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1Purpose

2References

3 Definitions
31

- Activites of Daily Living
o oTLas610
soverty | shoui Hove

sans o bt

32-

o woTLase

Sovarty | @ shoui Hve

saws o Dt
33-

. patent
Severty | (8 should Have
Sows o D
34

- Conteal Susponsion Point
o woT L3z
Severty (2 Should Have
saws b
35

Monior the status of the d

o oTLas6z
Severity |l shout Hove
sans o bt
36

- Electronic Medical Record - Server managed by the hosptal
o oTLas2e
Sovarty | @ shoui Hove
sus o Dt
37

- A device used 1o It orlower.
o worLasezs
Severiy | (@ should Have
Sows | Dt
38
© wor L3628

Severty (2 should Have
E
39
~Movementin the horizontal plane parale 0 the lfting surface.
o woTLasezr
Severty () Should Have
saws

310+

o oT L3z
severty | @ shoui Hove

suns o Dt

1.

o worLase
Severiy | (@ shoula Have
Sows o Dt
342-
- Existing Liko Overhead Lit System
© woT L3630
Severty | (2 Should Have
saws | b
313
- Existing Lo Overhead Lit System
o oTL 35631
Sevety (2 Should Have

saws

34-

o oTLas632
Soverty | () shoui Have
saws o Dt
345-

- Existing Liko Overhead Lift System
o oTLases
ovarty | @ shoui Have

saws | Dt

316+

. Premises portal

Sevety (2 should Have

Sows o D

347-
~Main user contol (st intertion),
- Out of backup control in case of falre.
o woTL 38635

Severty () Should Have
saws
18-
- noeded. a edundant interface located on the Holst
o OTL 38636
Soverty | () shoui Have

saws o Dt

319-

o woTLasear
Severity | () shoula Have
Saws | Dt
320-

- Existing Lko Siingbar family
© worLasesn
Severty | (2 Should Have

Saws o D

321-
- Safe Working Load
~The SWL s the user mass with addonal design margin o cover misuse.
~The SWL s an R&D valus to design - o clai on user documentation.

o woT L3639

Severty (2 should Have
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saws | b
s22-
~Portable Power Source s another way to name the battery
o OT L3640
Soverty | () shoui Have
suns o Dt
323-
- Real Word Usage Profie
o oTLas641
Severity | () should Have
Saws | Dt
320-
- Optional feature for motorized lateral motion
© worLaseiz
Severty | (2 Should Have
sas | o
325-
- A connection mechanism that connects ntrsecting ral.
o oT L3564
Severty (2 Should Have

saws b

326+
o

o MOTLas644
Sovarty | () shoui Have
sans o Dt
sa7-
o oTLaseis
sovarty | @ shoui Have
Saws | Dt
328-

- Operation mode for standard use on battery.
© woTLassie
Sevety (2 should Have
sas | D
329-

- Operation mode where the hoist s charging s intemal batery.
o OTL 35047
Severty () Should Have
saws
330+

plon. Thisis

o oTLas648

everty | @ shoui Hove
saws ot
3a1-
- Command done by the User 1o either:
» Startorstop Vertical Movemont

» Startor stop Dynanic Rails movements
» Use of o dislay on the Hand Conirol Screen

o OTL 38040
Severty () Should Have

saws

32-

o oTLas650
soverty | @ shoui Hove

suns o Dt

3a3-

o woTLasest
Severiy | () shoula Have

Sows o Dt

334-

 expressed in percentage. It nked with ELV-472 - State of Charge (5

© woT L3tz
Severty (2 should Have

Saws o b

335-
A location ether on
- Endofral
+ Side Rall Switch
« Tum Table
o oTLas653

Sovarty | @ shoui Hove

saws | Dt

336+

wall charger to the Hoit.
o oTLasess
Severiy | (@ shoula Have

Sows | Dt

4Sub-System Overview
41 Introduction

42 Sub-System Physical Block Diagram

5 General Non-Functional Requirements

51 Physical Constraints
514 -For

1. Tier 2 Hoist:not to excoeed 10.0 kg (TBC)
2. Tier3 Holst not o exceod 11.0 kg (TBC)

Severty | (@ should Have

Sows o D

5.1 Hoist Dimensions and position relative to the ceiling

5144 -The o

Height (C) not o exceed 160 mm
Height (Casp) ot o exceed 210 mm

o oTLas666

Sovarty | @ shoui Hove

suns o Dt
5142 The Hoist
o woTLasesT

Severiy | (@ shoula Have

Sows o Dt
5113 - T Hoist shall e u in Figure 2.
© woT L3568

Severty (2 Should Have

Saws o b
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sira- o mensn
Severty (3 shouid Have
5145 Wherembodsedsolion 9By (3 e whenplys f i o win o ceing o
[ ceuno |
I oo |

whiton

oo

Severty | @ should Have
s o
52perormance
521 ot percepton s sl st scks
[Enpn— (186 et o -

Severty (2 should Have

Saws o b

the product . per S0 2631-1, shal (X2 i),
o woTLaseTs
Sevety | (5l shou Hove

saws
523 - The usage audivle oedback shall be chimo type i

Frequency:
La-600 Hz -0.2 second
Do-523 Hz -0.2 second
Mi-659 Hz - 0.1 second

Pulse: 2 puises ina salve - 200 +- 50 ms between salve
Sound pressure level: 67.5 +-25 dB at 1 meter

o oT L3876

Severity |l shout Hove

saws
5214 - The Error audie feedback audble feedback shall be alarm type ie.

Froquency: 800 +- 50 Hz
Pulse: 3 pulsos ina salve

Pulse Duration: 1d = 200ms +/-50ms

Time betwoen 2 pulses: s = 12510 250 ms
Sound pressure level: 67.5 +-2.5 dB at 1 meter
o worLaseTr

Severity | (@ shoula Have

Sows o Dt

5.2:2 Hoist cycles and Real World Usage Profile

5224 o 3 p. ot the bottom,
© worLaseTa
Severty | (2 should Have

Saws o D

EN10535 2021, 92.

o woTL3seTa
Severty (2 Should Have

saws o pan

11646, i

(To change valus, ses excel file in atachement)

Max Load 200
Losd atthe CsP. Usage  CSP athigh positon | CSP starting from "
%(RWUP) going from "a 10 b" & perform Typioal i

1545 “broa oycle

ety / 3311 A
£ 3 3 sese
20k £ y 152

Torau 100% st ssn
Max Load 250 kg
ety ; 3511 A
£ =3 3 se20
20k - A 13
250k i n

ToraL 100% a8t 81
Max Load 300 ko
enpty / 3510 A
150kg =3 A s1e
20k % N s
20k S A 132
300k9 B [y 5

ToraL 100% E s
Max Load 363 k9
oty / 3510 A
ET) 0% A 2557
20kg 20 o "
20k ™ A 2
300kg = n i
sk % A

ToraL 005 a1t 31t
Eroty ; a1 A
ET) =3 N um
20k 0% A 5
250k 0% o EY
3000 z N 7
sk = n 7
asakg % N

ToraL 005 a1 31t

o worLasss0
Severiy | (@ shoula Have
Sows o Dt

usage o

(To change value, see excelfle i attachement of ELV-4054)
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e—— [ ————

150k 3 A Bl
20k 2% N 10
50k 2 " )
00kg 2% na 10
ToTAL 100 0 o
» na
N 1
" 0
e 10
N 0
ToTAL 0 £
Ermpty / B a
50k 2% A 2%
20k . " f
250k 2% na 10
00k 2 " )
kg 2% N 10
sk 2% N 10
ToTAL 100 n £
o oTLas6e1
Sovarty | @ shoui Hove
sus o Dt
5225-1
o woTLasesz
Severiy | (@ shoula Have
Sows 5 Dt
5226- Highi
© woT L3683
Severty | (2 Should Have
B
5227
o OTL 35684
Severty () Should Have
saws
523 Emergancy function usage profile
5234
o oTL 35685
Soverty | () shoui Have.
saws
Load, of 3 bo operatinal.
o oTLas6e
Soverty | @ shoui Have
saws o Dt
5.3 Operating Environment
534~
o woTLasesT
Severiy | (@ should Have
Sows o Dt
5.4 External Interfaces
5.4.1 Interface with Carriage
5414~ Latoral Moty 4 timestyear.
© worLasess
Severty | (2 Should Have
sas | D
5.4.2 Interface with User Controls
5.82:1 - The user conirol o of800mmto

o oT L3054
Sevety (2 Should Have

Saws o pan

5422-
o woT 35035

Soverty | () shoui Have

saws

5.4.23 - The Hoist shall provide a User Conirol connector

1. Accessibl to plugiunplug wihout the use of tool
2. Answered the IP constraintof the Hoist (ELV-1309)
B

CELNG.

