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@Teey AT qRET FAT0r HATAT
(FaTeey iR TRET< Fearr )
CIPECET

< fawett, 18 Sadt, 2022

ar.&1.. 20(3r).—siwfdr =, 1945 1 3= Heme s F3 & forw sty Fayt &1 ar=w, siufer
A yETa ARt srfafeam, 1940 (1940 T 23) F & 12 Ft 3T-aT (1) i< & 33 Fir 3T-41T (1)
T TAT FUTAT, AT TLHTL o TATET AT TRATE FHed 07 HATAT (FATEST 3T TRATT FHedTor foam) i
STeg=T 9. 91.%7.19. 567(31), a8 o Ted, 2019 FRT WA & TSI, ST, 9 I, @€ 3, I7@e
(i) & wrewTtera o = o, e 39wt et &, S Saa garfad g @i §9TadT § 39 ag ¥,
FTeeht SFd ATIRAAT SAeafa g FLA ATAT TSI il TTAAT STAAT T ITAAH FAT &F 5 of, o1 f&Ar 67
FATY F AT & Tgol STAT 3T AT SAHT oy 7T

3T, IF TS it IfaAT 10 3RTET, 2019 FT AT FT ITAY FIT a7 TS ofF;
ST, 3 AT 9% ST & ITH ST 3 ATAT T e 1 L1 51T =1 7 fordT 4T &;

AT AT, Frald TCHRTE, OIS S wored arady Afafa=w, 1940 (1940 FT 23) ¥ &7 12 3T
T 33 FIXT Y& ATRIT T TTRT FXd gU, SHUTEr T ol TATGRTE ATS | TXHIT F & TLATq, SHITer
19, 1945 T #{I¥ FATeT FIA & o0 M tored Fas a9t g, Taid—
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1. (1) =9 R=HT &1 Gier 719 Sirafer (o) H=w, 2022 2
(2) o A=w 1 ST=a<T, 2023 FT 994 31T |

2. siwfdr Faw, 1945 & fFaw 96 #, su-fFaw (4) F =g Mo su-fem siasefog G s,
TATT—

"(5) ATea @ fafAfa ar smanfaa s afh Sus Seed (TS iUt & e & Yoi® &7 97
THF e IT AT TAeRaT e foraT Srusm, oo aieeagy Ui & a7 98 TRT S1eT

IqT FHAT G ATCF ATETHT T IH I A T ST 7eh ¥ TqAT 0T ST ekl T4 STeT T =491 |
Aforfaa =maw fEfafeat et g, sraia—

(i)
(ii)
(iii)
(iv)
%
(vi)

(vii)
(viii)
(ix)
(x)

ATEATT IS TZA FE,

TS T A,

ST #7 A7H (T 1< 2Y),
ffRwTar &1 9 S T,

oI ",

I T AR,

=t £ 9,

T AT q: ST At aE,
Herer FarfuT sreme #ie,
[EERIRELSIEKIRIE RICIELE IR

(xi) e fafare dewor Rafy @R FEan 1

[®7.5. T.11014/17/2019 — V=1¥]
TT. AEEIT % WUST, §FT g

feoqur.- q& Fw, aa F T § stfeeEET e U.28-10/45-1+ (1), arE 21 fREwEy, 1945 g0
TeRTTAT TR0 T o 37 sAferg=mT | ar.#1.14. 848(3r), aira 9 feday, 2021 3wy 3ifaw aw
Forrteara 3o o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)

NOTIFICATION
New Delhi, the 18th January, 2022

G.S.R. 20(E).— Whereas a draft of certain rules further to amend the Drugs 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. 567(E), dated the 8™ August, 2019, in the Gazette of India,
Extraordinary, Part Il, 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;
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And whereas, copies of the said Official Gazette were made available to the public on the 10" August, 2019;

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 Rules, 1945, namely:—

1. (1) These rules may be called the Drugs (Amendment) Rules, 2022,
(2) They shall come into force on the first day of January, 2023.
2. Inthe Drugs 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:—

(i) Unique product identification code,
(ii) Name of the API,
(iii) 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.N0.X.11014/17/2019 -DR]
Dr. MANDEEP K BHANDARI, Jt. Secy.

Note:(—  The principal rules were published in the Official Gazette vide notification number F.28-10/45-H (1) dated
21% December, 1945 and last amended vide notification number G.S.R.848(E), dated the 9™ December,
2021.
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