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About GS1

Global not - for - profit Organisation

111 Member Organisations / 150 Countries

2 Million Member Companies

24 Industry Sectors

¥ 0 @

IDENTIFY CAPTURE SHARE

5 billion barcodes scanned everyday

Administer the GS1 System of
Standards
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Healthcare Industry Challenges

Counterfeits Authentication Traceability Recall

Healthcare Supply Chain
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Secure Healthcare Supply Chain
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Gradually expand the
management of supply chain

Case data to improve patient safety
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Automatic Identification & Data
Capture Electronic Product Catalogue Electronic Data Interchange Traceability Point of Care Applications
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GS1 Standards Framework

IDENTIFY: GS1 Standards for Identification

GLN Global Locaton Number  GTIN Global Trate tem Nurrber SSCC Seniad Stipping Contane: Coce  GRAI Glabal Hetumable Asset identifior  GIAI Globul indivi dual Asset identifier GSRN Glosal Service R lation Number
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MANUTACTURLA <ast PALLEY TRANSPORT OISTRIYTOR TRANSPORTY PALLEY ocsmwuncw THANSFORT CAst L 1 RETAILER CONSUMER
HEALTHCARL PATENT
PROADER  canpGres

OPERATOR
CAPTURE: G51 Standards for Barcodes & EPC/RFID
GS1 BARCODES GS1 EPC/RFID
EAN/UPC GS1-128 ITFa4 GS1 DazaBar GST DataMatrix GS1 QR Code GS1 Composite CPCHF Gen 2 CPC UNF Gen 2

Barcode
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SHARE: GS1 Standards for Data Exchange

MASTER DATA Global Dats Syncheonisat on Network (GOSN TRANSACTIONAL DATA cCom (ED)  Event Data EAC information Services (EPCIS)

+ INTEROPERABILITY >
ITEM MASTER DATA LOCATION DATA ITEM/SHIPMENT TRACEABILITY FROCUCT FPEDIGREE PURCHASE
TRACKING RECALL/WITHDRAWAL DRDER/DESPATCH

ADVICE/INVOCE
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DGFT MANDATE

Background - Why This Mandate
Milestones

Latest Notification

Package Definition
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DGFT Circular 05 Jan 2016

iii.

©

Parent —Child Relationship/ Effective dates for SS1 and Non->>I
Manufacturers:

The manufacturer or exporter shall maintain the data in the parent-child
relationship for three levels of packaging i.e. Primary, Secondary and Tertiary
packaging and their movement in its supply chain.

a) All Manufacturers (SSI & Non- SSI Manufacturers):

As one time exemption all manufacturers are exempted from maintenance of
Parent-Child relationship in packaging and its uploading on central portal
(http://dava.gov.in) till 31.03.2016. However, the requirements of printing of
barcoding on the different levels or packaging will be applicable as prescribed.

b) Extended Date of Exemption to SSI Manufacturers:

All SSI drug manufacturers are exempted from requirement of maintaining
Parent-Child relationship in packaging levels for a further period up to
31.03.2017. However, they are required to upload Tertiary level data on the
central portal mandatorily as prescribed in public notice no. 13/2015-2020
dated 22.05.2015.

The data mentioned in (ii) above shall be uploaded on the central portal of the
Government of India by the manufacturer or exporter or its designated agency
before release of the drug formulations for sale or distribution.
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v, Theresponsiuily ofthe comectness, completeness and ensuing timely upload

Vi,

of data on the cenral portal shallbe withthe manufacturer or exporer

The above rules (i) to (iv) will not be applicable o those drg formulations
manufctured for export purpose, where the goverument of he importing
country has mandaed or formaly noifie isintention o mandate a specific
requitement and the exporter intends {0 aval the option of printing the
batcodes in their format aftr duly obtaning the permission of DG or i
nominee. However, the teriary level of packaging will have additona
prining of barcode s per (1c) above in additon t {mporling country's

requirement, if any.