+ Emegency sip

o oT L3566
Soverty | (3 shouk Hove.

saws o Dt
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5.4.3 Interface with Slingbar
5.4 Interface with Transfer Motor

5.45 Intrface withthe Scale Accessory
5.5 Codos & Standards

56 Reguiatory

5.7 Dosign Constraints

.71 - When using the user conrol, the movements igger shall

1

2. For

o woTL3s657
Severty (%) Should Have

saws | b

572 - The Hoist shaltigger an eectrical movement:

1. fthore is a sate change from key release to press
2. Whie the ntended user fonction pressed

3. Excepted tme defined by EL\ 19).
o woTLasse
ovarty | @ shoui v
Saws | Dt
573-
© woT L3699
Sevety | (2 should Have
Saws o D
574 3
1. Ciitcal Error
2. Weight Over load
3. Emergency siop
4. Over usagy
5. Max anglefTuist of the It trap
6. Battry racharging noeded
7. Service requires
to provide information
o woTLas700
overty | @ shoui Hove
saws ot
the it strap,
o worLasTor
Severiy | () shoula Have
saws | Dt
e 10535:2021§ 4.1.4.1.8
© worLastoz
Severty (2 Should Have
Saws o D
577 -The design
o wor L3703
Severty (2 Should Have
saws | b
578~ the CSP. Strap,
o oT L3704
Severity |l shoui Hove
sans o bt
5.7.1 Hoist protection
5744~ of functon.
o oTLas06
Sovarty | @ shoui Hove
saws o Dt
s742-
1 Total of th corroded surface: <5 %
2 Protecton and Aspect class: Rp=4; Ra=t
B Deteroration degroe: A
based on 1SO 6270.
© wor L3707
Sevety (2 Should Have
saws | b
5.7.1:3 - The extemal pots ofLit ool Board of the Hoist shall nave:
1. Over-voltage protection
2. Over-current protaction
3. Shortcrcuit protacton
o woTLas708
stouis ave
saws o Dt
and Associated
61 Support Load
611 -The fixed HOIST shall manage Safe Working Loads:
1. Tier 2 Hoist: Max -
2. Tier2 Hoist Max. -
3. Tier2 Holst:
4. Tier3 Hoist: -
5. Tier3 Holst: -
6. Tier 3 Hoist: 18Kkg =381 kg of
7. Tier 3 Hoist: 18kg = 47249
o worLastie
Severity | (@ should Have
Sows | Dt
6.1-2 - The Holst shal block the vetical it withn  0/+5 mm during 2 hours,
© worL3sTIe
Severty | (2 Should Have
sats | b
611 Single Fault Safety of support load function
6111 the drvetrain
o wor L3721
Severty () Should Have
saws b
6112-
o oTLas7z2
Soveriy | shoui Hove
sans o bt
6. e
o woTLasTz
Sovarty | @ shoui Have
sus Dt
6.2Lift Patient
6241 -Whenan 3 V-1256) withoutjoggle
o worLast2e

Severiy | (@ should Have

Sows o Dt
622- be
© wor L3725

Sevety | (2 Should Have

Saws o b
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6.2:3 -When theso events occur prir the HighiLow actvation

1. Lit motor over usage protecton triggered
2. Reach Angle ofthe It exceeded (ELV-2009, ELV-2010)
3. Twist of the strap (ELV-3049)

4. Battery inlow leve situaton (ELV-4776)

5. Battory in ompty level situaton (ELV-4777)

6. Emergency siop

the Host shall

o oTLas728

Sovarty
saws
6244 - When these events occurs during verical movement:
1. Halt HighLow command
2. Load exceeds.
3. Liftmotor over usage protection triggered
4. Reach Angle of the It sxcoeded (ELV-2009, ELV-2010, ELV-304)
5. Twistof the stap (see ELV-ELV-3049)

the Host shall Seconds and
o wor L3z
Sevety (2 Should Have

saws o pan

tobe reach, even

1 o
2. Avoid constraint on the end stop.

o worLastze

Severiy | () shoula Have

Sows o Dt
022" angle of
© wor L3729
Sevety (2 Should Have
saws | D
627- 103" angle of »
3 woTL3s730
Sevety () Should Have
saws o
628 -The Hoist shall
1 J
2 3 o

o worLasat

Severty | (@ shoula Have

Sows o Dt
629-
© wor L3752

Severty (2 should Have

Saws o b

3 orL37s
Severty (%) Should Have

saws

6211
o oTLas7M4

Soverty | shoui Have

suns o Dt
6:2:12 -The geomelry of the Holst CSP pointshallprevent object hooking.
o woTLasas

ovarty | @ shoui e

saws | Dt

621 LiftPationt User Interface

6241 - The Hoist access to up and down function shal be in 1 action max.
o worLastsr

Severty | (8 should Have

Sows o D

6.3 Transport Patient

6.4 Emergency function management

V-3324 724"

a1 tagered,
© wor L3738
Sevety (2 Should Have

Saws o b

6.4 Emergency Interface
64141 - The emergency Interace of the Hoist shallbe:
1. nred color
2. Speciic
3. Electically independent

o worLasmia
Severity | () shoula Have

Saws | Dt

6412-The

o oTLa744
Severity |l shout Hove

saws

6.44-3 - The Emergency Inerface shall be:

1. Atthe lower side of the Hoist cover,
2. Centered under the rai

Severty | (3 should Have

Sows o D

6414~

© worL3sie
Sevety (2 Should Have

Saws o b

Emergency P

100 mm

o oTLas7AT

Soverty

saws

oTLasTie
Sovarty | @ shoui Hove

suns o Dt

6417
o worLasnia
Severiy | (@ shoula Have

Sows o Dt
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6418~ H (Figure 2)of above the floor
© woTL3s750
Sevety (2 Should Have
saws | b
6419- P posi 35+ 1N (TBC)for

3 woTLas7s1
Sevety | (5l shou Hove

saws

6.42 Emergency Stop

6424
o woTLasTs2
Soverty | shoui Have

suns o Dt

. the Host shal:

1. Disregard any eectrical movement requests,
2. Notcause interruption of Hoist charging (ELV-3327)

o woT L3753
Sevety (2 Should Have

saws o pan

the.
o oTLa8754
Seveity |l shoui Hove
saws
of strap lengih.
o oTLas7ss
Sovarty | @ shoui Hove
saws | Dt
. the holstshall
o worLastse

Severiy | (@ shoula Have
sows o Dt
6426 - The Emergency Stop

1. User on the floor
2 Without the need oftool

shall
3. Actvate with an appied force betwoen 5 N and 10N
4. Deactivate wih a diferent action than used for actvation
5. Deactivate with an applied frce between 5N and 10N
Figure 4.
o woTLas7sT

Severity |l shout Hove

saws

6.4.3 Emergency Lowering

64341~
o woTLas7se

Sovarty | @ shoui Hove

sus o Dt

6432 The Emergency Lowering

1. User on the ground
2 Without the need oftool

shall

3
4. Actvate with an applied force between 5 N0 70N

5. Deactivate wih a diferent action than used for actvation
6. Deactivate with an applied force between SN 1o 70N

atan angle of +/:25 degrees fom the verticalplane lustrated figure 4.

o woT L3750

Sovarty

sans o bt

6433 -From a load of
o woTLas760

Soverty | @ shoui Have

saws o Dt
6,434 -From aload of 13kg 10 20 kg, undor7..10kg (TBC) poed ELV-1256.
© worLastt

Severty | (@ should Have

Sows o Dt
1 and

© wor L3762

Sevety (2 Should Have

B
. arection

o oTL3876

Severty (%) Should Have

saws

6.4.4 Spocificity of lateral movement

6441

o OTLas764

Soverty | () shoui Have

saws o Dt

6.5 Scale function management

6.5 Scale performance

65111 - Welghing pedormance (ramp up. ramp down)

Toleraled diferances between resuls:

Whatever resuls, for

Over

Test condton

Test acoeptance crterion:

e
Note:
-ENaSS01 536

o worLasTTa

Severty (%) Should Have
saws | b

6.5.1-2 - Digtal ndicaton subiect t overload:
Removing o Le.1.47100

Note
-EN45S01§3822
~Foruser

o woTLasTT4
soverty | @ shoui Hove
saws o Dt

6513 - ffec of temperalure on zero load indcation
The zero or it se.

