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@y R IRER Femor Gt
(e 3 afER Feamr fawmr)

st
< feedtt, 17 soFqaT, 2016

ar.1.13. 983(37).—fercaT gie ot #1 Mo yrew, 9w a9 sl e yora"
AR sfafaae, 1940 (1940 T 23) it 9T 12 37 g7 33 FT Y& AhAl T JANT Fd gU, SHufer
TRAThRT TATERIT AT F TIHI FLA 6 TLATG a1 FT Q19 &, IFT T 12 T 17 33 F ITaeli o oFefia
TATAUTENT, IT THT SATHRAT T TR h o7, [oeeh I TATET I %0l GATAAT &, TR BhaT S[rar g
Y Tg =T & STt g R Sy At aw 3w a7, S ==y Rt e e £ afat
STAAT T ITASH FIT &1 SITAT &, TTE TG il STaTer  STAET T AT 37k TAT =TT AT ST

AT T g1, T FE A, a7 qf=a (siufe), ey sfiv aiaw Far #9ed, AR T,
FHA H. 414-1, Y-, FmTr g9, 92 Reef-110011 7 97 SI7 Tk

S & ST GHATET 9T, S 39 =0 I it araq et =afh ¥ 3o AAfEs @t F qaw
TS &1 T, e T Tt I fo=me FohaT Sromm)

gTeT Fag

AT 1
IR ED

whereq 1. =9 o=t % "tereg am Ffwar gie e, 2016 2

AMIATARIT (2. (1) ¥ famw—

(i)  sfrorfer o sames ARl sfafeera, 1940 (1940 &1 23) &t amer 3 &
T (@) % SUEE (i) F ANT A qTer UH TQTAT & Faeg § AR g,

4861 GI/2016 (1)
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ST Z7-fEr T e ¥ foro wp B s §;

(i) OH TITAT & HEY § AN g, AT SOfEr ST qHTeT qrt srterfea,
1940 (1940 T 23) F¥ 91T 3 F @< (&) ¥ ITET (i) F T o
ATt 7T iRt i gfa F §; sfw

(iii)  efrorfer e sETee A srferf=ae, 1940 (1940 71 23) FT ameT 3 %
GE () F ITEE (iv) F AT Fexld TLHL FIT A9 § Afg=er
g gH-ga 77 fafataee gt & dae & 9y ghn

(2) T s THT qETET & Wqcd I AT Feald TR GIT AT | 36 3w
STERTEI o TLAT AT = &l 0

U FeR T G fheaT gRAAT % e & A1 yaw F gay §
o= -fores AT srfergf=ra T Tl

(3) THT frfehcar AfF #1, ST 39 F=HTl % 9w & [@ g § 99 F &
oo o STaT &, 39 o & i wea gu T fAfRwtar awa | q@adt B
T AT T AT 39 arirg o, Sreant sirafer sie saree amft sferfe=m,1940
(1940 =7 23) FT 4T 3 F @< (@) F ITEE (iv) F arefie, Sy 67 72 srfergzar &
fafece T so, o 47 st feF #t safy & e sqae & o s
FT, AT TH | A it qvg Ao fBFam srar wgam

(4) FrT qeEr, Afeg=EaT g, ag ane fafafise w0f, S g (3) #
ffaee T f<F &1 =9 Femt & sqar ARt e smom

(5) Tt Farfaear ik o1, ST efofar sfiw seme arenft sfafaerm, 1940 (1940 =t
23) T g7 3 F W (@) F ITEE (iv) F AT T | At § o7 Sorewr ==
R & wivw & qF 9a # e frar smar g, =7 Faw F 9w ¥ erg
HTH AT AATH 6T aqar FEfadT=aar &1 daa e g a6, 398 9 o fft ae #
g1, 9 " qF #f a<g faqu fa Strar T

wedtwer — 39 fAgat F gaeEr & fow, v - an-fae e
i<t &1, R 9 § uger | oo B Smar g o ST sirafyr o e e
ATRUT Srfafaae, 1940 #T o=T 3 & @2 (@) * ITEE (i) * T ofera g 8,
rfercaT it gw@aAT SO i IAET = FEEl F IR ¥ e "4 AT
AT T FAHTE FATEATAT T AT I TH, TAH A A7 AT A H I, qT H
@ @t avg faaure ot FBRam sar e

3. = AuHl #, 99 aF & 9a9 F o=7raw sutea 7 2,

(F)  “srexfore qaTieE eAAT H,—

(i) srgerea fafereaT gfe, et @o swerfaa s % foro, wfsmtor £ @2
IR, 90 BT A7 90 [ U

(ii) UHT srearworTewes et gitw o v § e frar g
SreAforsR oI o fer fara s darfae sreaaer srfera 21

(@) “ITETER” | UHT g€ ATHIT g, AT AT IR T G F A1as(@ (araiar
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g fafafaee =1 & e fAfAtese e 1 % 9 s fFo s+
foro srafaa g e & Ffear g #r gfw 5 Bfawtar g sa

AT YT & ATAT TLFT Hld § qHL 97T AT o8,

()

“gfgfaam” & sfufar sie sare gt srfafa=m, 1940 (1940 =71 23)
S 2;

(=)

g 71 e Ffear gtw | o=t o aferg R 1w st g,
SrererT waT foReT e e-forar fRufar, wamee 7 o, S am Svwema
Bt #7 aar o, 3| AT e AT /e F o ST a9 AT
IqHF ITAN § TAAT T&T9 Fed o forw, =18 3tehel FoRAT STU AT 37w
EIECIR SRR RIE LR DI

(®)

T T gie & vt e 7w st g, s s=mee a=2a
AT FIG 9T T {99 AT AT Tcd 1T AT ot 7 Foe Fet s
S-S 9T fH7 FaT

()

‘ot fafcdt fcr g & ot g wfer ffecar 1 sfvea 2
et s ot fm, afa ar AswasET F 9= 77 3y & g
ST FAT AT ALAATAN I FZIT &, ITTAN, TAeATaaT 7 TATA AT Hiled
F forw srher a7 fRefT sre farfercaT i< 3 "= & foar Smar €

(=)

“grferga stfsreRat” & UaT =af<h, S| siavia #s wH, §9aa off g, st
7, o yaret fAfRwtar g 9w & BT gaw 3= 1 wfede g A1 59
SEd 29§ WA gATETH I ARG GEATEATH F q1eaw F a7
et Fgor wrfarerdt g faw foree % arenw § wa # FfFr gie +
e =t faaeer & fore smama e & oo g B g

(1)

“oifiT fom” & A o § A uThiad g1, e steasta T et
#T ATELT FAg, AT F AT FEH G ST THET AT ST 9ATEH-0TAT
ad AT 85

(=)

“FralT ATHATI IR | Feg T T g Haa wea 7 oy
HETAT= AT g;

(=)

‘e et IRE T Feg” | Fe T g g =A| 14 % 3uta
(1) = srefte warfoa = srtsfga e ferfarcar Fi~e wdteor eg arfria 2;

@)

(i)

() T w5 FF FmEg agAEaT F A § qiEad ¥ =\ |
ARtraT, S seavta #fHa T anfterd off 8§ § 9iaas afna &
Foreft et 7 arar “argafaem F woa #§ afiada” & srfena 2-

(31) Toreft wrzae Fuet & afeas ST & A7 afeets FUAT F yrgae FOAT #
ERIECLE DI

(@) T e § 99 ¥ wErtaea ® #E afaas 3T e e
Tt e it 2o #, Rreehr g 997 IS A8l §, SEeh! qaeqdr # e
afiadd i gt gag Afsaar, st Ata s ga gu uF s et
T T FHTET §, 98T @2 (31) T @ (M) F qqieaid 39 o7 Artaa
T 3 T § FrE ahad;
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(@) “A=TEE SeAuer F A "gaTrAt 97 B searars e i #,
I AT, FE-AATET T TATAFHIAT T FE0T e & forw sqafeaq
FeFAT ATHIT E;

() “A=TAE AT JISAAT H UAT IEATAA AT ¢, e dqriaen seawr &
HATId, THAT AT AT I29F, fooTea i ywartag Feewor, =,
e off 2, v srfsrere v safde §;

(® "=reE FwE-ToEd e 7 T AT e9-faer o e R
e FT 99T GgATRET § TEia e T 9% SEal g S -
TCaTas 7 ST e F forw sxafeaq Fwr-faearas sreaae i g;

() AETEE AqEY §eA ¥ U e atwia g 5| oy qerhs
FFAYT F HATAT o AT oqe Tk AT AT FcAT AT FHeaoAl I saqred
IqT TATATISTT T T,

(@ wgETar e 7, Tt g, 39 FEt F seadt F 9414, 3| a
FT AT Fe % oy 3% e afte qefem & siv Brftmtar gy 7o
AT w7 H F FAT § ST zatorg Ffwear e dadt q2ar & w1
fAroares & sfeard fEidl & aqgeq g 99 w0 are i e #ir T
qisraTe T et T A

(1) e sy AT e 3w & v i gt afnm 8 s g
g # fEousanTa Bt doedsa Ffear saearht F e = %
AT IHF Icavariacd & fefia freft faforse Tnft & v wormr & forw
fafdce =1 & qare w2 g fheq =9 siaviq UHT Ih T ATIH IeaTa

R AT E;

(®) e A § FEw 44 F i e afata atma g;

(1) a=w 7 = Aawt & o § e v e 2;

(M u=y Aarae ugia R ¥ Few sty wres e @ e,
TATE AT HTHRATA, TATES 3T IaTE FHedTor HaTad, g GhiT
T T FRT 0 sy AT agfa feemfRser srfera §;

() “emerET TEET | v = At 7, e o fafastar g S
IRF 9T A U TG I AT TEATAS § e et UHT IRE F ST+
o srqeer ot € =7 vt Sfercar gie & d@9g § g=e arnlt 97, =ter fear
AT BT ST Fest 1 AT ITTERT<T & SToTe STHTes % A 2r;

(®) sl gite & U gitw stfsa g, S a7 av R o o F aremm |
AT IR T A F HIETH T 0T F AT AL AT AW T FAT ;5

(@) “sreavurrer fRfhReT FiE & U g st g e 9 (7 M) F Suds
(31) & fafae foram 8 o, —

(i) &= (7 3) & Trateariom et forder I T8t &
(ii) o e 20 % sufaaw () =1 M= 32 % sufaas (3) & stehe st
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2T T2 g ST ST AU rertAd FART AT 9% TRt 41 qeF TS afad
AT FAT &

e FSreaT Freft dTiee sreawor # qrar a7 wrifasares it B s e g;

() AT | ST ATATIT ATIHRTET AT el T SAATIA ATFEHRTET FTT
TRy, 757 tA.S. 7, 7' vA.S. 11, I UH.ET. 13, I¥T UH.ET. 15
T IET UH.ET. 17 F STacd ol T8 ATt Ar0d 8;

(w) fafemtr F o g At & T sty afsna g, S, vty w
TS AT TTTEERTET AT hes 137 SATSTA TR AT I A Al ST
T TqHAT g Foraent s Ffwear g & BfawiT fw % o = o=
AT G it ATt daedt gEagr w1 = #3 #

(@) drEEre g 7 T e qitw w A | atee oA sty w
forg smerfaa A s s

(@ %) “Fafagior & saaa—
(i) T=fercar zf~F & "9y & o ar fFaer a7 deno &= fr g &
ATHIIT FEA AT FS THRAT et 8 foeq zaeh fanta fAder siqew i
RINEEIEIEICH
(i) ==-faer Trr-fAem T gitw & gayg 9, BT 37 @ a1 derr
e At 3R 7 fewrea, fAuto, g6se, §%90, daeiHor a1 T F it
T TR Tt 2;

(@ @) “Fafawtar & tar safte afisa 2, S BT R gitw @ et =
FIAT § AT THF q9d UAT 9+ =q<h off &ar g ST SEehr e & uAr
fafawior SramseTa var 21

T3 RIET & yESETd, U safh #, e B e gt
1 faaur = "ada o g = e gt o= qfea, fofea, st ar

ey O & S saer a2 ar Y s fa § g 1 T o Jaey
srfersrth &1 w2 TR g, startvaas fafemtar = = fam s,

@) “Fafwar 7w & afea g —

(1) AT FE STRTI, ITERT, TR, AL, FIEAT AT 3707 7], Oraswr suanr
9T 3Tehel TohAT SITT AT =9 &9 H, T qid UAT AT9ag¥ §ff 4rar &,
SraerT 3w fafamtar g e =0 & aqeat a7 geget # oo fffofaa
T U AT Ate fafataee sersEt & o s= o s st g —

(i) et Tr =7 e =t e, e, arieRan, So=me a1 3ega; =m

(i) et eafr = et &1 e, ATiefarn, ST=, Svgad a1 39+ 9499 §
TETACT; AT

(iil) ere-T=aT AT Rt oo wT sreawor, gTARSTIs AT IUTaYer SrET
Faea; a1
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(iv) Strae sraete a1 faare; aT
(v) Tferca gfrat s fassa, a7
(vi)  reFerTor A=,

S AT o AT et § AT I 9 At B § Eeh; et o Her
TS AT TTAwel T AT IUTT=ATHF AT G I Agl o Srat g foheq o

UH ATEAT ZIT 3Hh AT Fed § TgMAar il ST Thd T &,

(zm)  srferfaem Y ameT 3 F @ (9) F SUEE (i) F w9 e arer v uared, |y
Ut - T e & o s R Sra 8, At st store,
TART AT el AT Tt ser srfSyenster, siorisren, fg=ror |mmft, e,
ITFHIIT, T, ITERT AT IO T & TH==7 § v s, S & sa9+
fafamtar g aWe o & forw mu fret F3 i, e #3317 Fas
T AT g, T & forw, uweT a1 4w w64, —

(i) TOTF-fFaT a7 fAgfaser zar a7 Bt sewsra fEaar |
o

(i) Tt T AT Sa S A, IAE TRl SATET STHedr & a1 greT
SI¥ HITAAT T AFLTIOT il o {oru; AT

(iiiy  feferceT= sreqamaT &1 Jrfes Fed & fory;

STTARTT ST Tl o JATSIATS SA-TAeT TART AT ST rertad &

() wfaffam &t amr 3 F @ (@) F SuEe (i) F saea o arr S
RINRIEIR eI Rl

TSR ;= AT F YA 6 U SuETee” § UHt aeq af i g R
fawtar g ARt =1 & Ffrar gt F 97 yg7a o s & o srataa
g e FfercaT 7f<F &1 3% arafaa ST F A TgFd #3 § 87 aaqrar
ST |

(@=) “Fefeer gitw agmr & FiReT &1 AT aq=ag g ¢, Sad ag@t
AT AHET ATAT ITANT AT FTATRIT FHEAT g, AT Irg (AT
AT Tt T A AT THg H a1 HI o (o7 ATATT FLal &,

@=) e gt afer &, ganfeats, F=" aeFr 91 757 99FR g0
o 13 % srefie fRepera = ot g srfeserd srfema &;

@ =) “Fatrer gie oo afemr” &, TRt w6 qaHme a1 T
TR g7 w13 F el feea a1 warfaiRa #re sfeerdy srfssm
&

(T TR-THT gy & T AeTiee T |/ AT TR0 6 97 97 AT =

e VAT Fe a9 Aa g oraenr afoms Gt samremer & a1 fomr
A Faa: Taqr ot Saered g {3 TR & T Ta9T 9% Tiagd Ie91d 7

Is;
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@) A2 =A-Fagr Tr-feEm R gt @ g9 (7 M) F 3uEs (o) # A
T g T aftw afite § S w= aeme it g
o & forg fRfamTor 71 s #3 & o srqeres 951 T @ g e
e oo form ar saa "6t o= ewier e s
SRt ¥ s i srufera wtwar % forw sas wrdfaeares 1 wofug
LA o TorT e 5T AT @ 8,

@=) “wfegla Fwm g vy et [ ar g &g zame T g,
ST = f9=eT & o1efi ATt o7 o= STueTel § A Iar w479 d FA &
oo AfRwirege & g, fAfRfEe yawt & HfErar gt @
et & T 9 % U T 9 gy 999 FET F w0
aferegfra s

@) ZA-faEr T fEr oAt gt % day § wred fouTe geaih F wrg
T AR aeur A &, S g - I e A
gfw & smertaa =T & forg 3ger wE-fAeares vt 71 garod w3
% fera =Ter &1 et s freeraor forar Sar g;

@2) “Frm-aeaTq e @, 3| R 3w &, S e § 9 T g,
T SITAT T FIAR AT FAeeraor ee i sqareaa Tioar i &;

(@ 3) “F=er gRe ¥ F=0g e st g Gwr & oo Afawir ar
AT FA & O ww aw FAifed S e e o g
ATIIT g AT IHHT AT AT &A1 e FHeroar St sy #t g 5

i AT 7 AT F forg swEartaT

(T =) “FATIrET Taer TOTe” |, ai=dt gt § Fartatafase fHiwar gtwat
fafamtor 3 forw, srveard srfsmra 2;

(@ =) “artsrwd®” & FAfAwtar g za-fagr Tnr M T gt & =7 8 s
oFu S % foro s #rE TmTateE, 9 AT giawet J9es, g J
EIRIEIEEIGE GRS

(T 1) ‘AT =T & AfT A Mt I,

(F) T % forw afEsena g; a1

(@) AT FATOET, FEAT AT-TATARIAT & Faterd ok fAf=aiar ar
AATARAT ST 279 U & F THF AT a8l 8 AT

() =7 srfefaae 27 T8 o= a9 U FEEt i e w1 @ Tot
H &,
Ta Ut gitw w1 ARETar, smrawar, J@rEEar a1 g oAn arse § UET

FfRAT T geT o A7 UHT g6 FT UHT =@t & 5 z59r yqm= B @ g, w-
1o 3T,

@) T wfager wgear # vHr afug e gedr atimm g s
TR, —

(i) FE AT EE T
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(ii) et =afr % T & TR Wi gl g 8, Sew
gRomREEET

() SIToTeTa STATE AT ety gL €, AT
(@) oamify zi= A freft ardifes B & warft gl g 2,

ar

(1) T T FaATer | AT I AT AFTATA | AT il fA=rdT
FFTE AT T T AFYTRAT TS, AT

(%1) SITOTEITerR ST AT et AT ek @i AT T o
o &t eameft faepfa &1 T & foro et a7 aer-siderar

EAE;
(iii) T AT, T JoF AT T SAeHTd AFIqr AT TeASTT @IET g
&

@) “sreuemttes g F Rt T 7ie #1 91 e & s g 9
&7 & srafa & foro smarfaa Aea s srfsma &;

(TR FHAT A " FrE UH g A 7, 91 ag atq g A g agan
Tel &, S 39+ AfFHar g /g a1 990 & a7 | forw 7w 9947 *
grartas e & foru fAfafdee = & srafia g;

(Tg) U F AT HIE VAT AT, e, HAAT AT HEAT AT T4 AT 2,
ST ST H e AaTi qLer0 AT A& HIA-ToaTad HT oA i
LA T IEHT T e o forw Iecavart &;

(@A) TSF AT TTEERED F AW 8 F IufAA« (2) F AT T5T a9
g arferfea aTfarareT i &;

@) g Sl e oo e § e 9 g e 14 % Iufaaw
(2) & srefie =ariug wre rfercar e TierT wes afa g,

@®) et @ F g T a1 Bee ¥ =T @A snertaa =
It 2;

@a) za-fagr aw few GfEer g F affeor & sFsEn S=eT
gfvrrds” o Yy safcr v g=nha frar s & 9w var srfsreds
AT ¢ s S=1LY, SonTHe J7 §a9fT TRT FH11d grar gl

AT 2
T g =1 ”Rffesw

P et &4 e it @1 asfiawor, ST afs & g2 sfem it faar F
wifiher 3 forg AT e ue, 7w 5 ¥ fAfafdse = & frar srom

e gReat &7 | 5. (1) ==-fagr ot fRem gt & e e et # i =0T aEr
Fftaor FIT TS0 H SATE=AT g7 92t srqgHAt & 97 1 # AfAfds e & arame
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< eferfaa awt & arftaa BT STo st —
(i) 9 ST — =9 =,
(i) ATHTT FY AT — 397 @
(iii) FTHTT 3 STEH — a9 T,
(iv) 3g ST — a7 =7

2) za-faer T e fafercar Zfrat 1 =T 9 g qget T =T &
T 2 # fafafiy ferfter & ara o= Mwfofaa ot § &= ftga e

EIEE R ERERIEILIE RIS
(i) F9 ST — a9 =,
(ii) FATHTT 7 AT — T @;
(iii) TTHTET I SR — 39 T;
(iv) Sg e — a9 o

(3) st (1) & fAfde = % S giet F Futr 5 o st
aferd T gRt e UHT R An AT R aqE w= A
g

(4) i 3utaEw (3) # fAfdse = & e 1w 1 At 27 R+
srefir AR srorearstt 3 arer srqEvar F foro wa=ar 7 sty W+ for,
ATAET FAT &, dai Ategi=a e g fFawt & Gfafdse b 5

AT FATIEr Taed TUTSAT 6 A AN & FA2qar & o0 It
fretor foRaT sToem)

IR |

6. s =afh fafheaT gt F,—
(i) FasFer =7 fra=or  forg s 3
(ii) Farsrar = faaeor & forw fafawtor e,
(iii) Tosra, fEerar = forT w=re, Sv=el a7 TEATI=T F;

FqATH aqacd FU S F forw smEew wwa wwa e gt 6 =i
e TR grer e gieat siv z=-fagr e gt 5 o &
JTRERE qfEddl i e &7 &= ¥ T@a? 999-99g 92 9 /o o
fRerTf_aer & A aqgaE T TR

T

Zfwat

&

fRffwior & fog
sfard frgia |

7. =T g RAfwtar e gt F g o sE-Aoaee 994t 3=
afeard [Eidl 1 AT FEMT ST Fexld TEHTL G TR dAATAE AT
STRITRERT A9 &Y e &7 3@d g a9g 997 I & u fRenfadent &
fafafaee for s

I 3
e, afgsrd sik Re

8. (1) FxT ATATIT ATITFEY, a1 T v av 7 Ffrear gt F smam,
fafewir #F, FfEFar gRea F aees sau o qaas FwE-Aoares
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KRS GEREEIRE AT AT S HATHT et & weT ot # 5 Frawt F wada & Ry, wew
STTERTET BT

uveq Srgi et fafemtar &1 &t 7 a7 &=t 7 FF e gie =, v F a0
T 7 A e gie & ar, R #39 F 1 e g, a8t w0 s
STfeERTT == et % wadq & o s it gnm & av & a1 a9 | 6t
it it aTad ST AGATAT TIIARTRAT | FIE TOF AATH AUTeT q81 T,
(2) Trs7 sfufer A=, =g ag feT it 919 & 19 21, TS SATATIT ITfEawrT
BRI 37 @g & & a1 a1 @ At Fafercar girt & fafawton, AT gt
T, O & o T, Sveds a1 RO ST o gated Fiedl | gated
ot # =9 A=t % wadd & foro aas arfeer gnm;

T STl et i<k F7 UHT Frfehear giw &1 Afaato we #7 e €,
et st Ao ffecar Ffe 981 8 agr =7 sgamae yrtesnr & afawir
FAATH S A & o0 aad F3d F @ Heald AqaArad qrgses § 99
AAHTE ATHATCT FHLITI
(3) wrfergf=ra faerrr vt & = =t & it Tarfehear gfrat & fafawtor e 4, o=t
IRAAT T ATET FATIIET TAET TUTAT AT T TN AT A=TAT FATAT FHeel
F oo, Sadter s

L] ATATT | 9. (1) FrdlT AT THAFE, Fedl T HEHE F arqurad &, forfa smeer g,
TRA A AT | ey aysfy oy et orfit a1 ey Fevetmromrefier Pl e srferrdt =iy e o
IgaTe AREE A | o
«fRF T TS |

(2) srfarrrdt, o sufe=m (1) & srefier arfrart saamatsra i 12 € ag o 919
AT TG & ALTT g1 AIATIAT TTTErRT ohT AT orf<hat &7 =T 3 |
(3) TT=T AHATIA WTrErHT, AT ag fdT ot a9 | 19 2T, TS AR &
aqare &, forfaa smeer g, stoet |sft =7 gl arfxeat &1 o s
iR PEAE R RIENE ckas:Eal

(4) AT srteeTy, o sufeaw (3) & srefie erfpart wemafora i 7 € 98 o
TTH S qRT & el 5T SATATIT TTTErTLT il FHT oTREAT T TR FHT |

TEA AT [ | 10, (1) 3w avare, ftmgaar gre, Gl deamm, o ar B st aemar
T waTfeT | YT AT AHTT FST T T G (o ¥ = F gartaiEd we |

(2) swtsfza Tgta g e UEt gt 7, S 29 R F a=ee o+ o
=T M aaa F oo yaam= * o smae T a5dt 8, Faio #39 F
T SavETE g m |

(3) sufaaw (1) ¥ fAfEe wdta wearaw e, vt =6 1, e yeafaa fFo
S % forw s B 2, fgiwo w3 F g fBfafde ST gfen &
AT THTITTS AT T |

g yarEa e | 1. T s e st e & =7 5 #0980 w0 efiv—

¥ fw fdeT @R o) afmfm Rt F e B R e @ddt Rt G f
TEATH FT &A1Y UH TATIA & (7T AT TR AT H,

(@) 9 FeAl F T Foaras & forw srve weqw ==f=n T,

(3T) e ORI 6 Td TqHTEs § srtergi=ra e & yeamae & forw af=me =i
IER ISR IR TRl
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() arfergfea e &, = At o Sa g Afasta afteest F ageaar
7 FRretwor F7 & for, Frfershd: TadeT F:a |

IfRgRa s &
forg Wt
g |

12. (1) =7 10 ¥ srefimr orediar weamas s g weanrtaa Rt e &ir
afegfaa e aaq & o, fGfamir s f doier w2, Gt = i
FrfercaT et &1 =7 =ET % o1efiT ATl o7 o7 ATerel & Sq&dar earuq
e & o fRgifia ofiw g o % o =0T ey sy & 9
TfRreey FIET sruferd g |

(2) TREEHT % TIT eraas et T Sqarae qTresnrr & 3ut+aH (1) § f[Afdse
afegf=a e g =1 tH.ET. 1§ &3Fam STos ST 39 are g aqgEt |
fafase fre Tar T A=t & 907 1 § fAfafdee aeamEs @ S

(3) FxIT SFTATAT ATTEHTLL, THTETT I TT, THTS AT Hd FHT & ®TH
TOEET T THAT T TET RS, 2 H UH THOIT FET FHOM, A7 99 dF
fafemT=r grm 19 9% ag [Refad a1 w7 7@ w2 fear srar ar sfegfa Few
TR ¥ AfefEa M % =7 § w1 T e H7 Afqema w7 oar g @7 Fed
AT UTTeraRT 7 a8 fAfae=s srfegf=a s aar g |

(4) T AT TRy Afegfea A #ir I i sveret &
FAETE FATA | AT F A7 Tt st e w1 Tedaeor araag Fwreon
F AT I fAeifad a7 T8 Fea 7 a9 T T |

(5) wfergf=a M T st & 9T 2 ® 77 fAfAfase gt &1 aew
T |

(6) F=HT ATATAT TTEFHT UH ATHAT |, gl At~ [\ & et
TaeT erdt T AT Tl (AT TAT &, ATAET Hl ATHSE HY THhIT AT THT
FATHSEY o FHIOTT ohT ATAEH I GAAT &7 |

(7) 8 maF, ST 3T (6) F Aefie TR & zah1e fohT ST & =1t g,
UH Sraer i I &1 arig & o fod % Fraw, FearT et Fi oqdie T T
T Feg T TEATL, I AT H THT ST HLe & THTG, ST AA9TF THAT AT AT
I [T T | ST T ATEL I 6 THAT, 396 HaE § UHT AT A Y
TeRiT, ST 9 ST a97e |

frfreaT e wEW
B O
%% st |

13. (1) Fedl T FLHT AT TST TLHRTE, AT § ATIGAAT T Fea 1T TLHTL FIT
fafafde Sugea sEarst & ara sfafaaw & g 20 F oefig g e
gt fagus wr fafhce gie ol sfesT & w9 # i sfefaas #t g
21 % el fogen fonet Mdterss ar frfrcam i~ stfersprd & =9 6 warfaiza 2
GERI

(2) = (1) & FefiT oo § AFS=AT g7 FEd avEr g faftase
STAFT AgaTell A1 qaTrHied erfehaar gie afrerr st s T g
ATIFTET AT, = F=wT F el o<t ofiv widsal #7 TIRT Fd 87T FH
TeaT faeers o Adters & =0 § [Mgaa o = aw= S |

fafrear afr

14. (1) F=T AL, ATATAAT FTT,—
®)  efrcaT gieat & adieor siw geaisd e & for;
(@) ST Feg AT TIRTLATAT F FT H Fed FIA 5 [0,
(M) UH 377 Ficd, ST [AfA{ate &9 7 /(9 {16, FT & o,

Feara rfrcaT it arervT e T STARTLATAT A7 FE 7T Feg eATiaq a7 sAfafaa
T AT |
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(2) T TR, AT g, e IRt w1 ae T a1 geaiha w3 6
T & vET & o= Fow 5 fafAfdee =1 7 w9 % fow sy H=Ear 1+E
TS et AT TATTITAT TATIOT T FhAT |

(3) fafewiar &t sfw & ==-fagr o7 e faferca it & foe e et
& LT AT AT & (o0 dqatera i IiRe aireor w1 gy
10 % i Afsrfga T Tamae e g T sroem |

(4) fafawtar & e & =a-fagr wrr e R et & adreor 71 geaisd &
oo siqaforg e give a3Tero Feg T TATa" TP G ST T
TATATAT TATAT aTE a7 UF T o= wam R g, 59 g 9 99

Uy & foro sfegf=a #¢, s

AT 4
R ar fRawr ¥ forg R geat = Rf[wtr

Rrfaear e & fsa | 15, (1) =\ 5 % Sufaaw (4) & o7 Iwdfaa & FEm, avt & a1 a9 @
¥ forg RREir AR | fyfe a3 fwr ¥ Fro Riftmfo a1 faor o 3 aq@ F R s
faor  F@ R | e R i arie e wwEw ¥ Rt e qée e &
AT | e T2, 3 7 T s

(2) srash gIT &1 1 AT A9 F it =rfehear g6 & e & forg fafRwior a7 fGawor
FIA B A F Or0, FedlT AT AR T AAET FAT qHE F
et sraeTsa Iree F Aregw 7 v= 9 vA .St 4 9 By sroa

(3) stet foreT fafawtar =1 smera =1 % =1 3wt @ #f Fofercar g & v &=t T a7
T 7 & fwar gtw w1 @A w2 @ g, 3= Gwe F oo Gt T
farawor & forw sty & o =i s TfeeRTy F7 SraaT weR g qIE
F gt sraerea 9rea F Areaw ¥ v=9 uA.SY. 4 9 BT S

(4) 7w 5 & Sufi=w (4) % s Afase o= % HfFrer geat 5 g9 H,
sufeaw (2) # fAfdee, y=a ta 31, 4 7 sraeT & a1 AT S qg=T F A 2 F
a= (i) # fafaface z=arasi % a7 @t st § 7o i S gaw gnft

(5) IufaH (1), Sufee (2) =i sufeew (3) § Af¥e w7 twd. 3 a1 7=
TR 4 § arfeafa, @ &, a0 @, & v v a7 At e gt g dafeq smaeT
& |rr AT AT K 9 2 F G2 (i) § 77 FAfAfde aEares, @ aqg=t H@
77 fAfave e & |y g 3w S

(6) FeRTT AATAT ATTEFTL, ST Fgl AUTerd gr, a3 T 7 a7 = =hf F=fhear qi=e
AT AT H, TEATAST o A0 T qafaatrad  gatea fFugt & foru @owst f
HATA T ITIRT FT FA;

e Hea T ATATIA T g7 =6 7w & arefie erfewat siie et

T TANT T T (AT SATUIT ST TH Fexl T TLHIT FT g THTITT qg1 g1 1T &
o TS ATATIA ITTERTET FTRT STOferd aaeiehl SeqwdT STford T off TS & |

s & farg fRfwior | 16, (1) e 5 % s (@) ¥ e Rfe, TnfRafy o % i frfrer g

AT R TR RY | oy oef o Pl afoet % R % forn Rfrfor ar Bawr #2 3 9o
SHR S tH | FAATH Aacd ThU ST FaefT sraad TsT SAqATI TAFHET T 87T TH.ST. 5 H

T SITUATT ST 3| A7 At AT &, TATRATT AT 2 F &< (i) ATATT 2 F
@< (i) # garfafafdse seamEat ariRd @ aqgHr § 7o AfAfde = goa
Y JTOIT |




(9 -0 3(i)]

A <l TS« SHEROT

13

(2) Farteata, &t 1 A1 aw 7 F e gt F Gwg 5 oo GfeEir ar
Ao 39 gq I AqATH Aqacd U A Gaet sreeq, e ar =t
FqGHAT ® AT 2 F @< (i) #, TAT AATEee Twqrasti & a7 gEit AqgAr § T
Afaface e Fow $i ST, et STIaTIa TTeeeT i 769 ua.S1. 6 # v
STTUATT |

(3) STet Tt fafamTaT & smera avt & 47 A & = fAthear Ih & a1 a1 T 47
T 7 i fraar s #1 ARt w3 #1 g, agi F=aw 15  sufa=w (3) F

ALATT T AGSATH AT T ST 3 T Hieslior AT SIashred &1 s
I%T UH.ET. 6 § 3 ST |

(4) F=LTT SATATIAT ITTAFTE, STET Fgl TUTErd g, a1 o, a3 @, a9 7 7 a9 F hiY
e gfr &t Tom ®, TFaTasil & A a1 qataarasg & fore argy st
AT TARTT T FATSA T TTRT T THRAT |

ad Rear RAfwir
T srgafd 4T I
afe agew
9 % qd gra R
ST |

17. AGSATH AT I AqATH 0 S % @, raash grer Meaferad ot &7 ara
[ERIEIIERICES
(i) FefrcaT gfr #1 fAfAwT gaeft Brarsera Fae U geaq aaediar
FHATGwE & e e qdaeqor & refie gF gray # forar srowm e
‘Tl'FI'—
(F) TSN & (FETa amEr §) a1 wrEdt § 41 fowe |, aqi=a
oo &, fFeft Arear ara feafaemeam & = 2 s il
gRAAT T FARATT 37 T § F7 T FH I a9 w7 AGHT 2l AT
(@) TS & (T amar /) 3T T grear e Feataemea
T wrHeT § T 21 siv e gt & fawto & s 9 59
FT AY HT AT &,
(ii) LAV UF e TR FHATGE 6 (Hae oY Td9eqr F srefter
forar STo See 99 SSifREET |, 9qtea amEr §, 91 weer § 4T
s ¥, st fBwa &, =3 a1 R g sie =T gt
TS | FH T FH T Y T ATAT 25

(iii)) FafamTor ®orer wi=rdT et T TUeATSH & AET T |

i & fou
A Igea B
S F g guder aqr
A

18. T8 AT % Fefi, AR Fqaed U ST 36 O, —
(i) w5 % Iafaaw (4) F oehiw At [t s ff Frar et e
#ir FrfercaT gixeat it araq, 39 v $i¥, sgi Ut i & fAfamtor
FF g # orar ST weatfaa 8, afggtea Fem g dudtar i
ST
(ii) =T 7 AT a7 7 Fathcar At it araa, 39 e F Sed Gt
FF g | fora ST g 41 fora S weartaq g, e i st

g, 9 & § & B f{ows F gy av e oA, uwttaar @i
Tl & gag ¥ fAreror foar s

T e sfewrd

a1 sflglRa e
g e

19. (1) sfemgfa e, o fOegqa avaras fore, e, 7o,
HOLAT & T4 g T oy fRu gu g, M= 18 & 3uas & e aaaar
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T B % geaTq FRrerfvert afga, Famteafa, =7 s wfEwrT ar FesrT
AT TfeEET &, FEw 15 # [fdse #6099 F amared aed &
areaw 7, fafawatar v vw 9T F @y s i ot

(2) FafreaT gie sferT us fega auaTas fare, e, garfeafa, e
& T qeq ¥ mery faw gu 8, Faw 18 % Suadl & e e [ Ee &
weaTq faRriert afga, Fera s srtewr i, Faw 15 § fFAfdse w =
ACHIT & AT e & qreaw 7, fAfayiar v v gty F ary mfug 6
ST |

Rt afte & s | 20. (1) afx, Rl o7 ST wREET AT F ST wlREET
Zﬁamt Tt srfafyad sti=, @fa #3121, ST sraews gweft S, F 9997, Tg THIT &
e T T | ST 2 T3 2 faret i erverrett 7 wrer w2 foAm W= g, A7 ag et aw
UH.ET. 7§ AqATH a7 T€T UH.ET. 8 § ILTT AATH Aqacd HT

g Set fAfawtr sqata G Gt w1 =7 GfEaet 5 o f&
A & qF U oY yeree "t Faw, 1945 F erefiw &% W g, agr v
AfFwior sIgats & ane & I7 q9= ST &% 9 3Fq Ay 6 99 sEty % o
=1 At 3 Sude % qefie srErea Y TS Aty 2

(2) =fs, Farfeafa, w57 sqaTOT IO AT FRT SFAAATIA ATFEFET
THTHTT T8l gIaT &, AT g ATAE Tl ATHSL FT THIT AT ATAGH FHl UHT FTHST
F IO A H, forfed #, giwa w3 |

RfAwinr sgafd ar | 21 FAAH AT IR AGATH Aqacd [T S F I9AT AATHLTH
gﬁﬂ?ﬁﬁﬂw ferrferfr ot o1 arer Fm, Sota—
1
() sty Aqefeq aEy & @ STt 6w 59 @ e gt
srferRTdY g sy T3 STu s ot foRaT s,

(i)  orsfaeTes ft degreas, aarafa, i sfaga gear & =afeq
I ol TAT 3T I [ T2 FHATs =, o\ sava areafa, =
ASATIA TTIEHTIT AT gt T SAAATAT ATFEHRTLT T TH0T faeArar off
&, TAAT UHT HeAT T ATATHATS T 419 A I % I faq
F ofTae [ m;

(i) AT B2 aqgEr ® FamfAfAfde R wym afede i
TIAT A FATRATT, TST AGATAT AHAFET AT Fexl T AT
TTFErRTT T I ATHTEA F forT 2T,

(iv) oqtaees, 5 At § Tfaiae BT o aiEas i
AT Ta FATRATT, T AqATIT IIFET AT Feald AT
AT 7 <,

(v) ostaeas RAfFEtar & weq § afmas F g & fa= e
TfEde A7 U T (i) § Ffase afaas it gom § 39 g3
ToTeAfd, T5T ATATIT ATTHTLT AT Feald ATATIT STTEHTT Fl
e fae &t srater % faw ot & awm

(viy fafammar == am it qfe §fF s=qa Fon & AR, safknr @
TRl FHATIES § 1S THEde 981 0 70 )
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(viiy st AT sftw (G@m) SR F aET Fr 9 ¥ 9E,
T o9 & A9 F ufa srqarad & fore, o= &7 % i Fex |
77 FoReft weaTia 9= e | ST 0T i UH Sl F AT
FerfercaT e & s &t srater qaTed g & 9997 UF a9 A Aty
a o fore sy e,

(viii) sTSTeeTe, FATreAf, Fera AT WY AT TS ATATIA
e FT I8 giua e e a2 & Frferaar gt & et ae s
T AT AT SrsTa iR T 3= At #F i fafafase
STl % ATET qg! TTAT A7 ¢ 3 var e s 7 Feer faw s
T S AT ATe F FRT F TATRRT A AT FT&T TF AT il
faforse aftfeufaai & arex g1 39 @e & wger & fhw o fosft =+
FTIH T,

(ix) srsteeTs, stegf=a e a1 FHiFar g afaswrT #1, et
STOTTSA 37T AT TS ATCAT F T@AF FLA & [T, Th AT AT
fateror qfeqt w7 wA ST, 9 # FATw T,

(x) ostaeTs, Sa+ gr AT afems S gt o -
fagr darfas AT IR F T3F 99 § 9 F7 § 9 0F A &
T Eer &y & fore g e,

(xi) srEtEeTE TH fEAfAwton sfiw et % sff¥ere a|Te R S
FerfereaT e srfemdt g fdteror & forg ger w2 |

(xii) srsTereTee fathcar Zfr &1 fFwa & oo, e it yeumoar % oo
I oot T a2 Jar 3 |

(xiii) =t frfawtar & At Srareerat v 7 foar § = e 99T
& forg fafaior 1 av= T foar av seeht g, Fanteata, Ferg
SFSATIA ITTEERTLY AT 5T STAATIA ATTEHRTLT T & SJATUAT |

TS | qfad it g9
¥ g R A smdeT |

22. 79 20 F i AGATH T o0 ST % T9ATq AqATH 6 Tod § aieaad
#F¥ o #, AT v ¥ vH gfEde i e T qe9 7T Fir aaty F fiaw

AW 15 % erefie st sraed #ed o forw sraes &,
T AT sqeta 39 gag 7% fAfdwrer gwsft st s 9w &,

FrfRafd, T SAAATIT TR AT et T AT AT T 9 STty
ST A&l T &F ST g AT AT6Ed ATHST Tel HY [F7 SJrar ¢ |

ST JTATIA 23. TS FAAATIA TR T Afgf=ra v gy sfaad e o
TR g T | 70 A tH Faeft ATl F FF F FH QT TATqG 0l A TTARIAT FIT AILeT
e | FITUAT A UH ATHAT T F99 AT =8 AT 9T 6T ST |

=ty i srafer 24, (1) A=A AT LT AT aa a fafemre s+t w2t 5« 7 o 39 fFAefaa

T T el < [QFT ATAT &, g I8 T FAah AqATH T T qadt Tt o
Efafes saata afteamor £ saF ST fFu s # aie & godE 9 99 §
STHT 2T &7 AT |

(2) =tz AT e Iutaaw (1) § Fariafese sata gfaemor e g ardia
% AT ITH TF AT FF § THHRA Tgal g df ag T AT AT 386 90 & form,
Tg AT I At T, AqATH B 6 &I JA1AT 6l 2% 9 TReFfera A £ e &
T AAATH TGO I HT FIF HeA & o0 AT O AT U Fre A7,
FHITT T il TAT | ATATH T2 FHT &T T8 THAT SATTIT |
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Rfawtor sgefa #r
fAiae 3 s |

25. (1) Sgr aqatages a1 Faat F et Suey 1 Ieaud #qar g, gl
FoTefd, TS ATATAT TIFAFTET AT Fex T FAAATAT TSR AT T Al
TH ATT AT Q% ST B HT FAGL T o TeATq o VAT Fle A< T Fl
el T st =ty forfaa sreer grr, e siava 39w off €, 39 UHT
srater & forg S ag 2 a9, uiaar a1 R o e 7w & e qefEa
T ARAT AT ASATH STTAT ILTT SATATH T T FT THAT |

(2) vET FSTE g, Rt st a1 39 sty TRty TS A
ITFARTEY AT Fea I ATHATIA IR g7 3T (1) F refi= Aeifera a7 w7 ¢
A TE F, S g araer A afy i wfy F A faw F ofia, ganfafy e
TEHTT AT Feal T FLHTT Kl A T THRAT 3T, TATRATA, T5T TLHT AT Fegl T
AYEHT AqATH GTF Fl T T HT ATHL I 6 GLATq 3T A9 H 8 F7
T, IH IAC FHIT AT IATATL AT Tl

(3) = e ¥ s fRefaa Bt st 1 zefRafy, w7 sgame
STTEERTET AT Feald AT TieRT gT vE faeqa ferfaa smeer, e oo
etae % Feor Ui e U g o 39 wiHat & afT S s eae G
AT, AT it HHAT T TR Fa7 797 21, FAT AT AFETEE AT ARAq

serrfore favu fam, sfasea 72t frar smoam)

(4) st 7 Ao = gtaegeer a1 7 B S F a9t s g4dtea s
FAATAT WIFAFTET T Feald AqATIT ATLFHRT T qadT3el I a9 9%F &7 &
TR FohT ST

(5) ATt TS ATATIA ITTAFHTLT AT Fe 1 ATATIA TTIEFTLT, TS IEAhT T
H ASATH T ATATH IT ST AGATH 1 Theal ordi 1 AT ATG=TH a1 395
FfTT FATT U AT F el Ul 1 AATAT FIA H ATERA @ 8, AT a8
Saw % wq¢ 9¢ argriva =far g F o8 v & e st #i
IqfRafa # AT FIA AT AT F FHITN

Farfarea 7 & forT

SRICKIEED

26. FrfiveaT gfRwaT —

(1) 9 wE =T afafem, 1985 (1985 &7 63) #Y gTT 3 F arefia
UG IRAE 996 o440 ATAT Heald T T Jad-99d 97
ATEHIAT ATHHT F ATET ZIMT;

T TR ATH o420 AT Feald FLHL GIT s GHEIT HIAH ATART
Tot F0 U € Fa T AT 3 7T Seaea s T E (37 UH L) #iY
ST AT AT OIS AT ZTT AT AT AT 6 A= g,

i TCET AT FTENT AT ITAH Agl g df qieh A=HAr & 39
HTAHI % AT ghit, ST fAfemT= sgary v gl

2)

)

v gReat =1
LHIDED F AT,
qher T dyeds &
g fRffwior AT
T

27.(1) Fafrcar s & FReT a0 i o7ET 9 &1 dgree seagor, qeve,
AT, T, SR 1 Yiereror  fero et forar ST aar g e oo
TG Feald ATATIT ATTIFET T I TH.21. 10 H FFam S siw 390 a1
A T ® T fafAfdee fim dene it st

(2) F=r sgATad GrfEERd, Sutaw (1) ¥ AfAfase =7 o G & oheqor
FStH "adT BT sreEs it I 9¥ $iT gHIY g U, %9 UH.EL 11§
T SAATH Aqacd AT

(3) SIS, TLTAT STATH o STl IcqTE 6 [ATAHIT T TR 37T IJTehT AT H7

[PART ITI—SEC. 3(i)]




[T II—-®E 3(i) ] YR kT TSI+ STHIEROT 17
e STl TERT ST IEhT sheg 17 ATATIT SRR 367 RarE 3
Aifas AT, 28. W& UH.F. 11 § FiT AqATH, 5T TF FF I Ugat @ T F 37 A0, I70F
e, e, ST fhT s it AT & o ad i sty F forw yged v
#Frarafer
AarfAs seawwr, 29. (1) STet srqAtaaT 39 =t F gl Iuael 1 Ioaaa F2dT &, qgi Frald
qdeor, fRreeyor, FAATIAT AT, IH TH ATT AT FHILOT AT F2 FT1 5 AT araer #=97 ariva
e gt A | 7 B s iR, frfad arder gr, SEE 9EF AW a9 gu aHEm
FER TR AT S rater ¥ oo, S A s sy, e ¢ a3 s 38 v
ol
(2) STET AT, el AT TIRHHT ZIT Ut (1) % afefiw fg o
Torelt aTeer & =TT 8, Fgf 98 AT<eT il JTH 6 e (oo o Faw, Feald Ghre &l
A FT THRT AT Fea 1T TEHIT, UHT ST F TAT, ST qg Aa9qH TAA, AT
I A ST HT TAAL I TLAT, VAT <9 AT HT Fodtl, ST a8 3= a8
I 5
RrfereaT gieat &1 s
varft RfAtwr = | 30, (1) 3 sema wfeErd #, fre 5 % sufiaw (1) @ saffa (2) &
T AR I F | i Rl 2R % g & R s S F ao ae e Fer
mﬁ:g;?;ﬁm FT 7 o1fn 2
:Eﬁ, (2) T ifErpa afiat, Sk o o fet § adiw B 3 R it

LA AT AGATH AT A% w9 # A7 w2 it st g, U F=rfrcar gt & smama
& for srqsfer srfsroTea i 3 Fed AgATa IRy 7 9% TH.E 12 §
FeRIT FLHTL 6 [t SATHSATT SATAATSA TIEe o HIETH F ATAaT FHeT|

(3) Sufe=w (2) % erefie o 70 srarae & |7 @ ST et § o7 fAfataee
AT ST F TN 1, 907 2 #fY A0 3 H 77 A awarast afgq don it
SR T

T ATAET & 9HF T AGATH Aqacd [0 1 & 0d T&qq [0 T0
TEATASAT | IS TATT Dol T ATATAT TR i sTfeg = foar srom
(4) (i) sfafea AfRwir e 6t aqad sqea o s 5 oo =
grferga Afsehat g fhu o et qeareadt raee & a1 3= (3)
H 77 fAfdee G gere it JTustT;

(ii) srfafier FrferaaT gie a1 9gor & & Towdsa a9qg F fae afeer

AT AATH e 0 I & forw T arfersa stfseRat g B o
et weaTead ! saae & vy e st | woaw et i< & o

71 T afve F for fafafaee fie s & S,
(5) (i) AT ® wrferepa foet stfserat &1, v & et saq o= AT ow a0
arfer Fafehca qRAAT  Ha9 |, TaheT STTH STacd #hf ST Jahii|

(i) =f% v 2t Frfercar gitw uF 71 srfee fAfawior et o GEAT &

ST & 39 F9T | A § et STfeha stfsrahdt &l U Aty qacd il ST
AT |

(6) ST&T Fesra STTad WAy v fufcar e & Farterds F aw § Fe
IRAIFT Hag g olIT a8 ST oAiohd, TLET,IT T F00 S A7 Af=e=T
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FAT &, &7 UH AT, T 7 G077 o forw daferd aiveror Feg grer Fm
TATRE e T ITTEFd Tfiehat g darT T Fexl s STfereTT ger
o7 fAfAfEse wdreror wermrerTerT v T ST

(7) sTgt qo aqata fawtua, afaued a1 a1 9Tt €, agr Iiega sAfsenat vt
ety it wtafa™ % oo BT st % sefiw 7o fAfRfds i % ar

ATAET FT R
Rt At e | 31, = sremmoe snferersy, Rl Rrffmtor e #7 a7 91 w2t o o3 Bl s
1 e =<k g, 5 =7 T3S & forw eorfxe Sematora @i T 8, Aer wr e

AT araes el AR =« F X F g9 § sfed =g & aeq Gdg
AT % et 77 AfRtfaee e & g3 w27 & oo aEft grm

g & R RfFEr | 32, (1) ¥ emme wiEE, few 30 3 sufia (2) F e Bl s
T o Rfwto T I 9%, GEAT ST ATAE F AT G T (U MU FEATASAT 6 ST AT g
T HY ATATH FT .
e T ST T, T AT, 13 H A AfEed FHEM

T STl AqSATH =4 AT F I &f arra | 0d IEFd A Hhai
Faed T T g, Fgr UHT Ay F a § qg gwAT S0 7 ag =7 Fmwt F
It % AT IFT ATATH AT AT rafe F forw siqaed it T2 2
(2) =fe fafreT gfe & oo e s srierrT & = sreeforar, wareT,
STTIT, JATT | o 3900 AT SIFd 15T FTHTERT o <90t | & foredt 3o & et
AT e ATt & ety e yarors e gar g 99 suf=aw (1) & ofefie
STATH =T T FTAT |
(3) stet f=fercaT afxr &1, Sufa=w (2) # Ffaee 3o & fo= 3o & s &g
ST T J&dqT9 8, q@gi ¥ T T w & T gieat i qem 7 sq#fa,
IEAT FIAT 3T TATAHRTIAT T AT | A FTHT F AT 7 % IUeqi & oefiq
77 AR Aera smwor & areaw & "t oY frg 2 7 S % qeara 2,
ST Al ST FohlT|

(4) gt TrfeheaT gi~w 1, Sutaw (2) # ffdse zat & e 2o 7 smama Ay
ST T Y&dT9 8, AT A% & i av @ 1 Fafhear it i qar § sy, a6t

AT &Y F1F fAearas Jarferd qear i FTATAeIrad S1er & 7Ty § 97 3ga
39T H AIE AU, HT IgA <9 &1 Aty G qwroras e gaw v &

AW F AT HT 0 ST F 7937 2, ATl 1 Tt |

ageta $i safe 33. (1) =ty af% Feifam a1 w2 78 F2 & St £ 9 7w it a2
T A8 99 99 a% 6 arfeena srfseRat gmr v et fRfawir v % oo
A yeaw 7 & fore, 3o 9 R S Y e @ yeas T ad # T
et @ 77 fafafase saafa sftemor G s e <3 1< 2n

(2) afz wrterga sif¥erat, safaaw (1) & 77 [Afds Faa arda #1335 @
AT AL 6 T H&TT FIA | ATHA T2l & dl qg AqATH TIT&TT e
1, Tt e B\, ST eI W AT 56 A F o, g 6 9w, S
sitarerzer e % &7 sfaerd f g7 & qfvwferd & T g, Fa weA & forw el

ST ¥ SE T AATH T 27 ¢ qHeft sty
STflFa Afredl ST | 34.(1) srsfiremee fvafortag ordt &7 wrer F3m, ERICES
It 1 qree B .
ST (i) sr=te et afvEe § Tt STt sf Suersy TS AT,

(ii) sTferpa srfererat Sfage TTHaT & FHT0r IIEL0TE, AT TR,
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ffamms Meaw, wfeer & T oraar =9 ey & gateq et
e gftr sg@ 3o % faffams st g a7 oo feT o <o
& i Ffercar gfts &1 fAaue, Bee a7 fBawor B smar g, G
e sTfeeTT g A1 FATferdl % AqET 7 gMT Jriud e ST
% FHOT HT 75 PR wemEieE waTs f FAr § oI gEAr @1d
SATI STIErRTE T 39T,

(iii) ot (ii) ® fAface wmaet & wifdrgpa srferat ffReT g &1 Juor s
AT TRt e <,

(iv) FeRIT ATATIA T, TFa% =T e & ae=nq o (i) § Ffdee
FrfercaT 7f<F & oo, e a7 g, & "9y § e ST 2 Fam

(v) TS Fqd AT aree § AfAfEce aaamEta  Ji e s= T we
FasTaa ey T e A st g &fEer gtwo#

TCATEL AT &,

(vi) TSR ATHFal, et YT § S afeaad a1 a3 @, a9 T AT a1
o % Tefi aitaa Fafrcar gt f g2t st § ganfafaticse #ir
THE TfEdd & F9T § FeRd AqATdT WITERET # q@ AqHIET
ATHATTeT FeITT;

(vii)  wTferRd srforeRdt Frateaa & 09 g31 aqgeT § garfatatace T
gfiadd i gEAr Ea FATRAfT TS dqSTaT WigwE ar e
ST ITTRRTET T 3T

(viiiy  wrferpa srfreRat, fEeeft Bfawtar ar wfesra stfserat & e & #:12
gfadd g # zom # ot fam ¥ offar fofag & =g aqeme
TTFEERTT T = e

(ix)  TafercaT gitw & qreaer |1, BfAmtar w1 T &7 aaqr g9t Hrear gt
FT ATH T AT AT FXA Hadt s 9w qm FEeer e G
ST

(x) gstaaT, S gfe &1 Gwe % oo, B it e o
I Tohot (HAAT o T T HT

(2) STET el SATATIT TITEFET FT T TATENT gf Srar g =6 et e
iF T AT =7 AT F I’ F AqET qgl g ar ag Vel fafhear IiRe Fir
o 7 2, 97 faery & o yeumET T F "@9ell A1 S a9 o q7 39T
TATELOT F2 o forw fAer 3 7T |

TS | qfad it g9
¥ g R 3mdeT |

35. e 32 % srefte sqAtH eraca 60 S 3 qe=ATq e # qfRadd g At
TT |, WTTEEa ATHat Mo § AT TRaad gid f arirg F Feo {3 Hit st &

e, STt siqaca 6w S % fore faem 30 % srefie straas

e T aqsta FearT SATaT ey gy v B § aqaty ar
ST STAT ATAE & AT (hU ST % 997 T fafewm a9t Jusft:

T g A % arfersa stfeerat, afe a9 § g afadq fhar smar
T UH TEd & Tvag (T & Hae, Feaid AT TTTEHILT T Frad HT |

Tt - 39 AW F v F O astaery #F seavia ag et
fawtar ot g Srew wrfaepa srfsreral & 9er & gearearaT FAoarfad frar g
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AqTA® sy,
] 37 wireror F
FRIECE AT LU R
e geia |

36. (1) Tt fafhcar s a7 Ta-fagr onr fee gt &1, R s s
FATRT A1 TFaT AT 8, FhT AT AR gRT Ia+t /AT §, oAt
AT ST, T, eATHT AT TG T TIAAT % TATST o o7 sraed=
BT, raTa Foh ST T ST=T <1 ST |ehaf|

(2) B9 ATAT FT, ST AALTF THEHAT FTU, AT Feald ATATIA TTEHTT FIT
AT FIT T ThU 0 FRTIAF Aeawo7 7 SAAITET A& e AT 7
TAAT TTAT TEATAST I &A1 § T@d gu o ST

() TLTeAwT, HeATH AT HIELAT IT FIAAT & forw sramd st & forw sraas
Feald ATATI TTEHRTET AT T6T UH.I. 14 F FFam S0 «fiw 3696 a1 g@dy
FgAT # 77 fafatdce fier deme £ srusth

(4) FeaTT SAATAT ATIEHTLT, IURIAT (2) F Tl arerae &iT 9T 92, aed &
T TR T sqaeqal AT TEarasii & ar¢ § FHEM g 9%, 999 . 15 7
TV SATATH SAqEcd FHAT

(5) Tt FrfereaT i~ =1, S oo safeerT (4) F et weqor sqafar g 2,
TIRT 9T &9 | FATAd, daTHE seauw, qiieo, qedishd, ayae= a1
sfRreqor 3 yErSel % forw foRaT ST S UET q=ree seawr, o, gedied
A7 Srferetor THT q¥rervr ety § fafafdee v uw T srom

(6) TETeroT ST T a1 g1 § forw wu fharRardt v, e siavia et
T ATH, AATIAT JTAT A AT il arirg ot g, ATHera a7 T

(7) FfereaT e = arewor = |1 fAfawtar 1 9 s aqr g rfewar 7 #r
qTH 3T ATAT Zf9Tq Fee wadt drore = fEaeor gene B smoem

(8) W& UH.ET. 15 | T AqaATH, S aF T ITH! Tgal ¥F 7 FT AT A0, 3696
ST o ST St aTiE & it a9 A Ay 9% gged @

(9) Sufs=w (5) # fAfdee Ffercar grat &1 S st ==-fagr Tnr ffem
girat «ft g, et YT 921 AT § Feaid AqATIT ATTAFHTET FHT Fg=T a0 g0
[ERIGRER I E NI IRCT i LA E R S TR E

I F IR & fog
LT FEqaT AT
et R

Iy T
g6 1 srTa

37. (1) THT sreawvTews fefhcar giw &1, ™eeT smana sqaa 7@t 8, g o
IEd & 9 H FAAANST g, Feald TAATIT ATIAHTL FIT T FHIT Heed daeft
Strae % forT Serae TRT & F907 St [eersraar Tnr 7 a1 UE I &, e
foro 7 &t w2 frfercaT srewa & foro feheaT &t sraeasrar g, fifea Onft & Sw=me
& forw Y sreaaTer AT wrgAl e et % T adias & areaw |
rfereaT srfaermdr g =7 tH.E. 16 § saed fhu S uw smata R S
FAT & AT T ST UH ST K AT qUterd wr aAq7 G g § v
fafataee e deme $t et

(2) FETT FAAATIT TTERIET, ITFAT (1) F AL sraaa i WA 1%, e %
T HoT AT 3T TEATAS1 6 a1 § FATI g9 9%, TR 6 374 % o
T UH.ET, 17 | AT ATATH SAqacd FH

(3) T Frferear few, R o sufaerg (2) F erefie st srqaeg &1 e 2,
FAT BT G 1T # AT T F ITATE F TSI 5 for sy 7 Srosfh)

(4) =T =7 e g1 # forw U STt #1, [ siata fafamtar #v am,
ATATIAT Y ST A/TAT, AT 6T qrra, T F7 979 T gdqr a9 7 e
ot g, e a=T T
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(5) ATATH &1, Fead ATATIA TTTerwT T 27 Wiaa arfarga T gt
AT FT @ gEAT F A7 I6H faAr, 39 ofww § |, swgr e gt
sEThd fFaT STaT g, S A qAT 9T F ST qEIq AfHerat w1 e
e i 37 Ofa &, Saw FSear gitw 1 3w fFar s @1 €, s==aur &=
A IHHT THAT, TS SAUTErT 2T, o il AT <M

(6) THT ATAT FT, ST ATALTF THAT TTU, AFTLTIT Fea 1T ATATAT STIETHTLT FIT,
ST Heherde TRT AT 57 Ty 9 orsFaar wTfa se arer TRT AT UH T 4,
e foro 7 & 72 e agrar # oo & £ smaegswar g, fifea o
% ITAT FT 419 H Tad gu, har srom

(7) ST&T FeaiT FATATIT ATIEHRTLT FT THILTT &F ATAT 8, qg1 qg AqATSH AT
frere afifRataai &, Teft grer s fove s 3 foro rfereaT gtrat gea A &
ATATT FTA hT ATAT & FTHIT

(8) Trfarear i~k o arwr = |y, FAfAwTaT &1 a0 o aar qu FrfeT e w1 am
3T AT 2o e werelt st a7 e sene T srom

=gfmra = ¥ g
R gRewr
T |

38. (1) sTfarfe=re 7 92T 10 & T TAT ITATIT ARG ITINT & 7w sreq
A= # Fefcar gie #1 smama, Reatafed ot & srefi= w=2a gu, frar s e,
T ;-

1N

(i) =rferca gfRF am=T & AT T 90T S A TR TR F AT ITANT
3 for smerfaa ww=ft STusft;

(ii) F=rfereaT 7f<F 1, HwT oo sttt & wwe, afs o var e 3,
STRITT ATAT o &9 § Jioa &6 Srosm;

(iii) = TR ATATT FT T ATAT TRt Ueher FfaheaT i< it wra e
H 19 7 orfare 7t gni;

(iv) ST i~ #r et T ST sraarh g At fra
& 9T

(V) 38 THT SATATT sl S arelt =ifshear Zf<h & arar Ffawtar & 9@

A At qT e gReat #1 9m8 ofiw wrar 2 foa we Fadt S av
IEERUE:EICRER IR

(2) wfafaTw &t 9T 10 F eqs | TATSTATIT AThTd STANT & forw sreq
AT § vHT et gitw F st BT ST ae i

(i) ST 5 ameaa § =i JTeTe #T G A ;AT

(ii) "ear § T & afere g

ATaEs g T5T =7 18 H e fhu i+ 9¥ ok |1y uH geqrast
T g1 foree =| a1 & qfe grdt 21 o i areaa § s s & fow g
e oY et gie F oo Tedsa Rifre sraamt grr = wara #1 9ear
g, foar ST &=,
(3) eI AATAA WTTEHRT IUHAR (2) F Fefi eaaq F ureq g1 A U,
ATAET o AT HoRd GAAT 3T TEATASA1 6 A1 | FHIETT g9 9%, T5T TH =1 19
H ST AqEcd T

(4) St (2) & FaTAfase fear giw FEffea aat % gede g,
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ERIGES
(i) FefercaT gf=e =, =9 o Tttt & awe, afe 3 var [aer g,
CHECRERIES IS

(ii) FerfereaT f<w o arewer & | ARETar w1 99 i aqr qur ST
IREFT T T9T 3T AAT 29T F2d daeht dtsrah a1 Far gene T s

FEATT 6
FrfreaT giegt o< A=« e

RrfereaT gieat ax
AT AT 1T |

39. frear 7ftF % 9w O F d@a 9v a7 U SfEar gt F O F
FALAH TX T UH TAF T afased 1, e e Ife o & St g,
afie warer & Mtatead ags 3o Ofa § gfaa fBrar s, srrfq;-
(%) F=fercaT 7f<r =1 st=a am;
(@) STARTERAT & forw i< it 9g=Ta A7 E F T gq Aa9TF A1
(M) Fafawtar #1 9 s @Rt atEmw w1 9ar ser e GERET &
TR
(=) FaTeafa giHet % 912, ATIHE, 99, §edT o7 G | siafate
giraT At HEAaT F Had H [E AT FT gt fAawer fifew et #®
FfereTera T SToaT;
(z) Fafamtor £ ardg sfiw srafer & sraama it I 31 9 6 TN
AT & AT o A & 9T ot SITaa, srgeRfeus &9 § IoaTE
A AT FT Iold AT TT G,
g EwaET gieat i Tom §, GEwae #9 fit ae e+
faffator £ arie & =0 & & 97 79
g g 37 T S Ffr UEY avnit &, 99 G weaew v 1 feefq e,
FATS ST § A ATTEFATRRT €T H TG 6T FAT §, T FF9T il arrg
ATTTF AT gl
ueeq g AT o o " frferaar gie fReT susor, Suese, |rfes ar

TR HT TFHiT F g e 77w a7 Fem a1 ST 3= F e F
forw o SITaT § =99 Sa 9Y SIE|TT i A STl STIeT | g & St @ |

THHWO—:zH d F TAI99 & o0, 9|« Fi aig /e T 99 F
®] H g0t i e 7g st grm T e gt £ 59 9w % sifow fem o=
TART it FARTfer it STt 8 3T Sae T i arE & 0d “HEETT 6 aeia” 9ae8
for ST

(F) =T AT FT ITRFTT FFU ST 7, STET Fgl AUTerd g, Iy FeAT o

iR & sfroefir a7 S 3eare siafee §;

(F) TF A 9F ST AT AT G F ST FIAT (o166 T “ATE

H&ATH” AT “ATe” AAAT “9= HeI1%” AT “9.9." are1 forg T 25

(1) Tt et F39re steTeor AT Heirer ST S Femedt F, ST qRE T AN

&, et Fel sraferd 2, safda Fe;

(=) =fe Ff<F F1 FEFATHRT I % T § g377 6T Srar g a1 et

TarsReor i Rerfa v fassrar wea fit ggfa 7 suafeha wT;
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(=n) T=fercaT g % SUARTRAT F €A g F oo SarateEt av
(@) FfF 7, =tz giw vwa g7 % fore srafad g, e e,

(3) LT F @aa 9%, afg F T@res sr=au & forw srafa g, ar
e ATET & FU2 “Fad AT E T & (70, 9re3 I qiwd e,

() I F wtaer uw, 7t it gitw R szaardt # [ses a7
F w7 # faata o s % foro srerfaa g, 1 e & oo aam—
Faerars Agl” orez qiea amaft & U O9: qiad F3T;

(@) swmfaa gt & fEm, AR saatw @==s Ses @
“fafamtor st e ar ‘R g, €. a7 ‘e oss faw o g,
T,

(or) THT giAAET AT 39-fagr o e gt o, e e g ares
IqT TRIT T 8T FRAT STAT § A TETATAT AT TRT AT TTLeTat gIeT
Tt o st % e e Srar 8 97 =T 390 aredd gaew O 0T
gfafed dae AT Rea s & ST,

() FafercaT g =1 fEferee gie g=m wam wear e g sfsEmar
T ITATEA ATHIATAT AATATE BT |

