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EC DECLARATION 0F CONFORMITY

Manufacturer
NORMALLC.

Products
Sterilization Indicator Strips

Models:[`#+Ueuer=;ker.hizfron.."Steri|an|20/45":"S_t_e:il?.n~12.1./20'.'i:,S,the:ilanl32/20"

Sterilization by dry heat: "S/ej'!./c7# /60//50 '',.  "S/erj./cz# /80/60 "
Sterilization in the package:
:,`;;;;I;-a;VJi`iidr/fi";"usteri|anupl2l/2P";'.'Ste.r.il_ar^5!F,!32/20"

Sterilization by dry heat in the package:  "S/erz./cr# UP /80/60 "

The product mentioned above conforms the requirements of Council Directive 93/42/EEC
incl.   amendment   2007/47/EC   concerning   medical   devices.   All   related   documents   for
productsandconformityassessmentprocedurearekeptinthemanufacturer'sfacility.

Conformity assessment procedure
93/42/EEC inc]. Annex VII

Classification
Class I Annex IX Rule  1

Standards Applied
EN ISO  11140-1 :2009, IDT, ISO  1 I 140-1 :2005, IDT
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