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Date of first EC marking cettificate: 1998

since 1949

References: G10803 - G10903

Designation : Pneumatic tourniquet with simple and di

USER GUIDE

Before using these devices for clinical applications, maintenance and
troubleshooting please read carefully this manual and understand all information about their
features by observing imperatively instructions described.

M Dessillons & Dutrillaux

Zone Industrielle La Tuque

47240 CASTELCULIER - FRANCE 150 13485
Tél: +335 53 48 30 64 Fax: +335 53 47 24 64 ]
Email : fechnigue@ddmedical.fr
Web site : www.ddmedicall.fr
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Intended to use . (7 Jm,é L
Jonncketon skt aadol optracend
on N ot e LN AN
The device is desighed to operate continuously. prnLalos OF !

The touniquet is used exclusively in the operating room to temporarily block blood flow in the upper and

[owa lifias of T patisnt To perfori surgery on fhe ends of menbers dnd include but are nof fmited o

achieve:: KCUu&;V) am  ruauado CL\”}"’L_Q”\ Qw/ 0> pusk QLJ&W l/:/U{WfCNSg‘-& in &/@Q"

r}(}ﬂ![\_/l ORI ! o Qluendne

Reduction/of cCrTcnin fractures

Replacement of the knee joinfs, wirst, hand and eloow

Knee arthroscopy, wirst, hand and elbow " .

Subcutaneous fasciotomy /1 . &/ —1/

Amputation of members

(] ' Tumor excisions, Cysts
winbdol Tl b

The toumiquets G10803 and G10903 are medical devices to be used with one or two cuffs for bloodless

5

v T > - H H Y
opergtion areas or bilateral surgery or with dual cuffs for operations using local anaesthesia {infravenous V\MSLV\%Q-J[@
loco-regional anaesthesia}. lef) .

0O 0 0O 0 O O

ot Sty y D.L\/%OJ-.\ IR nou,to{oh" AL V\\Llf\&,AS’léD-&

due

The parameters of pressure and fourniquet time are defined by practitioners, this manual can never be ?)
a substitute for operative techniques usually performed. The usable range of pressure is between 0 and /;

600 mmito. Nosdogane sligre Owgeeoncs O ~eOOwmw W%
An informal basis and with reference to various medical publications, the inflation pressure should be as \K

low as possible : from 50 to 75 mmHg above the occlusion pressure sufficient for the upper limb 100 to
130 mmHg and above the occlusioh pressure to a lower extremity.

Using the Graham's formula, the occlusion pressure (Op) is depended of the circumference of the
member (M), the width of the withers (L), the systolic blood pressure (SBP) and diastolic(DBP} :

{SBP - DBP) x M
Op= + DBP = [(SBP - DBP) x 2,5] + DBP
Lx3

Patient population

Any person may resort to surgery requiring the use of a toumiquet, only contraindications described
below or decision of the medical profession may lead fo a rejection of this surgical technique.

User profil

Tourniquet devices are intended fo be used only by medical professionals trained accordingly to the
intended use, and described below. It is commonly Nurse of Operating Room State graduate or Nurse
Anesthetist graduate of State.

Contra-indications

Contra-indications are described in the medical literature include :
If excessive skin fragility

Open fracture of the leg

Venous thromboembolism

Acidosis

Severe crushing injuries

0 0O 0O 0 O

in all cases the final decision of the use of a pneumatic toumniquet is the responsability of the practising doctor.
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/" Specifics of the models
These medical devices are electronically managed, they are designed and manufactured in France.
\ To enable to guarantee the traceability of operations through a USB cable or an optional printing port.
The model G10803 has only one pressure circuit and is intended fo be used in operations using a single
‘ i_‘p:@ff_;*whereas‘""GO?OS has 2 independend pressure_circuifs, thus enabling fhe inflation of 2 cuffs at

different pressures in the scope of a bilateral surgery or using loco-regional anaesthesia.

It is possible o adapt a mobile stand on wheels with a basket to put the accessories.

Medical devices Directive

Medical device class lia complying with the requirements of Directive 93/42/CEE.

Storage and transport conditions before use.

Do not store the package outside, avoid mechanical vibrations.

Storage and transport conditions : temperature -5°C to +50°C relative humidity 20% to 80 % maximum.

Operating conditions : temperature 5°C to +40°C relative humidity 20 % to 80 % maximum.
Handle the package carefully to avoid dropping.

ll. GENERAL WARNING

Any modification may cause a hazard to the patient or user. Under no circumstances and in no way the
device must not be changed.

Caution

The environmental conditions of use must be respected.

-To avoid electric shock pneumatic tourniquet should only be connected to a power nefwork with a
protective earth with the power cord of 5 meters provided. It is not permissible to use a base of multiple

sockets or extension cord.

-To prevent electrical hazard to the patient, do not use the medical device in the immediate
environment of the patient {less than 2 meters).

