AUTO SUTURE DO BRASILLTDA.
Av. Jornalista Roberto Marinho, 85 - 11° andar
S&o Paulo, SP 04576-010

Brasil

RECALL URGENTE DE DISPOSITIVO MEDICO ATUALIZADO

Maio de 2018.
Prezado Cliente:

Aos cuidados de: Diretor de Gerenciamento de Risco e O.R. Gerenciamento de Materiais

A Auto Suture do Brasil (Medtronic PLC), vem através deste esclarecer que realizamos um comunicado anterior em
26 de abril de 2018, e o mesmo nao foi divulgado para os nossos clientes no Brasil, pois ndo tinhamos lotes afetados.
Entretanto, os senhores estao sendo notificados nessa data, pois houve atualizagcdo deste comunicado, devido a
atualizacdo dos lotes afetados.

O objetivo desta carta é o de informa-lo sobre uma atualizacdo em nosso comunicado de 26 de abril de 2018
relacionado ao recall voluntario da Auto Suture do Brasil (Medtronic PLC) dos lotes de producdo especificos da sua

Recarga Articulada Covidien Endo GIA™.

Outros codigos e lotes foram incluidos neste recall. Uma lista completa dos produtos afetados esté contida no
Anexo A desta carta. Os lotes adicionais estdo marcados com um asterisco (*).

Descricao do Problema:

Este recall voluntario esta sendo realizado devido a possibilidade de um dispositivo ser montado incorretamente.
O uso de um dispositivo montado incorretamente pode resultar na falha de formar uma linha de grampos quando o
tecido esta dividido, levando a um sangramento ou vazamento de conteudos luminais. A Auto Suture do Brasil
(Medtronic PLC) recebeu cinco relatos de lesdes relacionadas a este problema.

A Auto Suture do Brasil (Medtronic PLC) solicita que vocé descontinue imediatamente o uso dos produtos afetados
detalhados no Anexo A. Coloque em quarentena e devolva todos os produtos nao utilizados dos codigos e lotes do
item listados. Os produtos nao utilizados dos codigos e lotes do item afetados devem ser devolvidos conforme
descrito na secao de Acdes Necessarias abaixo. Se vocé distribuiu os dispositivos Endo GIA™ listados no Anexo A,
encaminhe imediatamente as informacdes desta carta para tais destinatarios. Todos os produtos nao utilizados dos
codigos e lotes do item afetados precisam ser devolvidos.

Acoes Necessarias:
1. Descontinue o uso imediatamente e coloque em quarentena os cédigos e lotes do item listados no Anexo A.
2. Devolva os produtos afetados conforme indicado abaixo.
3. Preencha o Formulario de Devolugao de Produto em Recall mesmo se vocé nao tiver inventario.
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. . - Consumidor : .
Consumidor com inventario . . . |Paraonde enviar o formulario
sem inventario
preenchido
Preencha o Formulario de Retorno
do Produto em Recall e envie por
email para: Envie por email:
monica.c.wenke@medtronic.com monica.c.wenke@medtronic.com ou
Adquirido ou natalia.j.maia@medtronic.com | Preenchero natalia.j.maia@medtronic.com
diretamente formulario e
da Auto Segregar o produto afetado assinalar o
Suture do identificado e aguardar para a campo Excecdo: Clientes sem inventario,
Brasil retirada pela transportadora. indicando envie por
(Medtronic “"nenhum monica.c.wenke@medtronic.com ou
PLC) inventario” natalia.j.maia@medtronic.com
o Preencha todos os campos no Preencha o ) .
Adquirido de um formulario e contate seu formulario e Envie o formulario
distribuidor distribuidor diretamente para assinale o preenchido diretamente para
providenciar a devolucao do campo o seu distribuidor
produto. indicando
“"nenhum
inventario”

Esta medida esta sendo tomada com o conhecimento da FDA e outras autoridades regulatoérias. Solicitamos
que vocé contate a Auto Suture do Brasil (Medtronic PLC) se vocé teve problemas de qualidade ou eventos
adversos.

= E-mail da vigilancia pés-comercial da Auto Suture do Brasil (Medtronic PLC) em:
tecnovigilancia@covidien.com

A FDA pode ser contatada para relatar qualquer evento adverso apresentado com o uso destes produtos:
= On-line em http://www.fda.gov/Safety/MedWatch/HowToReport/default.ntm

(Formulario disponivel para envio via fax ou correspondéncia), ou ligue para a FDA no telefone
1-800-332-1088

Lamentamos qualquer inconveniente que isso possa causar. Estamos comprometidos com a seguranca do
paciente e agradecemos sua pronta atencdao em relagao a este assunto. Se vocé tiver qualquer pergunta sobre
este comunicado, entre em contato com o seu representante da Auto Suture do Brasil (Medtronic PLC) ou
Atendimento ao Cliente em 2182-9200.

