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Declqrolion of Conformity

We decfore conformity occording to EC-Direclive 93/42/EEC concerning medicol devices

Monufocturer: SEIVA s. r. o., Schnirchovo 8/1356, 170 00 Proho Z

Produch Electrocordiogroph
Type: SEIVA EKG Proktik
Mode[ Proktik- resting ECG

JetCord - resting ECG
Ergolog - stress test ECG

Inlended use: The device is intended to coplure elecirocordiogroms from ihe surfoce of o
humon body for diognostic purposes. lt is intended for non-invosive, non-sferile,
reusoble ond tronsient use.

Clqsslflcollon: llo

To comply lo lhe conformlty the followlng slqndords were used:

EN 60601-l Medicol Electricol Equipment - Port l: Generol requirements for sofety
EN 60501-2-25 Medicol Electricol Equipment - Port 2: Porticulor Requirements for sofety of

Electrocordiogrophs
EN 60601 -l -2 Medicol electricol equipment - Port I : Generol requirements for sofely: 2. Colloterol

stondord: Electromognefic compolibility; Requirements ond iests
EN 5501I lndustriol, scientific ond medicol (lSM) rodio-frequency equipment - Rodio
disturbonce chorocleristics - Limiis ond mefhods of meosurement
EN 61000-4-2 Electromognetic compotibility (EMC) - Port 4: Tesfing ond meosurement

techniques - Section 2: Electrosfotic dischorge immunify test - Bosic EMC
Publicolion
EN 61000-4-3 Electromognetic compotibility (EMC) - Port 4: Testing ond meosurement

lechniques - Section 3: Rodiofed, rodio-frequency, electromognetic field immunity
fest
EN 61000-4-4 Electromognetic compotibility (EMC) - Port 4: Tesling ond meosurement

techniques - Section 4: Electricol fost tronsients/burst immunity lest - Bosic EMC
Publicotion
EN 1441 Medicol devices - Risk Anolysis

Quolity System occording to ISO 13485, os wellos to Council Directive 93/42EEC Annex llsection 3, certified
by Notified Body no. l0l4 - ElectrotechnicolTesting Instifute - Czech Republic, Pod Lisem 129, 17l 02 Proho
8, certificote number MED 060016.
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monoging director
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