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4.30 Essential performance
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

4.40 Expected Life
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

4.50 Equival ent safety for ME equi pnent & ME systens
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

4.60 Parts that contact the patient
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

4.70 Single fault conditions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

4.80 Are all components used within their specified ratings
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

4.90 Are there any Conponents of high integrity in ME equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

4.10 Supply mains for ME equi pnent
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

4.10.1 Has the instrunment an internal supply
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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4.10.1 Is the instrument connected to an external supply
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

4.10.1 Is the instrument connected to the mains supply
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

4.10.1 Source of power for ME equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

4.11 Power input
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

5.10 Type tests
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

5.20 Nunber of sanples
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

5.30 Anbient Tenpearture Hum dity Atnospheric pressure
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

5.40 Other conditions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

5.50 Supply votages type of current nature of supply frequency
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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5.9.2.1 Test Finger
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

5.9.2.2 Test Hook
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

5.9.2.3 Actuating nechani snms
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

6.20 Is the classification dCass Il
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

6.20 Is the classification dass |
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

6.20 Protection against electric shock
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

6.30 Protection against ingress of water or particulate matter
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

6.40 Met hods of Sterilisation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

6.50 Suitability for ude in an Oxygen rich environnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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6. 60 Mode of operation non continuous
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

6. 60 Mode of operation ( continuous or non -continuous)
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.1.1 Usability of the identification marking and docunents
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.1.2 Legibility of markings Draw ngs
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.1.2 Legibility of markings Safety signs
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.1.2 Legibility of markings Instructive statenents
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.1.2 Legibility of markings Warning statenents
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.1.3 Durability of Marking 15 seconds with a cloth soaked in isopropyl al cohol
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.1.3 Durability of Marking 15 seconds with a cloth soaked in distilled water
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.2.1 Mnimmrequirenments for marking of ME equi pnent and interchangeabl e parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.2 ldentification of nmanufacturer
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.3 |s the advisory synbol e used
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.4 |s packaging marked with a Trademark of nanufacturer or supplier
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.4 Are Accessories marked with a Tradenmark of nanufacturer or supplier
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.5 ME equi prent intended to receive power from other equipnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.6 |s | abel permanent next to connection point
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.6 Does | abel state phase for nore than single phase
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.6 Does range have bet ween max & mn
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.2.6 Connection to the supply nains
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.7 Is rating plainly identified in documents
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.2.7 Is nean given if range is >10%
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.7 Are upper and |lower ratings given for each
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.7 Does equi pnent have several rated voltages
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.7 Is wattage under 0.9 watts is rating in volt anps
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.7 |s wattage over 0.9 watts is rating in watts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.8.2 Is output frequency rated when applicable
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.8.2 |s outputcurrent rated
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.2.8.2 |Is output voltage rated
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.9 |Is the device marked with the correct IP classification
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.10 Are Applied parts marked Defibrillator proof
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.10 Are Applied parts nmarked BF
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.2.10 Are Applied parts narked B
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.10 Applied parts
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.2.12 Are Fuses nmarked breaking capacity
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.12 Are Fuses marked speed
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.2.12 Are Fuses marked current
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)
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7.2.12 Are Fuses marked vol tage
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.13 Is a warning in docurmentation
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.2.13 Is a warning sign promnently | ocated
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.13 Can the equi pnent produce non obvi ous Physi ol ogical effects
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.14 Are Hi gh Voltage ternminals narked with synbol
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.14 H gh Voltage term nal devices
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.2.15 Are requirements for Cooling conditions nmarked
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.15 Cooling conditions
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.2.17 Is Protective packagi ng marked for Hazardous substances
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.2.17 |s Protective packaging marked for Humidity
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.17 Is Protective packagi ng marked for special handling neasures in transport
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.17 Protective packagi ng
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.18 I's maxi mum supply pressure froman External pressure source nmarked adjacent to each i nput
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.18 External pressure source
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.19 Is Functional earth term nal marked
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.2.20 Renovabl e protective neans are they marked "repl ace"
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.2.20 Renovabl e protective neans
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.3 Are maxi mum power | oading of Heaters & Lanps renovable without a tool marked near device
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.3.1 Heating el enents or |anphol ders
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.3.2 |Is the presence of Hi gh Voltage parts marked with symnbol
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.3.3 Is the hazard of Lithiumbatteries or fuel cells nmarked
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.3.3 Is type of Battery and node of insertion marked
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.3.3 Batteries
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.3.4 Are Fuses Thermal cutouts and over current rel eases accessable only by a tool marked
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.3.4 Fuses Thernmal cutouts. and over current rel eases
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.3.5 |Is Protective earth termnal marked with synbol on fixed part of equi prment
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.3.5 Protective earth termnals
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)
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7.3.6 Functional earth termnals
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.3.6a |Is Functional earth term nal marked with symnbol
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.3.7 Is marking for 3 phase in accordance with | EC 60445
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.3.7 Are term nal s exclusively for neutral marked
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.3.7 Are Supply term nals marked adjacent to ternminals
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.3.7 Supply termals
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.3.8 Tenperature of Supply term nals & conpartnent nust be < 75C
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.3.8 Tenperature of Supply term nals
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.40 Are any push nonentary switches indicated indicated by other unanbi guous neans
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.40 Are any push nonentary switches indicated by an adjacent indicator |ight
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.40 Are monent ary switches marked with synbol 60417-5011
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.40 Are all push swi tchesindi cated by other unambi guous neans
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.40 Are all switches indicated by an adjacent indicator |ight
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.40 Are all switches Marked
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.40 Do all switches have ON OFF positions
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.4.1 Power switches see 080a-h
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.4.2 Are different positions of Control devices marked by numbers or synbols | EC60417-524
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.4.3 Are Units of nmeasure in Sl units | SG31
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)
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7.50 Are Safety Signs selected from|SO7010
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.50 Safety Signs
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.6.1 Does an Expl anation of synbols appear in the intructions for use
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.6.2 Are Synbols from Annex D used
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.70 Colours of the insulation of conductors
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.7.1 Are all Protective earth conductor identified by Yellow & G een
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.7.1 1s Protective earth conductor Yellow & green throughout its length
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.7.2 Protective earth connections
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.7.3 Are any other wires Green and Yell ow insul ation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.7.3 Green and Yell ow i nsul ati on
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.7.4 Is Neutral conductor coloured |ight Blue
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.7.4 Neutral conductor
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.7.5 Are colours of Power cord conductors in accordance with | EC60227-1 or | EC 60245-1
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.8.1 |Is Colour of Indicator Lights Ready for use G een
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.8.1 Is Colour of Indicator Lights Caution Yellow
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.8.1 |Is Colour of Indicator Lights Warning RED
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.8.1 Col ours of Indicator Lights
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.82 Is RED used only in emnergency
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.82 Colours of controls
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.9.1 Ceneral

Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.1 General
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.9.2.2 Do Instructions fo use include warning on multiple socket outlets
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.2 Do Instructions fo use include risks of interference by EMC
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.2 Do Instructions fo use include risks of interference by other ME equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.2 Do Instructions fo use include risks of electric shock & protective earth
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.2 Do Instructions fo use include Warning and safety notices
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.3 |Is eqipnent specified for connection to a separate power supply
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.9.2.3 ME eqi pnent specified for connection to a separate power supply
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.4 1s there a warning on | oss of power
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.4 if unit contains a battery are thereinstructions for its repl acenent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.4 if unit contains a battery are there warning to renove battery if not in use for some ti
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.4 if unit contains a battery are there warning staenments for periodic checking or repl acel
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.4 Electrical power source
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.5 Do Instructions include restrictions on applied parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.5 Do Instructions include restrictions on other equipnent and networks etc.
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.5 Do Instructions include expected nmaterials the operator or patient may be exposed to
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.9.2.5 Do Instructi
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

ons

i ncl ude expected positions of the operator or patient

7.9.2.5 Do Instructi
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

ons

i ncl ude physical, and performance characteristics of the equi pnent

7.9.2.5 Do Instructi
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

ons

i ncl ude how the equi prent functions

7.9.2.5 Do Instructi
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

ons

include a brief description

7.9.2.6 Do instructi
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

ons

contai ncontact information for persons qualified for Installation

7.9.2.6 Do instructi
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

ons

contain Installation instructions

7.9.2.7 Do Instructi
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

ons

contain instructions on obstruction to disconnection fromthe supply nai

7.9.2.7 Isolation fromthe supply mains

Appl i cabl e No
St at us
(15/ Aug/ 11 Der ek Lamb)

7.9.2.8 Do instructions contain A pre-use checkli st

Appl i cabl e No
St atus
(15/ Aug/ 11 Der ek Lanb)
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7.9.2.8 Do instructions
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

cont ai

information for treatnment or handling before use incl. accessori

7.9.2.8 Do instructions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

cont ai

necessary information for Start up procedure

7.9.2.9 Do Instructions
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

cont ai

informati on the replacenent of materials consuned

7.9.2.9 Do Instructions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

cont ai

informati on the connection & di sconnection of accessories

7.9.2.9 Do Instructions
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

cont ai

i nformati on the connection & di sconnection of detachable parts

7.9.2.9 Do Instructions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

cont ai

i nformati on the sequence of operation

7.9.2.9 Do Instructions
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

cont ai

informati on the function of controls di splay and signals

7.9.2.9 Do Instructions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

cont ai

i nformati on necessary to operate the equi prnent

7.9.2.10 Do instructions include an expl anati on of nessages incl. inportant causes and possible

Appl i cabl e No
St atus
(15/ Aug/ 11 Der ek Lanb)
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7.9.2.10 Do instructions include system & error & fault nessages
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.11 Do instructions include Shutdown procedure
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.12 Do Instructions include C eaning, disinfection and sterilisation appropiate paraneters
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.12 Do Instructions include O eaning, disinfection and sterilisation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.12 deaning disinfection and sterilisation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.13 Do Instructions cover rechargeable batteries
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.13 Do Instructions cover frequency of parts on which preventive nmaintenance shoul d be perf
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.13 Do Instructions cover parts on which preventive maintenance shoul d be perforned
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.2.13 Do Instructions cover routine maintenance
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)
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7.9.2.13 Do Instructions cover calibration

Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.2.13 Do Instructions cover calibration frequency

Appl i cabl e No
St at us
(15/ Aug/ 11 Der ek Lamb)

7.9.2.13 Do Instructions
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

cover

preventive nmi ntenance inspection frequency

7.9.2.13 Do Instructions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

cover

preventive mai nt enance inspection

7.9.2.13 Maintenance
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

7.9.2.14 Does instructions include

Appl i cabl e No
St at us
(15/ Aug/ 11 Der ek Lamb)

informati on on external

power supplies

7.9.2.14 Does instructions include a list of Accessories

Appl i cabl e No
St atus
(15/ Aug/ 11 Der ek Lanb)

suppl enenttary equi prent used nateri

7.9.2.14 Accessories supplenenttary equi pnent

Appl i cabl e No
St at us
(15/ Aug/ 11 Der ek Lamb)

used materi al

7.9.2.15 Does Instruction contain information

Appl i cabl e No
St atus
(15/ Aug/ 11 Der ek Lanb)

on mmmzing these risks
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7.9.2.15 Does Instruction contain informati on on di sposal of waste products residues etc
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9. 3 Does Technical description
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

ncl ude cl assifications of equi pnent

7.9.3 Does Technical description
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

ncl ude description of equipnment and functions

7.9. 3 Does Technical description
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

nclude warning "If nodified appropiate testing is required”

7.9.3 Does Technical description
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

ncl ude warning "Do not nodify w thout authorisation”

7.9. 3 Does Technical description
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

ncl ude warning "No nodification all owed"

nclude information on oil |evels

7.9.3 Does Technical description
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9. 3 Does Technical description
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

ncl ude information on isolating the equi pnent

7.9.3 Does Technical description
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

nclude information on cooling liquid chem cal comnposition
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ncl ude

7.9. 3 Does Technical description
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

nformation on cooling liquid flow

ncl ude

7.9. 3 Does Technical description
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

nformati on on cooling liquid pressure

ncl ude

7.9.3 Does Technical description
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

nformati on on special installation requirenents

ncl ude

7.9. 3 Does Technical description
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

nf ormati on on range, accuracy, and precision of val ues ¢

ncl ude

7.9.3 Does Technical description
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

nformati on on environnmental conditions for storage

ncl ude

7.9. 3 Does Technical description
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

nformati on on environmental conditions for transport

nformati on on environnmental conditions for use

ncl ude

7.9.3 Does Technical description
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

ncl ude

7.9. 3 Does Technical description
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

nformation required in 7.2

7.7.3.2 Does Technical nmanual include info on replacing special conmponents
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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7.7.3.2 Does Technical nmanual include info on replacing of interchangeabl e & detachable parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.7.3.2 Does Technical manual include info on replacing non detachabl e mains cords
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.7.3.2 Does Technical nmanual include full rating and type of fuses
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.7.3.2 Repl acenent of fuses Power supply cords and other parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.3.3 Are Circuit diagranms, conponents parts list etc made available in Techni cal nmanual .
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.3.3 Circuit diagrans, conponents parts list etc.
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

