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N

Arufer S yETea qradt g, 1945 (e 3899 28 TATq 39 a9 Fg1 @1 g) % a9 59 #,—
(F) ST (2) 7 “AT TAFA” eTeaT FHT ATT FHAT SATUIT |
(@) U (4) =T IHF T HT ATT 62T ST |
3 =T % Mo 629 % ST (2) o UReqE § VAT AAFA” eTsat HT ATT AT ST |
. 3 I o e 627 H,—
(F) SafF=w (1) & “aT TNFL” 9Tsat & AT AT SATUAT;
(F) SHE TTF T ATT AT SITUAT |
5. 3 AT & w63 & v o Meforteg R war s, sraiq—

“63. gt i FAfar.—(1) I=T 20, 20%, 20@, 20@@, 209, 207, 21, 21F, 219 T
219@ § FET T TS AqATH T TF a8 ATATI ATAFRET FRT At a1 T Tg1 F &7 Al g, T
fafermmes Tt 7t sataeT 9 ST 0 S A aE & AT IAeadt 9 a9 it At &
A & I3 IUAH (2) # [fd srqata afdemor i ST FT <ar € |

(2) suf=w (1) § [Afde aqaty sfdamor fa v sqata & 55650 F ow snfem |@&5tea
I F FHGET 2T |

(3) =T srsfaremy Sufa=w (1) # FomAfee Fod A &7 37 389 IF a8 Taemor we
STHT F | S TgdTl § af ag Yo 916 AT 38k AN & [o1T, g TIH i AAtel Th, AT BIe &

T wTaerd FT 3T 9¥ Iianterd faed Fie & a7 e Taamor $1F w7 9277 w7 & o g grm
ST UHT B T HJTT T Fe 7 90T H ST T F & T qHAT JT0sAT |

> oW

6. 3 fFawt & g 63% i Raw 639 1 o9 3T ST |
7. 3 At % e 64 #,—
(F) “IT TR eTsat T, TET-Fal off T A &, AT AT ST,
(@) Tufem (2) #—
(i) “aT TAFT” eTeRT FHT AT AT ST,
(ii) 3 TEeT TR F AT A 9rsat #T A AT S,
8. I f=HT & A=W 65 ¥, “IT AT oTeal FT, IAT TATAN I, ST o 37T &, AT /a7 ST |

©

I ATt & e 65% & waTq Meforteg R siaeaiea e s, sraiq,—

“65%. ATATAT F TATIT & g fAdeqor.— s Wiy, =0 9 % orefiq o =d v+
e &7, sttertaaw % st g et gy sigaty & aat o7 stterfaa ofiT == H=at &
ST F SATATAT Tl TATTIT FLeA & (1T Ueh a9 H HF F FH TF J¢ HL&07 FHIua |7

10. 3= A=t & 9w 68F &, —

) e of ek H, “AT TFLO 9Tsat T AT AT SATOAT;

(
(@) “aT TRFA” =T FT, AT AT IE, TEI-STgT I A1 8, AT Hwar S,
() “T FATRTOT" ST HT, SET-STeh F AT &, @17 foham ST,
(1) T (2) F @ (jii) F1 AT AT S,

(%) “AT TR =l FT AT AT T ST A A &, A7 T ST |
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11. 3= A & Raw 69 § —

(F) Sf=H (1) |, “IT T HLOT” eTeaT FT AT hAT FTUT;
(@) SAIT (2) H, “IT FAATH F TATHRL o6 TITSIATS” &1 T, TG -l o A &, AT AT SO,
(M) U= (3) &7 09 AT TS |

12. 3% et & e 69% & St (1) §—
(F), “AT TAHL” 9TeaT T ATT FRAT SITUAT;
(T) 3HF T T ATT {hAT SITUIT |

13. 3% fA=wt & Faw 71 §,—
(F) T oftdier &, “I7 Ao oreat T AT AT STuA;
(F) “IT AATFHA” AT FHT AT THAT SATUT |

14, I =91 % a9 715 §,—
(F) T oftdar &, “I7 TR oreat T AT AT STuA;
(@) “AT TATFHA” AT FHT AT THAT SATUT |