Bport of drugs manufactured by non-SSI units and having manufacturing
date prior 1o 31.03.2016 and expart o the drugs manufactured by SST unis
and having manufacturing date prior to 31032017 are exempled from
requirement of det uploading on Cental Portl
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Latest Circular May 09, 2018

Pub oti 0. 05 /2015-2020
New Delhi, Dated the 9 May, 2018

Subject: Implementation of the Track and Trace system for export of Pharmaceuticals
and drug consignments alongwith maintaining the Parent-Child relationship in
the levels of packaging and their movement in supply chain — Extension of date
of implementation regarding.

In exercise of the powers conferred under Paragraph 2.04 of the Foreign Trade Policy,
2015-20, as amended from time to time, the Director General of Foreign Trade hereby
amends Para 2.90A of Handbook of Procedure - 2015-20 (as notified vide Public Notice No.
43/2015-20 dated 05.12.2017) read with Public Notice No. 52 / 2015-20 dated 05.01.2016,
for laying down the procedure for implementation of the Track and Trace system for export
consignments of drug formulations.

2. The amended Para 2,90 A (vi) and (vii) which outlines the implementation date of
Track and Trace system for export of drug formulations for non SSI as well as SSI units has
been substituted and would read as under :-

“2.90 A

vi. Export of drugs manufactured by SSI and non-SSI units and having manufacturing
date on or before 15.11.2018 are exempted from maintenance of data in the Parent-
Child relationship for three levels of packaging and its uploading on Central
Portal(http://dava.gov.in).

vii All drugs manufactured by SSI or non SSI units and having manufacturing date after
15.11.2018 can be exported only if both tertiary and secondary packaging carry
barcoding as applicable and the relevant data as prescribed by DGFT is uploaded on
the Central Portal.

&l
i The Global Language of Business )
India © GS1 India 2015




DGFT Mandate: Critical Milestones

Track, Trace and
Authentication

Data Upload to Central
Portal

Parent - Child Mapping and
Data Preparation

Coding and Labeling
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DGFT Mandate

Public Notice No. 13/2015 -2020 , dated 22 May 2015, states pharma exporters
must identify products and create parent -child relationship data between packaging
levels.

Packaging Levels Information to be captured Format
Tertiary level Homogeneous Heterogonous A Human
eant o vanspor AGTN-d(roduet  Assce |, PR

A Expiry date
A Batch number
A SSCC (carton code)

Secondary Level A GTIN-14 A Human
Packaging level containing A Expiry date readable
multiple primary packs. A Batch number A Barcode

A Unique serial number

Primary level* A GTIN-14 A Human
Packaging in direct contact o m A Expiry date readable
with the medicine. - A Batch number

E.g., strip, vial, etc. A Unique serial number

* Primary products are exempted from barcoding till next notification.
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Definition of Packaging Levels

Tertiary

Intermediate
Level 2, 3
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Definition of Packaging Levels

Tertiary

Intermediate
Level 2, 3

Secondary
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Barcode Basics

AGTIN Allocation

AGTIN -13 to GTIN -14 conversion
Alndicator Digits and Relevance
AConsequence of wrong Indicator digits
ASecondary Label

ATertiary  Label
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Allocation of GTINs

Allocate a unique Global Trade Item Number

(GTIN) for each item
(i.e. drug or pharmaceutical product)

Assign GTINs across all packaging levels

(i.e. Primary, Secondary, Tertiary)




What is GTIN

AGTI NO is a Global Trade Item Num

A A globally unique 8, 12, 13, or 14 -digit number that
uniquely identifies products and services.

N\

AOne of the identification fAkeysbo
System.

A Unique and unambiguous

A Uniquely identifies a product/service at every level of
packaging

A Always numeric

A A non -intelligent number

A Assigned accordingto  GTIN Allocation Rules

@
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Components of GTIN-13

A) COMPANY PREFIX
A Allocated by GS1 India
A Enables product identification
worldwide in terms of:
\/' The country of GS1
membership
\/' The company
B) ITEM NUMBER
A Subscriber uses it to identify
each unique product type (SKU).
C) CHECK DIGIT
A Calculated using preceding digits
A Verified when scanned

81901016 508

000
f f f

Company  jtem Check
Prefix No. Digit
GTIN 13 has 13 digits.

