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Dlually plaseiwd! Slodas -

ATTENZIONE: Gli operatori devono leggere e capire completamente questo manuale prima
di utilizzare il prodotto.

ATTENTION: The operators must carefully read and completely understand the present
manual before using the product.

AVIS: Les opérateurs doivent lire et bien comprendre ce manuel avant d'utiliser le produit.

ATENCION: 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 miissen das vorliegende Handbuch vor der Verwendung des Pro-
dukts sorgfaltig lesen und vollstindig verstehen.

MPOXOXH: Ot xelptotéc mpémet va 6taBaoouy MPOCEKTIKA KAl TANPWS KATAVONOTE TO
TTAPOV EYXELPISLO TTPLY XPNOLUOTIOL)TETE TO TIPOLOV.

OBSERVERA: Operatdérerna mdste noggrant ldsa och fullsténdigt
forsta den har bruksanvisningen innan du anvdnder produkten.

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

FIGYELEM: A kezelGknek figyelmesen és teljesen el kell olvasniuk
a termék haszndlata elétt olvassa el a jelen kézikényvet.

BHUMAHMUE: Onepamopume mpsabsa 0a npoyemam 8HUMAMESHO U U3UYA0
pazbepeme HACMOAWOMO PbKOBOOCME0, Npedu 0a usnosnzeame NPOOyKmMa.
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File no.:TED13-CH10-IFU-01 Date: 2024-08-13
ENGLISH
Instruction for Use
Trade Name:
Disposable Resuscitator set
1 Product Description

m  Manual Resuscitator sets (Disposable) are manually operated and meant as an adjunct to artificial respiration and cardiopulmonary resuscitation.
Manual Resuscitator sets (Disposable) is meant for artificial inspiration and expiration by simple manual compression. It is composed of 4
components: A. Non-rebreathing (duckbill) valve, B. Resuscitator bag, C. Reservoir valve, and D. Oxygen reservoir, the last two components being
optional and to be removed if additional oxygen is not supplied.

m  When compressing down the resuscitator, a positive pressure is created, which forces air into a patient’s respiratory tract, causing inspiration. During
this time, the intake valve is closed,

2. Intended Purpose

Manual Resuscitator sets (Disposable) are designed for use as an adjunct to artificial respiration and cardiopulmonary resuscitation. The
resuscitator can be used to ventilate the apneic patients and to augment ventilation and oxygen delivery to the spontaneously breathing patient.

2.1 Indications

Device Models Reference number Product Description

RE-22415 Single Use Resuscitator 1600 ml W/O POP-OFF, Oxygen
tubing, Mask, Oxygen reservoir, Adult

RE-22515 Single Use Resuscitator 500 ml W/ 40 cmH20 POP-OFF, Oxygen tubing, Mask,
Oxygen reservoir, Child

RE-22615 Single Use Resuscitator 280 ml W/ 40 cmH20 POP-OFF, Oxygen tubing, Mask,
Oxygen reservoir, Infant
Single Use Resuscitator with Handstrap 280 ml W/ 40

Product Group Name Manual Resuscitator Sets
Manufacturer Health Business Corp.
Device Name Disposable Resuscitator Set

Representative Photo

Device type Disposable
Patient Usage type Uso per un singolo paziente
Accessories Manometer, Mask, Oxygen reservoir, oxygen tube, Disposable PEEP valve, Intake vale, and connector
Connector 15F/22mm
Oxygen reservoir volume 2.5L 0.6L
Patient group Adult Child InfantBambino (1-3 anni)
Resuscitator bag volume 1600 mL 500ml 280ml
POP-OFF W/ POP-OFF
Deliverable pressure 60 cmH,0 40 cmH,0
Reservoir volume 2500ml 1000ml
Suitable patient body weight >40 kg 11-40kg <10kg
Stroke volume range; One hand 770ml 300ml 160ml
Stroke volume range; Two hands 900ml 350ml 190ml
Minimum delivered volume >600 ml >150 ml
Maximum cycle rate 20 breaths/min 40 breaths/min

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

Dead Space <5,5ml
Resuscitator body: | PVC

Oxygen concentration

Resuscitator body: | Natural rubber
Mask: | PVC, and PP + TPR

Reservoir bag: | PVC

Material
Oxygen tubing: | PVC

Disposable Pressure Manometer L Type: | PC, TPR

Non-rebreathing valve: | PC

Oxygen reservoir: | PE




Duckbill / gas intake valve: | PVC

Pop-off valve: | PC, PVC, stainless steel

PEEP valve: | PC, Silicone, (Stainless Steel for spring)
Package Non-sterile package
Latex/ DEHP content No

