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RD SedLine® Patient Cable e

Reusable @ Not made with natural rubber latex Non-sterile

Prior to using this Cable, the user should read and understand the Operator’s Manual for the Device
or Module, this Directions for Use, and the Directions for Use for the Sensor.

DESCRIPTION

The RD SedLine® Patient Cable transfers analog EEG signals collected from the Sensor to the Module for processing. The
Patient Cable is a reusable cable and may be used from patient to patient.

Always refer to the operator’s manual for complete instructions or additional instructions.
The RD SedLine Patient Cable is compatible with the RD SedLine EEG Sensor.

WARNINGS, CAUTIONS AND NOTES

« Ensure the cable is physically intact, with no broken or frayed wires or damaged parts. Visually inspect the cable and discard
if cracks or discoloration are found.

- Carefully route patient cable to reduce the possibility of patient entanglement or strangulation.

« Masimo sensors and cables are designed for use with instruments licensed to use Masimo sensors.

« All sensors and cables are designed for use with specific monitors. Verify the compatibility of the monitor, cable and sensor
before use, otherwise degraded performance and/or patient injury can result.

« Failure to properly connect the sensor or the module to the cable will result in intermittent readings, inaccurate results, or
no reading.

- To avoid damage to the cable, always hold it by the connector rather than the cable when connecting or disconnecting
either end.

« Always refer to the module operator’s manual for complete instructions or additional instructions.

« Do not attempt to reprocess, recondition or recycle Masimo sensors or patient cables as these processes may damage the
electrical components, potentially leading to patient harm.

« Caution: Replace the cable when a replace cable message is displayed, or when a low SIQ message is consistently displayed
while monitoring consecutive patients after completing the low SIQ troubleshooting steps identified in the monitoring
device operator’s manual.

« Note: The cable is provided with X-Cal™ technology to minimize the risk of inaccurate readings and unanticipated loss
of patient monitoring. The cable will provide up to 17,520 hours of patient monitoring time. Replace the cable when the

patient monitoring time is exhausted. Some legacy monitoring devices do not distinguish between the cable and the
sensor. In these devices, a replace sensor or similar message could pertain either to the sensor or the cable.

INSTRUCTIONS
A) Connecting
To connect the Patient Cable to the Module
1. Align the ridged Patient Cable connector end with the available Module connector end.
2. Pushtoinsert.
To connect the Patient Cable to the Sensor
1. Align the yellow indicator connector on the end of the RD SedLine Patient Cable with the yellow indicator on the
Sensor Connector.
2. Refer to Fig. 1. Push together until the connections fit securely.
B) Disconnecting the Sensor
To disconnect the Patient Cable from the Module
+ Gently pull the Patient Cable out of the Module by grasping the patient cable connector end.
To disconnect the Patient Cable from the Sensor
+ Gently pull the Sensor out of the Patient Cable connector from the Sensor’s connector end.

CLEANING

1. Remove the sensor from the patient and disconnect it from the patient cable.

2. Clean the surface of the cable by wiping it with a 70% isopropyl alcohol pad, quaternary ammonium chloride

solution, or a 10% (1:10) chlorine bleach to water solution.

3. Wipe all surfaces of the cable.

4. Saturate another cloth or gauze pad with sterile or distilled water and wipe all surfaces of the cable.

5. Dry the cable by wiping all surfaces with a clean cloth or dry gauze pad.
The surface of the cable has been tested to be chemically resistant to the following solutions: Quaternary Ammonium
Chloride solution, Accelerated Hydrogen Peroxide, Chlorhexidine, Cidex, 70% and 90% Isopropyl Alcohol, and 10% (1:10)
chlorine bleach to water solution.
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CAUTION
« Do not immerse the connector on the cable in any liquid solution.
- Do not sterilize by irradiation, steam, autoclave, or ethylene oxide.
« Do not clean with chemicals not approved above.

