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Product Service 

EC Certificate 
Production Quality Assurance System 
Directive 93/42/EEC on Medical Devices (MDD), Annex V 
(Devices in class I in sterile conditions, sterilised systems or procedure padcs) 
No. G2S 041181 0033 Rev. 02 
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Manufacturer 

Facility(ies): 

Product 
Category(ies): 

Biopsybeil s.r.l. 
Via A- Manuzio 24 
41037 Mirandola (MO) 
ITALY 

Biopsybeil s.r.l. 
Via A. Manuzio 24.41037 Mirandola (MO), ITALY 

Components for biopsy sets, prenatal diagnosis 
and 
artificial insemination, Infusions, vertebropiasfy 
and 
kyphopiasty (syringes, extensions lines, 
connectors, 
stopcocks, adaptors, spatulas, bowls, mixing and 
Injection system for cement, inflation devices, 
tube holders). Fixing device for catheters 

The Certification Body of TGV S O D Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for manufacture in accordance with MDD 
Annex V, This quality assurance system covers those aspects of manufacture concerned with 
securing and maintaining sterile conditions of the respective devices / device categories and conforms 
to the requirements of this Directive. It is subject to periodical sun/eillance. See also notes overieaf. 

Report No.: 

Valid from: 
Valid until: 

ITA1272058 

2020-01-17 
2024-05-26 

Date, 2020-01-17 

Christoph Dicks 
Head of Certification/Notified Body 

Page 1 of 1 
T O V S O D Product Service GmbH is Notified Body with identification no. 0123 

TOV SOD Product Service GmbH • Certification Body • RidlerstraUe 65 • 80339 Munich • Germany 
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Product Service 

EC Certificate 
Production Quality Assurance Systenn 
Directive 93/42/EEC on Medical Devices (MDD), Annex V 
(Devices in Class lla, lib or III) 
No. G2 041181 0034 Rev. 03 

Manufacturer: Biopsybeil s.r.l. 
Via A. Manuzio 24 
41037 Mirandola (MO) 
ITALY 

Facility(ies): Biopsybeil s.r.l. 
Via A. Manuzio 24, 41037 Mirandola (MO), ITALY 

Product 
Category(ies): 

Biopsy needles and sets, needles and sets for centring 
mammary lesions, needles and sets for infusions, biopsy 
systems, discectomy systems, vertebroplasty systems, 
kyphopiasty systems, systems for the pre-natal diagnosis 
and artlficiat insemination, heat and moisture exchangers 
(hmes) fou use in humidifying the gases during spontaneous 
breathing, introduction systems, systems for aspiration, 
processing and reinjection of autologous adipose tissue, 
systems for bone marrow expiant 

The Certification Body of TOV S O D Product Service GmbH declares that the aforementioned 
manufacturer has impiemented a quality assurance system for manufacture and final inspection of the 
respective devices / device categories in accordance with MDD Annex V. This quality assurance 
system confomis to the requirements of this Directive and is subject to periodical surveillance. For 
mari<eting of class lib and 111 devices an additional Annex III certificate is mandatory. See also notes 
overleaf. 

Report No.: ITA1272058 

Valid from; 
Valid until: 

2020-01-17 
2024-05-26 

Date, 2020-01-17 

. L i 

Christoph Dicks 
Head of Certification/Notified 

Page 1 of 1 
T O V S O D Product Service GmbH is Notified Body with identification no. 0123 

TOV SOD Product Service GmbH • Certification Body • Ridlerstralie 65 • 80339 Munich • Germany TOV 

Ala
Evidenţiere



biopsybeil s.r.l. 
DICHIARAZIONEDICC>NFC)RMITA/i)cc/ara j 

Fabbricante: Bfopsybel s.r.l. Via Manuzio n. 24 41037, Mirandola (MO), Italy (Manufacturer) 
Dispositlvo Medico (Medical Device): SISTCMI PER VERTEBROPIASTICA/ VERTEBROPlASfY SYSTEMS 

