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Instructions for Use

Multiscopes

Item numbers:  10-0417-00, 10-0424-00, 10-0649-00, 10-0659-00
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Instructions for Use
Multiscope and Multiscope Instruments asap

address: Stockmatten 19

Manufacturer’s asap endoscopic products GmbH
u 79224 Umkirch, Germany

Safety information

f WARNING
Indicates a potentially hazardous situation which, if not avoided, could result in death or serious injury
f CAUTION
Indicates a potentially hazardous situation which, if not avoided, could result in minor or moderate injury
Warranty:

We provide a full warranty for production and quality defects. In the case of apparent defects due to production errors or the use of faulty materials,
the devices will be repaired or replaced free of charge.

The warranty does not cover damage caused by incorrect handling such as mechanical interference, dropping, overloading, etc. Any repairs carried
out by unauthorised persons will invalidate all warranty claims.

We recommend always keeping a spare endoscope and spare instruments on hand during all endoscopic interventions. This reduces the risk of
problems occurring during the surgical procedure and also prevents potential mistakes.

Applied standards and directives:

These endoscopes comply with Directive 93/42/EEC Class lla. Class lla devices are additionally marked with the identification number of the notified
body:

0124 = DEKRA
(€3 Handwerkstrasse 15
0124 70565 Stuttgart
Germany
Multiscope The asap multiscope is a precision optical device for visualising the inside of the body, and is designed for use in

minimally invasive, endoscopic surgical procedures. It is an angled, rigid endoscope with a working channel and
several irrigation options. Figure: Version 10-0649-00.

(1) Optical surface at the distal end

(2) Endoscope sheath

(3) Storz/Olympus light post adapter, below that: Wolf light post adapter, below that: ACMI light port
(4) Suction/irrigation ports

®

Eyepiece
Versions 10-0417-00 Sheath: dia. 7.0 mm, | = 177.0 mm, 30°;
(Li-ht 0;1 45°) 1x working channel: dia. 4.1 mm, | = 256.0 mm with sealing cap / silicone;
gntp 2x suction/irrigation channel: dia. 1.5 mm | = irrigation channel approx. 248 mm
10-0424-00 Sheath: dia. 6.3 mm, | = 193 mm, 30°; 1x working channel: dia. 3.7 mm; | =
(Light port 45°) 261.5 mm with sealing cap; 2x suction/irrigation channel: dia. =1.5mm
10-0649-00 Sheath: dia. 5.9 x 4.5 mm oval, | = 205.0 mm, 20°; 1x working channel: dia. 3.1
- e mm; | = 269.0 mm with sealing cap / silicone, 2x suction/irrigation channel: dia.
(Light port 90°)
1.1mm
10-0659-00 Sheath: dia. 5.9 x 4.5 mm oval, | = 125.0 mm, 20°; 1x working channel: dia. 3.1
. e mm; | = 189 mm with sealing cap / silicone; 2x suction/irrigation channel: dia.
(Light port 90°)
1.1mm
Multiscope markings N (and number) = Serial number

CE 0124

Developed, manufactured and tested according to the requirements of
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Instructions for Use
Multiscope and Multiscope Instruments

AsAP

Directive 93/42/EEC Annex Il
autoclave 134°C/273°F = Can be steam sterilised at 134°C or 273°F
HD = HD-ready
20°/30° = Angle of view
Colour coding on the light port = Angle of view: black = 20°, red = 30°
asap = Manufacturer

The designation with the main specifications and the manufacturer's address are also stated on the packaging label.

Multiscope accessories

Standard accessories

« Storz/Olympus, Wolf light post adapter

« Cleaning brush 26-2013-00 and 26-2017-00 for irrigation channel (see “Spare parts”)

« Cleaning brush 26-2033-00, 26-2040-00 and 26-2045-00 for working channel (see “Spare parts”)
Non-standard accessories:

« CCD camera and TV adapter

« Light source, cold light cable, various adapters

« Suction/irrigation pumps and accessories

« Various instruments, working sleeves, dilators

« Sterilisation trays, containers

Multiscope instruments

Puncture needle
29-0010-00

Guide wire
29-0128-00

Dilators J
29-0210-00

(compatible with 10-0417-00)
29-0217-00

(compatible with 10-0424-00)
29-0218-00

(compatible with 10-0417-00)
29-0221-00

(compatible with 10-0649-00
and 10-0659-00)
29-9986-00

(compatible with 10-0424-00)
29-9990-00

(compatible with 10-0424-00)

Mallet
29-1080-00
(compatible with 10-0417-00)

Impactor
29-1081-00
(compatible with 10-0417-00)

Working sleeve
29-0201-00 - . N——
29-0204-00 =
(compatible with 10-0417-00)
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Instructions for Use
Multiscope and Multiscope Instruments

\

AsAP

Trephine drill
29-1031-00
29-1032-00
29-1033-00
29-1035-00

Facet rasp
29-1028-00
29-1029-00 / 29-1059-00
29-1057-00/29-1057-00
29-1030-00 / 29-1060-00

—_—

Dissector
29-1022-00

Palpation & irrigation
probe
29-0301-00

Endoscopic Kerrison

rongeur
29-2020-00 to 29-2025-00 /
29-1920-00 to 29-1925-00 /
29-1930-00 to 29-1935-00 /
29-1940-00 to 29-1945-00 /
29-2029-00

29-2069-00

Micro spoon forceps
29-2002-00 / 29-2003-00
29-2005-00 / 29-2008-00

Grasping forceps
29-2004-00
29-2006-00
29-2007-00
29-2052-00

Endoscopic punch
29-2031-00
29-2032-00

|
=

Markings on multiscope
instruments

Manufacturer, CE mark, order and lot number
The designation and sterilisation procedure as well as the manufacturer's address are also stated on the packaging

label.

Additional instructions for

asap instruments

76-0119-00 Kerrison Instruction Sheet
76-0120-00 Sergej Instruction Sheet

76-0104-00 Instructions for Use (palpation and irrigation probe)

76-0112-00 Instructions for Use (working sleeves)
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Instructions for Use
Multiscope and Multiscope Instruments

Field of use

A

Multiscopes are used together with multiscope instruments for the endoscopic treatment of spinal disorders, such
as disc prolapse or stenosis.

The puncture needle, guide wire and dilators are used to create the surgical opening (puncturing and widening the
skin under X-ray control). The mallet and the impactor can be used as auxiliary instruments for this purpose. The
working sleeves are used to guide the multiscope and for irrigation. The trephine drill, facet rasp and dissector are
pushed through the multiscope working channel and used to expose the actual treatment site; the facet rasp and
trephine drill can also be used directly through the working sleeve. The treatment site can be flushed directly through
the working channel using the palpation and irrigation probe. The forceps, punches and rongeurs are used to remove
tissue.

Do not use for any other purpose! These devices may only be used in medical facilities by qualified medical
personnel who have received training in the use of multiscopes and multiscope instruments.

The decision to use the device also depends on the patient's general condition and is ultimately the responsibility of
the attending specialist physician.

Do not use on the central nervous system! Do not use on the heart!

Contraindications

+ CJD - Creutzfeld-Jakob Disease

+ VCJD - Variant Creutzfeld-Jakob Disease

« BSE - Bovine Spongiform Encephalopathy, so-called “mad cow disease”
« TSE - Transmissible Spongiform Encephalopathy

No contraindications are currently known which relate directly to any asap endoscope or instrument.

Checking and compliance

* Read, observe and keep the instructions for use.
« Only use the devices as intended, see "Field of use".

« Country-specific laws and regulations must be observed. Please refer to the latest specialist literature for more
information.

« All endoscopes and instruments must be completely cleaned and sterilised before first and each subsequent
use.

« Do not use damaged or defective devices. Damaged devices must be discarded immediately.

Special instructions for use

A

« asap multiscopes and instruments meet the highest quality standards. Always handle them with the utmost care.
Mechanical stresses, e.g. bending, dropping or gripping at the distal end of the endoscope can cause damage
or destruction.

* We recommend always keeping a spare endoscope and spare instruments on hand during all endoscopic
interventions. This reduces the risk of problems occurring during the surgical procedure or diagnostic
applications and also prevents potential mistakes.

