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GU.IARA-t AUTIIORI'I'Y I-OR ADVANCI.] RTJI,I N(;
(;OOI)S ANI) SHRVICT]S 'I'AX

I)/5, IIA.IYA KAII I}IIAVAN, ASIIITAM RoAI),
AIIMI,))AttAt) - Jlt0 009.

ADVANCE RULING NO. GUJ/G AAWIU2O2SI 28
(lN APPLICATION NO. Advance Ituling/SGST&CGS'172024/nR/ I 4)

Datae2l0lll2025

tlfl'o'
'"TZMAHKET

Name and address of the
applicant

IWs. Beacon Diagnostics P I-td
New GIDC Estate, Kabilporc, Navsari,
(lu arat- 396 424

GS'l.lN of thc applicant 24n AIICI]2080t( IZJ
Ofllcc of thc Assistanl Cornmissioncr ol'
Statc'l'ax, Unit-7 2, Ii.angc- I 8, Division-8,
Navsari.

Datc of lication 31.05.2024
Clausc(s) olScction 97(2) <tl'

CGST / CGS'I' Act, 2017,
under which the question(s)
raised.

(a)

Date of Personal I{earing 29.07 .2025,23.1 5 and22.5.2025
Present for the a licant Shri Moiz Irzzi,

Bricf facts:

N4/s. lJcacon Diagnostics P Ltd, Ncw GII)C listatc, Kabilporc,

Navsari, Gujarat- 396 424 lbr shorr 'applicant'l having thcir corporate olficc

at 424, New G.l.D.C Estate Kabilpore, Navsari, Gujarat, India,396424 is inter

alia engaged in the business of supply of various diagnostics rc-agents. 'l'hc

applicant is registered with the department and their rcgistration no. is

24AABCB2O&ORIZJ.

02.2

C

) Briefly, the details as submitted by the applicant arc as undcr:

tlnt thcy scck a nrling on thc I ISN iuld GSl' ratc lor their threc puluors viz (i) CRP 'Iurbilatcx

tcst kit, (ii) I IbA I c test kil, and (iii) Microalbumin 'l urtilarcx tcsr kiq
that thc mmpcting entries as far as classilicalion olthe abovc kils arc conccrn<xl is

o llSN 3002 a entry No. 125 of List I ol'scria.l No. lll0 undcl Schcdulc- I ol'thc
notilication No. 120I 7-('lU{) datcrl 2t1.6.2017 as "Agglurinatine Sc:ii'; or

o I tSN lll22 at scrial No [30 undcr Schctlulc JI oflhc notilication No. I/20I7-C t(l{)darc(l
2tt{b-2017 as ' diagnosic kits and rcagcns";

CRP test kit is used lbr thc purposc ol- quantilativc dclcrminalion o[ C-Rcactivc
Protein (CI{P) in human scrum; that this kit is bascd on agglurinalion principlc
between latcx particles coatcd with spccific anti-human CI{l) to dctcrminc CRP in thc
sample; thal thc kit is mcanl for lr ultro diagnostic usc;
HbAlc tcst kit is uscd for thc quanlitalivc dctcrmination olhcmoglobin Alc (IIbA lc)
in human blood; that thc kit is bascd on agglutination principlc by antigen-antiboily
interaction to direcrly detcrminc thc IIbAlc conccntration in thc wholc blood: th4'the
kit is mcant for in vitro diagnostic usc.
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Microalbumin turbilatcx is a quantitativc turbidimetric lcsl lor the mcasuremenl ol
microalburnin (pALl)) in human urinc: that thc kit is bascd on agglutination principlc
whcrc latcx particlcs coated with specific antibodies against human albumin
agglutinatc whcn mixcd with samples containing pALB; that agglutination causes an
absorbancc changc that can bc quantificd.

'l'hc applicant has lurthcr statcd that thc thrcc kits arc nothing but antisera in thc

Ibrm of kit; that they are used for diagnostic purposes ie detection of
quantitative dctcrmination of CRP in human serum, FIbA I c in human blood and

Microalbumin in human urine, respectively, and are prescribed for invitro

diagnostic usc only.

'l hc applicant has furthcr contendcd as follows vlz

a

that sorial No. 125 ollist I of scrial no. 180 of schcdulc I ol'nolification No.
l/2017-C 11l{) dared 28.6.2017, docs rlot mcntion thc word diagnostic kit but
covcrs "Agglutinating scra" which is an individual product and not as a
diagr.rostic Kit which works on the principlc of the Agglutinating scral

that non-mcntion ofthe word "Kit" aftcr tho word "Agglutinating scra" undcr Sr.

No. I 25 ol' List I of Schcdulc I is irrclcvant:
that "Antiscla" undcr CSII 11002 covcrs diagnostic kits which works on thc
princ iplc r r l' antiscra/agglutinting scra:

lhat the (--oults havc consistently held that 'antisera' under CSII 3002 would
covcr kits which are derived lrom antiscra;

that in this connection they would like to rcly on thc casc of Span f)iagnostics
Lrdr and J Mitra & Co2:

kits undcr considcration consisl of mainly three componcnts of which onc ofthe
componcnts is based on antiscra, whereas anothcr componcnt is

chcmical/calibralor;
thal thc csscntial componcnt of the CRP Test Kit is R2 [i.c., latcx particlcs

coatcd w'ith spccific anti human CRP (i.c., antisera) l: that without R2, CRP in
samplc/spccimcn cannot takc placc & quantitative dctcrmination ol- CRP in thc

human scrur.n cannot bc dctcrmincd; that around 70-tl0% ol thc total volumc of
thc (ll{}' lcst Kit is attributablc to componcnt R2 which is the'principal supply';

that thc csscntial componcnt ol flbAtC tcst kit is componcnt It2 [i.c Mousc anti-
hurnan I IhAlc monoclonal antibody & goat anti-mousc I gG polyclonal antibody
(i.c.. antiscra)l: that without [t2, rcaction with IIbAlc in thc samplc/ spccimcn

could not takc placc; that quantitativc dotcrmination oll llbAtc in human blood

canrrot bc dctcrmincd; that around 65%o ofthc total volume ofthc I lbA lc Test kit
is altributablc to component R2 & thus a 'principal supply';

