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1. %1.f.640(37).— ot i ywee araft A, 1945 &7 &fiw gevas e & fore wftawer e Faw srafer
e saTga AT sTfafeEe, 1940 (1940 &1 23) FT oTer 33 3 &7 9fSd &meT 12 FT STUeAT FAHT AL 6 ToTqT
FETTIOT, AT 11, G 3, ITET (i), aTE 29 AT, 2016 | ATLT TR & FATET AT TATE FHedT0 HATAT (TATEeT
e afEr wearor faem) it srfag=ET geais 357(3), i 29 A7TH, 2016 F1T S o v o, e ger 39
FRAl |, e 399 IA1ad g it §971aT 21, 39 aria §, fSaer 39 feg=ar arer Tsrae &t afaat se=ar wi

ITAS FIT &1 TS 2l, Tarei i fae i rafer it FHIH % 0F AT oY AT A =q 670 77 o
e oo i SfAET STar F i 29 AT, 2016 FT Iuersy FA7 &7 T off;
T Fea T TLHTE T I (AT 6 Garel § SAAar & 7o ey i gAmai 92 f@=m w2 oy @ g;

AT, AT Feal T TLRTT AT ST TETe TAAT srferfaas, 1940 Ft g 33 & |7 afsad 9T 12 F refid waea
QIRAT T TART T g, AT Tohet 1oh] HATZHIL ATe | TLH FTed o TAT SO 2 Tq7e Aot 7, 1945 =7

e Ferrerd e & forw Aeaforfag Faw aardt 8, stai;-
1. (1) == o=t =t wferT /e sirafer sfiv Jemee arRit (|79 serge) 9w, 2016 3 |
(2) & TS | I ATAH T A A TG B |
2. sty s sTe ATt e, 1945 (Sreg 289 570 9T I (a9 g1 3 2) & fFaw 69 4, -
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(F) SUTIw (2) & @ (1) ®, “OqgHAT T T AqgAT 3 H AHd” AT, A T FF F T 4 AT
ATl & Hatad gt < o et gt sfiw za-fagr Aerfae giteat & gafaa sqg=t =3 7 fAfae” o=, e o
3 T ST

(@) Safe=w (5) #, “IgAT T ¥ AqgAT 3 § afiha’ 9eal, FeAl AT i F €9 UL, “Hus(17 Icaral o
et sqgHET < & fafhcar gt s z3-fagr derfae gfvrat & gafaq st =3 # [Afde” o=, saw sz s
ST |
3. < Tt % e 697 # -

() St (1) ¥, “SAgAT T ST AqGAT T3 | AAha” Aeal, AFU AT FF F T TGOS 1T a1l o
Haterd gt © @i i gt s za-fagr aart=s gt & gafaa aageT =3 # e aes, e o7 &% @
STUT;

(@) Iufaaw (3) #, ‘g T X sqg=t 23 § fAfAfEe” aeal, sted oiw o & w1 o “qushiy 3l |
Haterd gt © @i i gt s za-fagr aart=es gitmt & safaa aageT =3 # e aes, sew o oF @
STTUAT |
4. I ot & W 75 9,-

(F) St (1) ¥, “Aqg=AT T ¥ qqgAT T3 | AA(ha” A=al, AL AT FF & ©IF I “GUSH 1T Ica1ai o
Tt gt < & e givrat s z3-fagr derfae gfvrat & gefaq st =3 # [Afde” o=, s sz s
STUT;

(@) SufaTw (2) ®, “AqgHAT T T AT 3 H afiFa’ AsEl, FAL T HF & T UL GUST IcATET H
et gt < &t givrat s z3-fagr derfae gitrat & gefaq st =3 # [Afde” o=, s sz s
ST,

() SU=EH (5) #, “AqgAT T T AqLAT T3 § ATFha” oeal, AL AT 3 F T TGOS 1T IcqTal |
Haterd gt < @i i gt s za-fagr dart=s gt & @afaa aqgeT =3 # [Afde” aes, aew o7 &% @
ST |
5. I AFET & FFw 75% & SufHaH (1) H, “SOqgHT € 67 AqgHT €3 § aha” Meal, FeA AT 3F § A I
“AOUST T IATRT § Hated =1 € & =i gt o z73-fagr d=rfas gieat @ gafaq sqae=T 23 § e a=s,
T AT 3 TG SAT0 |
6. I Tt & e 76 -

(i) 9T (2) 3T 9T (3) o T U2 Aefertaa ord HAer: T o, Toiq:-

“(2) THET saEe, SrEET AuSiT Icaral # AT F3 Fw 9w g, AT € H FATACE UG’ F arad
T |

(2%) AT saEe, et e it ¢ q3-fagr dars girat w1 [ w1 1 geae 8, Sqa=T =3
H arfAtas Frerdt Tae™ Jorret FT arer FHam

(3) A= AT T H TATHIIY AUSHT ITATET & (00 AT =T €3 H TeriAtee Fiewar gt o ==-
T darfae iRt & fore oate o, S0 3T SUeRT Iqersy FHITUAT |7

(ii) ot (8) w1 U, Mwferfaa o &t SATust, srari:-

“(8) HESHTT ITATET T ATATHAT ATLAT © § TATATAFRIAT ‘=t FAfawior wgfaat & sroeaveti 1 srqame=
F 37 et giwat i z9-fEer darfas gRet 7 aqataemT Sq=T 23 § TATATIw T Friere’ Tee qoren”
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FT TALATA T ATATAT FRM| ATGAT © FAfereaT ghrat & dag §, S+ siavia 29-faer aars giwat of €, sy 92t
CRLETN
7. I =T €, AqgHET 23 F w1 9T, Rutertad St T ST, a9

AT =3
[ 69, fRarm 69, gy 75, = 759 =i = 76 3f@m)

IR ST SrTeRt — sy e qRewat e E-FgY daTfas fwdt % R

1. ATHTIOT ALY

1.1 =9 AqGAT § FIel T&= TOITet! & forw Ot sroeqrd Ffafde 6 7€ 8 S wamr fGfawtar g e giet
e za-fagr qartas gwat & s siw A, fAfawin, G, aatcm, ofte, deamae @i afEteT & o BT
sToarT | #fe fAfemtar Rerea o s frarsars 98t #3a1 § 97 39 FIierdt Yage Yot § d@ag Fhar STos |
fafawtaT sraasiat #1 stafafad w2 & o =7 sTeeT & A9 H a9 &)

1.2 713 = AT & @ 7 (ITATE 1) § & A5 aroeqr Ut Fafehea i< ofiw 39-faer qarf== gieat &1, e+ oo
FITET TS TR AN 0T STt &, THId o HIET AW Al gl g, ar fafeatar  forg TET T sroer 1 et Frfeer
Tarerd TUITeAT § AT AT ATa97TF 781 ¢ |

1.3 7 AqLAT g7 Autera gtward, S Hfwar gt o 29-fagr aarfas gieat & oy grdt € fieg R fAfawtar
FIRT T Agl Rt Sirar g, fAfawtar 1 sawarfies € e o= ffqwtar £ srierdt ydum yorrett & Bara & o srar
gl

1.4 7% g AT, =8 91 # it sr0erst F AT WEd gU FAd Fg TATAA] § T g1 g 7 [ e Y= § a1 37
FAfAaTaT 1 Fae gl TULATH FT STTATAT FIA il SAALAFRAT g ST 3T TATAAL T AR BIAT & [o1H ag AT gall & |

1.5 39 aTq 9 S o simar g 6 =9 st # Gfafae Fricdt saee soret it sraer Scarat it T hl AueTe &
T 6 ATATFT & |

1.6 AT IAAT ST 39-Taer qarias RAAt & deehi a1 I & AfFararst fr SqEg=T & 9~ STadl & TREeT &
T H AN FLA o (o0 TcATEd (haT 7T 8l

2. AR EHT :

TH AT & IUAT JATT AT, TA-faer qariaes girat, Fite wdfEaast (FEm, deararea Indl, Rraartzar
godt), e ST, oo afgal, oed wevey, aed Hiad! Y foRr=, T oY Toh Heehl Ehahl aigd AT T2d SUgor st
= fafamtarst &1 9 g |

3. g 3= g :

3.1 afaa sy Rifevear giRe - U= wforr T gite, ST AW 37 990 F 9w § aeatutraT ar el s 8 a7
foreft wmpfos w9 & el siamemr grr o 31w afEe G s F o osrafia s s abear
(Frarfafer)  ward @@l a=t T+ arerfad g |

3.2 g R gfe - T e gfe, st sraa swrfwor & foro fae ot & & a1 /e srrar 997 9 ar
o g ®ter gearfad orf<r & forer orf<e & et eg we fedw &1

3.3 yweft g=eT :
faferwtaT g, e I o g-feagr dartae giorat & afar % g —
() freft Forfereem gfw sie z9-fagr derfae gt % s,
(=) Foreft FrfereaT af~F ofw =za-fer d=fas gfeat & s,
() T 7= siv ==-fagr Farfae et 6 s e &, See e yam G o, g,
(er) foreft Farferee af~e sie ==-fag aarfaer aftwat & arere,
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H SAqIEF TR TG 2 T 3H dae § TTg o 6 (o7 3 30 dae § F7 F1are 6 S0 A11g0, IT A1 6 daef
o, ST & TS g3 1T |
3.4 g fRrsraa - UHT forfera, serrerfee a1 vt sq=eT, S et vl e 1i siv za-fagr darfas gt
T, ST AT | AT T2 &, Tga, Frreret, femrgas, Fraaaar, qean, TaEsiar a1 sfasares § gafed Jieat o
st foRaT T
3.5 sy fRifancar giRe- U= e 7w, ST oo stawrerTT g -

() ATHE AT T AT AT T IS g quia: a7 sferd: wiEe R s ar

(@) et STFAT TqE AT A i Hdg Fl FEA,
= forT srerfra g =i S ST & a9 | w9 o G & forg agt ast et srarfaa g o e waer et ar
QTeAToTehedlT SALTEATIT ZTT &l eTAT ST Toha T 2l
3.6 THcH | UHT Tl Fgl AT, a7, THST, 9N, ATFeaAL, FHAAL, Ao T GATSTT AT g ST TFTL, Teohot a0l
TS T ATAYTH qI<F 6 AT % &9 § FieAfera o S+ foro smerfaa g 1
3.7 feoee Maar & ot gixe it A1 siiv weEfacares, seard st 8 S s=amr g RS # sraw s = 4
ERISISUEA

3.8 ST IeTes & v fSSired =2or a2 fesres yams & v §qof fRsmes v & oiq § & afvoms stfedq 8 | 9w
feres IeuTes e ATeer srfder & forw areme 81 St A RSTe Icared # A, ISHAT GRS S dafenT s
qf<F AT At ot & |

3.9 e qAfaarsd & RSTe sruarstt it T=THar T GeAiwa HId, TT ATATH I T FLA 6 (70 [SS13 & ara=d
T TEATHT L AT THEATHA KT TAT M 6 o0 orelt B2 6t aearast!, AT, FHag AT AT 2 |

