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2. Aty AR wErA G Braw, 1945 (Frd s wadh avem S Fram s e E) # e 59 8, —

(1) Fufrem (2) H, " gy’ weg A Ty O o S e BT weEl 90 EET W A M ¥ T W
frafafem @ s, st —

! roqifierfl, ¥ €R 9 W G B E SR 9 W g @ s S % e veg 19 F 91 T TR 19
=1 H AR & T T= ey Prite e 3 g YT 19-% H st st o ¥ wfinfer sfafiral wt
T ¥ 9 @ o9 ) wE ¥ Wy w9 19-1H e wive = e s

(i) wufrs (3) ®, oy Ty e ¥ v v ) < va v e @ e,

(1) 39fEE (4) &, ‘o s T’ @ Iy B o iR e v ! e o e A s & e
T Frerferom wee, i SR AeR @ g, st —

R IHE ATy T 19 TiE T TN ar | $97 w1 W v 9y @ vau # P we ok sl e
Aoy TEH T ¥ Ty T o T TR iR Wi, we 19— Tt e v ww of & @ were vy
=} e v ity T ar swd Wi & g © o T vag R @ | srfift wi oit 3w 19-T
wfew v G T IR wes A A s v ¥ fag @ @ T=w tog Y @ § afafe Sttt

3. 3w frormi % Fam 62- A,
(1) sufEm (1) H,
(%) ‘‘ofie o P Ef I % T W O B T Y SR e iR o) w e vy % frdem
G E e @ A,

(@) TR R, o T A Yl w1 SE W % T A T W e S st W erh ' e %
T T, e TR T e S S TETE TuT e W of wees WRg 1 sass v 3 ferg &
= BT AR Y eyfawR e i e @ o,
(1) sufam (2) ¥, e Tan’’ v ¥ wend S o o= ey e @ W |

4. S Pt 3 forem 63 ®, oW ad ¥, forerd w2 T8 et Y g @, arrre o A 31 fae e fafimr
7 T wed oit atent e TERY B T W, IE TR @ frgen w <t e ) v, e e w6 ety % fag
farfomr=s ¥l 2 greg T@ wWEN |
5. s Trami 3 fram 65 B, wid (15) ®, T9-vd (1) & wyan ol ey § i frfaten w smenf w
'GTI'U"fT “ﬂ"ﬁ?‘[:—
) ST e R O R e g W IR 1 SRERE TR S o e w Freher
o e T (S we) s
6 = Tl ¥ fram 67-% 8, —
(1) sabE (2) #, —
(%) ‘v oun B WY % e w9 o wara waq W A e @ g

(&) Wﬁ,“mwummwmmw%mmmﬁuﬁwﬁﬁmﬁvﬁ"wﬁ?
2o T ) e T X e S HT e S I 3 Forg v w9 e @ otfafeRt o gt
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(1) :ﬂﬁm(a)ﬁ,”wmﬁm&avﬁn"wm’fﬁ?mm”mmuﬁqﬁ'ﬂ”mr@w@l
2. oo Frrd % Fram 67-% #, ''aw d ¥, Fore oy € & o ser s e e &, st o % 31 fem
e Pfiarr ;TR T IR AR @ frest e & ¥  swem ey e T d, g od o
safyy % fen fafuem=s T ' T @
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8. 3 Frasi % Frm 69 B, —
(1) 3ufEm (2) ¥, WS (F), TS (W) 3 @oE (M) ¥ @A W EEtfan oo wam: @ e, st -
Y)Y 24T H Weah AT STt § W wertgn adfrafiml ¥ e A % ferg we we e v ol veds W

(a)

(M

i g T T AR WiE e wew Fritero 3 g iR v gvemenft Frier @ e % i %
e % fag @ @ wag # Frdam e e

WY 2478 B W AT ATE T A wEiten sifudi % v w3 frg 78 we w g o ewd e
TE TAR TYQ it T B AR gem Frderor wer weers svamprt e o stqafa & i %y
% Torg U@ TR ai E g Y T e wie

TET 24 § T ST ST T 3R ST 5-3 § wenftg ofrafird 3 s A 3 e T = T g
R S T T TUR TG %1 AT wr Ao wom Pridwm of) wern qyem frier q st %
et ¥ WA ¥ fau 1 TR 9 6 e i e v e

(1) 3ufem (3) ® wos (1), T (i) AR @y (1) ¥ wm W Fretatan v @ s, sl —
‘(1) 9 24- I T A, 97 D TIC T SR B aen @ € vy ® friwm e % srfafi weoe W

(1)

{m)

FaE I % oy B | =g vay wrw ¥ aAfafem v,

XY 24-% i T A, BT T TIY Tl STA BHE A7 Toh IR T H Firere wira 2 siffemn weies T
o1 THFH I & T, W TR T A W fifE v

TEY 24 W} T A, BE EIW I T AR WG 20 U6 TR 79 6 T9w w1 Frlrero ww 3% swfufiaa wes
T o 3G W % A T IR Y Wt v W oAt we

() 39T (4) 8, ' swrm w5E, D W W $6e 390 B S e s il % e W e TR 9T LR
=1 |e T g’ weg @ e,
(1v) Sufem (5) % ream R Fefatad Ton e, stk

“(5) srafaefE g shafiel w5 it 7 % fafmion & fag s, 1 3w ¥ fog of] st v
o gt 7 (1) ® fafifEe shufudl @ firm siwfid % foorg o P 3 o fafmitorn =67 orqefa &
TR #, ST W @ R e | AR e % w, Tk smaiRa sl w5t stfaften w49 el
Ht ¥ 9 arqaha ¥ ved ¥ o Wil i € @ g 4 % R thafh =t i sttt ¥ forg <
0 T T A AR AR T A S -3 W wanitp sfrafrt 3 wedm e 3 fere e st w1 % fog
A & way Wt AfafEm v e

o o Froel & P g9 H, —

(1)

IuPEm (1) % *um W Prefaten safem o, et —

“ (1) arggEt T (1) 3w v A R simfdr @ W smken @ 9k o fw ar
R & forg fAfmiy & @1 Sur arEfQat Ry S 1 39@ AR T forg s
W $ AR Ay ¢-3 U yaiiga AiEr & udS A d (AU cE HAT dd
IFEIT ATRIHTA BT Ad 24 9 5T STEm W 8 dPT B8 &R 300 O 33
W AT U@ BWR 918 W) wue @ Pdwo @i anfi .