thc csscntial component in Microalbumin Turbilatex is latex pa(icles coated

with spccific antibodics anti human albumin (i.e. antiscra) without which reaction

with Microalbumin in the sample/ spccimen could not take place and hencc,

quantitativc dctcrmination ol microalbumin in thc human urinc could not bc

dctcrnrincd: thal 70%o-7 5% of thc tolal volume of thc Ki1 is attributablc to

componcnl I{2, thus, it is evidcnt that It2 is the 'principal supply';

that tax liabilily applicablc to the principal supply would apply to the entire

cornpositc supplyl
that onlr thosc diagnoslic/laboratorl rcagcnts which cannol appropriatcly bc

classilicd undcr CSI I 3002 will lall undcr CSII 3822;

that thcy rvoulcl likc to rcly on thc casc o{'lnter Carc L1d.3

12007 (211) til.] 521 (SC)
:2002 (t40) Iit.'l 524 (l)
1 t997 (89) El-T 54s (1'
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thc impugned product CRP'l'cst kit is bascd on micc anti- CRP antibodyimicc
antisera & thus covered undcr chaptcr 3002 as it is spccilically cxcludcd [iom
chapter 3822; that chaptcr hcading 3002 is thc default cntry lirr diagnostic kits:
that they woutd like to rely on the case of Span Diagnoslic Ltd. a and Advancc
ruling in the casc of Accurex Iliomcdical P Ltd.

6. In view of the foregoing, the applicant has sought a ruling on the

below mentioncd question v2:

"Ihe cltsifcotion in fie loifie lwmontzc(l sytten ofnomencldwe (I lSNl & (ifl rute lll:s hecn sought
viz
a. C'I.P 'I'urbilatex test kit
b. IIbA lc test kir
c. Microalbumin Turbilatex test kit. "

7. Personal hearing was granted on 23.01.2025, whcrcin Shri Ilitesh

Kalsaria, Dy General Manager-Commercial, Shri Hardik Vashi, Technical

Manager, Shri Pravin R Ahir, Manager and Shd Moiz Ezzi, CA appeared on

behalf of the applicant and reiterated the submission alrcady made in the

application. 'Ihey also submitted certificate in respect ofthe threc test kits issued

by Dr. Pradip Desai, MD (Path), Desai Clinical Laboratory. A furrher hcaring

was held on22.5.2025.

7.1 In pursuance to the change in Member (State), a lrcsh personal

hearing was held on29.7.2025, wherein Shri Moiz Ezzi, CA appeared on behalf

of the appellant and reiterated the submissions made in thc application.

8. At thc outset, we would like to state that the provisions of both thc

CGST Act and the GGST Act arc thc same cxcept lor ccrtain provisions.
'lherefore, unless a mention is specilically madc to such dissimilar provisions,

a reference to the CGST Act would also mcan a rcference to thc samc provisions

under the GGST Act.

9. We have considered the submissions made by thc applicant in their

application for advance ruling as well as the submissions madc during thc coursc

of personal hearing. we have also considered thc issue involvcd, thc rclcvant

facts & the applicant's submission/interpretation of law in respcct ofquestion on

which the advance ruling is sought.
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10. 'l'hc qucstion to bc dccidcd in thc prescnt application is thc

classillcation & (iS1'rate applicable to the three test kits. The applicant claims

that the test kits viz

a. CI'P 'I'urbilatex test kit
b. IIbl ]c resr kit
c. Microulhunrin 'lurbilalex lesl kil."

merit classification undcr HSN 3002 and not under HSN 3822.

IL Bcfiorc dwclling on to the question on which the applicant has sought

a ruling, it would bc prudcnt to reproduce the relevant tariff headings,

cxplanatory notcs, cxcmption notification, for easc of understanding viz

I rclcvant cxlracts I

('us't'oMS .I'AITIF'F'OF INDIA

i Chantcr 30

Pharrnacculical l)roducts
\()1cs:

l. 'l his ('huptcr lot's ttol c'ot:er.

(u) to (g) . ,

(h) blood alhunrin ru prepared.fi)r theropeutic or prophylactic uses (heading 3502)

(ii)tliugno.t'tit ra gtt1l.\ o/ heatling 3lt)2.

2. I'or rhe purpo.:as olheading 3002, the expre ssion 
-immunological 

products applieslo

J)cptides an(l protains ktther than goods ofheading 2937) which are directly intolved in
the regulatiotl ol immunological processes, such as monoclonal anlibodies (MAB),

unt ihod1,./iagmcnts. antibody conjugrttes and antibody.fiagyent coniugates, interleukins,

intetlirons (tt"n-). chemokines untl certain tumor necrosis Juctors (l'NF), growth

./itt'tors (G t"), he m.topoiel ins and colony stimulating factors (CSl'). ;

c'l'il .1002

-r lt0: llt \t r\ Bt rxro. lrl rx]D ?l{t I \Rt.l,
r(rxlllltllPrl tr(, PLlrfllrl rl ll( llL lrlril\o\ll.
t\t\: \\rlslI\. r)llrrx sl.orrD lRr( llo\\ rv
I$\ll\{X(X;ll rl PLol,lr l\. rllllllluL ()L \()l
it(I,llttt, (rn ()81tl\tD i\ \ll {\\
B()t 1(',||\()r rx,( rl t,lrxl\sl\: \t({l\r\.1.r\l\\.
( t t ll Rt \.D tt|r Rlr.rrt{(. r\tsrt\ tt\( l.l Dl\r. I t. rslr)
\\lr ,,rrrrr{ \rrlll\H |tlollrr r\ rrll rlllllrl\

1(x1l

.lo0l
l{x)l
l(n:
-l(x):
.lool
l( r'

t(l
:0
,10

' .1 n\.t-d. othi hh\ul l,1t(not,\ I ltlxhut\.
nnnuloyul rhctho o not nxltid u d,runtl
h\ ht. tt. htu'hrt:r n I ptuL t \\. \

-- AntNcri i! olhdr bl(rd lixctronr:

--- [or diphthcria

--- For snake tcnom
-- CXhr:

- lrrnrrrol,'r:r..n ltt.{hrr.. urrrtrr\!J. rx,l PLrr rp 
'o

rrrcr.ur.l rk,rc' ,'r rn li.r,rr' !r |l.ln)3. li{
tt.rrl '.rl*- lrrrnnnr.,l,'.-r;rl t( r,(r'. n)r\cJ.,r('l Pot uP nr

rrrrr.ufuJ J,'r'' or Ir lir!rr'.{ t.'.h'r:. lor tcrrtl
..,t.

kg.
kg.
kg.
ks.
lig.
L!