3.10 T qf<h | H< UHT Ffw a1 FeT gie 1 a7 ITEmg Afssa g S 39T & o 3ugsh § AT F FA o AR
g, AT a8 T T g, et &I gelr A7 fAswiia B wam g1 srrar T8l |

3.11 =-fagr et 7 & =9 ot § [fde =9-fer aaf s girar afssa 8 R saia vHlt daras e e
Ffss dT &, ST ufer 3 Toree eyt Aferf=aw, 1940 Ft a7 3 F @2 (&) & 396 (i) & T a2 |

3.12 FEUTAS ITLaT e el agas ¥ Rt Ffautar % & Sy wi=r afne 8 S o &fRatar i e
I S Frfordt JurTett &7 T Fed AT IHH TFAT L AT TR 2 |

3.13 =¥ sqgHAT @ fAfae T gt & v girat st g s arafar s saree arnft sfafaaw, 1940 # g 3
F @T () F ITEE (iv) F F aAfeg=a g |

3.14 Frferdt sadtear & et fafawtar it et Jorret it UHt FHag, T T AfHa g, ST 39 a1d F7 Sa€n
e & forw 9T et 9¥ @i o9 ie argfty o i STt g o et yuret BRrserT s ve et &
T, FET, FTEr TorTett SRATal FT ST Fd &, Jg 1o FAT 3T ThATel o7 Grareads waredt &7 7 f6am Srar
g 3T 7g 3 77 7 wihard Frferdt quret Sgeat &l T F3d & o 396 ¢ |

3.15 Fferer A1t & FhET T35 & FIAITAS SALETAcd aTel THGas Il TATId FIIeTel i arad oy ArerT e Haer
AT 2 |

3.16 FT{eIEr TUITAT & FTITET T T FTATead FLA o (10 HASATCHT S4T, ITLET A, TRAT, THAT AT T91a+
st 2

3.17 T:Hd § FAAET IcATE I AT TS THT Fwrars st g S faaer F forw 38 fAwtta o s & 9F fafafds
Ff<F HTEET wrEd U T AT

3.18 fafaqer & U=t FrE orveT Af3a g, ™o SI0&T s Ica1a, THhAT, HaT A7 377 hamshettd s1@ed g7 A1 T |

3.19 fAfmrersor & alte i a=qi=g |91e7 % Iuag gy 98 qiE stwva g & et fAfafae srafaa soamr % fom
fafere sroveT &t faeeas @ T ST asFaT 21
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3.19.1. whwar Ao & aeqiey e gy 7g wuarfua s atsna g & o Bt s e oo
[EEECIERIEIEECLER CiE E PGB EIRERIETR ot A

3.19.2. Rz fafdwreaszor & a=qfas arex gy 7 wmfua Far sftvda g & gt 5 fAfRca swwr i
ATTIAHATA 3T ATATAT ITANT (START) F AT 3 |

3.20 FATI & TLAT Sli¥ aeqS q1e7 & Iuae T g T2 At g 6 AfAfEe sremsti &1 arem frarmr g
4 Frfordt werae worret
4.1 9T ;@

fafamtar v Frferd! Tae Turme’ i SATIET, IHHT IEATAS 00T, FIATAIT HIT 3 IH TATT LT AT 67 ATLAT
AT STUEATAT & ATEATL IEh! TATARTLAT FATT LT |

fafamfar -

(F) FTIET T TUTAT o (T sraedsh THHaTett 3T S0 Sad | I ST i TgaTd HT;

() = ITRATSA o o Y ITeed e FORaT &7 sraemia w3,

() TH ATIEE Y TEAAT AFATRT FT AT g AT F 6 (o0 raeas g & =7 afmams #1 y=me &
ERELEICIREICTES
(%) = TERATSAT o TATAT ST AT FT THAT FA 6 (o0 ATT9TT TATEAT AT TR il TAHAT AT
T,

(F) = IERATSAT T ATH L FIT, IAHRT ATTHTT ST TG HAT; &
(F) = gfFamTes F AoeTag g f 9T s garaefiear # a9 e & o sraers wrarsdr it
FIATTead T |

T TORATSA T Taed AAATaT 31T 6 AT o STUeTel & A AT STu | Sgi A fafawtar G gt
e fReT et #a | Fa # Gewen sraarar § SeE 3T F quetsti F AqET g ¥ Yiahd YA 9EaT g ar
farfamtar o aferaret av e gfafea sam | U argd-ara aret atware & [ f agers St SaaT
Uittt o i< T ST |

feoqur — v FAfEe FrlerdT ggam SorTelt F foru sraeas giEaTet ® v GRaTeReTT, SHTOHl FT IS, IATE ATAT
T ATIATT il TRATE St ATt § |

4.2 TETATHTOr AU :

4.2.1 qrgmer :
PTTCTET T TUITeAT TedTest 1h0r | feerferierd gmm -
() Foreft gprford et sfie grfordt 3ot 3 awamastt fEaaw,
(=) Frferdt dgre,
WEERGEIFERIBEESSIEE IR ERILe
(=r) fFarfRetaT g SEeht aferarst i TATEt TS, T=re 7 = g w7 F o s e,
(F) =7 ATAT ZTT eruferd st sfw

Set =8 aqg=T § 7 fafatds grar g & Y srvear, whrar, Sramsera a1 f@er sraear #1 “aeqrastar” B s,
ALT, THF AT, TH FTATead AT SATUIT ¥ AT T=@T ST |

fawtar, T gie a1 =9-fFer J=@s et & T3s TR 31 g9rea F ow U wred e 9 67 a[ e
TR o IeaTe [Afaert oY FTierel Taae TUTe! sl STUeATal i TATOT Fed aTef aeaTas Aqrag 7 TATrd 2t |
T FEqTAS SqUt fafawter afehar i, afe g g, seamae &t afvarfoa 3T |
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fawtar zf<r 71 =7-fagr F=rfas gt & 99y § giRe A6 wEd F ®9 H TErES a7 S SEE 29 aqgAr §
Mg IUTEd & § FaTies AfAfde s & g

TTeT, TSI STeT T Tl IT o+ Faaaedia Areawl gy Atwtertaa ar ST e, feeq s=fora sorett &
T TEaraw ST AtHera g afa # ot Suerey grm fSoaw & stfserat $it q@ar it T=-05a1a 62 81 96 | T2t
Fal TEATAS LU I TAFET A STel ThAU TZIAAT T (AT SITdT &, F@T TEEd Aih HFel § STeT Tag Har a1
IH IATART FT | (TTeT H) afiady Fohu S a7 geTu ST 7 AT T@r ST | qrEas’ A7 A+ JTeAH] g 9
1 [HEtea BT SToa s Agcaqut STeT Wiag w3 & TRTH S STH-T2qTd T &9 & Sl S0 | Zeraerias &9 &
TG 99 AT T U THherd g Jferd oA ST | Siaeameor it safer & e T qEd STer a8
IqSE g |

4.2.2 grirdY e -
fafawTar v Frfert fqera saiaa Fa oY 36 aqr e e el g -
(F) Frierdt Taree qurret it afefer, e Bt sraasi a1 squAse 31 A1 A1 ST 391 g I g,
() FTTerET TererT TorTeft o forw wamfue aearastt YAt a7 39 uia foaer; o
(T) FTTrET Taere TOrTet T Tiramsti & = gvea-fRar &1 aui |
FTeTet A H TEATASIHIU & IH Zid i ®A@T g1 STt FIferdl Saee et § 2T 3T T ¢ |

fAfAwTar §9= AT wed F ®9 § T AR HOT A 39 aqgAT 9 SUEE Sutey @ § aAriatgd giadre,
TSI 37T 77 A % A § [AAEe et siaftae gv |

4.2 3 T@rawt 1 fAgor:

FICTET TFe TUTT FTRT STUTerd FEaTastl 1 HI=07 | T&@1 ST SAfHer fFe e % TEara g ofiT 3vg Arverat
H & I AUATA o AGET HAAT F T@T SATUIAT| FEATAAT AT FHAT AT TTIEFHT AT g7 AqHITSd, gEareared e
IEGUESRER IRl

3 fAe=rt = afvarua e & oy we aearastt gt safua i STt s —
() TEATAAT T AT FF & TG I TATHAT 7 [ASATRT A2 TTHIET FeeA o o,
(@) FEATASIT T FATALTF TATAATHA FIA S Irg AT a1 TAT ITHT [ FATHIGT FLA 6 [l
(M) T2 FATET F2et % forw 3 aeaqrasit # % qRadei ofiT STt adAT LA Grfeata i wg=rT T o1 TS 2,
() =g giafara e & forg 3 ) aearasti S GEra re-arit STINT-E 92 39 )
(3) =g gt w7 # forg & Teqras Tadia s sraret & 9g=ra -4 &

(F) 7 gt w % o & aredl 353 F aEaEdl Hif TgAH 2l T% g T I faawor & T 7 o
AT 5 &Y

(F) ATATTT TEATAAT % FATATAT TN T HATT Feed 6 e siiw 7tz 3 et s & forg aitenta fBar
SITAT g 1 I ST SUIh TgaTd AN FIA % (70,

ATTITF 3 |

FTEATAN § & qadd] & qAEarsd i aqarad 6T ST | aiadd gt sfserg aqme v o (e siasra
afiada FT qud, TATAT TEATAAT Al T, ATHAIGT HId qTA ATY F FEATEL, ATHEA i A A TRadq Fd
TATHT EAT &, IAHT JoeTd 2T |

fafawtar oz g Fam & gearast § aftadqt 1 a1 1 g aqareaTsmrit FaFs g a1 vy BT o= gertwiEa
FAFH T ATAATHRA Y ATATET AT 7 § Sl 39 993 Tofs Iaail a6 Tg9 g od 9% 39 o0
farfest 1 srefia w7 8
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fawtar ag smata e wom S o smtoa et searast & &7 & 37 v gfa gfqerfa i St a8
Fafer ag giAfara Fft & 3 gearas S e e et a1 29-fAer darfas gt 1 ARt sie afeqor
T s 8, T 7f<e 71 ==-faer F=rfas gieat i Gfawtar g gear-atearfta sEam it I & v=97q #3909
FY T T9 o o0 Fiaearia o s |

4.2 4 sfaEt F1 R

AT FITET TFL TOMTAT % FATATAT 5 AqET B 3T ITh TATAT TATAT FT TeT T FIA 6 (o0 eq779a o
SO &Y a9T0 T SATUA | ATHed T30, e § Tgaa-a07 ST qemd a9 230 | Aol it 9841, §ST,
T, T, AL 99 ¥ =79+ F forw saeass f[==ont v afvarfoa #w= % foro uw searast sfrar enfia £
STTOAfY |

fafamtar stfserat &, ffecr gt a1 z=-fagr Jerfas gt f Bfaatar gr gaiaft saam § afa 5
THTA HH F FH TF a9 TATq il (e [AHIAT 1T 301 & [AHi=d 6 aa § F7 F FF &I a9 6, Hramare & o
SfareTa TR

