Technical Specification

Open Number of | Number of | Rows of |Staple Line
Stapler Iength o Iength Length

MLSR30-3.5 Blue 3.5 mm
MLSR30-4.8 Green 4.8 mm 2.0mm 8

MLSR60-3.5 Blue 3.5 mm 60 mm
MLSR60-4.8

1.5 mm

MALS30 Mirus Auto Linear Stapler 30

1.5 mm

V/NES:0M Mirus Auto Linear Stapler 60

Green 4.8 mm 2.0mm 8 21 2 60 mm
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For more information about Endo surgery product
Please contact your local representative.

Please see the package inserted for complete device description, product selection information, indications,
contraindications, precautions, adverse effects, warning, materials, sterilization and patient guidance
associated with the Endo Surgery.
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Kasetés linijinio siuvimo aparato sitilés ilgis
45 mm. Uzdarytos kabutés aukstis
3,5-4.8mm. Atidarytos kabutés aukstis
1,5-2.0 mm. Kasetéje formuojamos dvi
eilés titaniniy kabuciy, i§ viso kasetéje yra
15 kabuciy.

Instrumentas skirtas naudoti viena ranka,
gali bti uztaisomas iki 8 karty.
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™

Linear Stapler

Mirus Linear Stapler (without dial) is engineered to facilitate precise transection & resection in
various abdominal & thoracic surgeries.

Mirus Linear Stapler gives two staggered rows of titanium staples in sizes of 30mm, 45mm,

60mm and 90mm; with reload units available for both standard tissue (3.5mm) and thick tissue
(4.8mm). The device might be reloaded up to seven times for a maximum of eight firinggGali biti naudojamas
viena ranka

The ergonomic design with single handed closing & firing lever facilitates user comfort and

control. Staple formation creates the perfect ‘B’ shape on each and every firing for improved

clinical performance.

Cartridges
For varied tissue thickness

Tissue Retaining Pin
Avoids tissue slip-out

Dual Function Handle
For repositioning closure & stapling

Suformuojama tiksli
"B" formos kabuté

Slim Shaft

Cartridge

Quick Release Button

Meril Endo Surgery

Anvil

MIRUS ' Linear Stapler

leidziamas
daugkartinis aparato
uzdarymas-
atidarymas pries

1$Saunant

‘o......
e, L.
) ....... .O.
o %0000’

[ ]
...0000000 .
[ )
©0c000000°
...oooo-
.
® o . ¢ . . - -

Retaining Pin Knob
Advances tissue retaining pin

Cutting-Guide
For safe & precise transection

Quick Release Button
For easy jaw opening

Closing & Firing
Handle
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MIRUS

Endoscopic Linear Cutter & Reloads
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b Optimum tissue compression is a key for attaining consistent B-shape staple line formation which ensures wound

security and adequate hemostasis. s~ Menl

Endoscopic Linear Cutter & Reloads

Linijinis tiesus Introducing Mirus Endoscopic Linear Cutter & Reloads which offer unique proximally controlled and unrestricted jaw Endo-Surgery
doskopini : : . : : : .
O articulation from 0° to 45° on both the sides. Each reload has a new knife for precise transection and to avoid cross

mechaninis siuvimo
aparatas su peiliu contamination.

New Knife With Each Reload :
Precise transection and avoids
Cross contamination

INDICATIONS

General Surgery -

Bariatric Surgery

Colorectal Surgery

Unrestricted Articulation
Thoracic Surgery (o) (o)
Pediatric Surgery O to 45

for precise tissue alignment

Proximal Control : 5 Reload Variants :
Proximally controlled jaw Covers varied tissue thickness
articulation

360°

Rotating Shaft

Gynecological Surgery

Rankenos atzvilgiu darbiné aparato
dalis rotuojama 360, artikuliuojama

Enhanced Clamp Force : | Low Profile Reloads :
Adequate tissue compression ' Access through 12mm trocar

j abi puses iki 45 laipsniy
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P RO D U CT S P ECI FICATI O Formuojamos siulés ilgis

45mm
ARTICULATION ANGLE

MIRUS

Endoscopic Linear Cutter & Reloads

PRODUCT CODE

DESCRIPTION SHAFT LENGTH RELOAD LENGTH
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Galimybé pasirinkti

uzdaryty kabuciy

aukstj Tmm, 1,5mm,

Meril China Ccpdaglag]
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T : 0086-592-5368505
F : 0086-592-5368519
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Meril Medical LLC.
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Office - +7 495 772 7643

EU Representative.
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Meril Bangladesh Pvt. Ltd.

Union Heights-01, 55-2, Bir Uttam Qazi
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HMECL45 Mirus Endoscopic Linear Cutter 45mm - Long 440mm 45mm Unrestricted: 0° to 45°
HMECL60 Mirus Endoscopic Linear Cutter 60mm - Long 455mm 60mm Unrestricted: 0° to 45°
| HMECM45 Mirus Endoscopic Linear Cutter 45mm - Medium 340mm 45mm Unrestricted: 0° to 45“|
HMECMG60 Mirus Endoscopic Linear Cutter 60mm - Medium 355mm 60mm Unrestricted: 0° to 45°
HMECS45 Mirus Endoscopic Linear Cutter 45mm - Small 290mm 45mm Unrestricted: 0° to 45°
HMECS60 Mirus Endoscopic Linear Cutter 60mm - Small 305mm 60mm Unrestricted: 0° to 45°
PRODUCT CODE DESCRIPTION TISSUE TYPE OPEN/CLOSED STAPLE HEIGHT Qty/ Box
HMECR60WE Mirus Endoscopic Linear Cutter Reload -60mm - White Vascular - Thin 2.5mm/ 1.0mm 6
HMECR60BE Mirus Endoscopic Linear Cutter Reload -60mm - Blue Regular 3.5mm/ 1.5mm 6
HMECR60GD Mirus Endoscopic Linear Cutter Reload -60mm - Gold Regular - Thick 3.8mm/ 1.75mm 6
HMECR60GN Mirus Endoscopic Linear Cutter Reload -60mm - Green Thick 4.1mm/ 2.0mm 6
HMECR60BK Mirus Endoscopic Linear Cutter Reload -60mm - Black Extra Thick 4.4mm/ 2.2mm 6
| HMECR45WE Mirus Endoscopic Linear Cutter Reload -45mm - White Vascular - Thin 2.5mm/ 1.0mm 6 |
|HMECR4SBE Mirus Endoscopic Linear Cutter Reload -45mm - Blue Regular 3.5mm/ 1.5mm 6 |
HMECR45GD Mirus Endoscopic Linear Cutter Reload -45mm - Gold Regular - Thick 3.8mm/ 1.75mm 6 kabltiy
| HMECR45GN Mirus Endoscopic Linear Cutter Reload -45mm - Green Thick 41mm/20mm 6 < |
HMECR45BK Mirus Endoscopic Linear Cutter Reload -45mm - Black Extra Thick 4.4mm/ 2.2mm 6

MPPH/ENG/BRO/MEPL/20220704/VER1.1
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Instruction for Use

titanines
kabuts

Endo-Surgery

Formuojamosiulésilgis
45 mm, pjavio ilgis 4 mm
trumpesnisiz sialésilgi, 41
mm.

Sterile Disposable Endoscopic Linear Cutter and Reload

MIRUS™

Endoscopic Linear Cutter and Reload

Automatinis
saugumo
mechanizmas
neleidziaiSSauti
panaudotokasets

CAREFULLY READ ALL INSTRUCTIONS PRIORTO USE

INDICATIONS:
The Mirus™ Endoscopic Linear Cutter and Single use Loading Units have

applications in general, gynecological, pediatric and thoracic surgery for resection,
transection, and creation of anastomoses. They may be used for transection and
resection of liver substance, hepatic vasculature biliary structures.

CONTRAINDICATIONS:

* Do not use the instruments on the aorta.

* Do not use the instruments on ischemic or necrotic tissue.

* Do not use on major vessels without making provision for proximal and distal
control.

« Tissue thickness should be carefully evaluated before applying any stapler. Refer to

Cartridge Staple Size Chart below for a guide to staple size selection. If tissue

cannot be comfortably compressed to the closed staple height or easily

mpresses to less than the closed staple height, the tissue is contraindicated as it

may, be too thick or too thin for the selected staple size.

truments are notintended for use when surgical stapling is contraindicated.

DEVICE DESCRIPTION:
The Mirus™ Bqdoscopic Linear Cutter and Single use Loading Units are sterile, single

patient use instlyments that simultaneously staple and transect tissue. There are six

taggered rows of titanium staples, three on either side of the cut line. The instruments
have a staple lines that are approximately 45 mm and 60mm long and cut lines that are
41 mm and 56 mm long respectively. The shaft can rotate freely in both directions. The
distal portion can be articulated left or right to facilitate lateral access to the operative
site. The Max Articulation angle is not less than 45 ° The stapling instrument is
provided unloaded to allow the user to select the proper Cartridge for the tissue to be
transected. The instrument must be reloaded for each subsequent firing. A Staple
Retaining Cap is provided with each Cartridge to protect the staples during shipping

Rev. 00 Rev. Dt. : 2021/01 Document No. ME/IFU/STA/059

d Manufactured by :

Meril Endo Surgery Pvt. Ltd.

Third Floor, E1-E3, Meril Park, Survey No.135/2/B & 174/2,
Muktanand Marg, Chala, Vapi 396191, Gujarat, India.
Customer Care No. for India : 18004194433,

Customer Care No. for other than India : + 91-260-2408005
W: www.merillife.com, E: enquiry.endosurgery@merillife.com

OBELIS S.A

Bd. Général Wahis, 53,

1030 Brussels, Belgium. c E
T:+3227325954 F:+32273260 03 2195
E : mail@obelis.net W. : www.obelis.net

and handling and must be removed after loading. Each Cartridge has a lock-out to
prevent a spent or improperly installed cartridge from being refired or an instrument
from being fired without a Cartridge.

HOW SUPPLIED:
The Mirus™ Endoscopic Linear Cutter and Single use Loading Units are supplied

sterile for single patient use. PROPERLY DISPOSE AFTER USE. DO NOT
RESTERILIZE.

Caution: Do not load the instrument more than 12 times for a maximum of 12 firings
perinstrument.

MIRUS™ ENDOSCOPIC LINEAR CUTTER

Code Maximum Firings
HMECS45 12
HMECM45 12
HMECL45 12
HMECS60 12
HMECM60 12
HMECL60 12

Single use Loading Units for Mirus™ Endoscopic Linear Cutter 12 mm (Sold
Separately):

MIRUS™ ENDOSCOPIC LINEAR CUTTER RELOADS

Code Color OIP::gIt_:g ClIZiZtLheg Number of Rows Stl.agrlml;'zlhne
(mm) (mm) staple (EA) T
HMECR45WE | White | 2.5 mm 1.0 mm 66 6 45
HMECR45BE | Blue | 3.5mm 1.5 mm 66 6 45
HMECR45GD | Gold | 3.8 mm 1.75 mm 66 6 45
HMECR45GN | Green| 4.1 mm 2.0mm 66 6 45
HMECR45BK | Black | 4.4 mm 2.2mm 66 6 45
HMECR60WE | White | 2.5 mm 1.0mm 90 6 60
HMECRG60BE | Blue 3.5mm 1.5 mm 90 6 60
HMECR60GD | Gold 3.8 mm 1.75 mm 90 6 60
HMECRG60GN | Green| 4.1 mm 2.0mm 90 6 60
HMECR60BK | Black | 4.4 mm 2.2mm 90 6 60

llustration 1 - Nomenclature

A)Anvil G)Return Knobs
A1)Beak H)Firing Trigger

B)Cartridge Channel
C)Articulation Joint

I)Closing Trigger
J)Tissue Stop/Proximal Mark

D)Shaft K)Distal Mark
E)Rotation/Articulation Knob L)Rotation Position
F)Handle M)Articulation Position
S©) —
= S p——
P

N)Cartridge O)Knife P)Staple Retaining Cap

lllustration 2 - Load Cartridge
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lllustration 3 - Unload Cartridge

lllustration 4 - Rotate & Articulate

Rotate Articulate

—r

lllustration 5 - Close Jaws

—
lllustration 6 - Open Jaws/Return Knobs
—)
lllustration 7 - Fire device
-
—)

INSTRUCTION FOR USE:
1.Verify compatibility of all instruments and accessories prior to using the instrument

(refer to Warnings and Precautions).

2.Verify that the cartridge size matches the instrument size to be used (e.g. use an
60mm Cartridge with an 60mm instrument).

3.Using sterile technique, remove the instrument and the selected cartridge from their
respective packages.

4.Prior to loading the cartridge, ensure the instrument jaws are in the open position
and the Articulation Jointis in the straight positioni.e. not articulated (lllustration 1).

5.Examine the Cartridge for the presence of a Staple Retaining Cap. If the retainer is
notin place, discard the Cartridge.

Caution: Tissue thickness should be carefully evaluated prior to using the instrument.
Refer to the Cartridge Selection Chart for proper Cartridge selection.

6.Load the Cartridge by sliding it against the top of the jaw until the cartridge
alignment tab snaps in the cartridge alignment slot. Remove the Staple Retaining
Cap and discard. (lllustration 2) The instrument is now loaded and ready for use.

Caution: Make sure the knife don't touch the bottom of the jaw, prevents the knife from
being moved or deformed when load the Cartridge, otherwise, the device may be lock
outand can'tbe fired

Caution: After removing the Staple Retaining Cap, observe the surface of the loaded
Cartridge. The Cartridgemust be replace with another Cartridge if any colored drivers
are visible. If colored drivers are visible, the Cartridge may not contain staples.

7.Become familiar with the articulating action of the instrument by pulling proximally
on the Rotation/ Articulation Knob to the Articulation Position to engage the
articulation mechanism and articulate the jaws by rotating the Rotation/ Articulation
Knob (lllustration 4). As rotation of the Rotation/ Articulation Knob is applied in either
direction, the jaws pivot to a maximum angle which is not less than 45 degrees, at
which point the pivoting force increases to signal the end of the articulating arc.

