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@y iR IRER FeTor G
(TaTeey &% gfRER weamor )

st
% feet, 3 s, 2018

qr.&1.fA. 608(sr).—sirofer s TaTe araft AW, 1945 T i HATa" FLd & o0 wfaq F=9i
fAforfea s, o % TRt Sl Toeohl GATghTT are o TOHeT o Siofe S Joree ara sfafay,
1940 (23 % 1940) FT =T 12 3T &=T 33 FT Y& ATRAT T TART FId T, THh GIT TATIAT g a0l
TATAAT ATl FHT ATHAT 0l STTARTET o6 (70 TRTAT AT ST 2 37T TAZEIT AT &F STt g 1o S 9=y
At o7 s arde & die Rt & sate aurea g 9% AT sEE are A G s e arhe i e
&Y Rt arer AT % TeraA i AT AT i SUeTsd FiLrs ST |

iz qURR g I Afew safy & fiae Gt ot =afte & e @ Attt sraf s gamEt
IEEIESERIRSILRT

AT ST gATE, AR s gh, af @< giud, (SUTe), T &Y TRa Fiedor §3ed, qd
TR, FACT T, 4140, < &, Amior ==, 72 st - 110011 = suufva &/ so staar drugsdiv-
mohfw@gov.in 9T $-He {33 ST |

ey e
1. (1) = =T =T sfiwfer ua Jo e ar (. Terrare) =, 2018 Fgr ST |
(2) T ALHRTLT TSI § THh FTAH THTI T {Arr F AR G0 |

2. #q et ®, M9\ 76% % ae, Mo v a9 afee fho srow, st -'77. areae i
T .- (1) T=T 28, TET 28T 3T T&T 287 H AT ATSHT T T A(Q ATSHALTCE THFR AT g
FT AT & T ANTHT 7= AT hl AT THIT g T Tgol 39-7aH (2) ¥ iy argae Ffaemor
S+ STHT FdT &, ST qh Toh, T ATSH AT yferawrt gy [Aefed o1 w2 981 T Smar g |
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(2) I9-FFw (1) & FAfe ar=a Tiaemor e dead I w4 & o swraE o 7o A
7 T BIEHL UH ATSHH o (A& 6 (U TUTrd Hag o & aL1a< g |

(3) =t ATzEE g 3u-fAew (1) # stafua o3 f[fr & a1 399 ggar areda gy o #1
AT FA § AR T2ar g, a1 9 TeAF °1g F o ArzHe g[ew T iderd AT IqF g e
T 1 TREr, ar gfderd & 22 & Tt Y T2 Ga 9o * qre AZET TG e AT
F o ToIT ITLETAT T, 30T T 38 & 4ok o SATT o HIHe |, A58 9 TE A< [&F1 Sros |”

3. 3oq =T, faw 82 % arg, Muferied au fHem enfaer foho ST, st -

"83. FU AT FT FATH.—(1) T=T 28%F 3T TET 287 F H AT HI5 0 AT T¢ LI IS
ATSHHLTIE THF ST g1 il G & T qT T ANTHT STt THIH g1 7 T8l 39-4a9 (2)
# fAfde Areas e o STHT FEaT &, S aF [ Tg AT 60T TIaRrT gT Mefea a1 @ 981
ERIESICIER

(2) Su-faw (1) & [Afiy aEEg Taamor o AT28T T Fd & ow qae B U = e
[ Tl GISHT UH ATSHE  AAQT (o107 AUTeT HaF oo o TLa¥ g |

(3) 7tz AT=EE g 3u-fAew (1) # sfeafua 33 ffr & a1 S99 9gar aedq afagm s *1
AT FA § AR T2aT g, a1 9 TAF °1g F {7 ATHe g[ek A7 Iiaerd AT IqF g e
T T T, 31 afderd it &% & AT & T2 Ada eF F a1 ATSHH TTLTT e HT qIar
A o o0 IAErdY T, 3T 26 a¥g F o & I & qTe §, Areed 7F S @A s

