1983/2023 — 40 ANOS DE DEMOCRACIA

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

DECLARACION JURADA DE REVALIDA

DISPOSICION ANMAT N° 9688/2019
N° rev: 1136-57#0001

En nombre y representacién de la firma Electromedik 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: 1136-57

Disposicion autorizante N° DC N°00 de fecha 12 marzo 2018
Disposiciones modificatorias y revalidas N°: DC N° 1136-57#0002

Datos Caracteristicos del Producto Médico:

Nombre descriptivo: Circuito paciente de ventilacion

Cddigo de identificacion y nombre técnico del producto médico, (ECRI-UMDNS):
15-003 Circuitos Respiratorios Externos, Ventiladores

Marca(s) de (los) producto(s) médico(s): Flexicare
Clase de Riesgo:

Indicacidn/es autorizada/s: Los circuitos respiratorios se emplean para la conduccion de gases en
pacientes adultos, nifios y lactantes. Estan disefiados para pacientes tanto con respiracion
ventilada como espontanea en quirdfanos hospitalarios, antequiréfanos y unidades de cuidados
post-anestesia.

Modelos: 038-31-201 Adult Dual Heated Wire Breathing System 1.6m (Kit 1)
038-31-202 Adult Dual Heated Wire Breathing System 1.6m (Kit 2)

038-31-203 Adult Dual Heated Wire Breathing System 1.6m (Kit 3)

038-31-301 Adult Convertible Heated Wire Breathing System 1.6m (Kit 1)
038-31-101 Adult Single Heated Wire Breathing System 1.6m (Kit 1)
038-32-101 Paediatric Single Heated Wire Breathing System 1.6m (Kit 1)
038-32-201 Paediatric Dual Heated Wire Breathing System 1.6m (Kit 1)
038-33-201/S Neonatal Dual Heated Wire Breathing System 1.6m S-type (Kit 1)
038-33-202 Neonatal Dual Heated Wire Breathing Circuit 1.6m (Kit 2)
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038-33-101 Neonatal Single Heated Wire B/S 1.6m (Kit 1)

038-33-102 Neonatal Single Heated Wire B/S 1.6m (Kit 2)

038-33-101/S Neonatal Single Heated Wire B/S 1.6m S-type (Kit 1)

038-33-102/S Neonatal Single Heated Wire B/S 1.6m S-type (Kit 2)

038-33-501 Neonatal Shielded Single Limb Heated Wire B/S 1.6m (Kit 1)

038-03-340 Neonatal Heated Wire Breathing System 1250mm Clover

038-03-340C Neonatal Heated Wire Breathing System 1250mm Clover + Humidification Chamber
038-03-346 Neonatal Dual Heated Wire Breathing System 1250mm Clover

038-03-346C Neonatal Dual Heated Wire Breathing System 1250mm Clover+Humidification
Chamber

038-31-745 Dual Heat Wire B/System W/Y Pc M/Port Chamber

038-31-746 Adult Dual Heated Wire Breathing System 1.6m

038-31-765 Heat Wire B/System W/Y Piece M/Port W/Trap & Chamber

038-31-766 Cloverleaf Heated Wire B/System W/Y Piece M/Port W/Trap & Chamber
038-31-767 Adult H/Wire B/S Y Piece W/Trap & Auto-Chamber

038-31-768 Adult 22mm Single Heated Wire 1.6m Bs, Water Trap Auto Fill Chamber
038-32-765 Paediatric H/Wire B/System W/'Y Piece M/Port W/Trap & Chamber

038-32-766 Paediatrc H/Wire B/System W/ 'Y Piece M/Port W/Trap & Chamber

038-32-767 Paediatric H/Wire B/S Y Piece W/Trap & Auto-Chamber

038-32-768 Paediatric 15mm Single Heated Wire 1.6m BS, Water Trap, AF Chamber
038-33-201 Neonatal Dual Heated Wire Breathing System 1.6m (Kit 1)

038-31-102 Adult Single Heated Wire Breathing System 1.6m (Kit 2)

038-31-401 Adult Single Limb Heated Wire Breathing System 1.6m (Kit 1)

038-31-402 Adult Single Limb Heated Wire Breathing System 1.6m (Kit 2)

038-31-403 Adult Single Limb Heated Wire Breathing System 1.6m (Kit 3)

038-31-501 Adult Shielded Single Limb Heated Wire B/S 1.6m (Kit 1)