.10

Ii rxr

r11

.\i

t,3
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InrnrLrn,,l,,.:L.ul nnxlrrtl\. llul ul! rn nlcJ\rrrs(l
d(r\c. (,r rrl lonn. or l).r(hrr!' lirr r(lrtl sltlc

- / rt, rrr t,,rrr. rrria,^, ot trt.t)1,-gr)t \

t.!ltulott \eir\t trnl \htlnr rolh ^-- I a..oi\ n" h ft ,,lnon

-- .!,,Stu r'r,.!r,,(\ /,r'
--- Cholcr:r rnd t1'phord
___- HcPirtrtr.
---- l'ctanus
---- r,olio

--- TubcrcLrlo.r'

-- Rabtls
---- Japancrc cnccphalitis
--- Wh()ppros eou{h (Fcrlu\hl
---- ()thcr

-- ltrgr/ \ nL. tn.'\ lir
--. Drphthcrir. psrturrr :lnd tctuI|u5 (Dl'T)
--- I)iphlh.ri rn.l tctanus ll)T)
---- \'lclrlr.. nrunrp. antl rull.'lla tiU\ll{t
---- l r phorrll'ar.,n nhord t l,\llt
---- T\ph',r(l- Ir,,rnr\ph,r\l-ch,,l.rlr il.\lr( )

---- ( ,rhLr

'' \'at.irrt, iIr \.1(r, ilt\ lLdi(rn!

.-- ( ullur* ot' mi(r(r{rrsrnr\nt\ {c\(luding \'!.:rn I

-- Torinr
--- ()tltur
- l\'lltulntts.\'h.1he or ot tttxltti..?l
-- ( cll thcnpr plrlLrct:

- ()lhcr
- ( )thcr:

-- tlLtnran blLui
-- .\nrn(ll bLr'd prcp r!.d lar lhcrirl^_uttc.

Proph\'hclr! or diu{no:tr( usc5
--- orhcr

l!

l{xr:.ll

llXr: ,)ll 9r,

z HSN cxrrlana ton,notcs

30.02- llutrlrn blood; irl rl lrlood pr.p.r.d for thcrrDeolic! proDhyhctlc o[ dhgoo3tlc
uscr; l[ll*r!r ollrar hlood ,rncllo t rt|d lmmunolo[lsnl oroducli. nhelhcr or not
nbdlli.d or olrloin.d by mclrr of blotechnologltiil prbc$scs; i,rcrlncs, torlnr,
aIllor.s of ruhro-o]ginl.inr (crcludlnS J..rt.),nd snullir nmducis (+).

. Antiscra, uthcr hlood fmdiorN and irnrrr|,x,l.,ercal urulucts. whcth.r or nor
rurodificd oI obrai crl by rrr*rs olbiorctlnroloBf(at irocc!s<. :

3002-l I . - Malera dhSnostic lcst kirs

3002.12 -. Antiscrd and otlrc, blood tnciions

3002.13 - . lrrlnurrclogical pnxlucls, unmixcd, tlol Dr uD in nrc{sur€d doscs or io
fonr|s or packil8s f(r tcrril sal.

3002.14 . - l'rmunolo8icll prcdrEts, mixcd, not put p ill mc6s[r(d doscs or rn fonns
or packiDBs lt'r rcrnil srlc

3002.15 - . lmrrunologicnl p{oducas, p(ll up in mcrsnrcd {toscs or in fornN or peclings
for rclail s3l.

1002.19 -- Orhcr

3@220 . Vlccin s for human nrcdicinc

3002.30 - Veccincs lirr vdcrin ry nledici c

1m2.m - Otlcr

This hc{dirI8 covcrr :

(A) llunrin blood (c.8.. hunm hlood ill stahd !nDo!tcs).

(B) Anllnrl blood pr.prNd for th..ip.otL, prophyl..th or dirgoostlc uses.

Ani'ml blo.xl nor Fcasr.d lbr urh u$r (.lb nr h.idiut U5.ll

l(xrl .ll I I

.r(,01{ I ll
,r(Dt Jt Ii
l(x)l Jt t.l
-1(n: {l t 5

-1(xrl Jl t(,
tu)l .{l l?
l(n: .rl Is
-l{xr: .l I l9

l{x)l .rl lt
l{xll Jt ::
3(xr: { t :.i
itxrl {i l.l
.ir x rl JI ti
1rxr: tt l9
.rr)01 J: (x)

100: -le
lrx)l {9 to
-1(x): {9 20
j(x)l .t9 r.x)

lg

L!
t:-
lr
t:

i,!
l!
lr
I!

j{rol it 0()

-i00: 5e rI)
.l(x)l90
lff)l 90 lo
3(Xr:90:0

lg
L!
Lx

1..:

ll
Li:

l!

L.
l!:
t:r

t:.:
lg.
lg.
lg.

lir

l!

*

(C) Antlsera, olhcr lrlood tractlon! rnd Imrnunotoglcrl product!, \ltc0rcr or. nor nxrdlfied
or obtrlncd by mcenr oJ hlotcchnologi(.| proc;srcs.'
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'i-hcs€ prodncrs inch c :

( I ) ,\ nl lsc rn n d othcr l,loo (l frrr tlons, ryltcl ltc[ or nol Inodllhd or obl alnsd by mca m
oa hlotcchnuloglcrl procrsses.

Scra sre the fluid fraclioDs scpamtcd from blood aicrclotling.

