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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;
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(vi)  ensure that their auditors possess required qeetiiin and expertise in the relevant field for geug out
assessments of manufacturing site and medical elévat they are undertaking;

(vii) establish and maintain procedure and record whighamstrate its compliance with quality management
system.

3. Procedure for audit:

The notified body shall carry out the audit in fobBowing manner,-

(i)  technical review of respective documents as priesdrin the Fourth Schedule;

(i)  on-site audit of the manufacturer’s quality managensystem to establish conformity by examinatibn o
objective evidence, and that of sub-contractor ewer applicable, the requirements of the Fifth
Schedule;

(iii)  establish conformity by examination and provisidrobjective evidences to the essential principéed |
down by the Central Government from time to time. ;

(iv) establish design conformity by review of the desiigmmuments during assessment of medical device to
ensure its quality, safety, and performance;

(v) record post approval changes, if any;

(vi) assess conformity to the product and process stsda per provisions of these rules;

(vii) inform the manufacturer about the observed nonciamgés during audit, if any, and provide a copy of
the audit report to the manufacturer;

(viii) when any major non-compliance is observed durirditday the notified body which may affect quality
of the device, it may provide reasonable time tctife the non-compliance followed by compliance
verification of the manufacturing site;

(ixX) The Notified Body, after assessment and verificat&hall submit detailed report giving its findings
each aspect of audit along with its recommendatafter completion of audit to the State Licensing
Authority and a copy of the same to the manufacture

Fourth Schedule
[See rule 20(2), 21(2), 34(2), 34(4), 63(1) andlgy(
Documents required for grant of licence to manufaaire for sale or for distribution or import

Part |
Power of Attorney

(To be authenticated in India either by a MagistddtEirst Class or by Indian Embassy in the counfrgrigin or by an

equivalent authority through apost)lle

Power of Attorney to accompany an application for$suance of import licence

.................. working as ........................... authorised togsi this Power of Attorney, on behalf of M/s

(full  address/ telephone no., e-mailhaving manufacturing site at

....................... (full  address, telephone no., e-mailhereby delegate Power of Attorney to
.............................. , (full address, as per wholesakehce or manufacturing licence, with telephone,zad e-

mail addresk hereinafter to be known as authorised agent, dstéa apply for import licence under the provisiafs
these rules, to import into India for the followingedical devices manufactured at below manufaajisite.

Sr.

No.

Name & address of foreign manufactureName & address of manufacturing site (full addreihk telephone,
(full address with telephone, fax and e fax and e-mail address of the manufacturing site)
mail address)

Following are the details of medical devicegosed to be imported (A separate list may be x@uheif required in
below given format).



