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Despacho n.° 1729/2017 - Diario da Republica n.°
39/2017, Série Il de 2017-02-23_- Saude — Gabinete do
Secretéario de Estado da Saude - Define as competéncias e
composicdo da Comissdo Nacional de Farmacia e
Terapéutica (CNFT) e respetiva articulagdo com as
ComissGes de Farmacia e Terapéutica (CFT), no contexto
da aquisicdo e utilizacdo de medicamentos em
estabelecimentos e servicos hospitalares do Servigo
Nacional de Saude (SNS).

b spwms

Decreto do Presidente da Republica n.° 19/2017 -
Diario da Republica n.° 36/2017, Série | de 2017-02-20 - -
Ratifica o Protocolo Adicional a Convencdo sobre os
Direitos Humanos e a Biomedicina, Relativo a Investigagao
Biomédica, aberto a assinatura em Estrasburgo, em 25 de
janeiro de 2005.

Resolugdo da Assembleia da Republica n.° 29/2017 —
Diario da Republica n.° 36/2017, Série | de 2017-02-2071
- Aprova o Protocolo Adicional a Convencdo sobre os
Direitos Humanos e a Biomedicina, Relativo a Investigagao
Biomédica, aberto a assinatura em Estrasburgo, em 25 de
janeiro de 2005

Despacho n.° 1649/2017 — Diario da Republica n.°
37/2017, Série Il de 2017-02-21 - Saude — Gabinete do
Secretéario de Estado Adjunto e da Salde - Determina
que a atividade dos servicos de sangue e medicina
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transfusional a nivel nacional é monitorizada de forma
centralizada pelo Instituto Portugués do Sangue e da
Transplantac¢éo, I. P. (IPST, I. P.), no dmbito das suas
competéncias legais, e engloba todas as entidades
hospitalares dos setores publico, privado e social que
devem garantir a recolha automatizada da informagéo
necessaria.

Portaria n.° 75/2017 — Diario da Republica n.° 38/2017,
Série | de 2017-02-22 - Segunda alteracdo a Portaria n.°
340/2015, de 8 de outubro, alterada e republicada
pela Portaria n.° 165/2016, de 14 de junho, que regula, no
ambito da Rede Nacional de Cuidados Paliativos, a
caracterizacdo dos servicos e a admissdo nas equipas
locais e as condigbes e requisitos de construcao e
seguranca das instalag@es de cuidados paliativos.
b Concursos

Anancio de procedimento n.° 1326/2017 - Diario da
Republica n.° 36/2017, Série Il de 2017-02-20 - Centro
Hospitalar de Setubal, E. P. E. - Kit's de Carga Viral,
Genotipagem e HBV , para Laboratério de Imunologia e
Biologia Molecular para Imunoalergologia . Ano 2017

Anancio de procedimento n.° 1327/2017 - Diéario da
Republica n.° 36/2017, Série Il de 2017-02-20 - Centro
Hospitalar de Setubal, E. P. E. - Reagentes de Citometria
de Fluxo para Laboratério de Imunologia e Biologia
Molecular para Imunoalergologia. Ano 2017.

Anancio de procedimento n.° 1330/2017 - Diéario da
Republica n.° 36/2017, Série Il de 2017-02-20 - Hospital
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https://dre.pt/web/guest/home/-/dre/106509261/details/2/maximized?serie=II&parte_filter=31&dreId=106509222
https://dre.pt/web/guest/home/-/dre/106509261/details/2/maximized?serie=II&parte_filter=31&dreId=106509222
https://dre.pt/web/guest/home/-/dre/106476967/details/maximized?serie=I
https://dre.pt/web/guest/home/-/dre/106476967/details/maximized?serie=I
https://dre.pt/web/guest/home/-/dre/106476971/details/maximized?serie=I
https://dre.pt/web/guest/home/-/dre/106476971/details/maximized?serie=I
https://dre.pt/web/guest/home/-/dre/106494620/details/2/maximized?serie=II&parte_filter=31&dreId=106494586
https://dre.pt/web/guest/home/-/dre/106494620/details/2/maximized?serie=II&parte_filter=31&dreId=106494586
https://dre.pt/web/guest/home/-/dre/106509197/details/maximized
https://dre.pt/web/guest/home/-/dre/106509197/details/maximized
https://dre.pt/web/guest/pesquisa/-/search/70485726/details/normal?l=1
https://dre.pt/web/guest/pesquisa/-/search/70485726/details/normal?l=1
https://dre.pt/web/guest/pesquisa/-/search/74671910/details/normal?l=1
https://dre.pt/web/guest/home/-/dre/106491795/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491795/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106476958/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106476958/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491802/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491802/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
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Garcia de Orta, E. P. E. — Aquisicdo de Material de
Electrofisiologia.

