Bayerisches Landesamt fur
Gesundheit und Lebensmittelsicherheit

Nr./No. AP-2697-22-V2892-D37817/2017
Miinchen, 29. November 2017 / Munich, November 29, 2017

BESCHEINIGUNG DER VERKEHRS-
FAHIGKEIT (§34 (1) MPG)

. Das Bayerische Landesamt fiir Gesundheit
und Lebensmittelsicherheit bescheinigt die
Verkehrsfahigkeit folgender Medizinprodukte
in der Bundesrepublik Deutschland, in den
Mitgliedsstaaten der Europaischen Union und
in den anderen Vertragsstaaten des Abkom-
mens (ber den Europaischen Wirtschafts-
raum.

CERTIFICADO DE CAPACIDAD DE
COMERCIALIZACION (§34 (1) MPG)

El departamento bavaro de salud y seguridad
de alimentos certifica la comercializacion de
los siquientes productos sanitarios en la
Republica Federal de Alemania y en los esta-
dos miembros de la Unién Europea y en los
demas estados firmantes del convenio en la
zona econdmica europea.

Produkte / Productos:

Siehe beigefligte Produktliste / Véase la lista de productos adjunta

Der fur das erstmalige Inverkehrbringen im
Européischen Wirtschaftsraum Verantwortli-
che nach § 5 MPG:

El responsable de la primera comercializacion
en la zona europea econdmica segin el
articulo 5 de la ley de los productos sanitarios:

h/p/cosmos sports & medical gmbh

Am Sportplatz 8

83365 Nussdorf-Traunstein
Deutschland/Germany

Es wird auch bescheinigt, dass der Hersteller
durch das CE-Kennzeichen zum Ausdruck
bringt, dass die Medizinprodukte die Grundle-
genden Anforderungen der

Richtlinie 93/42/EWG des Rates
vom 14.06.1993

in der gegenwartig glltigen Fassung erfiillen
und das vorgeschriebene Konformitatsbewer-
tungsverfahren durchgefiihrt wurde.

Se certifica también que el productor expresa
a través del marcado CE que los productos
sanitarios cumplen con las exigencias basicas

segun la Directiva 93/42/CEE
del 14 de junio de 1993

de acuerdo con la versioén actualmente vi-
gente y que han pasado por el proceso re-
glamentario para evaluar la conformidad.

Produktionsstitte(n) / Planta de produccién

h/p/cosmos sports & medical gmbh

Am Sportplatz 8

83365 Nussdorf-Traunstein
Deutschland/Germany

Im Auftrag / Por orden

Tel.: +49 (9131) 6808-4001




Produkte / Productos:

product / product family

hip/cosmos treadmill Ergometer (running machine):  Product family: treadmill h/p/cosmos 150/50 LC
product family: treadmill h/p/cosmos 150/50

product family: treadmill h/p/cosmos 170-190/65

product family: treadmill h/p/cosmos 170-190/65 3p
product family: treadmill h/p/cosmos 200-300/75-125
product family: treadmill h/p/cosmos 450/300

body weight support device: body weight support device h/p/cosmos
expander pulling unit: expander pulling unit h/p/cosmos
parallel bars: parallel bars h/p/cosmos
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treadmill Ergometer (running machine)

