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3 Product Description

The morcetlator is intended for use in yarious
gynecological, urdogical and general medical
endoscopic procedures.
The procedures may only be carried out in
hospital environments and ambulatory surgery
centers and only by trained medical personnel-
The morcellator is a system that is used to
morcellate and remove large amounts of tissue-
The morcellator is comprised of indMdual
modules that have been develo@ and tested
especially for this application .

__-

Control Unit

The control unit is used to select contol mode
via the grip module or either of the foot pedals
and to set direction and speed sf rotation. lt
indudes a screen that displays the setings
selected.
The fuse sxitches off the circuit in case of
excess temperafure. Afier cooling, it can be
activated and slvitcfied on again.

Flc@: Moeaard ,t@.drt6

1 Control unit (wipe disinfection)
2 Foot pedal (wipe disinfection)

Valve module with reducer (sterile, single
use)

4

14
13
12

Fig@:(:dedu{-lts*vw

Display field: Direction of rotation lefy
righvoscillating

2 Display field: Operation mode grip modu- -y^
le/foot pedal

3 Display field: Morcellation OrVOfi
4 Speed setting

Mains switch control unit OTUOFF s\ ritct:
of the device

6 Operaling mode: Grip module acrivation
7 Direction of rotation: Left
8 Diredion of rotation: Right
9 Direclion of rotation: Oscillation
10 Op€rating mode: Foot pedalactivation

f,

678910r12
3
4

5

6 io 4.1 .1 l
ia 1.1.1 7

3

Cutting module
(sterile, single use)

5 Grip module with conbol cable
(nonsterile, muftiple use)

11 Speedpre-seleclion:Plusi/Minus
12 Connection control cable: Fmt pedal

6 Flexible shaft
(nons'terile, multiple use)

13 Connecfion control cable: Grip module
14 Connec{on flexible shaft: Grip modute

B.
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ua,<r io(n.16o)

(a.rdo)
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Eglc Co.rhl un - la{d

\
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ameplate
.4 ..PAtbhtid€qualization

Main socket with fuses

1N

5 Fuse
Service
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Company and product name are displayEd for
3 sec:

.- .COMPANY PRODUCT NAME"

Device version is displayed for 3 sec:

- "COMPANY VERSION Vx.r

An indication that operating insfuctions must
be followed is displayed for 3 sec:

- "NOTE INSTRUCTIONS FOR USE!'

Now the device stops at the subsequent descri-
bed default settings.

Display of Oevice Default Set-
tings

'OFF", 'RIGHT" (i.e- dodsvise rotation), '1@
RPM' (i.e- default speed - Iowest availaHe):

- "OFF / RIGHT / 1OO RPM"

Controt via Grip f,odule

Select "Handsf,itch' on the control unit.
Make sure that the grip module is connected to
the contsol unit via the contsol cable.
It is possiue to conne€t a foot pedal simultane-
ously. Select the desired switcfiing mode on the
control unil

.- .CONNECT GRIP MODULE"

f the grip nDdule is correcuy connected to the
control unit via the confol cable the following
message will appear:

Control via Foot Pedal

Select "Footswitcfi' on the contol unit. Connect
the foot pedal to the control unit. Connect the
grip module to the contol unit by means of the
flexible shaft. lt is possible to connect a foot pe-
dal simultaneousty- Select the desired switching
mode on the control unil

-- "CONNECT FOOT PEOAL' appears

lf the foot pedal is conecdy connected to the
control unit the follo ring message will appgan

- "Foor swITcH l ?-pEoALor( 
(a'r'Jo)

(alio)
or

ft.rfiol
(h.r;io)

ConEol ode @ions
1. Control Unit
The o;tting function of the Morcellator is acti-
vated/deactivated via one of both contol mode
options: grip module control or single foot pedal
contol (optional: tiple foot pedal control).
f so desired, it is possible to s,witcfi between
grip module control and foot pedal control
during a surgical procedure. Upon startup, the
conbol mode will be in standby, i.e. both, the
grip module conEol mode and the foot pedal
contol mode, will be inactive. To select either
grip module or foot pedal contsol, the appro-
priate button ('Footswitch" or "Handsuritch")
must be pressed on the control unit When one
of these control modes is selected, the other
one will be inactive- For instance, when the
'FooGwitcfi" button is pressed on the controt
unil cuting func*ion can only be activated by
stepping on the foot pedal; pressing the trig-
ger button on the handgrip will not activate the
cutting tundion.