Thc hcadin! covcrs, ,r,r(r .l/rn, the follo$inR productt &rivcd from blood (includin8
v scular clxlothcliul rclls): 'nitmul" scri; hunl.n rrcrmal inhnrnoglobulin, blo(xl
fraclions nnd lruncnlcd y:rfla,rls (pails) lhercof \eith eo?rmllic properiics/rglivily,
plasirl3. rhronrbill, lihrinogcn, fibrin ,lld olhcr blood coagulaliofl faclors,
tluornlx' lodnlin. bloo(l 6lobulins. scrum globulins, End hecrno8lobin. Tlris group also
intludcs modificrt tl:rLrnrh'rnrxlulirs and riodificd hrcnrorlobilt obtsincd bl;rnearrs of
biulcchnological prxcssci. (.lt.t sothronrbonrcdulin alfa (lNN) s,rd lhrombonrcdulin
alfa (lNN), as rrcll ls cr,'slin\cd hacntrglobins such is hc,no!,lohin crosfur|sril
(lNN), hcflbglohin gkrtirrcr (lNN) and hcnrctslohin rrmnlcr (lNN).

'the hcidirrg lirth,.r irchr,l(s blixxl alttn'!rir (c.9, humrn nlhufl]ll ohtnine(l by
frlutknrrlin,l thr pl:r.r:rr i \!Iolu lrunnr bloo(l), prttlarcd aor lhcr:rfculic or
prcrphylactic rrscs.

Anliscrtl llrc obl rncd fronl thc btnod ofhuntns or oi animals \rhich irc ilnmu c or
have bcen inrmuruscd rqiirs( dis6$c$ or aihnclls. rvhclhcr lhcsc ilrc causcd by
pathosenic bcctcria and iiRrscs, loxrns or rllartic Dhcnonrcna, clc. Anliscle rrc uscd
irgoirlit diphtlfiie, dyscnlcrv, galgtEnc, mcnin8itis, pncurnonitl, tel6nlls,
stanhylo(occ l or strcDloc"ccrl infcclions, snrkc bitc, vctsclahlc lloisortrttS, allcagic
disiascs, rtc. Artisrrs irc alsrr uscrl for rlirxnostic pllrposes, itrchrdinE i vilro tesls.
Spccrfic rrrrnruncglo[rrrlirrs arr rru,ifitrl prcpsratio[s of aDliscra.

ll,. hcrJrtr. (ln.! oor co\rr r'kn'.:.rlburrn flot orcDircd for lhcrarrc!(r. or Dronhvlsclic uscs
(l'cndinr li:0t, olrlobulnr lrrlrr rlan hlud gl.ilrulirr,r ond scnrm |lotrulinr'(xa0dlng 35.0.1).
lltr hcidtor .lv' .\.lud.\ ,lrcririanr.'rK $hich irE not scnarrtcd fmm thc blGxl but vhich ir
solrc counti;.t rrr d(\c[bcd rs \cr!" or "sdilicial scrr": ihcy Inchdc iiolonic rolulion! h.scJ
on sodrrrD chlor'dc or othcr chcnn(rk ;rxl su\pcn.rc,rs ofpolfalrvfiich hrc lrs.d a8srnst rll.r8ic

i[) l]i qnosllc klli
l)irpnostic hls arr'clarrti(d hcrc \!hc$ tl|. csrcnlial chllclcr oflhc kit ts 8ivcn by lny of
rhc 

_Dmducli 
of lhis lKndins C(nnmon rcrclions ocrunirE in llE ui. of lnch kiB inclu&

rcolurinallon. ur{inilnlrori. ncnkrliTrlion. birding of complsncnl, ha.rluESluluulDn'
cirirnr-linkcil inrniLrnosorbcnr ltssav {ELISA). cic M{lrrl! disrnoslic kils h(scd on
rnoioclotBl r"liLlo{l'cs k) Dl.l)ll (DlasnEdiu'rr hctalc dchvd(Acoalc) arc for iNlxrcc
Llassificd hclc. lh. c(..nriil chxri.jicr i5 tivcn by l||,l 3in8le qrmPoncnl which govois lo
rlrc Brclrcsl crrc llrc st)Nificrly oflha lcst pmcadur..

'l1tc nrodtltls ol'lhk h(n,hnc ft'rn.r chrrificd hcrc wh.lhcr or not in Ncasurtd doscr orpr{ Dp
f..r:tail$le rtrd \hcrhcr r;h'rll, or in srnnllDaclings

Su bl'rrdlrB 3002.1.3

Tlrc urutrir.d irnnlllnolorl(el Drodu.l' ot subh..dinc l002.l3 mrv cooLin imputilic! Thc l.rm
;immr.Gii 

"oojia 
crct.i'vcly i. subtrnccs wluc p|t;arc in lhc fiodllc!. rasrlli tobly.od ditEltv

fioir rhc manirlrcnrrirrr or.rcLis (lncludinr D{rificrtion). IIIC* st b6hnc.i mav tcsull liotn ary o, lh€
fscroB invoh<l 

'n 
tl'c iri,ccst inJ rrcprinciprlly llr folloreinS:

(a) trftorvc'rcd ni hSnl.lcrirk-

(b) I'npu.iikJ Pr.!.nI if, lhc,hni r orl..itb.

(c) RcaScrB usrd in rhc nlnnnfrcluriIS proccss (inchdnr8 purifrcilior)

(l) lJy'prcdftri

(2) Immonologlcnl pro{lllclr, lrlcihcr or nol modlnad or obtllnd ht mttn! of
blotcctnolo[ical prot.irc\.

Pro(l',crs nsc,l ntr ,liar"or:,. ,r Il.cranculrc purtrmcs snd for immuDlotical i.sls trc (r
h( 

'(sJ'dcd 
ds lxlhtri$rlri Ihh prodrEqyoul. lltcy cln b. dcfincd trs follovs

(d) Ilonoclonnl trrtll,orli(s (i\l,rD) - spccrlit inrmoln'tlobulins fronr sclcclcd nd
el rmd hvhr una rclls cull rcd ir a c1rllurc rrrcdiun or.scilcl.

