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ey TF TRAR T HA1ad

(Fare ge TREr Feamr fwm)

g

TE fooett, 27 sraqae, 2017
ar.&1.[. 1337(3).—=iutedr s yaree arft fA=w,1945 #7 ¥ "ere #3 & forw wfaa [ #1 79rar,
Tt 3T T o, St 9T 31 "7, 2017 F AT % eI, STETYTr, 9-11, @e-3, SuEE () #§ 9™
31 AT, 2017 % TTEST U TETT Fed T HATAT H AT TLRTE il SATAT=AT ar.ar. . 319 (1) F Area® & ity ve
ST AT atarfaaE, 1940 (1940 #7 23) &t &y 23 & I9emer (1) 7T grer 33 F swefi=r srufera &, oo g

ot S srfarg=mT o fAfga arfia & 45 AT 7 srater % qurea g9 & 9, T899 g91fad &7 F AT gie arer
FEAT F AT ST AT TET & (o0 STAar i ITsd FHITAT T4T AT

Y IFT ATALHAT AT TSTT T wfagt 31 A=, 2017 FT AT FHI 3T FT2 TS A
AT 3 (ATt o Haer § Sar F 9T ATt ST GRHvE 9% s Gt g o= A T g
aq: o Al =i geras arnaly ofafAaw, 1940 (1940 71 23) F av¥r 35 F A1 IfSq 9T 12 g0 Yeed
ATFAT T AR FIA GO, Fea 1 TR, ST TR0 TATHL ATS % &1 TIAL FIA F T, F0(er i J@res
areft A, 1945 # gerrer v % fory fAferfera s e swreft &, s -
1. (1) == fAFmt w7 "ferg 9 siuter siv soras arnft (F9eEt genye) [F=w, 2017 2)
(2) 3 TSI § (I THRT T AT & TATAT g
2. sirofer e yEtee ATt A, 1945 (S =0 g9 TeaTq =8 39d a9 #gr @ §) & w59 # -

(F) IT-FA=w (2) &, 1= TATFLO AT FT AT AT AT ;

(@) I9-FF=H (4) 377 ITF TEGF FT AT AT ST
6423 GI/2017 (1
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3. 3¥a gt ¥, F9w 62 (@) § 39-fA=w (2) #, wiqs § "SroraT qAErhrorex T T AT STusm
4. 39 fFemi ¥, A 62 (1) # 3u-ffaw (1) #-

() "STTET TSRO 9T T 1T ToHIT STTUAT ;

(T) IHF TLGF HT AT FRAT AT
5. 3#q At #, A 63 & e u, Afertaa R stroam, srafq: -

"63, arwiA F @@ —(1) 20 I, 20% =, 20 T, 20@@ I, 205 Y, 20 T, 21997, 21F I, 219
T ST 219 YO § A A TS AqmAt Fy @, afy 7y off e v g A ade & yodw 5 a9 i eater i
T & 79 39-777 (2) § & T A8 F S T@ FT o ATATH T3 FIT ST (AT ST &, T, Ty
srfereTT 1T =8 FRerfead st w8 w7 = s

(2) 3u-fFm (1) & & 1 et &1 I T@T 7 9o, AAA T2 w2 % forw srofarg gafa oo F garae grm

(3) Tt sTH amea Su-faw (1) # &t 12 fA=ra fafer #7 srerar 399 @ dqaty H ST @ % o H G F §
TR TZAT & qT I YA ATE TAAT 6 HTg T IqF AT F ATATY AqATH o % 2 Tiaad it I F Tiawfora e e
& HTT SAATH ST @ o e AT GEIATT FHAT G, ST T o R GATT 7 e 6 I97 § AqATH TF FT f&ar
ST

6. s¥a awt §, f79rw 63 ik 639 1 v AT STTUm
7. <Fa el |, Raw 64 7 -
() "AAAT TR AT AT AT TET Fel 7 AT & IR AT THAT ST,
(@) 3T-F= (2) -
(i) "STTT AT T3HAT AT 9Te8 T AT AT STUT;

(i) g T H, "AAAT TATHLOT AT AT AT HAT SATOTI
8. 3q A=l #, A 65 H, FraT TATHT 9%, "SAAAT AATFHLO AT AT &, F AT FHAT ST
9. 3d fA=HT #, 7w 65 F & TemATq Mwfortad au {aw e warfua T srosm, -

"65 @. AT Hit i *F forg Abeor- szt wrfesr sty i oat i stfafaam aur zo% Faet & suadt &
FAUTAT T ST % forw &7 F 7 3 99 § UF S1T ATGT JATGH AT gIORTT F ATHE TATAUTE, T WHT F qgd
AAATH TaT T TRET &7, Atertaay  srefie e e g Aderor s

10. I AT, AW 68F H —

(F) T of e |, "SreT AATHRL O IeE T AT AT U,

(@) 3u-fAam (1) &, gamfeafy "srerar Feior, "arsat &1 ST {36 STusm;

