CAM HOSPITAL S.R.L

Via Santomarco, 1-87027 PAOLA (CS) - ltaly
Certified site:

Via Santomarco, 1-87027 PAOLA (CS) - Italy

Bureau Veritas ltalia S.p.A. certifies that the Management System of the above organisation has
been audited and found to be in accordance with the requirements of the management system
standards detailed below

ISO 9001:2015

Scope of certification

Manufacturing of Disposable procedure packs and kits sterile for surgery
and outpatient surgery.

IAF sector: 23
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Original cycle start date: 15-December-2017
Expiry date of previous cycle: 14-December-2020
Certification / Recertification Audit date: 05-November-2020
Certification /- Recertification cycle start date: 03-December-2020
Subject to the continued satisfactory operation of the-organization’s
Management System, this certificate expires on: 14-December-2023
Certificate No. - Version: 1T302429 -1 Issue Date:03-December-2020
/J"a‘"—_“ SGQ N° 009A
GIORGIO LANZAFAI&I - Local Technical Manager e el s s

Certification body address:
Bureau Veritas ltalia S.p.A., Viale Monza, 347 - 20126 Milano, ltalia

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organisation.

To check this certificate validity please refer to the website www.bureauveritas.it

11


https://e-cer.bureauveritas.com/T8ORBZTANH6SNP8DWI31V7BLUJL2UBG4K5MRHOHROUAKK3648S2HFRHJG041AZBVZ4IKNPDW4DKNCMS4AWE72BXLPSWYBWIOEYBGSCL4EGB39VLUM9O4BQHFKOUBMV1HF7
https://e-cer.bureauveritas.com/T8ORBZTANH6SNP8DWI31V7BLUJL2UBG4K5MRHOHROUAKK3648S2HFRHJG041AZBVZ4IKNPDW4DKNCMS4AWE72BXLPSWYBWIOEYBGSCL4EGB39VLUM9O4BQHFKOUBMV1HF7
https://e-cer.bureauveritas.com/T8ORBZTANH6SNP8DWI31V7BLUJL2UBG4K5MRHOHROUAKK3648S2HFRHJG041AZBVZ4IKNPDW4DKNCMS4AWE72BXLPSWYBWIOEYBGSCL4EGB39VLUM9O4BQHFKOUBMV1HF7
https://e-cer.bureauveritas.com/T8ORBZTANH6SNP8DWI31V7BLUJL2UBG4K5MRHOHROUAKK3648S2HFRHJG041AZBVZ4IKNPDW4DKNCMS4AWE72BXLPSWYBWIOEYBGSCL4EGB39VLUM9O4BQHFKOUBMV1HF7
https://e-cer.bureauveritas.com/T8ORBZTANH6SNP8DWI31V7BLUJL2UBG4K5MRHOHROUAKK3648S2HFRHJG041AZBVZ4IKNPDW4DKNCMS4AWE72BXLPSWYBWIOEYBGSCL4EGB39VLUM9O4BQHFKOUBMV1HF7
https://e-cer.bureauveritas.com/T8ORBZTANH6SNP8DWI31V7BLUJL2UBG4K5MRHOHROUAKK3648S2HFRHJG041AZBVZ4IKNPDW4DKNCMS4AWE72BXLPSWYBWIOEYBGSCL4EGB39VLUM9O4BQHFKOUBMV1HF7
https://e-cer.bureauveritas.com/T8ORBZTANH6SNP8DWI31V7BLUJL2UBG4K5MRHOHROUAKK3648S2HFRHJG041AZBVZ4IKNPDW4DKNCMS4AWE72BXLPSWYBWIOEYBGSCL4EGB39VLUM9O4BQHFKOUBMV1HF7

CAM HOSPITAL S.R.L

Via Santomarco, 1-87027 PAOLA (CS) - ltaly

Sede Oggetto di certificazione:

Via Santomarco, 1-87027 PAOLA (CS) - Italy

Bureau Veritas Italia S.p.A. certifica che il sistema di gestione dell'organizzazione sopra indicata é
stato valutato e giudicato conforme ai requisiti della norma di sistema di gestione seguente