038-31-601 Adult Smoothbore Single Limb Heated Wire B/S 1.6m (Kit 1)

038-35-950 CPAP 22mm Corrugated Tube Breathing System 2.0m with T-Piece

038-35-292 Adult 22mm Single Limb Smoothbore Breathing System (1.6m) with Exhalation Valve
Port and Pressure Monitoring Line

038-35-295 Adult 22mm Single Limb Corrugate Tube Breathing System (1.6m) with Exhalation
Valve Port

038-35-290 Smooth Bore (1.6m) Breathing System with Exhaust Port

038-35-310 Adult 22mm, Single Limb, Smoothbore (1.6m) with Exhalation Valve and Pressure
Line

038-35-312 Adult 22mm, Single Limb, Smoothbore (1.6m) with Exhalation Valve and Pressure
Line

038-35-314 Cold Humidification - Smooth Bore (1.6m) Breathing System with exhalation valve,
line, water trap and Limb

038-35-316 Cold Humidification - Smooth Bore (1.6m) Breathing System with exhalation valve,
line, water trap and Limb

038-35-322 Nebulising IPPB circuit, Smooth Bore (1.6m) Breathing System with Exhalation Valve,
Line & Nebuliser

038-35-323 Adult 22mm, Nebulising Single Limb (1.6m) with Exhalation Valve, Pressure Line,
Nebuliser and Mouthpiece

038-01-140 Adult Standard 22mm Breathing System (1.6m) Corrugated Tube with Ported Y
piece, 22mm F Connectors, Spare 22mm M/M Connector and 0.8m Limb

038-01-155 Adult Standard 22mm Breathing System (1.6m) Corrugated Tube with Ported Ypiece,
Two Self-sealing Water Traps on Expiratory Limb, 22mm F Connectors, Spare 22mm M/M
Connector and 0.8m Limb

038-01-130 Adult Standard 22mm Breathing System (1.6m) Corrugated Tube with Y-piece, 22mm
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F Connectors and Spare 22mm M/M Connector

038-01-132 Adult Standard 22mm Breathing System (2.4m) Corrugated Tube with Y-piece, 22mm
F Connectors and Spare 22mm M/M Connector

038-01-135 Adult Standard 22mm Breathing System (1.6m) Corrugated Tube with Y-piece, 22mm
F Connectors, Spare 22mm M/M Connector and 0.8m Limb

038-01-150 Adult Standard 22mm Breathing System (1.6m) Corrugated Tube with Ported Ypiece,
Self-sealing Water Trap on Expiratory Limb, 22mm F Connectors, Spare 22mm M/M Connector
and 0.8m Limb

038-01-155F Adult Standard 22mm Breathing System (1.6m) Corrugated Tube with In-line Tpiece
Valve and MaxiNeb Nebuliser, Ported Y-piece, Two Self-sealing Water Traps on Expiratory Limb,
22mm F Connectors, Spare 22mm M/M Connector and 0.8m Limb

038-31-756 Adult Standard 22mm Sterile Breathing System (1.6m) Corrugated Tube with Auto-Fill
Chamber, Ported Y-piece, Self-sealing Water Trap on Expiratory Limb, 22mm F Connectors,
Spare 22mm M/M Connector and 0.8m Limb

038-31-761 Adult Standard 22mm Sterile Breathing System (1.6m) Corrugated Tube with Auto-Fill
Chamber, Ported Y-piece, Two Self-sealing Water Traps on Expiratory Limb, 22mm F
Connectors, Spare 22mm M/M Connector and 0.8m Limb

038-01-140/641 Ventilator Breathing System Adult 1.6m Y-Piece with 2 x Ports and Elbow with
Luer Port Kit 7

038-01-140U Ventilator Breathing System Adult 1.6m with Twin Monitoring Ports

038-01-150/641 Ventilator Breathing System Adult 1.6m Y-Piece with 2xports LP Luer Elbow + 1
x Water Trap Kit 2

038-01-150B Smoothbore Parallel Circuit Adult 1.6m Y- Piece with 2 x Ports and 1 x Water Trap
Kit 3

038-01-150U Ventilator Breathing System Adult 1.6m Y-Piece with 2 x Ports and 1 x Water Trap
Kit 1

