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Sub: Adjudication of Show Cause Notice No. GEN/ADICOMM/1563/2023-TECH dated
07.08,2023 issued by the Commissioner (fn-situ), Customs, Ahmedabad to M/s.Mylan
Laboratories Limited. Pharma SEZ, Plot No.20 and 21, Matoda Village, Matoda, Sanand,

Ahmedabad, Gujaral, India-3¥2213 & Other.
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Brief facts of the Case:

M/s, Mylan Laboratories Limited (hereinafter referred to as “MLL-SEZ”, for
the sake of brevity) (GSTIN: 2dAADCM3491M276), Zydus-Pharmaccutical SEZ, Plot
Mo. 20 and 21, Village - Matoda, Sanand, Ahmedabad, Gujarat, 382213, 15 engaged in the
manufacturing of Oral Contraceptive Pills falling under Chapter 30 of the First Schedule to
the Customs Tanff Act, 1975, as per LOA No. KASEZP&C/E/44/07-08/4232 dated
19.07.2007, as amended from time to time,

2. Mis. MLL-SEZ filed DTA Sale-Bills of Entry for Home Consumption on behalf of
Domestic Tarfl Arca buyer unit namely M/s. PSI India Private Limited (hereinafter
referred to as “PIPL-DTA™, for the sake of brevity) (GETIN 09AAICP420TR1LR), E-119,
Transport Nagar, Kanpur Road, Lucknow, Uttar Pradesh - 226012, in terms of proviso to
Sub- Rule | of Rule 48 of the Special Economic Zones Rules, 2006 (herein after referred o
as the “SEZ Rules, 2006™) and Rule 47(1) of the SEZ Rules, 2006 read with Section 30 of

the Special Economic Zones Act, 2006, for clearing goods.

3. Customs Receipt Audit (CRA) Objection Details (Audnt Observation reference
1, OBS-649386) :- During the check of records of the office of the Specified Officer,
Zydus Pharma SEZ, Ahmedabad for the period from 201%-19 o 2021-22, it was noticed
from the data analysis of DTA sales that M/s MLL-SEZ had cleared the manufactured
goods “Cyproteronc and Ethinylestradiol Tablets (2 mg/0.035 mg) (Frewil)” in DTA by
classifying under Tarif Item 3006 60 10 and paid NIL duty. Literature of the said product
furmished and available online suggest that “Cyproterone and Ethinylestradiol Tablets (2
mg/0.035 mg) (Frewil)” is used for the treatmeni of ‘Androgen-dependent discases n
women, such as Acne, Alopecia and mild forms of Hirsutism®, Further, it is stated in FAQ
avalable on “hitps:/www, Img.com/drugs/frewil-2me-0.03 Smg-tablet-323190?wpsre=
Google+Organic+Search” that “Frewil 2mg / 0.035 mg Tablet” 15 & combination of two
hormonal medicines : Cyproterone and Ethinylestradiol, It freats PCOS symptoms
{Polycvstic Owvary Syndrome) such as Acne, excessive hair growth (Hirsutism) and
iregular peniods, Cyproterone works by blocking the overproduction of androgens (male
hormones) in the ovaries, thereby reducing unwanted hair growth and acne.
Ethinylestradiol enhances the effect of Cyproterone by reducing the amount of androgens
m the blood crculation™ Thus, it 8 clear from above facts that “Cyproterone and
Ethinylestradiol Tablet (2 mp/0.035 mg) (Frewil)” 15 primanly used for treatment of
*Androgen-dependent diseases in women, such as acne, alopecia and mild forms of
hirsutism” and should have been classified under CTH 30049099 and applicable duty (&
24.532% (BCD-10% and IGST-12%) should have been paid on it. Therefore, incorrect
classification of goods has resulted in non levy of duty of Rs.12,1 7,625/,

il The SEZ Office, vide letter dated 13.04,2023, referred the matter to M/s. MLL-
SEZ and sought their reply on the observations made by the CRA, M/s. MLL-SEZ, vide
letter dated 20.04.2023 (recerved by the SEZ Office on 24.04.2023) submitted “literature
based scientific justification / dosage regimen recommendation” for the fixed dose
combination drug dosage regimen Cyproterone and Ethinylestradiel Tablets — 2 mg, /
0.035 mg (Brand Name — Frewil). In the said letter, it has imrer-alio been submitted as
follows -

“Both active drugs which are considered for fixed dosage formulation are
classified as hormones and as per the fixed dosage product information siudy,
Frewil 2 mg AL.035 mg Tabler is a combination of two hormonal active drug
medicines used o freal sSympioms af polyeystic ovary Svadrome (PCOS) such as
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excessive hair growth fhirsutism), acee, and irregular periods which also has
contraceprive properifes.

3.2 M/s, MLL-SEZ, vide letter dated 20.04.2023 has also submitted copy of ‘Fixed
Dose Combinations Approved by DCG (1) since 1961 ull 12% July, 2018”. The product
under reference has been described at Sr. No. 383 of the said list as follows ;-

M Name of Drug . Indication e af
Approval

383 Combipack of 28 Tablets | Androgen dependent | 20.02.2003
of Cyproterone Acetate 2 | disease in women such as
mg. and 7 Tablets of |acne, alopecia & mild of
Ethinyl Estradiol 0.035 | hirsution

| T

4. The relevant chapter heading / Sub-heading mentioned in Audit Observation are as

under:

3004 [ Medicaments excluding goods  of heading 30,02, 30.05  or
F0.06) congisting of nixed
or unmived products for therapeutic or prophylactic uses, put up
in  measured doses (including  those in the form  of transdermal
adminisirarion syslems) or in forms ar
packings  for  refail  sale

| 3004 90 - Other

J004 90 99 - Cither

JOG | Pharmaceutical Foods .'rpec}ji-".?:;-:i""r'}: Note 4 to this Chapter

F006 60 - Chemical contracepiive preparations based on hormones, on |

 other products of heading 2937 or on spermicides : |

Jinra a0 [ --- .-E:T.Fﬂd o hormones

5. It appears that Sub-Heading 3006 60 apphes to ‘Chemical contracephive
preparations based on hormones, on other products of heading 2937 or on spermicides™.
However, M/s. MLL-SEZ has inter-alta submitted vide letier dated 20.4.2023 that both
active drugs which are considered for fixed dosage formulation are classified as hormones
and as per the fixed dosage product information study, Frewil 2 mg /0.035 mg Tablet is a
combimation of two hormonal active drug medicines used to treat symptoms of polycystic
ovary syndrome (PCOS) such as excessive harr growth (hirsutism), acne, and irregular
periods which also has contraceptive properties. Thus, from the submissions made by M/s.
MLL-SEZ as well as the hterature, it appears that Cyproterone works by blocking the
overproduction of androgens (male homones) in the ovaries, thereby reducing unwanted
hair growth and acne as well as Ehinyl Estradiol ¢nhances the effect of Cyproterone by
reducing the amount of androgens in the blood circulation. Thus, it 15 clear from above
facts that Cyproterone and Ehinylestradiol Tablets (2 mg/0.035 mg) (Frewil)" 15 pnmarnil
used for freatment of 'Androgen dependent diseases in women, such as acne, alopecia and
mild forms of hirsutism'.

5.1 It is also apparent from Sr. No. 383 of the list of ‘Fixed Dose Combinations
Approved by DCG (1) since 1961 nll 12" July, 2018" that the product is indicated for
“Androgen dependent disease in women such as acne, alopecia & mild of hirsution™. The
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content and’or dosage of product is not indicated to be used as "Contraceptive”™. M/s, MLL-
SEZ has also submitted in its letter dated 20.04.2023 that Frewil 15 not primanly registered
in India as a contraceptive,

52 It therefore, appears that the product “"Cyproterone and Ethinylestradiol Tablets (2
mg0.035 mg) (Frewil)” is not classifiable under Tariff Item 3006 60 10 of the First
Schedule to the Customs TanfT Act, 1975,

6. As per the General Rules for Inerpretation of the Harmomzed System, the
classification of goods in the Nomenclature shall be governed by certain principles. As per
Rule 1 of the General Rules for the Interpretation “the titles af Sections, Chapiers and suh-
chaplers are provided for ease of reference only, for legal purposes, classification shall be
determined according to the lerms of the headings and any relative Section or Chaprer
Notes and, provided such headings or Noles do not otherwise reguire, according fo the

Tollowing provisions.”

6.1  Chapter Heading 3004 of the First Schedule to the Customs Tanff Act, 1975 covers
Medicaments {excluding poods of heading 30.02, 30.05 or 30.06) consisting of mixed or
unmixed products for therapeutic or prophylactic uses, put up in measured doses (including
those i the form of transdermal administration systems) or in forms or packings for retail
sale.

6.2  The product “Cyproterone and Ethinylestradiol Tablets (2 me/0.035 mg) (Frewil)"
is indicated for use in Androgen dependent disease 1n women such as acne, alopecia &
mild of hirsution. Thus, the said product is medicament consisting of mixed products for
therapeutic or prophylactic use. Further, the said product 15 put up in measured doses or in
forms or packings for retail sale.

6.3 In view of the aforesaid position, “Cyproterone and Ehinylestradiol Tablets (2
mg0.035 mg) (Frewil)" 15 classified under Chapter 30 of the CTH system, which s for
pharmaceutical products. The subject goods appear to be appropriately classifiable under
Customs Tariff Heading 3004, as the Chapter Heading 3004 of Chapter-30 of the First
Schedule to the Customs Tanff Act, 1975 categoncally specifies "Medicaments (excluding
goods of heading 30.02, 30,05 or 30.06) consisting of mixed or unmixed products for
therapeutic or prophylactic uses, put up in measured doses (including those in the form of
transdermal administration systems) or in forms or packing for retal zale”. The Chapter
heading 3004 of the First Schedule 1o the Customs Tanfl Act. 1975 covers mixed or
unmixed products for therapeutic or prophylactic use, put up in measured doses for retail
sale, The product under reference is a medicine consisting of mux product of cyproterone
and ethinylestradiol in measured dose ie. 2mg/0.035mg, for therapeutic or prophylactic
use. Therefore, it is classifiable under subheading 3004. The subject goods i1s further
classifiable under subheading 300490 for other medicaments. As the product is not
specified in any other subheading, the same 15 appropnately classifiable under Tanff ltem
3004 90 99 of the First Schedule to the Customs Tanff Act, 1975,

T. The Customs Duty structure for the aforesaid chapter heading / Sub-heading has
heen as under:

_ DTA Clearance CTH wise Duty Rate
CTH [ opecolo | 30049099
| Effective BCD Rate 0% | 0%

e mm————— |
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Social Welfare Surcharge 0 % 10%
IGST 0% 12%
TOTAL DUTY RATE 0 % 24.32% |

71 From the above duty structure, it emerges that, the mport items, when classified
under Tariff ltem — 30066010 as “Contraceptive™ attract Nil Duty (Basic Customs Duty
{BCD) (@ 0% of the Asscssable value, Social Welfare Surcharge @ 10 % of BCD & 1GST
rate (@ 0%%). However, if the import item is classified under Customs Tariff Heading (CTH)
30049099, it attracts BCD @ 10% of Assessable Value along with Social welfare
Surcharge @10 % of BCD and IGST @ 12.00%. Thus, the item classified under CTH
30049099 attracts total duty @@ 24.32%,

7.2  In view of the above, it appcars that *Cyproterone and Ethinylestradiol Tablets 2 mg
/ 0.035 mg Frewil-35" cleared into DTA by M/s MLL-SEZ was not cormrectly classified and
thus appropriate duty @ 24 32% of the assessable value has not been paid on clearance of
the said goods. It 15 evident from the submission of M/s. MLL-SEZ that the said product in
dosage form 15 also not registered i India as contraceptive by Drug Controller General of
India (DCGI). Though their submission indicates the dual use of the dosage form /
combination of the said goods, the same is registered for the treatment of “androgen
dependent diseases in women such as Acne, Alopecia and mild of hirsution™ but not as
contraceptive, I, therefore appears that the smid product is appropriately classifiable under
Tariff Item 30049099 of the First Schedule to the Customs Tanff Act, 1975 and attracts

total duty & 24.32%.

