Fi0cRUZ

Processo n2 25387.000348/2024-16

CONTRATO ADMINISTRATIVO N° 184/2024,
QUE FAZEM ENTRE A FUNDAGAO
OSWALDO CRUZ- FIOCRUZ, POR
INTERMEDIO DO INSTITUTO DE
TECNOLOGIA EM FARMACOS-
FARMANGUINHOS E PFIZER EXPORT B.V

A FUNDACAO OSWALDO CRUZ - FIOCRUZ, entidade integrante da Administragdo Federal Indireta,
constituida nos termos da Lei n® 7.596/87 e Decreto n° 11.228/22, situada na Av. Brasil n° 4.365,
Manguinhos, nesta cidade do Rio de Janeiro-RJ, inscrita no CNPJ/MF sob o n°® 33.781.055/0001-35,
através do Instituto de Tecnologia em Farmacos — Farmanguinhos, inscrito no CNPJ/MF sob o n°
33.781.055/0049-80, neste ato representado pelo seu Diretor, o Senhor Jorge Souza Mendonga, nomeado
pela Portaria n° 1.971, de 1° de agosto de 2017, expedida pelo Senhor Ministro de Estado da Saude,
publicada na Segéao 2, do Diario Oficial da Uniao, de 02 de agosto de 2017, no uso das atribuigdes que lhe
confere a Portaria n° 760/2017-PR, de 1° de junho de 2017, expedida pela Sra. Presidente da FIOCRUZ,
doravante designada PARTE CONTRATANTE/IMPORTADOR e o(a) Pfizer Export B.V sediada na Rivium
Westlaan 142, 2909 LD Capelle aan den IJssel, Paises Baixos, doravante designada
CONTRATADA/EXPORTADORA, neste ato representado(a) por PFIZER BRASIL LTDA., sociedade
limitada regularmente constituida no Brasil, com endereco na Rodovia Presidente Castelo Branco, n°
32.501, Complemento KM 32.5, CEP 06.696-000, Bairro/Distrito Ingahi, Municipio de Itapevi, Estado de
Sao Paulo, inscrita no CNPJ/ME sob o n° 61.072.393/0039-06, na pessoa de seu representante legal,
Antonio Carlos Crespim Junior, conforme procuragao apresentada nos autos, tendo em vista o que consta
no Processo n°® 25387.000348/2024-16. e em observancia as disposi¢cdes da Lei n° 14.133, de 1° de abril
de 2021, e demais legislagao aplicavel, resolvem celebrar o presente Termo de Contrato, decorrente da
Inexigibilidade de Licitagdo n. 90996/2023, mediante as clausulas e condigbes a seguir enunciadas. O
CONTRATANTE e a CONTRATADA sao doravante denominados individualmente como PARTE ou
coletivamente como PARTES.

CLAUSULA PRIMEIRA — OBJETO (art. 92, 1 e Il)

1.1 O objeto do presente instrumento € a contratacdo do objeto abaixo discriminado, nas condigdes
estabelecidas no Termo de Referéncia anexo a este contrato.

1.2. Objeto da contratacgéo:
O objeto da Contratacdo sera o Citrato de Tofacitinibe, 5 mg comprimido de liberagcdo imediata
(“PRODUTQ”), nos seguintes termos:

Especificagcéo Tofacitinibe, Sal

Citrato, 5 Mg
CATMAT 0434872
Unidade de | Comprimido
Medida
Quantidade 12.125.880

Valor  Unitario | $ 2,47
(USD)




Valor Total | $ 29.950.923,60
(USD)

Além da quantidade (12.125.880) expressa na tabela, a Pfizer sera responsavel por fornecer a quantidade
adicional do Produto, sem custos para a FIOCRUZ, para fins exclusivos de retencdo de amostras e
quantitativo necessario para os testes de qualidade.

Sera fornecido pela Pfizer a quantidade de 7 caixas por lote (01 para retengédo em Farmanguinhos e 06 para
serem enviados para Itapevi para fins de analise de liberagdo). Considerando a quantidade a ser adquirida,
estimada em 05 lotes, o quantitativo de 2.100 UF’s, sera enviado sem custos.

1 caixa = 60 comprimidos

1.3. Vinculam esta contratacdo, independentemente de transcri¢ao:
1.3.1. O Termo de Referéncia;
1.3.2. A Autorizagdo de Contratagéo Direta
1.3.3. A Proposta do contratado;

1.3.4. Eventuais anexos dos documentos supracitados.

CLAUSULA SEGUNDA - VIGENCIA E PRORROGAGAO

2.1. O prazo de vigéncia da contratagao € de 480 (quatrocentos e oitenta) dias corridos da data de assinatura
do presente Termo de Contrato pelo CONTRATANTE - ato continuo a assinatura da CONTRATADA — em
virtude da adocgao do Sistema Eletrénico de Informagdes (SEI/FIOCRUZ), ou, de forma alternativa, da data
de aceite da Nota de Empenho pela CONTRATADA, na forma do artigo 105 da Lei n° 14.133, de 2021.

2.2. O prazo de vigéncia sera automaticamente prorrogado, independentemente de termo aditivo,

quando o objeto ndo for concluido no periodo firmado acima, ressalvadas as providéncias cabiveis no caso
de culpa COMPROVADA do contratado, previstas neste instrumento.

CLAUSULA TERCEIRA —- MODELOS DE EXECUGAO E GESTAO CONTRATUAIS (art. 92, IV, VII e XVIIl)
3.1.0 regime de execugao contratual, os modelos de gestdo e de execugdo, assim como 0Os prazos e
condicbes de conclusdo, entrega, observacao e recebimento do objeto constam no Termo de Referéncia,
anexo a este Contrato.

CLAUSULA QUARTA - SUBCONTRATAGAO
4.1. Nao sera admitida a subcontratagao do objeto contratual.

CLAUSULA QUINTA - PREGO
5.1. O valor total da contratagéo é de 29.950.923,60 USD (moeda estrangeira)
5.1.1. A quantidade total contratada € de 12.125.880 comprimidos.
5.1.2. O valor unitario do objeto contratado é de 2,47 USD (moeda estrangeira)
5.1.3. Para fins de empenhamento a conversdo cambial considerou R$ 6,00 (tx de conversao),
perfazendo o total contratado estimado em R$ 179.705.541,60
5.2. No valor acima estdo incluidas todas as despesas ordinarias diretas e indiretas decorrentes da execugao
do objeto, inclusive tributos e/ou impostos, encargos sociais, trabalhistas, previdenciarios, fiscais e
comerciais incidentes, taxa de administragédo, frete e movimentagéo internacional, seguro internacional e
outros necessarios ao cumprimento integral do objeto da contratagdo e INCOTERMS previamente
negociado.
5.3. O valor acima é meramente estimativo, de forma que os pagamentos devidos a CONTRATADA
dependerao dos quantitativos efetivamente fornecidos e serdo realizados em moeda estrangeira.
5.4. Sera ainda observado:



5.4.1. INCOTERMS: Incoterm 2020 — CIP (Carriage and Insurance Paid)

5.4.2. De acordo com os termos, 0 CONTRATADO/EXPORTADOR sera responsavel por: entregar ao
CONTRATANTE/IMPORTADOR o objeto do presente Contrato no Aeroporto Internacional do Rio de
Janeiro — Galedo (“GIG”), conforme o Incoterm 2020 — CIP (Carriage and Insurance Paid).

CLAUSULA SEXTA - PAGAMENTO (art. 92, V e VI)

6.1. O prazo para pagamento ao contratado e demais condigbes a ele referentes encontram-se definidos no
Termo de Referéncia, anexo a este Contrato.

6.2. O prazo de pagamento a empresa situada no exterior, ainda contara com a apresentacio, pela
CONTRATADO/EXPORTADOR, da fatura comercial.

6.3. Quaisquer diferengas entre quantitativo e valor entre Proforma Invoice e Ordem de Fornecimento, valera
0 constante no presente contrato.

6.4. O pagamento sera efetuado por CONTRATANTE/IMPORTADOR através de contrato de cambio. A taxa
de variagao cambial sera informada pelo Banco Federal do Brasil no ato/dia do pagamento.

6.5. O banco responsavel por emitir a mensagem swift ao banco estrangeiro € o BANCO DO BRASIL.

6.6. Quando do pagamento ao exterior, nas situacées em que couber, serd efetuada a retencao tributaria
prevista na legislagéo brasileira.

CLAUSULA SETIMA - REAJUSTE (art. 92, V)
7.1. Os pregos contratados sao fixos e irreajustaveis.

CLAUSULA OITAVA - OBRIGAGOES DO CONTRATANTE (art. 92, X, Xl e XIV)

8.1. Sao obrigagoes do CONTRATANTE:

8.2. Exigir o cumprimento de todas as obrigagdes assumidas pela CONTRATADA, de acordo com o Contrato
€ Seus anexos;

8.3. Receber o objeto no prazo e condigbes estabelecidas no Termo de Referéncia;

8.4. Notificar a CONTRATADA, por escrito, sobre vicios, defeitos ou incorregcdes verificados no objeto
fornecido, para que seja por ele substituido, reparado ou corrigido, no total ou em parte, as suas expensas,
conforme prazo previsto no Termo de Referéncia.

8.5. Acompanhar e fiscalizar a execugéo da Contrato e o cumprimento das obrigagdes pela CONTRATADA,;
8.6. Comunicar a empresa para a emissdo de Nota Fiscal no que pertine a parcela incontroversa da
execucao do objeto, para efeito de liquidagdo e pagamento, quando houver controvérsia sobre a execugao
do objeto, quanto a dimensao, qualidade e quantidade, conforme o art. 143 da Lei n® 14.133, de 2021

8.7. Efetuar o pagamento a CONTRATADA do valor correspondente ao fornecimento do objeto, no prazo,
forma e condig¢des estabelecidos no presente Contrato e no Termo de Referéncia.

8.8. Aplicar a CONTRATADA as sangdes previstas na lei e neste Contrato.

8.9. Cientificar o 6rgdo de representagao judicial da Advocacia-Geral da Unido para adogdo das medidas
cabiveis quando do descumprimento de obrigacdes pela CONTRATADA.

8.10. Explicitamente emitir decisdo sobre todas as solicitacbes e reclamacodes relacionadas a execucdo do
presente Contrato, ressalvados os requerimentos manifestamente impertinentes, meramente protelatérios ou
de nenhum interesse para a boa execugao do ajuste.

8.10.1. A Administragdo tera o prazo de 60 (sessenta) dias, a contar da data do protocolo do requerimento
para decidir, admitida a prorrogacéo motivada, por igual periodo.

8.10.2. Nao serdo conhecidas as pretensdes administrativas que ndo preencherem os pressupostos de
admissibilidade de que tratam as Leis n°® 14.133/21 e 9.784/99.

8.10.3. Caso o servidor responsavel pela fiscalizagcdo do contrato se certifique que as solicitagdes e
reclamacgdes relacionadas a execugao do contrato estdo desacompanhadas de atos indispensaveis a analise
e decisdo quanto ao pedido, de forma motivada, ira orientar o interessado quanto a necessidade de
suprimento de eventuais falhas, suspendendo-se o prazo de decisdo até o saneamento.

8.11. Responder eventuais pedidos de reestabelecimento do equilibrio econémico-financeiro feitos pelo
contratado no prazo maximo de 60 (sessenta) dias.

8.11.1. Aplicam-se, no que couber, aos pedidos de reequilibrio econdmico-financeiro, o disposto nas
subclausulas anteriores, quanto as solicitagdes e reclamagdes relacionadas a execugao do contrato.

8.12. A Administragdo nao respondera por quaisquer compromissos assumidos pela CONTRATADA com
terceiros, ainda que vinculados a execugao do Contrato, bem como por qualquer dano causado a terceiros
em decorréncia de ato da CONTRATADA, de seus empregados, prepostos ou subordinados.




8.13. Os bens do presente Contrato serdo recebidos pelo(a) responsavel pelo acompanhamento e
fiscalizacdo do Contrato, para efeito de posterior verificagcdo de sua conformidade com as especificagdes na
proposta.

CLAUSULA NONA - OBRIGAGOES DA CONTRATADA (art. 92, XIV, XVI e XVII)

9.1. A CONTRATADA deve cumprir com todas as obrigagdes constantes neste Contrato e em seus anexos,
assumindo como exclusivamente seus 0s riscos e as despesas decorrentes da boa e perfeita execugao do
objeto seguindo as responsabilidades por ele assumidas de acordo com o INCOTERMS 2020 negociado,
observando, ainda, as obriga¢des a seguir dispostas:

9.2. Responsabilizar-se pelos vicios e danos decorrentes do objeto, de acordo com o Cédigo de Defesa do
Consumidor (Lei n°® 8.078, de 1990), no limite que a CONTRATADA comprovadamente der causa;

9.3. Comunicar ao CONTRATANTE, no prazo maximo de 24 (vinte e quatro) horas que antecede a data da
entrega, por escrito, os motivos que impossibilitem o cumprimento do prazo previsto, com a devida
comprovacao;

9.4. Atender as determinagdes regulares emitidas pelo fiscal ou gestor do Contrato ou autoridade superior
(art. 137, 11, da Lei n.° 14.133, de 2021) e prestar todo esclarecimento ou informacéo por eles solicitados;

9.5. Reparar, corrigir, remover, reconstruir ou substituir, as suas expensas, no total ou em parte, no prazo
fixado pelo fiscal do contrato, os bens nos quais se verificarem vicios, defeitos ou incorre¢des resultantes da
execucdo ou dos materiais empregados;

9.6. Responsabilizar-se pelos vicios e danos decorrentes da execugao do objeto que comprovadamente a
CONTRATADA der causa, bem como por todo e qualquer dano comprovadamente causado a
CONTRATANTE ou terceiros e que a CONTRATADA comprovadamente der causa, nao reduzindo essa
responsabilidade a fiscalizacdo ou 0 acompanhamento da execucado contratual pela CONTRATANTE, que
ficara autorizada a descontar dos pagamentos devidos ou da garantia, caso exigida, o valor correspondente
aos danos efetivamente sofridos apés comprovagcao de que a CONTRATADA tenha dado causa;

9.7.Quando nao for possivel a verificacdo da regularidade no Sistema de Cadastro de Fornecedores —
SICAF, a CONTRATADA estrangeira ndo domiciliado no pais, devera entregar ao setor responsavel pela
fiscalizacdo do Contrato documentos compativeis e/ou similares: 1) prova de regularidade relativa a
Seguridade Social; 2) certiddo conjunta relativa aos tributos federais e a Divida Ativa da Uniao; 3) certiddes
que comprovem a regularidade perante a Fazenda Estadual ou Distrital do domicilio ou sede do contratado;
4) Certidao de Regularidade do FGTS — CRF; e 5) Certiddo Negativa de Débitos Trabalhistas — CNDT;
quando em pais de origem do contratado ndao houver documentos compativeis e ou similares para
apresentagdo, 0 mesmo devera emitir declaragao justificando a auséncia dos mesmos.

9.8. Responsabilizar-se pelo cumprimento de todas as obrigacbes trabalhistas, previdenciarias, fiscais,
comerciais e as demais previstas em legislagcdo especifica, cuja inadimpléncia n&o transfere
a responsabilidade ao CONTRATANTE e nao podera onerar o objeto do Contrato.

9.9. Comunicar ao Fiscal do Contrato, no prazo de 24 (vinte e quatro) horas, qualquer ocorréncia anormal ou
acidente que se verifique no local da execugao do objeto contratual.

9.10. Paralisar, por determinagdao do CONTRATANTE, qualquer atividade que comprovadamente néo esteja
sendo executada de acordo com a boa técnica ou que possa comprovadamente por em risco a seguranga de
pessoas ou bens de terceiros.

9.11. Manter durante toda a vigéncia do contrato, em compatibilidade com as obrigagbes assumidas, todas
as condi¢des exigidas para qualificagdo na contratacao direta;

9.12. Cumeprir, durante todo o periodo de execugdo do Contrato, a reserva de cargos prevista em lei para
pessoa com deficiéncia, para reabilitado da Previdéncia Social ou para aprendiz, bem como as reservas de
cargos previstas na legislacao (art. 116, da Lei n.° 14.133, de 2021) com indicagdo expressa das pessoas
que preencheram as referidas vagas;

9.13. Comprovar a reserva de cargos a que se refere a clausula acima, no prazo fixado pelo fiscal do
contrato, com a indicagado dos empregados que preencheram as referidas vagas (art. 116, paragrafo Unico,
da Lein.®° 14.133, de 2021);

9.14. Guardar sigilo sobre todas as informagdes obtidas em decorréncia do cumprimento do Contrato;’

9.15. Arcar com o 6nus decorrente de eventual equivoco no dimensionamento dos quantitativos de sua
proposta, inclusive quanto aos custos variaveis decorrentes de fatores futuros e incertos, devendo
complementa-los, caso o previsto inicialmente em sua proposta ndo seja satisfatério para o atendimento do
objeto da contratagao, exceto quando ocorrer algum dos eventos arrolados no art. 124, 1l, d, da Lei n® 14.133,
de 2021.
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9.16. Cumprir, além dos postulados legais vigentes de ambito federal, estadual ou municipal, as normas de
seguranca do CONTRATANTE;

9.17. Entregar com a carga todos os documentos listados abaixo quando legalmente aplicavel:

9.17.1. Commercial Invoice assinada e carimbada com os detalhes que foram negociados previamente.
9.17.2. Packing list assinada e carimbada com dimensao dos volumes, peso bruto, peso liquido, quantidade
de volumes, numero de lote, data de producéo e validade, prazo de prateleira e todos os outros detalhes que
podem ser necessarios e requeridos pelo CONTRATANTE/IMPORTADOR.

9.17.3. Certificado de Analise, Certificado Veterinario, Certificado IPPC, Certificado de Seguranga,
Declaragdo de Embarque para produto perigoso e quaisquer outros documentos de qualidade/técnicos que
podem ser requeridos pelo CONTRATANTE/IMPORTADOR antes do embarque caso algum desses seja
necessario e / ou aplicavel. A CONTRATADA/EXPORTADORA, devera informar o nimero NCM (cddigo
tarifario)) e o CNPJ de Farmanguinhos n. 33.781.055/0049-80 em todos os documentos que a
EXPORTADORA (e/ou seu agente de cargas, transportador) forem responsaveis pela emissao.

9.17.4. Por se tratar de demanda da alfandega brasileira o subitem 9.17.3. deve ser cumprido, sob pena do
ndo desembarago do PRODUTO no recinto alfandegado brasileiro.

9.17.5. Nao colocar documento dentro das caixas ou embalagem equivalente uma vez que o material
somente sera aberto no Brasil.

9.17.6. A CONTRATADA/EXPORTADORA deve enviar por e-mail para comex.far@fiocruz.br, no minimo 2
(dois) dias uteis antes do embarque, a comercial invoice, packing list, folhas técnicas e/ou outro documento
solicitado pelo controle técnico/qualidade, IPPC certificado e o conhecimento de embarque / MAWB- HAWB
se for o caso.

9.17.7. O jogo de documentos referente a carga e ao embarque devem ser assinados pelo CONTRATADA
/IEXPORTADORA E/OU AGENTE e enviados juntos com a carga em via original.

9.17.8. Toda carga, perecivel ou de qualquer natureza, deve ser entregue ao agente da
CONTRATADA/EXPORTADORA ou ao agente do CONTRATANTE/IMPORTADOR com instrugbes claras e
por escrito. Além disso, deve ser notificado em até 24hr antes sobre quaisquer assuntos especificos,
especialmente sobre temperaturas e forma de embalagem e transporte.

9.17.9. O embarque e ou entrega ao agente da CONTRATADA/EXPORTADORA ou ao agente do
CONTRATANTE/IMPORTADOR, somente sera aprovado pelo CONTRATANTE/IMPORTADOR apo6s
checagem de todos os documentos necessarios.

9.17.10. Se o] CONTRATANTE/IMPORTADOR solicitar quaisquer revisdes a
CONTRATADA/EXPORTADORA deve adequar o documento ANTES de liberar a carga para embarque ou
de liberar para o transportador.

9.17.11. O CONTRATANTE/IMPORTADOR possui 5 (cinco) dias corridos gratuitos de armazenagem no
armazém do aeroporto do Rio de Janeiro (apds a carga chegar em GIG). Baseado nisto, seguem as
obrigagdes da CONTRATADA/EXPORTADORA acerca do tema, quando cabivel:

9.17.12. As cargas deverédo chegar no AIRJ/GIG (Aeroporto do Rio de janeiro) somente aos Domingos ou
Segundas, salvo excegodes previamente autorizadas pelo CONTRATANTE/IMPORTADOR.

9.17.13. Na hipotese de armazenagem ocorrida apés o término do prazo gratuito ja tratado, desde que
CONTRATADA/EXPORTADORA tenha dado causa a continuidade da armazenagem, seu custo sera
deduzido do valor a ser pago a mesma.

9.17.14. Caso a hipotese supracitada ocorra na aquisicdo em comento, antes de efetuarmos a deducéo, a
CONTRATANTE/IMPORTADOR notificara a CONTRATADA/EXPORTADORA, via email, informando o valor
que sera deduzido e encaminhado o comprovante de pagamento desta despesa extra /indevida.

EMBALAGEM E MANUSEIO

9.18. Todas as informagbes essenciais e exigidas pela legislagdo aplicavel relativas ao objeto fornecido
deverao vir escritas no lado de fora das embalagens.

9.19. A embalagem externa devera possuir os devidos simbolos internacionais para o manuseio da carga.
(como por exemplo: fragil, mova com cuidado, este lado para cima, limite de empilhamento, mantenha seco
etc.)

9.20. De acordo com as instrugbes do MAPA — Ministério da Agricultura (Instrucdo MAPA n. 32/2015), os
pallets de madeira do/para o Brasil (importagdo ou exportagdo) devem ter o carimbo IPPC (Convengéao
Internacional de Protegao as Plantas).

9.21. A CONTRATADA/EXPORTADORA devera ser observada a Instrucdo MPOG n. 01/2010 sobre
sustentabilidade, em especial quando ao disposto em seu artigo 5° in verbis: “artigo 5: As agencias e
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entidades da Administragdo Publica Federal direta, independente e fundagdes, em suas comprar pode
requerer os seguintes critérios de sustentabilidade como segue: lll- as mercadorias devem preferencialmente
serem embaladas em containers individuais, tendo o seu menor volume possivel, utilizar materiais reciclaveis
a fim de assumir o maximo de protegao durante o transporte e armazenagem”.

CLAUSULA DECIMA — GARANTIA DE EXECUGAO (art. 92, XII)
10.1. Nao havera exigéncia de garantia contratual da execucao.

CLAUSULA DECIMA PRIMEIRA — CONFORMIDADE COM AS LEIS ANTICORRUPGAO
11.1. As PARTES deverado tomar todas as medidas necessarias, observados os principios de civilidade e
legalidade, e de acordo com as boas praticas empresariais para cumprir € assegurar que seus conselheiros,
diretores, empregados ou qualquer pessoa agindo em seu nome, inclusive prepostos e subcontratados,
quando houver (todos doravante referidos como “PARTES Relacionadas” e, cada uma delas, como “uma
UPARTE Relacionada”):
(i) obedecerao a todas as leis aplicaveis, incluindo aquelas relativas ao combate a corrupgéo, suborno
e lavagem de dinheiro, bem como aquelas relativas a sangbes econémicas, vigentes nas jurisdigbes
em que as PARTES estao constituidas e na jurisdicdo em que o presente CONTRATO sera cumprido
(se diferentes), para impedir qualquer atividade fraudulenta por si ou por uma PARTE Relacionada
com relagdo ao cumprimento deste [/ACORDO;
(ii) ndo irdo, com relagao ao cumprimento deste CONTRATO, direta ou indiretamente, fazer, prometer,
autorizar, ratificar ou se oferecer para fazer, ou tomar qualquer agdo em promocéo de, qualquer
pagamento ou transferéncia de qualquer objeto de valor para o fim de influenciar, induzir ou
recompensar qualquer ato, omissdo ou decisdo para garantir uma vantagem indevida; ou auxiliar
indevidamente na obtencgao ou retencédo de negdcios para qualquer um deles ou para a outra PARTE,
ou de qualquer forma, com o propodsito ou efeito de suborno publico ou comercial, incluindo facilitagao
de pagamentos;
(iii) terdo e manterao controles e procedimentos internos apropriados para garantir que permanecerao
em conformidade com as disposi¢cbes acima.
11.2. A PARTE devera notificar imediatamente a outra PARTE sobre eventual suspeita de qualquer
fraude, corrupgao ou violagdo das obrigagdes acima que tenha ocorrido, esteja ocorrendo, ou provavelmente
ocorrera, para que sejam tomadas as medidas necessarias para apura-las.
11.3. As PARTES obrigam-se a observar rigidamente as condi¢gdes contidas nas Clausulas abaixo, sob
pena de imediata e justificada rescisdo do vinculo contratual.
11.4. As PARTES declaram-se cientes de que seus Departamentos Juridicos e/ou advogados contratados
estdo autorizados, em caso de praticas que atentem contra os preceitos desta Clausula, a solicitar a
imediata abertura dos procedimentos criminais, civeis e administrativos cabiveis [la cada hipétese:
11.4.1. as PARTES n&o poderdo, em hipodtese alguma, dar ou oferecer nenhum tipo de presente,
viagens, vantagens a qualquer empregado, servidor, preposto ou diretor de outra PARTE,
especialmente aqueles responsaveis pela fiscalizacao do presente CONTRATO. Serdo admitidos
apenas, em épocas especificas, a entrega de brindes, tais como canetas, agendas, folhinhas,
cadernos, etc;
11.4.2. as PARTES somente poderao representar outra PARTE perante 6rgdos publicos quando
devidamente autorizado para tal, seja no préprio corpo do presente CONTRATO, seja mediante
autorizagao prévia, expressa e escrita de seu representante com poderes para assim proceder;
11.4.3. as PARTES e seus empregados/prepostos, quando agirem em nome ou defendendo interesses
do presente CONTRATO perante 6rgaos, autoridades ou agentes publicos, nao poderao dar, receber
ou oferecer quaisquer presentes, vantagens ou favores a agentes publicos, sobretudo no intuito de
obter qualquer tipo de favorecimento para as PARTES;
11.4.4. as PARTES, quando agirem em nome ou defendendo seus interesses, ndo poderao fornecer
informacoes sigilosas a terceiros ou a agentes publicos, mesmo que isso venha a facilitar, de alguma
forma, o cumprimento do presente CONTRATO, salvo as excegdes previstas no presente
CONTRATO.
11.4.5. as PARTES, ao tomar conhecimento de que algum de seus prepostos ou empregados
descumpriram as premissas e obrigagdes acima pactuadas, denunciardo espontaneamente o fato, de
forma que, juntas, elaborem e executem um plano de acao para (i) afastar o empregado ou preposto
imediatamente; (ii) evitar que tais atos se repitam; e (iii) garantir que o presente CONTRATO tenha



condi¢des de continuar vigente.
11.5. Cada PARTE neste ato declara e garante que acessou, leu, entendeu, e cumprira, e fara com que suas
AFILIADAS cumpram, as normas de conduta da outra PARTE, incluindo, sem se limitar a Lei n® 12.846/2013,
conforme previsto no Anexo |.

CLAUSULA DECIMA SEGUNDA - INFRAGOES E SANGOES ADMINISTRATIVAS (art. 92, XIV)

12.1. Comete infracdo administrativa, nos termos da Lei n°® 14.133, de 2021, o contratado que:

a) der causa a inexecugao parcial do contrato;

b) der causa a inexecugao parcial do contrato que cause grave dano a Administragdo ou ao funcionamento

dos servigos publicos ou ao interesse coletivo;

c) der causa a inexecugao total do contrato;

d) deixar de entregar a documentagéao exigida;

€) ndo mantiver a proposta, salvo em decorréncia de fato superveniente devidamente justificado;

f) ndo celebrar o contrato ou ndo entregar a documentagao exigida para contratagdo, quando convocado

dentro do prazo de validade de sua proposta;

g) ensejar o retardamento da execugéo ou da entrega do objeto da contratagdo sem motivo justificado;

h) apresentar documentagéo falsa ou prestar declaracao falsa durante a execugao do contrato;

i) praticar ato fraudulento na execugao do contrato;

j) comportar-se de modo inidéneo ou cometer fraude de qualquer natureza;

k) praticar atos ilicitos com vistas a frustrar os objetivos da contratagao

) praticar ato lesivo previsto no art. 5° da Lei n® 12.846, de 1° de agosto de 2013.

