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‘T 3 gfER seaTr Hee
(FaTeey 3 afEr Fearor fawmn)

Ffer=T
e faoett, 30 srqaY, 2018

L.F.[. 1074(3).—F7=1T TLH FT Tg AT 2l 147 g & qatar & afcqs e awaedt T
ST FEARR @ d TaTea® AT T STHNT q0T qeaeell T & 9 § T TAHF & [ahd 6
fore erafera ww, AfEa GwA GHTTE % TETq T TTAHant 6 S=H=ar % F10 ftd AT & Jfors
a0 sqag1¥ el g 3T a8 q=7 g T Tiww foa= aqwre Shar &7 9q1 dgi «mdr g, Fhg 79 997 %
TATE T GTIAT 2 |

3T, SEth AARAT T TiaEs @qEd UE IR F o, S owrsEieaw § g5 g, aves

STAEITE TN TTARTeeh T YA Fleh HaTiad AT SITaT g ST T TIdehTea & fashe a9 T Taaes &
foro srutera a9 3fiv Tr wiasreent it Eemmar F Feor ot fim aweefy afeor fig qetar F 9o

e & forw sgagrd 9% 2;

Y, STafh =9 T BT FH AT S e IUAsAr F FHTOT AT AAHRH AGAFHRT @
TR TSI AT At SUANT & TR £

#fiY, STateh eI ST F g § e awens a7 AT ofgE g, Fith o FO ¥ @ o
difea Trft, e afteror wfase S9= g1 TTeE 8, T adeEd Sgahait aid JaTes aire
FTT AR TR T 8,

3T, STateh MaET § ITANT o0 T0 G0 Fad TasT ST A A&l T 3T geeare
T ST gt g oY Tfory, TRT TfashTees Sg=ar @aiid AaTas Tl 9 qreat @ & qetear e
& form g ot aeaT 71 g,
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ST, ST Heald T T (HIad il T (S90S qHTd o A 6 ST F Ar g A7 3T (9900
afafa F FeaT gwre #r e £ 8 & g9 oiufyr % ar § =g aran = g & saewr w R
sifereg gl §;

e, STt 3 faoros afafa ft frerfer & sram o e gewr w1 78 g8 gr 14w g
ArRed # FtAr F Afcrsw FEm areft TR viass dEEail @td qa s T F T Ewi
TfAftrg F3AT e &7 aHi=1

AT, A, FealT TLHIL, AT T TATE TR Ate==aa, 1940 (1940 7 23) Fit &7 10F gTT
TEd ATRAT T TN FId U, AT TLHIL 6 TATE T TATE Fod T FATAT %0l AT Hear 917 .
577(s7), ATt 23 TS, 1983 # fAwaferfea Herrere #edt 8, sraiq:-

I ATEEEAT F A & T Aol H, FH qediEw 12 7 399 rateag wiate % A, et
FH "t Y Tty siaerfug £ ST, auiq-

"13. AATYAT & Afcas e & forw nr afasres =y @ig TaTias e 1"

[®T. . X-11014/15/2017-Sr5m70H]
feoqur ;. g« SrfergEAT a9 | 9UALE. /. 577(3), i 23 S[ATE, 1983 FIIT YT At e oAt

AT AN ifaw ar ar. 1.9, &, 390(3), AT 24 %<1, 2018 g "9ve AT

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 30th October, 2018

G.S.R. 1074(E).—Whereas the Central Government is satisfied that the use of Antibody Detecting
Rapid Diagnostic Tests for diagnosis of Malaria as serological testing is not practical for routine diagnosis of
acute Malaria due to time required for development of antibody, the persistence of antibodies after clearance
of an active infection and the fact that serology does not detect current infection but measures past exposure;

And whereas, malaria antibody detection is performed using the indirect fluorescent antibody test for
a patient who is infected with Plasmodium, and because of the time required for development of antibody and
also the persistence of antibodies, serologic testing is not practical for routine diagnosis of acute malaria;

And whereas, there is a rampant use of Antibody Detecting Rapid Diagnostic Tests due to low cost
and free availability of these tests;

And whereas, the false positive rate in the endemic areas is also high as patients with fever due to
other reasons, who test negative by antigen detection, test positive by Antibody Detecting Rapid Diagnostic
Tests;

And whereas, the only tests used in diagnosis are Antigen Detecting Rapid Diagnostic Tests and
blood smear examination, and, therefore, there would not be any problems faced for malaria diagnosis by
banning the Antibody Detecting Rapid Diagnostic Tests;

And whereas, the matter has been examined by an Expert Committee appointed by the Central
Government and the said Expert Committee recommended to the Central Government that the said Antibody
Detecting Rapid Diagnostic Tests are found to have no justification for diagnosis of acute malaria;

And whereas on the basis of the recommendations of the said Expert Committee, the Central
Government is satisfied that it is necessary and expedient to prohibit the use of the Antibody Detecting Rapid
Diagnostic Tests for diagnosis of malaria in public interest;
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Now, therefore, in exercise of the powers conferred by section 10A of the Drugs and Cosmetic Act,
1940 (23 of 1940), the Central Government hereby makes the following amendment in the notification of the
Government of India in the Ministry of Health and Family Welfare No. G.S.R. 577(E), dated the 23™ July,
1983, namely:-

In the table below to the said notification, after serial number 12 and the entry relating thereto, the
following serial number and entry shall be inserted, namely:-

"13. Antibody Detecting Rapid Diagnostic Tests for routine diagnosis of Malaria.”.
[F. No. X-11014/15/2017-DRS]
Dr. MANDEEP K BHANDARI, Jt. Secy.

Note : The principal notification was published in the Gazette of India vide G.S.R. 577(E), dated the
231 July, 1983 and last amended by G.S.R. 390(E), dated the 24 April, 2018.
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