5. Y9 IAGETAS :
5.1 yag yiaagar:
fafawtar &1 oftd yaeaa-
(%) FHATRAT 7 AT TAT FTAT A AT A1l 7 G272 H7 Aged HYT F0h;
(@) Frferdt JifT warfoa weF;
(1) FTIET % IZeAT & TATIT F3raT ST AT 7o,
(%) Sarer LT qAF AR HTeh; AT
(%) HETEAT T ITASEAT FiA 2T FF,

FTIeTET Tae= TSl o faeTe ¥ Frateaa & forw 3T Sl TATaHh1dr 9910 @ & forw a4t Sfdagdr &1 a1
JET T |

5.2. ATEH Heaiarg
fafawtar & ofid wegds ag giafaa Fam &6 args it sttt Fiv sraemor BFham Sy &iv 3w 2 6T S |
5.3 grfedt i
fafamtar 1 ofid yaerd= 7 gfafaa wom fF —
() Frterdt At fAafawtor giaeT % e * forw 39y §;
(@) Frerdt AT H AAATH FT ATITAT FLA ST FIAET TaeT TUTAT T TATARTAT T TATT L@ T Tfaagdar
afeaferd g;
() Frferdt it Frferet et IT9AT 6T TATIAT 1T ITAT [ATAATHT HIA & (o7 Tk AT T&F Hdl &,
(=) Frfordt Aifa fafawtar % wwrew % sfraw d@gfea £ S sie qwsft s, s
(%) Frterdt fa 1 feae Iwpehar % forg qaferrsa B s
5.4 ST :

5.4.1 et IReT :

fawtar &1 ofiT waea= ag gtaa Fam & Fredt Szea, S 3 3297 g S Icare it sTersti A T F4T & T
AT g, BAATT S & Faw gEra FEARAT ST TG0 92 T10q 60 10 | Fie! gadl 3297 7199 TRT g0
AT FTferdt A & TId giv |

5.4.2 grfordt yerg= Torreft J7oET ;@
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fafawtar & ofid weadas a8 giafaa som & —
(F) FIET Tarere TorTett st FrerT fafafas sremet T Frferdt Igeat 1 21 e &t g2 & qam it 977; 3w

(@) ST FTTerET Taea Tt | qRaddl sl ATSET 9T SATU S IH FHTAitead AT S0 a9 FTiereT Taea= Torret
#FY ST 91T W& 70 |

5.5 ST, iR i dq=ar:
5.5.1 SuETR@ 3l yrfee e :

fafamtar &1 o yeaa= ag gfafaa s & sawariEat s ae &1 afvarfua, aeaeEstisa s Afawtr g
& ¥ sgf=a T s

fafawtar & oftd wererd=r 37 T FIAHT F SIae-Faer T TATAT FAT AT FIET I TATTAT FIA AT FTA FT T4,
FATAT ST TATAT FLA & AT T HIAT Dl FLA 3 [T ATALTT TAAAAT A AT FIATET 1T |

5.5.2 yagd yiafafed :

ot warera =, Saeas & T UF aaey & Mgie for S, o= saartaat i BEr | o f&Er, var saataa
e grfeERe g, o Fforfaa off 8-

() Tg AT FTAT T Pricrdt T Toret o0 sAraeas THRamd #=riad, Fraitead S a7 T 10;

(@) of TS Sarerd=r T FITET Tae et  FTATTCATEA ST IHh JUTT 6T Fhet sraegshar & av & N F2AT;
7

() et fafamtor dwee & fafaaras o arees daet sraersti & ary § SIRrewar #f ATagie Hf gRtEd Hr |
5.5.3 siafe dq=eT :

of T weeras 7g gAtaa wan & GfAwir gweT 5 diae aq=a @g=ear g enfag f 90 @i 78 & Frer
T TUTEAT il TATAHTILAT 6 Hael § AT T AGH-TET 2f |

5.6 Yo EdT AfAATH

5.6.1 |THTI :
of T Taera=, TS T FTierel TG TUTeAT hl qqd ITLHAT, TITHAT ST TATAHIAT FATHT F F o FeeTas
AT TT IHHT ATAATHRA HT | T6 [ATAATHR § T 6 AGHL FT AT FIorel THea et §, ™ored grreret S
AT FTeret I29q 0 g, TRAqAl f saedswar & [Feiwer Fzar €1 oarfie g1 Taad [@iEaarsar  Afaed a9 o
ST |
5.6.2 qAfaer fAawr:
T TATAATHA  [HaeT F AN (AT 6 Hael § ATAHT gRIT —

(F) HOLTEAT F TIOTT;

(=) ITEF HT gtatwar (FreeF) ;

(3T) AT T ATATAT AT ITATE AT,

G RELEEE R I AR I I TS

(F) T LT [AAATHRAL il AT HILATSAT,

() & TREd ST T TG IOt FT TATfad 2 T &5

(@) o< * forw Rrerfeey; siv

(ST) 7= A7 qartera fafeamTe sroem, st FwdT ST A A |

5.6.3 qAfaeraT afonT :
T o qATAATRA % qRoms § fAeterfed % daur § #wr8 fafasmr sihe wrarsar ot givf-
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(F) UH LT ST FITIET THIT TOTAT T ITT THATA =0l TATARIAT IATT 1@ 6 (10 SAa9T g,
(@) TTEH T ATATSA F G IcATE T AT, AT
() HETYE Heeft AraeTHary |
6. 9THT Yoy :
6.1 GETHT FT SUEY :
fafamfor wvred 3 FETeHT T AFUTi ST &I HIT -
(F) FTITET TG TOITAT T FTIT oA Feed ST IEhT TATAHIILAT T FATT L@, 3T
(=) Fafaama sfT uTge it SToeATsti &l QT e & o sraea 2|
6.2 w19 49T :

6.2.1 9rgTIr ;

ITATE 6T FITET Al TATIAT FA AT FH FLA AT FITHE T (AT, TFAEAT, FITA ¥ ATAT 6 AL T TeqT
g | o FTfHT it dear aat Rt o FEAT F ToAed AqATd § gRir | qHT Al 6, e & @, e
TeAT g0, reH a7 Si= ot § S F §9r o "iE i N1 F {7 g | THE AT, Il aHI-THT G FH J HH
Fu # v e e oiter & St R | 39 St g9 T ST |

6.2.2 TEHAT, ITTEHAT T FLreqor :
fafaeiar —

(F) ST T FITCET T TATTAT FLd ATAT HTF FLA AT BT 6 (10 ATHITH TEAIT T ATLTLIT T,

(F) T AFLTHATAT I TIT FHLeA & (1T TV ST AT 7T HILATSAT HT,

(3T) I FEATSHT T TATAHRTAT FT, ST T T2 &, EATHT FA,

(=) 7 FATET FR0 T IHF FHET AT 3% FrAFATIT T GEAT ST Tged T JAT 37 a1q Hit THT &r
Fferet Hael IgeAT T FIA 5 [0 3 7T T TREH F3d &,

(=) Fovear, wfeveror, wrare T e FT FHT AT FATT TERT; &Y

(F) TfSreror Heeft sraeharsti i TgA FA F foruw aEarastt IR 7 0 7 ag giatea s fF a4t
FITHF Irg @19 T ITLRTAAT T TITH T & qTeA Feed  forg gfarfera € |

6.3 ATgTTHT AT :

TS AT AT ST AALTT HeIMT, ITASH FHITUIT 3T FATT T ST IATE il ATLATHAT Al SAT&qaT il I &
T saeas § | e e+ |, 59 9 2, Haferfaa arfaa § —

(F) A, FH-TIA AT Tgag ITITRIATU;
(=) THRAT ITERT (FTEATT AT TTFAAL, TET) ; AT
(3T) FHSTHLT HATU (S Tfvag I1 §417) |

afawtar, szeror Gharewerat & forg, e ST amadt | 8, aFarast Tuary e £, S 0 st a1
IS FHHT o FIL ICATE AT FIToIer TATIAT BT TRt & | U STALEAT o ST aaqTT T IO |

6.4 HT-qTaTaL ;

T UH HA-ATATALO HT FTLGTI 3T TG FHET ST IS 0 ATLATHAN Al ATEAAT Al Ifa & 70 raeaq® g |

() af% TH FIAHT AT IR AT FE-ATATEIO F S G906 F SIS 01 FIOET 92 TdFHe TAT I8 J6T & al
fRwTaT FIAFE % TaTeeT, T84T 3T 9879 & (oI aeares AT T79T FHT;
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(@) AT FA-ATATALT FT TATH FT I<ATE Al FITorel I Tiadher TATT T2 THaT g qr [ AHAT Hr-arara<or 6t
ZOTTSAT o FolT =& STE=AT % SUTHE-IT 6 ATHATL TeqTavil FIAT AT A HIA-ATATAL FAqTAN Al FTe1e< o7 FHEa w2
% forT awaTasft THRATO AT T STl TITHd HT |

() Fafawtar ag gRtaa s & o adt wis, See wet-ardmEer & $fiqe et 1 9 @ aamaetT
TOTTSAT o STefeT T T T STHEAT 6l Tl &, T~ =9 7 gierfera gt siw et aferfera =af=n & wiaer # gi;

(=) =t S g1, "o a7 @t d@giod Icare A= & fore @y sraear eanfua i aearestisa S STt
e 6 o= IoaTe, FEA-ATqE AT FIHST Al GGI0T & FATAT ST

() T<ft FHF O FasAl & [ T =g ARINE A@XT Tl | IcATed, TANTAT i FST0 &= §
HITH AT, GAT, T, FAET AT @I AT T T274 T@AT AGATd Al g |
7. SIS A9 :
7.1 IS 9 Y FroAT

fawtar, Scare sraw & forw smaews stRaTet 1 Tt 9o 3T 39 FAERa A | AT AT i AT FTteret
TSR TOTTSAT 2l 3T TRATAT T TTEATHA & |I1q g |

fafamtaT, Scure srue &t Tt AR Fd guE, FutiEa At #, S5 6 g g saemr wa-

(F) STUTE  FIferel Haeh IZeT T e,

(@) FeuaT= * foru fAafafds gferamd, searas e F sfiY HHTe Sy Fed il ATa9THdT;

(1) S7ar= * forw fEfafee srmfea aoame, Afemser, grtefar, [ e adeo e si S
T[T  HTIa<;

(%) UHT AT T&TF Tl & [T Araeaqa artsera o arae aieramy sie aRomsft Scare srearett &l 927 #3d 3 |
TH ST T TR TH G559 § 17 1 =A=wiar 3 s=redt i 95T & o a7 av |

fAfawTaT & ed |l IcaTe e § ST e & o aEarEst ey (. UH. AT S UH.E. 14971 F AE)
AT FAMT | TR TaeT 8§ I AT TaqTT T IO |