- -During its use, the device must be permanently connected to the power grid, the battery providing a
security role only in case of failure on the power supply. The batteries should be used in case of doubt
the system grounding profection in the installation.

-Pneumatic tourniquet and particularly its electrical connection must be protected from water and
moisture. Never turn on the device if the liquid has been spilled on it.

-To prevent damage, do not use metal or sharp objects on the front of the pneumatic tourniquet.
-Do not pull on the AC power or pneumatic extensions to change the device instead.
-Any movement of the device must be disconnected for the power supply.

To avoid the risk of strangulation or patient people, ensure that the power cord or extension tires are in
reasonable distance.

-To prevent risk of device falling, do not propel the unit mounted on mobile stand, a handle is provided
to make any manoeuvre secure by pulling or pushing the device to cross in front of any obstacles. The
moving is done by pushing forward. Keep one hand on the handle in case of uneven ground.

- To prevent inadvertent movement, it is strongly recommended to lock the wheels brakes,

-Separate the electrical power cord fo the castors.
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DDM

PRESSION
Type 1.7 bar
0 to 600 mmHg
Service +1 mm Hg
t5mmHg
Setting range An audible and visual alarm
Setting precision '
TIMER
Units minutes
Alarm Programmable audible and visual alarm
CONNECTION
Pneumatic 1 female coupler CPC type
Electric Connector CEE22
52d8

MAXIMUM SOUND LEVEL WHILE FUNCTIONING

Version 10-2021

Date of first EC marking cortificate
1998
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X. ANNEX

TECHNICAL CHARACTERISTICS OF PNEUMATIC TOURNIQUET G10803-G10903-G10903Z

Ha éyc‘mou&co LAYD // {n
S

O/A’/P/éo //(/(JL}(/\
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STORAGE CONDITIONS T:-5°3 40°C, Humidity : 20-80%
CONDITIONS OF USE T:5°4 40°C, Humidity : 20~80%
Maximum altitude 2000 m
Pression atmosphérique 79.0 kPA 3 106 kPa
CASE MATERIALS ABS {Acrylonitrile Butadiene Styrene)
Density 1.112¢g/cm?
Shock resistance > 25K/ m?
UL flammability test uL94 v-0
Heat stability 85°C
I Hardness
DIMENSIONS
Helght {mm) 250 250 250
Width {mm) 300 300 300
Depth {mm)
, 120~ £Gn b = A
Width (mm) :
Height (mm) 90 /
WEIGHT kg 4.2 4.2 | 4.5
LINE VOLTAGE 100 - 240V AC
LINE FREQUENCY 50— 60 Hz
POWER PLUG 60 VA
FUSE
Input power card FTT2AH/250V
Qutput power card F3.15AH/15V
Battery ’ FgAH/12V
PULSED POWER SUPPLY. Entry : 50-264 Vac, 47-63 Hz, 1.8 ~ 1 A - Exit: 15 Vdc, 4A
BATTERY Rechargeable
Type Pb
Voltage 12 Volts
Ampere 4000 mAh
Charging time 8h
Autonomy. 10h
PUMP
Type Membrane pump
Pump flow M &wfej‘e;’o ;Q/I/t:m,fh(vno MQA,UWL% 4.6 I/mn
PRESSION I ,
Type mmHg S/K(O ((.o [aoX Wa)
Service 1.7 bar S G (s Baso i v
Setting range . 0 to 600 mmHg Z’A@ 045 ° b_
Setting precision ( /e' o e xﬂl'jz)fl o U — tl1mmHg =
Display accuracy =2 ‘M r ; - 5 mmHg
yruw
Alarm / An audible and visual alarm
Number of independant pressufé cireuit 1 2 2
TIMER
Units Minutes
Alarm Programmable audible and visual alarm
CONNECTION
Pneumatic 1 female coupler 2 females coupler 4 females coupler
CPC type CPC type CPC type
Electric Connector CEE22
MAXIMUM SOUND LEVEL WHILE FUNCTIONING 52 dB

4
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Technical characteristics Easy Pump G10803

STORAGE CONDITIONS T :-5°4 40°C, Humidity : 20- 80 %
CONDITIONS OF USE T:5°3 40°C, Humidity : 20~80%
Maximum altitude 2000 m
Atmospherlc pressure 79.0 kPA to 106 kPa
CASE MATERIALS ABS {Acrylonitrile Butadiene Styrene)
Density 1.112 g/ cm?®
Shock resistance >25K) /m?
UL flammabillity test ULo4 v-0
Heat stability 85°C
Hardness 78
_ DIMENSIONS
‘ Height {(mm) 250
Width {(mm) 300
Depth {mm} 190
)\ R Width {mm) 120
\ ey -
O(gﬂ&w e e AT
d d(f.> Height {mm) 50—
‘!
WEIGHT kg 4.2KGS
LINE VOLTAGE % A EI A 100 - 240 V AC
“EINE FREQUENCY (@4 o ol Admes 50 - 60 Hz
POWER PLUG 60 VA
FUSE
Input power card FT2AH/250V
Output power card F3.15AH/15V
Battery FBAH/12V
PULSED POWER SUPPLY E:;t'y i:‘\’/‘j:‘;:a“' 47-63 Hz, 1B-1A
[ _
G BATTERY 1) I pknanance ol Rechargeable
¢ Type | / Pb
Voltage 12 Volts
Ampere 4000 mAh
i Charging time | _Bh__
7 Buoth wm‘w@gtonomy Datlo LOrt0s G20 i0h
PUMP oG jaR dnde fw?tﬂ SN
J { Type Membrane pump
Pump flow 4.6 1/mn

