“
DECLARACION UE DE CONFORMIDAD

UE DECLARATION OF CONFORMITY
“

HERSILL, S.L.

Puerto de Navacerrada, 3
28935 Moéstoles (Madrid), Esparia
SRN: XXXXX / no emitido/ not issued

declara bajo su unica responsabilidad que ellos
producto(s) detallados mas adelante a los cuales hace
referencia esta declaracion son conformes con o
establecido en el REGLAMENTO (UE) 2017/745 DEL
PARLAMENTO EUROPEO Y DEL CONSEJO de 5 de
abril de 2017 sobre los productos sanitarios y, en su caso,
con cualquier ofra legislacion pertinente de la Unién que
disponga la emisibn de una declaracion UE de
conformidad.

Esta declaracién esta sujeta al procedimiento expuesto en
el Anexo IV del REGLAMENTO (UE) 2017/745 DEL
PARLAMENTO EUROPEQ Y DEL CONSEJO.

Tipo de producto
Sistemas de aspiracion

Denominacién de producto (UDI-DI)

declare under our sole responsibility that the product(s)
listed below fo which this declaration relates are in
conformity with the provisions of the REGULATION (EU)
2017/745 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 5 April 2017 on medical devices and, if
applicable, with any other relevant Union legislation that
provides for the issuing of an EU declaration of conformity

This declaration of conformity is subject to the procedure
defined in the Annex IV of the REGULATION (EU) 2017/745
OF THE EUROPEAN PARLIAMENT.

Product type
Suction systems

Product name (UDI-DI)

Segln anexo | / See Annex |

Uso previsto
Accesorios para sistemas médicos de aspiracion.

Clasificacién del producto
Clase de riesgo :

Certificados

Certificado ISO 9001:2015 n® 9120.HERS y certificado ISO
13485:2016 n° 9124.HER2 emitido por el Organismo
certificador IMQ S.p.A

Normas o especificaciones comunes
EN ISO 10079-3:2014
EN ISO 15223-1:2016

Lugar, Fecha de emisién & Fecha de validez

Intended purpose
Accessories for medical suction systems

Product Classification

/ Risk class: | (rule 1)

Certificates
ISO 9001:2015 certificate n° 9120.HERS and ISO

13485:2016 certificate n° 9124.HER2 issued by the
Certification Body IMQ S.p.A

Standards or common specifications
EN 1041:2008 + A1:2013

Place, Issued on & Validity date

Méstoles, 2022-02-24 to 2024-05-26

Aprobado por (firma)

Oscar

Cargo
Director Gerente

y
J’ 3

. Jordan

Approved by (signature)
A

Title
Managing Director
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Anexo I/ Annex I

Item CODE | Descripcidn de articulo Item Description BASIC UDI-DI
4340000 Mango soporte cateter Catheter support handle 843533173538349
Straight metallic catheter 25
4340001 Cateter recto metélico 25Cm | Cm 843533173539046
Metallic curved catheter
4340002 Cateter curvo metalico 20Cm | 20Cm 84353317354063U
Metallic curved catheter 12
4340003 Cateter curvo metalico 12Cm | Cm 843533176306548B
4340080 Kit separacion grapa vacusill 3 | Clip Separation Kit Vacusill 3 843533177495567
Columna manometro Vacusili3 Surgical column
4345002 Vacusill3 Surgical manometer 84353317614744)
Columna manometro Gauge column Vacusill3 Cont-
4345003 Vacusill3 Cont-Inter. Inter. 84353317644134K
4345004 Kit filtro aspirador Vacusill 3 Vacusill 3 aspirator filter kit 84353317683745W
Trampa de agua SafetyTrap
4350100 PC SafetyTrap PC water trap 84353317508674P
4350101 Kit porta-filtro Vacusill 2 Vacusill 2 filter holder kit 84353317598846N
Pack 100 Filtros particulas Pack 100 Particulate Filters
4350105 para SafetyTrap for SafetyTrap 84353317551524A
Pack 10 Filtros hidrofébico Pack 10 Hydrophobic
antibacteriano/viral (Bacterial | antibacterial / viral filters
4350106 Filter) (Bacterial Filter) 84353317693195V
4350110 Kit firltro antibacterias Antibacterial filter kit 84353317559235B
Trampa de agua SafetyTrap
4350200 PSU SafetyTrap PSU water trap 84353317508744L
4350300 Kit Adaptador Diss Vacusill 2 | Diss Vacusill 2 Adapter KIT 843533175321943
Kit Adaptador G1/2" Vacusill
4350302 2 G1/ 2 "Vacusill 2 Adapter Kit | 843533175965565
Kit reparacién mando Vacusill 2 HV regulator knob
4351002 regulador Vacusill 2 HV repair kit 84353317531103C
Kit reparacién mando de
regulacion - Vacusill 2 AS Regulation knob repair kit -
4351003 Standard Vacusill 2 AS Standard 84353317713364G
Kit reparaciéon Mando on-off | Vacusill 2 on-off remote
4351010 Vacusill 2 control repair kit 843533175301139
Kit reparaciéon mando Vacusill 2 LV regulation knob
4352002 regulacion Vacusill 2 LV repair kit 84353317557635D
4330001 Kit reparacion V-9000 V-9000 repair kit 84353317349424)
Conjunto regulacion vacuum regulator regulation
4330003 vacuoregulador CM set CM 84353317349664Y
Cuerpo vacuorregulador Complete vacuum regulator
4330006 completo body 84353317349975B
Kit reparacion vacuo HV Vacuum repair kit HY CON /
4330007 CON/REG REG 84353317350002U
Kit reparacion vacuo LV Vacuum repair kit LV CON /
4330008 CON/REG. REG. 84353317350173D
4330010 Kit filtro vacusill HV/LV Vacusill HV / LV filter kit 843533173503137
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Pack de 25 filtros atrapa Pack of 25 vacuum filters

4330011 particulas vacuo. traps particles. 84353317350483Q

4330012 Kit colgar frasco FV FV bottle hanging kit 84353317350553M
Conjunto tapa/volante V- Cover / flywheel set V-9000 s

4330013 9000 s/regulador / regulator 843533175710147

4330100 Trampa de agua vacusill, Diss | Vacusill water trap, Diss 84353317351233D
Pack de 100 filtros atrapa Pack of 100 filters traps

4330105 particulas para SafetyTrap particles for SafetyTrap 84353317535854X
Trampa de agua con valvula Water trap with safety valve,

4330150 seguridad, filtro filter 84353317351543Q,

4330201 Kit reparacion V-9200 Repair kit V-9200 843533173517846

4330610 Trampa de agua 400 ml 400 ml water trap 843533173529143
Conjunto mando ON/OFF

4330900 Reguvac Reguvac ON / OFF control set | 84353317353523W
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“
DECLARACION UE DE CONFORMIDAD

UE DECLARATION OF CONFORMITY
S e e ——mm—— == = — —— S,

HERSILL, S.L.

