2026 - ANO DE LA GRANDEZA ARGENTINA

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

DECLARACION JURADA DE REVALIDA

DISPOSICION ANMAT N° 9688/2019
N° rev: 1882-65#0001

En nombre y representacién de la firma Bio Lap S.A. , el responsable legal y el responsable
técnico declaran bajo juramento cumplir con la Disposicion 9688/19 | Anexo V para el producto
médico inscripto bajo el Numero de PM: 1882-65

Disposicion autorizante N° DI-2019-3856-APN-ANMAT#MSYDS de fecha 05 mayo 2019
Disposiciones modificatorias y revalidas N°: Modificacion N° rev: 1882-65#0001

Datos Caracteristicos del Producto Médico:

Nombre descriptivo: Tomillos para pie y mano e instmmental asociado.

Cddigo de identificacion y nombre técnico del producto médico, (ECRI-UMDNS):
16-101 Tornillos, para Huesos.

Marca(s) de (los) producto(s) médico(s): New Clip
Clase de Riesgo: I

Indicacidn/es autorizada/s: Fijacion de fracturas 6seas y osteotomias, asi como para artrodesis
de mano y pie en adultos .

Modelos: KIT-REMOVE-4 Removal kit for hexagonal stamp 1.5 mm ( Kit de ablacién para
hexagonal de 1.5 mm )

KIT-REMOVE-5 Removal kit for hexagonal stamp 1.8 mm ( Kit de ablacién para hexagonal de 1.8
mm )

KIT-REMOVE-6 Removal kit for hexagonal stamp 2.5 mm ( Kit de ablaciéon para hexagonal de 2.5
mm )

KIT-REMOVE-A Removal kit for hexagonal stamp 2.5 mm ( Kit de ablacién para hexagonal de 2.5
mm )

KIT-S2.0 Instrumentation kit for @2.0 mm Snap-off screws ( Kit de instrumentacion para tornillos
de facil colocacion/extraccion de @ 2,0 mm )

KIT-SC2.25F Instrumentation kit for @2.25 mm cannulated screws - Foot ( Kit de instrumentacion
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para tornillos canulados de @ 2,25 mm - Pie )

KIT-SC2.25H Instrumentation kit for @2.25 mm cannulated screws - Hand ( Kit de
instrumentacion para tornillos canulados de & 2,25 mm - Mano )

KIT-SC2.6F Instrumentation kit for @2.6 mm cannulated screws - Foot ( Kit de instrumentacion
para tornillos canulados de @ 2,6 mm - Pie )

KIT-SC2.6H Instrumentation kit for @2.6 mm cannulated screws - Hand ( Kit de instrumentacién
para tornillos canulados de @ 2,6 mm - Mano )

KIT-SC3.0F Instrumentation kit for @3.0 mm cannulated screws - Foot ( Kit de instrumentacion
para tornillos canulados de @ 3,0 mm - Pie )

KIT-SC3.0H Instrumentation kit for @3.0 mm cannulated screws - Hand ( Kit de instrumentacion
para tornillos canulados de @ 3,0 mm - Mano )

KIT-SCN3.5 Instrumentation kit for @3.5 mm chamfered cannulated screws ( Kit de
instrumentacion para tornillos canulados biselados de @ 3,5 mm )

KIT-SCQ3.5 Instrumentation kit for @3.5 mm compressive cannulated screws ( Kit de
instrumentacion para tornillos canulados compresivos de & 3,5 mm )

KIT-SCQ4.0 Instrumentation kit for @4.0 mm compressive cannulated screws + washers ( Kit de
instrumentacioén para tornillos canulados compresivos de @ 4,0 mm + arandelas )

KIT-SCZ4.5K Instrumentation kit for @4.5 mm self-compressive cannulated screws ( Kit de
instrumentos para tornillos canulados autocompresivos @4,5 mm )

HO.9HFT2.25L12 &2.25 mm self-compressive screw - cannula @0.9 - long thread - L12 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L12 mm )
HO.9HFT2.25L12-ST &2.25 mm self-compressive screw - cannula 0.9 - long thread - L12 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L12 mm -
ESTERIL )

HO.9HFT2.25L14 &2.25 mm self-compressive screw - cannula 0.9 - long thread - L14 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L14 mm )
HO.9HFT2.25L14-ST &2.25 mm self-compressive screw - cannula 0.9 - long thread - L14 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L14 mm -
ESTERIL )