Date of fivst BC marking certificate
1998

Cuw




GENERAL INFORMATIONS

Symbols used

Symbols used

min

i R

Description

The operations instructions must be read, written
on the back of the appliance

Fragile, handle with care
Humidity limit
Temperature limit
Warning message

Safety message

Separate electronics components from houshold
rubbish. This product should be discared at a
coliection point for recycling of electrical and
electronic waste

Medical device type BF- applied parts
consfituted by the cuffs and extension in the
patient's environment

Earth (ground)

Equalization of potentials {Terminal used in
electrical tests)

Medical device class lla complying with the
Requitements of Directive 93/42/EEC modified by
2007/42/CEE.

Clroin ma m’&,/c/(.

Presfure unit is measured jh milimetres of mercury
{1 mmHg equal fo 1.33 hPa -{hectopascal)
4 /e‘o o) ) ofou‘ oo Za,é i%
Spécified time expre@ in min

It . s g ~ B
ma//mm éa/eu,l o) /{»/u é/é
Battery charging status inincrements 25 VA

Manufacturer : Dessillons&Dutrillaux
7). La Tuque
47240 Castelculier - France

Location

Back of the unit
Adhesive package
Adhesive package
Adhesive package

User guide

User guide

|dentification plate
User guide

Front side

inside the device

Back of the unit

[dentification plate

i I3
Noded bu'r wa M%on PR
etrane /
Display screen

poded Lo = tfyo tnacef2
/ cémana

Display screen

,)Dfu‘ééam& LrV)/O/lVY)uQOL/J(
/ &QJ’V&LU’M(

/ Display screen

/|

1 IR
{ g UL )Lwﬁ
\ Z;u/o ./QA\/ W\/O\,b F U‘.\ /) }
/ln’ s ‘QQ,G!}V
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launched and immediately stop.

Printer Stop

Indicates that the printer has stopped

Printer Restart

Printer is back to normal

Vill. CONFIGURATION

- An op’rlon menu is accessed by pressing this key

QM\

{

22

J

/’)g (Lo e s ndt

/.

;\Below the icon

g é FQin e
//z/u\e)fou‘

The panel information at the top of most pages a

connected to the mains via a power outlet.

it also allows using the keyl d

the operation menu L ..... from any other menu (

require validation).

Y
@Mlﬁd

B. OPTIONS MENU

Infroduction

G10903

KEYS SOUND

)))
ﬁ"u-ﬂ it OFF -

Changing the brighiness of the screen =

Below the icon , by {he keys +]

in the bar between the two keys. [P

If modified, the brightness level will sav and

A You can't change the brightness of the device dunng S
ﬂ,{,wo c O}’XWUV o b,

Chanaing the sound level

between the two butfons.

if modified, the sound level will save and then reapp

A You can't change the sound level of the device during surgery.

W Sl > D PR
2% |

Gwo %Pb W

locton |

odedfma mommeu,t o -
e,(), mx

QA A /U/ﬁ_
VA (ﬁNFgRMATjONﬁANEL F

llows the date, time, battery level, and if the device is

A.8y

:mm&\'\&s

Qo "Qu\u&o st

located at the panel informatio
G10803 .~ )

s \D’l U—m[{/ \

»cmd:

<2 to access the options (from the operation menu) or quickly refurn to

No‘re: Do not save changes to the menu that

14/02/2015
/ / 11:00

T

!11

ub&mm@n .
D\,'\

‘fhe curren’r level is repreu:eﬁ“r/ed by ’rhe color yellow
W o Clseon | vz({ a0
then reapply every time you start the unit.

urgery. [Prietoino uz{\mw nepllues, wga

‘ )}) , by the keys ﬁﬁ and W , the current level is represented by vertical white bars

ly every time you start the unit.

INS 94 — Index V11 -10/2019
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EASY PUMP

THE MAINTENANCE DATE IS
EXCEDEED !

If you want remove the
required maintenance.

Contact support and provide
the serial number.

SERIAL NUMBER ! XXXXKXX

@: technique@ddmedical.fr
Tel : +335534B3066

TOUCH SCREEN

Replacing fuses general protection

The fuses power (2 units) are located on the electricity ouflet.
Replace themin accordance with the values : FT2A H250V.

