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(F) U (2) & @ () H, “AIHAT T T ATLAT T3 H AfFa” orsal, Aeqdl 37 o F = W
“UUSTT ITATET | FATIT AT < o7 =fhaar et o sa-faer aarfaes gt & getea st =3 &
fAfae” ore=, e i o T ST,

(@) 3fATH (5) §, “AgET € o AT €3 | aFfiha’ ersal, sTerel ¥ 3 & T UL, I el
TG T A 8, “AUSHT SATEr F Hafa ogET © o7 T gt i w-RE derthe gt |
Taterd gET €3 § [Mfdy” orea, e fiw o T Ao |
3. I AT & e 69F -

(%) <% A=t & safem (1) 7, “OqgET € o7 I =T €3 § anfiehd” ersal, sTetel ofi¥ sish & ©479 U
“Jorsii Iearat F Heted AqgET © i FrreaT et v za-FEEr darfas et & q9fia st =3 §
e g, rere o7 i ¥ STu;

(@) U (3) #, TN < i et €3 # fAfRfEe” o=@, ausl o o F & v a7 “qustr
ITET & Hfaa qgHT € i F=fhaar et =i q-faer Aari=e gtwat & getea aqaer =3 # A
9Tex, AEAT AT 3 & S0 |
4, 3 At & Raw 75 4 -

(F) SIAT (1) H, “AIGAT T AT ATLAT €3 F A" a1, TAX AT & 6 T I AU
IRl & HeTaa dqgHr € 3T Ffehcar IRl o7 A-fAgr Aars eai & gafea aqger <3 #§ Ay
TR, AT AT 3 T ST,

(@) AT (2) ¥, “STIEAT T 7 AT 3 H afiga’ Aeal, Al ¥ ofF F T GT AuSHT
ICATET & HHTAT STEHAT T o fafraar gieat siv s3-fAgr dare et & getea aqger =3 # Ay
TR, AT AT 3 TG ST,

(1) SUFAR (5) H, “ATIAT T T AT 3 H A FA” AT, AAL T 3% 6 T I AT
ICATET & HHTAT STEHAT T o fafaar gt siv s3-fagr dare gt & getea aqger =3 # Ay
9Tex, AEAT AT 3 T S0 |
5. < et % e 75 % 3ufaaw (1) #, “qqg=T € o7 et €3 § avfiha’ 9rsal, A7l oY & &
T q7 “YOeitT Ieqral & wefd et © e et gt @i - aerthe gt & wdtaa
AT T3 # A< oz, o1er¥ ofiw sish & STy |
6. I At & e 76 -

(i) 9T (2) 3fI% o7t (3) F T U AT ord @l SATusT, refie; -

“(2) TAT sreEs, SEERT AU IcaTal A1 ATHH FI F7 a9 g, Tl © § TR ITaet
T I T |

(2) AT s, o i Zheat @i z3-fagr aare ghweat 1 At F7 #1590 €,
ATHAT 3 § TATHIEE FICIET THET TTAT HT TTAT FHLT |

(3) ATaET AT T H TATHIRE AT ITTal = I i rqgHT €3 § quriiey fafwar et
ST =H-Taer qaTve Irdl & o7 Taie ST, 9399 3 ITERT STaed FHIUAT |7

(ii) &1t (8) % *ome WY, FAmterfera ordl <&t STusfy, vt -
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{(8) AT ITATRT T AT ATELAT T § TATATAHRAT “sr=eft Fafawior wgfaai” £ sreareit v
AT FT S Frfhear qRAAT o 2a-fagr Aeres Iedl 7 Sqaraemy Sqa=r €3 | Farertesntad
“TTTET TEEe STl 3T STUETEAT T SAATAT HeT | |

7. I I €, ST €3 % T U, et sgEt Tt ST, -
"L <3

[ 69, iy 69%, fFraw 75, = 75 e 9w 76 3w
Fiferdt yetae ot — sifagfra R gt st - Aot gt g
1. GTETIOT AYETY
1.1 =H AqAT § FIOET THGT Tt 6 forg THT sraeme afAfde & 15 8§ Seewr sanr &famar g
e mtateT & o o strow | =fe Bfawmtar Remew v B framsremT 780 #ar & a7 9 gferer
ST TUTAT § A@ag a7 ST | S HaTar eS|l i Statafed Fa & o 38 dqgEr 6l Aqeadr o
FATT L&
1.2 If% 38 AqGAT & @ 7 (IS 3M9) | AT FHrs A0eq1 UHT Fferear i ofiw 57-fgr aares et f
S % LT AT Tl gldt g, oreh T Frferdl S Toreft @R it STt &, aF faf=atar & forg o=y et
STUEAT T AT FITIET T TOMTAT H HEHTOIT FHLAT AAITF Al 2 |
1.3 = ST ZT S afeaTt, S Frfrer 1ftF o 2-fEr dafie et Fr an 2 # g e

fafmtar gy urem 7t e stmar &, femtar a1 st € i s ffRmtar i et weee yoret &
Rae § fear ST g )

1.4 7( FrE AW, 50 9RT § it auaqret & T\ wWd U Fad FF TATAAT | T gel g 7 [ o
TETAAT | A1 39 [AATar i1 Fae vl STaerell 7 AT Fed 6l SAaeqHdT g S 39 TATAAT T AT
EIAT & TorTH g M gam & |

1.5 TH a7 9T A 147 SI1aT & T =0 et o fAiEs it Taeae TorTed! it SToeqTd IeITal sl aaeien
ATETAT 6 T & AT & |

1.6 ST AT 3T 3A-TAr AaTE AT & Feeant AT Ioit & fataararst o =0 ot & aataa suaet
FT ANGLA % & H TART FIA & (o7 TTATIRd a1 SIrar g |

2. AT BT

T SAGAT % T A IRAAT, TA-FAEr qartaE e, i iR (FEm, seararr e,
FRraaTiRAT Bear), a SR, a7 Tieal, o7 T, 07 Hiad o7 one=l, T 3 T Seea! (A1 a1
L] STANT o T SATerta T wea | =T F¥gor aRr) & @Aamarst & ang i |

3. 9 3= aiwTeTd

3.1 wfrr sy fRifaream e

vt " e i, ST A a1 990 F o § ereatuteer v Sfref =1 & ar G swtos g

Frfreetr werera grar goia: = wwra: siae frw s & fore sparfaa @ i s wiwar (Grarfafen) % g a8t
AT Tl AT g |

3.2 s FrfeaT IR -

et et e, S s wrdEer & forw faea oSt % | ar /e et g9 9 AT e g
gearfaa orfer & forer orfer 3 et &g w= feie &
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3.3 Wt gaaT

farfmtar grr, fafre aftn e sv-fagt Aarfaes afet & afvar ¥ wamq —

() Tt Farferca 7f<e sie z7-fagdr Aarfae gt % s,

(@) Pt et FF ol 3a-fagr AeTiT IRl % I,

(1) 3= Fr A, Forae 3aet garg v o, i it @ ga-fEagr aarfas giet i e,
(=r) Foreft Forfrca afvF site ==-fagy A= et 3 e,

H AT FATRET TS FA A7 39 Ha9 H TATg o 6 [0 6 389 qag § FqT Fars 6l A 910, IT
FAT % Hae |, ST 6 T2 AT |

3.4 UTeF T

Tt forfera, st a1 wifes sg=mT, S G o= e e siv =3-fer qarfas gieat ) S
IS § AT TS 3, Tgam, Frioret, femreas, raatar, qear, s9Esiar a1 wEfaaeT o gefaq
ATAT T ATTHAT FRAT AT S |

3.5 ey FRfarcaT e

THT FRrfercaT i, ST oo wegerT g -

() ATE AT 7 A A7 T STt g1 | e AT sera: vtae B e A

(@) Tt ITHAT g AT 9 il qAg I T8,

% TorT smorfaa g ofe S T o wara w9 & w7 30 o & forw agt st TgHT snertag g i o e
AT QreAf=THedT HETET 5T &l 22T ST qHhdT 8 |

3.6 Teed & UHY IS FHr TTHAT, TST, THST, AN, TFAAL, FHATL, AT T T A9 2
ST FATE, Tohol T T 3T Aaerh ieh o 9T % €7 § gieAterd v s o sparfaa 811

3.7 fesmear faer & foft gf~w &t wifas o wrEfaoTmas srrerd st g ST s g Rsmea
F AYTCH T H FohaT AT 2 |

3.8 o= Iaumes & wAF RS =70 9% o7 9 RS W F dq § RS W@ ®
gt st 8 | da e s it arew st oo st g 1 St dem e soaree #
Ff<F, IEHRT TR 3 At siiw gie Arees srfver arfee € |

3.9 feuTTe qafdaaa & fRSrea srueareii it TATaar FT qoaied A, I TUeATel F T[T FT &
T [SSIT= o A8 &7 GodTeh e ST THEATA T TqT A0 % forg et Rsmsa it gearestt, AT,
FHAG TLHET AT 2 |

3.10 Fare 7 & s et 7 =1 Pt gfe w1t swemae St & S ST ¥ fore 3uen A
T HIA % forg que 8, =18 a8 T 3 ger, Srae AT gen AT foswaa g ererar gt |

3.11 =gt Farfas i & =& aqaEt | [ide gt aartes gt oo € e s ot
et e o srfSremd off 2, ST Sirafar she semer amendt srfafaam, 1940 #i amer 3 % == (@) ¥ suwe
EELIGEGEL

3.12 FEIEH IAETAE aTel Faeas & Fhet BfFaar & U9 S8 FHarT ara g Ses a=
farfawTar it Frferdt A 3fiT FTerEr TUITelT &l T FEd AT ITH TAAT HA FH ATMIFRE G |
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3.13 =¥ swqgAr # fAfdy e gite & v gt gt 8 S st o ye e |l
srferfaa & g 3 % @ (@) F 3uEe (iv) F orehie srfamgf=a 8 1

3.14 Frterdt gudiear | et fAfAmtar £ Friedt somett i = wHag, wd e e g, S
TH ATT FT AT FIA 6 [0 [HIq SAqaret 92 3T T RN T2 6 ST g o FAT Frfered Sorreft
TFATehetT i TR FoRaTeherTt o oTTe, ZIWT FTioret SOTTetl SThaTat T STdTee Fed 8, a8 T = aiwarsi
FT e wareht =9 & 3 Sirar g i 78 & T wiFamg wrierdt yoret et i @ 9 F o s
gl
3.15 Fferer st & Foreft @vea & FTaTe SAvaTiaed aTer Teaa = FIRT T el i arad
T e 7 e o 2 1
3.16 Fierdr Iurrelt | FTfordl Tael 7 FTATead Fd o o0 HeATcHs gi=T, Ia<alded, Tehamd, Ty
ST HHTE ATHIT & |
3.17 TTFHT FA H AR IcATE 92 A TS Uy Fwrare i § e & e F oo sq et
oo st & @ fafAfae sirufer arees wree it STOEret S R T S