15. 3<% ==AT & F9w 719 §,—
() T oftO |, AT AAHI gTERT AT AT AT ST
(F) “AT TATFHA” AT FHT AT THAT SATUAT |

16. I FAFT & Maw 72 % w19 9 Fofoted Ha| T@r S, seaiq—
“72. SIg=te # srafer—

(1) &7 25, &7 25, &7 259, T&T 28, T&T 28, ¥ T&T 289 H T FT T AT T a6
FZ ATATIA TTIEHILN T (HeAterd AT T8 Aol FC &l Sl g, T [SEqe= Tt I1e AqATaas 396
ST T S AT AT § ToAE ITeadt 9 a9 A At & qa| F qF 3uad (2) § f[Afew
SAATH TTTETIT HI STHT FT AT E |

(2) St (1) § MTEE At TTaemor HrF UHT ST Al Jsl & o7 Tuferg dared g &
A EHAT |

(3) e sg=faeTY SufA=m (1) § FfAfde Fad a1 a7 S99 9@ SIqafa gtaemor © ST
FIA H AR LAl ¢ df dg TAH q19 IT IHeh ANT & (0, T qTE il AT Th, STIATH HiF & &l
sfaerd it 3T 9T TRewferd faea £ % 1o ST Traemor 6 T §879 F4T & o7 ardf gR i
Y B AT G T FIA AT FAT H ATATH TF FL & T8 FHSAT STT0AT |7

17. 3<% et & e 73 sfie e 73% &1 o B S
18. I AT & F=w 73%F & v 9 Meforted [ w@r S, s, —

“73%F. I AT it Fafd.—

(1) T&T 25, T&T 28, 3T T=T 285 § LT il TS AATH T T ag SATATIT TTTrHTLT
T Aefad a1 7 @0 # & S g, a9 Sfeweg @ Ife SaqAagrr 396 I e S A
I | TAF ITLAd] I a9 il (AT 6 Faq F TF ITAIH (2) % Fefia [iEy st aiaqemor
I STHT FX AT 8 |
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(2) st (1) § e st sfamor S o=t st & @< F oo st gefea f F
AT EHAT |

(3) #fx =ty suffaw (1) & FentafEe g e &1 a1 399 03 aaaty gtaemr 9 s67
FIA H TEEA Tl g T a8 YT AT AT ITqF W  foI7, g AT ¥ Tafer a, Ay 6 & &
AT T T IT TRAF I [AAd 6 o q1 ST T Rl AT HGTT FIA o [oI0 AT T 3T
U I T HETT T FA T 9T H ST T F & TS qHAT JT0afy |7

19. 3 A=t % I 73%F % wearq Meferied T3r e siaeiag R so, seaiq—

“73FE. A AR T AT 3R ATITT & qATIT & forg [deor— (1) 77 25, 7569
25%, &Y 25, 95T 254, T=T 28, =T 28%F, T8I 28, T=T 28 ¥ I&T 28%F + T

AT FS[L o0 ST & & TRET F7 30 AT A0 & LT Fea T qeaie 3T 1T 91T g
A Afterss g |9 =9 & [Adveror R Srow |

(2) U= (1) F AT AT TRA FT, Fral T TR AT ST LA FIT Feh Fdders
FIT HF & & AqATH 6T aat oY AffFae o == et % Sude & AT wi g

F % o v 99 | w9 F F9 v 9 [ G S )
20. 3<% =t & R 739 &1 o9 B s
21. 3% (A9l & MW 75 §,—

(F) Iata=e (1) §,—
(i) “IT TATHLOT ST “AT ATATAT F TATHIOT o TITSIATS” QTaT T ATT 6T SITUIT,
(i) TEeR TR BT ATT AT ST,

(@) SI=H (2) §,—
(i) “IT TATHLTOT ST “AT ATATAT F TATHIOT o TITSIATS” QTaT HT AT 6T ST,
(i) 3EF TAL T T ATT [T SITUIT,

@) 3ufaa (3) § ,—
(i) “IT TATHLTOT ST AT ATATAAT F TATHIOT o TITSIATS” QTaT HT AT [6AT SATUIT,
(i) IEE TLCH HT AT AT SATAT

