Ministerio de Salud
Secretaria de Calidad en Salud
ANMA.T.

2024 - ANO DE LA DEFENSA DE LA VIDA, LA
LIBERTAD Y LA PROPIEDAD

CERTIFICADO DE AUTORIZACION DE MODIFICACION
N° rev: 1728-46#0002

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
BIODEC S.R.L. , se autoriza la modificacion en el Registro Nacional de Productores y
Productos de Tecnologia Médica (RPPTM), del PM 1728-46 aprobado segun:

Disposicién autorizante N° 7471 de fecha 15 agosto 2024
Disposiciones modificatorias y revalidas N°: ---

Del siguiente/s dato/s caracteristico/s:

DATO

IDENTIFICATO |[DATO AUTORIZADO HASTA |MODIFICACION/RECTIFICACION

RIO A LA FECHA AUTORIZADA

MODIFICAR
- IMPLANTES - IMPLANTES
Placas no estériles: - Placas estériles -
12-GM-001-01 SN16-BR-010S
12-GM-001-02 SN16-BR-011S
12-GM-002-01 SN16-BR-020S
12-GM-002-02 SN16-BR-021S
12-ME-001-01 SN16-DY-006
12-ME-001-02 SN16-GP-010F
12-ME-001-03 SN16-GP-020F

Modelos 12-ME-001-04 SN16-GP-030F
12-ME-001-05 SN16-SQ-004
12-ME-002-01 SN16-ST-002
12-ME-002-02 SN16-ST-004
12-ME-002-03 SN16-ST-006
12-ME-002-04 SN16-ST-102
12-ME-002-05 SN16-ST-104
12-ME-003-01 SNL-BR-030
12-ME-003-02 SNL-BR-031
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12-ME-003-03
12-ME-003-04
12-ME-003-05
16-DL-003
16-DL-007
16-DL-012
16-ME-001
16-ME-002
16-OR-C10-02
16-OR-C10-03
16-OR-F10-02
16-OR-F10-03
16-OR-V10-02
16-OR-V10-03
16-OR-V20-02
16-OR-V20-03
16-RCL-000
16-RCL-002
16-RCL-004
16-RCL-006
16-RCL-008
16-RCL-010
16-RCL-012
16-RCR-000
16-RCR-002
16-RCR-004
16-RCR-006
16-RCR-008
16-RCR-010
16-RCR-012
20-DR-003
20-DR-008
20-DR-013
20-DR-018
20-LL-234B1
20-LL-234B2
20-LL-234B3
20-LL-234B4
20-LL-234B5
20-LR-234B1
20-LR-234B2
20-LR-234B3
20-LR-234B4
20-LR-234B5
20-ME-001
20-ME-002
20-ME-018
20-MG-005
20-MG-007
20-MG-010

SNL-BR-032
SNL-BR-040
SNL-BR-041
SNL-BR-042
SNL-DY-006
SNL-DY-106
SNL-GP-020
SNL-SQ-004
SNL-SQ-104
SNL-ST-002
SNL-ST-004
SNL-ST-006
SNL-ST-102
SNL-ST-104
MD46-ST102

- Tornillos estériles -

S16-NL-004-E

S16-NL-004-E-2

S19-NF-004-E

S19-NF-004-E-2

S14-NL-003-2
S16-NF-003-2
S14-NL-004-2
S16-NF-004-2
S14-NL-005-2
S16-NF-005-2
S14-NL-003-3
S16-NF-003-3
S14-NL-004-3
S16-NF-004-3
S14-NL-005-3
S16-NF-005-3
S14-NL-003-6
S16-NF-003-6
S14-NL-004-6
S16-NF-004-6
S14-NL-005-6
S16-NF-005-6

- Placas no estériles -

16-DL-003

16-DL-007

16-DL-012

16-RCL-000
16-RCL-002
16-RCL-004
16-RCL-006
16-RCL-008
16-RCL-010
16-RCL-012
16-RCR-000
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20-MG-015
20-SS-008
20-SS-013
20-SS-018
242.51DR06
242.10CD06
242.10CD08
242.10CD12
242.10LLO4
242.10LR0O4
242.10QD08
242.10SQ04
242.10ST02
242.10ST04
242.10ST05
242.10ST06
242.10ST08
242.10ST18
242.10ST20
242.10XP05
242.11LLO4
242.11LR04
242.11QD08
242.115Q04
242.11ST02
242.12QD08
242.20CD06
242.20CD08
242.20CD10
242.20CD12
242.20DY06
242.201P04
242.20LL04
242.20LR04
242.20QD06
242.20SQ04
242.20ST02
242.20ST04
242.20ST06
242.20ST12
242.20ST20
242.20YP05
242.21DY06
242.21LL04
242.21LR04
242.21QD06
242.215Q04
242.21ST02
242.21ST04
242.221104

