INVIMQ i5esrssas

Instifuio Nacional de Vigilancia de Medicamenios y Alimentos.

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 Tomégrafo por Emision de Fotones
NO. IDENTIFICACION RISARH 11407-298

REFERENCIAS DEL DISPOSITIVO e.cam y symbia E, referencias y seriales especificos
MEDICO

REGISTRO SANITARIO 2008EBC-0001900

INDICACIONES Y USO Sistema de adquisicion de imagenes que permite detectar o
ESTABLECIDOS visualizar la distribucién de la absorcién de radiontclidos en
el cuerpo u drgano, haciendo uso de las siguientes técnicas:
tomografia  planar, tomografia de cuerpo entero,
imagenologia topografica e imagenologia para isotopos con
energias de hasta 588KeV. Las cabezas de los detectores
rotan facilmente en numerosas posiciones para ofrecer
estudios de propésito general, cardiologia, oncologia y
neurologia.

NOMBRE DEL FABRICANTE Siemens Medical Solutions Usa, Inc.
Siemens A.G
Orbotech Medical Denmark

DESCRIPCION DEL PROBLEMA El fabricante informa sobre un posible problema por el posible
aflojamiento de las ruedas traseras en los carros del
colimador, lo que puede conllevar a que se presenten
potencialmente retrasos en la realizaciéon de los examenes y
atencién de los pacientes.

FUENTE ANEXO 1

FECHA DE NOTIFICACION 18 de Julio de 2014

RECOMENDACION:
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 electrénico
tecnovigilancia@invima.gov.co
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O PROSPERIDAD
EPARA TODOS

Instiuio Nacional de Vigilancia de Medicamenios y Alimentos.

ANEXO 1

www.ecri.org = Printed from Heaith Devices Alerts on Friday, July 18, 2014 Page 1

A22695 - High Prierity Medical Device Alert
Medical Device Siemens—Collimeter Carts Used with e.cam and Symbia
Ongoing Action E Series Single-Photon Emission Computed Tomography

Updated: July 17. 2014 gyctems: Rear Casters May Become Loose

UMDNS 'I_'erms_: Product ldentifier:
* Scanning Systems,

Gamma Camera,
Single Photon
Emission Tomography
[18444]

Suggested Distribution:
* Clinical/Biomedical
Engineering
* Diagnostic Imaging
* Nuclear Medicine

Geographic Regions:

* (Impact m specific Collimeter Carts used with the
reglons has not been following e.cam and Symbia E
identified ormled outat  |oares Single-Photon Emission [Model Nos.: Serial Nos.:
. &fmﬁ‘iﬂm posting} Computed Tomograph (SPECT)
|[Systems:

e.cam DCR Duet Head A

59890957504, 8021, 8504, 8505
(e.soft)

3097, 8505, 8506, 8513,

E.cam DCR Gantry Dual Head, 782392008515, 8517, 8518, 8519,

P 8520, 8522
— 22012 ECRI Institute
E( R_ I Institute 5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
The Bisc 1 Seience. The Iniegrity of ldepandunca. May be reproduced by subseribmg mstitution for internal distribution only.
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le.cam DCR Gantry Single Head 5989087 8539

je.cam DCR Gantry Single Head, 2011, 5504, 7510, 8509,
B 78139 EN;SSIS, 8520

1012, 1022, 1023, 1037,
1091, 1099, 1127, 1145,

le_cam Dual Head (ICON S) 4330221115& 1151 1174, 1187,
1191, 1201, 1211, 5090
£2012 ECRI Institute
E( R_] Institute 5200 Butler Pike Plymouth Meetmz, PA 19462-1258, USA
The Biscipling of Science. The laiegrity of ladepandanca. May be reproduced by subseribmg institution for internal distribution enly.
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1019, 1020, 1024, 1042,
1068, 1070, 1081, 1089,
1090, 1095, 1112, 1129,
1130, 1131, 1135, 1136,
1137, 1138, 1139, 1141,
1142, 1143, 2016, 2017,
2019, 2048, 2062, 2099,
2107, 2111, 2118, 2119,
2120,2122, 2124, 2125,
2127, 2128, 3003, 3011,
3015, 3024, 3028, 3031,
3034, 3050, 3070, 3111,
5135, 3137, 3139, 4035,
4042, 4078