ISO 9001:2015

Campo di applicazione

Fabbricazione di custom pack e kit monouso sterili in
ambito chirurgico ed ambulatoriale

Settore |1AF: 23

Data della certificazione originale: 15-Dicembre-2017
Data di scadenza precedente ciclo di certificazione: 14-Dicembre-2020
Data dell’Audit di certificazione / rinnovo: NA

Data d'’inizio del presente ciclo di certificazione: 03-Dicembre-2020
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Soggetto al continuo e soddisfacente mantenimento del sistema di gestione

questo certificato & valido fino al: 14-Dicembre-2023

Ne° Certificato - Versione: 1T302429 - 1 Data di-emissione: 03-Dicembre-2020
Q L'ENTE ITALIANO DI ACCREDITAMENTO ‘
/]La"'—_“ SGQ N° 009A
GIORGIO LANZAFAI&Iﬁ( Local Technical Manager Bt A T R WS

Indirizzo dell’organismo di certificazione:
Bureau Veritas ltalia S.p.A., Viale Monza, 347 - 20126 Milano, ltalia

Ulteriori chiarimenti sul campo di applicazione di questo certificato e sui requisiti applicabili della norma del sistema
di gestione possono essere ottenuti consultando I'organizzazione.

Per controllare la validita di questo certificato consultare il sito www.bureauveritas.it
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https://e-cer.bureauveritas.com/RJHSN5VXHHKEMGAR8MC0KTCMRKVG7OVJSEGXZBAMDWDHCKCJQNOR7BPN6H5IL1WZKNYNRYNF2VVGDGDQZVGTLRWA1LYYDDK022LINXFAFMLDHAFQFEPJ5UNL5L1XNUFCYQ
https://e-cer.bureauveritas.com/RJHSN5VXHHKEMGAR8MC0KTCMRKVG7OVJSEGXZBAMDWDHCKCJQNOR7BPN6H5IL1WZKNYNRYNF2VVGDGDQZVGTLRWA1LYYDDK022LINXFAFMLDHAFQFEPJ5UNL5L1XNUFCYQ
https://e-cer.bureauveritas.com/RJHSN5VXHHKEMGAR8MC0KTCMRKVG7OVJSEGXZBAMDWDHCKCJQNOR7BPN6H5IL1WZKNYNRYNF2VVGDGDQZVGTLRWA1LYYDDK022LINXFAFMLDHAFQFEPJ5UNL5L1XNUFCYQ
https://e-cer.bureauveritas.com/RJHSN5VXHHKEMGAR8MC0KTCMRKVG7OVJSEGXZBAMDWDHCKCJQNOR7BPN6H5IL1WZKNYNRYNF2VVGDGDQZVGTLRWA1LYYDDK022LINXFAFMLDHAFQFEPJ5UNL5L1XNUFCYQ
https://e-cer.bureauveritas.com/RJHSN5VXHHKEMGAR8MC0KTCMRKVG7OVJSEGXZBAMDWDHCKCJQNOR7BPN6H5IL1WZKNYNRYNF2VVGDGDQZVGTLRWA1LYYDDK022LINXFAFMLDHAFQFEPJ5UNL5L1XNUFCYQ
https://e-cer.bureauveritas.com/RJHSN5VXHHKEMGAR8MC0KTCMRKVG7OVJSEGXZBAMDWDHCKCJQNOR7BPN6H5IL1WZKNYNRYNF2VVGDGDQZVGTLRWA1LYYDDK022LINXFAFMLDHAFQFEPJ5UNL5L1XNUFCYQ
https://e-cer.bureauveritas.com/RJHSN5VXHHKEMGAR8MC0KTCMRKVG7OVJSEGXZBAMDWDHCKCJQNOR7BPN6H5IL1WZKNYNRYNF2VVGDGDQZVGTLRWA1LYYDDK022LINXFAFMLDHAFQFEPJ5UNL5L1XNUFCYQ

CAM HOSPITAL S.R.L

Via Santomarco, 1-87027 PAOLA (CS) - ltaly
Certified site:

Via Santomarco, 1-87027 PAOLA (CS) - Italy

Bureau Veritas ltalia S.p.A. certifies that the Management System of the above organisation has
been audited and found to be in accordance with the requirements of the management system
standards detailed below

ISO 13485:2016

Scope of certification

Manufacturing of Disposable procedure packs and kits sterile for surgery
and outpatient surgery.

