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Ty 3 giE sear e
(FaTeey 3 afEr Fearor fawmn)

Ffer=AT
e faoett, 30 srqaY, 2018

L.H.[. 1074(3).—F7=1T TLHE FT Tg AT 2l 747 g T 7atar & afcqs  [am awaedt T
ST FEARRT @ d TaTe® A T THNT q0T qeaeel T & 9 § T TAHF & [ahd &
forw erafera ww, Afea GwA GETT % TETq T TTaHant 6 Er=e=ar % F10r dftd aarar & Jfors
e % 1T sqag1¥ el g 3T a8 q=7 g T Tiww fos= aqwr" SAr &7 9q1 dgi T g, Fhg 79 997 %
TATE T GTIAT S |

3T, SEfh AARAT T Tiaws @qEd U8 IR F o, S owrsEieaw § g5 g, e

STAEITE TN TTAeRTeeh T TANT Hleh HaTiad T SITaT g oiT T TTdehTea & fashe a9 T Taas &
form srutera a9 3fiv Tr wiasreent it fEemmar F Fweor |t fivm awe=fy afeor fig qefar F afoas

e & forw sgagrd 931 2;

Y, STafeh =9 qEeAv BT FH AT S e IUAsAr F HTO AT FAHH AGAFHT @
FaTfae TSI AT et SUANT & 1 £

#fiY, STateh eI ST F g § e awens a7 AT ofeE g, Fith o FO ¥ gE o
fifed Trft, e aferor wfase @9= g1 TTeEE 8, T A Sgahait aid JaTes aire
FTT AR TR T 8,

3IY, At MaET § ITANT o0 0 T Fad Tas STl @ A&l e 3T geeare
T ST gt g oY iy, TR ST Sg=ar @aiid FaTas T 9¢ qraat @ & qetear e
# forg &g oft e =Lt 2,
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ST, ST Heald TR T FIAd il T [GQ0s AT F A 6 =T H AL g A7 3T (9900
atafa F FerT g #r fwier £ 8 & g oiufer % ar & =g aman = g & sawr w R
sif=rer 981 2;

e, Srafs 3Fa fForas afafa f frerfe & sram o e gewr w1 78 GuEE gr T g
ArpfRd & wotear & Afcars Fam aweaedt 9 yfawres dg=ar @i JarEas T F T3 w7
TfAfg FTAT srae &7 aH=1T

qq:, A, FealT TLHIL, AT T TATE Uit aAtar==aa, 1940 (1940 71 23) Ft &7 10F gTT

TEd ATEAT T ST FId U, AT TLHIL 6 TATE T TATE Fed T FATAT %0l ATEAAT HeaT 9.7 4.
577(37), AT 23 TS, 1983 # fAwaferfeaa Herrere #edt 8, sraiq;-

ITH ATEEEAT F A & T Aol #, 7 qediEw 12 7 399 ratead yiate % garq, Feftea
FH "t ST Tty siaerfug £ ST, aui-

"13. AATAT & Afcas e & forw T afaesres = @ia TaTias e 1"
[®T. . X-11014/15/2017-Sr170H]
=f. A=IT F W, T At
feoqur ;e srfergEmT W F a9 § avan L |, 577(3), 9 23 J@rs, 1983 FIRT YT it T oft
T 3TN ifaw ar 9r.1.. 7. 390(3), ariE 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
23 July, 1983 and last amended by G.S.R. 390(E), dated the 24 April, 2018.
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