3.18 fafager & Uy g s srfoa g, e sgey #rE 3cars, Ik, Ja&T a7 av s gaeT
AT AR |

3.19 ATEAT=FIT | TaT Y aEqAs a6 % 3999 FIT Ig e ATTIq ¢ & Bt [FEe st
3TN T fafere sveT v Meeay 20 6T ST ashar g |

3.19.1. ST FAfamTeTaaor | FEqs a1ed T I ©AUq FHeAr Aty g & vt frET g 7 Feas
TROTT fReFeaT € A7 IcaT8 I8 a ATLTA fafaaert il 1 F2am & |

3.19.2. fesIrea fafemTearseor & awqi=s ared g1 a8 eariaa FaAr b g & gfr & it s
FT MTLAFATSA ST AT ITANT (ITARN) F AET 2 |

3.20 TATIT H TUHAT 3T TEAS qI&T & I FT Tg (8 ATHUq 2 T AT smemst 1 wew
TR |

4 Frferdt gerg« JourTefY :
4.1 qrgTr ;

fFaTar v ey waue Jorett Y AT, SEET SEATASHRL, FTATFEAT FAT ST I FATT TR 3T
TH ST T STALATA 6 ATETE AT T FH7T T2 |

fafawtar -
(F) FITET T TOTTAT o T srarearss Tionameli SiT SOl S35 § I STATS sl Tg=Td T,

() = TERATSA o T 3T TTEET(R TohaT T SIaemid e,

(T) TH ATIES S¥ TSIAaT ATETd FAMT ST g AT FIA 6 [0 AT9TF g 1o 37 ToRaTelr HiT T
ST == TET TATAT &

() = TORATSH 3 AT 3T HTHIST T THAT FEd 6 (o70 A9Th Tl 3% Tl i IqeTserdl
qiatara e,

(F) = TIHATSH T AT FHIT, ITHT GeATh i frayeor e,

(F) FATSHATIG TROTHET AT I S 7 TRATl 0 TAraefierdr &1 a970 W@ & {0 saeds wrearsdr &
FATAT FHT |

T THATS T Terer e [ THATar g7 S8 SAGEAT 00 STUETel 6 STGaTe AT SITua |
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STet s fafamtar et Sierar &1 TH BT STedr | § Fa0d & [daehed STI|TaT ¢ [Sre ScaTE & AUeAT
ATET B IY ITddd T9F T=qT ¢ ar fafaatar Ut shhamsi a2 e gaftea w9 | UHT agd-ard
FTAT TTHATSAT 3 (I AT TZATT FIlTel THLT TUTAT o HIAL T STTOAT |

feoqur — uv AR FreET Y9aT Tt F U srEeas aiFaret ¥ gy GRarweTy, /gt T U«
IeATE ST 37T ATOHT 6 forg gferamd ot st 8

4.2 TEITAH 1T YT :

4.2.1 91917 ;

FITOrET Terer TuImelt Fearastisor # fAerferfera 2 —

() Tt et At sie et SReat % FEarastt ferew;

(@) FTrE AT,

(3T) TH SATHAT FILT STUTErT FEqTaret TIHAT;

(=r) TfRmtaT grer sEeht ufrarstt i T et FomT, s siw A gt w7 o s aEe,
()=

TH ATAT T STUTErT ST, Y

STET =9 AT § I8 [AHTeE grar g o et s, swionam, TRamsary I @ SEer a1 = qras o
ToraT STTT, 9T, e SATA T, 9 RIATead (AT SITUAT ¥ 91T T@T ST |

T, e aiw a7 ==-fer Geres g & Soas o a7 area & forw Ut wreer i F3 s
TATT T o SeqTe fafReert o Fierdt Taer TorTett st Srermelt s 9T e arel aedqras dqiae
a7 qivatera g | T gEarae St fAfAmter aihar o7, afe Ay g, Seamae i a9

fafawtar gie at =7-fagr Fertaes gReat & oo |§ R 9T B5d & ®7 H TETEH q918 R SHH 39
ATLAT & IUTEE ST F H FATAE AHTEE STHRT «f T2 26 |

<TET, SoaeT STel YT TUTTOAT AT S foraa i ATeadi g Afsfoad Bhar ST aer, feg s=iora
TUTTAT & HaTerd aearas i Afaerg gre wia § off Suetsy grm e & afserat 1 gqEar it S=-gzare
TqHT BT T | STET gl TSI FTH TolaeTivh STeT THA Taiaat g7 TR Siar €, 9 STiesa =
FFET H TeT YiAE F30 AT I/ ITTARd F4T | (ST #) aiadq B s a7 gerw s 7 stfserg w@r
STTOATT | qTEEe’ A7 F7F WIEAHT GIRT T &l Hafed Ham ST siT Agea ol STl T e & TROH 6l
TTH-TZAqT T & & T ATOIHY | Zereri=eg &7 T GSTRa 5= Ai¥a i IUFh SHe7 e |avterd ar
STTURTT | TEQTETor F At 3 0T T TEIT STeT STETTH T g |

4.2.2 grferét Ager

frfawtar v Frierdt e Tafua 3 i 39 aaTe @ e Aetafea g -

() FTCIET TEere TUTeAT 20T TTerer, T et STaasie AT SIS AT IIA1 % AL ST IAHT =T A7 &
Q) FIieral Tae et o o1 ST Searastt TRaTT, I7 36 T (Heer; 3

) FTTeTel Tererd Torrett st Tiharsti o = qveae-foar =1 3o |

FTTeTel Fer H TEATASIEHIU & IH &1l TA@T g1 ST FITeret Taere SOt § ST AT 13T 2 |
fAfAwTar arse AT wEa F w9 § FEEE T3 RO SAE o0 aqgEr § SuTag IUTed @ | gurteted
qiaremsti, FEFT i a7 =0 % arv § fAfAfEe S safEe g

4.2 .3 TEITAT & A=

FTTOTET Tae TOTTeAt GTET AU Terd avarastl & (e BT Sroa | srfserg e sy & seqree 8 Y 3+
arfererat & ey & & 1€ srvreArelt % s Rt R sroe | awarest B gl s it s=tE
FTT AHITed, geareRa i famttra far sowm
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I R=ront st a AT 2 & T U FErestt T T s STt S —
() ST FA | T TATAAT F [orT TEqrarsti 1 Arae e 3L SqHTE 2 6 o,
(@) TEATASIT T FATLTT TATAATHA FLA 3T Irg, ATAT TATT TAT IAHT [: ATHIGH FLA & (oI,
(1) =g gRTT 2= F forg & afiad=i i aearast it adA@r gaireror g S ag=n 6 T
(1) TE qATET F2e % T 3 aR) a=arast st G Te-a0RiT STTET-E9 9% ITAH &,
(3) TE AT T F o0 o TEATas 571 S SET1 F Tgar-a0d 2,
(F) T AT T % O & T2 S5T & FEATaT| l TgaTd &l TS g AT I [oaqeor &l atea &ar
T & 3T

() =t TEaTasl & AT w7 & Farta w3 % o s 7ty 3 Bl waee F oo ataeaia
oA SITaT & a7 e T ST T a1 AN 3 & (oI e g |

FTEATIW ® & wfadal w1 qaiaatsd $ie sTqarad har o | afveds @aedt sfverat § afiads &1 aviq,
THATET &I il T, ATAIGT FIA ATl A2 % SEqTeA, ATHIGH i A AT TG i TATAT gl

g, SHHT Ioolg g |

fafawtar o= qRfaa Fam & a=arasi § aaddr #7 [@Edemd 6 SqaEd a1 a6 Ja AqaaEdset

FAF FIT AT UH ol o7 TRIS e FARRT T AT AT ¢ 5ot 39 995 ToqiiE SITaard a6
Tga & o w2 38 s fafRera v srenRa FAT €

fafawtar ag safe R Far s o st A= a=aresti fF F7 F F7 0F S Jfaera w5
SO | I8 rater I Rt F0 o o TEaras e Sqame T et a1 39-fEer aqr«es gieat #1
fafaator i wheror forar T g, Mt aie 71 =1-fer Jerte et & GfREtar g aar-ateaitg
HAAT Al ARG o THATG FH § FH TF a9 6 (70 Tqgrid e |

4.2.4 sfrEt & A= :

FITTET T TOelt & STYeATA & AET B AT SHF TATHT TATeT FT &7 T FL & forg qfeera
AT T SITUAT 37T SATT T S0 | ST Tae1d, ST & Tgad-TRT S a9 T30 | ATaerar
FT TgAT, WSTIOT, HEEAoT, T, TIAemeor 897 3 =749 & forw sraeg A= v afvarfog #=27 % for
T FEATAS TTHRAT T T STosfy |

fafawtar st &1, fofFr gt ar =9-EEr Terts et ot e g et sEam
ARG % TATI FH § FH TF T TATI 6l (e (A AT T SR 6 A 60 a0 § 57 8§ F7 &0 a9
T, wrarare & forw wfdeia B s

5. 9o ITEAA :
5.1 yag yfadgar :

fafRmtar &1 o serera=, Frerds T9aa Tomst & S &3 Fraga oY sar yaraeiiear a9y @y &
o et afdegar s r —

() FHATRAT T ATEF TAT FIIAT &A1 AATHE STTeaveli 1 0 F2A F7 Heed SH=d FF,
(&) Frferet S T wee;

(1) =g giAtera wor & Frfordt & sgea wafua f;

() T Heft AR F0H; T

(F) FETEAT AT ITAAT FIATHT Feh,

ATET YT HT |
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5.2. ATgH Heiarg

TafamTaT &1 o Tererd=r 7g AT FT 13 AT f TAEATSH AT SATLTIT AT ST 1Y Ieg, T AT 51T |
5.3 Frferdt Aifa

fafawTar w7 o sarerd= 77 giafaa Fam & —

(%) Frterdt e fErfamtor gerer & yree % o s 2

(@) FIIET AT T TTATAT T TTAT FLeA 3L FIIET TET TUTAT ol TATATAAT T TATT TG Al TTqdgzam
AT g

(3T) FTTeTeT AT el HaeT SeAT ol TATIAT 3T IAHT [AG AR HI o (7T AT TG FadT &,

(=) Frterdt At fafawtar & wvred % fraw dgi=a it TS g o ausft 7% 8; 8w

() Frterdt it =1 Feraw saerar # forg e v g

5.4 QST

5.4.1 F1frét Ieew

femtar &1 ofid weeds a8 gt wom & e sze, oA soe i svemst #1 9r Fe & o
AEeTF I29T AT g, AT dod F Faw TEIq FES T TG 9 T10q 60 70 | FIerer qaet
IL9T [IIA TRT ZIT 3T FTTAST AT & 1T g |

5.4.2 F1ferEY e Orreft FroT -

farfawmtar =1 of T yeerds 7g giatea s fF —

() FAET TeTere TOTeAT T ATSTAT TATATES AT T FIAET SRLAT T T hTA T g1 & TATT AT SATTAAT,
I8

() T FTerEr T TOet § THaael i JIST a9Ts ST 3 39 FTATead (5T ST qa Fiieral Taee
JUITEAT T FATAST ST T AT |