Puerto de Navacerrada, 3
28935 Mdstoles (Madrid), Espafia
SRN: XXXXX / no emitido/ not issued

declara bajo su unica responsabilidad que elflos
producto(s) detallados mas adelante a los cuales hace
referencia esta declaracion son conformes con Io
establecido en el REGLAMENTO (UE) 2017/745 DEL
PARLAMENTO EUROPEO Y DEL CONSEJO de 5 de
abril de 2017 sobre los productos sanitarios y, en su caso,
con cualquier otra legislacién pertinente de la Unién que
disponga la emisibn de una declaracion UE de
conformidad.

Esta declaracion esta sujeta al procedimiento expuesto en
el Anexo IV del REGLAMENTO (UE) 2017/745 DEL
PARLAMENTO EUROPEOQO Y DEL CONSEJO.

Tipo de producto

Sistemas de suministro de gases médicos y componentes
relacionados:

Unidades terminales para gases medicinales

Denominacion de producto (UDI-DI)

declare under our sole responsibility that the product(s)
listed below to which this declaration relates are in
conformity with the provisions of the REGULATION (EU)
2017/745 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 5 April 2017 on medical devices and, if
applicable, with any other relevant Union legislation that
provides for the issuing of an EU declaration of conformity

This declaration of conformity is subject to the procedure
defined in the Annex IV of the REGULATION (EU) 2017/745
OF THE EUROPEAN PARLIAMENT.

Product type
Medical gas supply systems and related components:
Terminal units for medical gases

Product name (UDI-DI)

Panel de suministro de oxigeno (OSR) y rampas / Oxygen supply Rack (OSR) and ramps
Segun anexo | /According to annex |

Uso previsto
Destinado a ser utilizado como soporte de suministro de
oxigeno para gas a baja presion en ambulancias de
emergencia médica.

Clasificacion del producto

Intended purpose
Is intended to be used as oxygen supply rack for low
pressure gas as medical emergency ambulances.

Product Classification

Clase de riesgo: /Risk class: | (rule 2)

UMDNS 18-046; GMDN 37714

Certificados

Certificado 1SO 8001:2015 n° 9120.HERS vy certificado 1ISO
13485:2016 n° 9124 HERS2 emitido por el Organismo
certificador IMQ S.p.A

Normas o especificaciones comunes

ISO 9170-1:2017

ISO 15001:2010

EN 1041:2008+ A1:2013
EN ISO 15223-1:2016
NF § 90-116:1988

SS 87 524 30:2004

Lugar, Fecha de emisién & Fecha de validez

Certificates

ISO 9001:2015 certificate n° 9120.HERS and ISO
13485:2016 cerlificate n° 9124 HER2 issued by the
Certification Body IMQ S.p.A

Standards or common specifications

EN 1789 + A2 2015

EN 11197:2016

EN 56359:2015 + A1:2018
BS 5682:1998

CGA V-5

AS 2902:2005

Place, Issued on & Validity date

Méstoles, 2022-01-27 to 2024-05-26

Aprobado por (firma)

Cargo
Director Gerente
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Approved by (signature)
P

Title
Managing Director
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Anexo I/ Annex I

Item CODE Descripcién de articulo Item Description BASIC UDI-DI
5900100 Rampa 2 valvulas SEO oxigeno Ramp 2 valves SEO oxygen 84353317534794X
5900101 Rampa 3 valvulas SEO oxigeno Ramp 3 valves SEO oxygen 843533174885752
5900102 Rampa 2 valvulas NFS c/rapida 2-valve NFS ramp w / fast 84353317534624E
5900104 Rampa ambulancia panelable redonda Round panel ambulance ramp | 843533176069955

con 1 valvula DIN with 1 DIN valve

5900105 Rampa 2 véalvulas DIN oxigeno con 2 DIN oxygen valve ramp with | 84353317695005J
manometro pressure gauge

5900112 Rampa 2 valvulas NF oxigeno 2 valve ramp NF oxygen 843533175242745

53800113 Rampa 3 valvulas NFS oxigeno - codo 3 valve ramp NFS oxygen - 843533174871052

rylsan O rylsan elbow O

5900115 Rampa 2 valvulas DIN oxigeno 2 DIN oxygen valve ramp 84353317534864U

5900116 Rampa Medicon 3 caudalimetros Ramp Medicon 3 flowmeters 843533175136949

5900117 Rampa Medicon 2 caudalimetros Ramp Medicon 2 flowmeters 843533175137646

5900118 Rampa Medicon 1 caudalimetro Ramp Medicon 1 flowmeter 843533175138343

5900119 Kit distribuciéon 02 GRUAU GRUAU 02 distribution kit 843533176986975

5900120 Valvula aerea oxigeno 1/4M NF Air valve oxygen 1/ 4M NF 84353317493735D

5900130 VALVULA OXIGENO 1/8M NF OXYGEN VALVE 1/8M NF 843533176731557

5900140 Rampa ambulancia panelable 2 valvulas | Panel ambulance ramp 2 DIN 84353317557705A

DIN valves
5900150 Rampa ambulancia panelable 2 valvulas | Panel ambulance ramp 2 DIN 84353317607294M
DIN y manometro valves and pressure gauge

5900162 Rampa amb cuad 30 panel 2 valv G1_8 y | Ramp room square 30 panel 2 | 84353317618184U
manometro valv G1_8 and pressure gauge

5900163 Rampa amb cuad 30 panel 3 valv G1_8y | Ramp amb quad 30 panel 3 84353317618254R
manometro valv G1 8 and pressure gauge

5900213 OSR-E-1V-BS OSR-E-1V-BS 84353317724184S

5900214 OSR-E-1V-NF OSR-E-1V-NF 84353317724254P

5900215 OSR-E-1V-UNI OSR-E-1V-UNI 84353317724324L

5900217 OSR-E-1V-DIN OSR-E-1V-DIN 843533177244955

5900223 OSR-E-2V-BS OSR-E-2V-BS 843533177245652

5900224 OSR-E-2V-NF OSR-E-2V-NF 84353317724634X

5900225 OSR-E-2V-UNI OSR-E-2V-UNI 84353317724704U

5900227 OSR-E-2V-DIN OSR-E-2V-DIN 84353317724875D

5900511 OSR-P-1V-DISS OSR-P-1V-DISS 84353317710153R

5900513 OSR-P-1V-BS (Panel ambulancia 1 OSR-P-1V-BS (1 BS valve 843533176800852
valvula BS) ambulance panel)

5900514 OSR-P-1V-NF (Panel ambulancia 1 OSR-P-1V-NF (Ambulance 843533176568752
valvula NF) panel 1 valve NF)

5900515 OSR-P-1V-UNI (Panel ambulancia 1 OSR-P-1V-UNI (Ambulance 84353317657004Y
valvula UNI) panel 1 UNI valve)

5900517 OSR-P-1V-DIN (Panel ambulancia 1 OSR-P-1V-DIN (Ambulance 84353317680154X
valvula DIN) panel 1 DIN valve)

5900518 OSR-P-1V-AS OSR-P-1V-AS 84353317701623Y

5900521 OSR-P-2V-DISS(Rampa paneiable 2 OSR-P-2V-DISS (Panel ramp 84353317699206C

valvulas Diss) 2 Diss valves)

