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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhy, the 24th October, 2013

G.S.R. TO3(E).—The following draft of certain rules further 10 amend the Drugs and Cosmetsics Rules, 1945,
which the Central Government, proposes to make in exercise of the powers conferred by section 12 and section 33 of the
Drugs and Cosmetics Act, 1940 (23 of 1940), after consultation with the Drugs Technical Advisory Board, is hereby
published for the information of all persons likely to be affected thereby, and notice is hereby given that the sad draft
rules will be taken into consideration after the expiry of a period of forty-five days from the date on which copies of the
Gazette of India in which this notification is published, are made available to the public;

Any person interested in making any objection or suggestion on the proposed draft rules may do so in writing
for consideration of the Central Government within the period so specified through post to the Secretary, Ministry of
Health and Family Welfare, Government of India, Nirman Bhawan, New Delhi- 110011,

DRAFT RULES
1 (1) These rules may be called the Drugs and Ce ics (6" Amend ) Rules, 2013,
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( come mto force on of their publication in the cial Gazetie
2. In the Drugs and Cosmetics Rules, 1945 (hereinafier referred to as the said rules), in rule 76, in sub-rule (1).—
(a) in the second proviso, for the words “Provided that", the words “Provided further that” shall be substituted;

(b) for the third proviso, the following proviso shall be substituted, namely:——

“Provided alsa that for medical devices specified in Schedule C, the whole time employee under whose supenvasion the

manufacture or testing is conducted shall be-—

(i} & graduate in Phammacy or Engincening (in appropriate beanch) from & Umiversity recognised by the Central
Government for such purposes and has had at keast eighteen months practical cxpenence in the manufactunng or
testing of devices to which this licence applies after his graduation; or

i) & graduate in scicnce, from a University recognised by the Central Government for such purposes. wath Physics or
Chemistry or Microbiol gy as onc of the mbjecxandhuhdnleasnhm years praclical expenence n the
manufagluring of testng of devices to which this licence applies after kis graduation; or

(iii) « diploma in Pharmacy or Engineering (in appropoate beanch) from o Board or Institute recognised by the Central
Govemment ot the State Government for such purposes and hias had at teast four years practical expenience in the
manufacturing of testing of devices to which this licence applies afier his diploma; of

(iv) having a foreign qualification, the quality and content of training of which are comparable with those prescribed in
clause (i), clause (ii) and clause (i) above, and is permutted to work as competent technical staff under this rule by
the Central Government.”™.

3. In the said rules, for rule 109-A, the following rule shall be substitused, namely:—

' 109-A. Labelling of medical devices. —Subjecs to the other provisions of these nules, the following particuiars shall be

either printed o written in indelible ink and shall appear in a CONSPICUOUS Manner on the label of the shelf pack of the

medical device and on every ather outer covering in which the medical device is packed, namely:—

(s)  proper name of the medical device,

(b)  details necessary for the user to identify the device and its use;

(¢}  name of the manufacturer and address of the manufacturing premises where the device has been manufactured;

(d)  comect statement of the net quanitity, in terms of weight, measure, volume, number of units, as the case may be,

andmenumbaofundevxamumdimhepwhgeﬁullbeexpmcd in metric sysiem; and

(e) datwe of manufacture and dase of expiry:

Provided if ihe device is made up of stable matenials such s stainless steel or titanium, date of expiry may not be

NRTESSAY,

U} 10 provide, wherever required, an indication that the device contains medicinal ot biological substance;

(@) o prowide, a distinctive batch number or lot number preceded by the word “Lot No.” or “Lot™ of “Batch No.” or

“B.No.";

(h)  tomdscate, wherever required, any special storage or handling conditions applicable to the device,

iy toindicate, if the device is supplied as a sterile product, its sterile state and the sterilization method,

) 1o give, if considered relevant, warnings or precautions for the sttention of the user of the medical device:

(k} 1o label the device, if the device 18 intended for single usel

m to overprint on the label of the container. the words “FOR CLINICAL INVESTIGATION ONLY", if the device

is intended for clinical investigation,
(m) to overpnint on the label of the device, the words “Physician’s Sample—Not to be sold", if a medical device is
intended for distribution to the medical professional 1s a free sample; .

