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Separate Paging is given to this Part in order that it may be filed as a
separate cempilation

wrevy FiT ahea we {Amy wreq fagw
e 1 & fraat #1 d@frg T swfe s samea
e faedy, 7 W&, 1984 qradr  ("wraer) traw, 1984 })

AToFTofT0 sezn—u’mfa?"r( TETHT qwu"rﬁfw, 2. wafy oY wana ey fRaw, 1945 (f9d
1945 FT WL GEET T & f%'l-q fraett wr frem- TEH A TIRTE  SF frag HFT 4T g) T fquaw
fafas  wrew, fa@ Fm gce, AWy Ry 69-F ¥ wa Tx frwfafaw  fw @r 9o,
FARER A § ouAd 7 Foqwrg ety 6 sty -

s qrady sfafaas, 1940 (1940 &1 23) = ‘oo : (ETE W W (1) W W ¥ fafid

g 12 W) BB?ET'(TWN‘H wﬁﬁgjam sggg AL R A G
frqsﬁwfarazr“rﬁmwrf‘r%‘r‘w sTfir fam ST % fag e :

ATt FI GWrEAT ¥ 1 TR (1) sggst @, o« (1) o v ¥ faffoe
gnfg%q;ﬁamag?wmw;m Mafydt ¥ fow oiwfuat & frr & fao fafwior
y Ty 9w wowa mv wfaar fwed ag siftgear F A1 IUR s@laar @@ S AT 9 T
sextfra #Y STl &, TGl BT ITAS FUE AT G oA ¥ faw  orEsT, SENEA WiEEE R OTRT 24F
fa &y mafe A garfe & qweng faaqre fean s ) ¥ fou sndd w I«F AT /Y G EIC G LA

Fi setdt am gereEt a¢ S gw we fafafaee ag At wiaew @ or-frmw & owef fel
qﬂ;aﬁwﬁq{mmwmmﬂm s wfa ¥ A & fao wae 9aw
firdy =fer & Wor g1, T EORTC fEem Ay ) TEE % e feg GF smE ¥ 8y AW &

619 GI/84--1 )
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[ParT TI-—SEC. 3(1)

wag st & @ od st F omieer & fag
dao WY =Y A BqC et RE qTE AT ITF INT &
fao g9eery w0 AT EV ¥ gfAfev @ra, @i

(2) masmaw wifgsd  9FT 258 H 9
gafcr 25 & 99, woar gg gEMEE FC @0 f
yer 25 § gaAfeaary A fafmin wwd & ae
fafantn & fAo  adfag e, oEEea ewar
qra ®1 glagre § s &g fFdr 9w wqwia 6
grazw g1 o & fafmin g &7 Fafs & 80

wllErr—yer 25 fEE smf@erd &
feeft 9u wewfqary & e & fafrafr s
£ feafs ¥ a7 mwar W w9 SEwy  fEfEwbr
THTE IHE FIY IJeured F AU gw AedviOa e
® 25 WATA ARfHA TEA H OWETg UHA g
g & mma 9%, ffr g semfaad @
IO & oo, IAGT GHEHT. VAT WIAEd @A
&1 feafy W g1

(3) Swfram (2) ¥ Ig@dl & I T &
gqrsg % A, sE@rew wiawErdy gew 25% § wre
manfq wed #va ¥ g4 fewfafam @ o
T, Wt —

(%) weq 25 # wwwiad sra fafafes
v wraAgs g fafafea o S amw
gEATaR SETE W WH

(@) wmaes gra fafafwe o sma g seafaa
Farst o FEy wET 25 ¥ wewiwn
#1 el FEar |

(4) &7 25 ¥ uF ggAfaardr ¥ wfuw
¥ Haw ¥ Rt mrAEw & oTET 25
FME IO ATATT  HAAN TG T SOCAT

(5) =7 25 ¥ frdt uwa  wqwicard
F 1T WEY 25% A WY & WAfw s@Iw
FY UM FANT  FAAT AT SACHAY

() weT 25% ¥ fFfy Tuw gaslta & wdf=
afx wrdEw & ¥ AAfuw @t oy fafafed
7% & fao sawm fear s

(7) freafataa  gvl o aafgay #9537
fafafafaal & fafawior % o T=7 25%
A SuR wWRiw wEw a1 26%
H afFT agy F7 A, wgiE
(1) &7 IARFIETEE;

(i) Faanfas sirotoar,
(iil) = /F;
(iv) wfafge # v 3 & @ (@)

F ITEUE (i) F WAy Ay

sysferat

(v) s siefiat;
(vi) wer gfew, ofpat =tv famres o

(8) Tt =mdas &1 W= 25% ¥ ®1§ IUTT
aq % W{ET TJgf F SAroefy, s s fE& 9=
25 ¥ sARfFard & I

(%) =q@ma srfadry & fuyATAWE  EWOH,

I AAfeaard gra fafefmg w5y W
arty oiefiat & fafwin ¥ sA-a-4W
a1 ad F swT A B W

(&) wure saAfaad &7 M §  fafatuA
wr S Ay wmfaat ar gas fafafatr
FTowg F@ & fam moedt gl 78
TTg A wriEETh few 150 &
wf sAfea fedy oxw d@ear &, 4t
@ F &wr A gww ar fafwe
ITFCT AW TWEIT ar W REIrarhr
oty werdfa &, wAr € A

(9) o&F wwal w1 g% g fang  fafamio
Ty, F g fafen g w1 fafwato, from
o fgumeeT arq wgAE dwafae g, w9
arrE st s & far foad e See anm
4y Feama o &, wew 257 W FE vaw wemier
WART AL AT ST

(10) frel 0F maTE %1, fows o #iafEy
# fafmatr v & #odr glagwd § ook
(ger saftmt & fafamber w37 @ smfa g
weq 25% H wymigat ww gadr afaataa & fatamior
¥ F o w1 owwre wRf wEw a0 W
AT