7.9.3.4 Does Techni cal manual describe conpliance with 8.11.1
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

7.9.3.4 Mains isolation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10 WII| safety be conprom sed by accidental detachnment of conductors and connectors breaking f
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.10 WII safety be conprom sed by uni ntended novenent of a conponent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.10 WII safety be conprom sed by interuption of any one power carrying conducter between sep:
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10 WII safety be conpronmised by interuption of any one supply conductor
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.10 WII safety be conprom sed by o/c of any one protective earth 8.6l
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10 WII safety be conpromised by s/c and o/c circuit of any conponentconnected in parall el
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.10 WII safety be conprom sed by any one creapage or air clearance conplying to 8.9
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10 WII safety be conpronmised by short circuit of any one insulation conplying to 8.8
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.10 WII safety be conprom sed by open circuit of any or all earth connections not conplying \
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10 WII safety be conprom sed by creapage or air clearance not conplying with 8.9
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.10 WII safety be conprom sed by short of any or all insulation not conplying with 8.8
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.10 WII safety be conprom sed by any Transposition of supply connections
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10 WII safety be conpronised by any external voltage or current on the signal input
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.2.1 Has the unit been tested with the correct PSU
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.2.1 Connennection to a separate power sorce
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.2.2 WI it be hazardous if the polarity of the external psu is reversed
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.2.2 Connection to an external d.c.power source
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.30 If used to deliver electrical energy is Cassification of Applied parts BF
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.30 If used in a direct cardiac application is Cassification of Applied parts CF
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.40 Can any access covers be renoved wi thout the use of a tool
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.40 Can any parts inside be touched with the test pin.
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.40 Do Instructions warn operator about toching the patient and accessable parts eg. fuses, |iq
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.40 Does current from to or between patient connections exceeed 8.7.4
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.4.2 Accessible parts including Applied parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8. 4.3 Does vol tage between pins of a disconected plug exceed 60v after 1 sec.
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.4.3 ME equi pnent intended to be connected to a power source by a plug
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.4.4 If automatic discharge is not possible does the capacitor have the symbol |EC60417-5037
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.4.4 Do any capacitive circuits have a residual voltage >60v after de-energising
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.4.4 Internal capacitive circuits
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.1 Does the equi pnrent have two Means of protecti om (MOP)
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.5.1.2 Does protective earth conply with 8.6
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.1.2 Do creapage di stances conply withTable 12
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.5.1.2 Does solid insulation conply with dielectric strength 8.8
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.1.2 Means of patient protection (MOP)
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.5.1.3 Do creapage distances conply with Table 13-16 or |EC 60950-1
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.1.3 Does solid insulation conply with 8.8 or | EC 60950-1
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.5.1.3 Means of operator protection (MOOP)
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.5.2 Separation of parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.2.1 Do F-Type Applied parts conply with 8.7.4 and 8.8.3
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.5.2.1 F-Type Applied parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.5.2 Do Type B Applied Parts conply with 8.7..4 and 8.8.3
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.5.5.2 Type B Applied Parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.2.3 Test finger application
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.5.2.3 Is air clearance between connector pins and flat surface >0.5nmm
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.2.3 Can any connector/conductive part cone in contact with a 100nm di ameter plate
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.5.2.3 Can any connector/conductive part on a patient |ead Patient Leads becone earthed while
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.5.2.3 Patient Leads
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

8.5.3 What is axi mum rmai ns voltage internally powered 250v max
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.5.3 What is axi num rmai ns vol tage pol yphase 250v nax
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.3 What is axi mum rmai ns vol tage single phase 250v max
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.5.4 If double insulated what is insulation voltage subjected to
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.4 Does ripple on DC vol tage exceed 10% of average
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.5.4 Wrking voltage what is the highest nmeasured voltage
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.4 Wirking voltage
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.5.5 Defibrillation-proof Applied parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.5.5.1 Defibrillation protection
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.5.5.2 Energy reduction test
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.6 Protective earthing function earthing and potential equalisation of M
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.2 Is Protective earth ternminal used as a nmechani cal connection between parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.6.2 Are Protective earth terninal clanpscrews insulated
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.2 Does Protective earth termnal need a tool to | oosen cable clanp
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.6.3 Is Protective earthing used as a noving part
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.3 Protective earthing of nmoving parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8. 6.4 Does | npedance between protective earth and protected earth in nains plug < 100nohm
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8. 6.4 Does | npedance between protective earth and any earthed part < 100nohm
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.4 Does | npedance between protective earth and any appliance inlet earth pin < 100nohm
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.6.4 Inpedance and current carrying capability
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.5 Are Surface coatings renmoved at point of contact of protective earth
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.6.7 Does the mamins cord incorporate a Potential Equalisation conductor
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.7 Does information ona Potential Equalisation conductor appear in the Instruction nanual
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.6.7 Is a Potential Equalisation conductor marked with a synbol |EC60417-5021provi ded
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.7 Is a Potential Equalisation termnal used as a protective earth connection
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.6.7 Can the Potential Equalisation conductor be detached w thout the use of a tool
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.6.7 Is risk of Potential Equalisation accidental disconnection m ninised
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.7 Is a Potential Equalisation term nal accessible to the operator in any position
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.6.7 Is a Potential Equalisation conductor provided
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.8 Is Functional earth terminal used as a protective earth connection
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.6.9 Cass Il M Equipnment |Is there an explanation in the Instruction manual
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.9 Cass Il MeE Equi prent are there two nmeans of protection
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.6.9 Cass Il M Equi prent are the insulation screens Green & Yell ow
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.6.9 Cass Il ME Equipment is the earth connected only as a functional earth
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.6.9 Cass Il M Equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.7.0 Are Leakage currents and patient auxillary currents linmted to 8.7.3
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.7.2 Do all owable values in 8.7.3 apply in Single fault conditions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.7.2 Single fault conditions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.7.3 Allowabl e values 8.7.3b
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.7.4.1 Ceneral
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

8.7.4.2 Measuring supply circuits
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.7.4.3 Connection to the nmeasuring supply circuit
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.7.4.4 Measuring device
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.7.4.5 Measurenent of earth | eakage
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.7.4.6 Measurenment of touch current
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

8.7.4.7 Measurement of the patient |eakage current
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.7.4.8 Measurenent of patient auxillary current
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.7.4.9 ME equiprment with rmultiple patient connections
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.8.1 Ceneral

Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

8.8.2 Distance through solid insulation or use of thin sheet material |Is working voltage <71lv
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.8.2 Distance through solid insulation or use of thin sheet nmateri al
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.8.3 Dialectric strength
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.8.4 Insulation other than wire insulation
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)
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8.8.4.1 Mechanical strength and resistance to heat
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.8.4.2 Resitance to environnmental stress
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.9.1.1 Ceneral
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

8.9.1.2 Creepage distance and air clearances conplying with | EC 60950-1
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.9. 1.3 Crepage distances across glass mca ceramic and simlar nmaterials
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.9.1.4 M ni num creepage di stance
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.9.1.5 |Is equipnent rated for high altitutes over 2,000 ntrs
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.9.1.6 Interpolation
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.9.1.7 Material groups classification
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.9.1.8 Pollution degree classification
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.9.1.9 Overvoltage category classification
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.9.1.10 Air clearance for main parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.9.1.11 Supply overvaol tage
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.9.1.12 Secondary circuits
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.9.1.13 Peak working voltages above 1400v peak or DC
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.9.1.14 M ninmum creapage di stance for two neans of operator protection
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.9.1.15 Creepage distances & air clearances for defibrillator proof applied parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.9.2 Application
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.9.3.1 Cenera
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

8.9.3.2 Insulating compound formng solid insulation between conductive parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.9.3.3 Insulating compound fornming a cenented joint with other insulating parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.9.3.4 Thermal cycling
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.9.4 Measurenent of creepage di stances and air cl earances
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.10.1 Fixi ng of conponents could unwanted noverment result in a hazard
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10.1 Fixing of conponents
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.10.2 Fixing of wiring, are clanped stranded conductors sol dered
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10.2 Fixing of wiring, could accidental detachnent result in a hazard
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.10.2 Fixing of wiring
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8. 10. 3 Connections between different parts of ME equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10.4.1 Is maxi mum vol tage on cord connected foot switches and held held controls 42.4V peak a
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.10.5 Are internal cables & wiring protected agai nst contact with a noving part,friction or shi
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10.5 mechani cal protection of wiring
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.10.6 @uiding rollers for insulated conductors
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.10.7 Insulation of internal wring
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.1 Is a fuse or a sem conductor used as an isol ating means
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.1 Is a switch incorporated in the nains | ead
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.11.1 If external is it described in the Instruction nmanua
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

8.11.1 Can all circuitry Isolation fromthe supply mains on all poles sinultaneously
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.1 Isolation fromthe supply nains
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11. 1la Subcl ause
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8. 11. 1b Subcl ause
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

8.11. 1c Subcl ause
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.1. h Subcl ause
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

8.11.1.i Subclause
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.2 Do Multiple socket outlets conply with 16.2d and 16.9.2.1
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.11.2 Multiple socket outlets
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.3.1 Is the mains plug only fitted with one cord
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.11.3.1 Application
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.3.2 Does cord conply with | EC60345-1: 2003 Annex A or |EC60227-1:1993 Annex A
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.11.3.2 Types
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11. 3.3 Does Cross-sectional area of supply cord conductors conply with table 17
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11. 3.3 Cross-sectional area of supply cord conductors
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.3.4 Do Appliance couplers comply with 8.11.3.5 & 8.11.3.6
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

8.11.3.5 Does the cord anchorage prevent the cord being pushed into the equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.11.3.5 Is the cord anchorage used to fix any other conponenthe cord insulation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.3.5 Is the cord anchorage designed so that a screw bears directly on the cord insul ation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.3.5 Is the cord anchorage nmade from netal but insul atedl
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.3.5 Is the cord anchorage made from nmetal but insulated by a neans of protection
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.3.5 Is the cord anchorage nade frominsulating materi al
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.3.5 Is the cord relieved from abrasion
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.3.5 Is the cord relieved fromtw sting
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.3.5 Is the cord relieved fromstrain
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.3.5 Cord anchorage
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.11.3.6 Are Cord guards protected agai nst excessive bending at the inlet
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.4.1 Are cl anps used on external conductors used to fix any other conponent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.4.1 Are terminals alone used to maintain the conductors in position
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.4.2 If a wire escapes is short circuiting of a nmeans of protection likely
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.4.2 Are terminals accessible without the aisd of a tool
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

8.11.4.2 Are ternminals marked 7.3
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.4.2 Are terminals for re-wirable cords grouped together for conveni ent connection
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.4.2 Arrangenent for main Term nal devices
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.4.3 Is internal wiring subject to stress when the conductors are tightened or | oosened
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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8.11.4.3 Fixing of mains termnals
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.4.4 Connections to mains termnals with clanping require special preparation of conductors
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.4.5 Accessibility of the connection
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.5 Is there adequate roomto allow the conductors to be easily connected 8.10.5
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

8.11.5 is a Mains fuse or over current release in each supply | ead
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