(1) "TeraT AAEwIOr ersal R A STt T AT &, F AT AT SATUT,

() 3-Fo=w (2) ®, @< (iii) w1 =09 T s,

(2.) 3U-FF7w (3) ®, "sruaT AATHRLOr Aeat AT A1 AT SO,

() "STTaT AATHIO” T57 TIAT TATAT 9T gl T 976 AT &, HT A1 AT SITUem
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1. 3u-fAaei &, Rem 69 7 -
() ST-F=| (1) H, "srerar TR arsat it 9 TR S,
(F) "STHAT ST FT TATHLOT A & [oI0"9I=3T ST Fgl I oA &, FT AT HAT AT,
() Sw-fFF=w (3) &7 <y AT ST
12. 3Fq fAgwi &, fRgw 69% o, su-fAaw (1) -
(F) "STTEAT TSRO ST AT AT AT ST,
(&) T T T AT THAT ST
13. 39 et ), w71 9 -
(F) T ot &, "erraT AATHLOITsE T AT [HAT [0,
() "TET TATRLO TSRl T AT [T STUAT,
14, 3%q et #, FEm 71F ¥ -
(F) T of e &, "SrereT AT ST T AT AT SATUAT;
() " TATRLOT TSR | T AT [HAT SFTUAT;
15. %9 et ¥, Fem 719 & -
(F) T of e &, "SreT AATHRL ST T AT AT SFTUT,
() "I AR TSR | T AT HAT FTUAT;
16. s ot &, Faw 72 §, 3u-faw (1) -

"72. A B F@f@- (1) 25w, 257 T #HT 259 TOA § AT K T SAqATAAT T AT, (T T2 A TIH
ST g T AT & g 5 a9 £t sater i garfva ¥ @ su-fFeaw (2) § & 7 sty F i S @ #w gk sty
T GTT STHT (3T SITAT &, F7F9T, A8 T g7 9 Aaftad srrar w7 w¢ faar s

(2) 3u-fAam (1) § a3 =T sqata w1 ST TE w7 9w, IFd AqATH FETE FA % forw srufera wefea e
% FITAT ZIT, ATSATH TETH LA (o1 SAATT [0 T0 L1607 e Fl ST

(3) =tz srgarfaemer su-faw (1) # &t s A fer v sy s98 1@ sreta &1 S @ & 9w F7 e
FIA § RS TEAT § a1 SH T AT FTAT 6 AIE aF SHH AN & A AqAH e F 2 Tiaerd it T F Thawtard
faea qrea & |1 AT ST T % e T SIATT FHIAT R, ST T/ e HT qarT F Fe ¥ 30T H T 1 7 7T
& ST

17. 3#Fa fAami @, 73 faw efiw 73% = &1 < frar smoem
18. 3Fq =t #, faw 73%% % v ww, fAwatafaa R v wftentia G s, ser-

"73%%. AqAty Fit AAfd - (1) T 255 F qET ¥ T SAAH a9 AT, Al 7 A 379F T A AT arhE § 93T 5
g #¥ sratyr i garfod ¥ qF 3u-fFaw (2) #§ R T sqs ity wr S v #7 gow A 6 g ST T S g,
AT, SATATH TTIAFTLL FI ZH (Heqfvad sT=rar 78 F7 (241 S|
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(2) 3u-fAm (1) & &t T =t A1 S W@ FIoh, SHT A TS B & forw qaferd qafed oo &
FTET ZIT, AT TET Fd % oy sqerame o 0 f@err oo i1 greav

(3) =tz srgarfaeme su-faw (1) ® & s Fgw fAfar 7 sroram S99 99 aqatty 1 ST T@ & [ 1 GFEaE
FIA H AHEA TEAT g a7 39 TId A ATAT 6 HIg F I8F W & AqHAE AqATH oF * 2 Taerd i 3T F Tiapfora
e g[ee % AT ST ST Tad & 9o 1 AT HIAT G, T TH e FT AT T FIF 67 397 § SqAH ¥F FC
& STusfT

19. 3Fq =i #, e 73% & e ov, Meafertaa Fam i staearfaa B soa, s -
"73%E ATAE TS F TAT AT it st F forg Fdeor -

(1 TET 25 AT T=T 25F FTAT T=T T 25@ F997 T&T 259 H Fls A1 qqad Fed ¥ T3 A0
wrferERTey, o waroe # sirufei & FfAwto w1 seara 8, fF FET a9 oY s g g o Atafead & e
o sftwy et gm0 ST F9 a7 Si FAr . Fwa, 7 stufeat F fAfRmtr F oo swe fro s w oA
ITANT & forw emerfaa Ty &t = w40

(2) -7 (1) & el st waw ofew & ety it ot siw srfarfeem qom zas et F 3wt &
AT AT ST F o e g ol s ' g AgEd Afes g ggFa = d w9 9 w59 3 99 § uF 9w
FAAT SR AT FIUHTT o SAHTE FATAATET FALTeqor B srosm”

