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

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

ANTECEDENTES

Que mediante radicado No. 20231343044 de fecha 29 de diciembre de 2022 el Doctor Mauricio Pinzon Pinzén,
actuando en calidad de Apoderado de DENTSPLY FINANCE CO., solicito Registro Sanitario, para el producto
Sistema de implantes ANKYLOS®

Que mediante escrito No. 20241048448 de fecha 29 de febrero de 2024, el Doctor Mauricio Pinzon Pinzon,
actuando en calidad de Apoderado de DENTSPLY FINANCE CO, allego alcance al radicado 20231343044, en el
sentido de tener en cuenta el formulario aportado con algunas correcciones.

CONSIDERANDO

Que ante este Instituto se ha solicitado la Concesidon de un Registro Sanitario con base en la documentacion
allegada, previo estudio técnico y legal de la Direccion de Dispositivos Médicos y Otras Tecnologias, se emitid
concepto favorable para la autorizacion de este Registro Sanitario, conforme al Decreto 4725 de 2005 y el Decreto
582 de 2017.

En consecuencia, la Directora Técnica de Dispositivos Médicos y Otras Tecnologias del Instituto Nacional de
Vigilancia de Medicamentos y Alimentos- Invima,

RESUELVE

ARTICULO PRIMERO. - Conceder REGISTRO SANITARIO por el término de DIEZ (10) afios a

PRODUCTO: SISTEMA DE IMPLANTES ANKYLOS® - SISTEMA DE IMPLANTES DETALES
COMPUESTO POR IMPLANTES, PILARES, COMPONENTES DE IMPLANTES,
INSTRUMENTAL QUIRURGICO Y PROTESIS

MARCA: ANKYLOS, DENTSPLY SIRONA
REGISTRO SANITARIO No.:  INVIMA 2024DM-0028504
TIPO DE REGISTRO: IMPORTAR Y VENDER
TITULAR(ES): DENTSPLY FINANCE CO. con domicilio en BOGOTA - D.C.
FABRICANTE(S): DENTSPLY IMPLANTS MANUFACTURING GMBH con domicilio en ALEMANIA
IMPORTADOR(ES): DENTSPLY FINANCE CO. con domicilio en BOGOTA - D.C.; MIS IMPLANTS
S.A.S con domicilio en BOGOTA - D.C.
ACONDICIONADOR(ES): DENTSPLY FINANCE CO. con domicilio en BOGOTA - D.C.; MIS IMPLANTS
S.A.S con domicilio en BOGOTA - D.C.
TIPO DE DISPOSITIVO INVASIVO
RIESGO: lb
COMPOSICION:
PARTES QUE [ COMPOSICION CUALITATIVA
COMPONEN EL
DISPOSITIVO
MEDICO
IMPLANTES (DENTAL | TITANIO GRADO 2 SEGUN ASTM-F67, ALEACION
IMPLANTS -|DE TITANIO (TIBAL4V-ELl) SEGUN ASTM-F136,

OSSEOINTEGRABLE) |ACERO INOXIDABLE SEGUN ASTM-F899, PTFE
(POLIETERETERCETONA), ACERO INOXIDABLE
SEGUN ASTM-F899.

PILARES ALEACION DE TITANIO (TI6AL4V-ELI) SEGUN
(ABUTMENT) ASTMF136, PC  (POLICARBONATO), POM
MOLDEADORES (POLIOXIMETILENO), PSU (POLISULFONA), PEEK
GINGIVALES, (POLIETERETERCETONA) PEEK
PILARES, PIEZAS | (POLIETERETERCETONA)/ZRO2 (ZIRCONIO),
AUXILIARES CARBURO DE TUNGSTENO, POM

(POLIOXIMETILENO, ACERO INOXIDABLE SEGUN
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PARTES QUE | COMPOSICION CUALITATIVA
COMPONEN EL

DISPOSITIVO

MEDICO

ASTM-F899, POM (POLIOXIMETILENO). ALEACION
DE ORO PERMADOR, SILICONA.

COMPONENTES DE | ACERO INOXIDABLE SEGUN ASTM-F899, ACERO
IMPLANTES (DENTAL | INOXIDABLE SEGUN ASTM-F899, EPDM (CAUCHO
IMPLANT ETILENO-PROPILENO-DIENO), ALEACION DE

COMPONENTS) TITANIO (TIGAL4V-ELI) SEGUN ASTMF136, POM
(POLIOXIMETILENO), ORO, ALEACION DE ORO,
PEEK (POLIETERETERCETONA), TITANIO GRADO
4 SEGUN ASTM-F67; TIN,

O BRI TALES <A| ACERO  INOXIDABLE ~ SEGUN ~ ASTM-F899,

ST ALEACION DE TITANIO (TIBAL4V-ELI) SEGUN

(SURGICAL ASTMF136, ALEACION DE TITANIO (TIBAL4V-ELI)

SEGUN ASTMF136, TITANIO GRADO 2 SEGUN
ASTM-F67,

ACERO INOXIDABLE SEGUN ASTM-F899, ACERO

INSTRUMENT FOR
DENTAL IMPLANTS)
INSTRUMENTOS

PARA EL MANEJO DE
PROTESIS
(INSTRUMENT  FOR
HANDLING

INOXIDABLE SEGUN ASTM-F899; PVC (CLORURO
DE POLIVINILO), PPSU (POLIFENILSULFONA),
ACERO  INOXIDABLE SEGUN  ASTM-F899,
CARBURO DE TUNGSTENO, ACERO DE ALTA

CASQUILLOS PARA
BARRA

PROTHESES) VELOCIDAD, TITANIO GRADO 2 SEGUN ASTM-
F67
TORNILLOS Y [ TITANIO GRADO 2 SEGUN ASTM-F67, ALEACION

DE TITANIO (TI6AL4V-ELI) SEGUN ASTM-F136,
ALEACION DE ORO PERMADOR, ALEACION DE

ORO DEGUNORM, TITANIO GRADO 4 SEGUN
ASTM-F67

o PF|ALEACION DE TITANIO, ACERO INOXIDABLE,
ALUMINIO Y COPOLIMERO DE ACETAL (POM

(LABORATORY (OSTAFORM)

PRODUCTS) :

BANDEJA  VACIA

PARA KIT

QUIRURGICO  (TRAY | ALUMINIO

EMPTY FOR

SURGICAL KIT)

USOs: EL SYSTEMA DE IMPLANTES ANKYLOS ESTA DESTINADO A SU USO EN

PROCEDIMIENTOS DE IMPLANTOLOGIA DENTAL COMO MEDIO DE
PROPORCIONAR SOPORTE Y ANCLAJE PARA PROTESIS DENTALES. EL
SISTEMA ESTA DISENADO PARA SUSTITUIR DIENTES AUSENTES Y
RESTAURAR LA FUNCION ORAL Y LA ESTETICA EN PACIENTES ADULTOS
CON UN SOPORTE OSEO ADECUADO A FIN DE RESTAURAR LA FUNCION
MASTICATORIA. ESTA DESTINADO A SER IMPLANTADO
QUIRURGICAMENTE EN EL HUESO MAXILAR, PROPORCIONANDO UNA
BASE ESTABLE PARA SUSTITUCIONES DE UN SOLO DIENTE, PUENTES DE
VARIAS PIEZAS O REHABILITACIONES DE ARCADA COMPLETA. CONSTA
DE IMPLANTES DENTALES, TORNILLOS DE CIERRE, PILARES
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TRANSEPITELIALES, OTROS COMPONENTES PROTESICOS, PRODUCTOS
DE LABORATORIO, ASi COMO INSTRUMENTOS QUIRURGICOS Y

PROTESICOS.
PRESENTACIONES ]
COMERCIALES: BLISTER CONTENIENDO 1, 2, 3 O 10 UNIDADES ESTERILES Y NO
ESTERILES, LOS KIT PROTESICO Y KIT QUIRURGICO SE EMPAQUETAN
COMO UNA UNIDAD (CAJA Y SUS COMPONENTES). LAS BANDEJAS SE
EMPAQUETAN INDIVIDUALMENTE. LOS INSTRUMENTOS BONECONDENSER
SE EMPAQUETAN INDIVIDUALMENTE EN BOLSAS DE PLASTICO.
OBSERVACIONES: EL PRESENTE REGISTRO AMPARA LAS SIGUIENTES REFEBENCIAS
FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(SI APLICA)
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010403 C/X IMPLANT A6.6 ©3.5/L6.6
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010405 C/X IMPLANT A8 @3.5/L8
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010408 C/X IMPLANT A9.5 @3.5/L9.5
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010410 C/X IMPLANT A11 ©@3.5/L11
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010420 C/X IMPLANT A14 @3.5/L14
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010422 C/X IMPLANT A17 @3.5/L17
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010423 C/X IMPLANT B6.6 @4.5/L6.6
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010425 C/X IMPLANT B8 J4.5/L8
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010428 C/X IMPLANT B9.5 @4.5/L9.5
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010430 C/X IMPLANT B11 @4.5/L11
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010440 C/X IMPLANT B14 @4.5/L14
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010450 C/X IMPLANT B17 @4.5/L17
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010452 C/X IMPLANT C6.6 &5.5/L6.6
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010453 C/X IMPLANT C8 g5.5/L8
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010455 C/X IMPLANT C9.5 @5.5/L9.5
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010458 C/X IMPLANT C11 &5.5/L11
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010460 C/X IMPLANT C14 &5.5/L14
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010470 C/X IMPLANT C17 &5.5/L17
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010472 C/X IMPLANT D8 @&7.0/L8
DENTAL IMPLANTS
(OSSEOINTEGRABLE) 31010474 C/X IMPLANT D9.5 &7.0/L9.5
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FAMILIA (SI APLICA) CODIGO, | DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)

