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ANNEX to MDR EAR Certificate

Manufacturer: G.S.T Corporation Limited

Country: India

Order No.: EU DL 0529-2023

Reference No.: RDP 0093-2024

GMDN | EMDN | BASIC UDI-DI Commercial Intended use | Risk class & | Risk class & Legacy Mandated Mandate Mandated
Name of device Classificati | Classification (Y/N) (Y/N) starting date Vigilance
on Rule Rule MDR (Y/N)
MDD
41039 890440782111 The purpose n/a Class 1 Rule 1 30/01/2024 Y
06D of a cervical
collaris to
support your
Cervical Collar | neck and
Soft spinal cord,
and to limit
the movement
Y0603 of your neck
12 and head.
41039 890440782112 Is used to n/a Class 1 Rule 1 30/01/2024 Y
06G Cervical Collar | support and
soft with protect
Y0603 support patient's neck
12 and spinal
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cord. These
types of
collars are
typically used
for the
treatment of
neck injuries,
neck surgeries,
and some
instances of
neck pain.

41039

Y0603
12

890440782113
06K

Cervical Collar
Hard
Adjustable

Is used for
spine
problems or
injuries. It
limits forward
and backward
movement
more than a
soft one does.
Hard collars
are usually
only used after
major surgery
or a serious
injury, such as
a broken neck.
You may get a
hard cervical
collar after
you've used a
halo brace.

n/a

Class 1 Rule 1

30/01/2024
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41039

Y0603
12

890440782114
06N

Cervical
Orthosis
(Philadelphia)

Is used for the
immobilization
of the spine
following
injuries.

n/a

Class 1 Rule 1

30/01/2024

41039

Y0603
12

890440782115
06R

Cervical
Immobilizer

Is used to keep
the head and
neck in the
correct
position after
a spinal cord
injury

n/a

Class 1 Rule 1

30/01/2024

41573

V0803
99

890440782116
o6U

Cervical Pillow
Regular

Is used to
prevent and
cure cervical
problem while
sleeping by
promoting a
healthy,
neutral
posture of the
cervical spine

Class 1 Rule 1

30/01/2024

41573

V0803
99

890440782117
06X

Cervical Pillow
Memory Foam

It is designed
to align the
head, neck
and spine
properly and
provide you
with comfort.

n/a

Class 1 Rule 1

30/01/2024

41573

V0803
99

890440782118
072

Cervical Pillow
Roll

It is used to
improve neck

n/a

Class 1 Rule 1

30/01/2024
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pain and
improve rest

10668

Y0612
03

890440782212
06P

Cast Shoe

Is used in
place of
normal shoe
when patient
is on plaster
cast of the
foot

n/a

Class 1 Rule 1

30/01/2024

[E

62870

Y0612
03

890440782215
o6Y

Rubber Heel
Full

Is used to
provide soft
cushioning to
the foot heel

n/a

Class 1 Rule 1

30/01/2024

[E

62870

Y0612
03

890440782216
073

Rubber Heel

Is used to
provide soft
cushioning to
the foot heel

n/a

Class 1 Rule 1

30/01/2024

12101

Y0606
24

890440782218
079

Universal
Shoulder
Immobilizer

Is designed to
immobilize
and support
the dislocated
shoulder. It is
also used to
protect the
arm from
other people
pulling on or
against the
arm and to
protect the

n/a

Class 1 Rule 1

30/01/2024
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arm at night
during sleep.

41048

Y0606
99

890440782219
07C

Cuff & Collar
Sling

Is used for
injuries to the
arm. The collar
and cuff holds
your injured
arm in the
correct
position for
healing to
occur.

n/a

Class 1 Rule 1

30/01/2024

[E

46325

Y0606
27

890440782210
06H

Pouch Arm
Sling

Is used to hold
and support
the arm to
ensure
immobilization
and reduce
pain caused
due to sprain,
fracture, or
surgery in the
same area.

n/a

Class 1 Rule 1

30/01/2024

13810

Y0606
21

890440782214
o6V

Clavicle Brace
with Velcro

Is used to
immobilize,
compress &
stabilize
fractures
involving the
clavicle bone.
It provides

n/a

Class 1 Rule 1

30/01/2024
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optimum
support while
recovering
from clavicular
fractures and
injuries.

12101

Y0606
24

890440782217
076

Elastic
Shoulder
Immobilizer

Is designed to
support
patient's arm,
and to restrict
from doing
certain
motions. It is
also used to
protect the
arm from
other people
pulling on or
against the
arm and to
protect the
arm at night
during sleep.

n/a

Class 1 Rule 1

30/01/2024

13810

Y0606
21

890440782213
06S

Clavicle Brace
with Buckle

Is used to
immobilize,
compress &
stabilize
fractures
involving the
clavicle bone.
It provides
optimum

n/a

Class 1 Rule 1

30/01/2024
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support while
recovering
from clavicular
fractures and
injuries.