038-01-155/12 Ventilator B/Sys 1.6M W/Ports 2 X Traps Insp Limb T-Piece

038-01-155/13 Ventilator Breathing System Adult 1.6m 2 x Water Traps 1 x MaxiNeb 1 x HMEF
Catheter Mount. Kit 1

038-01-155/14 Ventilator Breathing System Adult 1.6m 2 x Water Traps 1 x HMEF & 1 x 8V Filter
Cath Mount. Kit 2

038-01-155/15 Ventilator Breathing System Adult 1.6m 2 x Water Traps 1 x Hepa & 1 x 8V Filters
Cath Mount. Kit 3

038-01-155/355/306 Ventilator Breathing System 1.6m Y-Piece with 2 x Ports DS Elbow + 2 x
W/Traps Adult HMEF + C/Mount

038-01-155/376S Ventilator Breathing System 1.6m Y- Piece with 2 x Ports 2 x Water Traps BN
Filter+Cath Mount Kit 2

038-01-155/640 Ventilator Breathing System 1.6m Y- Piece with 2 x Ports LP Elbow and 2 x
Water Traps Kit 3

038-01-155/641 Ventilator Breathing System 1.6m Y- Piece with 2 x Ports LP Luer Elbow and 2 x
Water Traps Kit 4

038-01-155A Ventilator Breathing System Adult 2.4m Y-Piece Kit 10

038-01-155AG Argentic Parallel Circuit Adult 1.6m Y- Piece with 2 x Ports and 2 x Water Traps
Kit 5

038-01-155B Smoothbore Parallel Circuit Adult 1.6m Y- Piece with 2x ports and 2x Water Traps
Kit 6

038-01-155F/641 Ventilator Breathing System Adult 1.6m LP Luer Elbow 2 x Water Traps +
Maxineb Nebuliser Kit 8

038-01-162 Heated Wire 1.6m Limb With 22mm Adaptor M/F

038-01-163 Ventilator Single Heated Wire Breathing System Adult 1.6m with Water Trap Kit 1
038-01-163A Smoothbore Ventilator Single Heated Wire Breathing System Adult 1.6m with Water
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Trap Kit 2

038-01-163STR Ventilator Single Heated Wire Breathing System Adult 1.6m with Water Trap Kit 1
038-01-164 Ventilator Dual Heated Wire Breathing System Adult 1.6m Y-Piece with 2 x Ports Kit 1
038-01-200BAg Argentic Bain Coaxial System 1.6m 22mm Lightweight Tube Custom Kit B
038-01-201 Bain Coaxial System 1.6m 22mm Custom Kit A

038-01-201Ag Argentic Bain Coaxial System 1.6m 22mm Custom Kit A

038-01-210Ag Argentic Bain Coaxial System 2.4m 22mm Custom Kit A

038-01-505Ag Argentic Ventiflow Coaxial Circuit 2.4m

038-02-150 Paediatric Parallel Circuit 1.6m with Ported Y-Piece and 1 x Water Trap
038-02-155 Paediatric Parallel Circuit 1.6m with Ported Y-Piece and 2 x Water Traps
038-02-155B Paediatric Smoothbore Parallel Circuit 1.6m with Ported Y-Piece + 2 x Water Traps
038-03-100 Neonatal Nitric Oxide Circuit 0.45m 10mm with B/V Filter

038-03-310 Neonatal Universal Heated Wire Breathing System-Flying Lead

038-03-310C Neonatal Universal H/ Wire B/System-Flying Lead + Chamber

038-03-311 Neonatal Universal Heated Wire Breathing System-Clover Lead

038-03-311C Neonatal Universal H/ Wire B/System-Clover + Chamber

038-03-315 Neonatal Cold Humidification System

038-03-315C Neonatal Cold Humidification System + Humidification Chamber

038-03-330U Neonatal Circuit Sing Limb Had/W (15mm Shielded Tube) & Autofill Chamber
038-03-340/1 Neonatal Single Heated Wire Breathing System 1.25m Kit 1

038-03-340AG Argentic Neonatal Single Heated Wire Breathing System 1.25m with 1 x Water
Trap

038-03-340C/1 Neonatal Single Heated Wire Breathing System 1.25m Kit 3

038-03-340STR Neonatal Single Heated Wire Breathing System 1.6m with Water Trap Including
Extension Limb

038-03-340U Neonatal Single Heated Wire Breathing System 1.25m with 1 x Water Trap
038-03-341C Neonatal Heated Wire Breathing System 1.25m Flying Lead with Auto-Fill Chamber
038-03-342 Neonatal Heated Wire B/S 1250mm (Draeger Babylog)