Note
-EN4S501§3923

o worLastrs
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severty | @ shouis Have
Saws o b
6514 -Creep
instrument, load the ie. 509
However, - or20g.
"
Note
-ENdSS01 53941
o woTLasTTE
Soverty | shoui Have
suns o Dt
6515 - Durabiy
The error the
maximum tolerated error
Note
-ENaS501§39.4.3
o worLastTT
Severty | (@ should Have
Sows o D
65.1-6 - Humigiy condions:
Note
ENaSSD1 §532
o wor L3
Severty (%) Should Have
saws | b
6517 - Measuring weight on the rail
o worLasTTa
Sovariy | shoui Hove
saws Dt
652 Scale status
6524 - Outofrange
- Minimum Patient Weight 13 kg
- Max : maxe 9o
PAR RAPPORT A LA TARE > TBD
o woTLasTE0
Sovarty | @ shoui Hove
sus o Dt
6522 - Retum zero status:
“Zero accuracy” 1ae=25g

o woTLastet
Severity | () shoula Have
Sows | Dt

6.52:3 - Stabilty satus:
“The product must be abl to inform about the Stabily satus.
TBD.

Sevety (2 should Have
Saws o D

6524 -Tit staus:
“The product must be able 1o inform about the Ti status.

“Tit not correct: othervise.

© wor L3783
Sevety | (2 Should Have

Saws o b
653 Scale Callbration and verlfication Process.

653-1 - Scal calibration
“The product shallbe able o an OIML scale calbraton.

-PASMAX 12> 100Kg

Catation preparaton

Message.
Dispiay Stat message bafors ke urs e 1 sy
catraton ~Check na h st s u rased

vis v
yebeam_constant .+ beam_ofset ept

< weg ke
e Voe o 01+ 82) a2

Beam_constant = Y1 Y31 3) sup2
o ot 11 (ot connt - X1 st neis et catrsta
ofte =1 (oeum.¢ M vk ot Tsiure
s withcarectangle (T60) 7

Disavie st buton
on e aspiay)
o

n
se2 supt arpraton ot po

I

Enatle S uton
(ontne iy

stat buton press

Chock Attudo and Latude e by usor
(T80 ronge)

e screen 110 ocal aude atiude o defau)
ot f catrstion <1 e

Nestbuton and St catbston

ssage: .
Stept - Sethax kg and press next| 1Mo ser win message Step |

subilzaton
Wessase: Hoof RangeamDatalLEFT_BEAM] +
Siep 1 Wat staizaion RaweamDatalfIGHT BEAMLuith
JAUe TED duing TEOTin

Vit Stabizaton ang

Jsave e vaue 1 sosor espons| value s  mean during s
= i

adioBaam ma

Step 2 with 100 kg weight

Mossaoe: o user win message Sta iep
Slop2 Set 100 kg and press next. 2

Nertouton press >

prep—
o uton s ctston
Setcoencont o an ottt
revoss v
o ng vt e
189 o o s 00000000 042070 00
109 o o s 000000 00fah 007020
srs O o & i1 000000000
109 o o s 000000000430 5000
109 o 0 s 00000000 04 40 70 00
79 0 0 s 2341300003 000000
sF9 O 0 & 604130000000 00 00
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Note

Caliration wil nly be done with the Service tool
© worLases
Severty | (2 Should Have
Saws o D
6.5.3-2 - Calibation and safe working load:

‘Caliration must be possble for sach Safe working load.
‘Consequenty, the ‘maximum” weigh of

Note
-7 SWL = 7 maximum calfration

o woTL38785
Severty (%) Should Have

saws

65.3:3 - Alitude and attude of destnation

Note:
- Read on GUI / Service tool
- Wit with service too.

o woTLas7ee
Sovarty | @ shoui v

saws o Dt

6534 - Graviy constant 6

N

Massage:

 stabiizstion

of RawBeamData(LEFT_BEAM] +
RawBeamData[RIGHT_BEAMwith
salue T8D during TeD min

Wt staizston n
‘Gsplay mesago

[save e vose X2 (sensorrsponse;
nked s Beam max 2 | Velue s amean during X

Message: it user win message Stat tep
Step3: S0 ko and press next. 3

Nextouton press >

Messaoe:. Infom user with message Step 2
Step 3 : Woit stailzation

stabiization

mOatalRIGHT_BEAT
e T

‘ospiy message

Jsave e vaue X5 (sensor respanse)

inked o aam0 Value 5. mean during Xs.

of RawBeamDSILERT_BEAN] +
a GIRIGHT_BEAM]wth

Compus Cosffcet gan and
lonsetvan Beam max and bsam o
Ceam_consiant & beam_ofeet

‘Computs 5 e win 10019

Jsave costiciatcatratn (i an Infom aloratn atur on
o) e

Save Local AtugaLauge on
EEPROM

Recomouts Grarty Facor
= 1 atercabraton)

Dislayend caltration success on
‘e screen

weight.
The product must be abl to display the G interval.
Note:
780318"(1+(0.0053024' . I 5 3
. I MaxWeight
with OIML Tolerance ->1/3 & = 0,033
© worLss7e7
Sevety | (2 should Have
B
6.5.3-5 - Scale verfcation:
scale 100g)
Note
Scale veification must be done on a Service Tool and on Hand remoe Screen
X mode or
© wor L3578
Sevety (2 Should Have
B
65.3-6 - Scale verifcation date:
Note
- wite).

- The verifcation date ormat is day, month, year.
o woT L3880
Sevety (2 Should Have

saws

6537 - Callbation and verifaton date:

679
5F9

s

00 00 00 00 04 S0 S0 00

00 00 00 00 04 60 70 00

23 41 30 00 03 00 00 00
60 41 30 00 00 00 00 00

00 00 00 00 04 70 70 00
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Severty (2 Should Have
Saws o D

53-8 - Calibration Interace:
Productshall have the inerface to do a calfration.

Note
Galbraton will be done on Service tool and not on the GUI

3 woT L3879t
Severty | (5l shou Hove

sans o b

6.5.4 Saved Weight
6.5.4-1 - Save Weight orocess:

“The productshallbe able to save the Displayed Weight.
In case of

Redquirementsfor saving a weight:

ertors on the scale (sensor, commurication..)
Weightout min) g el

o woTLasTe2
Severiy | shoui Hove

sans o Dt

655 ZerolTare process

6.5.5-1 - roduct and Tare process:

Repeated operation of a tare device s pernited.
Note:

- ENaS501 §4.6.10

o worLaste

Severity | () shoula Have

Sus Dt

6552 -Tare process
“The product shallbe able o are the OIML Scale

Raqurmets o g
ot angle st b corct
e wegnt st e siaie
Notechriclarors o n sl (sersr, communicatn..)
ot st b betusan minTareand e

Serty | @stovatiae

Saws o D

65.5-3 - TarelZero performance:
Whatever th

“The deviation back to o,  afterremoval ie.50.

In aditon, than the next 5 min

Note:
EN4S501§3533

o woTL3s795
Severty (2 Should Have
saws | b

65,54 -Tare process and maximum value:
The effect o

> 8 kg, Wih the effect o the Inital zeroing device not exceeding 20%.

Tarefzero values below -30 Kq (< 20% max) are prohiited

Note
- EN4S501 §45.1
Tono Service. 75 f N
Delete ater

4.51 Effet maximal

L'effet d'un dispositif de mise a zéro quelconque ne doit pas modifier la portée maximale de l'instrument.
L'effet total des dispositifs de mise a zéro et du dispositif de maintien du zéro ne doit pas dépasser 4 %
de la portée maximale, I'effet du dispositif de mise a zéro initiale ne devant pas dépasser 20 %. Cette

disposition ne concerne pas les instruments de classe llll, sauf s'ils sont utilisés pour des transactions
commerciales.

Une étendue plus large est autorisée pour le dispositif de mise a zéro initiale si l'instrument satisfait a 3.5,
3.6, 3.8 et 3.9 pour toute charge compensée par ce dispositif dans I'étendue spécifiée.

4.51 Effet maximal

L'effet d'un dispositif de mise a zéro quelconque ne doit pas modifier la portée maximale de l'instrument.
L'effet total des dispositifs de mise a zéro et du dispositif de maintien du zéro ne doit pas dépasser 4 %
de la portée maximale, I'effet du dispositif de mise a zéro initiale ne devant pas dépasser 20 %. Cette

disposition ne concerne pas les instruments de classe llll, sauf s'ils sont utilisés pour des transactions
commerciales.

Une étendue plus large est autorisée pour le dispositif de mise a zéro initiale si l'instrument satisfait a 3.5,
3.6, 3.8 et 3.9 pour toute charge compensée par ce dispositif dans I'étendue spécifiée.

