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ORDER-IN-ORIGINAL

1. This copy is granted free of charge for the use of the person to whom it is issued.

2. An appeal against this order lies with the Commissioner of Customs (Appeal), Jawaharlal Nehru
Custom House, Sheva, Tal : Uran, Dist : Raigad, Maharashtra — 400707 under section 128(1) of
the Customs Act, 1962 within sixty days from the date of communication of this order. The appeal
should be in duplicate and should be filed in Form CA-1 Annexure on the Customs (Appeal) Rules,
1982. The Appeal should bear a Court Fee stamp of Rs.1.50 only and should be accompanied by
this order or a copy thereof. If a copy of this order is enclosed, it should also bear a Court Fee

Stamp of Rs. 1.50 only as prescribed under Schedule 1, items 6 of the Court Fee Act, 1970.

3. Any person desirous of appealing against this decision or order shall, pending the appeal, make
payment of 7.5% of the duty demanded where duty or duty and penalty are in dispute, or penalty,

where penalty alone is in dispute.
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BRIEF FACTS OF THE CASE
M/s. East African India Overseas, [EC No. 0506086003, located at Unit - I, Plot No. 1,
Pharmacity, Selaqui Industrial Area, Dehradﬁn 248 011, (hereinafter referred to as the
Exporter) filed Shipping Bill No. 5863055 dated 03.10.2025 for the purpose of export of

following items the details of which are as under:

Table-1

SB No. &
Date

Description of Goods

FOB

Drawback
Claimed
(in Rs)

RoDTEP
claimed
(in Rs)

IGST
Claimed
(in Rs)

5863055
dated
03.10.2025

30049099 - BENALEX
- Phenylephrine HCL
5MG BP+

5,99,244.78

7190.93

4194.71

LUT

Diphenhydramine HCL
5MG BP + CPM 0.75MG
BP + Glyceryl Guaiacolate
25MG BP Syrup

30049099 - KOFO
COUGH EXPECTORANT -
Chlorpheniramine
Maleate 2.2MG BP +
Ammonium Chloride
110MG BP + Sodium
Citrate 40MG BP+
Menthol 1.1MG BP

7,81,550.02 | 9378.60 5470.85 | LUT

Total LUT

13,80,794.80 | 16,570 9,666

2. Subsequently, the goods covered under the said Shipping Bill were brought to the
Container Freight Station (CFS) and carted by the exporter. Thereafter, on scrutiny of export
documents presented for Inspection/Examination, it was observed by the docks officer that
the goods attempted for export contain a drug composition of Chlorpheniramine Maleate,
Ammonium Chloride, Sodium Citrate and Menthol as submitted by the exporter for item at
Invoice No. 1 Sl. No. 2 declared as KOFO COUGH EXPECTORANT -Chlorpheniramine Maleate
2.2MG BP + Ammonium Chloride 110MG BP + Sodium Citrate 40MG BP+ Menthol 1.1MG BP.
These tablets are banned/restricted as per Sl. No. 110 of List of Drugs Prohibited for
Manufacture and Sale through Gazetted Notifications issued by the Ministry of Health &
family welfare u/s 26A of the Drugs & Cosmetics Act, 1940. Accordingly, it is mandated that
export of the Pharmaceutical Product having above combination are banned/restricted for
export without NOC from Central Drugs Standard Control Organization (CDSCO). It was
further observed that the said composition of the drugs is prohibited for manufacture for
sale, sale and distribution for human use Vide Gazette notification no. CG-DL-E-02062023-
246249 dated 02.06.2023 and vide notification no. S.0. 2406 (E) published in the Gazette of
India, Extraordinary, Part 11, Section 3(ii), dated the 7t September, 2018. An excerpt of the

said Gazette notification is as follows-

“... And whereas, the Expert Committee recommended that “there is no
therapeutic justification for this FDC in the above mentioned strengths and

the FDC may involve risk to human beings. Hence, in the larger public
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interest, it is necessary to prohibit the manufacture, sale or distribution of
this FDC in the above mentioned strengths under section 26 A of the Drugs
and Cosmetics Act, 1940. In view of the above, any kind of regulation or
restriction to allow for any use in patients is not justifiable. Therefore, only

prohibition under section 26A is recommended;

And whereas, on the basis of the recommendations of the Expert Committee
and the Drugs Technical Advisory Board, the Central Government is
satisfied that it is necessary and expedient in public interest to regulate by
way of prohibition the mdnufacture for sale, sale and distribution for

human use of the said drug in the country.....”
-this was implemented with immediate effect.