Atenciosamente,
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J. Bryan Dannettell
Vice-presidente, Garantia da qualidade
Inovacdes Cirurgicas Medtronic

Anexo A

Os lotes adicionais estdo marcados comum *

Item Code Description Affected Lot Numbers

N7L0521KX* |N7MO047KX* |N7MO592KX* |N7M1001KX*
N7L0975KX* |N7MO0434KX* IN7MO0O683KX* |N8A0203KX*
Endo GIA™ 45 mm Articulating Medium/Thick Reload with Tri-Staple™ Technolgy N7L1057KX* |N7MO528KX* IN7MO0937KX* |N8AO677KX*
N7L1098KX * |N7MO529KX* IN7MO0949KX* |N8C0144KX*
EGIA45AMT N7L1099KX*
N7L0711KX* |N7L1141KX* [N7MO853KX* [N8BO419KX*
N7L0912KX* |N7MO0241KX* IN8A0271KX* |N8CO012KX*
N7L0973KX* |N7MO353KX* INSAO684KX* |N8C0143KX*
Endo GIA™ 60 mm Articulating Medium/Thick Reload with Tri-Staple™ Technology = |N7L1038KX* |N7MO0366KX* |N8A0924KX* [N7M0996KX*
N7LO807KX* |N7MO548KX* IN8A1143KX* |N8A0173KX*
N7L1050KX* |N7MO0617KX* [N8BO161KX* [N8AO488KX*

EGIA6OAMT N7L1125KX* |N7M0745KX* [N8B0283KX* |N8C0136KX*
EGIAG60AXT Endo GIA™ 60 mm Extra Thick Black Articulating Reload with Tri-Staple™ Technology |[N7L0974KX* |N7MO0486KX* [N7M0762KX* | N8A0363KX*
Endo GIA™ 60 mm Articulating Vascular/Medium Loading Unit with Tri-Staple™ N7MO0045KX* |N7M0398KX* | N8A0523KX* |N8BOO8BKX*
EGIA60OAVM  [Technology N7MO0070KX* IN8AD255KX* [N8BOO8OKX*
Tri-Staple™ 2.0 Black Intelligent Reload for use with Signia™ stapling system 60 mm |[N7L0852X* [N7MO0130X* [N8A0145X* |N8A0336X*
SIG60AXT Extra Thick N7L0931X* N7MO0639X* |N8A0796X* |N8B0993X*
Tri-Staple™ 2.0 Intelligent Reload for use with Signia™ stapling system 30 mm
SIG30AVM Vascular/Medium N7L1019X* |N7MO0129X* [N7L0734X*

EGIA45AV Endo GIA™ 45mm Gray Articulating Vascular Reload with Tri-Staple™ Technology N7L0823KX* |N8A0799KX* |N8B1008KX*

EGIA45AXT Endo GIA™ 45 mm Extra Thick Black Articulating Reload with Tri-Staple™ Technology [IN8A0146KX* |N8A0327KX * [N8AO9O7KX*
Endo GIA™45 mm Articulating Vascular/Medium Loading Unit with Tri-Staple™

EGIA45AVM Technology N7LO551KX* |N7MO0877KX*
Endo GIA™ 45mm Curved Tip Articulating Vascular/Medium Reload with Tri-Staple™

EGIA45CTAVM |Technology N7L1041KX* |N8AO199KX*
Tri-Staple™ 2.0 Intelligent Reload for use with Signia™ stapling system 30 mm

SIG30AMT Medium/Thick N7L0915X* |N7MO0468X*
Tri-Staple™ 2.0 Curved Tip Intelligent Reload for use with Signia™ stapling system 30

SIG30CTAVM [mm Vascular/Medium N7L1163X* |N7MO0156X*
Tri-Staple™ 2.0 Curved Tip Intelligent Reload for use with Signia™ stapling system 45

SIGA5CTAVM  [mm Vascular/Medium N7L1049X* |N7MO0723X*
Endo GIA™ 30mm Gray Curved Tip Articulating Vascular Reload with Tri-Staple™

EGIA30CTAV [Technology N7G0756KX |N7LO819KX*
Endo GIA™ 45mm Gray Curved Tip Articulating Vascular Reload with Tri-Staple™

EGIA45CTAV |Technology N7G0796KX [N7LO818KX*
Tri-Staple™ 2.0 Curved Tip Gray Intelligent Reload for use with Signia™ stapling

SIG30CTAV system 30 mm Extra Thin/Vascular N7M0128X*
Tri-Staple™ 2.0 Black Intelligent Reload for use with Signia™ stapling system 45 mm