Electricity outlet with 2
fuses

The battery is protected by an external fuse with the following identification reach on the fuse holder :
Value of fuse : FBAH250V (rapid action, power cut 1500A).

/

The electronic card is protected by an external fuse : fuse value : F3.15AH250V {rapid action, power cut
1500A).

A
Change of baftery == =~ : é .
ascivatey = 7 Lo Lo
Lead acid battery do not present a hazar under normal conditions of use, however, and as a safety

measure, prior to battery replacement is recommanded to guard against possible leakage from the
battery by protecting hands with gloves and avoid inhaling the residual dust.

10
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Technical characteristics of the battery : Pb - 4000 mAh, g N &, 500
it Lo alfor Luttimbe ol &t shlctbames  LrOMEOIUNGY
Replacing the battery should only be perfo( ed by a biomedical technician frained for this activity by
refering f“o the technical documentations DCT G10803-G10903.  Lualy g =910 ‘on Lok ta
% 26 {p@poﬂ Yeclondvidy do!:uww(/&ml‘/oﬁ‘ urlbeals ‘W/Z_ /
Disconnec

deelonsco /

e power supply.
Remove the Féar panel after unscrewing the 6 re‘rcining/ SCrews.
Access to the 4 screws holding the battery holder.

Disconnect the battery, replace it d@ repeat the operations in reverse order for reassembly.

™ /y}[//crmr gaf{@vﬁ* "

Equipotential bonding conductor

The equipotential bonding terminal, on the back of the device and symbolized by this logo \% isused in
the electrical tests carried out by D & D MEDICAL.

11 :
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C. DATA PRINTING

Printing is done automatically during the cycle, if the unit is equipped with a printer (optional).
The printed ticket is in this form :

Surgery
informations

» You can change the surgery informations via :

» The operating events indica

GARROT D&D

Hospital :

Patient name :
Patient firsthame :
Date :

BLUE-10h50-150mmHg : start
RED-11h00-200mmHg: start
BLUE-11h10-250mmHg :New set point
RED-11h30:High Alarm (Leak) |
RED-11h35:End Alarm (Leak) |
BLUE-11h55: Stop

Time: 65 min

RED-12h00: Stop

Time : 60 min

Surgery events

>

o  Hospital menu (see option), Hospital modification field that indicates the hospn‘cxls
name or the Operating block's number.
o Patient name menu (see VI-B), changing fields patient's name and surname ‘s patient.

o Date and Time menu {see option), change in the date field

(i
(Ve aZel

Events durlng surgery Q Uﬁ@«&‘%@ Fs (0 QM C\\ ) 3\‘\7\}\ h?\\g\%\\ f\é N 5“\"’0
& all the events that occur dunng surgery.
Events Description
Start Start of surgery
Stop Stopping a cycle of surgery and

/’3 on &//M

i\cDmD

¢

fime : 000min

indication of the operating time

New set point

Changing the pressure set point

High Alarme (Cdf) |

indicates a high priority alarm
Cdt :alarm condition

End Alarm{Cdt)} |

Indicates the end of an alarm
Cdt : alarm condition

Medium Alarme{Cdt) !

Indicates the end of a medium priority
alarm
Cdf : alarm condition

[VRA ON Indicates that the IVRA mode is
operational (see option)

IVRA OFF Indicates that the IVRA mode is no
longer operational (see option)

RESTART... Indicates that the device has started

a pressure cycle at starting of the
device

-Error : Too short cycle...

indicates that the cycle was

25
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V. ACTIVATION OF THE DEVICE

A. START OF DEVICE

The pneumatic tourniquet is operational and tumed off by pressing switch aside.
At start-up the screen lights up, if message is appearing on the page below refer to the “Error Startup”

section :

VER 1 1.6 - ENG

EASY PUMP

XA

g/;olm%b

N

*
\,\\ B. INFORMATIONS REGARDING OPERATION WAYS
\\\\\\}
To simplify the reading of this document and the general use of the device "zones” of operations are

defined by colors :
* Blue : for the left circuit (G10903) and for the single circuit pressure (G10803-G10903).

* Red : for the right circuit (G10903).

G 10903 (Dual circuit) G10803 and G10903 (Single circuit)

Q/02/2016 0AFTO2/2016
’ 16:00 ] bk : 10:00

These pressure circuits are completely separated.
The settings of the pressure and of the timer are independents, the setting procedure is identical to the
pressure and The fimer (Only the color changes for a G10903}.

0y o [,QJ_(E,O Q/f‘w’f 28 i~ o~ (c)-'o,«/w, (Lcﬂﬁxp&@u/ifi
./3 gto AN (j O z(”\»& LLON D @\g«

C. PRESSURE ADJUSTMENT /ﬁ Zggao M\kg&%m% 3

Changing the pressure (outside off surgery)

14
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g/[' (o nwv{oﬁ P

The user has fo select the Bressure parameter, setting a value and validate these instructions fo perform

pressurization of the tourniquet.

