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DECLARATION OF CONFORMITY CE APPLICATIONS WITH DIRECTIVES
93/42 [ EEC OF 14 JUNE 1993 - 2007/47 / EC OF SEPT EMBER 5, 2007

Alessandro Di Teodoro, as the legal representative of Angimed S.r.l. ,
declare
that medical devices class | below identified, meet the Essential Requirements of the Directive 93/42/EC of
14 June 1993 and 2007/47/EC of September 5, 2007 and are used for their intended use. This statement is
based on the technical documentation referenced in the Procedure of Conformity Annex VI .

ANGIMED SRL - MANUFACTURING PLANT:
Corso Umberto I, 590 / ED.66 - 65015 Montesilvano (PE) Italy

CODE PRODUCT DESCRIPTION

AMOO1IN BEDPAN COVER
AMO01 BEDPAN COVER

AMO002 @ P.P. -URINE SYSTEM
AMOO2HM = P.P. -URINE SYSTEM WHIT LANYARD

AMO03 = RIG -VOMIT SYSTEM
AMOO3HM = RIG -VOMIT SYSTEM WHITH LANYARD

AMO04 = SGAIEL- POWDER SUPER ABSORBENT 400GR.
AMOO5 = SGAIEL- POWDER SUPER ABSORBENT 200GR.
AMO06 SGAIEL- POWDER SUPER ABSORBENT 1000GR.

AMOO07 = SGAIEL- POWDER SUPER ABSORBENT WITH IDRO-SOLUBLE FILM - 05 GR.
AMO08 = SGAIEL- POWDER SUPER ABSORBENT WITH IDRO-SOLUBLE FILM - 10 GR.
AMO09 = SGAIEL- POWDER SUPER ABSORBENT WITH IDRO-SOLUBLE FILM - 15 GR.
AMO13 = SGAIEL- POWDER SUPER ABSORBENT WITH IDRO-SOLUBLE FILM - 13 GR.
AMO020 = SGAIEL- POWDER SUPER ABSORBENT WITH IDRO-SOLUBLE FILM - 20 GR.
AMO025 = SGAIEL- POWDER SUPER ABSORBENT WITH IDRO-SOLUBLE FILM - 25 GR.
AMO50 = SGAIEL- POWDER SUPER ABSORBENT WITH IDRO-SOLUBLE FILM - 50 GR.

Alessandro Di Teodoro
(C.E.0.)

Member of CISQ Federation

ANGIMED SRL RI;H %Q

sede op.: Corso Umberto |, 590 - 65015 Montesilvano (PE)
sede leg.: Viale Nettuno, 25 - 66023 Francavilla al Mare (CH) CERTIFIED MANAGEMENT SYSTEM
p. iva: 02054060682 1SO 9001 - EN ISO 13485



DM/18/182/S

CERTIFICATO N.
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
IT IS HEREBY CERTIFIED THAT THE QUALITY MANAGEMENT SYSTEM OF

ANGIMED S.R.L.

Viale Nettuno 25 66023 FRANCAVILLA AL MARE (CH) ITALIA

NELLE SEGUENTI UNITA OPERATIVE /IN THE FOLLOWING OPERATIONAL UNITS
CORSO UMBERTO I, 590 65015 Montesilvano (PE) ITALIA

E CONFORME ALLA NORMA
IS IN COMPLIANCE WITH THE STANDARD

EN ISO 13485:2016

PER | SEGUENTI CAMPI DI ATTIVITA / FOR THE FOLLOWING FIELD(S) OF ACTIVITIES

CISQ is a member of

THE INTERNATIONAL CERTIFICATION NET\;(SHK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodles,‘ is the largest provider of management
System Certification in the world.

IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

Per informazioni sulla validita
del certificato, visitare il sito
www.rina.org

For information conceming
validity of the certificate, you
can visit the site
www.rina.org

PROGETTAZIONE E PRODUZIONE DI DISPOSITIVI MEDICI NON ATTIVI MONOUSO PER LO SMALTIMENTO DI

FLUIDI CORPOREI NATURALMENTE ESCRETI

DESIGN AND PRODUCTION OF NON-ACTIVE MEDICAL DEVICES FOR THE DISPOSAL OF NATURALLY EXCRETE

BODY FLUIDS

La validita del presente certificato & subordinata a sorveglianza periodica annuale / semestrale ed al riesame completo del sistema di gestione con periodicita

triennale

The validity of this certificate is dependent on an annual / six monthly audit and on a complete review, every three years, of the management system

Riferirsi al Manuale della Qualita oer i dettaali delle esclusioni ai reauisiti della norma
Reference is to be made to the Qualitv Manual for details reaardina the exemotions fram the reauirements of the standard

L'uso e la validita del presente certificato sono soggetti al rispetto del documento RINA: Regolamento per la Certificazione di Sistemi di Gestione per la Qualita
The use and validity of this certificate are subject to compliance with the RINA document : Rules for the certification of Quality Management Systems

Prima emissione

First Issue 21.12.2018
Data scadenza Data revisione
Expiry Date 20.12.2021 Revision date 21.12.2018

Simone Farinelli

Pescara Management System
Certification, Head

e G

FEDERAZTONE

ACCREDIA 7§

LENTE [TAUANO DI ACCREDITAMENTO %

RINA Services S.p.A.

SGQ N° 002 A Via Corsica 12 - 16128 Genova Italy

Membro degli Accordi di Mutuo
Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC

Mutual Recognition Agreements

CisQ

CISQ & la Feder SRR Organismi di
Certificazione dei sistemi di gestione aziendale
CISQ is the ltalian Federation of
management system Certification Bodies

Form CERSISGE-01/2018



RI}FI

CISQ is a member of

THé INTERVN;\T'IDP;AL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class

certification bodies, is the largest provider of management

System Certification in the world.

IQNet is composed of more than 30 bodies and counts

CERTIFICATO N.
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
IT IS HEREBY CERTIFIED THAT THE QUALITY MANAGEMENT SYSTEM OF

ANGIMED S.R.L.

Viale Nettuno 25 66023 FRANCAVILLA AL MARE (CH) ITALIA

37542/18/1S

NELLE SEGUENTI UNITA OPERATIVE /IN THE FOLLOWING OPERATIONAL UNITS
CORSO UMBERTO I, 590 65015 Montesilvano (PE) ITALIA

E CONFORME ALLA NORMA /1S IN COMPLIANCE WITH THE STANDARD

ISO 9001:2015

PER | SEGUENTI CAMPI DI ATTIVITA / FOR THE FOLLOWING FIELD(S) OF ACTIVITIES

PROGETTAZIONE E PRODUZIONE DI DISPOSITIVI MEDICI, NON ATTIVI, PER LO SMALTIMENTO DI FLUIDI
CORPOREI NATURALMENTE ESCRETI.

over 150 subsidiaries all over the globe.

Per informazioni sulla validita
del certificato, visitare il sito
www.rina.org

For information concerning
validity of the certificate, you
can visit the site
www.rina.org

Per i requisiti della norma non
applicabili al campo di applicazione
del sistema di gestione
dell'organizzazione, riferirsi alle
informazioni documentate relative.

Reference is to be made to the
relevant documented information
for the requirements of the
standard that cannot be applied to
the Organization's management
system scope

IAF:12

DESIGN AND PRODUCTION OF NON-ACTIVE MEDICAL DEVICES FOR THE DISPOSAL OF NATURALLY EXCRETE

BODY FLUIDS.

