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INSTRUCTIONS FOR USE

IMPORTANT

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

WARNING

Reusable Ackermann products are delivered 
unsterile, indicated on the device label by the 
following symbol:

Prior to their first use, the devices need to 
be cleaned and sterilized as described in the 
reprocessing section of this document.

WARNING

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.

DEVICE DESCRIPTION

The Ackermann Instrumente GmbH has a range 
of nephroscopy instruments for use during 
urology procedures.
Nephroscopy is a percutaneous intervention 
that require several instruments. The 
nephroscopy instruments include sheaths, 
obturators, endoscopic forceps, probes and 
adaptors. The sheaths are working channels 
made out of stainless steel that permit the 
passage of several tools in accordance with the 
surgical procedure.

INTENDED USER

The products must be used only in medical 
facilities by trained and skilled medical 
personnel. The products must not be used if 
according to a qualified physician, the general 
condition of the patient is not adequate or if the
endoscopic methods are contraindicated.

INTENDED USE

The Nephoscopy sheaths with their auxiliary 
instruments are used for disintegrating and 
removing/aspirating kidney and bladder stones 
and for removing tumors via percutaneous or 
transurethral passages, in connection with 
intracorporeal lithotripters, e.g. pneumatic, 
ultrasound, electrohydraulic or laser, under 
endoscopic control.

CONTRAINDICATIONS

Do not use the devices if one or more below 
reported condition is present:
•  Acute inflammation of the inner genitals
•  Strong uterine bleeding gravidity
• The device has been already used to treat 
patients with suspected or verified BSE, CJK / 
vCJK diseases.

WARNING

Surgical patients identified as at-risk for 
Creutzfeldt-Jakob disease (CJD) and related 
infections should be treated with single-use 
instruments. Therefore, devices that have been 
in use or suspected of use on a patient with CJD 
after surgery must be disposed according to 
current national recommendations.
Improper use can lead to hazardous situations.

AVAILABLE MODELS & COMBINATION
PRODUCTS

WARNING

Please refer to section “Compatibility” and 
“Appendix” for further information .

An incorrect combination of products can lead 
to injury for patients, users or third parts as well 
as product damage.

PREPARATION OF THE DEVICES

ASSEMBLY & DISASSEMBLY

SHEATHS & OBTURATORS

Nephroscopy sheaths and corresponding 
obturators are color coded according to size. 
To remove the obturator from the sheath:

• Turn the lever anti-clockwise
• Insert the obturator, lining-up the arrow 
markings on the sheath and the obturator Lock 
in by turning the lever clockwise.

WARNING

Never use force to insert obturator, it should 
glide in easily, otherwise check for correct size 
or that it is correctly aligned.

• Adaptor can be attached using the same 
technique with the alignment arrows

STOPCOCK

• Disassemble the stopcock from the housing 
(1) by un-screwing the thumbscrew (2) from the 
stopcockplug  (3-> stainless steel, 4 -> plastic)

Irrigation tubing can be applied directly to the 
stopcocks or use a luerlock connector with 
tubing spout as in Illustration above.

VISUAL & FUNCTIONAL INSPECTION

WARNING

New medical products have to be inspected 
thoroughly visually and functionally after 
delivery and prior to each use

• Prior to subsequent use, products should be 
visually examined for bent, broken or loose 
parts, damaged insulation, fissures, scratches 
as well as worn out or cracked parts
• Check that function is as described in the 
instructions
• Damaged or faulty products should not be 
used and should be taken out of circulation 
immediately
• Damaged parts should be immediately 
replaced by original manufacturer parts

GUIDELINES FOR CARE, MAINTENANCE
& CLEANING

REPROCESSING

WARNING

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.

LIMITATIONS OF REPROCESSING

Ackermann´s devices are made out of different 
materials. These were chosen regarding 
their ability to withstand to several cleaning, 
disinfection and sterilization cycles and thus, 
the multiple high temperature application. 
There are no concerns regarding material 
resistance or any known sensitivity to process 
parameters during reprocessing (heat, 
cleaning agents etc.) which may affect the 
safety of our devices. Nevertheless, the ability 
of Ackermann devices to withstand several 
reprocessing cycles has been validated up to 
20 times.

AUTOMATED CLEANING

MANUAL PRE-CLEANING

Brush the instruments under cold water until all 
visible contamination is removed.