Wy ale Hrded SIS & THERT & fHY WAST IHD WA b gyend g

W I ¥ B W @ Ay S & o W oRfef@ & Fdiaer & foe woa wia &
T B8 BUIN ¥UT S S B WR T SR g | U @) R oy e
UR® A1 A IED {4 @ (AT @b B89N YT @ &R | WG Wi aefi |7

(i) SUF (3) & T WR FEtRad Jufm w@r e, sefa -

“ (3) SufiTm (2) @& Suddl & I w gL R GuR wqghd W wote daw @
M9y & fAY a8 7@ § W & [fm & g snagy & aps g dl 3 3R R
-3 ¥ fafafée g afaRed #g & fag &9 @ wav &) wfaRaa i enfr
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10.

11.

12.

(i)

(iii) Sufrm (4) ¥ “ A9 TUT GHY” TE B WO IR “TH §AR WU @ H" T
TG |

I s & faam 72 4 99 af & v a8 & 13 & a1 IOdT FdIEHRer fdhar = &
WA o & 31 RuwR oo fAfwr erft” vl & WH W) 99 aNg ¥ e ag @
1 & a1 99D IR fyar R &, gt ad @t sl @ et fafmT ey’ wes & AT

Jod o @ gy 7300 9, “I9 aF & A a8 & 18 & a1 FEET AR fhar war
& i ad & 31 Ryax g fafrmr @efl” wsr AR AeT @ ®pd WSy aeE g
forqet a8 & v & a1 gawr Adiar i m@ar & gig oy @t . @& fag At gnfe
e R ST

o e & Fam 76 -

)] sufas (1) -

(@) “Iud Gy BE W WY W R e i & fag ar |t suy e Wi ar
e @ o & g fderer @ Araer A 3 eun FAder wre el R B
B W, g 3 R R 33 W daiipd At @ a@e A & AV g6
HRT W AT SITET R SHd T B8 ER DUV &1 IS B qur T &R 997
T Adm B AR sy e & e a1 yde gvaaad! AT & g swrar
WO & TP & FARET & A7 (b gaAR ata At Uy &1 A& @ gnfir
I T AT,

(@) aee A BE | JUY AT PREVT B & fRas ufd A a1 99d 9§ fore
W v @) W ¥ IR B &Rl 7 el B W ux “BE BOIR BUY G497 UF EAR
afe | eqy aft e o & afaRed ofdarg a1 3GE 91 B faY 7o §TR 99 B
wfRaa ot grft” wes v ST |

IqtvE (2) 4-

(@) “ IU% GRS 4RE W GIY B A1 quH FE & Ry aR W euy [ e @
R A1 YD gEaTdadt 01 FRE @ TS & aaeE & Ay Feer o g 8 < @
Uy W ERf” wel & W oyt gt 8 ok gt 33 A uadfiea smwiien &
ARG A0 @ T @9 WA 9@ AT STTE AR IWd WRF 98 9K vuU 1 e oy
iR o Al B fag ar gcie gvgrEaEdt Ader & e seEn SRR @ Fhew @
JaAY B B U R gig @ w9T @1 0 Wi gnf we v

(@) T RGP W A W Y e Fm BN @ HiaRad Wiy A a1 IEE 0 @
fore B o oqy ARG Wi &1l I B W U P K9] AT eIl U EAIR aid W)
wqu T A o @ ARRed TR w4 AT IWD M & AT U BAR oUY @ Afafa
oy Brfy " e @ A

(i) <9ATH (3) A-

(@) “THd W BE W B IS wrw ao merH T & ferg AR @ Uy R
W T AR AT WS gearaad! P 37 3 A a1 ey B ThG & W @
fore 21 Wt wan 8w e grf” el @ e W gl S A naigd s &
gRRp AW @ T S8 HEl W T ST N 96D AR BE EAR T9¢ @Y wg@far
ot et M X @ Iy iR yere avdiqadt 3w @ fy A semi@ar @
TR B YAOET B AU UF goiR gty | vaq @it i e Bl e W o,
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() wg® § “ge W Iy o o o @ afiRad 9 e a1 ad 9 @ i
A o vy wfaRad o Brh " e @ e o Rl e W e, seif -

“B8 BUIR Y T U8 BOTR gie W 90 ol Bidme oy @ aifafee aimm ar
IS W B Y v SR v Y afiRfET oite 8rh

(iv) wSufrm (4) AR Safad (5) @ ©F W Ffafa suf e maw: @ e, e -

“(a) TurfRafa, Sufyas (1), Safaw (2) a1 Sufyaw (3) & sl ol @t i g
@i faefda, sfare & oM @1 @ v @Y s § geeY gEd ufd o o @
for voh gk vuY Y Wt dad @ wrgft ¢

(5) ufe Ig@ierd ANufdy & vde o & g 7 & WF @ AW & g
ST BT & W AT B W TG § AR I $-3 A wantiopa i af
v s 7T ¥ forg o= o Tag = QA stfafe Wi g

