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NOTIFICATION

Addendum

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

The Normative Instruction number 36, August 215, 2019 — previously notified through
G/TBT/N/BRA/870/Add.3 — which adopts Complementary guidelines to the manufacture of
biological medicinal substances and products for human use of the Pharmaceutical Inspection

Convention and Pharmaceutical Inspection Co-operation Scheme (PIC/S) of July 1%, 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