12.2. Serao aplicadas ao contratado que incorrer nas infragées acima descritas as seguintes sangoes:
i. Adverténcia, quando o contratado der causa a inexecucdo parcial do contrato, sempre que nao se
justificar a imposicéo de penalidade mais grave (art. 156, §2°, da Lei n® 14.133, de 2021);
ii. Impedimento de licitar e contratar, quando praticadas as condutas descritas nas alineas “b”, “c” e
“d” do subitem acima deste Contrato, sempre que nao se justificar a imposicdo de penalidade mais

grave (art. 156, § 4°, da Lei n° 14.133, de 2021);

iii. Declaragao de inidoneidade para licitar e contratar quando praticadas as condutas descritas nas

alineas “e”, “f", “g” e “h” do subitem acima deste Contrato, bem como nas alineas “b”, “c” e “d”, que
justifiquem a imposicao de penalidade mais grave (art. 156, §5°, da Lei n® 14.133, de 2021).
iv. Multa:

1. Moratdria de 0,5% (zero virgula cinco por cento) por dia de atraso injustificado sobre o valor
da parcela inadimplida, até o limite de 5% (cinco por cento), calculada sobre o valor da parcela
inadimplida, contados a partir da caracterizagdo da mora pela CONTRATADA, nos casos de
atraso na entrega do PRODUTO, desde que tal atraso seja causado por culpa exclusiva da
CONTRATADA,;
2. Compensatéria, para as infragdes descritas nas alineas “e” a “h” do subitem 12.1, de 5%
(cinco por cento) do valor do Contrato.
3. Compensatoria, para a inexecucao total do contrato prevista na alinea “c” do subitem 12.1, de
5% (cinco por cento) do valor do Contrato.
4. Para infragdo descrita na alinea “b” do subitem 12.1, a multa sera de 5% (cinco por cento) do
valor do Contrato.
5. Para infragdes descritas na alinea “d” do subitem 12.1, a multa sera de 5% (cinco por cento)
do valor do Contrato.
6. Para a infracao descrita na alinea “a” do subitem 12.1 a multa seré de 5% (cinco por cento) do
valor do Contrato.
12.3. A aplicagdo das sangbes previstas neste Contrato ndo exclui, em hipétese alguma, a obrigagao de
reparagao integral do dano causado ao Contratante (art. 156, §9°, da Lei n® 14.133, de 2021)
12.4.Todas as sangdes previstas neste Contrato poderdo ser aplicadas cumulativamente com a multa (art.
156, §7°, da Lei n°® 14.133, de 2021).
12.4.1.Antes da aplicagdo da multa sera facultada a defesa do interessado no prazo de 15 (quinze)
dias uteis, contado da data de sua intimacao (art. 157, da Lei n® 14.133, de 2021)
12.4.2. Se a multa aplicada e as indenizagdes cabiveis forem superiores ao valor do pagamento
eventualmente devido pelo Contratante ao Contratado, além da perda desse valor, a diferenga sera
descontada da garantia prestada ou sera cobrada judicialmente (art. 156, §8° da Lei n° 14.133, de
2021).
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12.5. Previamente ao encaminhamento a cobranca judicial, a multa podera ser recolhida administrativamente
no prazo maximo de 30 (trinta) dias, a contar da data do recebimento da comunicagdo enviada pela
autoridade competente.

12.6. A aplicagdo das sancgdes realizar-se-a em processo administrativo que assegure o contraditorio e a
ampla defesa ao Contratado, observando-se o procedimento previsto no caput e paragrafos do art. 158 da
Lei n° 14.133, de 2021, para as penalidades de impedimento de licitar e contratar e de declaragcao de
inidoneidade para licitar ou contratar.

12.7. Na aplicacéo das sang¢des serao considerados (art. 156, §1°, da Lei n® 14.133, de 2021):

a) a natureza e a gravidade da infragdo cometida;

b) as peculiaridades do caso concreto;

c) as circunstancias agravantes ou atenuantes;

d) os danos que dela provierem para o Contratante;

e) a implantagdo ou o aperfeicoamento de programa de integridade, conforme normas e orientagées dos
orgaos de controle.

12.8. Os atos previstos como infragbes administrativas na Lei n°® 14.133, de 2021, ou em outras leis de
licitagdes e contratos da Administracao Publica que também sejam tipificados como atos lesivos na Lei n°
12.846, de 2013, serdo apurados e julgados conjuntamente, nos mesmos autos, observados o rito
procedimental e autoridade competente definidos na referida Lei (art. 159).

12.9. A personalidade juridica do Contratado podera ser desconsiderada sempre que utilizada com abuso do
direito para facilitar, encobrir ou dissimular a pratica dos atos ilicitos previstos neste Contrato ou para
provocar confusao patrimonial, e, nesse caso, todos os efeitos das sang¢des aplicadas a pessoa juridica serao
estendidos aos seus administradores e sécios com poderes de administragdo, a pessoa juridica sucessora
ou a empresa do mesmo ramo com relagao de coligagdo ou controle, de fato ou de direito, com o Contratado,
observados, em todos os casos, o contraditério, a ampla defesa e a obrigatoriedade de analise juridica prévia
(art. 160, da Lei n°® 14.133,de 2021).

12.10. O Contratante devera, no prazo maximo de 15 (quinze) dias Uteis, contado da data de aplicagao da
sangao, informar e manter atualizados os dados relativos as sancbes por ela aplicadas, para fins de
publicidade no Cadastro Nacional de Empresas Inidéneas e Suspensas (Ceis) e no Cadastro Nacional de
Empresas Punidas (Cnep), instituidos no &mbito do Poder Executivo Federal. (Art. 161, da Lei n°® 14.133, de
2021) quando aplicavel.

12.11. As sangdes de impedimento de licitar e contratar e declaragéo de inidoneidade para licitar ou contratar
sao passiveis de reabilitagdo na forma do art. 163 da Lei n°® 14.133/21

12.12.0s débitos do contratado para com a Administragdo contratante, resultantes de multa administrativa
e/ou indenizagdes, nao inscritos em divida ativa, poderao ser compensados, total ou parcialmente, com os
créditos devidos pelo referido 6rgédo decorrentes deste mesmo contrato ou de outros contratos
administrativos que o contratado possua com o mesmo 6rgao ora contratante, na forma da Instrugao
Normativa SEGES/ME n° 26, de 13 de abril de 2022.

CLAUSULA DECIMA TERCEIRA — DA EXTINGAO CONTRATUAL (art. 92, XIX)
13.1. O Contrato sera extinto quando cumpridas as obrigagées de ambas as PARTES, ainda que isso ocorra
antes do prazo estipulado para tanto.
13.2. Se as obrigagdes ndo forem cumpridas no prazo estipulado, a vigéncia ficara prorrogada até a
conclusao do objeto, caso em que devera a Administragéo providenciar a readequagao do cronograma fixado
para o Contrato.
13.2.1. Quando a nao conclusdao do Contrato referida no item anterior decorrer de culpa da
CONTRATADA:
a) ficara ele constituido em mora, sendo-lhe aplicaveis as respectivas san¢des administrativas; e
b) podera a Administragdo optar pela extingdo do Contrato e, nesse caso, adotara as medidas
admitidas em lei para a continuidade da execugéao contratual.
13.3.0 Contrato podera ser extinto antes de cumpridas as obrigagbes nele estipuladas, ou antes do prazo
nele fixado, por algum dos motivos previstos no artigo 137 da Lei n° 14.133/21, bem como amigavelmente,
assegurados o contraditério e a ampla defesa.
13.3.1. Nesta hipotese, aplicam-se também os artigos 138 e 139 da mesma Lei.
13.3.1.1. A alteragdo social ou a modificagdo da finalidade ou da estrutura da empresa nao
ensejara a extingao se nao restringir sua capacidade de concluir o Contrato.
13.3.1.2. Se a operagao implicar mudanga da pessoa juridica contratada, devera ser formalizado
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termo aditivo para alteragao subjetiva.
13.4.0 termo de extingdo, sempre que possivel, sera precedido:
13.4.1. Balango dos eventos contratuais ja cumpridos ou parcialmente cumpridos;
13.4.2. Relagao dos pagamentos ja efetuados e ainda devidos;
13.4.3. Indenizagbes e multas.
13.5.A extincdo do contrato n&o configura obice para o reconhecimento do desequilibrio econdmico-
financeiro, hipétese em que sera concedida indenizagao por meio de termo indenizatério (art. 131, caput, da
Lei n.° 14.133, de 2021).
13.6. O Contrato podera ser extinto:
13.6.1. Caso se constate que o contratado mantém vinculo de natureza técnica, comercial, econémica,
financeira, trabalhista ou civil com dirigente do 6rgao ou entidade contratante ou com agente publico
que tenha desempenhado fungdo no processo de contratacdo direta ou atue na fiscalizacdo ou na
gestao do Contrato, ou que deles seja cénjuge, companheiro ou parente em linha reta, colateral ou por
afinidade, até o terceiro grau (art. 14, inciso IV, da Lei n.° 14.133, de 2021);
13.6.2. Caso se constate que a pessoa juridica contratada possui administrador ou s6cio com poder de
diregdo, familiar de detentor de cargo em comissdo ou fungdo de confianga que atue na area
responsavel pela demanda ou contratacdo ou de autoridade a ele hierarquicamente superior no ambito
do 6rgao contratante (art. 3°, § 3°, do Decreto n.° 7.203, de 4 de junho de 2010).

CLAUSULA DECIMA QUARTA - DOTAGAO ORGAMENTARIA (art. 92, ViIl)

14.1. As despesas decorrentes da presente contratagdo correrdo a conta de recursos especificos
consignados no Orgamento Geral da Unido deste exercicio, na dotagédo abaixo discriminada:

I. Gestao/Unidade: 25201/254446

Il. Fonte de Recursos: 1001000000

[ll. Programa de Trabalho: 234035

IV. Elemento de Despesa: 339030

V. Plano Interno: A1FAR.

VI. Nota de Empenho:2024NE000992

CLAUSULA DECIMA QUINTA — CONFLITOS E DOS CASOS OMISSOS (art. 92, IlI)

15.1. Os casos omissos serdo decididos pelo CONTRATANTE, segundo as disposi¢cdes contidas na Lei n°
14.133, de 2021, e demais normas federais aplicaveis e, subsidiariamente, segundo as disposi¢cdes contidas
na Lei n° 8.078, de 1990 — Cdédigo de Defesa do Consumidor — e normas e principios gerais dos contratos, no
limite que a CONTRATADA comprovadamente der causa

CLAUSULA DECIMA SEXTA - ANTITERRORISMO

16.1. A CONTRATRADA/EXPORTADORA certifica que ndo é uma pessoa fisica ou juridica constante na
Lista estabelecida e mantida pelo Comité do Conselho de Seguranga das Nagbes Unidas.

16.2. A CONTRATADA/EXPORTADORA envidara os melhores esforgos para assegurar que nenhum
pagamento feito por CONTRATANTE/IMPORTADOR nos termos deste Contrato sera utilizado para
beneficiar direto ou indiretamente, individuos ou empresas/entidades associadas ao crime e/ou terrorismo.

CLAUSULA DECIMA SETIMA- FORGA MAIOR

17.1. Forga maior significa guerra, emergéncia no pais, acidentes, incéndios, furacées/terremotos, tsunamis,
enchentes, greves ou quaisquer outros fatos imprevisiveis ou de dificil previsdo, que ndo podem ser evitados,
e que podem afetar qualquer uma das PARTES envolvidas nesta compra, ndo ensejardo a aplicagdo de
sangdes, caso impactem no cumprimento das obrigagbes assumidas.

17.2. A PARTE atingida deve informar assim que possivel a segunda PARTE sobre o problema e propor uma
nova data de entrega e/ou embarque podendo ser diferente do prazo informado em Segunda Clausula,
subitem 2.1.

CLAUSULA DECIMA OITAVA - ALTERACOES

18.1. Eventuais alteragdes contratuais reger-se-ao pela disciplina dos arts. 124 e seqguintes da Lei n°® 14.133,
de 2021.

18.2. A CONTRATADA ¢é obrigada a aceitar, nas mesmas condigbes contratuais, os acréscimos ou
supressdes que se fizerem necessarios, até o limite de 25% (vinte e cinco por cento) do valor inicial
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atualizado do Contrato.

18.3. As alteracdes contratuais deverao ser promovidas mediante celebragao de termo aditivo, submetido a
prévia aprovacao da consultoria juridica do CONTRATANTE, salvo nos casos de justificada necessidade de
antecipacdo de seus efeitos, hipétese em que a formalizacio do aditivo devera ocorrer no prazo maximo de 1
(um) més (art. 132 da Lei n° 14.133, de 2021).

18.4. Registros que n&o caracterizam alteragdo do Contrato podem ser realizados por simples apostila,
dispensada a celebracao de termo aditivo, na forma do art. 136 da Lei n® 14.133, de 2021.

CLAUSULA DECIMA NONA - PUBLICAGAO

19.1. Incumbira ao CONTRATANTE divulgar o presente instrumento no Portal Nacional de Contratacbes
Pudblicas (PNCP), na forma prevista no art. 94 da Lei 14.133, de 2021, bem como no respectivo sitio oficial na
Internet, em atencéo ao art. 91, caput, da Lei n.° 14.133, de 2021, e ao art. 8°, §2° da Lei n. 12.527, de 2011,
c/c art. 7°, §3°, inciso V, do Decreto n. 7.724, de 2012.

CLAUSULA VIGESIMA — SEGURANGA DO PRODUTO

20.1. As unidades de seguranga das Partes devem se reunir e concordar com um plano para a troca de
informacdes de seguranga do produto (Acordo de Troca de Dados de Seguranga, do inglés "SDEA") antes do
inicio de qualquer atividade de marketing por parte da CONTRATANTE que implique obrigagdes de gerenciar
informagdes de seguranga do produto no Territério. Tal plano deve garantir que as informagdes de segurancga
do produto sejam trocadas de acordo com um cronograma que permitira a cada Parte cumprir com as Leis
Aplicaveis, incluindo quaisquer requisitos regulatorios locais.

20.2 Nao obstante a clausula 20.1, caso lotes do PRODUTO ainda sob registro PFIZER (informagdes da
Pfizer na embalagem) sejam entregues a PARTE CONTRATANTE/IMPORTADOR, PARTE
CONTRATANTE/IMPORTADOR concorda em enviar quaisquer eventos adversos ou outras informagdes de
seguranga que receba para o PRODUTO para a CONTRATADA/EXPORTADORA. Todas as informagodes
recebidas e disponiveis no contato inicial com a PARTE CONTRATANTE/IMPORTADOR deverdo ser
encaminhadas em documento fonte a Pfizer para o endereco eletrbnico BRA.AEReporting@pfizer.com
dentro de dois (2) dias uteis apds o conhecimento da informagao. A Pfizer devera ser responsavel pelo
processamento desses eventos adversos ou outras informagdes de seguranca de acordo com seus
procedimentos internos.

CLAUSULA VIGESIMA PRIMEIRA - FORO (art. 92, §1°)

21.1. Fica eleito o Foro da Sec¢ao Judiciaria da Justica Federal do Rio de Janeiro para dirimir os litigios que
decorrerem da execugao deste Termo de Contrato que ndo puderem ser compostos pela conciliagéo,
conforme art. 92, §1°, da Lei n® 14.133/21.

21.2. Por estarem justos acordados, as PARTES assinam o presente instrumento, para os efeitos legais,
estando os representantes devidamente autorizados para assinarem o presente Contrato nos locais e nas
datas indicadas a seguir:

Rio de Janeiro, 13 de novembro de 2024.

Jorge Souza Mendonga
Diretor

Instituto de Tecnologia em Farmacos

Antonio Carlos Crespim Junior
Representante legal

Pfizer Export BV
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ADMINISTRATIVE AGREEMENT No. 184/2024,
ENTERED INTO BY AND BETWEEN FUNDACAO
OSWALDO CRUZ- FIOCRUZ, THROUGH
INSTITUTO DE TECNOLOGIA EM FARMACOS-
FARMANGUINHOS AND PFIZER EXPORT B.V.

FUNDACAO OSWALDO CRUZ - FIOCRU?Z, an entity that is part of the Indirect Federal Administration,
incorporated under the terms of Law No. 7,596/87 and Decree No. 11,228/22, located at Av. Brasil, 4,365,
Manguinhos, in the city of Rio de Janeiro-RJ, registered with CNPJ/MF under No. 33.781.055/0001-35,
through Instituto de Tecnologia em Farmacos — Farmanguinhos, registered with CNPJ/MF under No.
33.781.055/0049-80, herein represented by its Director, Mr. Jorge Souza Mendonga, appointed by Ordinance
No. 1,971, of August 1, 2017, issued by the Minister of State for Health, published in Section 2 of the Official
Gazette of the Federal Government, on August 2, 2017, using the authority conferred upon him by Ordinance
No. 760/2017-PR, of June 1, 2017, issued by the President of FIOCRUZ, hereinafter referred to as the
CONTRACTING PARTY/IMPORTER and Pfizer Export B.V based on Rivium Westlaan 142, 2909 LD Capelle
aan den |Jssel hereinafter referred to as CONTRACTOR/EXPORTER, hereinafter represented by por PFIZER
BRASIL LTDA, limited company regularly incorporated in Brazil, with address Rodovia Presidente Castelo
Branco, n°® 32.501, Complement KM 32.5, zip code 06.696-000, District Ingahi, Itapevi, Sdo Paulo State,
registered with CNPJ/ME under n® 61.072.393/0039-06, herein represented by Antonio Carlos Crespim
Junior, registered with the CPF No. 297.875.118-52 according to powers of attorney attached to these
records, pursuant to the provisions set forth in the records of Proceeding No. 25387.000348/2024-16 and

in compliance with Law No. 14,133, of April 1, 2021, and other applicable legislation, have decided to enter
into this Agreement, resulting from the Unenforceability of Competitive Bidding Process No. 90996/2024,
according to the clauses and conditions set forth below. The CONTRACTING PARTY and the
CONTRACTOR are hereinafter referred to individually as PARTY or collectively as PARTIES.

CLAUSE ONE - OBJECT (article 92, | and Il)

1.1. The object of this instrument is the procurement of the object described below, under the conditions
established in the Terms of Reference attached to this contract.

1.2. Object of procurement:

The object of the Agreement will be Tofacitinib Citrate, 5 mg, immediate release tablets (‘PRODUCT”), under
the following terms:

Specification Tofacitinib, citrate
salt, 5 mg

CATMAT 0434872

Unit Of | Tablet

Measurement

Quantity 12.125.880

Unit Price (USD) | $ 2.47

Total Price (USD) | $ 29.950.923,60

In addition to the quantity (12.125.880) expressed in the table, Pfizer will be responsible for supplying the
additional quantity of the Product, at no cost to FIOCRUZ, for the exclusive purposes of retaining samples and
the quantity necessary for quality tests.

The quantity of 7 units per batch will be supplied by Pfizer (01 for retention in Farmanguinhos and 06 to be
sent to Itapevi for release analysis purposes). Considering the quantity to be acquired, estimated in 05 lots, a
total of 2,100 EA to be sent Free of Cost.

1 box = 60 tablets

1.3. The following documents are binding upon this Agreement, regardless of transcription:

1.3.1. Terms of Reference;

1.3.2. Direct Procurement Authorization



1.3.3. Contractor's Proposal;
1.3.4. Any annexes to the abovementioned documents.

CLAUSE TWO - TERM AND EXTENSION

2.1. The term of effectiveness of this Agreement is 480 (four hundred and eighty) calendar days from the date
of execution of this Agreement by the CONTRACTING PARTY — immediately after the execution by the
CONTRACTOR - due to the adoption of the Electronic Information System (SEI/FIOCRUZ), or, alternatively,
from the date of acceptance of the Commitment Note by the CONTRACTOR, pursuant to article 105 of Law
No. 14,133, of 2021.

2.2. The validity period will be automatically extended, regardless of an addendum,

when the object is not completed within the period established above, except for the applicable measures in
the case of PROVEN fault of the contractor, provided for in this instrument.

CLAUSE THREE — CONTRACTUAL PERFORMANCE AND MANAGEMENT MODELS (article 92, IV, VII
and XVIII)

3.1. The contractual performance regime, the management and performance models, as well as the deadlines and conditions for the conclusion,

delivery, performance and receipt of the object are set out in the Appendix | to this Agreement.

CLAUSE FOUR - SUBCONTRACTING

4.1. Subcontracting of the object of this Agreement shall not be allowed.

CLAUSE FIVE - PRICE
5.1. The value of the Agreement is 29.950.923,60 USD (foreign currency)
5.1.1. The total contracted quantity is 12.125.880 tablet.
5.1.2. The unit value of the contracted object is 2.47 USD (foreign currency)

5.1.3. For commitment purposes, the exchange conversion was based on R$6,00 (conversion rate),
which means that the total value of the Agreement is estimated at R$179.705.541,60

5.2. The value mentioned above includes all direct and indirect ordinary expenses arising from the execution
of the object, including taxes, and/or fees, social, labor, social security, fiscal and commercial charges,
administration fees, international handling and freight,, international insurance and other amounts that may be
necessary for the fulfillment of the object of the Agreement, pursuant to the previously negotiated
INCOTERMS.

5.3. The value mentioned above is merely an estimate, which means that the payments due to the
CONTRACTOR will depend on the quantity actually provided and are fixed in foreign currency.

5.4. The following shall also be observed:
5.4.1. INCOTERMS: Incoterm 2020 — CIP (Carriage and Insurance Paid)

5.4.2. According to the terms, the CONTRACTOR/EXPORTER shall be responsible fo delivering to the
CONTRACTING PARTY/IMPORTER the object of thos Agreement, at Rio de Janeiro — Galedo
International Airport (“GIG”) as per Incoterm 2020 — CIP (Carriage and Insurance Paid)."



CLAUSE SIX - PAYMENT (article 92, V and VI)

6.1. The deadline for payment to the contractor and other conditions relating to it are defined in the Terms of
Reference, attached to this Contract.

6.2. The payment term to a company located abroad will also account for depend on the presentation, by the
CONTRACTOR/EXPORTER, of the commercial invoice.

6.3. In case of differences in quantity and value between the Proforma Invoice and Supply Order, the
provisions set forth in this Agreement shall prevail.

6.4. Payment will be made by CONTRACTING PARTY/IMPORTER through an exchange contract. The
exchange rate will be informed by the Central Bank of Brazil at the time/day of payment.

6.5. The bank responsible for issuing the swift message to the foreign bank is BANCO DO BRASIL.

6.6. In cases of payment completed abroad, where applicable, tax withholding shall be carried out according
to the provisions of the Brazilian law.

CLAUSE SEVEN - ADJUSTMENT (article 92, V)

7.1. The contracted prices are fixed and non-adjustable.

CLAUSE EIGHT - OBLIGATIONS OF THE CONTRACTING PARTY (article 92, X, XI and XIV)

8.1. The following are obligations of the CONTRACTING PARTY:

8.2. Require the fulfillment of all obligations undertaken by the CONTRACTOR, in accordance with the
Agreement and its annexes;

8.3. Receive the object PRODUCT within the deadline and conditions established in Terms of Reference;

8.4. Notify the CONTRACTOR, in writing, of defects, flaws or inaccuracies found in the supplied object, so
that it can be replaced, repaired or corrected, in whole or in part, at its expense,

8.5. Monitor and supervise the execution of the Agreement and the fulfillment of obligations by
CONTRACTOR,;

8.6. Notify the company to issue an Invoice regarding the undisputed portion of the execution of the object, for
the purpose of liquidation and payment, when there is a dispute about the execution of the object, regarding
dimension, quality, and quantity, in accordance with Article 143 of Law No. 14,133, of 2021.

8.7. Pay to CONTRACTOR the amount corresponding to the supply of the object, within the term, form and
conditions established in this Agreement and in the Terms of Reference.

8.8. Apply to the CONTRACTOR the penalties provided for by law and in this Agreement

8.9. Report any contractual default by CONTRACTOR to the judicial representation body of the Attorney
General's Office, which shall adopt the appropriate measures;

8.10. Explicitly issue a decision on all requests and claims related to the execution of this Agreement, except
for requests that are manifestly inapplicable, merely delaying in nature or of no interest for the proper
execution of the Agreement.



8.10.1. The Administration shall have a period of 60 (sixty) days, from the date of the filing of the claim,
to issue a decision, with the possibility of a justified extension, for an equal period.

8.10.2. Administrative claims that do not meet the admissibility requirements set out in Laws No.
14,133/21 and 9,784/99 will not be known.

8.10.3. If the public servant responsible for supervising the contract ensures that the requests and
complaints related to the execution of the contract are not accompanied by acts essential to the
analysis and decision regarding the request, in a motivated manner, he will guide the interested party
regarding the need to remedy any flaws, suspending the decision period until the resolution.

8.11. Respond to any requests for the reestablishment of the economic and financial balance made by the
contractor within a maximum period of 60 (sixty) days.

8.11.1. The provisions of the previous sub-clauses apply, where applicable, to requests for economic-
financial rebalancing, regarding requests and complaints related to the execution of the contract.

8.12. The Administration shall not be held liable for any commitments undertaken by the CONTRACTOR with
third parties, even if linked to the execution of the Agreement, or for any damage caused to third parties as a
result of an action of the CONTRACTOR, its employees, agents or subordinates.

8.13. The goods related to this Agreement will be received by the person responsible for monitoring and
inspecting the Agreement, for the purpose of further verifying their compliance with the specifications included
in the proposal.

CLAUSE NINE - OBLIGATIONS OF THE CONTRACTOR (article 92, XIV, XVI and XVII)

9.1. The CONTRACTOR shall comply with all the obligations described in this Agreement and its annexes,
assuming, as exclusively its own, the risks and expenses arising from the proper execution of the object,
pursuant to the responsibilities undertaken by it in accordance with the negotiated INCOTERMS 2020, also
observing the obligations set forth below:

9.2. Be responsible for the defects and damages arising from the object, in accordance with the Consumer
Protection Code (Law n° 8.078, de 1990) within the limit that the CONTRACTOR demonstrably gives cause.

9.3. Communicate to the CONTRACTING PARTY, within twenty-four (24) hours prior to the date of delivery,
the reasons that may prevent it from complying with the deadline, which shall be duly evidenced;

9.4. Comply with the regular determinations issued by the supervisor or manager of the Agreement or
superior authority (article 137, 1l, of Law No. 14,133, of 2021) and provide any clarification or information
requested by them;

9.5. Repair, correct, remove, reconstruct or replace, at its own expense, in whole or in part, within the period
set by the contract inspector, the goods in which there are defects, defects or inaccuracies resulting from the
execution or materials used;

9.6. Be responsible for the defects and damages arising from the execution of the object demonstrably
caused by CONTRACTOR, as well as for any and all damages demonstrably caused to the CONTRACTING
PARTY or third parties which were caused by CONTRACTOR, provided that this responsibility shall not affect
the supervision or monitoring of the contractual performance by the CONTRACTING PARTY, who will be
authorized to deduct from the payments due or from the guarantee, if any, the amount corresponding to the
damages actually suffered, upon presentation of evidence that such damages have actually been caused by
the CONTRACTOR;

9.7. When it is not possible to verify regularity in the Supplier Registration System — SICAF, the foreign
CONTRACTOR not domiciled in the country must deliver compatible and/or similar documents to the
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department responsible for inspecting the Agreement: 1) proof of good standing related to Social Security; 2)
joint certificate related to federal taxes and the Federal Government’s Overdue Debt Roster; 3) certificates
proving good standing with the State or District Treasury of the CONTRACTOR'S domicile or headquarters; 4)
FGTS — CRF Certificate of Good Standing; and 5) Labor Debt Clearance Certificate — CNDT; when there are
no compatible and/or similar documents for presentation in the CONTRACTOR'S country of origin, the
CONTRACTOR must issue a statement justifying such absence.

9.8. Be responsible for the fulfillment of all labor, social security, tax, commercial and other obligations
provided for in specific legislation, provided that failure to do so shall not transfer responsibility to the
CONTRACTING PARTY and may not encumber the object of the Agreement.

9.9. Notify the Supervisor of the Agreement, within (24) twenty-four hours of any abnormal occurrence or
accident that occurs in the place of execution of the contractual object.

9.10. Paralyze, by order of the CONTRACTING PARTY, any activity that demonstrably is not being performed
in accordance with good technique or that may demonstrably endanger the safety of people or third-party
property.

9.11. Fuilfill, throughout the term of the Agreement, in compatibility with the obligations assumed, all the
conditions required for qualification to direct procurement;

9.12. Comply, during the entire period of execution of the Agreement, with the reservation of positions
provided for by law for people with disabilities, individuals rehabilitated from Social Security or apprentices, as
well as the reservations of positions provided for in the legislation (article 116, of Law No. 14,133, of 2021)
with specific indication of the individuals that occupy such positions;

9.13. Demonstrate the existence of the reserved positions mentioned in the preceding clause within the
timeframe established by the aAgreement supervisor. Include details of the employees who have occupied

these designated positions. (article 116, sole paragraph, of Law No. 14,133, of 2021);

9.14. Maintain confidentiality of all information obtained as a result of the fulfillment of the Agreement;

9.15. Assume responsibility for any errors in the quantification of the proposal, encompassing variable costs
stemming from future and uncertain factors. If the initially projected costs in the proposal prove insufficient to
fulfill the Agreement's objectives, the CONTRACTOR must provide additional funds, except for the events
listed in article 124, 1, occur. d, of Law No. 14,133, of 2021.

9.16. Comply, in addition to the legal rules in force at the federal, state or municipal level, with the
CONTRACTING PARTY's safety standards;

9.17. Deliver, together with the cargo, all the documents listed below when legally applicable:
9.17.1. Commercial Invoice signed and stamped with the details that were previously negotiated.