1) Press the key “PRESSURE”

Blue cirh‘ or sn l clcuﬂ

2) Enter a set point value on the key board

Red circuit

AN
LAY

MAX = 800
WIN = O

ERNER)

0

ex : 350 mmHg T e s

3) Validate:

st Us]‘ng the keys Memermren

Vdlidate by pressing the button .

The desired pressure is displayed on the screen :

G 10903 (dual circulf

15

0as/rN2/2016
10:00
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Changing the pressure (during surgery)

During surgery, it is possible to modify the initial pressure by doing the same.

1) Press the key PRESSURE

2) [Entering a new value on the alphanumeric key board

For example 380 mmHg "=
3) Validation:

Press the key on the key board, the new value is adjusted automatically.

Default setting pressure (outside off surgery)

Outside off surgery, it is possible for the user fo save a default pressure for each circuit, this pressure will
automatically reapply at the end of the operation.
For this, simply proceed as follows :

1) Press the key PRESSURE

2) Entering a new value on the alphanumeric key board

EN DR

For example 380 mmHg e S

3) Press the key BACKUP

e’ O nEew page opens asking you to validate.
4) YValidation

4
Press the key on the key board, the value is stored in memory even affer a device restart.

16
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4) Validation

Press the key M on the key board, the value is stored in memory even after a device restart,

E. TURNS THE SYSTEM ON AND OFF & /. Qﬁoﬁ.m%m [ oA s

oo~ hrsvos

When the setting pressure value is set on the circuit, the key L displays on the screen {the color
changes according to the pressure circiiiu,sg_qL___,

TR BUfton starts The operation cycle and allows pressurization of the cuffs. odyos Lodiios
é&au»OM‘ /I/ZM/D na/u/d/) R w0
Turns the system off (deflation) - y

. z sl doto
After the intervention cycle launched on the circuit, the key I dispiays on the screen {the color
changes according to the pressure cireuit used). This button allows stopping operation cycle. \_f
This as the effect of :
o Stops alarms on this pressure circuit
o Stops timer and freezes the value

« Deflation of the tourmiquet

Turns the system on (inflation

e

The button : i . (color changes according to circuit G10903) appears when a pressurization fault *is
detected on the circui rsing this button shortly causes the infervention cycle to stop with the same

effects as the button &

*see ; C.DEFAULT MANAGEMENT (page 18).

VI. INFORMATIONS ABOUT THE OPERATION OF THE SYSTEM
A. KEYBOARD MANAGEMENT

Consideration of pression the "puttons” area on touchscreen
o Al keys are taken into account by pressing
o If the user is pressing a key, it is taken into account only once, except for 2 + an + keys can
remain pressed to increment or decrement a value.

o The action of the button s active after pressing this button a long time.

B. BATTERY MANAGEMENT

For use, the pneumatic tourniquet should be permanently connected to the electricity grid of the

hospital. From that moment, a "power outlet” icon l appedrs at the information on the screen

headband B... to inform the user that the device is powered from
the mains, the battery is charging and ensures the relay when problem on the grid.

The battery level is displayed on the screen as a more or less filled in the state of the charge status of the
battery EUT[T In case this level is less than 25 % of a full charge a battery fault is friggered, it is an early
warning that is characterized by yellow iriangle logo EJ + 1 beep, to diert the user once the battery
at a low load.

If the charge is less than 10% of a full charge, a battery fault is friggered.

18
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lanzeles O%
ok ey OO
EUPSTRTE

\

AN

f‘:\\c\bé

SRR .

C. DEFAULT MANAGEMENT
JOQ/ZA/L(VUECU} /me/)tz,{/t\mo oo

Conditions for {;/lggering an alafm J / <
Display Causes Priority Actions
* Defined time expired Medium | o action -
2 beeps P Information sighal
Time Out .
+ . No action -
:m 1 beep Battery charging fo 25% Low Information sighal
Visual
+ Surgery time reached 180 medium, | No action -
7 beeps minutes Audible | Information signal
180min ngh

Check that the

Battery charge 10 % device is plugged

M Insufficient charge battery High

Satte! P 7 beeps to ensure a secure response géﬁ:rp;lace the
’ The cuff is not tight
: enough around the
Setting pressure not limb or not
established in less than 6 High connected.
7 beeps seconds Press the button
"STOP" then restart
acycle
Pressure leak: The pressure
- - PR Ensure proper
resent in the circuit is less . .
Y 7 beeps _{har The pressure setpoint... High gspfnechon ofthe
7 for 5 seconds ’
Overpressure: The pressure .
! A Check than there is
7 beeps present in the circuit is High no element resting
greater than the pressure on the tourniquet
setpoint for 5 seconds d
stabilization: The device fails %‘ﬁk fhat the
7 beeps to stabilize the pressure in High d

correctly placed

the circuit,
and conforms.