« Caution! Lasers must not be used in the working channel!

« Caution! The sealing cap at the proximal end of the working channel is not designed for building up pressure,
but to reduce the return flow of irrigation liquid through the working channel.

Visual and functional check

Visual check:
« All surfaces must be free from oxidation, dents and scratches.
« In daylight, look through the multiscope from the proximal end whilst rotating it around its longitudinal axis.
Damage to the optical system may cause cloudy vision or a complete loss of the image.
Functional check:
« Connect the cold light cable to the multiscope’s light port and switch on the light source. Sufficient illumination
is assured if the light emerging at the distal end forms a uniform point of light without dark areas.

« The irrigation stopcocks must be easy to open and close. The irrigation stopcock at the proximal end must rotate
smoothly.

Operation and
assembly
instructions

A

Before operating the device, ensure that it has been properly decontaminated and checked.

Prior to use, the responsible doctor must check that the combination of endoscope and instruments allows safe
working. Compatibility depends on the diameter and length.

« Camera connection:
Lock the eyepiece in the TV adapter of your camera. Set the focus and, if applicable, the image size on the TV
adapter.

« Light port:
Your asap multiscope can be connected to commercially available light sources using cold light cables. For this
purpose, the Storz/Olympus and Wolf sleeves can be unscrewed from the light port. Other light post adapters
are available if required.
Light is an energy source which heats up the multiscope because of the high light density. When selecting the
light source (lamp type and power), it must be ensured that excessive temperatures do not occur at the light
outlet, in accordance with DIN EN 60601-2-18. Taking into account the intended duration of use of multiscopes,
the power of the light source must not exceed 300 W.
Caution! The distal end and the light port of the multiscope must not come into contact with highly flammable or
heat-sensitive materials or with patient tissue. A safety distance of at least 5 mm must be maintained.

« Suction/irrigation ports:
Connect the suction/irrigation tubes.
The suction/irrigation ports must only be used for suction and/or irrigation. The user is responsible for using a
suitable irrigation liquids.
To avoid the risk of bacterial contamination of the patient, the number of manipulations of the ports during surgery
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Instructions for Use
Multiscope and Multiscope Instruments

asap

should be kept to a minimum.

Disassembly instructions
Multiscope

Disassemble the multiscope by removing all detachable parts:
(1) Storz/Olympus adapter (4) Cock plug
(2) Wolf adapter (5) Sealing cap for working channel

(3) Spring cap

When assembling/disassembling asap instruments, palpation and irrigation probes and working sleeves, please
observe the "Additional instructions for asap instruments" section.

Do not remove the screw on a punch or forceps as it is riveted for safety reasons.

General warnings

e asap multiscopes and instruments are delivered non-sterile and must be cleaned and sterilised before first and
each subsequent use.

¢ The instructions below have been validated by the medical device manufacturer as suitable for preparing a medical
device for reuse. The reprocessor is responsible for ensuring that the reprocessing actually carried out, with the
equipment used, materials and personnel in the reprocessing facility, achieves the desired result. Verification
and/or validation and routine monitoring of the procedure is required.

¢ To avoid cross-contamination, multiscopes/instruments must not be transported together with other equipment and
instruments. They may only be put in the same container if every multiscope/instrument is individually secured and
they cannot come into contact with each other.

¢ Incorrect cleaning/sterilisation can cause infections or damage the multiscope/instrument.
Additional specific warnings are given in the reprocessing instructions and are marked with the A warning symbol.

Reprocessing limitations

The service life of the device is essentially determined by wear and damage caused by use. Repeated reprocessing
only has a minor effect on the service life. asap has verified the safe use of multiscopes for up to 50 reprocessing
cycles. A much larger number of reprocessing cycles is possible. The end of the service life of the device is ultimately|
determined by the measures described in the “Inspection and maintenance” section.