9.17.2. Packing list signed and stamped with dimension of the packages, gross weight, net weight,
quantity of volumes, batch number, production and expiration date, shelf life and all other details that
may be necessary and required by the CONTRACTING PARTY/IMPORTER.

9.17.3. Certificate of Analysis, Veterinary Certificate, IPPC Certificate, Safety Certificate, Statement of
Shipment for hazardous products and any other quality/technical documents that may be required by
the CONTRACTING PARTY/IMPORTER prior to shipment should any of these be required and/or
applicable. The CONTRACTOR/EXPORTER shall inform the NCM number (tariff code) and the CNPJ
of Farmanguinhos (No. 33.781.055/0049-80) in all documents that the EXPORTER (and/or its freight
forwarder or carrier) are responsible for issuing.

9.17.4. As this is a demand from Brazilian customs, sub-item 9.17.3.must be complied with, under the
penalty of not clearing the PRODUCT at the Brazilian customs warehouse.
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9.17.5. Do not place the document inside the boxes or equivalent packaging, since the material will only
be opened in Brazil.

9.17.6. The CONTRACTOR/EXPORTER must send by e-mail to comex.far@fiocruz.br, at least two (2)
business days before shipment, the commercial invoice, packing list, technical sheets and/or other
documents requested by the technical/quality control, as well as the IPPC certificate and the HAWB, if
applicable.

9.17.7. The set of documents referring to the cargo and the shipment must be signed by the
CONTRACTOR/EXPORTER AND/OR AGENT and sent together with the cargo, in their original
version.

9.17.8. All cargo, whether perishable or of any nature, must be delivered to the agent of the
CONTRACTOR/EXPORTER or to the agent of the CONTRACTING PARTY/IMPORTER with clear and
written instructions. In addition, such agents must be notified until 24 hours in advance about any
specific matters, especially about temperatures and how to pack and ship the products.

9.17.9. The shipment and/or delivery to the agent of the CONTRACTOR/EXPORTER or to the agent of
the CONTRACTING PARTY/IMPORTER will only be approved by the CONTRACTING
PARTY/IMPORTER after checking all the necessary documents.

9.17.10. If the CONTRACTING PARTY/IMPORTER requests any revisions, the
CONTRACTOR/EXPORTER must adjust the document BEFORE releasing the cargo for shipment or
releasing it to the carrier.

9.17.11. The CONTRACTING PARTY/IMPORTER has five (5) calendar days of free storage in the
warehouse at Rio de Janeiro airport (after the cargo arrives at GIG). Based on this, the following are the
obligations of the CONTRACTOR/EXPORTER on the subject, when applicable:

9.17.12. Cargo must arrive at AIRJ/GIG (Rio de Janeiro Airport) only on Sundays or Mondays, except
for cases previously authorized by the CONTRACTING PARTY/IMPORTER.

9.17.13. In the event of continued storage after the end of the free period mentioned above, provided
that the CONTRACTOR/EXPORTER has caused such continuity, any extra costs will be deducted from
the amount payable to the CONTRACTOR/EXPORTER.

9.17.14. If the above-mentioned case occurs in the acquisition in question, before such deduction, the
CONTRACTING PARTY/IMPORTER will notify the CONTRACTOR/EXPORTER, via email, listing the
amount that will be deducted and forwarding proof of payment of such extra/undue expense.

PACKAGING & HANDLING

9.18. All essential information required by the applicable laws with respect to the object of the procurement
must be written on the outside of the packages.

9.19. The outer packaging must have the appropriate international symbols for the handling of the cargo.
(e.g., fragile, move carefully, this side up, stacking limit, keep dry etc.)

9.20. According to the instructions of MAPA — Ministry of Agriculture (MAPA Instruction No. 32/2015), wooden
pallets to/from Brazil (import or export) must bear the IPPC (International Plant Protection Convention) stamp.

9.21. The CONTRACTOR/EXPORTER must comply with MPOG Instruction No. 01/2010 on sustainability,
especially with regard to the provisions of its article 5, which reads as follows: “Article 5: The agencies and
entities of the direct and independent Federal Public Administration and foundations, in their purchases, may
require compliance with the following sustainability criteria: 11l- goods should preferably be packed in individual
containers, having the smallest possible volume, and use recyclable materials in order to provide maximum
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protection during transport and storage”.

CLAUSE TEN — PERFORMANCE GUARANTEE (article 92, XIil)

10.1. There will be no requirement for a contractual performance guarantee.

CLAUSE ELEVEN - COMPLIANCE WITH ANTI-CORRUPTION LAWS

11.1. The PARTIES shall take all necessary measures, in compliance with the principles of civility and legality,
and in accordance with good business practices to comply with and ensure that their directors, officers,
employees or any person acting on their behalf, including agents and subcontractors, if any (all hereinafter
referred to as [1“Related JPARTIES” and each of them as [1“a Related JPARTY”):
(i) will comply with all applicable laws, including those relating to the fight against corruption, bribery and
money laundering, as well as those relating to economic sanctions, in force in the jurisdictions in which the
PARTIES are incorporated and in the jurisdiction in which this AGREEMENT will be performed (if
different), to prevent any fraudulent activity by the PARTIES or a Related PARTY in connection with
compliance with this Agreement;
(ii) will not, in connection with the performance of this AGREEMENT, directly or indirectly, make, promise,
authorize, ratify or offer to make, or take any action in furtherance of, any payment or transfer of anything of
value for the purpose of influencing, inducing or rewarding any act, omission or decision to secure an
improper advantage; or improperly assisting it in obtaining or retaining business for it or the other PARTY,
or in any way with the purpose or effect of public or commercial bribery, including facilitating payments;
(iii) will have and maintain appropriate internal controls and procedures in place to ensure that they will remain
in compliance with the foregoing.
11.2. One PARTY shall immediately notify the other PARTY of any suspected fraud, corruption or violation
of the foregoing obligations that has occurred, is occurring, or is likely to occur, so that the necessary
measures are taken to investigate them.
11.3. The PARTIES undertake to strictly observe the conditions contained in the subsections below, under
penalty of immediate and justified termination of the contractual bond.
11.4. The PARTIES Urepresent that they are aware that their legal departments and/or Jengaged lawyers are
authorized, in case of practices that breach the precepts of this section, to request the immediate
Ucommencement of criminal, civil and administrative proceedings applicable to each event:
11.4.1. The PARTIES may not, under any circumstances, give or offer any kind of gift, travel or
advantages to any employee, public servant, agent or officer of the PARTY, especially those
responsible for the supervision of this AGREEMENT. Only gifts such as pens, appointment books,
calendars, [Jworkbooks, etc. will be [Jacceptable, on specific dates;
11.4.2. The PARTIES may only represent the other PARTY before public bodies when duly
authorized to do so, either in the body of this AGREEMENT itself or through prior express and
written instrument of authorization of [Itheir representative with powers to do so;
11.4.3 The PARTIES and their employees/agents, when acting on behalf of or defending interests of
this AGREEMENT before public bodies, authorities or officials, shall not give, receive or offer any
gifts, advantages or favors to public officials, in particular in order to obtain any kind of favor for the
[PARTIES;
11.4.4. The PARTIES, when acting on their behalf or defending their interests, may not provide
confidential information to third parties or public Cofficials, even if this facilitates, in any way, Ofulfillment
of this TAGREEMENT, except for the exceptions mentioned in this AGREEMENT ;
11.4.5. The PARTIES, upon knowing that any of their agents or employees have failed to comply with
the premises and obligations agreed upon above, shall voluntarily report the fact, so that they jointly
elaborate and execute an action plan to (i) remove the employee or agent immediately; (ii) prevent
such acts from happening again; and (iii) ensure that [1this AGREEMENT is [lin a condition to remain in
force.
11.5. Each PARTY herein represents and warrants that it has accessed, read, understood and will comply
and cause its AFFILIATES to comply with the rules of conduct of the other PARTY, including but not limited to



Law No. 12.846/2013, as set forth in Annex |.

CLAUSE TWELVE - ADMINISTRATIVE VIOLATIONS AND PENALTIES (article 92, XIV)

12.1. An administrative violation, under the terms of Law No. 14,133, of 2021, is committed by a contractor
who:

a) give rise to partial non-performance of the contract;

b) causes partial non-performance of the contract that causes serious damage to the Administration or the
functioning of public services or to the collective interest;

c) give rise to total non-performance of the contract;

d) fail to deliver relevant documentation;

€) not maintain the proposal, except as a result of a duly justified supervening fact;

f) does not conclude the contract or does not deliver the documentation required for contracting, when called
within the validity period of its proposal;

g) cause delay in the execution or delivery of the object of the contract without a justified reason;

h) submits false documents or makes a false statement during the performance of the contract;

i) commits a fraudulent act in the performance of the contract;

j) behaves in an inappropriate manner or commits fraud of any kind;

k) praticar atos ilicitos com vistas a frustrar os objetivos da contratagao

I) commits a harmful act provided for in article 5 of Law No. 12,846, of August 1, 2013.

12.2. The following penalties shall apply to the CONTRACTOR who incurs in the violations described above:

i. Warning, when the contractor causes partial non-performance of the agreement, whenever the imposition
of a more serious penalty is not justified (article 156, paragraph 2, of Law No. 14,133, of 2021);

ii. Impediment to bid and enter into agreements, when the conducts described in paragraphs “b”, “c” and
“d” of the sub-item above are committed, whenever the imposition of a more serious penalty is not justified

(article 156, paragraph 4, of Law No. 14,133, of 2021);
iii. Declaration of unsuitability to bid and to enter into agreements, when the conducts described in
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paragraphs “e”, “f’, “g” and “h” of the sub-item above, as well as in paragraphs “b”, “c” and “d” are committed,
which justify the imposition of a more serious penalty (article 156, paragraph 5, of Law No. 14,133, of 2021).
iv. Fine:
1. Late payment fine of zero point five percent (0.5%) per day of unjustified delay, applicable to the
amount of the delinquent installment, up to a limit of 5% (five percent), calculated on the value of the
defaulted installment, counted from the characterization delay by the CONTRACTOR, in cases of delay
in delivery of the PRODUCT, provided that such delay is caused by the exclusive fault of the
CONTRACTOR,;
2. Compensatory fine, due to the infractions described in sub-item “e” to “h” 12.1 of five percent (5%) of
the value of the Contract
3. Compensatory, due to the total non-performance of the agreement provided for in sub-item “c” 12.1
of five percent (5%) of the value of the Contract.
4. For violations described in sub-item “b” 12.1, the fine will be set at five percent (5%) of the value of
the Contract.
5. For violations described in sub-item “d” 12.1, the fine will be set at five percent (5%) of the value of
the Contract.
6. For violations described in sub-item “a” 12.1, the fine will be set five percent (5%) of the value of the
Contract.
12.3. The application of the sanctions provided for in this Contract does not exclude, under any
circumstances, the obligation to fully repair the damage caused to the Contractor (article 156, paragraph 9, of
Law No. 14.133 of 2021)
12.4. All penalties provided for in this Agreement may be applied cumulatively with the fine (article 156
paragraph 7, of Law No. 14,133, of 2021).
12.4.1. Before the application of the fine, the party will be provided with a defense term of fifteen (15)
business days from the date of its summons (article 157 of Law No. 14,133 of 2021)
12.4.2. If the fine imposed and the applicable damages prove to be higher than the amount to be paid
by the Contracting Party to the Contractor, in addition to the loss of this amount, the difference will be
deducted from the guarantee provided or will be judicially collected (article 156, paragraph 8, of Law
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No. 14,133, of 2021).
12.5. Prior to referral to judicial collection, the fine may be collected administratively within a maximum period
of thirty (30) days from the date of receipt of the communication sent by the competent authority.
12.6. The application of sanctions will take place in an administrative process that ensures the contradiction
and full defense of the Contractor, observing the procedure set out in the caput and paragraphs of art. 158 of
Law No. 14,133, of 2021, for the penalties of impediment to bidding and contracting and declaration of
unsuitability to bid or contract.
12.7. The following elements shall be taken into account in the application of penalties (article 156, paragraph
1, of Law No. 14,133, of 2021):
a) the nature and graveness of the violation committed;
b) the specificities of each case;
c) any aggravating or mitigating circumstances;
d) the damage caused by the Contracting Party;
e) the implementation or improvement of an integrity program, in accordance with the rules and guidelines of
the control bodies.
12.8. The acts provided for as administrative infractions in Law No. 14,133, of 2021, or in other bidding laws
and Public Administration contracts that are also classified as harmful acts in Law No. 12,846, of 2013, will be
investigated and judged jointly, in the same files, observing the procedural rite and competent authority
defined in the Law (art. 159).
12.9. The legal personality of the Contractor may be disregarded whenever it is used with abuse of right as a
tool to facilitate, cover up or conceal the practice of the unlawful acts provided for in this Agreement or to
cause asset mix-up, and, in this case, all the effects of the penalties applied to the legal entity will be extended
to its managers and partners with management powers, to the successor legal entity or to the company in the
same field with a coalition or control relationship, either factual or legal, with the Contractor, observing, in all
cases, the principle of adversarial procedure, broad defense and prior legal analysis (article 160, of Law No.
14,133, of 2021).
12.10. The Contracting Party shall, within fifteen (15) business days from the date of application of the
penalty, inform and keep updated the data related to the penalties imposed by it, for publicity purposes in the
National Registry of Disreputable and Suspended Companies (Ceis) and in the National Registry of Punished
Companies (Cnep), established within the scope of the Federal Executive Branch. (Article 161, of Law No.
14,133, of 2021) when applicable.
12.11. The penalties of impediment to bid and to enter into agreements and declaration of unsuitability to bid
or to enter into agreements are subject to rehabilitation pursuant to the provisions set forth in article 163 of
Law No. 14,133/21.
12.12. The debts of the contractor to the contracting Administration entity, resulting from administrative fines
and/or indemnities, not registered as overdue debts, may be offset, in whole or in part, with the credits due by
said body arising from this same agreement or from other administrative contracts that the contractor has with

the same contracting body, pursuant to Normative Instruction SEGES/ME No. 26, of April 13, 2022.

CLAUSE THIRTEEN — TERMINATION (article 92, XIX)
13.1. The Agreement will be terminated when the obligations of both PARTIES are fulfilled, even if this occurs
before the defined deadline.
13.2. If the obligations are not fulfilled within the defined period, the term will be extended until the conclusion
of the object, in which case the Administration shall provide for the adjustment of the schedule set for the
Agreement.
13.2.1. When the non-conclusion of the Agreement referred to in the previous item is due to
CONTRACTOR'’S fault:
a) it shall be found to be in arrears, and subject to the corresponding administrative penalties defined
hereunder; and
b) the Administration may choose to terminate the Agreement and, in this case, will adopt the measures
allowed by law for the continuity of the contractual performance.
13.3. The Agreement may be terminated before the fulfilment of the obligations or before the term defined
herein, for any of the reasons provided for in article 137 of Law No. 14,133/21, or, in an amicable manner,
subject to compliance with the principles of adversarial process and the full defense.
13.3.1. In this case, Articles 138 and 139 of the same Law shall also apply.
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13.3.1.1. Any corporate change or modification in the purpose or structure of the company will not
lead to contractual termination if it does not restrict CONTRACTOR'’S ability to conclude the
Agreement.
13.3.1.2. If the operation entails a change of the contracted legal entity, an addendum must be
formalized to establish such replacement of parties.
13.4. The termination instrument, whenever possible, shall be preceded by:
13.4.1. Balance of contractual events already fulfilled or partially fulfilled:;
13.4.2. List of payments already made and still due;
13.4.3. Fines and damages.
13.5. The termination of the agreement does not constitute an obstacle to the recognition of the economic-
financial imbalance, in which case compensation will be granted through an indemnity instrument (article 131
main section, of Law No. 14,133, of 2021).
13.6. The Agreement may be terminated:
13.6.1. If it is found that the contractor maintains a technical, commercial, economic, financial, labor or
civil relationship with the director of the contracting body or entity or with a public agent who has played
a role in the direct contracting process or acts in the supervision or management of the Agreement, or
who is their spouse, partner or relative in a direct line, collateral or by affinity, up to the third degree
(article 14, item IV, of Law No. 14,133, of 2021);
13.6.2. If it is found that the contracted legal entity has an administrator or partner with management
power, a family member of a holder of a position in a commission or a position of trust who acts in the
area responsible for the demand or procurement or of a hierarchically superior authority within the
scope of the contracting body (article 3, paragraph 3, of Decree No. 7,203, of 4 June 2010).

CLAUSE FOURTEEN - BUDGET ALLOCATION (article 92, Viil)

14.1. All expenses arising from this Agreement will be charged to the account of specific funds allocated in the
General Budget of the Federal Government for this year, as detailed below:

I. Management/Unit: 25201/254446

[I.Source of Funds: 1001000000

[I.Working Program: 234035

IV.Expense Element: 339030

V.Internal Plan: A1FAR

VI. Commitment Note: 2024NE000992

CLAUSE FIFTEEN — CONFLICTS AND OMISSIONS (article 92, 1il)

15.1. Any omissions shall be decided by the CONTRACTING PARTY, according to the provisions contained
in Law No. 14,133, of 2021 and other applicable federal rules and, alternatively, according to the provisions
contained in Law No. 8,078, of 1990 - Consumer Protection Code - and rules and general principles of
contracts, to the extent that the CONTRACTOR demonstrably gives cause.

CLAUSE SIXTEEN - ANTI-TERRORISM PROVISIONS

16.1. The CONTRACTOR/EXPORTER certifies that it is not an individual or legal entity included in the List
established and maintained by the Committee of the United Nations Security Council.

16.2. The CONTRACTOR/EXPORTER will use its best efforts to ensure that no payment made by the
CONTRACTING PARTY/IMPORTER under this Agreement will be used to directly or indirectly benefit
individuals or companies/entities associated with crime and/or terrorism.

CLAUSE SEVENTEEN - FORCE MAJEURE

17.1. Force majeure means war, emergency in the country, accidents, fires, hurricanes/earthquakes,
tsunamis, floods, strikes or any other unforeseeable or difficult-to-predict events that cannot be avoided, and
that may affect any of the PARTIES involved in this procurement and those events will not give rise to the
application of penalties if they impact the fulfillment of the obligations assumed hereunder.

17.2. The affected PARTY must report the problem to the other PARTY as soon as possible and propose a
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new delivery and/or shipment date, which may be different from the date informed in Clause Two, sub-item
2.1.

CLAUSE EIGHTEEN — AMENDMENTS

18.1. Any contractual amendments shall be governed by the provisions set forth in articles 124 et seqq. of
Law No. 14,133, of 2021.

18.2. The CONTRACTOR is required to accept, under the same contractual conditions, the additions or
deletions that may be necessary, up to the limit of twenty-five percent (25%) of the initial updated value of the
Agreement.

18.3. Contractual amendments must be promoted through the execution of an addendum, subject to the prior
approval of the CONTRACTING PARTY's legal counsel, except in cases of justified need to anticipate the
effects thereof, in which case the formalization of the addendum must occur within one (1) month (article 132
of Law No. 14,133, of 2021).

18.4. Registrations that do not characterize an amendment to the Agreement may be made by simple
annotation, without the need to enter into an addendum, pursuant to the provisions set forth in article 136 of
Law No. 14,133, of 2021.

CLAUSE NINETEEN - PUBLICATION

19.1. It shall be incumbent upon the CONTRACTING PARTY to disclose this instrument on the National
Public Procurement Portal (PNCP), as provided for in article 94 of Law 14,133, of 2021, as well as on the
respective official website, in compliance with article 91, main section, of Law No. 14,133, of 2021, and article
8, paragraph 2, of Law No. 12,527, of 2011, combined with article 7, paragraph 3, item V, of Decree No.
7,724, of 2012.

CLAUSE TWENTY - SAFETY

20.1 The safety units from the Parties shall meet and agree upon a plan for exchanging Product safety
information (Safety Data Exchange Agreement (“SDEA”)) prior to CONTRACTING PARTY’s initiation of any
marketing activity implicating obligations to manage Product safety information in the Territory. Such plan
shall ensure that Product safety information is exchanged according to a schedule that will permit each Party
to comply with Applicable Laws, including any local regulatory requirements.

20.2 Notwithstanding clause 20.1, in case batches of PRODUCT under the Pfizer registration (PFIZER
package information) are delivered to CONTRACTING PARTY/IMPORTER, CONTRACTING
PARTY/IMPORTER agrees to forward any adverse event or other safety information received for the
PRODUCT to the CONTRACTOR/EXPORTER. All information received and available at the initial contact
with the CONTRACTING PARTY/IMPORTER should be forwarded in a source document to Pfizer at the
email BRA.AEReporting@pfizer.com within two (2) business day after the awareness. Pfizer shall be
responsible for processing these adverse events or other safety information in accordance with its internal
procedures.

CLAUSE TWENTY ONE - JURISDICTION (article 92, paragraph 1)

21.1. The PARTIES hereby elect the Federal Courts of Judicial Section of Rio de Janeiro to settle disputes
arising from the execution of this Agreement that cannot be settled by means of conciliation, pursuant to the
provisions set forth in article 92, paragraph 1. of Law No. 14,133/21.

21.2. IN WITNESS WHEREOF, the PARTIES enter into this instrument, for all legal purposes, provided that
their representatives are duly authorized to enter into this Agreement at the location and on the dates listed
below:

Rio de Janeiro, november 13, 2024.

JORGE SOUZA MENDONCA
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DIRETOR
INSTITUTO DE TECNOLOGIA EM FARMACOS

ANTONIO CARLOS CRESPIM JUNIOR
LEGAL REPRESENTATIVE
PFIZER EXPORT BV

ANEXO |
EXHIBIT A
Pfizer’s International Anti-Bribery and Anti-Corruption Business Principles

Pfizer has a long-standing policy forbidding bribery and corruption in the conduct of our business in the United States
or abroad. Pfizer is committed to performing business with integrity, and acting ethically and legally in accordance
with all applicable laws and regulations. We expect the same commitment from the consultants, agents,
representatives or other companies and individuals acting on our behalf (“Business Associates”), as well as those
acting on behalf of Business Associates (e.g., subcontractors), in connection with work for Pfizer.

Bribery of Government Officials

Most countries have laws that forbid making, offering or promising any payment or anything of value (directly or
indirectly) to a Government Official when the payment is intended to influence an official act or decision to award or
retain business.

“Government Official” shall be broadly interpreted and means:

(i) any elected or appointed Government official (e.g., a legislator or a member of a Government ministry);

(ii) any employee or individual acting for or on behalf of a Government Official, agency, or enterprise performing a
governmental function, or owned or controlled by, a Government (e.g., a healthcare professional employed by a
Government hospital or researcher employed by a Government university);

(iii) any political party officer, candidate for public office, officer, or employee or individual acting for or on behalf of a
political party or candidate for public office;

(iv) any employee or individual acting for or on behalf of a public international organization;

(v) any member of a royal family or member of the military; and

(vi) any individual otherwise categorized as a Government Official under law.

“Government” means all levels and subdivisions of governments (i.e., local, regional, or national and administrative,
legislative, or executive).

Because this definition of “Government Official” is so broad, it is likely that Business Associates will interact with a
Government Official in the ordinary course of their business on behalf of Pfizer. For example, doctors employed by
Government-owned hospitals would be considered “Government Officials.”

The U.S. Foreign Corrupt Practices Act (the “FCPA”) prohibits making, promising, or authorizing a payment or
providing anything of value to a non-U.S. Government Official to improperly or corruptly influence that official to
perform any governmental act or make a decision to assist a company in obtaining or retaining business, or to
otherwise gain an improper advantage. The FCPA also prohibits a company or person from using another company or
individual to engage in any such activities. As a U.S. company, Pfizer must comply with the FCPA and could be held
liable as a result of acts committed anywhere in the world by a Business Associate.

Anti-Bribery and Anti-Corruption Principles Governing Interactions with Governments and Government Officials

Business Associates must communicate and abide by the following principles with regard to their interactions with
Governments and Government Officials:

- Business Associates, and those acting on their behalf in connection with work for Pfizer, may not directly or indirectly



make, promise, or authorize the making of a corrupt payment or provide anything of value to any Government Official
to induce that Government Official to perform any governmental act or make a decision to help Pfizer obtain or retain
business. Business Associates, and those acting on their behalf in connection with work for Pfizer, may never make a
payment or offer any item or benefit to a Government Official, regardless of value, as an improper incentive for such
Government Official to approve, reimburse, prescribe, or purchase a Pfizer product, to influence the outcome of a
clinical trial, or to otherwise benefit Pfizer’s business activities improperly.

- In conducting their Pfizer-related activities, Business Associates, and those acting on their behalf in connection with
work for Pfizer, must understand and comply with any local laws, regulations, or operating procedures (including
requirements of Government entities such as Government-owned hospitals or research institutions) that impose
limits, restrictions, or disclosure obligations on compensation, financial support, donations, or gifts that may be
provided to Government Officials. If a Business Associate is uncertain as to the meaning or applicability of any
identified limits, restrictions, or disclosure requirements with respect to interactions with Government Officials, that
Business Associate should consult with his or her primary Pfizer contact before engaging in such interactions.
Business Associates, and those acting on their behalf in connection with work for Pfizer, are not permitted to offer
facilitation payments. A “facilitation payment” is a nominal payment to a Government Official for the purpose of
securing or expediting the performance of a routine, non-discretionary governmental action. Examples of facilitation
payments include payments to expedite the processing of licenses, permits or visas for which all paperwork is in
order. In the event that a Business Associate, or someone acting on their behalf in connection with work for Pfizer,
receives or becomes aware of a request or demand for a facilitation payment or bribe in connection with work for
Pfizer, the Business Associate shall report such request or demand promptly to his or her primary Pfizer contact
before taking any further action.

Commercial Bribery

Bribery and corruption can also occur in non-Government, business to business relationships. Most countries have
laws which prohibit offering, promising, giving, requesting, receiving, accepting, or agreeing to accept money or
anything of value in exchange for an improper business advantage. Examples of prohibited conduct could include, but
are not limited to, providing expensive gifts, lavish hospitality, kickbacks, or investment opportunities in order to
improperly induce the purchase of goods or services. Pfizer colleagues are not permitted to offer, give, solicit or
accept bribes, and we expect our Business Associates, and those acting on their behalf in connection with work for
Pfizer, to abide by the same principles.

Anti-Bribery and Anti-Corruption Principles Governing Interactions with Private Parties and Pfizer Colleagues

- Business Associates must communicate and abide by the following principles with regard to their interactions with
private parties and Pfizer colleagues:

- Business Associates, and those acting on their behalf in connection with work for Pfizer, may not directly or indirectly
make, promise, or authorize a corrupt payment or provide anything of value to any person to influence that person to
provide an unlawful business advantage for Pfizer.

- Business Associates, and those acting on their behalf in connection with work for Pfizer, may not directly or
indirectly, solicit, agree to accept, or receive a payment or anything of value as an improper incentive in connection
with their business activities performed for Pfizer.

- Pfizer colleagues are not permitted to receive gifts, services, perks, entertainment, or other items of more than
token or nominal monetary value from Business Associates, and those acting on their behalf in connection with work
for Pfizer. Moreover, gifts of nominal value are only permitted if they are received on an infrequent basis and only at
appropriate gift-giving occasions.

Reporting Suspected or Actual Violations

Business Associates, and those acting on their behalf in connection with work for Pfizer, are expected to raise
concerns related to potential violations of these International Anti-Bribery and Anti-Corruption Principles or the law.
Such reports can be made to a Business Associate’s primary point of contact at Pfizer, or if a Business Associate
prefers, to Pfizer’'s Compliance Group by e-mail at corporate.compliance@ pfizer.com or by phone at 1-212-733-3026.

ANEXO A
Principios Internacionais Antissuborno e Anticorrupgao da Pfizer

A Pfizer possui uma politica de longa data de proibi¢ao de suborno e corrupg¢ao na conduta de seus negdcios nos
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Estados Unidos e no exterior. A Pfizer tem o compromisso de fazer negdcios com integridade e de atuar de maneira
ética e legal, de acordo com todas as leis e normas aplicaveis. A Pfizer espera o mesmo comprometimento dos
consultores, agentes, representantes ou outras empresas e individuos que atuam em seu nome (“Contratados”),
como também daqueles que atuam em nome dos Contratados - como subcontratados, por exemplo (“Parceiros de
Negdcio”), no que diz respeito ao trabalho para a Pfizer.

Suborno De Autoridades Governamentais

A maioria dos paises possui leis que proibem efetuar, oferecer ou prometer pagamentos ou algo de valor (direta ou
indiretamente) a uma Autoridade Governamental, quando esse pagamento visa influenciar um ato ou decisdo oficial
de fazer ou manter negdcios.

