La salud

es de todos

Republica de Colombia
Ministerio de Salud y Proteccién Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2022000908 DE 13 de Enero de 2022
Por la cual se concede un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia de
Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto 2078 de 2012,
decreto Reglamentario 4725 de 2005, ley 1437 de 2011 y ley 962 de 2005.

CONSIDERANDO

QUE ANTE ESTE INSTITUTO SE HA SOLICITADO LA CONCESION DE UN REGISTRO SANITARIO AUTOMATICO
CON BASE EN LA VERIFICACION DE LA DOCUMENTACION TECNICO LEGAL ALLEGADA ANTE LA DIRECCION
DE DISPOSITIVOS MEDICOS Y OTRAS TECNOLOGIAS, EMITIENDO CONCEPTO FAVORABLE PARA LA
EXPEDICION DE ESTE REGISTRO SANITARIO.

EN CONSECUENCIA A LO ANTERIOR, DE CONFORMIDAD CON EL ARTICULO 57 DE LA LEY 962 DE 2005 EL
INVIMA REALIZARA EL CONTROL POSTERIOR DENTRO DE LOS QUINCE (15) DIAS SIGUIENTES A SU
EXPEDICION.

RESUELVE
ARTICULO PRIMERO.- CONCEDER REGISTRO SANITARIO POR EL TERMINO DE DIEZ (10) ANOS A
PRODUCTO: SISTEMA DE MOTORES QUIRURGICOS
MARCA: CONMED, E9000,HALL, HALL 50, LIVANTEC, MICROCHOICE, MICROFREE,

MICROPOWER+, MPOWER, POWERPRO, PRIMECUT+, TITAN, CEBOTOME, MINI-
DRIVER, MAXI-DRIVER, MCLASS
REGISTRO SANITARIO NO.: INVIMA 2022DM-0024927

TIPO DE REGISTRO: IMPORTAR Y VENDER )
TITULAR(ES): CONMED CORPORATION CON DOMICILIO EN ESTADOS UNIDOS DE AMERICA
FABRICANTE(S): CONMED CORPORATION CON DOMICILIO EN ESTADOS UNIDOS DE AMERICA;

CONSOLIDATED MEDICAL EQUIPMENT COMPANY CON DOMICILIO EN MEXICO;
LINVATEC CORPORATION D/B/A CONMED LINVATEC CON DOMICILIO EN
ESTADOS UNIDOS DE AMERICA; GREATBATCH MEDICAL S. DE R.L. DE C.V.
CON DOMICILIO EN MEXICO; GEBR. BRASSELER GMBH & CO. KG CON
DOMICILIO EN ALEMANIA.

IMPORTADOR(ES): BIOART S.A. CON DOMICILIO EN CALI - VALLE; SMITH & NEPHEW COLOMBIA
S.A.S. CON DOMICILIO EN BOGOTA - D.C.; QUIRURGICOS LTDA CON DOMICILIO
EN BOGOTA -D.C.

ACONDICIONADOR(ES): BIOART S.A. CON DOMICILIO EN CALI - VALLE; BIOART S.A. CON DOMICILIO EN
BOGOTA - D.C.; SMITH & NEPHEW COLOMBIA S.A.S. CON DOMICILIO EN
BOGOTA - D.C.; QUIRURGICOS LTDA CON DOMICILIO EN BOGOTA - D.C,
QUIRURGICOS LTDA CON DOMICILIO EN BOGOTA - D.C.

TIPO DE DISPOSITIVO EQUIPO BIOMEDICO PARA APOYO

RIESGO: A

SISTEMAS: ELECTRICO

SUBSISTEMAS LOS SIGUIENTES SON LOS COMPONENTES PRINCIPALES DE LAS PIEZAS DE

MANO, LAS CUALES PUEDEN SER DE OPERACION NEUMATICA, CON BATERIA
RECARGABLE O ELECTRICA MEDIANTE CONSOLA Y PEDAL.

DADA LA DIVERSIDAD DE DISENOS DE LAS PIEZAS DE MANO Y EL TIPO DE
OPERACION, NO TODOS LOS COMPONENTES INDICADOS ENSEGUIDA HACEN
PARTE DE TODAS LAS PIEZAS DE MANO.

ACOPLAMIENTO DE GIRO, TRABA DE SEGURIDAD, PALANCA O BOTON DE
ACCIONAMIENTO O GATILLO, PALANCA DE DIRECCION (AVANCE O
RETROCESO), CABEZAL GIRATORIO, EXTENSION DE LA PALANCA DE
ACELERACION, TRABA O ABRAZADERA DE FIJACION DEL TREPANO O
CUCHILLA, ACOPLAMIENTO DE TUBO O MANGUERA FLEXIBLE, BOQUILLA
PARA CONEXION DE COMPLEMENTOS Y ACCESORIOS, CONECTOR A LA
BATERIA, RECEPTACULO DE BATERIAS, PALANCA DE EXTRACCION DE
BATERIA, CONSOLA.