13, I&a ot & w75 & 4,-
() <9 PIE (1)h-
(@) “ 3T GRI B ° WY BN B vl & WA )R N $ 3R SrREE
-3 W yaiid ARt @ AEw A B fy &8 He a@ fBar Smeen sikead am
U8 AR WY O Ay W 3R went A8 & Y a1 uea gvhrdad] o
& fay e WEfQ & Fdieww @ gdor @ fAY UF g9R gt @) g @
fréwr wiw B, T S,

(W) YD H  BE W UL quIl @ HIE A1 SWD HI & fag i | sug @y
= ¥ faRas P &eft” v & ®ie ye fFfena wes w1 @, st -

“gg 9IR BUT 3R Uep 8Tk Uid EY Tq¢ o O @ ToI1 S90S 119 1 SHD
AR & fOY 0% &R Y Dt o o AJfaRea v gref”;

(ii) wﬁm(a)&ﬂv@)aﬁwmwﬁﬂﬁrﬁaamﬁmm:mm amriq -

“(3)m(2)$m$mmﬂ§qwmﬁwaﬂuﬁm$umw
aﬁawqﬁﬁsrﬁ)ava%ﬁﬁmwd?fmmﬁ?waﬁmaﬂmmﬁ’rﬁaﬁ
we & Y 1 Y vuy oY =% @ wRReT W @

(ﬂﬂﬁWﬂﬂﬁﬂﬂﬁﬁ%WﬁW?ﬁﬁﬁ#ﬁmﬂgmﬁﬁW
ﬂﬁwﬁm%mmﬁrﬁﬁﬁmaﬂwwmaﬁmmmmmﬁ&
AR I B qud wfy i v )
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14, S ot & fraw 77§, <99 od @ e aF @ v @ @ Swwt adfimwer fe mar & s o
@ 31 Rwmr a6 RAftm 2 wal, ol ok sl 3 o ) “ 9w a9e ¥ Riwd) 98 & 7F ¥ a1 eum
“dtewor e Tar & uig 9 & afy B forg falmmr 2@t wer @ widd

15. Ted el & a2 & “garg w0 o) & Wi W D) o 9 WU e W 9 |

16.  IF P & fgw e3ws &, “Su o ® ond a8 @ 1 & 1 S Tdier e war & smamht
T @ 31 REwR ae Aty &Y 9= & Wi ® 99 ade ¥ R a8 § T L a1 SawT adiee
a1 &, uig o o srafy @ fory Rfdmrr Bt e W@ g |

17. IR et & R 85| ¥, -

(®) ufvaw (1) 3, “ Afrnfe e v ¥ o BN arer ek “ W 247 e wmom” w
AT B ATl 9T @ I W Prefaied vy seR ok o @ Wi, swifq -

“ I 51 W fafAfdse A oivfl @ s ot @ fg gw w9 @ g @ fag RAfwin #
et Ry W 1 IWe TR & T oM I ANPR G 59 A1 &y & fog Rrgd s
wifereeTd @1 (R &9 w17 § g9 a¥arq HeTa Wftenra oar ar &) w247 ¥ vy wom |

(@) Sufrm (2) & -
() G @) F ol WU, A WY R T WY v @ W I e o W, o
QAT “UA WY I kW U
(i) we (@ # “arlv Fv”, ‘T WY o ‘aT wIg” TR & Wi W) waw a9t Wi,
“H WY e “udre WU s W Wi
(iii) @ () A, “wrcftw W, ‘g@ wIv” AR ‘Ui WU e @ WH W A 9 9 wag”,
“H W’ JUT “vEre WO I W WS
() SufvmH (3) ¥, -
(i) ds (@) ¥ “Ieft wg”, “fe @y’ AR T W e B WE 07 mEw A 1 wag”, ol
TAC” qUT AN WY g W@ I
(i) @ (@) ¥ “arcfv @y, < w07 R i w0 el & ©T W) Yar | wug”,
“H wC” U v WY IS W@ W
(iii) @ () &, “wrew w7, “UgE W0 R “uig WY wel @ W W HAe: ] | Wy,
A T qAT “Tu Y I W 9NN ;
(=) Sufram (4) #, “U%E WOU” SR I WY EE @ WM R TSN WY I W@ Wed
(®) suftgw (5) #, “uig WY’ =l & WH W T w00 e X WIe |
18.  9ad Frml & 9 8538 A “09 W0 9a) & WM W) Q) |t 1A wig” I W o |

19. S Foml @ g esg § “ 99 of @ s 98 & 18 & a1 99a wdtew g wan € st ad
& 31 Rawr ae Rt wit” vl @ wF ) o ahe W e 78 & g & @ o Tdewe fea
T R, g 9 @ af & fore Rt Wil o @ Wi |

20. 9w e & Fraw g0 @& 9ufam(2) ¥ “UgE WU B Wkl @ WM WD) @ gurd WG ) B
&g @ TG |
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21. Iad et @ w1229 #, -

(i) Sufa (1) #-

(@) ‘v W@ Wy B Eia B &R wem few & fag ar © w0y B FRew o W g T
w® qrEdad e @t g § s oER & aflexw @ i @ fag @ @ wg B e el

B vl & WM W “BE ¥R WU @ AEE WiE iR Tem PRgm @ Iwd wdw Tvmaadt g B
forg areran @R & dioxm & WS & Y 0@ g9R qiy @ w0 & Flar v &t we @ 9

@ wge ¥ “wE W@ W g e g @ ofaRed sS W 31 39 wr @ fHg i W wig @t
W Y ARe B B T @ WA W “U8 TR WU AR U R aie WY g @ Frdemr we qen
e ¥t ® Afifed 7le 7 T I9D W B Y TE TR WU @ & @ AR vt Bt ue @