HO.9HFT2.25L16 &2.25 mm self-compressive screw - cannula 0.9 - long thread - L16 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L16 mm )
HO.9HFT2.25L16-ST &J2.25 mm self-compressive screw - cannula 0.9 - long thread - L16 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L16 mm -
ESTERIL )

HO.9HFT2.25L18 &J2.25 mm self-compressive screw - cannula 0.9 - long thread - L18 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L18 mm )
HO.9HFT2.25L18-ST &¥2.25 mm self-compressive screw - cannula 0.9 - long thread - L18 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L18 mm -
ESTERIL )

HO.9HFT2.25L20 &2.25 mm self-compressive screw - cannula 0.9 - long thread - L20 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L20 mm )
HO.9HFT2.25L20-ST &¥2.25 mm self-compressive screw - cannula 0.9 - long thread - L20 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L20 mm -
ESTERIL )

HO.9HFT2.25L22 J2.25 mm self-compressive screw - cannula 0.9 - long thread - L22 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L22 mm )
HO.9HFT2.25L22-ST &2.25 mm self-compressive screw - cannula 0.9 - long thread - L22 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L22 mm -
ESTERIL )

HO.9HFT2.25L24 &J2.25 mm self-compressive screw - cannula @0.9 - long thread - L24 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L24 mm )

Pagina 2 de 12 Pagi na 2 de 12

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.-



HO.9HFT2.25L24-ST &2.25 mm self-compressive screw - cannula 0.9 - long thread - L24 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L24 mm -
ESTERIL )

HO.9HFT2.25L26 &J2.25 mm self-compressive screw - cannula @0.9 - long thread - L26 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L26 mm )
HO.9HFT2.25L26-ST &J2.25 mm self-compressive screw - cannula 0.9 - long thread - L26 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L26 mm -
ESTERIL )

HO.9HFT2.25L28 &J2.25 mm self-compressive screw - cannula @0.9 - long thread - L28 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L28 mm )
HO.9HFT2.25L28-ST &¥J2.25 mm self-compressive screw - cannula 0.9 - long thread - L28 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L28 mm -
ESTERIL )

HO.9HFT2.25L30 &2.25 mm self-compressive screw - cannula @0.9 - long thread - L30 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L30 mm )
HO.9HFT2.25L30-ST ¥2.25 mm self-compressive screw - cannula 0.9 - long thread - L30 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L30 mm -
ESTERIL )

HO.9HFT2.25L32 &J2.25 mm self-compressive screw - cannula 0.9 - long thread - L32 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L32 mm )
HO.9HFT2.25L32-ST &¥J2.25 mm self-compressive screw - cannula 0.9 - long thread - L32 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L32 mm -
ESTERIL )

HO.9HFT2.25L34 &J2.25 mm self-compressive screw - cannula 0.9 - long thread - L34 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L34 mm )
HO.9HFT2.25L34-ST ¥J2.25 mm self-compressive screw - cannula 0.9 - long thread - L34 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca larga - L34 mm -
ESTERIL )

HO.9IFT2.25L14 ©@2.25 mm self-compressive screw - cannula @0.9 - short thread - L14 mm (
Tornillo autocompresivo @2,25 mm - canulado &0,9 - rosca corta - L14 mm )
HO.9IFT2.25L14-ST &2.25 mm self-compressive screw - cannula &0.9 - short thread - L14 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L14 mm -
ESTERIL )

HO.9IFT2.25L16 ©@2.25 mm self-compressive screw - cannula &0.9 - short thread - L16 mm (
Tornillo autocompresivo @2,25 mm - canulado &0,9 - rosca corta - L16 mm )
HO.9IFT2.25L16-ST &2.25 mm self-compressive screw - cannula &0.9 - short thread - L16 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L16 mm -
ESTERIL )

HO.9IFT2.25L18 ©2.25 mm self-compressive screw - cannula &0.9 - short thread - L18 mm (
Tornillo autocompresivo @2,25 mm - canulado &0,9 - rosca corta - L18 mm )
HO.9IFT2.25L18-ST &2.25 mm self-compressive screw - cannula 0.9 - short thread - L18 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L18 mm -
ESTERIL )

HO.9IFT2.25L20 @2.25 mm self-compressive screw - cannula &0.9 - short thread - L20 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L20 mm )
HO.9IFT2.25L20-ST &2.25 mm self-compressive screw - cannula &0.9 - short thread - L20 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L20 mm -
ESTERIL )

