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 MINISTRY OF HEALTH AND FAMILY WELFARE
| (Department of Health)
NOTIFICATION
‘New Delhi, the 21st July, 2011

G.SR 557(E)—The followmg draft rules further to amend the Drugs and

Cosmetlcs 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 witn the Drugs Technical Advisory Board, is hereby published for
the information of atl-persons likely to be affected thereby, and the notice is hereby given that
the said draft rules shall be taken into consideration on or after the explry of a period of forty-
five days from the date on which the copies. of the Gazette of India contalnrng these draft
rules are made available to the public;

Any person interested in makmg any obJectrons or suggestions on the proposed draft
specified through post to the Secretary, Mmlstry of Heaith and Famlfy Welfare, Government
of Indla Nrrman Bhawan New De!hl 110011

" DRAFT RULES

1. (1) These rules may be called the Drugs and Cosmetlcs (2nd Amendment)
Rules, 2011.

(2) They shall come into force on the date as pubhshed in final publ:catuon in the
Official Gazette,
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2.

in the Drugs and Cosmetacs Rules, 1945 (heremafter referred to as the satd

1

rules), inrule 75 A,-

(a) the sub - rules, (2), (3) and (4) shall be re-numbered as sub — rules (3), (4) and (5)

+ thereof and after sub - rule (1) , the followmg sub - rule shal[ be inserted, namely:-

“(2) The application for grant or renewal of loan licence to manufacture for sale or for
distribution of drugs in ‘Large Volume Parenterals’ , ‘Sera and Vaccine’ and
‘Recombinant DNA(r-DNA) derived drugs’ shall be made to the licensing authority
appointed under this Part, in Form 27 DA and shall be made upto ten items for each
category of drugs categorised in Schedule M and shall be accompanied by a licence
fee of rupees six thousand and an inspection fee of rupees one thousand five
hundred for every inspection or for the purpose of renewal of licences:

Provided that.if the. application-for.renewal of a licence is made after its expiry but
within six months of such expiry, the fee payable for renewal of the licence shall be
rupees six thousand plus an additional fee of rupees one thousand per month or a
part thereof in addition to the inspection fee of rupees one thousand and fi ve
hundred.”;

(b) in sub rule (3), as so re-numbered, the proviso shall be omitted.

3.

In the said rules, in rule 76 A, for the heading and the portion of fhe ride beginning -
with the woids, “A loan licence to manufacture” and ending with the wbr‘ds “issued in
Form 28 A, and the” , the following words, letters and figures shall be substituted,

namely:-

“Forms of loan licences to manufacture for sale or for distribution drugs specified in

.Schedule C and C1 excluding drugs specified in Schedule X or of Large Volume

Parenterals, Sera and Vaccine and recombinant DNA (r-DNA) derived drugs and
conditions for the grant or renewal of such licences.- A loan licence to manufacture
for sale or for distribution of drugs specified in Schedules C and C(1) excluding Large - -
Volume Parenterals, Sera and Vaccine and Recombinant DNA(r-DNA) derived drugs
specified in Part X-B and drugs specified in Schedule X shall be issued in Form:28 A
and a loan licence to manufacture for sale or for distribution of Large Volume

Parenterals; S&ra and Vaccine and Recombmant DNA(r-DNA) derived drugs shall be
|ssued in Form 28 DA The”

- In the said rules, in rule 78A,;-

(a) in the heading and sub-rule (1), for the words, figures and letters “Form 28 A", the
words, figures and letters, “Form 28 A or 28 DA”, shall be substituted;
(b) for the words, figures and letters, "Form 28”, the words, figures and letters, “Form

28 or Form 28 D “ shall be substituted.

2921 GT)N-32
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5. In the said rules, in rule 83 A, for the words, figures and letters “Form 28 A shall be
issued in Form 26 A." the words, figures and letters “Form 28 A or Form 28 DA shali
be issued in Form 26 A or Form 26 J respectively”, '

8. Inthe said rules,- S : -
(@) in rule 83 AA, for the words and figures “Form 28 A”, the words and. figures
"Form 28A or Form 28DA”, shall be substituted
(b) for the words and figures “Form 26 A" the words and figures “Form 26 A or Form
26 J" shall be substituted. ‘ '

7. In Schedule A of the said rules, -

| (a) after Form 26 - |, the following Form shall be inserted, namely:-
“Form 26 J

[see rufe 83 A, 83 AA]

1

Certificate of renewal of loan licen_ce to manufacture for sale of Large Volume
- Parenterals or Sera and Vaccine or Recombinant DNA(r-DNA) derived drugs specified in

Schedule C and C-1 excluding those specified in Schedule X,

T.Certified that Licence No.... .. granted on the ... to....for the

manufacture of following Large Volume Parenterals or Sera and Vaccine or

Recombinant DNA(r-DNA) derived drugs at the premises situated at ... has been
renewed from.......to : |

--2.Name (s) of driug (S)...cocovveen . e s .