4.51 Effet maximal

L'effet d'un dispositif de mise a zéro quelconque ne doit pas modifier la portée maximale de l'instrument.
L'effet total des dispositifs de mise a zéro et du dispositif de maintien du zéro ne doit pas dépasser 4 %
de la portée maximale, I'effet du dispositif de mise a zéro initiale ne devant pas dépasser 20 %. Cette

disposition ne concerne pas les instruments de classe llll, sauf s'ils sont utilisés pour des transactions
commerciales.

Une étendue plus large est autorisée pour le dispositif de mise a zéro initiale si l'instrument satisfait a 3.5,
3.6, 3.8 et 3.9 pour toute charge compensée par ce dispositif dans I'étendue spécifiée.

4.6.2 Echelon

L'échelon d'un dispositif de pesage de la tare doit étre égal a I'échelon de I'instrument pour toute valeur
donnée de la charge.
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4.6.4 Plage de fonctionnement

Le dispositif de tare doit étre tel qu'il ne puisse pas étre utilisé a ou en deca de son effet zéro, ou au-dela
de son effet maximal indiqué.

Severity | () shoula Have

Sus | Dt

65.5-5 - Usage Maxi

“The product must have a m possibe tare weight of 0 kg,

“This inormation must be in the user documentation

Note

~The tare s sublraciive.

-EN4SS01§3534
Delete ater

3.5.3.4 Dispositif de pesage de la tare
Les erreurs maximales tolérées sur un dispositif de pesage de la tare sont, pour toute valeur de tare, les
mémes que celles tolérées sur l'instrument pour la méme valeur de charge.

4.6.6 Dispositifs soustractifs de tare

Lorsque I'utilisation d'un dispositif soustractif de tare ne permet pas de connaitre la valeur du reliquat de
I'étendue de pesage, un dispositif doit interdire I'emploi de l'instrument au-dela de sa portée maximale ou
signaler que cette portée est atteinte.

o woTLaster

Sovarty | @ shoui Hove

Stas oot
6556
Afer 2 T80 min
Note
-EN4S501 §4.52and 463
Sevety (2 should Have
Saws o D
656 Scale Product ntegration
65.6.1 Ele
656441
power suppl

Note:
- Specifcation in accordance wilh using the it in battery, -» SSRD4495
Sevety | (2 Should Have
Saws o D
6.5.6.1.2 - Elecrical power supply

power supp 5393

Note
EN4SSD1§393/A54

-~ Scale Lift s used only in DC mode (inputof the scale)
o woTLase0s

Severity |l shoui Hove

sans o Dt

65.6.1.3 - Electrical integraton

Aopendix B (OIML D11/ IEC 61000-4-4 /[EC 61000-4-2 IEC 61000-4-5 /IEC 6100046,

Note
-ENasS01§553
o woTLasse

Soverty | @ shoui v

sus | Dt

6.5.6.1-4 - Elecronic Scale test

ENA5501 (exceptB 3.7) and EN4S501 §5.3.4.
Note:
- Already ncluded ISOB1000-4 (vo new test)

Note

-ENaS501 §53.4

o woT 307

Sevety (2 Should Have

Saws o b

6562 Software integration
65.62-1 - Inilzation

Note
-ENGS501§535

Transmission is done with CAN (paricular value whils nit s not completed)
o woTL3st08

Severty (2 Should Have

saws b

6.5.6.2:2 - Impact of exteral ools on scale:
The Seice too,or — o

Note
EN4SSD1§536.1/5362
or Weigh P Tool

o woTLase0n
Sovarty | shoui Have
suns o Dt

6.5.6.2:3 - Scale software version and identicaton
The product must be able 1o give ordisplay the sofware version of the OIML Scale part

Note
- ENS501 §5.5.1
Severiy | (@ should Have

Sows o Dt

65.6.2-4 - Software documentation

Nty bos

Note
-ENaSS01 §62.1
SRS SDD Software documentation.
o woT L3St
Sevety (2 Should Have

sans o pan

65.6.2:5 - Scalo and memory.

When saved,

« decimal poin(s):
« unils) of measure (can be encoded):

« Wentficaton ofstored data

« a checksum or other signature ofthe sored data

Note
-ENIS501§5.53
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o oTLase12
Sovarty | () shoui Have

sans o bt

6.5.6.2:6 - OIUL Software integration

o oTLasea
ovarty | @ shoui Have

saws | Dt

65.62.7 - Scale Paramet

« Saved Waight
« Calibation parameters
« Current Zero weight
« Scale Ermor Codes

o oTLas814
Soverty | shoui Have

suns o Dt

6.5.6.2:8 - Scale and date:

I case of Jthe
“The error must be enabled un a new date has been entered.

o worLase1s
Severiy | (@ shoula Have

Sows o Dt

65629 - Software and IEC 62304

© wor 318
Severty | (2 Should Have

Saws o b

6563 Mechanical integration
65.6.3-1 - Mechanical integration
“The scale module hardware board must be dosed.
Note
-ENaSS01 §G22.1

© woT L3S

Sevety (2 Should Have

Saws o b

6.5.6.3:2 - Seal between load coll and support:

o oTLasE1e
Sovety | (Flshout Hove

saws

6564 Fallures

65.6.4-1 - Falures on scale

TBD

-EN4S501§4.1.22an05.1.1
o oTLasE10
Soverty | shouk Have

suns o Dt

65.6.4-2 - Falure scale and weight

Note
-ENaSS01 §5.2

o worLassm
Severiy | (@ should Have

Sows o Dt

6565 Security Scale
6.5.6.5-1 - Secuity scale for intusion or modifcation

The product must have means of protecton on the components.

“This apples to:

« alitude orlaiude adjustment (destination)
« any software update.
« Scale memory erase

The product must maintain a histoy of any ntrusion,

Note
- ENSS01 §4.1.24, §5.5.1
o oTLase21

Soverty | () shoui Have

suns o Dt

65652 nstalaon of seals

The product must be sealed for any access to or madificaton of the load cols
Note
-ENaS501 64124

o worLasezz

Severiy | (@ should Have

Sows o D

65.6.5:3 - Data protecton:

Transmission orstorage
When saving, a checksum must be appied fo the memory write.

-EN4S501§5533
- On software : CRG on memory + CRC GAN.

o woT L3z
Severty (%) Should Have

saws

6.5.6.54 - Software securiy

Note
- ENasSD1 §G222
~Le logiiel )

SRS on M

o woTLase2e
Sovarty | @ shoui Hove

sus o Dt

65.6.55 - Cortident

Note

LCM side, aways
WELMEC72/827T5
© worLasezs
Severty | (2 should Have

Saws o D
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657 Scale test and verification

6571 -Creap test

ENdssor FRIE)

Note

-ENaS501 §Amex A

- Test done on development.
© worLasezs
Severty (2 should Have

Saws o D

65.7:2 - Standard Weight for verifcation:

om

Note
- ENdsS01 537

- EN4SS01 §Amnex A

o woTLasezr
Sevety | (¥l shou Hove

saws

6.5.7:3 - Ramp uoidown test and weighing lest:
“Tho product must undergo a ramp upldown tost

The error

Note
-EN4S501 §5.33 and 5.4.2

- OIMLRT6-1 Add [ A4S

- EN4SSD1 §Amex A

- Test done on production, dovelopment and on field
o woTLaseze

Severity | () shoula Have

Saws | Dt

6574 - Repatabiy

The measurement must be close to 80% of the maximum.
You retum

Note
-ENaSS01 536

~EN4S501 §Amex A

- OIMLR76-1 A4.10/R76-136.1

o woTL3sz9
Sevety (2 Should Have

saws | b

65.7:5 - Zoroing accuracy test

The product must be able to o Zeroing accuracy test

Note:
-OIMLR76-1 A423
- ENS501 §Amex A
- Test done on producton, development and on fld.

o woT L3880
Severty (%) Should Have
saws

65.7:6 - Scale ingcation ittt
The product must be able to do Zeroing accuracy test

Note:
-OML R76-14.2.3 page 32)

- Test done on production, dovelopment and on field

o oT L3S

Soverty | shouk Have

suns o Dt

6577 -Tare Accuracy Test

The product must be able 1o do test a Tare Accuracy Test
Note:

-OIMLR76-1A462 /R76:259
- ENaS501 §Amex A
- Test done on production, development and on fild

o worLasssz

Severty | (@ should Have

Sows o D

658 Scale display

6.58.1 Continous weight

658,111 - Continous weight display.

(not the reurn 0 zero values).