]+ i 5 20

Section 30.  Domestic clearance by Unils, - Subject to the conditions specified in
the rules made by the Ceniral Government in this behalf -
fa) any goods removed from a Special Economic Zone o the Damestic
Tariff Area shall be chargeable [0 duties of customs Including anii-
dumping, couniervailing and safeguard duties under the Customs Tariff
Act. 1973 (31 of 1973), where applicable, ay leviable on such goods
when imporied, and
(B the rate of duty and tariff valuation, if amy, applicable to goods removed
Jrom a Special Economic Zone shall be at the rate and tarif] valuation in
force as on the date of such removal, and where such dale is nol
ascertainable, on the date of pavment of duty:

Il. SEZ Rules, 2006;

RULE 47.  Sales in Domestic Tariff drea — (1) A Unit may sell goods and
services including refects ar wastes or scraps or remnanis or broken diomonds or

hy-producis arising during the manufacturing process of in connection thevewith,
in the Domesiic Tarifi Area on payvment of customs duties under section 30, subject

tor the fallowing conditions, ramely, -

()
(3)
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) Valuation and assessment of the goods cleared into Domestic Tariff Area
shall be made in accordance with Customs Act and rules made thereunder.

5 Refungt, Demand, Aa{fw!'étuﬂnu, Review anid .-{,r:-p..iua' with regard o matters
refating to awthorized operations wnder Special Economic Zones Aot 2005,
ransaciions, and goods and services relaved thereto, shall be made by rthe
Jurisdictional Customs and Central Excise Authoritier in accordarce with the
refevant provisions comtained in the Customs Aer, 1962 the Central fxcise Aet,
1944, and the Finance Act, 994 and the rules mode thersunder ar the notifications
issued there under,

RULE 48 Provedure for Sale in Domestic Tariff Area — (1) Domestic Tariff
Area buver whell fife Rill nf.E'ni'r}' far home consumplion giving thereli .E'-rl.mlfﬂ't'fr!
description of the goods and'or services namely, moke and model number and
serigl number and specification aleng with fmvoice and packing list with the
Authorizsed fficers

Provided that the Bil of Entry for home consumpiion may also be filed by a
Unit on the bavis of cathorization from a Domestic Tariff Area buver.
i2) Valuation of the goady cleared tntn Domesiic Tarifj Area shall be
determined in accordance with provisions of Cusioms Aot and rules mode
thereunder as applicable to goods when imported into ndia.
(d)

Cusl ct, 196

SECTION 28, Recovery of durfes not fevied or not paid or short-levied or sfort-
puid or erronvously refunded, -
1) io{3) ...
{d) Where any duty has not been levied oF nat paid or has been short-levied or
shori-paid or erroncously refunded, or jnteresi pavable has not heen paid, pari-
preaid or erroncously refunded by reason of -
fa) colluyion, or
(B amy wilful mis-staremeni, or
fc) suppression of facts,
hy the importer or the exporier or the agent or emplovee of the imporier or
exparicr, the proper officer shall, within five years from the relevant date, serve
motice on the person chargeable with dury or inreresr wiich has nor been so levied
ar not paid ar which has been so shori-levied or short-paid or to whom the refund
hay erroneously been made, requiring him to show cause why he showld not pay the
amennt specified in the notice.
{3)tefli) ...
Explanation | . - Far the purposes of this secrion, "relevani date” means,-
fa) i a cave where duty iy not levied or not paid ar short-levied or shori-
paid ar interest iy mof r.'F:aTge':.I', the date on which the proper officer
merkes an order for the clearance of goods
(b} in a case where duty is provisionally assessed under section |8, the date
of adiusiment of duty after the final assessment thereof oF Fe-assessmen,
as the case may be;
fel in @ case where duty or interest has been erroneowsly refunded, the date
af refund.
fd) im any other case, the date of payment of duty or inferest.
Explanation 2 to 4, . .,
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SECTION 2844, Imierest on delayed payment of duty. —

{1} Novwithstanding amything contained in any fudgmeni, decree, order or
direction of any cowrt. Appellare Tribunal or amy auwthorine or in any other
provision of this dct or the rules made thereunder, the person, who is liable (o pay
diaty In accordance with the provivions of section 28, shall, in addition o such dury,
be liahle to pay inferest, If any, af the rate fixed under sub-section (21, whether such
paymens is made veluniarily or after determination of the duty under thal section.
f2)  Interest at such rate not below ten per cent. and not exceeding thirty-six per
cent. per annuim, as the Central Government may, by notification in the OQfficial
Grazetie, fix, shall be paid hy the person lable 1o pay duty in termy of secrion 28 and
such interest shall be calculated from the first day of the month succeeding the
month in which the duty ouehi to have boen p.ur'.'..l' ar from the date of ysuch erroneons
réfund, as the case may be, up to the date of pavment of such duty,

3 .

SECTION 111- Confiscation of improperly imported poods, efc.- The following
goods brought from a place owside India shall be liable to confiscation |-

faj to (i) ... ..

fm}  any goocds which do mot correspond in respect of value or in any other
particular with the entry made under thix Act or in the case of baggage with the
declaration made under Section 77 in vespect thereaf) or in the case of goods under
transshipment, with the declaration for transshipment referred to in the proviso to
sub-section (1) of Section 3.

fnl o gy ...

SECTION 112. Penalty for improper importation of goods, efc. — Any person —
fa) who, in relation to any goods, does or omits fo de any act which act or omission

would render such goods liahle 1o confiscation under section [ 11, or abety the
doing or omission of such an acl, or
fB) who acquires possession af or is In any way concerned in carrying, removing,
depasiting, harboring, keeping, concealing, selling or purchasing or in any
other manner dealing with any goods which he knows or hay reason to believe
are liahle to confiscation uhder Section 111,
shall be liable, -
fi) in the case of goody in respect of which any prohibition is in force under
this Act or any other law for the time being in force. 1o a penalty nof
exceeding the value of the goods or five thousand rupees, whichever is the
Eredier;
fif)  in the case of dutiable goods, other than prohibited goods, subfect to the
provisions of section 1144, to a penally not exceeding ten per cent. of the
duty sought to be evaded or five thousand rupees, whichever is higher!

Provided that where such duly as determined wnder sub-section (8) ef
section 28 and the inierest payable thereon under section 2844 is paid
within thirty daws from the date of communication of the order of the proper
afficer delermining such duty, the amount of penalty liable 1o be paid by
such person wnder this section shall be tweniy-five per cent, af the penalty
5o determined.

fii) in the case of goods in respect of which the value stated in the entry made
under this Act ar in the case of baggage, in the declaration made under
seclion 77 (in either case hereafier in this section referred to as the declared
value) is hisher than the value thereof to a penalty nol exceeding the
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difference between the declured value and the value thereof or five thousand
rupees, whichever ix the grealer,

fiv) i the case of goods falling both imder clauses (1) and (1), 1o o penalty mol
exceeding the value of the goods or the difference between the declored
valwe and the value thereof or five thouwsand rupees, whichever is the
highest

fw) i the cave of goods falltng both under clauses (if) and (1), 1o a perally not
exceeding the duty sought o be evaded on such goods or the difference
between the declared value and the valwe thereol or five thousand rupees,
whichever iy the highest.

SECTION [14A - Penalty for short lfevy or non fevy af duty in cerfain cases.-
Where the duty has not been levied or hay been shori-levied or the
imferest has nod been charged or paid or has heen part paid or the duty or inferest
has been ervoneously refunded by reavon of collusion or amy wilful mis-statement
ar suppression af facis, the person who is fiable fo pay the duly er inferest, ax the
case may be, av determined under sub-section (5) af section 28 shall alve be liable
fo pery @ penalty egual io the duty or interest 5o defermined
Frovided... ...

0. Vide Finance Act, 2011 w.e.f 08.04.2011 *Self Assessment” has been introduced
under the Customs Act, 1962, Section 17 of the smd Act provides for self-assessment of
duty on import and export goods by the mporter or exporter limself by filing a bill of entry
or shipping bill as the case may be, in the electronic form. as per Section 46 or 50
respectively. Thus, under self-assessment, it is the importer or exporter who will ensure that
he declares the cormect classification, apphcable rate of duty, value, and benchit or
exemption notification claimed, if anv, in respect of the imported / exporied goods while
presenting Bill of Entry or Shipping Bill. In the present case, it 1= evident that the actual
facts about the product were only known to M/s. MLL-SEZ and M/, PIPL-DTA and
aforesaid facts came to light only subsequent to the in-depth investigation dunng the course
of Audit by the CRA - Audit Party., Therefore, it appears that M's MLL-SEZ has
deliberately contravened the above said provisions with an intention 1o evade payment of
Customs Duty leviable and payable on the DTA Sale from SEZ to DTA of "Cyproterone
and Ethinylestradiol Tablets (2 mg/0.035 mg) (Frewil)” as specified in the first schedule
under Section 2 of Customs Tanff Act, 1975, It appears that M/s MLL-S5EZ had
contravened the provisions of Section 46{4A) of the Customs Act, 1962 in ag much as M/s,
MLL-SEZ, while filing DTA Sale - Bill of Entry had 1o ensure the accuracy and
completeness of the information given therein for assessment of Customs duty, whereas in
the instant case, M/s. MLL-SEZ had failed 1o fulfil this legal obligation in respect of DTA
sale of “Cyproterone and Ethinylestradiol Tablets (2 mg/D.035 mg) (Frewil) ™ for s
correct and accurate classification.

10, In view of the above discussion and evidences, it appears that M/s. MLL-SEZ,
while cleaning the subject goods mto DTA, had entered into a conspiracy to evade payment
of Customs duty by intentionally wrongly classifying the goods with an intent to evade
payment of Customs duties on the DTA clearance of subject goods from their SEZ umit. In
fact, these DTA Sale - Bills of entry were filed by M/s. MLL-SEZ on behalf of M7, PIPL-
DTA in terms of proviso to Rule 48(1) of the SEZ Rules, 2006, therefore, it was expected
from M/s. MLL-3EZ to classify the product under proper HSN Code. Hence, it appears
that M/s. MLL-SEZ knowingly and deliberately indulged in misclassification of the said
goods and thereby contravened the provisions of Rule 47(4) of the SEZ Rules, 2006 read
with Section £46(4) of the Customs Act, 1962 in as much as they had filed DTA sale Bills of
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Entry with incorrect information in regard to classification of the said goods cleared by
them by wrongly classifying the said goods in duty free Tanff Item (HSN code), sold by
them to M/s. PIPL-DTA. These were cleared on the strength of invoices submitted along
with the respective DTA Sale Bills of Entry, which did not reflect the actual HSN code of
the goods on which duty of Customs was payable. The usage of the said product as well as
the fact that the said product 15 not registered with the Drug Controller General of India
(DCGT) to be used as contraceptives was never informed by M/s. MLL-SEZ. The complete
details of the product for its proper classification were thus suppressed from the
Department with an intent to evade payment of duty. M/s. MLL-SEZ has walfully
suppressed the actual H3N code. M/s. MLL-SEZ has engaged in mus-declaration &
suppression of facts with an intent to evade payment of Customs duties on the clearance of
subject goods into DTA from their SEZ unit. It further appears that M/s. MLL-SEZ has not
comectly classified the product under acrual HSN code of the subject goods as required in
terms of Rule | of the General Rules for Interpretation read with section 46(4) the Customs
Act, 1962. Thus, the provisions of extended penod for demand of duty as contained in
Section 28 (4) of the Customs Act, 1962 appears applicable in the instant case.