For the operator, the perception of a visual alarm condition can be established only being in front of
the device, to overcome this requirement tourniquet is equiped with an audible alarm signal.

Note : Note: Holding down the button ks allows you to know more precisely the type of alarm

in progress, when the button is released the user instantly returns to the operation menu.

Alarm deactivation :

If high prority alarm, by pressing the key Lﬂ the user disables the alarm tone during 30 seconds,
during this time the visual alarm is always displayed,

=

In case of medium priority alarm, pressing the key &= stops current alarm.

If there is an electrical power failure, the alarm system is immediatly unable to restore the alarm setfings.
In case of power failure, the alarm is no longer functional.

20
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1.  PRESENTATION OF THE MEDICAL DEVICE ( model 610803)
§ ol odo- UULLL(W\L,Uf Wa,u/t/lm threns,

Touch screen

Connection coupling

12
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Regulatory information
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i IELY
DESSILLONS & DUTRILLAUX

Regulatory information

1.2

The mobile stand is for use exclusively with the pneumatic tourniquets D & D. &/ ¢«

He's delivered with 1 mowte o Lde o ecdollac /)wuwvfwo&k y) WIVEERY A Rekdr>
- A mounting plate specially designed for pnegmatic tourniquets D &D % n l/\;\\,((}k Qs
- An arm equipped with a handle to facilitate movement.

- Awalk with 4 braked castors / rafudeas yu [rtsakodid »
- A storage basket for the pneumatic armbands and extension cords.
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2 » References

A10701 | Mobile stand for pneumatic toumiquét

Date of first B marking certificate
2004

Version 04/2021
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3 - Instructions foruse 4D
» The mobile stand is used with pneumatic tourniquets D & D. PR SR /%, o.(m'rt[d(m WA}O&

netrnatones o e b etos lXU& égruwmwo \ﬂm{’&’;
intene e

»/ The pneumatic tourniquet is ma on the mounting plate by screws.

» To prevent risk of device falling, do not propel the unit mounted on mobile stand, a handle is
provided to make any manoeuvre secure by pulling or pushing the device to cross in front of
any obstacles.

» The moving is done by pushing forward. Keep one hand on the handle in case of uneven
ground.

> To prevent inadvertent movement, it is strongly recommended to lock the wheels brakes.
> Any movement of the device must be disconnected for the power supply.

> Separate the electrical power cord to the castors.

4 - ldentification and characteristics of differents subsels

A Gallows with platinum Steel + epoxy paint
B Basket Rilsan-coated steel
C Base with 5 branches Steel + shockproof plastic coating
Clevis and high quality nylon wheel. Polypropylene wheel body, gra:
D Castors thermoplastic rubber bandage

Version 04/2021

Date of first BC marking certificate :
2004
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5« Cleaning and disinfection

Spray disinfectant solutions.

6 -Maintenance

Cleaning rollers to remove any residual dust or materials which might interfere with the movement
of the apparatus.
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7 - Packaging / /l&m s/qp ntan'mo el dm o %LU[ laoo/)
i A10701 L 1 /
8 - Storage

Original packaging Ventilated | -10°340°¢c | 30to40% | 500 to 1060 hpA
area

9. Warrentee

This warranty provides assurance for the customer who purchases a D & D product that should the
product fail to function to D & D published specifications during the term of this warranty, will either
replace or repair.

The guarantee period is 2 (two) years from the date of purchase.

The product must be used in accordance with its labeling and may not be altered or subjected to
misuse, abuse, accident or improper handling.

Diate of first BC marking certificate :
2004

Version 04/2021




CUFFS o o “Marking | Class
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. o . o CE |
MONOBLOC
Decontaminable
- Colour coding per size o
- Antimicrobial treatment _  Cuffwith 1 bladder
References : . Dimensions in cm
Color of
with .+ -Designation tube ) Overall
Base fastening Cuff width  Cuff length Tength
strap ‘

GBDM101 GBDMS101  Cuff new born straight White 3.5 29 - 38
GBDM102 GBDMS102  Cuff child straight 4.5 35 48
GBDM103  GBDMS103 Cuff small adult straight 6 46 61
GBDM104  GBDMS104  Cuffadult straight 8 - 46 67
GBCM105  GBCMS105  Conical cuff aduilt large 10 47 70
GCDM103  GCDMS103.  Lower limb cuff adultstraight 8 76 97
GCDM104 GCDMS104  Lower limb-cuff adult straight 10 62 76
GCDM105 GCDMS105  Lower limb cuff adult straight L 10 76 90

/ GCDMI106  GCDMS106  Lower limb cuff adult straight XL 10 : 82 100
GCDM107  GCDMS107  Lower limb cuff aduit straight XXL 10 107 1122