3. It is further observed that the Drug Controller General of India vide its letter bearing
no. IMP-12/1/2024-eoffice dated 30.04.2024 has stated that industry must be facilitated to
file fresh applications for NOC for manufacture of unapproved/approved new drug/banned
drugs solely for export purpose from 15th May, 2024 on online mode through CDSCO Zonal
Offices-

“... it has been decided with the approval of Hon’ble HFM vide Ministry
Fno. X.11035/210/2018-DR(Pt) dated 21st June, 2023 that industry must
be facilitated to file fresh applications for NOC for manufacture of
unapproved/approved new drug/banned drugs solely for export purpose
from 15th May, 2024 on online mode through CDSCO Zonal Offices.
Accordingly, power delegated to State/UT licencing authority stands
withdrawn w.e.f. 15th May, 2024 and such NOC’s shall be granted by the
head of respective CDSCO zonal office w.e.f. 15th May, 2024. Further, All
State/UT drugs controllers are required to handover all NOC’s issued from

20th August, 2018 to 14th May, 2024 to respective Zonal offices of CDSCO.”

4. In view of these restrictions, the exporter was requested to produce CDSCO NOC for
export of item KOFO COUGH EXPECTORANT by the Docks Officer. However, the exporter
failed to produce any such NOC from CDSCO and the case was therefore, referred to CEAC for

adjudication.

5. Subsequently, the exporter produced NOC No. NA/NOC-T&A(Exhibit
Batches)/2025/001196 granted to them on 07.11.2025 for manufacture of this formulation
for export purpose only. Further, the NOC granted was in response to exporter’s Application
No. EXP/NOC/2025/73734 dated 29-OCT-2025. It was also observed that the Purchase
Order No. mentioned on Export Invoice did not match with the Purchase Order No.
mentioned on the CDSCO NOC produced by the exporter. The Export Invoice had PO No.
EAR/2025/04/01 dated 01.04.2025 while the PO No. mentioned on the CDSCO NOC dated
07.11.2025 produced by the exporter was ALCH PO EAR 13-2025 dated 01.05.2025.




6. In this matter, it is evident that the exporter M/s East African India Overseas has
neither obtained NOC from concerned CDSCO Zonal Office at the time of the manufacturing
of the goods, nor presented the NOC for export at the time of clearance of the goods at the
docks, although it was submitted later on, only after the docks officer raised objection
regarding the same. It appears that the manufacturer exporter has not only manufactured an
unapproved/banned drug without following laid down procedures but also attempted to
export it without establishing its unapproved/banned nature, also the labels are not having
basicinstructions printed as mandated in the NOC granted by the CDSCO. Further, it was also
-observed that the Purchase Order No. mentioned on Export Invoice did not match with the

Purchase Order No. mentioned on the CD5CO NOC produced by the exporter.
7. THE RELEVANT LEGAL PROVISIONS IN THIS CASE ARE;

A. Foreign Trade (Development and Regulation) Act, 1992

(i) Section 11: (1) No export or import shall be made by any person except in accordance with
the provisions of this Act, the rules and orders made there under and the foreign trade policy

for the time being in force.
B.  Customs Act, 1962:-

(i) Section 2(22): "goods" includes (a) vessels, aircrafts and vehicles; (b) stores; (c)
baggage; (d) currency and negotiable instruments; and (e) any other kind of movable
property;

(ii) Section 2(33): "prohibited géods” means any goods the import or export of which is
subject to any prohibition under this Act or any other law for the time being in force but
does not include any such goods in respect of which the conditions subject to which the

goods are permitted to be imported or exported have been complied with;

(iii) Section 11H(a) "illegal export" means the export of any goods in contravention of the

provisions of this Act or any other law for the time being in force;
(iv) Section 50: Entry of goods for exportation. -

(1) The Exporter of any goods shall make entry thereof by
presenting [electronically] [on the customs automated system] to the proper officer in
the case of goods to be exported in a vessel or aircraft, a shipping bill, and in the case of
goods to be exported by land, a bill of export [in such form and manner as may be

prescribed]:

Provided that the [Principal Commissioner of Customs or Commissioner of Customs]
may, in cases where it is not feasible to make entry by presenting electronically [on the

customs automated system], allow an entry to be presented in any other manner.]

