Lot 19 Aspirator toracal, F-40.00, Fazzini, Italia

Parametri solicitati

Parametri oferiti

Aspirator toracal

Cod 130310

Descriere Aspirator toracic asigura aspirarea §i
evacuarea fluidelor corporale si/sau de aer care se pot
acumula intre pldmani si peretele toracic (spatiul
pleural), dupa o interventie chirurgicala toracica,
penetrare a ranilor de pe piept, barotrauma, ruptura
traheald, bronsita sau ca urmare a unei boli sau unor
defecte congenitale.

Parametru Specificatia

Sistemul vacuum Limita maxima > 550 mmHg
Indicator de presiune da

Debitul de aer > 25 1/min

Nivelul de zgomot < 65 dB

Vas colector Protectie la umplere da
Capacitatea > 1000 ml

Reutilizabil da

Tip Filtru Unica utilizare da

Tensiunea de alimentare 220 V, 50 Hz
Accesorii

Filtru antibacterian de unica utilizare 15 buc.
Vas colector Reutilizabil 1 buc.

Aspirator toracal

Cod 130310

Descriere Aspirator toracic asigura aspirarea si
evacuarea fluidelor corporale si/sau de aer care se pot
acumula intre plamani si peretele toracic (spatiul
pleural), dupa o interventie chirurgicala toracica,
penetrare a ranilor de pe piept, barotrauma, ruptura
traheald, bronsita sau ca urmare a unei boli sau unor
defecte congenitale.

Parametru Specificatia

Sistemul vacuum Limita maxima 0,80 - 600 mmHg
Indicator de presiune da

Debitul de aer 32 I/min

Nivelul de zgomot 62,8 dB

Vas colector Protectie la umplere da
Capacitatea > 1000 ml

Reutilizabil da

Tip Filtru Unica utilizare da

Tensiunea de alimentare 230 V, 50-60 Hz
Accesorii

Filtru antibacterian de unica utilizare 15 buc.
Vas colector Reutilizabil 1 buc.

Digitally signed by Ceaicovschi Tudor
Date: 2021.07.05 16:10:00 EEST
Reason: MoldSign Signature
Location: Moldova




Lot 21 Aspirator chirurgical portabil F-60B, Fazzini, Italia

Parametri solicitati

Parametri oferiti

Aspirator chirurgical portabil (caracteristici
de baza)

Cod 130330

Descriere Aspiratoarele chirurgicale sunt
capabile sa creeze o presiune de vid > 600
mm Hg. Cele mai multe proceduri
chirurgicale necesita aspirare pentru a
elimina sangele si lichidele care se
acumuleaza 1n zona operatorie si
obstructioneaza vizibilitatea chirurgului.

Parametru Specificatia

Vacuum Limita maxima > 600 mm Hg
Rata de flux, I/min. 25-40

Indicator vacuum da, eroarea >+10%
Reglator aspiratie da

Nivelul de zgomot, dBA <65 dBA
Vas colector Material exceptie sticla
Numarul > 1 buc.

Capacitatea, L>2 L

Protectie la umplere da

Vas tip reutilizabil da

Aspirator mobil pe suport cu rotile > 4 roti
Roti cu frina da, > 2 buc.

Tensiunea de alimentare 220 V, 50 Hz
Baterie interna reutilizabila da

Timp operare >1h

Filtru de unica utilizare 15 buc.

Aspirator chirurgical portabil (caracteristici de baza)
Cod 130330

Descriere Aspiratoarele chirurgicale sunt capabile sa creeze o
presiune de vid > 600 mm Hg. Cele mai multe proceduri
chirurgicale necesita aspirare pentru a elimina sangele si
lichidele care se acumuleaza in zona operatorie si
obstructioneaza vizibilitatea chirurgului.

Parametru Specificatia

Vacuum Limita maxima 0,80 bar - 600 mm Hg
Rata de flux, I/min. 60

Indicator vacuum da, eroarea >+10%

Reglator aspiratie da

Nivelul de zgomot, dBA < 61,1 dBA

Vas colector Material - MAKROLON AUTOCLAVABLE
Numarul 2 buc.

Capacitatea, L -2 L

Protectie la umplere da

Vas tip reutilizabil da

Aspirator mobil pe suport cu rotile 4 roti

Roti cu frana da, 2 buc.

Tensiunea de alimentare 230 V, 50-60 Hz
Baterie interna reutilizabila da

Timp operare min 60 min

Filtru de unica utilizare 15 buc.
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Audit Overview

Type of Audit

Audit Plan

Version _ 0

Order no.: ITA 1691847

OStage 1 OStage 2 OStage 1 + Stage 2
ORe-Certification  O1st Surveillance [02nd Surveillance
(Surveillance 1 Remote A OSurveillance 2 Remote A
& Recertification Remote A CISurveillance 1 Remote A2
OSurveillance 2 Remote A2 CJRecertification Remote A2
CSurveillance 1 Follow-up B CSurveillance 2 Follow-up B

CIRecertification Follow-up B CJEarly Recertification {Fost-Part A)
OSpecial Audit Type:

Additional Type of Audit

OScope Expansion QMS (Products / Processes / Facilities)
OScope Expansion Regulatory {(Products / Processes / Facilities)
[JUpgrade / change QMS Standard

CIOther:

Audit criteria

= {DIN) EN 1SO 13485:2016
X 1S0 13485:2016

) Taiwan GMP

O {DIN) EN ISO 9001:2015
X 1SO 9001:2015

O Other:

O

Defined processes and documentation of the auditee’s
Quality Management System

European Directives:

® Council Directives 93/42/EEC (MDD) — annex |l (w/c 4)

® Council Directives 93/42/EEC {MDD) — annex V

K Council Directives 93/42/EEC {MDD) — annex VI

O Council Directives 90/385/EEC (AIMDD) — annex 2 (w/o 4)
O Councii Directives 98/79/EC (IVDD) — annex IV

O Council Directives 98/79/EC (IVDD).— annex VIl

Audit pericd (on site)

28/04/2021 -  29/04/2021

Auditee (s) / Location(s) FAZZINI S.r.l, S Padana Sup. 317, 20090 Vimodrone (MI), ltaly
(44963)

Audit Responsible Daniele Dipinto

Lead Auditor / Auditor Roberto Gabriotti (RG)/

Expert / Trainee

None



Audit Plan

Version 0

Order no.: ITA 1691847

Auditor Reg. No. None

{Mainland China only)

Translator / Observer and None

their organization

QM Manual: Revision / Date | Current version
Audit Language Italian

First release of Audit Plan / 2021-04-01

Date

1.1 Audit Objectives

The objeclives of this Audit are:

- Determine conformance of the Management System with the Audit Criteria (see above)
- Evaluate the effectiveness of the Management System in meeting its specified quality objectives
- Evaluate the capability of the Management System to ensure compliance with relevant statutory, regulatory and

contractual requirements (as applicable)

- Evaluate the effectiveness of the Management System to ensure that agreed requirements for products and/or

services are met

- ldentify areas for potential improvement of the Management System
- Evaluate the effectiveness of the corrective actions related to the Nonconformities and Minor Nonconformities

of the previous Audit (if applicable)
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2 Audit Program(s)

The completion of the audit program(s) and the fulfilment of code requirements shall be in
accordance with MED W (9.186, including the limitations for use of QMS auditors.

If the audit is related to MED W 09.46, then the clause coverage related to the combination of the
Part A and Part B audit should be entered into the audit being replaced by the MED W 09.46
approach.

A separate audit program should be completed for all audits within the three-year cycle for each
site and scheme included in the audit. If a scheme is not applicable, then the associated audit
program can be deleted.

For {DIN EN) ISO 13485:2016 / EC-Directives / EU Regulation and the 1SO 9001:2015 Audit
Programs:

o Recertification/Initial Audit after 6/20/2020: If an “X" is in the “Every 8", then clause must
be audited every surveillance and if an “M” is in “Every S”, then the clause must be audited
every surveillance in a joint audit with MDSAP.

o Recertification/Initial Audit prior to 6/20/2020: The existing audit program can be followed
by transposing the details to the tables below. For convenience, clauses that were required
in the prior versions of the audit plan are marked with grey columns.

2.1 (DIN EN) ISO 13485:2016 / EC-Directives / EU Regulation
Planning according to (DIN EN) ISO 13485:2016 / EC-Directives / EU Reguiation per Location: 1
] 7
Clauses 415 anr 4 1 2 3 [
112 1421311 ]2]3[4|s516]7]B8 )9 (10[1012]|3]1[2(3/4]5/6]|7]8
Cert/Racert | X[ X [ X [ X[ X IXIXIX [ XX [X X I X X XTI X [XIX] X P X ] X IXIXIX] X XXX IXIX]X
EveyS [X|X| [M X MM M 1] M
51 X|X X |X XXX XIXTIXIX [ XX XX X]X]X
52 XX |X X XX PX [ XX | X [ XXX XXX [ X)X X X
7 8
Clauses 5 61 2 3 4 5
9[10]11 1/2{3[4]|5]|6|1]2]3]4 11213
Cert/Recert | X | X | X | X[ XIXIXIXIX]X]|X X XXX [X]X] X
Every § M X|IXIMIXIX]X M XIXIX] X
S1 XX X X [X[X]X [X [X[X % [X[%
& X X LA ESES XX X | X | XXX | X]|X]|X
Cyde EA Code(s] MO/ IVD Codels) MDS Codets)
MD / IVD—code(s): MD 0101_2_3 (OEM), MD1302
19, 2%a (Technical Areas — applicable | {OEM); MD
Cert / Recert | only for 1102, MD 1104_1; EA 19, 29a (Technical Areas — | NA
TUV ltalia: 1.1.A, 1.2A e 1.2.C) applicable
only for TUV Italia: 1.1.A 1.2.A & 1.2.C)
19, 28a (Technical Areas — applicable | MD / IVD-code(s): MD1302 (OEM); MD 1102, MD
st only for 1104_1, NA
TUV ltalia: 1.2.A e 1.2.C) MD 1301 (class Im)
29a (Technical Areas — applicable only | MD /7 IVD-code(s). MD 0101_2_3 (OEM), MD 0104
82 for TUV {OEM, NA
Italia: 1.1.A,) class Im)
If multiple site, note site specific differences for codes or process:
MDT/VT Codels) MDSAVS Codels) MDAMDNAVR Code{s} WPIWD Codefs] |
Cert/ Recert | NA NA, NA NA
51 NA NA NA NA
S2 NA A NA NA
If multiple site, note site specific differences for codes or process:

* M" signifies that the clause must be audited every surveillance when the audit is a joint audit with MDSAP



3 AuditPlan

«  Within the Audit Scope, include the applicable 1ISO clauses, process name, task name (MDSAP
only), and task number (MDSAP only). If regulations or directives are applicable, then explicitly
document their coverage in the plan.