5900523 OSR-P-2V-BS (Panel ambulancia 2 OSR-P-2V-BS (Ambulance 84353317679886Y
valvulas BS) panel 2 valves BS)

5900524 OSR-P-2V-NF (Rampa panelable 2 OSR-P-2V-NF (Panel ramp 2 84353317656705G
valvulas NF) NF valves)
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5900525 OSR-P-2V-UNI ( Panel ambulancia 2 OSR-P-2V-UNI (Ambulance 84353317656945W
valvulas UNI) panel 2 UNI valves)

5900527 OSR-P-2V-DIN ( Panel ambulancia 2 OSR-P-2V-DIN (Ambulance 84353317679956V
valvulas DIN) panel 2 DIN valves)

5900528 OSR-P-2V-AS(Rampa panelable 2 OSR-P-2V-AS (Panel ramp 2 84353317701794H

valvulas Australian Standard) Australian Standard valves)

5900531 OSR-P-3V-DISS (Rampa panelable 3 OSR-P-3V-DISS (Panel ramp | 84353317708585C
valvulas DISS) 3 DISS valves)

5900533 OSR-P-3V-BS (panel ambulancia 3 OSR-P-3V-BS (3-valve BS 84353317714424G
véalvulas BS) ambulance panel)

5900534 OSR-P-3V-NF (Panel ambulancia 3 OSR-P-3V-NF (3-valve 84353317676125G

valvulas NF) ambulance panel NF)

5900535 OSR-P-3V-UNI (Panel ambulancia 3 OSR-P-3V-UNI (3-valve 84353317676295Z
vélvulas UNI) ambulance panel UNI)

5900537 OSR-P-3V-DIN (Panel ambulancia 3 OSR-P-3V-DIN (Ambulance 84353317715965C
valvulas DIN) panel 3 DIN valves)

5900541 OSR-P-C1-2V-DISS OSR-P-C1-2V-DISS 84353317724945A

5900543 OSR-P-C1-2V-BS OSR-P-C1-2V-BS 84353317705514F

5900547 OSR-P-C1-2V-DIN OSR-P-C1-2V-DIN 84353317705444J

5900580 Intercambiador manual de botellas OSR- | OSR-P-C2 manual bottle 84353317657245E

P-C2 exchanger
5900590 Intercambiador manual de botellas OSR- | OSR-P-C3 manual bottle 84353317682445G
P-C3 exchanger

5900591 OSR-P-C3 PSI OSR-P-C3 PSI 843533177125147

5900621 OSR-B-2DISS OSR-B-2DISS 843533177318755

5900624 OSR-B-2NF OSR-B-2NF 84353317726925G

5900627 OSR-B-2DIN OSR-B-2DIN 84353317731634P

5900634 OSR-B-3NF OSR-B-3NF 843533176998272

5900637 OSR-B-3DIN OSR-B-3DIN 84353317738735V

5900641 OSR-BR-C1-2DISS OSR-BR-C1-2DISS 84353317725004C

5900643 OSR-BR-C1-2BS OSR-BR-C1-2BS 84353317725174V

5900644 OSR-BR-C1-2NF OSR-BR-C1-2NF 84353317725244S

5900645 OSR-BR-C1-2UNI OSR-BR-C1-2UNI 84353317725314P

5900647 OSR-BR-C1-2DIN OSR-BR-C1-2DIN 843533177254858

5900723 OSR-BL-2BS OSR-BL-2BS 84353317738665Y

5900733 OSR-BL-3BS OSR-BL-3BS 843533177385963

5900741 OSR-BL-C1-2DISS OSR-BL-C1-2DISS 843533177255555

5900743 OSR-BL-C1-2BS OSR-BL-C1-2BS 843533177256252

5900744 OSR-BL-C1-2NF OSR-BL-C1-2NF 84353317725795K

5900745 OSR-BL-C1-2UNI OSR-BL-C1-2UNI 84353317725865G

5900747 OSR-BL-C1-2DIN OSR-BL-C1-2DIN 84353317716024E

5900913 OSR-E-1V-BS- Entonox OSR-E-1V-BS- Entonox 84353317725935D

5900964 OSR-P-1V-NF - Aire OSR-P-1V-NF - Air 84353317736134Z
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“
DECLARACION UE DE CONFORMIDAD

UE DECLARATION OF CONFORMITY
[SasmSmm——————— -  ———— — —  — — — S °—

HERSILL, S.L.

Puerto de Navacerrada, 3
28935 Mdéstoles (Madrid), Espaiia
SRN: XXXXX / no emitido/ not issued

declara bajo su Unica responsabilidad que elflos
producto(s) detallados mas adelante a los cuales hace
referencia esta declaracion son conformes con lo
establecido en el REGLAMENTO (UE) 2017/745 DEL
PARLAMENTO EUROPEO Y DEL CONSEJO de 5 de
abril de 2017 sobre los productos sanitarios y, en su caso,
con cualquier otra legislacion pertinente de la Union que
disponga la emision de una declaracion UE de
conformidad.

Esta declaracion esta sujeta al procedimiento expuesto en
el Anexo IV del REGLAMENTO (UE) 2017/745 DEL
PARLAMENTO EUROPEQ Y DEL CONSEJO.

Tipo de producto
Sistemas de rail

Denominacién de producto (UDI-DI)

declare under our sole responsibility that the product(s)
listed below to which this declaration relates are in
conformity with the provisions of the REGULATION (EU)
2017/745 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 5 April 2017 on medical devices and, if
applicable, with any other relevant Union legislation that
provides for the issuing of an EU declaration of conformity

This declaration of conformity is subject to the procedure
defined in the Annex 1V of the REGULATION (EU) 2017/745
OF THE EUROPEAN PARLIAMENT.

Product type
Rail systems

Product name (UDI-Di)

Segun anexo | /According to annex |

Uso previsto
Sistema a rail para fijacion sobre pared, destinado a la
sujecién de equipamientos médicos.

Clasificacion del producto

Intended purpose
Wall rail system to be attached to walls, designated to hold
medical equipment.

