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Bronchoscopy Forceps

A\ Important

Al products covered by these reprocessing
instructions can be found in the appendix.

Before using these products, please read the
following information thoroughly!

. Reusable instruments from Ackermann
Instrumente GmbH are supplied non-sterile,
which is indicated on the product label by the
following symbol:

. These products must be cleaned and sterilised
before first use in accordance with the
instructions in this reprocessing manual.

. The instruments may only be used by trained
and, if applicable, instructed physicians.
Disinfection, cleaning, and sterilization may
only be performed by specially trained medical
personal.

. The following instructions only apply to
reusable Ackermann products. Please note
that any deviation from these instructions,
including the use of cleaners / detergents not
specifically indicated in these instructions will
require an evaluation of device specific efficacy
and suitability of the actually performed
cycle. Respective evaluation usually requires
equipment qualification and device specific
performance qualification / validation.

. In case of any serious incident that has
occurred in relation to the respective device
shall be reported to the manufacturer and the
competent authority of the member state in
which the user and/or patient is established.
You can inform us using the form provided on
our homepage.

. If product-specific instructions for use are
enclosed with the products, these must also
be followed.

Intended Use

The instruments are intended

. to grasp and manipulate tissue or additionally
foreign bodies,

. to cut tissue or sutures or

. to obtain tissue specimens for examination to
determine the presence or extent of a disease.

Contraindication(s) ]

The instruments are contraindicated for use on
the central circulatory system and central nervous
system.

Not for use in patients allergic to NI, CR, brass or

aluminum.

The products are contraindicated for all applications
other than the intended use described.

If there are any product-specific contraindications,
these are listed in the instructions for use of the
respective product.

Limitations on Reprocessing ]

The reusable surgical instruments are designed for
repeated use. The service life of the instruments
results from reprocessing and handling. Therefore,
a limit for the number of reprocessing cycles cannot
be specified. Before each use, theproduct must
be checked for function and damage. Damaged
products must be disposed of.

If the instruments are wused on patients
infected with  prion-based  diseases (e.g.
CJD), the instrument must not be reused.
Even after reprocessing and sterilization, the
risk  of  cross-contamination cannot be
eliminated and the instrument must be
destroyed.

[ Inspection before Use

Before operating the instruments, a visual inspection
and a functional test must be carried out in
accordance with section “Functional control and
maintenance of the products in the reprocessing
cycle according to DIN 96298-4". Non-functional
instruments must be discarded.

[ Reprocessing Instructions ]

Always ensure that the products are used
and reprocessed by qualified personnel with
appropriate  experience in  hospital hygiene
and sterilization techniques. To ensure safe
and effective reprocessing of the products, the
following instructions have been validated by the
manufacturer for effectiveness and compatibility
with the instruments. It is the responsibility of the
end user to ensure that cleaning and sterilization
is indeed performed with appropriate equipment,
materials and personnel to achieve the desired
result. Any deviation from these instructions should
be evaluated for effectiveness and possible adverse
consequences.

Allreusable Ackermann products must be subjected
to reprocessing as described in the following
sections before being used for the first time. Follow
the instructions and warnings of the manufacturers
of the decontamination, disinfection and cleaning
agents to be used.

[ Preparation before Use

Ackermann reusable products are supplied non-
sterile and must be cleaned and sterilized before
first use and before each subsequent use. The
packaging cannot withstand the high temperatures
of autoclaving and should be disposed of before
sterilization.

[Cleaning

Improper cleaning, rinsing, and drying can result
in potentially hazardous residues or inadequate
sterilization.

Pre-Cleaning ]

Instruments, or fully disassembled instruments if
applicable, must be brushed under cold water until
allvisible contamination is removed. If the instrument
has a flushing port, the lumen of the shaft must be
flushed for at least 10 seconds through the flushing
port with a water jet gun (static pressure greater
than 4 bar) after manual brushing. The instruments
are then treated in a 0.5% alkaline enzymatic (e.g.
Neodisher® Mediclean forte) ultrasonic bath for 10
minutes. Finally, rinse again for 30 seconds with a
water jet gun.

