Wit o 2o Uo-33004/99 _REGD.NO.D. L-33004/99

Che Gazetie of India

EXTRAORDINARY
T 11—@Uug 3—39-WUE (i)
PART I1—Section 3—Sub-section (i)
wifierr & v
PUBLISHED BY AUTHORITY

H 47 " Teelt, guET, WA 30, 2013 /919 10, 1934
NEW DELHI, WEDNESDAY, JANUARY 30, 2013/MAGHA 10, 1934

e 3 uftan werr WA
( wameeg fawm )
arfrg=T
= faeett, 30 s, 2013
T f. 53(31) iy s woem g frm, 1945 F1 3T T w0 % fo s fos 51w simfa sin
e T SRR, 1940 (1940 T 23) T M 33 o e GfET U 12 I SUETER, SR H T, R0, 9 L
e 3, 99-wE (i), A 18 T, 2011 §, $RA WR @ Wi s ufian e vy (e e w5t st
et maL T 821(27), A 18 TR, 2011 50 ey T wan on forad s weit safamal @, fomw 3w wonfam =
T HE o, 39 ariE R, frew 39 e w1 ae w5 yfe, S w sgae w0 @ e, e fm a9 smfy
w1 Tl % gd ane & g T T o,
i T w5 what S R 24 T, 2011 ) SYEH HU A 0 of;
sl v Forge] T SR @ W S i gl w0 wEE wewR 3 faen s g
7, 37, B TR, ahaf 3 wE T SfufEe, 1940 (1940 1 23) F U 12 37 A 33 50 e vt
muaﬁwﬁgq,Wuaﬁﬂwﬁﬂmmzﬁm,aﬁﬂﬂmﬁtmmamﬂﬁmm1945aﬂaﬁm%eﬁim
T 3 foru Freferfem Fram =l 2, sl -
frm
(1) @ faam shafy o wEem amRh (veen gave) fm, 2013 # 1
(2) 7 TETH F I WA A & Fg9 w |
2. dufy ity T fram, 1945
(Foret o e wvem 39 FEW e T ) H—
(i) 33a Fem o, frawm 122 9 ® & & wvee Prafafea Frm st fmn s, g
Y922 B H @ - IR T @ A aif m geg ) feaf o wfie—
(1) S whieqo et safea w1 afa F <wn o, 38, 5@l 9% ovifer €, Foypeen fafwe waE wae
M |
(2) wifz TRm sfaa g A af Yt she Qe 2, @ v et fee 2 $ e () &

awﬁaqﬁwfﬁaaﬁmmﬁm&%aﬁr%a@wﬁ?ﬁuuwzﬁmﬁwwaﬁrwm
nfir = Ferfmm wAv ur wun fe et  arfafiae @i S RN



(58]

THE GAZETTE OF INDIA : EXTRAORDINARY [Part 11--5ec 3(0]

%@aﬁgﬂgﬁﬁsﬁtﬁﬁ&qﬁﬁ?mﬁﬁ%%ﬁﬁmmwm%ﬁmﬁ
Hafer 3 FOX BT |

(g)wﬁﬁﬂﬁmﬂﬁmwﬁmﬁaanﬁ,Woﬁr/aﬁamﬁ'éfﬂ?ﬁ,ﬁrmm &
@g(@)éﬁmqﬁmﬁﬂsﬂﬂmm&mﬁar*wﬁmqﬁwmm?
msﬂiﬁm‘qﬁaﬁ@mﬁ?a:ﬁrﬁﬁmmmmmﬁhﬁﬂﬂm%m?ﬁ
i afee 8o |

4) Wﬁaﬁvntﬁ?ralﬁﬁa;#lmﬁaﬁqﬁam,aﬁmaﬁggﬁ'a?w#ﬁﬁmmﬂmﬁmw
qﬁwwm,ﬁaﬁmw&wﬁmmﬁaﬁamml

(5)ﬁmﬁﬁ?ﬁwmﬁﬁﬁaﬁmﬁmﬁaﬁaﬁﬁm%aﬁaﬁmaag@raana‘rmﬁm
ﬂﬁﬁﬁﬁ#ﬁﬁﬁﬁmtmﬁa@mwﬁaﬁ@ﬁﬁm%!
ey AR e e ey & v fadr wfeE F e e

(F) HeAWOTEIER 3eUle (IEE)) 1 gfadger THId |

(@) 3@ﬂﬁamrm3rﬁwm,aﬁrﬁ$wmmmmmm
I GRI AT |

@n meﬂﬁafﬂﬁa@uwmmmﬁmmaﬁrﬁml
(&) oer-aiteer (cenfae) Crifye aferor #F w3ty 39T FHE |

(@) e AR & o & FT A, sfrarda: tEee AeE Auafed &t g dEa
Rafecar & wor ufdge ga |

) #aﬁ?&?q{mw#ﬁ-ﬁmﬁmﬂa&%wnﬁwﬁqﬁgﬁaﬁrmﬁ%%a|
(@) emEsT 3 e @S S lwror g |

(6) wrdSF Aty Srel s & ar S den faw 21 & @ (@) #F ol s
afﬁmﬁ@rﬁaﬁmqﬁmwm*ﬁv,mﬁm%waﬁmwmﬁmmﬁﬁqﬁm'
wﬁm%,ﬂmﬂmﬁmﬁawﬁqﬁwcrmm?r%ﬁmwmm|