7.2 IgF § dag TfHaTd
7.2.1 IUTE § GG AT T TG
farfamtar Meforfad ardt &1 sraemer Fam -
(F) TTe g AT srhed, e ot o Tex-aiaETe arer G % o e &
(@) T AUEATY, AT FAT TTgah ZTT Tal 647 737 g Foheq Str AfAfEE a7 sworfa soamr & fow, stgt | 2,
AT &;
(T) ITUTR & HaF FIAT ATATT; AT
(=) FafawTar g sEaria #r afafes saoer |
7.2.2 IR q G5 ATEATAT T TATAATHT

fafaatar Scare & dag TUeTst T qAEArhT BT | Tg [AGATRT ATgh Bl (T ITAE FT T2 Feed gaeft fAfawtar
& sfaagar & 7@ far o @i 3e+ 7 giafaa B smom F —

(F) IeITE T YT TIRATVT § ¥ ITHT TFATASHTOT 36T 7197
(=) wfaraT AT sraer T I AUATHA T, ST T@ | AT SAT&Teq & {9 &, qren 7 fagr 7 g; &iw
() Farfatar % o afvarfoa srarstt i @ F it TEar g |

QATIATRA & TROTHT $fT TR & I g1 ATAT FILATSAT AT TATT TG ST |
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STET UTEsh AUEAT T IS FEATA (a0 Tal a1 & dgT UTeh =l Tueqralt il qr2 fAfawiar grr = iHid % 09 6l STt |

STET 3caTE it sraersht # afvady g1 siar € agt fAfawtar =g gfafem s & qesa searast @1 g G S s
7z 3 gEwTa FiAHT 1 afvatda seret i st 2 4 S )

7.2.3 UTgH & TA-HA4qgIT :
fFwtar arget ¥ Mufeiag & a9 § T-9981 e & (o0 TqTal SATEATA AT ATLTI AT ThATad= Ham —
(F) 3T FT SITAHT;
(@) T=aTs, diaarel a7 reer & dae § Fwrdarer Hiar, e gored ff §;
(1) T it wfafwaT (hreae), Saw e #i e ot 8 o
(=) Tt gEET |
7.3 Rstre < e

7.3.1 feomew iR e Gt T :

fataatar TeTe i A & forw gwarastt ahFrard sqriog w0 | @AfRaar Scare F Bore o A d@9edt a9
AT T Y 39 9 A= @ | fafawtar ffere siw A dadt T F e [ arat s sraemer F33 —

() FeuIT= T s worm;

(@) qAtard, qoarad, Afemmasr sz Brea s fEammar, St gas Berea o B & 9wq 1@
R RS

() festTe= sie faswme  forw saeaTtacs e arfaeT |

fawtar, amEt 912 @i STETaE & 98 gHqead #f gHtET :31 F o B & FFm 7 dqatoa [fas
THEL & S FATSN FT Tae FH |

TISAT & TIROTHT FT TEATAH0T RaT STORT $i7 5o g B & e & weifa gt § S99 aq~d ®9 & @A
T ST |

feoqur — fewmmew s faeme whraT % dw RS siawor s a7 qRfaa swa g & Reme o FFw +
afurat 1 sifaw Ieares AR a9+ & g3 fAfawio & o sugs w9 § gearfg o mo € )

7.3.2 R 3R e |t R
IoqTE T AULATH & HATSd Aaen T saemeor T o i 39 Afdorg aare T oA | GRET g o ddy §
?ﬁﬁ?ﬁ?ﬁﬁﬂ@ﬂgﬁﬁ%ﬁ?%gﬁﬁ%wﬁﬁwa&ﬁﬂﬁmsﬁ'{ﬁﬁﬁaﬁmaawsﬁé,31-{@
= fRaert & saia At § -

(F) AT ITANT F ATATL FohATeHh, FAeaTae e e d@adt uem;

(@) TR FIEAT S ez s

() ToArdT e STt & Speasr STy, et A 2

(1) FoSITE i fEere o forw saesrs o= T9eTy; o<

(F) STTEH Tee= FT () qreomH|

= foaert 1 qataar i 3f® & qatdars B s siv 3w wartafza =afe grer sqaifea frar smom
FUEATT U1, STEfae I o aeea-fazrdt &t aift |
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7.3.3 fewms 3R faemma Gt gform:

festrea s faswme & ufvomw v ye=w ¥ fou Sruw St St ffwmea o e gadt Faer o ae s § q9d
FATAT & AT IAHT TEATASI LT, AT TohAT SATUIT SAT¥ IART THRTT F TF ATHIEA ThIT ST |

e sie faeprer oo —
(%) Fesree i o waelt fAerer 7 srorearett &1 @7 F4;
() T, ITATEA ST AT HATEAT & (70 T TR TITT H;
(3T) AT FATHTAAT ATTEE SIATAY FA AT Ieg, AT HT; Y
(%) IeaT w3 fAerwarat wr fafafde w4 s sue gefera s st=a 3w # o smaeas € |
f2siree i e aforst 3 srf¥erg T @@ ST |
festree s faemer aforat & srfvrerat # fafader, fAfawtor afteamd, SR g siv SShfaad ar s atr 96
= w2
7.3.4 Ruree AR e gafdens -
festre siie fasre 1 3T Rt ax FeeTag SEeTst F S -

(F) AT T I FZA o forw BT o A & aforsi &t TEaT T Godisd Hid & oy, 37
(@) el aaEaTell i TgATT H 3T ATT9TF FIATST] ol TEATIAT Fld 6 (oI,

FHEG AT AT (HIT FTUIT |

U QAT AR § TN T ATAT § ATAATRA (ohT AT ATer T2 3 e Tohm & Faterd et & Iiaaid aar s
farerest F1iee ghr |

qATAATRAT AT T TS Thegl Ara9Tsh HTLATSAT o TIOTHT & AT aaT0 T STUAT |
7.3.5 fesree 3 faspre acgmaeT :

TATIA I8 gHAtHa Fa & forw & e o fGwm oot § B @i Bwm i e a4t sare &1 @
T T 8, ATSIATag SAEATSN o AT R SITUAT |

TATIT 3T 6T T2 Fhegl AT FRATSHT 6 TIOTHT % ATHAG a7 T ST |
7.3.6 <+ 3} e fRfes=reor :

e &ie A a1 At 77 qftfaa s % o & gt s Bt sase 7 srafa sa=nr &
FULATAT Al T e | TG0 §, ASAATdG ATEATHAT o ATHTL AT SATUAT |

e &1 RAfeweasew, i Icared sHhedl, AEl AT 91 AT 396 qHqed 9T TATua T= e 290ma & 7T
T ST | RS F Rfgwrasr § arveday wr GAftmrser s sifaw By of g, st & oaqgtea
fafemTeTor 3care & aiteEe A1 Fhraas & @ @ T s

TAfermTeaRor o it 75 FGhrgl a9 FEATSdl  TOTHI & ATHAE T ST |

fafawtar, fRsmew iz fasm & fAfdwrerso & srreasy At gitw ar =-fEgr Jerfas gt & qarf@s geaiea
/AT FIEATACATES FT AT HT |

feoqor 1 — =fz et e Fi~e =T =9-fEgr F=rfs gie #1 Afemmasr STanr-sae o2 g6 & gfasme & a7
&1 3T ST |t § a7 AETH 9 dF IO A5l GHEAT FATqT § S aF o ST SAaATh € F qTgF Al dAq1d dal HT
T STar g

feoqur 2 — AarfReF oAt /AT FEfATITE F geaied & sl 6 oo T gfw f sraear s afiee 985t
THAT SATAT 3 |



[¥MT II-®vE 3(i) ] YR k1 TSI+ STHIEROT 13

7.3.7 fewee 3 R afad«t &1 fAd=r :

Tz i s afvaddr it agame it ST ST 39 Ao 917 T SATUN | qiEddr w1 e ® 9§
AT, FeaTae o7 FAfermm=a=hr T SITuT siT Fateaas § 93 39T Aqarad =6ar sro | s & Gwme
qfiaddl & qAfadi®d & Aaid g § TEq do9ed AR AT a2 9T 39 qaadi & TATT FT odishd o g |
Tfadt % qAfaarse & TR i £ T Fhegl raeT® Faredl & AHeg a7 T ST |

feoqur — vy et yas v f gie F o uw G sfaga wea el :3 6w 39 a9 W@ |
2Tz =fagw wree & a2 wafda #37 F forw amaens afvem safde g ar @=fia g & R suifea ferea
TrorT 37 FEsTe v faeme it sroeqreti & srqam fEefaa fBrar wam am )

7.4 %Y &T
7.4.1 %7 vt :

fawtar @wed, a7 gRfaa & % o & 77 G w7 sor AREs 7 amarst & oqeT §, aFards’ aimHarg
TATIOT MM | TeTFERdT 3T #7 U 0 Iaarg 9¥ @n fhe w0 e 1 yar s e &7 o o s &1
T Tead] IeATE AT AT FTAH I IT T2 Tl TATH I¥ f7H4T 4T |

fafawTar sarwate 1 geaind e 7w, Ffamar i St F Sqa Iee F TG FIA G ITh! AAAT & AT
T AT | T, ATHA AT [AHATHA 6 [orT ATaaS #q7iaa Bhm STos |

TeATHAT A TATHT I 217 ATeAT (heal AALTH FILATSAT 6 TILUTHI 6 SATHAG TATT TG ST |
7.4.2 77 gadt ST
FT AT TTFRET H I 31T T qv R SrEawr 7 AT ST 2 e seH, St aqa g, Fetatad s
Zrft -
(%) 3T, TTRATH, THAVI AT ITFHT F AUIE F oI ToeAT;
(@) TS AT ARAT 6 (o7 ATATT; 3T
(3T) FTTordT Taere ool FarefT sraerd |
fafawTar w Jadt AfAfEe srmesll it JTeraTal #7 w2 G99 Fd § @ ST TITHAT A2 HT |
fafatar, g Fa gaedt ST & FEarae i stwerd, e & forw sraferd ST 9% a\qTe T |
7.4.3 %9 T 1T ST &1 4TI :

fawtar v& Adrerr a1 s Trarsardt &1 =i s Frattead HOT ST I8 AT F3 F o smaeas i & w7
o s Seare fAfAfas i srvarstt 1 @2 Fear g | et [AfAwtar #1 sarEEat & 9RET § qeTae w3 F AT § a@t
fafamtar #a gaeft s # sworfa g sraearst Y IcaTe & FH=T £t TG fd w1 FuE w3 |

7.5 TS 3T {7 IqEH ;
7.5.1 TS 3T 4T Sq FT AT ;
7.5.1.1 |TETIOT AYHTY :

fafaatar scutew i #ar Suay 1 AT gomett F refiv e AT @7 W FEitead war | AT geret F,
St 6 @y 2, fAeferfara g —

() Dt ST At Ierserar, e Ieara fi FAdraarsn w7 avi G T 2;

(@) TEATASAT TOHATAT, TEATAAT STALATA, FF A<t T Fder amht sie e Arawm= whwars &, s «ff
ATFYTF g, ITAIAT,

