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EXTRATO DE DELIBERACAO DA DICOL

CIRCUITO DELIBERATIVO

Conforme decisao da Diretoria Colegiada em reuniao
realizada por meio do Circuito Deliberativo - CD
1.064/2024 - Solicitacao de Excepcionalidade, de
13/9/2024, informo:

Relator: Daniel Meirelles Fernandes Pereira

Processo: 25351.816068/2024-30

Expediente: 1252098/24-3

Ementa: Trata-se de analise da solicitacdao de excepcionalidade
encaminhada via Oficio (SElI 3146412) pela empresa Becton
Dickinson Industrias Cirdrgicas Ltda - BD, inscrita sob o CNPJ
21.551.379/0001-06. A solicitacao refere-se a extensao excepcional
do prazo de validade dos frascos de hemocultura, de forma que o
prazo atual de 9 meses seja estendido para 10 meses.

Posicao do Diretor: Favoravel

Area: GGTPS

INFORMACOES DA VOTACAO

DIRETOR VOTO
ANTONIO BARRA TORRES SIM
MEIRUZE SOUSA FREITAS SIM
ROMISON RODRIGUES MOTA SIM

DANIEL MEIRELLES FERNANDES PEREIRA SIM

FREDERICO  AUGUSTO DE ABREU SIM
FERNANDES

- Observacao feita pela Diretora Meiruze Freitas na tela de
votacao - que sejam preservadas as condicoes ideais de
acondicionamento do produto, que a empresa comunique
aos servicos de saude e disponibilize no seu portal
eletronico os lotes com validade estendida.



- A Diretoria Colegiada decidiu, por unanimidade,
AUTORIZAR, em carater excepcional, a extensao do prazo
de validade dos frascos de hemocultura BD BACTEC Peds
Plus F (Notificacao n2 10033430739), BD BACTEC Plus
Anaerobic F (Notificacao n2 10033430737), BD BACTEC Plus
Aerobic F (Notificacao n2 10033430758), conforme anexo,
solicitada pela Becton Dickinson Industrias Cirudrgicas Ltda
- BD (CNPJ 21.551.379/0001-06), nos termos do voto do
relator - Voto n2 214/2024/SEI/DIRE3/Anvisa (SEl 3160836).