Product Classification

Clase de riesgo: / Risk class: | (rule 1)

Certificados
Certificado ISO 9001:2015 n°® 9120.HERS y certificado 1ISO
13485:2016 n° 9124.HER2 emitido por el Organismo
certificador IMQ S.p.A
Normas o especificaciones comunes
EN 1041:2008 + A1:2013

EN ISO 15223-1:2016
ISO 19054:2006 +A1:2006

Lugar, Fecha de emision & Fecha de validez

Certificates

ISO 9001:2015 certificate n° 9120.HERS and I1SO
13485:2016 certificate n°® 9124.HERZ2 issued by the
Certification Body IMQ S.p.A

Standards or common specifications

Place, Issued on & Validity date

Méstoles, 2022-02-01 to 2024-05-26

Aprobado por (firma)

Approved by (signature)

NV

Oscdr M. Jordan

Cargo
Director Gerente
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Title
Managing Director
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Anexo 1/ Annex 1

Item CODE Descripcién de articulo Item Description BASIC UDI-DI

5401060 Rail DIN aluminio 60 cm. Aluminum DIN rail 60 cm. 84353317638815H

5401100 Rail DIN aluminio 100 cm. Aluminum DIN rail 100 cm. | 843533176389862

5401140 Rail DIN aluminio 140 cm. Aluminum DIN rail 140 cm. | 843533176390454

5401180 Rail DIN aluminio 180 cm. Aluminum DIN rail 180 cm. | 84353317639114Z

5401220 Rail DIN aluminio 220 cm. Aluminum DIN rail 220 cm. | 84353317639285)

5401260 Rail DIN aluminio 260 cm. Aluminum DIN rail 260 cm. | 84353317639355F

5401300 Rail DIN aluminio 300 cm. Aluminum DIN rail 300 cm. | 84353317639425C

5402060 Rail DIN acero 60 cm. Steel DIN rail 60 cm. 84353317639595V

5402100 Rail DIN acero 100 cm. DIN rail steel 100 cm. 843533176396655

5402140 Rail DIN acero 140 cm. Steel DIN rail 140 cm. 84353317639735P

5402180 Rail DIN acero 180 cm. Steel DIN rail 180 cm. 84353317639805L

5402220 Rail DIN acero 220 cm. Steel DIN rail 220 cm. 843533176399765

5402260 Rail DIN acero 260 cm. Steel DIN rail 260 cm. 84353317640003N

Item CODE Descripcién de articulo Item Description BASIC UDI-DI

0300047 Soporte rail contenedor Flexivac container rail 84353317713434D
Flexivac support

0400003 Soporte cortina de cama arail | Telescopic rail bed curtain | 84353317082022W
telescop. support.

3220003 SOPORTE RAIL VITAE TRANS Y | RAIL VITAE TRANS AND 84353317201812D
RESQ S/T RESQ,S / T SUPPORT

3320565 SOPORTE RAIL EUROVAC EUROVAC RAIL BRACKET 84353317243703E

3340900 Soporte Vacusill 3 a rail con Vacusill 3 rail support with | 843533176778066
frasco Evac 300mL 300mL Evac bottle

4220003 Soporte rail ventilador Vitae Vitae fan rail support 843533173429442

4230506 Soporte de gotero CAVS CAVS dripper holder 84353317344163Q

4500003 Soporte rail botella oxigeno Oxygen bottle rail support | 843533173633545

5420000 Soporte gotero rail 2000 Rail 2000 dripper support 843533174111722Z

5425200 Soporte para gotero GR-5200 | GR-5200 dripper holder 843533174116236

5425250 Soporte gotero techo GT-5250 | GT-5250 ceiling dripper 84353317411793P

support
5425850 Soporte termometro FR-5850 | FR-5850 thermometer 84353317412853P
support

5425902 Soporte rail para 3 cajas de Rail support for 3 boxes of | 843533177276058
Guantes Gloves

4430050 Sistema de acople a rail para Rail coupling system for 84353317362123L
vacuorreguladores vacuum regulators

4430055 Sist. acople rail universal Syst. universal rail coupling | 843533173622945

4450050 Sistema de acople a rail para Rail coupling system for 84353317362674D
caudalimetros flowmeters

3383007 Frasco Lavasondas PC 14 x 35 | Probes cleaner PC 14 x 35 84353317272103C
cm. cm,

5425950 Cestillo PR-5950, de acero Stainless steel basket for 843533174132234
inox. para frasco lavasondas probes cleaner

5425990 Lavasondas metacrilato rail Methacrylate rail probes 84353317413463)

cleaner
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Item CODE Descripcién de articulo | ltem Description BASIC UDI-DI

0400002 Grapa universal tubo diametro | Universal clamp tube 84353317081963U
30 mm diameter 30 mm

4450061 Grapa rail universal R-4000 Universal rail clamp R-4000 | 84353317362984Q
con soporte EN para frascos with EN support for suction
aspiracion hottles

4450062 Grapa rail universal R-4000 + Universal rail clamp R-4000 | 84353317363043S
Soporte pared "EN" 30 mm + Wall bracket "EN" 30 mm
Aluminio Aluminum

4450063 Grapa rail universal R-4000 + Universal rail staple R-4000 | 84353317681214X
soporte paralelo 45 mm + parallel support 45 mm

4900010 Grapa para barra de 25 a 40 Staple for bar 25 to 40 mm | 84353317714284N
mm

5410001 GRAPA [ZQUIERDAS R-5000 LEFT CLIP R-5000 843533174106333

5410040 GRAPA UNIVERSAL A RAIL- UNIVERSAL CLAMP TO 843533177319452
BARRA R-40 RAIL-BAR R-40

5410043 GRAPA UNIVERSAL A RAIL- UNIVERSAL CLAMP TO 843533177320044
BARRA R-43 RAIL-BAR R-43

5410045 GRAPA UNIVERSAL A RAIL- UNIVERSAL CLAMP TO 84353317732174M
BARRA R-45 RAIL-BAR R-45

5410060 GRAPA UNIVER. C/SOPOR STAPLE UNIVER. C/SOPOR | 84353317410873H
CEST. CEST.

5410100 GRAPA HERSILL CM HERSILL CM CLIP 84353317410943E

5410105 GRAPA UNIVERSAL CM UNIVERSAL CM CLAMP 84353317411002G

5425100 Lampara rail reconocimiento Recognition rail lamp 843533174115539
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DECLARACION UE DE CONFORMIDAD
UE DECLARATION OF CONFORMITY

HERSILL, S.L.

Puerto de Navacerrada, 3
28935 Moéstoles (Madrid), Espafia
SRN: XXXXX / no emitido/ not issued

declara bajo su Unica responsabilidad que elflos
producto(s) detallados mas adelante a los cuales hace
referencia esta declaracion son conformes con lo
establecido en el REGLAMENTO (UE) 2017/745 DEL
PARLAMENTO EUROPEO Y DEL CONSEJO de 5 de
abril de 2017 sobre los productos sanitarios y, en su caso,
con cualquier otra legislacién pertinente de la Union que
disponga la emision de una declaracion UE de
conformidad.

