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El INVIMA informa a los usuarios en general que el Grupo de
Tecnovigilancia ha emitido una comunicacion relacionada
con un Informe de Seguridad asociado a:

NOMBRE DEL DISPOSITIVO
MEDICO

Video Nasofaringolaringoscopio Flexible PENTAX

NO. IDENTIFICACION RISARH 11707-315

REFERENCIAS DEL EB-1170K, EB-1570, EB-1570AK, EB-1570K, EB-1970AK, EB-1970K,

DISPOSITIVO MEDICO

REGISTRO SANITARIO

INDICACIONES Y USO
ESTABLECIDOS

NOMBRE DEL FABRICANTE

DESCRIPCION DEL PROBLEMA

FUENTE
FECHA DE NOTIFICACION

RECOMENDACION:

EB-1970TK, EB-1970UK y VNL-1570STK, seriales especificos.

2008DM-0002551

Para visualizacién de drganos y cavidades corporales del sistema
respiratorio y digestivo superior.

Hoya Corporation Pentax Miyagi Factory
Pentax Medical Company

El fabricante ha identificado que el tornillo que conecta el brazo de
succién al cuerpo de control de los dispositivos referenciados puede
aflojarse con el tiempo, conduciendo potencialmente a la acumulacion
de desechos en el espacio entre la boquilla de succién y el cuerpo de
control, ademas de una succién inadecuada causada por fugas de aire,
conllevando a que se presenten potenciales eventos adversos sobre los
pacientes.

ANEXO

31 de Julio de 2017

En caso de identificar la existencia del producto mencionado anteriormente comuniquese con su proveedor
quien determinara las acciones que se llevaran a cabo.

Es importante mantener un estado de alerta, realizando un seguimiento permanente a los productos que se
fabrican y/o comercializan en el pais, divulgando la informacion de seguridad respectiva entre los profesionales
de la salud que realizan uso de estos recursos tecnolégicos.

Para mayor informacion comuniquese al teléfono 2948700 extension 3880 en Bogota, 6 al correo electronico
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ANEXO

[High Priority ] - A29002 : PENTAX—Video/Ultrasound Bronchoscopes and Video
Nasopharyngolaryngoscopes: Screw Connecting Suction Arm to Control Body May Become Loose
Medical Device Ongoing Action

Published: Tuesday, July 23, 2017

UMDNS Terms:

* Bronchoscopes, Flexible, Video/Ultrasound [23703]
* Nasopharyngoscopes [12709]

Product Identifier:

Endoscopes: Model Nos.:  Purchase Dates:

Video Bronchoscope EB-I170K  Sciaber 25 2005, theough Jamasy 26,
Video Bronchoscope EB-1570 Angust 23, 2003, through January 26, 2011
Video Bronchoscope EB-1570AK  March 30. 2009, through Jamuary 26, 2011
Video Bronchoscope EBASTOR  gopp oo o002 through Jamuazy 26,
'Video Bronchoscope EB-1970AK  Apnl 23. 2007, throngh January 26, 2011
Video Bronchoscope EB-1970K %}“1"“ 24, 2002, through Janary 26,
Video Bronchoscope EB-1970TK %31‘1“‘“"“ 3, 2008, through January 26,
Video Bronchoscope EB-1970UK  January 14, 2009, through January 26, 2011
E;xdeo‘_ WNL-1570STK April 26, 2007, through Jannary 26, 2011

POATYREOMAT

‘apital Equij
éerw.\NoE?r{B”ﬂllé AD10001, A020005, AD20006, A110003, A110004. A110006, A110015, A110016, A110017, A110018, A110019, A110022.
A110042 AIIOIMZ_AIIDOQ A110044, A110045,
A110068. A110060, A110070, A110072. A110075.
A110094, A110100. A110103, A110103, A110104,

A110023, A110025, A110028,

A110046. A110046. A110052.