(7) aﬁ;mﬁﬁmﬁﬁﬁaﬁ'axﬁvﬁﬁmwmmﬁmm%mfm
Hﬁrﬁmﬁaﬁmﬁmwﬁw%ﬁmqﬁmﬂmwﬁﬁaﬁﬁ?ﬁﬂmmmﬁﬁﬁﬁﬁgﬁ
ﬂﬁaﬁaﬁmﬁm@;a&nﬁﬁ%mﬁm(mﬁéﬁﬁﬁ)ﬁﬁmqﬁm,
Wqﬁmﬂ%ﬁ@awﬁ‘wmﬁarmmmwmﬁﬂmaﬁa:m
ﬁwanf:“waﬂaﬁqﬁaﬁmmm,ﬁaﬁ%@qﬂ'ﬂwﬁﬁﬁamwwﬂaﬂ?amf
mmmaﬁavrﬁaﬁémmwﬁmmamﬁﬁvmm(qﬁﬁM)
uﬁaﬁmﬁﬁﬂmm%‘maﬂ%ﬂmﬁaﬁmaw%aﬁaﬁsﬁﬁmﬁm@m
e |

it e Eeeed S Ny rframT ot TR e T 6 OO (2) 7 -



[0 11--@vg 3(i) ] RE T TAYH . FAHT

(@) urdie & Ieieraca ¥ Hefed 399 (2)-
(i) s (iv) F PeaAfatae war s, e -

“(iv)ﬁﬁfﬁ%ﬁﬁwﬁaﬁmmﬁmqﬁwmﬁmﬁqﬁ,m
fasayor F & T, URiTsE BT W afAfy & ewsr st ofifE 12 & s
Bt 21@ F i qUraReTRE e[ TRy gRT s aar WiAfY & At @
s iy fr R i ww e & w iR sw des & g, S e
mfﬁtmauma?aﬁaraﬂﬁﬂéﬁaﬂmqﬂwmﬁﬁﬁmmamaﬁ
mmﬁlﬂﬁ@ﬁrmﬂrqﬁwmrzﬁrmmﬁnﬁww#mq&mm
m-nmu@wﬁ.maﬁﬁr%mwa&ﬁrﬁnmﬂ:waﬁmﬁrqﬁ@
e ¥ B ¥ e waet feet & shaw aletor gaifee faar e g, sufva i s

(W) W3 (iv) & gurg R T fear s, -

"(v)arfa?a:?farfi‘!aﬁfﬁmmﬁg‘rﬁm?‘ﬁHﬁrmﬂaﬁfaarrﬁmm(m%’ag
mmﬁn@wﬁmﬁﬁmaﬁgmmﬁ)mmqﬁﬁﬁ?ﬁmﬁﬁaﬁﬁvﬁﬂma?
W%ﬁlvaﬁﬁmﬂmﬁaﬂﬂﬂaﬁﬁrweﬁreﬁ,mﬁﬁa?ﬁﬁwqa‘ma?f?m
W?ﬁhﬁ&mqﬁfwwﬁmm%ﬁﬂﬁﬁmﬁmﬂﬁmﬁmmwas
fav fady uldet wers HEr | '

(vi) STiSiR (AT @ eTEgfieE dCe B AT WS EE 8 AT A wfafafe e
Jefd AN & waest & T Eeue ol & e ung oAl e
gl & Jmrer &1 W & A e ¥ shax aefenee mftery & erfd @ ey @
Fafera derfe fmner & fav gem ar deq gfaas & sl aegd S

(1) J=a9a(E) & Sdeifica ¥ wefoa 39T (3) A-
(i) 394 (3)” W “@B)(0) F v I FEAiiSd fRar s

(ii)gamﬁ@fﬁﬁamﬁ(i)ﬁ,"wm%dﬁ%sﬁmmamrmﬁﬁmﬁ
TorF ufed g & 7 &1 fad & ofov Hewds Welhel @ HeHIeH fear amar § @
aﬁﬁ,ﬁﬂﬁfaﬁi&»‘fﬁﬁ#%mﬁ,mw“ﬁmmaswg(m)aﬁmqﬁﬂrﬁﬁm
gmm',mmmmﬁ%ﬁmmW$ﬁW$mm'
mﬁﬁmmﬁ'ﬁ,mmaﬁrﬁ?ﬁnﬁmsﬁasméﬁ%m
mW{qYWaﬁWﬂa‘raﬁ'LaﬂﬁE%ﬁwm*qm,ﬂ@fﬁmuﬁﬁ
b 1 RO AN g NN WHE & e A e wfewrd & Rae fi
T gty ¥ wrr aRRE 12 & el e oiften grr afsa aer whAfT & et
mwwxm,mﬂﬂmmma:mawwmﬁmr
e qher darEafRar ar W, R dr sl | & fBea i sfagd
W@WW%Wmﬁaﬁww,WmuﬁWﬁmamaﬁ%a?mﬂH
mmmmﬁmﬁmﬁ.mmmm-xuﬁamxw
mﬁﬁ%sﬁmqﬁmﬁmﬁmﬁwmgl"aﬁ,aﬁﬁﬁﬁmﬁﬁmmt




