
Historial: 

Dear Sirs, 

Proposed Notification (from Brazil) to the WTO 
emsur@mrecic.gov.ar, 

barreirastecnicas para : repbol@rree.gob.bo, 
brasaladi@itamaraty.gov.br, 

ce: Lea Contier, Andre Luis de Sousa dos Santos 

Este mensaje ha sido remitido. 

Please find attached a notification from Brazil issued by Brazilian Health Regulatory Agency­
ANVISA. The Normative lnstruction 43, of 21 August 2019- previously notified through 
G/TBT/N/BRA/870/Add.10 - which adopts Complementary guidelines to the manufacture of 
pressurised metered dose aerosol preparations for inhalation of the Pharmaceuticallnspection 

st 

Convention and Pharmaceutical lnspection Co-operation Scheme (PIC/S) of 1 July 2018, was 
rectified. 

Kind Regards, 

~ Brazilian WTOITBT Enquiry Point 
...1.1. Nationallnstitute of Metrology, Quality and 

tNHET'ROrechnology- In metro 
E-mail: barreirastecnicas@inmetro.gov.br 
http://www. inmetro.gov.br/barreirastecnicas 
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NOTIFICATION 

Addendum 

 The following communication, dated March 12th, 2020, is being circulated at the request of 
the delegation of Brazil. 
 

_______________ 
 
 The Normative Instruction number 43, August 21st, 2019 – previously notified through 
G/TBT/N/BRA/870/Add.10 – which adopts Complementary guidelines to the manufacture of 
pressurised metered dose aerosol preparations for inhalation of the Pharmaceutical Inspection 
Convention and Pharmaceutical Inspection Co-operation Scheme (PIC/S) of July 1st, 2018, was 
rectified.  
 

 The final text is available only in Portuguese and can be downloaded at:  

 

http://portal.anvisa.gov.br/documents/10181/5389382/RET_IN_35_2019.pdf/f54076ca-e23f-
4410-adab-b9b786bc670a 

 

__________ 


