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No. 351] NEW DELHI, WEDNESDAY, JULY 10, 2024/ASHADHA 19, 1946
ey 3T TRAT FTT HATI
(FaTe= 3% TRRET Fearor fasm)

e faeett, 10 TS, 2024

T &R, 374(37).—F0T T, e ug qA e avady Afafaww 1940 (1940 FT 23) Fir g
12 T 33 T Y&T Tihal & TART wed g0 Fefafaa siufer ua Jomee aradt (STITel F7 909)
ferATaet, 2023 3 YTEIT T TEITT FAT & 3T TH AT ThATHRT TATSHRIE TS 6 GLH F T T899
TATTT B ATl THT FATTAT SATHRAT o GAATT THRIAT THAT STTAT & ST TAZT TAAT &F STt 7 o6 T
Rt &7 9T =9 M= % 9T |/ IF AT F TSI il TAdT S SHAT & o0 Iqedsd F0 ST ahh
fater & Farettar oAt &t srafer Fome g 92 a1 39 g o= o ST,

FZ LT GIT UL (ATLE Sater & Hae ST Aot i geama a7 o= G s,

AT 3T AT, I Fe 8, s@ax gt=a (3fufe), Ty v 9Rar g J§37ed, 99d
TR, T 7 434, #F &, [ator a9=, 9 f{eeft-110011 F1 99 STU 47 drugsdiv-mohfw@gov.in T% 3-
et foro Sy

Taier A7

1. Tfereq AT i YA (1) =7 fRaat & siwfdr i smras arnft (sroerat w6 o) e, 2023
FET ST
4140 Gl/2024 1)
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(2) T =\ LRI TTIS § Teh TR1 6l A0 | I gl

2. gfRTTO—=a o At ®, st e 3 "t § srera srofera 7 g1, —

(F) et & ety s sEa arnf e, 1940 (1940 7 23) sfenT 2
(@) "STAEE" T RIS FEAAT AT AT A AT &

(3T) “ 9T TR & e ALRTE T 5T ALRTE ST Y A19eT 21, g7 39 At % ff=w 3 % aga
IERESRNEEARAICIR: P Ll
() "= | T AT F A1 HAvd TG AT g

() “Feare srfaary” srferfaere siie Soe aga 99T U Rt % siavtd I ATSH R TRty a7 Feaid
ATSHTET TTFAFTEY AT Feg TERTE T AT Fesl T ATSHE A IS VTR AT 19T HEFTE FI
T AT ERERT arfareRT, S f AT g, | SAfa 8, SS9 T u7 ATsRTiar wEdr g Set
FITe TRAT AT B A7 U w9 ¥ AT T g

() “gmr & ATAREH S g AW §; S

(B) =7 FIwi & Y& oe% oY 9T ST qaTiod dgl (0 T ¢ At ST AT =as | qrearod g, 396
7o FwHertetaaw | I Tu st & g\ g

3. 37 Rl T THTET FA dF ATh.~(1) Frx T TR, A HFAT & TS 6 0, To09= | Sfeg=ar
ZT, = AT & AT et TEawTe 7 AOndl S Fedl T TIRT FIA 6 TS & (o e =9 =t
T Ioqd At F g9y °§ Uy 9 F oy = Rt F orefie e =ate # v ame wfeer e o

[ERsEaEalil
(2) TT ALHIE, A HAAT % TASA & (o0, a5 § ATSg=ar1 g7, =7 [FA; % srefiq feft =af<n
T, T AT & el 5T TR A UHT oOf=eIT T Fiedl o7 TN FLA &6 TAST 6 (0 i =9
et & I3 A o Se § IUTT FIA & TASH & (o710 909 IR % &9 F =3eh FT Tt

4. I€9 3T @ S Qfa—(1) FrE sraa, AT 8 g9 & 98 a7 918 H, st #it gmr 32
(@) F Td AT F 9T F TorT oroa ITFARTET T TTHE ST 37T warersl o a1 39 a9 %
IR EEV]
T&T-1 § frae Fm

5. AT H w1 @A - (1) Fw 4 % 2= smags wm g uw, o arfaesRr 39 R sifee |7,
Sraeft srfarriar & srefie sroeryr oy a7 2, stees § fRw o Rt F "=t |, R a1 9 e
STTRTE, ST S0 A8 & A& il S o (o70 YT R q0eft S0, J3resm)

