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T T TRAR 10 HAT9g
(Famee qF 9Er Femr )
g
< fawelt, 27 srFqae, 2017

ar.#1.fA. 1337(3r).—iufer i yomes araeft [, 1945 #T i Hene #3 % forw wfaas Rt 1 wwier,
TS FRaT T o, SrETs 9 31 AT, 2017 F 9 TSI, JETT, qH-11, 9e-3, SuET (i) # are
31 AT, 2017 % TaTE UE THETT FEAT §ATad § AT SR T Afeg@=ar a4, 319 (31)  qreaw | siufer va
T AT afafeE, 1940 (1940 & 23) T amer 23 F ITeTT (1) i< &7 33 F wrefiw srfera 8, S g
ot S sfergmeT & fAfga arfia & 45 foai &t safar & qura g9 & ¢, s99 g9rtad &9 F gartad g are

<RIl F AT S qATT HrET 6 o7 At i Suerse w5 4T 90|
Y FoF ATEEAT aTel TTa il sfaar 31 AT, 2017 &1 SHAT &l T FTS TS AT
AT I (AT & ey § AT ¥ 9T A s  RATEl 9T e gt g e BT )

3T T ATl ¥ TETEE ArA AtAay, 1940 (1940 T 23) T €mxr 35 F AT qiSd €T 12 §IT Yoo
ATTRAT FT TART Fd gU, Feald TR, ST THATHT TATSHIT ATe F o THS FIT F T, SOra T F@reT

qrrft Ao, 1945 # Feirem e F foro At sfafer R g 2, seafq -

1. (1) == FRemt & wfer am sirafdr sie yarae aralt (s@at genree) F=m, 2017 21
(2) T TSI § SO TRT T T T TATET Z 0

2. Sufdr s yHTee ATt R, 1945 (S 28 0 To97q 28 34 s Fgr @ 2) F fFaw 59 # -
(F) ST-Farm (2) |, "erraT AT 9TeT FT T AT ST

(@) IT-FAH (4) ST I8 T 1 AT AT ST
6423 GI/2017 (1)
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3. 3Fa At #, e 62 (@) 7 3u-A9W (2) #, wiqs § "STHaT FIEuraqss T | AT Sruwm
4, 39 fFEat ®, FeEw 62 (M) § su-fFay (1) 5 -

() "SrTET AR 9Te T AT FHAT ST |

(@) IHF TEGF AT AT AT IO
5. 3q A=l #, w63 F v ww, Amforfeaa few v stmoam, serq; -

"63. Igwf Y s@fdr —(1) 20 TT=, 20% WA, 209 T, 20@E FUH, 209 T, 205 T, 2197, 21F T, 219
I 3T 219 T § AT A T At Ty wAr, A% qg o T7E AT g A A F AT 5 a9 i saty i
I F 7@ 3U-(49 (2) § & TS A F AT TE HT [ STAATH ST ZIT ST 67T ST g, AT, AqAH
e T =9 fAerfa srear v 2 R srovm)

(2) 3T-fF=w (1) # & 7 ST T T 7@ T o, SAATH T&TT FA F [oI07 STUTerd Haferd ek % ara g

(3) =% srg=fa g Iv-fAw (1) § & w2 fFra ¥ v sroram S99 1@ Aty #1 ST W@ F 9oF F I |
FEFA TEAT § AT 3H T | STAAT 6 HTg T IHF AN & SATHL FAAATH [ & 2 Tiaaa it a7 & afiawfea fBes gqew
F AT SFATH AT T F 9o T AT FAT GNI, Y TH o T qarT T F9 67 290 § ety 7 #¢ 3w
ST

6. Sa =T |, M= 63 i 63@ =7 <9 AT SITUAm
7. 3o foawt ®, g 64 7 -
(%) "ITTAT TAFT AT TAT AT STET TRl F ST & IAHT AT FRAT SO,
(@) 39-f77w (2) 7,
(i)  “orEaT TEHOT AT AT SR T A AT ST,
(i) = TAF H, "AAAT AAFHLOT AT FHT AT AT STOATI
8. 3Fq A=l #, 97w 65 #, T TATHT U, "SATAAT AAHIU AT AT &, T AT AT ST
9. 3Fq A=l #, 7w 65 F % TeATq fAwfarfad au e e warfua fBFar srom, -

"65 @. AT f i % forg Abwr- szt i sty $iv aat o sfaffmm qur <o% Faat % swhdt %
FAUTA HT AT & (0 w0 F 77 3 90 § U d7 TIaT ST AT AT F ATE TATAI, TH AN & dgd
FAATH T&T T TRET 1, srfafa=m & srefie fAgera et g et wwamom”