038-03-342AG Argentic Neonatal Single Heated Wire Breathing System 1.25m (Draeguer
Babylog)

038-03-342C Neonatal 10mm Single Htd/W 1.6m BS Water Trap (BABYLOG)

038-03-345 Neonatal Dual H/Wire B/System 1250mm Flying Lead

038-03-345C Neonatal Dual H/ Wire B/System 1250mm Flying Lead + Chamber
038-03-346AG Argentic Neonatal Dual H/Wire B/System 1.6m Clover

038-03-346U Neonatal Dual Heated Wire Breathing System 1.25m

038-03-356U Neonatal Dual Heated Wire Breathing System with Autofill Chamber
038-31-101U Adult Single Heated Wire Breathing System 22mm 1.6m Kit 1

038-31-201U Adult Dual Heated Wire Breathing System 22mm 1.6m Kit 1

038-31-202U Adult Dual Heated Wire Breathing System 22mm 1.6m Kit 2

038-31-203U Adult Dual Heated Wire Breathing System 22mm 1.6m Kit 3

038-31-252 Adult Ventimyst Dual Heated Wire Breathing System 1.6m Kit 1

038-31-252U Adult VentiMyst Dual Heated Wire B/S 1.6M (63") Kit 1

038-31-253 Adult Ventimyst Dual Heated Wire Breathing System 1.6m Kit 2

038-31-253/1 Adult VentiMyst Dual Heated Wire Breathing System 1.6m Kit 3

038-31-253U Adult VentiMyst Dual Heated Wire B/S 1.6M (63") Kit 2

038-31-301U Adult Dual Heated Wire Convertible Breathing System 22mm 1.6m Kit 1
038-31-303 Adult Dual Heated Wire Convertible Breathing System 22mm 1.6m. Kit 2
038-31-404 Adult Single Limb Heated Wire Breathing System 1.6m Kit 4

038-31-404U Adult Single Limb Heated Wire Breathing System 1.6m Kit 4

038-31-405 Adult Single Limb Heated Wire Breathing System 1.6m with Veoflo Small Kit 5
038-31-405U Adult Single Limb Heated Wire Breathing System 1.6m with Veoflo Small Kit 5
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038-31-601/1 Adult Bi-PAP Single Limb Heated Wire Breathing System 1.6m Kit 2
038-31-601U Adult Bi-PAP Single Limb Heated Wire B/S 1.6m (Kit 1)

038-31-747 Dual Heated Wire Breathing System 1.6m with Ported Y-Piece and Auto-fill Chamber
038-31-748U Dual Heated Wire B/S 1.6m + Auto fill Chamber

038-31-768U Adult Circuit W/ Insp Htd/W Water Trap & Autofill Chamber

038-31-778STR Adult Breathing System 22mm 1.6m with Y Piece and MDI A/Fill
Chamber+W/Trap DS/Elbow Cath Mount

038-31-779STR Adult H/W B/S 1.6m+W/T+Auto-C+1.2m Limb+3m MI+3| Res Sterile
038-33-101/B Neonatal Single Heated Wire Breathing System 1.6m 8- Type Kit 1
038-33-101U Neonatal Single Heated Wire Breathing System 1.6m Kit 1

038-33-102/B Neonatal Single Heated Wire Breathing System 1.6m B-Type Kit 2
038-33-102U Neonatal Single Heated Wire Breathing System 1.6m Kit 2

038-33-103 Neonatal Smoothbore Single Heated Wire System 1.6m 10mm Kit

038-33-201/B Neonatal Dual Heated Wire Breathing System 1.6m B-Type Kit 1

038-33-201U Neonatal Dual Heated Wire Breathing System 1.6m Kit 1

038-33-202/B Neonatal Dual Heated Wire Breathing System 1.6m B-Type Kit 2

038-33-202/S Neonatal Dual Heated Wire Breathing Circuit 1.6m S-Type Kit 2

038-33-202U Neonatal Dual Heated Wire Breathing System 1.6m Kit 2

038-33-203 Neonatal Dual Heated Wire Breathing System 1.6m (Kit 3)

038-33-203U Neonatal Dual Heated Wire Breathing System 1.6m (Kit 3)

038-33-252 Neonatal Ventimist Dual Heated Wire B/S 1.6m (63") (Kit 1)

