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Symbol
Indication
EN Adult Pediatric Infant This product is not made with natural rubber latex nor Magnetic Resonance Conditional. Static magnetic field of 3-Tesla or less. Spatial gradient magnetic field
phthalates of 720-Gauss/cm or less.
BG 3a Bb3pacTHU 3a 3a 6ebera To3n NPOAYKT He € NpoM3BeAieH C eCTeCTBEH Kay4yKos Be3sonacHo 3a AAQPEHO-MarHUTeH pe3oHaHC Npu onpeaeneHn ycnosua. CTaTM4YHO MarHWTHO none ot 3
nauveHTn neanaTtpuyHn narekc nam ¢TE‘18TI/I Tecna nnn No-manko. I'Ipo(TpchTBeH rpagveHT Ha MarHNTHOTO none ot 720 rayc/(M nnn No-mManko.
nauneHTn
cs Dospéli Déti Kojenec Tento vyrobek neni vyroben z pfirodniho latexu nebo Podminéné pouzitelné pfi magnetické rezonanci Statické magnetické pole 3 Tesla nebo méné. Prostorovy
ftalatd. gradient magnetického pole 720 Gauss/cm nebo méné.
DA Voksne Born Spaedbarn | Dette produkt er hverken fremstillet med naturgummilatex | Betinget egnet til magnetisk resonans. Et statisk magnetfelt pa 3 tesla eller derunder. Rumligt magnetisk
eller ftalater gradientfelt pa 720 Gauss/cm eller derunder.
DE Erwachsene Kinder Sauglinge Dieses Produkt enthélt weder nattirliches Gummilatex Bedingt MR-sicher Statisches Magnetfeld: 3 Tesla oder weniger. Rdumlicher Gradient: 720-Gauss/cm oder
noch Phthalate weniger.
EL Evihikeg MNadtatpikn Bpéopn AUTO TO TIPOIOV SV £XEI KATAOKEVAOTEL HE PUOIKO ENACTIKO | ZUVOrKN HayvNTIKAG Topoypagiag. LTatiko payvnTikd medio 3-Tesla ) Miyotepo 1oxupd. Xwpikn
AaTe€ 1 pBaNKEG EvioEelg Slapabuion payvntikou mediou 720-Gauss/cm 1 xapunAdtepn.
ES Adultos Nifos Bebés Este producto no esta fabricado con latex ni ftalatos Compatible con resonancia magnética. Campo magnético estatico de 3 teslas o menos. Campo
magnético de gradiente espacial de 720 gauss/cm o menos.
ET Taiskasvanute | Pediaatriline Imikute Toode on ud ilma loodusliku kummil ija MRT tingimustele vastav. Staatiline magnetvili 3 teslat voi vahem. Ruumiline gradientne magnetvali 720
versioon versioon versioon ftalaatideta Gs/cm voi vahem.
Fl Aikuinen Lapsi Vauva Tama tuote ei sisélla luonnonkumilateksia eik ftalaatteja Ehdollisesti MK-turvallinen. Staattinen magneettikenttd enintaan 3 teslaa. Tilagradienttimagneettikenttd
enintdan 720 gaussia/cm.
FR Adulte Enfant Nourrisson | Ce produit n'a été fabriqué ni avec du latex de caoutchouc | Compatible avec I'imagerie par résonance magnétique. Champ magnétique statique de 3 Tesla ou moins.
naturel ni avec des phtalates Champ magnétique a gradient spatial de 720 Gauss/cm ou moins.
HR Za odrasle Za pedijatrijsku | Za dojencad | Ovaj proizvod nije napravljen s lateksom od prirodne gume | Uvjeti za magnetsku rezonancu. Staticno magnetsko polje jacine 3 tesla ili manje. Prostorni gradijent
primjenu niti ftalatima magnetskog polja od 720 gausa/cm ili manje.
HU Felnétt Gyermek Csecsemd Ez a termék nem természetes latexgumibdl, nem ftalatokbdl | MR-kornyezet. A statikus magneses sugérzas legfeljebb 3 tesla lehet. A magneses tér gradiense legfeljebb
készilt 720 gauss/cm lehet.
IT Adulti Pazienti Neonati Il prodotto non & realizzato con lattice di gomma naturale Compatibilita condizionata con la risonanza magnetica. Campo magnetico statico pari a 3 Tesla o
pediatrici né con ftalati inferiore. Gradiente spaziale del campo magnetico pari a 720 Gauss/cm o inferiore.




