MAHARASHTRA AUTHORITY FOR ADVANCE RULING

{constituted under section 96 of the Maharashira Goods and Services Tax Act, 2017)

BEFORE THE BENCH OF

{1} Shri B, V. Borhade, Joint Commissioner of State Tax
{2) Shri Pankaj Kumar, Joint Commissioner of Central Tax

GSTIN Number, if any) User-id

2TAADCNSIN2G1ES

_Legal Name of Applicant

NUECLEAR HEALTHCARE LIMITED

Registered Address/Address provided
while obtaining wser id

PLOT NO Df37-1, TTC MIDC, TURBHE, KAV MUMBAI - 400703

Application detalls

GST-ARA, Application No.02 Dated 28,11.2007

Concerned officer

AL, Divisian-U11, Belapur

Nature of activity(s) (proposed /
presenty im respect of which advance

_tuling sought
A Category Manufacturing
B Drescription {in brief) Applicant |s engaged in the business of manufacturing of

Audeoxyglucose F 18, also commonl called FDG,
radiopharmaceutical used in the medical imaging modality positron
emission tomography (PETL

Issuefs on which advance rulimg
requined |
Question|s) on which advance ruling is
required

(i) classification of goods and/or services or both

e

classifiable under Chapter 3006 3000 of the Central Excise Tariff
Aut, 1985 7

2} Whether chemicals used as phiramaceuticals that are inorganic orf
and of oeganic nature shall merit classification only ander Chapter
28 & 29 and nol under Chapter 30 which has been specifically
earved oul For chemical pharmaceuticals by makers of law 7

A-02/2017/B- 0

PROCEEDINGS

section 98 of the Central CGoods and Services Tax Aet, 2017 and the Maharashtra
Goods and Services Tax Act, 2017)

Mumbai, dt. 2 /oa fiong

“#ihe CGST Act and MGST Act”] by Nueclear Healthcare Limited, the applicant, seeking an advance

ruling in respect of the following questions :

Wivethor e priocuc

Flhudeoryglucare’ ar FING " can be clasifiable wader Chapier 30806 3000

o the Central Excise Toriff Acl, [985 7

Wherkar chemicals wsed ay pharmacenticaly that are inorganic or’ and of orgawic marrg shall

merlt classificaiion oaly wider Chapler 28 & 29 amd sot under Chapter 30 which fus been
specifically carved out for chemical pharmacewticals by makers of law 7

At the outset, we would like to make it clear that the provisions of both the CGST Act and

the MGST Act are the same except for certain provisions. Therefore, unless a mention is

specifically made to such dissimilar provisions, a reference 1o the CGST Act would also mean a

reference to the same provision under the MGST Act. Further to the earlier, henceforth for the

purposes of this Advance Ruling, a reference to such a similar provision under the CGST Act /

MGST Act would be mentioned as being under the “GST Act”,
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FACTS AND C TION - AS PER THE APT
The submissions, as reproduced verbatim, could be seen thus-

“AMNNEXURE [ = STATEMENT OF FACTS

(i

2}

{31

{4}

£5)

a '_|"

L
. r.\”\
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The Applicant is a company engaged in the businese of manafacturing of Nudesxygluoae F U8, also commonly called FDIG,
tadinpiarmacenticnl used in the medical imaging modality pesitron emission tomography (FET). The Applicant has sequred
renewal of the license w0 operate a medical cyclotron from Awinic Energy Regulatory Board (AERB) for plant located st Plot
Mo DEAT=1, TTC MIDE. Turbhe, Mavi Mumbai — 4060707 (Exhibit “A™ L
The Applicant currently operutes the medical cychotron. us per prescribed reguistions of the Aromic Encrzy Acl, 1961, the
Aromiie Energy (Radision Protection) Bules, 2008, e Armmic Energy (Sale Disposal of Radioactive Wastes) Rules, 1957
and all applicable safiety codes, puldes on sfety and security imwed by AERB for the manuiseturing’ handling of FIMG and
directives other applicable regulabory docurnests Eausd v AERR from time o time.
The Apslicant comducis series of prescrihed sciemtific processcs ot the medical cycloton 10 manufaiue 8
radinpharmaccutical called as Fludeosyplucoss (™F) or fludenxyglucose F L3, also commonly called Muomdensyplucoss
and shbrevialed ["FFDG, "F-FDG or FDG (hercirafter refemed to a5 "™F-FO07 or “FING") The details of the product
FDG, the synthesiz! manufacturing procedure, mechanism of action. metabolic end-products, and metabolic raie, dissributhon,
production and application thereof is mentioned in @ sepandle nos & sourcod om WIKIPED A {Exhibic BT} The Applicant
curnendly manulaciures snly FOGG and ne oiher product ot the medical cyclotron facility,
The Applicart currently manufactures and dispatehees th Isbeiled "F-FDG compound in menmured doses of ordered mi
{nemir af miesswrement) into individonl sherile vials for ndministering 0 the schedubed cancer patients at the respective PET
seanning facilities from the medical cvelotron, to the institution managing the PET scanning facilives, autherised by AERB
fike Hiranandani Hospital, Lilavan Hospital, P D Hinduja Hospital, Aditya Birka Memerial Hospital, Rreach Candy Hospital,
HCG, Appolle Hospital, ete. and also o the PET scannlag facilivies. suthorised by AERD and operated by the Applicant, by
adhering to the siipulated safe transpor regulation, in specialised shichied Wngeen containere.
The Apgiicamn Tus obamed g israton under te erstwhile provisions of Central Facise Acl. Mabarashtra % alue Added Tax
Act and the Central Sales Tak Act, as assexse)’ deador for the naturs of busneas as *mamifhciurer” and has paid the applicable
diithes! taxee. The Applicant has been informed during the course ol the excise praceesdimgs thal se prodisct FIO s a keen o
Chapter Heading 2844 4000 and the Applicani has accordingly discharged 1he duty pavable o5 per the provesns of the
Cemral Excize Act. The Applicant has abtained regisiratdon under Goads and Service Tax AcL on transition, with registration
number a5 2TAARCMSI02GEZS and contimped o discharge the (5T Habilitles vider te Chapeer Heading 2844 4000 1]l daze.
There ere comrently about 13-20 medieal Cyvelotrons aperating in varicus govermmient and privile establishimnesls and cledest
onee Of them heing aperanad fooem Radiation Medicine Cenire, BA RO, Tata Mamorial Centre Anmexe, Mumbai which 5
afed by tlye Board of Rodintion and [sptope Technology, Department of Alomic Energy, Govemment of hadin. The

- A AP ieant has come aceods legal slirmity or mis-apgreciaton of faces or wrong invecation of siatory provisions or mis.
'Hﬂ'u,- ation of law or nom=stendand appeaach across ke manulacturers for classalfication of same product FEG under the

chapier heading al these varous govemment and privide establishments. -
! ~ APPLICANT'S VIEW POINT AND SUBMISSIONS ON ISSUES ON WHICH THE ADVANCE RULIMNG B SOUGHT
=TI ‘@Msificarion informed by the depariment and as followed by some of the manufactarers of FIN, under Chapler Sub-
|||:!‘I.|.Ii-IFI 1244 of the Central Excise Tanifl, with regand 1o modicament and phormaceuteal produst masi factured by the
| , Faffer with ceriain anomalies, which hos crept in due i non-appreciation of vital Facls.
e ssification mnformed by the department and as fllowed by same of the manufsciiress of FING appeses o have presided

r.u-'.pfhn the basis ol following precinets mder Chaprer Sub-Heading 2844, which frfera!ila slaies tat

= "Uhapier Moin 6+ Meadme 25004 gy ondp o ) derbavinae Sadaere S A5 premthi fano N 80, Podeies G Mo B4 ol @ elomsis wi
s b prpuer M A< (i oanarad e argciad’ posnecion o ncieckor dvoe of e precnses moriads e e Soee el Sooiess KT
s’ L, wbeber o mured rozesker. o) pemmmmeR. Mg or e, el s leminus ar protes, winither e avi elnoically dhiad mhetiu ool
peiredd ppeder: fll gl hapsrosr fecleiog cormeiel, ceramy prnalsiy aoad auser eobamng s il (f gt or nrniii (e aipaic
pompmety e sl Bovag o gl rleaony esaedig T4 #g IE'M|!!‘MH'”- i gmenit freeniboid] S clroeey arrafuen of onokear
FodeTor 1 rosbnares resplves nbetirer arsal wnotde, Tae s “ieiopes © S e prrnaey of oy Kot amal o the wandbuy n besasleer S8 omd 2545
referr 12 A shomval i cralvamg, B, Brose exvsbeg dr marne o e esenninaiigie afate] S el o .l.m.l-u":l: anfinkact il 1l Svie clodiaid,
ity D sy or sererar o i e fmegeen sl v el o’ efuck e moead A oy fron feam oy

