CISQ is a member of

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.

WWW.I mqlt IQNet is composed of more than 30 bodies and counts

CERTYFIKAT NR. |
CERTIFICATE N. 1869.2019

ZASWIADCZA SIE, ZE SYSTEM ZARZADZANIA JAKOSCIA WDROZONY PRZEZ
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

ASA Spoétka z ograniczong odpowiedzialnoscia
Ul. O$wiecimska 11, 48-100 Gtubczyce - Polska

JEDNOSTKI OPERACYJNE / OPERATIVE UNITS

Ul. Oswiecimska 11, 48-100 Gtubczyce - Polska

JEST ZGODNY Z NORMA, / IS IN COMPLIANCE WITH THE STANDARD
ISO 13485:2016

W NASTEPUJACYM ZAKRESIE / FOR THE FOLLOWING ACTIVITIES

Projektowanie, produkcja i sprzedaz nieaktywnych wyrobéw medycznych przeznaczonych do
chwilowego lub krotkotrwatego stosowania przez otwory ciata, w postaci ptynow i proszkow.
Wytwarzanie kontraktowe nieaktywnych wyrobéw medycznych przeznaczonych do chwilowego
lub krotkotrwatego stosowania przez otwory ciata, w postaci ptyndw i proszkow.

Design, production and sale of non-active medical devices intended for transient or short-term use in the
form of liquids and powders with respect to body orifices. Contract manufacturing of non-active medical devices
intended for transient or short-term use in the form of liquids and powders with respect to body orifices

Dalsze wyja$nienia dotyczace zastosowania wymagarn ISO 13485:2016 moga by¢ uzyskane poprzez konsultacje z organizacjg
Further clarifications regarding the applicability of ISO 13485:2016 requirements may be obtained by consulting the organization

NINIEJSZY CERTYFIKAT POWINIEN BYC WYKORZYSTYWANY ZGODNIE Z ZASADAMI

WYMIENIONYMI W REGULAMINIE CERTYFIKACJI SYSTEMOW ZARZADZANIA
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATA:  PIERWSZA CERTYFIKACJA BIEZACE WYDANIE WAZNOSC
DATE:  FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2019-11-04 2019-11-04 2022-11-03

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago
Only the English text is authentic

FEDERAZIONE

CisQ

ACCREDIA X,

VENTE ITALIANO DI ACCREDITAMENTO,
www.clsg.com

SGQ N° 005 A w:gsg;gkc:c?é'ﬁ;:gejf:: ;‘Zg’;‘;}gﬁ{? zcrzir:?;wzzr;;ﬁ;ecs‘ﬁ;yl';;]ammme Organismo di Certificgziong Federato CISQ CISQ & la Federazione Italiana di Organismi di
y www.img.it Certificazione dei sistemi di gestione aziendale.
CISQ is the Italian Federation of management

Membro degli Accordi di Mutuo The validity of the certificate is submitted to annual audit and a
Riconoscimento EA, IAF e ILAC reassessment of the entire Management System within three years

Signatory of EA, IAF and ILAC
Mutual Recognition Agreements

system Certification Bodies.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:

ASA Spoélka z ograniczona odpowiedzialnoscia
Ul. Oswiecimska 11, 48-100 Glubczyce - Polska

has implemented and maintains a

Quality Management System

for the following scope:

Design, production and sale of non-active medical devices intended for transient or
short-term use in the form of liquids and powders with respect to body orifices.
Contract manufacturing of non-active medical devices intended for transient or short-term
use in the form of liquids and powders with respect to body orifices

Further clarifications regarding the applicability of ISO 13485:2016 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:
ISO 13485:2016

Issued on: 2019 - 11 - 04
Expires on: 2022 - 11 - 03

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

Registration Number: 1T - 126310

asoffezrZau

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ

IQNet Partners™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com