10 62 76 < 62) ‘
10 . 76 90 = 6,3

. .. GCCM104  GCCMSiod  Conical lower limb cuff adult
/?‘f“"‘u"“" GCCMI0s  GCCMS105  Conical lower fimb cuff adult L

T GCCM106  GCCMS106 Conical lower limb cuff adult XL 10 82 100 . H.D)
f ® G EERATeT ECERIST6T ™ Conical Tower imb CUTf adult XXL 10 107 122 6, 2
rodon & - 9.2

(/‘;//0 "ﬂ/a/é t(/'{ u,o/(buo) mon Tetdn /,\//3 ol /LQ}LA éoo( L el /ﬁ«‘z“zf‘d O[(TOJ/ .
‘ Cuff with 2 bladders

Dimensions in cm

References
_ _ , Designation Ccuff Cuff Overall
Base W'th:i‘ggn'"g : " width length length
GBDM204 GBDMS204 Cuff adult straight 8 46 67
GBDM202 GBDMS202 Cuff child straight 4.5 35 48

GCDM204 GCDMS204 Lower limb cuff adult straight 10 62 76




Precautions relating to electromagnetic compatibility _

Pneumatic tourniguet should be installed and put into service according to EMC recommandations

attached.
Operation of the device is guaranteed to all lower levels of compliance disturbances reported in annex.

Malfunctions can be caused by the proximity of RF communications equipment portable or mobile hon
EC.

According fo the paragraph 5.2.2.1 (d} of the IEC International Standard 60601-1-2 2007 version, the
accompanying documents shall include the following information :

It is advisable not to use the EM device or system next to other devices or piled up with other devices. If
it is not possible to avoid this, it is advisable to supervise the EM device or system in order to verify the
normal functioning in the configuration in which it will be used.

The use of accessories, sensors or cables other than those specified below, except for those sold by
Dessillons & Dutrillaux as a replacement part of internal elements, may cause an increase in the
transmission levels or a decrease in the immunity levels of the G10803-G 10903 devices.

N Eié‘éf'rdﬁ%agheﬁ'c'édnfo‘mﬂ'fy”esfabnshed with the following accessories :
'Swn‘rchmg e powéf supplyc g OISR
Power supply cord 5§ meters

_Battery Pb 12v 4000 mAh
Connector receptacle CEE22

Limits use of the medical device

Life time is estimated at 5 years, an appeared malfunction or accidental fall of the medical device
requires to inform the biomedical department about risks in order to conduct a comprehensive review
of functiondlity on the device and ensure the integrity of essential performance described below.

, fl
Essenﬂoljharact@shcs of ihe medlcal %zﬂvicvg . y@wdo LQ/OQZ/*\Q_O- . W%&i’(/é‘w
ator

z’
Set ¢ tourniquet pressure followmg &lvalue defined by the op

e}

o Maintain this pressure throughout the duration of the intervention

o__Display operating fime with sound and visual information in the defined time

o Audible and visual alarm can be set up in case of failure of the compensatfion system rated
pressure

o Bring the pressure down to 0 after surgery by pressing this button et
required.

Maintenance

An annudl preventive maintenance is recommended for the control of essential performance
described below, and electrical safety.

To overcome any malfunction, this service must be performed by Dessillons & Dutrillaux.

The minimum qualification reguired by maintenance personnel for maintenance operations :
biomedical technician level.

A reminder is given at the start of the device if the mdintenance date is passed.
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D. SETTING THE TIMER M(CWQO M\}COJ{C&W
7ay o/ e cl)os E@L‘ém&f% /C}mdaé e ﬁ:uém&o‘ﬂo
n alarmyis

activatéd at the end of the fimer delay. If theruser doesn't have a
timer program, the default fimer is selected. {Factory setting : 60 minutes). ) ‘ ‘,
deliadd ¢ funplsmon  2digrirmos. é%“ga noedotofor  nufune 2QUD ﬁwéf”% act

/Q,wa/oo% /2

The user can set gitimer for surgery.

) Y ~
? (/1) Pressthe key MIN / L8N 03, niern MJ/(C)A IS ma Tin a/&%
Blue circuit or single circuit Red circuit

2) Entering a new value on the alphanumeric key board

51@

For example : 50 min : Srmmmes
3) Validation

Press the key m , the new value is configured and displays on the screen.

Modification of the timer (during surgery)

During surgery, it is possible to modify the inifial timer by doing the same.
If the timer alarm is activated during modification, the alarm is turned off.

1) Press the key MIN

1 he alphan rick I

For example : 20 min e
3) Validation
Press the key W the value is configured, the timer alarm will go off 20 minutes after the modification.

Default setting timer (outside off surgery)

Outside off operation, it is possible for the user to save a default timer for each circuit, this setting will
automaticaily reapply af the end of the operation. To do this, simply proceed as follows .