TqeERIr : 39 | % JFTe & forg,—

(i) ‘giF sfsFTar & Ffa =TI 2 qeiE atiud g o

(ii) ‘SeATE ATHATAT & FH HEAT, Al AT 99 T, FATHeAT JRE THT

& =9 #§ Fiveaqz, AR f/Ar sEaE it arE |

(1) srATtaT gRAAT FT FAT |, FeaT ATATIT TITFET F AHET &

AT I AATT AAATH H&H T, ATIATAHAT HT ATH AT IdqT, FT THT

FTAT SITUAT AT ATt 9o O3 9¥ srfegfea fomar sroam

TR A IT GTSTETERIT & T 9T 9T {9 g0 AT AT
AT ESA (ATSTHAT) T ATFATITT T Q0 ST Tt g T TS 39
e T 312 R F AT FIA AT FT €6 TGl 21dT g aF TIRHAT il A T I
T HHE qT o FHI0T h ol LT F FHATAT Aal 6T STUATI

e Ag i FF U @t T gt o=, B0 1w g e g4
FATAT % HIT FAAT H ATH-TTF HI4d Fa@l AT T THdT g, AT il Tgard
AT AT o 0 Saedsh I, TIq ST @< (F), (@), (T), (F) M (@) F
AT AT ATAT STTARILT, FREATIT FAT |

T fafas@ $
for e gfeat &
forg d=ew smT ST
et Ffaay srdaret
FFge|

40. To=ta waeft FiRAAT F TSIl AT AT 92 F d@di w39 291 i Aty fir
fafafdse sraemstt &1 @1 #3 % forw srqger awmar smoar e 7 it &
STt g, Faeq fafercaT gir % daa 9w & 0% & o e 97 ST ToAE o argar
e 9, e e = forar sirar g, "es 397 Of9 # Mefotaa BEfafeat
sfeafea givfit—

(F) T<F FT 4T9;

(@) I 9= FeAT AT ATe GeTTF SHH @ ‘AT Fo” AT ‘AT’ FAaT

S Ho” AT “I H.” AT FH §. 9153 forE 2;
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() sraETE & ariE, 7fe w8

(=) FAfRwTar &1 919 ST 9qr T97 9 FrEqia® I Fw 94T, Jal
gftr fafafaa fr s &;
(%) srq=ite wwegie, e @ “aqaa g a7 “aq.49.” =z o g,
() TS AT F F& FAARTET T § AT IT0q T 19, ST Fal
auferd ar:
e gt a¥fudt g gk ¥ AR F 9 o a9 % vy aad T
TRITT ST T ST9eqT it T2 8, gl Teholl & gl T ST TL Hheald ATATAA
TSR ST AT i€ HeATH QAT SATUAT 3T FlE Hedis | T5F dAIa1 99
TrSE FT 98, Feareaw ®, T smon, S arg gt @i Rt aasty
e foar srom
g g AT o STgi iUt 3T FilE SeAiE & v S Aae o H hr
FUEAT T T FT FGT ThoAl AT ST F FIo I, TN T AT 32 AT
TSR G AR (AT FHIE H&d1E g |

FRrferear gt
A Aty

41, Fferear girat it oo sty Afamtor 6 aria & 913 919 & o1fas & T8t
grft
T TH AT W heaid AT ST RT g, T fAfAfde R

e & Fag H FEET 91 G, e [AREET g0 UE 9@ S| w6 At
ZEL & TorT FHTETYE |16 T&qq 7 QU 910

T Tg ST o o srfesr vt et frfeaar 1t &, S g
Ao STATEr I AT F FH B T ITAT g [Srehl AT l AN T AATACE AF
Fafer ATATT ITqerd | 7 g, AT T AT Al T

9T A8 At o srea wte vt foRet e g =, S o
F FATE AT A T UF a9 & 19 g HT AT 1 g AL AATT ol q0E Fl
FATICE A rafer T=TH TITAT & FH &, SATT AT SATAT Tl a7

g ag AT T srsmae wrfeesRrT uHT Rt e 1<, e 3
TF FATE Teh qY F ATAF gl 1 AT §, AL AITT il G Tl AATACE AF
dATY {75 TIAT & FH g, AATT 6l ATAT Tl M

AT sy,

gdrer, Redwor
g i wfdreor ¥
T & fag
arafaa ar Rk
T gfe wwAew
AT ST |

42, JETHF A9, T, TediHhd g9 T Jfre & yaee & o
sraTtaq AT #ir e 7w vF oae a3 sraet § W@ St S|
ICATE T ATH AT FIE H&TT%, 99 AT AT HE&1H, FF GEd1H A gl AN &,
fawir f e, ag arie Sas 9@ 9= BFar ST adar g, SSer S 2907,
ffawtar 1 9 &Y gar T ag = Iuetda gnm, S fow ag et
EARIES]

;AT 7

FrfercaT e F1 AariAs s 3 7% T-RE A fer R e
FarfAe Fd-fAares gt

dRE S| wr
g9 T |

43. T T ARE AT TS, FAoTeHs et e HT arad q=a qgardr
T AIE AQTHE Aeau 3 HFAT % AqER ST Feal T AT ATFERTT ZIT

AT AT o ALATT &1 BT, AT 7L |
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IR gfafy & @&y
¥ shafyy ik gamaw
arft AW, 1945 %
Raw 12299 #r @

gHT |

44 (1) sfufer sie yamas 9 =, 1945 % | 122 99 % o7efie 1feq
= gfafa 39 Mt % otefia Fedt o7 Fasdl F1 ared FS( A2 29 e F
ST ST 0l T2 FHAT SATUIT

(2) sirafer siv yaTeE ATRi AW, 1945 % fRaw 12299 & Iuafaa sm=mw
AT F 7T ITFY TH ALATT % AefT ATTAF 7o i qarfaes wrd-fAearas
HATHA & TATST & (o1 FATITF TAAT digd AN g |

AqrfE  s=_ww @
AT HEA A ST
2 F forg smae |

45. (1) srvauues f=feraaT gie % fow qerees svauor #7 @9 w7 6
ST ST FA F T SIS FTRT Fea T ST TSy 7 e ae
TH.ET. 20 § AT SO ST 39 97 Aradl et § Aty Smaent q 9w
#F¥ Tt |

(2) (®) 9a # AT svaunTs FteEr e F daa § T et
TETF AT AT AT T 9% TR0 ST9 aTel T9O9 AT Ao 6
AT gq AT T&TH F & o0 arere utaaw (1) § Afde =7 #
T ST Y 3| | ATadl gt § Faraeide e atga
A AT # Frfatatas fie Jen S STt |

@) Pt s ST I ¥ ddg & #E wgaT aartw
AU K HATAT g AqAT T&TH FA 6 (o0 areed, Iqt=aw (1) &
FATAICE ALIHF AT FAeaU0 F ITHT g1 AT STeT & E T
T ST s SEe AT g AqgEt § FumafafaE e dend 6t
ST

TR, FATRANT, Feald TR T AT G g7 F410 97 T AT
o et Jerme, w3Ted, SeaaTe g7 A_TH Aeau & HATAT &
form #1g e waw T8l st ST |

(3) Tt =T sqHitea feraar gftw & w@afaq refors qares sreaaa &
HETeT % TorT =g a1 aruferd T&i gril, Stal,—

() AT AT AT FT AGAIRT &; T

(F) AT STET T TANT IH Fex 1T ATATIT TTEHILT T 39T § STeAToTcHS

FrfercaT gf~e #1 fAafawtor a1 e & o srma #3 & o a7 3q 7&0
ERIS I

(4) FT ATATIT ATIEFT, FAeawored (fwear I F1 o0 # s ar
fAfAaf F3 &F aqaT FqEd FAT F @S9 RO °, ST d@ag U AT,
AT ST T 6l FTTAT T A1 (gd | A, AT AT AT T T

(5) U fafeream Zf<r &1, e qarf=® seauor srafera g foeg ST et et
fder 7f<F & AaT ®T F AT g T 14T FIAT g, T aF (90T qgi v
STURIT T % [ Feala SAaATa I I AqHIET Tai HL aT g |

TSR — TH IATAH % TATSA1 6 forw, #re e Bt Aaer gt & qaar &
AT &9 § g9qed GHeT ST, afe,-

(i) ST et IUANT ¥ ST q&r U 60 g, AT

(i)  SHFT SATIT ITANT U &I g A SrariRrehr aeqor fae-fae g v

IFH A GG grar g 6 ag e saAT & qefea oY gt §
Srat o o g

(6) Fea T AAATIT ISR, ITAAT (1) F Tl AT F AT TEqq ol
TS ST o TId THTETT g1 S & 99A7q, et srvauorens e g %
T qaTfAe e T HETAT Fw 6 o gwT vH.E 21 § AT I9 Fw7
T
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Feaur off &, ATTAl FATGHAT F AqHL FTATH 6, AAad ol arig § ded faef AT
Ut faearfia srafer % sftaw, S fF dw fam v sfafer safer & sifees 727 g,
ST 3 Fedr eI WfeeET, dEag R S arer w1 F e wY,
ATATF I 39 Ad] I GAAT 7 g, gt 92 F=m B e & @ o
STTHT 9T -

g T o7 % At sraed F Fe aqerae arfeeRry gy ai T
AT STHRTL, AT o qTira & 7o {37 % iaw Jeqq 71 #f § qI 98 daa3
R0 ST aTel 1T | STAE 1 AT T T |

AT it T | 46. 7w 45 ¥ ATET =T aqacd F F TATq, AaaF T Aafortad aat #7
FAATAT AT SITUAT 7T, —

(i) dartas s Rt srEIfed sree wfEfT % adaer F
Fefie s foRaT sroaT,

(ii) ATTIAF AT FT HATAT ATHITRT AGTAE AT AT,
Tl ARTAT Tgia fRemfaaen i araat =T & Suaet #7
AT T gU AT ST,

(i) =T seawor &, UH q@TE o9 & oo were TR A
ATHITHRT T F qF WA AarieE adere o Foame

Thredga o ST,

(iv) ST 1T Si® A&TaE Jeauu &l =9 S § arus eqmd
Foare o a7 g =71 TT 8, T & AT g AT FHH Y AT @
®, HealT AGATAT AT Hl Teqq =l St i et
qaTAF T F FHATH F 7O q° i 97 ', 39k v
faeqa Feon &t SgEAT I R SIS ISy i Ut
T & o fa & dfrae < ST,

(V) et =fxs 9% ATTEE S ue F T g aTdr Hagreus
srerertaa e sfager wear it el Rdre & are § s,
eI AU F THAT, TASE H I9 TeAT F Iq7 qAAqT
uvag fo F ofiae, gl ot § ffefie = § siw ==
et & R 9T & aquee & F= aqamd
ITTARTEY T & T SITURMT;

(Vi) =T Teauor & JOA qaQrieE Teauor & srexedia et st
T T Ig= AT IHT Jog &I ol 39T H, AGaH 39 Fa9] &
e Jot erfena T giEgT s afase wam Fam;

(vii) TSR, o daTa SEe FHAT, FHGUAT 3T ATETy, I9F
ATFRAT, Share T IUSHAT AT &, F IRET F:7 T Jar+s
AT TIAT T Feal T FATATIT TTIEHRTET F SATERTAT FTT,
ATIAF AU F HATAA & o 3 A i erheret w
AT HATHAT HL o forw, FLTeror fFram s e,

(viii) =T Sreawr, ST AT U T HF A F TE 99 A
Aty & sftae T TR AT ATHiRT e e T S,
e F g 9%, Tl ATATIT TEHET § - 3- a1 o T

ATTTF ZIIT;

(iX)  F=T e arteer, AfafEe aar@s seeuert & aea
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AT AqEd FLd A9, IfT AAAF THAT AU, AQTAF
AT F I, feoTeA, fAruaaws swEar, AT g,
frertor, H=Tee ST ST F gay § Firs T o Aferfua
T T |

47. (1) Ffz FrE vET =AfE, 57 =0 900 F oefi7 o= e i JrA’ g, Ag
#T Foregl oft orat T STTITAT FIA | SATHA T § AT Fea T STAATIT ATTEHTT -
() qTE T FHT F AT T g AATAAT T ALY FT FAT; AT
(@)  svaus, TS, SEe a3 FHANRT, FEGuIr oY
ITETT, 3 ATHHAT, SHATT AT IT-5HAX AT &, F AT &
TRt daTiRer sreawr =T G=Ted e ¥ fEatera T g AT
) ST T UHT sty % foru, S ag 2 qwey, [etad w2 ae
I QUG FAAT AT, e ag Fated g, T H T |

(2) 1 TET =afh, ST Suteaw (1) & srefie aria sweer 9 =af¥a g, U swaer i
rfer &t arg T T 7T F fiqw, FeerT gEE w AT FL THAT T Feai T
LA, 39 ATHA § UHT S FIA & T, ST AFLTF ST AT A A ST HT
FTFL I & THTA, IHH Gael H VAT AT T HT Gehdll, ST qg 316 THA |

dqfAs I_wwr @
aflg g T qg &
fow RfFrEr g
AT v |

48. (1) St el sganft &1 qarfes svauor § It agariar F Hreer et
TgAdl §, a8l MAH 45 % AT ATATT TS 36 TGATIT il F=fehedr gragm
TETT 30T |

(2) et ot srearmorenss T gin % d=riee svamor & agantt &1 #:re afa
FIA It § ST UHT axfa steaworTensh F=rfheaT IRE F ITIRT F FHT0T g2 qTr
ST "t g AT AT 45 F AT AT AT, g At w ihar giaer siw
uHT gt T OfF #, S efrafyr sie sy |t s, 1945 % w122
T F i fAfAfEee g, == F3 i 78 =9 qeam F AehE, qarfEs seaur
AT AT wr-AvaTeT gegiE @i qar #§ Fther giaer =i tE afaw F
TS & oI Temaeas afvaad ! afgd an] grill

(3) Sgi et wganht # gog &1 "y AqE T AU ¥ g v g T
FeauurTede: fhaaT IRE F ITANT F FT0T g ATHT AT Gt g a7 =997 45 F
AL SATATITT ATATSTF, I AZATM & Tafers arie st var gfase ot Gf
ST ety o yETaE ATt Faw, 1945 % AW 122 999 F aefig AfRfEs g,
TETT T 3T TG 36 ALATT % A, AQTAH a0y ¥ AqT=ah FHrd-fAearas
qeaiad & zar ® T gfaer s o7 vfose 5 s=aee # ow qgm@eas
afiadar afgd ary grf

AT I|AYr AT
EHIGEE I RTLICL
qFiHT & G9g §
FRrferear gfke sfaerlt
$r afn

49. ffrcar e afedl, Fearg AqaTad Wiy & qarqared o, et
s & |1 A7 39 &GN, 9@ gEAT I AT 39 AT, q@ =S euor av
FaTaE w1 Aoares geatea & gafaa afvww #, giagrst &1 [ w7 %
AT =tehear RAAT ot 8, Torelt o o 391 TfHrgor e & forw waer
FT T

Ffree &1 T9TT @
SITAT T T & 7

50. S VAT 24 T<h, AT, T&T1E ATHETT TS, FHle ST TS AT A UF,
ST IS ARTH AT T FRTE 1A [ACITad eaiwa w7 @1 § AT 36 AT
o ST ST STTOT T ATAT IEHT ATHFHAT VAT ST, ATerE, e o7 o=
TEqTAST Ste a9 T Aty & forw @ ST 91y TET 997 UHY S 3w
St FdT s wtgwry a1 e 49 F oefiw =W A sw% g
aTferRa et st stfersmTT e sroer 7 Ul
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ArfRe =wor AT 51. TTRaf ST =fwh, TS, AT AqEGT S, T AT TS AT
e FeAUF, ST HIE AQTHH Aagu AT A&TAF Fd Foarad qearsd

i"'l,i' g ﬁ'“ﬂ,“'s”i' U, v Rl g FT LEr g AT

=it % Tt Tat IEHT ATHFHAT, TS THT o9ea7 6F 510, Frferear giw srfeamrd am Fw=a s

' TSR gIT STiaga et ov stfeshdt &l qari=a = A7 qari=® Frd

feaTes oA Fed # dddtaa ARl & 9, Iq i e fafafeat wwe

FHLT

anf &1 TheAI

W RA TP | 52, (1) 1S 5 =f>r a7 wefrors Bl 75 =7-FEr 7 fere 1ffr a7 o, s
m’i‘?ﬁ*m S T o & P B R A G A A o 2 e
i T Y ST AETH FEATATITET TeATHha el d STTATIT AT FRT e Aqar 7 3T
| IEF ATATE, UHT 90at % T o U a9 v ffq & & wam, S =7 Faei
# fafafaee it STy, e 72

(2) 7 =z=-fagr Tt famw e #1 darfas FEfReT geareT e F o aer
Fe U S et saed YTASE T Feald AGSATaT STy & 9%
TH.ET. 22 § AT ST S 39e |r 3utead (3) # AfAfase ST afEa,
ST AT ¥ TS g7 999% &9 8 gearediid af, Al daqgat # Fo7 At

I, Hewe il SO
qTeq e T HYRIT AT TS TLHTE T FATT ST g UH FEATAT, @IAL, Jeqarat
q, S zA-fagr O em e gieat 5 deres seEcares geaisT §
aatera gf, Fohet e T §aT F7 T TIeAT Tl il ST
(3) Sufaaw (2)  srefiw fafafde STt #, Awatorfaa STaseT siafase grM,
qATT —
(i) AT G FT, ST FeR T AT TR F I Toreg 13
g, eiufdr e geme ammdt =9, 1945 &t &= 7+
gfeforse 7 & Farfafa ofiw aradt st # Afde s,
(i) UH THAT T, et geaisa & e g3 Brar sroa, et
TRt T 7T 3T A/,
(iii) e F1 Fui, e daa Fedl Gl diT qF IR+
fager oft €, wemvra s T Tg=TT FT AT FeA Haet
TTeT, AT 290 | TR, A avr @iy fafaamas arfeafa &
foro yearfaa srqaer, afs s 2r;
(iv) e, fAfRtasear, saeqefiear, e s Tscarasar
g F2 & forw wa siafie Frifaeaes geaie =T,
(v) daTi®  wEfATIed geAied AreEr, Sew e,
YoAThed T YT, SHE AT+, qhrehr v i
ST AT AT e afera iRt it gwear w1 3o0d 25
(vi) TqTAAl ATLAT Aot 6 H 77 AR araer fare w=w;
(viiy STVl gIT ATadl AT % 9ot 9 # FoT AR auay;
(Viill) TEITHRA-STTAT § T of Tl TATLATATSA AT I FEATSAT Al AT,
(ix) AT i S q STt T Tqateqor daet Ipar S qar
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T erateafa ofiT siqaforg |9 =ai<h,

(x) TH ITq T qaa [ T i<k, TeATHT 51T afeafad 0
MU UgAs & AT, ST 39+ Afdfead, ST Faq«ag |
fafafseaar azaw fru 7o gf, 3= At it sroaret & aqeq
g 9 =g T TR0, TRl ST o saiedl & wEresT #fiw
AT AT G2eAT % Torw wedrsh qatag=T avdt T f)
(4) FTT FATATIA TR, A B |, 9 39-fagy wr e e g+
oo % o s ar BfREtr w2 f a9 T dEa e S F o, qeas
fFo ST aTer FO &, AariAe FwTATATATET oAihd FIA ol dUET w1 gH,
ATEARIT AT ATHFT FT TR
(5) FesT SATATIT TTIEHRTL, SUTAT (1) F T e F a7 <F TS AT
& W qHTeME A % qedTq, AT 92 =9-fEer IR MaEm e g w
AT FATHATITET AT Hied il AT T8 TH.E1. 23 F e HT T
T el T ATATAT AT, ST U= (3) H FArfAface Saam,
S ot Aarfae FrAfAeaTeT geaied ff 8, I g, aas Fl Ardad Hi
g & e 3w a7 v et safe & sftaw, o &9 fam 6 ot sfafem
FFte F rfers £ T21 g, ST Fea T SATATI TTEFRTEN, TFag 7 AT a1
FROTT H, AFITRT FY, IT &t i aaT1 o1 g & s qaedt srees @
o= fve ST & q@ 9T foRaT ST g
Toeq A A R afE emeEw 7 R agea aiend g St
FUTRrd STHaRTT GAAT 6 aE & oo fod % Afqe g1 <F 8, 97 98 39 e
T, TEag T ST aTer S0 &, AT FT AT

AR FEfRSTET
AT HCA Y AT
F oo ach

53. fiaw 52 # fAfdee sqaT fiw S % qe=q smaes g MefofeT adf #1
ERCICERERIIS ILC I

(i) AeTAE FEATTIET qedisd aqAled dar=s A=
TATHA AT, A= AGTH TETd QAT F AT o
ERIBSILUILR

(ii) AT FATATITET i AqaIad AT FH T & Taaeqor
& o7 arest foRaT SToe;

(iii) daT® FEETIET qedihd i UH qqTHs  wraaearad
qegiwa F oo g Tt B it w9 R @ wd
AT TLreor TSTEeT & 9T TS hd waAT ST0A,

(iv) AT AQTAE HATATITET JeAThd i TH ar H aTys
srferta Rare & T ag =11 @1 8, T & 7 ¢ AT T80T HiT
3T T B, YT G Rl T SAATae WTTEeRT i TEqd
SITURT i foreft darfee wrfaeare geaisd & aard w2 /U
ST T 39T H I fAEqd FRON AT HGAAT FeR T AATIA
STierr #r U "ty AT aie & d9 ' F sfae &
ST,

(v) AT AeqAT | AT o ATAT TTRTLTATHL T T FeqTaAr
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T ATAT ITATSTF, AF FTT ITh FHATL, AT HEATT
T AU, I ATTRAT, SHATT AT ITSHAL AT 8, F TET
T TAT AQTH AT TIAT T, AGTHF HATTCITET Tod T
e HadT 3 AFAt it TaAret F AATAT HT FATAT FLA
% o, =9 el ¥ 99 FE oA uTewEr F
srfereRTreT greT fAdTeror foha ST &em)

AaTAE FAATITET et aqar U S« & i § uE
FY it Aty & Faw s B s, S | | W
Fed T AT TTTRERTY T O o= srafera 2

Fearg aqarad wrtery fAfafite derfas srfeae
AT & a1aq AT [0 S F q97 Fs 97 94, A< a8
AaTEE FETIET e & 3eed, e, fwaas
ST, AT qrEdT, Rgior, §=9red i 3= F 9w
H SrEeTd a9, ATSTAT HT T

(vi)

(vii)

I w1 R&aT ar
T |

54. (1) =tz &< vaT =, S w52 % Saf=aw (5) & srefiT =T sae il
ST B, ST i gl AT odt T AATAT FIA H STEERA Tgdl g dl, Feaid
FATIA IR 3T AT &7 UHT srafyr & forw, v ag S aw=r, [Aefad w¢
AT AT I8 qUid: AT ARG, ™oraw a8 |96faq g, T8 HT T |

(2) TET T FARE, ST AT (1) F eI o sreer & =AAT B, VI awaer i
grte it ardrE | i 27 F Aiqe, F=0T FER Fw qdie F g AT Fe
ALY, IH HIHA § UHT AT FIA 6 AT, ST AA9TF THA TG, T G 070
T AAHT I & TATY, IHH Hag H UHT AL IR T HHIAT ST 98 316 THA

FarfAE WA | 55, srei el wgaTlt 7, darfaes e geAi § 3w e A & e,
‘fﬁ';"mﬁﬁ E‘“"a“ G TR & AT B 52 % i e A 9w A R
qRET A g | DA ST A

whg Rk 56. (1) FETr wehTe, o s § afdg=ar g, fafafEee ga-fad am
EH."T”“'"” e e et &t aEa sEfEcTeT geaisT # & o, T,

FeRIT FLHTL T TARTLTATAT AT Fea 17 =ATheaT qRF ST Feg 7 ATHIRT FHIAT|
(2) za-fagr o e T girat 6 areq, s sqaa o S F
A, FEAIET Tedisnd IqWIH (1) & erefia Afofga samemars a7 f=iwr
i<k adteror st # fBRar ST

(3) =a-faer T T fafercar Firat it arad s IR goaisd 3ufaaw (1)
& el srfergf~a watea sarremen ar ffher gt e ww= g fGAfafase
=g § 3R ST

AT 8

At Rrfaea 3fRe 1, Rrareht Frer Rrfrcar afe 78 &, srara ar Afwior w
Ft g

AarRs I H
i ge #1 s

57. (1) =7 A=t ® s Iustaa & Rar, vHr R i =, S Hdr

[PART ITI—SEC. 3(i)]
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a1 fRffwfnr &= H
g |

T 7f<r 78t & =7 e qaras sy gan 8, s ar [fEEir w7 F
forw et Frferee 71w % forg steamr 7 % stefie, FenfRafy, soer qarfas s
T ATF FE-FAoITET ToFisd HT & T9ATq AT Aqaca (hU A1+ Haeft
TG Feald FATATAT TIEFET H T&T THIL. 24 |, Fanieata, et sfesa
srfvreRat grer T wag fafawtar grer foram ST iie S arer Seft seEET & 9
4 7 fafafaee st afRd ot st & =7 fafafese G dore it ot

yveq UEt e i, Rt sroreamas e o # oAr et
e qged, TCET ATITd, T AATALTHAT HGHTT & Tid e et
F T 7 Iuefda fAda fafeer s 981 €, ofw 9 zemsd, N F fow
It vt Frfercar gieat & forg, et w T 98t g, a9 g4t =ter
T AT STeT T SAUEATSH T 74, AEART FHAT ST Fha1T AT 307 o7 Fomaar
STT FHRTT, S Fea 1 AATIA TR T~ THE:

T A AT T 39 T % o Suae F e vEa gu, vt fwer
s &t T9m #, eH wrrey sirafee f €, 99 B fFsme mecaree s,
e fasm A= sterae, Jo9ase steqad, A -aiaay @A i Fhe-
o & Fafaa sreelt F weqa U S A, AT § g2 | AqEiad s
forqure ot ST 2t sfrafert i zem , e & sfafer it qrem & s #§ a3@ra
THRTTOT AT F GHAT grav g, forfaer fhar s a=rar &1

(3) FrT AAATAT ATIFIEY, TATITT g9 6 q9=ATq, Vet fafhear qfF =,
et e ffecar g =21 § a1 e A=as s=au gon g, oA ar
fafasior & fore e uH 2. 25 § ST T g

T8 F-RA A few
Rfeer ge ¥ s
g7 Rt f srgaT )

58. (1) 7% za-fagr Tt faemw fEFar gfte & s ar Bfewtr & oo s
U ST waeft sraa Fesrd AT WITEERTT F TE T UH.ET. 26 H, FATRA T,
aTferpa srfsrehat g a1 =@ fafamtar g B Smoe s sa s | =t
FIHAT F AT 4 7 fafafae St afgg @it et § 7o AR f
AT T ST

TR ATOTETA T T § AT AT Tqresy qiiged Tedr ST,
qAT AATALTFAT WL F T AT G F TR0 & SU=fera ey 72 29-
faer aartaes fathar g, St M =T gie 7= 5, ofiw 37 T,
Tt % forw gwafsa vt fafrcaT gt % foo, Sedr i e 781 &,
FETTHF STeT & FATATSA T A, AreARiq A ST gerar a1 39T g fwar s
AT, STET FealF JAATIT ATTAFET TR =T THA:

(3) FRIT SATATAA TIEFHTIT FHTTT B &F 99T, A% zA-faer AT Ham
TerfereaT f<r & srama a7 fafawtor it =7 vw.2T. 27 § S 7 9

IS R
IRF 9 T wRA
U R R e
F 3maTa ar R[fRair f
FgaT Y o |

59. W=7 TH.ET. 25 AT TET TH.ET. 27 § AGAT [HAeaferrad aat & Tefia 5
U T STOSAT, 77 - —

() T=fercaT T~ smaee & A weqa ARy % aqeT grf;

(@) T TH EF 25 FT ATATITSE et T ATATAT AT, AT | F=fahear
gfF & = hT I & R | Aared AT Aaq T Ted I i
U ROTE 9@t a1 a9t & fore goas fSEer § yeqa it Srusft 39 9997 &r
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Y % forw arfts 9 & T&qa ATt |

(31) ST AT H fRrfheaT e & o= e S A e s
STferRTIRAT T g F |

() =9 THST 25 T ATATGTCR HAgrEqe AATAq G912 Iidger =ear 6, 39
HEAT o TAT FAT o Tegg [ o AT, Fexld STAATIT SATEHTLT T AT <,

qAqE 9

FarferaT i afrd, R giRe aderor st o sl R &
Frew A arfea

e
ST % T |

60. e Ffw aiteror srfeardy, Frfercar If<F 27 39 AT & UH T4 F7, S
T gixe stferprsy a1 == M=t & sream 4, 5 a1 7 % Suayt & srefie gt
o AT T Hiaag Tohel § 9T 10, 9T AT GeAThd FHUIAT ST
T AT AT o TOTH 6 are == et & g weqa wam

fafrear afr whwm

61.(1) TorforeeT 2T7F ToeroT srFersrreY, Forelt fSreetT 275h srersrret a7 ot oo

AT IRT AT W | FARAT & 0 AT Todiwa & forg rfheaT Ziw 31 39 AT 6 e T
BN U AYETE W | TTH g UE, e AT IHE AT 9% A Sl B A% € F TH AGAT 9T H
areft R | THATOT 7 Tehe AT IHF T 9T AT &AL AT FAT T 1€ HAT |
(2) F=rfercaT Ff<F adteror stfeamrdt, 9reror T qeaisd QT 2 % TETd, Hihar
iF ATIFET T THA AT oAt & fore @] B 0 adyeqor a1 gedied &
U TTETRIAl Aiga T 7 qedisd & afoms 6t A qera I=7 U
28 ®, o1 afa=t & weqd FI |
FRrfrcar e & adteror | 62. = =T & wASWT, Sfaf=e i ey 26 F srefi= et T 7w =

T i & fag

FerfereaT 7f<F & wor % afreror a7 geatha % forw AT FRT saed gw 9 UH. .
29 ¥ foaT ST S FrfehcaT gie & O adterr A1 geaied & R, s
UH ATET I I 00 SATAT 8, ATAGH il T&T TH.S1. 28 H & =l ATTAT |

Fafeer gie afdwrd
¥ e |

63. TATIRATT, Frkl T ATATAAT ATTEHRTLT AT T5T ATATAT TSR 6 AR F
arefie v gu, ferfreaT i aferardT #1 78 st grm 1% ag,

(i) TaTlRafd, FealT FAAATIT AT AT T5T ATATIT TR FRT
I FHAMETE &7 & HaL JAseq THI TTIH1 H7 a9 § FF § FH TH qX
e #3;

(ii) == vt g2 F T srqata i ot 7 qares R | @ g

(iii) Tt FerfreaT 7w =, s fasr & forg fAafafiq ar srafaa ar s =
fore were &t 7 A "uafa & 7% g, T o, S a6 e gt
ATEHTLT F U A Hag FT & Fww g 6 srterfaas a7 == [{aai &
ITSLT T JooTad T g AT IH TLET T AT & [olT &

e a2 aere i e 7t i zom §, stet iR gttt
T T # UHT A FT AAER T T THAT AT ATAGIF Al @l Ffher
e grar Adreqor, f@erws & 9 a1 see &= ST v 97 R
SITUAT &Y fret Hageas Sooad & 299 H IEHT Todidha AT ae
ToqTfRafa, Fead AqTIT WISy AT T AGATIT AT F
FHIEA & TaTq Rt giRe wdteror srfeard g R s,

(iv) & Fsft Frg s fdrerort, o o TET s T F afne s
P aftr s g w9 1 N @ T w7 gu Ay T

[PART ITI—SEC. 3(i)]
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A <l TS« SHEROT

FRATS, T AT IATC T 3T UH Afsyerg it iaar Tamiafd, F=a
AT ATTERTET AT TS ATATIA T T&IT

(v) Frfercar i &1 sfaf@aw siv == At & B Suey & Sooaa §
fatawtor a7 fasr 3 1 9ar s o foro Ut st s fAteror 2, S
ATLTT Bl

(vi) T=freaT gt & =afea vt fRt forfeaa forrmaa 1, s fafaar
i< ATAHTLT 7, T ST, A=A T

(vii) srfarfaam ofiw =9 et & Sudel F Iooua F gayg § A
TR e

(viii) = =T F i sraeT & a7 yeqa o u ST gReat F
TeheA1hT SITAAT AT QTSR He T AATRATT, Fea 1 F FTATAT TTTEHTL
IqT T ATATIT IIEFET T 39 FI9i % dae § FHAIAT Fls T
FAT FL |

AEFTT &F ThedT U
gfatey |

64. fafrcar giw sfeerT, amadm &9 & Sge & fam a1 5o B
TATAT T AUTerd 21, A 9y afvs #f forfaa w5y % famr o e
FaeAl #1 fHaed Fd gu At it 7% g Aty T =afcn w a6 T8
AT |

WF & A9 7
oY srRer FTIET |

65. foret Frferca Fixe srfeerrdt g stfarfeas i ey 22 &t S7amT (1) F @<
() F refie Forelt ==f<h & g eraerr e gu & a8 o Festrehte fonet =21 =t
A 7 ¢, forfaa smeer w7 uw 2T, 30 § N |

fawra gx wfawe |

66. FTs =teh, o Feol § UHT ffhcar g g Rrehr araa T e
i< wsrferrdt 7 sferfa=a 6t ey 22 6 Ivemr (1) F @ (1) F TefiT wE
sraer FoRaT g &, 59 STaer & Soaad wid gu UHl et gin F et v
T T3 =T =T = 98 B |

v Rl

e, <wmawr  ar
gt s afew
Fegat & fag wie &

&7 |

67. foret Frferca ixe srfeeprdt g srfarfeas i ey 22 &t S7amT (1) F @<
(M) AT @ () F AT AT et T e F T a7 G s,
T, aFaraw At feT st arfeas awq & fore e y& 7 uw ST, 31 # grft |

FRAESa T=mawt
gfaat & v s
&R

68. T 7f<w srfery, srfarfaas &t o 22 % o7&t AR T=aras &,
IRt Tfadt AT IFH F Ig2on 9 "atdq Ffewar gt afewr i 57 =fE
&, rea 3 awme & 7 off a7 e 3= weqa T o, e g S %
TATH UH AT T qIErE 7 & & Fir srater & faw 39 st w Arern
e 3 aemwe Y 7 off 71 e 3+ weqa B o

A A W ENA
FRa A o1 IET |

69. v Fre fraaT It sfesrr, Faw 63 F IufF=w (i) F To=qs #
afafae Mt gt & foe et T g w1 T95@3T ade a1 i +
TS & forT oAt 8, aa fthcar gie et 37 =xfwn &t e ag T35 oar

g, g v fofed & y=7 9 Y. 32 # gia wam siw forfea sfeedsia %
et 3Tt St Fraa Ffeeg o)

¥t R et &
Tl ¥ g @i W@
w&y, wigi Afaea sfa
FAq A= F TR fFar

70. STET T AT oAt & saremre T gitw 71 59 91 % forg o
T & forw srferfa=m it g 23 #it 37T (1) % g e sta fima
a9 T 3| =at<h grer, e vET qgEr oy w4 g, sHe o T s g, 9w
FrfercaT i sfesrdT 0 =36 i1 =7 vw. ST 33 | IFh s wHie Afaea
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Smarg |

FT |

e
ST A T T
< it o |

71.(1) =T gt sfaer g, sferfaas it e 23 &t STamT (4) F adi
T T e o fora rfercar e a1 376 a7 &1 A= 137 9947 T
Ifr aereAor sfereRTT T uF Heraw e |, fafehcar gt aiveror srfgerrT @ r
HAITT U aTed) FaAT §, TET UA.SY. 34 F UF SO AF2q TOEEFT S0 ZT
T TEIT AT SATUAT |

(2) IO ST The AT H w2 F oo wgh e f T = f v 9w
FrfercaT e a¥reavr stfesmT &t o =7 7 TSEeiad ST FIT At Srur av
e & H ST SO Sl A7 v g AT i guifed £ St
|

e g,
Iusut, AfTh anfe

FT ATAZIr |

72. (1) Stet fareft =f=n a1 srfarfer a7 3w srefte a=Te o et A o Bl
IUEY AT Joe AT LA & (o0 Iruieg BT Sar g, a8t vEt e 7i=e &
€21, TSreehl aTad Seata Rt AT 8, ATAZr * I Acard i g |

(2) stet  Fft =af=p 1 srfafa &t amr 3 % =T (@) F suEE (iv) F i
srfergfra U et e gi=e &, S & frear g areft, srafstsa a7 awet
=it 7 8, et % oo, el fftmm saafa ar sty % faer B,
e a7 fBaor & forw e a7 @vsfa w1 % oo i@ G @ g, 3.t
e fafawtor, s 77 Ao # we s Suseor a1 HeftaiT ST UET Frs 97,
Toret AT srates, Saw vHT AT Ff~e =&t 72 g a9 vt e e &

TS FLA | T S T, AT, STATT T AT ATae ATTL0T % AT g
|

FRga RFar ge ¥
=g+ % forg whemaT |

73.(1) =aTaTe, wferga fatecar gt @t w@atea Rt gie st #1 29
Tay # Fare % foru fAfase #7 @ T Fm 3w Frferdt i g 3 sitaf=ew
77 =T % ST T TR A, Sedaa 1 @ |

(2) 7fz Frfrer gie st R aie wheror sfardy i fare F s
w2 g urar g  srfega e gie wrae wiedt 1 981 & a1 a afaf=aw
7 394 AL a0 U At 7 T Sudy F Sedua # 7, ar Hiwar gt
Ffeardy, Toarfeafa, T AqATIT TTEFHET AT ST SATATIT ATEHET H
AAHTET H, ATATAT A JaqaE ROTE FRT | 1T =69 97 Uy e

gIRFAT FT FATE FTA T AT FAT | AT =AfheaT qiF srferepT & waeqr
& orefie, U WTreeRT<r T Iafeafa ®, afe s 21, S =mare g [Afase B
ST, AT SITuaT |

(3) afz Ffrcar e sAferY o7 qrmar g & stfega e et =
FTTerer il g AT F AT AT I8 TN F9TT T F=H7T F ITGT F SootoT
H gl 8, a1 Frfercar f=n stfermT, Famfeafa, Fear e arferermT a7 s
SATH STTEERTET T GO HLA & TAT, ATATAT Tl TEqETE AT FHT |

(4) =TaTer, ferga qrdl &1 ATSward TaTHT T aTae T T AT AT

e g 781 grar g @f Sve d¥aE T FaT 19 aTel AT Hgraarrd
FETAT AT Srerermery AT et g Fe & 3w S Femm

e i

Fdeq |

74. w12 # ffee #12 sfdgla Fem, a1 & o1 =0 =@ e et i
Frad, LT AT & AT 2 § 77 AfAfde Gf9 § Fem wr are s )

sfgfRa e g
AYATE WA qTet wfRAT

75. Frs sAtef=a e, FdaAal w1 o a1 qF @7 AT ITN A g T o
afga =ik g TE aqg=T & 9 2 § FarHies ARt vt F aqar
FAT |
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sftgfa e g
quTiRa i s et
i

76. srtergfaa e 39 grer &1 T2 Faren & forg UHr fre garfid Fw7 ae
ST FEET Fes T HEhTT ST AT T ST TehefT |

st Rwert @it
rfRefan

77.(1) T Ategua FET UE Feio o §9dar F segedfia gnm e
3HE AT, FAl AT FUATH AT AT Feal T ATATIT TTEHET T JA T
AT 6 AT 2 3 JTae T AqATAT G5 AT 1 796 |

(2) Rt FAAATAT TTAFHTLT &7 a9 | FH H FH TF G2 AT AT Fea 1T AATIA
TSR BTRT SMaeT s THAT FTU, AT~ Aawrat it FaLrer FH3 |

g s #r
A sl s |

78.(1) FeAT SAAATAT STIHTL, TH ATT HT HILOT (T FIA FT AAAL a7 &
eaTq o TAT saer arfid F#AT T@l hAr ST =g, fofea areer g, 39w
LU T FAT Fd g0, et srfegf=a e & TSoedi=heor &t T8 &3 dem ar
39 THT sraty & o, St ag S awe, Mefaa w7 g, af s T |
arfeg e A TRedmer it ot o & SIqaTa Fied § 9% @1 3 |

(2) tET arfegfea e, s ARt safqam (1) % oefim FAefaa ar
Tz # o =T g, 39 g e & wta f i & fe o F o w=
I AT AU T T AT Fea T LRI, AT T il G AT ATEL
T o TAT, UH AT T [ FT T, I (T AT ITTATT FT Tl |

(3) FeT SATATAA TS o are et srfergf=ra M & et &t 3&
ae o, SEesr a9 T FEE g SHE AT AT 9ar 99T an
SITAT 8, T2 e (o1 3T F37=AT [0 |

I 10
Rrfercar giwat =1 fasmw

FRrfercaT gieat & fasa
F forg Suey |

79. (1) =9 ==t & Iuael % FfiT wWa g, Al & yE\re are =,
1945 =7 “greavdeft sfrufee & fo=r siwfey &1 B & ddfaa anT 6
Ferfrcar gt & fase T araq Fumasas aRadar afgd ar] g

(2) Sirafer ST sETe ST 9w, 1945 % 07 6 T, siufeat % &g

orw == AT & 99 & @ oEcd A1 T A raAt b IRAAT & Hgae
H 3T & Ao o for AfesT gt @1 a9={T SJrust

JoaEt w7 R
T & gfa Rfder

FRe FT YR |

80. (1) sirafer i sETes ARt 2w, 1945 ¥ siqfate T a1a & gia gu o,
UHT TS AT T8 T G AT AT w9 # Ok w2 faswg srorar faaeor
T % o0 FeTe A, GURTT FA AT TEATIAT Fee it FAfemT= 1=y 2,
eATHRAT ATV F WTeAw F GAfaq fr s arett e gitear B

FEIATA T IHF AT & forw g =rerra F afa 9= 7 9369

TTeq TRE =T & gta vHt e geat F e w yw F "9y 4,
FataaTT ag giataa wam fF AfRtase s & ot i @ & @ gl
(2) 3ufa=m (1) & srefi=r wraTT f7 7€ Ut Ftrear et & foro, ST ereatwar
FAUATT H TANT 6T TS ¢, Tha 7 I HAT JA1C FBham o siw 3ar
AT SATATHETIT FTLT STASATH 0l &1 o ATETE AT LT ST

iRe ¥ ar99 AT

81. (1) afz Farfeafa, FAfawtar ar wfgga sfserat 1 78 B=m 8 a7 39+
TTe ag faeare 3 #7 Fwor g & vt e e g+, e sae e,
e, B a7 A far g, sfafas a7 == F=Et % aques 5 990 8,
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qT a8 TeAHd qIE FI, IAF ATIE 9 F HOT ITRAT Fd g, AT AT
TR & qTIE A T dTeshTer TRATT TTEH T AT Terd ATFEERTeat 7 3
ST AT AT T

(2) =tz Farfeata, AfRwTar ar wfga sfverat #1 97 = g a7 39 a9 78
Tream e &1 Fwreor g T ag e i, S s # a1 7€ g, Aty F
forT sreqefera g @andt § 91 a8 |eqH STTETAT il TehTe el GaAT QT 37T
IAH FEART HIT

(3) ZarfRafa, fafawtar ar smardsat a1 wrfdepa srfsrwat TRt 1 g are
st &7 Ao w3 & forg i 72 Friars it gaw iRt w gEar [
e et =af=e &1 sfarf=aw &Y =9 Maal % oqame, a9 el & a1
AN 4T & I AT H T qT LRI T SATCATGd HT @i o za et
Forforcar Af<F & ST g ater et sirfas &t Tt ST @evar 2, F:8 fhar ST
THAT g AT FHTT FHAT ST Tl T

I 11
ot

Rfvear  gfeeat & | 82, smedl st § fafAfdse R gt == Rt & suddt & 39 sqgeT
Y Iuaat d ge | | # fafafdce |@imr 9 siv ot % srefia w5 gu ge v g

Rfear gReat =1 | 83. Sie #1 =t fordT e gixe &1 Raia # &1 sre aar g & 39
Rt g F oo faty fBerT J9Toras 3T ST FE 9Tl 297 3 He A ATresTey

FT FuTeufera faelt e zfth % dagd IHEr FEriordl, fRem s
FATITET % q § THITTS T FqU FAT § a9 98 =9 araq JATAT,
TR AIATIT TTAFET AT 5T AGAIT TFET w0 BT g #
FyTfafAfese FIF F 979 =7 TA99 & [0 ATaaT FT TRT AT IoFd AT
T ATATSAT T T F7AT AT § T a8 THTMT ST H30T |

A F WA W | 84, ARy s gy swArd A AR £ ety v s, e
THR RTINS e g % e ar R & e,
FETF AT FA A SAqAT {70 9 % Forw sraas aree, e 47 ey g
TTAT STTAT &, T Saa #2adl a1 9% AR 7 f&m S

e w7 fags | 85. (1) TET F15 WY ST &7 AT IHHT AT A 5 AT AAAT AATF GTHF AT
T =7 T2 g0 TEqTAS TR HIA FT AT G704l 8, I 39 a1 H H0
FATT FT T3 TAT A9 FT A1 AT ST AT, STF9Y 3 & qe=rq forfaa #
I FRUT FATT gU, TATRATT, Frald AqATIH TGRS AT 5T SAATIA
STTersRTY FTT UHT srateyr & forw, St ag gt gwEy, Gt e s asmm

(2) STEt raEs, FATEATT, Featd ATATAT ATTERTT AT TT ATATAT ATTERTET
ZTT 3Uteaw (1) % srefie Forw o Foeft sreer & =afaa g, a7 ag smear frwfa %
T & % fiae, Tfaf, F=0T a9hr 31 5T 9E A TEA T T
T AL UHT 9 % 99T, ST a8 A@eTF G0, ST G ST F7 a9 f7U
ST o T9AT, UHT SR FT THIT AT g THET THH|

B T HIT TR W | 86, (1) 7 Rt F refiw Bk B, I agsr sl 1 B
el
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SraaAl i AT |, §F Ak TSIaT, Fear Tt 7nr, 92 faee-110001 & =T
IF TR FSTET 1 FRET 7 ATET IT TETet AT Fea T LA FIT AT =
et o= 9 & o oftd “0210 - et siiv A qgare=a 04 - % waree,
104-F19 ¥ AW & el A1 o0 S & forw e & #@remw ® oAr
AT HTEAH | Haed il STUAT |

(2) st fafga e a7 SqaTa Wt &1 97 §, 9 a8 et 0 [
AT TAFLIEE HTEAH T, JOT ToT GLahT g fAfAfese R amu, d@aea &
TR

ALATALT T | 87. sirafer e e At forw, 1945 & sreate fft o % s 2 gu
ot =7 [FI9T & Suae TATE 2 |

T At
[Frr# 5(1) ST e 5(2) 2]
T gl st - Aafas Rt gieat 1 afeor
T |
gA-fagr AarfAs R gReat & e R gReat s afiaor
1. e AT % afieeor & form argmr fRte-
() FR(THLOT I T AN AT FRAT 6 STLTAT TATSIT FILT ATHET gIIT |

(@) 7tz gE F7 IR TRET o7 i & aqga | AT ST st g a1 T IiRe A7 aiaeor
9 Qo =T & AR ER0 | STATHAT il 37 ATARERT 3T <k H, TSeeh AT 34T TANT FHAT ST 2,
TAF & 8 F(1ha HAT AT E |

(1) AT ATFEAAT, ST FohelT =R T =TT & AT el IR o AT &l TATET FHdT g, Tqa: 9T av |
AATE |

(=) =T FiF, THATT TT F 7 TG &7 T 07 et e awr & sanr o s 3 fore srafaa
el g a7 39 9T A d Hgedqul [A\{aE TR % e ¥ fF=me fhar Smr 2w ofiw 397 antiga &har sar
10 |

(=) 7tz v &1 gftw #1, FAfastar gr g  forg Afafde sE-Foomee & snar o, s B arg
g g a7 SFAT A0 H TR g aTel FBIX [HFH AR i |

2. Frfeream afveat & anfieeor & forg ferfier Paferfeg =0 4 2-
(i) A IR-smerrre Frfcar g, s afous @@= & deod § ot € -

(F) Y FT-SehToa (= fehedT i<k, ST ATaued =T & 9699l § ATl g, T a9 & H @l
SO, A3 a8 UH =1al 6, Riegid siavea=r # G=ag Tg1 63T g i ST JrIioe serd gy
T ST T &, A2+ forg = [esma & sraenoor 3 forw v aif3es sy % =9 #§ y3nr
fru s % for serfara g =

(@) ITET () *F AT T2 g, UHT I-3ohTHE (= fehedt i<k, ST ATdIeq @41 & Feqef §
Al ¢, AT A @ § T@r A0, IS 98 T ®7 F 39 q@i & a9, Pregid siaca=r




38

THE GAZETTE OF INDIA : EXTRAORDINARY [PART ITI—SEC. 3(i)]

f=er T 8, oW foRu st & o smerfaa € 3 a8 i ' § R = o gen-anarar
% ey % fory smerfaq g =
(1) THT FT-smowrHe f=rehcaT A, ST afaued =T & S€99 | 3T ¢, a9 av 7§ @i

STORY, At 9 IHE & F UH =ra a1, Sregi sava=n § B B g siw s aratas
AT GIXT AL Al ST Tohdl &, TANT TR0 ST o o sirerfara 8

(ii) T=T=T YOI AT WETXOT & forg A% seprae R g :

(F) ITET (@) 3T ITEE () F TefiA Tgd gu, UHT AT-3Mehraah =ercar Ik aa a3 & § &l
STTUAf, ot a8 A9a g7 | §91iaa MU=, &9 q7 T4 3 TAST (o0 807 o 7247 A7
et AT FAT AT AHT 26 JOrere a1 $eTor & forg swerfa & =
(@) STUT (F) § M= A -sawHT Fehcar I ad a¥1 @ § Tl Sust, I3 ag UHr
aferr e gfra, T F T @, st v ar ant a & g, Sed & e 31 =% % yores an
T o ST7 T o WSTLT IT TUITAT STET ST, 371 o AT AT ST % SHdehl o ST
forw sworfra 8;

T 39 TR o SIaetd, ST FiE A-SATHHE Hihear gich et aina =rehear
TR % AT SISl ST &, o FREtadr € ot § Sar atha T e it gear i sa#6r
T -TCATE -3TTHE =ITehcaT Jieh o AT AL-3ThTHE T=ehcdT IR T LT 3 IEaT
Fr-TAearas atea T gie & sarted gar g; 3T
(1) ITEE (F) # ARy -smamms R I aa a0 7§ W ST, Tt a8 UET o6 o\
2 forad A2 sirweftar 3eare arfie 72 2 |

(iii) waTat & afewsor i IiaRa w9 & forg A-srwwes R giwa

(F) ITET (@) F AN T&d gU, UHT qT-3hTHa =iencar Ik aF av 1 § &l SToaf, I
Fg T AT AT 6 3177 5241 AT a0 | fAu=e & oy swarfa s g=41 & Stfass a7 amataes
TqFeR=ToT A7 IUTAR e F forw serfaa 2

(@) ITET (F) H TATHIEE TT-30hTHe (= TehedT i<k a9 a9 @ § T SITUI, TTe sera
IYTACT I AT HEAT o AIE, TTeheaet AT et sTeaT-aaet gIeT T Smar 2 |

(iv) 31 -amshraen FarfacaT e

(F) UHT I-smeRTHE =T Iie, [ @ (i), @ (i) dT @< (ji) 90 T8 e[l 8,9 a9 &
¥ @ oy, g ag et safch o "@eael § dgi odt g AT KA AAd AT ok Heqey §
AT 2 |

(v) =t w2 % forg s (i) ) R giea

(F) ITET (@) F T Td gu, UHT smhraeh(eri o) Frfrear gt qa ot & § <=t

(1) @ STEITT TART & forg smerfa & 3w
(2) ag TorelT |iferar FrfercaT i< & a1 SISt ST arertaa g1 ) AT
(3) @g Fae At & ferfehcar i< o & SISt ST serfaa 2 |
(@) 3TEE (F) § Ffde F s (e =) =iFET gtw a3 ot g § @t s, 7t -
(1) 7% Freft Fotrer A aret wag o7 o fhy S 3 o smarfE g o
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(2) ag ITervHe f2reet! T sTaenuuiT g |
(vi) sreusnTiorg waeT % forg ssrmsn(erdx form) ifdrear gk
(F) ITET (2) F Fefiw w2 g, TR s (e fuw) Rl gie ae "t w § w=r
(1) T ACTHTTTR TIRT o forw swerfaa g; 3T

(2) ag TorelT \iferar rfercaT f<n & T SISt ST rerta g1 ) AT
(3) @g Fae At & ferfercar i< o & SISt S srerfaa 2 |
(@) STEE (F) § e vt smrmen(ee ) e g aa ot & & =& srost, 7f3 -
(1) a5 ot Fa-foae & |t @ a7 Rt o7 T | Foideg(F14 &7 9&T) TF T
foreft ArfRreeT faee & v fro s 3 forw sarfae & e
(2) a7 aeTeH fBreett gIT SAaenuuii A5l & |
(vii) Sreaiers TART F o s (TR @) R g :

(F) ITEE (@) F el T8 gu, Fohelt smonraeh(arie ) Frfehcar i<k @& a1 1 § <&t
SITosfY, wfe 3 dreTfers A F forw srafaa 8 o ag fr |l e g a ey
ST STeTtd F51 & AT A7 e a1 & (= (ehedlT Jih & SISl ST arertaa g |

(@) 3uEs (F) # e Ut smrmwe (a7 ) i 3 99 &t g § @t s, 7fw, -
(1) 7 ot ga-foae & |t a6 a1 Rt ol T4 | Foideg(F1 &7 9&T) TH a7
Tt iRt faee & s o st % forg serfara & s
(2) a5 aeTeH fRreett gIT Saenuuii 75l & |
(viii) afaa T gieat & 999 & g smrmes(eriR fBs) R giwa

U SRR (T ) FrfehcaT i Sae Y= it sty &t e o foo faar, agasr g &
T SITUA, AT ag UHT et afong ferfehear Ii~F &, ST ant @, a7 7 47 a9 o § o’ g,
Tartore fre s o for smerfaa 21

(ix) IreAT AT % forg areas s FRrfaheaT gl

(F) ITET (@) | (F) F A0 g gu, FEATHT TI0 o forw serfaa areaa staprae =rieher
<R (P =0 @< H ST TR ATSAT o7 SARTHE <A ThedT <k Hal TAT 8) a9 & § Tl
STt |

(@) ISTEE () & (F) F e Tgd g, FTEATAT TN ATAT T SATHTHF (= 1ohedT J<h T
¥ & § Tt ST, A% 98 O STAR-TT e ITF g |

(3T) STEATHT TART ATAT AT SAEHRTHE (= {eheaT i<k ST a9 § T@ T ot 5 3t &1 ag
Tqiha FITehcaT ik AT 0l STt g S8 a1 ag SAIora il ST Sertad g |

(%T) STEATAT TART ATAT TEAF SATHTHF = TohedlT i<k aa a3 T H T 0T, T( T8
AR AT 3 &9 § FerT o J=T % o srafia §

(F) SEATHT TART ATAT T STAHTHE <A TehedT i<k ad av T H TG S0, T(S ag ST
TS AT 6 [orT Serfa g A1 71 adi? g7 §quid: A7 J&dd: daeniud il Sl g |
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(F) STEATAT TN ATAT AT AHRTHSE (=Rt IRE qa a9t 1 § &l ST, Jiw ag e
TIRETT YOIt o ATea®  FoheT sitoefir Ieare o wormae & forw smerfaa g i T yermas
et Ofa § FoFa Srar g S FF "t &7 F afiEwenqa g

() SAEATT TIRT ATAT T ATRTHE =TRedT e aa a9 o § T JT0stT, Jfs ag fAfAfe
T F el TTERT TUTCAT o6 e FEqe | AT Z AT e 1 THALIAT o0l (S o Ha,
ATTHETAT T AT 3 70 90T 3 T ST 6 Hrer §eqel o /1eq¥ & TART Fil 6 (o0 swerfa
gl

(x) STeg=RTTrE SR & forg e s Rifahcar e :

(F) ITEE (F), () 3T (F) T AT T2 gU, ACTRTTTh TANT o (o7 ST File ToTqH
AR FoehcdT IRA(SH @S H ATRTToreh TART ATAT AT SATHTHF (= (ohedlT Ii<h gl T
g) &t g H T AT |

(@) ITEE () % AT T g, ATRTITeh TART ATAT AT SHRTHE (= {ehedT i<k qa st T
H vt STostt, 7t a7 o § vematae aivads am F o srarfaa &1

(M) 3TEE (@) § MfEE seatier TRt Tt aeaF ArHe T I a9 a5 @ § @t
SITUAfY, =t =g forelt < § o o o6 for srerfa 21

(FT) STTTRTICTT AN ATAT ST AR (o fehedT Ik q& a9 T § @l STt ate g et
e IeaTe F wemEd & forw A s A F = ¥ 59 F v # foru anerEa
gl

(F) ACTRTTCTR TANT ATAT AT SATHTHF (= (hedlT i<h ad 31 7 § T ATUIAT I( qg SATah
THTE AT 6 [oIT AT AIEE Y g7 Aq0ia: 7 &I e iud 0 S 1 AHEs s 9
eI TSR TOTTEAT 3 HTer Teqel F A7 Z= T Fest T TRE=eoras $f Jfe F e, arfaefin
T AT T o7 3 =9 ST o e deael F Arewq § AR F2 % forg smerfaa 21

(xi) Erefamiore T F forg s R g sk awas srems R gea

(F) ITET (@), ITEE () ¥ ITET (F) F A9 @ gu, drehriers T3 * forw g s
FrfereaT e = e erea srRre FrfercaT Fie(RE = g | et TRt ardt
R Ii~E Fgr 747 €) T H T SFAOAT

(@) UY SreeRTiers T At e gt a9 v ' § el o, afe g e s
ST o o srerfra 8

() TR AT SR At T IfE a5 7§ = s, 7t a2 -

(1) T2, Fea T TREALIAT AT el T TTRT TUTAT 6 e FEaef § TR 6 e
= foro;

(2) STraq-gae a1 STaq-gem 2 & o

(3) &ferr Farfeream 7w 21 & foro;

(4) AT9E QI T HTA: AT {EAq: sraeniua Ry e % o
(5) feft sirorefiar Seqme & wermee & foro; a7

(6) F&T STV B F [T, Sera 2 |
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() ITET (@) F AL Tgd gU, STHTTerh TANT ATl (=61 I aa &30 7 H T&l ST,
T 78 X # TEEHE Tadad a1 6 o smerfia g |

(xii) ST & T AT G- F forg afeg RifFrchs R g :
(F) STET (@) F N g gu, FIs AT ffhceia =fhear e aa avt @ § T ST,
e a8 AT TIT HI SolT T&IT HA AT I SHofT T SAETH-TETT FLe h [T Seriaa g |

(@) 3uEs (%) # e wE atry et Firar e o o 1 7 @& S, 7f@ e
T TFIA, T ST ATTART-EAA 3T AT SRR % TR T AT § T@d g, FHol &l
TET 3T SMETA-TaTH AT TREFCHT T o (S8 Ara=eor A F It & Aqrea™
o) T ST Eear g |

(1) #re |t e e aa ot 1 § &t ST, 7fe ag Gl ot 1 aret @t G
FrfercaT gixe & =T 77 areite T & fore o1 39 we-fAeaTes & Torea: garfEd w7 |

ST 2 o fory sertaa 2 |

(xiii) i A=rias FiRr g :
(F) ITEE (@) ST ITEE () F AN T2d g, I gl Farias e gt qa =t @ 4§
(1) THT ST T, ST Foh AT L g7 A0 6T STUsty, F&rT 70 e | T30

o ST o fer

(2) FATRToT-HOSTadT % 9T [&Aqeor 7 A1 giafae o § T30 60 S a6 forg; a7
(3) Heea ot erfe-fora et wiwrarsit & yeaer e arfAefisr & for;

eI 2 |
(@) 3uEs (F)(1) # e w2 atr qar=F Frar e aa ot & § @i s, 7€ ag
e el TRIT o 9TIT 1 Z9AAT AT Hehe sTavh Ifafad § Toh1er F TEid g o o7 T3
R0 St & for srarfaa 2
(1) ITEE (F) # Afcw #r2 afra Tariaes Fieer ZiRe a@ avr 1 § @i o, 71f3 ag @@
IoqTE TaTHT gt fAfAfey w7 9 -
(1) Agea ol a-ToraTen e T ie il ATiHeT & forT srerfad §, et e wewe
&1 wepfa THT & 6 2o aormreaasT TR T e S g1 T (S e
TaefT FT-FAoATe, a0 AT Fes T dRT Tt 3 FRATherTT & s BRT); AT
(2) U=t ForefY Aarfaer Rafa § fem % forw swerfaa 8, stet Onft smae dshe § 21
(%) T2 AR AT FeRcar e aa a3 7§ T AU, T g A0 [ R0 &
Ieasi & forw s Aarfaes =r siagy fAfror-friEreT & sy fro s 3 forg serfaa €
(F) FrE AR qariah Frar e aa av 7 § @ S, afe 9g 3uEs (9) § Afee B
TqIhT AT =rfehear Fih & 0T A7 AT AT 366 F1E -1 H TFqq: TArad
FeA § g o s 3 forw srerfaa 8

() ITEE (F) F ¥ w2 gu, w2 atrr M g~e ao @ § w6t arof, 7t ag
BT aee o ® 7 3w 7 R st Seame, o geefy g= 97 e werd F weE AT
foreRe o forw smerfaa 2 |
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(®) 3TEe (F) # Ffde w7 abry FiFrET gie g a0 7§ & S, Jfw st 3o,
oI HarefT o AT o= qaTe T T A7 Aehree T Tfa § rar sirar g S At
ATAT T &9 | T@d gU HA1ad &7 § TEHHeAT &,-

(1) st Ieama, oriw gaeft &=7 A7 9= il i,
(2) w&faa orT &1 9Tr; 37
(3) TerTe= AT fAveTEe T Tgfa Sl ST 91 |
(xiv) I+ afaa R gea -
Frg @t S e, S soee (xii) 377 (xiil) g 72T 21 €, a9 % § T& ST |
(xv) Ut FrfaT g, &9F st S gafae § -

(F) STEE () F i Tga gu, Vet g e g qa a0 7 & vl s, afy seE tan
F1E TaTs A o % w9 F qurEy -

(1) ForeerT =t gorsp &7 F Y=RT FRaT ST 8 91 39 Fre sirvefi 3o qwET o
TRATT; 31T
(2) ST HTHE T I UHT 6T 3 979 1 T T g, ST =ATeheaT Jih T ST
gl
(@) 3uEs (%) # e e 3w 7o a°t g § @i s, 7fe gares a1, atafem
3T 3T eI FATT 70 AT T ST ATIT Faelt SToeavsti § Zeurd 2 |
(xvi) THt Rrfercar e, Pd oy sk 7 ffrd, Sas a1 e gafRe § -
(F) ITET (@) F 9w T2 gu, e i gie a9 o=t o § & o, 7fe =3 -

(1) TEL AT AT T 0T THT FHITAFTAT, FART AT RITAHTA JT HAFl 6 FcATaT AT I TRl
TG ¥, ST STaq-3749 g a7 Svg, S{Taq-37e¥ a=1aT 37 2, [ Ha g 37 398 9 GA19e 6,

(2) Fewoitas® a1 Raifere gt i FITAFTA, Fasmi AT HITAFT AT HaFl % FcATaT AT IqH
et aga & AT g a1 398 3 aATEE ¢ |

(@) 3uEs (F) # e Fre e Iie T av & § T S0t JfS a8 UH Sad-ereq 79 SHaht
T Ik FICATET &, ST A STeehed =T o Heqel § T ¢, P HT g a7 396 T q91fae & |

(xvii) FRsfraTp<r a1 fwar % forg Rl g -

(F) 3UET (@) F e Tgd gy, Fre FfraT gie qa 3=t 7 § w=&h sost, 7f? ag AR s v a-

(1) Foreft srer frfercaT i< o e,

(2) Tt st frfercaT gfw  siea-fawg o fEEsweor, =

(3) FEqer ST F FAEHA, RIS, TATAT AT TAF S g TAN U S o o smwerfaa & |

(@) #rs =T i 9o av @ § et ST, e ag T s T gie & Bewao & o

st g =99 94 T wareadt i [Asitara fram Srar g a7 saer sia-faeg s gar 2 )
e “ded-faeg e & el ferfereaT gixe w1 Gl TRft o s e & S 9F G

T faERAT S 8
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(xviii) TreffAZree s & ferg Frfaar giea -

(F) ITEE (@) F AT Tgd gu, UHT =rfehcar qih, ST TAT=rer 7 FoRefT 1 Sohteeh TRT & S0
1 farfia e & o7 ST=eT | 912 ST smertAa g, A’ T § wEr AT |

(@) 3yee (F) § e Ffre gt aa a9 9 § & S, afe 3g # 3 s S ge g ar
ZTERTor AR % forw serfaa s s FrfheaT e & |

HAWT-2
w-fagr aafAs RifeaT giReat % forg stifes afieor swey
1. ZA-fagr qartae T JREET F afiewr & forg aremor e ie:-
() FR(TRTOT I T AN AT JRAT & STTAT TSI FILT AT ST

(@) AT qRE T TIRT UF T I<h o6 GG | HAT ST S0ertad g avr T i<k 0 avior =aq
TAE & H AN R0 | STATLAT I 3 SATerheea=q 369 <h &, FSrer arer It 717 7o Simar g, 995
&7 F AT RAT AT E |

(1) A ATFEAAT, ST TRt IR T =F=rar g a7 Rt IRF 3 TI0T /T TATET F2ar g, Taa: I av o
qArg |

(%) TG AT AAT, ST T (=T Ih § i Tgi § oY e | I8 THomH) 9% e
ST Yo Fd 8, IET a0 § T 1A S 2q-faer Aer Fihdr 7w § et ag R g =
ARTIH e (= TeheeT Fieh & STertad THos & AT a1 warea wear g |

() @ (M) T @ (F) F A 7d gU, 98 Ay, S G z9-fEer qaarfaw R gRe |
ATHE T2l &, @ 2 H For-fafafae avfiaweor Suaet T TART iteh avfigd ot STTus |

(=) Tl srferereter % =mer oo fov ST 3 forg sl storerrersnt 1 St A9 § AT ST =R
TS za-fagr darfae e e e 2 |

(@) 7% uF & qfF A1 e e @wp 2 2 A1 fAfRatar grr gt ¥ oo Rt sr-foare
AT 9T UH FB1T (AT AR g, Foreh TRumHeas T 3ga¥ avisl g1 T+ |

2. e gfrat & afisreor 3 forg derdies ey g -
(i) G=T el T aaT T F forg g9-fady AarfAs Sane -

() PRt Za-fagr ATt frfhcar i #1 aa a1 7 #§ T@r o ate ag T oF g9 w9 i
AT =t f=mTar % =2 g9 A7 9qT AT § TN Hd o o srertaa g, S e, -