5.5 ST, TR S §g=-T:

5.5.1 SRR 3T 1<

Efemtar =1 oftd yauds 7 gfaa son & et siw arferr #i afearod, seareasisa i
farfawtor St 3 ofiae sy e s

fFwTar &1 oY Tarerd=r 37 qsft FHHT 6 SAT-T HI TATIIT HLT ST FIAST Hl TATIAT FLA AT BT
T L, AT ST TATIT FTd & 3T I HAT T HE o (7T STA9TF TATTAT S ATIEHTE AT F |
5.5.2 weigd s giafafer :

of T Tererd=T, Taera o (ohell UH Haeq &l (Mgh HT (SHHT, d7T IqETacal &l 9= § forg foer, uar
IALETIE 3T ITferewTe g, forew Meforfaa off 8-

(%) T gt Fwar & Friodt yeem yoret & forg sraears aferard woaf, Fmtftcad s aame @ S;
(@) ofTT e &l FIIet T TUTAT % FIATACIEA AT I8 LT Al et aedHhar & are § e
AT, 3T

@) =t FAfRwTr G 7 AR i aew dat dueTet F 9 § Anrewar B afigia w gEEe
FAT |

5.5.3 Fiafas dgaar :

o sererd= 7g At s o AfRwir s & daw aata gg=eat b enfog £ s s =g &
FITOTEl TEEe TUITeAt 6t TATaeiierar % dare § A1 7 AETH-T&T 2f |




[T [I-Bv8 3(i)] WRA 1 TSI : ST

5.6 TeEd AR :

5.6.1 9TETT .

of T Tererq=, T o il FTeIel Taed Tt hf qadq SULhdT, TATHAT 3T TATAL AT AT weed & oy
AT G, HALA T IEHT AT AR HIT | TH [AEAATHT H AT 6 AGTL HT [T FHIAT 37T FIlerer
T TOTeAr H, EH Fiierer Aiid 3T FIoer 32T 9 g, TRadAl @l SEedehar |l oTHe g | e

AT o AT FATT T SO |

5.6.2 qrfaas ga=T

THETS [ATAA T 0l TAAT o ST (AT TET o g | SATAH g —
(F) TILAT F TioT;

(@) ITE it Ffatwar (Fres) ;

(3T) SITSRAT T SATATA 3T ITATE AT,

(=) e ST e w6 R,

(F) Gt Seer At i et wrearea;

(F) T TREdd ST FTeret Taed TUTer i TATET FT Tohd o
() qaTe & forw Frearteel; =i

G EERINCHIERREIERIGEA E IS CER TSI I
5.6.3 qAfdeis aioms ;

T o [ATAATHRA o TROTTH § Hred & qae § g G s Frearsar o gu:-
() FTTET T TOITRAT 31T IHT TR T TATaefierar a9y T & fory saeas qe;
(F) TTEF T TTATAT | HIg IS T T 3T

() HHTE ATTITHATT |

6. §9Tg 94y :

6.1 SHTEA] FT U ;

e fRwTor Hrae S SHTEET A ST ST Y& Fr S Aot o swaers g —
(F) FTIET T TOITEAT T FTATeTT HLAT AT ITRT TATfeTar a9 T, 3T

(@) fafAamaes 3w ITee &t STUEATSH AT I FHEAT |

6.2 HT9T H4qTE :

6.2.1 qreEmr :

ITATE 6T FIAT BT TATIAT FHIA AT HTH FHIe AT FIHF T VET, TIAL0T, FIAA ST ATHT F ST
TT HEH T | [HATSTa ATl ol AT T gNir 3T FIAWIE o e T | gEfr | Tl ATfHb! o,
e & 4=, i aden geft, Smd a7 = fF § o7 7 5= ST g TR0 |7 q76 g6 | 3EE
THTY, 3T THI-H9T T2 FH | FH 99 § TF I Hhcr T0aT & STt g | 396 Ao a9y 3@
STOST | AT FHIHE FAIT FAAT 6 (o0 STH Faog ATNE AE Tgadl | ITATEA, TANTLITAT S AT

& § T AT, @AY, T, FEET AT G T 97 I572 TEAT SAqATT Aol g |
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6.2.2 TEHAT, STRIEHAT 3 TFRreqor

fArfRwtar —

(F) SuTE T FTCIET T TATTAT FLA ATAT FT FA AT FITHDT oF 7T SATALTH TETHAT T TTLTIT 3T,
(F) T ATTITFHATSAT 0 T FHEA o6 [oTT T ST AT AT FHRATSAT HT,;

(1) S FEATEAT B TATASTeTaT o, ST Ay TE F, GeATH F;

(=) =g AT T o 38k FTHET T I FIAFATIT 6T TR ST Hged T TAT 6 a7 T TR 2T
rgfordt wrareft Szeat 1 @ e 3 forw 3 e T ARree e €

() v, wfveror, wrerer ofi¥ e T AT TG THTT TR, &Y

() TTAEATT LT ATIARATSN ol TEATT HLeA o [T FEATASIT THATT FATTUT BT AT T AT HT o6
Tofy 1T S | T STLETAET T TIT8 T F I FEd & (o i 8 |

6.3 YT 4T :

TS UHT ST STAT STALTHA FHIT, ITAY FIUIT ST TATT TEIT ST ITATE =0T STAEATH ¥ ST
it i F ForT siraeTs g | Sremsd e+ #, 99 0] 2, eferted aree & —

(F) A, FH-TIT AT AgaE STATATT,

() THAT ITERT (FTEAAT 3T ATFEAAL, TAT) | 3T

(3T) FAFTFRET A0, (S TEe a1 §91) |

fafawmtar, smeor Srarwardt % fow, S s areadt ff €, searastt oo warfod wr, 99 o
TRATERATAT AT IThT FHT & FHILOT AT ol FITel TATET 27 Tt & | TH TALAT & ATHAT a0 6
ST |

6.4 FF FT IQTEIT ;

TS UE FIH-ATATALIT T STFLTIOT S T FIT ST AT T STUEAT hT SITETar it gt o smaeas
7 | et srirerrd oy 2R, et -

(%) Ff% T AT AT ITATE AT FTA-ATATALT o A1 T & ST hT FIOET T TTAHel TATST T2 THAT &
T FrfAwTar FITT & TaTeey, T=gdT oY TgATd & (o0 FETasil SATeTy AT HaT,

(@) T( FE-ATATELT T FATHA T I 6l Pl T TAhed TATT T THaT g df [AT=arar e araraor

T ZATAT F o7 <7 ATLAT & ITFLT o FATATL TEATAAT AUEATE 3T IH FA-ATqTaL00 FQTAT HT ATA LT
S Rt e o forg awamastt afshamd ar e srgaer saiea s |

@m RfFwtar oz gffa wom & of of w1, S seaaEr F b9 aerrft =7 e
FATATALOT FTS F AT F7 Fw BT s1ea7 it AT 7, =T w7 7 gierferg gf s Brf wtartera ==t &
T | g

(=) ATE 3= g, JEiUa AT FATET G0 ScATE & (\HF0 % o7 [&ere SHaeaT #2910 i aearasii6hd @l
SOt S o 317 IeaTs, FTH-ATqTawor AT HTHHT 1 SH0T F S=AAT ST 8F |

7. ST 319

7.1 STTE AT Y JreT

fawTar, Seae A9 & forT saeds: ThnRaTelt i ST SaTUaT ST Svg [Aded HOT | AT I+ &l
TJTSTAT FITOTEr Tee TUITSAT i 37 TTEhaATSl sl STUeATeA & T97q gt | FATHHTar, Ioa e &7 JrSHT aI1
Feq qu, Faforfea arar 1, S & awta g1, sEemor Fam-
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(F) ITUTE F FIlrel Haeht IgeT 3T AULATT,

(@) 3eaTE * forg ARty v, seamest e e Sl JaTae SUsy e 6l sTaedshar;

() 3oare * forw ARt srfera aomam, Gt arietar, M i wiao T 3w sare
AT & HIIGS;

(%) THET |1 TG F3 5 (o0 straess sfverg o s Tiamd s af ot Ioume sraerrsii &7 27 3d @ |
TH ST T TROMH U €T § g7 A7 faf=wrar i s=ras agia % e s ar |

et wree #f ST e & SR weem 3 ozt airem (A0 o, AT A uaL A, 14971 F
AT BTG FT | SEH TG F ITHT ATHAG TG T SO |

7.2 TgF ¥ d9g IiHATT

7.2.1 31T & GG AULATH T FTHTI

fataTar fReterfera arar 1 sEgmeor Fam —

(F) ITeF 5T Afa e s, R afam o gea-afiar arer S  forg sriver 2

(@) & AT, ST hefe Ureeh grer el {om s & fofeq S fafafee = sworra swemT % forg, sret =
B, AT &,

(1) ST F TG FILAT ATAT; A7

(o) FafmiaT g srararid € afafien aied |

7.2.2 IS q GG T4GATA T AlEAIHT

fafawTar ScuTe & Hag ATt T TAGATHA FT | Tg TATAATHRT TTS I (81 ICTE FT T FeA Haelt
T it Taasar & 9@ a1 STo & ag a8 getad Har & —

() TeuTe Y ertreTd afeTiire § sfi ST gt BT T

(=) STeraT AT swIer ¥ I AAATSH T, ST IF § TToea<h sroearsti & 9 €, qurem w7 oo = ) i

(1) To==TaT & ore TfeaTio STTeTet T 9T FI i ARIAAT & |

QAT % TRUMHT 3 qAfaaT F ITd g aTell HEaTsal & Tide T8 ST |

?@Hmﬁwﬁmﬁﬁ%ﬁﬁ%@wﬁﬁwﬁﬁﬁ%ﬁm%ﬁﬁ
|

STt Ieare it srerelt ® gfiady gt Srar ¢ agt AfRutar g qeterd s & e searest w v ey
AT ST 1T 712 T3 qEeTa 0T 7 TREtad sTaeATsli 6l STt @ &F S |

7.2.3 TT8F § THA-AFgR

fafawtar arest & Mefoad & 999 § T59-7ag Fd & (o0 THIET HTeqTe F AT S haraae
T —

(F) I<UTE T AR,

(@) TATE, STEaTet AT AR % Had | FAATG! HIAT, (oTHH q9qrere o &,
(T) I At Ffatwran(Feas), S ares it fowmd ot §; &

(=) T F=ATY |
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7.3 fewree s A=
7.3.1 fesira ol fare weefy Fiom :

fatRaTar fesmen & A F oo gwarastt shearg @t o | AR soe F ey i BT
et TISET TTT O A7 39 92 [a=or e | fBfRwtar Beres i e "3« e & g B

FTAT T SAFTLTIOT T —

(F) Te=TTe i faemmer wor;

(@) qatdarsa, gearad, fAfemmersr siw e st sy, st yes Rerea s G % w92
wai & T

(M) Fe=tree =i o & fore s=eeTiaes 3 e |

fFfAwtar, TaTdht Fare o STeETe F Ty qugeed w gafEa e F oo RBeea s e |
siaatord fafsre gl = SaeTgst T T&e Fe |

TTSTHT % TIOTTHT T FTEATASIHRLOT AT SITUAT ST SH f [SSTed i [ashTe # WIta grdl & 36 J9=d &9
T ST TET STUSTT |

feoqur — Romes i fasre whraT & S Rstrew s frarsama 75 gfafea s 8 & e =i
e & wformaT Fr o Ieared fafRaer ava & 1@ AR & o s =9 # gt e T g |