ACCESORIOS

COMPLEMENTO (ATTACHMENT); CONTROLADORES DE PINES Y ALAMBRES;
CAMBIADOR DE TREPANOS; MANGUERA O TUBO PARA SUMINISTRO DE
NITROGENO; BANDEJA Y CAJA PARA ESTERILIZACION; CAJA PARA BATERIA:;
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PEDAL; BATERIA; CARGADOR DE BATERIA; PROTECTOR DE TREPANO;
PROTECTOR DE CUCHILLAS; PROTECTOR DE RETRACTOR; PROTECTOR DE
CABLE; PROTECTOR DE TRANSFERENCIA; CABLES; CEPILLO DE LIMPIEZA;
CLIP DE IRRIGACION; EXTENSOR DE FRESAS; GUARDA DE SEGURIDAD:;
IRRIGADOR; LENTE DE SEGURIDAD; LLAVES; PLATAFORMA DE
TRANSFERENCIA ESTERIL; PORTABROCAS; TUBOS DE IRRIGACION,
INSTRUMENTOS (HOJAS DE SIERRA, FRESAS HOJAS DE DESTORNILLADOR,
HOJAS ABRASORAS)

USOS: DESTINADOS PARA REALIZAR CORTE DE TEJIDO BLANDO; CORTE,
MODELADO, ESCARIADO, TALADRADO DE HUESO; INSERTAR TORNILLOS O
CABLES EN HUESOS; ELIMINAR CEMENTO OSEO

PRESENTACION COMERCIAL:EMPAQUE UNITARIO

OBSERVACIONES.: EL PRESENTE REGISTRO SANITARIO AMPARA LOS SIGUIENTES MODELOS
ACCESORIOS Y REPUESTOS EXCLUSIVOS DEL EQUIPO

cODIGO,
FAMILIA DE LA | MODELO O
REFERENCIA |REFERENCIA DESCRIPCION
PIEZAS DE MANO

5052-041 CEBOTOME REVISION DRILL HANDPIECE
5053-009 MICRO 100 DRILL
5053-010 MICRO 100 RECIPROCATOR SAW
5053-011 MICRO 100 SAGITTAL SAW
5053-012 MICRO 100 OSCILLATOR SAW
5053-013 MICRO 100 WIREDRIVER
5057-040 REPEAT STERNOTOMY SAW
5058-001 SURGAIRTOME TWO HANDPIECE
5059-005 STERNUM SAW HANDPIECE

MICROPOWER MEDIUM SPEED DRILL,
6020-021 DETACHABLE LEVER

MICROPOWER SAGITTAL SAW,
6020-022 DETACHABLE LEVER

MICROPOWER RECIPROCATING SAW,
6020-023 DETACHABLE LEVER

MICROPOWER OSCILLATOR SAW,
6020-024 DETACHABLE LEVER

MICROPOWER ORAL MAX HIGH SPEED
6020-025 DRILL, DETACHABLE LEVER

MICROPOWER HIGH SPEED DRILL,
6020-026 DETACHABLE LEVER

MICROPOWER MEDIUM SPEED DRILL,
6021-021 PERMANENT LEVER

MICROPOWER SAGITTAL SAW,
6021-022 PERMANENT LEVER

MICROPOWER RECIPROCATING SAW,
6021-023 PERMANENT LEVER

MICROPOWER OSCILLATOR SAW,
6021-024 PERMANENT LEVER

MICROPOWER ORAL MAX HIGH SPEED
6021-025 DRILL, PERMANENT LEVER ORAL MAX
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MICROPOWER HIGH SPEED DRILL,

6021-026 PERMANENT LEVER

POWERPRO ELECTRIC Il MODULAR
PRO6100 HANDPIECE

POWERPRO ELECTRIC 1l OSCILLATOR
PRO6125 HANDPIECE

POWERPRO ELECTRIC Il RECIPROCATOR
PRO6135 HANDPIECE

POWERPRO PNEUMATIC MODULAR
PRO6150 HANDPIECE

POWERPRO PNEUMATIC OSCILLATOR
PRO6175 HANDPIECE

POWERPRO PNEUMATIC RECIPROCATOR
PRO6185 HANDPIECE
PRO6202M | MPOWER 2 BATTERY DUAL TRIGGER
PRO6350M | MPOWER 2 BATTERY OSCILLATING SAW
PRO7000DE | HALL ORALMAX ELITE HIGH SPEED DRILL
PRO7000SE | HALL MICROPOWER+ HIGH SPEED DRILL
PRO7100SE | HALL 50 1-TRIGGER MODULAR HANDPIECE

HALL MICROPOWER+ MEDIUM SPEED
PRO7100B | DRILL
PRO7200SE | HALL 50 2-TRIGGER MODULAR HANDPIECE
PRO7200B | HALL MICROPOWER+ SAGITTAL SAW
PRO7300SE | HALL 50 OSCILLATING SAW BATTERY HPC
PRO7300B | HALL MICROPOWER+ OSCILLATING SAW

HALL 50 RECIPROCATING SAW BATTERY
PRO7400SE_|HPC
PRO7400B | HALL MICROPOWER+ OSCILLATING SAW
PRO7450B | HALL 50 STERNUM SAW BATTERY HPC
PRO8000SB | MICROFREE HIGH SPEED DRILL
PRO8100SB | MICROFREE MEDIUM SPEED DRILL
PRO8200SB | MICROFREE SAGITTAL SAW
PRO8300SB | MICROFREE OSCILLATING SAW
PRO8400SB | MICROFREE RECIPROCATING SAW
PRO8500SB | HALL MICROFREE MINI-DRIVER
PRO8600SB | HALL MICROFREE WIRE DRIVER

