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Certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1412516

Certificate Holder: Greiner Bio-One GmbH
Bad Haller Str. 32
4550 Kremsmiuinster
Austria

including the locations according to annex

Scope: Design, manufacture, distribution and supply of
blood-, urine- and saliva collection systems,
products for general laboratory use and accessories
for industrial, medical and research use

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2018-09-05 until 2020-02-20.
First certification 2014

2018-09-05 /&%/)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KoIn

(( pAKKS A TUVRheinland®

Akkrediti tell . '
D-ZM-16031.01.00 Precisely Right.

www.tuv.com
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/logotipas/
Gamybos analizés sertifikatas

Mes, Greiner Bio-One GmbH

Bad Haller Strasse 32

4550 Kremsmunster

Austrija,
Siuo rastu tvirtiname, kad misy

VACUETTE ® kraujo paémimo mégintuvéliai
yra gaminamos laikantis Siy tarptautiniy standarty ir atitinka reikalaujamas specifikacijas:
98/79/EC ,Europos Parlamento 98/79/EC Direktyva ir 1998 m. spalio 27 d. tarybos direktyva dél in
vitro diagnostiniy medicinos priemoniy”

ISO 6710 ,Vienkartiniai konteineriai, skirti veninio kraujo méginiy surinkimui“
EN 14820 ,Vienkartiniai konteineriai, skirti Zmogaus veninio kraujo méginiy surinkimui“
ISO 11137 »Sveikatos priezilrai skirty produkty sterilizavimas — spinduliuoté”

Produktai buvo pagaminti kontroliuojamomis sglygomis pagal 1SO 9001 ir EN I1SO 13485.

Testo proceduros:
1) ISoriné zaliaviniy medziagy ir chemikaly patikra.
2) Pusiau pagaminty produkty (megintuvéliai, kamsteliai, Ziedai ir t.t.) kontrolé proceso metu.

3) Surinkimo tlrio kontrolé (kontrolé proceso metu ir laboratoriniai tyrimai pagal ISO 6710).
4) Priedy kontrolé pries ir po gamybos (pvz., ugnies ar spektro fotometrija, pH).

5) Mikrobiologiniai tyrimai (mikroorganizmy skaiciaus ir sterilumo testai).

6) Vizuali pagaminty produkty apzilra (etiketés, pakuotés).

Testo rezultatai yra saugomi maZiausiai 5 metus.

Sis sertifikatas galioja produktams, pagamintiems dokumento i$leidimo metu.

2017-10-24 /spaudas/ /parasas/
Data Andreas Aichinger

Kokybés vadovas

Tikslus dokumento vertimas | lietuvi

Vertéja Akvilé Gegeleviciene
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UAB Diamedica
Moléty pl. 73, Vilnius, Lietuva
Tel. 8 5279 0080



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: R&D Systems, Inc,
614 McKinley Place N.E.
Minneapolis
Minnesota
55413
USA

Holds Certificate No: FM 547846

and operates a Quality Management System which complies with the requirements of 1SO 13485:2016 for the
following scope:

Design, Manufacture and Distribution of Hematology Controls, Calibrators, and Linearity
Products; ELISA In-Vitro Diagnostic Kits and Controls; Antibodies and Proteins for Use in the
Medical Device Industry.

For and on behalf of BSI: ﬂ , 'é&M

CarlosPit7(,Chief Operating Assurance — Americas
Original Registration Date: 2009-03-27 ective Date: 2016-09-18

Latest Revision Date: 2018-10-02 Expiry Date: 2019-09-17

Page: 1 of 1

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies,

..making excellence a habit”




Vertimas is angly kalbos

/logotipas/ /logotipas/

Registracijos sertifikatas

KOKYBES VALDYMO SISTEMA - ISO 13485:2016

Siuo radtu yra tvirtinama, kad: R&D Systemes, Inc.
614 McKinley Place N.E.
Minneapolis
Minnesota
55413
JAV

turi sertifikatg, nr.: FM 547846
ir vykdo kokybés valdymo sistema, kuri atitinka reikalavimus, pateikiamus 1ISO 13485:2016, Siai apimdiai:

Hematologiniy kontroliy, kalibratoriy, linijiSkumo produkty, rinkiniy ir kontroliy ELISA in-vitro diagnostikai,
antikdny ir baltymy, naudojamy medicinos pramonéje, dizainas, gamyba ir platinimas.

BSI vardu pasiraso: /parasas/
Carlos Pitanga, Veiklos uztikrinimo vadovas - Amerika
Pirmosios registracijos data: 2009-03-27 Jsigaliojimo data: 2016-09-18
Paskutinés redakcijos data: 2018-10-02 Galiojimo data: 2019-09-17
/logotipas/ /logotipas/ Lapas1i$1

Tikshus doknmento vertimas llCtU‘« iy kalbg
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UAB Diamedica -
Géliy g. 2, AviZzieniai, Llctuva.

/rekvizitai/





