Ministerio de Salud
Secretaria de Calidad en Salud

ANMA.T.

2026 - ANO DE LA GRANDEZA ARGENTINA

CERTIFICADO DE AUTORIZACION DE MODIFICACION

N° rev: 136-156#0004

El Instituto Nacional de Productos Médicos de la Administracion Nacional de Medicamentos,
Alimentos y Tecnologia Médica (ANMAT) certifica que de acuerdo con lo solicitado por
Corpomedica SA , se autoriza la modificacién en el Registro Nacional de Productores y
Productos de Tecnologia Médica (RPPTM), del PM 136-156 aprobado segun:

Disposicién autorizante N° 6509/15 de fecha 06 agosto 2015

Disposiciones modificatorias y revalidas N°: Modificacién N° rev: 136-156#0001 con fecha 4 de
septiembre de 2020
Revalida N° rev: 136-156#0002 con fecha 12 de agosto de 2020
Revalida N° rev 136-156#0003

Del siguiente/s dato/s caracteristico/s:

DATO
IDENTIFI
CATORI MODIFICACION/RECTIFICACION
OA DATO AUTORIZADO HASTA LA FECHA AUTORIZADA
MODIFIC
AR
Lugar de [14 Gojeong-ro, Wolgot-myeon, Gimpo-si, . . .
elaboraci |Gyeonggi-do, 10022, Republica 234’ Gojeong-ro, Wolgot-myeon, Gimpo-si,
- yeonggi-do, Corea
on de Corea
Niti-S y ComVi Stent descubierto Biliar Niti-S:
Stents Biliares No Cubiertos Niti-S.
[Tipo-S]: T0604, T0O605, TO606, TO607, T0604, T0O605, TO606, TO607, TO608,
T0608, T0609, T0610, TO612, TO804, T0609, T0O610, TO612, TO804, T0805,
Clase de 70805, T0806, T0807, T0808, TO809, T0806, T0807, TO808, TO809, T0810,
Riesgo T0810, T0812, T1004, T1005, T1006, T0812, T1004, T1005, T1006, T1007,

71007, T1008, T1009, T1010, T1012.

[Tipo-D]: TD0604, TD0605, TD0O608,
TD0607, TD0608, TD0609, TDO610,

T1008, T1009, T1010, T1012

TD0604, TD0605, TD0606, TD0607,
TD0608, TD0609, TD0610, TD0612,
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TD0612, TD0804, TD0805, TD0806,
TD0807, TD0808, TD0809, TD0810,
TD0812, TD1004, TD1005, TD1006,
TD1007, TD1008, TD1009, TD1010,
TD1012.

[Tipo M]: TNO604, TNO605, TNOGOS,
TN0607, TN0608, TNO609, TN0O610,
TN0612, TN0804, TNO805, TNOS0S,
TN0807, TN080S, TN0809, TN0810,
TNO0812, TN1004, TN1005, TN1006,
TN1007, TN1008, TN1009, TN1010,
TN1012, TN0604-6, TN0605-6, TNOGOG 6,
TN0607-6, TN0608-6, TN0609-6, TN0O610-
6, TN0612-6, TN0804-6, TNO805-6,
TN0806-6, TN0807-6, TNO808-6, TNO809-
6,TN0810-6, TN0812-6

[Tipo-LCD]: TLD0604, TLD0605, TLDOGOS,
TLD0607, TLD0608, TLD0609, TLD0610,
TLD0612, TLD0804, TLD0805, TLD0806,
TLD0807, TLD0808, TLD0809, TLD0810,
TLD0812, TLD1004, TLD1005, TLD10086,
TLD1007, TLD1008, TLD1009, TLD1010,
TLD1012, TLD0604-6, TLD0G05- 6,
TLD0606-6, TLD0607-6, TLD0G0S-6,
TLD0609-6, TLD0610-6, TLD0612-6,
TLD0804-6, TLD0805-6, TLD0806-6,
TLD0807-6, TLD0808-6, TLD0809-6,
TLD0810-6, TLD0812-6, TLD1004-6,
TLD1005-6, TLD1006-6, TLD1007-6,
TLD1008-6, TLD1009-6, TLD1010-6,
TLD0604-7, TLD0605-7, TLD0B06-7,
TLD0607-7, TLD0608 7, TLD0609-7,
TLD0610-7, TLD0612-7, TLD0804-7,
TLD0805-7, TLD0806-7, TLD0807-7,
TLD0808-7, TLD0809-7, TLD0810-7,
TLD0812-7, TLD1004-7, TLD1005-7,
TLD1006-7, TLD1007-7, TLD1008-7,
TLD1009-7, TLD1010-7, TLD1012-7

Endoscopio No Cubierto:

[Tipo-S]: B0604, B0605, B0606, B0O607,
B0608, B0609, B0610, BO612, BO804,
B0805, B0806, BO807, BO808, BO8OY,
B0810, B0812, B1004, B1005, B1006,
B1007, B1008, B1009, B1010, B1012.

[Tipo M]:BNO604, BN0605, BNOG0G,
BN0607, BN0608, BN0609, BN0O610,

'TD0804, TD0805, TD0806, TD0807,
TD0808, TD0809, TD0810, TD0812,
TD1004, TD1005, TD1006, TD1007,
TD1008, TD1009, TD1010, TD1012.

TN0604, TN0605, TNO606, TNO607,
TN0608, TN0609, TN0610, TN0612,
TN0804, TN0805, TNO806, TN0O807,
TN0808, TN0809, TN0810, TN0812,
TN1004, TN1005, TN1006, TN1007,
TN1008, TN1009, TN1010, TN1012,
TN0604-6, TN0605-6, TNO606 6, TNO607-
6, TN0608-6, TN0O609-6, TN0610-6,
TNO0612-6, TNO804-6, TN0805-6, TNO806-
6, TN0807-6, TNO808-6, TNO809-
6,TN0810-6, TN0812-6

TLDO0604, TLD0605, TLD0606, TLD0607,
TLDO0608, TLD0609, TLD0610, TLD0804,
TLDO0805, TLD0806, TLD0807, TLD0808,
TLDO0809, TLD0810, TLD0812, TLD1004,
TLD1005, TLD1006, TLD1007, TLD1008,
TLD1009, TLD1010, TLD1012, TLD0605-
6, TLD0606-6, TLD0607-6, TLD0608-6,
TLD0609-6, TLD0610-6, TLD0612-6,
TLDO0804-6, TLD0805-6, TLD0806-6,
TLDO0807-6, TLD0808-6, TLD0809-6,
TLD0810-6, TLD0812-6, TLD1004 6,
TLD1005-6, TLD1006-6, TLD1007-6,
TLD1008-6, TLD1009-6, TLD1010-6,
TLDO0604-7, TLD0605-7, TLD0606-7,
TLDO0607-7, TLD0608 7, TLD0609-7,
TLD0610-7, TLD0612-7, TLD0804-7,
TLDO0805-7, TLD0806-7, TLD0807-7,
TLDO0808-7, TLD0809-7, TLD0810-7,
TLD0812-7, TLD1004-7, TLD1005-7,
TLD1006-7, TLD1007-7, TLD1008-7,
TLD1009-7, TLD1010-7, TLD1012-7

B0604, B0605, BO606, BO607, BO608,
B0609, B0610, B0612, B0804, BO805,
B0806, B0807, BO808, B0O809, B0810,
B0812, B1004, B1005, B1006, B1007,
B1008, B1009, B1010, B1012
BN0604, BN0605, BN0606, BN0607,
BN0608, BN0609, BN0610, BN0612,
BN0804, BN0805, BN0806, BN0807,
BN0808, BN0809, BN0810, BN0812,
BN1004, BN1005, BN1006, BN1007,
BN1008, BN1009, BN1010, BN1012,
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BN0612, BN0804, BN0805, BN0806,
BN0807, BN0808, BN0809, BN0810,
BN0812, BN1004, BN1005, BN1006,
BN1007, BN1008, BN1009, BN1010,
BN1012, BN0604-6, BN0605-6, BNOGOG 6,
BN0607-6,BN0608-6, BNO609-6, BN0O610-
6, BN0612-6, BN0O804-6, BN0805-6,
BN0806-6, BN0807-6, BNO808-6, BNO809-
6, BN0810-6, BN0812-6

[Tipo-S, Sistema introductor con alambre
pequeno]: BM0604, BM0605, BM0606,
BM0607, BM0608, BM0609, BM0610,
BM0612, BM0804, BM0805, BM0806,
BM0807, BM0808, BM0809, BM0810,
BM0812, BM1004, BM1005, BM1006,
BM1007, BM1008, BM1009, BM1010,
BM1012

[Tipo-D]: BD0604, BD0605, BD0606,
BD0607, BD0608, BD0609, BD0610,
BD0612, BD0804, BD0805,
BD0806,BD0807, BD0808, BD0S0Y,
BD0810, BD0812, BD1004, BD1005,
BD1006, BD1007, BD1008, BD1009,
BD1010, BD1012

[Tipo-D, Sistema introductor con alambre
pequefio]: BDM0604, BDMO0605,
BDMO0606, BDM0607, BDM0608,
BDMO0609, BDM0610, BDM0612,
BDMO0804, BDM0805, BDM0806,
BDMO0807, BDM0808, BDM0809,
BDM0810, BDM0812, BDM1004,
BDM1005, BDM1006, BDM1007,
BDM1008, BDM1009, BDM1010,
BDM1012.

