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PROFESSIONAL MEDICAL PRODUCTS

PALLONE RIANIMATORE MONOUSO
DISPOSABLE RESUSCITATOR BAG
INSUFFLATEUR DE REANIMATION MONOUSAGE
BALON DE REANIMACION MONOUSO
REANIMADOR DESCARTAVEL
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RESUSCITATOR FOR ENGANGSBRUK
RESUSCITATOR DE UNICA FOLOSINTA
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Manuale d’uso - User manual - Manuel de l'utilisateur - Guia de uso - Guia para utilizagdo - -
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ATTENZIONE: Gli operatori devono leggere e capire completamente questo
‘manuale prima di utilizzare il prodotto!

TIPOSOXH: Ot xelpLOTé mpéntet vat 51aBAoouY TPOTEKTIKG: Kat TAPWE
KaTavorioTE T0 MapOV EYXEWIBLO TPV XPNOWLOMOUIETE T TpOIOV.

ATTENTION: The operators must carefully read and completely und the

present manual before using the product.
AVIS: Les opérateurs doivent lire et bien comprendre ce manuel avant d'utiliser
le produit.

ATENCIGN: Los operadores tienen que leer y entender completamente este
‘manual antes de utilizar el producto.

ATENGAO: Os operadores devem ler e entender completamente este manual
antes de usar o produto.

ACHTUNG: Die Bediener missen das vorliegende Handbuch vor der Verwendung
des Produkts sorgféiltig lesen und vollstandi verstehen.

méste noggrant isa och fullsténdigt
férsté den har bruksanvisningen innan du anvénder produkten.

ATENTIE: Operatorii trebuie sa citeasca cu atentie si complet
intelegeti prezentul manual inainte de a utiliza produsul.

FIGYELEM: A kezelSknek figyelmesen és teljesen el kell olvasniuk
a termék haszndlata eléitt olvassa el a jelen kézikonyvet.

mpaea da uusysno
pas6epeme Hacmoswomo pbkoaodcM&o, npedu da usnonssame npodykma.
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INSTRUCTION FOR USE
PRODUCT NAME:
d Di: bl i Set Model:
* RE-22415 - Single Use Resuscitator with 60 cm H20 POP-OFF, 1600 ml, Adult
* RE-22515 - Single Use Resuscitator with 40 cmH20 POP-OFF, 500 ml, Child
* RE-22615 - Single Use Resuscitator with 40 cmH20 POP-OFF, 280 ml, Infant

PRODUCT DESCRIPTION

Besmed Disposable resuscitator set are manually operated and meant as an adjunct to artificial respiration and
cardiopulmonary resuscitation. The resuscitator set can be used to ventilate apnoeic patients, and augment ven-
tilation in spontaneously breathing patients undergoing oxygen therapy. The resuscitator set come in different
sizes and are designed according to different compression capacities for infants, children, and adult patients.
Technical Specification:

Product Name Disposable Resuscitator Set

Manufacturer Besmed Health Business Corp.

Representative Photo

Device type Disposable

Patient Usage type Single use

Patient group Adult | Child Infant
Accessories Manometer, mask, reservoir, oxygen tube, PEEP valve and connector
Pop-Off W/ Pop-Off

Deliverable pressure 60 cmH,0 | 40 cmH,0

Bag volume 1600 ml [ 500 ml 280 ml
Reservoir volume 2500 ml 1000 ml
Suitable patient body >40 kg | 11-40kg 5-10kg
weight
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Stroke volume range; 770 ml 300 ml 160 ml
One hand

Stroke volume range; 900 ml 350 ml 190 ml
Two hands

Minimum delivered >600 ml >150 ml

volume

Maximum cycle rate 20 breaths/min 40 breaths/min

Oxygen concentration

With reservoir: > 85% - Without reservoir: > 35%

Dead Space <55ml
Material Resuscitator body: PVC
Mask: PP +TPR
Reservoir bag: PVC
Oxygen tubing: PVC
non-rebreathing valve: PC
Oxygen reservoir / gas intake socket: PC
Duckbill / gas intake / oxygen intake valve: PVC
Pop-off valve: PC, PVC, stainless steel
Manometer: Silicone
PEEP valve: PC, Silicone, Stainless Steel (for spring)
Connector: Silicone
Package Non-sterile package