16-RCR-002
16-RCR-004
16-RCR-006
16-RCR-008
16-RCR-010
16-RCR-012
20-DR-003
20-DR-008
20-DR-013
20-DR-018
20-LR-234B1
20-LR-234B2
20-LR-234B3
20-LR-234B4
20-LR-234B5
20-MG-005
20-MG-007
20-MG-010
20-MG-015
20-SS-008
20-SS-013
20-SS-018
242.51DR06
242.20CD06
242.20CD08
242.20CD10
242.20CD12
242.201P04
242.20LL04
242.20LR04
242.20QD06
242.20SQ04
242.20ST02
242.20ST04
242.20ST06
242.20ST12
242.20ST20
242.20YP05
242.21DY06
242.21LL04
242.21LR04
242.21QD06
242.21SQ04
242.21ST02
242.21ST04
242.221104
242.221.R04
242.22QD06
242.22ST02
242.23LL04

Pagina 3 de 24

Pagi na 3 de 24

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.-



242.221.R04
242.22QD06
242.22ST02
242.23LL04
242.23LL06
242.23LR04
242.23LR06
242.30CH04.B2
242.30CH04.B3
242.30CH04.B4
242.30CH04.B5
242.30CH04.B6
242.30CH04.B7
242.30CH04.B8
242.30CP04.02
242.30CP05.02
242.30CP06.02
242.50AJ10.02
242.50AJ12.02
242.50AJ14.02
242.50AJ16.02
242.50CD05
242.50CD05.01
242.50CD09
242.50CD09.01
242.50DR06
242.50DR16
242.501P04
242.501P04.01
242.50LL04
242.50LL04.01
242.50LR04
242.50LR04.01
242.50SQ04
242.50SQ04.01
242.50ST04
242.50ST04.01
242.50ST06
242.50ST06.01
242.50ST08
242.50ST08.01
242.50ST10
242.50ST10.01
242.50ST16
242.50ST16.01
242.50ST18
242.50ST18.01
242.50ST20
242.50ST720.01
242.50XP04

242.23LL06
242.23LR04
242.23LR06
242.30CH04.B2
242.30CH04.B3
242.30CH04.B4
242.30CH04.B5
242.30CH04.B6
242.30CH04.B7
242.30CH04.B8
242.50CD05
242.50CD09
242.50DR06
242.50DR16
242.501P04
242.50LL04
242.50LR04
242.50SQ04
242.50ST04
242.50ST06
242.50ST08
242.50ST10
242.50ST16
242.50ST18
242.50ST20
242.50XP04
242.50YP05
242.50YPO7
242.50ZL04
242.50ZR04
242.51DR06
242.51DR16
242.51LL04
242.51LR04
242.51ST04
242.52DR06
242.52DR16
242.521L.L04
242.521.1L.04.B1
242.521.1L.04.B2
242.521.1L.04.B3
242.521.1L.04.B4
242.521.L.04.B5
242.521.L.04.B6
242.521.1L.04.B7
242.521.L.04.B8
242.521.1.14.B1
242.521.1L.14.B2
242.521.1L.14.B3
242.521.1L14.B4
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242.50XP04.01
242.50YP05
242.50YP05.01
242.50YPO7
242.50YP07.01
242.50ZL04
242.50Z1.04.01
242.50ZR04
242.50ZR04.01
242.51DR06
242.51DR16
242.51LL04
242.51LL04.01
242.51LR04
242.51LR04.01
242.51ST04
242.51ST04.01
242.51ST04.02
242.52DR06
242.52DR16
242.521.L04
242.521.1L.04.01
242.521.1L.04.B1
242.521.1L.04.B2
242.521.1L.04.B3
242.521.1L.04.B4
242.521.1L.04.B5
242.521.1L.04.B6
242.521.1L.04.B7
242.521.1L.04.B8
242.521.1.14.B1
242.521.1L.14.B2
242.521.1L.14.B3
242.521.1L.14.B4
242.521.1L.14.B5
242.521.1L.14.B6
242.521.1L.14.B7
242.521.1L.14.B8
242.521.R04
242.521.LR04.01
242.521.R04.B1
242.521.R04.B2
242.521.R04.B3
242.521.R04.B4
242.521.R04.B5
242.521.R04.B6
242.521.R04.B7
242.521.R04.B8
242.521.R14.B1
242.521.R14.B2