Caution: Make sure the jaw is open when rotating the jaw by rotating the Rotation/
Articulation Knob; Otherwise, the operation of rotation may fail

Caution: Make sure that no external force is applied to the jaws when articulating the
jaw; Otherwise, the device may be damaged.

8.Close the jaws of the instrument by squeezing the Closing Trigger until it locks in
place (lllustration 5).

Caution: Do not pull the Firing Trigger until the jaws are closed and locked. The
instrument may be partially or completely fired and will need to be reloaded before
using ontissue.

9.Visually inspect the stapler to ensure proper Cartridge seating. Introduce the
instrument into the body cavity through a trocar of the appropriate size or through an
incision. When using a trocar, the instrument jaws must be past the trocar sleeve
before opening.

Caution: For insertion and removal, the jaws of the instrument must be closed and
straight, in-line with the of the instrument. Failure to have the instrument jaws in the
straight position will result in difficult insertion or withdrawal of the instrument and may
resultin damage to the instrument or trocar.
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Caution: When placing the instrument through the trocar or incision, avoid
inadvertently pulling the Firing Trigger. If the instrument is partially or completely fired,
it will need to be reloaded before using on tissue. If the instrument is partially fired,
remove the instrument and replace the Cartridge.

10.0Once in the cavity, open the jaws by pulling the Return Knobs proximally
(lllustration 6).

11.1f needed, rotate the jaws by pushing the Rotation/Articulation Knob distally to the
Rotation Position. With the index finger rotate the fins of the Rotation/ Articulation
Knob in either direction (lllustration 4). The instrument shaft will rotate freely 360 °
in either direction.

12.If needed, articulate the jaws by pulling the Rotation/Articulation Knob proximally
to the Articulation Position and rotate the fins of the Rotation/ Articulation Knob in
either direction (lllustration 4), the jaws must be open in order to articulate the
instrument.

Caution: The instrument can achieve maximum articulation angle of 45 °. When the
maximum angle is reached, the force will increase indicating the maximum angle has
beenreached.

13.Position the instrument jaws around the tissue to be transected.

Caution: Ensure that the tissue lies flat and is positioned properly between the jaws.
Any " bunching” or thinker of tissue along the Cartridge, particularly near the Distal
Mark and Proximal Mark of the jaws, may result in an incomplete staple line and
inadvertent lockout. The Distal Mark on the Cartridge Channel designates the end of
the stapleline.

Caution: When positioning the jaws on the application site, ensure that no
obstructions such as clips, stents, guide wires, etc. are within the instrument
jaws.Firing over an obstruction may result in incomplete cutting action, improperly
formed staples, and/ or inability to open the instrument jaws.

14.After positioning the instrument jaws, close the jaws by squeezing the Closing
Trigger until it locks (illustration 5).

Caution: Ensure tissue has not squeezed (extended) proximal to the Proximal Mark/
Tissue Stop on the instrument. Tissue forced into the instrument proximal to the
Proximal Mark/ Tissue Stop may be transected without staples. When firing across
thick tissue, holding the jaws in place for 15 seconds after closing and prior to firing
may result in better compression and staple formation.

Caution: Ifthe Closing Trigger is difficult to lock:
a) Ensure that the proper Cartridge selection has been made (Refer to the Cartridge

Selection Chart).
b) Reposition the instrument and reduce the amount of tissue to be clamped.
¢) When clamping across thick tissue, holding the jaws in place for 15 seconds after

closing and prior to firing may resultin better compression and staple formation.

Caution: If the clamping mechanism becomes inoperative and the jaws do not clamp
on tissue, do not fire the instrument. Remove and do not continue to use the
instrument.

15.Fire the instrument by pulling the Firing Trigger repeatedly until | beam under the
cartridge channel travel to Distal Mark (illustration 7). The times which the trigger is
pulled depends on the length of stapling line (45mm or 60mm).

Caution: The instrument should be replaced if it does not fire smoothly or the firing
mechanism becomes inoperative. Attempting to force the device to complete the
firing stroke under very high load may cause a snap sound and a sudden decrease in
force to fire, if this occurs discontinue use of the instrument and thoroughly inspect
the staple line integrity.

Caution: Crossing staple lines may shorten the life of the instrument (may reduce the
number of times the device may be fired).

Caution: Make sure beam under the cartridge channel travel to Distal Mark when the
firing is complete, If fired is not complete, it may be difficult to remove the cartridge
when unload the cartridge

16.To complete the firing sequence: release the Firing Trigger and pull the Return
Knobs proximally to the original position (lllustration 6), this will also open the
instrument jaws.

Caution: Gently pull the instrument away from the transected tissue and ensure it is
released from the jaws before removing.

Caution: Examine the staple lines for pneumostasis/ hemostasis and proper staple
closure. Minor bleeding can be controlled with manual sutures or other appropriate
techniques.

17.Before removing an articulated instrument, move the jaws away from any
obstruction inside the body cavity while keeping the jaws open and within the field
of view, and pull proximally on the fins of the Rotation Articulation Knob, twist the
knob until the jaws return to the straight position.

Caution: For insertion and removal, the jaws of the instrument must be straight, in line
with the shaft of the instrument. Failure to have the instrument jaws in the straight
position will result in difficultinsertion or withdrawal of the instrument and may resultin
damage to the instrument.

18.To remove the instrument from the cavity, squeeze the Closing Trigger until it locks,
closing the jaws (lllustration 5).

19.Completely withdraw the instrument in the closed position.
20.Pullthe Return Knobs proximally to open the instrument jaws (lllustration 6)

21.Push upward (toward the Anvil) to unsnap the spent Cartridge from the Cartridge
Channel. Discard the used Cartridge. (lllustration 3)

Caution: Prior to reloading the instrument, hold the instrument in a vertical position,
with Anvil and Cartridge Channel completely submerged in sterile solution. Swish
vigorously and then wipe the inside and outside surfaces of the Anvil and Cartridge
Channel to clean any unused staples from the instrument. Do not use the instrument
until it has been visually inspected to confirm there are no staples on the Anvil or
Cartridge Channel.

Caution: Before unload the cartridge, make sure the jaws and the shaft are in a
straightline. Otherwise, the device may be damaged.

22.Reload and use the instrumenty repeating steps 3-21. The instrument can be fired
up to atotal of 12times.

WARNINGS AND PRECAUTIONS:
1.Failure to properly follow the instructions may lead to serious surgical
consequences, such as leakage or staple line disruption.

2.Do not load the instrument more than 12 times for a maximum of 12 firings per
instrument.

3.Minimally invasive and stapling procedures should be performed only by persons
having adequate training and familiarity with the techniques. Consult relative
medical literature for techniques, complications, and hazards prior to performing
any minimally invasive procedure.

4.When minimally invasive instruments and accessories from different manufacturers
are employed together in a procedure, verify compatibility prior to initiation of the
procedure.

5.When using other technologies (e.g., electrosurgery devices), observe the
precautions suggested by the manufacturer to avoid the hazards associated with
their use.

6.The Mirus™ Endoscopic Linear Cutter instruments may only be used with Single
use Loading Units.

7.After removing the Staple Retaining Cap, observe the surface of each new
Cartridge. The Cartridge must be replaced with another Cartridge if any colored
driver s visible because the Cartridge may not contain staples.

8.For insertion and removal of instruments, the jaws of the instrument must be
straight, in line with the Shaft of the instrument. Failure to have the instrument jaws in
the straight position will result in difficult insertion or withdrawal of the instrument
and may resultin damage to the instrument or trocar.

9.When placing the instrument through the trocar or incision, avoid inadvertently
pulling the Firing Trigger. If the instrument is partially or completely fired, it will need
to be reloaded before using on tissue. If the instrument is partially fired, remove the
instrument and replace the Cartridge.

10.The instrument can achieve a maximum articulation angle of 45 °. When the force
increases, itindicates the maximum angle has been reached.

11.Ensure that the tissue lies flat and is positioned properly between the jaws. Any "
bunching” of tissue along the Cartridge, particularly near the Tissue Stop/
Proximal Mark of the jaws, may result in an incomplete staple line. The Distal Mark
onthe Cartridge Channel designates the end of the staple line.

12.When positioning the jaws on the application site, ensure that no obstructions
such as clips, stents, guide wires, etc. Are within the instrument jaws. Firing over
an obstruction may result in incomplete cutting action, improperly formed staples,
and/ or inability to open the instrument jaws.

13.Ensure tissue has not squeezed (extended) proximal to the Tissue Stop/ Proximal
Mark on the instrument. Tissue forced into the instrument proximal to the Tissue
Stop/ Proximal Mark may be transected without staples. When firing across thick
tissue, holding the jaws in place for 15 seconds after closing and prior to firing may
resultin better compression and staple formation.

14.1f the clamping mechanism becomes inoperative and the jaws do not clamp on
tissue, do not fire the instrument. Remove and do not continue to use the
instrument.

15.The instrument should be replaced if it does not fire smoothly or the firing
mechanism becomes inoperative. Attempting to force the device to complete the
firing stroke under very high load may cause a snap sound and a sudden
decrease in force to fire, if this occurs discontinue use of the instrument and
thoroughly inspect the staple line integrity.

16.Examine the staple lines for pneumostasis/ hemostasis and proper staple closure.
Minor bleeding can be controlled with manual sutures or other appropriate
techniques.

17.Prior to reloading the instrument, hold the instrument in a vertical position, with
Anvil and Cartridge Channel completely submerged in sterile solution. Swish
vigorously and then wipe the inside and outside surfaces of the Anvil and
Cartridge Channel to clean any unused staples from the instrument. Do not use
the instrument until it has been visually inspected to confirm there are no staples
on the Anvil or Cartridge Channel.

18.Gently pull the instrument away from the transected tissue and ensure it is
released from the jaws before removing.

19.When selecting the Cartridge, careful consideration should be given to existing
pathologic conditions as well as any pre-surgical treatment, such as radiotherapy,
that the patient may have undergone. Certain conditions or preoperative
treatments may cause change in tissue thickness that would exceed the indicated
range of tissue thickness for the standard choice of Cartridge.

20.When dividing major vascular structures, be sure to adhere to the basic surgical
principle of proximal and distal control.

21.If it needs to be used together with bipolar electrosurgical instrument, please pay
attention to protect the anastomosis.

22.Shortinstrument can be used for thoracoscopic surgery and open surgery.
23.Do not modify this equipment without authorization from the manufacturer.

24.Instruments or devices which come into contact with bodily fluids may require
special disposal handling to prevent biological contamination.

25.This device is packaged and sterilized for single use only. Do not reuse, reprocess
or resterilize. Reuse, reprocessing, or resterilization may compromise the
structural integrity of the device and/ or lead to device failure that in turn may result
in patient injury, iliness or death. Also, reprocessing or resterilization of single use
devices may create a risk of contamination and/ or cause patient infection or
crossinfection, including, but not limited to, the transmission of infectious disease
(s) from one patient to another. Contamination of the device may lead to injury,
illness, or death of the patient.

RISK OF REUSE:

The productis intended to be used single time only. If used multiple time it may lead to
cross contamination / infection, also it may not meet the intended use. Hence
instruction for single use only is mentioned on label as well as IFU.

STERILIZATION:
Mirus™ Endoscopic Linear Cutter Gun is sterilized by Gamma Radiation method and
Reload is sterilized by Ethylene oxide sterilization method as indicated on package.

STORAGE:
Recommended storage conditions: Between 15°C to 30°C, keep away from moisture
and direct heat. Do not use after expiry date.

SYMBOLS USED ON LABELING:
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MIRUS™ LINEARNI SESIVACKA
AUTOMATICKA

PRED POUZITIM SI PECLIVE PRECTETE VSECHNY INSTRUKCE.

DULEZITE

Tato brozurka slouzi k poskytnuti instrukci k pouziti Mirus™ linearni sesivacka
automatickd . Brozurka neslouzi k popisu chirurgickych technik $iti. Mirus™
linearni seSivacka automaticka je navrzen, testovan a vyroben pouze pro jedno
pouziti. Nastroj prosim nepouZivejte opakované, nepiepracovavejte ho ani ho
neresterilizujte. Opakované pouziti, pfepracovani nebo resterilizace nastroje
muze mit za nasledek nespravné fungovani, kontaminaci, poranéni pacienta ¢i
infekei.

POPIS

Mirus™ linedrni sesivacka automaticka je opatien stupiiovitou fadou titanovych
svorek dostupnych v délce fad svorek 30 mm, 45 mm, 60 mm a 90 mm pro pouZiti
v riznych aplikacich.

INDIKACE
Mirus™ linearni se§ivacka automaticka slouzi k aplikacim u zazivaciho traktu,
plic a priidusek za i¢elem uzavieni a pietnuti tkané.

KONTRAINDIKACE

1. Mirus™ linearni se$ivacka automaticka by se nemél pouzivat, pokud je chirurg
presvédcen, ze tkan nebude schopna tolerovat konvenéni Sici materialy ¢i
techniky uzavieni.

2. Pfed odpélenim stapleru byste méli peclivé zvazit tloustka tkdng. Mirus™
linearni seSivacka automaticka se svorkami o velikosti 30, 45, 60 a 90 mm by se
nemél pouzivat na tkan, kterou nelze snadno stlacit ani podle specifikovanych
pozadavkl na kompresi. Jinak mize dojit k selhani uzavieni tkané, poranéni
tkané, rozevieni rany a posunuti, a/nebo nedosdhnete hemostaze.

3. Mirus™ linearni sesivacka automaticka by se nemél pouzivat na tkéng, jako
jsou jatra a slezina ¢i podobnou tkan, nebot’ komprese téchto tkani mize byt
destruktivni.

A) Celist E) Pouzdro s naplni
B) Kovadlina F) Tlacitka pojistného ¢epu
C) Pojistny ¢ep G) Uvolnovaci tlacitko

D) Jednorazova plnici jednotka H) Rukojet’

NAVOD K POUZITI

1. Umistéte Celisti nastroje kolem tkang, kterou chcete protnout ¢i odstranit.

2. Pfed zavienim ¢i odpalenim néstroje by se mél pojistny ¢ep posunout a fadné
usadit. Cep lze ruéné posunout stlatenim bilych tladitek smérem vpted ¢i
automaticky usadit pfi zavfeni Celisti nastroje.

