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Declaration of conformity of the family of devices "KIT PROCEDURALI PER CAMPO 
OPERATORIO STERILI E ACCESSORI", with the essential requirements of the Annex I of Directive 
93/42/EEC as prescribed in Annexes VII and V of the aforementioned Directive 93/42/EEC. CE 
marking in accordance with Directive 93/42/EEC.

The company CARDIVA ITALIA SRL with registered office in Via Corsica N° 2/18, GENOVA and 
operational facilities in Via Raffaello N°8/10 GUIDIZZOLO (MN) manufacturer of the family of 
devices "KIT PROCEDURALI PER CAMPO OPERATORIO STERILI E ACCESSORI" declares 
under its own responsibility that the device referred to in the subject satisfies all the essential 
requirements required by Annex I of Medical Devices Directive 93/42/EEC.

This Declaration of Conformity covers all the families of kits present in annex 1 of the technical file

To this end, it guarantees and declares, under its own responsibility, the following:

1. that the device in question satisfies the applicable provisions of Directive 93/42/EEC

2. that the device in question is to be considered as belonging to:
- Class Is if the kit contains devices of class no higher than I
- Class IIa if the kit contains devices of class not higher than IIa
- Class IIb if at least one Class IIb device is present in the kit

3. that the device in question is placed in the market as STERILE

4. that the device in question is not a MEASURING device

5. that the production process is carried out in compliance with the requirements of the Company 
Quality Management System, in compliance with the provisions of Annex II of Directive 93/42/
EEC, as per certificate no. 1862/MDD issued on 31/3/2016 by IMQ Notified Body No. 0051, 
updated on 06/10/2020 with expiry date 26/05/2024

6. that this Quality Magement System is approved by CSQ and is in compliance with the 
requirements of the standards UNI CEI EN ISO 13485:2016 and UNI EN ISO 9001:2015 

7. that the manufacturer undertakes to keep at the company's operational headquarters and to 
keep at the disposal of the Notified Body the documentation referred to in point 3.1, fourth 
indent of Annex II, in particular the documents, data and records referred to in point 3.2 , third 
sentence of Annex II for a period of five years from the date of manufacture of the product. The 
aforementioned documentation supports this declaration of conformity
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8. that the device in question is manufactured according to the aforementioned technical 
documentation

9. that the manufacturer undertakes: 
♦ to comply with the obligations established by the approved company 
Quality Management System;
♦ to ensure the adequacy and effectiveness of the approved Quality 
Management System; 
♦ to set up a systematic procedure to evaluate the experience gained in 
the use of the devices in the phase following the production as well as 
to set up and maintain an appropriate system to be used to apply any 
corrective measures necessary, according to the provisions of Annex II point 
3.1 sixth paragraph.

Guidizzolo,  06/09/2022 Signature of the legal representative: 
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LIST OF FAMILIES OF "KIT PROCEDURALI" REV 5 OF 09/28/2020

The identification of the families of products coveredby the certificate is made through an alphanumeric 
code divided into fields identified as follows, in order from LEFT

AAAXXXYY / Z BBBBBB

AAA: three-letter field identifying the manufacturer; according to the following legend: 
SAV=manufacturer Cardiva Italia Srl

XXX: field of 2 or 3 letters, which identifies the therapeutic specialty for which the product is intended 
according to the following legend:

CH/CHI: General surgery and minor interventions
ORT: Orthopedics
GIN: Ginecologia
URO: Gynecology
ORL: Otolaryngology
MAX: Maxillofacial surgery
CHH: Thoracic surgery/Cardiac surgery
NCH: Neurosurgery
VAS: Vascular surgery
OFT: Ophthalmic
EMO: Interventional surgery
ANR: Anesthesia and Resuscitation
MED: Medication

YY: field of two letters that identifies the sterilization process adopted according to the following legend: 
EO = Ethylene Oxide

/ = (if present) Separator

Z: numeric field, present in the new codes, which identifies the class to which the parcel belongs:

0 : class IS
1 : class IIA
2 : class IIB

BBBBBB = alphanumeric field up to a maximum of 6 places that identifies the customer hospital/health 
facility for which the package is intended and/or the variants of the same product. The variants have no 
impact on the performance and safety of the product and can be: a different quantity of the same 
component, a different size of components such as drapes/gowns/gloves, needles, connecting tubes, bowls, 
a different type of scalpel/needles, gauze, scissors or pliers

Approved by the Legal Representative
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