HALL TITAN SINGLE TRIGGER BATTERY
PRO9100B | HANDPIECE

HALL TITAN DUAL TRIGGER BATTERY
PRO9200B | HANDPIECE

HALL TITAN OSCILLATING SAW BATTERY
PRO9300B | HANDPIECE

HALL TITAN PRIMECUT+ OSCILLATING SAW
PRO9350B | BATTERY HANDPIECE

HALL TITAN RECIPROCATING SAW
PRO9400B | BATTERY HANDPIECE

HALL TITAN STERNUM SAW BATTERY
PRO9450B | HANDPIECE

Instituto Nacional de Vig

Oficina Principal:

Administrativo: Cra 10 N° 6

(BO)(1) 742 2121

www.invima.gov.co

Pagina 3 de 13

cia de Medicamentos y Alimentos - Invima

28 - Bogota



La salud

es de todos

Republica de Colombia
Ministerio de Salud y Proteccién Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2022000908 DE 13 de Enero de 2022
Por la cual se concede un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia de
Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto 2078 de 2012,
decreto Reglamentario 4725 de 2005, ley 1437 de 2011 y ley 962 de 2005.

CONSOLAS ELECTRICAS

D4000 D4000 DRIVE SYSTEM
D4000A DRIVE SYSTEM WITH IRRIGATION
E9000 E9000 CONTROLLER 115 VAC

POWER PRO UNIVERSAL CONTROLLER
PR0O2000 115V

INSTRUMENTAL

FREE HAND SAWBLADE, 10MM DEPTH
8703 STOP 9.5 X 40.9 X 0.4MM, 5 EA

25MM X 6.3MM X 3.8MM MICRO SAGITTAL
5023-56 ABRADER, MEDIAL 25 DEGREE

25MM X 6.3MM X 3.8MM MICROSAGITTAL
5023-57 ABRADER, LATERAL 70 DEGREE

9.5 X 25.5 X 0.4MM MICRO SAGITTAL
5023-118 BLADE, FINE 5 EA

9.5 X 7.5 X 0.6MM 70 DEGREE, MICRO
5023-128 SAGITTAL BLADE, FINE, QTY 5

9.5 X 13.5 X 0.6MM 70 DEGREE, MICRO
5023-129 SAGITTAL BLADE, FINE 5 EA

19.5 X 25.5 X 0.4MM MICRO SAGITTAL
5023-130 BLADE, COARSE 5 EA

19.5 X 41 X 0.4MM MICRO SAGITTAL BLADE,
5023-131 COARSE 5 EA

5.5 X 25.5 X 0.4MM MICRO SAGITTAL
5023-132 BLADE, COARSE 5 EA

14 X 41 X 0.4MM MICRO SAGITTAL BLADE,
5023-133 COARSE, QTY 5

5.5 X 9 X 0.6MM 90 DEGREE, MICRO
5023-134 SAGITTAL BLADE, COARSE, QTY 5

5.5 X 18 X 0.6MM 45 DEGREE, MICRO
5023-135 SAGITTAL BLADE, COARSE, QTY 5

14 X 15.5 X 0.6MM 90 DEGREE, MICRO
5023-136 SAGITTAL BLADE, COARSE, QTY 5

14 X 25.5 X 0.4MM MICRO SAGITTAL BLADE,
5023-137 COARSE, QTY 5

9.5 X 25.5 X 0.4MM MICRO SAGITTAL
5023-138 BLADE, FINE, QTY 5

4.5 X 25.5 X 0.4MM MICRO SAGITTAL
5023-139 BLADE, FINE, QTY 5

9.5 X 41 X 0.4MM MICRO SAGITTAL BLADE,
5023-140 FINE, QTY 5

6 X 34 X 0.4AMM MICRO SAGITTAL BLADE,
5023-141 FINE 5EA

4 X 34 X 0.4MM MICRO SAGITTAL BLADE,
5023-142 FINE 5EA

9.5 X 25.5 X 0.4MM MICRO SAGITTAL
5023-143 BLADE, COARSE, QTY 5

5.5 X 18.5 X 0.4MM MICRO SAGITTAL
5023-144 BLADE, FINE, QTY 5

Pagina 4 de 13

Instituto Nacional de

Oficina Principal: 10 N° 64 - 28 - Bogota = 1
Administrativo: Cra 10 N° 64 - 60 II l " ' |O

(BO)(1) 742 2121

www.invima.gov.co

Vigilancia de Medicamentos y Alimentos - Invima




La salud

es de todos

Republica de Colombia
Ministerio de Salud y Proteccién Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2022000908 DE 13 de Enero de 2022
Por la cual se concede un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia de
Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto 2078 de 2012,
decreto Reglamentario 4725 de 2005, ley 1437 de 2011 y ley 962 de 2005.

