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Abstract: 
PharmaSecure is a leading provider in the serialisation of pharmaceuticals and has worked extensively with 
local and global manufacturers in India and other nations.  This paper describes the 2011-2012 Directorate 
General of Foreign Trade (DGFT) requirements for bar-coding and serialisation on pharmaceutical packages 
exported from India. Serialisation is introduced, the DGFT Mandate is described in detail, and specific 
recommendations are given for complying with the mandate, based on PharmaSecure’s experience of putting 
in place coding that will protect 1.5 billion packs exported from India this year. Finally, new applications of 
serialisation and DGFT serialisation in particular are described.   
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I. Serialisation 
 
From the biblical story of Adam and Eve naming the animals, “serialisation” has taken place in various 
forms. The US has Social Security Numbers for individuals, Nandan Nilekani and his team at the Indian 
government are now implementing unique identities (UIDs) for all people in India. As serialisation has 
become more sophisticated, cost-effective and its uses both in identifying people and the products they use 
uniquely, a combination of private-sector adoption of serialisation and government mandate of serialisation 
for drug packaging is taking place.  
 
Counterfeiting, diversion, and parallel trade have been the motivating forces in driving the uptake of 
serialisation in the global pharmaceutical industry, as described in “Pharmaceutical Anti-Counterfeiting: 
Combating the Real Danger from Fake Drugs” by Mark Davison (Wiley, New York, 2011, 426pp). In some 
cases, however, the cost of implementing complex systems has overshadowed the immediate benefits 
resulting in industry resistance and delays of several years. California regulators, for example, have enacted 
legislation that requires the pharmaceutical supply chain to serialize each item and provide drug pedigrees, or 
custodial histories, which trace each drug’s chain of ownership from the point of dispensing back to the 
manufacturer. California’s deadline is 1 January 2015, and  other serialisation regulations are slowly but 
surely coming into place. As a result of reimbursement fraud and grey market trade issues, France, Greece, 
Belgium, Italy and, most recently, Turkey has passed specific traceability legislation requiring an additional 
2D Data Matrix bar code. With the exception of France (which has a batch-level traceability system) these 
codes uniquely identify a unit-dose pack. This unique number can be electronically submitted along with the 
other information to link a prescription to a unique serial number, so once that prescription has been 
reimbursed, it is recorded and tracked. Any further attempts to use that prescription or unique serial number 
will be detected through government controlled databases. China and Brazil have also recently put in place 
serialisation regulations for track and trace. SecuringPharma has published a useful summary report entitled 
“Pharmaceutical Serialisation: Moving from If to How” which details these international initiatives and 
provides some general strategies and tactics.  
   
One of the challenges of serialisation is that it is not only in the West (where drug prices tend to be higher) 
that this is needed. Virtually all categories of medicine have been counterfeited in various countries 
especially in the developing world. Counterfeiting is found in both branded and generic products with some 
containing similar compounds to the original product while others contain either very little of the original 
compound or a totally different compound, which may be harmful when consumed 1 A 2006 study by  Praful 
Sheth of the SEARPharm Forum and supported by the WHO found that counterfeit drugs in the Indian 
market were more prevalent among inexpensive high-volume drugs than expensive drugs. 2 
 
The Indian serialisation movement, which has been supported by the DGFT Mandate, has proved an 
extremely important milestone in the history of serialisation. It is the first time a large number of packages 
including even inexpensive products have been serialized in a cost-effective manner. This not only will 
greatly reduce counterfeiting as it becomes a model globally, but will also allow a whole variety of services 
to consumers associated with products. With unit-level serialisation on tuberculosis, Aids and malaria 
medications that allow communication with the direct consumer, drugs become gateways to healthcare 
delivery services that can push the frontier of health delivery in the fast-growing emerging markets where 
consumers need effective healthcare most. 
 

 

                                                
1 Stevens, J. M. (2006). Counterfeit Medicine in Less Developed Countries, Problem and Solution 

2 Sheth et al: 2007: http://www.iccwbo.org/uploadedFiles/BASCAP/Pages/SEARPharm_Forum_Home_Page_ESC-Medicine-Ind.pdf 
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II. The DGFT Mandate 
 
 

Private Sector Initiation 
Throughout 2009 and 2010 a small number of quality manufacturers started serializing their packages with 
unique numbers that consumers, manufacturer’s agents and other stakeholders could authenticate using a 
mobile phone or a web portal. The expertise that they developed in partnership with their service providers 
provided the technological basis for serialisation in India by proving that it was possible to cost-effectively 
provide unit serialisation on tens of millions of packages. These include even 10 rupee (20 US Cent) drug 
packages.  
 

