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(FaTeeg 3R TRET Feaor )

CIPECET
T faeett, 7 arder, 2021

ar.#.R. 255(37).—a e, FET TR T THE A1 g9 ¥ fF Sifdeeiae ® Faa gus
AREAA (THH TH6 THAT] URSHT Fgl AT ) F hT oo fiuter % a7 qatft START § AT=a17 Stia
FAL H Ug Tl g, ARG 23 JATs, 1983 FT (o1 Aferg=aT Tear ar.%1.17. 578 (1) F A1eaw &, 777

FTAT o TTT-ATT TS o Uhe €1 o AT 37 ot 1, ST % ITAW (o0, e frafey & ar
TETITTH % AT T GIgH, Aqrees 3TanT + foru Afvg we fRar g;

ST STATh, FR 1T LR F G 9 THaT, 2009 FT ATEE=AT HEAT A1.F.IH. 738(37) & ATAT |

g 23 JATe, 1983 FT ITH ATAAT ST ALALA. 578(3) § qA: Herrgw f3har o1 797 78 14 37
3O HATAT TRATEAT F "Hiex S Traad i ITE TTSeY 3qgad & [ou At & fam s
STANT o o et o= St & A7 FifemEedize T Mad s g qare & gtaeiod & o,

Y Safh, THAIEA grRgaanTee 0.4 tast (fhew Free Aiiewes Ry saoe F =7 #)+
THATSITIE 30 THSIT TS TSIt Feee il THSTHT 6l FE AqATIT STt 67 foa T qF eTqwia & 1
FFaY, 2012 | IF SAqATH ST 07 T0 o, A FLEAT 37T TATATCATEHAT 0l ST FLA 6 [0 Hg T TR
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ZTT ST TTHET TS TS g7 i 7 T off T sHifery, Trhae FrTe aiifa T Suersy earasit
AT AT TEATAST F AT UL IGHT TG § Sh URSHHT it = it off qo7 =9 UHSHET &r

FRFERTT JIET T TAT TEHTE, THAANEA grEgraarTze 0.4 tasht (fhew Fiee Aifewrze fefisr Tase &
&Y H)+ ITFATSTHIE 30 THSIT BT retfed Feger #ir sqAifad w2 fagm v o,

Y Safh, TAAIEA grRgaanTee 0.4 uast (fhew Free Miftwes R saoe & =7 #)+
SHFATSITRIE 30 THSIT BTE (STeTed Foe o UHS T &l AT SHUTEr Thei 1ol HATZHIT AT T ST ITIT AT TAT
ST ST FEA % I ST THATRT TATGHRE AT 7 THLATTEA gregraarerzs 0.4 vost (fhew Fee
AIfewres Rt 2a0e & =9 #)+ SFATSTaie 30 UHST g8 fSretfed o & ST 7 a9 J<Fav,
2009 T =T Tear A1.%1.54. 738 (37) F 7reaq & o0 0 fAerer 7 o1emT ey iy fRrewriver #v o7

JA: AT, FAIT TLRTT AT AT T ATHAT Afafaaa, 1940 (1940 w71 23) T &7 26%F FT
T TR T TN 2 gU, SUTE T o1 qATealT dre | TRALT % TAT] Uag g e 23 s,
1983 #T STfEg=T TeaT AT.F .14, 578 (1) | ¥ Hemes e & fory Feforfad gy wdl §, Taid.—

ATE=AT |, A #, 7 14 3T 399 gaaq TAredi & w0 17, Feed a8 i giars
TET SATOHY, Tt —

"FifeREeTize & Fam #ied S5 g™ qIT T2 ITSSY 2™ & foru fafafafaat & safts
SUART Zq THATEA gregraarze 0.4 THsSit (fhew Fee Aifewee Rels 2ade & &9 #)+ gre fSefed
FHA § TFATSITHIE 30 THSI T FGreahe v el sfrofer & a1y e g afeesor | ")

[T, /. TFT.11014/8/2020-31317]
ST, AEIT & WUST, HIEd qiad
feoqoft: q= stfergaa stfergmmT " arar . 578(37) aaE 23 s, 1983 & FRT WA % IS,
AT, ANT-1I, @=-3, IT-TE (i) H THRAAT 6 T2 off AT 96 ATg=AT qear ar.an e,
738(31), AT 9 3TRaY, 2009 F FIT Si{aH 1< Hee AT 3T =M

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 7th April, 2021

G.S.R. 255(E).—Whereas the Central Government, on being satisfied that the Fixed Dose Combination
(hereinafter referred as the FDC) of corticosteroid with any other drug for systemic use is likely to involve certain risk
to human beings, vide its notification number G.S.R. 578(E), dated the 23rd July, 1983, inter alia prohibited the
manufacture and sale of FDCs of Steroids for internal use except combination of Steroids with other drugs for the
treatment of Asthma;

And whereas, the Central Government vide notification number G.S.R. 738(E), dated the 9th October, 2009
further amended the said notification number G.S.R. 578(E), dated the 23rd July, 1983 and substituted item 14 and the
entries relating thereto with the entry "Fixed Dose combination of corticosteroid with any other drug for internal use
except for preparations meant for meter dose inhalers and dry powder inhalers";

And whereas, FDC of Tamsulosin HCI 0.4 mg (as film coated modified release tablet) + Deflazacort 30 mg
hard gelatin capsule was examined by Prof. Kokate Committee constituted by the Central Government for examining
the safety and efficacy of FDCs which were licensed prior to 1st October, 2012 without prior approval of the Central
Licensing Authority and therefore, Prof. Kokate committee examined the said FDC in current scenario based on the
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available documents and scientific literature and considered this FDC as rational and accordingly, the FDC of
Tamsulosin HCI 0.4mg (as film coated modified release tablet) + Deflazacort 30 mg hard gelatin capsule was
approved;

And whereas, FDC of Tamsulosin HCI 0.4 mg (as film coated modified release tablet) + Deflazacort 30 mg
hard gelatin capsule was also referred to Drugs Technical Advisory Board and upon examination, the Drugs Technical
Advisory Board had now recommended to exclude the FDC of Tamsulosin HCI 0.4 mg (as film coated modified
release tablet) + Deflazacort 30 mg hard gelatin capsule from the prohibition made vide notification number G.S.R.
738(E), dated the 9th October, 2009.

Now therefore, in exercise of the powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23
of 1940), the Central Government, after consultation with the Drugs Technical Advisory Board, hereby makes the
following amendments further to amend the notification number G.S.R. 578(E), dated the 23rd July, 1983, namely:—

In the notification, in the Table, for item 14 and the entries relating thereto, the following item and entries
shall be substituted, namely:—

"14. Fixed Dose Combination of corticosteroid with any other drug [excluding Fixed Dose Combination of
Tamsulosin HCI 0.4 mg (as film coated modified release tablet) + Deflazacort 30mg in hard gelatin capsule] for
internal use except for preparations meant for meter dose inhalers and dry powder inhalers.".

[F. No. X.11014/8/2020-DR]
DR. MANDEEP K BHANDARI, Jt. Secy.

Note: The principal notification was published in the Gazette of India, Extraordinary, Part II, Section 3, Sub-
section (i) vide notification number G.S.R. 578(E), dated the 23rd July, 1983 and lastly amended vide
notification number G.S.R. 738(E), dated the 9th October, 2009.
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