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a$ faeel, 23 AR, 2018

FLAT 1352(3).—F~1T TLFT F Tg TATYTE 21 AT & T 7 & afcaws fFae awaeedt T sfowns

TR @ AT TLervT a7 T 9 Jraee] qeor & &9 § 1 sfasree & & & fore srafema aw, ate
HHT HHTTH F TATG TRT FTAaant Hf G=raAraar & 107 i At & Afcrs fem F fu aemgd @i g dvag g
= T HH AT FdHTT SR T IGT Gl AT 8, atedw Id qHT F TATEA D AT |

e, Stateh werfaT T viawes 99= Ug i & forw, S rsrHifRam & "@wiva g, srweaer wiaerty O
T T TFT e (AoqTied TR STTaT 8 ot TRT wiasrreer & forerma qom T sfasreer & forw srafer am i O
streRTeent st fereraTraT % T ot dew graeedt wierr g aetar F dfcrs fem F o sragd 78t

AT, JfF = A At FH AR AT Few ITAsAT F A TR TARE FGAFENT @d AqTEaE
TETE T AATEF START 21 72T &,

e, g T AT & A=t § e gwraers g3 o aferes g, #=ife s won § a7 e O,
ST qeTeqor WSt Je=e ZTT AT &, T T AT il @ d AT TEE0r ZIeT TaRTcha Te &,

e, 9 et § ST R U adteer Fae viaee SqEa did AaTEE qie ST geaaTe R S
I & & zafer, TT sfases SEar dafid qeTiaeE Tt 9% wreEt o9 F 7ot e % o e of awe
T 2,

e, JfF FeT aeR g AgEa i 7 f@ems afafy § s fi s w7 o 8 s 3w e afata a
e FERT A7 FRrriver £ g FoF 3 sirafer 3 o § 7g wrar smr g % sae #rs St s 781 &
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a7, =% IFd Aoras At i freret F g o7 FT T # a8 g g 14T § & amwed §
et % Afcasd fFarT araeeft T gfdses aqesart @fid qarfas Tev & T3 F Tiafg FAT aEeas i
FHH

A A, FealT LRI, AT iT JomeT arE Ata=aw, 1940 6t &= 26% FRT Yoo ARRAT wT TATT
FA U, FATAT & Afcars [Far awaeeft T Sfasws dgasail @id aarias e § s aaeor el & fFwT
& foru fafemtor, 399 A & foro fafamtor, sk fosrer g e it g v & viafug 7 )

[T, &. X-11014/15/2017-Srs0H]
et o, SR aie

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 23rd March, 2018

S.0. 1352(E).—Whereas the Central Government is satisfied that the use of Antibody Detecting Rapid
Diagnostic Tests for routine 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 drug is found to have no therapeutic
justification;

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
routine diagnosis of malaria in public interest;

Now, therefore, 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 test kits used in
‘Antibody Detecting Rapid Diagnostic Tests for routine diagnosis of malaria’ with immediate effect.

[F. No. X-11014/15/2017-DRS]
SUNIL SHARMA, Jt.. Secy.
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FrfiEAT
% faeetl, 30 areFqEe, 2018

L., 1074(3).— e TCHTE 7 I8 TATE 2F 47 ¢ o6 el & afcas e awawdt o
ST HAHT AT TaTHE TV FT TANT SEH Freet Te0 & &9 § TR7 IidHms & &FH &
forw srafera o, @b Soaor JuTie % TETa TRT STasTeht S AT F Fweer dtw et F afoas
Fram & forT e 9281 2 T 78 927 ¢ & " s adwe a1 947 981 o9rrar g, g @ aw F
TATAA I ATIAT & |

Y, At AARAT T T 9999 U8 I & o, ST SrsHmie s & Ghied §, Ty

sTaITa TFT IfeTea &1 30T i fAearied f3am Sirar g sie 20T sfasres & fesmm qum TRr gfases &
oo smfera awa sie o9 st f femmar F Fwor off fiwg g e fia getar F afors

et % for sremrd w2 2;

ST, At 39 TV AT FH AN AT 7:9[F ITASHAT F FHILT T TAhTF GGARHE AT
TETTR IO T ST ST 27 72T 2

AT, At T ST F &t # ey gwereas a7 ft afee g, FiH o= S ¥ e |
difed TrfT, St aéerr afose S9=T T AT 8, T TR SEEAhaTy g qartd aeieor
FTT TRTITCHF T &,

Y, STath MaEr § START 30 0 9378707 et TSt SeEeTl aid dali=H TE 3T geaare
T ST AT g T TAAT, TN TTAHTH AR AT QT T I qraat a- F qArear =ae
o foro & off a9eaT TRl g,
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#fiY, Sath Feala R g Fga it 7 oo afmfa § ame & 9= F:2 f § oiw 5w o
afafd F Fesra awwre & fwrfer f g & 3o siufer F s & ag 9w @ g & sawr #68 Heehg
srfereT 7 €

e, ot 3aa f@oras afata £ Freien F ™ 9% FT 9vRe w7 98 GHEE g W@y g+
AHRd | HATAT & ATcqsh (Hard qeaeeft TR1 Tadhd Sqaasil @id Tares qeut & TR &
gfaftrg FTAT T A aei= 2

AT, oG, Fead TCRTL, ST ST TATe ATt srtafead, 1940 (1940 =T 23) Fit =T 10%F 51T
ST AT T TN Fd gU, HIT ST F T 3T TRATE FHeA Tl HoTad i STTe=aT Sear |r.r. 4.
577(3), AT 23 AT, 1983 | fAFAferiad deme Fadl ¢, AT~

ITh AT F A= &F T2 A0 §, FH g 12 {7 399 qeateaa wfate F v, Faferfea
T T ST TS ST i STy, 7ie-
"13. AT % Afcaw e % forg Tt afawe sgasshrl @i qaaris e 1"
[®T. /. X-11014/15/2017-r3m¥ud]
=T, A7ET F WeTH, §YFd ara
feoqur ;. W srfeEET W % oS § A1HLE, |, 577(3N), arE 23 S[ATs, 1983 FIET T it e A7
A 3ad ifaw s ArEn AL |, 390(3), ariE 24 e, 2018 grey |enae 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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