Pozor: Spravné usazeni pojistného ¢epu v otvoru kovadliny byste méli vizualné
potvrdit a zkontrolovat kazdou stranu kovadliny. Stlatenim pojistného ¢epu
pevné na misto dojde k fadnému umisténi pojistného ¢epu. Odpaleni nastroje s
chybné umisténym pojistnym ¢epem muize vést k nespravné formaci svorek, coz
muze zpusobit netésnost ¢i naruseni linie svorek.

Poznamka: Pfi ru¢nim usazeni pojistného ¢epu a aktivaci uvoliiovaciho tlacitka
pted Uplnym stlacenim rukojeti lze ¢ep ruéné zdvihnout. Ve vSech ostatnich
pripadech se ¢ep zdvihne automaticky.

3. Stisknéte rukojet’ k aproximaci tkané. V pozici pfed odpéalenim svorky lze
rukojet’ uvolnit, aniz by se vratila do puvodni pozice pro umoznéni kone¢né
umisténi tkané do Celisti. Po umisténi tkan¢ dal nechte rukojet’ stisknutou, dokud
nebude nastroj sesvorkovany. Rukojet’ se vrati do piivodni pozice.

Pozor: Rukojet nemackejte dvakrat, dokud nebude tkan fadné€ umisténa (druhy
stisk odpali svorky). Uvolnovaci tladitko (G) lze kdykoli pouzit béhem
aproximace k otevieni nastroje.

4. Pro odpaleni nastroje stisknéte rukojet’ podruhé, dokud se zcela nezastavi a
nezamkne se v zadni pozici. Pfi plném odpalu rukojet’ ziistane v uzaviené pozici.

Pozor: Pokud je rukojet’ nastroje pti odpalu ¢aste¢né stisknuta a uvolnéna, miize
dojit ke krvéceni, protoze nastroj nebyl plné odpalen a mize dojit k nespravné
formaci svorek. Uvoliovaci tla¢itko 1ze kdykoli béhem aproximace pouzit ke
kontrole nastroje.

5. Pied otevienim plné odpaleného néstroje a v pozici po odpalu lze hranu naplné

VYMENANAPLNE

»  Ujistéte, Ze Celisti nastroje jsou v plné oteviené pozici a Ze sefizovaci kolik je
pted vyménou naplné zcela zatazen.

e Chcete-li odstranit odpalenou naplii, uchopte tchopové plosky na horni
stran€ napIn¢ a vytahnéte je nahoru z Celisti, abyste vyjmuli napln.

» Pfed vyménou ndplné nastroje byste méli povrch kovadliny vydistit a neméla
by na ni byt zadna tkan ¢i svorky, aby byla zaru¢ena fadna formace svorek v
naslednych odpalech.

»  Chcete-li vyménit naplii nastroje, uchopte novou napli za ichopové plosky
tak, aby otvory svorek smétovaly ke kovadliné nastroje. Vlozte napli do
kovového pouzdra naplné a pevné zatlacte smérem doll, dokud napli
nezapadne na misto.

Poznamka: Celisti nastroje se nezaviou, pokud je v &elistech odpalena &i
Casteéné odpalena naplii nebo pokud je napln v Celistech nespravné dobita. Pro
tkan rizné tloust’ky byste méli pouzit fadnou napli. Odpalena naplih ma pied sloty
svorek zluté posunovace.

»  Opakujte postup dobiti dle potieby.

Poznamka: Kazdy Mirus™ linedrni sedivacka automaticka a ndplii se miize dobit
maximalné 10krat.

e Kazda napli je uréena a bude fadné fungovat pouze ve staplerech navrzenych
pro pouziti s danou naplni. Pfi pokusu o pouziti naplné v jakémkoli jiném
nastroji, nez pro jaky byla navrzena, dojde k selhani stapleru.

»  Mirus™ line4rni sesivacka automatické a naplii by se nemély pouzivat na tka,
kterou 1ékat ze zkuSenosti nedoporucil sesivat.
RIZIKO OPETOVNEHO POUZIT{

Produkt je uréen pouze pro jednorazové pouziti. Pokud se pouzije vicekrat, mize to
vést ke kiizové kontaminaci / infekci a také nemusi spliiovat podminky pro uréené
pouziti. Proto jsou instrukce pro jednorazové pouziti uvedeny na etiketé a také
pokyny pro pouziti.

STERILIZACE:

Stapler je sterilizovan metodou zafeni gama a plnéni je sterilizovano metodou ETO.

Mirus™ linearni se§ivacka automaticka

Kod  |Délka Typ Néplné Vyska | Vyska | Barva
linie tkang oteviené | zaviené
svorek svorky | svorky

Standardni | MLSR30-3.5| 3,5mm [1,5mm | Modra

MALS30 !
30mm 17 G | MLSR30-4.8 | 4.8 mm |2,0 mm | Zelena

Standardni | MLSR45-3.5
Silna MLSR45-4.8

Standardni | MLSR60-3.5
Silna MLSR60-4.8

Standardni | MLSR90-3.5
Silna MLSR90-4.8

3,5mm |1,5mm | Modra

MALS45( 45 mm 48 mm |2,0 mm | Zelena

3,5mm |1,5 mm | Modra

MALS60 | 60 mm 48mm |2,0mm | Zelena

3,5mm |1,5mm | Modra

MALS90| 90 mm 48mm |2,0 mm | Zelena

Symboly pouzivané pti oznacovani

Brugsinstruktioner da

MIRUS™ LINEZR HEAFTEMASKINE
UDEN DREJESKIVE

LAS OMHYGGELIGTALLE INSTRUKTIONER FOR BRUG.

VIGTIGT

Hzeftet er designet til at hjzlpe med brugen af Mirus' linezr haeftemaskine uden
drejeskive. Det er ikke en henvisning til kirurgiske hafteteknikker. Mirus™
lineer haftemaskine uden drejeskive er udelukkende designet, testet og
fremstillet til engangsbrug. Dette instrument md hverken genbruges,
genbehandles eller resteriliseres. Genbrug, genbehandling eller resterilisering af
instrumentet kan medfere funktionsfejl, forurening, skade pé eller infektion til
patienten.

BESKRIVELSE

Mirus™ linezr hzftemaskine uden drejeskive placerer en dobbeltraekke
forskudte klammer, der fés i klammelinjer pa 30 mm, 45 mm, 60 mm og 90 mm i
leengde, som gor det muligt at bruge den i forskellige anvendelser.

INDIKATIONER
Mirus™ lineer hzftemaskine uden drejeskive finder anvendelse i
fordejelseskanal, lunger og bronkier ved lukning og transektion af vav.

KONTRAINDIKATIONER

1. Mirus™ linezr hftemaskine uden drejeskive mé ikke bruges, hvis kirurgen
bestemmer, at vavet ikke kan modstd almindelige suturmaterialer eller
lukketeknikker.

2. Vaevstykkelse skal overvejes omhyggeligt, for haftemaskinen affyres. Mirus™
linezer heeftemaskine uden drejeskive i sterrelser 30, 45, 60 og 90 mm ma ikke
anvendes pa vav, der ikke nemt komprimeres, eller der komprimeres mindre end
de angivne komprimeringskrav. Ellers kan det medfere lukningsfejl, veevsskade,
dehiscens, rivning og forskydning af vaev, og der opnas muligvis ikke haemostase.

3. Mirus" linezer haftemaskine uden drejeskive ma ikke anvendes pa f.eks. lever,
milt- eller lignende vaev, da komprimering kan medfore vevsedeleggelse.

A) Kaeber E) Patronhus

B) Ambolt F) Knapper til betjening af lasestift
C) Lasestift G) Frigerelsesknap

D) Ladeenhed til engangsbrug H) Handtag

BRUGSINSTRUKTIONER

1. Anbring instrumentets kaber rundt om veavet, der skal transekteres eller
resekteres.

2. Lasestiften skal rykkes frem og settes korrekt pa plads, for instrumentet lukkes
eller affyres. Stiften kan fremrykkes manuelt ved at skubbe de hvide knapper
frem, eller den kan anbringes automatisk pa plads, idet instrumentets kaber
lukkes.

Forsigtig: Det skal kontrolleres synligt, at lasestiften er sidder korrekt pa plads i
amboltshullet samt ved at merke pa hver side af ambolten. Ved at trykke
lasestiften godt pa plads sikres det, at lasestiften anbringes korrekt pa plads.
Affyring af et instrument med en fejlplaceret lasestift kan udforme klammer
forkert, som kan fore til laekage eller afbrydelse af klammelinjen.

Bemzrk: Hvis lasestiften anbringes manuelt pa plads, og frigerelsesknappen
aktiveres for en komplet klemning af handtaget, kan stiften kun treekkes tilbage
manuelt. [ alle andre situationer traekkes stiften automatisk tilbage.

3. Klem handtaget for at bringe vavet teet sammen. I positionen for klemning kan
handtaget slippes, uden at det vender tilbage til dets oprindelige position, hvilket
gor det muligt at anbringe vaevet i kaeberne for at sikre korrekt placering. Efter at
vaevet er placeret korrekt, skal handtaget fortsat klemmes, indtil instrumentet er
heltklemt sammen. Handtaget vender tilbage til den oprindelige position.

Forsigtig: Klem ikke handtaget to gange, medmindre vavet er korrekt placeret
(endnu et klem péa handtaget affyrer klammerne). Frigerelsesknappen (G) kan
bruges til at dbne instrumentet pa ethvert punkt under vavsapproksimering.

4. Instrumentet affyres ved at klemme handtaget en anden gang, indtil det nar et
fast stop og laser sig i bageste position. Nar instrumentet er affyret, forbliver
héndtagetiden laste position.

Forsigtig: Hvis instrumentets handtag klemmes delvist under aftyring, og det
slippes derefter, kan der forekomme bledning, da instrumentet ikke er blevet

GENLADNING

«  Serg for, at instrumentets kaeber er i den helt dbne position, og at passtiften er
trukket helt tilbage, for genladningen fjernes.

* Den affyrede genladning fjernes ved at tage fat i fingerpuderne overst pa
genladningen og trackke lige op fra kaeberne for at fjerne genladningen.

* Inden instrumentet genlades, skal amboltens overflade rengeres, og der ma
hverken vare vav eller klammer for at sikre korrekt udformning af klammer i
efterfolgende affyringer.

« Instrumentet genlades ved at holde den nye genladning fast i fingerpuderne,
idet klammehullerne vender mod instrumentets ambolt. Indsat genladningen
i det metalliske patronhus, og tryk godt ned, indtil genladningen setter sig pa
plads med etklik.

Bemeaerk: Instrumentets kaber lukker ikke, hvis en affyret eller delvist affyret
genladning lades ind i kaberne, eller hvis genladningen ikke er helt ladet ind i
kaberne. Der skal anvendes korrekt genladning til veev af forskellige sterrelser.
Enaftyret genladning har gule uddragere, der vises foran pa klammeportene.

*  Gentag ladningsproceduren efter behov.

Bemzrk: Hver Mirus™ linezr heeftemaskine uden drejeskive og genladning kun
maé genlades maks. 10 gange.

ADVARSLER OG SIKKERHEDSFORANSTALTNINGER

* Hver genladning vil kun passe og fungere korrekt, hvis der udelukkende
bruges klammer, der er designet til brug med genladningen. Hvis der forseges
pa at bruge genladningen i et andet instrument end det, den er designet til,
resulterer det i funktionsfejl i heeftemaskinen.

«  Mirus™ linezr haftemaskine uden drejeskive og genladning ma ikke bruges
pavev, som leegen efter egen erfaring anser som uegnet til suturering.

RISIKO FOR GENBRUG

Produktet er udelukkende beregnet til engangsbrug. Hvis det bruges flere gange,
kan det medfere krydskontaminering/-infektion, og det er ogsa muligt, at det ikke
opfylder den tilsigtede brug. Instruktionen om, at det kun er til engangsbrug,
navnes derfor pa merkatet samt i brugsanvisningen (IFU).

STERILISATION:

Pistolen steriliseres ved hjalp af metoden med gammastraling, og genladninger
steriliseres ved hjaelp af ETO-metoden.

Mirus™ linezer haeftemaskine uden drejeskive

Kode Laerr)légde Veavs- Genladninger H?S:npa Hl?ljl?lfert) A Farve
heftelinje| ~ YPC heeftekla | heeftekla
-mme -mme

MALS30| 30 mm | Standard | MLSR30-3.5| 3,5mm |1,5mm | Bla
Tykkelse | MLSR30-4.8 | 4,8mm |2,0 mm | Gren

MALS45| 45 mm Standard MLSR45-3.5 3,5mm | 1,5mm | Bla
Tykkelse | MLSR45-4.8 | 48 mm |2,0 mm | Gren

MALS60| 60 mm Standard | MLSR60-3.5 | 3,5mm |1,5mm | Bla
Tykkelse | MLSR60-4.8 | 4,8 mm |2,0 mm | Gron

MALS90| 90 mm Standard MLSR90-3.5 | 3,5mm | 1,5mm | Bla
Tykkelse | MLSR90-4.8 | 48 mm |2,0mm | Gren

Symboler benyttet pd maerkning

Nutzungsanweisungen de

MIRUS™ LINEAR HEFTGERAT
OHNE SKALA

LESEN SIE ALLE ANWEISUNGEN SORGFALTIG DURCH, BEVOR SIE
DASINSTRUMENT VERWENDEN.