10. 3% AT H, R 68% H -
() I ofT &, "sreraT AR gTeE T AT {3HAT SATUT;
(@) S-FFaw (1) ¥, TenfRarfa "srerar Aereor, "arsat 7 oy foRaT ST,
(3T) "STTET AR AT AT A ST T AT F, T AT AT ST,
(=) 39-FR=w (2) ¥, @< (i) =1 «ra BT stroam;
(2.) IU-FF=w (3) H, "s7oraT AR TRl T AT AT STUT;
(F) "STIAT FAHTOT o157 FIAT TATAT 9T STt off T 913 o &, &1 AT o sroam
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1. S9-fHi H, w69 7 -
() ST-fA=w (1) ¥, “ereraT AR oTea T T AT AT ST,
() "STTAT ATATH T AR FLA F [oI0 " 9rsal STgi Fal o AT 8, FT AT A7 AT,
() 39-fF=rm (3) &1 ST R STuA;

12. 3% i H, e 69% H, Iu-faw (1) .-
() "STHIET TATRLOr " 9TsaT T AT F3haT STTu;
(@) 3T TEGF AT AT TRIT STUIT

13. 3 el H, R 71 9 -
() wTeF of T &, "SrerET AR ITe T AT AT SO,
() "STAAT TR AMSET T AT [ohAT STTUAT;

14. 3 i H, FEm 71F § -
() e o H, "STrET TATHLIEE AT AT SO,
() "SrTET T RO MG T AT AT STTUATT;

15. q i °, w719 ¥ -
() e o, "SreraT TR e T AT AT ST,
() " AAHCO TSR T HT AT AT ST,

16. = et ®, foerm 72 #, 9o-fRm (1) # -

"72. IR i F@fA- (1) 25 A, 257 T 3T 259 T H A A T qAEAT T @A, 7T 7€ o 75w
Y 2 FT aTE T yerE 5 99 At sty fi auriig T uF su-faw (2) § € T ety i I @ #' 9gok STy
ST IT STHT THaT STTAT &, STeT, SITia TTeer<t g 36 fAeattad sraram g %< faar s

(2) 3u-fAmw (1) & o= 3w sqsrts A1 ST @ F 9[o, SFT AqATH T A & oy srufer et e
F FITAT G, SAASATH T&TH FA o 70 AT {360 70 AL [ FT Bl

(3) =tz srgsfaeTes Iu-fFam (1) ® &t 12 g [/t & sroram 99 & aqatfta i S T@ F 4o 1 Eae
FA H AEEA Tl § af 39 T ATg ATAT 6 AIg TF IHH AN & ATATT AT o & 2 Taerd #ir 3¢ F wieawfera
faea q[oF & AT AqATH ST T@ F o T SFIATT FHIAT T, 3T TH I FT SIATT F I il T97T | AqATH TE FT
& ST

17. 3¥q fw #, 73 Raw @i 73% s =0 &g B s
18. z=q et ®, e 73%a % v wv, feferfea e s wiaeentug G smoe, sear-

"73%%. AFATY T FAT - (1) T 255 F Y &¥ T AT Aoy TAAY, Al 7 A THF A A A AT F IAF 5
e ft srafer & qurfd F 0 3u-fAFw (2) # fow v ssty i I T # OoF A oTE g ST R ST €,
FAAT, ATATH TTHRTET GIT T (Aettad srar w2 # f3gr srom)
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(2) 3u-fAFw (1) & < T AT AT THT T FT oF, IHT AAATH TS F7 o [oI0 quferg qaferd e
TG ERIT, SAIATH T&T e & forw qaar o 10 fAferor o it gresa

(3) =f% srg=faeTE Su-fA=m (1) ® &t 12 A [t & srerar sa9 0@ Aty & S W@ F 4o F JEar
T H TEEA TgdT g AT I T AT ATAT 6 A TH IHH AN 6 ATHAIL AqATH e 6 2 Tiaed i a7 F giawfera
foaea 7 AT ST TR TG F L T TIAATT FIAT ST, AT 37 o HT QAT F FA 01 39T H AL 8 F2
& ST

19. 3Fq T #, Fem 739 F v we, Mmtafaa e #r sfaeatya B s, s -
"73%E ATATA T HIA TIT AT it st % forg fAGegror -

() T= 25 FAAT TET 25F ATAT T&T T 259 TAET =T 259 | Fls STAATH ST Fed  Td ST
gTferERT, o s § sfrutei % AfAator w1 yeqma €, it T80T G ST 5T aEET g 39 Ata=aT & T
A siroer fAdtersht g7 ST 991 AT ST FAT Hed w9, 9 siafeat & fafawto % foro v e s« ar
IR F forw emerfae = i S F0