(DOES')\'ST?(;I:\"\@@QJSLE) 31010476 | C/X IMPLANT D11 @7.0/L11
%ES'\'STQ'D'I:\]'\%@FE‘;SLE) 31010478 | C/X IMPLANT D14 @7.0/L14
oz [ TS
oz [SAE AR
ABUTMENT 31021500 | SALANCE ANTERIOR C/
ABUTMENT 31021600 | SALANGE ANTERIORC/
ABUTMENT 31021610 | DALARCE ANTERIORC/
ABUTMENT 31021620 | ALARGE ANTERIORC/
ABUTMENT 31021625 | ormaian o T VORCHO7S
ABUTMENT 31021630 | ormaoir o T HORCIS
ABUTMENT 31021640 | opmasi OoTRIOR G/ 30
ABUTMENT 31021645 | oATANCE POSTERIORCT 4.5
BUTMENT 31021647 | BALANCE POSTERIOR C/ 075
BUTMENT st021645 | BAANCE POSTERIOR C/ 075
ABUTMENT St0216ag | BALANCE POSTERIOR CT 15
ABUTMENT St021650 | PALANCE POSTERIOR C/ 15
ABUTMENT st02t652 | BALANCE POSTERIOR CT 075
ABUTMENT 31021653 | ALANCE POSTERIOR G715
BUTVENT 31021654 | BALANCE POSTERIOR CT 075
BUTVENT 31021655 | BALANCE POSTERIOR C/ 15
BUTMENT 31021659 | BALANCE POSTERIOR CT 075
BUTMENT 31021660 | BALANCE POSTERIOR C7 3.0
BUTMENT 31021665 | BALANCE POSTERIOR CT 45
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FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
SYNCONE® C/ ABUTMENT 1.5
ABUTMENT 31022110 | STRGONEES
ABUTMENT 31022112 ?\g%cgNS%@ C/ ABUTMENT
ABUTMENT 31022114 %ﬂ%?'},E@ C/ ABUTMENT
SYNCONE® C/ ABUTMENT
ABUTMENT 31022116 S e 2o
ABUTMENT 31022118 182\'3%9';‘?@ C/ ABUTMENT
SYNCONE® C/ ABUTMENT 3.0
ABUTMENT 31022120 | Sy NEONES S
SYNCONE® C/ ABUTMENT
ABUTMENT 31022122 (SO
ABUTMENT 31022124 gmgﬁ)'}E@ C/ ABUTMENT
SYNCONE® C/ ABUTMENT
ABUTMENT 31022126 |3 owoO0
ABUTMENT 31022128 %g%?'\;?@ C/ ABUTMENT
SYNCONE® C/ ABUTMENT 4.5
ABUTMENT 31022130 | STRGONECS
SYNCONE® C/ ABUTMENT
ABUTMENT 31022132 SN
ABUTMENT 31022134 fm%?'\;?@ C/ ABUTMENT
SYNCONE® C/ ABUTMENT
ABUTMENT 31022136 |7 LS00
SYNCONE® C/ ABUTMENT
ABUTMENT 31022138 |7 0
ABUTMENT WITH SNAP
ABUTMENT 31021300  |ATTACHMENT C/ A/1.5
COMPLETE
ABUTMENT WITH SNAP
ABUTMENT 31021301 ATTACHMENT C/ A/1.5
ABUTMENT WITH SNAP
ABUTMENT 31021310 | ATTACHMENT C/ A/3.0
COMPLETE
ABUTMENT WITH SNAP
ABUTMENT 31021311 ATTACHMENT C/ A/3.0
ABUTMENT WITH SNAP
ABUTMENT 31021320 | ATTACHMENT C/ A/4.5
COMPLETE
ABUTMENT WITH SNAP
ABUTMENT 31021321 ATTACHMENT C/ A/4.5
BALANCE POSTERIOR C/ 0.0
ABUTMENT 31021445 | ghEASE
BALANCE BASE ABUTMENT C/
ABUTMENT 31022520 | ANCE BASE
ABUTMENT 31022530 | BALANCE BASE ABUTMENT C/
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FAMILIA (SI APLICA) CODIGO, | DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
NARROW GH1.5
ABUTMENT 31022540 | pAANCE BASE ABUTMENT C/
ABUTMENT 31022542 | SALANCE BASE ABUTMENT C/
ABUTMENT 31022546 | SALANCE BASE ABUTMENT C/
ABUTMENT 31022550 | SALANCE BASE ABUTMENT C/
ABUTMENT 31022552 | SALANCE BASE ABUTMENT C/
ABUTMENT 31022556 | SALANCE BASE ABUTMENT C/
ABUTMENT 31024150 | 3eSULAR T ABUTMENT
ABUTMENT 31024151 | geoULAR & ABUTMENT
ABUTMENT 31024152 | groULAR ST ABUTMENT
ABUTMENT 31024153 | geouLAR M ABUTMENT
ABUTMENT 31024154 | gEoULAR B ABUTMENT
ABUTMENT 31024155 | RooocAs SLABUTMENT
ABUTMENT 31024160 | g o ABUTMENT
ABUTMENT 31024161 | RESULAR CTABUTMENT
ABUTMENT 31024162 | RESULAR CTABUTMENT
ABUTMENT 31024163 | R-CULAR G/ ABUTMENT
ABUTMENT 31024164 | R-SULAR CTABUTMENT
ABUTMENT 31024170 | RESULAR O/ ABUTMENT
ABUTMENT 31024171 | FESULAR T ABUTMENT
ABUTMENT 31024172 | gEOULAR CTABUTMENT
ABUTMENT 31024173 | gEOULAR S ABUTMENT
ABUTMENT 31024180 | grooraR O ABUTMENT
ABUTMENT 31024181 | g oo OR Cf ABUTMENT
ABUTMENT 31024182 | oo oo ABUTMENT
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FAMILIA (SI APLICA) CODIGO, | DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)

ABUTMENT 31024183 | groures & ABUTMENT
ABUTMENT 31021050 |3 LDARD & ASUTMENT
ABUTMENT 31021060 |5 L PARD & ABUTMENT
ABUTMENT 31021070 | SANDARD O ABUTMENT
ABUTMENT 31021076 | 5 ADARD O ABUTMENT
ABUTMENT 31021078 | S OIDARD O ABUTMENT
ABUTMENT 31021080 | 5 oI0ARD S ABUTMENT
ABUTMENT 31021000 |5 ANDARD & ABUTMENT
ABUTMENT 31021100 |5 ANDARD & ABUTMENT
ABUTMENT 31021110 | 5LANPARD & ABUTMENT
ABUTMENT 31021120 | 5LANDARD & ABUTMENT
ABUTMENT 31021130 | 5/ ADDARD & ABUTMENT
ABUTMENT 31021140 | 5 ANDARD & ABUTMENT
ABUTMENT 31021150 [ 3R 0 DARD S ABUTMENT
ABUTMENT 31021160 |3 e e AOUTMENT
ABUTMENT 31021170 | 51 ANDARD S ABUTMENT
ABUTMENT 31021180 | 51 ANDARD CF ABUTMENT
ABUTMENT 31021190 | 5 ANDARD S ABUTMENT
ABUTMENT 31021200 | 5LANDARD S ABUTMENT
ABUTMENT 31022642 | TITANIUMBASE C/
ABUTMENT 31022652 | TITANIUMBASE C/ HIGH
ABUTMENT 31023410 g:ggg{l\aﬂel’—:;mc ABUTMENT C/
ABUTMENT 31023412 | SONOMETRIC ABUTMENT C/
ABUTMENT 31023420 | §onopeirc ABUTMENTC/
ABUTMENT 31023422 |§ohonaa e ABUTMENTC/
ABUTMENT 31023430 | CONOMETRIC ABUTMENT C/
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FAMILIA (S| APLICA) CODIGO, | DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
4.5/0°/093.3
ABUTMENT 31023432 |G ohon il NIC ABUTMENT I
ABUTMENT 31023450 |SONOMETRICABUTMENT C/
ABUTMENT 31023452 | SN ONETRIC ABUTMENT C/
ABUTMENT 31023460 |5 on e iric ABUTMENTC/
ABUTMENT 31023462 |§ononag oo ABUTMENTC/
ABUTMENT 31023470 | S ONOMETRIC ABUTMENT C/
ABUTMENT 31023472 | SN ONIETRIC ABUTMENT C/
ABUTMENT 31022710 | gRLANCE ANTERIOR /X
ABUTMENT 31022715 | grih ) ATERIOR X
ABUTMENT 31022730 | ghii L enme L ORX
ABUTMENT 31022735 | gnii s onme LORX
ABUTMENT 31022750 | PACANCE ANTERIOR /X
ABUTMENT 31022755 | ParanCE ANTERIOR/X
ABUTMENT 31022770 | PALARCE ANTERIOR /X
ABUTMENT 31022775 | DALARCE ANTERIOR /X
ABUTMENT 31024110 | RESULAR X ABUTMENT
ABUTMENT 31024111 | RESULAR XCABUTMENT
ABUTMENT 31024112 | RESULAR XABUTMENT
ABUTMENT 31024113 | 3ESULAR X ABUTMENT
ABUTMENT 31024114 | 3ESULAR X ABUTMENT
ABUTMENT 31024115 | 3ESULAR P ABUTMENT
ABUTMENT 31024120 | 3RO ULAR X ABUTMENT
ABUTMENT 31024121 | gEOULAR X ABUTMENT
ABUTMENT 31024122 | o0 AR X ABUTMENT
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FAMILIA (SI APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S1 APLICA)

