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Pharma Requlations
overview of global aggregation &
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Track & Trace

Pharma Regulations Overview

Regulatory Authority

Link

Ministry of Health, Population and Hospital Reform (MSPRH)

Guide to Health in Algeria

Serialization

Data elements

Data carrier

Deadline

Argentina

AI(10) - Batch/Lot
AI(17) - Expiration Date
AL(01) - GTIN

AI(21) - Serial Number

GS1 DataMatrix

Planned for 2025

Regulatory Authority

Links

Ministry of Health of the Argentine Republic (ANMAT)
(Administracion Nacional de Medicamentos, Alimentos y Tecnologia Médica)

Administracién Nacional de Medicamentos
Argentina-Ministry of Health

Serialization

Data elements

Data carrier

Deadline

Australia

AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN

AI(21) - Serial Number

GS1 DataMatrix
GS1128

30 August 2015

Regulatory Authority

Links

Department of Health and Aged Care

Department of Health
Medicine labels: Guidance on TGO 91 and TGO 92
Federal Register of Legislation

Serialization

Data elements

Data carrier

Deadline

AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN

AI(21) - Serial Number

GS1 DataMatrix

01 January 2023


https://www.sante-dz.com/liensutiles
https://www.argentina.gob.ar/anmat
https://www.argentina.gob.ar/sistema-nacional-de-trazabilidad/como-utilizar-el-sistema-0
https://www.tga.gov.au/
https://www.tga.gov.au/resources/resource/guidance/medicine-labels-guidance-tgo-91-and-tgo-92
https://www.legislation.gov.au/Details/F2021L00333
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Bahrain

Regulatory Authority National Health Regulatory Authority (NHRA)

Links National Health Regulatory Authority
Medicines Barcoding and Serialization Guideline

Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN

AI(21) - Serial Number

Data carrier GS1 DataMatrix Data carrier GS1128

Deadline 31 December 2019 Deadline 01 September 2021

Brazil

Regulatory Authority Brazilian Health Regulatory Authority (ANVISA)
RDC 157 / 2017

Links Brazilian Health Regulatory Agency (Anvisa)
LAW NO. 14.338, OF MAY 11, 2022

Data elements AI(10) - Batch/Lot Data elements AI(00) - SSCC
AI(17) - Expiration Date
AI(01) - GTIN
AI(713) - NHRN
AI(21) - Serial Number

Data carrier GS1 DataMatrix Data carrier GS1128

Deadline 01 April 2022 Deadline 01 April 2022

(ELEGE]

Regulatory Authority Canadian Institute for Safe Medication Practices (ISMP),
Canadian Patient Safety Institute (CPSI)

Links Institute for Safe Medication Practices
Canadian Pharmaceutical Bar Coding Project

Batch constant Serialization

Data elements AI(10) - Batch/Lot Data elements optional
AI(17) - Expiration Date AI(21) - Serial Number
AI(01) - GTIN

Data carrier GS1 DataMatrix Data carrier GS1 DataMatrix
GS1128 GS1128

Deadline 31 December 2023 Deadline 31 December 2023


https://www.nhra.bh/
https://www.nhra.bh/Departments/PPR/MediaHandler/GenericHandler/documents/departments/PPR/Medicines/Guidelines/PPR_Guideline_Medicines Barcoding and Serialization Guidelines 2019_V1.2_20190520.pdf
https://www.gov.br/anvisa/pt-br/english
https://in.gov.br/en/web/dou/-/lei-n-14.338-de-11-de-maio-de-2022-399315842
https://ismpcanada.ca/
http://www.ismp-canada.org/barcoding/index.htm

I —— (EL’I.E‘E%EE&EE

Pharma Regulations Overview

*

Regulatory Authority Ministerio de Salud, Sub Secretaria de Salud Publica - Division Juridica

Links Ministerio de Salud
Decree 57 Exempt

Batch constant

Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN

Data carrier GS1 DataMatrix
GS1128
Deadline 2013

Regulatory Authority National Medicinal Products Administration (NMPA)
CFDA Decree No. 28 “National e-coding system”

Links National Medical Products Administration
Serialization Aggregation
Data elements Proprietary Chinese eCode Data elements Proprietary Chinese eCode
or or
AI(01) - GTIN AI(01) - GTIN
AI(21) - Serial Number AI(21) - Serial Number
Data carrier GS1128 Data carrier GS1128
Deadline June 2023 Deadline June 2023

Columbia

Regulatory Authority INVIMA
Ministry of Health and Social Protection

Links GS1 Colombia
Data elements AI(01) - GTIN

AI(21) - Serial Number
Data carrier RFID

Deadline 1 April 2018


https://www.minsal.cl/division-juridica/
https://www.bcn.cl/leychile/navegar?idNorma=1049227
http://english.nmpa.gov.cn/
https://www.gs1co.org/
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Ecuador