SIG4A5AXT Extra Thick N7MO669X*

EGIA30AV Endo GIA™ 30mm Gray Articulating Vascular Reload with Tri-Staple™ Technology  [N7G0757KX
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Item Description Affected Kit Parent Code
0022403 00Z2293* 0022200* 00Z2745*
0022650 0022648* 0022429* 00Z2287*
0022117 0022482* 0022582* 00Z2096*
0022273 00Z2544* 00Z2577A* |00Z2366*
Covidien™ Best Practices™ Procedure Kits containing 0022689 0022408* 0022707* SIGEVALA*
Auto Suture™ Endo GIA™ Devices
00Z2516* 0022450 0022651* 00Z2706*
00Z2117* IDRIVEXLAMTAXT* |00Z2610* 00Z2419*
00Z2451* IDRIVEXLAMT* 0072286* 00Z2556*
00Z2452* 00Z2201* ADAPTRE12*

Anexo A (Continuacéao)
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Item Code Description Affected Lot Numbers

030450 Endo GIA™ Auto Suture™ Universal Articulating Loading Unit 30mm-2.0mm N7LO306KX |N8BO724KX |N8C1303KRX
N7M0221KX |N8C0958KX
N7L0071KX |[N7M0464KX [N8A1014KX
N7L0527KX |N7M0786KX [N8B0304KX

030451 Endo GIA™ Auto Suture™ Universal Articulating Loading Unit 30mm - 2.5mm N7LO792KX  |N8AO154KX |NECOB30KX
N7L0914KX [N8A0553KX [N8C0847KRX
N7L1014KX |N8A0850KX |N8CO0848KRX
N7L1159KX

030452 Endo GIA™ Auto Suture™ Universal Articulating Loading Unit 30mm - 3.5mm N7LO191KX |N8BO234KX [NECO147KX
N7M0944KX
N7K1146KX |[N7MO0509KX [N8A0434KX
N7L0355KX |N7MO0520KX |N8A0435KX

030454 Endo GIA™ Auto Suture™ Universal Articulating Loading Unit 45mm - 2.5mm N7L1119KX |N7MO521KX |N8BO487KX
N7M0088KX |N8A0312KRX [N8C0026KX
N7M0343KX |N8A0360KX |N8C0119KX
N7M0477KRX |N8A0433KX |N8C0630KX
N7F0576KX |N7M0383KX [N8A0324KX
N7L0032KX [N7M0584KX [N8A0477KRX

030455 Endo GIA™ Auto Suture™ Universal Articulating Loading Unit 45mm-3.5mm N7L0239KX |[N7MO0696KX [N8AO551KX
N7L0519KX |[N8A0036KX [N8C0357KX
N7M0104KX
N7D0492KRX |[N7L0699KX |N8A0213KX

030457 Endo GIA™ Auto Suture™ Universal Articulating Loading Unit 60mm -2.5mm N7FO518KX _|N7L0732KX |N8BO0OZKX
N7F0651KX [N7L1043KX [N8C0429KX
N7L0270KX
N7F0631KX |N7M0646KX |N8BO099KX
N7L0117KX |[N7M0740KX [N8CO008KX
N7L0397KX |N7M0972KX [N8C0205KX
N7L0465KX |N8A0172KX |N8C0532KX

030458 Endo GIA™ Auto Suture™ Universal Articulating Loading Unit 60mm - 3.5mm N7L0768KX |[N8A0O539KX [N8C0571KX
N7L0911KX [N8A0679KX [N8C0758KX
N7L1075KX |N8A0910KX [N8C0795KX
N7MO0067KX [N8A0961KX [N8C1284KRX
N7M0314KX |[N8BO054KX
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Anexo B
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FORMULARIO DE DEVOLU(;Z\O DO PRODUTO EMRECALL
Recargas Articuladas Covidien Endo GIA™ ATUALIZADO
FAVOR PREENCHER ESTE FORMULARIO

Os clientes precisam preencher o formulario mesmo se vocé nao tiver inventario.

Data: |

Nome da pessoa preenchendo este formulario: | |Cargo: | |
Numero de telefone diret0| | E-mail | |
Como a conta adquiriu este produto? (Favor preencher APENAS A ou B)

Diretamente da Medtronic (Preencha A)|:| De um distribuidor (Preencha B): |:|

A. Clientes diretos:

Nome da Conta:

Numero da conta primario:

Endereco da conta:

B. de um Distribuidor:

Distribuidor

Informacodes do consumidor:

Nome do consumi

Endereco:
Cidade: | |

Cidade ||
Estado:| CEP: : Estado:| | CEP| |

Sem Inventario (Favor assinalar): |:|

Codigo do item Numero do lote Qtde Pacote ou Individual

Confirmo o recebimento da notificacao de recall da Recarga Articulada Covidien Endo GIA™ ATUALIZADA datada de 23 de
maio de 2018, e compreendi as instrucdes de recall fornecidas.