22. 3% Hawi % w755 §,—

(F) 3= (1) §,—
(i) “AT TAHLOT S AT SATHATAAT F TA 20 F TATSAATS” 1= 1 1 AT AT ST,
(i) SHF T T AT AT ST,

(@) STfHaw (1F) §,—
(i) “AT TATHLOT S AT ATATAAT 3 TH 0T 3 TATSIATH” QTea T T AT AT ST,
(if) SHH TR FT ATT AT SO |

23. 3 et % o 76 §—
() wred oftoi=h |, “AT AT grea 1 AT A AT ST,
(F) ATLETF THT | “I7 A" eTeal T AT T ST |
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24
25
26

27
28

29

30.

31.

32.

33.

34.

35.

36.

. 3% et & R 76F F ared oftd & “a7 Tt arsat T A T S |
. 3% (e o R 77 1 e B s
. I et & MW 79 §,—
() T oft |, “AT A STERT AT AT AT ST,
(ii) “IT TAYFT” eTe=T FHT AT FRAT ST |
. 3% gt % R 83, e 83+ i Mg 83aa =T o1 fohaT ST |
. 3T (AT % Faw 84%F H,—
(i) o <freies , “AT A AEET HT AT AT A0,
(ii) “IT TAFA” eTe=T FHT AT FRAT ST |
. 3<% Tt % F9w 849 & waq Meferterd 791 Fae siq:emfua B sosm, srriq,—

“847T, SATITAT & FATIA & Torg ALeror.— Fomtearta, Fexia At SAqHET STreshrs av
SATATI TTIEFTET TH AT % STel AT TAF TITIT A7 STTAAH o el Feg 17 T i
ST FLHT G Fh e g0 §4<6 &9 & i 6l a7 AT =aw 7 =7 [Faat %

ST o ATATAT Tl TATTIT FLel & (1T Ueh a9 H HF F FH TH JT¢ HLE07 FHI0a |7
I =T & A 85 % IURaw (2) ® “AT qE 1A’ gIsat HT AT T STua |
I Rt o A 138 §—
(F) ST (1) H, “AT TR ST “AT ATATH o TAHLIT F TATSTATS” 9T&aT T AT AT FTOA,
(@) IUTa| (2) FT AT FFaT SO |
3 =T & Raw 138F #,—
(F) ITT=H (1) #, “AT TAFHA” A&l HT AT AT SO,
(@) IUTa| (2) FT AT T U |
I ferat & e 139 §,—

(F) T oftdar &, “I7 A rRTOr oreat T AT AT STuA;
(F) Ao AT F “AT TH A M1 HT AT /AT ST |

3 Rt F g 139%F+ &, —

(F) T oftder , “IT TR0 eTeal T AT fohaT STUTT;
(F) “AT A" ASET HT AT AT SITUIT |

I R F ffaw 1397 d—

(F) ITT=H (1) #, “AT FAFHA” &1 HT AT AT SOOI,
(@) U= (2) H, “IT TAIFA” eTeT T AT FFAT JTOIT |

I =T F AW 1399 § “AT AAFa” ersat T ATT hAT ST |
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37. I AT & {9w 140 F w0+ o2 Referied Faw w@r s, s9iq,—

“140. sIgAfa i srafar.— (1) T=7 32, I=T 327, T T=T 33 § FHT il T2 AT 9 9% a8
AT TTTETT IRT (Aeferd a7 3 5l 7 &f STl g, T (A TewTe TI(1 AT AT ek ST
U ST Y T F TS IAadl T a9 A A F qE|e ¥ @ IUHAn (2) F qdfiw [Afew
SAATH TTTETIT HI e STHT FT AT E |

(2) Sufe=H 1) & [f<y sate wiaamor fe U St it SsEr & o st @etaa
I F FAGET 2T |

(3) =fx safaeT ufFaw (1) # TfAfde Fua ade v a7 399 93 sty giaemor
T STHT 4 § STA6A Tgal § af ag Todsh q19 IT I AR 6 (o0, Bg AT il AArer T, T
I % &7 Iiderd & ¥ 9 Gt faed B & 9T At STaemr B 7§40 w F o
T ZIRT A UHT T 7 & F Fed il F907 | AqATH TF HT &7 T qGHAT SATUIHT |7

