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APPENDIX 1 ТО ТНЕ DECLARA TION OF CONFORMIТY 

This document is ап integral part of the Declaration of Conformity 

ALLEGA ТО/ ALLA DICHIARAZIONE DI CONFORMITA 
11 presente documento е parte integrante della Dichiarazione di Conformita 

Last update: July 26th 2019 
Ultimo aggiomamвnto: 

The above-mentioned СЕ certificate includes the following devices: 
fl Cвrtificato СЕ di cui sopra incfude i seguвnti dispositivi: 

GMDN 

Codes/ Bellco 
Oevices Code Models Descriptlon Clвsslflcвtlon 

Cod/ce Cod/ce Modetll Descrlz/one Clвsslflcaz/one 

GMDNI Bellco 
D/soosltlvo 

Pre-assemЫed device for РЕХ treatments for AMPLYA equipment 

Pre-assemЫed device for 

46998 IВ0081200 ABLP05 РЕХ for Amplya Class llb 
Dispositivo prв-assвmЫato Classe llb 
oer РЕХ oer Amolva 

Clвsslflcвtlon 
Rule 

Regolad/ 
Clвsslflcвzlone 

RuleЗ 
Regola З 

Pre-assemЫed device for CPFA� treatments for AMPL УА equipment 
Pre-assemЫed device for 

61674 IВ0086000 ABL14P05 CPFA for Amplya Class llb RuleЗ 
Dispositivo prв-assвmЫato рвr Classв 1/Ь Regola З 
CPFA oer Amolva 

Pre-assemЫed device for НР treatments for AMPLYA equipment 
Pre-assemЫed device for НР 

61674 IВ0580790 ABLE 
for Amplya Class lla RuleЗ 
Dispositivo pre-assemЫato Classe //а Rвgola З 
овr НР oer Amolva 

Pre-assemЫed devices for RRT treatments for AMPL УА equipment 

Pre-assemЫed device for 

61674 IВ0087030 АВLОЗ RRT for Amplya Class llb RuleЗ 
Dispositivo prв-assвmЫato Classe 1/Ь Regola З 
oer RRT oer Am1Jlva 
Pre-assemЫed device for 

61674 1В0087050 ABL0S RRT for Amplya Class llb RuleЗ 
Dispositivo pre-assemЫato C/asse 1/Ь Regola З 
oer RRT oer Am1Jlva 
Pre-assemЫed device for 

61674 1В0087080 ABL0B RRT for Amplya Class llb RuleЗ 
Dispositivo pre-assemЬ/ato Classe llb Regola 3 
oer RRT 1Jer Am1Jlva 
Pre-assemЫed device for 

61674 180087140 ABL14 RRT for Amplya Class llb RuleЗ 
Dispositivo ргв-аssвтьtаtо Classв llb RвgolaЗ 
oer RRT oer Amolva 
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StвrtOf 
СЕ 

Mвrking 
lnlzlo 

Marcatura 
СЕ 

2014 

2012 

2015 

2014 

2014 

2014 

2012 



Pre-assemЫed device for 

61674 IВ0087170 ABL17 
RRT for Amplya Class llb RuleЗ 

2014 i.1/ 
Dispositivo pre-assemЫato Cfasse l{b RegolaЗ 
oer RRT oer Amolva 
Pre-assemЫed device for 

61674 IВ0087220 ABL22 
RRT for Amplya Class llb RuleЗ 

2014 
Dispositivo pre-assemЫato Classe 1/Ь Regola з

' 

oer RRT oer Amofva 
Pre-assemЫed device for 

61674 180580903 ABLD0З 
RRT for Amplya Class llb RuleЗ 

2016 Dispositivo pre-assemЫato Classe 1/Ь Rego/a З ·-....

oer RRT oer Атр/уа 
Pre-assemЫed device for 

61674 IВ0580905 A8LD05 
RRT for Amplya Class llb RuleЗ 

2016 Dispositivo pre-assemЫato Classe 1/Ь Regola З 
oer RRT oer Amolva 
Pre-assemЫed device for 

61674 IВ0580908 A8LD08 
RRT for Amplya Class llb RuleЗ 

2016 Dispositivo pre-assemЬ/ato Classe 1/Ь Regola 3 
oer RRT oer Amolva 
Pre-assemЫed device for 

61674 180580914 A8LD14 
RRT for Amplya Class llb RuleЗ 

2016 Dispositivo pre-assemЬ/ato Classe 1/Ь Regola 3 
oer RRT овr Amolva 
Pre-assemЫed device for 

61674 180580917 A8LD17 
RRT for Amplya Class llb AuleЗ 

2016 Dispositivo pre-assemЫato Classe 1/Ь Regofa З 
oer RRT oer Ampfva 
Pre-assemЫed device for 

61674 1В0580922 A8LD22 
RRT for Amplya Class llb RuleЗ 

2016 Dispositivo pre-assemЬ/ato Classe 1/Ь Regola З 
oer RRT oer Ampfva 
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** * * * В.nannt durch/Dl!signated Ьу 

* * Zent111lstelle der Ulnder � * р • * l()r Gesundheltssd'lutz f
* * Ьеi Ar%nelmtttetn und � 

мedi>Jnprodukten S ***** ZLG-BS-244.10.08 

ЕС Certificate 
Full Quality Assurance System 
Directive 93/42/ЕЕС on Medical Devices (MDD), Annex 11 excluding (4) 
(Devices in Class lla, llb or 111) 

No. G1 0102440055 Rev. 00 

Manufactu rer: 

Facility(ies): 

Bellco S.r.l. 
Via Camurana, 1 
41037 Mirandola (МО) 
ITALY 

Bellco S.r.l. 
Via Camurana, 1, 41037 Mirandola (МО), ITALY 

Product Category(ies): Haemodialysis, apheresis and 
Ыооd management equipment 
(including accessories for monitoring 
of Ыооd pressure, oxygen saturation 
and heart rate); haemodialysis, apheresis 
and Ыооd management disposaЫe 
medical devices like filters and Ыооd lines, 
plasmafilters and adsorbers, 
cartridges for haemodialysis, powder 
concentrates for haemodialysis, 
liquid concentrates for haemodialysis 

Product Service 

The Certification Body of TOV S0D Product Service GmbH declares that the aforementioned 
manufacturer has implemented а quality assurance system for design, manufacture and final 
inspection of the respective devices / device categories in accordance with MDD Annex 11. This quality 
assurance system conforms to the requirements of this Directive and is subject to periodical 
surveillance. For marketing of class 111 devices an additional Annex 11 (4) certificate is mandatory. See 
also notes overleaf. 

Report No.: 

Validfrom: 

Valid until: 

Date, 2019-07-17 
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ITA1315239 

2019-07-17 

2024-05-26 

Stefan PreiB 
Head of Certification/Notified Body 

TOV S0D Pгoduct Service GmbH is Notified Body with identification no. 0123 

TOV S0D Product Service GmbH • Certification Body • RidlerstraBe 65 • 80339 Mun1ch • Germany 
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