42874

Y0606
03

890440782310
06Q

Thumb Spicia
Splint

Thumb splints
keep the
thumb
immobilized
while still
allowing the
fingers to
move. Thumb
spica splints
will support
joints that are
painful or
unstable due
to arthritis or
soft tissue
injury.

n/a

Class 1 Rule 1

30/01/2024

42874

Y0606
03

890440782311
06T

Base Ball Splint

Is designed
with a cap for
the finger's
front and
cover for the
bottom. Helps
injuries heal
and prevents
re-injury.

n/a

Class 1 Rule 1

30/01/2024
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42874

Y0606
03

890440782312
06w

Finger Cot
Splint

Finger-cots are
typically used
to cover cuts
and open
wounds on
fingers.

n/a

Class 1 Rule 1

30/01/2024

42874

Y0606

890440782313
06z

General Splint

Is a supportive
device used to
keep in place
any suspected
fracture in
one's arm or

leg

n/a

Class 1 Rule 1

30/01/2024

42874

Y0606
03

890440782314
074

Finger
Extension
Splint

To immobilize
and protect a
finger with
metacarpal
injury fracture
or after the
surgery while
it recuperates.
It ensures full
protection in
injuries and
burns.

n/a

Class 1 Rule 1

30/01/2024

42874

Y0606
03

890440782315
077

Frog Splint

Is designed to
support and
immobilize
interphalange
al joints of the
fingers in their

n/a

Class 1 Rule 1

30/01/2024
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natural
functional
positions.
Uses: It is used
to support the
phalangeal
joints.

42874

Y0606
03

890440782316
07A

Mallet Finger
Splint

To maintain
the DIP finger
joint in passive
(or slight
hyper)
extension so
that healing of
the injured
tissue takes
place.

n/a

Class 1 Rule 1

30/01/2024

47217

Y0603

890440782414
17D

Pregnancy
Support Belt

To support the
lower back
and abdomen
during
pregnancy.

n/a

Class 1 Rule 1

30/01/2024

33031

Y0603
08

890440782411
072

Lumbo Sacral
Belt

Compresses
your back and
lowers it to
help ease pain
and stiffness.
In case of
vertebral
fracture or
disc injury, the

n/a

Class 1 Rule 1

30/01/2024
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Lumbar Sacro
Support Belt
holds the
spine together
and aids in
limiting the
movement
providing your
spine with
sufficient time
to heal itself.

33031

Y0603
08

890440782415
07E

Lumbo
Support belt

It provide
support to the
lumbar spine.

n/a

Class 1 Rule 1

30/01/2024

47217

Y0604

890440782414
07B

Abdominal
Support Belt

Abdominal
binders are
compression
belts that
encircle
abdomen,
commonly
used to
augment the
recovery
process after
abdominal
surgery like
exploratory
laparotomy,
cesarean
section,

n/a

Class 1 Rule 1

30/01/2024
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bariatric
surgery,
hysterectomy,
or spinal
surgery

47217

Y0604

890440782413
078

Tummy Trim
Belt

Supports and
compresses
the abdominal
muscles for
waist line
reduction and
isused as a
post operative
or post
delivery aid

n/a

Class 1 Rule 1

30/01/2024

w

64655

Y0604
99

890440782416
07H

Rib Belt

It helps reduce
pain from
chest muscle
strain or rib
fracture. The
belt limits
motion in the
chest and
relieve pain
from the chest
wall and ribs

n/a

Class 1 Rule 1

30/01/2024

33031

Y0603
08

890440782410
06X

Contoured L.S.
Support

It provides
comfortable
immobilization
for everyday

n/a

Class 1 Rule 1

30/01/2024
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use in mild
back ache.

33031

Y0603
09

890440782711
o7p

Frame Back
Support

It is useful in
severe back
pain cases like
post spine
surgery,
lumbar
fracture,
lumbar
spondylosis,
lumbar disc
herniation,
etc. The loop
elastic
technology
ensures a
comfortable
and secure fit.

n/a

Class 1 Rule 1

30/01/2024

33031

Y0603
07

890440782412
075

Lumbo
Support
Perforated

Helps promote
good posture
by simply
filling in the
gap between
the lumbar
spine and the
seat,
supporting the
natural inward
curve of the
lower back.

n/a

Class 1 Rule 1

30/01/2024
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64655

Y0606

890440782418
o7pP

Chest Binder

It is used to
protect and
bind the
surgical
incisions of
the chest and
post cardio
thoracic
surgery. It
helps to
reduces post-
operative pain
and
discomfiture.

n/a

Class 1 Rule 1

30/01/2024

33031

Y0603
09

890440782419
07S

Taylor's Brace

Taylor brace
supports and
immobilizes
the spine in
neutral
position, still
permitting the
requisite
motion of the
complete
body. Taylor's
Brace helps in
giving a firm
support to the
thoracic spine
and
straightening
the curve.

n/a

Class 1 Rule 1

30/01/2024
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33031

Y0606

890440782417
07L

Ash Brace

Ash Brace is
designed to
immobilize the
vertebral
column and
maintain it in
neutral or
slightly hyper
extension
position. It
provides
stabilization of
the spine
encourages
cervical and
lumbar
lordosis thus
relieving
pressure on
the anterior
parts of the
vertebral
bodies.

n/a

Class 1 Rule 1

30/01/2024

47218

Y0604
06

890440782915
08H

Hernia Belt
Single

Is a supportive
undergarment
for men
designed to
keep the
protruding
tissue in place
and relieve
discomfort. If

n/a

Class 1 Rule 1

30/01/2024
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you have an
inguinal
hernia, a
hernia truss
can help you
feel more
comfortable
temporarily,
but it doesn't
treat the
hernia.

