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BUENOS AIRES, . :
0 5 MAY 2014

VISTO el Expediente N° 1-47-420-14-0 del Registro de esta
Administracién Nacional de Medicamentos, Alimentos y Tecnologia Médica
(ANMAT), vy

CONSIDERANDO: ' ‘

Que por las presentes actuaciones BOSTON SCIENTIFIC ARGENTINA
S.A. solicita se autorice la inscripcién en el Registro Productores y Productos de
Tecnologia Médica (RPPTM) de esta Administracién Nacional, de un nuevo producto
médico.

Que las actividades de elaboraciéon y comercializacion de productos
médicos se encuentran contempladas por la Ley 16463, el Decreto 9763/64, y
MERCOSUR/GMC/RES. N° 40/00, incorporada al ordenamiento juridico nacional por
Disposicion ANMAT N© 2318/02 (TO 2004), y normas complementarias.

Que consta la evaluacion técnica producida por la Direccidén de Gestidn
de Informacién Técnica.

Que consta la evaluacién técnica producida por la Direccion Nacional
de Productos Médicos, en la que informa que el producto estudiade redne los
requisitos técnicos que contempla la norma legal vigente, y que los
establecimientos declarados demuestran aptitud para la elaboracién y el control de
calidad del producto cuya inscripcion en el Registro se solicita.

Que los datos identificatorios caracteristicos a ser transcriptos en los
proyectos de la Disposicién Autorizante y del Certificado correspondiente, han sido
convalidados por las dreas técnicas precedentemente citadas.

Que se ha dado cumplimiento a los requisitos legales y formales que
contempla la normativa vigente en la materia.

Que corresponde autorizar la inscripcién en el RPPTM del producto

médico objeto de la solicitud.
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Que se actla en virtud de las facultades conferidas por los Decretos

N© 1490/92 y 1271/13.

Por ello;
EL ADMINISTRADOR NACIONAL DE LA ADMINISTRACION NACIONAL DE
MEDICAMENTOS, ALIMENTOS Y TECNOLOGIA MEDICA
DISPONE:

ARTICULO 1°- Autorizase la inscripcién en el Registro Nacional de Productores y
Productos de Tecnologia Médica (RPPTM) de la Administracién Nacional de
Medicamentos, Alimentos y Tecnologia Médica del producto médico de marca
Imager™ II, nombre descriptivo Catéter angiogréfico y nombre técnico Catéteres,
para Angiografia, de acuerdo a lo solicitado por BOSTON SCIENTIFIC ARGENTINA
S.A., con los Datos Identificatorios Caracteristicos que figuran como Anexo I de la
presente Disposicién y que forma parte integrante de la misma.

ARTICULO 2° - Autorizanse los textos de los proyectos de rotulo/s y de
instrucciones de uso que obran a fojas 14 y 16 a 19 respectivamente, figurando
como Anexo II de la presente Disposicion y que forma parte integrante de la
misma.

ARTICULO 39 - Extiéndase, sobre la base de lo dispuesto en los Articulos
precedentes, el Certificade de Inscripcién en el RPPTM, figurando como Anexo III
de la presente Disposicién y que forma parte integrante de la misma.

ARTICULO 4° - En los rdtulos e instrucciones de uso autorizados debera figurar la
leyenda: Autorizado por la ANMAT PM-651-365, con exclusién de toda otra leyenda
no contemplada en la normativa vigente.

ARTICULO 5° - La vigencia del Certificado mencionado en el Articulo 30 serd por
cinco (5) afios, a partir de la fecha impresa en el mismo.

ARTICULO 6° - Registrese. Inscribase en el Registro Nacional de Productores y
Productos de Tecnologia Médica al nuevo producto. Por Mesa de Entradas
notifiquese al interesado, haciéndole entrega de copia autenticada de la

presente Disposicion, conjuntamente con sus Anexos I, II y IIL Girese a la
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Direccién de Gestion de Informacién Técnica a los fines de confeccionar el legajo

correspondiente. Cumplido, archivese.

Expediente N° 1-47-420-14-0 A]h%okz_.

| n:SPOSICIC')N No 2 6 6 ?
-

Dr. OTIO A. ORSINGHER

Sub Administrador Natlonal
AN.M. AT,
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ANEXO I

DATOS IDENTIFICATORIOS CARACTERISTICOS del PRODUCTO r\ﬂ?lco inscripto
en el RPPTM mediante DISPOSICION ANMAT N© 2 6 6

Nombre descriptivo: Catéter angiografico.

Cédigo de identificacién y nombre técnico UMDNS: 10-688. Catéteres, para
Angiografia.

Marca(s) de lo(s) producto(s) médico(s): Imager™ II.

Clase de Riesgo: Clase IV

Indicacidn/es autorizada/s: ios catéteres angiogréficos Imager II estan disefiados
para proporcionar una via de suministro de medio de contraste a lugares
seleccionados del sistema vascular, incluidas las arterias cardtidas. Ademas, los
catéteres angiograficos selectivos Imager II de 5 F sin agujeros laterales también
pueden utilizarse para la introduccién controlada y selectiva de las espirales
desmontables Interlock™ - 35 de Boston Scientific en la vasculatura periférica.
Modelo(s):

M001315250 08714729737193 4F Flush / 4F Contra / 65 cm

M001315251 08714729355991 4F Flush / 4F Contra / 65 cm (5 pk)

M001315260 08714729737209 4F Flush / 4F Contra / S0 cm

M001315261 08714729356004 4F Flush / 4F Contra / 90 cm (5 pk)

M001315270 08714729737216 4F Flush / 4F Contra / 100 cm

M001315271 08714729356011 4F Flush / 4F Contra / 100 ¢m (5 pk)

M001315090 08714729737032 4F Flush / 4F Pigtail / 65 cm

M001315091 08714729355830 4F Flush / 4F Pigtail / 65 cm (5 pk)

M001315110 08714729737056 4F Flush / 4F Pigtail / 90 cm

M001315111 08714729355854 4F Flush / 4F Pigtail / 90 cm (5 pk)

M001315100 08714729737049 4F Flush / 4F Straight / 65 cm

M001315101 08714729355847 4F Flush / 4F Straight / 65 cm (5 pk)
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M001315120 08714729737063 4F Flush / 4F Straight / 90 cm
M001315121 08714729355861 4F Flush / 4F Straight / 90 cm (5 pk)
M001315000 08714729736943 4F Flush / 4F Tennis Racquet / 65 cm
M001315001 08714729355748 4F Flush / 4F Tennis Racquet / 65 cm (5 pk)
M001315010 08714729736950 4F Flush / 4F Tennis Racquet / 90 cm
MO001315011 08714729355755 4F Flush / 4F Tennis Racquet / 90 cm (5 pk)
M001315020 08714729736967 4F Flush / 4F Tennis Racquet / 100 cm
M001315021 08714729355762 4F Flush / 4F Tennis Racquet / 100 cm (5 pk)
M001316040 08714729737346 4F Selective / 4F BARNH / 100 cm
M001316041 08714729404385 4F Selective / 4F BARNH / 100 cm (5 pk)
M001316130 08714729737438 4F Selective / 4F H1 / 65 cm
M001316131 08714729404477 4F Selective / 4F H1 / 65 cm (5 pk)
M001316210 08714729737513 4F Selective / 4F JB1 / 65 cm
M001316211 08714729404552 4F Selective / 4F JB1 / 65 ¢cm (5 pk)
M001316380 08714729737681 4F Selective / 4F SIM4 / 100 cm
MO001316381 08714729404729 4F Selective / 4F SIM4 / 100 cm (5 pk)
M001316020 08714729737322 4F Selective / 4F STR / 65 cm

\Y M001316021 08714729404361 4F Selective / 4F STR / 65 cm (5 pk)

MO001316030 08714729737339 4F Selective / 4F STR / 100 cm
M001316031 08714729404378 4F Selective / 4F STR / 100 cm (5 pk)
M001316060 08714729737360 4F Selective / 4F BERN / 100 cm
M001316061 08714729404408 4F Selective / 4F BERN / 100 cm (5 pk)
M001316070 08714729737377 4F Selective / 4F BERN / 40 cm
M001316071 08714729404415 4F Selective / 4F BERN / 40 ¢cm (5 pk)
M001316090 08714729737391 4F Selective / 4F BERN / 65 cm
M001316091 08714729404439 4F Selective / 4F BERN / 65 cm (5 pk)
M001316120 08714729737421 4F Selective / 4F WEIN / 100 ¢m
M001316121 08714729404460 4F Selective / 4F WEIN / 100 cm (5 pk)
M001316150 08714729737452 4F Selective / 4F H1 / 100 cm
M001316151 08714729404491 4F Selective / 4F H1 / 100 cm (5 pk)
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M001316170 08714729737476 4F Selective / 4F H3 / 100 cm

M001316171 08714729404514 4F Selective / 4F H3 / 100 cm (5 pk)
M001316190 08714729737490 4F Selective / 4F H1H / 100 cm
M001316191 08714729404538 4F Selective / 4F H1H / 100 cm (5 pk)
M001316200 08714729737506 4F Selective / 4F H3H / 100 cm
M001316201 08714729404545 4F Selective / 4F H3H / 100 cm (5 pk)
M001316230 08714729737537 4F Selective / 4F JB1 / 100 cm
M001316231 08714729404576 4F Selective / 4F JB1 / 100 cm (5 pk)
M001316250 08714729737551 4F Selective / 4F )JB2 / 100 cm
M001316251 08714729404590 4F Selective / 4F JB2 / 100 cm (5 pk)
M001316270 08714729737575 4F Selective / 4F JB3 / 100 cm
M001316271 08714729404613 4F Selective / 4F 1B3 / 100 cm (5 pk)
M001316290 08714729737599 4F Selective / 4F MAN / 100 cm
M001316291 08714729404637 4F Selective / 4F MAN / 100 cm (5 pk)
M001316310 08714729737612 4F Selective / 4F SIM1 / 65 cm
M001316311 08714729404651 4F Selective / 4F SIM1 / 65 ¢cm (5 pk)
M001316330 08714729737636 4F Selective / 4F SIM1 / 100 cm
M001316331 08714729404675 4F Selective / 4F SIM1 / 100 cm (5 pk)
M001316350 08714729737650 4F Selective / 4F SIM2 / 100 cm
M001316351 08714729404699 4F Selective / 4F SIM2 / 100 cm (5 pk)
M001316370 08714729737674 4F Selective / 4F SIM3 / 100 cm
M001316371 08714729404712 4F Selective / 4F SIM3 / 100 cm (5 pk)
M001316390 08714729737698 4F Selective 0.038 GW / 4F HN1 / 100 cm
M001316391 08714729404736 4F Selective 0.038 GW / 4F HN1 / 100 cm (5 pk)
M001316400 08714729737704 4F Selective / 4F HN1 / 100 cm
M001316401 08714729404743 4F Selective / 4F HN1/ 100 cm (5 pk)
M001316420 08714729737728 4F Selective / 4F HN2 / 100 Cn:1
M001316421 08714729404767 4F Selective / 4F HN2 / 100 cm (5 pk)
M001316440 08714729737742 4F Selective / 4F HN3 / 100 cm
M001316441 08714729404781 4F Selective / 4F HN3 / 100 cm (5 pk)
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"M001316460 08714729737766 4F Selective / 4F HN4 / 100 cm