10.1  Further, it appears that M/s. MLL-SEZ was well aware of the duty structure under
CTH 3004905% and CTH 30066010. However, they wrongly claimed classification under
CTH 30066010 with a male-fide intention of evading Customs duty, M/s. MLL-SEZ, with
the intent to evade payment of Customs Duty had consciously and intentionally mis-
declared the goods under CTH 30066010 in the DTA Sale Bills of Entry by suppressing the
fact that, ‘Cyproterone and Ethinylestradiol Tablets (2 mg / 0.035 mg) (Frewil)" is neither
used prnmarily as contraceptive nor registered in India as contraceptive, but it 15 a mixed
product for therapeutic use in measured dose for treating the symptoms / diseases of
androgen sensitivity. The above wilful suppression and wilful mis-statement was done by
them with the intention to evade payment of Customs Duty leviable and payable on DTA
sale of “Cyproterone and Ethinylestradiol Tablets (2 mg/ 0.035 mg) (Frewil) ™ as specified
i the first Schedule under Section 2 of the Customs Tanff Act, 1975. Hence, it appears
that the importer bad knowingly mvolved themselves in the suppression of the matenial
facts and also indulged in mis-statement of facts,

0.2 From the facts and evidences discussed in the foregoing paras, it appears that the
goods “Cyproterone and Ethinylestradiol Tabless (2 mg/ 0.035 mg) (Frewil)” cleared from
SEZ into DTA by M/s. MLL-SEZ should have been appropnately classified under CTH
30049099 and accordingly should have been assessed to higher rate of Customs duty as
apphicable for CTH 30049099 duning relevant period.

1.} The differential amount of Customs duty of Rs.12,17,625/-, as worked out in
Annexure-A 1o the Show Cause Notice under adjudication i1s required to be recovered
from M/s. MLL-SEZ under the provisions of Section 28(4) of the Customs Act, 1962 read
with Section 30 of the SEZ Act, 2005, along with interest at the prescribed rate on Customs
duty evaded in terms of Section 2RAA of Customs Act, 1962,

0.4  From the above, it appears that the MLL-SEZ while clearing the goods in DTA to
M/s. PIPL had knowmgly and deliberately imdulged in suppression of facts in respect of
their imported product and had wilfully misrepresented / mis-stated the matenal facts
regarding the goods cleared in DTA (imported in DTA from SEZ) in the declarations made
in the import documents including Check lists presemted for DTA Sale- Bills of Entry
presented before the Customs at the time of DTA Sale — Bills of Entry for assessment and
¢learance, with an intent to evade payment of applicable Custons Duty. Therefore,
extended period of limitation, as provided under Section 28(4) of the Customs Act, 1962



Page 10 of 29

appears applicable in the present case. The differential Customs duty amounting to
Rs.12,17,625/- in respect of the DTA Sale-BOE cleared at Pharmer (TNZIPG), as indicated
in Annexure-A to the SCN, ig hiable to be recovered from M/ MLL-SEZ under Section
28(4) of the Customns Act, 1962 along with applicable interest under Section 28 AA 1bd.

11,  The said act of mis-declaration and suppression of facts on the part of M/ MLL-
SEZ, as discussed n the foregoing paras constitute an offence of the nature described in
Section 11l{m)} of the Customs Act, 1962 and thereby render the said poods viz
“Cyproterone and Ettinylestradiol Tablets (2 mg / 0.035 mg) (Frewil)” cleared in DTA to

M/s. PIPL-DTA, valued at Rs. 50,06,680/-, hable for confiscation under Section 111(m) of
the Customs Act, 1962. However, as the said goods are not available for confiscation,

hence the fine in liew of confiscation 15 liable 10 be imposed.

11,1 Mss, MLL-SEZ had made DTA clearance of “Cyproterone and Ethinylestradiol
Tablets (2 mg / 0.035 mg) (Frewil)’ valued at Rs.50,06,680/-, by deliberately suppressing
the material fact and by way of wilful mis-statement in contravention of the provisions of
Section 46 (4) of the Customs Act, 1962, by classifying the same under CTH 30066010, In
terms of Section 46(4) of the Customs Act, 1962, the importer was required to make a
declaration as to truth of the contents of the DTA sale-Bills of Entry submitted for
assessment of Customs duty, which in the instant case, M/s MLL-SEZ had failed to fulfil in
respect of DTA clearance of *Cyproterone and Ethinylestradiol Tablets (2 mg/0.035 mg)
(Frewil) cleared through PHARMEZ (INZIP6). For these contraventions and violations, the
goods fall under the ambit of *smuggled goods” within the meaning of Section 2(39) of the
Customs Act, 1962, and are liable for confiscation under the provisions of Section 111{m)
of the Cugtoms Act, 1942,

12,  The aforesaid acts of non-payment of duty of Rs.12,17,625/- on the part of M/s.
MLL-SEZ by suppression of facts and wilful mis-statement appears to have rendered them
liable for penalty under Section 114A of the Customs Act, 1962, inasmuch as the duty
amounting to Rse.12,17,625/- was not levied by reason of wilful mis-statement and
suppression of facts with a mala fide intention of evasion of Customs duty. All the aforezaid
acts of omission and commission on the part of M/s MLL-SEZ have rendered the subject
DTA clearance of goods totally valued at Rs, 50,06,680/- (as detailed in Annexure-A of this
SCN) hable for confiscation under Section 111(m) of the Customs Act, 1962, M/s MLL-
SEZ are therefore hiable to penalty under Section 112(a) of the Customs Act, 1962, In the
present case, it 15 also evident that the actual facts were only known to the M/s, MLL-SEZ
and M/s. PIPL-DTA about the product, 11s usage and its actual classification.

12.1  The aforesand act of mis-declaration and suppression of fact and evasion of duty of
Rs.12,17,625/- on the part of M. MLL-SEZ constinute an offence of the nature described
under Section 112 (a) of the Customs Act, 1962 and thereby rendering them hable for
penalty under Section 112(a) of the Customs Act, 1962,

13. [t further appears that M/s. PIPL-DTA, while clearing subject goods from SEZ into
DTA had entered mto conspiracy in collusion with M/s. MLL-SEZ in the said acts of mus-
declaration of correct classification of the subject geods and suppression of facts on the
part of M/s, MLL-SEZ as discussed in the foregoing paras. Mis. PIPL-DTA purchased the
subject goods, acquired possession and / or dealt with the subject goods which they knew
or had reason to belicve were lhiable to confiscation under Section 111 (m) of the Customs
Act, 1962 and thereby rendered themselves liable to penalty as provided under Section
[ 12{b} of the Customs Act. 1962,
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14. Accordingly, a Show Cause Notice deted 07.08.2023 was issued from
GENADIADC/1563/2023-TECH 10:

(A} M/s. Mylan Laboratories Limited (GSTIN; 24AADCM3491M226), located at Zydus-
Pharma SEZ, Plot No. 20 and 21, Matoda Village, Matoda, Sanand, Ahmedabad, Gujarat,
382213, calbng wpon to show cause to the Commissioner (in-sitn) / Additional
Commissioner of Customs, Ahmedabad, as to why:-

(i} The goods i.e. “Cyproterone and Ethinylestradiol Tablets (2 mg / 0.035 mg)
{Frewil)" should not be held appropriately classifiable under Customs Tariff
Head 30049099 of the first Schedule to the Customs Tariff Act, 1975;

{if)  The goods 1.e. “Cyproterone and Ethinylestradiol Tablets (2 mg / 0.035 mg)
{Frewal)' cleared m DTA to M/s. P51 India Private Limited, totally valued
at Rs.50,06,680/<(Rupees Fiftv Lakh Six Thousand Six Hundred Eighty
Omnly) as detailed ;n Annexure-A to the SCN should not be confiscated
under Section 111{m) of the Customs Act, 1962. However, as the said
goods are not available for confiscation, why redemption fine in lieu of
confiscation should not be imposed under Section 125 of the Customs Act.
1962;

(i}  Differential Customs duty amounting to Rs.12,17,625/- (Rupees Twelve
Lakh Seventeen Thousand Six Hundred Twenty Five only), as detailed
i Annexure-A to SCN, evaded by them on the said goods, should not be
demanded and recovered from them under Section 28(4) of the Customs
Act, 1962 read with Section 30 of the Special Economic Zones Act, 2005,
by mvoking extended period of limitation;

[iv) [merest shouwld not be recovered from them on the said differential Customs
duty as mentioned at {in1) above, under Section 28AA of the Customs Act.
1962,

(v} Penalty should not be imposed on them under Sections 114A and / or 112
{a) of the Customs Act, 1962,

(B) Ms. PSI India Private Limited (GETIM
0FAAICP429TRIZB) located at  E-119, Transport Nagar, Kanpur road, Lucknow,
Uttarpradesh, India-226012, calling upon to show cause to the Commissioner (in-siru) !
Additional Commussioner of Customs, Ahmedabad, as to why penalty should not be
imposed on them under Section | 12{b) of the Customs Act, 1962.

DEFENCE REPLY /'WRITTEN SUBMISSION:
15,  Wnitten submissions to the Show Cause Notice / defence reply submitted by the
noticees 1s sumansed herein as under:

15.1 M/s.Mylan Labomatries Limited vide letter dated dated 04.09.2023 submitted that
prior to issuance of Show Cause Notice and on the basis of SEZ Customs Letter
dated 13.07.2023 and CRA letter CRA/LAR-22-/2022-23 dated 02.06.2023, they
had paid “Under Protest” customs duties of Rs.12,17.628/- alongwith interest of
Rs.5.45485/- on 24072023 under Challan NoSEZZIPL/094/22-23 dated
24.07.2023. Copy of TR-6 Challan submitted;

15.1.1 M/s.Mvlan Laboratries Limited vide letter dated dated 17.11.2023 inter-alia

submitted that:

- they are a unit operating in the Zydus Pharmaceutical Special Economic Zone,
Sanand, Ahmedabad and are engaged in the manufacture of Oral Contraceptive
Pills falling under Chapter 30 of the First Schedule to the Customs Tarift Act as per
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LOA No KASEZP&ECE/44/07-08/ Dated 19-07-2007 as amended from time to
time;
They had sold certain products to PS] India Private Limited and appropriaie DTA
Sale Bills of Entry have been filed in terms of the Customs / SEZ provisions and the
subject goods have been eleared under Chapter Sub Heading 3006 60 10 with Nil
Customs Duty;
With regard to the classification of goods that was contested during the CRA, they
heve submitted their response on April 20, 2023, wherein we have mentioned the
following:
“"We are herewith submitting * lirerature baxed sciemtifc fustiScation’ dosage
regimen recommendation” for the fTred dose combination drug dozage regimen
Cvproterone Acetate and Ethimplestradiol Tablets -2 mg/0 (135 mg (Brand name -
Frem'if) '
Both active drugs which are considered for fixed dosage formulation are
classified as hormones and as per the fixed dosage product information study,
Frewil 2mg/0 035mg Tablet 18 a combination of two hormonal active drug
medicines used to treat symptoms ofpolveystic ovary syndrome {PCOS) such as
excessive hair growth (hirsutism), acne, and irregular periods which also has
contraceptive properties;
Though Frewil is not primarily registered in India as a contraceptive, it 1s to be
taken regularly in order 1o achieve the therapeutic efficacy and reguired
coniraceptive protection since previously used contraception used by the waman
if any, should be discontinued which is also specified in the product hiterature
guidance, The dose of Frewil s similar to the usual regmen of most of the
combined oral contraceptives and thus, the same administration rules are to be
considered;
the drug ndication may vary as per the therapy recommended by the
Doctor/Pharmacist country 1o country. The said fimshed product has dual
inchications and the prescribed dose is recommended for treatment of PCOS as
well as an oral contraceptive. They had clarified that theu finished product is
falling under HSN Code 3006 60, not m 3004, As per Chapter 30, Heading 3006
ncludes “Chemical contraceptive preparations based on hormones on other
products of heading 2937 or on spermicides-. However, detailed scientific
justification regarding active drags and finished product are evaluated based on
the approved indications and based on the classification the product should be
executed #t an  approved -sex hormone facility” accordmg to  the
manufactunng/cxport license issued by the Gujarat State FDA considenng the
contraceptive indication of the product;
Despite the above submission, the SCN has merely concluded that Cyproterone
works by blocking the overproduction ofandrogens (male hormones) in the
ovaries, thereby reducing the unwanted hair growth and acne as well as Ethinyl
Estradiol enhances the effect of Cyproterone by reducing the amount of
androgens in the blood circulation. Thus, it was concluded that the tablets are
meant for trcatment ofandrogen discases in women and not used as
contraceptlves;
This conchision of the SCN is not scceptable by them specifically in view of the
scientific literature submitted by them along with the said letter of April 20,
2023 wherein it was specifically mentioned as under!
“This FDC does have contraceplive properties. CPA+EE FDC is as
effiective in preventing pregnancy as combined oral contraceptive oills
and 15 widelv used as such in other Buropean countnies. 1t is to be taken
regularly in order to achieve the therapeutic efficacy and the required
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contraceptive Drotection. Since previously used contraception used by
the woman, ifanvt should be discontinued which is also specified in the
product literature guidance. The dose regimen of Frewil 1s simlar to the
usuzl regimen of most of the combined oral contracentives Thus, the
same administration rules must be considered.”™
it iz amply clear from the above mentioned literatus Frewil can be used as
contraceptive and hence, the claim of the Department that the subject medicine
15 only meant for the treatment ofandrogen dependent discases im Women 15 not
appropriate;
the Department has not given cognizance to any of the abovementioned
information and concluded that the subject goods are not oral contraceptives and
issued the subject SCN;
they have also made submissions while making the payment of the disputed
amount of duty under protest, wherein we have mentioned the following:
“...a5 per the approval status as designated by the DOCC, 1 in the product approval
list only as a pnnciple indication for the patient in India9 Cyproterone acetate &
EthinylesUadiol Tablets 2mg' 0.035mg 15 used for mdication_ “Androgen
dependent disease such as acne, alopecia & mild of hirsutism™ but it can be
recommended as an Oral Contpaceptive bY the phYsician'medical doctors as
the product i8 clmically proven for another treatment as an Oral Contraceptive
pU is however 3 a5 an evidence there are many finished product manufacturers
{ importers in India¥ whe are commercializing this fixed dose combination

product under approved indication9 but also claiming therapeutic use of

captioned drug product in “contraceptive Protection”. Few examples of such
manufacturers are Bayer Zydus Pharma PM Lid. [Diane 35 tablets
CYPToterone Acctate [P, and Ethinylestradiol LP. Tablets 2mg' 0.035ngl;
DKT India Ltd. [Cypokare 2mg'0.038mg Tablets]; Taj Generics [Cyproterone
Acetate 2mg and Ethinyl Estradiol 0.035mg Tablets usP TajPharma]; Macleods
Phammaceuticals Pvt Ltd [Elesaa Tablets = Cyproterone (2mg) + Ethinyl
Estradiol (0.03smg)l; Rambow Human Care Pvt Lid, Solun H.P 1Ethitake-35-
Cyprotcrone Acctate 2mg + Ethinyl Estrudiol 0.035mg Tablets]; CIFLA
[Ginette 35 TAB- Cvproterone Acetate 2mg + Ethinyl Estradiol O0.03Smg
Tablets] . PILs' Literatures for the products commerciahized in India are
enclosed as Annexure | for your immediate reference (Enclosed as Annexure B)
and consideration for use of this drug product as an Oral Contraceptive,
However, we would once again like to bnef Your goodself that we do
supply/export this drug product in many overseas countries and every country
has considered this drug product for both indications- - Treatment of modeFate
fo severe acne related to undrogen-sensitivity {with or without seborrhoea)
and/or hirsutism in women of reproductive age and also as hormonal
contraceptive, i must not be used in combination with other hormonal
contraceptivef-

they have already presented Clinical supporting documents in their earlier
submitted Scientific justification for drug regime’ Indication. It 15 already captured
in many worldwide literatures as this combination product has dual indication and
therapeutic use. There are many other overseas countnes which consider this drug
product for treatment of symptoms of polyeystic ovary syndrome (PCOS) such as
excessive hair growth (hisutism), acne, imecgular perniods and also  has
contraceptive properties;
This product 15 well prescnbed worldwide 1o patients for both indications. Many
physicians in India also prescribe this medicine as Oral Contraceptive for women;
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they are submitting literatures from other overseas countries and also the
summarized comparison of overseas brands PILs with indications, dosage and
usage as Annexure 2. (enclosed Annexure-B);

in view of the submissions made above, they are of the view that the classification
adopted by them is comrect and therefore. there cannot be any change in the
classification of the goods adopted by them and consequentially no duty liability on
the clearance of the products to the DTA arises in the subject case;

in view of the submissions made above, since the classification of goods adopted by
them 15 as per the Customs Tarniff, then is no violation of any principles done by
them and hence, the goods cannot be confiscated and in the absence of any
violations done by them that result in imposition of any confiscation of goods, the
question of imposition of redemption fine would not arise;

at the putset it 15 submitted that the imposition of penalty is not sustainable as the
demand itself is not maintainable in light of submissions made above. It 15 well
settled that penalfy is not leviable when demand itself is not mamtainable. Hence,
there is no question of imposition of penalty in the present case,

penalty under Section 112{a) is imposed when the person m relation to any goods
does any act or omits 10 do any act or omission 30 as 10 render the goods imported
liable to confiscation. Therefore, it can be stated that penalty wnder Section 112 of
the Customs Act 15 linked to confiscation under Section 111 of the Customs Act i.e.
where the goods are liable to confiscation under Section 111, only then penalty can
be imposed under Section 112 ibid. As has been appropriately demonstrated n the
submissions, there anses no case for confiscation of the goods under sections
111{m) of the Customs Act. Hence there is also no cue far invoking Section 1 12 to
impose penalty on the Appellant;

Omn perusal of the Section | 14A of the Customs At 1962, 11 15 clear that penalty
under this Section is only imposable where the person has done any of the acts with
mens area. In the present case, they were under the bona fide belief that the
classification adopted by them for the products was comect. [t 15 submitted that in
terms of various decisions of the Supreme Court and various other High Courts and
Tribunals, penalty cannot be imposed on the assesses m absence of mens rea on
part of the azsesgee, They have relied upon judgment of the Hon'ble Supreme Court
in the case of Hindustan Steel Lid. 1978 (2) E.L. £ 1159 (SC) has held that no
penalty should be imposzed for technical or venial breach of legal provisions or
where the breach flows from the bona-fide belief that the offender 15 not hiable to
act i the manner preseribed by the statute. Alsoe relied upon judgment in the case of
Kismat Cleaning Agency Vs. Commissioner of Customs (ACC and immport), 2016
(344) ELT 413 {Trn-Mumbai.

in view of the foregoing submissions, it is respectfully prayed that the proceedings
mitigte in the above show cause notice may kindly be dropped

Mss. PSI India Povate Limited wide leiter dated 17.11 2023 inter-alia submitted

it 1% alleged by the depariment authortics that the literature of the said product (as
available onling) suggests that “Cyproterone” and “Ethinyiestradiol” tablets (2
mg/0.035 mg) Frewil iz used for the treatment of androgen dependent disease in
wormen, such as acne, alopecia and mild forms of hirsutism. It is further alleged
under the show cause notice that basis the online literature, the disputed products
treat PCIS symptoms (i.e. Polycystic Ovary Syndrome) such as acne, excessive hair
growth (hirsutism) and irregular periods. On the said analogy, the show cause
notice has amived at the preliminary conclusion that “Cyproterone™ and
“Ethinylestradiol” tablets (2 mg/0.035 mg) Frewil is primarily used for treatment of
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‘Androgen dependent discases in women such as acne, alopecia and mild forms of
hirsutism and should have been classified under CTH 30042099 and apphcable
duty (& 24.32% (BCD — 10% plus IGST - 12%) should have been payable thereon.
In view thercof, the incorrect classification adopted on the part of MLL SEZ has
resulted in non-levy of duty of Rs. 12,17,625/-;

it is further alleged that the Noticee, while clearing the subject goods from SEZ into
DTA had entered into conspiracy in collusion with MLL SEZ in the said acts of
mis-deciaration of correct classification of the subject goods and suppression of
facts on the part of MLL SEZ as discussed in the show cause notice, Thus, the show
caust notice has rmsed the allegation that since the Noticee purchased the subject
goods, acquired possession and’ or dealt with the subject goods which they knew or
had reasons to believe were liable to confiscation under section | 11 (m) of the
Customs Act, 1962 and thereby rendered themselves liable to penalty under section
112{b) of the Customs Act Accordingly, the Noticee has been called upon to
clanfy why penalty should not be imposed upon them under section 112(b) of the
Customs Act;

At the outset, the Noticee denies the allegation contained under the show cause
notice as incorrect and unsustainable on the following grounds which are without
prejudice to onc another;

The Moticee has ¢xecuted “Partnership Agreement” on non-exclusive basis, inter
alia, with respect to distmbution of disputed product in the termitory of Uttar Pradesh
and Rajasthan. The said “Parnership Agreement™ is nothing but a distnbution
agrecment and hence, does not imvolve any joint operations between the partics. As
such, the allegation towards conspiracy in collusion with MLL SEZ is denied and
disputed;

At the outset, it 1s the submission of the Noticee that it has exccuted “Partnership
Agreement” with MLL SEZ (hereinafter “Agreement™) dated 24.12.2020, on non-
exclusive basis, inter-alia, with respect to imporation, stocking, promotion,
marketing, sale and distribution of disputed product in the territory of Uttar Pradesh
and Rajasthan. That it is further submitted that although the Agreement has been
termed as “Parinership Agreement”, the same is, in essence, an agreement with
respect to distribution of “Products™ in the temitories of Uttar Pradesh and
Rajasthan. Since the parties to the Agreement 1.¢. the Noticee and MLL 5EZ are
operating on principal-to principal basis, the said agreement as such, is not liable to
be view as constituting partnership amongst them. The relevant clause from the
Agreement evidencing the relationship between the parties is reproduced hereunder;
since there is no parinership between the parties to the Agreement and the fact that
the said parties are operating on principal-to principal basis, it is incorrectly alleged
under the show cause notice that the Noticee has entered into conspiracy m
collusion with MLL SEZ in the said act of mis-declaration of correct classification
of the subject goods In the facts of the present case, the allegation with respect w
conspiracy on the part of the Noticee 15 based on assumption and presumption as
the show cause notice has failed to cite even a single instance or positive act that
would evidence the act of conspiracy on the part of the Noticee with MLL SEZ,
with respect to mis-declaration of correct classification of the subject goods, with
the intent to evade payment of tax, Thus, the aforesaid allegation in the show cause
notice is vague and therefore, cannot be sustained,

since the disputed “product™ in question confirmed to the requirement of bemg used
as o contraceptive medicine, the Noticee placed requisite orders with MLL SEZ, as
a bonafide purchaser. It s further pertinent to mention that as a bonafide
commercial transaction, the Noticee only negotiated the per umit price of the
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product along with the quantity to be purchased’ lifted and other applicable terms
and conditiens with respect to;

it 18 the submussion of the Noticee that as per general practice of commercial
negotiation prevalent across the industry, what 1s generally nepotiated 15 the price of
the product, quantity, place of delivery, mode of debivery, and time of delivery,
Therefore, commercially speaking, one does not generally inguire about the HSN
code or CTH under which the product would be determined. Also, once the price
and quantity arc ncgotiated, the buyer is obligated to pay the price of the goods
along with tax apphcable thereon, depending upon the terms of purchase.
Therefore, the agreement with respect to HSN code or CTH is of no consequence
when the goods purchased by a buyer are meant for further sale. Accordingly, the
Noticee had no say/ involvement in the classification being adopted by MLL SEZ
(1., seller), so ns to allege conspiracy on the part of the Noticee;