47218

Y0604
06

890440782916
08L

Hernia Belt
Double

Is a supportive
undergarment
for men
designed to
keep the
protruding
tissue in place
and relieve
discomfort. If
you have an
inguinal
hernia, a
hernia truss
can help you
feel more
comfortable
temporarily,
but it doesn't
treat the
hernia.

n/a

Class 1 Rule 1

30/01/2024
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44214

Y0699

890440782917
08P

Suspensory
Bandage

Is used to hold
and lift the
scrotal sac. It
provides relief
to inflamed or
sagging
testicles.

n/a

Class 1 Rule 1

30/01/2024

45534

71213
0202

890440782510
076

Cervical
Traction Kit
Sitting

Is designed to
help relieve
pressure by
stretching the
musculature
and
connective
tissue
components
of the cervical
spine. It
expands the
intervertebral
joint space
and relieves
pressure on
the anterior
vertebral
bodies.

n/a

Class 1 Rule 1

30/01/2024

46527

71213
0285

890440782510
178

Cervical
Traction Head
Halter

Halter traction
is used for
short term
cervical
traction. Uses
include minor

n/a

Class 1 Rule 1

30/01/2024
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neck injuries
without
obvious
fractures e.g.
Whiplash
injury, neck
muscle spasm,
conservative
treatment of

cervical disk
lesions.
46525 890440782510 An over-the- n/a Class 1 Rule 1 30/01/2024
27A door traction
device is for

71213
0285

Cervical
Traction Over
Door Pulley

home use. You
attach your
head and neck
to a harness.
This is
connected to a
rope that's
part of a
weighted
pulley system
that goes over
a door. This
can be done
while sitting,
leaning back,
or lying down.
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35359

71213
0285

890440782510
37C

Cervical
Traction
Spreader Bar

It expands the
intervertebral
joint space
and relieves
pressure on
the anterior
vertebral
bodies

n/a

Class 1 Rule 1

30/01/2024

B

62664

71213
0285

890440782510
47E

Traction Cord

Is used to
provide
support and
connect
traction belt to
the pulley

n/a

Class 1 Rule 1

30/01/2024

46511

L1103

890440782510
57G

Traction pulley
bracket

Is used to hold
the weight
connected to
the traction
belt

n/a

Class 1 Rule 1

30/01/2024

45533

71213
0202

890440782510
97Q

Cervical
Traction Kit
Sleeping

Designed to
provide
traction to the
cervical and
upper dorsal
vertebras. It
relieves
pressure by
stretching the
musculature
and
connective

n/a

Class 1 Rule 1

30/01/2024
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tissue
components
of the cervical
spine.

45533

71213
0202

890440782511
079

Pelvic Traction
Kit

Is designed to
relieve pain in
the lower back
hips and legs
normally
associated
with low back
disorders. This
pulling action
on the pelvic
region can
also aid in the
reduction of
muscle spasms
and help with
the objective.

n/a

Class 1 Rule 1

30/01/2024

62664

71213
0285

890440782511
178

Pelvic Traction
Belt

Is used for
transmitting a
longitudinal
traction force
through the
pelvic area to
the spinal
column.
Designed to
hold the pelvis
and give
traction to the

n/a

Class 1 Rule 1

30/01/2024
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lower body,
the pelvic
traction belt
firmly
supports the
pelvis.

35359

71213
0285

890440782511
27D

Pelvic Traction
Spreader Bar

This spreader
bar provides
required gap
between the
two ends of
traction belt
wire for
desired result

n/a

Class 1 Rule 1

30/01/2024

45533

71213
0202

890440782512
07C

Leg Traction
Brace

Is a traction
halter applied
to the leg for
below knee
traction. It
offers a
distinct
advantage of a
very large
holding
surface area,
ease of
application
and removal ,
reuse and
patient
comfort. Ideal

n/a

Class 1 Rule 1

30/01/2024
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for sensitive
skins.

45533

MO030
503

890440782513
07F

Skin Traction
Set (PUF)

Is used for
providing
indirect
traction to leg
or the arm to
reduce
fractures,
skeletal
deformities,
muscle
contractures,
muscle
spasms,
pressure on
nerves or
regain normal
length and
alignment of

involved bone.

n/a

Class 1 Rule 1

30/01/2024

45533

MO030
503

890440782513
17H

Skin Traction
(Self Adhesive)

Is used for
providing
indirect
traction to leg
or the arm to
reduce
fractures,
skeletal
deformities,
muscle
contractures,

n/a

Class 1 Rule 1

30/01/2024
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muscle
spasms,
pressure on
nerves or
regain normal
length and
alignment of
involved bone.

