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Morcellator moresolution 2

4 & gep . . .
Basic OR-set Additional Accessories for
Morcellator moresolution 2

2. 22117 - gt " 02-0022
02-33111 Morcellator System Basic-set, consisting of: 04-00235 F{ N\
ey -
02-33040 Operating and Control unit 04-00235-1 q
g2-33701 Grip Module ""5-. 04-00235-2 Seal cone for Fascial-Closure q
02-33041 Flexibie Shoft, WL 2.5 m 02-33056
v — -
-~ - = =
%9 5.1 "
02-33045 i - 02-33057
—
o AT = 04-00541
02-33042 Power Cable, EU
SO
04-00545
02-33008 Valve Module, © 10 mm, with reducer
Q@ 10-5mm, s le use, sterile, 5 pcs./box

Unit specifications Dimensions
2
2 1 9
0 4.1.1.2
w
A1 19
va4.1.1.3
Unit safety
Power suno N A1 9D
Power suppiy va 4.1 .2
> E . |
Yo 4.1.2.
s A1 99
e 4.1.2.3
Storage and tr Foot ule

Operating condition
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%0 4.1.3
Abdominal Hysterectomy

|, NEW" Trocar Sleeves without Vaive, WL 120 mm

Abdominal Hysterectomy
~NEW"” Trocar Sleeves without vaive, WL 170 mm

02-33087 Trocar Sleeve, © 12.5 mm, 02-33102 Trocar Sleeve, © 12.5 mm,
WL120 mm —'—‘ WL 170 mm ‘h{
10 4.1.33

02-330%90 Trocar, conical blunt, © 12.5 mm 02-33105 Trocer, conical blunt, @ 12.5 mm

-

02-33096 Obturctor, © 12.5 mm 02-33108 Obturator, © 12.5 mm
for complete system for complete system
02-33088 Trocor Sieeve, © 15 mm, > 02-33103 Trocar Sleeve, @ 15 mm,
WL 120 mm ———‘ WL 170 mm —'—‘—‘
- -
v 4.1.34
02-3307 Trocar, conical blunt, @ 15 mm ——— ' 02-33106 Trocaor, conical blunt, © 15 mm L _#
02-33097 Obturator, @ 15 mm 02-33109 Obturator, © 15 mm
for complete system for complete system
02-33089 Trocar Sleeve, © 26 mm, 02-33704 :’ Trocor Sleeve, © 20 mm,
B 0 _._‘ v e __._.‘
3 g
02-33092 Trocaor, conicai blunt, © 20 mm - 02-33197 [B Trocar, conical biunt, © 20 mm e N —
02-33098 Obturator, © 20 mm 02-3311 8 Obturator, © 20 mm
il for compiete system ] for complete system
A =
= z - : - ’ = “ <
Cutting Module ,SHORT”, single use Cutting Module ,LONG”, single use

02-33084 Cutting Module, © 12.5 mm 02-33048 Cutting Module, © 12.5 mm
single use, sterile, 5 pes./box ——_m single use, sterile, 5 pcs./box —m
% h
U0 5.4
02-33085 Cutting Module, © 15 mm 02-3304¢% Cutting Module, © 15 mm
single use, sterile, 5 pcs./box T, single use, sterile, 5 pecs./box -,
i B —— 9 e
¥a 5.5
02-330846 L’ Cutting Module, © 20 mm 02-33050 B Cutting Module, © 20 mm
81 singie use, sterile, 5 pes./box ) — il single use, sterile, 5 pes./box 2 pomin
¥
Instruments ,, SHORT” WL 330 mm Instruments ,LONG” WL 420 mm
04-00548 Tenoculum Forceps, 04-00543 Tencculum Forceps,
2 13/10" mm, jows © 7 mm, dou- Q 13/10" mm, jows © 7 mm, dou-
bie action, two teeth, ring handie bie action, two teeth, ring hondie
stainiess with flop-raotcher, LL, WL stoinless with flap-rotchet, LL, WL
330 mm 420 mm
04-00549 Tenoculum Forceps, 04-00547 Tenoculum Forceps,
© 13/10° mm, jows © 10 mm, dou- ©13/1C" mm, jows O 1
ble action, two teeth, ring handle double odion, two 1
stoinless with flap-raichet, LL, handle stainless
WL330mm g 5.6 LL, WL 420 mm
04-00550 Grasping Forceps, @ 13/10" mm, - 04-00544 [fA-Grosping[RG
WL 330 mm, jows © 10 mm, sin- \ ( mm, ja
gle oction, two teeth, ring handle K cid Sn fwo
| - \ 5 S5 Eﬂ‘: !
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3  Product Description

