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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)
NOTIFICATION
New Dethi, the 17th July, 2012

G.S.R. 574(E).—Whereas, a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was '
published, as required by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), vide notification of the
‘Government of India in the Ministry of Health and Family Welfare (Department of Health), iumber G.S.R. 557(E), dated the
21st July, 2011, in the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i), dated the 21st July, 2011, inviting
objections and suggestlom from all persons likely to be affected thereby before the expiry of a period of forty five days
from the date on which the copies of the Official Gazette in which this notification is published arc made available to the
public;

And whercas, copies of the Gazette were made available to the public on the 2nd August, 2011;

And whereas, no comments or suggestions have been received from the public on the said draft rules or;
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Now, therefore, in exercise of the powers conferred by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940
(23 of 1940), the Central Government, after consultation with the Drugs Technical Advisory Board, hcreby makes the
following rulcs further to amend the Drugs and Cosmetics Rules, 1945, namely :—

1. (1) These rules may be called the Drugs and Cosmetics ( 3rd Amendment) Rules, 2012.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), inrulc 75 A, —
(a)  after sub - rule (1), the following sub-rule shall be inscrtcd, namely :—

“(1A) The application for grant or renewal of loan licence to manufacture for salc or 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 be made upto ten
items for each category of drugs categorized in Schedule M and accompanied by a licence fee of six
thousand rupees and an inspection fee of one thousand five hundred rupees 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 cxpiry but within six
months of such expiry, the fee payable for renewal of the licence shall be six thousand rupees plus an
additional fee of one thousand rupees per month or a part thereof in addition to the inspection fee of one
thousand and five hundred rupees.”;

(b} Insub-rule (2), the proviso shall be omitted.

3. In rule 76 A of the said rules, for the heading and in the portion beginning with the words, ““A loan licence to
manufacture” and ending with the words “issued in Form 28 A, and the”, the following words, letters, brackets and figures
ehall 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
drugs specified in Schedule X, and Large Volume Parenterals, Sera and Vaccine and Recombinant DNA(r-
DNA) derived drugs specified in Part X-B shall be issued in Form 28 A and a loan licence to manufacture for
sale or for distribution of Large Volume Parenterals, Scra and Vaccine and Recombinant DNA(r-DNA)
derived drugs shall be issued in Form 28 DA, and the”.

4. In rule 78 A of the said rules,—

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

(b)  for the word and figures, “Form 28", the words, figurcs and letter, “Form 28 or Form 28 D”, shall be
substituted.

5. Inrule 83 A of the said rules, for the words, figures and letters, “Form 28 A shall be issuéd in Form 26 A”, the
words, figurcs and letters, “Form 28 A or Form 28 DA shall be issued in Form 26 A or Form 26 J respectively.”.

6. In rulc 83 AA of the said rules,—

(a)  for the word, figures and letter, “Form 28 A™, the words, figures and letters, “Form 28 A or Form 28DA”,
shall be substituted; '

(b)  for the word, figures and letter, “Form 26 A” the words, figures and letters “Form 26 A or Form 26 J”
shall be substituted.

7. In Schedule A of the said rules,—
(a) after Form 26 I, the following Form shall be inserted, namely :—
“Form 26 J
[see rule 83 A and 83 AA]

Certificate of renewal of loan licence 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.

1. Certified that Licence No. .....cocooooiviiniiinnn, granted on the ..................... to ... for the manufacture
of following I.arge Volume Parenterals or Sera and Vaccine or Recombinant DNA(r-DNA) derived drugs at the premises
situated at ...........ccoonee.. has been renewed from .................. L0 TR DO
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~ 2.Name (5) OF ATUG(S)..vcvvrvririeeriiiserirer et s seseesess e

(each item to be separately specified)

3. Name(s) of competent technical staff :

(a) responsible for mariufacturing (b) responsible for testing
1. L
2. 2.
3, ‘ 3.
Signature .............. .............
Designation .........cccvueeeeveveevnnnene.

I.icensing Authority

Central Licencc Approving Authority

(b) after Form 27 D, the following Form shall be inserted, namely:-
“FORM 27 DA
(See rule 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 (r-DNA) derived drugs excluding those specified under Schedule X.

LW e Of # e hereby apply for the grant /renewal
of aloan licence to manufacture on the premises situated at c/o @ ..............ccoceennne the under mentioned drugs being
Large Volumc Parenterals/Sera and Vaccine/Kecombinant DNA (r-DNA) derived drugs specified in Schedules C, C (1),
excluding those specified in Schedule X to the Drugs and Cosmetics Rules, 1945.

2.Name (8) OF AIUZS....ovvieiiiee ettt
(each item to be separately specified).

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

(a) Name (s) of competent technical staff responsible for testing.............cccvveevivvvvennnnnne,
(b) Name (s) of competent technical staff responsible for manufacture................... .
4. Ywe enclose :

(a) A true copy of a letter from me/us to manufacturing concern whose manufacturing capacity is intended to
be utilized by me/us.

(b) A true copy of a letter from the manufacturing concern that they agree to lend the secrvices of their
competent technical 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.

{¢) Specimens of labels, cartons of the drugs proposed to be manufactured.

5. A fee of rupees... ... et eere ettt eaea e e aebeanearans ar rerananers oes has been credited to Government under the head
of account.......... ettt

Signaturc.......cooeeenevecvenenne

Designation..........cccooeeeven..
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*Lnter here name of the proprietor, partners or Managing Director, as may be.
" i Enter here name of the applicant firm and the address of the principal place of busincss.

@ Enter here the name and address of the manufacturing concern where the manufacturc will be actually
carried out and also the licence number under which the latter operates.””;

(c)  after Form 28 D, the following Form shall be inserted, namely :—
“FORM 28 DA
(Scerule 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) derived drugs excluding those specified under Schedule X.

NUMbET Of HCENCC. ...c..ovoiieiiciet e e and date of iSSuc ..............ocoooennn.
| U Of o, is hereby granted a loan licence to manufacture on the premises
situated at .................... C/O it the following drugs being Large Volume Parenterals/Scra 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 of drugs .........cccccovviiriienieiceee e
2. Name (s) of competent technical staff .................cccoooeen. ..
3. The licence shall be in force from ............iccovoeevveeen, (o U

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 licence for sale.

5. The licence 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.

SIgnature ........oooooeveeeeeieccrnnn,
Designation ............cc..cccuveveennne.
_ Licensing Authority
Central Licencc Approving Authority
Conditions of Licence

1. 'This licence and any certificate of renewal in force shall be kept on the approved premiscs and shall be
produced at the request of an Inspector appointed under the Drugs and Cosmetics Act, 1940.

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

3. Ifthe licensec wants, during the currency of the licence, to manufacture for sale additional items of drugs not
included above, he should apply to the Licensing Authority 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 shall inform the Licensing Authority and/or Central Licence Approving Authority in writing in the
cvent 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 and/or
Central Licence Approving Authority in the name of the firm with the changed constitution.”.

[F. No. X-11014/3/2010-DFQC]
ARUN K. PANDA, Jt. Secy.

Foot note.- ~The principal rules were published in the Official Gazette vide notification number F. 28-1 0/45-H (1) dated the
21st December, 1945 and last amended vide notification number G.S.R. 76(E) dated the 8-2-2012.
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