Classification MDD Directive 93/42/EEC

Class lib

Classification according to ISO 20957-1 S, |

—

Classification according to EN 957-6  |A

UMDNS Code 14-141 Running Machine

GMDN Codes 33015 EXERCISER, TREADMILL, LINE-POWERED
36679 ERGOMETER, TREADMILL

NBOG Code MD 1108 active rehabilitation devices

article vari-

no. ant | product family variant model name CE
treadmill h/p/cosmos 150/50 CE
c0s30026 |va02 |LC pluto® med 0123
treadmill h/p/cosmos 150/50 CE
c0s30027 |va02 |LC pluto® It med BiEg
treadmill h/p/cosmos 150/50 |pluto® | COSMED T150 DE LC CE
c0s30026 |va04 |LC med A
treadmill h/p/cosmos 150/50 CE
c0s30027 |va04 |LC pluto® | COSMED T150 E LC med | %123
treadmill h/p/cosmos 150/50 | pluto® | SCHILLER MTM-1400 CE
c0s30027 |va06 |LC MED D1
treadmill h/p/cosmos 150/50 CE
c0s30027 |va08 |LC pluto® | carefusion LE200 LC BER
treadmill h/p/cosmos 150/50 CE
c0s30026 |va06 |LC pluto® | PHYSIORUN Trainer v
treadmill h/p/cosmos 150/50 CE
c0s30026 |va08 |LC pluto® | Kardiomed LC O1as
cos30000 |va05 |treadmill h/p/cosmos 150/50 |h/p/cosmos stratos It med o?zEs
c0s30000 | va06 | treadmill h/p/cosmos 150/50 | h/p/cosmos stratos med o?lzzs
c0s30000 |va07 |treadmill h/p/cosmos 150/50 | h/p/cosmos mercury It med 0?2Es
c0s30000 | va08 |treadmill h/p/cosmos 150/50 |h/p/cosmos mercury med 0(132Es
h/p/cosmos locomotion 150/50 E CE
c0s30001 |va01 |treadmill h/p/cosmos 150/50 | med e
c0s30001 h/p/cosmos locomotion 150/50 DE | CE
-01 va02 |treadmill h/p/cosmos 150/50 | med 128
c0s30002 | va01 | treadmill h/p/cosmos 150/50 |h/p/cosmos Gaitway Il F o?zEs

LGL

Nr./No. AP-2697-22-V2892-D3781 712017

Munchen, 29. November 2017
Munich, November 29, 2017

Seite/pagina 3



c0s30002 | va02 |treadmill h/p/cosmos 150/50 | h/p/cosmos Gaitway Il S 0123
c0s30000 | va09 |treadmill h/p/cosmos 150/50 | CareFusion LE 100CE 150/50 0(1;2Es
c0s30000 |va10 |treadmill h/p/cosmos 150/50 | CareFusion LE 200CE 150/50 0(1;2Es
co0s30000 |va18 |treadmill h/p/cosmos 150/50 | COSMED T150 DE MED 0(1:2Es
c0s30000 |va19 |treadmill h/p/cosmos 150/50 | proxomed Kardiomed Mill F 0?!253
c0s30000 | va20 - | treadmill h/p/cosmos 150/50 | proxomed Kardiomed Mill S 0(1“253
c0s30000 |va23 |treadmill h/p/cosmos 150/50 | SCHILLER MTM 1500 med oc1:|2£3
treadmill h/p/cosmos 170- , CE

c0s30003 |va17 |190/65 h/p/cosmos stellar It med e
treadmill h/p/cosmos 170- CE

cos30003 |va18 |190/65 h/p/cosmos stellar med Qs
treadmill h/p/cosmos 170- CE

c0s30003 |va19 |190/65 h/p/cosmos quasar It med ¢
treadmill h/p/cosmos 170- CE

c0s30003 |va20 |190/65 h/p/cosmos quasar med 0124
treadmill h/p/cosmos 170- CE

c0s30003 |va01 |190/65 CareFusion LE 250CE 170/65 s
treadmill h/p/cosmos 170- : CE

c0s30003 |va02 |190/65 CareFusion LE 300CE 170/65 e
treadmill h/p/cosmos 170- CE

c0s30003 |va03 |190/65 CareFusion LE 500CE 170/65 e
: treadmill h/p/cosmos 170- CE
c0s30003 |va11 |190/65 : COSMED T170 DE MED ans
treadmill h/p/cosmos 170- CE

c0s30003 |va12 |190/65 COSMED T170 DE sportmed s
treadmill h/p/cosmos 170- CE

c0s30004 |va01 |190/65 h/p/cosmos pulsar It s
treadmill h/p/cosmos 170- CE

c0s30004 | va03 | 190/65 h/p/cosmos pulsar 01eR
treadmill h/p/cosmos 170- h/p/cosmos locomotion 190/65 E CE

c0s30024 |va01 | 190/65 med e
treadmill h/p/cosmos 170- h/p/cosmos locomotion 190/65 DE | CE