(3T) STIH ITERT T T,
(71) TR T AR S ATIHTT IUsLdT 3T ITANT;
(F) ATHTZRAT ST ATIHTA FT FHTATTTI;
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(=) fat=, afvam i gem-ufam rarasardt &1 wateaaT; i
(=) et 3T TRt & foru afvsrioe y=raet 1 wraieaaT |

fawtar Mt g a1 sa-fEer darees et F s a9 F1 UET St =TT FE $ 39 a9 @ e
IFAT G gl Fhal g e g ARt 9= @i Bawer 5 o sqafed /e @i 9g= 2t g | 9= ArHea #i
TATIA &Y SATHIEA AT STUAT |

7.5.1.2 ITEA A 47 Suey &1 Ay - fRfafde s :

7.5.1.2.1 ITe Y grE i< dgur fA=or :
fafawtar scare i w=mar F oo gearestt sriemg worfu wer, afe —

() Stz & Afawiar g fEEwar st 38 9T & 9@ a9 AT Srar g; av

(&) ITATE T VI UH Afawewiag &9 § BFFar Srar g St FAEFaor 1091 396 ST & T THe 6 To6a1 %
srereftr FoRaT Sroa; A

(3T) IeuTE T T2T ATTEHRAT &7 F ST F forw B Jrar § ofiw SHhr a1 SuanT & wgeaqot 2; a1

(=r) fFafwTor 3 T IcaTa | & WHHAT FHAT Hl geTAT AET 8 |
TfT a1 & THTE ITAH (F) AT (F) % AATE 6l SATAT § qT RIS TRAT | T4 G 6.4 (F) 3T (@) § AT sraeqreqi daet
Sadeq AN qgl gl |
7.5.1.2.2 RS+ ey

farfamtar, afz = g, TEr searastt quaro wariug wa Sed Frear gt a7 29-fer Jars gt stoerfia
Tl A ITAITIT FT FATIT Flel o (o7 THR1AAT 6 ATIEE AqAE 2l |

g O a1 T UTEw T vere FAfRmtar av 3w wtetea sfvewat & foer B st g yfeemw v F oo
AqATT Fdl @ ar FAfAatar gfasme o g % foro aearas’t duaATd <3 | AfRETar seEr 39 ytesd afawar
FTT 3T T IfAssTae ST eI & iAo aeTy T SATu |

7.5.1.3 fadwfa R giwat ¥ forg fRfire sded

fFatar o=t B i F o, S aas BEwa a9 F o y=wer & o 72 off, gtear F teefie F safvem
FATT @ | AEwa stfvera ffwar gReat & T Scared o= & forT @i ST @& |

7.5.2 ITE 3R 471 Iysd & forg wfskamait & fafdwm=ra<or

7.5.2.1 QrETIr ;

fRwtar Staree oY #aT Suad it Fheal Thnare &1 At 9 Sgr TRt afRems FT T THTeEdr
TR JT HTIHTH ZIT q51 (6 aT ST 76T 2 | 398 UHT &l IEam0 it § ST 3078 & TN | &1 & THTG af HHAT
whe gt 2 | Fafemmeemee & Fiserag oot i aiE & forw g shwaret e we T gem

fafamTar == whrarst & o e i o, e, 97 & @) g, Fafotead g —
() TTRATST % AR 32 ATHIEA & (g TRATioT ATes;
() SUEHT T ATHIGA AT FHTHHT T 32T,
() Fafafde aafaat siw shwarst &1 s,
(=) sAfrerat & e sy, s
(F) AT AT |
fewtar U8 Icaree &Y a1 39 & o0 FFges aT9eady & ITASA (A UH dTFead 7 396 ST | 6 39

afiaadt) & fAfemrasr # forw aearastt stware warfug wor Saa @A smaret F sageT s & ammed @
A TATT T=aT g U ATFead? STAS1 & AT STANT F 94 fafemreanaor o Sroa |

fafermmeraer % srfeerg aaTe v ST |
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7.5.2.2 faawfaa Fifaar gieat & fog ffere sremg

fafeatar, EeEwaer gfraret F BEfemrersor F oo seqrestt TR e T | EEwar aiRamst &1 smifsss
ST § T4 fAfemmasmor o SR |y B R & e F sfiera a9 v ST |

7.5.3 9T 3T AT A Y GHAT

7.5.3.1 9g9T :

fafawtar Jqul ScaTe e § U ATeAHT | I¢AE AT TZATH HT A UHT ICATE UgAT 6 (o0 FEqrarstl THhaTa
eqrfug w3 | Efawtar a8 gfaa #w F foro aearast gfwrard warfag sam & @fFwatar # dfers 1€ Feer
FiReaT 37 =9-faer daraes et i ag=TT i A7 T S AEIdT Tl 3caTal § 9 AT ST 9 |

7.5.3.2 9qT1 S99 it AT ;

7.5.3.2.1 91TV :

fafemtar, gar s fr ewar & foru gEarestt iR wariud e | UHT IO SeaTE T 99T o 6T &THdT &
a3 srufera erfrer st afvarfea #3307 |

STET TdT FT sl &7 dT e S9eAT g agl fafawiar Scare & fEereqor ag=me &t {afEe siv sfsforfea s

feoqor — FwTHa yEgT a7 AeAw g o ST 92 AT ST 9a1 0T T SHAT a0 T ST TR g

7.5.3.2.2 gfi s Rrfarcar et sk srirey RifErar giReat & g Rfers stend -

fafawTar, aar @ i ermar F forw srfera sfserg w aiaru wea | 99 deedl, qTed $iT w1 @4 ararar
T AT o AT et Ham, At 7 i Ziw # 3a AfRTEe stars F @ F3 T8 v @ |

fawtar @7 stver Fam & 9 afsewat a1 e aqr T &t AHar B TGS w6 (ou G e et
FiReaT &Y s ffaT et & B F sfvera aare W@ i 78 & ve e e 5 oo Suerey g ) o
qiEg Tohst IO o ATH ST 9d & AT9erd aa10 T ST |

7.5.3.3 wifeufa ug=m :

T AR st arawTe varet £t arad Icare et it Tg=E w9 | Ieare iRt f 9g=_ IcTE ok
THY ITATE, FSTIOT, ALIT, ITART ¥ IS & 9 qg HATHT Fd F forw vt Srusfy & Faer 36T 3cara #7,
ST srafera ALrervTt o ateront § @wr Ia § (A7 Rt srteepa Ramaa & srefte Mt B =@ 8) swon, S At
EIGEICERER RS el

7.5.4 aigs # @iy :

fafawmtar aregs &t "@afy &, s ag @fAwtar & FEeomeda g ar @fRwtar grer soe & S @1 En, T F3
fafawmtar ares &t 39 Fufxy it Tg=T, TATIA, HXEAT T GLEAT HOT AT START AT I¢ATE H FEFTIT Fee & forw gare
#T T g | AT TTEF AT HIS G @T ATAT 2, IH THATT TgaaT § AT AT a8 ITAN & 70 SAqag=h 972 A1t g av
Zoeht XIS UTE T &7 SITURfY 3 20 STt T STur |

feoqur — s it "9 # Fifa® Jouar ar waresy gt AT ISR 2r qahdl g |

7.5.5 ST #T g :

frfamtar, siafvs whaor Sie swerfaa ey w919 % IfEE & 0 IcaTe T ATEIdr IR 3 & o7 aEaraett
TERATU AT TEATAST F1 Saeft Qe TG FOT | 39 TRIEAT H UgaT, gSion, THiSRT, HS0r ofiT §2a anfee
BT | afzeqor foreft ST & Heew qI i | AN g

fawtar e deF Stta arer a1 9w F=or Fomst T STUeT FI aTe ITATE & FI=0r & forw gEqrastt giHarg a1
FEATASIT T Al a9l TATIOq T | U fFer s=reor zemsti &t F=ta i sfsiorfaa B smom

7.6 ATefaT i ArawT gieat @ A

ffawTar, it ST arett AT ST ATTHTT T T ITATE & AT ATEATH & AR g1 HT G167 T Hd 6 [0
AT AT 3T ATTHTT hAT T AT HT |
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fawtar 75 gfaa F F forg & aeiar sz araae fBFar ST awar g ¢ v St § Gar smo s & aeeRa
ST ATIHTT STUEATAT F FITA 8, TEATAST THHATY TATIOT T |

stet fafermrer afvorme gfafera w2 ¥ oo sraeas g, agf —

(F) ATIHTT IUERT FATATIE Sfaral 9 a7 YA & Y@ W 1 AT o430 # T=rdTe ATawTe A1 il avg serentara am
TeaTad T SITUAT, STaf UH s A1 e q81 8 aaf Sqerree AT T & (g Tq<h ATeme & sAfwterrad fhar

STTUAIT;
() ATTHT ITEHT AFLTFHATTATE THATATST IT Iz TSI /AT S0,
() WTIHTH ST AT TgATT il SATOIAT Foraer T sfererrer wrfeafa 1 sraemor B S a9,
(%) ATIHTT ITERL T UH THTATSIAT F AT SITUAT ST ATIHTT IR0 A= E9HTT grar &f;
(F) ATTHTH ITEHT T GSTORT, TALETT AT HSTIOT o T THATH ¥ a7 | Hfera foha Sros |

zH+ afafe, afawtar @ amaam ot #i1 9a [aita s sfsfofag F0T ST STeRe Fi1 suerst  a9sT Tat
T Srar g | ARt SueRe s yartfaa fREt IcaTe ¥ Heg # "Rfua wTars w91 | Sqedd i 9T &

FfrerE a9TT T ST |

wra fafafde sroersti &t areieRar i araw & TART T AT € 99 sratid AT B @1 wA g6l FEge
TTFEATL I AHAT 0l G2 T ATUIAT | T FIAATRT SALTHE TIRT F G Al STUIAT 3T IThT AATRATTAT Tz T2 6T
STTOAfT |

8. ArgaT, fagwor sk e
8.1 qrgTIr :
fafawTar, Ut Arteiar, ATaeT, FET v gare ThRamst it ATSHT T3 FAT 7T 3 FATead H, -
(F) IeaTR T AT Tafea Fe * for;
(@) Fferdt water Jorrett it st giafaa w3 F for; siw
() FerEt sege JorTett it warEefteraT a9y @ F o
AT 2l |
THF SAqud AR dgtaat &1, e aifeadirr gt € g, saemor o 39 ST i Jar fF )
feoqur — =f FEwT AT " U qET 8 AT AP HIAE AR 21 g | AR AT AT AT FATET AT
Iqey A5l 8, ar fAfawtar i fAfesm=r adierer ahmar g gt 2 |
8.2 Arftefar 3 ATaHT -
8.2.1 firedw :

fafaatar, grferdt wags Jorrelt F fAeures & ATIHTET §  UF GTOHTT & ®9 § 37 G99 § AFHRET I AT HAT R
a1 fafamtar 7 urgs sraar Afaaree sroaret 1 @ BT 8 1 39 ST w T AT 3 ST SHHT TANT FL 6T
TEIAIT T AFTLTIOT FRAT JTOAT |

afawtar, et daet aaearst it a8 & JAqradt S GIRIHT AT [Hars wrears dasft Tnare § Sl o
& forT dieds Tgia F o U seqrerstt TiHar eriua 3T |

