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(iii) Invitro diagnostic medical devices for self-testing:
(2) Subject to clause (b), anvitro diagnostic medical device shall be assigned ts<Of; if it is intended to
be used for self-testing.
(b) An in vitro diagnostic medical device referred to in claus® shall be assigned to Class B, if it is
intended to be used to obtain,-
(1) test results that are not for the determinatioa ofedically-critical status; or
(2) preliminary test results which require confirmatlmnappropriate laboratory tests.
(iv) Invitro diagnostic medical devices for near-patient testing
An invitro diagnostic medical device shall be assigned ta<0t if it is to be used for near-patient
testing in a blood gas analysis or a blood gludtermination.
Ilustration: Anticoagulant monitoring, diabetes management,tasting for C-reactive protein and
Helicobacter pylori.
(v) Invitrodiagnostic medical devices used im vitro diagnostic procedures:
An invitro diagnostic medical device shall be assigned tos#as
(1) if it is a reagent or an article which possessgs specific characteristic that is intended by its
product owner to make it suitable for @m vitro diagnostic procedure related to a specific
examination;
(2) an instrument intended specifically to be usedafain vitro diagnostic procedure; or
(3) a specimen receptacle.
(vi) Other in vitro diagnostic medical devices
(@) An in vitro diagnostic medical device shall be assigned to <CBsif sub-paragraphs (i) to (v) of
paragraph 2 do not apply to it; or
(b) Itis a substance or device used for the assessvhém performance of an analytical procedure paid
thereof, without a quantitative or qualitative gssid value.

Second Schedule

[See rules 13(5), 13(7), 20(2), 21(2), 25(3), 2981Y1), 34(2), 34(4), 35(2), 37, 40(2), 42(1), H169(2),
63(1), 64(1), 81(1), 84, 91]

Fee payable for licence, permission and registration certificate

In rupees (INR
NS(;.. Rule Subject spgt):(i(f:ii%t i\;lvr:j%rlllears
$)

) &) 3 4
1. 13(5) Registration of Notified Body. 25000
2. 13(7) Registration retention fee of Notified Body. 25000
3 20 Manufacturing licence or loan licence to manufaetQtass A or

. 2) . :

Class B medical device for,-

4. (a) one site; and 5000
5. (b) each distinct medical device. 500
6 21 Manufacturing licence or loan licence to manufaet@tass C o

' @ Class D medical device for,-
7. (a) one site; and 50000
8. (b) each distinct medical device. 1000
9. 29(1) Manufacturing licence or loan licence retemtiee for,- --1-
10. (a) one site manufacturing Class A or Class B nadlevice; or 500(¢
11. gk;) one site of manufacturing Class C or Class Mioa device; 50000
12. (c) each distinct medical device of Class A orsSIB; or 500
13. (d) each distinct medical device of Class C os€lB. 1000
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Test licence to manufacture for clinical investigas, test,
14, 31(1) evaluation, examination, demonstration or trairforgeach 500
distinct medical device.
15 34(2) Import licence for Class A medical device othemthavitro
) diagnostic medical device for,-
16. (a) one site; and $1000
17. (b) each distinct medical device. $50
Import licence for Class B medical device othentiravitro
18. 34(2) : ; . ; i
diagnostic medical device for,
19. (a) one site; and $2000
20. (b) each distinct medical device. $1000
Import licence for Class A or ClassiBvitro diagnostic medica
2L 34(2) device for,-
22. (a) one site; and $1000
23. (b) each distincin vitro diagnostic medical device. $10
Import licence for Class C or Class D medical devither than
24, 34(2) B ; : ; .
in vitro diagnostic medical device for,-
25. (a) one site; and $3000
26. (b) each distinct medical device. $1500
27 34(2) Imp_ort licence for Class C or Classivitro diagnostic medica
device for,-
28. (a) one site; and $3000
29. (b) each distindmn vitro diagnostic medical device. $500
30. 35(2) Inspection of the overseas manufacturirgy sit $6000
31. 37 Import licence retention fee for,-
(a) one overseas site manufacturing Class A medaate
32. L . . 2 L $1000
other tharin vitro diagnostic medical device; or
(b) one overseas site manufacturing Class B medaate
33. L . . 2 o $2000
other tharin vitro diagnostic medical device; or
(c) one overseas site manufacturing Class C os@amedical
34. : o ; - i e $3000
device other thaim vitro diagnostic medical device; or
35 (d) each distinct medical device of Class A otlhamnin vitro $50
) diagnostic medical device; or
36 (e) each distinct medical device of Class B othantn vitro $1000
) diagnostic medical device; or
(f) each distinct medical device of Class C or €lasother than
37. N : . . - $1500
invitro diagnostic medical device.
(g) one overseas site manufacturing Class A ors(Ban vitro
38. 7 . . o $1000
diagnostic medical device;
39 (h) one overseas site manufacturing Class C os@awnedical $3000
) device other tham vitro diagnostic medical device;
40 (i) each distinctn vitro diagnostic medical device of Class A g $10
) Class Binvitro diagnostic medical device;
a1 (j) each distinctn vitro diagnostic medical device of Class C @ $500
) Class Din vitro diagnostic medical device;
Fee for Import licence for test, evaluation or destmtion or
42. 40(2) training for each distinct medical device. $100
Fee for Import of investigational medical device®gvernment
43. 42(1) hospital or statutory medical institution for tneent of patient 500
of each distinct medical device.
44, 51(2)(a) | Permission to conduct pilot clinical istigation. 10000d
45, 51(2)(b) | Permission to conduct pivotal clinicaléstigation. 10000(
46. 59(2) Permission to conduct clinical performanealeation. 25000
Permission to import or manufacture a medical dewbich
ar. 63(1) does not have its predicate device. 50000
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48 64(1) Permlssmn to import or manufacture nin vitro diagnostic 25000
medical device.
Registration of medical device testing laboratargarry out

