D DEKRA

CERTIFICATE

Number: 995651
The management system of the organization(s) and locations mentioned on the addendum belonging to:

HTL-Strefa S.A.

ul. Adaméwek 7
95-035 Ozorkoéw
Poland

including the implementation meets the requirements of the standard:

EN ISO 13485:2012

Scope: ;
Design and development, manufacture and dlstnbutlon of sterile; single use blood lancets;/pen/needles
and lancing devices. /

Certificate expiry date: 1'March.2019
Certificate effective date: 1 September 2016
Certified since: 25 August 2004

This certificate is valid for the organization(s)‘and/or’locations ment'ioriéd _:bh-the 44deridum,

DEKRA Certification B.V.

drs. G.J. Zoetbrood ing. A.A.M. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
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ADDENDUM

To certificate: 995651
The management system of the organization(s) and/or location(s) of:

HTL-Strefa S.A.

ul. Adaméwek 7
95-035 Ozorkow
Poland

Certified additional organization(s) and/or locations:

Organization/Location (Different) Scope
HTL-Strefa S.A Design and development; manufacture and,/distribution of sterile,
Ul. Lotnicza 21h single use blood lancets; pen’ needles/and lancing devices!

99-100 Leczyca

HTL-Strefa, Inc. Distribution of sterile smgle—use blood lancets, pen needles and
3005 Chastain Meadows Pkwy non-sterile “lancing devices/,

GA 30066 Marietta

United States Of America

Addendum expiry date: 1'March’'2019
Addendum effective date: ' /1 September 2016

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396




D DEKRA

SERTIFIKATAS

Number: 995651

Organizacijos (-y) ir vietoviy, nurodyty (-y) priede esanciame priede, valdymo sistema:

HTL-Strefa S.A.

ul. Adaméwek 7
95-035 Ozorkoéw
Poland

Jskaitant jgyvendinima, atitinka standarto reikalavimus:

EN ISO 13485:2012

Apimtis: .
Steriliy, vienkartiniy kraujo lanksty, Svirkstimo adaty ir’lanks¢iy
prietaisy projektavimas ir kirimas, gamyba’it-platinimas: '

Sertifikato galiojimo data: 2019'Kovo1' d.
Sertifikato jsigaliojimo data: '2016'Rugsejo 1.4
Patvirtinta nuo: 2004 Rugpjacio’25 d.

Sis sertifikatas galioja prieduose nurodytoms organizacijoms-ir"(arba)::-\)ie_?tO"rhé.'- //

DEKRA Certification B.V.

drs. G.J. Zoetbrood ing. A.A.M. Laan
Vykdantysis direktorius Sertifikavimo vadybininkas

© Leidziamas Sio sertifikato ir gretimy ataskaity paskelbimas
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D DEKRA

PRIEDAS

Pazyma: 995651

Organizacijos (-y) ir (arba) buvimo vietos (-

HTL-Strefa S.A.

ul. Adaméwek 7
95-035 Ozorkéow
Poland

page 1 of 1

y) valdymo sistema:

Patvirtinta papildoma (-os) organizacija (-0s) ir (arba) vietovés:

Organizacija / vieta

HTL-Strefa S.A
Ul. Lotnicza 21h
99-100 Leczyca

HTL-Strefa, Inc.

3005 Chastain Meadows Pkwy
GA 30066 Marietta

United States Of America

(JvairGs) taikymo sritis

Steriliy, vienkartiniy kraujo/lanksty, Svirkstimo /adatuy ir lanksciy
prietaisy projektavimas’irkarimas; gamyba/ir platinimas. ||

Steriliy vienkartiniy kraUJo Iankstq, swrkstlmo adatq ir nesterlllq
lanks€iy prietaisy paS|sk|rstymas 1/ /

Sertifikato galiojimo data: ' 2019'Kovo't' d

Sertifikato jsigaliojimo data: 2016 Rugsejo 1/d.

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396