Ty afr oA wrfusTe AT oag awe
gy smar ® f5 fRdy 100 @ owees s fafaetor
gfaamdt &1 9@ &7 § wwwd & oar 08 waas
frafa el & o o F fmo@m s ar
TEACET  Aearl ¥ WA Al [T osw & fau
U ANt wr waEe  fear S osmawE g, &
A HET  75F H I Fgmia Aqa  FT w9

gy g ® fE g fal § weama fady am
T o gu o, @ oegw ¥ owfw w6
#§ quTr wafa 39 wEwmEa &, ey fag e
o wEfe o @ wf o qATe g1 & g
qearA fafarare a8t @

(11) w%9 24% ¥ R Iure wqefer Oy
afafa mY & fafaafor & frg oo@as & @
qEF wE & AU g9y WY W gy
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SO 7 AT . A ITT 3

(12) afs sqmmes sifesd &1 ag a@Tam g
o g fF owew 25% ¥ ewm &1 wE wr 3¢
e faefay & & afguss g % & ar @
w§ ¥ a7 ermar gqmant gt TR & &1, 3g, uF ar
WG A B A 7 9%, IFT oAART 0%
QST FE FT AW

(13) freafafad srami & afaal & fawg
% faad fafaionr & fag *1d gur eaqafa wwv
25% § OEH AT NE®T 26% ¥ AqEg TEr 4T
HIH(—m

(1) &k gar erdww, fowdr T fadar
fafmaer wawtie gfams & wfas §

(2) ®1€ T&T oraEEd, ST A®T 25 H fway
gt gt & fafgaior glyerst &1
HY FIAN FIAT AGET § ST FaasT swast
fagar fufqum srefie afawa & @it &5
ar

#1% dur omasw, faed g oeEEd |
afenfag  siafidt & fafmmio & fag,
g (fafre o fafsawa)  wfufaaa,
1951 (1951 %7 65) & o fafymra
samir  FT EAT emfwa & feg g
qe T g

geg wgl fedr G FaAv @, faddr
weqar  fager  fafng arete afome &
wigs &, siafg s wemT amadT (dwT)
fraw, 1984 ¥ MW & 0F wew 255 ¥ A8
warR gl eeEw 1 oaf ¥ oagh, dd
HAAT B FAIT T ITT T fAfAa -
vad ¥ efggadr gra fafafae S0 q@ ars
arkid F TRl AT 26F * AGTHT
fRg Sty & FFTT fapaT ST FIAT

weEwtn-—w a9 & gaem & far, “gwr
gnfer’ & g aqafy afadd & fad wrf e
wferd fEr @8 amEw wr Sl $T aR ek
qra fafagir & faq sl sowedt Aff @ fAg
ag W&y 25 ¥ el erpAfaard grvr fafwio wag
gfaursli 1 Tad JTAN FET TEAT &, A gES
qre dafwa  wed ¥ omafgd) w O w5 OH
F@ w1 &g fafgwrr aqmiE g0

3. 3% fAq@t ® fqaw 73F % @9 q¥ fqe-
fafga @1 WM, HGIT —

“rawE. IPT ermity A oerafy o ey 25F W
@ QR wamfa ar weT 2¢% A wAwa Fan
wqafer 9w dg f5 o qwd¥  qgi Prafe ot
gt for W, gaoad £ faEd ag e w TR

AT gEFT  AAE  fear aqr @ s g€ & 31
femeay &% ar Jgr  a¥am A alw ewRa H
fafffare &Y o & 737 oW Td@ ¥ o9 @
a5 fafgmra g -

7eg afz frar aqufea & aaider & faq smbes
gat wFg § qf fwar @t 3, ar afs sfafor
FE W OWATY FT GEF ATAH F g A A WA
wlagy fFar a@r § @), wqfed d@ o ggw
FAT QT T gF R oraEw 9¥ gnRa ofw 4
FT fEar srar |

4. %9 fAgat F frow 74@ F wqIT O9X
frafafay foaw  var s, spafqe——

‘747 ST 25F W ergwfty ) o

(1) fraw 85 3 frar I & §& gu W Ffx
&Y 25 ¥ 9§ SIATRUTS (¢ erfcararT
gqafic Fr  faadr fafmefor gfeam
F YT oAfAaTd @I 9rew  fea
mr g, g7 frawt ® wdiw qurfeafs @
gt famfaa ®T fagr war & &9, www
259 ¥ wawfm W ar frefaw gt
ATHT A

e s@feaery;  ofiefow & @R @
fraaY & gt J97 FdT AfafEa eqersy
T afz  w1f gy, o efafTow & ersumg
4% @t aE ¥ 9Aq ¢ FrlY P
¥ fafafee  #1 w¢, eqamE HemT:

qeeg wigi odr  wfafaq ke frat
¥ (aqfzee &1 23, 99q Faw ey A
sifgm SeTWer #7 @rdie & A(TIE &
TEETT MR B |

(3) s=y 25 o wAfeqeTd gowr & fafrato
% fOC 9% FTU YT B o Arer Ty gy
1 IGF QT AT ATE &1 WX ATT IO FT AqF
a9 & ff, 9@ FOU #iK oy mvee a1 feweT
@ fad st 0§ fafafase @Y o o A
fafarfezat =i # sudsh

(4) wpafeaardy, so-faw (3) ¥ fafase wivag
mr Tforee, fafqafo £ arde & o b & saf
# forg @ WX FHOas s oy oy e qar
i@l & frdeor s 3 WX 3§ OH AT
fY 1 fomsr ag ag mfvfaias £ ® 9994 & {9y
s we v wigfray s g fawt & Soudgy %7
RGO ET IS (IR CA N LA

(5) muwrx sqafmardr WX w8 25 ¥ AN-
forardy war gra fafafua safyal & se @ F
¥ frfa agy I qmAT i vdr A 9@ @7 9T )
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J ae @t oEt w F & fau sfag Aiafidat
AR A FEA-FT G GO ] A, ——

(%) wigr safrdt F e 9T v & #AEH
F arita fadt g€ § a4gi, o9 wagrT w0
ared & gqewrg @ oA A wafg &
fag Farg <@, W 9] 744,

(@) gl wAqar *F wAAE &7 QET Frf v
fafafase adt & agl, fatmato £ adw
¥ iy ad w7 sl & fag qAme @t o