Famiglia d Prodotto/ i eiasse/ 1 RegokJ/Rute 
Product family 1 Class j {Allegato IX DDM/ i 1 ? Annex Df MDD-
sistemi per VERTEBROPIASTICA / VERTEBROPLASTY SyStem$ i lla ) 6 

la Societd Biopsybeil s.r.l. dichiara sotto la suo soka resfX}nsabilffd che il Dispositlvo Medico STERILE sopra menzlonato "SISTEMI PER 
VERTEBROPLASTICA" e riportafo nef codtcl altegati confomne ai Requisiti EssenztaB della DFrettiva Dfepositivl Medici 93/42/CEE di cui 
rAllegato 1, e successive nwdlficazioni e alle norme applicabiS. li Fascicolo Tecnico contenente la documentazlone pertinente d 
conservcito presso ii Fabbricante e a dtsposi23one deBe Autorita competent! e dell'Ente Notiflcato (TOV SOD PRODUCT SERVICE GMBH 
RIdierstr. 65, 80339 Munchen Germany, n"'0123). Bfopsybell s.r.l. ha sviluppato una procedura per la sorvegBanza post - vendito del 
Dispositive Medico in accordo ai D.M. del 15/11/05 ed alio Irnea gu'da europea MEDDEV 2.12/1. La Societd BIOPSYBELL s.r.l dichiara 
inoltre che 1 disposltivi medtcJ appartenenti al presente fascicolo tecnico rientrano nella gamma di prodotti descritta nei certificato: CE 
Nr. G20411810034 REV03 e che questo certificate e ancora valido, 

Biopsybeil s.r.l. declares under its sole responsibiSty the above meniionned medical device 'VERTEBROPLASTY SYSTEMS" indicated in the 
following codes is conforming to the exential requirements of the Medical Device Directive 93/42/CEE reported in the Annex 1, further 
amendments and conforming to the appHcatsie rules. The Technical File and supporting documentation are retained under the 
premises of the Manufacturer ai the di^osai of the C<xnpetent Authorfties and Nof/f/ed &>dy [TUV SUD PRODUCT SERVICE GMBH 
Ridl&rstr. 65, 80339 Munchen Germany, n%i23}. Biopsybelt s.r.L hos developped a procedure for the vigilance system of the medical 
devices according to MEDDEV 2.12/18ic^sybe// s.r.L declares the obove mentionned mecScal devices tselonging to this technical nie 
are within the scope of the EC certificate Nr. G20411810034 REV03 and that this EC certificate is stiU vaSd. 

DIreitiv* AppRcabni (Applicable Directives) 
Dlrettiva Disposifivi Medic! 93/42/CEE {AMegato 5+Allegato7] receplta in Italia dal D.L. n° 46 del 24-02-1997 e successive modificazioni 
(Medical Device Directive 93/42/EEC (ASegoto 5+Ailegato7) transposed in Italy by D.L n" 46 of the 24-02-1997) and further 
amendments 

Norm« europce ormonizzcrts appHcabiH (HamK>nized European applicable rules] 
La Bsta deBe nomne applieatrfi 6 riportata nel relativo Fascicolo Tecnico FTOS ol Cap. 15. 
(Ttie tist of appBcable rules is reported in the Technical FUe FTOS at Cap. 15) 

Ente Notlficoto: TOV SUD PRODUCT SERVICE GMBH Nr. Ente Notiflcato: 0123 
(Notified Body) (Nr. Notified Body) 

Certificato CE Nr. G20411810034 REV03 (Certiricate Nr.) Data del Certificato: 17/01/2020 Scadenza: 26/05/2024 
(Date of Certiricate) (Expiry date) 

Primo certificato CE rilasciato per il prodotto n' G2D 00 09 41181 001 del 27/09/2000. First EC certificate released for the products n°G2D 
00 0941181 001 of 27/09/2000. 

