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No. 852] NEW DELHI, THURSDAY, OCTOBER 29, 2026/KARTIKA 7, 1948
ey 3T IRAT FATT HATAT
(FaTeey iR g weamr fam)

< fawett, 28 TaqaY, 2026

ar.#1.17. 953(31).— siwer F=rm, 1945 ¥ i< Forra #¥ o forg wfaag Ryt w1 Rt yre,
S g G, ST Taelehl TATEHIT A1 F TLHT F T, SiTer i Toree arsit A9, 1940
(1940 7 23) T =T 12 it IT-&TT (1) ¥ g7 33 Fit IT-GTT (1) T T&T ATHAT FT TN Fd g0
FAT T TEAT FAT &, TARTIT S THT SAHAT Al STTAHTLL o6 (1T STRTIAT 6T 7T g oo 289 goraa
2 T H9TEAT 7, Y uagrT Jifed Ay Srar g & 3% yrew et uw 3w ardie ¥, e =9 arey
=T ATer TR F T it Tt STAAT T IqAs AT «F ST g, A fae i srater i gurty 9% a1 39h

LEIGREE IR ERIEE Il

ST e srater & fiax et «ff =3fe § 9T g aretl il o gAmai 9% g 9Yhe g0
[EEIESERIEEILL
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AT T qATE, TR AT B, AT Ivg AAL T (3HWe), TATEST ST TRATT Fo AT HATAT, AT
AL, T-6, T gioA- &1 6T, I/ q, FeoF qad-1, 7% faeatl, 110001 T Hartaa war 7 aaar g a1
drugsdiv-mohfw@gov.in T THe AT ST F9dT 2

EIEERE D]
1. (i) =7 =97 &7 00 (... Ferrere) 7w, 2026 FgT ST ThdT 2

(ii) o = I T | AT F Saw T F 96T 9 g MieE g | 999 gl

2. o A9\, 1945 ¥, SIg=T "TH' % SFqa, 9N || 747 weea Scarai, S e (Fta
FH ToFeaed ST ATS ATeqH Higew) 3T wered Aredfoqs fraver & fAwio % foro &
AALTFHATAT H, TAYTFAT 4 |, TT 4.9 F Sid, ATl 3 F Mefered g Jiaerod &Far

STTURTT, STAT;
qrfereT 3
e oo F fory sgerfea =i

PE IR GGl Hed wied (A8 90 ff) | He wiew (= 55 [T | v i (5 sipfor)

(CFU/m3) (CFU/4 =) (CFU/=re) (CFU/mra)
A ISl T gl T w1 3fa Tl EEIESE
B [10 5 5 5
C [100 50 25 -~
D |200 100 50 --"

[#7. /. X.11014/23/2026-DR]

e TSTOd, S arad

e e =, 1945 FT TEahT<l TSI § SATE=AT 9T Hl. 28-10/45H(1), famis 21 fawaw, 1945 %
ATEAT | THTTT AT 3T o7 & ifaw a sfesg=eT ger ananH... L (3), e
Terrtera T T =m

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 28th October, 2026

G.S.R. 953(E).— The following draft of certain rules further to amend the Drugs 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), after 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 the public.
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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, U-6, Work Hall- C Wing, First Floor, Kartavya Bhawan-1, New Delhi, 110001
or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (i) These rules may be called the Drugs (...... Amendment) Rules, 2026.

(ii) These rules shall come into force from the date as specified by the Government at the time of final
publication of the rules in the Official Gazette.

2. In the Drugs Rules, 1945, under the Schedule M, in Part II i.e Specific Requirements for Manufacture of
Sterile Products, Parenteral Preparations (Small Volume Injectables and Large Volume Parenterals) and Sterile
Ophthalmic Preparations, in Requirement 4, under para 4.9, Table 3, shall be substituted, namely:

“Table 3
Recommended limits for microbial contamination
Grade| Air Settle plates (diameter 90 mm) Contact plates (diameter 55 Glove print (5
sample (CFU/4 hours) mm)(CFU/plate) fingers)(CFU/glove)
(CFU/m3)
A No growth
B 10 5 S 5
C 100 50 25 --
D 200 100 50 --"

[F. No. X.11014/23/2026-DR]
PUSHPENDRA RAJPUT, Jt. Secy.

Note: The Drugs Rules, 1945 were published in the Official Gazette vide notification No. F. 28-10/45H(1), dated the
21st the December, 1945 and last amended vide notification number G.S.R......(E), dated the.......
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