Certificate issued in accordance with the Technical Regulation ACCREDIA DT 02-DC Rev.00
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Original cycle start date: 15-December-2017
Expiry date of previous cycle: 14-December-2020
Certification / Recertification Audit date: 05-November-2020
Certification /- Recertification cycle start date: 03-December-2020
Subject to the continued satisfactory operation of the-organization’s
Management System, this certificate expires on: 14-December-2023
Certificate No. - Version: 1T302430 -1 Issue Date:03-December-2020
/]La"'—_“ SGQ N° 009A
GIORGIO LANZAFAI&Iﬁ( Local Technical Manager R e

Certification body address:
Bureau Veritas ltalia S.p.A., Viale Monza, 347 - 20126 Milano, ltalia

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organisation.

To check this certificate validity please refer to the website www.bureauveritas.it
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https://e-cer.bureauveritas.com/GVL9XSVLSJRIDG9UTHT3DRGKU0EW9RTNEIDGGVVNUZDWUSMSLPVWEZ6J5GCE9OAQSIU9ECFFH6POH3Y6X0KWRA8LU6HYXJPOL6WVTSZJLOSJU9YR4A7JU05TTZPGREAG2G
https://e-cer.bureauveritas.com/GVL9XSVLSJRIDG9UTHT3DRGKU0EW9RTNEIDGGVVNUZDWUSMSLPVWEZ6J5GCE9OAQSIU9ECFFH6POH3Y6X0KWRA8LU6HYXJPOL6WVTSZJLOSJU9YR4A7JU05TTZPGREAG2G
https://e-cer.bureauveritas.com/GVL9XSVLSJRIDG9UTHT3DRGKU0EW9RTNEIDGGVVNUZDWUSMSLPVWEZ6J5GCE9OAQSIU9ECFFH6POH3Y6X0KWRA8LU6HYXJPOL6WVTSZJLOSJU9YR4A7JU05TTZPGREAG2G
https://e-cer.bureauveritas.com/GVL9XSVLSJRIDG9UTHT3DRGKU0EW9RTNEIDGGVVNUZDWUSMSLPVWEZ6J5GCE9OAQSIU9ECFFH6POH3Y6X0KWRA8LU6HYXJPOL6WVTSZJLOSJU9YR4A7JU05TTZPGREAG2G
https://e-cer.bureauveritas.com/GVL9XSVLSJRIDG9UTHT3DRGKU0EW9RTNEIDGGVVNUZDWUSMSLPVWEZ6J5GCE9OAQSIU9ECFFH6POH3Y6X0KWRA8LU6HYXJPOL6WVTSZJLOSJU9YR4A7JU05TTZPGREAG2G
https://e-cer.bureauveritas.com/GVL9XSVLSJRIDG9UTHT3DRGKU0EW9RTNEIDGGVVNUZDWUSMSLPVWEZ6J5GCE9OAQSIU9ECFFH6POH3Y6X0KWRA8LU6HYXJPOL6WVTSZJLOSJU9YR4A7JU05TTZPGREAG2G
https://e-cer.bureauveritas.com/GVL9XSVLSJRIDG9UTHT3DRGKU0EW9RTNEIDGGVVNUZDWUSMSLPVWEZ6J5GCE9OAQSIU9ECFFH6POH3Y6X0KWRA8LU6HYXJPOL6WVTSZJLOSJU9YR4A7JU05TTZPGREAG2G

CAM HOSPITAL S.R.L

Via Santomarco, 1-87027 PAOLA (CS) - ltaly

Sede Oggetto di certificazione:

Via Santomarco, 1-87027 PAOLA (CS) - Italy

Bureau Veritas Italia S.p.A. certifica che il sistema di gestione dell'organizzazione sopra indicata é
stato valutato e giudicato conforme ai requisiti della norma di sistema di gestione seguente

ISO 13485:2016

Campo di applicazione

Fabbricazione di custom pack e kit monouso sterili in
ambito chirurgico ed ambulatoriale

Sistema di gestione valutato secondo le prescrizioni del Regolamento Tecnico ACCREDIA DT 02-DC Rev.00

Settore IAF:

Data della certificazione originale: 15-Dicembre-2017
Data di scadenza precedente ciclo di certificazione: 14-Dicembre-2020
Data dell’Audit di certificazione / rinnovo: NA

Data d'’inizio del presente ciclo di certificazione: 03-Dicembre-2020

c
k=
e

(O
=
o

.