Preconditioning at the place
of use

e Detach the multiscope from the TV adapter and the light port

o Detach the irrigation ports

To prevent corrosion and residues becoming dried on, immediately after use
¢ rinse the multiscope/instrument with cold water
e wipe it clean

¢ rinse the working and irrigation channels with cold water

¢ To avoid corrosion, never soak or rinse the multiscope/instrument with saline solution

¢ Do not soak or rinse the multiscope/instrument with hot water (> 40°C) or protein-fixing cleaning agents (e.g. alco-|
hols, aldehydes), as this may cause fixation of residues and consequently impaired cleaning effect

¢ Continue with the cleaning process immediately after rinsing. If this is not possible, immerse the multiscope/instru-|
ment in cold water, but for no longer than 45 minutes.

Preparation before
cleaning

A

¢ To protect against infections, wear protective gloves and safety goggles
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Instructions for Use
Multiscope and Multiscope Instruments asap

¢ Rinse the multiscope/instrument thoroughly under cold, running water
¢ Disassemble the following components

(D Storz/Olympus adapter

(2 Wolf adapter

(3 Spring cap

(@) Cock plug

(5) Working channel sealing cap

The figure shows the Multiscope 10-0659-00 as an example. The models listed in the "Versions" section have the same design
scheme. When assembling/disassembling asap instruments, palpation and irrigation probes and working sleeves,
please observe the "Additional instructions for asap instruments" section.

¢ Dispose of the used sealing cap. The sealing cap is intended for single use and must be replaced after every use.

¢ Rinse the disassembled components under cold water, remove any stubborn deposits with a soft brush and store|
the components in a suitable container (e.g. small parts tray)

¢ Remove stubborn deposits from the multiscope/instrument with a soft brush
¢ Clean the irrigation and working channels using a suitable brush

¢ Rinse the irrigation and working channels by applying a cleaning gun and suitable attachment to the distal end
(rinse the channels for at least 5 seconds at a water pressure of at least 3 bar)

Manual cleaning

Manual cleaning is not intended for asap multiscopes/instruments!

Machine cleaning

asap multiscopes must not be cleaned in an ultrasonic bath, as they may be damaged!

asap multiscopes/instruments are suitable for machine cleaning in washer-disinfectors from the ISO 15883 standard
series and have been validated with such equipment.

e Connect the distal end of the multiscopes to the active rinsing system of the washer/disinfector rack or cart to|
ensure that the working and irrigation channels are rinsed (e.g. using a flexible hose or sleeves)

¢ Position the multiscopes/instruments in the rack or cart
o Position the container for small parts on the rack or cart
o Start the cleaning process
o  Pre-rinsing: Tap water / Temperature: 10-30°C / Duration: 1 minute / Pump out water

o  Cleaning: Tap water / Cleaning agent: neodisher MediClean forte / Dosage 0.5% / Temperature 55°C / Dura-|
tion: 10 minutes / Pump out water

o  Neutralising: Tap water / Temperature: 10-30°C / Duration: 2 minutes / Pump out water
o Rinsing: Tap water / Temperature: 10-30°C / Duration: 1 minute / Pump out water

Disinfection o  Thermal disinfection: Demineralised water / Temperature: 90-93°C / Duration: at least 5 minutes / Pump out
water
o  Observe country-specific requirements regarding the AO value!
Drying o  Drying temperature: 95-100°C / Duration: at least 25 minutes

If these drying parameters are used, no further drying of the irrigation or working channels using compressed air is
necessary.

/Allow the multiscopes/instruments to cool down at room temperature. Faster cooling using compressed air may cause
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Instructions for Use :

Multiscope and Multiscope Instruments asap

damage to the multiscope/instrument!

Inspection and maintenance

Only touch the multiscope, instrument and components after thoroughly washing and disinfecting your hands.
¢ Visual check for

o  Residual contamination

o Cleaning agent residues

o Damage

o  Sharp edges

o  Loose or missing parts

o  Rough surfaces or scratches

o Label readability

o Deposits on optical surfaces (lens, eyepiece, fibre optic port). They should be removed before sterilisation, as|
otherwise they become difficult to remove. Deposits can be removed with a clean cotton swab soaked in
distilled water or 70% isopropanol.

e Spare parts (sealing cap): see “Spare parts” section

¢ Install individual parts on the multiscope

o Lubricate irrigation cock plug with suitable grease (e.g. SYN-Setral-53 B/3) y ; \/
A\ = A
M
Apply a thin coat of
grease to the taper —*
e Carry out a functional test L

o lrrigation stopcocks must open and close without noticeable friction

%

o

o  Hold the distal end up to the light and check the fibre field at the fibre optic port — no more than 1/3 of the fibre|
field should be dark (due to fibre breakage)

o  Hold the distal end up to the light and look through the eyepiece — no clouding, dirt or other defects should be|
visible in the image

¢ Open the irrigation stopcocks to ensure sufficient sterilisation!

