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ey 3T IRAT FTT HATA
(FaTe= we fE Feanor W)
Fferg=aT
7% e, 12 srred, 2024

FLAT. 3266(3).—FalT TR FT TZ THTAE 21 I 9T F quieme asdt 375THAS+
TR ST TregrEge At 20 wsht g SfeT Sogar an dawie Aty & e gaes 93w
(ST =8 # =9 TTq THSIET Hal TAT &) 6 STANT  FTHT I SAITEH g ol GHTAAT § STt 3h Arorer
& FIIeT fadeT 3Ued g,

Sfie, et Tt g R ua sy afafa g o e fiv s iy aww of,

AT, AT TR TATERIE A2 7 off 3 THSTE At = A of7 sie Mferra aat & dendi=
AGLFEA SAreYt 375 THSAT + ARSI AAAIH ETgTese AUT 20 THST FS qT eqole 6 THE 1 6
fawtor, fasrar e faawor & oo arafer s semas arft srfaffam, 1940 #v g 26% F srefiq fAdaw
FT T FereRTier it off, i -

(i) AL T U2 (ah ofod &9 § g

(i)  THRSHT & T H AT eH, THeES AHEed 3T Ul IeRT #qi{rearsied &
FAUTHS ITATL & [T R FBFaT AT g, 39 ARET § S Afew 3T Feaa qeae Fwed 3 &
STITH T FH FEA & (o7 qT-FeFed Ml A9l (TAUHUasel) & et Atees /AT Il daet
FoaY FAFR o T % ST Fl FH F 6 (o0 3T ITA AR=STF HFidr F Jqam gl

(i)  AALTGT ®T | ITASY AATHTRT o THSTHT o6 A1 TS [T il SAq-TodaT HT T2
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T ITH AT THATRT TATGHRTL TS shT RT3 ST I, T TLHTL T A THTLTT 2l
ST 9% foF 291 O I vt o grea e o« forw s % forw At B s g i afafvs
*7q gu =8 fAfaafag wear o= R & sraea s i+ ;

AT A, FalT TLHRL, AT AT TATET Tt AfA=aa, 1940 (1940 F7 23) Fit &TT 26F FIT

YET ARRAT T TART FA g, AEfaiad adqr & FAeaefia udEed sedt 375UAS + THATTA I

FHTH gregRge AEdT 20UHST R Pfed Foge ar daeie a1 & RS & fafaator, Gy a7
farqwor it wiafug w2 g

(i) AT Ueh Ui Afod &9 § T
(i)  URSHHT F FEent § AfRaarerdrsien, wHaEe Aoy s ufEetan eniftearsted *
FAUTHS ITATE 6 (1T ST g, 39 AT § ST ¥ oY FIEAd Aed? [ Hied & SIaq &l

FH FA 6 (o0 AT Ararey arafer (UAuaUenEEY) ¥ JEr Gfed siv/ar ugolt @9t seww
o 0T & ST &l F7 FIA & (o703 STATE ANGLF FIGar & TIam gl

(i) = URSTHT T AT-THEAT Uk qH F AGL ATUPT T § IqAed TAHTHT o TRSIHT 6 AT
gafda $ srusfh

2. 7g ATATAAT TSI H THF THRT T AT T AT 2RI
[T, &. TF.11035/53/2014-ST0FFRET (WT-1V]

TSI TYTA, TATGHIL (FTTA)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 12th August, 2024

S.0. 3266(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC ) of Naproxen IP 375mg + Esomeprazole Magnesium Trihydrate
IP 20mg hard gelatin Capsules or Tablets is likely to involve risk to human beings whereas safer alternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended for
restriction under section 26A of Drugs and Cosmetics Act, 1940 for manufacture, sale and distribution of the FDC of
Naproxen IP 375mg + Esomeprazole Magnesium Trihydrate IP 20mg Capsule or Tablet subject to the following
conditions, namely:—

(i) Naproxen is in an enteric coated form.

(ii) The FDC is indicated in adults for the symptomatic treatment of osteoarthritis rheumatoid arthritis and ankylosing
spondylitis, in patients who are at risk for developing non-steroidal anti-inflammatory drug (NSAID)-associated
gastric and/or duodenal ulcers, to reduce the risk of developing gastric and duodenal ulcers and as per treatment
guidelines.

(iif) Demonstration of bioequivalence of the FDC with the internationally available innovator’s FDC.

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

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby restricts the manufacture, sale or distribution of the drug FDC of Naproxen IP 375mg
+ Esomeprazole Magnesium Trihydrate IP 20mg Capsule or Tablet shall be subject to the following conditions,
namely:—
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(i) Naproxen shall be in an enteric coated form.

(if) The FDC shall be indicated in adults for the symptomatic treatment of osteoarthritis rheumatoid arthritis and
ankylosing spondylitis, in patients who are at risk for developing non-steroidal anti-inflammatory drug (NSAID)-
associated gastric and/or duodenal ulcers, to reduce the risk of developing gastric and duodenal ulcers and as per
treatment guidelines.

(iii) Bioequivalence of this FDC shall be demonstrated with the internationally available innovator’s FDC within one
year time.

