L o ¥ MINISTERIO agencia espafiola de
¢t = DE SANIDAD, SERVICIOS SOCIALES medicamentos y
Iié@ E IGUALDAD . productos sanitarios

ALERTA FARMACEUTICA

Referencia: N° alerta: Fecha:
DICM/CONT/MJA R_41/2012 01 de octubre de 2012
Producto:

Medicamento de uso hospitalario

Marca comercial, presentacién, niumero de registo y codigo nacional:

. CONOXIA GAS MEDICINAL CRIOGENICO, 1 recipiente de 21 litros (NR: 67167, CN: 652549)
. CONOXIA GAS MEDICINAL CRIOGENICO, 1 recipiente de 31 litros (NR: 67167, CN: 652550)

DCIl o DOE:
OXIGENO

Lotes:
El defecto de calidad se localiza en algunos recipientes criogénicos moviles tipo HomeLOX, identificados
con los nameros de serie recogidos en el anexo 1

Titular de autorizacion de comercializacion:
ABELLO LINDE, S.A.

Laboratorio fabricante:
LINDE MEDICINAL, S.L. (Cérdoba)

Domicilio social del responsable del producto:
C/ Bailén, 105, Barcelona

Descripcion del defecto:
Deteccion de polvo blanquecino en el interior de algunos recipientes criogénicos que puede depositarse en
las conducciones de los propios recipientes y generar un funcionamiento defectuoso de los mismos

Informacién sobre la distribucion:
El laboratorio ha suministrado directamente estos medicamentos a los pacientes

Clasificacion de los defectos:
Clase 2

Medidas cautelares adoptadas:
ABELLO LINDE, S.A. retirara de los domicilios de los pacientes todas las unidades de los nimeros de
serie recogidos en el anexo 1

Actuaciones a realizar por las CCAA:
Seguimiento de la retirada

JEFE DE DEPARTAMENTO
DE INSPECCION Y CONTROL DE MEDICAMENTOS

Belén Escribano Romero

CORREO ELECTRONICO Péagina 1 de 12 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
sgicm@aemps.es Tel: 91 822 52 02 | Fax: 91 822 52 43