M001316461 08714729404804 4F Selective / 4F HN4 / 100 cm (5 pk)
M001316470 08714729737773 4F Selective 0.038 GW/ 4F HN5 / 100 cm
M001316471 08714729404811 4F Selective 0.038 GW/ 4F HN5 100 cm (5 pk)
M001316480 08714729737780 4F Selective / 4F HN5 / 100 cm
M001316481 08714729404828 4F Selective / 4F HN5 / 100 cm (5 pk)
M001316490 08714729737797 4F Selective / 4F CK/ 100 cm \

M001316491 08714729404835 4F Selective / 4F CK / 100 cm (5 pk)
M001316500 08714729737803 4F Selective / 4F GEN / 100 cm
MQ01316501 08714729404842 4F Selective / 4F GEN / 100 crr; (5 pk)
M001316510 08714729737810 4F Selective / 4F GEN / 2S5 / 100 cm
M001316511 08714729404859 4F Selective / 4F GEN / 2S5 / 100 cn‘; (5 pk)
M001316530 08714729737834 5F Flush 0.035 GW / 4F CHGB / 65 cm
M001316531 08714729404873 5F Flush 0.035 GW / 4F CHGB / 65 cm (5 pk)
M001316550 08714729737858 5F Flush 0.035 GW / 4F CHGC / 65 cr;'l
M001316551 08714729404897 5F Flush 0.035 GW / 4F CHGC / 65 cm (5 pk)
M001316570 08714729737872 SF Flush 0.035 GW / 4F CHG2.5/ 65 .cm
M001316571 08714729404910 5F Flush 0.035 GW / 4F CHG2.5 / 65 cm (5 pk)
M001316580 08714729737889 5F Flush 0.035 GW / 4F Contra 2 / 65 cm
M001316581 08714729404927 5F Flush 0.035 GW / 4F Contra 2 / 65 cm (5 pk)
M001316610 08714729737919 5F Flush 0.035 GW / 4F DUCK / 65 cm
M001316611 08714729404958 5F Fiush 0.035 GW / 4F DUCK / 65 cm (5 pk)
M001316630 08714729737933 5F Flush 0.035 GW / 4F C1 / 65 cm -
M001316631 08714729404972 5F Flush 0.035 GW / 4F C1 / 65 cm (5 pk)
M001316650 08714729737957 5F Flush 0.035GW /4F C1/ 25/ 65cm
M001316651 08714729404996 SF Flush 0.035 GW / 4F C1 / 2S / 65 cm (5 pk)
M001316670 08714729737971 5F Flush 0.035 GW /4F C2/ 65 cm |
M001316671 08714729405016 5F Flush 0.035 GW / 4F C2 / 65 cm (5 pk)
M001316690 08714729737995 5F Flush 0.035 GW / 4F C2 / 25/ 65 cm
M001316691 08714729405030 5F Flush 0.035 GW / 4F C2 / 25 / 65 cm (5 pk)
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M001316710 08714729738015 5F Flush 0.035 GW /4F C3 / 65 cm

M001316711 08714729405054 5F Flush 0.035 GW / 4F C3 / 65 cm (5 pk)
M001316730 08714729738039 5F Flush 0.035 GW / 4F C3 / 2S5 / 65 ¢cm
M001316731 08714729405078 5F Flush 0.035 GW / 4F C3 / 25/ 65 cm (5 pk)
M001316740 08714729738046 SF Flush 0.035 GW / 4F VAN / 2S / 65 cm
M001316741 08714729405085 5F Flush 0.035 GW / 4F VAN / 25 / 65 cm (5 pk)
M001316750 08714729738053 5F Flush 0.035 GW / 4F TRAIN / 65 cm
M001316751 08714729405092 5F Flush 0.035 GW / 4F TRAIN / 65 cm (5 pk)
M001316770 08714729738077 S5F Flush 0,035 GW / 4F MIK / 65 cm
M001316771 08714729405115 5F Flush 0.035 GW / 4F MIK / 65 cm (5 pk)
M001316790 08714729738091 5F Flush 0.035 GW / 4F HK1 / 65 cm
M001316791 08714729405139 5F Flush 0.035 GW / 4F HK1 / 65 cm (5 pk)
M001316810 08714729738114 5F Flush 0.035 GW / 4F SHKO0.8 / 65 cm
M001316811 08714729405153 5F Flush 0.035 GW / 4F SHKO0.8/ 65 cm (5 pk)
M001316830 08714729738138 5F Flush 0.035 GW / 4F SHK1.0 / 65 ¢cm
M001315311 08714729356059 5F Flush 0.038 GW / 5F Contra / 65 cm (5 pk)
M001315320 08714729737261 5F Flush 0.038 GW / 5F Contra / 90 cm
M001315321 08714729356066 5F Flush 0.038 GW / 5F Contra / 90 cm (5 pk)

G" M001315330 08714729737278 5F Flush 0.038 GW / 5F Contra / 100 cm

- M001315331 08714729356073 5F Flush 0.038 GW / 5F Contra / 100 ¢cm (5 pk)

M001315130 08714729737070 5F Flush 0.038 GW / 5F Pigtail / 65 cm
M001315131 08714729355878 5F Flush 0.038 GW / 5F Pigtail / 65 cm (5 pk)
M001315140 08714729737087 5F Flush 0.038 GW / 5F Pigtail / 90 cm
M001315141 08714729355885 5F Flush 0.038 GW / 5F Pigtail / 90 cm (5 pk)
M001315150 08714729737094 5F Flush 0.038 GW / 5F Pigtail / 100 cm
MO01315151 08714729355892 SF Flush 0.038 GW / 5F Pigtail / 100 cm (5 pk)
M001315160 08714729737100 5F Flush 0.038 GW / 5F Straight / 65 cm
M0OO01315161 08714729355908 5F Flush 0.038 GW / 5F Straight / 65 cm (5 pk)
M001315170 08714729737117 5F Flush 0.038 GW / 5F Straight / 90 cm
M001315171 08714729355915 5F Flush 0.038 GW / 5F Straight / 90 cm (5 pk)
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M001315180 08714729737124 5F Flush 0.038 GW / 5F Straight / 100 cm

M001315181 08714729355922 5F Flush 0.038 GW / 5F Straight / 100 cm (5 pk)
M001315060 08714729737001 5F Flush 0.038 GW / 5F Tennis Racquet / 65 cm
M001315061 08714729355809 5F Flush 0.038 GW / 5F Tennis Racquet / 65 cm
(5 pk)

M001315070 08714729737018 5F Flush 0.038 GW / 5F Tennis Racquet / 90 cm
M001315071 08714729355816 5F Flush 0.038 GW / 5F Tennis Racquet / 90 cm
(5 pk)

M001315080 08714729737025 5F Flush 0.038 GW / 5F Tennis Racquet / 100 cm
M001315081 08714729355823 5F Flush 0.038 GW / 5F Tennis Racquet / 100 cm
(5 pk) | '

— M001314630 08714729736653 5F Selective 0.035 GW / 5F C1 / 65 cm
M001314631 08714729355458 5F Selective 0.035 GW / 5F C1 / 65 cm (5 pk)
M001314650 08714729736677 5F Selective 0.035 GW /5F C1 /2S5 /65 c¢m
M001314651 08714729355472 5F Selective 0.035 GW / 5F C1 / 25/ 65 cm (5 pk)
M001314670 08714729736691 5F Selective 0,035 GW / 5F C2 / 65 cm
M001314671 08714729355496 5F Selective 0.035 GW / 5F C2 / 65 cm (5 pk)
M001314690 08714729736714 5F Selective 0.035 GW / 5F C2 /2S5 / 65 cm
M001314691 08714729355519 5F Selective 0.035 GW / 5F C2 / 25 / 65 cm (5 pk)

\9 M001314710 08714729736738 5F Selective 0.035 GW / 5F C3./ 65 cm
M001314711 08714729355533 5F Selective 0.035 GW / 5F C3 / 65 cm (5 pk)
MOOi314730 08714729736752 5F Selective 0.035 GW /5F C3 /25 /65 cm
M001314731 08714729355557 5F Setective 0.035 GW / 5F C3 / 2S5 / 65 ¢cm (5 pk)
M001314570 08714729736592 5F Selective 0.035 GW / 5F CHG2.5 / 65 cm
M001314571 08714729355397 5F Selective 0.035 GW / 5F CHG2.5 / 65 cm (5 pk)
M001314530 08714729736554 5F Selective 0.035 GW / 5F CHGB / 65 cm
M001314531 08714729355359 5F Selective 0.035 GW / 5F CHGB / 65 cm (5 pk)
M001314550 08714729736578 5F Selective 0.035 GW / 5F CHGC / 65 cm
M001314551 08714729355373 5F Selective 0.035 GW / SF CHGC / 65 cm (5 pk)
M001314590 08714729736615 5F Selective 0.035 GW / 5F Contra 2 / 65 ¢cm
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M001314591 08714729355410 SF Selective 0.035 GW / 5F Contra 2 / 65 cm

(5 pk)
M001314610 08714729736639 5F Selective 0.035 GW / 5F Duck / 65 cm
M001314421 08714729355243 5F Selective 0.035 GW / 5F HN2 / 100 cm (5 pk)
M001314440 08714729736462 5F Selective 0.035 GW / 5F HN3 / 100 cm
M001314441 08714729355267 5F Selective 0.035 GW / 5F HN3 / 100 cm (5 pk)
M001314460 08714729736486 5F Selective 0.035 GW / 5F HN4 / 100 cm
M001314461 08714729355281 5F Selective 0.035 GW / 5F HN4 / 100 cm (5 pk)
M001314480 08714729736509 5F Selective 0.035 GW / 5F HN5/ 100 cm
M001314481 08714729355304 5F Selective 0.035 GW / 5F HN5 / 100 cm (5 pk)
M001314230 08714729736257 5F Selective 0.035 GW / 5F JB1 / 100 cm
M001314231 08714729355052 5F Selective 0.035 GW / 5F JB1 / 100 cm (5 pk)
M001314250 08714729736271 5F Selective 0.035 GW / 5F J82 / 100 cm
M001314251 08714729355076 5F Selective 0.035 GW / 5F JB2 / 100 cm (5 pk)
M001314270 08714729736295 5F Selective 0.035 GW / 5F JB3 / 100 cm
M001314271 08714729355090 5F Selective 0.035 GW / 5F IB3 / 100 cm (5 pk)
M001314290 08714729736318 5F Selective 0.035 GW / 5F MAN / 100 cm
M001314291 08714729355113 5F Selective 0.035 GW / 5F MAN / 100 cm (5 pk)
0" M001314310 08714729736332 5F Selective 0.035 GW / 5F SIM1 / 65 cm
M001314311 08714729355137 5F Selective 0.035 GW / 5F SIM1 / 65 cm (5 pk)
M001314330 08714729736356 5F Selective 0.035 GW / 5F SIM1 / 100 cm
MO01314331 08714729355151 5F Selective 0.035 GW / 5F SIM1 / 100 c¢m (5 pk)
M001314350 08714729736370 5F Selective 0.035 GW / 5F SIM2 / 100 cm
M001314351 08714729355175 5F Selective 0.035 GW / 5F SIM2 / 100 cm (5 pk)
M001314370 08714729736394 5F Selective 0.035 GW / 5F SIM3 / 100 ¢cm
M001314371 08714729355199 5F Selective 0.035 GW / 5F SIM3 / 100 cm (5 pk)
M001314120 08714729736141 5F Selective 0.035 GW / 5F WEIN / 100 cm
M001314121 08714729354949 5F Selective 0.035 GW / 5F WEIN / 100 cm (5 pk)
M001314620 08714729736646 5F Selective 0.038 GW / 5F C1 / 65 cm
M001314621 08714729355441 5F Selective 0.038 GW / 5F C1 / 65 cm (5 pk)
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M001314640 08714729736660 SF Selective 0.038 GW / 5FC1 /2S5 /65 cm