Andncio de procedimento n.° 1341/2017 - Diario da
Republica n.° 36/2017, Série Il de 2017-02-20 - Centro
Hospitalar do Oeste - Aquisicdo da Prestacdo de Servicos
de Meios Complementares de  Diagnostico
Telerradiologia.

Anuncio de procedimento n.° 1343/2017 - Diéario da
Republica n.° 36/2017, Série Il de 2017-02-20 - Centro
Hospitalar Tondela-Viseu, E. P. E. — Acordo Quadro para o
Fornecimento de Meios para a realizagdo de andlises
clinicas de Imunologia.

Anuncio de procedimento n.° 1345/2017 - Diario da
Republica n.° 36/2017, Série Il de 2017-02-20 - Unidade
Local de Saude do Alto Minho, E. P. E. - MCC — Luvas.

Anuncio de procedimento n.° 1346/2017 - Diéario da
Republica n.° 36/2017, Série Il de 2017-02-20 - Centro
Hospitalar de Lisboa Central, E. P. E. - 1-2.0114/17 -
Sondas, Seringas, Prolongamentos e Conectores para
Administracdo de Medicamentos.

Anuncio de procedimento n.° 1348/2017 - Diério da
Republica n.° 36/2017, Série Il de 2017-02-20 - Servigo
de Salde da Regido Autonoma da Madeira, E. P. E. —
Material de Otorrinolaringologia.

Anuncio de procedimento n.° 1354/2017 - Diério da
Republica n.° 36/2017, Série Il de 2017-02-20 -
Administracdo Regional de Saude do Centro, I. P. - Obras
instalacdo USFCoimbra Centro/Centro Saude Ferndo de
Magalh&es-proc17810180.

Anuncio de procedimento n.° 1361/2017 - Diério da
Republica n.° 37/2017, Série Il de 2017-02-21 - Unidade
Local de Saude do Norte Alentejano, E. P. E. - Prestagéo
de Servicos Médicos, Por Lotes, na Especialidade de
Ortopedia na Unidade Local de Saude do Norte
Alentejano, EPE.

Anuncio de procedimento n.° 1362/2017 - Diario da
Republica n.° 37/2017, Série Il de 2017-02-21 - Centro
Hospitalar de Entre o Douro e Vouga, E.P.E. - Concurso
Pdblico sem Anuncio no JOUE n° 02/00009.12/2017 -
Aquisicdo de Reagentes Gerais de Microbiologia.

Anuncio de procedimento n.° 1379/2017 - Di
Republica n.° 37/2017, Série Il de 2017-02-21 - Centro
Hospitalar Cova da Beira, E. P. E. - Prestagéo de servi¢os
de manutengao para equipamentos médicos do CHCB.

Declaracdo de retificagdo de andncio n.° 45/2017 -
Diario da Republica n.° 37/2017, Série Il de 2017-02-21 -
Instituto Portugués do Sangue e da Transplantagdo, I. P. -
Agquisicdo de Mat. Consumo Clinico "Kit p/Plaquetas com
Filtro" .

AnuUncio de procedimento n.° 1416/2017 - Diario da
Republica n.° 38/2017, Série Il de 2017-02-22 - Centro
Hospitalar do Algarve, E. P. E. - Processo n° 21 1260/2017
Reagentes para Determina¢do da Glucose no Sangue,
testes rapidos.

AnuUncio de procedimento n.° 1417/2017 - Diario da
Republica n.° 38/2017, Série Il de 2017-02-22 - Centro
Hospitalar do Algarve, E. P. E. - Processo n° 21
1309/2017-Reagentes para Autoimunidade/Alergias com
instalagdo de equipamentos automaticos.

Anuncio de procedimento n.° 1418/2017 - Diario da
Republica n.° 38/2017, Série Il de 2017-02-22 - Centro
Hospitalar de Lisboa Central, E. P. E. - 1-1-5010/2017 -
Proteinas Especificas.

AnuUncio de procedimento n.° 1419/2017 - Diario da
Republica n.° 38/2017, Série Il de 2017-02-22 - Centro
Hospitalar do Algarve, E. P. E. - Aquisicdo de Material de
Neurocirurgia.

Anancio de procedimento n.° 1421/2017 - Diéario da
Republica n.° 38/2017, Série Il de 2017-02-22 - Centro
Hospitalar de Lisboa Central, E. P. E. - 1-1-5011/2017 -
Trombose e Hematose.

AnuUncio de procedimento n.° 1464/2017 - Diario da
Republica n.° 39/2017, Série Il de 2017-02-23 - Centro
Hospitalar e Universitario de Coimbra, E. P. E. - Concurso
Pablico n°010000012017-Reagentes para o Laboratério de
Neuroquimica.