(Assinatura necessaria)

FAVORENVIARESTA CONFIRMA(}AO POR EMAIL OU FAX PARA: monica.c.wenke@medtronic.com ou
natalia.j.maia@medtronic.com
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Anexo A (somente UE) Os lotes adicionais estio marcados com *

Item Code Item Description Affected Lots
0214958901* |0214958903* |0214909779* |0214941733*
0214966911* |0214962213* (0214909780* |0214941734*
0215071041* |0214977053* (0214909861* |0214962214*
0215077621* |0214982072* (0214909862* |0215297695*

00KGS003-115 00KGS003-115 KIT ULTRASHORT 60 AMT X1 0215077622* |0215299592* (0214930402* |0215299496*
0215104936* |0215228326* (0214935167* |0215299661*
0215104937* |0214904600* |0214935168* |0215350746*
0215108745* |0214909777* |0214938611*
0214958902* |0214909778* |0214938612*

00KBAR004-114 00KBAR004-114 KIT BARIATRIQUE 214985527* |0215334151*

00KBAR019116 BOX 00KBAR019116 BAR 00KBAR019116 0214909769* |0214950780*

00KGS014115 BOX 00KGS014115 ULTRA XL 60 AXT 0215176646* |0215326555* |0215326556* |0215326557* |
0215325397*

00KTHO019116 00KTHO019116 KIT THORACIQUE 0214985108* |0214985112* |0214985114* |0215115642* |
0214985111* |{0214985113*

00KVES003-114 00KVES003-114 BOX CHOLE COLON GAUCHEX1 0214956051*

00KVES019116 00KVES019116 BOX BAR X1 0214909864* |0214925915* |0214951146* |0215029926* |

017621 017621 ROTICULATING STAPLING LAR KITX1 0215289614*

01KBAR0O06116V PROC BYPASS BOX 01KBAR0O06116V PROC BYPASS 01KBAROO61 0214710711

04KVES002115V 04KVES002115V BOX VES002 BYPASS 0215350790*

BARLINDP BOX BARLINDP ZESTAW BARIATRYCZNY 0214762745*

BOX1073076GASBO BOXBOX1073076GASBOBBR STVEIT GASTRIC B 0214045771 |0214375093 |0215132607 |0215227169 |
0214232317 |0215113531

BOX1073180 BOXBOX1073180 APPE1 APPENDIXKIT ZAMS 0214050554

BOX1073180APPE1 APPENDIXKIT ZAMS BOXBOX1073180APPE1 APPENDIXKIT ZAMS 0214907029 |0214991119 |0215130754 |0215158268 |

BOX1073180GBYPO BOX BOX1073180GBYPO ZAMS GASTRIC BYPASS 0214907030*

BOX10734450MEGO BOX BOX10734450MEGO PK JOSEFSTADT OMEGAL 0214785797*

BOX1113629GBP1 BOX BOX1113629GBP1 GMUNDEN OMEGA LOOP 0214923520* |0215085374*

BYPASSW2 BYPASSW2 BARIATRIC KIT X1 0214905888* |0214905890* (0214905893* |0214905895*
0214905889* |0214905892* (0214905894* |0214905896*