(2) IT-7 (1) F oefie sty e TREw & srrfa & ot i stfarfaaw qom zoe et % suet &
FAITAT T ST F oI et TEaRTY ST 57 TR g1 Qe Feqs g7 9990 =7 8 %7 9 F9 3 99 § UF a7
FAAT SR YT FrEFT & s Farerfera ALreror G sroam

20. 3¥q FFEtH, [y 739 &1 o T srom

21. 3Fq At H, few 75 W -
() S9-fwr (1) 9.
(i)"sr=TaT TAHTOT AT "STAT ATATH T AATHLIT el o (oTU”9real T AT AT SO,
(ii) T T AT AT AT ST
(=) Su-Frar (2) -
(i)"sTraT TAFTOT ST "FAAT SALSH FT AR FEA F foreora2t v e A s,
(il) ZH A TEGF FT AT AT ST,
(m Su-faw (3) # -
(i)"srraT FAFTOT ST "SAT SAAATH FT AR FIA F o0 9= AT AT ST,
(ii) ST TEIF T AT AT IO,

22, I et ), Faw 75§ -

() Su-Fw (1) -

(i)"srTaT TAFTO ST "STAT ATATH T AATHLOT e o (orw”orsat &7 A FoRaT STusm;
(i) ZE TG T AT FohaT ST,

(=) Su-FAaw (1F) #,-

(i)"srTaT TAFTO ST "SAAAT SATATH T TATHLUT e o (oTU9reaT F7 A1 T STOsI;
(if) ZE T & AT AT ST,
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23. 3Fd fAEEid, FEw 76 W -
() v of H, "arerar FAHRO 9T T A AT ST,
(=) ST T |, "SreraT AR ersal S AT SITusm
24. 3¥q et H, Fag 765 |, ared oftd ®, et TAeTor ores T A9 FRAT ST
25. 3Fq = H, FFw 77 #v g R s
26. ¥ el d, FEw 79 9 -
() e ofd H, "STAAT TAIFLU SR AT AT ST,
(@) ersat "AT A IFA" FT AT AT SATUm)
27. 3=q (A=t A, R 83, 83 oiv fA=rw 83 #a &t AT fawart sroam
28. 3aq Aawi # aqae, faw 84 v d, -
(F) T o H, AT TR QTERT T AT AT ST,
(@) "aT TAFLO" 9Teal T AT AT STUwm
29. 3T At #, oW 84@ ¥ waq, Mol 731 Faw srertia BT o, e -

"84T IFUTAT F FATIT F forg FAdervr- (1) =7 28 a7 w=T 28 AT IFT 287 AT TFT 28 AT FH 289 F H

FAATH TETF FA | TZl SAATHETET TTTAFII AT Fk1T ATATH ATHIGT TTIEHLOT Fl HIHS 6 ATATL, TF TATS ¥
TITIAT FT o =7 srferfaam % srefie sfofert & fAwior v 3w aea ST 57 9 g A sivey Advet
FIT H<h =0 & [Areror 3w St srerar fAdyeqor o ST wet €, S siraferi  fAwior & fore seawrer e strer = 3w
o S AT giase e i S FEm

(2) 3u-fFae (1) F erefiq st s ot 1 aqata i oat o srfafae siw =7 [t F saaet 9
A AT H UF T T FH ALl T ST AT FIERIT F FATET AT AGLTF, T FH 1, ATITAT FATAT F0A F
forT Feher T ST T AT g1 (A e g S = | S At S

30. <o =t ®, faw 85 ®, s9-faw (2) ), "ar At a” areat &7 AT AT Strosm
31. 39 =@ ¥, A=W 138 4, -
() 3a-fA=m (1) #, "aT TEEO ST T A F AR F 32T F foru” et w1 AT A S,
(@) Iu-fAaw (2) =1 9 o S
32, g fAat H, Faw 138U 7 -
() Su-f=w (1) #, "ar T 9reat w A A S,
(@) 39-FF=w (2) 7 <9 FoRaT ST
33. 3T At H, faw 1397 -
(F) ured o &, "AT AL orsat T AT fFAT SO,
() AT AT |, "7 A RO 9TeaT T AT THAT SATUm
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34. g At H, Ry 139%F ¥ -
() I off &, "ar AT oreql T AT AT AT,
(@) orsai "AT A" T AT AT ST
35. Taq At ¥, fRaw 139w 4 -
() Ia-Fazre (1) &, "a7 qeTHCor” 9Teat 7 oq fohar ST,
(@) 39-r (2) "a1 AR oreat FT AT AT SITuIm
36. Swd FFHt H, Fa139% T O, "9T TR0 9Teal T AT {hAT ST
37. 3=q FaEi H, R 140 F v w7, Metated e siaerfia B sroa, s -