» If more than one site is being audited, it shall be clearly documented which site is being addressed
in each element listed in the audit plan.

¢ If the audit is conducted remotely and/or utilizes ICT technolegy, then the specific tools used (e.g.
WebEx, Adobe Connect, e-mail, teleconference)} within each process must be detailed.

Audit Plan

Version 0

Order no.: ITA 1691847

Date / Time Function / Audit Scope (Process} Partlc_lpants
Auditor, Expert, Unit'l Auditees
Trainee Location
2021-04-28 FAZZINI Headquarter - REMOTE
Direction, | Qpening meeting
09:00-09:30 Quality QS scope confirmation Direction
RG Virtual Room | Changes from last audit QS manager
A Overview on main processes and critical supplier
Direction QS | . _ .
B0 ot e i a0 0012015 i
. ncluding specific requiremen : risk an
) Vlrtua‘IL\Room opportunities, interested parts and context analisys) Sl
10.30-11.30 Qs dept. Quality Management system (#4), use of the logo certification, QS manager
RG \ﬁrtuaLRoom QS change, validation of software used in QMS 9
11.00-13.00 QS dept. | QS monitoring process: customer complaints and PMS (#8.2.1,
) ' Virtual Room | #8.2.2), internal audits (#8.2.4), Vigilancefrecall (#8.2.3, 8.3.3}, | QS manager
RG A NC (#8.3.1, #8.3.2) and CAPASs (#8.5.2, #8.5.3)
13:00-14:00 Lunch Break
Direction,
14.00-15.00 Quality . , ) . Direction
RG Virtual Room Review findings from previous audit QS manager
A
15.00-17.00 R&D dept. | R&D process (#7.3) including design transfer and changes R&D
) RG ) Virlual Room | [active medical devices: MD1302 (OEM); MD 1102, MD manager,
A 1104_1, MD 1301 (class im)] staff
. QS dept.
17'02;8'00 Virtual Room | EC Directive requirements QS manager
A

2021-04-29
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Commercial . al
09.00-10.00 dept. Commercial dept. including customer satisfaction and r?":':';e':r'a
RG Virtual Room | distribution process (#7.2) ger,
A staff
HR dept.
10.00-11.00
Virtual Room | Human resources (#6.2) HR manager,
RC A staff
Purchasing )
11:00.-12.00 dept. Purchasing dept. (#7.4) inclu trol of OEM i Purchasing
RC Virtual Room | Urehasing dep . (#7.4) including control o suppliers masntgger,
A
12.00-12.30 Pt ,
RC Virtual Room | Control of outsourcing (#4.1.5) QS manager
A
12301300 Auditor's preparation
RG preparatio
13:00-14:00 Lunch Break
Direction, QS
14.00-14.55 dept. Closure mesiin CEO
RG Virtual Room 9 QS manager
A
Direction, QS
dept. CEO
14.
55 Virtual Room END OF THE AUDIT QS manager
A

A room for the Audit Team should be provided to ensure undisturbed communication as well as safe keeping of documents. The
Auditors are accompanied by the Audit responsible during the Audit. The Audit Plan can be adjusted during the Audit.

Opening and closing meeting are fixed.
Please note: The company and the Lead Auditor should discuss any personal protective equipment needed for the Audit well in
advance before the start of the Audit. Protective equipment (helmet, safety shoes, safety goggles, cleanroom clothes) must be
provided by the audited company.
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4 Signatures

The parties agree that the contract shall be concluded in text form. To comply with this requirement any
transmission using telecommunication means (e.g. via letter, fax, e-mail) and a simple signature (e.g. by
electronic signature with Adobe Sign) is sufficient.

The complete audit plan record may consist of two documents: (1) The audit plan signed by the audit team
and client prior to the audit, Sections 4.1 and 4.2; (2) The audit plan signed by the lead auditor after the
audit, Section 4.3.

4.1 Audit Team (Prior to the Opening Meeting)

- We have read, understood and accepted the “independence, Impartiality, Conflict of Interest and
Confidentiality Requirements” procedure MED P 09.09.

- To the best of our knowledge we hereby declare that we are independent, impartial and objective in respect of
this project and have no conflict of interest.

- Lead Auditor: | confirm that the Audit Plan is released prior to the Audit.

Auditor(s) f Expert(s) / Trainee (signature, date)

L3

Roddats 6 ARRioo

_QQMMJ £ . GHE RpRp | 2= 04y-257

4.2 Client (Prior to the Opening Meeting)

We confirm that Quality Management System certification marks are not used in any advertising that implies
that they apply to products.
- We confirm that this Audit Plan including Audit objectives are accepted.
- We confirm that the Auditors / Experts / Translator are accepted.
- Including the fact that the following person(s) isfare employed by the local TOV SUD Product Service
company: None
- Including the fact that the following person(s) isfare not employed within the TOV SUD Group: Roberto
Gabriotti
- We confirm that we have the necessary infrastructure to support the Information and Communication
Technology (ICT) proposed within the audit program and approve the use of ICT.

(signature, date)

2021-04-28
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4.3 Lead Auditor (Prior to Closing Meeting)

The audit has been performed as documented within this audit plan.
Based on the objective evidence, the Audit Team confirms that the Audit objectives have been met. The Audit Team
concludes that the company’s Quality Management System

X Conforms with the Audit criteria as specified above

Does not fully conform with the Audit criteria as specified above.
O The Audit Team did identify nonconformities
Refer to See Findings List for more details including follow-up actions

Re-Certification Audit:
] The Audit results from the last three (3) years were considered for both the Audit planning and the
current conclusion for this recertification

Leaq/huditqr (sjprature, date):
. 1 ' 2021-04-29
~

cc: Audit respobsible; Audit Team members, Certification Body
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5 Version History

:ev. Date Name Description of Change
0. | {yyyy-mm-dd)
0 2021-04-01 | Riccardo Cottone Creation of report
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FAZZINI

Your Health is Our Aim

Company Proflle

Profil de la s



TOYOTA
TSUSHO
CORPORATION

EURAPHARMA

FAZZINI

Toyota Tsusho is a present distribution company in Japan and over 60 countries worldwide through
more than 500 subsidiaries.

Toyota Tsusho est une sociéfé de distribufion présente au Japon et dans plus de 60 pays dans le
monde & fravers plus de 500 filiales.

(FAO is a leader in specialized distribution, privileged partner of major infernational brands, ad-

dressing the high-potential markets in Africa and the Communities and Territories overseas territories.

(FAO est un leader de la distribution spécialisée, partenaire privilégié des grandes marques
intemationales, s'adressant & des marchés a fort potentiel en Afrique et dans les Collectivités et
Territoires d'Outre-Mer.

Eurogharma among the leading distributors of pharmaceutical products and services in Africa and
the Communities and Territories overseas feritories.

Eurapharma compte parmi les leaders de la distribution de produits ef services pharmaceutiques
en Afrique ef dans les Collectivités ef Territoires d'Outre-Mer.

Fazzini manufactures and distributes intemationally medical equipment essential for the activity of
health facilities in the private or public sectors.

Fazzini fabrique et distribue @ |'infernational les équipements médicaux essentiels & |'activité des
établissements de santé dans les secteurs privés ou publics.

Fazzini, your trusted pariner

Since 1995, company Fazzini manufactures and distributes infernationally medical
equipment essential for the activity of health facilities in the private or public secfors.
located near Milan in ltaly, Fazzini offers more than 3000 references of furniture and
medical devices covering the world of primary and secondary care, the technical
platform and hospitalizafion.

Fuzzini, voire partenaire de confiance

Depuis 1995, la société Fazzini fabrique et distribue & I'infernational les équipements
médicaux essentiels & 'activité des établissements de santé dans les secteurs privés ou
publics. Installée prés de Milan en ltalie, Fazzini propose plus de 3000 références de
mobilier et dispositifs médicaux couvrant les univers des soins primaires et secondaires,
du plafeau technique et de |'hospitalisation.
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~ Clients actifs
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m? sforage capacity
m? capacité de stockage

« Fazzini is driven by the strong desire fo
offer more access to comprehensive and
affordable range of quality products »

« Fazzini est animée par la forte volonté
d'offrir au plus grand nombre I'acces &
une gamme compléte et abordable de
produits de qualité. »




Always improving

We constantly work fo offer you the best balance to allow as many of you
access fo quality products.

Innovant et perfectionnant

Nous travaillons perpetuellement & vous proposer le meilleur équilibre ofin de
permetire au plus grand nombre d'entre vous |'acces & des produits de qualité.

Research & Development
Exercise stresses for health professionals require very reactive Research & Development to provide them with the best
solutions. Our research today is through the constant development of new equipment fo facilitate use and increase
operational condition duration.