7.3.2 fRomge ok R gy s

STATE T STUEATST & AT SITAHTL T SAFLTLIT AT STTUIT ST Ik AT a10 7@ SITuar | et e &
Tay ® Rorew "aeft et aqia 8 o 3 73w F snerfaa svanr &, SeH suae s O i
srFeTRary off 2, e Tt |

T SAHTRAT & siaera Aefarad & —
() LTI ITART & ATATT FIATHE, THOATE 3 GLEAT Faelt TaeTs;
(@) AR FLAT S e e

(¥T) AT T fESTEAT & Seas S, STt A E,
(=) fe=ree 3w e & forT sareaeh st erueT; S
(F) ST Taerd Y STaeT(rear) |

T SAHIAT HT TATTqT At g F QAT a7 AT o7 3 9eIAied 2418 g0 SAquitad AT
ST |

STLATT quT, sreifever gt oie awene-faret 7t it |
7.3.3 e si R gaeft afomr

fRuTea i fosr & gy o yew § fau Srusr Sy s fore 7 e "6 S & g
FIA H THYS TATAT ST IAHT FEATASHIT, TATAATRA AT SITUAT 37T ITRT THT9H & T3 STqHIaA Fhar

STTOATT |
st 3wt gy —

(%) FesTree =i forsme & for STt it srareareqt 7 Qe 3T,
(&) F, ITATEA 3 FaT =T * forw af=ra ST’ wam w43,
(1) ITITE TATHTAAT ATIES SATAY FT AT Ieg, AT FHe; 3T
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(%) ST T I Fereroareqi 7 EiATas F ST 39 gard 37 3T=d STIRT & o7 Eeds g |

fesree e faerre oot 3 aferg 99T T S |

foree s fowm aformet F afvee & AR, Bt g, SR e s SR
AT AT T BT 74 2

7.3.4 R AR e e

=T 3w ook 7 S| AT I AT G SEETEr F AR

(F) STUEATSAT T T FIA =5 To10 ST 7 FATe & TROMAT 67 TRAAT FT AT HIA 6 (o117 T
(=) el THEATSH T TE=ATT A S ATTITF HTLATSAT hl TEITIAT FeA o form,

AT AT AR AT SITUT |

U qAEATRAT § 9 &9 aTl | qEiaarsd fFr S arer Berea o e ywm & |@9taa $ot +
gfafater T s fareras =i g |

TATAATHAT 3% T TS gl AT FILATSAT 6 TLOTHT 6 ATHE FATT T SO |

7.3.5 e &R fae @

g gtaa we & fore GF e i e ot & fRwree siw fBere &t S geedt st v
T AT T 8, ASHTEE SFEETE F SHTE qeATIs AT ST | /e s siw A TS el sraeTw
FILATSAT & TLOTTHT o FTHqg 91T T ST |

7.3.6 e iR A R :

g gAfaa Fz # forg & afiomdt 3ome RfAEE SIS a1 raRa STIRT i ToaATst w T A §
a9y B, R T BEm # RAEETES AeAas ATEITE & aqae AT S | RS @mv
TaferaTeTeor, ARIHF ICEA TH(SAT, ATSl T 941 AT 396 TGS T2 TECATTIT TATAT LTS 6 ST

T SToa | RSTET F RAfEmTEES § AT9edd? F [EATES i SArew fFeew o g, ser F
TR At Scare % afar a1 g & qF @ far S |

farferreaeReor i Y 7 el sareerr FraTsAt F qiRerET 3 i T ST |

fafaatar, fesmem i fwm % RAftarasor F areasy Ffrar gt a1 =00 Gfs gt *
T HEATHA /AT FACITEA T oA FT |

feoqur 1 — =fe Gl e gieea-RAer qe@s ge 1 RffEETEr SER-sae 9w q6ee s
TTASTIA & T2 gf AT ST Hehd T @ af TIETT aF d& 0T Ael THEAT SITdT ¢ & a9 (o ScTE ST &9 &
TE HT FTRT Tt 2 33T Jrar |

feoqur 2 — AT geatRa Si/AT FEFTITET F g & TISE & o ST i i seeT #
TfET T aHAT AT |

7.3.7 feomsm i fasera w1 A= :

feeres i e afadst i ag=ma it STt o7 39 st s W o | aREd |t w5 gt w5
T qAfaered, g s = fFar STuaT o FEteaad § 9@ SAET SArEd AT ST |
s &Y foshme 9Raadit & qAfaaiEsd & Said Tgd § TaqaHed AN 3T 318 U2 3 Iaddl &
THATS HT AT AT g | TRaddi & [Aaardhd & TROmEt i 6 T2 gl aed® Farsar & argad
FATT TG S0 |

feoqur — e ffRwTaT sy fi gie % oo v fosmew =few wree wefig w0 s 58 ey
T | TRSTeA Sfagd wied § A WAl F3 & (o0 saeas ATHera Aafas gl AT Harsd gl & fesred
e ST AT 3 oS o foshrer 7 sroersit & e e B 1= o |
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7.4 7 T
7.4.1 %7 vhRaT

frfRwtar @wea, 77 gRtaa w3 % o B w5 B @ soe RfRfEs s smearst & e €, s&aresh
TERATT TATAT T | TETAHAT Y FF T T Iq1& T2 AN (60 T HF507 7 T2 {7 @ 77 e
T ITITE T TLATAAT IcATE ATIA AT ATAH ITUTE T T2 AT T IL 7T 3T |

fafawTar serRatat 1 qegisd o =994, AAAtar ft A9rs F Aqa I F AT T 0 IT00
FIAAT 3 AT T FHJAT | =TT, oA Th A AU 6 (g ArTas #riaa far sro |

TEATEHAT S qeATsh & I I ATl [l STA9TH HTLATSIL 6 TILUTTHT o ST FATT T ST |
7.4.2 57 Gt S

FF Gl TAHET | 3T IATE T AU T OEaHT F77 FohaT ST ¢ 37 39, Sigt a9q=a g1, Fefortea
ST N T —

(F) ITUTE, TTHATS, THHAUT ST ITERT o FTAHIET & [T FUETT;

(=) e AT T2 & o STy, &iv

(1) FTIIET Taee TOrTedt Heet sT9ery |

fErfamTar = deedt ARty strearedl 1 yerasat 1 3w 9= 7 § @ A0 TTadr s He |
farfRwmtar, gerTa F weeft ST % FEareet oY Stverd, "o & forw srrferd | a9 a9 TR |
7.4.3 %9 {7 T IUTE FT AT :

FarfemTar UE e a1 e TRamaeTat ST ST i FAiead HT ST Ag AT Hd & o0 Aaeq®
gt T # frar o Soure fAfRfes w7 srvreamsti s @1 *=ar g | siet fafamtar #1 ysrawat & afew §
TATIT FIA T AT g Agi SAAtar 77 qae STt & smerfaa qeam" s3aemsli 6w 3cq7e & AHt=e
T TEIA T AU FT |

7.5 IS 3 W4T IqY
7.5.1 IqTEA X |41 Iu=g F1 A9
7.5.1.1 QUETXOT AYEATY

AfRaTar SeuTes T Far Iuae it AR Femst F AT FSET F9TT ST 39 FwAttrad w4 | FEtEa
Forret #, St & @y g, Rt gt —

() Tt SITRTT it SeteraT, o 3eare it freraret w1 avie e E;

(T) TEATASTT ThAT, FEATStl TUEATel, FT At i Ager It i fAer Arawm wiwarst &, o off
AFITH g, STAST,

(FT) ST ST AT AT,

(=) FRAT T ATAIEAT $fT ATIHTT IUserdT ST STFT;

(F) ATAEET 30T ATIHTH T AT TEA;

() A=, TRET 3T Te7-0RE AT w S, w7
(B) AT 3T FohfT o o gfariog =me=t 1 Fraieaae |
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afemTar T e a1 =9-fer AeTes IREAT F To® 9= w1 UAT ATHAd $70 HAT 3T I8 a910
TEAT ST IET GIT & Tl ¢ SlIT ST A HT q137 ST @ & o SqAred 77 S 9g+1 gl g |
= ST T FeATI M7 STHTaEA 3T SITusT |

7.5.1.2 IATEA 3T ¥ar Su«y &1 fA=r - fafHice sriwg :

7.5.1.2.1 TS it RIS A GgUOr FHg=or
fataTaT Scare it Ta=saT F o aearety ey vyt 9, I —

(%) s i FAfRwtar grer fEEmwar st 39 S9N & 99 9 AT Siar g A

(T) ITUTR T T&TT UH Tfowehm a9 7 737 S1ar 8 i FEEwmaor storar 369 SUaT § 9@ 9rs it Tinar
F e o sroe; =

(3T) ITITE T V=TT ATAEHRAT w7 H ITA0T 3 For o Srar € =i ot F1E STt § Ageaqot 8; a1

(=) Tt % S Seare | 7 Gt FHH T 22 AT A1 |

7% 3T T THE ITAH (F) IT (F) F AT AT AT E qT TS TORAT o 99 @ 6.4 (F) 7 (@) 7 f
STUeATSN Tareft siaaeq AN Aot BT |

7.5.1.2.2 wfasra= fharseny :

farfawtar, afs st g1, v sEamEstt s sttt o SE Fiar gite o1 @3- aerfs g
gfagTig e i TS F7 Feara+ Fe & forw wefiwmrdar F qriee safae gt |

TS FL TS TS TTeF HT AUeAT0 [ATHwTar a7 366 Srierg sterrar o e fret =i g afosmow w3 %
o srgema Fwdt 8 ar fffwmtar sfasrme s gemm & forg searesht sied S | ARt seEr s9w
TTTER ATSeRdT ZTT FohT T ITAsaTae 3 HeaTae & TS aaTy 4F SITui |

7.5.1.3 fadwfa i gRet F fog Rfdre e

ferfRwtar Ut fEesmer st & forg, st weass fBesraor s= % forg saer § w2 oft, wiwar * derfier w
ATHerg FTT TR | e stfsyerg riehaaT IRAAT % T ScaTad o o (ol @IS ST JehT |

7.5.2 IqTEA X 41 Iuay F forg yiwamstt s Rfgwr=rsor

7.5.2.1 9TETT .

ferfRwTar o e Jar susy it et girnat 1 fAfemmaswor e sgr gt ot #5 geare
TOHTeAA T AT AT ATTHTT g7 7l TRt ST &Rt 2 | S8W Ut S wikard off € Srei 3eame & s &
T F T9ATY &1 FAAT THe gl & | FATSHTIEH & AemTag aiomHi S S F fore 39 st &t
A= RIS g |

fafRwtar 37 whrarst & fore sgaed warfua s, S, s & ) e, Fetertea 2ir —
() TTEATAT F TAAATRA AT ATHIET F [T TEATHT ATIES,