(6) ST wAfArdy FA-J-F7 TF G qUETAT
=ifw w1 frgfea o foud wa shagfrafn fasra
a1 wwy @I W o9qrfy § ar w gar gosried
sl fad arg us faoo® w7 § wow f@am an
geursh faA & arg fawe 7 goify & 9= Al
& fafaqior & ©7 & 7 TF a0 FT A9 & |

(7) 87 faaw (¢) & fyfez safw <mTTAT-
feranr &0 efc @ owfdl ¥ fafawior w0 qdgww
UM W A&7 25 § waafeasrd, s@  sHafe< &
wfafees, st w9 T Fepaforsmy £ we & wwfuat
&1 fairator fFar stre, @Fr oIFdT HIF 0T )

(8) R saftaurd T wET 25 ¥ ATE-
ey,

(%) s gl w0 W7 ¥ fafaf -
ferat £ FEferdy & fau;

(@) ware ww@RTard AR ¥ w A a
T ®% % wafr w7 s wiea W@
% fao SeEm W

(9) =urt wyaftmudy w=fy @iy & IO
o afcefie gl & faa & gafug wiverg @)

(10) wor 7% IuEy, FATER, ST WA
®Y A &6, WK ST AET 25 ¥ Hd-
faard ara e fear S

5. 33 fauel & fow 75% % wwm o¢ fee-
fafgs faum @ soom, wat—

“75F. wagEr w oW w (1) shwfedt & fag
R wyefa & fag smdeR—

g a W s (1) ¥ fafufase sttafimdd, Swy
B s wagdr W i fafafre & % foew & AU
fyfwior w37 & g swe sewf sopeeq 47 4T
e & fag wREd, aqEE e #713wT
27-5 ¥ frar w1 99% a9 oY G797 %
fre grll

g3 aft FE wEeE T@ IqfaEd F T UL
gwia ¥ @ & faq arded, % swAeT &

qrara fog ¥ wEwa & ®g A & Wiaw war g

o wAAld & e F g €W o, oY
&Y svq qur sfeam ot suw fedr wor & fag &t
ot 'TT ¥y 2¢ ¥ migtor @ra g

(2) wmmEs wfa4Td, "7 28%F § FUN
HAAfE AT F A qF AT A AEIHTE FT A
f& wer 28 § #Y@haard & fafmior g & aw
fafraior & fag adrieg Ioews, FHMIER, @9,
9%d F gfaae § AT 7g I Aqwia ¥ HEAGE
Fr e ¥ fafaato s & foafs & )

TG —-T%T 28 & fpdl  waElaard w6
fedt 9o saltaady # s & fafwior w0 A
feafy ¥ Fa awmr smomr sy gwRr Bfembn e
ITH AU IET F fAq wA qeandd eqwar w125
wiawa mefig @y & gedrg g qrd FEETT &
AR o fRdft Sy saaferard & oA & fag
IaET TugeaT wiaa s @ w feafe & g

(3) so-fama (2) & gwaw & waTedt ®W F
wevst & fag s arfaatd, sew 28 £ A &g
aafd wama s & @ favafafas &1 sam
w@ar, natq-

(%) wea 28 # wmiaard ara fafafaa #x

wiAgs g (afafas feg s @i srearfas
CRIEAM it A E

(&) sz gro fafafwe fog s o sefad
IO Y ara wET 28 W osewieurd
#Y fAwel  wTASHAT |

(4) w7 28 ¥ yz wwfeard & wfuw
% daw & frefl sdas w1 AET 28T F WE 3UR
HAATT ygey A B @ o

(5) a&q 28 ¥ foelt vFer wafaerd & W
NET 28 F ¥ ©F §AARCT WHEH] W IUTL SACH
TIERN HY AT0AY |

(6) w&q 28 % ¥ fael gume wpwfr & i,
sfd mdes za = ¥ wafus @l w1 G 5@
% foq aqmm fear SToar

(7) freafafaa ol v safa s Ay
fafufafaat & fafruain & far ge7 28% & &1 IuC
TATeT WA AT G€T 26 T | ANGA AEF FT SO€AT,
sraia——

(1) g&m wimETiy;

(il) wwfes wwfuat;

(iii) wfufms o a0 3% @8 (¥) & godw

(il) & siwdr oo AT Ay,
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(iv) wq= whafiat;

(v) weq 3fad afgear stk fodi=d ;

(vi) aft mraae fafatafoar fred st
o & fog dw o}

(vil) Aaa
(viil) = 30E;
(ix) Aadva, @ @ sEWITES 7TETE |

(8) fdy sazs FrweT 28 & ¥ 1 IUIT
TG A% ATET T AT GO, 9T 9% o orew 28
¥ A ¥ 9m——

(%) WA T & GATIEE € A, 94T
A gra fafsfm o ome Aol
Aafuat & fafqatm & & & 9 @ 70
FT OGANE T 8 W

(@) wur wafaard & W & fafafas =y
s are whaEy ar sy fafaietaed 1
| R wuAr giru F gl
oy R s fE 1509
% o wifer fody oow dear ®, O
@ %A &Y, foad 9w gr fafmee gus,
#R G T NG FAEHE AL wa-
wfag & wpmt & 3T
(9) T% wraet 1 wrgwx fomd  fada fafraio
genay, wa g frefew  dweget & fafawi,
from s Ryyg® @@ apEdEor  seaafe
% w8 wirn wfwar w07 & fag, faaw seada s
A &y PRarpam oY & ; weT 28 # I SUT
AT FAT AL HT AT
(10) fedfy oy sdas w1 foad o sty
% fafrto s< v wody gleard & s o safast
% fafamtor oy £ wgafea , weq 28% F Al 7
%y fafafafaat ¥ fafmio £ & fag &1 3w
wamfer waed FgF & S
7tq afx wpmew s w7 oug aEne g
arar & O fedy wror § wmaww woAr  fafwio
gfasTsl &1 YOAR v § owaad § A7 08 wmEEs
w1 fraty wrddl oY g0 % ¥ fag ar g Wit
T gearHt ¥ At # qO F & fag U
gha &1 wEe f6ar S0 wmEwEs § oA, wg
I8 28F ¥ IAT HAART GIRA FL AT
o¥g ag wre & w7 frudi § wewwr fely ave
% g gu oY, wedt oead F owfly wewe # T
FE U wEha 99 wamEwesa &, fSas fag
% ¢ swRa oqger O 7€ Y, FETd @
& gl awarq fafaen w@F @i