8.2.2 stiq e dadier :

fafeatar = ara &1 =y #29 F O TieATeg Al 9¥ it §ueTy w5 FT Frerdt g g
JUITAT —

(F) ATSTATIG ATEATA, 36 ATLAT T SAT&ATSAT 1Y FATATTAT T ST FTEt TFGT TUTeAT F AET g; AT
(@) TATFETT =T 7 Grariead ST a9 W= S ¢ |




[¥MT II-®vE 3(i) ] YR k1 TSI+ STHIEROT 17

HOLITerT T S AT Fihare Y gt i RafT sfiw wged TuT @ Suierst F IRumEt w7 e\ § T@d gu uh
YT FTAFH T TITAT dT8 ATUIAT | HULAT T ATIGE, IADT TS, ATl T Tgiaam qreAToa i S |
HOLTART & =FA9 3T HOLT&ATAT 6 HATad | GOrer Tenar it aeqaesnar o7 Feaerar gfafaa gnft | §udteas s
TIF % A AT HALEAT 7T H |

HOEeATS T ATSTAT TATT FTA AT IAT HATAT F2e &A1 TROraT 7 fFawor 2 @i sfverg vad a4t Iaeartaal
T TUeATAr AT TRET awaraett TR § afearfua B s | Judtar e S arer @ & foro savarft ydgdT 7g
gRfaa 0 & a1 T8 saqEaars iy 9% FEU F GHE A 6 (U dfeed wEATSAi Hf FT0 | Aqadt
TRITRATIT o ST T T FTLATSAT T TATIT FIAT ST FATIT TIXOTTHT T FE=20r 347 AT 8 |

8.2.3 wiarait it ATeitefar 3l ST ATIHT ¢

afawtar, St yaae Joret Jaet shrarat fit AT e & o ofiT Sgt @) &1, FaTferdt Taee ot 6 Jiarsi
T ATOHTT 4 & o0 IUg<h T faaf R 30 | 39 qgiaat & gFare i Aserdas T 9T F B Har
AT Rl | T ASATaE TR ITH q5l 21 &, a9 31l Aqeaar g s & o, gam =i ggrreds

FEATE, ST AT G g, & AT
8.2.4 Ite Y wrehiefar i) 9T ATawT

8.2.4.1 |TETIT AYHTY :

afawtar a7 "ottua #w & forw & Scare it srerst & @ T 3T 8, Scare FF Fewarstt i Arie HT EiT
IAHT ATTHTT FHAMT | TAT A5 ATEAT A Teqrasit ThATel 6 TIHIL IcATE AT TOHAT 6 FH=d Thdi a7

ER RSl

TRTAAT HTTEE il ATEAAT T G187 FATT T@T ST | ATl 7 Icare &1 FAT=T T Fa arar (arer) Ah
IURAT GO (BN | IcATE o = F 999 § 9 aF HEAATGl qgl ol ATOAT TG aF JoAdATdg ATEqTA Tl
HHTYTAYE €9 & T 7 FT (<31 T 27 |

8.2.4.2 afw ardrer FarfeaT givwat &l srdrer FRrfascar et & forg, s gt it s &Y, fRAfRre s :

fRwTaT wg AT 37 aXTeT FIA qTo FIHFT ol TATT Fl TG HT |
8.3 FTEY ScqTR & =T :

fawtar ag gRfaa s & 08 Scare &, S 3cae it ATt & AGRT Aal §, TgdATd Hf A0 i 37 HEtha
SITU S o 39 aTerEa ITANT AT IRE AT UHT AT Toh | AATET 3¢AE & S99 H FAATe! Hd & (o =00t
AT Tag ITALRTAAT TAT TTIEFRTL T UF earasit TehaT § qfeariod & S |

fafamtar, sqeT 3care F gag § Fafortad v a1 srfes adiai & FrEarar H9m —
(F) ST AATETAT &I, FSTHHT TqT F4T &, THIH FIA & [oIT FLATS H0h,

(=) AT = el IeeRt TN, AAT= a7 ITAT TATHAdT T FF;
(3T) IEF T AT ITART T ATTINT T TATT FI I FEATS Hh |

fafawmtar 7g gfAfaa Fom & smae scare w1 REmad 3 Faa gt w@ewr G smo afe G s 9 &
STt & | Rarrd wr arfered w3 arer St i 9g= F Ao a9 T ST |

FATETAT Al T 312 =T T2 Fheal TTcadt wrearsdr «, Sad s Ramad o €, stfera a9 v s |

9 AR IcATE H AT /AT FATAT 8 T a2 ATEATSA Al ARTAT TRIT FA 6 (o7 T:HFATIA 6 FeTLTT T | ST
TfET AT ITART AR G & THT IS & AAET gl FT IqT FdT &, T [AFATdT UHT HATE FHIT AT ATqadT
F TATAT AT FATAT TATAT 6 STIE af |

T IR 9¥ (TF AT ATF d1%) [ FH F 6l A@eTHar 9=l g al far=aiar vg et w9 e #, 5o agr
STTERTT ST AT ol TR T AT 8 ST T3 § 1 oqeer § g1, I F71F FT ol TOhAT T TeaTas 0T HT |
T AR F TTEHT AT FqHET | T IcA1E T [: FTF FLd & (el Tade THd FT Fa€mee 7ar o sie
IHT TEATASHLOT (RAT STUITT |
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8.4 =TeT %1 fAgwor:

fafawtar, ST Taem et s UL ST TaTasfiear TSia Fad T =7 aTd T eaihd Hid & o & Frfeer
ST TUITe T st sweraefierar § gur T S @war § oar 98, Gied STer H Aa9, U i e w3 %
foro zeqrasty gfama warfoa e |

THH AT ATHTSHAT 3T ATTHT o TIROMTHEAET 3T 3= FERTT STdi F AT 3T 797 =1e7 ofF arom |
ZTeT &7 fAgur Fafera o d@e9faa St Y& H9T —
(CORAEEED
() ITATE T STTLATAT hl FEIAT;
(1) wfRaTsH o Searat & fadraard siw v, e Farmes wrars F o saew ff € o
(FT) JRTIFAT |
=TeT 3 fargrwer 3 afvermst % sfeerg a|T T ST |
8.59u<:
8.5.1 |THTI :

fewtar ua fheel afadal it T2aTT FOT ST Irg RATAT FHAT ST FICE] AT, FIOET 29T, HALTAT TILOTHAT,
TTeT & AU, qurTes ST Fand Frarsar T J@Y [AiEdEd & SUANT & ATeAH F FIierel T et S
A=y Suhar s wwrashierar gRfaa Fe i aaTu @ F o aEeas g |

fafamatar aemmeft geaTe # it I #3039 FrEteaad F oru aeqrastt g wafd w9 | T g G oS
9T FATead /U ST A9 g | arew At fawmEa F @t seawon v afsera w@r Sro | 3fE seEun ¥ 98
AT 2rar g & urge it faswraa AT & @¥eT & aEL are FEFAT! F FHIL0 g2 ¢ T Aqafad daadl & ai=
TEITT SATAHILT T AGH-TETH (AT ST |

T aTE H T T % arE g a1 [Mared Fars Tgl 6f TS g af SEAT HI0 d@aE A AqAIad a1
ST | fafamtar afager gearet wr Afaamas srfasrT #1 sfegf=a F3 v 39 o aeamest yhHRamg wafua
AT |

8.5.2 U FIATE :

FAfAetaT srageaaret & F0 T 6T 9 & (o0 wrears Fa e 6 St g i 1 Tt 1 96 | gReds
FILATAT, ATed AATEAATSN 6 TATAT & (oTC FH=T NI | TH TEqrasil TonaT —

() srgearst (raw ares it forwrad ff &) &1 qafaersT w;
() ATTEAATSA o6 HTLOT AT AT HTA;
(1) =g giwfara = 3 e & saeaard qa: afeq 7 8, F1ears w5 it sTaeTwmar w1 geaiwd wed;
(FT) ATA9AH FTLATS T ATLUTII ¥ Frateaaw wedt, s, 7f3 aqf~a g1, searastisneor 1 srerad wr of 8;
(%) Tt srearoror ST 1 7€ HATE % TOHT HT AEag F; A
(F) FT TE FURTHF FEATS AT I TATALTAAT FT [AAATRA 2o,
% fore srersit & afvarfia we gq earfad i srosft |

8.5.3 ffars Friats :

afawtar garfaa saqeaaret it TedT A Thed 6l 312 T 76 HILO Hl THH FIA & [0 FILATS HT AT HAT |
A Frarear U g ST STt aaeare & TArai & orw atd gf | UE qEaras’ T —

(F) HATHAT ATTEIATAT ST ITH FILO FHT AT FI;
() ATTEIATS o0l TEAT T o (7T FILATS FleA 0l AAITRAT T AT HLe;
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(TT) STALTT FTLATE HT ST FA AT IH FATAT LA

(1) ToelY sreeroror Siie 1 1€ FATE % GOl H aEag FwA; A

(%) FFam® Fars 1, ST TS 8, ST IHer TATaLfedr w1 qAfaisd Hiid,
% forT srreqrett i afveiua e gq e i SRy |

SUTEY F
[A=T 4.2.1 3fR

afawtar gie areer w2 & =9 # uF wfer aearew aar wan, Fed ot 7 g F @i 5 aw F ARt
ST aae 2 |

1.0 TS |
fawtar grr v wrdwrT arerer T S s saw At safas gom:
Frfrcar Af<F a1 z9-faer derfas gral & g9y § arfe s aviareas ST, arerfad y=nT $f =@ & oo [,
i<k &7 a9, giw At 792 fFeroard (=fz #:r 2), e F1 9o stram & 7t F fHEwar F g9y § (F77 9g s g
a1 srfasewHa; At FAEwtaa g a1 fAwewar it 75fT) SeET STt 6 saaeq Hf 0T |
2.0 FfR* =T quiv 3R St & At Sad sa v s Syama i §

2.1 <k &1 FuiA

2.2 3ca1e & fafader
2.3 gf<h & fagm sirz/ar qEadi scareat & g fAaer

3.0 A=feir

4.0 e i Rffwtor dadft s
4.1 7f<r fRsre
4.2 fafamtor et st

5.0 sraea= Rgia sia-gt

6.0 s g sk A= e

7.0 SqTE FATaw R R
7.1 SFEAT
7.2 Sraefar gard
7.3 Sifare qeer
7.4 fawa
7.5 ATFeaAT FeATaT A At
7.6 9L AETAAR

7.7 S Staq/EiREes =1eT

7.8 JaTi=® areq
7.9 Ao Tt Rt =TT (Fashar RarféT)
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8. AxtfA= faet &t zam # srfafs serd -