= Serion Moie 1A ol Seciwe V] = fiod Sirfer Syoe sadusrcimee seer) annapeng be o deseryona i sty 88 o 868 uey I|I fur .rJu.r.l.l.l'l.nJ [ITR L TTE R TR TTT RN
i’ b e o er beanag o e Nodecisle; pad
= e expianaory nose bo Chapier sibtaadimg 3844 ol Harmomesd Commedsly Dissiiptien ard sosling gvdom, W oi-1, mge on. Y2830 aad Y1-2848-2 - e
[ aper evng THED wet! 2545 soovars ial iy dnavenes im Mo poee seae der ol chomuyd sfomsasts o o’ uniogie comenin ey Beew griioodhy
el earchieg e alomenis i sere of el rinper e e oumerbep Ahmeef B omscear et rome ieopes e i, seteion e
5 v ey sy el en ke prageatiiy fe g Be T RS A 2 A Wi 190 o e i e el e dewnpes,

The classification of FIMG on these precincts and further conclusion then that ali mdiepharmaceulical products (whether ready

b g diagnosiie orfad therapeuls] & mefiemed W in 2 above and their Hkes ard 0 be classified undsr Chapier Subhesding

2844 of the Central Excie Tanll AcL 1985, suflfess with legall infirmity, mas-apprecimbon of facts and wreng invocation of

slatutery provisions, Here, the Applicant would like to bring te your kind notice, the fellowing clirificalory provisiors of the

Central Exeise Strute rend with the relevan porticns of HEM Explanatony Modes and legal proncuncements by Judiciany, of

amy. in suppdat of our avesment tet FOHG are pharmaaccuticals amd shall neeri classification under Chaper 30, mose precissly’

under Chapter Sub-helings 30k 3000, To substantisie the above, tho Applecant funher sabmit thas -

3.1 It iz an esmblished fact that chemicals used as pharmaceuticals can be of inerganic orfand of arganic noture. 18 dees mat
man theredore el they all shall merlt elassificatlon usder Chapoer 28 & 20 only amd mot ander Chapter 30, wisich has
been spectfically carved out for chemical pharmaceuticals, by makers of the law,

Cur nbove pverment gets legal sanctity, support and substandintion by the folkpwing o=

A.101)  abention is solicived rowards Mete 2 of section VI of CETAL V983, which imieraiia mentions that “Setsect ra Noie
abave, pands chasl abbe m Sding 094, W08, WA, 3218, R0, 3304, s, 30 0a, JET, 506, I0T ar 36 by reasas o Being pul w
m mrasmresd dnses ar for redsl sebe sre m be daswlied in those: hesdings sad mono other Beadime al s Schedule”

3000} ferther, as per Moz 308) (2] of Chaper M0, =rar de purpess of beadiogs 3083 apd 3004 and of Mate 404 0 thie Chapaer, s
gands of Chapier 28 ar 20; are o be drested g unminsd prodecis”,

This clearly implees that thase chemical products, which gualify o be classiled under Chapler 30 (Fleading 004 esc jane

it eeqquired o he classfied & chemical under Chapter 28 or 2%,

2



32 The Applicant fumher say that FDG having pharmaceutical wse shalk merii ¢lassifiesion under Chopler 30 due o ihe

lollowing ;-

3260y as per Mote 40d) of Chapter 30 = Heading 30406 applies only o the [llowing, which are w be classified in that
fsading ard i oo other heading of this Schedule

3406w suppor the fect thot FDOG are pat up in messured doses end wre supplied in packings for therapoulic o
praphylactic use, the Applicant herchy submite the following documents for vour kind perusl,

= HExhibid € - VIV indicate sample coples of oo invoices indicating that sale of such pharmecestical prodhscts arg

made to haspitals or such institutions for medicine! purpese.

4 The Applicant funher say that the FDG shall be reclasified and shall sitract clossification as 3006 3000 (dizgnastic reepents
designed by be adminisiered fo the patienis). Thas is because -
= the produc meet the requiremen s stied o 3.2 (0)& 3,205} ghove Dr being clastified under Cliapier 340,

- the diagrostic radiopharmacouticals merl classtficaien under Chagites Sul-heading 3006 3000 becasse -

(a) they are diagnastic reagents designed to be administered io ihe patient, being unmixed prodiicls putl up i mehliied doses
or pradissts conziging of o or more ingredients which have been mixed together for such uses, as per para 304} of
noies o Chapter 30,

(b} they slso meet the criteria ol HSN [Page. 473, explarstion 30.06{ 31]. which siaies that*'the diaprostic reagents {including
rcrobial dingnostic reagents) covered by the heading wre those sdminister= by ngestion, Dnjection. ebe
Diggnasic reagenls ne designed tobe administerdd woihe patien (e g. those for camying oat bests on Blood, Urine ele.,
samples taken from a patiend or for use as lsboraory reagantst arc cxcluded. they Fall inthe headings appropriate to the
matctiala of which they are made {e.g. Chopter 18, Chopler 29 or hesding 30.02 or 38.22}

i) the FOIO (F=18 bossd injectable prideciz) soe meant for osgantissue imagimg. The produst is glso admanistered in
measured doses tothe patiens and are wsed for diagnosis m oncobogy, sewmobogy and cardinlogy. Therefore the product
aeed 1o be classified under CETSH 3004 2000 (Technical litersdwre for PTG s atiached ag Exhika B)

5 The Applicant furgher say that the intempretation ofthe Applicant also coincides with the interpretation of 15 Bosrd of Radiation
ard leotope Techrology (BRIT), Department of Alomic Energy, Governenent of [ndis who 15 operating the oldess medicnl
cvelitnen in the couniry of Radiation Medicine Cenirg, Boa R.C., Tata Memorial Centre Annexe, Mumbai. The Drhircctor of
Bhabtha Aemic Research Cenire is designated chatnman of BRIT and Jaknr Secretary (&MY, Depanment of Atomic Energy
ang amongs the desipnaied memhers of HRIT. Enclosed ns Exhibit DY i the lax inviede iziaed by BRIT for selling of FDNG 10
their client cdeporising FIWE under elassificathon as 3006 3000,
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“Any PET-CT imaging primorily nesds a “radiopharmacestical”, The radwpharmaceutical typically comprises al wa
components, oae & “tadinisotope” and another & “pharmaceutical™ or o drg or @ ligand, I & medicsl cycloron facility, the firs
opermion phways myvelves the production of 8 rdinisotope, like in our case, F-18. This redivisoope as such docs nol faye iy
clisical application unbess it is formulated and incorporated inie a phermaceutical for the synthesls of & radiophamaceutical, which
i5 Fluoredeosyglucose of Fhsdeoxvgleeose md populerty referred w0 a2 FDG. The synthesized radiopharmaceutical (s then used
fiar chinkeal imaging. The role of the “pharmaceutical” i 10 localize in the lissug or organ of interes! to be imaged and ki the process
of lecalization carries along the rmdinisetope which is tgeed o it The mdioissope oftén alse referred to s racer, emits radiatien
which then are detected by the radistion detectors present in the imagng system and with the help of computer algorithms, the
aigmals reosived by detectors are converted into an mage: )
The true clinkeal application therefore is derived from the synthesized radiophamaccutical 18F-FOG @ the radiochomisiry
laboratory mnd e from F- 18 produced at the cycloron



Products of Cheenicals and allied industries are classified vide Secson V1 under Chapter 18 1o 38 CETA. Chagter 30 has been
specifically carved out for chemical pharmaceuticals, by makers of the law, Thus the products or the compounds, mixiures ar
substance therenf esed for medical treatment ane specificall v covered under Chapter 30 of the Section V|

Maw with referenos to the classification of the procuet Fludeasvgliscose (18F) {lhe “FDNGT) we wish 10 Terther state as under -
Rules for interpretation of Schedules o TarifFare given in the TarifTitsell These arc werms &5 *General Imerpresative Rule (GIR).
The chapter pxies are given o the beginning ol cach Chapter, which govern entries inthat Chapler. The Chapter node prevals ver
hesding of the chapier. For the purpose of classification of FIIG if wi sefer the hending and sub-heading with comesponding

section notes nnd chapter notes then spparently there isno ambiguity or confusion fior ¢lassification as thus -
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I'he Birghhghied portion of Section Hese 2 implics das those themical
products, which guality to be classificd weder Crapter 30 [Heading
LK ete ) aee nol required 1o be clpssified o chemical under Chaoder
8o 19,

Fierther Lo st the fact thin FLAE are pos apon measured doses and
mie supplied in packings for dhomapestic o prophylacic use, the
apslicant has slread y submitied the eemices and afss esplaimed during
the conmrse of 1he hearing the ransporiabon mnd beadling of FDG.
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A explained in the lirst pan of our lewer, the tue clinical applicmios
{2 dermed Trom the syeihesized radopharmacotical 1EF-FIG al the
redsocheiiisy labormiery and not from Fol8 produced =t the
cycloton, While F<18 is the element prodeced n the medical
cyelomron, il does ol hivwever have any clinkeal uwage