41065

Y0612
09

890440782616
07X

Knee Brace
Long Type

A knee brace
can take
pressure off
the part of
your joint
most affected
by
osteoarthritis
and help
relieve pain. If
your knee
feels like it
might buckle
when you put
weight on it, a
knee brace
can also help
you stand and
move around
with more
confidence

n/a

Class 1 Rule 1

30/01/2024
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(2}

41065

Y0612
09

890440782615
07U

Knee Brace
Short type

A knee brace
can take
pressure off
the part of
your joint
most affected
by
osteoarthritis
and help
relieve pain. If
your knee
feels like it
might buckle
when you put
weight on it, a
knee brace
can also help
you stand and
move around
with more
confidence

n/a

Class 1 Rule 1

30/01/2024

41065

Y0612
09

890440782610
07D

ROM Knee
Brace

It prevent
certain ranges
of motion at
the knee.
Limiting
certain
movements at
the knee will
allow your
injury or
surgery to heal

n/a

Class 1 Rule 1

30/01/2024
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while keeping
you as
functional as
possible.

41065

Y0612
09

890440782635
086

Knee Ice Wrap

Relieves pain,
swelling and
inflammation
in the knee
due to ACL,
arthritis,
sports injuries,
sprains,
strains, muscle
fatigue and
surgery.

n/a

Class 1 Rule 1

30/01/2024

41065

Y0612
09

890440782617
082

Knee cap

The kneecap
provides
leverage for
your muscles
as they bend
and straighten
the leg. It also
protects the
knee joint.
Quadriceps
muscles.

n/a

Class 1 Rule 1

30/01/2024

41065

Y0612
09

890440782618
085

Knee cap with
Hinge

It provides
compression
around the
knee and the

n/a

Class 1 Rule 1

30/01/2024

Page 24 of 53

Attachments - ANNEX to MDR EAR Certificate —V5 03/05/2022 - ID: 00444720




support of a
side splint.

41065

Y0612
09

890440782631
07S

Knee Cap open
Patella
(Neoprene)

It provides
firm
compression,
warmth &
support to the
knee to allay
pain and
inflammation,
generally
associated
with old age,
arthritis,
sports injury
etc

n/a

Class 1 Rule 1

30/01/2024

41065

Y0612
09

890440782633
07y

Knee Cap open
Patella

It provides
firm
compression,
warmth &
support to the
knee to allay
pain and
inflammation,
generally
associated
with old age,
arthritis,
sports injury
etc

n/a

Class 1 Rule 1

30/01/2024
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41065

Y0612
09

890440782630
o7pP

Neoprene
Knee Support
Hinged

It is used to
provide knee
support in
knee de-
loading,
controlled
compression
and lateral
immobilization
of the knee
joint

n/a

Class 1 Rule 1

30/01/2024

41065

Y0612
09

890440782614
07R

Elastic Knee
Support

It helps with
knee de-
loading,
controlled
compression
and lateral
immobilization
of the knee
joint. It allows
normal flexion
and free
movement of
the joint.

n/a

Class 1 Rule 1

30/01/2024

41065

Y0612
09

890440782630
577

Neoprene
Knee Support
with Hinge
cross type

It helps with
knee de-
loading,
controlled
compression
and lateral
immobilization
of the knee

n/a

Class 1 Rule 1

30/01/2024

Page 26 of 53

Attachments - ANNEX to MDR EAR Certificate —V5 03/05/2022 — ID: 00444720




joint. It allows
normal flexion
and free
movement of
the joint.

(e)]

41065

Y0612
09

890440782632
o7v

Neoprene
Knee Wrap

Knee wraps
are
compression-
type wraps
that are
designed to
provide
support and
stability to the
knee joints.
Knee wraps
also help ease
the tension
and stress
placed on the
knees and
quadricep
muscles.

n/a

Class 1 Rule 1

30/01/2024

36206

Y0612
06

890440782621
07M

Anklet

It is used to
provide mild
compression,
warmth &
support to the
ankle joint, to
allay pain and
inflammation
generally

n/a

Class 1 Rule 1

30/01/2024
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associated
with old age,
arthritis,
sports etc.

44481

Y0612
06

890440782620
07)

Ankle Binder

Ankle braces
serve as the
external
supports to
limit certain
motions, such
as plantar
flexion/inversi
on (movement
at the ankle
joint that
points the foot
downward
away from the
leg and turns
the foot
inward), and
provide
awareness of
where your
ankle joint is in
space.

n/a

Class 1 Rule 1

30/01/2024

36206

Y0612
06

890440782622
07Q

Anklet with
Ankle Binder

To support,
compress and
immobilize the
ankle injury
and sprain to
releive pain.

n/a

Class 1 Rule 1

30/01/2024
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36206

Y0612
06

890440782623
07T

Ankle Brace

An ankle brace
is a garment
that is worn
around the
ankle to
protect it or
for
immobilization
while allowing
it to heal from
sprains and
other minor
injuries. Ankle
braces are
used to
immobilize the
joint while
providing heat
and
compression
to the bones.

n/a

Class 1 Rule 1

30/01/2024

43588

Y0612

890440782634
083

Foot Drop
Splint

Drop Foot
Brace is an
ankle and foot
brace for
stroke,
neurologic
disorders, and
nerve injury
patients. The
brace
maintains foot

n/a

Class 1 Rule 1

30/01/2024
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dorsiflexion
and prevents
the foot from
inverting
during gait.

