














Ref : MDR-20211217-41686
Date : 04-03-2022

To whom it may concern,

Dear Sir/Madam,

CHANGE NOTIFICATION FOR REGISTERED MEDICAL DEVICE (CATEGORY 3)

The above matter is referred.

Please be informed that your change notification request for the medical device as follows has been
approved.

Establishment Name : ANDAMAN MEDICAL BRIDGE SDN. BHD.

Medical Device Registration Certificate
No. : GB633911301219

Medical Device Name : RESTORATIVE THERAPIES RT600 FES STEPPER
ERGOMETER

Description of Change : Refer Attachment of Approval

2.   This change notification shall be attached together with the medical device registration
certificate. The validity of this document shall follow the date as stated in the medical device
registration certificate.

Thank you,

AHMAD SHARIFF BIN HAMBALI
CHIEF EXECUTIVE
Medical Device Authority,
Ministry of Health Malaysia.



Ref : MDR-20211217-41686
Date : 04-03-2022

Attachment of Approval

Change Notification for Category 3

TYPE OF CHANGE(S) DESCRIPTION OF CHANGE(S)

5.6.1 Change in manufacturing facility, process and quality management system (QMS)

(a) All changes to certificates for manufacturing and
sterilisation facilities that:
i) involves an update of certificate QMS validity date
only
OR;
ii) change in scope of the QMS certification which
affect the registered medical device (that is not due
to safety, and/or performance of the medical device)
OR;
iii) involves a cancellation of QMS scope on the
certificate for any of the multiple existing
manufacturing facilities that is related to the
registered medical device (that is not due to safety,
and/or performance of the medical device),
OR;
iv) involves the change in conformity assessment
body with no change in scope of the certification
OR;
v) involves the expansion of scope of the QMS
certification which does not affect the registered
medical device.

Information has been updated in technical
documents

5.6.3 Changes to labelling of medical devices

(c) Other labelling changes involving information in
the labelling that does not fall under above (a) and
(b).
Rephrasing information/ Change in arrangement in
IFU/ Change of colour/ font size/ location of
information/ correction of spelling mistake or any
administrative change (e.g. from Rd. to road), for
example, do not required change notification

Information has been updated in technical
documents

5.6.4 Changes to registered medical devices registration information

(b) All deletions of a medical device from medical
device registration (for medical devices in grouping).

Please refer to the updated List of
Configuration



TYPE OF CHANGE(S) DESCRIPTION OF CHANGE(S)

(c) All changes in the manufacturer information that
only:
i) involve changes in manufacturer’s name and
address
OR;
ii) involve changes in the manufacturing site's name
only, with no changes in the manufacturing site’s
address.

MANUFACTURER INFORMATION
RESTORATIVE THERAPIES, INC,
1434 FLEET , STREET, BALTIMORE,
MARYLAND 21231, UNITED STATES.
21231 UNITED STATES

MANUFACTURING SITE
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No. Pendaftaran:
Registration No.:

GB633911301219

Butir-butir peranti perubatan yang didaftarkan
Particulars of the registered medical device
Nama Peranti Perubatan
Medical Device Name

RESTORATIVE THERAPIES RT600 FES STEPPER ERGOMETER

Kelas
Class

CLASS B Jenama
Brand

RESTORATIVE
THERAPIES

Kelompok
Group

FAMILY

Nama dan alamat
pembuat:
Name and address of
manufacturer

RESTORATIVE THERAPIES, INC,
1434 FLEET , STREET, BALTIMORE, MARYLAND 21231, UNITED STATES. ,
21231
UNITED STATES

APPENDIX

NO NAME AS PER DEVICE LABEL IDENTIFIER BRIEF DESCRIPTION OF
ITEM

1 RT 300-SL Home FA 100052 FES motorized Leg Ergometer

2 RT-300 SLSA FA 104 581 Home FES motorized Leg and Arm
Ergometer

3 RT 300 UE Upgrade Home FA 105419 Home Additional Upper Extremity
Upgrade

4 RT 300-SLA Home FA 102011 FES on One Side Leg or Arm

"End Of Product List"
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