HEMIGX1 ZESTAW DO HEMICOLECTOMII BOXHEMIGX1 ZESTAW DO HEMICOLECTOMII 0214909888 (0214916144

K-BE-BAR201-202 K-BE-BAR201-202 KIT BARIATRIC 201-202 X1 0214941743* |0215100567* |0215317546*

K-BE-BAR239-239 K-BE-BAR239-239 BAR GENERAL 239 X1 0214784975* |0214976184*

K-BE-LGBP10-100 K-BE-LGBP10-100 LAP GASTRIC BYPASS 10 0215340547*

K-BE-THO109-109 K-BE-THO109-109 THORAX GENERAL 109 X1 0215009257*

K-BE-VATS101-10 K-BE-VATS101-10 THORACIC VATS 101 X1 0214915751*

K-BE-VATS60-601 K-BE-VATS60-601 THORACIC VATS 600 X1 0214795607* |0215051986*

KIT001006GBP3 KITO01006GBP3 001006 BHS GASTRIC BP 0214881740*

KIT0020190MEGAV KIT0020190MEGAYV 002019 BARIATRIC OMEGA 0214789304* |0215075886*

KIT00486R KIT00486R OBESIDAD D. WORWARLD 2 X1 0213984473 10213596057 0213589227
0213583578 |0214068986

KITO0486R KITO0O486R OBESIDAD D. WORWARLD 2 X1 0215350726*

KIT00542V1 BOX KITO0542V1 KIT GASTRECTOMIA TUBULAR 0214966840* |0215092198*

KIT00547V KITO0547V BY PASS TROCAR OPTICO X1 0214768584* |0214785279* |0215059829*

KITO0570R1 BOX KITO0O570R1 KIT RECTO LAP 0214925462*

KIT00604B KITO0604B OBESIDAD SLEEVE -B X1 0214907027*

KITO0633R BOX KITO0633R KIT COLON HPE 0214977049* |0214977050* |

KIT1095V BOXKIT1095V KIT OBESITAS 0214062622

KIT00713 BOXKIT00713 KIT BY PASS 0214364763 |0214456590 |0214435328 0214983139

KIT00675V BOX KITO0675V KIT SEGMENTECTOMIA ENDOSCO 0214954169*

KIT00677 BOX KITO0677 KIT COLON DERECHO 0214954171* |0215117455*

KIT00678 BOX KITO0678 KIT COLON IZQUIERDO Y RECTO 0214954172* |0215117456*

KIT00679V BOX KITO0679V KIT BY PASS GASTRICO 0214954173* |0215117457*

KIT00713 BOX KITO0713 KIT BY PASS 0214983139*

KITO0713 KIT BY PASS BOXKIT00713 KIT BY PASS 0215042012 (0215234651 r0215288296
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Anexo A (Continua¢do) Somente UE Os lotes adicionais estdo marcados com *

Item Code Item Description Affected Lots
KITO0714KIT SLEEVE BOXKIT00714 KIT SLEEVE 0214915642 [0214983138 F)215159225 r0215234652
KITO0725R3 BOX KITO0725R3 KIT COLON DERECHO 0214899872*
KIT00784 BOX KITO0784 KIT BARIATRICA 0214901583* |0215237561*
KITO0788 BOX KITO0788 KIT LOBECTOMIA 0214745979* |0214746085* |0214954170* |
KIT00806 BOX KITO0806 KIT BARIATRIC OBESITY 0215083348*
KITO0879 BOX KITO0879 KIT COLON 0214999114*
KITO0896 BOX KITO0896 KIT COLON DERECHO 0215035027*
KIT00897 BOX KITO0897 KIT COLON 1ZQUIERDO 0215035028*
KIT10734330MEGO BOX KIT10734330MEGO KIT AKH WIEN OMEGA L 0214793815* |0215066773*
KIT1082E KIT1082E GAVLE LGBP X1 0215049715*
KIT1103V BOX KIT1103V KIT GASTRIC BYPASS 0214809603*