5242825

le.cam Duet Head (e.soft) 59840057501, 75059

5505, 5518, 5521, 5523,
5527, 5531, 5537, 5551,
5550, 5562, 5573, 5575,
5580, 5581, 5595, 5596,
e.cam Extended Gantry Dual 543]5,11‘,_)‘956?'1, 5672, 5673, 5674,
Head v3 5675, 5676, 5677, 5678,
5679, 7030, 7036, 7044,
7102, 7503, 7507, 7515,
7517, 7519, 7520, 7525,
7529, 7551, 7555, 7560

e.cam Extended Gantry Single

Head 5091117 5515
- 2012 ECRI Institute
E( R_] Institute 5200 Butler Pike Phymouth Meetmz, PA 19462-1208, USA
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le.cam Gantry Dual H ead 5101, 5142, 5159, 5167,
jv3.0Int 59920995169
4107, 4114, 4122, 4125,
4136, 4157, 4183, 4186,
le.cam Gantry Dual Head v2.5 59??06650‘”' 5033, 5034, 5038,
5046, 5117, 6001, 7503
£2012 ECRI Institute
E( R_] Institute 5200 Butler Fike Plvmouth Meetmz, PA 19462-1298, USA
The Discipling of Signce. Tha Integrity of bdepandincs. May be reproduced by subsenibmg mstituiton for internal dismbution only.
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7519, 7522, 7523, 7527,
7542, 7553, 7558, 7563,
7567, 7576, 7587, 7589,
7590, 7592, 7593, 7600,
7602, 7605, 7610, 7511,
7620, 7626, 7651, B020,
8021, 8022, 8025, 8040,
8042, 8060, B0E3, BO&T,
8106, 8119, 8133, 8138,
8520, 8531, 8534, 8559,
le.cam Gantry Dual Head v3.7 59890798596, 8600, 8607, 8630,
8631, 8641, 8657, BEGE,
8675, 8681, B85S, 8726,
8736, 8737, 8740, 8741,
8747, 8754, 8757, 8761,
8769, 8771, 8773, 8782,
8783, 8784, 8786, 8790,
8791, 8793, 8206, 8B15,
8819, 8822, 8829, 8833,
8835, 8837, 8838, 8839,
8841, 8842, 71101, 71102

2012 ECFI Institute
E( R_I Institute 5200 Butler Pike, Plyvmouth Meeting, PA 19462-1298, USA
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1002, 1003, 1004, 1005,
1006, 1007, 1009, 1010,
1011, 1012, 1013, 1014,
1015, 1016, 1017, 1019,
1020, 1021, 1022, 1023,
1024, 1025, 1026, 1027,
1028, 1029, 1030, 1031,
1032, 1033, 1034, 1035,
1036, 1037, 1038, 1039,
1041, 1042, 1043, 1046,
10151531/1047, 1048, 1049, 1050,
1051, 1052, 1053, 1054,
1055, 1056, 1057, 1058,
1059, 1050, 1061, 1062,
1063, 1054, 1065, 10686,
1068, 1059, 1070, 1071,
1072, 1073, 1074, 1075,
1076, 1077, 1078, 1079,
1080, 1081, 1082, 1083,
1084, 1085, 11131, 70001,
70002, 70003

e.cam Gantry Foresight
|5ign_Ser 1Hd

e.cam Gantry Single Head v3.0 5977074 4044

1012, 1018, 2005, 2018,

e.cam Single Head (ICON 5) 43802133004, 3027, 3028

- £2012 ECRI Institute
E( R_] Institute 5200 Butler Pike. Plymouth Meeting, PA 19462-1298, USA.
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le.cam Single Special

Configuration 10520745 9935

5191, 8501, 8502, 8503,
B506, 8507, 8508, 8509,
8510, 8511, 8512, 8513,
8514, 8515, 8516, 8517,
8518, 8519, 8520, 8521,
8522, B523, 8524, 8526,
8527, 8529, 8530, 8531,
8532, 8533, 8534, 8535,
5536, 8537, 8538, 8539,
5530, 8540, 8541, 8542,
B543, 8544, 8545, 8546,
5547, 8548, 8549, 8550,
8551, 8552, 8553, 8554,
B555, 8556, 8557, 8558,
7760932{8560, 8561, 8562, 8563,
B564, B565, 8566, 8567,
B568, 8569, 8570, 8571,
8572, 8573, 8574, 8575,
8576, 8577, 8578, 8579,
B580, 8581, 8582, 8583,
9001, 9003, 9004, 9005,
9007, 9008, 9010, 9011,
9012, 3013, 9014, 9015,
9017, 3018, 9019, 9020,
9021, 3022, 9023, 9024,
9027, 9028, 9029, 9030,
9031, 9032, 9033, 9034,
9036, 3037, 9038, 9039,
9041, 9043, 9044