46367

Y0612
17

890440782612
07K

Thigh Support

To provide
firm
compression,
warmth and
support to the
thigh area, to
allay pain and
inflammation,
generally
associated
with old age,
arthritis,
sports injury
etc

n/a

Class 1 Rule 1

30/01/2024

65192

Y0612
99

890440782613
07N

Calf Support

Help your
calves and legs
feel fresh
during training
or racing.

n/a

Class 1 Rule 1

30/01/2024

43817

Y0606
09

890440782718
08C

Wrist Wrap

To provide
support and
stabilization of
the wrist,
preventing
hyperextensio
n while

n/a

Class 1 Rule 1

30/01/2024
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ensuring
proper wrist
placement
beneath the
bar.

41459

Y0606
09

890440782716
086

Wrist Brace
with Thumb
Neoprene

People who
need
protection and
support for
painful,
swollen, or
weak joints

n/a

Class 1 Rule 1

30/01/2024

~N

41459

Y0606
09

890440782714
07y

Wrist Brace
with Double
lock

Is designed
specially to
help provide
required
compression
on the
affected area
to alleviate
pain and
inflammation.
It helps
support,
protect and
partially
immobilize the
wrist.

Class 1 Rule 1

30/01/2024

43565
Y0606
09

890440782713
o7v

Wrist &
Forearm Splint

Is designed to
immobilize
and provide

n/a

Class 1 Rule 1

30/01/2024
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firm but
comfortable
support to
hand and wrist
in various
orthopaedic
conditions. It
is designed to
provide
support to the
forearm bones
in case of
injury or for
post-operative
recovery.

43565

Y0606
09

890440782710
07L

Elastic Wrist
Splint

It provide rigid
support to
allow proper
healing,
decreased
pain, and
sustained
alignment.

n/a

Class 1 Rule 1

30/01/2024

43565

Y0606
09

890440782712
07S

Cock up splint
half (Static)

It holds the
wrist in
extension but
allows for
functional use
of the thumb
and fingers.

n/a

Class 1 Rule 1

30/01/2024
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43565

Y0606
09

890440782712
584

Cock up splint
(Dynamic)

Is used as a
post traumatic
rehabilitation
aid to get the
injured wrist
back in shape.

n/a

Class 1 Rule 1

30/01/2024

41053

Y0606
15

890440782717
089

Tennis Elbow
Support

Help provide
relief from
generalized
pain and
tenderness in
the forearm
and elbow
caused by
repetitive
strain

n/a

Class 1 Rule 1

30/01/2024

41459

Y0606
13

890440782715
083

Wrist brace
with Thumb

It support your
wrist along
with thumb in
a neutral
position,
which may
help bring
relief to wrist
and thumb
discomfort
and pain. They
prevent
repetitive
movements,
which is
helpful for

n/a

Class 1 Rule 1

30/01/2024
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conditions
such as
arthritis and
tendonitis.

(o]

36295

Y0612
03

890440782811
07w

3/4 Insole
(Silicone)

It provides
comfort to
foot in case of
pain or stress

n/a

Class 1 Rule 1

30/01/2024

36295

Y0612
03

890440782812
07z

Insole Full
(Silicone)

It reduces the
painful shock
waves and
lightens the
load to feet,
knees and the
spine.
Anatomically
designed for
better comfort
and fitting, it
provides even
pressure
distribution
throughout.

n/a

Class 1 Rule 1

30/01/2024

36295

Y0612
03

890440782810
07T

Heel Cushion
(Silicone)

It provides
comfort to
foot in case of
pain or stress

n/a

Class 1 Rule 1

30/01/2024

(o]

36295

Y0612
03

890440782817
08G

Foam Insole

Helps relieve
heel pain, arch
pain, plantar
fasciitis pain

n/a

Class 1 Rule 1

30/01/2024
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and reduce
foot fatigue.

13544

Y0612
99

890440782813
084

Toe Separator
Silicone (Pair)

Relieves
bunion
discomfort,
pain, and
soreness
associated
with soft corns
or toes
rubbing
together.

n/a Class 1 Rule 1 Y

30/01/2024

36295

Y0612
99

890440782814
087

Metatarsal Pad
Silicone (Pair)

To support the
feetin
extreme
fatigue.

n/a Class 1 Rule 1 Y

30/01/2024

36295

Y0612
99

890440782815
08A

Medial arch
Support
(Silicone)

Are used to
provide
structural
support to flat
feet and fallen
arches. They
can reduce
pain caused by
inflammation
or extreme
stress on the
plantar fascia.
They can
reduce strain
on the feet.

n/a Class 1 Rule 1 Y

30/01/2024
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41457

Y0606
06

890440782825
08F

Tubular elastic
bandage ortho
stockinet

In the care of
amputation
stumps or to
cover the skin
of such
stumpsin a
virtually
crease-free
manner.