20. 3#q fAawt ¥, fRew 739 &1 g R s
21, 3q Al |, e 75 9 -
(%) su-fagw (1) #,-
(i)"er=raT AAHTOT ST AT SATHH FT AAHLOT Fe F Forw”ereat 7 < Bt S,

(ii) ¥ T T AT AT ST,
(@) Su-fer (2) %-
(i)"ST>TaT TATHTOT ST "AAAT SATHATH T AATFHLT FIA o (70 eTea1 HT AT FHAT ST,
(i) T FEY TEGF T AT AT S,
() Sv-fRaw (3) #-
(i)"STTaT TEATHTOT AT "AAAT SATATH T AATHLT HLA o (70 9eaT T AT (AT ST,
(i) T TEEF HT AT AT SO,
22, ¥ A H, FEm 75% H -
(%) Su-fA=w (1) ® -
(i)"3T=TaT TATHLOT AT "AAAT SALATH HT TATHLOT FLe o (70 QTERT T AT AT ST,
(i) T TEEF HT AT AT SO,

(@) Su-fAaw (1) ¥,-
(i)"sroraT AR ST AT AAATH FT A FOT A F forw” et w1 AT AT S,
(i) ZEh TG FT AT (AT SATUIT;
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23. S et o, e 76 9 -
() e oftT H, "ereraT AR LOr oreE T AT AT S,

(@) AT T |, "7 AT eTSa ] T AT AT ST
24. 3#q (At ¥, (R 76 ¥, qred o, ererat A0 orse T A1 AT STIwm
25. s=q fawt §, e 77 1 < R s
26. 37 Al A, REw 79 # -
(F) T of e |, "SreT AATHRL ST T AT {HAT SFTU;
(@) ersat AT FARAFA" FT AT FBHAT SATUm
27. 3¥q fAawt ¥, (A= 83, 83 @iT fAwrw 83 % &7 @9 AT Srwam
28. 3aq fHawl # wqEe, FAw 84 U H, -
() arsd ot |, AT TRTERA" orsat w1 AT AT S,
() "7 TAFHLTO" 9TeaT FT AT FHAT STUAT
29. 37 fAawil W, oW 847 & waa, Faferiad w4 F=w st wofua o smomm, s -

"84T AFUTATT & FATYT & forg Fdrerur- (1) w=7 28 a1 w7 28F AT TET 289 AT TET 28% AT HiH 287 F H

ATATH TRTT FIA | T ATATHET STIEHIIT AT 51T STAATH ATHIGT TTTAHIIT Hl A 6 AT, Tk TTAeoTT i
FTOAT T o =0 arfarfaa & srefie sirofert & fRtor & 3t avame s Ty 9 gren o siraer faderant
FTT §4<F =7 & e fFu st srerat fAdyeror e i 2@ 8, S sirafert & At & o sequre g st A 9
T ST aTer wtaseTa e Fi ST

(2) 39-F=m (1) & refie st aTa Ol F7 Sy f ot oY afefeaw ofiw == [t % Iyt & arg
AT AT | UF G F FH Al AT SR AT FIEFHIT F JAT TAT AEGLTF, T FH A, AqITAT AT FT 5
forT #afir TR s TS gt g A e gy @< w9 § S i o)

30. S Ml #, e 85 #, Iu-fww (2) #, "1 FAtFa" areat T AT A o
31. 3Fq Aol o, Faw 138 4, -
() ST-FAF® (1) , "= FTATFO" ST T AGATH F TAFLOT F L9 [oI7" el T AT AT STUAT;
(@) Iu-fa=w (2) &1 BT s
32. 3q fAawt ¥, fRew 138U & -
(F) S9-Fw (1) |, a7 T gEat H A AT ST,
(@) 3-fae (2) 1 9 BT ST
33. 3q fAawi |, FEw 139 W -
(F) T of e &, AT AefeRTor" ereal T AT AT ST,
() AT T H, "7 TR 9Teal T oAy AT SIrum
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34. el #, R 139%FF # -
(F) T of e &, AT TeeRTor" oreal T AT AT ST,
(@) ersat "AT TAATFRA" F AT AT ST
35. 3q Aol o, MW 139F T H -
(F) 3a-f=m (1) 8, "a1 THFL" oreat FwT v AT ST
(@) 3u-frm (2) "ar FRFa" ereat T AT AT ST
36. Saq =i #, FIw139% T o, AT AATHCO" oreal w1 AT AT ST
37. 37 (et €, e 140 % v 9w, Aetafaa st B smom, srafq: -

"140. IFATH it F@fy- (1) T=7 32, TET 320 T T=T 33 F Tgd AT FS AAAH TH AT 2T I AATHATLF
TH ST g1 At fAfSr & e T o= a9 i srater qure g 7 Ugd 39-fAw (2) # [Afdy sqafty g ook s
FT AT AT STEF 17 29 fA=faa a7 w2 F7 73w o

(2) 3u-faFw (1) & fAfde seta g e aqate it dsEr & for sprar e smu @dreqr ook &t grese oy
AT TEH XA % [0 AT HATT e F T g