(11) w87 27 5 ¥ fwdft o wqnf O<
giaferm o & fafmin & fag smdza & =
5eqF 7 & 90 0=9E vy f g geir

(12) afx wg@me Sy FT 98 TEET 3T
Tar g B oaeT 28w F owAweA &1 W FR SOR
aawla frefrg & o€ § wfqoer @ w53, o wf §
AU AT HIART g TE ® A ag, uw |0
F A F "EW FT T, IET wAART A uF q@d
wfg S FToAFM

(13) freafalfas sdawt v wofat & faw
& forg fafafor & foq w6 gy wqafe wea 28-
F N FTRA AONET 26% § TATFT T &7 AT i~

(i) =& gar sdas, foasr goa faefy fafaurs
wrefte wfree & wifas 2

(i) =€ dar mEas, S oweg 28 #  fwey
aqafaard =v  fafin glaami 1 o4
YINE FAT A g W Gt gere
fadeft fafram =arele wiama & =fow &; wr

(iii) #1% qar =iv a2 foo® o 3w o
gftgfer  siofuat &  fafmion & oo,
Jur (faew wR fafawa)  wfafes,
1951 (1951 &1 65) ¥ wdiv fafumra
g & g mifas § feeg oud o
LU

qoq gh, faedt oY mady =y,
geger farift fafmum selve i & ot
g ufe # wwreR qwAY (-
gmmE) frad, 1084 % WM ¥ 0@ wET
28% # Y SUrT wufE www A T
3 ugi, oWt wAwfE %0 0T G G
ww fafra aowa § wifugwar @ fafq-
fds &1 Y At Al & TEER e
26T § afiFTor § e f@ar wr aHm

o —3w fagg & woem % feu “ene
wawfta ” & Gar smfer wfmtg § fod a0 e
sifawrly fpdt @8 saaw # ST T 9@, fwad
qrg fafraio & fau godt saFear 740 2, &g @7
&7 28 H firedy mafeaand & cadweaa fafasior
RS %T AT IOART WHT WA, WiR
IEE 91T gafag Tow § safgay @1 9 =0 ¥ fa=g
W 7 #18 fafaarn mmwfea @

6. 3% Pl & fmw 78% % e OY
frerferfae fram Tar soar sl -
“78-% weq 28% ¥ wamfw & oW

(1) fraw 85 & famly anq & £ gu o afy
ver 28 ¥ 39 wAwicwrd & enfaemie



(2)
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afnfer &1, faast fafmtn glasoi
IAT AT grar g fear qar i
wt fradt & wdw, aaferfa, < ar frdfas
T fRar A § A aww 28w # siqAfea
7 oar fadfaa gf qaet qned
397 A3Rbrnd wfufraa % o @
(Aaqi & 394dT Far Tay wiqferT wdeet
¥ oAtk g g, s wfafaaa & wea
4 % mAT ag W gam ag feef et
% fafalzez a1 snd, waarEa s
9% g odY wiafoa men frant
% fafafzer &, g 9w frgw gseq o
wfas g&m@T £ q7dmw F owre A F
TIAI AITT BT | '
&7 28 # maAfaqrd Il & faftor
¥ faq S§F o WA §Y 9 A
F5fT AT AT AAR @T 4T AR ORI
o sifaq Iome & weaw @q w Ay, qvE
FOm AR AF wiwde ar dwesy @
frad wagdt 7 ¥ fafafase gy ovw w0
grag fafafezat sfwa & sgeft
AT, sa-fran (3) # fafese nfwoa
o7 TfSeey, o qqrd & ogar # fdwy
wyaar wr arirg faea & odY ardw &
wAEE ¥ D ad & wafg F fro o g
qart #v qur H, fafaato £ arda ¥ o=
Fq @1 "Hafw & faq W oo e
& o gl faed qar  wlesrat T
i w7 3 W I oal
AT oY o fSasy ag,  wg Afafaime
T & wmaT F far gigr ¢ 5 Afu-
faaq ot g7 fradat & gqda) &1 wAAAT
fear w1 ovgr & ar A
TIATTY, wAAT S A, aft g
weAT  wafm g @Y, Gy shofadt o,
fa% s B £ gwraar g, feawm &
& wAY ¥ wrEr  wae s qrae firad
g & fag &m, @ @ owee fag oag
I & g ax ot witafudi & S
7T qfem & s
AR waafmard W gw7 28 § wA-
aieardy maw g fafafer  siafedi -
waw &7 §F #, fdw gy ot wwer §
@R A I g 7% gy vt w1 s ¥
fau wifirer stafai o wmen & g @Y
LI O _
(%) wgt sPefigt F v T wExAr ¥ A
1 Ay ey 28 & agi 0f uwfiATq

[PART II—SEC. 3(D)]

a qra@ & qeng @7 91w € sty
# A am W@ ;s

(F) wgf waaar & wmam # odr we
v fafafass adf 2 agr fafamio
T oarda & A 0§ A wafy 3 fog
AT TAT |

(7) v smamaard swiran oF 7Y o

Fiad saidq &t frafta sam, frad qm
A famfor fasr mr sy T T
Tt & o w7 G Qo safr
T uF frew ¥ w7 ¥ vama frar ar
QAT famra & @ fasA ¥ ghr
& W mafrdt & fafmtnr # ot
TR AT T wAT T

(8) wafraa (7) ¥ fafewe sfer wurc qAA-

ferarft & o & fafaiwr &1 g
FUM AR wey 28 ¥ wAfaard, Wy
Faafgea w1 wfafes, w1 @dr gur
TTACTATY ¥ 917§ siyahuay w7 fafyato
f&ar stie, dar wide @ 2y