[Tipo-LCD]: BLD0604, BLD060S5,
BLD0606, BLD0607, BLD0608, BLD0609,
BLD0610, BLD0612, BLD0804, BLD0805,
BLD0806, BLD0807, BLD0808, BLD0809,
BLD0810, BLD0812, BLD1004, BLD1005,
BLD1006, BLD1007, BLD1008, BLD1009,
BLD1010, BLD1012, BLD0604-6,
BLD0605- 6, BLD0606-6, BLD0607-
6,BLD0608-6, BLD0609-6,BLD0610-
6,BLD0612- 6, BLD0804-6, BLD0805-
6,BLD0806-6, BLD0807-6,BLD0808-6,
BLD0809-6,BLD0810-6, BLD0812-

BN0604-6, BN0605-6, BNO606 6, BNO607-
6,BN0608-6, BN0609-6, BN0610-6,
BN0612-6, BN0804-6, BN0805-6, BNO806-
6, BN0O807-6, BN0808-6, BN0809-6,
BN0810-6, BN0812-6

BM0604, BM0605, BM0606, BM0607,
BM0608, BM0609, BM0610, BM0612,
BM0804, BM0805, BM0806, BM0807,
BM0808, BM0809, BM0810, BM0812,
BM1004, BM1005, BM1006, BM1007,
BM1008, BM1009, BM1010, BM1012

BD0604, BD0605, BD0606, BD0607,
BD0608, BD0609, BD0610, BD0612,
BD0804, BD0805, BD0806,BD0807,
BD0808, BD0809, BD0810, BD0812,
BD1004, BD1005, BD1006, BD1007,
BD1008, BD1009, BD1010, BD1012

BDMO0604, BDM0605, BDM0606,
BDMO0607, BDM0608, BDM0609,
BDMO0610, BDM0612, BDM0804,
BDMO0805, BDM0806, BDM0807,
BDM0808, BDM0809, BDM0810,
BDM0812, BDM1004, BDM1005,
BDM1006, BDM1007, BDM1008,
BDM1009, BDM1010, BDM1012

BLD0604, BLD0605, BLD0606, BLD0607,
BLD0608, BLD0609, BLD0610, BLD0804,
BLDO0805, BLD0806, BLD0807, BLD0808,
BLDO0809, BLD0810, BLD0812, BLD1004,
BLD1005, BLD1006, BLD1007, BLD1008,
BLD1009, BLD1010, BLD1012, BLD0604-
6, BLD0605- 6, BLD0606-6, BLD0607-
6,BLD0608-6, BLD0609-6,BLD0610-
6,BLD0612- 6, BLD0804-6, BLD0805-
6,BLD0806-6, BLD0807-6,BLD0808-6,
BLD0809-6,BLD0810-6, BLD0812-
6,BLD1004-6, BLD1005-6,BLD1006-6,
BLD1007-6,BLD1008 6, BLD1009-
6,BLD1010-6, BLD0604-7, BLD0605-7,
BLD0606-7, BLD0607-7, BLD0608-7,
BLD0609-7, BLD0610-7, BLD0612-7 ,
BLD0804-7, BLD0805-7, BLD0806-7,
BLD0807-7, BLD0808-7, BLD0809-7,
BLD0810-7, BLD0812-7, BLD1004-7,
BLD1005-7, BLD1006-7, BLD1007-7,
BLD1008-7, BLD1009-7, BLD1010-7,
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6,BLD1004-6, BLD1005-6,BLD1006-6,
BLD1007-6, BLD1008-6, BLD1009-
6,BLD1010-6, BLD0604-7, BLD0605-7,
BLD0606-7, BLD0607-7, BLD0608-7,
BLD0609-7, BLD0610-7, BLD0612-7 ,
BLD0804-7, BLD0805-7, BLD0806-7,
BLDO0807-7, BLD0808-7, BLD0809-7,
BLD0810-7, BLD0812-7, BLD1004-7,
BLD1005-7, BLD1006-7, BLD1007-7,
BLD1008-7, BLD1009-7, BLD1010-7,
BLD1012-7, BLDM0604, BLDMO0605,
BLDMO0606, BLDM0607, BLDMO0608,
BLDMO0609, BLDM0610, BLDM0804,
BLDMO0805, BLDM0806, BLDM0807,
BLDMO0808, BLDM0809, BLDM0810,
BLDMO0812, BLDM1004, BLDM1005,
BLDM1006, BLDM1007, BLDM1008,
BLDM1009, BLDM1010, BLDM1012

Stents Biliares Cubiertos Niti-S
Percutaneos cubiertos:

[Tipo-S; Totalmente cubiertos]: TS0604F,
TS0605F, TS0606F, TS0607F, TS0608F,
TS0609F, TS0610F, TS0612F, TS0804F,
TS0805F, TS0806F, TS0807F, TS0808F,
TS0809F, TS0810F, TS0812F, TS1004F,
TS1005F, TS1006F, TS1007F, TS1008F,
TS1009F, TS1010F, TS1012F

[Tipo-S; Totalmente cubiertos con sutura
recuperable Song]: TS0804FS, TSO0805FS,
TS0806FS, TS0807FS, TS0808FS,
TS0809FS, TS0810FS, TS0812FS,
TS1004FS, TS1005FS, TS1006FS,
TS1007FS, TS1008FS, TS1009FS,
TS1010FS, TS1012FS

[Tipo-S; Ambos No cubiertos]: [Tipo-S;
Ambos No cubiertos]: TS0604B, TS0605B,
TS0606B, TS0607B, TS0608B, TS0609B,
TS0610B, TS0612B, TS0804B, TS0805B,
TS0806B, TS0807B, TS0808B, TS0809B,
TS0810B, TS0812B, TS1004B, TS1005B,
TS1006B, TS1007B, TS1008B, TS1009B,
TS1010B, TS1012B.

[Tipo-D; Totalmente Cubiertos (Tipo PD)]:
TJO804FS, TJOBO5FS, TJOBOGFS,
TJO807FS, TJOBO8FS, TJOBO9FS,
TJO810FS, TJO812FS, TJ1004FS,

BLD1012-7, BLDM0604, BLDMO0605,
BLDMO0606, BLDM0607, BLDMO0608,
BLDMO0609, BLDM0610, BLDM0804,
BLDMO0805, BLDM0806, BLDM0807,
BLDMO0808, BLDM0809, BLDM0810,
BLDMO0812, BLDM1004, BLDM1005,
BLDM1006, BLDM1007, BLDM1008,
BLDM1009, BLDM1010, BLDM1012

Stent Cubierto Biliar Niti-S (Tipo Cubierto
totalmente), Stent Cubierto Biliar Niti-S
(Ambos tipo descubierto):

TS0604F, TS0605F, TS0606F, TSO0607F,
TS0608F, TS0609F, TS0610F, TS0612F,
TS0804F, TS0805F, TS0806F, TS0807F,
TS0808F, TS0809F, TS0810F, TS0812F,
TS1004F, TS1005F, TS1006F, TS1007F,
TS1008F, TS1009F, TS1010F, TS1012F

TS0604B, TS0605B, TS0606B, TS06078B,
TS0608B, TS0609B, TS0610B, TS0612B,
TS0804B, TS0805B, TS0806B, TS08078B,
TS0808B, TS0809B, TS0810B, TS0812B,
TS1004B, TS1005B, TS1006B, TS10078B,
TS1008B, TS1009B, TS1010B, TS1012B

BS0604F, BS0605F, BS0606F, BSO0607F,
BS0608F, BS0609F, BS0610F, BS0612F,
BS0804F, BS0805F, BS0806F,
BS0807F,BS0808F, BS0809F, BS0810F,
BS0812F, BS1004F, BS1005F, BS1006F,
BS1007F, BS1008F, BS1009F, BS1010F,
BS1012F,

BSM0603F, BSM0604F, BSMO605F,
BSM0606F, BSM0607F, BSMO608F,
BSMO0609F, BSM0610F, BSM0612F,
BSM0803F, BSM0804F, BSMO0805F,
BSM0806F, BSM0807F, BSM0808F,
BSMO0809F, BSM0810F, BSM0812F,
BSM1003F, BSM1004F, BSM1005F,
BSM1006F, BSM1007F, BSM1008F,
BSM1009F, BSM1010F, BSM1012F,

BS0604B, BS0605B, BS0606B, BS06078B,
BS0608B, BS0609B, BS0610B, BS0612B,
BS0804B, BS0805B, BS0806B, BS0807B,
BS0808B, BS0809B, BS0810B, BS0812B,
BS1004B, BS1005B, BS1006B, BS10078B,
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TJ1005FS, TJ1006FS, TJ1007FS,
TJ1008FS, TJ1009FS, TJ1010FS,
TJ1012FS, TS0604F2, TSO605F2,
TS0606F2, TS0607F2, TS0608F2,
TS0804F2, TS0805F2, TS0806F2,
TS0807F2, TS0808F2, TS1004F2,
TS1005F2, TS1006F2, TS1007F2,
TS1008F2.

