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WY U TRAT H T §AT6q
(FaTey W giRETT s famn)

FfgET

% faeeft, 8 swre, 2019

qr.&.fA. 567(31).—ufer ST JoTee arRit F2w, 1945 &7 &7 Gomes w34 & forw wfaaw Fwt
F Faferfm ey, o9 FEE J@E Aty aEAT TATgHR 9IS ok TOHe ¥ SOt siY IHree araiy
srterfee, 1940 (1940 =T 23) Ft & 12 Y IT-TT (1) ST &T=r 33 T IT-4TT (1) FTT T =t 1
TIRT F2d g0, THH gIT TATFAT g 6 Faraar arer g+t safxeai i St & foro st B smar g
3IY TASENT AT &t STt & 6 3% arew Qg 9% 39 a7 o oAt $t srafs g6 g a7 a1 396
1z o= BT s o arfe & 39 e A e 9 F e fi qiaat SEar S sy FIS
ST,

FET LT ZTAT ITAh MTGE Tafe & Hrae el |7 S § T8 g aTel Araai siT gAEl 98
EEISER IS LIS

AT Y qATE, I FIE I, AT a2 qi=a (AW, TeeT T Ta FEAT0 {3 7ad, qd
qHRTE, FAT |, 4141, I &5, Faror ga99, 75 fIeeht - 110011 =t sifua & smoosreram drugsdiv-
mohfw@gov.in 9% 2-F< fFaT S|

g€y A7
1. (1) = et & srafer s e |l (e Terrer) A, 2019 FET JTUEm
(2) T = TSRt TSTIT § T SATaH THTIT 6l qTE HI TATAT il
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2. WOTY U FETHT ARt I, 1945 F AW 96 #, 3u-Haw (4) ¥ avw Aetertaa so-AEm sier
STTURTT, AT -
" ® ARt ar srnfaa ges a0t gees (FoF 39) F AU F TAF Tq¥ UL TqF Ao
T @A T tHAr wire’ omar ST, SEe SieeaaT UM |79 98 AR Tel AT =T g9
T SATETET & I 9T T T AT qeh T TqT AT AT Geh| = STeT AT gaAT1 § Awaforted
gFaqw faawer efaer g, st

() g Ieare gg= #ie,

(i) wefrenrs =T AT,

(i) == T ATH (T A FTAT),
(iv) fafemtar &1 am i T,
(v) & e,

(vi) o9 FT AL,

(vii) TRt £ 9,

(viii) ~=HTE 7T q9: ST it ae,

(ix) #Hife farfr Few Fre,

(x) TAfAwToT srstta Her 7 s aqs Hea
(xiy erafera fafore e Rafy (@fz # g gran "

[FT. &. T5.11014/17/2019—1#1]
ST, LT % AUSTL, HFd qaa

feoqur © g Mew sfeeg=ET @eis U.28-10/45-tF (1), aE 21 fTo=, 1945 1 9°a & o0+ |
ST [0 T 9 ST Sterg=dT dedis arat ... (), AEE EEEIGEACIEY
gorrfera fohu 7w 9

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 8th August, 2019.

G.S.R. 567(E).—The following draft of certain rules further to amend the Drugs and Cosmetics
Rules, 1945 which the Central Government proposes to make, in exercise of the powers conferred by
sub-section (1) of section 12 and sub-section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of
1940) and 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 shall be taken into
consideration on or after the expiry of a period of thirty days from the date on which the copies of the Gazette
of India containing these draft rules are made available to public;

Objections and suggestions which may be received from any person within the period specified above
will be considered by the Central Government;

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of
Health and Family Welfare, Government of India, Room No. 414 A, D Wing, Nirman Bhavan, New Delhi -
110011 or emailed at drugsdiv-mohfw @ gov.in.
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DRAFT RULES
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 final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in rule 96, after sub-rule (4), following sub-rule shall be
inserted, namely:-

“(5) Every active pharmaceutical ingredient (bulk drug) manufactured or imported in India shall bear
Quick Response code on its label at each level packaging that store data or information readable with
software application to facilitate tracking and tracing. The stored data or information shall include the
following minimum particulars, namely:-

(1) Unique product identification code,
(i) Name of the API,
(ii1) Brand name (if any),
@iv) Name and address of the manufacturer,

v) Batch no.,

(vi) Batch size,
(vii) Date of manufacturing,
(viii) Date of expiry or retesting,
(ix) Serial shipping container code,
x) Manufacturing licence no. or import licence no.
(xi) Special storage conditions required (if any).”.

[F. No. X.11014/17/2019-DR]
Dr. MANDEEP K BHANDARI, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification number F. 28-10/45-H (1),
dated the 21st December, 1945 and last amended vide notification number G.S.R. ......(E),
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