TR &, §.ue.- 33004/99 REGD. No. D. L.-33004/99

Che Gazette of India

I1.50.-21.Te1.-31.-27092023-249002
CG-DL -E-27092023-249002

ETITIOT
EXTRAORDINARY
AT | —ave 3—SI-T@7 (i)
PART I1—Section 3—Sub-section (i)

TR & TSI
PUBLISHED BY AUTHORITY

T. 545] 7% ool WAy, R 26, 2023/ ufi 4, 1945
No. 545] NEW DELHI, TUESDAY, SEPTEMBER 26, 2023/ ASVINA 4, 1945

ey 3 TRAT FedTor §ITEy
(FaTeey iR TRETR FeaTr fAvmT)

g
7% faeelt, 25 fawae, 2023

TqT.F1.[. 687(37).— oty =iiw wemer arnRft srferfa=r, 1940 (1940 =T 23) #¥ &m=T 12 3T g
33 ZTT W& AIRAT T AN X g0 Hiaad =l &1 Fetatad qeiar, 59 Feg g aqW &1 3=
TEAT g, ST THAThT TATZHIL AT F AT TCHE % qT% 30T TATET ZI hl TATAAT aTd AT SATRIT
i FAAT o T seTferd R STTaT g ST 38 3T I8 TEAT & STl g o S #eiar Mt 97 39 aE
", o arg #1 T9 7EiET Fat ar 9d F e B TadT S9dr & O Iuersy #Ts ST g,
Farefter fa= it srater i qurfe 9% 37 39 are A= fohaT s

ST AR safer & e Rt o =2 & a1 g arett sraf i s gATEl 9% g GhT T

o o
(=TT TR YT STTUATT

AT ST AT, AR FIT g, af Ta¥ qraa (ufe), e i TRan Fedr §51a, 913
LAY, FA FeAT 437, €t &, [{air w9, 98 Geet- 110011 &1 9t S d&hdt g a1 drugsdiv-
mohfw@gov.in TT TH FT ST ThT 3

wetaT A
1. (1) =7 RIHT & 0 (...... Ferree) 2w, 2023 Fgr S|
(2) & ALY TSI H 79 FTAH THT9 AT a1 & TG g
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2. srafer Femmastt, 1945 (g =0 =0 1 3<6 Faw g srowm) 4, s 105 #, sataaw (2)
H, @< (i) H 9r5al, A0 ¥ oihl, "5 & [urE", FEiiad s, 77 i & aqq "5 AT 7 *
TUTER" FIRT et o S

3. IF AT H, STAT 9T 1 H, qIferarT §, 9T & 718 37 Faterd g BiH ¥ O & AHE 5
Tea eferiaa sfafe=t 1 faena B smom

“RAT 2TeATE e Ao ged (e T30 T ) 25 ATHEIES STEATEee HUvged (dd T80y dF) 25”

[T 5. T 11035/108/2023-ST3meuH]
ATCTYAT TeATIF, HIH qraa
qTe feoquft: sirufer fAammaett, 1945 &t wa & T § faqms 21 fGeaw, 1945 & stfe@ar e

UH.28-10/45-T= (1)  ATEAH T THILAT AT AT AT & T8 sifqd q¢ 2 A, 2023 #r
ATERAAT HEAT AToFTTe 410 (37) F WTLAR & Felrer FaT 7237 =Ml

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 25th September, 2023

G.S.R. 687(E).— The following draft of certain rules, which the Central Government proposes to make, in
exercise of the powers conferred by sections 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is
hereby published after consultation with the Drugs Technical Advisory Board 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 the 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.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 437, C Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs (......Amendment) Rules, 2023.
(2) They shall come into force on the date of their final publication in the Official Gazette.

2. In the Drugs Rules, 1945, (hereinafter referred to as the said rules), in rule 105, in sub-rule (2), in clause (i),
the words, letters and figures, “multiples of 57, following words, Letters and figures shall be substituted namely.-
“multiples of 5 or 7.”

3. In the said rules, in Schedule P1, in the table, the following entries under the Name of the Drug and
respective Dosage form and Pack Size, shall be omitted. “Glyceryl Trinitrate Sapnsules (Long Acting) 25 Isosorbide
Dinitrate Sapnsules (Long Acting) 25”

[F.No. X.11035/108/2023-DRS]
ARADHANA PATNAIK, Jt. Secy.

Foot note: The Drugs Rules, 1945 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. 410(E), dated the 2nd
June, 2023.
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