Operation temperature

2525 °C, Room Temperature

Storage temperature

-40 to 60°C, 30-60% RH

Shelf Life 5 years
Specifications Patient connection port and face mask Connection stayed intact
connectors
Dismantling and reassembling Proper ventilation occurred after dismantling and
reassembling the device
Patient valve function after contamination There is no change in the performance of the device after
with vomitus contamination with vomitus.
Specifications Drop test No function variation in the device after dropping
Immersion in water There is no change in the performance of the device after immersion in water.
Expiratory resistance 2.07 cmH20
Inspiratory resistance 3.03 cmH20
Dead space and rebreathing 4.78 ml
Minimum delivered volume 629.23 ml
Pressure limitation There is no performance deviation.
The resuscitator without and with reservoir bag is more than 35 % and 85 %
Patient valve malfunction 1.07 cmH20
Attestation Test item Guideline Result
Cytotoxicity 1SO 10993-5 PASS
Skin irritation test 1SO 10993-10 PASS
Sensitization 1SO 10993-10 PASS
Emissions of particulate 1SO 18562-2 PASS
matter
Emissions of VOCs 1SO 18562-3 PASS
INTENDED USER:

Medical personnel received the training of respiratory care.

INTENDED USE:

Besmed Disposable resuscitator set are designed for use as an adjunct to artificial respiration and cardiopulmo-
nary resuscitation. The resuscitator can be used to ventilate the apneic patients and to augment ventilation and
oxygen delivery to the spontaneously breathing patient.

DIRECTION FOR USE:
1. Prior to use, read the Instructions, cautions, and warnings.
2. Connect the oxygen supply tubing to a regulated oxygen source.
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3. Adjust the gas flow so that the reservoir expands completely during inspiration and nearly collapses as the

squeeze bag refills during exhalation.

Prior to connection to a patient, check the function of the resuscitator, preferably attached to a test lung, by

observing that the intake, reservoir, and patient valves are allowing all phases of the ventilator cycle to occur.

. Asrequired, connect the resuscitation mask to the patient connector.

Follow accepted Advance Cardiac Life Support (ACLS) or Institution-approved for ventilation.

Compress the squeeze bag to deliver a breath. Observe the chest rise to confirm inspiration.

Release pressure on the squeeze bag to allow exhalation. Observe the chest fall to confirm exhalation.

During ventilation, check for:

-Signs of cyanosis

-Adequacy of ventilation

-Airway pressure

-Proper function of all valves

-Proper function of reservoir and oxygen tubing

10. Should the non-rebreathing valve become contaminated with vomiting, blood, or secretion during ventila-
tion, disconnect the device from the patient and clear the non-rebreathing valve as follows:
-Rapidly compress the squeeze bag to deliver several sharp breaths through the non-rebreathing valve to
expel the contaminate. If the contaminate does not clear.
-Rinse the non-rebreathing valve in water and then rapidly compress the squeeze bag to deliver several
sharp breaths through the non-rebreathing valve to expel the contaminate. If the contamination still does
not clear, discard the resuscitator.

»

wENOn

Warning:

Do not use the resuscitator set in toxic atmospheres.

2. Do not administer supplemental oxygen in the presence of open flames.

3. This device is intended for use by qualified medical and emergency personnel trained in pulmonary ventila-
tion and advanced cardiac life support techniques.

4. Proficiency in the assembly, disassembly, and use of this device should be demonstrated before use on a
patient.

5. Always monitor airway pressure with a manometer when ventilating a patient.

6. Only qualified personnel trained in the use of Positive End Expiratory Pressure (PEEP) should level the fun-
ction of the resuscitator before using it on a patient.

7. If overriding the pressure relief valve, great caution must be taken not to allow the pressure in the patient’s
airways to become too high.

=

Caution:

1. If overriding the pressure relief valve, great caution must be taken not to allow the pressure in the patient’s
airways to become too high.

2. Do not attempt to disassemble the pressure relief valve assembly. Disassembly will damage the component.

3. Dispose of in accordance with local regulations procedures or hospital protocol

GIMA WARRANTY TERMS
The Gima 12-month standard B2B warranty applies.
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LEGEND OF SYMBOLS

q3

IT - Dispositivo medico conforme alla Direttiva
93/42/CEE GB - Medical Device complies with
Directive 93/42/EEC FR - Dispositif médical con-
forme a la directive 93/42 / CEE ES - Dispositivo
médico segun a la Directiva 93/42 / CEE PT -
Dispositivo médico em conformidade com a
Diretiva 93/42/CEE DE - Medizinprodukt gemiR
Richtlinie 93/42/CEE C GR - latpiy ouokeur
ovpdwva pe v odnyia 93/42 / CEE HU -
Dispozitiv medical realizat in conformitate cu pre-
vederile Directivei 93/42/CEE RO - Dispozitiv me-
dical realizat in conformitate cu prevederile
Directivei 93/42/CEE SE - Den medicintekniska
produkten déverensstimmer med Direktiv 93/42/
EEG BG - MeAVLMHCKO YCTPOWCTBO, OTFOBapALLO
Ha [upektuea 93/42/EEC