The following settings are possible via the
control unit:

I
I

o

FB@: CdElr rrod. 091116 ol rE C6rrd Uril

1 Foolswitch Button

2 Handsu/itch Button ia 4.1.1.5
3 Direction Buttons (Ieft, right, oscillate) i. 1.i.1.,1
4 Speed Butlon

cnl
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> Tum the safety ring to the "CUf position.
.. The cutting module should noly protrude

approximately 2 mm fiom the trocar sleeve-

> Retrm lhe sabty ring to the 'NO CUT'
position-

--+The trocar sleeve should cover the cuting
module completely-

> Tum the safety ring back and forth several
times. lt must tum easily and smoothly-

> lf the safety function works as dessibed, the
test has been p€rformed successfully and the
trocar sleeve may be removed. To do tfia!
press both locldng levers at the same time
and remove the trocar sleeve.

Note:
lf the safety fundion does not lrrork as descri-
bed, repeat the assembly and testing steps
listed on this page-

At Startup

I

I

ACTIVATION/DEACTIVATION via
the Grip Module

> Hold the grip module in a safe position by
rcinting away from the operator, the patient
and other persons or objects and test the On/
Ofi func*ion by pressing the trigger button
located on the handle.

ACTIVATION / D EACTIVATION via
tfie Foot Pedal

7 Surgical Technique

> For better handling it is necessary to detach
the flexible shaft to prevent inadvertent blade
aclivation and to increase ease of insertion
inlo the patient

Hand lnstruments and Accessories

> Prepare a complete set of accessories for
use with the cufting module diamete(s) you
have selected for the procedure (O 12-5 mm,
15 mm and./or 20 mm).

> Always have additional sharp cuting modu-
les and addiional valve modules available!

A grasping forceps, sucfi as a tenaculum
forceps or claw forceps, is required to stabilize
tissue during morcellation:
For use with the '12.5 mm cutting module, a 1O
mm grasping forceps and for use with the 15
andlor 20 mm cutting modules, a 13 mm gra-
sping forceps is required.
The forceps are not induded in the basic mor-
cellator system.

n Isorv ar tlr a ir tt tt r'v-l
C) l tutt)

Hospital

di)

,/.:

14

tI
> Hold the grip module in a safe position by

pointing away from the operator, the patient
and other persons or objects and test the
On/Off tunction by pressing the pedal of the
single foot pedal. lf using the tiple foot pedat,
press the lefi or middle pedal for this funclion
test.
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8 After Use

8.1 Disassembly before Cleaning

Removal of Elecfical Connec-
tions and Disassembly of Grip
Module

> Make sure that the power si ritch of the con-
trol unit is set to 'OFF.

> Remove all instruments from the grip module
and pull the cuning module out of the grip
module to disconnecl

Caution! Risk of injury on the distal
qJting end! Dispose properly of orting
modules (single use). Do not reuse.

> Disconnect all modules as follows before
deaning the confol unit Grio Module: Dis-
connect the flexible shaft- Firmly grasp the
plugs to disconne.t Foot oedal: Disconnect
the control cable. Firmly grasp the plugs to
disconnect.

> Dis@nnect the valve module by twisting it in
a counterdocln /ise direction.

Properly dispose of the valve module
(single use).
It is not intended for reuse.

4.2 GeneEl lndications

Sterile Products

The following products are provided
sterile:
- Vahye module
- Cutting modules

After use, all slerile products must be
discarded according to appropriate hos-
pital procedures-
- DO NOT REPROCESS
. DO NOT REUSE

Reusable products

Clean and sterilize the following reusa-
ble products before frst use
each reuse according to the

and afte.

(rlJ'Xil)..,,. i,
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- Trocar sleeves
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8.5 S'terilization {e 1.', .2.2
;1- a ' . "

Reusable instuments are delivered
non-sterile- Clean and sterilize all
reusable insturnents according to the
CLEANING AND STERILZATION IN$
TRUCTIONS before first use and befofe
each reuse-

When using third+arty hand instu-
ments, please follow the manufaclure/s
deaning and sterilization instsuctions
carefully-

A

A
The follorirg components must be ste.ilized:
- Grip module
- Trocars
- Trocar sleeves
- Hand insuuments
- (Flexible shaft (disinfection by sterilization))

> IMPORTANT! Make sure that the flexible
shaft does not fall do,vn and do nd bend it
at a diameter smaller than 20 crn-

> Place the components in the sterilizer. Take
care not to place them too dose to eactl
other. All lumens must b€ opened.