Packaging o Package the multiscope/instrument in suitable sterilisation packaging (e.g. sterilisation film, rigid reusable con-|
tainer)
Sterilisation A Never sterilise uncleaned multiscopes/instruments! The success of sterilisation depends on the prior cleaning!
asap multiscopes/instruments are suitable for sterilisation using moist heat (steam sterilisation) according to the ISO
17665 standard series and have been validated with an appropriate autoclave.
asap has not validated other sterilisation procedures! The reprocessor is responsible for the use of other sterilisation
procedures!
Procedure description:
e Prevacuum: 3 x
e Temperature: min 132°C — max. 137°C
e Temperature retention time: min. 4 — max. 30 minutes
e Drying: min. 10 minutes
Allow sterilised multiscopes/instruments to cool at room temperature in the sterile goods packaging. Avoid exposure
to cold.
Storage Store sterilised multiscopes/instruments in the sterile goods packaging, protected from moisture, temperature

fluctuations, dust and direct sunlight.

Repair/exchange

« asap multiscopes/instruments must only be repaired by asap or specialist companies authorised by asap!

« To protect employees, the multiscopes/instruments must be reprocessed before being sent for repair.
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Instructions for Use
Multiscope and Multiscope Instruments

» Ship the multiscopes/instruments in suitable protective packaging, ideally the original packaging

Disposal « Multiscopes and multiscope instruments can be disposed of with normal hospital waste, observing the applicable
hygiene requirements and the applicable country-specific laws and guidelines.
« It is possible to return non-repairable endoscopes or instruments to the manufacturer in a cleaned, disinfected
and sterilised condition, confirmed in writing, in a prepaid parcel marked “Repair”.
Spare parts - Spare sealing cap (item 5), non-sterile for 10-0417-00 and 10-0424-  26-1002-10 Pack of 10
00
+ Spare sealing cap (item 5), non-sterile for 10-0649-00 and 10-0659- 26-1016-10 Pack of 10
00
« Spare cleaning brushes, non-sterile for 10-0649-00 and 10-0659-00 26-1013-00 Pack of 10
+ Spare cleaning brushes, non-sterile for irrigation channels 10-0417- 26-2017-00 Pack of 1
00 and 10-0424-00
« Spare cleaning brushes, non-sterile for working channels 10-0649-00 26-2033-00 Pack of 1
and 10-0659-00
+ Spare cleaning brushes, non-sterile for working channel 10-0424-00 26-2040-00 Pack of 1
+ Spare cleaning brushes, non-sterile for working channel 10-0417-00 26-2045-00 Pack of 1

In the following, only symbols that are not listed in ISO 15223-1 are explained. For all other symbols used, see ISO 15223-1.

Symbol

Explanation

B( Only

Indicates that the device is prescription only. US Federal law restricts this device to sale by or on the order of a
physician (USA only).

Indicates a device that is autoclavable at the specified temperature = 132°C

Indicates an immersible device

(0) (C) (W) (DY) (S)

(O) Olympus-compatible instrument coupling
(C) Circon-compatible instrument coupling
(W) Wolf-compatible instrument coupling
(DY) Dyonics-compatible instrument coupling
(S) Stryker-compatible instrument coupling

(IC) Instrument channel

(IC) (SRC)
(SRC) Suctionf/irrigation channel

(T90R) (T180) Viewing direction in relation to the light port with 90° clockwise / 180° rotation
& czz:; Indicates the recycling requirement for the packaging material with the number and abbreviation of the material
PE-LD o PAP PAP

2

@ @ Shows the Triman logo for the recycling of materials in France
ASTUCCIO
PAP20 Indicates the material for recycling in Italy
RACCOLTA CARTA
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