038-33-252/2 Neonatal Ventimyst Dual Heated Wire B/S 1.6m (63") (Kit 5)

038-33-252/S Neonatal Ventimyst Dual Heated Wire B/S 1.6m (63") S-Type (Kit 1)
038-33-252NS Neonatal Ventimyst Dual Heated Wire B/S 1.6m (63") (Kit 1) (Non-Sterile)
038-33-252U Neonatal Ventimyst Dual Heated Wire B/S 1.6m (63") (Kit 1)

038-33-253 Neonatal Ventimist Dual Heated Wire B/S 1.6m (63") (Kit 2)

038-33-253/S Neonatal Ventimyst Dual Heated Wire B/S 1.6m (63") S-Type (Kit 2)
038-33-253NS Neonatal Ventimyst Dual Heated Wire B/S 1.6m (63") (Kit 2) (Non-Sterile)
038-33-255 Neonatal Ventimyst Dual Heated Wire B/S 1.6m (63") (Low Flow) (Kit 3)
038-33-255NS Neonatal Ventimyst Dual Heated Wire B/S 1.6m (63") (Low Flow) (Kit 3) (Non-
Sterile)

038-33-255U Neonatal Ventimyst Dual Heated Wire B/S 1.6m (63") (Low Flow) (Kit 3)
038-33-402 Neonatal Single Limb Heated Wire Breathing System HFOT 1.6m Kit 1
038-33-402U Neonatal Single Limb Heated Wire Breathing System HFOT 1.6m Kit 1
038-33-501U Neonatal Shielded Single Limb Heated Wire Breathing System HFOT 1.6m Kit 1
038-35-291 Adult Corrugated Bi-PAP Breathing System 1.6m

038-35-292A Adult Smoothbore Single Limb 1.8m with Leak Valve & 2.2m Monitoring Line for
BiPAP Vision

038-35-292B Adult Smoothbore Bi-PAP Single Limb Heated Wire Breathing System 1.8m Kit 8
038-35-292C Adult Smoothbore Bi-PAP Single Limb Heated Wire Breathing System 1.6m Kit C
038-35-292F Adult Smoothbore Bi-PAP Single Limb Heated Wire Breathing System 1.6m Kit F
038-35-293 Adult Smoothbore Bi-PAP Single Limb Heated Wire Breathing System 1.6m Kit D
038-35-294 Adult Smoothbore Bi-PAP Breathing System 1.6m with Exhalation Valve and
Pressure Line

038-35-294/1 Paediatric Parallel Breathing System 1.8m with Exhalation Valve and 20cm Swivel
Elbow Catheter Mount

038-35-294/2 Paediatric BreathingSystem 1.6m15mm w Ported YPiece+Exhalation
Valve+1.6mBubble Tubing

038-35-296/1 Adult Smoothbore Parallel Circuit 1.8m + Exhalation Valve + Colder
Connector+Flexible 22F Connectors

038-35-297 Adult Smoothbore Single Limb 1.8m with Exhalation Valve and Flexible 22F
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Connectors Kit

038-35-297/1 Adult Smoothbore Single Limb 1.5 + Exhalation Valve + Colder Connector +
Flexible 22F Connectors

038-35-297/2 Adult Smoothbore Single Limb 1.8m with Exhalation Valve and Colder Connector
Kit 2

038-35-297/3 Adult Smoothbore Single Limb 1.8m with Exhalation Valve and Flexible 22F
Connectors Kit 3

038-35-297/4 Adult Smoothbore Single Limb 1.8m with Exhalation Valve and Flexible 22F
Connectors for Elisee

038-35-297/5 Adult Smoothbore Single Limb 1.8m with Exhalation Valve + Colder Connector +
Flexible 22F Connectors

038-35-298 (KG020700) Adult Smoothbore Bi-PAP Breathing System 1.6m with Exhalation Valve
038-35-298/1 Adult Smoothbore Single Limb 1.8m with Exhalation Valve and Flexible 22F
Connectors for VIVO 50

038-35-298/2 Adult Smoothbore Single Limb 1.8m with Exhalation Valve+Colder
Connector+Flexible 22F Connectors

038-35-298/3 Adult Smoothbore Single Limb 1.8m with Exhalation Valve and Flexible 22F
Connectors

038-35-298/4 Adult Smoothbore Single Limb 1.8m + Exhalation Valve + Colder Connector +
Flexible 22F Connectors Kit4