> Perform sterilization according to the foF
lowing parameters: moist heat autodave
sterilization, pre.vacuum q/de, 134-136'C
(27T277"F), '10 minutes exposure time at 3
bar (44 psi), drying t me 10 minutes.

> The recommended parameters have been
validated according to the standards listed
below to ensure that the product acfiieves a
sterility assurance level (SAL) of 't 0{: DIN
EN 285:2009, DIN EN ISO 17664.:.2004,
ANSI/ Apd\,tl 5T79:2006. DIN EN 55&.1:2002

Note:
Pre'vao:um sterilization exposure time at 134-
136'C can be extended to 30 minutes without
afiecting prcducl lifetime- Any other deviation
from the recommended parameters must be
validated by the user.

The sterilization was lidat€d
with tfte following sterilizer:

Type Process
Selectomat S 3000
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13 Maintenance / lnspection

We recommend yearly preventive maintenance
electrical safety testing according to the fol-
lowing standards:
UL 60601-1:2003
IEC 60601-1:2005

14 Spare Parts

Spare part Part number
Confol unit 02-33040
Fuse,4AT 501{6G111
for line voltage 100-140 V -
Fuse,2AT 501{6&110
for line vottage 200-2/t0 V -
Power cable EU 02-330/.2
Power cable USA o2-33U2-1

Trocar sleeve abdorninal
long or t-ansvaginal
A 12,5 mm
615mm
A20mm

Spare part Part number

02-33102
02-33103
02-331U

Trocar sleeve abdominal
@ 12,5 mm
@ 15 mm
A2Omm

Spare part

Trocar conical for focar
sleeves abdominal long or
transwaginal
O12,5mm
A 15 rnm
A20mfi

02-33105
02-33106
02-33107

Trocar coflical for tocar
sleeves abdominal
A 12,5 mm
q15mn
A20mm

02-33090
02-33091
02-33092

Trocar conical )O(L for tsocar
sleeves abdominal long or
transvaginal
Q'12,5 mn 02-33108
O 15 mm 02-33109
@zom'r. 02-33110

Single foot pedal, color
eode: blue

02-33045 Trocar onical XXL for tocar
sleeves abdominal
A 12,5 mm 02-33096
A 15mm 02-33097
AZOmn 02-33098

Triple foot pedal, color code:02-33046
blue

Spare part Part number lnstruc{ons for Use 02-33010-2
Cutting module long version
(abdominal long or tranwa-
ginal), stetrile
Single use, Spcs-set
A 1?,5 mm 02-33048
615mm 02-33049
@ZOmm 02-33050

Sterile container
for reusable products

02-33056

'15 Technical Specifications

Operating Conditions

Temperature: 1HO "C
Relative humidity: max, 80 %, non-@ndensing
Air pressure: 80S.1060 hPa
Mode of operation ,oP6alioii L !i'.!vl

Cuting module short version
(abdominal). sterile
Single use, spcs-set
A 12,5mm O2-33{JU
A 15mm 02-33085
A2Omm 02-33{186

pital
ir)Grip module

Valve module with reducer, 02-33008
sterile
Single use, Spcs-set O 10
mm auf 5 mm
Flexible

U
Storage and
tions

:10-60 "c
ffilitiiy: max-

pressure:, 700- l060
t I,UI U

02-3310't

Color
Air

iltJI tl

There are no prescribed maintenance cydes for
the components listed belo,y. Operating mode
is continuous operatim. Always heed the efror
mqssages displayed on the control unit screen.
- Control unit
- Foot pedal
- Grip module

02330t17
02-33088 :io r.t.z.i c
02-33089

Part number

90%
hPa:,
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17 Declaration of Conformity
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Konformhatserklirung 1 Declaration of conformity
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18 ElectromagneticCompati-
bility (EMC)

Elecfomedical deviaes are subject to special
precautionary measures conceminq electro-
magnetic compatibility (EMC). This device is to
be used only for the purposes described in the
instrudion manual and has to be installed, set
up, and operated in comptiance with the EMC
guidelines.
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19 Product Safety Certification

QPS Evaluatiql Services lnc.

P5

YOUR FULL SERVICE PARTNER I}'i
GI.OBAL CONFORMITY ASSESSMENT
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#561 #564
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'.$, *sor :nyri*Na Dressing Can
:.=:.
'Er #564 Tnfl'lu9{n Dressing Cart
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