Anancio de procedimento n.° 1468/2017 - Diéario da
Republica n.° 39/2017, Série Il de 2017-02-23 - Instituto
Nacional de Saude Doutor Ricardo Jorge, I. P. - Concurso
Puablico n° 14-2017 - Aquisigcdo de antibiéticos, reagentes e
consumiveis de sistemas automéaticos para microbiologia.
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https://dre.pt/web/guest/home/-/dre/106491815/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491815/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491816/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491816/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491819/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491819/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491820/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491820/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491821/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491821/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106499579/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106499579/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-20&date=2017-02-01&dreId=106478769
https://dre.pt/web/guest/home/-/dre/106491831/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-21&date=2017-02-01&dreId=106494586
https://dre.pt/web/guest/home/-/dre/106491831/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-21&date=2017-02-01&dreId=106494586
https://dre.pt/web/guest/home/-/dre/106499592/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-21&date=2017-02-01&dreId=106494586
https://dre.pt/web/guest/home/-/dre/106499592/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-21&date=2017-02-01&dreId=106494586
https://dre.pt/web/guest/home/-/dre/106499615/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-21&date=2017-02-01&dreId=106494586
https://dre.pt/web/guest/home/-/dre/106499615/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-21&date=2017-02-01&dreId=106494586
https://dre.pt/web/guest/home/-/dre/106491830/details/3/maximized?serie=II&at=c&parte_filter=41&day=2017-02-21&date=2017-02-01&dreId=106494586
https://dre.pt/web/guest/home/-/dre/106491830/details/3/maximized?serie=II&at=c&parte_filter=41&day=2017-02-21&date=2017-02-01&dreId=106494586
https://dre.pt/web/guest/home/-/dre/106509218/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-22&date=2017-02-01&dreId=106491844
https://dre.pt/web/guest/home/-/dre/106509218/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-22&date=2017-02-01&dreId=106491844
https://dre.pt/web/guest/home/-/dre/106499650/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-22&date=2017-02-01&dreId=106491844
https://dre.pt/web/guest/home/-/dre/106499650/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-22&date=2017-02-01&dreId=106491844
https://dre.pt/web/guest/home/-/dre/106509219/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-22&date=2017-02-01&dreId=106491844
https://dre.pt/web/guest/home/-/dre/106509219/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-22&date=2017-02-01&dreId=106491844
https://dre.pt/web/guest/home/-/dre/106499651/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-22&date=2017-02-01&dreId=106491844
https://dre.pt/web/guest/home/-/dre/106499651/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-22&date=2017-02-01&dreId=106491844
https://dre.pt/web/guest/home/-/dre/106499652/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-22&date=2017-02-01&dreId=106491844
https://dre.pt/web/guest/home/-/dre/106499652/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-22&date=2017-02-01&dreId=106491844
https://dre.pt/web/guest/home/-/dre/106523046/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-23&date=2017-02-01&dreId=106509222
https://dre.pt/web/guest/home/-/dre/106523046/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-23&date=2017-02-01&dreId=106509222
https://dre.pt/web/guest/home/-/dre/106522691/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-23&date=2017-02-01&dreId=106509222
https://dre.pt/web/guest/home/-/dre/106522691/details/2/maximized?serie=II&at=c&parte_filter=41&day=2017-02-23&date=2017-02-01&dreId=106509222
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Anlncio de procedimento n.° 1499/2017 - Diario da
Republica n.° 40/2017, Série Il de 2017-02-24 - Hospital
Professor Doutor Fernando Fonseca, E. P. E. - Aquisi¢do
de Relatdrios de Exames Através de Telerradiologia.

II. INFARMED
Circular Informativa Conjunta n.c
6/2017/ACSS/INFARMED/SMPS - No éambito do

Despacho 1571-B/2016 do Secretéario de Estado da Saude,
de 29 de janeiro de 2016, publicado no Diario da
Republica, segunda série, n.° 21 de 1 de fevereiro de 2016,
relativo a centralizacdo de aquisicdo de bens e servicos
especificos da é&rea da salde e na sequéncia das
circulares informativas conjuntas n.°
01/2016/ACSS/INFARMED/SPMS de 12/02/2016 e circular
informativa n.° 8/2016/ACSS/INFARMED/SPMS de
19/09/2016, as quais contemplam as denominacdes
comuns internacionais objeto de aquisicdo centralizada e
considerando a exclusividade do mercado para algumas
delas, foram desenvolvidos procedimentos de aquisi¢do
tendo em vista evitar ruturas assegurando o fornecimento
adequado das instituicbes do SNS. No seguimento do
inicio de comercializagdo de medicamentos genéricos, esta
em desenvolvimento um Acordo Quadro que visa abranger
o mercado concorrencial. Assim, e até a conclusdo do
mencionado procedimento, deverdo as instituicbes do
SNS, caso o entendam, realizar os processos de aquisicédo
tendentes a satisfazer as suas necessidades respeitando
os principios da eficiéncia da boa gestéo.