Operation temperature

2515 °C, Room Temperature

Storage temperature

da -40°C to 60°C

Relative humidity

Da 30-70% UR

Shelf Life

5 years

Patient connection port and face
mask connectors

Connection stayed intact

Dismantling and reassembling

Proper ventilation occurred after dismantling and reassembling the device

Patient valve function after
contamination with vomitus

here is no change in the performance of the device after contamination with vomitus

Drop test

No function variation in the device after dropping

c
'% Immersion in water There is no change in the performance of the device after immersion in water.
5}:1 Expiratory resistance 2,07 cmH20
‘2’_ Inspiratory resistance 3,03 cmH20
w Dead space and rebreathing 4,78ml
Minimum delivered volume 629,23ml

Pressure limitation

There is no performance deviation.

Supplementary and delivered
oxygen concentration

The resuscitator without and with reservoir bag is more than 35 % and 85 %

Patient valve malfunction 1,07 cmH20
Test item Guideline Result
Functional test EN 1SO 10651-4:2023 PASS
Conical connector EN 1SO 5356-1:2015 PASS
Cytotoxicity EN 1SO 10993-5:2009 PASS
Attestation Sensitization EN ISO 10993-10:2023 PASS
Skin Irritation EN I1SO 10993-23:2021 PASS
Emissions of particulate matter EN ISO 18562-2 PASS
Emissions of VOCs EN 1SO 18562-3 PASS
Usability IEC 62366-1 PASS

2.2 Indications
Manual Resuscitator sets (Disposable) is a device intended to use as an adjunct to artificial respiration and cardiopulmonary resuscitation for emergent
patient ventilation.

2.3 Intended User:
Medical personnel received the training of respiratory care.

2.4 Contraindications
This product does not apply to patients who do not suffer from iliness or rescue need of emergent respiratory support.

2.5 Risk/Side Effects
An inappropriate inspiratory gas pressure can cause hazardous situation too. A high pressure may put too much stress to skin which can harm alveoli.

The amount of air/oxygen delivered should be very well controlled. The air entering the patient also has access to the stomach via the esophagus, which
can inflate if the resuscitator is squeezed too hard (causing air flow that is too rapid for the lungs to absorb alone) or too much (causing excess air to divert
to the stomach). This can lead to vomiting and subsequent aspiration of stomach contents into the lungs.

Holding the mask properly on the patient’s face is very important while providing ventilation via resuscitators as pressure needed to force-inflate the lungs
would be released to the environment. This is difficult when a single user attempts to maintain a face mask seal with one hand while squeezing the bag
with other.

3. Instruction for Use:
1.  Priorto use, read the Instructions, cautions, and warnings.
2. Check all the connection parts of the product, and tighten all the connections. Avoid leakage or loss when the product is used.
3.  Choose the right size of the mask as per patient’s face.
4.  Connect the oxygen supply tubing to a regulated oxygen source.
5.  Adjust the gas flow so that the reservoir expands completely during inspiration and nearly collapses as the squeeze bag refills during exhalation.

6.  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.

7.  Asrequired, connect the resuscitation mask to the patient connector.
8.  Follow accepted Advance Cardiac Life Support (ACLS) or Institution-approved for ventilation.

9.  Compress the squeeze bag to deliver a breath. Observe the chest rise to confirm inspiration.
2



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

11. During ventilation, check for:

-Signs of cyanosis

-Adequacy of ventilation

-Airway pressure

-Proper function of all valves

-Proper function of reservoir and oxygen tubing

12. Should the non-rebreathing valve become contaminated with vomiting, blood, or secretion during ventilation, 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 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 contaminate. If the contamination still does not clear, discard the resuscitator.

13. When the product working, make sure the patient is closely monitored.

4. Warning/ Caution:

1.
2.

10.

11.

12.

13.

Read this instruction manual before use.

Do not use the resuscitator set in toxic atmospheres.

Do not use if the package is open or damage or contaminated.

This product is strictly restricted to single patient use, do not attempt to sterilize.
Do not administer supplemental oxygen in the presence of open flames.

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

Ensure that the mask fits securely and set to prevent air leaks.
Proficiency in the assembly, disassembly, and use of this device should be demonstrated before use on a patient.
Always monitor airway pressure with a manometer when ventilating a patient.

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

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

Any serious incident that has occurred in relation to the device should be reported to or its Authorized Representative/competent authorities
and the Regulatory Authorities of the country.