CEE/93/42 arsdl o 33153 (ob le - SA

IT - Rappresentante autorizzato nella Comunita
europea GB - Authorized representative in the
European community FR - Représentant au-
torisé dans la Communauté européenne ES
- Representante autorizado en la Comunidad
Europea PT - Representante autorizado na Unido
Europeia DE - Autorisierter Vertreter in der EG GR -
E€ouctobotnpévog aviupdownog otnv Eupwnaikr
Evwon HU - Meghatalmazott képvisel6 az Eurdpai
Kozosségbend RO - Reprezentant autorizat pe te-
ritoriul Comunitatii Europene SE - Auktoriserad
representant i Europeiska gemenskapen BG
) npe, B i

obwHocTs

@59 SVl § deine Jias - SA
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IT - Importato da  GB - Imported by FR - Importé
par ES - Importado por PT - Importado por
GR - Ewoaywyn and DE - Eingefiihrt von HU -
Importalta RO - Importat de SE - Importerad av
BG - BHeceHo oT

@b oS Yy - SA

IT - Fabbricante  GB - Manufacturer FR - Fabricant
ES - Fabricante PT - Fabricante DE - Hersteller GR
- MNapaywydg HU - Gyarté RO - Producdtor SE -
Tillverkare BG - Npowussoguten

Zaias)l 3,501 - SA

IT - Leggere le istruzioni per I'uso GB - Consult
instructions for use FR - Consulter les instruc-
tions d’utilisation ES - Consultar las instrucciones
de uso PT - Consulte as instrugdes de uso DE -
Gebrauchsanweisung beachten GR - AwaBdote
TPOOEXTIKA TIG 08nyieg xpriong SE - Lds bruksan-
visningen RO - Cititi instructiunile de utilizare
HU - Olvassa el a hasznélati utasitasokat BG -
MpoyeTeTe MHCTPyKuMUTE 33 ynotpe6

o)) Sladal (o9 3505 1,31 - SA

IT - Non utilizzare se I'imballaggio & danneggiato
GB - Don't use if package is damaged FR - Ne pas
utiliser si le colis est endommagé ES - No usar si
el paquete estd dafiado PT - Nao use se o pacote
estiver danificado DE - Nicht verwenden, wenn das
Paket beschadigt ist GR - Mnv To Xpnotponoteite
av n ouokevaoia eivat kateotpappévn SE - Anvand
inte en férpackning som &r skadad RO - A nu se
utiliza daca ambalajul este deteriorat HU - Ne
hasznélja, ha a csomagolas sériilt BG - [la He ce

ako ec yanoct
Aol (ol Al (§ pasind Y - SA

IT - Numero di lotto  GB - Lot number  FR -
Numéro de lot ES - Nimero de lote PT - Nimero
de lote  DE - Chargennummer GR - ApOpog
naptidag HU - Tételszdm RO - Numar de lot SE -
Satsnummer BG - Homep

bl o3 - SA

IT - Codice prodotto GB - Product code FR - Code
produit ES - Cédigo producto PT - Cédigo produto
DE - Erzeugniscode GR - Kw8wd¢ npoiévrog  SE -
Produktkod RO - Cod produs HU - Termékkéd BG

- Kog Ha npoaykta
all 355 - SA

IT - Data di scadenza GB - Expiration date FR
- Date d'échéance ES - Fecha de caducidad
PT - Data de validade DE - Ablaufdatum HU -
Lejarati ddtum RO - Valabil pana la data de SE
- Utgéngsdatum BG - Cpok Ha rogHoct
dodluall slgiil &6 - SA