Esta declaracion esta sujeta al procedimiento expuesto en
el Anexo IV del REGLAMENTO (UE) 2017/745 DEL
PARLAMENTO EUROPEQ Y DEL CONSEJO.

Tipo de producto
Unidades terminales para gases medicinales

Denominacién de producto (UDI-DI)

declare under our sole responsibility that the product(s)
listed below to which this declaration relates are in
conformity with the provisions of the REGULATION (EU)
2017/745 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 5 April 2017 on medical devices and, if
applicable, with any other relevant Union legislation that
provides for the issuing of an EU declaration of conformity

This declaration of conformity is subject to the procedure
defined in the Annex IV of the REGULATION (EU) 2017/745
OF THE EUROPEAN PARLIAMENT.

Product type
Terminal units for medical gases

Product name (UDI-DI)

Segun anexo | / See Annex |

Uso previsto
Conexion y/o conduccién de gases medicinales

Clasificacion del producto
Clase de riesgo:

Intended purpose
Probe and/or conduction of medical gases

Product Classification

/ Risk class: | (rule 1)

UMDNS 18-046; GMDN: 37544

Certificados

Certificado ISO 9001:2015 n° 9120.HERS y certificado ISO
13485:2016 n° 9124.HER2 emitido por el Organismo
certificador IMQ S.p.A

Normas o especificaciones comunes
ISO 9001:2015/ ISO 13485:2016
EN 1041:2008

Lugar, Fecha de emision & Fecha de validez

Certificates

ISO 9001:2015 certificate n° 9120.HERS and ISO
13485:2016 certificate n° 9124.HER2 issued by the
Certification Body IMQ S.p.A

Standards or common specifications
EN ISO 15223-1:2021
EN ISO 5359-2014/ A1:2017

Place, Issued on & Validity date

Méstoles, 2022-05-31 to 2024-05-26

Aprobado por (firma)

Approved by (signature)

Oscar M. Jordan

Cargo
Director Gerente

Page 1 of 7

Title
Managing Director

DoC UTYM 2022-05-31



Anexo I/ Annex I

Item
CODE Descripcion de articulo Item Description BASIC UDI-DI
0500301 | CONEXION RECTUS TUBO D-6 RECTUS TUBE PROBE D-6 84353317087904E
3130015 CONEXION VALVULA INSPIRAT. INSPIRAT VALVE PROBE. 84353317117693H
3130023 | CONEXION CANISTER CANISTER PROBE 843533171184436
3150060 EZO;EJXION N20 CODO DIN N20 PROBE ELBOW DIN 12360 | 84353317147153F
3320580 | CONEXION EN "T" PEQUENA SMALL "T" PROBE 84353317245093M
CONEXION VACIO CODO DIN VACUUM PROBE ELBOW DIN
3390035 13260 13260 843533172789052
3500608 | CONEXION A PACIENTE OXYMO | PATIENT PROBE OXYMO 84353317579586C
3500609 | CONEXION A BOTELLA OXYMO | PROBE TO OXYMO BOTTLE 84353317579415T
CONEXION RECT
3500614 ZC?SFK OO06MXN us RECTUS PROBE 20SFKOO6MXN | 84353317543464)
3540804 | CONEXION DISS Perflow DISS Perflow probe 84353317319584C
3540874 | CONEXION DISS Palelable Recta | Straight DISS Palelable Probe | 84353317582765)
3540875 | CONEXION Acodada Panelable Panelable Elbow Probe 84353317582835F
CONEXION DISS PERFLOW BRIGHT CHROME DISS
3543804 CROMO BRILLO PERFLOW PROBE 84353317546504Q
CONEXION OXIGENO CODO DIN | OXYGEN PROBE ELBOW DIN
3590040 13260 13260 84353317332042Y
4100009 cMg&'ﬁ;ﬁ;il?“ilNi m./ 02 hose 1.5 m. / NF-NF probe | 84353317661895K
4100011 | Manguera O2 NIST 3m 02 hose NIST 3m 84353317334333H
4100012 | Manguera AIR NIST 3m AIR NIST hose 3m 84353317334403E
4100013 | Manguera N20 NIST 3m N20 NIST hose 3m 84353317334573X
4100014 | Manguera VACUUM NIST 3m VACUUM NIST hose 3m 84353317334643U
4100015 | Manguera O2 NIST 5m 02 hose NIST 5m 84353317554734Z
4100016 | Manguera AIR NIST 5m AIR NIST hose 5m 84353317554975F
4100017 Manguera N20O NIST 5m N20O NIST hose 5m 84353317554804W
4100018 | Manguera VACUUM NIST 5m VACUUM NIST hose 5m 843533176427753
4100024 | Manguera 02 NIST 3m / NF 02 hose NIST 3m / NF 84353317642914V
4100026 | Manguera O2 NIST 3m /CM 02 NIST Hose 3m/CM 84353317642844Y
4100027 | Manguera O2 NIST 3m / DIN 02 hose NIST 3m / DIN 84353317656635K
4100034 Manguera AIR NIST 3m / NF AIR NIST hose 3m / NF 84353317657315B
4100036 Manguera AIR NIST 3m / CM AIR NIST hose 3m/ CM 84353317652294X
4100037 Manguera AIR NIST 3m / DIN AIR NIST hose 3m / DIN 84353317643074K
4100044 Manguera N20O NIST 3m / NF Hose N20 NIST 3m / NF 84353317643144G
4100046 | Manguera N20 NIST3m/CM | Hose N20 NIST 3m /CM 84353317643214D
4100047 | Manguera N20 NIST3m /DIN | N20 hose NIST 3m / DIN 84353317643384W
4100050 Manguera 02 DISS 1m. /DISS | O2 DISS hose 1 m. / DISS 84353317726164Y
4100051 Manguera 02 DISS 2 m. / DISS 02 DISS hose 2 m. / DISS 84353317717014H
4100052 | Manguera Q2 DISS 2 m. /NIST | O2 DISS hose 2 m. / NIST 843533177260953
4100053 | Manguera 02 DISS 2 m. /BS 02 DISS hose 2 m. / B.S. 84353317726855K
4100054 | Manguera O2 DISS 2 m. / NF 02 DISS hose 2 m. /NF 84353317728455H
4100056 | Manguera O2 DISS2 m. /CM 02 DISS hose 2 m. /CM 84353317728525E
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4100057 Manguera 02 DISS 2 m. / DIN 02 DISS hose 2 m. / DIN 843533177182452
4100058 | Manguera Q2 DISS 2 m. / FRO 02 DISS hose 2 m. / FRO 84353317741534T
4100151 | Manguera 02 NIST 5m /DIN 02 hose NIST 5m /DIN 84353317707044G
4100152 | Manguera N20O NIST 5m /DIN N20 hose NIST 5m /DIN 84353317706744Y
4100153 | Manguera AIR NIST 5m /DIN AIR NIST hose 5m /DIN 84353317706985E
4100154 | Manguera VACIO NIST 5m /DIN | NIST VACUUM Hose 5m /DIN | 84353317706814V
4100156 | Manguera O2 NIST 5m / NF 02 hose NIST5m / NF 84353317708414T
4100157 | Manguera N20 NIST 5m / NF Hose N20 NIST 5m / NF 843533177103947
4100158 Manguera AIR NIST 5m / NF AIR NIST hose 5m / NF 84353317710774F
4100159 | Manguera VACIO NIST5m / NF | NIST VACUUM hose 5m / NF 84353317710603W
4100161 | Manguera O2 NIST 5m /BS 02 hose NIST 5m / BS 84353317713814M
4100162 | Manguera N20 NIST 5m /BS N20 hose NIST 5m / BS 843533177139856
4100163 | Manguera AIR NIST 5m /BS AIR NIST hose 5m /BS 84353317713744Q
4100164 | Manguera VACIO NIST5m /BS | NIST VACUUM hose 5m / BS 843533177140448
4100166 | Manguera 02 NIST 5m / OXF-B | O2 hose NIST 5m / OXF-B 84353317709404W
4100167 | Manguera N20 NIST 5m / OXF-B | N20 hose NIST 5m / OXF-B 84353317709575F
4100168 | Manguera AIR NIST 5m / OXF-B | AIR NIST hose 5m / OXF-B 84353317709645C
4100169 g/languera VACIO NIST 5m /OXF- EIST VACUUM Hose 5m /OXF- 843533177093347
4130005 CONEXION lecmto KAV-1a KAV-1 Cn:cunt Probe to 843533173355642
mesa anestesia anesthesia table
Conexidén manguera N20 -
4150001 558752430 N20 hose probe - SS8752430 | 84353317337233V
4150002 ggg:"m" manguera N20-BS  { \» 5 hose probe - BS 5682 843533173373035
4150004 | Conexion manguera N20 - NF Hose probe N20 - NF 843533173374748B
a150005 | Conexion manguera N20 - N20 hose probe - Oxifar-T 843533173375448
Oxifar-T
Conexién manguera N20 - .
4150006 Oxifar B N20 hose probe - Oxifar B 843533173376145
4150007 | Conexion manguera N20 - DIN N20 hose probe - DIN 84353317337784N
a150008 | Conexion manguera N20 - N20 hose probe - Saccabb 84353317337854K
Saccabb
4150009 | Conexidn manguera N20 - Fro Hose probe N20 - FRO 84353317337924G
4150010 | COnexionmanguera N20 - N20 hose probe - Nassetti 843533173380846
Nassetti
4150012 Conexién UNI 1/4M N20 Probe UNI 1/4M N20 84353317568455P
4150016 | Conexién manguera N20 - DISS | Hose probe N20O - DISS 843533177192355
4150031 ES;\':;('ON N20 manguera NIST | \ > probe hose NISTEN739 | 84353317584365G
CONEXION NF PANELABLE PARA | PANELABLE NF PROBE FOR
(180255 ESTACION ANESTESIA ANESTHESIA STATION 84353317653665A
4180360 Manguera AGSS 5m ISO 9170-2 | AGSS hose 5m IS0 9170-2 84353317697916R
Typel Typel
4180361 Manguera AGSS 2m I1SO 9170-2 | AGSS hose 2m I1SO 9170-2 843533177177054
Typel Typel
Conexion NO2 manguera-codo NO2 hose-elbow probe BS
4190043 BS 5682 5682 84353317719925Q
4390001 CONEXION AGA VACIO 1/4 1/4 VACUUM AGA probe 84353317358264N
4390002 | CONEXION Boc codo 1/4-M BOC probe elbow 1/4-M 84353317358334K
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vacio vacuum

