
hanae
Nodin, 25th May 2021

CE DECLARATTON OF COI\TORMITY

Ms Silvia Mundrriz Abadin, in representation of,

Shanae Servicios Geri6tricos S.L.U, with tax address in C/ Arrieta,2'|,31002, Pamplona,
Navarra, Spain with manufacturing address in Poligono Industrial Talluntxe II- C/ C,
Nave 68, 31110 No6in, Navarra, Spain.

SRN: ES-MF-000001503

Declares that the products listed in Annex I comply with the essential requirements
aplicable to them in accordance with the requirements pf Regulation (EU) 20171745 of
the European Parliament and of the council of 5 April 2017 onMedical Devices, so that
the absence of compromise to the health and safety of the user of these products is
guaranteed, provided that they are used in accordance with the intended purpose and
following the instructions for use that accompany them.

Classification : Class I as defined in the Annex VIII of the Regulation (EU)20171745
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REFERENCE DESCRIPTION stzE BASIC UDI.DI

\t/

DSB
Duo SecuritY belt +

pelvis
One size 843604205sujecionsillaX3

ADOS
Auxiliary wandering belt
(6 handles)

One size
843604205sujecionsillaX3

ADlO
Pelvic abdominal fixing

belt
One size 843 604205sujecionsil laX3

AD11
Abdominal fixing belt for
chair with plastic buckle

0-L 843 604205sujecionsil laX3

AD11.E

Abdominal fixing belt for
chair, narrow, with
plastic buckle

7 843604205sujecionsil laX3

AD11M

Abdominal fixing belt for
chair with magnetic
closure

0-1 843604205sujecionsil laX3

AD12
Perineal fixing belt for
chair (plastic buckle)

0-1 843604205sujecionsi I laX3

AD1.2M
Perineal fixing belt for
chair (magnetic closure)

0-1 843604205sujecionsi I laX3

AD13

Fixing belt for chair
(torso)with plastic

buckle

0^L 843604205sujecionsillaX3

AD13M

Fixing belt for chair
(torso)with magnetic

closure

0-1
843604205sujecionsil laX3

AD14

Fixing belt for chair
(torso+pelvis) with
plastic buckle

0-t
843604205sujecionsi I laX3

AD14M

Fixing belt for chair
(torso+pelvis) with
magnetic closure

0-1
843604205sujecio nsi llaX3

AD15 Fixine vest for chair M-L 843604205sujecio nsil laX3

AD16 Fixing belt "transfer" M-L 843604205sujecio nsi I laX3

AD17
Perineal vest for chair
with plastic buckle

0-1
B43604205sujecionsillaX3

AD17P
Perineal vest, low cut,

for chair , plastic buckle

0-1
843604205sujecionsillaX3

AD17M
Perineal vest for chair

with magnetic closure

0-1"
843604205sujecionsi I laX3

AD18
Standard vest for chair
with plastic buckle

0-1-
843604205s uiurionrffi

AD18M
Standard vest for chair

with magnetic closure

0-1 843604205sujeciof (axg ,.

,ul
\1

\
Pol. Talluntxe ll C/C-68 31110 Noain (spain) Pdgina"*qerT{furl*'y

T. +34 948316878 ' F. +34 948316878 ' shanae@shanae es'
FJ71O71435.Hegistro Mercantil de Navarra'Tomo 1581 'Folio 116'Hoja no NA-31402 lnscripcion 1

-J
CD

o\
cfi\
*\

+s
Ptr
lds#r
ffi\.S'

."x-



hanae
REFERENCE DESCRIPTION stzE BASIC UDI-DI
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AD50

