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1.3, 2394(37).—STa Tk hg TLHTT 7 SHOTY T AT ATRIT Afafaaw, 1940 (1940 F1 23) #H¥
ST 26%F FTT Y& TRl &1 TIRT F2d g0 A9E ITART % forw Aagerss + e Reaufiee
Trert # AT g SIS ATt 24T & fasht gq AT, et o fEawr #1 =t 10 91+, 2016 %
AT o IS, STFTLTIT, AT 11, & 3(ii) & TRTiAT STferg=er ar.am. 712 (1) % Jgq Jfatusg FFm

AT AR, AT IFAT ~ATATAT g7 2017 Fr [&faer srfier sear 22972, wa &9 3w o+
TATH FESTT orfiee & o &% a1 § o9 15 fesee, 2017 ¥ o+ %o ® o o Ao & et §
e FTAT % ATT-T7T Tg 3@ Fd g0 o6 15 THSHT 5| daer § 1988 & Uger ATAITGT &I T araT
RT3 o1, ¥F A, AT 98 VAT ARl B, af 90 Y ' 9= 7 g@wdr g & o Faita gaw
et S8 1988 & yger ATsHg fom AT o, # siutyr sfi¥ yeree arnft srferfa=m, 1940 (1940 =1
23) #T T 26 & Tgd (hel STEAAT AT A0 AT AU TH AT il AT TLHT FIT A6 TH
farerost afafa gy sti=r it 7 o Srew 1 s, 2022 v 36 7aT 9% wuet RO Fg qR i aeqd
ff qAT ofrafer sfiw "iad v\t A=, 1940 (1940 F7 23) T 9T 5 F qEd TS AT T ehl
AATZH a7 o faeras afafa grr yeqa e a2 agatd =1=6 i

3484 GI1/2023 eY)
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A srath, oo afafa T Rrerer & of & s RS w1 Fr owmtes sifeer 78 8 s
THREET | M0 % O S onfie I J6am g1 SHIOT A6 SAied §, Sroid sy Sqred arnit
srtertaae, 1940 FT 9T 26% & qgd 38 UheEl & fatawior, fashr a7 foawor av aiaee e sraea+ 2
SUATE % AR H, AOEAT | FAT & R ofr wwe ® v gq AR ar wiaey & saamta 3=
ATTET AE1 81 TACNT, &T=T 26% F dgd ae Siaver fohw s it frwrfeer £ Srft 21

AT Safh faroras afafa i oo Toehl TATZHRIL TS T RN F LT 9T, % TR 30
1T & TG g T 397 ¥ Sieq § A START & o0 3<6 @ar it faht & forw fafqstor, fE@ehr o Haer =
sfaae o ATeAH & fEfFaHT F3A7 saes T aH/= g

AT, 3, AT AL, TATET ¥ TETY FaT0 Hamed (T T qfiare Fwegmor fam)
FIRT AT o TSI, ST, 90 11, T 3, IT-T (i) H TR STER=T Feq7 1.3, 712 () foqi®
10 9TH, 2016 F ATAFAT | Ih AT TR ST ST THAhT TATZHIL FTS hl (RIS AT IT
AT SOt qAT Higd T AtA=ad, 1940 (1940 1 23) FY T 265 FIT Ta<T T<haT T TTNT FLd
TU, g avar Magerss + Iaitere Raaeas et i Hisa g §3ee aret @41 & qea
IUART % forw fersht & forg fafawor, fesht = faawor 9= aowrer T91a § T 97t 8l

[T, &. X.11035/53/2014-FTUHREET (WHT-1V)]

STYAT TeATaH, HI<h arad

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 2nd June, 2023

S.0. 2394(E).—Whereas, the Central Government in exercise of the powers conferred by section 26 A of the
Drugs and Cosmetics Act, 1940 (23 of 1940) prohibited the manufacture for sale, sale and distribution for human use
of drug fixed dose combination of Nimesulide+ Paracetamol dispersible tablets vide notification number
S.0.712 (E), published in the Gazette of India, Extraordinary, Part II, Section 3(ii), dated the 0™ March, 2016;

And whereas, in light of the directions given by the Hon’ble Supreme Court of India in its judgement dated
the 15th December, 2017 in the case of Union of India and Anr. v/s Pfizer Ltd. and Ors. Civil Appeal No. 22972 of
2017, inter alia, mentioning that in respect of 15 FDCs claimed to be approved prior to 1988, Central Government
may, if it so chooses , de novo carry out an inquiry as to whether fixed dose combinations licensed prior to 1988
should be the subject matter of a notification under section 26A of the Drugs and Cosmetics Act ,1940(23 of 1940),
the matter was examined by an Expert Committee constituted by Government of India which furnished its report on
the 1% April, 2022 in respect of above drug to the Central Government and Drugs Technical Advisory Board
constituted under section 5 of the Drugs and Cosmetics Act, 1940 (23 of 1940) agreed to the report submitted by the
Expert Committee;

And whereas, the Expert Committee recommended that “there is no therapeutic justification for this FDC
and the FDC may involve risk to human beings. Hence, in the larger public interest, it is necessary to prohibit the
manufacture, sale or distribution of this FDC under section 26 A of the Drugs and Cosmetics Act, 1940. In view of the
above, any kind of regulation or restriction to allow for any use in patients is not justifiable. Therefore, only
prohibition under Section 26A is recommended”;

And whereas, on the basis of the recommendations of the Expert Committee and the Drugs Technical
Advisory Board, the Central Government is satisfied that it is necessary and expedient in public interest to regulate by
way of prohibition the manufacture for sale, sale and distribution for human use of the said drug in the country.

Now, therefore, in supersession of the notification of the Government of India, Ministry of Health and
Family Welfare (Department of Health and Family Welfare) published in the Gazette of India, Extraordinary, Part II,
Section 3, Sub-section (ii), vide number S.O. 712 (E), dated the o™ March, 2016; on the basis of the
recommendations of the said Expert Committee and the Drugs Technical Advisory Board; and in exercise of powers
conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby
prohibits the manufacture for sale, sale or distribution for human use of drug fixed dose combination of Nimesulide +
Paracetamol dispersible tablets with immediate effect.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
ARADHANA PATNAIK, Jt. Secy.



