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Product Service

EU Quality Assurance Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex XI Part A
(Class lla Devices)

No. G20 026056 0032 Rev. 01

Manufacturer: Delta Med S.p.a.
Via Guido Rossa 20
46019 Viadana (MN)
ITALY

SRN Manufacturer - IT-MF-000027962

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in Article

10 (9) of the Regulation (EU) 2017/745 on medical devices. The Notified Body confirms that the

class lla devices in question conform to the technical documentation and meet the requirements of
this Regulation which apply to them. Details on device categories covered by the quality management
system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried out
according to Annex XI Part A of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality assurance system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples. All
applicable requirements of the Testing, Certification, Validation and Verification Regulations TUV
SUD Group have to be complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?qg=cert:G20 026056 0032 Rev. 01

Report No.: ITA1473829389_CN

Preceding Certificate No.: G20 026056 0032 Rev. 00

Valid from: 2025-03-05

Valid until: 2028-02-01

Date of Initial Issuance: 2023-02-02
c'@l"\/
Christoph Dicks

Issue date: 2025-03-05 Head of Certification/Notified
Body
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:G20%20026056%200032%20Rev.%2001
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Product Service

EU Quality Assurance Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex XI Part A
(Class lla Devices)

No. G20 026056 0032 Rev. 01

Classification: Class lla

Device Group: A010302 - PLEXUS BLOCK NEEDLES AND KITS
A010599 - OPHTHALMOLOGY INJECTION NEEDLES AND KITS
- OTHER

A070501 - CAPS OR OBTURATORS, NON-PERFORABLE
A070502 - CAPS OR OBTURATORS, PERFORABLE

B030202 - CYTAPHERESIS DEVICES AND KITS

C010101 - PERIPHERAL I.V. CATHETERS

C010180 - PERIPHERAL I.V. CATHETERS AND CANNULAS -
ACCESSORIES NOT INCLUDED IN OTHER CLASSES

C0199 - ARTERIO-VENOUS DEVICES - OTHER

Q0199 - ODONTOLOGY DEVICES - OTHER

U010299 - URETHRAL PROSTATIC AND BLADDER
CATHETERS, WITH BALLOON - OTHER

u050101 - CYSTOMANOMETRY CATHETERS, WITHOUT
BALLOON

U050199 - CYSTOMANOMETRY AND URETHROMANOMETRY
CATHETERS - OTHER

U050202 - BLADDER PRESSURE-FLOW STUDY CATHETERS
U050402 - INTRA-ABDOMINAL PRESSURE MEASUREMENT
CATHETERS, WITH BALLOON

U0580 - URODYNAMICS DEVICES - ACCESSORIES

V0599 - CLINICAL PROCEDURES KITS NOT INCLUDED IN
OTHER CLASSES - OTHER

The validity of this certificate \
depends on conditions and/or
is limited to the following:

Revision History:

Rev. Dated Report Description
00 2023-02-02 1TA1902043 -
01 2025-03-05 ITA1473829389 CN Supplemented: Device(s)/group of

device(s) added
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 TÜV SÜD Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany 
 
TÜV SÜD PSB Pte Ltd, 15 International Business Park, TÜV SÜD @ IBP, Singapore 609937 
 
 TÜV SÜD America, Inc., 401 Edgewater Place Suite #500, Wakefield, MA 01880, USA 
 
 TÜV SÜD Certification and Testing (China) Co., Ltd. Floor 1-4, Building B, No.37, Tuanjie Road(Middle), Xishan Economic and Technological Development Zone, Wuxi, Jiangsu, P.R. China 
 
 TÜV SÜD Danmark ApS, Strandvejen 125, 2900 Hellerup, Denmark 
 
 TUV SUD BABT Unlimited, Octagon House, Concorde Way, Segensworth North, Fareham, Hampshire, PO15 5RL, UK 
 
 TÜV SÜD (Malaysia) Sdn Bhd, No. 18, Jalan Astaka U8/82, Bukit Jelutong, 40150 Shah Alam, Selangor, Malaysia 
 
 TÜV SÜD SFDK, Av. General Valdomiro de Lima, 833, Jabaquara, São Paulo, SP, 04344-070, Brazil 
 
 TÜV SÜD Rail GmbH, Barthstraße 16, 80339 Munich, Germany 
 
 TÜV SÜD Auto Service GmbH, Daimlerstraße 11, 85748 Garching at Munich, Germany 
 
 TÜV SÜD Hong Kong Limited, 19/F Yuen Long Trading Centre, 33 Wang Yip Street West, Yuen Long, New Territories, Hong Kong
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.