M001314641 08714729355465 5F Selective 0.038 GW / 5F C1 / 25 / 65 cm (5 pk)
M001314660 08714729736684 5F Selective 0.038 GW / 5F C2 / 65 cm
M001314661 08714729355489 5F Selective 0.038 GW / 5F C2 / 65 cm (5 pk)
M001314680 08714729736707 5F Selective 0.038 GW / 5F C2/ 25/ 65 cm
M0O01314681 08714729355502 5F Selective 0.038 GW / 5F C2 / 25 / 65 cm (5 pk)
M001314700 08714729736721 5F Selective 0.038 GW / 5F C3 / 65 cm
M001314701 08714729355526 5F Selective 0.038 GW / 5F C3 / 65 cm (5 pk)
M001314720 08714729736745 5F Selective 0.038 GW / 5F C3 / 25/ 65 cm
M001314721 08714729355540 5F Selective 0.038 GW / 5F C3 / 25 / 65 cm (5 pk)
M001314560 08714729736585 5F Selective 0.038 GW / 5F CHG2.5 / 65 c¢m
M001314561 08714729355380 5F Selective 0.038 GW / 5F CHG2.5 / 65 cm (5 pk)
M001314520 08714729736547 5F Selective 0.038 GW / 5F CHGB / 65 cm
M001314521 08714729355342 5F Selective 0.038 GW / 5F CHGB / 65 cm (5 pk)
M001314540 08714729736561 5F Selective 0.038 GW / 5F CHGC / 65 cm
M001314541 08714729355366 5F Selective 0.038 GW / 5F CHGC / 65 cm (5 pk)
M001314580 08714729736608 5F Selective 0.038 GW / 5F Contra 2 / 65 cm
M001314581 08714729355403 5F Selective 0.038 GW / 5F Contra 2 / 65 cm
(5 pk)

M001314160 08714729736189 5F Selective 0.038 GW / 5F H3 / 100 cm
M001314161 08714729354987 5F Selective 0.038 GW / 5F H3 / 100 cm (5 pk)
M001314390 08714729736417 5F Selective 0.038 GW / 5F HN1 / 100 cm
M001314391 08714729355212 5F Selective 0.038 GW / 5F HN1 / 100 cm (5 pk}
M001314410 08714729736431 5F Selective 0.038 GW / 5F HN2 / 100 cm
M001314411 08714729355236 5F Selective 0.038 GW / 5F HN2 / 100 cm (5 pk)
M001314430 08714729736455 5F Selective 0.038 GW / 5F HN3 / 100 cm
M001314431 08714729355250 5F Selective 0.038 GW / 5F HN3 / 100 cm (5 pk)
M001314450 08714729736479 5F Selective 0.038 GW / 5F HN4 / 100 cm
M001314451 08714729355274 5F Selective 0.038 GW / 5F HN4 / 100 cm (5 pk)
M001314470 08714729736493 5F Selective 0.038 GW / 5F HNS5 / 100 cm
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M001314471 08714729355298 5F Selective 0.038 GW / 5F HN5 / 100 cm (5 pk)

M001314210 08714729736233 5F Selective 0.038 GW / 5F JB1 / 65 cm
M001314211 08714729355038 5F Selective 0.038 GW / 5F JB1 / 65 cm (5 pk)
M001314220 08714729736240 SF Selective 0,038 GW / 5F JB1 / 100 cm
M001314221 08714729355045 5F Selective 0.038 GW / 5F J81 / 100 cm (5 pk)
M001314240 08714729736264 5F Selective 0.038 GW / 5F JB2 / 100 cm
M001314241 08714729355069 5F Selective 0.038 GW / 5F JB2 / 100 cm (5 pk)
M001314260 08714729736288 5F Selective 0.038 GW / 5F JB3 / 100 cm
M001314261 08714729355083 5F Selective 0.038 GW / 5F JB3 / 100 cm (5 pk)
M001314280 08714729736301 5F Selective 0.038 GW / 5F MAN / 100 cm
M001314281 08714729355106 5F Selective 0.038 GW / 5F MAN / 100 cm (5 pk)
M001314300 08714729736325 5F Selective 0.038 GW / 5F SIM1 / 65 cm
M001314301 08714729355120 5F Selective 0.038 GW / 5F SIM1 / 65 cm (5 pk)
M001314320 08714729736349 5F Selective 0.038 GW / 5F SIM1 / 100 cm
M001314321 08714729355144 5F Selective 0.038 GW / 5F SIM1 / 100 cm (5 pk)
M001314340 08714729736363 5F Selective 0.038 GW / 5F SIM2 / 100 cm
M001314341 08714729355168 5F Selective 0.038 GW / 5F SIM2 / 100 cm (5 pk)
M001314360 08714729736387 SF Selective 0.038 GW / 5F SIM3 / 100 cm

"  M001314361 08714729355182 5F Selective 0.038 GW / 5F SIM3 / 100 cm (5 pk)
M001314380 08714729736400 5F Selective 0.038 GW / 5F SIM4 / 100 cm
M001314381 08714729355205 5F Selective 0.038 GW / 5F SIM4 / 100 cm (5 pk)
M001314110 08714729736134 5F Selective 0.038 GW / 5F WEIN / 100 cm
M001314111 08714729354932 5F Selective 0.038 GW / 5F WEIN / 100 c¢m (5 pk)
M001316831 08714729405177 SF Flush 0.035 GW / 4F SHK1.0 / 65 c¢m (5 pk)
M001316850 08714729738152 5F Flush 0,035 GW / 4F RC1 / 65 c¢m

M001316851 08714729405191 5F Flush 0.035 GW / 4F RC1 / 65 cm (5 pk)
M001316870 08714729738176 5F Flush 0.035 GW / 4F RC2 / 65 c¢m

M001316871 08714729405214 5F Fiush 0.035 GW / 4F RC2 / 65 cm (5 pk)
M001316890 08714729738190 SF Flush 0.035 GW / 4F RDC / 65 cm
M001316891 08714729405238 5F Flush 0.035 GW / 4F RDC / 65 cm (5 pk)
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M001316910 08714729738213 5F Flush 0.035 GW / 4F RDC / 25 / 65 cm

M001316911 08714729405252 5F Flush 0.035 GW / 4F RDC / 25/ 65 cm (5 pk)
M001316000 08714729737308 5F Flush 0.035 GW / 4F LEV / 65 cm
M001316001 08714729404347 5F Flush 0.035 GW / 4F LEV / 65 cm (5 pk)
M001316010 08714729737315 5F Flush 0.035 GW / 4F LEV / 100 cm
M001316011 08714729404354 SF Flush 0.035 GW / 4F LEV / 100 cm (5 pk)
M001316050 08714729737353 5F Flush 0.035 GW / 4F LEV2 / 65 cm
M001316051 08714729404392 5F Flush 0.035 GW / 4F LEV2 / 65 cm (5 pk)
M001316080 08714729737384 5F Flush 0.035 GW / 4F LEV2 / 100 cm
M0O01316081 08714729404422 5F Flush 0.035 GW / 4F LEV2 / 100 cm (5 pk}
M001316300 08714729737605 5F Flush 0.035 GW / 4F OSB / 100 cm
M001316301 08714729404644 5F Flush 0.035 GW / 4F OSB / 100 cm (5 pk)
M001316320 08714729737629 5F Flush 0.035 GW / 4F OSB / 65 cm
M001316321 08714729404668 5F Flush 0.035 GW / 4F OSB / 65 cm (5 pk)
M001315280 08714729737223 5F Flush 0.035 GW / 5F Contra / 65 cm
M001315281 08714729356028 5F Flush 0.035 GW / 5F Contra / 65 cm (5 pk)
M001315290 08714729737230 5F Flush 0.035 GW / 5F Contra / 90 cm
M001315291 08714729356035 5F Flush 0.035 GW / 5F Contra / 90 cm (5 pk)
M001315300 08714729737247 5F Flush 0.035 GW / 5F Contra / 100 cm
M001315301 08714729356042 5F Flush 0.035 GW / 5F Contra / 100 cm (5 pk)
M001315190 08714729737131 5F Flush 0.035 GW / 5F Pigtail / 65 cm
M001315191 08714729355939 5F Flush 0.035 GW / 5F Pigtail / 65 cm (5 pk)
M001315210 08714729737155 5F Flush 0.035 GW / 5F Pigtail / 90 cm
M001315211 08714729355953 5F Flush 0.035 GW / 5F Pigtail / 90 ¢cm (5 pk)
M001315230 08714729737179 5F Flush 0.035 GW / 5F Pigtail / 100 cm
M001315231 08714729355977 SF Flush 0.035 GW / 5F Pigtail / 100 cm (5 pk)
M001315200 08714729737148 5F Flush 0.035 GW / S5F Straight / 65 cm
M001315201 08714729355946 5F Flush 0.035 GW / 5F Straight / 65 ¢cm (5 pk)
M001315220 08714729737162 5F Flush 0.035 GW / 5F Straight / 90 cm
M001315221 08714729355960 5F Flush 0.035 GW / 5F Straight / 90 ¢cm (5 pk)
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M001315240 08714729737186 SF Flush 0.035 GW / 5F Straight / 100 cm

M001315241 08714729355984 5F Flush 0.035 GW / 5F Straight / 100 cm (5 pk)
M001315030 08714729736974 5F Flush 0.035 GW / 5F Tennis Racquet / 65 cm
M001315031 08714729355779 5F Flush 0.035 GW / 5F Tennis Racquet / 65 cm
(5 pk)
M001315040 08714729736981 5F Flush 0.035 GW / 5F Tennis Racquet / 90 cm
M001315041 08714729355786 5F Flush 0.035 GW / 5F Tennis Racquet / 90 cm
(5 pk)
M001315050 08714729736998 5F Flush 0.035 GW / 5F Tennis Racquet / 100 cm
M001315051 08714729355793 5F Flush 0.035 GW / 5F Tennis Racquet / 100 cm
(5 pk)
M001315310 08714729737254 S5F Flush 0.038 GW / 5F Contra / 65 cm
MM001314611 08714729355434 5F Selective 0.035 GW / 5F Duck / 65 cm (5 pk)
M001314790 08714729736813 5F Selective 0.035 GW / 5F HK1.0 / 65 ¢cm
M001314791 08714729355618 5F Selective 0.035 GW / 5F HK1.0 / 65 cm (5 pk)
M001314400 08714729736424 5F Selective 0.035 GW / 5F HN1 / 100 cm
M001314401 08714729355229 SF Selective 0.035 GW / 5F HN1 / 100 cm (5 pk)
M001314770 08714729736790 5F Selective 0.035 GW / 5F MIK / 65 cm
M001314771 08714729355595 5F Selective 0.035 GW / 5F MIK / 65 cm (5 pk)
M001314850 08714729736875 5F Selective 0.035 GW / 5F RC1 / 65 ¢m
M001314851 08714729355670 5F Selective 0.035 GW / 5F RC1 / 65 cm (5 pk)
M001314870 08714729736899 5F Selective 0.035 GW / 5F RC2 / 65 cm
M001314871 08714729355694 5F Selective 0.035 GW / 5F RC2 / 65 cm (5 pk)
M001314890 08714729736912 5F Selective 0.035 GW / 5F RDC / 65 cm
M001314891 08714729355717 5F Selective 0.035 GW / 5F RDC / 65 cm (5 pk)
M001314910 08714729736936 5F Selective 0.035 GW / 5F RDC / 25 / 65 cm
M001314911 08714729355731 5F Selective 0.035 GW / 5F RDC / 25 / 65 cm
(5 pk)
M001314810 08714729736837 5F Selective 0.035 GW / 5F SHK0.8 / 65 ¢cm
M001314811 08714729355632 5F Selective 0.035 GW / 5F SHKO0.8 / 65 cm (5 pk)
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M001314830 08714729736851 5F Selective 0.035 GW / 5F SHK1.0 / 65 cm