n/a

Class 1 Rule 1

30/01/2024

36295

Y0612
03

890440782816
08D

Gel Insole

Helps provide
relief from
feet pain like
plantar
fasciitis, heel
bone spur,
calluses, corns
and knee,
ankle, heel,
metatarsal
pain.

n/a

Class 1 Rule 1

30/01/2024

66444

Y0612
12

890440782820
o7y

Varicose Vein
Stockings

To apply
pressure to
your lower
legs, helping
to maintain
blood flow and
reduce
discomfort
and swelling

n/a

Class 1 Rule 1

30/01/2024
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15593

V0803

890440782918
08S

Back Rest
Pillow

To give you
the support
you need
while sitting
upin
bed/chair

n/a

Class 1 Rule 1

30/01/2024

15593

V0803

890440782913
08B

Leg Rest Pillow

Relieves
swelling,
reduces
edema, helps
you attain
spine & coccyx
alignment,
improves
blood
circulation,
and supports
your ligaments
& muscles

n/a

Class 1 Rule 1

30/01/2024

44361

V0803

890440782914
08E

Seat Cushion

To give you
the support
you need
while sitting
on chair

n/a

Class 1 Rule 1

30/01/2024

Vo]

17230

Y0606

890440782911
085

Tourniquet

A tourniquet is
a tight band
used to
control
bleeding by
completely
cutting off the

n/a

Class 1 Rule 1

30/01/2024

Page 37 of 53

Attachments - ANNEX to MDR EAR Certificate —V5 03/05/2022 - ID: 00444720




blood flow of a
wound

41158

21206
03

890440782910
082

Exercising Ball

A strong core
helps to
protect the
back and
stabilize the
whole body,
including the
spine, pelvis,
hips and
shoulders.
Improve
balance.

n/a

Class 1 Rule 1

30/01/2024

42966

21206
03

890440782912
088

Weight Cuff

Help in
improving
muscle
strength,
muscle tone
and stamina
through load
resisting
exercises.

n/a

Class 1 Rule 1

30/01/2024

31115

Y1203
06

890440782922
08D

Axillary
Crutches/Unde
r Arm Crutches

Used either
temporarily or
permanently
to assist
ambulation in
various type of
locomotor
disabilities

n/a

Class 1 Rule 1

30/01/2024
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31112

Y1203

890440782920
087

Walking Stick

To aid walking,
provide
postural
stability or
support, or
assist in
maintaining a
good posture

n/a

Class 1 Rule 1

30/01/2024

37951

Y1206
03

890440782921
58L

Walker Folding
& Adjustable

Is a walking
aid that has
four points of
contact with
the ground

n/a

Class 1 Rule 1

30/01/2024

o

31113

Y1203

890440782921
08A

Elbow crutches

Elbow
crutches take
weight off
your lower
limbs by
increasing the
weight you
put through
your upper
limbs.

n/a

Class 1 Rule 1

30/01/2024

o

41873

V0802
02

8904407829-
220WH

Wheel Chair

use by an
individual with
a mobility
disability for
the main
purpose of
indoor, or of
both indoor

n/a

Class 1 Rule 1

30/01/2024
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and outdoor,
locomotion.
11950 890440781670 | Percussion Percussion n/a Class 1 Rule 1 30/01/2024
1 o7y Hammer hammers are
0 Neurological | used to test
2 L1601 deep tendon
01 reflexes.
11950 890440781671 Perdussion Percussion n/a Class 1 Rule 1 30/01/2024
1 083 hammers are
Hammer
0 used to test
3 L1601 Nylon deep tendon
01 Handle reflexes.
11950 890440781673 Percussion n/a Class 1 Rule 1 30/01/2024
1 089 . hammers are
PercussionHa
0 used to test
4 11601 mmer Taylor dedi T naon
01 reflexes.
11950 890440781672 Percussion n/a Class 1 Rule 1 30/01/2024
1 086 percussion hammers are
0 Hammer with | used to test
5 L1601 pin & Brush deep tendon
01 reflexes.
42461 890440781234 Use to n/a Class 1 Rule 5 30/01/2024
o6uU facilitate
1 Tongue insertion of an
0 V9001 oral airway
6 el and prevent
downfolding
of the tongue
Page 40 of 53

Attachments - ANNEX to MDR EAR Certificate —V5 03/05/2022 - ID: 00444720




o

38477

21208
0303

890440781734
07X

Breast Pump

used to
maintain or
increase a
woman's milk
supply, relieve
engorged
breasts and
plugged milk
ducts, or pull
out flat or
inverted
nipples so a
nursing baby
can latch on
more easily

n/a

Class 1 Rule 1

30/01/2024

o

12849

21202
1007

890440781650
07N

Otoscope Mini

use to help
visualize and
examine the
condition of
the ear canal
and eardrum.

n/a

Class 1 Rule 5

30/01/2024

o O

= NN U0 N

12849

71202
1007

890440785107
R

Otoscope
Standard

use to help
visualize and
examine the
condition of
the ear canal
and eardrum.