KIT1136X BOX KIT1136X KIT GASTRIC BYPASS 0214789183*
KIT1146 KIT1146 LAP SLEEVE GASTRECT TRISTAPLEX1 0214763983* |0214816452* |0214916257* |0215350756*
KIT1152V BOX KIT1152V KIT LAP GASTRIC BYPASS 0214784971* |0214787298* |0215341606*
KIT1157A KIT1157A KAROLINSKA UNIVERS HUDDINGEX1 0214567098* |0214833542* |0214917886*
KIT1171C BOXKIT1171CKIT LAP CYSTECTOMY 0214090852 |0215153445*|0215350563*
KIT1171CKIT LAP CYSTECTOMY BOXKIT1171CKIT LAP CYSTECTOMY 0214522213 |0215009132 (0215153445
KIT2948V BOX KIT2948V KIT GASTRIC BYPASS 0214900223* |0215007432* |0215236666* |0215350551*
KIT2958 KIT2958 LAP. GAST SLEEVE ESBJERG 0214900224*
KIT4184 APEN LOBECTOMY KIT X0 KIT4184 APEN LOBECTOMY KIT X1 0214962218
KIT4226B KIT4226B LAP GASTRIC BYPASS KIT X1 0214915696*
KIT4239 KIT4239 LAP SLEEVE GASTRECTOMY KIT X1 0214798691* |0214905637* |0215041899*
KIT4252 KIT4252 LAP SLEEVE GASTRECTOMY KIT X1 0214781296*
KIT4252 KIT4252 LAP SLEEVE GASTRECTOMY KIT X1 0214876747*
KITBARO20-A KITBARO20-A BARIATRIC KIT X1 0215212070*
KITBARO21- BARIATRIC KIT X0 KITBARO21- BARIATRIC KIT X1 0215065486
KITBARO28 BOX KITBARO28 BARIATRIC KIT 28 0214893704*
KITBARO30 BOX KITBARO30 BARIATRIC KIT 30 0214918122*
KITBARGOV1 BOX KITBARGOV1 BARIATRIC KIT 1 PUBLIC 0215227401*
KITDOO2 KITDOO2 DERBY GBP KIT X1 0214994363*
KIT-DE-0059 KIT-DE-0059 SLEEVE KIT LOHNE X1 0214935169*
KITDEOO66 BOX KITDEOO66 LAP BYPASS KIT VAREL 0214763196*
KITDEOO66 BOX KITDEOO66 LAP BYPASS KIT VAREL 0214917970* |0215124515*
KIT-DE-0080 KIT-DE-0080 BYPASS KIT LOHNE X1 0214049646 |0214370002 (0214470664 |0214773050* |
KIT-DE-0080 BYPASS KIT LOHNE X0 KIT-DE-0080 BYPASS KIT LOHNE X1 0215208426
KIT-DE-0083 KIT-DE-0083 APPENEKTOMIE KIT NAUENX1 0214798114
0214618312 |0215010930 0215132611 |0215264173 |
KIT-DE-0083 APPENEKTOMIE KIT NAUENX1 KIT-DE-0083 APPENEKTOMIE KIT NAUENX1 0214795633 (0215010931 |0215132612
0215002022 |0215010932 (0215132613
KIT-DE-0105 KIT-DE-0105 VATS KIT BOGENHAUSEN X1 0214882756*
KITDEO108 BOXKITDEO108 BYPASS KIT LUEBECK 0214894171
KITDEO110 KITDEO110 BYPASS KIT WISMAR 0214806940*
KITDEO119 KITDEO119 OESOPHAGUS KIT OFFENBACH 0214951153*
0214014173
0214573291
0214621781
KITDEO183 BOXKITDE0183 APPENDIX LIPPE DETMOLD 0214909631
0215068744
0215068743
0215108744
0215108743
KITDEO194 BOX KITDEO194 SLEEVE FRANZISKUS KOELN 0214962211*
KIT-LAO546A KIT-LAO546A KIT TRISTAPLE COLORETTALE X1 0214901592*
KITLAO655 KITLAO655 X1 0214985118*
KITLAO728 BOX KITLAO728 KIT BARIATRICA OLMI 2017 0214745107*
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Anexo A (Continuagdo) Somente UE Os Iotes adicionais estio marcados com *