La validita del presente certificato & subordinata a sorveglianza periodica annuale / semestrale ed al riesame completo del sistema di gestione con periodicita triennale

The validity of this certificate is dependent on an annual / six monthly audit and on a complete review, every three years, of the management system

L'uso e la validita del presente certificato sono soggetti al rispetto del documento RINA: Regolamento per la Certificazione di Sistemi di Gestione per la Qualita

The use and validity of this certificate are subject to compliance with the RINA document : Rules for the certification of Quality Management Systems

Prima emissione

First Issue 20.12.2018
Data scadenza Data revisione
Expiry Date 19.12.2021 Revision date 20.12.2018

Simone Farinelli

Pescara Management System
Certification, Head

w G

FEDERAZTIONE

ACCREDIA &

LENTE TAUANO Df ACCREDITAMENTO %

RINA Services S.p.A.

SGQ N° 002 A Via Corsica 12 - 16128 Genova ltaly
Membro degli Accordi di Mutuo
Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC

Mutual Recognition Agreements

CisQ

CISQ & la Fed¥¥ABEALREE di Organismi di
Certificazione dei sistemi di gestione aziendale
CISQ is the Italian Federation of
management system Certification Bodies

Form CERSISGE-01/2018
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EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

issied in sccordance with Annex 2 of Government Order No. 542015 Coll.
{Annex [1 of Directive 9342EEC)
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SERTIFIKA

TURCERT Sertifikasyon Merkezi
is bu belge ile/TURCERT Certification Body
with this document.

TURKUAZ SAGLIK HiZMETLERi MEDIKAL TEMIZLiK
KIMYASAL URUNLER SAN. VE TIC. A.S.

YAKUPLU MAH. BIRLIK CAD. NO:32/1 BEYLIKDUZU iSTANBUL TURKIYE

sirketinin;/ of the company

RONTGEN SOLUSYONLARI, TIBBi CIHAZ DEZENFEKTANLARI VE MEDIKAL CiIHAZLAR iCiN STERIL
BUGU ONLEYiCi SOLUSYON, STERIL VE STERIL OLMAYAN KAYGANLASTIRICI JELLER, DOGUM
JELLERI, STERIL VE STERIL OLMAYAN ULTRASON JELLERI, STERIL VE STERIL OLMAYAN BURUN
SOLUSYONLARI, BiT SAMPUANI VE SPREYi VE SMEAR DOKU SABITLEYiCi SPREYININ TASARIMI,
URETiIMI VE SATISI
MANUFACTURING AND SALES OF MEDICAL X-RAY SOLUTIONS, MEDICAL DEVICE
DISINFECTANT, STERILE ANTIFOG SOLUTION FOR MEDICAL DEVICES, STERILE AND NON-
STERILE LUBRICANT GELS, OBSTETRIC GEL, STERILE & NON-STERILE ULTRASOUND GELS,
STERILE & NON-STERILE NASAL SOLUTIONS, ANTI-LICE AND NITS SHAMPOO AND SPRAY AND
SMEAR SPRAY
belirlenen standardin uygulanmasi konusunda tibbi cihazlar igin
yonetim sistemi yurirliige koydugunu ve uygulamakta
oldugunu taahhit eder./ Effective medical devices management
system and guarenteesthat you put in to apply

2018101013284-01MDMS Sayil rapordaki inceleme ile/
2018101013284-01MDMSwith the nr. examination report;

TS EN ISO 13485:2016

sartlarinin saglanmis oldugu kanitlanmistrr, is bu sertifika

yillik ara denetimlerinin yapilmasi kaydiyla 08.08.2021

tarihine kadar gegerlidir./ Its proven that requirements are provided.
This certificate is valid until 08.08.2021 with the condition

of surveillance audits done

Sertifika Kayit No/ Certificate Registration Nr :2018101013284-01

Sertifika Yayin Tarihi / Date of Issue :10.10.2018
Sertifika Gegerlilik Tarihi / Certificate Validity Date :08.08.2021

0SAs

OSTERREJCH

Spezele Akkredtenng Sernce

TURCERT TEKNiK KONTROL VE BELGELENDIRME ANONIM SiRKETI

Adres : Sanayi Mh. Atatiirk Cd. No 57/17 Giingéren / Istanbul - Turkiye
Telefon: 02129093590 - 031250000 10 www.turcert.com