M001314831 08714729355656 5F Selective 0.035 GW / 5F SHK1.0 / 65 cm (5 pk)
M001314020 08714729736042 5F Selective 0.035 GW / 5F Straight / 65 cm
M001314021 08714729354840 5F Selective 0.035 GW / 5F Straight / 65 cm
(5 pk)

M001314030 08714729736059 5F Selective 0.035 GW / 5F Straight / 100 cm
M001314031 08714729354857 SF Selective 0.035 GW / 5F Straight / 100 cm
(5 pk)

M001314070 08714729736097 5F Selective 0.035 GW / 5F Bern / 40 cm
M001314071 08714729354895 5F Selective 0.035 GW / 5F Bern / 40 cm (5 pk)
M001314090 08714729736110 5F Selective 0.035 GW / 5F Bern / 65 cm
M001314091 08714729354918 SF Selective 0.035 GW / 5F Bern / 65 cm (5 pk)
M001314060 08714729736080 5F Selective 0.035 GW / 5F Bern / 100 cm
M001314061 08714729354888 SF Selective 0.035 GW / 5F Bern / 100 cm (5 pk)
M001314490 08714729736516 5F Selective 0.035 GW / 5F CK/ 100 cm
M001314491 08714729355311 5F Selective 0.035 GW / 5F CK / 100 cm (5 pk)
M001314500 08714729736523 SF Selective 0.035 GW / 5F GEN / 100 cm
M001314501 08714729355328 5F Selective 0.035 GW / 5F GEN / 100 cm (5 pk)
@ M001314510 08714729736530 5F Selective 0.035 GW / 5F GEN / 2S5 / 100 cm
M001314511 08714729355335 SF Selective 0.035 GW / 5F GEN / 25 / 100 cm
(5 pk)

M001314150 08714729736172 5F Selective 0.035 GW / 5F H1 / 100 cm
M001314151 08714729354970 5F Selective 0.035 GW / 5F H1 / 100 cm (5 pk)
M001314190 08714729736219 5F Selective 0.035 GW / 5F H1H / 100 cm
MO01314191 08714729355014 5F Selective 0.035 GW / 5F H1H / 100 cm (5 pk)
M001314170 08714729736196 5F Selective 0.035 GW / 5F H3 / 100 cm
M001314171 08714729354994 5F Selective 0.035 GW / 5F H3 / 100 cm (5 pk)
M001314200 08714729736226 5F Selective 0.035 GW / 5F H3H / 100 cm
M001314201 08714729355021 5F Selective 0.035 GW / 5F H3H / 100 cm (5 pk)
M001314420 08714729736448 5F Selective 0.035 GW / 5F HN2 / 100 cm
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M001314600 08714729736622 5F Selective 0.038 GW / 5F Duck / 65 cm

MO01314601 08714729355427 5F Selective 0.038 GW / 5F Duck / 65 cm (5 pk)
M001314780 08714729736806 5F Selective 0.038 GW / 5F HK1.0 / 65 cm
M001314781 08714729355601 5F Selective 0.038 GW / 5F HK1.0 / 65 cm (5 pk)
M001314760 08714729736783 5F Selective 0.038 GW / 5F MIK / 65 cm
M001314761 08714729355588 5F Selective 0.038 GW / 5F MIK / 65 cm (5 pk)
M001314840 08714729736868 5F Selective 0.038 GW / 5F RC1 / 65 cm
M001314841 08714729355663 5F Selective 0.038 GW / 5F RC1 / 65 cm (5 pk)
M001314860 08714729736882 5F Selective 0.038 GW / 5F RC2 / 65 cm
M001314861 08714729355687 5F Selective 0.038 GW / 5F RC2 / 65 cm (5 pk)
M001314880 08714729736905 5F Selective 0.038 GW / 5F RDC / 65 cm
M001314881 08714729355700 5F Selective 0.038 GW / 5F RDC / 65 cm (5 pk)
M001314900 08714729736929 5F Selective 0.038 GW / 5F RDC / 25/ 65 c¢cm
M001314901 08714729355724 5F Selective 0.038 GW / 5F RDC / 2S / 65 cm
(5 pk)

M001314800 08714729736820 5F Selective 0.038 GW / 5F SHK0.8 / 65 ¢cm
M001314801 08714729355625 5F Selective 0.038 GW / 5F SHK0.8 / 65 cm (5 pk)
M001314820 08714729736844 SF Selective 0.038 GW / 5F SHK1.0 / 65 cm
M001314821 08714729355649 SF Selective 0.038 GW / 5F SHK1.0 / 65 cm (5 pk)
M001314000 08714729736028 5F Selective 0.038 GW / 5F Straight/ 65 cm
M001314001 08714729354826 5F Selective 0.038 GW / 5F Straight/ 65 cm (5 pk)
M001314010 08714729736035 5F Selective 0.038 GW / 5F Straight/ 100 cm
M001314011 08714729354833 5F Selective 0.038 GW / 5F Straight/ 100 cm
(5 pk)

M001314750 08714729736776 5F Selective 0.038 GW / 5F Train / 65 cm
M001314751 08714729355571 5F Selective 0.038 GW / 5F Train / 65 cm (5 pk)
M001314740 08714729736769 5F Selective 0.038 GW / 5F VAN / 25 / 65 cm
M001314741 08714729355564 5F Selective 0.038 GW / 5F VAN / 2S / 65 cm
(5 pk)

M001315360 08714729737285 5F Selective 0.038 GW / 5F Yashiro / 65 cm
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M001315361 08714729356080 5F Selective 0.038 GW / 5F Yashiro / 65 cm (5 pk)

M001315370 08714729737292 5F Selective 0.038 GW / 5F Yashiro / 100 cm
M001315371 08714729356097 5F Selective 0.038 GW / 5F Yashiro / 100 c¢m
(5 pk)

M001314080 08714729736103 5F Selective 0.038 GW / 5F Bern / 40 cm
M001314081 08714729354901 5F Selective 0.038 GW / 5F Bern / 40 cm (5 pk)
M001314100 08714729736127 5F Selective 0.038 GW / 5F Bern / 65 cm
M001314101 08714729354925 5F Selective 0.038 GW / 5F Bern / 65 cm (5 pk)
M001314050 08714729736073 5F Selective 0.038 GW / 5F Bern / 100 cm
M001314051 08714729354871 5F Selective 0.038 GW / 5F Bern / 100 cm (5 pk)
M001314040 08714729736066 5F Selective 0.038 GW / 5F BARNH / 100 cm
M001314041 08714729354864 5F Selective 0.038 GW / 5F BARNH / 100 cm
(5 pk)

M001314130 08714729736158 5F Selective 0.038 GW / 5F H1 / 65 cm
M001314131 08714729354956 5F Selective 0.038 GW / 5F H1 / 65 cm (5 pk)
M001314140 08714729736165 5F Selective 0.038 GW / 5F H1 / 100 cm
M001314141 08714729354963 5F Selective 0.038 GW / 5F H1 / 100 c¢cm (5 pk)
M001314180 08714729736202 5F Selective 0.038 GW / 5F H1H / 100 cm
M001314181 08714729355007 5F Selective 0.038 GW / 5F H1H / 100 cm (5 pk)

Periodo de vida util: 2 afos.

Condicion de expendio: Venta exclusiva a Profesionales e Instituciones Sanitarias.
Nombre del fabricante: Teleflex Medical.
Lugar de elaboracion: Unit 7, 8 & 9 — Annacotty Business Park ~ Annacotty - Co.

Limerick - Irlanda.

Expediente NO 1-47-420-14-0 w9

’ ; r. OTTO l ORSINGHER
DISPOSICION N° 2 6 6 7 Sub Adminlistrador Naclonal
AN.M. AT,
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ANEXO II

TEXTO DEL/LOS ROTULO/S e INSTRUCCIONES DE USO AUTORIZADO/S del

C"i’inscripto en el RPPTM mediante DISPOSICION ANMAT N©

-----------------------------------

c ‘ /jm\aiﬁ
Or. OITO A, ORSINGHER

Sub Adminlstrador Naclonal
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BOSTON SCIENTIFIC ARGENTINA S.A.

REGISTRO DE PRODUCTQ MEDICO
DISPOSICION 2318/2002 2 ?
ANEXO HLB )

INFORMACIONES DE LOS ROTULOS E INSTRUCCIONES DE USO DE PRODUCTOS MEDICOS
Imager I1 - BOSTON SCIENTIFIC

ImagerTM 11

Catéter angiografico

REF (niimero de modelo con simbolo): XX-XXX
Lote: XXXXXXXX
Fecha de vencimiento (simbolo): usar antes de: XXXX-XX

Para un solo uso, no reutilizar (simbolo).

No reesterilizar (simbolo).

Consultar las instrucciones de uso (simbolo).
No usar si el envase estd dafiado (simbolo).

Estéril, esterilizado mediante 6xido de etileno.

Fabricante: Teleflex Medical
Unit 7, 8 & 9 — Annacotty Business Park — Annacotty — Co. Limerick - Irlanda

Boston Scientific Argentina S.A.

Vedia 3616 Piso 1° - C1430DAH — CABA — Argentina
Tel. (54-11) 5777-2640 Fax (54-11) 5777-2651

Dir. Téc.: Mercedes Boveri — Farmacéutica (M.N 13128)

AUTORIZADO POR LA ANMAT,: PM 651-365
VENTA EXCLUSIVA A PROFESIONALES E INSTITUCIONES SANITARIAS

Milagros Arglello
Boston Scientific Argentina S.A.
Apoderada



BOSTON SCIENTIFIC ARGENTINA S.A.
REGISTRO DE PRODUCTC MEDICO
DISPOSICION 2318/2002

ANEXO IILB

INFORMACIONES DE LOS ROTULOS E INSTRUCCIONES DE USO DE PRODUCTOS MEDICOS
Tmager If - BOSTON SCIENTIFIC

Imager " I

Catéter angiografico

REF (nimero de modelo con simbolo): XX-XXX

Para un solo uso, no reutilizar (simbolo).

No reesterilizar (simbolo).

Consultar las instrucciones de uso (simbolo).
No usar si el envase estd dafiado (simbolo).

Estéril, esterilizado mediante 6xido de etileno.