{h) Anllhodr friumcnlr .r.lr!c oJds ofan .nlibodv orol€io obliird bv nFens ol c.' ' 
8., sFcilic cn=zynrrtrc sfl'fl'ni. This 8(Np incluil€! inler nlia sinslc-chah (3(l'v)
.ntiliodics.

k)  nllhodr coniusnlts nnrl nlibodY frtlmcnl .otl.lugrlrl conjugolsr vhich
corlain tl l.asi om annhod!" oI arl .nlibody fn$rlcx Thc aimpl€st lyp.' rle.
combination of Ihc follou,ing :

(i) roribsly - a lrhxly;('i) mlibdy firg'ncnt snlih,.ty fr3gncnl:
(iii) onribody sntih{y fmanrcnt;(iv) .nlibodi orh.r subsl3tlcc:
i') a ibodi fn,arnc'rr. othcrsub6lrl,cc.

( ornulal!:s af (\Dcs (if, a ] (t) ircludc. fot cx.rrDlc, @vrrEr (c.8, alkrlin€
ohoiofnl$c. nci;rii;sc u hcrlr.llscl(rsidsc) or dyls (lluor$cin) covslcnlly
kxrnd Io thc prorcrrr srrucnrrc. -*ltich irc uld foi shighlfonvard dctcclion

'lhis hcadrnr aho covcrs irrlcrlcukins. inlcrfcroll! (lFN). chcmo&in€s.nd ccrtain
ru ror nccro-sis faclors (TNF), growtf, frclors (CI), harmtoPoiclirs and colony
stirlul:{irrr fatlors ((lSt).

(D) \'Nacirrcs, torinr, clrllrrrl r,f rrrlclo.ot glnistns (ctcludlng !a,trts) nnd rlmilsr products

Thcsc p(xlucl\ irciudc .

irr
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z cHAP'l'l]R 3tt

Miscellaneous chemical products

2. (A) For the purpose ofhcading 3822, the exprcssion -certified refcrence matcrials mcans rcferencc

matcrials which arc accompanicd by a certificate which indicatcs the values ofthc ccrtilicd propertics, thc

mcthods uscd to dctcnninc thesc valucs and thc dcgrcc ofccrtainty associatcd with cach valuc and which arc

suitable for analyical. calibraing or rcl-crcncing puLposcs.

(B) With thc exception ol'thc products ol Chaptcr 28 or 29, lirr thc cla"ssification ol'ccrtificd rcfcrcncc rnatcrials.

heading 3822 shall takc prccedcnce ovcr any othcr hcading in thc Schcdule.

- ('ilI -It22

Jlt2z l)l\(,\lr\lli oR I \llrrrrlrrlr\ Rt \r.l \t\ (r\ \ t]\( Rt\r,
fRllrkllr lrl\(,\0\llr r,k l \l(rR\r( {t l{t \(,t\t\
\\llt ltllk lll{ \( {)\ \ I\r tt\(, \\|ll llllR (,t \Ul t.r I

lf r\ |llt lr)!1t1I t|l\.o|lllx t r\ fi)\r ({ l \||1\(.
.rh..r I R tll trRttlRl \( I \t\lt ral\t \

l\tl
1\l l

ll(x)
t: (x)

.\lill t.i (x)

.1s:t lq
"rst: 19 l0
3lr2: t9 90

-1lt:l 90
3lf2 90 t0
.llll: 9{) 9{)

lrt/t!no\lt!- rn luhotLttrttt t'L,rt.:. ,t\ t) ,t btLkny.
pr.7u rc'l thugno:t iL tr luh, trut, tt'r- ttdgt ttt t *ht't ht-'
t,t ttt)l trt u hnch !. \\'h li,-t ttr ntt yut try in tht

lr'r rrral:rrru

I ,rr llrr und othcr dl\trrsu\ tnur\rnltl((l b\
rr,r.qt)rl,rc. ol thr: !cnu. \r.lc.
i,'r I'l,r,.l-!r',,rrf rrr:r
( )t h(r
I'rcgn n(\ tclit krl
( )lltcr

(.dr,icJ rt:l..r.ncs rnrtrnrl.
( )thcr

l

Lg

I
l

l..l
l3

l,:

z HSN explanato r\, notes

38.22 - l)iegltostir oI lrbor:|lot'!, lrsgcn(son:r bickhr8, Drctr{rcd rllsgllorllc or lxhorntorr
rmgclrls rthcthcr oI n.rl orr r lrocklng! other thr tliole of h.ililtru 30,02.rr 30.06i
ccrlifl .d rcfcrcnrc nr!r.rials.

Tltis hcadrrrS corers dl,rg ostlc or.hhorntorl rc gr|llr oIl I b cki [, tn.cr)$r'cd dii,llorrrc or
liDo,'alor.r rc$gcnl!! othcr thno dir'llnustic rca,l('rts (,r hcnrlinr 10.01 uirlrrrrtusrrr:rraecnrs
d'.s;Sncd lo bc adlrrislcrcd to thc pltticnt .rnd 6loorl rurnrrrr icxg.r'ts of hr;nttn{ -10.06. tr
llso covcn (crrificd r'cfcrcrcc nlricrirls. Diamostrl rc.irrc,ir: nri rrsrd in thc crihratirrn ot
phyricrl, hiophyriurl i,r hi,,!h(nrical Iro(cisc\ sid srolcs in':rrim$ti in.l hunrnDr: thc[ fn ctiorl
rs bascd upor a Drasurable or obseNiblc cha,rgc rn thc hrr'l.qjc0l dr cl,r tical suhstallcc\
conslrtutrrS tllc r'.!Bcnl l,rcl rc drnxnostic rcngi ls ut thr\ t,(rrliru uv bc rrrular rrr functiorr
lo lhosc drsi8oed to bc ar!ninistcr..dio p:tticrtslslbhcidi,t( 1006.10). ivrttr rfu ex,rcorr,'I rhar
lhcy arc uscd for.r, r/,r,,, rathcr thn tor r', r,irr,, irfplitnrii'rrr Prcpirr:rt l:rb,rrrrory rcrstnr,
rncrlroc rror olly 0laSnorllc r('xtc||ls, hut Jlso othcl rrml\ttcrl r(il,r( ts usc(i for rrruDoscs othtr
rhrn dclccri.,n tr rlirrxrrosrs. l,'qr!r!.1 

'lirEno\rr( 
aml trbrrrrroiy rcqjcrt, nriy k::scd irr

nr''ul.rl. r'clrrnrrrv. s.r(',lrlrL (,r rt lsturl ]abor.rto'i(r, ir h,'rtnlxl,, IrirdLrstr].,n:hcti(lJo:,
irr sunrc cuscs. rn tlrc I'olrc.