The Dramatic Denouement  
In July 2010 a large shipment of pharmaceuticals exported to Nigeria from China were seized by the 
Nigerian drug regulator NAFDAC on the grounds of their being substandard or spurious.  These 
consignments had originated in China but had labels of ‘Made in India’ pasted on them. This had created 
some adverse publicity for Indian pharmaceutical manufacturers and India’s regulators and industry had to 
work with the Nigerian drug regulatory authorities and the Chinese Government to determine whether the 
drugs were indeed from India or not.  
 
In the end, the Chinese regulators informed the Government of India that these consignments had been sent 
from China and the relevant exporters had been criminally prosecuted and cases against them in the courts 
were pending. The embarrassment to the Indian pharmaceutical industry and damage to its image had 
already been done. With a growing pharmaceutical industry exporting drugs to most countries in the world, it 
was essential to maintain and protect the reputation of Indian industry. The challenge is that while India 
exports billions of drugs every year, the price points for these drugs, especially drugs going to price sensitive 
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markets in Africa, Asia, and Latin America that happen to be the most challenging counterfeiting markets 
make it very difficult to implement serialisation. Furthermore, due to the relative costs of labour and capital, 
Indian manufacturers have more manual package lines with less automation than manufacturers in the West. 
The California ePedigree regulations had been delayed for years. How could India implement an anti-
counterfeiting plan?  
 
Formulating a Solution  
Over the next several months, the Directorate General of Foreign Trade (DGFT) worked with people and 
companies from the industry to put together a solution that would make it much easier to identify authentic 
or counterfeit drugs based on unique serialisation of every package. This regulation would have to take into 
account the business and technical challenges unique to the Indian industry while integrating with global 
standards. The government and industry representatives met with the Indian companies that had already 
implemented unit-level serialisation for the domestic market as well as providers of a variety of technologies. 
 
The Mandate  
The DGFT Public Notice No. 21, which came out 10th January 2011, requires unique numbers and barcodes 
for every tertiary, secondary and primary package exported from India, according to GS1 standards. This 
serialisation is the process of assigning a unique serial number to any saleable unit, allowing the unique 
identification of such a unit in order to provide visibility and full traceability within the supply chain. The 
saleable unit may be anything from a blister, a strip, bottle of prescription drugs, a can of deodorant, a re-
usable bag, an oxygen cylinder, or a medical device. While producers are not expected to implement a 
complete track and trace system immediately, they are required to maintain or have a third party maintain a 
database of these serial numbers and the associated products. Over time, authentication and track and trace 
systems will be encouraged among manufacturers and distributors and serialisation will likely be expanded 
to domestic products as well. In India, a number of PharmaSecure’s customers are taking the opportunity to 
begin serializing their domestic products as well. This stepwise implementation combined with new 
technologies and hardware that allow secure, high-volume serialisation is helping make it possible for Indian 
manufacturers to comply. 
 
 
Industry Response and Mandate Revision  
The original date in the implementation of DGFT serialisation was July 1st, 2011 for tertiary, secondary and 
primary packages. After Public Notice number 21, the DGFT took time to review and consider the industry 
feedback on the new regulations and re-consolidated the implementation timeline based on the industry 
input.  
 
Multiple forums were organized by the government, industry bodies like Pharmexcil and service providers in 
order to take inputs from the industry and bring clarity to the regulations.  
 
This resulted in the deferment and stepwise implementation of serialisation in the form of Public Notice 
number 59. In this public notice, the DGFT encouraged the industry to start with tertiary packaging, which 
offers the least technical complexity towards implementation of the solution. This method as we are 
witnessing now gradually builds confidence among the industry towards implementation of the guidelines as 
the industry moves from the least complex – tertiary to the most complex – primary over the course of a 
year.  
 
Another important change in the subsequent public notice was the reduction of the statutory information 
needed on the primary packages. A strong reaction from the industry after the initial notice was surrounding 
the technical complexity and challenge around affixing considerable additional information on primary 
packs, i.e. the final saleable item, due to lack to space and readability issues from foil packaging. The DGFT 
changed the mandate from incorporation of GS1 Application Identifiers 01, 10, 17 and 21 to only 01 and 21 
on the primary pack.  
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In response to continued discussion between the government and industry about the complexity of 
implementing serialization on secondary and primary packaging, the DGFT issued Public Notice number 87 
on December 22, 2011 giving the industry an extra 6 months to comply for these more complex types of 
serialization. This clarified that while the government would work with industry to ensure careful work, it 
was sticking to its commitment to serialization in a short timeframe. We hope that this paper will be helpful 
to the industry in ensuring successful compliance in the allotted time.  
 
