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Certificate HU98/13263.01

The maragement system of

Diagon Kft.

1047 Budapest, Baross u. 48-52. - Hungary

1047 Budapest, Baross u. 53. - Hungary

1044 Budapest, Oradna u. 4. - Hungary

1044 Budapest, Ezred u. 1-3. C2/19-20. - Hungary

has been assessed and certified as meeting the requiremants of

1ISO 9001:2015

For the following activities

Production, sales and development of in vitro diagnostics medical
devices (reagent and instrument), sales of laboratory devices and
disposables, sales and services of instruments. Software
development and support. Education and training.

Multiple sub certificates have been issued.
The main certificate is numbered HU98/13263.00

Further clarifications regarding the scope of this certificate and the applicability of
150 90012015 requirements may be oblained by consulting the organisation

This certificate is valid from 18 January 2018 until 18 January 2021
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 11 November 2021

Issue 24. Certified since 21 May 1998
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SGS United Kingdom Lid Systems & Services Certification ,
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK Q00
t +44 (0)151 350-6666 {+44 (0)151 3506600 www.sgs.com
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This dotumant is issted by the Company subjestto its General Conditions: of
Curtifination Services docessibl ab waw sgs.toniterms_and,_tondiions.him.
Attention Is trawn o the timitations of habilly. indemnification and jurisdictional
issues established therein. The authenticity ol ihis dosument may te verified at
hitg thwvew sg5 comishentsicerified_chents him Ay u nauthorized sitersborn,
forgery or falsifisation of the content or appeatance of this docursnt is unlawill
and offenders may be prosecuted o the fullsst exisnt of the law.



Translation of the certificate HU10/5084.01

The rmanagement systern of

Diagon Kift.

1047 Budapest, Baross u. 48-52. - Hungary

1047 Budapest, Baross u. 53. - Hungary

1044 Budapest, Oradna u. 4. - Hungary

1044 Budapest, Ezred u. 1-3. C2/19-20. - Hungary

has been assessed and certified as meeting the requirements of

MSZ EN ISO 13485:2012

For the following activities

Design and development, production, sales of haematology, haemostasis
reagents. Design, development, production, sales of blood control for
haematology. Development, production, sales of molecular diagnostic products.
Own branding of clinical chemistry reagents, haemostasis reagents, blood
control and calibrators, laboratory instrument for hematology. Distribution

and sales of in-vitro diagnostic reagents and laboratory equipment. Design

and development, production, sales and service of laboratory instruments

for hematology and hemostasis. Service of other laboratory instruments.

Multiple sub certificates have been issued.
The main certificate is numbered HU10/5084 00

Further clarifications regarding the scope of this certificate and the applicakiltty of
MSZ EN IS0 13485:2012 requirements may be abtained by consulting the organization.

This certificate is valid from 18 January 2018 until 28 February 2019
and remains valid subject to satisfactory surveillance audits.
Recertification audit due before 28 February 2019

Issue 10. Certified since 5 January 2010

Date of approval: 30 October 2017

Luthorised by
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