eppendorf type, PP, neutral, 1000-5000μl 

6001/ON/SG 
Puntali macro tipo Eppendorf, PP, neutro, 1000-
5000μl, in rack sterile 

Macro tips Eppendorf type, PP, neutral, 1000-
5000μ, sterile in rackl 

9402 
Puntali con filtro tipo BIOHIT m-LINE/ PROLINE 
Plus, 0,1-10 µl,neutri, in rack sterile 

Filter Tips for micropipettes Biohit m-Line/Proline 
Plus type, PP, neutral, 0.1-10 μl, sterile in rack 

9501 
Puntali con filtro tipo Eppendorf, PP, neutro, 101-
1000μl 

Filter tips. Eppendorf model, PP, neutral, 101-1000 
μl 

9501/S 
Puntali con filtro tipo Eppendorf, PP, neutro, 101-
1000μl 

Filter tips. Eppendorf model, PP, neutral, 101-1000 
μl 

9502 
Puntali con filtro tipo Eppendorf, PP, neutro, 5-
100μl 

Filter tips. Eppendorf model, PP, neutral, 5-100 μl 

9503 
Puntali con filtro tipo Eppendorf Cristall, PP, 
neutro, 0,5-10 μl 

Filter tips. Eppendorf Cristall model, PP, neutral, 
0,5-10 μl 

9503/S 
Puntali con filtro tipo Eppendorf Cristall, PP, 
neutro, 0,5-10 μl 

Filter tips. Eppendorf Cristall model, PP, neutral, 
0,5-10 μl 

9504 Puntali con filtro tipo Eppendorf, PP, neutro, 2-20μl Filter tips. Eppendorf model, PP, neutral, 2-20μl 

9504/S Puntali con filtro tipo Eppendorf, PP, neutro, 2-20μl Filter tips. Eppendorf model, PP, neutral, 2-20μl 

9601 Puntali con filtro tipo Gilson, PP, neutro, 1-150 μl Filter tips. Gilson model, PP, neutral, 1-150 μl 

9603 Puntali con filtro tipo Gilson, PP, neutro, 1-100 μl Filter tips. Gilson model, PP, neutral, 1-100 μl 

9605 Puntali con filtro tipo Gilson, PP, neutro, 1-30 μl Filter tips. Gilson model, PP, neutral, 1-30 μl 

9606 
Puntali con filtro tipo Gilson Universal, PP, neutro, 
1-180 μl 

Filter tips. Gilson Universal model, PP, neutral, 1-
180μl 

9610 
Puntali con filtro tipo Gilson  P2-P10, PP, neutro, 
0,5-10 μl 

Filter tips. Gilson P2-P10 model, PP, neutral, 0,5-
10μl 

9615 
Puntali con filtro tipo Gilson, PP, neutro, 101-
1000μl 

Filter tips. Gilson model, PP, neutral, 101-1000 μl 

9620 
Puntali con filtro tipo Eppendorf, PP, neutro, 20-
300μl, graduati. 

Filter tips. Eppendorf model, PP, neutral, 20-300 μl, 
graduated 

9620/S 
Puntali con filtro tipo Eppendorf, PP, neutro, 20-
300μl, graduati. 

Filter tips. Eppendorf model, PP, neutral, 20-300 μl, 
graduated 

9701 
Puntali con filtro tipo universale, PP, neutro, 100-
1000μl 

Filter tips universal type, PP, neutral, 100-1000μl 

9702 Puntali per gel, colore neutro, 0,1-200µl Tips for gel loading, neutral colour, 0,1-200µl 

9703 
Puntali neutri con filtro ad uso universale da 50-
1000 μl, graduati, sterili 

Universal tips with filter  neutral colour, 50-1000 μl, 
graduated, sterile 
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COD. DESCRIZIONE DESCRIPTION 