THE GAZETTE OF INDIA : EXTRAORDINARY [Pary 1T--Skc. 3(1)

(iii) Tw wHR HEAiEHd TS () ¥ g fefaf@a @s si-Eenfiia AT SuaT, 3rRie-

"(ii)Hﬁﬁ,ﬁaﬁ%ﬁm*m?%aﬁ?%aﬁﬁqﬁﬁﬁvﬁwmﬁﬁﬁ
Wﬁmﬂ:mmﬁwﬁﬁﬁﬂaﬁmwﬁmmmmﬂﬁﬁﬁHWﬁméﬁ
mn'ﬁM$¢qﬁmmW$W%mﬁmmmlﬁ,aﬁur
mmm(mm)ﬁmmmmamwxm:

& o

(EI)mﬁﬂﬁﬁ*WﬁﬁﬁéﬁH@(S)ﬁ,M(iii)*m%mﬁ@ﬂ
s sa-cfa R s, -

"(iv)ﬁaﬁﬁﬁmﬁa&ﬁﬁﬁmqa@aﬁaaﬁ#ﬁaﬂﬁmr@ﬁwr
qwsm?ﬁﬁtfréummﬁwra?tﬁam%mqﬁﬁ,mﬁ’ﬁ%ﬁ,a‘rmﬁmwaﬁr
W,WWW*W*WWN (@) & e afenfia segaie
Wﬁwﬁm%%‘,mﬁﬁ%ﬁhﬁmﬁw%aﬂ%m*
mm%mmmwma:mvmaﬁﬁmq%ﬁm$m
%ﬁmﬁw%aﬂmmaﬂmlmmﬁwﬁ%%mﬂ@fﬁmﬁw
a‘rsﬁ‘xqﬁ%‘aam@ramﬁwuﬁ%mwmﬁ%ﬂém%ﬁw%wz{m
ﬁﬁhﬂqﬁm,zrﬁ’—:aﬁéﬁ,a#wﬁaﬁm‘%qﬁﬁﬁ,%nﬁﬁaﬁ%qﬁmﬂ%%w
Wmﬁmwﬁﬁ.m#ﬁmlwmﬁmﬁw
Teer gt & 21 ¥aver e & shat ErEia S

(3) 39 & (5) F URAT Srerafae aiaewfoa fHar sneem EII
“5(31). i widvge TT

(1)wmmmmﬂmﬁaﬁﬁ€wﬁma%mwﬂﬁéaﬂﬂaamma
m%‘ﬁﬂﬂ%aﬁfnﬂﬁ(mﬁaﬁwﬂﬂﬁﬁmmﬁaanﬁ),siasrcﬁmﬂ
(Wﬂ?ﬁmﬂmﬁ{ﬁéﬁﬁ@rmﬂﬁ),ﬂ'mmﬁmﬁamm
mm&;n,a;m%wmmmwmmsﬂ*m%mmmﬁ%t

(2) 3=awer wely Iy air weaErtad v aesTa &1 QU faw 21 F @S (@) F
Wmmﬁﬁamﬁmﬁmﬁmwwmﬁaﬁm
qﬁﬁﬂréﬁﬁvmmﬂfrﬁ:ﬂnﬁwam%mmmﬁmﬁ
mwrmwwmmmﬁﬁtmzllﬁmmmaﬁ
%24w$mhﬁ|mmmﬂﬁﬂ@v12$mﬁ%qﬁm$
Wmﬁm%ga;wfwﬁmmmmwzmequrﬁﬁ
Hem

(iif) afyf@rse s 9,



[ = 11398 3(i)] YT 1 TAIA ¢ 3TN

(@) FH TEAE 1 H, 39 HH wEdwm 1.1 A, A dwr 9 & v F we w
forrtataa @ s, st ‘

“(9) fredhr iRt 3 i gaer & avia & e Freemr 8

(@) e et F cafr & el aifd & @ f Fwr &, 0 afs W ST
de e g Fryes Rfwaier yey yeer @i srea

(@) et adeor & g8 efy ar e fogear w, wrisE @ saen g
ﬁmﬁaﬁﬁfﬁrqﬁmﬁﬁaﬁfﬁwﬁawrmﬂ%maﬂﬂﬁwﬁmrﬁ
aifd o 7oy & Rv RAehy 9fadt weer ST

(@) & weaiw 2 B, dfs 0 SeA- AR sg v & yrard feTAt@E @
smoem, 3t - )

" 2 BT T e

sagErRT - Bl wae watEe dau gl e (Fuar sEEa W e @)
s Frafis ...