[Signature e.cam Dual Camera,
1A

— 2012 ECRI Institute
E( R_] Institute 5200 Butler Pike Plymouth Maetmz, PA 19462-1298 USA
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5382, 5389, 5517, 5764,
6481, 8490, 2001, 2002,
9003, 9004, 3005, 2006,
9007, 9008, 3009, 2010,
9011, 9013, 2014, 2015,
9016, 9017, 2018, 2019,
9020, 9021, 9022, 2023,
9024, 9025, 9027, 2028,
9029, 9030, 2031, 2033,
9034, 9035, 2036, 2037,
9039, 9040, 3041, 2043,
9044, 9045, 2046, 2047,
9043, 9049, 3050, 2051,
9052, 9053, 9054, 2055,
9056, 9057, S058, 2059,
Q060, 9061, 3062, 2063,
9064, 9055, B066, 2067,
9068, 9069, 3070, 2071,
9072, 9073, 9074, 2075,
9076, 9077, 9078, 2079,
9080, 9081, 3082, 2083,
9084, 9085, 3086, 2087,
Q083, 9089, 2090, 2091,
9092, 9093, 2094, 2095,
9096, 9097, S092, 2099,
9100, 9101, 9102, 2103,
9104, 9105, 9106, 2107,
91089, 9110, 9111, 9112,
9113, 9115, 9116, 2117,
9118, 9122, 9123, 9124,
9125, 9126, 9127, 2128,
9129, 9130, 9131, 2132,
[Signature e.cam Dual Camera, 78230469133, 9134, 8135, 9136,
B 9137, 9138, 9141, 2142,
9143, 9144, 9145, 9146,
9147, 9148, 9149, 2150,
9151, 9152, 9153, 2154,
9155, 9156, 9157, 2158,
9160, 9161, 9162, 2163,
9164, 9185, 9166, 2167,
9168, 9159, 9170, 2171,
9172,9173, 9174, 2175,
9176, 9177, 9179, 9180,
9182, 9183, 9184, 2185,
9187, 9188, 9189, 2190,
9191, 9192, 9193, 9194,
9195, 9197, 9198, 2199,
9200, 9201, 9202, 2203,
9204, 9205, 9206, 2207,
9208, 9209, 9210, 2211,
9212,9213, 9214, 9215,
9216, 9217, 9219, 9220,
9221,9222, 9223, 9224,
9226,9227, 9228, 9229,
9230, 9231, 9232, 9233,
9234, 9235, 9236, 9237,
9238, 9239, 9240, 9241,
92432, 9243, 9245, 9246,
9247, 9248, 9249, 9250,
9251, 9252, 9253, 9254,
9254, 9255, 9256, 9257,
9259, 9260, 9261, 9262,
9263, 9264, 9265, 2266,
9267, 9268, 9269, 9270,
9271,9272, 9273, 9274,

—_ 22012 ECRI Institute
E( R] Institute 5200 Butler Pike, Plymouth Meetinz, PA 19462-1298, USA
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9275, 9276, 9277, 9278,
9279, 9280, 9281, 9282,
9283, 9284, 9285, 9287,
9288, 9290, 9291, 9292,
9293, 9794, 9295, 9296,
9297, 9298, 9299, 9300,
9301, 2302, 9303, 9304,
9306, 2307, 9308, 9308,
9310, 9311, 9313, 9724,
10000, 10001, 10002,
10003, 10004, 10005,
10008, 10007, 10008,
10009, 10010, 10011,
10012, 10013, 10015,
10016, 10017, 10018,
10020, 10021, 10022,
10023, 10024, 10025,
100285, 10027, 10028,
10029, 10030, 10031,
10032, 10033, 10034,
10035, 10036, 10038,
10039, 10040, 10041,
10042, 10044, 10045,
10047, 10048, 10049,
10050, 10052, 10053,
10054, 10055, 10056,
10057, 10058, 10059,
10060, 10061, 10052,
10063, 10064, 10055,
10066, 10067, 10068,
10069, 10070, 10071,
10072, 10073, 10074,
10075, 10076, 10077,
10078, 10073, 10080,
10082, 10083, 10084,
10085, 10086, 10087,
10088, 10088, 10090,
10092, 10093, 10094,
10095, 10096, 10097,
10098, 10100, 10101,
10104, 10105, 10106,
10107, 10108, 10108,
10110, 10111, 10112,
10113, 10114, 10115,
10118, 10117, 10118,
10119, 10120, 10121,
10122, 10123, 10124,
10125, 10126, 10127,
10128, 10128, 10130,
10131, 10132, 10133,
10134, 10135, 10136,
10137, 10138, 10133,
10140, 10141, 10144,
10145, 10146, 10148,
10150, 10151, 10152,
10153, 10154, 10155,
10158, 10157, 10159,
10160, 10161, 10162,
10163, 10164, 10165,
10168, 10167, 10159,
10170, 10172, 10173,
10174, 10175, 10176,
10177, 10178, 10179,
10180, 10181, 10182,
10183, 10184, 10185,