SN
(i) SaPam (2) &, < T vl & Wi W “ulm W YT Tw W W
(iii) Sufram (3) A, “vam Y el B W WO @ WY e @ S |
22. o el @ PR 1229 A, Cuw o @ Rrd av g & @ wawn hewor a8, s

ad B 31 ey g [t ®W” v, ot i s & WA W) ¢ 9w e ¥ s aw § g g
IgeT TS par man & ut ad @ erafy @ forg faftrm i v <) Smen |

23, 3&a P & e 1228 § ey Wiy Tl B W WOCD) o T w0y wes W Ao |
24. g fraat & frad 138 A -

(i) wufrm (1) ¥, “wee gl wE § o B are o “Fieer Wiy @ el W BN
arl AN & v U FAfafed v som, s -

“ e $-2 ¥ yaftod s Wil @ wRE W & T8 7S 9% @ fawa @ fay fafmio B see@ Ry
W A IS TNGR F A7 e 39 9T $ ye B Iy T WRER gR1 rgeT w1 (R g
W H 3OS URER IFI WRER B T §) v 31 A e R S W 4 g g 6 wIg
@ TR W ok mem Pl @ g W aRe weEwad! e @ e s sEi@ @ qdia]e @
TSI AT U R WY A e Wi g |

(i) Sufms (2) #, AR W WOy g YAE A 41 990 AT S AT g W Wiy @ R 9 afoles v
3R varg wY e W A vl @ W W ¢ BWR gig | W90 9uT U BuiR e @t Fler o
@ afiRaw wO® 7 o1 I 9T B foy TR W Ty B R ¥ aifuRew ww B’ v w9y

(iii) wufrm (3) ¥, ‘g AT @ forg i Wy W e vl & W W “ e 9 @ g, adw
e @ forg srftrmas O BIR WU @ oW e gU U W) WY @ BN B v ) Wi

(iv) Sufmm (4) & “gareg wQ” W & W R4 d |/ Targ S0 e W S |
25.  Sud AT & 9 138@ #,-
() Sufrm (1) ¥, “pame wEiE? T ¥ oy B A R “we Bl e uR s @R ar YT @
v v FrafaRed war s, amfq -

“IT Y $-2 F WaTd wA At & wlm AW @ g e 9o % iy @ fag i v @
YR AR Ry 79 @1 S9@ Thiaww & U sided e TRER ® gor 31 § [ ek Iu
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w?ﬁwﬂaﬁmwﬁmﬁ%qﬁwﬂﬁmﬁﬁm%%ﬂmmmﬁﬁmﬁﬁwww
w0 Bt e e 8t |

(i) SuFEW (2) ®, “ W WO T IR AW W IND AN B AT THER WU B ¥ afoRewT v
2 Tl & W WD moiR gig W) WEY a1 qde W 41 99 9 @ foy aw Wt Wi @ W R
sfafe o &f” weg W& S

(i) Sufam (5) ¥ v AT & fou gl Wy ol Bl 1= @ W RIS Sane & fog, Tde
amdeA & fT afdean 9 #¥9R wU @& orflT wed BT, U@ @ wIU # i 2l v w o

(iv) Sufrm (6) #, “dg W’ vl @ w19 iR A gar WY I [ 9T |
26. I el @ g 130w A, “Tag @I e @ WM WD | g9 w77 ueE /Y Wiea

27. g el & fram 140 3, S99 B e 98 & 78 2 @ owm adiew foear man g sl ad
P 31 fowrar o fRAftmg 8 vl @ W W “ 39 TN @ e 78 & 18 & a1 I9aT TdiaRe fear
T & Ui oy & arafy B farg Rftmwr Bef” wee W wd |

28. Saa el @ frag 14150 § “9u o & s a8 & 1€ & a1 owwr afeR e mar & s
& 31 e ao A 2 &l @ WF W ¢ 99 aia O e a8 & T8 I S9aT Tdiex
forar T &, wig a¥ @ 3fd @ fow My @eft” wss @ e |

20, 9w ot @ e 150@ ¥ -

(i) sufras (1) , -

@) ‘“urg W WY’ R A | WY v B W W) A YBE BWR WY iR ‘U B9 Ui Al
W & W W

(@) gEx TRE @ e R Prafafan owge wan o, s -

‘i T% IR afy amdew aHied @ TR0 & fag amde, Swe oW @ uyEn fheg U9
I D BE A D AN B £ @ Fog (o v g 71 &R u(1) ¥ R{ffde sl @ wa 3
g ¥ g ek WY 3R argxpEt T awr (1) % RfAfde shfiat ¥ A olwfid, Sfifie shwfied ok
yTEE AR @ R @ E A e F9IR Ui | S0 a9 Jle 9T U BN WO @ &) afaRed W
arft
(i) SufvEm (2) @ WA R ffafg sufrm s s, sef -

“(2) ifrl & afaRe wanl a1 yeee WAl @ afiRew 7 @& W@ e B g arAET Ry
W @ T gus smige fhar e ofk Swes e st W ik (1) # faffde ohwfat @t wen § e woR
g W WU qun e W SR (1) ¥ faffde siwfimi @ = ohwfowl, fvfae il sk wwmE
el & g & wd® @ forg A @ wov & Prflerr o B9

WAB - g6y @ iy, ‘olufiar grmE Wl w9 ol @ fafmior F R st
TenfRfd, Bfifrs siwfiat a1 warm wmiEt 0t 8 oge seh amlt o afia @ ok owd afdfea @ 1
30. Sad Pradl @ fraw 1509 ¥ ‘9w 7§ & Rl a7 srjed frar T & 1 Adtwvor Rrar man & ammd ad

& 31 e ao fftvr @ vl & WA ® ¢ 39 ahe § R 98 ared e i d wn ade
fopar e €, uiw o @ orafy @ forg faftem= B weE W STe |
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31 J9 fgar @ fgw 1509 ¥, “qard WU’ W @ W W d) o uery wag e o oe |

