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Qe 3 yfEar FeTor /AT
(TaTe= A qfa ey fwmD)

It
% feeett, 10 ST=aer, 2019

Ar.H1.[. 19(3).—sfoter siT yomes arnh =, 1945 #7 i Henes #7 & ore wiaa Faat #r
TTET, ST ST THTeA AT sfat=am, 1940 (1940 =T 23) Y ey 12 F 394w (1) 3iT omer 33 &t
ITYTT (1) FT ATATTHTE TG o TSI, AT, AW 10, G 3, 39-8< (i), 11 1, 2018 Fr 9ed
HIHT 6 TR ST qRATT FAT HATAT (T Y qiare wearor Fam) & stegEear 9. ararnq.
629(zT), AEIE 11 AT, 2018 FIT Tarterd w70 o, fore# 3= aeft =it &, e 39 yarfed g
HATAAT &, 39 arE o, e 39 SATag=aT #7 afae Fed areft Tor= it TIam STTaTemor HiT ITase
FTe TS Y, e Fa it srater 3 A9\ & TE, SO $i7 qATE At e T

ST, IFT TS Al ATAAT STAATLTIO FT 12 TS, 2018 FH 3T FAT & T3 AT,
AT, Tod (AT 9% STHETLT0r F 9T AT ST AT 9 Feal T 3T g1 3= w7 o @

AT: AT, Frald T, AT T TETLT AT A=, 1940 (1940 =1 23) Fit &m<T 12 3T &4mr
33 % eI Taeq oTFnRat FT TART Fd gU, SAUTE Tl GATehTT are o TIHeT T % TeATq Sue 37
TETE AT ferfae, 1945 FT i "etrerd e & foru et faw aam g, aaiq—

1. (1) == et = wfer A sirafer i yomea arny ( "erree) [aw, 2019 21
(2) T TSI § Ik TRTL T AT M T gl
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2 St ST e AT AW, 1945 § RAw 84, F 7eATq Metortad FEw F steq-eug
STTUATT, ST —
“84FE AATEA GIE WA & G § ATATAGTEL FIRT AT A it AT g1

(1) =9 AT & e srqierea Y& 0 0 AqafagmT g9 9red (www.cdscoonline.gov.in) & |Tr
TIoTEETehd giNT oY sfuter = faerars fAafawior s faawor & forg ware oo 1w st & |@atea
IFd TIed | ITAsH FAT AT I F ATHTE AT FTATS F31 AT TET TG ¥ T FAAAT H97-
T I AT ¥ SATUI

(2) SEET T IU-AE (1) F A T e | e Y T GEAT FSATAH AT FLA AT
Fafera arfererTT g=T T B S

[T, . T3FT.11014/16/2018-S1317]
T, AAT 3. AUSTL, §gad dia

feoqur . g@ A srfegEmT "= U.28-10/45-t= (1), A 21 fa@aw, 1945 T wRA & 9T H
THRITAT 6T T o ST Fmes SAteg@ar §edr arHr.H. 1193 (31), ane 12 fe"aw, 2018 T
sifaT = & Ferrtara T /= o |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 10th January, 2019

G.S.R. 19(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 sub-section (1) of 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. 629(E), dated the
e July, 2018, in the Gazette of India, Extraordinary, Part II, section 3, sub-section (i), inviting objections
and suggestions from persons likely to be affected thereby, before the expiry of a period of thirty 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 said Official Gazette were made available to the public on the 12" July,
2018;

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

1. (1) These rules may be called the Drugs and Cosmetics ( Amendment) Rules, 2019.

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

In the Drugs and Cosmetics Rules, 1945, after rule 84AA, the following rule shall be inserted,
namely:—

“84AB. Information to be uploaded by the licensee on online portal SUGAM. —

(1) The licensee granted license under this Part shall register with portal SUGAM
(www.cdscoonline.gov.in) and upload information, as per the format provided in the said portal,
pertaining to the licences granted for manufacture for sale or distribution of drugs and the
information so provided shall be updated from time to time.

(2) The information uploaded by the licensee with SUGAM portal under sub-rule (1), shall be
verified by the concerned Licensing Authority.”.

[F. No. X.11014/16/2018-DR]
Dr. MANDEEP K. BHANDAR, Jt. Secy.

The principal rules were published in the Official Gazette vide notification No. F.28-10/45-H (1),
dated 21st December, 1945 and last amended vide notification number G.S.R. 1193(E), dated
12th December, 2018.
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