242.521.1L.14.BS
242.521.1L.14.B6
242.521.1L.14.B7
242.521.1L.14.B8
242.521.R04
242.521.R04.B1
242.521.R04.B2
242.521.R04.B3
242.521.R04.B4
242.521.R04.B5
242.521.R04.B6
242.521.R04.B7
242.521.R04.B8
242.521.R14.B1
242.521.R14.B2
242.521.R14.B3
242.521.R14.B4
242.521.R14.B5
242.521.R14.B6
242.521.R14.B7
242.521.R14.B8
242.52ST04
242.53DR06
242.53DR16
242.53LL04
242.53LR04
242.541L1L04
242.54LR04
242.60AE04
242.60AE06
242.60RL14
242.60RL19
242.60RM23
242.60RR14
242.60RR19
242.60RS15
242.60RS21
242.60RS25
242.60SB04
242.61AE04
242.61CD06
242.61RL16
242.61RL18
242.61RM23
242.61RM25
242.61RR16
242.61RR18
242.61RS21
242.61SB04
242.61ST04
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242.521.R14.B3
242.521.R14.B4
242.521.R14.B5
242.521.R14.B6
242.521.R14.B7
242.521.R14.B8
242.52ST04
242.52S5T04.01
242.52S5T04.02
242.53DR06
242.53DR16
242.53LL04
242.53LL04.01
242.53LR04
242.53LR04.01
242.541L1L04
242.541.1.04.01
242.54L.R04
242.54L.R04.01
242.60AE04
242.60AE06
242.60RL14
242.60RL19
242.60RM23
242.60RR14
242.60RR19
242.60RS15
242.60RS21
242.60RS25
242.60SB04
242.61AE04
242.61CD06
242.61RL16
242.61RL16.01
242.61RL18
242.61RL18.01
242.61RM23
242.61RM23.01
242.61RM25
242.61RM25.01
242.61RR16
242.61RR16.01
242.61RR18
242.61RR18.01
242.61RS21
242.61RS21.01
242.61SB04
242.61ST04
242.61ST06
242.62RL16

242.61ST06
242.62RL16
242.62RL18
242.62RM23
242.62RM25
242.62RR16
242.62RR18
242.62RS21
242.62ST04
242.63ST04
242.80AE04
242.80AE06
242.81AE04
242.81CD06
242.81SE04
242.81SE06
242.82SE04
N16-BR-010F
N16-BR-010S
N16-BR-011F
N16-BR-011S
N16-BR-020F
N16-BR-020S
N16-BR-021F
N16-BR-021S
N16-BR-030S
N16-CV-006
N16-CV-106
N16-DY-006
N16-DY-106
N16-GP-010F
N16-GP-010S
N16-GP-020F
N16-GP-020S
N16-GP-030F
N16-GP-030S
N16-SQ-004
N16-SQ-104
N16-ST-002
N16-ST-004
N16-ST-006
N16-ST-102
N16-ST-104
NL-BR-030
NL-BR-031
NL-BR-032
NL-BR-040
NL-BR-041
NL-BR-042
NL-DY-006
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242.62RL16.01
242.62RL18
242.62RL18.01
242.62RM23
242.62RM23.01
242.62RM25
242.62RM25.01
242.62RR16
242.62RR16.01
242.62RR18
242.62RR18.01
242.62RS21
242.62RS21.01
242.62ST04
242.63ST04
242.80AE04
242.80AE06
242.81AE04
242.81CD06
242.81SE04
242.81SE06
242.82SE04
MD46-ST102
S14-NL-003-2
S14-NL-003-3
S14-NL-003-6
S14-NL-004-2
S14-NL-004-3
S14-NL-004-6
S14-NL-005-2
S14-NL-005-3
S14-NL-005-6
S16-NF-003-2
S16-NF-003-3
S16-NF-003-6
S16-NF-004-2
S16-NF-004-3
S16-NF-004-6
S16-NF-005-2
S16-NF-005-3
S16-NF-005-6
S16-NL-004-E
S16-NL-004-E-2
S19-NF-004-E
S19-NF-004-E-2
SN16-SQ-004
SN16-BR-010S
SN16-BR-011S
SN16-BR-020S
SN16-BR-021S