 
What Comes Next  
There are two directions that the regulations are likely to move over time. First, similar regulations are likely 
to be extended to domestically distributed products. Secondly, similar to the government’s adoption of a 
serialisation movement that was already happening in the private sector, it is likely that the government will 
support and standardize authentication tracking and tracing systems that the industry develops based on the 
DGFT serialisation mandate. This is hinted at through several amendments to the notification in Public 
Notice 59 that give a peek into where this regulation may be headed over time.  
 
Point 3 in PN59 makes it flexible for manufacturers who are already exporting to countries with a specific 
serialisation mandate already in place for domestic distribution. They shall be exempt from following the 
serialisation guidelines to avoid duplicity of work. This also works towards the government taking another 
step in the direction of adopting global standards of coding. 
 
Para 4 in PN59 makes it mandatory for manufacturers of export pharmaceutical products to maintain a 
database of the serialized products for a minimum period of 6 months after the expiry of the product. The 
clear message here is that of consumer protection. Most pharmaceutical products have an expiry of around 3 
years and put together with the lead-time taken for the product to reach retail shores after manufacturing, 
there is ample time for the product to be tracked before the database is cleared.  
 
Para 5 in PN59 describes authentication features. Currently several companies are adopting consumer 
authentication features based on DGFT serialisation allowing consumers to verify the authenticity of a 
product themselves. This may be mandated at a later time but we are already seeing it adopted by some 
manufacturers.  
 
Para 6 in PN59 takes is a step further by adding that the government will eventually set up a central track and 
trace portal. With this the government intends to centrally route any request for information on 
pharmaceutical products manufactured in India to the party holding such information. 
 
Our view is that the recent DGFT Public Notices 21, 59 and 87 are part of a larger gradual effort to protect 
exports in a cost-effective manner, is following inputs and shaping its requirements on best-practices the 
industry has already been taking of its own accord, and is encouraging the industry to not only put unique 
numbers on packaging but use them in ways that make business sense like allowing authentication and 
tracking distribution.  
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III. Complying with the 
DGFT Mandate 
Complying with the DGFT mandate is not to be taken lightly. While it can be an efficient and cost-effective 
experience if done in the right way, it can be expensive and result in significant business losses, delays, 
wastage and diverted resources if completed incorrectly. Having implemented both consumer authentication 
serialisation and DGFT compliant solutions in over 30 manufacturing locations across India protecting 
hundreds of millions of packages, PharmaSecure has gained key industry experience and knowledge. In the 
following pages we have sourced from the DGFT notices as well as the GS1 Implementation handbook,3 our 
previous paper published by the Confederation of Indian Industries 4 along with our experience of 
implementing to help the industry as a whole adapt in as efficient and effective a way possible. 
 

Approaches to Compliance 
There are four general approaches companies are taking towards adherence with the guidelines.  
 

1. Working with specialized system integrators with India focus: These companies have been providing 
serialisation in the Indian market for some time and have a strong focus on meeting the needs and 
providing service. They understand the unique technical and business requirements of the industry 
while understanding the need for quality and on-the-ground support at a moment’s notice. These 
companies partner with hardware providers to customize solutions capable of meeting the 

                                                
3 GS1 Implementation Handbook for DGFT guidelines http://pharmexcil.org/index.php?option=com_content&view=article&id=1377 

4 Acharya, Abhijit and Ezema, Godian, 2011: “Track and Trace Adoption in Indian Pharmaceutical Products” Confederation of Indian Industry. 
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requirements of the DGFT mandate and offer a suite of follow-on services that allows use of the 
DGFT and other serialisation for authentication, communication and data. These companies have 
Industry experience, tried and tested solutions on Indian manufacturing lines, large on ground teams, 
solutions offered at a price point which the industry can absorb, scalable and diverse offerings like 
SMS authentication of products. 

2. Completing the process in-house: organizations have tried to approach DGFT serialisation internally, 
mostly by passing on the responsibility to internal IT departments working together with packaging 
and production teams. While this may seem straightforward in the beginning, it becomes  
increasingly complex with every passing stage, requiring the dedication of extra manpower to a 
completely new function and evaluating and staying abreast of the latest technologies in the market.  
This approach becomes financially unfeasible to sustain for many companies and opens risks of 
failure that cannot be easily supported by experienced external providers. Many companies 
approached tertiary serialisation internally and are looking to external providers moving forward.  