LEGISLACAO UNIAO EUROPEIA

I JORNAL OFICIAL DA UNIAO EUROPEIA
) Autorizagbes de Introdugdo no Mercado

Medicamentos — Lista de autorizages de introducao no
mercado concedidas pelos Estados EEE/EFTA no primeiro
semestre de 2016

Resumo das decisdes da Unido Europeia relativas as
autorizacdes de introducéo no mercado dos medicamentos
de 1 de janeiro de 2017 a 31 de janeiro de 2017[Publicado
nos termos do artigo13.0 ou do artigo38.0 do
Regulamento (CE) n.o 726/2004 do Parlamento Europeu e
do Conselho]

b Concentracdes

N&o oposicdo a uma concentragdo notificada (Processo
M.8150 — Danone/The Whitewave Foods Company)

1. EUROPEAN MEDICINES AGENCY
}  UPDATES

Referral:  Article 20 procedures, SGLT2 inhibitors
(previously canagliflozin), canagliflozin, empagliflozin,
dapagliflozin, canagliflozin / metformin, empagliflozin /
metformin, dapagliflozin / metformin (updated)

List of medicinal products under additional monitoring
(updated)

Type-lA variations: questions and answers (updated)

Article 31 referrals, Quinolone- and fluoroquinolone-
containing medicinal products, nalidixic acid, pipemidic
acid, cinoxacin, enoxacin, pefloxacin, lomefloxacin,
ciprofloxacin, levofloxacin, ofloxacin, moxifloxacin,
norfloxacin, prulifloxacin, rufloxacin, flumequin

Standard operating procedure for management of periodic
safety update reports (PSURs) for centrally authorised
veterinary medicinal products: Annex | — contact details of
national competent authorities (NCAs) for PSUR
submission (updated)

List of nationally authorized medicinal products:

Dienogest / estradiol (HRT indication): List of nationally
authorised medicinal products

}  REGULATORY GUIDELINES

Regulatory and procedural guideline: List of centrally
authorised products requiring a notification of a change for
update of annexes (updated)

Regulatory and procedural guideline: Dates of 2017
Scientific Advice Working Party meetings and deadlines for
submission of scientific advice, protocol assistance,
qualification of biomarkers and parallel European
Medicines Agency-health-technology-assessment requests
(updated)

Regulatory and procedural guideline: Dossier requirements
for centrally authorised products (updated)

II. EUROPEAN FOOD AND SAFETY AUTHORITY

b Draft guidance on substances in food for
infants below 16 weeks, open for comments

Public consultation on the draft EFSA guidance on the
risk assessment of substances present in food
intended for infants below 16 weeks of age - EFSA is
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https://dre.pt/web/guest/home/-/dre/106522710/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-24&date=2017-02-01&dreId=106520663
https://dre.pt/web/guest/home/-/dre/106522710/details/maximized?serie=II&at=c&parte_filter=41&day=2017-02-24&date=2017-02-01&dreId=106520663
http://www.acss.min-saude.pt/wp-content/uploads/2016/11/006-ACSS-INFARMED-SPMS.pdf
http://www.acss.min-saude.pt/wp-content/uploads/2016/11/006-ACSS-INFARMED-SPMS.pdf
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.058.01.0010.01.POR&toc=OJ:C:2017:058:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.058.01.0010.01.POR&toc=OJ:C:2017:058:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.058.01.0010.01.POR&toc=OJ:C:2017:058:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.061.01.0001.01.POR&toc=OJ:C:2017:061:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.061.01.0001.01.POR&toc=OJ:C:2017:061:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.061.01.0001.01.POR&toc=OJ:C:2017:061:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.061.01.0001.01.POR&toc=OJ:C:2017:061:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.061.01.0001.01.POR&toc=OJ:C:2017:061:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.061.01.0001.01.POR&toc=OJ:C:2017:061:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.056.01.0001.01.POR&toc=OJ:C:2017:056:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2017.056.01.0001.01.POR&toc=OJ:C:2017:056:TOC
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/SGLT2_inhibitors_(previously_Canagliflozin)/human_referral_prac_000059.jsp&mid=WC0b01ac05805c516f
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launching a public consultation on its new draft
guidance on the risk assessment of substances
present in food intended for infants below 16 weeks
of age. From birth up to 16 weeks, infants are
exclusively fed on breast milk and/or infant formula
and safe levels set for the general population do not
apply. EFSA’s Scientific Committee proposes a new
approach for assessing the substances found in
infant formula that can better support EU decision-
making on the safe use of infant formula.
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l. U.S. FOOD AND DRUG ADMINISTRATION

FDA clears test to help manage antibiotic treatment for
lower respiratory tract infections and sepsis

FDA allows marketing of test to identify organisms that

cause bloodstream infections and provide antibiotic
sensitivity results
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