4390003 | CONEXION vacio 1/4 M-BS 5682 | Vacuum probe 1/4 M-BS 5682 | 84353317358404G

4390004 | CONEXION Seo 1/4 VACIO Seo probe 1/4 VACUUM 84353317358574Z

4390005 CONEXION Oxifar T 1/4 H vacio Probe Oxifar T 1/4 H vacuum 84353317358644W

4390006 | CONEXION 1/4M VACIO OXIFAR | PROBE 1/4M VACUUM I ——
B OXIFAR B
CONEXION VACIO 1/4 DIN VACUUM PROBE 1/4 DIN

4390007 | /o000 13206 84353317358885C

4390008 | CONEXION Saccab 1/4 Mvacio | Saccab probe 1/4 M vacuum | 843533173589559

4390009 | CONEXION Fro 1/4-M vacio FRO probe 1/4-M vacuum 84353317359014B

4390010 | CONEXION Nassetti 1/4-M vacio | Nassetti 1/4-M probe vacuum | 84353317359184U

4390012 | CONEXION Ohmeda 1/4 M vacio | Ohmeda probe 1/4 M vacuum | 84353317359254R

4390013 CONEXION Chemetron 1/8 M Chemetron probe 1/8 M 84353317359324N
vaclo vacuum

4390014 SSC?OEX'ON P-Bennet 1/4 M P-Bennet probe 1/4 M vacuum | 843533173594957

4390016 | CONEXION DISS 1/4 M vacio DISS probe 1/4 M vacuum 843533173595654
CONEXION UNI 9507 1/4M PROBE UNI 9507 1/ 4M

4390018 |00 VACUUM 84353317568385S
CONEXION MANGUERA VACIO | VACUUM HOSE PROBE BS

4390019 | oo INOX p—— 843533176322549

4390021 | CONEXION AGA vacio manguera | AGA vacuum hose probe 843533173596342

4390022 gggze"m" vaciomangueraBS | um hose probe BS 5682 | 84353317359704W

4390024 | Conexidn vacio manguera NF Vacuum hose probe NF 84353317359875F

4390025 S;?'OEX'ON Oxifar-Tmanguera | o\ o Oxifar-Tvacuum hose | 84353317359945¢

4390026 S:cr}g"m” Oxifar B manguera Oxifar B vacuum hose probe | 84353317360073H

4390027 | CONEXION DIN vacio manguera | DIN probe vacuum hose 84353317360143E

4390028 Si';'fx'o"’ Saccabb manguera | ¢ 2bb vacuum hose probe | 843533173602138

4390029 | CONEXION Fro manguera vacio | FRO probe vacuum hose 84353317360383U

4390030 SSC';LEX'ON Nassetti manguera | \ - cettivacuum hose probe | 84353317360453R
CONEXION VACIO manguera VACUUM probe hose NIST