WICHTIG

Dieses Begleitheft soll bei der Verwendung des Mirus  Linear Heftgerét ohne Skala
hilfreich sein. Es stellt keine Referenz fiir chirurgische Klammertechniken dar. Der
Mirus™ Linear Heftgerit ohne Skala ist ausschlieBlich fiir den Einmalgebrauch
vorgesehen, gepriift und hergestellt. Bitte verwenden Sie dieses Instrument nicht
erneut, bearbeiten Sie es nicht erneut und sterilisieren Sie es nicht erneut. Jegliche
Wiederverwendung, Wiederbearbeitung oder erneute Sterilisierung des
Instrumentes kann zu Funktionsstérungen, zu einer Kontamination, zur Verletzung
des Patienten oder zu Infektionen fithren.

BESCHREIBUNG

Der Mirus"™ Linear Heftgert ohne Skala platziert eine gerade Reihe Titanklammern
mit Doppelstaffelung und ist in den Klammerreihenlédngen 30 mm, 45 mm, 60 mm
und 90 mm fiir eine Vielzahl von Anwendungen verfiigbar.

INDIKATIONEN

Der Mirus"™ Linear Heftgerit ohne Skala kann im Verdauungstrakt, in der Lunge und
in den Bronchien zum Verschlieen und Versetzen von Gewebe verwendet werden.
KONTRAINDIKATIONEN

1. Der Mirus™ Linear Heftgerit ohne Skala sollte nicht verwendet werden, wenn der

Chirurg feststellt, dass das Gewebe konventionelle Nahtmaterialien oder
Verschlusstechniken nicht tolerieren konnte.

™

2. Die Gewebedicke sollte vor dem Abfeuern eines Klammerapparats griindlich
bedacht werden. Die Mirus™ Linear Heftgeriit ohne Skala fiir die Nahtlingen 30, 45,
60 und 90 mm sollten nicht an Gewebe angewendet werden, das sich nicht leicht oder
nicht auf weniger als in den spezifischen Anforderungen angegeben komprimieren
lasst. Andernfalls kann es zu Nahtversagen, Gewebstrauma sowie Zerreiflung oder
Verschiebung von Gewebedehiszenzen kommen, und/oder die Hamostase wird
nichterreicht.

3. Der Mirus"™ Linear Heftgerit ohne Skala sollte nicht an Geweben wie Leber und
Milz oder dhnlichen Geweben angewendet werden, da diese Gewebe durch
Kompression zerstort werden konnen.

4. Der Mirus™ Linear Heftgerst ohne Skala sollte nicht angewendet werden, wenn

A) Klemmen E) Patronengehéuse

B) Amboss F) Daumentasten des Arretierstifts
C) Arretierstift G) Entriegelungsknopf

D) Einmal-Ladeeinheit H) Griff

NUTZUNGSANWEISUNGEN

1. Umgreifen Sie mit den Instrumentenklemmen das zu versetzende oder zu
resezierende Gewebe.

2. Sie sollten den Arretierstift vorschieben und sachgeméf einrasten lassen, bevor
Sie das Instrument schlieBen oder abfeuern. Sie konnen den Stift manuell
vorschieben, indem Sie die weilen Daumentasten nach vorne driicken, oder Sie
konnen ihn automatisch einrasten lassen, wenn Sie die Instrumentenklemmen
schliefen.

Vorsicht: Sie sollten visuell iiberpriifen, ob der Arretierstift richtig in der
Ambossoffnung eingerastet ist, indem Sie beide Ambossseiten abtasten. Durch
festes Andriicken an seine Position ldsst sich sicherstellen, dass der Arretierstift
richtig positioniert ist. Wenn ein Instrument mit einem falsch positionierten
Arretierstift abgefeuert wird, kann dies die Klammern unsachgemif verformen, was
zu Lecks oder Unterbrechungen der Klammernaht fithren kann.

Hinweis: Wenn Sie den Arretierstift manuell einrasten lassen und den
Entriegelungsknopf betitigen, bevor der Griff komplett zusammengedriickt ist,
konnen Sie den Stift nur manuell zuriickziehen. In allen anderen Situationen zieht
sich der Stift automatisch zuriick.

3. Driicken Sie den Griff fest zusammen, um das Instrument dem Gewebe zu ndhern.
Vor dem Zuklemmen konnen Sie den Griff loslassen, ohne dass dieser in seine
urspriingliche Position zuriickkehrt. So kann das Gewebe zwischen den Klemmen
endgiiltig positioniert werden. Nachdem Sie das Gewebe positioniert haben,
driicken Sie den Griff weiter zusammen, bis das Instrument zugeklemmt ist. Der
Griff kehrt automatisch in seine urspriingliche Position zuriick.

Vorsicht: Driicken Sie den Griff nicht zweimal zusammen, wenn das Gewebe nicht
richtig positioniert ist (mit einem zweiten Driicken feuern Sie die Klammern ab). Sie
konnen mit dem Entriegelungsknopf (G) wéhrend der Anndherung jederzeit das
Instrument 6ffnen.

4. Driicken Sie den Griff ein zweites Mal, bis er fest geschlossen ist und in der
hinteren Position einrastet, um das Instrument abzufeuern. Wenn das Instrument
vollstindig abgefeuert wurde, verbleibt der Griffin der Sperrstellung.

NACHLADEN

¢ Stellen Sie sicher, das die Instrumentenklemmen vollstindig gedffnet sind und
der Ausrichtungsstift vollstdndig zuriickgezogen ist, bevor Sie die Nachladung
entfernen.

*  Greifen Sie die Fingerpolstern oben auf der Nachladung ,und ziehen Sie sie aus
den Klemmen gerade nach oben, um die Nachladung zu entfernen.

* Sie sollten die Ambossoberflidche reinigen und dafiir sorgen, dass sich keine
Gewebereste oder Klammern darin befinden, bevor Sie das Instrument
nachladen, um sicherzustellen, dass sich die Klammern bei den folgenden
Abfeuervorgidngen richtig formen.

e Greifen Sie die neue Nachladung bei den Fingerpolstern, um das Intrsument
nachzuladen, wobei die Klammer6ffnungen sich dem Amboss gegeniiber
befinden sollen. Fiihren Sie die Nachladung in das Patronengehduse aus Metall
einund driicken Sie sie fest nach unten, bis die Nachladung korrekt einrastet.

Hinweis: Die Instrumentenklemmen schliefen nicht, wenn Sie eine abgefeuerte
oder teilweise abgefeuerte Nachladung in die Klemmen einlegen, schlieen Sie die
Instrumentenklemmen nicht, oder die Nachladung wird nicht vollstédndig geladen.
Fir Gewebe unterschiedlicher Dicke sollten Sie die passende Nachladung
verwenden. Bei einer abgefeuerten Nachladung konnen Sie gelbe Schieber vor den
Klammersteckplitzen sehen.

¢ Wiederholen Sie den Ladevorgang nach Bedarf.

Hinweis: Sie sollten jeden Mirus™ Linear Heftgerit ohne Skala und Nachladung
nicht mehr als 10 Mal nachladen.

e Jede Nachladung passt rastet nur dann richtig ein und l4sst sich nur dann richtig
bedienen, wenn die Klammern verwendet werden, die fiir die Nutzung mit der
Nachladung konzipiert wurden. Wenn Sie versuchen, die Nachladung in andere
Instrumente einzufiihren, fir die sie nicht konzipiert wurde, fiithrt dies zu
Fehlfunktionen des Klammerapparats.

*  Sie sollten den Mirus™ Linear Heftgerit ohne Skala und die Nachladung nicht
auf dem Gewebe verwenden, welches von einem Arzt entsprechend seiner
Erfahrung nicht als geeignet beurteilt wurde.

GEFAHR BEIWIEDERVERWENDUNG

Dieses Produkt ist ausschlieBlich fiir den einmaligen Gebrauch vorgesehen. Wenn es
mehrfach verwendet wird, kann dies zu Kreuzkontamination/-Infektion fithren, und
es erfiillt moglicherweise nicht den Gebrauchszweck. Daher wird die Anweisung fiir
den ausschlieBlichen Einmalgebrauch auf dem Etikett sowie in den
Nutzungsanweisungen aufgefiihrt.

STERILISATION:

Die Pistole wird mithilfe der Gamma-Strahlen-Methode sterilisiert, das
Nachladezubehér mit der Athylenoxid-Methode.

Mirus™ Linear Heftgerit ohne Skala

Klamm Offnen |SchlieBen|

Gewebe-
Code -erung Typ Nachladen Klammer |Klammer Farbe
Reihe Hohe Hoéhe
Lange

Standard | MLSR30-3.5| 3,5mm |1,5mm | Blau

MALS30] 30mm | “ry e | MLSR30-4.8 | 48mm |2,0 mm | Griin

Standard | MLSR45-3.5 | 3,5mm |1,5mm | Blau

MALS45| 45mm | “pie | MLSR45-4.8 | 4.8 mm |2.0mm | Griin
MALS60| 60 mm | Standard | MLSR60-3.5 | 3,5mm |[1,5mm | Blau
Dicke MLSR60-4.8 | 48 mm [2,0 mm | Griin

Standard | MLSR90-3.5 | 3,5mm |1,5mm | Blau

MALS90| 90 mm

Dicke MLSR90-4.8 | 4,8 mm |[2,0mm | Griin
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AIAKOIITH AITO TH MIRUS™

AIABAXZTE IPOXEKTIKA OAEZ TIZ OAHT'IEZ ITPIN TH XPHXH.

XHMANTIKO

AvTo 10 gYyepido ypnong £xel oxedaotel Yo va mapdoyel forbelo oty ypnon Tov
Tpappkd Zuppanticd xopic Axént and ) Mirus'™. Aev amotelel myM avapopic
GYETIKAL LLE TIG XELPOVPYKES TEYXVIKEG GLPPaPTC. To Tpappikd Zvppantid yopicAtokdm
amd ™ Mirus™, éyet oyeS100TE], SOKINAGTET KO KATAGKEVUGTE Y1a pio xprion uévo. My
Eavaypnoylomoteite, punv emavencsEepyaleote Kol PNV ETOVOTOGTEPMOVETE OVTO TO
epyakeio. H emavaypnooroinon, n enaveneéepyasio 1 1) ETOVOTOGTEIPOGT TOV pumopet
va £xel og amotéAecpa T Agttovpyikh BAGPN, poivven, tpavpoticpd 1 Aoipwén tov
acOevn.

NEPIT'PA®H

To I'pappitcd Zuppamtikd yopic Ataxémtm amd ™ Mirus™, Tonofetet pio Suthd kAMpakoT
Gepd and cuVOETHPES TLTaviov Tov Swatifevtor og Tpio LeyEdn ypappnis cuppaeng: 30
mm, 45 mm, 60 mm kot 90 mm Yo S1GPopeg EQAPUOYES.

ENAEIZEIZ

To poypipiticd Zvppamtid xmpic Ataként omd ™ Mirus™, £xel QOpUOYES GTOV TETTIKG
GOANVE, GTOVG TVEDHOVEG KO GTOVG BPAYXOVG Yo KAEIGIHO KO €YKAPGLLL SLOTOUN IGTMV.

ANTENAEIZEIZ

1. To Tpoppukd Tvppantikd yopic Atakéntn omd ™ Mirus™, dev mpémetl va
XPNOLOTOLELTAL AV O XELPOVPYOS KPIVEL OTLO 16TOG dev pmopei va aveyTel GuUPOTUCE VALK
GUPPOPHGT TEXVIKEG GUPPAPTIG.

2. To méyog Tov 16700 Ba TPEMEL Vo EMBE@PEITOL TPOGEKTIKA TPV OO TNV TVPOSOTNON
onotovdnrote suppantkoV. To Tpopptikd Tuppamtikd xopic Awoxdmtn amd ) Mirus'™, 30
45, 60, kot 90mm dev Bo TPEMEL VO YPNOLUOTOLEITAL GE 1GTOVG TOV OEV UTOPOVV VO
GUUTIEGTOVV €VKOAN 1 €V UTOPOVV VO GULUTIEGTOVV GE ALYOTEPO OTO TIG
TPOSILYPAUUEVEG ATATNCEL Gupmieons. AMAOG, pmopel vo epeaviotei advvapio
KAEIGIHOTOG, TPOVHATICUOG TOV 16TMV, Stdvolén N prén 16TdV Kot LeTaTdmon 1/Kot Vo

unv emrevyei oupdoTacn.

3. To Tpopukd Tvppantikd ywpic Atakémtn omd ™ Mirus™, dev mpémer va

APNOWOTOLEITOL GE 1GTOVG ONMG TO GUKMTL, 1| GTANVO, N TOPOUOLOL 16TOL, KaOMS 1
GLUTIEST QVTOV TOV 16TOV Propel vor amoel KaTaoTPOPLKT.

4. To Tpapuikd Zvppantikd yopic Ataxénty and ™ Mirus™, dev mpémel va
APNOOTOLEITAL OTAV VIAPYOVY VIOWIES YO EVATOUEIVOVTO KAPKIVIKO 1GTO GTNV QL
oL gpyareiov, ) coBapéc TNpEg oV oy .

5. To Tpappuikd Zvppantikd yopic Atakéntn and tm Mirus™™ dev mpénet va
xpnoponoteitar oe acbeveig pe oidnpa oToV TENTIKO COANVE, VIEPPOAKO YOG TOV
GTPOOTOS TMV LMV 1} OVETAPKELD ETOVAMGCTC.

OAHI'IEX XPHXHX

1. Z0pete 116 clyoveg Tov gpyareiov yOp® omd TOV 16TO TOL TPOKELTOL VO VITOCTEL
£YKAPGL0L SLOTON 1] OTOKOTH).

2. IIpw and to KAgiGYLO 1} TNV TVPOSHTNOT TOV EPYAAEIOV O TEIPOG GLYKPATNONG TPEMEL VAL
et mpoympnoet ot O€om tov ko vo Exel tomobet el cwotd. Mropeite vo tpowbfoete
oV TEPO yepokivnTa ®ODOVTIG TIG AEVKEG €YKOTEG SOXTOAMV UTPOGTA 1 Hropel va
tomobetnOel 6N HBEom Tov awTdpaTA KAOOG KAEIVOLVY 01 GlarydVES TOV Epyaleiov.