38. 3= famt & Faw 141, B 1417 =i 9w 1419 7 <09 fBFar st |
39. 3 fA=w % A9 143 % waq Feferfea 737 R siaeaioa G s, sraiq,—

“143%, I AR T s iR srqguTes % " * forg Rde— (1) s=7 32, 7%7 32%
3T =T 33 F 7T AqATH HSX o0 ST & 3 T A7 AT F eI g Jaie oY
s HLRTE g s e g w6 =1 7 deror B s

(2) U= (1) F A AT TRA FT, Fral T TR AT T LA FIT Feh FAders
BT §4<h &9 | SAH 6l Odl S ATHIH ¥ =7 FI#i F Il & AqIAd H qeATad
A o ToIT U a9 § 7 & 7 UH a1 Hreor B o |7

40. I AIET T TN F H,—

(F) T=T 20, TET 20%, T&T 209, T&T 209, T&T 21, T67 21F, 87 217, I&7 2199, IT57
259 T I%T 32 H, U7 2 F T 9 FH: [HeEferiEd 477 T S, et —

“2. g AATH, ST qF 98 THH UA (e (o AT ¥F Al HT &f STt Tt =7 7 fGfermmes e |
TAT, ST r oTdql < AT ST THATeT ATHAT srrert==a, 1940 (1940 1 23) /T ATWTer
T yETeae EH, 1945 F IUSLT & STAITAT FT ML TF a9 § FF F FH UTH < AT
STTOATT |
(@) T&=T 209, T=T 20, T=T 25, TET 289 ¥ I=7 32F &, 97 3 F w17 o< waern: Mwferfea
T TG SATOAT, AAT—
“3. g AT, ST qF 9 THH UA [Aed (o AT ¥F Al HT &f Tt Tt =7 7 fGfemres 2= |
FATHY, AT T oTdqT A AT ¥ Joree Frafy srtearf==a, 1940 (1940 &1 23) [T Arwfer
T yETege FEH, 1945 F IUGLT F AAITAT FT LT TF AT H FH F FH UF G0 AT
STTOATT |
() T&T 25F, TET 28 AT T=T 28T H, 7 4 F TF ¥ FwHen: Aefofyd =T @ S,
TAT —

“4. Tg AqATH, ST TF a8 THH IA (Atad AT TF Al L & ST, Tt &7 & fEfewme it |
FATHY, AT T oTdT A AT T Joree Gradfy srterf==a, 1940 (1940 1 23) [T Arwfer




[am 1—&vg 3(i)] WA kT SIS @ STHIROT 7

AT yETege FEH, 1945 F IUGLT F AAITAT FT LT TF AT H FH F FH UF G0 AT
STTOATT 1

() T=T 259 T T&T 289 ¥, 97 5 F w19 q¥ FAer: Faferfaa §=7 w@r s, staiq—

“5. Ag ATATH, ST TF dg o0 T4 (Hafad a7 ¥E qal ® &f A1al, e &7 7 Gfdm= w5 it |

FATHY, AT T ot ST ot ST AT ArRiT Afa=aw, 1940 (1940 F7 23) 3% A9l =iw
TETEA 7, 1945 % I & AITAT FHT LT U a9 § 7 F FH T 97 AT ST |7

(F) T&T 28 H, 977 3F % T U FHHfertaa 97 w@r ST, e —

“3%. g AqATH, T TF 98 THH 4 (Adtad AT TE Tai w2 &F 1y, Trft &9 7 Ffdmmer i |
TATEY, AT T ordqT 3 AT Y Jores Gt srferf==a, 1940 (1940 7 23) 3 ATWler T Yo T
9w, 1945 F IUSLT % FATITAT AT (HLTT Uk 99 | FH T FH UF 1< /77 U0 |7

() I=T 37 F, 7 3 F T WX Fwferted G2 w@r S, st —

“Tg ATHIGH, T T dg HH Jd (Hatad a7 Tg Tgl Y (&AT SATaT, T €9 & [feae== 29T |
TATHY, SATHIGT T At ST AT ST e ATy stferfaae, 1940 (1940 T 23) ¥ arufer
T yETee FEH, 1945 F IUGLT F AAITAT FT LT TF AT H FH F FH UF € AT