AARERIA (EEERE) & Awr A o A e sl # dEw
(qieToT & e Hey & axm F &yl & g & form) 1

(1) 2ree “TEN &1 AT, oo " ¥ i B & wrE, Preafafad v s, sl -

@ e aF AT T @ S gU wEARY A T widat s ar 3k
afnfiea & & et 1)

(iv) aftRrE 11 & guTa Seefaf@a wr smee, -

qRIAE 127
St oo & wEite wfy ar geg o aa d akaet

(1) e et A et sy @ ey A g & ufaat deifae aimor A aRE
ﬁgéﬁ%ﬁ&??ﬂﬂ?ﬁﬂ‘jﬁﬁﬁ&ﬁﬁ&3ﬁ%mrfﬁt?ﬁ$ﬁwmﬁm
S|

(2) e oQET ¥ defoa odewr § ufe @ e e & g # o safn
s 21 ‘r?ﬁ@?(@}%mﬂﬂuﬂmﬁ&ﬂﬁﬁmﬁmﬂ%mﬁw%aﬁwqﬁaﬁm
T A FT FHE G

(3) s & dere wwer ¥ efe seg & ogur I ses [ IEH AR
(FmERfE) e 21 % @8 (@) & ey QRN AR arEE & e &
Wﬁmwwﬁww%ﬁ%ﬁvﬁmw&h%ﬁﬁmﬁwwﬁw



[

6 THE GAZETTE OF INDIA EXTRAORDINARY [Part H—Sre. 3t
A o

(@) Fifrcdr vaer & forg S,

(@) qﬂwﬁqiaﬁlﬁmﬁé{fﬁvﬁ?ﬁwuﬁm;

(@0 zﬁqﬂmnﬁqﬁwmﬂﬂwﬁﬁaﬁmﬁéﬁé‘r (FrfERfe) @ fadr
DIGERH

(€1) mffﬁma:iarﬁ{mqﬂwﬁmﬁﬁ%ww&%ﬁmﬁgﬁaﬂﬁéﬁ
far fadr afast |

(5) m$m3mﬂﬁﬁﬁ@mﬁaﬁ$ﬁmﬁmwmﬁﬁﬁ
3vaﬂﬁqmﬁ%aﬁiﬁmﬁmqﬁmtﬁﬁﬁmwﬁ&r%ms{agg’l?ﬁ%‘a‘r
faerr wferet SeTe &N, e

(=) JguITeHdE aRoTEr (TRoE) ¥F ufaga 9eTa;

@) e e s Ao THETT gferars;

(@ SreFifea AT & Teaine, daifae s ar it 4t 3EeR giafete
o7 Y T SUET,

(1) Ao it & TR ffrcar TR GEE UEW w ¥
[EEUGIN

() dre-srat foraifaer aeroT 3 eSS,

(@) BT CRICRIRIN S yaeEd WO & &9 A el TETe 1 wigewy feddl
e & &RoT Ul W

G mlﬁmtﬁaﬁm@mﬁmﬁﬁ%wm&ﬁaﬁaﬁgémﬁax
o fadrr 9fadeT |

(6) forefier Wit & T &1 SIfar
(ﬂ)aﬁwmﬁvmmmqﬁﬁmmﬁaﬁﬁcﬁéﬁmﬂ ETRGE
(@ & A mnqﬁmﬁamqﬁmwﬁﬁﬁmwﬁﬁﬁr EE
Wmﬁﬁaﬁmwﬁwﬁaﬁﬂ%wﬁ%mzmmﬁﬁ%
mﬁrammamuwaqmaﬂmmﬁm%aﬁqﬂﬁfzu$aqm
s Gfed @ & 24 €T & S 0 |

(@) (1) T dr stefi wfcieger Gl ufyeror FrEATE B9
(@) fvsr 21(@) & 3redvet T oyt segatd aftEd g afed fagnra @Al 530y =

asrmaframﬁaﬂ?wam'q%maﬁrma%qzﬁaﬂéiﬁvmﬁaﬂwﬁwzﬁ?aﬁwﬁ
sepafer el Fr Fhromiyer 0T |



[ & —a&vE 3(i)] YIRA T TSI SHTHRUT

(&) wrirors an wwen wfff, Rre sget@ e ¥ efi ulleo @ wdaem @ fag s
arfie 2 off ok s gy @ iR wRiger e @l st fdrel Bt e fvamm & wwEng
TR TR @ ek R affy @ semer B P 21(@) @ sl qneReia srgse gt
@) aiic o wen @ W & ogl yderr wafew e o g R o vs ufy gy @ Wil
e Hedl & B W e darey Al & e sdfia e |

(11)3nﬂwwﬁﬁg?gaﬁﬁwﬁ?wﬁ§ﬁmwm?nﬁ?ﬁwa%waa‘rrﬁﬁﬁq‘lésrra‘vwmwﬂ%
SRR Rt dafe e il we @ R fa @) & adld semffya sgsfa
i @ orgen afiema #) ofl, g wew Ada g AR g 8, w gl e fré i
Qﬂ%gﬁfﬂaﬁﬁm?uﬁtqmm%@rﬁﬁﬁ%ﬁ%ﬂﬁ:ﬂma@aﬁmﬁﬁwﬁ
g vy wfta, s i & s o s@fa s |

(1) ey @ R e e @ RiE @ e wfif s el ailz aFpefe witewrd @ wfage
e B ERU B U FR @ wie @ g R aiiy @ R ma @9 & fRE @ e
At ReRE S0 Reg R He @ S @R gy A, wri a1 wwe wfaie, e
Wﬁmﬁﬁﬂ@ﬁ‘mﬁtﬁuﬂwﬁﬁﬁdﬁm$%uaﬂwmmaﬂaﬂeﬁ?3mwﬁﬁmﬂfﬁaﬁ
w R wal | :