REGULAR /X ABUTMENT
ABUTMENT 31024123 GHA 5/ADD

REGULAR /X ABUTMENT
ABUTMENT 31024124 GH1.5/A30

REGULAR /X ABUTMENT
ABUTMENT 31024130 GH3.0/A0

REGULAR /X ABUTMENT
ABUTMENT 31024131 GH3 O/A7 &

REGULAR /X ABUTMENT
ABUTMENT 31024132 GH3.0/AM5

REGULAR /X ABUTMENT
ABUTMENT 31024133 GH3.0/A22 2

REGULAR /X ABUTMENT
ABUTMENT 31024140 GHA 5/AO

REGULAR /X ABUTMENT
ABUTMENT 31024141 GHA BIAT &

REGULAR /X ABUTMENT
ABUTMENT 31024142 GHA 5/A5

REGULAR /X ABUTMENT
ABUTMENT 31024143 GHA.5/AD2 5
ABUTMENT 31022646 TITANIUMBASE /X
ABUTMENT 31022656 TITANIUMBASE /X HIGH
DENTAL IMPLANT
COMPONENTS 31010480 C/X COVER SCREW
DENTAL IMPLANT
COMPONENTS 31010481 C/X COVER SCREW 1MM
DENTAL IMPLANT
COMPONENTS 31010482 C/X COVER SCREW 2MM
DENTAL IMPLANT 31056026 FIXATION SCREW, OCCLUSAL
COMPONENTS M1.6 MM HEX, L19 MM

RETENTION COPING LONG
ggwﬂLAoL,\:'\E/'ﬁ#SANT 31056217 FOR BALANCE BASE

ABUTMENT NARROW
DENTAL IMPLANT
COMPONENTS 31022644 SCANBASE C/
DENTAL IMPLANT
COMPONENTS 31022654 SCANBASE C/ HIGH
DENTAL IMPLANT
COMPONENTS 31045211 WAX-UP SCREW, SHORT
DENTAL IMPLANT
COMPONENTS 31045213 WAX-UP SCREW, LONG
DENTAL IMPLANT 31045400 BALANCE C/ TRANSFER
COMPONENTS SCREW, SHORT
DENTAL IMPLANT 31045402 BALANCE C/ TRANSFER
COMPONENTS SCREW, LONG
DENTAL IMPLANT 31056024 FIXATION SCREW, OCCLUSAL
COMPONENTS M1.6 MM HEX, LONG
DENTAL IMPLANT 31056025 FIXATION SCREW, OCCLUSAL
COMPONENTS M1.6 MM HEX, EXTRA LONG
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INVIMQ | Te Acompania

Republica de Colombia
Ministerio de Salud y Proteccion Social

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
DENTAL IMPLANT
R ONMEON T & 31022648 | SCANBASE /X
DENTAL IMPLANT
Do A 31022658 | SCANBASE /X HIGH
TRANSFER POST FOR
ggwﬂTPAOL,\:'\E"ﬁ#éNT 31045410 BALANCE ABUTMENTS,
SHORT
DENTAL IMPLANT 1045412 | TRANSFER POST FOR
COMPONENTS BALANCE ABUTMENTS, LONG
DENTAL IMPLANT 31045415 | BALANCE C/ REPOSITIONING
COMPONENTS POST ABUTMENTS
DENTAL IMPLANT 31045416 | BALANCE C/ REPOSITIONING
COMPONENTS POST ABUTMENTS, NARROW
DENTAL IMPLANT 31047040 | /X TRANSFER POST PICKUP
COMPONENTS TECHNIQUE, SHORT
DENTAL IMPLANT 31047042 | /X TRANSFER POST PICKUP
COMPONENTS TECHNIQUE, LONG
DENTAL IMPLANT 31047044 | /X REPOSITIONING POST,
COMPONENTS SHORT
DENTAL IMPLANT /X REPOSITIONING POST,
COMPONENTS 31047046 LONG
CONOMETRIC HEALING CAP,
ABUTMENT 31072101 R
CONOMETRIC HEALING CAP,
ABUTMENT 31072102 | SN
ABUTMENT 31072103 gf’g‘g“gETR'C HEALING CAP,
DENTAL IMPLANT 31072301 CONOMETRIC FINAL CAP, TIN,
COMPONENTS @3.3, SINGLE TOOTH
DENTAL IMPLANT 31072303 | CONOMETRIC FINAL CAP, TIN,
COMPONENTS @4.5, SINGLE TOOTH
CONOMETRIC
ggwﬂTP%,\:'\E"ﬁ'T-éNT 31072112 TEMPORIZATION CAP,
23.3/4.6, SINGLE TOOTH
CONOMETRIC
ggwAL%r\“\zﬂr\F;IT_éNT 31072114 | TEMPORIZATION CAP,
@4.5/5.8, SINGLE TOOTH
SURGICAL INSTRUMENT
SR AT | 26205 SMARTFIX® GUIDE
INSTRUMENT FOR 31072909 | CONOMETRIC ABUTMENT
HANDLING PROSTHESES DRIVER @3.3, 25MM
INSTRUMENT FOR 31072910 | CONOMETRIC ABUTMENT
HANDLING PROSTHESES DRIVER @3.3, 20MM
SURGICAL INSTRUMENT | ™| ROUND DRILL 3 MM WITH
FOR DENTAL IMPLANTS INTERNAL COOLING
SURGICAL INSTRUMENT | " | TWIST DRILL, @2 MM WITH
FOR DENTAL IMPLANTS INTERNAL COOLING
SURGICAL INSTRUMENT | -~~~ | PARALLEL GAUGE FOR
FOR DENTAL IMPLANTS LINDEMANN MILL
SURGICAL INSTRUMENT |31033026 | PARALLEL GAUGE FOR TWIST
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POTENCIA DE LA

VIDA INVIMQ | Te Acompania

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

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (SI APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S1 APLICA)
FOR DENTAL IMPLANTS DRILL

SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS

31033185 CONICAL REAMER A6.6 / A8

31033188 CONICAL REAMER A9.5

31033190 CONICAL REAMER A11

31033200 CONICAL REAMER A14

31033202 CONICAL REAMER A17

31033205 CONICAL REAMER B6.6 /B8

31033208 CONICAL REAMER B9.5

31033210 CONICAL REAMER B11

31033220 CONICAL REAMER B14

31033230 CONICAL REAMER B17

31033233 CONICAL REAMER C6.6 / C8

31033235 CONICAL REAMER C9.5

31033238 CONICAL REAMER C11

31033240 CONICAL REAMER C14

31033250 CONICAL REAMER C17

31033252 CONICAL REAMER D8

31033254 CONICAL REAMER D9.5

31033256 CONICAL REAMER D11

31033258 CONICAL REAMER D14

31033260 TAP FOR A-IMPLANTS

31033270 TAP FOR B-IMPLANTS

31033280 TAP FOR C-IMPLANTS

31033285 TAP FOR D-IMPLANTS

31034000 TREPHINE DRILL A
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COLOMBIA
POTENCIA DE LA

VIDA

INVIMQ | Te Acompania

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

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
SURGICAL INSTRUMENT
S L i ARTS 31034010 | TREPHINE DRILL B
SURGICAL INSTRUMENT
SR S R ML 31034020 | TREPHINE DRILL C
SURGICAL INSTRUMENT | 54134645 FNNDE:\_/?EL)JJZLNSGCEF)QEI\/IY/L FOR
FOR DENTAL IMPLANTS mDIVIDUAL
SURGICAL INSTRUMENT
SURCICAL IS TRUMCI 31034650 | TWIST DRILL 1.4 MM
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31034670 | TAPM 1.8
SURGICAL INSTRUMENT
SR S AT 31034690 | THREAD CORE DRILL M1.6
SURGICAL INSTRUMENT
SR S ATy [31034691 SCREW TAP M1.6
SURGICAL INSTRUMENT || CONICAL REAMER A6.6/ A8
FOR DENTAL IMPLANTS M)
SURGICAL INSTRUMENT
S L ARTS 31037188 | CONICAL REAMER A9.5 (M)
SURGICAL INSTRUMENT
S S LARTS 31037190 | CONICAL REAMER A11 ()
SURGICAL INSTRUMENT
S L ARTS 31037200 | CONICAL REAMER A14 ()
SURGICAL INSTRUMENT
S S LARTS 31037202 | CONICAL REAMER A17 (M)
SURGICAL INSTRUMENT |~~~ | CONICAL REAMER B6.6/ B8
FOR DENTAL IMPLANTS M)
SURGICAL INSTRUMENT
SR L oI RN 31037208 | CONICAL REAMER B9.5 (M)
SURGICAL INSTRUMENT
SR LTSI 31037210 | CONICAL REAMER B11 (M)
SURGICAL INSTRUMENT
SURCICAL IS TRUMCIY 31037220 | CONICAL REAMER B14 (M)
SURGICAL INSTRUMENT
SR S AT 31037230 | CONICAL REAMER B17 (M)
SURGICAL INSTRUMENT |~ | TRI-SPADE DRILL FOR A-
FOR DENTAL IMPLANTS IMPLANTS, XS
SURGICAL INSTRUMENT |~ | TRI-SPADE DRILL FOR A-
FOR DENTAL IMPLANTS IMPLANTS. S
SURGICAL INSTRUMENT | " | TRI-SPADE DRILL FOR A-
FOR DENTAL IMPLANTS IMPLANTS. M
SURGICAL INSTRUMENT |~ | TRI-SPADE DRILL FOR A-
FOR DENTAL IMPLANTS IMPLANTS, L
SURGICAL INSTRUMENT | "~ | TRI-SPADE DRILL FOR B-
FOR DENTAL IMPLANTS IMPLANTS, XS
SURGICAL INSTRUMENT | -~ | TRI-SPADE DRILL FOR B-
FOR DENTAL IMPLANTS IMPLANTS. S
SURGICAL INSTRUMENT |~~~ | TRI-SPADE DRILL FOR B-
FOR DENTAL IMPLANTS IMPLANTS. M
SURGICAL INSTRUMENT | 31037360 | TRI-SPADE DRILL FOR B-
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COLOMBIA
POTENCIA DE LA