SO |7

(B) T=T 19, T&T 19F, TET 19FF 3T T&T 197 F offlF & FH: “AT IART AR U AT
orsal T =g AT STUA |

(ST) T&=T 2177, TET 2130, T&T 26, T=T 26F, T&T 26@, T&T 269, TET 26, T&=T 33 {7 7&7
33 T AT FohAT SITUAT |

() T=T 24, IET 24%F, I&9 247, TET 247, I&9 249, T€9 27, I=9 27, I&=9 27T, I&9 274,
I&=Y 279, &7 31 3fiT 757 31F d§,—

(F) oY &, “AT ITRT THFLOT FoRT SR oreal 7 FwHer: A AT ST,

(@) T=T 1 H “ATIH/TAHI ” TERT o T T FHL: “SHAR 251 T@T STUAT |

(3 I&=T 25, IET 25%, I89 25@, I8 259, T=T 28, T=T 28F, &7 289, T=T 289, T=T 289,
TR 32 T TET 328 H, o0 1 H 3T TFT AATHLT T A5 THTTT” &T5a1 T AT [T SITUIT |
[®T. &. Ta.11014/6/2017-31.3M. 5.
Fea AT AT, HYH qi=
feoqur © g A9 9T F T9Od § AfeREAr |/, U, 28-10/45-t= (1), @ 21 REFEy, 1945 FRT

TERTTAT TR0 T 9 3w 399 Sifaw wertes afg=ar & ararfH.  (30), SIRAEE]
EESRERIRE Il

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION.
New Delhi, the 31st March, 2017
G.S.R. 319(E).—Fhe following draft of certain rules further to amgethe Drugs and Cosmetics Rules, 1945,

which the Central Government proposes to makexéncése of the powers conferred by sections 123ahdf the Drugs
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and Cosmetics Act, 1940 (23 of 1940), in consuwtatvith the Drugs Technical Advisory Board, is Hsreublished as
required under the provisions of the said sectithand 33, for information of all persons likelylie affected thereby;
and notice is hereby given that said draft rulds b taken into consideration on or after the expif a period of forty-

five days from the date on which the copies of@ifcial Gazette containing these draft rules amdmavailable to the

public;

Objections and suggestions, if any, may be addiess¢he Under Secretary (Drugs), Ministry of Headind
Family Welfare, Government of India, Room No. 414DAWing, Nirman Bhavan, New Delhi.— 110011 or eHathat
drugsdiv-mohfw@nic.in

Objections and suggestions which may be receiveth fany person within the aforesaid period will be
considered by the Central Government.
DRAFT RULES
1. These rules may be called Drugs and Cosmetics ( Amendment) Rules, 2017.

2. Inthe Drugs and Cosmetics Rules, 1945 (hereinedferred to as the said rules), in rule 59,—
(a) in sub-rule (2), the words “or renewal” shall beitiea.
(b) sub-rule (4) and the proviso thereto shall be @itt
3. Inthe said rules, in rule 62B, in sub-rule (2)the proviso, the words “or renew” shall be omitted
4. Inthe said rules, in rule 62C,—
(a8) in sub-rule (1), the words “or renewal”, shall raitted,;
(b) the proviso thereto shall be omitted.

5. Inthe said rules, for rule 63, the following rsleall be substituted, namely:—

“63. Duration of licence.—1) A licence issued in Form 20, 20A, 20B, 20BBF2@0G, 21, 21A, 21B and
21BB shall remain valid, if licencee deposits @&llice retention fee referred to in sub-rule (2) teethe expiry
of a period of every succeeding five years fromdage of its issue, unless, it is suspended oratimacby the

licensing authority.

(2) The licence retention fee referred to in sub-rdleshall be equivalent to the respective fee regluior the

grant of such licence.

(3) If the licencee fails to pay licence retention @eor before the due date as referred to in sub{d)l, he
shall be liable to pay licence retention fee alovith a late fee calculated at the rate of two pemtcof the
licence fee for every month or part thereof upitorsonths, and in the event of non-payment of sieeh the

licence shall be deemed to have been cancelled.”.