Mpoooyn: To KATAAANAO TIAGULO TOV TEIPOL GLYKPATNGNG OTIV O TG GPVPOS TPEMEL
va emBeParwbei ontikdg, KabmG kot pe T aer Kabe Thevpds g oevpac. Otav mélovpue
Tov Telpo ovykpdmong otabepd ot 0éom Tov eEacporifovpe KoTtdAANAn Tomobitnomn
tov. H mupoddtmon tov opydvov pe AdBog tomobétnon tov meipov cuykpdnong umopet
va 0Ny oeL 6€ AAO0G GYNUATIONO GLUPPATTIKMV, TOV UTOPEL VoL 001 YNGEL GE SLOPPOEG T
B10KOTN TG YPAUNG SUPPAPTC.

Inpeioon: Av o meipog cvykpdtnong €xet tomobetndel oty mpowdnpévn Béom
xewpokivnta Kot Exet evepyomombei To Kovuni amehevBEpmong mpv amd o OAOKANPN
ovumieon g Aapnig, o meipog pmopel va enavérbel oty Tponyovpevh Tov BEcn pnovo
Xepokivnta. Le omotadnmote AAAN Tepinton o meipog Ba emavéLBeL TV TPONyOULLEVT
Tov Béom auTopaTO.

3. [Miéote T AafPn Yo vo TANGAGETE TOV 16TO. XNV BE0m Ttpv and TV cvppaen Uropsite
va aprioete ™ AaPn va enavELDEL otV Tponyohpevn TG 00T AVTOATO Y10l VoL ETTPEYEL
v teMK Tomobétnon tov 16100 péca 6T oloydveg Tov epyaieiovn. Metd v
tomoBétnon tov 16100, cuveyiote va ovpmiélete T Aofn péxpt va kAeioet o epyaieio. H
Aapn) Oa emavELDeL TV apyikn Tng O€om.

Ipocoyn: Mnv miélete ™ Aofi dvo popég ekTdg Kat av 0 16Td6 £xet tomobetndei cwotd (1
devtepn ovumieon Bo mvpodotnoel ta cuppantikd). To kovuni amerevbépoong (G)
pmopel va xpnoonomnBel ylo vo omevepyomonceL TO EpYOAEL0 OTOLAONTOTE GTLY T KOTHL
™V SIEPKELL TPOGEYYIONG TOL LGTOD.

4. T va mopodotnoete o epyareio, méote T AafPn pio dedtepn popd péypt va ¢Téoet oe
éva otafepd otopdTnua Kot kKiewddoel oty tico 0éon. Otav mupodotndel TAnpwg, n
Aofin Oa Topapeivel oty KAEWOpEVN BEo.

Ipoooyn: Av n Lapn Tov gpyaieiov ivar PEPIKOG CLUTEGHEVT] KOTA TV SIAPKELD TNG
mupoddTnong ko énerta omehevbepmbel, pmopel va epgaviotel apoppayioc kabbg to
epyaieio dev mupodotnOnke TAPWG KOl T, GUPPATTIKG UTOPEL VoL UMV GYNHOTIGTOVV
kotoAMAmg. To kovuni anelevbépmong pmopei vo ypnoipomomndel yia va
OEVEPYOTOGELTO EPYAAELO OTOLINTOTE GTIYUN KOTA TNV TPOGEYYIGT) TOV 1GTOV.

e To vo amopoKPUVETE TO QOPTIO ETAVAPOPTOONG TToV el TupodoTnOEl, KpathoTte
GOIKTA TIG AUPEG SOKTOADV GTNV KOPLOT TNG EXAVAPOPTOGNG Kat Tpapn&te evbeio
EMAVO GE GYEOT HE TIG GLOLYOVES Y10L VAL APULPEGETE TO POPTIO EXAVOPOPTMCTG.

* H emoedveln g ceopag npénet vo kabopiotel Tpv amd Ty ETAvVAQOPTMOOT TOL
epyareion, €101 MOTE VO UMV TEPLEYEL 1GTO 1| GLPPOTTIKO Yoo TNV €&UGPAALON
KOTOAANAOV GYNUOTIGLOD GUPPATTIKAV GTIG EXAKOALOVOES TVPOSOTNOEL.

e T vo emavo@opT®oeTe TO gpyaireio, KPATNOTE GOIKTA TO VEO QOpTio
ENOVOPOPTOGTG 0Tt TIG AUPES YEPLDV, HE TIG TPUTEG TOV GLPPATTIKMV VoL KOLTALovv
TPOG TNV GPVPO. TOV epyareiov. Balte LEGH TO POPTIO ETOVAPOPTOGNG GTO LETAAMKO
XOPo prro&eviog g kaoétag kot whote pe dHvaun Tpog to KATm péypt T0 Qoptio
EMOVOPOPTOGTG KAVEL KALK TN OEGT TOL.

Inpeioon: Ot cuayoveg Tov epyareiov dev Ba Kheloovv £dv popTwBel 0TIC Grayoves Eva
@optio emavaPOpT®ONG oL £xel TuPodotBel N pepikds Tupodotdel, 1 edv dev €xet
TMP®S PopT®BEL 6TIG Glaydves To Poptio emavapdptmonc. Ipénet va ypnoipomombel
KotdAMnko @optio emavapoptmong ywo 10td dogopetikod mdxovs. Omowo @optio
EMOVOPOPTOGTG £xel TUP0odoTNOEl Srabétel Kitptvoug @ONTEG HTPOGTA 0o TV O TOV
GUPPOTTIKAV.

¢ Emavoldpote t Sradikaoio 9opTmons 06eG opE petaoTel

Inueioon: Kade Tpaupikd Zuppontikd yopic Atakdmt omd m Mirus™, kot 1o goptio
EMOVOPOPTOGTS TOL dev Oa Tpémet va enavapoptmBody teplocdtepeg omd 10 popéc.

IPOEIAOIIOIHEEIX KAITIPO®YAAEEIX

o Tpoeyyeipntikn padiobepansio umopei vo 0dnyNnoet 6e aALAYES TOV 16TOD 01 omoieg
pmopei va. kKGvouy 1o mxog Tov 16100 va vIepPaivel TNV evaedelypévn KAILoa YioL
0 emtheypévo péyebog cuppantikov. Idaitepn mpocoyn mpénet va dobei oty

e To T'pappikéd Xvppontikd ywpic Ataxéntn omd ) Mirus™, kot 10 goptio
EMOVOPOPTOCNG TOV deV Dol TPETEL VL YPNGULOTOLOVVTOL GE 16TO oL dev Dempeiton
KOTAAANAOG Y10l ALLHALTOL A0 LOTPO, GOUPMVOL LLE TNV EUTELPIQL.

KINAYNOZX XE NIEPIIITQXH EMANAXPHEIMOIIOTHEHX

To mpoidv mpoopiletor yio pio kot povo xpnomn. Av ypnoiporomBei ToAhEg opég pmopet
va odnyfoetL 6g SlooTovpoduevn pOAVVET/Aoipwén, kot uropet, emiong, vo punv mAnpoi tig
mpobmobéaels yio TNV Tpoopiobeica xprion. I't' avtd to Adyo, avapépetal 6T GNUAVOT
KabAG Kot 6TIg 0dNYieg xpong N 0dnyia yio pic kot povo xprion.

ATIOXTEIPQXH:

To 6mho eival amoOGTEPOUEVO HE OKTIVEG YOUMO KOl 1) ETOVOQOPTOGCT eivat
amooTeEP®UEVT Le afvievo&eidio.

Tpappikd Zvppamticd xopic Axéntn and t Mirus™

Kodikog Mijog Tomog Kegahéc Yyog Yyog | Xpdpo
YPOHHMS 16700 ETAVOPOPTOOTC avoytod | KhewoTod
OUPPAPNS GUPPATLTIKOD|GVPPOTTIKOY
MALS30 Tomkog MLSR30- 3.5 3,5 mm 1,5 mm Myrrks
30mm- |y ovipoe | MLSR30-48 | 48mm | 20mm |Tpicwo
Tomidg MLSR45-3.5 3,5 mm 1,5 mm Mmnhe
MALS4S | 4Smm |y o6 | MLSR45-48 | 48mm | 2.0mm |Tpéowo
Tomiog MLSR60-3.5 3,5mm | 1,5mm Mmhe
MALS60 | 60mm |y vipoe | MLSR60-48 | 48mm | 2.0mm |Hpéowo

Tomwéc | MLSR90-35 | 35mm | LSmm | Mme

MALS90 | 90mm |\ 0 o6e | MLSR90-48 | 48mm | 2.0mm |Mpacwo

Zoppoia OV YPNGILOTOLOVVTOL GTNV ETLCTLOVOT|

Na pnv

Eavaypnot
pomoteiton

IIpocoyn Kotackevaotig

? No Swatnpeiton @ Mny

= L R

CAREFULLY READ ALLINSTRUCTIONS PRIORTO USE.

IMPORTANT

This booklet is designed to assist in using the Mirus™ Linear Stapler
Without Dial. It is not a reference to surgical stapling techniques. Mirus™
Linear Stapler Without Dial is designed, tested and manufactured for single
use only. Please do not reuse, reprocess or resterilize this instrument.
Reuse, reprocessing or re-sterilization of the instrument may result in
functional failure, contamination, patient injury or infection.

DESCRIPTION

The Mirus™ Linear Stapler Without Dial place a double staggered row of
titanium staples and are available in 30 mm, 45 mm, 60 mm and 90 mm
staple line length for use in various applications.

INDICATIONS
The Mirus™ Linear Stapler Without Dial have applications in alimentary
tract, lungs and bronchi for closure and transection of tissue.

CONTRAINDICATIONS

1. The Mirus™ Linear Stapler Without Dial should not be used if surgeon
determines the tissue would not be able to tolerate conventional suture
materials or closure techniques.

2. Tissue thickess should be carefully considered before firing any stapler.
The Mirus™ Linear Stapler Without Dial 30, 45, 60, and 90 mm should not
be used on tissue that will not be easily compressed, or compressed to less
than, the specified compression requirements. Otherwise, closure failure,
tissue trauma, dehiscence tissue tearing and displacement may occur,
and/or hemostasis may not be obtained.

3. The Mirus™ Linear Stapler Without Dial should not be used on tissues
such as liver and spleen, or similar tissue as compressing these tissues may
be destructive.

4. The Mirus™ Linear Stapler Without Dial should not be used when there
are suspicions of remaining cancerous tissue at the cutting edge or severely
damages at the cutting edge.

INSTRUCTIONS FOR USE

1. Slip the instrument jaws around the tissue to be transected or resected.

2. The retaining pin should be advanced and properly seated before closing.
or firing, of the instrument. The pin can be manually advanced by pushing
the white thumb buttons forward or automatically seat as the instrument
jawsare closed.

Caution: Proper seating of the retaining pin in the anvil hole should be
visually confirmed and by feeling each side of the anvil. Pressing the
retaining pin firmly into place will insure proper placement of the retaining
pin. Firing an instrument with a misplaced retaining pin may improperly
form staples, which may lead to leakage or disruption of the staple line.

Note: If the retaining pin is manually seated and the release button is
activated prior to a complete handle squeeze, the pin can only be retracted
manually. In all other situations the pin will retract automatically.

3. Squeeze the handle to approximate the tissue. In pre-clamp position the
handle can be released without returning to its original position to allow for
final positioning of the tissue within the jaws. After the tissue positioning,
continue to squeeze the handle until the instrument is clamped. The handle
will return to the original position.

Caution: Do not squeeze the handle twice unless the tissue is properly
positioned (a second squeeze will fire the staples). The release button (G)
may be used to open the instrument at any point during approximation.

4. To fire the instrument, squeeze the handle a second time until it reaches a
solid stop and locks in the back position. When fully fired, the handle will
remain in the locked position.

Caution: If the instrument handle is partially squeezed during firing then
released, bleeding may occur as the instrument was not fully fired and
staples may not properly form. The release button can be used to option the
instrument at any point during approximation.

» Toremove the fired Reload, grasp the finger pads at the top of the
Reload and pull straight up from the jaws to remove the Reload.

» Priortoreloading the instrument, the Anvil surface should be cleaned
and has no tissue or staples to ensure proper staple formation in
subsequent firings.

» Toreload the instrument, grasp the new Reload at the finger pads, with

«  Mirus™ Linear Stapler Without Dial and Reload should not be used on
the tissue that was considered not to be suitable for suturing by a doctor
according to experience.

RISK OF REUSE

The product is intended to be used single time only. If used multiple time it
may lead to cross contamination / infection, also it may not meet the

staple holes facing the instrument anvil. Insert the Reload into the metal

cartridge housing and push firmly downward until Reload clicks into [Sterilus linijinis siuvimo aparatas

position.

jon for single use only is mentioned on label as

Note: The instrument jaws will not close if a fired or partially fired Reload
is loaded into the jaws, or the Reload is not fully loaded into the jaws. A
proper Reload should be used for the tissue of different thickness. An fired
Reload has yellow pushers presented in the front of the staple slots.

» Repeattheloading procedure as needed.

Note: Each Mirus™ Linear Stapler Without Dial and Reload should only be

Gun is Sterilized by Gamma Radiationhod Met and Reload Sterilized by
ETO Method.

Mirus™ Linear Stapler Without Dial

reloadednomore than 10times.  [4773,4333,4.53, 4.7.3. Automatinis saugumo
mechanizmas neleidzia i$$auti panaudotos arba
pusiau panaudotos kasetés

WARNING AND PRECAUTION
» Preoperative radiotherapy may result in tissue changes that may cause

Code Stapling | Tissue Reloads Open | Close | Color
Line Type Staple | Staple
Length Height | Height
MALS30| 30 mm | Standard | MLSR30-3.5| 3.5mm [1.5mm | Blue
Thick MLSR30-4.8 | 48 mm (2.0 mm | Green
MALS45| 45 mm Standard | MLSR45-3.5| 3.5mm [1.5mm | Blue
Thick MLSR45-4.8 | 4.8mm |2.0 mm | Green
MALS60| 60 mm Standard | MLSR60-3.5 | 3.5mm |1.5mm | Blue
Thick MLSR60-4.8 | 4.8 mm [2.0 mm | Green
MALS90| 90 mm Standard | MLSR90-3.5| 3.5mm |1.5mm | Blue

Thick MLSR90-4.8 | 4.8 mm |2.0 mm | Green

Symbols used on labeling

A Caution ® Do Not Reuse
Y\ Do Not
Keep Dry Resterilize

Manufacturer

LEA DETENIDAMENTE TODAS LAS INSTRUCCIONES PREVIO AL
USO.