A110076, A110079, A110082,
A110103, A110108, A110113,
AT10145, A110146, A110148,
A110165, A110166, A110167,

A110257, A110’61 A110267.
A110299, A110304. A110305,
G110023, G110026, G110027,

G110070, G110076, G110079,
G110093, G110093, G110097,

G110141,
G110276. G110277. G110278.

A110033, A110035, A110036, A110036, A110037, A110039,
A110053,A110053.A110060,A110064-.A110066,A11006'.’.

A110084, A110089, A110090, A110090, A110091, A110091,
A110116, A110119, A110127, A110129, A110130, A110132,
AT110152, A110153.A110154 A110159, A110160 A110160.

A110168. A11017
A110204, A110205, A110216, A110222, A110;
A110’68 AT110:
A110317, A110321,

A110175, A110176, A110177, A110178,
A110226, A110233, A110734 A110242,
A110281, A110283. A110285, A110287.
A110323, A110325, A110328, A110329,

6110028 G110030, G110031, G110032, G110034, G110033,
G110048, (3110049 G110030, G110051, G110052, G110053 G110034, G110054 G110061,
G110081, G110082, G110082, G110083, G110083, G110084,
G110098, G110099, G110099, G110100, G110101, G110102,
G110112, 6110113 G110114, 6110118 G110120, G110121, G110172.G110124 G110129,

G110142, G110156, G110157, G110181,
G110218, G110219, G110236, G110237, G110242, G110243, G110247

G110280. G110281. G110282. G110283. G110284. G110286. G110288. G110290. G110293. G110294. (}110795

G110192, G110198, G110199, G110200,
. G110248, G110232,

A110135, A110137,
A110161 A110161.

LA110138, A110144, A110145,
A110162, A110163, A110164

A110180, A110183, A110186. A110189. A110190,
A110243, A110245, A110246, A110235, A110236,
AIIO’SS A110202, A110203, A110295, A110297,

A110330. G110014. G110018;
G110038, G110040, G110042,
G110061. G110064. (}110064
G110039, G110089, G110091,
G110104, G110103, G110109,
G110133, G110134. G110135.
G110209, G110212. G110214,
G110233, G110254, G110257

G110019, G110020,
G110046, G110047,

G1100635,
G110091,
G110111,
G110138,
G110215,
. G110238,

G110296, G110299. G110300, G110311, G110312, G110320, G110322. G110323. G110324, G110325. G110330, G110332, G110333, G110335,
G110342, G110344, G110351, G1103352, G110357, G110358,

GI10336, G110339, G110341,

G110366. G110368. G110374. G110376. G110378. G110381. G110381.
G110391, G110393,
G110400, G110401, G110402,
G110416. G110417. G110418.

G110381,

G110432, G110433, G110433,
G1104350, G110451, G110452,

G110382, G110383.

G110393, G110394, G110394. G110395, G110396. G110396.
G110403, G110403, G110404, G110403, G110403, G1104086,
G110418, G110419, G110420 G110420, G110421 G110423,

6110459 G110461, G110463, G110463,

G110475. G110475. G110480. G110487. G110489. G110495. G110502. G110503. G110504.

G110507. G110508. G110508;
G110333, G110536, G110537,

G110346, G110547, G110548,
G110559, G110560, G110561,
G110391, G110592, G110593,

G110632. 6110633 G110634. 6110635 G110639. G110640, G110645. G110646, G110647,
(3110663 G110664. G110675.

G110807.

G110895, 6110898 110899,
G110965, G110966, G110967,

GI11039, G111045, G111047,

G111174, G11117 6 GI11177

G110309, G110520, G110521, G110321,

G110538, G110539, G110339, G110540, G110540, G110341,
6110550 G110350. G110531, G110552. G110553. G110535.
G110364. G110565. G110368. G110569. G110570. G110571.

G110393, G110393, 6110596, G110397,

G110676. G11

G110723, G110
6110"68 G110
. G110812, G110
GI110840, (3110841 G110843,

G110680, G110682. G110685, G110687,
G110729, G110730, G110731, G110736,
G110772, G11 GllO""‘9 G110780,
. G110815, G110 110822, G110823,

Gl 10598, G110600,

G110360, G110361,

6110410 G110411,

G110467, G110468, G110471,
G110504 G110505. G110503,

G110523, G110524, G110525. G110526. G110330, G110331.