(¢
(&

0p)

(O
=

C

)
~

)

qu)

&

C

=
an

Soggetto al continuo e soddisfacente mantenimento del sistema di gestione

questo certificato & valido fino al: 14-Dicembre-2023

Ne° Certificato - Versione: 1T302430 - 1 Data di-emissione: 03-Dicembre-2020
Q L'ENTE ITALIANO DI ACCREDITAMENTO ‘
/]La"'—_“ SGQ N° 009A
GIORGIO LANZAFAI&Iﬁ( Local Technical Manager Bt A T R WS

Indirizzo dell’organismo di certificazione:
Bureau Veritas ltalia S.p.A., Viale Monza, 347 - 20126 Milano, ltalia

Ulteriori chiarimenti sul campo di applicazione di questo certificato e sui requisiti applicabili della norma del sistema
di gestione possono essere ottenuti consultando I'organizzazione.

Per controllare la validita di questo certificato consultare il sito www.bureauveritas.it

11


https://e-cer.bureauveritas.com/JKHS2Y9GAXXPYEMQR4UIDRQE7FS6B00ZCARNT8H4LRPL1BRE64XV4TJUKRA0G4BEDJTEWFEKLEXOSINJUM7DAXYHFLJ1NIOUEA7JB7LCQEFCOT95CJP9NYJ6FX2T9RNSQM
https://e-cer.bureauveritas.com/JKHS2Y9GAXXPYEMQR4UIDRQE7FS6B00ZCARNT8H4LRPL1BRE64XV4TJUKRA0G4BEDJTEWFEKLEXOSINJUM7DAXYHFLJ1NIOUEA7JB7LCQEFCOT95CJP9NYJ6FX2T9RNSQM
https://e-cer.bureauveritas.com/JKHS2Y9GAXXPYEMQR4UIDRQE7FS6B00ZCARNT8H4LRPL1BRE64XV4TJUKRA0G4BEDJTEWFEKLEXOSINJUM7DAXYHFLJ1NIOUEA7JB7LCQEFCOT95CJP9NYJ6FX2T9RNSQM
https://e-cer.bureauveritas.com/JKHS2Y9GAXXPYEMQR4UIDRQE7FS6B00ZCARNT8H4LRPL1BRE64XV4TJUKRA0G4BEDJTEWFEKLEXOSINJUM7DAXYHFLJ1NIOUEA7JB7LCQEFCOT95CJP9NYJ6FX2T9RNSQM
https://e-cer.bureauveritas.com/JKHS2Y9GAXXPYEMQR4UIDRQE7FS6B00ZCARNT8H4LRPL1BRE64XV4TJUKRA0G4BEDJTEWFEKLEXOSINJUM7DAXYHFLJ1NIOUEA7JB7LCQEFCOT95CJP9NYJ6FX2T9RNSQM
https://e-cer.bureauveritas.com/JKHS2Y9GAXXPYEMQR4UIDRQE7FS6B00ZCARNT8H4LRPL1BRE64XV4TJUKRA0G4BEDJTEWFEKLEXOSINJUM7DAXYHFLJ1NIOUEA7JB7LCQEFCOT95CJP9NYJ6FX2T9RNSQM
https://e-cer.bureauveritas.com/JKHS2Y9GAXXPYEMQR4UIDRQE7FS6B00ZCARNT8H4LRPL1BRE64XV4TJUKRA0G4BEDJTEWFEKLEXOSINJUM7DAXYHFLJ1NIOUEA7JB7LCQEFCOT95CJP9NYJ6FX2T9RNSQM