Regulatory Authority National Agency for Health Regulatory Control and Surveillance (ARCSA)

Links Inter-American Coalition for Regulatory Convergence
Medical Device Registration in Ecuador

Serialization

Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN
AI(21) - Serial Number

—_— — — —

Data carrier GS1 DataMatrix
GS1128

Deadline 26 May 2024

Regulatory Authority Egyptian Ministry of Health

Links Egyptian Drug Authority
Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN
AI(21) - Serial Number
Data carrier GS1 DataMatrix
GS1128
Deadline 31 December 2018

Regulatory Authority EU Commission
Directive 2011/62/EU

Links European Medicines Verification Organisation
Falsified Medicines Directive

Serialization

Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN/NTIN
AI(713) - NHRN if applicable
AI(21) - Serial Number

Data carrier GS1 DataMatrix
DataMatrix

Deadline 09 February 2019


https://www.interamericancoalition-medtech.org/regulatory-convergence/
https://mdrc-consulting.com/ecuador-medical-device-registration-guide-en/
https://www.edaegypt.gov.eg/en/
https://emvo-medicines.eu/
https://ec.europa.eu/health/medicinal-products/falsified-medicines_en
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Regulatory Authority

Links

Ministry of Health and Family Welfare of India

Ministry of Health and Family Welfare

Serialization Aggregation

Data elements

Data carrier

Deadline

Data elements

Data carrier

Deadline

Data elements

Data carrier

Deadline

Indonesia

AL
AL
AL
AL

10) - Batch/Lot

17) - Expiration Date
01) - GTIN

21) - Serial Number

—~ o~ o~ —~

GS1 DataMatrix
GS1 Databar

01 April 2015

AL
AL
AL
AL

10) - Batch/Lot

17) - Expiration Date
01) - GTIN

21) - Serial Number

~ o~ o~ —~

GS1 DataMatrix
GS1128
GS1 Databar

01 October 2013

AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN

AI(21) - Serial Number
AI(00) - SSCC

GS1 DataMatrix
GS1128

01 October 2011

Data elements

Data carrier

Deadline

AL
AL
AL
AL

10) - Batch/Lot

17) - Expiration Date
01) - GTIN

00) - SSCC

—~ o~ o~ —~

(GS1128

01 July 2019

Regulatory Authority

Links

Regulatory Statistics of Medicinal Commodities

National Agency for Pharmaceuticals and Food Control of the Republic of Indonesia

Serialization

Data elements

Data carrier

Deadline

— — — —

- Batch/Lot

- Expiration Date
- GTIN

- Serial Number

GS1 DataMatrix

01 January 2023


https://www.mohfw.gov.in/
https://jdih.pom.go.id/view/chart/1
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Regulatory Authority Ministry of Health and Medical Education
TTAC Executive Guideline no 660/11873

Links Ministry of Health and Medical Education
Data elements AI(10) - Batch/Lot

AI(17) - Expiration Date
AI(01) - GTIN

uID
Data carrier GS1 DataMatrix
Deadline 01 January 2015

Japan

Regulatory Authority Ministry of Health, Labour and Welfare

Links Ministry of Health, Labour and Welfare
Measures to prevent distribution of counterfeit drugs

Data elements AI(10) - Batch/Lot Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date AI(17) - Expiration Date
AI(01) - UCC Japanese Number AI(01) - UCC Japanese Number
AI(21) - Serial Number AI(21) - Serial Number
AI(30) - Quantity
Data carrier GS1 DataBar Data carrier GS1128
Deadline 01 July 2015 Deadline 01 April 2021

Regulatory Authority Jordanian Food and Drug Administration (JFDA)

Links Food and Drug Administration
Batch constant Serialization
Data elements AI(10) - Batch/Lot Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date AI(17) - Expiration Date
AI(01) - GTIN AI(01) - GTIN
AI(21) - Serial Number
Data carrier GS1 DataMatrix Data carrier GS1 DataMatrix

Deadline 01 July 2018 Deadline 01 January 2020


https://irangov.ir/ministry-of-health-and-medical-education
https://www.mhlw.go.jp/english/
https://ismpcanada.ca/
https://www.mhlw.go.jp/stf/shingi2/0000165156.html
http://www.jfda.jo/
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Kazachstan

Regulatory Authority Ministry of Finance / Health

Links Ministry of Healthcare

Serialization Aggregation

Data elements AI(01) - GTIN Data elements AI(00) - SSCC
AI(21) - Serial Number
AI(91) - Crypto Key
AI(92) - Crypto Code

Data carrier GS1 DataMatrix Data carrier (GS1128

Deadline 01 October 2022 (20%) 01 October 2022 (20%)
01 January 2023 (60%) Deadline 01 January 2023 (60%)
01 April 2023 (80%) 01 April 2023 (80%)
01 July 2023 (all) 01 July 2023 (all)