Item Code Item Description Affected Lots |

KITLAO728 BOX KITLAO728 KIT BARIATRICA OLMI 2017 0214924024*

KITSLEEVEPB BOX KITSLEEVEPB KIT SLEEVE 0214860889* |0214957130* |0215294319*

KITSPIREMANNUR BOX KITSPIREMANNUR MR MANNUR SPIRE KIT 0215200315* |0215201775% |0215217361* |0215236661* |

KITW030 KITW030 BP030 X1 0215026388*

KLGBP110 KLGBP110 LAP GASTRIC BYPASS KIT 110 0214835662* |0215357259* |0215357260* |0215357281* |

KLGBP212 KLGBP212 LAP GASTRIC BYPASS 212 0214899358*

KLGBP224 KLGBP224 LAP GASTRIC BY PASS KIT 224 0215144161* |0215200748*

LAPBARLECZNA LAPBARLECZNA ZESTAW BARIATRYCZNY LECZNA. 0214762759* |0214946636* |0215274505* |

LAPGAR BOXLAPGAR ZESTAW DO GB35 0214049704 [0214529057

LAPGAR ZESTAW DO GB34 BOXLAPGAR ZESTAW DO GB35 0215176564
0214930629 [0215068848 (0215124285 |0214925901*

LAPIMBGP1 BOXLAPIMBGP1 ZESTAW DO MGBP

0214993038 [0215124286

LAPIMBGP1 ZESTAW DO MGBP BOXLAPIMBGP1 ZESTAW DO MGBP 0214793818 [0215130759 (0215243237 |

LAPISG1 BOXLAPISG1 ZESTAW DO SG 0214993037
0214793817 [0215068849 (0214925902 (0214925904

LAPISG1ZESTAW DO SG BOXLAPISG1 ZESTAW DO SG 0214930628 (0215124284 (0215243236 |[0214925903
0214930630

LAPISGW ZESTAW DO SG BOXLAPISGW ZESTAW DO SG 0215120700

LAPPH ZASTAW DO PRAWEJHEMIKOLEKTOMI |BOXLAPPH ZASTAW DO PRAWEJHEMIKOLEKTOMI |0215015272 (0215298205

LAPZD ZESTAW DO SG BOXLAPZD ZESTAW DO SG 0215082707 |0215176563

LSBDG5 BOX LSBDG5 ZESTAW LAP SG 0214761358*

MBYPASSLHY BOX MBYPASSLHY MINI BYPASS WITH BLADED T 0214905792* |0214905793* |0215227383*

MEDIBAR BOX MEDIBAR BARIATRYCZNY SLEEVE 0214762385*

MGBGLOGX1 BOXMGBGLOGX1 ZESTAW MINIGASTRIC BYPASS 0215124172

MGBGLOGX1 ZESTAW MINI GASTRIC BYPASS BOXMGBGLOGX1 ZESTAW MINI GASTRIC BYPASS 0215253056

MGBX ZESTAW GB LS X1 MGBX ZESTAW GB LS X1 0215017845 |0215002541 |0215104507

PST00532 BOX PST00532 KIT BY PASS TIVOLI 0214824309* |0214966837* |0215025798* |0215086707* |
0214878481*

PSTO0740V2 BOX PSTO0740V2 BOX LGBP KIT CURV 0214806957* |0215051785* |0215062647* |0215263937* |
0214882752*

PST00826A BOX PST00826A SLEEVE KIT 0215217362* |0215350554* |0215350555* |

PST00904 BOX PST00904 NCFK GASTRIC SLEEVE 0214768633*

PST00948 BOX PST00948 SPIRE MURRAYFIELD GASTRIC S 0214902176* |0214966839* |0215350547* |

PST01199 BOXPST01199 BARIATRIC TRISTAPLE 0214109631 |0214909770*

PST01299 BOX PST01299 LSC BYPASS KIT 0215020579*

PST01412 BOX PST01412 KIT DA VINCI CYSTECTOMY 0215102272*

PST01591 BOX PST01591 SLEEVEKIT SODERTALJE 0214901910*

PST01594 BOX PST01594 SLEEVEKIT M VERRES 0214893690* |0215036236* |0215274346*

PST01664 BOX PST01664 KIT GBP REDO DR DONIGA 0214695001*

PST01672 BOX PST01672 AME NAEF BYPASS KIT 0215019607*

PST01684 BOX PST01684 VATS 0214762196*

PST01691A BOX PST01691A LAP GASTRIC SLEEVE POWER K 0214785795* |0215214418* |0215217841*

PST01769 BOX PST01769 KIT SLEEVE DRTACCHINO NO CL 0214780416*

PST01770 BOX PST01770 KIT MINI BYPASS DRTACCHINO 0214780417* |0214922337* |

PST01774 BOX PST01774 KIT SLEEVE DOTT ZANONI 0214780418*

PST01796 BOX PST01796 KIT BYPASS DR TERRYN 0215318215*

PST01798 BOX PST01798 KIT GASTRIC SLEEVE 0214772129*

PST02330 BOX PST02330 LARKITBT4 0215015271*

PST02403 BOX PST02403 GHP SLEEVE KIT W SIGNIA 0214985087* |{0215018852*

PST02609 BOX PST02609 PHOENIX SLEEVE 0214977044*

PST02610 BOX PST02610 PHOENIX MINIGBP 0214902178* |0214977046*

PST02742 BOX PST02742 KIT MINI BYPASS DOTT SCIRET 0214744602* |0214780414* |0214780415*

PST02775 BOX PST02775 SLEEVE BOX 0214745108* |0214909335*

PST02814 BOX PST02814 KIT SLEEVE PELGRIMS 0214946971*

PST02871 BOX PST02871 BARIATRIE BOX 0214838765* |0215045762*
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Anexo A (Continuacao) Somente UE Os lotes adicionais estdo marcados com *

Item Code Item Description Affected Lots
PST02995 BOX PST02995 GASTRIC BYPASS BOX 0214895366* [0214982070* |0214982071*
PST03007 BOX PST03007 LGBP NO TROCARS 0214962212*

PST03116 BOX PST03116 STG GBP SIGNIA M 5 MAG 0214907372*

PST03373 BOX PST03373 BAR OLMI SIGNIA 1 VASC 0215115628* (0215217372*
PST03377 BOX PST03377 SAMARITERHEMMET LAP GBP KIT 0215027677* [0215027678*
PST03403 BOXPST03403 ALTERNATIVE APPENDIXKIT 0214975597 0214860061
PST03427 BOX PST03427 BO KIT GBP SODERTALJE 0215041896*

PST03435 BOX PST03435 MR GIBSON SLEEVE GASTRECTOM 0214977043*

PST03441 BOX PST03441 GBP 0214902262*

PST03464 BOX PST03464 BO GBP KIT ALERIS 0214877236*

PST03465 BOX PST03465 BO SLEEVE KIT ALERIS 0214877235*

0215036240 (0215068747 [0215068746 [0215125964
0215036239 [0215068748 [0215117409 [0215275313
0215036238 [0215050427 [0215117411 [0215275315
PST03533 KIT APP STAPLER BOXPSTO03533 KIT APP STAPLER 0215018854 (0215102246 [0215117410 [0215275314
0215018855 [0215050429 [0215125963 [0215282505
0215102248 [0215050428 [0215125962 [0215282506