No conspiracy/ collusion on the part of Noticee with the intent to evade payment of
tax as Noticee was entitled to pass on lax component, if any, upon the retailer
stockist. Thus, the situation 15 revenue neutral, hence, allegation of conspiracy 15
legally incorrect and unsustainable;

Reliance i suppoert of the above 15 placed on the judgment in the case of Hindustan
Lever Lid. va. Collector of Costoms, Bombay 1996 (83) E.L.T. 520 (Tribunal),
wherein the Hon'ble tmbunal set aside the order with respect to confiscation of
goods as well as imposition of penalty under section 1 12 of the Customs Act.,

The allegation against the Noticee with respect to conspiracy 15 totally vague. No
positive evidence with respect to alleged abatement or collusion or any active
involvement on the part of the Noticee has been brought forward under the show
cause motice, Thus, the allegations levelled against the Noticee are liable to be
dropped;

retiance on the judgment of Supreme Court in the case of Shn Ram vs. State of
Uttar Pradesh AIR 1975 8C 175, wherein it is elearly held by the Hon'ble court that
in order to constitute abetment, the abettor must be shown to have intentionally
aided to commission of the cime. in the present case, there is no iota of evidence
brought out for invoking provisions ef Section 1 12(b) of the Customs Act. Thus,
the allegations levelled against the Noticee are incorrect and the proposal to impose
penalty under section 112(h) of the Custams Act is liable 10 be dropped;

relies on the judgment of the Hon'ble Supreme Court judgement in the case of
G.T.C. Industries Ltd. vs. Collector 1997 (94) E.LLT. 9 (5.C.), wherein the Court
held that each show cause notice must be limited to the case that is made out
thercin;

Reliance placed on Customs, Mumbai vs, M. Vasi - 2003 (155) EL.T (312}
Section 1110m) of the Customs Act 15 not attracted, since the Noticee has acted
bonafidely. Abetment of doing or omission to do an act renders goods liable for
confiscation on the part of the Noticee - if the show cause notice does not allege any
abetment of offence imposition of penalty on the ground of abetment iz imvalid -
Sections |1 [{m) read with 112(b) of the Customs Act;

the show cause notice has also faled to cite the relevant sub- clause of section
112{h} of the Customs Act under which the penalty is proposed. Since different
quantum of penalties are provided under the various sub-clauses of section 112{k)
for vanous types of offences, the uncertainty of proposal towards quantum of
penalty is vague. Thus. for this reason also the show cause notice against the
Motcee 15 vague and suffers from infirmity and hence, cannot be sustained;
Reliance 15 placed on the judgment in the case of Dass Photo Electronics Vs,
Collector of Customs, New Delhi 1987 (30) E.L.T. 988 (Tribunal). Reliance is also
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place on the judgment in the case of Commissioner of Customs, Kandla Vs, Essar
Onl Ltd. 2004 (172) E.L.T. 433 (5C)

- no statement of the Dircctors of Noucee company were cver recorded duning the
investigation process, s0 as o allege conspiracy on the part of the Noticce. In
absence of any positive act being brought forward by the department authorities in
the show cause notice, such zllegations cannot be sustained and consequenily, no
penalty can be imposed under section 112(b) of the Customs Act upon the Noticee
hasis such assurnplion;

- The disputed issue, at best, involves a classification dispute and does not involve
any degree of conspiracy on the part of the Noucee, 5o as wo attract penalty;

- In view of the foregoing submissions, it is prayed that the allegations raised in the
show cause notice with respect to exercise of conspiracy on the part of the Noticee
in collesion with MLL SEZ, in the act of alleged misdeclaration of classification of
gonds 18 factually incorrect and hence, 18 liable to be dropped forthwith in favour of
the Notleee.

PERSONAL HEARING:

16.  Personal Hearmg was fixed on 14.05.2024 which was adjourned to 07.06.2024, The
Personal Hearing in this case has been held on 07.06.2024 wherein Shn Ravikumar
Yanamandra, Head of Indirect Tax and Customs, India for noticee - M. Mylan
Laboratories Limited appeared for PH and reiterated the submission as detailed in written
submission dated 17.11.2023. He also submitted that their product *Frewil® is also used as
contraceptive pill therefore classification under 3006 60 10 is correct. Shn Vishal Kumar,
Advocate for noticee — M/s. P51 India Private Limited appeared for PH and reiterated the
submission as detailed i written submission dated 17.11.2023. He also submitted that they
purchased the product ‘Frewil® as contraceptive pill, which is anywavs NIL rated, hence,
they are not in conmivance with M/s Mylan Laboratory regarding any Classification of the
product to evade duty. They have furnished following documents:
- Bix Case laws reported as- J009(248)ELT 228(Tn.-Del); 2007(219)ELT 25&{Tn.-
Bang);, 199911 1ELT 143(Tri.); 1996(83)ELT 520(Tribunal);, 1978(2)ELT (J15%)
(SC); 2007(208)ELT 29 Tn.-Kolkata);
- Audit report for the penod of 2021-22 and 2022-23;
- Memorandum of Association of PS1 India Pvt. Ltd. and
SC judgment in the case of Bihar State Electricity Board Vs M/s.Green Rubber
Industries & Ors,

DISCUSSIONS AND FINDINGS:

17. I have carefully gone through the Show Cause Notice dated 07.08.2023, written
submissions made by the Noticees, submission as well as the arguments and discussions
made by the noticee during the course of personal heaning. I find that in the present case,
mainly the issue before me is

(A

(i) Whether the goods e, "Cyproterone and Ethinylestradiol Tablets (2 mg / 0.035
mg) (Frewil)', cleared in DTA by M/s.Mylan Laboratones Limmted (SEZ Unit)
be held appropriately classifiable under Customs Tanff Head 30049099 of the
first Schedule to the Customs Tantf Act, 1975;

{ii)  Whether the goods i.c. "Cyproteronce and Ethinylestradiol Tablets (2 mg / 0.035
mg) (Frewil)' cleared in DTA to M/s. P8I India Private Limited, totally valued
at Hs.50,06,680/-{Rupees Fifty Lakh Six Thousand Six Hundred Eighty
Only) as detailed in Annexure-A to the SCN be confiscated under Section
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| 11{m) of the Customs Act, 1962, However, as the said goods are not available
for confiscation, why redemption fine in lieu of confiscation should not be
imposed under Section 125 of the Customs Act, 1962,

(i)  Whether the differential Customs duty amounting to Rs.12,17,625- (Rupees
Twelve Lakh Seventeen Thousand Six Hundred Twenty Five only), as
detailed in Annexure-A to SCN, evaded by M/s. Mylan Laboratories Limited
(SEZ Umt) on the said poods, be demanded and recovered from them under
Section 28(4) of the Customs Act, 1962 read with Scction 30 of the Special
Economic Zones Act, 2005, by invoking extended period of limitation;

{iv)  Whether interest be recovered from them on the said differential Customs duty
as mentioned at () above, under Section 28AA of the Customs Act, 1962,

(v}  Whether penalty be imposed on them under Sections | 14A and / or |12 (a) of
the Customs Act, 1962,

(B) Whether penalty be imposed on M/s. PSI India Private Limited under Section
112{b) of the Customs Act, 1962

(C)  Appropriation of duty and interest already paid by the nofhicee under protest,

18. | find that M/'s. Mylan Laboratones Limited (MLL-SEZ), Zydus-Pharmaccutical
SEZ, Sanand, Ahmedabad, is engaged m the manufacturing of Contraceptive Pills, falling
under Chapter 30 of the First Schedule to the Customs Tariff Ace, 1975, as per LOA No,
KASEZ/P&C/6/44/07-08/4232 dated 19.07.2007, as amendad from time to time. They had
manufacture “Cyproterone and Ethinylestradiol Tablets (2 mg/0.035 mg) (Frewil)” tablets
and cleared in Domestic Tanff Area (DTA) sales to M. PSI India Private Limited (PIPL-
DTA), Lucknow by way of filing of Bills of Entry for Home Consumption on behalf the
DTA buyer in terms of proviso to Sub- Rule | of Rule 48 of the Special Economic Zones
Rules, 2006 and Rule 47(1) of the SEZ Rules, 2006, classifymg under Tanff [tem 3006 60
10 and at NIL rate of duty.

19. | find that the Literature of the said product furnished by the noticee dunng the
courser of Customs Receipt Audit (CRA) and available online suggested that “Cyproterong
and Ethinylestradiol Tableis (2 mg/0.035 mg) (Frewil)” is used for the treatment of
*Androgen-dependent  diseases in women, such as Acne, Alopecia and mald forms of
Hirsutism”. Further, it 1s stated in FAQ available on “https:/www. Img.com/drugs/frewil-
2mg-0.035mg-tablet-323190%Mwpsre= Google+Organie+Search™ that “Frewil 2mg / 0035
mg Tablet” is a combination of two hormonal medicines: Cvproterone and Ethinylestradiol.
It treats PCOS symptoms (Polycystic Ovary Syndrome) such as Acne, excessive har
prowth (Hirsutism) and irrepular penods. Cyproterone works by blocking  the
overproduction of androgens (male hormones) in the ovaries, thereby reducing unwanted
hair growth and acne. Ethinylestradiol enhances the effect of Cyproterone by reducing the
amount of androgens in the blood cireulation.™

20, [ find that the M/s. MLL-SEZ, hag sobmitted “literature based scientific
justification [ dosage regimen recommendation™ for the fixed dose combimation drug
dosage regimen Cyproterone and Ethimylestradiol Tablets — 2 mg. / 0.035 mg {Brand Name
— Frewil). which indicates that both the active drugs which are considered for fixed dosage
formulation are classified as hormones and as per the fixed dosage product information
study, Frewil 2 mg /0035 mg Tablet is & combination of two hormonal active drug
medicines used to freat symptoms of polyeystic ovary syndrome (PCOS) such as excessive
hair growth (hirsutism), acne, and irregular periods which also has contraceptive properties.
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21. 1 find that in their written submission and during Personal Hearing they had
inter-alia contested that the Frewil 2mg/0.035mg Tablet is a combination of two
hormonal active drug medicines used to reat symptoms ofpolycystic ovary syndrome
(PCOS) such as excessive hair growth (hirsutism), acne, and mregular periods which
also has contraceptive properties. Though, Frewil is not primanly registered in India as
a contraceptive, it 15 to be taken regularly i order to achieve the therapeutic efficacy
and required coniraceptive protection. Frewil can be used as contraceptive, It is clearly
emerged from their submission that the Frewil 1s not primarily registered i India as a
contracepiive and the is registered for the reatment of “androgen dependent diseases in
women such as Acne, Alopecia and mild of hirsution™,

22, | find that the interpretation of the Tanfl schedule is strictly governed by six
“Interpretative Rules” incorporated m First Schedule riself and As per Rule | of the
General Rules for the Interpretation ‘the titles of Sections, Chapiers and sub-chapiers are
provided for ease of reference only. for legal purposes, classificaiion shall be determined
according o the lerms of the headings and any relative Section or Chapler Notes and,
provided such headings or Notes do nor otherwise reguire, according to the following
ProvISions. ",

23. The classification of an item 15 generally decided in view of how it is described n
commercial parlance. Goods should be classified according to their popular meaning or as
they are understood in thewr commercial sense, It is a settled position in law that while
interpreting the entry for the purpose of taxation recourse should not be made to scientific
meaning of the terms or EXpressions wsed bt o their popular meaning, that iy fo say, the
meaning alfached to them, by those dealing in them. It @5 known ax Commeon Parlance Test
Various judicial authorities including the Hon'ble Apex Court time & again in various
cases has uniformly held that any product which 15 made available for purchase to the
general public, must be classified in such a manner that is commonly understood and
perceived since it takes precedence over the scientific and technical terminology used to
describe the goods. It has been held that for classification of goods under statutes for
taxation of commercial supplies thereof, the primary test is their identity in the market, or
in other words, in common parlance.