Fabricante: Teleflex Medical
Unit 7, 8 & 9 — Annacotty Business Park — Annacotty — Co. Limerick - Irlanda

Boston Scientific Argentina S.A.
Vedia 3616 Piso 1° - C1430DAH — CABA — Argentina
Tel. (54-11) 5777-2640 Fax (54-11) 5777-2651

Dir. Téc.: Mercedes Boveri — Farmacéutica (M.N 13128)

AUTORIZADO POR LA ANMAT,: PM 651-365
VENTA EXCLUSIVA A PROFESIONALES E INSTITUCIONES SANITARIAS

Advertencias &

e El contenido se suministra ESTERIL mediante 6xido de etileno (OE). No usar si la
barrera estéril esta dafiada. Si se encuentran dafios, llamar al representante de Boston
Scientific.

e Para un solo uso. No reutilizar, reprocesar o reesterilizar. La reutilizacion, el
reprocesamiento o la reesterilizacion pueden comprometer la integridad estructural
del dispositivo y/o causar su fallo, lo que a su vez puede resultar en lesiones al
paciente, enfermedad o la muerte. La reutilizacién, el reprocesamiento o la
reesterilizacion pueden también crear el riesgo de contaminacion del dispositivo y/o
causar infeccién o infeccién cruzada al paciente, que incluye, entre otros, la
transmision de enfermedades infecciosas de un paciente a otro. La contaminacion del
dispositivo puede causar lesiones, enfermedad o la muerte del paciente.

e Después de su uso, desechar el producto y su envase de acuerdo a las normas del
hospital, administrativas y/o de las autoridades locales.

e Los catéteres angiograficos estan discfiados para ser usados por médicos dedicados a
la practica de una rama especializada de la medicina. El uso de estos dispositivos debe
restringirse a especialistas formados para realizar la intervencion. Antes de realizar
esta intervencion, es necesario comprender bien los principios técnicos, las
aplicaciones clinicas y los riesgos asociados a las angiografias de diagndstico.

o Por tanto, los catéteres angiograficos IMAGER™ II sélo deben utilizarlos médicos
que comprendan completamente las intervenciones angiograficas.
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ANEXOIILB

REGISTR( DE PRODUCTO MEDICO U
DISPOSICION 231872002 2 6 6 ’ﬁ R e
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INFORMACIONES DE LOS ROTULOS E INSTRUCCIONES DE USO DE PRODUCTOS MEDICOS

Imager 11— BOSTON SCIENTIFIC

Debido a los diversos tamafios y formas, asi como a la relativa rigidez de los catéteres
angiograficos, se debe tener sumo cuidado a la hora de seleccionar y usar los catéteres
angiograficos IMAGER II para no dafiar las paredes de los vasos por los que pasan.
No exceda la presion nominal impresa en la etiqueta del producto. La integridad del
catéter puede verse perjudicada si se exceden los limites de la presién.

Se desconoce el riesgo asociado a los catéteres angiograficos IMAGER II aplicados a
usos no indicados.

Precauciones

Se debe tener sumo cuidado al seleccionar y usar los catéteres angiogréficos
IMAGER 1I para evitar dafios en las paredes de los vasos por los que pasan.

Para facilitar su entrada y evitar dafios en el lugar de la puncién, el catéter debe
introducirse a través de una vaina introductora y sobre una guia apropiada.

Los catéteres angiograficos IMAGER II estin disefiados para su uso con
determinados didmetros de guia. El maximo diametro de guia recomendado se indica
en la etiqueta del catéter.

El uso de guias se ha asociado a una mayor incidencia de la formacién de trombos. Se
recomienda usar una guia del didmetro éptimo y hacerlo con precaucion.

El uso de cualquier catéter en el sistema vascular requiere adoptar precauciones para
evitar o reducir la coagulacion. El catéter siempre debe llenarse con solucion salina
heparinizada o medio de contraste. Se debe tomar en consideracion €l uso de
heparinizacién sistémica.

Si encuentra resistencia durante la manipulacion del catéter, determine la causa bajo
fluoroscopia y tome las medidas resolutorias necesarias.

Si encuentra resistencia al extraer la guia del catéter, retire conjuntamente el catéter y
la guia bajo vision fluoroscopica para evitar posibles dafios al vaso y/o al producto.
No se recomienda el uso de estos dispositivos de ningin modo diferente al indicado
en estas instrucciones.

La longitud efectiva de los catéteres angiograficos IMAGER I, clinicamente
hidratables, puede aumentar hasta 4,5 mm después de la hidratacién. La hidratacion
no surte ningin efecto en el diametro exterior del catéter.

Contraindicaciones

No hay contraindicaciones conocidas.

Episodios adversos

Entre los posibles episodios adversos (en orden alfabético) que pueden asociarse al uso de
catéteres angiograficos se encuentran los siguientes:

» Accidente cerebrovascular y otras deficiencias neurolégicas
» Dafio/diseccion/perforacion/ruptura de pared vascular
* Desprendimiento de la placa

+ Embolia

« Fistula arteriovenosa
W CE!
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» Formacion de trombos

» Hemorragia

+ Infeccién

» Isquemia

* Oclusion vascular

» Seudoaneurisma

» Traumatismo relacionado con el punto de acceso
+ Vasoespasmo

Instrucciones de funcionamiento
Técnica de preparacion

Antes de su uso, examine cuidadosamente la unidad para verificar que ni el catéter ni el
envase estéril se hayan dafiado durante el transporte.

Insirucciones para la intervencion

1. Acceda al vaso mediante la técnica normal y utilizando una vaina introductora y una
guia del tamafio apropiado.

2. Localice ¢! conector del lumen de la guia e irrigue el lumen de la guia con solucion

salina heparinizada.

Avance la guia del tamaifio adecuado y coloquela en ¢l vaso.

4, Varios catéteres angiograficos IMAGER II incluyen un enderezador de la punta. Si se
necesita enderezar la punta del catéter, sujete el extremo proximal del enderezador
entre el pulgar y el indice y tire del enderezador hacia arriba por el cuerpo del catéter
hasta que la punta quede recta. Situe seguidamente la punta del catéter sobre la guia
colocada e introduzca el catéter de una manera normal,

5. Para retirar del catéter el enderezador de la punta, deslice con cuidado el enderezador
a lo largo del cuerpo del catéter hasta el liberador de tension. Siga tirando con cuidado
hasta que el enderezador se abra y se desprenda del catéter.

6. Avance el catéter sobre la guia a través de la vaina y/o el lugar de puncioén y coloque
el catéter en el vaso.

Nota: si encuentra resistencia durante la manipulacién del catéter, determlne la causa
bajo fluoroscopia y tome las medidas resolutorias necesarias.

7. Extraiga la guia.

Nota: si encuentra resistencia al extraer la guia del catéter, retire conjuntamente el
catéter v la guia bajo vision fluoroscopica para evitar posibles dafios al vaso y/o al
producto.

8. Introduzca el catéter en el vaso.

9. Realice una pequefia inyeccién de prueba con medio de contraste para comprobar que
el catéter esta bien colocado.

10. Realice la intervencidn segin la practica normal. O
L
Presentacion, manipulaciéon y almacenamiento
No utilizar si el envase esta abierto o dafiado. No utilizar si la etiqueta esta incompleta o
ilegible. Utilizar antes de la fecha de caducidad. Inspeccione cuidadosamente el catéter antes

hd
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de su uso, a fin de verificar que el tamaiio y la forma son apropiados para la intervencién
especificada y que no se han producido dafios durante ¢l envio.
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ANEXO III
CERTIFICADO

Expediente N°: 1-47-420-14-0

El Administrador Nacional de la Administracion Nacional de Medicamentos,
Alimentos y Tec gia Médica (ANMAT) certifica que, mediante la Disposicidn
No g2a L. XDD...¥, vy de acuerdo a lo solicitado por BOSTON SCIENTIFIC
ARGENTINA S.A., se autorizd la inscripcion en el Registro Nacional de
Productores y Productos de Tecnologia Médica (RPPTM), de un nuevo producto
con los siguientes datos identificatorios caracteristicos:
Nombre descriptivo: Catéter angiografico.
Cédigo de identificaciéon y nombre técnico UMDNS: 10-688. Catéteres, para
Angiografia.
Marca(s) de lo(s) producto(s) médico(s): Imager™ II.
Clase de Riesgo: Clase 1V

S Indicacién/es autorizada/s: los catéteres angiogréficos Imager II estan
diseflados para proporcionar una via de suministro de medio de contraste a
lugares seleccionados del sistema vascular, incluidas las arterias carétidas.
Ademas, los catéteres angiograficos selectivos Imager II de 5 F sin agujeros
laterales también pueden utilizarse para la introduccion controlada y selectiva
de las espirales desmontables Interlock™ - 35 de Boston Scientific en la
vasculatura periférica.
Modelo(s):
M001315250 08714729737193 4F Flush / 4F Contra / 65 cm
M001315251 08714729355991 4F Flush / 4F Contra / 65 cm (5 pk)
M001315260 08714729737209 4F Flush / 4F Contra / 90 cm
M001315261 08714729356004 4F Flush / 4F Contra / 90 cm (5 pk)
M001315270 08714729737216 4F Flush / 4F Contra / 100 cm
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M001315271 08714729356011 4F Flush / 4F Contra / 100 cm (5 pk)
M001315090 08714729737032 4F Flush / 4F Pigtail / 65 cm
M001315091 08714729355830 4F Flush / 4F Pigtail / 65 ¢cm (5 pk)
M001315110 08714729737056 4F Flush / 4F Pigtail / 90 cm
M0O01315111 08714729355854 4F Flush / 4F Pigtail / 90 c¢m (5 pk)
M001315100 08714729737049 4F Flush / 4F Straight / 65 cm
M001315101 08714729355847 4F Flush / 4F Straight / 65 cm (5 pk)
M001315120 08714729737063 4F Flush / 4F Straight / 90 c¢m
M001315121 08714729355861 4F Flush / 4F Straight / 90 cm (5 pk)
M001315000 08714729736943 4F Flush / 4F Tennis Racquet / 65 cm
M001315001 08714729355748 4F Flush / 4F Tennis Racquet / 65 cm (5 pk)
M001315010 08714729736950 4F Flush / 4F Tennis Racquet / 90 cm
M0Q1315011 08714729355755 4F Flush / 4F Tennis Racquet / 90 cm (5 pk)
M001315020 08714729736967 4F Flush / 4F Tennis Racquet / 100 cm
M001315021 08714729355762 4F Flush / 4F Tennis Racquet / 100 cm (5 pk)
M001316040 08714729737346 4F Selective / 4F BARNH / 100 cm
M001316041 08714729404385 4F Selective / 4F BARNH / 100 cm (5 pk)
M001316130 08714729737438 4F Selective / 4F H1 / 65 cm
M001316131 08714729404477 4F Selective / 4F H1 / 65 cm (5 pk)
M001316210 08714729737513 4F Selective / 4F JB1 / 65 cm
M001316211 08714729404552 4F Selective / 4F JB1 / 65 cm (5 pk)
M001316380 08714729737681 4F Selective / 4F SIM4 / 100 cm
M001316381 08714729404729 4F Selective / 4F SIM4 / 100 c¢m (5 pk)
M001316020 08714729737322 4F Selective / 4F STR / 65 cm
M001316021 08714729404361 4F Selective / 4F STR / 65 cm (5 pk)
M001316030 08714729737339 4F Selective / 4F STR / 100 cm
M001316031 08714729404378 4F Selective / 4F STR / 100 cm (5 pk)
M001316060 08714729737360 4F Selective / 4F BERN / 100 cm
M001316061 08714729404408 4F Selective / 4F BERN / 100 cm (5 pk)
M001316070 08714729737377 4F Selective / 4F BERN / 40 cm
M001316071 08714729404415 4F Selective / 4F BERN / 40 cm (5 pk)