(F) ST HT ATHIEA ST FIHFT 0 2T,

UREIRIEEA FAT R BRI ERIE A R RIL S

(=) srferert % forg st sie

(F) AT TemTT=HTr |

TATATAT TE IcTad &Y 947 ST & o0 FFe? AT9ead? & TN (AT UH ATFead? AT IHh ITA ST
H % 39 aivaddt) % fAfemmrseer % oo swarastt giard et e S R s F age
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ICIE o AT T WA AT T=qT ¢ | UH ATFddT STATSHT T ATHE STANT & I3 [ATeHaahr fohar
ST |

fateraasror = st a9 o ST |

7.5.2.2 fREwtaa Rifedar gReat F forg fRfdre sgemg

fafeatar e girmst  Bfdmmersar & o seamast s it s | EEwger giEwamst s
AT ITANT & I3 A TeATAH0 36T SO | e [SHwmaT T & AT & dfeee a9 @
ST |

7.5.3 92T 30 qaT AT ¥ &ar

7.5.3.1 g1

farfAwTar St ScaTe e § IUHE ATEAH § ITATE AT TEATH FIT 37 U IR wgA F forw A
gtkard enfya wam | FfAatar 77 giRfEm = % oo ssmEst s st o & &fEatar w
ATeTE T2 Ffhcar IREAT 3T TA-Taer daria Ihdl Sl TgaTd 6l ST T S ATETdT aT IcIal o 9
ERISIGEN

7.5.3.2 9ar 9 it &

7.5.3.2.1 9141 :

fFfFmtar, oar s i et F o seqrestt giEare wriug w9 | Uy 9T Seare T Odr e i
AT % fareane i srutera srfererg v afvarfog w451 |

STET T4 ST shi &T9dT U 3TUeT & gl fAfeatar Scare it fHeretor gg=m it Rt s srfarforfea o)
feoqur — FRTHT TaE ag qreAH g S T TgATT ST TaT AR 6 f9dT a9y L@l ST Hhdl g |
7.5.3.2.2 g sy R giReat s sirer RifaeaT gt & fog e st

farfamtar, war s it arar & oo sofer sifYere i afvarfa s § a9t duest, arnh siw i gt
FATATALOT T Tt  Af¥erm efaer wam, aftx T Frfrer gie i saeht ffAfEy srrerst fr @ 78 1
qFHAT B |

fafamtar ag srem wa & sas afverat ar fBaes gar s i amar w7 aqsra w + oo R
Firi/za-fAer aarfaes gt % B & aftterg a9 W@ & 7 & 3 afder e & o saersy
Bt | I Ifag Teohst Tt % AT 3f¥ I % 7 ¥eie a1 T STuA |

7.5.3.3 wifRefa wg=m :

TATHATAT AT oY ATTHIT STTATl 1 aTad ICATE WA ol Tg=TT HT | TG T il TgaT
ICIE o FHY IATEH, WX, AT, ITART X TASTIT F 0 T FATHT FIA 6 (o0 L@l STur &
Fa IHT AT HT, ST sraferg FAreron siw oo & ==r 3awr g (a1 B wifesa Rama & ade
e foRaT 77 8) IoT, STIRT A7 Tias BT S |

7.5.4 I i 99fxy

fRwtar arge &t gufxy 6, 5o ag AR & e g ar EfRmtar g s £ 5 @ e, s
Far | AfAwtar aes f o7 @iy f agEm, g, 92 ST e HE ST SUANT AT ITE H
AT e % o0 Y& 6T T2 8 | TS ITeah 6l Hhis S9il @I ATl 8, SH THATT 9gadT g AT d+F9T 98
START & o0 Sk 9TE STl & a7 S8 91e ATeeh i &F SO ST SHeh AT HerE T S0 |

feoqur — e it Juftr § Sitae d9aT AT Tres HaE AT STEHET gr i g |
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7.5.5 IUTE T TRIET ;

frfAwtar soare fit stais wwAr & smerfAa aer v 9% aREE ¥ e Soare B gear atefea
T o forw awarestt wiEFard v awarasht w1 qaedt saer eniud w9 | 38 RIS § g2, geter,
TeRTSIT, AETYOT SiY HLE0T QT gIT | THRIET el 372 o Hedh AN &l | AN g |

fAfRwtar Fifaa oew Strae arer T frer dSTeor Fermstt it STUET FIA a7 IATE o =07 F forw seqrastt
TERATO AT FEATeSt w1 Gt ser wrh wr | UHY e wereer geett v FEta s sifyferfea

T ST
7.6 TTI=aT 3R wraeT gRea &1 A=

fafawTar &t ST et AT 3 AT FT ST I8 & AT JUEATSAN 6 AT g+ HT q187 TaT
T o [T ST AT ST ATOHTH AT T AL FHT |

AT =g gt w3 % oo & amietisr siw amomm B s awar g s o Sf & fBFar smo sy f&F
AT RAT 3 ATIHT STUEATSH & |q 8, Searerstl THITT ST e |

STt ATt IO AT F3 % (70 aeds &f, 987 —

(F) FTTHT SUeh (afAfa faerel 9% a7 Y36 § @ A 96 o420 § S araa e A1) 6 a7g
STETETITEra AT ACATAT FohAT STUIT, ST UH His A% [a| T Al & dgi SALLe AT AT & o7 Tq<h
ST T T Afertard T s,

(F) AT ST ATFTRATLATL HATATTST AT T FATATTS AT ST,

(T) FTIHTT STERT il TEATT o0l SATUIAT TS o stererree YTieerfd &7 Saemor fohar ST &,

(%) ATIHTH IR T VS HHTASAT F F=TAT SITUAT (ST ATIHTE 0T ST 8w = grav &,
(F) ATTHTT ITERT Tl SETORT, TATETH 1T HSTI o AT THATT AT &7 & FIerd AT STusT |

= A, FAfFmET & aromm oot wr a9 Myt o st w9 ST STt 1 7w %
AT Tl TAT AT & | FRfRwiar et T TATed et SoTTe F Hae § q=a Fars HeT | Sorerre s
S FATIA & ATHAE FT0 T ST |

S AR ATeATsti it AR i AT | A0 6T STar € a9 srerid ST B 92w qa et
FFSTL ATFEATL H1 FHAT B ML 6 SFTOAT | g FEaTl ARIHF TR § TF 61 SOAr i 60
AALAFATTATE T: I T st |

8. ATqHTH, fagwor sk g :

8.1 |TET :

e aTar Ut AT, 9TIHE, BEW S U TRATelt i AT TAT FE AT I HATead H,
-

(F) ITT AT SATETAT T FA 5 for;
() FITET Taee Tt ¥ ST gt Fe & o, &
(3T) FTIET e Jorrett it srarasfierar same v % for;
ATALTF T |
THF AN AN TEfaat F, e At aaE off €, st o 39 3wt A S ot g

feoqur — 7f FEwTT AT ATE AT TRl § df AaLAgid 99E AR g § | TS FE WA AT
SAATEIT AT STAH qgl &, AT (AT 0l (A TEHT T TThAT AR gl @ |
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8.2 Arefar s wrawT
8.2.1 figaw :

fafeatar, gt e Jorelt % AeaTes F wTIeT § T US WIUETT 6 ©9 ¥ 9 99 H ST Al
AT FT o6 7 AHATr F Ired Foar ™A oAt o T AT 8 | 50 SEaRT & Sy
FLA ST AT TIRT FlA Al TGIAAT T ATV TohAT SITUAT |

fafawtar, FrferdT Seet aaearsti St qger § =aradt a7 ST USSR Hans wrars qadt gimars
ST &9 o o0 frea Tt o forg uew geqrastt Tiar worid w5 |

8.2.2 siafa dadrer :

fafFatar =37 F7 sraemer w9 F O AeHTEg Aael 9¥ A SULrEATy wuAr 5 F AT Fieret
TS TOITSAT —

(F) TTSIATTG ATEATH, 3T ATLAT 1 AT A FAHATAT 1T #21iaa Fferet Teea TorTe! 6 a7
K8

() TATHLATAT & & FRATead 3T T9T0 W@l TS ¢ |

FOLETEra i ST ATeAt TeRaTst S &= it Rt ST Aecd a97 @ S9ILrersl & TROmHT 7 e § T@d g0
T LT FTAHH T ST FATE ATUIAT | GYLEAT T ATIES, IAhT T, Sadt e qgiagr afearioa &
SO | HOeAht F =F99 ST GULearslt % qarad § guLrar giRar fi aequesar o FAoaerar qRfaa
T | HLTETT T T o 13 0l SOl Agl R |

FYLEATAT T ATTAT AT FA 30T ITRT FGATAT FL 3T TILOTHET 7 (&a20r 39 < AToorg @ qeeft
STl ST TTeTsq il et FEarasit ThaT | qiarioa foram s |

AT ToRT ST aTer &1 3 o7 SeaTt Saed™ I8 qATed HT & TTs e ATq@Taral ¥ 3 HIeon
T THTH F 6 0 SAea FEATSIT 0 S0 | ATAAT HATHATIT 6 Sid il T FEATSAT HT HATIT
AT AT FATIT THOTTHT 7 =207 397 31T 2 |

8.2.3 afaharai it Ariefar 3T ST wTaw

farfamTar, gt waee Toret Seet siraret it At & forg s STgt ARy gy, FTiereT Sae et
TIRATST T ATTHTT 3 6 o0 3T TS (AT AT FT | T Tafqdi F THATar it Tsrag TR IT6
A T AT TRIT ZRIT | ST ATSIATa3 TRUTH ITH 51 214 &, 9 ST it SIqeudr g % form,

T ST GETTH FIATE, ST 9T FHCT 2, 00 ST
8.2.4 IqTE it AT AT 3R SHHT AT :
8.2.4.1 |TETVT A& :

faffwtar a5 "enfua #a & forg & goare &t srovearett & @27 R T €, Soors Y Reraret #r arier
T 3T IAHT ATTHTT BT | VAT TG SATEATH ST FwATaSi T TRATEH o ST IS = Tfohar

TR AT 97 AT SO |

THFTIAT ATIES T AT T qIET FATT T@T SATUIT | SAfderat & Iearg &7 AAr=e i afaga w7 arar
(ATeT) ATE SR ST (1) | ITHTE o AT 6 Fael § T qh HIAATGT Al o0l SITUIAT ST qh A5
FAFEITA AT THTLTATE & F T 7 F2 331 13w 2r |

8.2.4.2 gfaa i FifFET Fieat i s Rifehcar giReat ¥ forg, stei gl s 9 g, fRAfRre s
ferfRwtar e fRLveror a1 aheror A arr FTRRT T TEATT F AGaG F |
8.3 AATEYT 1T T fAd=or :

fafamtar 78 qRtET 9 & U I1e T, ST ITATE f TTATA 6 AqET qol g, TgdaTd f S0 {7 39
e o so e & sws emrerfaa ST ar afiwe # i T ST 99 | SATET I9Te 6 gae H
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FAATET FXA & ToIT A0 3T Hag IAeaTtacdl a9T IR & U qeqrasit TenaT § TRATud &har
STTOAT |
fafawTar, sMaeT Ioe & Hag # ateried v a1 sfes aet § Frarer H91 —

(F) BT SAATEIAT T, TSHT 94T =T €, FHTT A % forw Fwrars w739,
(@) FEmaa & srefte Saert IwnT, Ret=e a7 saeht ST srfesa w,