49. 81(1) testing or evaluation of a medical device on bebflf 20000
manufacturer.

50. 84 Registration retention fee for medical devicgitg laboratory 20000

51. 91 Certificate to export of each distinct medicavide. 1000

Third Schedule
[See rules 13(5), 13(9), 14, 15, 20(4), 20(6)]
Documents required for registration of Notified Body, its duties and functions.
Part |

Documents to be furnished along with application irForm MD-1 for grant of certificate of registration

1. A Notified Body shall furnish duly signed copy tiet following documents to the Central LicensingHarity.

(i) Constitution details of the Notified Body;

(i) Brief profile of the organization and business feofelated to audit of medical device manufactgrin
sites;

(iii) Accreditation Certificate issued by the Nationaktfeditation Body referred to in the rule 11.

(iv) Quality manual of the organization;

(v) List of all Standard Operating Procedures;

(vi) List of all technical personnel including any odtsiexperts along with their qualification, expeden
and responsibilities.

2. Undertaking to be submitted stating that the,-

1. Duties:

(i) Notified body including its directors, executivesdapersonnel responsible for carrying out evaluatio
and verification activities shall not be the desigmqmanufacturer, supplier or installer of deviegthin
the product category for which the body has beesigdated, nor the authorised representative of any
of those parties.

(i) Directors, executives and personnel responsibledorying out evaluation and verification activitie
shall be independent of both the manufacturersviosm the notified body conducts assessments and
the commercial competitors of those manufactudusing their employment by the notified body for
the product range it is notified for.

(i) Notified body personnel shall not be involved imsoltancy activities relating to devices in quastio
their manufacturing control or test proceduregheir manufacturer.

Part Il
Duties and functions of Notified Body

1. Notified body shall perform the audit of manufaetuwho applied under sub-rule (1) of rule 13. Thecsfic
application shall be allotted to the notified bobly the State Licensing Authority through the powélthe
Central Government. The audit shall relevant to estim manufacturing site of Class A or Class B m&di
devices.

2. The notified body shall have standard operatinggdare for identification, review and resolutionadif cases
where conflict of interest is suspected or proRecord of such review and decision shall be maietii

2. Functions:

0]

(i)
(iii)
(iv)
v)

A notified body shall,-
impart training to its staff covering all the evalion and verification operations for which the ified

body has been designated;

ensure that staff has adequate knowledge and exyerpf the requirement of the control;

carry out the evaluation and verification operagiomith the highest degree of professional integrity
independently with technical competence;

ensure that manufacturing site and products comviilyprescribed standards referred in rule 7;

not provide training or consultancy to the manufests whose site is being audited;