6. In the said rules, rules 63A and 63B shall be @ditt
7. Inthe said rules, in rule 64,—

(a) the words “or renewed” wherever they occur shalbbetted,;
(b) in sub-rule (2),—
(i) the words “or renewing” shall be omitted;

(ii) in first proviso, the words “or renew” shall be diad.
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8. Inthe said rules, in rule 65, the words “or renBwaaboth the places where they occur shall betiahi
9. Inthe said rules, after rule 65A, the followinganeule shall be inserted, namely:—
“65B. Inspection for verification of compliance.—The licensing authority shall cause inspection, thy

Inspector appointed under the Act, of each preniliseased under this Part, to verify the compliandth the

conditions of licence and the provisions of the &atl these rules at least once in a year.”.

10. In the said rules, in rule 68A,—
(&) inthe marginal heading, the words “or Renewalllsba omitted;

(b) the words “or renewed” at both the places wherg tdueur shall be omitted,;
(c) the words “or renewal” where they occur shall bettad;

(d) in sub-rule (2), clause (iii) shall be omitted;

(e) the words “or renew” at both places where they psball be omitted.

11. Inthe said rules, in rule 69,—
(a8) in sub-rule (1), the words “or renewal” shall beitied,;

(b) in sub-rule (2), the words “or for the purpose efiewal of the licence” wherever they occur shall be
omitted,;
(c) sub-rule (3) shall be omitted.

12. Inthe 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. Inthe said rules, in rule 71,—
() in the marginal heading, the words “or renewal’llsba omitted;

(b) the words “or renewed” shall be omitted.

14. Inthe said rules, in rule 71A,—
(a) in the marginal heading, the words “or renewal’lsha omitted,;

(b) the words “or renewed” shall be omitted.

15. In the said rules, in rule 71B,—
(&) in the marginal heading, the words “or renewal’llsba omitted;

(b) the words “or renewed” shall be omitted.

16. In the said rules, for rule 72, the following rgleall be substituted, namely:—
“72. Duration of licence.—

(1) A licence issued in Form 25, Form 25B, Form 25R,nk@8, Form 28B and Form 28D shall remain
valid if the licencee deposits a licence retenfiem referred to in sub-rule (2) before the expifyao
period of every succeeding five years from the adtits issue, unless, it is suspended or cancéijed
the licensing authority.

(2) The licence retention fee referred to in sub-rdleshall be equivalent to the respective fee regiior
the grant of such licence.

(3) If the licencee fails to pay licence retention teeor before the due date as referred to in sub{tll,
he shall be liable to pay licence retention feeglwith a late fee calculated at the rate of twoqamt.
of the licence fee for every month or part thengpfto six months, and in the event of non-paymént o

such fee, the licence shall be deemed to have dmarelled.”.

17. In the said rules, the rules 73 and 73A shallinéted.
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18. In the said rules, for rule 73AA, the followingetshall be substituted, namely:—

“73AA. Duration of loan licence.-

(1) A licence issued in Form 25A, Form 28A and Form 28&hall remain valid if licencee deposits a
licence retention fee referred to in sub-rule (2jobbe the expiry of a period of every succeeding fi

years from the date of its issue, unless, it ipended or cancelled by the licensing authority.

(2) The licence retention fee referred to in sub-reshall be equivalent to the respective fee regiior

the grant of such licence.

(3) If the licencee fails to pay licence retention éeeor before the due date as referred to in sub{ill,
he shall be liable to pay licence retention feanglwith a late fee calculated at the rate of twoqsnt.
of the licence fee for every month or part thengpto six months, and in the event of non-paymént o

such fee, the licence shall be deemed to have dmarelled.”.

19. In the said rules, after rule 73AA, the followingw rule shall be inserted, namely:—

“73AB. Inspection for grant of licence and verification ofcompliance.-
(1) Before the grant of licence under Form 25, F@6A, Form 25B, Form 25F, Form 28, Form 28A, Form
28B, Form 28D and Form 28DA, the premises shalinspected jointly by Inspectors appointed by the
Central Government and the State Government uhgeALtt.
(2) The premises licensed under sub-rule (1) $lsilhspected jointly by Inspector appointed by@eatral
Government and State Government to verify the c@npé with the conditions of licence and the

provisions of the Act and these rules at least ameeyear.”.