[® T 11014/4/2000-FqHU" Ts fuwy]
T TR, TR wfen

e froger . 1-5-1979 e Tumsiia sihefy i waem T e, 1945 T o 9fteR weam de (e
FysrT) 3 WO B arrfie & fod oftufiry oftt wamas st arfufiam, 1940 ot fram (feietiesma-61)
A A EF T 6(37), ARA 4-1-2001 F Hfrd weiuw ot sfafée ¥

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)
NOTIFICATION
New Delhi, the 29th January, 2001
G.S.R. 41 (E).— The following draft of certain rules further to amend the Drugs and
Cosmetics Rules, 1945, which the Central Government proposes to make aftel
consultation with the Drugs Technical Adwisory Board, in exercise of the powers
conferred by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), 1s
hereby published as required by the said sections for the information of all persons
Ikely to be affected thereby, and notice 1s herehy given that the said draft rules will be
taken into consideration after the expiry of forty-five days from the date on which the
copies of the Official Gazette in which this notification 1s published are made available (o

the public,

Objections or suggestions may be addressed to the Secretary, Ministty of Health

and Family Welfare, Government of India, Niman Bhawan, New Delhi-110011

Any objections or suggestions which may be received from any person with
respect to the said rules before the expiry period specified above shall be taken into

consideration by the Central Government

DRAFT RULES
1 (1) These rules may be called the Drugs and Cosmetics (. Amendment) Rules
2001
(n) They shall come into force on the date of their final publication in the Official

Gazette
REE ) <) - R,
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2 fn the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said
rules), in rule 59, -

(i) in sub-rule (2), for the portion beginning with the words “shall be made”

and ending with the words “ rupees forty”, the following words, figures

and letters shall be substituted, namely -

“shall be made in Form 19 accompanied by a fee of rupees two
thousand and five hundred and an inspection fee of rupees five
hundred or in Form 19-A accompanied by a fee of rupees one
thousand and an inspection fee of rupees two hundred and fifty, as
the case may be, or in the case of drugs included in Schedule X shall
be made in Form 19-C accompanied by a fee of rupees five hundred,
to the licensing authority "

(i) In sub-rule (3), for the words “rupees six”, the words “rupees two hundred
and fifty” shall be substituted |

() in sub-rule (4), for the portion beginning with the words “shall be
accompanied by " and ending with the words "rupees thirty per month or

part thereof :“ the following woids, figures and Ietteré shall be substituted,
namely:«

“shall be accompanied by a fee of rupees two thousand and five
hundred, an inspection fee of rupees five hundred plus an additional
fee at the rate of rupees five hundred per month or part thereof with
Form 19, rupees one thousand, an inspection fee of rupees two
hundred and fifty plus an additional fee at the rate of rupees two
hundred fifty per month or part thereof with Form 19-A and rupees
five hundred plus an additional fee at the rate of rupees two hundred

and fifty per month or part thereof with Form 19-C ”
3. In rule 62-C of the said rules, _
(i) in sub-rule (1),-

(a) for the words "a fee of tupees twenty”, the words “a licence fee of
rupees one thousand and an inspection fee of rupees two hundred
and fifty" shall be substituted,
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(b) in the proviso, for the words “rupees twenty plus an additional fee at
the rate of rupees twenty", the words “rupees one thousand and an
inspection fee of rupees two hundred and fifty plus an additional fee at
the rate of rupees two hundred and fifty” shall be substituted:;

(ii) in sub-rule (2), for the words “rupees five”, the words “rupees two hundred
and fifty” shall be substituted.

In rule 63 of the said rules, for the words and figures and letters “valid up to the

31" December of the year following the year in which”, the words “ valid for a

period of five years from the date on which “shall be substituted.

In rule 65 of the said rule, in condition (15), after sub condition (c) and before the

Explanation, the following condition shall be inserted, namely :-
“(d) The licensee shall ensure that the registered Pharmacist in-charge of
the retail shop or premises puts on a ‘white apron’ (Lab coat) at the time of
discharging his duties.”

In rule 67-A of the gaid rules,

6} in sub-rule (2),-

(a) for the words " a fee of rupees ten”, the words "4 fee of rupees two
hundred and fifty” shall be substituted:

(b) in the proviso, for the words “rupees ten plus an additional fee at
the rate of rupees eight”, the words “two hundred fifty pius’ an

additional fee at the rate of rupees fifty” shall he substituted:

(i) insub-rule (3), for the words “a fee of one rupee and twenty five paise”,

the words “a fee of rupees fifty" shall be substituted.

In rule 67-E of the said rules, for the words, figures and letters “valid up to the
31%' December of the year following the year in which”, the words “ valid for a
period of five years from the date on which” shall be substituted
In rule 69 of the said rules, -
0] in sub-rule (2), for clauses (a), (b) and (c), the following clauses
shall respectively be substituted, namely -
“(a) Every application in Form 24-B shall be made upto ten items

