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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)
NOTIFICATION
New Delhi, the 16th June, 2009
G.S.R. 422(E).— The following draft rules to amend the Drugs and
Cosmetics Rules, 1945, which the Central Government proposes to make in
exercise of the powé'rs.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 the notice is hereby given that the
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said draft rules shall be taken into consideration on or after the expiry of-a
period_ of forty-five days from the date on which the copies of the Gazette of
Ind_ia gontaining these draft rules 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, Niran Bhawan,
New Delhi —110011.

DRAFT RULES

1. (1) These rules may be called the Drugs and Cosmetics (4th Amendment)
Rules, 2009.

(2) They shall come into force on the date of their final publication in the
Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the

said rules), in rule 69, -

(@) in sub-rule (1), in clause (c), for the words and figures “,in Form
24.", the following words and figures “except under the Narcotic
Drugs and Psychotropic Substances Act, 1985, in Form 24; *
shall be substituted;

(b)  in sub-rule (1), after the clause (c), the following clause shall be
inserted, namely:-
“(d) in case of manufacture of drugs covered under the Narcotic

Drugs and Psychotropic substances Act, 1985, in Form 24G.”

(c) in sub-rule (2), after the clause (c), the following clause shall be
inserted, namely:-
“(d) Every application in Form 24G shall be made up to ten
items for each category of drugs categorized in Schedule M
and shall be accompanied by a license fee of  rupees SiX
thousand and an  inspection fee of rupees one thousand
and five hundred for every inspection or for the purpose of
renewal of the license.”

(d) in sub-rule (3), after the clause (iii), the following clause shall be
inserted, namely:-

9265 Grfe) .
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“(iv) in case of Form 24G a license fee of rupees six thousand
plus an additional fee at the rate of rupees one thousand per
month or part thereof in addition to an inspection fee of rupees
one thousand and five hundred.”

(e) insub rule (4), for the words and letters ‘or clause (c)', the words
and letters, “clause (c) or clause (d)" shall be substituted.
. In the said rules, in rule 70, after the words "......... granted in Form

25,'the following words and figures shall be inserted, namely:-

“Licenses for manufacture of drugs covered under the Narcotic Drugs

and Psychotropic Substances Act, 1985, against application in Form
24G shall be granted in Form 25G".

R

. In the said rules, in rule 71, for the words, figures and letters “Form 25

or Form 25F”, the words, figures and letters “Form 25, Form 25F  or

Form 25G,"wherever existing shall be substituted.

(@)

(b)

. in the said rules, in rules 72,-

for the words, figures and letters “Form 25, Form 25B or Form
25F”, the words, figures and letters “Form 25, Form  25B,
Form 25F or Form 25G” shall be substituted;

after the first proviso the following proviso shall be inserted,
namely:-

“Provided further that the licensee in Form 25G shall
furnish a statement of the quantities of Narcotic drugs and
Psychotropic substances to the licensing authority and the
controlling authority or to such authority as the licensing
authority or the controlling authority may direct, , both as bulk
and formulations, manufactured by him, and of the sales
affected by him to the manufacturers, wholesalers, retailers and
other outlets for the preceding calendar year within three
months of the expiry of the year. The licence shall be deemed
to be cancelled or suspended, if the licensee fails to provide the
said information in respect of the preceding year by the end of
calendar year.”
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6.

9.

In the said rules, for rule 73, the following rule shall be substituted,
namely:-

“73 Certificate of renewal .- The certificate of renewal of a license in
Form 25, Form 25F or Form 25G shall be issued in Form 26, Form

26F or 26G respectively.”
In the said rules, in rule 74, for the words, figures and letters "Form 25

and Form 25F”. the words, figures and letters * Form 25 or Form 25F
or Form 25G” shall be substituted.