1) Pressthe key MIN

2) Enteringa new value on the alphanumeric key board

For example : 25 min

3) Press the key BACKUP

= | 0 new page opens asking you to validate.
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2. Device identification

Arm cuffs and lower limb cuffs are medical devices used with a pneumatic tourniquet during surgery of

the upper or lower limbs.

MIEDICAL DEVICE: PNEUMATIC TOURNIQUET CUFF

GMDN Code: 17231
CND Code {European Nomenclature of Medical Devices) : V9003 Turnstile, manually- operated

Basic IUD : 37004682BCGRX

» Monoblock cuffs:
These arm cuffs and lower limb cuffs of very robust design are composed of a single monobloc assembly,
which facilitates their maintenance and decontamination. Owing to their impervious connecter, itis
possible to immerse them in a decontaminating solution. To engure secure Velgro fixing, a ribbon to tie

keeps the whole. a,uuu »m . 299Wrn\/4ﬂv ﬁﬂwﬂ&ﬁw/ﬂz ' )/,OVA O&U )
A

GBDMI01 | GBDMSIO0L

‘GeDM102 _|GBDMSI02 | Cuff child straight

G8DMI03  |GBDMS103 | Cuffsmall adult straight

| GBOM104 | GBDMS108 | Cuff adult straight oo

[GBCMI05 | GBCMSIOS | Conical cuffadultlarge .. .
GCDMS103 Lower limb cuif adult straight

tower limb cuff adult straight

Lower limb cuff adult straight L

GCOM106 | GCOMS106 | Lower limb cuff adult straight XL_ |

|GCDM107___jGCOMSI07 Tower limb cuff adult straight XXU_____

GCCMi04__ {GCCMS104 Conical lower limb cuffadult _______Hliz: 10 62 | 76 |
GCCMI05 | GCCMS10S Conical lower fimb. uitL ee 10 6. 90
GCCM106__ | GECMSIO6 Conical lower limb cuffadult XL Ldg

GCCM107 GCCMS107 Conical tower limb cuff aduit XXL Red

GBDM204 GBDMS204

GBOM202 GeDMS202 | Cuff aduit straight

GCCM204 GeeMS204 | Conical lower limb cuff adult

Cuffchild straight ]
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> |UD monoblock cuffs:

) . Reférence with . upHD

Wmmm«,m:mwm - ,CU_W_W, : mmmnm:m:m.ww_.m_wﬁ o : . ; F&m, tifetime
GBDM101 03700468207924 GBDMS101 03700468208877 1 i
GBOM102 03700468207917 GBDMS102 03700468208440 1 w
GBDM103 03700468207856 GBDMS103 03700468208105 1
GBDM104 03700468207719 GBDOMS104 03700468208112 1
GBCM105 03700468206699 GBCMS105 03700468208129 1
GCDM103 (3700468207207 GCDMiS103 (3700468208136 1
GCDM104 03700468207658 GCDMS104 03700468208907 1
GCOMI0S 3700468207597 GCDMS105 03700468208143 1 3 years
GCDM106 03700468207665 GCDMS106 03700468208624 1
GCDM107 03700468207672 GCOMS107 (3700468208631 1
GCCM104 03700468207320 GCCMS104 03700468209294 1
GCCM105 03700468207733 GCCMS105 03700468208457 1
GCCM106 03700468207757 GCCMS106 03700468208464 1
GCCM107 03700468207764 GCCMS107 03700468209195 i
GBDOM204 03700468208044 GBDMS204 03700468208778 2
GBDM202 03700468209690 GBDMS202 03700468209492 2 S years
GCCM204 03700468211303 GCCMS204 03700468211253 2

> Arm cuffs with silicone bladder:

Owing to their special, robust design, it is possible to sterilize these arm cuffs an

envelope and a removable silicone biadder, which facilitates their maintenance.

Sterilizable arm .
cuff LATEX-FREE | REUSABLE | NOT STERILE | 3 SIZES
Dimensions of the
Reference - 1] ion :
. Desigration bfadderincm
Arm cuff and lower limb cuff with single bladder \Wdth
685101 Arm cuff and lower limb cuff new 19x4
born
GBS102 Cuff child 26.5x5
GCs102 Lower limb cuff child 35.5%6
GBs103 Cuff small adult 35.5x6
GCs103 Lower limb cuff small aduit 53x6
GBs104 Cuff adult 53x6
GCs104 Lower limb cuff adult 69x9
GCs105 Lower limb cuff adult L 81x9
6C510 ! .
106 i Lower limb cuff adult XL 85.5x12
Arm cuff and lower limb cuff with double bladder
GBS202 Double cuff child / small adult 2x(35.5x6)
GBS204 Double cuff adult 2x{53x6)
GCS208 '
20 Lower limb double cuff aduit 2x{69x9)
Conical cuffs for lower limb
GCCS104
Adult thigh 69
GCCS10
S105 Adult thigh L 819
GCCs106 Adult thigh XL 85.5x12

d lower limb cuffs. They are composed of an




