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In resDeсt of:

тhe design, development and mапufасture of steri]e leads for transoesophageаl ca]diaс аnd
tempеraiure monitoring, сardiас stimulаtion, сardiaс dеfibrillation and eleсt]ophysiologiсal
studies; pеrсutаneous introduсers; еleсtroniс equipments for oesophageal temperatц]e
monitoriЬg, eIесtrophysiologiсal studies and emergenсy саrdiас stimulation; st€rile and non
steriIe elесtrosulgiiаl eleсtrodes аnd rclаted aсGesso]ies; еlect]odes fo] defibrillation/paсin9;
steriIe single useЪеuropасers; steriIe single use аnd reusable eleсtroсauteries аnd аssoсiated
aссеssorieЪ; stеriIe аnd non stе]iIe' singte use aпd reusаb]e needle eIectrcdes for ЕEG аnd
EмG.

on the bаsis of our exаminаtion of the quа|ity аssuGnсe sYstem under the requirements of фunсi| Direфve
g3l4z|ЕЕс, Annex II exсIuding seсtion 4. тhe quа|ity аssurаnie sysEm meets the requiremenь ofthe direсtive. For

the p|асing on thе market of сlаss IIt produсts аn Annеx II seсtion 4 сеrtifiсаte is required.

For аnd on behаlf of вsI, а Notified вody for the аbove Direсtive (Notified вody Numbеr 0086):

Stеwart Brain, Head of Comp|ianсe & Risk .
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Ес Cеrtifiсatе . Full Quality Assuranсе System
Djrесtive 9зl42lЕEC on Mediсal Deviсes, Annex II еxсluding Seсtion 4
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