(9) WU mAgfersdr o7 w=7 28 wn

fegreméi——

(%) vare wqafeurd & s ¥ b
#wafaat « wfad & fqo,

(@) s maafeard & 9 & wr €
T At s & wE wefadt gy e
afwdra v@ s F fag g g

(10) 3ux  wamfemardt sy ardy % SOy

WX aftefty e % fasy ¥ "
wfwarer TET

(11) 9w/ 7 % Suay, gqres, FaiC T (T

F AT ER, MR IART IWrC wpwiaeT
# oA ¥ fafrmin v o swleardr
I wma frar s )

7. 97 foat & fran sars % g 9T e
ferfaer <ar srgam sty —
“83am. AT wAwfA # wafn ——sww 28 ¥

TE I FAACET AT AW 26-% F qEm
U wAafer v a% fF 98 @y ggy
frdfaq a1 w 7 ¢ faq7 wtw, 39 AY W@,
fra® og oqaa #7178 ¥ a1 Iawr qdwor
oo g, sy Ay & 31 frwers aw ar
wEl A WY E waafa ¥ fafafeer
Tk ¥ Agl, ¢ A ¥ wae g A,
fafimrea gt -

aey afy fo) i & wftwen & fag omde
IqF e A qF fear wrar &, oav ofy wiifoews O
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¥ odarr wdk, I9H WA@A b 9g @@ ¥ Wit
wrdaT fear wom & A, mAwfer, AW ow swge A
@t wy a fo saga 0T maw afe w5 fag
T

TG g Wiv 5 aeT 20 % ¥ wrE Ay AT
wanfe A sanedt v oufaw §ofan adwa w@b A
STy 17

freqm —1.5. 1979 A% aqwwiige #wwEfw oW
g Gl fraw, 1945, wnfy o wamge arly
ufirfrrg i faadt (@ A Y o9 uw. 61) 7T,
wreer W afeare weany Harag (emeed fawmr) &
THIUT W Halger ¥\ qerrA IF fAgRi HOodred
F woaa wer 2, g 3(1) ® wwtwa  frefafag
whrgearat a1 g v o st

U oar, &, 7. 1241 @@ 6-10-79

2. &, &, . 1242 a@@  6~10-79

391, F, f1. 1243 arfr 6-10-79

4. 77, F. f1. 1281 v 12-10-79

5. 91, &7, fv. 430 i@ 19-4-80

6. @r. w1, f7. 779 At 26-7-80
7. 9. &, fA. 540 (W) arvd@ 22-9-80
8. . F1. f7. 680 (W) @@ 5-12-80
9. 9. &, f4. 681 (W) @ 5-12-80
10. &1, &1, 4. 682 (#) AW 5-12-80
1L oAt #w, fv. 27 (W) @@ 17-1-81
12. @1, &1, f7. 478 (w) FTi@  6-8-81
13. @7, %1, f3. 62 (@) AT 13-2-82
14. 97, &7, . 462 (W) a9F 22-6-82
15. ar. & . 518 (%) af@ 26-7-82
16. @1, ®1. 7. 13 (%) arfra 7-1-83
17\ & . A0 318 (o) @ 1-5-84
8—5—84

19. A1, &1, f7. 460 (w) 71O 20-6-84

(%)

18. &r. w1, fr. 331 (W) ardw
(

20. wT, =, 4. 487 (

) Ar@E 2-7-84

[, uwFg—-11013/4/ 79, o0 vH oz 6. 05 0 ]
ma &t ERfuEd, W atad

MINISTRY OF HFALTH AND FAMILY WELFARFE
New Dalhi, the 7th. August, 1984

G.S.R, 592.—The following draft of cecrtnin rules further
to amend the Drugs and Cosmetics Rules, 1945 which the
Jentral Government propose to make, after consultation with
the Drugs Technical Advisory Board, in exercise of the powers

Conferréd by wectlons 12 and 33 of the Drugs and Cosmetics
Act, 1940 (23 of 1940), is heréby published as required by
the said sections for the information of all persons likely to
be affected thereby and notice is hereby given that the said
draft rules will be taken into consideration after the expiry
of a period of ninety days from the datz on which ¢he copies
of the Official Gazctte in which this notificavion is published
are made available to the public.

Any objection or suggestions which may ve received fiom
any person with respect to the said draft rules before the

expiry of the period so specified will be taken into considera-
tion by the Central Government.

DRAFT RULES

1. Thesé rules may be called the Drugs end Cosmetics
(Amendment) Rules, 1984,

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter
referred ¢o as the said rules), for rule 69-A the following
rule shall be substituted, namely .—

“69.A, Application for loan licences for drugs other than
those specified in Schedule C, C(1) and X.~—(1) Applications
for the grant or renewal of a loan licence for the manufac-
tures for sale of drugs other than those specilied in Schedules
C, C(1) and X, shall be made in Form 24A, to the liccnsing
authority and shall be accompanied by a fee of rupees two
hundred :

Provided that if an applicant applies under this sub-rule for
the renewal of a loan licence &f':c’er its expiry but within six
months of such expiry, the fee payable for rénewal of such
licence shall be rupees two hundred plus an additional fee at
the rate of rupecs szventy-five per month or part thereof.

(2) The licensing authority shall, before the grant of a loan
licence in Form 25A, sat'sfy himself that the manafacturing
unit of the licencee in Form 25 hag adequate equipment, staff,
capacity to manufacture, facilities for testing, and is in a posi-
tion to underiake the manufacture on bebalf of the appli-
cant for a loan licence.

Explanation.—A licensee in Form 25 shall be deemed to
be in a position to undertakc the manufacture on behalf of
a loan licensee, if his manufacturing unit having reserved 25
per cent of the total installed capacity or his own produc-
tion, is in & position to reserve 75 per cent thereof, for the
use of a loan licensee, on the basis of working single shift.

{(3) For the purpose of giving effect to the provisions of
sub-rule (2), the licensing authority shall have regard to

the following before =a licence in Form 25A is granted,
namely :—

{a) The natute of products manufaciured by the licensee
In Form 25 and proposed to be manufactured by
the applicant. .