[Tipo acampanado, totalmente cubiertos]:
TS0604FW, TS0605FW, TS0606FW,
TS0607FW, TS0608FW, TS0609FW,
TS0610FW, TS0612FW, TS0804FW,
TS0805FW, TS0806FW, TS0807FW,
TS0808FW, TS0809FW, TS0810FW,
TS0812FW, TS1004FW, TS1005FW,
TS1006FW, TS1007FW, TS1008FW,
TS1009FW, TS1010FW, TS1012FW.

[Tipo acampanado, totalmente cubierto
con sutura recuperable de Song]:
TS0804FWS, TS0805FWS, TS0806FWS,
TS0807FWS, TS0808FWS, TS0809FWS,
TS0810FWS, TS0810FWS, TS0812FWS,
TS1004FWS, TS1005FWS, TS1006FWS,
TS1007FWS, TS1008FWS, TS1009FWS,
TS1010FWS, TS1012FWS

[Tipo totalmente acampanado, cubierto,
con baches]:

TK0604CW,TKO605CW, TKO606CW,TK0O6
07CW,TK0O608CW,TKO609CW,TKO610CW

:I'K0612CW,TK0804CW,TKO805CW,TKO8
06CW,TK0807CW,TKO808CW,TKO809CW

:I'K081OCW,TK0812CW,TK1004CW,TK1O
05CW, TK1006CW,TK1007CW,TK1008CW
, TK1009CW,TK1010CW, TK1012CW

[Tipo acampanado, totalmente cubierto
con sutura recuperable de Song]:
TK0804CWS, TKO805CWS,

TKO806CWS, TKO807CWS,

TKO808CWS, TKO809CWS,

TKO810CWS, TK0812CWS, TK1004CWS,
TK1005CWS, TK1006CWS, TK1007CWS,
TK1008CWS, TK1009CWS,

TK1010CWS, TK1012CWS

BS1008B, BS1009B, BS1010B, BS1012B,

BSM0604B, BSM0605B, BSM0606B,
BSM0607B, BSM0608B, BSM0609B,
BSM0610B, BSM0612B, BSM0804B,
BSM0805B, BSM0806B, BSM0807B,
BSM0808B, BSM0809B, BSM0810B,
BSM0812B, BSM1004B, BSM1005B,
BSM1006B, BSM1007B, BSM1008B,
BSM1009B, BSM1010B, BSM1012B

Stent Cubierto Biliar Niti-S (Cubierto
totalmente sutura con hilo de extraccion):

TS0804FS, TS0805FS, TS0806FS,
TS0807FS, TS0808FS, TSO0809FS,
TS0810FS, TS0812FS, TS1004FS,
TS1005FS, TS1006FS, TS1007FS,
TS1008FS, TS1009FS, TS1010FS,
TS1012FS,

Stent Cubierto Biliar Niti-S (Kaffes):

TS0604F2, TSO0605F2, TSO0606F2,
TS0607F2, TS0608F2, TS0804F2,
TS0805F2, TS0806F2, TS0807F2,
TS0808F2, TS1004F2, TS1005F2,
TS1006F2, TS1007F2, TS1008F2

BS0604F2, BS0605F2, BSO606F2,
BS0607F2, BS0608F2, BS0804F2,
BS0805F2, BS0806F2, BSO0807F2,
BS0808F2, BS1004F2, BS1005F2,
BS1006F2, BS1007F2, BS1008F2

Stent Cubierto Biliar Niti-S (Flare), Stent
Cubierto Biliar Niti-S (Giobor):

TS0604FW, TSO0605FW, TSO0606FW,
TS0607FW, TSO0608FW, TSO0609FW,
TS0610FW, TS0612FW, TS0804FW,
TS0805FW, TS0806FW, TS0807FW,
TS0808FW, TSO0809FW, TS0810FW,
TS0812FW, TS1004FW, TS1005FW,
TS1006FW, TS1007FW, TS1008FW,
TS1009FW, TS1010FW, TS1012FW

BSM0604FW, BSMOG605FW,
BSMO0606FW, BSMO607FW,
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Endoscopico Cubierto: [Tipo-S; Totalmente
Cubierto]: BS0604F, BS0605F, BS0606F,
BS0607F, BSO608F, BS0609F, BS0610F,
BS0612F, BS0804F, BS0805F, BS0806F,
BS0807F,BS0808F, BS0809F, BS0810F,
BS0812F, BS1004F, BS1005F, BS1006F,
BS1007F, BS1008F, BS1009F, BS1010F,
BS1012F

[Tipo-S; Sistema introductor con alambre
pequeno Totalmente Cubierto]:
BSMO0603F, BSM0604F, BSM0605F,
BSMO0606F, BSM0607F, BSM0608F,
BSMO0609F, BSM0610F, BSM0612F,
BSMO0803F, BSM0804F, BSM0805F,
BSMO0806F, BSM0807F, BSM0808F,
BSMO0809F, BSM0810F, BSM0812F,
BSM1003F, BSM1004F, BSM1005F,
BSM1006F, BSM1007F, BSM1008F,
BSM1009F, BSM1010F, BSM1012F.

[Tipo-S; Ambos No Cubiertos]: BS0604B,
BS0605B, BS0606B, BS0607B, BS0608B,
BS0609B, BS0610B, BS0612B, BS0804B,
BS0805B, BS0806B, BS0807B, BS0808B,
BS0809B, BS0810B, BS0812B, BS1004B,
BS1005B, BS1006B, BS1007B, BS1008B,
BS1009B, BS1010B, BS1012B

[Tipo-S, Ambos No Cubiertos, Sistema
introductor con alambre pequefio]:
BSM0604B, BSM0605B, BSM0606B,
BSM0607B, BSM0608B, BSM0609B,
BSM0610B, BSM0612B, BSM0804B,
BSM0805B, BSM0806B, BSM0807B,
BSM0808B, BSM0809B, BSM0810B,
BSM0812B, BSM1004B, BSM1005B,
BSM1006B, BSM1007B, BSM1008B,
BSM1009B, BSM1010B, BSM1012B

[Tipo acampanado, totalmente cubierto]:
BSM0604FW, BSMO605FW,
BSM0606FW, BSM0607FW,
BSMO0608FW, BSMO609FW,
BSM0610FW, BSM0612FW,
BSMO0804FW, BSMO805FW,
BSM0806FW, BSM0807FW,
BSMO0808FW, BSMO809FW,
BSM0810FW, BSM0812FW,
BSM1004FW, BSM1005FW,

BSMO0608FW, BSMO609FW,
BSMO0610FW, BSM0612FW,
BSM0804FW, BSM0O805FW,
BSMO0806FW, BSM0807FW,
BSMO0808FW, BSM0O809FW,
BSMO0810FW, BSM0812FW,
BSM1004FW, BSM1005FW,
BSM1006FW, BSM1007FW,
BSM1008FW, BSM1009FW,
BSM1010FW, BSM1012FW

BS0806FP, BS0808FP, BS0810FP,
BS1006FP, BS1008FP, BS1010FP

BS0604FW, BS0605FW, BSO606FW,
BS0607FW, BS0608FW, BSO609FW,
BS0610FW, BS0612FW,
BS0804FW,BS0805FW, BSO806FW,
BS0807FW, BS0808FW, BSO809FW,
BS0810FW, BS0812FW, BS1004FW,
BS1005FW, BS1006FW, BS1007FW,
BS1008FW, BS1009FW, BS1010FW,
BS1012FW

Stent Cubierto Biliar Niti-S (Bumpy)
TK0604CW,TKO605CW,TKO606CW,TK06
07CW,TK0608CW,TKO609CW,TKO610CW

:I'K061 2CW,TK0804CW,TKO805CW,TKO08
06CW,TK0807CW,TKO808CW,TKO809CW

:I'K081 0CW,TK0812CW,TK1004CW,TK10
05CW, TK1006CW,TK1007CW,TK1008CW
, TK1009CW,TK1010CW, TK1012CW

BK0604CW, BKO605CW, BKO606CW,
BK0607CW, BKO608CW, BKO609CW,
BK0610CW, BK0612CW, BK0804CW,
BK0805CW, BKO806CW, BKO807CW,
BK0808CW, BKO809CW, BKO810CW,
BK0812CW, BK1004CW, BK1005CW,
BK1006CW, BK1007CW, BK1008CW,
BK1009CW, BK1010CW, BK1012CW,
BKM0604CW, BKM0605CW,
BKM0606CW, BKM0607CW,
BKM0608CW, BKM0609CW,
BKM0610CW, BKM0612CW,
BKM0804CW, BKM0805CW,
BKM0806CW, BKM0807CW,
BKM0808CW, BKM0809CW,
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BSM1006FW, BSM1007FW,
BSM1008FW, BSM1009FW,
BSM1010FW, BSM1012FW.

[Tipo-acampanado; Totalmente Cubiertos]:
BS0806FP, BSO808FP, BS0810FP,
BS1006FP, BS1008FP, BS1010FP.

[Cbnico centrado; completamente cubierto;
kaffes]: BS0604F2, BS0605F2, BSO0606F2,
BS0607F2, BS0608F2, BS0804F2,
BS0805F2, BS0806F2, BS0807F2,
BS0808F2, BS1004F2, BS1005F2,
BS1006F2, BS1007F2, BS1008F2

[Tipo-S; Totalmente Cubiertos]:

BSM0604F, BSM0605F, BSMO0606F,
BSM0607F, BSM0608F, BSMO0609F,
BSMO0610F, BSM0612F, BSM0804F,
BSM0805F, BSM0806F, BSM0807F,
BSM0808F, BSM0809F, BSM0810F,
BSM0812F, BSM1004F, BSM1005F,
BSM1006F, BSM1007F, BSM1008F,
BSM1009F, BSM1010F, BSM1012F.

