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MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health)

NOTIFICATION

New Delhi, the 29th January, 2001

G.S.R. 41 (E).— The following draft of certain rules further to amend the Drugs nnti

Cosmetics Rules, 1945, which the Central Government proposes to make aftei

consultation with the Drugs Technical Advisory Board, in exercise of the powers

conferred by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is

hereby published as required by the said sections for the information of all persons

likely to be affected thereby, and notice is hereby given that the said draft rules will he

taken into consideration after the expiry of forty-five days from the date on which the

copies of the Official Gazette in which this notification is published are made available to

the public,

Objections or suggestions may be addressed to the Secretary, Ministry of I lenllh

and Family Welfare, Government of India, Nirman Bhawan, New Delhi-110011

Any objections or suggestions which may be received from any person with

respect to the said rules before the expiry period specified above shall be taken into

consideration by the Central Government

D R A F T R U L E S

1 (i) These rules may be called the Diugs and Cosmetics ( - Amendment) Rule:

200J

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

Gazette

%£&l(r\\ha>\ - 5.
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2 In the Drugs and Cosmetics Rules\ 1945 (hereinafter referred to as the said

rules), in rule 59,-

(i) in sub-rule (2), for the portion beginning with the words "shall bo made"

and ending with the words " rupees forty", the following words, figures

and letters shall be substituted, namely -

"shall be made in Form 19 accompanied by a fee of rupees two

thousand and five hundred and an inspection fee of rupees five

hundred or in Form 19-A accompanied by a fee of rupees one

thousand and an inspection fee of rupees two hundred and fifty, as

the case may be, or in the case of drugs included in Schedule X shall

be made In Form 19-C accompanied by a fee of rupees five hundred,

to the licensing authority "

(ii) in sub-rule (3), for the words "rupees six", the words "rupees two hundred

and fifty" shall be substituted ,

(hi) in sub-rule (4), for the portion beginning with the words "shall be

accompanied by " and ending with the words "rupees thirty per month or

part thereof:" the following woids, figures and letters shall be substituted,

namely:-

"shall be accompanied by a fee of rupees two thousand and five

hundred, an inspection fee of rupees five hundred plus an additional

fee at the rate of rupees five hundred per month or part thereof with

Form 19, rupees one thousand, an inspection fee of rupees two

hundred and fifty plus an additional fee at the rate of rupees two

hundred fifty per month or part thereof with Form 19-A and rupees

five hundred plus an additional fee at the rate of rupees two hundred

and fifty per month or part thereof with Form 19-C "

3. In rule 62-C of the said mles,_

(i) in sub-rule (1),-

(a) for the words "a fee of rupees twenty", the words "a licence fee of

rupees one thousand and an inspection fee of rupees two hundred

and fifty" shall be substituted,
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(b) in the proviso, for the words "rupees twenty plus an additional fee at

the rate of rupees twenty", the words "rupees one thousand and an

inspection fee of rupees two hundred and fifty plus an additional fee at

the rate of rupees two hundred and fifty" shall be substituted;

(ii) in sub-rule (2), for the words "rupees five", the words "rupees two hundred

and fifty" shall be substituted.

4. In rule 63 of the said rules, for the words and figures and letters "valid up to the

31st December of the year following the year in which", the words " valid for a

period of five years from the date on which "shall be substituted.

5. In rule 65 of the said rule, in condition (15), after sub condition (c) and before the

Explanation, the following condition shall be inserted, namely :-

"(d) The licensee shall ensure that the registered Pharmacist in-charge of

the retail shop or premises puts on a 'white apron' (Lab coat) at the time of

discharging his duties."

6. In rule 67-A of the Said rules,_

(i) in sub-rule (2),-

(a) for the words " a fee of rupees ten", the words "a fee of rupees two

hundred and fifty" shall be substituted;

(b) in the proviso, for the words "rupees ten plus an additional fee at

the rate of rupees eight", the words "two hundred fifty plus' an

additional fee at the rate of rupees fifty" shall be substituted;

(ii) in sub-rule (3), for the words "a fee of one rupee and twenty five paise",

the words "a fee of rupees fifty" shall be substituted.