Recherche & Développement

les contraintes d'exercice des professionnels de santé nécessitent un service Recherche & Développement tres réactif
afin de leur apporter les solutions les plus adaptées. Notre recherche passe aujourd'hui par le développement
constant de nouveaux équipements pour en faciliter I'filisation et accrottre leur durée de condition opérationnelle.



Production
A large part of the range is produced in ltaly and benefits of a 1 year
warranty.

Production
Une grande partie de nofre gamme est produite en lialie ef elle

bénéficie d'une garantie d'un an.




Custom solutions
Solutions sur mesure

Turn-key solutions

Because every dlient is unique, we failor our offer to your needs. Fazzini has created a
comprehensive range of solutions to integrate the complexity and diversity of needs
expressed.

Services intégrés

Parce que chaque dlient est unique, nous adaptons notre proposition & votre besoin.
Fazzini a créé une offre complete de solutions permettant d'intégrer la complexité et la
diversité des besoins exprimés.

Supply chain

From long-term storage 1o preparation of specific commands with suitable packaging, from provision to your freight agent fo
delivery on site, Fazzini meets your requirements.

Chaine logistique

Du stockage de longue durée & la préparation de commandes spécifiques avec packaging adapté, de la mise & disposition
chez votre transitaire & la livraison sur site, Fazzini répond & vos exigences.



Procurement / project management QUALITY

Fazzini offers ifs recognized expertise, appearing as o
single point of contadt, managing all the Eeneﬁts related 1. Health is a right.

to medical equipment (infernal or third parties) to achieve 2. Everyone must have access fo timely care acceptable, affordable and quality.
the desired balance quality-cost-delivery. 3. Facilities, health goods and services must be respectful of medical ethics. For these
reasons Fazzini requires a suitable quality without compromise of ifs products that are
Approvisionnement / gestion de projet individually checked before provision. Listening to customers,Fazzini feams have made the
o , quality, more than a rule, an applied sfate of mind at every stage of the supply chain.
- B Fazzini met & disposition slon expertise reconn|ue, en
A -7 se presenfant comme inferlocufeur unique, realisant
/// Iintegralité des prestations liges aux équipements QUALITE

médicaux (intemes ou tiers) afin d'affeindre |'équilibre

qualitt-cott-délai souhaité. ]. la santé est un droit.

2. Chacun doit pouvoir accéder en temps opportun & des soins acceptables,
abordables et de qualité.

3. Installations, biens et services en matiere de santé doivent étre respectueux de
I'éthique médicale. Pour ces raisons Fazzini exige une qualité adaptée et sans
compromis de ses produifs qui sont conirdlés individuellement avant mise &
disposition. A I'écoute de ses clients, les équipes de Fazzini ont fait de la qualite,
plus qu'une regle, un état d’esprit appliqué & chaque étape de la supply chain.

EC CERTIFICATE

On-field services

Our feam of experts and accredited partners offer local
solutions failored fo your needs in the context of fechnical
support.

- Installation

- Training

- Affer sales service

Services locaux

Notre équipe d'experts et de partenaires accrédités pro-
posent des solufions de proximité adaptées & vos besoins
dans le cadre du support technique.

- Installation

- Formation

- Service aprés-vente

- Maintenance




Active on talian national market and in 80 international countries representing 4 cortinents,
Fazzini fotalize more than 500 direct active customers each year.

Busés sur une forte empre'nie locale

Active sur le marché national ltalien et dans 80 pays & I'infemational représentant 4 confinents,
Fozzini compte chaque année plus de 500 dlients actifs directs



PRIVATE SECTOR

A private sector through local and/or inferational accredited resellers.

SECTEUR PRIVE

Un secteur privé soutenu par des revendeurs locaux ef/ou infernatio-
naux accrédifés.

PUBLIC CLENTS AND INSTITUTIONAL ORGANIZATIONS
CUENTELE PUBLIQUE ET ORGANISMES INSTITUTIONNELS

UNICEF - UNFPA - UNOPS - MEDECINS SANS FRONTIERES

- PSFCM - PSFA ETHIOPIA - PMU ERITREA

and others/ et autres



Surgical block / Bloc opératoire

A large product range Maternity/ Moternits

Covering 50 % of hospital needs in medical devices

Une large gamme de produits

50 % des besoins hospitaliers en dispositifs médicaux couverts

AVAILABILITY

Because health cannot wait, a large maijority of our products are available
from stock to meet the most urgent needs.

DISPONIBILITE

Parce que la sant¢ n'attend pas, une grande majorité de nos produits est
disponible sur stock pour répondre aux besoins les plus urgents.



Patient room / Chambre patient Cardiology / Cardiologie

Get more than 3000 products from
one source

Obtenez plus de 3000 produits

provenant d'une source

T \Hlufhui jD
— Jojn]

Emergency / Ilrgen«;s

Doctor’s room / Cabinet médecin

10



FAZZI NI

Your Health is Our Aim

www.fazzini.it

S.S Padana Superiore, 317 - 20090 - Vimodrone - Milano - ITALY - Tel 022651521- Fax 0227409242 - info@fazzini.it - www.fazzini.it
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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

EC Certificate

Product Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex VI
(Devices in class lla or llb)

No. G316 06 44963 026

Manufacturer: Fazzini s.r.l.
SS Padana Sup. 317
20090 Vimodrone (MI)
ITALY

Facility(ies): Fazzini s.r.l.
SS Padana Sup. 317, 20090 Vimodrone (MI), ITALY

Product Suction Pumps
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for final inspection and test of the
respective devices / device categories in accordance with MDD Annex VI. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance.
For marketing of class Ilb devices an additional Annex Il certificate is mandatory. See also notes
overleaf.

Report no.: ITA274457
Valid from: 2016-10-22
Valid until: 2021-10-21

Date, 2016-09-30 W%

Stefan Preil

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

N .. m s ®
TUV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrafe 65 - 80339 Miinchen - Germany TUV



ltalia

CERTIFICATO

Nr. 50 100 5990/B - Rev.007

Si attesta che / This is to certify that

IL SISTEMA QUALITA DI
THE QUALITY SYSTEM OF

FAZZINI S.r.l.

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:

STRADA STATALE PADANA SUPERIORE 317
IT - 20090 VIMODRONE (M)

E CONFORME Al REQUISITI DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI CEI EN ISO 13485:2016

SISTEMI QUALITA — DISPOSITIVI MEDICALI
QUALITY SYSTEMS — MEDICAL DEVICES
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QUESTO CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE

=z ¢

VEDIALLEGATO 1
SEE ANNEX 1
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Per I'Organismo di Certificazione Validita /Validit
ACC RE D IA & For the Certification Body ................................................. a Ila ........ a Ily
-

L'ENTE ITALIANO DI ACCREDITAMENTO TUV Italla S r I Dal / From: 2019-08-23
SCALRE Al / To: 2021-06-14
Membro degli Accordi di Mutuo Riconoscimento
EA, IAF e ILAC
Signatory of EA, |AF and ILAC Mutual
Recognition Agreements Q _ _ _
L . LJ/ ___________________________________________ 3Gy ) \Patd@lizsione / Issuing Date™
Andrea Coscla 5019-08-23

Direttore Divisione Business Assurance

PRIMA CERTIFICAZIONE / FIRST CERTIFICATION: 2006-07-02

“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE”

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

ZERTIFIKAT & CERTIFICATE @

TUV ltalia ® Gruppo TUV SUD e Via Carducci 125, Pal. 23 » 20099 Sesto San Giovanni (MI) ¢ Italia ® www.tuv.it TOV®
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ALLEGATO 1 AL CERTIFICATO NR 50 100 5990/B - Rev.007
ANNEX 1 TO CERTIFICATE NO 50 100 5990/B - Rev.007

paginaldil/pagelofl
IL CERTIFICATO NR 50 100 5990/B - Rev.007 E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE::

THE CERTIFICATE N 50 100 5990/B - Rev.007 IS VALID FOR THE FOLLOWING SCOPE:

Progettazione, gestione della fabbricazione, Immissione in commercio e assistenza
post vendita di dispositivi attivi chirurgici (aspiratori chirurgici), dispositivi non
attivi per teraplia intensiva (aspiratori chirurgici manuali), dispositivi attivi per la

respirazione (aerosol) e loro accessori. Gestione della progettazione e della
fabbricazione, Immissione in commercio e assistenza post vendita di dispositivi
non attivi con funzione di misura (sfigmomanometri, bilance), dispositivi non attivi
per I’anestesia e I’emergenza e la cura intensiva (palloni, accessori per
respirazione, anestesia ed aerosolterapia, immobilizzatori, laringoscopl
endotracheali, set di pronto soccorso, barelle), dispositivi non attivi ortopedici e per
la riabilitazione (ausili per disabili e riabilitazione), strumenti chirurgici non attivi,
strumenti chirurgici attivi (elettrobisturi), dispositivi non attivi (dispositivi
ospedalieri ed ambulatoriali per Il supporto e la movimentazione del paziente e
accessorl, stetoscopl), dispositivi attivi non impiantabili e relativi accessorl.
Gestione della progettazione e della fabbricazione, immissione in commercio e
assistenza post vendita di dispositivi attivi per monitoraggio (elettrocardiogratfi,

pulsossimetri, monitor, bllance) Commercializzazione e assistenza post vendita di

dispositivi non attivi per I’anestesia e I’emergenza e la cura intensiva (accessori per
respirazione ed anestesia, accessori per medicazioni e per prelievi), dispositiv

attivi per il posizionamento ed il trasporto del paziente (tavoli operatori), dispositivi
attivi per la respirazione (accessori per respirazione), dispositivi attivi per la
disinfezione e sterilizzazione (sterilizzatrici), dispositivi attivi per monitoraggio
(termometri, misuratori di pressione), dispositivi per I’elettrochirurgia, la
stimolazione o l'inibizione (stimolatori), dispositivi non attivi con funzione di misura
(termometri)
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Design, manufacturing management, trade and after sales service of active surgical
devices (suction pumps), non-active devices for intensive care (manual suction
pumps), active devices for breathing therapy (aerosol) and their accessories.
Management of design and manufacture, trade and after sales service of non-active
devices with a measuring function (blood pressure monitors, scales), non-active
devices for anesthesia, emergency and intensive care (balloons, accessories for
breathing, anesthesia and aerosol therapy, immobilizers, laryngoscopes
endotracheal, first aid kit, stretchers), non-active devices for orthopedic and
rehabilitation (aids for the disabled and rehabilitation), non-active surgical
Instruments, active surgical instruments (electrocautery), non-active devices
(devices for hospitals and ambulatory for the support and movement of the patient
and accessories, stethoscopes), non-active implantable devices and related
accessories. Management of design and manufacture, marketing and after sales
service of active devices for monitoring (electrocardiographs, pulse oximeters,
monitors, scales). Trade and after sales service of non-active devices for
anesthesia, emergency and intensive care (accessories for breathing and
anesthesia, dressings and accessories for withdrawals), active devices for
positioning and patient transport (operating tables) , active devices for respiration
(breathing accessories), active devices for disinfection and sterilization (sterilizers),
active devices for monitoring (thermometers, blood pressure monitors), devices for
electrosurgery, stimulation or inhibition (stimulators), non active devices with a
measuring function (thermometers)
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Direttore Divisione Business Assurance