| c0s30024 [va03 |190/65 med 2z
treadmill h/p/cosmos 170- CE

co0s30004 | va02 |190/65 3p h/p/cosmos pulsar It 3p L
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article vari- CE
no. ant | product family variant model name
treadmill h/p/cosmos 170- CE
c0s30004 | va04 |190/65 3p h/p/cosmos pulsar 3p s
treadmill h/p/cosmos 170- h/p/cosmos locomotion 190/65-3p | CE
c0s30024 |va02 |190/65 3p E med ' s
treadmill h/p/cosmos 170- h/p/cosmos locomotion 190/65-3p | CE
c0s30024 |va04 | 190/65 3p DE med G128
treadmill h/p/cosmos 170- CE
cos30003 |va25 |190/65 3p COSMED T170 DE 3p sportmed | %123
treadmill h/p/cosmos 170- CE
cos30003 |va26 | 190/65 3p h/p/cosmos quasar med 3p elad
cos30005 treadmill h/p/cosmos 200- CE
-01 va01 |300/75-125 CareFusion LE 580CE 200/75 s
cos30005 treadmill h/p/cosmos 200- CE
-01 va02 |300/75-125 CareFusion LE 580CE 200/75 R | %123
cos30005 treadmill h/p/cosmos 200- CE
-01 va03 |300/75-125 COSMED T200 S .
c0s30005 treadmill h/p/cosmos 200- CE
-01 va05 |300/75-125 h/p/cosmos venus 200/75 =
cos30005 treadmill h/p/cosmos 200- CE
-01 va06 |300/75-125 h/p/cosmos venus 200/75 r D128
c0s30006 treadmill h/p/cosmos 200- CE
-01 va01 |300/75-125 CareFusion LE 590CE 200/100 DR
c0s30006 treadmill h/p/cosmos 200- CE
-01 va02 |300/75-125 CareFusion LE 590CE 200/100 R | %1%
c0s30006 treadmill h/p/cosmos 200- CE
-01 va04 |300/75-125 COSMED T200 MR iy
c0s30006 - |treadmill h/p/cosmos 200- CE
-01 va05 |300/75-125 h/p/cosmos venus 200/100 P10
cos30006 treadmill h/p/cosmos 200- CE
-01 va06 |300/75-125 h/p/cosmos venus 200/100 r Qe
cos30007 treadmill h/p/cosmos 200- _ CE
-01 va01 |300/75-125 CareFusion LE 600CE 250/75 e
cos30007 treadmill h/p/cosmos 200- CE
-01 va02 |300/75-125 CareFusion LE 600CE 250/75 R | 1?3
cos30007 treadmill h/p/cosmos 200- : CE
-01 va05 |300/75-125 h/p/cosmos saturn 250/75 s
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[c0s30007 treadmill h/p/cosmos 200- CE
-01 va06 |300/75-125 h/p/cosmos saturn 250/75 r Wl
cos30008 treadmill h/p/cosmos 200- CE
-01 va01 |300/75-125 CareFusion LE 650CE 250/100 012
c0s30008 treadmill h/p/cosmos 200- CE