Abdom.fixing belt for
chair/armchair,

magnetic closure front,
plastic buckle back

M-L 843604205sujecionsi I laX3

AD50M

Abdom.fixing belt for
chair/armchair,

magnetic closure front
and back

M.L

843604205sujecionsi I laX3

AD52

Abdom.fixing belt for
chair/a rmchair plastic

buckle and hook

M-L 843604205sujecionsi I laX3

CAD16

Extension for
wheelchair belts, plastic

buckle

One size 843604205sujecionsillaX3

CAD16M Extension for
wheelchair magnetic
belts

One size
843604205sujecionsillaX3

cAD77 Extension for vests
One size

843604205sujecionsillaX3

ADXl Foot supports for
wheelchair

a-t-2 843604205 posicionado rJ7

ADX2 Foot belt 0-L B43604205posicionadorJ7

ADX5 Calf Strap for
wheelchair

One size 843 604205 p osicio nado r 
ffi

ADX6 Calf Strap for
wheelchair with ankle

support
One size

843604205posicionaff
:/t
6i.pl
3t

V
..tS

ADX2O Pelvic abdominal fixing
belt, plastic buckle

00-0-1-2
843604205posicionaffi

ADX21 Pelvic abdominal fixing
belt, safety closure

o-1,-2
843604205 pos'c'onadorJ}W

ADX22 Trunk Support with zip,

screwed to the chair
00-0-1-2

843604205posicionadorJ7 
1

ADX22C Trunk suppor with zip,
plastic buckle closure

00-0-1-2
843604205 posicionado rJ7

ADX24 Trunk Support without
zip, screwed to the chair

00-0-1-2
843604205 posicionadorJT

ADX24C Trunk Support without
zip, plastic buckle
closure

00-0-r"-2
843604205posicio nado rJ7

ADXz3 Shoulder harness,
screwed to the chair

o-t-2
843604205 posicionado rJ7

ADX23C Shoulder harness,
plastic buckle closure

0-1-2
843604205 posicio nado rJ 7
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REFERENCE DESCRIPTION stzE BASIC UDI.DI

ADX3O Abduction Support 0-1 843604205 posicio nadorJT

ADX31. Abduction Support,
semirigid

0-1
843604205posicionadorJ7

ADX32 Leg harness 0-1 843604205 posicionado rJ7

ADX39 Pelvic wrap One size 843604205PosicionadorJ7

ADX4PE 4 point pelvic fixing
belt, plastic buckle 00-0-1-2

843 604205posicionado rJ7

ADX4PS 4 point pelvic fixinf
belt, safety closure

0-7-2
843504205 posicio nado rJ7

ADX4O Lumbar positionning

cushion

One size 843604205 posicionado rl7

AD51 Abdominalfixing belt
for bed

S"M-L
843604205sujecioncama F6

AD61 Wrist restraint for bed One size
843604205sujecioncama F6

AD65 Ankle restraint for
bed One size

B43604205sujecioncama F6

AD54 Abdominalfixing belt
for bed, magnetic

closure
(polvpropylene)

S-M-L
843604205sujecionca ma F6

AD56 Abdominalfixing belt
for bed, magnetic
closure

S-M-L
843604205sujecioncama F6

AD564 Abdominalfixing belt
for bed, magn6tico

closure, padded
S-M-L

843604205sujecioncama F6

AD56P Abdominal pelvic belt
for bed with magnetic

closure

S-M-L
843 604205sujecio nca m a F6

AD62 Wrist restraint with
magnetic closure
(pair)

One size
B43604205sujecioncama F6

AD67 Ankle restraint with
magnetic closure

(Pair)

One size

843604205sujecio nca ma FG
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REFERENCE DESCRIPTION stzE BASIC UDI.DI
AD55 Psychiatric fixing belt

with magnetic closure M-L
843604205sujecionca ma F6

AD58 Abdominal belt for
strecher, magnetic

closure

S.M-L

843604205sujecio nca ma F6

AD68 Ankle restraint for
strecher, magnetic

closure

One size

843604205sujecio nca m a F6

PEAD56 Pelvic accessory for
AD56

One size
843604205sujecio nca ma F6

PEAD54 Pelvic accessory for
AD54

One size 843604205sujecio ncama F6

TAD54 Shoulder restrint for
AD54

One size
843604205sujecionca ma F6

TAD56
Shoulder restraint for

AD56
One size

843 604205sujecio nca m a F6

CTAD54
Additionalshoulder
restraint for AD54

One size
843604205sujecionca ma F6

CTAD56
Additional shoulder
restraint for AD56

One size
843604205sujecioncama F6

CAD54 Extension for AD54 One size
843604205sujecioncama F6

is\
CAD56 Extension for AD56 One size

843604205s uiecioncayffi i4]llAtv,},-\4
o pr*ril

,_i^i*]".J,L l'i**il

\
$
a
ai>

AD71 Silicone fiber Mitt
(unit) 0ne size

843604205a ntiesca I tplN

a[,.i8
AD72

Standard mitt (pair) One size

i::iW#
AD73

Breathable mitt (pair)
One size 843 604205a ntiesca ras3 N'-k

:

E
E\

W

AD76
Anti-decubitus
heel/elbow pad (unit)

One size

843604205a ntiesca ras3 N

AD77 Anti-decubitus
heel/elbow pad (big

model)(unit)
One size

843604205a ntiesca ras3 N

ADSO Anti-decubitus sock
(pair) One size

843604205a ntiesca ras3 N

AD79
Suapel heel (unit) One size

843604205a ntiesca ras3 N
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AD9O Pyjama bed sheet