-
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M001316090 08714729737391 4F Selective / 4F BERN / 65 cm
M001316091 08714729404439 4F Selective / 4F BERN / 65 cm (5 pk)
M001316120 08714729737421 4F Selective / 4F WEIN / 100 cm
M001316121 08714729404460 4F Selective / 4F WEIN / 100 cm (5 pk)
M001316150 08714729737452 4F Selective / 4F H1 / 100 cm
M001316151 08714729404491 4F Selective / 4F H1 / 100 cm (5 pk)
M001316170 08714729737476 4F Selective / 4F H3 / 100 cm
M001316171 08714729404514 4F Selective / 4F H3 / 100 cm (5 pk)
M001316190 08714729737490 4F Selective / 4F H1H / 100 cm
M001316191 08714729404538 4F Selective / 4F H1H / 100 cm (5 pk)
M001316200 08714729737506 4F Selective / 4F H3H / 100 cm
M001316201 08714729404545 4F Selective / 4F H3H / 100 cm (5 pk)
M001316230 08714729737537 4F Selective / 4F JB1 / 100 cm
M001316231 08714729404576 4F Selective / 4F JB1 / 100 cm (5 pk)
M001316250 08714729737551 4F Selective / 4F JB2 / 100 cm
M001316251 08714729404590 4F Selective / 4F 382 / 100 cm (5 pk)
M001316270 08714729737575 4F Selective / 4F JB3 / 100 cm
M001316271 08714729404613 4F Selective / 4F JB3 / 100 cm (5 pk)
M001316290 08714729737599 4F Selective / 4F MAN / 100 cm
M001316291 08714729404637 4F Selective / 4F MAN / 100 cm (5 pk)
M001316310 08714729737612 4F Selective / 4F SIM1 / 65 cm
M001316311 08714729404651 4F Selective / 4F SIM1 / 65 cm (5 pk)
M001316330 08714729737636 4F Selective / 4F SIM1 / 100 cm
M001316331 08714729404675 4F Selective / 4F SIM1 / 100 cm (5 pk)
M001316350 08714729737650 4F Selective / 4F SIM2 / 100 cm
M001316351 08714729404699 4F Selective / 4F SIM2 / 100 cm (5 pk)
M001316370 08714729737674 4F Selective / 4F SIM3 / 100 cm
M001316371 08714729404712 4F Selective / 4F SIM3 / 100 cm (5 pk)
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M001316390 08714729737698 4F Selective 0.038 GW / 4F HN1 / 100 cm
M001316391 08714729404736 4F Selective 0.038 GW / 4F HN1 / 100 cm
(5 pk)

M001316400 08714729737704 4F Selective / 4F HN1 / 100 cm

M001316401 08714729404743 4F Selective / 4F HN1/ 100 cm (5 pk)
M001316420 08714729737728 4F Selective / 4F HN2 / 100 cm

M001316421 08714729404767 4F Selective / 4F HN2 / 100 cm (5 pk)
M001316440 08714729737742 4F Selective / 4F HN3 / 100 cm

M001316441 08714729404781 4F Selective / 4F HN3 / 100 cm (5 pk)
M001316460 08714729737766 4F Selective / 4F HN4 / 100 cm

MQ01316461 08714729404804 4F Selective / 4F HN4 / 100 c¢cm (5 pk)
M001316470 08714729737773 4F Selective 0.038 GW/ 4F HN5 / 100 cm
M001316471 08714729404811 4F Selective 0.038 GW/ 4F HN5 100 cm (5 pk)
M001316480 08714729737780 4F Selective / 4F HN5 / 100 ¢cm

M001316481 08714729404828 4F Selective / 4F HN5 / 100 cm (5 pk)
M001316490 08714729737797 4F Selective / 4F CK / 100 cm

M001316491 08714729404835 4F Selective / 4F CK / 100 ¢m (5 pk)
M001316500 08714729737803 4F Selective / 4F GEN / 100 cm

M001316501 08714729404842 4F Selective / 4F GEN / 100 cm (5 pk)
M001316510 08714729737810 4F Selective / 4F GEN / 2S / 100 ¢cm
M001316511 08714729404859 4F Selective / 4F GEN / 2S / 100 cm (5 pk)
M001316530 08714729737834 5F Flush 0.035 GW / 4F CHGB / 65 cm
M001316531 08714729404873 5F Flush 0.035 GW / 4F CHGB / 65 cm (5 pk)
M001316550 08714729737858 5F Flush 0.035 GW / 4F CHGC / 65 cm
M001316551 08714729404897 5F Flush 0.035 GW / 4F CHGC / 65 cm (5 pk)
MO001316570 08714729737872 5F Flush 0.035 GW / 4F CHG2.5 / 65 cm
M001316571 08714729404910 5F Flush 0.035 GW / 4F CHG2.5 / 65 cm (5 pk)
MO01316580 08714729737889 5F Flush 0.035 GW / 4F Contra 2 / 65 cm
M0O01316581 08714729404927 5F Flush 0.035 GW / 4F Contra 2 / 65 cm
(5 pk)

M001316610 08714729737919 5F Flush 0.035 GW / 4F DUCK / 65 cm

o
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M001316611 08714729404958 5F Flush 0.035 GW / 4F DUCK / 65 cm (5 pk)
M001316630 08714729737933 5F Flush 0.035 GW / 4F C1 / 65 cm
M001316631 08714729404972 5F Flush 0.035 GW / 4F C1 /65 cm (5 pk)
M001316650 08714729737957 5F Flush 0.035 GW /4F C1 / 25/ 65 cm
MO01316651 08714729404996 5F Flush 0.035 GW / 4F C1/ 25/ 65 cm (5 pk)
M001316670 08714729737971 5F Flush 0.035 GW / 4F C2 / 65 cm
M001316671 08714729405016 5F Flush 0.035 GW / 4F C2 / 65 cm (5 pk)
M001316690 08714729737995 5F Flush 0.035 GW / 4F C2 / 25/ 65 cm
M001316691 08714729405030 5F Flush 0.035 GW / 4F C2 / 25/ 65 cm (5 pk)
M001316710 08714729738015 5F Flush 0.035 GW /4F C3 / 65 cm
M001316711 08714729405054 5F Flush 0.035 GW / 4F C3 / 65 cm (5 pk)
M001316730 08714729738039 5F Flush 0.035 GW /4F C3/2S /65 cm
M001316731 08714729405078 5F Flush 0.035 GW / 4F C3 / 25/ 65 cm (5 pk)
M001316740 08714729738046 5F Flush 0.035 GW / 4F VAN / 25 / 65 cm
M001316741 08714729405085 5F Flush 0.035 GW / 4F VAN / 25 / 65 cm
(5 pk)

M001316750 08714729738053 5F Flush 0.035 GW / 4F TRAIN / 65 cm
M001316751 08714729405092 5F Flush 0.035 GW / 4F TRAIN / 65 cm (5 pk)
M001316770 08714729738077 5F Flush 0.035 GW / 4F MIK / 65 cm
M001316771 08714729405115 5F Flush 0.035 GW / 4F MIK / 65 cm (5 pk)
M001316790 08714729738091 5F Flush 0.035 GW / 4F HK1 / 65 cm
M001316791 08714729405139 5F Flush 0.035 GW / 4F HK1 / 65 cm (5 pk)
M001316810 08714729738114 5F Flush 0.035 GW / 4F SHK0.8 / 65 cm
M001316811 08714729405153 SF Flush 0.035 GW / 4F SHKO0.8/ 65 cm (5 pk)
M001316830 08714729738138 5F Flush 0.035 GW / 4F SHK1.0 / 65 cm
M001315311 08714729356059 5F Flush 0.038 GW / 5F Contra / 65 cm (5 pk)
M001315320 08714729737261 5F Flush 0.038 GW / 5F Contra / 90 cm
M001315321 08714729356066 5F Flush 0.038 GW / 5F Contra / 90 cm (5 pk)
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M001315330 08714729737278 5F Flush 0.038 GW / 5F Contra / 100 cm
M001315331 08714729356073 SF Flush 0.038 GW / 5F Contra / 100 cm (5 pk)
M001315130 08714729737070 5F Flush 0.038 GW / 5F Pigtail / 65 cm
M001315131 08714729355878 SF Flush 0.038 GW / 5F Pigtail / 65 cm (5 pk)
M001315140 08714729737087 5F Flush 0.038 GW / 5F Pigtail / 90 cm
M001315141 08714729355885 5F Flush 0.038 GW / 5F Pigtail / 90 cm (5 pk)
M001315150 08714729737094 5F Flush 0.038 GW / 5F Pigtail / 100 ¢cm
M001315151 08714729355892 5F Flush 0.038 GW / 5F Pigtail / 100 cm (5 pk)
M001315160 08714729737100 5F Flush 0.038 GW / 5F Straight / 65 cm
M001315161 08714729355908 5F Flush 0.038 GW / 5F Straight / 65 cm (5 pk)
M001315170 08714729737117 5F Flush 0.038 GW / 5F Straight / 90 cm
M001315171 08714729355915 5F Flush 0.038 GW / 5F Straight / 90 ¢m (5 pk)
M001315180 08714729737124 5F Flush 0.038 GW / 5F Straight / 100 cm
M001315181 08714729355922 5F Flush 0.038 GW / 5F Straight / 100 cm
(5 pk)

M001315060 08714729737001 5F Flush 0.038 GW / 5F Tennis Racquet / 65 cm
M001315061 08714729355809 5F Flush 0.038 GW / 5F Tennis Racquet / 65 cm
(5 pk)

M001315070 08714729737018 5F Flush 0.038 GW / 5F Tennis Racquet / 90 cm
MQ01315071 08714729355816 5F Flush 0.038 GW / 5F Tennis Racquet / 90 cm
(5 pk)

M001315080 08714729737025 5F Flush 0.038 GW / 5F Tennis Racquet / 100
cm

M001315081 08714729355823 SF Flush 0.038 GW / S5F Tennis Racquet / 100
cm (5 pk)

M001314630 08714729736653 5F Selective 0.035 GW / 5F C1 / 65 cm
M001314631 08714729355458 5F Selective 0.035 GW / 5F C1 / 65 cm (5 pk)
M001314650 08714729736677 5F Selective 0.035 GW / 5F C1 /25 / 65 c¢m
M001314651 08714729355472 5F Selective 0.035 GW / 5F C1 / 25 / 65 ¢m
(5 pk)

M001314670 08714729736691 5F Selective 0.035 GW / 5F C2 / 65 cm

<
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M001314671 08714729355496 SF Selective 0.035 GW / 5F C2 / 65 cm (5 pk)
M001314690 08714729736714 SF Selective 0.035 GW / 5F C2 / 25/ 65 cm
M001314691 08714729355519 5F Selective 0.035 GW'/ 5F C2 / 2S / 65 cm
(5 pk)

M001314710 08714729736738 5F Selective 0.035 GW / 5F C3 / 65 cm
M001314711 08714729355533 5F Selective 0.035 GW / 5F C3 / 65 cm (5 pk)
M001314730 08714729736752 5F Selective 0.035 GW / 5F C3 / 25/ 65 cm
M001314731 08714729355557 5F Selective 0.035 GW / 5F C3 / 25 / 65 ¢m
(5 pk)

M001314570 08714729736592 5F Selective 0.035 GW / 5F CHG2.5 / 65 cm
M001314571 08714729355397 5F Selective 0.035 GW / 5F CHG2.5 / 65 cm
(5 pk)

M001314530 08714729736554 5F Selective 0.035 GW / 5F CHGB / 65 cm
M001314531 08714729355359 5F Selective 0.035 GW / SF CHGB / 65 cm
(5 pk)

J M001314550 08714729736578 5F Selective 0.035 GW / 5F CHGC / 65 cm
M001314551 (8714729355373 SF Selective 0.035 GW / 5F CHGC / 65 cm
(5 pk) |
M001314590 08714729736615 5F Selective 0.035 GW / 5F Contra 2 / 65 cm
M001314591 08714729355410 5F Selective 0.035 GW / 5F Contra 2 / 65 cm
(5 pk)

