PROHLASENI O ZMENE

GeneProo

Molecular diagnastics for your routine

DECLARATION OF CHANGE

Vazeni zakaznici,

vramci neustalého zkvalitiovani

nasich sluzeb a

zvy$eni poskytovani informaci nasim zakazniklm si vas

dovolujeme upozornit na vydani nové verze pfibalove

informace platneé od 27. f{jna 2017 pro produkt:

GeneProof Legionella pneumophila PCR Kit

Revidovana pribalova informace obsahuje nasledujici

Zmeny

e Aktualizace technické

specifikace
s Hodnocenim funkéni zplsobilosti

v souladu

e Aktualizace teploty pro uchovavani v souladu se
schvalenim NB pro certifikované produkty

e Aktualizace seznamu validovanych pfistroji

e Upiesnéni textu v kapitole Princip metody

e Upfesnéni textu v kapitole Odbér a uchovavani

vzorku dle tabulky technické specifikace

S pratelskym pozdravem

GeneProof a.s.
Datum: 12. fijna 2017

]
!

Manazer QA
Jifi BENES
Podpis / Sign

Dear customers,

in order to provide the continuous improvement of our

services and to provide you with up-to-date and some

important additional information related to our products

we would like to draw attention to a new version of the

product insert valid from i

October 2017 for the

product:

GeneProof Legionella pneumophila PCR Kit

Revised package insert contains changes as follows:

Technical specification update according to the

Performance evaluation

e Storage temperature specification in accordance
with NB approval for certified products

e Validated instruments list was updated

e Specification of the text in the chapter Principles

of the method

e Specification of the text in the chapter Sampling

and sample storage according to Technical

specification table

With kind regards

Date: October 12, 2017

QA Manager

GeneProof a.s., Videriska 119, 619 00 Brno
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