n/a

Class 1 Rule 5

30/01/2024

Page 41 of 53

Attachments - ANNEX to MDR EAR Certificate —V5 03/05/2022 — ID: 00444720




O O RrlWwWaH

O N PR NV W

12849

71202
1007

890440781652
07U

Otoscope Old
Model

use to help
visualize and
examine the
condition of
the ear canal
and eardrum.

n/a

Class 1 Rule 5

30/01/2024

=

61938

T0102
01

890440781210
066

Latex
Examination
Gloves

It offers
wearers
protection
against both
biological and
chemical
hazards

n/a

Class 1 Rule 4

30/01/2024

[EEN

61938

T0102
0204

890440781211
069

Nitrile
Examination
Gloves

to protect the
wearer and/or
the patient
from the
spread of
micro-
organisms that
may
potentially
cause

n/a

Class 1 Rule 4

30/01/2024
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infection or
illness during
medical
procedures
and
examinations

[E

47011

M020

890440781233
06R

Cotton Crepe
bandages

provide
optimum
support to the
injured area
and helps in
relieving pain.

n/a

Class 1 Rule 4

30/01/2024

[E

47011

MO020

890440781230
06G

Gauze
Bandages

A Gauze
Bandage is a
thin, woven
fabric medical
bandage used
for wound
protection

n/a

Class 1 Rule 4

30/01/2024

[EEN

34864

MO030

890440781232
06N

Elastic
Adhesive
Bandages

To provide
ample
compression
forces
localized to
the injured
area without
compromising
circulation;
limit swelling;
decrease the
chances of

n/a

Class 1 Rule 4

30/01/2024
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further
damage to the
injury site;
allow
continued
activity.

[E

32882

MO030
299

890440781220
06B

Plaster of Paris

used to make
sculptures and
metal castings
used as
decorative in
buildings.

n/a

Class 1 Rule 4

30/01/2024

=

47775

WO050
10203

890440781244
06z

Urine Sample
Container

Used for
collecting and
storing your
urine.

Class 1 Rule 1

30/01/2024

[E

62630

WO050
30102

890440781246
077

Stool Sample
Container

used for
collecting
urine and
stool samples
for lab and
hospital
testing.

n/a

Class 1 Rule 1

30/01/2024

[EEN

12042

M900

890440781701
077

Hot water
Bottle

Used for
keeping warm,
conventional
hot-water
bottles can be
used to some
effect for the
local

n/a

Class 1 Rule 1

30/01/2024
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application of
heat as a
medical
treatment
1 34978 890440781625 Used for n/a Class 1 Rule 1 30/01/2024
Z1203 | 07N measuring and
1 0203 P gy e controlling the
9 blood pressure
12082 890440781744 Eases pain by | n/a Class 1 Rule 1 30/01/2024
084 numbing the
1 affected area.
M900 Reduces
2 Ice Bag .
1 swelling and
0 inflammation.
Reduces
bleeding
1 35339 890440781716 used in n/a Class 1 Rule 1 30/01/2024
5 07T Rubber Sheet | hospital beds
TO305 Comugated for protection
1 02 of mattresses.
35339 890440781718 Used in n/a Class 1 Rule 1 30/01/2024
1 072 gynaecological
5 Mckintosh deliveries,
Sheet surgeries
2 TO305 ,surgical
02 processes
47477 890440781705 Used to n/a Class 1 Rule 1 30/01/2024
1 07K reduce
2 V0803 Air Cushion pressure on
3 vulnerable
points of the
Page 45 of 53

Attachments - ANNEX to MDR EAR Certificate —V5 03/05/2022 - ID: 00444720




body to
prevent
pressure sores
and ulcers.

N

58232

MO010

890440781224
06P

Cotton Wool
(Absorbent/No
n absorbent)

used for
cleaning the
skin, bathing
wounds, or
applying
liquids and
creams.

n/a

Class 1 Rule 1

30/01/2024

N

61938

T0299

890440788351
09H

Scrub Suits

scrubs are an
essential part
of infection
control in the
healthcare
industry.

n/a

Class 1 Rule 1

30/01/2024

N

61938

T0299

890440788352
0oL

Scrub Suits

scrubs are an
essential part
of infection
control in the
healthcare
industry.

Class 1 Rule 1

30/01/2024

N

61938

T0299

890440788353
09pP

Scrub Suits

scrubs are an
essential part
of infection
control in the
healthcare
industry.

n/a

Class 1 Rule 1

30/01/2024
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N

61938

T0299

890440788354
09S

Scrub Suits

scrubs are an
essential part
of infection
control in the
healthcare
industry.

n/a

Class 1 Rule 1

30/01/2024

N

61938

T0299

890440788355
09v

Scrub Suits

scrubs are an
essential part
of infection
control in the
healthcare
industry.

n/a

Class 1 Rule 1

30/01/2024

w

61938

T0299

890440788356
09Y

Scrub Suits

scrubs are an
essential part
of infection
control in the
healthcare
industry.