VIDA INVIMQ | Te Acompania

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

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (SI APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S1 APLICA)
FOR DENTAL IMPLANTS IMPLANTS, L
SURGICAL INSTRUMENT | .. 0o, TRI-SPADE DRILL FOR C-
FOR DENTAL IMPLANTS IMPLANTS, XS
SURGICAL INSTRUMENT [ o 0o TRI-SPADE DRILL FOR C-
FOR DENTAL IMPLANTS IMPLANTS, S
SURGICAL INSTRUMENT | ..o TRI-SPADE DRILL FOR C-
FOR DENTAL IMPLANTS IMPLANTS, M
SURGICAL INSTRUMENT | o 00 TRI-SPADE DRILL FOR C-
FOR DENTAL IMPLANTS IMPLANTS, L
INSTRUMENT FOR 31033434 UNSCREW INSTRUMENT FOR
HANDLING PROSTHESES COVER SCREWS, SHORT
INSTRUMENT FOR 31033435 UNSCREW INSTRUMENT FOR
HANDLING PROSTHESES COVER SCREWS, LONG
INSTRUMENT FOR 31033450 SCREWDRIVER INSERT 1.6
HANDLING PROSTHESES MM BLADE
INSTRUMENT FOR 31033455 SCREWDRIVER INSERT 1.0
HANDLING PROSTHESES MM HEX
INSTRUMENT FOR 31033456 SCREWDRIVER INSERT 1.0
HANDLING PROSTHESES MM HEX, SHORT

SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS

31034620 TAPER PROTECTION 1.0 MM

31034630 TAPER PROTECTION 1.4 MM

SURGICAL INSTRUMENT 31034640 CROWN CUTTER, ROTATION
FOR DENTAL IMPLANTS COUNTERCLOCKWISE
SURGICAL INSTRUMENT 31034660 UNSCREW INSTRUMENT,
FOR DENTAL IMPLANTS REPAIR KIT

SURGICAL INSTRUMENT

FOR DENTAL IMPLANTS 31034692 EXTRACTION BOLT
SURGICAL INSTRUMENT 31037408 EXTENSION INSTRUMENT
FOR DENTAL IMPLANTS HXSS

SURGICAL INSTRUMENT 31037440 TAP FOR A-IMPLANTS (M,
FOR DENTAL IMPLANTS HXSS)

SURGICAL INSTRUMENT 31037450 TAP FOR B-IMPLANTS (M,
FOR DENTAL IMPLANTS HXSS)

FOR DENTAL IMPLANTS MOTOR ’

SEATING INSTRUMENT FOR

SURGICAL INSTRUMENT 31037543 C/X IMPLANTS, HXSS LONG

FOR DENTAL IMPLANTS

MOTOR
INSTRUMENTAL KIT 31036120 PROSTHETIC TRAY
PROSTHETIC TRAY BALANCE
INSTRUMENTAL KIT 31036140 ABUTMENT SYSTEM
PROSTHETIC TRAY
INSTRUMENTAL KIT 31036150 STANDARD ABUTMENT
SYSTEM
SURGICAL KIT 31036501 SURGICAL KIT MANUAL ABC
SURGICAL KIT 31036503 SURGICAL KIT MANUAL ABC
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COLOMBIA
POTENCIA DE LA

VIDA

INVIMQ | Te Acompania

Republica de Colombia
Ministerio de Salud y Proteccion Social

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (SI APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S1 APLICA)

SURGICAL KIT 31036511 SURGICAL KIT MANUAL AB
SURGICAL KIT 31036513 SURGICAL KIT MANUAL AB

SURGICAL KIT MOTOR AB
INSTRUMENTAL KIT 31036521 REAMER

SURGICAL KIT MOTOR AB
SURGICAL KIT 31036523 REAMER
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037040 ROUND DRILL
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037041 LINDEMANN DRILL D2/L8
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037042 LINDEMANN DRILL D2/L11
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31087043 TWIST DRILL D2.0/S
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037044 TWIST DRILL D2.0/M
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037052 TWIST DRILL A/S
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037053 TWIST DRILL A/M
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037062 TWIST DRILL B/S
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037063 TWIST DRILL B/M
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037072 TWIST DRILL C/S
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31087073 TWIST DRILL C/M
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037082 TWIST DRILL D/S
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037083 TWIST DRILL D/M
INSTRUMENT FOR 31033457 SCREWDRIVER INSERT 1.8
HANDLING PROSTHESES MM HEX
INSTRUMENT FOR 31033458 SCREWDRIVER INSERT 1.8
HANDLING PROSTHESES MM HEX, SHORT
SURGICAL INSTRUMENT |00 o0, SCREW FRAGMENT REMOVAL
FOR DENTAL IMPLANTS INSTRUMENT
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31034695 CENTERING AID
SURGICAL INSTRUMENT [ o oo CONICAL REAMER A6.6 / A8
FOR DENTAL IMPLANTS (M), L
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037189 CONICAL REAMER A9.5 (M), L
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31087191 CONICAL REAMER A11 (M), L
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037201 CONICAL REAMER A14 (M), L
SURGICAL INSTRUMENT | 31037203 CONICAL REAMER A17 (M), L
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COLOMBIA
POTENCIA DE LA

VIDA INVIMQ | Te Acompania

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

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (SI APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S1 APLICA)
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT [ ..o 0 CONICAL REAMER B6.6 / B8
FOR DENTAL IMPLANTS (M), L

SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT

31037209 CONICAL REAMER B9.5 (M), L

FOR DENTAL IMPLANTS 31037211 CONICAL REAMER B11 (M), L
SURGICAL INSTRUMENT

FOR DENTAL IMPLANTS 31037221 CONICAL REAMER B14 (M), L
SURGICAL INSTRUMENT

FOR DENTAL IMPLANTS 31037231 CONICAL REAMER B17 (M), L
SURGICAL INSTRUMENT 31037441 TAP FOR A-IMPLANTS (M,
FOR DENTAL IMPLANTS HXSS), L

SURGICAL INSTRUMENT 31037451 TAP FOR B-IMPLANTS (M,
FOR DENTAL IMPLANTS HXSS), L

STANDARD C/ SULCUS

ABUTMENT 31021011 FORMER COMPACT A/1.5
STANDARD C/ SULCUS
ABUTMENT 31021021 FORMER COMPACT A/3.0
STANDARD C/ SULCUS
ABUTMENT 31021026 FORMER COMPACT A/4.5
STANDARD C/ SULCUS
ABUTMENT 31021028 FORMER COMPACT A/6.0
STANDARD C/ SULCUS
ABUTMENT 31021031 FORMER COMPACT B/1.5
STANDARD C/ SULCUS
ABUTMENT 31021041 FORMER COMPACT B/3.0
BALANCE ANTERIOR C/
ABUTMENT 31021510 | SULCUS FORMER 1.5 SMALL,
WITH SCREW
BALANCE ANTERIOR C/
ABUTMENT 31021515 | SULCUS FORMER 3.0 SMALL,
WITH SCREW
BALANCE ANTERIOR C/
ABUTMENT 31021520 | SULCUS FORMER 1.5 LARGE,
WITH SCREW
BALANCE ANTERIOR C/
ABUTMENT 31021525 | SULCUS FORMER 3.0 LARGE,
WITH SCREW
BALANCE POSTERIOR C/
ABUTMENT 31021528 | 9 cUS FORMER 0.75
BALANCE POSTERIOR C/
ABUTMENT 31021530 | oo S FoRMER
BALANCE POSTERIOR C/
ABUTMENT 31021535 [onANCE POSIERIO
ABUTMENT 31021640 | BALANCE POSTERIOR C/

SULCUS FORMER 4.5
SCREW FOR SULCUS
31021507 FORMER BALANCE ANTERIOR

DENTAL IMPLANT

COMPONENTS
3.0
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COLOMBIA
POTENCIA DE LA