Frforfaa 2fea F3 arar e SimE:
8.1. TR, FT UfesT a7 UfeaTeT F H1Y 3T ITHT ALTT-F0I |
AT AT ST ATZHAATE FRTS, FeT AT FE AT T2 H Tgdg sHIAEIEC AT (o) 9 arfs 9% gfess a7
ufearst & Ao &1 ghERar HE=r |
e it faeqa dw=mT o fhe it fEfawt yarg = abFmar, Sew =fes duent & Rffde yarg g a0
Ao Hereshl T &1 af9d grar g |

8.2. fore &1 Thteqwr Arerarer o aiteror & fafazer ofi 39t agfa 2foa grdt g1 sagasftear, AT
e TR rea e it A qodisnd dre |

8.3. T fohe ® g O T+t daeal it fAaeqa oo e |
8.4. T SATHTT 3T AT |

8.5. IqTE I TATUA |

fafafde geaiwa e, afs awa & Bt s g & w2 21, S e 1 daaasfiear st Gfatdear
T BT g |

fafafeds wrwr, s qeferg g=fem, et e, g e, aferar e s eanfaea sreram, s 958
Y AT e OY HET, TRSRT #T IcaTe SiferEw # e Ieer T st =R

SUTEY ‘g’
[&<T 4.2.2 3R]
fwTar @9 wTeey wree & €9 § UF G qwdqray ag1e Fr, Srew o § R o it Seamae s/

At ffeEr & an § AR S satEe gn s fetafead St gri:
1. QTETOT ST

(i) ¥ % 1< | Ffera S (s 91 3T 9ar of 8), 977 €1 ¥ 999,

(REIBGIKBERIETIRE

(iii) ¥ 9 FoFT T AL ST T=TA,

(iv) I T 9T 37T Tt 9ar, S\ AR, FF T892, ag9T5e T30, 37T -7 qaT | &;

(v) 37 Fafrcar gieat &1 g1, et #=9e 92 $=2er fFam s g s o ARt BHors ar aofiwswens
TETAT o are |, ST =T 5T s g, s, oras 3 St &, S g ST ST R 13T 2 i awdt TS
ATAYTAAT T Iod 2T,

(Vi) T T T AU (T FT AR, ATEATH AL ATcRTTorh TATALIT 1T AT TRITehe 1)

(vii) Feures, Frferds f==ror, sremmeor 3w Ao & o 7 sg=TEy i /e,

(viii) FestTee, fAfawior siiw adtveror & ey § argdt aATAS, [ATOTHS AT AT T GEIAdT F ST,

(ix) AT T FTTET Taer TUTT 7 FerT i,

(x) farzert = |7 Toredtaa it & =417 |
2. FTHF :

(i) ST TR AT STFEAT I ATAT TIEATHS 4TS

(ii) STH@ FITHFT AT AZATY, ATAT ST I A;

(iiil) AT 3T FATIT TFAEAT o forw Haerat it & Afsera e T @ S 5, STl ®40ET,

(iv) IeaTe § o FITHHT o o7 TTET ATATT;
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(v) FTERT T Fa=gar qaet sraerd, Se qgamar @1 8 |
3. yRE< A gfawmd :

(i) wToeRe fA<er afga ahEw v A,

(if) FrferToT, TosT/fRFE=Rl 3w fRET & yafa;

(iii) FATAT TOTTAT T HIETT AU | ATL-ATIET TGOV F HATIAT SITGH AT qATS(H &A1 % ATeraw A X0 e
=120 (Sreeh siasta yorrforat &t smedt amsa off 2) | fwswtaa sarat % ARt % oo s Fat % asfteor #1
Ieorg AT T ATRT;

(iv) 37 farorewar, afieesew siw qurdr amfEt % v & foro e e,

(v) ST STorTTorat T, foreeh Sfanta Ta=gar AT g, |ferT aui (YorTteri #7 A REieT as-i €);

(vi) TETETE (IR F forT AreHTag AT Taeara FTEAwAT S AfHeras YorTeT T 9i) |
4 IqEHT :

(i) =T ITATET SAI¥ Frferel FHH=7 THTATAT ITERT AT AT (ITERIN 0l AT AT 7);

(i) TaTETa (AreTag HaTes Tavara wrawa! oY ATyerds JorTeft T F07);

(iii) STEaT T sterented, rEw AT ATTr@T Tt A § | FFALFHa Jorterdl & Afesmasar 5 forg
FEAETT |
5. w@=gar:

rfator e sie Suewa &t awrs & foro ferfera ffaeert sfw afermstt i saesyar |
6. IUTEA :

(i) STATET TATAAT %, SAi-Fal A GAG &, Agea U derdier AR Fa are yarg o= @i JAret &1 T80
T gU HierT Fui,

ity st amafE, fwfnr amfiEt, sior e da gearet i Sers-aerg i srae, Sew TgAT o,
F, A= o e off 2;

(i) T IREOT AT G FTH oI srare;

(iv) s it T2 AT @i Iearat f 3IrE-arg F o srae;

(v) sIfsraT = e & forw st At 1 |@ferg Foi
7. Tt AT

FIferdl AraTa dgfad T Frferdt aramy fanr & fFarsaral &1 9= | 337 Il & Ag=g & o
gferaTa |
8. SETr :

FarfercaT i< & d=Teor &t /i |
9. TETASHIHI :

AFLTF TEATASIHRIU hl T, IHRT TALTEA T FEFawor w2 i s7aears, e+ davia Arees searasl 7
FETOT Y ¢ |
10. FrfEar giRe it R ik &= geem garoers srars

(i) forswraat 1 e F forw srEe;

(i) &= FRAT FETH F1aTs g1 § o & o sraesm)
11. i dadar :

AT HOLAT TZIT T ST F0i |
12. Gfaar fraream :

39 G &7 auia e Gt yfavEar & squres 1 Raieor T Srar g
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IqTEY T
e giReat sk -t =R giReat & g wafafa s
ke #r a TATAT T THIL ars.ua A, (Rav)
AT TS eTe T grerfaes afer = ffT 5
HATE, STEETHIS THTS T siufer 7

IEEEEE

o

Bk RIKIER

©

T ared Frea FfamT

Fog I TS AT 97 Adreqor

I T foeh gHe

sifaw Ao

Ta< FT = 3fi7 oW g

T YTTATORT T o797 FfdaT

arfeer Hide a9 IeuTe IS

FTAAT A Fe=uia

TS, AT, FHOHTIT AT heT

Aiqtees safates afaeam T CIcT

Ioare T AT

LEREEEIKRIE

NN ©oOINOW|©O[o(NO|N|N o

EEEINESIEG qrierer AT 3T HHE HEAT ST
THORT  FEAT  (F@ET qEy |
T T o)

qrferer AT ST WS FAT 3T | 8
TR ISRT AT (ATFEHH T — SFaaTr o

AT T )
e, At 9
EREIERIEL IR R IEI I T, fAea, e sfw g 7
FeerT/faTaes fORT de /e e 8
faRS/ergeas gi/5a-fFaaa ae :
LEE] 9
FHEIH GRIEE] AR 5 AT (e afgd gura:
HaTtad &=
AL IATH 5 AT fheet wfgd uia:
RENEERES
TR THTIT HHTE a1
RIER) ATATTR o
sAarted iR = ST 5 ATTAI fheet Aied qoid:
HaTtad &
THSA 7
EEAEL 7
feraraTiRT meerr Ffgae 7

FHIEAT ST FHST 7
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CEIS K 7
T Heeh! T Ha/argaeT 8
quST 7
forfemT 5
Hrat EIEELR] 9
qHST 9
Tfr 8
AT Tauer fawtor 9
U GHST 8
e ifaw 8
ISALEES EIECr 9
FIET ST FHST 8
sifaw o= 8
g ST At 9
FHST ST e 9
Ffaw o= 9
=7-faer dart re/afrads [, ToT ATRHF fAfafita UT: ST ST Farfad et
qrIHT ST TR I Ieute F srver
offat =1 faeme arfe = STETL G |
TSI T yrerfae gfT
e U AR 3T Farfad T
araHT s gfeRaT I Ioure Fi sruer
o AT AT | THO(T g T
SFET, TS AUTAT Bl ScaTa/STeRar
T ATAT F FATET T=e, el a9 8 AT
T 9
IEGIRERCIEDN UT: SATATTRA ST Farfad et
TIATE, TS e 2v |
HETeuT Iaare F Frwrfer Fir g deTor g
*F ATETT

[T, &, Ta.11014/8/2015-31. 0. F. 1.

Fead AT AT, §YH q9d

feoqur — & e AT % Ters § sfeR=ET 6. U.28-10/45-t=(1), i 21 s, 1945 g e o
o 3T I9H sifaw Herree Afeg=eT . /v, 532 (31), arira 18 #%, 2016 1T fohar w3 = |
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 29th June, 2016

G.S.R. 640 (E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was
published, as required by section 12 read with section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), vide
notification of the Government of India in the Ministry of Health and Family Welfare (Department of Health and Family
Welfare), number G.S.R. 357(E), dated the 29" March, 2016, published in the Gazette of India, Extraordinary, Part II,
Section 3, Sub-section (i), dated the 29™ March, 2016, inviting objections and suggestions from persons likely to be
affected thereby before the expiry of a period of forty five days from the date on which the copies of the Official Gazette
containing the said notification were made available to the public;

And whereas copies of the Gazette were made available to the public on 29.03.2016;

And whereas, objections and suggestions received from the public on the said rules have been considered by the
Central Government;

Now, therefore, in exercise of the powers conferred under section 12 read with section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical Advisory Board,
hereby makes the following rules further to amend the Drugs and Cosmetics Rules, 1945, namely:-

1. (1) These rules may be called the Drugs and Cosmetics (Fourth Amendment) Rules, 2016.
(2) They shall come into force on the date of their final publication in the Official Gazette.
2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 69,-

(a) in sub-rule (2), in clause (c), for the words, letters and figures “categorized in Schedule M and Schedule M-
IIT”, the words, letters and figures “referred to in Schedule M relating to pharmaceuticals products and Schedule M-III
relating to medical devices and in-vitro diagnostics”, shall be substituted;

(b) in sub-rule (5), for words, letters and figures “categorized in Schedule M and Schedule M-III”, the words,
letters and figures “referred to in Schedule M relating to pharmaceuticals products and Schedule M-III relating to
medical devices and in-vitro diagnostics”, shall be substituted;

3. In the said rules, in rule 69A,

(a) in sub-rule (1), for the words, letters and figures “categorized in Schedule M and Schedule M-III”, the words,
letters and figures “referred to in Schedule M relating to pharmaceuticals products and Schedule M-III relating to
medical devices and in-vitro diagnostics”, shall be substituted;

(b) in sub-rule (3), for the words, letters and figures “specified in Schedule M and Schedule M-III”, the words,
letters and figures “referred to in Schedule M relating to pharmaceuticals products and Schedule M-III relating to
medical devices and in-vitro diagnostics”, shall be substituted;

4. In the said rules, in rule 75,-

(a) in sub-rule (1), for the words, letters and figures “categorized in Schedule M and Schedule M-III”, the words,
letters and figures “referred to in Schedule M relating to pharmaceuticals products and Schedule M-III relating to
medical devices and in-vitro diagnostics”, shall be substituted;

(b) in sub-rule (2), for the words, letters and figures “categorized in Schedule M and Schedule M-III”, the words,
letters and figures “referred to in Schedule M relating to pharmaceuticals products and Schedule M-III relating to
medical devices and in-vitro diagnostics”, shall be substituted;

(c) in sub-rule (5), for the words, letters and figures, “categorized in Schedule M and Schedule M-III", the words,
letters and figures “referred to in Schedule M relating to pharmaceuticals products and Schedule M-III relating to
medical devices and in-vitro diagnostics”, shall be substituted;

5. In the said rules, in rule 75A, in sub-rule (1), for the words, letter and figures, “categorized in Schedule M and
Schedule M-IIT”, the words, letters and figures “referred to in Schedule M relating to pharmaceuticals products and
Schedule M-III relating to medical devices and in-vitro diagnostics”, shall be substituted;

6. In the said rules, in rule 76,
(i) for conditions (2) and (3), the following conditions shall respectively be substituted, namely:-

“(2) The applicant proposing to manufacture pharmaceutical products shall comply with the provisions referred to in
Schedule M.
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(2A) The applicant proposing to manufacture medical devices and in-vitro diagnostics shall comply with the quality
management system as referred to in Schedule M-IIIL.