3. Contracting large international serialisation and track & trace providers: Large international software 
companies and system integrators have traditionally provided traceability and serialisation systems 
in the West. While these companies bring good brand recognition and sophisticated offerings, they 
are not typically built with the unique manufacturing, infrastructure and connectivity challenges of 
Indian manufacturing and production processes in mind. The adaptation to the Indian requirements is 
expensive, as both the software has to be adapted and in many cases the manufacturing lines have to 
undergo an unnecessary level of automation to become compatible with these systems.    

4. Contracting hardware vendors for hardware and software: A number of hardware suppliers to the 
pharmaceutical industry have started offering track and trace software solutions they have built in-
house. While many of these companies have excellent hardware, the software systems, while 
compliant to the regulations, have limited support capacity and untested scalability. While this 
software was helpful in meeting the demand of the industry in time for tertiary deadlines, the 
systems have often been developed quite quickly and we are seeing more of these hardware 
providers forming partnerships with more robust software suites to offer integrated solutions for 
Secondary and Primary DGFT serialisation.  

 
 

Phase 1: Tertiary packaging level  
 

With effect from 1st October, 2011 
 
Tertiary packaging is the level of packaging that contains one or more primary or secondary levels of 
packaging and can be considered as a logistics unit of homogeneous or heterogeneous packages. This is 
typically the shipper or carton level of packaging. The DGFT Requirements at tertiary level packaging 
include incorporation of GS1-128 barcode symbology (1D) encoding the global trade item number (GTIN) 
of the tertiary level packaging package, expiry date, batch number of the product and serialized shipping 
container code number (SSCC) of the tertiary level packaging. The barcode symbology is GS1-128. The 
SSCC is used for the unique identification of each tertiary level package as a logistic unit. It is composed of 
an extension digit, GS1 Company Prefix number, serial number of the tertiary level packaging and a check 
digit. 
 
The way this is done in practice includes human readable information followed by two barcodes. The first 
barcode includes the following: 

1. Product	  Identification	  (unique	  GTIN	  of	  shipper	  pack)	  using	  Application	  Identifier	  (01)	  
2. Expiry	  Date	  in	  YYMMDD	  format	  using	  Application	  Identifier	  (17)	  
3. Batch/Lot	  Number	  using	  Application	  Identifier	  (10)	  

The second barcode includes: 
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1. SSCC	  (Serial	  Shipping	  Container	  Code)	  to	  identify	  individual	  carton	  uniquely	  using	  Application	  
Identifier	  (00)	  

 
 
Figure 1: Tertiary DGFT Serialisation Example. 
Product Name: ABCDXYZ 
Expiry Date: 11/08 (August 2011) 
Batch Number: abc1234 

 

 
 
 
 
The following technology is required for implementing tertiary serialisation:  

1. Industrial	  Grade	  Printer	  
2. A	  scanner	  (handheld	  or	  mounted)	  for	  input	  into	  database	  and	  rejection	  
3. Serialisation	  software	  and	  database	  management	  tools	  

	  
Typical Implementation Scenario 
Our observations in multiple production scenarios have been that tertiary coding of guidelines is done on 
shipper labels using an industrial grade printer. These are then directly applied onto the tertiary packaging, 
either through adhesive or sticky backed labels. In production scenarios where tertiary volume is high, 
printing can also be done directly onto the packaging.  

 

Challenges in Tertiary DGFT Serialisation 
Tertiary coding is fairly straightforward with either printing of shipper labels or direct printing onto 
packaging. In certain cases, due to hard handling of tertiary packages, labels tend to get destroyed or 
damaged rendering the bar codes unreadable. In such scenarios, replacement labels need to be issued and 
applied. 

• Manufacturers are managing with 2-3 tertiary coding stations for up to 10 secondary lines 
• Most manufactures prefer implementing a manual solution  
• Thermal printers have been a preferable solution 
• Online coding has also been deployed but only in a handful of cases 
• Initial lack of clarity around identifying appropriate packaging level in respective packaging 

hierarchies 
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Phase 2: Secondary packaging level 

With effect from 1st July, 2012 
 
Secondary packaging is defined as a level of packaging that may contain one or more primary packages or a 
group of primary packages containing a single item. The requirements at Secondary Level Packaging include 
incorporation of barcodes (GS1 – 128 i.e. 1D or GS1 Data Matrix i.e. 2D) encoding unique product 
identification code (GTIN), Expiry Date, Batch Number and Serial Number of the Secondary package. The 
barcode symbology is GS1-128, GS1 Data Matrix or GS1 Databar. 

 
The way this is done in practice is a human readable version of the information and a barcode encoding the 
following information: 

1. GTIN	  using	  application	  identifier	  (01)	  	  
2. Expiry	  Date	  in	  YYMMDD	  format	  using	  application	  identifier	  (17)	  	  
3. Batch/Lot	  Number	  using	  application	  identifier	  (10)	  	  
4. Serial	  No.	  of	  the	  secondary	  package	  using	  application	  identifier	  (21)	  

 
Figure 2: Secondary DGFT Serialisation Example. 
 