[ Automated Cleaning'

The automated cleaning was validated with
Neodisher® Mediclean forte (alkaline-enzymatic:
pH-value 10,4 —10,8) for cleaning and Neodisher® Z
(acidic: pH-value 3,0 — 2,6) for neutralization.

Step Parameter
Pre-rinse Rinsing Cold tap water
temperature
Exposure time 180 secs./ 3 mins.
Cleaning Cleaning 55°C
temperature
Exposure time 600 secs. /10 mins.
Detergent Alkaline-
enzymatic
(eg. Neodisher®
Mediclean forte)
Concentration 0.50%

Rinsing Cold Dl water
temperature
Exposure time 60secs./1min.

Neutralizing agent | acidic
(e.g. Neodisher® 7)

Concentration 010%

Rinse Rinsing Cold DI water
temperature
Exposure time 120 secs./2mins.

Thermal Disinfection 90 °C (A0 3000)

disinfection | temperature

Exposure time 300 secs./5mins.

Drying Drying 60 mins. / 1hour

| Steam Sterilization®

Procedure Triple fractionated pre-vacuum
Temperature min. 132°C

Duration min. 3 mins.

Drying time min. 20 mins.

Theinstructions provided above have beenvalidated
as being capable of preparing a medical device for
reuse. It remains the responsibility of the processor
to ensure that the processing, as actually performed
using equipment, materials and personnel in the
processing facility, achieves the desired result. This
requires verification and/or validation and routine
monitoring of the process.

"Validated with washer-disinfector Miele PG 8535
2 Validated with steam autoclave Lautenschlager ZentraCert

Function Control and Maintenance of the
Products in the Reprocessing Cycle acc.
to DIN 96298-4

If the product is damaged or suspected of being
damaged, do not attempt to repair the product
yourself. Do not reuse damaged instruments.

If a product-specific inspection or maintenance is
required, the relevant information can be foundin the
instruction of use for the respective product.

Maintenance ]

Maintenance is always performed prior to functional
testing. Oils can be applied by squeeze, spray, or
pipe. Qil the joints and sliding surfaces in a directed
way, then move the joint and sliding surfaces several

times and wipe off excess oil with a lint-free cloth.

Visual and Fuctional Inspection

Products marked as nonfunctional must be
discarded. The following tests and maintenance
must be performed by qualified personnel.

Visual Inspection ]

Visual inspection for cleanliness
. Theinstruments should be free of macroscopic
contaminants.

Visual control for missing parts

. All parts such as screws, pins, springs, valves,
hooks, etc. must be present. If this is not the
case, the whereabouts of the missing parts
must be clarified.

Visual control for breakage

. If parts (such as tips, teeth, springs, working
ends, TC inserts) are missing due to material
breakage, the whereabouts of the missing

parts must be clarified.
Check for deformation
. Instruments with deformed working ends,

cutting edges, tips, etc. need to be sorted out.

Visual inspection for corrosion

. Instruments with visible corrosion in the form
of pitting, fretting, stress or crevice corrosion
must be sorted out.

Visual inspection for discoloration
. Instruments with a discoloration must be
sorted out.

Visual inspection for cracks
. Instruments with a crack must be sorted out.

Visual inspection of coatings

. Coatings must be free of imperfections and
notches. If damage to a coating is detected,
this instrument must be sorted out.

Visual inspection of markings

. The marking must be legible. If the instrument
is marked with a machine-readable marking,
this must be readable with an appropriate
scanner. If the marking is no longer legible, the
instrument must be sorted out.

[ Fuctional Check ]

Function check for forceps
. The forceps must have a uniform, backlash-

free movement.

. The lock, if any, must hold securely in any
position.

. The working ends must be congruent with
each other.

The teeth, if any, must mesh without hooking.

Function check for scissors

. When closing the scissors, there must be
minimal and continuous friction between the
scissor blades, but no noticeable snagging. A
cutting test can be carried out to eliminate any
doubts.

[ Labeling and Storage ]

[ Labeling ]

Please pay attention to the symbols on the product
label and in this instruction for use.

