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Qe 3R 7RER Feamor s
(eaTee A qfE FeTor famT)

afgET
7% fewett, 10 STa<T, 2019

r.&LA, 19(37).—sutedr i gamee aradt =W, 1945 F7 37T Fere F7 & forg st i &
TTEY, SOt i yara" arEt atatHae, 1940 (1940 F71 23) it amr 12 Y ITgrRT (1) i< o 33 #i
ITYTT (1) F ATATIETE T & TSI, SFHTLT, 907 10, @< 3, I0-8< (i), 11 JAT, 2018 Tl AT
qIHR % T ST TR FATT §ad (ST A7 9Rar Feror faamn) & sfee=er g, |9r.#0.6.
629(3), AIE 11 S[ATs, 2018 FIT Y19 o 10 o, forae 39 a9t saf~eai &, 59 389 wariad g it
THTAAT g, 39 qTE o, el 3 STTag=[T T Seqia® 7 are(l TS 6l TAaT STaremeor il ITase
FAME T2 off, T9 & & TaTer o a9 & A, AT ST AT AHT 017 T,

ST, IFT TS il TTAAT STTETLTI T 12 AT, 2018 FHT ITAY HIT af 7% o,
ST, IFT MFHT 9T STHETLT & 9T I 3% GATEl 92 heal T LR g G=1e F°7 o =0

AT A, Featd Tt MOt e yemer arasft srterfaamr, 1940 (1940 =1 23) Y 4 12 3T &=y
33 & Tefi9 Tacq ARRAT FT TART FIAd gU, ST THATHT TATEHIT A1 F TLTHL FTA F TLATG fer 3T
SHTET AT AT, 1945 FT 3T HLTEA FeA & (o0 Mefoigd a9 a9 g, TTiq—

1, (1) == R =7 |term ar sirafer s sarem sl ( gomee) =, 2019 2
(2) T TSI | I THTE AT AT T TG giv|
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2 AUl ST saTe ATt AW, 1945 ® 7w 84%a, & qeaTq Mefaiad | &1 seq-eamiuq &ar
STTUAT, Ao —

“84%E SAAATIT TIed A F G A ATA LT G AT AU HY ST gl

(1) = 90 % Jef19 A T BT T Sqafaem<d T aed (www.cdscoonline.gov.in) & |TeT
THRrEdra 2 i sirofat % ferared ARt siw g & o yam fro 7o seefaet @ |@«5tea
I I | I8 FAT T T % ATHIT AAT FTATE Hidl qAT UHT TG ol T8 AT q97-
T I AT T ST

(2) gAY g Su-fAEw (1) % stefiT g e # e Y T GAAT B ST TR FA AT
T tera TTTerERTT g1 FreaTog 3 S|

[T, §. Ta.11014/16/2018-31317]
T, AT . UL, §Fd q=a

feoqur: wa R sfeEET " 1%.28-10/45-t= (1), ae 21 fawaw, 1945 T A1 & o9 |
THRTIAT o0 0 o &% Semes Afee=ar gear ararH. 1193 (37), anrg 12 fGEaw, 2018 grwr
sfaw =9 & werrfera & = a7 |

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
1" 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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2.

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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