Bu belge musterinin TURCERT'in kurallanna ve sbzlesme sartlanna uydu@u sOrece gegerlidir.
This certificate is valid during the customer obeys the rules TURCERT procedures and agreements. Bilyrs Davsritits Swpit e



Inscrita Reg. Merc. de Barcelona, Tomo 22044, folio 195, hoja B 32222 inscripcién 5°,

U VEN

“ a
1S0 9001 1S0 13485 ;‘ =
olsaplask = s (G
Certification Certification
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CERTIFICATION
DECLARATION OF CE CONFORMITY - Directive 93/42/CE

BOLSAPLAST S.L., supplies under CE mark, the following products:

Paper/Fiim Flat Bags (MBO)
Paper/Film Selfsealing Bags (MBA)
Paper/Film Gusset Bags (MBF)
Paper/Fiim Flat Reels (MRP)
Paper/Film Gusset Reels (MRF)
Tyvek®/Film Flat Bags (MBT)
Tyvek®/Film Flat Reels (MRT)
Steam Tape (MCV)

Bolsacrepe (MCREP)

Bolsacover (MBCOVER)

All our products are adequate for hospital using, in sterilization processes of medical-surgical
products and similar materials.

Products above mentioned are produced in conformity with EN 868-2/3/4/5 and ISO 11607-1,
about packaging and systems for medical products to be sterilized.

Our products meet essential requirements in Annex | of the EEC/93/42 Directive and they
belong to Class 1 non sterile packaging.

According to our quality system, all necessary processes are took to agree with manufacturing
and service parameters established by our quality management system under norm ISO 9001-
2008 and 1S013485-2013. Surveillance process and technical information are developed to

also agree with norms.

bolsaplask

BOLSAPLAST, S.L. - CIF: B-08808390
Domicilio Fiscal; C/ BERNAT METGE, 110-112
Correspondencia: G/ BERNAT METGE, 112
08205 - SABADELL (Barcelona) SPAIN
Tel: 34 93711 73 61 - Fax: 34 93712 23 55

Jaume Pares Criville
31st March 2017

BOLSAPLAST, S.L. NIF: B-08808990 Pg.1/1
C. Bernat Metge, 110-112 08205 SABADELL (Barcelona)
Tel. 937 117 361 Fax 937 122 355
email: bolsaplast@bolsaplast.com - web: www.bolsaplast.com



BUREAU VERITAS

Certification

Certificacion
Certification

Concedida a / Awarded to

BOLSAPLAST SL

C/ BERNAT METGE,110-112
08205 SABADELL
SPAIN
Bureau Veritas Certification certifica que el Sistema de Gestion ha sido auditado y

encontrado conforme con los requisitos de la norma:
Bureau Veritas Certification certifies that the Management System has been audited and found to be in accordance with
the requirements of standard:

NORMA / STANDARD

UNE EN ISO 13485:2013

El Sistema de Gestion se aplica a:
Scope of certification

FABRICACION Y COMERCIALIZACIC')N'DE EMBALAJE DESTINADO A PRODUCTOS
MEDICOS.

MANUFACTURING AND MARKETING OF PACKAGING FOR MEDICAL PRODUCTS.

Numero del certificado ES077880-1 :

Certificate Number Directora de Certificacion / Certification Manager I

Aprobacién original : 22/01/2014

Original approval date :

Certificado en vigor: 22/01/2017 e
Effective date:

Caducidad del certificado: 21/01/2020

Certificate expiration date:

Este certificado estd sujeto a los términos y condiciones generales y particulares de los servicios de certificacién
This certificate is valid, subject to the general and specific terms and conditions of certification services

Entidad de Certificacién [ Certification Body: Bureau Veritas Iberia S.L.
C/ Valportillo Primera 22-24, Edificio Cacba, Pol. ind. La Granja, 28108 Alcobendas - Madrid, Spain