— €2012 ECRI Institute
E(_,R_] Institute 5200 Butler Pike, Flymouth Meeting, PA 19462-1298, USA
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10186, 10187, 10188,
10191, 10192, 10193,
10194, 10195, 10196,
10197, 10198, 10199,
10200, 10201, 10202,
10203, 10204, 10205,
10208, 10207, 10208,
10209, 10210, 10211,
10212, 10213, 10214,
10215, 10216, 10217,
10218, 10218, 10220,
10221, 10222, 10223,
10224, 10225, 10227,
10228, 10228, 10230,
10231, 10232, 10233,
10234, 10235, 10236,
10237, 10238, 10239,
10241, 10242, 10243,
10244, 10245, 10246,
10247, 10248, 10249,
10250, 10251, 10252,
10253, 10254, 10255,
10256, 10258, 10259,
10260, 10261, 10265,
10266, 10267, 10268,
10269, 10270, 10271,
10272, 10273, 10274,
10275, 10277, 10278,
10279, 10281, 10282,
10283, 10284, 10285,
10286, 10287, 10288,
10289, 10290, 10291,
10292, 10293, 10294,
10295, 10296, 10297,
10298, 10299, 10300,
10301, 10302, 10303,
10304, 10305, 10307,
10308, 10310, 10311,
10312, 10313, 10314,
10315, 10316, 10317,
10318, 10320, 10321,
10322, 10323, 10324,
10325, 10326, 10327,
10328, 10328, 10330,
10332, 10333, 10334,
10335, 10336, 10337,
10338, 10338, 10340,
10341, 10342, 10343,
10344, 10345, 10346,
10347, 10348, 10349,
10350, 10351, 10352,
10353, 10354, 10355,
10356, 10357, 10358,
10360, 10361, 10362,
11001, 11002, 11003,
11004, 11005, 11006,
11007, 11008, 11009,
11010, 11011, 11012,
11013, 11014, 11015,
11018, 11017, 11018,
11019, 11021, 11022,
11023, 11024, 11025,
110286, 11027, 11029,
11030, 11031, 11032,
11033, 11034, 11035,

— £2012 ECRI Institute
E( R_] Institute 5200 Butler Pike. Plymouth Meetme, PA 19462-1298 USA
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11036, 11037, 11038,
11039, 11040, 11041,
11042, 11043, 11045,
11046, 11047, 11048,
11049, 11050, 11051,
11052, 11053, 11054,
11055, 11057, 11058,
11058, 11060, 11061,
11062, 11063, 11054,
11065, 11066, 11067,
11068, 11068, 11070,
11071, 11072, 11073,
11074, 11075, 11076,
11077, 11078, 11079,
11080, 11081, 11082,
11083, 11084, 11085,
11086, 11087, 11088,
11089, 11091, 11092,
11083, 11094, 11095,
11086, 11097, 11098,
11089, 11100, 11101,
11102, 11103, 11104,
11105, 11106, 11107,
11109, 11110, 11111,
11112, 11113, 11114,
11116, 11118, 11120,
11121, 11122, 11123,
11124, 11125, 11126,
11127, 11128, 11130,
11131, 11132, 11133,
11134, 11135, 11136,
11137, 11138, 11139,
11140, 11141, 11142,
11143, 11145, 11147,
11148, 11148, 11150,
11151, 11152, 11153,
11154, 11155, 11156,
11157, 11158, 11159,
11160, 11162, 11163,
11164, 11165, 11157,
11168, 11168, 11170,
11171, 11172, 11173,
11174, 11175, 11176,
11177, 11178, 11179,
11180, 11181, 11182,
11183, 11184, 11185,
11186, 11187, 11188,
11189, 11190, 11191,
11182, 11193, 11194,
11185, 11196, 11197,
11188, 11198, 11200,
11201, 11202, 11203,
11204, 11205, 11206,
11207, 11208, 11209,
11210, 11211, 11212,
11213, 11214, 11215,
11216, 11217, 11218,
11218, 11221, 11222,
11223, 11224, 11225,
11226, 11227, 11228,
11229, 11230, 11231,
11232, 11233, 11234,
11235, 11236, 11237,
11238, 11238, 11240,
11241, 11242, 11243,