The morcellator is intended for use in various
gynecological, urological 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 individual
modules that have been developed and tested
especially for this application.

2
3
= , \
. -Q-:z —
‘1.': \ B

Figure: Morcedlator moresolution

1 Control unit (wipe disinfection)

2 Foot pedal (wipe disinfection)

3 Valve module with reducer (sterile, single
use)

4 Cutting madule
(sterile, single use)

5 Grip module with control cable
(nonsterile, multiple use)

6 Flexible shaft

(nonsterile, multiple use)

Control Unit

The control unit is used to select control mode
via the grip module or either of the foot pedals
and to set direction and speed of rotation. It
includes a screen that displays the settings
selected.

The fuse switches off the circuit in case of
excess temperature. After cooling, it can be
activated and switched on again.

Figure: Control unit - front view

Display field: Direction of rotation left/

right/oscillating
2 Display field: Operation mode grip modu- o 4.1
leffoot pedal i
3 Display field: Morcellation On/Off 90 4.1
4 Speed setting Jo 4.1
5 Mains switch control unit: ON/OFF switch
of the device
6 Operating mode: Grip module activation
4 Direction of rotation: Left
8 Direction of rotation: Right
9 Direction of rotation: Oscillation
10  Operating mode: Foot pedal activation
11 Speed pre-selection: Plus/Minus
12 Connection control cable: Foot pedal
13  Connection control cable: Grip module
14 Connection flexible shaft: Grip module
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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.x*

An indication that operating instructions 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 Device Default Set-
tings

“OFF”, “RIGHT" (i.e. clockwise rotation), 100
RPM* (i.e. default speed — lowest available):

— ,OFF / RIGHT / 100 RPM*“

Control via Grip Module

Select “Handswitch” on the control unit.

Make sure that the grip module is connected to
the control unit via the control cable.

It is possible to connect a foot pedal simultane-
ously. Select the desired switching mode on the
control unit.

— .CONNECT GRIP MODULE*

If the grip module is correctly connected to the
control unit via the control cable the following
message will appear:

- .GRIP MODULE OK"

Control via Foot Pedal

Select “Footswitch” on the control unit. Connect
the foot pedal to the control unit. Connect the
grip module to the control unit by means of the
flexible shatt. It is possible to connect a foot pe-

dal simuitaneously. Select the desired switching

mode on the control unit.

— .CONNECT FOOT PEDAL" appears.

If the foot pedal is correctly connected to the
control unit the following message will appear

— .FOOT SWITCH / 1-PEDAL OK"
/ WHRIZ7, X (PJBOL

or / D : '""‘“ g;; *ersscegesesees 'y ‘ , /s
/. e =is :- Tt .-'"'/; "/
S (d\]T[))l....lltll tensse l'“"1|l “‘\—- —-_“_—’:’::J’

— ,FOOT SWITCH / 3-PEDAL OK*

Control Mode Options

1. Control Unit

The cutting function of the Morcellator is acti-
vated/deactivated via one of both control mode
options: grip module control or single foot pedal
control (optional: triple foot pedal control).

If so desired, it is possible to switch between
grip module control and foot pedal control
during a surgical procedure. Upon startup, the
control mode will be in standby, i.e. both, the
grip module control mode and the foot pedal
control mode, will be inactive. To select either
grip module or foot pedal control, the appro-
priate button (“Footswitch” or ,Handswitch”)
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
“Footswitch” button is pressed on the control
unit, cutting function can only be activated by
stepping on the foot pedal; pressing the trig-
ger button on the handgrip will not activate the
cutting function.

