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The primary aim of the Program is to counteract the 
distribution and supply of illegitimate drugs and medical 
devices in order to guarantee quality, effectiveness and 
security of such products.- 
 

Program strategy is based on a rigid control of the legal 
distribution channels.- 
 

Working methodology is based on: 

 Visual and organoleptic inspection of products 

 Research of the documents that support the acquisition 
or  holding of the products 

             Drugs sampling along the national distribution chain 

CONTROL MARKET PROGRAM 



PAST situation: 



PROCEEDINGS AT ILLEGAL LABS 



CURRENT situation: 



WHAT IS 
TRACEABILITY? 



• Ability to identify the source and different stages of a production 
and distribution process of consumer goods (Royal Spanish 
Academy). 
  
• Set of events that allows to establish and record the path of a 
particular product from its manufacture to its final destination. 

TRACEABILITY 

TRACE  PRODUCT  HISTORY 



TRACEABILITY MODELS 

Previous model: TRACEABILITY BY BATCH  
Decree No. 1299/97 (Art. 6): Labs, distributors, logistic operators and 
Drugstores  (sales to drugstores only) should record the batch in sales 
documentation. 
MINISTRY OF HEALTH  shall dictate additional measures to ensure a 
better and more effective identification of pharmaceutical products in 
the subsequent stages of the supply chain. 
 
New model: TRACEABILITY BY UNIT 
Resolution (MH) 435/11 & Disposition 3683/11 (Art. 2): tracking and 
tracing system placed on the package (retail unit) of the 
pharmaceutical products that allows to reconstruct the chain of 
distribution of  each particular unit of final products, individually. 



PREVIOUS SITUATION TO DISP. 3683/11 IN 
ARGENTINA   

• Private iniciatives 
 
• Information in labels 
NOT harmonized 



CURRENT SITUATION IN ARGENTINA 

RESOLUTION (M.H.) 435/11 
DISPOSITION (ANMAT) 3683/11 

BASIC PRINCIPLES 
  
•  Unambiguous  products identification using  a variety of hardware. 
 
•  Harmonized language: GS1 Standards. 
 
•  PHASED IMPLEMENTATION (Step by step plan, in relation to products and 
agents) 
 
• Information Record: Each  agent involved in the  supply chain must record  
“logistic movements” of drugs and transmit  that information, on a real-time 

basis, to a Database managed by ANMAT  (2.000.000 events) 



• Art. 3º: media or device capable of storing a unique, unambiguos, code, 

according to GS1 standards. 

DATA CONTAINER 

• Art. 7º: It shall not be removed without leaving an obvious mark. 



GS1 Global Standard - BEFORE 

Country Company Product CD 

GTIN 13 

 

 

 

 

 (01)07791234123459  (21)00010 

GTIN 

 

 

 

 

Serial 

 

Packaging 

NOW: 

Source: GS1 Argentina. © 2011, GS1. 

DATA IN CONTAINER 



INFORMATION ASSOCIATED TO 
UNAMBIGUOUS  CODE IN DATABASE 

Art. 5°:  
 
a) Batch number  

 
b) Expiry date 
 
c) Consignee code (GLN) 
 
d) Consignee address 
 
e) Date of delivery 
 
f) Invoice (and other commercial documents) number. 



LAB DISTRIB. DRUGST. DRUGST. PHARM. PAT. 

CENTRAL DATABASE 
(ANMAT) 
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Private DB 
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BENEFITS OF N.T.S. 

• To know where is, AT ANY MOMENT, each unit of 
pharmaceutical products. 
 

• To prevent risks caused by illegitimate products, detecting 
duplication and diversion of the authorized supply chain. 
 

• To discourage falsifying / forgery, theft and smuggling. 
 

• To ensure proper dispensation. 
 

• To assure patients safety. 
 

• To reduce costs of Healthcare System, etc. … 



www.anmat.gov.ar/trazabilidad/principal.asp 
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