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EU DECLARATION ОF CONFORMITY - Cytofixx

Date: 09/08/202L

This Declaration of Conformity has been issued solely Ьу CellPath Limited (Соmрапу Number 01831261) in
ассоrdапсе with the definitions and regulations as described in the EU Regulation2OL71746 of Тhе Ечrореап
Parliament and of the Сочпсil оп ln-Vitro Diagnostlc Medica! Devices and Regulation (ЕС) No 1907/2006 of
the Ечrореап Parliament and of the Council (REAсH}.

Gепеrаl lnformation

мапчfасturеr cellpath Limited

Address of Production Facility CellPath Ltd" 
Unit 80, Mochdre Enterprise Park
Newtown
Powys
Mid Wales, UK
SY16 4LE

Authorized Representative EMERGO EUROPE
Р rinsessegracht
20 2514 АР The Hague
The Netherlands

product Name Cytology fixative solution lVD

Product Description An alcohol-based solution intended to Ье used as а fixative for а
cytology specimen obtained directly from а patient, оr processing of а
cIinical specimen, for subsequent рrеsеrчаtiоп, transportation апd/оr iп
vitro d iagnostic а па lysis,

prod uct classification
(Clossified iп ассоrdопсе with EU
Regulotion 2017/746)
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Conformity to the aforementioned regulation is demonstrated Ьу the company's compliance to the following
international manufacturing standard:

a EN lSO 13485:2016 - Medical Devices, Quality Management Systems - Requirements for Regulatory Purposes

Signed оп behaIf of the
мапufасturеr

Address of lssue

Date of lssue

Name of Signatory

Position of Signatory

Signatu rе
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cellpath Limited

cellpath Ltd 
а

Unit 80, Мосhdrе Enterprise Park
Newtown
Powys
Mid Wales, UK
SY16 4LE
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NH8_0100-01A 050562561 13488 SPRAY - 50ml - CYTOLOG|CAL F|XATIVEcYToFlxx 2006

05056256113501 сYТоFlхх DROPPER - 50ml - CYTOLOGICAL F|XAT|VE

NH8-0100-01B CYTOFIXX PUMP SPRAY - 50ml - CYTOLOGICAL tlхАТlvЕ 2020

05056256108491 05056256N н в0014Е CYTOFIXX PUMP SPRAY - 50ml - CYTOLOGICAL F|XAT|VE 202а

NH8_0100_01D 05056256108507 05056256N н в0014Е SPRAY - 50ml - FlxATlvE 2а20

Template rеfеrепсе V1

05056256N н в0014Е

05056256N н в0014Е 2005
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