(2) TATE SATErTIT FIRT T8 TR & TAAT TTH B 00 ATLE o U HIH 6T AT o ATqe 37 Uy
fareaTia srafar & AT ST oA ITfereRTe gTRT ST 1 STy, I fod s s Sruah

(3) e\ WTTEFTLY, I SAa il [AuT-a&q &l 479 | T@d gU, AT FIT, IT qr A9 A0 T SR
FLA ATl ATAIA I ATATT HT T 301 39 a7 6 & et F sqar afrvsy & I9s 3=
T AT T UH SATAGT Tl STEATRTT Y TR

T T e AT T T ATATHIL A5l AT SATUIT T T 1o ATAGH H AaTe H AF9L Al
T3 19T BT 377 ] ATE F ATATHI o ST T Ioold UH A9l H A1 797 77 21

(4) 3T (3) F AT TA—F AL AT T AT~ ATAGH Hl AS(T AT

(5) AT, TIXTET o THA AT ATHT & AT IUAR (3) % A sraer T 9T F¥ arirg & die
& &t srafer o e, o\ TITeaTT g7 S8 6T ST % Siaer # ST STH T T FaTT M
S U HETT T THIT &THA ATTAFRTE T TEIT FIT

TF ST AT AT TE 0T (X I ATAAT BT GIEFL AT el T SIUAT ST w120 AT
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FATT & I E TIIH HLA T TARIL FHAT gl
(6) ST ATAFIAF Tg ITAT Aol HT THAT (o IHAT I THATT T

6. ATHAISIT AT & ITH TAF HLA & Forg A TErr it <1fxe - e arfersry, afe |@qe gar 2
o g =xfxr, oo == (et o aga sty % eme 3 forg straee o 8, 3 anfarerdy 3 awer s
FHATET § TN AT € 3% 9TH & Safard q2t #7 gl 3T agT Thasor fohaT &, a7 UH =i &,
UHT ordl & T ST @R[ e & 70 IUI<h THEAT STl 8, AT 6 A G ATHA [het AT 6
Ty § rafer o yETeE vt starfeEE, 1940 F Jgd A F o e 7 IFhh YR #W
qHAT gl

7. T «1at & Fefi AT qoAT & ISFRE F A9 o STWT - 777 6 F Aefiw et =5f<r #r ==
T T IR AT ST STOT, IS AT Atew Ue aeer § Ay a9 % fiaw F=w 5 & suf+a+ (3) #
FefT oo TTErRTET ZTRT 9T o+ seer § fafAtay et wfer &1 a2 # sr|we Tgar g ar
Ut TRHT v ord T ST e § fawer wgar 8 e srefiw segfe sae i v ot e sae aTe
Srer ST SHATe ARt AT AT, 1940 TH T AN SRIT 7141 [+ UHT FilE TG qg1 6l TS &l

2. U= (1) F srefi= foreft =t 1 o 1o erfaepme, et off |, eroe wiferaerd g araw form s
T, TS a8 0 97q F 4 1 S0 % UH =ARE T 90T Fdarel & 09 &l [&rersat, adt o
7 T |eT T 8, 9T 99 UH ARE 9 39 A9 & ow, fSorees dad § I9gh Y&t T ofT v
ToReT o17r STy o forw, ST orme FTIaTel F "ad § 3Eh g AT AT YT graT g oY ae st siT
STETEA ATHIAT AT, 1940 F 3T AN gRT, HAT UHT Tl ITh & i 7 T2 &l

HiH-1
(e 4 %)
(STTTET % A B STAEA)
1. ST T T ATH S I
=T % forw ua:
ITATE T ATH AT HLAAT

fAfRwTor =T ST ATSEE fAEwr (qar, R 7 Hus feawor atga):

At a7 smarfaa

feroureraf, afe s grarv:

fAta =1 s Fre H@er, 7t AR En

fAHTaT 7 TAUS U TARTTET &7 et sHorTs, Ifw w2

T 7 fEewor, af an Ern

. AT o = fafer (shufer ==, 1945 #7199+ 17):