— £2012 ECRI Institute
E( R_] Institute 5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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11244, 11245, 11246,
11247, 11248, 11249,
11250, 11251, 11252,
11253, 11254, 11255,
11256, 11257, 11258,
11259, 11260, 11261,
11262, 11263, 11264,
11265, 11266, 11267,
11268, 11268, 11270,
11271, 11273, 11274,
11275, 11276, 11277,
11278, 11280, 11281,
11282, 11283, 11285,
11286, 11287, 11289,
11290, 11291, 11292,
11293, 11294, 11295,
11296, 11297, 11298,
11299, 11300, 11301,
11302, 11303, 11304,
11305, 11307, 11308,
11309, 11310, 11312,
11314, 11315, 11316,
11317, 11318, 11319,
11320, 11321, 11323,
11324, 11325, 11326,
11327, 11328, 11329,
11330, 11331, 11332,
11333, 11334, 11335,
11336, 11337, 11338,
11339, 11340, 11341,
11342, 11343, 11344,
11345, 11346, 11347,
11348, 11348, 11350,
11351, 11352, 11353,
11354, 11355, 11357,
11358, 11358, 11360,
11361, 11362, 11363,
11365, 11366, 11367,
11368, 11368, 11370,
11371, 11372, 11373,
11374, 11375, 11377,
11378, 11379, 11380,
11381, 11382, 11383,
11384, 11385, 11386,
11387, 11388, 11389,
11390, 11391, 11392,
11393, 11384, 11396,
11397, 11398, 11399,
11400, 11401, 11402,
11403, 11406, 11407,
11408, 11408, 11410,
11411, 11412, 11413,
11414, 11415, 11417,
11418, 11419, 11420,
11421, 11423, 11425,
11436, 11427, 11428,
11479, 11431, 11433,
11434, 11435, 11436,
11437, 11438, 11439,
11440, 11441, 11442,
11443, 11444, 11445,
11446, 11447, 11449,
11450, 11451, 11453,
11454, 11455, 11456,
11457, 11458, 11459,
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11460, 11461, 11462,
11463, 11464, 11465,
11465, 11467, 11468,
11470, 11471, 11472,
11473, 11474, 11475,
11478, 11477, 11478,
11479, 11480, 11481,
11482, 11483, 11484,
11485, 11486, 11487,
11488, 11489, 11490,
11493, 11494, 11495,
11495, 11497, 11498,
11499, 11500, 11501,
11502, 11503, 11504,
11505, 11506, 11507,
11508, 11509, 11510,
11511, 11512, 11513,
11514, 11515, 11516,
11517, 11518, 11519,
11520, 11521, 11522,
11523, 11524, 11525,
115286, 11527, 11528,
11529, 11530, 11531,
115332, 11533, 11535,
11536, 11537, 11538,
11539, 11540, 11541,
11542, 11543, 11544,
11545, 11546, 11547,
11548, 11549, 11550,
11551, 11552, 11553,
11554, 11555, 11556,
11557, 11558, 11559,
11560, 11562, 11563,
11564, 11565, 11566,
11567, 11568, 11568,
11570, 11571, 11572,
11573, 11574, 11575,
11578, 11577, 11578,
11579, 11580, 11581,
11583, 11584, 11585,
11586, 11587, 11588,
11589, 11590, 11591,
115832, 11593, 11594,
11585, 11596, 11597,
11528, 11599, 11600,
11601, 11602, 11603,
11604, 11605, 11606,
11607, 11608, 11609,
11610, 11611, 11612,
11613, 11614, 11615,
116186, 11617, 11618,
11619, 11620, 11621,
11622, 11623, 11624,
11625, 11626, 11627,
11628, 11629, 11630,
11631, 11632, 11633,
11634, 11635, 11637,
11638, 11639, 11641,
11643, 11645, 11645,
11647, 11648, 11649,
11650, 11651, 11652,
11653, 11654, 11655,
11656, 11657, 11658,
11659, 11660, 11661,
11662, 11663, 11664,
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11665, 11666, 11657,
11668, 11668, 11670,
11671, 11672, 11673,
11674, 11675, 11676,
11677, 11678, 11679,
11680, 11681, 11682,
11683, 11684, 11685,
11686, 11687, 11688,
11689, 11690, 11691,
11692, 11693, 11694,
11695, 11696, 11697,
11698, 11698, 11700,
11701, 11702, 11703,
11704, 11705, 11706,
11707, 11708, 11709,
11710, 11711, 11712,
11713, 11714, 11715,
11715, 11717, 11718,
11719, 11720, 11721,
11722, 11723, 11724,
11725, 11726, 11727,
11728, 11729, 11730,
11732, 11733, 11734,
11735, 11736, 11737,
11738, 11738, 11740,
11741, 11742, 11744,
11745, 11746, 11747,
11748, 11748, 11750,
11751, 11752, 11753,
11754, 11755, 11756,
11757, 11758, 11759,
11780, 11761, 11752,
11783, 11764, 11785,
11766, 11767, 11768,
11769, 11770, 11771,
11772, 11773, 11774,
11775, 11776, 11778,
11779, 11780, 11781,
11782, 11783, 11784,
11785, 11786, 11787,
11788, 11788, 11790,
11791, 11792, 11793,
11794