7. In rule 67-E of the said rules, for the words, figures and letters "valid up to the

31st December of the year following the year in which", the words " valid for a

period of five years from the date on which" shall be substituted

8. In rule 69 of the said rules,-

(i) in sub-rule (2), for clauses (a), (b) and (c), the following clauses

shall respectively be substituted, namely-

"(a) Every application in Form 24-B shall be made upto ten items

for each name of drugs categorised in Schedule M and shall be
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accompanied by a licence fee of rupees five hundred plus and an

inspection fee of rupees two hundred for the first inspection and

every subsequent inspection or for the purposes of renewal of the

licence.

(b) Every application in Form 24-F shall be made upto ten items for

each name 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 and five hundred for the first

inspection and for every subsequent inspection or for the purposes

of renewal of licence.

(c) Every application in Form 24 shall be made upto ten items for

each name of drugs categorised in Schedule M and Schedule M-lll

and shall be accompanied by a licence fee of rupees six thousand

and an inspection fee of rupees one thousand and five hundred for

the first inspection and for every subsequent inspection or for the

purposes of renewal of the licence.

(ii) in sub-rule (3),for clauses (i), (ii) and (iii), the following clauses shall

be substituted, namely:-

"(i) in the case of Form 24-B a licence fee of rupees five

hundred plus an additional fee at the rate of rupees two hundred

and fifty per month or part thereof in addition to an inspection

fee of rupees two hundred;

(ii) in the case of Form 24-F a licence 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;

(iii) in the case of Form 24 a licence fee of rupees six thousand

plus an additional fee at the rate of rupees one thousand pet-

month or part thereof in addition to an inspection fee of rupees

one thousand and five hundred.",

(iii) in sub-rule (4), for the words "rupees fifteen, rupees two hundred or

rupees sixty five shall be paid respectively", the words "rupees one

thousand shall be paid" shall be substituted;
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(iv) for sub-rule (5), the following shall be substituted, namely:-

"(5) Applications by licensees to manufacture additional items of

drugs shall, in the case of a licence to manufacture for sale and

distribution for repacking and other than those specified in Schedules C

and C(1,), be made to the Licensing Authority. Such applications shall, if

the additional items of drugs applied for belong to categories which are not

already included in the licence, be accompanied by an additional fee at

the rate of rupees one hundred for each additional item of drug for

repacking and rupees three hundred for each additional item for each

name of drugs categorized in Schedule M and Schedule M-lll." shall be

substituted.

9. In rule 69-A of the said rules,_

(i) for sub-rule (1),the following sub-rule shall be substituted, namely:-

"(1) Application for the grant or renewal of loan licences to

manufacture for sale or for distribution of drugs other than those

specified in Schedules C, C(1) and X shall be made upto ten items

for each name of drugs categorised in Schedule M and Schedule

M-lll and shall be made in form 24 accompanied by a licence fee of

rupees six thousand and an inspection fee of rupees one thousand

and five hundred to the licensing authority:

Provided that if the applicant applies for the renewal of a

licence after its expiry but within six months of such expiry the fee

payable for renewal of such licence shall be accompanied by a

licence fee of rupees six thousand and an inspection fee of rupees

one thousand and five hundred plus an additional fee at rate of

rupees one thousand per month or part thereof.",

(ii) for sub-rule(3), the following sub-rule shall be substituted, namely:-

"(3) Subject to the provisions of sub-rule (2), application for

manufacture of more than ten items for each category of drug on a

loan licence shall be accompanied by an additional fee of rupees

three hundred per additional item specified in Schedule M and

Schedule M-lll " ,
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(iii) in sub-rule(4), for the words "a fee of rupees thirty ", the words "a fee of

rupees one thousand" shall be substituted.

10. In rule 72 of the said rules, for the words , figure and letters , "valid up to the 31s l

December of the year following the year in which", the words " valid for a period

of five years from the date on which "shall be substituted.

11. In rule 73-AA of the said rules, for the words , figure and letters, "valid up to the

31st December of the year following the year in which", the words " valid for a

period of five years from the date on which "shall be substituted.