PRIMA CERTIFICAZIONE / FIRST CERTIFICATION: 2006-07-02

“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE”

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

ZERTIFIKAT & CERTIFICATE @

TUV ltalia ® Gruppo TUV SUD e Via Carducci 125, Pal. 23 » 20099 Sesto San Giovanni (MI) ¢ Italia ® www.tuv.it TOV®




m SUCTION PUMP AND NEBULIZER

+ Suction pump (F-18.00, F-36.00)
+ Suction pump (F-20.00, F-40.00)
+ Suction pump (F-30.00, F-35.00)
+ Accessories suction pump

« Mobile surgical suction pump

+ Suction pump AC/DC

+ Foot operated suction pump (F-170)
« Pedal suction pump (F-175)

+ Emergency suction pump (F-151)
+ Vacuum extractor

+ Aspiration canula

« Nebulizer

W ASPIRATEUR ET NEBULISEUR

+ Aspirateur de mucosites (F-18.00, F-36.00)
+ Aspirateur de mucosites (F-20.00, F-40.00)
« Aspirateur de mucosites (F-30.00, F-35.00)
+ Accessoires aspirateur

« Pompe d'aspiration chirurgicale mobile

« Aspirateur de mucosites avec batterie

« Aspirateur manuel (F-170)

« Aspirateur manuel (F-175)

« Aspirateur manuel (F-151)

- Venfouse obstetricale

+ Canule d'aspiration

+ Nébuliseur

WE RESERVE THE RIGHT TO CHANGE TECHNICAL SPECIFICATIONS WITHOUT PRIOR NOTICE / NOUS RESERVONS LE DROIT DE MODIFIER LES SPECIFICATIONS TECHNIQUES SANS PREAVIS




= F-18.00
SUCTION PUMP

+ Portable suction machine for minor surgery, postiracheotomy and home
use. Antishock case, light, easy to carry and keep clean.
Supplied with 1 It. jar sterilizable, with overflow valve. Complete with

suction regulator, vacuum gauge, disposable filter and set of tubes.
+ Dimensions: 19 x 30 x 16cm

ASPIRATEUR DE MUCOSITES

« Aspirateur pour chirurgie mineure ef postrachéotomie. Idéal pour soins
postopératoires & domicile. Boitier en ABS antichoc, léger et facile &
nefioyer. Livié avec bocal stérilisable de 1 lire ef valve de reflux.

Régulateur d'aspiration avec vacuometre, filire & usage unique ef tubulure.
+ Dimensions: 19 x 30 x 16cm

= F-18/2.00

Suction pump with 2 liters jar /
Aspirateur de mucosites avec bocal de 2 litres

TECHNICAL SPECIFICATIONS /' SPECIFICATIONS TECHNIQUES

Code / References F-18.00

Motor / Moteur Maintenancefree Oil free piston pump
Weight / Poids 2,4 kg

Power supply / Alimentation| 230V,/50-60Hz

Suction power / Débit 23 1/min

Max vacuum /

Vide maximum -0,75 bar - 563 mmHg

® F-36.00

SUCTION PUMP

.- " | « Portable suction machine for minor surgery, postiracheotomy and home
{d—-',' use. Antishock case, light, easy to carry and keep clean.
™ ; Supplied with 1 It. jar sterilizable, with overflow valve. Complete with

suction regulator, vacuum gauge, disposable filtler and set of tubes.

.i'?t\ + Dimensions: 19 x 30 x 16cm

W
j ASPIRATEUR DE MUCOSITES

+ Aspirateur pour chirurgie mineure ef postrachéotomie. Idéal pour soins
| postopératoires & domicile. Boltier en ABS antichoc, léger et facile &
nefioyer. Livié avec bocal stérilisable de 1 lire ef valve de reflux.

Régulateur d'aspiration avec vacuometre, filire & usage unique ef tubulure.
. + Dimensions: 19 x 30 x 16cm

P # o - = F-36/2.00

Suction pump with 2 liters jar /
Aspirateur de mucosites avec bocal de 2 litres

L — e TECHNICAL SPECIFICATIONS /' SPECIFICATIONS TECHNIQUES
[ 3 - e Code / References F-36.00
- * .S ﬁ Motor / Moteur Maintenancefree Oil free piston pump
e, T— Weight / Poids 2,7 kg
o Power supply / Alimentation| 230V,/50Hz
- 230V/60Hz
Sucfion power / Débit 30 |/min

Max vacuum /

Vide maximum -0,80 bar - 600 mmHg




= F-20.00
SUCTION PUMP

« Portable suction machine for minor surgery, postsurgery treatments,
hospital use. Antishock case, light, easy to carry and keep clean.
Supplied with 1 It. jar sterilizable, with overflow valve. Complete with

suction regulator, vacuum gauge, disposable filtler and set of tubes.
« Dimensions: 22,5 x 37 x 25cm

ASPIRATEUR DE MUCOSITES

« Aspirateur pour chirurgie mineure, fraifements postopératoires et usage
hospitalier avec puissant moteur & piston. Boitier en ABS antichoc,
leger et facile & nefoyer. Livié avec bocal stérilisable de 1 litre ef
valve de reflux. Régulateur d'aspiration avec vacuométre, filire &

usage unique ef jeu de fubulure.
+ Dimensions: 22,5 x 37 x 25cm

= F-20/2.00

Suction pump with 2 liters jar /
Aspirateur de mucosites avec bocal de 2 litres

TECHNICAL SPECIFICATIONS /' SPECIFICATIONS TECHNIQUES

Code / References F-20.00

Motor / Moteur Maintenancefree Oil free piston pump
Weight / Poids 2,7 kg

Power supply / Alimentation| 230V/50-60Hz

Suction power / Débit 25 |/min

Max vacuum /

Vide maximum -0,75 bar - 563 mmHg

H F-40.00
SUCTION PUMP

« Portable suction machine for minor surgery, postsurgery treatments,
hospital use. Anti-shock case, light, easy to carry and keep clean.
Supplied with 1 It. jar sterilizable, with overflow valve. Complete with

suction regulator, vacuum gauge, disposable filler and set of tubes.
+ Dimensions: 22,5 x 37 x 25cm

ASPIRATEUR DE MUCQOSITES

« Aspirateur pour chirurgie mineure, fraitements postopérafoires et usage
hospitalier avec puissant moteur & piston. Boitier en ABS antichoc,
léger et facile & netoyer. Livié avec bocal stérilisable de 1 litre et
valve de reflux. Régulateur d'aspiration avec vacuométre, filire &
usage unique et jeu de fubulure.

+ Dimensions: 22,5 x 37 x 25cm

™ F-40/2.00

Suction pump with 2 liters jar /
Aspirateur de mucosites avec bocal de 2 litres

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Code / References F-40.00

Motor / Moteur Maintenancefree Ol free piston pump
Weight / Poids 2,9 kg

Power supply / Alimentation | 230V,/50-60Hz

Suction power / Débit 32 1/min

Max vacuum /

Vide maximum -0,80 bar - 600 mmHg




F-30.00
SUCTION PUMP
+ Portable suction machine for professional use and surgery treatment,
with powerful pision motor. ABS anti-shock case, easy to carry and
keep clean. Supplied with 1 It. jar autoclavable with overflow valve.

Suction regulator, vacuum gauge, disposable filter and set of tubes.
+ Dimensions: 45 x 15 x 28cm

ASPIRATEUR DE MUCOSITES

« Aspirateur pour chirurgie mineure avec puissant moteur & pisfon. Idéal
pour soins postopérafoires & domicile. Boitier en ABS anfichoc. Livré
avec bocal stérilisable de 1 litre et valve de reflux. Régulateur
d'aspiration avec vacuométre. Filire & usage unique ef jeu de tubulure.

+ Dimensions: 45 x 15 x 28cm

REFERENCES
F30.00 1x 11
F30.20 1x21
F30.40 2x 11
F30.60 2x 21

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Code / References F-30.00

Motor / Moteur Maintenancefree Oil free piston pump
Weight / Poids 4,8 kg

Power supply / Alimentation | 230V,/50-60Hz

Suction power / Débit 40 1/min

Max vacuum /

Vide maximum -0,80 bar - 600 mmHg

F-35.00
SUCTION PUMP

« Portable suction machine for professional use and surgery freatment,
with powerful piston motor. ABS antishock case, easy fo carry and
keep clean. Supplied with 1 It. jar autoclavable with overflow valve.

