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PARTNERS IN GLOBAL HEALTHCARE 20 M& 2015

Shri Sudhanshu Pandey, IAS

Joint Secretary to the Government of India,

Department of Commerce, Q% %
Ministry of Commerce & Industry,

Udyog Bhawan, - S ( J/( W

New Delhi 110 011.

Subject: Implementation of the Trace and Track system for export of
drug formulations

Ref: DGFT Public Notice No. 13/2015-2020, dated the 22nd May, 2015
Dear Sir,

We refer to the DGFT Public Notice as above (Copy enclosed) regarding
Implementation of the Trace and Track system for export of drug
formulations’.

We deeply appreciate and thank the Government of India, Ministry of
Commerce & Industry and the DGFT for accepting our request for postponing
the implementation of various provisions for trace and track.

For our better understanding and clarification, we list below the key
provisions of the Public Notice.

The Public Notice makes the following requirements optional till further
notification:

1. Primary level: 2D barcode encoding unique and universal global product
identification code in the format of 14 digits Global Trade Item Number
(GTIN) along with batch number, expiry date and a unique serial
number of the primary pack [para 2 (i) (a)]

2. Secondary level: Marking of 1D /2D barcode on mono-carton containing
one primary pack on optional basis till further notification [para 2 (i) (b)]

3. Tertiary Level: Maintaining Parent/Child relationship of packs between
primary and secondary packaging till further notification [para 2 () (i1)]
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The Industry needs to comply with the following:

a) Marking of bar codes on tertiary level (1D) encoding unique and
universal global product identification code in the format of 14 digits
Global Trade Item Number (GTIN) along with batch number, expiry date
and a unique serial number of the tertiary pack i.e. Serial Shipping
Container Code (SSCC), and secondary level (1D or 2D) (other than
mono cartons) and universal global product identification code in the
format of 14 digits Global Trade Item Number (GTIN) along with batch
number, expiry date and a unique serial number of the secondary pack
as per the existing requirement. [paras 2 (i) (c) and 2 (i) (b)]

b) Secondary and tertiary packagings data to be uploaded on the central
portal exempted till 01.10.2015 [para 2 (ii)(vi)]

c) Exports from 1.10.2015 to be allowed only if secondary and tertiary
packagings of drugs with manufacturing date on or after 01.10.2015
carry barcoding and the data is uploaded on the portal [para 2 (ii)(vii)].

The public notice as above under para 2 (ii)(v) provides that for availing of the
exemption, manufacturer has to obtain permission from DCG(I) or its
nominee. The earlier described procedures by DGFT vide public notices dated
26th June, 2014 or 1st April, 2015 did not have this provision. We feel that by
asking manufacturers to seek permission from DCG(I) or its nominee is
additional burden and increasing the work flow incurring additional time and
resources. The DCG(I) is not geared to handle the massive workload that
would be required to verify and clear each export order. Hence, we request
you to delete this clause.

Alternatively, we suggest that Pharmexcil may be designated as the ‘nominee’
of DCG(I), as Pharmexcil has been functioning as the nodal agency for issuing
RCMC and maintaining records of all pharma exporters for the past decade
since its inception. The Council also has the experience and capabilities to
discharge the responsibilities. Also Pharmexcil is in regular communication
with the regulatory authorities in India and other countries on their regulatory
requirements and can keep the pharma exporters updated on the
changes/amendments to the Import/Export provisions.

The exemption clause also carries a new rider that “the tertiary level of
packaging will have additional printing of barcode as per (i)(c) above in
addition to importing country’s requirement, if any.”