(1) FaATRATT, TF, Th Heew, Th TR, HITHT, Fas AT ST 0l H=L0T JT TA9T =+ forg
STTHAT & [T F7 T 32 & et T, T o, Th ScATE, R, SHas AT | & a7
(2) UAT ITUTHTA LT FIT HLar g s 9 7 37 A% 2 |
(@) Foret za-fagy darfae ffercar e &1 aa 3t 71 § w@r s, 7fT 7g,-
(1) et == T e Y FEerrar a7 RremTeeaT F 3589 g F7 74T S,
(2) THTEqeFAE 527 7 Th § TRt UH ShTHeh 8 i, forereh fiffT s8me &1 Jifew g
(IaTRTud, e MarwREyg a1 e afaffey) Femmar wr aar @,

(3) STET =9 &1 *T Hgea Ul ST g o et st oo & afera =afe a7 a9 it geg a7
T 9 arehdT 1R ZRMT (ST, FAHTS S AT FHIHAT, AT FRA @@ AT A fEe H-afags
TCRIATR T ATAT) TGT UH HHTHE HHE T IdT I,
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(4) Tt st =T T AT IThT STEFHTAAT R AT e F2A At g F gHa
ST, ST T T AT 2 oA e & forg sresprerar Rufa ader;

(5) ST&T Fal Fg Sad g o Rt rorq aRoms % giormaeasT UaT TR ST gadT
e g1 wehar g e wereasy qirer fohu st arer TRf & o ue sree smoremaes Rt dar ar
SITUI(IRTE LT, TFAaraor TR § ArEafRaarad, Seaaraed 7 ghiel ool a1aed) agi dhideh

77 fRerfa = eresrrer Rafy &7 srgemer #49;

(6) TRt 71 =afRg R st yaam F R s Fa F i ar F F Rem F O+
TR FT T F;

(7) AT ATTATIF T, ST e FIaLiied JT gaieerd T % (o7 qLeqor FHT,

(8) STET Fal a8 STEH g o TR Taq TR % THRUTHEa=T UAT TR(T ITATE Faeft
frfere g1 aehar g e wereae qirer fohu St arer M o forg ue srerer smoreaeR Rt g=T v Sust
(STTELUMY, FITS U HIH, HTSFAETITIT IT AT T3 TLeA0T) agt sfioefit Scarai, Tarat a1 sitash

Tl o T T AT F;
(9) SITOTSIT ERTHE TNT & TEG UTFT F Te, S =0 T THIATSHIRE! a19<d a7
SUCTEed | ATALH, AT SUAISIS U 3T TS 4T guersied 1 aTa<d T &IH SHIAIShigH! araeH); a1

(10) T | STewITq Terehmad, S =1e Hg ™ A7 Tarear f&ftheT, &t S+ Fed § TN 0T &
o safa 21

(if) T TEIHTOr AT Fash A-FAgieer F g w-RE Ferfs sae -

(F) ITEE () * T Tgd g, et sA-Taer AT =iehcar I &l qa ¥ T § T@T ST J1E ag
ToReT U T, T=F W9, Th SACITE, FRITSTRT, Sdeh I1 337 T, S fo Fafeerta, s=mor a1 g &
T smerRIa g, TTaeear sadt Safa gRtEa Fed & o T g0 a1 Sas avi-=eiaor § Y30
ST o o srerra 8

(@) 3uEs (F) # e G - aar@es R 3w ad a0 = | @ S 7f ag
U .3 T, T 1T, e 1afa, e vah, faw wgf(ssgond, wa.uw.u, ud-wfr, id-fre)
= FIETE Th THG T AT Hdeh av-Te 20T & for ST /e ST o for srarfaa g |

(iii) T=ra: wdrer ¥ forg - A s s -

(F) SUET (@) F TN Tgd gu, et =9-faer Aeras e i &1 a9 a1 7 § @ o 7t
T T T  fory s R st 3 forw smerfaa 2 1

(@) STEe (F) ¥ ffde Gl =-fe dafis ffrar 3w # 1 ag ot g & @ s af Tz -
(1) OF gLreqor qaiorm, S et et s fufa i sraamor s & oo gt 8 4
(2) U ST TeAr g, s ST TIRTTET 9 g iy srvfe g,
ITH FTA § TART 60 S % o st 2 |
(iv) Teft-wefiy wdreror & farg <7-fagt ATl saame

TRt =a-faer Farfae ffrear IiRe &1 aa a1 7 | 7@ ST, Tt SRt T3 Gt o T oo
7 ot T TS0 e STFE T | TRI-FH T T o forg T Sirar g |

T Thvaa T AT, Re@g Tou i @1-RufEe T8 v gtimreaes qeart % forg
T |
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(v) 39-Fay AR wikarst § w2er e s™ 9 g9-faey A s -
() ForeT =a-faer Ferae e ZiE &t av & § @r s,

(1) 7% g Frs it a1 U= 1 95q & Sad v # @R s & S s sae w=r
g et AR wher & gefea e 27-fE J=rfs wfma ¥ P st a9 % o srafae g

(2) #f2 =g Bt za-f2r F=rfa wfmn * foru AfafEe =1 & v frg s % oo srafaa # g
SYFLI F ;AT
(3) A 77 HIE THAT I 2 |
(vi) s=r Z7-fagT Aer e Sae -
&) Tt zo-fagy Ao AT s T aa s e d wmr S aflk s @ (2) () T @
(2)(T)(v) AR LT 819 & AT

(@) g VAT T AT e g SEEr TR aRemHeE AT [ureds quared T & fodr G
FergeroTTede: TR AT IHF AT o FrA-fAeTae  fFerror % forg forar Smar 2 |

FSAUER SR

R (12(2), Raw 15(4), Raw 15(5), Faw 16(1), e 16(2), s 24(1), Faw 27(1), =+ 30(3),
Raw 30(7), Mg 31, f=w 33(1), aw 36(3), Maw 37(1), [aw 45(2), Raw 52(2), Aaw 57(1), Faw

58(1) fe
gt agaT iR AFREhwr s F fog w3 i
E: IEpE R 4t &, R agi
St ST ($) §
RfRfe §
(1) (2) (3) (4)
1. | 12(2) srtergf=ra 7T &1 ToretaRe 50000
2. | 15(4) 7t o FrfereaT e & EfRwtor seerfa,—
3 (F) TF T, AT 5000
4 (@) e g i 1 | 500
5. | 15(5) 7w g T 7w i Bt sa=t
6. (F) TF T, T 5000
[ (=) W g i 2 | 500
8 15(5) R0 T AT A 7 FrfeRcaT giw & EfAwT et -
9 (F) T TI; AT 50000
10. (=) e gt e e 1000
11. | 15(5) RN AT a9 & T=fehedT TR o AT a7 T J7 a9 o il
e et

12. () TF T AT 50000
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13. (/) a1 T AT a0 o 0l T G =rehedr I<h 1000
14. (3T) &R & AT AR & F T groe F=fehear gin 500
15. | 16(1) IR & AT a9 & F=fehear Ik & BT £ 39 aqaty
16. (F) T TIA; AT 5000
17. (=) T qisrer et i 500
18. | 16(2) T AT A feRar ZiE F AT i 39 e, -
19. (F) T T AT 50000
20. (@) TAF ﬂf‘il'_ﬂ e ﬂﬁﬁ 1000
21. | 24(1) fafamtor srgarfa o Sam st e fie,—
22. (F) TF T AT 50000
28. (@) a7 & 7 a9 @ i g qive e giear 500
24. (3T) &R0 T AT a0 5 T T Groe =rehedr I<h 1000
25. | 27(1) ARTA e TOTT, TV, e TR, TLET, T 3T Tiereror

= forg fAfewTor #3 it e s, -
26. () Wﬂﬁlﬁﬁﬁw‘c&ﬂﬂﬁﬁ 500
27. | 30(3) T o TefohedT AI<h oI AT ST, -
28. (F) TF T, 3T $1000
29. (@) we g =T gie $50
30. | 30(3) 1 g FrfercaT g =+ o smaa st -
31. (F) TF T AT $1000
32. (@) wer giwer T g $50
33. | 30(3) A T ST a9 7 et giRe  fore s sy, -
34. (F) TF I, AT $3000
35. () s g e afw $1500
36. | 30(7) sty foga, ag arEr g B $300
37. |31 saTet farfawtor zoer v fAdveqor $6000
38. | 33(1) STATT STATH TTTETIOT HIeT
39. (F) T TIA; ST $3000
40. (@) = F AT 3 g At geaw giae Frfrar g, $50
41, (3T) AT I AT A F 0T A A A ThedT Iih $1500
42. | 36(3) T, TR IT TATT AT TAA % o0 sramay srate, -
43. | 37(1) LA STETATA IT HIGAT A TohedT FEAT FIET TR 6 ST 6 500

T sreawroTTeR FrfercaT i & smama #e & o s
gfesr e g & Fe
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44. | 45(2)(F) AT QTR SAwa 0T o HATAT ehl ST 100000
45. | 45(2)(@) HEA@ Ul AT ST & HATAT shl ST 100000
46. | 52(2) AT - ToITaT qediehe il Il 25000
47. | 57(1) A UTTcH TerehedT Zf<h o SrATa A7 fAf=wTor i o= 50000
48. | 58(1) T =A-faar dartae FfehcaT I o s i o= 25000

ey gt

[Raw 12(2), R 12(6), fw 74, Raw 75, fAaw 77(1) 2fem)

st e F s & g swga f M ardt e, S9% wded dK Fd

-1
T TH.ST.1 ¥ araed & qra Ry 9 9 a&qmaw

1. &S vt sfegfa M Fweie e st w1 Fefofed aearest & gearata g

EUIE
(i)
(if)
(i)

T3,
7w 10 § genfRfds wdt yemas s g s Rt s s THToT;
srtergf=ra T & fiax SATSAT & STLETAE Sl RAIE e & =T,

2. AT FIT TA gU AATSY TEIA HLAT 1o,

(i)

(iif)

F. HAA;

1. e AT 39 [T & §uirar war, S| {39 15 % a3 (1) F 6T srae &war
o7 | AfATE aeT Feaid AL & Ted G ATeg=q T F7 sfated har ST | a8 darar
a0 AT A g e g % e fafReior waer & Fag 2nft

srterg=ra s & o UF |/l /et A, 9 Ba 99 w1 G99 grar ¢ AT q1Ed gf S9ar g,
TEATT FXA, ITRT [ATGATRT 3T THTETH FIA 6 [0 AT TATAT ToRIT g | UH ATAA TR AT
e =1 srfsere TaT ST |

afegira e, SEs o Sad e, s T gedisd s g
FaTeReTT e o g Saverl wifds ot 8, 39 Icde ya & daw, e oo
e srfsfga o s €, gie &1 Rsireaw, fRfaEtar, sererar ar JiasEr ar 39
Al H & Rt TershTe w6 e arfaeha fafater g g

fAzere, FAITAF ST a3 qeaTad haTwaTT #ed & forg Iaerlt 16T
T+t ffemtarst &, P oo afega Fem Fatoor wwar g siv sa Gt
= ATuISas JIAARET 9, Areg~a =Hd g0 39 A & 309 39 3cq18-
g & foru, e forg ag sfef=a g, =a= ghn |

ST =ra Rt o ATTHE TETd RAAT o Sarerd aermell sl 39 [aamr
=T =T qverr whERaTst AT SEe fAfAwT § siqafora 98t g |

T 2
aftgRa Rem F wde i 7
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9. 74

EIFEIEEEEREEIR

(i)

(vi)

(vii)

FHATGE &l UH T oA 1o S FeATa dionara & gae #, Sees o srfegg=a R &
srterfga R = g, tereqor &,

FHATGE &l IT9 A=A 6T TIAT § HATerd TITH AT AT AT T,

AT T AT HIHATY, T ol HAHAT Aled Taqa &9 F 3F FHlfe i ATTETAH
qATADT § F3T,;

g gAtad wan & AR oiw 3o Fom 26 7 i @i gt w1 aqame w3
%
e fafawTaren &, Sreh Taer it §uLrer i S Tl g, T 7 92wl TS A8l R,

T giAtaa w39 dudies Afawir e s e e & vF gt F oo, s
g T TQ &, T &7 H AT Tar Y [Aera=iar 8y #3d &,

UHT TR TATTOT T 377 AT TENTT e FTerdt Taem TOTe T = |72 SHAT AqITeA
TaieT grar ar |

. gder F forg gfar:
sfergfra e fuferfeaa & § godrer wam,-

(i)

fAfAaTar 7 FITrET Taem TurTel! =9 9 FLrET, SEer 70T T $fiT a&qas a18d
TR Hieh AT @l Fal AN &, ST-SHaTL hl Tradl SATIAT ol TTATAN *hl =T qrfad
EAGER

1T AT | TR TEATASl T qohed 1ol TH A A [,

Frald LA T THI-THT T AT a9 HGFiai o Teqaah q1ed il qLrar grer
3T 3ve T Fleh TAETAT TATIUT FAT;

rfercaT Ff<r T FIferdr, gRaT T SaET wE-fAearET gHtad # o sa [yt &
FT TSSITe IEATaSll o AT o T [SSITS e ol ST=aar SATUT HeAT;
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Teted foega ST gieT 9rfeu |
7.4 stfa= gRen

o7 ® e | TF 790 A1 "a g F asft arnft i g1 siafEe g afgu) = amfe
forT, =TaT I7 SMETaTet F FI; FaTs, THERTOT, TRI0T, TLEA0T ST Fd=hi, FIOHRT ST UH 7 F qareqi &
e SRl off & ST AT w | ThRaT Efameemeor afumt &t a8 g # & oo arfaer frar s
=1feu o frfamtor st @i sifee Strfawt, R EompEt siv s 9= w0t # 77 T & oy @r
TIAT g | EHEEd SSeT SAasRa s (S.09.5.) a1 daEd SsiueT saahd A (3. 09.3.)
TR WY Yo o0 ST AR |

HTAT & FATT IUTE T TAT 9T T AHAT AT Feed 6 forg arfoera v i wgfa &1 of &7 F
FUIH T AR |
7.5 fagwwofiacor

STet g 1 v fawewtAT =1 # o srar 2 agi St § e Aeswaviir fafemmersr %
Tag § aega STeerd, S siavid [EHAadr 6l sTedl, fafad JTTHl % SATaT STaATL T, qesTT
Treror, fErEmwAT srafergi (At AL 21) F forw aieAvr siw enforen fatemreasre off 8, siafae gt =12y |




[ 9T IT—8v€ 3(i)] WA T SIS @ STHINOT 59

fafere =7 &, g BT s |, T4 TEid, ST FAEwAudar ArarE w97, S9Aed
AT, fafga a9t & e At EEFaiaor Terhe oY TRuTHT T 977 JqE e M7 91 v |

TtRaT =T O fefemreeer & "rem of R S =Ry | Bt = 9, wmd S s
e ferast o fAferarersrer % forg sreeT a1 e ared artee g |
7.6 TR AT S} Rt

T ® dvead? RS &ir G@mm whhar & @99 § S=arr & daw Ie § Ja0-94F
ATFeIT  TATEATTHIOT FT AT JAEE ZET AU | =7 AT | &fw &7 7 offqw s HEa 9 @
qiafyer oY FReY Ferely a7 areafeas® SuEhT araraeer, g ° o o gt searae, Efeeaser siw
T o Hier TRH oA g AMEU | THH g6 (99 greaa? Aeamar o Sgi a0 8, daaiiwe §
uReferd s=rad d51 #7 s o gt AR |

7.7 9 AT

(i) gt foreft a9 wTee H Fearensd qReAT oY w-fAvures 4 gt sraeaw fgial 9 agEudar i
AT TG FX o (o1 eTeae fohw a0 &, agi S § faega See siafae gt =1 |

(i) =TT § wemaa F szed, Grnfafy, ofom, g siv fewd siw s sErETer et &
AT AT TEATES T FUA AT AT | AT 79 ATSS AT FA HT TRTATL(SHT TRATHTS) T ==70 Al
ST =ATRT |
7.8 &% Frafy a1 ®nfde T rer

ST & qih & Mg 9oF Tare & T FIiel T TAERIAT AT F 6 o0 dd
Raear =TeT quT FEata® quT Ruar ST, Tl dafay g A1fEy | Ruar stemae A % o e
T [T ST =TT |

7.9 d=1fas qrey

SIS | VAT 93T A1eT 9 gMT AU ST A i IT e HEidl &, ST 3 a0 2 g,
ATETAT TSTHq FaT § | THH ATqal A= 1 & qefi= erfafafds dafs seauw § siavfRas aat &1 aie
T FT AEeTFAT ¢ | AR AT @-Faifia g Suasy & 91 AfAatar ® oo == fewt ¥ agar gam
TERTTAT ATTeed % AT-8T AT aHqeddT Ged T Teqd HedT a9d g |
7.10 FRquE-weETq R ster (aadar Raifér)

v ® uu-warq AT a1 aqear Rartén g s GfamEr grr S gia Ser s@qaEe
BT AR, S|H o foreraat sfiw 37k o1 #f 75 qemeres T Hare Frarsai & 41 ared af |
ST TET T T5 ST HY TR 14 ST 24T % STa Jal g |

AT
IRAEE] TEATAT

T
TEATH
(Frfawtar = wrea & s&er arferera srfvyerat i qer/arey)
%UTUTI

1. ST F ANTEAST Jeqq it 72 a4} Fare saearht =nfte gy gearaia siv fRmitea g =rfu |

2. 99 IFHMEA THII T a3 Fae a=1 & forw a1 Ieara &t & or yqmorTer weqa B st
10 |
3. weqa o Tw |t qaTors fAfemTeaT srate F e g A |
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4, UHT ToRET STt % ST H, ST S50Ta 6 o o0 gEeTd dgi g, ST T8 6 Ed TE/Eas § 0]
Tl 2IAT A AT ST HhIT Sl AR 7 g o 1ol | &0 S AR |

5. ITUTH ST U AT AT TG TET (STH TATS LA AT (ST IT ZIE AT(S) F BT H TEIT il ST
TR |

TR Il
F-fagy AariAes Rrfbear aiReat F forg aiRe wree s
1.0 FRFT AT
farfaaTaT g U wEw arier AT s s s9d At safae grm:

1.1 Seriaw et o gag § YT auiaTcae ST, smertaa YT i< fohe &1 avf, fohe & =g
FeAu(afT s §), e &1 g srafer siw Srivre i siaaeg =1 ama

1.2 9eq | quey 7w f A et et a1 92 &)
1.3 IIHLY H AIATE A ATAT {1 § IF Ar =7 frAa
1.4 B2 F a9 § ot S A ariE § e # B s

1.5 o U RAfFTEaET sEEar ar B sewfa-we f g (@i e
THTOTIST il T T&d A7)

FH, | IAFTATH | AHITGT AT | SAHITST oh | FIETT T fhe FT a9 | 79 AR
SEIP) HE=HT S/ ELIRNEC]

1.6 1T AR & foru stfaa fRaes 1 Rafa

29T FT AT TR T T & T weha | Tiored R Rufa i AT/ IeaTEe, A%
[EIGRIEE? SIESIE] F1E 2T, F FE
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1.7 <R T AT 3T FA-[AoTaT Faeft ST
(F) ITEH & AT F TTAa=r AT ST &85 AT AT Fidrs

s "FedT & o
EIRFERCCAl =9 At 3 AT 2 ATe AT A srgfay (RoiE i sven/per fofia
THTE)
T AT GUTIHF FHTLATs (TF. TH.H1.7.)
U TE.HL.T. & aig T UH.H.U. & for s

: (@) =tz gir | efofaa § & 12 siqfae & @1 Refaied % dag § quiarcas STl a1l draed=
(1) ST=AFRT FFTY T T AT AT 7o T 395 AR
(2) FITAFRTG, Fash /AT Gewsitasm Ko ive I & A
2.0 foe 9uiv SR Scae R, e siasta suiawer ik Sy i §
2.1 giF =1 Ui
i< ATEe wrze § Merferted e FuiacH® STl gl Jau:
() aTfeer el AT Srertaa TR | 286 savia et g1 #hd &
(1) =T TAT =T
(2) T FT (a0, Shifaw, arfafedar, drfaes a1 fee § agrET, TRr w1 =207 91 IqH:
T[T TAT A § FLHAT);

(3) a7 fafafds fgf, =ar a1 Ba &1 e Fed SEHT 9a1 Fe, TRATNT w97 =9
2 o forg ag serfaa g;

(4) FIAT A TAATAT g ATAT AR,

(5) FAT Tg I[UITCHS & STTAT THTITHE
(6) STUTerd T T Fohew (ITTE, HIXH, TATSHT, §Y0T Th, FHas arawl, ),
(7) TETeAoT % forg S

(@) STLIRT ITATHT (FTLTOT A f<h AT FIF);

(1) 77 wgfd % FRgia 7 Jrerer 9uid,

(%) FTh T SITTEH 92 ST av i,
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(T) THEHT T AU (ITTELIM, ATHFHHS, T@ (HIAT T SALTeTEF) e i q=a &l, FaIa
TeEan! o ATHIHATATA Tl AT U (SF TEETS I, Ueloid, Thdsh UHe TSHY) 3T et
AT 2T,

(<) FaTfeer el % |q1 Y= T T TEAT HEr ST qiveaE |t # auie a1 96N % oy
fRrrfer fro sro fafRgert =1 aoi+;

(F) TAATITT 97 o ITHLVN o forT: TR I0d A0 37 FHitT q2erf T Foi;

(7) Eer=Tiera ol o fore: Suh Fo-fa=ame eon 71 qaidd d=-fawme v qoi;

() =T Tohal o T T el ATFea I HT Ui,

(3T) UET S=TF el 6, ST Sered FiTTs STua, ey famamet/aehmel &7 avia a1 §q07 g1,

(Z) UH ITETAL, A A% el T 7 Iearai 1 avia, S 6 warfaes f#hd 78i €, s e
Rl & Jga § 97 60 St % forg smerfaa & |

fafawtar % q@adt gite seafxr siw/am aweT et a1 gie 1 zfem
2.2 Wt et 59-fEy A= R gftr & forg, S Bt off S & ansft o S i &;

STeT SEaeT HFdl | ATETar Tai9d Feed 3 AT IYITHE SATHHT TETT e o [oIT TET &, Jh
e W | Aeferfea w1 | o= s g

() TafamTar #t =7-fFEer Tarves i gie it @adt st 7t a8 Eemm g s/
(@) AT ® Ietey fafamtar i aaew z9-fgr derfas 7w |
2.3 Tt fadt ga-fagy Aarfae Rl gie & frg, o Gt off &1 & gg 9 Sueew §;

(i) =8 ST H AT § 918 T8 2A-faer darfae S gt £ dear F g9y § z e
RTH e [ TehedT Zi<h i AT Sl IHh HA-TAEATEA H GG TTAeh? FeAT Farell et it §ed1 &7 q1eier
QT BT |7 |

(if) T ST THTOMTSAT ST AT 0, ST a9 MGl § &aar gaet forfed area =d g, I
HTEa¥ H1ES & H19 IUTag 0 ST T |

3. sraeas fRgia si=-g4;
(i) Z<F ATEST = § UHT sa9d HGia ST=-g=T ATHA gl =F1R0 ST Hefefed Sl Tg=m wedl 8
() HET SR FTA-FoaTad "ot sraears fgi,
(@) FAT T 9T g za-fagr aarfas FfFar 3w # v aw gar g siv afy a8 av #41 78);
(3T) T T Aq9AF G 7, ST AR 2T 8, STTETAT T2q F % o 738 75f7; e

(°T) THET ATt e ehl GEATASIehe0T o TT fHaer, ST e Ik TG & Teaar dadl a1 Ier Fedr
g |

(if) FTEIAT TIIAT FLA o o7 T T Td § Fafertad § § UF a7 Sfere® a1 AarHa g1 dehdl o

() ATIATITH AT T AIAHI & AT,
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(F) AT =T & TR IR 00 Tgia F stqeuar (R wgf);
(3T) THT FAE A T TEadl 7 TqEudr, et Afesmas o 7 qemay G @ g;
(1) AT H Tgol | Iueree et are. o1 <1, =rferear i & qaer

(iii) sTaeTw Frgia aadt T=-g=T § UH 9767 % Jaeq™ &1 Iid-fAaer FfFaar grr atia qor asdenr
FTEATAA RO o ¥ 37 gRE Aeex w12, a1 & diae aiEafera gaT e (S UET aearastisor @iem
TRt aEqTasiweo ¥, 547 fF 29 fRenfacer & @itha frar wam 8, anfaer #3a & foro {fafde s &
Tuferd 8)|

4, snifew fAgur sk Ry arc:

<R HATEeX HIeA H SR [FEU0 THRAT & S0E TgaT M0 STGHT 3T 39 STEHT Hl UF S0
AT T K R T &1 ar satae geT AfEy | Afemra:, a8 Siay FEeor arerarTy /Tt
T TR AT ARY e ag  fAfawtar i S swerere ArsWT &1 9nr gM1 AR | 29 qrier § zA-fadr
Tt T I F oo swrteaa @awl, S e areas a1 [ear s aRomET & Sried, UE
AT QA ST =A9-Taer Aare ST Ih 993 @al & TRUTHEST gl 99d 5, e stred<ar, S+
TR ST Tq TR0 e T 8, IT STATHT F Hag Fa, St UH SATHERHT STH HhTHE 1 o & |

St fergreror = ot & Jre aiga a2 ARy 9T g AT O O s = g S| I
TAAT BIART & T STl 2 |

5. fewre= sk R s

5.1 gie e :

qfh AT e H [T (A A HThdl ] 3-Tdal qariea (= ieheaT Ji<h Hl AN 0 70 =BT F1 qEr
T ITH FXA o (o1 SATATT FXd e STTAHRRT FAAE BT AT |

o el ToE F AgcATul Tl BT AV ATTHS 2T AR, S UAETS, ULee, USTeH i ~Ihesh
ufehe yrewH, ST T za-fEer aar=s Mt gie & 9 G T g =31 S s=mr w3 F o e
TS g | 39 AN & FATTIEr Tarerd FOITetl SOt 1 o7+ shqeuar daet e GramwarT & forg srfem
ferh Faeqa ST &1 T 9T SerAa dgi g | Iie BSred aga et a2 F6Ar Srar g ar e s
aferfera B s =R

5.2 fafawior wfekad

IRF AT BIEA | el [T ahdshal &l (S AT ThaATsl T STH ard ST H o6 (o7 ST
T Taeft TERET gHT AMRY | T80 FUH.TH, ULAT AT 07 srgeaar qaet fFafer Sramwer F fou
Fruterg e fEeqa SR T T AT erad dgi g | T8 Al Uh TRIT TaTg 91 & &9 | g
T 3T AT 2A-faer dari= fafhear e &t TohfenT a1 wterm fawm)

5.3 fRffuinr o« :

F GTEeT FIEA FT 3T TIAT T TRATST FEAT AMRT g T Fhamrea o S 8 (39 davia
Tl AT F THT TEIAERAT Al oA § diod HAA dgl €I AT & ST Tgeaqol A =a7ior B &
SqAtaTd & | I = T AT (T FaTierdt Jaed Torret SHI= A7 a8 6= ¢ ar F IiRe ATt wed
q IqTaG 6T ST Fo |

6. SaTe fRAfAAT=rRTr i} g

<R A€ HIEA % IcATE TATIHTIHI ST HATIT SATANT H &I T ST i<k o6 a9 g1 TAT-TFTLTd
ST T § foer-fore gnft |
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gk dTeeT wEa F 39-fagr qarfaes ST gie w1 39 sraas faat |, SS9 aRg g €, Aqeaar
TRTAT T o TorT FETedTaahaor Sl HeaTae Teq a1 & TILOHI ] e FLAT AT T | ST T =T g, VT
STTRTT AT o T AT |

R ATET A TATA & TATSHAT, AT 3 FAeqa St &1 Referiea =9 #§ gfvarua G @ g:
(i) =fera STt
ToReT JTerer ® UHT ST & ST Ay ST B et g 39 ST S EteeTear &
g #3 & fore 73t g | =9 | § Foeforted & a | gierd v siafas g[T A u:

F) SAETAT TSI

q) AT TIROTH

M) e Aoy

=o wfereq ST | efertea aftafea g awm:

(F) STET Fls ATAATITH HAF [G=HE & Fg7 ATAATITH 9 & Teudr deefi Saor/Jqrora=t  STer &
T Figd (T ST Fohat & I 7T9F § Fls T hid qr9ee AMEe 7 2r;

(&) ATIATITH I o A1 |, UE TRt Jarfera ae &, S ey 7gt &f 12 ¢, Aq&uar deefi oo
T THTOIS {37 ST Fohat g T2 a8 36 TN o foru et aepteme geT 98idq ¢ &ie Ife 79+ | i
Tfiefa ATIee AfATEE T 81 ar Ster &1 a9 & v Ao,

(3T) FTIATITH | 3T AL-ATIATITH THIAT T F A9 |, GediFa Seaid § ghod [Remfaa,
IEANT TEIA AT AT HATTH 6 T (Haer BT ST 9hdT § | TET, a8 S8 YA & (o0 Rl Taieme, T
TSI F qUE, T B § ST A AT i IHe TATHAT 7 R s wed qaedt [ g

HATIT AT AR,

(o) R/ 91T AT AT ®9 § GHET A-fael AaT® =iehcar e & dae § I THh1id qiiged
T AT AT |

(if) farega st
faeqa Sy § eferiad ard e gt ATe:
(F) HIOT LTI TSI,
(@) =Ter g £ vz i,
(3T) EqT sre e

(%) 31T T AT |

foreqa ST & fore, ST 1S UAT AraaTe A A g SEH STer B #i Jene oY
TG A g TF Tg SR STl o A9 i At aigd Areaarsmd 919 o Jq&aar gauefi g
T STHTOTTS ZTRT TTAeATiod i ST 9l 2 |

STEr FHT &, aTeatash TLeer TR e 39 = hid q1IeS digd QU S AR T F Faa
IVOT/TRIOT T |

7. RgwTars teaae
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et AT § RU 0 F99 37 quiT 497 ore., &1, <. bt JReAT % Tia [eer F:3d § |
FATTY, T8 Ieer@q 1T g foh T-fawamer oiie srfersrdeh-smeamia aeat & 4= Suasaar a4t sav g 3w 7g &
TG THTOTCH, STe-THTITcHS AT I[OTcHE THd il 2l Tl & | STgl §9a I, FA-Ta=a19 AT [0
Tl % qag § oot IT- AT | Tohe grav g |
8. AT T
(F)  TE AGANT H UH AT AT 7 e g1 Areu ST SR G ST "9 g | 39 siaid It
TRqTaT 3T W= T9MU ¢ | FRu=aT o aia STl ST SgT @R[ gl, Tagd 910 | 8 | §ST0r & sfavid
Sater, ATIHTT HIHTG 7 Raea/foeedT 9% ad ¢ |

(@) T ATANT § TAF AT Sl Thaa<redl & o0, ST a0 gf, ATIH SEar i T JT STaeT &
forw AT feha & avie afga w@fery sy gt =F1fR T | Taek stanta ag sty ofF sl €, S ader
A T TR, TAT 0 HCAT, TAT G@ATEAAT €T § FicQ® TGAT FT TR Fieeh) AT GLATE0T AL
HIROT, 0T ST Fieeh T TEiaat, TRomH i Aoy |
9. Rgworers Fr-fAsarae sEor

9.1 ATIHTA Y g&ar :

TH SN § TLAIAT T TAAT ST TLLEAT HT 0 gMT AT |

T © FTETOT ATHATE AITHATT LEAT T TINT TH F0T qeAAT 3T THeEar & forg
STTAT g STateh TF § ST TINT o U HHeeh o o0 AT SITaT g S5 o1 deqar &1 a1 far war g | 4t
TR AT FRT AT ATIH Haelt Feaar &, ATHEEAAT 9897 & Heagar § 9= B6ar Sar 8
e g A gy yarfad AroAT gadt aRieadr, Tararas® 9 F 719 A= & et § qweaww
T STAT & | S[EAT, UH IR 3T ATg =g TATAT & SATSTT ZIET TATIAT FIT & ST ATTHI %00 F 1 %
IfoF FoeHi F ®T § TRIE Fd ¢ |
9.2 qA&cqTaeRaT :

TH AN § TA%cITad A A qi=~a &7 & &1, 1, TIA;0, Alel, TATARI 37T ITHRL 6
A= TRAqAfadr FT SAFAT FA 6 (o7 TIH ALTAAT % qTL H SIHHRT T A0 | THT aiaaeiiear
“Head| IEArT & &7 H A€l A1 g | [Icaeshdl gaeff el aq=d 90 & g3 § T5-FF=m % *n
T R STaT B |
fooqur 1: U steqael § UH AGAT FT AN ATHA HET AMRT ST TeAriera foraes aared v i sfa=r i1
gtafafera wed & S a¥reAor T /19T ST Jehar g, StEr & fErfawtar g amEr Gt wr g

fooqur 2: 7fe Rt AP AT T YT TRAT T g AT STer & Ay s et afga areanTe
HTAAF & FTTAT FarefT STorT/SHTord |

10. Fagwures stfgagmsfiear:

TH AN | TeTAA o [ZoTe 3T TROMTHT F a1 § ST A gl A0 | T8H T & THhT
A AR #1 auie foar ST =nfeu, S siata dfesw, g 1@ @ oY =7 =ad &1 & 936
T RT3 9T, 8 | T |G 9¥ GEITerd St dl sl HedT 9T U Afaaaaneiiedr T ST
T o 1T TR 0T T Ao | 3T ST Afeu | Saregeom:

(F) AT w7 § AT o o (T.ALATL) % &9 § [Hide ey aaref * faer a9 % e geq
H T W o fa=rerai 7§ |

(@) aT=T w7 ¥ e orF Reaem(ua.arer.) & w7 § [fdy fGaea wamt siafas 3 arer agqqt
= HTTHT T AT 7T F THT [erae Fig |
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(1) TET e @, S a7 afEdn SAr gAdn e 7 8 OfHe o Fifeeam (U )
F w7 ¥ fAfee fAfafde ames & Jae g
fafers = &, &R0 7 3fiT a1 =7 & =9-faer Tar+s T e & o Gega ST & STos |
11. fagwuers fafRfdear:

() =9 ATANT | 797 | q+F TUAT/FHFT 0 ITRATT F TAqT T A ATA el [4gST T2 HT Tq7 A
T 7T FT qToT g i gwar & =9 § qtearva By AfRtdsar 1 seamr w3 F o
FTARTT 3T TER ATHRATSI=ET T quie geT AT u |

(i) T7@ § HATEAT €T H FATARRT ¥ TLEIL ATTHATeNT TRIAT/FHDT 6 Todiahd 6 dad H SR af
ST | I SRR TaT/FHE THIT 3T TOTerd Jig0r, Tq &1 ThY, FEeT 9are qiieor Jior i 7oy
fRo s =R
(iii) TH ATTHRET ST T AT TeTd/Fue, ST 9@ & T o7 B 9w =49 FTd gu A
fora-foe 8, afestia = siastia |t T 2eas g1 e, S

(F) TRIT 3 ITATE o o7 T3 Teri(Iare o, ffhea sirafem, shaaadT, af);

(@) Tft g siaen U U ger(IETeTo, AT o= e Al siafied, s, A,
qTe ard, arf);

(3T) T AT TATL o O HATT 70 91Tl (ITgaomy, TRy, ffua);

(=) 3T ToTe o AT § AT U 9wt ((IIrgeey, gt e, Tfeedm, 1),

(T) THET T (ITTELUTY, TATHI, FATTITF) AT TLEAT 6T AT F THAG (HlhedT 32030 h
fEreres gard, e sianta UF T3 oft € ST 90 & o Jemrcns g foheq U 39 % forT SeRmereans g Sfr
T STAEAT AT STIHLI L Tl [ & (ITTELUTY, FUSTEEH T I © T 7 guersied U f&Aum & fom
THRTEH T SUeTsiem &t BTy % for amren 2) |

TSI . ATAHRTET AT § a9 | Goriaq Afaart e siv oq [ a7 &, [ed #:
TR Tgl (e 7 €, ITEi areqr GRie | et T T STt FEAT siaaterd ¢ |
12.  siqeree H arafaer et Sganiiaar stk R arsft 309

STgT @] &, SLTTTEhl hl TAASIAT JodT i ATTE=T Faref SIqARTiTar i qear A= araaft
F I H AR HT AT | THF FAT ATHA 8, Iargeoned, Faer amafy siw/ar aer amam aiwarst
Arafer= fawre sgAnRiiiar & o agfaat s =i ATTee & goa aRqaeH i AfEHeFor &
FU |

TeerEar FEEr At ®, e a9 w3 T @ g S G aroae afehar i @ ecaresar
AT T STt g, et Haer |arendt ar et Meer agia & arafEe Fuas sEmwiEar w1 g
AEALTF Tl 2T & |

13. 9xg §f qaua I

TH AIANT H U FTLTIAT T T1C AT ATGT ST AT o (T ST @ T /IO TOITeAT) THeArioa
T g ToTEeh A qar @ it HAT o § Sl =7 Fae § A &1 90 g1 910 &6 308 e T
TATIOA o3 73T 97 | =8 A0 § 94 % TH1, AT 0l §&AT, SqHiadl @ geqr o et @1, Sees
et e, feraeT qaref % Tq¥ 3fi¥ 9 T2 &0 Foh TeRre wmioa foRaT T o, aoie arfaer M7 9mfey |
T AR g1, a7 3F G AH TAT T AU 3T TR0 (ITTGLOMT TIHL0T) FEHT T THAT FleA AT
AR SIS SATT |
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14. 9T %< Atw i gfeamT :

TH AIATT ¥, Teqa" e & v afga, S siava 0@ ®e-3lh &l JTeT0l wied & o0
Tgtaat A1 €, s =rer @1 A fimr S =, Sk sara Fefeied € g

(F) T ¥ TS TAHCAT(STTE T /FAT/AHTAI AT ATqoT Hae/AEA{erd SR it Team);
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T TRATIOT e o oI STaeRd T T=Tereh ALA0T- 0T (AT 3M.HT) |
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(F) TeTa e (Seeh siaeta Sierenldr, ATl il e, T AIAaS ST T a0 o 8)

(@) T ATEATaT qHT LA 0l TATAT § AT TeAIAT FohT TT & T @ TeTIAAT 6 (70 T

(1) MY ST ITETRa 9% Sty
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17. I99T Ry<ar:
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T-Tag Raar & Heel § ST &f ST ATey |

el ST 3 2 ATt 3 A e e
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(@) ST ZomsHt % forg ek v
(1) TR 3w fERTier it T2 Tra-aiagy 29
19. =i A

qh AT¥eT wIed | UHT qaTHe 9169 qedisd RUe ddae gel AMay SEd q-fEgr Jars
FrfereaT e #7137 saeas fgial &, ST 39 AN 21 &, AT&9ar TE4d grav & |
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21. FRquE-wETq AR Ster (aadar Raifér)
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(1) TR, TT GES AT GEETST F A1 ST ITHT AAT-T0A | AT AT, ST A2 HegATE
FTS, o0 a7 TS AT oM Jo7 Arte, 9% U a1 UdraTel & faerae w7 g s
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AT AT ATSF HHeh! T Hq af9d grar g |

(2) Tofe &1 OO e, e T 6w e £ ggfa 2 f6a gt g | afaeeaasfiear,
fafafdear & stiaties gearrT [are s Efaatar g w7 Rawar Gadt steqam |

(3) smATIAa "aTiv fohel T T ®, SEH 9T & TP HIAT IIAFIT FIRT FAT T AR o0l
foreqa e |

(4) FATTET FH & DT ST AT THAT o7 G0 207e, ™o soas e deies & AfHqer afea
CkUl

5) FATE fohe & woh/Oe o aTo |psft sereaht it faega adreror fre |

)
6) T ATRTT 3T AT TR |
)

BERIEELRIEGE

8) fafifay weatwa T, afe awag # T yamemer gy fGFr o g, e e &
gfaeaaefiear s AfAfdear zeois € 2r |

(9) FafAfEe werwwr, S qefera game, et e, e e, g [ sfiv Rowar
FETTA, XA TR AT TATE THH TT HSTOT, THTORT T IcTE AT & TR AT ST 91y |

ST TEQT T TS SITAHTLT AT FATH SR ST f2eaTe % 8™ el g |

(
(
(
(

TAT:
IRAEEE
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1. TR F ANTEAET TEd ol T2 Tt RATE ITeardt =7f<h g1 gearaia oY faaifra gt A1z |
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2. I IFHIAT THTIIS 3T FHGER FATH 3 941 F (70 T3 I8 T FSwor SHorTey seqa o
ST AR |
3. TEQA T T AT 0T A TEHTIAT STater & Hiae g+ 9mgy |
4, UHT TR SITARTT o T ¥, ST S597q i<k o o0 GEId dai o, ST T&T & FEId TH/FH § AR
Tl 2IaT T AT ST T ST A T &I o F1or A 7y sy =7fRd |

T 4

ft R gieat %, Sed @-RaiRa gie a8 &, swma ar Rt F R sme-o F ao wga
£ I Tt ST

(F) ST & T WA AT ST a4t STen(As -t A s gReat & B Rifdcar gieat % R
1. festre= fagoor =ver, e siavia Refofea € (a8 & S ot @ 2):-

=) T AT (TET-TAAT | a18%) T, T

2. STATHATT TLAT STT, STAATHATT THEATT sl RS TAT 37 TEHEATT FT FI FIA & T |
SFATHACT it wterg R qom steaae i1 Aoy |

3. ST Jee STeT
4. 9] FTATACATET eI TeT
5. ATt S fRorTaes Arfaes steamr =1er fSrEer sianta =g steawor oft 8, ST se 2ot | f3hm i 2,
RIS
6. fafaamee feufq siw U& s 2ot H(af2 12 ©), STt FAor 21 srgetae foam o &, som aw e
7. TART 3T AGAT o (o0 STEqTiard sTqaer

(@) smag(TE - AfAe Rrfer gie ¥ g S

B GRE RIS IC IS IS Gl

1. i<k =Ter, o siasta Aeferfed oft 8 (ST oft @y 81):-
F) feotres A s s fSRta axaraw
) i<k & fafaaer, R siavra, ATEear, sfasaeasiear, gecresar s I
) F<F F Fcd T HATST ATFEATL T ATSHTIHLOT
o) e FE-FATET qEE
(F) T A& (AT-TFAT F G1g%) TEHEA, 3%
STITH Yee STeT
Tt F-FvaTes et =TT, S AT § 37 o= gt Ay i f) e war g
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TART 3T AT o (0 STEqriard sTqaer

o~ 0N



70 THE GAZETTE OF INDIA : EXTRAORDINARY [PART ITI—SEC. 3(i)]

RIEEIE RS

[ 17(iil) 3R
FIferet eres Jorelt — AftgRa Rifedr gReat sk - Aok s gheat 5 g
1. |TETOT STUEATY :
1.1 = Sg=T § FIioel Y&g" gt & fou uHr svame FRfEs & 72 g Smwr s GfeEtEr g
e giafERT & oo BT s | afs [T e s Gwm Gamrare 981 F3ar g ar S§ Frfdr
e Tl § A@ag AT STuT | B AAtar sraasiHt & Iiaiaied Fid & o0 S0 SqgEl ol aqeqdr &l
FATT T
1.2 7% =7 FAGEHT & G 7 (ITNE A9A) § 61 &5 querodt Ffhear e T 27-[Agr aarf«s et
it SR forg Tferdt Tarerd TorTet! @] f STl &, T 6 HEEN] Jal gidt g,dl fafaaar & fom vy
ToRET STIeATeRT STIT FTToret Tererd TUrTelt § HIEArd FEAT SATa97F 751 ¢ |
1.3 3 ST EIRT STTerd ST, S Rl e o za-fer aariees gRet #i @ 2 £ g e
farfawtar g arem 2t B srar 2, RfRatar @ sawarfaes 8 siw o= Rfawtar £ st saue somreh &
EGIER ARSI
1.4 72 Fre AT, 30 907 & T STUeATsH F A9 W gU had T@ TATAAl | T ol g o o6 o g
TATAAT | AT 39 ATHHTAT F7 Faa Iral TTLATAT AT ATITAT FLA hl STALTRAT & ST IT TATAAT Tl AR
2T & ¥ ag TR ga & |
1.5 3] a1q T S oo Srar 8 7 =7 Sqg= 1 § A& St T Turelt SiF sTTeTy 3cTal S qehe et
FUEATSA o JT o SATT T & |
1.6 T IRAAT ST ZA-Taer F=TE REAT F Toew a1 TSA1 & [Aaiarel S STaHr & aq=d STae
AR & =7 § IR F:3 % forw Jrearfzd B sar g
2. AW AT :
TH AqgAT & IS A IRAAT, SA-Tael Aarva® JRedl, T T (FEH, SeaTaierd e,
et sea), aea IR, aeaafeat, aox weww e Hadt @i orfm=s, o v % daehichaal
wfRd AT TR Hwgw &9 FAfataret v @ng i |

3. 9% 3 g

3.1 afda sy R gRe-uHT afer i ZiE, ST AW 71 99 % o7 #§ aeat=twar ar Hirata
& #4347 T aThfas @ 9T § Rrfecta siaereor g i a1 @ra: gtee B S oF o srafEa @
S ST ITeRaT(FRATTater) & TETq dal adt @At snerad g |

3.2 afsar Ffmr gie- AT e FF, ST et FaE & ore &=a Sl & S0d 37 7\ S2ar 99
T AT (& G |1 e orf<h & forer orfxw o Foreft &g o 9w 2 |

3.3 gxreff g
fafamtar g, T g v =9-fagr aars gieat & aiae & 7 —
- F+ Tt FrfeecaT g sl z9-fagr darfas IR F I,
() foreft Farfeem afer sie z=-fag e it 3 g,
() Frfea afen o =7-fgr aafae it fit 37 @ i, See s saw B o are,
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(=) TorefY FrfereaT gf<h sfiw z9-faer aarfee= gt = arere,

H STIILF SATHHRIT & Fed I7 36 H99 H GATg o o (o0 o T8 994 § F97 FATE 0l ST A1g0, a7
AT F Hag H, AT AT A=A

3.4 y1gs Repra-vHT fea, o a1 wifes s, Sed G ol &fer 1Rt o =-fer
FETEE gREAT A, ST AN W ATE TS g, T, Fieel, fEwreud, raeeiaar, geaT, TAEsiar a1
FEATATITE & Haferd AT A1 Ao FhammaT gl

3.5 ey e give- U RifehcaT Iin, ST oo SIaererdor T -

() T AT T 7 A7 T STRfde g H Ui AT stera: wiae R S A

(@) FoReT ITReT Tag AT 4 it gAg F TGA,
F forg smerfaa € s S kAT % warq w9 & F#9 a9 7T % o agl et AT smafia g s S e
Ferferce T =T sreat=ohcdT STaeTerToT T &1 g2rAT ST 9T 2|
3.6 Faew | UHT Fl< gl AT, TaT, THET, AN, ATFAIT, FHATL, AT AT IS AT g ST T,
TSt T TS ST AT Ik o6 9T o &9 § gieAferq B S % forw srafaa g )
3.7 sz Raer & et e it wifas e wEfoares, e sfea 8 e sanr gie R &
AT F &7 H FFFaT Amar 8|

3.8 25T SauTes & wouw fRured =vor 7¥ B9 o % sfiT gl RSred e F o6d H % gy
AT § | 7oA e Seures e dreex fverd & o seme g1 /90 A BSied Scared # i,
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3.9 RS Aldea & e Toarsti i TATHAT F7 qediehd e, 34 FULATHA Hl [T FA 6 o0
ST & A9 FT Gediha FL ST FHEATSAT T TqT M 6 [ FFft e it aeaqrasit, =9+, #9aa
AT AT E

3.10 T e & g U e A7 ft g 1 o s st @ S ST F o sugss & A w
A % AT §, ATg a8 U (RAT galT, <Iae T gl A7 fasantHa 36T 97 81 3721aT Twi |
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3.12 FEUTAF IACETAeA aTel Faera = & Fhet fAfaarar & ia say w=mrt st g e o= &faamar
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3.13 frfercar e & == =t & e 3 # [Afde e g afva g
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UH ToRATRATIl o THOTH, I, Frierer Tt ToRaTetl &1 SqaTad #id 8, Tg T FAT =T ThATsl H7
TRaTraae woTet &9 & Rt ST g ST 7 o 9 T IhRATT FTieret YTl 329 Al T FA & (U ST
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3.19 FAfamTeaeor & udeT T aeqEy 91T % IT9g g I8 I[P At g fF G e sratia
START  foru fafers srorer it fAeae 9@ o s aar g
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5. Yo IAGIAE :
5.1 yag wiAggar:
fafastar =1 o gegd=-
() FEATREAT T TTEH TT FTLAT 3 =T Tramsit i1 21 F7 7 9ged 99~ F0F,
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5.3 gferdt Afifa
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29T HITH T g 3T Fferet A1 | §1d g |

5.4.2 Fferdt Y& SOl FISTT :
farfamTar 1 oftd werera=r 7g giafa wam fF—

() Frierel Farer Jorrett £ TreET AT sriestt qum Fferdt STeat w1 @ we #1 32 & o 6
ELLLHE RS

(@) S FIET TG Torert § qRad«] T JIeET 978 S0 3fT I8 FAifeaa Far o qa grferds
T TUTAT hT TATAST G477 TET ST |
5.5 ITETRAE, TSR A= g1 :

5.5.1 SaEie ik A=+ :

fafamtar &1 ofT sead 7z gRfaa wen & saeafEaEt s nfgwed # 1 aivarftg, seareEstis &7
et ®vrea & e sgf=a o s

fafamtar &1 offT yagds 37 Tt FIHST & STae-gae fil TATHT HT ST FIST I TATET FLA AT FIH
FT T, SATATAT ST FATIT FLA & S I FIAT D FLA F [0 A@LAF TAAAAT ST TR gATR
T |

5.5.2 yagds gfafafer :
of T warera=r, Werera= o el U "aeq & =ie Fa S, v Iavertaat & = § forg fomr, v
AT ST yTtereRT grm, e Fetertea o €-

() 7 R FTAT 7 FE TG Tt % o0 sraedsh qieeand e, Fraifead i a9 @i
ST,

(@) T L= F FIel TTeT TUTAT F FIAACITET 3T ITeh AT I Rl saesavar & are &
e FeAT, 37

(M) "ot fafawtor Hwea § fAfaamed T g Hqadl ouerst F A H Snrehdrhl  AtegiE
gEATET FeT |
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5.5.3 Aiq e dg=ar

oS warera= g FAtaa war o e S7ed F $ay =T @g==T THRAT0 ST it 90 6T 98 &
FTTerdY Teee JOITeT T TATHRTIAT F Feer & AT T AT |

5.6 Jaerd QA :

5.6.1 9TETIT :

of T SEerci ™, TRTS T FTfeIel TIee Tt sl dad STIhal, TATHAT 3T TATAHTAT AT HLA 6 oy
TG HALA T IHAT [ATAA T T | TH [ATAART § GETL % FAE] T AT FIlerel Taer Toret! H,
S grferdr AT o Fferdy Sgex ot €, afaaal #F sraeasrar #7 [ w7 € oarfae g1 J&99w
qATAARAT o ST aATT T ST |

5.6.2 qAfde fMaer :

TS [ATAATRT o [TeeT o STad (e el o darel § TR gt —
(F) FaErerT = giory;
(@) AT it TATHAT (FrEaF);

(37) TTHAT T ATITAR 3T IqTE ATEIAT;

(=) FRaTe Sl g it i e id;

(%) TAAT Ter [AFATHRAT T AT Frearea;

() & TfE ST Fferer Saee Toredt 1 IA1fad F a9 8
(=) FeT 3 forg Rrfee; sie

(S1) 7= A7 qELiferd fEfReme sthed, Ste weft o fir st

5.6.3 qAfdeaT qium
TS o [ATAATRA o TR0 & Fefed & gae § s [[ad ot fwrearsdr anHa gii:-
() UF FETT ST FTCIET T TOMTAT ST IHT TIHRITH il THATARTLAT AT T@ F [T SAFeT i,

(F) TTSF il FATATA & TG IR T AT, AT
(1) TETEA Heeft saeTRary |
6. §HTYT Yo :
6.1 HETEAT &1 Y ¢
AT TRTea 37 F9TeAT FT AT 3T T FT -
() FTITT TFLT TOTTAT I HIATAT Fled ST IHT TATARTLATRT FATT L@, 3T
(@) FafRaTaT oY ATeF AT ToeArsti il T Feed
= o sraeT= 2|
6.2 9799 9914 :

6.2.1 QrYTr :

ITATE T FITAET T TATIAT e AT HTH FLA AT HITHE T [TEAT, T, HIAA AT ATHAT 6 ST
T qAR g | AT wreET i S%Ar 939 R ST RwAAT & WA TAATd W g | qefr ATl A,
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e & @, e o Enft, e a3 o= € € i F @9 i aiefiis Te F 96 2N | TEE
TAT, S0l THI-THT 92 FH § FF 99 H TF q¢ =AleheaT &7 H AT R | S A0 9917 T
STTOT |
6.2.2 GEWAT, STRIEhAT 3T TfLveqor :
rfFatar—

(F) ScuTe T FIET FT TATET FA aATAT FTT FLA qTA FTHRT 6 (T ATT9TF TLAHAT T AFLTLIT
FIIT:

(T) T AFLTHKATH T TIT FAA 6 oIT TFLTET0T T AT 17T FTEATSIT FIT;

(3T) S FILATSIT T TATARTIAT T, ST T TS &, GeATohe T,

() Tg AT FET F ITF FIHKT FT IAh FAFATIT il GEIT AT Aged il qAT T d1d 0
STTRTT BT o FTferet Tael ITeAT T I % o (o0 o Fohe ST TR 7 &,

(%) ferear, sfereqvr, F¥erer ¥ AqHF FT T SATHAG TATT TLAT; 3T

() wfereror Eeeft srAeTFHATAT AT TATT FL o (T TEATel THRATE TG FIT 3T T8 AT
T Toh FHT FITHE Irg ST TT IALRTTAAT hT TATH & F AT il o (o7 TIATerq & |
6.3 YT &= -

TS UAT STETST ST AT FHIT, ITASH FHITUIT 3T FATT T@IAT ST IATE A0l SATETST il ST=adr
T qfT o 1T sraese g | semeqa @ #, Sf a0 af, Meferfaa e § —

(F) WA, FI-FAA ST qgaE STATRATU;

(F) TRAT ITEHT (FTE AT 3T ATHE T, IAT); AT

(T) FHATHTLT AT (S8 TR a1 §91) |
fafamTar, sz Tramswardt & oo, Sad S smadr o 8, IEardsil Uty $1ha I, ST U
TRATERATTT AT IThT FHT F FHILIT ICATE 00 FIIel TATET g Tl & | UH (L & ATHAd ad10 o
STTOT |
6.4 HE-ATATE
ST UH HTH-ATATAL0T T AT 3T T FHAT ST ST %0l STTEATSAT hl SATEIAT o0l IIT [0 SaeTH
g | feferfera storamd sy giRMT, sraiq -

(F) T TH FIHF T I T FE-ATATEALT F S G H IATE o0l FIIel 92 Tdghd T97d T2
AT g ar [AAHTAT HIHD] 6 TATE2, TF=adT 31T TgATd & [T IEqTasil STTEATU TITOd FHeT;

(@) Ff% FTA-FTATALT T FATH AT ICATE 6l FITerel 9T Tdged TATT I ThdT § 1 [A=HGT Hrd-
FATATALIT 0T LTSN o 10 37 SATIAT 6 SUTSE-T 6 ATHIT FEATAS FUATT ST 3 HA-ATATAL0T I H]
AT e 3T A e & 1T arastt TehaTs A7 1 SAq<er ST T |

@) FAfFwmar 77 gEtea wan & ve ad@t wis, S sE-amamEer & o e ®7 8 &
FATATALINT FATA 6 LT FTI FLA Al TAAT Al SATAT g, AT T T TTATET BF 3T hedt qrrferd ==n &
T § 2

() =tz 3f=a 21, ggfua a1 g9rfaa @5ua IcaE & [Eem & o &@ew sEer enfig e
FEATASIRT i SITUT ST o o7 IR, FTA-ATaTa<or AT FHITHET il TGI0T F THATAT ST Toh,
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(=.) T FIHF TTT FAAT % [0 ITYh Tz, AT AL TgeldT | ITATEH, THNTLATAT 3T ASTIT
T H HIT HTAT, AT, TIHT, I 3T T 3T T TaTe TEAT ST1d Agi g |

7. I9TE A9A
7.1 ST 9T ) ST

fafaaTar, ScaTe sraw F forw sraess THRATH i AT F9T0RT Y Ivg [ARfea AT | IeqTE Arae
TTSTAT FTTeTel STarele TUITEAT sl 377 TRATA T TTATH F EIT ST |

fafamtar, Scare srae Y e A Fa aw, et arat w1, S agta g, s #E-

(F) I<UTE F FfEr Taeft I29T ST ATeATT;

(@) 3eate * foru fafafae wiramd, avaras eonfua e siie Sarae Iueres F3d it Ta9aehar;

() Iaare * foru fafafey srfea g, fRtaarsrn, aeteRan, Bdeor st aferr frarrarT si
ITATE ATFAT F AIIGE;
mgr)ﬁmm&wwm%ﬁqumaﬁﬁﬁﬁﬁwwgﬁiwﬁwﬁmaﬁwaﬁﬁw

|
gﬁwmﬁwﬁﬁwﬁ@mﬁﬁﬁﬁm%wﬁﬁ%ﬁ%ﬁqw@?ﬁ
|

AT STed Sl ITITE 3" | S| 64w % o edqras(t AUaAT (A0, o7 . TH.A1. 14971 %
ATHTR) TATHT HIT | SR TFe § I ATHAS a10 T S0 |

7.2 UTg® & d9g AT
7.2.1 IR q GG AU HT AL :
fafamtar Aeferfea arat &1 sEemr 3 -
(%) UTee g1 A srvamd, Sed afiwm siv geg-aiaare Frarsarat F oo s 2
(@) T ST, ST o e g1 wet B e § e S i ar srafim swhw F R, se
AT g1, ATALTF &,
(3T) ITATE | HIg FIIAT SATATY; 31T
(=) fafemtar g sraenfia A srfafies sremd
7.2.2 IR § GG AT T qATAATHT

fAfAwTar ST & Sag vt AT (Aad e HeIT | Tg Al ATgah il THT I T TS Fee Faeft
fafamTar it siaagar ¥ 1@ T ST sfiw 98 7g giatsa B s & —

() SeaT= AT STy TTeATo g ST IRt SRS 0T AT AT
(@) FTEET 37 Araer T 3T ATATAT T, ST I § ATTAE TAUeATsN o 19 ¢, THIET F7 377 747 8 307
(T) FATATAT o are TR STEATst i QT FA 6 AT ¢ |

qATaA T % TRUTHT ST A & ST g ATl FILATSAT % AT aaqT7 T ST |

STgT UTeh STUEAT T IS EATAS (GG Al adT § agl ATgh ahl TueATel i Y EAfHaEr g @i & @
cagsienll
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STgl IcuTE T TS H uivadd gr v g agr fAtAetar 7g gtera wan G gEsra aEaresii w1 o
ToFaT STTU 3w T o qEeTa Frtent &l afRatdd ot il ST € & S0 |

7.2.3 UTg® 9§ q9-44ag<

fafaatar arget & Moo F ga § m-s7ag® T & o0 Tare Sqae sl 7 Aaemr Y G
FAT —

(%) ITITE AT ST,
(@) TRaTe, SIAaTe a7 A<eT F "o § FEAATe! FHeAr, e derae o g
(1) e it afatwar(hea), Srad args i fwrad € 2; i
(=) TRt =T |
7.3 fRvire 3k e

7.3.1 3= =ik R et T :

fafatar fRsmes o o F oo ge=amashy giramd enfag wom | ARt sare i e @067 GE
ey ST FAT FAT 207 39 7 fFEE wee | ARt e s A g9l e F e fe
ATAT FT ATLTIIT F4IT -

(F) fesmea =i forsre o

(@) qAtaered, g, AT i B sawer A, S s e s owm #
TR T¥ YT g $fi

(1) RstTee siw e & foro saeetiEea sie wfeeT |
fafemtar, yarEt de9me 3w savafes & w7y qudqee & gt w F forw R siv e §
Sqarera [ATHe THEI & o9 SIa<rgSl T T H |
JISTET F TROTTHT T AT 60T R SIToAT i S &Y st siw e § swifa 2t @ o3 aqf~a =v
T A=A TET ST |

feoqur— R9me siw fAw e & dw Remee s Gy ag gt #@a 8 & BT &
farere 3 aformt 1 sifawm oo ffacer svv & @ ARt 3 oo swrs =7 § gorfig B g

7.3.2 < &} R deddt Haw
STATE T ATEATSH & Faterd Harert 7 STaemor ohar SITuar s S9e Afverg aaTe v ST | et e

Hay H fesre "@adft e qq~a g ST T g F sad ST &, SEH SwEhr ST ARy i
AFLTRATT AT, ATwT E |
= fRerert % sfavia Fefered g -
() ST ITANT o ATATT AT, [HEITET i gLeaT Haet STaeary;
(=) AL FIAT A Fferomeres: sy
(1) TEEdT HHET RS § F[qe SAE, S8 a6 &l
(=) st =i forerer & for sraewres st srverTy; sfiv
(F) STrferw waee &7 () 7o)
= fRerert &7 Tataar & 32 & qEieEeen T ST &Y 3w TR d ST g SAiiad ohaT ST |
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FULATT U7, ST (T 37T TReqe-fareft a8t g |
7.3.3 fesise &k Rwm deeft afom:

fesrea o e & g oe g= T § o Sriar Sy 39 fRSTee s e weEt Faa 7 aeme w g
T FATAT & ST IR IEATAST 00T, TATAA T (oA STTUIT 3 IeAHT T | A SATHIGH (AT ST |

et sire o afvorma —
(F) RoTrea oiw ferme gy e ¥ sroreamsit v q@y w4,
(T) T, ITATE T qAT AFEAT F [olT T AR TG HT;
(3T) SUTE TFRTIAT HITET AATTE F T Ivg AT HiT; ST
(%) ITATR T 39 faeroareti & At F:33r S 39 gierT s 3t=a ST * o sEeds g |
et siiv foepmr afvomst % srfSere awme @@ ST
ootz siiv e aformat & sfverat & ffRga, Bfwin b, Shtd g b S
ATHAT AT T 2T T &1
7.3.4 RRerea &R fasra qafeen
RS oiw o &1 ST TRl I= TS SFaedTel & Aqar-
() SATATH T T 2o o 1w e i foewmer 3 aiorei it TRaar 1 geais w3 F for; s
(@) Fohre! THEATAl T TZATT FA A ATTITF HLATSAT ol TEITIAT Flel o (o1,

FHEG TATAATERA (AT SITUIT |

UH qAfEArRAl § AN & areli § e 0 S 9t [($9739 ofi7 [&fm| T ¥ qafad Fai
sfafafer qom st o= wrids g |

qAfaeTaRat oY F¥ T Fhegl saeTs FEATSHT % TROTHT o AfHerg a=TT T ST |
7.3.5 RR<irs i R gy :

qATIA I AT FeA & or0 o =Beme s s oot § RSree i G &t Haer gt sremsi
T I ToRT AT &, TTSTEG SAAEATSA 6 SATATE [T ST |

TATIA S T TS gl Mae™ wTLaTSAl % TROMTHT  STI9ere a9T0 T ST |
7.3.6 feumem ik s Rfdwresor :

Remea sfiw fasm &1 fafameaer ag giafaa w1 % o & eRomdt seame e sTeise ar staftia
START T SATEATSAT 0 T HIA H 9 2, A5 ATEATA o6 SATHTL AT STUT |

s &1 fAfemTersr, srfss Scared Tareat, ATel AT = AT I qodi I TRATTT =T q9ret %
eI o ST | fRSmee % Afemaeneer § ardeaaw # fEtawrers o st fFgu fF g, =i
T ATEATIHOT ICTTE & T AT hareaa | 7@ 7 R ST |

farferarersreor i it 7 Gl straeaes wriareAt F ot ¥ afvere T ST |
fafamtar, e v fFwm & G| & aneasT Miher Ih a7 sa-faer Jar¥s IRear &
RIS ToAThA /AT FATASATE FT T FeT |

feoqur 1— =iz frdT Mfehcr gie a7 =9-fAer Teres gin F1 AT STIR-ege % 99e i
TTISTIA % 973 g1 AT ST HhaT g a7 I ad da T07 Agl THAT SATdT & ST aF 1o IcATa SI=ATE & 7
T il HANT Al Y (@7 ATaT 2 |
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feoqur 2— AETAE TeAiERa /AT FAFTIET & qediEwd & YAl & o Feer gite i saer #i
TRET A1 aHAT AT E |
7.3.7 fesirs &k Rwm afadst w1 [Ader:

RSTee T famm At 6 Tg=T il ST ¥ 3 ATHAE aaT0 T SAT0I | TREddi 7 9= 9
H qATEAER, gaAme e AfgmEmor T ST e #aad ¥ 9@ S9eT SqHEd RAT ST |
feSTee v fase aRad«i & qafdesa & favd Tgo ¥ TEd d9es Al 3 3T 9% 39 7adar &
THATE T oA | & | TRAdAT & A & TR0 ST 6 T Thegl a9as® Farsdi & A
FATT T SO |

feoqur — we AT gaF g A g F T uF e sfaga wea s&arha f3 #6739 a9y
T | BT sfaga wea ® g TRiT F & O saeds AfHera qias gt a1 gefid g o RS
FAITT RSTe TIoT T RSTe i foreme T sToearsit & e famwfaa T = o |

7.4 g &
7.4.1 ®T vfHaAT :

A e & ed, a8 gRtaa w3 % o & #7 fh @r soare AREE 7 et & aqsT ¢, TEarasi
TORATO. TATTOT AT | TETAHAT ST FT [0 U IeqTE I AN FohT T {F=707 7 T 8w e &7 &g
T IUTE T TATAAT IATE M= IT AT IqTE T T2 AT TATT 97 97 977 |

fafAaTar JeTaeaistl 7 qediwd i =3+, [EAar S Serst & S qa I8 F TG FLA i Iefehl
TRAAT 6 STLTE TL HAT | FAA, TeA TR 3T TAHATHRA (o0 ATIaE €T19q 7T STos |

AT ST GedTahd | I3 Bl ATl [ohval STaea HLATSA] 6 TUTAT & ATHAT 10 T S0 |
7.4.2 %F GadfY TR
T T SRS § 39 ICATE AT 09 T SrEawT 77 Fohar ST ¢ 8T 39, St aqi=a g1, e
ST EAT —

(F) ITATE, TIHRITSH, THAT ST STERT F ATHIGH & (1T JIATY,

(=) FTFHRT FT A2 F oy STard; <fie

(1) FTIET Tarer TorTetY Heefy sTaeary |
fafaaTar w7 "ot AATee sTraATstl i T=Tdl Hl Irg SgI=Id Fid § T3 370l TATHAT AT HT |
fafawTaT, gETa w7 ST SITHHRRT & a1 i ATHE, GIoi & (o0 UTerd HT ae 9T L& |

