T Ho o TA0-33004/99 REGD. NO. D. L.-33004/99

Che Gazetie of India

EXTRAORDINARY
9T [I—JUu8 3—37 -WUs (i)
PART II—Section 3—Sub-section (i)

TR | WehTiyTa
PUBLISHED BY AUTHORITY
H. 408] 73 feoett, FEar, SR 17, 2019/379€ 26, 1941
No. 408] NEW DELHI, WEDNESDAY, JULY 17, 2019/ASHADHA 26, 1941

T 3T IR F 10T §AT T
(FaTeey 3 afET weTor fawmD)
srfrgET
TE faeelt, 17 978, 2019

ar.&.fA. 499(ar).—rafer 3T s|Tae arady [F=w, 1945 F7 fi¥ Henaw F39 * forw wfaas Fewt &
ITEY, TS T T At aAfafaw, 1940 (1940 71 23) &t om=r 12 Fir ITITT (1) 3T & 33 f
ST (1) % 7 Fomaferg a1ed 99T % w7 S Iare HedTo JATed (T ST afEre wear
faram) i srferg=ar |, ar.#1.. 608(31), aTE 3 TS, 2018 FI WIXT & TSI, FHTETI, AN 11, T 3,
IT-EE (i) | THRTIT BT 3T o, & 39 a9y sateat @, Sreh 3899 warfad g Y §91EHT 8, 39 e 1,
ST 37/ ATSEEAT FT AFATIE FIA ATAT TSI hT TIAFT AT HT T FT o&F T2 off, e 37 67 srafey
& ST % 9 ST ¥ GAT sAt=a = o

31T, TS Y TTAAT ST A1 6 T2, 2018 Tl ITAH FIT aF s AT,
S, I AT 9% SIHEAT & YTed Aed) 3T GATAT 92 Heat T 1L g G=1 HT 3T 47 2;

AT A, Feald GTHT, OTY T ot araft stferfe=a, 1940 (1940 =1 23) &t gmer 12 3%
TRT 33 % eI Waca «ThAl &1 TANT Fd gU, AT Tahe 1ol TATEHIT aTE F TIHL FIA 6 TLAT SAITer
ST JETE ATHAT A, 1945 FT 37T HLATa Fee & fory Mefotad Fas aardt g, SToid:-

1. (1) = TR=HT 7 "Giera a9 Arafer d< Tara" iy (WAt genyd) a9, 2019 g
(2) T T § Ik THTI T ITE F Toqd giv|

2. Aty =i yETeE arRi e, 1945 # (B8 zod e veaq S Faw #gr 1 8) & Haw 76 &
T Mot Faw seaefua fFar Srom, aui-
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3.

© N o 0

"77. agAfy i s@fy - (1) y=7 28, y=T 287 v y=T 289 § VT A AfwTr wem Atz
AATHETEF TR T g T G T Yed% IOeadl 99 Juf il aie q0rmd g o 98
- (2) 7 TSy et Sfaenor FF ST F#3aT 8, ST T T, g Aqea TSR g Aeterd
IqT TF Tl AT ST 2

(2) s-faw (1) & [Afde st g B9 st e #9 F o qEam 6 7 [t S
Tl GISHY AT SAH F G F forT e dag Fe F a9qed 2|

(3) =TT srgraem<® IU-AFw (1) ¥ Miag 3 aE &l 7 S9E Tgol AT TTAT07 FIF &7 SR
FTA H TAHeT TgaT ¢, A7 7€ ToAF W1 * (o0 AEH B AT Ik g Held O F A 6 forg, &
wtderd &1 &% & AT & S e Hre % @ st Tiaemor ek Fw I wed F o It
BINTT 3% =6 q¥g it B9 & ETaT A8t 90 S F §THe #§ Aqary T 7 af AT
I At #, W 82 % waq Metata au o sia:earfug B o, sraiq;-

"83. | gAY I FAM - (1) T=T 28F ¥ WET 289F H W A=y fAfgwTew 7w Af
FAFATTYTF T ST g Al g § ToAF Iqadt 99 aul &l Jafy q97q g+ F ugd
Iu-faw (2) ® FAfde sefa wioamor e s F7ar g, 59 9% &, 78 smsta wfgwrd g
ERIECRIECE FARER RIS