12. In rule 75 of the said rules,_

(i) in sub-rule (1),_

(a) for the words "shall be accompanied by a fee of rupees six

hundred and an inspection fee of rupees four hundred for the

first inspection or rupees two hundred in the case of second or

every subsequent inspection or for the purposes of renewal of

licence.", the words "shall be made upto ten items for each

name of drugs categorised in Schedule M and Schedule M-lll

and shall be accompanied by a licence >fee of rupees six

thousand and an inspection fee of rupees one thousand and

five hundred for the first inspection or for every subsequent

inspection or for the purposes of renewal of licences." shall be

substituted;

(b) in the proviso, for the words "rupees six hundred plus an

additional fee of rupees three hundred per month or a part

thereof in addition to the inspection fee", the words "rupees six

thousand plus an additional fee of rupees one thousand per

month or a part thereof in addition to an inspection fee of

rupees one thousand and five hundred" shall be substituted

(ii) in sub-rule (2),-

(a) for the words "shall be accompanied by a fee of rupees twelve

hundred and an inspection fee of rupees four hundred for the

first inspection or rupees two hundred in the case of second or

every subsequent inspection or for the purposes of renewal of

licence.", the words, letters and figures "shall be made upto ten
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items for each name of drugs categorised in Schedule M and

Schedule M-lll and shall be accompanied by a licence fee of

rupees six thousand and an inspection fee of rupees one

thousand and five hundred for the first inspection or for every

subsequent inspection or for the purposes of renewal of

licences." shall be substituted;

(b) in the second proviso, for the words "rupees twelve hundred

plus an additional fee of rupees six hundred per month or a part

thereof in addition to an inspection fee", the words "rupees six

thousand plus an additional fee of rupees one thousand per

month or a part thereof in addition to an inspection fee of rupees

one thousand and five hundred" shall be substituted;

(iii) in sub-rule (3),-

(a) for the words "shall be accompanied by a licence fee of rupees

six. hundred and an inspection fee of rupees four hundred for

the first inspection or rupees two hundred in the case of second

or every subsequent inspection or for the purposes of renewal

of licence.", the words and letters "shall be made upto ten items

for each name 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 and five hundred for the

first inspection and for every subsequent inspection or for the

purposes of renewal of licences:" shall be substituted;

(b) in the proviso, for the words "shall be rupees six hundred plus

an additional fee of rupees three hundred per month or a part

thereof in addition to an inspection fee." the following words

shall be substituted, namely,-

"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.";

(iv) for sub-rules (4) and (5), the following sub-rules shall respectively

be substituted, namely:-

"(4) A fee of rupees one thousand shall be paid for duplicate

copy of the licence issued under sub-rule (1), sub-rule (2) or
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sub-rule (3), as the case may be, if the original licence is

defaced, damaged or lost.

(5) If the licensee applies for manufacture of more than ten

items of each category of drugs, the application shall be

accompanied by an additional fee at the rate of rupees three

hundred for each additional item of drugs categorised in

Schedule M and Schedule M-lll."

13. In rule 75-A oftthe said rules,-

(i) in sub-rule (1),_

(a) for the words "shall be accompanied by a fee of rupees six

hundred:", the words, letters and figures "shall be made upto

ten items for each name of drugs categorised in Schedule M

and Schedule M-lll and shall be accompanied by a licence fee

of rupees six thousand and an inspection fee of rupees one

thousand and five hundred for the first inspection or for every

subsequent inspection or for the purposes of renewal of

licences:" shall be substituted;

(c) in the proviso, for the words "rupees six hundred plus an

additional fee at the rate of rupees three hundred" the following

words shall be substituted, namely,-

"rupees six thousand and an inspection fee of rupees one

thousand and five hundred plus an additional fee at the rate of

rupees one thousand";

(ii) for sub-rules (3) and (4), the following sub-rules shall respectively

be substituted, namely:-

"(3) Subject to the provision of sub-rule (2), the application for

manufacture of more than ten items of each category of drugs

on a loan licence, shall be accompanied by an additional fee at

the rate of rupees three hundred for each additional item of

drugs.

(4) If the licensing authority is satisfied that a loan licence is

defaced, damaged or lost, he may, on payment of a fee of

rupees one thousand, issue a duplicate copy of loan licence.".
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14. In rule 77 of the said rules, for the woic!> f;u;..:-^ and letters "be valid up to the

31st December of the year following the year in which", the words, "valid for

period of five years from the date on which" shali be substituted.

15. In rule 82 of the said rules, for the words "fee of rupees fifty", the words "fee of

rupees two hundred and fifty" shall be substituted.