(@ s whew A ddft gey @) s A RAdvs Wi writers a1 wwas nRlER R @) S@fie
oRerm B waer @ frg Pram 21(@) & ol wenuRiifa sei@ wiem @ argsn wTd e,
gy wiaw fopg o e e @ @ ot RueRe Bl |

(7) ompier mied fdms affy @ RreRel w R s 3llT wEy @ HRVT B AR BT
3R S R anfEre 21 andm oG v |

(®) dafie wheor A wdi gy @ 3 e e fasms wify @t R ve e
G @ wTar Wi 1 sud v, frr o segEfe st A Fafye e Foifad
@ fore srgen afmra @t off, gm wew faw S e wRre) a5 wrET @ [T v af e
yfpal we @ RArE wra wva @ fH A @ e V ardy wilka w9 ST e g |

(ii) ey @ et ainfie wfipar wenal @ et @t R aE @ S

(@) T m St wRaff, R e qiev dmive o B Ry arER wikeT @
s aifima @) ot oy srud s faer @ e iR Afrpe e @ snell Rt @
Prm 21(@) § wemRnfa sl mierd, sww, s i altv T wve @ B Sl
qfleror e R T & iR e HeAl B & T delvey ot oy 2faw afRa myan |

(@) omar winf i aReper s W S RS wrs Rzemn @ e e afaws, i EAE
A o s T wwd wRaf g wam R enem o A afta Rt oft el alam
ﬁﬂmmﬁfﬁmﬁuﬂ21(@)%3@?3%@%@?&3&@%9%&@3@13&%@ o,
R @t uw Al ey ™ mﬁ?wﬁﬁﬁ{wn%fﬁﬁgmﬁwa%ﬁmﬁﬂﬁahmfm wfifa &
S B R e o gwel vl afa T T |

(@) srp@fe il af & SR 1 SR gl 3R emaEE g wRa wYm | i
i & ur o W mmwmmﬁfaﬁmﬁmﬁ?uﬁ@ammﬁaﬂmam%ﬁm
qeﬁmﬁa‘ﬁs‘fwﬂﬁ‘ﬂ%lfmna?raﬂﬁaﬂﬁm—cﬂs‘r‘na‘!&Tﬁla%asmmfmumamﬁrﬁfﬁqaﬁ?
o wde @ wafda gy @ qun F N A1 SEd g e 9 Sefe Qe @
Wm?ﬁa%ﬁmﬁnmm(a)ﬁaﬂmﬁmiﬁaaﬂéﬁmwﬁ aeE W @ o, g e
ﬁﬁqaﬁ%iﬁqﬂmﬂ'ﬁumaﬂﬁmﬁifﬂmﬁﬂ |

(8) ety udem @ ddfter afy @ @ A arpiRr mis rhors A I at Eki)

ﬁgﬁq@ﬁﬂﬁﬁ?nﬁzﬁuﬂamﬁﬂmmﬁzﬁmwaiﬁnmaﬁaﬂ,gmﬁ‘aﬂfaﬁqvﬂﬁ
. P v oy iy o Fe A RO WE B @ @ A B Al



8 I'HE GAZETTE OF INDIA : EXTRAORDINARY [Part - S

() s 1 wEeRT ufaf e off St w8 & wawer @ Ay srgafe s @ s
s @41 el Fram 21 () @ ondt i sr@ sftemrd & s @ srgE AR e
R wfird sl @ geg @ e F A s o iR B S Rl @ oftar sl @ e B

[T . TEE- 11014/6/201 1 - sy |
SEW F, UE, HE af

femqur — & fafreny e @ oy S ARREET W, WI0W0 e 28-10/45-T9 (1) TR 21 fawmay
j045 B S RRU & afw geer sifew weem afirgeer W wnwlfL gaacsy)  adim
26-11-2012 grar sy e |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Flealth)
NOTIFICATION
New Delhi, the 30th January, 2013

GS.R. 53(E)— Whereas a draft of certain rules further to amend the Drugs and
Cosmetics Rules, 1945, was published, as required by section 12 read with section 33
of the Drugs and Cosmetics Act, 1940 (23 of 1940), vide notification of the Governiment
of India, Ministry of Health and Family Welfare (Department of Health), number G .1
821(k), dated the 18" November, 2011, in the Gazette of India, Extraordinary, Part Ii,
section 3. sub-section (i), dated the 18" November 2011, inviting objections and
suggestions from all persons likely to be affected thereby before the expiry of a period
of forty five days from the date on which the copies of the Official Gazette of the said
notification were made available to the public;

And whereas copies of the Gazette were made available to the public on the 24
November, 2011; .

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

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

1. (1) These rules may be called the Drugs and Cosmetics
(First Amendment) Rules, 2013.

(2)They shall come into force on the date of their publication in the Official
Gazette.

S 30
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2.

In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules),-

(i)

after rule 122DAA, the following rule shall be inserted, namely:-

“122-DAB.

— Compensation in case of injury or death during clinical trial.-

(1) In the case of an injury occurring to the clinical trial subject, he or she shall
be given free medical management as long as required.

