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AT Y AT, AR FE B, q@G7 qT (T), T 3T TRa Fedol #3790, AT 93T, I-6,
T gid- o7 o, Jo9 9o, Faeq waq-1, 95 fQoatl, 111001 F7 garfed B0 ST Td g AT drugsdiv-
mohfw@gov.in T TH T ST T 2l

Bl RE R

1.

1. (i) = FR=9T &7 A0 GO (...... qaTEA) 797, 2026 F2T ST THATI

(i) T TEERTT TSI H IAF TR % 3 Tl o 97 AT gl
2. S HaeTEer, 1945 § —

(). 7= 68B F arg, Ruferiaa Mo sia:warfaa BT Sromm, st -

"68C. TH AR & dad ATSHH i ol & [T AT AqGAT TH & AqITAT | o= ST
T o ToIT SUIH TIAT ST AqAT a1l Uk Ak Hl ATerhd HAT| AT 4Tt & Td® o=
T AT 3 o ante o=t 4 ° f{u 0 foaer & sqam o e soan”
(ii). ™=w 74 ¥, 37-f9=w (d) F Tz, "= 5% F 918 "l 99 TRy wA & e g
e R STo
(iii). =7 74A ¥, I9-[9=H (f) F T, "SATLAT 1" ORI F q12 "ATSHHAT (q FIET W Hqd
FATAT & TAF 97 & o9 AT F7 w1 (i ft o=t g 7 {Ru v fFawor & e @ m”
orex ra-EATrd f3h STU
(iv). e 74B ¥, 39-fA=re (3) % d=a, "SEE 1" orsat o are "Aresadr s gy A
TATSA % VAT a9 & o7 AT Fd &7 awre ot =T 1§ {u 10 fFewr & e @
oTe T fohw S
(v). 7= 78 ®, 3u-fA=w (c) ®, &% (i) % d=gd, "AfAuir" s F 1% "siT a9 AT FAT"
ore T fohw S
(vi). o 78A ¥, IU-fAE (3) F TR, "IEEN TIUEET F T8 "ATSETeT o grer AT
TATSA o VAT 99 6 IF AT Hd 1 ahle At =t 4§ U 10 f@Ewor & srqam e
rex T EITHT FohT STUaT|
(vii). = 122G ¥, 39-[F7w (1) #, @< (i) & a1, Fefeiag wqs st G s,
ER I

"3 A T T 28E F dgd ATSHH HT HT * (o1 @ A=t UF & T § a9
ST T2 o o0 SUH AWAAT 3T STAT a1l Uah ATk &l ATeFd s [T zarett & v
I FT ST A 6 Rante =T 4 ° f&u u fFaeer & sqam 7w e s
(viii). SITIAT TF H, AT XI-C ¥, 'l. T IATET & AT % o0 Saeasward, s J.
THE |, "2 ATSHT ATHIET TTEHRT" &Teal & a1 "ATHTL A9 grer WHiHa garat
& TAT 99 h oA AT HIA H TS Al ATLAT T H [—U T0 [Ewor & Fqar @ e
i o STa
(ix). STLEL=T g H, T2 feoquft & qger, Referied TEfeat siq:eaniea 6T STust, s —
"IV. g9 R afEfthre (am fAge swmores) § & R s arer fEaer:
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12. ITART FF0 10 T TR T faaor

13. gty AT Rt 1 fFae

14. a= fafawtor Rere &t fFawor

15. 5= GehfoiT et & feaer

16. AT FAILH T faaor

17. sredtergEr averor R &7 faewr

18. AW 3T 7T ITeq0T o STeranier &l ferae

19. fAgor =T =TT

20. fergeror 1 gy

21. frgerorers e\
AT HT THTOTGT

SULIE TEATAST i THIAT F 9%, § TAgRT AT F3al g % I (A1) &7 T2 I+ Aot

Aamaet!, 1945 & dgd WaM & T SIUAAT AFTHharei & AqIad § UL Sfedred
T (et a¥ Afa (TS afgd) sie adtera B @ )
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8
9

&= (DD.MM.YYYY) AT ATk % geare?
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 28th October, 2026

G.S.R. 955(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 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.

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.

(i1) They shall come into force after the 3 months of their publication in the Official Gazette.
2. In the Drugs Rules, 1945, —

). after rule 68B, the following rule shall be inserted, namely: —

“68C. The applicant for the grant of a licence under this part shall authorize a person, for batch release in
compliance to Schedule M, with appropriate qualification and experience. Records for batch release of each
batch of the drugs manufactured shall be prepared as per the particulars given in Schedule U.”

(i1). in rule 74, under sub-rule (d), after the word “manufacture” the words “and records of batch
release” shall be inserted.

(iii). in rule 74A, under sub-rule (f), after the words “Schedule U.” the words “The licensee shall also
keep records of batch release as per the particulars given in Schedule U of each batch of the drugs
manufactured by him.” shall be inserted.

@iv). in rule 74B, under sub-rule (3), after the words “Schedule U.” the words “The licensee shall also
keep records of batch release as per the particulars given in Schedule U of each batch of the drugs
manufactured by him.” shall be inserted.

v). in rule 78, in sub-rule (c), under clause (i), after the word “manufacture” the words “and batch
release” shall be inserted.

(vi). in rule 78A, under sub-rule (3), after the words “Schedule U.” the words “The licensee shall also
keep records of batch release as per the particulars given in Schedule U of each batch of the drugs
manufactured by him.” shall be inserted.

(vii). in rule 122G, in sub-rule (1), after clause (iii), the following proviso shall be inserted namely: —

Provided that the applicant for the grant of a licence under Form 28E shall authorize a person, for batch
release in compliance to Schedule M, with appropriate qualification and experience. Records for batch
release of each batch of the drugs manufactured shall be prepared as per the particulars given in Schedule U.”

(viii). in Schedule F, in Part XII-C, I. REQUIREMENT FOR MANUFACTURE OF BLOOD
PRODUCTS, in paragraph J. Records, after the words “Central License Approving Authority.” The words
“The licensee shall also keep records of batch release as per the particulars given in Schedule U of each batch
of the drugs manufactured by him.” shall be inserted.

(ix). in Schedule U, before the foot note, the following entries shall be inserted, namely: —

“1V. Particulars to be recorded in Batch Release Certificate
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1. Certificate Number.

2. Name and dosage form of the product.

3. Active ingredient(s) and their amount(s) per unit dose.
4. Licence Number and date of issue.

5. Batch/ Lot number.

6. Batch/ Lot size.

7. Manufacturing date.

8. Expiry/ Re-test date.

9. Name and address of all manufacturing site(s).
10. Name and address of all testing site(s).

11. Name and address of marketer.

12. Details of qualified equipments have been used.
13. Details of Environmental Monitoring Records.
14. Details of Batch Manufacturing Records.

15. Details of Batch Packaging Records.

16. Details of Line Clearance.

17. Details of IPQC test reports.

18. Details of protocols for tests applied.

19. Certificate of Analysis.

20. Result of analysis.

21. Analytical report number.

CERTIFICATE OF CONFORMITY

Upon review of above document, I hereby certify that this batch of product (namely) is manufactured (including
packaging) and tested at the above mentioned site(s) in compliance with the GMP requirements provided under Drugs
Rules, 1945.

Date (DD.MM.YYYY)

Signature of Authorized Person

[F. No. X.11014/16/2026-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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