Suction regulator, vacuum gauge, disposable filter and set of tubes.
- Dimensions: 45 x 15 x 28cm

ASPIRATEUR DE MUCOSITES

« Aspirateur pour chirurgie mineure avec puissant moteur & piston. Idéal
pour soins postopérafoires & domicile. Boftier en ABS antichoc. Livré
avec bocal stérilisable de 1 litre ef valve de reflux. Régulateur

d'aspiration avec vacuométre. Filire & usage unique ef jeu de tubulure.
+ Dimensions: 45 x 15 x 28cm

REFERENCES
F35.00 1x 1l
F35.20 1x21
F-3540 2x 11
F-35.60 2x21

TECHNICAL SPECIFICATIONSS /' SPECIFICATIONS TECHNIQUES

Code / References F-35.00

Motor / Moteur Maintenancefree Oil free piston pump
Weight / Poids 5,3kg

Power supply / Alimentation | 230V/50-60Hz

Suction power / Débit 50 1/min

Max vacuum /

Vide maximum -0,80 bar - 600 mmHg



F 4 —

® F-33.01

TROLEY FOR SUCTION PUMP

- Epoxy painted steel frolley mounted on 4 casfors, two of which with brakes.
« Trolley suitable for suction pumps series F-30.00 / F-31.00 / F-35.00

CHARIOT POUR ASPIRATEUR

- Chariot en acier avec 4 roulettes, dont 2 avec freins.

+ Chariot compatible avec aspirateurs F-30.00 / F-31.00 / F-35.00

[ ] 05.00 lI 7 + SUTABLE FOR / UTIUSABLE AVEC
FOOTSWITCH FOR SUCTION PUMP Ei?iﬁjﬁ
+ Vacuum gauge regulation. F-35.0(/P
FX50 Series / Série
PEDALE POUR ASPIRATEUR Egg gerfes ; iﬁe
4 1} : - eres e
+ Régolation du vide. F100 Serioe / Sére
Bl - AUTOCIABIE 121°
— 4 05000 11
. e | 8 050002 21
= 050004 41
== i + SINGLE USE/
_ USAGE UNIGUE
—— DIT 11
B MEDFIOW BAG ®05.0016 o D221
- Lo Zkflol ] Non-sterile bag 1 1t / Sac non stérile 1 Lt ANTIBAC.TER\AL AND DAT 41
- Non-sterile bag 2 Lt / Sac non stérile 2 Lt ANTIVIRAL FITER | JARS
« Nonsterile bag for collecting body fluids in surgery « Autoclavable jars for suction pumps made of
disposable. Medical latex free polyethylene. + Disposable. polycarbonate (Makrolon) autoclavable at 121°C.
Minimum pressure -560 mmHg (750 mbar). Silkscreened graduated scale resistant to aggressive
Avoid confact with the aspirated secretions. FILTRE ANTIBACTERIEN liquids and disinfectants.
ET ANTIVIRAL
B MEDFLOW BAG + Jetoble. o BocAue
+ Sac non stérile de collecte des liquides corporels en * Bocaux pour gspmioeurs. Polycorbonqtg (Makrolon]
chiturgie, & usage unique. Polyéthylene medical gut9c|ovob|e a 121 C,:.AGroduohon résistante aux
sans lafex. Pression minimale -560 mmHg (750 mbar). liquides agressifs ef désinfecants.

Evite fout confact avec les sécréfions aspirées.

—i
e =
N e
T — 05.7030
Cp——————

N @ b mm, 27 cm lenght
% 05.7031
2 8 mm, 27 cm lenght
[ ASPRATION CANULA  05.25006 @ 6 mm ® 05.25000 [ ASPRATION CANULIA
« Aspiration canulo, 82%28?% 2 ?Omgm UTERINE ASPIRATION CANULA « Yankauer aspiration canula with handle,
made of stainless steel. 3555519 & 12 mm « Made of stainless steel with handle for suction made of stainless steel 27cm lenght.
05.25014 @ 14 mm regulation. Canula @ 6/8/10/12/14 mm
I CANULE D'ASPIRATION [ CANULE D'ASPRATION
« En acier inoxydable. OPTIONAL CANULES INTRAUTERINES + Canule avec manche de Yankauer, en
05.25015 « Sef comprenant 5 canules en acier inoxydable acier inoxydable. longeur 27 cm.

Connector / Adaptateur avec manche régulateur d'aspiration

Canules 2 6/8/10/12/14 mm




H F-60
SURGICAL SUCTION PUMP

« Mobile suction unit for professional use with double piston motor.
- ABS anfishock case with four castors two of which with brakes.

« Vacuum gauge and vacuum regulafor.

+ Standard configuration with two jars of 2 It made of autoclavable
makrolon with double security valve.

« Supplied with disposable filter, set of tubes and foot swilch predisposition.

+ Dimensions: 48 x 46 x 42cm

POMPE D'ASPIRATION CHIRURGICALE

- Unité d'ospiration mobile & usage professionnel avec moteur & double
piston. Boitier ABS anfichoc avec quatre roulettes dont deux avec
freins. Vacoumetre et régulateur de vide. Configuration standard avec
deux bocaux de 2 It en makrolon autoclavable avec double soupape de sécurité
- Foumni avec filire jefable, jeu de tubes et prédisposition pour la pédale

commutateur.
+ Dimensions: 48 x 46 x 42cm

AVAILABLE CONFIGURATIONS / CONFIGURATIONS DISPONIBLES
FOO/F 2 x 21t Footswitch / commande au pied

F6O/4 2 x4l

F-60/F4 2 x4 . Footswitch / commande au pied

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Code / References F-60

Motor / Moteur Maintenancefree Qil free piston pump
Weight / Poids 11 kg

Power supply / Alimentation | 230V/50-60Hz

Suction power / Débit 70 1/min

Max vacuum /

Vide maximum -0,80 bar - 600 mmHg

¥ F-90
SURGICAL SUCTION PUMP

« Mobile suction unit for professional use with double piston motor.
« ABS anti-shock case with four castors two of which with brakes.

« Vocuum gauge and vacuum regulafor.
+ Standard configuration with two jars of 2 It made of autoclavable
makrolon with double security valve.

- Supplied with disposable filter, set of tubes and foot swiich predisposition.
+ Dimensions: 48 x 46 x 42cm

POMPE D'ASPIRATION CHIRURGICALE

« Unité d'aspiration mobile & usage professionnel avec moteur & double
piston. Boftier ABS antichoc avec quatre rouleties dont deux avec freins
Vacoumetre ef régulateur de vide. Configuration standard avec deux
bocaux de 2 It en makrolon autoclavable avec double soupape de sécurité

« Fourni avec filire jetable, jeu de tubes et prédisposition pour la pédale

commutateur.

+ Dimensions: 48 x 46 x 42cm

AVAILABLE CONFIGURATIONS / CONFIGURATIONS DISPONIBLES
FOO/F  2x 2t Foolswitch / commande au pied

FQO/4 2 x4l

FO0/F4 2 x4 . Footswitch / commande au pied

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Code / References F-00

Motor / Moteur Maintenancefree Qil free piston pump
Weight / Poids 13 kg

Power supply / Alimentation | 230V/50-60Hz

Suction power / Débit Q0 |/min

Max vacuum /

Vide maximum -0,80 bar - 600 mmHg




™ F-X50

HIGH VACUUM SUCTION PUMP

+ Mobile suction unit with double piston alluminium motor. ABS anfi-shock
case with four castors two of which with brakes. Vacuum gauge and
vacuum regulator. aluminum engine, with it's unique fransmission system
and vertical piston, is super quiet and designed for infensive and
confinuous use in particular environments where quietness and efficiency
are needed. Standard configuration with two jars of 2 I made of

« Efficient aluminum
motor double piston

autoclavable makrolon.

+ Dimensions: 48 x 46 x 42cm

POMPE D'ASPIRATION A VIDE POUSSE

+ Unité d'aspiration mobile avec moteur en aluminium & double piston. Boitier ABS
antichoc avec quatre rouleftes dont deux avec freins. Vacoumetre ef régulateur
de vide. Le moteur en aluminium est doté d'un systéme de transmission unique ef
d'un piston vertical, extémement silencieux ef congu pour une utilisation infensive
et continue dans des environnements particuliers oU silence et efficacité sont
nécessaires. Avec deux bocaux de 2 It en makrolon autoclavable

« Dimensions: 48 x 46 x 42cm

AVAILABLE CONFIGURATIONS / CONFIGURATIONS DISPONIBLES
FX50/F 2 x 2. Footswitch / commande au pied

FX50/4 2 x4l

FX50/F4 2 x 41 Footswitch / commande au pied

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Code / References FX50

Motor / Moteur Maintenancefree Oil free piston pump
Weight / Poids 17 kg

Power supply / Alimentation | 230V/50Hz

Suction power / Débit 35 1/min

Max vacuum /

Vide maximum -0,90 bar - 675 mmHg

¥ F-100

HIGH VACUUM SUCTION PUMP

+ Mobile suction unit for professional use with double piston metal motor.
ABS antishock case with four casfors two of which with brakes.

+ Vacuum gauge and vacuum regulator.

« F-100 metal engine is very quiet and designed for intensive use

+ Standard configuration with two jars of 2 It made of autoclavable
makrolon with double security valve.