Since the primary object of and classification under CETA, 15 1o racse
revenue hased an the refevant classefication, resorl skould nog be ol
far parpoEe of clasgificaion, o e scientific and technical meenang of
(s epimis aned expressions used thessin, ban 1o their popular meaning.
b 2 4o say the muemning ainehed o thi by tsose using the produed,
The sppdicant hes sowghl pedance of the AAR to seek clanlicatsm af
the radinphamzcemical FI3G and pot thal of the anificial radioactove
isetape F-1E. )

dumhua e @omic nusibe: of Bupnine is 9 and s rumberis 18,
Mow reading both (he section actes sl chagaes nodes (npether. the
imsendion of the legiskban i5fo carve vl those shemicals thal are wed
ms medicament o phemacostical product and include those under
Chapter 30
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The medcament oo pharmecedlicsl products wsed & digenisin
rexgents meril classaficaiion this uader this Chapler . Sub Heading
FHM IO becase -

) they are dingnoszic reagents designed oo be pdminsaered w
the paitenl, beimg unsised products fos ofscwmed éae o 3 abuve|
pul up in messiod doses produces [os discnssed #oee an §obdoe| oo
produzls conssting of fwi of meng ingnedienls which huse been mixed
togeiher for such uses |ar dVecwssed v the firsr paragraed of te
Anaramar of gl werer], as per para 4id) of notes bo Cheapler 36

ik they alsa meed the crileria of HEN, whach siates that “the
dingnosise reagents (ncheding mecioheal disgnosta reagents) caverel
by the hemling we e adminclonal by Ingestion, Injection, el
Drisgmcaiic reagenls vk destgred 10 be admrvistered 10 the pakiend de g
those for carrying oul lests o blood. Urine eic, semples tdeen from 2
paisent ar for use m [shoratory neagentsk are excluded: they Tall &n the
Erenilings apgropaiale 1o the mserials of which Bey are made {e.g.
Clagvter 24, Chingites 20 o8 hekaling 30000 o 1833

(e e FiWi (radiophemeacosical coesising of F-18
radiosetive componoid - based impclable producs) are miant for
omganiEssue insging The product is abe sdmimisiered in measered
doses (o the patients ool are used for diagnesis inoncolagy, nearodogy
and cardscdopy




{2 wste e rnnonls, i i, hoemsceationf prodvcls whok oev | For deciding whether o product i *medicassent’, [nlving pl'ill-l:i[lh:!
Iﬁﬁf&:mﬂrfﬂw smiemaked nanpacy dag s, fur eranpls, exre ol | gre releveml = § 1) presence of pharmaceulical imgrodients 1k hins
Ll : therapeunc of peophyiecist or cormive properties = relevaml and
Lhuﬂ”ﬂf““ﬁ_"_w “ﬂ'ml':;f::;m “"“""""'Lir propartion of medicamentd is ner decisive (71 even if o prodec is sold
Ficrpalioh 3 without n prescription of medical pracizioner, (@ may b sedicamen)
3] peopie who achmlly wse such prnduct sl anderstand i 1 De
medicamzns and (4] 15 premary function must be “cure” and not “ears’
e i el e wied madnly d6 curing o iresting an nilesen ar disease
= CUF v Clew Linborpromes (2900 42 GET 2 - JF tmmpenegom P27 - 295
L e

During the course of the heoring reference was also msde of rslivsctive isdoepe coball 60 uwsed 45 medicine i diagnosing and
treating certain discases. For the purpose of clarilication we wish to stabe than in medicine, cobali-Gl iz extensively emploved o
g melinticn snusce in exemnl rudiolhempy to ireat cancer, o arrel the devefopment of cancer. Oaber rdioactive Eotopes are used
a4 fracers Tor dinprostic purposcs as well as in resenrch on metabolic proecesses. This also cothcides with ouf comments above in
(b in s 4.

During the cowse of the heoring reference was also made of classification of INM subsances agreed by the harmonized system
cammiee in April 1993 and the copy of the leter with snnexure bearing reterersee no TARWIET dated 21 June 1993 having
Timiited? resiricied disiribution iz skared with us. For purpose of uniform mterprefation of HS, the WOO Tas published detailed
Explanatory Motes o viriws headings' sub-headings. WOO in its varieus somastices distussed classification of individual
products and gives clasification opinmn on ihem, Such information ks not binding in nature and only provides a usefil guideline
for classifying goods. The opinian vide circular bering relerence o TARWAT dated 31 June 1993 is issued of pbhal mone thin
2% vears ago and since then the regulotion, trade and EarilT bns undergone significars changes also the relevant lefter is et
secompanying Harmendzed System Committes documents and repons and due o which evidently it would be difficuli 1o
urderstand & to clossificaiion quedtions currently under consideration. As explained in Annexure | 1o cur spplication, te FDG
mnuifactured by the applicant is odministared 10 the scheduled cancer patsents 3 the respective FETCT seanning focilities and for
no alher purpese. The Gl PETCT prototype for clinical evaluation was funded by the WCTand insudled a1 the Universiy of
Plushargh Medical Center in 1998, The first commercial system iseil resched the markes by 2001, and by 2004, gver 400 syaems
had been mstalled worldwide Mow undersianding this definsely, the conbext in which the leimer wies Bmed in 19593 apparently
differs Fram the contect in which the presest application iz filed and she clarification is sought from the AAR.

Mevertheless a5 mentioned in oor siotement abowe, the products of chemicals and allicd industries are classfied vide Section V]
under Chapter 28 10 38 CETA. Chapaer 30 hns been specilically carved out fior chemical pharmaceuticals, by makers of the b
Ax sighted in our application aad mentioned in the table below, dug 1o the different classificstion being followed by regisiend
dealers under GST, there is abnormality due o higher rates being charged by the applicant and the sume is not in B inlerest of
the ultimsele bescliciary, given e genarl pringiple that wiere thene are tao competitive headings in TariiT, heeding bencficial 1o

assgsaee should be mdﬂe.d. B
Wam v i N erw L il e ke T T e

=
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Lt disring the course of the hearing reference was also made as s classification snd payment being fxlbowed by the spplicant
—_ il iy dave and no prtest heing fled during the coarse of the investigation o, We wish to swaite thereof that -
There is mo ‘rer fudicata (cause or sult already decided — case already decided by the court) o ‘extoppel” (siopped from denying)
in taxation matters, Either asessee or depariment can change its stand/ views. Assessee can change its stand {about classificaion,
valuation, o1e.), There iz no law that a mistake once committed ca never b rectified. Mere wrong clssification of goods by
pasoseee 4l one slage does not openate as estoppel’ res judicala agninst them for claiming classification under commect heading of
CETA - OCE v, Mahakushes' Pavrenes (2005) 157 ELT 289 (CESTAT:.
The Principle of res fudieata or estappel is ol applicable in taxafion matiers CIT ». Beg Lal Lokia - 1972 84 TR 273 (8C), MRLF LM v. CCE -
[ 6ds £ 34 BL.T 293 (501, b Machives v, CCE 1968 (35} ELT 570 {507, Madray Fertitizars v. CUE {1994 €0 ELT 625 = 51 ECR 347 {50 :
The appiicant and the parent company of the applicant has paid duty during investigatson hefore Bswe of shaw cawse notice due
coerchon and to avoid any ltigations. The amount deposited during invesiigation is deemed to have been paid undes protes and
tharelore that shall ot be considersd a grours! either 1o decide or dismiss this application
In the circumstance, W clear e amblgulty, we sinterely nequest the AAR 10 pass an appropriate order based on sur application.
the sabmissioms subsequent, the clarification during the course of the hearing and on the basis of further final submissions vide
is letier,
:rmmmmmmwm| AT AR N P PTINR wed b K ke e prgise sy il oo e osheror fikod sl e e -

03, NTIOMN = AS THE COMCE ICER
The submission, as reproduced verbatim, could be seen thus-

+ estion {1 i =
l:i:?: "|l:'|::|rl.‘ product findesxyglucose or ‘FDG cannat be classilicd under Chapter 3006300 a2 the sanie {e righily clossified

under Chapter Sub Hosding 28444000, The relevant Section Mote of Section V1 of Central Exciee Tarft Act, 1985 i3 extracted

below g
| (A} Caonds [Cifber (him raSsactve mes) answering ¥ & descopiion in heading 2644 or 2845 are vo be classifled in those hearkings sed is na other headag of this

Schedale
5



(Bl
2. Suibqest to Mate | abave, goods chassifiskle in heardmy 3009 3085 3006,32 12,1500, 3504, 33001500, 3507 19001007 or 3608 by e of Bang pel o in meisused
dinses or Fioe petaal sabe sio 00T classl e In thomo haadicgs nzd in 2o cther headng of s Schedule.

{idh The deseription of goads under Chapter Sub Heading 1RA 240000 15 as under:-

“Radimctive shemels and foropes and compounds giber than thosg of Sch Hunding 3844 [0, 2844 20 or 2844 30 allogs, dspersions (ochuling eermeish coamie

products And matmes sk 1hees e meis, Eropes of componds, adinagive reidues”

(iif} The product fudecsyphcese —FIE monufactured by Applicast & a Radiosowpe obtained sntificially through Cyelatron

nspchine and answers o the descrptios under Chapler Sk Heading 2444004

{iv) It i3 clear from the contents and detailed explanation of Note 2 given in Section ¥1 shove that the geods mentianed in Note §

(A 1.2 goods Galling under Chapder 2844 or 2845 will mt be classiPed woder amy other beading irrespective of Sie products heing

put up in mensured doses of for retall sale. Hence, the product falling under chapter 2844 or 2835 are to be classified in those

headings ondy and na ather heading althe Sceedake. Avcordingly. the products falling under Chapber Sub: Heading 25444100 will

s in ckissl Searon in Chaper 28 oaly.