[Tipo-acampanado; Totalmente Cubiertos]:
BS0604FW, BSO605FW, BS0606FW,
BS0607FW, BSO608FW, BS0609FW,
BS0610FW, BS0612FW,
BS0804FW,BS0805FW, BS0806FW,
BS0807FW, BSO808FW, BS0809FW,
BS0810FW, BS0812FW, BS1004FW,
BS1005FW, BS1006FW, BS1007FW,
BS1008FW, BS1009FW, BS1010FW,
BS1012FW,

[Tipo-acampanado; Totalmente Cubiertos]:
BK0604CW, BKO605CW, BKO606CW,
BK0607CW, BKO608CW, BKO609CW,
BK0610CW, BK0612CW, BK0804CW,
BK0805CW, BK0O806CW, BK0807CW,
BK0808CW, BKO809CW, BK0810CW,
BK0812CW, BK1004CW, BK1005CW,
BK1006CW, BK1007CW, BK1008CW,
BK1009CW, BK1010CW, BK1012CW,
BK0604CW2, BKO606CW2, BKO608CW2,
BK0804CW2, BKO806CW2, BKOS80O8CW2,
BK1004CW2, BK1006CW2, BK1008CW?2,
BKM0604CW, BKM0605CW,
BKM0606CW, BKM0607CW,

BKMO0810CW, BKM0812CW,
BKM1004CW, BKM1005CW,
BKM1006CW, BKM1007CW,
BKM1008CW, BKM1009CW,
BKM1010CW, BKM1012CW

Stent Cubierto Biliar Niti-S (Sutura con hilo
de Extraccion Bumpy).

TK0804CWS, TKO805CWS,

TK0806CWS, TKO807CWS,

TK0808CWS, TKO809CWS,

TKO810CWS, TK0812CWS, TK1004CWS,
TK1005CWS, TK1006CWS, TK1007CWS,
TK1008CWS, TK1009CWS,

TK1010CWS, TK1012CWS

Stent Cubierto Biliar Niti-S (Cuerda
Bumpy)

BK0604CW2, BKO606CW2, BKO608CW?2,
BK0804CW2, BKO806CW2, BKO808CW?2,
BK1004CW2, BK1006CW2, BK1008CW2

Stent Biliar ComVi

TC0604F, TC0605F, TCO606F, TCO607F,
TCO0608F, TC0609F, TC0610F, TC0612F,
TCO0804F, TC0805F, TC0806F, TCO807F,
TCO0808F, TC0809F, TC0810F, TC0812F,
TC1004F, TC1005F, TC1006F, TC1007F,
TC1008F, TC1009F, TC1010F, TC1012F

TC0604B, TC0605B, TC0606B, TCO607B,
TC0608B, TC0609B, TC0610B, TC0612B,
TC0804B, TC0805B, TC0806B, TC0807B,
TC0808B, TC0809B, TC0810B, TC0812B,
TC1004B, TC1005B, TC1006B, TC1007B,
TC1008B, TC1009B, TC1010B, TC1012B

TC0804H, TC0805H, TC0806H, TC0807H,
TC0808H, TCO0809H, TC0810H, TC0812H,
TC1004H, TC1005H, TC1006H, TC1007H,
TC1008H, TC1009H, TC1010H, TC1012H

BC0604F, BCO605F, BCO606F, BCO607F,
BC0608F, BCO609F, BC0610F, BCO612F,
BC0804F, BCO805F, BC0806F, BCO807F,
BC0808F, BCO809F, BC0810F, BC0812F,
BC1004F, BC1005F, BC1006F, BC1007F,
BC1008F, BC1009F, BC1010F, BC1012F
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BKM0608CW, BKM0609CW,
BKM0610CW, BKM0612CW,
BKM0804CW, BKM0805CW,
BKM0806CW, BKM0807CW,
BKM0808CW, BKM0809CW,
BKM0810CW, BKM0812CW,
BKM1004CW, BKM1005CW,
BKM1006CW, BKM1007CW,
BKM1008CW, BKM1009CW,
BKM1010CW, BKM1012CW

Stents Biliares ComVii.

Percutaneos:

[Tipo-ComVi; Totalmente Cubiertos]:
TC0604F, TC0605F, TC0606F, TCO607F,
TCO0608F, TC0609F, TC0610F, TC0612F,
TCO0804F, TC0805F, TC0806F, TCO807F,
TCO0808F, TC0O809F, TC0810F, TC0812F,
TC1004F, TC1005F, TC1006F, TC1007F,
TC1008F, TC1009F, TC1010F, TC1012F.

[Tipo-ComVi; Ambos No Cubiertos]:

TC0604B, TC0605B, TC0606B, TC0607B,
TC0608B, TC0609B, TC0610B, TC0612B,
TC0804B, TC0805B, TC0806B, TC0807B,
TC0808B, TC0809B, TC0810B, TC0812B,
TC1004B, TC1005B, TC1006B, TC1007B,
TC1008B, TC1009B, TC1010B, TC1012B.

[Tipo-ComVi; Extremo No Cubiertos]:

TC0804H, TC0805H, TC0806H, TCO807H,
TC0808H, TC0809H, TC0810H, TC0812H,
TC1004H, TC1005H, TC1006H, TC1007H,
TC1008H, TC1009H, TC1010H, TC1012H

Endoscopico:

[Tipo-ComVi; Totalmente Cubiertos]:
BCO0604F, BC0605F, BCO606F, BCO607F,
BCO0608F, BC0O609F, BC0610F, BC0612F,
BCO0804F, BC0805F, BC0806F, BCO807F,
BCO0808F, BC0809F, BC0810F, BC0812F,
BC1004F, BC1005F, BC1006F, BC1007F,
BC1008F, BC1009F, BC1010F, BC1012F.

[Tipo-ComVi; Sistema introductor con
alambre pequefio Totalmente cubierto]:
BCMO0604F, BCMO0605F, BCMO606F,
BCMO0607F, BCMO0608F, BCMO609F,
BCMO0610F, BCM0612F, BCMO0804F,
BCMO0805F, BCM0806F, BCMO0807F,

BCMO0604F, BCM0605F, BCMOG0G6F,
BCMO0607F, BCM0608F, BCMO609F,
BCMO0610F, BCM0612F, BCM0804F,
BCMO0805F, BCM0806F, BCM0807F,
BCMO0808F, BCM0809F, BCM0810F,
BCMO0812F, BCM1004F, BCM1005F,
BCM1006F, BCM1007F, BCM1008F,
BCM1009F, BCM1010F, BCM1012F

BC0604B, BC0605B, BC0606B, BCO607B,
BC0608B, BC0609B, BC0610B, BC0612B,
BC0804B, BC0805B, BC0806B, BC0807B,
BC0808B, BC0809B, BC0810B, BC0812B,
BC1004B, BC1005B, BC1006B, BC1007B,
BC1008B, BC1009B, BC1010B, BC1012B
BCMO0604B, BCM0605B, BCM0606B,
BCMO0607B, BCM0608B, BCM0609B,
BCM0610B, BCM0612B, BCM0804B,
BCM0805B, BCM0806B, BCM0807B,
BCM0808B, BCM0809B, BCM0810B,
BCM0812B, BCM1004B, BCM1005B,
BCM1006B, BCM1007B, BCM1008B,
BCM1009B, BCM1010B, BCM1012B

BC0804H, BC0805H, BCO806H,
BC0807H, BC0808H, BCO809H,
BC0810H, BC0812H, BC1004H,
BC1005H, BC1006H, BC1007H,
BC1008H, BC1009H, BC1010H, BC1012H
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BCMO0808F, BCM0809F, BCM0810F,
BCMO0812F, BCM1004F, BCM1005F,
BCM1006F, BCM1007F, BCM1008F,
BCM1009F, BCM1010F, BCM1012F.

[Tipo-ComVi; Ambos No Cubiertos]:

BC0604B, BC0605B, BC0606B, BC06078B,
BC0608B, BC0609B, BC0610B, BC0612B,
BC0804B, BC0805B, BC0806B, BC08078,
BC0808B, BC0809B, BC0810B, BC0812B,
BC1004B, BC1005B, BC1006B, BC1007B,
BC1008B, BC1009B, BC1010B, BC1012B.

[Tipo-ComVi; Sistema introductor con
alambre pequefio, Ambos No Cubiertos]:
BCM0604B, BCM0605B, BCM0606B,
BCM0607B, BCM0608B, BCM0609B,
BCM0610B, BCM0612B, BCM0804B,
BCM0805B, BCM0806B, BCM0807B,
BCM0808B, BCM0809B, BCM0810B,
BCM0812B, BCM1004B, BCM1005B,
BCM1006B, BCM1007B, BCM1008B,
BCM1009B, BCM1010B, BCM1012B.