VIDA

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

INVIMQ | Te Acompania

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)

ABUTMENT 31021451 SULCUS FORMER 0.0 A
ABUTMENT 31021452 | SULCUS FORMER 0.0 B
ABUTMENT 31021454 | SULCUS FORMER 0.0 C

SCREW FOR SULCUS
DENTAL IMPLANT
Do A 31021505 |1=2RMER BALANCE ANTERIOR

GINGIVA FORMER C/ @4.2
ABUTMENT 31022510 | SO
ABUTMENT 31022512 gmGS'VA FORMER C/ @4.2
ABUTMENT 31022514 g:_';‘BG(')VA FORMER C/ @4.2
ABUTMENT 31022516 g:_'l"4G5'VA FORMER C/ @4.2

TEMPORARY ABUTMENT
ABUTMENT 31023311 BALANCE SMALL 1.5 0°

DENTIN

TEMPORARY ABUTMENT
ABUTMENT 31023316 | BALANCE SMALL 3.0 0°

DENTIN

TEMPORARY ABUTMENT
ABUTMENT 31023331 BALANCE SMALL 1.5 15°

DENTIN

TEMPORARY ABUTMENT
ABUTMENT 31023336 | BALANCE SMALL 3.0 15°

DENTIN

TEMPORARY ABUTMENT
ABUTMENT 31023351 BALANCE LARGE 1.5 0°

DENTIN

TEMPORARY ABUTMENT
ABUTMENT 31023356 | BALANCE LARGE 3.0 0°

DENTIN

TEMPORARY ABUTMENT
ABUTMENT 31023371 BALANCE LARGE 1.5 15°

DENTIN

TEMPORARY ABUTMENT
ABUTMENT 31023376 | BALANCE LARGE 3.0 15°

DENTIN

PROTECTIVE CAP FOR
ggwﬂTPAOL,\}'\E"ﬁ#QNT 31022590 | BALANCE BASE ABUTMENT

NARROW

REGULAR C/X GINGIVA
ABUTMENT 31024010  [RECHAR CAX G

REGULAR C/X GINGIVA
ABUTMENT 31024012 |RECHEAR CIX €

REGULAR C/X GINGIVA
ABUTMENT 31024014 | REGULAR CIX €
ABUTMENT 31024016 | REGULAR C/X GINGIVA

FORMER GH4.5
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Republica de Colombia
Ministerio de Salud y Proteccion Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
DENTAL IMPLANT 31021312 | SNAP FOR ABUTMENT WITH
COMPONENTS SNAP ATTACHMENT
DENTAL IMPLANT 31010110 | CX MEMBRANE SCREW & 3.5
COMPONENTS MM
DENTAL IMPLANT 31010120 | C/X MEMBRANE SCREW & 6.0
COMPONENTS MM
DENTAL IMPLANT 31010130 | C/X MEMBRANE SCREW & 6.0
COMPONENTS MM SINUS LIFT 1 MM
DENTAL IMPLANT 31010140 | CIX MEMBRANE SCREW @ 6.0
COMPONENTS MM SINUS LIFT 2 MM
CENTRAL SCREW HEX FOR
ABUTMENT 31021431 AN ol
DENTAL IMPLANT 31056021 RETAINING SCREW,
COMPONENTS OCCLUSAL HEXAGON M1.6
DENTAL IMPLANT 31056022 | FIXATION SCREW, OCCLUSAL
COMPONENTS M1.6 MM HEX
DENTAL IMPLANT 31056081 RETAINING SCREW, LATERAL
COMPONENTS HEXAGON M1X0.2
DENTAL IMPLANT 31056052 | SLEEVE FOR RETAINING
COMPONENTS SCREW, LATERAL HEXAGON
DENTAL IMPLANT 31056054 | RETAINING SCREW, LATERAL
COMPONENTS HEXAGON M1.2
DENTAL IMPLANT
R PN & 31056140 | SCREW FOR GOLD COPING
COVER SCREW FOR
ABUTMENT 31056280 | SYNCONE® C/ ABUTMENT
STRAIGHT 5°
DENTAL IMPLANT 31056301 FIXATION SCREW LATERAL
COMPONENTS HEXAGON M1.4
DENTAL IMPLANT 31056304 | HORIZONTAL SCREW SEAT
COMPONENTS FOR FIXATION SCREW M1.4
TAPER CAP FOR SYNCONE®
ggwﬂTP%,\:'\E"ﬁ'T-éNT 31021750  |6° DEGULOR 3406 WITH
RETENTION
TAPER CAP FOR SYNCONE®
ggwAL%r\“\zﬂr\F;IT_éNT 31021752  |4° DEGULOR 3406 WITH
RETENTION
TAPER CAP DEGULOR® WITH
DENTAL IMPLANT
oA 31022198 EOETENTION FOR SYNCONE®
TAPER CAP DEGULOR®
ggwﬂTP%,\“\E"ﬁ#’S*NT 31022199 | WITHOUT RETENTION FOR
SYNCONE® 5°
ABUTMENT 31022570 E’é;%NCE BASE ABUTMENT
GOLD COPING, PERMADOR
ggwﬂTF,%,\:'\E"ﬁ%NT 31056100 | A/1.5/4.0 & A/3.0/4.0 WITH
SCREW
DENTAL IMPLANT 31056110 | GOLD COPING, PERMADOR
COMPONENTS A/1.5/6.0 & A/3.0/6.0 WITH
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COLOMBIA
POTENCIA DE LA
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Republica de Colombia
Ministerio de Salud y Proteccion Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

INVIMQ | Te Acompania

RESOLUCION No. 2024011557 de 14 de Marzo de 2024

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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(SI APLICA)
SCREW
GOLD COPING, PERMADOR
ggwﬂTP%,\“\E"ﬁ'T'QNT 31056120 B/1.5/4.0 & B/3.0/4.0 WITH
SCREW
GOLD COPING, PERMADOR
ggwﬂTP%,\”\E"ﬁ'T-éNT 31056130 B/1.5/6.0 & B/3.0/6.0 WITH
SCREW
GOLD COPING, DEGUNORM
85’&?&,&"&@” 31056160 | A/1.5/4.0 & A/3.0/4.0 WITH
SCREW
GOLD COPING, DEGUNORM
ggwﬂTP%,\}'\E"ﬁ#gNT 31056170 | A/1.5/6.0 & A/3.0/6.0 WITH
SCREW
GOLD COPING, DEGUNORM
85%%,\}2"5'{/8*” 31056180  |B/1.5/4.0 & B/3.0/4.0 WITH
SCREW
GOLD COPING, DEGUNORM
ggwﬂTP%,\“\E"ﬁ'T'QNT 31056190  |B/1.5/6.0 & B/3.0/6.0 WITH
SCREW
GOLD COPING FOR BALANCE
oyl 31056200 | BASE ABUTMENT (PERMADOR
PDF) WITH SCREW
GOLD COPING FOR BALANCE
ggwﬂTP%,\”\E"ﬁ'T-éNT 31056210 BASE ABUTMENT
(DEGUNORM) WITH SCREW
GOLD COPING BALANCE BASE
ggwﬂTPAOL,\}'\E/'ﬁ#QNT 31056212 | ABUTMENT NARROW
(PERMADOR PDF)
DENTAL IMPLANT 31056215 | RETENTION COPING FOR
COMPONENTS BALANCE BASE ABUTMENT
DENTAL IMPLANT 31056216 | RETENTION COPING BALANCE
COMPONENTS BASE ABUTMENT NARROW
DENTAL IMPLANT 31056216 | TITANIUM COPING BALANCE
COMPONENTS BASE ABUTMENT NARROW
WELDING SLEEVE FOR
ggwﬂTP%,\}'\E"ﬁ'T'QNT 31056219 | BALANCE BASE ABUTMENT
NARROW
TEMPORARY WELDING
ABUTMENT 31022661 TEUPORARY WEL
TEMPORARY WELDING
ABUTMENT 31022662 | poroRaRCEL
TEMPORARY WELDING
ABUTMENT 31022663 | o ORARY DEL
DENTAL IMPLANT 31056085 | WELDING CAP FOR
COMPONENTS SYNCONE® 5°
DENTAL IMPLANT 31056001 WELDING CAP FOR
COMPONENTS STANDARD ABUTMENT A/4.0
WELDING CAP FOR
DENTAL IMPLANT
oA 31056092 | STANDARD ABUTMENT A/4.0

LATERAL SCREW
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Republica de Colombia
Ministerio de Salud y Proteccion Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (SI APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S1 APLICA)
DENTAL IMPLANT 31056093 WELDING CAP FOR
COMPONENTS STANDARD ABUTMENT A/6.0

WELDING CAP FOR

DENTAL IMPLANT 31056094 STANDARD ABUTMENT A/6.0

COMPONENTS

LATERAL SCREW
DENTAL IMPLANT 31056005 | WELDING CAP FOR
COMPONENTS STANDARD ABUTMENT B/4.0
WELDING CAP FOR
ggwﬂTP%,\:'\E"ﬁ'T-éNT 31056096 | STANDARD ABUTMENT B/4.0
LATERAL SCREW
DENTAL IMPLANT 31056097 | WELDING CAP FOR
COMPONENTS STANDARD ABUTMENT B/6.0