@, sty Aaw, 1945 % I9= 13 AT I 2 § U7 9Lr&07 RAre it [y, I I arn

10. Aot v yETe ATt wfafREy, 1940 F wragTl #1 Seead, e Beg st e
SIRCERIEEIEEIRIE LIS

1. wfewgo £ aie, = w7 2
12, HATH % GIeTg T i< ad JIre () F7 Fawo:
13. AT FTLOT AT AN/ 9= Sy & =

© © N o g A~ w DN
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14.  F7 T MO UF THTe qrRE afafFeEm, 1940 ¥ santd gger Rty g, Ffw T8t ar e
HTHAT T SHTT:
15.  FT GHIF AUTET & o St o7 Fd & dgq #s FAdel yerad §, I19 g, af Jeadr
ST AT 272

ATATH T ATH ST FEATET

EILLIE
1. & iofer ve weree araEdy (rawre T owe) Faw, 2023 F FEw F SATa 9TH TRt
FIRT (R ST T T T e

2. F gazrar g & & afre % w7 # 7g qrar 98 w7 qwar F afefagw F aga av g fFu
FYLTET T 9T AT ST,

HATATH T AT ST TR

CRIEEE

H, e RETR T 1 T Aaret g, TS § o wAr g H Al
ST | T eaad ¥ 7T g ST | 30 g7 F:d § 9e79 gl

& =9 straee it fAvg-a=q 7Y FaiaH 19 32 a8 a7 € ST AT & a1 § Haiaq Fs
oft ST e 2 € 21 s & Ay R aw awqras gor i aer gfagt € ¢ 4w gra fAfdea
qATd 2l

ATASE HT ATH T FTEITET

[®1.5. Ta.11035/127/2023-3T317]
TS ALTA, TATEH ()

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 10th July, 2024

G.S.R. 374(E).— The following draft of the Drugs and Cosmetics (Compounding of Offences) Rules, 2023,
which the Central Government proposes to make in exercise of the powers conferred by section 12 and section 33 of
the Drugs and Cosmetics Act, 1940 (23 of 1940), in consultation with the Drugs Technical Advisory Board is hereby
published for information of all persons likely to be affected thereby and notice is hereby given that the said draft rules
will be taken into consideration on or after the expiry of a period of forty-five days from the date on which copies of
the gazette of India containing these draft rules are made available to the public;

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government;
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Obijections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and

Family Welfare, Government of India, Room No. 434, C Wing, Nirman Bhawan, New Delhi — 110011 or emailed at
drugsdiv-mohfw@gov.in.

(@)
(b)
(©)

(d)
(€)

(f)
()

DRAFT RULES

Short title and commencement.—(1)These rules may be called the Drugs and Cosmetics (Compounding of
Offences) Rules,2023.

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

Definitions.—In these rules, unless the context otherwise requires,—

“Act” means the Drugs and Cosmetics Act, 1940 (23 of 1940);
"applicant" means any company or other person

"Compounding authority” means the authority appointed under rule 3 of these rules by central government or
state government, as the case may be;

"Form" means the Form appended to these rules;

"Reporting authority" means the Licensing Authority or the Central Licensing Authority or the Central License
Approving Authority appointed by Central Government or the Licensing Authority appointed by State
Government, as the case may be, under the Act and rules made thereunder, having jurisdiction over the place
where the offence under the Act has been or alleged to have been committed,;

"section" means a section of the Act; and

Words and expressions used in these rules and not defined but defined in the Act shall have the respective
meanings assigned to them in the Act.

Power to effect these rules.—(1) The Central Government may, for the purpose of these rules, by notification
in the official gazette, appoint any person under these Rules, as compounding authority for the purpose of
exercising powers and functions of the Central Government under these rules and for taking measures with
respect to matters arisen from these rules.

(2) The State Government may, for the purpose of these rules, by notification in the official gazette, appoint
any person under these rules, as compounding authority for the purpose of exercising such powers and
functions of the State Government under these rules and for taking measures with respect to matters arisen
from these rules.

Form and manner of application.—(1) An applicant may, either before or after institution of prosecution,
make an application under section 32(B) of the Act in the Form-1 appended to these rules along with such
relevant information and documents, to the compounding authority for compounding of the offence.

Procedure for compounding.—(1) On receipt of an application under rule 4, the compounding authority
shall call for a report from the reporting authority, under whose jurisdiction offence has been committed, with
reference to the particulars furnished in the application, or any other information, which may be considered
relevant for examination of such application.