2. This notification shall come into force on the date of its publication in the Official Gazette.
[F. No. X.11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)

srfergE=AT
7% faeett, 12 erre, 2024

T, 3267 (37).—F=lT TLHTT FT Tg THILTT 2T S+ 97 3 ud=ae smedft 250/500 THST +
FEramstier et 20 THst g Srafe Fega ar Teme vy F R geres g9 (B =03 =9 T2
THSTET gl AT §) & STANT | FICAT Hl SAMGH g il GATAAT § T 36 AT o e (Ao
IqTH B

S, Far geente g s v e afefy g =0 amwe f s A e o,

e, Arafdr TR FeTeRe a1 7 oft 3 uHESER it = A oft sie Rt a9t F genedi=
TUET AT 250/500 UHSHT + GErTSiIer Areft 20 wHSi gre Srefed Foger A1 daee F uRSiE %
fafRmtor, faer 3w faawor & foro strater s smem sraadt srferfRam, 1940 & ey 26 % srehi= fAdem
& fArRTiYer ¥ ofF, srafq -

(i) T T Ueiia A fd &9 F

(i)  TESHT FT Fgeh; § ARegrendvrsien, 0erse snewelew T ufFenfRir witrearsfen F
FAATHF ITAR & o SR BT sirar g, 39 ARt § S $fFes o F e seay faatEd F31 %
SR &7 7 Fed & o0 -rewmee ot arafyr (vauausmsd) F SET iftes siw/ar agoft w@aef
ST FAh A F & SIITEH T FH FIA 6 (00 T ITA Aned HEidl & e 2|

(i)  URSTHT FT TAFHTAAT T AT 3T GEIITSII o GT ST & FLqTAT ATqT 8 S U a9 o Fiaw
=TT AT Tohel SIAeITIe & 8T T | U ST 3

(iv) TUF 99 & daT U™ F O U THITSia Sedq9a SaEed URe el & 919
THATAHTILAT SAT¥ LT TeadT TEr9d i 1=

AT ITH AT THATRT TATZHTL TS ohT TRETILLT F SETT I, Fo T LRI T TG THTLTT g1 AT
o7 T T91 § I AWl F A ITAN & forw fasna & forg f@tawior, e o fAaer gfafug w3 gu sy
=T w59 B § e e ad/i= ¢;

qT: A, Fat T TLHL, AL T TATET T’ Afafa=aa, 1940 (1940 1 23) Fit &T=T 26F T
TaT ARRAT FT TAR F2d gu, Afafead odf & deqedia aqdea asdr250/500 THST + Farsmsirer
YT 20 THSAT BTE roifee Foga srorar Tqae Aruter TR & fafawir, B a7 g & afafig
FAT B
(i) TILFA Teh Ui o fdd &9 § gl
(i)  URSHT F TR § AifRaarerdien, sHaEe iy« ufFetan oifrearsfen F
FAUTHS ITATE 6 (T ST g, 39 AT § ST ¥ ol FEAd Aed (S Hiid & S(IaH &l
FH FA 6 (o0 AT-FEIASA ATAT AWer (TAUAUEST) | ST Teh sfiw/ar ugolt d@adt seaw
farfora & & ST &1 F9 F37 & oI sfiT Iu=me Antasi= fgiat & aqam 2|
(i)  THRSHT FT STAHATTAT Tl TILFET AT GETATSTA o T STAT H FATAT SATAT g ST T a9 6 HIq<
= oI AT Tohsl SIAeITIe & a9 | U S1d 3l
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(iv) T& a9 % fiqy ITEeE F o0 AU THEMSE Seemd TAded URSEl & AT
TATAHTIAT ST AT TeadT TaioTd HT T

2. g ATLAAT TSI | THH THRTH T ARG FT AR ZEAT

[T, §. TF.11035/53/2014-SUHFFIHT (ATT-1V]

T[S TLTA, AT (ATTA)

NOTIFICATION
New Delhi, the 12th August, 2024

S.0. 3267(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC ) of Naproxen IP 250/500mg + Pantoprazole IP 20mg hard gelatin
Capsules or Tablets is likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended for
restriction under section 26A of Drugs and Cosmetics Act, 1940 for manufacture, sale and distribution of the FDC of
Naproxen IP 250/500mg + Pantoprazole IP 20mg hard gelatin Capsules or Tablets subject to the following conditions,
namely:—

(i) Naproxen is in an enteric coated form.

(ii) The FDC is indicated in adults for the symptomatic treatment of osteoarthritis rheumatoid arthritis and ankylosing
spondylitis, in patients who are at risk for developing non-steroidal anti-inflammatory drug (NSAID)-associated
gastric and/or duodenal ulcers, to reduce the risk of developing gastric and duodenal ulcers and as per treatment
guidelines.

(iii) Bioequivalence of FDC is shown with Naproxen and Pantoprazole given separately as per standard package insert
for these within one year.

(iv) Efficacy and safety equivalence demonstrated with naproxen esomeprazole international innovator’s FDC for the
indication, within one year.

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

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby restricts the manufacture, sale or distribution of the drug FDC of Naproxen IP
250/500mg + Pantoprazole IP 20mg hard gelatin Capsules or Tablets shall be subject to the following conditions,
namely:—

(i) Naproxen shall be in an enteric coated form.

(if) The FDC shall be indicated in adults for the symptomatic treatment of osteoarthritis rheumatoid arthritis and
ankylosing spondylitis, in patients who are at risk for developing non-steroidal anti-inflammatory drug (NSAID)-
associated gastric and/or duodenal ulcers, to reduce the risk of developing gastric and duodenal ulcers and as per
treatment guidelines.

(iii) Bioequivalence of FDC is shown with Naproxen and Pantoprazole given separately as per standard package insert
for these within one year.

(iv) Efficacy and safety equivalence demonstrated with Naproxen Esomeprazole international innovator’s FDC for the
indication, within one year.

3. This notification shall come into force on the date of its publication in the Official Gazette.

[F. No. X.11035/53/2014-DFQC (Part-1V)]
RAJIV WADHAWAN, Advisor (Cost)
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