Symbol
Indication
JA Tk 4% ARHEHNCRIRI LT TV I ABB NG T ZVEEL AT VG | BEAIIRSEAT 37 AZLL R O, 720 7 A /el N OZeETRHK
fEHEhTVAEY
LT Suaugusiyjy Vaiky Kadikiy Gaminio sudétyje néra nei nataralaus latekso, nei ftalaty Magnetinio rezonanso sglygos. Statinis magnetinis laukas - iki 3 tesla vienety. Magnetinio lauko erdvinis
gradientas - iki 720 gausy/cm.
v Pieaugusajiem | Bérniem Zidainiem Sis izstradajums nav veidots no dabigas gumijas lateksa Magnétiskas rezonanses nosacijumi. Statiskais magnétiskais lauks 3 teslas vai mazaks. Telpiskais
un ftalatiem magnétiska lauka gradients 720 gausi/cm vai mazaks.
NL Volwassene Kind Peuter Dit product is niet vervaardigd met natuurlijke rubberlatex | Voorwaarde magnetische resonantie. Statisch magnetisch veld van 3 tesla of minder. Spatieel magnetisch
of ftalaten gradiéntveld van 720 Gauss/cm of minder.
NO Voksen Barn Spedbarn Dette produktet er ikke fremstilt av naturlig gummilateks Magnetisk resonansbetingelse. Statisk magnetfelt pa 3 Tesla eller lavere. Magnetfelt med hoyeste
eller ftalater romgradient pa 720 Gauss/cm eller lavere.
PL Wersja dla Wersja Wersja dla Ten produkt nie zostat wykonany z lateksu z kauczuku Warunkowo dopuszczone do stosowania w Srodowisku rezonansu magnetycznego. Statyczne pole
dorostych pediatryczna niemowlat | naturalnego ani z ftalanow magnetyczne o natezeniu 3 tesli lub mniejszym. Gradient przestrzenny pola magnetycznego réwny 720
Gs/cm lub mniej.
PT Adulto Criangas Infantil Este produto nao é fabricado com borracha de latex natural | Condicional para Ressonancia Magnética. Campo magnético estatico igual ou inferior a 3 Tesla. Campo
nem ftalatos magnético de gradiente espacial igual ou inferior a 720-Gauss/cm.
RO Adulti Copii Sugari Acest produs nu este fabricat din latex din cauciuc natural Conditionat de rezonanta magnetica. Camp magnetic static de 3 tesla sau mai putin. Camp magnetic cu
sau din flatati gradient spatial de 720 gausi/cm sau mai putin.
RU B3pocnbie Retn MnageHubl | B IpoM3BoACTBe AaHHOTO NPOAYKTa He MCMOMb3yIoTCA MP-coBmecTUMbIiA. CTaTyeckoe MarHUTHoe nonie 3 Tecna W MeHee. NpOCTPaHCTBEHHbIN rpaaneHT
dTanatbl v naTeKkc n3 MarHUTHOro nonA 720 raycc/cm nin MeHee.
NPUPOAHOTO KayuyKa
SK Verzia pre Pediatricka Verzia pre Tento vyrobok nie je vyrobeny z prirodného gumeného Podmienecne bezpeéné v prostredi magnetickej rezonancie. Statické magnetické pole s intenzitou max. 3
dospelych verzia dojcata latexu ani ftalatov Tesla. Priestorovy gradient magnetického pola max. 720 Gaussov/cm.
SL Za odrasle Za otroke Zadojencke | Taizdelek ni narejen iz lateksa naravnega kav¢uka ali Pogojna uporaba pri magnetni resonanci. Staticno magnetno polje z gostoto najve¢ 3 T. Prostorski
ftalatov gradient magnetnega polja 720 G/cm ali manj.
sV Vuxna Barn Spadbarn Produkten innehaller inte naturgummilatex eller ftalater MR-villkorlig. Statiskt magnetfélt pa hogst 3 tesla. Spatialt magnetgradientfalt pa 720 gauss/cm eller
lagre.
TR Yetiskin Pediyatrik Bebek Bu Uriin dogal kauguk lateks veya fitalat kullanilarak imal Manyetik Rezonans Durumu. 3-Tesla veya daha diisiik statik manyetik alan. 720-Gauss/cm veya daha
edil istil diisiik boyutsal gradyan manyetik alan.
ZH RN N N AT RIRFUB AR — gtk TR ZAT. AR 3 RS . AR 720 T/ EOR A R EE R o




< ( CE mark. The product complies with the EU Council
directive concerning Medical Devices 93/42/EEC
0086

Ambu is a registered trademark of Ambu A/S, Denmark.
Ambu is certified according to ISO 13485.
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VT (ml) x f (pr. min.), l:E ratio = 1:2
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74 34
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1. Intended use

The Ambu® SPUR® Il resuscitator is a single patient use resuscitator intended for
pulmonary resuscitation.