Diuestion {1} -

1 i5 clear from the contents and deiailed explanation of Mote I given in Section VE above that the goods mentioned in Maee | (A)

i.e goods falling under Chapter 2844 ar 2845 will not be classified under any other heading irespective of the produces being put

up in mensured doses or for retail sibe, Hence, the peodect falling under chapier 2844 or 2845 are to be classilied in those headings

onlv mnd mo other heading of the Schedule. Accordingly, the products Falling undér Chagier Sub Heading 28444000 will merit

classification in- Chapbor 28 aily,

Annexurs | rindemimt of Facts

Poii (1 to 3= Mo Comments

Piinl {4):= The Applicant was spprised aboul excisability of the product i FDG on 26072006 o lime of roconding of statement

of Shri Sachin Ashok Salvi, Genersl Mansger. Finance of the applicant under Section 14 of Central Excre Act, 1944, In reply 1o

the question as o whether the product ie 1BF-FDGIFludecxyglucese} atiracts Cenitral Excise Dty and iz classifinble under

Chapter Sub Heading 28444000 of CETA 1983, Shri Sachin Ashok Salvi replied that the product FIMG is Excisable snd suracts

Centml Excise Duly. Furilver, the applicant In their applicatbon dated 020820 16 for Central Excise Regrstration (Foemm fe || lees

alze clnssified their excisahle goods manufaciured i.c Radionetive chemical eloments and radiepetive |mlﬂ-p¢5-li [m:-1u.‘|ing the fizstle

ar fertile chemical @lesmenta and lantopes) under Chapter Sab Hesding 284440080 Thie peoves thot even the applicant acoepled the

contention of the department and started classafvang their product Le 18F-FOH Fludeosyphicoss) under Chapter 28 1o discharpe

Ceniral Excise Duty of approprints mke

Podnd (5):- M Commentis

Annetre-I - Applicent’s view prints and submesssion om issues on which the advance ralisg is sough

Poind (1 0 2= Mo Comments

Poind (301 :-  Applicard hes contended that the Deparimend view of clusification of subjeet poods under chapter sb haeading

FA4 sulfers oo legal inliemity, mis-appreciation of fects and weong nvocasion of stafutory provisions, However, the conlestion

ol T applicant is Gactunlly moarrect and devoid ol any medl and dederves ta be disissed.  The applicant relied on MNode 2 of
diaprh ] of CETA 1983 i support of his condeptom.  Howewer, Node 2 of Sectbon V1 of CETA [92% has o be resd n

hjon and subject to Note | of Sectien VI 11 is clear from the cantents and detailed explanation of MNate I gives in Section
il e poodd mentioned o Mote 1 (A} Le gopds [alling wnder Chapler 2844 or 2845 will nat be classified wnder any

pa irrespective ol the produwcts being put up in measured duses o forrelail soba. Flence, the product falling under ¢lsgprer

#43 are to be classified in those headings anly and no ciber heading of the Schedulbe. Accordingly, the producis falling

b uru:n_,"t"l'i. dner Swh Headiog 284440000 will merit chissification in Chapser 18 anly.

er sehstantiated by the descrption of geods geven under Chapler Sub Heading 1o 28434000 as fillows-
Y glemenis and noiopes and coinpougs aiber thas fhose of Sih Hesding 2844 ||'I IR 20 g 1EAS T allops, dapériinei Dmiluding ceimela), Gstng

urther Shri Sachin Ashok Salvi, Gereral Manager, Flnn.n::.: also admitted in his statemend dated 26,07 2006 thad the product

?%ng]mu: F 18 manufacred I:|1.- Applicant 15 & Radinizotope obinined arificially through Crclodron machine.  He further

mdmitved that thesr prodiecy e FIXG i excizable and ansact Central Excise Duty.  From the reeding of Chapter Seb Heading
28444000 rend with Section Note 2 of Section W1 that the prodiss) manulsciored by the applicont will be ghely classifiabbe wder
Chapier 2844440040 and not under ary other Chapter heading in terme of Mese 1A of Section ¥ el CETA 985

i clear from the contems and detatled sxplanacion of Mo 2 given n Secslon V0 that he poeds mentiopsd in Bt | 0A) 12
goods falling umder Chapier 2844 or 2845 will not be classilfied under amy other heading tricspective of the produsts bsding put up
in measured doses or for reteil sale. Hence, the product fulling usder chapter T844 or 2845 are to be classified in those headings
oty and no ofher heading of the Schedule, Accordingly, the products falling under Chapler Sub Hending 28444000 will mesit
classificalion n Chapler 28 caly.

(iv} It is Further clarified in HSM under Chapter 2844 that Racioactive totopes of these same clement: obtained artificially (eg,
Be 1LF 18 AI2% P 32, Mn 54) are however o be considersd o5 isoiopes. This clarifies thal istope of element FIEE ore o be
considered &5 isotope only and the same would be appropriately coversd ander the definilon of Chapier 28444000, Hence, ihe
confentin of applicant regarding classification of their prodsct under Chapler 30 s bosed on mis-imderprelaion of Section Mote.
(vh A per CETA, 1995 read with the relevant portiens of Hermonbzed Conmodity Deseription and Coding Bystem, Val-1, 0 18
evident thal FD-18 svauld fall under Chapter Heading 2844 af CETA, 1985 as ibe prsluct falling under chapler 2844 or TR4S
are 1o b classificd in thase heading oniy and no other heading of this schedele. Accordingly. the prdocts falling under Chapter
Sub Heading 2444000 merit classilication in Chapter 28 anly

(c] The Explanatory notes from Hammanized Commodity Deseription and Coding Svstem, Viol-1, relating 1o chapter heading 1844
in para [[ (e} (1] mentions 2 under:

KN Coirnpeimids of s e y et { [ i} ahasien

ANEG IS rahgaren dange nd 1R (0 e s e el

arn r-':i::-, e for dizgraing or bestng cotme dome |oebdl 52 odiee 13, prid 19, paophomoe B2dc ™

Lo

Im wigw of the specilic mensen of 15 use in medicine for dlagnosic or eaiment parpose in the Explanatory note of
chagior subhoading 2044 of Harmorizd Commaodity Descrption ansd Coding Sysiem, the applicant’s claim reparding their procuct
being a Dingonstic rengenls and hence linkle i be clossified under chapier - heading 36 is devoid of meris.



Podrt (4] (1):= The confentbon of the Applicinl thet the prodoct Falls under Chapter Sub Heading 30063000 15 nol correct. 11 13 clear
Frovm the comlents and defziled explanation of Mate I given in Section V1 above that the ponds mentioned in Male | {A) e goods
falling vader Chapter 2844 or 2843 will not be classified under any oiber heading irrespective of the products being put up in
mecasured duses or for rotail safe Henoe, the product Balfing under chapeer 2844 ar Z2E45 are te be cassificd in thase besdings only
and wo ether beading of the Schedule Accordingdy. ihe praduwets fulling under Clapier Sub Heading 28444000 will merit
classification in Chapter 28 only,  As per the Explinnlory nole o Chapler Sub Hesding 2844 of Harmonisesd Commodaly
Drescription amd Coding Svstem, Vol-L Page Mo, V1-2844.1, VI-2844-2, V1=284d-3 and ' 1-2844=4 wherein il i5 ¢learly stated thal
Chapter Heading 2844 snd 2843 covers net only isotopes in their pure siate but also chemical elements whose notural isciopic
cornposition has been artificlally modifled by enriching the ebements in some of theli Bolopes of by comverting through o mucleas
reaCLinn, some is0opes into ther, arificial isofopes, Radigisotopes o s same glements obtagned artifically {e.g. Be 10, F 18,
Al 29, P52, M 540 are however 10 be considersd os splopss

{ii} In support of Revenue's contention that Fludeosyeliscose F 18 (FDG) is classifioblo under Chapter Sub-Heading 2R4-440010,
pMease find enclossd herswith classificatinn decizion of Indernntional Moo Propristary Mame (INN) Substonces agreed by the
Harmonlzed System Comeittee of General Apreement on Tariff & Trade { Now Wordd Trade Orpanization ie WTOb for
oosideralion.