WELDING CAP FOR

DENTAL IMPLANT 31056098 STANDARD ABUTMENT B/6.0

COMPONENTS LATERAL SCREW
RETAINING SCREW

ABUTMENT 31022664 | TEMPORARY WELDING
ABUTMENT

SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS

31034310 BONEEXPANDER SIZE 01

31034320 BONEEXPANDER SIZE 02

31034330 BONEEXPANDER SIZE 03

31034340 BONEEXPANDER SIZE 04

SURGERY TRAY
SURGICAL KIT 31036300 | SoRCERY TRAY
SURGICAL INSTRUMENT
SR NS TRUNEN 31034360 | PILOT BONECONDENSER
SURGICAL INSTRUMENT |-~~~ | PILOT BONECONDENSER,
FOR DENTAL IMPLANTS BAYONET
SURGICAL INSTRUMENT | .-~ | BONE CONDENSER A-
FOR DENTAL IMPLANTS IMPLANTS
SURGICAL INSTRUMENT |-~ | BONE CONDENSER A-
FOR DENTAL IMPLANTS IMPLANTS BAYONET
SURGICAL INSTRUMENT |~ ~| BONE CONDENSER B-
FOR DENTAL IMPLANTS IMPLANTS
SURGICAL INSTRUMENT | | BONE CONDENSER B-
FOR DENTAL IMPLANTS IMPLANTS, BAYONET
SURGICAL INSTRUMENT |-~ |BONE CONDENSER C-
FOR DENTAL IMPLANTS IMPLANTS
SURGICAL INSTRUMENT | .-~ | BONE CONDENSER C-
FOR DENTAL IMPLANTS IMPLANTS, BAYONET
SURGERY TRAY
INSTRUMENTAL KIT 31036320 [ SORCER RN o
INSTRUMENTAL KIT 31036325 | SURGERY TRAY

BONECONDENSER, BAYONET
31034350 SITE MARKER

SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
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Republica de Colombia
Ministerio de Salud y Proteccion Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

INVIMQ | Te Acompania

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FOR DENTAL IMPLANTS

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)

SURGICAL INSTRUMENT
S S LANTS 31034352 | SITE MARKER BAYONET

SURGICAL KIT GUIDED
SURGICAL KIT 31036530 | g narmy
SURGICAL INSTRUMENT
SR LSRN 31037610 |ROTARY TISSUE PUNCH GS A
SURGICAL INSTRUMENT
SR DENTAL MPLANTS  |31037612 ROTARY TISSUE PUNCH GS B
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037671 TAP GS A8
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037672 TAP GS A9.5
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037673 | TAP GS A11
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037674 TAP GS A14
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037681 TAP GS B8
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037682 TAP GS B9.5
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037683 | TAP GS B11
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31037684 | TAP GS B14

IMPLANT DRIVER GS SHORT
SURGICAL INSTRUMENT :
SO AT AL AT | 31037690 'I:ARROW FOR C/X IMPLANTS
SURGICAL INSTRUMENT | " IMPLANT DRIVER GS SHORT,
FOR DENTAL IMPLANTS WIDE FOR C/X IMPLANTS B

IMPLANT DRIVER GS LONG
SURGICAL INSTRUMENT ’
SR L ST ML 31037692 EARROW FOR C/X IMPLANTS
SURGICAL INSTRUMENT | IMPLANT DRIVER GS LONG,
FOR DENTAL IMPLANTS WIDE FOR C/X IMPLANTS B
SURGICAL INSTRUMENT |~ |SLEEVE FOR IMPLANT DRIVER
FOR DENTAL IMPLANTS GS A
SURGICAL INSTRUMENT |~ |SLEEVE FOR IMPLANT DRIVER
FOR DENTAL IMPLANTS GS B

POSITIONING AID GS WIDE
LABORATORY PRODUCTS | 31045802 P A o e
SURGICAL INSTRUMENT
SO T AL LANTS | 31037602 INITIAL DRILL GS A
SURGICAL INSTRUMENT
SO T AL AT | 31037604 INITIAL DRILL GS B
SURGICAL INSTRUMENT
SO TAL IPLANTS | 31037621 TWIST DRILL GS @2.0/L8
SURGICAL INSTRUMENT
S o LANTS 31037622 | TWIST DRILL GS @2.01L9.5
SURGICAL INSTRUMENT | 544337655 | 7wIST DRILL GS @2.0/L11
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Republica de Colombia
Ministerio de Salud y Proteccion Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (SI APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S1 APLICA)

31037624 TWIST DRILL GS @2.0/L14

SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS

31037631 TRI-SPADE-DRILL GS A8

31037632 TRI-SPADE-DRILL GS A9.5

31037633 TRI-SPADE-DRILL GS A11

31037634 TRI-SPADE-DRILL GS A14

31037641 TRI-SPADE-DRILL GS B8

31037642 TRI-SPADE-DRILL GS B9.5

31037643 TRI-SPADE-DRILL GS B11

31037644 TRI-SPADE-DRILL GS B14

31037651 CONICAL REAMER GS A8/9.5

31037653 CONICAL REAMER GS A11/14

31037661 CONICAL REAMER GS B8/9.5

31037663 CONICAL REAMER GS B11/14

SURGICAL INSTRUMENT 31037701 SLEEVE NARROW FOR TWIST
FOR DENTAL IMPLANTS DRILL GS (10 PCS)

SURGICAL INSTRUMENT 31037702 SLEEVE NARROW FOR TRI-
FOR DENTAL IMPLANTS SPADE-DRILL GS A (10 PCS)
SURGICAL INSTRUMENT 31037703 SLEEVE WIDE FOR TRI-

FOR DENTAL IMPLANTS SPADE-DRILL GS B (10 PCS)
SURGICAL INSTRUMENT 31037723 SLEEVE WIDE FOR TRI-

FOR DENTAL IMPLANTS SPADE-DRILL GS A (10 PCS)
SURGICAL INSTRUMENT 31037725 SLEEVE WIDE FOR TWIST
FOR DENTAL IMPLANTS DRILL GS (10 PCS)

SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS

DENTAL IMPLANT
COMPONENTS

31037727 SLEEVE NARROW GS SET

31037728 SLEEVE WIDE GS SET

TRANSFERCAP (PC)
31045011 STANDARD ABUTMENT
A/1.5/4.0 & A/3.0/4.0
TRANSFERCAP (PC)
31045021 STANDARD ABUTMENT
A/1.5/6.0 & A/3.0/6.0
TRANSFERCAP (PC)

DENTAL IMPLANT
COMPONENTS

DENTAL IMPLANT

31045031 STANDARD ABUTMENT
COMPONENTS B/1.5/4.0 & B/3.0/4.0
DENTAL IMPLANT 31045041 TRANSFERCAP (PC)
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Republica de Colombia
Ministerio de Salud y Proteccion Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2024011557 de 14 de Marzo de 2024

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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
STANDARD ABUTMENT
COMPONENTS B/1.5/6.0 & B/3.0/6.0
DENTAL IMPLANT 31045250 | TRANSFER ABUTMENT FOR
COMPONENTS PERMADOR ABUTMENT
TEMPORARY CAP FOR
ggwﬂTPAOL,\:'\E"ﬁ#éNT 31045280 STANDARD ABUTMENT
A/1.5/4.0 & A3.0/4.0
TEMPORARY CAP FOR
ggwﬂTP%,\:'\E"ﬁ'T-éNT 31045290 STANDARD ABUTMENT
A/1.5/6.0 & A/3.0/6.0
TEMPORARY CAP FOR
ggwAL%r\“\zﬂr\F;IT_éNT 31045300 STANDARD ABUTMENT
B/1.5/4.0 & B/3.0/4.0
TEMPORARY CAP FOR
ggwﬂTP%,\“\E"ﬁ'féNT 31045310 STANDARD ABUTMENT
B/1.5/6.0 & B/3.0/6.0
SURGICAL INSTRUMENT |~ | DRILLING SLEEVE FOR
FOR DENTAL IMPLANTS SYNCONE®
DENTAL IMPLANT -
R PN & 31047120 | REGULAR G/X 3-IN1 CAP 0
DENTAL IMPLANT -
R ONEONEN T & 31047121 REGULAR C/X 3-IN1 CAP 7.5
DENTAL IMPLANT -
Do oA 31047122 | REGULAR C/X 3-IN1 CAP 15
DENTAL IMPLANT -
Do A 31047123 | REGULAR C/X 3-IN1 CAP 22,5
DENTAL IMPLANT 31072001 CONOMETRIC IMPRESSION
COMPONENTS CAP, ©3.3/5.4. SINGLE TOOTH
DENTAL IMPLANT 31072002 | CONOMETRIC IMPRESSION
COMPONENTS CAP, @4.5/5.4. SINGLE TOOTH
LABORATOY PRODUCTS |31047210 | CONOMETRIC ANALOG, @3.3
LABORATOY PRODUCTS |31072020 | CONOMETRIC ANALOG, @45
CONOMETRIC LAB CAP, @33,
LABORATOY PRODUCTS | 31072121 COMOMETRIC .
CONOMETRIC LAB CAP, @45,
LABORATOY PRODUCTS (31072123 [ SNOMETRC!
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31036600 | WASHTRAY
SURGICAL INSTRUMENT
SR S Ay [ 31036601 WASHTRAY OVERLAY
CONOMETRIC
ggwAL%r\“\zﬂr\F;IT_éNT 31033636 | TEMPORIZATION CAP
INSERTION TOOL 3.3
CONOMETRIC
ggwﬂTP%,\}'g"ﬁ'T-’S*NT 31033637 | TEMPORIZATION CAP
INSERTION TOOL @4.5
INSTRUMENT FOR 21072006 | CONOMETRIC FIXATION TOOL,
HANDLING PROSTHESES TIP CONVEX (5 PCS.)
INSTRUMENT FOR 31072907 | CONOMETRIC FIXATION TOOL.
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Republica de Colombia
Ministerio de Salud y Proteccion Social