9710 
Puntali con filtro tipo Gilson P2-P10, PP, neutro, 
0,1-10μl 

Filter tips Gilson P2-P10 model, PP, neutral, 0,1-
10μl 

9711 
Puntali con filtro tipo universale, PP, neutro, 2-
200μl 

Filter tips universal type, PP, neutral, 2-200μl 

9712 
Puntali con filtro tipo Eppendorf Cristall, PP, 
neutro, 0,5-20 μl 

Filter tips. Eppendorf Cristall model, PP, neutral, 
0,5-20 μl 

9713 
Puntali con filtro tipo universale, vol. 2-100 µl, 
neutri, sterili in rack 

Filter tips. universal model, PP, neutral, 2-100 μl 

9801 
Puntali macro con filtro da 1.000 - 5.000 μl, colore 
blu, modello GILSON 

Macro tips with filter 1,000 - 5,000 μl, blue colour, 
GILSON type 

9802 
Puntali macro con filtro da 1.000 - 5.000 μl, colore 
neutro, modello EPPENDORF 

Macro tips with filter 1,000 - 5,000 μl, neutral colour, 
EPPENDORF type 

9803 
Puntali macro con filtro da 1.000 - 5.000 μl, colore 
neutro, modello FINNPIPETTE 

Macro tips with filter 1,000 - 5,000 μl, neutral colour, 
FINNPIPETTE type 

9810 
Puntali macro con filtro da 2.000 - 10.000 μl, 
colore neutro, modello GILSON 

Macro tips with filter 2,000 - 10,000 μl, neutral 
colour, GILSON type 

9811 
Puntali macro con filtro da 2.000 - 10.000 μl, 
colore neutro, modello BIOHIT 

Macro tips with filter 2,000 - 10,000 μl, neutral 
colour, BIOHIT type 

9920/B 
GreenTip® Puntali neutri 0,1-10 μl sterile, con 
filtro, tipo UNIVERSALE,in rack PP biodegradabile 

GreenTip® Filter Tips universal type 0.1-10 μl, PP, 
neutral colour, in biodegradable rack  

9921/B 
GreenTip® Puntali neutri 2-100 μl, sterile con filtro, 
tipo UNIVERSALE, in rack PP biodegradabile 

GreenTip® Filter Tips universal type 2-100 μl, PP, 
neutral colour, in biodegradable rack 

9922/B 
GreenTip® Puntali neutri 2-200 μl, sterile con filtro, 
tipo UNIVERSALE, in rack PP biodegradabile 

 GreenTip® Filter Tips universal type 2-200 μl, PP, 
neutral colour, in biodegradable rack 

9923/B 
GreenTip® Puntali neutri 100-1000 μl, sterile con 
filtro tipo UNIVERSALE, in rack PP biodegradabile 

 GreenTip® Filter Tips universal type 100-1000 μl, 
PP, neutral colour, in biodegradable rack 
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CERTIFIED COMPANY UNI EN ISO 9001 & UNI EN ISO 13485  
 

DICHIARAZIONE DI CONFORMITA’ | 
| DECLARATION OF CONFORMITY 

 
La sottoscritta Nuova Aptaca s.r.l.  
The undersigned Nuova Aptaca s.r.l.  

 
DICHIARA 
DECLARES 

 
Che i Dispositivi Medici di seguito descritti: 

That Medical Devices described as follows: 
 

TAMPONI PER LA RACCOLTA E LA CONSERVAZIONE DI CAMPIONI 
BIOLOGICI, ANCHE IN AMBITO CHIRURGICO, CON O SENZA TERRENO DI 

TRASPORTO 
 

MEDICAL SWABS AND APPLICATORS FOR BIOLOGICAL SAMPLE 
COLLECTION AND PRESERVATION, ALSO FOR SURGERY USE, WITH OR 

WITHOUT TRANSPORT MEDIUM 
 

PRODOTTI STERILI – STERILE PRODUCTS 
 

(i cui codici di dettaglio sono riportati nell’allegato 1) 
(which detailed codes are reported in Annex 1) 

 