“Autoridade Governamental” deve ser interpretada de forma ampla e significa:

qualquer Autoridade Governamental eleita ou nomeada (por exemplo, um legislador ou membro de um ministério de
Governo);

(i) qualquer empregado ou individuo que atue para ou em nome de uma Autoridade Governamental, agéncia ou
empresa que exerca uma fun¢do Governamental ou seja de propriedade ou controlada por um Governo (por
exemplo, um profissional de saude empregado de um hospital do Governo ou pesquisador empregado de uma
universidade do Governo);

(i) qualquer agente de partido politico, candidato ao servigo publico, oficial ou empregado ou individuo atuando em
nome ou favor de um partido politico ou candidato a cargo publico;

(iii) qualquer empregado ou individuo que atue em nome ou favor de uma organizacdo publica internacional;

(iv) qualquer membro de uma familia real ou membro de uma entidade militar;

(v) qualquer individuo categorizado de outra forma como uma Autoridade Governamental nos termos da lei.

A expressdo “Governamental” significa todos os niveis e subdivisdes de Governos (ou seja, local, regional ou nacional
e administrativo, legislativo ou executivo).

Uma vez que essa definicdo de “Autoridade Governamental” é tdo ampla, é provavel que os Parceiros de Negdcios
interajam com uma Autoridade Governamental no curso normal de seus negdcios em nome da Pfizer, uma vez que,
por exemplo, os médicos empregados de hospitais do Governo sdo considerados “Autoridades Governamentais”.

A Lei dos Estados Unidos de Praticas Corruptas no Exterior (“FCPA”) proibe o pagamento, a promessa ou a autorizagdo
de pagamento ou o fornecimento de qualquer coisa de valor a uma Autoridade Governamental de fora dos EUA para
influenciar de forma inadequada ou corrupta esse agente a executar um ato de Governo ou tomar uma decisdo a fim
de ajudar uma empresa a obter, manter negdcios ou obter vantagem inadequada. A FCPA também proibe uma
empresa ou pessoa de utilizar outra empresa ou individuo em tais atividades. Como uma empresa dos EUA, a Pfizer
deve estar em conformidade com a FCPA e poderia ser responsabilizada como resultado de atos cometidos em
qualquer lugar do mundo por um Parceiro de Negocio.

Principios Antissuborno E Anticorrupcdo Que Governam As Interacdes Com Governos E Autoridades Governamentais

Os Parceiros de Negdcio devem comunicar e respeitar os seguintes principios com relagdo as suas interacées com
Governos e Autoridades Governamentais:

- Os Parceiros de Negdcio nao podem fazer, prometer ou autorizar um pagamento corrupto direta ou indiretamente
ou fornecer qualquer coisa de valor a uma Autoridade Governamental para induzi-la a executar um ato de Governo ou
tomar uma decisdao para ajudar a Pfizer a obter ou manter negdcios. Os Parceiros de Negdcio nunca podem fazer um
pagamento ou oferecer um item ou beneficio a uma Autoridade Governamental, independente do valor, como um
incentivo inadequado para essa Autoridade aprovar, reembolsar, prescrever ou adquirir um produto da Pfizer,
influenciar o resultado de um ensaio clinico ou beneficiar inadequadamente de outra forma as atividades comerciais
da Pfizer.

- Ao conduzir atividades relacionadas com a Pfizer, os Parceiros de Negdcio devem entender e agir em conformidade
com as leis locais, normas ou procedimentos operacionais (incluindo os requisitos de 6rgados de Governo, tais como
hospitais de propriedade do Governo ou instituicdes de pesquisa) que impdem limites, restricdes ou obrigacdes de
divulgacdao de compensagdes, suporte financeiro, doa¢des ou presentes que podem ser fornecidos a Autoridades
Governamentais. Se um Parceiro de Negécio estiver inseguro quanto ao significado ou a aplicabilidade de limites ndao
identificados, restrigdes ou requisitos de divulgacdao com respeito as interagdes com Autoridades Governamentais,
esse Parceiro de Negdcio deve consultar seu contato principal na Pfizer antes de se envolver nessas interagoes.

- Os Parceiros de Negdcio ndo tém permissao para oferecer pagamentos de facilitagdo. Um “pagamento de facilitagao”



consiste em um pagamento nominal a uma Autoridade Governamental com a finalidade de proteger ou acelerar o
desempenho de uma ag¢do governamental de rotina, ndo discriciondria. Os exemplos de pagamentos de facilitacao
incluem pagamentos para acelerar o processamento de licencgas, permissées ou vistos para o qual toda a
documentacdo esteja em ordem. Caso um Parceiro de Negdcio receba ou tenha conhecimento de uma solicitagdo ou
demanda de pagamento de facilitacdo ou suborno, o Parceiro de Negdcio devera relatar esse fato imediatamente ao
seu contato principal da Pfizer antes de agir.

Suborno Comercial

Suborno e corrupgdao também podem ocorrer nas relagdes empresariais ndo Governamentais. A maioria dos paises
possui leis que proibem oferecer, prometer, dar, solicitar, receber, aceitar ou concordar em aceitar dinheiro ou algo
de valor em troca de uma vantagem comercial inadequada. Os exemplos de conduta proibida podem incluir, mas ndo
se limitam a, fornecer presentes caros, hospitalidade de luxo, propinas ou oportunidades de investimento para induzir
inadequadamente a aquisicdo de bens ou servigos. Os funcionarios da Pfizer ndo tém permissdao para oferecer, dar,
solicitar ou aceitar subornos e espera que seus Parceiros de Negdcio respeitem os mesmos principios.

Pfizer

- Os Parceiros de Negdcio devem comunicar e respeitar os seguintes principios com relagdo as suas interagdes com
entidades privadas e funcionarios da Pfizer:

- Os Parceiros de Negdcio ndo podem fazer, prometer ou autorizar um pagamento corrupto direta ou indiretamente
ou fornecer qualquer coisa de valor a uma pessoa para influencia-la a oferecer uma vantagem comercial inadequada
para a Pfizer.

- Os Parceiros de Negdcio ndo podem solicitar, concordar em aceitar ou receber um pagamento direta ou
indiretamente ou qualquer coisa de valor como incentivo inadequado em suas atividades comerciais realizadas para a
Pfizer.

- Os funcionarios da Pfizer ndo tém permissdo para receber presentes, servicos, privilégios, entretenimento ou outros
itens que tenham mais do que um valor simbdlico ou um valor monetario nominal dos Parceiros de Negdcio. Além
disso, os presentes de valor nominal sé serdo permitidos se forem recebidos esporadicamente e em ocasides
apropriadas para a distribuicao de presentes.

Denuncias De Suspeitas De Violacdo Ou De ViolacSes Reais

Os Parceiros de Negdcio devem relatar questdes associadas a violagdes em potencial dos Principios Internacionais
Antissuborno e Anticorrupcdo ou da legislacdo. Essas dentncias podem ser feitas a um ponto de contato principal do
Parceiro de Negdcio na Pfizer ou, caso o Parceiro de Negdcio prefira, elas podem ser feitas diretamente ao Grupo de
Compliance da Pfizer pelo e-mail corporate.compliance@ pfizer.com ou pelo telefone 1-212-733-3026.

EXHIBIT B

Standard Anti-Corruption Contract Provisions

1. FIOCRUZ and PFIZER represent and warrant that they will comply with the provisions of this
Agreement, including without limitation the provisions of clause 28 this Agreement, and that: Are
licensed, registered or qualified under the legislation, in particular Law No. 12,846/2013 and its local
regulations, policies and administrative requirements to enter into this Agreement;

ANEXO B
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Disposi¢6es Contratuais Anti-Corrupg¢ao Padrao

1. AFIOCRUZ e a PFIZER declaram e garantem que cumprirdo as disposicées deste Acordo, incluindo, sem
limitacdo, as disposicées da Clausula Vigésima Oitava deste Acordo, e que: estdo licenciadas, registradas
ou qualificadas ao abrigo da legislacdo, em especial a Lei n? 12.846/2013 e seus regulamentos, politicas e

requisitos administrativos locais para celebrar o presente ACORDO;



UASG 254446 Terma de Referéncia 3572024

Termo de Referéncia 357/2024

Informacoes Basicas

Nimers do .

artelata UASG Editado por Aualizado em
572024 254446-INSTITUTO DE TECNOLOGIA EM VANESSA LORDELLO 07112024 17:07 (v
) FARMACOS TRINDADE 1]

Sramus

ASSINADO

Outras informacies

Categoria MNimero da Contratagha Proceso Adminisirative
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1. Condigies Gerais da Contratacio

1. Condigoes Gerais da Contratacao

1.1. Aguisigio do medicamento tofacitinibe Smg nos termos da tabela abaixo, conforme
condigdes e exigéneias estabelecidas neste instrumento.

Unidade |Valor Valor Total
Itemn CATMAT |Especificagao Quantidade |de Unitario lrs

Medida ([R$
1 434872 Tofacitinibe Smg 2 466.000 UF 14,82 36.546.120,00
2 434872 Tofacitinibe Smg 9.659.880 UF 14,82 143.150.421 60

1.2. O objeto desta contratacdo ndo se enguadra como sendo de bem de |luxo, conforme
Decreto n® 10818, de 27 de setembro de 2021.

1.3. O prazo de vigéncia da contratacio & de 480 (quatrocentos e oitenta) dias corridos dofa)
da data de assinatura do Termo de Contrato (ou instrumento substituto) pela Contratante = ato
continuo & assinatura da Contratada = em virtude da adogao do Sistema Eletrdnico de
Informagdes (SENFIOCRUZ), ou, de forma alternativa, da data de aceite da Mota de Empenho
pela Contratada, imprommogavel, na forma do art. 75, Vil da Lei n® 14.133/2021.

1.4. O contrato ou outro instrumento habil que o substitua oferece maior detalhamento das
regras que serdo aplicadas em relagdo & vigéncia da contratagao.

2. Fundamentacio e Descricido da Necessidade

2. Fundamentagdo e Descrigdo da Necessidade

1 de 26
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2.1. A Fundamentagio da Contratagdo e de seus guantitativos encontra-se pormenorizada em
Topico especifico dos Estudos Técnicos Preliminares.

2.2, Justificativa da Necessidade

Farmanguinhos/Fiocruz/MS, érgio especifico singular vinculado & Fundagao Instituto
Oswaldo Cruz/Ministério da Salde (MS), por ser uma unidade de produgio pdblica de
medicamentos, responde pela produgio de medicamentos para atender a populagao brasileira.

Mo caso em tela, o objetivo & a aquisigio do medicamento Tofacitinibe Smg, que faz parte do
Componente Especializado da Assisténcia Farmacéutica, gue se encontra atualmente
centralizado, cuja demanda de 12.125.665 UF's, da ATA de Registro de Pregos N 113/2024,
decorrente do, PREGAO ELETRONICO N® 90089/2024 SISTEMA DE REGISTRO DE
PRECOS, Processo Administrative n® 25000.090003/2024-33, para atender a demanda do
SUS para 2024/2025, o guantitative solicitado foi ajustado para o fator embalagem de caixa
com 60cp, resultando na quantidade a ser adquirida de 12.125.880 UF's.

Além da guantidade de 12.125.880 UF s, a Pfizer serd responsavel por fornecer sem custos
para a FIOCRUZ, guantidade adicicnal do produto, para fins exclusivos de retencio de
amosiras e guantitativo necessario para os testes de gualidade. Sera fornecida pela Plizer a
quantidade de 7 caixas por lote (1 para retengio em Farmanguinhos e 8 para serem enviadas
para ltapevi para fins de andlise de liberagio). Considerando a quantidade a ser adquirida,
estimada em 5 lotes, o quantitative de 2.100 UF s serd enviado sem custo.

Esta aquisi¢do trata-se do Acordo de Cooperagdo técnico Alianga entre Farmanguinhos e
Pfizer Brasil LTDA, sendo essa ou suas afiliadas responsavel pela producdo - conforme etapas
definidas em contrato - para entrega da demanda a Farmanguinhos/Fiocruz/MS com vistas a
distribuicio para o MS.

2.3. O Objeto da contratacio esta previsto no Plano de Contratagdes Anual 2024, conforme
detalhamento a seguir:

1. ID PCA no PNCP: 33781055000135-0-000006/2024
2. Data de publicagdo no PNCP: 20/05/2023

3. |d do item no PCA: 2181

4. Classe/Grupo: DROGAS E MEDICAMENTOS - 6505

5. |dentificador de futura contratacdo: 254446-90996/2023

3. Descri¢ao da Solucio
3. Descrigdo da Solugédo
3.1. A descrigdo da solugdo como um todo encontra-se transcrito abaixo:

3.1.1 O medicamento a ser adquirido, & utilizado como Imunossupressor, em atendimento do
programa do Ministério da Salde, a fim de supnr a populagdo que & abastecida pelo Sistema
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dnico de Sadde (SUS). Dessa maneira, evitaremos o risco de desabastecimento do
medicamento e prejuizos a salde publica.

4. Requisitos da Contratacao
4. Requisitos da Contratagao
Sustentabilidade:

4.1. Além dos critérios de sustentabilidade eventualmente insaridos na descrigio do objeto,
devem ser atendidos os seguintes requisitos, gue se baseiam no Guia Nacional de
Contratagies Sustentaveis:

4.1.1. Com o objetivo de atender a necessidade de compras sustentaveis, nos moldes das
Instrugtes Mormativas SEGES N 58 & B1, ambas de 2022, este requisitante adotara os
critérios de sustentabilidade ambiental definidos pela Divisdo de Meio Ambiente, do Centro de
Seguranga do Trabalho e Gestio Ambiental de Farmanguinhos para a categoria de materiais
respectiva

4.1.2. Os critérios de sustentabilidade eventualmeante inseridos na descrigio do objeto, devem
ser atendidos os seguintes reguisitos, gue se baseiam no Guia Nacional de Contratagtes
Sustentaveis:

4.12.1. O Plano de Gestio e Logistica Sustentavel da FIOCRUZ, fora consultado Indicagio de
marcas ou modelos (Art. 41, inciso |, da Lei n® 14.133, de 2021):

4122 Ma presente contratago somente sera(do) admitida(s) marca(s), caracteristica(s) e
modelo(s), de acordo com as justificativas e itens relacionados em Estudos Técnicos
Preliminares e relacionados neste documeanto.

Indicagdo de marcas ou modelos:

4.2. Na presente contratagdo & admitida a indicacao da(s) seguinte(s) marca(s), caracteristica
{s) ou modelo(s), de acordo com as justificativas anexadas nos Estudos Técnicos Preliminares:

4.21. Iltens 1 Tofacitinibe 5mg, informamos que o medicamento deve ser adquirido do
exportador Pfizer Export B. V. Rivium Westlaan142, 2909 LD, Capelle Aan Den Ljssel.

Cumpre esclarecer gue a supracitada demanda relaciona-se diretamente com o Acordo de
Cooperacdo técnica entre Farmanguinhos e Pfizer Brasil LTDA., para desenvolvimento,
transferéncia de tecnologia e fomecimento do medicamento tofacitinibe Smg.

Além disto, urge salientar gque atualmente, somente a Freiburg - Pfizer Manufacturing
Deutschland GmbH Betriebsstatte Freiburg - Mooswaldallee 179090 Freiburg = Germany,
consta como local de fabrico deste medicamento com o registro sanitario Farmanguinhos,
conforme

https:ficonsultas_anvisa gov.bri#/medicamentos/25351441697202311/7
substancia=25573&monodroga=5S

Ante o exposto, se faz necessaria a aguisicio do medicamento Tofacitinibe Smg, cujo registro
& de Farmanguinhos, tendo, contudo, sua fabricagdo realizada, nesta oportunidade, pela
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Freiburg - Pfizer Manufacturing Deutschland GmbH Betriebsstatte Fraiburg - Mooswaldallee
179090 Freiburg — Germany , vez que a transferéncia tecnologia, para que Farmanguinhos
possua o dominio do conhecimento técnico do processo produtivo, se encontra em andamento.

Assim sendo, entendemos gue esta caracterizada a situacio de inexigibilidade definida no art.
T4, inciso |, da Lei n® 14.133/2021.

4 3. Legislagdo Especial - Quanto & submissao da contratacdo almejada a legislagbes
especiais, informamos que as mesmas ja foram inserias no subitem 8.41 deste Termo de
Referéncia, conforme memorande 100/2018 - VDGI FAR.

Subcontratagao
4.4 MN&o & admitida a subcontratacio do objeto contratual.
Da Garantia da Contratagdo

4.5. N3o havera exigéncia da garantia da contratac3o dos artigos 96 e seguintes da Lei n®
14.133, de 2021, pelas razdes constantes do Estudo Técnico Preliminar. O objeto desta
contratagdo, ndo enseja a exigéncia da garantia da execucdo, até mesmo em razdo da
natureza do objeto.

Da Indicacao de Legislagao Especial, empresas reunidas em Consdrcio e margem de
preferéncia:

4.6.1.A contratagio almejada ndo & de alta complexidade técnica efou grande vulto, ndo se
mostrando, pela experiéncia pratica, vantajosa a participagdo de empresas reunidas em
consancio.

4.6.2. Margem de Preferéncia: Consultamos o link https:/fwww.gov.bricompras/pt-br/acesso-a-
informacaoflegislacao /legislacac-por-tema-1 e no identificamos a existéncia de legislacio
aplicavel relativa & margem de preferéncia para o senvigo agui solicitado.

Representacao legal

4.7 Sendo a aquisicdo realizada através de importagio direta, a Contratada declara que possui
representante legal , legalmente constituido no Pais, com poderes para (1) representar a
Outorgante em licitagtes e Processos de Compras, em quaisquer modalidades, para a
afuisicio com importacao direta de produtos, inclusive com poderes para assinar, em nome da
Outorgante, o contrato administrative formalizando a referida aquisic&o, atuando a Outorgada
como representante legal da Cutorgante no Brasil; (2) receber citagbes e intimagoes e
representar a Outorgante em procedimentos administrativos judiciais; (3) em geral, para
representar os interesses da Outorgante, praticando todos os atos julgados apropriados para
os fins agui incluidos, a seu critério.

4.7.1.0 representante legal ndo tem direito de conduzir a importagio em nome da
Administragio efou pleitear pagamentos de quaisquer espécies a esta Administrago, ndo
sendo, ainda, considerado subcontratado para nenhum fim.

5. Modelo de Execuciao do Objeto
5. Modelo de Execucdo do Objeto

CondigGes de Entrega
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5.1. O prazo de enfrega dos bens & de 240 (duzentos e quarenta) dias, contados da data de
inicio do prazo de vigéncia da contratagio, de forma parcelada, conforme cronograma de
entrega.

Cronograma de entrega dos itens
ltemn 1:

19 Parcela: 2 466000 comprimidos até 60 dias apds a contratagio, mais 840 UF's FOC -
totalizando 2 466.840 UF's

Itermn 2:

12 Parcela: 3.596.940 comprimidos até 150 dias apds a contratagdo, mais 420 UF's FOC -
totalizando 3.597.360 UF's

2% Parcela: 3.031.500 comprimidos até 210 dias apds a contratagdo, mais 420 UF's FOC -
totalizando 3.031.920 UF's

3 Parcela: 3.031.440 comprimidos até 240 dias apds a contratagdo, mais 420 UF's FOC =
totalizando 3.031.60 UF's

5.2. A Mota Fiscal eletrdnica (MF-e) apresentada pela empresa no momento da entrega do
produto deve vir acompanhada da cdpia do pedido e da copia da Mota de Empenho referente
do formecimento executado, ou deve mencionar o nimero do processo.

5.3. Caso n3o seja possivel a entrega na data assinalada, a empresa devera comunicar as
razdes respectivas com pelo menos 20 (vinte) dias Oteis de anteced&ncia para que gualguer
pleito de prorrogacdc de prazo seja analisado, ressalvadas situagBes de caso fortuito e forga
maior.

5.4. Os bens deverdo ser entregues no seguinte enderego: AV, COMANDANTE GUARANYS,
447 - JACAREPAGUA /CURICICA - RIO DE JANEIRO - RJ - CEP: 22775-903 - Horario: 08:
00 horas as 12:00 e 13:00 as 15:00 hs. Devera ser agendado através do e-mail logistica.
far@fiocruz. br — Divisdo de Logistica. Servidor responsavel pelo recebimento: Cristina
Conceicio Rocha Guedes, Mat. SIAPE:163212-2.

5.5. O embargue dos matenais ocorrera de acordo com ofs) INCOTERM(S)2020 -adotado(s)
na contratacdo, cabendo ao Setor de Compras Internacionais avaliar e autorizar a continuidade
do embargue & entrega do material.

5.6. A empresa estrangeira sem domicilio no pais, devera indicar a empresa local que prestara
a assisténcia técnica no Brasil durante o periodo de garantia concedida pelo fabricante.

5.7. No caso da empresa estrangeria nSo domiciliada no pais ndo possuir empresa local para
conduzir o pds-venda, considerando a urgéncia de obtengdo do produto, os prazos e custos de
exportacdo com o produto defeituoso, tempo de andlise e novo envio de produto apto ao uso;

5.8. A empresa serd integralmente responsavel por todos os custos referente a destruicio do
produto defeituoso (ndo conforme) como pelo envio do produto apto ao uso.

Garantia, manutengio e assisténcia técnica

5.9. O prazo de garantia € aguele estabelecido na Lei n® 8.078, de 11 de setembro de 1990
(Codigo de Defesa do Consumidor
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6. Modelo de Gestao do Contrato
6. Modelo de Gestdo do Contrato

6.1. O contrato devera ser executado fielmente pelas partes, de acordo com as clausulas
avengadas e as nomas da Lei n® 14.133, de 2021, e cada parte respondera pelas
consequéncias de sua inexecugio total ou parcial.

6.2. Em caso de impedimento, ordem de paralisagdo ou suspansao do contrato, o cronograma
de execugio sera prorrogado automaticamente pelo tempo correspondente, anctadas tais
circunstancias mediante simples apostila (Lei n® 14.133/2021, art. 115, §5%).

6.3. As comunicagdes entre o 6rgdo ou entidade e a contratada devem ser realizadas por
escritc sempre gue o ato exigir tal formalidade, admitindo-se o uso de mensagem eletrdnica
para esse fim.

6.4. O drgdo ou entidade podera convocar representante da empresa para adogio de
providéncias que devam ser cumprdas de imediato.

6.5. Apods a assinatura do contrato ou instrumento equivalente, o érgdo ou entidade podera
convocar o representante da empresa confratada para reunifo inicial para apresentacio do
plano de fiscalizagdo, gque contera informagbes acerca das obrigagbes contratuais, dos
mecanismos de fiscalizagdo, das estratégias para execugdo do objeto, do plano complementar
de execugdo da contratada, quando houver, do método de afericio dos resultados e das
sangdes aplicaveis, dentre outros.

6.6. Para fins de assinatura do contrato os documentos de habilitagio apresentados pela
empresa estrangeira domiciliada no exterior deverao ser traduzidos por tradutor juramentado
no Pais e apostilados nos termos do disposto no Decreto n® 8.660, de 29 de janeiro de 2016,
ou de oulro que venha a substitui-lo, ou consularizados pelos respectivos consulados ou
embaixadas.

6.6.1. Todo decumento estrangeiro fisico ou eletrénico sera aceito no Brasil desde que
contenha:

6.6.1.1. A Apostila da Haia ou

6.6.1.2. A etiqueta de legalizagGo consular brasileira em paises ndo participantes da
Convengio da Haia, conforme disposto nos art. 2° e 3° da Convengio sobre a Eliminagdo da
Exigéncia de Legalizacdo de Documentos Pdblicos Estrangeiros; ou

6.6.1.3. A tradugso, por tradutor plblico, registrado em Juntas Comerciais dos Estados
Brasileiros, nos termos do Capitulo VIl da Lei n® 14.195, de 26 de agosto de 2021. A tradugso
realizada por um tradutor brasileiro segue as normas estabelecidas na legislago brasileira e
possui fé plblica, conforme art. 27, §1° da Lei n® 14.195, de 26 de agosto de 2021.

Fiscalizacao

6.7. A execucdo do contrato devera ser acompanhada e fiscalizada pelo(s) fiscal(is) do
contrato, ou pelos respectivos substitutos (Lei n® 14.133, de 2021, art. 117, caput).

Fiscalizagdo Técnica
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6.8. O fiscal técnico do contrato acompanhara a execugdo do contrato, para gque sejam
cumpridas todas as condigdes estabelecidas no contrato, de modo a assegurar os melhores
resultados para a Administragio. (Decreto n® 11.246, de 2022, art. 22, V);

6.8.1. O fiscal técnico do contrato anctara no historico de gerenciamento do contrato todas as

ocorréncias relacionadas & execucdo do confrato, com a descrigdo do que for necessario para
a regulanizago das faltas ou dos defeitos observados. (Lei n® 14.133, de 2021, art. 117, §1%. &
Decreto n® 11.246, de 2022_ art. 22, 11);

6.8.2. |dentificada qualquer inexatiddo ou iregularidade, o fiscal técnico do contrato emitira
notificagbes para a corregdo da execugdo do contrato, determinando prazo para a comecio.
{Decreto n® 11.246, de 2022, art. 22, |Il);

6.8.3. O fiscal técnico do contrato informara ao gestor do contato, em tempo habil, a situacio
gue demandar decisdo ou adogio de medidas gue ultrapassem sua competéncia, para gue
adote as medidas necessanas e saneadoras, se for o caso. (Decreto n® 11.246, de 2022, art.
22, Iv).

6.8.4. Mo caso de ocorréncias que possam inviabilizar a execugio do contrato nas datas
aprazadas, o fiscal t&cnico do contrato comunicara o fato imediatamente ao gestor do contrato.
{Decreto n® 11.246, de 2022, art. 22, V).

6.8.5. O fiscal técnico do contrato comunicara ao gestor do confrato, em tempo habil, o término
do contrato sob sua responsabilidade, com vistas a renovagio tempestiva ou a promogagao
contratual (Decreto n® 11.246, de 2022, art. 22, VII).

Fiscalizacdo Administrativa

6.9. O fiscal administrativo do contrato verificara a manutengio das condigbes de habilitagdo da
contratada, acompanhara o empenho, o pagamento, as garantias, as glosas e a formalizaco
de apostilamento e termos aditivos, solicitando quaisquer documentos comprobatdrios
pertinentes, caso necessano (Art. 23, | e |l, do Decreto n® 11.246, de 2022).

6.9.1. Caso ocorra descumprimento das obrigacdes contratuais, o fiscal administrative do
contrato atuara tempestivamente na solugdo do problema, reportando ao gestor do contrato
para gue tome as providéncias cabiveis, qguando ultrapassar a sua competéncia; (Decreto n®
11.246, de 2022, art. 23, IV).

Gestor do Contrato

6.10. O gestor do contrato coordenara a atualizagdo do processo de acompanhamento e
fiscalizagdo do contrato contendo todos os registros formais da execucdo no historico de
gerenciamento do contrato, a exemplo da ordem de servigo, do registro de ocorméncias, das
alteragbes e das prommogacgSes contratuais, elaborando relatdrio com vistas a verificagio da
necessidade de adequacdes do contrato para fins de atendimento da finalidade da
administragio. (Decreto n® 11.246, de 2022, art. 21, IV).

6.11. O gestor do contrato acompanhara os registros realizados pelos fiscais do contrato, de
todas as ocorréncias relacionadas a execucSo do contrato & as medidas adotadas, informando,
se for o caso, 4 autoridade superior aguelas que ultrapassarem a sua competéncia. (Decreto n®
11.246, de 2022, art. 21, 1l).

6.12. O gestor do contrato acompanhara a manutengio das condigbes de habilitagio da
contratada, para fins de empenho de despesa e pagamento, e anotara os problemas que
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obstem o fluxo normal da liquidac&o e do pagamento da despesa no relatdrio de riscos
eventuais. (Decreto n® 11.246, de 2022, art. 21, lll).

6.13. O gestor do contrato emitird documento comprobatdrio da avaliagio realizada pelos
fiscais técnico, administrativo e setorial guanto ac cumprimento de cbrigagGes assumidas pelo
contratado, com mengio ao seu desempenho na execucdo contratual, baseado nos
indicadores objetivamente definidos e aferidos, e a eventuais penalidades aplicadas, devendo
constar do cadastro de atesto de cumprimento de obrigactes. (Decreto n® 11.246, de 2022, art.
21, VI,

6.14. O gestor do conftrato tormara providéncias para a formalizagdo de processo administrativo
de responsabilizagio para fins de aplicago de sangbes, a ser conduzido pela comissSo de gue
trata o art. 158 da Lei n® 14.133, de 2021, ou pelo agente ou pelo setor com competéncia para
tal, conforme o caso. (Decreto n® 11.246, de 2022, art. 21, X).

6.15. O gestor do contrato devera elaborar relatorio final com informagdes sobre a consecugio
dos ocbjetives que tenham justificado a contratagdo e eventuais condutas a serem adotadas
para o aprimoramento das atividades da Administrag3o. (Decreto n® 11.246, de 2022, art. 21,
Iy,

6.16. O gestor do contrato devera enviar a documentagio pertinente ao setor de contratos para
a formalizagdo dos procedimentos de liquidagio e pagamento, no valor dimensionado pela
fiscalizagdo e gestdo nos termos do contrato.