1-01 va02 |300/75-125 CareFusion LE 650CE 250/100 R | %123
c0s30008 treadmill h/p/cosmos 200- CE
-01 va04 |300/75-125 COSMED T250 MR 123
cos30008 treadmill h/p/cosmos 200- CE
-01 va05 |300/75-125 h/p/cosmos saturn 250/100 O1ke
cos30008 treadmill h/p/cosmos 200- CE
-01 va06 |300/75-125 h/p/cosmos saturn 250/100 r Has
co0s30009 treadmill h/p/cosmos 200- CE
-01 va01 |300/75-125 CareFusion LE 680CE 250/125 R | “1%3
cos30009 treadmill h/p/cosmos 200- CE
-01 va03 |300/75-125 h/p/cosmos saturn 250/125 r b
c0s30010 treadmill h/p/cosmos 200- CE
-01 va01 |300/75-125 CareFusion LE 690CE 300/75 pleg
c0s30010 treadmill h/p/cosmos 200- : CE
-01 va02 |300/75-125 CareFusion LE 690CE 300/75 R | “1%3
c0s30010 treadmill h/p/cosmos 200- CE
-01 va05 |300/75-125 h/p/cosmos saturn 300/75 Rt
c0s30010 treadmill h/p/cosmos 200- CE
-01 va06 |300/75-125 h/p/cosmos saturn 300/75 R Las
cos30011 treadmill h/p/cosmos 200- CE
-01 va01 |300/75-125 CareFusion LE 700CE 300/100 ks
cos30011 treadmill h/p/cosmos 200- CE
-01 va02 |300/75-125 CareFusion LE 700CE 300/100 R | 913
c0s30011 treadmill h/p/cosmos 200- CE
-01 va05 |300/75-125 h/p/cosmos saturn 300/100 ML
c0s30011 treadmill h/p/cosmos 200- CE
-01 va06 |300/75-125 h/p/cosmos saturn 300/100 r 125
c0s30012 treadmill h/p/cosmos 200- CE
01 va01 |300/75-125 CareFusion LE 720CE 300/125 R | %1%
c0s30012 treadmill h/p/cosmos 200- CE
-01 va03 |300/75-125 h/p/cosmos saturn 300/125 r plEs
cos30013 treadmill h/p/cosmos CE
-01 va01 |450/300 h/p/cosmos saturn 450/300 rs s
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body weight support device

Classification MDD Directive 93/42/EEC

Class lla

Classification according to ISO 20957-1

CAL

UMDNS Code

11-623 exercisers

GMDN Codes 30928 training aid, physical, arm / trunk / leg

NBOG Code MD 1108 active rehabilitation devices

article vari-

no. ant | product family variant model name CE

cos30017 body weight support device CE

-01 h/p/cosmos h/p/cosmos airwalk se ks

c0s30028 body weight support device CE
h/p/cosmos h/p/cosmos airwalk ap iz

expander pulling unit

Classification MDD Directive 93/42/EEC Class |
Classification according to ISO 20957-1 S, |
Classification according to EN 957-6 Cc -

UMDNS Code

11-623 exerciser
11-625 exerciser arm

GMDN Codes 35060 EXERCISER, leg
11625 EXERCISER, arm
NBOG Code MD 103 Non-active orthopaedic and rehabilitation devices
vari-
article no. | ant product family variant‘model name CE
c0s30022 expander pulling unit h/p/césmos robowalk expander F CE
va01 h/p/cosmos 150/50
c0s30022 expander pulling unit h/p/cosmos robowalk expander F CE
va02 | h/p/cosmos 170-190/65
expander pulling unit h/p/cosmos robowalk expander F CE
co0s30022 va03 |[h/p/cosmos awse 135
expander pulling unit
c0s30023-03 h/p/cosmos h/p/cosmos robowalk expander B CE
expander pulling unit h/p/cosmos robomove expander CE
cos101659 |va01 h/p/cosmos vh1.2m
expander pulling unit h/p/cosmos robomove expander CE
cos101659 |va02 |h/p/cosmos vh2m
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arallel bars :

@caﬁon MDD Directive 93/42/EEC Class |

Classification according to ISO 20957-1 S 1 ‘

UMDNS Code 12-957 Parallel Bars

GMDN Codes ;o 30926 Parallel Bars, non-powered

'NBOG Code MD 103 Non-active orthopaedic and rehabilitation devices

article vari-

no. ant | product family variant model name CE

co0s30018 parallel bars h/p/cosmos h/p/cosmos parawalk 3m with CE

va01 wooden plate

c0s30018 | yg02 | parallel bars h/p/cosmos h/p/cosmos parawalk 3m CE
parallel bars h/p/cosmos h/p/cosmos parawalk 4m with CE

c0s30019 |va01 wooden plate

c0s30019 |va02 |parallel bars h/p/cosmos h/p/cosmos parawalk 4m i
parallel bars h/p/cosmos h/p/cosmos parawalk 5m with CE

c0s30020 | va01 wooden plate

c0s30020 |va02 |parallel bars h/p/cosmos h/p/cosmos parawalk 5m GE
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