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Ty TF YRER FTT HAT9T
(TaTey wE afRET Hegror fawmr)

st
S faeett, 11 eTE, 2014
ar.&.fA. 498(3r).—saTF Feg AEHT T g FHTEE f 47 o7 T AW @& & o
“FIU AT T Alergaa it Faq FFa GUUF & TIRT F JFG A o @Al gid #f Garaer off
ST STafeh STAFT Siroe & gRierd fAdeT 3uared §;

STaTfeh, v TEHTL T Ag THTLTT g1 47 9T [ 397 § Sfgd § STAFT siroer it faht & forw
Scared, fesht i wfaaer &t Aeeaa g Affataa w37 sraeas e St o7 a9 aggam sy
ST yETee AT AT, 1940 (1940 7 23) T 91T 26 F FIT Y& Tt F1 TART Fd g0
Frx TLTL o TadTh 18 S, 2013 i ATIg=T HeaT a.FL.M. 377(3) F FRT A= Ha7 & [0
FLATIFATA AT HITead sl (Aaaq qgFd g q¥ faeht & for 3caras, &t ofiT sfeaawor 9 O
AT =

ST AT Feledh Iod AT F ¥ Tt 7. 28354/2013 (SHUH-AZ0H) ATHS H
T 14 3Ted, 2013 o AT A<l | T ATERAAT il T FHT (QFT T TAT Tdaral gy 90 fe |
TH HTH 9% = e a7 AT & Fqa ®ils T s [ o gq =9 araq |fer &7 am

Safeh siroer ST ST AT StterteaH, 1940 F staviq |ifates HarT siwer et

qATEHIT a1 7 fadi® 25 Fawa%, 2013 T g5 AT 9% H ITAFA AT & IcAaA fiT bt 1%
T GadT T AT ST 6 § TAT Tg R 67 g TF 397 § F =9 3i0g & TIRT &l 98 FHiT AT
LR
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;TS T TRATohT TATGRTLN SIS T THRTTLET 6 ATETT TT TAT AT AT TATLT TTHIAT
stferfeae, 1940 (1940 FT 23) HT gT 26% FIT Jacd AfFadl & TINT Fd T Frg qIFIT

uaegTe Aot siroe & st ¥ forw soares, fosht s wfaawor &t g sama o [og st
g —

“HTHE Taq & oI wegufeie oiie aferea s Faa @gaa g’ |
[®T. . 4-01/2011-2T (4re-=H1e (Deanxit)]
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 11th July, 2014

G.S.R. 498(E).—Whereas the Central Government was satisfied that the use of the drug ‘fixed dose
combination of Flupenthixol and Melitracen’ for human use was likely to involve risk to human beings and
whereas safer alternatives to the said drug are available;

Whereas, the Central Government was satisfied that it was necessary and expedient to regulate by
way of suspension, the manufacture for sale, sale and distribution of the said drug in the country in public
interest, and accordingly in exercise of the powers conferred by Section 26A of the Drugs and Cosmetic Act,
1940 (23 of 1940), the Central Government suspended the manufacture for sale, sale and distribution of
fixed dose combination of Flupenthixol and Melitracen for human use through the notification number
G.S.R. 377(E) dated 18th June, 2013;

Whereas the Hon’ble High Court of Karnataka in their order dated 14th August, 2013 in the case of
WP No. 28354/2013 (GM-RES) quashed the notification and remanded the matter back to reconsider afresh
by the respondents and take a decision one way or other in accordance with the Law.

Whereas, the Drugs Technical Advisory Board, a statutory body under the Drugs and Cosmetics Act,
1940, has examined the issue of suspension of manufacture and sale of the said drug in its 65th meeting on
25th November, 2013 and recommended that the use of the drug should be discontinued from the country.

Now, therefore, on the basis of the recommendations of the Drugs Technical Advisory Board and in
exercise of the powers conferred by Section 26A of the Drugs and Cosmetic Act, 1940 (23 of 1940), the
Central Government hereby prohibits the manufacture for sale, sale and distribution of the following drug
with immediate effect :—

“Fixed dose combination of Flupenthixol and Melitracen for human use” .
[F. No. 4-01/2011-DC (Pt.Deanxit)]
ARUN K. PANDA, Jt. Secy.
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