Departamento de Comércio Exterior

6.17. Competem ac departamento de Comércio Exterior de Farmanguinhos as acgdes
necessarias, nas situagdes que envolvam:

6.18. Andlise de documentos estrangeiros, ainda que acompanhado de suas tradugdes;
6.19. Analise de propostas comerciais referente a importagao direta;

6.20. Acompanhamento e auxilio para gue a Administragdo possa obter o menor prego
considerando as perspectivas e custos gue envolvem a agquisicdo por meio de importagio
direta;

6.21. Analise, aprovagio efou solicitagio de esclarecimentos complementares gue sejam
necessarios dos documentos pertinentes a importago direta, levando em consideragio o
INCOTERMS 2020 e demais requisitos necessarios ao pleno fluxe da contratagdo;

6.22. Acompanhamento de todo o processo logistico internacional, a nacionalizacio e logistica
interna do terminal alfandegado até o destine final, garantindo com que a Administragdo receba
o material no menor & melhor prazo, seguindo o INCOTERMS 2020 & modal contratados;

6.23. Solicitagdo e acompanhamento das agbes pertinentes junto ao drgdo anuente
responsavel pelo deferimento da licenca de importacio no que couber.

§.24. Coordenagio e acompanhamento da retirada do material do recinto alfandegado até a
entrega em seu destino final;

6.25. CoordenacSo e solicitagio do pagamento ao beneficiario estrangeiro seguindo as
normativas do Banco Central do Brasil & normas de contratacSo cambial de moeda estrangeira
junto ac Banco do Brasil.
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7. Critérios de Medicdo e Pagamento
7. Critérios de Medicdo e Pagamento
Recebimento do Objeto

7.1. Os bens serdo recebidos provisoriamente, de forma sumaria, no ato da entrega,
juntamente com a nota fiscal ou instrumento de cobranga equivalente, pelo(a) responsavel pelo
acompanhamento e fiscalizagio do contrato, para efeito de posterior verificagdo de sua
conformidade com as especificages constantes no Termo de Referéncia e na proposta.

7.2. Para os bens importados pela contratante, no ato da entrega do material, sera
recepcionado o jogo de documentos de nacionalizagio do produto com o documento fiscal de
entrada para a circulagio do bem.

7.3. Os bens poderdo ser rejeitados, no todo ou em parte, inclusive antes do recebimento
provisorio, quando em desacordo com as especificagdes constantes no Termo de Referéncia e
na proposta, devendo ser substituidos no prazo de 120 (cento e vinte) dias comides, a contar
da notificacio da confratada, as suas custas, sem prejuizo da aplicagSo das penalidades.

7.4. Para as empresas estrangeiras ndo domiciliadas no Brasil, antes do embargue efou
liberagdo dos bens recebidos por importag@o direta ao agente de cargas na origem, o
exportador devera fornecer todo o conjunto de documentos para que possa ser analisado e
aprovado previamente pelas areas técnicas.

7.5. O conjunto de documentos deve ser enviado para o e-mail da equipe de Comércio Exterior
através do endereco eletronico comex. far@fiocruz.br.

7.6. O exportador devera aguardar posicionamento e aprovagio da documentagio enviada
antes do embargue definitivo do material ao destino a ser designado pelo contratante.

7.7. O recebimento definitivo ocorrera no prazo de 10 (dez) dias (teis, a contar do recebimento
da nota fiscal ou instrumento de cobranga equivalente pela Administragio, apos a verificagio
da qualidade e quantidade do material e consequente aceitacio mediante termo detalhado.

7.8. Para as contratagBes decorrentes de despesas cujos valores no ultrapassem o limite de
gue trata o inciso |l do art. 75 da Lei n® 14.133, de 2021, o prazo maximo para o recebimento
definitivo sera de até 5 (cinco) dias dteis.

7.9. O prazo para recebimento definitivo podera ser excepcionalmente prorrogado, de forma
justificada, por igual periodo, guando houver necessidade de diligéncias para a aferigio do
atendimento das exigéncias contratuais.

7.10. Para as aquisigbes realizadas através de importagio direta, havendo divergéncia do
material fornecido com as especificagbes constantes neste Termo de Referéncia efou na
proposta homologada, a contratada (exportador) devera providenciar novo embarque
internacional no prazo de 120 (cento e vinte) dias, a contar da data de notificagdo, para que
possa entregar novoe material ao contratante, em sua integralidade, correndo as suas custas o
pagamento das despesas internacionais (frete, seguros, transportes, etc) e demais adventos do
embarque, ndo estando sujeito a aplicagio de penalidade.

7.11. Havendo despesas no Brasil para a exportacio do material rejeitado, o representante
legal da empresa estrangeira podera assumir estes custos em nome do exportador estrangeiro.
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7.12. A empresa estrangeira podera solicitar que as despesas decorrentes da rejeigo do
material, sejam debitadas diretamente do eventual pagamento a que faga jus, a fim de guitar
diretamente os custos da exportacio.

7.13. Para informar & empresa estrangeira dos detalhes da rejeicSo do material, a contratante
emitira laudo com justificativa técnica informando sobre os desvios, resultados e motivos da
reprovacao.

7.14. Mo caso de confrovérsia sobre a execucio do objeto, quanto a dimens&o, qualidade e
quantidade, devera ser observado o teor do , comunicando-se 4 empresa para emissao art.
143 da Lei n® 14.133, de 2021 de Mota Fiscal no gue pertine a parcela incontroversa da
execucdo do objeto, para efeito de ligquidacio e pagamento.

7.15. O prazo para a solugio, pelo contratado, de inconsisténcias na execugdo do objeto ou de
saneamento da nota fiscal ou de instrumento de cobranga equivalente, verificadas pela
Administracdo durante a analise prévia a liquidag@o de despesa, ndo sera computado para os
fins do recebimento definitivo.

7.16. O recebimento provisorio ou definitivo ndo excluird a responsabilidade civil pela solidez e
pela seguranga do servigo nem a responsabilidade ético-profissional pela perfeita execugdo do
contrato.

7.17. A CONTRATANTE néo deve vender nenhum produto cufo prazo de validade estefa para
expirar dentro de 06 meses. Para efeifos deste subartigo, a data de validade de um Produto
significa o primeiro dia do més mencionado no componente da embalagem do Produto.”

“F.18. A CONTRATADA/EXPORTADORA ndo terd qualguer responsabilidade ass0ciada &
PRODUTOS que tenham sido efetivamente entregues 8 CONTRATANTEIMPORTADORA nos
termos do presente Confrato e cujo prazo de validade tenha expirado enquanto nas instalagdes
da CONTRATANTE, incluindo, mas sem limitagdio ao reembolso de custo e substituigdo de
produtos

Liguidagao

7.19. Recebida a Nota Fiscal ou documento de cobranga equivalente, correra o prazo de dez
dias Uteis para fins de liquidagdo, na forma desta segéo, promogaveis por igual periodo, nos
termos do art. 7%, §2° da Instrugdo Normativa SEGES/ME n® 77/2022.

7.20. O prazo de gue trata o item anterior sera reduzido & metade, mantendo-se a possibilidade
de prormogagio, no caso de contratagSes decommentes de despesas cujos valores néo
ultrapassem o limite de que trata o inciso |l do art. 75 da Lei n® 14.133, de 2021.

7.21. Para fins de liguidagdo, o setor competente devera verificar se a nota fiscal ou
instrumento de cobranga equivalente apresentado expressa os elementos necessarios e
essenciais do documento, tais como:

a) o prazo de validade;

b} a data da emissao

c) o5 dados do contrato e do drg3o contratante;
d) o periodo respectivo de execugio do contrato;

e) o valor a pagar; e
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f) eventual destague do valor de retengdes tributarias cabiveis

7.22. Havendo erro na apresentacdo da nota fiscal ou instrumento de cobranga equivalente, ou
circunstancia gue impeca a liquidacdo da despesa, esta ficara sobrestada até que o contratado
providencie as medidas saneadoras, reiniciando-se o prazo apos a comprovagio da
regularizagio da situacdo, sem dnus ao contratante;

7.23. A nota fiscal ou instrumento de cobranga equivalente devera ser obrigatoriamente
acompanhado da comprovagio da regularidade fiscal, constatada por meio de consulta on-line
ao SICAF ou, na impossibilidade de acesso ao referido Sistema, mediante consulta aos sitios
eletrdnicos oficials ou & documentagdo mencionada no art. 68 da Lein® 14.133, de 2021.

7.24_ A AdministracBo devera realizar consulta ao SICAF para: a) verificar a manutengio das
condigdes de habilitacio exigidas no edital; b) identificar possivel razdo que impega a
participagdo em licitagio, no dmbito do orgdo ou entidade, que implique proibico de contratar
com o Poder Publico, bem como ocomréncias impeditivas indiretas (INSTRUGAO NORMATIVA
N* 3, DE 26 DE ABRIL DE 2018).

7.25. Sendo a contratada empresa estrangeira ndo domiciliada no pals, os documentos
exigidos para cada um dos niveis cadastrais do SICAF podero ser atendidos mediante
documentos equivalentes no gue couber,

7.26. Constatando-se, junto ao SICAF, a situagdo de irregularidade do contratado, serd
providenciada sua notificagSo, por escrito, para que, no prazo de 5 (cinco) dias uteis, regularize
sua sifuagdo ou, no mesmo prazo, apresente sua defesa. O prazo podera ser promogado uma
vez, por igual periodo, a critério do contratante.

7.27. Mao havendo regularizagio ou sendo a defesa considerada improcedente, o contratante
devera comunicar aos orgdos responsaveis pela fiscalizacio da regularidade fiscal quanto a
inadimpléncia do contratado, bem como quanto & existéncia de pagamento a ser efetuado,
para gue sejam acionados os meios pertinentes e necessarios para garantir o recebimento de
seus créditos.

7.28. Persistindo a irregularidade, o contratante devera adotar as medidas necessarias a
rescisdo contratual nos autos do processo administrative comrespondente, assegurada ao
contratado a ampla defesa.

7.29. Havendo a efetiva execugio do objeto, os pagamentos serdo realizados normalmente,
até que se decida pela rescisdo do contrato, caso o contratado ndo regularize sua situacao
junto ao SICAF.

7.30. Mo caso de empresas estrangeiras nao domiciliadas no pals, seguindo ofs) INCOTERM
(5) previamente aceito(s) pelas partes, sera verficado, no que couber: modal de transporte,
valores logisticos internacionais efou de origem, codigos dos itens a serem embarcados,
detalhes referentes a matenal perigoso, Codige Harmonizado efou codigo MCM (Momenclatura
Comum do Mercosul), podendo haver todo o processo de contratagio por importagdo direta.

Prazo de pagamento

7.31. O pagamento sera efetuado no prazo de até 10 (dez) dias Uteis contados da finalizagdo
da liguidagdo da despesa, nos termos da Instrugdo Normativa SEGES/ME n® 77, de 2022,
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7.31.1 O prazo de que trata o subitem 7.31. podera ser excepcionalmente prorrogado,
justificadamente, por igual periodo, quando houver necessidade de diligéncias para a aferigao
do atendimento das exigéncias contratuais.”

Forma de pagamento

7.33. O pagamento sera realizado por meio de ordem bancaria, para crédito em banco,
agéncia e conta corrente indicados pelo contratado.

7.34. Sera considerada data do pagamento o dia em gue constar como emitida a ordem
bancaria para pagamento

7.35. Quando do pagamento, sera efetuada a retencio tributaria prevista na legislagao
aplicavel, estando certo de que o valor correspondente ao DIFAL - Diferencial de Aliquota do
ICMS e FECP = Fundo Estadual de Combate a Pobreza serd deduzido do valor da Nota Fiscal
apresentada, quando couber

7.36. Independentemente do percentual de tributo inserido na planilha, quando houver, serdo
retidos na fonte, guando da realizacio do pagamento, os percentuais estabelecidos na
legislagdo vigente.

7.37. O contratado regularmente optante pelo Simples Nacional, nos termos da Lei
Complementar n® 123, de 2006, n&o sofrerd a retengdo tributaria quanto acs impostos e
contribuigdes abrangidos por aguele regime. No entanto, o pagamento ficara condicionado a
apresentagdo de comprovagdo, por meio de documento oficial, de gue faz jus ao tratamento
tributario favorecido previsto na referida Lei Complementar.

7.38. O pagamento para as empresas estrangeiras ndo domiciliadas no pais, sera processado
de acordo com as regras vigentes do Banco Central e sera tratada como contratagSo cambial,
tendo em vista envolver crédito remetido ao exterior.

Cessdo de crédito

7.39. E admitida a cessao fiducidria de direitos crediticios com instituigdo financeira, nos termos
e de acordo com os procedimentos previstos na Instrugie Normativa SEGES/ME n® 53, de 8
de Julho de 2020, conforme as regras deste presente topico

7.40. A eficacia da cessdo de crédito, de gualquer natureza, em relagdo & Administragdo, esta
condicionada a celebragio de termo aditivo ao contrato administrativo.

7.41. Sem prejuizo do regular atendimento da obrigagdo contratual de cumprimento de todas
as condigSes de habilitagdo por parte do contratado (cedente), a celebragdo do aditamento de
cessdo de crédito e a realizagdo dos pagamentos respectivos também se condicionam &
regularidade fiscal e trabalhista do cessionario, bem como a certificago de que o cessionario
nao se encontra impedido de licitar & contratar com o Poder Publico, conforme a legislacio em
vigor, ou de receber beneficios ou incentives fiscais ou crediticios, direta ou indiretamente,
conforme o art. 12 da Lei n® 8.429, de 1992, nos termos do Parecer JL-01, de 18 de maio de
2020.

7.42. O crédito a ser pago a cessionaria & exatamente aquele gue seria destinado a cedente
(contratado) pela execugio do objeto contratual, restando absclutamente incélumes todas as
defesas e excegdes ao pagamento e todas as demais clausulas exorbitantes ao direito comum
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aplicaveis no regime juridico de direito pdblico incidente sobre os contratos administrativos,
incluindo a possibilidade de pagamento em conta vinculada ou de pagamento pela efetiva
comprovagao do fato gerador, quando for o caso, e o desconto de multas, glosas e prejuizos
causados & Administragdo. (INSTRUCAOQ NORMATIVA N° 53, DE 8 DE JULHO DE 2020 e
Anexos)

7.43. A cessio de crédito ndo afetara a execugdo do objeto contratado, que continuara sob a
integral responsabilidade do contratado.

8. Forma e Critérios Selecio do Fornecedor
8. Forma e Critérios Selecdo do Fornecedor

8.1. O fomecedor sera selecionado por meio da realizagio de procedimento de
INEXIGIBILIDADE DE LICITACAO, com fundamento na hipdtese do art. 74, inciso |, da Lei n®
14.133/2021.

8.1.1. Previamente & celebracio do confrato, a Administragdo verificara o eventual
descumprimento das condigdes para contratagdo, especialmente quanto a existéncia de
sangdo gue a impega, mediante a consulta a cadastros informativos oficiais, tais como: a)
SICAF; b) Cadastro Nacional de Empresas InidSneas e Suspensas - CEIS, mantido pela
Controladoria-Geral da Unido (www.portaldatransparencia gov.briceis); ¢) Cadastro Nacional
de Empresas Punidas — CNEP, mantido pela Controladoria-Geral da Unido (https:/fiwww.
portaltransparencia.gov.brisancoes/cnep)

Forma de fornecimento

8.2. O formecimento do objeto sera de acordo com o cronograma

Exigéncias de habilitagao

8.3. Para fins de habilitagio, devera o licitante comprovar os seguintes requisitos:

8.4. Previamente a celebragdo do contrato, a Administragio verificara o eventual
descumprimento das condigdes para contratagdo, especialmente quanto & existéncia de
sangdo gue a impega, mediante a consulta a cadastros informativos oficiais, tais como:

a) SICAF;

b) Cadastro Macional de Empresas Inidéneas e Suspensas - CEIS, mantido pela Controladoria-
Geral da Unido (www. portaldatransparencia.gov.briceis);

¢) Cadastro Macional de Empresas Punidas — CMEP, mantido pela Controladoria-Geral da
Unido (https:/fwww. portaltransparencia.gov.br/sancoes/cnep)

8.5 A consulta aos cadastros sera realizada em nome da empresa interessada e de seu socio
majoritario, por forga do artigo 12 da Lei n® 8.429, de 1992, que prevé, denfre as sanghes
impostas ao responsavel pela pratica de ato de improbidade administrativa, a proibicao de
contratar com o Poder Pdblico, inclusive por intermédio de pessoa juridica da qual seja sdcio
majoritario.

8.6. Caso conste na Consulta de Situacio do interessado a existéncia de Ocorréncias
Impeditivas Indiretas, o gestor diligenciara para verificar se houve fraude por parte das
empresas apontadas no Relatorio de Ocorréncias Impeditivas Indiretas.
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8.7. A tentativa de burla sera verificada por meio dos vinculos societarios, linhas de
fornecimento similares, dentre outros.

8.8. O interessado sera convocado para manifestagio previamente a uma eventual negativa de
contratacao.

8.9. Caso atendidas as condigdes para contratacio, a habilitagdo do interessado sera
verificada por meio do SICAF, nos documentos por ele abrangidos.

8.10. E dever do interessado manter atualizada a respectiva documentacio constante do
SICAF, ou encaminhar, guando solicitado pela Administracdo, a respectiva documentacao
atualizada.

8.11. N&o serfo aceitos documentos de habilitagio com indicagio de CNPJ/CPF diferentes,
salvo agueles legalmente permitidos.

8.12. Se o interessado for a matriz, todos os documentos deverdo estar em nome da matriz, e
se 0 fornecedor for a filial, todos os documentos deverdo estar em nome da filial, exceto para
atestados de capacidade técnica, caso exigidos, e no caso daqueles documentos que, pela
propria natureza, comprovadamente, forem emitidos somente em nome da matriz.

8.13. Serao aceitos registros de CNPJ de fornecedor matnz e filial com diferencas de nimeros
de documentos pertinentes ao CND e ao CRF/FGTS, quando for comprovada a centralizagio
do recolhimento dessas contribuigdes.

8.14_ Para fins de habilitagdo, devera o interessado comprovar os sequintes requisitos, que
serdo exigidos conforme sua natureza juridica:

Habilitagdo juridica

8.15. Pessoa fisica: cédula de identidade (RG) ou documento equivalente que, por forga de lei,
tenha validade para fins de identificagio em todo o territdrio nacional;

8.16. Empresario individual: inscrigio no Registro Plblico de Empresas Mercantis, a cargo da
Junta Comercial da respectiva sede;

8.17. Microempreendedor Individual - MEI: Certificado da CondigSo de Microempreendedor
Individual - CCMEI, cuja aceitagdo ficara condicionada 4 verificagdo da autenticidade no sitio
https:ffwww.gov briempresas-e-negocios/pt-brlempreendedor;

8.18. Sociedade empresaria, sociedade limitada unipessoal = SLU ou sociedade identificada
como empresa individual de responsabilidade limitada - EIRELI: inscrigio do ato constitutivo,
estatuto ou contrato social no Registro Plblico de Empresas Mercantis, a cargo da Junta
Comercial da respectiva sede, acompanhada de documento comprobatdrio de seus
administradores;

8.19. Sociedade empresaria estrangeira: portaria de autorizagio de funcionamento no Brasil,
publicada no Diario Oficial da UniSo e arquivada na Junta Comercial da unidade federativa
onde se localizar a filial, agéncia, sucursal ou estabelecimento, a qual sera considerada como
sua sede, conforme Instrugio Mormativa DREVME n® 77, de 18 de margo de 2020.

8.20. Sociedade empresdria estrangeira nao domiciliada no Brasil: documentagdo constitutiva
da sociedade no pais de orgem, equivalente a exigida para as sociedades domiciliadas no
Brasil, acompanhados de sua tradugdo juramentada;
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8.21. Sociedade simples: inscrigdo do ato constitutivo no Registro Civil de Pessoas Juridicas
do local de sua sede, acompanhada de documento comprobatario de seus administradores;

8.22. Filial, sucursal ou agéncia de sociedade simples ou empresaria: inscrigio do ato
constitutive da filial, sucursal ou agéncia da sociedade simples ou empresaria,
respectivamente, no Registro Civil das Pessoas Juridicas ou no Registro Publico de Empresas
Mercantis onde opera, com averbacdo no Registro onde tem sede a matriz

8.23. Sociedade cooperativa: ata de fundagdo e estatuto social, com a ata da assembleia que o
aprovou, devidamente arguivado na Junta Comercial ou inscrito no Registro Civil das Pessoas
Juridicas da respectiva sede, além do registro de que trata o art. 107 da Lei n® 5.764, de 16 de
dezembro 1971

8.24. Agricultor familiar: Declaraco de Aptidao ao Pronaf — DAP ou DAP-P valida, ou, ainda,
outros documentos definidos pela Secretaria Especial de Agricultura Familiar e do
Desenvolvimento Agrario, nos termos do art. 42, §2° do Decreto n® 10.880, de 2 de dezembro
de 2021.

8.25. Produtor Rural: matricula no Cadastro Especifico do INSS - CEl, que comprove a
qualificagio como produtor rural pessoa fisica, nos termos da Instrugio Normativa RFB n. 971,
de 13 de novembro de 2009 (arts. 17 a 19 e 185).

8.26. Os documentos apresentados deverao estar acompanhados de todas as alteracdes ou
da consolidagio respectiva.

Habilitagdo fiscal, social e trabalhista

8.27. Prova de inscrigio no Cadastro Nacional de Pessoas Juridicas ou no Cadastro de
Pessoas Fisicas, conforme o caso;

8.28. Prova de regularidade fiscal perante a Fazenda Nacional, mediante apresentacio de
certiddo expedida conjuntamente pela Secretaria da Receita Federal do Brasil (RFE) e pela
Procuradoria-Geral da Fazenda Nacional (PGFN), referente a todos os créditos tributarios
federais e a Divida Ativa da Unido ({DAU) por elas administrados, inclusive aqueles relativos a
Seguridade Social, nos termos da Portaria Conjunta n® 1.751, de 02 de outubro de 2014, do
Secretario da Receita Federal do Brasil e da Procuradora-Geral da Fazenda Nacional.

8.29. Prova de regularidade com o Fundo de Garantia do Tempo de Servigo (FGTS);

8.30. declaracio de que nio emprega menor de 18 anos em trabalho noturno, perigoso ou
insalubre & ndo emprega menor de 16 anos, salvo menor, a partir de 14 anos, na condigdo de
aprendiz, nos termos do artigo 7°, XXXIll, da Constituicao;

8.31. Prova de inexisténcia de débitos inadimplidos perante a Justia do Trabalho, mediante a
apresentagdo de certiddo negativa ou positiva com efeito de negativa, nos termos do Titulo Vil
A da Consolidagio das Leis do Trabalho, aprovada pelo Decreto Lei n? 5.452, de 1? de maio de
1043;

8.32 Prova de inscrigio no cadastro de contribuintes [Estadual/Distrital] ou [Municipal/Distrital]
relativo ao domicilio ou sede do fornecedor, pertinente ao seu ramo de atividade & compativel
com o objeto contratual;

8.33. Prova de regularidade com a Fazenda [Estadual/Disfrital] ou [Municipal/Distrital] do
domicilio ou sede do fornecedor, relativa & atividade em cujo exercicio contrata ou concome;
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8.34. Caso o fornecedor seja considerado isento dos tributos [Estadual/Distrital] ou [Municipal
{Distrital] relacionados ao objeto contratual, devera comprovar tal condigdo mediante a
apresentago de declaragio da Fazenda respectiva do seu domicilio ou sede, ou outra
equivalente, na forma da lei.

8.35. O fornecedor enquadrado como microempreendedor individual que pretenda auferir os
beneficios do tratamento diferenciado previstos na Lei Complementar n. 123, de 2006, estara
dispensado da prova de inscricBo nos cadastros de contribuintes estadual e municipal.

Qualificacio Econdmico-Financeira

8.36. Certidao negativa de insolvéncia civil expedida pelo distribuidor do domicilio ou sede do
interessado, caso se trate de pessoa fisica, desde que admitida a sua contratagdo (art. 5°,
inciso 1, alinea “c”, da Instrugdo Normativa Seges/ME n® 118, de 2021}, ou de sociedade
simples; 8.38. Certiddo negativa de faléncia expedida pelo distribuidor da sede do fornecedor -
Lei n? 14.133, de 2021, art. 69, caput, inciso I1);

8.37. Balango patrimonial, demonstracdo de resultado de exercicio & demais demonstragdes
contabeis dos 2 (dois) dltimos exercicios sociais, comprovando;

8.37.1. indices de Liquidez Geral (LG), Liquidez Corrente (LC), e Solvéncia Geral (SG)
superiores a 1 (umj;

8.37.2. As empresas criadas no exercicio financeiro da contratacdo direta deverao atender a
todas as exigéncias da habilitagio e poderdo substituir os demonstratives contabeis pelo
balango de abertura.

8.37.3. Os documentos referidos acima limitar-se-30 ao altimo exercicio no caso de a pessoa
juridica ter sido constituida ha menos de 2 (dois) anos; 8.39.4. Os documentos referidos acima
deverdo ser exigidos com base no limite definido pela Receita Federal do Brasil para
transmissdo da Escrituragdo Contabil Digital - ECD ao Sped.

8.38. Caso a empresa interessada apresente resultado inferior ou igual a 1 (um) em qualguer
dos indices de Liguidez Geral (LG), Solvéncia Geral (SG) e Liguidez Corrente (LC), sera
exigido para fins de habilitago patriménio liquido minimo de 8% do valor total da contratago.

8.30. As empresas criadas no exercicio financeiro da contratagdo direta deverdo atender a
todas as exigéncias da habilitagio e poderdo substituir os demonstratives contabeis pelo
balango de abertura. (Lei n® 14.133, de 2021, art. 65, §17).

8.40. O atendimento dos indices econdmicos previstos neste item devera ser alestado
mediante declaragio assinada por profissional habilitado da area contabil, apresentada pelo
fornecedor.

8.41. Para as empresas esftrangeiras ndo domiciliadas no pais, onde a declaragio for emitida
por profissional habilitado da area contabil em seu pais de ongem, devera apresentar
procuracio ou declaragio confirmando gue o signatario do documento possui conhecimento e
responsabilidade sob as informagdes econdmico-financeiras da empresa.

Habilitagdo da Empresa Estrangeira

8.42. As empresas estrangeiras ndo domiciliadas no pais, atenderao as exigéncias de
Habilitagdo supramencionadas, mediante apresentagio de documentos equivalentes emitidos
pelos drgdos de controle, secretarias, estados, cimara de comércio ete. do seu pais; no gue
couber.
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8.43. As empresas interessadas em participar do certame deverdo se cadastrar no SICAF,
conforme as regras de cadastramento do sistema.

8.44_ A empresa estrangeira gque nio funcione no pais, devera obter o cadastro de codigo no
SICAF para a participagdo, assumindo responsabilidade integral pelos documentos e
informagoes inseridos em sistema.

8.44.1. A empresa estrangeira ndo domiciliada no pais, devera informar em cadastro SICAF,
incluindo a documentagdo pertinente a outorga de seu representante legal no Brasil com
poderes para assinar propostas, contratos etc.; respondendo no Brasil em nome da empresa
estrangeira ndo domiciliada; administrativamente e juridicamente.

8.45. Para os documentos que ndo puderem ser atendidos por forga de legislagio especifica
do pais de origem da licitante cu que ndo apresentarem equivaléncia em relaco 3 legislagao
brasileira, devera constar declaragio de inviabilidade de apresentagSo em campo praprio no
cadastro SICAF para empresa estrangeira.

Qualificagdo Técnica

8.46. O produto & sujeito a controle e fiscalizagio sanitaria pela Agéncia Nacional de Vigilancia
Sanitaria (ANVISA), nos termos da Lei n.® 6.360/1976, regulamentada pelo Decreto n.® 8077
/2013 ensejam gue sejam apresentados documentos especificos de acordo com a classe de
produtos conforme lista abaixo:

8.46.1. Autorizag3o de Funcicnamento de Empresa (AFE) concedida pelo Ministério da Saude
do Licitante.

a) Aplicavel para medicamentos, insumos farmacéuticos, cosméticos, produtos de higiene
pessoal, perfumes, produtos para salde e saneantes. Deve constar no documento a atividade
compativel.

b) As empresas localizadas fora do territorio nacional ndo s8o0 obrigadas a apresentar
Autorizacdo de Funcicnamento de Empresa (AFE).

c) Caso o licitante ndo seja o fabricante, devera apresentar além da propria AFE a AFE do
Fabricante ou informar CNPJ do mesmo para que a Administragao faga a consulta online.

d) Empresas isentas de possuir a AFE de acordo com a legislagio vigente deverao apresentar
a comprovacio de tal isengBo assim como a AFE do fabricante do item ou CNPJ para consulta.

&) Embasamento Legal: Lei n® 6.360 de 23/09 /76 (regulamentada pelo Decreto n®. 8077 de 14
/08/2013), Lei n® 6437 de 20/08/1977; RDC n" 16 de 01/04/2014, atualizagtes das legislagtes
supracitadas.