{iii} In view of the above, the products Flodeoxvglucese F I8 [FOG) s clissfinblz under Chapler Suh Heading 20444000 of
CETA. 1985

{51 This oMice has issued Show Causs Notice w Mi's Board of Radiation and Botope Techiodogy {BRIT) for nwer-alla cbassiiving
gends including FI8 ender Chapter Sub Heading 2844 and the adjudication of the same is under process. As instructed the copy
al Show Cadde Motice encloged herewith

1. In view of the abave submissions the application of M Mueclear Heabibeare Lid, Mavi Mumbal should be declded by rsjecting
the contentian of The appBcain os the subject goods merit classification in Chapler 25,7

04, HEARING

The case was taken up for hearing on dt-30.01 2018, dt.07.02.2018 and dt.15.02.2018 when
Sh. Sachin Salvi (Chartered Accountant) attended and reiterated the contention as made m the
written submission that the product be classified under Tariff Heading 3006, S5h. M. V. Gholap.
Assistant Commissioner {AC), Belapur G5T Division-I1 attended the hearing on dt.30.07.2078.
B, L. Meena, AC, Belapur GST Division-11l, the concerned officer and Sh, R. V. Salaskar,

ﬂ'le E;ﬁfl uct Fludeoxyglucose' or FDG', It has been quened as to whether the impugned product

I c'a.n be classified under Chapter 3006 3000 of the Central Excise Tariff Act, 1985 We have seen

the invoices issued by the applicant wherein the product "#F-FDG (Fluorodeoxyglucose)“is
mentioned as falling under the HSN Code of 28444000 and attracting GST @18%. The applicant
has also submitted the invoice issued by the Board of Radiation and [sotope Technology wherein
the product "FDG 18" is shown as falling under HSN Code 30063000 and attracting GST @12%.
The reason to mention the aforesaid is the applicant's humble plea during hearing to clear the
controversy surrounding the classification so as to have a uniform tax discharge by all dealing
with the said commodity. However, it is seen that the applicant has given an elaborate
submission in favour of the product falling under Central Excise Tariff Heading 30063000.
Further, it i seen that the applicant has contended that classification under Chapter Subheading
2844 of the Central Excise Tariff Act, 1985, suffers with legal infirmity, mis-appreciation of facts
and wrong invocation of statutory provisions. To appreciate the issue, it would be better if we

reproduce the competing Custom Tariff Headings and Tariff itermns thus-

7



IETTT] “HADIDACTIVE CHEMICAL ELFMENTS AND RADIOACTIVE ISOTOFES (INCLUDING THE FISSILE OR FERTILE]
CHEMICAL ELEMENTS AND ISOTOPES AND THEIR COMPOLUNDS; MIX TURES AND RESIDUES CONTAINING

THESE FRODUCTS "

e W ataral sl # compuunds; alloys, Soprrsans (inckdig ceomeish ir T and ining natural
| ramsum oF netrel uranium compeunth e o

30 Tlranmium enriched in Ue anil s congousds pllll.lll.u l-nlhhrv--, Is; wllayi, i sk |l lsling Cermieds |, cemimmic preduces

mixiures comin urissaunk eprigbed = Lias, ar fen l ul'ﬁ-:rmdu:h
ECTEET Uireanliert dapieted 19 [y o i compoundr, mﬂmmmmmuum"mmmmm
™| micrares cowaiming prawiam depleind in Ly thesiam o
T 0 HI i Uranium depleted in Lo i tharium and ther allers, mrﬂl;lll ar wrasphl and cuimpedids thereed

Covmpenmir of (Benum or of presver depded’ i Eop

.! T Thariua asnds

[WmEIIE | __ | Theriom eydrsside
TIRHI0I3 || Theriom sitrser
1i 1844 20 19 — Orher
I aed Ja 0 Woante s scrapoof ranidm deplencd in L or af iharium
meam (| e
1044 48 00 Hadisactive elements and sulopes and compousds siber han (Bese of sub-hesdings 2844 10, 2844 29 wr I644 .mj
7 alloys, dEspersions (istluding cermets), cernmic preduces amd mistures contining these cbimeats, Bolepes o
¢ i i il 62 P dboa etlve hies
pe PR R _1 Spend firredisded | luel demenis {certralgis | of sedead reacirs
ETT PHARMACEUTICAL Gﬂﬂ'ﬂlE SPE'E'“ TED 1% MOTE 4 TO THIS CHAFTER
00 15 Sierile surpicel ©atges “similar sserile suhire mawrialy (e lunfang poerile sheorbable surgeesl o denial yaras] sed Slecile lising

= adbesivis bor sergoal mewad dosure] derdle lemdnaria anil viesdle lamdaaris deain; sierie absorba ble surpeoal o deisld hee mssi o b
sperile sarical o demtal wibesan barmers, whether or saf sbmrbakse ©

3806 19 19 Saerile, surghoal cotgal wnil simdar vierile sutere mabhrals (chading sienie ahssrbabie surgical ar dental yaras) and steribe tixies
=== adbesires for wooed glkasure
UM 1@ 10 Sderile Biminsria and venle lamimaris leeis vierde shsnrbble songicsl or destal hssias g, aerile wrglial o dest sl giealon
barrier whriher ir not sbarhibie
BHH 1 M) Hlesai) gromping reageals

T _| Opacifying preprations for X-ray examinations; diagnosdic resgents desigmed 1 be administered ts (he pationt

Meatal cements and ol dental Blingss bane rosansinictian coments

Firsd-aid haves anil kit

ofn s L n——

Chemiieal oA aceaiive preparenonr derad sm Arramenes, o sther prodacty af heodrog ST er sw sparmiondes

Haread in harmuines

s e

Based o aiher products of hesbing 3957

Maved on speroaciden

Toel (MEpRTATIENS OESIpned 0% Be B3ed 10 hUmkas or velerinary medicing as 8 lubricant [or paris f (b bady Ior sergical sgeranans
ploistal coaminglives or 84 & doupiling egest Defuies e body and sl ndreness

{Whery

Applineces shonlifable far sasemy use

[ Jies 2 HI Wasty pharmacreic sl

To understand which of the Headings would cover the impugned product, we need to
understand the preduct and the principles of interpretation. The applicant has preferred to refer
to Wil:ip-edl-a b expiﬂin us the impugned prﬂ-.iu::t. We see thus -

Fhlﬂm;}*glumst {"F_r [E‘:’H’s ar llu:im:nlums: F 18 (LIS AN and LISP), also coammonly called faorodeoxyglucase and

abbrevimted ["FIFDG, "F-FDNG or FDG, is o padigpharmaseieticsl wsed in the medical imaging modslity positron
emissien wmography (FET)

Inl-mdw;lmr-

Radispharmaceuticals are unique medicingl formulations tontaining radioisotopes which are wsed in major clinies
argas for diagnosis and/or therspy,

Definition

I.ldiu-p-lurmlﬂuth:h cam be divided into four categorkes:

Radinpharmaccutical preparation A radiopharmaceutical preparution is 4 medicieal prodoct in 8 ready-to-use fores
sultable for human use that containg a radionuclide. The radionsclide is integral o the medicinal spplication of the
preparation, makmg il sppropeiste foe ane or moere dagsosic or therapastic applications,

E



Radionuclide penerator A system in which o dpughter radionuslide (shon half-life) is separsied by elutien or by other means
frem o parent radionuctide (long half-life) and [ser vsed for production of a radiophormaceutical preparation
Radiopharmaceutical precursor A redionochde produced for  the  radiolabelling  process with 2 resulant
radivpharmaceaticul preparation,

Kit for radiopharmacewtical preparation In poseral a vial comalming ik non redicnoelide componens of a
radinpharmacentical preparation | usankly in the formof & sterilived, vofidated product o which the appropriate mdicnue s
is added or in which the appropriate radionuclids is diluted before medical use. In mosd cases the kit is 8 muHidese vial and
proguction of the radiopharmacentical prepuration may require additional sleps sech as boiling, heatbng. ftration
snd buffering. Raodiopharmaceutical preparatoas dertved frwn kil dre normally inbenced for wuse withm 12 hours of

preparation

. . . i inn-facilifess pplication-i n-medicing me in [lkalt
Medical Cyelptron = A cyclotmon is o maching used 1o make rebsovely short lved radioizsotopes {radioactive sioms) that can
be used for medicd] imaging and research,

s hitpciiegws chinstimgeten comion/tungsten-infarmatinn ST 195-6i- 1 3445
Tungsten 15 used as sheelding material in radiation medicme. [t always uses tungsten condainer when fransporting
NMuorodesxyglucose, whose kigh energy makes the fluore- 1§ besd container anazabde.
Fluprodessyglucose is o fuoro dervative of <leoxyglucose, usually refirred 1o as [BF-FDG or FIRG. FDG s most
compoily weed bn posiron entission tomography { PET ) medical imaging eguipment. After injecting FIXG into the paticnt,
the PET scanner can consirect an image that reflects the distribution of the FDG in vive, Thea, the nudear medicing
physicinn er radislogist evaluates thowe images o make o diagnosis of various medical health conditions.
1 EF=FIMG cien be used 1o assess plcese metgboligin (n the beart, lungs. and brain, FRG-PET can be wsed for cancer dizgnosis,
siaping and trestment mopitenng, especially for Hodge's disease, non Hodge's lymphoma, colorectal cancer, beeast cameer,
mezlanceni and lung conosr.
In addditdon, FOG-PET also bas been used for the diagnosis of Alzheimer's dissase, In the ficld of muckear medicine, compoond
|BF-FIMG, besides #s importand use in cardielogy and neurology, it alzo exhibis cancer ssues thal can be detected by
canventional methods, or comect the misdingnosis of these dissses

widents of Pharmacy, Phars
= i i 1] unids and The
1,2 Radiopharmacys dispensing and protection