RcaScnts of rhis hcndila ar( crthcr on a backrnp or nt lh. tbnn ,,l DrcD:rr:rtiorls :! d lhur
conrprisc rDorc rll3n ! single con\rirucnt. uorcxanrilc,rlrtynrutc.nrsistotrJrnixnncsott\!ool
norc rcaSc ts orufsiD8lc rcagcnts dissolvdl in solvcnrs oihcr ih.rn rvatcr. llrcy rr y also bc llr
lhc lonn ol papcr, plflstics or otlrcr rt|alcrirls (us.d as backinEs or surDo().' irnDicrnarcd or
c6lcd with o,tc or nlolc dra8nostic or lnbomtory rcilgcnb, sucli as Irrnriis, pii or'pu[c-tinding
p.pcrs or prc..oarcd i'n[n,nd ns\iy fl0rl;s ltcrgcrrs at rhr. h(]drns or.ry .lio bc illr uD i{ rh;
tornr ol k(!. (u,lslsfing ol scr(ril con)tr)lrcnts, dt,en lf('u( ur rlrotr cr'iulrolluuts nrc icDilnlc
chcorically dcfirql utrIpou,(ls of Chitltur 28 ,n CUDr(l 2rr, synrhcri,. e,rtrnrrn* nmricr ot
hcading 32.M or any ollicr srbsrance rvhich, rthcn prcstnrcd scDir.rtctv. Noukl bc'rl:,$ifinblc
urdcr ruothcr hcadi[8. gxatnplr3 ofsuch kils arc thirsc for rcstirir [hreLsc rn bloql.lctoncs in
urinc, clc., f,rd th(tsc bascd on c zynrcs. llowctcr. diagmsric tjtsltiviurlha csscntialchorrctcr
of pruduclr of bcrdlnt 30,0, or 30.06 (c.8., lhoi h *-,1 on nroiolonal or polyclonat
eDxbodics) arc eralu(led,
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'lle rcagcnts oflhis hcadirp should bc clc{rly idcntifiablc 13 bcing for usc only as dirynoslic or
laboratory rcagcnts. lhis rllrsr bc clcff fro tlrcir comtrosition, [ibellirg, inslnrctions for ri,
r?1,'.., or labomrory usc. in,licrtion of thc spccific dia8nosric lcsl to bc lrcrfonncd or physical
form (c.9., ptcscntc(i or a hr(kin8 or suppn).

With thc crccption ()l thc prLxhrcls of Chsplcr' 2t or 29, for thc cli\silicalion of ccdificd
rclcrcncc nrltirials. hcarlirig.it.22 shall likc prcccdcncc ovcr eoy othcr hcadilrg in lhc
Nomcnclaturc.

'nle cc(ilied relbrc[cc matcri.ls of lhis heodinc rrc referencc lthlcrials prcparcd for thc
cnlihralron of alr allDallllls, lh( assaqsmcnl of s -rncsturcmgrl mclhod or lhc assiSnmc t of
valucs to a Dmlcrill; Th6c refcrence nu(arial8 may consist ofthc follorving :

(n) Substratc ftatc rls containing addcd aDetyt6, lhe conccntr.lion of lvhich hts bcol
accurelcly dclcrmincdi

(b) lLnnrxc(l rDilcrixls. thc c,,Ii(cnlralion ofccnnin conrponcnls ofwhicl hos bacrl sccuatcly
(lcr(rnrin(d (e.B , rhc p,,,1(nr rnJ fat conlrnt of mrlk porvder):

(c) \latcnals, \\'hcther rl:lrll:rl (,r sy[lhclic, cerkin propcriics of rrhich have bccn accnmtcly
dctcmrincd (c.8., lcn\ilc \trcn8th, spccifi c EBvily).

Ihcsc rEfd.ncc mlrcrirls nNst bc accomDenicd bv a ccrtil'icalc nlich irdicatcs lhc velucs of
the ccrtilicd propcnics, lhc ndhods uscd' lo dclcrhim rc valucs and lh( dcSrcc of ccfl.inty
:rssocialcd rvilh cach vshrc. a'r(l rl:c cc'lifyiog aulhorily.

Th. hcrdnra ako crchxl(r rhs n,lin*n8 r(r8.nl.r n'hclhcr or nol lol up h foilns for us. ar di4no6lic d

(a) (;oods of h.ldlngi 1t.11 to 18,.16 :rtrd 18.52 (icc Nolc I lo Scclio VI);

(h) Producrs covcr.d by f,_otc I 11, Chnpltr :8 or Notc I lo Chrplcr 29;

(c) (lolotr'in8,ll!(cr oftr..dlng 12.{t,1. ,xclding prcplr.laons rncnlioncd in Nolc '} !, Chipact 32;

rd) P,(mr.J cohn. mc(hi tcr rtc tlrtclortrrnl or ruirl.olncc ot mi.ro'orEatrisms (inchdint viru3cs' lnd'he likc)ororpl!nr. humlnori',in;lcclls(hadln838.2l).

Notification No. l/201 7-CT (R) datcd 28.6.2017. as amendcd

Schcdulc I 2.5%

s 0haptcn
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( 125 )Agglutinating Scra

Schedulc II 6%
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\rr I lcading

S ub-hcad ing/
'lariflltcm

itt22 AIJ diagnostic kits and rcagcnls.

12. As thc dctails of the kits have already been listed above it is not being

rcpcatcd for thc sakc of brevity. Ilowcver, the applicant has stated that the

prirxary ingrcdicnt ol'thc tcst kit is anti scra, in rcspcct olall thc three kits.