8.11.6 Cross sectional area of Internal wiring of the mains part
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.1 Mechani cal hazards of ME equi pment & systens
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.2.1 Ceneral

Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.2.2.2 Do Gaps conmply with Table 20
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

Page 44 20/03/12 1 SO 60601-1 Tom Thunb



9.2.2.3 Safe distance
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

9.2.2.4.1 Access to trapping zone 15.3
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

9.2.2.4.1 Access to trapping zone
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.2.2.4.2 can Fixed guards be disnmantled wi thout a tool
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.2.2.4.2 Fixed guards
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.2.2.4.3 Is there an interl ocking device preventing starting and stops.
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.2.2.4.3 Do Movabl e guards remain attacfhed when guard i s open
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.2.2.5 Continuous activation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.2.2.6 Speed of novenents
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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9.2.3.1 Unintended novenent
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

9.2.3.2 Overtravel
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9. 2.4 Energency stopping devices
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.30 Are there any Hazards associated with surfaces corners and edges
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.4.2.1 Instability in transport position
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.4.2.2 Instability excluding transport
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

9.4.2.3 Instability formhorizontal and vertical forces
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.4.2.4 Castors and wheel s
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.4.2.4.2 Forces of propul sion
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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9.4.2.4.3 Mwvenent over a threshold
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

9.4.3 Instability fromunwanted | ateral nmovenent (including sliding)
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.4.3.2 Instability excluding transport
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.4.4 GGips and other handling devices
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

9.5.1 Protective neans
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

9.5.2 Cathode ray tubes
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

9.6.1 Ceneral

Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

9.6.2 Acoustic energy
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

9.6.2.1 Audi bl e Acoustic energy
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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9.6.2.2 Infrasound & ultrasound energy
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.6.3 Hand Transmtted Vi bration
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.7.2 Pneumatic & hydraulic parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9. 7.3 Maxi mum pressure
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

9.7.4 Pressure rating of ME Equi pnent parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.7.6 Pressure control devices
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.7.7 Pressure relief device
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

9.8 Hazards associated with support systens
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.8.1 Ceneral

Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)
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9.8.2 Tensile Safety factor
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.8.3.2 Static forces due to | oading from persons
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.8.3.3 Dynami ¢ forces due to | oading from persons
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.8.4.2 Use after activation of a mechanical protective device
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

9.8.4.3 Mechanical protective device intended for single activation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

9.8.5 Systens with mechanical protective devices
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

10. 1.1 ME equi pnent not intended to produce diagnostic or therapeutic X-radiation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

10. 1.2 ME equi pnent intended to produce di agnostic or therapeutic X-radiation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

10. 2 Al pha, Bet a, gana. neutron and ot her particle radiation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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10.3 M crowave radiation
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

10.4 Lasers and LEDs
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

10.5 OGther visible electronmagnetic radiation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

10.6 Infrared radiation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

10.7 U traviolet radiation
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

10.7 U traviolet radiation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.1. 1 Maxi mum tenperature during nornmal use
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11. 1.2 Tenperature of applied parts
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

11.1.2.2 Applied parts not intended to supply heat to a patient
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

Page 50 20/03/12 1 SO 60601-1 Tom Thunb



11.1. 4 Are Guards only renovable with a too
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11.2.1 Do enclosures have Strength and rigidity to prevent fire in ME equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.2.2.1 Risk of fire in an oxygen rich environnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11. 2. 2. 1a Subcl ause
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.2.2.1b 2 Subcl ause
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

11.2.2.1b 3 Subcl ause
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.2.2.2. Are External exhausts for oxygen rich environnent |ocated so that a risk of ignition
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11.2.2.2. External exhausts for oxygen rich environnment
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.2.2.3 Electrical connections in oxygen rich environnents
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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11.2.3 Wuld failure of insulation be detrenental
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

11.2.3 Wuld failure of
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

o)}

pneumati ¢ conponent be detrenental

11.2.3 Wul d failure of a conponent be detrenental
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11.2.3 Wuld failure of a barrier be detrenental
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.2.3 Wuld failure of a ventilation sytenem be detrenental
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11.2.3 Single fault conditions related to oxygen rich environments
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.30 Are insulated wires classified to FV-1
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

11.30 Are connectors pcbs insulating conponent nounts classified to FV-2
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11. 30 Constructional requirenent for fire encl osures of M equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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11.40 I's the Me equi pnent & ME systens intended for use with fl amuabl e anaesthetics
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11.40 Me equi prent & ME systens intended for use with flanmabl e anaest hetics
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.50 I's the Me equi pnent & ME systens intended for use with flamuabl e agents
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11. 6 Does the equi pment incorporate a reservoir or liquid storage chamber
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.6.1 Ceneral
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

