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T 3T IRATT FATT HATAT
(Fareey 3R gfaTe Feamor fasm)

CIEC Ll
T foeett, 13 ar¥er, 2017

qT.H.A. 367(3).—Fr<IT TLHIT o, AUl ST JHTe" qarT A=, 1940 (1940 &1 23) #Hir
T 26%F FT T&T hdl &1 TN Fd gU, AT & oI, STHIER, 919 1|, @< 3, 37-8< (i) § 9a
AT o TATES 3T TATE Fed T HATAT, T 3T TRET Fed o7 faamr it srfeg=mr €. ar.#1.4. 332(31),
A 23 ¥, 2013 FIRT THIAT GIT ST T fiY UHT fAAtAaat &, SFd SFeerae=iae
ATH &, TN H FqATerd AT S{ad 6 SITEH i GATEAT Hl eI § T g0 IAHT AT ITAN % oy
e e gq AT, fer s faaeor =1 Mefaa w2 & ar;

ST TFTEA T TAT FHdT0 HATAT FIET TATEST AT A #hl STeTeaT o T o (Ferus
g A, oaw Fa7 @aust #1 agg aree o, Fega GEm-fawet F vArq, S sty & et s G
F1 e == aat & A gy Tiasga Fa @t fwrer £ g & srafdr & Gos Faee, =e-smr
AT 3T ATATH, AT | T TIL €T | Ioold R T T Arufer Faer Fav dareft dret & w7 & forg 8
e za safEr i gerw 300 . wfafas & sfess 78t St =1y siw AfRwtar s @ =0 arafa @
FA FOT HFLT TET H TIRT 3 % o0 qe18 3,

AT AUl qEAELT FATRRRE AE, TEEmmOEEhE  siv Uy bt & e
SFISTITATRNEIT AT 8, AFE ITANT gq e & forg fEafamion, fas i fBawor s |9t Feee #ir
TTIEEd FY ol (TR THE T 3h RIS ¥ 9gHd af 147 &,

A, A, Teald LA, I ATAIH i &7 26%F 5T T&d AAT 1 TIW Fd g, AT &
TSI, FETLTOT, 907 |1, @< 3, 3u-we (i) ¥ ar#r.f. 332(3r), 9@ 23 |5, 2013 T T 9
LA o TATET AT TATE FHeAT0 HATAT, T [N 6T SATSEAAT H L T &, 39 qrar & Harg
faafed wdt 8, e UH faess & 1@ e & 37 2 &7 A9 36T 737 &, ofiT SHFEersarahie o
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et Aot &, ™EH SFemERa i g, 7ama 39T gq fFw & oo @fEmirn, e e
forawor &t @ waTE 7, Fefertad oat & 4T gd gu RAama w3l §, TG, —

%, fafautar, SR iz saht ARt F Sre-faaat siv ==y @&t arier
H ggsged Ofa # Ruferfag soafha wam -

(i) Ao =1 =T Faer FE7 geaeft f27 % o =i
(ii) & ST ATSAT <A TRTE 300 AT 7 AfEw At gl |
g, THT sfufer F e &, SEH TFmenaREhe artve g, et asst & Jeaefisa R
ST, —
(i) SATOTer T TART e F9< Haefl II=T & [T g &7
(ii) =T ST ATAT <R gETEw 300 AT, 7 rfaw qgT g |

1. fafemtar, Tdsa T sEatET w5 98 99rg 0 & F 3 e o 3aehr At
T Fa FE¥ Haret TeT 7 TE5q T F 39T F forw § = o

[T, &. T, 11014/1/2013-37. 0% 7. 97 ]
Fead AT AT, HYH qi=F

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 13th April, 2017

G.S.R. 367(E}—Whereas the Central Government had in exercis¢h@fpowers conferred by
section 26A of the Drugs and Cosmetics Act, 19480adR1940), suspended the manufacture for sale,ssal
distribution of dextropropoxyphene and formulati@amtaining dextropropoxyphene for human use imvie
of the likely risk involved to human beings and itadaility of safer alternatives vide notificatiorumber
G.S.R. 332(E), dated the "231ay, 2013 of the Government of India in the Minjsof Health and Family
Welfare, Department of Health and Family Welfangbljshed in the Gazette of India, Extraordinaryit Pla
Section 3, Sub-section (i);

And whereas, the expert group constituted by theidtty of Health and Family Welfare under the
Chairmanship of Director General of Health Serviaamsisting of a group of cancer experts afteaitst
deliberations recommended that suspension of matuéaand sale of the said drug may be revokedestubj
to the conditions that the package insert, promafititerature and labeling of the drug shall diganention
the use of the drug for cancer pain only, andtth@tose of the drug should not be more than 3Q(pergday
and the manufacturer shall advise doctors for fiseeodrug in cancer pain only;

And whereas, the Drugs Technical Advisory Boarceadrto the said recommendations of the expert
group to revoke the suspension of manufacture dite, ssale and distribution of dextropropoxyphend an
formulations containing dextropropoxyphene for harnae;

Now, therefore, the Central Government in exerofée powers conferred by section 26A of the
said Act, hereby, rescinds the notification of G@vernment of India in the Ministry of Health andrfily
Welfare, Department of Health and Family Welfangbljshed in the Gazette of India, Extraordinaryit Pla
Section 3, Sub-section (i), vide number G.S.R. B32@ated the 7% May, 2013, with immediate effect,
except as respects things done or omitted to be Hefore such rescission, and regulate the manuméaftr
sale, sale and distribution of dextropropoxyphema: farmulations containing dextropropoxyphene fomian
use subject to the following conditions, namely:—
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@)

(b)

(©)

the manufacturer shall indicate in a conspicuoushnea on the package-inserts and
promotional literature of the dextropropoxyphend as formulations,-

(i) “Use of drug for cancer pain only.”; and
(i) “Daily administered dose shall not exceed 300mgodps.”.

the container of the medicine containing dextropsyphene shall be labelled with the
following words,-

() “Use of drug for cancer pain only.”; and
(i) “Daily administered dose shall not exceed 300mgdas”.

the manufacturer shall advise the registered megdreatitioners to administer or prescribe the
said drug and its formulations for use in patievith cancer pain only.

[F. No. X.11014/1/2013-DFQC]
K. L. SHARMA, Jt. Secy.
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