(2) The Exporter of any goods, while presenting a shipping bill or bill of export, shall

make and subscribe to a declaration as to the truth of its contents.




(3) The Exporter who presents a shipping bill or bill of export under this section shall

ensure the following, namely: -

(a) the accuracy and completeness of the information given therein;
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(b) the authenticity and validity of any document supporting it; and

(c) compliance with the restriction or prohibition, if any, relating to the goods under

this Act or under any other law for the time being in force.

(v) Section 113: Confiscation of goods attempted to be improperly exported, etc.
“The following goods shall be liable to confiscation:

(d): any goods attempted to be exported or brought within the limits of any
customs area for the purpose of being exported, contrary to any prohibition
imposed by or under this Act or any other law for the time being in force, shall

be liable to confiscation;

(ia): any goods entered for exportation under claim for drawback which do not
correspond in any material particular with any information furnished by the
exporter or manufacturer under this Act in relation to the fixation of rate of

drawback under section 75;]

(ja): any goods entered for exportation under claim of remission or refund of any
duty or tax or levy to make a wrongful claim in contravention of the provisions

of this Act or any other law for the time being in force.

(vi) Section 114.(i): Any person who, in relation to any goods, does or omits to do any act which
act or omission would render such goods liable to confiscation under section 113, or abets the
doing or omission of such an act, shall be liable, in the case of goods in respect of which any
prohibition is in force under this Act or any other law for the time being in force, to a penalty not
exceeding three times the value of the goods as declared by the Exporter or the value as

determined under this Act, whichever is the greater.

8. In view of the above, it appears that, the goods covered under the Shipping Bill No.
5863055 dated 03.10.2025, declared as “KOFO COUGH EXPECTORANT”, having declared
FOB value of Rs. 7,81,550.02/- were attempted to be improperly exported by the Exporter
although the goods are unapproved/banned vide Gazette notification no. CG-DL-E-
02062023-246249 dated 02.06.2023 and vide notification no. S.0. 2406 (E) published in the
Gazette of India, Extraordinary, Part II, Section 3(ii), dated the 07th September, 2018.

9. Further, the scope of definition of “prohibited goods” as specified under Section 2 (33)
of the Customs Act, 1962 is no more res-integra in light of Judgement dated 17.06.2021 of
Hon’ble Supreme Court in the case of Union of India & Ors Vs Raj Grow Impex LLP & Ors
[CIVIL APPEAL NO(s). 2217-2218 of 2021 (Arising out of SLP(C) Nos. 14633-14634 of
2020)].
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“Any restriction on import or export is to an extent a prohibition. The expression “any

prohibition” in Section 111(d) of the Customs Act, 1962 includes restrictions.”

9.1  Further, in self-assessment era, it is the responsibility of the Exporter to ensure
compliance with the restriction or prohibition, if any, relating to the goods under this Act or
under any other law for the time being in force, thus by attempting to export the
unapproVed/banned drugs without the requisite No Objection Certificate issued by the
CDSCO, the exporter has also violated the provisions of section 50 (3) of the Customs Act,
1962 and provisions of section 11 of Foreign Trade (Development and Regulation) Act, 1992.
Thus, by these acts of omission and commission, the exporter has rendered the said goods
covered under the Shipping Bill No. 5863055 dated 03.10.2025, declared as “KOFO COUGH
EXPECTORANT", having declared FOB value of Rs. 7,81,550.02/- liable for confiscation under
Section 113(d) of Customs Act, 1962, and the exporter has also claimed drawback and
RoDTEP benefits on the improper export of unapproved/banned goods which also makes
the goods liable for confiscation under section 113(ia) and 113(ja) respectively of the
Customs Act, 1962 and therefore, for attempting to improperly export the goods without the
requisite and applicable No Objection Certificate issued by CDSCO, the exporter appears

liable for penal actions under the Customs Act, 1962.