The range of application for each version is:

- Adult: Adults and children with a body weight more than 30 kg (66 Ibs).

- Paediatric: Infants and Children with a body weights up to 30 kg (66 Ibs).

- Infant: Neonates and infant with a body weight up to 10kg (22 Ibs).

2. Warning and caution statements
Failure to observe these precautions may result in inefficient ventilation of the
patient or damage to the equipment.

WARNING /I\

QOil or grease should not be used in close proximity to oxygen equipment. Do not
smoke or use open flame when oxygen is in use - fire may result.

Never override the pressure-limiting valve (if available) unless medical and profes-
sional assessment indicates the necessity. High ventilation pressures may cause lung
rupture to certain patients. If the pressure-limiting valve is overridden in patients
with a bodyweight less than 10 kg (22 Ibs.), a manometer must be used to monitor
the ventilation pressure to avoid the possibility of a lung rupture.

By adding accessories, it may increase inspiratory and/or expiratory resistance. Do
not attach accessories if increased breathing resistance would be detrimental for
the patient.

caution /\

US federal law restricts this device to sale by or on the order of a physician (USA
and Canada only)

For use by trained personnel only. The proper application of a facemask to obtain
tight seal should be trained in particular. Make sure that the personnel are made
familiar with the content of this manual.

Always inspect the resuscitator and perform a functional test after unpacking,
cleaning, assembly and prior to use.

Always watch the movement of the chest and listen for the expiratory flow from the
valve in order to check the ventilation efficiency. Switch immediately to mouth-to-
mouth ventilation if efficient ventilation cannot be obtained.

Insufficient, reduced, or no airflow may result in brain damage to the patient being ventilated.
Do not use the resuscitator in toxic or hazardous atmosphere.

For single patient use only. Use on other patients can cause cross infection. Do not
soak, rinse, or sterilize this device as these procedures may leave harmful residues
or cause malfunction of the device. The design and material used are not compati-
ble with conventional cleaning and sterilization procedures.

Never store the resuscitator in a deformed state other than as folded when deliv-
ered by the manufacturer, otherwise permanent distortion of the bag will occur
which may reduce the ventilation efficiency. The folding zone is clearly visible on
the bag (only Adult and Paediatric versions may be folded).

3. Specifications

The Ambu SPUR Il resuscitator is in conformity with the product specific standard
EN1SO 10651-4. The Ambu SPUR Il is in conformity with Council Directive 93/42/EEC
concerning Medical Devices.




Infant Paediatric Adult
Stroke volume one hand 150 ml 450 ml 600 ml
Stroke volume two hands 1000 ml
Bimensions 168 x 71 mm 234 x99 mm 295x 127 mm
(length x diameter)
Weight, incl.
Resegrvoirand mask: 1409 2159 3149
Pressure-limiting valve* 40kPa(40cmH.0O) | 40kPa(40cmH.O) | 4.0kPa (40 cm H.0)
Dead space <6ml <6ml <6ml
max. 0.10 kPa max. 0.50 kPa max. 0.50 kPa
Inspiratory resistance*** (1.0ecm H,0) (50cmH,0) (50cmH,0)
at 50 I/min at 50 I/min at 50 I/min
Expiratory resistance 0.2kPa (20 cmH,0) | 027 kPa (2.7 cm H,0) | 0.27 kPa (2.7 cm H,0)
at 50 I/min at 50 I/min at 50 I/min
Reservoir volume fggn:ql‘((tiab%)) 2600 ml** 2600 m[**

Patient connector

Outside 22 mm male (ISO 5356-1)
Inside 15 mm female (1SO 5356-1)

Expiration connector (for
PEEP valve attachment)

30 mm male (ISO 5356-1)

Manometer Port
connector

@4,2+/-0,1 mm

Demand Valve Connector

Inside 32 mm female (ISO 10651-4)

Forward and backward
leakage

Not measurable

M-Port

Standard Luer LS 6

O, inlet connector

according to EN 13544-2

Operation temperature

-18°C to +50°C

Storage temperature

Tested at -40°C and +60°C

according to EN ISO 10651-4

Long term storage

For long term storage the resuscitator should be kept in closed
packaging in a cool place away from sunlight.