Care must be taken to ensure that the instruments
are fully traceable at all times.

[ Storage Conditions

Storage conditions can be found on the product
label.

The storage area must be dust-free, low in
microbiological contamination, dark and free from
temperature fluctuations.

Disposal

Environmentally sound disposal enables valuable
raw materials to be recycled. Dispose of the device
inan environmentally friendly manner in accordance
with the valid hospital guidelines.

Repairs

Despite being used as intended, medical devices
are subject to varying degrees of wear depending
on the intensity of use.

. Please note that repairs may only be carried
out by the manufacturer or authorised
personnel.

. The medical devices must be cleaned,
disinfected and sterilised before being sent
in for repair. Soiled or contaminated medical
devices must not be sent.

[ Additional Information

Do not exceed maximum loading capacity of the
sterilizer when processing multiple instruments in
one sterilization cycle.

[ Packaging

Packaging suitable for steam sterilization must
comply with the requirements according to 1SO
11607/ ANSI/ AAMIST79/ AAMITIR12, for example,
disposable sterilization packs (single or double
packs) temperature resistant up to at least 137°C
(279°F) and sufficient steam permeability, which

IFU_00164_Bronchoscopy_Forceps_02/26



wHARADA

provide sufficient protection against mechanical
damage, or sterilization containers which need to
be maintained according to the manufacturer's
instructions.

Warranty

A guarantee of two years from handover to the end
customer is given for material and manufacturing
defects. Transport costs and shipping risk are
not assumed. In addition, the warranty stated in
the General Terms and Conditions applies. This
warranty does not apply to instruments that have
been repaired, modified or improperly handled by
unauthorised persons. In this case, no liability is
assumed for the operational safety of the instrument
either. In addition, the warranty becomes null and
void.

Risk of infection due to non-sterile instruments.
Prepare the instrument before returning it to
the manufacturer.

Return the reconditioned instrument in its original

packaging to the manufacturer.

Compatibility ]

The following clip appliers are compatible with the
clips listed in the appendix:

Bronchoscope

24-3210

Only for use with: 24-3230, 24-3231, 24-3233.

38101-5645 BX-5500-FA

Bases

241301 38101-500 BD-2301-3
241401 38101-501 BD-2410-3
241501 38101-502 BD-2501-3
Silicone Caps

24191 38101-600 BS-2308-3
24-1912 38101-601 BS-2309-3
24-1913 38101-602 BS-2310-3
24-1914 38101-603 BS-2311-3
24-1915 38101-604 BS-2312-3
241922 38101-611 BS-2319-3

Appendix ]

All product codes covered by these instructions are
listed below:

Forceps

24-3230 38101-631 32-3230-430HM
24-3231 38101-630 32-3231RD-4-430
24-3233 38101-632 32-3230-430HM-SA
24-3240 38101-620 BPS-2001
24-3241 38101-621 BPS-2004
24-3242 38101-622 BPS-2002
24-3243 38101-623 BPS-2007
24-3244 38101-624 BPS-2003
24-3245 38101-625 BPS-2008
24-3246 38101-626 BPS-2005
24-3247 38101-627 BPS-2006
24-3248 38101-640 BPP-2001
24-3249 38101-641 BPP-2002
24-3250 38101-642 BPP-2003

| Symbols used onlabeling (acc. 1SO 15223-1)
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Legalmanufacturer

Manufacturing date

Batchcode

Product number

Non-sterile

Donotuseif package is damaged

Keepdry

Medical device

Unique device identifier

Consultinstruction for use
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Only by prescription from medical doctor
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Pg!ﬁ Distributor

mdc medical device certification GmbH
KriegerstraBe 6
70191 Stuttgart, Germany

M
SM

Contact

Harada Corporation &
10-2, Minami-Samba 2-Chome
Chuo-Ku Osaka, 542-0081
Japan

Phone:  +81(0)6-6244-0171
Web: www.haradacorp.co.jp

Ackermann Instrumente GmbH wd
Eisenbahnstrasse 65-67

78604 Rietheim-Weilheim

Germany

Phone:  +49(0)746196617 -0
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