IMPORTANTE

Este folleto se ha disefiado para ayudar en el uso de la Grapadora lineal Mirus™ sin
dial. No es una obra de consulta para técnicas de engrapado quirtrgico. La Grapadora
lineal Mirus™ sin dial se ha disefiado, probado y fabricado para un tnico uso. No
vuelva a utilizar, a procesar ni a esterilizar este instrumento. La reutilizacion, el
reprocesamiento o la reiterada esterilizacion del instrumento pueden ocasionar fallos
funcionales, contaminacion, lesiones en los pacientes o infeccion.

DESCRIPCION

La Grapadora lineal Mirus™ sin dial coloca una fila doble-escalonada de grapas de
titanio, las cuales estan disponibles en longitudes de 30 mm, 45 mm, 60 mm y 90 mm
para su uso en varias aplicaciones.

INDICACIONES
La Grapadora lineal Mirus™ sin dial puede utilizarse en cirugias en el aparato
digestivo, los pulmones y los bronquios para el cierre y la transeccion del tejido.

CONTRAINDICACIONES

1. La Grapadora lineal Mirus™ sin dial no debe utilizarse si el cirujano determina
que el tejido no podria tolerar los materiales de sutura o las técnicas de cierre
convencionales.

2. Se debe considerar cuidadosamente el espesor del tejido antes de disparar
cualquier grapadora. La Grapadora lineal Mirus™ sin dial de 30, 45, 60 y 90 mm no
deberia utilizarse en tejidos que no pueden comprimirse facilmente o que estén
comprimidos mas que lo especificado. De lo contrario, pueden ocurrir trauma,
desgarre, dehiscencia desplazamiento o fallas en el cierre del tejido, o puede que no
se obtenga la hemostasia.

3. La Grapadora lineal Mirus™ sin dial no debe utilizarse en tejidos tales como el
higado, bazo o tejido similar, ya que la compresion de estos tejidos puede ser
destructiva.

4. La Grapadora lineal Mirus™ sin dial no deberia utilizarse cuando existen
sospechas de graves dafios o de tejido canceroso restante en el borde de corte.

INSTRUCCIONES PARAELUSO

1. Deslice la mandibula del instrumento alrededor del tejido en el que se realizard la
seccion transversal o lareseccion.

2. Antes de cerrar o disparar el instrumento, el perno de retencion deberia ser
avanzado y fijado correctamente. Se puede hacer avanzar el perno manualmente
presionando los botones laterales blancos hacia adelante, y este se fijara
automaticamente al cerrar la mandibula del instrumento.

Advertencia: La fijacion adecuada del perno de retencion en el hueco del yunque
deberia confirmarse visual y tactilmente en cada lado. Al presionar el perno de
retencion firmemente en su sitio, asegurara su posicionamiento correcto. Utilizar un
instrumento con el perno de retenciéon mal situado puede ocasionar malformacion de
las grapas, lo cual, a su vez, puede causar extravasacion o interrupcion en la linea de
grapas.

Nota: Si el perno de retencion esta fijado manualmente y el botdn de liberacion esta
activado antes de apretar el mango, el perno solo podra retraerse manualmente. En
cualquier otra situacion, el perno se retraera automaticamente.

3. Apriete el mango para hacer que el tejido se aproxime. En la posicion previa a la
sujecion, el mango puede liberarse sin regresar a su posicion original para permitir el
posicionamiento final del tejido en la mandibula. Después de posicionar el tejido,
continte apretando el mango hasta que el instrumento realice la sujecion. El mango
regresara a su posicioninicial.

Advertencia: No apriete el mango dos veces a menos que el tejido esté posicionado
correctamente (un segundo apreton disparara las grapas). El boton de liberacion (G)
puede utilizarse para abrir el instrumento en cualquier momento durante la
aproximacion del tejido.

4. Para disparar el instrumento, apriete el mango una segunda vez hasta que alcance
una parada soélida y se bloquee su posicion inicial. Cuando el instrumento se haya
disparado completamente, el mango permanecera en la posicion de bloqueo.

Advertencia: Presionar parcialmente y luego soltar el mango del instrumento
durante el disparo puede ocasionar sangrado debido a que el instrumento no se haya
disparado completamente por lo que las grapas no se hayan formado correctamente.
El botdn de liberacion puede utilizarse para permitir que el instrumento se ajuste en
cualquier momento durante la aproximacion.

+ Para retirar la recarga usada, tome las almohadillas en la parte superior de la
misma y tirela directamente desde la mandibula.

»  Previo a recargar el instrumento, deberia limpiar la superficie del yunque para
asegurarse de la ausencia de tejido o grapas que puedan impedir la formacion
correcta de las grapas en proximos disparos.

» Pararecargar el instrumento, tome la nueva recarga por las almohadillas, con los
huecos de la grapa orientados hacia el yunque del instrumento. Introduzca la
recarga en el bastidor metélico del cartucho y empuje hacia abajo firmemente
hasta que larecarga se fije en su posicioén con un clic.

Nota: La mandibula del instrumento no cerrara si una recarga usada o parcialmente
usada esta cargada en ella o si la recarga no se ha cargado completamente. La recarga
indicada deberia utilizarse para el tejido de espesor distinto. La recarga usada tiene
empujadores amarillos presentes en la parte delantera de las ranuras de las grapas.

¢ Repitael proceso de recarga las veces que sean necesarias.

Nota: La Grapadora lineal Mirus™ sin dial y las recargas no deberian utilizarse mas
de 10 veces.

ADVERTENCIASY PRECAUCIONES

» Laradioterapia preoperatoria puede ocasionar cambios al tejido, lo cual puede
causar que el espesor del tejido exceda el rango indicado para el tamafio
seleccionado de grapas. Si el paciente ha sido sometido a algun tratamiento
prequirurgico, se debe ser sumamente cuidadoso para seleccionar el tamafio de

.

La Grapadora lineal Mirus™ sin dial y las recargas no deberian utilizarse en
tejidos que no se consideraran adecuados para la sutura segun el criterio del
médico.

RIESGOSASOCIADOS A LAREUTILIZACION

El producto se ha disefiado para un solo uso. El uso repetido puede llevar a la
contaminacion cruzada o infeccion y puede no cumplir el uso previsto. Por esa razon,
la instruccion de uso tnico se menciona en la etiqueta, asi como en las instrucciones
deuso.

ESTERILIZACION:
La pistola esta esterilizada con radiacién gamma, y las recargas, con 6xido de
etileno.

Grapadora lineal Mirus™ sin dial

o Longitud -
Codigo | 4e aglinea Tipo de Recargas Altura de Aléura Color
de tejido gbr‘apa graﬁ;)a
engrapado ablerta cerrada
Normal | MLSR30-3.5| 3,5mm |1,5mm | Azul
MALS30] 30mm | ¢ oeso | MLSR30-4.8 | 4.8mm |2,0mm | Verde
Normal | MLSR45-3.,5 | 3,5mm |1,5mm | Azul
MALS45| 45 mm Grueso | MLSR45-4.8 | 4,8mm |2,0 mm | Verde
Normal | MLSR60-3.5 | 3,5mm |1,5mm | Azul
MALS60| 60 mm Grueso | MLSR60-4.8 | 4,8mm |2,0 mm | Verde
Normal | MLSR90-3.5 | 3,5mm | 1,5mm| Azul
MALS90| 90mm | Grieso | MLSR90-48 | 48 mm | 2.0 mm | Verde

Simbolos utilizados en la etiqueta

f” 5 N(.) v olver a d Fabricante
utilizar
Y No volver a L,
Mantener seco o Fecha de fabricacion
esterilizar
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MIRUS LINE A ARINEN NITOJ A C) Kiinnitystappi G) Vapautuspainike . Varmlsta, ett_a la'lhtte_en l?uat ovat tdysin avoimessa asennossa ja ettd laitteessa, johon sité ei ole suunniteltu aiheuttaa nitojan toimintahéirion AGRAFEUSE LINE AIRE S ANS BOUTON C) Gogp}lle de retenue ) ) G) Bqutop déclencheur d'alignement est intégralement rétractée avant de retirer 'unité de recharge. instrument autre que celui correspondant provoquera son dysfonctionnement. MIRUS TARC SA N ELKULI LIN EARIS C) Rogzitdcsap G) Kioldégomb & el}i soe 0 r?yiigg Li?y; era e;()ll; éy%ﬂr;koz s (})1 oj go; ;g;gli it ()Ofsﬁ pat erﬁl;::relrvisszs(;r; 12:2(;;1 amelyhez az adott patron tervezve lett, gy ez a tliz6gép nem megfeleld
D) Kertakéyttdinen latausyksikkd H) Kahva kohdistustappi on tdysin vetdytynyt ennen uudelleenlatauksen poistamista. D) Unité de chargement a usage unique H) Poignée + Pourretirer une unité de recharge jectée, saisissez les coussinets tactiles sur la partie /7 1 D) Egyszer hasznélatos t5ltSegység H) Fogantyd e s mitkédéséhez vezethet.

ILMAN VALITSINTA

LUE KAIKKI OHJEET HUOLELLISESTI ENNEN KAYTTOA.
TARKEAA

T4mi opas on suunniteltu avustamaan Mirus™ Lineaarinen nitoja ilman valitsinta
kiytossi. Se ei ole kirurgisten nidontamenetelmien opas. Mirus'™ Lineaarinen nitoja
ilman valitsinta on suunniteltu, testattu ja valmistettu kertakayttsiseksi. Ald kayts,
kasittele tai steriloi tdtd vilinettd uudelleen. Viélineen udelleenkdytto,
uudelleenkisittely tai uudelleensterilointi voi johtaa toimintahdiridihin,
saastumiseen, potilaan vammautumiseen tai infektioon.

KUVAUS

Mirus™ Lineaarinen nitoja ilman valitsinta kiyttid porrastettuja kaksirivisi
titaaniniittejd ja niitd on saatavilla 30 mm, 45 mm, 60 mm ja 90 mm niitin pituuksilla
eri kdyttotarkoituksiin.

KAYTTOAIHEET

Mirus™ Lineaarinen nitoja ilman valitsinta voidaan kayttis runansulatuskanavassa,
keuhkoissaja keuhkoputkessa olevan kudoksen sulkemiseen ja katkaisemiseen.

VASTA-AIHEET

1. Mirus™ Lineaarinen nitoja ilman valitsinta ei saa kdyttid jos kirurgi pattid, ettd
kudos ei voi sietdd tavanomaisia haavanompeluaineita ja sulkemistekniikoita.

2. Kudoksen paksuus on arvioitava huolellisesti ennen niitin ampumista. The
Mirus™ Lineaarinen nitoja ilman valitsinta 30, 45, 60 ja 90 mm niittia ei tule kayttia
kudoksessa, joka ei puristu vaivattomasti tai puristuu vihemmén kuin méaéritetty
puristusvaatimus. Muutoin voi tapahtua sulkemisvirhe, kudosvaurio, avautumisen
aiheuttama kudoksen repedminen ja védra sijoittuminen, ja/tai hemostaasia ei voida
saavuttaa.

3. Mirus™ Lineaarinen nitoja ilman valitsinta ei saa kéyttid kudosten, kuten maksan
ja pernan tai vastaavan puristamiseen, silld ndiden kudosten puristamisella voi olla
tuhoisia seurauksia.

KAYTTOOHJEET
1. Liu'uta laitteen leuat katkaistavan tai resektoitavan kudoksen ympdrille.

2. Kiinnitystappi on vietdva ja asetettava kunnolla paikalleen ennen sulkemista tai
laitteen ampumista. Tappi voidaan viedd manuaalisesti tyontimalld valkoisia
peukalopainikkeita eteenpdin tai asetettava automaattisesti paikalleen laitteen
leukojen sulkeutuessa.

Varoitus: Kiinnitystapin istuvuus alasimen reiéssd on varmistettava tarkistamalla
visuaalisesti ja tunnustelemalla alasimen molemmilta puolilta. Kiinnitystapin
paikalleen painaminen varmistaa kiinnitystapin oikean sijainnin. Laitteen
ampuminen kiinnitystapin ollessa véirin sijoitettuna voi aiheuttaa niittien
epamuodostumisen, joka voi johtaa niittauslinjan vuotoon tai keskeytymiseen.

Huomautus: Tappi voidaan vetdd ainoastaan manuaalisesti, jos kiinnitystappi on
asetettu paikalleen manuaalisesti ja vapautuspainike aktivoidaan ennen kokonaista
kahvan puristamista. Kaikissa muissa tilanteissa tappi vetiytyy automaattisesti.

3. Purista kahvaa kudoksen ldhentimiseksi. Kiinnittdmistd edeltédvissd asennossa
kahva voidaan vapauttaa ilman alkuperdiseen asentoon palaamista, jotta kudos
voidaan sijoittaa lopulliselle paikalleen leukojen sisélld. Kudoksen asettamisen
jilkeen jatka kahvan painamista, kunnes laite on kiinnitetty. Kahva palaa
automaattisesti alkuperdiseen asentoon.

Varoitus: Al purista kahvasta kahdesti, ellei kudos ole oikein sijoittunut (toinen
puristaminen ampuu niitit. Vapautuspainiketta (G) voidaan kayttdd laitteen
avaamiseen missé tahansa kiinnitysvaiheessa.

4. Ammu laitteella painamalla kahvaa toisen kerran, kunnes se pysdhtyy tdysin ja
lukittautuu taka-asentoon. Kahva pysyy lukitussa asennossa ampumisen jalkeen.