0215102247
PST03558 BOX PST03558 GBP KIT 0215217373+
PST03594 BOX PST03594 GASTRIC SLEEVE HH 0214951127*
0215050309 [0215050308 [0215050313 [0215108008
PST03699 KIT APP MED ALTERNATIV STAP BOXPST03699 KIT APP MED ALTERNATIV STAP 0215108007 [0215050311 [0215037144
0215050310 [0215050312 |0215037143
PST03627 BYPASS AIWA CLINIC BOXPST03627 BYPASS AIWA CLINIC 0214701832 |0214993796 |0214999435
PST03644 BOX PST03644 SKOVDE LAP SLEEVE KIT 0215037145*
PST03695 BOX PST03695 MR AHMED SLEEVE 0214904595*
PST03814 BOX PST03814 RSA SLEEVE KIT 0214956050*
PST03818 BOX PST03818 MR AHMED BYPASS SIGNIA KIT 0215341609*
PST03824 BOX PST03824 LAPKOLON LEFT 0214764343*
05703978 BOX PST03978 GASTRIC BYPASS LHOOK 0215201095* [0215272696* [0215272698* [0215272699*
0215272695* |0215272697*
PST03984 BOX PST03984 SLEEVE KIT 0215341610*
PST03991 BOX PST03991 SLEEVE KIT 0214907129*
PST03996 BOX PST03996 NEWLGBP KIT 0215028742*
PST04044 BOX PST04044 LAP SLEEVE 0214977220* |0214993281* [0214993282*
PST04045 BOX PST04045 GASTRIC BYPASS 0215237037* |0215237038* [0215237039*
0215237526 |0214991350 |0215157998 [0215157997 |
PST04089 SLEEVE AIWA CLINIC BOX PST04089 SLEEVE AIWA CLINIC
0214991351
0215237527 [0214991349 [0214991348 0214991347 |
PST04090 BYPASS AIWA CLINIC BOX PST04090 BYPASS AIWA CLINIC
0215282382
PST04118 BOX PST04118 MR AHMED SLEEVE KIT 0215227407* [0215247191* [0215247192* |
PST04344 BOX PST04344 LAP SLEEVE GASTRECTOMY 0215291959*
SGGLOGX1 BOX SGGLOGX1 ZESTAW DO BARIATRII 0214958855* (0215017846 [0215191012 |
SGSWP1ZESTAW DO RESEKCJIREKAWOWEJ  [BOX SGSWP1 ZESTAW DO RESEKCJIREKAWOWEJ  [0215218687
SLEEVEGK1 ZESTAW DO ZABIEGOW SLEEVEX0 |SLEEVEGK1 ZESTAW DO ZABIEGOW SLEEVEX1 0215244887
SLEEVEGK3 BOX SLEEVEGK3 0215050387 [0215193250 [0215332511*
0214933111 [0215041719 [0215161529 [0215272924
SLEEVEGK4 SLEEVE GASTRECTOMY BOX SLEEVEGK4 SLEEVE GASTRECTOMY
0214030210
SLEEVEKITX SLEEVEKITX SLEEVE GASTRECTOMY X1 0214946638*
SSLEEVE SSLEEVE ZEST DO SLEEVE GASTREKTOMIIX1 0214985253+ 0215104506 0215298203
TGGLOGOWX1 DO TOTAL GASTRECTOMII BOX TGGLOGOWX1DO TOTAL GASTRECTOMIIl  [0214726876
UCKVATS BOX UCKVATS ZESTAW DO VATS 0215042113*
VATS1SCDX BOX VATS1SCDX DO ZABIEGOW VATS 0214874566 |0215001737 |0215151361
VATSLOB11 BOX VATSLOB11 ZESTAW DO VATS LOBECTOMII 0214993030* 0214866335 0215178525
VATSMAX1 BOX VATSMAX1 VATS LOBECTOMY KIT 0214785516* |0214893802* [0214956049* [0215068842*
VATSMED1 BOX VATSMED1 VATS LOBECTOMY NIMI KIT 0214833522+ 0215226207
VMIN ZESTAW DO VATS PODSTAWOWY BOXVMIN ZESTAW DO VATS PODSTAWOWY 0215122341
VWR ZESTAW DO VATS KLIN BOXVWR ZESTAW DO VATS KLIN 0215122344
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	URECALL URGENTE DE DISPOSITIVO MÉDICO ATUALIZADO
	O objetivo desta carta é o de informá-lo sobre uma UatualizaçãoU em nosso comunicado de 26 de abril de 2018 relacionado ao recall voluntário da Auto Suture do Brasil (Medtronic PLC) dos lotes de produção específicos da sua
	Recarga Articulada Covidien Endo GIA™.
	A Auto Suture do Brasil (Medtronic PLC)  solicita que você descontinue imediatamente o uso dos produtos afetados detalhados no Anexo A.  Coloque em quarentena e devolva todos os produtos não utilizados dos códigos e lotes do item listados.  Os produto...
	Recargas Articuladas Covidien Endo GIA™ ATUALIZADO
	Confirmo o recebimento da notificação de recall da Recarga Articulada Covidien Endo GIA™ ATUALIZADA datada de 23 de maio de 2018, e compreendi as instruções de recall fornecidas.