5023-182 19 X41 X 0.4MM ACL BLADE, COARSE 5 EA
5023-183 9.5 X 25.5 X 0.4MM ACL BLADE, FINE, 5 EA
5023-184 9.5 X41 X 0.4MM ACL BLADE, FINE, QTY 5

6.5 X 30 X 0.6MM ACL BLADE, COARSE, 5
5023-185 EA

8.5 X 38 X 0.4MM, MICRO CHOICE ACL
5023-186 BLADE

9.5 X 25.5 X 0.6MM MICRO SAGITTAL
5023-247 BLADE, FINE, 5 EA

9 X 31.0 X 0.4MM MICRO SAGITTAL BLADE,
5023-249 FINE, QTY 5

10 X 18.5 X 0.4MM MICRO SAGITTAL BLADE,
5044-145 FINE, QTY 5

12.5 X 89 X 0.6MM RECIPROCATOR BLADE
5052-258 5EA

7 X 20 X 0.25MM MICRO-AIRE SAGITAL
5053-361 BLADE REPLACEMENT 5 EA

12 X 30 X 0.25MM MICRO-AIRE SAGITTAL
5053-364 BLADE REPLACEMENT 5 EA

19.5 X 86 X 1.27MM (.050 INCH)
5071-181 OSCILLATOR BLADE, QTY 5

STRYKER 2000 SAGITTAL BLADE
REPLACEMENT, COATED 19.5 X 86 X
5072-101 1.27MM (.050 INCH)

STRYKER 2000 SAGITTAL BLADE
REPLACEMENT 24.82 X 90.47 X 0.89MM
5072-102 (.035 INCH)

STRYKER 2000 SAGITTAL BLADE
REPLACEMENT 20.7 X 85.04 X 0.89MM
5072-109 (.035INCH)

STRYKER 2000 SAGITTAL BLADE
REPLACEMENT 24.82 X 80.14 X 1.27MM
5072-111 (.050INCH)

STRYKER 2000 SAGITTAL BLADE
REPLACEMENT 25.4 X 90 X 1.2MM
5072-142 (.047INCH)

STRYKER 2000 SAGITTAL BLADE
REPLACEMENT 12.45 X 82.18 X 1.19MM
5072-152 (.047INCH)

STRYKER 2000 SAGITTAL BLADE
REPLACEMENT 12.45 X 82.12 X 1.27MM
5072-158 (.050 INCH)

STRYKER 2000 SAGITTAL BLADE
REPLACEMENT 19.5 X 86 X 1.27MM
5072-181 (.050INCH)

STRYKER 2000 SAGITTAL BLADE
REPLACEMENT 28.91 X 84.47 X 1.27MM

5072-183 (.050INCH)
STRYKER SAGITTAL BLADE REPLACEMENT
5072-185 18.53MM X 104.98MM X 1.27MM

STRYKER 2000 SAGITTAL BLADE
REPLACEMENT, ME-92 COATED 19.5 X 80 X
5072-195 0.9MM (.035INCH)
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STRYKER SAGITTAL BLADE REPLACEMENT
5072-218 25MM X 98.5MM X 1.24MM
VERSIPOWER PLUS FREE HAND SAW
C8802 BLADE, 8MM DEPTH STOP, QTY 5
FREE HAND SAW BLADE, 8MM DEPTH
C8803 STOP, QTY 5
MICROCHOICE FREE HAND SAW BLADE,
C8804 8MM DEPTH STOP, QTY 5
FREE HAND SAWBLADE, 10MM DEPTH
C8806 STOP 9.5 X40.9 X0.4MM, 5 EA
SERIES 4 SAW BLADE WITH DEPTH STOP,
C8902 QTY 5
MICROCHOICE SAW BLADE WITH DEPTH
C8904 STOP, QTY 5
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K121 K120 ONLY, 15.1 X 6.4 X 0.89MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K122 K120 ONLY, 31.0 X 6.4 X 0.89MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K123 K120 ONLY, 15.1 X 10.4 X 0.89MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K124 K120 ONLY, 31.0 X 10.4 X 0.89MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K125 K120 ONLY, 15.1 X 16.5 X 0.89MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K131 K120 ONLY, 15.1 X 6.4 X 0.56MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K132 K120 ONLY, 31.0 X 6.4 X 0.56MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K133 K120 ONLY, 15.1 X 10.4 X 0.56MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K134 K120 ONLY, 31.0 X 10.4 X 0.56MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K135 K120 ONLY, 15.1 X 16.5 X 0.56MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K136 K120 ONLY, 25.0 X 8.0 X 0.64MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K141 K220 ONLY, 14.2 X 6.4 X 0.97MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K142 K220 ONLY, 30.0 X 6.4 X 0.97MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K143 K220 ONLY, 14.2 X 10.2 X 0.97MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K144 K220 ONLY, 30.0 X 10.2 X 0.97MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K145 K220 ONLY, 14.2 X 15.5 X 0.97MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K146 K220 ONLY, 27.4 X 19.1 X 0.65MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K147 K220 ONLY, 27.4 X 14.0 X 0.65MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K148 K220 ONLY, 27.4 X 9.5 X 0.65MM
MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K149 K220 ONLY, 42.7 X 19.1 X 0.65MM
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MINI-DRIVER BLADE, SAGITTAL, FINE FOR

K151 K220 ONLY, 14.2 X 6.4 X 0.65MM

MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K152 K220 ONLY, 30.0 X 6.4 X 0.65MM

MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K153 K220 ONLY, 14.2 X 10.2 X 0.65MM

MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K154 K220 ONLY, 42.7 X 9.5 X 0.65MM

MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K155 K220 ONLY, 42.7 X 14.0 X 0.65MM

MINI-DRIVER BLADE, SAGITTAL, FINE FOR
K156 K220 ONLY, 10.0 X 9.5 X 0.65MM

1.0MM BUR, LONG, ROUND, DIAMOND FOR
L10D A211, A235, AND U211

1.0MM BUR, LONG, ROUND, CARBIDE FOR
L10R A211, A235 AND U211

MAXI - DRIVER BLADE, OSCILLATING,
L121 COARSE, 1.63 x 60.8 x 14.7MM

MAXI - DRIVER BLADE, OSCILLATING,
L122 COARSE 1.63 X 60.8 X 29.6MM

MAXI - DRIVER BLADE, OSCILLATING,
L124 COARSE 1.17 X 60.8 X 29.6MM

MAXI - DRIVER BLADE, OSCILLATING, FINE
L129 1.02 X 59.8 X 14.7MM

1.6 X21.9MM BUR, LONG, TAPERED SIDE-
CUTTING, CARBIDE FOR A211, A235 AND

L12T U211

MAXI - DRIVER BLADE, OSCILLATING,
L130 COARSE 0.97 X 73.5 X 29.3MM

MAXI - DRIVER BLADE, OSCILLATING, FINE
L131 0.97 X 73.5 X29.7MM

1.3 X 9.9MM BUR, LONG, STRAIGHT SIDE-
CUTTING, CARBIDE FOR A211, A235 AND
L13S U211

MAXI - DRIVER BLADE, OSCILLATING,
KNEE, COARSE DIAMOND 1.27 X 90.0 X
L191 25.4MM

MAXI - DRIVER BLADE, OSCILLATING,
KNEE, COARSE DIAMOND 0.89 X 90.0 X

L192 25.4MM
MAXI - DRIVER BLADE, OSCILLATING,
L195 KNEE, FINE 0.64 X 31.6 X 9.5MM

MAXI - DRIVER BLADE, OSCILLATING,
KNEE, COARSE DIAMOND 1.27 X 90.0 X

L197 19.1MM

2.0MM BUR, LONG, ROUND, DIAMOND FOR
L20D A211, A235 AND U211

2.0MM BUR, LONG, ROUND, CARBIDE FOR
L20R A211, A235 AND U211

1.6 X21.9MM BUR, LONG, TAPERED SIDE-
CUTTING, CARBIDE FOR A211, A235 AND

L20T U211
2.3MM BUR, LONG, ROUND, CARBIDE FOR
L23R A211, A235 AND U211
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decreto Reglamentario 4725 de 2005, ley 1437 de 2011 y ley 962 de 2005.

3.0MM BUR, LONG, ROUND, DIAMOND FOR

L30D A211, A235 AND U211

3.0MM BUR, LONG, ROUND, CARBIDE FOR
L30R A211, A235 AND U211

4.0 X 7.9MM BUR, LONG, BARREL, CARBIDE
L40B FOR A211, A235 AND U211

4.0MM BUR, LONG, ROUND, DIAMOND FOR
L40D A211, A235 AND U211

4.0MM BUR, LONG, ROUND, CARBIDE FOR
L40R A211, A235 AND U211

4.5 X 12.0MM BUR, LONG, CONE CARBIDE
L45C FORA211, A222, A235 AND U211

5.0MM BUR, LONG, ROUND, DIAMOND FOR
L50D A211, A235 AND U211

5.0MM BUR, LONG, ROUND, CARBIDE FOR
L50R A211, A235 AND U211

5.5 X 10.0MM BUR, LONG, BARREL,
L55B CARBIDE FOR A211, A235 AND U211

6.0MM BUR, LONG, ROUND, CARBIDE FOR
L60R A211, A235 AND U211

MIMIX 4.0MM X 8CM SPHERICAL BUR, 35
LE-40SHP DEGREE
1.3 X 9.9MM BUR, MEDIUM, STRAIGHT SIDE-

M13S CUTTING, CARBIDE FOR A212 AND U200

1.6 X 7.5MM BUR, MEDIUM, STRAIGHT SIDE-
M15S CUTTING, CARBIDE FOR A212 AND U200

1.7 X 9.9MM BUR, MEDIUM, STRAIGHT SIDE-
M17S CUTTING, CARBIDE FOR A212 AND U200

1.8MM BUR, MEDIUM, ROUND, CARBIDE
M18R FOR A212 AND U201

2.0MM BUR, MEDIUM, ROUND, DIAMOND
M20D FOR A212 AND U200

2.0MM BUR, MEDIUM, ROUND, CARBIDE
M20R FOR A212 AND U201

1.6 X 21.6MM BUR, MEDIUM, TAPERED
SIDE-CUTTING, CARBIDE FOR A212 AND

M20T U201

2.3MM BUR, MEDIUM, ROUND, CARBIDE
M23R FOR A212 AND U201

3.0MM BUR, MEDIUM, ROUND, CARBIDE
M30R FOR A212 AND U201

4.0 X 7.9MM BUR, MEDIUM, BARREL,
M40B CARBIDE FOR A212 AND U201

4.0MM BUR, MEDIUM, ROUND, DIAMOND
M40D FOR A212 AND U200

4.0MM BUR, MEDIUM, ROUND, CARBIDE
M40R FOR A212 AND U201

4.5 X 12.0MM BUR, MEDIUM, CONE
M45C CARBIDE FOR A212 AND U202

5.0MM BUR, MEDIUM, ROUND, CARBIDE
M50R FOR A212 AND U201

5.5 X 10.0MM BUR, MEDIUM, BARREL,
M55B CARBIDE FOR A212 AND U201
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RESOLUCION No. 2022000908 DE 13 de Enero de 2022
Por la cual se concede un Registro Sanitario
La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia de
Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto 2078 de 2012,
decreto Reglamentario 4725 de 2005, ley 1437 de 2011 y ley 962 de 2005.