The company prefix and item
number will always add up to 12
digits.

13t digitis the Check Digit.
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Use Correct Indicator Digits

The IS the first digit of GTIN
It is used to identify the packaging level
0 Denotes the primary packaging level e
(strip/vial/bottle) —h
1 Denotes the innermost  level of the

secondary package

2 Denotes the Intermediate Level -2
of the package

3 Denotes the Intermediate Level -3
of the package

5 Denotes the tertiary/final packaging
level (i.e. shipper/carton)
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lllustration:

packaging

GTIN -14 Construction at Different level of

Packaging DataStructure
Level
Primary GTIN - 14 : 0 8901296 90965 2
Indicator Digit Company Prefix Product Codes Check Digit
8901296 90965
As per the requirement of Assigned By GS1 Product Codes assigned Check Digit generated based
DGFT portal, only fi00 can be India by the company on Modulo-10 algorithm
used as an indicator digit
Secondary [ GTIN - 14 : 1 8901296 90965 9
Indicator Digit Company Prefix Product Codes Check Digit
8901296 90965
As per the requirement of Assigned By GS1 Product Codes assigned Check Digit generated based
DGFT portal, only fild can be India by the company on Modulo-10 algorithm
used as an indicator digit

Indicator Digit Company Prefix Product Codes Check Digit

8901296 90965

As per the requirement of Assigned By GS1 Product Codes assigned Check Digit generated based
DGFT portal, only 50 can be India by the company on Modulo-10 algorithm
used as an indicator digit

(3
India
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Using Wrong Indicator Digits

Verification failures of drugs on the central portal or mobile
app can occur, if the wrong indicator digits are used

«% SR & 0l ol 9:4T Al
[ - - —_— —
; @ ?rugt ﬁu;hentlcatlon and Verification Application -9 ( &) Product Details
|m&* m can it. Be Sure. -
S N - ent i

- Junior Lanzol-15

] 2 / : The Product is Authenticated
) ' Barcode 01189011172541281716052110

Notification DELIVERING PATIENT SAFETY Manufacturer D416882165896354
» NOTIFICATION 01 o R el et sk Manufacturer :Cipla Lrd
» NoTFCATIONG2 i ot s apored o S Expiry Date :2016-05-31
» NOTIFICATION 63 Drug Authentication and Verification A News | Events Batch No. :D41G88
» NOTFICATION 04 calaizk ; e * e e Previous Location:ABC Pharma
e :B"‘"“ Pack Type Secondary

powered by GS1 India
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Data Structure 1 Secondary Packaging Level

Packaging Information
Level

Data Structure

(01) Indicates the data following it is GTIN -14
18901296909659 GTIN-14 of the Secondary Pack
(17) Expiry Date of the Drug

A GTIN 14

A E ) D 190831 Expiry date of the drug in YYMMDD format

Secondary xpiry Date

A Batch Number (10) Indicates the data following it is Batch No.

A Serlal Number 2257258 Batch No. of the drug. Alphanumeric 20 digit long
(21) Indicates the data following it is serial number
987456 Serial number of the Drug. Alphanumeric and 20 digit long
Al GTIN-14 Al Exp.D Al Batch A\ Serial No

ate No.
(01) 18901296909659 7) 190831 (10) 2257258 (21) 987456
®
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Avoild Common Mistakes

2D Barcode Printing

A Use of correct symbology: GS1 Datamatrix. Not Data Matrix

A Starts with Function Character ( FNC1), which enable scanners to
process data according to GS1 System Rules

A By using GS1 Data Matrix, it is possible to concatenate (link) discrete
Application Identifiers (Als) and their data into a single symbol

A Data Encoding
A Fixed data followed by variable information
A Encode separator characters between variable data
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