NL-DY-106
NL-GP-020
NL-SQ-004
NL-SQ-104
NL-ST-002
NL-ST-004
NL-ST-006
NL-ST-102
NL-ST-104
242.10CD06
242.10CD08
242.10CD12
242.10LLO4
242.10LR0O4
242.10QD08
242.10SQ04
242.10ST02
242.10ST04
242.10ST05
242.10ST06
242.10ST08
242.10ST18
242.10ST20
242.10XP05
242.10CD06
242.11LLO4
242.11LR04
242.11QD08
242.11SQ04
242.11ST02
242.12QD08
242.61RM25.01
242.62RM25.01
16-OR-C10-02
16-OR-F10-02
16-OR-V10-02
16-OR-V20-02
16-OR-C10-03
16-OR-F10-03
16-OR-V10-03
16-OR-V20-03
242.501P04.01
242.50LL04.01
242.50LR04.01
242.50SQ04.01
242.50ST04.01
242.50XP04.01
242.50Z1.04.01
242.50ZR04.01
242.51LL04.01
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SN16-DY-006
SN16-GP-010F
SN16-GP-020F
SN16-GP-030F
SN16-ST-002
SN16-ST-004
SN16-ST-006
SN16-ST-102
SN16-ST-104
SNL-SQ-004
SNL-SQ-104
SNL-BR-030
SNL-BR-031
SNL-BR-032
SNL-BR-040
SNL-BR-041
SNL-BR-042
SNL-DY-006
SNL-DY-106
SNL-GP-020
SNL-SQ-004
SNL-SQ-104
SNL-ST-002
SNL-ST-004
SNL-ST-006
SNL-ST-102
SNL-ST-104
Placas estériles:
14-NL-003
14-NL-004
14-NL-005
16-NF-003
16-NF-004
16-NF-005
16-NL-004-E
19-NF-004-E
N16-BR-010F
N16-BR-010S
N16-BR-011F
N16-BR-011S
N16-BR-020F
N16-BR-020S
N16-BR-021F
N16-BR-021S
N16-BR-030S
N16-CV-006
N16-CV-106
N16-DY-006
N16-DY-106

242 .51LR04.01
242.51ST04.01
242.521.L.04.01
242 .52L.R04.01
242.52ST04.01
242 .53LL04.01
242 .53LR04.01
242.541.1L.04.01
242 .54L.R04.01
242.30CP04.02
242 .51ST04.02
242.52ST04.02
242.50CD05.01
242 .50YP05.01
242.30CP05.02
242.50ST06.01
242.30CP06.02
242 .50YP07.01
242.50ST08.01
242.50CD09.01
242.50ST10.01
242 .50AJ10.02
242 50AJ12.02
242 .50AJ14.02
242.50ST16.01
242 .61RL16.01
242 .61RR16.01
242.62RL16.01
242 .62RR16.01
242 50AJ16.02
242.50ST18.01
242 .61RL18.01
242 .61RR18.01
242.62RL18.01
242 .62RR18.01
242.50ST20.01
242.61RS21.01
242.62RS21.01
242 .61RM23.01
242.62RM23.01
- Placa-malla no estéril -
16-ME-001
16-ME-002
20-ME-001
20-ME-002
20-ME-018
N16-MM-010F
N16-MM-010S
N16-QD-006
N16-QD-008
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N16-GP-010F
N16-GP-010S
N16-GP-020F
N16-GP-020S
N16-GP-030F
N16-GP-030S
N16-MM-010F
N16-MM-010S
N16-QD-006
N16-QD-008
N16-SQ-004
N16-SQ-104
N16-ST-002
N16-ST-004
N16-ST-006
N16-ST-102
N16-ST-104
N16-TM-010F
N16-TM-010S
N16-TM-020F
N16-TM-020S
NL-3MD-060-03
NL-3MD-100-03
NL-BR-030
NL-BR-031
NL-BR-032
NL-BR-040
NL-BR-041
NL-BR-042
NL-DY-006
NL-DY-106
NL-GP-020
NL-SQ-004
NL-SQ-104
NL-ST-002
NL-ST-004
NL-ST-006
NL-ST-102
NL-ST-104
NS-3MA-060-06
NS-3MA-100-04
NS-3MA-100-06
NS-3MA-150-06
NS-3MA-200-06
NS-3MD-060-06
NS-3MD-100-04
NS-3MD-100-06
NS-3MD-100-06R
NS-3MD-100-10
NS-3MD-150-06