7.4.3 %9 f¥u 1T I FT TA9A

farfamtar UF AT o s Bramsa T 7 ST 3T FATead RO ST g GEEd w0 & (o0 JEeds
gt T # fFar o Saare ffAfes o svearsti &1 @1 Fxar g | Sei et &1 yqesar & e §
TATIA LA T ST g qgl AFHTAr FF Harell STl § Sertaa e SHaedTell 3T 3care & =Hi=a
T TG AT FUA FAT

7.5 ITEA 30T 947 Iq«y :
7.5.1 IqTE 3R qar Iy F1 fAH=r :
7.5.1.1 9TETIOT AAEATY ;

fafagtar Searen =i T4t suay Fir FatEa o F adite TisET 9T Y 39 wrEitrad wo | FEtEa
zarrat ®, sa7 FF 7y 21, Aot gt —

(F) THY ST Y STerear, Srad Seare £ oAt w v aiq G T g;
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(T) TEATASIT TRATSH, TEATSSIT SAUEATSH, T TSN T [Faer TRt 3w A Aroam giearst i,
ST off SrereTe g, STeeHT,

(3T) ITIH ITEHT T T,

(%) FAAT FT ATERIT ¥ ATTAT ITASHAT ST ITAM;

(F) ATHTRAT ST TIUT T FTATT;

(@) fFar=e, afiewm i veg-aRe™ et 1 Fraieeaas; &7
() AT ST TR F o TR T=ea 1 1 FEeaaT |

fafemtar, Ffre atw a7 =-fr aarfer g F s &= %1 var afver s :9 & 33 a9
TETT TSrEw STeht @7 g1 Fehd | & oY o =T 7 siw fBawor  forg sitaa 9= i ag=m giar
& | o= ST T HeATIT 3T TG [haT ST |

7.5.1.2 ST < Y41 Iu=y F1 A= - [RfAEe e :

7.5.1.2.1 IqTE i GHTS AT dguor fA=ror :
fafRwtar scae i Ta=sar F o sxarestt aveny enfua Fa, 9 —

() 3T T FATATAT T fAEshaor sty 386 START | T4 |1 TR STt &; a1

(T) ITATE T V=TT UH ATAHHAT =T F AT S1ar g Sieh FEFA STqar 39 STIRT F 9 THRIS 6l
gferaT F el fraT S =

(3T) ST T T&TT ATAHHRAT & F ITANT  forg T Sirar & $fiv Ioeht gre ST § "geaqot &, 7
(=) fafaeTor & SO IeaTE | & WHRAT FHET FT ZEET AT
7f IeqTE T TR ITARE ITET (F) AT IUET () F ATATL T JATET § 7 THE I T 79 G 6.4 (F) 7
(@) & T SToereqt Hareft sfaaeq AR Aol gl |
7.5.1.2.2 gfasra faamaera

fafamTar, afs ayi=a a1, UET IEaresl STUaTy ST HMT SEH et IR a7 39-Taer Aarees ReaT
TSI T ST TTASTIA T TATIA FXd & (1T T RTAAT o ATIGE A gl |

7% F 9T T2 grEe ¥ sueArd Afamtar ar s wfdera stfverat & foer Gl s=ftr g afRsmm w1
U sT=Ta et § ar fEfestar Iaeme i gy & o awarest auard @ | SfEwtar seEr 39w
TTTERa STT¥eha T g1 FohT T ITAseTae ST HeaTad & STserd 910 T ST |

7.5.1.3 faEwfaa RrfEcr gieat & forg A srdemd

FfFmtar v e g F forw, St g EEwr 9= % o wanr § |12 s off, gfear % fRndieT
At FaTT e | feEmwar st Srfendar JReAT & T STaTad o= o (o0 @ISTT ST JoT |

7.5.2 ITE iR |41 Iuay & forw yhkamst #1 R
7.5.2.1 Qr4TIT ;

ffaTar Scated A "aT Uy fir el TiRaATst #1 agt AfemTersRr s sgr aRomHET afome s
AT TETEd] AT AT ATIHIT T qg1 6T ST JhaT ¢ | T8 UHT $hie IR o 8 et Ie1e &
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TINT H AT o TETG g1 FHAT Tohe gl 2 | Afemwer & Fomrag et & afa % oo =7 shrmsi
T AT TRIeTT g |

arfRmTaT = wfwarstt % forg sreeamd enfig o, S, Sm F ang an, Feferfe 26—
() TRt % QA oY sqared % forg o ames;
() ITEHRT FT ATHIEH ST FIHFT 0T 2T,
(M) FafafaE vafaat s aiwarst 1 =,
(o) sTf¥rerEt o fore arireaTd; sfiw

(F) QAT TEHT=IHT |
fafaaTaT UF IeuTed ST 94T Uy & o7 FFqey AT9eady & SUAISH (T U ATFeaa? AT ITH ITATST
H % 38k TEadl) & ATEATIar & fuaedrast SonarieTiod o e [Afes smemst & oaqeT
ICATE o FTHST T Tdgd T9TF T=24T | UH ATFeaaY STATSAT T S HF ITINT & 74 fafersreaseor frar
STTOAT |
fataramearor & srfrere =TT @@ STu |
7.5.2.2 faswaa Rifeer gieat & forg fAfers st

rfeatar, faesrar shrmst & Bt F oo searest s oo w3 | fEesmar shems @
AT ITANT | I3 [ATSHIH0T FohAT ST | e TAEemaor THRaT o [RTeemeaehaor & sTfee aary &
ST |

7.5.3 U89 S 9aT A9 T 6T

7.5.3.1 9g9T :

fafamTar duf I A § ST ATEAHT F ICAE T TgATT FIAT 3T UHT ITAE TgA o (o0 FEqrerei
TR FTT war | AT a7 gt w2 F o gEaest gt et sen & &
Aters T Faferaar et siw =9-fagr d=rfas gt FF 929 it 1 96 8T T=Iar ard 3el ¥ 98
[ERISIEd

7.5.3.2 yqr S fi AT ;

7.5.3.2.1 Q1T :

fafautar, war e fit gwar F forw gEqrasty g w=ria w5 | UEY g ST T adar e i
&THAT o fErEaqTe o erufera arfererg 7 afesrioe st |

STET T ST i &79dT Uk STUeAT ¢ 9gi [A=atar Scare 61 e ag=m 1 i st siterferfaa o |
feoqr— TRt YEgw 3 wreAw g Seeh g0 T8 T Tq1 A9 sl AHAT a9 T ST ST g |

7.5.3.2.2 afdr andrey FRfaear gt o smdrer e giveat & forg fafere send

fafamTar, oar e # erwar % forg srafera sifvere i afiafug we § aft "eest, It o w7 geef
FTATALOT FT AT % TS orfaer :am, afs T Frfrer g v st ARt siemstt 1 @ F 78 @
qRAT E |

fafawTaT 77 srorar F3T o I Af9eRar a1 s aar TR 6 A9aT R AT FA 6 O TR ST
FrfereaT gt i s e gt & faawor % sfeerg aame @ siw 7 & o afeera Ao &
o Suerey g1 | I TiREge Tohet Tt 3 AT S Id & AT 970 T ST |




84 THE GAZETTE OF INDIA : EXTRAORDINARY [PART ITI—SEC. 3(i)]

7.5.3.3 wrfeafa vg=m=

farfaaTaT, aTiefiaT i ATIHT SuaATst F arad IcaTe TR it T FT | AT TRt i ag=

ICIE o THT 3T, WS, ST, ITAN 3T TSI % IR g T e 6 o0 910 @i
STt o Faer ST IeaT= 1, ST srufera Reon $i 9t § @ 3a<T (AT GhET aifeea e+
e AT R 1T ) Swor, 9T A yiagrae T S

7.5.4 UTg® Y 9l

fafamTaT areF it a9fr A1, st ag Afawtar & FEEomeh= g ar FfFwrar g ST 6 ST w1, s@ae
FT | fAfRETar Iew & 39 " it TgE, qT, A0 ST  YEAT RO S ITART AT IR H
TqieATa i3 & 0 Y& #7 T g | F(< ATeF & File 9T @7 AT 8, 39 a1 Tgadl g IT 47 a8
ST o o0 Srares aTe STt 8 A7 geehr foive yrges o & STustt shw geen srferere T S |

feoqur— uree it "ty § St T9ar a7 Taresy geelt MO SHRr g Thai g |
7.5.5 ITTE T TRIEGAT :

farfamTaT, strafes T T sertad Tae T aF TG & JI0F 3cITE sl SA&ddl Tierd e & fow

FEATAS TOHRATO T IEATAST 1 TaelT ST TATMAT FIT | TH TRIAT § TgATH, gSieil, TehoT, AT
S |EAT OTTHE ZIT | TRIEA TRt IATE o Foesh AT ol |l A ST |

fafautar, Sifva g Straw arer a1 FaT deTeor Torst i SUHT FI 9T IcaTe & I F U gwqresi
TORATO AT TEATAST 1A el STaer TI1Ha FA | UHT f&era yeor gemet &1 FHtEa siw sfaferfed
ER RSl

7.6 areiefar sk wrawT gieat 1 RdEr :

fafaaTaT, T ST ATt ATTe T Sl ATTH 7 31T IR & AT AUATHA 6 ATET g AT 9157 T&TH
T 6 (1T ATA9TF ARSI S ATTHT AT T AT HT

fafawTar 75 gRtEa #3 & o o arie T ofiT araae R ST aehar g o U=t Gfa | BFar s S &
AT AT Sl ATTHTT STUeATsH | &q g, IEqTereil TRAT T10T FHeT |

STgT FATerdT= TRus g Fed & o7 Saeds gf, 9gf —

(F)ATTHTT ITEHR AR Sfaerei 9T a7 TR § T4 A /19 420 # a2 a9 /et i a3
ST AT AATA /AT STUAT; ST U File A9 [A2¥TT Aal ¢ agi SqeTe I7 T * o T3
T T srferferfea R soa;

(T) HTIHTT ITERT ATFIARATTATE THTATTSIT AT TH: FHTITTOI RAT STTUAIT,

(3T) FTTHTH ITERL hl TEATT o0l SITUIT FSreer o stererras wrierfa a1 sraemeor R ST e
(%) ATTHTT STERT Tl UH THIATSA] & S=TIT SITUAT (S8 AT TR0 Afated = gar ar;
(F) ATTHTT STERT F GO, TEXETE S HSTXU o I THET 3% & & |fera fohar STToqT |

T Afateeh, fAfRmtar @@ araame aformst w1 g Fyiha siv stofefed F9m so STt 1 saaamsi
AT T2 g7 7T 2 | FAfAETar SueRe s warfaa R Soate F ey § gt Fars w9 | serenee
T qATYA F {Toorg a9 7T T ST |
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STa fafAfee sremel it FieR ST JTTHE | TINT R SITaT § O sarfad TR &l T wed daeT
FFEY ATFEAIAL Hl q9qT A UL FT JWAT | Tg FAATG! AEHEF TAN H 9 hl SATUIT 3T IS
AFLTHRATLETE [ IS FT ST |

8. AT9HT, fagwor sk gu

8.1 |reTIor :

fafaaTaT, TET AT, aTOHT, FEur 87 e TERATe i JISHT G718 RO ST Ivg HATead H,
T

(F) ITITE T TAETAT TR Fee o oI,
(F) FIET THET TUTAT il SATETAT FATHT FLA 6 (70, ST
(1) FTTerdt Terere Jurrett it wATaefierar a9ty e F for;
ATTLTF 2T |
THH AT AN TEaAT T, e qifershir qaedis € §, A& $iv 39 START 67 HAr o 2
froqur — =fs qERTa T 9T Sueey AEF € 97 S{AvrgT "IE AN 2rd 2 | A A a4
FATTST HIAF ITASH TGl &, AT [AHIAT hl [ATEHTT TLe0r Tiehar @] gl 2 |
8.2 ATHI=fRAT S AT9HT :

8.2.1 fieaw :

faffatar, Friordy yagm yorelt F [Aoured F woHTE § ¥ UF AU R BT H 39 Heae § ST Ay
ATt Fwar & Bfaaar @ arges staar A sverst & @ A § oraar T80 | 9 SIHERT &
FTAITT FTA 3T IEHT TART FLA Rl TZIATT T TTLTLOT AT STOIIT |

fafaaTar, et SeeT auearstt H 8o & AqTEAT o 3T TIHT 3T Hara Frars gaet Tienars &
ST o o forw freas ugfa % forw us axarastt gfwar worfia o)

8.2.2 i dader :

faffutar =7 919 &1 qFaer F9 F U DeETag et ¥ A ey FoIn B =97 Frerdy
T T I—

(F) TSHTEG ATEATA, TH ATEAT I FUeATH T AT FRT TAT0T FIerer Taed Torrert 6
AR 8 AT

(@) TATFATAT BT § FhaTiead o 970 W&l T8 ¢ |

Toifera i St arett wikrarstt siw st £ Rafy siv aga o @& @adtearsit F et i e § v gu
T T FTAHH T TISTAT G715 SITOI | GO 7 7T96S, SO T, Sadt oY Taiaar T it
STOS(T | SOLTeAaRT o =F9 i TILreATsti & Harad o FILreT TORAT il aequeehdl s fAeqerar gEtaa
TR | FHALTETR 3T €9 o T3 T HITET T8t T |

YOS T FITAT TITE FXA ST IAHRT FATAT FLA 3T TR0 F7 fFawor 29 307 ifverg o d@aeft
SA¥eTIeal oY sruerrst v fohelY aearasty wiwar # afearfia T srom | sadeT fro S arer a9 % o
IRl Jagds qg AT FAMT & 918 TS ATTRIArEAr ST I FU B HATH T4 & (0 Afaea
FIEATSAT T AT | ATAAT RATHRATIT o AT o0l TS FILATSAT HT TATIT FLAT AT FATIT TIROTHT FT
arr AT AT 2 |
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8.2.3 wiskarsit it el siik S7ehT ATawT

fafamtar, Frferdt yaere et Hareft shramst £ areieR % forg siv st @m 21, FarferdT Teae yorret it
RS T ATTHTE 2 % (o0 Swh Tg T @] w7 | 29 ggfaat 7 giRamstt it Temreg 7iomy s
T AT SFHAT TIT NI | ST AT G TIOTH ITH Tl 81 8, T8 AT il SI&TqaT T2 Hee o (oI,

HATL S GATLCH FTLaTs, ST AT THT 21,500 SITus)
8.2.4 Iq1E F urefar 3 IuHT 99w
8.2.4.1 QTETIOT AT :

fafamtaT, o8 goua % e & Icare it staeedi &7 QT T 3T g, IcaTe A faeradrett i qreies
FHIT 31T IART ATTHTT HT | UHT ATSIATEG ATEATA 3T FEATASIT TRATAT 6 FTETE ICATE AT ThAT
T TwRHT 9 R ST |

TARIAT HITES il A=TdT HT q18F G910 T@T SO | SATH@l |§ A1 & FHr=ET e Fid arar
(aTeT) =Af<E STRTETT T (Z1FT) | ST o (AHT= % Gael § a9 dF F1AaTal dgl fl STUIAT ST qoh AT T65
SHAEATA HT FHTETAIE T H TT 7 2 47 14T 2

8.2.4.2 afsa sry Rt gt ik sy i gieat & frg, sigt w81 9 &Y, Rfre srder
fawTar g RLeror a1 T FI aTer FITHFT 0l TgATT Al AGdg R |
8.3 IFET IATE T A= :

fafaaTar ag gRfaa o fF U 3aare &, ST I0ITE AT STUeATst & STIET del &, Tgad @l S e 39
a=a frar so Sae & 39 smertaa STAIRT a1 TRE &l U 7 96 | JFqeT 318 & qa9g §
FHATE! FA % oy A== 3iY Hag SAvaTacdl a9 Il ®7 U qeqrasit Jiehar § qrearioa B

STTOATT |
fAfawTaT, sMaeT 30T & S99y § Referied U a7 stfers aiihi § Frare! Ham —
(F) 3T AATETAT T, et aq7 =FT 8, THTH FA F fory wrEars e,
(@) T F i 3EeT START, A= a1 SHehr T HREar T wieh;
(3T) I A SALATAT START AT ST T TAT FL il HLATE Foh |
fafaaTar 75 gRtEa Fam & s@geT 3are & RIEd @ Faq adt S=ar G s gk @I
FULAT T AT SATAT & | NI it arfarsa e arer o<k il 9291 ST ¥org aaT0 T ST |
a@l@ﬂﬂﬁwaﬁwﬁﬁﬁﬂ‘%ﬁﬁpﬁqmﬁ?ﬁwa& S st famd off €, i a=me @
|
S AATET IATE H AT FFAT 1T € AT a8 STTATSAT o0l SATETAT T FleA o (o0 [A:TATIA 6 sTeqefieT

N | & I AT ITANT A B o TATq 3CITE 6 TSR] g H IqT qAaT g, aa A=qiar et
FILATS T S STATETAT & TATET AT FATIAT TATAT  STIE 27 |

T 3T 92 (T AT ATH 1) T2 FF FA hl AAeThar T=dl g ar Sf=aiar UE B F1 o qaer o,
S a8t Tt oY srqeTaa it i T 1 8 S & g0 1 srqaer § g1, O &7 w7 A afwar
FEATAST LT FAT | FTH ST F TTIEHRE AT ATHGT & Td I¢ATE T¥ : F1A FIA o (Bl Taded T
T ATUTOT AT ST AT SHHT AT 1207 T STTOAT |

8.4 =1eT F1 fAgyr:

fafamtar, Frferdr yaee gormeht &t Suehar s gaTashierar wefsha ¥ i = a7a T qegisd F & o
o FTreT weaee TorTett 1 TaTaefiear § e FFar ST ahar g Sorar Agl, G STeT T AT, U8
A FArgoor w2 = forg gwarashy gfeFamg warfoa |
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THh AT HIATSTAT ST ATTHI o TOHETRT S¥ 37T G Srai & dAT AT TAT STeT | S0 |
=TeT &7 fergor fMeferfea o gafea e T&e Fam —
(F) FreaF,;

(F) ST T STUEATSA T =TT,
(3T) TTRATSAT 3T Scaral T fErerary s ygiai, ™ e Fwrars & O sEee $f g s
() JETIHAT |

=TeT % feraroror & afvurt 3 stfsrerg a9 T ST |

8.5qu:

8.5.1 QrygTr :

fafaetar o freet aRadei & TEaT FT $iY 372 FETeAT FHIT S FIACT A1, FrAST ST, HOLEAT
TR, TTeT & fFrawor, g o7 Fas farsdl i Tae [Aiadiad & START & qTeqH T Fricer
TFE YU it HTma? STgehaT i womaefiaar AT F $iT a9y T@ o Saed & |

farfamtaT Tomeft Gt F ST FEA 3T I RAaAT 6 o0 FEqrerstl TR TTIOd RO | T THRATE
et ot I Fwrfead oo ST T gt | aTe T fersTaa & a9t steawoTt T SifHerd T@r ST | ate
AT F T AT 1T & [ UTgeh 0l (AR ATHHTAT o6 TS & qTEL AT HIAFATIT o HIE g5 & al
AAATTT ENSAT o = FEITA SITAHRTL T ATEA-TETT /AT ST |

7% atew £ Gl forerraa % 912 gurTes a1 Feres #Ears Jg A TS g 97 IER w0 dEag Y
sqItaa AT sroar | fEfamtar sfase mearst &1 G siesrT &1 i #am & 39+ o
TEQTASHT TIHRATT FATTOT T |

8.5.2 HTIHE HIATS

fafReTaT s Tarett & FTOT FT FHIH FIA & o0 FRars HOT e & 3eht g 1 T S T |
TITHS FEATSAT, FEq SATRadTsl & TATAT 6 (7T q=T gl | T FEqTersil Tohar —

(F) sTATETare (e TTeah il had AT 8) FT (AT 0T He;
(F) SATLETATS o HTLOTT T SFALTI Fl,

(1) 7 FEATHET F2 7 U o sagsaare O 9fed T 8, FAre Fed il AEaeqahdl FT Tod o Hiid,
(FT)SMELTF FILATS T AALTIIT AT FIATAAT Feel, OreH, T T g1, TEATASIRT0r HT TAAT HLAl
#E
(F) ToRelT STvarTIoT SiiY T TS FTATS o TUTH Hl T@aE Hd, AT
(F) T TS GUTHF FIATS 3T I TATFLNAAT T [AEATRT FL A,
o forw srvrearstt a7 afeaTita Fe gq s A S |

8.5.3 fAars akars :

fafaaTar SaTa sAgETaret &7 FedT Al Twd 6l 8 T 376 HIL I THE FA 6 0 FaATS HT
ATYTIOT FT | [aTee FAATeam UHT R0 ST STed THedrel & T9Ta & o0 aq=a gf | TF earesi
TfeRaT —

(F) HATIEAT TATETATHT 3T Ik HTLUI T AALTII i e
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(F) ATLETATSA ol FHAT Thel o (T FILATS A ol SATALTRAT FHT AT FiLe;
(3T) ATHLTF FTLATS T ATLUTCT FLA 3T IH FIATead FLA;
(=) B Searoor ST Y T FRATE F TOMHT T AGdG FA; T
(%) Fare Fwrars &1, S &l T2 8, 37 SHehr gAraefiear v i Hied,
o form srarearet w7 TfATod Fe gq T i SO |

3T ‘F

[ 6.4(9) 2R

T gieat i - d=riAs 3w & forg aafaofir s

e Fr A

THATAT &l TH1Y

FAIT T/ te-aATee e

srerRe G o i

AT, SACSTHITH ThTs ST sirier Ao

FaT AT

qTea TfET

AT qhre Y 397 fAdreqor

T 3T v avee

saeier

srerae FfT s Hifenr

gfaw e

IR I I EEC IR R e EY

TEIA ATITT9NT 3T oo hfer

e HiHz

Ifaw IeaTe TS

FTAAT ST 7o

T3S, TATL, FIORTIT ST [

Aty St s e

KlEal

SRIEEIKRIE

RS EIERIE

ICETINIE E

o] \IG)\IO'IG)\IO'I(OOO\IO'I\I\IUIQOG)\IO'I?
>

ERLAIERISEIRTE Y
ST/ TR Fe/araeas®
ARS/srereeas ge/aa-aee 4

© ||~ |w©

FEH
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A <l TS« SHEROT

L] FATH 5
HTZHA
fheez "iza
ot
AT &
EEChicau| A a1
EIRIEE A IED} EIGIREIE]
saTATed gRar AL Aaq 5
HIZHIT
Theex Afga
ot
AT &=
THST 7
EIRIEEREIS ] 7
fRwaaTteaT st EIGEER] 7
Tl ST TqHAA 7
EIRIEERET 7
T o Heret 1 FE/ART AT 8
THST 7
Rt 5
Hra Figae 9
THST 9
BIRIEERI e 8
TITAT T famtor 9
I THSA 8
T e o 8
o= EIEEER] 9
T ST FqHST 8
sifaw srerfaes o 8
e 3R ElER 9
TS 37 AT 9
sifaw wrartae ot 9
- Aarfaen Fre/afirm o, w7 siferer AR Tofa:
oftet 7 e ety m
THSI ST TTATHE T i
ATIHTT AT
AT AT
ITITE T
YT %
EELIES
STwar |
fRfeT o
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ATATRT
T Hariaq
IGRIEK]
ATTHTT 3T
EIEDIRI
IeuTe Y
YT F

EREIRS
Arear |

afia g2

£ ST,
PRI EIE )

2,
ERIECIERIE
£ T F

o el
T 8 AT

[ESIRERIED

frrfyer Fir

T F

(%) g=F aiREds:

ELERC
[ 21 (i) 3% (iv) fRaw 34(v) 3 (vi) *fEg)

AT THETY &7 AR 7 aiRads

(1) =tz g a7 oS § ahEad g
(2) =t smerfa w=RT & ufads g
(3) =rfa fawsraor it gl & afiEdy 2;

(4) 9= rafy § faeare;

(5) Taraeft fatawtor worer a7 wrfdea stf¥erat & 7q § afvad,

(6) TorraTe Ferw aaeht AT e e a9 "efera srmae yrfaerr gy it fr o g;
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(7) 3= fafamtar a1 wifdsra srtsrwat &1 919, S o srees datea Sqar" TiEweT F Tqaed

STH &2 %1 AT <,
(8) rareT T4
(9) FrfercaT 7ftw i deor zam )
(&) itor gfEd:
(10) SR & AR A7 AR F3 F fore STt 7 stera o S,
(11)  T=fereaT fF % s § 07 IHTa,
(12)  fafawTor siere, adreror a7 Bt i game § 9REdad |
Tt ST

[T 45(1), 45(6), 46(ii), 46(v) 3= 52(3) 3R]

=A-faer Tt T e 7w & e & o Ul ferfercar i &1, et g s gt 78 €, Jers
SAATOT T ol STAT il SATEAT

AT % AATA—

1.

(1)

T THST 20 § STAGH Hea ¥ ATATIT TTTERTLT &, A0 6 QA AT STer

afga, Fram sromm, sraiq -

(i)

(V)

ATt 1 % e fesree fargr 2 rer;
AT 2 % FTEATE ST HASTAT ST,

FaTE steaoor Faefy srae 1 T #, Areht 3 § ARy e aroft 4 § 797 AR
Feaue it iR, Aol 5 § o7 Bfga derees seawr areeT, Jreeft 6 § 747 AfEa
AT ROTE 7=, g1t 8 ® 77 AR sranta agdata 9=, vt 9 § 797 f[Afgd s=au+ %
FAAS T AOre THTIT "I FEw, 1945 % qiifory 7 § Fuv fafgq s @t
SATIIT THTOMTS AT3 ITAeH B, Aigd Teqd 1ohT ST

Treott 3 § 77 fAfga s 2ot ® Afvemas wiiRafa, e siaera s 3on § svawumes
Frfre 7w, o et sranfia g aftafea 8, % s o afeafig et af #
g, % Tag | TAAT, FATT ALA T TIaST-, Tdged Ih THE % 91 § Faqradt A7 gl
ZH TR, AT sreamorerss ST 3w v BfRwtar g an G wtew grr e
o forar war &, 7 9 gEeT ff, FTn 99T S99 § I gEer, afe wrE gr, ated &
STTUR(T| A FRAAT TTATSTE T Fea (T AGATIT TTIEHRTLT Al 39 <97 § I (= fhedT Ik 6
farore o ST St ST ST T ST AR,

TART HaedT Jearrad sTqaer a1 YA gaeft Haer qom aao Fiwar ik & [ srana
7 AU % @R & AN B TE&T 00 S0 | Faal & / I%9 =i e 98 2016 9
fafafde da aadt Faei & T4t & squrad | g
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(vii)

T TEQA ToRT ST T e SIATae TR T SIAIad HY (&7 S 6 TETq, T3
TaefT srqert # FE ahad, UH aREddl H Feald AT IR g Sauied #
[ERIASEIRERSILF

aa ¥ A seavrers M 3t % o, derfEe s e #§ st et
AT | T HAT AT FUTerq g 3T a1 STer aot 3 # ey & # yeqa forar s
MR,

AT & 9 397 § B o7 sfegas &t 15 s auuTeHs® =tehear Ik & g, JTfss
RIS AT JT TERTT AQTF TEATT STT AR h qTT T 6T AT AT U A=A 6
ATET AT UH TTT HI sl T SATATIA TTIEERTT Al TEGT FLA F TET, T ST il

FEL AT ATITF AQTAE AT HTd il AT &f ST Fehll| ST AT AeawmT,
aa | f=ferdar gie & oo it o3 U S & 93, 9 § FHET ST e gl

ARTHE AT i RO1E |l 10 § AT Ed I%T & SI&T gl ATy, UHT Rare Temd
ST ZTLT THTIOTE st STTOAf;

Fuferg daTeE AW TTET e F THeA (AT sreamur/smaTa/fatagin uw fAw
FAT| AETHE AeaT0 FOd H FAAId ALTTAA-[A0T 3T T HCAT TeqAT il TH{d AT
I29TF 9T AT

(2) Tfe s FrfehcaT IR T e F YAl 6 o0 s 31 [t & e srerfa g, ar
U SIS o TolT SeavorTed e f=rehcaT ih Sl sraterd ATest o foru sfraae, Fomefd, gateq I uq.2Y.
14 97 T TH.ET. 10 § FoFaT ST ST 39 a9 H§ 9A1He aaiene 9 f<u 11 g = rizu)

(3) ST HeheTqe THIT TRIT AT AT T TATET TG #hl T8 FEITT, AL 9T, AAd AATaLTHhdT,
T T foro suefda e g sie 0= zomst, Tnt & for, e foo i =T 726t 2,
Suatda ffecaT giwst & o TaTee STeT FT TUaATst il T8 YA 4, AT ohaT ST aehar g I1 3
AT AT ST HhaT & STH sl T ST TR aH~d q9=|

2. qaTiH® Fwawr:
(1) ¥ ey & o T —

(i)

(iif)

FeATOTTeH =TeheaT IR T AT e wor Srofe 3 y& e |t a9, 1945 F R

122 9 F AT TOEEIFa SEANT AER GHIT & ATHIGT SATHATH Feed o (FIH{AT)
THET &f A FRAT STTOAT 37T ST Fea i AGATIT WIS T &F S0 STewor i
HATYT I I I FIT F 100 Fea 1 SASTIT TR & UHT 7% SquIa ST F %
THETA & AL AT SO

Fariee srearor Tredi frfeRcaT \ifeedy feeme F o #. Uy 3. http://nims-icmr.nic.in 9%
SIS AT A&TAE T Toeet (H1.ENT.eE.) & 919 T8 TN % ATHT 6 0F
SRR EAERIEILIY

AT FXA ATl THT AT 6 T T 2T, TIAAT ST ATHT AT AT ST IThT
UHT SeauuTcHe oY U= gadfl qiaemsi a& Tga gl ATy ST y&arad Jar+s
A ATUTCHE AT § FEIAT Bl ATed (oihed (AT IqThedsh, ST GH=T gl), ST Seavo
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et UF FvduE AT IT A7 TF 7, Aeaweh gaeft aedt Ffeream) (av <q fFweer) &Rt &
U ITErht M7 =AU AeTAE e au F fw =ter dAR #A F o i JEnrene
TG TARTATAT TZ AT F ATATAT | T ATRTN TS 9T F ATgL hl Tohell TANTLTAT T
qiargT T FATH AT ATH ISTAT ST &, AT UEHT TTRTLATAT AT FIALT Tl G0 e o7 FareT
T A % U SHeET AT, TaT o A A S arer AfRfEE dEret w1 3o, we
SAATIT ATTAHTLT AT SATAT ITH FA o [0, AT e ToITcHe ST § 6T ST A1)
Tt ATHAT H, AT & 1T TN AT ST ATAT TARTLTAT AT AT o a1 H, TS T8 =TT
T 9T AT TAFTLTAT AT GhAem F f99 8, TAAT sl T STATIT AR I UH TIA TC
e S R ST % g & S =R

T RIS =AU % AH FU ST F 99 a7 396 I AT A TuTeHa JreHT §
LT LA ATALTF T S0, T 3T THT HLATEAT T gl T ATATIT TN I, I ST
afafy %, e steeaw & forg st o g, saeew afza, forfaa § sfega frar s
IR AT TeTUTeHE: AT § F Taadl O & fF=ad 39 o7 & Fam, o9
A ATUTCHE [AuIaahar qadl sraafea TE®e &l 01 F3d & (o0 AEeds g a1 a9
TRadad | A AT ok T [ATAE AT TATHIF T Sqaterd g, =T qIHfd 3 Feaid
FATIA ATt % forfea 1@ sqees & T Srarfeaa 92t fBrar smar =nfgm oF adt
AT T LA A= TR T Ferg s iy # fo G % fiaw sfaga
R ST =R

(2) TSI & ITETRAE :

(i)

(V)

TSI 7 AT Fed 6 foru O de1iae s St shufar ame e w@wwew, @y
TT HAT AEIHRATAT, AT LRI GIT AT QT Ao TIo|T 31T T=g 1 Jari+®
Tgia (SHET) fRemfagert ® qom amy Mt F aquree § fmee, d=rtem, e G
AT g 3T 7g TF STeT AT, IEarasiihd, Atvc@dsg e (e Gham 1 8, Fratees e
TUTTEAT 7 TRITe T T Sl 39 9910 1@ & [T Savar g,

TSI | AT Seauor q¥ gTedta (e, S siava gear 9 o G=a ff § F14
AT TIEFIET F1 AR srafdr & fiaw, seqa w7 sruterd grar g

ARTAE AT o I g ATt Rl AT Sfader sear i Rare, av 9% FEur & 741q
ISR GTXT ATATE AIHTT 6 STeTeq, Feald ATATIT TR S I AT F TG &I, Tl
AT st T s 8, ST afdge wear & wfeq g F =leg Foee i ¥ fiaw,
qreeit 7 # fafga =1 7 sfua & sosf;

RIS A TUITelT F ATl AT I TgAT &t IT Il g i I9T H, TS AT IHH
stafafer, o Gt 7 o e aTa Wiy & A2 ST wor FT 6T ST e
FT 2T, I =T<h il F=TeheaT AT o oI S8 FI T qarie® steawor geeft eafa a1 9o
F dag # fasta wfawe ff shufer siv yomes arnft B 1945 #§ ganfafAfdse Of &
U FHLTUT;

TSI AT IERT Tratater, S T T o e SIgaras TIreeTT | FaTHe a0y Fied &
T sraT st i 2, AT steerwr Faeft efa a1 oy F o I9etey Fw T AT "qe
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(vii)

TR o ST heald AAATTA TTTARTET Al el STTATH TTIEHRTLT & ST 0T I o A1
& & e y=qa wam;

TSI T AT RO o q&1=® Teauor RO, =91 a8 92 &7 T J7 0TI q97H FT
3T U AT Seawr F oI g, ST 9iHid, AR ofd aTel ST uahl ST Feald qaraT
ITTErRTEY T e 1 TS 2

e Seawor T Rt w0 |, e S{avra arforsae fgd &7 7 gET 91 g, T7aqd a8 6y
ST T &I g, AT AT SR GAAT Feal T STLATIT TTIARET AT [T 37T ITHT TH
dfery R i 71 it s@ater & Hae [ REH e Fr, 39 AR i g w71, S
seamrrTeqes rfReaT FF 1 ST B, G~ ¥ aiase sara @, gew afawe, 7t w e
g, % AT AT ST AU 3% F AT ATV (AThedT Iich % AN R0 ST &l ST F
T ST % FICOTT T aeor gp |

(3) s Aws F IAETRAE

(i)

AeATF AR AT AT, ST T I fRerfeaert & STqam seawor e & o o areeft
9 § AU U F99a & AT ATATAT FX o [0 T IALEAT GIEIT| A=A Tehi ZIT ST /14

FaT a7 g, SR o SHE 99 T GiERATe T aEdrastt weAr sdterd g e
Seaqur § FRHT 2R & W o % I AT 3T TATG AT Al Tg ATHd FHAT A0
o agamlt &7 el Sfaga Jearst & dag § 93w ST @@ 3Tasd 0 TS gl
FeauF qT THIY Tiagerar gearsti Hf Rae Fexid dAGamad TTeemd, ST a7 366
vfafafer #1, S et 9 ff = e e § AeTEE deau F#3T fi ST
ATISTH # 7, ST = " 1, S| qq1EE Sw=wr TJreET #7 aqAEd & g, 39%
qfeq F F ASATATH = % WAL | IE e foheft T wfage sear it foe FHaq
FATY F IaT I | TR Tgav &, ql I THIT Tfashet FeAT it i & 9197 Fvsl T AqATIA
TR o THTEMYIE €9 § f&Gda & For & ghnl 97 gfage gear &t fGaega fre,
T3 fAgO0 F T, AT G AR AT 6 LT, Foal T TTATIT ATEHR 1 39
TEATH o @ I, ST AT FhAT T &, SH A TAhe HeAT 6 Fied g & d1ag hAS<
o=t % sfrae srrfua i ST

AeTTE AT STeTuITeR =TeR{ch T AQTAE sTeaue o sT{aar qeai a7 st eeft exfa
IT g T F9T H T FT AT FLA o ST AT<h 6 AT 6 a1 H FAAT T2 5 F 7247
SISt ATTSTa FgAfd THAT & JTeqHT | I FIUAT| T8 I SATIR &l T I8h ATH
fefora (Aratactarta=m) =, grers a7 sas gfaEfe, S G f S seeur =
o ToTT st STIATAT AT & STAT SIS 00 &, | e ooy Heeft effa a7 g =l 9 §
T A % YA F (70 T F o I ATAFT AT ofF AT S

(4) IR % saERE

(i)

AETE TG T Ig IAEAE g 6 ag a9t el AR % STreehTl, LT oY
FATT AT AT FAA 6 [0 q&THF AT AT F [HEART wE AT 3T L TIAT
ATHIGT 3| AT AIHTT T AeTTT & ART A AT T 92T ARAT 6 ATEHRT, LT AT
FATO T /AT F o foru fafere e w = rfgu)
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(iif)

THHO—AT AE F FATF =T Tqg (TATq daf, T FAF ad, =frar a5 F
FHATNER AT I JAT TRFAT ST FrHAT Freaarfag deame) & qaeq, dareg o | fifeq
T, SIS AT ATIAG A SATh, STd fdfq § & TR, ST 1 Aeqa1eds d4qg, =97 A,
JTATAT, AOTAT AT 317 AT, ST ARG & | HgHIT o § 87 g, AT gl =
afafy @@t #v wms s=ra g et aeares a9 FfRu $ie et wreErfat w1
T AT ST T AR,

smame wfafy (@@ &, aufa shet =, o8 s F oo, S o 3 dere
ST ATSIAT T [ATGATRA AT 8, Toh FAq [ AA R HLAT AT 0| UHT FTOHRT STeaThl
T T T TS Safarh stegqaer SRTia Tl 9% sfe/= Yt s/ SeauorTeds eqhal
U FT e YA T T2 AT ST A i godrear et 9 sweafa 21 a6 gl

e = FETa e q=THa® ey AT & QU 70 w0 Gl e #7 Taagaor
FAT &, TT I VAT FIA F FROT H dA@GG FAT A9 o7 0F @t it =1 seaus
ST s T SATATAT AT T L a1 ATl

AT SeAwer F S G gfage wear i Fwe {Oe, avres Qguer F a4, a=r
AT ¥ AT G Feald TAATIA TR 1 ST IH HEAT 6, TGl AT Aeauor T
T B, @ T A wfaser wedr F wfed g9 F Hieg Feiew fRF ¥ sfae smrfoa i st

(5) ga_ITHS dgHfa

(i)

(iif)

Tt sreau @, Aty =7 &, gEATHs oied qgata Toud Ao ® Afn o ST
FIAT SUTETT B ST il (AT o AT § HIT&h & F 3T 1 g1 LA 6 a7 a0 (¢ffe)
T ITTRT A §U GAAT IH ATUT H ST AU ST AqFATHT BT ST TeAIATNT 2ARE T

qHHAT ST Tl 21 3T 2R 6T TgAfd “TAATHE TgAid T8I F TIN Flah ofaa §
TSI AT ST AMRU TR % =T T+ (Sfe) T97 AT gaid T&d, E1, =N
qfafd g AqHIRT g9 AT 3T FealT TAATIA TTEHRRT FH T&qd 0 S AUl
TAATHT TgHd EqTaSIl § T FlE Tadd a1 GrHd g7 Tqaed gHT ATgul 3T UH
TREqAl & BraTfead fohT SIT9 & 93 Sv2 ea @ ST TTTEERT &1 T&qa a1 ST A1 0l

STgT ®le SATh aAATHE TgHd o | TR § (IIML0 Fle oT=a AT<h AT STTeaed AT
T =fE S T a1 faswar 7 2T ?) a9t agufa Bfew w=v & e
stafater & stfsrma &t ST wemit afs ag =t a1 SaaT Afees =7 w@iad TaiEte aga a1

fora & ool g, T S0 GaaTcHT Tgatd ThRaT & A [Hoe JredT ITdd g1 Agq
1T IH AEATTIRT T AT FEATEAL FA AT

Tredin—fates w7 F S gtafate & var sxfe st g S e & 9 & &fa F
ATETE FALLT F forT Tl o J1 TIieed Fed § 907 2|

AT Jeai 1 UF W™ gt (Fwferee) stemaarefia =af7e % qEerens agufa aeaEs |
AT AN 8 H U U srexzaTeli SARAAT & o0 qaATcHs qgdrd T&T dael Saagr &
Tfeafera fir STof

ot Ut Fama et gfte %, SO g & w3t oft st a8t 8, qarfeE s §
o= SAREIT T 39T § GAATHE AgHTT THoRAT il g9T-77 RIS il SATHT AT
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(6) 3= A=rfAe® Fawor —

(i)

(iif)

STHF ARTAE STFaw il UH AT STeauv & &9 § qrearioa o v g Seer s
fRurae darfae seawor % ey B st % g9 T g % e § R affee geer
T 2 o foro R SmaT 21 srifrer Aeree stearwr @it "9t st 8 S srfeen e e
70 STV % 03 = g Al H, SeaaaTei TN SrqaT q9T Jigd AT ST "ehdr ¢ Y a8
A ST gt & e Aoaree s qeer # e 3t g g saw fAfafds ar hrehs et
w1 At awdw 7g e Tar 2

AT AaTae e auwr % 3gedi § fafory w0 & fMeriwor gaedt arear (Sareeomsd yis
gfth w1 [AeareEs), @ @9t amEar qee s Autas agtsdga FEta s,
e g9rer g (TRI9 et qedisd) AT gl g, & o 399 Fagd &7 7
AN forar ST, giReaE #1 sterEe, aiuTHTeRE U™ AT ST A T ggfa
farfermTeaReor, siufer gfafater aRomaTEs 39T #°r fAfema sgae * fow e gie o
T YA ST O T1eor 1 He9Tas % S G T oA 1o HLAT oal g

7f% srered, Rt gie #1 agag daras G F qarrET qarf¥eE s w71 % oo
g, @1 9T § UH AT e Y #734 F forg wuet sie i i e qur st
Feal T STIATIA AT 0 FATAT ST

(7) FRurtas Aerfaes swawor :

(i)

(iif)

fRorTe AeTe stear U vET i stewae 8 S e i &1 9 saia =
o o0 AT 3T TATARTAT TodTohe 0 FHAT e o (o7 q1&7 THAT Fha1 S[rav g1 [
T SO0 U [IRTh LA ¢, ST IH T AT 9T ATl Aefoh AR § Sreeht spearas
TFaT ST 72T 2 3% TATERIRAr JoT Yiadhd TATAT T ITGG FI 6l AT & fou Ghar s
BET ]

Ut fafercar e & foro, S #ie wariia e gite T8 g &g S awa & 9l
AAIT g, 9T § o Tl § ffhear e 6T, ST ST 09 il Goaar § Fir 15 Frwrier
*F ATETE TINT FohaT STaT 8, AT 3% TqTaaRti<dl & 9187 e & o gegadr [urs
e U ST AT a9 ® & ARET § [uirE q@iHE aeaw w7 F 0,
TR SO ATIERT ST ATLHeF LA ST T S0eqr i1 S #hett 2 oo 72 it
ToRaT ST 5o T 37T WTLTSTa STeT W o 918Y Tal § S[eTU U STeT % %7 gl

T2 sraas, Ifhcar e AT AgUST A&l (@GR & AEET A& el FHidd & [0
g, A1 A | UHT A2 700 T Fiid & (o0 el o TR it §e17 & sifae
Feal T STIATIA AT 0 FATAT ST

(8) we: fayur A=rfA= sawur-

T-Au A'TRE s T IR F AT & TET A T R § e seme g e
AHITT AAW F Hag 81 TH A=a0T &l FAfhear F<h F TTHIET & THT STAIAF Al HAT ST ThaT g ohg
el AATIA ATTAsRTeT gy fefeheaT i o smerfaa wamr &t 9y frg #w % forw ey sroear i S Jed T
g1 I TRET T T % T bl § Toh 30 TATEATT JSATH 3297 B ATRY| TH-TAT0T T&TH =0l %
ST UHT Srfafeh sfoter i<k ofav FohaT, GLeaT sTeaae, =0l od § S SAqHIed qeAT IETgL0m Jas
TEAT/EITAT ST TTQ T FHAT A o fory gfwfeud fro 1w )
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(9) fafere =t & sreaae

Frfercar fRe &1 AeTieF deawr STeT arerst, Tadt Aigers, TREat FT aredt afgers, Fh AT
ST ST TUTSAT o HTH T FA 6 T F TS g5 AR § F=hear 6 & T 2q 60 ST arer Seaa a1
T THAT FX o (oI TE&IA /AT ST STUferd grar gl

(i)

srerf=reReT

STt REET TR T AT steaae (ST YT 6 AT 9% ST qemad) § TIur
Tt ¥ giegfera o ST g g, afe—

() =g LT, FSreeT Iu=m et St srarta g, Afreaar ggraean ® Hetaa & v

(@) ag SEET, S|Er IT=r e SmT 8, S i are At it qan qenr 5
qfeAtera o ST 1

(1) ZF aTd T TATT FA F1 AfAfeE For g 6 35 AT it S qme Fqw . E 39E
T AT T FATAAT 2, AT

(%) STeaTTere fefehedT e | qaT T FIATHITEA & 91 § 4T STO-Faiehedr arer TR i
AT H ST TR arer TR i Jiafenar § e o i F9ram 2t 2|

1 FrfeheaT A —

R I o w5 e RfercaT foame steqa &1 999, g, U= e o w2
TIRT 3 WY, AT il FA=TO0T T IUeed ITATE hl GLAT ST TATIHRTAT 9% 4 F,

39 =T gie &1, ST St § TTRT BFFar M IeeT ¢, wrEeeaEg 6w gear
T g 998 | A AT AMGU| ST AZAH A=A Jrerehi | 6ar ST sroferq g, ar
AT TTT: TR FTART ST qeraTd fAge 9 2 F 03, 92 g1 9 AT FHAT g~
AR

7f% e e wrfSE =7 & 91 99 &9 & a1 IR0 & Az TR § w=nr £ S g,
AT AQTASE AT ST AIHF AT 3 F1F e 2Ter & fam areent 6 9ear &
SETAT ST AMRY ST AT FFEh! § ATHATH AT STTOAT ST T o6 saehl § e qeem
FEIAT | ITANT TR Al (HAdT g AT IHH IART ATTIH STITEH T Fa<T 7 gl

7tz fafFraT 7w, a9eF T o=, Tt A § g ara T 71 shad- e IR0 F
S forw = e i e gf~e 72 8 o ifva ~frar afte 8, 3= & o srafig
&, AT AqTHE S-a Tl | FTAF] l, AT AL 6 ATHF LT STeT 3T IhI<h a18T
RgTor & Tt &, AT AT ST AR Ul 3T TRl |, SEf VAT §99 T 21, STeT
= T HI A19 H AEaRgE s A= 50T STET AT 0l

7z e 3w a9 TR § 336 TR S o € An et afta R S
IR T ez et e & Afdas FamEt 9% 71 a7t § gvg-fFave e, 7 f
AT 7 =ar Feme 8, F TETq A R A7 "9 g1 UH ATHAr °, STgi a6 e
o St 3w e are T =rer g a1 et e Rt #, st § s=@w F oy
oo HaefT sTtereTe fRT ST o Tt 37 arfers = Ter st seaT gt
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(iif)

a1 Frfercar TR forfaa gt aegafa o # fAfes 9 8 s@we g ofiT T 9ar¥e seau
H AT FEATRIAT T STLEIAE o & [T o= qrar-raar a7 &fee gveas o A7 g
TS, T a1t FAfohed Tt il 3T Teq99 % 1< H, I ATIT § 37T 9reaf § S o
qHE | g8 g, TATHAT 00 ®T H AEd FHAT STET AU STgT G gl dTe = fehedt
AEATRIAT F1 sreae § amitea oo S % foro st sifafs sgafa &+ =nfgo) gar
FATTAT FT ST AT AT JIF T F TeweTd GgHd T8 9 T8 JRIE digd gearay
e ARl TfY Bl aganft £ sreraa gl agariar arom o f z=ar #wr g
o ST =R, qurfe dfiw o shaw dwerasr TR deet Rt st & o oft
gffRarfaat ame o gdr & S seawe v grar-fuar a7 f&afass a@vess & o §, a=
TIRIT T &7H I T TeqAT § TN 7 o o HIL0 Hohe H T Tl gl =9 RO H, ofeqaa &
AT fU ST 1 =1 e & forw wrar-faar an f@fees s f gaq agata wamm gt
AT

et § FoRu U dariae e  for, qatde w arelt e afita § 39 gaedt w7
T I A B

TeET A7 TR=ET | A Aigari—

(F) Tt s =t § el gfgerstt # v aarfaw e § e asft aftafoa G s
AU STa =rfehcaT ik THadT I7 TR=AT § AT AiGATSA AT THET AT TRAATT TQU2qet
FTT ITART fohy S 3 for srerfaa 8 e stet foF Sa wigerst &, Sy wedadt a7 o=t

el 8, STETT AT TTeT STIE a1 2
(@) UET FrfrcaT gie & o, S TiET F SR TART AT S ST 8, S9 At 7, 5

T, T fOrg) A AT ax et giRe % o st g, |atea sadi Ster srterd
g

3. go; g Ao

(i)

ot srearmorTeR= rfercaT F & SIqHET % T99Tq ST ST (A9 SIS 2l ST, e
ARTA AT % oI eaTIEs ATeie? T ST FTfe Ul sraash —

(F) T ST & THT FEAT A5 SRR 0l I0E &,
(@) T8 =TT &1 TR0 F B & A
(1) farfersr 2ot | FAworT griasere arieata s a9 qeeAr § qaidq gl agcaqu qiedanl 1 a7

IBEIKEHE R

() T 9T T 3 FAT ITAT o TART T G [oI7 IeqTe il ATt § afadaq Fhu S =2,
STRTT e o (10 afess e Ay ate (1. 0H..3717.) T&qa HT|

(ii)

(iif)

U ffehcar gih Ua TUagene § At 6 ST 9T Ul Tha TUage? & $ia) f5=-
TS &A0TT AT Qo AN o6 [orT =TT &7 g0 == oy S &t smaeafnar gl

Tt FET AT T T-AGTH T AT STeT | Fadl (IS %l AT (ATATH STeT) Frertard
BT AT T TUHTSAR, SaE &l (o hedT Ik T STIHIEA (T SIT7 % THTG & T8 &l a9
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& o0 v By 919§ TEqa At STUIT| TETEdt &6 a9t 6 o, fuagsnT giaay e
AALTF T AT A T & gd H Ag AGTFH THAT AT § al dheald AqATIA
TTTeraT TTUHTSAT TEqT F i T Aarer Al a@r g 5o srafe & fom foagem &
ST &, 39 RdTerei= srafer & sifaw e & o Fetex fiam % HWiaw swqa fhar s =nfge
AT, TH a9 ATHAT &I, DAH Hegreaar e T Iadhed gedT daared gf, e
SMeEh FILT GAAT o0l AT TTH 6 Tegg [ F HIq¥ AqATIT AR AT & ST AUl
Tz ffhcar e F Ao & saes grr Ao #7357 SqaET ey Fied & T97q

e o StTaT 8 a7 UHET STeT Areaiid seTe U%, ST 39 99T § W g, Sa =iehar
<R 7 oo fFaT STaT 8, STerser FIAT ST R

(iv)  qeear gaeft g2 & arar &3 & oo Afafdear geenta a7 f&Fo w9 segaaEt &1

U TUAEIET § AT ST AT 0
(v) ot UH. .. FT H=AT TR g AT
(%) = gs:

T.um. g, & ofidw 98 97 Rferaar gitw &1 9, RO #3a #1 ofawer;, R et & saarfea
Horay; ferfereaT gf<r % srqeres & ai, R giet F foom & aie, aqafa 1 9 i 9aqr
AT A1 |
(@) af=:

. UH. LA % =6 ATANT H§ RIS e &7 siqarer; Fhear e & Brar vafa, R &= 1, go,
= &1 A, A, s w6 oY ST &1 dfer e geaT A1 |

(1) =1 Fera=Tdt R iR Rufa:

.U AR, F T8 AAN | Ao Ao g, Sas aia T99 sqaie & arie aed
I 9T FT AT Tl ARE =7 0T A g o7 afs 3aare 1 Gt oft 3o § seamgre e o ar
I IO B AR |

(=) geaT "eEft FHION & forg R w37 F Faas § ¥ 78 sRarsdi

UL F T AN H AT § "afeq UHl Agadq wrearsal & fFaeor g =gy, S
HATUITCHE ITAMT AT A0 Hael e & Hag R F F a0 6 " A ag, et
AT STearwor & TS, R wrteerte, srer arfaetar afufat a1 s afufoTt grr 6w
g |

(=) fAer gea Il & qfed:

09,73 F 20 aqanr § RO w F saae F daw fAder qren S # gu fE ggeaq
Tfadd gie AU | UF aRaadl § Aueg-[aee, samaf=at, q@iaer«=al, Taaa In Teqi(T.are) ¥
ST STTHHILT S AT TAT TR QT AT 6 Hgcd ol oy T Tgeadqul I-Aarwh Heay
2 ATfRY |

(=) wrpfera R sTECr

oY UH. .M. F T ATANT & STHEAT & ATHT ST Ta=T HT TTHAT T T AT(8T, ST F=ieheat 6 &

I 8 | Aeauurelie SAfR/ART 3 SHTEROr FT TEAT FA F o0 Y Tgia (TEiaa) & ate
Feraor foar ST =R |
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(i) =T STe oo | SreawurTefier saf<h 7 =t 3% siawrer Haeft HTEw |
(ii) 9T H AT S Ha & TAMT T GEAT ST S q Haelt e
(i) orer o & fAqoreT st & Tl T SET $iT SaNTe Heelt serawr

(2) =afRs 7 F1 g F1 Tegfas:

fUH. L. F TH AGANT | T SAqATHETF & O ITASH ATEF ATHA il AT g1 AT,
TierT ATHe FT auiATcHsE it shag™, o e 1 degreas Fihar IiRe & 7= o @,
AR EAFRAT T &7 ST =A7R 0 | FHeed St & S Are:

(i) ST fafga e a1 e

(ii) AT | ST SATDF qTHA

(iii) <rer foeg & 9yt A fow e

(iv) TRTIe STeawort & AT ST qeatet H7 =7 ST sfawre gaef dier arofwor

(v) T =TT STeT &Nt & HA ST st Saelt Sier Aot

(%) sreaa=

T.UH. .M. % T AN | AT g G TS AT SAeauo § I AT &7 § Hged o
ST TATERIAT/TATaeiear sfi geeaar gaet Fewy o Tawiidrq qear daslt stegaq g ATey, S
e o Ifdaae siaere & 3 Suasy gu, et IaaTE geaT Haelt SIAahr 9 HA7iad T979 ¢ |

(i) sITafaa srater & A AaTH S Ao F Hgea ol qLATHSE HERET o qIL9T
(ii) FT-3FaTATT eIl o Aoy
(iii) Fe-sreTtae srema=t | Aoy
(iv) TTfeeT & fAehe
(C)EKCICELE

ot U, T AT F T AT § ST €T FIT T T Gehal Sl S Taee TT (Ff F1S 8) F a1
H = o g AR |

(F) o T STITEH qediadd: T80 AqANT § TqAHeH Tadied sarer & T ATHATT Fohdl ST
ST ST STaaTad STarer o T STTTSTd Hehd | T GoAThd o AL T&TT HT |

(@) ST Taerd ToET: 36 A9 | SAqATaem<d qeaT daet e e 396 gy 9 qear daef
rearet 1 5 F27 F forw ¥ T argewT FATE F Tferg A TS F |

(37) NI GIAT GATHeA:
T UH. LA F T8 A9 | =fhcar e & S, Sqaiied qe0 & (o0 BT gedisd & e 1%
IEERT THY GLAT G el ToAiend oTTHA T A1 T |

(i) FeaT "aeT Frearett 1 a7

(ii) BTIET HEeT AR
(i) BTIET STTEH AT geaisT



[T II—-®E 3(i) ] YR kT TSI+ STHIEROT 101

() et

T.UF. A7, F =7 aqanr § Ffrear 36 % qear wee o saafidas g | g9y § 7 T
AFLTF FTLATe F a1L | AT g TR |

(3) aiRfre:

ufefers & 9a # Ao st &t afa, St @t & & i, =32 Jmar gear et § au
Tqied AT AR ATTHS I AT T |

3. feoqur : qreoft & 27 srqg=T 9 & T qrefl” SqiHua 2 |
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x|

6. U AT B TR F Grd H T F 7w Frern 1, GIRSEC] (e it
AT FY) F e THT FT & T2 ¢ |
TSI o ZEqTerT
(ATH 3T TEATH)
HreT a7 T2
121
ARG
TE€] THST 21
[ 45(6) 2]
AT FFATT FA & forg ST Yo w1
AT HEAT
LR (AT & qZT 9aT) * A/ | f safa
RIS AT T TAT AATUTHE [=hedT (AT ¢ g ] ATEE

AT ST 6 ATHIT FAATOTcH =hedT Iih % o0 d1THeE STeauor Fia & o AT I8 & &g

AT FLAT g/F &

2. TH SATATH o STHIA A IEad T&T H HAd AT o T =ehcdT Ik HT AT

9. SR A AT SR e ge wr st

3. AT STFATOT T (TAAT) FT SHIRT:

w9 9. AT 3% I (A=) FT qaT = giAfa 1 =1 & F7AYF T 77

4. Tg =T =v Afataem qur T 3w FEw, 2016 7 Far-fAfafE odf F aeadia 2)
T FATT AT TTIErHRTLT
A = sT9aT T
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TE€T THET 22
[Far 52(2) =]
A s geried w9 F e sge Tom w9 % e sEe
qaT ¥,
FETT AT ATFErRTL,

WETA/AEAT,

i (FrfamTar &1 a9 sfiw 921 94, e =i -3 afzgq) <= steafea
TATTAT (TAWTATATSN) ATAT sfqaferd HedT (7)) § arrg ¥ Aeriaw FEfATITET
AT ATSHT & AHIT A5 IA-Tdel A&THa Jich H A&TE FRIATTCITET Fd 6 o0 TTAT T&T FeeA 5

AT FAT g/Fd &

2. TH ST % e Awferfa w7 § o g= F qqa 98 q-fagr qarae T gite wr s

o . qw AR ST A-fagr A gie #r ot

3. TATLTAT (TTRTLTTATHAT) AT FAAToTT TEAT (FEAT3H) T AT

E T (TIAT) T AT 3 qaT IR gRR} AT =T | FTw (I F (F)
qw

4. T gie F=e, 2016 & 9w 52 & 3u-fFaw (3) # Fur-fRfRfee aearas go 2|
5. § sfruter i SATe AT srtertead, 1940 T Mifehcar g a7, 2016 & ITFLT T 1A FHaT|

6. AU &Y T TR F @rd H o 3 srefie =3 1. SIRAEC] (T T /AT )
FaefT THT FOT LT AL T
I TSI T AT
- (ATH T TS9TH)
T 4T T2
T THST 23
[ 52(5) 3]
Aar R FEASITRT TEaiT F F T sgar y'm

ST HE&AT
ot (rfamtar &1 7 i @7 T, T v -0 afza) #1 98 g9-fagr

AETAE qRE AT AQTE FATACITET T Tl 6 AT TQTH FAFHTET qedhd Fid & o0
AT T&TH il SATAT &

2. 7% z-fag A Fafhe aftw et




[ 9T [I-89€ 3(i)] YR h1 TSI : STHTHT 139

o . qw AT ST A-fagr A gie #r ot

3. FAATord THRTATHAT (T RTLTTAT)/FEAT (FEAT3A) T AT

w7 9. T (TFAT) FT AT T gar IR R AT | I (FATH) FI(H)
aw

4. g AT =9 At aur e gt Fem, 2016 # Fa-RAATRE odt & seadi= 2

s FATT SATIT TTTEHTLT
e GIEEREIRE]
TEY THET 24
(R 57(1) T9)
ot Ffacar gie & smama ar Rt & sger F g sreem, Sadh Ryaifa R aiv i g
GEIKH
FAT STSTI JITFErehTe,
A,
H/zw (TG AT ATH 3T TAT) oo (Fafeator s

&1 7an) § AT 37 R R F, S @ Maiia BT, g 98 & a9 e q=@s
SwATOT ToRAT AT &, SATATA %0l ST &I e o [0 e Fedl g/Fd gl

2. R gie(FT) #1 =9:

®wE | 9w I IE] Aiewr |, | s don Fafy e ge =
SYTHT Tt

3. FrfercaT gie ==, 2016 it FAT TE=T & AR 4 § IATA < FEdas 999 gl

4, FqU & B T F @rd | oY F | =rere 1, qEE (Y T qAT EwY)
F aefl T THT FOT AT AL T
fafaaTar & graraw
(ATH 3H¥ TeATH)
Hrer 31T T
L] [ (—
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T€T THET 25
GREFUCEE)!
At R gRe & srama ar RfAwtn  sger Ged Raifa R gk €
TAAT Hoeeeee
auE (Frfertar =7 71 9 T T S S atEa), S Bt e

(FATAHTIT T T 9QT) 9 8, T MHq <1+ [Ates 92 Fiedr e F srana staar Jf=atr i seam
&I T ST 2

2. R gRA(AT) & =

w4 | 9W EICE L) Hlew ¥, | swofRa 9o sty T gie =t
SYTRT LR

3. g AT sAtAaw i e gin =aw, 2016 § 7a7 Afafae ot & stexefia 2

HATT STLATIA TR
GIEEREIRIC]
L1
AP e
TE] THIST 26
(7 58(1) %)
T-Ragy A= Rifdr g ¥ s ar [t & s F o sEe
4T H,
AT STAATIA TTIAFTL,
LR ERNE LRI
H/gw (ST T ATH 3T TAT). o (Fafaor = =7

Tan) ® AT - &frar gaE), e w e Faita St gitw 951 8 v S Te@s
FATATITE Gediehd oRaT IAT &, % oaTa AT AT it oI =T Y2 e & o siraes F2ar g/ &

2. =A-fagr ffehear FiR(T) F7 AR

w4 | HqiE T Aleqd. | smaRa o sty e gie &t
SYART Tt
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3. frfehcar i<k 2w, 2016 it =Tt sIqg=T & 9 4 | FariaHiEs aeares aq9 2|

4. FUA A TER @A M Fafaamma_ JemE (T 599 &)
F eI THT FOT L AL
afawTar = grarax
(ATH 3T T=ATH)
CIEEREIRTIE
L1 L
AT e
TE€T THET 27
[ 58(3) 2]
7% T-fagt A= Rifacar Fie & s staar Rt 6 ager
HATATH oo,
LK) (FRrfRmtaT #1 7 o7 AT T s $-fe afge), e A ee e

(Rrfator 2ot =1 7an) w2 &, g PR f B 72 za-Rd e S i) % smar s
fafawTor i ST=T ' T ST gl

2. R gie(FT) #1 s9m:

w4 | AW EISKIE] Aiewr |, | smafa doh Aty T gRe *r
SYIHT CLj

3. Tg AT ATA = i o\ # 77 AfAfee oqt F sregdi= 2
AT STAATIA TR
= o79aT =i

TE€Y THST 28
[Frm 61(2) ¥ 62 79]
T gie aleror st g Rrfecar gt & aeror sreraT geais it Rae

SHTIOTT T SIar 8 & TG o E 1 A *F T % ®T H qreardd
TR o, % FATIT HF ST ATAT THIE H. .o, AT FHAT HT T/ TATHT F o037 TAT &
ST TEEAT STTaT HeA T o TR0 o 3feafed gl

2. Tehe AT THA o AT AT ST T2 HoAT hif Rt Feferfaa o
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3. T AT AT 6 STET T SI¥ STLTEEareas] il T § T THAT A1 QU U FHILO T ST &Y
THTEA "I ATAfRaH, 1940 § Fom qRWTNT ATAF FUE] H/ATAF Flieral 0 Tal/ATH /AT 8
FTAT/TFHAT B:-

FrfereaT e averor stfererdy
e 97 =i

TE€T THET 29
(Frr 62 3)

sirefer si= saTee arnlt sfefRae, 1940 i arr 26 F srefier faedt R gie F aheror s i 8g
T T AT A

3. T | AT B F FATAE I ATAT F=ITheaT IR AT AT .o,
4. ETHHT ST THATT T ATH ¥ I TaT STgi & = ihedt Ik T & AT 73T 9m)

6. T=rTercaT TTh T T STt Yodiahd o (o0 TEQA FA o B

7. TerfercaT IRE T e g ST T T e &9 AT FIE T GIT T
L3121 AR AT e % et T ST T 2

H =T Fear g o T srrar gedied g TEQT ST Lol =ehcdT Ifh T wT HE g od forw
TAT AT H 0T T AT =AT0T Fear g o TLe07 ST oA g Hoil ST el (aiehedT i<k T THAT feroger
T g STET Toh IHHT HF AT AT AT TAT THAT AAHAT FH FIA o6 (o7 S8 [ohell HT T § TGS Agl 0l 4T
gl

[SAEA L H

AT
HI TaT ey

qE€9 THIT 30

[=rm 65 =]

strwfer s e et sfafRa, 1940 i g1=r 22 (1) (1) # srefier fFh =ik @ o= Fr A @
AT T HFA T AYHT HEA ATAT AR
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HY T Ag TSame e 7 F0T g 1o oTTeh sol  aTed A= AT (= (oheelT FI<RAT T T2 i ST 3T THTE
ATRIT sAfEfaae, 1940 Fit 92T 18 % U FT IJearad HLdl &,

qq:, A 36 Aty i oy 22 FF ITUTT (1) F @ () F ANT A0H 7 Ar<er AT Ao =Gl
T STater o T I Fei® 1 AT T HTA Al SAT&AT FLAT ¢

GLEAEC IO
e i stferrdy
Tt 3oraT T2TE
Rifecar et & =i &1 Rawr
[SLEAE= ITTIRORRT
FarfereaT e srfererdy
Tt 3raT T
TE€T THET 31
[Faw 67 3]

srefer si= wamee arnlt sfefRas, 1940 £ gy 22 (1) (1) steEr () F wefiv aRnEa afee, g,
TETAS FYAT qricas aeg & fog RifeaT gReat & & % g Wi
A gy A= an Efeer gt suer sfveral, dSwed, EaESl SYdr diad aeq wl

LA NN £ 12> 1< SRR F TiEY T WY i T\ qrnRi ataaE, 1940 (1940
T 23) T 9T 22 FT ITAWT (1) F @S (1) AT G (W) F ITaelf F A9 AR B w3 g

FrfereaT afw stfererrdy
CIEECRPE LR

afirEa R gt staar sifeat, e, s=amast serET arfas awg % =iF @1 [an

FrfereaT gfw srfererrdy
T 94T T2+ T
TE€T THET 32
[Raw 69 3€]
39 =afaq it gaa, s T P g
AT,
AT BT e HRIT  TRET § TV AAAT AT 6 TS A
fafafie Ffrer aReai Faga oo 8
TG oo
FrfereaT gfw srfererrdy
T T9aT T T
T el & T3 &t fR{ar
TG o,

FrfereaT afw stfererrdy
T FaT T
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TE€] THST 33
[ 70 €]

Wt R gRe(gReaT) ¥ forg o T % forg wie, gt shwfar six waras arnft sfafem, 1940 f
a1=T 23 Fit STERT (1) F srefiv Su forg T ot s ger sl R @ @)

qar ¥,

HY A, £ 71 ¥ feog afver & i AR Ffrar gtet 5 @
fer 2

THAT T ST

T # T T IR F T F SEa T F T H & T Terwer it o

Y S 39 fou U 3 gew iy = e 7 T w7 R,

aq, 99, § AT 7Y g o v R gieat ® a9 9 F o G s 9o F aqaw 98 @i
AT E

LR L=
R g st
Hie a1 &Y
TET THET 34
[ 71 (1) 3]
R gite st stfgwrd i ster
FTTT 1 T
ELET
AT H,
rfercaT gie averor srfaardy

= aftra e FiRe &1 FAT sirofer i goras arndT stferfaae, 1940 Ft 9y 23 #it 374N (4) F T
(i)  ITae % T TEEAT TIAT qoATha g 9 gl
frfereaT e & T899 #1 9 g Metote fea & Fiega @ e

39 =T gk & 918 % | Fierar e & T8 &7 AT SEH e, ERIEERERIESICH
reafra g
AT s
Frfercar gi~e srfeardr
Tt A7 T

[T, . TR, 11035/374/2016-31. 7. FL .81 ]
Frad AT &THI, TH A=
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION

New Delhi, the 17th October, 2016

G.S.R. 983(E).—The following draft of the Medical Devices Rules, which the Central Government proposes to
make, in exercise of the powers conferred by section 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of
1940), after consultation with the Drugs Technical Advisory Board, is hereby published, as required under the provisions
of the said section 12 and section 33, for information of all persons likely to be affected thereby and notice is hereby
given that the 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 Official Gazette 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. 414-A, D-Wing, Nirman Bhawan, New Delhi- 110011;

The objections and suggestions which may be received from any person with respect to the said draft rules
within the period specified above will be considered by the Central Government.