;"\7 3/\\73’\\7 Benannt durch/Designated by
* * o

Zentralstelle der Léander

ﬁ!._é #\::/\\7 fiir Gesundheitsschutz
%

== bei Arzneimitteln und
* Medizinprodukten

*#\7 *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or 1lI)

No. G1 106138

www.zlg.d

Product Service

Manufacturer: Marflow AG
Soodstrasse 57
8134 Adliswil, Zurich
SWITZERLAND

Product Category(ies): Classlib

Double J stent & set
Class lla

PCN catheter & set
Ureteral catheter
Malecot catheter
Re-entry malecot catheter
Suprapubic catheter
Braided shaft catheter
Dual lumen catheter
Facial dilator

Amplatz dilator & set
Ureteral dilator & set
Ureteral balloon dilator
Double J stent & set
Mono J stent
Endopyelotomy stent
Guidewire

IP Needle

Chiba needle

Stone basket

Perk basket

01108

W20 Production System (Bu

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final =
inspection of the respective devices / device categories in accordance with MDD Annex II. This qualityo
assurance system conforms to the requirements of this Directive and is subject to periodical

surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See E

also notes overleaf. o

h

Report No.: IND20190101 S ——

g

Valid from: 2019-10-22 A

Valid until: 2024-10-21 [ a—
Date, [#ISU_DT#]

Stefan Preil}
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany
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Zentralstelle der Léander

ﬁ!._é #\f’/\( fiir Gesundheitsschutz
%

== bei Arzneimitteln und
* Medizinprodukten

*#\7 *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or 1lI)

No. G1 106138

www.zlg.de

Facility(ies): Marflow AG o

Soodstrasse 57, 8134 Adliswil, Zurich, SWITZERLAND
-/-
Page 2 of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany

Product Service

01108

Draft From GBI 20 Producion System (Bui



*;"\7 3/\\73’\\7* Benannt durch/Designated b

Zentralstelle der Léander

ﬁ!._é #\::/\\7 fiir Gesundheitsschutz
%

== bei Arzneimitteln und
* Medizinprodukten

*#\7 *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System

<

www.zlg.de

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in class | in sterile conditions, sterilized systems or procedure packs)

No. G1S 106138

Manufacturer:

Product
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned

Marflow AG

Soodstrasse 57
8134 Adliswil, Zurich
SWITZERLAND

Class Is

Urine bag connector

Penile clamp

Evacuator

IUl catheter without syringe

Product Service

01108

stem (B

manufacturer has implemented a quality assurance system for manufacture in accordance with MDD = ey,

Annex Il. 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 surveillance. See also notes overleaf.

Report No.:
Valid from:

Valid until:

Date, [#ISU_DT#]

Page 1 of 2

IND20190101

2019-10-22
2024-10-21

Stefan Preifl}
Head of Certification/Notified Body

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany

Dratt From CBI 2.0 - Productio
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Zentralstelle der Léander

ﬁ!._é #\f’/\( fiir Gesundheitsschutz
%

== bei Arzneimitteln und
* Medizinprodukten

*#\7 *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in class | in sterile conditions, sterilized systems or procedure packs)

No. G1S 106138

www.zlg.de

Facility(ies): Marflow AG
Soodstrasse 57, 8134 Adliswil, Zurich, SWITZERLAND

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany

Product Service

01108

Draft From GBI 20 Producion System (Bui



( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 106138

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Product Service

Marflow AG

Soodstrasse 57
8134 Adliswil, Zurich
SWITZERLAND

Marflow AG
Soodstrasse 57, 8134 Adliswil, Zurich, SWITZERLAND

EN 1SO 13485

tuv-sud.com/ps-cert

The Design, Manufacture and Supply of Medical Disposables,

Surgical Tools, Equipment & Accessories in the field of
Urology, Gastroenterology, Radiology, Gynaecology &
Cardiology.

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, [#I1SU_DT#|

Page 1 of 1

IND20190101

2019-10-22
2022-10-21

Stefan Preil}
Head of Certification/Notified Body

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany

01108

Draft From GBI 20 Producion System (Bui
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