(3T) TEF G AT ITART AT SATTART Tl TATRA F2A T HTLATS Fioh |

fafamtar 7z gffem s & smqew sare #r famg s Faa oft =hwr T s oafr R
YT T Y STt & | R =ir sterspa e arer =3f<p Y wg=me & Ao a9 @ SO | ATl
FT TR ST o0l T gl TATCAd! HATSAT &, TSHH FTHSTH AT o 8, ATHerE Ja10 T Ao |

S AATET IS | AT AT ST € 1 9 ATATAT 1 AT TRTNT FLA 6 (o707 [T-HATIA 6 TeqefT
EAT | SF 9E A7 ITANT AR g & TG 312 & AFIqET eI FT 9qT 9adTl g, a9 [A=aiar UEt
FTEATE T ST AATEIAT o THTAT AT HATIAT THTET % ST 27 |

7% I T2 (TF AT ATTF q2) T FTF FA 60 ITHaT T=dt ¢ ar Sfaatar vg T F1 aqaer 7,
S F&t T ST sqerad it whwar T it € ST T 9o 1 oqaer § &1, T FF F A7 T w0
TEATASIIRTT HAT | FTT AT TR AT ATHIET | T3 A8 T TA: FH FA 6 el Traher TAa
T TFLTIOT FoHAT STTUAT 3T IHAT SEATAS IR0 AT SITUSTT |

8.4 =TT 1 fAgwr:

fafReTaT, Frieret Taed Tore it STEThaT 3 TorEeiear Tatea 2 T T7 a1 FT GoAThT H F o
3 grfordt warer sorrelt iy wararefierar & e A ST T 2 et 78, FRT STeT T ST, g
A7 fagoor 34 & form axarastt wiramg warita w3 |

THH AT AT S ATTHT % TROMTHEEET ST 7 TEAT Sal § JIq1L 47 T97 STeT AT A0 |
=Ter &1 g Meferfea & ge9faa et ye :9r —

(F) Frea;

(T) ITUTE T ATATA T ST,

(1) ITRATSAT ST TN =0T ATy i sgfay, Sd Fans Frars & o @@ §f 8; &7

(FT) T=TIHAT |

TTeT & TAET o TIOMHT # A¥eg a917 T ST |

8.5 qum:

8.5.1 qrEmr :

farfamTar vF el afRadat it Tg=aTT HOT ST I FATAT HIT S FIAST AT, Frorer ST, FILrer

TROTTHT, STeT % FEAEwor, GUTeE Y MawE Farsat i Jae [iaarn & START & JTeawT § Friorar
S YO 2l H¥ea? SULHAT &A1Y TATAL AT EATHT FHLd T a0 L@ % (7T AaeTF 3 |

frfAmtar aersff gaaTel #r ST F $7 39e wrtaas & forw seqrastt gimard e e |7 v
et off o wraifeaa oo s @ g0 | e i forerraa 3 aft s v srfeere @t s | At
AT F A AALTT 2T & o ATeah it ferawraa FAHwiar & w-re & aTge arer FEAFATI & F0 g & al
SAATord TRTSAL & = EITT SR T AETH-T&T 2T ST |

e UTew H T T % a1 ETIeR® AT MaRE Fdrs dal @ 15 § af SHET FE d@dE 8T
sqTfea o stroar | fafRmtar sfawar searst #r s i i ateg=a wom e sa oo
FEITASIT TTohAT TATIOT FHT |
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8.5.2 HIIHS FIATS :

AR sgEaaret & F0T 1 AT Fed 6 [0 FEaTs HT orae 6 St g it F T ST 99 |
HTHE HILATSAT, Ffed ATTETATAL 6 TATET 6 [orT FH=T R | TF TEararsil Tieedr —

(F) srgETarar (e areh it forwrd o ) 7 iEanT w;

() AATETATSAT o FHILUN T SATLTIIT e,

(1) =g gRAtaa w2 % forw B sAqeuard o =feq T 8, FaTe F:3 it s EaeawdT 7 e F3,

(FT) SAA9TAF FILATS T AT 3T FATAAT Fd, [STHH, ATS T BT, TEATASIHLIT T AT FHLAT |
&

(z) et sreroor o1 1 918 AT F ARt A Aeg wA; A7

() T TS FETITHT FLATS A I TATTNAAT T TATA AT e,

o T sroreareti T TfeaTioT e g T o S |

8.5.3 fRar= wrians :

A aTar FaTfad sAqETarat  &r =HeAT & A 6l 18 F I HIL &I GATH F 6 (o0 Hars
AT FT | =T wrarear Ut gRl S sarfea awerst % garat & e aqia g | v sEamEst
TeRaT —

() FWTTAT STATETATE ST I FIL0 HT SATLTIT FT;

(T) SFATEIATSAT ¥ AT Tehel o ToIT HTLATE T T ATTITFHAT FT oI ToHT FLA;
(3T) ST FTLATE T ATHTIOT FLA L I FIAT(eAT B
(=) ToRET STmareror S = T2 FTaTE o TROTH T AEaE F; AT
(F) METE FRATE &, ST AT T 5, ST I TATaeNdr F7 T e,
F o srreett v wfvefoa Fe gq wfua v S
Ty F
[4=T 4.2.1 3R]

fafawtar gf<e wreee wreer F =9 6 uF |ferm FEres T wa, BEd aiew § g+ AR s an w
fafAfde ST simtaz ar |

1.0 HEFT I :
ferfawTar g e e "reer fRar st s se Aot safie gem
FrfereaT gie a7 =A-fAEr Farae gt gy § i auTeas ST, et YA ST AT F o
Ror, i 1 =9, 6 At 7€ FHervard (7t F:rg 2, 76 A1 9o S AT 7k  FEenar & wew 6 (F=r
g fowwtaa & a1 afawsa, ofy Besg g @ Bewar & ggf) i St & sadasg i
TOLET |
2.0 3w =1 quiv o< SaaTe * RS, e sa% R ik Svama fit € -

2.1 Ff<h F7 A

2.2 I * fafAeer
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2.3 1% 3% Farirr sie/em et SemTaet ¥ 9 frder

3.0 d=ferr

4.0 fRerew iR RfRwior deft Srh
4.1 gf<r fewmes
4.2 fatamtor weeft s

5.0 sraeas g si=-gt

6.0 stfem faguor six Fe=r ax

7.0 STTE T S} RRm=r=or
7.1 SEERT
7.2 sroefir Tt
7.3 Sifass qeear
7.4 faswa
7.5 ATFAAT FATIA AT fEfaameasn
7.6 9] eI

7.7 9% S{iaH/EaTHe TTeT

7.8 d=Tfee Are
7.9 Taue TeTq ARt STeT (Fashar aite)
8. s fet it ar # Ffafes sl
Faferfem sfia w1 arer sears Sifvee:

1. Forfearfa, #q ufess a7 uiearst & AT 37 AT AqU-a0 | ST TTRT ST ATSE e e
FOTA, foeT A7 T2 AT UITEH Heag THAMEE AT (o) 9o arfs a¥ ifesw ar tfearst % e
T TihAT =TT |

e &t foegqa de=ar o e it fRfRwtor sarg =1 afema, e = fes guaest & AR g
TG AT SATDF Tl T &Iq <979 grar g |

2. fore &1 areAor e e afeor & BfRge o ' ugfa st gt 81 weeaefier,
frfAfEear s v sreaae $i siafis geareT R |

3. wgH/aa fhe # = aedt Hereeniht faega adveror Rie |
4. T T AT AT |

5. ITE Fd;TIT9A |

fafafae geaisa fare, afe g § et samrerer g i T2 31, e e w1 geaaasiiear =7
AT et gt g |

fafafae wwaor S| gefem gefem, amnit e, e =, ahr R s =i e,
FLANT TR 3AT TATE ToRH I¥ HETET, Toh (ST i IeqTa ST § 39 Seera fmar sam =t |

ERIEL G
[T 4.2.2 3@

TATHATAT *9 ATFex WIE & ®9 § UF S1e78 FEqrasl ag1 w, SEd 7ha < # 7 70 g6 & 3carad
sire/a frfamtor R 3 ar § AR s satde g ) swd Referfera smaesrdy gt
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%, ATHTT SATTHTY
(1) =1t = =T | "ierm et (e /i fie 9t off 2), o et g,
(Il) Frfewior-fremaT,
(1) =21t 92 foh 10 7€ 171 ST
(IV) ¥ T AT 3T Aot qaT, SHH A6, FF 997, Ja9Tse 3704, T -5 9aT 91 g

(V) == Taferear iRt & swawre, et worer a2y ey o ¢ s v fafRtesa: fors an
fiEFeTT TaTt & a1 |, ot =R G g, s, e s St w7, e g w1 w3 G
AT & S Tt T2 A=A F I B

(V1) =<7 T GEErT A0 (AT T ATERTL, ATEATH 3T qTRTIerh THTIC 3 7 haTeheam™);
(VII) e, Frferét fAesror, aiermeer o fAaeor & =@t fws=rtl it §e;

(VIII) festres, fafamior sie afteror & seer o argdl ST, [AEuormes a1 v Tl Tgradr &
ERDIRS

(IX) ot T FTferel Tarerd TOTet! T e a0,
(X) farert & =rar Yo Fheat & =3 |
q, F1fHA
(1) @ FTTHT ol AT LT ATAT SISATHE AT,
(1) @ FTaRT T TEaT0, ATHT ST ITeaTa,
(1) AT T AT T 3 T et it =7 qferg B T 7@ S &, Il 90T,
(IV) STITES | &9 HTTHehT o {orT Ty srem;
(V) iRt it Tarogar gaeft s, fored qgamer € 2 1
. gRE s g :
(1) wTae Faer afgd afE< T i,
(1) = f=rator, wrosTr/ =t #@ie e $i g

(I1ly FATAT TOITAT T T FU | AT-AT6d TG % HATET ST a1 AT S0 & ST H1C
o st =Ry (S At sortfert T s =i | 2) | foEwtaa sormat & & % o w9
FeqT o AN ] Joold [T SITAT AR |

(IV) 37 faurerar, afiwwew siw qumer amiEt & v & forw e o,
(V) ST Tt 7 Sreeh STania Fa=adT |1 ¢, FTera qU0 (O3 &1 St = arai g) |
(V1) TaeETe (7T F fore Terag e Tavama wrasat A sTfeeras JormstT 7 3019) |

o, T
(1) =T ITATE 3T FTTorel =0T STRTETTET STER T AU (STERLL T GAT ATAITF B));
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(1) TETETa (FTeTa g Fae T@eard REFAT ST SATTe@dT Tt H7 J99);

(I1ly STEaT sfiT sfererre, S Siauia ATHer@™ Tl WY 8 | FFgehd Tl & Aremaawr
F forT sgered |
¥, HE=gdl :

ffRmior &t i sweat i a3 oy Srfera fafacert siw wfmemstt £ saorsar |
=, ST

(1) SeTE AT , -t f TqT 21, Ageaqul Rrier e a7 amr yarg w= o =ref
T TAIRT 0 g | {er o,

(1) SrEfsre AT, GRS JTERET, TS ST T STl il ISTe-8Ts i qaeT, fS|d T9AT
T, A, T o e oft €

(1) 7 ST AT G F1H F [0 e

(IV) &Rt it TS AR 3i7 Searat i1 Sors-a77s F fory sqae;

(V) wferam 3 faterrersreer 3 foro amarer $ifa = wfer aoi;