(2) In case the injury occurring to the trial subject is related to the clinical trial,
such subject shall also be entitled for financial compensation as per order

of the

Licensing Authority defined under clause (b) of rule 21, and the

financial compensation will be over and above any expenses incurred on
the medical management of the subject.

(3) In the case of clinical trial related death of the subject, his/her nominee(s)
would be entitled for financial compensation, as per the order of the
Licensing Authority defined under clause (b) of rule 21, and the financial
compensation will be over and ahove any expenses incurred on the
medical management of such subject.

(4) The expenses on medical management and financial compensation in the
case of clinical tiial injury or death of the trial subject shzll be borne by the
sponsor of the clinical trial.

(5) Any injury or death of the subject occurring in clinical trial due to following
reasons shall be considered as clinical trial related injury or death and the
subject or his/her nominee(s), as the case may be, are entitled for
financial compensation for such injury or death:

(a)
(b)

adverse effect of investigational product(s);

violation of the approved protocol, scientific misconduct or
negligence by the Sponsor or his representative or the
investigator;

failure of investigational product to provide intended therapeutic
effect;

use of placebo in a placebo-controlled trial;

adverse effects due to concomitant medication excluding
standard care, necessitated as part of approved protocol,

for injury to a child in—utero because of the participation of parent
in clinical trial, -

any clinical trial procedures involved in the study.

(6) The Sponsor, whether a pharmaceutical company or an institution shall
give an undertaking along with the application for clinical trial permission

fo the

licensing Authority defined in clause (b) of Rule 21, to provide



THE GAZETTE OF INDIA ¢ EXTRAORDINARY [Part 1T —=50c.

compensation in the case of clinical trial related injury or death for which
subjects are entitled to compensation.

(7) In case the Sponsor fails to provide medical management for the injury to
the subject and / or financial compensation to the trial subject for clinical
trial related injury or financial compensation to the subject's nominee(s) in
case of clinical trial related death of the subject, the Licensing Authority
may after giving an opportunity fo show cause why such an order should
not be passed, by an order in writing, stating the reasons thereof, suspend
or cancel the clinical trial and / or restrict Sponsor including his
representative(s) to conduct any further clinical trials in the country or take
any other action deemed fit under the rules.

-

(i) in the said rules, in Schedule Y, in paragraph 2 relating to Clinical Trial,
(a) in sub paragraph (2) relating to Responsibilities of Sponsor,-
(i) clause (iv) shall be substituted with the following, namely:-

“(iv) Any report of serious adverse event of death occurring in
clinical trial, after due analysis shall be forwarded by the Sponsor
to Chairman of the Ethics Committee and Chairman of the Expert
Committee constituted by the Licensing Authority as defined
under rule 21(b) under Appendix X1l with a copy of the report to
the Licensing Authority and the head of the Institution where the
trial has been conducted within ten calendar days of occurrence
of the serious adverse event of death. The report of the serious
adverse event other than death, after due analysis, shall be
forwarded by the Sponsor to the Licensing Authority, Chairman of
the Ethics Committee and the head of the Institution where the
trial has been conducted within ten calendar days of occurrence
of the serious adverse event.”, ‘

(b) after clause (iv), the following shall be inserted, namely:-

“(v) in case of injury or death occurring to the clinical trial subject.
the Sponsor (whether a pharmaceutical company -or an Institution’
or his representative, whosoever had obtained permission from the
Licensing Authority for conduct of the clinical trial. shall make
payment for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death it
the manner as prescribed in Appendix XII;

(vi) the Sponsor (whether a pharmaceutical company 0f al
Institution) or his represeniative, whosoever had obtaine:
permission from the Licensing Authority for conduct of the clinice
trial, shall submit details of compensation provided or paid fc
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(d)

clinical trial related injury or death, to the Licensing Authority within
thirty days of the receipt of the order of the Licensing Authority.”;

in sub paragraph (3) relating to Responsibilities  of  the
Investigator(s),-
(i) the sub paragraph “(3)" shall be numbered as ‘(3
(i) in the so numbered, clause (i), the words and figures “Sponsor
within 24 hours and to the Ethics Committee that accorded approval
to the study protocol within 7 working days of their occurrence” shall
be substituted with the words, figures and brackets “Licensing
Authority defined under clause (b) of rule 21, the Sponsor or his
representative, whosoever had obtained permission from the
Licensing Authority for conduct of the clinical trial, and the Ethics
Committee that accorded approval to the study protocol, within
twenty four hours of their occurrence. The report of the serious
adverse event of death, after due analysis shall be forwarded by the
Investigator to Chairman of the Ethics Committee and Chairman of
the Expert Committee constituted by the Licensing Authority under
Appendix XII with a copy of the report to the Licensing Authority and
the head of the Institution where the trial has been conducted within
ten calendar days of occurrence of the serious adverse event of
death. The report of the serious adverse event -other than death,
after due analysis shall be forwarded to the Licensing Authoruy,
Chairman of the Ethics Committee and the head of the Institution
where the trial has been conducted within ten calendar days of
occurrence of the serious adverse event.”;
(iii) after the so numbered clause (i), the following clause shall be
inserted, namely:-
“(iiy The Investigator shall provide information to the clinicai tiial
subject through informed consent process as provided in
- Appendix V about the essential elements of the clinical trial and
the subject’s right to claim compensation in case of trial related
injury or death. He shall also inform the subject or his / her
nominee(s) of their rights to contact the Sponsor or his
representative  whosoever had obtained permission from the
Licensing Authority for conduct of the clinical trial for the purpose
of making claims in the case of trial related injury or death.”,

in clause (5) relating to Responsibilities of the Ethics Committee,
after sub-clause (iii), the following sub-clause shall be inserted.
namely:-