6.0MM BUR, MEDIUM, ROUND, DIAMOND
M60D FOR A212 AND U200

6.0MM BUR, MEDIUM, ROUND, CARBIDE
MGOR FOR A212 AND U201

MAXI - DRIVER BLADE, RECIPROCATING,
P510 FINE 1.14 X 8.9 X 53.6MM

MAXI - DRIVER BLADE, RECIPROCATING,
P513 FINE 1.40 X 8.9 X79.0MM

STRYKER OSCILLATING SAW BLADE
STK130-089- [REPLACEMENT, 13MM X 0.89MM (0.035
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK130-119- [REPLACEMENT 13MM X 1.19MM (0.047
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK130-127- [REPLACEMENT 13MM X 1.27MM (0.050
90 INCH) X 90MM QTY 5

STRYKER OSCILLATING SAW BLADE
STK190-089- | REPLACEMENT 19MM X 0.89MM (0.035
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK190-119- | REPLACEMENT 19MM X 1.19MM (0.047
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK190-127- | REPLACEMENT 19MM X 1.27MM (0.050
05 INCH) X 105MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK190-127- [REPLACEMENT 19MM X 1.27MM (0.050
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK190-137- [REPLACEMENT 19MM X 1.37MM (0.054
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK193-137- | REPLACEMENT 19/13MM X 1.37MM (0.054
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK250-100- | REPLACEMENT 25MM X 1.00MM (0.039
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK250-119- | REPLACEMENT 25MM X 1.19MM (0.047
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK250-127- | REPLACEMENT 25MM X 1.27MM (0.050
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK250-137- [ REPLACEMENT 25MM X 1.37MM (0.054
90 INCH) X 90MM, QTY 5

STRYKER OSCILLATING SAW BLADE
STK250-147- | REPLACEMENT 25MM X 1.47MM (0.058
90 INCH) X 90MM, QTY 5

MCLASS OSCILLATING SAW BLADE
T130-089-90 |0.89MM(0.035 INCH) X 13MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE
T130-100-90 |1.00MM(0.039 INCH) X 13MM X 90MM QTY 5
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La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia de
Medicamentos y Alimentos INVIMA, en ejercicio de las facultades Legales conferidas en el Decreto 2078 de 2012,
decreto Reglamentario 4725 de 2005, ley 1437 de 2011 y ley 962 de 2005.

MCLASS OSCILLATING SAW BLADE
T130-119-90 | 1.19MM(0.047 INCH) X 13MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE
T130-127-90 |1.27MM(0.050 INCH) X 13MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE
T130-137-90 | 1.37MM(0.054 INCH) X 13MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE
T130-147-90 |1.47MM(0.058 INCH) X 13MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE
T190-089-90 |0.89MM(0.035 INCH) X 19MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE
T190-100-90 | 1.00MM(0.039 INCH) X 19MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE
T190-107-90 | 1.07MM(0.042 INCH) X 19MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE
T190-119-90 | 1.19MM(0.047 INCH) X 19MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE
T190-127-05 |1.27MM(0.050 INCH) X 19MM X 105MM QTY 5

MCLASS OSCILLATING SAW BLADE
T190-127-90 |1.27MM(0.050 INCH) X 19MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE
T190-137-05 | 1.37MM(0.054 INCH) X 19MM X 105MM QTY 5

MCLASS OSCILLATING SAW BLADE
T190-137-90 |1.37MM(0.054 INCH) X 19MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE

1.27MM(0.050 INCH) X 19/13MM X 90MM QTY
T193-127-90 |5

MCLASS OSCILLATING SAW BLADE

1.37MM(0.054 INCH) X 19/13MM X 90MM QTY
T193-137-90 |5

MCLASS OSCILLATING SAW BLADE 0.89MM
T250-089-90 |(0.035 INCH) X 25MM X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE 1.19mm
T250-119-90 [(0.047 INCH) X 25mm X 90mm QTY 5

MCLASS OSCILLATING SAW BLADE 1.27mm
T250-127-90 |(0.050 INCH) X 25mm X 90mm QTY 5

MCLASS OSCILLATING SAW BLADE 1.37mm
T250-137-90 |(0.054 INCH) X 25mm X 90mm QTY 5

MCLASS OSCILLATING SAW BLADE 13MM X
TN130-089-90 | 0.89MM (0.035 IN) X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE 13MM X
TN130-100-90 | 1.00MM (0.039 IN) X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE 13MM X
TN130-107-90 | 1.07MM (0.042 IN) X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE 1.19MM
TN130-119-90 | (0.047 IN) X13MM X 90MM, QTY 5