Signature e.cam Duet Camera, 77611618501, 8502, B503

A
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5324, 6583, 9001, 9004,
9005, 2007, 9009, 9010,

Signature e.cam Duet Camera, 9012, 9015, 9017, 018,

7823979

E 9019, 9020, 9021, 2023,
9025, 9026, 9028, 2029,
9031, 9304
2012 ECEI Institute
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8502, 8503, 8504, 8505,
8506, 8507, 8509, 9001,
9002, 9003, 9004, 2005,
9006, 9007, 9008, 2009,
9010, 9011, 5012, 2013,
9015, 9016, 9017, 9018,
9019, 9020, 9021, 2022,
9023, 9024, 5025, 9026,
9027, 9028, 5029, 9030,
9032, 9033, 9034, 9035,
9036, 9037, 5038, 2040,
9041, 9042, 5043, 2044,
9045, 9658, 10000, 10001,
10002, 10003, 10004,
10005, 10007, 10008,
10009, 10010, 10011,
10012, 10013, 10014,
10015, 10016, 10017,
10018, 10019, 10020,
10022, 10023, 10024,
10025, 10026, 10027,
10028, 10029, 10030,
10031, 10032, 10033,
10034, 10035, 10036,
10037, 10038, 10039,
10040, 10041, 10042,
10043, 10044, 10045,
10045, 10047, 10049,
10050, 10051, 10052,
10053, 10054, 10055,
10056, 10057, 10058,
10059, 10060, 10061,
Signature e.cam Single 7823953 10062, 10063, 10064,
Camera, B 11001, 11002, 11003,
11004, 11005, 11006,
11007, 11008, 11009,
11010, 11011, 11012,
11013, 11014, 11015,
110165, 11017, 11018,
11019, 11020, 11021,
11022, 11023, 11024,
11025, 11026, 11028,
11029, 11030, 11031,
11032, 11033, 11034,
11035, 11036, 11037,
11038, 11039, 11040,
11041, 11042, 11044,
11045, 11046, 11048,
11049, 11050, 11052,
11053, 11054, 11055,
11056, 11057, 11058,
11059, 11060, 11061,
11063, 11064, 11065,
11066, 11067, 11068,
11069, 11070, 11071,
11072, 11073, 11074,
11075, 11076, 11077,
11078, 11079, 11080,
11081, 11082, 11083,
11084, 11086, 11088,
11089, 11090, 11091,
11092, 11093, 11095,
11096, 11097, 11098,
11099, 11100, 11101,
11102, 11103, 11104,
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11105, 11106, 11107,
11108, 11109, 11110,
11111, 11112, 11113,
11114, 11115, 11116,
11117, 11118, 11119,
11120, 11121, 11123,
11123, 11124, 11125,
11126, 11129, 11130,
11132, 11133, 11134,
11136, 11137, 11138,
11139, 11140, 11141,
11142, 11143, 11145,
11146

