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ORDERING INFORMATION

Part Humber Description

ARTROMOT®-KT 4 24

FORTHE KNEE AND HIiP JOINT

) 045 ARTROMOT-K1 Classic

ARTROMOT-K1 Standard

AR.00 A ARTROMOT-K1 Standard with chip card
5000042 ARTROMOT-K1 Comfort

§0.00.043 ARTROMOT-K1 Comfort with ch;p card
$0.00.055 Transport trolley

§0.00.065 Transport trolley (modular)

Transport box

ARTROMOT chip card

2.0037.024  Connection cable “muscle stimulation”

Making good things great!

+ ARTROMOT-K1 combines the best features of the time-tested ARTROMOT knee machine with

state-of-the-art, trend-setting technology

- ARTROMOT-K1 was developed for the demanding use in clinics and home care/rental programs

- Using the ARTROMOT-K1 is made easy by intuitive operation of the handheld programming unit with self

explanatory symbols

INDICATIONS

« Arthrotomy and arthroscopy procedures in combination with synovectomy, arthrolysis

« Treatment following mobilization of joints in anesthetized patients
- Surgical treatment of fractures and pseudoarthrosis

« Exercise-stable osteosynthesis

« Operations on soft tissue in the joint area

- Patellectomy

» Corrective osteotomy

» Meniscectomy

» Total knee/hip replacement

« ACL/PCL reconstruction

- Complex knee surgery

« Articular cartilage surgery, e.g. autologous chondrocyte transplantation (ACT)

CARTROMOT"

it
Handheld programming unit Handheld programming unit 3.6
ARTROMOT-K1 Classic ARTROMOT-K1 Standard and

ARTROMOT-K1 Comfort
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TECHNICAL SPECIFICATIONS

Range of Motion Extension/Flexion

ARTROMOT-K1 comfort chip

Knee 027001200 3.1.1

Hip 0°/7°/115°

ARTROMOT-K1 Classic - Features

Pauses 0-59s
(extension and flexion) 1-59min
Speed 5%-100 %

To prevent accidental changes

it e of the parameter settings

ARTROMOT-K1 Standard - Additional features

Txmer | 9minute5’( 1.24,hbours/ 3.4
continuous operation

Pauses 7
- -59 t
(extension and/or flexion) U n2 mand Lapminytes

Added sum of the

Total therapy time :
Py therapy sessions
. Activates the default settings for
New patient .
new patients
; Moves the carriage to the
Transport setting o
transport position
Service menu

ARTROMOT-K1 Comfort - Additional features

Exercises are performed at a

OM repeat I

EROM rgpe ; higher rate in the end range of
(extension or flexion) :

motion
Stretching For gradual and smooth increase
(extension or flexion) of the range of motion

. Graphic representation of the

Therapy documentation e

overall treatment cycle

For an optimal combination
EMS control of CPM treatment and

electrotherapy

Combines various functions
Workout protocol of the comfort model in one

protocol

Warm up in the EROM of
Comfort protocol LU Oy

extension and flexion

ARTROMOT-K1 with Chip Card - Additional features

Stores patient-specific

Patient chip card heraly furaets
Dimensions

Weight Tikgaain) 3.8
D 97x36x23cm

: (38.1x14.1x9.0in)
Suitable for

patient helght Approx. 120—205 cm
max. p.ermanent load 25k

on carriage

max. patient weight Approx. 230 kg

* Dimensions are listed as L xW x H



ARTROMOT®-K1

Data sheet



Technical Specifications & Standards

ARTROMOT®-K1

Change History

Rev Date Author Description
1 01.12.2005 T. Sturm 1st issue
2 16.01.2006 T. Sturm cETLus Certification,
Part Number

1. Description

2. Part Number

3. Ranges of Motion

4. Speed

5. Adjustments

ARTROMOT®-K1
Continuous passive motion device for the knee- and
hip joint

80.00.040 ARTROMOT®-K1

80.00.041 ARTROMOT®*-K1"

80.00.042 ARTROMOT®-K1 Comfort?
80.00.043 ARTROMOT®-K1 Comfort™"?
1 with Option Chipcard reader

2 with Option Muscle stimulator connector (see connecting cable in accessories)

Knee joint Extension/Flexion -10°-0°-120°
Hip joint Extension/Flexion 0°-7°-115°

Speed min. 5% (0°-90°-0°) 410 sec. 25°/min
Speed max. 100% (0°-90°-0°) 60 sec. 180°/min

Flexion 120°

Extension -10°

Speed 5% — 100% (5% Steps) 3.2
Pauses 0 -59 min.