M001314610 08714729736639 5F Selective 0.035 GW / 5F Duck / 65 cm
M001314421 08714729355243 5F Selective 0.035 GW / 5F HN2 / 100 cm
(5 pk)

M001314440 08714729736462 5F Selective 0.035 GW / 5F HN3 / 100 ¢cm
M001314441 08714729355267 S5F Selective 0.035 GW / 5F HN3 / 100 cm
(5 pk)

M001314460 08714729736486 5F Selective 0.035 GW / 5F HN4 / 100 cm

@ 22

1



3

M001314461 08714729355281 5F Selective 0.035 GW / 5F HN4 / 100
(5 pk)

M001314480 08714729736509 5F Selective 0.035 GW / 5F HN5/ 100 cm
M001314481 08714729355304 SF Selective 0.035 GW / 5F HNS / 100
(5 pk)

M001314230 08714729736257 5F Selective 0.035 GW / 5F JB1 / 100 cm
M001314231 08714729355052 5F Selective 0.035 GW / 5F JB1 / 100
(5 pk)

M001314250 08714729736271 5F Selective 0.035 GW / 5F JB2 / 100 cm
M001314251 08714729355076 S5F Selective 0.035 GW / 5F JB2 / 100
(5 pk)

M001314270 08714729736295 5F Selective 0.035 GW / 5F JB3 / 100 cm
M001314271 08714729355090 5F Selective 0.035 GW / 5F JB3 / 100
(5 pk)

M001314290 08714729736318 5F Selective 0.035 GW / 5F MAN / 100 cm
M001314291 08714729355113 5F Selective 0.035 GW / 5F MAN / 100
(5 pk)

M001314310 08714729736332 5F Selective 0.035 GW / 5F SIM1 / 65 c¢cm
M001314311 08714729355137 5F Selective 0.035 GW / 5F SIM1 / 65
(5 pk)

M001314330 08714729736356 5F Selective 0.035 GW / 5F SIM1 / 100 ¢cm
M001314331 08714729355151 5F Selective 0.035 GW / 5F SIM1 / 100
(5 pk)

M001314350 08714729736370 5F Selective 0.035 GW / 5F SIM2 / 100 cm
M001314351 08714729355175 SF Selective 0.035 GW / 5F SIM2 / 100
(S pk)

M001314370 08714729736394 5F Selective 0.035 GW / 5F SIM3 / 100 cm
M001314371 08714729355199 5F Selective 0.035 GW / S5F SIM3 / 100
(5 pk)

M001314120 08714729736141 5F Selective 0.035 GW / 5F WEIN / 100 cm
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M001314121 08714729354949 S5F Selective 0.035 GW / 5F WEIN / 100 cm
(5 pk)
M001314620 08714729736646 5F Selective 0.038 GW / 5F C1 / 65 ¢cm
M001314621 08714729355441 5F Selective 0.038 GW / 5F C1 / 65 cm (5 pk)
M001314640 08714729736660 5F Selective 0.038 GW / 5F C1 /25 / 65 cm
M001314641 08714729355465 SF Selective 0.038 GW / 5F C1 / 25 / 65 cm
(5 pk)
M001314660 08714729736684 5F Selective 0.038 GW / 5F C2 / 65 cm
M001314661 08714729355489 5F Selective 0.038 GW / 5F C2 / 65 c¢cm (5 pk)
M001314680 08714729736707 5F Selective 0.038 GW / 5F C2 / 25/ 65 cm
M001314681 08714729355502 5F Selective 0.038 GW / 5F C2 / 25 / 65 cm
(5 pk)
M001314700 08714729736721 5F Selective 0.038 GW / 5F C3 / 65 cm
M001314701 08714729355526 5F Selective 0.038 GW / 5F C3 / 65 cm (5 pk)
L M001314720 08714729736745 5F Selective 0.038 GW / 5F C3 /25 / 65 cm
M001314721 08714729355540 5F Selective 0.038 GW / 5F C3 / 2S5 / 65 cm
(5 pk)
M001314560 08714729736585 5F Selective 0.038 GW / 5F CHG2.5 / 65 cm
M001314561 08714729355380 5F Selective 0.038 GW / 5F CHG2.5 / 65 cm
(5 pk)
M001314520 08714729736547 SF Selective 0.038 GW / 5F CHGB / 65 cm
M001314521 08714729355342 5F Selective 0.038 GW / 5F CHGB / 65 cm
(5 pk)
M001314540 08714729736561 5F Selective 0.038 GW / 5F CHGC / 65 cm
M0O01314541 08714729355366 SF Selective 0.038 GW / 5F CHGC / 65 cm
(5 pk) ‘
M001314580 08714729736608 5F Selective 0.038 GW / 5F Contra 2 / 65 cm

o

23



M001314581 08714729355403 5F Selective 0.038 GW / 5F Contra 2 / 65 cm
(5 pk)

M001314160 08714729736189 5F Selective 0.038 GW / 5F H3 / 100 cm
M001314161 08714729354987 5F Selective 0.038 GW / 5F H3 / 100 c¢m (5 pk)
M001314390 08714729736417 5F Selective 0.038 GW / 5F HN1 / 100 cm
M001314391 08714729355212 5F Selective 0.038 GW / 5F HN1 / 100 cm
(5 pk)

M001314410 08714729736431 5F Selective 0.038 GW / 5F HN2 / 100 cm
M001314411 08714729355236 5F Selective 0.038 GW / 5F HN2 / 100 cm
(5 pk)

M001314430 08714729736455 5F Selective 0.038 GW / 5F HN3 / 100 cm
M001314431 08714729355250 5F Selective 0.038 GW / 5F HN3 / 100 cm
(5 pk) '

M001314450 08714729736479 5F Selective 0.038 GW / 5F HN4 / 100 cm
M001314451 08714729355274 5F Selective 0.038 GW / 5F HN4 / 100 cm
(5 pk)

M001314470 08714729736493 5F Selective 0.038 GW / 5F HN5 / 100 cm
M001314471 08714729355298 5F Selective 0.038 GW / 5F HN5 / 100 cm
(5 pk)

M001314210 08714729736233 5F Selective 0.038 GW / 5F JB1 / 65 cm
M001314211 08714729355038 5F Selective 0.038 GW / 5F JB1 / 65 cm (5 pk)
M001314220 08714729736240 5F Selective 0.038 GW / 5F 1JB1 / 100 cm
M001314221 08714729355045 5F Selective 0.038 GW / 5F JB1 / 100 c¢m
(5 pk)

M001314240 08714729736264 5F Selective 0.038 GW / 5F JB2 / 100 cm
M(001314241 08714729355069 SF Selective 0.038 GW / 5F 1JB2 / 100 cm
(5 pk)

M(001314260 08714729736288 5F Selective 0.038 GW / 5F JB3 / 100 cm
M001314261 08714729355083 5F Selective 0.038 GW / 5F 1IB3 / 100 cm
(5 pk)

M001314280 08714729736301 5F Selective 0.038 GW / 5F MAN / 100 cm

—
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MO01314281 08714729355106 5F Selective 0.038 GW / 5F MAN / 100 cm
(5 pk)
M001314300 08714729736325 SF Selective 0.038 GW / 5F SIM1 / 65 cm
M001314301 08714729355120 5F Selective 0.038 GW / 5F SIM1 / 65 cm
(5 pk)
M001314320 08714729736349 5F Selective 0.038 GW / 5F SIM1 / 100 cm
M001314321 08714729355144 5F Selective 0.038 GW / 5F SIM1 / 100 cm
(5 pk)
M001314340 08714729736363 5F Selective 0.038 GW / 5F SIM2 / 100 cm
M001314341 08714729355168 5F Selective 0.038 GW / 5F SIM2 / 100 cm
(5 pk) '
M001314360 08714729736387 5F Selective 0.038 GW / 5F SIM3 / 100 cm
M001314361 08714729355182 5F Selective 0.038 GW / 5F SIM3 / 100 c¢m
(5 pk)
M001314380 08714729736400 5F Seléctive 0.038 GW / 5F SIM4 / 100 cm

$ M001314381 08714729355205 5F Selective 0.038 GW / 5F SIM4 / 100 cm

* (5pk)

M001314110 08714729736134 5F Selective 0.038 GW / 5F WEIN / 100 cm
M001314111 08714729354932 5F Sélective 0.038 GW / 5F WEIN / 100 cm
(5 pk)
M001316831 08714729405177 5F Flush 0.035 GW / 4F SHK1.0 / 65 cm (5 pk)
M001316850 08714729738152 5F Flush 0.035 GW / 4F RC1 / 65 cm
M001316851 08714729405191 5F Flush 0.035 GW / 4F RC1 / 65 cm (5 pk)
M001316870 08714729738176 5F Flush 0.035 GW / 4F RC2 / 65 cm
M001316871 08714729405214 5F Flush 0.035 GW / 4F RC2 / 65 cm (5 pk)
M001316890 08714729738190 5F Flush 0.035 GW / 4F RDC / 65 cm
M001316891 08714729405238 5F Flush 0.035 GW / 4F RDC / 65 cm (5 pk)
M001316910 08714729738213 5F Flush 0.035 GW / 4F RDC / 2S5/ 65 cm
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MQ01316911 08714729405252 5F Flush 0.035 GW / 4F RDC / 25 / 65 ¢m
(5 pk)

M001316000 08714729737308 5F Flush 0.035 GW / 4F LEV / 65 cm
M001316001 08714729404347 5F Flush 0.035 GW / 4F LEV / 65 cm (5 pk)
M001316010 08714729737315 5F Flush 0.035 GW / 4F LEV / 100 cm
M001316011 08714729404354 5F Flush 0.035 GW / 4F LEV / 100 cm (5 pk)
M001316050 08714729737353 5F Flush 0.035 GW / 4F LEV2 / 65 cm
M001316051 08714729404392 5F Flush 0.035 GW / 4F LEV2 / 65 cm (5 pk)
M001316080 08714729737384 5F Flush 0.035 GW / 4F LEV2 / 100 ¢cm
M001316081 08714729404422 5F Flush 0.035 GW / 4F LEV2 / 100 ¢m (5 pk)
M001316300 08714729737605 5F Flush 0.035 GW / 4F OSB / 100 cm
M001316301 08714729404644 SF Flush 0.035 GW / 4F OSB / 100 cm (5 pk)
M(001316320 08714729737629 5F Flush 0.035 GW / 4F OSB / 65 cm
M001316321 08714729404668 5F Flush 0.035 GW / 4F OSB / 65 cm (5 pk)
M001315280 08714729737223 5F Flush 0.035 GW / 5F Contra / 65 cm
M001315281 08714729356028 5F Flush 0.035 GW / 5F Contra / 65 cm (5 pk)
M001315290 08714729737230 5F Fiush 0.035 GW / 5F Contra / 90 cm
M001315291 08714729356035 5F Flush 0.035 GW / 5F Contra / 90 cm (5 pk)
M001315300 08714729737247 5F Flush 0.035 GW / 5F Contra / 100 cm
M001315301 08714729356042 5F Flush 0.035 GW / 5F Contra / 100 cm (5 pk)
M001315190 08714729737131 5F Flush 0.035 GW / 5F Pigtail / 65 cm
M001315191 08714729355939 5F Flush 0.035 GW / 5F Pigtail / 65 cm (5 pk)
M001315210 08714729737155 5F Flush 0.035 GW / 5F Pigtail / 90 cm
M001315211 08714729355953 5F Flush 0.035 GW / 5F Pigtail / 90 ¢cm (5 pk)
M001315230 08714729737179 5F Flush 0.035 GW / 5F Pigtail / 100 cm
M001315231 08714729355977 5F Flush 0.035 GW / 5F Pigtail / 100 cm (5 pk)
M001315200 08714729737148 5F Flush 0.035 GW / 5F Straight / 65 cm
M001315201 08714729355946 5F Flush 0.035 GW / 5F Straight / 65 c¢cm (5 pk)
M001315220 08714729737162 5F Flush 0.035 GW / 5F Straight / 90 cm
M001315221 08714729355960 5F Fiush 0.035 GW / 5F Straight / 90 cm (5 pk)
M001315240 08714729737186 5F Flush 0.035 GW / 5F Straight / 100 cm
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M001315241 08714729355984 5F Fiush 0.035 GW / 5F Straight / 100 cm

(5 pk)

M001315030 08714729736974 5F Flush 0.035 GW / 5F Tennis Racquet / 65 cm

M001315031 08714729355779 5F Flush 0.035 GW / 5F Tennis Racquet / 65 cm

(5 pk)

M001315040 08714729736981 5F Flush 0.035 GW / 5F Tennis Racquet / 90 cm

M001315041 08714729355786 5F Flush 0.035 GW / 5F Tennis Racquet / 90 cm

(5 pk)

M001315050 08714729736998 5F Flush 0.035 GW / 5F Tennis Racquet / 100

cm .