4. 3 a8, g 140 So-fRw (1) § oreg 37 stishe "siie T%7 33" g1 S0 |
5. 3% =t #, Faw 143%, Su-fAag (1) § 9res $iT aihe a1 7% 7 33" g2 S0 |
6. ¥ FoH |, I & |, T8I 24 T - H
() fiie o, 'S 9] & A&, "AT AR 9168 QITiHer fohaT ST,
(@) 2T 1 H, "AET" 9TeR o (o, "SI T AATA 0" oex WiaeATioa forar Sros;
[FT. &. TF.11014/9/2018-S=m]
T A, 97 A==

feoqur ;. gex FEET # GAtE 21 e, 1945 &t sfag=er |, UF. 28-10/45-U= (1) * dgd avar<r
TS § TRTTea BT T S offaw aw sfeg=ar & "anan . (31), ... Ed
TFga genfera T |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 3rd July, 2018

G.S.R. 608(E).—The following draft of certain 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 drug
technical advisory board is hereby published for information of all persons likely to be affected thereby, and
notice is hereby given that said draft rules will be taken into consideration on or after the expiry of a period of
thirty days from the date on which the copies of the Gazette of India containing these draft rules are made
available to the public.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of
Health and Family Welfare, Government of India, Room No. 414A, D-Wing, Nirman Bhavan, New Delhi -
110011 or emailed at rq.singh72 @nic.in.
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Objections and suggestions which may be received from any person within the period of specified
above will be considered by the Central Government.

Draft rules
1. (1) These rules may be called Drugs and Cosmetics (___Amendment) Rules, 2018.
(2) They shall come into force on the date of their final publication in the Official Gazette.
2. In the said rules, after rule 76A, the following new rule shall be inserted, namely:-

€77. Duration of licence.—(1) A licence issued in Form 28, Form 28B and Form 28D shall remain
valid if the licencee deposits a licence retention fee referred to in sub-rule (2) before the expiry of
period of every succeeding five years from the date of its issue, unless, it is suspended or cancelled by
the licensing authority.

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee
required for the grant of such licence excluding inspection fee paid for grant of licence.

(3) If the licence holder fails to pay licence retention fee on or before the due date as referred to in
sub-rule (1), he shall be liable to pay licence retention fee along with a late fee calculated at the
rate of two per cent, of the licence fee for every month or part thereof up to six months, and in the
event of non-payment of such fee, the licence shall be deemed to have been cancelled.”.

3. In the said rules, after rule 82, the following new rule shall be inserted, namely:-

“83.Duration of loan licence.—(1) A loan licence issued in Form 28A and Form 28DA shall remain
valid if the licencee deposits a licence retention fee referred to in sub-rule (2) before the expiry of
period of every succeeding five years from the date of its issue, unless, it is suspended or cancelled by
the licensing authority.

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee
required for the grant of such licence excluding inspection fee paid for grant of licence.

(3) If the licence holder fails to pay licence retention fee on or before the due date as referred to in
sub-rule (1), he shall be liable to pay licence retention fee along with a late fee calculated at the
rate of two per cent, of the licence fee for every month or part thereof up to six months, and in the
event of non-payment of such fee, the licence shall be deemed to have been cancelled.”.

4. In the said rules, in rule 140, sub-rule (1), the words and figures “and Form 33” shall be omitted.
In the said rules, in rule 143 A, sub-rule (1), the words and figures “or Form 33" shall be omitted.
6. In the said rules, in Schedule A, in Form 24C-
(a) In the heading, after the words ‘GRANT’, the words “OR RENEWAL” shall be inserted;
(b) In paragraph 1, for the words “grant”, the words “grant or renewal” shall be substituted;
[F. No. X. 11014/9/2018-DR]
SUDHIR KUMAR, Jt. Secy.

Note : The principal rules were published in the Official Gazette vide notification number F. 28-10/45-H(1),
dated 21* December, 1945 and last amended vide notification number G.S.R. ... (E), dated .........
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