* Higher delivery pressure can be obtained by overriding the pressure-limiting valve.
** Also available with pressure limiting valve and manometer port.

***The SPUR Il can be delivered with inspiratory or expiratory filters by Ambu that have
been tested to perform within the requirements of the ISO standard. The use of PEEP
valves naturally increases the expiratory resistance above the limit in the ISO standard.

4. Principle in operation ©

The illustration (1) shows the ventilation gas flow mixtures into the bag and to and from
the patient during manual operation of the resuscitator. (@) Adult and paediatric resuscita-
tor, (b) infant resuscitator with closed reservoir, (c) infant resuscitator with open reservoir.
The gas flow is similar when the patient is breathing spontaneously through the
device. The O, reservoir assembly is fitted with two valves, one allowing ambient air
to be drawn in when the reservoir is empty and one spilling out surplus oxygen
when the reservoir bag is full.

1.1 Excess oxygen, 1.2 Air, 1.3 Oxygen inlet, 1.4 Patient, 1.5 Expiration, 1.6 Manometer
port, 1.7 Pressure limiting valve, 1.8 M-Port

The M-Port provides access to the inspiratory and expiratory gas flow allowing to
connect a syringe for drug delivery (d) or to connect a gas sampling line for measur-
ing sidestream EtCO, (e).

5. Instructions for use
5.1 Resuscitator @

caution /A

The O, reservoir bag on the Adult and Paediatric resuscitators are permanently
attached to the inlet valve assembly. Do not attempt to disassemble. Do not pull
as tearing may occur. For the infant resuscitator, do not attempt to disassemble
the reservoir bag attachment by pulling the bag as tearing may occur.



Preperation

- If the resuscitator is packed in a compressed state, unfold by pulling on the patient
valve and the inlet valve.

- If the facemask supplied with the resuscitator is wrapped in a protective pouch,
the pouch should be remove before use.

- Fit the facemask and place all items in the plastic bag supplied with the resuscitator.

- The integrity of the kits issued for storage ready for use should be inspected at the
interval established in the local protocol.

- Before use on the patient make a brief functional test as described in section 7.

Patient use

- Clear the patient’s mouth and airway using recommended techniques. Use recom-
mended techniques to position the patient correctly to open the airway and to
hold the mask firmly against the face. (2.1)

- Slide you hand (Adult Version) or ring and middle finger (Paediatric version) under
the support strap. The infant version does not have a support strap. Ventilation
without using the support strap can be achieved by turning the bag. (2.2)

- Ventilate the patient. During insufflation observe the rise of the patient’s chest.
Release the bag abruptly and listen for the expiratory flow from the patient valve
and observe lowering of the chest.

- If continued resistance to insufflation is encountered, check the airway for obstruc-
tion or correct the backward tilt of the head.

- If the patient vomits during mask ventilation, immediately clear the patient’s airway
and then freely compress the bag a few times before resuming ventilation. If nec-
essary wipe off the product with a swab containing alcohol and clean the splash
guard with tap water.

5.2 Manometer port @

WARNING /I\
Use only for monitoring pressure. The cap must always be put on the connector
when pressure is not being monitored.

A pressure gauge can be connected to the manometer port on the top of the
patient valve. (This only applies to the version with manometer port).

Remove the cap (3.1) and connect pressure manometer or the tube for the pressure
gauge (3.2).

5.3 Pressure limitation system @

WARNING /\

Never override the pressure-limiting valve (if available) unless medical and profes-
sional assessment indicates the necessity. High ventilation pressures may cause lung
rupture to certain patients. If the pressure-limiting valve is overridden in patients
with a bodyweight less than 10 kg (22 Ibs.), a manometer must be used to monitor
the ventilation pressure to avoid the possibility of a lung rupture.

If the resuscitator is equipped with a pressure limiting valve, the valve is set to open
at40 cm H,0 (4.0kPa) (4.1).

If medical and professional assessment indicates a pressure above 40 cm H,0 is
required pressure limiting valve can be overwritten by pressing the override clip
onto the valve (4.2). Alternatively the pressure limiting valve can be overwritten by
placing the index finger on the red button while squeezing the bag.