DRAFT RULES
CHAPTER I
PRELIMINARY
Short title 1. These rules may be called the Medical Devices Rules, 2016.
Application and 2.(1) These rules shall be applicable in respect of,-
commencement. (i) substances covered under sub-clause (i) used for in vitro
diagnosis;

(i) substances that are in the nature of mechanical devices
covered under sub-clause (ii); and

(iii) devices specified from time to time by the Central
Government by notification in the Official Gazette under
sub-clause (iv),

of clause (b) of section 3 of the Drugs and Cosmetics Act, 1940 (23 of
1940).

(2) These rules shall come in to force from such dates as may be
notified by the Central Government after their final publication in
the Official Gazette:

Provided that the Central Government may notify

different dates in respect of different class or category of medical
devices.

(3) Medical device already marketed in India prior to the
commencement of these rules shall continue to be marketed as
hitherto before, subject to the condition that the manufacturer shall
provide evidence of previous sale in India and apply for licence
within a period of one hundred and eighty days from the date as may
be specified in the notification to be issued under sub-clause (iv) of
clause (b) of section 3 of the Drugs and Cosmetics Act, 1940 (23 of
1940).

(4) The Central Government shall, by notification, specify the date
from which medical device referred in clause (3) shall be regulated
in accordance with these rules.

(5) Medical device already notified under sub-clause (iv) of clause
(b) of section 3 of the Drugs and Cosmetics Act, 1940 (23 of 1940)
and marketed in India prior to the commencement of these rules
shall continue to be marketed as hitherto before, till the expiry of
eighteen months or the current validity of the licence, whichever is
later, from the commencement of these rules.

Explanation.- For the purposes of these rules, the in vitro diagnostic
medical devices which are already marketed in India and governed
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under sub-clause (i) of clause (b) of section 3 of the Drugs and
Cosmetics Act, 1940 (23 of 1940) shall be deemed to be medical
devices and shall also continue to be marketed as hitherto before, till
the expiry of eighteen months or the current validity of the licence,
whichever is later, from the commencement of these rules.

Definitions.

3. In these rules, unless the context otherwise requires,-

(a) “academic clinical study” means a clinical study conducted for
academic purpose on,-
(i) a licenced medical device for any new intended use, new
material of construction, new design or new population; or
(il)an investigational medical device which is developed in
India;

(b) “accessory” means an article, which whilst not being a device, is
intended specifically by the manufacturer to be used together
with a specific medical device, to enable the medical device to
be used in accordance with its intended use by the manufacturer
of the device;

(c) “Act” means the Drugs and Cosmetics Act, 1940 (23 of 1940);

(d) "active diagnostic medical device" means any active medical
device used, whether alone or in combination with other medical
devices, to supply information for detecting, diagnosing or
monitoring, or to provide support in the treatment of, any
physiological condition, state of health, illness or congenital
deformity;

(e) “active medical device” means a medical device, the operation of
which depends on a source of electrical energy or any other
source of energy other than the energy generated by human or
animal body or gravity;

(f) “active therapeutic medical device" means any active medical
device used, whether alone or in combination with any other
medical device, to support, modify, replace or restore biological
functions or structures, with a view to the treatment or
alleviation of any illness, injury or handicap;

(g) “authorised agent” means a person including any firm,
organisation who has been appointed by an overseas
manufacturer through a power of attorney authenticated in India
either by a Magistrate of First Class or by Indian Embassy in the
said country of origin or by an analogous authority through
apostille to undertake import for sale or distribution of medical
device in India;

(h) “body orifice” means any natural opening in a human body
including the external surface of any eyeball, or any permanent
artificial opening, such as a stoma or permanent tracheotomys;

(i) “Central Licensing Authority” means the Drugs Controller
General of India appointed by the Central Government;

(j) “central medical devices testing centres” means a medical
devices testing centre established or designated by the Central
Government under sub-rule (1) of rule 14;

(k) “change in the constitution of a licencee” in respect of;,-

(i) a firm means to change in proprietorship to partnership
including Limited Liability Partnership or vice versa;

(ii)a company means-
(A) its conversion from a private to a public company, or
from a public to a private company; or

(B) any change in the ownership of shares in the body
corporate or in the case of a body corporate not having a
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share capital, any change in its membership; and where the
managing agent, being a body corporate is a subsidiary of
another body corporate, includes a change in the
constitution of that other body corporate within the
meaning of clause (A) or clause (B);

(1) “clinical investigation” means the systematic study of an
investigational medical device in or on human participants to
assess its safety, performance or effectiveness;

(m) “clinical investigation plan” means a document which contains
the information about the rationale, aims and objective, design
and the proposed analysis, conduct, methodology including
performance, management, adverse event, withdrawal and
statistical consideration and record keeping pertaining to clinical
investigation;

(n) “clinical performance evaluation” means the systematic
performance study of a new in vitro diagnostic medical device
on a specimen collected from human participants to assess its
safety and performance;

(o) “clinical research organisation” means any entity to whom a
sponsor may transfer or delegate one or more of its functions and
duties regarding conduct of clinical investigation;

(p) “conformity assessment” means the systematic examination of
evidence generated and procedures undertaken, by the
manufacturer, under the provisions of these rules, to determine
that a medical device is safe and performs as intended by the
manufacturer and therefore conforms to the Essential Principles
of Safety and Performance for medical devices;

(@) “custom made medical device” means a medical device made
specifically in accordance with a written prescription of a
registered medical practitioner, specialised in the relevant area,
under his responsibility for the sole use of a particular patient,
but does not include a mass production of such device;

(r) “Ethics Committee” means committee referred under rule 44;

(s) “Form” means forms specified in Appendix to these rules.

(t) “Good Clinical Practices Guidelines” means Good Clinical
Practices Guidelines issued by Central Drugs Standards Control
Organisation, Directorate General of Health Services, Ministry
of Health and Family Welfare, Government of India;

(u) “intended use” means the use for which the medical device is
intended according to the data supplied by the manufacturer on
the labelling or in the document containing instructions for use
of such device or in promotional material relating to such device,
which is as per approval obtained from the Central Licensing
Authority;

(v) “invasive device” means a device which, in whole or part,
penetrates inside the body, either through a body orifice or
through the surface of the body;

(w) “investigational medical device” means a medical device
referred in sub-clause (A) of clause (zc),-
(i) which does not have its predicate device as defined in clause
(zD); or
(ii) which is licensed under sub-rule (1) of rule 20 or sub-rule
(1) of rule 32 and which claims for new intended use or new
population or new material or major design change;
and is being assessed for safety or performance in a clinical
investigation.
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(x) “licence” means a licence granted by the State Licensing
Authority or Central Licensing Authority in Form MD7, Form
MD11, Form MD13, Form MD15 or Form MD17, as the case
may be;

(y) “loan licence” for manufacture means a licence, which a State
Licensing Authority or Central Licensing Authority, as the case
may be, may issue to an applicant who intends to utilise the
manufacturing facility of another licence holder to manufacture
medical device;

(z) “long term use” means intended continuous use of a medical
device for more than thirty days;

(za) “manufacture” in relation to,-

(i) medical device includes any process for designing, making,
assembling, configuring, finishing, packing, sterilizing,
labelling or adapting with a view to sell or distribute or stock
but does not include a custom made device;

(ii)in vitro diagnostic medical device includes any process for
designing, making, assembling, configuring, labelling or
packing with a view to sell or distribute or stock;

(zb) “manufacturer” means a person who himself manufactures a
medical device and includes any other person who undertakes
such manufacturing activity on his behalf.

Explanation.- For the purposes of these rules, the person who has
marketed or promoted any medical device or used any other
similar expression printed, written, embossed or put in any
manner on the label of the medical device, shall be construed as
the manufacturer;

(zc) “medical device” means,-

(A) an instrument, apparatus, appliance, implant, material or other
article, whether used alone or in combination, including a
software or an accessory, intended by its manufacturer to be
used specially for human beings or animals which does not
achieve the primary intended action in or on human body or
animals by any pharmacological or immunological or
metabolic means, but which may be assisted in its intended
function by such means for one or more of the specific
purposes of,-

(1) diagnosis, prevention, monitoring, treatment or
alleviation of any disease or disorder; or

(i) diagnosis, monitoring, treatment, alleviation or
assistance for, any injury or disability; or

(ili) investigation, replacement or modification or support of
the anatomy or of a physiological process; or

(iv) supporting or sustaining life; or
(v) disinfection of medical devices; or
(vi) control of conception;

(B) substances covered under sub-clause (i) of clause (b) of
section 3 of the Act used for in vitro diagnosis which is a
reagent, calibrator, control material, kit, instrument, apparatus,
equipment or system, specimen receptacle, whether used alone
or in combination with any other reagent, calibrator, control
material, kit, instrument, apparatus, equipment or system, that
is intended by its manufacturer to be used in vitro for
examination of any specimen, including any blood or tissue
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donation, derived from the human body, solely or principally
for the purpose of providing information,-
(i) concerning a physiological or pathological state or a
congenital abnormality;
(i) to determine the safety and compatibility of any blood
or tissue donation with a potential recipient thereof; or
(iii) to monitor therapeutic measures;
(C) substances in the nature of medical devices covered by sub-
clause (ii) of clause (b) of section 3 the Act.
Explanation: For the purposes of these rules “accessory” means an
article that is intended specifically by the manufacturer to enable a
medical device to be used in accordance with its intended use;

(zd) “medical device grouping” means a set of devices having same or
similar intended uses or commonality of technology allowing
them to be classified in a group not reflecting specific
characteristics;

(ze) “Medical Device Officer” means an officer appointed or
designated by the Central Government or the State Government,
as the case may be, under rule 13;

(zf) “Medical Device Testing Officer” means an officer appointed or
designated by the Central Government or the State Government,
as the case may be, under rule 13;

(zg) "near-patient testing" means any investigation carried out in a
clinical setting or at the patient's home for which the result is
available without reference to a laboratory and perhaps rapidly
enough to affect immediate patient management;

(zh) “new in vitro diagnostic medical device” means a medical device
referred in sub-clause (B) of clause (zc) that has not been
approved for manufacture for sale or for import by the Central
Licensing Authority and is being tested to establish its
performance for relevant analyte or other parameter related
thereto including details of technology and procedure required;

(zi) “Notified Body” means a body corporate or other legal entity,
notified by the Central Government, as competent body to carry
out the audit of manufacturing site, assessment, and verification
of specified category of medical devices for establishing
conformity with standards and other requirements under these
rules;

(zj) “performance evaluation” in relation to in vitro diagnostic medical
device means any systematic investigation by which data is
assessed and analysed to establish or verify the performance of
the in vitro diagnostic medical device for its intended use;

(zk) “Post Marketing Surveillance” means systematic process to
collect and analyse information gained from medical device that
have been placed in the market;

(zl) “predicate device” means a device, first time and first of its kind,
approved for manufacture for sale or for import by the Central
Licensing Authority and has the similar intended use, and design
characteristics as the device which is proposed for licence in
India;

(zm) “Quality Management System” means requirements for
manufacturing of medical devices as specified in the Fifth
Schedule;

(zn) “reagent” means a chemical, biological or immunological
component, solution or preparation intended by the manufacturer
to be used as in vitro diagnostic medical device;
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(zo) “recall” means any action taken by its manufacturer, importer,
supplier or registrant to remove the medical device from the
market or to retrieve the medical device from any person to whom
it has been supplied, because the medical device,-

(a) is hazardous to health; or
(b) fails to conform to any claim made by its manufacturer or
importer relating to its quality, safety or efficacy; or

(c) does not meet the requirements of this Act and rules made
thereunder ;

(zp) “serious adverse event” means an untoward medical occurrence
that leads to-

(i) adeath;
(i) a serious deterioration in the health of the subject that
either-

(A) resulted in a life-threatening illness or injury; or

(B) resulted in a permanent impairment of a body
structure or a body function; or

(C) required in-patient hospitalisation or prolongation of
existing hospitalisation, or

(D) resulted in medical or surgical intervention to
prevent life threatening illness or injury or
permanent impairment to a body structure or a body
function;

(iii) foetal distress, foetal death or a congenital abnormality or
birth defect;

(zq) “short term use” means intended continuous use of a medical
device for not less than sixty minutes but not more than thirty
days;

(zr) “specimen receptacle” means a device, whether vacuum type or
not, specifically intended by its manufacturer for the primary
containment of specimens derived from human or animal body;

(zs) “sponsor” includes a person, investigator, a company Or an
institution or an organisation responsible for the initiation and
management of a clinical investigation or clinical performance
evaluation in India;

(zt) “State Licensing Authority” means the authority designated by the
State Government under sub-rule (2) of rule 8;

(zu) “state medical devices testing centre” means a medical devices
testing centre established by the State Government under sub-
rule (2) of rule 14;
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(zv) “transient use” means a device intended for continuous use for
less than sixty minutes;

(zw) “transmissible agent”, for the purpose of classification of in vitro
diagnostic medical device, means an agent capable of being
transmitted to a person, which causes communicable, infectious
or contagious disease.

CHAPTER 11
REGULATION OF MEDICAL DEVICE.

Criteria for classification of
medical devices.

4.Medical devices shall be classified, based on the severity of risk
associated with a medical device, as specified in rule 5.

Classification of medical
devices.

5. (1) Medical devices other than in vitro diagnostic devices shall be
classified on the basis of parameters specified in Part I of the First
Schedule in to following classes, by the Central Government by
notification in the Official Gazette, namely:-

(i) lowrisk - Class A;

(ii)) low moderate risk- Class B;

(iii)) moderate high risk- Class C;

(iv) high risk- Class D.

(2) In vitro diagnostic medical devices shall be classified and notified
by the Central Government on the basis of parameters specified in Part
II of the First Schedule in to the following classes, namely:-

(i) lowrisk - Class A;
(i1)) low moderate risk- Class B;
(iii) moderate high risk- Class C;
(iv) high risk- Class D.

(3) Manufacture of Class A medical devices referred in sub-rule (1)
shall not be required to be licensed and such devices shall be self-
regulated in accordance with the applicable standards.

(4) Where the manufacturer of Class A medical device referred in sub-
rule (3) voluntarily applies for licence for conformance with the
regulatory requirements under these rules, the same shall be assessed
by the Notified Body for conformance with the relevant part of the
Quality Management System in accordance with the procedure
specified in the rules.

Medical device grouping.

6. Any person, while applying for grant of licence for,-
(i) import for sale or for distribution;
(i1) manufacture for sale or for distribution;
(iii) sale, stock, exhibit or offer for sale,

may group medical devices in the manner in accordance with the
guidelines to be issued from time to time by the Central Licensing
Authority by taking into consideration the technological changes or
development in the field of medical devices and in vitro diagnostic
devices.

Essential principles for
manufacturing medical
devices.

7. Medical device manufacturer shall follow the Essential Principles
of Safety and Performance of medical devices as may be specified in
the guidelines issued by the Central Government from time to time
keeping in view the contemporary scientific and technological
knowledge and development.

CHAPTER III
AUTHORITIES, OFFICERS AND BODIES.

Central Licensing Authority,
State Licensing Authority and
Notified Body.

8. (1) The Central Licensing Authority shall be the competent
authority for enforcement of these rules in matters relating to import,
manufacture of Class C and Class D medical devices, clinical
investigation and clinical performance evaluation, of medical devices
and other related functions:
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Provided that where any manufacturer intends to
manufacture Class C or Class D medical device along with Class A or
Class B medical device, the Central Licensing Authority shall be the
competent authority for enforcement of these rules and no separate
licence from the State Licensing Authorities shall be required in
respect of devices of Class A or Class B.

(2) The State Drugs Controller, by whatever name called, shall be the
State Licensing Authority and shall be the competent authority for
enforcement of these rules in matters relating to manufacture of Class
A or Class B medical devices, sale, stock, exhibit or offer for sale of
medical devices and other related functions:

Provided that where any person who intends to manufacture
any medical device which does not have its predicate medical device
shall obtain prior approval from the Central Licensing Authority
before applying to the State Licensing Authority for grant of
manufacturing licence.

(3) The Notified Body shall carry out audit of manufacturing sites of
Class A or Class B medical devices to verify conformance with the
Quality Management System and other applicable standards in respect
of such devices.

Delegation of powers of 9. (1) The Central Licensing Authority may, with the approval of the
Central Licensing Authority Central Government, by an order in writing, delegate all or any of its
and State Licensing powers, to any other officer under its control.

Authority.

(2) The officer to whom the powers have been delegated under sub-
rule (1) shall exercise all the powers of the Central Licensing
Authority under its name and seal.

(3) The State Licensing Authority, by whatever name called, may,
with the approval of the State Government, by an order in writing,
delegate all or any of its powers to any other officer under its control.

(4) The officer to whom the powers have been delegated under sub-
rule (3) shall exercise all the powers of the State Licensing Authority
under its name and seal.

Designation of National 10. (1) The Central Government shall, by notification, designate any
Accreditation Body. institute, firm or a Government aided or Government organisation as
the National Accreditation Body.

(2) The designated National Accreditation Body shall be responsible
for carrying out the assessment of such entities who may apply for
accreditation to become a Notified Body for the purpose of these
rules.

(3) The National Accreditation Body referred in sub-rule (1), shall,
after carrying out the assessment of the entity which applied for
accreditation, issue a certificate to such entity in respect of specified
medical devices.

Terms and conditions for 11. The National Accreditation Body shall not act as a Notified Body,
National Accreditation Body. | and shall,-

(a) identify the conformity assessment activities for accreditation of
Notified Bodies and lay down standards for such accreditation;

(b)have a number of competent persons for proper performance of
its functions;

(c) prepare norms and procedures for accreditation of Notified Body
with the prior approval of the Central Government;

(d) audit the Notified Body periodically for assessing conformance
with these rules and the norms laid down by it.

Registration process for 12. (1) Any entity accredited by the National Accreditation Body
Notified Body. under rule 10 shall be required to be registered with the Central
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Licensing Authority to become a Notified Body for carrying out the
audit of manufacturing site, assessment, and verification of specified
category of medical devices for establishing conformity with standards
and other requirements under these rules.

(2) An application for registration shall be made to the Central
Licensing Authority in Form MDI1 by the Notified Body referred in
sub-rule (1), accompanied with a fee specified in the Second Schedule
along with the documents specified in Part I of the Third Schedule.

(3) The Central Licensing Authority, on being satisfied, shall register
the entity as a Notified Body and issue a certificate in Form MD2
which shall be valid till it is suspended or cancelled or the Notified
Body on its own decides not to work as a Notified Body and notifies
the Central Licensing Authority of the decision.

(4) The Central Licensing Authority may, give a direction to the
Notified Body to improve conditions in accordance with requirements
of registration or suspend or cancel the registration of a Notified Body
for reasons to be recorded in writing.

(5) The Notified Body shall perform the functions as specified in Part
II of the Third Schedule.

(6) The Central Licensing Authority may, in cases where the
conditions for registration of Notified Body have not been complied
with, reject the application and shall inform the applicant of the
reasons for such rejection.

(7) An applicant who is aggrieved by the refusal of registration under
sub-rule (6), may within thirty days from the date of receipt of such
order, appeal to the Central Government, and the Central Government
may, after such enquiry into the matter, as considered necessary and
after giving the said body an opportunity of being heard, pass such
order in relation thereto as it thinks fit.

Medical Device Testing
Officer and Medical Device
Officer.

13. (1) The Central Government, or the State Government, may
designate a Government Analyst appointed under section 20 of the
Act as Medical Device Testing Officer and an Inspector appointed
under section 21 of the Act as Medical Device Officer with
qualification as may be specified by the Central Government by
notification in the Official Gazette.

(2) The Medical Device Testing Officer and Medical Device Officer
designated under sub-rule (1), while exercising the powers and duties
under these rules, shall be deemed to have been appointed as the
Government Analyst and Inspector, respectively with appropriate
qualification as may be specified by the Central Government by
notification in the Official Gazette.

Medical device testing centre.

14. (1) The Central Government may, by notification, establish or
designate Central medical devices testing centre or laboratory or any
other centre for,-

(a) testing and evaluation of medical devices;
(b) functioning as an appellate centre or laboratory;

(c) carrying out any other function as may be specifically
assigned.

(2) The State Government may, by notification, establish State
medical devices testing centre or laboratory for test or evaluation of
medical devices and carrying out any other function as may be
specifically assigned.

(3) Medical Device Testing Centre involved for test or evaluation of
medical devices other than in vitro diagnostic medical devices on
behalf of the manufacturer shall be accredited by the National
Accreditation Body designated under rule 10.

(4) Medical Device Testing Centre involved for test or evaluation, of
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in vitro diagnostic medical devices specified from time to time by the
Central Government, on behalf of the manufacturer shall be accredited
by National Accreditation Board for Testing and Calibration
Laboratories or any other similar body as may be notified by the
Central Government for such accreditation.

CHAPTER 1V

MANUFACTURE OF MEDICAL DEVICES FOR SALE OR FOR
DISTRIBUTION

Application for manufacture 15. (1) Save as provided in sub-rule (4) of rule 5, an application shall
for sale and distribution of be made to the State Licensing Authority through an identified online
medical device. portal of the Central Government for licence to manufacture for sale
or for distribution of Class A or Class B medical devices in Form
MD3.

(2) An application shall be made by the applicant to the Central
Licensing Authority through an identified online portal of the Central
Government for licence to manufacture for sale or for distribution of
Class C or Class D medical device in Form MD4.

(3) Where any manufacturer intends to manufacture Class C or Class
D medical device along with Class A or Class B medical device, an
application shall be made to the Central Licensing Authority through
an identified online portal of the Central Government for licence to
manufacture for sale or for distribution in Form MD4.

(4) The application in Form MD4 referred in sub-rule (2), relating to
Class A medical devices referred under sub-rule (4) of rule 5, shall be
accompanied with a fee as specified in the Second Schedule along
with documents specified in clause (i) of Part II of the Fourth
Schedule.

(5) The application in Form MD3 or Form MD4 referred in sub-rules
(1), (2) and (3), relating to Class B, Class C or Class D medical
device, as the case may be, shall be accompanied with a fee as
specified in the Second Schedule along with documents as specified in
clause (ii) of Part IT of the Fourth Schedule.

(6) The Central Licensing Authority may, wherever required, in case
of Class C or Class D medical device, use the services of experts for
matters relating to inspection or review of the documents:

Provided that the powers and functions under this
rule shall be exercised by the Central Licensing Authority till such
time the Central Government is satisfied that the requisite technical
competence has been acquired by the State Licensing Authority.

Loan licence to manufacture | 16. (1) An application for grant of loan licence to manufacture for
for sale and distribution. sale or for distribution of Class A medical device referred under sub-
rule (4) of rule 5, or Class B medical devices, as the case may be, shall
be made to the State Licensing Authority in Form MD5 accompanied
with fee as specified in the Second Schedule along with documents as
specified in clause (i) of Part II or clause (ii) of Part II of the Fourth
Schedule, as the case may be.

(2) An application for grant of loan licence to manufacture for sale or
for distribution of Class C or Class D medical devices, as the case
may be, shall be accompanied with a fee as specified in the Second
Schedule along with documents as specified in clause (ii) of Part I of
the Fourth Schedule, shall be made to the Central Licensing Authority
in Form MD6.

(3) Where any manufacturer intends to manufacture Class C or Class
D medical device along with Class A or Class B medical device, an
application for grant of loan licence shall be made as per sub-rule (3)
of rule 15 to the Central Licensing Authority in Form MD6.

(4) The Central Licensing Authority may, wherever required, in case
of Class A, Class B, Class C or Class D medical device, use the
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services of external agencies or bodies for matters relating to
inspection or review of documents.

Conditions to be complied
before grant of manufacturing
licence or loan licence.

17. Before grant of licence or loan licence, the following conditions
shall be complied with by the applicant, namely,-

(i) manufacturing activity of medical device shall be undertaken only
under the direction and supervision of competent technical staff and
who has,-

(a) degree in engineering (in relevant branch) or in pharmacy or in
science in appropriate subject from a recognised University and
shall have experience of not less than two years in
manufacturing or testing of medical devices; or

(b) diploma in engineering (in relevant branch) or in pharmacy from
a recognised institute and shall have the experience of not less
than four years in manufacturing or testing of medical devices;

(ii) the testing shall be conducted under the direction and supervision
of the competent technical staff having degree or diploma in
engineering in appropriate branch or in pharmacy or in science in
appropriate subject and shall have the experience of not less than two
years in testing of medical devices;

(iii)the manufacturing site shall comply with the requirements of the
Fifth Schedule.

Audit or inspection before
grant of licence for
manufacture.

18. Before grant of licence under this Chapter,-
(1) in respect of Class A medical device referred under sub-rule
(4) of rule 5 or Class B medical devices, the establishment

where manufacture of such device is proposed to be undertaken
shall be audited by the Notified Body;

(i)in respect of Class C or Class D medical devices, the
establishment in which the manufacture is or proposed to be
undertaken shall be inspected by the Medical Device Officer
with or without an expert in the concerned field for adequacy
and suitability.

Report by Medical Device
Officer or Notified Body.

19. (1) The Notified Body shall forward a detailed descriptive report
giving findings on each aspect of audit along with recommendations
after completion of audit in accordance with the provisions of rule 18,
to the State Licensing Authority or Central Licensing Authority, as the
case may be, through online portal of the Central Government referred
in rule 15, with a copy to the manufacturer.

(2) The Medical Device Officer shall forward a detailed descriptive
report giving findings on each aspect of inspection along with
recommendations after completion of inspection in accordance with
the provisions of rule 18, to the Central Licensing Authority, through
online portal of the Central Government referred in rule 15, with a
copy to the manufacturer.

Grant of licence to
manufacture for sale and
distribution of medical
device.

20. (1) If the State Licensing Authority or the Central Licensing
Authority, as the case may be, after such further enquiry, if any, as
may be considered necessary, is satisfied that the requirements of these
rules have been complied with, it shall issue a licence in Form MD7,
or loan licence in Form MDS8, as the case may be:

Provided that where a manufacturing licence has been
granted to any manufacturer under the Drugs and Cosmetics Rules,
1945, before the date of commencement of these rules, such
manufacturing licence shall be deemed to have been granted as licence
under the provisions of these rules for the remaining period of the said
licence.

(2) If the State Licensing Authority or the Central Licensing
Authority, as the case may be, is not satisfied, it may reject the
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application and shall inform the applicant of the reasons in writing for
such rejection.

Conditions for manufacturing | 21. After the grant of licence or loan licence, the licence holder shall
licence or loan licence. comply with the following conditions, namely:-

(1) licence shall be kept on the approved premises and shall be
produced when requested by the Medical Device Officer;

(ii) the licence holder shall inform about the occurrence of any
suspected unexpected serious adverse event and action taken
thereon including any recall to the State Licensing Authority or
Central Licensing Authority, as the case may be, within fifteen
days of such event being brought to the notice of licence holder;

(iii) the licence holder shall inform forthwith any major change as
specified in the Sixth Schedule to the State Licensing Authority
or Central Licensing Authority, as the case may be, for its
approval;

(iv) the licence holder shall inform forthwith any minor change as
specified in the Sixth Schedule to the State Licensing Authority
or Central Licensing Authority, as the case may be;

(v) the licence holder shall inform the State Licensing Authority or
the Central Licensing Authority, as the case may be, in writing
within a period of thirty days in the event of change other than
change of constitution of the manufacturer or change referred in
condition (iii) above;

(vi) the manufacturer shall submit the confirmation that no changes
in specification, labelling or technical staff has been made;

(vii) the licence holder shall carry out test of each batch of product
manufactured prior to its release for compliance to specification
either in his own testing centre or in any accredited testing centre
and shall maintain records of such tests for a period of one year
after expiry of the medical device;

(viii) the licence holder shall, on being informed by the Central
Licensing Authority or State Licensing Authority, as the case
may be, that any part of any lot of the medical device has been
found by the licensing authority not conforming with the
provisions specified under the rules and on being directed so to
do, withdraw the remainder of that lot from sale and, so far as
may, in the particular circumstances of the case, be practicable,
recall the issues already made from that lot;

(ix) the licence holder shall maintain an audit or inspection book in
Form MD9 to enable Notified Body or Medical Device Officer
to record his impressions and the defects noticed;

(x) the licence holder shall maintain at least one unit of sample from
each batch of the invasive medical device and the in vitro
diagnostic medical device manufactured by him for reference
purpose;

(xi) the license holder shall maintain records of manufacturing and
sales which shall be open to inspection by a Medical Device
Officer;

(xii) the licence holder shall supply the medical device for sale, offer
for sale along with its package insert;

(xiii) if the manufacturer has stopped the manufacturing activity or
closed down the manufacturing site for reasonable time, the
same shall be intimated to the Central Licensing Authority or
State Licensing Authority, as the case may be.

Fresh application in case of 22. In case of change in constitution of a licencee, after grant of
change in constitution. licence under rule 20, the manufacturer shall make an application
under rule 15 for grant of licence within a period of ninety days from
the date of such change in constitution:

Provided that the existing licence shall be deemed to be
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valid till such time, a fresh licence is issued or application is rejected
by the State Licensing Authority or the Central Licensing Authority,
as the case may be.

Unannounced audit by State
Licensing Authority.

23. The State Licensing Authority shall have at least two per cent. of
the cases of licence recommended by every Notified Body annually,
audited by its officers, and such cases shall be selected on a random
basis.

Duration of licence.

24. (1) A licence or loan licence shall remain valid, unless, it is
suspended or cancelled, provided the licence holder deposits a licence
retention fee as specified in the Second Schedule in every five years
from the date of its issue.

(2) 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.

Suspension and cancellation
of manufacturing licence.

25. (1) Where the licence holder contravenes any provision of these
rules, the State Licensing Authority or the Central Licensing
Authority, as the case may be, may, after giving the licence holder an
opportunity to show cause why such an order should not be passed,
shall by an order in writing including the reasons thereof, suspend it
for such period as it thinks fit either wholly or in respect of any of the
medical device or cancel the licence or loan licence.

(2) A licence holder whose licence or loan licence has been suspended
or cancelled by the State Licensing Authority or the Central Licensing
Authority, as the case may be, under sub-rule (1), may within sixty
days of the receipt of a copy of the order by him, prefer an appeal to
the State Government or the Central Government, as the case may be,
and the State Government or the Central Government, as the case may
be, may after giving the licence holder an opportunity of being heard,
confirm, reverse or modify such order.

(3) Any licence suspended in accordance with these rules shall not be
revoked by the State Licensing Authority or the Central Licensing
Authority without a detailed written order indicating the reasons for
such suspension and the extent of compliance vis-a-vis the
deficiencies that led to suspension and publishing the order on its
website.

(4) All orders of suspension issued or revoked or cancellation of
licence shall be duly published on the websites of the State Licensing
Authority concerned and the Central Licensing Authority.

(5) The State Licensing Authority or the Central Licensing Authority,
as the case may be, based on the level of risk may order destruction of
such stock of medical device in the presence of a Medical Device
Officer, if in its opinion, the licence holder has failed to comply with
any of the conditions of the licence or loan licence or with any
provisions of the Act or rules made thereunder.

Product standards for medical
device.

26. (1) The medical devices shall conform to the standards laid down
by the Bureau of Indian Standards established under section 3 of
the Bureau of Indian Standards Act, 1985 (63 of 1985) or the
Central Government from time to time.

(2) If there is no relevant Standard laid down by the Bureau of Indian
Standards or the Central Government, then it shall conform to the
standard laid down by International Organisations such as
International Organization for Standardization (ISO) and
International Electrotechnical Commission, or other
Pharmacopeial standard.

(3) In case, national or international standards are not available, the
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device shall conform to the manufacturer’s standards which are
validated.

Manufacturing of medical
devices for clinical
investigation, test, evaluation,
examination and
demonstration.

27. (1) Small quantity of any class of medical device may be
manufactured for the purpose of clinical investigations, test,
evaluation, examination, demonstration or training for which an
application shall be made in Form MDI0 to the Central Licensing
Authority and shall be accompanied with a fee as specified in the
Second Schedule.

(2) On receipt of an application for test licence in the form and
manner specified in sub-rule (1), the Central Licensing Authority
shall, on being satisfied, grant the test licence in Form MD11.

(3) The licensee shall keep a record of, and shall report to the Central
Licensing Authority, the date and quantity of product manufactured
under test licence.

Duration of licence for
clinical investigations, test,
analysis, demonstration and
training.

28. A licence in Form MDI11 shall, unless cancelled earlier, be in
force for a period of three years from the date of issue.

Cancellation of licence for
clinical investigations, test,
analysis, demonstration and
training.

29. (1) Where the licensee contravenes any provision of these rules,
the Central Licensing Authority may, after giving him an opportunity
in writing, to show cause as to why such an order should not be made,
by an order stating the reasons therefor, suspend for such period as he
may be deemed proper, or cancel the test licence.

(2) Where the licensee is aggrieved by an order made by the Central
Licensing Authority under sub-rule (1), he may, within thirty days of
the receipt of the order, prefer an appeal to the Central Government
and that the Central Government may, after such enquiry as it
considers necessary and after affording an opportunity of being heard,
issue such order as it may deem proper.

CHAPTER V
IMPORT OF MEDICAL DEVICES

Application for issue of
licence of overseas
manufacturing site and
import of medical device.

30. (1) The Central Licensing Authority shall have the powers to
grant licence and perform other related functions for import of medical
devices specified in sub-rule (1) and (2) of rule 5.

(2) An authorised agent having, licence to manufacture for sale or
licence to sale by way of wholesale under these rules, shall make an
application for import of such medical device to the Central Licensing
Authority through an identified online portal of the Central
Government in Form MD12 for obtaining a licence.

(3) The application under sub-rule (2) shall be accompanied with fee
as specified in the Second Schedule along with documents as specified
in the Part I, II, and III of the Fourth Schedule:

Provided that any change in the documents submitted at
the time of application and prior to grant of licence shall be notified to
the Central Licensing Authority.

(4) Any subsequent application for,-

(i) grant of licence for additional manufacturing site made by the
same authorised agent shall be accompanied with a fee as
referred in sub-rule (3);

(ii) licence for additional medical device or different variants of
already registered group made by the same authorised agent
shall be accompanied with the fee as specified in the Second
Schedule for each medical device or such variant.

(5) (1) A single licence may be granted to an authorised agent in India
in respect of one or more medical devices manufactured at the same
manufacturing sites.

(i1) In case, if the same medical device is manufactured at one or more
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manufacturing sites, a single licence may be granted to an authorised
agent in India.

(6) Where the Central Licensing Authority has a reasonable doubt
about the quality of the medical device and decides to subject it to
evaluation, test or examination, the fee as charged by concerned
testing centre shall be paid by the authorised agent for such evaluation,
test or examination directly to the testing laboratory as specified by the
Central Licensing Authority.

(7) Where the original licence is defaced, damaged or lost, the
authorised agent may make an application accompanied with fee as
specified under the Second Schedule for duplicate copy of such
licence.

Inspection of overseas
manufacturing site.

31. The Central Licensing Authority may cause an inspection of the
overseas manufacturing site either by itself or by any other person to
whom the power has been delegated for the purpose and the applicant
shall be liable to pay a fee as specified under the Second Schedule in
respect of expenditure required in connection with the visit to the
overseas manufacturing site.

Grant of licence of medical
device and manufacturing site
for import.

32. (1) On receipt of an application under sub-rule (2) of rule 30, the
Central Licensing Authority shall, on being satisfied about the
information and the documents enclosed with the application, grant the
licence in Form MD13:

Provided that where licence has been granted to the
authorised agent before the date of commencement of these rules,
such licence certificate shall be deemed to have been granted under
the provisions of these rules for the remaining period of the said
licence.

(2) A licence shall be granted under sub-rule (1), if the medical device
is having free sale certificate issued from the national regulatory
authority or any other competent authority of any of the countries
namely, Australia, Canada, Japan, European Union Countries, or
United States of America.

(3) Where the medical device is proposed to be imported from
countries other than those referred to in sub-rule (2), the licence in
case of Class C and Class D medical devices may be granted after its
safety and effectiveness has been established through clinical
investigation in India as specified under the provisions of Chapter VII
of these rules.

(4) Where the medical device is proposed to be imported from
countries other than those referred to in sub-rule (2), the licence in
case of Class A and Class B medical devices may be granted after its
safety and performance has been established through published safety
and performance data or through clinical investigation in the country
of origin along with free sale certificate from the Country of origin is
furnished.

Duration of licence.

33. (1) A licence shall remain valid, unless, it is suspended or
cancelled, provided the authorised agent deposits a licence retention
fee as specified in the Second Schedule for each overseas
manufacturing site and for each device in every five years from the
date of its issue

(2) If the authorised agent 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 retention fee for every month or part
thereof up to six months and thereafter the licence shall be deemed to
have been cancelled.

Conditions to be complied

34. (1) The licence holder shall comply with the following conditions,
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with by authorised agent. namely:-
(i) licence shall be kept and made available in the licensed premises;

(i1) authorised agent shall inform the licensing authority forthwith in
the event of any administrative action taken due to adverse reaction,
viz. Market withdrawal, regulatory restrictions, cancellation of
authorisation or not of standards quality report of any medical device
pertaining to this licence declared by the regulatory authority of the
country of origin or by any regulatory authority of any other country,
where the medical device is marketed, sold or distributed;

(iii) authorised agent in cases referred in condition (ii), shall stop
immediately the dispatch and marketing of the medical device;

(iv) Central Licensing Authority after due consideration may issue
directions in respect of marketing, sale or distribution of the medical
device referred in condition (v) including withdrawal of medical
device from Indian market within a specified time period as may be
specified by the Central Licensing Authority;

(vi) authorised agent shall obtain prior approval from the Central
Licensing Authority in case of any change in the intended use or any
major change as specified in the Sixth Schedule of medical devices
classified under Class B, Class C or Class D;

(vii) authorised agent shall inform, prior to the implementation, any
minor change as specified in the Sixth Schedule to the State Licensing
Authority or Central Licensing Authority, as the case may be;

(viii) authorised agent shall inform the Central Licensing Authority in
writing within a period of thirty days in the event of any change in the
constitution of the overseas manufacturer or the authorised agent;

(ix) the consignment of medical device shall be accompanied by an
invoice or statement showing the name and address of the
manufacturer and the name and quantity of medical device;

(x) the licence holder shall supply the medical device for sale, offer for
sale along with its package insert.

(2) Where the Central Licensing Authority is satisfied that any medical
device is not in conformity with the provisions of these rules, it may
issue direction for not to sell or offer for sale, or to recall or withdraw,
such medical device.

Fresh application in case of 35. In case of change in constitution of a licencee, after grant of
change in constitution. licence under rule 32, the authorised agent shall make an application
under rule 30 for grant of licence within a period of ninety days from
the date of such change in constitution:

Provided that the existing licence shall be deemed to be valid
till such time, the fresh licence is issued or application is rejected by
the Central Licensing Authority:

Provided further that the authorised agent shall inform the
Central Licensing Authority if there is any change in constitution
within fifteen days of such change.
Explanation.- For the purpose this rule the licencee shall include
overseas manufacturer who executed power of attorney in favour of
authorised agent.

Test licence for import for the | 36. (1) Medical device or in vitro diagnostic medical device, the

purpose of clinical import of which is otherwise not approved, may be allowed by the
investigations, test, Central Licensing Authority to be imported in such quantities as may
evaluation, demonstration or | be necessary for the purpose of clinical investigations, test, evaluation,
training. and demonstration or training.

(2) The quantity considered necessary shall be determined by the
Central Licensing Authority after taking into account the clinical
investigation or approved clinical investigation plan or information
and documents submitted by the applicant.

(3) An application for an import licence for test, evaluation or
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demonstration or training shall be made to the Central Licensing
Authority in Form MD14 and shall be accompanied by the fee as
specified in the Second Schedule.

(4) On receipt of an application under sub-rule (2), the Central
Licensing Authority shall, on being satisfied about the contents and
the documents enclosed with the application, grant the test licence in
Form MD15.

(5) The medical device for which the test licence is granted under sub-
rule (4), shall, be used exclusively for purposes of clinical
investigation, test, evaluation, demonstration or training, as the case
may be, and such clinical investigations, test, evaluation, or training,
shall be conducted in the place specified in such test licence.

(6) The holder of test licence shall maintain record of the activities
undertaken including the name of manufacturer, quantity imported
and date of import.

(7) The consignment of medical device shall be accompanied by an
invoice or statement showing the name and address of the
manufacturer and the name and quantity of medical device.

(8) A licence in Form MDI15 shall, unless cancelled earlier, be in
force for a period of three years from the date of issue.

(9) The medical devices including in vitro diagnostic medical device
referred in sub-rule (5) that are not used may be permitted to be
exported or destroyed under intimation to the Central Licensing
Authority.

Import of investigational
medical device by
Government hospital or
statutory medical institution
for treatment of patient.

37. (1) Small quantity of investigational medical device, the import
of which is not allowed, but approved in the country of origin, may be
allowed to be imported by the Central Licensing Authority for
treatment of a patient suffering from a life threatening disease or
disease causing serious permanent disability or disease requiring
therapy for unmet medical need, on an application made by the
Medical Officer through the medical superintendent of a Government
hospital or a statutory medical institution in Form MD16 and such
application shall be accompanied by documents required and the fee
as specified in the Second Schedule.

(2) On receipt of an application under sub-rule (1), the Central
Licensing Authority shall, on being satisfied about the information and
the documents enclosed with the application, grant the import licence
for treatment of patient in Form MD17.

(3) The medical device for which the licence is granted under sub-
rule (2), shall, be used exclusively for the purpose of treatment of
patient declared in the application.

(4) The holder of licence shall maintain record of activities
undertaken including the name of the manufacturer, quantity imported
and used, date of import, name and address of the patient and
diagnosis.

(5) The holder of licence shall allow the medical device officer
authorised by the Central Licensing Authority in this behalf to enter,
with or without prior notice, the premises where the medical devices
are stocked and to inspect the premises and relevant records and
investigate the manner in which the medical device is being used and
to take, if required, samples thereof.

(6) The quantity considered necessary shall be determined by the
Central Licensing Authority after taking into account the treatment of
patient suffering from a life threatening disease or disease causing
serious permanent disability or disease requiring therapy for unmet
medical need.
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(7) Where the Central Licensing Authority is satisfied, it may, in
exceptional and special circumstances allow the import of larger
quantity of medical devices for use by the patient.

(8) The consignment of medical device shall be accompanied by an
invoice or a statement showing the name and address of the
manufacturer and the name and quantity of medical device.

Import of medical device for | 38. (1) Small quantity of medical device may be imported for
personal use. personal use as provided in proviso to section 10 of the Act subject to
the following conditions, namely,-.

(i) the medical device shall form part of a personal baggage of a
passenger and be intended for the exclusive use of such passenger;
(ii) the medical device shall be declared as personal baggage of the
passenger to the Customs Authorities, if they so direct;

(iii) the quantity of any single medical device so imported shall not
exceed three in number;

(iv) the medical device has been prescribed by a registered medical
practitioner; and

(v) the medical device so imported shall be accompanied with an
invoice or statement showing the name and address of the
manufacturer and the name and quantity of medical device.

(2) Small quantity of medical device may be imported for personal
use, as provided in proviso to section 10 of the Act, and which are;

(i) not forming a part of bona fide personal baggage; or

(i1) more than three in number;
on an application made by applicant in Form MD18 which shall be
accompanied by documents confirming that the device is for bona fide
personal use and a prescription to the effect by a registered medical
practitioner for such medical device.

(3) On receipt of an application under sub-rule (2), the Central
Licensing Authority shall, on being satisfied about the information
and the documents enclosed with the application, grant permission in
Form MD19.

(4) medical devices as referred in sub-rule (2) shall be subject to the
following conditions, namely,-

(i) the medical device shall be declared to the Customs
Authorities if they so direct;

(i) the consignment of the medical device so imported shall be
accompanied with an invoice or statement showing the name
and address of the manufacturer and the name and quantity
of medical device.

CHAPTER VI
LABELLING OF MEDICAL DEVICES

Labelling of medical devices. | 39. The following particulars shall be printed in indelible ink and
shall appear in a conspicuous manner on the label of the innermost
pack of the medical device and on every other cover in which the
medical device is packed, namely:-

(a) proper name of medical device;

(b) the details necessary for the user to identify the device and use of
the device;

(c) the name of the manufacturer and address of the manufacturing
premises where the device has been manufactured;

(d) the correct statement of the net quantity in terms of weight,
measure, volume, number of units, as the case may be, and the
number of devices contained in the package, shall be expressed in
metric system; and

(e) the date of manufacture and date of expiry or Use Before or Use
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By Date; alternately the label shall bear the shelf life of the product:

Provided that in case of sterile devices, the date of sterilization
may be given as the date of the manufacture of the device:

Provided further that when the device is made up of materials
such as stainless steel or titanium and supplied non-sterile, the date of
expiry may not be necessary:

Provided also that when the active medical device is of
the nature of an instrument, equipment, an apparatus or an appliance
which are used for the purpose of diagnosis or therapeutic use,
requirement to bear date of expiry on the label is exempted.

Explanation.- For the purposes of this clause, the date of expiry shall
be in terms of month and year and it shall mean the medical device is
recommended till the last day of the month and the date of expiry
shall be preceded by the words “Expiry date”;

(f) to provide, wherever required, an indication that the device
contains medicinal or biological substance;

(g) to provide, a distinctive batch number or lot number preceded by
the word “Lot No.” or “Lot” or “Batch No.” or “B. No.”;

(h) to indicate, wherever required, any special storage or handling
conditions applicable to the device;

(i) to indicate, if the device is supplied as a sterile product, its sterile
state and the sterilisation method;

(j) to give, if considered relevant, warnings or precautions for the
attention of the user of the medical device;

(k) to label the device, if the device is intended for single use;

(1) to overprint on the label of the container, the words “FOR
CLINICAL INVESTIGATION ONLY”, if the device is intended for
clinical investigation;

(m) to overprint on the label of the device, the words ‘“Physician’s
Sample- Not to be sold”, if a medical device is intended for
distribution to the medical professional as a free sample;

(n) to provide, except for imported devices, the manufacturing licence
number by preceding the words “Manufacturing Licence Number” or
“Mfg. Lic. No.” or “M. L”;

(o) devices or in vitro diagnostics which are not sold to customer or
patient directly and are sold for use by hospitals or diagnostic labs
shall provide the information affixing additional label or sticker on
outer shelf pack;

(p) to provide unique device identification of the medical device which
shall contain device identifier and production identifier.

Explanation.- For the purposes of this rule,-
(i) “device identifier” means global trade item number;

(i) “production identifier” means serial number, lot or batch
number, software as a medical device version, manufacturing
and or expiration date;

(q) to provide on the label, in case of imported devices, with the
approval of the Central Licensing Authority, the import licence
number, name and address of the importer and may be stickered or
overprinted on outer shelf pack:

Provided that the label may bear symbols recognised by the
Bureau of Indian Standards or International Organisation for
Standardization (ISO) in lieu of text and the device safety is not
compromised by a lack of understanding on the part of the user in
case the meaning of the symbol is not obvious to the device user:

Provided further that all such medical devices on which the
information cannot be printed legibly due to the small size
constraints, shall include the information necessary for product
identification and safety viz. information covered by clauses (a), (b),
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(e), (g) and (k) above.

Exemption of certain 40. The labels on packages or container of devices for export shall
labelling requirements for be adopted to meet the specific requirements of law of the country to
medical devices for export which the device is to be exported, but the following particulars shall
from India. appear in a conspicuous manner on the label of the inner most pack of

the medical device in which the device is packed and every other
outer covering in which the container is packed:-

(a) name of the device;

(b) the distinctive batch number or lot number or serial number
preceded by the word “Lot No.” or “Lot” or “Batch No.” or “B. No.”
or “Serial No.”;

(c) date of expiry, if any;
(d) the name and address of the manufacturer and address of actual
premises where the device has been manufactured;

(e) licence number preceded by the letters “Licence No. or Lic. No.”;

(f) internationally recognised symbols in lieu of text, wherever
required:

Provided that where a device is required by the consignee not to
be labeled with the name and address of the manufacturer, the label on
the packages or container shall bear a code number as approved by the
Central Licensing Authority and the code number shall bear the name
of the State or Union territory, in abbreviation, followed by the word
“Device” and “manufacturing licence number””:

Provided further that where a device is required by the consignee
not to be labeled with the code number also, the label on the packages
or container shall bear a special code number, as requested by the
consignee, and approved by the licensing authority.

Shelf life of the medical 41. The shelf life of the medical devices shall not exceed sixty months
devices. from the date of manufacture:

Provided that this period may be extended by the Central
Licensing Authority, in respect of any specified medical device, if
satisfactory evidence is produced by the manufacturer to justify such
extension.

Provided further that the licensing authority shall not allow the
import of any medical device, whose total shelf life claim is less than
three months, having less than forty per cent. residual shelf-life period
as on the date of import:

Provided also that the licensing authority shall not allow the
import of any medical device, whose total shelf life claim is between
three months and one year, having less than fifty per cent. residual
shelf-life period as on the date of import:

Provided also that the licensing authority shall not allow the
import of any medical device, whose total shelf life claim is more than
one year, having less than sixty per cent. residual shelf-life period as
on the date of import.

Labelling of medical device 42. Any medical device imported or manufactured, for the purpose

import or manufactured for of clinical investigation, test, evaluation, demonstration and training,
purpose of clinical shall be kept in containers bearing labels, indicating name of the
investigations, test, analysis, product or code number, batch or lot number, serial number wherever
demonstration and training. applicable, date of manufacture, use before date, storage conditions,

name and address of the manufacturer, and the purpose for which it
has been manufactured.

CHAPTER VII
CLINICAL INVESTIGATION OF MEDICAL DEVICE AND CLINICAL
PERFORMANCE EVALUATION OF NEW IN VITRO DIAGNOSTIC
MEDICAL DEVICE

Conduct of clinical 43. No person or sponsor shall conduct any clinical investigation in
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investigation.

respect of investigational medical device in human participants except
in accordance with these rules and in accordance with the permission
granted by the Central Licensing Authority.

Application of rule 122DD of
Drugs and Cosmetics Rules,
1945 with regard of Ethics
Committee.

44. (1) The Ethics Committee constituted under rule 122DD of the
Drugs and Cosmetics Rules, 1945 shall perform the functions and
duties under these rules and shall be deemed to be constituted under
these rules.

(2) The other provisions of Ethics Committee provided in rule 122DD
of the Drugs and Cosmetics Rules, 1945 shall be applicable mutatis
mutandis, for the purpose of clinical investigation and clinical
performance evaluation under this Chapter.

Application for grant of
permission to conduct and
carry out clinical
investigation.

45. (1) An application for grant of permission to conduct clinical
investigation for investigational medical device shall be made to the
Central Licensing Authority in Form MD20 by a sponsor and shall be
accompanied with information specified in the Seventh Schedule.

(2) An application for grant of permission to conduct,-

(a) a pilot clinical investigation or first in human study, on an
investigational medical device in India shall be made as referred to in
sub-rule (1) accompanied with fee as specified in the Second Schedule
along with the information as specified in the Seventh Schedule;

(b) a pivotal clinical investigation on an investigational medical
device shall be made on the basis of data emerging from pilot clinical
investigation, as referred in sub-rule (1), accompanied with a fee as
specified in the Second Schedule:

Provided that no fee shall be paid by any institute,
organisation, hospital run or funded by the Central Government or the
State Government, as the case may be, for conduct of clinical
investigation.

(3) No permission for conduct of academic clinical study on registered
or approved medical device shall be required, where,-

(a) the investigation is approved by the Ethics Committee; and

(b) the data generated shall not be used to furnish it to the Central
Licensing Authority for manufacture or import to market
investigational medical device in the country.

(4) The Central Licensing Authority may, in public interest,
abbreviate, defer, or waive the requirement of conducting clinical
investigation for reasons to be recorded in writing before granting
permission to import or manufacture investigational medical device in
the country.

(5) Medical device requiring clinical investigation but claiming
substantial equivalence to a predicate device shall not be marketed
unless the Central Licensing Authority has approved it.

Explanation.- For the purposes of this sub-rule, a device shall be
deemed to be substantially equivalent in comparison to a predicate
device, if it has,-

(i) the same intended use and technological characteristics; or

(i) same intended use and different technological characteristics
and demonstrate that the device is as safe and effective as the
predicate device.

(6) The Central Licensing Authority, after being satisfied with the
information furnished along with application under sub-rule (1), may
grant permission to conduct clinical investigation for an
investigational medical device in Form MD21:

Provided that the Central Licensing Authority shall, where
the information including clinical investigation is inadequate as per the
Seventh Schedule, intimate the applicant in writing, within ninety days
from the date of application or such extended period, not exceeding a
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further period of thirty days, as the Central Licensing Authority may,
for reasons to be recorded in writing, permit, the conditions which
shall be satisfied before permission could be considered:

Provided further that if the applicant has not furnished the
required information sought by the Central Licensing Authority,
within ninety days from the date of intimation, it may reject the
application for reasons to be recorded in writing.

Conditions for permission. 46. After grant of permission referred in rule 45 the following
conditions shall be complied with by the applicant, namely,-

(i) clinical investigation shall be initiated under the supervision of an
approved Ethics Committee;

(i) clinical investigation shall be conducted in compliance with the
approved clinical investigation plan, Good Clinical Practices
Guidelines and provisions of the Seventh Schedule;

(iii) clinical investigation shall be registered with the Clinical Trial
Registry of India before enrolling the first patient for such clinical
investigation;

(iv) annual status report of each clinical investigation, as to whether it
is ongoing, completed or terminated, shall be submitted to the
Central Licensing Authority by the sponsor, and in case of
termination of any clinical investigation, the detailed reasons for
the same shall also be communicated to the Central Licensing
Authority within thirty days of such termination;

(v) information about any report of suspected unexpected serious
adverse event occurring during clinical investigation on the
subject, shall, after due analysis, be submitted to the Central
Licensing Authority within fifteen days of the sponsor coming to
know about its occurrence as specified in the Seventh Schedule and
in compliance with the procedure specified in these rules;

(vi) in case of an injury or death during clinical investigation of the
subject of a clinical investigation, the applicant shall provide
complete medical management or compensation in accordance
with these rules;

(vii) the premises of the sponsor including their employees,
subsidiaries and branches, their agents, contractors and sub-
contractors and clinical investigation sites shall be open to
inspection by officers of Central Licensing Authority to verify
compliance of the requirements of these rules for conduct of
clinical investigation;

(viii) the clinical investigation shall be initiated by enrolling first patient
within the period of one year from the date of grant of permission,
failing which prior permission from the Central Licensing
Authority is required;

(ix) the Central Licensing Authority may impose any other condition
while granting permission in respect of specific clinical
investigations, if considered necessary, regarding the objective,
design, subject population, subject eligibility, assessment, conduct
and treatment of clinical investigation.

Suspension or cancellation of | 47. (1) If any person to whom permission is granted under this
permission. Chapter fails to comply with any of conditions of permission, the
Central Licensing Authority may,-
(a) issue warning letter giving details of deficiency found; or
(b) debar the investigator, sponsor including their employees,
subsidiaries and branches, their agents, contractors and sub-
contractors to conduct any clinical investigation in future;
or

(c) suspend the permission for such period as it thinks fit or
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cancel either wholly or partly to which it relates.

(2) Any person who is aggrieved by the order passed under sub-rule
(1), may, within thirty days from the date of receipt of such order,
prefer an appeal to the Central Government, and the Central
Government may, after such enquiry into the matter, as is considered
necessary and after giving an opportunity of being heard, pass such
order in relation thereto as, it thinks fit.

Medical management and
compensation for injury or
death related to clinical
investigation.

48. (1) Where any participant is injured on account of participation of
such participant in the clinical investigation, the sponsor permitted
under rule 45 shall provide medical management to that participant.

(2) Where an injury is caused to the participant in a clinical
investigation of any investigational medical device and such injury is
attributable to the use of investigational medical device, the sponsor
permitted under rule 45 shall provide to that participant, medical
management and such compensation in such manner as specified
under rule 122DAB of the Drugs and Cosmetics Rules, 1945 and shall
be applicable mutatis mutandis, for the purpose of medical
management and such compensation in case of clinical investigation
and clinical performance evaluation under this Chapter.

(3) Where death of a participant is related to clinical investigation and
is attributable to the use of an investigational medical device, the
sponsor, permitted under rule 45 shall provide to the legal heir of that
participant, such compensation in such manner as specified under rule
122DAB of the Drugs and Cosmetics Rules, 1945 and shall be
applicable mutatis mutandis, for the purpose of such compensation in
case of clinical investigation and clinical performance evaluation
under this Chapter.

Powers of Medical Devices
Officer in respect of clinical
investigation or clinical
performance evaluation.

49. The Medical Devices Officer, with or without expert, with the
prior approval of the Central Licensing Authority may, with or without
prior notice, enter into any premises related to clinical investigation or
clinical performance evaluation to inspect the facilities, search and
seize, record, data, documents, books, and medical devices including
investigational medical devices.

Maintenance of record and
furnishing information.

50. Every person, sponsor, clinical research organisation, any other
organisation or investigator conducting a clinical investigation or
clinical performance evaluation or his agent holding a permission
under this Chapter shall keep and maintain such data, record, registers
and other documents for a period of twenty years and shall furnish
such information as may be required by the Central Licensing
Authority or any other officer authorised by it in this behalf under rule
49.

Disclosure of name, address,
etc. of persons involved in
clinical investigation or
clinical performance
evaluation.

51. Every person, sponsor, clinical research organisation, any other
organisation or investigator conducting a clinical investigation or
clinical performance evaluation or his agent, as the case may be, shall,
if so required, disclose to the Medical Device Officer or any other
officer authorised by the Central Licensing Authority, the names,
addresses and other particulars of persons involved in clinical
investigation or clinical performance evaluation.

Permission to conduct
clinical performance
evaluation for new in vitro
diagnostic medical device.

52. (1) No person or sponsor shall conduct any clinical performance
evaluation in respect of a new in vitro diagnostic device on specimen,
including any blood or tissue donation, derived from the human body
except under, and in accordance with, the permission granted by the
Central Licensing Authority subject to such conditions and in such
form and manner as specified in these rules.

(2) An application for grant of permission to conduct, clinical
performance evaluation of new in vitro diagnostic device shall be
made to the Central Licensing Authority in Form MD22 by the
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sponsor and shall be accompanied with a fee as specified in the
Second Schedule and along with information specified in sub-rule (3)
duly signed by the sponsor in India:

Provided that no fee shall be required to be paid by the
institutes, organizations, hospitals, run by the Central Government or
the State Government, involved in conduct of clinical performance
evaluation of new in vitro diagnostic medical devices.

(3) The information specified under sub-rule (2) shall contain the
following information, namely,-

(1) approval from an Ethics Committee, which is registered with
the Central Licensing Authority, as prescribed in Appendix
VII of the Schedule Y of the Drugs and Cosmetics Rules,
1945 and referred in the Seventh Schedule;

(ii) source and quantity of all types of samples which shall be
used during evaluation;

(iii) device description including specification of raw material and
finished product, data allowing identification of the device in
question, proposed instruction for use, labels and regulatory
status in other countries, if any;

(iv) in house performance evaluation data used to establish
stability,  specificity,  sensitivity, repeatability = and
reproducibility;

(v) clinical performance evaluation plan stating in particular the
purpose, scientific, technical or medical grounds, scope of
evaluation and number of devices concerned;

(vi) Case Report Form as prescribed in Table 6 of the Seventh
Schedule;

(vii) undertaking by investigators as prescribed in Table 9 of the
Seventh Schedule;

(viii) the list of laboratories or other institutions taking part in the
evaluation study;

(ix)  the scheduled duration for evaluation and, in case of
devices for self-testing, the location and number of lay
persons involved;

(x)  an undertaking that the device in question conforms to the
requirements of these rules, apart from aspects covered by the
evaluation and apart from those specifically itemised in the
undertaking, and that every precaution has been taken to
protect the health and safety of the patient, user and other
persons.

(4) The Central Licensing Authority may, in public interest,
abbreviate, defer, or waive the requirement of conducting clinical
performance evaluation for reasons to be recorded in writing for grant
of permission to import or manufacture new in vitro diagnostic
medical device for marketing.

(5) The Central Licensing Authority after being satisfied with the
information furnished along with application under sub-rule (1) may
grant permission to conduct clinical performance evaluation for anew
in vitro diagnostic medical device in Form MD23:

Provided where information, as referred to in sub-rule (3) is
inadequate, the Central Licensing Authority shall inform the applicant
in writing, within ninety days from the date of application or such
extended period, not exceeding a further period of thirty days, as the
Central Licensing Authority may, for reasons to be recorded in
writing, permit, the requirements to be complied with as before
permission may be granted:

Provided further, if the applicant has not furnished the
required information sought by the Central Licensing Authority within
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ninety days from the date of intimation, it may reject the application
for reasons to be recorded in writing.

Conditions for permission to
conduct of clinical
performance evaluation.

53. After grant of permission referred in rule 52, the following
conditions shall be complied with by the applicant,-

(i) clinical performance evaluation shall be conducted in compliance
with the approved clinical performance evaluation plan, Good Clinical
Practices Guidelines;

(i) clinical performance evaluation shall be initiated under the
supervision of an approved Ethics Committee;

(iii) clinical performance evaluation shall be registered with the
Clinical Trial Registry of India before enrolling the first patient for
such clinical performance evaluation;

(iv) annual status report of each clinical performance evaluation, as to
whether it is ongoing, completed or terminated, shall be submitted to
the Central Licensing Authority by the sponsor, and in case of
termination of any clinical performance evaluation, the detailed
reasons for the same shall be communicated to the Central Licensing
Authority within thirty days of date of termination;

(v) the laboratories or other institutions taking part in the evaluation
study or the sponsor including their employees, subsidiaries and
branches, their agents, contractors and sub-contractors and clinical
investigation sites shall be open to inspection by officers of the
Central Licensing Authority authorised under these rules, to verify
compliance of the requirements of these rules for conduct of clinical
performance evaluation;

(vi) the clinical performance evaluation shall be initiated within the
period of one year from the date of grant of permission, failing which
prior permission from the Central Licensing Authority shall be
required;

(vii) the Central Licensing Authority may impose any other condition
while granting permission in respect of specific clinical performance
evaluation, if considered necessary, regarding the objective, design,
subject population, subject eligibility, assessment, conduct and
treatment of clinical performance evaluation.

Suspension or cancellation of
permission.

54. (1) If any person to whom permission is granted under sub-rule (5)
of rule 52 fails to comply with any of conditions of permission, the
Central Licensing Authority may suspend the permission for such
period as it thinks fit or cancel either wholly or partly to which it
relates.

(2) Any person who is aggrieved by the order passed under sub-rule
(1), may within thirty days from the date of receipt of such order,
appeal to the Central Government, and the Central Government may,
after such enquiry into the matter, as is considered necessary and after
giving an opportunity of being heard, pass such order in relation
thereto as, it thinks fit.

Medical management and
compensation for injury
related to clinical
performance evaluation.

55. Where any participant is injured on account of his participation
in the clinical performance evaluation, the sponsor permitted under
rule 52 shall provide medical management to that participant.

Performance evaluation of in
vitro medical devices.

56. (1)The Central Government shall, by notification in the Official
Gazette, designate the Central Government Laboratories or Central
medical device testing centres, as the case may be, to carry out
performance evaluation in respect of specified in vitro diagnostic
medical devices.

(2) Performance evaluation prior to grant registration, in respect of in
vitro diagnostic medical devices, shall be carried out at the designated




170 THE GAZETTE OF INDIA : EXTRAORDINARY [PART ITI—SEC. 3(i)]

laboratories or medical device testing centres under sub-rule (1).

(3) Performance evaluation of in vitro diagnostic medical devices shall
be carried out as specified by the concerned laboratory or medical
device testing centre notified under sub-rule (1).

CHAPTER VIII

PERMISSION TO IMPORT OR MANUFACTURE MEDICAL DEVICE
WHICH DOES NOT HAVE PREDICATE MEDICAL DEVICE

Permission to import or 57. (1) Save as otherwise provided in these rules, for import or
manufacture medical device manufacture of medical device which does not have predicate medical
of clinical investigation. device or has undergone clinical investigation, an application for grant

of permission for such medical device after completion of its clinical
investigation or clinical performance evaluation, as the case may be,
under Chapter VII shall be made to the Central Licensing Authority in
Form MD24 either by an authorised agent or a manufacturer himself,
as the case may be, and shall be accompanied with fee as specified in
the Second Schedule along with information specified in Part IV of the
Fourth Schedule:

Provided that the medical device which does not have predicate
medical device indicated in life threatening, serious diseases or
diseases of special relevance to the Indian health scenario, national
emergencies, extreme urgency, epidemic and medical devices
indicated for conditions, diseases for which there is no therapy, the
animal data or clinical data requirements may be abbreviated,
deferred or omitted, as deemed appropriate by the Central Licensing
Authority:

Provided further that subject to other provisions of these rules, in
case of medical device of which drugs are also a part, the submission
of requirements relating to animal toxicology, reproduction studies,
teratogenic studies, perinatal studies, mutagenicity and carcinogenicity
may be relaxed in case of drugs already approved and marketed in
India and supported by adequate published evidence regarding the
safety of the drug.