11.6.2 Can overfill or Overflow in ME equi pment cause a hazard
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.6.2 Overflow in ME equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11.6.3 Spillage on ME Equi pment wet parts that could cause a hazard
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.6.3 Spillage on ME Equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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11.6.5 Can Ingress of water and particulate matter into ME equi pnent be hazardous
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11.6.6 WIIl deaning and disinfection of ME equi pment cause damage ( see 7.9.1.12)
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.6.7 WIIl Sterilisation of ME equi prent and ME systens cause danmage | SOL1134/ 35/ 37
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11.6.7 Sterilisation of ME equi pment and ME systens
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

11.6.8 Conpatibility with substances used with ME equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

11.7. Biocompatibility of ME equi pnent & ME systens
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

11.80 WII Interuption of the power supply/supply mains to ME equi pnent cause a hazard
Appl i cabl e No
St at us

(15/ Aug/ 11 Der ek Lanb)

12.1 Accuracy of controls & instrunents
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

12.2 Useability
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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12.3 Alarm system
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

12.4.1 Intentional exceeding of safety limts
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

12. 4.2 Indication of paraneters relevant to safety
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

12. 4.3 Can Accidental selection of excessive output val ues acuse a hazard
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

12. 4. 3 Does equi prent have High intensity and |low intensity outputs
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

12. 4.3 Accidental selection of excessive output val ues
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

12.4.4 Incorrect output
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

12.4.5.1 Limts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

12.4.5.2 Diagnostic X-ray equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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12. 4. 5. 3 Radi ot heraphy equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

12.4.5.4 Ot her ME equi pnent producing diagnostic or therapeutic radiation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

12. 4.6 Diagnostic or therapeutic acoustic pressure
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13.1.1 Can the failure of any one conponent result in a hazardous situation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

13. 1.1 Ceneral
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

13.1.2 Can tenperatures of other conmponents exceed the allowed values in Table 26/27/31/22
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

13.1.2 Can tenperatures of non applied parts exceed the all owed values in Table 23
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13.1.2 Can tenperatures of applied parts exceed the allowed values in Table 24
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

13. 1.2 Can deformation of enclosures inpair 15.3.1
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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13. 1.2 Enissions, deformation or exceedi ng maxi num tenperature
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13.1.2 Can Emi ssions of flames,nolten metal, poi sonous or igniable substances in hazardous quanti
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

13. 1. 3 Exceeding | eakage current or voltage limts see 8.7.3. & 8.4.2
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13. 1. 3 Exceeding | eakage current or voltage limts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

13.2.6 Leakage of liquid
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13.2.7 Can blocking of filters result in hazard
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

13.2.7 Can interuption of flow of cooling fluid result in hazard
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13.2.7 Can lnpairment of ventilation through covering of openings etc result in hazard
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

13.2.8 Are noving parts or Applied parts likely to be operated while unattended
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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13.2.8 Has one or nore notors with a | ocked rotor torque smaller than the full |oad torque
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13.2.8 Are nmoving parts or Applied parts likely to jam
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

13. 2.8 Locking of nobving parts
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13.2.9 Is equipnent single fault safe during short circuiting & open circuiting of notor capaci
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

13.2.9 Interuption and short circuiting of notor capacitors
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13.2.10 Additional test criteria for nmotor operated ME Equi pnent see 13.2.8 & 13.2.9 and 13.1.:
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

13.2.10 Additional test criteria for notor operated ME Equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13.2.13.1 General overload test conditions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

13.2.13.2 Me equi pnent with heating el enents
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

Page 58 20/03/12 1 SO 60601-1 Tom Thunb



13.2.13.3 Me equipnent with notors
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

13.2.13..4 Me equipmet rated for non continuos operation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

14. 20 Docunent ati on
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

14. 30 Ri sk managenent pl an
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

14. 40 PEMS devel opnent cycl e
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

14.50 Does a problemresol uti on system exi st
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

14.6.2 Risk control
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

14. 70 Does system have a specification
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

14. 70 Requirenent specification
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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14. 80 Does system have NETWORK/ DATA COUPLI NG speci fication
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

14. 80 Does system have maintainability,
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

14. 80 Does system have protection fromreasonably foreseeable m suse
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

14. 80 Does system have test interval duration and di agnostic coverage
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

14. 80 Does system have allocation of RI SK CONTROL neasures to subsystens and conponents of the |
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

14. 80 Does system have def ensive design
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

14. 80 Does system have diversity
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

14. 80 Does system have partitioning of functionality;
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

14. 80 Does system have redundancy
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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14. 80 Does system have fail-safe functions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

14. 80 Does system have COVPONENTS WIH HI GH | NTEGRI TY CHARACTERI STI CS;
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

14.80 Architecture
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

14.90 Desing and inpl emrentation
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

14.10 Does a Verification plan exist
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

14. 11 Does a PEMs validation exi st
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

14. 12 Modifi cation
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

14.13 Are Connection of PEMS by Network/data coupling to other equi pnent specified
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