Sevety | (8 should Have

Saws o D

65.8.1.2 - Digtalindcation format

- The decimal point must be algned with the bottom of the digits (e9. 0.3 kg)

hair

Note:
-ENaSSD1 54222

o oT L3840
Severty () Should Have

saws

65813 - Increment disoiay

by the  (in case

Integrated Scale user
o oTLas841
everty | @ shoui Hove
suns o Dt
65.8.1-4 - Indicaton it

Max value: Indication must bo made impossibl above Max + e
Min

kg by defaul.

8D

Note

- Note: Reference EN45501 Limits of Indication
© worLassez

Severty | (2 should Have

Saws o D

65815 Unit
The scale user the unis (kg)

The value of scale secton

(EN4SS01 52.1)

o oTL38840
Severty (%) Should Have

saws

6.5.8.1-6 - Weioht dsplay mitaton:

- Hostangle must be correct > See ELV-4279
~No technical erors on the scale (sensor, communication, beam failre..)
- Weight must be between min and max. > See ELV-4280

i Posion:

o OTLas844
Severiy | shoui Hove

sans o Dt
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6582 Scale Normative display
65.8.2-1 - Display normative information

Max (Maximum Scale Capacity)

Note
- For min and max, spaces before and after the =" may be removed.

- Reference ENAS501 Presentation of descrplive markings
© woTLassis
Sevety | (2 Should Have

saws | o

65822-G Display

Note
- See SSRD 4345 about G compute.

o oTLas846

Severty

saws bt

6583 Display status
658311 - Zero indicator stalus
(S0 ELV-4281 s: The product must be able have the "Zero accuracy” staus whe..)

Note
- Roference EN45501 §45.5

o OTLas84T

Soverty | shoui Have

suns o Dt

65832 Equilbrium stats:

The prodiuct shall display Stable Equiibrium status. The product mast be able o dsplay fthe scala s stabilized or no (See ELV-4873 - Stabilty status: The product must be abe t iform about the Stabily status... ).
o woTLassie

Severity | () should Have

Saws o Dt

6.5.8.4 Patient Weight saved process Display
6.5.8.4-1 - Disply the saved weight

The product shal display the most ecent saved weight
o woTLassin

Severiy | (@ shoula Have

Sows o Dt

658,42 - Display saved weight process
Display Weight saved funciion:

shall
The including a “hands off instuction

Product walts the weight stabilty (see ELV-4873)
When stabiy is ok
« audibl indicator that a weigh has been measured and saved
« Display of saved weight
« Time & date ofthe saved weight

Problem o save weight.
In case of o

o woTL3s850
Severty () Should Have

saws
65843 - Stablly stalvs:
The product must be able o display the Stabiy satus.
o woTLassst

Soverty | () shoui Have

suns o Dt

during more X s (tmeout),the user control
the v-a279)
tion..) the user control provide a visual

Incase. i
o igh. (see ELV-4280)

o woTLasssz
Severty | (8 should Have

Sows o D

6585 Tare process Display:
658,51 - Disply Tare process.
Message Before

~*The lft must not be occupied to perform zeroing’,
~*Place all standard element before zeroing the I
~"Veriy it s with correct sing bar"

AND request confirmation before zeroing the product

Message during are proces
Visual message or image teling user (o nottouch the product. The user conirl process, nciuding a hands off insiruction
Product wais he welght sabiy (see ELV-4873)

Message afte are:
When stabilty s ok, Tare process is done on the scale modue.
“The user inerface shal provide an information like tare is done: Scale ZeroedTared

Display problem o tare (se SSRD 4958)
In case ofssue (stabilty timeou, scale falre, angle or ange) o tare, product must abort the are process and display the cause.

Note
Tare 1 Zero. Quel mot ?

o oT L3885

Soverty | () shoui Have
saws

65852+ Zeroing and Tar

O symbol.
o oTLas854
Soverty | @ shoui Have
saws o Dt
6.5.8.6 Technicien Scale oimi Display
6.5.8.6-1 - Technician ccale OIML Disolay.
Product shall have the display for technician
. read & wite)
. read 1
. read I
. le) and User mode (GUL:
. read & road & wrie)
o woTL 35855

Severty (£ Should Have

saws

6.6 Power management of the Holst
6.6-1 -Noed to be used

o oTLas856

Sovarty | () shoui Have

suns o Dt

6.62-Auliser

o woTLasssT

Sovarty | @ shoui Hove

saws | Dt
6.63-Auliser
© wor L3858

Sevety (2 should Have
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saws | b
664 - A uliser

o oTLas850
overty | @ shoui Hove.

saws o Dt

6,61 General power operation of the Hoist

6641 (High.Low,

1 Pt
2. Use the batery power (0 perform the movement
3. Permit associated electical movement

© worLassss

Sevety (2 Should Have

Saws o D

the. (High_Low, ontol) o the Hoistshalk
1 P
2. Use the batery power {0 perform the movement
3. Permitassociated electical movement
o woTLases0
everty | @ shoui Hove.
suns o Dt
battery charged,
1. Loss of AC mains power
2. Interuption of AC mains power
3. Restoration of AC mains power
© worLassTo
Sevety (2 Should Have
B
6614
o woT L3871
Severty (%) Should Have
saws
662 Charging systems
6621 Hand Control, o 5

o oTLaseT2
Soverty | () shouk Have.

saws o Dt

6621 In-Rail charging systom
66211

o oTLaseTE
soverty | @ shoui Hove.

saws Dt

10100 % in 16 hours max.

o woTLaserr
ovarty | @ shoui Have

saws | Dt

6.6.22 Hand Control charging system

66221
o woTLaseTe
Severiy | () shoula Have

saws | Dt

%10 100

© worLassTa
Severty | (2 should Have

Saws o D

6623 End of Rail charging system

66234
© worLassso
Sevety (2 Should Have

Saws o b

0100
o woT L3581
Severty (2 Should Have

saws

6.6.3 Power modes and transitions

6.63.1 Power modes
663111 -0 save power consumption, the Hoist shallhave Power Modes:
« ELVA4765 - Off Power Mode
« ELV4770- In-Charge Power Mode

 ELVA4769 - Standard Power Mode.

 ELVAT6T - Light Power Mode
« ELV-4763 - Sieop Power Mode

working folloving below digram:

Almodss

_cHaRGE

STANDARD.

© woTLasss

Sevety (2 Should Have

Saws o D

6311 Bohavir in O Powr Mode

6,634,141 - While in ELV-4755 - Off Power Mode, the Hoistshalldisabl the following features:

1. Readyto uso
2. Scroen hand romote.

3. Membrane hand remole.
4. Scalo

5. SCRM connectiviy

6. Emergency staus

7. Vertcal Motor movements
8. Dynamic Rails movements
4. Battery management

10. Service

o worLasssn
ovarty | @ shoui v

Saws | Dt

66312 Bahavior in n-Charge Power Mode

6.6.34.2:1 - When in ELV-4770 - In-Charge Power Hode,

1. Ready to Use
2. Screen hand remote.
3. Membrane hand remote.
4. SCRM comnectiviy
5. Emergency function
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https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4768
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6. Bateery management
7. Senice (T6C)

‘and the following eatures are disabled:
8. scale
9. Vertcal Motor movement
10. Dynamic Ralls movement
© wor Lassst
Severty | (2 should Have

Saws o D

66313 Behavior in Standard Power Mode

6:63.1.3-1 - When in ELV. s Power Hode,

1. Ready to Use
2. Scroen hand romote.

3. Membrane han remole.
4. Scalo

5. SCRM connectiviy

6. Emergency function

7. Battery management

8. Vertcal Motor movement
4. Dynamic Rails movement
10. Service (TBC)

o woTLasesz
Sovarty | @ shoui v

saws o Dt

66.3.1.4 Bohavir In Light Power Mode.

6.6.3.1.4-1 - When in ELV-4767 - Light Power Mods, the Hoist shalldisabl the following features:

1. Readytouse
2. Screen hand remote.

3. Membrane hand remote.
4. Scale

5. Vertcal Motor movernents
6. Dynanic Rails moverents

and
7
8. Batiery management is enabied
9. emergency function is enabled
10. Service functions is enabied
o oT L3885

Soverty | () shoui Have

saws

66315 Bohavor in Sieap Power Hodo

6631

-1 The Hoist, when in ELV-4£768 - Sleep Power Mode, shalldisabl the following features:
1. Readytouse

2. Scroen hand remote.

3. Membrane hand remole.

4. Scale

5. SCRM comectiviy

6. Vertcal Motor movements

7. Dynamic Rails movement

8. Senice

and

9. Batiry management is enabled
10, Emergency functons s enabled

© woT Lassss
Sevety | (2 Should Have

Saws o b

6632 Power mode transitions
6.6.3.2-1 - Excepted for ELV-503 i 155 (T8C)

© worLassss
Sevety (2 Should Have

Saws o b

66322 Whil n ELV-4769 - Standard Power Mode, ELV-4767 - Light Power Mode or ELV-4768 - Sieep Power Mode, trol V4784 - User Reaquest. V4770 - In-Gharge Power Mode.
o woT L3885