(3) The Central Licensing Authority, after being satisfied, may grant
permission to import or manufacture medical device which does not
have predicate medical device or has undergone clinical investigation

in Form MD25.
Permission to import or 58. (1) An application for grant of permission to import or
manufacture new in vitro manufacture new in vitro diagnostic medical device shall be made to
diagnostic medical device. the Central Licensing Authority in Form MD26 either by an authorised

agent or a manufacturer himself, as the case may be, and shall be
accompanied with fee as specified in the Second Schedule along with
information specified in Part IV of the Fourth Schedule:

Provided that the new in vitro diagnostic medical device
indicated in life threatening, serious diseases or diseases of special
relevance to the Indian health scenario, national emergencies, extreme
urgency, epidemic and medical devices indicated for conditions,
diseases for which there is no therapy, the clinical data requirements
may be abbreviated, deferred or omitted, as deemed appropriate by the
Central Licensing Authority.

(3) The Central Licensing Authority, after being satisfied, may grant
permission to import or manufacture new in vitro diagnostic medical

device in Form MD27.
Condition of permission to 59. A permission in Form MD25 or Form MD27 shall be subject to
import or manufacture the following conditions, namely,-

investigational medical
device and new in vitro
diagnostic medical device.
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(a) the medical device shall conform to the specification submitted
along with the application;

(b) the permission holder of Form MD25 shall submit the Periodic
Safety Update Report to the Central Licensing Authority from the date
of launch in the market and such report shall be submitted every six
month for the first two years, followed annually two years submission;

(c) the permission holder shall inform the date of launch of medical
device in the market to the Central Licensing Authority;

(d) the permission holder of Form MD25 shall submit the suspected
unexpected serious adverse event within fifteen days of the awareness
of the event to the Central Licensing Authority.

CHAPTER IX

DUTIES AND POWERS OF MEDICAL DEVICE OFFICER, MEDICAL
DEVICE TESTING OFFICER AND NOTIFIED BODY

Duties of Medical Device
Testing Officer.

60. The Medical Device Testing Officer shall cause the sample of
medical device or portion thereof tested or evaluated as may be sent in
a sealed package by the Medical Device Officer or any other persons
under provisions of Chapters IV, V and VII of these rules, and shall
furnish the report of the result of the test or evaluation in accordance
with these rules.

Procedure to be adopted by
medical device testing officer
on receipt of sample.

61. (1) On receipt of the sealed package of medical device or portion
thereof, from a Medical Device Officer or any other person for test or
evaluation, the Medical Device Testing Officer shall compare the
seals on the packet or on portion thereof with the specimen impression
received separately and shall note the condition of the seals on the
packet or on portion thereof.

(2) After completion of test or evaluation, the Medical Device Testing
Officer shall forthwith furnish a report to the Medical Device Officer
in triplicate in Form MD28 of the result of the test or evaluation along
with full protocols of the test or evaluation applied.

Application for test or
evaluation of medical device.

62. For the purpose of these rules, an application from a purchaser for
test or evaluation of a medical device or portion of medical device
under section 26 of the Act shall be made in Form MD29 and the
report of such test or evaluation of the medical device which is
prepared on such application shall be supplied to the applicant in
Form MD28.

Duties of Medical Device
Officer.

63. Subject to the instructions of the Central Licensing Authority or
State Licensing Authority, as the case may be, it shall be duty of
Medical Device Officer to,-

(i) inspect not less than once in a year all establishments licensed by
the Central Licensing Authority or State Licensing Authority, as
the case may be, within the area assigned to him;

(i) conform that the conditions of licence are being observed;

(iii) take samples of medical device manufactured or imported for
sale, or stocked or exhibited for sale in respect of which, the
Medical Device Officer has reason to suspect contravention of the
provisions of the Act or these rules and send them for test or
evaluation:

Provided that in case of large sized medical device, where in
the opinion of the Medical Device Officer, drawing samples of
such a device may not be physically practical, shall be inspected
at the same place by the Medical Device Officer with or without
expert and evaluated or tested by the Medical Device Testing
Officer, for any suspect contravention, after approval of the
Central Licensing Authority or State Licensing Authority, as the
case may be;

(iv) maintain a record of all inspections undertaken, drawing of
samples and seizure of stocks and action taken by Medical Device
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Officer in exercise and performance of duties and to furnish
copies of such record to the Central Licensing Authority or State
Licensing Authority, as the case may be;

(v) make such enquiries and inspections as may be necessary to
detect the manufacture or sale of medical device in contravention
of any provision of the Act and these rules;

(vi) investigate any complaint relating to medical device in writing
which may be made to the Medical Device Officer;

(vii) institute prosecution in relation to contravention of the
provisions of the Act and these rules;

(viii) review technical dossier of medical device furnished with the
application under these rules or any other duties assigned by the
Central Licensing Authority or State Licensing Authority, as the
case may be, related to these rules.

Prohibition of disclosure of
information.

64. Except for the purpose of official business or when required by a
Court, a Medical Device Officer shall not, without the sanction in
writing of his official superior, disclose to any person any information
acquired while exercising such official duties.

Form of order not to dispose
of stock.

65. An order in writing by a Medical Device Officer under clause (c)
of sub-section (1) of section 22 of the Act requiring a person not to
dispose of any stock in his possession shall be in Form MD30.

Prohibition of sale.

66. No person in possession of a medical device in respect of which a
Medical Device Officer has made an order under clause (c) of sub-
section (1) of section 22 of the Act shall, in contravention of that
order, sell or otherwise dispose of any stock of such medical device.

Form of receipt for seized
medical devices, record,
register, documents or any
other material objects.

67. A receipt by a Medical Device Officer for the stock of any medical
device or for any record, register, document or any other material
object seized under clause (c) or clause (cc) of sub-section (1) of
section 22 of the Act shall be in Form MD31.

Manner of certifying copies
of seized documents.

68. The Medical Device Officer shall return the document, seized
under section 22 of the Act, within a period of twenty days from the
date of such seizure, to the person from whom they were recovered or
produced, after copies thereof or extracts therefrom have been signed
by the concerned Medical Device Officer and the person from whom
they were recovered or produced.

Form of intimation of
purpose of taking samples.

69. When a Medical Device Officer takes a sample of a medical
device other than medical device specified in proviso to sub-rule (iii)
of rule 63 for the purpose of test or evaluation, Medical Device
Officer shall inform such purpose in writing in Form MD32 to the
person from whom it takes and shall tender the fair price thereof under
a written acknowledgement.

Form of receipt for samples
of medical devices where fair
price tendered is refused.

70. Where the fair price tendered under sub-section (1) of section 23
of the Act for sample of medical device or portion thereof taken for
the purposes of test or evaluation has been refused by the person from
whom such sample has been taken, the Medical Device Officer shall
tender a receipt thereof to such person in Form MD33.

Procedure for dispatch of
sample to medical device
testing officer.

71. (1) The sample of medical device or portion thereof sent by
Medical Device Officer to the Medical Device Testing Officer for test
or evaluation under sub-section (4) of section 23 of the Act shall be
sent by registered post or by hand in a sealed packet, enclosed
together with a memorandum in Form MD34, in an outer cover
addressed to the Medical Device Testing Officer.

(2) A copy of the memorandum and a specimen impression of the seal
used to seal the packet shall be sent to the Medical Device Testing
Officer separately by registered post or handed over by hand and a
copy of the memorandum shall be endorsed to the manufacturer.

[PART ITI—SEC. 3(i)]
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Confiscation of medical
devices, implements,
machinery, etc.

72. (1) Where any person has been convicted for contravening any of
the provisions of the Act or any rule made thereunder, the stock of
medical device in respect of which the contravention has been made
shall be liable to confiscation.

(2) Where any person has been convicted for manufacturing any
medical device notified under sub clause (iv) of clause (b) of section 3
of the Act, which is deemed to be misbranded, adulterated or spurious,
for sale, stocking or exhibiting for sale or distribution without a valid
licence or licence, any implements or machinery used in such
manufacture, sale or distribution and any receptable, package or
covering in which such medical device is contained and the animals,
vehicles, vessels or other conveyances used in carrying such medical
device shall be liable to confiscation.

Procedure for disposal of
confiscated medical device.

73. (1) The Court may refer the confiscated medical device to the
Medical Device Officer concerned for report as to whether they are of
standard quality or contravene the provisions of the Act or the rules in
any respect.

(2) If the Medical Device Officer, on the basis of Medical Device
Testing Officer’s report, finds the confiscated medical device to be not
of standard quality or to contravene any of the provisions of the Act or
rules made thereunder, Medical Device Officer shall, with the
approval of the Central Licensing Authority or State Licensing
Authority, as the case may be, report to the Court accordingly and the
Court shall thereupon order destruction of such medical devices,
which shall take place under the supervision of the Medical Device
Officer in the presence of such authority, if any, as may be directed by
the Court.

(3) If the Medical Devices Officer finds that the confiscated medical
devices are of standard quality and do not contravene the provisions of
the Act or the rules made thereunder, Medical Devices Officer shall,
after keeping the Central Licensing Authority or the State Licensing
Authority, informed, as the case may be, report to the Court
accordingly.

(4) The Court may return the confiscated devices to the rightful
owner, and in case, the ownership is not established, the same may be
given to the hospital or dispensary maintained or supported by the
Government or to a charitable institution.

Duties of Notified Body.

74. A Notified Body, referred in rule 12, shall carry out its duties and
functions, in respect of Class A or Class B medical devices as
specified in the Part II of Third Schedule.

Procedure to be adopted by

75. A Notified Body shall carry out its duties and functions either by

Notified Body. itself or by any other qualified person on its behalf as per specified
procedure as referred to in Part IT of the Third Schedule.

Fees to be charged by 76. Notified Body may charge fee for the services rendered by it as

Notified Body. may be determined by the Central Government.

Monitoring of Notified 77. (1) Every Notified Body shall be subjected to assessment and audit

Bodies. to ensure compliance of the provisions of Part II of the Third Schedule

in respect of its duties, functions and requirements by the Central
Licensing Authority.

(2) The Central Licensing Authority shall audit the Notified Bodies at
least once in two years or as may be considered necessary, by the
Central Licensing Authority.

Suspension and cancellation
of Notified Body.

78. (1) The Central Licensing Authority may, after giving an
opportunity to show cause as to why such an order should not be
passed, by an order in writing stating the reasons therefor cancel the
registration of a Notified Body or suspend it for such period as he
thinks fit, if in its opinion, the Notified Body has failed to comply with
any of the conditions of registration.
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(2) A Notified Body whose registration has been suspended or
cancelled under sub-rule (1) may, within thirty days of the receipt of a
copy of the order by it, prefer an appeal to the Central Government
and the Central Government may, after giving the Notified Body an
opportunity of being heard, confirm, reverse or modify such order.

(3) The registration of a Notified Body with the Central Licensing
Authority shall be deemed to have been cancelled with effect from the
date the validity of its accreditation by a National Accreditation Body
expires.

CHAPTER X
SALE OF MEDICAL DEVICES

Provisions for sale of medical | 79. (1) Subject to the provisions of these rules, Part VI relating to
devices. “Sale of Drugs Other than Homeopathic Medicines” of the Drugs and
Cosmetics Rules, 1945 shall be applicable mutatis mutandis in respect
of sale of medical devices.

(2)The licences granted or renewed under Part VI of the Drugs and
Cosmetics Rules, 1945 for sale of drugs prior to the commencement of
these rules, shall be deemed to continue to be valid for the purpose of
sale in relation to medical devices.

Supply of medical device to | 80. (1) Notwithstanding anything contained in the Drugs and
hospitals against delivery Cosmetics Rules, 1945,any person having a valid licence to sell,
challan. stock, exhibit or offer for sale or distribute by retail or wholesale,
may, supply invasive medical devices to be implanted through
surgical intervention to a hospital for its patient against a delivery
challan:
Provided that in respect of supplies made against
delivery challan of such medical devices, the licensee shall ensure that
specified storage conditions are met.

(2) A cash or credit memo shall be generated for such medical devices
supplied under sub-rule (1), used in the surgical intervention and
record of the same shall be preserved by the licensee as per condition
of licence.

Recall of device. 81. (1) If a manufacturer or authorised agent, as the case may be,
considers or has reasons to believe that a medical device which he has
imported, manufactured, sold or distributed is not in compliance with
the Act, or these rules, he shall immediately initiate procedures to
withdraw the medical device in question from the market and patients,
indicating reasons for its withdrawal and inform the competent
authorities details thereof.

(2) A manufacturer or authorised agent, as the case may be, shall
immediately inform the competent authorities and co-operate with
them, if he considers or has reasons to believe that a medical device
which he has placed in the market, may be unsafe for the patients.

(3) The manufacturer or importer or authorised agent, as the case may
be, shall inform the competent authorities of the action taken to
prevent risks to the patient and shall not prevent or discourage any
person from cooperating, in accordance with the Act and these rules,
with the competent authorities, where this may prevent, reduce or
eliminate a risk arising from a medical device.

CHAPTER XI
MISCELLANEOUS
Exemption from provisions 82. The medical devices specified in the Eighth Schedule shall be
related to medical devices. exempted from the provisions of these rules to the extent and subject

to the conditions specified in that Schedule.

Export of medical devices. 83. Where a person intends to export any medical device and for that
purpose, requests a certificate in the nature of free sale certificate or a
certificate about quality, safety and performance in relation to a
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medical device as required by the authority concerned of the importing
country, he may apply to the Central Licensing Authority or the State
Licensing Authority, as the case may be, for the purpose along with a
fee as specified in the Second Schedule and the said authority shall, if
the requirements are fulfilled, issue a certificate.

Rejection of application of
licence.

84. If any document submitted by the applicant for grant of licence
for import or manufacture, test licence, permit for personal use,
permission to import or manufacture investigational medical device,
permission to conduct of clinical investigation, is found to be
misleading, or fake, or fabricated, the application shall be summarily
rejected.

Debarment of applicant.

85. (1)Whoever himself or, any other person on his behalf, or
applicant is found to be guilty of submitting misleading, or fake, or
fabricated documents, may after giving him an opportunity to show
cause why such an order should not be made in writing stating the
reasons thereof, be debarred by the Central Licensing Authority or
State Licensing Authority, as the case may be, for such period as it
may deem proper.

(2) Where an applicant is aggrieved by an order made by the Central
Licensing Authority or State Licensing Authority, as the case may be,
under sub-rule (1), he may within thirty days of the receipt of the
order, make an appeal to the Central Government or State
Government, as the case may be, and the Government may, after such
enquiry as it considers necessary, and after affording an opportunity of
being heard, make such order as it may deem proper.

Mode of payment of fee.

86. (1) The fees prescribed under these rules shall be paid through
challan or by electronic mode, in case of applications made to the
Central Licensing Authority, in the Bank of Baroda, Kasturba Gandhi
Marg, New Delhi-110001 or any other branch or branches of Bank of
Baroda, or any other bank, notified by the Central Government, to be
credited under the Head of Account “0210- Medical and Public
Health, 04-Public Health, 104-Fees and Fines.

(2) Where the fee prescribed is payable to the State Licensing
Authority, the same shall be paid through a challan or by electronic
mode as may be specified by the State Government.

Overriding effect.

87.The provisions of these rules shall have effect, notwithstanding
anything inconsistent therewith contained in the Drugs and Cosmetics
Rules, 1945.

First Schedule
[See rule 5(1) and 5(2)]

Classification of medical devices and in vifro diagnostic medical devices.

Part 1

Classification of medical devices other than in vitro diagnostic medical devices.

1. General parameters for classification of medical devices:-

(a) Application of the classification provisions shall be governed by the intended purpose of the devices.

(b) If the device is intended to be used in combination with another device, the classification rules shall apply
separately to each of the devices. Accessories are classified in their own right separately from the device with

which they are used.

(c) Software, which drives a device or influences the use of a device, falls automatically in the same class.

(d) If the device is not intended to be used solely or principally in a specific part of the body, it must be considered
and classified on the basis of the most critical specified use.

(e) If several rules apply to the same device, based on the performance specified for the device by the
manufacturer, the strictest rules resulting in the higher classification shall apply.
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2. The parameters for classification of medical devices as follows:-
(i) Non-invasive medical devices which come into contact with injured skin:

(a) a non-invasive medical device which comes into contact with injured skin shall be assigned to Class A,
if it is intended to be used as a mechanical barrier, for compression or for absorption of exudates only, for
wounds which have not breached the dermis and can heal by primary intention; or

(b) subject to sub-clause (c), a non-invasive medical device which comes into contact with injured skin shall
be assigned to Class B, if it is intended to be used principally with wounds which have breached the
dermis, or is principally intended for the management of the microenvironment of a wound; or

(c) anon-invasive medical device which comes into contact with injured skin shall be assigned to Class C, if
it is intended to be used principally with wounds which have breached the dermis and cannot heal by
primary intention.

(ii) Non-invasive medical devices for channeling or storing substances:

(a) Subject to sub-clauses (b) and (c), a non-invasive medical device shall be assigned to Class A, if it is
intended for channeling or storing body liquids or tissues or liquids or gases for the purpose of eventual
infusion, administration or introduction into a human body; or

(b) A non-invasive medical device referred to in sub-paragraph (a) shall be assigned to Class B, if it is
intended to be connected to an active medical device which is in Class B, C or D or for channeling blood
or storing or channeling other body liquids or storing organs, parts of organs or body tissues;

Provided, that the circumstances when a non-invasive medical device is connected to an active medical
device include circumstances where the safety and performance of the active medical device is
influenced by the non-invasive medical device, or vice versa; or

(c) A non-invasive medical device referred to in sub-clause (a) shall be assigned to Class C, if it is a blood
bag that does not incorporate a medicinal product.

(iii) Non-invasive medical devices for modifying compositions of substances:

(a) Subject to sub-clause (b), a non-invasive medical device shall be assigned to Class C, if it is intended for
modifying the biological or chemical composition of blood or other body liquids or other liquids intended
for infusion into the body.

(b) A non-invasive medical device as referred to in sub-clause (a) shall be assigned to Class B, if the
intended modification is carried out by filtration, centrifuging or any exchange of gas or of heat.

(iv) Other non-invasive medical devices:

(a) A non-invasive medical device to which clauses (i), (ii) and (iii) do not apply shall be assigned to Class
A, if it, does not come into contact with a person or comes into contact with intact skin only.

(v) Invasive (body orifice) medical devices for transient use:
(a) Subject to sub-clause (b), an invasive (body orifice) medical device shall be assigned to Class A, if,-
(1) itis intended for transient use; and
(2) itis not intended to be connected to an active medical device; or
(3) itis intended to be connected to a Class A medical device only.
(b) Aninvasive (body orifice) medical device referred to in sub-clause (a) shall be assigned to Class B, if,-
(1) itis intended for use on the external surface of any eyeball; or
(2) itis liable to be absorbed by the mucous membrane.
(vi) Invasive (body orifice) medical devices for short term use:
(a) Subject to sub-clause (2), an invasive (body orifice) medical device shall be assigned to Class B, if,-
(1) itis intended for short term use; and

(2) itis not intended to be connected to an active medical device; or

(3) itis intended to be connected to a Class A medical device only.
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(b)

(vii)

(a)

(b)

(viii)

(ix)
()

(b)

(©)

(d)

(e)

®

(2

x)
(a)

(b)

(©

(d)

(e)

An invasive (body orifice) medical device referred to in sub-clause (a) shall be assigned to Class A, if,-

(1) itis intended for use in an oral cavity as far as the pharynx or in an ear canal up to the ear drum or
in a nasal cavity; and

(2) itis not liable to be absorbed by the mucous membrane.
Invasive (body orifice) medical devices for long term use:

Subject to sub-clause (b), an invasive (body orifice) medical device shall be assigned to Class C, if it is
intended for long term use and, not intended to be connected to an active medical device or it is to be
connected to a Class A medical device only.

An invasive (body orifice) medical device referred to in sub-clause (a) shall be assigned to Class B, if,-

(1) it is intended for use in an oral cavity as far as the pharynx or in an ear canal up to the ear drum or
in a nasal cavity; and

(2) itis not liable to be absorbed by the mucous membrane.
Invasive (body orifice) medical devices for connection to active medical devices:

An invasive (body orifice) medical device shall be assigned to Class B, regardless of the duration of its
use, if it is intended to be connected to an active medical device which is in Class B, C or D.

Surgically invasive medical devices for transient use:

Subject to sub-clauses (b) to (g), a surgically invasive medical device intended for transient use (referred
to in this clause as a transient use surgically invasive medical device) shall be assigned to Class B.

Subject to sub-clause (c) to (g), a transient use surgically invasive medical device shall be assigned to
Class A, if it is a reusable surgical instrument.

A transient use surgically invasive medical device shall be assigned to the same class as the active
medical device to which it is intended to be connected.

A transient use surgically invasive medical device shall be assigned to Class C, if it is intended for the
supply of energy in the form of ionising radiation.

A transient use surgically invasive medical device shall be assigned to Class C, if it is intended to have a
biological effect or to be wholly or mainly absorbed by the human body.

A transient use surgically invasive medical device shall be assigned to Class C, if it is intended for the
administration of any medicinal product by means of a delivery system and such administration is done
in a manner that is potentially hazardous.

A transient use surgically invasive medical device shall be assigned to Class D, if it is intended to be used
specifically in direct contact with the central nervous system or for the diagnosis, monitoring or
correction of a defect of the heart or of the central circulatory system through direct contact with these
parts of the body.

Surgically invasive medical devices for short term use:

Subject to sub-clauses (b), (d) and (e), a surgically invasive medical device intended for short term use
(referred to in this clause as a short term use surgically invasive medical device) shall be assigned to
Class B.

Subject to sub-clause (c), a short term use surgically invasive medical device shall be assigned to Class
C, if it is intended to undergo a chemical change in the body.

A short term use surgically invasive medical device referred to in sub-clause (b) shall be assigned to
Class B, if it is intended to be placed into any tooth.

A short term use surgically invasive medical device shall be assigned to Class C, if it is intended for the
administration of any medicinal product or the supply of energy in the form of ionising radiation.

A short term use surgically invasive medical device shall be assigned to Class D, if it is intended to have
a biological effect or to be wholly or mainly absorbed by the human body or to be used specifically in
direct contact with the central nervous system or for the diagnosis, monitoring or correction of a defect of
the heart or of the central circulatory system through direct contact with these parts of the body.



178

THE GAZETTE OF INDIA : EXTRAORDINARY [PART ITI—SEC. 3(i)]

(xi)

Implantable medical devices and surgically invasive medical devices for long term use:

(a) Subject to sub-clauses (b), (c¢) and (d), an implantable medical device or a surgically invasive medical

device intended for long term use (referred to in this clause as a long term use medical device) shall be
assigned to Class C.

(b) A long term use medical device shall be assigned to Class B, if it is intended to be placed into any tooth.

(c) A long term use medical device shall be assigned to Class D, if it is intended,-

(1) to be used in direct contact with the heart, the central circulatory system or the central nervous
system;

(2) to be life supporting or life sustaining;

(3) to be an active medical device;

(4) to be wholly or mainly absorbed by the human body;
(5) for the administration of any medicinal product; or

(6) to be a breast implant.

(d) Subject to sub-clause (b), a long term use medical device shall be assigned to Class D, if it is intended to

undergo chemical change in the body.

(xii) Active therapeutic medical devices for administering or exchanging energy:

(a)

(b)

©

Subject to sub-clause (b), an active therapeutic medical device shall be assigned to Class B, if it is intended
for the administration or exchange of energy to or with a human body.

An active therapeutic medical device referred to in sub-clause (a) shall be assigned to Class C, if the
administration or exchange of energy may be done in a potentially hazardous way (such as through the
emission of ionising radiation), taking into account the nature, density and site of application of the energy
and the type of technology involved.

An active therapeutic medical device shall be assigned to Class C, if it is intended for the control or
monitoring, or to be used to directly influence the performance, of a Class C active therapeutic device.

(xiii) Active diagnostic medical devices:

(a)

(b)

©

(d)

(e)

®

Subject to sub-clauses (b) and (c), an active diagnostic medical device shall be assigned to Class B, if it is
intended,-

(1) to be used to supply energy which will be absorbed by the human body;
(2) to be used to capture any image of the in vivo distribution of radiopharmaceuticals; or
(3) for the direct diagnosis or monitoring of vital physiological processes.

An active diagnostic medical device referred to in sub-clause (a)(1) shall be assigned to Class A, if it is
intended to be used solely to illuminate a patient's body with light in the visible or near infrared spectrum.

An active diagnostic medical device referred to in sub-clause (a) shall be assigned to Class C, if it is
intended by its product owner specifically for,-

(1) the monitoring of vital physiological parameters, where the nature of any variation is such that it
could result in immediate danger to the patient (such as any variation in cardiac performance,
respiration or activity of the central nervous system); or

(2) diagnosing in a clinical situation where the patient is in immediate danger.

An active diagnostic medical device shall be assigned to Class C, if it is intended for the emission of
ionising radiation and to be used in diagnostic or interventional radiology.

An active diagnostic medical device shall be assigned to Class C, if it is intended for the control or
monitoring, or to be used to directly influence the performance, of any active diagnostic medical device
referred to in sub-clause (d).

Subject to sub-clause (g), an active medical device shall be assigned to Class B, if it is intended for the
administration, or removal of, any medicinal product, body liquid or other substance to or from a human
body.
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(g) An active medical device referred to in sub-clause (f) shall be assigned to Class C, if the administration or
removal of the medicinal product, body liquid or other substance is done in a manner that is potentially
hazardous, taking into account,

(1) the nature of the medicinal product, body liquid or substance;
(2) the part of the body concerned; and
(3) the mode and route of the administration or removal.
(xiv) Other active medical devices:
An active medical device to which provisions (xii) and (xiii) do not apply shall be assigned to Class A.
(xv) Medical devices incorporating medicinal products:

(a) Subject to sub-clause (b), a medical device shall be assigned to Class D, if it incorporates as an integral
part a substance which,-

(1) if used separately, may be considered to be a medicinal product; and
(2) is liable to act on a human body with an action ancillary to that of the medical device.

(b) A medical device referred to in sub-clause (a) shall be assigned to Class B, if the incorporated substance is
a medicinal product exempted from the licensing requirements of the Act and rules made thereunder.

(xvi) Medical devices incorporating animal or human cells, tissues or derivatives:

(a) Subject to sub-clause (b), a medical device shall be assigned to Class D, if it is manufactured from or
incorporates,-

(1) cells, tissues or derivatives of cells or tissues, or any combination thereof, of animal or human
origin, which are or have been rendered non-viable; or

(2) cells, tissues or derivatives of cells or tissues, or any combination thereof, of microbial or
recombinant origin.

(b) A medical device referred to in sub-clause (a) shall be assigned to Class A, if it is manufactured from or
incorporates non-viable animal tissues, or their derivatives, that come in contact with intact skin only.

(xvii) Medical devices for sterilization or disinfection:

(a) Subject to sub-clause (b), a medical device shall be assigned to Class C, if it is intended to be used
specifically for,-

(1) the sterilization of any other medical device;
(2) the end-point disinfection of any other medical device; or
(3) the disinfection, cleaning, rinsing or hydration of contact lenses.

(b) A medical device shall be assigned to Class B, if it is intended for the disinfection of any other medical
device before the latter is sterilized or undergoes end-point disinfection:

Provided, that “end-point disinfection” means the disinfection of a medical device immediately
before its use by or on a patient.

(xviii) Medical devices for contraceptive use:

(a) Subject to sub-clause (b), a medical device intended to be used for contraception or the prevention of the
transmission of any sexually transmitted disease shall be assigned to Class C.

(b) A medical device referred to in sub-clause (a) shall be assigned to Class D, if it is an implantable medical
device or an invasive medical device intended for long term use.

Part II
Risk classification provisions for in vifro diagnostic medical devices.
1. General parameters for classification of in vitro diagnostic medical devices:
(a) Application of the classification provisions shall be governed by the intended purpose of the devices.

(b) If the device is intended to be used in combination with another device, the classification rules shall apply
separately to each of the devices. Accessories are classified in their own right separately from the device with
which they are used.
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(c)Software, which drives a device or influences the use of a device, falls automatically in the same class.

(d) Standalone software, which are not incorporated into the medical device itself and provide an analysis based
on the results from the analyser, shall be classified in to the same category that of the in vitro diagnostic
medical device where it controls or influences the intended output of a separate in vitro diagnostic medical
device.

(e) Subject to the clause (c) and (d), software that is not incorporated in an in vitro diagnostic medical device,
shall be classified using the classification provisions as specified in clause 2.

(f) Calibrators intended to be used with a reagent should be treated in the same class as the in vitro diagnostic
medical device reagent.

(g) If several rules apply to the same device, based on the performance specified for the device by the
manufacturer, the strictest rules resulting in the higher classification shall apply.

2. The parameters for classification of medical devices as follows:-
(i) Invitro diagnostic products for detecting transmissible agents, etc.:

(a) An in vitro diagnostic medical device shall be assigned to Class D, if it is intended to be used for detecting
the presence of, or exposure to, a transmissible agent that,-

(1) is in any blood, blood component, blood derivative, cell, tissue or organ, in order to assess the
suitability of the blood, blood component, blood derivative, cell, tissue or organ, as the case may
be, for transfusion or transplantation; or

(2) causes a life-threatening disease with a high risk of propagation.
(b) An in vitro diagnostic medical device shall be assigned to Class C, if it is intended for use in,-
(1) detecting the presence of, or exposure to, a sexually transmitted agent;

(2) detecting the presence in cerebrospinal fluid or blood of an infectious agent with a risk of limited
propagation (for example, Cryptococcus neoformans or Neisseria meningitidis);

(3) detecting the presence of an infectious agent, where there is a significant risk that an erroneous
result will cause death or severe disability to the individual or foetus being tested (for example, a
diagnostic assay for Chlamydia pneumoniae, Cytomegalovirus or Methicillin-resistant
Staphylococcus aureus);

(4) pre-natal screening of women in order to determine their immune status towards transmissible
agents such as immune status tests for Rubella or Toxoplasmosis;

(5) determining infective disease status or immune status, where there is a risk that an erroneous result
will lead to a patient management decision resulting in an imminent life-threatening situation for
the patient being tested (for example, Cytomegalovirus, Enterovirus or Herpes simplex virus in
transplant patients);

(6) screening for disease staging, for the selection of patients for selective therapy and management, or
in the diagnosis of cancer;

(7) human genetic testing, such as the testing for cystic fibrosis or Huntington's disease;

(8) monitoring levels of medicinal products, substances or biological components, where there is a
risk that an erroneous result will lead to a patient management decision resulting in an immediate
life-threatening situation for the patient being tested (for example, cardiac markers, cyclosporin or
prothrombin time testing);

(9) management of patients suffering from a life-threatening infectious disease such as viral load of
Human immunodeficiency virus or Hepatitis C virus, or genotyping and sub-typing Hepatitis C
virus or Human immunodeficiency virus);or

(10) screening for congenital disorders in the foetus such as Down syndrome or spina bifida.
(ii) In vitro diagnostic products for blood grouping or tissue typing:

(a) Subject to sub-clause (b), an in vitro diagnostic medical device shall be assigned to Class C, if it is
intended to be used for blood grouping or tissue typing to ensure the immunological compatibility of any
blood, blood component, blood derivative, cell, tissue or organ that is intended for transfusion or
transplantation, as the case may be.
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(b) An in vitro diagnostic medical device referred to in sub-clause (a) shall be assigned to Class D, if it is
intended to be used for blood grouping or tissue typing according to the ABO system, the, the Duffy
system, the Kell system, the Kidd system, the rhesus system (for example, HLA, Anti-Duffy, Anti-Kidd)

(iii) In vitro diagnostic products for self-testing:

(a) Subject to sub-clause (b), an in vitro diagnostic medical device shall be assigned to Class C, if it is
intended to be used for self-testing.

(b) An in vitro diagnostic medical device referred to in sub-clause (a) shall be assigned to Class B, if it is
intended to be used to obtain,-

(1) test results that are not for the determination of a medically-critical status; or
(2) preliminary test results which require confirmation by appropriate laboratory tests.
(iv) Invitro diagnostic products for near-patient testing:

An in vitro diagnostic medical device shall be assigned to Class C, if it is to be used for near-patient
testing in a blood gas analysis or a blood glucose determination.

Hllustration: Anticoagulant monitoring, diabetes management, and testing for C-reactive protein and
Helicobacter pylori.

(v) Invitro diagnostic products used in in vifro diagnostic procedures:
An in vitro diagnostic medical device shall be assigned to Class A:

(1) if it is a reagent or an article which possesses any specific characteristic that is intended by its
product owner to make it suitable for an in vitro diagnostic procedure related to a specific
examination;

(2) an instrument intended specifically to be used for an in vitro diagnostic procedure; or
(3) aspecimen receptacle.
(vi) Other in vitro diagnostic products:

(a) An in vitro diagnostic medical device shall be assigned to Class B, if clauses (2)(i) to (2)(v) do not apply
to it; or

(b) Itis a substance or device used for the assessment of the performance of an analytical procedure or a part
thereof, without a quantitative or qualitative assigned value.

Second Schedule
[See rule 12(2), 15(4), 15(5), 16(1), 16(2), 24(1), 27(1), 30(3), 30(4), 30(7),
31, 33(1), 36(3), 37(1), 45(2), 52(2), 57(1), 58(1)]

Fee payable for licence, permission and registration certificate.

In rupees (INR)
Sr. No. Rule Subject spei?gii:%ti‘;lvzfgﬁars
$)
1) ) (3) “)
1. 12(2) Registration of Notified Body. 50000
2. 15(4) Manufacturing licence of Class A medical device for,- -
3. (a) one site; and 5000
4. (b) each distinct medical device. 500
5. 15(5) Manufacturing licence of Class B medical device for,- -—--
6. (a) one site; and 5000
7. (b) each distinct medical device. 500
8. 15(5) Manufacturing licence of Class C or Class D medical device for,- -
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9. (a) one site; and 50000
10. (b) each distinct medical device. 1000
11. 15(5) Manufgcturing licence of Class C or Class D along with class A or class L
B medical device for,-
12. (a) one site; and 50000
13. (b) each distinct medical device of Class C or Class D; 1000
14. (c) each distinct medical device of Class A or Class B. 500
15. 16(1) Loan licence to manufacture of Class A or Class B medical device for,- -
16. (a) one site; and 5000
17. (b) each distinct medical device. 500
18. 16(2) Loan licence to manufacture of Class C or Class D medical devices for,- -
19. (a) one site; and 50000
20. (b) each distinct medical device. 1000
21. 24(1) Manufacturing licence or loan licence retention fee for,- -
22. (a) one site; and 50000
23. (b) each distinct medical device of Class A or Class B; or 500
24. (c) each distinct medical device of Class C or Class D. 1000
25 27(1) Test l.iceqce to manufactqre for cli.ni.cal investigations, test, evaluation,
examination, demonstration or training for,-
26. (a) each distinct medical device. 500
27. 30(3) Import licence for Class A medical device for,-
28. (a) one site; and $1000
29. (b) each distinct medical device. $50
30. 30(3) Import licence for Class B medical device for,-
31. (a) one site; and $1000
32. (b) each distinct medical device. $50
33. 30(3) Import licence for Class C and Class D medical device for,-
34. (a) one site; and $3000
35. (b) each distinct medical device. $1500
36. 30(7) Licence is defaced, damaged or lost. $300
37. 31 Inspection of the overseas manufacturing site. $6000
38. 33(1) Import licence retention fee for,- -—
39. (a) one site; and $3000
40. (b) each distinct medical device of Class A or Class B; or $50
41. (c) each distinct medical device of Class C or Class D. $1500
4. 36(3) Ez:hfggsltﬁgi)gl ii(clzir;cl:z Z(\)]ri CtZ.St, evaluation or demonstration or training for 500
Fee for Import of investigational medical device by Government hospital
43. 37(1) or statutory medical institution for treatment of patient of each distinct 500
medical device.
44. 45(2)(a) | Permission to conduct pilot clinical investigation. 100000
45. 45(2)(b) | Permission to conduct pivotal clinical investigation. 100000
46. 52(2) Permission to conduct clinical performance evaluation. 25000
47. 57(1) Permission to import or manufacture an investigational medical device. 50000
48, 58(1) Permission to import or manufacture new in vitro diagnostic medical 25000

device.
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Third Schedule
[See rule 12(2), 12(5), 74,75, 77(1)]
Documents to be submitted for registration of Notified Body, its duties and functions.
Part 1
Documents to be furnished along with application in Form MD1.

1. An accredited Notified Body shall furnish duly signed copy of the following documents to the Central Licensing
Authority.

(i) Constitution;
(i) Accreditation Certificate issued by the National Accreditation Body as referred to in the rule 10.
(iii) Responsibilities of individuals within, and the reporting structure of the notified body;

2. Undertaking to be submitted stating that the,-

(i) Notified body including its directors, executives and personnel responsible for carrying out the
evaluation and verification activities shall not be the designer, manufacturer, supplier or installer of
devices within the product category for which the body has been designated, nor the authorised
representative of any of those parties.

(i) Directors, executives and personnel responsible for carrying out the evaluation and verification
activities shall be independent of both the manufacturers for whom the notified body conducts
assessments and the commercial competitors of those manufacturers, during their employment by the
notified body for the product range it is notified for.

(iii) Notified body personnel shall not be involved in consultancy activities relating to the devices in
question, their manufacturing control or test procedures, or their manufacturer.

Part IT
Duties and functions of Notified Body
A. Duties:

1. Notified body shall perform the audit of manufacturer who applied under sub-rule (1) of rule 15. The specific
application shall be allotted to the notified body by the portal of the Central Government. The audit shall
relatable to domestic manufacturing site of Class A or Class B medical devices.

2. The notified body shall have standard operating procedure for identification, review and resolution of all cases
where conflict of interest is suspected or proven. Record of such review and decision shall be maintained.

B. Functions:
A notified body,-

(1) to impart training to staff covering all the evaluation and verification operations for which the notified body
has been designated;

(ii) staff shall have adequate knowledge and experience of the requirement of the control;

(iii) shall carry out the evaluation and verification operations with the highest degree of professional integrity
independently with technical competence;

(iv) ensure that the manufacturing site and products comply with the prescribed standards referred in rule 26;
(v) shall not provide training or consultancy to the manufacturers whose site is being audited;

(vi) ensure that their auditors possess required qualification and expertise in the relevant field for carried out
assessments of manufacturing site and medical device that they are undertaking;

(vii) establish and maintain procedure and record which demonstrate its compliance with quality management
system.

C. Procedure for audit:
The notified body shall perform the audit in the following manner,-

@) on-site audit of the manufacturer’s quality management system to establish conformity by the
examination and provision of objective evidence, and that of sub-contractor wherever applicable, the
requirements of the Fifth Schedule;
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(i)  technical review of documents as per prescribed in the Fourth Schedule;

(iii))  establish conformity by the examination and provision of objective evidences to the essential principles
laid down by the Central Government from time to time. ;

(iv)  establish design conformity by review of the design documents during assessment of medical device to
ensure its quality, safety, and performance;

(v)  record post approval changes, if any;
(vi)  conformity to the product and process standards as per the provisions of these rules;

(vii) inform the manufacturer about the observed noncompliance to during audit, if any and provide a copy of
the audit report to the manufacturer;

(viii) any major non-compliance is observed during audit by the notified body which may affect quality of the
device, it may provide reasonable time to rectify the non-compliance followed by compliance verification
of the manufacturing site;

(ix) The Notified Body, after assessment and verification, shall submit detailed report giving its findings on
each aspect of audit along with its recommendations after completion of the audit to the State Licensing
Authority and a copy of the same to the manufacturer.

Fourth Schedule
[See rule 15(4), 15(5), 16(2), 30(3), 57(1), 58(1)]

Documents required for grant of manufacturing and import licence

Part1
(Only for import)

POWER OF ATTORNEY

Power of Attorney to accompany an application for issuance of import licence

Whereas, (Name of authorised person) of M/s.
(Name, full address, as per wholesale licence or manufacturing licence, with telephone, fax and E-mail address) herein
after to be known as authorized agent for the M/s. (Name of the Manufacturer) intends to apply

for an import licence of manufacturer, manufacturing site and medical device in India under the Medical Device Rules,
2016 for the import, use and marketing into India, of the Medical Devices listed below. We
M/s. (Name of the Manufacturer with complete address) hereby delegate Power of
Attorney for our below listed premise and medical device.

Sr. Name & address of manufacturer Name & address of manufacturing facility Name of medical
No. (full address with telephone, fax and E- | (full address with telephone, fax and E-mail device

mail address of the manufacturer) address of the manufacturing site)
€))] The (Name) shall be our Authorised Agent for the import licence for manufacturer of

medical device under rule 30 of Medical Devices Rules 2016 and shall act in the following respects:-

(a) to act as the official representative for the product registration for and on behalf of

(Name and complete address of the manufacturer) in India

(b) to submit all necessary documents in the name of (Name and
complete address of the manufacturer) for the licence of manufacturer of medical device as defined in the
Fourth Schedule.

(2)  We shall comply with all the conditions imposed on the import licence and with provisions of the Medical Device
Rules, 2016.

(3)  We declare that we are carrying on the manufacture of the medical device mentioned in this Schedule at the
premise specified above, and we shall from time to time report any change of premise on which manufacture will
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“

&)

(6)

@)

be carried on and in cases where manufacture is carried on in more than one factory any change in the distribution
of functions between the factories.

We shall allow the Central Licensing Authority or any person authorized by it in that behalf to enter and inspect
the manufacturing premise and to examine the process, procedure and documents in respect of any manufacturing
facility for which the application for import licence has been made.

We shall allow the Central Licensing Authority or any person authorized by him in that behalf to take samples of
the Medical Devices concerned for test, evaluation or examination, if considered necessary by the Central
Licensing Authority.

We do hereby state and declare that all the photocopies or scanned copies in the application are true copies of the
original documents.

We do hereby state and declare that all the documents submitted by the undersigned are true and correct.

S. No Name of Medical Devices Indication and/or Intended Shelf Life

(Including model No’s, if applicable) Use

Generic Name Model Name,
if any

Place:

Date: Signature of the manufacturer

(Name and Designation)

Seal/Stamp

Place:

Date: Signature of the Indian Agent

(Name and Designation)

Seal/Stamp

Part I1
R

ot

) Information to be submitted with the application for grant of licence to manufacture or import of a Class
A medical device,-

The manufacturer or authorised agent shall submit the duly signed and notarised (in case of import) ;

(i) Summary of any reported Serious Adverse Event in any of the countries where device is marketed and
action taken by the manufacturer and National Regulatory Authority concerned.

(i)  In case of import,-

1. Plant registration or approval or renewed certificate issued by the competent authority of the
country concerned.

2. Duly notarized copy of Certificate, issued by the competent authority of the country concerned, in
respect of the manufacturer and manufacturing site’s Quality Management System, Full Quality
Assurance or Production Quality Assurance.

3. Duly notarized copy of latest inspections or audit reports carried out by Notified bodies or
National Regulatory Authority or Competent Authority within last 3 years, if any.

(a) Summary technical document including,-
(1) Device description, specification including variants and accessories,
(i) intended use of the device,

(iii) In case of in vitro medical devices, a summary of analytical technology, relevant analytes and test
procedure,

(iv) material of construction (except in vitro diagnostic medical device),
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(v) Working principle and use of a Novel technology(if any),

(vi) Labels and Package inserts (IFU, etc.,).

(vii) Analytical Performance Summary (only in case of in vitro diagnostic medical device)
(b) Site or Plant Master File as specified in Appendix I of this Schedule.

(c) Essential Principles checklist for demonstrating conformity to the Essential Principles of Safety and
Performance of the Medical Device.

(ii) Information to be submitted with the application for grant of licence to manufacture or import of a Class
B, Class C or Class D medical device,-

The manufacturer or authorised agent shall submit the duly signed and notarised (in case of import) information
pertaining to Manufacturing premises in the following format.

(a) General Information as specified in sub-clause (a) of clause (i) of Part II of this Schedule.
(b) Site or plant Master File as specified in Appendix I of this Schedule.
(c) Device master file as specified in Appendix II or Appendix III, as the case may be, of this Schedule.

(d) Essential Principles checklist for demonstrating conformity to the Essential Principles of Safety and
Performance of the Medical Device.

Part III
Appendix I
CONTENTS OF A SITE OR PLANT MASTER FILE

The manufacturer shall prepare a succinct document in the form of Plant Master File containing specific information
about the production and/or control of device manufacturing carried out at the premises. It shall contain the following
information:

1.

General Information:

®
(i)

brief information on the site (including name and address), relation to other sites;

manufacturing activities;

(iii) any other operations carried out on the site

(iv) name and exact address of the site, including telephone, fax numbers, web site URL and e-mail address;

v)

type of medical devices handled on the site and information about specifically toxic or hazardous substances
handled, mentioning the way they are handled and precautions taken;

(vi) short description of the site (size, location and immediate environment and other activities on the site);

(vii) number of employees engaged in Production, Quality Control, warehousing, and distribution;

(viii) use of outside scientific, analytical or other technical assistance in relation to the design, manufacture and

testing;

(ix) short description of the quality management system of the company;

(x) devices details registered with foreign countries;

Personnel
(i) organisation chart showing the arrangements for key personnel
(i) qualifications, experience and responsibilities of key personnel;

(iii) outline of arrangements for basic and in-service training and how records are maintained;

(iv) health requirements for personnel engaged in production

)

personnel hygiene requirements, including clothing.

Premises and Facilities:

®
(i)

layout of premises with indication of scale;

nature of construction, finishes/fixtures and fittings;
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4.

10.

11.

12.

(iii) brief description of ventilation systems. More details should be given for critical areas with potential risks of
airborne contamination (including schematic drawings of the systems). Classification of the rooms used for
the manufacture of sterile products should be mentioned;

(iv) special areas for the handling of highly toxic, hazardous and sensitizing materials;
(v) brief description of water systems (schematic drawings of the systems are desirable) including sanitation;

(vi) maintenance (description of planned preventive maintenance programmes for premises and recording
system);

Equipment:

(i) Brief description of major production and quality control laboratories equipment (a list of the equipment is
required);

(ii)) maintenance (description of planned preventive maintenance programmes and recording system);

(iii) qualification and calibration, including the recording system. Arrangements for computerized systems
validation.

Sanitation :
Availability of written specifications and procedures for cleaning the manufacturing areas and equipment.
Production:

(i) Brief description of production operations using, wherever possible, flow sheets and charts specifying
important parameters ;

(i) arrangements for the handling of starting materials, packaging materials, bulk and finished products,
including sampling, quarantine, release and storage;

(iii) arrangements for reprocessing or rework;

(iv) arrangements for the handling of rejected materials and products;
(v) brief description of general policy for process validation.
Quality Assurance:

Description of the Quality Assurance system and of the activities of the Quality Assurance Department.
Procedures for the release of finished products.

Storage :
Policy on the storage of medical device.
Documentation :

Arrangements for the preparation, revision and distribution of necessary documentation, including storage of
master documents.

Medical Device Complaints and Field Safety Corrective Action:
(i) Arrangements for the handling of complaints ;

(i1) Arrangements for the handling of field safety corrective action
Internal Audit:

Short Description of the internal audit system.

Contract Activities:

Description of the way in which the compliance of the contract acceptor is assessed.

Appendix II

DEVICE MASTER FILE FOR MEDICAL DEVICES OTHER THAN IN VITRO DIAGNOSTIC MEDICAL

DEVICES

EXECUTIVE SUMMARY:

1. An executive summary shall be provided by the manufacturer and shall contain:

1.1

1.2

1.3

Introductory descriptive information on the medical device, the intended use and indication for use, class of
device, novel features of the device (if any), shelf life of the device and a synopsis on the content of the dossier.

Information regarding sterilization of the device (whether it is sterile or non-sterile; if sterile, mode of
sterilization).

Risk Management Plan, Risk Analysis and Control.



188 THE GAZETTE OF INDIA : EXTRAORDINARY [PART ITI—SEC. 3(i)]

1.4 Clinical Evidence and evaluation (if applicable).
1.5 Regulatory status of the similar device in India (approved or not approved in India).

1.6 Design Examination Certificate, Declaration of Conformity, Mark of Conformity Certificate, Design Certificate

(if applicable)

1.7 Marketing History of the device from the date of introducing the device in the market.

1.8 Domestic Price of the device in the currency followed in the Country of origin.

1.9 List of regulatory approvals or marketing clearance obtained (Submit respective copies of Approval Certificates).

Country Approved Approved Class of Date of First
Indication Shelf life Device Approval

USA
Australia
Japan
Canada
European Union
Others*
*Optional

Status of market clearance pending, rejected or withdrawn

Regulatory Agency of the Indication for use Registration status and Reason for
country date rejection/withdrawal,
if any

1.10  Safety and performance related information on the device:

(a) Summary of reportable event and field safety corrective action from the date of introduction:-
For Serious Adverse Event:

SL Serious Adverse Event Duration Number of the SAE Total Units sold | Lot/Batch No.
No. (SAE) From To reported

For Field Safety Corrective Action (FSCA):

Date of FSCA Reason for FSCA Countries where
FSCA was conducted
(b) If the device contains any of the followings, then descriptive information on the following need to be provided.

1. Animal or human cells tissues or derivatives thereof, rendered non-viable (e.g. Porcine Heart Valves).

2. Cells, tissues or derivatives of microbial recombinant origin (e.g. Dermal fillers based on Hyaluronic acid
derived from bacterial fermentation process).

3. Irradiating components, ionising or non ionizing.

2.0 DEVICE DESCRIPTION AND PRODUCT SPECIFICATION, INCLUDING VARIANTS AND
ACCESSORIES

2.1 The dossier should contain the following descriptive information for the device:-

(a) A general description including its generic name, model name, model no., materials of construction, intended
use, indications, instructions for use, contraindications, warnings, precautions and potential adverse effects;
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2.2

2.3

3.0

4.0

(b)

()
(d)

©)
®

(2
(h)

@

4.1

4.2

the intended patient population and medical condition to be diagnosed or treated and other considerations such as
patient selection criteria;

principle of operation or mode of action, accompanies by animation or videos (if available);

risk class and the applicable classification rule according to principles of medical device classification as
specified in the First Schedule;

an explanation of any novel features;

a description of the accessories, other medical device and other product that are not medical device, which are
intended to be used in combination with it and it should also be clarified whether these accessories or device are
supplied as a kit or separate components;

a description or complete list of the various configurations or variants of the device that will be made available;

a general description of the key functional elements, e.g. its parts or components (including software if
appropriate), its formulation, its composition, its functionality and where appropriate, this will include:
labeled pictorial representations (e.g. diagrams, photographs, and drawings), clearly indicating key parts or
components, including sufficient explanation to understand the drawings and diagrams;

a description of the materials incorporated into key functional elements and those making either direct
contact with a human body or indirect contact with the body, e.g., during extracorporeal circulation of body
fluids. Complete chemical, biological and physical characterization of the material (s) of the medical device;

for medical devices intended to emit ionizing radiation, information on radiation source (e.g. radioisotopes) and
the material used for shielding of unintended, stray or scattered radiation from patients, users and other
persons shall be provided.

Product Specification:

The dossier should contain a list of the features, dimensions and performance attributes of the medical device, its
variants and accessories, that would typically appear in the product specification made available to the end user,
e.g. in brochures, catalogues etc.

Reference to predicate or previous generations of the device:

Where relevant to demonstrating conformity to the essential principles, and to the provision of general
background information, the dossier should contain an overview of’:

(a) the manufacturer’s previous generation of the device, if such exist; and
(b) predicate devices available on the local and international markets.
LABELLING:

The dossier should typically contain a complete set of labeling associated with the device as per the requirements
of Chapter VI of these rules. Information on labelling should include the following:

(a) Copy of original label of the device, including accessories if any, and its packaging configuration;
(b) Instructions for use (Prescriber’s manual)
(c¢) Product brochure; and

(d) Promotional material.

DESIGN AND MANUFACTURING INFORMATION:
Device Design:

The dossier should contain information to allow a reviewer to obtain a general understanding of the design stages
applied to the device. The information may take in form of flow chart. Device design validation data should be
submitted.

Manufacturing Processes:

The dossier should contain information to allow a reviewer to obtain a general understanding of the
manufacturing processes. The information may take the form of flow chart showing an overview of production,
manufacturing environment, facilities and controls used for manufacturing, assembly, any final product testing,
labelling & packaging and storage of the finished medical device. If the manufacturing process is carried out at
multiple sites, the manufacturing activities at each site should be clearly specified.
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5.0 ESSENTIAL PRINCIPLES CHECKLIST:

(1) The dossier should contain the following:-

()
(b)
()
(d)
(e)

(i1) Methods
()
(b)
(©
(d)
(e)

the essential principles;

whether each essential principle applies to the device and if not, why not;

the method used to demonstrate conformity with each essential principle that applies;
a reference for the method employed (e.g., standard); and

the precise identity of the controlled document that offers evidence of conformity with each method
used.

used to demonstrate conformity may include one or more of the following:
conformity with recognised or other standards;

conformity with a commonly accepted industry test method;

conformity with an in-house test method;

the evaluation of pre-clinical and clinical evidence;

comparison to a similar device already available on the market.

(iii) The essential principles checklist should incorporate a cross-reference to the location of such evidence both
within the full technical documentation held by the manufacturer and within the dossier. A template for

a checklist is shown in as under:
Essential Relevant Specification/standard Complies | Document Reference
Principle Yes/No Sub-clause/reference Yes/No | Justification and/or comments

6.0 RISK ANALYSIS AND CONTROL SUMMARY:

The dossier should contain a summary of the risks identified during the risk analysis process and how these risks
have been controlled to an acceptable level. This risk analysis should be based on prescribed standards and be
part of the manufacturer’s risk management plan based on complexity and risk class of the device. The technique

used to a
involved.

nalyse the risk must be specified, to ensure that it is appropriate for the medical device and risk
The risks and benefits associated with the use of the medical device should be described. The risk

analysis submitted shall have periodic updation of the risks identified as per risk management plan.

7.0 PRODUCT VERIFICATION AND VALIDATION

7.1 General

(A) The dossier should contain product verification and validation documentation. The dossier should summarize
the results of verification and validation studies undertaken to demonstrate conformity of the device with the

essen

(a)

tial principles that apply to it. Such information would typically cover wherever applicable:

engineering tests;

(b) laboratory tests;

()

simulated use testing;

(d) any animal tests for demonstrating feasibility or proof of concept of the finished device;

(e)
(B) Such
(1)

(i)

any published literature regarding the device or substantially similar devices.
summary information may include:

declaration or certificate of conformity to a recognised standard and summary of the data if no
acceptance criteria are specified in the standard;

declaration or certificate of conformity to a published standard that has not been recognised,
supported by a rationale for its use, and summary of the data if no acceptance criteria are specified
in the standard;
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7.2
®
(i)

7.3

7.4
(@)

(i)

7.5
@

(ii)

(iii) declaration or certificate of conformity to a professional guideline, industry method, or in-house
test method, supported by a rationale for its use, a description of the method used, and summary of
the data in sufficient detail to allow assessment of its adequacy;

(iv) areview of published literature regarding the device or substantially similar devices.
(C) In addition, where applicable to the device, the dossier should contain detailed information on:
(a) biocompatibility studies data as per prescribed standards

(b) medicinal substances incorporated into the device, including compatibility of the device with the
medicinal substance;

(c) biological safety of devices incorporating animal or human cells, tissues or their derivatives;
(d) sterilisation;
(e) software verification and validation;

(f) animal studies that provide direct evidence of safety and performance of the device, especially
when no clinical investigation of the device was conducted;

(g) clinical evidence.

(D) Detailed information will describe test design, complete test or study protocols, methods of data analysis, in
addition to data summaries and test conclusions. Where no new testing has been undertaken, the dossier
should incorporate a rationale for that decision, e.g. biocompatibility testing on the identical materials was
conducted when these were incorporated in a previous, legally marketed version of the device. The
rationale may be incorporated into the Essential Principle checklist.

Biocompatibility:
The dossier should contain a list of all materials in direct or indirect contact with the patient or user.

Where biocompatibility testing has been undertaken (as per prescribed standards) to  characterize the
physical, chemical, toxicological and biological response of a material, detailed information should be
included on the tests conducted, standards applied, test protocols, the analysis of data and the summary of
results. At a minimum, tests should be conducted on samples from the finished, sterilized (when supplied
sterile) device.

Medicinal Substances:

Where the medical device incorporates a medicinal substance, the dossier should provide detailed information
concerning that medicinal substance, its identity and source, the intended reason for its presence, and its safety
and performance in the intended application.

Biological Safety:

The dossier should contain a list of all materials of animal or human origin used in the device. For these
materials, detailed information should be provided concerning the selection of  sources or donors; the
harvesting, processing, preservation, testing and handling of tissues, cells and substances of such origin
should also be provided. Process validation results should be included to substantiate that manufacturing
procedures are in place to minimize biological risks, in particular, with regard to viruses and other transmissible
agents. Transmissible Spongiform Encephalopathies (TSE) or Bovine Spongiform Encephalopathy (BSE)
Certificates should also be submitted.

The system for record-keeping to allow traceability from sources to the finished device should be fully
described.

Sterilization:

Where the device is supplied sterile, the dossier should contain the detailed information of the initial sterilization
validation including sterilizer qualification, bioburden testing, pyrogen testing, testing for sterilant residues (if
applicable) and packaging validation as per prescribed standards. Typically, the detailed validation information
should include the method used, sterility assurance level attained, standards applied, the sterilization protocol
developed in accordance with prescribed standards, and a summary of results.

Evidence of the ongoing revalidation of the process should also be provided. Typically this would
consist of arrangements for, or evidence of, revalidation of the packaging and sterilization processes.
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7.6 Software Verification and Validation:

The dossier should contain information on the software design and development process and evidence of the
validation of the software, as used in the finished device. This information should typically include the summary
results of all verification, validation and testing performed both in-house and in a simulated or actual user
environment prior to final release. It should also address all of the different hardware configurations and, where
applicable, operating systems identified in the labelling.

7.7 Animal Studies:

(i) Where studies in an animal model have been undertaken to provide evidence of conformity with the Essential
Principles related to functional safety and performance, detailed information should be contained in the dossier.

(ii)) The dossier should describe the study objectives, methodology, results, analysis and conclusions and document
conformity with Good Laboratory Practices. The rationale (and limitations) of selecting the particular animal
model should be discussed.

7.8 Shelf Life or Stability Data:

The dossier should contain both Accelerated Stability Data as well as Real time Stability data to ensure the
quality and effectiveness of the device during assigned shelf life period. The protocol to carry out stability studies
should be submitted.

7.9 Clinical Evidence:

The dossier should contain the clinical evidence that demonstrates conformity of the device with the Essential
Principles that apply to it. It needs to address the elements contained in the Clinical Investigation, as specified
under the Seventh Schedule. If a predicate device is available, the manufacturer needs to submit the substantial
equivalence evaluation along with relevant published literature in accordance with these rules.

7.10  Post Marketing Surveillance Data (Vigilance Reporting)

The dossier should contain the Post Marketing Surveillance or Vigilance Reporting procedures and data collected
by the manufacturer encompassing the details of the complaints received and corrective and Preventive actions
taken for the same.

The information submitted above is true to the best of my knowledge and belief.

Place:
Date: Signature
Name:
Designation:
Seal/Stamp of manufacturer or his authorized agent in India
NOTE :
1. All reports submitted as a part of the dossier should be signed and dated by the responsible person.
2. Batch Release Certificates and Certificate of Analysis of finished product for minimum 3 consecutive batches
should be submitted.
3. All certificates submitted must be within the validity period.
4. Any information which is not relevant for the subject device may be stated as ‘Not Applicable’ in the relevant
Sections/Columns of the above format, and reasons for non-applicability should be provided.
5. The above information should be submitted in the form of one or more bounded form (like spiral binding or hard

binding).
Appendix III
DEVICE MASTER FILE FOR IN VITRO DIAGNOSTIC MEDICAL DEVICES
1.0 EXECUTIVE SUMMARY:
An executive summary shall be provided by the manufacturer and shall contain:

1.1 Introductory descriptive information on the Diagnostics Kits, the intended use and Class of Kit, novel features
of the Kit (if any), Shelf Life of the Kit and a synopsis on the content of the dossier.
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1.2 Regulatory status of the similar device in India (Approved or New Kit).
1.3 Domestic Price of the device in the currency followed in the Country of origin.
1.4 Marketing History of the Kit from the date of introducing the kit in the market.
1.5 List of regulatory approvals or marketing clearance obtained (Submit respective copy of approval certificate).
SN, Name of the Approved Approved shelf Comr;;l (;i:rli(z):ll S?d/or Class of Date of first
country indication life . kit approval
construction

1.6 Status of pending request for market clearance

Regulatory Intended use | Indication for Registration Reason for

Agency of the use status and date | rejection/withdrawal,
country if any

1.7 Safety and performance related information on the kit:

(a) Summary of reportable events and field safety corrective action from the date of introduction

For Adverse event

Frequency of Occurrence during the period (Number of Report/Total

Adverse Event Units sold)

For Field Safety Corrective Action (FSCA)
Date of FSCA

Reason for FSCA

(b) If the kit contains any of the following then descriptive information on the following need to be provided.
(1) Animal or human fluids or derivatives thereof, rendered non-viable.
(2) Cells, tissues and/or derivatives of microbial recombinant origin.

2.0 KIT DESCRIPTION AND PRODUCT SPECIFICATION,
ACCESSORIES

INCLUDING VARIANTS AND

2.1 Device description
The device master file should include the following device descriptive information:
(a) the intended use of the diagnostics kits. This may include:-
(1) what is detected;

(2) its function (for example screening, monitoring, diagnostic or aid to diagnosis, staging or aid to
of disease);

staging

(3) the specific disorder, condition or risk factor of interest that it is intended to detect, define or
differentiate;

(4) whether it is automated or not;
(5) whether it is qualitative or quantitative;

(6) the type of specimen required (eg. serum, plasma, whole blood, tissue biopsy, urine);
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(b)
(©
(d)
(e)

®

(2)
(h)

®
G

&)

(7) testing population;
the intended user (lay person or professional);
a general description of the principle of the assay method;
the risk based classification of the device;

a description of the components (e.g. reagents, assay controls and calibrators) and where appropriate, a
description of the reactive ingredients of relevant components (such as antibodies, antigens, nucleic acid
primers) where applicable;

a description of the specimen collection and transport materials provided with the Diagnostics kits or
descriptions of specifications recommended for use;

for instruments of automated assays : a description of the appropriate assay characteristics or dedicated assays;

for automated assays: a description of the appropriate instrumentation characteristics or dedicated
instrumentation;

a description of any software to be used with the diagnostics kits;

a description or complete list of the various configurations/variants of the Diagnostics kits that will be made
available;

a description of the accessories, other diagnostics kits and other products that are not Diagnostics kits, which are
intended to be used in combination with the diagnostics Kkits.

Reference to the manufacturer’s previous device generation(s) and/or similar devices or device history.

2.2 For an in vitro diagnostic medical device not yet available on any market:

(a)
(b)

Where relevant to demonstrating conformity to the essential principles, and to provide general background
information, the device master file may provide a summary of:

the manufacturer’s previous generation of the in vitro diagnostic medical device, if such exist; and/or

the manufacturer’s similar in vitro diagnostic medical devices available on the market.

2.3 For an in vitro diagnostic medical device already available on the market in any jurisdiction:

®

This information may include a summary of the number of adverse event reports related to the safety and
performance of this in vitro diagnostic medical device in relation to the number of in vitro diagnostic medical
devices placed on the market.

(i) External certificates and documents which give written evidence of conformity with the essential principles may

@

(ii)

be annexed to the device master file.

Essential principles checklist:

The device master file should include an essential principles checklist that identifies:
(a) the essential principles of safety and performance;
(b) whether each essential principle applies to the in vitro diagnostic medical device and if not, why not;
(c) the method used to demonstrate conformity with each essential principle that applies; and

(d) the reference to the actual technical documentation that offers evidence of conformity with each method
used.

The method used to demonstrate conformity may include one or more of the following:-
(a) conformity with recognized or other standards;
(b) conformity with a commonly accepted industry test method (reference method);
(c) conformity with appropriate in-house test methods that have been validated and verified;

(d) comparison to an in vitro diagnostic medical device already available on the market.

(iii) The essential principles checklist should include a cross-reference to the location of such evidence both within

the full technical documentation held by the manufacturer and within the Device master file (when such
documentation is specifically required for inclusion in the Summary Technical Documentation as outlined in
this guidance).
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5.2

5.3

Risk analysis and control summary:

The device master file should contain a summary of the risks identified during the risk analysis process and a
description of how these risks have been controlled to an acceptable level. Preferably, this risk analysis should
be based on recognised standards and be part of the manufacturer’s risk management plan.

The summary should address possible hazards for the in vitro diagnostic medical device such as the risk from
false positive or false negative results, indirect risks which may result from in vitro diagnostic medical device-
associated hazards, such as instability, which could lead to erroneous results, or from user-related hazards, such
as reagents containing infectious agents. The results of the risk analysis should provide a conclusion with
evidence that remaining risks are acceptable when compared to the benefits.

Design and manufacturing information:
Device design:

The Device master file should contain information to allow a reviewer to obtain a general understanding of the
design applied to the in vitro diagnostic medical device. It should include a description of the critical
ingredients of an assay such as antibodies, antigens, enzymes and nucleic acid primers provided or
recommended for use with the IVD medical device, This section is not intended to take the place of the more
detailed information required for a QMS audit or other conformity assessment activity. If design takes place at
multiple sites, a controlling site must be identified.

Manufacturing processes:

The device master file should contain information to allow a reviewer to obtain a general understanding of the
manufacturing processes. It is not intended to take the place of the more detailed information required for a
QMS audit or other conformity assessment activity. The information may take the form of a process flow chart
showing, for example, an overview of production including the technologies used, assembly, any in-process and
final product testing, and packaging of the finished IVD medical device.

Manufacturing sites:

The device master file should identify the sites where these activities are performed (this does not include the
sites of all suppliers of raw materials but only the sites that are involved in critical manufacturing activities). If
Quality Management System certificates, or the equivalent, exist for these sites, they may be annexed to the
device master file.

Product validation and verification:

The information provided in the product validation and verification section of the device master file will vary in
the level of detail as determined by the class of the device. The device master file should summarize the results
of validation and verification studies undertaken to demonstrate conformity of the in vitro diagnostic medical
device with the essential principles that apply to it. Where appropriate, such information might come from
literature.

For the purpose of the device master file document, summary and detailed information are defined as
follows:

(i) Summary information:

A summary should provide enough to assess the validity of that information by the regulatory authorities. This
summary should contain a brief description of:

(a) the study protocol;

(b) the study results;

(c) the study conclusion.
This summary may include:

(a) Where a recognized standard exists, a declaration/certificate of conformity to a recognized standard can be
provided with a summary of the data if no acceptance criteria are specified in the standard;

(b) In the absence of a recognized standard, a declaration/certificate of conformity to a published standard that
has not been recognized might be provided if it is supported by a rationale for its use, and summary of the
data, and a conclusion, if no acceptance criteria are specified in the standard;

(c) In the absence of a recognized standard and non-recognized published standards, a professional guideline,
industry method, or in-house standard may be referred to in the summarized information. However, it
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should be supported by a rationale for its use, a description of the method used, a summary of the data in
sufficient detail and a conclusion to allow assessment of its adequacys;

(d) A review of relevant published literature regarding the device/analyte (measurand) or substantially similar
in vitro diagnostic medical devices.

(ii) Detailed information:

()

(b)

Detailed information should include:
(a) complete study protocol;
(b) method of data analysis;
(c) complete study report;
(d) study conclusion.