for each name of drugs categorised in Schedule M and shall be
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accompanied by a licence fee of rupees five hundred plus and an
inspection fee of rupees two hundred for the first inspection and
every subsequent inspection or for the purposes of renewal of the
- licence.
(b) Every application in Form 24-F shall be made upto ten items for
each name of drugs categorised in Schedule M and shall be
accompanied by a licence fee of rupees six thousand and an
inspection fee of rupees one thousand and five hundred for the first
inspection and for every subsequent inspection or for the purposes
of renewal of licence.
(¢) Every application in Form 24 shall be made upto ten items for
each name of drugs categorised in Schedule M and Schedule M-Il
and shall be accompanied by a licence fee of rupees six thousand
and an inspection fee of rupees one thousand and five hundred for
the first inspection and for every subsequent inspection or for the
purposes of renewal of the licence.
(ii) in sub-rule (3),for clauses (i), (i) and (iii), the following clauses shall
be substituted, namely:-
‘(i) in the case of Form 24-B a licence fee of rupees five
hundred plus an additional fee at the rate of rupees two hundred
and fifty per month or part thereof in addition to an inspection
fee of rupees two hundred,
(i) in the case of Form 24-F a licence fe‘e of rupees six
thousand plus an additional fee at the rate of rupees one
thousand per month or part thereof in addition to an inspection
fee of rupees one thousand,;
(iii) in the case of Form 24 a licence fee of rupees six thousand
plus an additional fee at the rate of rupees one thousand per
month or part thereof in addition to an inspection fee of rupees
one thousand and five hundred.”.
(i) in sub-rule (4), for the words "rupees fifteen, rupees two hundred or
rupees sixty five shall be paid respectively”, the words “rupees one

thousand shall be paid” shall be substituted;



[y 1—a7E 3(i)] NI B TR . STHYRO

13

(iv)  for sub-rule (5), the following shall be substituted, namely:-

“(5) Applications by licensees to manufacture additional items of
drugs shall, in the case of a licence to manufacture for sale and
distribution for repacking and other than those specified in Schedules C
and C(1), be made to the Licensing Authority. Such applications shall, if
the additional items of drugs applied for belong to categories which are not
already included in the licence, be accompanied by an additional fee at
the rate of rupees one hundred for each additional item of drug for
repacking and rupees three hundred for each additional item for each
name of drugs categorized in Schedule M and Schedule M-IIl." shall be

substituted.

9. In rule 69-A of the said rules,_
(i) for sub-rule (1),the following sub-rule shall be substituted, namely:-

“(1) Application for the grant or renewal of loan licences to
manufacture for sale or for distribution of drugs other than those
specified in Schedules C, C(1) and X shall be made upto ten items
for each name of drugs categorised in Schedute M and Schedule
M-Il and shall be made in form 24 accompanied by a licence fee of
rupees six thousand and an inspection fee of rupees one thousand
and five hundred to the licensing authority:

Provided that if the applicant applies for the renewal of a
licence after its expiry but within six months of such expiry the fee
payable for renewal of such licence shall be accompanied by a
licence fee of rupees six thousand and an inspection fee of rupees
one thousand and five hundred plus an additional fee at rate of
rupees one thousand per month or part thereof.”.

(ii) for sub-rule(3), the following sub-rule shall be substituted, namely:-
“(3) Subject to the provisions of sub-rule (2), application for
manufacture of more than ten items for each category of drug on a
loan licence shall be accompanied by an additional fee of rupees
three hundred per additional item specified in Schedule M and
Schedule M-Il 7,
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10.

11.

12.

(iii) in sub-rule(4), for the words “a fee of rupees thirty *, the words “a fee of
rupees one thousand” shall be substituted.

In rule 72 of the said rules, for the words , figure and letters | “valid up to the 31%
December of the year following the year in which”, the words “ valid for a period
of five years from the date on which “shall be substituted.

In rule 73-AA of the said rules, for the words , figure and letters, “valid up to the
31% December of the year following the year in which”, the words “ valid for a
period of five years from the date on which “shall be substituted.

In rule 75 of the said rules,

() in sub-rule (1),

(a) for the words “shall be accompanied by a fee of rupees six
hundred and an inspection fee of rupees four hundred for the
first inspection or rupees two hundred in the case of second or
every subsequent inspection or for the purposes of renewal of
licence.”, the words “shall be made upto ten items for each
name of drugs categorised in Schedule M and Schedule M-Il
and shall be accompanied by a licence *fee of rupees six
thousand and an inspection fee of rupees one thousand and
five hundred for the first mspection or for every subsequent
inspection or for the purposes of renewal of licences.” shall be
substituted,;

(b) in the proviso, for the words “rupees six hundred plus an
additional fee of rupees three hundred per month or a part
thereof in addition to the inspection fee”, the words “rupees six
thousand plus an additional fee of rupees one thousand per
month or a part thereof in addition to an inspection fee of
rupees one thousand and five hundred” shall be substituted

(i) in sub-rule (2),-

(a) for the words “shall be accompanied by a fee of rupees twelve
hundred and an inspection fee of rupees four hundred for the
first inspection or rupees two hundred in the case of second or
every subsequent inspection or for the purposes of renewal of

licence.”, the words, ietters and figures “shall be made upto ten
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(iii)

(iv)

items for each name of drugs categorised in Schedule M and
Schedule M-Il and shall be accompanied by a licence fee of
rupees six thousand and an inspection fee of rupees one
thousand and five hundred for the first inspection or for every
subsequent inspection or for the purposes of renewal of
licences.” shall be substituted;

(b) in the second proviso, for the words ‘“rupees twelve hundred

plus an additional fee of rupees six hundred per month or a part
thereof in addition to an inspection fee", the words “rupees six
thousand plus an additional fee of rupees one thousand per
month or a part thereof in addition to an inspection fee of rupees

one thousand and five hundred” shall be substituted:

in sub-rule (3),-

(a) for the words “shall be accompanied by a licence fee of rupees

six. hundred and an inspection fee of rupees four hundred for
the first inspection or rupees two hundred in the case of second
or every subsequent inspection or for the purposes of renewal
of licence.”, the words and letters “shall be made upto ten items
for each name of drugs categorised in Schedule M and shall be
accompanied by a licence fee of rupees six thousand and an

inspection fee of rupees one thousand and five hundred for the

first inspection and for every subsequent inspection or for the

purposes of renewal of licences:” shall be substituted;

(b) in the proviso, for the words “shall be rupees six hundred plus

an additional fee of rupees three hundred per month or a part
thereof in addition to an inspection fee.” the following words
shall be substituted, namely,-

“shall be rupees six thousand plus an additional fee of
rupees one thousand per month or a part thereof in addition to

the inspection fee of rupees one thousand and five hundred.” ;

for sub-rules (4) and (5), the following sub-rules shall respectively

be substituted, namely:-

‘(4) A fee of rupees one thousand shall be paid for duplicate

copy of the licence issued under sub-rule (1), sub-rule (2) or
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sub-rule (3), as the case may be, if the original licence is
defaced, damaged or lost.
(9) If the licensee applies for manufacture of more than ten
items of each category of drugs, the application shall be
accompanied by an additional fee at the rate of rupees three
hundred for each additional item of drugs categorised in
Schedule M and Schedule M-111.”