NS-3MD-100-60R
NL-3MD-060-03
NS-3MA-060-06
NS-3MD-060-06
NS-3ME-060-06
NL-3MD-100-03
NS-3MA-100-04
NS-3MD-100-04
NS-3MA-100-06
NS-3MD-100-06
NS-3ME-100-06
NS-3MD-100-10
NS-3MA-150-06
NS-3MD-150-06
NS-3ME-150-06
NS-3MA-200-06
NS-3MD-200-06
NS-3ME-200-06
12-GM-001-01
12-ME-001-01
12-GM-002-01
12-ME-002-01
12-ME-003-01
12-GM-001-02
12-ME-001-02
12-GM-002-02
12-ME-002-02
12-ME-003-02
12-ME-001-03
12-ME-002-03
12-ME-003-03
12-ME-001-04
12-ME-002-04
12-ME-003-04
12-ME-001-05
12-ME-002-05
12-ME-003-05

- Tornillos no estériles -

14-NL-003
14-NL-004
14-NL-005
16-NF-003
16-NF-004
16-NF-005
16-NL-004-E
19-NF-004-E
20-AH-008
20-AH-010
20-AH-012
20-BH-008
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NS-3MD-200-06
NS-3ME-060-06
NS-3ME-100-04
NS-3ME-100-06
NS-3ME-150-06
NS-3ME-200-06
Tornillos no estériles:
20-AH-008
20-BH-008
20-AH-010
20-BH-010
20-AH-012
20-BH-012
241.011302
241.011303
241.011304
241.011305
241.011306
241.011308
241.011310
241.011312
241.011502
241.011503
241.011504
241.011505
241.011506
241.011508
241.011510
241.011512
241.011603
241.011604
241.011605
241.011606
241.011608
241.011610
241.011612
241.011803
241.011804
241.011805
241.011806
241.011808
241.011810
241.011812
241.012004
241.012005
241.012006
241.012008
241.012010
241.012012

20-BH-010

20-BH-012

241.011302
241.011303
241.011304
241.011305
241.011306
241.011308
241.011310
241.011312
241.011502
241.011503
241.011504
241.011505
241.011506
241.011508
241.011510
241.011512
241.011603
241.011604
241.011605
241.011606
241.011608
241.011610
241.011612
241.011803
241.011804
241.011805
241.011806
241.011808
241.011810
241.011812
241.012004
241.012005
241.012006
241.012008
241.012010
241.012012
241.012014
241.012016
241.012018
241.012020
241.012304
241.012305
241.012306
241.012308
241.012310
241.012312
241.012314
241.012316
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241.012014
241.012016
241.012018
241.012020
241.012304
241.012305
241.012306
241.012308
241.012310
241.012312
241.012314
241.012316
241.012318
241.012320
241.012404
241.012405
241.012406
241.012408
241.012410
241.012412
241.012414
241.012416
241.012418
241.012420
241.012704
241.012705
241.012706
241.012708
241.012710
241.012712
241.012714
241.012716
241.012718
241.012720
241.021403
241.021404
241.021405
241.021406
241.021408
241.021410
241.021412
241.021603
241.021604
241.021605
241.021606
241.021608
241.021610
241.021612
241.022004
241.022005

241.012318
241.012320
241.012404
241.012405
241.012406
241.012408
241.012410
241.012412
241.012414
241.012416
241.012418
241.012420
241.012704
241.012705
241.012706
241.012708
241.012710
241.012712
241.012714
241.012716
241.012718
241.012720
241.021403
241.021404
241.021405
241.021406
241.021408
241.021410
241.021412
241.021603
241.021604
241.021605
241.021606
241.021608
241.021610
241.021612
241.022004
241.022005
241.022006
241.022008
241.022010
241.022012
241.032004
241.032005
241.032006
241.032008
241.032010
241.032012
241.032014
241.032016
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241.022006

241.022008

241.022010

241.022012

241.032004

241.032005

241.032006 241.032018
241.032008 241.032020
241.032010 241.032404
241.032012 241.032405
241.032014 241.032406
241.032016 241.032408
241.032018 241.032410
241.032020 241.032412
241.032404 241.032414
241.032405 241.032416
241.032406 241.032418
241.032408 241.032420
241.032410 -—-
241.032412 Instrumental asociado
241.032414

241.032416

241.032418

241.032420

Instrumental asociado.