ANEXO 1

Cdédigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109000912 95065225 31
72431109001512 B07346357 31
72431109001511 B04317380 31
72431109001509 B06180096 31
72431109001508 B07080087 31
72431109001340 3010442054 31
72431109001506 B05160038 31
72431109001505 B03335021 31
72431109001504 B05140026 31
72431109001503 B04082058 31
72431109001502 B06024262 31
72431109001501 B08294118 31
72431109001499 95G1206355 31
72431109001498 B07162229 31
72431109001497 B07081190 31
72431109001496 95065297 31
72431109001495 B08339136 31
72431109001494 B05287162 31
72431109001491 B07008135 31
72431109001490 B07130317 31
72431109001489 B07081208 31
72431109001488 B05237123 31
72431109001487 B05187257 36
72431109001486 B06069085 31
72431109001485 B07352142 31
72431109001484 B08280114 31
72431109001482 B07324066 31
72431109001481 B07323056 31
72431109001480 B07155052 31
72431109001479 89111131 31
72431109001478 B03216010 31
72431109001477 B07316128 31
72431109001476 B08051160 31
72431109001475 B05290127 31
72431109001474 95065223 31
72431109001473 B06066120 31
72431109001472 B06116167 31
72431109001471 93040405 31
72431109001469 B05287152 31
72431109001467 B05017128 36
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Cddigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109001466 B03227254 31
72431109001465 91011390 31
72431109001464 B06098018 31
72431109001463 B07346198 31
72431109001462 88061327 31
72431109001461 B06285160 31
72431109001460 B06285161 31
72431109001458 B06072119 31
72431109001457 3010480176 31
72431109001456 B04231042 31
72431109001455 B05343085 31
72431109001454 93032081 31
72431109001453 92011980 31
72431109001451 B07080075 31
72431109001450 B06122195 31
72431109001449 B06122216 31
72431109001448 B05265078 31
72431109001447 B05290122 31
72431109001446 1128527 31
72431109001445 91011384 31
72431109001444 B08339147 31
72431109001443 92011908 31
72431109001442 B05354164 31
72431109001440 B07346329 31
72431109001439 B07317107 31
72431109001438 B08331098 31
72431109001437 95065216 31
72431109001436 B08323115 31
72431109001435 B06069008 31
72431109001434 B06159109 31
72431109001430 3011071147 31
72431109001429 B06170040 31
72431109001427 B08053172 31
72431109001426 B07213005 31
72431109001425 B06108035 31
72431109001423 96G0409879 31
72431109001422 B05290111 31
72431109001421 B07317066 31
72431109001420 B04231055 31
72431109001419 B04125054 31
72431109001418 B08134369 31
72431109001417 B05354158 31
72431109001416 B05010093 31
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Cddigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109001415 B06118041 31
72431109001414 B07313022 31
72431109001413 B06066108 31
72431109001412 B03267062 31
72431109001411 B04188392 31
72431109001332 3010493511 31
72431109001273 B03337092 36
72431109001578 B07144240 31
72431109001577 B06069035 31
72431109001574 B07152234 31
72431109001573 92011994 31
72431109001572 B04355030 31
72431109001571 B07319056 31
72431109001570 99G1252488 31
72431109001338 3010431329 31
72431109001568 B05265107 31
72431109001567 91080390 31
72431109001566 B05203214 36
72431109001565 B08248151 31
72431109001564 B05010110 31
72431109001563 B08051139 31
72431109001562 B05349056 31
72431109001561 B06194289 31
72431109001560 B05265080 31
72431109001559 B04114062 31
72431109001558 B07317064 31
72431109001557 B05203209 36
72431109001556 B07319011 36
72431109001555 B06066121 31
72431109001554 B06075210 31
72431109001553 B03289226 31
72431109001552 B06076142 31
72431109001551 B05223173 31
72431109001550 B06298139 31
72431109001549 B07337126 31
72431109001547 95G1206359 31
72431109001546 B07332030 31
72431109001545 95065212 31
72431109001544 B06297166 31
72431109001543 91093040 31
72431109001542 B06178219 31
72431109001541 B05101010 31
72431109001540 99G1252493 31
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Cddigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109001539 88061547 31
72431109001538 B05278093 31
72431109001537 95065203 31
72431109001536 B07351104 31
72431109001535 99G1252478 31
72431109001534 89111104 31
72431109001533 B08291118 31
72431109003842 93032057 31
72431109001666 5287127 31
72431109001667 8309128 31
72431109001668 6354076 31
72431109001669 3011230048 31
72431109001670 3011240266 31
72431109001671 3011240248 31
72431109001672 4110099 31
72431109001673 6313107 31
72431109001674 7316057 31
72431109001576 3329002 31
72431109000900 7008064 31
72431109001656 6118005 31
72431109001657 B05213171 31
72431109001658 3011240250 31
72431109001659 3011240293 31
72431109001660 3011230072 31
72431109001661 3011210768 31
72431109001662 3011240291 31
72431109001663 92012514 21
72431109001665 6354086 31
72431109001640 B073212145 31
72431109001641 6066129 31
72431109001642 93032099 31
72431109001643 8331116 31
72431109001644 3010431319 31
72431109001645 8056203 31
72431109001646 3011170983 31
72431109001647 3011160532 31
72431109001648 3011170987 31
72431109000407 B#08015139 31
72431109000417 3010431357 31
72431109000428 B#07319009 36
72431109001688 95G0040156 31
72431109001689 93103220 31
72431109001690 94333566 31

