PROCEDURE

for
2D DataMatrix String Validation

PROPRIETARY NOTICE

The Parties under the present document undertake the obligation not to disclose and put out confidential information, by
defining the term "Confidential Information" as follows: all facts and circumstances, which have become known to them in
the course of performance of the their work, data relating to commercial operations, marketing activities, computer
programs, technical specifications, business correspondence, user guides, tenders, documents related to the software, the
provisions of a contract concluded between them and the information related to the development and commercial
reputation of each party. The Parties under the present document, as well as their employees and any other individuals or
entities working for them, on grounds other than an employment contract, shall not disclose or use for their personal benefit
or for the benefit of third parties any facts and circumstances, which have become known to them during the course of the
collaborate relationship.
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1. Purpose

The purpose of this procedure aims to define rules for verification of 2D DataMatrix code. This
document intends to facilitate this process by offering predefined steps of verification execution and
predefined requirements for 2D DataMatrix code for the European, Russian and Brazilian markets.
The current procedure aims to further assist the pharmaceutical manufacturers to define internal rules
and SOPs for 2D DataMatrix verification that have to be applied for each created template containing
2D barcode.

This document is not meant to be all inclusive and is not a replacement for GS1 standard including 2D
DataMatrix verification. The GS1 General Specifications should always be referred to for all details on
GS1 System rules and recommendations.

2. Scope

The scope of this procedure is to cover the processes of 2D DataMatrix content verification into the
following cases:

e Serialization machine - initial validation (for templates containing 2D DataMatrix code)
¢ Newly created templates (after validation) containing 2D DataMatrix code

3. Abbreviations

Abbreviation Description

SaTT Serialization and Track &Trace

Al GS1 Application Identifier

GTIN Global Trade Identification Number
PC Product Code

NHRN — ANVISA

Medicine Registry National Health Reimbursement Number
Number

BN Batch Number/LOT

2D Two-dimensional DataMatrix Barcode
SN Serial Number

GS1 or Global Standards One is a not-for-profit organization that
develops and maintains global standards for business
communication. The best known of these standards is the barcode,
a symbol printed on products that can be scanned electronically.
DataMatrix is a two-dimensional code consisting of black

and white "cells" or dots arranged in either a square or

rectangular pattern, also known as a matrix. The

information to be encoded can be text or numeric data

ul Unique Identifier

GS1

DataMatrix

4. Verification Acceptance Criteria

The GS1 DataMatrix barcode should encode at least the data mentioned below that makes up the Ul
(Unigue Identifier). According to the specific market, the 2D DataMatrix has different requirements for
coding and verification. The 2D DataMatrix code is determined on the basis of a string (sequence of
elements) for the concrete destination.



e For European market regulation, the barcode should present:
(01)1235467890123(17)171031(10)9N8767(21)1234567890
(01) - GTIN
(17) — Expiration date

(10) — Lot/Batch number
(21) — Serial number

GTIN: 3476574376589
Exp.: 10/2017
LOT: 3234532u
SN: 6574693450

e For Crypto markets regulation, the barcode should present:

(01)34765743765891(21)6574693450123(91)0bad(92)
5Nv2wDyxpEPMiaNhsluui8CP5KTQXMOhWat3LQjZEnDU

(01) - GTIN

(21) — Serial number
(91) — Crypto code
(92) — Crypto signature

H ; GTIN:34765743765891
@% CH: 6574693450123

3 n * TopeH go: 10/2017
%% Cepwmna: 3234532W

e For Brazilian market regulation, the barcode should present:

(01) - GTIN

(713) — NHRN

(21) — Serial number
(17) — Expiration date
(10) - Lot/Batch number

- gTin: (01)07898357410015

* T aNvIsA's Number:(713)3210987654321
Serial: (21)1234567890123

Expire Date: (17)150206

Lot Number: (1 0)123ABC

Notes: It is possible to add additional elements to the barcode string in case of specific customer
requirements.



For example: Manufacture/Production date - Al (11).

5. Verification Steps

e Open SoftGroup® SaTT Line Controller application

e Select a batch with serialization and start production process

e Take the first accepted carton, produced in “Production mode”

e Open SoftGroup® SaTT Reworking Station application

e Scan the 2D DataMatrix code printed on the selected carton

e Verify that the serial number is presented on the working screen and the barcode string is
visualized in “Barcode string” column

e Check the results of the scanned 2D DataMatrix code:

v" The vizualised string elements correspond to the elements set in the batch

v" The 2D coding compoment types (GTIN, LOT, etc.) are correctly presented
according to GS1

v" The Al separators are correctly coded

v" The information (value) after each Al separator is correctly coded

For example:

1. The main information in the string for Europen market should contain the following
information:

05?0950110102091717 1905081\*OABC01234311064536

2. The main information in the string for Russian market should contain the following
information:

A

0134765743765891216574693450123910bad925Nv2wDyxpEPMiaNhsluui8CPSKTQXMOhWat3LQjZEnDU

3. The main information in the string for Brazilian market should contain the following
information:



A 74

0f078983574100157133210987654321211234567890 12317 19050510123ABC

6. Recommendations

In order to improve 2D DataMatrix barcode string verification process SoftGroup recommends:

1. The 2D DataMatrix barcode string verification process should be executed for the first
accepted carton, produced during the “Production” mode and it has to be repeated in the
middle and in the end of the produced batch. This should be done by authorized user on the
line (e.g. Super User)

2. The taken samples from each batch should be stored (by QA/QC/QP — responsible people) as
an evidence to prove that the printed 2D DataMatrix code corresponds to the respective
regulations and requirements.