5.4 M-Port

The SPUR Il comes either with or without M-Port. CAUTION &
An increase in the variation of the dosage of medication actually delivered must be
WARNING A expected when administering volumes below 1 ml fluid and without subsequent
Use the M-Port only for one of the two; EtCO, measuring or drug administration, flushing with appropriate fluid.

Consult your medical director for proper dosing guidelines.

as one can negatively impact the other.
Change to injection directly in the tube if unusually high flow resistance is felt

The M-Port should not be used for side-stream EtCO, monitoring of patients,

ventilated with less than 400 ml Tidal Volume. through the M-Port.

When the M-port is not in use for either drug administration or connected to an

EtCO,- measuring device the M-port must be closed by the cap to avoid excessive Syringe with Luer cone

leakage from the patient housing. Remove the M-Port cap. Mount the syringe in the M-Port and lock it by turning it
Do not attach oxygen supply tubing to the M-port. turn clockwise. Inject drug into the M-Port. Ventilate 5-10 times quickly in succession.
To ensure proper delivery of the entire dosage, the M-port must be flushed after each use. Remove the empty syringe, and replace the M-Port cap.

If application of M-Port is required, do not use filter, CO, detector or any other
accessories between the patient inspiratory port and the mask or ET tube unless
you use the optional adapter with syringe port to bypass filter/CO, detector/acces-
sories to deliver medication.

Syringe with needle
Insert the needle into the middle of the M-Port cap. Inject drug into the M-Port.
Ventilate 5-10 times quickly in succession. Remove the empty syringe.

Measuring EtCO, 5.5 Demand valve connector ®

For measuring of side stream EtCO,; connect the gas-sampling line for the EtCO, The Adult and Paediatric resuscitator are available as demand valve versions
measuring device to the M-Port of SPUR Il. Lock the gas sampling line connector by equipped with an inlet valve that connects to a demand valve. In order to attach the
turning it 1/4 turn clockwise. demand valve pull the oxygen reservoir out of the inlet valve. The demand valve

can afterwards be inserted into the inlet valve.
Applying medication
Carefully observe patient response to the administered medication.
Administration of volumes of 1 ml fluid or above through the M-Port is comparable
with administration directly into an endotracheal tube.
The M-Port has been tested with epinephrine, lidocaine and atropine.
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6. Oxygen administration

Administer oxygen according to medical indication.

Examples of O, percentages which can be obtained with different volumes and
frequencies have been calculated. The O, percentages can be seen in ® Adult (6.1),
Pediatric (6.2), Infant (6.3).

VT: Ventilation volume, f: Frequency

Note: If high ventilation pressures are used, higher O, flow settings are needed
because part of the stroke volume is vented from the pressure-limiting valve.

For infant version, use of supplementary oxygen without reservoir attached will limit
the oxygen concentration to 60-80% at 15 liters of O,/min.

7. Test of function @

Resuscitator

Close the pressure-limiting valve with the overwrite cap (This only applies to the ver-
sion with pressure limiting valve) and close the patient connector with the thumb (7.1).
Briskly squeeze the bag. The resuscitator shall offer resistance to the squeeze.

Open the pressure-limiting valve by opening the override cap or by removing the fin-
ger and repeating the procedure. The pressure limiting valve should now be activated
and it should be possible to hear the expiratory flow from the valve.

Squeeze and release the resuscitator a few times to ensure that air is moving through
the valve system and out of the patient valve. (7.2)

Note: As the valve plates are moving during functional test or during ventilation a slight
sound may appear. This does not compromise the functionality of the resuscitator.

Oxygen reservoir bag
Supply a gas flow of 5 I/min to the oxygen bag. Check that the reservoir fills.
If not, check the integrity of the two valve shutters or for a torn reservoir.

Oxygen reservoir tube
Supply a gas flow of 10 I/min to the oxygen tube. Check that the oxygen flows out
at the end of the reservoir tube. If not, check for a blocked oxygen tube.

M-Port
Remove the M-Port cap and block the patient connector. Squeeze the bag and
listen for the sound of air being pressed out through the M-Port. (7.3)

8. Accessories
Ambu disposable PEEP valve item no. 199102001
For further information please refer to the directions for use of the Ambu PEEP valve. (8.1)

To fit the Ambu PEEP valve (if required) to the resuscitator remove the outlet cap. (8.2)

Ambu Disposable Pressure Manometer (8.3) item no. 322003000
For further information please refer to the directions for use of the Ambu Disposable
Pressure Manometer.

caution /\
If applicable, please see accessory packaging for more specific information about
the individual accessory e.g. expiration date, and MR Conditional.
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