Class 1 Rule 1

30/01/2024

w

61938

T0299

890440788361
09N

Maternity
Gowns

a dress worn
by a pregnant
woman and
which is
designed to
allow for the
changes in
body size
which take
place during
pregnancy.

n/a

Class 1 Rule 1

30/01/2024
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w

61938

T0299

890440788362
09R

Maternity
Gowns

a dress worn
by a pregnant
woman and
which is
designed to
allow for the
changes in
body size
which take
place during
pregnancy.

n/a

Class 1 Rule 1

30/01/2024

w

61938

T0299

890440788363
09U

Maternity
Gowns

a dress worn
by a pregnant
woman and
which is
designed to
allow for the
changes in
body size
which take
place during
pregnancy.

n/a

Class 1 Rule 1

30/01/2024

w

61938

T0299

890440788364
09X

Maternity
Gowns

a dress worn
by a pregnant
woman and
which is
designed to
allow for the
changes in
body size
which take

n/a

Class 1 Rule 1

30/01/2024
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place during
pregnancy.

w

61938

T0299

890440788371
09T

Dresses &
Tops

to protect
medical
professionals
from
pathogens,
but also to
protect
patients from
possible
contamination
by non-sterile
garments.

n/a

Class 1 Rule 1

30/01/2024

w

61938

T0299

890440788372
09w

Dresses &
Tops

to protect
medical
professionals
from
pathogens,
but also to
protect
patients from
possible
contamination
by non-sterile
garments.

n/a

Class 1 Rule 1

30/01/2024

w

61938

T0299

890440788373
09z

Dresses &
Tops

to protect
medical
professionals
from
pathogens,

Class 1 Rule 1

30/01/2024
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but also to
protect
patients from
possible
contamination
by non-sterile
garments.

61938

w

T0299

890440788374
0A4

Dresses &
Tops

to protect
medical
professionals
from
pathogens,
but also to
protect
patients from
possible
contamination
by non-sterile
garments.

n/a

Class 1 Rule 1

30/01/2024

61938

w

T0299

890440788375
0A7

Dresses &
Tops

to protect
medical
professionals
from
pathogens,
but also to
protect
patients from
possible
contamination
by non-sterile
garments.

n/a

Class 1 Rule 1

30/01/2024
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H

61938

T0299

890440788381
09Y

Disposables
Gowns

used to
protect the
wearer from
the spread of
disease-
causing
microorganism
s

n/a

Class 1 Rule 1

30/01/2024

B

61938

T0299

890440788382
0A3

Disposables
Gowns

used to
protect the
wearer from
the spread of
disease-
causing
microorganism
S

n/a

Class 1 Rule 1

30/01/2024

QN

61938

T0299

890440788391
0A5

Lab Coat,
Apron, Gowns

Provide
protection of
skin and
personal
clothing from
incidental
contact and
small splashes

n/a

Class 1 Rule 1

30/01/2024

H

61938

T0299

890440788392
0A8

Lab Coat,
Apron, Gowns

Provide
protection of
skin and
personal
clothing from
incidental

n/a

Class 1 Rule 1

30/01/2024
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contact and
small splashes

H

61938

T0299

890440788393
0AB

Lab Coat,
Apron, Gowns

Provide
protection of
skin and
personal
clothing from
incidental
contact and
small splashes

n/a

Class 1 Rule 1

30/01/2024

QN

61938

T0206

890440781241
06Q

Face
Mask(Woven/
Non Woven)

used to
protect you
and others by
reducing the
chance of
spreading
diseases.

n/a

Class 1 Rule 1

30/01/2024

QN

61938

10207

890440781241
572

Caps(Woven/N
on Woven)

used to
prevent hair,
skin, and other
debris from
entering the
body.

Class 1 Rule 1

30/01/2024

H

15076

71202
1003

890440781250
06S

Laryngoscope

used to treat
some
problems in
the vocal
cords or
throat.

n/a

Class 1 Rule 5

30/01/2024
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15076 890440781253 used to treat n/a Class 1 Rule 5 30/01/2024
1 073 some
problems in
4 Laryngoscope L
8 71202 cords or
1003 throat.
15076 890440781256 used to treat n/a Class 1 Rule 5 30/01/2024
1 07C some
problems in
4 Laryngoscope .
9 71202 cords or
1003 throat.
Obelis s.a.

Date 01/03/2024

Stamp

Tél.+32273259 54 - Fax+3227326003

Obelis s.a. - O.E.A.R.C.

egistered Address :
Bld Général Wahis 53

1030 Bruxelles

Page 53 of 53

Attachments - ANNEX to MDR EAR Certificate —V5 03/05/2022 - ID: 00444720



https://obelis.eu1.documents.adobe.com/verifier?tx=CBJCHBCAABAAEKIXXfSO5hPWw0w_qCI4Vn8-ubmXNGVz

	Text16: RDP 0093-2024
	Text15: 01/03/2024
	Text17: EU DL 0529-2023
	Text13: 
G.S.T. CORPORATION LIMITED
B-13, Okhla Industrail Area, Phase II,
110020, New Delhi
India

	Text12: Please See Annex A - List of Devices (150 Devices, 53 Pages)
	Text11: Please See Annex A - List of Devices (150 Devices, 53 Pages)
		2024-03-04T05:11:54-0800
	Agreement certified by Adobe Acrobat Sign