"140. SgafA A s@fA- (1) 95T 32, TET 320 37 TET 33 F qgd T FE A T AT TN T SAATHETEE
THE ST g1 T fAfer | welsh ATt 9= 9 ¥ Srater q61e g F gt S9-174aH (2) # AfEe sty gamor 7w s
FIT ST SATHH TTTAFIN G 24 (et 1 78 T 2T Srom

(2) 39w (1) # e s e e sgerta f w56 F o spram e o e s i1 grese o
FAATH TETT FXA & (10 97 Haferd ek F a2Ta< Rl

(3) =fx sr=tH amea Su-fAaw (1) # AfEe fFea ae o7 a7 399 T8 Aqaa 9T oo w1 G wed |
farer Tgar €, a7 98 ToI® Hei & (oI sT=ifa 9[o AT 36 Fg Held a & AT A1 &l Tiaerd il 3¢ F TuET 3 e
T faea [ & AT SAqATH LTIT L[ AT qIAATT Fe 6 (oI IALETAT ZIIT ST 36 qLE L[ AT qIATT 7 FA 6T
feufy & satfar =t w7 | Strowm”

38. 3a fAawi F, 141 faw, 1415 R =iiw 141 e w1 <m0 B smom
39. 3Fq =i #, W 143 F waq, Fetafag 73r F=w s@: enfia G s, s -
"430. ST T&TT FA ST STIATAT T TeATIT FI o (o0 FALTeqor-

(1) I=7 32 T I%7 32T AT T&T 33 § SAqATH T FA H TZA, SATATH TTIEHI Ueh FIATSTA il EATIAT
FoT forad yaTee ammtiEt & fair G s ar = e F adhe ST g s TS avEe g A
fArfrerat grer wgs =7 & e o St 7 ST 8, ST OTART i S Aot Jv Hied yerei & At forw s
o ST F e i S FE

(2) 3u-fA=w (1) F srefiw sr=ta wma afvew & safa i oat e afafaam qor == F=at F seaet F 9
ATATAT FT HATIT Fe o6 (70 FETT T 3T ST LR G (Ah HLTerh g7 S<h &7 § S 1 [Tt S{1 i
T H Teh ST F FH Al I AT ST ST gIoetor o ST s TaT g "

40. 3q fF=at o, w1509 H, -
() S-f=w (1) &, AT T eTsat T AT fHRAT ST,
(@) 3TF TTeqH T AT 63T ST
41. g e, e 1507 ¥, -
() ared ofiT &, "ar TEeRCOr” oteat T oy AT STTUATT;
(@) 39-fr (2) #, A T IFT" =t T AT Sruwm
42, 3FT e |, e 150 F e v, et e siaeertia B o, s -
"1 509 AFHIEA Fit AAFF—(1) T=T 37 F 1T AT FIS ATAH T4 T ATS STAATHETIF THH ST LA T
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ot & wors st o= 9 it sEty g g § Tge 39-fAaw (2) # [Afdy saafi amor oo s Far g e
FETE AT T 3 fAefad a1 w7 # R s

(2) 3u-fAem (1) # Sfeatera sat e ook, =9 a¥E & AqATH & (oI 9T Haferd ek T T

(3) =t srg=tFeTE su-f=m (1) ¥ sfeafeaa Raa arfte a2 =1 399 g Safd emor ek FT qErar &
H faswer grar g, a1 ag a1 Wiaerd it &% F qurEr Fohe U v e o F AT SIS greer 9o w1 R 6
T ST SR ST ST el & oI Sty S[eF AT 39 ©g Weld aF 1 39T, T 30 q¥g & 4 F A
e it Rl & srgerte v w7 < e s /e strom
43. 3 FIEi A, T F H, -

(F) T=T 20, T=T 20F, T&T 209, T=T 209@, T=T 21, T&T 217F, T&7T 219, T&T 2199, T&7T 259 H<
TET 32 H, T 2 F T U, FAn: et e sioertia R S, stav-

AATH 3TH TR fAettad a1 w2 fhu st 3 e amaa w7 & SEfdmrer i qonf, st i oat siw sirafer qor
ST ATHAT AfATRET, 1940 (1940 FT 23) TAT SO TAT JETE AT 92|, 1945 % IU=el F SIaTe & T a9
H FH & FH TF a1 T AFLTFATTHIL STTEH ST GIEHIT 6 STHT Gea e (AT STuam