20. In the said rules, the rules 73B shall be omitted.

21. In the said rules, in rule 75,—

(&) in sub-rule (1),—
(i) the words “or renewal” and “or for the purpose efiewal of licences” shall be omitted;
(i) the proviso thereto shall be omitted;

(b) in sub-rule (2),—
(i) the words “or renewal” and “or for the purpose efiewal 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 efiewal of licences” shall be omitted;
(i) the proviso thereto shall be omitted.

22. In the said rules, in rule 75A,—

(&) insub-rule (1),—
(i) the words “or renewal” and “or for the purpose efiewal of licences” shall be omitted,;
(i) the proviso thereto shall be omitted;

(b) in sub-rule (1A),—
(i) the words “or renewal” and “or for the purpose efiewal of licences” shall be omitted;
(i) the proviso thereto shall be omitted;

23. In the said rules, in rule 76,—

() in the marginal heading, the words “or renewaktlshe omitted,;
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24,
25.
26.

27.
28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

(b) in the opening portion, the words “or renewed”lsba omitted.

In the said rules, in rule 76A, in the marginahdieg, the words “or renewal” shall be omitted.
In the said rules, rule 77 shall be omitted.
In the said rules, in rule 79,—

(&) in the marginal heading, the words “or renewaklshe omitted;
(b) the words “or renewed” shall be omitted.
In the said rules, the rules 83, 83A and 83AA |dhalomitted;

In the said rules, in rule 84A,—

() in the marginal heading, the words “or renewedlishe omitted;
(b) the words “or renew” shall be omitted.

In the said rules, after rule 84B, the followingwnrule shall be inserted, namely:—

“84C. Inspection for verification of compliance.—Ffhe Central Licence Approving Authority or the lsng
authority, as the case may be, shall cause ingpectieach establishment licensed under this Bantly by the
Inspectors appointed by the Central Government thied State Government under the Act, to verify the
compliance with the conditions of licence and thevisions of the Act and these rules at least am@eyear.”.

In the said rules, in rule 85, in sub-rule (2§ thords “or renewed” shall be omitted.
In the said rules, in rule 138,—

(&) in sub-rule (1), the words “or renewal” and “or fbe purpose of renewal of licence” shall be orditte
(b) sub-rule (2) shall be omitted.

In the said rules, in rule 138A,—

(a) in sub-rule (1), the words “or renewal” shall braitted;
(b) sub-rule (2) shall be omitted.

In the said rules, in rule 139,—

() in the marginal heading, the words “or renewaktlshe omitted,;
(b) in the opening portion, the words “or renewed”lsba omitted.

In the said rules, in rule 139AA,—

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

In the said rules, in rule 139AC,—

(a) in sub-rule (1), the words “or renew” shall be ted;
(b) the sub-rule (2), the words “or renewed” shalbbdgtted.

In the said rules, in rule 139AE, the words “anee” shall be omitted.
In the said rules, for rule 140, the followingewhall be substituted, namely:—

“140. Duration of licence.—1) A licence issued under Form 32, Form 32A anch#83 shall remain valid
if the licencee deposits a licence retention féerred to in sub-rule (2) before the expiry of perof every
succeeding five years from the date of its issudess, it is suspended or cancelled by the licgnsin

authority.
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(2) The licence retention fee referred to in sub-raleshall be equivalent to the respective fee reguior
the grant of such licence.
(3) Ifthe licence holder fails to pay licence retentfee on or before the due date as referred tabirrsle
(1), he shall be liable to pay licence retentiom &ong with a late fee calculated at the ratewvof per cent.
of the licence fee for every month or part thengofto six months, and in the event of non-paymésuch
fee, the licence shall be deemed to have been lteethée
38. Inthe said rules, rules 141, 141A and 141AA shalbmitted.
39. In the said rules, after rule 143, the followirganrule shall be inserted, namely:—
“143A.Inspection for grant of licence and verification ofcompliance:—
(1) Before the grant of licence under Form 32, F@&2A and Form 33, the premises shall be inspected
jointly by Inspectors appointed by the Central Goweent and the State Government under the Act.
(2) The premises licensed under sub-rule (1) ghalinspected jointly by Inspectors appointed by the
Central Government and the State Government téyvidnre compliance with the conditions of licencelan
the provisions of the Act and these rules at least in a year.”.
40. In the said rules, in Schedule A,—