[Tipo-ComVi; Extremo No Cubierto]:
BC0804H, BC0805H, BC0806H,
BC0807H, BC0808H, BCO809H,
BC0810H, BC0812H, BC1004H,
BC1005H, BC1006H, BC1007H,
BC1008H, BC1009H, BC1010H, BC1012H

Quedando el producto inscripto con los siguientes datos caracteristicos:
Nombre descriptivo: Stent biliar

Cddigo de identificacion y nombre técnico del producto médico, (ECRI-UMDNS):
17-748- Endoprotesis (Stents)

Marca(s) de (los) producto(s) médico(s): Taewoong

Clase de Riesgo: Stent descubierto Biliar Niti-S:

T0604, TO605, TO606, TO607, TO608, TO609, TO610, TO612, TO804, TO805, TO806, TO8O7,
T0808, T0O809, T0O810, TO812, T1004, T1005, T1006, T1007, T1008, T1009, T1010, T1012

TD0604, TD0605, TD0606, TD0607, TD0608, TD0609, TD0610, TD0612, TD0804, TD0805,
TD0806, TD0807, TD0808, TD0809, TD0810, TD0812, TD1004, TD1005, TD1006, TD1007,
TD1008, TD1009, TD1010, TD1012.

TN0604, TNO605, TNO606, TNO607, TNO608, TNO609, TNO610, TNO612, TNO804, TNO805,

TNO0806, TNO807, TNO808, TN0809, TN0810, TN0812, TN1004, TN1005, TN1006, TN1007,
TN1008, TN1009, TN1010, TN1012, TN0604-6, TNO605-6, TNO606 6, TNO607-6, TNO608-6,

Pagina 9 de 18 Pagi na 9 de 18

A

El presente documento electrénico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-



TN0609-6, TN0610-6, TN0612-6, TN0804-6, TN0805-6, TN0806-6, TN0807-6, TNO808-6,
TN0809-6,TN0810-6, TN0812-6

TLDO0604, TLD0605, TLD0606, TLD0607, TLD0608, TLD0609, TLD0610, TLD0804, TLD080S,
TLDO0806, TLD0807, TLD0808, TLD0809, TLD0810, TLD0812, TLD1004, TLD1005, TLD1006,
TLD1007, TLD1008, TLD1009, TLD1010, TLD1012, TLD0O605-6, TLD0606-6, TLD0607-6,
TLD0608-6, TLD0609-6, TLD0610-6, TLD0612-6, TLD0804-6, TLD0805-6, TLD0806-6, TLD0O807-
6, TLD0808-6, TLD0809-6, TLD0810-6, TLD0812-6, TLD1004 6, TLD1005-6, TLD1006-6,
TLD1007-6, TLD1008-6, TLD1009-6, TLD1010-6, TLD0604-7, TLD0605-7, TLD0606-7, TLD0O607-
7, TLDO608 7, TLD0609-7, TLD0610-7, TLD0612-7, TLD0804-7, TLD0805-7, TLD0806-7,
TLDO0807-7, TLD0808-7, TLD0809-7, TLD0810-7, TLD0812-7, TLD1004-7, TLD1005-7, TLD1006-
7, TLD1007-7, TLD1008-7, TLD1009-7, TLD1010-7, TLD1012-7

B0604, BO605, B0606, BO607, BO608, BO609, B0610, B0612, BO804, B0O805, BO806, BO807,
B0808, B0809, B0810, B0812, B1004, B1005, B1006, B1007, B1008, B1009, B1010, B1012
BN0604, BN0605, BN0O606, BN0607, BN0608, BN0609, BN0610, BN0612, BN0804, BN0805,
BN0806, BN0807, BN0O808, BN0809, BN0810, BN0812, BN1004, BN1005, BN1006, BN1007,
BN1008, BN1009, BN1010, BN1012, BN0604-6, BN0605-6, BN0O606 6, BNO607-6,BN0608-6,
BN0609-6, BN0610-6, BN0612-6, BN0804-6, BN0805-6, BN0806-6, BNO807-6, BNO808-6,
BN0809-6, BN0810-6, BN0812-6

BM0604, BM0605, BM0606, BM0607, BM0608, BM0609, BM0610, BM0612, BM0804, BM0805,
BM0806, BM0807, BM0808, BM0809, BM0810, BM0812, BM1004, BM1005, BM1006, BM1007,
BM1008, BM1009, BM1010, BM1012

BD0604, BD0605, BD0606, BD0607, BD0608, BD0609, BD0610, BD0612, BD0804, BD0805,
BD0806,BD0807, BD0808, BD0809, BD0810, BD0812, BD1004, BD1005, BD1006, BD1007,
BD1008, BD1009, BD1010, BD1012

BDMO0604, BDM0605, BDM0606, BDM0607, BDM0608, BDM0609, BDM0610, BDM0612,
BDMO0804, BDM0805, BDM0806, BDM0807, BDM0808, BDM0809, BDM0810, BDM0812,
BDM1004, BDM1005, BDM1006, BDM1007, BDM1008, BDM1009, BDM1010, BDM1012

BLDO0604, BLD0605, BLD0606, BLD0607, BLD0608, BLD0609, BLD0610, BLD0804, BLD0805,
BLD0806, BLD0807, BLD0808, BLD0809, BLD0810, BLD0812, BLD1004, BLD1005, BLD1006,
BLD1007, BLD1008, BLD1009, BLD1010, BLD1012, BLD0604-6, BLD0605- 6, BLD0606-6,
BLD0607-6,BLD0608-6, BLD0609-6,BLD0610-6,BLD0612- 6, BLD0804-6, BLD0805-6,BLD0806-
6, BLD0807-6,BLD0808-6, BLD0809-6,BLD0810-6, BLD0812-6,BLD1004-6, BLD1005-
6,BLD1006-6, BLD1007-6,BLD1008 6, BLD1009-6,BLD1010-6, BLD0604-7, BLD0605-7,
BLDO0606-7, BLD0607-7, BLD0608-7, BLD0609-7, BLD0610-7, BLD0612-7 , BLD0804-7,
BLD0805-7, BLD0806-7, BLD0807-7, BLD0808-7, BLD0809-7, BLD0810-7, BLD0812-7,
BLD1004-7, BLD1005-7, BLD1006-7, BLD1007-7, BLD1008-7, BLD1009-7, BLD1010-7,
BLD1012-7, BLDM0604, BLDM0605, BLDM0606, BLDM0607, BLDM0608, BLDM0609,
BLDMO0610, BLDM0804, BLDM0805, BLDM0806, BLDM0807, BLDM0808, BLDM0809,
BLDMO0810, BLDM0812, BLDM1004, BLDM1005, BLDM1006, BLDM1007, BLDM1008,
BLDM1009, BLDM1010, BLDM1012

Stent Cubierto Biliar Niti-S (Tipo Cubierto totalmente), Stent Cubierto Biliar Niti-S (Ambos tipo
descubierto):

TS0604F, TS0605F, TS0606F, TS0607F, TS0608F, TS0609F, TS0610F, TS0612F, TS0804F,
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TS0805F, TS0806F, TS0807F, TS0808F, TS0809F, TS0810F, TS0812F, TS1004F, TS1005F,
TS1006F, TS1007F, TS1008F, TS1009F, TS1010F, TS1012F

TS0604B, TS0605B, TS0606B, TS0607B, TS0608B, TS0609B, TS0610B, TS0612B, TS0804B,
TS0805B, TS0806B, TS0807B, TS0808B, TS0809B, TS0810B, TS0812B, TS1004B, TS10058B,
TS1006B, TS1007B, TS1008B, TS1009B, TS1010B, TS1012B

BS0604F, BS0605F, BS0606F, BS0607F, BS0608F, BS0609F, BS0610F, BS0612F, BS0804F,
BS0805F, BS0806F, BS0807F,BS0808F, BS0809F, BS0810F, BS0812F, BS1004F, BS1005F,
BS1006F, BS1007F, BS1008F, BS1009F, BS1010F, BS1012F,

BSM0603F, BSM0604F, BSM0605F, BSM0606F, BSM0607F, BSM0608F, BSM0609F,
BSM0610F, BSM0612F, BSM0803F, BSM0804F, BSM0805F, BSM0806F, BSM0807F,
BSM0808F, BSM0809F, BSM0810F, BSM0812F, BSM1003F, BSM1004F, BSM1005F,
BSM1006F, BSM1007F, BSM1008F, BSM1009F, BSM1010F, BSM1012F,

BS0604B, BS0605B, BS0606B, BS0607B, BS0608B, BS0609B, BS0610B, BS0612B, BS0804B,
BS0805B, BS0806B, BS0807B, BS0808B, BS0809B, BS0810B, BS0812B, BS1004B, BS1005B,
BS1006B, BS1007B, BS1008B, BS1009B, BS1010B, BS1012B,

BSM0604B, BSM0605B, BSM0606B, BSM0607B, BSM0608B, BSM0609B, BSM0610B,
BSM0612B, BSM0804B, BSM0805B, BSM0806B, BSM0807B, BSM0808B, BSM0809B,
BSM0810B, BSM0812B, BSM1004B, BSM1005B, BSM1006B, BSM1007B, BSM1008B,
BSM1009B, BSM1010B, BSM1012B

Stent Cubierto Biliar Niti-S (Cubierto totalmente sutura con hilo de extraccion):