Varoitus: Vuotoa voi tapahtua, jos laitteen kahvaa puristetaan osittain ampumisen
aikana ja vapautetaan tdmin jilkeen, silld laitteen ampuminen ei ollut tdydellinen ja
niitit eivét vélttdimattd muodostuneet oikein. Vapautuspainiketta voidaan kayttad
laitteen avaamiseen missé tahansa kiinnitysvaiheessa.

* Ammutun uudelleenlatauksen poistamiseksi tartu uudelleenlatauksen péalla
oleviin sormityynyihinja vedi leuoista suoraan ylgspiin,, jolloin uudelleenlataus
voidaan poistaa.

¢ Alasimen pinta on puhdistettava ennen laitteen uudelleenlataamista ja
varmistettava, ettei siind ole kudosta tai niittejd, jotta varmistutaan seuraavana
ammuttavien niittien asianmukaisesta muodostumisesta.

« Tartu uuteen sormityynyisséd olevaan uudelleenlataukseen niin, ettd niitin reidt
ovat laitteen alasinta kohden. Aseta uudelleenlataus metalliseen kasettikoteloon
japaina voimakkaasti alaspdin, kunnes uudelleenlataus napsahtaa paikalleen.

Huomautus: Laitteen leuat eivit sulkeudu, jos ammuttu tai osittain ammuttu
uudelleenlataus on ladattu leukoihin tai mikéli uudelleenlataus ei ole tdysin ladattu
leukoihin. Asianmukaista uudelleenlatausta on kiytettiva eri paksuisessa
kudoksessa. Ammutussa uudelleenlatauksessa on keltaiset tyontdjét niittikolojen
edessi.

¢ Toistalataustoimenpide tarvittaessa.

Huomautus: Jokainen Mirus' Lineaarinen nitoja ilman valitsinta ja uudelleenlataus
voidaan ladata uudelleen ainoastaan 10 kertaa.

+  Mirus™ Lineaarinen nitoja ilman valitsinta ja uudelleenlatausta ei saa kiyttdd
kudoksessa, joka ei lddkéarin kokemuksen mukaan sovellu ommeltavaksi.

UUDELLEENKAYTON RISKIT

Tuote on tarkoitettu kiytettdviksi ainoastaan yhden kerran. Jos tuotetta kiytetdan
useita kertoja tdmad voi johtaa ristikontaminaatioon / infektioon, eikd se ehka taytd
aiottua kayttotarkoitusta. Tdméan vuoksi kertakdytt6isyys mainitaan merkinnoissd ja
kayttooppaassa erikseen.

STERILOINTI:
Laite on steriloitu gammaséteilylld ja lataus etyleenioksidilla.

Mirus™ Lineaarinen nitoja ilman valitsinta

Koodi | Niittirivin | Kudos Niittikasetit | Avoimen | Suljetun | Viri
pituus Tyyppi niitin niitin
korkeus | korkeus

Standardi | MLSR30- 3.5 3,5mm | 1,5mm | Sininen

MALS30 | 30 mm Paksu | MLSR30-48 | 48mm |20mm | Vihred

Standardi MLSR45-3.5 35mm | 1,5mm | Sininen

MALS45| 45 mm Paksu | MLSR45-48 | 48mm |20mm | Vihred

Standardi MLSR60-3.5 3,5 mm 1,5mm | Sininen

MALS60 | 60 mm Paksu | MLSR60-48 | 48mm |20mm | Vihred

Standardi MLSR90-3.5 3,5mm | 1,5mm | Sininen

MALS90 | 90mm | “p 0™ | MLSR9048 | 48mm | 2.0mm | Vihred

Merkinnéssa kaytetyt symbolit

MIRUS™

LISEZ SOIGNEUSEMENT TOUTES LES INSTRUCTIONS AVANT
UTILISATION.

IMPORTANT

Cette notice est destinée a vous aider dans l'utilisation de I'Agrafeuse linéaire sans bouton
Mirus™. Elle ne constitue pas une référence en matiére de techniques d'agrafage
. . f I s M 5 sz
chirurgical. L'Agrafeuse linéaire sans bouton Mirus " est congue, testée et fabriquée pour
un usage unique. Ne la réutilisez, retraitez ou restérilisez pas, car cela peut provoquer son
dysfonctionnement, sa contamination, des blessures ou des infections chez le patient.

DESCRIPTION

L'Agrafeuse linéaire sans bouton Mirus™ implante une double rangée en quinconce
d'agrafes en titane. Elle est congue pour des agrafes de 30 mm, 45 mm, 60 mm et 90 mm de
long et utilisée dans diverses applications.

INDICATIONS

L'Agrafeuse linéaire sans bouton Mirus™ est indiquée pour la fermeture et la section des
tissus en chirurgie du tube digestif, des poumons et des bronches.

CONTRE-INDICATIONS

1. L'Agrafeuse linéaire sans bouton Mirus™ est contre-indiquée si le chirurgien estime que
les tissus ne pourront pas tolérer les matériaux de suture ou les techniques de fermeture
classiques.

2. L'épaisseur des tissus doit étre soigneusement examinée avant 1'éjection des agrafes.
L'Agrafeuse linéaire sans bouton Mirus™ 30, 45, 60, et 90 mm est contre-indiquée sur des
tissus non facilement compressibles ou qui ne peuvent pas étre comprimés en dega des
niveaux de compression spécifiés. Sinon, pourraient s'ensuivre une absence de fermeture,
un traumatisme des tissus, un déchirement et un déplacement des tissus déhiscents, et/ou
une absence d'hémostase.

3. L'Agrafeuse linéaire sans bouton Mirus™ est contre-indiquée sur les tissus des organes
tels que le foie et la rate ou les tissus assimilés, car leur compression peut avoir des effets
destructeurs.

MODE D'EMPLOI
1. Faites glisser les machoires de I'instrument sur les tissus a sectionner ou a réséquer.

2. Assurez-vous que la goupille de retenue est avancée et correctement positionnée avant
de fermer ou d'actionner I'instrument. Vous pouvez avancer la goupille manuellement en
poussant les boutons-poussoirs vers l'avant. Elle peut également se positionner
automatiquement a la fermeture des machoires de l'instrument.

Mise en garde : Vous devez vérifier de visu et en touchant chaque c6té de I'enclume que la
goupille de retenue est bien positionnée dans l'orifice de 1'enclume. Appuyez fermement
sur la goupille pour la loger et vous assurer qu'elle est correctement positionnée. Actionner
une agrafeuse dont la goupille de retenue est mal placée peut provoquer la malformation
des agrafes, avec pour conséquence éventuelle des fuites ou l'interruption de la ligne
d'agrafage.

Remarque : Si vous avez positionné manuellement la goupille de retenue et activé le
bouton déclencheur avant de presser la poignée a fond, vous devrez rétracter la goupille
manuellement. Dans tous les autres cas de figure, la goupille se rétractera
automatiquement.

3. Serrez la poignée pour rapprocher les tissus. En position de préclampage, vous pouvez
relacher la poignée sans qu'elle retourne a sa position initiale, en vue du positionnement
final des tissus a l'intérieur des machoires. Apres ce positionnement des tissus, continuez
de presser la poignée jusqu'a ce que l'instrument soit clampé. La poignée retournera
automatiquement dans sa position initiale.

Mise en garde : Ne pressez la poignée deux fois que si les tissus sont bien positionnés (une
deuxieme pression éjectera les agrafes). Vous pouvez a n'importe quel moment du
rapprochement des tissus ouvrir I'instrument a I'aide du bouton déclencheur (G).

4. Pour éjecter des agrafes, pressez la poignée a nouveau jusqu'a ce que vous rencontriez
une solide résistance et que l'agrafeuse se verrouille en position arriere. A la fin de
I'éjection, la poignée restera en position verrouillée.

Mise en garde : Si pendant I'éjection vous ne serrez pas a fond la poignée de I'instrument et
que vous la relachiez, il pourrait s'ensuivre un saignement en raison de I'éjection
incomplete, et une malformation des agrafes. Vous pouvez a n'importe quel moment du
rapprochement des tissus ouvrir l'instrument a 1'aide du bouton déclencheur.

supérieure de l'unité et tirez verticalement depuis les machoires.

*  Avant de recharger l'agrafeuse, prenez soin de nettoyer la surface de l'enclume et de
vérifier qu'elle est débarrassée de tout tissu ou agrafe, en vue d'un agrafage approprié
lors des prochaines éjections.

*  Pour recharger l'agrafeuse, saisissez la nouvelle unité de recharge au niveau des
coussinets tactiles, les trous d'agrafes orientés vers l'enclume. Insérez l'unité de
recharge dans le logement de cartouche métallique et appuyez fermement vers le bas
jusqu'a ce que vous entendiez un clic.

Remarque : Les machoires de I'agrafeuse ne se fermeront pas si une recharge éjectée
en tout ou partie y est logée ou si une recharge n'est pas entierement chargée dans ces
machoires. Des unités de recharge appropriées doivent étre utilisées pour chaque
épaisseur de tissu. Une unité de recharge vide pointe les poussoirs jaunes a l'avant des
orifices pour agrafes.

*  Répétez la procédure de chargement en cas de besoin.
Remarque : L'aAgrafeuse linéaire sans bouton Mirus™ et I'unité de recharge peuvent

étre
rechargées au plus 10 fois.

«  Les Agrafeuse linéaire sans bouton Mirus"™ et les unités de recharge ne doivent pas
étre utilisées sur des tissus qu'un médecin, s'appuyant sur son expérience, juge
inappropriés a la suture.

RISQUES LIES A LAREUTILISATION

Ce produit est destiné a un usage unique. Toute réutilisation peut occasionner une
contamination/infection croisée, susceptible d'empécher le produit de répondre a
l'utilisation prévue. En conséquence, l'instruction relative a l'usage unique figure sur
1'étiquette et le mode d'emploi.

STERILISATION:

Cette agrafeuse est stérilisée par la méthode de rayonnement gamma et les recharges par la
méthode ETO.

Agrafeuse linéaire sans bouton Mirus™

Code Agrafage|  Type de Recharges Ouvrir | Fermer | Couleur
Rangée tissu Agrafe | Agrafe
Longueur Hauteur | Hauteur
Epaisseur | MLSR30-3.5 | 3,5mm |1,5mm | Bleu
MALS30 | 30mm | Sangard | MLSR30-48 | 48mm |2.0mm | Vert
Epaisseur MLSR45-3.5 3,5mm | 1,5mm Bleu
MALS4S | 45mm | giondard | MLSR45-4.8 | 4.8mm |2.0mm | Vert
Epaisseur MLSR60-3.5 3,5mm | 1,5 mm Bleu
MALSG60 | 60mm | giandard | MLSR60-48 48mm |2,0mm | Vert
Epaisseur | MLSR90-3.5 | 3,5mm | 1,Smm | Bleu
MALSS0 | 90 mm Standard | MLSR90-4.8 | 48mm |2,0mm | Vert

Symboles utilisés sur les étiquettes

A Prudence ® Ne pas réutiliser d Fabriquant

A TERMEK HASZNALATA ELOTT FIGYELMESEN OLVASSA ELAZ
UTMUTATOT!

FONTOS

A tajékoztaté a Mirus™ tarcsa nélkiili linedris t{iz6 hasznélatinak megkénnyitése
céljabol késziilt. A tajékoztatd nem tekinthetd a sebészi tlizési technikakra vonatkozo
referenciaanyagnak! A Mirus™ tércsa nélkiili linedris tiizé kizdrolag egyszeri
felhasznalasra tervezték, tesztelték és gyartottak. Tilos az eszkozt jrahasznalni,
feltjitani vagy Ujrasterilizalni! Az eszk6z ujboli hasznalata, Gjrafeldolgozasa vagy
Ujrasterilizaldsa ronthatja az eszk6z funkcionalitdsat, annak szennyezOdéséhez, a
beteg sériiléséhez vagy megfertdz6déséhez vezethet!

LEIRAS
A Mirus™ tarcsa nélkiili linearis t{izd dupla eltolt sorban elrendezett titan kapcsokat

helyez el. A kapcsok 30 mm, 45 mm, 60 mm és 90 mm kapocssor-hosszban érhetok el,
az egyes felhasznalasoknak megfeleléen.

HASZNALATI JAVALLATOK

AMirus™ tarcsa nélkiili linearis t{iz6 a tipcsatorna, a tiidd és a horgdk vonatkozasaban
aszovetegyesitéssel és a szovetek atvagasaval kapcsolatos munkak céljara hasznalhatd
fel.

ELLENJAVALLATOK

1.AMirus™ tércsa nélkiili linearis tiizd ne hasznalja, ha a sebész megallapitasa alapjan
a szovet nem viseli el a hagyomanyos sebészeti varréanyagokat vagy sebészeti
szovetegyesitési technikakat!

2. A tiiz6gép hasznélata el6tt tekintetbe kell venni a szovetvastagsagot. A Mirus™

tarcsa nélkiili linedris tiz6 30, 45, 60 és 90 mm-es kapoccsal miitkodo véltozatat nem
szabad olyan szoveten hasznalni, amelyet nem lehet konnyen §sszenyomni, vagy
amelyet nem lehet a megadott 6sszenyomasi értékeknél jobban dsszenyomni. Ha nem
igy jarnak el, az nem megfeleld zarodassal, szovettraumaval, szovetszétvalassal,
szovetszakadassal és szoveti elmozdulassal jarhat, és/vagy nem kovetkezik be a
hemosztazis.

FELHASZNALASI UTMUTATO
1. Csusztassa a miiszer szoritopofait a felvagni vagy eltavolitani kivant szovet koré!

2. A miiszer §sszezarasa vagy kioldasa el6tt a rogzitocsapnak ki kell emelkednie és
megfelelden kell elhelyezkednie. A fehér nyomdégombok elbretolasaval a csapot
kézzel is ki lehet emelni, illetve automatikusan is megtorténik a csap megfeleld
kiemelése a miiszer szoritopofainak dsszezarodasakor.