8.46.2. Licenga de Funcionamento (Alvara Sanitario), atualizada e vigente, expedida pelo orgao
de Vigilancia Sanitaria do Estado ou Municipio em gue se encontra estabelecida a empresa
Licitante.

a) Aplicavel para medicamentos, insumos farmacéuticos, cosméticos, produtos de higiene
pessoal, perfumes, produtos para salde e saneantes. Deve constar no documento a atividade
compativel.
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b) Caso a revalidagdo da Licenga de Funcionamento para o presente exercicio ainda ndo tenha
sido concedida, o licitante devera apresentar a Licenga de Funcionamento do exercicio anterior
acompanhada do comprovante de protocolizacdo da peticio de revalidagdo, desde que esta
tenha sido requerida nos primeiros 120 (cento e vinte) dias de cada exercicio.

c) As empresas localizadas fora do termitdrio nacional ndo sio obrigadas a apresentar Licenga
de Funcionamento.

d) Empresas isentas de possuir Alvara de acordo com a legislagdo vigente deverdo apresantar
a comprovagdo de tal isencSo;

e) Embasamento Legal: Lei n® 6.360 de 23/09/76 (regulamentada pelo Decreto n®. 8077 de 14
f08/2013). Lei n® 5.991, de 171211973, Lei n® 6.318, de 22M12/1975, atualizagbes das
legislagbes supracitadas.

8.46.3. Certificado de Regularidade Técnica do Licitante, atualizado e vigente, emitido pelo
Conselho Regional da classe a que pertence o Responsavel Técnico da Unidade Federativa
onde se localiza a empresa.

a) Aplicavel para medicamentos, insumos farmacéuticos, cosméticos, produtos de higiene
pessoal, perfumes, produtos para salde & saneantes.

b) As empresas localizadas fora do territdrio nacional ndo s&o obrigadas a apresentar
Certificado de Regularidade Técnica.

c) Embasamento Legal: Lei n® 6.360 de 23/09/76 (regulamentada pelo Decreto n®. 8077 de 14
/08/2013) e suas atualizages.

8.47. Mos casos em que o Licitante for representante de empresa fabricante localizada ou n&o
no teritdrio nacional, este devera apresentar a documentagdo do fabricante.

8.48. Documentos emitidos por autoridades plblicas internacionais devem atender ao disposto
no Decreto 8.660 de 29/01/2016. Dessa forma, ficam isentos de consularizagio os documentos
oriundos de paises signatarios da convencdo sobre a eliminagio da exigéncia de legalizagio
de documentos plblicos estrangeiros.

9. Estimativas do Valor da Contratagdo
9. Estimativas do Valor da Contratacéo

9.1. O custo estimado total da conftratagdo & de R$ 179.705.541 60 (cento e setenta e nove
milhSes, setecentos e cinco mil, quinhentos e quarenta & um reais e sessenta centavos),
conforme guadro constante no subitem 1.1 deste Termmo de Referéncia.

10. Adequacao Orcamentaria
10. Adeguacao Orcamentaria

10.1. As despesas decomrentes da presente contratagdo correrdo 4 conta de recursos
especificos consignados no Orgamento Geral da Unido.
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10.2. A Contratagdo sera atendida pela seguinte dotagdo:
|} Gestao/Unidade: 25201/254448;
Il) Fonte de Recursos: 1002;

[Il) Programa de Trabalho: 10.303.5017 47050001 (Acdo: 4705 - Promogao da Assisténcia
Farmacéutica por meio da Disponibilizagio de Medicamentos do Componente Especializado)

V) Elemento de Despesas: 33.90.30;
V) Plano Interno: A1FAR.

11. Obrigacoes do Coniratante

11. Obrigagoes do Contratante
11.1. S&o obrigagies do contratante:

11.2. Exigir o cumprimento de todas as obrigagdes assumidas pelo Contratado, de acordo com
0 confrato & seus anexos;

11.3. Receber o objeto no prazo e condigbes estabelecidas no Termo de Referéncia;

11.4. Motificar o Contratado, por escrito, sobre vicios, defeitos ou incorregdes verificadas no
objeto formecido, para que seja por ele substituido, reparado ou corrigido, no total ou em parte,
&5 3Ua5 EXPENSas;

11.5. Acompanhar e fiscalizar a execugio do contrato e o cumprimento das cbrigagbes pelo
Contratado;

11.6. Comunicar a empresa para a emissdo de Nota Fiscal no que pertine a parcela
incontroversa da execugdo do objeto, para efeito de liquidagcio e pagamento, quando houver
controvérsia sobre a execugdo do objeto, quanto a dimensdo, qualidade e quantidade,
conforme o art. 143 da Lein® 14.133, de 2021;

11.7. Efetuar o pagamento ao Confratado do valor correspondente ac fornecimento do objeto,
no prazo, forma e condigdes estabelecidos no presente contrato;

11.8. Aplicar ao Contratado as sansdes previstas na lei e neste contrato;

11.9. Cientificar drgdo de representagio judicial da Advocacia-Geral da Unido para adocBo das
medidas cabiveis quando do descumprimento de obrigagdes pelo Confratado;

11.10. Explicitamente emitir decisdo sobre todas as solicitagfes e reclamagdes relacionadas a
execucio do presente Contrato, ressalvados os requerimentos manifestamente impertinentes,
meramente protelatorios ou de nenhum interesse para a boa execucdo do ajuste.

11.11. A administragdo terd o prazo de 60 (sessenta) dias Oteis a contar da data do protocolo
do requerimento para decidir, admitida a promogagio motivada, por igual periodo.

11.12. N&o serdo conhecidas as pretensdes administrativas que ndo preencherem os
pressupostos de admissibilidade de que tratam as Leis n® 14.133/21 e 0.784/99.
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11.13. Caso o servidor responsavel pela fiscalizacdo do contrato se certifique que as
solicitagdes e reclamagbes relacionadas a execucio do confrato estdo desacompanhadas de
atos indispensaveis a analise & decisdo quanto ao pedido, de forma motiva, ird orientar o
interessado quanto a necessidade de suprimento de eventuais falhas, suspendendo-se o prazo
de decizdo até o saneamento.

11.14. Responder eventuais pedidos de reestabelecimento do equilibrio econdmico-financeira,
feitos pelo contratado no prazo maximo de 60 (sessenta) dias Gteis.

11.15. Aplicam-se, no que couber, os pedidos de reequilibric econdmico-financeiro, o disposto
nos subitens anteriores, quanto as solicitagdes e reclamagdes relacionadas a execugdo do
contrato.

11.16. A administragdo ndo respondera por quaisquer compromissos assumidos pelo
Contratado com terceiros, ainda gue vinculados a execugdo do contrato, bem como.

12. Obrigacoes da Contratada
12. Obrigagdes da Contratada

12.1. O Contratado deve cumprir todas as cbrigagdes constantes deste Confrato e em seus
anexos, assumindo como exclusivamente seus o0s riscos e as despesas decorrentes da boa e
perfeita execugio do objeto, observando, ainda, as obrigagGes a seguir dispostas:

12.2. Responsabilizar-se pelos vicios & danos decorrentes do objeto, de acordo com o Cadigo
de Defesa do Consumidor (Lei n® 8.078, de 1990) no limite gue a contratada comprovadamente
der causa;

12.3. Comunicar ao contratante, no prazo maximeo de 24 (vinte e quatro) horas que antecede a
data da entrega, os motives que impossibilitem o cumprimento do prazo previsto, com a devida
comprovagao;

12.4. Atender as determinagdes regulares emitidas pelo fiscal ou gestor do contrato ou
autoridade superior (art. 137, |1, da Lei 14.133, de 2021) e prestar todo esclarecimento ou
informagio por eles solicitados;

12.5. Reparar, corrigir, remover, reconstruir ou substituir, 45 suas expensas, no total ou em
parte, no prazo fixado pelo fiscal do contrato, os bens nos quais se verificarem vicios, defeitos
ou incorregdes resultantes da execugio ou dos materiais empregados;

12.6. Responsabilizar-se pelos vicios e danos decorrentes da execugdo do objeto, bem como
por todo e qualguer dano causado 4 administragdo ou terceiros, ndo reduzindo essa
responsabilidade a fiscalizagSo ou o acompanhamento da execugdo contratual pelo
contratante, que ficara autorizado a descontar dos pagamentos devidos ou da garantia, caso
exigida, o valor correspondente aos danos sofridos;

12.7. Quando néo for possivel a verificacdo da regularidade no Sistema de Cadastro de

Fornecedores — SICAF, o confratado devera entregar ao setor responsavel pela fiscalizagio do
contrato, junto com a Mota Fiscal para fins de pagamentos, os seguintes documentos: 1) prova
de regularidade relativa a Seguridade Social; 2) Certiddo conjunta relativa acs tributos federais
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e a Divida Ativa da Unido; 3) certiddes que comprovem a regularidade perante a Fazenda
Estadual ou Distrital do domicilio ou sede do contratado; 4) Certiddo de Regularidades do
FGTS -CRF 5) Certidao Megativa de Débitos Trabalhistas — CNDT;

12.8. Responsabilizar-se pelo cumprimento de todas as obrigages trabalhistas,
previdenciarias, fiscais, comerciais e a demais previstas em legislagio especifica, cuja
inadimpléncia ndo transfere a responsabilidade ao contratante e ndo podera onerar o objeto do
contrato;

12.9. Comunicar ao Fiscal do contrato, no prazo de 24 (vinte e quatro) horas, gualguer
ocorréncia anormal ou acidente gue se verifigue no local da execugdo do objeto confratual;

12.10. Paralisar, por determinacio do contratante, qualguer atividade gue nio esteja sendo
executada de acordo com a boa técnica ou gue ponha em risco a seguranga de pessoas ou
bens de terceiros;

12.11. Manter durante toda a vigéncia do contrato, em compatibilidade com as obrigagbes
assumidas, todas as condigdes exigidas para habilitagdo na licitagao;

12.12. Cumprir, durante todo o periodo de execugio do contrato, a reserva de cargos prevista
em |ei para pessoas com deficiéncia, para reabilitado da Previdéncia Social ou para aprendiz,
bem como as reservas de cargos previstas na legislagdo (art.116, da lei n® 14.133, de 2021);

12.13. Comprovar a reserva de cargos a que se refere a clausula acima, no prazo fixado pelo
fiscal do contrato, com a indicagio dos empregados que preencheram as referidas vagas (art.
116, paragrafo unico, da Lei n® 14.133, de 2021);

12.14. Guardar sigilo sobre todas as informagdes obtidas em decorréncia do cumprimento do
contrato.

12.15. Arcar com o dnus decorrente de eventual equivoco no dimensionamento dos
guantitativos de sua proposta, inclusive quanto aos custos varidveis decomrentes de fatores
futuros & incertos, devendo complementa-los, caso o previsto inicialmente em sua proposta
nao seja satisfatdrio para o atendimento do objeto da contratag@o, exceto quando ocorrer
algum dos eventos armolados no art. 124, 1, d, da Lei n® 14.133, de 2021;

12.16. Cumprir, além dos postulados legais vigentes de ambito federal, estadual ou municipal,
&5 normas de seguranga do contratante.

12.17. Entregar com a carga todos os documentos listados abaixo gquando legalmente aplicavel:

12.17.1. Commercial Invoice assinada e carimbada com os detalhes que foram negociados
previamente.

12.17.2. Packing list assinada e carimbada com dimensdo dos volumes, peso bruto, peso
liquide, guantidade de volumes, ndmero de lote, data de produgdo e validade, prazo de

prateleira e todos os outros detalhes que podem ser necessarios e requeridos pelo
CONTRATANTE/IMPORTADOR.

12.17.3. Certificado de Analise, Certificado Veterinario, Certificado IPPC, Certificado de
Seguranga, Declaracio de Embargue para produto perigoso e quaisquer outros documentos
de qualidade/técnicos que podem ser reqgueridos pelo CONTRATANTE/IMPORTADOR antes
do embarque caso algum desses seja necessario e / ou aplicavel. O CONTRATADO/
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EXPORTADOR, devera informar o ndmero NCM (codigo tarifario) e o CNPJ de Farmanguinhos
n. 33.781.055/0049-80 em todos os documentos que o EXPORTADOR (efou seu agente de
cargas, transportador) forem responsaveis pela emissao.

12.17 4. Por se tratar de demanda da alfandega brasileira o subitem 12.17.3 deve ser
cumprido. Do contrario, n8o estaremos aptos a desembaragarmos a mercadoria no recinto
alfandegado brasileiro.

12.17.5. Nao colocar documento dentro das caixas ou embalagem equivalente uma vez que o
material somente sera aberto no Brasil.

12.17.6.0 CONTRATADO/EXPORTADOR deve enviar por e-mail para comex far@fiocruz br,
no minimo 2 (dois) dias dteis antes do embarque, a comercial invoice, packing list, folhas
técnicas efou outro documento solicitado pelo confrole técnicofgualidade, IPPC certificado e o
conhecimento de embarque / MAWB- HAWB se for o caso.

12.17.7.0 jogo de documentos referente & carga e ao embargue devem ser assinados pelo
CONTRATADO /EXPORTADOR E/OU AGENTE e enviados juntos com a carga em via
original.

12.17.8. Toda carga, perecivel cu de gualquer natureza, deve ser entregue ao agente do
CONTRATADO/EXPORTADOR ou ao agente do CONTRATANTE/IMPORTADOR com
instrugdes claras e por escrito. Além disso, deve ser notificado 24hs antes sobre guaisquer
assuntos especificos, especialmente sobre temperaturas e forma de embalagem e transporte

12.17.9.0 embargue & ou entrega ao agente do CONTRATADO/EXPORTADOR ou ac agente
do CONTRATANTE/IMPORTADOR, somente serd aprovado pelo CONTRATANTE
/IMPORTADOR apds checagem de todos os documentos necessarios.

12.17.10. 52 0 CONTRATANTE/IMPORTADOR solicitar quaisquer revisdes o CONTRATADO
/[EXPORTADOR deve adequar o documento ANTES de liberar a carga para embarque ou de
liberar para o transportador

12.17.11. O CONTRATANTE/IMPORTADOR possui 5 (cinco) dias corridos gratuitos de
armazenagem no armazém do asroporto do Rio de Janeiro (apds a carga chegar em GIG).
Baseado nisto, seguem as obrigages da CONTRATADO/EXPORTADOR acerca do tema,
guando cabivel:

12.17.12. As cargas devero chegar no AIRJ/GIG (Aeroporto do Rio de janeiro) somente aos
Domingos ou Segundas, salvo excegdes previamente autorizadas pelo IMPORTADOR
ICONTRATANTE

12.17.13. Na hipotese de armazenagem ocorrida apods o término do prazo gratuito ja tratado,
desde gue CONTRATADO/EXPORTADOR tenha dado causa a continuidade da
armazenagem, seu custo serd deduzido do valor a ser pago a mesma

12.17.14. Caso a hipotese supracitada ocorra na aguisicdo em comento, antes de efetuarmos a
dedugio, a CONTRATANTE/MPORTADOR notificara o CONTRATADO/EXPORTADOR, via
Email, informando o valor gue sera deduzido e encaminhado o comprovante de pagamento
desta despesa extra findevida.
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13. Infracdes e San¢bes Administrativas

13. Infragdoes e Sancdes Administrativas

13.1. Comete infragio administrativa, nos termos da Lei n® 14.133, de 2021, o contratado que:
a) der causa & inexecugdo parcial do contrato;

b} der causa a inexecugdo parcial do contrato que cause grave dano a Administragdo ou ao
funcionamento dos servigos plblicos ou ao interesse coletivo;

c) der causa a inexecugdo total do contrato;
d) deixar de entregar a documentacio exigida;

e} ndo mantiver a proposta, salvo em decorréncia de fato superveniente devidamente
justificado;

f) ndo celebrar o contrato ou ndo entregar a documentacio exigida para contratagdo, quando
convocado dentro do prazo de validade de sua proposta;

g} ensejar o retardamento da execucio ou da entrega do objeto da contratagio sem motivo
justificado;

h} apresentar declaragio ou documentagio falsa exigida para o certame ou prestar declaragio
falsa durante a dispensa eletrinica ou execucio do contrato;

i) fraudar a contratagio ou praticar ato fraudulento na execucio do contrato;

i) comportar-se de modo iniddneo ou cometer fraude de qualguer natureza;

k) praticar atos ilicitos com vistas a frustrar os objetivos da contratagio;

I} praticar ato lesivo previsto no art. 5% da Lei n® 128468, de 1° de agosto de 2013.

13.2. Serdo aplicadas ao responsavel, pelas infragdes administrativa acima descritas as
seguintes sangdes:

|. Adverténcia, quando o contratado der causa a inexecucdo parcial do contrato, sempre que
nao se justificar a imposigdo de penalidade mais grave (art. 156, §2°, da Lei n® 14.133, de
2021%;

[I. Impedimento de licitar @ contratar, quando praticadas as condutas descritas nas alineas
“b", “c" e “d" do subitem acima deste Contrato, sempre que ndo se justificar a imposigao de
penalidade mais grave (art. 156, § 4%, da Lei n® 14.133, de 2021});

lll. Declaragdo de inidoneidade para licitar e contratar, quando praticadas as condutas
descritas nas alineas ", “f", “g" e *h” do subitem acima deste Contrato, bem como nas alineas
“b", “c" e “d", que justifiguem a imposigdo de penalidade mais grave (art. 156, §5°, da Lei n®
14.133, de 2021).

V. Multa:

1. Moratdria de 0,5% (zero virgula cinco por cento) por dia de atraso injustificado sobre o
valor da parcela inadimplida, até o limite de 5% (cinco por cento), calculada sobre o valor
da parcela inadimplida, contados a partir da caracterizacio da mora pela CONTRATADA,
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nos casos de atraso na entrega do PRODUTO, desde que tal atraso seja causado por
culpa exclusiva da CONTRATADA,;

2. Compensatdria, para as infragies descritas nas alineas "e” a "h" do subitern 13.1, de 5% (
cinco por centa) do valor do Contrato.

1. Compensatdria, para a inexecugio total do contrato prevista na alinea "¢ do subiterm 13.1
, de 5% (cinco por cento) do valor do Contrato.

4. Para infragBo descrita na alinea “b" do subitem 13.1, a multa serd de 5% (cinco por
cento) do valor do Contrato.

5. Para infragbes descritas na alinea "d™ do subitern 13.1, a multa sera de 5% (cinco por
cento) do valor do Contrato.

6. Para a infrac8o descrita na alinea "a” do subitern 13.1 a multa sera de 5% (cinco por
centa) do valor do Contrato.

13.3. A aplicagdo das sangdes previstas neste Contrato ndo exclui, em hipotese alguma, a
obrigacio de reparagio integral do dano causado ao Contratante (art. 156, §9°, da Lei n®
14.133, de 2021).

13.3.1. Todas as sangdes previstas neste Contrato podero ser aplicadas cumulativamente
com a multa (art. 158, §7°, da Lei n® 14.133, de 2021).

13.3.2. Antes da aplicagio da multa sera facultada a defesa do interessado no prazo de 15
{guinze) dias dteis, contado da data de sua intimacdo (art. 157, da Lei n® 14.133, de 2021)

13.3.3. Se a multa aplicada e as indenizagdes cabiveis forem supericres ao valor do
pagamento eventualmente devido pelo Contratante ao Contratado, além da perda desse valor.

13.3.4. Previamente ac encaminhamento & cobranca judicial, a multa podera ser recolhida
administrativamente no prazo maximo de 30 (trinta) dias, a contar da data do recebimento da
comunicagdo enviada pela autoridade competente.

13.4. A aplicagdo das sangdes realizar-se-a em processo administrativo que assegure o
contraditorio e a ampla defesa ao Contratado, observando-se o procedimento previsto no caput
e paragrafos do art. 158 da Lei n® 14.133, de 2021, para as penalidades de impedimento de
licitar e contratar e de declarago de inidoneidade para licitar ou contratar.

13.5. Ma aplicagdo das sangdes serdo considerados (art. 156, §1°, da Lei n® 14.133, de 2021):
a) a natureza e a gravidade da infragGo cometida;

b} as peculiaridades do caso concreto;

c) as circunstancias agravantes ou atenuantes;

d) os danos que dela provierem para o Contratante;

e} a implantagio ou o aperfeicopamento de programa de integridade, conforme normas e
orientagdes dos orgdos de controle.

13.6. Os atos previstos como infragbes administrativas na Lei n® 14.133, de 2021, ou em outras
leis de licitagBes e contratos da Administragio Piblica que também sejam tipificados como atos
lesivos na Lei n® 12.846, de 2013, serSo apurados e julgados conjuntamente, nos mesmos
autos, observados o rito procedimental e autoridade competente definidos na referida Lei (art.
159) .
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13.7. A personalidade juridica do Contratado podera ser desconsiderada sempre gue utilizada
com abuso do direito para facilitar, encobrir ou dissimular a pratica dos atos ilicitos previstos
neste Contrato ou para provocar confusao patrimonial, e, nesse caso, todos os efeitos das
sangdes aplicadas & pessoa juridica sero estendidos aos seus administradores e sdcios com
poderes de administragSo, 4 pessoa juridica sucessora ou & empresa do MESMO ramo com
relagio de coligagio ou controle, de fato ou de direito, com o Contratado, observados, em
todos os casos, o contraditorio, a ampla defesa e a cbrigatoriedade de analise juridica prévia
(art. 160, da Lei n® 14.133, de 2021).

13.8. O Contratante devera, no prazo maximo 15 (quinze) dias Uteis, contado da data de
aplicagdo da sangdo, informar e manter atualizados os dados relativos as sangbes por ela
aplicadas, para fins de publicidade no Cadastro Nacional de Empresas Iniddneas e Suspensas
(Ceis) & no Cadastro Macional de Empresas Punidas (Cnep), instituidos no 4mbito do Poder
Executivo Federal. (Art. 161, da Lei n® 14.133, de 2021).

13.9. As sangbes de impedimento de licitar & contratar e declaragio de inidoneidade para licitar
ou contratar s8o passiveis de reabilitagdo na forma do art. 163 da Lei n® 14.133/21.

13.10. Os débitos do contratado para com a Administrag3o contratante, resultantes de multa
administrativa efou indenizagdes, ndo inscritos em divida ativa, poderdo ser compensados,
total ou parcialmente, com os créditos devidos pelo referido drgio decorrentes deste mesmo
confrato ou de outros contratos administrativos que o contratado possua com o mesmo orgdo
ora contratante, na forma da Instrugio Mormativa SEGES/ME n® 26, de 13 de abril de 2022,

14. Reajuste
14. Reajuste
14.1 O contrato sera irreajustavel, considerando auséncia de indice e base de calculo.

14.2 Sem prejuizo, uma vez que identificado o indice adequado o contrato podera sofrer
aditamento para que passe a refletir a previsdo de reajuste, nos moldes constantes da AGU e
com as adaptagdes usualmente praticadas por esta instituiggo.

15. Disposicies Finais

15.1. O produtos sujeito a controle e fiscalizagdo sanitaria pela Agéncia MNacional de Vigilancia Sanitaria (ANVISA),
nas termos da Lei n® 6.360/1976, regulamentada pelo Decreto n® 807772013 ou controlados pela Policia Federal,
Exército e policia Civil, nos termos da lei n® 10.357, de 27/12/2001, Decreto n® 4.262 de 1W6/2002 e Decreta n?
3.865, de 20 de novembro de 2000 ensejam que sejam apresentados na FASE DE JULGAMENTO D& LICITACAO,
o documento relacionado abaimo:

15.1.1 Registro, notificagio ou cadastro do produto, quando aplicavel, dentro do prazo de validade.

a) Aplicavel para medicamentos, insumos farmacéuticos ativos, produtos para salde, sansantes,
cosmeticos e produtos de higiene pessoal;

b) A situagdo do produto sera consultada pela administragdo no enderego eletronico da ANVISA.
Caso a consulta ndo seja possivel, a administragdo solicitara a documentacdo diretaments ao
Licitante na fase de Julgamento da Licitagio /Proposta;

c) Embasamento legal: Lei n® 6.360, de 2310971976, RDC n°® 3072008 e ROC n® 57 de 17/11 /2009,
RDC n® G0 de 10/10 /2014, Lei n® 10/1072014, Lei n® 12,401 de 28/04/2011, RDC n° 59 de 17/12
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12010, RDC n® 185 de 22/10/2001, RDC n® 07 de 1W0212015, atualizagdes das legislagies
supracitadas;

d) RDC n® 200 de 26/112/2017, RDC n" 73 de 07/04/2016, RDC n® 37 de 03/08/2011, atualizacies das
legislagies supracitadas.

15.1.2 Certificado de Boas Praticas de Fabricacdo, atualizado e vigente, emitido pela ANVISA (para os
fabricantes nacionais) ou emitido pela Autoridade Sanitaria Competente do pais de origem
(fabricantes internacionais).

a) Aplicavel para insumaos farmacéuticos ativos @ medicamentas.

a) A Certificagfio serd consultada pela administragio no endereco eletrénico da ANVISA. Caso
a consulta ndo seja possivel, a administragdo solicitara a documentagdo diretamente ao Licitante na
fase de Julgamento de Propostas.

a) Embasamento Legal: RDC n® 69, de 0B/12/2014, RDC n” 17 de 168/04/2010, atvalizagies das
legislagies supracitadas.

16. Responsaveis

Toudas as assinaturas eletrdnicas seguem o hordrio oficial de Brasillia e fundamentam-se no §3° do Ar. 4 do Decreto n® 10543,
di 13 de novembeo de 2020,

VANESSA LORDELLO TRINDADE
Analista de Gestio em Saide

E Assinow elerronicamente em 07112024 ds 17:07:35.
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Termsg of Reference 357/2024

Informagdes Basicas | Basic Information

Momero do artefato / UASG Editado por! Edited by Atualizado em / Updated
Code number on
357/2024 2564443-INSTITUTC DE VAMESSA LORDELLO 11/07™2024 507 PM (v
TECHOLOGIAEM TRINDADE 5.0)
FARMACZOS
Status
SIGNED

Outras informagdes |
Other information

Categoria | Category Momero da Contratagio / Processo

| - compra, mclusive por Contract Number Administrativo /
encomenda/Bens de Administrative
consumo /Il — purchase, Proceeding

inchuding bo order ! 25387 000348202416
consumer goods
1. General Contract Conditions

1.1,  Acquisiion of the medicine tofacitinib Smg under the terms of the table below, in
accordance with the conditions and reguirements hereunder.

Unidade de Valor Valor
ftem [CATMAT /! Especificagio [Quantidade | Medida Unitario / Total /
Materials ! Specification| Quantity Measuremen| Unit Value | Total
Catalogue t Unit 2%3 Value R$
434872 (Tofacitinibe Smg 2.486.000 UF 14,82 36.548. 120,00
2 434872 |Tofacitinibe Smg B.G58.880 UF 14.82 143.158.421.80

1.2. The subject matier of this contract does not qualify as a luxury good, according to Decree
MNo. 10,818 of September 27, 2021.

1.3, The term of the contract is 480 (four hundred and eighty) calendar days from the date of
execution of the confract (or substitute instrument) by CONTRACTOR — immediately after the
signature of Contractor - due to the adoption of the Electronic Information System (SEVFIOCRUZ),
or, alternatively, from the date of acceptance of the Budget Appropriation Statement by Contractor,
not extendable, pursuant to article 75, VI of Law 14, 133/2021.

14. The contract or other appropriate instrument that replaces it provides greater detail of the
rules that will apply in relation to the term of the confract.

2. Justification for and Description of the Need

2.1. The justification for the contract and its quantities is detailed in a specific topic of the
Preliminary Technical Studies.

2.2. Justification for the Need
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Famnanguinhos/FiccruzMeH, a specifically-designated body reporting to Fundagio Instituto
Oswaldo CruzMinistry of Health (MoH), as a public unit for manufacturing medicines, is
responsible for producing medicines to serve the Brazilian population.

In the case at hand, the objective is the acquisition of the medicine Tofacitinib Smag, which is part
of the Specialized Pharmaceutical Assistance Component, which is currently centralized, whose
demand of 12.125.865 tablets, as stated in the notice of ELECTROMIC TENDER Mo. 90089/2024
PRICE REGISTRATION SYSTEM, Administrative Process Mo. 25000.090003/2024-33, to meet
the demand of SUS for 2024/2025. The requested quantity was adjusted for the packaging factor
of a box with 60 tablets, resulting in the gquantity to be acguired of 12 125 880 UF's.

In addition to the quantity 12,125,880 EA, Plizer will be responsible for supplying the additional
guantity of the Product, at no cost to FIOCRUZ, for the exclusive purposes of retaining samples
and the quantity necessary for gquality tests.

The quantity of 7 units per batch will be supplied by Pfizer (D1 for retention in Farmanguinhos
and D6 to be sent to Kapewvi for releaze analysis purposes). Considering the guantity to be
acquired, estimated in 05 lots, a total of 2,100 EA to be sent Free of Cost

1 box = 60 tablets

Thiz acquisition refers fo the Technical Cooperation Agreement/Alliance between
Famnanguinhos and Pfizer Brasil LTDA. Pfizer Brasil LTDA. or its affiliates shall be responsible
for the production - in accordance with the stages defined in the contract - for delivery of the
demand to Farmanguinhos/FiocruzMoH aimed at distribution to the MoH. We emphasize that
thiz material is part of our porifolio, according to its registration with the National Public Health
Authority (ANYVISA)MoH.