+ Dimensions: 48 x 46 x 42cm

POMPE D'ASPIRATION A VIDE POUSSE

+ Unité d'aspiration mobile & usage professionnel avec moteur en acier
& double piston. Boitier ABS antichoc avec quatre rouleftes dont deux
avec freins. Vacoumetre et régulateur de vide. Configuration standard
avec deux bocaux de 2 It en makrolon autoclavable avec double soupape
de sécurité

+ Fourni avec filire jefable, jeu de tubes ef prédisposiiion pour la pédale commutateur.
- Dimensions: 48 x 46 x 42cm

AVAILABLE CONFIGURATIONS / CONFIGURATIONS DISPONIBLES
F-100/F 2 x 21t Footswitch / commande au pied

F-100/4 2 x4l

F-100/F4 2 x4 . Footswiich / commande au pied

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Code / References F-100

Motor / Moteur Maintenancefree Oil free piston pump
Weight / Poids 18 kg

Power supply / Alimentation | 230V/50-60Hz

Suction power / Débit 80 1/min

Max vacuum /

Vide maximum -0,90 bar - 675 mmHg




[ DIGITAL DISPLAY

- Same features of the corresponding model BUT with digital display

(gauge)

« Dimensions: 48 x 46 x 42cm

[ AFFICHAGE DIGITAL

« Caractéristiques identiques au modéle correspondant MAIS avec

indicateur numérique

+ Dimensions: 48 x 46 x 42cm

AVAILABLE CONFIGURATIONS / CONFIGURATIONS DISPONIBLES

F-60D 2x 21
FOOD/F 2 x 2 It. Footswitch/
commande au pied
FOOD/4 2 x4 .
FO6OD/F4 2 x 4 It. Footswitch/

commande au pied

F-Q0D 2x 21
FOOD/F 2 x 2 It. Footswitch/
commande au pied
FOOD/4 2 x4 .
FOOD/F4 2 x 4 It. Footswitch/

commande au pied

[l CHANGEOVER VALVE

F-X50D 2x 2l
FX50D/F 2 x 2 lt. Footswitch/
commande au pied
FX50D/4 2 x4
FX50D/F4 2 x 4 It. Footswitch/

commande au pied

F-100D 2x 21

F-100D/F 2 x 2 It. Footswitch/
commande au pied

F-100D/4 2 x4 .

F-100D/F4 2 x 4 It. Footswitch/

commande au pied

+ Same features of the corresponding model BUT with manual changeover

valve

- Dimensions: 48 x 46 x 42cm

[l VANNE D’INVERSION

« Caracférisfiques idenfiques au modéle correspondant MAIS avec

vanne d'inversion manuelle

- Dimensions: 48 x 46 x 42cm

AVAILABLE CONFIGURATIONS / CONFIGURATIONS DISPONIBLES

F-60R 2x 2
FOOR/F 2 x 2 It. Footswitch/
commande au pied
FOOR/4 2 x4 1.
F-OOR/F4 2 x 4 |t. Footswitch/

commande au pied

2x 2
2 x 2 It. Footswitch/

FQOR
F-OOR/F

commande au pied
FOOR/4 2 x4
FOOR/F4 2 x 4 |t. Footswitch/

commande au pied

F-X50R 2x 2l

FX50R/F 2 x 2 It. Footswitch/
commande au pied

FX50R/4 2 x4 .

FX50R/F4 2 x 4 It. Footswitch/

commande au pied

F-100R 2x 2l

F-TO0R/F 2 x 2 It. Footswitch/
commande au pied

F-100R/4 2 x4l

F-TO0R/F4 2 x 4 |t. Footswitch/

commande au pied




o

B COMPARISON DATA SHEET SUCTION PUMP / TABLEAU DE COMPARAISON ASPIRATEUR

MODEL
CE MARK

CONFIGURATION

PUMP TYPE
Number of pumps

VACUUM LIMIT, mm Hg
Free airflow, L/min
Gauge diam, cm (in)

Material

Number

Capacity limit line, mL
Overflow protection
Reusable/disposable

FILTER TYPE

VAC
W or VA

HxW xD, cm
WEIGHT, kg
APPLICATIONS

F-18.00
YES
PORTABLE
PISTON

1
- 563 mm Hg
23 L/min
1.070.42)
MAKROLON
AUTOCILAVABLE
1

1.000

YES
DISPOSABLE
Bacterial,
hydrophobic
110/230
121VA

30X19X16
2,4

Minor surgery,
ENT, Home use

F-20.00
YES
PORTABLE
PISTON

1

-563 mm Hg
25 1/min
0.89(0.35)
MAKROLON
AUTOCIAVABLE
1

1.000

YES
DISPOSABLE
Bacterial,
hydrophobic
110/230
121VA

37X22.5X25
2,7

Minor surgery,
ENT, Home use

F-30.00
YES
PORTABLE
PISTON

1

600 mm Hg
40 L/min
0.92 (0.3¢)
MAKROLON
AUTOCILAVABLE
1

1.000

YES
DISPOSABLE
Bacterial,
hydrophobic
110/230
55VA

45X15X28
4.8

Minor surgery,
ENT

F-35.00
YES
PORTABLE
PISTON

1

-600 mm Hg
50 L/min
0.92(0.3¢)
MAKROLON
AUTOCIAVABLE
1

1.000

YES
DISPOSABLE
Bacterial,
hydrophobic
110/230
O0VA

45X15X28
5,3
Surgery
freatment

F-36.00
YES
PORTABLE
PISTON

1

- 600 mm Hg
30 L/min
1.07(0.42)
MAKROLON
AUTOCILAVABLE
1

1.000

YES
DISPOSABLE
Bacterial,
hydrophobic
110/230
121VA

30X19X16

2.7

Minor surgery,
ENT, Home use

F-40.00
YES
PORTABLE
PISTON

1

- 600 mm Hg
32 L/min
0.891(0.35)
MAKROLON
AUTOCIAVABLE
1

1.000

YES
DISPOSABLE
Bacterial,
hydrophobic
110/230
121VA

37X22.5X25
2,9

Minor surgery,
ENT, Home use

I COMPARISON DATA SHEET SUCTION PUMP / TABLEAU DE COMPARAISON ASPIRATEUR

MODEL
CE MARK

CONFIGURATION

PUMP TYPE
Number of pumps

VACUUM LIMIT, mm Hg
Free airflow, L/min
Gauge diam, cm (in)

Material

Number

Capacity limit line, mL
Overflow protection
Reusable /disposable

FILTER TYPE

VAC
W or VA

HxW xD, cm
WEIGHT, kg
APPLICATIONS

F-60

YES

MORBILE
PISTON

2

-600 mm Hg
70 L/min
1.07 (0.42)
MAKROLON
AUTOCIAVABLE
2

2.000

YES
DISPOSABLE
Bacterial,
hydrophobic
110/230
60W

A8X46X42
11

Surgery treatment

F-90

YES

MORBILE
PISTON

2

-600 mm Hg
Q0 L/min
1.07(0.42)
MAKROLON
AUTOCILAVABLE
2

2.000

YES
DISPOSABLE
Bacterial,
hydrophobic
110/230
200W

48X46X42
13
Surgery
freatment

F-100

YES

MOBILE
PISTON

2

675 mm Hg
80 L/min
1.07(0.42)
MAKROLON
AUTOCLAVABLE
2

2.000

YES
DISPOSABLE
Bacterial,
hydrophobic
110/230
270W

48X46X42
18

Surgery fre-
aftment

F-X50

YES

MOBILE
PISTON

2

675 mm Hg
35 L/min
1.07(0.42)
MAKROLON
AUTOCIAVABLE
2

2.000

YES
DISPOSABLE
Bacterial,
hydrophobic
230

200W

48X46X42
17
Surgery fre-
aftment




¥ F-18 BATTERY
SUCTION PUMP AC/DC

« Portable suction machine for minor surgery, emergency, patient
fransfer, hospital and home use. Anti-shock case, light, easy to carry
and keep clean. Supplied with 1 It. jar sterilizable, with overflow
valve. Complefe with suction regulator, vacuum gauge and
rechargeable battery (lead 12V - 1,3 Ah).

+ Dimensions: 19 x 30 x 16cm

ASPIRATEUR DE MUCOSITES AVEC BATTERIE

« Aspirateur pour chirurgie mineure, d'urgence, transfert des patients,
usage hospitalier et domestique. Boftier en ABS antichocs, Livié avec
un bocal de 1 I1. stérilisable ef valve de reflux. Complet avec
régulateur d'aspiration avec vacuométre ef une batterie rechargeable
(plomb 12V - 1,3 Ah).

+ Dimensions: 19 x 30 x 16cm

AVAILABLE CONFIGURATIONS / CONFIGURATIONS DISPONIBLES

F-18 BATTERY Ix1l
F-188/2.00 Tx2L

TECHNICAL SPECIFICATIONSS / SPECIFICATIONS TECHNIQUES

Code / References F-18 BATTERY

Motor / Moteur Maintenancefree Oil free piston pump
Weight / Poids 3,1kg

Power supply / Alimentation| 230V/ 50-60Hz AC/ 12V CC
Suction power / Débit 24 1/min

Max vacuum /

Vide maximum -0,75 bar - 560 mmHg

Baittery duration /

Autonomie de la batterie > 40 min

®F-31.00
SUCTION PUMP AC,/DC WITH LITIUM BATTERY

« The NEW F-31 is a portable suction machine for minor surgery,
emergency and professional use, with NEW powerful piston motor.
ABS anfishock case, light, easy to carry and keep clean. Supplied
with 1 It. jar sterilizable, with overflow valve. Complete with suction
regulator, vacuum gauge. Filter disposable, set of disposable tubes
and car plug connector. IGHT WEIGHT

- Dimensions: 45 x 15 x 28cm

ASPIRATEUR DE MUCQOSITES AVEC BATTERIE AU UTHIUM

« Aspirateur pour chirurgie mineure ef premier secours avec nouveau
puissant moteur & piston. Boitier en ABS antichoc, léger et facile a
neffoyer. Livié avec bocal stérilisable de 1 lire et valve de reflux.
Régulateur d'aspiration avec vacuométre. Filire & usage unique.

Jeu de tubulure & usage unique. Adaptateur pour prise allume<cigare.