13. Chapter 38 deals with miscellaneous chemical products. HSN 3822

dcals with .,Diagnostic or laboratory reagents on a backing, prepared diagnostic

or labol'atory rcagcnts whethcr or not on a backing, whether or not put up in the

lorm of kits, othcr than those of heading 3006; certified

5 corrcctcd by M.1".(l).ll) corrigcndum lt. No.354/11712017 rl litJ dtd 30'6 2017'

530 or any

chaptcr

Drugs or mcdicincs including thcir salts and estcrs and

diagnostic tcst kits, spccilicd in List Iappcndcd ttr this

Schcdulc.

80

ce maten

Y

rc l'eren
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The explanatory notes ofHSN 38.22 though reproduced supra, wc find that it

broadly states as undcr:

> IISN 3822 covers diagnostic or laboratory rcagenls on a backing, preparcd diagnostic or laboralory

reagents, othcr than diagnostic reagents of hcading 30.02 or diagnostic rcagcnts dcsigncd l() bc

administcrcd to thc paticnt au:d. blood grouping rcagcns of hcading 30.06:

! Diagnostic rcagcnts arc uscd in the cvaluation of physical, biophysical or biochcmical proccsscs and

states in animals and humans; thcir function IS bascd upon a mcasurablc or obscrvablc chingc in thc

biological or chemical substances constituting the rcagent;

) Preparcd diagnostic & laboratory reagcnts of lhis hcading may bc lal similar in furction to thosc

dcsigncd to bc admmistered to patients (subhcading 3006.30), with the cxccption thal ftcy arc used lor
in vilro, ralhcr thru: lor in vivo, applications; lbl includc not only diagnostic rcagcnb. but also othcr

analytical rcagcnls uscd lor pmposcs othcr than dclcction or diagnosis: tnd lc I nray hc uscd in nrcdical.

vctcrinarl', scicntilic or industrial laboratorics. in hospitals. in industry. in thc llcld or, in somc cascs. in

the home;

) Reagcnts olthis hcading are eilhcr on a backing or in lhe form ofprcparations and thus comprisc morc

than a singlc constituent. lior e.g. they rray r.:onsist ofadmixturcs of two or morc rcagcnts or ofsinglc
rcagcnts dissolvcd in solvcnts othcr than watcr; that thcy may also bc in thc lbnn of papcr, plzstics or
othcr matcrials (uscd as backings or support), imprcgnated or coatcd with one or morc diagnostic or
laboratory rcagenls. such as litmus, pll or pole-finding papcn or prc-coatcd innnuno-assay platcs;

) I{owcvcr, diagnostic kits having the csscntial charactcr of products ofhcading 30.02 or 30.06 (c.g.,

those based on monoclonal or polyclonal antibodics) arc cxcludcd.

14. The reason for discussing thc explanatory notes olllSN 3822 firstly

was the recent change in HSN 'l'ariff with effect frorr l-l-2022, wherein

Chapter Note I (ij) was insertcd in Chaptcr 30 which spccillcs thal if it is a

diagnostic reagcnls ol-l Icading 3t122 thcn thc sarnc would not bc covcrcd undcr

Chapter 30. I-herefore, what needs to be determined first is whether thc threc

diagnostic kits would fall under Chapter Heading3822.

15. We have already stated supra, that the applicant has statcd that thc

primary ingredient ofthe test kit is anti sera. The explanatory notes in chaptcr

3002 describes antisera as "Antisero are obtained from the blood of humans or

of animals which are immune or haye been immunized against diseases or

ailments, whether lhese are caused by pathologic bacteria and viruses, loxins

or allergic phenomena, etc. lntisera are used against diphtheria, dysentery,

gangrene, meningilis, pneumonitt, letanus, staphylococcal or streptococcal

infections, snake bite, vegetable poi,toning, allergic diseases, etc. Antisera are

also used for diagnostic purposes, including in vilro tests. Specific

immunoglobulins are purified preparations of antisera" . 'l'hc applicant has also

submitted Annexure- I in respect of their products, which emphasize the..-@*+.

that the primary ingredient of the test kit is anti sera, viz -." r -

[al CRI'LA'|'[X is manulacturcd by using A(;(il.tJ l tNli t'lNG SlillA namcl cilic
antihurnan (ll{
NA I ION as an

P for tho dctcclion ol'CIU, basod on thc principal ol'A
anligen antibody rcaclion

lt
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IblCRl' (C-Itcactivc Protcin) Turbilatex is a quantitative turbidimctric tcst for the
mcasurcl.ncnl ol-(lllcactivc Prolein (CIIP) in human scrun or plasma. Latex partial
coatcd uith spccilic zrnti-human CRI) arc agglutinated when mixcd with samplcs
coating (ili I).

lcltIbAIc Latcx is manufacturcd by using agglutinating scra namcly anti human
I lbAlc monoclonal antibody and anti I IbAlc mousc anti human scra.

ldl I lbAlcil'urbilatcx cx is manul-aclurc by using agglutinating scra namcly anti
human llbAlc r.nonoclonal antibody and anti IIbAIC mousc anli human sera

lcl Microalbumin 'l'urbilatcx is a turhidimctric tcsl whcrc latcx pa(iclcs coated with
spccitic antihodics against human alhumin agglutinatc whcn rnixcd with samplcs

containing pALI). 'l his agglutination causcs an absorbance changc thal can be

quantilicd

Wc flnd that thc applicant in his submission dated 31.5.2024 in paragraph 5,6

and 7 undcr contcntion 2 has stated that anti scra constitutes 7 0-80% of the total

volume in CIIP'l'cst kit, 65% of the total volume in HbAlc test kit and 70-75%

of the total volumc in Microalbumin 'l'urbilatex Test Kit.