5. Disposal:
Dispose of in accordance with local regulations procedures or hospital protocol.

GIMA WARRANTY TERMS
The Gima 12-month standard B2B warranty applies



Legend of symbols

ce

IT - Dispositivo medico conforme alla Direttiva
93/42/CEE GB - Medical Device complies with
Directive 93/42/EEC FR - Dispositif médical conforme
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 gemaR Richtlinie 93/42/CEE GR -
latpkr ouokeur oUpdwva pe tnv odnyio 93/42 / CEE
HU - Dispozitiv medical realizat in conformitate cu
prevederile Directivei 93/42/CEE RO - Dispozitiv
medical realizat in conformitate cu prevederile
Directivei 93/42/CEE SE - Den medicintekniska
produkten éverensstammer med Direktiv 93/42/EEG
BG - MegMLMHCKO YCTPOMCTBO, OTFOBapPALLO Ha
OupekTtusa 93/42/EEC

93/42/CEE 42 51| ae 38 51y aa Sles AR-

IT - Rappresentante autorizzato nella Comunita europea
GB - Authorized representative in the European
community FR - Représentant autorisé 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€ouclobotnuévog avtumpoownog otnv Evpwmaikn
‘Evwon HU - Meghatalmazott képvisel6 az Eurdpai
K6zosségbend RO - Reprezentant autorizat pe teritoriul
Comunitatii Europene SE - Auktoriserad representant i
Europeiska gemenskapen BG - OTopusupaH npeactasuten
B EBponeiickaTta obWwHOCTS

2 503Y) a3V 8 adina Jias AR

IT - Importato da GB - Imported by FR - Importé par
ES - Importado por PT - Importado por GR -
Elwoaywyn and DE - Eingefiihrt von HU - Importalta
RO - Importat de SE - Importerad av BG - BHeceHo oT

Geob (e 2 sl AR-

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

dxiaal) A< yAl) - AR

IT - Leggere le istruzioni per I'uso GB - Consult
instructions for use FR - Consulter les instructions
d’utilisation ES - Consultar las instrucciones de uso PT
- Consulte as instrugdes de uso DE -
Gebrauchsanweisung beachten GR - AlaBdote
TIPOOEXTIKA TIG 08nyieg xpriong SE - Lds
bruksanvisningen RO - Cititi instructiunile de utilizare
HU - Olvassa el a hasznalati utasitasokat BG -
MpoyeTteTe UHCTPYKUMMTE 3a ynoTpeb

e\@y‘&@uwﬁjﬁy \)5\ AR

IT = Non utilizzare se I’imballaggio e 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 - Ndo use se o pacote estiver danificado

DE - Nicht verwenden, wenn das Paket beschadigt ist

GR = Mnv TO XpNOWOTOLELTE Qv N CUCKEUAOLA Elvat
kateotpappévn SE = Anvand inte en forpackning som ar
skadad RO = A nu se utiliza dacd ambalajul este
deteriorat HU = Ne haszndlja, ha a csomagolas sérilt
BG - [la He ce 13non3Ba ,aKo OMakoBKaTa e ¢
HapyLeHa uanoct

o jall il dadia Y AR

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

4282l a8) AR-

IT - Codice prodotto GB - Product code FR - Code produit
ES - Cédigo producto PT - Cédigo produto DE -
Erzeugniscode GR - Kw&ikdg mpoidvtog SE - Produktkod
RO - Cod produs HU - Termékkdd BG - Kog Ha npoayKTa

GJAA\J}S AR -

IT - Data di scadenza GB - Expiration date FR - Date
d’échéance ES - Fecha de caducidad PT - Data de
validade DE - Ablaufdatum HU - Lejarati datum RO -
Valabil pana la data de SE - Utgangsdatum BG - Cpok
Ha rogHocT

K;IAM‘ PPk @‘)U AR -

IT - Data di fabbricazione GB - Date of manufacture FR -
Date de fabrication ES - Fecha de fabricacién PT - Data de
fabrico DE - Herstellungsdatum GR - Huepounvia
napaywyng SE - Tillverkningsdatum RO - Data fabricatiei
HU - Gyartas datuma BG - [lata Ha npou3BoacTBokuupdev

il 2o 515 AR -

DM
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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 o pokpld and nAakn aktivoBoAio SE -
Skyddas fran solljus RO - A se pastra ferit de razele
soarelui HU - Napfénytdl védve tarolanddé BG - [la ce