HO.9IFT2.25L22 @2.25 mm self-compressive screw - cannula @0.9 - short thread - L22 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L22 mm )
HO.9IFT2.25L22-ST &2.25 mm self-compressive screw - cannula &0.9 - short thread - L22 mm -
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STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L22 mm -
ESTERIL )

HO.9IFT2.25L24 @2.25 mm self-compressive screw - cannula &0.9 - short thread - L24 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L24 mm )
HO.9IFT2.25L.24-ST &2.25 mm self-compressive screw - cannula &0.9 - short thread - L24 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L24 mm -
ESTERIL )

HO.9IFT2.25L26 ©@2.25 mm self-compressive screw - cannula &0.9 - short thread - L26 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L26 mm )
HO.9IFT2.25L26-ST &2.25 mm self-compressive screw - cannula &0.9 - short thread - L26 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L26 mm -
ESTERIL )

HO.9IFT2.25L28 @2.25 mm self-compressive screw - cannula @0.9 - short thread - L28 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L28 mm )
HO.9IFT2.25L28-ST &2.25 mm self-compressive screw - cannula &0.9 - short thread - L28 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L28 mm -
ESTERIL )

HO.9IFT2.25L30 ©@2.25 mm self-compressive screw - cannula &0.9 - short thread - L30 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L30 mm )
HO.9IFT2.25L30-ST &2.25 mm self-compressive screw - cannula &0.9 - short thread - L30 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L30 mm -
ESTERIL )

HO.9IFT2.25L32 @2.25 mm self-compressive screw - cannula &0.9 - short thread - L32 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L32 mm )
HO.9IFT2.25L32-ST &2.25 mm self-compressive screw - cannula 0.9 - short thread - L32 mm -
STERILE ( Tornillo autocompresivo &@2,25 mm - canulado @0,9 - rosca corta - L32 mm -
ESTERIL )

HO.9IFT2.25L34 ©@2.25 mm self-compressive screw - cannula &0.9 - short thread - L34 mm (
Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L34 mm )
HO.9IFT2.25L34-ST &J2.25 mm self-compressive screw - cannula &0.9 - short thread - L34 mm -
STERILE ( Tornillo autocompresivo @2,25 mm - canulado @0,9 - rosca corta - L34 mm -
ESTERIL )

H1.1HFT2.6L10 2.6 mm self-compressive screw - cannula @1.1 - long thread - L10 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L10 mm )

H1.1HFT2.6L10-ST &2.6 mm self-compressive screw - cannula @1.1 - long thread - L10 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L10 mm - ESTERIL
)

H1.1HFT2.6L12 @2.6 mm self-compressive screw - cannula @1.1 - long thread - L12 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L12 mm )

H1.1HFT2.6L12-ST &2.6 mm self-compressive screw - cannula @1.1 - long thread - L12 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L12 mm - ESTERIL
)

H1.1HFT2.6L14 2.6 mm self-compressive screw - cannula @1.1 - long thread - L14 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L14 mm )

H1.1HFT2.6L14-ST &2.6 mm self-compressive screw - cannula @1.1 - long thread - L14 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L14 mm - ESTERIL
)

H1.1HFT2.6L16 ©@2.6 mm self-compressive screw - cannula @1.1 - long thread - L16 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L16 mm )

H1.1HFT2.6L16-ST 2.6 mm self-compressive screw - cannula @1.1 - long thread - L16 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L16 mm - ESTERIL)
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H1.1HFT2.6L18 2.6 mm self-compressive screw - cannula @1.1 - long thread - L18 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L18 mm )

H1.1HFT2.6L18-ST &2.6 mm self-compressive screw - cannula @1.1 - long thread - L18 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L18 mm - ESTERIL
)

H1.1HFT2.6L20 2.6 mm self-compressive screw - cannula @1.1 - long thread - L20 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L20 mm )

H1.1HFT2.6L20-ST &2.6 mm self-compressive screw - cannula @1.1 - long thread - L20 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L20 mm - ESTERIL
)

H1.1HFT2.6L22 2.6 mm self-compressive screw - cannula @1.1 - long thread - L22 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L22 mm )

H1.1HFT2.6L22-ST 2.6 mm self-compressive screw - cannula @1.1 - long thread - L22 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L22 mm - ESTERIL
)

H1.1HFT2.6L24 2.6 mm self-compressive screw - cannula @1.1 - long thread - L24 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L24 mm )

H1.1HFT2.6L24-ST 2.6 mm self-compressive screw - cannula @1.1 - long thread - L24 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L24 mm - ESTERIL
)