 
(01)07612345678900 
(17)110829 
(10)abc123 
(21)tbgmjuja6 

 
 
 
Technology Requirements 
The following technology is required for secondary DGFT serialisation: 

1. Online printing on secondary packaging using industrial grade inkjet printer 
2. Available space on secondary packaging artwork for Data Matrix and human readable data 
3. Mounted scanner for input into database 
4. Serialisation software and database management tools 

	  
Typical Secondary Implementation Scenario 

Our observations in multiple production scenarios have been that secondary coding is done on outer-cartons, 
multi-cartons or shrink-wrapping. This is achieved through online printing using an appropriate inkjet printer 
printing the code post-production. Just before it is packed into tertiary packages, the code is scanned using a 
mounted scanner and the information is registered into the database maintaining a record of the serialized 
products. We have also experienced integration with high-speed label printers and applicators which require 
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fewer artwork changes, almost 100% readability and lower wastage. This, however, involves relatively 
higher cost per unit/print, high calibration time, and possibly lower line speed.  
 

Challenges in Secondary Coding process 

Secondary serialisation is significantly more complex than tertiary packaging. PharmaSecure has tested and 
implemented solutions to many of these challenges include the following: 

1. 2D Data Matrix grading - Each 2D Data Matrix is graded on a scale of A to F, where the acceptable 
levels are between A to C. Line speeds, carton orientation, ink quality and room humidity are some 
of the factors that affect the data matrix quality. High rejection levels of serialisation online can 
result in high wastage.  

2. Production process optimization - Due to some secondary packaging lines being manual, the 
addition of an extra conveyor may require some innovation to achieve the same production speed 
with DGFT serialisation. Other factors can also result in production line speed slowing but we have 
found that most of these can be avoided with the proper system integration.   

3. Finding the right pair of printer and serialisation software - Due to multiple printer models and types 
in the market together with various serialisation software, it is important to find the right match of 
printer and software. A mismatch might lead to production downtime and improper data streaming 
to printer, leading to significant production losses. An experienced integration can significantly save 
costs and time by coordinating the software and hardware installation and ensuring compatibility and 
ongoing support. 

4. Secure process to transfer codes – Some of the solutions in the market transfer data to the printer in 
open file formats (.csv, .xls, etc.). These pose a grave security threat to the entire process defeating 
the purpose of DGFT serialisation. Storage and transfer of codes to the printer needs to be both 
secure – ensuring no security breaches – and at the same time robust for SFTP connectivity failures 
common at non-urban manufacturing sites. 

5. Incorporation of solution onto existing cartonating machines is also a challenge as most current 
cartonators currently in use make it difficult to integrate automated solution into them.  

6. Space availability on the packages is also a consideration and the regulatory approvals to change 
artwork take significant wait times. Working with a system integrator familiar with these can help. 
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Phase 3: Primary packaging level 

With effect from 1st January, 2013 
  
Primary packaging is defined as the first level of packaging in direct contact with the product and marked 
with an AIDC (Automatic Identification and Data Capture) data carrier either on the packaging or on a label 
affixed to the packaging. It may consist of a single item or group of items for a single therapy such as a Kit. 
The DGFT requirement at Primary Level Packaging include incorporation of 2D (GS1 Data Matrix) 
barcodes on medicines at primary level packaging encoding unique product identification code (GTIN) and 
Unique Serial Number following GS1 global standards. The Barcode Symbology is GS1 Data Matrix 

 

At primary level packaging, there should be human readable information as well as a barcode encoding the 
following information: 
1) GTIN using application identifier (01)  
2) Serial No. of the primary package using application identifier (21) 

 
 
Figure 3: Primary DGFT Serialisation Example. 
 

 
(01)07612345678900 
(21)tbgmjuja5 

 
Technology Requirements 
The following technology is required for primary DGFT serialisation: 

1. Online	  printing	  on	  primary	  packaging	  using	  industrial	  grade	  inkjet	  printer	   	  
2. Available	  space	  on	  primary	  packaging	  artwork	  for	  Data	  Matrix	  and	  human	  readable	  data.	  (For	  

primary	  packaging	  of	  small	  pharmaceuticals	  where	  due	  to	  space	  constraints,	  bar-‐coding	  may	  
not	  be	  possible,	  GTIN	  and	  unique	  serial	  number	  shall	  be	  printed	  in	  human	  readable	  form	  
following	  GS1	  standards:	  refer	  GS1	  implementation	  handbook	  on	  DGFT	  guidelines)	  