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
HANDLING PROSTHESES TIP U-SHAPE (5 PCS.)
INSTRUMENT FOR 31072006 | CONOMETRIC FIXATION TOOL,
HANDLING PROSTHESES TIP CONCAVE (5 PCS.)
INSTRUMENT FOR
N R Esgg |31072011 CONOMETRIC FIXATION TOOL
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 51034680 | TAPM 1.2
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31033030 | RATCHET
SURGICAL INSTRUMENT |~ | HANDLE FOR RATCHET
FOR DENTAL IMPLANTS INSERT
SURGICAL INSTRUMENT | ™| RATCHET INSERT FOR
FOR DENTAL IMPLANTS INSTRUMENTS, SHORT
SURGICAL INSTRUMENT | -~ |RATCHET INSERT FOR
FOR DENTAL IMPLANTS INSTRUMENTS, MEDIUM
SURGICAL INSTRUMENT | ™ |RATCHET INSERT FOR
FOR DENTAL IMPLANTS INSTRUMENTS, LONG
SURGICAL INSTRUMENT | "=~ | HANDLE FOR INSTRUMENTS,
FOR DENTAL IMPLANTS XL
SURGICAL INSTRUMENT |~ | X-RAY TEMPLATE FOR
FOR DENTAL IMPLANTS IMPLANTS
INSTRUMENT FOR 31033400 | HEXAGON SCREWDRIVER 1.0
HANDLING PROSTHESES MM
INSTRUMENT FOR 31033410 | HANDLE FOR SCREWDRIVER
HANDLING PROSTHESES STANDARD, @ 7 MM
INSTRUMENT FOR 31033415 | HANDLE FOR SCREWDRIVER
HANDLING PROSTHESES STANDARD, @ 12 MM
SURGICAL INSTRUMENT
S RO L NS RUMCIY 31033425 | HANDLE FOR TECHNICAL TAP
SURGICAL INSTRUMENT |~ | HANDLE FOR SCREWDRIVER
FOR DENTAL IMPLANTS STANDARD, @ 12 MM
INSERTION KEY FOR A-
INSTRUMENT FOR
e NG o eSS |31033471 STANDARD ABUTMENTS,
SHORT
INSERTION KEY FOR B-
INSTRUMENT FOR
NG PROSTHESES | 31033481 STANDARD ABUTMENTS,
SHORT
POSITIONING KEY FOR
:_Tf,}gﬂﬂg';&gg?HESEs 31033485 | PREANGLED STANDARD
ABUTMENTS
INSTRUMENT FOR 31033501 | ACTIVATOR FOR MATRIX OF
HANDLING PROSTHESES SNAP ATTACHMENT
INSTRUMENT FOR 31033502 | DEACTIVATOR FOR MATRIX
HANDLING PROSTHESES OF SNAP ATTACHMENT
INSTRUMENT FOR 31033621 INSERT FOR PROSTHETIC
HANDLING PROSTHESES RATCHET FOR A-ABUTMENTS
INSTRUMENT FOR 31033602 | INSERT FOR PROSTHETIC
HANDLING PROSTHESES RATCHET FOR B-ABUTMENTS
INSTRUMENT FOR 31033623 | INSERT FOR PROSTHETIC
HANDLING PROSTHESES RATCHET FOR ABUTMENTS
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Republica de Colombia
Ministerio de Salud y Proteccion Social

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
WITH SNAP ATTACHMENT
INSERT FOR PROSTHETIC
L’;‘f&gﬁ&”&ﬁ;g@?HESEs 31033625  |RATCHET SCREWDRIVER 1.0
MM HEX 15 NCM
INSERT FOR PROSTHETIC
wfggﬂmgﬁgggfﬁ%%s 31033626  |RATCHET SCREWDRIVER 1.0
MM HEX, SHORT 10 NCM
INSTRUMENT FOR 31033607 | INSERT FOR PROSTHETIC
HANDLING PROSTHESES RATCHET 1.8 MM HEX
INSERT FOR PROSTHETIC
:TASJSSMEI\;LE?HESES 31033628  |RATCHET SCREWDRIVER 1.0
MM HEX, LONG 15 NCM
INSTRUMENT FOR
I NG PROSTHESES | 31033630 | PROSTHETIC RATCHET
INSERT FOR PROSTHETIC
INSTRUMENT FOR
e UG PRoa Esgg | 31033633 58L8HET FOR A-ABUTMENTS,
NS TRUMENT FOR INSERT FOR PROSTHETIC
e DUING PRoGNEsEs 31033634 [RATCHET FOR B-
ABUTMENTS. LONG
INSTRUMENT FOR 31033635 | INSERT FOR PROSTHETIC
HANDLING PROSTHESES RATCHET FOR LOCATOR®
SURGICAL INSTRUMENT |~ | HOLDER FOR TAPER
FOR DENTAL IMPLANTS PROTECTION
SURGICAL INSTRUMENT | " |RATCHET INSERT FOR
FOR DENTAL IMPLANTS EXTRACTION BOLT
SURGICAL INSTRUMENT | IMPLANT DRIVER C/X WITH
FOR DENTAL IMPLANTS SCREWDRIVER, SHORT
SURGICAL INSTRUMENT | | IMPLANT DRIVER C/X WITH
FOR DENTAL IMPLANTS SCREWDRIVER, MEDIUM
SURGICAL INSTRUMENT | | IMPLANT DRIVER C/X WITH
FOR DENTAL IMPLANTS SCREWDRIVER, LONG
SURGICAL INSTRUMENT |~ | SURGICAL RATCHET WITH
FOR DENTAL IMPLANTS TORQUE INDICATION
INSTRUMENT FOR
I NG PROSTHESES |31037502 | OPEN-END WRENCH C/X
SURGICAL INSTRUMENT | "~ | RATCHET INSERT FOR M-
FOR DENTAL IMPLANTS INSTRUMENTS, SHORT HXSS
SURGICAL INSTRUMENT | RATCHET INSERT FOR M-
FOR DENTAL IMPLANTS INSTRUMENTS, MEDIUM HXSS
SURGICAL INSTRUMENT |~~~ |RATCHET INSERT FOR M-
FOR DENTAL IMPLANTS INSTRUMENTS, LONG HXSS
SURGICAL INSTRUMENT | RATCHET INSERT FOR C/X
FOR DENTAL IMPLANTS IMPLANTS, SHORT
SURGICAL INSTRUMENT |~ | RATCHET INSERT FOR C/X
FOR DENTAL IMPLANTS IMPLANTS. MEDIUM
SURGICAL INSTRUMENT || RATCHET INSERT FOR C/X
FOR DENTAL IMPLANTS IMPLANTS, LONG
SURGICAL INSTRUMENT | -~ | INSERTION HANDLE FOR C/X
FOR DENTAL IMPLANTS IMPLANTS, EXTRA LONG
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Republica de Colombia
Ministerio de Salud y Proteccion Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

RESOLUCION No. 2024011557 de 14 de Marzo de 2024

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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (SI APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S1 APLICA)
TRAY EMPTY FOR 31036540 SURGICAL KIT TRAY ABC
SURGICAL KIT EMPTY
TRAY EMPTY FOR 31036542 SURGICAL KIT TRAY MOTOR
SURGICAL KIT AB REAMER EMPTY
DENTAL IMPLANT 31033611 PARALLEL GAUGE FOR
COMPONENTS SYNCONE® 5°
DENTAL IMPLANT 31021313 SILICONE RING FOR SNAP
COMPONENTS ATTACHMENT
DENTAL IMPLANT 31047048 PICKUP SCREW EXTENSION
COMPONENTS (10 PIECES)
DENTAL IMPLANT 31021405 POLYMERISATION SLEEVE
COMPONENTS FOR SYNCONE®
INSTRUMENT FOR 31033605 PARALLEL GAUGE FOR
HANDLING PROSTHESES STANDARD ABUTMENT A/4.0
INSTRUMENT FOR 31033606 PARALLEL GAUGE FOR
HANDLING PROSTHESES STANDARD ABUTMENT A/6.0
INSTRUMENT FOR 31033607 PARALLEL GAUGE FOR
HANDLING PROSTHESES STANDARD ABUTMENT B/4.0
INSTRUMENT FOR 31033608 PARALLEL GAUGE FOR
HANDLING PROSTHESES STANDARD ABUTMENT B/6.0
TRAY EMPTY FOR 31036531 SURGICAL KIT TRAY GUIDED
SURGICAL KIT SURGERY (EMPTY)
SURGICAL INSTRUMENT [ o, STABILISATION ABUTMENT GS
FOR DENTAL IMPLANTS A
SURGICAL INSTRUMENT | 0.0, STABILISATION ABUTMENT GS
FOR DENTAL IMPLANTS B
TRANSFERCAP (PC)
LABORATOY PRODUCTS | 31045140 STANDARD ABUTMENT
A/1.5/4.0 & A/3.0/4.0
TRANSFERCAP (PC)
LABORATOY PRODUCTS |31045142 STANDARD ABUTMENT
A/1.5/6.0 & A/3.0/6.0
TRANSFERCAP (PC)
LABORATOY PRODUCTS |31045150 STANDARD ABUTMENT
B/1.5/4.0 & B/3.0/4.0
TRANSFERCAP (PC)
LABORATOY PRODUCTS | 31045152 STANDARD ABUTMENT
B/1.5/6.0 & B/3.0/6.0
TRANSFER ABUTMENT FOR
LABORATOY PRODUCTS |31045160 PERMADOR ABUTMENT
TEMPORARY CAP FOR
LABORATOY PRODUCTS |31045162 STANDARD ABUTMENT
A/1.5/4.0 & A/3.0/4.0
TEMPORARY CAP FOR
LABORATOY PRODUCTS |31045170 STANDARD ABUTMENT
A/1.5/6.0 & A/3.0/6.0
TEMPORARY CAP FOR
LABORATOY PRODUCTS |31045172 STANDARD ABUTMENT
B/1.5/4.0 & B/3.0/4.0
LABORATOY PRODUCTS | 31045332 TEMPORARY CAP FOR
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COLOMBIA