(each item to be separately specified)

_ _3.Na'r'ne(s) of competént technical étaff ;

~ (a) responsible for manufacturing (b) responsible for testing
i o 1. ] -
2. 2.
3' -

Licensing Authority

" Central L'icence Approving Authority

- ~
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-(b) after Form 27 D, the following Form shall be inserted, namely:-
“FORM 27 DA
(Seerule 75 A)

Application for grant or renewal of a loan licence to manufacture for sale or for distribution of
Large Volume Parenterals/Sera and Vaccine/Recombinant DNA (rDNA} derived drugs
excluding those specified under Schedufe X.

1. IWe *.. ... s ofit....... hereby appty for the
grant /renewal of a loan licence to manufacture on the premlses situated at cfo
@ RO the under mentioned drugs being Large Volume

Parenterals/Sera_and. Vaccine/Recombinant DNA (rDNA) derived drugs specified in

Schedules C, C (1), excludrng those specified in Schedule X to the Drugs and Cosmetics
Rules, 1945,

2. NAME (S) OF ArUGS..... oo e e
(each item to be separately specified).

3 _ The name (s), qualifications and experience of the competent technical staff
responsnbie for the manufacture and testmg of the above mentioned drugs.

4, llwe enc]ose:

(a) A true copy of a letter from mefus to manufactunng concern whose manufactunng
capacity is intended to be utilized by mefus.

(b) A true copy of a letter from the manufacturing concern that they agree to lend the-
services of their competent technicat staff, equipment and premises for the manufacture
of each item required by me/us and they will analyse every batch of finished product and
maintain the registers of raw materials, finished products and reports of analysis
separately-on-this-behalf. e :

_(c) Specimens of labels, cartons of the drugs proposed to be manufactured.

5. Afeeof FUPEES ..........cc.ceeveeenenn...o...has been credited to Government under
the head of account............................... ,

212y sZ-Y
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Date........... P , S.ig'nature ..... e e

Designatio_n ......................

- *Enter here name of the proprietor, partners or Managing Director, as may be.

# Enter here name of the appilcant firm and the address of the principal place of
business.

@ Enter here the name and address of the manufacturing concern where the
- . manufacture will be actually carned out and also the licence number under which
the latter operates.” :

(o) after Form28 D, the following Form shall be inserted, namely:-

“FORM 28 DA
(See rule 76 A, 78 A, 83 AA)

- Loan licence to manufacture for sale or for distribution of Large Volume Parenterals/Sera
and Vaccine/Recombinant DNA (r-DNA) denved drugs excludmg those specified under

Schedule X.

Number cof  licence.......iie L. and date of
ISSUE... ..ot e, ' '

1. of oo, is hereby granted a loan licence to manufacture on
the premises situated at ........................ o7/o SIS the following drugs being

Large Volume Parenterals/Sera and Vaccine/Recombinant DNA (r—DNA) derived drugs

' specified in Schedules C, C (1), excluding those specified in Schedule X to the Drugs

and Cosmetics Rules, 1945,
1. Names ofdrugs ,

2. Name (s) of competent technical staff .......

3. The ficence-shall be in force from:: = . .. for..........

4 - The licence authorizes the sale by way of wholesale dealing by the licensee and

storage for sale by the licensee of the drugs manufactured under the licence subject to
the conditions applicable to llcence for sale. :

5. The ficence is subject to the conditions stated below and to such other conditions
as may be specified in the rules for time being in force under the Drugs and Cosmetics
Act 1940.

U
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Date............. TP Signature.......................
Designation.......................
Licensing Authority

Central Licence Approving Authority

Conditions of Licence

1.This licence and any certrﬂcate of renewal ln force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
~.Drugs.and Cosmetics Act, 1940,

2.Any change'in the competent technical staff shall be forthwith reported to the Licensing
Authority and Central Licence Approving Authority. |

3. If the licensee wants, during the currency of the licence, to manufacture for sale
additional items of drugs not included above, he should apply to the Llcensmg Authonty
and/or Central Licence Approving Authority for the necessary. endorsement as provided

in the rules. This licence will be deemed to extend to the items so endorsed.

4. The licensee shell inform the Licensing Authority and/or Central Licence Approving
Authority in writing in the event of any change in the constitution of the firm operating
under the licence. Where any change in the constitution of the firm takes place, the
current licence shall be deemed to be valid for a maximum period of three months from
the date on which the change takes place unless, in the meantime, a fresh licence has
been taken from the licensing Authority andfor Central Licénce Approving Authority in

the name of the firm with the changed constitution.”.

[F. No. X-11014/3/201 O-DFQC]

ARUN PANDA, Jt. Secy

Foot Note : The principal rules were pubhshed in the Official Gazette wde notification
No. F. 28-10/45-H(1), dated 21st December, 1945 and last amended wde

notlficatton number G S.R. 101 (E) dated the 18-2-2011.

Printed by the Manager, Government of India Press, Ring Road, Mayapuri, New Delhi-I 18064
- and Published by the Controller of Publications, Dethi-110054..