SPECIFICATIONS
Cable length 3 feet (0.9 meters)
Patient module connector 9 pin proprietary
Sensor connector Custom connector
NVIRONMENTAL
Storage/Transport Temperature -40° Cto +70° C, ambient humidity
Operating Temperature +5° C to +40° C, ambient humidity
Storage/Transport Humidity 10% to 95%, non-condensing
Operating Humidity 10% to 95%, non-condensing
WARRANTY

Masimo warrants to the initial buyer only that this product, when used in accordance with the directions provided with the
Products by Masimo, will be free of defects in materials and workmanship for a period of six (6) months. Single use products
are warranted for single patient use only.

The foregoing is the sole and exclusive warranty applicable to the products sold by masimo to buyer. Masimo expressly
disclaims all other oral, express or implied warranties, including without limitation any warranties of merchantability or fitness
for particular purpose. Masimo's sole obligation and buyer’s exclusive remedy for breach of any warranty shall be, at Masimo's
option, to repair or replace the product.

WARRANTY EXCLUSIONS

This warranty does not extend to any product that has been used in violation of the operating instructions supplied with the
product, or has been subject to misuse, neglect, accident or externally created damage. This warranty does not extend to any
product that has been connected to any unintended instrument or system, has been modified, or has been disassembled
or reassembled. This warranty does not extend to sensors or patient cables that have been reprocessed, reconditioned or
recycled.

In no event shall Masimo be liable to buyer or any other person for any incidental, indirect, special or consequential damages
(including without limitation lost profits), even if advised of the possibility thereof. in no event shall Masimo’s liability arising
from any products sold to buyer (under a contract, warranty, tort or other claim) exceed the amount paid by buyer for the lot
of product(s) involved in such claim. in no event shall masimo be liable for any damages associated a product that has been
reprocessed, reconditioned or recycled. the limitations in this section shall not be deemed to preclude any liability that, under
applicable products liability law, cannot legally be precluded by contract.

NO IMPLIED LICENSE

Purchase or possession of this patient cable does not carry any expressed or implied license to use this cable with any device that is not
an authorized device or separately authorized to use SedLine cables.

Gl 4 10155B-elFU-0420



CAUTION: FEDERAL LAW (U.S.A.) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN.

For professional use. See instructions for use for full prescribing information, including indications, contraindications,
warnings, precautions and adverse events.

If you encounter any serious incident with product, please notify the competent authority in your country and the
manufacturer.

The following symbols may appear on the product or product labeling:

SYMBOL | DEFINITION | SYMBOL | DEFINITION | SYMBOL | DEFINITION

Caution: Federal law (USA) restricts
RXx ONLY | this device to sale by or on the order
of a physician

Follow instructions
for use

Separate collection for electrical
and electronic equipment (WEEE).

Consult instructions Lot code c € Mark of conformity to European

for use Medical Device Directive 93/42/EEC
Catalogue number (model Authorized representative in the

Manufacturer .
number) European community

Date of manufacture . .

YYYY-MM-DD Masimo reference number " ﬁ Body weight

Caution Storage humidity limitation Storage temperature range

Do not discard Keep dry

and consult instructions for use

Fragile, handle with care Greater than Less than

Not made with natural rubber

Non-sterile
latex

Do not use if package is damaged ?

Atmospheric pressure limitation

5 v ae >k EEQ

Medical device Unique device identifier

g avewnd[FEpR

e, Instructions/Directions for Use/Manuals are available in electronic format
@ http://www.Masimo.com/TechDocs
Note: elFU is not available in all countries.

(%)

Patents: http://www.masimo.com/patents.htm

Masimo and SedLine are federally registered trademarks of the Masimo Corporation.