Severty (£ Should Have

saws

6.6.3.23 - Whil n ELV-4769 - Standard Power Mode, ELV-4767 - Light Power Mode or ELV-4768 - Sieep Power Mode, Lv-2435 - Mult ELV-4784 - User Roquest, ELV-4770 - In-Charge Power Mode.
ve:

o woTLase0r

soverty | @ shoui Hove.

saws o Dt

6.6.3.24 - Whie in ELV-4769 - Standard Power Mode, ELV-4767 - ight Power hode or ELV-4768 - Sieep Power Mode, V-1073 - 1nRal V4784 - Usor Rea. ELV-4770 - In-Charge Power Mode.
ve:

o woTLasse

ovarty | @ shoui Hove

saws | Dt

66325 - Whil in ELV-4770 - In-Charge Power Mode, when there is a ELV-4784 - User Request or over M

Ve Since L

o woT L3589

Sevety | (8 should Have

Sows o D

6.6.3.2:6.-Whil n ELV-4767 - Light Power Mode or ELV-A768 - Seep Power Mode, Lv-4784 - the Hoist, autof the user. ELV-5034, 1 second (TBC).
o woTL3ss0

Sevety (2 Should Have

saws b

66327 -Whil n ELV-4769 - Standard Power Mode, when there s no ELV-4784 - User Request or ELV-843

more than 10 min, V4767 - Light Power Mode.

o oT L3801
Soverty | () shoui Have

saws

6.6.3.28 - Whil in ELV-4767 - Light Power Moo, when thero is no ELV-4784 - User Request or ELV-843 - L

ian 24n, L omer Mode.

o oTLasiz
Sovarty | @ shoui Hove

sus o Dt

66329 - Whil in ELV-4770 - In-Charge Power Mode or EL Power Mode, Lv-4792 - Sate of O

o worLasis
Severiy | (@ shoula Have

Sows o Dt

6.6.3.2-10 - While in ELV-4767 - Light Power Hode or ELV-A768 - Sieep Power Mode, V4792 - State of Charge
© worLaseos
Severty | (2 Should Have

Saws o b

V4765 - Off Power Mode.

663211 Whie in ELV-4765 Getected, ELV-4770 - In-Charge Power Mode and intes fs startup sequence.

o woTLassns
Severty () Should Have

saws

6.6.4 Battory performances
6.6.4-1 - Following the "Cycle of ELV-4054" batery 100 % charged, wih an State f %, per Max Le

V4765 - Off Power Mode.
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https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4768
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-2438
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4784
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4770
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4769
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4767
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4768
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-1073
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4784
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4770
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4770
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4784
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4769
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4767
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4768
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4784
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4769
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4769
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4784
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-843
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4767
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4767
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4784
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-843
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4768
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4770
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4769
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4792
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4765
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4767
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4768
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4792
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4765
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4765
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4770
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Usage%  Number of cycle
0

% 7
60% EY
% 63
50% 80
% 55
0% 80
3% s
20% EY
1% 30
o woTLasae
Soverty | @ shoui Have
saws o Dt
6642- B
o worLaseor
Severiy | (@ should Have
Sows o D
6643
© worL3ssn
Sevety | (2 Should Have
saws | o
6644
o woTL3ss0
Severty (%) Should Have
saws
6645 -After the batery of e 20%.
o woTLasm0
everty | @ shoui Hove.
saws o Dt
6646 - Aftr 3
o worLasent
Severiy | () shoula Have
sus | Dt
6.6.5 Battery levels
6651 -The State of Charge
o worLsserz
Sevety | (@ should Have
Sows o D
6652-The ELva792
o woT L3
Sevety (2 Should Have
saws | b
6653-The ELV4792- % allowing 50 % o
o woTLase
Soverty | () shoui Have
saws
1 complete way
o oTLasms
Sovarty | @ shoui Hove.
suns o Dt
1 own cycle
o worLasete
Severiy | (@ shoula Have
Sows o Dt
6.6.6 Power supply coming from Hoist
66.6.1 To Dynamic Rails
666114 swieh)
o worLasig
Severity | () shoula Have
Sows o Dt
© worLasez
Sevety (2 Should Have
E
switch i), carriage o poir
o woTL3ssz1
Sevety (2 Should Have
saws | pran
6662 To Transfor Motor
66621 w08
o woT L3z
Sevety () Should Have
saws o
6,67 Safety characteristic of the battery
6.6.7-1 - The batery o
1. A cannot charge situation due to s low levelof charge
2. Over charging
3. Tobe completed
© worLasez
Severty | (@ should Have
Sows o Dt
66/ 3 e
© worLaseze
Sevety | (2 Should Have
saws | o
33,
o woTLaszs
Severty (%) Should Have
saws
6.6.7-4 - The Lift Gonirol Board shal be profecied:
1. froma polarty inversion
2. from incompatble battery connection
© worLasezs
Severity | (@ should Have
Sows o D
6675 - The Hoist shall
1. charge the batiery with 1 charging system at the fime.
2 100%
2

o woTLasizr

Severty | (8 shoui Have.



https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4792
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4792
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-4792
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saws | b

66746+

VC: doublon diauire specs ?
o woT L3828
Severiy | shoui Hove

sans o bt

6.6.8 Battery user Feadbacks
6.6.8-1 - Tho Hoist shall provido a power olatod visua foodback for.

1. Batery In_charge mode
2. Battery charge lovel

3. Low battery

4. Empty battery

5. Defoctive battry (see §6.8.1 rror management)

2 Sinon,
Sevety (2 should Have

Sows o D

6,682 -When Low battery level (ELV-4776) detected, the Hoist shall
1. nform by visual indicator ELV-3173
2. While @ High_Low key press s detecied inform through audible ELV-3222 indicators.
o woTLasi0
Sovarty | () shoui Have

saws o Dt
6.6.8-3 - When Emply battery lovel (ELV-4777) detected, he Host shall

1. Inhibit the up funciion
2. Permita complete lowering for the load range

3. Suppor the storage consiaint of ELV-3202

4. Inform by visual ELV-3173

5. While a High_Low key press s detecied inform through audible ELV-3222 indicators.

o woT L3831
Severty () Should Have

saws

6.7 Maintain the product

674 o the Hoist,
o woT L3z

Sovarty | () shoui Have

saws Dt

6.7.1 Set credential

6.7.2 Exchange data (Wifibluetooth)
6.3 Manage configuration

6.7.4 Diagnose

67.5 Calibrate

6.7.6 Manage periodic inspection
67,7 InstallRomove soft

67.7.1 Software update

67.7.111 - Software update

battery

ther wired
o oTL3s0sz

Severty (2 Should Have

saws b

6.7.8 SCRM

6.7.8.1 General requirement
67.8.1-1 - Enable/Disable SCRM option:

The Remole Service feature i disabled by default.

Note:
- Settings on the customer configuration fle

o oTL 35947
Sevety (2 Should Have

Saws o pan

6.7.8.1.2 - Wentfication Product and SCRM:

Requete Certiicate wih ProductID 7 When and how 7
Hypothese: no impact when Product D 1= Certiicat

o oTL3040

Severty () Should Have

saws

67.8.2 Secured Server communication

67.8.2-1 - Server connecton

Note:
Done with product information

« Tenant configurat
« Organization Name (from Customer configuration fle)
« Facity Name (om Customer confiuration fle)

o oTLasa0
Soverty | () shoui Have

sans o Dt

6.7.8.2:2 - Secure communication with Server

using TLS 1.2 as a minimum.

o woT L3850
Severty (%) Should Have

saws b

6.7.8.2:3 - Server disconnectionireconnecton:

is soived.

The device,

Note:
)

o woTL3sss1
Severty |l shout Hove

saws Dt

6.7.8.2:4 - Secure communication

during more T8 minutes.