(3) =z st g Su-fAaw (1) # [AfTe g e o= a1 399 T8 Sqatty g1eor oo FT Far T |
foer 75T &, 1 a8 AT el & (o0 ety o AT I9F B¢ Held da & 91 F7 &7 Taad H 3T & T0EET 60 S

T e 9[oh AT ATSATH GTOT [ T AT HTA o [o77 ITLRTAT ST AT TH q¥E 6 o T AT T FIeA il
feufy & sty 1 <7 wrar s

38. 3=q fA=Et &, 141 Fgw, 1415 F99 3% 141 5 9739 7 9 Fhar smoam

39. 3=q Ao #, w143 F wara, Fefofa a2 fem s warfoa frar sroa, safq; -
"1430. ATATH TIF FA ST ATATAT T TATIH FIA 5 (o1 ([ATe70r-

(1) I&7 32 AT Y%7 320 7 I%T 33 § AqATH T&TT Fd T Tgol, AqATH TTHI0T U (AT T TTIAT
FaT e saree araiEt &1 Futn B s A gm0 afafee F afim S5 g o asy 9w g A
et g " ®7 & [ero fhu ST o7 yedre €, S OSTENT i ST aret! 31 "Jiwd gereEt & [t % orw sgere
T ST % e T ST FT

(2) 3U-fF=m (1) F arehie sq=ta sTe afvEw 7 ety 7 ot o7 sfaf=aw qur == F=ai F uae & arg
SATITAT T TATTH FXA % [oIT Hax 1 TLHTL ST IT5T TLHRIT G [H<h T FIT 96 & 8 S Al S0 S A
AT | UF 91 H FH Tl I AT ST ST FroHio & SFqaT AaeTHharqarT gri"

40. 39 Al ¥, M 1509 ¥, -
(F) 3a-fA=m (1) &, "a1 TN orsat w1 A AT ST,

(T) IHF TLeqF H AT AT ST
41. 3% [t ¥, Faw 1507 H, -
(F) T ot &, AT AT IR gteat T &Ny AT SITu;
(@) 3U-fA=m (2) ®, "a1 TR aest @ e AT Susm
42, 3Fq At §, A 1509 F e aw, et e sfaeerta G sosm, serf: -
"1509. AT H AGE—(1) T=T 37 F T AT FS ATATH TG TeIAT TS ST HETIH THE ST FLA 0T
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fafer & wees st ai= T Ay srEty g g & Tgd Iu-fAEw (2) # Aty srsty emwr e S Far g sewar
STTe STferEeor grer =9 fAetfed = 7 v fa=n som

(2) - (1) ¥ Sfeafra safa ameor goF, =8 T3 F Aty & fory saede Fafaa ek & araY grm

(3) =f% srgafaeTes 3u-fAaw (1) § sfeafaa Mo aie a7 a1 SHE T8 At e [eF FT qEarT Fa
# fower grar &, ar 9g a1 Sfaerd it 5% F ToET o U e el oo F AT STsia e §[eh HT R FE 6
o ST g S Tow Weld & o1 ety ooF AT IHE B Held aF F AT, AT TH qYE F o A A T
e it Rafa # srsta & w2 # f3 = v sromt
43. I el ¥, A F A, -

(F) T=T 20, =T 20F, T=T 209, T 209G, T&T 21, 6T 21F, &7 219, YT 2199, &7 259 i<
T=T 32 H, 77 2 % T wT, FwAen: Muferi v stoenfug e s, statq-

FATH 3T e Rt a1 v frr st 3 Rram amaa = & e it aonf, saaty i adt siv siafer qar
TETe AT ferfeaT, 1940 (1940 F7 23) TAT Siufer T97 STHTe ATHIAT 72H, 1945 F IUael F AT F1 o9 a9
H W H FH TF I IT AFLARATATE SITEH AT FIERTIT 6 FTTET ToATa (AT ST

(@) T&=T 209, T=T 20F, T&T 25, TET 289 3T T&T 32F § 47 3 F w419 9 wHer: Awtorteag s
T, AT -
Faty 3% Tge Aetaa a1 w7 e s & R araa =9 & fRfaars i aaf, sasty & adt s siofer qor
TETE AT AferfeaT, 1940 (1940 F7 23) FAT sfufer T9T TATe AT 97, 1945 F Il % AqUTaAd F7 AT a9
H 0 FH TF I IT AEFLARATATE STTEH AT FIEFRTT 6 FTTET ToA o (6T ST

() T=T 25F, IET 28 AT T=T 289 ¥ 97 4 F v w¥ wuor: Awfefea s gfeentia o s,
AT -

"4, AT IF T Aerfaa a1 w7 Fu e F REm arad w9 & fAfemrer vt aurf, seta i ot &
drafer qar yEred ArnRi sfafamT, 1940 (1940 #r 23) Ty siufer qur woTew armi 7w, 1945 % Iuadt &
AAITAT T AT a9 § HT T FH Ueh 91 AT AFITFATTHTE SITTEH ST IEHI F SFTHTE AT [HIT ST