Radiopharmacy deals with the manufactare and dispensiag of radicaciive materials that are used w5 radivactive
medicines (or better Known a8 redivpharsuecaiicnyp, Rodiopharmaceuticals can be wsed ay diagnostic or therapowtic
tools. Radionuelides that am wed for a dingrodis shaald hove s little an impact os possible an the health af the pathant.
10.4 Radiopharmaceuticals for imaging

Radiopharmaceuticals are typhcally administered imtravenously and then distributed to a particular organ. The moloouk
et ind mod the radholabelling. will determing 10 whigh argan the esdinpctive nlecule i transponed. y-Rodintion i detected externally by

wgpecial sciniillaion deicctor, ok knuwn 65 & gasme camera,. The camens cipaees the emiied radiation and foos 2 tvwo-dinensionl
e dEpgrsoctic 164 - also called sclarigeandip
=5 y =L, FET produces 3 theee-dimsasionnl msage of the funcional processes m the humsm by, The method & bsed on the use of
. posifofeddining radionacades ped their indmealy emitied gamnss rays. Radsoouclides, the o-called iricers, an amroduced 1o the body s
il st hifiozically acinve mabecules. PET alio uses gamma cameras to detect tee nkemally applsed cadiatnm, bul in moeen Scimnes, Miee
| * II_ .r."" 1 ilrr-l;:'" ol reages are often achieved with de aid of 0 CT N-ray sean pesfarmed at the spne e a5 part of the seme maching. _
) k i 4 Miggnosrie X-rey uses external moiaiaon, whick is senl kmough the bady o produce a teo-dimensional image, whereas scinbagraphy is
e LT g o the dntemal decumilation of radinnuclides
G g, T == A P mTechnetium

gl TR D AP A
e =10.4.2 18Flueride: PET scan
Flunrine has the chemical symbol F and atomic nember ¥ and is ibe most electronegative dement, Ii belongs o group
|7 of the perindic table, the so-called halngens Floorine typically exists g a distomic molecule st room temperature,
There are 18 isotopes known of Auorine, bat coly 1 (19F) ks stable. Most of the radieactive isiopes lave 3 very =hon
half=life, meatly < Tmin. Only the radisisotope 18F hasa longer hlf-lile of around 11 mis o 15 chnically wsed e
I16F Is & positron-emitting radisisvtepe and is used in mdiopharmocestical imaging such as PET scanning. Two
compounds, namely eorodeoxyglecose (18F-FDG) and derivatives of |RF choline, sre under intense elinical investigation
mndior use.
18F-FDG is & glucose derivative that contains a radielabel (13F) at the ' position replacing the hydrexyf group.
I8F-FDG is administered intravenouwsty and is used as an assessment of problems with glucose metabalism, espedially in the
brain, often associated with epblepsy and in cancer. Aress wheres an mcreased absorption of IBF-FDG are visibe correlate 1o
areas where an incrensed glucose metaboliam is presentb ) 8F-FDG s distributed around the body similar i gleeese and is
cleared renally, There dre s known centramdications koown o 1IF-FDRG (Figure 10,24}
18F-FD; i the main radicimaging ageni used in PET seaaning. Exumpled include =idiey of hean, where it is need
ta dilferentiate berween dead and live tiszoe m order to assess the mydcardiom. In neuwrology. it can be used o dinpross
dementia, seizure disonbers or tumours of the brain, 18F-FDX is generally used to mssess the extent of the wmoar in & cancer
patient Cancerous tissee is charcterised by increased czll proliferation, which requires énergy, and thersfore an increased
arnount of glucose. This leads to an wccumulation of 18F-FDNG in malignant wmours and allows. judging the degree of
metnstasis lormed. This information is Important for any surgical procedure and sl for the initial assessmant of the cancer

Unfestunately, there are Emitations to the use of 18F-FDG, o5 its uptake is not very specific. Asa result, other comditions
can also couse an accumubabon of 18F-FORG ond can lead to misdiagnogis, These conditions include mitammation and healing
af wounds, which alsn show increased glucose mctatalism, _ _

Therefore, & variety of other 1EF-labelled compounds are under intense scrutiny as altermative PET sanming agents,
mainly compounds with & more specific biological pithway. This includes 18F-choline. Chiline i5 a compound mcomporabed
it the cell memhrane and therefore cells dividing atn fast mte have an increased need fos this subRance. Studics fora range

b



of temnurs were undertaken, bit most studies Socussed on prostate cascer. In comiparison to 18F-FDG, 18F-choline showed
less aclivily in the bladder and a profonged elimiration via te Kidneys, Additionally, bielogical processes ther than cancer
elzo include mpid division of cells and can lead o misdiagnesis (Figume |0.25).

1043 6T Gallum: PET

We have certain inferences from the above that -

s Fluoring has the chenvieal sywibol F oand atowic wwmber 9 and i3 the most
electronegative element.

= 15F 12 & radieisotope,

= 18F is a positron-emitting radioisotope and is nsed in radiopharmacestical inaging
swch as PET seanning,

o Two componnds, namely Muorodeocyglucose (18F-FDG) ard derivatives of 18F

choline, are wndder intense clinical invesligation andfor wse,

Thus, it can be seen that Chapter 10 Is about "Radioactive Com pounds®and 18F-FDG is
a compound of the radicisotope 18F. In this background, we see the Customs Tariff Heading
2844 which is for “sasoacnve CHEMSCAL ELEMENTS AMD RADIDACTIVE ESOTOPES (INCLUTMNG THE FISSILE OR FERTILE CIEMKCAL
ELEMENTS AND ISOTOPES AXD TIEIR COMPMUSDS; MIXTURES A5 B RESIBUES CONTARNG TuEsE mrosccrs . Thus, the Heading 2844
covers radioactive isotopes and their compounds. 18F-FDG being a compound of the
radioizotope 18F, it would fall in this Heading 2844,

However, it has been argued that the mpugned product being a chemical
pharmaceutical, falls in the Heading 30,06, Since the whole gamut of the arguments revolve

3 - I . ] ICALOR ALLIED INDUSTRIES MOTES
E : I]'- i 1o0A) (Goeds (other than radioactive ores) answerlag (6 & description bn beadipg 28,44 or 28,42 are b be classified in
B ';_ |: - ' & (fthose headings and in me sther heading of the Nomenclatare

"-_-_-!_-1': i tl_ﬁ Subgsel 10 pargaraph (4] shove goods mEwering & descrgption im heading 2843, 28 46 or 1852 aee o0 be classafied in ibose

= headings and mnce oiker heading of dhis Section

L /ﬂjmmm goods classifiable in heading 3004, 3005, 30,06, 32,12, 33,03, 33.04,33.05, 33.06, 33.07, 35.06

o S FT AT o 3E.0E by reasom of being putup in measureld doses or for retail sale are io be classifled in those headings and
im na other heading of the Nomenclnture.

CENERAL

Maoke 1.

Under the provisions of paragraph (A} of this Note, all radioactive chemical elements and radinactive isotopes, and

compeands of such elements and isatopes (whether inorganic or orgonnic, aml whether or nod chemically defimed). are

clissifled wider beading 2844, pvon though ey @ whii [all uniler saome sther heading of the Nomenclature. has

for cxmnple, bty sodbum chilorle aml mdiooctlve glyccrol i b hesding 28,44 ansl st iy heading 2500 o 29,05

Simelarly. radloactive eobvd sbooleol. radboasiave wold, avd mdioice s e oobals e inall circues binges ckusilied w beading 2844, [0 =hould be

el heweever, (et saidlicsigive ores aie chassilad im Seation Vol e Momosciaie

In the cpe of non-radicperive mdwactive sgopes aml their cosnpesmils, the Mide provides tha these (whether morganic or eegunic, amd

whetler o ol chemicly delsssd] o clasdied i heading 3335 and i cloeshere o the e lare dacs the tsiope of corbin =

lassiNed smdser hembing 2835 gl o under beipling 24 9

Paragraph (B3 ol the Mole providies thal poeeds descpbod m headimg 2008 TR ar 7K 57 e 1o be chyssalasd ol odnchaer e al Dease

hendses of these leesdings i appripriabe and smder v other beading m Scdion ¥, prossibod always @y are il radivacbiveor in @ em

af igedones Jan wiith cose ey are clossiled ascither beoding I8 40 or beading J845) Phis parsgsaph sl s Mot prdes. Berefore., (hat

ed. stver casvinpie s cliassithed in heading ZEA43 amd nod e headieeg 3501, aml i silves noraec, oy an whaos pol up T relai® sile nesdy o

phaolegiraphic s, wclogailTed s Beailing 3343 @l oo |n||.ﬂ:|ilh_.| 11, 11

Mote 2,

Sectivn Mote 2 prevides that gesids {other than those deseribed in hending 2843 10 3846 or 28,537 which are covered by
Jamnabimg 000, 360, 0%, M0 A X 1Y, 33,00 3304, 3168 3506, 3007, 35006, 7 07 i AR by rosenn ol heimg pat op o
mexsured doses or for retnil sale, nee to e classified in those hendinps notwithstanding that they counld also fall m some
wther heading of the Momenckature, or example, sulphur pul upe Bor reiail sale e therapeutic purposes is alassilicd in
Tz M aind nof i heading 2500 o 200, sl desicin pai op foe netnil 2ile ws o ples i glissified m heading 23000 anl
farl i Fncadinge 3505,
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CHAPTER 25 - NOTES

