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Fareey 3R 9RER Feamr JEe
(FareeT va qRER Feamor femm)
K eni)

N

s Reeh, 14 Joms, 2014

AL, 503(3N).—eimt R g @nEl 9w, 1945 @1 3R @AUs & fAv
frafaf@a e Aaw, Saa FT TR, siud i yaree sffAgs, 1940 (1940 Fr 23) &y
URT 12 3R URT 33 RN Yeod ATFAAT FT UAT FIA@ g, oA AR FAEAR &S F oA
FA F ITN, A FT IE&AT FIcl §, 34 G FFaal A It & v gw@a fmar s §,
o 3@@ wfdd @ 1 Faer § 3R T@ FgEar § I § F 379 99 fAwEl wosw ale
¥, Sws! 37 TovE # ufan, S g7 sftEer sfa i STl 8, S S svesw w0 &

sirelt 8, Yarelw e $r 3rafr fir gafea & wearq R e Smeem |

FOT WHER G@N 370 99 gt & ey # 39 9FR 39dwa RAfafds safr & sim
frelt safda @ wrca amaidt 3 gemal # wfE, w3k aREr Feamnr JAe, sRa WER,

foATor staeT, A€ fRee-110011 FT AT AT FHIT |
g g
1. 37 AT 1 Gifca a9 il 3R AT geEl (F9d @) FaH, 2014 § 0

2865 GI/2014 (1)
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2. eiwed AR ATy @A A, 1945 H,—
(®) 97 105 F 3ufaaw (2) #,--
(i) T Wgw # g 7€ 3R ff B ol & U W g I AR B aeg @
STaar
(i) Y WgF F o I AR B el F T WoRg @ AR A B oaeq @
ST

(iii) Y W & TeaE ArfARd Was sia-enfa fFar s, i -

‘g I8 ot fF AT s F AT sEFArAE SOe a9 UhRdT gHE GUE
% & g 17 ;

(@ s 1225 &, 3ufagw (3) & maE IR Wgd & wa eafaf@a sl
ra-FRa BFar sean, arafq -

“(4) &&F a1 fFdl 7 iwft & w9 A IRF 379g F I F QA IgA o FA
¥ war, Rfaator g, Rfawor g, f/fastr e, 3T ar, dov a5,
YEIIAHOT AT T S Racer AT F$ IRacar giar ¢ I 3qP gg9T, e,
IOTdedT, YECT FT THIHAT FY A HAES, AHefanea TSR F @97 21 F @ (@)
# guifaféise w7 A, AT & TAST F AT THART T F WY TogE  gAN 9T
$r B afgd, 3mageT &, 17 |

@ P 122@ & ufAEs (3) & MU IR Wage ¥ Ted FelR@a o
ra-FRa BFar sean, argfq -

“(4) &&F 1 PR 7 ot F T A MRE 3o F RfEEr F [ s www
A & oA, Rfaator gfF, Rfewtor g, [{fwr e, 39 awr, 95w
ABE, TEIAFOT AT 3T F$ IRadar 9T F$ qRadr @ar ¢ S 3EP TFEw,
Yaodl, AUTeed], &1 F geifad X ar it sgenfea witsrd & f@ww 21 %
s (@) & gufafise & &, seplea & waea F AT awdidr ser F 99 wowe
IR AT A HF Figd, AT :m, 17 |

[®T.E. 18-6/2013-3HY]
3TOT F. qUST, HYFA AiAT

feoqor : AT AEw aRaT & ToaA A AfOYEen wEAw e 28-10/45-vE(1), a@ 21 REe,
1945 Z@RT &I v v & 30 3ifaw @My RT F TSYF, FAUROT, HET 1, S 3, 39-@3
(i) # rforgaeT arwLf. 346(3n) arifi@ 21 #S, 2014 @R favar T |
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 14th July, 2014

G.S.R. 503(E).—The following draft rules further to amend the Drugs and Cosmetics Rules, 1945, which the
Central Government proposes to make, in exercise of the powers 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 said draft rules will be taken
into consideration after the expiry of a period of forty-five days from the date on which the copies of the Official Gazette of
India in which this notification is published, 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, Nirman Bhawan, New Delhi- 110011.

Draft rules
1. These rules may be called the Drugs and Cosmetics (9th Amendment) Rules, 2014.
2. In the Drugs and Cosmetics Rules, 1945.-

(a) in rule 105, in sub-rule (2),-
(i) in the second proviso, for the words “Provided also that”, the words “Provided further that” shall be
substituted;

(i1) in the third proviso, for the words “Provided further that”, the words “Provided also that” shall be
substituted;

(iii) after the third proviso, the following proviso shall be inserted namely:-
“Provided also that Diclofenac injection for human use shall be in single unit dose pack only.” ;

(b) in rule 122A, after sub-rule (3), and before the proviso, the following sub-rule shall be inserted, namely:-
“(4) If there is a change, such as manufacturing process, manufacturing facility, site of manufacture, batch size, shelf
life, presentation or any other change which may affect its identity, strength, quality, purity, after granting
permission for importing a vaccine or biological product as a new drug, the importer shall submit application to the
Licensing Authority, as referred to in clause (b) of rule 21, duly supported by technical data for the purpose of
approval and accompanied by a fee of rupees fifteen thousand.”

(c) in rule 122B, after sub-rule (3), and before the proviso, the following sub-rule shall be inserted, namely:-
“(4) If there is a change, such as manufacturing process, manufacturing facility, site of manufacture, batch size, shelf
life, presentation or any other change which may affect its identity, strength, quality, purity, after granting
permission for manufacturing a vaccine or biological product as a new drug, the manufacturer shall submit
application to the Licensing Authority, as referred to in clause (b) of rule 21, duly supported by technical data for the
purpose of approval and accompanied by a fee of rupees fifteen thousand.”

[F. No. 18-6/2013-DC]
ARUN K. PANDA, Jt. Secy.

Note.—The principal rules were published in the Gazette of India, vide notification No. F. 28-10/45-H (1), dated the
21st December, 1945 and last amended vide notification published in the Gazette of India, Extraordinary, Part II, Section 3,
Sub-section (i), vide G.S.R. 346(E), dated the 21st May, 2014.
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