Anexo
Data de
Data de
Matorial Nome do Produto R:nu::::ltﬁ?h Lote Validade L,
(DD-MMM-AA)
{DD-MMM-AA)
442020 BD BACTEC™ Pads Plus™ /F Culture Vials 10033430730 3340624 08-Sap-24 04-Oct-24
442020 BD BACTEC™ Peds Plus™/F Culture Vials 10033430739 4038409 12-Nov-24 12-Dec-24
442020 BD BACTEC™ Peds Plus™/F Culture Vials 10033430739 4086570 16-Dec-24 15-Jan-25
442020 BD BACTEC™ Peads Plus™/F Culture 'Vials 10033430730 A0BB5TZ 16-Dec-24 15-Jan-25
442020 BD BACTEC™ Pads Plus™/F Culbure Vials 10033430739 4054945 07 -Jan-25 D-Fizb-25
442020 BD BACTEC™ Peds Plus™/F Culbure 'Vials 10033430739 4101478 13-Jan-25 12-Fab-25
4420210 BD BACTEC™ Peds Plus™ 'F Culture Vials 100334307 39 4171539 24-Mar-26 23-Api-25
442020 BD BACTEC™ Pads Plus™/F Culture Vials 10033430730 4178107 27-Mar-25 26-Apr-28
442020 BD BACTEC™ Peds Plus™'F Culture Vials 10033430735 I340824 09-Sep-24 08-0c1-24
442020 BD BACTEC™ Peds Plus™/F Culture Vials 10033430739 4038400 12-Nov-24 12.Dec-24
442020 BD BACTEC™ Peds Plus™/F Culbure 'Vials 10033430730 A06E5TO 16-Dec-24 15-Jan-25
442020 BD BACTEC™ Peds Plus™/F Culbure Vials 10033430739 40594545 O7-Jan-25 08-Feb-25
442020 BD BACTEC™ Peds Plus™/F Culbure 'Vials 10033430730 A038409 12-Nov-24 12-Dipc-24
442020 BD BACTEC™ Peds Plus™ 'F Culture 'Vials 100334307 35 IH0624 08-Sop-24 08-0ct-24
442020 BD BACTEC™ Peds Plus™/F Culbure 'Vials 10033430739 4171538 2d-Mar-25 23-Apr-25
442022 BD BACTEC™ Pius Anasrobic/F Culture Vials 10033430737 4101475 13-Jan-25 i2-Feb-25
442022 BD BACTEC™ Plus Anaserobic/F Cullure Vials 10033430737 4122003 04-Fieb-25 DE-Mar-25
442022 BD BACTEC™ Plus Anaercbic/F Culture \ials 10033430737 4129880 11-Feb-25 13-Mar-25
442022 BD BACTEC™ Plus Anasrobic/F Cullure Vials 10033430737 4151033 03-Mar-25 02-Apr-25
442022 BD BACTEC™ Plus Anasrobic/F Cullure Vials 10033430737 6002 05-Mow-24 05-Dhme- 244
442022 BD BACTEC™ Plus Anasrobic/F Culture Vials 10033430737 4065556 16-Dec-24 15-Jan-25
442022 BD BACTEC™ Plusg Anaercbic/F Cullure Vials 10033430737 4101472 13-Jan-25 12-Fab-25
442022 BD BACTEC™ Pius Anasrobic/F Culture Vials 10033430737 A0BH55G 16-Dec-24 15-Jan-25
442022 BD BACTEC™ Plus Anasrobic/F Cullure Vials 10033430737 4056556 16-Dec-24 16=Jan-25
442022 BD BACTEC™ Plus Anaercbic/F Culture Vials 10033430737 3340614 10-Sap-24 10-0ct-24
442022 BD BACTEC™ Plus Anasrobic/F Cullure Vials 10033430737 AQIR002 05-Mav-24 05-Dac-24
442022 BD BACTEC™ Plus Anasrobic/F Cullure Vials 10033430737 4129880 11-Fab-25 13-Mar-25
442022 BD BACTEC™ Plus Anaarobic/F Culbune Vials 10033430737 3340614 10-Sap-24 10-Oet-24
442023 BD BACTEC Plus Aerobic/F Cullure Vials 10033430658 4066528 18-Dec-24 18-Jan-25
442023 BD BACTEC Plus Asrobic/F Culiure Viaks 10033430658 4093900 08-Jan-25 07-Fieb-25
442023 BD BACTEC Plus Aerobic/F Culiure \Vials 10033430658 4101438 14-Jan-25 13-Fab-25
442023 BD BACTEC Plus Aerobic'F Cullure Vials 10033430658 4116665 Z8-Jan-25 28-Feb-2%5
442023 BD BACTEC Plus Aeroblc/F Culture Vials 10033430658 4143018 24-Feb-25 26-Mar-25
442023 BD BACTEC Plus Aerobic/F Cullure Vials 10033430658 L0575 10-Sep-24 10-0ci-24
442023 BD BACTEC Pilus Asrobic/F Culiure 'Viak 10033430658 4038362 11-Mov-24 11-Dec-24
442023 BD BACTEC Plus Aerobic/F Culture Vials 10033430658 4066528 18-Dec-24 18-Jan-25
442023 BD BACTEC Plus Asrobic/F Culture Viaks 10033430658 4093895 08-Jan-25 07-Fieb-25
442023 BD BACTEC Pilus Aeroblc'F Culture Viaks 10033430658 4093901 08 Jan-25 08-Feb-25
442023 BD BACTEC Plus Aerobic/F Cullure Vials 10033430658 4101435 14-Jan-25 13-Feb-25
442023 BO BACTEC Plus Aeroblc'F Culiure Vials 10033430658 4116668 29 Jan-25 28-Feb-25
442023 BD BACTEC Plus Aerobic/F Cullure Vials 10033430658 4116664 2-Jan-25 28-Feb-25
442023 BD BACTEC Plus erobic/F Culiure Vialks 10033430658 1M0574 10-Sap-24 10=0c1-24
442023 BD BACTEC Plus Aerobic/F Culture VVials 10033430658 1340575 10-Sap-24 10-Oici-24
442023 BD BACTEC Plus Aerobic'F Cullure Vials 10033430658 4101435 14-Jan-25 13-Feb-25
442023 BO BACTEC Pilus Aeroblc'F Culiure \Viaks 10033430658 4116668 29 Jan-25 28.Fab-25
442023 BD BACTEC Plus Aerobic/F Cullure Vials 10033430658 4116668 Z3-Jan-25 28-Feb-25
442023 BD BACTEC Plus Aerobic'F Cullure Vials 10033430658 4086518 16-Diec-24 15-Jan-25
442023 BD BACTEC Plus Asrobic/F Culture Vials 10033430658 4143018 24-Fob-25 26-Mas-25
442023 BD BACTEC Plus Aerobic/F Cullure Vials 10033430658 I340574 10-Sep-24 10-0ct-24

Documento assinado eletronicamente por Lilian Nazare




—.— Sadalla Peres Pimentel, Secretario(a)-Geral da
1| ., |Diretoria Colegiada, em 19/09/2024, as 17:36, conforme
ﬂg!f__ Lﬂ horario oficial de Brasilia, com fundamento no § 32 do art. 4¢
| eletrbnica do Decreto n? 10.543, de 13 de novembro de 2020
http://www.planalto.gov.br/ccivil 03/ ato2019-

2022/2020/decreto/D10543.htm.

y A autenticidade deste documento pode ser conferida no site
= https://sei.anvisa.gov.br/autenticidade, informando o cddigo
. verificador 3175603 e o codigo CRC 99EF1B89.

Referéncia: Processo n2 .
25351.816068/2024-30 SEIn2 3175603
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