The following settings are possibie via the
control unit:

- A
‘;, k.

Figure: Contral Made Options of the Control Unit

Footswitch Button

Handswitch Button

Direction Buttons (left, right, oscillate)
Speed Button
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» Turn the safety ring to the “CUT" position.
— The cutting module should now protrude
approximately 2 mm from the trocar sleeve.

\ A

» Retum the safety ring to the “NO CUT"
position.

— The trocar sleeve should cover the cutting
module completely.

» Tumn the safety ring back and forth several
times. It must tum easily and smoothly.

» If the safety function works as described, the
test has been performed successfully and the
trocar sleeve may be removed. To do that,
press both locking levers at the same time
and remove the trocar sleeve.

Note:
if the safety function does not work as descri-
bed, repeat the assembly and testing steps

listed on this page.

At Startup
» A function test mu '"gérformed at gtartup
to make sure aliflnctions ‘ate wolking pro-
perty! /,57?“ T
/.5 »21%0)......

srfrssseresssereRnERRSRRRRY

ACTIVATION/DEACTIVATION via
the Grip Module

» 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 function by pressing the trigger button
located on the handle.

ACTIVATION / DEACTIVATION via
the Foot Pedal

» 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 function by pressing the pedal of the
single foot pedal. If using the tripie foot pedal,
press the left or middle pedal for this function
test.

7 Surgical Technique

» For better handling it is necessary to detach
the flexible shaft to prevent inadvertent blade
activation and to increase ease of insertion
into the patient.

Hand Instruments and Accessories

» Prepare a complete set of accessories for
use with the cutting module diameter(s) you
have selected for the procedure (@ 12.5 mm,
15 mm and/or 20 mm).

» Always have additional sharp cutting modu-
les and additional valve modules available!

A grasping forceps, such as a tenaculum
forceps or claw forceps, is required to stabilize
tissue during morceliation:

For use with the 12.5 mm cutting module, a 10
mm grasping forceps and for use with the 15
and/or 20 mm cutting modules, a 13 mm gra-
sping forceps is required.

The forceps are not included in the basic mor-
cellator system.

WERUISUNIUHWD
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8  After Use

8.1 Disassembly before Cleaning

Removal of Electrical Connec-
tions and Disassembly of Grip
Module

» Make sure that the power switch of the con-
trol unit is set to "OFF".

» Remove all instruments from the grip module
and pull the cutting module out of the grip
module to disconnect.

» Disconnect the valve module by twisting it in
a counterclockwise direction.

Caution! Risk of injury on the distal .
cutting end! Dispase properly of cutting
modules (single use). Do not reuse. Sterile

» Disconnect all modules as follows before
cleaning the control unit: Grip Module: Dis-
connect the flexible shaft. Firmly grasp the
plugs to disconnect. Foot pedal: Disconnect
the control cable. Firmly grasp the plugs to
disconnect.

&
®

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

General Indications
Products

The following products are provided
sterile:

- Valve module

- Cutting modules

After use, all sterile 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 first use and after
each reuse aocordlng to the clegni

and sterillzr(xg
, Egﬁ (30 “ii "‘-

{‘|J\if]}-.........‘...... .__.'..'...ll;.i I‘%‘)n - ; ’(;-: —.!-

- . - Trocar sleeves . oo
(0450) e 0 .. fumTrOCETS L3k
L) - Hand instruments | X /R
) _ (m%e).....b% A AT
= Sterilization of the foll S8 Y /
/22 f r w2

(0] ceeeaccrconsoidofronnenensss NONL o MiaTatory, bt b =

erilization is recommend
- Flexible shaft

16



8.5 Sterilization 7 4.1.2.2

Reusable mstruments are delivered

non-sterile. Clean and sterilize all
reusable instruments according to the
CLEANING AND STERILIZATION INS-
TRUCTIONS before first use and before
each reuse.