(long sleeves)
One size

843604205sa ba nafa ntasmaW E

AD91 Pyjama bed sheet
(short sleeves)

One size
843604205sabanafa ntasmaWE

AD92 Pyjama bed

sheet(without
sleeves)

One size

843604205saba nafa ntasmaWE

AD93 Geriatric pyjama (1

zipllong sleeves)
S.M-L

843604205 pija mageriat13Z

AD94 Geriatric pyjama (1

zip/short sleeves)
S.M-L

843604205 pija mageriat13Z

AD95 Geriatric pyjama (2

zips/long sleeves)
S-M.L

843604205pijamageriat13Z

AD96 Geriatric pyjama (2

zips/short sleeves)
S.M-L

843604205 pijamageriat13Z

AD98 Hospital/geriatric
gown

0-1
843604205camisongeriatrG B

AD99 Hospital/geriatric
gown

0-1
843604205cam isongeriatrG B

AD2OO Rail protector for bed One size
843604205 protecto rba ra nM S

AD3OO Sling for lifter
sta nda rd

M.L
843604205a rnesgrua4T

AD45O Suapel cushion round

with hole
One size

843604205coj i na ntiescaS9

AD451 Suapel cushion
horseshoe

One size
843604205coj i na ntiesca39

AD452 Suapel cushion square

with hole
One size

843604205coj i na ntiesca 89

AD453 Suapel cushion square
One size

843504205coji na ntiesca39

AD454 Suapel cushion square

horseshoe
One size

843504205coj i na ntiesca 89

AD460 PU cushion round

with hole One size

843604205coji na ntiesca39

AD461 PU cushion horseshoe
One size

843604205coji na ntiesca89

AD462 PU cushion square

with hole
One size

843 604205coj i na ntiesca39

v
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BASIC UDI.DI
PU cushion aquare

Visco elastic
antidecubitus cushion

Visco elastic
antidecubitus cushion

41x4tx7cm
45x42x7cm

843604205coji na ntiesca89

843604205coji na ntiesca39

Visco anatomic
cushion with coxis
cut-out

843 604205coji na ntiesca89

Visco anatomic
cushion with Outlast@

treatment

843 604205coj ina ntiesca89

!r!f-tqig

.J,,i- '\d
ia-.- lq;/g

4tx41x7cm
45x42x7cm

Cervicalcushion (PU)

J
ct)

-</)

REFERENCE DESCRIPTION StzE
AD463

One size
843604205coji na ntiesca89

4D464 PU cushion square
horsehoe

One size
843604205coj i na ntiesca 89

AD4OO
42x42x7cm

843604205coji na ntiesca89

AD4O5
42x42x7cm

843604205coji na ntiesca89

AD4O9 Visco anatomic
cushion
(weieht miix: 90ke)

AD410 Visco anatomic
cushion
(weieht milx: 100ke)

47x41x7cm
45x42x7cm

AD4L2
43x42x7cm

4D415
4tx41x7cm

45x42x7cm

AD42O Gel cushion 4Ax4Ax2,2cm
843604205cojina ntiescr

/,

rQ.A

W
4D425 Gel 3D cushion 40X40cm

45x42cm
tOr aOO, Ot.o,, n. na,"ffil.rr 

r,,
843604205co1inantie{ff fffi

AD43O Visco-gel cushion

AD432 Visco-gelcombi
cushion

45x42x7cm
ros 2l

AD49O Cervicalcushion
(Cotton) One size

B43604205cojincervica 177

AD49t Cervical cushion
(Suapel) One size

843 604205coj i nce rvica 177

AD492
One size

843 604205coji nce rvica 177

1011 Soft cervical collar
75mm One size

843604205co I la rce rvica6y

LOL2 Soft cervicalcollar
95mm One size

843 604205co I la rce rvica6y

1013 Soft cervical collar
75mm 1"-2-3

843604205co I la rce rvica6y

I



REFERENCE DESCRIPTION stzE BASIC UDI.DI

j
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to74
Soft cervical collar
75mm

