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ATION OF FORMITY

Lorne Laboratories Ltd declares that the fo in vitro diagnosti
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Product Name Cataloque Number
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Certiflicate No:
GDK6037065

tlloydk Register
I.,]RQA

CERTIFICATE OF APPROVAL

This is to certify that the Quality Mqnagement S

Avantor Performance Materials Pola d $.A.
ul. Sowifiskiego 11

44-101 Gliwice, Poland

has been approved by Lloyd's Register Quality rance
to the following Quality Management System Sta rds:

ISO 13485 =2012
The Quality Managemettt System is applicable

Production, sales and supply of hig
reagents and kits for in vitro diagn

purity

Original Approval: 21't April 2016

21't April 2016

20'n April 2019
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EC DECLARATION OF CONFORMITY

Lbrne Laboratories Ltd declares that the following in vitro diagno

Product name Catalogue number

RF Latex kit 8301 00A

ahd is in conformity with the national standards transposing ha

standards:

. BS EN 980:2008

. BS EN ISO 13485.2012

. BS EN 13612'.2002

. BS EN 13640:2002

. BS EN 13641 2002

. BS EN ISO 14971:2012

. BS EN ISO 18113, pafts 1&2

Tlhe conformity assessment procedure performed Was in accorda

Annex lll of Directive 98/79lEC.

l'Jhis declaration of conformity is issued under tl^1e sole responsibil
l-.laboratories Ltd and is valid from 13 April 2016
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