. FIIE APaTa

FTCIET ATATET TZ(d ST Tl AraTad AR & TRaTee i T J09 | T3 ATl 6 [HHET 6
RS ERn
T, ST ;

et gfe & wereor i ifa |
o, TEATAS L ;

AEFLTF TEATASIRLI Al T, IERT [T ST [Eq0 Fd il AGedT0, S siavd ATt
FTEATAAL T FeTeor o & |
o1, e gie f Read sl Sefrr gem garaes siar

(1) fererraat 1 e & e seaee,

(I1) &T=1T FREAT FETIHF FEATE 2T § oA % (10 ATEATT;
<. A gl :

AATH HOLTEAT THT T FTerE 07 |
CACIECRERI T

o e 1 g oo wfEer it & sures #1 Rt B smar g

SqTeY T
[8<7 6.4 3"
aftgfra gReat % g wafacfi st
RE FT T AT HT THIC AL TE.A. [
= we/sia e | ST AT i 5
s TS, ACZTHIT TS A iy fFeraw 7
HHST, AUSAT 3T ThionT 8
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©

T ATA

qToa TfaT

AT qhTs 37 397 Adreqr

T Y oo gue

HaLrer oE

T i HifemT

gt e

qraT T ST AT AT TR

XIS UTIATIRT 3T A T

e e

Ay IouTe WIS

FTAAT ST 7o

HARF ATARE

TS, AT, FIORTIT 3T oot
T

IuTE Y AT

SRR

IEERINEE I ER=)

TTTTT FHTAT 31T TETS FHLAT 31T TR FHEAT (FTL@ET
afae § fariaa R sm)

NN O NOW|O©O | (N|O|N|N|O,

qTFTT FEAT 3T TAHTE FHLAT 3T FhforT FEAT
(ATAEHIT — =TT ® FAeswtaa R s)

FEET/ATE AT
FeerT/foraes faRT de

Teraa it AT 3T AHTS
g9

9!1

[T, /. Ta.11014/8/2015-37. 0% 7. #.]

Fead AT oI, T =T

feoqur — g7 AW wa F o # ategEaT |, U%.28-10/45-t=(1), aE 21 feEwEy, 1945 g0
TERTTAT TR0 T o i I Sifa| |elree Atee=ar 9. ar.#.H. 313(3M), ai@.16 A1, 2016
FRAERIRRIRI

MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 29th March, 2016

G.S.R. 357(E).—The following draft rules further to amend the Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to make in exercise of the powers conferred by section 12 and section
33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), after consultation with the Drugs Technical Advisory
Board, is hereby published for information of all persons likely to be affected thereby; and notice is hereby
given that the said draft rules shall be taken into consideration on or after the expiry of a period of forty-five
days from the date on which the copies of the Gazette containing these draft rules are made available to the

public;

The objections and suggestions which may be received from any person with respect to the said draft
rules within the period so specified shall be considered by the Central Government;
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Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Government of
India, Ministry of Health and Family Welfare, Nirman Bhawan, New Delhi- 110011 or sent to the email
address of the Ministry at drugsdiv-mohfw @ gov.in.

Draft rules

1. Short title and commencement.-

(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-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 (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-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;

(©) 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,
@) 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.

(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-III.

(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-II1.”.
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(i1) 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-III.”.

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. Tt 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, intended for
human or animal use and manufactured in India).

3. Terms and definitions:

3.1 Active implantable medical device.- Active medical device which is intended to be totally or partially
introduced, surgically or medically, into the human or animal body or by medical intervention into a natural
orifice and which is intended to remain after the procedure.

3.2 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.

3.3 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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3.4 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 Drug 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).
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3.20 Verification means confirmation by examination and provision of objective evidence that specified
requirements have been fulfilled.

4 Quality management system.-
4.1 General:

The manufacturer shall establish, document, implement and maintain a quality management system and
maintain its effectiveness in accordance with the requirements of this schedule.

The manufacturer shall;-

(a) 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
(f) implement actions necessary to achieve planned results and maintain the effectiveness of these processes.
These processes shall be managed by the manufacturer in accordance with the requirements of this Schedule.

Where a manufacturer chooses to outsource any process that affects product conformity with requirements,
the manufacturer shall ensure control over such processes. Control of such outsourced processes shall be
identified within the quality management system.

NOTE: Processes needed for the quality management system referred to above shall include processes for
management activities, provision of resources, product realization and measurement.

4.2 Documentation requirements.-

4.2.1 General

The quality management system documentation shall include;-

(a) documented statements of a quality policy and quality objectives;
(b) a quality manual;

(c) documented procedures required by this schedule;

(d) documents needed by the manufacturer to ensure the effective planning, operation and control of its
processes;

(e) records required by this schedule, and

where this schedule specifies that a requirement, procedure, activity or special arrangement be
“documented”, it shall, in addition, be implemented and maintained.

For each type 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.
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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) a description 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 Site Master File containing specific information
about the facilities, personnel and other details as prescribed in Annexure B appended to this Schedule.

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;

(f) to ensure that documents of external origin are identified and their distribution controlled; and

(g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they
are retained for any purpose.

Changes to document shall be reviewed and approved. Change records shall be maintained which will include
a description of the change, identification of the affected documents, the signature of the approving
individual, the approval date, and when the change becomes effective.

The manufacturer shall ensure that changes to documents are reviewed and approved either by the original
approving functionary or another designated functionary which has access to pertinent background
information upon which to base its decisions.

The manufacturer shall define the period for which at least one copy of obsolete controlled documents shall
be retained. This period shall ensure that documents to which medical devices or in-vitro diagnostics have
been manufactured and tested are retained for at least one year after the date of expiry of the medical device
or in-vitro 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:-
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(a) communicating to the employees the importance of meeting customer as well as statutory and regulatory
requirements;

(b) establishing the quality policy;

(c) ensuring that quality objectives are established;

(d) conducting management reviews; and

(e) ensuring the availability of resources.

5.2 Customer focus:

Top management of the manufacturer shall ensure that customer requirements are determined and are met.
5.3 Quality policy:

Top management of the manufacturer shall ensure that the quality policy:-

(a) is appropriate to the purpose of the manufacturing facility;

(b) includes a commitment to comply with requirements and to maintain the effectiveness of the quality
management system;

(c) provides a framework for establishing and reviewing quality objectives;

(d) is communicated and understood within the manufacturer’s organization; and
(e) is reviewed for continuing suitability.

5.4 Planning.-

5.4.1 Quality objectives:

Top management of the manufacturer shall ensure that quality objectives, including those needed to meet
requirements for product, are established at relevant functions and levels within the manufacturing
organization. The quality objectives shall be measurable and consistent with the quality policy.

5.4.2 Quality management system planning:
Top management of the manufacturer shall ensure that.-

(a) the planning of the quality management system is carried out in order to meet the specified requirements,
as well as the quality objectives; and

(b) the integrity of the quality management system is maintained when changes to the quality management
system are planned and implemented.

5.5 Responsibility, authority and communication.-
5.5.1 Responsibility and authority:

Top management of the manufacturer shall ensure that responsibilities and authorities are defined,
documented and communicated within the manufacturing organisation.

Top management of the manufacturer shall establish the interrelation of all personnel who manage, perform
and verify work affecting quality, and shall ensure the independence and authority necessary to perform these
tasks.

5.5.2 Management representative:

Top management shall appoint a member of management who, irrespective of other responsibilities, shall
have responsibility and authority that includes:-

(a) ensuring that processes needed for the quality management system are established, implemented and
maintained;

(b) reporting to top management on the performance of the quality management system and any need for
improvement; and

(c) ensuring the promotion of awareness of regulatory and customer requirements throughout the
manufacturing organization.
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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,

(c) process performance and product conformity,

(d) status of preventive and corrective actions,

(e) follow-up actions from previous management reviews,

(f) changes that could affect the quality management system,

(g) recommendations for improvement, and

(h) new or revised regulatory requirements as and when issued.

5.6.3 Review output:

The output from the management review shall include any decisions and actions related to:-
(a) improvements needed to maintain the effectiveness of the quality management system and its processes,
(b) improvement of product related to customer requirements, and

(c) resource needs.

6 Resource management.-

6.1 Provision of resources:

The manufacturing organization shall determine and provide the resources needed

(a) to implement the quality management system and to maintain its effectiveness, and
(b) to meet regulatory and customer requirements.

6.2 Human resources.-

6.2.1 General:

Personnel performing work affecting product quality shall be competent on the basis of appropriate education,
training, skills and experience. Number of personnel employed shall be adequate and in direct proportion to
the workload. Prior to employment, all personnel, shall undergo medical examination including eye
examination, and shall be free from communicable or contagious diseases. Thereafter, they should be
medically examined periodically, at least once a year. Records shall be maintained thereof. 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.
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6.2.2 Competence, awareness and training:

The manufacturer shall:-

(a) determine the necessary competence for personnel performing work affecting product quality,

(b) provide training or take other actions to satisfy these needs,

(c) evaluate the effectiveness of the actions taken,

(d) ensure that its personnel are aware of the relevance and importance of their
activities and how they contribute to the achievement of the quality objectives,

(e) maintain appropriate records of education, training, skills and experience, and

(f) establish documented procedures for identifying training needs and ensure that all
personnel are trained to adequately perform their assigned responsibilities.

6.3 Infrastructure:

The organisation shall determine, provide and maintain the infrastructure needed to achieve conformity to
product requirements. Infrastructure includes, as applicable:-

(a) buildings, workspace and associated utilities.
(b) process equipment (both hardware and software), and
(c) supporting services (such as transport or communication).

The manufacturer shall establish documented requirements for maintenance activities, including their
frequency, when such activities or lack thereof can affect product quality. Records of such maintenance shall
be maintained.

6.4 Work environment:

The organisation shall determine and manage the work environment needed to achieve conformity to product
requirements. 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;

(b) 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;

(c) 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;

(d) 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.

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.
In planning product realisation, the manufacturer shall determine the following, as appropriate:-

(a) quality objectives and requirements for the product;
(b) the need to establish processes, documents, and provide resources specific to the product;

(c) required verification, validation, monitoring, inspection and test activities specific to the product and the
criteria for product acceptance;

(d) 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.
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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) requirements specified by the customer, including the requirements for delivery and post-delivery
activities,

(b) requirements not stated by the customer but necessary for specified or intended use, where known;
(c) statutory requirements related to the product, and

(d) 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) product requirements are defined and documented;

(b)contract or order requirements differing from those previously expressed are resolved; and
(c) the manufacturer has the ability to meet the defined requirements.

Records of the results of the review and actions arising from the review shall be maintained.

Where the customer provides no documented statement of requirement, the customer requirements shall be
confirmed by the manufacturer before acceptance.

Where product requirements are changed, the manufacturer shall ensure that relevant documents are amended
and that relevant personnel are made aware of the changed requirements.

7.2.3 Customer communication:

The manufacturer shall determine and implement effective arrangements for communicating with customers
in relation to:-

(a) product information;

(b) enquiries, contracts or order handling, including amendments;
(c) customer feedback, including customer complaints; and

(d) advisory notices.

