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W TE TRET ST 61T
(FaTeey U aRETR Fegrr fasmr)

< fawett, 28 @Y, 2026

qT.%1.17. 956(37).— sirofer va swrere arnRt srfafa=, 1940 (1940 =T 23) Ft &meT 12 F ITLTT
(1) TAT 1T 33 3T ITETT (1) FTIT T&T AT T TANT FLd g TAT ST TR ol TATGRIL ATE T T
T & TAT, g qehe o gt grr siafer e, 1945 7 Sl geree 3 &7 T&q1a Fdl 8, S0
oot =T vagrr 39 a9t srfeat f ST o forw gerfera R Srar €, e sae garttEa g
T FATIAT g1 AT B, T TAAT | ST ST g 1o A1 6 19T, s 27 Ired QI 7 syahrer 6 @
&, SHEhT TTAAT STAAT &l ITASH FATT ST 07 (A1 F 1 (&7 T STaTer TH1 G o6 T o7 I&d [HaAt
g fa=m T st

S fATaE srafer o wiae T safe & YT g arelt smafai Ud gAmEt 08 &g 9 g 6=
ER Sl
T3 FIE ATIRT STET TATH ST, T7 I AT A9 (ITTY), TTesy Ua TREN FHdTr §31ay, A1

T, T-6, T gIA-HI (89, TIH qd, Fded Faq-1, 9% &eetl-110001 Ff 0T FFAT ST ThdT g T2@ET
drugsdiv-mohfw@gov.in 7% -He 3T ST TehaT 2
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EIRERE T
1. (i) == et =t wferm am sirafer (... gerreae) e, 2026 g
(ii) & A= Trsra= & = Sifaw wawrerT & At 7 s g
2. sirafer 2w, 1945 F e 85 & sufaaw (2) % wanq Ruferfaa suffem sie s, sratq—

"(2A) STIH (1) TF (2) H Fhelt a1a o g gu W, FRI TSI SATHIG TSI STaT, ToTreartd, Tsa
ST TTTERTLY, SATATTH o STl Tt (oo grer ToreT Siuter & Tarer § TLTeror eT=rar g oor TqTr-
T ITH 9 9%, w78 #a =2 fohar 17 g & "atera sirafer ot gt (Assay), forees aieor/Hag
ALTTEAT /TL[TE STTAT ATAIT & Hael H A UIE il Aol &, S SATUTE o [HHTT g T& (A A0 T
T Teret T | HAfad T o7 3% A8 ad aF e tad Teil S a ST aeTil TATET o HrLor
Rraur 7, guTaETE FRATE UF RaE SaTs, i AT s i §qf® F Sqa A 71 ¥ <
(2AA) ST (2A) ® STeataa AfFwToT staate #1 Meted, Satea e T aqi=a a9 & 39d
ETITHF FTLATs U fRarees F1ars (CAPA) F TITaa= % TETq ol SGaTa+ ITfEsrreT gy e
STT T

g Tg T F11T SATATIT SATHIET AT, STALTFRATLETE, A7 % Tl STuferd sTqarer e s
& IL9T T A FHILOT AT, FETHS FHILATS UF HaATCE HAT, ST TTTaae q9T TS SATATIT TR
BT T TS SfTH F1ars &7 feawor | 7 gehm|”

3. sirafer [F=m, 1945 & A=\ 85 & IUAIH (3) | "SUMIH (2)" 9T5al & THT "AT IUAIH (2A)" 9158 AT
ST

4. Srafer =9, 1945 % = 1220 % 39aH (1) & TaTq Referfad ST+ ST ST, srriq—
"(1A) SURFH (1) ¥ FBFET 919 & 10 g0 of, FET AT STqHIEH Ty T2 aT, TATRAM, 5T
ATATIT AT, ATARTH % orefier aeanrdt fargyush grer foheft sffufer & gag & ayeqor sroar fagelvor
STHTOT-9 STH g1 9%, S 7g 7 =36 797 197 21 3 9afaa sirafer /ree porar it 981 ¢, S9 ofiufter &
AT 3 o AT SIS T Tohrd T9T9 & [Hefad T Sl S STq=id aa a@ (Aaterd il o
T AT STATAT T T (ST T, FETIHT FEATS T AT HATS Dl ATATIT TTIEHTL 0l