(FT) TTTTE 5 o TI9 92 T&T 259 T 7&7 289 # wHer: fAafertaa fwr wiaeamfua fBrg sosr, s -
"5, STATH 39T T fAefaa a1 77w e & fam amad w9 & fAfemmer vt i, sata i ot &7

Fafer gor yaras gl wfafaa, 1940 (1940 w1 23) qur fwty qum et armdt =, 1945 F Iqeet +
AAITAT T AT a9 § HT T FH Ueh 91 AT ATITFATTHTE STTTEH ST EHI F SFTHTE AT [HIT ST

() 37 3% F T WX WET 28F # wHer: Mt dwr gfaeanfa o s, staf; -

"3, AAATH IF Tg e tad AT ¥ o s F FRramr arad w7 F At e o, seta i oat e sty

TAT TETE ATHAT =TT, 1940 (1940 T 23) qAT uter 7 FoTe= ARt 929, 1945 F SUat & A H7
T T | FH H FH TH T AT AGLAFATTATE ST AT FIEFRI0T F ATHTE oA 56T SO

(F) =1 3 F T T wwT 37 # wHer: Auferiag fnms sioentia e s, st -
"3, AqATH IHh Tl fAetad a1 TF o = F Framr arag w7 7 @femrer it qonty, smsta f o4t =i oty
TAT TETE ATHAT AT, 1940 (1940 T 23) TAT uter a7 FoTe= qarnRft (429, 1945 F SUal & dAqurad &7
T o | FH F FH UF 7 AT AELAFATTAT SITTEH AT FIEFRI0T 6 FTATT ToATER 63T SO

(@) T=T 19, T&T 195, T=T 197 3T T=T 1977 § of e |, Fer: "a7 Frweor or=al 1 Arq By o,
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(ST) T=T 217, T=T 2170, T&T 26, T&€T 26%F, T&T 26@, T&T 26 =, T=T 26 &, T&7 33, 767 33 AT T=7
38 =T =19 AT ST,

(1) T=T 24, TET 24%F, T€T 24T, T&T 247, T8 249, T&T 27, T€7 27 F, I&7 279, YT 279, I&7 279
F, %7 31 3T I=T 31F H, -

(F) TS o, sFHer: “SreraT TR0 9Teat T &A1y f3ar srrusm,
(@) T37 1 ®, arsat ‘T a/AAA IR0 Teal o T UL, FHL: “FAIFHq” 058 T@T ST,

(@) ot 1 § w=T 25, Y= 257, &7 25T, =T 259, TET 28, TET 28F, Y= 289, T&T 289, T&T 28 F,
T 32 3T T=T 32F H, "SfT T HRI, FT FHIS AR] THIT T 9751 FH AT AT 09I,

() TFT 36 F, -
(F) oI |, AT “3rqaT TAA R0 9Teat T A1 3T STTus,
(@) BT 1 |, “STorar TR sl F AT AT ST
[F7.5.X.11014/6/2017-Ssm0H]
T FHTE HF A

feroqur : g fFaw ardig 21 femwae, 1945 it srfag=mT |, . 28-10/45-1= (1) & i Troror § warforg fahw srw
AT Sifaw 9T a3 o7, 2017 # srferg=ar /. av.ar . 327(3r) F srefiw denfeaa o m)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 27th October, 2017

G.S.R. 1337(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945,
was published, as required under sub-section (1) of section 12 and section 33 of the Drugs and Cosmetics Act, 1940
(23 of 1940) vide notification of the Government of India in the Ministry of Health and Family Welfare (Department
of Health and Family Welfare) number G.S.R. 319(E), dated the 31" March, 2017, in the Gazette of India,
Extraordinary, Part II, section 3, sub-section (i), dated the 31* March, 2017, inviting objections and suggestions
from persons likely to be affected thereby before the expiry of a period of forty-five days from the date on which the
copies of the Official Gazette containing the said notification were made available to the public;

And whereas copies of the Gazette containing the said notification were made available to the public on
31" March, 2017;

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

1. (1) These rules may be called the Drugs and Cosmetics (Tenth Amendment) Rules, 2017.
(2) They shall come into force on the date of their publication in the Official Gazette.
2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 59,-
(a) in sub-rule (2), the words “or renewal” shall be omitted;
(b) sub-rule (4) and the proviso thereto shall be omitted.
3. Inthe said rules, in rule 62B, in sub-rule (2), in the proviso, the words “or renew” shall be omitted.

4. In the said rules, in rule 62C, in sub-rule (1),-
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(a) the words “or renewal”, shall be omitted;
(b) the proviso thereto shall be omitted.
5. In the said rules, for rule 63, the following rule shall be substituted, namely:-

“63. Duration of licence.- (1) A licence issued in Forms 20, 20A, 20B, 20BB, 20F, 20G, 21, 21A, 21B or Form
21BB shall remain valid, if licencee deposits a licence retention fee referred to in sub-rule (2) before the expiry of
a period of every succeeding five years from the date of its issue, unless, it is suspended or cancelled by the
licensing authority.