3. Mounted	  scanner	  to	  scan	  into	  database	  printed	  codes	  
4. Serialisation	  software	  and	  database	  management	  tools	  

 
Typical Implementation Scenario 

Our observations in multiple production scenarios have been that primary coding is done on either 
blisters/strips/vials/bottles/tubes or even unit-cartons. This is achieved through online printing using an 
appropriate inkjet printer.  The code is printed after production and just before it is packed into secondary or 
tertiary packages, the code is scanned using a mounted scanner and input is sent into the database. This 
ensures a record is maintained of the serialized products. 
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Challenges in Primary Coding process 

Challenges during primary coding include the following 

1. 2D Data Matrix grading - Each 2D Data Matrix is graded on a scale of A to F, where the acceptable levels 
are between A to C. Line speeds, carton orientation, ink quality and room humidity are some of the factors 
that affect the data matrix quality. 

2. 2D Data Matrix readability - Due to small space availability and reflective nature of primary packaging 
material, there can be difficulty achieving 100% read rates of codes on primary packaging using standard 
processes.  

3. Finding the right pair of printer and serialisation software - Due to multiple printer models/types in the 
market together with various serialisation software, it is important to find the right match of printer and 
software. A mismatch might lead to production downtime and improper data streaming to printer, leading to 
production losses. 

4. Secure process to transfer codes – As with secondary serialisation, several solutions in the market transfer 
the data to the printer in open file formats (.csv, .xls, etc.). These pose a grave security threat to the entire 
process. Transfer of codes needs to be a secure process, ensuring that no leakage of codes is possible. 
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IV. Beyond Compliance 
Over 1.5 billion packages produced at 30 manufacturing facilities representing a large percentage of 
formulation exports are already being protected by PharmaSecure’s serialisation and authentication services 
this year. Our passion is for something more than helping manufacturers comply with regulations; it is for 
creating value for the pharmaceutical industry based on the additional services that serialisation opens up to 
manufacturers. In addition to providing mandated serialisation, we make products more valuable to 
consumers by allowing authentication by mobile phone. Our authentication service yields real-time global 
consumer-level distribution data, and allows longitudinal communication services with consumers.  
 
Authentication for Product Differentiation 
PharmaSecure’s DGFT serialisation implementation services is a part of PharmaSecure’s psID program. 
psID includes pre and post-implementation consulting, as well as software and hardware installation directly 
in a production facility. Once in place, unique ID codes will be printed on every drug package that comes off 
a line.  After psID is in place on a line, psVerify can be activated. psVerify allows consumers and others to 
authenticate medicines by sending the unique ID by text message or through a web portal and receiving an 
authentication response.  
 
Data for More Efficient Distribution 
Building upon psVerify, psData provides consumer level distribution analytics in real time. psData monitors 
when and where each package of product is produced and when and where consumers and others in the 
distribution chain authenticate each package.  This powerful data enables cutting-edge oversight and market 
analytics. 
 
Connecting with Consumers to Meet Their Needs 
Based on psData, psConnect allows consumer and stakeholder sampling and communication to better 
understand your market. psConnect is a set of applications allowing direct communication with a sampling 
of your consumers by voice or text on their mobile phone in a way that provides added value to the consumer 
and to the manufacturer.  psConnect applications are customized to specific communication needs and within 
regulatory, ethical and cultural constraints depending on the country or region of the consumer. Applications 
include compliance, product development, market research, longitudinal consumer use research with single 
consumers, and others.  
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V. About PharmaSecure 
 
PharmaSecure is a software and professional services company based in the US and India with partners 
located around the world. We are best known for excellent customer service with an international team of 
software and integration engineers who take pride in their attention to detail. The company’s experience in 
the Indian market and integrating on high-volume production facilities allows customers to be ensured that 
each product is protected when it comes off the manufacturing line. Our teams based in the US and India 
provide a global reach and can deploy serialisation and authentication services quickly and provide ongoing 
service at manufacturing facilities in most countries in the world. The company’s commitment to security is 
paramount and this is reflected in its current customers entrusting our team to security on billions of dollars 
of product. Finally, we are a company committed to innovation and focused primarily on emerging market 
distribution. Our vision is to create new ways to ensure efficient pharmaceutical and healthcare delivery to 
those who need it most.  
 