Quedando el producto inscripto con los siguientes datos caracteristicos:
Nombre descriptivo: Sistema para osteosintesis craneomaxilofacial.

Cddigo de identificacion y nombre técnico del producto médico, (ECRI-UMDNS):
16-027, Sistemas Ortopédicos de Fijacion Interna.

Marca(s) de (los) producto(s) médico(s): Leforte, Leforte NS.
Clase de Riesgo: Il

Indicacién/es autorizada/s: Traumatismos selectivos de la cara y estructura craneal en general,
cirugia craneal, cirugia reparadora, procedimientos de reconstruccion y cirugia ortognatica
selectiva del maxilar y de la barbilla.

Modelos: IMPLANTES
- Placas estériles -
SN16-BR-010S
SN16-BR-011S
SN16-BR-020S
SN16-BR-021S
SN16-DY-006
SN16-GP-010F
SN16-GP-020F
SN16-GP-030F
SN16-SQ-004
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SN16-ST-002
SN16-ST-004
SN16-ST-006
SN16-ST-102
SN16-ST-104
SNL-BR-030
SNL-BR-031
SNL-BR-032
SNL-BR-040
SNL-BR-041
SNL-BR-042
SNL-DY-006
SNL-DY-106
SNL-GP-020
SNL-SQ-004
SNL-SQ-104
SNL-ST-002
SNL-ST-004
SNL-ST-006
SNL-ST-102
SNL-ST-104
MD46-ST102
- Tornillos estériles -
S16-NL-004-E
S16-NL-004-E-2
S19-NF-004-E
S19-NF-004-E-2
S14-NL-003-2
S16-NF-003-2
S14-NL-004-2
S16-NF-004-2
S14-NL-005-2
S16-NF-005-2
S14-NL-003-3
S16-NF-003-3
S14-NL-004-3
S16-NF-004-3
S14-NL-005-3
S16-NF-005-3
S14-NL-003-6
S16-NF-003-6
S14-NL-004-6
S16-NF-004-6
S14-NL-005-6
S16-NF-005-6
- Placas no estériles -
16-DL-003
16-DL-007
16-DL-012
16-RCL-000
16-RCL-002
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16-RCL-004
16-RCL-006
16-RCL-008
16-RCL-010
16-RCL-012
16-RCR-000
16-RCR-002
16-RCR-004
16-RCR-006
16-RCR-008
16-RCR-010
16-RCR-012
20-DR-003
20-DR-008
20-DR-013
20-DR-018
20-LR-234B1
20-LR-234B2
20-LR-234B3
20-LR-234B4
20-LR-234B5
20-MG-005
20-MG-007
20-MG-010
20-MG-015
20-SS-008
20-SS-013
20-SS-018
242.51DR06
242.20CD06
242.20CD08
242.20CD10
242.20CD12
242.201P04
242.20LL04
242.20LR04
242.20QD06
242.20SQ04
242.20ST02
242.20ST04
242.20ST06
242.20ST12
242.20ST20
242.20YP05
242.21DY06
242.21LL04
242.21LR04
242.21QD06
242.215Q04
242.21ST02
242.21ST04
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242.221104
242.221.R04
242.22QD06
242.22ST02
242.23LL04
242.23LL06
242.23LR04
242.23LR06

242.30CHO4.
242.30CHO4.
242.30CHO4.
242.30CHO4.
242.30CHO4.
242.30CHO4.
242.30CHO4.