“(iv) In case of serious adverse event of death occurring to the clinical

trial subject, the Ethics Committee shall forward it's report on the
serious adverse event of death, after due analysis, along with its
opinion on the financial compensation, if any, to be paid by the
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Sponsor or his representative, whosoever had obtained permission
from the Licensing Authority as defined under rule 21(b) for
conducting the clinical trial, to the Chairman of the Expert
Committee constituted by the Licensing Authority under Appendix
X1l with a copy of the report to the Licensing Authority within twenty
one calendar days of the occurrence of the serious adverse event
of death. In case of serious adverse event, other than death
ocourring to the clinical trial subject, the Ethics Committee shall
forward its report on the serious adverse event after due analysis
along with its opinion on the financial compensation, if any, to Le
paid by the Sponsor of his representative, whosoever had obtained
permission from the Licensing Authority for conducting the clinical
trial, to the Licensing Authority within twenty one calendar days of
the occurrence of the serious adverse event.”

after sub paragraph (5), the following shall be inserted namely-

“5(A). Serious Adverse Events

(1) A serious adverse event is an untoward medical occurrence during

clinical trial that is associated with death , in patient hospitalisation
(in case the study was being conducted on out-patient),
prolongation  of hospitalisation (in case the study was being
conducted on in-patient), persistent or significant disability — or
incapacity, a congenital anomaly or birth defect or is otherwise lite
threatening.

(2) The Investigator shall report all serious and unexpected adverse

events to the Licensing Authority as defined under clause (b) oi
rule 21, the Sponsor or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of
the clinical trial, and the Ethics Committee that accorded approval
to the study protocol, within twenty four hours of their occurrence
as per Appendix Xl, and the said Licensing Authority shall
determine the cause of injury or death as per the procedure
prescribed under Appendix Xl and pass orders as deemed
necessary.”.

in APPENDIX V,
(A)in serial nurnber 1, in sub serial number 1.1, the entries agamnst
itern number 9 shall be substituted with the following, namely -

9. Statement describing the financial compensation and
medical management as under:
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(a) In the event of an injury occurring to the clinical trial
subject, such subject shall be provided free medical
management as long as required.

(b) In the event of a trial related injury or death, the Sponsor
or his representative, whosoever has obtained
permission from the Licensing Authority for conduct of
the clinical trial, shall provide financial compensation for
the injury or death.”;

(B) in serial number 2, after the line “Date of Birth / Age........
the following shall be inserted, namely:-

“Address of the Subject ..............

~ Qualification ............

Occupation: Student / Self-Employed / Service / Housewife /

Others (Please tick as appropriate)

Annual Income of the subject............

Name and address of the nominee(s) and his relation to the

subject.............. (for the purpose of compensation in case of

trial related death).”;
(C) after the words, "Name of the witness.......

end, the following shall be inserled, namely:-
“(Copy of the Patient Information Sheet and duly filled Informed
Consent Form shall be handed over io the subject or his / her
attendant).”;

occurring at the

(iv) after APPENDIX XI, the following shall be inserted, namely:-

“APPENDIX XII
Compensation in case of injury or death during clinical trial

(1) In the case of an injury occurring lo the clinical trial subject, he or she shall
be given free medical management as long as reguired.

(2) In case the injury occurring to the trial subject is related to the clinical trial,
such subject shall also be entitled for financial compensation as per order
of the Licensing Authority defined under clause (b) of rule 21, and the
financial compensation will be over and above any expenses incurred on
the medical management of the subject.

(3) In the case of clinical trial related death of the subject. hisfher nominee(s)

would be entitled for financial compensation, as per the order of the
Licensing Authority defined under clause (b) of rule 21, and the financial

Wi G-y
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compensation will be over and above any expenses incurred on the
medical management of the subject.

(4) The financial compensation for clinical trial related injury or death could be
in the form of-

(a) payment for medical management;

(b) financial compensation for trial related injury;

{c) financial compensation to nominee(s) of the trial subject in
case of death;

(d) financial compensation for the child injured in-utero
because of the participation of parent in clinical trial.

(5) The Sponsor of his representative, whosoever had obtained permission
from the Licensing Authority for conduct of the clinical trial, shall provide
financial corpensation, if the injury or death has occurred because of any
of the following reasons, namely:-

(a) adverse effect of investigational product(s);

(b) any clinical trial procedures involved in the study;

{c) violation of the approved protocol, scientific misconduct or
negligence by the Sponsor or Nis representative or the
Investigator;

(ch) failure  of investigational product  fo provide intended
therapeutic effect;

(e) use of placebo ina placebo—controiled trial;

(f) adverse effects due to concomitant medication excluding
standard care, necessitated as part of approved protocol;

() injury to the child in—utero because of the participation of
parent in clinical trial.