L-2-3-4-5
843604205co I la rce rvica6Y

1015
Soft cervical collar
100mm

L-2-3-4-5
843604205co1 la rcervica6Y

1020
Semirigid cervical

collar 75mm
One size

843 604205co I la rce rvica6Y

L100 Rigid cervical collar 1,-2-3-4-5 843 604205co1 la rcervica6Y

1110 Rigid cervical collar 1-2-3-4-5 843604205co I la rce rvica 6Y

102
Thoracic binder

80-90'100-
1L0

843 604205ba ndajestoYa bkm

7t6 Standard thoracic
binder

1-2-3-4
843604205 ba ndajestoYa bkm

717 Standard thoracic
binder

One size
B43604205bandajestoYa bkm

t20 Abdominal
compression binder

r^2-3
843604205ba ndajestoYa bkm

124 Abdominal standard

binder 24cm
0-t-2-3-4

843604205 ba ndajestoYa bkm

132 Abdominalstandard
binder 32cm

o-t-2-3-4
843604205 ba ndajestoYa bkm

3022 Elastic lumbosacral

belt
1-2-3-4-5-6

B43504205fajae lasticaCM

3026 Elastic lumbosacral
belt 25cm

1"-2-3-4-5-6
843604205fajaelasticaCM

3032 Elastic lumbosacral

belt - 32cm
1-2-3-4-5-5

843604205fajae lasticaCM

3025 Elastic sacrolumbar
belt- 26cm

1-2-3-4-5-6
843604205fajaelasticaCM

3031 Elastic sacrolumbar
belt

L-2-3-4-5-6
843604205fajae lasticaCM

3058 Elastic dorsolumbar
belt

1-2-3-4-5-6
843504205fajae lasticaCM

3126 Faja sacro lumbar
twin

t-2-3-4
843604205fajaelasticaCM

tT22
Lumbar support 2zcm t-2-3-4

843604205fajasem i rigidQD

tr24
Lumbar support 24cm t-2-3-4 843604205fajasem i rigidQD

v

tF
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REFERENCE DESCRIPTION stzE BASIC UDI.DI
9026 Semirigid lumbosacral

belt (26cm)
1,-2-3-4-5 843 604205fajasem i rigidQD

9032 Semirigid lumbosacral
belt (32cm)

L-2-3-4-5 843604205fajase m i rigid QD

9050 Semirigid lumbosacral
belt (50cm)

1-2-3-4-5 843604205fajase m i rigidQD

141 Elastic shoulder
support L-2-3-4-5

843604205espa ldillera2S

L42 Elastic shoulder
support 1,-2-3-4-5

843604205espa ldillera2S

151 Clavicle inmobiliser
1,-2-3-4-5

843604205inmovclavicula8G

752 Sling
One size

843604205ca bestril loQZ

153 Classic sling
1.-2

843 604205ca bestri I loQZ

155 Classic sling t-2
843604205ca bestri lloQZ

t57 Shoulder inmobiliser
sline

One size
843604205cabestww s.lN

,r;, "\il. te

.. .,,e]/i I
n^eit{/i

160 Wrist Support
t-2-3

843604205on.','ffi.Tlo 
-.

161 Wrist Support
One size

B43604205ortesisffib 
r

165 Metacarpalwrist
Support short (left or
rieht)

7-2-3
8436042o5ortesismunffi Y4

J
cr)

1"67 Metacarpalwrist
support long (left or
rieht)

t-2-3
843604205ortesism u necadb

158 Metacarpalwrist
Support
(ambidextrous)

7-2-3
843604205ortesism u necad b

1.69 Thumb ambidextrous
stabiliser Support

7-2
843504205ortesispu lga rfa

190 Elastic ankle support
7-2-3

843604205tobilleraelastWY

191 Elastic ankle Support
One size

843604205tobilleraelastWY

560 Universal knee splint
a-b2-3-4

843604205inmovrod illa NA
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AD501 Post-operativ knee

splint (short or long) One size

843604205rodillera postNV

2000 Adjustable hip

abduction splint
t2-L4-16-tB-
20-22-24-26-
2B-30-32-34

843604205a bd uctorcade ra3A

6040 lnguinaltruss t-2-3
843604205bragueroinguin PU

HA STD HeadActive Standard
One size

843604205sujecio nca bezaZJ

HA TOW HeadActive Tower
One size

843604205sujecio nca bezan

HA FIX HeadActive Fix One size
843604205sujecio nca bezaZ

HA SFT

HeadActive Soft One size
843604205sujecionca bezaZJ

HA VRS

HeadActive Versa One size
843604205sujecio nca bezaZJ

HA DEM

HeadActive Demo One size
843604205sujecionca bezaZ

HP100

HeadPod Kit One size
843604205sujecionca bezaZJ

HP102
HeadPod Kit mini One size

843604205sujecio nca bezaZJ

HP1O4

HeadPod Kit Max One size
843604205sujecio nca bezan
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