" In the said rules, in rule 75, after sub-rule (3), the following sub- rule

shall be inserted, namely:-

“(3A).The application for grant or renewal of licence to manufacture for
sale or for distribution of drugs coming under the purview of the
Narcotic Drugs and Psychotropic substances Act, 1985, and
specified in Schedule C, C(1) and X shall be made to the
Licensing Authority appointed under this partin  Form 27F and
shall be made upto ten items for each  category of drugs
categorized in Schedule M and shall be accompanied by a licence fee
of rupees six thousand and an inspection fee of rupees one
thousand and five hundred for every inspection or for the
purposes of renewal of licenses:

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 license 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 five hundred.”.
In the said rules, in rule 76, after the words, letters and figures,” issued

in Form 28D", the following sentence containing the words, letters and

figures shall be inserted, namely:-

“A licence to manufacture for sale or for distribution of drugs covered
under the purview of the Narcotic Drugs and Psychotropic substances
Act, 1985, and specified in Schedule C and C(1) and X shall be issued
in Form 28F."

10. In the said rules, in rule 77,-

(a) for the words, figures and letters “Form 28, Form 28B and Form
28D or renewed license in Forms 26, 26F and Form 26H", the
words, figures and letters “Form 28, Form 28B, Form 28D

[|=
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and Form 28F or renewed license in Form 26,26F,26H and Form
26J" shall be substituted:
(b)  after the first proviso the following proviso shall be inserted,
namely:-
“Provided further that the licensee in Form 28F shall to the

licensing authority and the controlling authority or to such authority
as the licensing authon‘ty or the controlling authorit.y may direct,
furnish a statement of the quantities of narcotic drugs and
Psychotropic substances both as bulk and formulations,
manufactured by him, and of the sales affected to the manufacturers,

«~ Wholesalers, retailers and other outiets for the preceding calendar
year within three months of the expiry of the year. The licence shall
be deemed to be cancelled or suspended, if the licensee fails to
provide the said information in respect of the preceding year by the
end of calendar year”

11. In the said rules, in rule 78, for the words, figures and letters “Form 28,
Form 28B or Form 28D", the words, figures and letters “Form 28,
Form 28B, Form 28D or Form 28F” shall be substituted.

12. In the said rules, in Schedule A, -

(i) after Form 24 F, the following Form shall be inserted, namely:-
“FORM 24 G
[See Rule 69(1) (d)]

Application for the grant of or renewal of a licence to manufacture for

sale or for distribution of Narcotic Drugs Psychotropic substances
other than those specified in Schedules C, C(1)and X.

Iy TG o enm b e R R S hereby apply
for the grant /renewal of a licence to manufacture on the premises
L A T T T the following  drugs
being narcotic drugs and psychotropic substances drugs and other
than those specified in Schedules C, C(1) and X to the Drugs and
Cosmetics Rules , 1945,

2. Name (s) of Narcotic Drugs and psychotropic substances
categorized according to Schedule M ----oceoeoeeeo o ______ (each

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

4. A fee Of TUPEES ....ccociariemmnniiaininnneees has been credited to

Government under the head Of ACCOUNL...ccceticreerarassiacsssonnnne :

Designation.........ccoeevneenes _

Note: The application should be accompanied by a plan of the

premises.”

(ii) after Form 25F, the following Form shatl be inserted, namely:-
“FORM 25 G

(See Rule 70}
Licence to manufacture for sale or for distribution of Narcotic Drugs

Psychotropic substances other than those specified in Schedules ©,

C(1) and X.

Number of HCENCe. .. covvviiiiiiiiiiiiiiiicie b Cakiniand and date
Of 188UC...cccuvaiirivrensndianasnaranses

i 8 i e e e A RS et LA hereby licenced to

manufacture the following categories of drugs being Narcotic
drugs and Psychotropic substances and other than those
specified in Schedules C, C(1) and X to the Drugs and Cosmetics
Rules on the premises situated at ..............co.. under the
direction and supervision of the following competent technical
staff. _

(a) Competent technical staff (Namesj

(b) Names of drugs (each item to be separately specified)...........
2. The licence authorizes the sale by way of wholesale
dealing and storage for sale by the licensee of the drugs
manufactured under the licence subject to the conditicns
applicable to licence for sale.

3. The licence shall be in force from ........cooeveen. 50 TR RN
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4. 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.

SIRTUAIMIEE. oo oo fnsunisinsies

DICRIPMAION ovasinsinssnwesssiune
Licensing Authority

................. garennen

Central Licence Approving Authority

Conditions of Licence

1. This license and any certificate of renewal in 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) named in the licence shall be
forthwith reported to the Licensing Authority and/or Central Licence Approving
Authority.