6. Heading 2844 applies snly o :

{a) Techoetum jatomic Mo 45}, promethivm (akome Kos 6 1), polomiom falomic Mo ) and all clomemis with en stomee number peeater
Ehaary 34 ;

b Meurad oroeraliciak rdioactive isoeopes {inctsding those ol the precious meiaks or ol the base metaks of Sections X1V e XV, wheiher
of ok miged wogetker;

(o) Compeunds, inorganic or organic, s these elements or Batopes, whether or nod chemically defined, swhether or nod
mixed fogether:

i} Radwaciive resklues whether of nof uishls.
The leree “ialopes”, for the pieposes & this Mots and of the wordsng of hesdiegs 2844 and 2849, relers i
= imdividusal poclides, excluding, hovwever, these exsling m natons in U man | sodpi s,
- masivres ol isolopes of ane and the same element, enmiched {none of several of the sald isoinpes, thal &, cbzments of which the navural

mealnpie cormpesilice b been wtifizieky modilicd

The Lenm "sitopes 7, for e porposes of tas Mot ol OF th woeding of beadings 12 44 and 2845, relers 1

= |ndividnsd soclides, excluding, Bevever, those cxisling m nalure in the moncasalinss siske,

= Mixmares of sotopes of ohe and the seme ekement, enciched s ooe o severdl of the said sotopes. that is, clomeents of which the natural
ol Ga oo hie been wrilieldly medified

GENERAL

() Products which remaie classilied in Chapter 28, even when fhey are nod separate chenreal elements mor sepavate
chemically defined com oy
lendime IHA4d - Hadinacrive elemacan, radigactlye sniopes of Compounds (in0rgasee or argainie | ul mdsiores cominining rhese

i el nees

o HEAMNG 2844 - NOTES
(1} Tsntnpes

19 alvonilal bz e thae clemenis exiding in nolure i ibe nomisolopic sale, oz beryliium & fluorme 19, alumenion 27,
phosplisms T, meimganese 35, ot ane nel & be somsiferad gs soionpes, it are s he elamsifal, inoaither the froe or ghe
commhimed snve, posording Lo the case, in the mong specific leadings rebating b cleniew] elenwemis or wo i compminds,
Radisactive isstopes of these same elements obtzined wetificielly (e, Be 10, F 18 AL 298 32, M 34 jare. however,
to he considered oy isotopes.

(1T Radivactive chemica | glaments, radisactive isotopes and thelr compounds: Mistures and residues containing ths e
products

(Ch Radivactive compounids; mivtares sl residues containing rodisactive subsiances

he radiosctive cleemical elements and isatapes of the present Beading are often med in the form of com pounds or
uets which gre “labelled ™ (e, contain isolecules with ong or more ealloactive atoms), Such compounds remain
d b thiv settiog, even when dbsolved or disperasd ing or misel naturally or arctilisially with, other
dlive or nen-radivactive madecials, iese chements and iadopes ke slse clossilied in iz heading wlen in the

nllisys, dispersions or cermals

ial rnddipnetive Botopes and their compounds dre asel

- Wiy
k% S o imeslicing, @ forslingnesing or treating certain discases (cobalt 60, wdine 131, gakd 1598, phasphorus 12, ete).
L% U, == 2P el ..
g T sTETE ) In Bolopy.,
S Kadinactive isatepes and iheir compounds are nonnally pei up in dhe form ol powdes, soluliong, ieedles thiead e

dhiets. They ure generlly comain in gless ampoubes, in hodlow pladinum needks, i sipinless sioel tebes, @1, whidy an
pucked i anti-radiation metal oter containers dpenerdly of leady, e Clisice ol tickaess of whih depeiils on e
deitree of rmdivadivity el e stopes I scoordanes with cerabi internationnl ngreements, o special bl must ten be
ufffasad v the somaligr, giving panticuloes of the isowpe comtuimed therein and i degree of redinbctiviny.

= CHAFTER 30 - MOTES _ _
4, Heading 30.06 applies only 0 the fllowing, which ane 0 be clasiled e heading and in no other beading of the
Temmencinurg |
i} Opacifying prepamtions for X-my examinations and dingmostic rengents degigmned to be administered to the patient,
being unmixed product: pit up s messured doses or products consisting of two or mone ingredients which have heen
mixed iogether for such nees;

HEADING 30,06 ~ NOTES
(6} Gpacifving prepacations for Meray examinations and dingnostic resgents desipoed to be administered o the patient,
being ummixed products put up In meassred doses or products consisting of twe or more inpredients which have been
mixed tapether for such uses )
The pecifiing preparations are used in X-rav examination of intemal organs, aneres, veins, urinary perisnecs, bile duct, ete.
They are based on barium sulphale or ciber sbstances opsque to X-tays and may be pet up for mjection of for ol
administration (eg., barium meal )
The diagnastic reap: ing
i i designed io be adminstered 1o the patienl {e.g., those for carrying ol tests on Blood, urne. e,
samples taken from a patient or for use as labormory reagents) are excluded: they fall in the Beadings appropriate w0 the
materials of which they are made (eg., Chapler 28, Chapter 29 or beading 30452 or 38.22)

r_imjectiomn

We may also have a look at the following :
¥
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MAGNOSTIC AGENTS-TYPES AND APPLICATIONS: A DISCLISSI0N
Sumil K. Mizm', Atnlyo Yerma' and Anjmt Kusnar Mishra'

1Deparmieni of Chemistry, [ A& Y Cobepe, C.5 1M Ushversity, Kaapor [LLP ] INELA
IDparmesen of Chamirirg, M B & Collape, E.N Kithfa Uaiversity, Da'bhangs (Maar [NINA

Rasically, dingnostic ngents includes chemical compounds of inorgame or organtc nature, most of these being madified in
their stuctural moedy, so as 1o become specilic for their tes! renctions. Thewe modifications make them biochemicals,
depending upon their constitution and functienal groups. Inorganie chemicals see pot divectly funciioning as diagnostic
agents, but their use. by some way, 18 essential gither 10 contred the: reaction progess or W provide e necessary conditions
for the systematic analysis. Besile the organic reagents used, dyes and siain are an important class of diagnostic agents
especially For quantitstive determination by colorimetry. which i now the best ool for disgnosis. Radioactive racers are
sxtensively used in rontine elinical diagansks, Tmporiant examples are, studies of the Tunctioning of thymid glasd and 10
locate the exact site of the twumors of brain by dsing radivadtive wding, swdbes of hleod dreulation time wsieg mdioactive
sodiam and chremium, sudies ol ohecure ansemias and oiber blood disorders vsing radioactive iron and studics of importan
bady funclions such as digestion, metabolism and excretion. The fusctioning of different parts and organ Sysems of the body
mich as the liver, | kidneys, cc. 19 alse Audied by using radioactive isalupes, thus cnabling the diagrosis of different disease
Silies,

Bromtly, we con divide the various compounds used os diagrodfic agenls ihlo Fovar major clscses x

A Prorgande and copanic compounds used dimecly.

B [rves and staing specifically for use inend poast of iniisl mig colorimeiry

O, Radiosctive fracers

0 Culinre-migdia chemicakbaaie congistues boing Agar

lﬂlm.grﬁ?: Tracers™

Mam sad Sy mbal Farm sy (PHagnpssic)
mHrERm Encgpiulaned soae In bone mererml psal veer
:I.'I'l.l'l'|
L noal . Badisactve Vimmin HI2 For atmenes ol minmes Tathn (FOL) 0 defecl W abwoipics
Y, Bl ) tzprasl Memabalic gpdies,
Fluarine Sodmm  Duoride  {reacior | Home scan
b 3 produced)

4 i i CHTRIIN

Juorine- |8 is one of the several isotopes of fluorine that is raustmely wesd in radislabelng of bmokecubes for FET; becmase
pasitroa enmining propery amd faverabde holflifs of 1058 min. The bisdogically active moleoule mos commenly used
T is 2-desxy=2- " F-Muom-f- D-ghicos: {®F-FDG). an anolagae of plecase, for early detection ol fumors. .0 00 gy
n mformation fram the soapes of Fluarine Wikipedin page [200], fluorme hag s2veeal fsodopes. "F, "F "F.Y'F and U'F

{ B ior 175 these isotopes are radivactive and have very shorl halflives, especially 'F, =F and **F. “F and "*F are used _
! Jhi byd thae cientific community, especially "F, which bas a half-life of 1098 min. "F emits 2 poston tha collides with an
Ill_ s { __:F electiogn, which is called an “annibilation reaction™ and produces two phitons with 511 Kev (pamma mdiation ) T807 aparl
"'Q- '.-i'_ e JE;r' . Because of its short hali-fife ond positron emission, '*F s widely g in molecular imaging of biological and
W 1 - i H]:lﬂ mik] processes, cluding carly detstiben of many disésses angd nsseasment of treatment response by positron gmission
R Wis erm graphy (PET) [24-14].
l"-"-\-\_.._:._.-

“FET s a ruclear medicine imaging technigue ihat pmdeces o three-dimensional mage of finctonal processes inthe bady

[27.28]. The system detects pairs of pamma ravs emitled indirectly throwgh an annihilation reaction by a positron-emilting
mclionuciide, such ag *F, which has been injected e the body through o Bielogically active molecale as a carrer. Three-
dimensioral images of the radidraces concentrations within the body are then reconsirectad by a compirter using approprinte
software and analysis. The biologically active molecule most commonly wed for FET & 2-deoxy-2-""F-NMeoro-f-0
ghocose ("F-FDG), an analogoe of ghicose, wihich s wsed for early detection of tumers [25%-1 1] and ssscssment of
respanse to cancer therapy [24,26]. ... Although "F-FDG i the mogt common PET racer, aiher "F-laheled molecules ane
alpo used in PET imaging ol iumos proliferation [32-34], herpes simplex virus- 1 thymmadiie Kease () ESW 1 -1k e expeeseion
|15-5%], and many recepiof-ligsnd inceractions [ L9=£2].