H1.1HFT2.6L26 2.6 mm self-compressive screw - cannula @1.1 - long thread - L26 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L26 mm )

H1.1HFT2.6L26-ST 2.6 mm self-compressive screw - cannula @1.1 - long thread - L26 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L26 mm - ESTERIL
)

H1.1HFT2.6L28 2.6 mm self-compressive screw - cannula @1.1 - long thread - L28 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L28 mm )

H1.1HFT2.6L28-ST 2.6 mm self-compressive screw - cannula @1.1 - long thread - L28 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L28 mm - ESTERIL
)

H1.1HFT2.6L30 2.6 mm self-compressive screw - cannula @1.1 - long thread - L30 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L30 mm )

H1.1HFT2.6L30-ST &J2.6 mm self-compressive screw - cannula @1.1 - long thread - L30 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L30 mm - ESTERIL
)

H1.1HFT2.6L32 2.6 mm self-compressive screw - cannula @1.1 - long thread - L32 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L32 mm )

H1.1HFT2.6L32-ST 2.6 mm self-compressive screw - cannula @1.1 - long thread - L32 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L32 mm - ESTERIL
)

H1.1HFT2.6L34 2.6 mm self-compressive screw - cannula @1.1 - long thread - L34 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L34 mm )

H1.1HFT2.6L34-ST 2.6 mm self-compressive screw - cannula @1.1 - long thread - L34 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca larga - L34 mm - ESTERIL
)

H1.1HFT3.0L10 &3.0 mm self-compressive screw - cannula @1.1 - long thread - L10 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L10 mm )

H1.1HFT3.0L10-ST &3.0 mm self-compressive screw - cannula &1.1 - long thread - L10 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L10 mm - ESTERIL)
H1.1HFT3.0L12 &3.0 mm self-compressive screw - cannula @1.1 - long thread - L12 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L12 mm )
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H1.1HFT3.0L12-ST &3.0 mm self-compressive screw - cannula @1.1 - long thread - L12 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L12 mm - ESTERIL
)

H1.1HFT3.0L14 &3.0 mm self-compressive screw - cannula @1.1 - long thread - L14 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L14 mm )

H1.1HFT3.0L14-ST &3.0 mm self-compressive screw - cannula @1.1 - long thread - L14 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L14 mm - ESTERIL
)

H1.1HFT3.0L16 @3.0 mm self-compressive screw - cannula @1.1 - long thread - L16 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L16 mm )

H1.1HFT3.0L16-ST &3.0 mm self-compressive screw - cannula @1.1 - long thread - L16 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L16 mm - ESTERIL
)

H1.1HFT3.0L18 &3.0 mm self-compressive screw - cannula @1.1 - long thread - L18 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L18 mm )

H1.1HFT3.0L18-ST 3.0 mm self-compressive screw - cannula &1.1 - long thread - L18 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L18 mm - ESTERIL
)

H1.1HFT3.0L20 3.0 mm self-compressive screw - cannula @1.1 - long thread - L20 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L20 mm )

H1.1HFT3.0L20-ST &3.0 mm self-compressive screw - cannula @1.1 - long thread - L20 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L20 mm - ESTERIL
)

H1.1HFT3.0L22 &3.0 mm self-compressive screw - cannula @1.1 - long thread - L22 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L22 mm )

H1.1HFT3.0L22-ST 3.0 mm self-compressive screw - cannula @1.1 - long thread - L22 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L22 mm - ESTERIL
)

H1.1HFT3.0L24 &3.0 mm self-compressive screw - cannula @1.1 - long thread - L24 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L24 mm )

H1.1HFT3.0L24-ST 3.0 mm self-compressive screw - cannula @1.1 - long thread - L24 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L24 mm - ESTERIL
)

H1.1HFT3.0L26 @3.0 mm self-compressive screw - cannula @1.1 - long thread - L26 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L26 mm )

H1.1HFT3.0L26-ST 3.0 mm self-compressive screw - cannula @1.1 - long thread - L26 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L26 mm - ESTERIL
)

H1.1HFT3.0L28 &3.0 mm self-compressive screw - cannula @1.1 - long thread - L28 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L28 mm )

H1.1HFT3.0L28-ST 3.0 mm self-compressive screw - cannula @1.1 - long thread - L28 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L28 mm - ESTERIL
)

H1.1HFT3.0L30 &3.0 mm self-compressive screw - cannula @1.1 - long thread - L30 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L30 mm )