(b) The past performance of the licensec in Form 25

in respect of products proposci to be manufactured
by the applicant.

(4) No loan licence in Form 25 A shall bs granted to an
applicant on more than one licensee in Form 25,

(5 Not_more than six applicants shall be granted loan
livence in Form 25A with a single licenses in Form 25.

(6) Not more than ten items per applicant shall be allowed
to be manufactured against e loan licence in Form 25A.

(7) No loan licence shall be granted in Form 25A or
renewed in Form 26A for manufacture of the following cate-
gories of drugs and preparations thereof, namely :——

(i Cardlac glycosides;
(ii) Ecbolic drugs:
(1) Medicina! gases;

(lv) Drugs covared under sub-clause (it) of clause (h) of
section 3 of the Act; - )

{v) Bulk drugs:
{vi) Surgical dressings, bandages and lgatures.
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(8) No loan licence in Form, 25A shell be gragted to an
applivant unless the li.cnsce in Form 25 has—

(a) at Jcast two years experience in the manufacture of
drugs to be manufactured by the loan licensce 40
the sutisfaciion if the licensing authonity; and

(b) his own facilities for testing of drugs or preparations
thercof to be manufactured on behalf of the loan
licensee :

Provided that the licensing authority may permit carrying
out of tests involving sophisticated or speciolised insirumenis
such ag infrarcd or gas chromatography, ctc., at a tasting ins-
titution approved under rule 150-H.

. (9) No loan licence shall be granted in Form 25A for carry-
ing out o part process including iabelling activilies except in
cases involving specinl manufacturing techniques such as
manufaclurer of soft gelation capsules, sterilisation by indi-
cation and lyophifiration,

(10) A loan licence to manufacture drugs and preparaiions
thereof shall not be granted in Form 25A to an applicant who
has his own facilities to manufacture drugs and holds a
licenca to manufacture such drugs:

Provided that if the lcensing suthority is satisfied that for
some reason the applicant is unable to utilise his own manu-
facturing facilities or that the grant of loan licence is neces-
sary to such applicant to meet export orders or to meet
< mplies to Government and semi-Government jnstitutions, he
L. ¥ grant a loan licence in Form 235A

Provided further that a loan licence granted under the pre-
ceding proviso shall cease to be valid immediately after the
exigencies for which such a licence was granted are over.
notwithsatnding anything contained elsewhere in these rules.

(11) An application for manufacture of additional items
on a loan licence in Form 24A shall be accompanied by a
fee of rupces fifty for each item.

. (12) If the licensing authority is satisfizd that a loan licence
in Form 25A is defaced, damaged or lost or otherwise ren-
dered useless, he may, on peaynient of a fee of rupees one
hundred, issue a duplicate copy of the said licence,

(13) No loan licence shall be granted in Form 25A or re-
newed in Form 26A for the manufacture for sale of drugs
to—

() any applicant having a direct forelan investment of
more than forty per cent;

(ii) any applicant who intends to avail himself of the
menufacturing facilities of a licensee in Form 28,
having a direct foreign investment of more than
forty per cent; or

(iii) any applicant who is required to but does not hold
a alid licence under the Industries (Development
and Regulation) Act, 1951 (65 of 1951), for manu-
facture of the drugs included in the application :

. Provided that where a company having a direct foreign
mvestment of more than forty per cent, has been granted a
loan licence in Form 25A before the commencement of the
Drugs and Cosmetics ( Amendment) Rules. 1984,
such licence may be refused lo be renewed in Form 26A
bciyond a date to be specifisd by the Central Government in
this bohalf by notification in the Official Gazette.

Explanation.—For the purpose of this rule a “loan licence”
means a licence which a licensing authority mav issue to an
applicant, who does not have his own arrangements for
manufacture but who intends to avail himself of the manu-
facturing facilities owned by a licensee in Form 25, and has
n valid licence for sale of drugs by way of wholesale in
the State concerned.”

3, For rule 73-AA of the said rules, the following rule
shall be substiuted, namely ~—

“73-AA. Duration of loan licence.—An orizinal Joan licence
In FPorm 25-A or a renewed loan licence in Form 26-A. unless
sooner suspended or cancelled, shall be valid upto the 31st
December of the vear following the vear in which It Is

granted or renewed or where a date of expiry has been
apacified in the licence, on the expiry of such date:

Provided that if the application for renewal of a licence
is made before its expiry or if the application iy made withun
six months of its expiry, after payment of the additional fee,
the licence shall comtinue to be in force until orders are
passed on the application :

4, For rule 74B of the sald rules the following rule shall
ve substituted, namely :(—

“74-B, Conditions of licence in Form 25-A.—(1} Notwith-
standing anything contained in rule 85, the licence in Foim
25-A shall be decmed to be canczelled or suspended. If the
licence owned by the licansee in Form 25, whose manufactur-
ing facilities have been availed of by the loan licensec I3
leltlncellﬁd or suspended, as the case may be, under these
rules,

(2) The loan licensee shall comply with the provisions of
the Act and of these rules and with such further requiraments,
if any, as may be specified in any rules subsequentlv made
under Capter IV of the Act:

Provided that where further requirements are specified in
the rules, the said rules shall come into force four months
after their flnal publication in the Official Gazette.

(3) The licensee in Form 25 shall test each batch or lot of
the raw material used by him for the manofacture of pro-
ducts and also each batch of the final product and shall
maintain records or register showing the particvlars in res-
pect of such test as specified in Schedule U,

(4) The licensee shall retain the records or register refer-
red to in sub-rule (3) for a period of five yeers from the date
of manufacture and allow an Inspector to imspect all such
registers and records and also supply to him such information
#8 he may require for the purpose of ascertaining whether
the provisions of the Act and thcse rules have been
complied with,

(5) The loan licensee and the licenses in Form 25 shall
maintain refernnce samples from euch batch of the drugs
manufactured by them in a quantity which is at least twice
the quantity of the drugs requirsd t> conduct all the tes(s
periormed on the batch and <hall maintaln such samples.—

(a) Where the drugs bear an expiry of potency date on
the label, for a period of three months beyond the:
date of guch expiry, and

(b) where no such date of explry of potency is specifled,
for a period of three years from the date of
manufacture,

(6) The loan licensee shall appoint at least one full time
person, who holds a degree in Pharmacy or Phaimaceutical
Chemistry or a full ¢ime psrson who holds a degree in
Science with Chemistry or Micxobiology as one of the sub-
iects and having at least one year's experience in the manug-
facture of drugs.

