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9. Abbreviated terms and definitions
A list of abbreviated terms and definitions of Spézed or unusual terms should be provided.

10. List of appendices to the clinical investigatioreport

(a) Protocols and amendments;

(b) Specimen of Case Record Form;

(c) Investigators’ name(s) with contact addresses, phemail etc.;

(d) Patient data listings (e) List of participants teshwith investigational product;
(e) Discontinued participants;

(f) Protocol deviations ;

(g) CRFs of cases involving death and life threatemithgerse event cases;

(h) Publications from the investigation;

(i) Important publications referenced in the clinicaléstigation;

() Audit certificate, if available;

(k) List of other parties involved (e.g. core labs, tcact research organizations (CROSs), experts,; e
() List of monitors involved;

tc.)

(m) Investigator’s certificate that he or she has thadeport and that the report accurately descthees

conduct and the results of the clinical investigati

Eighth Schedule
(See rule 90)

Exemptions

Class of medical devices Extent and conditiolm$ exemption

Custom made device. All provisions of Chapterdid Chapter V of these rules, subject to
condition that the device is being specifically mawd accordance with a dul
qualified medical practitioner’s written prescrigmi under his responsibility
in accordance with specific design, characteristitsd the same is intended f
the sole use of a particular patient and the labetains the words ‘custor
made device'.

Explanation.- Mass produced devices, which only need adogbomeet the
specific requirement of a medical practitioner oy &ther professional use
shall not be considered as custom made device.

Medicated dressings andrhe provisions of Chapter Xl of these rules whiefjuire them to be covere
bandages for first aid. by a sale licence, subject to condition that suchdpcts have bee
manufactured by licenced manufacturers.

- o

Medical devices suppliedAll provisions of Chapter Xl of these rules whigkquire them to be covere
by a registered medicalby a sale licence subject to the following conditio

practitioner to his own (a) The medical devices shall be purchased only fadicenced manufacture
patient or any medicalor licenced whole seller or retailer under theskeswand records of sug
device supplied by apurchases showing the name and quantities of sectical devices, togethe
registered medical with their batch numbers and names and addressbe afianufacturers sha
practitioner at the requestbe maintained. Such records shall be open to itismeby medical device
of another such practitionerofficer appointed under this Act, who may, if nexaay make enquiries abo
if it is specially prepared purchase of medical device and may also take sanfipldest.

with reference to the (b) Medical device shall be stored under propefag® conditions as specifie
condition and for the use ofin the label.

an individual patient (c) No medical device shall be sold or suppliedlispensed after the date
provided the registeredexpiration recorded on its label or in violation afy statement or directio
medical practitioner is not recorded on such label.

(a) keeping an open shop

or (b) selling across th

counter, for distribution o

sale of medical devices i

h
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India to a degree whic
render him liable to the
provisions of Chapter IV
of the Act and the rule
made thereunder.
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Medical devices supplie| All provisions of Chapter XI of these rules ich requires them to be cover
by a hospital or dispensaryby a sale licence subject to the following conditio

maintained or supported hy(a) The dispensing and supply of medical devicedl &e carried out by or
Government or local body| under the supervision of qualified person;

(b) The premises where medical devices are supplietiocked shall be ope
to inspection by a medical device officer appointeder this Act who can, if
necessary, take samples for test.

(c) The medical devices shall be stored under prsfpeage conditions.
(d) The medical devices shall be purchased fromaaufacturer or a wholg
seller or retailer licenced under these rules oeired as transferred stocks
from hospital stores for distribution. Records atls purchases or receipts
shall be maintained.
(e) No medical device shall be sold or suppliedispensed after the date pf
expiration recorded on its label or in violation aify statement or direction
recorded on such label.

>

Mechanical contraceptives. The provisions of @&ail of these rules which require them to be ceue
by a sale licence subject to the condition thatgt@visions of condition that
no medical device shall be sold or supplied or elised after the date of
expiration recorded on its label or in violation aify statement or direction
recorded on such label.

Import of small quantity of The provisions of Chapter V of these rules whicuree them to be covered
medical devices donated {doy a licence for import provided that the Centradensing Authority shal
a charitable hospital forissue a No Objection Certificate for such purpasthe applicant.

treatment of patients free
of cost by that hospital.

1.
2.

Appendix
Form MD-1

[See sub-rule (5) of rule 13]
Application for grant of Certificate of Registration of a Notified Body

Name of Applicant:
Nature and constitution of Body:

(i.e. proprietorship, partnership including Limitebility
Partnership, private or public company, societystirother
to be specified)

3.

4.

Corporate/ registered office address includaigphone
number, mobile number, fax number and e-mail id:
Details of accreditation (self-attested copyge@tificate
to be attached):

. Standards (BIS/ISO/Others) for which notifiedipdas

been accredited under rule 13:

. Fee paid on Rs iptieballan/transaction id .
. Documents enclosed, as specified in the PdrtheoThird Schedulef the Medical Devices Rules, 2Q1duly

signed by me.

. | undertake to comply with the provisions of Brugs and Cosmetics Act, 1940 (23 of 1940) andMieelical

Devices Rules, 2017 and other terms and conditionsvorking as a Notified Body as may be specifieain
time to time.

Place:
Date: Signaiof designated person in India

(Name and destigmg
[To be signeditiiliy]