The nuchenphilic radsoflsnnstion remction has been esed o synthesize many compounds, incleding ™F-FDG §| e 140
[24], Given the popubarity ond wide use of "F-FDOG, this compound has been synthesized using both nucleephilic and
electrophilic reactions

The radivisatope TIEF in the " F = FOG ¢ Sodium Flueride has & very short hall-life of 110 minotes, Dering shori-
supply or no supply of this drog, it & likely that few or all scheduled appoiniments may have to be canceled or altered.

We have referred to many an informative articles to understand the dispute at hand. We

have seen above that 18F is a redioisotope AND fluorodeoxyglucose {18F-FDG) is a compound.

And since all point o the impuped product being a compound of the radioisotope 18F, the

Tariff Heading which covers the situation is Heading 2844 which is for "RaDIOACTIVE CHEMICAL
ELEMENTS AND RADIOACTIVE ISOTOPES (INCLUDING THE FISSILE OR FERTILE CHEMICAL ELEMENTS AND
ISOTOPES) AND THEIR COMPOUNDS; MIXTURES AND RESIDUES CONTAINING THESE PRODUCTS®. Heading 2844

covers compounds of radicactive isotopes. And it has been specifically provided that -
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- All radivactive chemical elements and radioactive isotopes, and compounds of
such elements and isotopes (whether morganic or organic, and whether or niot
chemically defined), are classified under heading 28.44, even though they could
also fall upder some other beading of the Nomenclature.

Goods (other than radicactive ores) answering bo a description in heading 28.44
or 2845 are to be classified in those headings and in no other heading of the
Nomenclabare.

- The Heading 2844 itself acknowledges the fact that -

o the redivactice chemicel dements and ssotopes of the hexding 2844 are offen wsed
m the form of compomds or products which are “labelled™ (e, cortmn
mnecirles deckh ome oF more mdionctioy atoes). Such compadnds  nomain
cliessified in this setting, covn wlen dissolved o dispersed i, or ieixed seatoraliy

or artificinlhy watls, ofier radioackoe or ae-rdionctioe mdberinls,
o artificial vadieactive sotopes and Hietr compornds nre wsed in medicine, e.g., for
diggnesing or trealing certmin diseeses (cobalt 60, dodine 131, gold 138,

phospliorus 32, efe ).

The applicant bas informed that the impugned product is transported in specialised
_shielded tungsten containers. Articles from the Internet also reveal that radioactive isotopes and

meotg pounds are packed in anti-radistion metal outer containers. In view of all above, we do

2

t
Vi

e Heading 2844,

that the applicant’s argument revolves around the peint thal -

Heading 3006 covers diagnostic reagents.

- Diagnostic reagents (including microbial diagnostic reagents) covered by the heading
are those administered by Ingestion, Injection, el

- Diagnostic reagents not designed to be administered to the patient (e.g those for
carrying out tests on blood. Urine etc, samples taken from a patient or for use as
laboratory reagents) are excluded; they fall in the headings appropriate to the materials
of which they are made (e.g. Chapter 28, Chapter 29 or heading 30,02 or 38.22).

While relying on the above, the applicant seems to ignore the inherent differentiation as
has been laid down in the HSN (HSN forms the basis for Customs Tariff) and which is -

- General Note 1 of Section V1 [PRODUCTS OF THE CHEMICAL O ALLIED INDUSTRIES] provides that
all radicactive chemical elements and radicactive isotopes, and compounds of such
elements and isotopes (whether inorganic of organic, and whether or not chemically
defined), are classified under heading 2844, even though they could also fall under
some other heading of the Nomenclature,

15



- General Note 2 of Section V] [PROBUCTS OF THE CHEMICAL DR ALLIED INDUSTRIES] provides that

goods (other than those described in heading 28.43 to 28.46 op 28.52) which are
covered by heading 30.04, 30,05, 30.06. 3212, 33.03, 33.04, 3305, 33.00, 2307, 35.06, 37,
07 or 38.08 by reason of being put up in measured doses or for retail sale, are to be
classified in those headings notwithstanding that they could also fall in some other
heading of the Nomenclature. While reading this Note, we cannot forget the words in
the hracket and which are “pther than those described in heading 28.43 to 28.46 or
28.51" Here alzo, axception is made to goods falling in Heading 28 44

Therefore, even if the compounds of radioactive isotopes may have uses in medicine, they

fall in Heading 2844 only. We very determinedly feel that we need not enter into any discussion

or any case law as to what would be a medicament and the properties thereof. 1BF-FDG is a
radicactive compound {Essentishs of Inceganic Chemasry: For Students of Plarmacy, Pharmacesticnl Scances and Medicinad
Chemistry by KATIA A STROHFELDT - Chigier 10 - Rudbosttive Compaunds and Thewr Clinical Application) and we are gulded
by the Notes which unambiguously make it clear that -
-  Heading 2844 covers radipactive isotopes and their compounds. 1BF-FDC being a
compound of the radioisotope 18F, it would fall in this Heading 2844.
- All radioactive chemical elements and radioactive isotopes, and compounds of such
elements and isotopes (whether inorganic or organic, and whether or not chemically

defined), are classified under heading 2844, cven though they could also fall under

some pther heading ol the Nompenclature,

{:_“hapter 30 of the Tariff and hence, the same principle should be followed in the case of the
instant product. The applicant has also put forth a point that certain other supplier is classifying
the impugned product as falling in Chapter 30 (Heading 30.06). With regard to this, we feel that
it would have to be appreciated that classification is based on the applicable provisions and not
on treatment by suppliers of similar goods. In the present proceedings, we remain unaffected by
any mis-classification. For the present, we are convinced in our view that the impugned product

merits classification in Heading 2844.

In view of the deliberations held hereinabove, we answer the questions thus -

Cuestion 1
Whether the product "Fladeoxyglucese” or 'FING' can be classiffalle ander Chapter 3008 3008 of the Central

Excive Tarfff Act, I9857
The p:n:rduct ':Fludenxjrglu:n-&e‘ or ‘FOHG is not classifiable under Chapter 300K 2000 of the Cenitral

Excise Tariff Act, 1985 or the Customs Tariff Act, 1975 (51 of 1975).
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wesiion 2
Whether chemicals used as pharmacenticals char are inerganic or/ and of erpanic nature shall merit clossifeation

only under Chaprer 28 & 29 ond wot wnder Chaprer 36 which kas been specifically carved out for chemical
pharriacenticals by makers of law?

It needs to be observed herein that the classification of every product is distinct, A
product is to be classified as per the Tariff, Rules of interpretation and other provisions
in respect of classification as applicable. The question is of a very general nature and is
not for classification of any specific product. In view thereof, this guestion cannot be
entertained under the provisions of section 98 of the GST Act

05, Inview of the extensive deliberations as held hereinabove, we pass an order as follows :

ORDER

(under section 98 of the Central Goods and Services Tax Act, 2017 and the Maharashtra
Goods and Services Tax Act, 2017)

NO.GST-ARA-02/2017/B- 06 Mumbai, dt. 34 fo1 faog

For reasons as discussed in the body of the order, the questions, as posed by Nueclear
Healtheare Limited having GSTIN 27AADCNS392G1 29, are answered thus -

Q.1 Whether the product 'Fludeoxyglucose' or "FDG' can be classifiable under Chapter
3006 3000 of the Central Excise Tariff Act, 19857

AT The question iz anmswered in the negative,

Q.2 Whether chemicals used as pharmaceuticals that are inorganic or/ and of organic
nature shall merit classification only under Chapter 28 & 29 and not under Chapter 30

which has been specifically carved out for chemical pharmaceuticals by makers of
law?
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(MEMBER) (MEMBER)
Copy to:-

1. The applicant
2. The concerned Central / State officer

3. The Commissioner of State Tax, Maharashtra State, Mumbai %
3. The Jurisdichonal Commissioner of Central Tax ;
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