M001315051 08714729355793 5F Flush 0.035 GW / 5F Tennis Racquet / 100

cm (5 pk)

M001315310 08714729737254 5F Flush 0.038 GW / 5F Contra / 65 cm

M001314611 08714729355434 5F Selective 0.035 GW / 5F Duck / 65 cm
5 (5 pk) : ‘

- M001314790 08714729736813 5F Selective 0.035 GW / 5F HK1.0 / 65 cm
M001314791 08714729355618 5F Selective 0.035 GW / 5F HK1L.0 / 65 cm
(5 pk)

M001314400 08714729736424 5F Selective 0.035 GW / 5F HN1 / 100 cm
M001314401 08714729355229 5F Selective 0.035 GW / SF HN1 / 100 cm
(5 pk)

M001314770 08714729736790 5F Selective 0.035 GW / 5F MIK / 65 cm
M001314771 08714729355595 5F Selective 0.035 GW / 5F MIK / 65 cm (5 pk)
M001314850 08714729736875 5F Selective 0.035 GW / 5F RC1 / 65 cm
M001314851 08714729355670 5F Selective 0,035 GW / 5F RC1 /65 cm (5 pk)
M001314870 08714729736899 5F Selective 0.035 GW / 5F RC2 / 65 cm
M001314871 08714729355694 5F Selective 0.035 GW / 5F RC2 / 65 cm (5 pk)
M001314890 08714729736912 5F Selective 0.035 GW / 5F RDC / 65 cm

—
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M001314891 08714729355717 5F Selective 0.035 GW / 5F RDC / 65 c¢m (5 pk)
M001314910 08714729736936 5F Selective 0.035 GW / 5F RDC/ 2S5 / 65 ¢cm
M001314911 08714729355731 5F Selective 0.035 GW / 5F RDC / 2S / 65 cm
(5 pk)

M001314810 08714729736837 5F Selective 0.035 GW / 5F SHK0.8 / 65 cm
M001314811 08714729355632 5F Selective 0.035 GW / 5F SHK(0.8 / 65 ¢cm
(5 pk) '

M001314830 08714729736851 5F Selective 0.035 GW / 5F SHK1.0 / 65 cm
M001314831 08714729355656 S5F Selective 0.035 GW / 5F SHK1.0 / 65 cm
(5 pk)

M001314020 08714729736042 5F Selective 0.035 GW / 5F Straight / 65 ¢cm
M001314021 08714729354840 5F Selective 0.035 GW / 5F Straight / 65 ¢m
(5 pk)

M001314030 08714729736059 5F Selective 0.035 GW / 5F Straight / 100 cm
M001314031 08714729354857 5F Selective 0.035 GW / 5F Straight / 100 cm
(5 pk)

M001314070 08714729736097 5F Selective 0.035 GW / 5F Bern / 40 cm
M001314071 08714729354895 5F Selective 0.035 GW / 5F Bern / 40 cm (5 pk)
M001314090 08714729736110 5F Selective 0.035 GW / 5F Bern / 65 cm
M001314091 08714729354918 5F Selective 0.035 GW / 5F Bern / 65 cm (5 pk)
M001314060 08714729736080 5F Selective 0.035 GW / 5F Bern / 100 cm
M001314061 08714729354888 5F Selective 0.035 GW / 5F Bern / 100 cm
(5 pk)

M001314490 08714729736516 5F Selective 0.035 GW / 5F CK / 100 cm
M001314491 08714729355311 5F Selective 0.035 GW / 5F CK / 100 cm (5 pk)
M001314500 08714729736523 5F Selective 0.035 GW / 5F GEN / 100 cm
M001314501 08714729355328 5F Selective 0.035 GW / 5F GEN / 100 cm
(5 pk)

M001314510 08714729736530 5F Selective 0.035 GW / 5F GEN / 25 / 100 cm
M001314511 08714729355335 5F Selective 0.035 GW / 5F GEN / 2S5 / 100 cm

(5 pk)

<
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M001314150 08714729736172 5F Selective 0.035 GW / 5F H1 / 100 cm
M001314151 08714729354970 5F Selective 0.035 GW / 5F H1 / 100 cm (5 pk)
M001314190 08714729736219 5F Selective 0.035 GW / 5F H1H / 100 cm
M001314191 08714729355014 5F Selective 0.035 GW / 5F H1H / 100 cm
(5 pk)

M001314170 08714729736196 5F Selective 0.035 GW / 5F H3 / 100 cm
M001314171 08714729354994 5F Selective 0.035 GW / 5F H3 / 100 cm (5 pk)
M001314200 08714729736226 5F Selective 0.035 GW / 5F H3H / 100 cm
M001314201 08714729355021 5F Selective 0.035 GW / 5F H3H / 100 cm
(5 pk) .

M001314420 08714729736448 5F Selective 0.035 GW / 5F HN2 / 100 cm
M001314600 08714729736622 5F Selective 0.038 GW / 5F Duck / 65 cm
M001314601 08714729355427 5F Selective 0.038 GW / 5F Duck / 65 cm
(5 pk)

M001314780 08714729736806 5F Selective 0.038 GW / 5F HK1.0 / 65 ¢cm
M001314781 08714729355601 5F Selective 0.038 GW / S5F HK1.0 / 65 cm
(5 pk) , ]
M001314760 08714729736783 5F Selective 0.038 GW / 5F MIK / 65 cm
M001314761 08714729355588 5F Selective 0.038 GW / 5F MIK / 65 cm (5 pk)
M001314840 08714729736868 SF Selective 0.038 GW / 5F RC1 / 65 cm
M001314841 08714729355663 5F Selective 0.038 GW / 5F RC1 / 65 c¢cm (5 pk)
M001314860 08714729736882 SF Selective 0.038 GW. / 5F RC2 / 65 cm
M001314861 08714729355687 5F Selective 0.038 GW / 5F RC2 / 65 cm (5 pk)
M001314880 08714729736905 5F Selective 0,038 GW / 5F RDC / 65 cm
M001314881 08714729355700 5F Selective 0.038 GW / 5F RDC / 65 cm (5 pk)
M001314900 08714729736929 5F Selective 0.038 GW / 5F RDC / 2S5/ 65 cm
M001314901 08714729355724 5F Selective 0.038 GW / 5F RDC / 2S / 65 c¢m

(5 pk)
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M001314800 08714729736820 5F Selective 0.038 GW / 5F SHK0.8 / 65 cm
M001314801 08714729355625 5F Selective 0.038 GW / 5F SHK0.8 / 65 cm
(5 pk)

M001314820 08714729736844 5F Selective 0.038 GW / 5F SHK1.0 / 65 cm
M001314821 08714729355649 5F Selective 0.038 GW / 5F SHK1.0 / 65 cm
(5 pk)

M001314000 08714729736028 5F Selective 0.038 GW / 5F Straight/ 65 cm
M001314001 08714729354826 5F Selective 0.038 GW / 5F Straight/ 65 c¢m
(5 pk)

M001314010 08714729736035 5F Selective 0.038 GW / 5F Straight/ 100 cm
M001314011 08714729354833 5F Selective 0.038 GW / 5F Straight/ 100 cm
(5 pk)

M001314750 08714729736776 5F Selective 0.038 GW / 5F Train / 65 cm
M001314751 08714729355571 5F Selective 0.038 GW / SF Train / 65 cm
(5 pk)

M001314740 08714729736769 5F Selective 0.038 GW / 5F VAN / 25 / 65 cm
M001314741 08714729355564 5F Selective 0.038 GW / 5F VAN / 25 / 65 cm
(5 pk)

- M001315360 08714729737285 5F Selective 0.038 GW / 5F Yashiro / 65 cm
M001315361 08714729356080 5F Selective 0.038 GW / 5F Yashiro / 65 cm
(5 pk)

MO01315370 08714729737292 5F Selective 0.038 GW / 5F Yashiro / 100 ¢cm

' M001315371 08714729356097 5F Selective 0.038 GW / 5F Yashiro / 100 cm
(5 pk)

M001314080 08714729736103 5F Selective 0.038 GW / 5F Bern / 40 cm
M001314081 08714729354901 5F Selective 0.038 GW / 5F Bern / 40 cm (5 pk)
M001314100 08714729736127 5F Selective 0.038 GW / 5F Bern / 65 cm
M001314101 08714729354925 5F Selective 0.038 GW / 5F Bern / 65 cm (5 pk}
M001314050 08714729736073 5F Selective 0.038 GW / 5F Bern / 100 cm
M001314051 08714729354871 5F Selective 0,038 GW / 5F Bern / 100 cm

(5 pk)

<
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M001314040 08714729736066 5F Selective 0.038 GW / 5F BARNH / 100 cm
M001314041 08714729354864 SF Selective 0.038 GW / 5F BARNH / 100 cm
(5 pk)

M001314130 08714729736158 5F Selective 0.038 GW / 5F H1 / 65 ¢m
M001314131 08714729354956 5F Selective 0.038 GW / 5F H1 / 65 cm (5 pk)
M001314140 08714729736165 5F Selective 0.038 GW / 5F H1 / 100 cm
M001314141 08714729354963 5F Selective 0.038 GW / 5F H1 / 100 cm (5 pk)
M001314180 08714729736202 5F Selective 0.038 GW / 5F H1H / 100 cm
M001314181 08714729355007 5F Selective 0.038 GW / 5F H1H / 100 cm
(5 pk)

Periodo de vida util: 2 afios.

Condicion de expendio: Venta exclusiva a Profesionales e Instituciones
Sanitarias.

Nombre del fabricante: Teleflex Medical.

Lugar de elaboracion: Unit 7, 8 & 9 - Annacotty Business Park - Annacotty -

Co. Limerick - Irlanda.

Se extiende a BOSTON SCIENTIFIC ARGENTINA S.A. el Certificado PM-651-
365, en ia Ciudad de Buenos Aires, a 0.5 MAY..2D14......, siendo su vigencia

por cinco (5) afios a contar de la fecha de su emision.

_n:sposxcxéN No 2 6 6 ? du.ﬂ&,

J

Dr, OTIO A. ORSINGHER
b Sub Administrador Naclonal

ALN.M_AT,
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