Lebanon

Regulatory Authority Ministry of Public Health

Links Ministry of Public Health-Pharmaceutical Traceability
Batch constant
Data elements AI(10) - Batch/Lot

AI(17) - Expiration Date
AI(01) - GTIN

Data carrier GS1 DataMatrix

Deadline 31 December 2019

Malaysia

Regulatory Authority Malaysian Ministry of Health

Malaysia Health Ministry

Links NPRA Notice

Data elements AI(10) - Batch/Lot Data elements AI(00) - SSCC
AI(17) - Expiration Date
AI(01) - GTIN
AI(21) - Serial Number

Data carrier GS1 DataMatrix Data carrier GS1128

Deadline 01 January 2023 Deadline 01 January 2023


https://www.gov.kz/memleket/entities/dsm?lang=en
https://www.moh.gov.my/
https://www.npra.gov.my/easyarticles/images/users/1047/Direktif/Pelaksanaan-Projek-Rintis-Pharmaceutical-Track--Trace.pdf
https://www.moph.gov.lb/en/Pages/127/43819/meditrack
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orway 1

Regulatory Authority The Norwegian Medicines Agency

Links The Norwegian Medicines Agency
Regulatory Affairs

Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date

)

)
AI(01) - GTIN/NTIN
AI(21) - Serial Number

Data carrier GS1 DataMatrix

Deadline 09 February 2019

Regulatory Authority Directorate General of Medical Supplies MoH
MH/DGMS/DSS/M/7043/Directorate

Links Ministry of Health

Batch constant Serialization

Data elements AI(10) - Batch/Lot Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date AI(17) - Expiration Date
AI(01) - GTIN AI(01) - GTIN
AI(21) - Serial Number
Data carrier GS1 DataMatrix Data carrier GS1 DataMatrix
Deadline 31 December 2017 Deadline 01 March 2019

Pakistan

Regulatory Authority Pakistan Drug Regulatory Authority (DRAP)

Links Drug Regulatory Authority
Batch constant Serialization Aggregation
Data AI(10) - Batch/Lot Data AI(10) - Batch/Lot Data AI(10) - Batch/Lot
elements AI(17) - Expiration Date elements AI(17) - Expiration Date elements AI(17) - Expiration Date
AI(01) - GTIN AI(01) - GTIN AI(01) - GTIN
AI(21) - Serial Number AI(21) - Serial Number
AI(240) - Product
Data carrier GS1 DataMatrix Data carrier GS1 DataMatrix Data carrier GS1 DataMatrix

Deadline 01 August 2025 Deadline 01 August 2025 Deadline 15 December 2025


https://legemiddelverket.no/english
https://legemiddelverket.no/english/regulatory-affairs
http://www.moh.gov.om/
https://www.dra.gov.pk/
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Philippines

Regulatory Authority Food and Drug Administration Philippines

Links Food and Drug Administration
Verification Portal

Batch constant

Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN

Data carrier GS1 DataMatrix
GS1128
Deadline 30June 2016

Quatar

Regulatory Authority Hamad Medical Corporation (HMC)

Ministry of Health
Hamad Medical Corporation

Data elements AI(10) - Batch/Lot Data elements AI(21) - Serial Number, if applicable
AI(17) - Expiration Date
AI(01) - GTIN

Links

Data carrier GS1 DataMatrix Data carrier GS1 DataMatrix
GS1128 GS1128
Deadline 01 January 2018 Deadline 01 January 2018

Regulatory Authority Ministry of Health of the Russian Federation

Links CHETSNY ZNAK National Track & Trace Digital System
Data elements AI(01) - GTIN Data elements AI(00) - SSCC

AI(21) - Serial Number or

AI(91) - Crypto Key AI(01) - GTIN

AI(92) - Crypto Code AI(21) - Serial Number
Data carrier GS1 DataMatrix Data carrier GS1 DataMatrix

GS1128

Deadline 01 July 2020 Deadline 01 July 2020


https://www.fda.gov.ph/
https://verification.fda.gov.ph/Home.php
https://www.moph.gov.qa/english/Pages/default.aspx
https://www.hamad.qa/EN/Pages/default.aspx
https://chestnyznak.ru/en/
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Regulatory Authority Saudi Food and Drug Administration (SFDA)
Links Food and Drug Administration - Track & Trace
Batch constant Serialization Aggregation
Data AI(10) - Batch/Lot Data AI(10) - Batch/Lot Data AI(00) - SSCC
elements AI(17) - Expiration Date elements AI(17) - Expiration Date elements
AI(01) - GTIN AI(01) - GTIN
AI(21) - Serial Number