242.50CD05
242.50CD09
242.50DR06
242.50DR16
242.501P04

242.50LL04

242.50LR04
242.50SQ04
242.50ST04
242.50ST06
242.50ST08
242.50ST10
242.50ST16
242.50ST18
242.50ST20
242.50XP04
242.50YP05
242.50YPO7
242.50ZL04

242.50ZR04
242.51DR06
242.51DR16
242.51LL04

242.51LR04
242.51ST04
242.52DR06
242.52DR16
242.521.L04

B2
B3
B4
BS
B6
B7
B8

242.521.1L.04.B1
242.521.1L.04.B2
242.521.1L.04.B3
242.521.1L.04.B4
242.521.1L.04.B5
242.521.1L.04.B6
242.521.1L.04.B7
242.521.1L.04.B8
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242.521.1.14.B1
242.521.1.14.B2
242.5211L.14.B3
242.521.1L.14.B4
242.521.1L.14.B5
242.521.1L.14.B6
242.521.1L.14.B7
242.521.1.14.B8
242.521.R04
242.521.R04.B1
242.521.R04.B2
242.521.R04.B3
242.521.R04.B4
242.521.R04.B5
242.521.R04.B6
242.521.R04.B7
242.521.R04.B8
242.521.R14.B1
242.521.R14.B2
242.521.R14.B3
242.521.R14.B4
242.521.LR14.B5
242.521.R14.B6
242.521.R14.B7
242.521.R14.B8
242.52ST04
242.53DR06
242.53DR16
242.53LL04
242.53LR04
242.541L1L04
242.54LR04
242.60AE04
242.60AE06
242.60RL14
242.60RL19
242.60RM23
242.60RR14
242.60RR19
242.60RS15
242.60RS21
242.60RS25
242.60SB04
242.61AE04
242.61CD06
242.61RL16
242.61RL18
242.61RM23
242.61RM25
242.61RR16
242.61RR18
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242.61RS21
242.61SB04
242.61ST04
242.61ST06
242.62RL16
242.62RL18
242.62RM23
242.62RM25
242.62RR16
242.62RR18
242.62RS21
242.62ST04
242.63ST04
242.80AE04
242.80AE06
242.81AE04
242.81CD06
242.81SE04
242.81SE06
242.82SE04
N16-BR-010F
N16-BR-010S
N16-BR-011F
N16-BR-011S
N16-BR-020F
N16-BR-020S
N16-BR-021F
N16-BR-021S
N16-BR-030S
N16-CV-006
N16-CV-106
N16-DY-006
N16-DY-106
N16-GP-010F
N16-GP-010S
N16-GP-020F
N16-GP-020S
N16-GP-030F
N16-GP-030S
N16-SQ-004
N16-SQ-104
N16-ST-002
N16-ST-004
N16-ST-006
N16-ST-102
N16-ST-104
NL-BR-030
NL-BR-031
NL-BR-032
NL-BR-040
NL-BR-041
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NL-BR-042
NL-DY-006
NL-DY-106
NL-GP-020
NL-SQ-004
NL-SQ-104
NL-ST-002
NL-ST-004
NL-ST-006
NL-ST-102
NL-ST-104
242.10CD06
242.10CD08
242.10CD12
242.10LLO4
242.10LR0O4
242.10QD08
242.10SQ04
242.10ST02
242.10ST04
242.10ST05
242.10ST06
242.10ST08
242.10ST18
242.10ST20
242.10XP05
242.10CD06
242.11LLO4
242.11LR04
242.11QD08
242.115Q04
242.11ST02
242.12QD08
242.61RM25.01
242.62RM25.01
16-OR-C10-02
16-OR-F10-02
16-OR-V10-02
16-OR-V20-02
16-OR-C10-03
16-OR-F10-03
16-OR-V10-03
16-OR-V20-03
242.501P04.01
242.50LL04.01
242.50LR04.01
242.50SQ04.01
242.50ST04.01
242.50XP04.01
242.50Z1.04.01
242.50ZR04.01
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242 .51LL04.01
242 .51LR04.01
242.51ST04.01
242.521.1L.04.01
242 .52LR04.01
242.52ST04.01
242 .53LL04.01
242 .53LR04.01
242.5411L.04.01
242 .54L.R04.01
242.30CP04.02
242.51ST04.02
242.52ST04.02
242.50CD05.01
242 .50YP05.01
242.30CP05.02
242.50ST06.01
242.30CP06.02
242 .50YP07.01
242.50ST08.01
242.50CD09.01
242.50ST10.01
242 .50AJ10.02
242 50AJ12.02
242 50AJ14.02
242.50ST16.01
242 .61RL16.01
242 .61RR16.01
242.62RL16.01
242 .62RR16.01
242 50AJ16.02
242.50ST18.01
242 .61RL18.01
242.61RR18.01
242.62RL18.01
242.62RR18.01
242.50ST20.01
242.61RS21.01
242.62RS21.01
242 .61RM23.01
242 .62RM23.01
- Placa-malla no estéril -
16-ME-001
16-ME-002
20-ME-001
20-ME-002
20-ME-018
N16-MM-010F
N16-MM-010S
N16-QD-006
N16-QD-008
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NS-3MD-100-60R
NL-3MD-060-03
NS-3MA-060-06
NS-3MD-060-06
NS-3ME-060-06
NL-3MD-100-03
NS-3MA-100-04
NS-3MD-100-04
NS-3MA-100-06
NS-3MD-100-06
NS-3ME-100-06
NS-3MD-100-10
NS-3MA-150-06
NS-3MD-150-06
NS-3ME-150-06
NS-3MA-200-06
NS-3MD-200-06
NS-3ME-200-06
12-GM-001-01
12-ME-001-01
12-GM-002-01
12-ME-002-01
12-ME-003-01
12-GM-001-02
12-ME-001-02
12-GM-002-02
12-ME-002-02
12-ME-003-02
12-ME-001-03
12-ME-002-03
12-ME-003-03
12-ME-001-04
12-ME-002-04
12-ME-003-04
12-ME-001-05
12-ME-002-05
12-ME-003-05