3. If the licensee wants 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 categories so endorsed.

4. The licensee shall 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 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.”
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(iii)after Form 26 1, the following Form shall be inserted, namely:-
“FORM 26 J
(See Rule 73 and 77)

Certificate for renewal of a licence to manufacture for sale or for

distribution of drugs considered Narcotic Drugs Psychotropic

substances.
1. Certified ‘that licence Na........ovvevnereanees panied o the ..o
1, SOTPPRET for the manufacture of the following drugs being narcotic

drugs and psychotropic substances at the premises situated

| e has been renewed from ...... O s e L

2. Name (s) of Narcotic Drugs and psychotropic substances- ---

------------------- (each item to be separately specified).

3. Name (s) of competent technical staff
(a) responsible for manufacture ....................
(b) responsible for test ...
4. . & T68 OF TOPEES . ovciinenmsusivsanisnpsnmnsionns has been credited to

Government under the head of account.........ccccvveeiiiieieinannn.

LB 7| (A e EORAER . vovcsivines vivhanng

Desipgnation........coseeresenanns
Licensing Authority

...........................

Central Licence Approving Authority”
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(iv) after Form 27E, the following Form shall be inserted, namely:-

“FORM 27 F
(See Rule 75)

Application for grant of or renewal of a licence to manufacture for
sale or for distribution of Narcotic Drugs Psychotropic substances
specified in Schedules C, C (1) and X.

L, i T AR LT NS BN SRR hereby apply
for the grant /renewal of a licence to manufacture on the premises
sSEled B oo iR i e the following  drugs
being narcotic drugs and psychotropic substances drugs specified
in Schedules C and C(1) and X to the Drugs and Cosmetics Rules ,
1945.

2.Name (s) of Narcotic Drugs and psychotropic substances
categorized according to Schedule M -------ocoooommmomamee (each

item to be separately specified).

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

(a) Name (s) of competent technical staff responsible for

(b) Name (s) of competent technical staff responsible for

manufacture ........covevveennen

& A 8E . O TIPEES e s e s has been credited to

Government under the head of account..........cooovvvvviviianne.
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DeSIghATION. ..cvncreencsssenssss

Note: The application should be accompanied by a plan of the

premises.”

(v) after Form 28 — E, the following Form shall be inserted, namely:-

“FORM 28 F
(See Rule 76)

Licence to manufacture for sale or for distribution of Narcotic Drugs
Psychotropic substances specified in Schedules C, C(1) and X.

NUMBEr Of HEBR0E. ...co. it insssnunsasnsaesnsnsissasecssstanurs ssone and date of
IRBUR. i iiinigaavbarsnsasiass
(SO, o0 i e o o is hereby licenced to manufacture the

following categories of drugs being narcotic drugs and
psychotropic substances specified in Schedules C, C(1) and X to
the Drugs and Cosmetics Rules on the premises situated at
..................... under the direction and supervision of the following
competent technical staff.

(a) Name (s) of approved competent technical staff .......

(b) s | T BEU

(Each item to be separately specified)

2. The licence authorizes the sale by way of wholesale dealing and
storage for sale by the licensee of the drugs manufactured under
the licence subject to the conditions applicable to licence for sale.
3.. Thie heence shall bein force from ..o wessasis O s el
4. 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.




THE GAZETTE OF INDIA : EXTRAORDINARY [ParT HI—SEC. 3(i)]

Designation.......c.ccoseesninvens
Licensing Authority

...........................

Central Licence Approving Authority
Conditions of Licence

1.This licence and any certificate of renewal in 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) named in the licence shall be
forthwith reported to the Licensing Authority and/or Central Licence Approving
Authority.

3. If the licensee wants 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 categories so endorsed.

4. The licensee shall 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 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. 11014/6/2008-DFQC]
DEBASISH PANDA, Jt. Secy.

Foot Note : The principal notifications were published in the Official Gazette vide
notification No. F. 28-10/45H(l) dated 21-12-1945 and was last amended
vide notification No. G.S.R. 263(E) dated 20-4-2009. The Drugs and
Cosmetics Rules, 1945 as amended upto 30th June, 2005 is contained
in the publication of the Ministry of Health and Family Welfare (Department
of Health) containing the Drugs and Cosmetics Act, 1940 (PDGHS-93).
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