2.3. The subject matter of the contract is provided for in the Annual Procurement Plan (PCA)
2024, as detailed below:

1. ID PCA in the HNational Public Procurement Portal (PNCP). 33781055000135-0-
DODODES2024

2. Date of publication in the PMNCP: May 20, 2023

3. Id of the item in PCA: 2181

4. Class/Group: DRUGS AND MEDICIMES - 6505

9. Future contract identifier: 254446-90996/2023

3. Solution Description

3.1. The description of the sclution as a whole is transcribed below:

3.1.1. The medicine to be acguired shall be used as an iImmunosuppressant, in compliance with
the Ministry of Health program, in order to serve the population that is supplied by the Unified
Health System (SUS). In thiz way, we will avoid the rigk of medicine shortages and harm to public
health.

4. Confract Requirements

Sustaimability:

4.1. In addition to any sustainability criteria included in the description of the subject matter, the
following requirements shall be fulfiled, based on the Mational Sustainable Contracts Guide:
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4.1.1.In order to meet the need for sustainable purchases, pursuant to SEGES Mormative
Rulingz 58 and 81, both of 2022, this requisitioner shall adopt the environmental sustainakbility
criteria defined by the Environmental Divizion of the Farmmanguinhos' Work Safety and
Environmental Management Center for the respective category of materials.

4.1.2. The sustainability criteria possibility included in the description of the subject matter, the
following requirements ghall be fulfilled, which are based on the Mational Sustainable Contracts
Guide:

4121 FIOCRUZ s Sustinable Management and Logistice Plan Was consulted, the
indication of brands or models {aricle 41, | of Law 14,133/2021}):

4122, Thiz contract shall only permit the indication of brand(s), characteristic{s) and
model{s) in accordance with the justifications and items listed in the Preliminary Technical
Studies and in this document.

Indication of brands or models:

4_2. The indication of the following brand(zg), charactenstic(s) or model{s) is permitted in this
contract, in accordance with the justifications attached to the Preliminary Technical Studies:

4_2.1.With regard to item 1 - Tofacitinilb Smg, the medicing shall be acquired from the exporier
Pfizer Export B.\ Rivium Westlaan 142, 2809 LD, Capelle Aan Den ljssel.

It should be clarified that the aforementioned demand is directly related to the Technical
Cooperation Agreement between Farmanguinhos and Pfizer Brasil LTDA. for the development,
transfer of technology and supply of the medicine tofacitinib Smyg, so Farmanguinhos owns the
registration of thizs medicine at ANVISA.

In addition, it should be noted that currently only Freiburg - Pfizer Manufacturing Deutschland
GmbH Befriebsstatte Freiburg - Mooswaldallee 179090 Freiburg — Germany is listed as a

manufacturing site for thiz medicine whose registration is owned by Farmanguinhos, according
to

bttps://consultas anviza. gov br/# medicamentos2 535144 1697202311 7substancia=2 557 3&monodroga=5

In view of the above, it i necessany to acguire the medicine Tofacitinik Smyg, whose registration
is held by Famanguinhos, although it i currently manufactured by Freiburg - Pfizer
Manufacturing Deutschland GmbH Betriebsstatte Freiburg - Mooswaldallee 179090 Freiburg —
Gemany, since the technology transfer to enable Farmanguinhos to master the technical
knowledge of the manufacturing process is ongoing.

Therefore, the event of bidding exemption defined in article 74, | of Law 14,133/2021 has been
characterized.

4.3, Special Legislation - With regard to submitting the contract at hand to special laws, these
have already been inzerted in subsection 541 of these Terms of Reference, according to
memorandum 10002018 - VDGl FAR.

Subcontracting

4.4. Subcontracting of the subject matter of the contract iz not permitted.

Contract Bond

4.5. Mo contract bond shall be reguired under articles 96 et seqg. of Law 14,1332021, for the
reasons outlined in the Preliminary Technical Study. The subject matter of this contract does not
reguire a perfiormance bond, the more o because of the nature of the subject matter.
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Indication of Special Legislation, companies in consortia and preference margin:

4.6.1. The contract under consideration is neither highly technically complex nor large in scale,
and practical expenience has shown that participating in consortia is not advantageous for
companies in this case.

4 6.2 Preference Margin: We consulted the link https:/fwww gov.bricompras/pt-briacesso-a-
informacao/eqislacan/legislacac-por-tema-1, and did not identify the existence of applicable
legislation regarding the preference margin for the service requested herein.

Legal representation

4.7. Since the acquisition iz carried out through direct import, the Contractor declares that it
has a legal representative, legally constituted in the Country, with powers to (1) represent the
Grantor in bids and Purchasing Processes, in any form, for the acquisition with direct import of
products | including powers to sign, on behalf of the Grantor, the administrative contract
formalizing the aforementioned acquisition, with the Gramtee acting as the Grantor's legal
representative in Brazil; (2) receive summonses and subpoenas and represent the Grantor in
judicial administrative proceedings; (3) in general, to represent the interests of the Grantor,
carrying out all acts deemed appropriate for the purpeses included heresin, at its dizcretion.

4.7.1. The legal representative has no right to conduct the importz on behalf of the Administration
andfor to claim payments of any kind from the Administration and is not considered a
subcontractor for any purpose.

5. Model of Performance of the Subject Matter

Delivery Conditions

5.1. The deadiine for delivery of the goods is four hundred and twenty (420) days from the
commencement date of the contract, in installments, according to the delivery schedule

Delivery schedule for the items

ITEM 1: 1% installment: 2.466.000 tablets up to 60 days after execution of the contract, additional
840 EA FOC — total gquantity 2 456,840 EA.

ITEM 2:1% installment: 3.596 940 tablets up to 150 days after execution of the contract, additional
420 EA FOC — total gquantity 3,597 360 EA.

2™ installment: 3.031.500 tablets up to 210 days after execution of the contract, additional 420
EA FOC — total quantity 3,031,920 EA.

7 installment: 3.031.440 tablets up to 240 days after execution of the contract, additional 420
EA FOC — total quantity 3 597 860 EA.

5.2. The electronic invoice (MF-) submitted by the company upon delivery of the product shall
be accompanied by a copy of the order and a copy of the budget appropriation statement for the
supply implemented or shall mention the process number.

5.3. If the delivery cannot be made on the scheduled date, the company shall provide the
relevant reasons at least twenty (20) business days in advance so that any request for time
extension can be analyzed, with due regard for the events of act of God and force majeure.

54. The goods shall be delivered at the following address: AV. COMANDANTE GUARANYS,
447 — JACAREPAGUAICURICICA — RIO DE JANEIRD — RJ — CEP: 22775-903 - Hours: 5:00
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a.m. to 12:00 p.m. and 1:00 p.m. to 3:00 p.m. Deliveries shall be scheduled through the e-mail
logistica. far@fiocruz.br — Logistics Division. Servant responsible for receipt: Cristina Conceigdo
Rocha Guedes, SIAPE enrcllment-163212-2.

2.2, The shipment of the materials shall take place in accordance with the INCOTERM(3)2020 -
adopted in the contract, and the Intemational Procurement Sector shall evaluate and authorize the
continuation of the shipment and delivery of the materials.

56. A foreign company with no domicile in Brazil shall indicate the local company that will provide
technical aggistance in Brazil during the wamanty period granted by the manufacturer.

57. If the foreign company is not domiciled in Brazil and does not have a local company to carry
out after-sales services, due to the urgency in obtaining the product, the export deadlines and costs
relating to the defective product, time for analysis, and reshipment of the product fit for usse;

5.8, The company shall be fully responsible for all costs relating to the destruction of the defective
{non-conforming) product and for sending the product fit for use.

Warranty, maintenance and technical agsistance

59. The warranty period iz that established in Law Mo, 8,078 of September 11, 1990
(Consumer Protection Code).

G. Contract Management Model

6.1. The coniract shall be sirictly perfformed by the parties, in accordance with the clauses
agreed thereunder and the rules of Law 14,133/2021, and each party shall be liable for the
consequences of its total or parial nonpeformance.

6.2. In case of restraint, order of interruption, or suspension of the contract, the performance
schedule shall be automatically extended by the comesponding perod, and such circumstances
shall be recorded in a simple booklet (Law 14,133/2021, article 115, paragraph 5).

6.3. Communications between the body or entity and Contractor shall be made in writing
whenever the act requires such formality, and the use of electronic message shall be permitied
for this purpose.

6.4. The body or entity may call a representative of the company to adopt measures that shall
be complied with immediately.

6.5. After execution of the contract or eguivalent instrument, the body or enfity may call
Contractor's representative for an initial meeting to present the supervision plan, which will
contain information about the contractual obligations, the supervision mechanisms, the strategies
for performance of the subject matter, the supplementary performance plan of Contractor, if any,
the result measurement method, and the applicable sanctions, among others.

6.6. For the purposes of execution of the contract, the gualification documents submitted by
the foreign company domiciled abroad shall be translated by @ swomn translator in Brazil, and
certified by means of apostilles pursuant to Decree Mo, 8,660 of January 29, 2016, or any other
that may replace it, or legalized by the respective consulates or embassies.

6.6.1. All physical or electronic foreign documents shall be accepted in Brazil as long as they
contain:

6.6.1.1. The Hague Apostille or;

66.1.2. The Brazilian consular legalization stamp in countries not signatory to the Hague
Convention, in accordance with Articles 2 and 3 of the Convention Abolighing the Reguirement
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of Legalization for Foreign Public Documents; or

6.6.1.3. The translation, by a sworn translator, registered with the Boards of Trade of the
Braczilian states, pursuant to Chapter VIl of Law Mo. 14,195 of August 26, 2021. The translation
performed by a Brazilian translator follows the rules established in Brazilian legislation and camies
public faith, according to article 27, paragraph 1 of Law No. 14,195 of August 26, 2021.

Supervigion

6.7. The execution of the contract shall be monitored and supervizsed by the contract
supenvisons), or their respective substitutes (Law 14,133/2021, aricle 117, main section).

Technical Supervision

6.8. The contract technical supervisor shall monitor the performance of the contract to ensure
that all the conditions under the contract are fulfilled, so that the best results for the Administration
are obtained. (Decree 11 246/2022 article 22, VI);

6.8.1. The contract technical supervisor shall record in the confract management history all
occurrences related to the performance of the contract, describing what is necessary to cure the
failures or defects identified. (Law 14,133/2021, article 117, paragraph 1; and Decree
11,246/2022, article 22 11},

6.8.2_If any inaccuracies or imegularties are identified, the confract technical supervisor shall
izsue notices for cure of the performance of the confract, sefting the respective cure period.
(Decree 11,2468/2022 aricle 22 11I};

6.8.3. The contract technical supervizor shall inform the contract manager on a timely basis of
amy situation reguiring a decision or the adoption of measures that go beyond his sphere of
authority, so the contract manager can adopt the necessary and remediation measures, if
applicable. (Decree11,246/2022, article 22, IW).

6.8.4. In the event of occurrences that may impair the performance of the contract on the
scheduled dates, the contract technical supervisor shall immediately notify the contract manager
of such fact (Decree 11,246/2022 arlicle 22 V).

5.8.5. The contract technical supervisor shall notify the confract manager on a timely basis of
the expiry of the contract for which he iz responzible, with a view to the timely renewal or
extension of the contract (Decree 11,246/2022, adicle 22, VII).

Administrative Supervision

6.9. The contract administrative supervisor shall verify that Contractor's qualification conditions
are maintained, monitor the budget appropration, payment, guarantees, disallowances and
formalization of apostiles and supplements thereto, reguesting any relevant supporting
documents, if necessary (article 23, 1 and Il of Decree 11,246/2022).

6.9.1. In the event of non-compliance with contractual cbligations, the contract administrative
supervisor shall take timely action to solve the problem, reporting it to the contract manager so
he can take the appropriate measures, when going beyond the sphere of authority of the contract
administrative supervisor, (Decree 11,246/2022, article 23, IV).

Contract Manager

6.10. The contract manager shall coordinate updates to the contract monitoring and supervision
process containing all formal records on confract performance in the coniract management
higtory, such as the service order, the record of occumences, contract amendments and
extensions, drawing up a report for verification of the need for adjusiments to the contract in order
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to fulfill the Administration’s purpose. (Decree 11, 24672022, adicle 21, IV).

6.11. The contract manager shall monitor the records made by the contract supervisors
conceming all occurrences related to the performance of the confract and the measzures taken,
informing the higher authority, if necessary, those exceeding his sphere of authority. (Decree
11,246/2022, article 21, I1).

6.12. The confract manager shall monitor maintenance of Contractor's qualification conditions,
for the purposes of budget appropriation and payment, and shall note down any problems that
hinder the nomal flow of setlement and payment of the expenditure in the report on possible
risks. (Decree 11,246/2022_ article 21, 111}

6.13. The contract manager shall issue a document supporting the assessment made by the
technical, administrative and sector supervisors regarding compliance with the obligations
assumed by Contractor, mentioning its performance of the contract, bazed on objectively defined
and measured indicators, along with any penalties imposed, including this information in the
record of compliance with obligations. (Decree 11,246/2022, article 21, V).

6.14. The contract manager shall take steps to formalize an administrative liability proceeding
for the purpose of applying sancticns, to be conducted by the commission referred to in article
158 of Law 14,13372021, or by the agent or sector with authority to do so, as the case may be
(Decree 11, 2468/2022 article 21, X).

6.15. The contract manager shall prepare a final report including information on the achievement
of the objectives that justified the execution of the contract and any measures to be adopted to
improve the Administration’s activities (Decree 11,246/2022, article 21, V).

6.16. The contract manager shall send the relevant documentation to the contracts department
for formalization of the settlement and payment procedures, in the amount calculated by the
supenvision and management area under the contract.

Foreign Trade Department

6.17. The Farmanguinhos Foreign Trade department is responsible for taking the necessary
action in situations involving:

6.18. Analysis of foreign documents, even if accompanied by their translations;

5.19. Analysis of commercial proposals for direct imports;

6.20. Monitoring and assistance so that the Administration can obtain the lowest price, taking
into account the prospects and costs involved in the acguisition through direct imports;

6.21. Analysiz, approval of and/or request for any additional clarifications that may be necessary
as regards the documents pertaining to direct imponts, taking into account the INCOTERMS 2020
and other requirements for the smocth performance of the contract;

6.22. Monitoring of the entire international logistics process, including nationalization and
intermal logistics from the bonded terminal to the final destination, ensuring that the Administration
receive the materials in the shortest and best time periods, observing the INCOTERMS 2020 and
contracted modalities;

6.23. Request for and monitoring of the relevant actions with the consenting body responsible
for granting the import license where applicabkle.

6.24. Coordination and monitoring of the pickup of materals from the bonded warshouse until
they are delivered at their final destination;
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6.25. Coordination of and request for payment to the foreign beneficiary, in accordance with the
regulations of the Central Bank of Brazil and the rules applicable to foreign curmrency exchange
contracts with Banco do Brasil.

7. Measurement and Payment Criteria

Receipt of the Subject Matter

7.1. The goods shall be received provisionally and summarily, on delivery, along with the
invoice or equivalent billing instrument, by the person responsible for monitoring and supervizing
the contract, for the purpose of subsequent verfication of their conformity with the specifications
contained in the Terms of Reference and in the proposal.

7.2. For goods imported by CONTRACTOR, upon delivery of the materials, the set of product
nationalization documents shall be received with the tax document on incoming shipments for
the circulation of the goods.

7.3. The goods may be rejected, in whole or in part, including pricr to the provisional
acceptance, if they fail to conform to the specifications contained in the Terms of Reference and
in the proposal, and shall be replaced within one hundrad and twenty (120) calendar days of the
notice to Contractor, at its expense without prejudice to the application of penalties.

T.4. For foreign companies not domiciled in Brazil, before the shipment andfor clearance of
the goods received through direct imports to the freight forwarder at origin, the exporter shall
provide the entire set of documents so that they can be analyzed and approved in advance by
the technical areas.

T7.5. The set of documentz shall be sent to the Foreign Trade team's e-mail at
comex far@fioons br.

T.6. The exporter shall wait for the status and approval of the submitted documentation before
the final shipment of the materals to the destination to be designated by CONTRACTOR.

T.7. The final acceptance shall take place within ten (10) business days of receipt of the invoice
or equivalent killing instrument by the Administration, after verification of the quality and quantity
of the matenals and consequent acceptance by means of a detailed instrument.

T.8. For contracts arising from expenditures whose amounts do not exceed the limit refemed to
in article 75, 11 of Law 14,1332021, the maximum period for final acceptance shall be up to five
(3) business days.

7.9. The deadiine for final acceptance may exceptionally be extended, upon justification, for an
equal perod, when measures are required to verify fulfillment of the confractual requirements.

7.10. For purchases made via direct imports, if the materials supplied fail to conform o the
specifications contained in these Tems of Reference and/or in the approved proposal,
Contractor (exporter) shall arrange for a new international shipment within one hundred and
twenty (120) days from the relevant notice date, so Confractor can deliver new materials to
CONTRACTOR in full, at its own expense, paying the intemational expenses (freight, insurance,
transport, etc_) and other shipping costs, not being subject to the application of any penalty.

T.11. If there are costs in Brazil for exporting the rejected matenal, the legal representative of
the foreign company may assume these costs on behalf of the foreign exporter.

T.12. The foreign company may requesat that the costs arising from the rejection of the material
be debited directly from any payment to which it is entitled, in order to directly setile the export
cogts.
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7.13. In order to inform the foreign company of the details of the rejection of the matenal,
CONTRACTOR shall issue a report with technical justification stating the deviations, results and
reasons for the rejection.

7.14. In the case of controversy over the execution of the object, regarding size, quality and
quantity, the content of art. 143 of Law No. 14,133, of 2021, communicating to the company to
izsue an Invoice regarding the undisputed portion of the execution of the object, for settiement
and payment purposes.

7.15. The period allowed for Contractor to resolve any inconszistencies in the performance of the
subject matter or to comect the invoice or eguivalent billing instrument, as found by the
Administration during the analysis prior to the setiement of expenditure, shall not be taken into
account for final acceptance purposes.

7.16. Provisional or final acceptance shall not exclude civil liability for the soundness and safety
of the service or ethical and professional liability for the perfect perfiormance of the contract.

7.17. CONTRACTOR shall not sell any product whose shelf life is due to expire within six
months. For the purposes of this subsection, the expiry date of a product means the first day of
the month mentioned on the packaging component of the product.

7.18. CONTRACTOR/EXPORTER shall have no liability for PRODUCTS that have actually been
delivered to CONTRACTOR/EXPORTER under this Contract and whose shelf life has expired
while on CONTRACTOR's premises, including, but not limited to, reimbursement of cost and
replacement of products.

Settlement

7.19. Once the invoice or equivalent billing document has been received, it shall be settled within
ten buginess days, in accordance with this section, extendable for the same period, pursuant to
article 7, paragraph 2 of SEGES/ME Mormative Ruling 77/2022.

7.20 The period referred to in the preceding subsection shall be halved, being alzo extendable,
in case of contracts arising from expenses that do not excesd the limit referred to in article 75, 11
of Law Mo. 14 133 of 2021.

7.21. For settlement purposes, the relevant depariment shall check whether the invoice or
equivalent biling instrument submitted contains the necessary and key elements of the
document, such as:

a) the shelf life;

b} the date of issuance;

cl the details of the contract and the confracting body;

d) the respective period of performance of the contract;

e) the amount payable; and

f) the amount of any applicable tax withholdings set aside.

7.22_ In the event of an error in the submission of the invoice or equivalent billing instrument, or
a circumstance that prevents the expenditure from being settled, the expenditure shall be held
up until Contractor adopts the remedial measures, and the deadline shall restart after proof that
the situation has been regularized, at no cost to CONTRACTOR.
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7.23. The invoice or equivalent billing instrument shall be accompanied by proof of tax good
standing, checked through online consultation in the unified supplier registration system (SICAF)
or, if access to SICAF is impossible, through consultation of official websites or the
documentation mentioned in article 68 of Law No. 14,133 of 2021.

724, The Administration shall consult SICAF to: a) check whether the qualification conditions
reguired in the public notice have been maintained, b) identify any possible reason that prevents
participation in bidding, within the scope of the body or entity, that implies a prohibition on
contracting with the public authoriies, as well as indirect disqualifying occurrences (NORMATIVE
RULING No. 3 OF APRIL 26, 2018).

725, If Contractor is a foreign company that iz not domiciled in Brazil, the documents reguired
for each of the SICAF registration levels may be met by eguivalent documents where applicable.

7.26. If Contractor is found to be in an iregular situation with SICAF, it will be notified in writing
and given five (3) business days to either regularize its situation or submit a defense. This
deadline may be extended once for an equal period at the CONTRACTOR's discretion.

727, If no regularization occurs or if the defense iz deemed unfounded, CONTRACTOR shall
notify the tax compliance oversight bodies of Contractor's default and the cutstanding payment.
This ensures that the relevant and necessary measures are taken to secure the receipt of its
credits.

728, If the imegularity persists, CONTRACTOR shall adopt the necessary measures to
terminate the contract in the records of the comresponding administrative proceeding, ensuring
that Contractor has a full defense.

7.29. Once the subject matter has been effectively performed, payments shall be normally made
until it is decided to terminate the contract if Contractor fails to regularize its situation with SICAF.

7.30. In the case of foreign companies that are not domiciled in Brazil, according to the
INCOTERM(S) previously accepted by the parties, the following shall be checked, where
applicable: mode of transport, intemational and/or origin legistics values, codes of the items to
be shipped, details regarding hazardous materal, Harmonized Code andior NCM {Mercosur
Common Nomenclature) code. The entire confract process may be camied out by direct import.

Payment term

7.31. Payment shall be made within a period of up to 30 (thirty) calendar days after passing the
quality assurance tests.

7.31.1. The perod refemred in subitem 7.31. may be exceptionally extended, justifiably, for the
same penod, when there iz a need to take steps to measure compliance with contractual
reguirements.

Payment method

7.33. Payment shall be made by bank order, o be credited to the bank, branch and current
account indicated by Contractor.

7.34. The date of payment shall be deemed to be the day on which the bank order for payment
is issued.

7.35. When payment is made, taxes shall be withheld pursuant to the applicable legislation, and

the amount corresponding to the difference in Tax on Distribution of Goods and Services (ICMS)

rate (DIFAL) and the State Fund for Combating Poverty (FECP) shall be deducted from the

amount of the invoice submitted, where applicable.
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7.36. Regardless of the percentage of tax entered in the spreadsheet, if any, the percentages
established in prevailing legislation shall be withheld at source when payment is made.

7.37. Contractors who regulary opt for the Simples Nacional system, pursuant to Supplementary
Law Mo. 123 of 2006, shall not be required to withheld taxes and confributions included in that
system. However, payment shall be conditional on presentation of proof, by means of an official
document, that it is entitled to the preferential tax treatment provided for in the aforementioned
Supplementary Law.

7.38. Payment to foreign companies that are not domiciled in Brazil shall be processed in
accordance with prevailing Central Bank rules and be freated as a foreign exchange contract,
since it involves credits remitted abroad.

Assignment of credits

7.39. The fiduciary assignment of credit rights with a financial institution is allowed, under the
terms and in accordance with the procedures set out in SEGES/ME Mormative Ruling Mo. 53 of
July 8, 2020, in keeping with the rules of this topic.

740. The assignment of credits, of any kind, shall become effective with respect to the
Administration, upon the execution of an amendment to the administrative coniract.

741, Without prejudice to Confractor's (assignor's) obligation to meet all qualification conditions,
the execution of an amendment for the assignment of credits and the comesponding payments
are also contingent upon the assignee's tax and labor compliance. Additionally, it shall be certified
that the assignee iz not prevented from bidding and coniracting with the public authorities,
according to prevailing legislation, or from receiving tax or credit benefits or incentives, directly
or indirectly, as provided in article 12 of Law No. §.429 of 1992, pursuant to Opinion JL-01 of May
18, 2020.

742, Credits to be paid to the assignee are exactly that which would have allocated o the
assignor (Conftractor) for the performance of the subject matter of the contract, with all defenses
and excepticns to payment and all other clauses outside the common law applicable in the public
law regime levied on administrative contracts remaining absolutely unharmed, including the
possibility of payment into an escrow account or payment upon actual proof of the triggering
event, where applicable, and the deduction of fines, disallowances and losses caused to the
Adminigtration. (NORMATIVE RULING Mo. 53 OF JULY &, 2020 and Annexes thereto)

743, The assignment of credits shall not affect the performance of the subject matter of the
contract, which shall remain the full respongibility of Contractor.

8. Supplier Selection Method and Criteria

8.1. The supplier shall be selected through n BIDDING EXEMPTION procedure, based on the
event set out in article 74, | of Law 14,133/2021.

8_1.1. Pricr to entering into the contract, the Administration shall check for any failure to comply
with the conditions for the contract, especially as regards the existence of a sanction that
prevents it, by consulting official information registers, such as: a) SICAF; b) National Register of
Moncompliant and Suspended Companies (CEIS), maintained by the Comptroller General's
Office of the Federal Government {www_poraldatransparencia.gov_briceis); ¢) National Register
of Punished Companies - CNEP, maintained by the Comptroller General's Office of the Federal
Government (hitps:/iwww. portaltransparencia_gov. br/sancoes/chep).

Supply method

8.2. The subject matter shall be supplied according to the time schedule
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Qualification requirements

8.3. For gualification purposes, the bidder shall prove the fulfillment of the following
reguirements:

8.4. Prior to entering into the contract, the Administration shall check for any failure to comply
with the conditions for the contract, especially as regards the existence of a sanction that
prevents it, by consulting official information registers, such as:

a) SICAF;

b) Mational Register of Noncompliant and Suspended Companies - CEIS, maintained by the
Comptroller Generals Office of the Federal Govemment (W
portaldatransparencia.gov briceis);

;) Mational Register of Punizhed Companies - CMEP, maintained by the Comptroller
General's Office of the Federal Government [l LT
portaliransparencia.gov.br'sancoes/cnep).

8.5. Consultation of the registers shall be cammied out in the name of the interested company
and its majority partner, pursuant to article 12 of Law No. 8,429 of 1992, which provides, among
the sanctions imposed on the person responsible for committing misconduct in office, prohibiticn
from contracting with the public authorities, even through a legal entity in which the offenderis a
majority partner.

B8.6. If the interested party's Status Consultation shows the existence of Indirect Disqualifying
Occurrences, the contract manager shall adopt measures to verify whether there has been fraud
on the part of the companies indicated in the Indirect Disqualifying Occurrences Report.

8.7. Attempted circumvention shall be checked through corporate relationships, similar supply
lines, among others.

B8.8. The interested party shall be invited to voice its opinion pricr to any refusal to award a
coniract.

8.9. If the contract conditions are met, the interested party's qualification shall be checked
through SICAF, based on the documents it encompasses.

8.10 The interested party shall keep the respective documentation on SICAF up to date, or send
the respective updated documentation when reguested by the Administration.

8.11. Qualification documentz indicating different MNational Register of Legal Entities
(CNPJVIndividual Taxpayers' Register (CPF) numbers shall not be accepted, except for those
legally permifted.

B.12. If the interested party is the parent company, all documents shall be in the name of the
parent company, and if the supplier is a branch, all documents shall be in the name of the branch,
except for cerificates of technical capacity, if required, and in the case of those documents which,
by their very nature, are provenly issued only in the name of the parent company.

8.13. CHNPJ registrations of parent and branch suppliers with differences in the numbers of
documents relating to the CHND and CRF/FGTS shall be accepted, when the centralization of
payment of these contributions is proven.

8.14. For qualification purposes, the interest party shall prove the following requirements, which
shall be demanded according to their legal nature:
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Legal qualification

8.15. Matural person: identity card (RG) or equivalent document which, by operation of law, i
valid for identification purposes throughout national territory.

8.16. Individual entrepreneur: registration with the Public Registry of Commercial Companies,
under the responsibility of the Commercial Registry of the respective registered office.

8.17. Individual Microentrepreneur (MEI): Cerificate of Individual Micreentrepreneur Status
{CCMEI), acceptance of which shall be subject to verfication of authenticity on the website
hitpafwww.gov. briempresas-e-negocios/pt-brlempreendedaor,;

8.18. Business company, nominal independent contractor (SLU) or company identified as an
limited liability sole proprietorship (EIRELI): registration of the articles of incorporation, bylaws or
articles of association with the Public Registry of Commercial Companies, under the
responsibility of the Commercial Registry of the reapective registered office, accompanied by the
supporting documents of its senior managers.

8.19. Foreign business company: ordinance granting authorization to operate in Brazil,
publizhed in the Federal Official Gazette and filed with the Commercial Registry of the political
unit where the branch, agency, main branch or establishment is located, which shall be
considered as its registered office, according to DREVME Mormative Ruling Mo. 77 of March 18,
2020.

8.20. Foreign business compamy that is not domiciled in Brazil. companys ariicles of
incorporation in the country of crigin, eguivalent to that required for companies domiciled in Brazil,
accompanied by a swom translation.

8.21. Mon-business company: registration of the articles of incorporation with the Civil Registry
of Legal Entities of the place where it has its registered office, accompanied by the supporting
documents of its senior managers.