For detailed information, when a recognized standard exists that contains the protocol and the method of data
analysis, this information can be substituted by a declaration or certificate of conformity to the recognized
standard along with a summary of the data and conclusions.where appropriate, actual test result summaries with
their acceptance criteria should be provided and not just pass/fail statements.

Analytical Studies:

The statements and descriptions in the following sections refer to all in vitro diagnostic medical devices. It must
be noted however that there are applicability differences between instrumentation and reagent-based assays, and
that the assays themselves may be quantitative, semi-quantitative or qualitative in nature. There may be limited
applicability of some of the following subsections for qualitative or semi-quantitative assays. Where possible,
comments regarding instrumentation or qualitative assays appear in the subsections.

Specimen type:

This section should describe the different specimen types that can be used. This should include their stability
and storage conditions. Stability includes storage and where applicable transport conditions. Storage includes
elements such as duration, temperature limits and freeze/thaw cycles.

This section should include summary information for each matrix and anticoagulant when applicable, including
a description of the measurement procedure for comparison or determination of measurement accuracy. This
includes information such as specimen type tested, number of samples, sample range (using spiked samples as
appropriate) or target concentrations tested, calculations and statistical methods, results and conclusions.

Analytical performance characteristics.
Accuracy of measurement:
This section should describe both trueness and precision studies.

Explanation.- The general term measurement accuracy is currently used to cover both trueness and precision,
whereas this term was used in the past to cover only the one component now named trueness.

While measurement trueness, affected by systematic error, is normally expressed in terms of bias, measurement
precision, affected by random error, is naturally expressed in terms of standard deviation,

Accuracy is affected by a combination of systematic and random effects that contribute as individual
components of the total error of measurement.

9.2 Reproducibility:

10.

This section should include reproducibility estimates and information about the studies used to estimate, as
appropriate, variability between days, runs, sites, lots, operators and instruments. Such variability is also known
as “Intermediate Precision”. Reproducibility data is obtained for instrumentation in conjunction with an
appropriate assay.

Note I.- Such studies should include the use of samples that represent the full range of expected analyte
(measurand) that can be measured by the test as claimed by the manufacturer.

Note 2.- If a recognized standard is used, a declaration/certificate of conformity to the recognized standard along
with a summary of the data and conclusions.

Analytical sensitivity:

This section should include information about the study design and results. It should provide a description of
specimen type and preparation including matrix, analyte (measurand) levels, and how levels were established.
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(a)

(b)

©

The number of replicates tested at each concentration should also be provided as well as a description of the
calculation used to determine assay sensitivity. For example:

Number of standard deviations above the mean value of the sample without analyte (measurand), commonly
referred to as limit of blank (LoB).

Lowest concentration distinguishable from zero, based on measurements of samples containing analyte
(measurand), commonly referred to as limit of detection (LoD).

Lowest concentration at which precision and/or trueness are within specified criteria, commonly referred to as
limit of quantitation (LoQ).

For Class C and D in vitro diagnostic medical devices, detailed information would be provided.

11.

12.

13.

14.

@

Analytical specificity:

This section should describe interference and cross reactivity studies to determine the analytical specificity,
defined as the ability of a measurement procedure to detect or measure only the analyte (measurand) to be
detected, in the presence of other substances/agents in the sample.

(i) Provide information on the evaluation of potentially interfering and cross reacting substances/agents on the

assay. Information should be provided on the substance/agent type and concentration tested, sample type,
analyte (measurand) test concentration, and results.

(iii) Interferents and cross reacting substances/agents, which vary greatly depending on the assay type and design,

could derive from exogenous or endogenous sources such as:
(a) substances used for patient treatment (e.g. therapeutic drugs, anticoagulants, etc.);
(b) substances ingested by the patient (e.g. over the counter medications, alcohol, vitamins, foods, etc.);
(c) substances added during sample preparation (e.g. preservatives, stabilizers);
(d) substances encountered in specific specimens types (e.g. hemoglobin, lipids, bilirubin, proteins);

(e) analytes of similar structure (e.g. precursors, metabolites) or medical conditions unrelated to the test
condition including specimens negative for the assay but positive for a condition that may mimic the test
condition (e.g. for a hepatitis A assay: test specimens negative for hepatitis A virus, but positive for hepatitis
B virus).

Explanation,- Interference studies involve adding the potential interferent to the sample and determining any
bias of the test parameter relative to the control sample to which no interferent has been added.

Metrological traceability of calibrator and control material values:

Where applicable, summarize the information about metrological traceability of values assigned to calibrators
and trueness control materials. Include, for example, methods and acceptance criteria for the metrological
traceability to reference materials and/or reference measurement procedures and a description of value
assignment and validation.

Precision control materials, used when establishing the reproducibility of a measurement procedure do not
require the assessment of metrological traceability to a reference material or a reference method.

Measuring range of the assay:

This section should include a summary of studies which define the measuring range (linear and non-linear
measuring systems) including the limit of detection and describe information on how these were established.
This summary should include a description of specimen type, number of samples, number of replicates, and
preparation including information on matrix, analyte (measurand) levels and how levels were established. If
applicable, add a description of high dose hook effect and the data supporting the mitigation (e.g. dilution) steps.

Definition of Assay Cut-off:

This section should provide a summary of analytical data with a description of the study design including
methods for determining the assay cut-off, including:

(a) the population(s) studied (demographics/selection/inclusion and exclusion criteria/number of

individuals included);

(b) method or mode of characterization of specimens; and

(c) Statistical methods e.g. Receiver Operator Characteristic (ROC) to generate results and if applicable,

define gray-zone/equivocal zone.
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15.

16.

17.

18.

19.

20.

21.

22,

ey

2

3)

Stability (excluding specimen stability):
This section should describe claimed shelf life, in use stability and shipping studies.
Claimed Shelf life:

This section should provide information on stability testing studies to support the claimed shelf life. Testing
should be performed on at least three different lots manufactured under conditions that are essentially equivalent
to routine production conditions (these lots do not need to be consecutive lots). Accelerated studies or
extrapolated data from real time data are acceptable for initial shelf life claim but need to be followed up with
real time stability studies. Such detailed information should describe:

(a) the study report (including the protocol, number of lots, acceptance criteria and testing intervals);

(b)  when accelerated studies have been performed in anticipation of the real time studies, the method used for
accelerated studies;

(c)  conclusions and claimed shelf life.

Explanation,- Shelf life can be derived from the lot with the longest real time stability data as long as
accelerated or extrapolated data from all three lots are comparable.

In use stability:

This section should provide information on in use stability studies for one lot reflecting actual routine use of the
device (real or simulated). This may include open vial stability and/or, for automated instruments, on board
stability. In the case of automated instrumentation if calibration stability is claimed, supporting data should be
included. Such detailed information should describe:

(a) the study report (including the protocol, acceptance criteria and testing intervals);
(b) conclusions and claimed in use stability.
Shipping stability:

This section should provide information on shipping stability studies for one lot to evaluate the tolerance of
products to the anticipated shipping conditions. Shipping studies can be done under real and/or simulated
conditions and should include variable shipping conditions such as extreme heat or cold. Such information
should describe:

(a) the study report (including the protocol, acceptance criteria);
(b) method used for simulated conditions;
(c) conclusion and recommended shipping conditions.

Clinical Evidence:

The device master file should contain the Clinical Evidence, Evaluation report that demonstrates conformity of
the in vitro diagnostic medical device to the Essential Principles that apply to it.

Labelling:

The device master file should typically contain a complete set of labeling associated with the IVD medical
device as described in Chapter VI.

Post marketing surveillance data (vigilance reporting):

The dossier should contain the post marketing surveillance or vigilance reporting procedures and data
collected by the manufacturer encompassing the details of the complaints received and corrective and
Preventive actions taken for the same.

Information required to be submitted for the Diagnostic kits:

The details of source antigen or antibody as the case may be and characterization of the same. Process
control of coating of antigen or antibody on the base material like Nitrocellulose paper, strips or cards or ELISA
wells etc. Detailed composition of the kit and manufacturing flow chart process of the kit showing the
specific flow diagram of individual components or source of the individual components.

Test protocol of the kit showing the specifications and method of testing. In house evaluation report of
sensitivity, specificity and stability studies carried out by the manufacturer.

In case of imported diagnostic kits, the report of evaluation in details conducted by the National Control
Authority of country of origin.
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Place:

Date:

NOTE:

Specimen batch test report for at least consecutive 3 batches showing specification of each testing
parameter.

The detailed test report of all the components used/packed in the finished kit.

Pack size and labeling.

Product inserts.

Specific evaluation report, if done by any laboratory in India, showing the sensitivity and specificity of the kit.

Specific processing like safe handling, material control, area control, process control, and stability studies,
storage at quarantine stage and finished stage, packaging should be highlighted in the product dossier.

The information submitted above is true to the best of my knowledge and belief.

All the test reports submitted as a part of the dossier should be signed and dated by the responsible person.

Batch Release Certificates and Certificate of Analysis of finished product for minimum 3 consecutive batches
should be submitted.

3. All certificates submitted must be within the validity period.

Any information which is not relevant for the subject kits may be stated as ‘Not Applicable’ in the relevant
Sections/Columns of the above format, and reasons for non-applicability should be provided.

Part IV

Information required to be submitted with the Application Form for import or manufacture of medical devices

which does not has predicate device.

(a) Data to be submitted along with the application (for medical devices other than new in vitro
diagnostic):-

e

Design Analysis data including, (whichever applicable)-

(a)design input and design output documents;

(b) mechanical and electrical tests;

(c)reliability tests;

(d) validation of software relating to the function of the device;

(e)any performance tests;

(f) ex vivo tests.

Bio-compatibility tests data, Report of biocompatibility tests along with rationale for selecting these tests.
Summary report of the biocompatibility study including the conclusion of the study.

Risk Management data

Animal Performance study data

Pilot and Pivotal Clinical Investigation data including that, if any, carried out in other countries.

Regulatory status and Restriction on use in other countries (if any) where marketed or approved.

Proposed Instruction for use and labels

(b) Data to be submitted along with the application (for new in vitro diagnostic medical devices):-

Device data including, (whichever applicable)-

(a) design input and design output documents;

(b) device specification including specificity, sensitivity, reproducibility and reputability;

(c) validation of software relating to the function of the device;

(d) any performance tests;
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(e) ex vivo tests.

Risk Management data.

Clinical Performance Evaluation data carried out in India and in other countries (if any).

Regulatory status and Restriction on use in other countries (if any) where marketed or approved.

Proposed Instruction for use and labels.

Fifth Schedule
[See rule 17(iii)]

Quality Management System for notified medical devices and in vitro diagnostics

1. General Requirements:

1.1.

1.2.

1.3.

1.4.

L.5.

1.6.

This schedule specifies requirements for a quality management system that shall be used by the manufacturer for
the design and development, manufacture, packaging, labelling, testing, installation and servicing of medical
devices and in vitro diagnostics. If the manufacturer does not carry out design and development activity, the
same shall be recorded in the quality management system. The manufacturer shall maintain conformity with this
Schedule to reflect the exclusions.

If any requirement in clause 7 (product realisation) of this Schedule is not applicable due to the nature of the
medical device and in vitro diagnostics for which the quality management system is applied, the manufacturer
does not need to include such a requirement in its quality management system.

The processes required by this Schedule, which are applicable to the medical device and in-vitro diagnostics, but
which are not performed by the manufacturer are the responsibility of the manufacturer and are accounted for in
the manufacturer’s quality management system.

If a manufacturer engages in only some operations subject to the requirements of this part, and not in others, that
manufacturer need only to comply with those requirements which are applicable to the operations in which it is
engaged.

It is emphasized that the quality management system requirements specified in this Schedule are in addition to
complementary to technical requirements for products.

Manufacturers of components or parts of finished devices and in vitro diagnostics are encouraged to use
appropriate provisions of this schedule as guidance.

2. Applicability:

The provisions of this Schedule shall be applicable to manufacturers of finished devices, in vitro diagnostics,
mechanical contraceptives (condoms, intrauterine devices, tubal rings), surgical dressings, surgical bandages,
surgical staplers, surgical sutures and ligatures, blood and blood components collection bags with or without
anticoagulants.

3. Terms and definitions:

3.1 Active implantable medical device.- Active medical device which is intended to be totally or partially introduced,
surgically or medically, into the human or animal body or by medical intervention into a natural orifice and which is
intended to remain after the procedure.

3.2

33

34

3.5

Active medical device.- Medical device relying for its functioning on a source of electrical energy or any source of
power other than that directly generated by the human or animal body or gravity.

Advisory netice.- Notice issued by the manufacturer, subsequent to delivery of the medical device and in vitro
diagnostics, to provide supplementary information or to advise what action should be taken in or both in:-

(a) the use of a medical device and in vitro diagnostics;

(b) the modification of a medical device and in vitro diagnostics;

(c) the return of the medical device and in vitro diagnostics to the organization that supplied it; or

(d) the destruction of a medical device and in vitro diagnostics.

Customer complaint.-Written, electronic or oral communication that alleges deficiencies related to the identity,
quality, durability, reliability, safety, effectiveness or performance of a medical device and in vitro diagnostics that
has been placed on the market.

Implantable medical device. - Medical device intended:-
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(a) to be totally or partially introduced into the human or animal body or a natural orifice; or
(b) to replace an epithelial surface or the surface of the eye;

by surgical intervention, and which is intended to remain after the procedure for at least thirty days, and which
can only be removed by medical or surgical intervention.

3.6 Component means any raw material, substance, piece, part, software, firmware, labeling, or assembly which is
intended to be included as part of the finished, packaged, and labeled device.

3.7 Design input means the physical and performance requirements of a device that are used as a basis for device
design.

3.8 Design output means the results of a design effort at each design phase and at the end of the total design effort. The
finished design output is the basis for the device master record. The total finished design output consists of the
device, its packaging and labeling, and the device master record.

3.9 Design review means a documented, comprehensive, systematic examination of a design to evaluate the adequacy
of the design requirements, to evaluate the capability of the design to meet these requirements, and to identify
problems.

3.10 Finished device means any device or accessory to any device that is suitable for use or capable of functioning,
whether or not it is packaged, labeled or sterilized.

3.11 In vitro Diagnostics means in vitro Diagnostics referred in to in rule 3 of these rules.

3.12 Management with executive responsibility means those senior employees of a manufacturer who have the authority
to establish or make changes to the manufacturer's quality policy and quality system.

3.13 Medical device referred in this rule 3 of these rules.

3.14 Quality audit means a systematic, independent examination of a manufacturer's quality system that is performed at
defined intervals and at sufficient frequency to determine whether both quality system activities and the results of
such activities comply with quality system procedures, that these procedures are implemented effectively, and that
these procedures are suitable to achieve quality system objectives.

3.15 Quality policy means the overall intention and direction of an organization with respect to quality, as established by
management with executive responsibility.

3.16 Quality system means the organizational structure, responsibilities, procedures, processes, and resources for
implementing quality management.

3.17 Rework means action taken on a nonconforming product that will fulfill the specified Device Master File
requirements before it is released for distribution.

3.18 Specification means any requirement with which a product, process, service, or other activity must conform.

3.19 Validation means confirmation by examination and provision of objective evidence that the particular requirement
for a specific intended use can be consistently fulfilled.

3.19.1 Process validation means establishing by objective evidence that a process consistently produces a
result or product meeting its predetermined specifications.

3.19.2 Design validation means establishing by objective evidence that device specifications conform with
user needs and intended use(s).

3.20 Verification means confirmation by examination and provision of objective evidence that specified requirements
have been fulfilled.

4 Quality management system.-
4.1 General:

The manufacturer shall establish, document, implement and maintain a quality management system and maintain its
effectiveness in accordance with the requirements of this schedule.

The manufacturer shall;-

(a) 1identify the processes needed for the quality management system and their application throughout the
organisation;

(b) determine the sequence and interaction of these processes;
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(c) determine criteria and methods needed to ensure that both the operation and control of these processes are
effective;

(d) ensure the availability of resources and information necessary to support the operation and monitoring of these
processes;

(e) monitor, measure and analyse these processes; and
(f) implement actions necessary to achieve planned results and maintain the effectiveness of these processes.

These processes shall be managed by the manufacturer in accordance with the requirements of this Schedule. Where a
manufacturer chooses to outsource any process that affects product conformity with requirements, the manufacturer shall
ensure control over such processes. Control of such outsourced processes shall be identified within the quality
management system.

NOTE: Processes needed for the quality management system referred to above shall include processes for management
activities, provision of resources, product realization and measurement.

4.2 Documentation requirements.-
4.2.1 General
The quality management system documentation shall include;-
(a) documented statements of a quality policy and quality objectives;
(b) aquality manual;
(c) documented procedures required by this schedule;
(d) documents needed by the manufacturer to ensure the effective planning, operation and control of its processes;
(e) records required by this schedule, and

where this schedule specifies that a requirement, procedure, activity or special arrangement be “documented”, it shall, in
addition, be implemented and maintained.

For each type of medical device or in vitro diagnostic medical devices, the manufacturer shall establish and maintain a
file either containing or identifying documents defining product specifications and quality management system
requirements. These documents shall define the complete manufacturing process and, if applicable, installation.

The manufacture shall prepare documentation for device or in vitro diagnostics in a form of a Device Master File
containing specific information as referred to in Fourth Schedule.

Data may be recorded by electronic data processing systems or other reliable means, but documents and record relating
to the system in use shall also be available in a hard copy to facilitate checking of the accuracy of the records. Wherever
documentation is handled by electronic data processing methods, authorized persons shall enter or modify data in the
computer. There shall be record of changes and deletions. Access shall be restricted by ‘passwords’ or other means and
the result of entry of critical data shall be independently checked. Batch records electronically stored shall be protected
by a suitable back-up. During the period of retention, all relevant data shall be readily available.

4.2.2 Quality manual.-
The manufacturer shall establish and maintain a quality manual that includes:-

(a) the scope of the quality management system, including details of and justification for any exclusion or non-
application or both;

(b) the documented procedures established for the quality management system, or reference to them; and
(c) adescription of the interaction between the processes of the quality management system.
The quality manual shall outline the structure of the documentation used in the quality management system.

The manufacturer shall prepare documentation in a form of a Plant Master File containing specific information about the
facilities, personnel and other details as prescribed in Fourth.

4.2.3 Control of documents.-

Documents required by the quality management system shall be controlled. Records are a special type of document and
shall be controlled according to the requirements given in the control of records. Documents shall be approved, signed
and dated by the appropriate and the authorised person.

A documented procedure shall be established to define the controls needed.-



[T II—-®E 3(i) ] YR kT TSI+ STHIEROT 203

(a) toreview and approve documents for adequacy prior to issue;

(b) toreview and update as necessary and re-approve documents;

(c) to ensure that changes and the current revision status of documents are identified;

(d) to ensure that relevant versions of applicable documents are available at points of use;

(e) to ensure that documents remain legible and readily identifiable;

(f) to ensure that documents of external origin are identified and their distribution controlled; and

(g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are
retained for any purpose.

Changes to document shall be reviewed and approved. Change records shall be maintained which will include a
description of the change, identification of the affected documents, the signature of the approving individual, the
approval date, and when the change becomes effective.

The manufacturer shall ensure that changes to documents are reviewed and approved either by the original approving
functionary or another designated functionary which has access to pertinent background information upon which to base
its decisions.

The manufacturer shall define the period for which at least one copy of obsolete controlled documents shall be retained.
This period shall ensure that documents to which medical devices or in vitro diagnostics have been manufactured and
tested are retained for at least one year after the date of expiry of the medical device or in vitro diagnostics as defined by
the manufacturer.

4.2.4 Control of records.-

Records shall be established and maintained to provide evidence of conformity to the requirements and of the effective
operation of the quality management system. Records shall remain legible, readily identifiable and retrievable. A
documented procedure shall be established to define the controls needed for the identification, storage, protection,
retrieval, retention time and disposition of records.

The manufacturer shall retain the records for a period of time at least one year after the date of expiry of the medical
device or in vitro diagnostics as defined by the manufacturer, but not less than two years from the date of product release
by the manufacturer.

5 Management responsibility.-
5.1 Management commitment:

Top management of the manufacturer shall provide evidence of its commitment to the development and implementation
of the quality management system and maintaining its effectiveness by:-

(a) communicating to the employees the importance of meeting customer as well as statutory and regulatory
requirements;

(b) establishing the quality policy;
(c) ensuring that quality objectives are established;
(d) conducting management reviews; and
(e) ensuring the availability of resources.
5.2 Customer focus:

Top management of the manufacturer shall ensure that customer requirements are determined and are met.

5.3 Quality policy:
Top management of the manufacturer shall ensure that the quality policy:-
(a) 1is appropriate to the purpose of the manufacturing facility;

(b) includes a commitment to comply with requirements and to maintain the effectiveness of the quality
management system;

(c) provides a framework for establishing and reviewing quality objectives;

(d) is communicated and understood within the manufacturer’s organisation; and
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(e) isreviewed for continuing suitability.
5.4 Planning.-
5.4.1 Quality objectives:

Top management of the manufacturer shall ensure that quality objectives, including those needed to meet requirements
for product, are established at relevant functions and levels within the manufacturing organization. The quality objectives
shall be measurable and consistent with the quality policy.

5.4.2 Quality management system planning:
Top management of the manufacturer shall ensure that.-

(a) the planning of the quality management system is carried out in order to meet the specified requirements, as well
as the quality objectives; and

(b) the integrity of the quality management system is maintained when changes to the quality management system
are planned and implemented.

5.5 Responsibility, authority and communication.-
5.5.1 Responsibility and authority:

Top management of the manufacturer shall ensure that responsibilities and authorities are defined, documented and
communicated within the manufacturing organisation.

Top management of the manufacturer shall establish the interrelation of all personnel who manage, perform and verify
work affecting quality, and shall ensure the independence and authority necessary to perform these tasks.

5.5.2 Management representative:

Top management shall appoint a member of management who, irrespective of other responsibilities, shall have
responsibility and authority that includes:-

(a) ensuring that processes needed for the quality management system are established, implemented and
maintained;

(b) reporting to top management on the performance of the quality management system and any need for
improvement; and

(c) ensuring the promotion of awareness of regulatory and customer requirements throughout the
manufacturing organization.

5.5.3 Internal communication:

Top management shall ensure that appropriate communication processes are established within the Manufacturing
organisation and that communication takes place regarding the effectiveness of the quality management system.

5.6 Management review.-
5.6.1 General:

Top management shall review the organization’s quality management system, at planned intervals, to ensure its
continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for improvement
and the need for changes to the quality management system, including the quality policy and quality objectives. Records
from management reviews shall be maintained.

5.6.2 Review input:
The input to management review shall include information on:-
(a) results of audits,
(b) customer feedback,
(c) process performance and product conformity,
(d) status of preventive and corrective actions,

(e) follow-up actions from previous management reviews,
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(f) changes that could affect the quality management system,
(g) recommendations for improvement, and
(h) new or revised regulatory requirements as and when issued.
5.6.3 Review output:
The output from the management review shall include any decisions and actions related to:-
(a) improvements needed to maintain the effectiveness of the quality management system and its processes,
(b) improvement of product related to customer requirements, and
(c) resource needs.
6 Resource management.-
6.1 Provision of resources:
The manufacturing organization shall determine and provide the resources needed
(a) to implement the quality management system and to maintain its effectiveness, and
(b) to meet regulatory and customer requirements.
6.2 Human resources.-
6.2.1 General:

Personnel performing work affecting product quality shall be competent on the basis of appropriate education, training,
skills and experience. Number of personnel employed shall be adequate and in direct proportion to the workload. Prior to
employment, all personnel, shall undergo medical examination including eye examination, and shall be free from
communicable or contagious diseases. Thereafter, they should be medically examined periodically, at least once a year.
Records shall be maintained thereof.

6.2.2 Competence, awareness and training:

The manufacturer shall:-
(a) determine the necessary competence for personnel performing work affecting product quality,
(b) provide training or take other actions to satisfy these needs,
(c) evaluate the effectiveness of the actions taken,

(d) ensure that its personnel are aware of the relevance and importance of their activities and how they contribute to
the achievement of the quality objectives,

(e) maintain appropriate records of education, training, skills and experience, and

(f) establish documented procedures for identifying training needs and ensure that all personnel are trained to
adequately perform their assigned responsibilities.

6.3 Infrastructure:

The organisation shall determine, provide and maintain the infrastructure needed to achieve conformity to product
requirements. Infrastructure includes, as applicable:-

(a) buildings, workspace and associated utilities,
(b) process equipment (both hardware and software), and
(c) supporting services (such as transport or communication).

The manufacturer shall establish documented requirements for maintenance activities, including their frequency, when
such activities or lack thereof can affect product quality. Records of such maintenance shall be maintained.

6.4 Work environment:

The organisation shall determine and manage the work environment needed to achieve conformity to product
requirements. Following requirements shall apply, namely:-

(a) the manufacturer shall establish documented requirements for health, cleanliness and clothing of personnel if
contact between such personnel and the product or work environment could adversely affect the quality of the
product;
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(b)

()

(d)

©)

if work environment conditions can have an adverse effect on product quality, the manufacturer shall establish
documented requirements as per Annexure- ‘A’ of this schedule for the work environment conditions and
documented procedures or work instructions to monitor and control these work environment condition;

the manufacturer shall ensure that all personnel who are required to work temporarily under special
environmental conditions within the work environment are appropriately trained and supervised by a trained
person;

if appropriate, special arrangements shall be established and documented for the control of contaminated or
potentially contaminated product in order to prevent contamination of other product, the work environment or
personnel;

all personnel shall bear clean body covering appropriate to their duties. Smoking, eating, drinking, chewing or
keeping food and drink shall not be permitted in production, laboratory and storage areas.

7 Product realisation,-

7.1 Planning of product realization:

The manufacturer shall plan and develop the processes needed for product realization. Planning of product realization
shall be consistent with the requirements of the other processes of the quality management system.

(a)
(b)
()

(d)

In planning product realisation, the manufacturer shall determine the following, as appropriate:-

quality objectives and requirements for the product;
the need to establish processes, documents, and provide resources specific to the product;

required verification, validation, monitoring, inspection and test activities specific to the product and the criteria
for product acceptance;

records needed to provide evidence that the realisation processes and resulting product meet requirements.

The output of this planning shall be in a form suitable for the manufacturer’s method of operations.

The manufacturer organisation shall establish documented requirements for risk management (as per the IS or ISO
14971) throughout product realisation. Records arising from risk management shall be maintained.

7.2 Customer-related processes.-

7.2.1 Determination of requirements related to the product:

The manufacturer shall determine:-

(a)
(b)
()
(d)

requirements specified by the customer, including the requirements for delivery and post-delivery activities;
requirements not stated by the customer but necessary for specified or intended use, where known;
statutory requirements related to the product, and

any additional requirements determined by the manufacturer.

7.2.2 Review of requirements related to the product:

The manufacturer shall review the requirements related to the product. This review shall be conducted prior to the
manufacturer's commitment to supply a product to the customer and shall ensure that:-

(a)
(b)
(©)

product requirements are defined and documented;
contract or order requirements differing from those previously expressed are resolved; and

the manufacturer has the ability to meet the defined requirements.

Records of the results of the review and actions arising from the review shall be maintained.

Where the customer provides no documented statement of requirement, the customer requirements shall be confirmed by
the manufacturer before acceptance.

Where product requirements are changed, the manufacturer shall ensure that relevant documents are amended and that
relevant personnel are made aware of the changed requirements.

7.2.3 Customer communication:

The manufacturer shall determine and implement effective arrangements for communicating with customers in relation

to:-

(a)

product information;
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(b) enquiries, contracts or order handling, including amendments;
(c) customer feedback, including customer complaints; and
(d) advisory notices.

7.3 Design and development.-

7.3.1 Design and development planning:

The manufacturer shall establish documented procedures for design and development. The manufacturer shall plan and
control the design and development of product. During the design and development planning, the manufacturer shall
determine :-

(a) the design and development stages;

(b) the review, verification, validation and design transfer activities that are appropriate at each design and
development stage; and

(c) the responsibilities and authorities for design and development.

The manufacturer shall manage the interfaces between different groups involved in design and development to ensure
effective communication and clear assignment of responsibility.

Planning output shall be documented, and updated as appropriate, as the design and development progresses.

NOTE: Design transfer activities during the design and development process ensure that design and development outputs
are verified as suitable for manufacturing before becoming final production specifications.

7.3.2 Design and development inputs:

Inputs relating to product requirements shall be determined and records maintained. The design requirements relating to a
device are appropriate and address the intended use of the device, including the needs of the user and patients.

These inputs shall include:-
(a) functional, performance and safety requirements, according to the intended use;
(b) applicable statutory and regulatory requirements;
(c) where applicable, information derived from previous similar designs;
(d) other requirements essential for design and development; and
(e) output(s) of risk management.
These inputs shall be reviewed for adequacy and approved by designated individual.
Requirements shall be complete, unambiguous and not in conflict with each other.
7.3.3 Design and development outputs:

The outputs of design and development shall be provided in a form that enables verification against the design and
development input and shall be documented, reviewed, and approved prior to release.

Design and development outputs shall:-
(a) meet the input requirements for design and development;
(b) provide appropriate information for purchasing, production and for service provision;
(c) contain or reference product acceptance criteria; and
(d) specify the characteristics of the product that are essential for its safe and proper use.
Records of the design and development outputs shall be maintained.

Records of design and development outputs can include specifications, manufacturing procedures, engineering drawings,
and engineering or research logbooks.

7.3.4 Design and development review:

At suitable stages, systematic reviews of design and development shall be performed in accordance with planned
arrangements:-

(a) to evaluate the ability of the results of design and development to meet requirements; and

(b) toidentify any problems and propose necessary actions.
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Participants in such reviews shall include representatives of functions concerned with the design and development stage
being reviewed, as well as other specialist personnel.

Records of the results of the reviews and any necessary actions shall be maintained
7.3.5 Design and development verification:

Verification shall be performed in accordance with planned arrangements to ensure that the design and development
outputs have met the design and development input requirements. Records of the results of the verification and any
necessary actions shall be maintained.

7.3.6 Design and development validation:

Design and development validation shall be performed in accordance with planned arrangements to ensure that the
resulting product is capable of meeting the requirements for the specified application or intended use.

Design validation shall be performed under defined operating conditions on initial production units, lots, or batches or
their equivalence. Design validation shall include software validation and risk analysis, where appropriate validation
shall be completed prior to the delivery or implementation of the product.

Records of the results of validation and any necessary actions shall be maintained.

As part of design and development validation, the manufacturer shall perform clinical evaluations and/or evaluation of
performance of the medical device or in vitro diagnostics.

NOTE 1.-If a medical device or in vitro diagnostics can only be validated following assembly and installation at point of
use, delivery is not considered to be complete until the product has been formally transferred to the customer.

NOTE 2.-Provision of the medical device for purposes of clinical evaluations and/or evaluation of performance is not
considered to be delivery.

7.3.7 Control of design and development changes:

Design and development changes shall be identified and records maintained. The changes shall be reviewed, verified and
validated, as appropriate, and approved before implementation. The review of design and development changes shall
include evaluation of the effect of the changes on constituent parts and product already delivered. Records of the results
of the review of changes and any necessary actions shall be maintained.

Note.-Each manufacturer shall establish and maintain a Design History File for each type of device. The Design History
File shall contain or reference the records necessary to demonstrate that the design was developed in accordance with the
approved design plan and the requirements of design and development.

7.4 Purchasing,-
7.4.1 Purchasing process:

The manufacturer organisation shall establish documented procedures to ensure that purchased product conforms to
specified purchase requirements. The type and extent of control applied to the supplier and the purchased product shall
be dependent upon the effect of the purchased product on subsequent product realisation or the final product.

The manufacturer shall evaluate and select suppliers based on their ability to supply product in accordance with the
manufacturer’s requirements. Criteria for selection, evaluation and re-evaluation shall be established.

Records of the results of evaluations and any necessary actions arising from the evaluation shall be maintained.

7.4.2 Purchasing information:

Purchasing information shall describe the product to be purchased, including where appropriate:-
(a) requirements for approval of product, procedures, processes and equipment;
(b) requirements for qualification of personnel; and
(c) quality management system requirements.

The manufacturer shall ensure the adequacy of specified purchase requirements prior to their communication to the
supplier.
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To the extent required for traceability, the manufacturer shall maintain documents and records of relevant purchasing
information.

7.4.3 Verification of purchased product:

The manufacturer shall establish and implement the inspection or other activities necessary for ensuring that purchased
product meets specified purchase requirements. Where the manufacturer intends to perform verification at the supplier’s
premises, the manufacturer shall state the intended verification arrangements and method of product release in the
purchasing information. Records of the verification shall be maintained.

7.5 Production and service provision.-
7.5.1 Control of production and service provision:
7.5.1.1 General requirements:

The manufacturer shall plan and carry out production and service provision under controlled conditions. Controlled
conditions shall include, as applicable:-

(a) the availability of information that describes the characteristics of the product,

(b) the availability of documented procedures, documented requirements, work instructions; and reference materials
and reference measurement procedures as necessary;

(c) the use of suitable equipment;

(d) the availability and use of monitoring and measuring devices;

(e) the implementation of monitoring and measurement;

(f) the implementation of release, delivery and post-delivery activities; and
(g) the implementation of defined operations for labeling and packaging.

The manufacturer shall establish and maintain a record for each batch of medical device or in vitro diagnostics devices
that provides traceability and identifies the amount manufactured and amount approved for distribution. The batch record
shall be verified and approved.

7.5.1.2 Control of production and service provision—Specific requirements
7.5.1.2.1 Cleanliness of product and contamination control:
The manufacturer shall establish documented requirements for cleanliness of product if:-
(a) product is cleaned by the manufacturer prior to sterilisation or its use; or
(b) product is supplied non-sterile to be subjected to a cleaning process prior to sterilisation or its use; or
(c) product is supplied to be used non-sterile and its cleanliness is of significance in use; or
(d) process agents are to be removed from product during manufacture.

If the product is cleaned in accordance with sub-clause (a) or sub-clause (b) above, the requirements content in clause 6.4
(a) and (b) do not apply prior to the cleaning process.

7.5.1.2.2 Installation activities:

If appropriate, the manufacturer shall establish documented requirements which contain acceptance criteria for installing
and verifying the installation of the medical device or in vitro diagnostics.

If the agreed customer requirements allow installation to be performed other than by manufacturer or its authorised agent,
the manufacturer shall provide documented requirements for installation and verification. Records of installation and
verification performed by the manufacturer or its authorized agent shall be maintained.

7.5.1.3 Particular requirements for sterile medical devices:

The manufacturer shall maintain records of the process parameters for the sterilization process which was used for each
sterilization batch. Sterilization records shall be traceable to each production batch of medical device.

7.5.2 Validation of processes for production and service provision.-
7.5.2.1 General:

The manufacturer shall validate any processes for production and service provision where the resulting output cannot be
verified by subsequent monitoring or measurement. This includes any processes where deficiencies become apparent
only after the product is in use. Validation shall demonstrate the ability of these processes to achieve planned results.
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The manufacturer shall establish arrangements for these processes including, as applicable:-
(a) defined criteria for review and approval of the processes;
(b) approval of equipment and qualification of personnel
(c) use of specific methods and procedures,;
(d) requirements for records; and
(e) revalidation.

The manufacturer shall establish documented procedures for the validation of the application of computer software (and
its changes to such software or its application) for production and service provision that affect the ability of the product
conform to specified requirements. Such software applications shall be validated prior to initial use.

Records of validation shall be maintained.
7.5.2.2 Particular requirements for sterile medical devices:

The manufacturer shall establish documented procedures for the validation of sterilization processes. Sterilization
processes shall be validated prior to initial use. The records of validation of each sterilization process shall be maintained.

7.5.3 Identification and traceability.-
7.5.3.1 Identification:

The manufacturer shall identify the product by suitable means throughout product realization, and shall establish
documented procedures for such product identification. The manufacturer shall establish documented procedures to
ensure that medical devices and in vitro diagnostics returned to the manufacturer are identified and distinguished from
conforming product.

7.5.3.2 Traceability.-
7.5.3.2.1 General:

The manufacturer shall establish documented procedures for traceability. Such procedures shall define the extent of
product traceability and the records required.

Where traceability is a requirement, the manufacturer shall control and record the unique identification of the product.
NOTE.-Configuration management is a means by which identification and traceability can be maintained.
7.5.3.2.2 Particular requirements for active implantable medical devices and implantable medical devices:

In defining the records required for traceability, the manufacturer shall include records of all components, materials and
work environment conditions, if these could cause the medical device not to satisfy its specified requirements.

The manufacturer shall require that its agents or distributors maintain records of the distribution of active implantable
medical devices and implantable medical devices to allow traceability and that such records are available for inspection.
Records of the name and address of the shipping package consignee shall be maintained.

7.5.3.3 Status identification:

The manufacturer shall identify the product status with respect to monitoring and measurement requirements. The
identification of product status shall be maintained throughout production, storage, implant, usage and installation of the
product to ensure that only product that has passed the required inspections and tests (or released under an authorized
concession) is dispatched, used or installed.

7.5.4 Customer property:

The manufacturer shall exercise care with customer property while it is under the manufacturer’s control or being used
by the manufacturer. The manufacturer shall identify, verify, protect and safeguard customer property provided for use or
incorporation into the product. If any customer property is lost, damaged or otherwise found to be unsuitable for use, this
shall be reported to the customer and records maintained.

NOTE.-Customer property can include intellectual property or confidential health information.
7.5.5 Preservation of product:

The manufacturer shall establish documented procedures or documented work instructions for preserving the conformity
of product during internal processing and delivery to the intended destination. This preservation shall include
identification, handling, packaging, storage and protection. Preservation shall also apply to the constituent parts of a
product.
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The manufacturer shall establish documented procedures or documented work instructions for the control of product with
a limited shelf-life or requiring special storage conditions. Such special storage conditions shall be controlled and
recorded.

7.6 Control of monitoring and measuring devices:

The manufacturer shall determine the monitoring and measurement to be undertaken and the monitoring and measuring
devices needed to provide evidence of conformity of product to determined requirements.

The manufacturer shall establish documented procedures to ensure that monitoring and measurement can be carried out
and are carried out in a manner that is consistent with the monitoring and measurement requirements.

Where necessary to ensure valid results, measuring equipment shall be:-

(a) calibrated or verified at specified intervals, or prior to use, against measurement standards traceable to Bureau of
Indian Standards wherever available ; where no such standards exist, the basis used for calibration or
verification shall be recorded;

(b) adjusted or re-adjusted as necessary;

(c) identified to enable the calibration status to be determined;

(d) safeguarded from adjustments that would invalidate the measurement result;

(e) protected from damage and deterioration during handling, maintenance and storage.

In addition, the manufacturer shall assess and record the validity of the previous measuring results when the equipment is
found not to conform to requirements. The manufacturer shall take appropriate action on the equipment and any product
affected. Records of the results of calibration and verification shall be maintained.

When used in the monitoring and measurement of specified requirements, the ability of computer software to satisfy the
intended application shall be confirmed. This shall be undertaken prior to initial use and reconfirmed as necessary.

8 Measurement, analysis and improvement.-

8.1 General:

The manufacturer shall plan and implement the monitoring, measurement, analysis and improvement processes needed:-
(a) to demonstrate conformity of the product;
(b) to ensure conformity of the quality management system; and
(c) to maintain the effectiveness of the quality management system.

This shall include determination of applicable methods, including statistical techniques, and the extent of their use.

Note.-If relevant Indian standards are not available, International standards are applicable. In case no Indian or
International standards are available, validated testing process of the manufacturer is applicable.

8.2 Monitoring and measurement.-
8.2.1 Feedback:

As one of the measurements of the performance of the quality management system, the manufacturer shall monitor
information relating to whether the manufacturer has met customer or regulatory requirements. The methods for
obtaining and using this information shall be determined.

The manufacturer shall establish a documented procedure for a feedback system to provide early warning of quality
problems and for input into the corrective and preventive action processes.

8.2.2 Internal audit:

The manufacturer shall conduct internal audits at planned intervals to determine whether the quality management
system:-

(a) conforms to the planned arrangements, to the requirements of this schedule and to the quality management
system requirements established by the manufacturer; and

(b) is effectively implemented and maintained.
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An audit programme shall be planned, taking into consideration the status and importance of the processes and areas to
be audited, as well as the results of previous audits. The audit criteria, scope, frequency and methods shall be defined.
Selection of auditors and conduct of audits shall ensure objectivity and impartiality of the audit process. Auditors shall
not audit their own work.

The responsibilities and requirements for planning and conducting audits, and for reporting results and maintaining
records shall be defined in a documented procedure. The management responsible for the area being audited shall ensure
that actions are taken without undue delay to eliminate detected nonconformities and their causes. Follow-up activities
shall include the verification of the actions taken and the reporting of verification results.

8.2.3 Monitoring and measurement of processes:

The manufacturer shall apply suitable methods for monitoring and, where applicable, measurement of the quality
management system processes. These methods shall demonstrate the ability of the processes to achieve planned results.
When planned results are not achieved, correction and corrective action shall be taken, as appropriate, to ensure
conformity of the product.

8.2.4 Monitoring and measurement of product.-
8.2.4.1 General requirements:

The manufacturer shall monitor and measure the characteristics of the product to verify that product requirements have
been met. This shall be carried out at appropriate stages of the product realization process in accordance with the planned
arrangements and documented procedures.

Evidence of conformity with the acceptance criteria shall be maintained. Records shall indicate the person(s) authorizing
release of product. Product release shall not proceed until the planned arrangements have been satisfactorily completed.

8.2.4.2 Particular requirement for active implantable medical devices and implantable medical Devices wherever
applicable:

The manufacturer shall record the identity of personnel performing any inspection or testing.
8.3 Control of nonconforming product

The manufacturer shall ensure that product which does not conform to product requirements is identified and controlled
to prevent its unintended use or delivery. The controls and related responsibilities and authorities for dealing with
nonconforming product shall be defined in a documented procedure.

The manufacturer shall deal with nonconforming product by one or more of the following ways:
(a) by taking action to eliminate the detected nonconformitys;
(b) by authorizing its use, release or acceptance under concession;
(c) by taking action to preclude its original intended use or application.

The manufacturer shall ensure that nonconforming product is accepted by concession only if regulatory requirements are
met. Records of the identity of the person authorising the concession shall be maintained.

Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained, shall be
maintained.

When nonconforming product is corrected it shall be subject to re-verification to demonstrate conformity to the
requirements. When nonconforming product is detected after delivery or use has started, the manufacturer shall take
action appropriate to the effects, or potential effects, of the non-conformity.

If product needs to be reworked (one or more times), the manufacturer shall document the rework process in a work
instruction that has undergone the same authorisation and approval procedure as the original work instruction. Prior to
authorisation and approval of the work instruction, a determination of any adverse effect of the rework upon product
shall be made and documented.

8.4 Analysis of data:

The manufacturer shall establish documented procedures to determine, collect and analyze appropriate data to
demonstrate the suitability and effectiveness of the quality management system and to evaluate whether improvement of
the effectiveness of the quality management system can be made.

This shall include data generated as a result of monitoring and measurement and from other relevant sources.
The analysis of data shall provide information relating to:-

(a) feedback;
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(b) conformity to product requirements;
(c) characteristics and trends of processes and products including opportunities for preventive action; and
(d) suppliers.

Records of the results of the analysis of data shall be maintained.

8.5 Improvement.-

8.5.1 General:

The manufacturer shall identify and implement any changes necessary to ensure and maintain the continued suitability
and effectiveness of the quality management system through the use of the quality policy, quality objectives, audit
results, analysis of data, corrective and preventive actions and management review.

The manufacturer shall establish documented procedures for the issue and implementation of advisory notices. These
procedures shall be capable of being implemented at any time. Records of all customer complaint investigations shall be
maintained. If investigation determines that the activities outside the manufacturer’s organisation contributed to the
customer complaint, relevant information shall be exchanged between the organisations involved.

If any customer complaint is not followed by corrective or preventive action, the reason shall be recorded and approved.
Manufacturer shall notify the adverse event to the regulatory authority and establish documented procedures for the
same.

8.5.2 Corrective action:

The manufacturer shall take action to eliminate the cause of nonconformities in order to prevent recurrence. Corrective
actions shall be appropriate to the effects of the nonconformities encountered. A documented procedure shall be
established to define requirements for:-

(a) reviewing nonconformities (including customer complaints);
(b) determining the causes of nonconformities;
(c) evaluating the need for action to ensure that nonconformities do not recur;
(d) determining and implementing action needed, including, if appropriate, updating documentation;
(e) recording of the results of any investigation and of action taken; and
(f) reviewing the corrective action taken and its effectiveness.
8.5.3 Preventive action:

The manufacturer shall determine action to eliminate the causes of potential nonconformities in order to prevent their
occurrence. Preventive actions shall be appropriate to the effects of the potential problems. A documented procedure
shall be established to define requirements for

(a) determining potential nonconformities and their causes,

(b) evaluating the need for action to prevent occurrence of nonconformities,
(c) determining and implementing action needed,

(d) recording of the results of any investigations and of action taken, and

(e) reviewing preventive action taken and its effectiveness.

Annexure ‘A’
(refer para 6.4 (b))
Environmental requirement for medical devices and ir vitro diagnostics

Name of Device Type of Operation ISO Class (At
rest)

Cardiac stent/Drug Eluting Stent Primary Packing and Crimping

Washing, Ultrasonic cleaning &Drug coating

Assembly, Wrapping & Packaging

Laser cutting, Descaling, Annealing & Electro polishing

DN |\O [0 ||

Heart Valves Valve Packing
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Ultrasonic Cleaning & Visual Inspection

Frame & Disc Assembly

Intra Ocular Lenses

Primary Packing & Sealing

Final Inspection

Power Checking& Final Cleaning

Tumble Polishing & Lathe Cutting

Bone Cements

Final Product Filling

Sieving & Calcinations

Powder Preparation, Granulation &Drying

Internal Prosthetic Replacement

Primary Packing

Product Preparation

Component Preparation

Orthopaedic Implants

Cleaning & packaging (to be sterilized in factory premises)

Cleaning & packaging (Non Sterile- to be sterilized in

Hospital)

[c N IENE NN IENRRV,BNe N IENE NV, N ENoN NN IENERT, BN NIEN]

Cutting, lathing, and Polishing

Catheters/Ablation Device/l V
Cannulae/Scalp Vein Set/Hypodermic
Syringes/Hypodermic
Needles/Perfusion Sets

Assembly, Coating, Wrapping &
Packing

Component Preparation & Cleaning

8

Moulding

9

Condom

Compounding

Well ventilated Area with minimum 5
micron filter

Moulding

Well ventilated Area with minimum 5
micron filter

Vulcanising

Normal Air

Primary Packing

Air conditioned

Intra Uterine Devices

Moulding

Well ventilated Area with minimum 5
micron filter

Assembling

Primary Packaging

Tubal ring

Extrusion

Cutting and Assembly

Primary Packaging

Blood bags

Moulding/Extrusion of components

Assembly

Filing

Suture

Extrusion

Assembly

Primary Packing

Staplers

Staple formation

Staple assembly

Staple Primary final pack

Ligatures

Extrusion

Cutting and assembly

Final Primary Packing

Surgical dressings

Weaving

O[O0 |00 |\O|0 |0 |[O|0 |0 |V |1 |0 | [ |2
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Assembly and Gauzing

9

Final Primary Packing

9

In vitro diagnostics Kit/Reagents

Dry, Liquid Reagent Preparation

Well Lighted and Ventilated
controlled temperature & humidity as
per process or product requirement

Coating of sheets etc.

Assembly and primary packing

Filling

Well Lighted and Ventilated
controlled temperature and humidity
as per process or product requirement.
Provision of Laminar hood if required,
Clean Room class 8 or class 9 as per
product/process requirement

Secondary Packing

Well Lighted and Ventilated
controlled temperature if required

Storage

As per recommended storage
condition of the product

(A) Major changes:

Sixth Schedule

[See rules 21(iii) and (iv), 34(v) and (vi)]

Post approval major and minor changes

1. If there is change in material of construction or design;

If there is change in intended use;

If there is change in facility for sterilization;

Change in the address of overseas manufacturing site or the authorised agent;

Existing competent technical staff whose name has been approved by the Licensing Authority concerned;

2
3
4. Extension of Shelf life;
5
6
7

Name of the manufacturer or authorised agent, for which applicant shall intimate to obtain approval from concerned

Licensing Authority;

8. Label claims;

9. Storage condition of medical device;

(B) Minor changes:

1. Update of information for use or prescribing information;

2. Minor modification in shape of medical device;

3. Change in manufacturing process, testing or validation and verification.

Seventh Schedule

[See rules 45(1), 45(6), 46(ii), 46(v), 52(3)]

Requirements for permission to conduct clinical investigation of medical devices other than in
vitro diagnostics medical device which does not have a predicate device

1. Application for permission.-

(1) an application in Form MD20 shall be made to the Central Licensing Authority along with following data
in accordance with tables namely:-
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(i) Design analysis data as per Table 1.
(i1)) Biocompatibility data as per Table 2.

(iii) In case of application for clinical investigation, documents specified in Table 3 shall be submitted
along with Investigator’s Brochure as prescribed in Table 4, Clinical Investigational Plan as
prescribed in Table 5, Case Report Form as prescribed in Table 6, Informed Consent Form as
prescribed in Table 8, investigator’s undertaking as prescribed in Table 9 and Ethics Committee
clearance, if available, as prescribed in Appendix VII of Drugs and Cosmetics Rule, 1945.

(iv) Regulatory status in other countries as prescribed Table 3, including information in respect of
restrictions imposed, if any, on the use of the investigational medical device in other countries,
including prescription based device, exclusion of certain age groups, warning about adverse
device effect. Likewise, if the investigational medical device has been withdrawn in any country by
the manufacturer or by regulatory authority, such information shall also be furnished along with the
reasons and its relevance, if any, to the Country. This information must continue to be submitted by
the sponsor to the Central Licensing Authority during the course of marketing of the said medical
device in the Country;

(v) Proposed Instruction for use or direction for use and labels shall be submitted as part of application
for manufacture/Import for marketing of the medical device. The drafts of label shall comply with
provisions of labeling rules specified in Medical Device Rules, 2016:

Provided after submission and approval by the Central Licensing Authority, no change in
the Instructions for Use shall be effected without such changes being approved by the Central
Licensing Authority;

(vi) For investigational medical device developed in India, clinical investigation is required to be
carried out in India right from Pilot clinical investigation or first in human study and data generated
should be submitted as specified in Table 3.

(vii) For investigational medical devices developed and studied in country other than India, Pilot
Clinical Investigation or relevant clinical study data should be submitted along with the
application. After submission of such data generated outside India to the Central Licensing
Authority, permission may be granted to repeat the pilot study or to conduct Pivotal Clinical
Investigation. Pivotal Clinical Investigation is required to be conducted in India before permission
to market the medical device in India is granted.

(viii) Report of clinical investigation should be in consonance with the format as prescribed in Table
10, such reports shall be certified by Principal Investigator.

(ix) Clinical Investigation data required shall depend on the purpose of the application (Clinical
Investigation/Import/Manufacture). The number of study subjects and sites to be involved in the
conduct of clinical investigation shall depend on the nature and objective of the study.

(2) If the investigational medical device is intended to be imported or manufactured for the purposes of

3)

Clinical Investigation, the application or the required quantities of an investigational medical device for
such purpose shall be made in respective Form MD14 or Form MD10, as the case may be, supported by
scientific rationale.

For medical device indicated in life threatening, serious diseases or diseases of special relevance to the
Indian health scenario, national emergencies, extreme urgency, epidemic and medical devices indicated
for conditions, diseases for which there is no therapy, the clinical data requirements may be abbreviated,
deferred or omitted, as deemed appropriate by the Central Licensing Authority.

2. CLINICAL INVESTIGATION:

(1) Approval for clinical investigation

(i) Clinical investigation on an investigational medical device shall be initiated only after the approval
obtained from the institutional ethics committee(s), registered under rule 122DD of Drugs and
Cosmetics Rules, 1945, and the permission granted by Central Licensing Authority. The
investigation shall be initiated at each respective site only after obtaining such an approval from
Central Licensing authority for that site.

(i1) Clinical Investigation shall be registered with Clinical Trial Registry of India (CTRI) hosted at the
ICMR's National Institute of Medical Statistics at http://nims-icmr.nic.in before enrollment of
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first patient.

(iii) All investigational investigators should possess appropriate qualification, training and experience
and should have access to such investigational and treatment facilities as are relevant to the
proposed clinical investigational plan. A qualified physician (or dentist, when appropriate) who
is an investigator or a sub-investigator for the investigation, should be responsible for all
investigation related medical (or dental) decisions. Laboratories used for generating data for
clinical investigation should be compliant with Good Laboratory Practices. If services of a
laboratory or a facility outside the country are to be availed, its name, address and specific services
to be used should be stated in the clinical investigational plan to avail Central Licensing
Authority’s permission to send clinical investigation related samples to such laboratory or facility.
In all cases, information about laboratory or facility to be used for the investigation, if other than
those at the investigation site, should be furnished to the Central Licensing Authority prior to
initiation of investigation at such site.

(iv) Clinical investigational plan amendments, if become necessary before initiation or during the
course of a clinical investigation, all such amendments should be notified to the Central Licensing
Authority in writing along with the approval by the ethics committee which has granted the
approval for the study. No deviations from or changes to the clinical investigational plan should be
implemented without prior written approval of the ethics committee and the Central Licensing
Authority except when it is necessary to eliminate immediate hazards to the investigational
subject or when change involve only logistic or administrative aspects of the investigation. All such
exceptions must be immediately notified to the ethics committee as well as to the Central Licensing
Authority within 30 days.

(2) Responsibilities of Sponsor:

(i) The sponsor is responsible for implementing and maintaining quality assurance system to ensure that
the clinical investigation is designed, conducted, monitored, and that data is generated, documented,
recorded and reported in compliance with clinical investigational plan and Good Clinical Practices
(GCP) Guidelines issued by medical devices by Central Drugs Standards Control Organization,
Directorate General of Health Services, Government of India and applicable rules.

(i) The Sponsor is required to submit a status report on Clinical Investigation to the Central Licensing
Authority at the prescribed periodicity including safety summary and deviations.

(iii) Report of any serious adverse event occurring during clinical investigation, after due analysis, shall be
forwarded by the sponsor to the Chairman of the Ethics Committee, Central Licensing Authority, and
the Head of institution where the clinical investigation has been conducted within 14 calendar days of
occurrence of the serious adverse event as prescribed in Table 7.

(@iv) In case of injury or death occurring to the clinical investigation subject, the sponsor or his representative
whosoever, had obtained permission from the Central Licensing Authority for conduct of clinical
investigation, shall make payment for medical management of the subject and also provide financial
compensation for clinical investigation related injury or death in the manner as specified in the Drugs
and Cosmetics Rules, 1945.

(v) The sponsor or his representative, whosoever, had obtained permission from the Central Licensing
Authority for conduct of clinical investigation shall submit the detail of compensation provided or paid
for clinical investigation related injury or death to the Central Licensing Authority within thirty days of
the receipt of the order from Central Licensing Authority.

(vi) Ensure that the clinical investigation report, whether for a completed or prematurely terminated clinical
investigation, is provided to the Ethics Committee, participating investigators and to the Central
Licensing Authority.

(vii)In case of investigation need to be prematurely discontinued for any reason including lack of
commercial interest, the sponsor shall need to inform to the Central Licensing Authority and also shall
submit summary report within a period of three months having a description of the investigation, the
number of patients exposed to the investigational medical device, details of adverse device affect,
compensation paid, if any, and the reason for discontinuation of the investigation or non-pursuit of the
an investigational medical device application;

(3) Responsibilities of the Investigator:

(i) The investigator shall be responsible for the conduct of the investigation according to the clinical
investigation plan, GCP guidelines and also for compliance as per the undertaking given in Table 9.
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(ii)

Standard operating procedures are required to be documented by the investigators for the tasks
performed by them. During and following a subject’s participation in an investigation, the
investigator should ensure that adequate medical care is provided to the participant for any adverse
events. Investigator shall report all serious adverse events to the Central Licensing Authority, sponsor
or his representative, whosoever = had obtained  permission from the Central Licensing
Authority for conduct of the clinical investigation, and the Ethics Committee that accorded
approval to the clinical investigation plan, within forty eight hours of their occurrence. In case
the Investigator fails to report any serious adverse event within the stipulated period, he shall have to
furnish the reason for the delay to the satisfaction of the Central Licensing Authority along with the
report of the serious adverse even. The detailed report of the serious adverse event, after due
analysis shall be forwarded by the Investigator to Chairman of the Ethics Committee, Central
Licensing Authority and the head of the Institution where the investigation has been conducted within
fourteen calendar days of occurrence of the serious adverse event.

The Investigator shall provide information to the clinical investigation subject through informed
consent process as provided in Appendix V about the essential elements of the clinical investigation
and the subject's right to claim compensation in case of investigation related injury or death. He shall
also inform the subject or his/her nominee(s) of their rights to contact the Sponsor or his representative
whosoever had obtained permission from the Central Licensing Authority for conduct of the clinical
investigation for the purpose of making claims in the case of investigation related injury or death.

(4) Responsibilities of the Ethics Committee:

®

(i)

It is the responsibility of the ethics committee that reviews and accords its approval to a Clinical
Investigation Plan to safeguard the rights, safety and wellbeing of all investigational subjects. The
ethics committee should exercise particular care to protect the rights, safety and wellbeing of all
vulnerable subjects participating in the study.

Explanation.- The vulnerable subject means the members of a group with hierarchical structure
(e.g. prisoners, armed forces personnel, staff and students of medical, nursing and pharmacy
academicians institutions), patients with incurable diseases, unemployed or impoverished persons,
patients in emergency situation, ethnic minority groups, homeless persons, nomads, refugees, minors
or others in capable of personally giving consent. Ethics committee(s) should get document ‘standard
operating procedures’ and should maintain a record of its proceedings.

Ethics Committee(s) should make, at appropriate intervals, an ongoing review of the investigation for
which they review the Clinical Investigation Plan. Such view may be based on the periodic study
progress reports furnished by the investigators and/or monitoring and internal audit reports furnished
by the Sponsor and/or by visiting the investigational sites.

(iii) In case an ethics committee revoke sites approval accorded to a Clinical Investigation Plan it must

record the reasons for doing so and at once communicate such a decision to the Investigator as well as
to the Central Licensing Authority.

(iv) Any report or serious adverse event occurring during clinical investigation after due analysis shall be

forwarded by Chairman of Ethics Committee to the Central Licensing Authority, and the Head of
institution where the clinical investigation has been conducted within 14 calendar days of occurrence
of the serious adverse event.

(5) Informed consent:

@

(ii)

In all investigations, a freely given, informed, written consent is required to be obtained from each
investigational subject. The investigator must provide information about the study verbally as well as
using a patient information sheet, in a language that is non technical and is understandable by the study
subject. The Subject’s consent must be obtained in writing using an ‘Informed Consent Form’. Both
the patient information sheet as well as the Informed Consent Form should have been approved by the
Ethics Committee and furnished to the Central Licensing Authority. Any change in the informed
consent documents should be approved by the Ethics Committee and submitted to the Central
Licensing Authority before such changes are implemented.

Where a subject is not able to give informed consent (e.g. an unconscious person or a minor or those
suffering from severe mental illness or disability), the same may be obtained from a legally acceptable
representative. If the subject or his legally acceptable representative is unable to read or write, an
impartial witness should be present during the entire informed consent process who must append his
signatures to the consent form.
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Explanation: a legally acceptable representative means a person who is able to give consent for or
authorise an intervention in the patient as provided by the law of India.

(iii) A checklist of essential elements to be included in the study subject’s informed consent document as
well as a format for the Informed Consent Form for study Subjects is given in Table 8.

(iv) An audio-video recording of inform consent process in case of vulnerable subjects in clinical
investigation of an innovative medical device which is not approved anywhere across the globe.

(6) Pilot Clinical Investigation

(i) Pilot clinical investigation is defined as those clinical investigation used to acquire specific essential
information about a device before beginning the pivotal clinical investigation. Pilot clinical
investigation is exploratory study may be conducted in few numbers of patients with the disease or
condition being studied before moving to large population and scope that give insight into the
performance and safety of a device but cannot provide definitive support for specific mechanistic or
therapeutic claims.

(i) The objectives of a clinical pilot investigation typically include assessing feasibility (eg, preliminary
device performance), exploring eligibility criteria and their practical application for the pivotal
randomised controlled investigation, ascertaining potential harm (preliminary safety evaluations),
studying device mechanism, validating a method for determining an outcome measure, using a defined
device mechanism to validate a surrogate outcome measure, and evaluating the logistics of pivotal
investigation performance.

(iii) If the application is for conduct of clinical investigation as a part of multi-national clinical development
of medical device, the number of sites and the patients as well as justification for undertaking such
clinical investigation in India shall be provided to the Central Licensing Authority.

(7) Pivotal Clinical Investigation:

®

(i)

(iii)

The pivotal clinical investigation is a definitive study in which evidence is gathered to support the safety and
effectiveness evaluation of the medical device for its intended use. Pivotal clinical investigation is confirmatory
study may be conducted in large number of patients with the disease or condition being studied and scope to
provide the effectiveness and adverse effects.

For medical device which does not have a predicate medical device but approved outside in India, pivotal
studies need to be carried out primarily to generate evidence of safety and effectiveness of medical device in
Indian patients when used as recommended in the prescribing information. Prior to conduct of pivotal clinical
investigation in Indian subjects, the Central Licensing Authority may require pilot study data. population to
assess whether the pilot data is in conformity to the data already generated outside the country.

If the application is for conduct of clinical investigation as a part of multi-national clinical development of
medical device, the number of sites and the patients as well as justification for undertaking such clinical
investigation in India shall be provided to the Central Licensing Authority.

(8) Post Marketing Clinical Investigation:

Post marketing clinical investigation is the study other than surveillance performed after the medical device
approval and related to the approved indication. This investigation may not be considered necessary at the time of
medical device approval but may be required by the Central Licensing Authority for optimizing the intended use of
the medical device. They may be of any type but should have valid scientific objectives. Post Marketing Clinical
investigation includes additional drug-device interaction, safety studies, investigation designed to support use
under the approved indication e.g. mortality/morbidity studies, etc.

(9) Studies in special populations:

The clinical investigation data of the medical device is required to be submitted to support the claim sought to be
made for use of medical device in children, pregnant women, nursing women, elderly patients with renal or other
organ system failure.

®

Geriatrics-

Geriatrics patients can be included in pivotal study (and in pilot study at the sponsor’s option) in meaningful
numbers, if-
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()
(b)
(©

(d)

the disease intended to be treated is characteristically a disease of aging; or
the population to be treated is known to be included in substantial numbers of geriatric patients; or

when there is specific reason to expect that conditions common in the elderly are likely to be encountered;
or

when the investigational medical device is likely alter the geriatric patient’s response in regard to safety or
performance compared with that of non-geriatric patient.

(i1) Paediatrics-

(a)

(b)

(©

(d)

(e

®

()

The timing of pediatric studies in the medical device development program will depend on the device, the
type of disease being treated, safety consideration, and the safety and effectiveness of available treatment.

The medical device expected to be used in children; the performance and safety should be made in the
appropriate age group. When clinical investigation is required to be conduct in children, it is usually
appropriate to begin with older children before extending the investigation to younger children and then
infants.

If the medical device is predominantly or exclusively use in paediatric patients, clinical investigation data
should be generated in paediatric population except for initial safety and performance data, which will
usually be obtained in adults unless such initial safety studies in adults would yield little useful information
or expose them to inappropriate risk.

If the medical device is intended to treat serious or life-threatening diseases, occurring in both adults and
peadiatric patients, for which there are currently no or limited medical device, paediatric population should
be included in the clinical investigation early, following assessment of initial safety data and reasonable
evidence of potential benefit. In circumstances where this is not possible, lack of data should be justified in
detail.

If the medical device has a potential for use in paediatric patient, paediatric studies should be conducted.
These studies may be initiated at various phases of clinical development or after post-marketing
surveillance in adults, if a safety concern exists. In cases where there is limited paediatric data at the time
of submission of application, more data in paediatric patients would be expected after marketing
authorization for use in children is granted.

Paediatric subjects are legally unable to provide written informed consent, and are dependent on their
parents or legal guardian to assume responsibility for their participation in clinical investigation. Written
informed consent should be obtained from parent or legal guardian. However, all the paediatric participants
should be informed to the fullest extent possible about the study in a language and in terms that they are
able to understand. Where appropriate, paediatric participants should additionally assent to enroll in the
study. Mature minors and adolescents should personally sign and date a separately designed written
consent form. Although a participant’s wish to withdraw from a study must be respected, there may be
circumstances in therapeutic studies for serious or life-threatening diseases in which, in the opinion of the
investigator and parent or legal guardian, the welfare of a pediatric patient would be jeopardized by his or
her failing to participate in the study. In this situation, continued parental or legal guardian consent should
be sufficient to allow participation in the study.

For clinical investigations conducted in the paediatric population, the reviewing ethics committee should
include members who are knowledgeable about pediatric, ethical, clinical and psychosocial issues.

(iii) Pregnant or nursing women:

(a)

(b)

Pregnant or nursing women should be included in clinical investigation only when the medical device is
intended for use by pregnant or nursing women or fetuses or nursing infants and where the data generated
from women who are not pregnant or nursing, is not suitable.

For medical device intended for use during pregnancy, follow-up data pertaining to a period appropriate for
that medical device on the pregnancy, foetus and child will be required.

3. Post Marketing Surveillance:

(i) Subsequent to approval of an Investigational medical device, it should be closely monitored for their clinical
safety once they are marketed. The applicants shall furnish Periodic Safety Update Reports (PSURSs) in order

to-

(a) report all the relevant new information from appropriate sources;

(b) relate these data to patient exposure;
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(c) summarise the market authorisation status in different countries and any significant variations related to
safety; and

(d) indicate whether changes should be made to product information in order to optimize the use of the
product.

(i) One medical device should be covered in one PSUR. Within the single PSUR separate presentations of data for
different indications or separate population need to be given.

(iii) All relevant clinical and non-clinical safety data should cover only the period of the report (interval data). The
PSURs shall be submitted every six months for the first two years after approval of the medical device is
granted to the applicant. For subsequent two years, the PSURs need to be submitted annually. Central
Licensing Authority may extend the total duration of submission of PSURs if it is considered necessary in the
interest of public health. PSURs due for a period must be submitted within thirty calendar days of the last day
of the reporting period. However, all cases involving suspected unexpected serious adverse event must be
reported to the licensing authority within fifteen days of initial receipt of the information by the applicant. If
marketing of the medical device is delayed by the applicant after obtaining approval to market, such data will
have to be provided on the deferred basis beginning from the time the medical device is marketed.

(iv) New studies specifically planned or conducted to examine a safety issue should be described in the PSURs.
(v) A PSUR should be structured as follows:
(a) Title Page:

The title page of PSUR should capture the name of Medical device; reporting interval; approved Indication
of Medical devices; date of approval of the medical device; date of marketing of medical device; licence
name and address.

(b) Introduction:

This section of PSUR should capture the reporting interval; medical device Intended Use, mode of action
or Principle of operation, Risk class and a brief description of the approved indication and population.

(¢) Current worldwide marketing authorization status:

This section of PSUR should capture the brief narrative overview including details of country where the
device is currently approved along with date of first approval, date of marketing and if product was
withdrawn in any of the countries with reasons thereof.