Femur length 31am -49 cm

Lower leg length 41 cm =57 cm

Lower leg length

(short adjustment) 25cm -41cm

Reverse Load 17 kg .. 40 kg (1 .. 25)

Therapy timer 0 - 24h



6. Patient Height

approx. 1,20 m — approx. 2,00 m

7. Operation programming unit + Chipcard
8. Programming Unit Function Menue  Soft- Range Key(s)
12 key
fum = Flexionacwa — 5° Extension M1 F1 -10° bis fuw +/-
Speed M1 F2 5% .. 100% +/-
Warm Up M1 F3 ON / OFF +/-°
fiewy = EXtensionscwa + 5° Flexion M1 FA4  fex bis 120° +/-
Pause Extension M2 F1 0 ..59 sec, +/-
1..59 min
Therapy timer M2 F2 0..59 min, +/-
1 .. 24 h (30 min Steps)
Reverse load M2 F3 0..25 +/-
Pause Flexion M2 F4 0. 59sec, +/-
1..59 min
Stretching Extension - M3  F1 ON / OFF +/-4
Prg. Workout - M3 F2  ON/OFF +-*
Prg. Comfort - M3 F3 ON/OFF +/-4
Stretching Flexion - M3 F4 ON/OFF +/-4
Prg. EROM Extension - M4 . F1 ON / OFF +/-°
Prg. Muscle stimulation® - M4  F2  ON/OFF +/-4
Therapy duration M3 M4 F3 readonly 5
Prg. EROM Flexion - M4 F4 ON / OFF +/-4
Transport position M3 M5 F1 ON / OFF +/-4
New Patient M3 M5 F2 ON / OFF +/-4
Journal (chart) - M5 F3 read only
Service access M3 M5 F4  ca 5 sec (Code entry)
Service Menue'? CPM calibration F1 START
(Only for Service] LCD contrast adjustment F2 1..100% +/-
Service logbook F3  read only +/-
Operating time motor F4  read only

'Standard Options, 2 Comfort Options, * Access via Code, ® or repeated pressing of respective Softkeys,
SFor clearing press Softkey 5 sec, ® Alter Pause Extension time to change control pulse duration for the

external muscle stimulator (presetting 20 sec)

3.6



10.

11.

12.

13.

14.

15.

16.

17.

18.

. Voltage ratings

Current ratings
Fuses

Protection Class
Protection Code
Classification Type

Product dimensions

Weight

Guarantee

Accessories

100V - 240V AC50 - 60Hz 22

850 - 370 mA

2x T1A (accessible from outside)

1

IPXO0

B

Length: 967 mm 38.07" Femur adjustment 49 cm, 0°
Width: 356 mm 14.02"

Height: 233 mm  9.17" Transport position

(Femur 49 c¢m, 0°)
Height: 565 mm 22.24" max. Flexion

10,7 kg 23.59 Ib. base device incl. leg support
1,1 kg 2.43 |b. foot- and leg rest
330 g 0.73 Ib. progamming unit

17,5 kg 38.58 Ib. packed incl. Accessories

2.0037.024 connection cable for muscle stimulator
ARTROSTIM® FOCUS®plus’

0.0034.048 Patient-Chipcard Standard?

0.0037.035 Patient-Chipcard Protocol?

0.0031.006 overhead marker for Patient-Chipcards

' Artromot®-K1 comfort connection cable for Muscle stimulation required
2 Chipcard reader required



93/42 EWG 1993

93/42 EEC 1993

EN 60601-1:1990
+A1:1993, +A12:1993,
+A2:1995, +A13:1996

IEC 60601-1:1988
+A1:1991, +A2:1995

conforms to:
ANSI/UL 60601-1,
Issue: 2003-04-25 Ed.:
1 Rev: 2003/06/30

certified to:
CAN/CSA C22.2
NO 601.1-M90,

Issue: 1990/01/01 Rev: 1998/02;
Supplement 1; 1994;
Amendment 2 - February 1998;
Update No.2 (R2001)

EN 60601-1-2:2001

IEC 60601-1-2:2
Issue:2004/11/01 Ed.: 2.1;
Edition 2:2001 concolidated
with adendment 1:2004