(n) o provide, except for imported devices, the manufacturing licence number by preceding the words
“Manufacturing Licence Number™ or “Mfg. Lic. No." or "M, L"; X

(0) 1o provide on the label, in case of imported devices, with the approval of the licensing authority mentioned in
Rule 21, the import licence number, name and address of the imgorter and nddress of the actual manufactuning
premises, date of manufacture, (if not already printed at the time of import):

Provided that the iabel may bear symbols recognised by the Burcau of Indinn Standards or Intemnatiopal Organisation for

sandardisation (ISO) may be used in heu of text and the device safety is not compromised by a lack of understanding on

the part of the user. Where the meaning of the symbol is not obvious & the device user, for cxample, for & newly
introduced symbol; an explanation shall be provided in the instructions for use.”.

4. In the smd rules, after rule 109-A as so substituted, the following rulcs shall be inserted, namely 1—

‘1098, Exemption of cerfain labelling reguirements for medical devices for export from India.— Labels on packages of

container of devices for cxpodshdlbeadopledwuwelspeciﬁc requirements of the law of the country to whch the

device i 1o be exported, but the following particulars shall appear in conspicuous manner on the label of the shetf pack of

(e medical device in which the device is packed and every other outer covering in which the container is packed —

(3) name of the Device;

(b) distinctive batch number or fot rumber preceded by the word “Lot No.* or “Lot" or *Batch No.” or “B.No.",

(c) date of expiry, if any;

ys)8 61f13-2
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(d) name and address of the manufacturer and address of actual premises where the device has been manufactured
(e) manufactunng L No, preceded by the letters “M.L. No." or “Manufacturing Licence No.",
(f) intematiomally recogmsed symbols im heu of text, wherever required:

Provided that where a device s required by the consignee not to be labetled with the name and address of the
manufaciurer, the label on the packages or container shall bear a code number as approved by the licensing authority. The
code number shall bear the name of the State or Union Teritory, in abbreviation, followed by the word “Device” and
"manufactuning licence number™;

Provided further that where a device is required by the consignee not 1o be labelled with the code number also, the
label on the packages or container shall bear a special code number, as requested by the consignee, and approved by the
licensing authonity under rule 21,
109C. Shelf life of the medical devices —Shelf life of the medical devices shall not exceed sixty months from the date of
manufacture:

Provided that ths period may be extended by the Heensing suthonty, in respect of any specified medical device,
if satisfactery evidence 15 produced by the manufacturer to justify such an extension.”,
5. In the s2id rules, in Schedule D, #fter tem number 6 and the entries relating thereto, the following item number and
enines shall be inserted, namely :—

Class of Drugs Extent and Conditions of Ex

7. Custom Made Devices All provisions of Chapter [II of the Act amd the rules made thereunder,
subject 10 the condition thal the device is specifically made 1n accordance
with a duly thﬁed medical practitioner’s written prescnption under his
responsibility, in sccordance with specific design chamcteristics and 1s
intended for the sole use of a particular patient. The label should bear the
word “Custom made device™,

Explanation. —Mass produced devices which only need adoption to
meet the specific requirements of the medical practitioner or any other
professional user shall not be idered to be Custom made devices.™

6. In the said rules, m Schedule K, after stem number 34 and the entries relating thereto, the following item number and
entnes shall be inserted, namely

Class of Drugs Extent and Condition of Exemptions
35, Custom made devices All provisions of Chapter IV of the Act and the rules made thereunder,

subject to the condition that the device being specifically made in
accordance with a duly qualified medical practitioner's written
- prescription under his responsibility, in accordance with specific design
characteristics and is indended for the sole use of a particular patient The
tabel should bear the word “"Custom made device™.

Explanarion.— Mass produced devices which only need adoption to meet
the specific requirements of the medical practiioner or any other
professional user shall not be considered to be Custom made devices™,

7. Inthe said rules, for Schedule R-1, the tfollowing Schedule shall be substituted, namely =~
“Schedule R-1
(See rules 109A, 1098, 109C and 125A)

The medical devices shall conform 1o the Indian Standards Laid down from time to time by the Bureau of Indian
Standards (BIS). If there are no BIS standards then 1t shall conform to the Intemational Standards, like Internanonal
Orgamsation for Snnd.rduabon {150), or other International Pharmacopeia Standards and such other standaeds as may
be p ibed. In case national or inter | standards are not available, the device shall conform to the manufacturet's
validated standards,”.

[F. No. X. 11014/ 321 3-DFQC]

ARUN K. PANDA, Jt, Secy.

Foot Note : The principal rules were published in the Gazette of India vide Notification number F, 28-10/45-H (1), dated
21st December, 1945 and last amended vide notification number G.S.R. S88(E), dated 30th August, 2013.
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