24. It is undisputed that the product “Cyproterone and Ehinylestradiol Tablets (2
mg/L035 mg) (Frewil)" is not pnmanly registered in India as a contraceptive. The said
product in dosage form is also not registered in India as contraceptive by Drug Controller
Gieneral of India (DCGI). The content and’/or dosage of product is not indicated to be used
as “Contraceptive™. It is pomanly wsed for treatment of 'Androgen dependent diseases in
women, such as acne, alopecis and mild fomms of hirsutism'. The plea taken by the notice
for their contentions is that the product also has contraceptive properties. From the abvoe, |
find that it is clearly established that:
{1} the identity of the product “Cyproterone and Ehinylestradiol Tablets (2
mg/0.033 mg) (Frewil)" in market 18 not as contraceptive;
(1) they have not patented the product as contraceptive:
(1) the product doe not have popular meaning to be sold as contraceptive as the
meaming attached with usage of a product and the product is primerily not used as
contraceptive,

{iv)  the product for use as contraceptive can be a subsidiary curative value,

25. | find that for the purpose of classification of a product, it is settled position of law
that primary usage of that produet should be seen. The Hon'ble Supreme Court i the case
of Alpine Indusiries Vs, CCE, reported at 2003(152)ELT 16 (8C) held that “Lip save” (a
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ream used to protect lips in high altitude areas by military personnel) will be classifiaboe as
‘skin care cream’ as per commercial parlance, and not as medicament, even if it has
subsidiary curative value

26. The Hon'ble Supreme Court im the case of Atul Glass Industrmies Lid. Fersus
Collector of Central Excise, reported at 1986 (25) ELLT. 473 (5.C. held that:

e e I8 18 @ matter of common experience that the identity of an article s associated
with fiz primary function Ji is enly logtcal that it should be so. When a consumer buys an
articie, he buyvs it because it performs a specific function for him, There is a menial
association in the mind of the consumer hetween the article and the need i supplies in his
life [t is the fumctional character af the article which identifies (0 in his mind........... "

The above findings of the Hon'ble apex court has been followed in series of cases and
same view has boen taken i the cases including in the case of CCE Vs, Fusebase Eltoto
Ltd., reported at 1994 (67) ELT 30 (SC); in the case of Real Optical Co. Vs, Appellate CC,
reported at 2001 (129) ELT 7(SC).

27.  The Hon'ble Supreme Court in the case of Commussioner of Central Excise Fersus

Wockhardt Life Sciences Ltd., reported at 2012 (277) E.L.T, 299 (5.C.), has infer alia, laid

down the principles for the classification of goods observing that
"3, There is no fived test for classification of a laxable commodity. This us
probably the reavon why the ‘common parfance test' or the commercial usage fest’
are the most common [see A Nagaraiu Bors. v. State of A F.. 1994 Supp (3) SCC
122 = 1904 (72) ELT 801 (8.C )] Whether a particular article will fall within a
particular Tariff heading or mat has to be decided on the bases of the tangible
material or evidence to determine kow such as article in vndersiood 1 'comimon
parlance” or in ‘commercial world™ or in ‘trade cirele’ or in ity poprelar sense
meaning. Nt s they who are comcerned with it and it i% the sense in which they
understamel it that constituies the definitive imdex of the legisiative intension, when
the siatute was enacted [ree DO M v State af Rajasthan, 1980 (4) SCC 71 = 1980
(6) ELT 383 ¢8.C)] One of the essenvial factors for determining whether a product
Jalls Chapter 30 ar not is whether the product in understood as a pharmaceutical
product in common pariance [see C.CE v, Shree Baidvanath Ayurved, 2009 {12)
SCC 413 = 2009 (237) ELT. 225 (5.C)];: Commissioner of Central Excise, Delhi v.
Ishaan Research Lab (P) Lid - 2008 (13} SCC 349 = 2008 230 ELT. 7 (5.)).
Further, the quantity of medicament wied in a particular product will ofse not be a
relevant factor jor, roemally, the extent of use of medicinal fngredients Is very low
hecause a larger wse may he harmful for the human body. [ Puma Ayurvedic Herbal
(P) Lid v. CC.E, Nagpur - 2006 (3) 8CC 266 = 2006 (7196) ELT 3 (S.CM: State
af Goa v. Calfoay Laboratories - 2004 (93 5CC 83 = 2003 (158) ELT. 18 (8.0):
B P.L. Pharmacenticals v. CCE - 1995 Supp (3) 3CC 1 [995 (77) ELT. 455
(SCH
3L However, there cannol be o static parameter for the correct classification of a
commaodity, Thiv Court in the case of Idian Aluminium Cables Lid v. Union of
India, 19585 (3) SCC 284 = 985 (21) E LT, 3 f5.C.), hay culled out this principie in
the following words

“13  To sum uwp the true poxition, the process of mamufaciure of a

product and the end use to which it ie put. canmt necessarily be determinative
aof the classification of that product under a fiscal schedule like the Central
Excise Tarifl What iv more important ix whether the broad description aof the
article fits in with the expression wsed in the Tariffl... "
32 Moreover, the functional wiliey and predominant or primary usage of the
commodity which i being classified must be taken into account, apart from the
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understending in common pariance [see K Play (india) Lid v CCE, - 2003 (2)
SCC 460 = 2003 (f80) EL.T. 300 (5.C.), Alpine Industries v, C.C.E, New Delhi -
1995 Supp. (3) 8CC 1, Swianil Chemo Indusiries v. C.CE & Customs - 2005 (4)
SCC 189 = 2005 (181 ELT. 206 (§.C. ) f{CPA Health Praducts (P) Lid v. CC.E, -
2004 ) SCC 487 = 2 (1671 LT 20 (5.C. ), Puma Aywrvedic Herbal (supra);
Ishaan Research Lab (FP) Lid (supra); C.C.E v. Uni Products India Lid, 2009 %)
SCC 205 = 2009 (4 ELT 491 (8.0,
33 A commodity cannot be classified in a residuary emiry, in the presence of «
specific enrry, even if such specific entry requires the product to be understood in the
technical sense [see Akbar Badrudin v. Collector of Customs, 1990 {2} SCC 203 =
1960 {47) ELT 16! (8C ) Commissioner of Customs v. G.C. Jain, 2011 (12) SCC
TI3 = 2001 (269 E LT 307 (8.C )] A residuary entry can be taken refiee of only in
the absence of a specific eniry; that is to say, the latier will always prevail over the
former fsee C.C.E v Jayant Oil Mills, 1989 ¢3) SCC 343 - 1989 (40) ELT 287
(S.C) HPL Chemicals v. C.C.E 2006 (5) SCC 208 = 2000 (97} ELT 34
(8.C.), Western India Plywoods v, Collector of Customs, 2005 (12) S8CC 731 = 2005
(IS8 ELT. 363 (S.C ) C.CE v Carrier dircon, 2006 (3 SCC 396 = 20046 (199)
ELT 577 ¢8.C ) In CCE v, Carrier dircon, 2006 (5} SCC 396 = 20046 (199)
ELT 577 (8C. ) this Cowrt held :
"14.  There wre a number of fmﬁr.ln' which have to be jaken into
consideration for determining the classification of a product. For the
purposes of classification, the relevani foctors fmter alia are statutory
Sfiscal entry, the busis chavacter, funciion and wse of the goods. When a
commadity fall within a tarijf eniry by virtue of the purpose for which it is
put to (sic. produced), the end use 1o which the product is put 1o, cannol
determine the classification of that product, ™
34, inour view, as we have already stated. the combined factor that requires o be
taken note of for the purpese of the classification af the goods are the composition,
the product literature, the label, the characier of the product and the user to which
the product is put. fowever, the miniscule quantity of the prophylactic ingredient is
ol a relevans factor .. T

18. In view of the findings enumerated in the foregoing pam in the judicial
pronouncements, | find that the product “Cyproterone and Ehinylestradiol Tablets (2
mg/0.035 mg) (Frewil)" cannot be classified as contraceptive as the product is not used as
contraceplive predomimantly,

29. 1 find that *Cyproterone and Ehinylestradiol Tablets (2 mg/0.035 mg) (Frewill" is
classified under Chapler 30 of the CTH system, which is for pharmaceutical products. |
find that the heading and sub-heading of classification whereunder the produoct is classified
and cleared by M/s. MLL-5EZ as under:

Jih Pharmacewical goods specified in Note 4 to this Chaprer

I 6l - Chemical contraceptive preparations based on hormones, on
ather products of heading 2937 or on spermicides |

I8 60 10 | --- Based on hormones

30.  From the above description of sub-heading it 15 apparent that the product meant as
contraceptive and known as contraceptive is liable for classification under the heading
3006, which is not in the present case in as much as the product under dispute ie
“Cyproterone and Ehinylestradiol Tablets (2 mg/0.035 mg) (Frewal)", is neither pnmanly
used as contraceptve nor it is being prescribed as Contraceptive pill. The product
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“Cyproterone and Ethinylestradiol Tablets (2 mg/0.035 mg) (Frewil)™ is indicated for use
in Androgen dependent discase in women such as acne, alopecia & mild of hirsution. Thus,
the said product 15 medicament consisting of mixed products for therapeutic or prophylactic
use. Further. the said product s put up in measured doses or in forms or packings for retal
sale.