MCLASS OSCILLATING SAW BLADE 13MM X
TN130-127-90 | 1.27MM (0.050 INCH) X 90MM, QTY 5

MCLASS OSCILLATING SAW BLADE 13MM X
TN130-137-90 | 1.37MM (0.054 IN) X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE 13MM X
TN130-147-90 | 1.47MM (0.058 IN) X 90MM QTY 5

MCLASS OSCILLATING SAW BLADE 19MM X
TN190-089-90 | 0.89MM (0.035 IN) X 90MM, QTY 5
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TN190-100-90

MCLASS OSCILLATING SAW BLADE 19MM X
1.00MM (0.039 IN) X 90MM, QTY 5

TN190-107-90

MCLASS OSCILLATING SAW BLADE 19MM X
1.07MM (0.042 IN) X 90MM, QTY 5

TN190-119-05

MCLASS OSCILLATING SAW BLADE 19MM X
1.19MM (0.047 IN) X 105MM, QTY 5

TN190-119-90

OSCILLATING SAW BLADE 19 X 1.19 (0.047
IN) X 90MM QTY 5

TN190-127-05

MCLASS OSCILLATING SAW BLADE 19MM X
1.27MM (0.050 INCH) X 105MM, QTY 5

TN190-127-90

MCLASS OSCILLATING SAW BLADE 19 X
1.27 (0.050 IN) X 90MM, QTY 5

TN190-137-05

MCLASS OSCILLATING SAW BLADE 19MM X
1.37MM (0.054 IN) X 105MM, QTY 5

TN190-137-90

MCLASS OSCILLATING SAW BLADE 19MM X
1.37MM (0.054 IN) X 90MM, QTY 5

TN190-147-90

MCLASS OSCILLATING SAW BLADE 19MM X
1.47MM (0.058 IN) X 90MM, QTY 5

TN193-119-90

MCLASS OSCILLATING SAW BLADE 1.19MM
(0.047 IN) X 19/13MM X 90MM, QTY 5

TN193-127-90

MCLASS OSCILLATING SAW BLADE 1.27MM
(0.050 IN) X 19/13MM X 90MM, QTY 5

TN193-137-90

MCLASS OSCILLATING SAW BLADE
19/13MM X 1.37MM (0.054 IN) X 90MM QTY 5

TN250-089-90

MCLASS OSCILLATING SAW BLADE 25MM X
0.89MM (0.035 IN) X 90MM, QTY 5

TN250-100-90

MCLASS OSCILLATING SAW BLADE 25MM X
1.00MM (0.039 IN) X 90MM, QTY 5

TN250-119-90

MCLASS OSCILLATING SAW BLADE
1.19MM (0.047 IN) X 25MM X 90MM, QTY 5

TN250-127-90

MCLASS OSCILLATING SAW BLADE 25MM X
1.27MM (0.050 INCH) X 90MM, QTY 5

TN250-137-90

MCLASS OSCILLATING SAW BLADE 25MM X
1.37MM (0.054 IN) X 90MM, QTY 5

TN250-147-90

MCLASS OSCILLATING SAW BLADE 25MM X
1.47MM (0.058 IN) X 90MM,QTY 5

OSCILLATING SAW BLADE 13 X 0.89 X

V130-089-90 [90MM QTY 5

OSCILLATING SAW BLADE 13 X 1.00 X
V130-100-90 | 90MM QTY 5

OSCILLATING SAW BLADE 13 X 1.07 X
V130-107-90 |90MM QTY 5

OSCILLATING SAW BLADE 13 X 1.19 X
V130-119-90 | 90MM QTY 5

OSCILLATING SAW BLADE 13 X 1.27 X
V130-127-90 |90MM QTY 5

OSCILLATING SAW BLADE 13 X 1.37 X
V130-137-90 |90MM QTY 5

OSCILLATING SAW BLADE 13 X 1.47 X
V130-147-90 |90MM QTY 5

OSCILLATING SAW BLADE 19 X 0.89 X
V190-089-05 [105MM QTY 5

OSCILLATING SAW BLADE 19 X 0.89 X
V190-089-90 |90MM QTY 5
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OSCILLATING SAW BLADE 19 X 1.00 X
V190-100-05 [105MM QTY 5