IT - Data di fabbricazione GB - Date of manufacture
FR - Date de fabrication ES - Fecha de fabricacién
PT - Data de fabrico DE - Herstellungsdatum GR
- Huepopnvia napaywyng SE - Tillverknir um
RO - Data fabricatiei HU - Gyartas datuma BG -
[Mata Ha npowussoacTBokuupdev

sl )6 - SA

IT - Conservare al riparo dalla luce solare GB -
Keep away from sunlight FR - A conserver a I'abri
de la lumiére du soleil ES - Conservar al amparo
de la luz solar PT - Guardar ao abrigo da luz solar
GR - Kpatrjote to pakpLd and nAwakr aktoBolia
SE - Skyddas fran solljus RO - A se pastra ferit de
razele soarelui HU - Napfénytél védve tarolandé
BG - [la ce cbxpaHABa Ha MACTO, 3aLUUTEHO OT
C/lbHYeBa CBET/MHA

entdl 595 o5 gy Jaiins - SA

IT - Conservare in luogo fresco ed asciutto GB -
Keep in a cool, dry place FR - A conserver dans un
endroit frais et sec ES - Conservar en un lugar fres-
coyseco PT- Armazenar em local fresco e seco GR
- Awtnpeital oe §pooepd Kat oTeyvo TEPBAANOV
SE - Forvara pa svalt och torrt stille RO - A se pds-
tra intr-un loc racoros si uscat HU - Szaraz, hiivés
helyen tarolandé BG - [la ce cbxpaHsBa Ha X1agHO
1 CyXo MACTO

Gy )b O § Laions - SA

IT - Non prodotto con lattice di gomma natura-
le GB - Not made with natural rubber latex FR
- Non fabriqué avec du latex de caoutchouc na-
turel ES - No contiene latex de caucho natural
PT - Sem latex de borracha natural DE - Ohne
Naturkautschuk hergestellt GR - Xwpig Adte§ HU
- Latex-mentes RO - Nu contine latex SE - Latexfri

BG - He cbabpika natekc
Salll e A5 - SA

IT - Non contiene ftalato DEHP GB - No-DEHP for-
mulation FR - Ne contient pas de DEHP ES - No
contiene ftalato DEHP PT - N&o contém ftalato
DEHP DE - Frei von DEHP GR - Aev niepLéxet $Oatkd
DEHP SE - Innehaller inte DEHP-ftalat RO - Continut
sau prezenta de ftalati HU - Ftaldt-mentes BG - He
CcbabpKa pTanatn

wytall ogds - SA

IT - Limite di temperatura GB - Temperature
limit FR - Limite de température ES - Limite de
temperatur PT - Limite de temperatura DE -
Temperaturgrenzwert GR - Alatnpeitat petagd
-10 kat 49°C HU - és °C kozott tarolandd PL
- Przechowuj pomigdzy i °C RO - A se pistra la
temperaturi cuprinse intre si °C SE - Lagras mellan
och °C BG - [la ce cbxpaHsBa mexay v °C
dgha dzyd 9 o Lt - SA

IT - Non sterile GB - Non-sterile FR - Pas stérile ES -
No estéril PT - N&o estéril DE - nicht steril GR - oxt
anootelpwpévo PL - Nie sterylne CZ - Nesterilni SE
- Ej steril FI-Ei-steriili SI-Nisterilno SK- Nesterilné
RO - Nesteril NL- Niet steriel HR - Nije sterilno HU -
Nem steril DK - Ikke-steril BG - HectepuneH LT - Ne
sterilus LV - Nav sterils EE - Mittesteriilne

ohe - SA

IT - Dispositivo medico GB - Medical Device FR
- Dispositif médical ES - Producto sanitario PT
- Dispositivo médico DE - Medizinprodukt GR -
latpotexvoloyikd mpoidv  PL - Wyréb medyczny
CZ - Zdravotnicky prostiedek SE - Medicinteknisk
produkt FI - Ladkinnallinen laite SI - Medicinski
pripomocek SK - Zdravotnicka pomécka RO -
Dispozitiv medical NL - Medisch hulpmiddel HR -
Medicinski uredaj HU - Orvostechnikai eszkz DK
- Medicinsk udstyr BG - MeguumnHcko usgenve
LT - Medicininis prietaisas LV - Mediciniska ierice
EE - Meditsiiniline seade

b er - SA

IT - Dispositivo monouso, non riutilizzare GB -
Disposable device, do not re-use FR - Dispositif
pour usage unique, ne pas réutiliser ES - Dispositivo

monouso, no reutilizable PT - Dispositivo
descartavel, ndo reutilizar DE - Fiir einmaligen
Gebrauch, nicht wiederverwenden GR - Mpoiév

Mg Xproews. Mnv To xpnolpomoleitat ek véou
SE - Engangsanordning, far ej ateranvindas RO -
Dispozitiv de unica folosintd, a nu se refolosi HU -
Eldobhat6 eszkdz, ne haszndlja ujra BG - U3genne
3a egHokpaTHa ynotpeba, Aa He ce u3nonssa
noBTOPHO

L g psiad Y plisindl sl 811 - SA