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee required for the grant
of such licence.

(3) If the licencee fails to pay licence retention fee on or before the due date as referred to in sub-rule (1), he shall
be liable to pay licence retention fee along with a late fee calculated at the rate of two per cent. of the licence fee
for every month or part thereof up to six months, and in the event of non-payment of such fee, the licence shall
be deemed to have been cancelled.”.

6. In the said rules, rules 63A and 63B shall be omitted.
7. In the said rules, in rule 64,-
(a) the words “or renewed” wherever they occur shall be omitted;
(b) in sub-rule (2),-
(i) the words “or renewing” shall be omitted;
(ii) in first proviso, the words “or renew” shall be omitted.
8. In the said rules, in rule 65, the words “or renewal” at both the places where they occur shall be omitted.
9. In the said rules, after rule 65A, the following new rule shall be inserted, namely:-

“65B. Inspection for verification of compliance.- The licensing authority shall cause inspection, by the Inspector
appointed under the Act, of each premises licensed under this Part, to verify the compliance with the conditions of
licence and the provisions of the Act and these rules, not less than once in three years or as needed as per risk based
approach.”.

10. In the said rules, in rule 68A,-
(a) in the marginal heading, the words “or Renewal” shall be omitted;
(b) in sub-rule (1), the words “or renewed, as the case may be,” shall be omitted;
(c) the words “or renewal” where they occur shall be omitted;
(d) in sub-rule (2), clause (iii) shall be omitted;
(e) in sub-rule (3), the words “or renewed” shall be omitted;
(f) the words “or renew” at both places where they occur shall be omitted.
11. In the said rules, in rule 69,-
(a) in sub-rule (1), the words “or renewal” shall be omitted;

(b) in sub-rule (2), the words “or for the purpose of renewal of the licence” wherever they occur shall be
omitted;

(c) sub-rule (3) shall be omitted.
12. In the said rules, in rule 69A, in sub-rule (1),-
(a) the words “or renewal” shall be omitted;
(b) the proviso thereto shall be omitted.
13. In the said rules, in rule 71,-
(a) inthe marginal heading, the words “or renewal” shall be omitted;
(b) the words “or renewed” shall be omitted.
14. In the said rules, in rule 71A,-

(a) in the marginal heading, the words “or renewal” shall be omitted;
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(b) the words “or renewed” shall be omitted.

15. In the said rules, in rule 71B,-
(a) in the marginal heading, the words “or renewal” shall be omitted;
(b) the words “or renewed” shall be omitted.

16. In the said rules, for rule 72, the following rule shall be substituted, namely:-

“72. Duration of licence.- (1) A licence issued in Form 25, Form 25B and Form 25F shall remain valid if the
licencee deposits a licence retention fee referred to in sub-rule (2) before the expiry of a period of every succeeding
five years from the date of its issue, unless, it is suspended or cancelled by the licensing authority.

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee required for the
grant of such licence excluding inspection fee paid for grant of licence.

(3) If the licencee fails to pay licence retention fee on or before the due date as referred to in sub-rule (1), he shall
be liable to pay licence retention fee along with a late fee calculated at the rate of two per cent. of the licence
fee for every month or part thereof up to six months, and in the event of non-payment of such fee, the licence
shall be deemed to have been cancelled.”.

17. In the said rules, the rules 73 and 73A shall be omitted.
18. In the said rules, for rule 73AA, the following rule shall be substituted, namely:-

“I3AA. Duration of loan licence.- (1) A licence issued in Form 25A shall remain valid if licencee deposits a
licence retention fee referred to in sub-rule (2) before the expiry of a period of every succeeding five years from
the date of its issue, unless, it is suspended or cancelled by the licensing authority.

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee required for the
grant of such licence excluding inspection fee paid for grant of licence.

(3) If the licencee fails to pay licence retention fee on or before the due date as referred to in sub-rule (1), he shall
be liable to pay licence retention fee along with a late fee calculated at the rate of two per cent. of the licence
fee for every month or part there of up to six months, and in the event of non-payment of such fee, the licence
shall be deemed to have been cancelled.”.

19. In the said rules, after rule 73AA, the following new rule shall be inserted, namely:-
“73AB. Inspection for grant of licence and verification of compliance.-

(1) Before a licence in Form 25 or Form 25A or Form 25B or Form 25F is granted, the licensing authority shall
cause the establishment in which the manufacture of drugs is proposed to be conducted or being conducted to
be inspected jointly by the Drugs Inspectors appointed by the Central Government and the State Government
under this Act who shall examine the establishment intended to be used or being used for the manufacture of
drugs.

(2) The premises licensed under sub-rule (1) shall be inspected jointly by Inspector appointed by the Central
Government and State Government to verify the compliance with the conditions of licence and the provisions
of the Act and these rules not less than once in three years or as needed as per risk based approach.”.