 Sono conformi ai requisiti essenziali di cui all’allegato I della Direttiva 93/42/CE così come integrata e 
modificata dalla Direttiva 2007/47/CE. 
They are conform to the essential requirements of Annex I of Directive 93/42/EC as amended and integrated by 
Directive 2007/47/EC  

 

 Sono classificati di Classe IIa sterile in base all’Allegato IX - regola 6 - p.to 2.2. della Direttiva 93/42/CE 
così come integrata e modificata dalla Direttiva 2007/47/CE. 
They are classified as Class IIa sterile according to Annex IX - Rule 6 - p.t 2.2. of Directive 93/42/EC as amended 
and integrated by Directive 2007/47/EC 

 

 Sono soggetti a marcatura CE rilasciata dall’Organismo Notificato n° 0426 Italcert Srl 
They are subject to CE mark issued by the Notified Body n° 0426 Italcert Srl 

 

 Sono prodotti con un Sistema Qualità della produzione conforme all’Allegato V della Direttiva 93/42/CE 

They are manufactured with a production quality system in accordance with Annex V of Directive 93/42/EC 

 
Tale dichiarazione è supportata dalla certificazione del Sistema Qualità Nuova Aptaca secondo gli standard UNI EN 
ISO 9001 e UNI EN ISO 13485 
 

This statement is supported by the New Aptaca Quality System Certification according to UNI EN ISO 9001 and UNI 
EN ISO 13485 

 
Rilasciato / Released  
Canelli, 13.05.2014    
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ALLEGATO 1 alla Dichiarazione di Conformità Tamponi sterili 
Annex 1 to Declaration of Conformity Sterile Swabs 

COD. DESCRIZIONE DESCRIPTION 

2150/SG 
Tamponi sterili puntale in cotone ed asta in legno, 
in provetta PP, sterili 

Sterile swabs cotton tip and wooden stick, in PP 
test tubes, sterile 

2150/SG/CS 
Tamponi sterili puntale in cotone ed asta in legno, 
in provetta PP, sterili in confezione singola 

Sterile swabs cotton tip and wooden stick, in PP 
test tubes, sterile individually wrapped 

2160/SG 
Tamponi sterili puntale in viscosa ed asta in 
plastica, in provetta PP, sterili 

Sterile swabs rayon tip and plastic stick, in PP test 
tubes, sterile 

2160/SG/CS 
Tamponi sterili puntale in viscosa ed asta in 
plastica, in provetta PP, sterili in confezione 
singola 

Sterile swabs rayon tip and plastic stick, in PP test 
tubes, sterile individually wrapped 

2170/SG 
Tamponi sterili puntale in viscosa ed asta in 
alluminio, in provetta PP, sterili 

Sterile swabs rayon tip and alluminium stick, in PP 
test tubes, sterile 

2170/SG/CS 
Tamponi sterili puntale in viscosa ed asta in 
alluminio, in provetta PP, sterili in confezione 
singola 

Sterile swabs rayon tip and alluminium stick, in PP 
test tubes, sterile individually wrapped 

301/SG 
Tamponi sterili con terreno di trasporto Amies 
senza carbone, asta in plastica, in provetta PP 

Sterile swabs with clear Amies medium, plastic 
stick, in PP test tubes 

301/AL/SG 
Tamponi sterili con terreno di trasporto Amies 
senza carbone, asta in alluminio, in provetta PP 

Sterile swabs with clear Amies medium, aluminium 
stick, in PP test tubes 

303/SG 
Tamponi sterili con terreno di trasporto Amies con 
carbone, asta in plastica, in provetta PP 

Sterile swabs with Amies medium with charcoal, 
plastic stick, in PP test tubes 

303/AL/SG 
Tamponi sterili con terreno di trasporto Amies con 
carbone, asta in alluminio, in provetta PP 

Sterile swabs with Amies medium with charcoal, 
aluminium stick, in PP test tubes 

305/SG 
Tamponi sterili con terreno di trasporto Stuart 
senza carbone, asta in plastica, in provetta PP 