(2) 3u-fAFw (1) # [AfEe safa s $o saaf yam #33 F oo sam & € [ $
FT GISHT UHT STH F G o o1y eraferg dag B9 F a9qed gl

(3) AT srATHeTTF SU-faH (1) # TS 37 T FF 37 IFH Tgol SqTH TG K FT A
FTA | [ TeAT g, 91 g ToAF Wi F (o0 AGATH G AT IHF W AL O F WH F {orw, &
STerd T &% | TUET 6 T2 FOFa $F & a1 At Taemor o F7 A H 6 o0 Iavardt
T 3% =6 a¥g il F1 & I T8t (h 0 S & 719 § Jqary T Y of S|

3% et & A 140 F su-fAaw (1) § o= 32, =9 32F 3T T5T 33’ 9Tsal, il ST 77 o T
T IET 32 3T TET 32%F’ 9168, 3 AT FAL TF SAT0A

3% et & A 143% % 3a-fam (1) § a1 w=9 33’ 9real i< it 1 Arq oA S
T AT % A 1508 % 92 (3) | A7 AT oreal 7 AT AT SITusm
3<% e = R 1508 1 <0 fohar sroem)
o Aot A, e F |, -
(F) TET 247 ¥ —
() o= ®, ‘a1 9158 & TETG AT TAHLT 9058 Fq:EATUT 6T S0,
(i) T 1 H, “STAET 9757 % AT UX ‘ST AT TAHIT” 9168 T SO

(@) ‘T W H AR wr gew, gt s -1 § ARl ggg arade sisa g @i siw fon
T I HASTF AT (A-S0AT) F =y« et & g gq ARt & o sgor ety =+
TAIHTOT UMY, & Ha {9 T2T 2657 F1 <19 AT [0

(1) w7 37 #, IT-TTF “STTHTET T o F AT 1§ ST TET 38 H AAHIIT FT FHIS AT R T
T IRl FT A9 AT S[ruIm)

[T, &, TT.11014/9/2018-31311]
=T, AT %, USTL, HFd A

feoqur: g R\ 9T % TS H AtegEar @edis U.28-10/45-u=(1), e 21 fEEay, 1945 g1er Jarterd

T T o s stfeRg=mT "t aran . 317(3), At 18 s, 2019 gRT I sifaw "erreae frar
T
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 17th July, 2019

G.S.R. 499(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. 608(E), dated the 3™ 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 thirty 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 Official Gazette were made available to the public on the 6" July, 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 by sections 12 and 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:-

1. (1) These rules may be called the Drugs and Cosmetics (Eleventh Amendment) Rules, 2019.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (herein after referred to as the said rules), after rule 76A, the
following 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 licencee 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 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 licencee 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, in sub-rule (1), for the words, figures and letters “Form 32, Form 32A and
Form 33”, the words, figures and letters “Form 32 and Form 32A” shall be substituted.

5. In the said rules, in rule 143A, in sub-rule (1), the words and figures “or Form 33” shall be omitted.
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6. In the said rules, in rule 150E, in clause (e), the words “or renewal” shall be omitted.
7 In the said rules, rule 150J shall be omitted.

8

In the said rules, in Schedule A,—
(a) In Form 24C,—

@) in the heading, after the words “GRANT”, the words “OR RENEWAL” shall be
inserted;

(i)  in paragraph 1, for the words “grant”, the words “grant or renewal” shall be substituted;

(b) Form 26] relating to “CERTIFICATE OF RENEWAL OF LOAN LICENCE TO
MANUFACTURE FOR SALE OF LARGE VOLUME PARENTERALS OR SERA AND
VACCINE OR RECOMBINANT DNA (R-DNA) DERIVED DRUGS SPECIFIED IN
SCHEDULE C AND C-1 EXCLUDING THOSE SPECIFIED IN SCHEDULE X shall be
omitted.

(c) in Form 37, under the sub-heading “Conditions of Approval”, in paragraph 1, the words and
figures “and any certificate of renewal in Form 38" shall be omitted.

[F. No. X.11014/9/2018-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note : The principal rules were published in the Gazette of India vide notification number F.28-10/45-H (1),
dated the 21" December, 1945 and last amended vide notification number G.S.R. 317(E), dated the
18™ April, 2019.
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