14. 13 Connection of PEMS by Network/data coupling to other equipnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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15.10 Arrangenent of controls and indicators of ME equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.20 Are replaceable parts easily inspected Serviceability
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15. 30 Does Mechanical Strength conply with Table 28
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15. 3.1 Ceneral
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15. 3. 2 Does equi prrent conply with Push test
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15. 3. 3 Does equi prent conmply with | npact test
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

15. 3. 4 Does equi prrent conply with Drop Test
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.3.4.1 Does Hand held ME equi prent conply with free fall test
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.3. 4.1 Hand hel d ME equi pnent
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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15. 3. 4.2 Does Portable ME equi pnent conply with free fall test
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.3.4.2 Portabl e ME equi pnent
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

15. 3.5 Does equi prent conply with Rough handling test
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15. 3.5 Rough handling test
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

15. 3. 6 Does equi prrent conply with Mul d stress test
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.3.6 Muld stress test
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.3.7 Have all materials been taken into for Environnental influences
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

15.4.1 Can connectors be be incorrectly connected to otheroutlets with other functions
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.2.1 Do tubular heating el enents have protection agai nst overheating
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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15.4.2.1 Does the equipnment incorporate a fluid container and is it protected agai nst overheati
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.2.1 Do cut outs affect the safety of the equi prment
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.2.1 Are there any capacitors or spark supptression devices across cut outs
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.2.1 WII loss of functuion due to non self restable cut outs cause a hazard
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.2.1 Are restable non self restable cut outs wused in addition to Thernostats
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

15.4.2.1 Are cut outs automatically reset
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

15.4.2.1 Are cut outs reset by a soldering operation
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.2.1 Application
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.2.2 |s Tenperature setting clearly indicated
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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15.4.3.1 Is there a possibility of accidental short circuits
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.3.1 Is there a possibility of gas build up during charge and di scharge Housi ng
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15. 4. 3.1 Housing
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.3.2 Can incorrect connection or reversal of polarity cause a hazard
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15. 4. 3.2 Connection
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

15.4.3.3 |Is Protection agai nst overchargi ng enpl oyed
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.3.4 Do Lithiumbatteries conmply with | EC600086- 4 (7.3.3
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.3.4 Lithiumbatteries
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.3.5 Is internally power source protected agai nst Excessive current and votl age protection
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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15.4.4 Are indicators used when equi pnment is charging
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.4 Do separate Indicators indicate no | um nous heaters are operational
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.4 Are indicators used when an output exists where prol onged or accidental operation is a h
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.4 Do Indicators indicate ready for use
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

15.4.4 Do separate Indicators indicate warmup state
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.4 Indicators
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.5 Preset controls
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

15.4.6.1 Does di sconnection of indicating device need a tool
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.6.1 Are all controls corresponding to scale at all tines
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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15.4.6.1 Are all actuating parts secured so they cannot be pulled off or work | oose
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.6.2 Are stops of adequate nechanical strength
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.6.2 Limtation of novenent
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

15.4.7.1 Does hand-held devices conmply with 15.3.4.1
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

15.4.7.1 WII| Foot-operated devices support the weight of an adult
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.7.2 Accidental operation of ME equi pnent
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

15.4.7.3 Entry of |iquids
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.8 Are any Alum niumwi res | ess than 16mm cross section used in Internal wring of ME Equipl
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.9 Are partially sealed G| containers provided with an oil |evel check
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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15.4.9 G| containers in nobile equipnment fitted with a pressure rel ease device
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.4.9 G| containers in nobile equi prent seal ed to prevent |eakage
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.4.9 Are Q| containers in portable equi pnment adequately sealed to prevent loss of oil in any
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

15.5.1.1 Are Transforners protected agai nst overheating in event of short circiut or overload
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.5.1.1 Transforners
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

15.5.1.2 Short circuit test
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.5.1.3 Overl oad test
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

15.5.2 Do tranformer wi ndi ngs have adequate Dielectric strength
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

15.5.2 Dielectric strength
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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15.5.3 Construction of transforners used to provide separation as req by (8.5)
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

16. 10 General requirenents for the ME systens
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

16. 20 Acconpanyi ng docunents of an ME system
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

16. 30 Power supply
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

16. 40 Encl osures
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

16. 50 Separation devices
Appl i cabl e No

Stat us

(15/ Aug/ 11 Der ek Lamb)

16. 6.1 Touch current
Appl i cabl e No

St atus

(15/ Aug/ 11 Der ek Lanb)

16.6.2 Earth | eakage current of multiple socket output
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

16. 6.3 Patient | eakage current
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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16.6.4.1 CGeneral condition for ME systens
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

16.6.4.2 Connection of the ME systemto the neasuring supply circuit
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

16. 70 Protection agai nst nechani cal hazards
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

16.9.1 Connection ternm nals and connectors
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

16.9.2.1 Multiple socket outlet
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)

16.9.2.3 Protection of conductors
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lamb)

17.00 El ectronagnetic conpatibility of ME equi pnent and ME systens
Appl i cabl e No

St at us

(15/ Aug/ 11 Der ek Lanb)
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