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ABIMED promoveu evento sobre a mudanca de paradigma da MP 1152 e seus efeitos nas
regras de Transfer Price
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Nesta quinta, 2 de marco, a ABIMED promoveu a primeira edicao do ano do seu Saber ABIMED,
desta vez com o tema “MP 1152 e seus efeitos nas regras Transfer Price”. O objetivo do evento,
realizado no formato hibrido, foi oferecer as associadas uma abordagem teérico-préatica sobre um
assunto bastante complexo, debatido por trés especialistas: Fabrizio Sardelli Panzini,
superintendente de Relacdes Governamentais da Amcham Brasil; Felipe Contreras Novaes, sécio da
Arbach & Farhat Advogados; e Henrique De Conti, diretor de Global Transfer Pricing Services da
KPMG.

Moderador do debate, Fernando Silveira Filho, presidente-executivo da ABIMED, ressaltou que a
discussdo de maior abertura ao cenario global estd na pauta do novo governo e que a medida
provisdria traz mudancas fundamentais do ponto de vista pratico. Conforme a MP avancar - ainda
esta em analise no Congresso Nacional -, novos eventos e workshops, de acordo com Silveira Filho,
poderao ser organizados pela Associacdao para maior compreensao das normas.

Vale lembrar que MP acaba com o atual sistema de precos de transferéncia brasileiro e aproxima o
pais as regras utilizadas pelos integrantes da OCDE (Organizacao para a cooperacao e
Desenvolvimento Econémico), como o principio Arm’s Lenght, que pode ser traduzido como
“distancia de um braco”. O principio prevé que as condi¢cdes das operacdes realizadas entre partes
relacionadas devem estar de acordo com as condi¢cdes que seriam praticadas entre partes nao
relacionadas em transacdes comparaveis.

Para Fabrizio Panzini, trata-se de uma das medidas mais importantes para melhorar o ambiente de
negécios do ponto de vista internacional. “Essa legislacao volta a colocar o Brasil no mapa para
atrair investimentos, sobretudo aqueles relacionados ao comércio internacional.” Ele lembrou,
porém, que se a MP nao for aprovada, a legislacao volta a anterior até que seja feita uma nova
discussao.

Na avaliacdo de Felipe Novaes, a MP traz as regras internacionais as normas brasileiras e, por
consequéncia, novos investimentos por conta de um ambiente mais amigavel, além de estreitar as
relacbes com os Estados Unidos. Segundo ele, um dos pontos que merece a atencao das empresas
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é se vale a pena a adesao as mudancas ainda em 2023, pois se trata de um prazo muito curto para
mensurar todos os efeitos causados pela nova legislacao.

J& Henrique De Conti ressaltou que a metodologia mudou completamente e alertou para a
complexidade trazida pela nova legislacao, que terd mais espaco para interpretacdes. Sobre a
discussao se a MP trara um aumento de arrecadacao, ele acredita que sim, principalmente nos
setores de commodities e de transac¢des digitais. “Talvez nao este ano, mas no ano que vem.” Ele
também fez um alerta para os profissionais que atuam na area de Transfer Price, que passardo a
viver uma nova realidade.

Contribuicbes e sugestdes sobre o0 assunto enviar e-mail para comunicacao@abimed.org.br

ABIMED REPORT now incorporated in CONECTA!

Starting this year, two reports prepared by ABIMED to communicate to its members and other
stakeholders regulatory, institutional, and legal subjects will be integrated into a single publication.
Distributed monthly to the CEOs of the associated companies, in a bilingual version
(Portuguese/English), this new publication will include the following content.

In the Regulatory Affairs chapter, among the topics that will be addressed is Public Inquiry (CP)
1123/22, which is being handled by our Regulatory Intelligence Committee, with the follow-up of
the post-consolidation and rule publication; the RDC 548/21 review, which provides about clinical
trials with medical devices in Brazil; the public inquiry shared with associates via circular; the
contributions submitted; the negative impacts reported in the CP, referring to studies reporting to
the sponsor.

Also will be addressed DRC 751/2022 - Registration and Notice, which was published in September
202 and goes into effect on March 1st of this year. The Regulatory Intelligence Committee raised
questions about the implementation and new dossier, forwarded to ANVISA. The rule “Q&A” was
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also launched on January 29th. ANVISA held a webinar for all of Brazil on February 16th. The virtual
seminar aimed to present the main topics of the College of Directors Resolution (RDC) 751/2022.
The rule provides about risk classification, notice and registration regimes, labeling requirements,
and use instructions for medical devices. In addition, ABIMED will promote a new edition of Saber
ABIMED with ANVISA in March, addressing the entry into force without the Agency having made
available new forms and explanations and/or summary denials.

In the chapter on Institutional and Governmental Relations (RIG), we will bring you the
Industry 2023 Legislative Agenda from the Brazilian Board of Manufacturers (CNI). The goal is to
contribute and act so that legislative proposals (bills, constitutional amendments proposals) of
interest to the medical equipment and devices segment are contemplated in the agenda. We will
also deal with the elaboration of positions and arguments for the inclusion of legislative proposals of
interest to the medical equipment and devices segment, so that they are contemplated in the
agenda and the active participation in the RedIndustria Seminar, where the Industry Legislative
Agenda 2023 was built.

Another topic is the SINIEF adjustment 11/14, which “provides for the concession of a special
regime in the internal and interstate shipment of medical-hospital implants and prostheses to
hospitals or clinics”. The proposal is to improve the SINIEF Adjustment 11/14 according to the
current scenario and dynamics of the medical equipment and devices market and in light of the
technological advances experienced in recent years by federal and state tax administration
agencies. The adjustments to ABIMED’s lawsuit are made according to the request made by GT
06-COTEPE/ICMS/CONFAZ. We also dealt with the alignment with other players that forwarded
similar lawsuits to those of ABIMED, for the presentation of a unified lawsuit. And, also, the
formulation of a unified lawsuit and formal presentation to CONFAZ for consideration at the 1st
meeting of 2023 of Working Group 06.

Fonte: Abimed, em 06.03.2023.
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