(d) Actions taken in reporting interval for safety reasons:

This section of PSUR should include a description of significant actions related to safety that have been
taken during the reporting interval, related to either investigational uses or marketing experience by the
licence holder, sponsor of a clinical investigation, regulatory authorities, data monitoring committees, or
ethics committees.

(e) Changes to reference safety information:

This section of PSUR should capture any significant changes to the reference safety information within the
reporting interval. Such changes might include information relating to contraindications, warnings,
precautions, adverse device event (ADCs), and important findings from ongoing and completed clinical
investigations and significant non-clinical findings.

(f) Estimated patient exposure:

This section of PSUR should provide the estimates of the size and nature of the population exposed to the
medical device. Brief descriptions of the method(s) used to estimate the subject/patient exposure should be
provided.

(i) Cumulative and interval subject exposure in Clinical investigation.
(i1) Cumulative and interval patient exposure from Marketing Experience from India.
(iii) Cumulative and interval patient exposure from Marketing Experience from rest of the world.
(g) Presentation of individual case histories:

This section of PSUR should provide the individual case information available to a licence holder provide
brief case narrative, medical history indication treated with suspect medical device, causality assessment.
Provide following information:

(i) Reference Prescribing Information

(i1) Individual Cases received from India
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(iii) Individual cases received from rest of the world
(iv) Cumulative and Interval Summary Tabulations of Serious Adverse Events from Clinical Investigations.
(v) Cumulative and Interval Summary Tabulations from Post-Marketing Data Sources
(h) Studies:

This section of PSUR should capture the brief summary of clinically important emerging
efficacy/effectiveness and safety findings obtained from the licence holder sponsored clinical investigation
and published safety studies that became available during the reporting interval of the report which has
potential impact on product safety information.

(i) Summaries of Significant Safety Findings from Clinical investigation during the reporting period
(i1) Findings from Non-interventional Studies
(iii) Findings from Non-Clinical Studies
(iv) Findings from Literature
(i) Other information:

This section of PSUR should include the details about signals and Risk Management Plan in place by licence
holder (if any).

(a) Signal and risk evaluation: In this section licence holder will provide the details of signal and risk
identified during the reporting period and evaluation of signals identified during the reporting period.

(b) Risk Management Plan: In this section licence holder will provide the brief details of safety concern
and necessary action taken by him to mitigate these safety concerns.

(j) Overall Safety Evaluation:

This section of PSUR should capture the overall safety evaluation of the medical device based upon its risk
benefit evaluation for approved indication.

(1) Summary of Safety Concerns

(i1) Benefit Evaluation

(iii)Benefit Risk Analysis Evaluation
(k) Conclusion:

This section of PSUR should provide the details on the safety profile of medical device and necessary
action taken by the licence holder in this regards.

() Appendix:

The appendix includes the copy of marketing authorization in India, copy of prescribing information, line
listings with narrative of Individual Case Safety Reports (ICSR).

Note: Table means “Table” given below this Schedule.
Table 1
Design Analysis Data

The Design Analysis for a medical device includes, its Physical and Metrological Standardisation and
Testing. Design control documents and a predefined procedure of the medical device at the time of
manufacturing. The Design Analysis should be carried out in accordance with the established National
Standards or in case of unavailability of national standards International standards may be followed
(e.g. ISO standards) and a comprehensive report including the basic design features of the device,
drawings, and tests adapted for design analysis (with specifications) and rationale for selecting those
tests and design control procedures. If available international standards are not followed for a device,
then an explanation must be included for justifying deviation from those standards.
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Table 2
Bio compatibility Study and other animal testing of Medical Device

1. Bio-compatibility study for invasive medical devices should be carried out as per the International
Organisation Standard, ISO-10993 (most recent version), Biological Evaluation of Medical Devices, .

2. Animal Performance Study

(a) Device performance for its actions (including mechanical, electrical, thermal, radiation and any other of this type)
and safety data in healthy and with pathology animal model (intended to be treated by such medical device)
demonstrating absolute tissue reaction to active and basic parts of the devices, on local tissue and on whole
organism, clearly recording local, general and systemic adverse events, risks or potential risks and performance
of device in line with intended use, and conclusion whether safe or unsafe for human use. Wherever possible,
histopathology, pathophysiology and path anatomy should be carried out.

(b) Ifthe active component of device is defined as drug, data for its animal studies as per schedule Y should
be submitted.

(c) Characteristics of good animal study

1. Powered high

2. Staged randomization

3. Defined Methodology for induction or selection
4. Live and killed studies

5. Defined measurement

Table 3
Data to be submitted along with the application

1. Design Analysis data including, (whichever applicable)-
(a)design input and design output documents
(b) mechanical and electrical tests,
(c)reliability tests,
(d) validation of software relating to the function of the device,
(e)any performance tests,
(f) ex vivo tests, and
2. Bio-compatibility tests data, Report of biocompatibility tests along with rationale for selecting these tests. Summary
report of the biocompatibility study including the conclusion of the study.
3. Risk Management data
4. Animal Performance study data
5. Clinical Investigational Plan, Investigator’s Brochure as prescribed, , Case Report Form as prescribed, Informed Consent
Form as prescribed, investigator’s undertaking and Ethics Committee clearance.
6. Pilot and Pivotal Clinical Investigation data including that, if any, carried out in other countries.
7. Regulatory status and Restriction on use in other countries (if any) where marketed or approved.

8. Proposed Instruction for use and labels
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Table 4
Investigator's Brochure (IB)

1 General
1.1 Introduction
The content of the Information Brochure shall contain, as a minimum, all topics listed in this annex.
1.2 Identification of the IB

(a) Name of the investigational device.

(b) Document reference number, if any.

(c) Version or date of the IB.

(d) Confidentiality statement, if appropriate.

(e) Summary of the revision history in the case of amendments, if appropriate.

(f) A version or issue number and reference number, if any, with the page number and the total number of pages on

each page of the IB.

1.3 Sponsor or manufacturer

Name and address of the sponsor or manufacturer of the investigational device.

2. Investigational device information

(a) Summary of the literature and evaluation supporting the rationale for the design and intended use of the
investigational device.

(b) Statement concerning the regulatory classification of the investigational device, if relevant.

(c) General description of the investigational device and its components including materials used.

(d) Summary of relevant manufacturing processes and related validation processes.

(e) Description of the mechanism of action of the investigational device, along with supporting scientific literature.

(f) Manufacturer's instructions for installation and use of the investigational device, including any necessary storage
and handling requirements, preparation for use and any intended re-use (e.g. sterilization), any pre-use safety or
performance checks and any precautions to be taken after use (e.g. disposal), if relevant.

(g) Description of the intended clinical performance.

3 Preclinical testing
Summary of the preclinical testing that has been performed on the investigational medical device, together with an

evaluation of the results of such testing justifying its use in human subjects.
The summary shall include or, where applicable, refer to the results of:

(a) design input and design output documents,

(b) invitro tests,

(¢) mechanical and electrical tests,

(d) reliability tests,

(e) validation of software relating to the function of the device,
(f) any performance tests,

(g) exvivo tests, and

(h) biological safety evaluation.
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4 Existing clinical data
(a) Summary of relevant previous clinical experience with the investigational device and with medical devices that
have similar characteristics, including such characteristics that relate to other indications for use of the
investigational device.

(b) Analysis of adverse device effects and any history of modification or recall.

5 Risk management
(a) Summary of the risk analysis, including identification of residual risks.
(b) Result of the risk assessment.

(c) Anticipated risks, contra-indications, warnings, etc. for the investigational device.

6 Regulatory and other references
(a) List of International Standards, if any, complied with in full or in part.
(b) Statement of conformity with national regulations, where appropriate.

(c) List of references, if relevant.

Table 5
Clinical Investigation Plan
1.1 General
1.1.1 Introduction
This document specifies the content of a clinical investigation plan (herein after to be referred as CIP). If the required
information is written in other documentation, for example the 1B, such documentation shall be referenced in the CIP.
The content of a CIP and any subsequent amendments shall include all the topics listed in this document, together with a

justification for each topic if this is not self-explanatory.

1.1.2 Identification of the clinical investigation plan
(a) Title of the clinical investigation.
(b) Reference number identifying the specific clinical investigation, if any.
(c) Version or date of the CIP.
(d) Summary of the revision history in the case of amendments.
(e) Version or issue number and reference number, if any, with the page number and the total number of pages on

each page of the CIP.

1.1.3 Sponsor
Name and address of the sponsor of the clinical investigation.

1.1.4 Principal investigator, coordinating investigator and investigation site
(a) Name, address, and professional position of

(i) Principal Investigator,
(i) Coordinating investigator, if appointed
(b) Name and address of the investigation site in which the clinical investigation will be conducted.

(c) Name and address of other institutions involved in the clinical investigation.

The sponsor shall maintain an updated list of principal investigators, investigation sites, and institutions.
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1.1.5 Overall synopsis of the clinical investigation
A summary or overview of the clinical investigation shall include all the relevant information regarding the clinical

investigation design such as inclusion or exclusion criteria, number of subjects, duration of the clinical investigation,
follow-up, objective and endpoint.

1.2 Identification and description of the investigational medical device
(a) Summary description of the investigational device and its intended purpose.

(b) Details concerning the manufacturer of the investigational device.

(c) Name or number of the model or type, including software version and accessories, if any, to permit full,
identification.

(d) Description as to how traceability shall be achieved during and after the clinical investigation, for example by
assignment of lot numbers, batch numbers or serial numbers.

(e) Intended purpose of the investigational device in the proposed clinical investigation.

(f) The populations and indications for which the investigational device is intended.

(g) Description of the investigational medical device including any materials that will be in contact with tissues or
body fluids. (This shall include details of any medicinal products, human or animal tissues or their derivatives,
or other biologically active substances.)

(h) Summary of the necessary training and experience needed to use the investigational device.

(1) Description of the specific medical or surgical procedures involved in the use of the investigational device.

1.3 Justification for the design of the clinical investigation
Justification for the design of the clinical investigation, which shall be based on the conclusions of the evaluation, and

shall comprise section on justification for the design of the clinical investigation
(a) an evaluation of the results of the relevant pre-clinical testing or assessment carried out to justify the use of the
investigational medical device in human subjects, and
(b) an evaluation of clinical data that are relevant to the proposed clinical investigation.

1.4 Risks and benefits of the investigational medical device and clinical investigation
(a) Anticipated clinical benefits.

(b) Anticipated adverse device effects.

(c) Residual risks associated with the investigational medical device, as identified in the risk analysis report.
(d) Risks associated with participation in the clinical investigation.

(e) Possible interactions with concomitant medical treatments.

(f) Steps that will be taken to control or mitigate the risks.

(g) Risk-to-benefit rationale.

1.5 Objectives and hypotheses of the clinical investigation
(a) Objectives, primary and secondary.

(b) Hypotheses, primary and secondary, to be accepted or rejected by statistical data from the clinical investigation.
(c) Claims and intended performance of the investigational device that are to be verified.

(d) Risks and anticipated adverse device effects that are to be assessed.

1.6 Design of the clinical investigation

1.6.1 General
(a) Description of the type of clinical investigation to be performed (e.g. comparative double-blind, parallel design,

with or without a comparator group) with rationale for the choice.
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(b) Description of the measures to be taken to minimize or avoid bias, including randomization and blinding or
masking.

(c) Primary and secondary endpoints, with rationale for their selection and measurement.

(d) Methods and timing for assessing, recording, and analyzing variables.

(e) Equipment to be used for assessing the clinical investigation variables and arrangements for monitoring
maintenance and calibration.

(f) Any procedures for the replacement of subjects.

1.6.2 Investigational medical device and comparator
(a) Description of the exposure to the investigational medical device or comparator, if used.

(b) Justification of the choice of comparator.
(c) List of any other medical device or medication to be used during the clinical investigation.

(d) Number of investigational devices to be used, together with a justification.

1.6.3 Subjects
(a) Inclusion criteria for subject selection.

(b) Exclusion criteria for subject selection.

(c) Ciriteria and procedures for subject withdrawal or discontinuation.

(d) Point of enrolment.

(e) Total expected duration of the clinical investigation.

(f) Expected duration of each subject's participation.

(g) Number of subjects required to be included in the clinical investigation.

(h) Estimated time needed to select this number (i.e. enrolment period).

1.6.4 Procedures
(a) Description of all the clinical investigation related procedures that subjects undergo during the clinical

investigation.

(b) Description of those activities performed by sponsor representatives (excluding monitoring).

(¢) Any known or foreseeable factors that may compromise the outcome of the clinical investigation or the
interpretation of results. The follow-up period during the clinical investigation shall permit the demonstration of
performance over a period of time sufficient to represent a realistic test of the performance of the investigational
device and allow any risks associated with adverse device effects over that period to be identified and assessed.

The Clinical investigation plan shall specifically address what medical care, if any, will be provided for the subjects after

the clinical investigation has been completed.

1.6.5 Monitoring plan
General outline of the monitoring plan to be followed, including access to source data and the extent of source data

verification planned.

1.7 Statistical considerations
With reference to 1.5 and 1.6, the description of and justification for:-

(a) statistical design, method and analytical procedures;

(b) sample size;

(c) the level of significance and the power of the clinical investigation;
(d) expected drop-out rates;

(e) pass or fail criteria to be applied to the results of the clinical investigation;
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®
(2

the provision for an interim analysis, where applicable;

criteria for the termination of the clinical investigation on statistical grounds;

(h) procedures for reporting any deviation from the original statistical plan;

@

the specification of subgroups for analysis;

(j) procedures that take into account all the data;

&)
@

the treatment of missing, unused or spurious data, including drop-outs and withdrawals;

the exclusion of particular information from the testing of the hypothesis, if relevant; and

(m) in multicenter clinical investigations, the minimum and maximum number of subjects to be included for each

center.

Special reasoning and sample size(s) may apply for the early clinical investigation(s), e.g. feasibility clinical

investigation(s).

1.8 Data management

(a)
(b)
©
(d)
©)

Procedures used for data review, database cleaning, and issuing and resolving data queries.
Procedures for verification, validation and securing of electronic clinical data systems, if applicable.
Procedures for data retention.

Specified retention period.

Other aspects of clinical quality assurance, as appropriate.

1.9 Amendments to the Clinical investigation plan
Description of the procedures to amend the Clinical investigation plan.

1.10 Deviations from clinical investigation plan

(a)

(b)
©
(d)

Statement specifying that the investigator is not allowed to deviate from the Clinical investigation plan, except
without appropriate notifications or approvals from Ethics Committee and Central Licensing authority, as the
case may be.

Procedures for recording, reporting and analyzing Clinical investigation plan deviations.

Notification requirements and time frames.

Corrective and preventive actions and principal investigator disqualification criteria.

1.11 Device accountability.
Description of the procedures for the accountability of investigational medical devices should be maintained.

1.12 Statements of compliance.

(a)

(b)

©

(d)

Statement specifying that the clinical investigation shall be conducted in accordance with the ethical principles
that have their origin in the Good Clinical Practices.

Statement specifying that the clinical investigation shall not begin until the required approval from the Ethics
Committee.

Statement specifying that any additional requirements imposed by the Ethics Committee or Central Licensing
Authority shall be followed, if appropriate.

Statement specifying the type of insurance that shall be provided for subjects, if appropriate.

1.13 Informed consent process.

(a)

(b)

Description of the general process for obtaining informed consent, including the process for providing subjects
with new information, as needed.
Description of the informed consent process in circumstances where the subject is unable to give it; in the case

of emergency treatment, process should be clearly specified.

1.14 Adverse events, adverse device effects and device deficiencies.

(a)
(b)

Definitions of adverse events and adverse device effects.

Definition of device deficiencies.
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(c) Definitions of serious adverse events and serious adverse device effects and, where appropriate, unanticipated
serious adverse device effects.

(d) Time period in which the principal investigator shall report all adverse events and device deficiencies to the
sponsor and, where appropriate, to Ethics Committee and the regulatory authority.

(e) Details of the process for reporting adverse events (date of the adverse event, treatment, resolution, assessment
of both the seriousness and the relationship to the investigational device).

(f) Details of the process for reporting device deficiencies.

(g) List of foreseeable adverse events and anticipated adverse device effects, together with their likely incidence,
mitigation or treatment.

(h) Emergency contact details for reporting serious adverse events and serious adverse device effects.

1.15 Vulnerable population.
(a) Description of the vulnerable population.

(b) Description of the specific informed consent process.

(c) Description of the Ethics Committee specific responsibility.

(d) Description of what medical care, if any, will be provided for subjects after the clinical investigation has been
completed.

1.16 Suspension or premature termination of the clinical investigation.
(a) Criteria and arrangements for suspension or premature termination of the whole clinical investigation or of the

clinical investigation in one or more investigation sites.
(b) Criteria for access to and breaking the blinding or masking code in the case of suspension or premature
termination of the clinical investigation, if the clinical investigation involves a blinding or masking technique.
(c) Requirements for subject follow-up.

1.17 Publication policy.
(a) Statement indicating whether the results of the clinical investigation will be submitted for publication.

(b) Statement indicating the conditions under which the results of the clinical investigation will be offered for
publication.

Table 6
Case Report Forms
1. General
(i) Case Report Forms are established to implement the Clinical Investigation Plan, to facilitate subject observation

and to record subject and investigational device data during the clinical investigation according to the Clinical
Investigation Plan. They can exist as printed, optical, or electronic documents and can be organized into a
separate section for each subject.

(iii) The Case Report Forms should reflect the Clinical investigation plan and take account of the nature of the
investigational device.

2. Content and format
2.1 Overall considerations

(i) The Case Report Forms can be organized such that they reflect all the data from a single procedure or a single
visit or other grouping that makes clinical or chronological sense.

(i) The format of Case Report Forms should be such as to minimize errors that can be made by those who enter
data and those who transcribe the data into other systems.

(iii) The data categories and format listed in this annex can be considered when designing Case Report Forms.
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2.2 Cover page or login screen

ey
2
3
“

Name of sponsor or sponsor logo.
Clinical investigation plan version and date (if required).
Version number of Case Report Forms.

Name of clinical investigation or reference number (if applicable).

2.3 Header or footer or Case Report Form identifier

(a)
(b)
(©)
(d)

(e)
®

Name of the clinical investigation or reference number.

Version number of Case Report Forms.

Investigation site/principal investigator identification number.

Subject identification number and additional identification such as date of birth or initials, if allowed by national
regulations.

Case Report Form number or date of visit or visit number.

Page/screen number of CRF and total number of pages/screens (e.g. “page x of xx”).

2.4 Types of Case Report Forms

The following is a suggested list of CRFs that may be developed to support a clinical investigation. This is not an

exhaustive list and is intended to be used as a guideline.

(@)
(b)
(c)
(d)

(e)
®
(8
(h)
@)
Q)
k)
)

Screening.
Documentation of subject's informed consent.
Inclusion/exclusion.
Baseline visit:
(1) demographics;
(2) medical diagnosis;
(3) relevant previous medications or procedures;
(4) date of enrolment;
(5) other characteristics.
Intervention(s) or treatment(s).
Follow-up visit(s).
Clinical investigation procedure(s).
Adverse event(s).
Device deficiencies.
Concomitant illness(es)/medication(s).
Unscheduled visit(s).

Subject diary.

(m) Subject withdrawal or lost to follow-up.

(n)

(0)

Form signifying the end of the clinical investigation, signed by the principal investigator or his/her authorised
designee.

CIP deviation(s).

3. Procedural issues

A system should be established to enable cross-referencing of CRFs and CIP versions.

Supplemental CRFs may be developed for collecting additional data at individual investigation sites in multicenter

investigations.
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Table 7

Data elements for reporting serious adverse events occurring in a clinical investigation

1. Patient details

(a)

Initials and other relevant identifier (hospital/OPD record number etc.)*

(b) Gender

(©)
(d
(e)

Age and date of birth
Weight
Height

2. Suspected device(s)

(a) Name of the Device*.

(b) Indication(s) for which suspect device was prescribed

(c) Device details including model number/size/lot number, if applicable

(d) Starting date and time of day.

(e) Stopping date and time, or duration of treatment

3. Other treatment(s)

Provide the same information for concomitant devices a for the suspected Devices(s).

4. Details of suspected adverse device reaction(s)

()

(b)
()
(d)

Full description of reaction(s) including body site and severity, as well as the criterion (or criteria) for
regarding the report as serious. In addition to a description of the reported signs and symptoms, whenever
possible, describe a specific diagnosis for thereaction.*

Start date (and time) of onset of reaction.

Stop date (and time) or duration of reaction.

Setting (e.g., hospital, out-patient clinic, home, nursing home).

5. Outcome

(a) Information on recovery and any sequel; results of specific tests and/or treatment that may have been

conducted.

(b) For a fatal outcome, cause of death and a comment on its possible relationship to the suspected reaction;

any post-mortem findings.

(c) Other information: anything relevant to facilitate assessment of the case, such as medical history including

allergy, drug or alcohol abuse; family history; findings from special investigations etc.

6. Details about the Investigator*

(a)
(b)
(©
(d)
(e)
(®
(&)

Name

Address

Telephone number

Profession (specialty)

Date of reporting the event to Central Licensing Authority:

Date of reporting the event to Ethics Committee overseeing the site:

Signature of the Investigator

Note: Information marked * must be provided.”
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Table 8

Informed Consent Form

Checklist for study Subject’s informed consent documents

1.1 Essential Elements:

1.

wm A W

10.

11.

12.

13.

14.
15.

16.

Statement that the study involves research and explanation of the purpose of the research

. Expected duration of the Subject's participation
. Description of the procedures to be followed, including all invasive procedures
. Description of any reasonably foreseeable risks or discomforts to the Subject

. Description of any benefits to the Subject or others reasonably expected from research. If no benefit is expected

Subject should be made aware of this.

. Disclosure of specific appropriate alternative procedures or therapies available to the Subject.

. Statement describing the extent to which confidentiality of records identifying the subject will be maintained and

who will have access to Subject’s medical records

. Clinical investigation treatment schedule(s) and the probability for random assignment to each treatment (for

randomised clinical investigation)

. Statement describing the financial compensation and medical management as under:

(a) In case of an injury occurring to the subject during the clinical investigation, free medical management shall
be given as long as required or till such time it is established that the injury is not related to the clinical
investigation, whichever is earlier.

(b) In the event of a investigation related injury or death, the Sponsor or his representative, whoever has obtained
permission from the Central Licensing Authority for conduct of the clinical investigation, shall provide
financial compensation for the injury or death.

An explanation about whom to contact for clinical investigation related queries, rights of Subjects and in the event

of any injury

The anticipated prorated payment, if any, to the Subject for participating in the clinical investigation

Subject's responsibilities on participation in the clinical investigation

Statement that participation is voluntary, that the Subject can withdraw from the study at any time and that refusal

to participate will not involve any penalty or loss of benefits to which the Subject is otherwise entitled

Statement that there is a possibility of failure of investigational product to provide intended therapeutic effect.

Statement that in the case of placebo controlled clinical investigation, the placebo administered to the subjects

shall not have any therapeutic effect.

Any other pertinent information.

1.2 Additional elements, which may be required

(a) Statement of foreseeable circumstances under which the Subject's participation may be terminated by the
Investigator without the Subject's consent.

(b) Additional costs to the Subject that may result from participation in the study.

(c) The consequences of a Subject’s decision to withdraw from the research and procedures for orderly
termination of participation by Subject.

(d) Statement that the Subject or Subject's representative will be notified in a timely manner if significant new
findings develop during the course of the research which may affect the Subject's willingness to continue

participation will be provided.
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(e). A statement that the particular treatment or procedure may involve risks to the Subject (or to the embryo or
fetus, if the Subject is or may become pregnant), which are currently unforeseeable

(f) Approximate number of Subjects enrolled in the study

2. Format of informed consent form for Subjects participating in a clinical investigation -
Informed Consent form to participate in a clinical investigation
Study Title:
Study Number:
Subject’s Initials: Subject’s Name:
Date of Birth/Age:
Address of the Subject:

Qualification:

Occupation: Student/Self-employed/Service/Housewife/Others (Please tick as appropriate)

Annual income of the subject:

Name and address of the nominee(s) and his relation to the subject (for the purpose of
compensation in case of clinical investigation related death).

Place initial box (Subject)

(i) I confirm that I have read and understood the information sheet dated ___ for the above [1

study and have had the opportunity to ask questions.

(i) I understand that my participation in the study is voluntary and that I am free to []
withdraw at any time, without giving any reason, without my medical care or legal rights

being affected.

(iii)) I understand that the Sponsor of the clinical investigation, others working on the [1
Sponsor’s behalf, the Ethics Committee and the regulatory authorities will not need my
permission to look at my health records both in respect of the current study and any further
research that may be conducted in relation to it, even if I withdraw from the clinical

investigation. I agree to this access.

However, I understand that my identity will not be revealed in any information released to

third parties or published.

(iv) I agree not to restrict the use of any data or results that arise from this study provided []

such a use is only for scientific purpose(s).

(v) Tagree to take part in the above study. [1

Signature (or Thumb impression) of the Subject/Legally Acceptable Representative:

Date: / /

Signatory’s Name:




234 THE GAZETTE OF INDIA : EXTRAORDINARY [PART ITI—SEC. 3(i)]

Signature of the Investigator:

Date: / /

Study Investigator’s Name:

Signature of the Witness Date: / /

Name of the Witness:

(Copy of the Patient Information Sheet and duly filled Informed Consent Form shall be handed over to the subject

or his/her attendant).

Table 9
Undertaking by the Investigator

1. Full name, address and title of the Principal Investigator (or Investigator(s) when there is no Principal

Investigator)

2. Name and address of the medical college, hospital or other facility where the Clinical Investigation will be
conducted: Education, training & experience that qualify the Investigator for the clinical investigation

(Attach details including medical council registration number, or any other statement(s) of qualification(s))
3. Name and address of all clinical facilities to be used in the study.

4. Name and address of the Ethics Committee that is responsible for approval and continuing review of the

study.

5. Names of the other members of the research team (Co-Investigators or sub-Investigators) who will be

assisting the Investigator in the conduct of the investigation (s).

6. Clinical Investigation Plan, Title and Study number (if any) of the clinical investigation to be conducted by

the Investigator.
7. Commitments:

(1) I have reviewed the clinical investigation plan and agree that it contains all the necessary information to
conduct the investigation. I will not begin the study until all necessary Ethics Committee and regulatory

approvals have been obtained.

(ii) I agree to conduct the investigation in accordance with the current Clinical investigation plan. I will not
implement any deviation from or changes of the Clinical investigation plan without agreement by the
Sponsor and prior review and documented approval/favorable opinion from the Ethics Committee of the
amendment, except where necessary to eliminate an immediate hazard(s) to the Investigation Subjects

or when the change(s) involved are only logistical or administrative in nature.
(iii) I agree to personally conduct and/or supervise the clinical investigation at my site.

(iv) I agree to inform all Subjects that the medical devices are being used for investigational purposes and I will
ensure that the requirements relating to obtaining informed consent and ethics committee review and

approval specified in this Schedule are met.



[ 9/ I8 3(i)] Y hT TSI : STHTHRT 235

)

I agree to report to the Sponsor all adverse experiences that occur in the course of the investigation(s) in

accordance with the regulatory and Good Clinical practice guidelines.

(vi) I have read and understood the information in the Investigator's brochure, including the potential risks and

side effects of the medical device.

(vii)I agree to ensure that all associates, colleagues and employees assisting in the conduct of the study are

suitably qualified and experienced and they have been informed about their obligations in meeting their

commitments in the study.

(viii) I agree to maintain adequate and accurate records and to make those records available for

audit/inspection by the Sponsor, Ethics Committee, Licensing Authority or their authorized
representatives, in accordance with regulatory and provisions of these rules. I will fully cooperate with

any study related audit conducted by regulatory officials or authorized representatives of the Sponsor.

(ix) I agree to promptly report to the Ethics Committee all changes in the CIP activities and all unanticipated

(x)

problems involving risks to human Subjects or others.

I agree to inform all serious adverse events to the Sponsor, Central Licensing Authority as well as the Ethics
Committee within forty eight hours of their occurrence. In case of failure, I will submit the justification

to the satisfaction of the Central Licensing Authority.

(xi) I will maintain confidentiality of the identification of all participating study patients and assure security and

confidentiality of study data.

(xii)I agree to comply with all other requirements, guidelines and statutory obligations as applicable to clinical

Investigators participating in clinical Investigations

Date: Signature of Investigator

Table 10

Clinical Investigation Report

1 General

This table specifies the contents of the clinical investigation report that describes the design, execution, statistical

analysis and results of a clinical investigation.

2 Cover page

The page should contain the following information:-

(a)
(b)

()

(d)
©)

title of the clinical investigation;

identification of the investigational devices, including names, models, etc. as relevant for complete
identification;

if not clear from the title, a single sentence describing the design, comparison, period, usage method, and subject
population;

name and contact details of sponsor or sponsor's representative;

CIP identification/protocol code;
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(f) name and department of coordinating investigator and names of other relevant parties, e.g. experts,
biostatistician, laboratory personnel;
(g) statement indicating whether the clinical investigation was performed in accordance with declaration of Helsinki
and provisions and this Schedule;
(h) Brief description of investigation design;
(i) Start and end date of patient accrual and names of the sponsor and the participating institutes;
(j) author(s) of report.
3 Table of contents
The table of contents should include the following information:
(a) the page number or locating information of each section, including summary tables, figures, and graphs;
(b) alist of appendices and their location.
4 Summary
The summary should contain the following items:
(a) the title of the clinical investigation;
(b) an introduction;
(c) the purpose of the clinical investigation;
(d) description of the clinical investigation population;
(e) the clinical investigation method used;
(f) the results of the clinical investigation;
(g) the conclusion;
(h) the date of the clinical investigation initiation;
(1) the completion date of the clinical investigation or, if the clinical investigation is discontinued, the date of
premature termination.
5 Introduction
The introduction should contain a brief statement placing the clinical investigation in the context of the development of
the investigational device and relating the critical features of the clinical investigation (e.g. objectives and hypotheses,
target population, treatment and follow-up duration) to that development.
6 Investigational device and methods
6.1 Investigational device description
The description of the investigational device should contain the following points:
(a) adescription of the investigational device;
(b) the intended use of the investigational device(s);
(c) previous intended uses or indications for use, if relevant;
(d) any changes to the investigational device during the clinical investigation or any changes from the IB, including
(i) raw materials,
(i1) software,
(iii) components,
(iv) shelf-life,
(v) storage conditions,
(vi) instructions for use, and

(vii)other changes.
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6.2 Clinical investigation plan (CIP)
A summary of the CIP, including any subsequent amendment(s) with a rational for each amendment, should be provided.
The summary should include a brief description of the following points:-
(a) the clinical investigation objectives;
(b) the clinical investigation design including
(1) the type of clinical investigation, and
(ii) the clinical investigation endpoints,
(iii) the ethical considerations;
(iv) the data quality assurance;

(v) the subject population for the clinical investigation, with the

(A) inclusion or exclusion criteria; and
(B) sample size; a clear accounting of all investigation subjects who entered the study shall be
mentioned. Mention should also be made of all cases that were dropouts or protocol
deviations. Enumerate the patients screened, randomized, and prematurely discontinued.
State reasons for premature discontinuation of therapy in each applicable case;
(vi) the treatment and treatment allocation schedule;
(vii)any concomitant medications/treatments;
(viii) the duration of follow-up;

(ix) the statistical analysis including:-

(A) the clinical investigation hypothesis or pass or fail criteria;

(B) asample size calculation; and

(C) statistical analysis methods.
6.3 Ethics Committee
This section should document that the study was conducted in accordance with the ethical principles of Declaration of
Helsinki. A detailed description of the Ethics Committee constitution and date(s) of approvals of investigation documents
for each of the participating sites should be provided. A declaration should state that EC notifications as per Good
Clinical Practice Guidelines issued by Central Drugs Standard Control Organization and Ethical Guidelines for
Biomedical Research on Human Subjects, issued by Indian Council of Medical Research have been followed. The ethics

report should include the following points:

(a) aconfirmation that the CIP and any amendments to it were reviewed by the EC;
(b) alist of all ECs consulted
6.4 Study team
Briefly describe the administrative structure of the study (Investigators, site staff, Sponsor/designates, Central laboratory
etc.).
7 Results
The results report should include the following points:
(a) the clinical investigation initiation date;
(b) the clinical investigation completion/suspension date;
(c) the disposal of subjects and investigational devices;

(d) the subject demographics;
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(e) Clinical investigation Plan compliance;

(f) an analysis, which includes

@

a performance analysis provided for in the clinical investigation plan,

(i) a summary of all adverse events and adverse device effects, including a discussion of the severity,

treatment needed, resolution and relevant principal investigator's judgment concerning the causal

relationship with the investigational devices or procedure,

(iii) a table compiling all observed device deficiencies that could have led to a serious adverse effect, and

any corrective actions taken during the clinical investigation, if any,

(iv) any needed subgroup analysis for special populations (i.e. gender, racial/cultural/ethnic subgroups), as

appropriate,

(v) an accountability of all subjects with a description of how missing data or deviation(s) were dealt

within the analysis, including subjects:-
(A) not passing screening tests;
(B) lost to follow-up;

(C) withdrawn or discontinued from the clinical investigation and the reason.

8 Discussion and overall conclusions

The conclusions should include the following points:

(a) the safety and performance results and any other endpoints;

(b) an assessment of risks and benefits;

(c) adiscussion of the clinical relevance and importance of the results in the light of other existing data;

(d) any specific benefits or special precautions required for individual subjects or groups considered to be at risk;

(e) any implications for the conduct of future clinical investigations;

(f) any limitations of the clinical investigation.

9 Abbreviated terms and definitions

A list of abbreviated terms and definitions of specialized or unusual terms should be provided.

10 List of appendices to the clinical investigation report-

(a)
(b)
()
(d)
(e)
()
(€9)
(h)

@
&)

Protocols and amendments.

Specimen of Case Record Form

Investigators’ name(s) with contact addresses, phone, e-mail etc.

Patient data listings (e) List of investigation participants treated with investigational product
Discontinued participants

Protocol deviations

CRFs of cases involving death and life threatening adverse event cases

Publications from the investigation

Important publications referenced in the study

Audit certificate, if available

Investigator’s certificate that he or she has read the report and that the report accurately describes the

conduct and the results of the study.
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Eighth Schedule
(See rule 82)

Exemptions

SL

No.

Class of medical devices

Extent and conditions of exemption

Class A medical devices (only

voluntarily)

The provisions of Chapter IV of these rules which required them to be
covered by a licence for sale provided that the medical devices have

been manufactured by registered manufacturers.

Custom made device.

All provisions of Chapter IV and Chapter V of these rules, subject to
the condition that the device is being specifically made in accordance
with a duly qualified medical practitioner’s written prescription under
his responsibility, in accordance with specific design, characteristics
and the same is intended for the sole use of a particular patient and the

label contain the words ‘custom made device’.

Explanation.- Mass produced devices, which only need adoption to
meet the specific requirement of a medical practitioner or any other

professional user, shall not be considered as custom made device.

Medicated dressings and bandages

for first aid.

The provisions of Chapter X of these rules which require them to be
covered by a sale licence, subject to conditions that such products have

been manufactured by registered manufacturers.

Medical devices supplied by a
registered medical practitioner to
his own patient or any medical
device supplied by a registered
medical practitioner at the request
of another such practitioner if it is
specially prepared with reference
to the condition and for the use of
an individual patient provided the
registered medical practitioner is
not (a) keeping an open shop or
(b) selling across the counter, for
distribution or sale of medical
devices in India to a degree which
render him liable to the provisions

of Chapter IV of the Act and the

All provisions of Chapter X of these rules which requires them to be

covered by a sale licence subject to the following conditions:-

(a) The medical devices shall be purchased only from a dealer or a
manufacturer licensed under these rules, and records of such purchases
showing the name and quantities of such medical devices, together
with their batch numbers and names and addresses of the
manufacturers shall be maintained. Such records shall be open to
inspection by medical device officer appointed under this Act, who
may, if necessary make enquiries about purchases of the medical

devices and may also take samples for test.

(b) The medical devices will be stored under proper storage conditions

as directed on the label.

(c) No medical device shall be supplied or dispensed after the date of
expiration recorded on its container, label or wrapper or in violation of

any statement or direction recorded on such container, label or

239
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rules made thereunder. wrapper.

5 Medical devices supplied by a | All provisions of Chapter X of these rules which requires them to be
hospital or dispensary maintained | covered by a sale licence subject to the following conditions:-
or supported by Government or

(a) The dispensing and supply of medical devices shall be carried out

local body. by or under the supervision of qualified person;

(b) The premises where medical devices are supplied or stocked shall
be open to inspection by a medical device officer appointed under this

Act who can, if necessary, take samples for test.

(c) The medical devices shall be stored under proper storage

conditions.

(d) The medical devices shall be purchased from a manufacturer or a
dealer licensed under these rules or received as transferred stocks from
hospital stores for distribution. Records of such purchases or receipts

shall be maintained.

(e) No medical device shall be supplied or dispensed after the date of
expiration recorded on its container, label or wrapper or in violation of
any statement or direction recorded on such container, label or

wrapper.

6 Mechanical contraceptives The provisions of Chapter X of these rules which require them to be
covered by a sale licence subject to condition that the provisions of
condition (17) of rule 65 of Drugs and Cosmetics Rules, 1945 are
complied with by the person stocking or selling mechanical

contraceptives.

Appendix
Form MD1

[See sub-rule (2) of rule 12]
Application for grant of Certificate of Registration of a Notified Body

To
The Central Licensing Authority,
Sir/Madam,
I/'We, (Name of the firm) hereby apply for the grant of registration certificate to be a
Notified Body situated at (full address with telephone and e-mail ID) for below listed

medical device(s), as per the classification specified in the Medical Devices Rules, 2016.

1. Medical device(s):

S.N. Generic name Class of medical devices
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2. I enclose herewith the documents as specified in the Part I of the Third Schedule duly signed by me for grant of
registration to be a Notified Body.

3. Ishall comply with the provisions of the Drugs and Cosmetics Act, 1940 and the Medical Devices Rules, 2016.

4. A fee of Rs. has been credited to the Government under the Head through Challan No.
dated (attached in original).

I undertake to comply with all conditions provided under Part II of the Third Schedule of the Medical Devices Rules,
2016.

Place
Date
Signature
(Name and designation)
Seal or Stamp of designated
person in India
Form MD2
[See sub-rule (3) of rule 12]
Certificate of Registration for a Notified Body under the Medical Devices Rules, 2016
Registration No.:
1. Mls, (Name of the firm) situated at (full address with
telephone and e-mail) has been registered as a Notified Body of following Class A and/or Class B medical
devices.

2. Medical device(s):

S.N. Generic name Class of medical devices

2. This Registration shall be in force from to unless it is sooner suspended or cancelled under
the Medical Devices Rules, 2016.

3. This Registration is subject to the conditions as specified in the Drugs and Cosmetics Act, 1940 and the Medical
Devices Rules, 2016.

Place Central Licensing Authority
Date Seal or Stamp

Form MD3
[See rule 15(1)]

Application for Grant of Licence to Manufacture for Sale and Distribution of Class A or Class B medical device
To

The State Licensing Authority,
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Sir/Madam,

I/We, M/s (Name and address of administrative office of the manufacturer) situated at
(full address of manufacturing site with telephone and e-mail) hereby apply for the grant of
licence to manufacture for Sale and Distribution of Class A or Class B medical device on the premises below listed
medical device.

1. Details of medical device(s) under this licence as per list enclosed in the following format.

S1. Generic Brand | Model | Dimension | Intended Shelf Sterile or Class of medical
N. name name | No. use life Non sterile device

2. The names, qualifications and experience of the competent technical staff responsible for the manufacture and testing
of the above mentioned medical device(s):

(a) Details of staff responsible for manufacture..........c...cocceveriiriinenieiienieeeceeeeee e
(b) Details of staff reSponsible fOr tEStINE........ccveririiririiirieiereee et

3. The manufacturing site is ready for audit or shall be ready for auditon ...........................

4. 1 shall comply with the provisions of the Drugs and Cosmetics Act, 1940 and the Medical Devices Rules, 2016.

5. A fee of Rs. has been credited to the Government under Head of account through Challan
No. dated (attached in original).

Place Signature

Date (Name and designation)

Seal or Stamp

Form MD4
[See rule 15(2) and 15(3)]

Application for Grant of Licence to Manufacture for Sale or for Distribution of (i) Class C or Class D or (ii) Class
A or Class B, and Class C or Class D Medical Devices.

To
The Central Licensing Authority,

Sir/Madam,

I/We, M/s (Name and address of administrative office of the manufacturer) situated at
(full address of manufacturing site with telephone and e-mail) hereby apply for the grant of
licence to manufacture for sale and distribution of medical device as listed below.

2. Details of medical device(s) under this licence as per list enclosed in the following format.

S.N. Generic Brand Model No. | Dimension | Intended Shelf life Sterile or Class of
name name use Non medical
sterile device

2. The names, qualifications and experience of the competent technical staff responsible for the manufacture and testing
of the above mentioned medical device:

(a) Details of staff responsible for manufacture.............ccoccoceercencnenne.
(b) Details of staff responsible for testing...........cocevveeveenerieneneenennens

3. The manufacturing site is ready for inspection or audit or shall be ready for inspection or audit on
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4.1 shall comply with the provisions of the Drugs and Cosmetics Act, 1940 and the Medical Devices Rules, 2016.

5. A fee of Rs. has been credited to the Government under Head through Challan No.
dated (attached in original).

Place Signature

Date (Name and designation)

Seal or Stamp

Form MD5
[See rule 16(1)]

Application for Grant of Loan Licence to Manufacture for Sale or for Distribution of Class A or Class B medical

device
To
The State Licensing Authority,

Sir/Madam,

I/We, M/s (Name and full address of administrative office with telephone and e-mail)
hereby apply for the grant of loan licence to manufacture for sale and distribution of Class A or Class B medical device
on the premises situated at (address of manufacturing facility where the
manufacturing will be carried out along with the licence number) C/o (name of manufacturing

site licence holder) for below listed medical device(s).

3. Details of medical device(s) under this licence as per list enclosed in the following format.

S.N. | Generic name Brand | Model | Dimension | Intended Shelf Sterile or Class of medical
name | No. use life Non sterile device

2. The names, qualifications and experience of the competent technical staff responsible for the manufacture and testing
of the above mentioned medical device:

(a) Details of staff responsible for manufacture...........ccecceeveeenieeneenen.
(b) Details of staff responsible for testing..........ccoceeveerieeneenieeinienieeneene

3. The manufacturing site is ready for inspection or shall be ready for inspectionon ...........................

4. 1 shall comply with the provisions of the Drugs and Cosmetics Act, 1940 and the Medical Devices Rules, 2016.

5. A fee of Rs has been credited to the Government under Head through Challan No.
dated (attached in original).

Place Signature of manufacturer

Date (Name and designation)

Seal or Stamp

Form MD6
[See rule 16(2) and 16(3)]

Application for Grant of Loan Licence to Manufacture for Sale and Distribution of (i) Class C or Class D or (ii)
Class A or Class B, and Class C or Class D Medical Devices.
To
The Central Licensing Authority,
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Sir/Madam,

I/'We, M/s (Name and full address of administrative office with telephone and e-
mail)hereby apply for the grant of loan licence to manufacture for Sale and Distribution of medical device on the
premises situated at (address of manufacturing facility where the manufacturing
will be carried out along with the licence number) C/o (name of manufacturing site licence
holder) for below listed medical device(s).

4. Details of medical device(s) under this licence as per list enclosed in the following format.

S.N. | Generic name Brand | Model | Dimension | Intended Shelf Sterile or Class of medical
name | No. use life Non sterile device

2. The names, qualifications and experience of the competent technical staff responsible for the manufacture and testing
of the above mentioned medical device:

(a) Details of staff responsible for manufacture...........ccocceevveenieeneenen.
(b) Details of staff responsible for testing..........coccevueevierieineeniieeneenne

3. The manufacturing site is ready for inspection or shall be ready for inspectionon ...........................

4. I shall comply with the provisions of the Drugs and Cosmetics Act, 1940 and Medical Devices Rules, 2016.

5. A fee of Rs has been credited to the Government under Head through Challan No.
dated (attached in original).

Place Signature of manufacturer
Date (Name and designation)

Seal or Stamp

Form MD7
[See rule 20(1)]
Licence to Manufacture for Sale and Distribution of (i) Class C or Class D or (ii) Class A or Class B, and Class C
or Class D Medical Devices.

Licence Number: ..........

M/s. (Name and full address of manufacturer with telephone, fax and e-mail) is hereby
licensed to Manufacture for Sale and Distribution of below listed medical device(s) on the premises situated at
(address of manufacturing facility where the manufacturing will be carried out).

5. Details of medical device(s) under this licence as per list enclosed in the following format.

S.N. GenericName | Brand Model Dimension | Intended Shelf life Sterile/Non | Class of medical
name No. Use Sterile device

1. The names, qualifications and experience of the competent technical staff responsible for the manufacture and
testing of the above mentioned medical device(s):

(a) Details of staff responsible for manufacture...........ccocceecveevieeneenen.
(b) Details of staff responsible for testing..........coccevveevieerieineenvieeneenn.
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2. Any other medical device(s) manufactured by the said manufacturer as may from time to time be endorsed on this
licence.

3. This licence is subject to the conditions as specified in the Drugs and Cosmetics Act 1940 and the Medical Devices
Rules, 2016.

Place: *Central Licensing Authority/*State Licensing
Date: Authority
Seal or Stamp

*Delete whichever is not applicable.

Form MD8
[See rule 20(1)]

Loan Licence to Manufacture for Sale and Distribution of Class A or Class B or Class C or Class D medical device
Loan Licence Number: ..........

M/s (Name and full address of manufacturer with telephone, fax and e-mail) is hereby
licensed to Manufacture for Sale and Distribution of below listed medical device(s) on the premises situated at
(address of manufacturing facility where the manufacturing will be carried out
along with the licence number) C/o (name of manufacturing site licence holder).

6. Details of medical device(s) under this licence as per list enclosed in the following format.

S.N. Generic Brand Model Dimension | Intended Shelf life | Sterile or | Class of medical
name name No. use Non device
sterile

1. The names, qualifications and experience of competent technical staff responsible for the manufacture and testing
of the above mentioned medical device:

(a) Details of staff responsible for manufacture..........c..cceceveevcrcncnee.
(b) Details of staff responsible for testing...........ccoceecveveevieneerereencnnne.

2. Any other medical devices manufactured by the said manufacturer as may from time to time be endorsed on this
licence.

3. This licence is subject to the conditions as specified in the Drugs and Cosmetics Act 1940 and the Medical
Devices Rules, 2016.

Place *Central Licensing Authority/*State Licensing
Date Authority
Seal or Stamp

*Delete whichever is not applicable.

Form MD9
[See rule 21(ix)]
Form in which the Audit or Inspection Book shall be maintained.
(A) The cover of the audit or inspection book contain the following particulars, namely:-
1. The name and address of the licensee
2. Licence number
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(B) (i) The pages of the audit or inspection book shall be serially numbered and duly stamped by the Central
Licensing Authority*/State Licensing Authority*. The pages, other than the first and the last pages, shall have the
following particulars:-

Name and designation of the auditor or medical device officer who audit or inspects the premises of the licensee:
Date of audit or inspection
Observations of the auditor or medical device officer

Signature of the auditor or medical device officer

(i) The first and last pages of the audit or inspection book shall be endorsed by the Central Licensing
Authority*/State Licensing Authority* with the following words, namely:-

Audit or inspection book maintained by M/s situated at for licence
number in Form under the Medical Device Rules, 2016.

*Central Licensing Authority/
*State Licensing Authority
Seal or Stamp.
*Delete whichever is not applicable.

Notes:

(1) Printed copy of the Inspection Book may be obtained by the licensee from the Licensing Authority on payment
as may be specified by concerned Licensing Authority from time to time.

(i1) The audit or inspection book shall be maintained at the premises of the licensee.

(ii1) The original copy of observations made by the auditor or medical device officer shall be maintained in the
premises of the licensee and duplicate copy shall be sent to the Central Licensing Authority/State Licensing
Authority. The triplicate copy shall be taken as record by the auditor or medical device officer.

Form MD10
[See rule 27(1)]
Application for licence to manufacture medical device for purpose of clinical investigations, test, evaluation,
examination, demonstration or training

To
The Central Licensing Authority,

Sir/Madam,

I/We, .o , of ... . hereby apply for a licence to manufacture the medical device
specified below for the purpose of chnlcal 1nvest1gat10ns test, evaluation, examination, demonstration or training at
............................................. (Name and address, where clinical investigations or test or evaluation or
demonstration or training is to be carried out).

2. Details medical device to be manufactured.

S.N. Generic name Class of medical Quantity proposed to be
device manufactured
3. A fee of Rs has been credited to the Government under Head through Challan No.
dated (attached in original).
Place Signature of manufacturer
Date (Name and designation)

Seal or Stamp
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Form MD11
[See rule 27(2)]
Licence to Manufacture Medical Devices for the Purposes of Clinical Investigations or Test or Evaluation or
Demonstration or Training

.................................. , Ofucceciieiieeieennee.s, 18 hereby licensed to manufacture the medical device(s) specified below
for the purposes of clinical investigations or test or evaluation or demonstration or training at
.................................... (address of the premise).

S.N. Generic name Class of medical device | Quantity proposed to be manufactured

2. This licence is subject to the conditions prescribed under the Medical devices rules, 2016.

3. This licence shall, unless previously suspended or revoked, be in force for a period of three year from the date
specified below.

Place Central Licensing Authority
Date Seal or Stamp
Form MD12
[See rule 30(2)]
Application for issue of import licence to import medical device
To
The Central Licensing Authority,
Sir/Madam,
I/We, , (Name, full address, as per wholesale licence or manufacturing licence, of

authorised agent with telephone, fax and e-mail address) hereby apply for grant of licence to import medical device(s)
manufactured at the manufacturing site(s) mentioned below.

7. Particulars of overseas Manufacturer, Manufacturing site(s):

Sr. Name and address of manufacturer Name and address of manufacturing site (full address with
No. (full address with telephone, fax and | telephone, fax and e-mail address of the manufacturing site)
e-mail address of the manufacturer)

8. Details of medical device(s) under this licence as per list enclosed in the following format.

SL. Generic Brand Model Dimensi | Intended | Shelf life | Sterile or | Class of medical
No. name name No. on use Non device
sterile

4. I enclose the documents as specified in the Fourth Schedule for grant of licence to import medical device(s) for
manufacturer and manufacturing site stated above.

5. A fee of Rs has been credited to the Government under Head through Challan No.
dated (attached in original).
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I undertake to comply with all conditions as specified in Medical Device Rules, 2016 required to obtain licence to import
medical device(s) for manufacturer and manufacturing site(s).

Place
Date

Signature

(Name and designation)
Seal or Stamp of authorized
agent in India

Form MD13
[See rule 32(1)]
Licence to Import Medical Device

Licence No.:

M/s (Name, full address, as per wholesale licence/manufacturing licence, of
authorised agent with telephone and e-mail address) is hereby licensed to import the medical device(s)
manufactured by overseas manufacturer having manufacturing site as specified below.

2. Details of manufacturer and manufacturing site under this licence.

Sr. No. Name & address of manufacturer Name & address of manufacturing site
(full address with telephone and e- (full address with telephone and e-mail address of the
mail address of the manufacturer) manufacturing site)

3. Details of medical device(s) under this licence as per list enclosed in the following format.

S.N. | Generic Brand Model | Dimension | Intended | Shelf Sterile/Non Class of medical
Name name No. use life sterile device
4. The authorised agent M/s. will be responsible for the business activities of the

manufacturer, in India in all respects.

5. This licence is subject to the conditions prescribed under the Medical devices rules, 2016.
6. This licence shall be in force, unless previously suspended or revoked, from the date of issue.

Place Central Licensing Authority
Date Seal or Stamp

Form MD14
[See rule 36(3)]
Application for Licence to Import Medical Devices for the Purposes of Clinical Investigations or Test or
Evaluation or Demonstration or Training

To
The Central Licensing Authority,
Sir/Madam,
I/We, i ,of .oo.ooo. oo hereby apply for a licence to import the medical device specified
below from M/s. ...........ccoociiiiiiiiiiiiiiiiiiiieeeeeeennne.. (Name and full address of overseas manufacturer) for the

purpose of clinical investigations, test, evaluation, examination, demonstration or training at
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..................................................... (Name and address, where clinical investigations or test or evaluation is

to be carried out).

S.N. GenericName Class of medical Quantity proposed to be imported
device

2. I shall comply with the provisions of the Drugs and Cosmetics Act, 1940 and the Medical Devices Rules, 2016.

3. A fee of Rs. has been credited to the Government under Head through Challan No.
dated (attached in original).
Place Signature of applicant
Date Seal or Stamp
Form MD15
[See rule 36(4)]

Licence to Import Medical Devices for the Purposes of Clinical Investigations or Test or Evaluation or
Demonstration or Training
............................................. is hereby licensed to import the medical device specified below from M/s
..................... (Name and full address of overseas manufacturer) for the purposes of clinical investigations or test or
evaluation or demonstration or training at ........................ (Name and address, where clinical investigations or

test or evaluation or is to be carried out).

SL Generic name Class of medical Quantity proposed to be imported
No. device

2. This licence is subject to conditions prescribed under the Medical devices rules, 2016.

3. This licence shall, unless previously suspended or revoked, be in force for a period of three year from the date
specified below:-

Place Central Licensing Authority
Date Seal or Stamp

Form MD16
[See rule 37(1)]
Application for Licence to Import Medical Devices for the Purposes by a Government Hospital or Statutory
Medical Institution for the treatment of patients

To
The Central Licensing Authority,

Sir/Madam,
I (Name and designation) of
....................................... (Name of the Government Hospital or Statutory Medical Institution) hereby apply
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for a licence to import small quantities of medical device specified below manufactured by M/s.
............................... (Name and full address of overseas manufacturer) for the purpose of treatment of patients
for the AISEASE...uvveeeirieeeeiree et (Name of the disease)...........coeeunen..
Al (name and address of the hospital).

2. Details of medical device to be imported:

Name of Medical devices Quantities which may be imported

3. Ishall comply with the provisions of the Drugs and Cosmetics Act, 1940 and Medical Devices Rules, 2016.

4. A fee of Rs. has been credited to the Government under Head through Challan No.
dated (attached in original).

Place ........... Signature..........cooeieiiiiinn

Date ........... Name.........o.ooooiviiii.

Certificate
Certified that the medical device specified above for import are urgently required for the treatment of patients
suffering from .........cceceevveiriinneenns and that the said medical device is not available in India.
Place ...........
Signature..........c.oooeviiiinin
Date ........... Medical Superintendent of the Government Hospital/Head of

Statutory Medical Institution Seal or Stamp

Form MD17
[See rule 37(2)]
Licence to Import Medical Device by a Government Hospital or Statutory Medical Institution for
the treatment of patients

Licence No.

Dr (Name and designation) of (Name of Hospital or
Statutory Medical Institution) here by grant licence to import from M/s ....................... (Name and full
address of manufacturer) the medical devices specified below for the purpose of treatment of patients for the
disease (name of the disease) at .............cooeiiiiiiiiiiiiinin... (name and address of the
hospital).

2. Details of medical device to be imported:

Name of medical device Quantities which may be imported

3. This licence shall, unless previously suspended or revoked, be in force for a period of one year from the date
of issue specified above.

Place Central Licensing Authority
Date Seal or Stamp



[T II—-®E 3(i) ] YR kT TSI+ STHIEROT 251

Form MD18
[See rule 38(1)]
Application for Licence to Import Small Quantity of Medical Devices for Personal Use

To
The Central Licensing Authority,

Sir/Madam,

resident of...................c. by occupation................... hereby apply for a
permission to import the medical device specified below for personal use manufactured by .......c...ccceeuerrenenne. (Name
and full address of manufacturer) for the treatmentof .................. (name of the disease).

Name of medical device Quantity which may be imported

2. The prescription from a registered medical practitioner prescribing the need for the said medical device is attached.

3. The particular of the patients is specified below.

Name Age Gender Complete Address

Place Signature of applicant
Date

Form MD19
[See rule 38(2)]

Permission to Import of Small Quantities of Medical Devices for Personal Use

Permit No. Date

.................................... is hereby permitted to import the medical device manufactured

DY.ieiiieienieeeee (Name and full address of manufacturer) specified below for personal use.

Name of the medical device Quantity

2. This licence is subject to conditions prescribed in the Medical Device Rules, 2016.
3. This licence shall, unless previously suspended or revoked, be in force for a period of six months from the
date of issue specified above.

Central Licensing Authority
Seal or Stamp
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Form MD20
[See rule 45(1)]
Application for Grant of permission to conduct Clinical Investigation

To
The Central Licensing Authority,

Sir/Madam,

I/'We, , of M/s. (Name and full address) hereby apply
for the grant of permission to conduct clinical investigation for investigational medical device as per clinical
investigation plan dated on the below mentioned clinical investigation sites and
investigational medical device(s).

2. Details of medical device(s) under this licence as per list enclosed in the following format.

S.N. Generic name Intended use Class of medical device

3. Details of clinical investigation site(s):

S.N. Name and address of Ethics Committee details Name of Principle Investigator
site(s)

4. The documents as specified in the Seventh Schedule are enclosed.

5. I shall comply with the provisions of the Drugs and Cosmetics Act, 1940 and Medical Devices Rules, 2016.

6. A fee of Rs has been credited to the Government under Head through Challan No.
dated (attached in original).

Place Signature of sponsor

Date (Name and designation)

Seal or Stamp

Form MD21
[See rule 45(6)]
Grant of permission to conduct Clinical Investigation

Permission No.

I/We, , of M/s. (Name and full address) hereby
apply for the grant ef permission to conduct clinical investigation for investigational medical device as per clinical
investigation plan dated on the below mentioned clinical investigation sites and

investigational medical device(s).

2. Details of medical device(s) under this licence as per list enclosed in the following format.

S. N. Generic name Intended use Class of medical device
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3. Details of clinical investigation site(s):

S.N. Name and address | Ethics Committee details Name of Principle Investigator
of site(s)

4. This permission is subject to conditions as specified in the Act and Medical Device Rules, 2016.

Place Central Licensing Authority
Date Seal or Stamp
Form MD22
[See rule 52(2)]
Application for Grant of permission to conduct Clinical Performance Evaluation
To
The Central Licensing Authority,
Sir/Madam,
M/s (Name and full address of manufacturer with telephone and e-mail) hereby apply
for the grant of permission to conduct clinical performance evaluation of new in vitro diagnostic device as per clinical
performance evaluation plan dated: on the below mentioned laboratory(s) or institution(s)
involved.

2. Details of new in vitro diagnostic medical device under this permission as per list enclosed in the following format.

S1. No. Name Intended use Class of new in vitro diagnostic device

3. Details of laboratory(s) or institution(s) involved.

S.N. Name and address Ethics Committee details | Name of the Investigator(s)
of site(s)

4. The documents as specified in sub-rule (3) of rule 52 of Medical Device Rules, 2016 are enclosed.

5. I shall comply with the provisions of the Drugs and Cosmetics Act, 1940 and Medical Devices Rules, 2016.

6. A fee of Rs has been credited to the Government under Head through Challan No.
dated (attached in original).

Place: Signature of sponsor

Date: (Name and designation)

Seal or Stamp

Form MD23
[See rule 52(5)]
Grant of permission to conduct clinical performance evaluation
Permission No.

M/s (Name and full address of manufacturer with telephone and e-mail) is hereby
granted permission to conduct clinical performance evaluation of new in vitro diagnostic device as per clinical
performance evaluation plan dated: on the below mentioned laboratory(s) or institution(s)

involved.
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2. Details of new in vitro diagnostic medical device:

S.N. Name Intended use Class of new in vitro diagnostic device

3. Details of laboratory(s)/institution(s) involved.

S.N. Name and address Ethics Committee details | Name of the Investigator(s)
of site(s)

4. This permission is subject to conditions as specified in the Act and Medical Device Rules, 2016.

Place Central Licensing Authority
Date Seal or Stamp
Form MD24
[See rule 57(1)]
Application for grant of permission to import or manufacture medical device does not have predicate medical
device
To

The Central Licensing Authority,

Sir/Madam,
I/We, i, , of Lo (Name and address of applicant) hereby apply for
grant of permission to import or manufacture medical device(s), manufactured at ....................cooiii. (address of

manufacturing site), does not have predicate medical device and has undergone clinical investigation.

4. Details of medical device:

S.N. Generic Brand Model No. | Dimension Intended Shelf life Class of medical
name name use device

4. The documents as specified in part IV of the Fourth Schedule Medical Device Rules, 2016 are enclosed.

3. A fee of Rs has been credited to the Government under Head through Challan No.
dated (attached in original).

Place Signature of manufacturer

Date (Name and Designation)

Seal or Stamp
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Form MD25
[See rule 57(3)]
Permission to import or manufacture medical device does not have predicate medical device
Permission No.

The medical device(s) specified below manufactured by M/s. (Name and full address of

manufacturer with telephone, and e-mail) having manufacturing site (address of manufacturing
site), is hereby permitted to import or manufacture.

2. Details of medical device(s):

S.N. Brand

name

Model No. Intended

use

Shelf life Class of

medical device

Generic Dimension

name

3. This permission is subject to conditions as specified in the Act and Medical Device Rules, 2016.
Central Licensing Authority

Place Seal or Stamp

Date

Form MD26
[See rule 58(1)]
Application for grant of permission to Import or Manufacture of New In Vitro Diagnostic Medical Device
To
The Central Licensing Authority,
Sir/Madam,
I/We, i, , Of o (Name and address of applicant) hereby apply for

grant of permission to import or manufacture new in vitro diagnostic medical device(s), manufactured at

(address of manufacturing site), does not have predicate medical device and has undergone

clinical performance evaluation.

4. Details of new in vitro diagnostic medical device(s):

S.N.

Name

Brand
name

Model No.

Intended
use

Shelf life

Class of medical device

5. The documents as specified in part IV of the Fourth Schedule Medical Device Rules, 2016 are enclosed.

5. A fee of Rs.

dated

Place
Date

has been credited to the Government under Head through Challan No.

(attached in original).

Signature of manufacturer
(Name and designation)
Seal or Stamp
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Form MD27
[See rule 58(3)]
Permission to Import or Manufacturer New In Vitro Diagnostic Medical Device
Permission No.

The new in vitro diagnostic medical device(s) specified below manufactured by M/s.

(Name and full address of manufacturer with telephone, and e-mail) having

manufacturing site (address of manufacturing site), is hereby permitted to import or

manufacture.

2. Details of medical device(s):

S.N. Name Brand Model No. | Intended Shelf life Class of medical device
name use

3. This permission is subject to conditions as specified in the Act and the rules.

Place Central Licensing Authority
Date Seal or Stamp

Form MD28
[See rule 61(2) and 62]

Report of Test or Evaluation of Medical Devices by Medical Device Testing Officer

It is certified that the samples having serial number of memorandum or receipt number
.................. purporting to be sample of .........................received on ................from ...................... has

been tested or evaluated and the results of tests or evaluation is as stated below.

2. The conditions of seals on the packet or on portion of sample or container were as follows

3. Based upon the test or evaluation and in the opinion of undersigned the sample is of standard quality/not of standard
quality/adulterated/misbranded/spurious, as defined in the Drugs and Cosmetics Act, 1940 for the reasons given
below:-

Date...........oo.el. Medical Device Testing Officer
Seal or Stamp

Form MD29
(See rule 62)

Application from a purchaser for test or evaluation of a Medical Device under section 26 of the Drugs and
Cosmetics Act, 1940

To
The Central Licensing Authority,

Sir/Madam,
1. Full name and address of the applicant

2. Occupation

3. Name of medical device purporting to be contained in the sample
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4. Name and full address of the pharmacy or concern where the medical device was purchased.
5. Date on which purchased ............ccocvveriiiiiiininieneiceceeee e (invoice attached)
6. Reasons why the medical device is being submitted for test or evaluation...............................

7. A fee Of TUPEES ...oovvviiiiiiiiiiieeeeeeee e as charged by medical device testing centre has been paid under

receipt number .............. dated: ...........

I hereby declare that the medical device being submitted for test or evaluation was purchased by or for me. I
further declare that the sample of the medical device being sent for test or evaluation is exactly as it was purchased and

has not been tampered with in any way to reduce its potency.

Date........coeevnen. Signature
Seal or Stamp

Form MD30
(See rule 65)
Order Under Section 22(1)(c) of the Drugs and Cosmetics Act, 1940 requiring a person
not to dispose of stock in his possession

Whereas, I have reason to believe that the stocks of medical devices in your possession, detailed below contravenes the
provisions of Section 18 of the Drugs and Cosmetics Act, 1940;
Now, therefore, I hereby require you under clause (c) of sub-section (1) of Section 22 of the said Act, not to dispose of
the said stock for a period of..................... days from the date of this order.

Date......ccccceueenee. Medical Device Officer
Seal or Stamp

Details of stock of medical devices.
Date......ccccceueenee. Medical Device Officer
Seal or Stamp

Form MD31
(See rule 67)
Receipt for stock of medical devices for record, register, document or material object
seized under Section 22(1) (c) or (cc) of the Drugs and Cosmetics Act, 1940
The stock of medical devices or records, registers, documents or material objects, detailed below has/have this day been

seized by me under the provisions of clause (c) or clause (cc) of sub-section (1) of Section 22 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), from the premises Of ..., situated at
Date.......cceeeueenee. Medical Device Officer

Seal or Stamp

Details of stock of medical devices or records, registers, documents or material objects seized.
Date.....ccooveunnnnenn. Medical Device Officer

Seal or Stamp



258 THE GAZETTE OF INDIA : EXTRAORDINARY [PART ITI—SEC. 3(i)]

Form MD32
(See rule 69)
Intimation of Person from Whom Sample is taken
To
I have this day taken from the premises of ................... situated at ................... samples of medical devices
specified below for the purpose of test or evaluation.
Date .....cccccevueeneen. Medical Device Officer

Seal or Stamp
Details of sample of medical devices.
Date.....cccccecuenenne. Medical Device Officer
Seal or Stamp

Form MD33
(See rule 70)
Receipt for Sample of medical device(s) taken where fair price tendered thereof under

sub-section (1) of Section 23 of the Drugs and Cosmetics Act, 1940 is refused

Whereas I, this ................. day of ................ , have taken from the premises situated at ....... samples of medical
devices as specified below:

Details of samples-

And whereas I had offered to you rupees .............. as the fair price of the samples of aforesaid medical devices taken:
And whereas, you have refused to accept the fair price tendered thereof;

Now, therefore, I give you this receipt as the fair price tendered for the samples of the medical devices taken by me.

Date.....ccooveuunneee. Medical Device Officer
Seal or Stamp

Form MD34
[See rule 71(1)]
Memorandum to Medical Device Testing Officer

Serial No. of Memorandum .......
From
To

The Medical Device Testing Officer

The sample of medical device described below is enclosed for test or evaluation under the provisions of clause
(i) of sub-section (4) of section 23 of the Drugs and Cosmetics Act, 1940.
The sample of medical device has been marked by me with following mark.

Date......cccouveenen. Medical Device Officer
Seal or Stamp
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