3) The applicant shall provide adequate space, plant and equipment for pharmaceutical products as referred to in
Schedule M and for Medical devices and in-vitro diagnostics as referred to in Schedule M-III.”.

(ii) for condition (8), the following condition shall be substituted, namely:-

“(8) The licensee of pharmaceutical products shall comply with the requirements of ‘Good Manufacturing Practices’ as
laid down in Schedule M and the licensee of Medical Devices and in-vitro diagnostics shall comply with the
requirements of “Quality Management System” as laid down in Schedule M-II1.”.

7. In the said rules, for Schedule M-III, the following Schedule shall be substituted, namely:-
“SCHEDULE M-III
[See rules 69, 69A, 75, 75A and 76]

QUALITY MANAGEMENT SYSTEM -FOR NOTIFIED MEDICAL DEVICES AND IN-VITRO
DIAGNOSTICS

1. General Requirements:

1.1. This schedule specifies requirements for a quality management system that shall be used by the manufacturer
for the design and development, manufacture, packaging, labeling, 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.

1.2 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.

1.3. The processes required by this Schedule, which are applicable to the medical device and in-vitro diagnostic
devices, 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.

1.4. 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.

1.5. It is emphasised that the quality management system requirements specified in this Schedule are in addition to
complementary to technical requirements for products.

1.6. Manufacturers of components or parts of finished devices and in-vitro diagnostics are encouraged to use
appropriate provisions of this regulation 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
intended for human or animal use.

3. Terms and definitions:

31 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 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.

33 Advisory notice.- Notice issued by the manufacturer, subsequent to delivery of the medical device and in-vitro
diagnostic devices, 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 diagnostic devices;

b. the modification of a medical device and in-vitro diagnostic devices;

c. the return of the medical device and in-vitro diagnostic devices to the organization that supplied it; or

d. the destruction of a medical device and in-vitro diagnostic devices.
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34 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 diagnostic
devices that has been placed on the market.

3.5 Implantable medical device.- Medical device intended:-
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 Diagnostic means in-vitro diagnostics referred in this Schedule including diagnostics kits and reagents
that fall under sub-clause (i) of clause (b) of section 3 of Drugs and Cosmetics Act, 1940.

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 Schedule means devices that are notified under clause (iv) of sub-section (b) of
section 3 of Drugs and Cosmetics Act, 1940.

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 organisational 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.
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The manufacturer shall;-

(a) identify the processes needed for the quality management system and their application throughout the
organization;

(b)  determine the sequence and interaction of these processes;

(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
®) 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) a quality manual;

(© 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 or model of medical device or In-vitro Diagnostics, 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 Annexure-A appended to this 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 Annexure B appended to this Schedule.
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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.-

(a) to review and approve documents for adequacy prior to issue;

(b) to review 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;

® to ensure that documents of external origin are identified and their distribution controlled; and

(2) 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 diagnostic 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;

© 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)  is appropriate to the purpose of the manufacturing facility;
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(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 organization; and
(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

() 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
organization 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,

© process performance and product conformity,

(d) status of preventive and corrective actions,
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(e) follow-up actions from previous management reviews,

®) changes that could affect the quality management system,
(2) 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,

(©) 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

®) 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
() 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. The 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-C 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:-
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(a) product information;

(b) enquiries, contracts or order handling, including amendments;
(©) 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

() 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;

() 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;
() 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:-



[¥MT II-®vE 3(i) ] YR k1 TSI+ STHIEROT 33

(a) to evaluate the ability of the results of design and development to meet requirements; and
(b) to identify any problems and propose necessary actions.

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 Diagnostic 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
() 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;

©) the use of suitable equipment;

(d the availability and use of monitoring and measuring devices;

(e) the implementation of monitoring and measurement;

® the implementation of release, delivery and post-delivery activities; and

(2) 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 Diagnostic 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
(© 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 (a) or (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 Diagnostic device.

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 sterilisation process which was used for each
sterilisation batch. Sterilisation 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

© 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. Sterilisation
processes shall be validated prior to initial use. The records of validation of each sterilisation 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.



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

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;

(©) 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
© 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.

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.
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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 realisation 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 nonconformity;
(b) by authorizing its use, release or acceptance under concession;
(© 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 authorisng 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

(b) conformity to product requirements;

(© characteristics and trends of processes and products including opportunities for preventive action; and

(d) suppliers.
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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 determine 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

®) 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,
(© 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 4.2.1)

The manufacturer shall prepare a succinct document in the form of Device Master File containing specific information
about the device manufacturing in the premises.

1.0 Executive Summary:
An executive summary shall be provided by the manufacturer and shall contain:

Introductory descriptive information on the medical device or In-vitro Diagnostics, 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 sterilisation of the device (whether it is sterile or non-sterile; if sterile, mode of
sterilisation)

2.0 Device Description And Product Specification, Including Variants And Accessories:
2.1 Device Description
2.2 Product Specification

23 Reference to predicate and/or previous generations of the device
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3.0 Labelling

4.0
4.1
4.2
5.0
6.0
7.0
7.1
7.2
7.3
7.4
7.5
7.6
7.7
7.8
7.9
8.

Design And Manufacturing Information:

Device Design

Manufacturing Processes

Essential Principles (Ep) Checklist
Risk Analysis And Control Summary
Product Verification And Validation:

Biocompatibility

Medicinal Substances

Biological Safety

Sterilisation

Software Verification and Validation
Animal Studies

Shelf Life/Stability Data

Clinical Evidence

Post Marketing Surveillance Data (Vigilance Reporting)

Additional information in case of the diagnostic kits:

Product dossier showing the:

8.1

8.2

8.3
8.4
8.5

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
enzyme-linked immunosorbent assay (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.

The detailed test report of all the components used/packed in the finished kit.
Pack size and labelling.

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.

Annexure "B’

(refer para 4.2.2)

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)
(iii)
(iv)
V)

(vi)

(vii)

brief information on the site (including name and address), relation to other sites;

manufacturing activities;

any other operations carried out on the site

name and exact address of the site, including telephone, fax numbers, web site URL and e-mail address;

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;

short description of the site (size, location and immediate environment and other activities on the site);

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

(ix)
)

testing;
short description of the quality management system of the company;
devices details registered with foreign countries;
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2. Personnel:

(i) organisation chart showing the arrangements for key personne;l

(ii) 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

(v) personnel hygiene requirements, including clothing.

3. Premises and Facilities:

(i) layout of premises with indication of scale;

(ii) nature of construction, finishes/fixtures and fittings;

(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);

4. Equipment:

(1) Brief description of major production and quality control laboratories equipment (a list of the equipment is
required);

(i1) maintenance (description of planned preventive maintenance programmes and recording system);

(iii)) qualification and calibration, including the recording system. Arrangements for computerized systems
validation.

5. Sanitation:
Availability of written specifications and procedures for cleaning the manufacturing areas and equipments.
6. Production:

(1) Brief description of production operations using, wherever possible, flow sheets and charts specifying important
parameters ;

(ii) 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.

7. Quality Assurance:
Description of the Quality Assurance system and of the activities of the Quality Assurance
Department. Procedures for the release of finished products.

8. Storage:
Policy on the storage of medical device.

9. Documentation:

Arrangements for the preparation, revision and distribution of necessary documentation, including storage of master
documents.

10. 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

11. Internal Audit:
Short Description of the internal audit system.
12. Contract Activities:

Description of the way in which the compliance of the contract acceptor is assessed.



[T [1-®08 3(i)]

AR ol TS« SHEROT

41

Annexure ‘C’

Environmental requirement for Notified medical devices and in-vitro diagnostics

Cutting and assembly

Name of Device Type of Operation ISO Class (At rest)
Cardiac stent/Drug Eluting Stent Primary Packing and Crimping 5
Washing, Ultrasonic cleaning &Drug coating 7
Assembly, Wrapping & Packaging 8
Laser cutting, Descaling, Annealing & Electro | 9
polishing
Heart Valves Valve Packing 5
Ultrasonic Cleaning & Visual Inspection 7
Frame & Disc Assembly U
Intra Ocular Lenses Packing & Sealing 5
Final Inspection 7
Power Checking& Final Cleaning 8
Tumble Polishing & Lathe Cutting 9
Bone Cements Final Product Filling 5
Sieving & Calcinations 7
Powder Preparation, Granulation &Drying 8
Internal Prosthetic Replacement Packing 5
Product Preparation 7
Component Preparation 8
Orthopedic Implants Polishing &Cleaning & packaging (to be 7
sterilized in factory premises)
Polishing , cleaning & packaging (Non Sterile- | 8
to be sterilized in Hospital)
Cutting, lathing 9
Catheters /Ablation Device /I V Assembly, Coating, Wrapping & Packing 7
Cannulae / Scalp Vein Set/
Hypodermic Syringes/ Hypodermic
Needles / Perfusion Sets 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
Packing Air conditioned
Intra Uterine Devices Moulding Well ventilated area with
minimum 5 micron filter
Assembling 7
Packaging 7
Tubal ring Extrusion 7
Cutting and Assembly 7
Packaging 7
Blood bags Moulding/Extrusion of components 8
Assembly 7
Filing 5
Suture Extrusion 9
Assembly 8
Packing 8
Staplers Staple formation 9
Staple assembly 8
Staple final pack 8
Ligatures Extrusion 9
8
8

Final Pack
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Surgical dressings Weaving 9
Assembly and Gauzing 9
Final pack 9

In-vitro diagnostics Kit/Reagents

Dry, Liquid Reagent Preparation

Coating of sheets etc.

Assembly and primary packing

Well Lighted and Ventilated
controlled temperature &
humidity as per process or
product requirement

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

[F. No. X. 11014/8/2015-DFQC]
K. L. SHARMA, Jt. Secy.
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