POTENCIA DE LA
Republica de Colombia

Ministerio de Salud y Proteccion Social

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

INVIMQ | Te Acompania

RESOLUCION No. 2024011557 de 14 de Marzo de 2024
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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
STANDARD ABUTMENT
B/1.5/6.0 & B/3.0/6.0
DRILLING SLEEVE FOR
LABORATOY PRODUCTS  [31047110 |0t iG S
LABORATOY PRODUCTS | 31047111 REGULAR C/X 3-IN1 CAP 0°
LABORATOY PRODUCTS |31047112 | REGULAR C/X 3-IN1 CAP 7,5°
LABORATOY PRODUCTS |31047113 | REGULAR C/X 3-IN1 CAP 15°
LABORATOY PRODUCTS | 31045270 | REGULAR C/X 3-IN1 CAP 22.5°
CONOMETRIC IMPRESSION
LABORATOY PRODUCTS (31045272 | S0 Gy SINGLE 200TH
CONOMETRIC IMPRESSION
LABORATOY PRODUCTS (31045274 | Cob G 5/ SINGLE 20OTH
LABORATOY PRODUCTS |31045180 | CONOMETRIC ANALOG, @3.3
LABORATOY PRODUCTS |31045182 | CONOMETRIC ANALOG, @4.5
CONOMETRIC LAB CAP, @33,
LABORATOY PRODUCTS (31045190 | gt To0oh
CONOMETRIC LAB CAP. @45,
LABORATOY PRODUCTS (31045192 |Gt To0oh
LABORATOY PRODUCTS | 31045200 | WASHTRAY
LABORATOY PRODUCTS |31045202 | WASHTRAY OVERLAY
CONOMETRIC
LABORATOY PRODUCTS |31045210 | TEMPORIZATION CAP
INSERTION TOOL 3.3
CONOMETRIC
LABORATOY PRODUCTS |31045212 | TEMPORIZATION CAP
INSERTION TOOL @4.5
CONOMETRIC FIXATION TOOL,
LABORATOY PRODUCTS | 31045220 | 7200 B0 oA
CONOMETRIC FIXATION TOOL,
LABORATOY PRODUCTS 31045322 | 112\ St apE (8 pos)
SURGICAL INSTRUMENT | ™| CONOMETRIC FIXATION TOOL,
FOR DENTAL IMPLANTS TIP CONCAVE (5 PCS.)
INSTRUMENTAL KIT 31036165 | CONOMETRIC FIXATION TOOL
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31036560 | TAPM1.2
SURGICAL INSTRUMENT
FOR DENTAL IMPLANTS | 31036561 RATCHET
SURGICAL INSTRUMENT |~ | HANDLE FOR RATCHET
FOR DENTAL IMPLANTS INSERT
SURGICAL INSTRUMENT | | RATCHET INSERT FOR
FOR DENTAL IMPLANTS INSTRUMENTS, SHORT
SURGICAL INSTRUMENT |~ |RATCHET INSERT FOR
FOR DENTAL IMPLANTS INSTRUMENTS, MEDIUM
SURGICAL INSTRUMENT | " |RATCHET INSERT FOR
FOR DENTAL IMPLANTS INSTRUMENTS, LONG
SURGICAL INSTRUMENT 31036573 | HANDLE FOR INSTRUMENTS,
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Republica de Colombia
Ministerio de Salud y Proteccion Social
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

INVIMQ | Te Acompania

RESOLUCION No. 2024011557 de 14 de Marzo de 2024

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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

VIDA UTIL:
EXPEDIENTE No.:
RADICACION No.:

FAMILIA (S| APLICA) CODIGO, DESCRIPCION (SI APLICA)
MODELO O
REFERENCIA
(S| APLICA)
FOR DENTAL IMPLANTS XL
SURGICAL INSTRUMENT |~ | X-RAY TEMPLATE FOR
FOR DENTAL IMPLANTS IMPLANTS
SURGICAL INSTRUMENT | -~ |HEXAGON SCREWDRIVER 1.0
FOR DENTAL IMPLANTS MM
SURGICAL INSTRUMENT |~ | HANDLE FOR SCREWDRIVER
FOR DENTAL IMPLANTS STANDARD, @ 7 MM
SURGICAL INSTRUMENT || HANDLE FOR SCREWDRIVER
FOR DENTAL IMPLANTS STANDARD, @ 12 MM
SURGICAL INSTRUMENT
SR S R ATy 31036584 | HANDLE FOR TECHNICAL TAP
SURGICAL INSTRUMENT || HANDLE FOR SCREWDRIVER
FOR DENTAL IMPLANTS STANDARD, @ 12 MM
INSERTION KEY FOR A-
LABORATOY PRODUCTS | 31045801 STANDARD ABUTMENTS,
SHORT
INSERTION KEY FOR B-
LABORATOY PRODUCTS | 31047011 STANDARD ABUTMENTS,
SHORT
POSITIONING KEY FOR
LABORATOY PRODUCTS 31047012 | PREANGLED STANDARD
ABUTMENTS
ACTIVATOR FOR MATRIX OF
LABORATOY PRODUCTS (31047013 | AT VATORFOR MA
DEACTIVATOR FOR MATRIX
LABORATOY PRODUCTS (31047014 | DEASTIVATOR FOR MA
SURGICAL INSTRUMENT | INSERT FOR PROSTHETIC
FOR DENTAL IMPLANTS RATCHET FOR A-ABUTMENTS
INSTRUMENT FOR 31033632 | INSERT FOR PROSTHETIC
HANDLING PROSTHESES RATCHET FOR B-ABUTMENTS
SURGICAL INSTRUMENT INSERT FOR PROSTHETIC
S L L ARTS 31071004 | RATCHET FOR ABUTMENTS
WITH SNAP ATTACHMENT
SURGICAL INSTRUMENT INSERT FOR PROSTHETIC
S o ARTS 31071005 | RATCHET SCREWDRIVER 1.0
MM HEX 15 NCM
SURGICAL INSTRUMENT INSERT FOR PROSTHETIC
SR e L NSTR I [31071006  [RATCHET SCREWDRIVER 1.0
MM HEX, SHORT 10 NCM
LABORATOY PRODUCTS | 31045802 INSERT FOR PROSTHETIC

RATCHET 1.8 MM HEX

10 ANOS
20270269
20231343044

ARTICULO SEGUNDO. — Se aprueban etiquetas aportadas dentro del radicado 20231343044
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RESOLUCION No. 2024011557 de 14 de Marzo de 2024
Por la cual se concede un Registro Sanitario

INVIMQ | Te Acompania

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

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 modificado por el decreto 582 de 2017 y ley 1437 de 2011.

ARTICULO TERCERO. - Contra la presente resolucion procede unicamente el Recurso de Reposicidn, que debera
interponerse ante la Direccidon de Dispositivos Médicos y otras Tecnologias del Instituto Nacional de Vigilancia de
Medicamentos y Alimentos INVIMA, dentro de los DIEZ (10) dias siguientes a su notificacion, en los términos

sefialados en el codigo de Procedimiento Administrativo y de lo Contencioso Administrativo.

ARTICULO CUARTO. - La presente resolucion rige a partir de la fecha de su expedicion.

Dada en Bogota D.C. alos 14 dias de Marzo de 2024
Este espacio, hasta la firma se considera en blanco.

o]

DORIS YOLIMA GOMEZ PARADA

COMUNIQUESE, NOTIFIQUESE Y CUMPLASE

DIRECTOR TECNICO DE DISPOSITIVOS MEDICOS Y OTRAS TECNOLOGIAS

Proyectd: Legal: msobrinom, Técnico: nnoguerab Revisé: cordina_varios

Signature Not
Verifie
Firma gitalmentg por
DORIS YOLIMA
PARADA /

Fecha: 2024/0J15
09:55:42 C

Razon: Ian
Locacion: BQE@PTA D.C.,

Colombia
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