20. In the said rules, rule 73B shall be omitted.
21. In the said rules, in rule 75,-
(a) in sub-rule (1),-
(i) the words “or renewal” and “or for the purpose of renewal of licences” shall be omitted;
(ii) the proviso thereto shall be omitted;
(b) in sub-rule (2),-
(i) the words “or renewal” and “or for the purpose of renewal of licences” shall be omitted;
(ii) the second proviso thereto shall be omitted;
(c) in sub-rule (3),-
(i) the words “or renewal” and “or for the purpose of renewal of licences” shall be omitted;
(ii) the proviso thereto shall be omitted.

22. In the said rules, in rule 75A,-
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(a) in sub-rule (1),-
(i) the words “or renewal” and “or for the purpose of renewal of licences”
shall be omitted;
(ii) the proviso thereto shall be omitted;
(b) in sub-rule (1A),-
(i) the words “or renewal” and “or for the purpose of renewal of licences” shall be omitted;
(ii) the proviso thereto shall be omitted;
23. In the said rules, in rule 76,-
(a) in the marginal heading, the words “or renewal” shall be omitted;
(b) in the opening portion, the words “or renewed” shall be omitted.
24. In the said rules, in rule 76A, in the marginal heading, the words “or renewal” shall be omitted.
25. In the said rules, rule 77 shall be omitted.
26. In the said rules, in rule 79,-
(a) in the marginal heading, the words “or renewal” shall be omitted;
(b) the words “or renewed” shall be omitted.
27. In the said rules, rules 83, 83A and 83AA shall be omitted.
28. In the said rules, in rule 84A,-
(a) in the marginal heading, the words “or renewed” shall be omitted;
(b) the words “or renew” shall be omitted.
29. In the said rules, after rule 84B, the following new rule shall be inserted, namely:-

“84C. Inspection for verification of compliance.- (1) Before a licence in Form 28 or Form 28A or Form 28B or
Form 28D or Form 28DA, is granted the licensing authority or Central Licence Approving Authority, as the case
may be, shall cause the establishment in which the manufacture of drugs is proposed to be conducted or being
conducted to be inspected jointly by the Drugs Inspectors appointed by the Central Government and the State
Government under this Act, who shall examine the establishment intended to be used or being used for the
manufacture of drugs.

(2) The premises licensed under sub-rule (1) shall be inspected jointly by Inspector appointed by the Central
Government and State Government to verify the compliance, with the conditions of licence and the provisions
of the Act and these rules, not less than once in three years or as needed as per risk based approach.”.

30. In the said rules, in rule 85, in sub-rule (2), the words “or renewed” shall be omitted.
31. In the said rules, in rule 138,-
(a) in sub-rule (1), the words “or renewal” and “or for the purpose of renewal of licence” shall be omitted;
(b) sub-rule (2) shall be omitted.
32. In the said rules, in rule 138A,-
(a) in sub-rule (1), the words “or renewal” shall be omitted;
(b) sub-rule (2) shall be omitted.
33. In the said rules, in rule 139,-
(a) inthe marginal heading, the words “or renewal” shall be omitted;
(b) in the opening portion, the words “or renewed” shall be omitted.
34. In the said rules, in rule 139AA, -
(a) in the marginal heading, the words “or renewal” shall be omitted;
(b) the words “or renewed” shall be omitted.

35. In the said rules, in rule 139AC,-
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(a) in sub-rule (1), the words “or renew” shall be omitted;
(b) in sub-rule (2), the words “or renewed” shall be omitted.
36. In the said rules, in rule 139AE, the words “or renew” shall be omitted.
37. In the said rules, for rule 140, the following rule shall be substituted, namely:-

“140.Duration of licence.- (1) A licence issued under Form 32, Form 32A and Form 33 shall remain valid if the
licencee deposits a licence retention fee referred to in sub-rule (2) before the expiry of period of every succeeding
five years from the date of its issue, unless, it is suspended or cancelled by the licensing authority.

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee required for the
grant of such licence excluding inspection fee paid for grant of licence.

(3) If the licence holder fails to pay licence retention fee on or before the due date as referred to in sub-rule (1),
he shall be liable to pay licence retention fee along with a late fee calculated at the rate of two per cent. of the
licence fee for every month or part thereof up to six months, and in the event of non-payment of such fee, the
licence shall be deemed to have been cancelled.”.

38. In the said rules, rules 141, 141A and 141AA shall be omitted.
39. In the said rules, after rule 143, the following new rule shall be inserted, namely:-
“143A. Inspection for grant of licence and verification of compliance.-

(1) Before a licence in Form 32 or Form 32A or Form 33 is granted, the licensing authority shall cause the
establishment in which the manufacture of cosmetics is proposed to be conducted or being conducted to be
inspected jointly by the Drugs Inspectors appointed by the Central Government and the State Government
under this Act, who shall examine the establishment intended to be used or being used for the manufacture of
cosmetics.

(2) The premises licensed under sub-rule (1) shall be inspected jointly by Inspector appointed by the Central
Government and the State Government to verify the compliance, with the conditions of licence and the
provisions of the Act and these rules, not less than once in three years or as needed as per risk based
approach.”.