T & ATAR AN Tl FT adTl
(1AA) Sa==H (1A) & STeafaa FAfawTor staate #7 Meee, Saterd SfeemrT g a9 9ema+ & 39
TS FHILATS U (M1 HATS § HATaIT & TAT ol ATATIT ST FIT (e AT ST o)

g I8 & FAT SATATIA ATHIET TTIHTL, SALTFATTATE, HFH & orefie srofera srqama gt fa
& 39T | A FHTLOT (TN, UTIHF FIATS UF HaTe Hars, S Tiaaad a7 1T SAqaTae STl
BT T T2 Sffw F1ars &1 feawer o 7 Jem”

5. sirafer f=H, 1945 & = 1220 F I9aw (2) § "SUHIH (1)" 9T5&1 % THTq "a7 SUIH (1A)" o5
SIS ST

6. irofer Ao, 1945 F T 13 | " oo gk .. " 9TERT o THETY (MHTIEd 9% SIe
STTOT—




[$TRT [1—avE 3(i)] T T TSI © T 3

yhafate afva

1. AT % Sfrfer AT,
2. 9g TSA/ET TsT &7 srater FEr yrferantr, e srfaee o § fafawior wuer feura 8 ao
3. g WX 3feated fAwtar v fraureaf
[®T. /. X. 11014/25/2026-31317]
feroqoft : q=r e feis 21 e, 1945 $i stfamg=aT Hear w1, 28-10/45-U=1(1) FTT TSI § TRTfErT
TR0 T & AT ST SATAH e sTfeg=ar @t araLM......(3), . ..... g1 &6 w@m

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

G.S.R. 956(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.

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

Obijections 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) They shall come into force on the date of their final publication in the Official Gazette.
2. Inthe Drugs Rules, 1945, after sub rule (2) of rule 85, following shall be inserted, namely: —

“(2A) Notwithstanding anything contained in sub-rule (1) and (2), the Central Licensing Approving
Authority or State Licensing Authority, as the case may be, on receipt of a certificate of test or analysis
under the Act from Government Analyst for any drug with opinion that the drug is not of standard quality
with respect to Assay/Dissolution/Related Substance/Impurity/Sterility, shall immediately suspend the
manufacturing licence granted to manufacture the said drug and the licence shall remain suspended till the
licencee carry out the effective route cause analysis and implement the Corrective Action and Preventive
Action (CAPA) to the satisfaction of the licensing authority.

(2AA) The suspension of the manufacturing licence referred in sub-rule (2A) may be revoked by the
licensing authority only after the implementation of the Corrective Action and Preventive Action (CAPA)
after its due verification by the said authority.
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Provided that the Central Licensing Approving Authority may also seek details of root cause analysis,
Corrective Action and Preventive Action (CAPA), investigational report as well as final action taken by
State Licensing Authority to ensure compliance with the requirements under the rule in such cases as may
be required.”

3. In the Drugs Rules, 1945, in sub rule (3) of rule 85, after the words “sub-rule (2)” the words “or
sub-rule (2A)” shall be inserted.

4. Inthe Drugs Rules, 1945, after sub rule (1) of rule 1220, following sub rule shall be inserted
namely: —

“(1A) Notwithstanding anything contained in sub-rule (1), the Central Licensing Approving Authority or
State Licensing Authority, as the case may be, on receipt of a certificate of test or analysis under the Act
from Government Analyst for any drug with opinion that the drug is not of standard quality, shall
immediately suspend the manufacturing licence granted to manufacture the said drug and the licence shall
remain suspended till the licencee carry out the effective route cause analysis and implement the Corrective
Action and Preventive Action (CAPA) to the satisfaction of the licensing authority.

(1AA) The suspension of the manufacturing licence referred in sub-rule (2A) may be revoked by the
licensing authority only after the implementation of the Corrective Action and Preventive Action (CAPA)
after its due verification by the said authority.

Provided that the Central Licensing Approving Authority may also seek details of root cause analysis,
Corrective Action and Preventive Action (CAPA), investigational report as well as final action taken by
State Licensing Authority to ensure compliance with the requirements under the rule in such cases as may
be required.”

5. In the Drugs Rules, 1945, in sub rule (2) of rule 1220, after the words “sub-rule (1)” the words “or
sub-rule (LA)” shall be inserted.

6. In the Drugs Rules, 1945, under Form 13, after the words “Government
Analyst.....ccoeeuvnininennn ” the words

“Copy to:
1. Drugs Controller General of India;

2. State/ UTs Drugs Controlling Authority under whose jurisdiction the manufacturing site is
located; and

3. Manufacturer and Marketer as mentioned on the label.”

shall be inserted.
[F. No. X11014/25/2026-DR]
PUSHPENDRA RAJPUT, Jt. Secy.

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