EAP-TLS
Note:

- Cortcate update with Service Tool or SCRIL

o woTLassz

Soverty | @ shoui Hve

saws o Dt

67.8.3 Operations

67031 Softwars upcate

6.7.8.3.1-1 - Update software.

o woTLasase
Severiy |l shoui Hove

sans o bt

67.8.3.1-2 - Undate software process:

1. refect the latest SW update request

AND the SOM e,
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Note
SRS 7

o woT L3850

Soverty | () shoui Have

suns o Dt

6.7.8.3.1:3 - Undate communication verfication

Note:
~Done by SHA
o worLasss0

Severiy | (@ should Have

Sows o Dt

© woT 35961
Severty | (2 Should Have

Saws o b

o woTL 38982
Sevety () Should Have
saws

678316~

1.Bed s on AC power
2. SOM detormines that received SW package is not corrupted.

o oTLass

D stouis Have

suns o Dt

678347~

1. SW staging process was inated
2.Bed s on battery

© woTLasss

Severty | (@ should Have

Sows o D
power p 3
© woTL3ss
Sevety (2 Should Have
E
the SOM
o woT L3896
Severty (%) Should Have
saws
under
1. AC power i connected, AND
2. Battory chargo Is >= 50%
o woTLasaT
Sovarty | @ shoui Have
saws o Dt
6783411 v,
o worLassse
Severiy | (@ should Have
Sows o Dt
© woT L3559
Severty (2 should Have
E
o worLaseTo
Severty (%) Should Have
saws
/hen the MCB updates the cyice, the MCB shall display il the MCB receives a o
o woTLase7t
Soveriy | shoui Hove
sans o Dt
the NCE shal
1. 5004 a staging_inconsient message to SOM
2. create crtcal eror: ERR_MCE, INCONSISTENT_SW.
o worLaserz
Severity | () shoula Have
Sows | Dt
1. the home scroen,
2.setings screen
Suggeting the software update is pending
© worL3sTs
Sevety (2 Should Have
B
6783417 refiabity o
o woTLasTe
Severty (%) Should Have
saws
o woTLasTs
soverty | @ shoui Hove
saws o Dt
it
o woTLasiTe
Severity | () shoula Have
Saws | Dt
ifthe

© worLaseTr
Severty | (2 should Have

Saws o D
6.7.8.3.1:21 - The SOM shal support encrypted fimutare package for remote upgrade.
o worL3sTe

Severty (%) Should Have

saws | b

67832 Configuration update

6.7.8.3.2-1 - Confiuration update with SCRM:
‘The product shall be able to change the customer configuration from SCRM request.

Note
A fle, croated with
. time z0ne used
. Scale configuration (unit 7 Hide patient weight 2.
. Mobilty score format (nex! release)
. Connectiviy profile (SSID, Password.
. 'SCRM and BOHP (next release) parameter
. (reminder for . patient name HIPPAA encrypted
o woTL3sTa

Severty (%) Should Have

sans o pan
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67833 L0gs
6.7.8.3:3-1 - The product shall be able o send log fl o SCRM Server.
Log fles could be used for all history requests

Note
2 possiviles o get log:

« SCRM: Loghook
« Cumulocit : other logs.

o woT L3590
Sevety (2 Should Have
saws | b

o oTL 35881
Severty

Sane

6783403

67.83.4-1 - When the SOM

Extemal ID AND th

+ Service_Required_Status
+ Active_Error_Cod

+ Access_Point_Information
+ Location_information

* WiFi_Configuration

- Hardware_Information

+ Firmware_Version

- Software_List
© worLasssz

Sevety (2 Should Have

Saws o D

85 . Eror_Code, Intibit Timer 5s for . Error_Code.

When . Ermor_Code, Timer . Ermor_Code.

o woTL3ss8

Sevety (2 Should Have

saws

6.7.83.4:3 - When a Status_Change oceurs on the Senvice_Required_Status, ID, the SOM shall send the Service_Required_Status to Remote Service Server.
o oTLas84

Severiy | shoui Hove

sans o Dt

6.7.8.3.44 - When a Status_Change occurs on the Firmware_Version D, . Version to When a Status
o woTLasass

Soverty | @ shoui Have

Sus | Dt

a Status_ the Patient Pr Extomal D,

© woTLassse

Sevety | (@ should Have

Sows o D

8 aMarT_C . the SOM T profe.

When a WiFi WiFl profile

o woTLasasr

Sovarty | @ shoui Hove

saws | Dt

6.7.83.47 - The SOM shall send a heatbeat to the Remote Service Server every 5 +/- 1 min

o worLasse

Severiy | (@ should Have

Sows o Dt

67.83.48 - The MCB shal send the the Remote 1_Service_User nterface of the FUD in the follawing format

© woT L3599

Sevety (2 Should Have

saws |+ o

67.83.4:9 - Link wih ICD Data:

Ifdata device, e, it applicable NPD35311 T Protocol” o support HR Digital Health Gateway system.
o worLasesn

Severiy | (@ shoula Have

Sows o Dt

6.7.8.3.4-10 - Timeout data transs
i,

For change, T inless than 3 seconds,
o woTLasagt

Sovarty | @ shoui Hove

suns o Dt

67.8.3.4-11 - Maintenance date:

For Preventive maintenance, the device shall be able (o transmit, n less

nstalaton date
Perodic inspecion

o worLasesz

Severty | (@ should Have

Sows o D

6.7.8.3.4-12 - Data connection to server:
The lft sends data to SCRM o find out how it will connect (Thin-edge), and orted.

sup
‘The lift sends data to SCRM to monitor the state of the wiinetwork and its use (between the iftand SCRM):

« Product IP address
« MAC address (product),

« Access Pointused

« RSSI (signal strength)

« SSID (Wi-Fi profile used, on which network)

o woTLasim
Severiy | shoui Hove
sans o bt
67.8.3.4-13 - Device Logs
“The product shall be able to sent Device log from SCRM request.
Product g could be:

« Debuglog fle

« Maintenance dete and history

« Connectiviyhistory

« Scale access

« Failure history and occurence

o woTLasse
Severity | () shoula Have

o Dt

67.83.4-14 - Falure Logs

for error code,
o woTLasas

Soverty | () shouk Have

suns o Dt

67.8.3.4-15 - Product data
“The product shal be able to sent tis product data to SCRM:

« Overweigh status + count.
« Emergency Status + count

« Last patient weight saved + count
« Status of power state [Charging, normal use, standby, standby deep, critcal battery]
« Status o the battery: Battery Health, type of battery, capacity, voltage.

o woTLasse
sovarty | @ shoui Hove
saws | Dt

6.7.8.3.4-16 - Product version
“The product shall be able to sent this product version to SCRM:
« Software revision

« Product denification (Model name and Serial Number)
« Detail st of software version

file, softa update, log recovery...)

No possibily to have al data (topic with Electronic team to have this data)

, List AND the SOM contains the stored Remote Service External ID, the SOM shall send the Software_Listto Remote Service Server.
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« Name of the configuration (‘Friendly name’)

o woTLasasr
Sovarty | @ shoui Hove

sus o Dt

67.83.4-17 - Detail usage data.

The product shall be able to sent this detailed usage to SCRM:

Data : Last Lift actvity [Date / up_in_charge (cm), down un charge (cm): up empty (cm), down empty (om), horizon'al (m) / declared activity. In this case, we save a complete movement
o woTLasae

Sevety | (5l shou Hove

saws

67.83.4-18 - Location
‘The product shall be able to sent this location to SCRM

« Static localization (Service Tool)
« Dynamic localization (AP localization)

o worLasan
Severity | () shoula Have

saws | Dt

67835 SCRM configuraton

67.83.5-1 - Configuration
b be able d external

© woT 36000
Severty | (2 Should Have

Saws o D

6.7.8.3.5:2 - Gonfiuration and securiy:

© woT L3001
Severty (2 should Have

Sans o b

67.8.3.5:3 - Update SCRM Configuration:

o oT L3602
Severty (%) Should Have

saws

6.7.8.4 Link with Usor interface

67841 - Each lime a fon, wait for gateway he between the device and HR Gate ed 5 isplay "a iving information" or ELSE the display of "
o oT L3603
Severty (%) Should Have

saws

67,842 The product shall have an nterface to ON or OFF (power down WIFI

Note:

1909/519/EC, 0 * 2012:54.009),
- OFF meaning power down WIF radio emission.
- By default the WIFi shall be OFF.

© WoT L3604
Sevety (2 should Have

Saws o D

6.8 Connectivity

6.8 Wireless Communication (i Option availabie)

6811 -Even d through ireless Device,

o woT L3008
Sevety (2 Should Have

saws o pan

6.8.2 Wireloss module of the dovice

682:1 -With a 80211 4Ghz or at 56z, with 3 e

16 m from the transmiter in free space and at any ange for 24 Ghz,

Note:
- Worst case conition for  bed is inflat and in low posion.
- Calcuiation of 8 meters for § Ghz Frequency

Distance

Froquency
The higher the frequency, the greater the attenuation. Here again,
However, the higher the frequency,the higher the achievable throughput.