CbXPaHABA Ha MACTO, 3ALUMTEHO OT C/TbHYEBA CBET/IMHA
el ¢ g e Nz Jadsy AR-

IT - Conservare in luogo fresco ed asciutto GB - Keep in a
cool, dry place
sec ES - Conservar en un lugar fresco y seco PT-
Armazenar em local fresco e seco GR - Alatnpeitat o
6pooepd kat oteyvd meptBarov SE - Foérvara pa svalt och
torrt stalle RO - A se pastra intr-un loc racoros si uscat HU
- Szaraz, hivos helyen tarolandé BG - [la ce cbxpaHsaBa Ha
XNaAHO U CYXO MACTO

FR - A conserver dans un endroit frais et

il 5ok OSa A Laisy AR-

IT - Non prodotto con lattice di gomma naturale GB -
Not made with natural rubber latex FR - Non fabriqué
avec du latex de caoutchouc naturel ES - No contiene
latex de caucho natural PT - Sem latex de borracha
natural DE Ohne Naturkautschuk hergestellt GR -

IT - Non contiene ftalato DEHP GB - No-DEHP formulation
FR - Ne contient pas de DEHP ES - No contiene ftalato
DEHP PT - Ndo contém ftalato DEHP DE - Frei von DEHP
GR - Aev nepiéxel $OaAko DEHP SE - Innehaller inte DEHP-
ftalat RO - Continut sau prezentd de ftalati HU - Ftalat-
mentes BG - He cbabprka Gpranatm
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Xwpig Adtef HU - Latex-mentes RO - Nu contine latex
SE - Latexfri BG - He cbabpika natekc

oSl e A AR

GYE s AR

IT - Limite di temperatura GB - Temperature limit FR
- Limite de température ES - Limite de temperatur PT
- Limite de temperatura DE - Temperaturgrenzwert
GR - Alatnpeitat petagy -10 kat 49°C HU - és °C
kozott tarolandd RO - A se pastra la temperaturi
cuprinse intre si °C SE - Lagras mellan och °C BG - [la

ce cbxpaHaBa mexay v °C
4 geda yn gombaiag AR

IT - Non sterile GB - Non-sterile FR - Pas stérile ES - No
estéril PT - Ndo estéril DE - nicht steril GR - dxt
anootelpwpévo SE - Ej steril RO — Nesteril HU - Nem
steril BG - HecTepuneH

piza ol AR

IT - Dispositivo medico GB - Medical Device FR -
Dispositif médical ES - Producto sanitario PT -
Dispositivo médico DE - Medizinprodukt GR -
latpotexvoloyiko mpoidv  SE - Medicinteknisk produkt
RO - Dispozitiv medical HU - Orvostechnikai eszkoz

DK - Medicinsk udstyr BG - MeauumMHcKo nsgenve

b ke AR

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 - Fir einmaligen Gebrauch, nicht
wiederverwenden GR - Mpoidv piog xprnoews .Mnv to
XPNOoLoToLE(TOL €K VEOU SE - Engangsanordning, far
ej ateranvandas RO - Dispozitiv de unica folosinta ,a nu
se refolosi HU - Eldobhaté eszkéz ,ne haszndlja Ujra

BG - M3genve 3a egHoKpaTHa ynoTtpeba ,na He ce

n3nonssa NOBTOPHO . .
ATRENRPPRERED N RECNO Y RN EN K Y

IT - Attenzione - Leggere e seguire attentamente le
istruzioni (avvertenze) per 'uso GB - Caution - read
instructions (warnings) carefully FR - Attention - lisez
attentivement les instructions (avertissements) ES -
Precaucion - lea las instrucciones (advertencias)
cuidadosamente PT - Cuidado - leia as instrugdes
(avisos) cuidadosamente DE - Achtung -
Anweisungen (Warnungen) sorgfiltig lesen GR -
MNpoooyn - SLaPAcTe MPOOCEKTIKA TG 08Nyieg
(evotdoelg) SE - Varsamhet - |3s anvisningarna
(varningar) noga RO - Atentie - Cititi si respectati cu
atentie instructiunile (avertismentele) de utilizare HU
- Figyelem - Figyelmesen olvassa el és kdvesse a
hasznalati utasitasokat (figyelmeztetéseket) BG -
BHMMaHwMe: MpoyeTeTe BHUMATENHO M CNas3gaiTe
CTPUKTHO MHCTPYKLMUTE (NpeaynpeskaeHusaTa)

ylia) @lpadoed] (logladl 51,3 - ol AR -
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