(7) A person referred to in sub-rule (6) shall supervise the
manufacture of drugs on behalf of the loan licensee and the
licencee in Form, 25 shall permit such supervision in addition
to his own staff, whenever drugs are manufectured on behalf
of the lonn licensee.

(8) The loan licensee as well ns the licenses in Form 25
shall be responsible for—

(a) the quel'ty of drugs manufactured on behalf of
the loan licensee ;

(b) the maintenance of records in respect of drugs pur-
chased or received on hehalf of the loan I'censee,

(9) The loan licenses shall maintain records pertaining to
procurement of raw materials and sales of finished products.

(10) Provisions of Part VII shall, ag far as may be, apply
tg loan licence, and shall be complied with by the licencee
in Form 28.
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5. For rule 75-A of the said rules, the following rule
shall be substituted, namely :—

“75-A. Application for loan licence for Schedule C and
C(1) drugs.—(1) Application for the grant or renewal of a
loan licence for the manutacture tor sale of drogs specified
in Schedule C and C(1), excluding those specified m Schedule
X, shail be made in Form 27-A to tne licensing authority
and shall be accompanied by a fee of rupees six hundred :

Provided that if an applicant applies under this sub-rule
for the renewal of a loan licence atter its expiry but within
six months of such expiry, the fee payable for renewal of
such licence shall be rupees six hundred plus an additional
fee al the rate of rupees two hundred per month or a part
thereof. : :

(2) The licensing authority shall, betore the grant of a loan
licence in Form 28A, satisfy himseif that the manufaciuring
unit of licensee in Form 23 has adequate equipment, staff,
capacily to manufacture, facilities for testing, and is in a
position to undertake the manufacture oa behalf of the
applicant for a loan licence. :

Explanation.-——A licensee in Form 28 shall be deemed
to be in a position to undertake the manufacture on behalf
of a loan licensee, if his manufacturing unit, having reserved
25 per cent of the total insalled capacity for his own pro-
duction, is in a position to reserve 75 per cent thereof. for
tl}nlfi:f use of a loan licenses, on the basis of working single
shift. *

(3) For the purpose of giving effect to the provision of
sub-rule (2), the licensing authority shall have regard to the
following before a licence in Form 28-A is granted, namely :—

(@) The nature of products manufactured by the licensee
in Form 28 and proposed to be manufactured by’
the applicant.

(b) The past performance of the licensee in Form 28 in
respect of 'products proposed to be manufactured
by the applicant.

(4) No loan licence in Form 28A shall be granted to any
applicant on more than one licensee in Form 28.

_(5) Not_more than six applicants shall be granted loan
licence in Form 28A with a single licensee in Form 28.

(6) Not more than ten, items per applicant shall be allowed
to be manufactured against a Ioan licence in Form 28A.

(N No loan licence shall be granted in Form 28-A or
renewed in Form 26A for manufacture of ths following cate-
gories of drugs and preparations thereof; namely :—

(i) Cardiac glycosides ;
(ii) Ecbolic drugs ;

(iti) Drugs covered under sub-clause (i} of clause (b) of
secticn 3 of the Act;

(iv) Bulk drugs;
(v) Surgical dressings and ligatures ;

(vi) 1 raventeral preparations including water for injec-
tion ;
]
(vii) Human blood ;
(viii) Blood producis ;
(ix) Wacvinzs, sers o diaguosiic reagenis.

(8) No loan licence in Form 28A «hall be granted to an
applicant unless the 1'censee in Form 28 has,—

(a) at leasi two vears' cxperience in the manufacture of
d ngs - = mantfo tored by the Tanp Joensee to
the eq'infag £t Yo ing authoriry: and

(b} h{s own facilities for testing of drves or prepara-
tions thereof to be mannfamured con bebnlf of the
loan I'censee :

Provided that the licensing authority, mav wermit carrying
out fests invelving sophisticated or specizlised instruments
619GY/54 -

such as infra-red or gas chromatography, etc., at testing ins-
titution approved under rule 150H.

(9) No loan licence shall be granted in Form 28A for
carrying out a part process including labelling activities ex-
cept in cases involv.ng special manutacturing techmques such
as manufacture of soft gelation, capsules, sterilisation by
irradiation and lyophylization.

(10) A loan licence to manafacture drugs and preparations
thereof shall not be granted in Form 28A to an applicant
who has his own facilities to manufacture drugs and holds
a licence to manufacture such drugs :

Provided that if the licensing authority is satisfied that
for some reason the applicant is unable to utilise his own
manufacturing facilities or that the grant of loan licence
is necessary to such applicant to meet export orders or (o
meet supplies to Government and semi-Government institu-
tions, he may grant a lone licence in Form 28A : .

Provided further that a loan licence granted _under the
preceding proviso shall cease to be valid immediately aftes
the exigencies for which such a licence was gr'('mled are over;
notwithstanding anything contained elsewhere in these rules.

(11) An application for manufacture of additional items
on a loan licence in Form 27A shall be accompanied by a

fee of rupees fifty for each item.

(12) It the licensing authority is sat'sfied that a loan
licence in Form 28A is defaced, damaged, lost or otherwise
rendered usecless, he may, on payment of a fee of rupees
one hundred, issue a duplicate copy of the said licence.

(13) No loan licence shall be granted in Form 28A or
renewed in Form 26A for the manufacture for sale of drugs

to :—

(i) any applicant having a direct foreign investment of
more than forty per cent ;

(i) any applicant who intends to avail himself of “the
manufacturing facilities of a licensee in Form 28,
having a direct foreign investment of more than
forty per cent; or

(iii) any applicant who ie required to but does not hold
a alid licence under the Industries (Development
and Regulation) Act, 1951 /65 of 1951), for manu-
facture of the drugs ‘ncluded in the application :

Provided that where a company, having a direct foreign
investment of more than forty per cent, has been granted
a loan licence in Forms 28A befors the commencement of
the Drugs and Cosmetics ( —Amendment) Rules,
1984 srch lcence may be refused to be renewed in Form
26A beyond a date to be specified by the Central Govern-
ment in this behalf by notification in the Official Gazette.