10. The exporter, M/s. East African India Overseas, IEC No. 0506086003, for their acts of
omission and commission in respect of the subject goods to improperly export the banned
drugs without requisite and applicable NOC from CDSCO appears to be liable for imposition
of penalty under Section114(i) of the Customs Act, 1962. |

WRITTEN SUBMISSION OF THE EXPORTER

11. The exporter vide their letter dated 14.11.2025 and subsequent letter dated
22.11.2025 have stated that Non-Display of Mandatory Inscription - As per Condition No. 4
of the CDSCO NOC, the inscription "For export only - Not for domestic consumption” is a
mandatory labelling requirement. They have submitted that absence of this inscription on

the packaging was entirely unintentional, and occurred due to the following reasons:

(i) the artwork for the product was prepared strictly as per the importing country's
Ministry of Health (MOH) guidelines and customer specifications, which are in a

foreign language.
(ii) The product does not bear any MRP and therefore cannot-be sold in India.

(iii) The importing country's regulatory framework does not permit inclusion of any
text beyond what is approved in their label norms; therefore, the inscription could
not be incorporated at that stage. They have stated that they fully acknowledge the
CDSCO requirement. Corrective action has already been taken, and the customer has
been informed. Further, they have assured that all future export consignments will
strictly include the mandated inscription to ensure full compliance with CDSCO

norms.




11.1 They have further submitted that the goods were not intended for sale or distribution
in India and were manufactured exclusively for export. Therefore, there was no risk to the
domestic market, and no adverse impact on public health or safety. They have mentioned
that the lapse with respect to labelling is purely procedural and not substantive. The goods
manufactured had a product permission FORM 25 and they have obtained NOC from CDSCO
vide Application dated 29.10.2025. They have requested for leniency and don’t want any
Show Cause Notice or personal hearing in the said matter and the consignment may be

allowed to be released.

11.2 Subsequently, vide their submissions dated 28.11.2025, they have mentioned that the
PO number mentioned in the CDSCO NOCi.e. PO No. ALCH PO EAR 13-2025 dated 01.05.2025
has been issued by the customer/consignee, while the PO No. EAR/2025/04/01 dated
01.04.2025 mentioned on the Export Invoice of the Shipping Bill is the Ministry of Burundi
Purchase Order issued to the customer. Hence, both PO numbers are correct and relate to
the same supply chain, but they belong to different issuing authorities - one from the

Ministry and the other from the customer.

DISCUSSION AND FINDINGS

12,  Thave gone through the records of the case and I find that the exporter has requested
to waive the required Show Cause Notice and Personal Hearing. The legal provisions as
applicable in the case have been explained orally to the exporter. Hence, I take up the case
and proceed to adjudicate on merits based on evidence and submissions available on
records. I find that in the instant case, the Exporter had initially failed to produce requisite
CDSCO NOC for export of “KOFO COUGH EXPECTORANT” (Item No. 2 of the S/Bill). However,
they produced CDSCO NOC subsequently and requested to grant the permission to export
the goods as they have obtained NOC from CDSCO. I find that the Exportér vide letter dated
22.11.2025 requested for waiver of SCN and PH. Accordingly, I accept the request of
Exporting firm for waiver of SCN and PH and I proceed to adjudicate the case on merits on

the basis of evidences available on records.

13.  Ifind that an attempt was made by the exporter, M/s East African India Overseas, IEC
No. 0506086003, to improperly export the impugned goods ie. “KOFO COUGH
EXPECTORANT” covered under Shipping Bill No. 5863055 dated 03.10.2025, having
declared FOB value of Rs. 7,81,550.02 /- with a claim of drawback of Rs. 9379 /- and RoDTEP
of Rs. 5471/- even when the goods are unapproved/banned in nature vide Gazette
notification no. CG-DL-E-02062023-246249 dated 02.06.2023 and vide notification no. S.0.
2406 (E) published in the Gazette of India, Extraordinary, Part I, Section 3(ii), dated the 07th
September, 2018. The export of said item requires NOC from CDSCO. In the instant case, the
Exporter has submitted the requisite NOC dated 07.11.2025 issued by CDSCO post
manufacture and carting of the goods. It was also noticed that in terms of Condition No. 4 of
the CDSCO NOC, the mandatory inscription “For Export only - Not for Domestic

Consumption” was not present on the impugned goods.