When using third-party hand instru-

A ments, please follow the manufacturer's
cleaning and sterilization instructions
carefully.

The following components must be sterilized:
- Grip module

- Trocars

- Trocar sleeves

- Hand instruments

- (Flexible shaft (disinfection by sterilization))

» IMPORTANT! Make sure that the flexible
shaft does not fall down and do not bend it
at a diameter smaller than 20 cm.

» Place the components in the sterilizer. Take
care not to place them too close to each
other. All lumens must be opened.

» Perform sterilization according to the fol-
lowing parameters: moist heat autoclave
sterilization, pre-vacuum cycle, 134-136°C
(273-277°F), 10 minutes exposure time at 3
bar (44 psi), drying time 10 minutes.

» The recommended parameters have been
validated according to the standards listed
below to ensure that the product achieves a
sterility assurance level (SAL) of 10-6: DIN
EN 285:2009, DIN EN ISO 17664:2004,
ANSI/ AAMI ST79:2006, DIN EN 556-1:2002.

Note:

Pre-vacuum sterilization exposure time at 134-
136°C can be extended to 30 minutes without
affecting product lifetime. Any other deviation
from the recommended parameters must be
validated by the user.

The sterilization was validated
with the following sterilizer:

’/, Iqoulr‘-~|-~~. |'\r;;!\_!t:_,‘)

P (@‘ a._"""'_:‘,':.., 1}
Type '\/ noha neral Hospitak
Selectomat S 3000 Steam stenilzatlegy_k’u O : .