Data carrier GS1 DataMatrix Data carrier

Deadline 21 March 2015 Deadline

South Africa

GS1 DataMatrix Data carrier GS1128

12 March 2017 Deadline 31 March 2020

Regulatory Authority

Ministry of Health of the Republic of South Africa (NDOH)

Links South African Health Products Regulatory Authority

Serialization

Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date
AL(01) - GTIN
AI(21) - Serial Number

GS1 DataMatrix
GS1QR

Data carrier

Deadline 01 June 2022

South Korea

Regulatory Authority Ministry for Food and Drug Safety

Links Ministry of Food and Drug Safety

Food and Drug Safety White Paper 2021

Batch constant Serialization

Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date

AI(01) - NTIN KDC

GS1 DataMatrix
GS1128

Data carrier

Deadline 01 January 2013

Data elements Al
Al
Al
Al

10) - Batch/Lot

17) - Expiration Date
01) - NTIN KDC

21) - Serial Number

—~ o~ o~ —

GS1 DataMatrix
GS1128
RFID

Data carrier

Deadline 01 January 2016


https://old.sfda.gov.sa/en/drug/Pages/Track-Trace.aspx
https://www.sahpra.org.za/wp-content/uploads/
https://www.mfds.go.kr/eng/index.do
https://www.mfds.go.kr/eng/brd/m_61/view.do?seq=122
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Switzerland

Regulatory Authority Swiss Federal Office of Public Health (FOPH)

Links Swiss Medicines Verification Organisation
Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN/NTIN
AI(21) - Serial Number
Data carrier GS1 DataMatrix
Deadline 2018

Tunesia

Regulatory Authority Ministry of Public Health
Conditions for Marketing Authorization of Drug in Tunisia

Links GS1 Tunisia
Medicinal Products Verification Guide

Batch constant

Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date
AI(01) - GTIN

Data carrier GS1 DataMatrix

Deadline 01 January 2019

Regulatory Authority Republic of Turkey Ministry of Health - Turkish Medicines and Medical Devices Agency (TITCK)

Links Ministry of Health
Turkish Medicines and Medical Devices Agency

Serialization Aggregation

Data elements AI(10) - Batch/Lot Data elements AI(00) - SSCC
AI(17) - Expiration Date
AI(01) - GTIN
AI(21) - Serial Number

Data carrier GS1 DataMatrix Data carrier GS1128

Deadline 01 June 2010 Deadline 01 June 2012


https://smvo.ch/en/
https://www.gs1tn.org/index.php
http://www.dpm.tn/images/pdf/guide_dpm_en.pdf
https://saglik.gov.tr/
https://titck.gov.tr/storage/legislation/QgR2Se2X.pdf
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Regulatory Authority State Service of Ukraine on Medicines and Drug Control

Links Law of Ukraine of 31.05.2016 No 1396-VIII
Creation, development and decline of the system of combating falsification of medicines

Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date

)

)
AI(01) - GTIN
AI(21) - Serial Number

Data carrier GS1 DataMatrix

Deadline 2021 (not defined)

Unites Arab Emirates

Regulatory Authority Department of Health — Abu Dhabi

Links Dubai Health Authority

Batch constant Serialization

Data elements AI(10) - Batch/Lot Data elements AI(10) - Batch/Lot
AI(17) - Expiration Date AI(17) - Expiration Date
AI(01) - GTIN AI(01) - GTIN
AI(21) - Serial Number
Data carrier GS1 DataMatrix Data carrier GS1 DataMatrix
Deadline 01 January 2017 Deadline 01 January 2020

Regulatory Authority U.S. Food and Drug Administration (FDA)
Drug Supply Chain Security Act (DSCSA)

Links DSCSA
Grandfathering Policy
Product Identifier Requirements
Product Identifier under DSCSA

Data elements AI(10) - Batch/Lot Data elements Thd
AI(17) - Expiration Date
AI(01) - GTIN
AI(21) - Serial Number

Data carrier GS1 DataMatrix Data carrier Thd

Deadline 27 November 2017 Deadline 01 November 2023


https://www.apteka.ua/article/375863
https://www.apteka.ua/article/581247
https://services.dha.gov.ae/
https://www.fda.gov/drugs/drug-supply-chain-integrity/drug-supply-chain-security-act-dscsa
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/grandfathering-policy-packages-and-homogenous-cases-product-without-product-identifier
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/product-identifier-requirements-under-drug-supply-chain-security-act-compliance-policy-guidance
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/product-identifiers-under-drug-supply-chain-security-act-questions-and-answers
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Uzbekistan

Regulatory Authority The State Tax Committee of the Republic of Uzbekistan, the Ministry of Finance and the Ministry of Health

Links National System of Digital Labelling of Goods
Data elements AI(01) - GTIN

)
AI(21) - Serial Number
AI(91) - Crypto Key
AI(92) - Crypto Code

Data carrier GS1 DataMatrix

Deadline 01 September 2022
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