OSCILLATING SAW BLADE 19 X 1.00 X
V190-100-90 |90MM QTY 5

OSCILLATING SAW BLADE 19 X 1.07 X
V190-107-90 |90MM QTY 5

OSCILLATING SAW BLADE 19 X 1.19 X
V190-119-05 |105MM QTY 5

OSCILLATING SAW BLADE 19 X 1.19 X
V190-119-90 |90MM QTY 5

OSCILLATING SAW BLADE 19 X 1.27 X
V190-127-05 | 105MM QTY 5

OSCILLATING SAW BLADE 19 X 1.27 X
V190-127-90 |90MM QTY 5

OSCILLATING SAW BLADE 19 X 1.37 X
V190-137-05 | 105MM QTY 5

OSCILLATING SAW BLADE 19 X 1.37 X
V190-137-90 |90MM QTY 5

OSCILLATING SAW BLADE 19/13 X1.19 X
V193-119-90 | 90MM QTY 5

OSCILLATING SAW BLADE 19/13 X 1.27 X
V193-127-90 |90MM QTY 5

OSCILLATING SAW BLADE 19/13 X 1.37 X
V193-137-90 |90MM QTY 5

OSCILLATING SAW BLADE 25 X 0.89 X
V250-089-90 |90MM QTY 5

OSCILLATING SAW BLADE 25 X 1.00 X
V250-100-90 |90MM QTY 5

OSCILLATING SAW BLADE 25 X 1.07 X
V250-107-90 |90MM QTY 5

OSCILLATING SAW BLADE 25 X 1.19 X
V250-119-90 |90MM QTY 5

OSCILLATING SAW BLADE 25 X 1.27 X
V250-127-90 |90MM QTY 5

OSCILLATING SAW BLADE 25 X 1.37 X
V250-137-90 | 90MM QTY 5

OSCILLATING SAW BLADE 25 X 1.47 X
V250-147-90 |[90MM QTY 5

1.0MM BUR, X-LONG, ROUND, DIAMOND
X10D FOR A223, A245, AND U212

2.0MM BUR, X-LONG, ROUND, DIAMOND
X20D FOR A223, A245 AND U213

2.0MM BUR, X-LONG, ROUND, CARBIDE
X20R FOR A223, A245 AND U212

3.0MM BUR, X-LONG, ROUND, DIAMOND
X30D FOR A223, A245 AND U213

3.0MM BUR, X-LONG, ROUND, CARBIDE
X30R FOR A223, A245 AND U212

4.0MM BUR, X-LONG, ROUND, DIAMOND
X40D FOR A223, A245 AND U213

4.0MM BUR, X-LONG, ROUND, CARBIDE
X40R FOR A223, A245 AND U212

5.0MM BUR, X-LONG, ROUND, DIAMOND
X50D FOR A223, A245 AND U213
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La Directora Técnica de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia de
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5.0MM BUR, X-LONG, ROUND, CARBIDE
X50R FOR A223, A245 AND U212

6.0MM BUR, X-LONG, ROUND, CARBIDE
X60R FOR A223, A245 AND U212

EL PRESENTE REGISTRO AMPARA ACCESORIOS Y REPUESTOS DE USO
EXCLUSIVO CON LOS DISPOSITIVOS.

LA VIDA UTIL (5 ANOS) ES APLICABLE SOLO AL INSTRUMENTAL QUE SE
SUMINISTRA ESTERIL.

VIDA UTIL.: 5 ANOS
EXPEDIENTE NO.: 20220284
RADICACION NO.: 20211300718

FECHA DE RADICACION.: 3112 2021

ARTICULO SEGUNDO.- CONTRA LA PRESENTE RESOLUCION PROCEDE UNICAMENTE EL RECURSO DE
REPOSICION, QUE DEBERA INTERPONERSE ANTE LA DIRECCION DE DISPOSITIVOS MEDICOS Y OTRAS
TECNOLOGIAS, DENTRO DE LOS DIEZ (10) DIAS SIGUIENTES A SU NOTIFICACION, EN LOS TERMINOS
SENALADOS EN EL CODIGO DE PROCEDIMIENTO ADMINISTRATIVO Y DE LO CONTENCIOSO
ADMINISTRATIVO.

ARTICULO TERCERO.- LA PRESENTE RESOLUCION RIGE A PARTIR DE LA FECHA DE SU EXPEDICION.

ARTICULO CUARTO.- LOS DERECHOS QUE SE DERIVEN DE ESTA RESOLUCION QUEDARAN SUJETAS AL
CONTROL POSTERIOR QUE DEBE REALIZAR EL INSTITUTO NACIONAL DE VIGILANCIA DE MEDICAMENTOS Y
ALIMENTOS INVIMA DE CONFORMIDAD CON LO PREVISTO POR EL ARTICULO 22 DEL DECRETO 4725 DE
2005.

COMUNIQUESE, NOTIFIQUESE Y CUMPLASE

DADA EN BOGOTA D.C. A LOS 13 DE ENERO DE 2022
ESTE ESPACIO, HASTA LA FIRMA SE CONSIDERA EN BLANCO.
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LUCIA AYALA RODRIGUEZ

DIRECTOR(A) TECNICO DE DISPOSITIVOS MEDICOS Y OTRAS TECNOLOGIAS
PROYECTO: LEGAL: STORRESS, TECNICO: MSANDOVALC,REVISO:CORDINA_VARIOSJPACHECO

Signature Not
Verifie
Firma gitalmentg por
LUCIA AYALA
RODRIGUEZ
Fecha: 2022/0§24
14:21:19 C
Razon: Invi

Locacion: ﬁ DTAD.C.,
Colombia

Pagina 13 de 13

Instituto Nacional de Vigilancia de Medicamentos y Alimentos - Invima

Oficina Principal: Cra 10 N° 64 - 28 - Bogola H 1
Administrativo: Cra 10 N° 64 - 60 In " l lo
BO)(1) 742 2111 nw¥hsio Nacional de Vigiancia de Medicamenics y Alimer
www.invima.gov.co



	RESOLUCIÓN No. 2022000908 DE 13 de Enero de 2022

		2022-01-24T14:21:19-0500
	BOGOTA D.C., Colombia
	Invima