I 6. -l'hc classillcation olthc said product, we find, is no longcr res integra

having alrcady bccn dccidcd by the I Ion'blc Supremc Court in the casc ol Span

Diagnostics I-td.6. 'l.hc relevant extract is rcproduced for easc ofreference viz

21. ,4.r.stttetl uhotu, Chapter Ileading 30.02 refers to unlisera and olher blood fractions. According

to the l|\planubn Note in IISN (Seventh l' ition), antisera is obtained.from the blood of humans or

animals trhich are immune against diseases. Antiseru is usedfor diognoslic purposes, including in-vilro

lests. There is nothing like crude ontisera ond relned anlisera. ln the present cose, even occording lo

the Deparlment, l''l'K is an antisera, however, occording k) lhe Deryrlmenl, P'I'K is a refined antisera

As statetl, antiseru Jalls under Chopter lleoding 30.02. In lhe circumslances, "antisera" is covered by

Chaprer Iteatting 30.02 and since it is covered by that lleading Chapter lleading 38.22 will nol opply.

ll'one reuds Chupter lleoding 38.22, it becomes clear lhat lhere could be diagtto*ic or laboratory

reugents v,hich nultl .lall uru.ler chapter lleoding 30.02 and also under Chapter I leading 38.22.

llotrercr, il u tlitgno.ttit or luboroktn' t'eogant like untisetu.fblls under ('hupter Ileoding 30.02 then it

.ttttruls axdutlctl lrotn ('hapter lleatling 38.22.

62007 (21 l) 11.1.. l. 5ll (S.('.)

P

'y-1
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35. Now, coming n llem Nos. I to I5 tl tlnnexure B, we quole herein ltelov' the suid ilems which reatl

as under :

"/INNIXURL''11'

Name ofthe products which will fall under chapter sub-hcading 3822

'AN €XJRE , A',

lLfr. ot ln. orodlcr. ,tEn *1{ l.ll u.rr.. cn.d.r .uEi.ldrg 1822

2

3

5

6

I
9

ro

t2

t7.05
r7106

19.0a

2590'

69!.
259r'
2a9r5a

249{6C

Cn@ Corror (iJ..s.y!d)

cknn c.nrorAtuy.d N6 rr
cn6 c6rd auy.d A!.E trrr

Cr I

36. lccording to the assessee, the above I 5 items ./itll undar (.'hapter I leading
30.02 as lhey are "bktod Jiactions". l'his is not disputed b),the Department.
Ilowever, according lo lhe Deparlmenl, since llem Nos. I to l5 are monufactured
by coating latex pqrticles with protein, theyfall under (.'haprer Ileading 38.22 o.[
CIi'['t1. Ilowever, according b the 'l'ribunol, the said items./ull under Chapler
I leading 30.05 of C li7'.,1. ll this slage we may note thot according to the
l)epartment, lhe said l5 items came under Chapter llaading 38.22 u,hereqs.
according to lhe assessee, they come under ('hapter lleuding 30.02.'l'he only
(luestion before lhe T'ribunal was whether iI came under ('hapter Ileading 38.22
or whelher il came under Chapler lleading 30.02. In M/s. Mitra's case (which
we have decided hereinabove vide C.A.No. 5322 of2002). u'e have taken the vieu,
that "blood fractions" ./bll uruler Chapter lleading 30.02. ('haprer lleading
30.02 relers b " bktod .fraclions ". Merely hecause lhe medium used is latex
(rubber) or paper. u,ill rut bring the ilcms under Chaptar lleuding 31l.22. Once
an ilem is ct " lllood l.'raction" lA s under (.'hapter lleruling 30.02.'l'hc mediunr
is irrelevanl. 'l'he medium unld be paper or rubber. 'l ha tnn/igurution ol thc
product dnd the./unction orc imporlanl. In our opinion. lten Nos. I to l5 ara
"Blood l'raclions". l'hey arc 'lllootl l,Tactions" even according to lhe
Deparlmenl.

37. ln the circumstances, u,e clossify ltem Nos. I to 15 o/ ,4nnexure B to thc
paper book under Chapter Ileading 30.02 (CSII 3002.00).

17. We therefore find that thc product [ie the threc kitsl does not mcrir

classification under LISN 3822 and as has been held by thc IIon'ble Supremc

Court would merit classification undcr 3002. In-lact evcn in the explanatory

notes of I ISN 3002, it states that thc hcading covcrs

(li) l)iagnostic kits. Diognostic kits ure classifietl hcre whtn thc assenlial churat,ter
oJ thc kit is given h1,'ony o/ thc produt't.s of'this he otling. ('otlunon r(u( lions oc.tuling
in lhe use o/ such kits includa ogglutinution. precipitation, ncutrolizution, hintling o/'
complemenl, haemagglutination, en:yme-linked immurutsorhcnt assay (ELISA), etc.
Malana diagnostic kits based on monoclonal antibodies to pLDII (plasmodium
Ittctate dehl'drogenase) are.fbr instance clu.ssified here. 'l'hc e.\.tctlliol churactgr,.ls L
given by thtu :;ingle componcnt u,hich governs lo the greutest a.\tcnt lhe spec.ificiL\, 11f i'"-
lhe ltst pnrt'atlur,:. l he produL.ts ttl this ht,aiing r(mdin t lu.\.\iliL'tl lvrt, t htthL,t. ot.

PaSo 11 of 12
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not in measured doses or put up for relail sale and whether in bulk or in small
packings.

l{t. Wc lurthcr lind that our abovc findings is substantiated vide the

Maharashtra Appcllatc Authority for Advancc Ituling dated 30.9.2022 in the

casc of M/s. Accurcx Iliomcdical P t-td..

19. tlaving said so, we find that the applicant is liable to discharge GST

at thc rate of 5%o under Schedule -I [Sr. No. 180].

20. ln vicw ol'above, wc rule as under:

RUt.tN(;

'I}c hckru rncntionc'd tlrrcrc tcsl kits r'/:

!-

(ii)
( iii)

U shma ra

Member sr)

Place: Ahmedabad
Date:12.08.2025

('.l l' lurbilatcx tcst kit
I [bA lc tcst kit
M icroalbumin'l'urbilatcx lcst ki1."

is clzr"ssiliablc urdcr i ISN 3002 & is lcviablc to GS'l at the ratc ol5%o in tc'rms ol'scrial no. 180

ol notilication No. l/20I7-C'l (Itatc) datd 2ti.6.2017. as amc'ndcd.

(Vishal Malani)
Member (CGST)
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