To find out more about our DGFT Serialization and other services, please contact:  
 
Kishore Kar, VP Sales and Marketing, India and Southeast Asia 
kkar@pharmasecure.com, +91 95601 19994 
 
 
 
PharmaSecure Inc 
16 Cavendish Court 
Lebanon, NH 03766  
USA 
+1 866 350 4450 
 
PharmaSecure PAS India Pvt. Ltd. 
405 DLF City Court, MG Road 
Gurgaon, Haryana 122002 
INDIA 
+91 124 430 8660 
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Appendix A  
DGFT Public Notices 
	  
 
DGFT Public Notice No. 21  
10th January, 2011 
 
Government of India 
Ministry of Commerce and Industry 
Department of Commerce 
Directorate General of Foreign Trade 
  
Public Notice No.21 (RE-2011)/2009-2014 
New Delhi, Dated the   10th January, 2011 
  
Sub:    Procedure relating to tracing and tracking of export consignment of pharmaceuticals and 

drugs- regarding 
  

In exercise of the powers conferred under Paragraph 2.4 of the Foreign Trade Policy, 2009-14, as 
amended from time to time, the following shall be added and in supersession of Public Notice No. 173 dt. 
13th April,2009, henceforth the following procedure for strengthening the enforcement mechanism  available 
under the Drugs and Cosmetics Act, 1940 will be followed. 
  
1.                  Every exporter of Drugs & Pharmaceuticals at the time of shipment shall 
submit, alongwith  other required documents, the following: 
  

(i)                 A copy of Certificate of Analysis issued by the manufacturer for the subject products; 
Or 

  
(ii)               A copy of Certificate of Analysis issued by approved laboratory of the importing 

country/ FDA; Or 
  

(iii)             A copy of Certificate of Analysis issued by a laboratory approved by Drugs Controller 
under Drugs & Cosmetics Act, 1940 and the rules made there under. 

  
Where required the officials of the Drug Control Department posted at the port offices shall retain a 

sample of the subject consignment for the purpose of reference and tracking of the manufacturer/ exporter of 
the subject product. 

  
3.         Exporter of Pharmaceutical products will build track and trace capability for their exported medicines 
using barcode technology as per GS 1 global standards. The same will need to be done  at primary, 
secondary and tertiary level packaging labels as per details below:- 

  
a.         Primary Level packaging: 

  
Incorporation of 2D (GS 1 Data matrix) barcodes on medicines at strip/vial/bottle level 
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encoding unique product identification code (GTIN), Batch Number, Expiry Date and Serial 
Number of the Primary pack. 

  
b.      Secondary Level packaging 

  
Incorporation of barcodes (1D or 2 D) encoding unique product identification code (GTIN), 
Batch Number, Expiry Date and Serial Number of the Secondary pack. 

  
c.      Tertiary Level packaging 

  
          Incorporation of barcodes (1 D) encoding unique product identification code (GTIN), Batch 

Number, Expiry Date and Serial Number of the Tertiary pack (shipper/carton) 
            
1.                  The trace and track technology as per Serial Number 3 above, will come into effect from 
1st July, 2011. 

  
2.                  Effect of this Public Notice: 
  
(a)       Exporters of pharmaceutical products will be required to affix barcodes  on their export products to 
facilitate tracing and tracking of their products. In order to enable exporters of pharmaceutical products for 
incorporation of this technology, adequate time is being given and that is why para 3 will be made applicable 
on 1st July 2011. 
  
(b)   Exporters would also be required to submit certificate of analysis as per Para 2.  (This is not a 
new stipulation, it was included in Public Notice of 13th April, 2009) 

  
Sd/- 

(Anup K.Pujari) 
Director General of Foreign Trade 
E-mail : dgft@nic.in 

  
(Issued from F.No. 01/91/180/648/AM09/Export Cell) 
 
 
DGFT Public Notice No. 59  
30th June, 2011 
 
Government of India 
Ministry of Commerce and Industry 
Department of Commerce 
Directorate General of Foreign Trade 
 
Public Notice No. 59(RE-2010)/2009-2014 
New Delhi, Dated the 30th June, 2011 
  
Sub: Deferment in the date of effect for implementation of bar-coding on export consignment of 

pharmaceuticals and drugs for tracing and tracking purpose. 
  

In exercise of the powers conferred under Paragraph 2.4 of the Foreign Trade Policy, 2009-14, as 

amended from time to time, Director General of Foreign Trade hereby amends Public Notice No. 21 dated 
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10th January, 2011 and prescribes the following procedure for tracing and tracking of export consignments of 

pharmaceutical products. 