CLEANING  PROCESS  
i.e. with G 7836 CD (Miele)

•  Pre-cleaning: 3 min with cold tap water 
•  Drain
• Cleaning: 3 min with tap water at 55°C
        • 0.5% Sekumatic FR (Ecolab) at 45°C
•  Drain
• Cleaning: 2 min with tap water 55°C, 
       • 0.5% Sekumatic FR (Ecolab) at 45°C
       • 0.35% Sekumatic Oxivario (Ecolab) at 50°C
•  Drain
• Neutralization: 1 min with cold deionized 
   water 
       • 0.1% Sekumatic FNZ (Ecolab)
•  Drain
•  Rinsing: 1 min with cold deionized water

DISINFECTION

Thermal disinfection has been validated using 
the following parameters:

•  95 sec at 95°C

STERILIZATION

WARNING

Sterilisation of the products with fractional 
pre-vacuum procedure has been validated in 
accordance with ISO 17665.

± 132°C, 4 min, 10 min drying 

PACKAGING

The products are delivered non-sterile in sealed 
plastic or in a protective box/foam packaging.
Transport packaging is not suitable for 
sterilization. Devices have to be packed into 
suitable sterilization packaging systems (e.g. 
STERICLIN pouch used during sterilization 
validation) acc. to ISO 11607 and/or AAMI / ANSI
ST77:2006 in order to be sterilized.

CONTROL & TESTING

Nephroscopy sheaths have to be visually 
examined for cleanliness after every 
cleaning and disinfection. They have to be 
macroscopically clean from visual residual and 
soil.

• If residue, liquids, impurities are visible, 
repeat cleaning process
• Ensure that instruments are faultless prior to 
each application
• Plastic components should be checked before 
sterilisation
• Instruments must be replaced if plastic 
components are brittle, cracked or worn out

STORAGE

The nephroscope system must be stored until 
subsequent use in a suitable sterilization 
container for steam sterilization according to 
the standards:

• Keep away from sunlight
• Keep dry
• Read carefully the reprocessing instructions

The storage room has to be dust-free, of low 
microbiological contamination, dark and free 
of temperature fluctuations.

REPAIRS

In spite of application in compliance with 
intended use, medical products are subject 
to variable wear and tear depending on the 
intensity of the application. Wear is technically 
inevitable.

• Do not repair. Service and repairs must 
be carried out by the manufacturer or by 
authorized personnel
• Medical products have to be cleaned, 
disinfected and sterilized prior to sending 
for repair. Soiled or contaminated medical 
products should not be shipped

WARRANTY

This product is guaranteed against defects 
in workmanship and material. In the event of 
defects under guarantee, the product will be 
repaired, replaced or the charges refunded at 
the manufacturer ’s discretion.
Repairs, attempted repairs, alterations or 
other tampering of this product carried out by 
unauthorised personnel renders the guarantee 
invalid.

RELEVANT  NOTE

In these IFUs have been reported info 
concerning to Class I devices. However, 
Class I devices are not under Notified Body 
responsibility. The Class I devices have been 
reported for descriptive information only.

COMPATIBILITY

COMBINATION PRODUCTS FOR THE ARTICLES 
LISTED IN THE APPEDIX

OBTURATORS

70-8204O
70-8204O-24

70-8205O 70-8205O-24

GUIDE WIRES

70-8206-FF 70-8206-FS

ADDIATIONAL INFORMATION

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

APPENDIX 

All product codes covered by these 
instructions are listed below:

NEPHROSCOPY SHEATHS

70-8204
70-8204-24
70-8204S
70-8204S-24
70-8205

70-8205-24
70-8205S
70-8205S-24
70-8209
70-8209A

70-8211
70-8212
70-8213

NEPHROSCOPY DILATORS

70-8206-09
70-8206-12
70-8206-15
70-8206-18

70-8206-21
70-8207
70-8208
70-8208-30

70-8211D
70-8212D
70-8213D

0483
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NEPHROSCOPY LOCKING ADAPTER

70-8214

SYMBOLS USED ON LABELLING 
(ACC. DIN EN ISO 15223-1)

Legal manufacturer

Manufacturing date

Consult instructions for use

Batch code

Product number

Quantity

Caution, consult accompanying 
documents

Do not use if package is opened or 
damaged

Non-sterile

Keep out of direct sunlight

Protect against moisture

Prescription use only

mdc medical device certification GmbH,
Kriegerstraße 6,
70191 Stuttgart, Germany

ONLY

0483

CONTACT DETAILS 

Ackermann Instrumente GmbH
Eisenbahnstrasse 65-67
78604 Rietheim-Weilheim
Germany

Phone: +49 (0)7461 966 17 - 0
Fax: +49 (0)7461 966 17 - 70
E-Mail:  sales@ackermannsurgical.com
Web:  www.ackermannsurgical.com
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