Gl 5 10155B-elFU-0420



RD SedLine® pacienta vads m

LIETOSANAS NORADIJUMI

Atkartoti izmantojams @ Nav izgatavots no dabiskas gumijas lateksa Nesterils

Pirms $i vada izmantosanas lietotajam jaizlasa un jasaprot ierices vai modula lietotaja
rokasgramata, Sie lietoSanas noradijumi un sensora lieto$anas noradijumi.
APRAKSTS

Izmantojot RD SedLine® pacienta vadu, ar sensoru iegutie analogie elektroencefalografijas (EEG) signali tiek parsatiti uz
moduli, lai veiktu apstradi. Pacienta vadu var atkartoti izmantot vairakiem pacientiem.

Skatiet pilnas vai papildu instrukcijas lietotaja rokasgramata.
RD SedLine pacienta vads ir savienojams ar RD SedLine EEG sensoru.

BRIDINAJUMI, PIESARDZIBAS PASAKUMI UN NORADIJUMI

« Parliecinieties, vai vads ir fiziski vesels, bez parravumiem, nodilumiem vai bojatam dalam. Veiciet vizualu vada apskati un
nelietojiet to, ja vada ir plaisas vai ir mainijusies ta krasa.

- Uzmanigi novietojiet pacienta vadu t4, lai izvairitos no pacienta sapianas vai znaugsanas vados.
- Masimo sensori un vadi ir paredzéti lietosanai kopa ar instrumentiem, kas ir licencéti Masimo sensoru izmantosanai.

« Visi sensori un vadi paredzéti lietosanai ar ipasiem monitoriem. Pirms lietosanas parbaudiet monitora, vada un sensora
savienojamibu, pretéja gadijuma var tikt traucéta veiktspéja un/vai pacients var gat traumas.

- Ja sensors vai modulis ir nepareizi pievienots vadam, tiks iegti vai nu neregulari radijumi un neprecizi rezultati, vai ari
nolasisanu nebas iespéjams veikt.

« Lai izvairitos no vada bojajumiem, vienmér turiet to aiz savienotaja, nevis aiz pasa vada, kad pievienojat vai atvienojat vada
galu.

« Skatiet pilnas vai papildu instrukcijas modula lietotaja rokasgramata.

- Neméginiet apstradat, parveidot vai atkartoti izmantot Masimo sensorus vai pacientu vadus, jo $is proceduras var izraisit
elektrisko sastavdalu bojajumus un radit kaitéjumu pacientam.

« Uzmanibu! Nomainiet vadu, kad paradas zinojums par vada nomainu vai tad, kad ir veiktas uzraudzibas ierices lietotaja
rokasgramata aprakstitas SIQ problému novérsanas darbibas, bet, secigi uzraugot pacientus, displeja joprojam pastavigi
tiek radits zinojums par zemu SIQ.

« Piezime. Vads ir aprikots ar X-Cal™ tehnologiju, kas samazina neprecizu nolasijumu risku un neparedzétu pacienta
uzraudzibas partraukumu. Vads nodrosina 17 520 pacienta uzraudzibas stundas. Nomainiet vadu, kad pacienta uzraudzibas
laiks ir beidzies. Dazas vecakas uzraudzibas ierices neatskir vadu no sensora. Sajas iericés zinojums par sensora nomainu vai
lidziga satura zinojums var attiekties vai nu uz sensoru, vai vadu.