G110342, G110343, G110543,
G110556 G110356. G11055"
G110574, G110575, G110586,

6110611, G110622, 0110629,
G110648, G110659. G110660,
G110688, G110692. G110698,

GL10743, G110754,
G110"82 Gl11

G110824, G110828, G110830,

G110844, G110846, 6110848 G110854 6110864 G110876, G110880, G110882, G110384,
G110903, G110904, G110929 G110942, G110944 G110849,
G110982, G110984, G110990, G110997, G111022, G111023,

(3111050 G111051,
G111082, 6111084 G111104, (3111109 G111112,
G111142. G111143, G111150, G111151, G111152,

G1110352, G111056, G111057, G111060,
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G111182, G111183,
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G110933, G110954, G11095"
G111026, G111033. G111036,
G111063, G111067, G111072,

6111186 6111188_(}111189

distribution only

| G110361.
G110384. G110385, G110385,
G110397, G110398. G110398;
-Gl10413,
G110425. G110427. G110428.
G110434, G110434, G110437, G110439, G110440, G110440. G110447, G110448. G110449,
G110456 G110457.

G110362, 0110365,
G110386. G110387,
G110399, G110399,
G110414. G110418,
G110430. G110431,
G110449, G110450,
G110472. G110474,
G110506, (}11050"
G110534,
G110345. G110546,
G110537. G110538,
G110587. G110588,
G110630. G110631,
G110661. G110662,
G110699. G110705,
739, G110761,
8, G1107 91
G110834. G110835,
G1108835, 0110889,
G110938, G110964,
G111037. G111038,
G111073. G111080,

G111114 G111117, G111119 G111120, G111123 G111125, G111136 G111139, G111140,
G111153, G111157, G111159, G111164. G111165, G111166, G111167, G111170, G111172,
7.G11117 8 G111179, 6111180 G111181,

G111190. G111191,
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G111193,G111194 G111195, G111200, G111224 G111231, G111234 G440419 VAT 001A, VAT 00IN, VAI 0015, VAL 002N, VAL 003N
Geographic Regions: Worldwide
Manufacturer(s): PENTAX Medical3 Paragon Dr. Montvale, NJ 07643, United States

Suggested Distribution: Clinical/Biomedical Engineering, Oncology, OR/Surgery, Pulmonology/Respiratory Therapy. Otolaryngology

Problem
Ina .Tuly 19 2017, Urgent Field Comrection letter submitted by an ECRI Institute member hospital. PENTAX states that the screw connecting the
suction amm to the control body of the above endoscopes may loosen over time, potentially leading to debris accunmlating in the space between the

suction mipple and the control ‘ody and inadequate suctioning caused by 1Eﬂlmge of air. PENTAX also states that this problem may canse cross-
contamination between patients.

Action Needed:

Identify any affected product in your inventory. PENTAX states that this problem does not affect endoscopes mannfactored after Janmary 26, 2011. If
vou have affected product, '.-E'ﬂf\- t]:::g'ou]mve received the July 19, 2017, U' t Field Correction letter and field comrection response form Cc:rmple@e
the field correction tun if to PENTAX. Upen rece:pr form, PENTAX will contact vour facility to arrange for product repair.
Motify all relevant petsomml at your facility of the mformation m the letter.

For Further Information:

PENTAX

Tel: (300) 431-3880, 8:30 am to 5 pm Eastern time, Monday through Friday
E-mail: customeradvisoriesiapentaxmedical com

Website: Chick here

Comments:

#  This alert is a living document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer t0 our HDA Format Guide .

Source(s):
e 2017 Jul 24. Member Hospital. PENTAX Document No. MEK-973 Rev. A Download
o 2017 Jul 24. Manufacturer. The mamufacturer confirmed the information provided in the source material.
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