8501, 8502, 8503, 8504,

Signature e.cam Single 7760809(8505, 8506, 8507, 8508,

Cameral, A 8508, 8510
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1001, 1003, 1004, 1005,
1006, 1008, 1009, 1010,
1013, 1014, 1015, 10186,
1017, 1018, 1019, 1021,
1022, 1023, 1024, 1025,
1026, 1027, 1028, 1029,
1030, 1031, 1032, 1033,
1034, 1036, 1037, 1038,
1040, 1041, 1042, 1043,
1044, 1045, 1047, 1048,
1042, 1050, 1051, 1052,
1053, 1054, 1055, 1056,
1057, 1058, 1059, 1060,
1061, 1064, 1065, 1066,
1067, 1068, 1069, 1070,
1071, 1072, 1073, 1074,
1075, 1076, 1079, 1080,
1081, 1082, 1083, 1084,
1085, 1086, 1088, 1090,
1091, 1092, 1094, 1095,
1096, 1097, 1098, 1099,
1100, 1101, 1102, 1103,
1104, 1105, 1106, 1107,
1108, 1108, 1110, 1111,
1112,1113, 1114, 1115,
1116, 1117, 1118, 1119,
1120, 1122, 1123, 1124,
1125, 1126, 1127, 1128,
1129, 1130, 1131, 1132,
1133, 1134, 1135, 1136,
1137, 1138, 1139, 1140,
1141,1142, 1143, 1144,
[Signature Foresight e.cam Dua 10151532/1145, 1146, 1147, 1148,
Camera 1149, 1150, 1151, 1152,
1153, 1154, 1155, 1156,
1157, 1158, 1159, 1160,
1161, 1162, 1163, 1154,
1165, 1166, 1167, 1168,
1169, 1170, 1172, 1173,
1174,1177, 1178, 1173,
1180, 1181, 1182, 1183,
1184, 1185, 1186, 1187,
1188, 1189, 1190, 1191,
1192,1193, 1194, 1195,
1196, 1198, 1199, 1200,
1201, 1202, 1203, 1204,
1205, 1206, 1207, 1208,
1209,1210, 1211, 1212,
1213,1214, 1217, 1218,
1219, 1220, 1221, 1222,
1223, 1224, 1235, 1226,
1227,1228, 1229, 1230,
1231,1252, 1233, 1234,
1235, 1236, 1237, 1238,
1239, 1240, 1241, 1242,
1243, 1244 1245, 1246,
1247,1248, 1249, 1250,
1251, 1252, 1253, 1255,
1256, 1257, 1258, 1259,
1261, 1263, 1264, 1265,
1266, 1267, 1268, 1270,
1271,1272,1273,1274,
1275,1279, 1280, 1281,
1282, 1284, 1285, 1286,
1287, 1288, 1289, 1290,
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1291, 1292, 1293, 1294,
1295, 1296, 1297, 1298,
1299, 1300, 1301, 1302,
1303, 1304, 1305, 1306,
1307, 1308, 1308, 1310,
1311, 1312, 1313, 1314,
1315, 1316, 1317, 1318,
1319, 1320, 1321, 1322,
1323, 1324, 1325, 1326,
1327, 1328, 1329, 1330,
1331, 1332, 1333, 1334,
1335, 1336, 1337, 1339,
1340, 1341, 1342, 1343,
1344, 1345, 1346, 1347,
1348, 1349, 1350, 1351,
1352, 1353, 1354, 1355,
1356, 1357, 1358, 1359,
1361, 1363, 1364, 1365,
1366, 1357, 1368, 1369,
1370, 1371, 1372, 1373,
1374, 1375, 7197, 10016,
10319, 70002, 70003,
70004, 70005, 70006,
70007, 70008, 70009,
70010, 70011, 70012,
70013, 70014, 70015,

70017, 70018, 70019
£2012 ECRI Institute
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1001, 1002, 1003, 1004,
1005, 1007, 1010, 1011,
1012, 1013, 1014, 1015,
1016, 1017, 1018, 1019,
1020, 1021, 1022, 1023,
1024, 1025, 1026, 1027,
1028, 1029, 1030, 1031,
1032, 1034, 1035, 1036,
1037, 1038, 1039, 1040,
1041, 1042, 1043, 1044,
1045, 1046, 1047, 1048,
1049, 1050, 1051, 1052,
1053, 1054, 1055, 1056,
1057, 1058, 1058, 1060,
1061, 1062, 1063, 1064,
1065, 1066, 1067, 1068,
1069, 1070, 1071, 1072,
1073, 1074, 1075, 1076,
1077, 1078, 1079, 1080,
1081, 1082, 1083, 1084,
1085, 1086, 1087, 1088,
1089, 1090, 1091, 1092,
1093, 1094, 1095, 1096,
1097, 1098, 1099, 1100,
1101, 1102, 1103, 1104,
1105, 1106, 1107, 1108,
1109, 1110, 1111, 1112,
1113, 1114, 1115, 1116,
1117, 1118, 1118, 1120,
1121, 1122, 1123, 1124,
1125, 1126, 1127, 1128,
1129, 1130, 1131, 1132,
symbia E Dual Head 102758791133, 1134, 1135, 1136,