- Tornillos no estériles -

14-NL-003
14-NL-004
14-NL-005
16-NF-003
16-NF-004
16-NF-005
16-NL-004-E
19-NF-004-E
20-AH-008
20-AH-010
20-AH-012
20-BH-008
20-BH-010
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20-BH-012

241.011302
241.011303
241.011304
241.011305
241.011306
241.011308
241.011310
241.011312
241.011502
241.011503
241.011504
241.011505
241.011506
241.011508
241.011510
241.011512
241.011603
241.011604
241.011605
241.011606
241.011608
241.011610
241.011612
241.011803
241.011804
241.011805
241.011806
241.011808
241.011810
241.011812
241.012004
241.012005
241.012006
241.012008
241.012010
241.012012
241.012014
241.012016
241.012018
241.012020
241.012304
241.012305
241.012306
241.012308
241.012310
241.012312
241.012314
241.012316
241.012318
241.012320
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241.012404
241.012405
241.012406
241.012408
241.012410
241.012412
241.012414
241.012416
241.012418
241.012420
241.012704
241.012705
241.012706
241.012708
241.012710
241.012712
241.012714
241.012716
241.012718
241.012720
241.021403
241.021404
241.021405
241.021406
241.021408
241.021410
241.021412
241.021603
241.021604
241.021605
241.021606
241.021608
241.021610
241.021612
241.022004
241.022005
241.022006
241.022008
241.022010
241.022012
241.032004
241.032005
241.032006
241.032008
241.032010
241.032012
241.032014
241.032016
241.032018
241.032020
241.032404
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241.032405
241.032406
241.032408
241.032410
241.032412
241.032414
241.032416
241.032418
241.032420

Instrumental asociado

Periodo de vida util: 5 (cinco) afios para los dispositivos estériles

Condicion de uso: Uso exclusivo a profesionales e instituciones sanitarias
Fuente de obtencidn de la materia prima de origen biotecnologico: No aplica.

Forma de presentacion: Implantes: Envase unitario, no estéril. Envase unitario, estéril.
Instrumental asociado: Envase unitario, no estéril.

Método de esterilizacion: Irradiacion gamma, para los dispositivos estériles.
Nombre del fabricante: Jeil Medical Corporation

Lugar de elaboracion: 704, 705, 706, 707, 804, 805-ho, 55, Digital-ro 34-gil, Gurogu, Seul,
Republica de Corea.

AUTORIZADO

Habiéndose cumplimentado con lo previsto en la Disposicion ANMAT N° 2318/02 y 9688/19, esta
Administracion autoriza las modificaciones solicitadas en Argentina, Ciudad de Buenos Aires, 22

octubre 2024.
AV/\
Y
/% .3

anmal ) TERRIZZANO Maria Lorena

BODNAR Andrea Veronica CUIL 23242965604

CUIL 27254978472

Direccion Evaluacion y Registro de Productos Instituto Nacional de Productos Médicos
Médicos ANMAT
Firmay Sello Firmay Sello

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: 22 octubre 2024
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La validez del presente documento debera verificarse mediante el cédigo QR.

N° Identificatorio Tramite: 62014

/%

anMaAt

ABRIOLA Leticia Adriana
CUIL 27323186494
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