H1.1HFT3.0L30-ST &3.0 mm self-compressive screw - cannula &@1.1 - long thread - L30 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L30 mm - ESTERIL)
H1.1HFT3.0L32 &3.0 mm self-compressive screw - cannula @1.1 - long thread - L32 mm (

Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L32 mm )
H1.1HFT3.0L32-ST 3.0 mm self-compressive screw - cannula &1.1 - long thread - L32 mm -
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STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L32 mm - ESTERIL
)

H1.1HFT3.0L34 &3.0 mm self-compressive screw - cannula @1.1 - long thread - L34 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L34 mm )

H1.1HFT3.0L34-ST 3.0 mm self-compressive screw - cannula @1.1 - long thread - L34 mm -
STERILE ( Tornillo autocompresivo ©@3,0 mm - canulado @1,1 - rosca larga - L34 mm - ESTERIL
)

H1.1HFT3.0L36-ST &3.0 mm self-compressive screw - cannula &1.1 - long thread - L36 mm -
STERILE ( Tornillo autocompresivo ©@3,0 mm - canulado @1,1 - rosca larga - L36 mm - ESTERIL
)

H1.1HFT3.0L38-ST &J3.0 mm self-compressive screw - cannula &1.1 - long thread - L38 mm -
STERILE ( Tornillo autocompresivo ©@3,0 mm - canulado @1,1 - rosca larga - L38 mm - ESTERIL
)

H1.1HFT3.0L40-ST &3.0 mm self-compressive screw - cannula @1.1 - long thread - L40 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca larga - L40 mm - ESTERIL
)

H1.1IFT2.6L14 @2.6 mm self-compressive screw - cannula &@1.1 - short thread - L14 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L14 mm )

H1.1IFT2.6L14-ST &2.6 mm self-compressive screw - cannula &1.1 - short thread - L14 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L14 mm - ESTERIL
)

H1.1IFT2.6L16 @2.6 mm self-compressive screw - cannula @1.1 - short thread - L16 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L16 mm )

H1.1IFT2.6L16-ST &2.6 mm self-compressive screw - cannula &1.1 - short thread - L16 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L16 mm - ESTERIL
)

H1.1IFT2.6L18 @2.6 mm self-compressive screw - cannula @1.1 - short thread - L18 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L18 mm )

H1.1IFT2.6L18-ST &2.6 mm self-compressive screw - cannula &1.1 - short thread - L18 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L18 mm - ESTERIL
)

H1.1IFT2.6L20 @2.6 mm self-compressive screw - cannula @1.1 - short thread - L20 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L20 mm )

H1.1IFT2.6L20-ST &2.6 mm self-compressive screw - cannula &1.1 - short thread - L20 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L20 mm - ESTERIL
)

H1.1IFT2.6L22 @2.6 mm self-compressive screw - cannula @1.1 - short thread - L22 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L22 mm )

H1.1IFT2.6L22-ST &2.6 mm self-compressive screw - cannula @1.1 - short thread - L22 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L22 mm - ESTERIL
)

H1.1IFT2.6L24 @2.6 mm self-compressive screw - cannula @1.1 - short thread - L24 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L24 mm )

H1.1IFT2.6L24-ST &2.6 mm self-compressive screw - cannula &1.1 - short thread - L24 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L24 mm - ESTERIL
)

H1.1IFT2.6L26 @2.6 mm self-compressive screw - cannula @1.1 - short thread - L26 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L26 mm )

H1.1IFT2.6L26-ST &2.6 mm self-compressive screw - cannula &1.1 - short thread - L26 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L26 mm - ESTERIL)
H1.1IFT2.6L28 @2.6 mm self-compressive screw - cannula @1.1 - short thread - L28 mm (
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Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L28 mm )

H1.1IFT2.6L28-ST &2.6 mm self-compressive screw - cannula @1.1 - short thread - L28 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L28 mm - ESTERIL
)

H1.11IFT2.6L30 @2.6 mm self-compressive screw - cannula @1.1 - short thread - L30 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L30 mm )

H1.1IFT2.6L30-ST &2.6 mm self-compressive screw - cannula &1.1 - short thread - L30 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L30 mm - ESTERIL
)

H1.1IFT2.6L32 @2.6 mm self-compressive screw - cannula @1.1 - short thread - L32 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L32 mm )

H1.1IFT2.6L32-ST &2.6 mm self-compressive screw - cannula &1.1 - short thread - L32 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L32 mm - ESTERIL
)