40. In the said rules, in rule 150B,-
(a) in the sub-rule (1), the words “or renewal” shall be omitted;
(b) in second proviso threto shall be omitted.
41. In the said rules, in rule 150C,-
(a) in the marginal heading, the words “or renewal” shall be omitted;
(b) in sub-rule (2), the words “or renewed” shall be omitted.
42. In the said rules, for rule 150D, the following rule shall be substituted, namely:-

“150D.Duration of approval.- (1) A licence issued under Form 37shall remain valid if the licencee deposits a
licence retention fee referred to in sub-rule (2) before the expiry of period of every succeeding five years from
the date of its issue, unless, it is suspended or cancelled by the licensing authority.

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent to the respective fee required for the
grant of such licence.

(3) If the licence holder fails to pay licence retention fee on or before the due date as referred to in sub-rule (1),
he shall be liable to pay licence retention fee along with a late fee calculated at the rate of two per cent. of the
licence fee for every month or part thereof up to six months, and in the event of non-payment of such fee, the
licence shall be deemed to have been cancelled.”.

43. In the said rules, in Schedule A,-

(a)in Form 20, Form 20A, Form 20B, Form 20BB, Form 21, Form 21A, Form 21B, Form 21BB, Form 25B and
Form 32, for paragraph 2, the following paragraph shall respectively be substituted, namely:-

“2. The licence unless sooner suspended or cancelled, shall remain valid perpetually. However, the compliance
with the conditions of licence and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the
Drugs and Cosmetics Rules, 1945 shall be assessed not less than once in three years or as needed as per risk
based approach.”;
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(b) in Form 20F, Form 20G, Form 25, Form 28DA and Form 32A, for paragraph 3, the following paragraph shall
respectively be substituted, namely:-

“3. The licence unless sooner suspended or cancelled shall remain valid perpetually. However, the compliance
with the conditions of licence and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the
Drugs and Cosmetics Rules, 1945 shall be assessed not less than once in three years or as needed as per risk
based approach.”;

(c) in Form 25A, Form 28 and Form 28B, for paragraph 4, the following paragraph shall respectively be
substituted, namely:-

“4. The licence, unless sooner suspended or cancelled, shall remain valid perpetually. However, the compliance
with the conditions of licence and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the
Drugs and Cosmetics Rules, 1945 shall be assessed not less than once in three years or as needed as per risk
based approach.”;

(d) in Form 25F and Form 28D, for paragraph 5, the following paragraph shall respectively be substituted, namely:-

“S. The licence, unless sooner suspended or cancelled, shall remain valid perpetually. However, the compliance
with the conditions of licence and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the
Drugs and Cosmetics Rules, 1945 shall be assessed not less than once in three years or as needed as per risk
based approach.”;

(e) in Form 28A, for paragraph 3A, the following paragraph shall be substituted, namely:-

“3A. The licence, unless sooner suspended or cancelled, shall remain valid perpetually. However, the
compliance with the conditions of licence and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940)
and the Drugs and Cosmetics Rules, 1945 shall be assessed not less than once in three years or as needed as per
risk based approach.”;

(f) in Form 37, for paragraph 3, the following paragraph shall be substituted, namely:-

“3. The approval, unless sooner suspended or cancelled, shall remain valid perpetually. However, the
compliance with the conditions of approval and the provisions of the Drugs and Cosmetics Act, 1940 (23 of
1940) and the Drugs and Cosmetics Rules, 1945 shall be assessed not less than once in three years or as needed
as per risk based approach.”;

(g9) in Form 19, Form 19A, Form 19AA and Form 19C, in the heading, the words “OR RENEWAL” shall
respectively be omitted;

(h) Form 21C, Form 21CC, Form 26, Form 26A, Form 26B, Form 26F, Form 26H, Form 33, Form 33A and Form
38 shall be omitted;

(i) in Form 24, Form 24A, Form 24B, Form 24C, Form 24F, Form 27, Form 27A, Form 27B, Form 27D, Form
27DA, Form 31 and Form 31A,-

(a) In the heading, the words “OR RENEWAL” shall respectively be omitted;
(b) in paragraph 1, for the words “grant/renewal”, the words “grant” shall respectively be substituted;

(G) in Form 25, Form 25A, Form 25B, Form 25F, Form 28, Form 28A, Form 28B, Form 28D, Form 28DA, Form
32 and Form 32A, in condition 1, the words, “and any certificate of renewal in force” shall be omitted;

(k) In Form 36,-
(a) In the heading, the words “or renewal” shall be omitted;
(b) In paragraph (1), the words “or renewal” shall be omitted.
[F.N0.X.11014/6/2017-DRS]
SUDHIR KUMAR, IJt. Secy.

Note: The principal rules were published in the Official Gazette vide notification No. F. 28-10/45-H (1) dated
21" December, 1945 and last amended vide notification number G.S.R. 327(E), dated 31 April, 2017.
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