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T.H1.A. 223(37).—wfer v sares arft Faw, 1945 &1 307 genes w3 & forg st At
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AT A, Feald TChT, AT e yomerT arasft sterf==m, 1940 (1940 1 23) FY 4 12 3T &y
33 & Tefi9 Wacq ARRAT FT TART FId gU, ATTE THATHT TATEHIT TS F TITHL FTA F TLATG AT 3T
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(2) T TSI | Ik T 0l ATLE Hl TG g1

2. SArorer ST YETET QA A, 1945 # (O 389 9T 999Tq S A FEl T 8) 7, 9 XV (F)
, ofrden ®, “stroter / semes "t i foshy & foro afawtor, asst & v “ar safera a1 |@weT o
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FTIHYT T T2 36 H a1 STUTT 978 T S0
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(6) F=T HTWIT AT ATAW IUTE o1 § AT Afaw Scure J2TT T |, 7 FTLT STHT T0F 51T I Foham
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T, 2019 gy AW a1 gontaa fFFu 1w o)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department Of Helth And Family Welfare)
NOTIFICATION
New Delhi, the 18th March, 2019

G.S.R. 223(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945 was
published as required under sub-section(1) of section 12 and sub-section(1) of section 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 and Family Welfare) number G.S.R. 720(E), dated the 30™h July, 2018 in the Gazette of India,
Extraordinary, Part II, section 3, sub-section (i), inviting objections and suggestions from 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
containing the said notification were made available to the public;

And whereas copies of the Gazette were made available to the public on the 4 August, 2018;

And whereas, objections and suggestions received from the public on the said rules have been considered by the
Central Government;

Now, therefore, in exercise of the powers conferred under section 12 and section 33 of the Drugs and Cosmetics
Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical Advisory Board, hereby
makes the following rules further to amend the Drugs and Cosmetics Rules, 1945, namely:-
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(1) These rules may be called the Drugs and Cosmetics (Eighth Amendment) Rules, 2019.
(2) They shall come into force on the date of their publication in the Official Gazette.

In the Drugs and Cosmetics Rules, 1945 (hereinafter to be referred as said rules), in PART XV(A), in the
heading, after the words, “MANUFACTURE FOR SALE OF DRUGS / COSMETICS”, the words, “OR AN
INDIVIDUAL OR ORGANISATION OR PROCUREMENT AGENCY” shall be inserted.

In the said rules, in rule 150B, in sub-rule (1) for the words “for sale of drugs or cosmetics, shall be made in
Form 36” the words “for sale of drugs and cosmetics or an individual or organisation or procurement agency
shall be made in Form 36" shall be substituted.

In the said rules, in rule 150C,-

(i) In heading, after the words, “for manufacture of drugs/cosmetics”, the words “or for an individual or
organisation or procurement agency” shall be inserted.

(i) In sub-rule (1), after the words, “for manufacture of drugs or cosmetics”, the words “or an individual or
organisation or procurement agency” shall be inserted.

In the said rules, in rule 150E, for clause (f) the following clause shall be substituted, namely:-

“(f) The approved institution shall furnish reports of the results of test or analysis on the samples received from
manufacturer in Form 39 and from an individual or organisation or procurement agency in Form 39A.”

In the said rules, in Schedule A, -

@) In Form 36 and Form 37, in the heading, after the words, “MANUFACTURE FOR SALE OF DRUGS/
COSMETICS”, the words, “OR FOR AN INDIVIDUAL OR ORGANISATION OR
PROCUREMENT AGENCY” shall be inserted.

(i) In Form 36, in paragraph (1), after the words, “manufacture for sale of drugs/ cosmetics”, the words,
“or for an individual or organisation or procurement agency” shall be inserted.
(iii) after the Form 39, the following Form shall be inserted, namely:-

“Form 39A
[See sub-rule (f) of rule 150E]

Report of test or analysis by approved institution for an Individual
or Organisation or Procurement agency
(1) Name of individual or organisation or procurement agency from whom sample is
received........oooeiiiiiiiinnn.
(2) Serial number and date of sender’s memorandum........................ooueeei.
(3) Number of samples.........coeeueieiiniinininiiiiininnan
(4) Date of receipt of the sample.............oooiiiiiiiiiiii i
(5) Name of drug or cosmetics or raw material purporting to be contained in the sample.....
(6) Details of raw material or final product in bulk or final product in finished pack* as obtained by sender:
(a) Name and address of the Manufacturer and Licence number mentioned on the label .............
(b) Name of original Manufacturer in the case of raw materials and re-packed drugs ............
©) Batch number .........
(d) Date of manufacture, if any .......
(e) Date of expiry, if any ..........

(7) Results of test or analysis with protocols of test or analysis applied.
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In the opinion of the undersigned, the sample referred to above is *of standard quality/is not of standard

quality as defined in the Act and the rules made thereunder for the reasons given below.

Signature of Person-in-charge of testing
Note:- Final product includes repacked material.

*Delete whichever is not applicable.”

[F. No. X.11014/14/2018-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note: The Drugs and Cosmetics Rules, 1945 was published in the Official Gazette vide notification number
F.28-10/45-H (1), dated the 21* December, 1945 and last amended vide notification number G.S.R. 213(E),
dated the 11" march, 2019.
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