NORADIJUMI
A) Savienosana
Lai pievienotu pacienta vadu modulim
1. Pacienta vada savienotaja rievoto galu novietojiet preti modula savienotaja galam.
2. Piespiediet, lai ievietotu lidz galam.
Lai pievienotu pacienta vadu sensoram
1. Novietojiet RD SedLine pacienta vada gala esoSo savienotaja dzelteno indikatoru preti sensora savienotaja
dzeltenajam indikatoram.
2. Skatiet 1. attélu. Saspiediet kopa, lidz savienojumi drosi piegu].
B) Sensora atvienosana
Lai atvienotu pacienta vadu no modula
- Viegli velciet pacienta vadu ara no modula, satverot pacienta vada savienotaja galu.
Lai atvienotu pacienta vadu no sensora
- Viegli velciet sensoru ara no pacienta vada savienotaja aiz sensora savienotaja gala.
TIRISANA
1. Nonemiet sensoru no pacienta un atvienojiet sensoru no pacienta vada.
2. Notiriet vada virsmu, noslaukot to ar 70% izopropilspirta spilventinu, ceturtéjo amonija hlorida $kidumu vai 10%
(1:10) adeni $kidinatu hlora balinataju.
3. Notiriet visas vada virsmas.
4. Piesuciniet citu draninu vai marles spilventinu ar sterilu vai destilétu adeni un noslaukiet visas vada virsmas.
5. Nozavéjiet vadu, noslaukot visas ta virsmas ar tiru dranu vai sausu marles spilventinu.
Vada virsma ir testéta, lai ta batu kimiski izturiga pret sadiem Skidumiem: ceturtéjs amonija hlorida skidums, pastiprinats
Gdenraza peroksids, hlorheksidins, Cidex, 70% un 90% izopropilspirts un 10% (1:10) adeni $kidinats hlora balinatajs.
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UZMANIBU!
- Neiemérciet vada savienotaju skidruma.
« Nesteriliz&jiet ar apstarosanu, tvaiku, autoklavu vai etiléna oksidu.
« Netiriet ar kimiskam vielam, kuru lietoana nav apstiprinata.

SPECIFIKACIJAS
Vada garums 0,9 metri (3 pédas)
Pacienta vada savienotajs 9 kontaktu patents
Sensora savienotajs Pielagots savienotajs
IDES APSTAKLI
Uzglabasanas/transportésanas temperatara -40 °C lidz +70 °C, apkartéjas vides mitrums
Darbibas temperattra +5 °C lidz +40 °C, apkartéjas vides mitrums
Uzglabasanas/transportésanas vides mitrums 10% lidz 95%, bez kondensata
Mitrums darbibas laika 10% lidz 95%, bez kondensata
GARANTUA

Masimo tikai 8T izstraddjuma sakotnéjam pircéjam garanté, ka Masimo izstradajumiem, kas lietoti saskana ar tiem
pievienotajiem noradijumiem, seSus (6) ménesus nebls nekadu materialu un razosanas defektu. Vienreizlietojamo
izstradajumu garantija ir spéka vienigi tad, ja izstradajumu lieto tikai vienam pacientam.

leprieks aprakstita garantija ir vieniga un ekskluziva garantija, kas attiecas uz izstradajumiem, kurus Masimo pardod pircéjam.
Masimo skaidri noraida jebkadas citas mutvardu, tiesas vai netiesas garantijas, tostarp bez ierobezojuma jebkadas garantijas
par pardosanai atbilstosu kvalitati vai piemérotibu konkrétam mérkim. Masimo vienigais piendkums un pircéja ekskluzivais
tiesiskas aizsardzibas lidzeklis $Ts garantijas parkapumu gadijuma ir izstradajuma remonts vai nomaina péc Masimo izvéles.

GARANTUJAS IZNEMUMI

Si garantija neattiecas uz izstradajumiem, kas lietoti pretruna izstradajumam pievienotajam lieto$anas instrukcijam, kas lietoti
nepareizi vai nolaidigi vai kam radusies netii vai argji izraisiti bojajumi. S garantija neattiecas uz izstradajumiem, kas tikusi
pievienoti $§im nolilkam neparedzétiem instrumentiem vai sisttmam, tikusi parveidoti vai demontéti un atkal samontati. 5i
garantija neattiecas uz sensoriem vai pacientu vadiem, kas tikusi apstradati, parveidoti vai izmantoti atkartoti.