M. | find from the other heading and sub-heading of classification that the most
_ﬂppmpriﬂte heading for _:‘Ii:-:_f-i_ﬁfatinn of this product is as under:
RIS Medicaments fexcliuding poods of heading J 02 3005 {r

I 06) consisting of mixed or  unmixed products  for  therapentic or
propivdactic uses, pul up in measured doses (including thase In the form
af  transdermal  administration systemslor  in forms o
packings  for  retatl  sole

ETLERY) - (ther

| 3004 9090 | —  (hher

32. It s evident from the submission of M. MLL-SEZ that the said product in dosage
form is also not registered i India as contraceptive by Drug Controller General of India
{DCGH). Though their submission indicates the dual use of the dosage form / combination
of the said goods, the same 15 registered for the treatment of “androgen dependent discases
in women such as Acne, Alopecia and mild of hirsution™ but not as contraceptive. Thus, 1t
i5 clear from above facts that “Cyproterone and Ethinvlestradicl Tablet (2 mg/0.035 mg)
{Frewil)™ is primanly used for treatment of ' Androgen-dependent discases in women, such
as acne, alopecia and mild forms of hirsutism’ and while clearing the same mio DTA by
M/s MLL-SEZ it was not comectly classified resulted in non-payment of appropriate
Customs duty leviahle on the product. [t should have been classified under CTH 30042099
and apphcable duty (@ 24.32% (BCD-10% and IGST-12%) should have been paid on it
Therefore, incorrect classification of goods has resulted o non-levy of duty of
Rs.12.17,625/-

i3, | find that Section 17 of the Customs Act,1962 provides for self-assessment of duty
on import and export goods by the importer or exporter himself by filing a hill of entrv or
shipping bill as the case may be. in the electronic form, as per Section 46 or 50 respectively.
Thus, under self-assessment, 1t 1s the importer or exporter who will ensure that he declares
the correct classification, applicable rate of duty, value, and benefit or exemption
notification clamed, if any, i respect of the imported / exponted goods while presenting
Bill of Entry or Shipping Bill. In the present case, it is evident that the factual facts sbout
the product were only known to M/s, MLL-SEZ and M/s. PIPL-DTA and aforesmd facts
came to light only subsequent to the in-depth investigation dunng the course of Audit by
the CRA - Audit Party. Therefore, M/s MLL-SEZ has deliberately contravened the above
said provisions with an intenbion to evade payment of Customs Duty leviable and pavable
on the DTA Sale from SEZ 1o DTA of “Cyproterone and Ethinylestradiol Tablets (2
mg/0.035 mg) (Frewil)” as specified in the first schedule under Section 2 of Customs Tariff
Act, 1975. M/s MLL-SEZ had contravened the provisions of Section 46(4A) of the
Customs Act, 1962 in as much as M/s. MLL-SEZ, while filing DT A Sale - Bill of Entry had
to ensure the accuracy and completeness of the information given therein for assessment of
Customs duty, whereas in the instant case, M/s. MLL-SEZ had failed to fulfil this legal
abligation in respect of DTA Sale of "Cyproterone and Ethinylestradiol Tablets (2
mg/0.035 mg) (Frewal) ™ for its correct and accurate classification.
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34.  From the above discussion and evidences, it emerged that M's. MLL-SEZ, while
clearing the subject goods into DTA, had entered into a conspiracy 1o evade payment of
Customs duty by intentionally wrongly classifving the goods with an intent to evade
payment of Customs duties on the DTA clearance of subject goods from their SEZ unit. In
fact, these DTA Sale - Bills of entry were filed by M/s. MLL-SEZ on behalf of Mis. PIPL-
DTA in terms of proviso to Rule 48(1) of the SEZ Rules, 2006, therefore, it was expected
from M/s. MLL-SEZ to classify the product under proper HSN Code. Hence, it appears
that M/s. MLL-SEZ knowingly and deliberately indulged in misclassification of the said
goods and thereby conmavened the provisions of Rule 47i4) of the SEZ Rules, 2006 read
with Section 46(4) of the Customs Act, 1962 in as much as they had filed DTA sale Bills of
Entry with mcorrect information in regard to classification of the said goods cleared by
them by wrongly classifyving the said goods in duty free Tanff Item (HSN code), sold by
them to M/s. PIPL-DTA. These were cleared on the strength of mvoices submitted along
with the respective DTA Sale Bills of Entry, which did not reflect the actual HSN code of
the goods on which duty of Customs was payable. The usage of the said product as well as
the fact that the smid product 15 not registered with the Drug Controller General of India
(DCGL) to be used as contraceptives was never informed by Mis. MLL-SEZ. The complete
details of the product for its proper classification were thus suppressed from the
Department with an intent to evade payment of duty. M/s. MLL-SEZ has wilfully
suppressed the actual HSN code. M/s. MLL-SEZ has engaged in mis-declaration &
suppression of facts with an intent to evade payment of Customs duties on the clearance of
subject goods into DTA from their SEZ unit. M/s. MLL-SEZ has not correctly classified
the product under actual HSN code of the subject goods as required in terms of Rule 1 of
the General Rules for Interpretation read with section 46(4) the Customs Act, 1962, Thus,
the provisions of extended period for demand of duty as contained in Section 28 (4) of the
Customs Act, 1962 applicable in the instant case.

35.  Further, it appears that M/s. MLL-SEZ was well aware of the duty structure under
CTH 30049099 and CTH 30066010, However, they wrongly claimed classificatton under
CTH 30066010 with a mala-fide intention of evading Customs duty. M/s. MLL-SEZ, with
the mient to evade payment of Customs Duty had consciously and imftentionally mus-
declared the goods under CTH 30066010 in the DTA Sale Bills of Entry by suppressing the
fact that, “Cyproterone and Ethinylestradiol Tablets (2 mg / 0.035 mg) (Frewil)' 18 neither
used primanly as contraceptive nor registered m India as contraceptive, but it is a mixed
product for therapoutic use in measured dose for treating the symptoms / diseases of
androgen sensitivity. The above wilful suppression and wilful mis-statement was done by
them with the intention to evade pavment of Customs Duty leviable and payable on DTA
sale of “Cyproterone and Ethinylestradiol Tablets (2 mg/ 0.035 mg) (Frewil) " as specified
in the first Schedule under Section 2 of the Customs Tarft Act, 1975. Hence, it appears
that the importer had knowingly involved themselves in the suppression of the malerial
facts and also indulged in mis-statement of facts.

36, In view of the above, the differential amount of Customs duty of Rs.12,17,625/-, as
worked out in Annexure-A of this Show Cause Notice is required to be recovered from
M/s. MLL-SEZ under the provisions of Section 28(4) of the Customs Act, 1962 read with
Section 30 of the SEZ Act, 2005, along with applicable interest in terms of Section 28AA
of Customs Act, 1962,

37.  The said act of mis-declaration and suppression of facts on the part of M/s. MLL-
SEZ, as discussed in the foregoing paras constitute an offence of the nature descnbed m
Section 111{m) of the Customs Act, 1962 and thereby render the said goods wviz

“Cyproterone and Ethinylestradiol Tablets (2 mg / 0.035 mg) (Frewil)” clearcd in DTA to
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Mis. PIPL-DTA, valued at Rs. 50,06,68(/-, lable for confiscation under Section 111{m) of
the Customs Act, 1962 However, as the said goods are not available for confiscation,
hence the fine in licu of confiscation is liable to be imposed.

38 Ms. MLL-SEZ had made DTA clearance of *Cyproterone and Ethinvlestradiol
Tablets (2 mg / 0,035 mg) (Frewil)' valued at Rs.50,06,680/-, by deliberately suppressing
the material fact and by way of wilful mis-statement in contravention of the provisions of
Section 46 (4) of the Customs Act, 1962, by classifying the same under CTH 30066010, In
terms of Section 46(4) of the Customs Act, 1962, the imporier was required to make a
declaration as to truth of the contents of the DTA szale-Bills of Entry subritted for
assessment of Customs duty, which in the instant case, M/s MLL-SEZ had failed to fulfil in
respect of DTA clearance of ‘Cyproteronc and Ethinylestradiol Tablets (2 mg/0.035 mg)
{Frewil) eleared through PHARMEZ (INZIP6), For these contraventions and violations, the
goods fall under the ambit of 'smuggled goods” within the meaning of Section 2(39) of the
Customs Act, 1962, and are liable for confiscation under the provisions of Section 111{m)
of the Customs Act, 1962.

39.  As the impugned poods are found liable to confiscation under Section 111 (m) of
the Customs Act, 1962, ] find it necessary to consider as to whether redemption fine under
Section 125(1) of Customs Act, 1962 can be mposed m lieu of confiscation in respect of
the imported goods, which are not physically available for confiscation, Section 125 (1) of
the Customs Act, 1962 reads as under:-
"125 Oprion to pay fine in liew of confiscation -
f1) Whenever confiscalion of any goods is authorized by this Act, the officer
adiwdging it may, In the case of any goods, the importation or exporiation whereof
iy prohibited wnder this Act or under any other law for the being in force, and shall,
in the case of any other goods, give to the pwner of the goods for, where such
owaer (& nor known, U person from wihoge posyession or custody such goody have
been seized [ an option to pay in lieu of confiscation such fine ax the said officer
thinks fir... "

40. 1 find that even in the case where goods are not physically available for confiscation,
redemption fine is imposable in light of the judgment in the case of M/s. Visteon
Automotive Syvstems India Ltd. reported at 2018 (009) GSTL 0142 (Mad) whercimn
the Hon'ble High Court of Madras has observed interalia in Para 23 as under:

% 23, The penaliy directed against the imparier under Section 112 and the fine payable
wnder Section 125 operate in two different flelds. The fine under Section 125 is in lieu of
confiscation of the goods. The payment of fine followed wp by pavment of duty and other
charges leviable, as per sub-section (2) of Rection 123, fetches relief for the goods from
gelting confiscated. By subjecting the goods to payment of duty and other charges, the
improper and irregular importation is sought to be regularised. whereas, by subjecting
the goods to payment of fing under sub-section (1) of Section 123, the goods are saved
Sfrom getting confiscated. Hence, the avallability of the goods is nol necessary for
imposing the redemption fine. The opening words of Section [23 "Whenever
confiveation of any goods {5 authprived by this der . " brings out the point clearly. The
power 1o impose redempiion fine springs from the authorisation of confiscation of goods
provided for wunder Section /1! of the Act. When once power of authorisation for
confiscation of goods gets traced fo the said Section 111 of the Act. we are of the
opinton that the physical availebility of poods iy not so much relevant. The redempiion
fine is in fact to avoid such consequences flowing from Section 111 anly Hence, the
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payment of redemption fine saves the goods from geiting confiscated Hence, thefr
physical avallabillty does nol have any significance for impogition of redemption fine

pnder Section 125 of the Act. We accordingly answer guestion No. (i) "

41. Hon'ble High Court of Gujarat by relving on this judgment, in the case of Synergy
Fertichem Litd. Vs. Union of India, reported in 2020 (33) G.5.T.L. 513 (Guj.), has

held interalia as under:-
FTy

EEE LT

174, ...... Inthe aforesaid context, we may réfer (o and rely upon a decision of the
Madras High Court in the case of Ms. Visieon Automotive Systems v. The Customs,
Excise & Service Tax Appellare Tribunal, CMA. No. 2857 of 201 1, decided an I Ith
August, 2007 (2018 (9] GSTL 142 (Mad )], wherein the following has been
ohserved in Para-23;
“23. The penalty directed against the importer under Section 112 and
the fine payvable under Section 125 operate in iwo differem fieldy The
fime under Section {25 15 in lew of confiscation of the goods. The payment
af fine followed up by payment of duty and other charges leviahle, as per
sub-section (2) of Section 123, fetches relief for the goods from getting
confiscated. Bv subjecting the poods fo payment of duty and other
charges, the improper and irregular importation is soughi to be
regularised, whereas, by subjecting the poods to payment of fine under
sub-section (1) of Section 125, the goods are saved from genting
confiscated. Hence, the availabifity of the poods ix not necessary for
imposing the redemption fine, The opening words of Sectiom 125
“Whenever confiscaiion of any goody is authorised by this Act....”, brings
out the point clearly, The power lo impose redempiion fine springs from
the authorisation of confiscation of goeds provided for under Section [1]
af the Act. When once power of authorisation for confiscation of goods
gets traced fo the said Section 1] of the Aet, we are of the opinion thar
the physical availability of goods is not so much relevant, The redempition
firne ix in fact to aveld such consequences flowing from Section 111 only.
Hence, the paymeni of redempifon fine saves the goods from getting
confiveaied.  Hence, their phvsical  availability does nor have any
sigmificance for imposition of redemption fine under Section (25 of the
Act, We accordingly answer guestion N, (iii). "
I75.  We would like to follow the dictum ax laid down by the Madras High Court
im Para-23, referred to above.”

41, The aforesaid acts of non-payment of duty of Rs.12,17,625/- on the pant of M/s.
MLL-SEZ by suppression of facts and wilful mis-statéement appears to have rendered them
liable for penalty under Section 114A of the Customs Act, 1962, inasmuch as the duty
amounting to Rs.12,17,625/- was not levied by reason of wilful mis-stetement and
suppression of facts with a mala fide intention of evasion of Customs duty.