EN 60601-1-4

IEC 60601-1-4 2.3

EN 14971
ISO 14971
EN 10993-1

ISO 10993-1

19. Standards and Authorizations

EWG Richtinie Medizingerate: Grundlegende
Anforderungen gemal Anhang 1

EEC Directive Medical devices: Essential Requirements
in accordance with Annex 1

Medizinische elektrische Gerate, Teil 1:
Allgemeine Festlegung fur die Sicherheit

Medical Electrical Equipment, Part 1:
General Requirements for Safety

Medical Electrical Equipment, Part 1:
General Requirements for Safety

Medical Electrical Equipment, Part 1:
General Requirements for Safety

Medizinische elektrische Gerate, Teil 1 und 2
Erganzungsnorm: Elektromagnetische Vertraglichkeit.
Medical electrical equipment, Part 1 and 2:General
requirements for safety - Collateral standard:
Electromagnetic compatibility - Requirements and tests

Medizinische elektrische Geréate, Teil 4:
Programmierbare Elektrische Medizinische Systeme
(PEMS)

Medical Electrical Equipment, Part 4: Programmable
Electrical Medical System (PEMS)

Risikomanagement fur Medizinprodukte
Application of risk management to medical devices

Biologische Beurteilung von Medizinprodukten, Teil 1:
Beurteilung und Prifung

Biological evaluation of medical devices, Part 1:
Evaluation and testing



20.1 Product Views

ARTROMOT®-K1 — Ankle joint - adjustment lower leg length 25 cm — 41 cm (child)



20.1 Product Views (continuation)

ARTROMOT®-K1 Programming unit ARTROMOT®-K1 Programming unit
(with Option Patient-Chipcard)

20.2 Product Views (Accessories)

Connecting cable Muscle stimulator
(2.0037.024) for
ARTROSTIM® FOCUS®plus
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21. Used materials

Plastics

Metal

Miscellaneous

ABS

Delrin®
Hostaform®
FR4

PUR
Frianyl®

Nylon
Polyester
Luran®S

Nomex®
Ultramid® C3U

PEP31.5
PU 80
PP

Aluminium
AlMgsi
AlCuMgPb
AlMg3

Brass
CuzZn28

Acrylonitrile-Butadiene-
Styrene

Polyacetal (POM)

Polyacetal (POM)

fibre-glass reinforced epoxid
resin

Polyurethan

Polyamid 6.6, halogen- und
phosphor free

Polyamid 6.6
Polybutylenterephthalat (PBT)
Styrol-Acrylnitril-Copolymere,
chlorine-, bromine- und anti-
mony free ASA/PC-Type
Polyamidpolymer (Aramid)
Polyamid 6/66, halogen- und
phosphor free

plastics coating (base device)
Polyurethan

Polypropylen

Steel
Fe360B

CuZn36Pb3 1.4301

CuZn

vulcanized rubber
Silikon 60° Shore

Textile tape

1.4308

S235JR

G-X22 CrNi17/1.4059
X20Cr13/1.4305

ORMED GmbH & Co. KG » Merzhauser Strae 112 + D-79100 Freiburg * Phone 07 61/45 66-01 = Fax 0761/45 66-5501 O Rmm”%g
www.ormed.de o E-Mail: info@ ormed.de = St. Paul/USA, Phone 001-800-4402784, Fax 001-651-4157405



Packing instruction Page 1/1
ARTROMOT®-K1

The following settings must be made to transport the ARTROMOT®-K1:

1.

Set the packing setting in the menu or move the device in a position of
EXTENSION 0 degrees.

Switch off the ARTROMOT®-K1.
Remove the power cord and disconnect the hand held programming unit.

Only use original packaging for transport.

. Put the hand held programming unit into the specified cutout of the styrofoam and

fix it with adhesive tape.

Set the femur lenght on maximum and the lower leg on 45 cm.
Set the angle joint horizontal.

Move the two styrofoam parts on the device.

First put the power cord on the bottom of the box and then the ARTROMOT®-K1
with the two styrofoam parts .

Hand held programming unit Power cord
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Letter Of Confirmation

We. the ORMED GmbH. Merzhauser Str 112 79100 Freiburg/Germany, as legal
manufacturer of the ARTROMOT*-K1 product family. herewith confirm that the foot plate of
the ARTROMOT®-K1 Standard knee CPM unit can be adjusted in plantar flexion down to 25

degree and dorsal extension up to 25 degree
3.1.2

ORMED GmbH

e Strafis 112

AT g

T IS L e drmany
Bernhard Kronne
Froduct Manager Medical Techriology
QS Coordinator
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