1137, 1138, 1139, 1140,
1141, 1142, 1143, 1144,
1145, 1146, 1147, 1148,
1149, 1150, 1151, 1152,
1153, 1154, 1155, 1156,
1157, 1158, 1158, 1160,
1161, 1162, 1163, 1165,
1166, 1167, 1168, 1169,
1170, 1171, 1172, 1173,
1174, 1175, 1176, 1177,
1178, 1179, 1180, 1181,
1182, 1183, 1184, 1185,
1186, 1189, 1190, 1191,
1192, 1193, 1194, 1195,
1196, 1197, 1198, 1199,
1200, 1201, 1202, 1203,
1205, 1206, 1207, 1208,
1209, 1210, 1211, 1212,
1213, 1214, 1215, 1216,
1217, 1218, 1218, 1220,
1221, 1222, 1223, 1224,
1235, 1226, 1227, 1228,
1229, 1230, 1231, 1232,
1233, 1234, 1235, 1236,
1237, 1238, 1239, 1240,
1241,1242, 1243, 1244,
1245, 1246, 1247, 1248,
1249, 1250, 1251, 1252,
1253, 1254, 1255, 1256,
1257, 1258, 1259, 1260,
1261, 1262, 1263, 1264,
1265, 1266, 1267, 1268,
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1269, 1270, 1271, 1273,
1274, 1275, 1276, 1277,
1278, 1279, 1280, 1281,
1282, 1283, 1284, 1285,
1286, 1287, 1288, 1290,
1291, 1292, 1293, 1294,
1295, 1296, 1297, 1298,
1299, 1300, 1302, 1303,
1304, 1305, 1306, 1307,
1308, 1309, 1310, 1311,
1312, 1313, 1314, 1315,
1316, 1317, 1318, 1319,
1320, 1321, 1322, 1323,
1324, 1325, 1326, 1327,
1328, 1329, 1330, 1331,
1333, 1334, 1335, 1336,
1337, 1338, 1338, 1340,
1341, 1342, 1343, 1344,
1345, 1346, 1347, 1348,
1349, 1350, 1351, 1352,
1353, 1354, 1355, 1356,
1357, 1358, 1358, 1360,
1361, 1362, 1363, 1364,
1365, 1366, 1367, 1368,
1369, 1370, 1371, 1374,
1376, 1380, 1381, 1382,
1388, 1389, 1392, 1394,
1396, 1398, 1402, 1404,
1411, 1412, 1415, 1419,
1423, 1424, 1427, 1428,
1429, 1430, 1431, 1432,
1433, 1434, 1435, 1436,
1437, 1438, 1438, 1440,
1441, 1442, 1443, 1444,
1446, 1447, 1448, 1449,
1450, 1451, 1452, 1453,
1454, 1455, 1458, 1451,
1462, 1453, 1464, 1457,
1468, 1459, 1471, 1472,
1473, 1476, 1478, 1479,
1480, 1482, 1483, 1484,
1485, 1486, 1487, 1488,
1490, 1491, 1492, 1494,
1496, 1497, 1498, 1499,
1500, 1501, 1503, 1504,
1505, 1506, 1507, 1508,
1509, 1510, 1512, 1513,
1514, 1515, 1517, 1518,
1519, 1520, 1521, 1522,
1523, 1526, 1527, 1528,
1529, 1532, 1533, 1534,
1535, 1537, 1538, 1539,
1540, 1541, 1542, 1543,
1544, 1545, 1546, 1549,
1550, 1551, 1552, 1553,
1554, 1557, 1558, 1559,
1560, 1561, 1562,

700933850
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1001, 1002, 1003, 1004,
1006, 1007, 1009, 1010,
1011, 1013, 1014, 1015,
1017, 1018, 1019, 1020,
1021, 1022, 1023, 1024,
1025, 1026, 1027, 1028,
1029, 1030, 1031, 1032,
1033, 1034, 1035, 1036,
1037, 1038, 1039, 1040,
[Symbia E Single Head 10413009 1041, 1042, 1043, 1044,
1045, 1046, 1047

[Capital Equipment]

Manufacturer:
» Siemens Medical Selutions USA Inc2301 N Barmington Rd, Hoffiman Estates, IL
60192, United States

Problem: FDA's Center for Devices and Radiological Health (CDEH) states that the
rear casters on the collimator carts of the above systems may become loose. FDA's
CDEH also states that the manufacturer inttiated a product correction by Customer
Safety Advisory Notice letter dated Apnl 23, 2014. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Identify and discontinue use of any affected carts in your inventery. If you have
affected product, verify that you have recerved the Apnl 23, 2014, Customer Safety
Adwisory Notice letter from Siemens. Notify your local service representative if you
observe or suspect that one or more casters are loose (indicated by shaking while the
cart is in motion). A Siemens service representative will contact your facility to
schedule a retention bracket nstallation.

For Further Information:

Siemens
- 2012 ECFI Institute
E( RI Institute 5200 Butler Pike, Plymouth Meetinz, PA 19462-1298, USA
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Comment:

Thus alert is a living document and may be updated when ECRI Institute
receives additional information. In circumstances in which we determine
that it 15 appropriate for customers to repeat their review of an issue (e.g.,
when additional affected product has been 1dentified), we will post a
separate update alert. In other cases, we may add information, such as
addifional commentary, recommendations. and/or source documents, to
the original alert. For additional information regarding the format of this
alert, refer to our HDA Format Guide.

Source(s):
« 2014 Jul 15. FDA CDEH Database. Class II. Z-20422043-2014
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