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Declaration of ConformitY

HL, Z-0664D(l DOI 2015/08 (1)

In AppliQatio of the Council Directive 98Z91EC on the approximation of
Vitro Diagnostic Medicalthe laws of

Devices & G
Member States relating to ln

marking.

Declaratiqn conformance to applicable sections of Annex I Essential

Reouirenients and Annex lll (EC Declaration of Conformity) imposed bv

The below listed products are not classified under Annex ll Listssections fl to
A or B. r,Acce to the appropriate technical files will be made available to the

approprialte y in the event this is required.

Produot
Code

5267L

Tel +,t4 (Q)191

Fax +zt4 (Q)1{11

Description

Thromboplastin L

declare that the devices registered
conforms to the said Directives.

Q,tanhoncnnvlvtJ||v'|9v||

GMDN
Classif ication ,Code

55983

aoainst the above GMDN

Title: Managing Director

82 8440

82 8442

Date: 06 Aug 2015

Helena Biosciences Europe

Queensway South, Team ValleY 1-

Gateshead, Tyne and Wear, Ninfo@hr:le

United Kingdom



Thromboplastin L

REF 5265H1
REF 52651
REF 52671
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Produt
reage

Approval
Certificate Nb:
cDK6037065

GERTIFICATE OF APPROVAL

to certify that the Qruality Management Systern of:

Performance Materials Poland $.A.
ul. Sowifiskiego 11

44-101 Gliwice, Poland

3n approved by Lloyd's Register Quality Assuranct:
following Quality Management System Standards:

ISO 13485:2012

Quality Management System is applicable to:

ion, sales and suPPlY of high PuritY
and kits for in vitro diagnostics.

Original Approval: 21't APril 2016

Current Certificate: 21" April 2016

Certificate Expiry: 20'n April 2019

Polstd) sp. z o.o.

ster (Polska) sp. z o.o., al. Zwyciqstwa 13a, 80-219 Gdafisk, KRS 00001 '11

of LRQA ttd t trinity Park, Bickenhill Lane, Birmingham, B37 7ES, United

lssued by: Lloyd's Registef(P0lsl@) sp. z o.o'
for and on behalf of Lloyd's Register Quality Assuranc,e Limited

Lloyd
for iind on

l.icyd'j ftegitter 6iout tirnitcd, iti slfili.tcl aDd
Jl'l.loydt Reqigter'.,.lold s Regi9lef asrutrtF9 Do
llrgi ri4rion hrt ,iQnpd d contrd(t wi tll the lclevi

'PIJ
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