7

ek T

RO




14. Further, as per the available records, it is observed that the exporter subfnitted the
requisite No Objection Certificate (NOC) issued by the CDSCO at a later stage—only after the
Docks Officer raised an objection to the export of the said drugs due to the absence of the
CDSCO NOC, as mandated by the aforementioned Gazette. This delayed submission
constitutes a violation of Section 11 of the Foreign Trade (Development and Regulation) Act,

1992, as well as the relevant provisions of the Foreign Trade Policy (FTP).

15. The CDSCO NOC No. NA/NOC-T&A(Exhibit Batches)/2025/001196 dated 07.11.2025
provides specific details pertaining to the exporter, drug name, brand name, quantity,
package size, importing country, and other relevant particulars. It also stipulates certain
conditions to be adhered to during the manufacturing of the goods. However, as per the
observations made, it is evident that the manufactured goods do not conform to the labelling
and packaging requirements specified in the NOC. In response, the exporter has stated that
they fully acknowledge the CDSCO requirement and corrective action has already been
taken, and the customer has been informed. Further, they have assured that all future export
consignments will strictly include the mandated inscription to ensure full compliance with
CDSCO norms. They have mentioned that the lapse with respect to labelling is purely
procedural and not substantive. With respect to the mismatch in the Purchase Order No. in
the Export Invoice and the Purchase Order No. mentioned in the CDSCO NOC dated
07.11.2025, the exporter has submitted vide letter dated 28.11.2025 that the PO number
mentioned in the CDSCO NOC i.e. PO No. ALCH PO EAR 13-2025 dated 01.05.2025 has been
issued by the customer/consignee, while the PO No. EAR/2025/04/01 dated 01.04.2025
mentioned on the Export Invoice of the Shipping Bill is the Ministry of Burundi Purchase
Order issued to the customer. Hence, both PO numbers are correct and relate to the same
supply chain, but they belong to different issuing authorities - one from the Ministry and the
order from the customer. The reference mismatch occurred only because the Ministry PO

and customer PO differ, though both relate to the same transaction.

15.1 On perusal of export documents and exporter’s submissions, I find that the Purchase
Order No. EAR/2025/04/01 dated 01.04.2025 mentioned on the Export Invoice is an Import
Authorization issued by the Ministry of Public Health, Republic of Burundj, for Import by the
consignee M/s Alchem Industries S.U.R.L., Burundi. However, the Purchase Order No. ALCH
PO EAR 13-2025 dated 01.05.2025 is the Purchase Order issued by the consignee M/s
Alchem Industries S.U.R.L., Burundi, generated against the said Import Authorization No.
EAR/2025/04/01 dated 01.04.2025 issued by the Ministry of Public Health, Republic of
Burundi. Hence, | find that, though these documents belong to different issuing authorities,
i.e. the Ministry and the consignee, they refer to the same Purchase Order i.e. PO No. ALCH
PO EAR 13-2025 dated 01.05.2025 from the consignee. Therefore, I find that the subject NOC
has covered the present consignment of 24500 numbers of KOFO COUGH EXPECTORANT to
be exported to M/s Alchem Industries S.U.R.L., Burundi. Therefore, since as a matter of fact

that at the time of filing of S/Bill the exporter was not in possession of requisite CDSCO NOC,
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hence, I am inclined to hold the goods liable for confiscation u/s. 113 (d) of the Customs Act,
1962. However, I am inclined to grant permission to export the goods while imposing Fine/
Penalty on the Exporter as the exporter has submitted post facto CDSCO NOC dated.
07.11.2025.