(6) Procedure for payment of financial compensation

(a) The Investigator shall report all serious and unexpected adverse
events to the Licensing Authority as defined under clause (b) of
rule 21, the Sponsor or his representative whosoever had
obtained permission from the Licensing Authority for conduct of
the clinical trial and the Ethics Committee “that accorded
approval to the study protocol, within twenty four hours of their
occurrence as per Appendix XI.

(b) () The cases of serious adverse events of death shall be
examined as under:

(A)AN independent Expert Committee shall be constituted by
the Licensing Authority as defined under rule 21(b) to
examine the cases and recommend to the Licensing
Authority for the purpose of arriving at the cause of death
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and quantum of compensation in case of clinical trial
related death.

The Sponsor or his representative, whosoever had
obtained permission from the Licensing Authority for
conducting the clinical trial, and the Investigator shall
forward their reports on serious adverse event of death
after due analysis to Chairman of the Ethics Committee
and Chairman of the Expert Commitlee with a copy of the
report to the Licensing Authorily as defined under rule
21(b) and the head of the Institution where the trial has
been conducted, within ten calendar days of occurrence
of the serious adverse event of death.

The Fthics Committee shall forwarid its report on serious
adverse event of death after due analysis along with its
opinion on the financial compensation, if any, to be paid
by the Sponsor or his representative, -whosoever had
obtained permission from the Licensing Authority as
defined under rule 21(b) for conduciing the clinical trial, to
the Ghairman of the Expert Committee with a copy of the
report to the Licensing Authority within twenty one
calendar days of the occurrence of the serious adverse
event of death. '

The Expert Commitiee shall examine the report of
serious adverse event of death and give its
recommendations to the Licensing Authority for the
purpose of arriving at the cause of the adverse event
within thirty days of receiving the report from the Ethics
Committee, and the Expert Commitlee while examining
the event, may take into consideration, the reports of the
investigator, Sponsor or his represeniative whosoever
had obtained permission from the Licensing Authority for
conducting the clinical trial and the Ethics Committee.

In the case of clinical trial related death, the Expert
Committee shall also recommend the quantum of
compensation to be paid by the Sponsor or his
representative, whosoever had obtained permission from
the Licensing Authority as defined under rule 21(b) for
conducting the clinical trial.
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(F) The Licensing  Authority shall  consider the
recommendations of the Expert Committee and shall
determine the cause of death and pass orders as
deemed necessary.

(G) In case of clinical trial related death, the Licensing
Authority, after considering the recommendations of  the
Expert Committee, shall decide the quantum of
compensation to be paid by the Sponsor or his
representative, whosoever had obtained permission from
the Licensing Authority for conducting the clinical trial and
shall pass orders as deemed necessary within three
months of receiving the report of the serious adverse
event.

(i) Cases of serious adverse evenls, other than deaths, shall be
examined as under:

(A) The Sponsor or his representative, whosoever had obtained
permission from the Licensing Authority for conducting the
clinical trial. and the Investigator shall forward their reports
on serious adverse event, after due analysis, to the
Licensing Authority as defined under rule 21(b), Chairman
of the Ethics Committee and the head of the Institution
where the trial has been conducted witlin ten calendar days
of occurrence of the serious adverse event.

(B) The Ethics Committee shall forward ils report on the
serious adverse event, after due analysis, along with iis
opinion regarding the financial compensation, if any, to be
paid by the Sponsor or his representative, whosoever had
obtained permission from the Licensing Authority as defined
under rule 21(b) for conducting the clinical trial, to the
Licensing Authority within twenty one calendar days of
occurrence of the serious adverse event.

(C)The Licensing Authority shall determine the cause of injury
and pass order as deemed necessary. The Licensing
Authority shall have the option to constitute an
independent  Expert Committee, wherever considered
necessary, to examine such serious adverse events of
injury, which will recommend to the Licensing Authority for
arriving at the cause of the injury and also the guantum of



[ 11 =387 3(i) ] A T THTH : ITHMAY]

compensation in case of clinical trial related injury, to be
paid by the Sponsor or his representative whosoever had
obtained permission from the Licensing Authority as defined
under rule 21(b) for conducting the clinical trial.

(D) In case of clinical trial related injury, the Licensing Authority,
shall decide the quantum of compensation to be paid by the
Sponsor or his representative whosoever had obtained
permission from the Licensing Authority for conducting the
clinical trial, and shall pass orders as deemed necessary
within three months of receiving the repoit of the serious
adverse event.

(c)The Sponsor or his representative, whosoever had obtained
permission from the Licensing Authority for conducting the
clinical trial, shall pay the compensation in case of clinical trial
related injury or death as per the order oi the Licensing
Authority as defined under rule 21 (b) within thirty days of the
receipt of such order.

[F. No. X-11014/6/2011-DFQC]
ARUN <. PANDA, Jt. Secy.

oot note : The principal rules were published in the Gazgtte of India vide
notification No. F.28-10/45-H (1) dated the 21% December, 1945 and last
amended vide notification number G S.R. 844(E), dated the 26th November, 2012
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