TS0804FS, TS0805FS, TS0806FS, TS0807FS, TS0808FS, TS0809FS, TS0810FS, TS0812FS,
TS1004FS, TS1005FS, TS1006FS, TS1007FS, TS1008FS, TS1009FS, TS1010FS, TS1012FS,

Stent Cubierto Biliar Niti-S (Kaffes):

TS0604F2, TS0605F2, TS0606F2, TS0607F2, TSO0608F2, TS0804F2, TS0805F2, TS0806F2,
TS0807F2, TS0808F2, TS1004F2, TS1005F2, TS1006F2, TS1007F2, TS1008F2

BS0604F2, BS0605F2, BS0606F2, BS0607F2, BS0608F2, BS0804F2, BS0805F2, BS0806F2,
BS0807F2, BS0808F2, BS1004F2, BS1005F2, BS1006F2, BS1007F2, BS1008F2

Stent Cubierto Biliar Niti-S (Flare), Stent Cubierto Biliar Niti-S (Giobor):

TS0604FW, TSO0605FW, TS0606FW, TS0607FW, TS0608FW, TSO609FW, TS0610FW,
TS0612FW, TS0804FW, TS0805FW, TS0806FW, TS0807FW, TSO0808FW, TSO0809FW,
TS0810FW, TS0812FW, TS1004FW, TS1005FW, TS1006FW, TS1007FW, TS1008FW,
TS1009FW, TS1010FW, TS1012FW

BSM0604FW, BSM0605FW, BSM0606FW, BSM0607FW, BSM0608FW, BSMO609FW,
BSM0610FW, BSM0612FW, BSM0804FW, BSM0805FW, BSM0806FW, BSM0807FW,
BSM0808FW, BSM0809FW, BSM0810FW, BSM0812FW, BSM1004FW, BSM1005FW,
BSM1006FW, BSM1007FW, BSM1008FW, BSM1009FW, BSM1010FW, BSM1012FW
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BS0806FP, BS0808FP, BS0810FP, BS1006FP, BS1008FP, BS1010FP

BS0604FW, BS0605FW, BS0606FW, BS0607FW, BS0608FW, BS0609FW, BS0610FW,
BS0612FW, BS0804FW,BS0805FW, BS0806FW, BS0807FW, BS0808FW, BS0809FW,
BS0810FW, BS0812FW, BS1004FW, BS1005FW, BS1006FW, BS1007FW, BS1008FW,
BS1009FW, BS1010FW, BS1012FW

Stent Cubierto Biliar Niti-S (Bumpy)

TK0604CW,TKO605CW, TKO606CW,TKO607CW,TKO608CW, TKO609CW,TKO610CW,
TK0612CW,TK0804CW,TK0805CW,TKO806CW,TK0O807CW,TKO808CW,TKO809CW,
TK0810CW,TK0812CW,TK1004CW,TK1005CW,TK1006CW,TK1007CW,TK1008CW,
TK1009CW,TK1010CW, TK1012CW

BK0604CW, BKO605CW, BKO606CW, BKO607CW, BKO608CW, BKO609CW, BKO610CW,
BK0612CW, BK0804CW, BK0805CW, BKO806CW, BKO807CW, BKO808CW, BKO809CW,
BK0810CW, BK0812CW, BK1004CW, BK1005CW, BK1006CW, BK1007CW, BK1008CW,
BK1009CW, BK1010CW, BK1012CW,

BKM0604CW, BKM0605CW, BKM0606CW, BKM0607CW, BKM0608CW, BKM0609CW,
BKM0610CW, BKM0612CW, BKM0804CW, BKM0805CW, BKM0806CW, BKM0807CW,
BKM0808CW, BKM0809CW, BKM0810CW, BKM0812CW, BKM1004CW, BKM1005CW,
BKM1006CW, BKM1007CW, BKM1008CW, BKM1009CW, BKM1010CW, BKM1012CW

Stent Cubierto Biliar Niti-S (Sutura con hilo de Extraccion Bumpy).

TK0804CWS, TKO805CWS, TKO806CWS, TKO807CWS, TKOBO8CWS, TKO809CWS,
TKO810CWS, TK0812CWS, TK1004CWS, TK1005CWS, TK1006CWS, TK1007CWS,
TK1008CWS, TK1009CWS, TK1010CWS, TK1012CWS

Stent Cubierto Biliar Niti-S (Cuerda Bumpy)
BK0604CW2, BKO606CW2, BKO608CW2, BKO804CW2, BKOB06CW2, BKOB08CW?2,
BK1004CW2, BK1006CW2, BK1008CW2

Stent Biliar ComVi

TCO0604F, TC0605F, TCO606F, TCO0607F, TC0608F, TCO609F, TC0610F, TC0612F, TC0804F,
TCO0805F, TC0806F, TCO807F, TCO808F, TCO809F, TC0810F, TC0812F, TC1004F, TC1005F,
TC1006F, TC1007F, TC1008F, TC1009F, TC1010F, TC1012F

TC0604B, TC0605B, TC0606B, TC0607B, TC0608B, TC0609B, TC0610B, TC0612B, TC0804B,
TC0805B, TC0806B, TC0807B, TC0808B, TC0809B, TC0810B, TC0812B, TC1004B, TC1005B,
TC1006B, TC1007B, TC1008B, TC1009B, TC1010B, TC1012B

TC0804H, TC0805H, TC0806H, TC0807H, TCO808H, TCO809H, TC0810H, TC0812H, TC1004H,
TC1005H, TC1006H, TC1007H, TC1008H, TC1009H, TC1010H, TC1012H

BC0604F, BCO605F, BCO606F, BCO607F, BCO608F, BCO609F, BC0610F, BC0612F, BCO804F,
BC0805F, BC0806F, BC0807F, BCO808F, BCO809F, BC0810F, BC0812F, BC1004F, BC1005F,
BC1006F, BC1007F, BC1008F, BC1009F, BC1010F, BC1012F

BCMO0604F, BCM0605F, BCM0606F, BCM0607F, BCM0608F, BCM0609F, BCM0610F,

BCMO0612F, BCM0804F, BCM0805F, BCM0806F, BCM0807F, BCM0808F, BCM0809F,
BCMO0810F, BCM0812F, BCM1004F, BCM1005F, BCM1006F, BCM1007F, BCM1008F,
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BCM1009F, BCM1010F, BCM1012F

BC0604B, BC0605B, BC0606B, BC0607B, BC0608B, BC0609B, BC0610B, BC0612B, BC0804B,
BC0805B, BC0806B, BC0807B, BC0808B, BC0809B, BC0810B, BC0812B, BC1004B, BC1005B,
BC1006B, BC1007B, BC1008B, BC1009B, BC1010B, BC1012B

BCM0604B, BCM0605B, BCM0606B, BCM0607B, BCM0608B, BCM0609B, BCM0610B,
BCM0612B, BCM0804B, BCM0805B, BCM0806B, BCM0807B, BCM0808B, BCM0809B,
BCM0810B, BCM0812B, BCM1004B, BCM1005B, BCM1006B, BCM1007B, BCM1008B,
BCM1009B, BCM1010B, BCM1012B

BC0804H, BC0805H, BC0806H, BC0807H, BC0808H, BCO809H, BC0810H, BC0812H,
BC1004H, BC1005H, BC1006H, BC1007H, BC1008H, BC1009H, BC1010H, BC1012H

Indicacion/es autorizada/s: Las protesis Biliares Niti-s & Comvi se usan para mantener el tracto
biliar abierto cuando existe estenosis maligna.

Las protesis Biliares recubiertas se usan para mantener el tracto biliar abierto cuando existe
estenosis maligna y / o benigna.

La protesis Bumpy [TK****CW o BK****CW] se usan cuando existe estenosis maligna y o benigna
y en casos de estenosis pancreatica ductal benigna

Modelos: Niti-S y ComVi

Stents Biliares No Cubiertos Niti-S.

[Tipo-S]: T0604, TO605, T0O606, TO607, TO608, TO609, TO610, TO612, TO804, TO805, TO806,
T0807, TO808, TO809, T0810, TO812, T1004, T1005, T1006, T1007, T1008, T1009, T1010,
T1012.

[Tipo-D]: TD0604, TD0605, TD0606, TD0O607, TD0608, TD0609, TD0610, TD0612, TD0804,
TD0805, TD0806, TD0807, TD0808, TD0809, TD0810, TD0812, TD1004, TD1005, TD1006,
TD1007, TD1008, TD1009, TD1010, TD1012.