7.3 Design and development.-

7.3.1 Design and development planning:

The manufacturer shall establish documented procedures for design and development. The manufacturer shall
plan and control the design and development of product. During the design and development planning, the
manufacturer shall determine :-

(a) the design and development stages;

(b) the review, verification, validation and design transfer activities that are appropriate at each design and
development stage; and

(c) the responsibilities and authorities for design and development.

The manufacturer shall manage the interfaces between different groups involved in design and development
to ensure effective communication and clear assignment of responsibility.

Planning output shall be documented, and updated as appropriate, as the design and development progresses.

NOTE: Design transfer activities during the design and development process ensure that design and
development outputs are verified as suitable for manufacturing before becoming final production
specifications.
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7.3.2 Design and development inputs:

Inputs relating to product requirements shall be determined and records maintained. The design requirements
relating to a device are appropriate and address the intended use of the device, including the needs of the user
and patients.

These inputs shall include:-

(a) functional, performance and safety requirements, according to the intended use;
(b) applicable statutory and regulatory requirements;

(c) where applicable, information derived from previous similar designs;

(d) other requirements essential for design and development; and

(e) output(s) of risk management.

These inputs shall be reviewed for adequacy and approved by designated individual.
Requirements shall be complete, unambiguous and not in conflict with each other.
7.3.3 Design and development outputs:

The outputs of design and development shall be provided in a form that enables verification against the design
and development input and shall be documented, reviewed, and approved prior to release.

Design and development outputs shall:-

(a) meet the input requirements for design and development;

(b)provide appropriate information for purchasing, production and for service provision;
(c) contain or reference product acceptance criteria; and

(d) specify the characteristics of the product that are essential for its safe and proper use.
Records of the design and development outputs shall be maintained.

Records of design and development outputs can include specifications, manufacturing procedures,
engineering drawings, and engineering or research logbooks.

7.3.4 Design and development review:

At suitable stages, systematic reviews of design and development shall be performed in accordance with
planned arrangements:-

(a) to evaluate the ability of the results of design and development to meet requirements; and
(b) 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.
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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

(c) quality management system requirements.

The manufacturer shall ensure the adequacy of specified purchase requirements prior to their communication
to the supplier.

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,
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(b)the availability of documented procedures, documented requirements, work instructions; and reference
materials and reference measurement procedures as necessary;

(c) the use of suitable equipment;

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

(e) the implementation of monitoring and measurement;

(f) the implementation of release, delivery and post-delivery activities; and
(g) the implementation of defined operations for labeling and packaging.

The manufacturer shall establish and maintain a record for each batch of medical device or In-vitro
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
(c) product is supplied to be used non-sterile and its cleanliness is of significance in use; or

(d) process agents are to be removed from product during manufacture.

If the product is _cleaned in_ accorandance 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.

The manufacturer shall establish arrangements for these processes including, as applicable:-
(a) defined criteria for review and approval of the processes;

(b) approval of equipment and qualification of personnel

(c) use of specific methods and procedures,;

(d) requirements for records; and

(e) revalidation.
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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 medical
devices/In-vitro Diagnostics to allow traceability and that such records are available for inspection. Records
of the name and address of the shipping package consignee shall be maintained.

7.5.3.3 Status identification:

The manufacturer shall identify the product status with respect to monitoring and measurement requirements.
The identification of product status shall be maintained throughout production, storage, implant, usage and
installation of the product to ensure that only product that has passed the required inspections and tests (or
released under an authorized concession) is dispatched, used or installed.

7.5.4 Customer property:

The manufacturer shall exercise care with customer property while it is under the manufacturer’s control or
being used by the manufacturer. The manufacturer shall identify, verify, protect and safeguard customer
property provided for use or incorporation into the product. If any customer property is lost, damaged or
otherwise found to be unsuitable for use, this shall be reported to the customer and records maintained.

NOTE.- Customer property can include intellectual property or confidential health information.
7.5.5 Preservation of product:

The manufacturer shall establish documented procedures or documented work instructions for preserving the
conformity of product during internal processing and delivery to the intended destination. This preservation
shall include identification, handling, packaging, storage and protection. Preservation shall also apply to the
constituent parts of a product.
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The manufacturer shall establish documented procedures or documented work instructions for the control of
product with a limited shelf-life or requiring special storage conditions. Such special storage conditions shall
be controlled and recorded.

7.6 Control of monitoring and measuring devices:

The manufacturer shall determine the monitoring and measurement to be undertaken and the monitoring and
measuring devices needed to provide evidence of conformity of product to determined requirements.

The manufacturer shall establish documented procedures to ensure that monitoring and measurement can be
carried out and are carried out in a manner that is consistent with the monitoring and measurement
requirements.

Where necessary to ensure valid results, measuring equipment shall :-

(a) be 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) be adjusted or re-adjusted as necessary;

(c) be identified to enable the calibration status to be determined;

(d) be safeguarded from adjustments that would invalidate the measurement result;

(e) be protected from damage and deterioration during handling, maintenance and storage.

In addition, the manufacturer shall assess and record the validity of the previous measuring results when the
equipment is found not to conform to requirements. The manufacturer shall take appropriate action on the
equipment and any product affected. Records of the results of calibration and verification shall be maintained.

When used in the monitoring and measurement of specified requirements, the ability of computer software to
satisfy the intended application shall be confirmed. This shall be undertaken prior to initial use and
reconfirmed as necessary.

8 Measurement, analysis and improvement.-
8.1 General:

The manufacturer shall plan and implement the monitoring, measurement, analysis and improvement
processes needed:-

(a) to demonstrate conformity of the product;
(b) to ensure conformity of the quality management system; and
(c) to maintain the effectiveness of the quality management system.

This shall include determination of applicable methods, including statistical techniques, and the extent of their
use.

Note.- If relevant Indian standards are not available, International standards are applicable. In case no Indian
or International standards are available, validated testing process of the manufacturer is applicable.

8.2 Monitoring and measurement.-
8.2.1 Feedback:

As one of the measurements of the performance of the quality management system, the manufacturer shall
monitor information relating to whether the manufacturer has met customer or regulatory requirements. The
methods for obtaining and using this information shall be determined.

The manufacturer shall establish a documented procedure for a feedback system to provide early warning of
quality problems and for input into the corrective and preventive action processes.

8.2.2 Internal audit:

The manufacturer shall conduct internal audits at planned intervals to determine whether the quality
management system:-
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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.

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;

(c) by taking action to preclude its original intended use or application.

The manufacturer shall ensure that nonconforming product is accepted by concession only if regulatory
requirements are met. Records of the identity of the person 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.
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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;

(c) characteristics and trends of processes and products including opportunities for preventive action; and
(d) suppliers.

Records of the results of the analysis of data shall be maintained.

8.5 Improvement.-

8.5.1 General:

The manufacturer shall identify and implement any changes necessary to ensure and maintain the continued
suitability and effectiveness of the quality management system through the use of the quality policy, quality
objectives, audit results, analysis of data, corrective and preventive actions and management review.

The manufacturer shall establish documented procedures for the issue and implementation of advisory
notices. These procedures shall be capable of being implemented at any time. Records of all customer
complaint investigations shall be maintained. If investigation 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

(f) reviewing the corrective action taken and its effectiveness.

8.5.3 Preventive action:

The manufacturer shall determine action to eliminate the causes of potential nonconformities in order to
prevent their occurrence. Preventive actions shall be appropriate to the effects of the potential problems. A
documented procedure shall be established to define requirements for

(a) determining potential nonconformities and their causes,
(b) evaluating the need for action to prevent occurrence of nonconformities,

(c) determining and implementing action needed,
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(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

2.3 Reference to predicate and/or previous generations of the device
3.0 LABELLING
4.0 DESIGN AND MANUFACTURING INFORMATION:

4.1 Device Design

4.2 Manufacturing Processes
5.0 ESSENTIAL PRINCIPLES (EP) CHECKLIST
6.0 RISK ANALYSIS AND CONTROL SUMMARY
7.0 PRODUCT VERIFICATION AND VALIDATION:

7.1  Biocompatibility

7.2 Medicinal Substances

7.3  Biological Safety

7.4  Sterilisation

7.5  Software Verification and Validation

7.6  Animal Studies

7.7  Shelf Life/Stability Data

7.8  Clinical Evidence

7.9  Post Marketing Surveillance Data (Vigilance Reporting)
8. ADDITIONAL INFORMATION IN CASE OF THE DIAGNOSTIC KITS:
Product dossier showing the:

1. 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.
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2. Test protocol of the kit showing the specifications and method of testing. In house evaluation report of
sensitivity, specificity and stability studies.

3. The detailed test report of all the components used/packed in the finished Kkit.
4. Pack size and labelling.
5. 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 Site 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:

A GENERAL INFORMATION :

D brief information on the site (including name and address), relation to other sites;
(I1) manufacturing activities;
(IIT)  any other operations carried out on the site

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

(V)  type of medical devices handled on the site and information about specifically toxic or hazardous
substances handled, mentioning the way they are handled and precautions taken;

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

(VDI  number of employees engaged in Production, Quality Control, warehousing, and distribution;

(VII)  use of outside scientific, analytical or other technical assistance in relation to the design,
manufacture and testing;

(IX)  short description of the quality management system of the company;
(X)  devices details registered with foreign countries;

B PERSONNEL

@ Organisation chart showing the arrangements for key personne;l

an qualifications, experience and responsibilities of key personnel;

(ITII)  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.

C PREMISES AND FACILITIES :

@ Layout of premises with indication of scale;

(I1) nature of construction, finishes/fixtures and fittings;
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(I1T)

av)
V)

(VD)

@

an

(11T

@)

an
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(Iv)
V)

@
an

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;

special areas for the handling of highly toxic, hazardous and sensitizing materials;

brief description of water systems (schematic drawings of the systems are desirable) including
sanitation;

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

EQUIPMENT :

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

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

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

SANITATION :

Availability of written specifications and procedures for cleaning the manufacturing areas and
equipments.

PRODUCTION:

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

arrangements for the handling of starting materials, packaging materials, bulk and finished products,
including sampling, quarantine, release and storage;

arrangements for reprocessing or rework;

arrangements for the handling of rejected materials and products;
brief description of general policy for process validation.
QUALITY ASSURANCE:

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

STORAGE :
Policy on the storage of medical device.
DOCUMENTATION :

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

MEDICAL DEVICE COMPLAINTS AND FIELD SAFETY CORRECTIVE ACTION:
Arrangements for the handling of complaints ;

Arrangements for the handling of field safety corrective action

INTERNAL AUDIT:

Short Description of the internal audit system.

CONTRACT ACTIVITIES:

Description of the way in which the compliance of the contract acceptor is assessed.
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Annexure ‘C’

(refer para 6.4)

Environmental requirement for Notified Devices

Name of Device Type of Operation ISO Class
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 polishing | 9
Heart Valve Valve Packing 5
Ultrasonic Cleaning & Visual Inspection 7
Frame & Disc Assembly 7
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 sterilized in 7
factory premises)
Polishing , cleaning & packaging (Non Sterile- to be 8
sterilized in Hospital)
Cutting, lathing 9
Catheters / I V Cannulae / Scalp Assembly, Coating, Wrapping & Packing 7
Vein Set Component Preparation & Cleaning 8
Moulding 97

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