Sterile swabs with clear Stuart medium, plastic 
stick, in PP test tubes 

305/AL/SG 
Tamponi sterili con terreno di trasporto Stuart 
senza carbone, asta in alluminio, in provetta PP 

Sterile swabs with clear Stuart medium, aluminium 
stick, in PP test tubes 

307/SG 
Tamponi sterili con terreno di trasporto Stuart con 
carbone, asta in plastica, in provetta PP 

Sterile swabs with Stuart medium with charcoal, 
plastic stick, in PP test tubes 

307/AL/SG 
Tamponi sterili con terreno di trasporto Stuart con 
carbone, asta in alluminio, in provetta PP 

Sterile swabs with Stuart medium with charcoal, 
aluminium stick, in PP test tubes 

309/SG 
Tamponi sterili con terreno di trasporto Cary Blair, 
asta in plastica, in provetta PP 

Sterile swabs with Cary Blair medium, plastic stick, 
in PP test tubes 

 









 

 

EC DECLARATION OF CONFORMITY 
 
Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:  
 

Product name Catalogue number 

LE Latex test kit 840050 

 
 
has been classified as non List A, non List B (Directive 98/79/EC, Annex II) 
and complies with the essential requirements and provisions of Directive 
98/79/EC of the European Parliament and of the Council (also SI 2002 
No.618 which transposes the requirements of Directive 98/79/EC). 
 
and is in conformity with the national standards transposing harmonised 
standards: 
 

 BS EN 980:2008 

 BS EN ISO 13485:2012 

 BS EN 13612:2002 

 BS EN 13640:2002 

 BS EN 13641:2002 

 BS EN ISO 14971:2012 

 BS EN ISO 18113, parts 1&2 
 
The conformity assessment procedure performed was in accordance with 
Annex III of Directive 98/79/EC. 
  
This declaration of conformity is issued under the sole responsibility of Lorne 
Laboratories Ltd and is valid from 13 April 2016. 
 
 

 
_______________ 
Eddy Velthuis 
Technical Director 





























a Abbott 

Declaration of Conformity 

Certificate Identification: 
Legal Manufacturer's Name: 

Legal Manufacturer's Address: 

SC-99644 
Abbott Laboratories 
Diagnostics Division 
Abbott Park, IL 60064 USA 

List Numbers GMDNCode Names and Description of Devices Classification 
and Size Code 

of Devices 

99644-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared 
CONCENTRATE 

9364 1-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared 
CONCENTRATE 

Authorized E uropean ABBOTI 
Representative (name and Max-Planck-Ring 2 
address) 65205 Wiesbaden, Germany 
Storage site of technical Abbot1 Laboratories 
documentation (name and 4551 Great America Parkway 
address) Santa Clara, CA 95054 USA 
Harmonized Standards Listed in the Technical Documentation 

We, the unders igned, hereby declare that the in vitro diagnostic medical devices described above and bearing 
the CE marking, conform with the applicable provisions of the EC Directive 98179/ EC of the European 
Parl iament and ofthe Counci l of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are 
transposed into the Jaws of the member states. 
This declaration is made in accordance with Annex HI of the IVD Directive and is issued under the sole 
responsibility of the manufacturer. 

Signature: ~~ 
Full Name: 

Barry Simpson 

Position: Qual ity Manager 

Date of Approva l: o~. ~~ e\ . 1o16 

Date Issued: SEP 0 4 2015 

Supersedes: IRIS V4, 
Jan uary I 0, 20 14 

CELL-DYN ENZYMATIC CLEANER CONCENTRATE 
September 20 I 5 

Signature: 

Fu ll Name: 

Position: 

Date of Approval: 

Place Issued: 

Effective (Date or Lot 
Num ber): 

Jh~~ 
Marcy Jaqua 

Regulatory Affairs , Directo r 

ot./ ...5e,e .:JtJ;~ 
I 

Abbott Santa Clara 

SEP 11 2015 

Declaration of Conformity 
(IRIS V5) 

Page I of I 
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