[Tipo M]:TNO604, TNO605, TNO606, TNO607, TNO608, TNO609, TN0O610, TNO612, TNO804,
TN0805, TN0806, TNO807, TNO808, TN0809, TN0810, TN0812, TN1004, TN1005, TN1006,
TN1007, TN1008, TN1009, TN1010, TN1012, TNO604-6, TN0605-6, TNO606 6, TNO607-6,
TN0608-6, TN0609-6, TN0610-6, TNO612-6, TNO804-6, TN0805-6, TNO806-6, TNO807-6,
TN0808-6, TN0809-6,TN0810-6, TN0812-6

[Tipo-LCD]: TLD0604, TLD0605, TLD0606, TLD0607, TLD0608, TLD0609, TLD0610, TLD0612,
TLDO0804, TLD0805, TLD0806, TLD0807, TLD0808, TLD0809, TLD0810, TLD0812, TLD1004,
TLD1005, TLD1006, TLD1007, TLD1008, TLD1009, TLD1010, TLD1012, TLD0604-6, TLD0605-
6, TLD0606-6, TLD0607-6, TLD0608-6, TLD0609-6, TLD0610-6, TLD0612-6, TLD0804-6,
TLDO0805-6, TLD0806-6, TLD0807-6, TLD0808-6, TLD0809-6, TLD0810-6, TLD0812-6, TLD1004-
6, TLD1005-6, TLD1006-6, TLD1007-6, TLD1008-6, TLD1009-6, TLD1010-6, TLD0604-7,
TLDO0605-7, TLD0O606-7, TLD0607-7, TLD0608 7, TLD0609-7, TLD0610-7, TLD0612-7, TLD0804-
7, TLD0805-7, TLD0806-7, TLD0807-7, TLD0808-7, TLD0809-7, TLD0810-7, TLD0812-7,
TLD1004-7, TLD1005-7, TLD1006-7, TLD1007-7, TLD1008-7, TLD1009-7, TLD1010-7, TLD1012-
7

Endoscopio No Cubierto:

[Tipo-S]: B0604, B0O605, BO606, B0607, B0608, BO609, B0610, B0612, B0804, BO805, BO806,
B0807, BO808, B0809, B0810, B0O812, B1004, B1005, B1006, B1007, B1008, B1009, B1010,
B1012.
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[Tipo M]:BN0604, BNO605, BNO606, BNO607, BNO608, BN0O609, BN0610, BN0612, BN0804,
BN0805, BN0806, BN0807, BN0O808, BNO809, BN0810, BN0812, BN1004, BN1005, BN1006,
BN1007, BN1008, BN1009, BN1010, BN1012, BN0604-6, BN0605-6, BNO606 6, BNO607-
6,BN0608-6, BN0609-6, BN0610-6, BN0612-6, BN0804-6, BN0805-6, BN0O806-6, BN0807-6,
BN0808-6, BN0809-6, BN0810-6, BN0812-6

[Tipo-S, Sistema introductor con alambre pequefio]: BM0604, BM0605, BM0606, BM0607,
BM0608, BM0609, BM0610, BM0612, BM0804, BM0805, BM0806, BM0807, BM0808, BM0809,
BM0810, BM0812, BM1004, BM1005, BM1006, BM1007, BM1008, BM1009, BM1010, BM1012

[Tipo-D]: BD0604, BD0605, BD0606, BD0607, BD0608, BD0609, BD0610, BD0612, BD0804,
BD0805, BD0806,BD0807, BD0808, BD0809, BD0810, BD0812, BD1004, BD1005, BD1006,
BD1007, BD1008, BD1009, BD1010, BD1012

[Tipo-D, Sistema introductor con alambre pequefio]: BDM0604, BDM0605, BDM0606, BDM0607,
BDM0608, BDM0609, BDM0610, BDM0612, BDM0804, BDM0805, BDM0806, BDM0807,
BDMO0808, BDM0809, BDM0810, BDM0812, BDM1004, BDM1005, BDM1006, BDM1007,
BDM1008, BDM1009, BDM1010, BDM1012.

[Tipo-LCD]: BLD0604, BLD0605, BLD0606, BLD0607, BLD0608, BLD0609, BLD0610, BLD0612,
BLD0804, BLD0805, BLD0806, BLD0807, BLD0808, BLD0809, BLD0810, BLD0812, BLD1004,
BLD1005, BLD1006, BLD1007, BLD1008, BLD1009, BLD1010, BLD1012, BLD0604-6, BLD0605-
6, BLD0606-6, BLD0607-6,BLD0608-6, BLD0609-6,BLD0610-6,BLD0612- 6, BLD0804-6,
BLD0805-6,BLD0806-6, BLD0807-6,BLD0808-6, BLD0809-6,BLD0810-6, BLD0812-6,BLD1004-
6, BLD1005-6,BLD1006-6, BLD1007-6, BLD1008-6, BLD1009-6,BLD1010-6, BLD0604-7,
BLD0605-7, BLD0606-7, BLD0607-7, BLD0608-7, BLD0609-7, BLD0610-7, BLD0612-7 ,
BLD0804-7, BLD0805-7, BLD0806-7, BLD0807-7, BLD0808-7, BLD0809-7, BLD0810-7,
BLD0812-7, BLD1004-7, BLD1005-7, BLD1006-7, BLD1007-7, BLD1008-7, BLD1009-7,
BLD1010-7, BLD1012-7, BLDM0604, BLDM0605, BLDM0606, BLDM0607, BLDMO0608,
BLDMO0609, BLDM0610, BLDM0804, BLDM0805, BLDM0806, BLDM0807, BLDMO0808,
BLDMO0809, BLDM0810, BLDM0812, BLDM1004, BLDM1005, BLDM1006, BLDM1007,
BLDM1008, BLDM1009, BLDM1010, BLDM1012

Stents Biliares Cubiertos Niti-S Percutaneos cubiertos:

[Tipo-S; Totalmente cubiertos]: TS0604F, TS0605F, TS0606F, TS0607F, TS0608F, TS0609F,
TS0610F, TS0612F, TS0804F, TS0805F, TS0806F, TS0807F, TS0808F, TS0809F, TS0810F,
TS0812F, TS1004F, TS1005F, TS1006F, TS1007F, TS1008F, TS1009F, TS1010F, TS1012F

[Tipo-S; Totalmente cubiertos con sutura recuperable Song]: TS0804FS, TS0805FS, TS0806FS,
TS0807FS, TS0808FS, TS0809FS, TS0810FS, TS0812FS, TS1004FS, TS1005FS, TS1006FS,
TS1007FS, TS1008FS, TS1009FS, TS1010FS, TS1012FS

[Tipo-S; Ambos No cubiertos]: [Tipo-S; Ambos No cubiertos]: TS0604B, TS0605B, TS0606B,
TS0607B, TS0608B, TS0609B, TS0610B, TS0612B, TS0804B, TS0805B, TS0806B, TS0807B,
TS0808B, TS0809B, TS0810B, TS0812B, TS1004B, TS1005B, TS1006B, TS1007B, TS1008B,
TS1009B, TS1010B, TS1012B.

[Tipo-D; Totalmente Cubiertos (Tipo PD)]: TJO804FS, TJO8BOSFS, TJO806FS, TJOBO7FS,

TJO808FS, TJOBOSFS, TJOB10FS, TJO812FS, TJ1004FS, TJ1005FS, TJ1006FS, TJ1007FS,
TJ1008FS, TJ1009FS, TJ1010FS, TJ1012FS, TS0604F2, TS0605F2, TS0606F2, TS0607F2,
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TS0608F2, TS0804F2, TS0805F2, TS0806F2, TS0807F2, TS0808F2, TS1004F2, TS1005F2,
TS1006F2, TS1007F2, TS1008F2.

[Tipo acampanado, totalmente cubiertos]: TS0604FW, TS0605FW, TS0606FW, TS0607FW,
TS0608FW, TS0609FW, TS0610FW, TS0612FW, TS0804FW, TS0805FW, TS0806FW,
TS0807FW, TSO0808FW, TSO0809FW, TS0810FW, TS0812FW, TS1004FW, TS1005FW,
TS1006FW, TS1007FW, TS1008FW, TS1009FW, TS1010FW, TS1012FW.

[Tipo acampanado, totalmente cubierto con sutura recuperable de Song]: TS0804FWS,
TSO0805FWS, TSO0806FWS, TS0807FWS, TSO808FWS, TSO0809FWS, TS0810FWS,
TS0810FWS, TS0812FWS, TS1004FWS, TS1005FWS, TS1006FWS, TS1007FWS,
TS1008FWS, TS1009FWS, TS1010FWS, TS1012FWS

[Tipo totalmente acampanado, cubierto, con baches]:

TK0604CW,TKO605CW, TKO606CW,TK0607CW,TKO608CW,TKO609CW,TKO610CW,
TK0612CW,TK0804CW,TKO805CW,TK0O806CW,TK0807CW,TKO808CW,TKO809CW,
TK0810CW,TK0812CW,TK1004CW,TK1005CW, TK1006CW,TK1007CW,TK1008CW,
TK1009CW,TK1010CW, TK1012CW

[Tipo acampanado, totalmente cubierto con sutura recuperable de Song]:
TKO804CWS, TKO805CWS, TKO806CWS,TKO807CWS, TKO808CWS, TKO809CWS,
TKO810CWS, TK0812CWS, TK1004CWS, TK1005CWS, TK1006CWS,TK1007CWS,
TK1008CWS, TK1009CWS, TK1010CWS, TK1012CWS

Endoscopico Cubierto: [Tipo-S; Totalmente Cubierto]: BS0604F, BS0605F, BS0606F, BS0607F,
BS0608F, BS0609F, BS0610F, BS0612F, BS0804F, BS0805F, BS0806F, BS0807F,BS0808F,
BS0809F, BS0810F, BS0812F, BS1004F, BS1005F, BS1006F, BS1007F, BS1008F, BS1009F,
BS1010F, BS1012F

[Tipo-S; Sistema introductor con alambre pequefio Totalmente Cubierto]: BSM0603F, BSM0604F,
BSMO0605F, BSM0606F, BSM0607F, BSM0608F, BSM0609F, BSM0610F, BSM0612F,
BSMO0803F, BSM0804F, BSM0805F, BSM0806F, BSM0807F, BSM0808F, BSM0809F,
BSM0810F, BSM0812F, BSM1003F, BSM1004F, BSM1005F, BSM1006F, BSM1007F,
BSM1008F, BSM1009F, BSM1010F, BSM1012F.