Pagina 5 de 12

MINISTERIO DE SANIDAD, SERVICIOS

SOCIALES E IGUALDAD

Agencia Espafiola de Medicamentos y

Productos Sanitarios, AEMPS




Cddigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109001691 95G0401539 31
72431109001692 92020621 31
72431109001694 94333635 31
72431109001693 90042924 31
72431109000412 92011934 31
72431109000437 92011978 31
72431109000899 5017137 36
72431109001266 B03329061 31
72431109001354 B06121028 31
72431109001353 B04190010 31
72431109001351 B06114094 31
72431109001350 3010350036 31
72431109001346 B07346270 31
72431109001345 99G1252474 31
72431109001344 B07312130 31
72431109001343 B05283093 31
72431109001342 92012512 21
72431109001339 3010411081 31
72431109001337 B07323111 31
72431109001336 B05117072 31
72431109001335 B07365171 31
72431109001334 92012503 21
72431109001333 B05280084 31
72431109001331 B07206042 31
72431109001330 B08316032 31
72431109001329 94080600 31
72431109001328 B06066139 31
72431109001326 95G1206336 31
72431109001325 3010431327 31
72431109001324 B07127060 31
72431109001323 3010493492 31
72431109001322 B05227159 31
72431109001321 B05187265 36
72431109001320 3010350033 31
72431109001319 B06066130 31
72431109001318 3010431345 31
72431109001317 B05287149 31
72431109001316 B08287180 31
72431109001315 B06066131 31
72431109001314 92012526 21
72431109001313 95G1206357 31
72431109001312 92011950 31
72431109001311 3010431335 31
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Cddigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109001310 B07312089 31
72431109001309 B06075200 31
72431109001308 3010411080 31
72431109001307 B07149120 31
72431109001306 3010411082 31
72431109001410 B07212115 31
72431109001409 89051407 31
72431109001408 B07323109 31
72431109001406 B08115186 31
72431109001405 B07352150 31
72431109001151 B05017120 36
72431109001404 B03216082 31
72431109001403 B06075159 31
72431109001402 B08331084 31
72431109001401 B06292137 31
72431109001400 B05290125 31
72431109001399 92011918 31
72431109001397 B05265092 31
72431109001396 92011945 31
72431109001395 B08011154 31
72431109001394 B07325068 31
72431109001393 B07318022 31
72431109001392 B04188343 31
72431109001391 B08323108 31
72431109001390 B07312151 31
72431109001389 B05112032 31
72431109001388 B07075006 31
72431109001387 B07152228 31
72431109001386 B06111110 31
72431109001385 B06069047 31
72431109001384 B08002030 31
72431109001383 95G1206343 31
72431109001382 B07130160 31
72431109001381 B05223105 31
72431109001380 88061330 31
72431109001379 B08280117 31
72431109001378 B08273136 31
72431109001377 B08053164 31
72431109001376 B05010092 31
72431109001375 B06002358 31
72431109001374 B08273127 31
72431109001373 B07066007 31
72431109001372 B03254061 31
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Cddigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109001371 B07316051 31
72431109001370 B05319191 31
72431109001369 B06116119 31
72431109001368 B07318060 31
72431109001367 B08287017 31
72431109001365 B08344151 31
72431109001282 3010431348 31
72431109001281 3010411091 31
72431109001280 B07208005 31
72431109001279 3010431370 31
72431109001278 B06072122 31
72431109001277 92011912 31
72431109001276 3010411101 31
72431109001275 B05283090 31
72431109001710 B07323051 31
72431109001709 3011071143 31
72431109001708 3010493512 31
72431109001707 B08275113 31
72431109001706 B03216078 31
72431109001705 3008220130 36
72431109001704 B08115202 31
72431109001703 3010431344 31
72431109001702 3010493485 31
72431109001701 B05192186 36
72431109001698 93103212 31
72431109001697 94333556 31
72431109001696 91101348 31
72431109001680 95G0401549 31
72431109001681 94333555 31
72431109001682 91101380 31
72431109001683 92080187 31
72431109001223 B07344100 31
72431109001684 94093647 31
72431109001685 94093664 31
72431109001686 93103213 31
72431109001687 7275012 31
72431109001364 B04317271 31
72431109001363 B08287177 31
72431109001362 95065241 31
72431109001361 B04188361 31
72431109001360 B07261050 31
72431109001359 B06066092 31
72431109001358 B07323105 31
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Cddigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109001357 B08287000 31
72431109001356 B07318058 31
72431109001532 3008220116 36
72431109001531 B05017127 36
72431109001529 B05017148 36
72431109001527 CBB3007370 31
72431109001526 B05203197 36
72431109001525 B07239163 31
72431109001524 B08344127 31
72431109001523 B06116159 31
