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T, 223(3r).—afdr 7 T\ AT [, 1945 FT ST "ot w7 & forw wfaa At
FT T, S o7 THTe AT ST, 1940 (1940 T 23) F¥ T 12 H ITemT(1) 7 gy 33
ITLTII(1) FT ATATHTE T F TSI, ST, 90 |, T2 3, IT-GT (i) § 9 GLahre 6 @qre 37
TRETE FETT FATAT (FATES 377 i are wearor fawmr) £ stferg=mr /., =, 720(37), 9 30 s,
2018 5T weTterg o srw o, o 3w 7+t =atrat &, [Seeh 98 g g Y 59mEeT 8, 39 arie 1,
ST 3T ATEHEAT T AFATAE FIA ATAT TSI ohT AT AT T T FATS T2 AT, Farera &= #r

AT % STAHTH 6 T3, AT S GATS AAT 60 7T,

e, Tt it It ST 7 4 39TEd, 2018 FT IUerse FAT o TS o
AT, 3 THAHT 9% S=aT § ITed AT A ST GATA T2 s G g = & o 1w g,

qT; A, Fea T TLRTL, AT ST AT ATt stferfe=m, 1940 (1940 =1 23) it €T 12 377 &
33 % oefie wacd TRt FT ART Fd g0, SIS qoheiehl TeATeahie are o TrHel T % TeATq e 37
THTE ATRIT 939, 1945 T ST Herred F3 & o0 Mt =aw aeqrd ¢, Taq-

1. (1) SferT AT 3T Y- =9 =t 1 Sier A shroter siv Jomee annit (sreat denye) =, 2019
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(2) T TSI § I THTLH T AT T T gl

2. Sufdr sR¥ T ATHAT AW, 1945 § (S =98 =6+ qe=Tq 3 Fam Fgr 747 §) §, 907 XV (F)
=, ofteie #, “shrafer / semerd |araet &7 f&eht & foro ffFwtor, =1t % waErg ar safme ar e 4T
IUYTY ATTFTOT 977 e =TT FohT STu

3. 3 AEw F g 150 7 %, sufaaw (i) § “srafer 3 e arnf S f@h F oo aww 36 7
ST, 9Tsal o T U< “Aafer A ware areyt Fir 5t F o a7 safmrg a1 |@9eq a1 sama=
AT T TET 36 F AT SITUIT” 9w T STUA

4. sHFEwmFFIE 1507 H -

()  oftd=w ®, “Shrafer / s\TeA G Fw7 Gt F O awsi F e, Ar sateTd av
TS AT JUTAH ATHHLT” 96 Srea:wqTioa 363 ST

(i) A= (i) ®, “Srafer / Tqree e o A F o, e’ F T, AT AT ar
TS AT IATAT ATHEHLOT 9168 ST EATTIT T STTUAT|

5. 3 7\ % Faw 150 = 9, @ (7)) % w19 9% et 9 &7 7@ o, riq-

“(71) SAHTTRT e 99 39 | FAfAHiar & YT FHAT 9T qEr A7 [EEwer F TRumET 3T I 39 F
# Foreft =fxmra 3 wvee ar 3urae srtsereer & fore s w9

36 R o, S -

(i) I=T 36 ¥ 37 F ofryw H, “drafer / yATed G H foehr F oo At ersdt F v,
“qT SATTRTT AT IS T IYTYA ATTFIO 977 - T FohT ST

(i) =T 36 F T (1) |, “afer / yE@TET At w5 F o EEmr gqw1 i F v ar
SRR AT TS AT IUTAA STTHFHLT” 9Tex e :wrioa o Srsn

(iiy =T 39 F T, MeAad T v e AT STua, daaiq-

o

“I%T 39%
[Fw 150 = T 3uf=aw (7) <@

STIHEIT IT GIST AT FITTT ATHFIIT F [T FFHIRT TEIT FTRT
72ierr a7 fF9crar #1 R
1 STRTE AT HTSA T 3T SATHHLOT AT AT FOIEH THAT AT AT § ~mmmmmmmmmmmmee
2) AT AT FATIA ¥ FHH TEAT T AG
3) AT AT FET
(4) T F I T qEE
(5) AT =T ST TR AT Fodt AT BT A ST A 7 Aq i g area i § e
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(6) =T ATHAT AT AfAT ITUTE A1 F AT AT IeUTE TATT U H, FT ST AT ATF T qTeT AT

T 2:
(F) et a7 3feafed fAfRwtorsat 1 7 e Jar 99T aaety e
(@) Fodl AR Y e strofert & aroer & go Efawtar & am
() a9 Tear
(=) fafawfor f arfra, afz w2
(=) FFETH T A, AT FS

(7) AT AT ] R0 T fEresror 3 |rer aéveror AT fEreror F gfvemy

TETEATEAL T TF | IULFT IgId AT AT 37 qeearet fFast & <F 7€ afeamor F s
= faT T FTEOT F FTT W Ut % 2/ W [OET & gl gl

SIESECR

TEIETOT 3 TATT °F ZedTers
feroqur: sifaw Seame & Fdere Al afwafoa g1
ST AN T BT 3H Fe 17 |
[T, . T3F.11014/14/2018-51317)
=T, AT 3, qUSTL, Hgad dia

feoqur-  safer i wETeE ST w1945, MRA F TS H ATSREET Hedr U.28-10/45-1= (1),
g 21 femww, 1945 3T WaTod w0 9 Siiw st gt |r, 1. 4. 213(3r), aiE
7T, 2019 ZTT AW 7T Fentaa o w9

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™ July, 2018 in the Gazette of India,
Extraordinary, Part 11, 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,-

i) 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......c.ooeeiiiiiiininine,
(2) Serial number and date of sender’s memorandum......................oevennnn..
(3) Number of samples.........cooeveviiiiiiiiiiiiiiiin
(4) Date of receipt of the sample.........ooovuiiiiiiiiiiii
(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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