Explanation.—For the purpose of this rule & “loan licence
means a licence which a licensing awvthority may issue to
an apnlicant, who does not have h's own arrangemenis for
manufaeture but who intends to avail himself of the manu-
facturing unit owned by a licensee in Form 28. and has a
valid licence for sale of drngs by way of wholesale in the
State concerned.

6. Fog rule 78-A of the said rules, the following rule shall
by substtuted. namely :—

“78-A. Conditions of licence in Porm 28-A —— (11 Nofwith-
siandin? anvihing contained in rule RS, the Voence in Form
28-A ghall be deemed to be cane>~d or snspended. if the
Iicencg own~l by the Il'censec n Form 28. whose manu-
facturing faclities have been ave'l~d of bv the loan ficrnsee,
1s}cancelled or suspended, as the ease moy be, undor ‘these,
rules. N

. (2)‘The Ioan Yicensee Pall comply with the nrovision of
e At o of dbhewa riles and with gach Forthor requires
P ot 1 oary ruiss subseguentls
made under Chapter TV of the A : e i

Toemer an wanr !~Q orppifial

. Provided that where forther requivements are specified
in he cmies thaepid wnleg gholl come in’y fnrre fonr months
after their final publication in the Official Gazette,
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(3) The licensee in Form 28 shall test cach batch of lot
of the raw material used by him for the pmpufacture of
products and also each baich of the. lnal product and shail
maintain records or regster showing the particulars in res-
pect of such test as specified in Schedule U.

(4) The licensce shall retain the records or registers re-
feried to in sub-rule (3), the case of a substance for
which g potency dute is fixed, for a period of two years from
the expiry of such date, and in the case of other substanve,
for a period of five ycars from the date of manufacture, and
allow an Inspector to inspect sll such registers and recorda
and also supply of him such informaiion as he may require-
Jor the purpose of ascertaining whether the provisions of the
Act and these rules have been compiled with.

(5) The licensee shall furnish to the licensing authority, if
sequired to do so, data on the stability of drugs which ere
likely to deterioate for fixing the date of expiry which would
be printed on the lables of such drugs on the basis of the
data so furnished.

{6) The loan licensee and the licesee in Form 28 shall
maintain reference samples from each batch of tho drugs
manufactured by them in a quantity which 8 at least twice
the quantity of the drugs required to connduct all the tests
performed on the batch and maintain such samples,—-

(a) where drugs bear an expiry of potency date on the
1eble, for a period of these monthg beyond the date
of swh expiry; .

(b) where no such date of expiry of potency is specified,
for a period of three years from the date of manu-
facture.

(7) The loan licensee shall appoint at least cne full time
person who holds a degree in Pharmuacy or Pharmaceutical
Chemistry or a person who holds a degree 1 Scienve with
Chemistry or Microbiology as one ol the subjects and having
at least one year’s experience in manulacture of drugs.

(8) A person referred to in sub-rule (7) shall supervise
the manufacture of drugs on behalf of the loan lic=nsee and
the hcensee in Form 28 shall permit such supervision in
addition to his own staff, whenever drugs are manufactured
on behall of the loan licensce.

(9]) The loan licensce as wall as the licensee in Form 28
ghall bz respons’ble for,—

(a) the quality of drugs manufactured on behalf of the
loan licensee ;

(b) the maintenance of records in respect of drugs pur-
chased or received on bebalf of the loan licensce,

(10) The loan licensee shall maintain records nertaining to
proceurement of raw materials and sales of finished products,

(11) Provisions of Part VII shall, as for as may be. apply
to loan licencee, and shall be complied with by the licepsee
undertaking manufacture on behalf of loan licensee,

7. For rule 83AA of the said rulss, the following shall be
substiuted, namely :—

“83AA. Duration of loan licence.—An original loan licence
in Form 28-A or a renewed loan licence in Form 26-A, unlesg
sooner suspended or cancelled, shall be valid upto the 31st
December of the year following the year in which it is
granied or renewed or where a date of expiry has been
specified in the licence, on the expiry of such date:

Provisided that if the application for the renewal of a
licence 18 made before its expiry, or if the application i
mede within six months of its expiry, after payment of the
additional fee, the licence shall contnue to be In force until
orders are passed on the application ;

Provided further that no loan licence shall be renewed
in Form 26A for more than two terms,”

Note—The Drugs and Cosmetics Rules, 1945, as amended
upto 1-5-1979, ia contained in the publication of
Ministry of Health and Family Welfare (Depart-
ment of Health) containing the Drugs and Cosme-
tics Act and the Rules (PDGHS-61). Subsequently
the said rules have been amended by the following
notifications publ shed in Part II, section 3(i) of

the Gazette of India, namely ;—

1. G.S.R. 1241 dated 6-10-79.
2; GS.R. 1242 dated 6-10-79.
G.S.R. 1243 dated 6-10-79.
G.S.R. 1281 dated 12-10-79.
G.S.R. 430 dated 19-4-80,
G.S.R. 779 dated 26-7-80.
G.S.R. 540(E) dated 22-9-80,
. G.8.R. 680(E) dated 5-12-80.
. G.5.R. 681(E) dated 5-12-80.
G.S.R. 682(E) dated 5-12-80.
- G.SR. 27(E) dated 17-1-81.
12. G.S.R. 478(E) dated 6-8-81,
. G.S.R. 62(E) dated 15-2-82,
. G.S.R. 462(E) datcd 22-6-82.
. G.S.R. 510(E) dated 26-7-82.
. G.SR. 13(E) dated /-1-83.
. G.S.R. 315(E) dated 1-5-34.
. GSR. 331(E) dated 8-5-84,
- G.S.R. 460(F) dated 20-6-84.
. G.S.R. 487(E) dated 2-7-84.
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