Figyelem! A rogzitécsapnak az iitkozOben torténd megfeleld elhelyezkedésérol
vizualisan és az iitk6z6 mindkét oldalanak kitapogatasaval is meg kell gy6z6dni. A
rogzitéesap megfeleld elhelyezkedésérdl ugy lehet gondoskodni, ha hatarozottan a
helyére nyomjuk. Ha a miiszer kioldasakor a rogzitdkapocs nem megfelelden
helyezkedik el, akkor a kapcsok formalddasa vélhetéleg nem lesz megfeleld, ami
szivargashoz vagy a kapocssor tekintetében hianyzé kapcsokhoz vezet.

Megjegyzés: ha a rogzitdcsapot manualisan helyezik el és a kioldogombot a kézzel
valo teljes Gsszenyomas eldtt nyomjak meg, akkor a csapot csak manudlisan lehet
visszahtizni. A csap minden mas esetben automatikusan visszahuzodik.

3. Amikor a szovetet az eszk6zzel megkozeliti, szoritsa meg a fogantyut! A teljes
Osszeszoritas eldtti helyzetben a fogantyut anélkiil lehet elengedni, hogy az visszatérne
az eredeti helyzetébe, ami lehetdvé teszi, hogy a szdvetet a szoritopofak kozott utdlag
még pozicionalni lehessen. A szovet pozicionaldsa utan nyomja még tovabb a
fogantyut, egészen addig, amig a miiszer teljesen dssze nem szorul. A fogantyt ezutan
visszatér az eredeti allasba.

Figyelem! Csak akkor szoritsa dssze kétszer a fogantyut, ha a szovet pozicionalasa
megfeleld (a masodik §sszeszoritas kilovi a kapcsokat). Az eszkdznek a szovethez vald
kozelitése soran a kioldogombot (G) barmikor hasznalhatja a miiszer kinyitasara.

4. A miszer kioldasahoz szoritsa 9ssze masodjara is a fogantyut, amig az egy adott
ponton meg nem all, és rogzitett helyzetbe nem kertil. Teljes kioldas esetén a fogantyt a
rogzitett helyzetben marad.

Figyelem! Ha a miiszer fogantyujat a kioldds soran csak részben szoritjak dssze és ugy
engedik el, akkor vérzés 1éphet fel, mivel a miiszer nem volt teljesen kioldva, és a
kapcsok formalddasa esetleg nem volt megfeleld. Az eszkdznek a szovethez vald

* A kioldott patron eltdvolitdséhoz a patront — az annak tetején elhelyezkedd
ujjrésznél fogva—huzzaki egyenesen a szoritopofak koziil.

* A miszer Gjratdltése elétt az iitk6z6 feliiletét meg kell tisztitani. Ezen a feliileten
nem lehetnek szovetdarabok vagy kapcsok, mert csak igy lehet biztositani a
megfeleld kapocsformalodast a késobbi kioldasok soran.

* A miszer Gjratltéséhez fogja meg a patront az ujjrésznél gy, hogy a
kapocslyukak a miszer iitkozéje felé nézzenek! Illessze a patront a fém
patronhazba és nyomja hatarozottan lefelé, amig a patron a helyére nem kattan!

Megjegyzés: a miiszer szoritopofai nem zarodnak §ssze, ha egy kioldott vagy részben

kioldott patront tolt a szoritopofakba, vagy ha a patron nincs teljesen betoltve a
szoritopofakba. Kiilonboz6 vastagsagu szovetek esetében az azoknak megfeleld
patront kell hasznalni. Ha kifogyott a patron, akkor a kapcsok helyett sarga
nyomolapkakat Iehet 1atni a kapocsnyilasokban.

»  Sziikség szerintismételje meg a betsltési eljarast!

Megjegyzés: minden Mirus™

alkalommal lehet Gjratélteni.

tarcsa nélkdli linedris tizé és patront maximum 10

« A Mirus™ tdrcsa nélkiili lineris t{iz és patront nem szabad olyan szdveten
hasznalni, amely az orvos tapasztalata alapjan nem alkalmas a varratok
befogadasara.

AZUJRAFELHASZNALAS KOCKAZATA

A termék kizarolag egyetlen alkalommal hasznalhaté! Tobbszords felhasznalasa
keresztfertdzodéshez / fertézéshez vezethet, tovabba ily modon a termék nem fejti ki a
kivant hatast! Az egyszeri felhasznalasra vonatkozo utasitds a termékcimkén és a
hasznalati itmutaton is feltiintetésre keriilt.

STERILIZALAS:

Apisztoly gamma sugarzasos modszerrel, a toltet ETO mddszerrel lett sterilizalva.

Mirus™ tarcsa nélkiili linearis tiz6é

Tiizokapcsold|  Szovet Utantolték Nyitott Zart Szin
Kod sor tipusa Kapocs Kapocs
Hossz Magassag | Magassag

Normal MLSR30- 3.5 3,5mm |1,5mm Kék

MALS30 | 30 mm Vastag | MLSR30-48 | 48mm [20mm | Zold

Normal MLSR45-3.5 3,5mm |1,5mm Kék

MALS45 | 4
5 mm Vastag | MLSR45-4.8 48mm [20mm | Zsld

Norméal | MLSR60-3.5 35mm |1,5mm | Kék

MALS60 | 60 mm Vastag | MLSR60-48 | 48mm |20mm | Zold

Normal MLSR90-3.5 3,5mm | 1,5mm Kék

MALS90 | 90 mm
Vastag MLSR90-4.8 48mm |2,0 mm Zold
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11 presente opuscolo ¢ stato creato per assistere nell'uso della Cucitrice Lineare
Mirus™ (senza quadrante) . Non serve da riferimento per le tecniche per suture
chirurgiche. La Cucitrice Lineare Mirus™ (senza quadrante) ¢ stata progettata,
collaudata e prodotta esclusivamente monouso. Non riutilizzare, ritrattare o
risterilizzare questo strumento. Il riutilizzo, il ritrattamento o la risterilizzazione
dello strumento possono causare guasti funzionali, contaminazione, lesioni o
infezioni al paziente.

DESCRIZIONE

La Cucitrice Lineare Mirus™ (senza quadrante) appone una doppia fila sfalsata di
clip in titanio e la lunghezza del punto disponibile ¢ di 30 mm, 45 mm, 60 mm e 90
mm per uso in diverse applicazioni.

INDICAZIONI

La Cucitrice Lineare Mirus™ (senza quadrante) ha applicazioni nel tubo digerente,
nei polmoni e nei bronchi per la chiusura e la transazione del tessuto.

CONTROINDICAZIONI

1. La Cucitrice Lineare Mirus™ (senza quadrante) non deve essere usata se il
chirurgo determina che il tessuto non sarebbe in grado di tollerare materiali di sutura
otecniche di chiusura tradizionali.

2. Prima di suturare deve essere attentamente valutato lo spessore dei tessuti. La
Cucitrice Lineare Mirus" (senza quadrante) da 30,45, 60, e 90 mm non deve essere
utilizzata suun tessuto che non facile da comprimere o che comunque non presenta i
requisiti di compressione specifici. In caso contrario, possono verificarsi delle
difficolta a chiudere il punto, delle lesioni dei tessuti, deiscenza, lacerazione e
spostamento dei tessuti e/o puo essere difficile ottenere 1'emostasi.

3. La Cucitrice Lineare Mirus™ (senza quadrante) non deve essere utilizzata sui
tessuti come fegato e milza o simili in quanto comprimere questi tessuti potrebbe
essere dannoso.

4. La Cucitrice Lineare Mirus™ (senza quadrante) non deve essere utilizzata quando
ci sono sospetti di resti di tessuto canceroso sul bordo della sezione o di gravi danni
sul bordo della sezione.

5. La Cucitrice Lineare Mirus™ (senza quadrante) deve essere utilizzata su pazienti
affetti da edema del tratto alimentare, con uno spessore eccessivo dello strato
muscolare, o con difficolta di guarigione.

RAPPRESENTAZIONE SCHEMATICA

Figura 1

2. 1l perno di sicurezza deve essere fatto avanzare e inserito correttamente prima di
chiudere o far sparare lo strumento. Il perno puo essere fatto avanzare manualmente
premendo i tasti bianchi azionabili con il pollice in avanti o automaticamente poiché
le ganasce dello strumento sono chiuse.

Attenzione: Il corretto posizionamento del perno di sicurezza nel foro dell'incudine
deve essere confermato visivamente e sentendo ogni lato dell'incudine. Spingere il
perno di sicurezza saldamente in posizione assicurera il corretto posizionamento del
perno di sicurezza. Far sparare uno strumento con un perno di sicurezza non
posizionato nel modo corretto puo dare origine a dei punti non eseguiti
correttamente, cosa che puo portare a perdite o cedimento della linea di sutura.

Nota: Se il perno di sicurezza viene posizionato manualmente e il pulsante di sblocco
viene attivato prima che l'impugnatura venga azionata completamente, il perno puo
essere retratto solo manualmente. In tutte le altre situazioni, il perno si ritrarra
automaticamente.

3. Azionare l'impugnatura per avvicinarsi al tessuto. In posizione di pre-clamp
l'impugnatura puo essere rilasciata senza ritornare alla sua posizione originale per
permettere il posizionamento finale del tessuto all'interno delle ganasce. Dopo il
posizionamento del tessuto, continuare a stringere 1'impugnatura finché lo strumento
non viene serrato. L'impugnatura tornera nella posizione originale.

Attenzione: Non esercitare pressione sull'impugnatura due volte a meno che il
tessuto non sia posizionato correttamente (una seconda stretta sparera i punti). Il
pulsante di rilascio (G) puo essere utilizzato per aprire lo strumento in qualsiasi
momento durante l'approssimazione.

4. Per far sparare lo strumento, esercitare pressione sull'impugnatura una seconda
volta fino a quando non si ferma e si blocca in posizione arretrata. Dopo aver sparato,
l'impugnatura rimane nella posizione di blocco.

Attenzione: Se 'impugnatura dello strumento viene stretta in parte durante lo sparo,
puo verificarsi un sanguinamento poiché lo strumento non ha sparato completamente
e i punti possono non formarsi correttamente. Il pulsante di rilascio puo essere
utilizzato per bloccare lo strumento in qualsiasi momento durante I'approssimazione.

5. Prima di aprire lo strumento che ha sparato completamente e nella posizione di
sparo, il bordo della cartuccia puo essere utilizzato come guida per il taglio durante la
resezione del tessuto.

6. Premere il pulsante di rilascio per aprire le ganasce e sbloccare I'impugnatura. 11
perno di allineamento si ritrae automaticamente.

Nota: Ispezionare sempre la linea di sutura per l'emostasi dopo aver rimosso lo
strumento. Le suture manuali o I'elettrocauterizzazione possono essere utilizzate per
controllare un sanguinamento lieve.

formazione della linea di sutura negli spari successivi.

+  Perricaricare lo strumento, afferrare la nuova Ricarica con i polpastrelli, con i
fori della linea di sutura di fronte all'incudine dello strumento. Inserire la ricarica
nell'alloggiamento metallico della cartuccia e spingere con forza verso il basso
fino a quando la Ricarica non scatta in posizione.

Nota: Le ganasce dello strumento non si chiudono se nelle ganasce ¢ stata caricata
una Ricarica che ha sparato completamente o in parte, o se la Ricarica non ¢ caricata
completamente nelle ganasce. Per il tessuto di diversi spessori deve essere usata una
Ricarica idonea. Una Ricarica che ha sparato ha dei pulsanti gialli nella parte
anteriore delle fessure dei punti.

» Ripetere la procedura di caricamento, se necessario.

Nota: Ogni Cucitrice Lineare Mirus™ (senza quadrante) e ogni Ricarica devono
essere ricaricate non piu di 10 volte.

AVVERTENZE E PRECAUZIONI

+ La radioterapia preoperatoria puod causare dei cambiamenti del tessuto che
possono far si che lo spessore del tessuto superi l'intervallo indicato per la
dimensione selezionata del punto. Attente valutazioni devono essere fornite per
qualsiasi trattamento pre-chirurgico a cui il paziente puo essere stato sottoposto
e la relativa scelta della dimensione del punto. La scelta della dimensione del
punto puo variare a seconda del trattamento pre-chirurgio dei pazienti.

*  Ogni componente presente nella confezione deve essere utilizzato nel modo
indicato.

+ Le Cucitrice Lineare Mirus™ (senza quadrante) sono fornite sterili e sono
destinate a un impiego multiplo nel corso di una procedura unica. DOPO L'USO
SMALTIRE COME RIFIUTO SANITARIO. NON RISTERILIZZARE.

» LaRicarica viene fornita STERILE e puo essere utilizzata per un'UNICA
procedura. DOPO L'USO SMALTIRE COME RIFIUTO SANITARIO. NON
RISTERILIZZARE.

11 prodotto ¢ monouso. Se utilizzato piu volte puo portare a una contaminazione
incrociata/infezione, oltre a non poter soddisfare la destinazione d'uso. Le istruzioni
per il monouso sono menzionate solo sull'etichetta e sul Foglietto illustrativo.

STERILIZZAZIONE:

La pistola ¢ sterilizzata a raggi gamma e la ricarica ¢ sterilizzata con il metodo
ETO.

Cucitrice Lineare Mirus™ (senza quadrante)

Codice | Lunghezza|  Tipo di Caricatori Altezza del [Altezza dell Colore
Linea tessuto Punto Punto
Sutura Aperto Chiuso
Standard | MLSR30-3.5 | 3,5mm | 15mm | Bl
MALS30 | 30 mm Spessore | MLSR30-4.8 | 48mm |2,0mm | Verde
Standard MLSR45-3.5 3,5mm | 1,5mm Blu
MALS45 | 45 mm Spessore | MLSR45-4.8 | 48mm |20mm | Verde
Standard MLSR60-3.5 3,5 mm 1,5 mm Blu
MALS60 60 mm Spessore MLSR60-4.8 4,8mm | 2,0 mm Verde
Standard MLSR90-3.5 3,5 mm 1,5 mm Blu
MALS90 | 50 mm Spessore | MLSR90-4.8 | 48mm |20mm | Verde

Simboli utilizzati nell'etichettatura
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