72431109001522 92011960 31
72431109003843 B06076172 31
72431109001341 3010411078 31
72431109001517 B07323102 31
72431109001516 B08050156 31
72431109001514 B06075178 31
72431109001513 B08044335 31
72431109001267 88061535 31
72431109000469 6273171 31
72431109001695 94093688 31
72431109001225 93012467 31
72431109001226 93012472 31
72431109001227 95G0502380 31
72431109001228 B07226123 31
72431109001229 93050945 31
72431109001230 91101361 31
72431109001305 B06115245 31
72431109001303 B05287155 31
72431109001302 95G1206342 31
72431109001274 B07009100 31
72431109001301 3010350019 31
72431109001300 3007380079 31
72431109001299 B05203226 36
72431109001298 3010442039 31
72431109001297 B05354153 31
72431109001296 92012508 21
72431109001295 92011971 31
72431109001294 92011968 31
72431109001293 B05287136 31
72431109001292 B05283097 31
72431109001291 B07313071 31
72431109001290 89111112 31
72431109001289 B07155062 31
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Cddigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109001288 B06115255 31
72431109001287 B06005179 31
72431109001286 88022616 21
72431109001285 88022605 21
72431109001284 92011952 31
72431109001283 B03224301 31
72431109001265 B07323081 31
72431109001700 B08339092 31
72431109001699 3010493508 31
72431109001609 3010431334 31
72431109001610 B08325107 31
72431109001611 B06187106 31
72431109001612 B05349055 31
72431109001613 92011936 31
72431109001614 B07213010 31
72431109001615 B05017158 36
72431109001177 92011937 31
72431109001616 B07162223 31
72431109001617 3010411089 31
72431109001618 3010493506 31
72431109001006 92011905 31
72431109001619 5187292 36
72431109001620 95065214 31
72431109001621 3010431358 31
72431109001622 8042137 31
72431109001623 6005174 31
72431109001624 5017101 36
72431109001625 94103327 31
72431109001626 3011170988 31
72431109001627 3011171020 31
72431109001628 6109175 31
72431109001629 8287003 31
72431109003829 69066095 31
72431109003831 3011482146 31
72431109003836 3011300241 31
72431109003837 3011370233 31
72431109003838 3011370299 31
72431109003839 3011300220 31
72431109003840 B93032057 31
72431109000434 93040431 31
72431109001679 8323129 31
72431109003817 3011320095 31
72431109003818 3011320080 31
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Cddigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109001675 5290139 31
72431109001676 3008220124 36
72431109003844 CBB3011412 31
72431109003845 CBB3011291 31
72431109003846 3011370292 31
72431109003847 CBB3012011 31
72431109003848 CBB3011370 31
72431109003849 3011370290 31
72431109003850 3012011037 31
72431109003851 3011261796 31
72431109003852 3011291612 31
72431109003853 3011320454 31
72431109003854 3011320455 31
72431109003855 3011300166 31
72431109003856 3011342472 31
72431109003863 3011291608 31
72431109001630 3010442050 31
72431109001631 95G1206341 31
72431109001632 97G0518893 31
72431109001633 696836 31
72431109001634 B07023022 31
72431109001635 91011385 31
72431109001636 95065267 31
72431109001637 89111126 31
72431109001638 3011170981 31
72431109001639 3011170975 31
72431109003806 3011291603 31
72431109000895 B#05278025 31
72431109000750 94080648 31
72431109003807 3011300232 31
72431109003808 3011291623 31
72431109003809 3011291619 31
72431109003810 3011320055 31
72431109003811 3011300257 31
72431109003812 3011291672 31
72431109003813 3011320052 31
72431109003816 3011320094 31
72431109000490 6069052 31
72431109001575 B06111102 31
72431109001143 5199074 36
72431109001194 5192154 36
72431109000091 5199040 36
72431109000904 5199077 36
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Cddigo de barras / Numero de serie del fabricante/ | Tamafio nominal /
Barcode Manufacturer serial number Nominal size
72431109003841 B06066095 31
72431109001263 B06066101 31
72431109000390 4110074 31
72431109001664 92012514 21
72431109001649 B08056206 31
72431109001650 3011240259 31
72431109001651 3011240270 31
72431109001652 3011240303 31
72431109001653 3011240267 31
72431109001654 3010350044 31
72431109001655 3011240288 31
72431109001231 B04115046 31
72431109001233 3011320468 31
72431109001234 3011412725 31
72431109003800 3011300194 31
72431109003801 3011320485 31
72431109003802 3011320403 31
72431109003803 3011320494 31
72431109003804 3011300197 31
72431109003805 3011320411 31

Pagina 12 de 12

MINISTERIO DE SANIDAD, SERVICIOS

SOCIALES E IGUALDAD

Agencia Espafiola de Medicamentos y

Productos Sanitarios, AEMPS