Calculation
For 2.4 Ghz /16:m/-65 dBm
For 5 Ghz / 16m /71 dBm
For 5 Ghz /8 m/-65 dBm
o oT L2600

Soverty | () shoui Have

suns o Dt
(se0 note) . beat

Note:
Worst case condition for a bed is in flat and i fow postion.

© worL3s0t0

Sevety | (2 Should Have

saws | o
6823-

o oT L3601

Sovety | (5l shout Hove

saws

6.8.2-4 -On Main power, in case of Wi module faiure, the product shall g the error and inform the user

o oT L3601z

Sovarty | @ shoui Hove

suns o Dt

6.8.3 General WiFi characteristics to inerface the Gateway

6834 -The the 802.11 albighn.

o oT L3601
ovarty | @ shoui Hove

saws | Dt

6832-
© woTL3e01e
Sevety (8 should Have

Saws o D

6833 -FIPS:

To do in securty chapter 7
© worL3s0ts
Sevety (2 Should Have

Saws o b

69 Functional Interactions.
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6.1 Provide caregiver efficiency (ready to use, feed-backs)

6911 L when actated.

1. Weight overload & Exceeded Max reach angle
2. Emergoncy Stop actation (ELV-4128)

3. Battry states (red, orange, green)

4. Failure (soe ELV-3324)

o oTLa6017
Severity |l shoui Hove

saws Dt

1. Weight overioad
2. Emergency Stop actaton (ELV-4128)
3. Batery states (red, orange, green)

4. Failre (sce ELV-3324)

5. Excooded Max reach angle

6. Liftmotor over usage (ELV-1952)

o orL3e0te
Sevety (2 Should Have
saws

*ready to use" satus (see ELV-1736 - Whn The Hoistis wake up s eady fo use" status shall:* switch on 1 of s

6913+ safety

1
2. Wit least ambient iluminance favorable level i the range of 100 to 1 500
The.

= 2
o worLas01a

Severiy | () shoula Have

Sows o Dt

6914 -When The Hoistis wake up, s "ready o use” status shal:

1. swich on 1 ofts 3 colors (ELV-3178 - Tne Holst enciosure shalldiplay a Red, Safely Yellow and Green indication rela...) within 1.1 sec ofdetection
2. folowing “display priorty" speciy in table just bolow
3. folowing tigger specty i tabl justbelow

»

ry charging mode:

Blink passing through a dim display at 0.2 Hz

Display Prorty 1

Ready to use
MEANING => case of wrong usage
Battery not charging:
STATES Constant ight
Displayprioriy 4
mok
s
Fullbatery lovl(ELV-4773) & High batoryove (ELV-4774)
Olsplay pririty .
) edum baterylvel (LV-4775)
2)Over sage (ELV-3925)
Dlsplay prioriy 2
RED ) Wight Overoad
2) Emergency Siop acthates
3)Low batery v ELY-4776)
) Empty satery v (ELY-4777)
) Excooded s srapangh (ELV-2000, ELV-2010, ELV-3049)
© woT L3020
Severty (2 should Have
saws | o
69.15-
1. Key press of the Hoistuser control
2. AHoist movement.
3. Holststatus-change-dofined B-EL-1785 - When The Hoistis wake up, s “ready 10 use" status shall.* switch on 1 o s, —bewasn-“Red“Safety Yallowt ‘Grasst dsplaye—

o oT L6021
ovarty | @ shoui Hove

sus o Dt

g mode,

Linkto Power modes defintions (par. 6.6) when property defined.

o woTLas0zz

Severity | () should Have

Saws | Dt

6.9.1.7 - The Hoist shal produce a usage audibl indicator (speciy by ELV-3222 - The usage audibe feedback shall be chime type .. Frequency: La - 600 Hz -0...)for
1 Upward Movement requested whereas weight overioad tiggered

a2 Upward
3 Upward Movement requested whereas vertical upper stop reached

b.1 Lower movement requested whereas vertical lower stop reached
.1 Movements requested whereas Emergency Stop Actvated
4.1 Movements requested whereas Exceeded max reach angle of the siap or st of the sirap (ELV-2008, ELV-2010, ELV-3049, ELV-1326)
.1 Movements requested whereas the "Low battery capacily” detected (ELV-4776)
1 Movemens requested whereas the "Emply battery” detected (ELV-4777)

© wor L3z

Severity | (@ should Have

Sows o D

7 Labeling
74 ~Tne Hoist shall have a lael wih:

1. CE marking
2. Medical Device manufacturer

3. Authorized representative inthe European Community
4. Date of manufaciure,

5. Manufacturer’s Part number

6. Manufacturer’ Serial number

7. Modeldefinton

8. Recycing necessary. Do not dspose

9. Class I mark for protecton against electc shock.

10, "Read nstructon guide” symbol

© woT L3024
Sevety (2 Should Have
E

and 89.4203

72
o oT L3625

Severty (%) Should Have

saws

73 The Hoist shall be marked with

1. the min load in kg and s unit
2. the maxload n kg and Ibs unit

visible by a user specil by ELV-3493.
© wor L3z
Sevety (2 should Have

Saws o D

71 Label relative to battery function

744 -The pow
1. Rated output voltages
2. Rated current or power
3. Output frequency

o woT L3602
Soverty | @ shoui Have

Sus Dt

712+ ng information

1. Batery type
2. Battory foature

3. Caution: “Only qualifed Sevice Personnal o change the Battery”
4. Mode of inserton of the batery

5. Warning siga indicating the Hazard it applicable

6 Wam resutina P fire or explosion
7. The ife duraton,

o oT L6030

Ready to use
Feed-back n case of Hoist failure
Blink at 1000 Hz (TBC)

I aso of crcal far dofned by ELV-3324 and ELV-3142



https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-1786
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-3178
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-1786
https://polarion.hrc.corp/polarion/#/project/pss.elevate.01/workitem?id=ELV-3222
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T \pD48475 MOTOR BOX SSRO

Sevety (2 Should Have

saws | b

713 The batery access cover shall be protected by a seal label.
o oT L6031

Sevety |l shou Hove

saws

744
o oTLas032
Soverty | @ shoui Hove

suns o Dt

7.2 Packaging

724 - <Requirement Text>
o woT L3603
Severity | () shoula Have

Sows o Dt

8 Logistical Requirements

81 Packaging

811 - <Requirement Text>
o oTL3%040
Severty (%) Should Have

saws

82 Transport & Storage
824 - <Requirement Text>
o OTL 36041
Soverty | () shoui Have

saws o Dt

8.3 Material Handiing
831 - <Rogquirement Text>
o oTLas0sz
ovarty | @ shoui Hove

saws | Dt

8.4 Installtion/Removal

- <Requirement Text>
Sevety (2 should Have

Sows o D

8.5 Reprocessing
8541 - <Requirement Text>
o woTL 36084
Sevety (2 Should Have

Saws o pan

8.6 Service and Maintenance
8641 Calibration
86141

o oT L6048
Sevety | (Flshoui Hove

saws

X0
X000
X000

o oT L38040
Sovarty | @ shoui Hove

Sus o Dt

862 General Error Management

8621 - The Hoist 70 values.
o woT L3650
Severiy | (@ shoula Have
Sows o Dt
8622 - The Hoist shallog failures to support 2 ways to display .
) List of error with the information
1. Triggered hour & date of active staus - Fallure Code - ActvelNon Active
2. Trigger hour & date of non-actve status - Failure Code - ActivaiNon Active
1. Triggered hour failr
o oT L3605t
Severty | (@ should Have
Sows o Dt
862:3 - The hoist shall handie the following breakdowns:
© woT L3605z
Severty (2 should Have
saws | o
o oT L3605
Sevety (%) Should Have
saws
8.6.21 Error management - usors feadbacks.
862441 - The primary user conirolshall isplay or remove an error within 1.1 sec of etection.
o oT 36055
Sevety | (Flhoui Hove
saws
feed-back ie.
1. For criical, nonv-rical faiure:
. Swich on falure indicator on user control
b, Where a Graphical Unit Interface available, display a pop-up:
Wit cate & hour when error generate
2. Wih falure code & actveinon aciive stalus
3. Interface to acknowledge the information
Wil the error actvates, uhen the error
3.For crilcalfailure (ELV-3924):
whenthe. eal
o oTL 36056
Soverty | @ shoui Have
Sus Dt
unit . while pop-up v-3142°
© oT L3657

Severty | (@ should Have

Sows o D
863 Interface with Service Tool
8.6:3-1 - The Service Menu shal provide a user access 1o read:

1) The MAC and the physical IP addfress of Wi Module of the product.
o oT L3658

shouia ave
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