Mirandola. 17/01/2020 
La presente dichiaraBone di confomntta e valida fino al 26/05/2024 
fThe present declaration of conformity is valid until the 26/05/2024 
Legal Representative Tsjar̂ a Bellini 
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biopsybeil s.r.1. 
D I C H I A R A Z I O N E D I C O N F O R M I T A / 

DECLARATION OF CONFORMITY 

Fabbricante: BiopsybeH Via A .Manuzio n.24, Mirandola (MOj, Italy (Manufacturer) 

Dispositivo Medico (Medical Device): ACCESSORI PER MISCElAIIONi i INFUSIONI PER VERTEBROPLASTICA / 
MIXING AND INFUSION ACCESSORIES FOR VERTEBROPUSTY 
Ctassificazione {regola 1, Allegato IX DDMI : f sterile 
(Oassificationrule I, Annex IXMDD) 

La Societd Biopsybeil s.r.L dichiara sotto !a sua sola responsabilita che il Dispositivo Medico STERILE sopra 
menzionafo "Accessori per mlscekulone e Infuslone per veitebroplastica" e rportato nei codici allegati e 
confomae ai Requisiti Essenziali delta Dlrettiva Disposltivi Medici 93/42/CEE dl cut I'Allegato 1, successive 
modifiche e alfe norme applicabili. II Fascicolo Tecnico contenente la documentazlone pertinente e 
consen/ata presso II Fabbricante, e a disposizione delle Autoritd competentl e dell'Ente Notlficato (TUV SOD 
PRODUCT SERVICE GMBH RIdierstr. 65, 80339 Munchen Germany, n'^123). Biopsybeil s.r.l. ha sviluppato una 
procedura per la sorveglianza post - vendita del Dispositivo Medico in accordo a! D.sM. del 15/11/05 ed alia 
llnea guida europea MEDDEV 2.12/1. 
La Societd BIOPSYBELL s.r.l dichiara inoltre che I disposifivi medici appartenenti at presente fascicolo tecnico 
rientrano nella gamma di prodotti descritta nel certificato: CE Nr, 0250411810033 REV02 e che questo 
certificato d ancora valido. 
Biopsybeil s.r.i declares under its sole responsibility that the above ment/onned medical device "MhUng and 
Infusion Accessories for Vertetxoplasfy" "indicated in the following codes is confonming to ttie essentia! 
requirements of the Medical Device Directive 93/42/CEE reported in the Annex L furft^er amendments and 
conforming to the applicable rules. The Technical File and supporting documentation are retained under the 
premises of the Manufacturer at the disposal of the Competent Authorities and Notified Body |TUV SOD 
PRODUCT SERVICE GMBH Ridlerstr. 65. 80339 Munchen Germany, n°0123). Biopsybeil s.r.l. has developped a 
procedure for the vigilance system of the medical devices according to MEDDEV 2.12/1. 
Biopsybeil s.r.l. declares the above mentionned medical devices belonging io this technical file are within the 
scope of the EC cerfrficofe Nr. G2S0411810033 REV02 and that this EC certificate is still valid. 

Olreiflve Applicabili 
(AppBcabt9 t»ecltves) 

Direttiva Disposltivi Medici 93/42/CEE (Allegato 5 + Allegato?) receplta in Italia dal D.L n" 46 del 24-02-1997 e 
successive modifiche 
(Medical Device Directive 93/42/EEC(Annex 5 + Annex 7} transposed in Italy by D.L n° 46 of the 24-02-1997} 
and further amendments 

Norme europee armonkzcrte appiicablll 
(Harmonized European applicable rules) 

La lista delle norme applicabili e riportata nel relativo Fascicolo Tecnico R "11" al Cap. 15. 
{The list of applicable rules is reported in the Technical File at Cap. 15} 

Ente Notificalo: TUV SUD PRODUCT SERVICE GMBH Nr. Ente Notiflcato: 0123 
(Notified Body} (Nr. Notified Body} 

Certificato CE Nr. G2S0411810033 REV02 Data dei Certificato: 17/01/2020 Scadenza: 26/05/2024 
(Ceriificote Nr.) (Date of Certificate} (Expiry date) 

Mirandola, 17/01/2020 
La presente dichiarozione di conformitd e valida fino ai 26/05/2024. 
(The present declaration of conformity is valid unfit the 26/05/2(^4} 

I Legal Representative 
TizJana Be'tini 
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