(2) Such report shall be furnished by the reporting authority within a period of one month or within such
extended period as may be allowed by the compounding authority, from the date of receipt of communication
from the compounding authority.

(3) The compounding authority after taking into account the contents of the said application may, by order,
either allow the application indicating the compounding amount and grant him immunity from prosecution in
terms of rule 6 or reject such application:

Provided that application shall not be rejected unless an opportunity has been given to the applicant of being
heard and the grounds of such rejection are mentioned in such order.

(4) A copy of every order under sub-rule (3) shall be sent to the applicant.

(5) The applicant shall, within a period of thirty days from the date of receipt of order under sub-rule (3)
allowing the compounding of offences, pay the compounding amount, as ordered to be paid by the
compounding authority and shall furnish the proof of such payment to the compounding authority.

The compounding amount once paid shall not be refunded except in cases where the Court rejects grant of
immunity from prosecution.

(6) The applicant cannot claim, as of right, that his offence shall be compounded.
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Power of Compounding authority to grant immunity from prosecution.—The compounding authority, if
satisfies that any person who has made the application for compounding of offence under these rules has co-
operated in the proceedings before the authority and has made full and true disclosure of facts relating to the
case, grant to such person, subject to such conditions as deemed fit to impose, immunity from prosecution for
the offence under the Drugs and Cosmetics Act, 1940 with respect to the case covered by the compounding of
offence.

Withdrawal of Immunity from Prosecution in certain conditions.— An immunity granted to a person
under rule 6 shall stand withdrawn,if such person fails to pay any sum specified in the order of compounding
passed by the Compounding authority, under sub-rule(3) of rule5 within the time specified in such order or
fails to comply with any other condition subject to which the immunity was granted and thereupon the
provisions of the Drugs and Cosmetics Act, 1940 shall apply as if no such immunity had been granted.

2. An immunity granted to a person under sub-rule(1) above may, at anytime, be withdrawn by the
Compounding authority, if satisfies that such person had, in the course of the compounding proceedings,
concealed any particulars, material or had given false evidence, and there upon such person may be tried for
the offence with respect to which immunity was granted or for any other offence that appears to have been
committed by him in connection with the compounding proceedings and there upon the provisions of the
Drugs and Cosmetics Act, 1940 shall apply as if no such immunity had been granted.

FORM-1
(See rule 4)
(Application for compounding of offences)
Full name and address of the applicant:
Address for communication:
Name and composition of the product:
Manufacturing or Import Licence details (including address, email and contact details):
Manufactured or Imported by:
Marketed by,if any:
Export or Import code No, if applicable:

Certificate of Analysis of Manufacturer or NABL lab, if any:

© © N o g &~ w Db P

Details of Sample, if applicable:
a. Date of sample drawn (Form 17 of Drugs Rules, 1945):
b. Date of test report received in Form 13 or Form 2 of Drugs Rules, 1945, if applicable:

10. The contravention of the provisions of the Drugs and Cosmetics Act,1940, against which prosecution is
instituted or contemplated:

11. Date of Seizure, if any:

12. Brief facts of the case and particulars of the offence(s) charged:

13.  Whether Show Cause Notice/Chargesheet issued:

14.  Whether this is the first offence under the Drugs and Cosmetics Act,1940, if not details of the previous

cases:

15.  Whether any proceedings for the same offences contemplated under any other law, if so the details
thereof:

Name and Signature of the applicant
DECLARATION:

1. | shall pay the compounding amount, as may be fixed by the compounding authority under the
Rule........ of the Drugs and Cosmetics (Compounding of Offences) Rules, 2023 there under.

2. lunderstand that | cannot claim, as of right that the offences committed by me under the Act shall be
compounded.

Name and Signature of the applicant
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VERIFICATION:

| the son/daughter/wife of............................. residing at......... dosolemnly declare that I am

That the contents of this application are true to the best of my knowledge and belief and no information relevant to the
facts of the case has been suppressed. The documents accompanying the application are true copies of the originals
and are duly attested by me.

Verified today the ...... day of .......... (month), .......... (year) at ...ccooeevvnnnnn .

Name and Signature of the applicant

[F.No. X.11035/127/2023-DR]
RAJIV WADHAWAN, Advisor (Cost)

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.

GORAKHA
NATH YADAV,
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