H1.1IFT2.6L34 @2.6 mm self-compressive screw - cannula @1.1 - short thread - L34 mm (
Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L34 mm )

H1.1IFT2.6L34-ST &2.6 mm self-compressive screw - cannula &1.1 - short thread - L34 mm -
STERILE ( Tornillo autocompresivo @2,6 mm - canulado @1,1 - rosca corta - L34 mm - ESTERIL
)

H1.1IFT3.0L14 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L14 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L14 mm )

H1.1IFT3.0L14-ST &3.0 mm self-compressive screw - cannula &1.1 - short thread - L14 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L14 mm - ESTERIL
)

H1.1IFT3.0L16 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L16 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L16 mm )

H1.1IFT3.0L16-ST &3.0 mm self-compressive screw - cannula &1.1 - short thread - L16 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L16 mm - ESTERIL
)

H1.11IFT3.0L18 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L18 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L18 mm )

H1.1IFT3.0L18-ST &3.0 mm self-compressive screw - cannula &1.1 - short thread - L18 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L18 mm - ESTERIL
)

H1.1IFT3.0L20 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L20 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L20 mm )

H1.1IFT3.0L20-ST &3.0 mm self-compressive screw - cannula &1.1 - short thread - L20 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L20 mm - ESTERIL
)

H1.1IFT3.0L22 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L22 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L22 mm )

H1.1IFT3.0L22-ST &3.0 mm self-compressive screw - cannula @1.1 - short thread - L22 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L22 mm - ESTERIL
)

H1.1IFT3.0L24 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L24 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L24 mm )

H1.1IFT3.0L24-ST &3.0 mm self-compressive screw - cannula &1.1 - short thread - L24 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L24 mm - ESTERIL)
H1.1IFT3.0L26 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L26 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L26 mm )

H1.1IFT3.0L26-ST &3.0 mm self-compressive screw - cannula &1.1 - short thread - L26 mm -
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STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L26 mm - ESTERIL
)

H1.1IFT3.0L28 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L28 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L28 mm )

H1.1IFT3.0L28-ST &3.0 mm self-compressive screw - cannula &1.1 - short thread - L28 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L28 mm - ESTERIL
)

H1.11FT3.0L30 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L30 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L30 mm )

H1.1IFT3.0L30-ST &3.0 mm self-compressive screw - cannula &1.1 - short thread - L30 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L30 mm - ESTERIL
)

H1.1IFT3.0L32 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L32 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L32 mm )

H1.1IFT3.0L32-ST &3.0 mm self-compressive screw - cannula &1.1 - short thread - L32 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L32 mm - ESTERIL
)

H1.1IFT3.0L34 @3.0 mm self-compressive screw - cannula @1.1 - short thread - L34 mm (
Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L34 mm )

H1.1IFT3.0L34-ST &3.0 mm self-compressive screw - cannula &1.1 - short thread - L34 mm -
STERILE ( Tornillo autocompresivo @3,0 mm - canulado @1,1 - rosca corta - L34 mm - ESTERIL
)

H1.4QT4.0L26-ST @4.0 mm compressive screw - cannula @1.4 - short thread - L26 mm -
STERILE ( Tornillo autocompresivo @4,0 mm - canulado @1,4 - rosca corta - L26 mm - ESTERIL
)

H1.4QT4.0L28-ST @4.0 mm compressive screw - cannula @1.4 - short thread - L28 mm -
STERILE ( Tornillo autocompresivo @4,0 mm - canulado @1,4 - rosca corta - L28 mm - ESTERIL
)

H1.4QT4.0L32-ST @4.0 mm compressive screw - cannula @1.4 - short thread - L32 mm -
STERILE ( Tornillo autocompresivo @4,0 mm - canulado @1,4 - rosca corta - L32 mm - ESTERIL
)

H1.4QT4.0L34-ST @4.0 mm compressive screw - cannula @1.4 - short thread - L34 mm -
STERILE ( Tornillo autocompresivo @4,0 mm - canulado @1,4 - rosca corta - L34 mm - ESTERIL
)

H1.4QT4.0L36-ST @4.0 mm compressive screw - cannula @1.4 - short thread - L36 mm -
STERILE ( Tornillo autocompresivo @4,0 mm - canulado @1,4 - rosca corta - L36 mm - ESTERIL
)

H1.4QT4.0L38-ST @4.0 mm compressive screw - cannula @1.4 - short thread - L38 mm -
STERILE ( Tornillo autocompresivo @4,0 mm - canulado @1,4 - rosca corta - L38 mm - ESTERIL
)