16. In rule 83-AA of the said rules, for the words, figures and letters "be valid up to

the 31st December'of the year following the year in which", the words, "valid for a

period of five years from the date on which" shall be substituted

17. In rule 85-B of the said rules,-

(a) in sub-rule (1), for the portion beginning with the words "Homoeopathic

medicines" and ending with the word, figure and letter "Form 24-C", the

following words, letters and figures shall be substituted, namely:-

"Homoeopathic medicines categorised in Schedule M-1 shall be made

upto ten items for each category of Homeopathic medicines specified in

Schedule .,M-1 to the Licensing Authority appointed by the State

Government for the purpose of this Part (hereinafter in this Part referred

to as the Licensing Authority) and shall be made in Form 24-C ".

(b) in sub-rule (2),-

(i) in clause (a), for the words "rupees eighty", "rupees twenty'' and

"rupees ten", the words "rupees two hundred, "rupees one hundred"

and "rupees fifty" shall respectively be substituted;

(ii) in clause (b), for the words "rupees forty", "rupees ten" and "rupees

five", the words "rupees two hundred," "rupees one hundred" and

"rupees fifty" shall respectively be substituted;

(iii) in clause (c), for the words "rupees forty", "rupees ten" and "rupees

five"; the words "rupees two hundred", "rupees one hundred" and

"rupees fifty" shall respectively be substituted

(c) in sub-rule (3),-

(i) in clause (a), for the words "rupees eighty", "rupees thirty" and "rupees
ten" the words "rupees two hundred", "rupees one hundred" and "rupees
fifty" shall respectively be substituted;

(ii) in clause (b), for the words "rupees forty", "rupees thirty" and "rupees
five", the words "rupees two hundred", "rupees one hundred" and "rupees
one fifty" shall respectively be substituted;

(iii) in clause (c), for the words "rupees forty", "rupees fifteen" and "rupees
five", the words "rupees two hundred", "rupees one hundred" and "rupees
fifty" shall respectively be substituted;

JL& <JXfi^Sft - S
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(d) in sub-rule (4),- for the words "rupees fifteen", and "rupees ten", the

words "rupees fifty" shall be substituted;

(e) in sub-rule (5), for the words "rupees five", the words "rupees fifty" shall

be substituted.

18. In rule 85-ED of the said rules, for the words "rupees fifty", the words "rupees two

hundred and fifty" shall be substituted.

19. In rule 85-F of the said rules, for the words, figures and letters " valid up to the

31s l December of the year following the year in which", the words " valid for a

period of five years from the date on which" shall be substituted.

20. In rule 90 of the said rules, in sub-rule (2), for the words "a fee of rupees fifteen",

the words "a fee of rupees two hundred and fifty" shall be substituted.

21. In rule 122-F of the^said rules,-

(i) in sub-rule(1),-

(a) for the words " licence fee of rupees six hundred and an inspection

fee of four hundred for the first inspection or rupees two hundred in

the case of second or every subsequent inspection or for the

purposes of renewal of licence", the words "licence fee of rupees

six thousand and an inspection fee of rupees one thousand and five

hundred for first inspection or every subsequent inspection thereof

or for the purposes of renewal of licence" shall be substituted;

(b) in the proviso, for the words "shall be rupees six hundred plus

an additional fee at the rate of rupees three hundred per month or a

part thereof in addition to the inspection fee;", the words "shall be

rupees six thousand and inspection fee of rupees one thousand

and five hundred plus an additional fee at rate of rupees one

thousand per month or a part thereof in addition to the inspection

fee:" shall be substituted;

(ii) in sub-rule (2), for the words "rupees one hundred", the words "rupees five

hundred " shall be substituted ;

(iii) in sub-rule (3), for the words "rupees fifty", the words "rupees one

hundred" shall be substituted.
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22. In rule 122-H of the said rules, for the words, figures and letters "be valid up to

the 31st December of the year following the year in which", the words " valid for a

period of five years from the date on which" shall be substituted.

23. In rule 122-K of the said rules, for the words 'fee of rupees fifty", the words "fee

of rupees two hundred and fifty" shall be substituted.

24. In rule 138 of the said rules,-

(i) in sub-rule(1), for the portion beginning with the words "shall be made to

Licensing Authority" and ending with the words "renewal of licence", the

following words, letters and figures shall be substituted, namely, :-

"shall be made upto ten items of each name of cosmetics

categorised in Schedule M-ll to the Licensing Authority appointed by the

State Government for the purpose of this part (hereinafter in this Part

referred to as Licensing Authority) in Form 31 and shall be

accompanied by a licence fee of rupees two thousand and five hundred

and an inspection fee of rupees one thousand for the first inspection or

every subsequent inspection thereof or for the purposes of renewal of

licence,".