16. It is well-settled law that any restriction on import or export is to an extent a
‘prohibition’ and therefore, the expression ‘any prohibition’ in Section 113(d) of the Act
includes restrictions. Restriction is one type of prohibition if a policy condition is not fulfilled
or complied with. In the self-assessment era, it is the responsibility of the exporter to ensure
compliance with the restriction or prohibition, if any, relating to the goods under this Act or
under any other law for the time being in force, thus by attempting to export the impugned
goods restricted goods covered under the Shipping Bill No. 5863055 dated 03.10.2025,
declared as “KOFO COUGH EXPECTORANT”, having declared FOB value of Rs. 781550.02/-
liable for confiscation under Section 113(d) of Customs Act, 1962, and the exporter has also
claimed drawback and RoDTEP benefits to the tune of Rs. 9379/- and Rs. 5471/- respectively
on the improper export of restricted goods which also makes the goods liable for confiscation
under section 113(ia) and 113(ja) respectively, of the Customs Act, 1962 and therefore, for
attempting to improperly export the goods without the requisite and applicable No Objection
Certificate issued by CDSCO, the exporter appears liable for penal actions under the Customs
Act, 1962. However, as the exporter has submitted CDSCO NOC dated 07.11.2025 which
covered the goods under present Shipping Bill, I am inclined to allow the goods to be

exported subject to payment of Redemption Fine u/s 125 of the Customs Act, 1962.

17.  Therefore, I find and hold that the offending goods, viz. ‘24500 Bottles of KOFO
COUGH EXPECTORANT are liable for confiscation u/s. 113 (d), 113(ia) & 113(ja) of the
Customs Act, 1962, however, | am inclined to allow the goods to be exported to Burundi on

payment of Redemption Fine u/s. 125 ibid.

18. I find that the acts of omission and commission on the part of the Exporter, who
attempted to export ‘Restricted Goods’, without valid NOC issued by CDSCO, has rendered
the goods liable for confiscation u/s. 113 (d), 113(ia) & 113(ja) of the Customs Act, 1962
which rendered the Exporters liable for penal action u/s. 114 (i) ibid, and I hold so.

ORDER

19.  Inview of the above discussion and findings, I pass the following order: -

(i) I'order for confiscation of the goods covered at Sl. No. 2 under the Shipping Bill No.
5863055 dated 03.10.2025, declared as “KOFO COUGH EXPECTORANT”, having declared
FOB value of Rs. 7,81,550.02/- under Section 113(d), 113(ia) & 113(ja) of the Customs Act,
1962 being ‘Restricted’ in nature.

(i)  lorder to redeem the goods for exportation on payment of Redemption Fine of Rs -
50,000/- (Rupees Fifty Thousand only), by the exporter M/s East African India Overseas, in
lieu of confiscation, under Section 125 of the Customs Act, 1962.
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(iii) [ impose a penalty of Rs. 30,000/- (Rupees Thirty Thousand only) on the exporter, M/s.
East African India Overseas (IEC- 0506086003) under Section 114(i) of the Customs Act,
1962.

20. This order is issued without prejudice to any other action that may be taken against
the exporter or any other person(s) concerned with the said goods under the Customs Act,

1962, or any other law for the time being in force in India.
N —
W /%O 5 (12175

(RAGHU KIRAN B.)
ADDITIONAL COMMISSIONER OF CUSTOMS,
CEAC, NS-II, JNCH

To,

M/s. East African India Overseas, (IEC No. 0506086003),
Unit - 1, Plot No. 1,

Pharmacity,

Selaqui Industrial Area,

Dehradun 248 011

Copy to: -

1. The Commissioner of Customs, CEAC, NS -II, JNCH.

2. The DC/AC, Centralized Review Cell (Export), INCH.

3. The DC/AC, Export (Docks).

4, The Dy. Commissioner of Customs, CRRC Cell, NS-1I, JNCH, Nhava Sheva.
5. The Dy. Commissioner of Customs, CAC, NS-II, JNCH, Nhava Sheva
6. EDI Section, for upload on the JNCH website.

7. The Supdt., CHS, JNCH, Nhava Sheva - for display on Notice Board.
8. Office Copy.
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