H1.4QT4.0L42-ST @4.0 mm compressive screw - cannula @1.4 - short thread - L42 mm -
STERILE ( Tornillo autocompresivo @4,0 mm - canulado @1,4 - rosca corta - L42 mm - ESTERIL
)

H1.4QT4.0L44-ST @4.0 mm compressive screw - cannula @1.4 - short thread - L44 mm -
STERILE ( Tornillo autocompresivo @4,0 mm - canulado @1,4 - rosca corta - L44 mm - ESTERIL
)

H1.4QT4.0L46-ST @4.0 mm compressive screw - cannula @1.4 - short thread - L46 mm -
STERILE ( Tornillo autocompresivo @4,0 mm - canulado @1,4 - rosca corta - L46 mm - ESTERIL
)

H1.4QT4.0L48-ST @4.0 mm compressive screw - cannula @1.4 - short thread - L48 mm -
STERILE ( Tornillo autocompresivo @4,0 mm - canulado @1,4 - rosca corta - L48 mm - ESTERIL
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)

KIT-SCQ4.0 Instrumentation kit for @4.0 mm compressive cannulated screws + washers ( Kit de
instrumentacioén para tornillos canulados compresivos de @ 4,0 mm + arandelas )
WST2.0L11-ST &2.0 mm snap-off Weil screw - L11 mm - STERILE ( Tornillo de Weil divisible
@2,0 mm-L11 mm - ESTERIL )

WST2.0L12-ST &2.0 mm snap-off Weil screw - L12 mm - STERILE ( Tornillo de Weil divisible
@2,0 mm - L12 mm - ESTERIL )

WST2.0L13-ST &2.0 mm snap-off Weil screw - L13 mm - STERILE ( Tornillo de Weil divisible
@2,0 mm - L13 mm - ESTERIL )

WST2.0L14-ST @2.0 mm snap-off Weil screw - L14 mm - STERILE ( Tornillo de Weil divisible
@2,0 mm - L14 mm - ESTERIL )

WST2.0L15-ST &2.0 mm snap-off Weil screw - L15 mm - STERILE ( Tornillo de Weil divisible
@2,0 mm - L15 mm - ESTERIL )

WT2.0L08 @2.0 mm Weil screw - LO8 mm ( Tornillo de Weil @2,0 mm - L8 mm )

WT2.0L08-ST &2.0 mm Weil screw - LO8 mm - STERILE ( Tornillo de Weil @2,0 mm - L8 mm -
ESTERIL )

WT2.0L09 @2.0 mm Weil screw - LO9 mm ( Tornillo de Weil @2,0 mm - L9 mm )

WT2.0L09-ST &2.0 mm Weil screw - LO9 mm - STERILE ( Tornillo de Weil @2,0 mm - L9 mm -
ESTERIL )

WT2.0L10 ©2.0 mm Weil screw - L10 mm ( Tornillo de Weil @2,0 mm - L10 mm )

WT2.0L10-ST &2.0 mm Weil screw - L10 mm - STERILE ( Tornillo de Weil @2,0 mm - L10 mm -
ESTERIL )

WT2.0L11 @2.0 mm Weil screw - L11 mm ( Tornillo de Weil @2,0 mm -L11 mm)

WT2.0L11-ST &2.0 mm Weil screw - L11 mm - STERILE ( Tornillo de Weil 2,0 mm - L11 mm -
ESTERIL )

WT2.0L12 @2.0 mm Weil screw - L12 mm ( Tornillo de Weil @2,0 mm - L12 mm )

WT2.0L12-ST &2.0 mm Weil screw - L12 mm - STERILE ( Tornillo de Weil @2,0 mm - L12 mm -
ESTERIL )

WT2.0L13 @2.0 mm Weil screw - L13 mm ( Tornillo de Weil @2,0 mm - L13 mm )

WT2.0L13-ST &2.0 mm Weil screw - L13 mm - STERILE ( Tornillo de Weil @2,0 mm - L13 mm -
ESTERIL )

WT2.0L14 @2.0 mm Weil screw - L14 mm ( Tornillo de Weil @2,0 mm - L14 mm )

WT2.0L14-ST &2.0 mm Weil screw - L14 mm - STERILE ( Tornillo de Weil @2,0 mm - L14 mm -
ESTERIL )

WT2.0L15 @2.0 mm Weil screw - L15 mm ( Tornillo de Weil @2,0 mm - L15 mm )