42.1 | find that after raising the objection by audit, the noticee has accepted the mistake
and already paid the duty amount equal to duty payable on the goods clearly by way of
misclassification alongwith interest amount calculated by them. Therefore, they are liabie
to pay penalty as per the provisions of the Customs Act, 1962,

422 | find that ingredients of Section | 14A of the Customs Act 1962 15 very well
covered in the present case. The show cause notice gives sufficient materials and the
evidences on the basis of which the noticée 1s hable for penal action under Section 1144 of
the Customs Act, 1962, | find that as per Section | 14A, imposition of penalty 18 mandatory
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once the elements for invocation of extended period is established, Honhle Supreme Court
in the case of Grasim Industries Ltd. V., Collector of Customs, Bombay [(2002) 4 sec
297=2002 (141) E.L.T.593 (5.C.)] has followed the same principle and observed:
"Where the words are clear and rhere ix no obscurity, and there i no ambiguity and
the intention of the legistature is elearly conveyed, there is no scope for Court 1o
take wpon itcelf the task of amending or altering the statutory provisions. " (para
10).
Therefore, the noticee is able for penalty under Section 1 14A of the Customs Act, 1962,

43. 1 find that fifth proviso to Section 114A stipulates that “where any penalty has been
levied under this section, no penalty shall be levied under Section 112 or Section |14."
Hence, | refrain from imposing penalty on the importer under Section 112 {a) and [ 12 (b) of
the Customs Act, 1962,

44, | find that the nofices M/s. MLL-SEZ, has paid “Under Protest” customs dutics of
Rs.12,17,628'- alongwith interest of Rs.545485- on 24.07.2023 under Challan
No.SEZ/ZIPL/094/22-23 dated 24.07.2023. The Specified Officer, Pharmaez SEZ,
Ahmedabad vide e-mail dated 26.06.2024 has confirmed the payment. | find that after
raising the objection by audit, the noticee has accepted the mistake and pad the duty
amount alongwith interest and thus, there was no good reason for the noticee to deposit the
duty under protest. in view of the same the amount of duty and interest paid by the noticee
under the above Challan is required to be appropriated against the duty demand proposed
under the SCN under adjudication.

45. | have gone through the proposal of penalty under Section [12{b) of the Customs
Act, 1962 upon M/s.PSI India Private Limited, DTA buyer of the noticee M/s.Mylan
Laborat, wherein it 15 alleged that M/.PSI India Private Limited had entered into
conspiracy in collusion with M/s.Mvlan Laboratory in the said act of mis-declaration of
correct classification of the subject goods.

45.1 From the submissions made before me by the notices M5 PS1 India Private
Limited, | infer-alic find that M/s. MLL-SEZ and Mfs. PIPL-DTA has executed
“Partnership Agreement” with respect to importation. stocking, promotion, marketing, sale
and distnbution of disputed product in the territory of Uttar Pradesh and Rajasthan and
though the agreement has been termed as “Partmership Agreement” but the agreement was
with respect to distribution of *Products™, In the negotiation with the suppher they had
negotiated the price of the product, quantity, place of delivery, mode of delivery, and time
of delivery and did not inquired about the HSN; They were entitled to pass on tax
component, 1f any, upon the retailer’ stockist. Thus, the situabion 8 révenue neutral. The
have also contested that no positive evidence with respect to alleged abatement or collusion
or any active involvement on the part of the Noticee has been brought forward under the
show cause notice,

452 I find that Section 112{b) of the Customs Act, 1962 provides that:

"l whe ACgUIres POsseision r}j'f}r iy im any way concérned n carrying. rémoving,
depagiting, harbowring, keeping, concealing, seiling or purchasing, or in any other
marner dealing with any goods which he knows or has reason 1o believe are ffable
o confiscation under section 111, shall be fable, -

(i) in the cose of dutiohle goods, other than prohibited goods, subfect to the
provisiony of section 1144, to a penalty not exceeding ten per cent of the dury
sought to he evaded ar five theusand rupees, whichever is higher:™
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453 From contents of the section 112{b} it can be seen that penaltics can be imposed
only if any individual was in knowledge or concern with the act of omission. Further, for
imposition of penalty under Section 112(b) of the Customs Act, 1962, in the case like the
cage in hand for adjudication, the knowledge of offence on part of the person has to be
established with documentary evidences. The present case being of classification in nature,
I find merits in submissions of the noticee in as much as no corroboration 18 emerged from
the Notice, which establishes direct involvement or knowledge of the noticee M/s.PS1 India
Private Limited in support of the alleged conspiracy and collusion for imposition of penalty
under Section 112(b) of the Customs Act,1962. My above views are supported with the
findings of the Hon'ble double bench of the CESTAT, Ahmedabad in the case of Vipul
Joshi Vs. C.C-Ahmedabad, reported as 2022(10)1.CX0103, wherein the Hon ble Tribunal
held that:
“B.17 We also find that the appellant cannol come within the ambit of Section
112(b) because appellants had never acquired possession or in any way concerned
af the activities menttoned In the Section or any measure dealing with any goods
which the appellants knew or had reasen to belleve gre liable to conflscation. In the
absence af the department having not proved the knowledge of the appellant in the
activities relating to the smuggled gold, there were no grounds for imposition of
penalty on him It is now well established thar mensrea is an important ingredient
for impasing a penalty on the persons enumerated in Sectiond [ 2(8) of the Customs
Act. The evidence brought owl by the department nowhere suggesty that the
appellants were aware that the goods in guestion were smuggled info the India. The
penalty imposed on Appellant, therefare, carmot be susiained, ™

454  In view of the abvoe, | drop the proceeding initiated in the SCN under adjudication
against M/s.PS[ India Private Limited.

46,  Further M/s.Mylan Laboratories Limited have relied upon judgments in support of
their contention, T find that the ratio of the relied upon case laws are not squarely applicable
in the facts and circumstances of the present case. I have pone through the facts of the case
laws relied upon by the importer and compared the same with the factual details of the
present case in hand, 1 find that there 1s quite difference in the facts and circumstances of
their own case. Hence, the noticees cannot get benefit therefrom. I would like to rely on the
judgment of the Hon'ble Supreme Court of India in the case of Escorts Ltd. Versus
Commissioner of Central Excise, Delhi-11, reported at 2004 (173) E.L.T. 113 (5.C.},
wherein the Honble apex court observed that:
“I. Circumstantial fexibility, one additional or different fact may make a world
of difference between conclusions in two caves. Disposal of caves by blindly placing
reliance on a decizion is not proper, ™

Further reliance is placed on the judgment of the Hon'ble Apex court in case of *Collector
of Central excise, Calcutta Vs Alnoori Tobacco Products’ (2004(170)ELT 135 5C),
where it was observed by the Hon'ble Apex Count-

11 Courts should not place reliance on decisions withow! discussing as to how the
factual situation fits in with the fact situation af the decision on which relfance is
placed Observarions of Courts are neither to be read as Euclid s theorems nor as
provisions of the statufe and that too laken ouwt of their context. These observations
muist be read in the context in which they appear to have been stated Sudgmenis of
Courts are not to be construed as statutes. To interpret words, phrases and
provisions of a statute, it may become necessary for judges to embark inte lengthy
discussions but the discussion is meant to explain and not to define. Judges
interpret statutes, they do not interpref judgments. They interpref wrd'! af
statutes; their words are not fo be interpreted as statutes.

-
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In view of my findings in the paras supra, | pass the following order:

aj

b

(]

d)

e)

E)

ORDER::

I reject the declared classification of the goods ie, "Cyproterone and
Ethinylestradiol Tablets (2 mg / 0.035 mg) (Frewil)” under Customs Tanff
Head 30066010 and hold classification of the said product under Customs Tariff
Head 30049099 of the first Schedule to the Customs Tanff Act, 1975;

| hold the subject goods having assessable value of Rs.50,06,680/-(Rupees
Fifty Lakh Six Thousand Six Hundred & Eighty Only) as detailed in
Annexure-A to the SCN, cleared by M/s Mylan Laboratones Limited by mis-
classifying the subject poods, liable for confiscation under Section |11{m) of
the Customs Act, 1962. However, 1 give them the option to redeem the goods
on payment of Fine of Rs.5,00,000/- (Rupees Five Lakhs only) under Section
125 of the Customs Act, 1962;

| confirm the demand of Duty of Customs amounting to Rs.12,17,625/-
{(Rupees Twelve Lakh Seventeen Thousand Six Hundred & Twenty Five
only), as detailed in Annexure-A to SCN, and order recovery of the same from
Mis Mylan Laboratories Limited in terms of the provisions of Section 28(4) of
the Customs Act, 1962 and an amount of Rs.12,17.625/- already paid under
protest by them as Customs duty under Challan No.SEZ/ZIPLA94/22-23 dated
24.07.2023, is appropriated towards the duty demanded and confirmed at (a)
ahove;

| prder that interest at appropriate rate under Section 2BAA of the Customs
Act, 1962 on the duty confirmed under (c) above, be charged and recovered
from them and an amount of Rs.5,45.485/- already paid under protest by them
as interest under Challan No SEZ/ZIPL/094/22-23 dated 24.07.2023, is
appropriated towards the interest payvable on the duty demanded and confinmed
at (c) above;

| impose & penalty of Rs.12,17.,625- (Rupees Twelve Lakh Seventeen
Thousand Six Hundred & Twenty Five only) on M/'s Mvylan Laboratones
Limited plos penalty equal to the applicable interest under Seetion 28AA of
the Customs Act, 1962 payable on the Duty demanded and confirmed at (a)
above under Section 114A of the Customs Act, 1962, However, in view of the
first and second proviso to Section 114A of the Customs Act, 1962, if the
amaount of Customs Duty confirmed and interest pavable thereon is paid within
a peniod of thirty days from the date of the communication of this Order, the
penalty shall be twentv-five percent of the duty, subject 1o the condition that
the amount of such reduced penalty is also paid within the said period of thirty
davs;

| refrain from imposing penalty on M/ Mylan Laboratories Limited under
Section |12 {a) of the Customs Act, 1962 for the reasons discussed in para 43
sUpra;

I drop the proceeding initiated in the SCN under adjudication against M/s.PS]
India Pnvate Limited for the reasons discussed herein above under para 45,
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48. This order 15 155ued without prejudice to any other action that may be taken under the
provisions of the Customs Act, 1962 and Rules/Regulations framed thereunder or any other
law for the ime being in force in the Republic of India.

49. The Show Cause Notice No. GEN/ADIADC/1563/2023-TECH dated 07.08.2023 is

disposed off in above terms. J‘(’/J
'N.Illu‘,n_,-*-r‘
"

{Vishal Malani)
Additional Commissioner
Customs, Ahmedabad
BY SFEED POST/e-mail/ By Hand
F. No. GEN/ADIADC/1563/2023-TECH Date: 01.07.2024

DIN: 202U0331mMNaMD | S 124

Tor
l. M/s.Mylan Laboratories Limated.
Pharma SEZ, Plot Mo.20 and 21,
Matoda Village, Matoda, Sanand,
Ahmedabad, Gujarat, India-382213.

Z. M/s. PSI India Private Limsted,
E-11%, Transport nagar,
Kanpur road, Lucknow,
Uttarpradesh, India-2260123,

Copy to:

1. The Principal Commissioner of Customs, Customs Commuisstonerate, Ahmedabad
{(RRA Section] for information please.

2. The Specified Officer, Office of the Development Commussioner, -Pharma SEZ,
Plot No.20 and 21, Matoda Village, Matoda, Sanand, Ahmedabad, Gujarat, 382213

3. The Deputy/Assistant Commissioner, (TRC), Customs Commissionerate,
Ahmedabad

4. The Superintendent (Systems), Customs Commissionerate, Ahmedabad, for
uploading on the website of the Commissionerate/Zone

5. Guard file.