4390031 | it b 7ag EN739 84353317584295K

4390032 S;)C?'OEX'ON Ohmeda manguera | o 4a vacuum hose probe | 84353317360523N

4390033 CONEXION Chgmetron Chemetron vacuum hose 843533173606947
manguera vaclo probe

4390034 Si';';x'o"' P-Bennetmanguera | o 1 p-Bennet vacuum hose | 843533173607644
Cuerpo VACIO CONEXION Body VACUUM probe Hose JIS

4390035 Manguera JIS T7101 Pin Index T7101 Pin Index 84353317733785E

4390036 | Conexion Diss vacio manguera Diss probe vacuum hose 84353317360833Z

4390037 | CONEXION ENV 737-6 1/4M Probe ENV 737-6 1/ 4M 84353317650074B
Vaclo Vacuum

4390038 CONEXION CARBAMED vaclo CARBAMED vacuum hose 843533177292056
manguera probe

4390043 | Conexi6n Vacio manguera-codo | Vacuum probe hose-elbow BS | 84353317720744G
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BS 5682 5682

4390104 | CONEXION vacia 1/4M NF 1/ 4M NF vacuum probe 84353317360903W
Cuerpo 02 CONEXION Body O2 probe Hose JIS T7101

4390204 Manguera JIS T7101 Pin Index Pin Index 843533175057748
CONEXION ISO 5145 N27 02 Probe ISO 5145 N27 02

4500136 300BAR corta 300BAR short 84353317365194H
CONEXION ISO 5145 N27 02 Probe ISO 5145 N27 02 300

4500137 300 BAR larga BAR long 84353317365264E

4500695 Kit de reparacion - Conexion Reparation Kit — Baywater 84353317739415M
regulador Baywater Probe Regulator

4500696 m::g“era Baywater convalvula | o ater hose with Nito valve | 84353317708895p

4500697 | COnexion directa manguera Direct probe Baywater hose | 843533176960969
Baywater

4500699 | Regulador Manguera Baywater | Hose regulator Baywater 843533177076656

4520101 :%'?fEX'ON oxigeno australiana |, o+ lian oxygen probe 1/8 " | 84353317727915K

4520102 :ZTEX'ON ¥dtio austrailana Australian vacuum probe 1/4 " | 84353317749796M

4520103 | CONEXION Aire australiana 1/8" | Australian Air Probe 1/8 " 843533177141145
CONEXION PANELABLE SENSOR | INGAS SENSOR PANELABLE

4520502 INGAS PROBE 843533173670046

4550601 | Manguera espiral OXYMO OXYMO spiral hose 84353317580785C

4580002 | CONEXION Aire 1/8-M 7 bar Boc | Air probe 1/8-M 7 bar Boc 84353317373874X

4580004 | CONEXION Aire 1/8-M Seo Air probe 1/8-M Seo 84353317374003W

4580005 | CONEXION Aire 1/8-M Oxifar-T | Air probe 1/8-M Oxifar-T 84353317374174F

4580006 | CONEXION Aire 1/8M Oxifar B Air probe 1 / 8M Oxifar B 84353317374244C

4580007 | CONEXION AIRE DIN 13260 1/8 | AIR PROBE DIN 13260 1/8 843533173743149

4580008 | CONEXION Aire 1/8-M Saccabb | Air Probe 1/8-M Saccabb 84353317374484S

4580009 | CONEXION Aire 1/8-M Fro Air Probe 1/8-M FRO 84353317374554P

4580010 | CONEXION Aire 1/8-M Nassetti | Air Probe 1/8-M Nassetti 84353317374624L

4580011 ggsl\leme Aire 1/8-MMA-4BS | air probe 1/8-M MA-4 BS 5682 | 843533173747955

4580012 | CONEXION Aire 1/8-M Ohmeda | Air Probe 1/8-M Ohmeda 843533173748652

a5go013 | CONEXION Aire 1/8M Air Probe 1/ 8M Chemetron | 84353317374934x
Chemetron

4580014 | CONEXION Aire 1/8M P-Bennett | Air Probe 1 / 8M P-Bennett 84353317375094M

4580016 CONEXION DISS 1/8 AIRE DISS 1/8 AIR PROBE 843533177166454

4580020 ESE'GE;‘;"N aire MA-4 manguera | i ' he MA-4 hose BS 5682 | 843533176994465
CONEXION Aire manguera .

4580021 $58752430 Air probe hose S$8752430 84353317375164)

4580022 CONEXION Aire manguera 7 bar | Air probe hose 7 bar Boc 84353317375234F
Boc codo elbow

4580023 | Conexion Aire manguera recta 7 | i obe hose 7 bar BS 84353317375304C
bar BS 5682

4580024 | CONEXION Aire manguera NF Air probe hose NF 84353317375474V

4580025 | COMEXION Alre manguera Oxifar-T hose air probe 843533173755445
Oxifar-T