\ (ﬁd’ﬁa)u..-.-....-.--.-.....--.--.. ‘l "-)n

(Supplier: MW

;(ﬂ %a)..... Hno

}.....égl‘/M“,___mmu

Sesrcrccsessscels Ilt!.lul:-.r"?"‘i‘]ll




8.6 Treatment Process 70 4.1.2.2

¥0 4.1.3.1

Vertahren Netzkabel! Steuergerat Fulipedal Flexible Welle | Handgriff | Trokar Trokarhiise
Process Power Cable Control Unit Foot Pedal Flexible Shalt | Grip Trocars Trocar
Module Sleeves
Vorreimgung am Aufweschen und Spiilen Nicht geeignet | Nicht geeignet | Nicht geeignet Jal Jda/Yes Jal Yes Ja/ Yes
Gebrauchsort / dweic nach dem Ge- Pre not | Procedure not | Procedure not
Precieaning at brauch / ppiicab ppiicabi i
place of use Rinse and soak immedia-
tely after use
Reinigung / Manuelle Wischremi- Jaj Yes Jal Yes dal Yes Nicht geeignet | Nicht Nocht Nicht
Cleaning gung / Procedure not geegnet
Manual wipe cleaning i Procede Peocadk Proced:
| not appl- not appi- nat apoii-
| cabie cabie cabie
Manuelle Vorremigung /| Nicht geeigy Nicht geeig Nicht geesg JalYes | JaiYes JaiYes Ja/ Yes
14 / pre ing Procedure not | Procedure not | Procedure not
Manuelle Remigung / Nicht geeigr Nicht geeigr Nicht Jal Yes Ja/ Yes Jai Yes JaiYes
Manual cleaning Procedure not | Procedure not | Procedure not
Maschineile Remigung / Nicht geeigr Nicht geesgr Nicht geeig Ja/ Yes Ja/Yes JaiYes JalYes
Machine cleaning Procedure not | Procedure not | Procedure not
Untraschall / Nicht geeig! Nicht geesg Nicht geeigr JalYes Nicht Jai Yes Ja!Yes
Ultrasound Procedure not Pr not | Procedure not geegnet
DK ol pli Procedure
not appii-
cabie
Alicalisches Reinigungs- Nicht geeignet Nicht geeignet | Nicht geeignet Jal Yes Ja/ Yes Jai Yes : Jai Yes
mittel / Procedure not | Procedure not | Pro not 30-80°C, 55-80°C. 55-60°C, 55-80°C,
Al Spicas pplicadk i 86-140°F. 130-140°F. | 130-140°F. | 130-140°F,
pH 10-12 5-20min. 4 5-20min 5-20mun. 5-20min
Enzymatisches Reini- Nicht geeignet | Nicht geeignet | Nicht geeignet Jal Yes ; Ja/ Yes Ja/Yes Ja! Yes
gungsmittel / Procedure not | Procedure not | Procedure not 4550°C, | 4550°C, 45.50°C, 45.50°C,
Enzymatic detergent Dpiicab appiicabi Vi M3I2F. | 113122°F | M3122F | 113-122°F
5-20min 5-20min. 5-20min. 5-20min.
Spalen/ | Fir letzte Spilung wird Nicht geesgr Nicht geeigs Nicht geesgnet . Ja/ Yes Ja/ Yes Ja/Yes JalYes
Rinsing 3 Wa Procedure not | Procedure not | Procedure not
Z i Pt oo spplicabl =
waler is recommended
for the iast rinse |
Desin- Thermisch / Thermai Nicht geeignet | Nicht geeignet | Nicht geeignet Ja/ Yes i Ja/Yes Ja/ Yes JalYes
fekbon/ | 93-88°C, 199-200°F Procedure not | Procedure not | Procedure not }
Desinfec- opiicab appii . ‘
lLor
Trock- Zeit, Temperatur / Nicht geeige Nicht geeig Nicht geeig JalYes Ja/ Yes Ja/Yes Ja/ Yes
nen / Time temperature Procedure not | Procedure not | Procedure not 50-70°C. 50-70°C, S0-70°C. 5¢-70°C.
Drying iicab . - 122-158°F, 122-158°F, 122-158°F, 122-158°F,
10-20min. 10-20min 10-20min 1C-20min
Wischdesinfektion / Jai Yes Jal Yes Ja/ Yes Nicht geeignet | Nicht Nicht Nicht
Wipe disinfection Procedure not | geeige geeigr
i Procedure Proced: Procedure
not appis- not appi- not appi-
cabie cabie cable
Stenlisaton / Feuchte Warme Autol Nicht geeigr Nicht geegr Nicht geeigr Ja/ Yes Jal Yes Ja/ Yes Ja/ Yes
Stenlzation Vorvakuum (Moist heat Procedure not Procedure not | Pr not 134 -136°C. 134-136°C, | 134 -136°C. | 134-136°C.
clave p piicabl ppii i 273-27T°F. 2T3-2TT°F, | 2T3-2TT°F, 213-2TT°F,
10 mun. 10 min. 1C mun. 10 min.
3 bar, 44 ps 3bar. 3bar 44 psi | 3bar 44 psi
44 psi
Trock- Zent Nicht geeignet | Nicht gesignet | Nicht geeignet JalYes Ja/Yes Ja/ Yes Ja/ Yes
nen / Time Procedure not | Procedure not | Procedure not 10 min. 10 mun. 10 min 10 min
Dnying _apoiicabi applicabie aopii
Legende: -jaivess ompatibies Verf: /"". for mi gical efficacy and material compelibility.
A&:WMMMH1#1m2n2mmummwmmmmmAnywner
deviation from the r par must be vaik d by the user.
é 7% TSowenUIAUILEIWI
Achtung! Nicht gsvertahren konnen das Produkt beschadigen. /
Product damage may occur
o / e v
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13 Maintenance / Inspection Spare part Part number
Trocar sleeve abdominal
There are no prescribed maintenance cycles for lgor;ng:;r ::: e 02-33102
the components listed below. Operating mode @ 15 mm 02-33103 10 4
is continuous operation. Always heed the error @ 20 mm 02-33104
messages displayed on the control unit screen. -
- Control unit Trocar sleeve abdominal
- Foot pedal 2 12,5mm 02-33087
- Grip module @ 15 mm 02-33088 vz 4.
2 20 mm 02-33083
We recommend yearly preventive maintenance
electrical safety testing according to the fol- Spare part Part number
lowing standards: Trocar conical for trocar
UL 60601-1:2003 sleeves abdominal long or
IEC 60601-1:2005 transvaginal
g 12,5mm 02-33105
@15 mm 02-33106
14 Spare Parts @ 20 mm 02-33107
Trocar conical for trocar
sleeves abdominal
Spare part Part number & 12,5 mm 02-33090
Control unit 02-33040 15 mm 02-33091
Fuse, 4AT 501-060-111 i s el
for line voltage 100-140 V ~ Trocar conical XXL for trocar
Fose, 2AT 501-060-110 sleeves gbdommal long or
for line voltage 200-240 V ~ e e
2 12,5 mm 02-33108
Power cable EU 02-33042 @ 15 mm 02-33109
Power cable USA 02-33042-1 20 mm 02-33110
Single foot pedal, color 02-33045 Trocar conical XXL for trocar
code: blue sleeves abdominal
Triple foot pedal, color code: 02-33046 2 12,5 mm 02-33096
blue & 15 mm 02-33097
& 20 mm 02-33098
Spare part Part number Instructions for Use 02-33010-2
Cutting module long version Sterile container 02-33056
(abdominal long or transva- for reusable products
ginal), sterile
Single use, 5pcs-set
2 12,5 mm 02-33048 15 Technical Specifications
Z 15 mm 02-33048
@ 20 mm 02-33050