(@) T&=T 209, T=T 20, TET 25, T 289 3T T&7 325 H 47 3 3 1 o wqen: fAetered dwmms
T, AT -
FAATH IHF T (Aetad a1 w2 o S & e eara =7 & fafemmer weeft qofa, sqaafta £ oqt s shafer o
ST ATHIAT AFAATT, 1940 (1940 FT 23) TAT SO TAT JETER AT 929, 1945 % IUSET F ST &7 A a5
H T T FHH UF G AT SAASTFHATTHTE ST ST FIEHTT F ATHE Goaihe AT STuam

(M) TET 25%, =T 28 I YFTT 28@ T 47 4 F T < wHen et s staentia R s,
i -

"4, FATH 3TH Tgdl Aetad a1 w7 s F e araa w1 7 Eftmer wefh quta, seety oot @i
sfrafer o yHTeE AvEy ataET, 1940 (1940 &7 23) 99T Awfdr T yove" AarwRi Aew, 1945 F Iy« &
FAUTA HT A1 a9 H FH F FH U J1 AT AF9TFHATTHE A ST FIFRI0T % SIH1 gedishe AT S|

() TTTITE 5 % T 9% T&T 259 {7 w&=7 289 § FwAer: Fmfefaa v wiheentia o s, sraiq: -

"5, SR 3HF Tgd Hetad AT 77 e S F e arag w1 & fEfemer vt qurty, sesty f oat $iw
sirafer aam yaTe et sferfawer, 1940 (1940 & 23) Tam irafd qom yamew areft (99w, 1945 & Iqasy &
FAUTA HT A1 a9 H FH F FH U J1 AT AF9TFHATTHL STEH TR FIFRI0T % ST {1 gedishe AT S|

(.) T2 3F F TIH T TET 28F # wHer: Fmferfad ey stoeentua o s, serr; -

"3, AqATH IHH Tgo (Aeitad AT T o0 S = foamr amrad w7 7 fafemre wft) qoty, sraarta & oat o siufyr

TAT FETeT AT STafam, 1940 (1940 FT 23) TAT SO TAT THTS ATHAT (979, 1945 F U F AqUTAT F1
T aT & 77 T F7 TF 1L T AGLAFATTATE ST STLTT IR % ATHTT AT a1 ST

(F) TT 3 % AT 9% wET 37 § FHT: Muferfad trnms staenfua B S, st -
"3, AqATH IHF Tgr Fefad a1 7 w1 % fam araa w7 & fEtemer weeih o, saaty fivooat i siufer

TAT FETeT AT STferfam, 1940 (1940 FT 23) TAT SO TIT THTY ATHAT 974, 1945 F U F AT F1
T T § F7 T F7 TF L T AFLAFATTATL ST STLTT ORI F ATHATE AT a1 [T

(B) T=T 19, T&T 19%, T 19% T =7 197 & ofida &, ol "a7 Ao Teat 1 AT {3haT ST,
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() I=T 2137, TG 217FT, T&T 26, T=T 26%F, TET 269, TET 26 =, T8T 26 &, T57 33, T=7 33F T =7
38 =1 &y AT ST,

(1) TET 24, T=T 24%, TET 24T, TET 247, YT 249, T8 27, Y=T 27 F, I&9 279, I&Y 279, T57 279
F, T%7 31 AT IET 31F H, -

() oS #, T “IroraT T HTO” 9Teal T AT 3T ST,
(@) 7T 1 H, arsaT T /AR R 9TSE T F T U, FH TG 957 T@T ST,

(@) o1F 1 | T=7 25, T=7 25, Y= 25@, TET 259, T&T 28, T=T 28, Y= 28, T&T 28, T&T 289 F,
T 32 T TET 32 H, "3i¥ AGHLT, AT s AN THIT G 9Tea1 T A1 FhaT Srosm,

(2) 7%7 36 #, -
() of T T, WS “SToraT T L0 STsa] T AT (AT STUT;
(@) §=T 1 H, “sraraT AAIAER QreEt H AT AT S,
[F7.%.X.11014/6/2017-FramemH]

T FoTe HR Ao

feoqur : g R A 21 R, 1945 At srfag=mT 9. U, 28-10/45-t= (1) & sefiqr aroro= # wahforg o o
A sfaw a a3 i, 2017 # sferg=eT 7. an.Fr.M. 327(31) F sefia wentea G

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.
In the 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) in the 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) inthe 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:-

“73AA. 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) insub-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. 1In 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) in the 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.”;

(g) 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;

() 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.No.X.11014/6/2017-DRS]
SUDHIR KUMAR, Jt. 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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