@)

(b)

(©

(d)

(e)

()

in Form 20, Form 20A, Form 20B, Form 20BB, Form Ebrm 21A, Form 21B, Form 21BB, Form 25B
and Form 32, for paragraph 2, the following parpgrshall respectively be substituted, namely:—

“2. The licence unless sooner suspended or cadcetleall remain valid perpetually. However, the
compliance with the conditions of licence and thevgsions of the Drugs and Cosmetics Act, 1940¢23

1940) and the Drugs and Cosmetics Rules, 1945 Ishalssessed at least once in a year.”;

in Form 20F, Form 20G, Form 25, Form 28DA and F@&2w, for paragraph 3, the following paragraph
shall respectively be substituted, namely:—

“3. The licence unless sooner suspended or cadcslall remain valid perpetually. However, the
compliance with the conditions of licence and thevisions of the Drugs and Cosmetics Act, 1940¢23

1940) and the Drugs and Cosmetics Rules, 1945 Ishalbsessed at least once in a year.”;

in Form 25A, Form 28 and Form 28B, for paragraphh#, following paragraph shall respectively be
substituted, namely:—

“4. The licence, unless sooner suspended or cadgedhall remain valid perpetually. However, the
compliance with the conditions of licence and thevgsions of the Drugs and Cosmetics Act, 1940¢23

1940) and the Drugs and Cosmetics Rules, 1945 Ishalssessed at least once in a year.”;

in Form 25F and Form 28D, for paragraph 5, theofeihg paragraph shall respectively be substituted,
namely:—

“5. The licence, unless sooner suspended or cadcedhall remain valid perpetually. However, the
compliance with the conditions of licence and thevisions of the Drugs and Cosmetics Act, 1940¢23

1940) and the Drugs and Cosmetics Rules, 1945 Ishalbsessed at least once in a year.”;

in Form 28A, for paragraph 3A, the following paragin shall be substituted, namely:—

“3A. The licence, unless sooner suspended or dadcethall remain valid perpetually. However, the
compliance with the conditions of licence and thevgsions of the Drugs and Cosmetics Act, 1940¢23
1940) and the Drugs and Cosmetics Rules, 1945 Ishalssessed at least once in a year.”;

in Form 37, for paragraph 3, the following paradrapall be substituted, namely:—
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(@)

(h)

(i)

0

Foot note:

“3. The approval, unless sooner suspended or dadcedhall remain valid perpetually. However, the
compliance with the conditions of approval andhavisions of the Drugs and Cosmetics Act, 1940dPR3

1940) and the Drugs and Cosmetics Rules, 1945 Ishalbsessed at least once in a year.”;

in Form 19, Form 19A, Form 19AA and Form 19C, ie tieading, the words “OR RENEWAL”" shall
respectively be omitted;

Form 21C, Form 21CC, Form 26, Form 26A, Form 268nf26F, Form 26H, Form 33 and Form 33A
shall be omitted;

in Form 24, Form 24A, Form 24B, Form 24C, Form 2BByrm 27, Form 27A, Form 27B, Form 27D,
Form 27DA, Form 31 and Form 31A,—

(&) In the heading, the words “OR RENEWAL" shall resipecly be omitted;

(b) in paragraph 1, for the words “grant/renewal”, #ards “grant” shall respectively be substituted;

in Form 25, Form 25A, Form 25B, Form 25F, Form B8rm 28A, Form 28B, Form 28D, Form 28DA,

Form 32 and Form 32A, in condition 1, the wordsnd'aany certificate of renewal in force” shall be
omitted.
[F. No. X. 11014/6/2017-DRC]
K. L. SHARMA, Jt. Secy.

The principal rules were published in the Officizazette vide notification No. F.28-10/45-H (1)teth
21st December, 1945 and last amended vide notditaumber G.S.R. (E) dated
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