Cutting module short version
(abdominal), sterile
Single use, S5pcs-set

@ 12,5mm 02-33084

@15 mm 02-33085

@ 20 mm 02-33086

Grip module 02-33101

Valve module with reducer, 02-33008

sterile

Single use, 5pcs-set, @10

mmgauf 5 mm /‘ o o= A ZQUL

Color ood

L LANEB Y eenen YL

... Relative. urhidity: max. 90

Operating Conditions

Temperature: 1040 °C
Relative humidity: max. 80 %, non-condensing
Air pressure: 800-1060 hPa

Mode of operation; f;:qqtlnuolls opei:ahdn :
() ‘-
Storage and Tran :

tions IS /

s —n | n\«"j
:LS)

Temperature:210-60 °C

Air pressure; 700-1060 hb
H vy \

JHu
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o

Declaration of Conformity

o s FB-15 06 008 ;

R Konformitatserkidrung / Declaration of conformity e blueendo |
Declartion de conformite / Dichiarazione di conformita | e

Name und Adresse der Firma blueendo GmbH international

Name and address of the firm Wiesenstr. 1

m‘:’."’m "m 78166 Donaueschingen; Germany

das Medizinprodukt ~ Morzellator Komplett

the medical device Morcellator complete
le dispositif médical Morcéliateur complet
il dispositivo medico

Bezeichnung. Typ oder Modell, Chargen- oder Seriennummer, ev. Herkunft und Stickzahl
Name. type or model, batch or seria/ number, possibly sources and number of #tems
Nom, type or modéle, numéra de lof ou serie, év. source et nombre dexempiaires

Nome. tipo o modefio, numero di ioffo di sene, ev. fonte e numero di esemplari

der Klasse i, Ha, ilas (see attached product listing)
of class mmuwmm
de la classe according fo annex [X of direct 9242/ECC
dells classe sejon fannexe IX de ia directive 92/42/CEE

allen Anforderungen der Medizinprodukte- Richtiinie 93/42/EWG entspricht, die anwendbar sind
meetls ail the provisions of the directive 93/42/EEC which apply it

rempiit toutes les exigences de la directive sur les dispositifs médicaux 93/42/CEE qui le concement

soddisfa lutte le disposizioni della direttive 93/42/CEE

Angewandte harmonisierte Normen, DIN EN ISO 13485

nationale Normen oder andere normative

Dokumente

or other normative documents

No ges, normes nadi ef autres

documents normati's apphqués

Norme ammonizzate o nazionali applicate, aini

" ’ $vi snoficati

Kmfonnutsbewemmgsverfahren Kiasse 1: nach Anhang Vil der Richtiinie S3/42/EWG
Confo Kiasse 2 und 3: nach Anhang il der Richtlinie S3/42/EWG
mmwnmﬁm