[Tipo-S; Ambos No Cubiertos]: BS0604B, BS0605B, BS0606B, BS0607B, BS0608B, BS0609B,
BS0610B, BS0612B, BS0804B, BS0805B, BS0806B, BS0807B, BS0808B, BS0809B, BS0810B,
BS0812B, BS1004B, BS1005B, BS1006B, BS1007B, BS1008B, BS1009B, BS1010B, BS1012B

[Tipo-S, Ambos No Cubiertos, Sistema introductor con alambre pequeino]: BSM0604B,
BSM0605B, BSM0606B, BSM0607B, BSM0608B, BSM0609B, BSM0610B, BSM0612B,
BSM0804B, BSM0805B, BSM0806B, BSM0807B, BSM0808B, BSM0809B, BSM0810B,
BSM0812B, BSM1004B, BSM1005B, BSM1006B, BSM1007B, BSM1008B, BSM1009B,
BSM1010B, BSM1012B

[Tipo acampanado, totalmente cubierto]: BSM0604FW, BSM0605FW, BSM0O606FW,
BSM0607FW, BSM0608FW, BSM0609FW, BSM0610FW, BSM0612FW, BSM0804FW,
BSMO0805FW, BSM0806FW, BSM0807FW, BSM0808FW, BSM0809FW, BSM0810FW,
BSM0812FW, BSM1004FW, BSM1005FW, BSM1006FW, BSM1007FW, BSM1008FW,
BSM1009FW, BSM1010FW, BSM1012FW.
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[Tipo-acampanado; Totalmente Cubiertos]: BS0806FP, BS0808FP, BS0810FP, BS1006FP,
BS1008FP, BS1010FP.

[Cbnico centrado; completamente cubierto; kaffes]: BS0604F2, BS0605F2, BS0606F2,
BS0607F2, BS0608F2, BS0804F2, BS0805F2, BS0806F2, BS0807F2, BS0808F2, BS1004F2,
BS1005F2, BS1006F2, BS1007F2, BS1008F2

[Tipo-S; Totalmente Cubiertos]: BSM0604F, BSM0605F, BSM0606F, BSM0607F, BSM0608F,
BSM0609F, BSM0610F, BSM0612F, BSM0804F, BSM0805F, BSM0806F, BSM0807F,
BSM0808F, BSM0809F, BSM0810F, BSM0812F, BSM1004F, BSM1005F, BSM1006F,
BSM1007F, BSM1008F, BSM1009F, BSM1010F, BSM1012F.

[Tipo-acampanado; Totalmente Cubiertos]: BS0604FW, BS0605FW, BS0606FW, BS0607FW,
BS0608FW, BSO0609FW, BS0610FW, BS0612FW, BS0804FW,BS0805FW, BS0806FW,
BS0807FW, BS0808FW, BS0809FW, BS0810FW, BS0812FW, BS1004FW, BS1005FW,
BS1006FW, BS1007FW, BS1008FW, BS1009FW, BS1010FW, BS1012FW,

[Tipo-acampanado; Totalmente Cubiertos]: BKO604CW, BKO605CW, BKO606CW, BKO607CW,
BK0608CW, BKO609CW, BK0610CW, BK0612CW, BKO804CW, BKO805CW, BKO806CW,
BK0807Cw, BK0O808CW, BKO809CW, BKO810CW, BK0812CW, BK1004CW, BK1005CW,
BK1006CW, BK1007CW, BK1008CW, BK1009CW, BK1010CW, BK1012CW, BK0604CW?2,
BK0606CW2, BKO608CW2, BKO804CW2, BKO806CW2, BKO8B08CW2, BK1004CW2,
BK1006CW2, BK1008CW?2,

BKM0604CW, BKM0605CW, BKM0606CW, BKM0607CW, BKM0608CW, BKM0609CW,
BKM0610CW, BKM0612CW, BKM0804CW, BKM0805CW, BKM0806CW, BKM0807CW,
BKMO0808CW, BKM0809CW, BKM0810CW, BKM0812CW, BKM1004CW, BKM1005CW,
BKM1006CW, BKM1007CW, BKM1008CW, BKM1009CW, BKM1010CW, BKM1012CW

Stents Biliares ComVii.

Percutaneos:

[Tipo-ComVi; Totalmente Cubiertos]: TC0604F, TC0605F, TC0606F, TC0607F, TCO608F,
TCO0609F, TC0610F, TC0612F, TC0804F, TC0805F, TC0806F, TC0807F, TC0808F, TCO809F,
TCO0810F, TC0812F, TC1004F, TC1005F, TC1006F, TC1007F, TC1008F, TC1009F, TC1010F,
TC1012F.

[Tipo-ComVi; Ambos No Cubiertos]: TC0604B, TC0605B, TC0606B, TC0607B, TC0608B,
TC0609B, TC0610B, TC0612B, TC0804B, TC0805B, TC0806B, TC0807B, TC0808B, TCO809B,
TC0810B, TC0812B, TC1004B, TC1005B, TC1006B, TC1007B, TC1008B, TC1009B, TC1010B,
TC1012B.

[Tipo-ComVi; Extremo No Cubiertos]: TC0804H, TC0805H, TC0806H, TC0807H, TCO808H,
TCO0809H, TC0810H, TC0812H, TC1004H, TC1005H, TC1006H, TC1007H, TC1008H, TC1009H,
TC1010H, TC1012H

Endoscdpico:

[Tipo-ComVi; Totalmente Cubiertos]: BC0604F, BCO605F, BCO606F, BC0607F, BCO608F,
BCO0609F, BC0610F, BC0612F, BC0804F, BC0O805F, BC0O806F, BC0807F, BCO808F, BCO809F,
BCO0810F, BC0812F, BC1004F, BC1005F, BC1006F, BC1007F, BC1008F, BC1009F, BC1010F,
BC1012F.

[Tipo-ComVi; Sistema introductor con alambre pequefio Totalmente cubierto]: BCM0604F,
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BCMO0605F, BCM0606F, BCM0607F, BCM0608F, BCM0609F, BCM0610F, BCM0612F,
BCMO0804F, BCM0805F, BCM0806F, BCM0807F, BCM0808F, BCM0809F, BCM0810F,
BCMO0812F, BCM1004F, BCM1005F, BCM1006F, BCM1007F, BCM1008F, BCM1009F,
BCM1010F, BCM1012F.

[Tipo-ComVi; Ambos No Cubiertos]: BC0604B, BC0605B, BC0606B, BC0607B, BCO608B,
BC0609B, BC0610B, BC0612B, BC0804B, BC0805B, BC0806B, BC0807B, BC0808B, BC0809B,
BC0810B, BC0812B, BC1004B, BC1005B, BC1006B, BC1007B, BC1008B, BC1009B, BC1010B,
BC1012B.

[Tipo-ComVi; Sistema introductor con alambre pequefio, Ambos No Cubiertos]: BCM0604B,
BCM0605B, BCM0606B, BCM0607B, BCM0608B, BCM0609B, BCM0610B, BCM0612B,
BCM0804B, BCM0805B, BCM0806B, BCM0807B, BCM0808B, BCM0809B, BCM0810B,
BCM0812B, BCM1004B, BCM1005B, BCM1006B, BCM1007B, BCM1008B, BCM1009B,
BCM1010B, BCM1012B.

[Tipo-ComVi; Extremo No Cubierto]: BC0804H, BC0805H, BC0806H, BC0807H, BCO808H,
BC0809H, BC0810H, BC0812H, BC1004H, BC1005H, BC1006H, BC1007H, BC1008H,
BC1009H, BC1010H, BC1012H

Periodo de vida util: 3 afios

Condicion de uso: Uso exclusivo a profesionales e instituciones sanitarias
Fuente de obtencion de la materia prima de origen biotecnolégico: N/A
Forma de presentacion: Unitaria estéril

Método de esterilizacién: Oxido de etileno

Nombre del fabricante: TaeWoong Medical Co. Ltd.

Lugar de elaboracion: 14, Gojeong-ro, Wolgot-myeon, Gimpo-si, Gyeonggi-do, Corea

AUTORIZADO

Habiéndose cumplimentado con lo previsto en la Disposicion ANMAT N° 64/25 y 9688/19, esta
Administracion autoriza las modificaciones solicitadas en Argentina, Ciudad de Buenos Aires, 16

julio 2026.
Direccion Evaluacion y Registro de Productos Instituto Nacional de Productos Médicos
Médicos ANMAT
Firmay Sello Firmay Sello
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?& El presente documento electrénico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-



El presente certificado sera valido unicamente cuando se presente junto con las Disposiciones
previas del PM enunciadas anteriormente y sea verificado con su cédigo QR a través de la pagina

de ANMAT. Este certificado no modifica el periodo de vigencia.

Fecha de emision: 16 julio 2026

La validez del presente documento debera verificarse mediante el cddigo QR.

N° ldentificatorio Tramite: 79849

/%

anMaAt

RUGGIERO Florencia Elena
CUIL 27251883691
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