4580026 | Conexion Aire manguera Oxifar- |, e 6 hose air probe 84353317375614P

B
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4580027 | CONEXION Aire manguera DIN Air probe DIN hose 843533173757858
4580028 g:c':::'o“ Alre manguera Saccab Hose Air Probe 843533173758555
4580029 | CONEXION Aire manguera Fro Air probe FRO hose 843533173759252
4580030 | CONEXION Aire manguera Nassetti Hose Air Probe 84353317376084Q
Nassetti
4580031 ES;':QX'ON AR mangueraNIST | 12 brobe hose NISTEN739 | 843533175841252
4580036 | CONEXION Aire manguera Diss | Air probe hose Diss 84353317376154M
4580037 E?NN EXION Aire 800 manguera | . e 800 DIN hose 84353317588255X
4580104 | CONEXION Aire 1/8M NF Air probe 1/ 8M NF 843533173762241
4580107 (1:3?2'\::))“0'\‘ Aire 1/8 largaDIN | 10 obe 1/8 long DIN 13260 | 84353317513073K
CONEXION 02 1/8 M
4590001 | coom o 02 probe 1/8 M $58752430 | 84353317376464Y
4590002 | CONEXION 02 1/8 M Boc codo | O2 probe 1/8 M BOC elbow | 84353317376534V
4590003 | CONEXION 02 1/8 M BS5682 | 02 probe 1/8 M BS 5682 84353317376604S
4590004 | CONEXION 02 1/8 M Seo 02 1/8 M Seo probe 843533173767758
4590005 | CONEXION 02 1/8 M Oxifar-T | 02 probe 1/8 M Oxifar-T 843533173768458
4590006 | CONEXION 02 1/8 M Oxifar B | 02 probe 1/8 M Oxifar B 843533173769155
4590008 | CONEXIGN 02 1/8 M Saccabb | 02 probe 1/8 M Saccabb 84353317377144Q
4590009 | CONEXION 02 1/8 M Fro 02 1/8 M FRO probe 84353317377214M
4590010 | CONEXION O2 1/8 M Nassetti | Probe 02 1/8 M Nassetti 843533173773856
4590012 | CONEXION 02 1/8 M Ohmeda | 02 1/8 M Ohmeda probe 843533173774553
4590013 | CONEXIONO21/8M 02 probe 1/8 M Chemetron | 84353317377524y
Chemetron
4590014 | CONEXION 02 1/8 M P-Bennett | 02 probe 1/8 M P-Bennett 84353317377695H
4590016 | CONEXION 02 1/8 M DISS 02 1/8 M DISS probe 843533173778358
4590018 | CONEXION 02 1/8M UNI9507 | Probe 02 1/8M UNI 9507 84353317568145C
4590019 | CONEXION KS3 - 1/8 - A Probe KS3 - 1/8 - A 84353317593104Y
CONEXION 02 manguera
4590021 | e oo 02 hose probe S58752430 843533173779058
4590023 | Conexién O2 manguera BS 5682 | 02 BS hose probe 84353317378134T
4590024 | CONEXION 02 manguera NF 02 NF hose probe 84353317378204Q
4590025 gONEX'ON 02 manguera Oxifar- | ) | obe for Oxifar-T hose 843533173783759
4590026 | Conexién O2 manguera Oxifar B | O2 probe for Oxifar-B hose 843533173784456
4590027 ggz,\:;%XION O2mangueraDIN | 1, | 'se probe DIN 13260 843533173785153
4590028 | CONEXION 02 manguera 02 probe hose Saccabb 84353317378685L
Saccabb
4590029 | Conexién O2 manguera Fro 02 FRO hose probe 84353317378755H
4590030 | CONEXION 02 manguera 02 probe Nassetti hose 84353317378825E
Nassetti
4590031 Eﬁ;“:gx'o'\' 02 manguera NIST [ 5, 11ose probe NIST EN739 843533175840555
4590032 g(s)(;\;Ewa O2manguera UNI |, 1 5se probe UNI 9507 843533176688268
4590035 | Cuerpo 02 CONEXION Body 02 probe Hose JIS T7101 | 843533177338558
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Manguera JIS T7101 Pin Index

Pin Index

4590036 | CONEXION 02 manguera Diss 02 hose probe Diss 84353317378995X
4590043 ggg;x'm O2manguera-codo BS | ) | o elhow probe BS 5682 | 8435331721043y
CONEXION 02 1/8 BOC 02 1/8 BOC ACER / INOX
4590102 ACER/INOX probe 84353317512913V
4590103 fg::XION 02 1/8 M BS 5682 02 probe 1/8 M BS 5682 Long | 84353317589005L
4590104 | CONEXION 02 1/8 M NF 02 1/8 M NF probe 84353317379054Z
4590107 g;)zhé%me UZ1/8llarga BIN 02 probe 1/8 long DIN 13260 | 84353317513143G
Conexién oxigeno 1/8” AFROX Oxygen probe 1/8" AFROX
4590117 SANS 1409 SANS 1409 84353317728835R
4590203 g(())rl;l:XION 02 1/8 M BS 5682 02 probe 1/8 M BS 5682 Short | 843533177424547
Conexion AIR MA-4 manguera- | AIR MA-4 hose-elbow probe
4890043 codo BS 5682 BS 5682 84353317721113V
Conector mascarilla metélico Metallic tubing nipple, thread
4905400 , " 9/16" to connect tube to 84353317518644Q
caudalimetro 9/16
flowmeter
5900013 | Manguera 3 metros 02 DISS/ H | Hose 3 meters 02 DISS / H 84353317587405N
5900014 | Manguera 3 m. aire DISS - H 3m hose. air DISS - H 84353317561594X
5900015 mzng”era 2M-0ZDISDISS- | 5 11 hose. 02 DISs-DISS - F-F | 843533175875767
5900016 | Manguera 3m 02 DISS / Macho | Hose 3 meters O2 DISS / Male | 843533176732254
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__eee----
DECLARACION UE DE CONFORMIDAD

UE DECLARATION OF CONFORMITY
_—mmmms——————

HERSILL, S.L.

Puerto de Navacerrada, 3
28935 Mostoles (Madrid), Espafia
SRN: XXXXX / no emitido/ not issued

declara bajo su dGnica responsabilidad que ellos
producto(s) detallados méas adelante a los cuales hace
referencia esta declaraciéon son conformes con o
establecido en el REGLAMENTO (UE) 2017/745 DEL
PARLAMENTO EUROPEO Y DEL CONSEJO de 5 de
abril de 2017 sobre los productos sanitarios y, en su caso,
con cualquier otra legislacion pertinente de la Uni6én que
disponga la emision de una declaracion UE de
conformidad.

Esta declaracion esta sujeta al procedimiento expuesto en
el Anexo IV del REGLAMENTO (UE) 2017/745 DEL
PARLAMENTO EUROPEOQ Y DEL CONSEJO.

Tipo de producto
Equipo médico de aspiracion manual

Denominacién de producto (BASIC UDI-DI)

declare under our sole responsibility that the product(s)
listed below fo which this declaration relates are in
conformity with the provisions of the REGULATION (EU)
2017/745 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 5§ April 2017 on medical devices and, if
applicable, with any other relevant Union legislation that
provides for the issuing of an EU declaration of conformity

This declaration of conformity is subject to the procedure
defined in the Annex IV of the REGULATION (EU) 2017/745
OF THE EUROPEAN PARLIAMENT.

Product type
Manually powered medical suction equipment

Product name (BASIC UDI-DI)

VACUP ELITE (84353317392444N)
VACUP PRO (84353317392374R)

Uso previsto
Equipo de aspiracion médico manual destinado a la
aspiracion orofaringea para establecer y mantener la
ausencia de obstruccion en las vias aéreas.

Clasificacién del producto
Clase de riesgo :

Intended purpose

Manual medical suction equipment for oropharyngeal
suction to establish and maintain the absence of airway
obstruction.

Product Classification

/ Risk class: | (rule 1)

UMDNS 15-016; GMDN 47366

Certificados

Certificado 1SO 9001:2015 n°® 9120.HERS vy certificado
ISO 13485:2016 n° 9124.HER2 emitido por el Organismo
certificador IMQ S.p.A

Normas o especificaciones comunes
EN ISO 10079-2:2014
EN ISO 15223-1:2016

Lugar, Fecha de emision & Fecha de validez

Certificates
ISO 9001:2015 certificate n° 9120.HERS and ISO

13485:2016 certificate n® 9124.HER2  issued by the
Certification Body IMQ S.p.A

Standards or common specifications
EN 1041:2008 + A1:2013

Place, Issued on & Validity date

Méstoles, 2022-02-01 to 2024-05-26

Aprobado por (firma)

"

Cargo
Director Gerente

Approved by (signature)

M. Jortlan

Title
Managing Director
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