2. (i)     Exporters of pharmaceutical products will adopt a trace and track system and incorporate its features 
for exported medicines using barcode technology as per GS 1 global standards as detailed below: 
  

a.    Primary Level packaging requirement: 
Incorporation of 2D (GS1 Data matrix) barcodes on medicines at strip/vial/bottle, etc. 
encoding unique product identification code (GTIN) and Unique Serial Number of the 
Primary pack. 
  

b.    Secondary Level packaging requirement : 
             Incorporation of barcodes (1D or 2 D) encoding unique product identification code 

(GTIN), Batch Number, Expiry Date and Unique Serial Number of the Secondary pack. 
  
c.    Tertiary Level packaging requirement: 
            Incorporation of barcodes (1 D) encoding unique product identification code (GTIN), 

Batch Number, Expiry Date and Unique Serial Number of the Tertiary pack 
(shipper/carton). 

  
   (ii)     The trace and track technology as per serial number 2(i) above will come into effect as follows: 
  

(a)     Primary Level packaging              - With effect from  1st July, 2012 
(b)   Secondary Level packaging                       - With effect from  1st January, 2012 
(c)    Tertiary Level packaging               - With effect from  1st October, 2011 

  
3.         In case the importing country has mandated a specific requirement, the exporter can adhere to the 
same and it would not be necessary to comply with the stipulations at serial number a, b & c of para 2 above. 
  
4.         Under the track and trace system, manufacturers would be required to maintain serialized record of 
exported pharmaceutical products for a minimum period of six months after the expiry date of the product. 
  
5.         Authentication features will be added in due course and integrated with the trace and track system. 
  
6.         Government will set up a Central Portal for tracing and tracking exported pharmaceutical products. 
  
7.         Effect of this Public Notice: 

Earlier the requirement of affixing barcodes was to come into effect from 01.07.2011. Now more 
time is being allowed.  

(Anup K.Pujari) 
Director General of Foreign Trade 
E-mail: dgft@nic.in 

  
(Issued from F.No. 01/91/180/648/AM 09/Export Cell) 
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DGFT Policy Circular No. 43  
25th October, 2011 
	  
Government of India 
Ministry of Commerce & Industry 
Department of Commerce 
Directorate General of Foreign Trade 
Udyog Bhavan, New Delhi. 
  
Policy Circular No. 43 (RE-2010)/2009-14 
Dated the 25th October, 2011 
  
To 
          All Customs Authorities / All Regional Authorities / Members of Trade. 
  
Subject:- Implementation of bar coding on tertiary packing of consignments of pharmaceuticals and 

drugs for export with effect from 01.10.2011. 
  

As per Public Notice No. 59 (RE-2010)/2009-14 dated 30.06.2011, incorporation of barcodes (1 D) 
encoding unique product identification code (GTIN), Batch Number, Expiry Date and Unique Serial Number 
of the Tertiary pack (shipper/carton) on export consignments of pharmaceuticals and drugs has come into 
effect from 01.10.2011. 
  
2.       It is clarified that the above barcoding requirement is compulsory for pharmaceuticals 
and  drugs manufactured on or after 01.10.2011. 

  
3.       This issues with the approval of Commerce Secretary. 
  

  
  
Sd/-  
(Hardeep Singh) 
Joint Director General of Foreign Trade 
Email: hardeep.singh@nic.in 

  
(Issued from F.No 01/91/180/648/AM09/Export Cell) 
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DGFT Public Notice No. 87  
22nd December, 2011 
 
Government of India  
Ministry of Commerce and Industry  
Department of Commerce 
Directorate General of Foreign Trade 
 
Public Notice No. 87 (RE-2010)/2009-2014 New Delhi 
Dated the 22nd December,2011 
 
Sub: Deferment in the date of effect for implementation of bar-coding on Primary and Secondary level 
packaging on export consignment of pharmaceuticals and drugs for tracing and tracking purpose. 
 
In exercise of the powers conferred under Paragraph 2.4 of the Foreign Trade Policy, 2009-14, as amended 
from time to time, Director General of Foreign Trade hereby makes following amendments in Public Notice 
No. 59(RE-2010)/2009-14 dated 30.06.2011 read with Public Notice No. 21 dated 10.01.2011: 
 
2.         The trace and track technology as per serial number 2(i) a and 2(i) b of Public Notice No. 59(RE-
2010)/2009-14 dated 30.06.2011 will come into effect as follows: 
 
(a) Primary Level packaging -    With effect from 1st January, 2013 
(b) Secondary Level packaging - With effect from 1st July, 2012 
 
3. Effect of this Public Notice: 
Earlier the requirement of affixing barcodes on Secondary level and Primary level packaging was to come 
into effect from 01.01.2012 and 01.07.2012 respectively. Now more time is being allowed. 
 
 
(Anup K.Pujari) 
Director General of Foreign Trade 
E-mail: dgft@nic.in 
(Issued from F.No. 01/91/180/648/AM 09/Export Cell)  = 