« Dimensions: 45 x 15 x 28cm

AVAILABLE CONFIGURATIONS / CONFIGURATIONS DISPONIBLES
F31.00  Tx1lL F31.20  1x2L
F31.40 2x11L F31.60  2x21L

TECHNICAL SPECIFICATIONS /' SPECIFICATIONS TECHNIQUES

Code / References F31.00
Motor / Moteur Maintenancefree Ol free piston pump
Weight / Poids 3,2kg

Power supply / Alimentation| 240 -100 50/60Hz 15Vcc (4A]
Suction power / Débit 40 1/min

Max vacuum /
Vide maximum - 0,80 bar - 560 mmHg
Battery duration /
Autonomie de la batterie > 105 min




® F-60B
HIGH VACUUM SUCTION PUMP AC,/DC

« Mobile suction machine for professional use, with powerful double piston
motor. ABS antishock case. Four antistatic castors, two of which with
brakes. Vacuum gauge for the confrol of vacuum.Vacuum regulation. Two
iars, 2 It. capacity made of Makrolon autoclavable. Each jar with double
security valve. Indipendent use of each jar. Supplied with disposable filter

and set of fubes.
+ Dimensions: 48 x 46 x 42cm

POMPE D'/ASPIRATION A VIDE POUSSE AC/DC

anfichoc avec quatre rouleties antistatiques, dont 2 avec freins. Livré
avec 2 bocaux Makrolon autoclavables de 2 litres indépendants et
double valve de reflux. Régulateur de dépression avec vacuométre.
Fourni avec filire jetable ef un jeu de fubes

+ Dimensions: 48 x 46 x 42cm

AVAILABLE CONFIGURATIONS / CONFIGURATIONS DISPONIBLES

F-60B 2x 2l
FOOB/F 2 x 2 It. footswitch / pédale
FOOB/4 2 x4 .

F-60B/F4 2 x 4. footswitch / pédale

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Code / References F-60B

Motor / Moteur Maintenancefree Ol free piston pump
Weight / Poids 9,9kg

Power supply / Alimentation | 230V/50-60Hz

Suction power / Débit 551/min

Max vacuum /

Vide maximum

Battery duration /
Autonomie de la batterie

-0,80 bar - 600 mmHg

> 60 min

B COMPARISON DATA SHEET SUCTION PUMP / TABLEAU DE COMPARAISON ASPIRATEUR

MODEL F-18 BATTERY F-31.00 F-60B

CE MARK YES YES YES

CONFIGURATION PORTABLE PORTABLE MOBILE

PUMP TYPE PISTON PISTON PISTON

Number of pumps 1 1 2

VACUUM LUIMIT, mm Hg ~ -560 mm Hg -560 mm Hg 600 mm Hg

Free airflow, L/min 24 L/min 40 L/min 55 1/min

Gauge diam, cm (in) 1.07(0.42) 0.92(0.3¢) 1.07(0.42)

Material MAKROLON MAKROLON MAKROLON
AUTOCILAVABLE AUTOCILAVABLE AUTOCLAVABLE

Number 1 1 2

Capacity limit line, mL 1.000 1.000 2.000

Overflow protection YES YES YES

Reusable/disposable DISPOSABLE DISPOSABLE DISPOSABLE

FILTER TYPE Bacterial, Bacterial, Bacterial,
hydrophobic hydrophobic hydrophobic

Power consumption 230V AC / 19W 240 - 100, 50/60Hz 230V AC/12Vce

Puissance absorbée 12 Vee SW 15 Vee 4A 40V 12W - 230V 240W

HxW xD, cm 30x19x16 45x15x28 48x46x42

WEIGHT, kg 3,1 3,2 9,9

APPLICATIONS Minor surgery, Emergency | Emergency, Minor surgery | Surgery treatment

« Aspirateur mobile avec puissant moteur & double piston. Boitier en ABS




®F-170

FOOT OPERATED SUCTION PUMP

« Foot operated suction pump. Membrane emergency suction pump,
foot or hand operated with ABS anti shock case

« Supplied with 1 It autoclavable jar, disposable filler and set

of tubes
| + Dimensions: 26 x 18 x 24cm

ASPIRATEUR DE MUCQOSITES MANUEL

+ Aspirateur de mucosites manuel. Pompe d'aspiration d'urgence &
membrane, fonclionnement & pédale ou & la main, botier antichoc
en ABS

» Fourni avec un bocal autoclavable de 1 litre, un fillre jetable et un
jeu de tubes

+ Dimensions: 26 x 18 x 24cm

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Code / References F-170
= Weight / Poids 1,6 kg
S Suction power / Débit 10 1/min
) Max vacuum /
g Vide maximum - 0,45 bar - 190 mmHg

= F-170/B
ELECTRIC FOOT ASPRATION PUMP

+ Emergency elecirical and manual operated suction pump. This
innovative emergency suction pump can be operated manually or
elecrically with ABS anti shock case is supplied with 1 It autoclavable
jar, disposable filtler and set of tubes

+ Dimensions: 26 x 18 x 24cm

ASPIRATEUR A PEDALE ELECTRIQUE

' « Aspirateur a pedale électrique. Cette pompe d'aspiration d'urgence
innovante peut éfre actionnée manuellement ou électriquement
En ABS antichoc, est fourni avec un bocal autoclavable de 1 litre, un
filtre jetable et un jeu de tubes

« Dimensions: 26 x 18 x 24cm

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Code / References F-170B

Weight / Poids 2 kg

Suction power / Débit 14 1/min

Max vacuum /

Vide maximum -0,69 bar- 518 mmHg

Noisiness / Niveau sonore | 52 dB




mF-175

HIGH FLOVV PEDAL SUCTION UNIT

« Powerful piston machine with singleway valve for instant vacuum
and high flow

« Sturdy metallic construction

- Supplied with autoclavable 1 It jar, disposable filter and set of tubes.
+ Dimensions: 32 x 23 x 28 cm

ASPIRATEUR DE MUCOSITE MANUEL

+ Machine & piston puissante, avec soupape & une voie pour un
vide instantané ef un débit élevé

+ Construction métallique robuste

« Fourni avec un bocal autoclavable de 1 litre, un filire jefable et
un jeu de tubes.

+ Dimensions: 32 x 23 x 28 cm

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Code / References F-175

Weight / Poids 4 kg

Suction power / Débit >70 |/min

Max vacuum /

Vide maximum -0,90 bar - 675 mmHg

mF-175/2
HIGH FLOW PEDAL SUCTION UNIT

« Supplied with 2 autoclavable 1 It jars, disposable filler and set of tubes
+ Dimensions: 32 x 23 x 28 cm

ASPIRATEUR DE MUCOSITE MANUEL

« Fourni avec 2 bocaux autoclavables de 1 litre, un fillre jetable et
un jeu de tubes

+ Dimensions: 32 x 23 x 28 cm

TECHNICAL SPECIFICATIONS / SPECIFICATIONS

TECHNIQUES
Code / References F151
Weight / Poids 192g

Suction power / Débit >201/min
Max vacuum /

Vide maximum -0,25 bar

STANDARD ACCESSORIES / ACCESSOIRES STANDARD
F-151.01 Spare jar for/ Bocal de recharge

F-151.02 Set of 2 catheters (adult and child) / Jeu de 2
cathéters (adulte et enfant)

HF-151

EMERGENCY MANUAL SUCTION PUMP ASPIRATEUR DE MUCOSITES MANUEL
« Functional, safe, portable, powerful and economic suction pump, it works by + Aspirateur de sécréfions fonctionnel, sir, portable, puissant et économique. |
means of the pressure given by one hand. In emergency situations it allows foncfionne par pompe & main sans nécessité de source électrique.
the suction of the airways secrefions with safety, quickness and efficacy. Son petit format permet de l'inclure dans tous sac d'urgence ou ambulance.
+ Dimensions: 12,5 x6 x 16 cm + Dimensions: 12,5 x6 x 16 cm



™ 05.09993KIT 1
HAND-OPERATED VACUUM DEVICE

« Manual vacuum pump in chromed steel.

+ 2 Silicone tubing.

« 1 liter jar autoclavable with vacuum gauge.
+ 3 Suction cup @ 40 / 50 / 60 mm

+ Stainless steel supporting basket

VENTOUSE OBSTETRICALE MANUELLE

+ Pompe & vide manuelle en acier chromé.

+ 2 Tubulure de silicone.

« Bocal 1 litre autoclavable avec vacuometre.
+ 3 Ventouse @ 40 / 50 / 60 mm

« Panier de support en acier inox

H 05.09993 KIT 2
HANDOPERATED VACUUM DEVICE

+ Manual vacuum pump in chromed steel.

+ 2 Silicone tubing.

« 1 liter jar autoclavable with vacuum gauge.
+ Anferior suction cup

- Traction handle, made in stainless steel

+ Stainless steel supporting basket

VENTOUSE OBSTETRICALE MANUELLE

+ Pompe & vide manuelle en acier chromé.

+ 2 Tubulure de silicone.

+ Bocal 1 litre autoclavable avec vacuométre.
« 3 Ventouse antérieure

« Poignée de fraction, en acier inoxydable.

« Panier de support en acier inox

® 05.09993 KIT 3

\9 HAND-OPERATED VACUUM DEVICE

. - + Manual vacuum pump in chromed steel.

+ 3 Silicone tubing.

+ 1 liter jar autoclavable with vacuum gauge.
« Anterior suction cup @ 40 / 50 / 60 mm

« Posterior Cup @ 40 / 50 / 60 mm

« Traction handle, made in stainless steel

« Stainless steel supporting basket

- @ @\ a VENTOUSE OBSTETRICALE MANUELLE
- ~ < . N . . .
o) Pompe & vide manuelle en acier chromé.
/ j I — ,»‘;P + 3 Tubulure de silicone.

« Bocal 1 litre autoclavable avec vacuométre.