Masimo nekada gadijuma nav saucams pie atbildibas pret pircéju vai citu personu par jebkadu nejausu, netiesu, specialu vai
secigu kaitéjumu (tostarp bez ierobezojuma — pelnas zudumu), pat, ja Masimo ir ticis informéts par to iesp&jamibu. Masimo
atbildiba par jebkadiem pircéjam pardotiem izstradajumiem (saskana ar ligumu, garantiju, likuma noteiktajam prasibam
par kaitéjuma atlidzibu vai citam prasibam) nekada gadijuma neparsniegs summu, kuru pircéjs samaksajis par attiecigaja
prasiba minéto izstradajumu kopumu. Masimo nekada gadijuma nav saucams pie atbildibas par jebkadu kaitéjumu saistiba
ar izstradajumu, kas ticis apstradats, parveidots vai atkartoti izmantots. Saja sadala minétie ierobezojumi nav interpretéjami
ka tadas atbildibas izslégsana, kuru saskana ar piemérojamiem tiesibu aktiem par atbildibu saistiba ar izstradajumiem nevar
likumigi izslégt ligumiska cela.

NETIESO LICENCU NEESAMIBA

Si vada pircéjam vai ipasniekam nav netiesas vai tiesas licences tam, lai vadu izmantotu kopa ar kadu citu ierici, kas nav
apstiprinata vai atseviski autorizéta izmanto3anai ar SedLine vadiem.
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l_JZMANiBU_! ASV FEDERALIE TIESIBU AKTI NOSAKA, KA SO IERICI DRIKST PARDOT TIKAI ARSTAM VAI PEC
ARSTA NORIKOJUMA.
Tikai profesionalai lietosanai. Lietosanas noradijumos skatiet pilnu informaciju par Sis ierices lietosanas parakstisanu, tostarp
indikacijas, kontrindikacijas, bridinajumus, piesardzibas pasakumus un nevélamas blakusparadibas.

Par visiem nopietniem negadijumiem, kas saistiti ar o ierici, IGdzu, zinojiet jasu mitnes valsts atbilstosajai kompetentajai
iestadei un razotajam.
Uz izstradajuma vai ta etiketes var bat $adi simboli:

SIMBOLS | SKAIDROJUMS | SIMBOLS | SKAIDROJUMS | SIMBOLS | SKAIDROJUMS
- Uzmanibu! ASV federalie tiesibu akti
Sekot lietosanas Elektrisko un elektronisko iekartu P - s
instrukcijai E atseviska savaksana (WEEE). Rx ONLY ?osaka, ka) S? |e7r|C| d"ks,t pérdot tikai
arstam vai péc arsta norikojuma
Skatit lietozanas Markéjums, kas apliecina atbilstibu
instrukciiu LOT]| | Partijas kods c E Eiropas Savienibas Medicinisko ieri¢u
) direktivai 93/42/EEK
Razotajs Kataloga numurs (modela numurs) |[EC|REP] Autorizets parstavis

Eiropas kopiena

Izgatavosanas datums

Masimo atsauces numurs

(]

Kermena svars

GGGG-MM-DD

Uzmanibu M.ltrruma ierobezojumi uzglabasanas Tgnlperaturas diapazons glabasanas
laika laika

Neizmetiet Nelietojiet izstradajumu, ja ta iepakojums Saglabat sausu

ir bojats, un skatiet lieto3anas instrukciju

Trausls, rikojieties
uzmanigi

Vairak neka

Mazak neka

Nesterils

Nav izgatavots no dabiskas gumijas
lateksa

DA D

Atmosféras spiediena ierobezojumi

§res>kELEEJ

Mediciniska ierice

§lalvewa®[

Unikals ierices identifikators

Smica,

S

Instrukcijas / lietosanas noradijumi / rokasgramatas ir pieejamas elektroniska formata vietné

http://www.Masimo.com/TechDocs

formata nav pieejami visas valstis.

Piezime. Li

Informacija par patentiem: http://www.masimo.com/patents.htm

Masimo un SedLine ir federali registrétas Masimo Corporation pre¢u zimes.
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