13.  Inrule 75-A of the said rules,-

(1) in sub-rule (1), _

(a) for the words “shall be accompanied by a fee of rupees six
hundred:”, the words, letters and figures “shall be made upto
ten items for each name of drugs categorised in Schedule M
and Schedule M-Il and shall be accompanied by a licence fee
of rupees six thousand and an inspection fee of rupees one
thousand and five hundred for the first inspection or for every
subsequent inspection or for the purposes of renewal of
licences:” shall be substituted;

(c) in the proviso, for the words “rupees six hundred plus an
additional fee at the rate of rupees three hundred” the following
words shall be substituted, namely,-

“rupees six thousand and an inspection fee of rupees one
thousand and five hundred plus an additional fee at the rate of
rupees one thousand”,

(i) for sub-rules (3) and (4), the following sub-rules shall respectively

be substituted, namely:-

“(3) Subject to the provision of sub-rule (2), the application for
manufacture of more than ten items of each category of drugs
on a loan licence, shall be accompanied by an additional fee at
the rate of rupees three hundred for each additional item of
drugs.
(4) If the licensing authority is satisfied that a loan licence is
defaced, damaged or lost, he may, on payment of a fee of

rupees one thousand, issue a duplicate copy of loan licence.”.
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14.  In rule 77 of the said rules, for the weids figlr»e and letters “be valid up to the
31% December of the year following the year in which”, the words, “valid for
period of five years from the date on which” shail be substituted.

15.  In rule 82 of the said rules, for the words “fee of rupees fifty”, the words “fee of
rupees two hundred and fifty” shall be substituted.

16.  In rule 83-AA of the said rules, for the words, figures and letters “be valid up to
the 31% December of the year following the year in which”, the words, “valid for a
period of five years from the date on which” shall be substituted

17.  Inrule 85-B of the said rules,-

(@) in sub-rule (1), for the portion beginning with the words “Homoeopathic
medicines” and ending with the word, figure and letter “Form 24-C" the
following words, letters and figures shall be subslituted, namely:-

“Homoeopathic medicines categorised in Schedule M-1 shall be made
upto ten items for each category of Homeopathic medicines specified in
Schedule ,M-1 to the Licensing Authority appointed by the State
Government for the purpose of this Part (hereinafter in this Part reférred
to as the Licensing Authority) and shall be made in Form 24-C ".

(b) in sub-rule (2),-

{1 in clause (a), for the words “rupees eighty”, “rupees twenty” and
“rupees ten”, the words “rupees two hundred, “rupees one hundred”
and “rupees fifty" shall respectively be substituted,
(ii) in clause (b), for the words “rupees forty”, “rupees ten” and “rupees
five", the words “rupees two hundred,” “rupees one hundred” and
“rupees fifty” shall respectively be substituted;
(i) in clause (c), for the words “rupees forty”, “rupees ten” and “rupees
five”; the words “rupees two hundred”, “rupees one hundred” and
“rupees fifty” shall respectively be substituted

(c) in stb-rule (3),-

(i) in clause (a), for the words “rupees eighty”, “rupees thirty” and “rupees
ten” the words “rupees two hundred”, “rupees one hundred” and “rupees
fifty” shall respectively be substituted;

(ii) in clause (b), for the words “rupees forty”, “rupees thirty” and “rupees
five”, the words “rupees two hundred”, “rupees one hundred” and “rupees
one fifty" shall respectively be substituted;

(iii) in clause (cj), for the words “rupees forty”, “rupees fifteen” and “rupees
five”, the words “rupees two hundred”, “rupees one hundred” and “rupees
fifty” shall respectively be substituted:; |

268 GEpcot -F
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18.

19.

20.

21.

(d) in sub-rule (4).- for the words “rupees fifteen”, and “rupees ten”, the
words “rupees fifty” shall be substituted;
(e) in sub-rule (5), for the words “rupees five”, the words “rupees fifty” shail
be substituted.
fn rule 85-ED of the said rules, for the words "rupees fifty”, the words "rupees two
hundred and fifty" shall be substituted.
tn rule 85-F of the said rules, for the words, figures and letters “ valid up to the
31* December of the year following the year in which”, the words " valid for a
period of five years from the date on which” shall be substituted.
In rule 90 of the said rules, in sub-rule (2), for the words “a fee of rupees fifteen”,
the words “a fee of rupees two hundred and fifty” shall be substituted.
In rule 122-F of the said rules,-
(i) insub-rule(1),-

(a) for the words “ licence fee of rupees six hundred'and an inspection
fee of four hundred for the first inspection or ruﬁees two hundred in
t)he case of second or every subsequent inspection or for the
purposes of renewal of ficence”, the words “licence fee of rupees
six thousand and an inspection fee of rupees one thousand and five
hundred for first inspection or every subsequent inspection thereof
or for the purposes of renewal of licence" shall be substituted:;

(b) in the proviso, for the words “shall be rupees six hundred plus

an additional fee at the rate of rupees three hundred per month or a

part thereof in addition to the inspection fee:", the words "shall be

rupees six thousand and inspection fee of rupees one thousand

and five hundred plus an additional fee at rate of rupees one

thousand per month or a part thereof in addition to the inspection
fee." shall be substituted;

(i) in sub-rule (2), for the words “rupees one hundred”, the words “rupees five
hundred " shall be substituted ;

(i) in sub-rule (3), for the words “rupees fifty”, the words “rupees one

hundred® shall be substituted.
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22.  In rule 122-H of the said rules, for the words, figures and letters “be valid up to

the 31%! December of the year following the year in which”, the words * valid for a

period of five years from the date on which” shall be substituted.