(ii) in sub-rule(2), for the words "rupees four hundred plus an additional fee

at the rate of rupees two hundred per month or a part thereof and an

inspection fee of rupee fifty", the words "rupees two thousand and five

hundred plus an additional fee at the rate of rupees four hundred per

month or part thereof in addition to an inspection fee of rupees one

thousand", shall be substituted;

(iii) in sub-rule (3), for the words "rupees five for each item." the words

"rupees one hundred for each product subject to a maximum of rupees

three thousand for each application." shall be substituted;

(iv) in sub-rule (4), for the words "rupees fifty" the words "rupees two

hundred and fifty" shall be substituted.

25. In rule 138-A of the said rules,-

(i) in sub-rule (1) for the portion beginning with the words "shall be made

in" and ending with the words "a fee of rupees two hundred", the

following words, letters and figure shall be substituted, namely:-

" shall be made upto ten items of each name of cosmetics

categorised in Schedule M-ll in Form 31-A to the Licensing Authority

*{6 /(n||?<jol - i ,
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and shall be accompanied by a licence fee of rupees two thousand and

five hundred and an inspection fee of rupees one thousand for first

inspection or every subsequent inspection thereof." .

(ii) in sub-rule (2), for the words " rupees two hundred plus an additional

fee at the rate of rupees seventy five per month or part thereof.", the

words " rupees two thousand and five hundred plus an additional fee at

the rate of rupees four hundred for each month or part thereof" shall be

substituted;

(iii) in sub-rule (5), for the words "rupees five for each item", the words

"rupees one hundred for each product subject to a maximum of rupees

three thousand for each application" shall be substituted;

(iv) in sub-rule (6), for the words "fee of rupees thirty", the words " fee of

rupees two hundred and fifty" shall be substituted.

26. In rule 139-AD of the said rules, for the words " fee of rupees fifty", the words "fee

of rupees two hundred and fifty" shall be substituted

27. In rule 140 of the said rules, for the words, figures and letters" valid up to the 31st

December of the year following the year in which", the words "valid for a period of

five years from the date on which" shall be substituted,

28. In rule 141-AA of the said rules, for the words, figures and letters "valid up to the

31st December of the year following the year in which", the words " valid for a

period of five years from the date on which" shall be substituted.

29. In rule 150-B of the said rules,-

(i) in sub-rule (1),-

(a) for the words "rupees five hundred" and "rupees three hundred", the

words "rupees six thousand" and "rupees one thousand and five

hundred" shall respectively be substituted ;

(b) for the second proviso, the following proviso shall be substituted,

namely:-

"Provided further that if the applicant applies for lenewal of approval after

its expiry but within six months of such expiry, the inspection fee payable

shall be rupees six thousand in case of testing of drugs specified in

Schedules C and C (1) and rupees one thousand and five hundred in the

case of testing of drugs other than those specified in Schedules C and
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C(1), Homeopathic medicines and cosmetics, plus an additional fee at the

rate of rupees one thousand per month,'

(ii) for sub-rule (2), the following shall be substituted, namely:-

"(2) A separate application shall be made for grant of approval for carrying

out tests on additional categories of drugs or items of cosmetics and shall

be accompanied by an inspection fee of rupees one thousand and five

hundred in the case of drugs specified in Schedules C and C(1) and

rupees nine hundred each in case of drugs other than those specified in

Schedules C and C(1), Homeooathic medicines and cosmetics .

Explanation:- For the purpose of this Part, the words 'drugs' and

'cosmetics' shall also mean and include raw materials used in the

manufacture of drugs including Homeopathic drugs or cosmetics, as the

case may be."

30. In rule 150-D of the said rules, for the words, figures and letters "valid up to the

31st December of.,the year following the year in which", the words "valid for a

period of five years from the date on which" shall be substituted

31. In rule 150-1 of the said rules, for the words "rupees fifty", the woids "rupees two

hundred and fifty" shall be substituted.

[No. X. 11014/4/2000-DMS & PFA]

DEEPAK GUPTA, Jt. Secy.

Foot Note : The Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 is contained in the
publication of the Ministry of Health and Family Welfare (Department of Health) containing
the Drugs and Cosmetics Act, 1940 and the Rules (PDGHS-61) and last amended vide
GSR 6(E) dated 4-1-2001.
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