822 Branch, main branch or agency of a non-business or business company: registration of the
articles of incorporation of the branch, main branch or agency of the non-business or buginess
company, respectively, in the Civil Registry of Legal Entities or in the Public Registry of
Commercial Companies where it operates, with annotation in the Registry where the parent
company has its registered office.

8.23. Cooperative company: deed of foundation and bylaws, with the minutes of the meeting that
approved them, duly filed with the Commercial Registry or registered with the Civil Registry of
Legal Entities of the respective registered office, in addition to the registration referred to in article
107 of Law Mo. 5,764 of December 16, 1971.

824, Family farmer: valid Declaration of Eligibility to the National Program to Strengthen Family
Faming (Pronaf) - DAP or DAP-P, or other documents defined by the Special Secretariat for
Family Farming and Agrarian Development, pursuant to article 4, paragraph 2 of Decree No.
10.880 of December 2, 2021.

8.25. Rural Producer: registration with the National Social Security Institute (INS3) Specific
Regisiry (CEl), proving gualification as an individual rural producer, pursuant to RFBE Normative
Ruling No. 971 of HNovember 13, 2009 (articles 17 to 19 and 165).

8.26. The documents submitted shall be accompanied by all amendments or respective
restatement thereof.

Tax, social and labor gualification

8.27. Proof of registration with the National Register of Legal Entities or the Individual Taxpayers’
Matsoruad Chaember af Models of ublez Precuresent andl Contescts of the Cleneral
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Reqgister, as appropriate.

B8.28. Proof oftax compliance status with the Mational Treasury, by presenting a certificate issued
jointly by the Brazilian Federal Revenue Service (RFB) and the Attomey-General's Office of the
Maticnal Treasury (PGFN), refeming to all federal tax debts and the Federal Past-Due Tax
Liakilities (DAL} administered by them, including those related to Social Security, pursuant to
Joint Ordinance Mo. 1.751 of Gctober 2, 2014, issusd by the Secretary of the Brazilian Federal
Revenue Office and the Attomey-General of the National Treasury.

8.29. Proof of good standing with the Unemployment Guarantee Fund (FGTS).

8.30. Declaration that it does not employ anyone under the age of 18 in night, dangerous or
hazardous work and that it does not employ anyone under the age of 16, except minors from the
age of 14 as apprentices, pursuant to article 7, XXX of the Constitution.

8.31. Procf that there are no unpaid debts with the Labor Court, by presenting a clearance
certificate or a liability certificate with clearance effects, pursuant to Title V1I-A of the Consolidated
Labor Laws, approved by Decree-Law No. 5,452 of May 1, 1943.

8.32 Proof of registration in the [State/District] or [Municipal/District] taxpayers' register for the
suppliers domicile or registered office, relevant to its line of business and compatible with the
subject matter of the coniract.

8.33. Proof of good standing with the [State/District] or [Municipal/District] Treasury of the
suppliers domicile or registered office, relating to the activity in which it contracis or competes.

B8.34. If the supplier is considered exempt from [State/District] or [Municipal/District] taxes related
to the subject matter of the contract, it shall prove this by submitting a declaration from the
respechive Treasury of its domicile or registered office, or another equivalent, in pursuant to law.

8.35. Suppliers classified as individual microentrepreneurs who wish to benefit from the special
treatment provided for in Supplementary Law No. 123 of 2006 shall be exempt from proof of
registration in the state and municipal taxpayers' registers.

Economic and Financial Qualification

8.36. A civilinsolvency clearance certificate issued by the case assignment officer of the domicile
or registered office of the interested party, in the case of a natural person, provided that the
contract with the natural person iz admitted (article 5, ll{c) of Seges/ME Normative Ruling Mo.
116 of 2021) or, in the case of a non-business company, 8.38. a bankruptcy proceedings
clearance certificate issued by the case assignment officer of the suppliers registered office (Law
14,133/2021, article 69, main section, I1);

8.37. Balance sheet, income statement, and other accounting statements for the past two (2)
financial years, showing,

8.37.1. General Liguidity (LG), Current Liquidity (LC) and General Solvency (SG) ratios
greater than one (1);

8.37.2. Companies set up during the financial year of the direct contract shall meet all
gualification requirements and may replace the financial statements with the opening balance
sheet.

8.37.3. The documents referred to above shall be imited to the last financial year in the
event that the legal entity has been incorporated for less than two (2) years; 8.39.4. the
documents referred to above shall be reguired based on the limit set by the Brazilian Federal
Revenue Office for the transmission of the Digital Bookkeeping - ECD fo Sped.
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8.38. If the interested company shows a result of less than or equal to one (1) in any of the
General Ligquidity (L), General Solvency (5G) and Current Liguidity (LC) ratios, a minimum net
worth of 8% of the tofal value of the contract shall be required for qualification purposes.

8.39. Companiez created in the financial year of the direct contract shall meet all the
reguirements for qualification and may replace the financial statements with the opening balance
sheet. (Law No. 14 133 of 2021, article 65, paragraph 1).

8.40. Compliance with the economic ratios set out in this subsection shall be attested to by a
declaration signed by a qualified accounting professional and presented by the supplier.

8.41. For foreign companies that are mot domiciled in Brazil, where the declaration iz issued by
a qualified acecounting professional in their country of origin, they shall provide a power of attorney
or a declaration confirming that the signatory of the document haz knowledge of and
responsibility for the company's economic and financial information.

Gualification of Forgign Companies

8.42. Foreign companies that are not domiciled in Brazil shall meet the abovementioned
Qualification requirements by presenting eguivalent documents issued by the control bodies,
secretariats, states, chambers of commerce, etc. of their country; where applicable.

8.43. Companies interested in paricipating in the bidding procedure shall register with SICAF,
in accordance with the system’s registration rules.

844 A foreign company that does not operate in Brazil shall obtain a SICAF registration code
in order to participate, assuming full rezponsibility for the documents and information entered into
the system.

8.44.1. A foreign company that iz not domiciled in Brazil shall provide information in the
SICAF register, including documentation relating to the granting of powers to sign bids, contracts
and =20 on; being liable in Brazil on behalf of the foreign company that is not domiciled;
administratively and legally, to its legal representative in Brazil.

8.45. As to documents that cannot be provided due to the specific legislation of the bidder's
country of origin or that are not eguivalent to Brazilian legislation, a declaration of infeasibility
shall be included in the appropriate field in the SICAF register for foreign companies.

Technical Qualification

8.46. The product is subject to public health surveillance control and inspection by the National
Public Health Agency (ANVYISA), pursuant to Law 6, 360/1976, regulated by Decree B 07712013,
which requires that specific documents be submitted according to the class of products, as listed
below:

B.46.1. Authorization to Operate (AFE) granted to the bidder by the Ministry of Health.

a) Applicable to medicines, pharmaceutical ingredients, cosmetics, personal care products,
perfumes, health products and sanitizers. The document shall state the compatible activity.

b) Companies located outzide national territory are not required to submit an Authorization to
Operate (AFE).

cl If the bidder iz not the manufacturer, in addition to bidder's own AFE, it shall submit the
manufacturer's AFE or inform the manufacturer's CNPJ number so that the Administration can
consult it online.

d) Companies exempt from having an AFE in accordance with prevailing legislation shall
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present proof of such exemption as well as the product manufacturer's AFE or CHPJ number for
consultation.

e) Legal Basis: Law MNo. 6360 of September 23, 1976 (regulated by Decree No. 8,077 of
August 14, 2013); Law Mo. 6437 of August 20, 1977; Board Resolution RDC Mo. 16 of Aprl 1,
2014, as amended.

8.46.2. Updated and prevailing License to Operate (Public Health Pemit) issued by the Public
Health Surveillance body of the State or City where the Bidder company is located.

a) Applicable to medicines, pharmaceutical ingredients, cosmetics, personal hygiens
products, perfumes, health products, and sanitizers. The document must state the compatible
activity.

b) If a renewed Public Health License for the current year has not yet been issued, the bidder
must present the Public Health License for the previous year, accompanied by proof of renewal
application, provided that the application had been filed within the first one hundred and twenty
(120} days of each year.

cl Companies located outside national temritory are not required to present a License to
Operate.

d) Companies exempt from having a license under prevailing legislation must present proof of
exemption;

e) Legal basis: Law Mo. 6,360 of September 23, 1976 (as regulated by Decree No. 8,077 of
August 14, 2013). Law No. 5,991 of December 17, 1973, Law No. 6,318 of December 22, 1975,
as amended.

8.46.3. Updated and prevailing Bidder's Technical Good Standing Cerificate issued by the
Regional Council of the clags to which the responsible technician belongs in the State where the
company is located.

a) Applicable to medicines, pharmaceutical ingredients, cosmetics, perzonal hygiens
products, perfumes, health products and sanitizers.

b) Companies located outside the Brazilian territory are required to present Technical Good
Standing Certificate.

cl Legal basis: Law MNo. 6,360 of September 23, 1976 (as regulated by Decree No. 8,077 of
August 14, 2013

8.47. If Bidder represents a manufacturer, whether the manufactureris based in Brazil or abroad,
it must provide the manufaciurer's documentation.

8.48. Documents izsued by intemational public authorities must comply with Decree Mo. 8,660
of January 29, 2016. Thus, documents from countries that are signatories to the Convention
Abolizhing the Requirement of Legalization for Foreign Public Documents are exempt from
consular certification.

9. Estimated Contract Value

9.1. The total estimated contract value is 182,615,752.80 (one hundred eighty two million, six
hundred fifteen thousand, seven hundred fifty two reais and eighty cents) according to the table
im subsubsection 1.1 of these Terms of Reference.

10.  Budget Allocation
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10.1. Expenditures arizing from this contract shall be covered by specific funds allocated to the
Federal Budget.

10.2. The Confract shall be supported by the following allocations:

1} Management/Unit: 25201/254446;

I} Source of Funds: 1002;

My Work program: 10.303.5017.4705.0001 (Action: 4705 - Promotion of Pharmaceutical
Assistance through Availability of Specialized Component Medicines)

V) Expenditures Element: 33.90.30;

Y1 Internal Plam: A1MFAR.

11. The following are CONTRACTORs obligations

11.1. The following are CONTRACTOR s obligations:

11.2. Demanding compliance with all obligaticns assumed by Contractor, in accordance with the
confract and its exhibits;

11.3. Receiving the subject matter by the deadline and under the conditions set out in the Terms
of Reference;

11.4. Motifying Conftractor in writing of any vices, defects or inaccuracies in the subject matter
supplied, so that it can be replaced, repaired or corected, in whole or in part, at Contractor's
expense;

11.5. Monitoring and inspecting the performance of the contract and Confractor's fulfillment of
its obligations;

11.6. Motifying the company to issue an invigice for the undisputed portion of the performance of
the subject matter for purposes of settlement and payment, when there iz a divergence over the
performance of the subject matter in terms of size, quality, and quantity, in accordance with article
143 of Law 14,133 of 2021,

11.7. Paying Contractor the amount due for the supply of the subject matter by the specified
deadline, in the manner and under the conditions cutlined in this contract;

11.5. Applying to Contractor the sanctions set forth in law and in this contract;

11.9. Informing the judicial representation body of the Federal Attorney General's Office to take
approprate action if Contractor fails to meet its obligations;

11.10. Explicitly making decizions on all requests and complaints related to the performance of
this contract, except for those that are clearly irelevant, solely intended to cause delays, or not
pertinent to the proper execution of the agreement.

11.11. The administration will have a period of 60 (sixty) days from the date of filing the request
to decide on requests and complaints related to the execution of this Agreement, with a motivated
extension permitted for an equal pericd.

11.12. Administrative claims that do not meet the admissibility requirements set out in Laws
14,133/2021 and 9,784/1999 will not be heard.
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11.13. If the servant responsible for overseeing the contract determines that the requests and
complaints related to the performance of the contract lack the necessary documentation for
analysis and decision-making, the servant shall inform the interested party of the need to address
these deficiencies, including reasong for such determination. The decision period shall be
suzpended until the deficiencies are comected.

11.14. Responding to any requests made by Contractor to reestablish the economic and financial
balance within a maximum of sixty (60) days.

11.15. The provisions of the previous subsubsections regarding requests and claims related to
the performance of the contract shall apply, where applicable, to requests for economic and
financial rebalancing.

11.16. The administration will not be responsible for any commitments made by the Contractor
with third parties, even if linked to the execution of the contract, as well as for any damage caused
to third parties as a result of an act by the CONTRACTED PARTY, its employees, agents or
subordinates.

12.  Contractor's Obligations

12.1. Contractor must fulfill all obligations outlined in thiz Confract and itz exhibits, assuming
sole responsibility for the risks and expenses associated with the proper and complete
performance of the subject matter of the contract. Additionally, Contractor must adhere to the
following obligations:

12.2. Assuming responsibility for defects and damages related to the subject matter, in
accordance with the Brazilian Consumer Protection Code (Law 8,078 of 1990) within the limit
that the CONTRACTOR demonsirably gives cause.

12.3. Informing CONTRACTOR, no later than twenty-four (24) hours before the delivery date, of
the reasons preventing the fulfilment of the scheduled deadline, with appropriate evidence;

12.4. Adhering to regular orders issued by the contract supervisor, manager, or higher authority
(article 137, Il, of Law 14,133 of 2021) and providing any requested clarifications or information;

12.5. Repairing, correcting, remaving, reconstructing, or replacing, at its own expenze and by
the deadline set by the coniract inspectior, any goods found to have defects, flaws, or
inaccuracies resuling from the execution or matenals used;

12.6. Assuming responsibility for defects and damages arizing from the performance of the
subject matter, as well as for any harm caused to the Administration or third parties, with the
understanding that CONTRACTOR's oversight or monitoring of confract perfformance shall not
reduce such responsibility. CONTRACTOR is authonzed to deduct from payments due or from
the guarantee, if required, the amount comesponding to the damages suffered;

12.7. Where verifying regular standing with SICAF is not poasible, Contractor must submit the
following documents to the deparment in charge of monitoring the contract, along with the
imvoice for payment: 1) proof of compliance with social security obligations; 2) joint clearance
certificate for federal taxes and the federal tax debt roster; 3) cerdificates demonstrating
compliance with state or municipal treasury obligations at Contractor's domicile or headquarters;
4) FGTS Clearance Certificate {CRF); 5) Labor Debt Clearance Cerdificate (CHNDT]);

12.8. Assuming responsibility for the fulfillment of all labor, social securty, tax, commercial, and
other cbligations stipulated in applicable legislation, with the understanding that failure to do so
shall not transfer such responsibility to CONTRACTOR nor encumber the contract's subject
matter;
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12.9. Motifying the contract supervisor within twenty-four (24) hours of any abnormal occurrence
or accident at the place of performance of the subject matter of the contract;

12.10. Interrupting, at CONTRACTOR's request, any activity that is not being camied out in
accordance with good technigue or that endangers the safety of people or property of third
parties;

12.11. Ensuring all qualifications reguired in the tender are maintained throughout the term of the
contract, in accordance with the obligations assumed;

12.12. Throughout the contract period, adhering to the legal provisions for reserving positions for
persons with dizabilities, individuals rehabilitated under the social securty system, apprentices,
and other positions as stipulated by law (Article 116 of Law 14,133 of 2021);

12.13. Evidencing the reservation of positions referred to in the above clause by the same
deadline set by the contract supervisor, including a list of the employees who have filled said
vacancies (article118, scle paragraph, of Law 14,133 of 2021});

12.14. Keeping all information obtained as a result of the performance of the contract in confidence.

12.15. Assuming responsibility for any emors in estimating quantities in its proposal, including
variable costs due to future and uncertain factors. Contractor must supplement these costs if the
initial estimate in its proposal are insufficient to fulfill the contract's requirements, except in the
cases described in article 124, Il, d, of Law 14,133 of 2021;

12.16. In addition to complying with applicable legal provisions at the federal, state, or municipal
levels, adhering to CONTRACTOR's safety regulations.

12.17. Deliver, with the cargo, the following documents when required by law:

12.17.1. Commercial Invoice signed and stamped, including previously negotiated details.

12.17.2. Packing list signed and stamped, including size of packages, gross weight, net weight,
guantity of packages, batch number, cutput and expiry date, shelf life and all other details that
may be necessary and required by CONTRACTOR/IMPORTER.

12.17.3.  Provide the following documents, if necessary and applicable, fto
CONTRACTOR/AIMPORTER before shipment Certificate of Analysis, Veterinary Cerlificate,
International Plant Protection Convention (IPPC) Cerificate, Safety Cerfificate, Declaration of
Shipment for Dangerous (Goods, any other quality or technical documents.
CONTRACTOR/EXPORTER must include the MCM number (tarff code) and Farmanguinhos
CHPJ (Mo. 33.7581.055/0049-80) on all relevant documents issued by the EXPORTER andlor its
freight forwarder or carmier.

12.17.4. As this iz a reguirement from Brazilian customs, subsubsection 12.17.3. must be
followed. Otherwize, we will not be able to clear the goods through Brazilian customs.

12.17.5. Do not put documents inside boxes or equivalent packaging as the material will only be
opened in Brazil.

12.17.6. CONTRACTOR / EXPORTER must send by email t0 comex far@fiocruz=br, at lzast two
(2) business days before shipment, the commercial invoice, packing list, technical sheets andlor
any other document requested by technicaliquality control, IPPC certificate, and a copy of the
HAWB, if applicable.

12.17.7. The set of documents relating to cargo and shipment must be signed by
Contractor/SHIPPER  andlor the AGENT and sent together with the cargo, in orginal
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counterparts.

12.17.8. All cargo, whether penshable or of any kind, must be delivered to the agent of
CONTRACTOR/EXPORTER or the agent of CONTRACTOR/IMPORTER with clear written
instructions. In addition, any specific issues, especially regarding temperatures and the form of
packaging and transportation, must be informed 24 hours in advance.

12.17.9. Shipment and/or delivery to the agent of CONTRACTOR/EXPORTER or to the agent of
CONTRACTOR/JMPORTER shall only be approved by CONTRACTOR/MPORTER after
checking all the necessary documents.

12.47.10. F CONTRACTOR/IMPORTER requests any revisions, CONTRACTOR/EXPORTER
miust adjust the document BEFORE releasing the cargo for shipment or for the carrier.

121711, CONTRACTOR/IMPORTER iz entitled to five (3) free days of storage at the Rio de
Janeiro airport (GIG)  warehouse after  the cargo amives. Accordingly,
CONTRACTOR/EXPORTER has the following obligations regarding this matter, when
applicable:

12.17.12. Cargo must amive at the Rio de Janeiro Airport only on Sundays or Mondays, except
in cage of exceplions previcusly authorized by IMPORTERICONTRACTOR.

121713, If storage extends beyond the free period due to actions of
CONTRACTOR/EXPORTER, the cost of the additional storage shall be deducted from the
payment owed to them.

12.17.14. If the situation described above occurs during the current acguisition,
CONTRACTOR/IMPORTER shall notify CONTRACTOREXPORTER via email before making
the deduction. The email shall specify the amount to be deducted, including proof of payment of
the extra or undue expense.

13.Administrative Infractions and Sanctions

13.1. Pursuant to Law 14,133 of 2021, an administrative infraction is committed by the contractor
whio:

a)y gives rise to partial nonperformance of the contract;

b} gives rise to partial nonperformance of the confract that causes serious damage to the
Administration or to the operation of public services or to the collective interest;

cl gives rise to full nonperformance of the confract;

d) fails to submit the required documentation:
e) fails to maintain the bid, except as a result of a justified supervening event;
f) failz to enter into the contract or provide the reguired contract documents when called,

within the bid's validity period;

[1])] delays the performance or delivery of the subject matter of the contract without justification;

h} submites false declaration or documentation required for the bidding procedure or makes a
falge statement during the electronic waiver or performance of the contract:

defrauds the contract or commits a fraudulent act during the performance of the contract:
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1] behaves in an unfit manner or commits fraud of any kind;

k) engages in unlawful activities to undermine the cbjectives of the contract;

I commits the harmful act provided for in aricle 5 of Law No. 12 846 of August 1, 2013.

13.2. The authorized person will face the following sanctions for the administrative infractions
described above:

l. A warning shall be issued if Contractor causes partial nonperformance of the contract,
whenever a more severe penalty is not justified (Aricle 156, Paragraph 2, of Law 14,133 of 2021);

II. Contractor shall be prohibited from bidding and contracting if it engages in the conducts
described in tems h", “c" and “d" of the above subsection of this Contract, whenever a more
severe penalty is not justified (arficle 156, paragraph 4, of Law 14,133 of 2021);

lll.  Declaration of lack of good standing to bid and execute contracts will be issued against
Contractor if it engages in the conducts described in items "e®, "', "g” and "h" of the above
subsection of thiz Contract, as well az in items "b", "¢" and "d", justifying the imposition of a more
serious penalty (article 156, paragraph S5, of Law 14,133, of 2021).

Y.  Fine:

(1)  Moratorium of 0.5% (zero point five percent) per day of unjustified delay on the value of
the unpaid installment, up to the limit of 5% (five percent), calculated on the value of the defaulted
ingtallment, counted from the characterization delay by the CONTRACTOR, in cazes of delay in
delivery of the PRODUCT, provided that such delay iz caused by the exclusive fault of the
CONTRACTOR;

(2) a compensatory fine of five percent (5%) of the total contract value in case of tofal
nonperformance of the subject matter.

{3) Compensatoria, para a inexecugdo total do contrato prevista na alinea “c” do subitem 13.1,
de 5% (cinco por cento) do valor do Confrato.

{4) For the infraction described in item "b" of subitem 13.1, the fine will be 5% (five percent) of
the Contract value.

(5) For the infractions described in item “d" of subitem 13.1, the fine will be 5% (five percent) of
the Contract value.

(6) For the infraction described in tem "a" of subitem 13.1, the fine will be 5% (five percent) of
the Contract value.

13.3. In no circumstance the application of the sanctions provided excludes the obligation to
make full reparation of the damage caused to CONTRACTOR (article 156, paragraph 9, of Law
14,133 of 2021).

13.3.1. All sancticns provided may be applied cumulatively with the fine (article 156, paragraph
7 of Law 14 133 of 2021).

13.3.2. Before imposing a fine, the interested party shall be given fifteen {15) business days from
the date of notification to submit a defense (aricle 157 of Law 14.133 of 2021).

1333 If the imposed fine and owed compensation exceed any payment due from
CONTRACTOR to Contractor, the exceeding amount shall be deducted from the guarantee
provided or invoiced accordingly.
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13.3.4. Before being sent for judicial collection, the fine may be paid in administrative sphere
within & maximum of thirty (30) days from the date of receipt of the communication sent by the
competent authority.

13.4. The zanctions shall be imposed through an administrative proceeding that guarantees
Contractor the right to the adversary system and full defense, in accordance with the procedure
outlined in the main section and paragraphs of article 158 of Law 14,133 of 2021 for the penalties
of prohibition from bidding and contracting and declaration of lack of good standing to bid or
contract.

13.5. When applying the sanctions, the following aspects shall be considered (article 156,
paragraph 1, of Law 14,133 of 2021):

aj the kind and severity of the violation committed;

b) the characteristics of each specific case;

cl the aggravating or attenuating circumstances;

d) the damages caused thereby to the Public Administration;

e) the implementation or improvement of an integrity program, pursuant to rules and
guidelimes of supenvisory bodies.

13.6. The acts establizhed as administrative violations in Law 14,133 of 2021 or in other laws
dealing with confracts with the Public Administration, which are also deemed harmful acts in Law
12,846 of 2013, shall be jointly investigated and reviewed in the same records, with due regard
for the sequence of procedures and the jurisdiction defined in that Law (article 159).

13.7. Contractor's corporate entity may be disregarded whenever used abusively to facilitate,
conceal, or disguise the performance of unlawiul acts provided for in this contract or cause
commingling of assets. In this case, all effects of the sanctions imposed on the legal entity shall
be extended to its administrators and partners with management powers, the successor legal
entity, or the company of the same sector with a factual or legal association or control relationship
with the sanctioned party, with due regard for, in all cases, the principles of adversary system,
full defense, and mandatory prior legal analysis (article 160 of Law 14,133 of 2021).

13.8. CONTRACTOR shall, within fifteen (15) business days as from the date of imposition of
the sanction, inform and keep up-to-date data related to the sanctions applied thereby, for
purposes of disclosure in the National Register of Noncompliant and Suspended Companies
(Ceig) and in the National Register of Punizhed Companies (Cnep), created within the scope of
the Federal Executive Branch (article 161 of Law 14,133 of 2021).

13.9. A contractor who has been imposed the sanctions of prohibition from bidding and
contracting and declaration of lack of good standing to bid and contract may be requalified
pursuant to article 163 of Law 14 133/21.

13.10. Contractor's debts to the contracting Administration, arising from administrative fines
andfor indemnities not yet included in the roster of debtors, may be partially or fully offsst against
credits owed by the same body under thiz contract or other administrative contracts with the
same body, in accordance with SEGES/ME Normative Ruling No. 26 of April 13, 2022

14.  Monetary Adjustment

14.1. The contract is nonadjustable, considering the absence of an index and calculation basis.

14.2. However, once the approprate index has been identified, the contract may be amended
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to include the adjustment provision, in accordance with the Federal Attomey's General Office
(AGLU) and with the adaptations usually adopted by this institution.

15.  Final Provisions

15.1. During the Bid Evaluation Phase, the following documents must be presented in case of
products subject to health control and inspection by ANVISA under Law 6, 360/15976, as regulated
by Decree 8,077/2013, or controlled by the Federal Police, the Army, and Civil Police under Law
MNo. 10,357 of December 27, 2001, Decree No. 4,262 of June 10, 2002, and Decree No. 3,665
of November 20, 2000:

15.1.1. Product registration, nofification, or inclusion of the product in the system, when
applicable, within its shelf life.

a) Applicable to medicines, active phamaceutical ingredients, health products, sanitizers,
cosmetics and personal hygiene products:

b) The status of the product shall be consulied by the Administration on ANVISA's website. If
this is not possible, the Administration shall request the documentation directly from the Bidder
during the Bid Evaluation phase;

c) Legal basis: Law No. 6,360 of September 23, 1978, ANVISA Board Resolution (RDC) Mo.
3072008 and RDC Mo. 57 of November 17, 2009, RDC MNo. 60 of October 10, 2014, Law No. [sic]
of October 10, 2014, Law Mo. 12 401 of April 28, 2011, RDC No. 59 of December 17, 2010, RDC
MNo. 185 of October 22, 2001, RDC No. 07 of February 10, 2015, as amended;

d) RDC Mo. 200 of December 26, 2017, RDC No. 73 of April 7, 2018, RDC MNo. 37 of August
3, 2011, as amended.

15.1.2. Updated and prevailing Good Manufacturing Practices Certificate issued by ANVISA (for
Brazilian manufacturers) or izssued by the competent Health Authority of the country of origin (for
foreign manufacturers).

a) Applicable to active phamaceutical ingredients and medicines.

a) The Administration shall verify the certification on ANVISA's website. If this is not
possible, the Administration shall request the documentation directly from the Bidder during the
Bid Evaluation phase.

a) Legal basis: RDC Mo. 69 of December 8, 2014, RDC Mo. 17 of April 16, 2010, as amended.

16. Responsible persons

All electronic signatures follow official Brasilia time and are based on paragraph 3 of article 4 of
Decree Mo. 10,543 of November 13, 2020.

VANESSA LORDELLD TRINDADE
Analista de Gestdo em Salde / Health Management Analyst
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Documento assinado eletronicamente por Antonio Carlos Crespim Junior, Usuario Externo, em
13/11/2024, as 16:10, conforme horario oficial de Brasilia, com fundamento no art. 62, § 12, do
Decreto n? 8.539, de 8 de outubro de 2015.



http://www.planalto.gov.br/ccivil_03/_Ato2015-2018/2015/Decreto/D8539.htm
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Documento assinado eletronicamente por Jorge Souza Mendonca, Diretor do Instituto de Tecnologia
em Farmacos (Farmanguinhos), em 13/11/2024, as 16:34, conforme horario oficial de Brasilia, com
fundamento no art. 62, § 12, do Decreto n? 8.539, de 8 de outubro de 2015.

sel g

eletrénica

Documento assinado eletronicamente por Claudia Damazio da Silva, Prestadora de servico, em
13/11/2024, as 16:39, conforme horario oficial de Brasilia, com fundamento no art. 62, § 12, do
Decreto n? 8.539, de 8 de outubro de 2015.

il
Sel o
assinatura
eletrbnica

Documento assinado eletronicamente por Isis Diniz Ferreira Passos, Prestador(a) de Servigo, em
13/11/2024, as 16:40, conforme horario oficial de Brasilia, com fundamento no art. 62, § 12, do
Decreto n? 8.539, de 8 de outubro de 2015.

[=] A autenticidade deste documento pode ser conferida no site

=Ty
http://sei.fiocruz.br/sei/controlador_externo.php?

w ol
e
g lﬂ"' P42 acao=documento_conferir&id_orgao_acesso_externo=0, informando o cédigo verificador 4454614 e o
1 codigo CRC 329A1677.
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