Procedimento di valutazione della conformita

Konformitatsbewertungsstelle (fails beigezogen) DQS Medizinprodukte GmbH; 0287
Natified Body (i consulted) August- Schanz- Stralle 21
Organe resp. de lévaiuat. de ia conformité (se consullé) 50433 Frankfurt am Main/ Germany
Organo incanc. delia vaiulaz. delle conform. (se consulftato)
Diese Konformitatserkiarung ist glitig bis: 2016-0707
This declaration of conformily is valid until
Ce deciartion de conformite est valabie blueendo GmbH Interniz.. _..
Quesio dichiarazione di conformita é vaiido fino & Wiesenstrasse 1
D - 78166 Donauesching
Tel. +43 (0) 771 204 5
Fax. +49 (0) 771 20 64-.55 / Bi=t j‘\i \\l
Donaueschingen, 21.12.2015 da . AS 6/4'“?(-“ ”
Karihei !IMICEO (oY - —' Qspi[Jt

Name und Funktion / Name and
P C NN

;
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10 4.1.18

18 Electromagnetic Compati-
bility (EMC)

Electromedical devices are subject to special
precautionary measures conceming electro-
magnetic compatibility (EMC). This device is to
be used only for the purposes described in the
instruction manual and has to be installed, set
up, and operated in compliance with the EMC

guidelines.
DN EN 4063 ':‘.c(:rsae 2722007 + Sercmgu 952013
INSCED 22007 - Corgermem 032010
__Romonis !
= e
Svgreocr, 2014.08
e e e —— s 2 Aecinrce mapeces - Pre Pous
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19 Product Safety Certification

ModeT ma Catsiose = Numser MORCSOLUMICN

Mawe 33 ACCToas of Appica

QPS Evaluation Services Inc.

Comac

MaTe wad Aocreik of Mamtace, re/e amery

YOUR FULL SERVICE PARTNER IN
GLOBAL CONFORMITY ASSESSMENT

Content

| Koy arc Prescs (horactwaier T YO MO Vaz SOm3 b5 3 10 A coeed 9R1. |
Type F apgen vt

Trederuah (f avy) na

A sarnple of D Produc wans fo3tsd and foere T 4

Moo madochumdsinoe AR VAT N M,

L s0ed 1 1 g odemn 200,
i wBad! > 8 1o Savend Ddase © Ame | To0G
TESTING - CERTIFICATION - FIELD EVALUATION
Enerzy Efficiency Verification - CB Scheme - I[ECEx Scheme e I Gt A
CE Marking - ATEX
1 et Chst M, Femmmtn, i, MV S5, CANADA ME'MM
R R g

pirigeripies = OPS Ecaleation Services inc Tate 8. 20
a S8 1SN Fau - e 2 iy
P T - e
Tell e 18773005777 i
]
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e
L T R A Pl TI
-
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&5 #5617 TANIUHS Dressing Cart I = #564 ‘mmuna Dressing Cart I

Size 4': X 735 x i:O cm. Iﬂ?x.?ﬂ%"h!ﬂilﬂﬁmu"@ 2.5 9. Size 45 x 735 x 8 cm. @ 2 amm UaT 2 T%
i2 ak’ﬁﬂ us % \i" an 89, 04 uas .Y‘S;_, ?" zerﬁﬂ’"unanau‘nmq 2.5 Ti. w*au a4, n'l. {LR:LT‘:‘IE?
AIPIURLAWET ?“,‘,3,1 X8 TUR 3° MURAULAT “lagmaa IUIR 37

#565

= #562 maﬂmua"ﬂnzn Anesthetic Cartl

Size 40 X 50 x 20 cm. 1 3usn URs 1 T Size 40 X 55 X 80 cm. YN URLAULER
levarndrovisnautung 2.5 @, n‘\muawut.aa ATNeInYENsNTIe 2.5 Ty 1a‘§na'mzm€: 3"
'laar;am-m 3* n Jweumnu 3 em . SMeriam n. 2 auwn 2. 3 Buan

#563

e #5686

RSl Lty 2
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