038-35-298/5 Adult Smoothbore Single Limb 1.8m 22mm with Exhalation Valve and Flexible 22F
Connectors

038-35-298/6 Adult Smoothbore Single Limb 1.8m with Exhalation Valve and Flexible 22F
Connectors Kit 6

038-35-298/7 Adult Smoothbore Single Limb 1.5m 22mm Flexible 22F Connectors with
Exhalation Valve for Carat

038-35-298/8 Adult Smoothbore Single Limb 1.5m with Exhalation Valve and Flexible 22F
Connectors Kit 8

038-35-298/9 Adult Smoothbore Single Limb 1.5m+Exhalation Valve+Colder Connector+Flexilble
22F Connectors Kit 9

038-35-299 Adult Smoothbore Bi-PAP Single Limb Breathing System 1.8m with Exhalation Valve
and 8V Filter

038-35-300 Adult Smoothbore Bi PAP Breathing System 1.8m x 2 Filters

038-35-300U Adult Smoothbore Bi PAP Breathing System 1.8m x 2 Filters

038-35-310STR Adult Smoothbore IPPB Breathing System 1.6m with Exhalation Valve
038-35-312/1 Smoothbore Single Limb 1.5m 22m with Exhalation Valve and Flexible 22mm F
Connectors Kit 1

038-35-312C Adult Smoothbore IPPB Breathing System 1.6m with Exhalation Valve Kit 2
038-35-314/1 Adult Smoothbore Parallel Breathing System 1.8m with Exhalation Valve and
Flexible 22F Connectors

038-35-314A Adult Smoothbore IPPB Breathing System 1.6m with Exhalation Valve Kit 4
038-35-323/1 Adult IPPB Single Limb Breathing System 1.2m for Bird and Alveola
038-35-323/2 Adult Single Limb IPPB Breathing System 1.2m 22mm for Inhalog

038-35-323/3 Adult IPPB Single Limb Breathing System 1.2m for Salvia

038-35-323/4 Adult IPPB Single Limb Breathing System 1.2m Universal

038-35-323A Alpha 200 IPPB Breathing System 1.0m with Exhalation Valve and Mouthpiece
038-35-323B ALPHA 200 Nebulising IPPB Breathing System 1.0 m Separate Exhalation Valve
and Neb Line+ Mouthpiece

Periodo de vida util: 5 afios
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Condicion de uso: Uso exclusivo a profesionales e instituciones sanitarias
Fuente de obtencion de la materia prima de origen biologico: No aplica.
Forma de presentacién: Por unidad. Por 10, 20 y 50 unidades.

Meétodo de esterilizacion: No aplica.

Nombre del fabricante: Flexicare Medical Limited

Lugar de elaboracion: Cynon Valley Business Park, Mountain Ash, CF45 4ER, Reino Unido.

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°
4306/99.

La empresa mantiene en su establecimiento y a disposicion de la autoridad sanitaria la
documentacion requerida por disposicion ANMAT N° 2318/02 y 9688/19

k. /a

anMat
BORRUEL Julieta anMat
CUIL 27221672696 BRAIDOT Gabriel Martin
Responsable Legal CUIL 20Respdagadle Técnico
Firma y Sello Firmay 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 Electromedik S.A. bajo el
numero PM 1136-57 siendo su nueva vigencia hasta el 12 marzo 2028

/%
anMat

RIZZO Marcela Claudia
CUIL 27169736184

Instituto Nacional de Productos Médicos ANMAT
Firmay Sello

El presente certificado sera valido unicamente cuando se presente junto con las Disposiciones
previas del PM enunciadas anteriormente y sea verificado con su cédigo QR a través de la pagina
de ANMAT.
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Fecha de emision: 06 octubre 2023

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

N° Identificatorio Tramite: 46461

Tramitada por Expediente N°: 1-0047-3110-001295-23-6

Pagina 8 de 8 Pagi na 8 de 8

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.-




		2023-10-06T09:58:38-0300
	Buenos Aires
	Firma de Documentos
 en el marco de trámites ante la ANMAT.


		2023-10-06T10:05:11-0300
	Buenos Aires
	Firma de Documentos
 en el marco de trámites ante la ANMAT.


		2023-12-01T09:56:27-0300
	Buenos Aires
	Firma de Documentos
 en el marco de trámites ante la ANMAT.