« 3 Ventouse antérieure @ 40 / 50 / 60 mm
+ 3 Ventouse postérieure @ 40 / 50 / 60 mm
- i « Poignée de fraction, en acier inoxydable.
2 ﬁ ! :;} ﬁa « Panier de support en acier inox
' =4 ,)
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B SUCTION CuP v ‘ 05.10004 & 40 mm I SIICONE VACUUM CUP 05.6000 @ 50 mm
- Suction cup, made of stainless steel, 05.10005 2 50 mm - Available in three sizes. Made of medical 05.6001 2 60 mm
: 05.10006 60 mm de sil bber Polvsulfone hand| 05.6002 @ 70 mm
complete with handle. grade silicone rubber. Polysulfone handle
05.10007 for light weight. Autoclavable 134°.
B VENTOUSES Set of 3 sizes / ftailles,
40/50/60 mm B VENTOUSE EN SIICONE

« Coupe de succion, en acier inoxydable,
« Contact plus doux que I'inox. Légere et lisse

elle peut étre manipulée aisément. Poignée
en polysulfone. Autoclavable & 134°.

avec poignée.

h
z

S

B ANTERIOR SUCTION CUP 05.20404 @ 40 mm [ POSTERIOR SUCTION CUP 05.20407 & 40 mm
« Anterior sucfion cup, made of sfainless 05.20405 2 50 mm - made of stainless steel. 05.20408 2 50 mm

steel. 05.20406 @ 60 mm 05.20409 @ 60 mm

B} VENTOUSE POSTERIEURE
B VENTOUSE ANTEREURE OPTIONAL -
i, . . 05.30700 - En acier inoxydable.

+ Pour position occipito-antérieure. En Traction handle, made in

acier inoxydable. stainless steel /

Poignée de traction, en
acier inoxydable.

® 05.09993 ¥ REA0720.01

HAND-OPERATED VACUUM DEVICE VENTOUSE OBSTETRICALE MANUELLE CARRYING CASE MALETTE DE RANGEMENT

« Manual vacuum pump in - Pompe & vide manuelle en - ABS case with fixing support | * Malletie de réanimation en ABS
chromed steel. Silicone tubing. acier chromé. Tubulure de < Dim: 40 x 26 x 13 H [cm). + Dim: 40 x 26 x 13 H (cm).
1 liter jar autoclavable with silicone. Bocal 1 litre

vacuum gauge. aufoclavable avec vacuometre




H F-210 PRO
HEAVY DUTY PROFESSIONAL NEBULIZER

+ Professional Aerosol Compressor for continuous use

+ Adjustable flow regulation by an easy-oturn knob,
guaranteeing accurate delivery fo patients.

+ Ergonomically designed for easy use and fransportation can be

mounted on a movable frolley
« Dimensions: 32 x 15 x 28cm

NEBULISEUR PROFESSIONEL

« Aérosol Professionnel & usage continu

+ Réglage du flux au moyen d'une poignée fournant facilement,
pour garantir une bonne distribution aux patients.

+ Design ergonomique pour en faciliter I'vtilisation ef le ransport.
Peut &tre monté sur un chariof

« Dimensions: 32 x 15 x 28cm

TECHNICAL SPECIFICATIONS /

SPECIFICATIONS TECHNIQUES

Weight / Poids 2,2kg

Power supply / Alimentation 230V/50,/60 Hz
Nebulization flow / Flux de nébulisation 32 L/min
Nebulization / Nébulisation 2cc/7-8min

Max pump pressure / Pression max del la pompe | 3,4 bar

STANDARD ACCESSORIES / ACCESSOIRES STANDARD
05.5011/1 Nebulizer bulb / Chambre de nébulisafion
05.5012/1 Mask adult / Masque adulte

05.5015/1 Tube 210 cm / Tube 210 cm

ON REQUEST / SUR DEMANDE

05.5009 Nebulizer set complete with child face mask
05.5010 Nebulizer set complete with adult face mask

® F-205
COMPRESSOR NEBULIZER FOR AEROSOL

« It is equipped with pision type compressor. Powerful, silent and reliable.
ABS case with large builtin accessories compartment.
+ Dimensions: 30 x 19 x 16cm

NEBULISEUR POUR AEROSOLTHERAPIE

« Compresseur & piston, puissant, silencieux et & longue durée de vie.
Cof fret ABS avec compartiment pour accessoires.
+ Dimensions: 30 x 19 x 16cm

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

MODEL F205

Weight / Poids 2,3 kg

Power supply / Alimentation 230V~ -50/60 Hz
Max pump pressure / Pression max del la pompe | 2,7 bar

Power consumption / Puissance absorbée 185VA
Nebulization / Nébulisation 2cc/7-8min

Medication cup capacity / Capacité de 'ampoulle | 10ml

STANDARD ACCESSORIES / ACCESSOIRES STANDARD
05.5011/1 Nebulizer bulb / Chambre de nébulisation
05.5012/1 Mask adult / Masque adulie

05.5013/1 Mask child / Masque enfant

05.5015/1 Tube 210 cm / Tube 210 cm

05.5019/1 Set of 5 filters / Set de 5 filtres

ON REQUEST / SUR DEMANDE

05.5009 Nebulizer set complete with child face mask
05.5010 Nebulizer set complete with odult face mask

® F-205B

COMPRESSOR NEBULIZER WITH BATTERY / NEBULISEUR AVEC BATTERIE



® 05.5090
AEROSOL MASK
+ Tracheostomy mask for 22mm corrugated tubing, Packing: 50 pcs/box.

MASQUE AEROSCL

* Masque de trachéostomie pour tuyau annelé @22 mm. Boite de 50 unités.

H F-202.00
ULTRASONIC NEBULIZER FOR AEROSOL

+ Excellent therapeutic performances coupled with an easy use. Fast
nebulization, low noise level, excellent micronisation of medication,
« Dimensions: 24,5 x 10 x 19 cm

NEBULISEUR ULTRASONIQUE POUR AEROSOLTHERAPIE

« D'une ufilisataion extrémement simple. Garantie une frés bonne et
rapide nébulisation du médicament dans un silence absolu.
« Dimensions: 24,5 x 10 x 19 cm

TECHNICAL SPECIFICATIONS /' SPECIFICATIONS TECHNIQUES

Weight / Poids 600gr

Noise level / Niveau sonore < 55dBA

Power supply / Alimentation 230V-50/60Hz
Medication cup capacity / Capacité de l'ampoulle | 12 ml

Nebulization / Nébulisation uplo / jusque 2,0 ml/min
Particles / Taille des particules 0,5 - 5 micron
frequency / Fréquence d'oscillation 1,7 MHz

STANDARD ACCESSORIES / ACCESSOIRES STANDARD
05.5012/1 Mask adult / Masque adulte

05.5013/1 Mask child / Masque enfant

05.5021/1 Mouth piece / Embout buccal

05.5018.01 Corrugated tube / Tube annelé
05.5030.01 Nebulizer bulb / Chambre de nébulisation
ON REQUEST / SUR DEMANDE

05.5009 Nebulizer set complete with child face mask
05.5010 Nebulizer set complete with adult face mask

¥ F-201.00
COMPRESSOR NEBULIZER FOR AEROSOL

« It is equipped with piston type compressor. Powerful, silent and reliable.
+ Dimensions: 22 x 16,5 x 9cm

NEBULISFUR POUR AEROSOITHERAPIE

« Compresseur & piston, puissant, silencieux et & longue durée de vie.
+ Dimensions: 22 x 16,5 x Qcm

TECHNICAL SPECIFICATIONS / SPECIFICATIONS TECHNIQUES

Weight / Poids 1,5kg

Power supply / Alimeniafion 220V - 50 Hz
Max pump pressure / Pression mox del la pompe | 2,5 bar
Power consumption / Puissance absorbée 60W

Liter flow range / Débit en litres 58 L/min

STANDARD ACCESSORIES / ACCESSOIRES STANDARD
05.5011/1 Nebulizer bulb / Chambre de nébulisation
05.5012/1 Mask adult / Masque adulte

05.5013/1 Mask child / Masque enfant

05.5015/1 Tube 210 cm / Tube 210 cm

05.5021/1 Mouth piece / Embout buccal

05.5022/1 Nasal canula / Embout nasal

ON REQUEST / SUR DEMANDE

05.5009 Nebulizer set complete with child face mask
05.5010 Nebulizer set complete with adult face mask

STANDARD SET
- Aerosol mask, nebulizer bulb and O2-sure flow tubing

SET STANDARD
+ Set de nébulisation avec masque, chambre de nébulisation et tubulure.
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**&** & Benannt durch/Designated by
g Yy  Zentralstelle der Lander
o W fiir Gesundheitsschutz

Rat ﬁé@ o bei Arzneimitteln und
* * Medizinprodukten

e *** ZLG-BS-244.10.08

www.7lg.de

Product Service

EC Certificate
Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, Ib or III)
No. G2 044963 0035 Rev. 00
Manufacturer: Fazzini s.r.l.

SS Padana Sup. 317

20090 Vimodrone (M)

ITALY

ilitv(ies): Fazzini s.r.l.

Fac ty( ) SS Padana Sup. 317, 20090 Vimodrone (M), ITALY
Product Suction pumps, Powered nebulisers, diaphragm, piston and

Catedo ies): ultrasonic, Rebreathing bags and anesthesia masks,
9 ry( ) Reanimation bags and face masks, Nasal cannula and
connecting tubes for oxygen and aerosol therapy

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class Ilb and Ill devices an additional Annex lli certificate is mandatory. See also notes
overleaf.

Report No.: ITA1112449_C2
Valid from: 2019-08-27
Valid until: 2021-10-21

Date, 2019-08-27 / / )

Stefan Preil}
Head of Certification/Notified Body

Page 1 of 1
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH » Certification Body « Ridlerstrafie 65 * 80339 Munich « Germany Tav
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