23. In rule 122-K of the said rules, for the words “fee of rupees fifty”, the words “fee

of rupees two hundred and fifty” shall be subslituted.

24. In rule 138 of the said rules,-

(i)

(ii)

(1ii)

(iv)

in sub-rule(1), for the portion beginning with the words “shall be made to
Licensing Authority” and ending with the words “renewal of licence”, the
following words, letters and figures shall be substituted, namely, :-

“shall be made upto ten items of each name of cosmetics
categorised in Schedule M-I to the Licensing Authority appointed by the
State Government for the purpose of this part (hereinafter in this Part
referred to as Licensing Authority) in Form 31 and shall be
accompanied by a licence fee of rupees two thousand and five hundred
and an inspection fee of rupees one thousand for the first inspection or
every subsequent inspection thereof or for the purposes of renewal of
licence.”.
in sub-rule(2), for the words “rupees four hundred plus an additional fee
at'the rate of rupees two hundred per month or a part thereof and an
inspection fee of rupee fifty”, the words "rupees two thousand and five
hundred plus an additional fee at the rate of rupees four hundred per
month or part thereof in addition to an inspection fee of rupees one
thousand”, shall be substituted;
in sub-rule (3), for the words "rupees five for each item.” the words
‘rupees one hundred for each product subject to a maximum of rupees
three thousand for each application.” shall be substituted:
in sub-rule (4), for the words “rupees fifty" the words “"rupees two
hundred and fifty” shall be substituted.

25. In rule 138-A of the said rules -

(i)

RC6 e Aoo — 4

in sub-rule (1) for the portion beginning with the words “shall be made
in* and ending with the words “a fee of rupees two hundred”, the
following words, letters and figure shall be substituted, namely:-

shall be made upto ten items of each name of cosmetics

categorised in Schedule M-Il in Form 31-A to the Licensing Authority
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26.

27.

28.

29.

and shall be accompanied by a licence fee of rupees two thousand and

five hundred and an inspection fee of rupees one thousand for first

inspection or every subsequent inspection thereof.” .

(i) in sub-rule (2), for the words “ rupees two hundred plus an additional
fee at the rate of rupees seventy five per month or part thereof.”, the
words “ rupees two thousand and five hundred plus an additional fee at
the rate of rupees four hundred for each month or part thereof” shall be
substituted;

(i)  in sub-rule (5), for the words "rupees five for each item”, the words
“rupees one hundred for each product subject to a maximum of rupees
three thousand for each application” shall be substituted;

(iv)  in sub-rule (6), for the words “fee of rupees thirty”, the words “ fee of
rupees two hundred and fifty" shall be substituted.

In rule 139-AD of the said rules, for the words “ fee of rupees fifty”, the words “fee
of rupees two hundred and fifty” shall be substituted

In rule 140 of the said rules, for the words, figures and letters" valid up to the 31
December of the year following the year in which”, the words “valid for a period of
five years from the date on which” shall be substituted.

In rule 141-AA of the said rules, for the words, figures and letters “valid up to the
31% December of the year following the year in which”, the words “ valid for a
period of five years from the date on which” shall be substituted.

In rule 150-B of the said rules,-

() insub-rule (1),-

(a) for the words “rupees five hundred” and “rupees three hundred”, the
words “rupees six thousand” and “rupees one thousand and five
hundred” shall respectively be substituted ;

(b) for the second proviso, the following proviso shall be substituted,
namely:-

“Provided further that if the applicant applies for 1enewal of approval after
its expiry but within six months of such expiry, the inspection fee payable
shall be rupees six thousand in case of testing of drugs specified in
Schedules C and C (1) and rupees one thousand and five hundred in the

case of testing of drugs other than those specified in Schedules C and
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C(1), Homeopathic medicines and cosmetics, plus an additional fee at the
rate of rupees one thousand per month.”

(if) for sub-rule (2), the following shall be substituted, namely:-
“(2) A separate application shall be made for grant of approval for carrying
out tests on additional categories of drugs or items of cosmetics and shall
be accompanied by an inspection fee of rupees one thousand and five
hundred in the case of drugs specified in Schedules C and C(1) and
rupees nine hundred each in case of drugs other than those specified in
Schedules C and C(1), Homeonathic medicines and cosmetics .
Explanation.- For the purpose of this Part, the words 'drugs and
‘cosmetics’ shall also mean and include raw materials used in the
manufacture of drugs including Homeopathic drugs or cosmetics, as the
case may be.”

30.  Inrule 150-D of the said rules, for the words, figures and letters “valid up to the
31% December of.the year following the year in which”, the words “valid for a
period of five years from the date on which" shall be substituted

31.  Inrule 150-I of the said rules, for the words “rupees fifty”, the woirds “rupees two
hundred and fifty” shall be substituted.

[No. X. 11014/4/2000-DMS & PFA]
DEEPAK GUPTA, Jt. Secy.

Foot Note : The Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 is contained in the
publication of the Ministry of Health and Family Welfare (Department of Health) containing
the Drugs and Cosmetics Act, 1940 and the Rules (PDGHS-61) and last amended vide
GSR 6(E) dated 4-1-2001.
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