WT2.0L15-ST &2.0 mm Weil screw - L15 mm - STERILE ( Tornillo de Weil @2,0 mm - L15 mm -
ESTERIL )

WT2.8L16 ©@2.8 mm Chevron screw - L16 mm ( Tornillo de Chevron @2,8 mm - L16 mm )
WT2.8L16-ST 2.8 mm Chevron screw - L16 mm - STERILE ( Tornillo de Chevron @2,8 mm -
L16 mm - ESTERIL )

WT2.8L18 @2.8 mm Chevron screw - L18 mm ( Tornillo de Chevron @2,8 mm - L18 mm )
WT2.8L18-ST 2.8 mm Chevron screw - L18 mm - STERILE ( Tornillo de Chevron @2,8 mm -
L18 mm - ESTERIL )

WT2.8L20 ©@2.8 mm Chevron screw - L20 mm ( Tornillo de Chevron @2,8 mm - L20 mm )
WT2.8L20-ST 2.8 mm Chevron screw - L20 mm - STERILE ( Tornillo de Chevron @2,8 mm -
L20 mm - ESTERIL )

WT2.8L22 @2.8 mm Chevron screw - L22 mm ( Tornillo de Chevron @2,8 mm - L22 mm )
WT2.8L22-ST &2.8 mm Chevron screw - L22 mm - STERILE ( Tornillo de Chevron @2,8 mm -
L22 mm - ESTERIL )

WT2.8L24 @2.8 mm Chevron screw - L24 mm ( Tornillo de Chevron @2,8 mm - L24 mm )
WT2.8L24-ST &2.8 mm Chevron screw - L24 mm - STERILE ( Tornillo de Chevron @2,8 mm -
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L24 mm - ESTERIL )

WT2.8L26 ©@2.8 mm Chevron screw - L26 mm ( Tornillo de Chevron @2,8 mm - L26 mm )
WT2.8L26-ST 2.8 mm Chevron screw - L26 mm - STERILE ( Tornillo de Chevron @2,8 mm -
L26 mm - ESTERIL )

WT2.8L28 @2.8 mm Chevron screw - L28 mm ( Tornillo de Chevron @2,8 mm - L28 mm )
WT2.8L28-ST 2.8 mm Chevron screw - L28 mm - STERILE ( Tornillo de Chevron @2,8 mm -
L28 mm - ESTERIL )

Periodo de vida util: 5 afios para la presentacidn esteéril.

Condicion de uso: Uso exclusivo a profesionales e instituciones sanitarias
Fuente de obtencidn de la materia prima de origen biologico: NA

Forma de presentaciéon: Envasados individualmente.

Método de esterilizacion: Radiacion gamma para estéril.

Nombre del fabricante: NEWCLIP TECHNICS

Lugar de elaboracion: 45 rue des Garottieres - PA de la Lande Saint Martin -44115 Haute
Goulaine - Francia.

El responsable legal y su responsable técnico son responsables de la veracidad de la
documentacion e informacion presentada y declaran bajo juramento que el producto médico no ha
sufrido modificaciones segun Articulo 11° Disposicion 9688/19, que cumple y satisface los
Requisitos Esenciales de Seguridad y Eficacia (R.E.S.E.) previstos por la Disposicion ANMAT N°
11467/24.

La empresa mantiene en su establecimiento y a disposicion de la autoridad sanitaria la
documentacion requerida por disposicion ANMAT N° 64/25 y 9688/19

Responsable Legal Responsable Técnico
Firma y Sello Firma y Sello

La presente DECLARACION JURADA ha sido emitida de acuerdo con las previsiones de la
Disposicion ANMAT N° 9688/19, quedando inscripta la revalida en el Registro Nacional de
Productores y Productos de Tecnologia Médica (R.P.P.T.M.) a favor de Bio Lap S.A. bajo el
numero PM 1882-65 siendo su nueva vigencia hasta el 05 mayo 2029
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Firmado digitalmente por: TERRIZZANO
Maria Lorena
Fecha y hora: 10.06.2026 11:39:02

Instituto Nacional de Productos Médicos ANMAT
Firma y 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.

Fecha de emision: 02 febrero 2026

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

N° Identificatorio Tramite: 58194

Tramitada por Expediente N°: 1-0047-3110-002663-24-5

/% /a

anMat anmMat
FOENQUINOS Gerardo Ariel VARELA Daniel Marcelo
CUIL 20233728897 CUIL 20927221617
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