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Monitoring respiratory and ventilatory parameters w®
for adult, pediatric and neonatal patients in ity W

anesthesia and critical care opplications

This fomlly‘ of compact respiratory modules is designed to
support respiratory monitoring in anesthesia and critical

care areas. Depending on the module type, host device
software \/ersion and the clinical application, they provide
meosurerqents of airway gases, anesthetic agents with agent

ldent|f|cot|on Patient Spirometry and Gas Exchange.

Featwés

s Airway gases meosured by the sidestream method

. | . .
* Eight m?dule versions available to meet the needs of
various care areas

o All parameter values sampled proximal at the patient’s
airway with a single gas sampling line, D-lite(+)* or Pedi-
lite{+) flow sensor, along with an additional Spirometry tube

o Et and Fi values updated breath by breath

o Fast oxygen measurement for accurate EtO, and FiO, values

e Automatic identification of anesthetic agents

« Detects end inspiratory and end expiratory occlusions
automatically and displays values for Statis Plat, Static
PEEPi+e and $tatic Compliance

e Calculated balance gas value for estimating the
N,-concentration

» Very compact size, low weight and low power consumption

Clinical measurements

» CO, and N,O - GE infrared technology: Inspired and end-tidal
values, CO, waveform and respiration rate

s Respiration rate - calculated from the CO, waveform
s Anesthetic agents - GE infrared technology
L Measures and identifies all five agents and two agent
. mixtures: halothane, enflurane, isoflurane, sevoflurane
. and desflurane
- MAC [Minimum Alveolar Concentration)
- MACage with age, temperature and ambient pressure
' compensation
o Patient oxygen - GE paramagnetic oxygen (O, technology:
Insp|red end-tidal and Fi-Et difference, woveform
« Patient Spirometry - Designed to measure true patient values
independent of the ventilator with GE- patented D-litel+) and
Pedi-litel+) flow sensors and gas samplers at the patient cirway
3— Numerical values for airway pressure, minute and tidal
volumes, compliance, airway resistance and I:E ratio
- values, and flow and airway pressure waveforms
- Continuous measurement of intrinsic, extrinsic and
total PEEP
i~ Pressure-volume and flow-volume loops
- Ability to store and print up to six loops

- Recall saved loops t_.--@';@mnm:ig,'cur. ént loop
Module keys to sg¥ oY TE e Ew
 Gas exchange - Nojf ﬂ‘?] sive [ri0lels & measurement
I & o327 )
- Oxygen consufm i) dgr_th_ xide
production (W ? z "




General
When moniitoring neonatal or other patients that have high
respirationirate or low tidal volume these modules shall be

used within the limits of respiration rates and tidal volumes to

ensure specified measurement accuracy.

Sampling f!ow 120 +20 ml/min

Size and fit of gas sampling accessories may impact
measured 1gc1s concentration values at low tidal volumes.
Always ensure use of appropriate accessories according to
patient and application.

Automaticicompensation for atmospheric pressure variation

(660-1060 mbar), temperature and CO,, O,. N,0, agent cross
effect compensation, Parameter display update interval
typically breath-by-breath.

Functional alarms for

¢ Disconnected water trap
Partially blocked:sample line or water trap

» Low gas sampling flow
« Blocked sample line or water trap
« Blocked sample gas outflow

Letters in the module name stand for

s = Single-width module

C=C0,and N,O

Ai = Anesthetic agents and agent identification

0 = Patient O,

V = Patient Spirometry

E = End-tidal control support with Aisys* CS?

X = Gas Exchange metabolics VO,, VCO,, RO and EE

Non-disturbing gases
« Ethanol] acetone, isopropanol, methane, nitrogen, nitric
oxide, carbon monoxide, water vapor and freon R134A
{for CO,] O, and N,0).
|

« Maximum effect of non-disturbing gases on readings:
|
0, & N,0 <2vpl%, CO, < 0.2 vol%, AA < 0.15 voi%.
|

Carbon dioxide (CO,)
GE infrared absorption sensor technology

€O, waveform
EtCo, End-tidal CO, concentration
FiCO, Inspired CO, concentration

0to 15 vol%
{0to 15 kPa, 0to 113 mmHg)

Meosurerrpent range

Accuracy

+(0.2 vol% + 2% of reading]
Rise time : <260 ms

Adjustable low and high alarm limits for EtCO, or FiCO,

Resbiration rate (RR)

Measurement range 4to 100 breaths/min

Detection criteria 1vol% change in CO, level
Alarm note sent to host device if no breath detected in
20 seconds

Patient oxygen (O,)
GE differential paramagnetic sensor

0, waveform

FiO,, Inspired O, concentration
EtO, End-tidal O, concentration
FiO,-EtO, Inspired-expired difference

Measurement range 0 to 100 vol%

Accuracy +(1 vol% + 2% of reading)
Rise‘time <260 ms

Nitrous oxide (N,0)

GE infrared absorption sensor

FiN,O Inspired N,O concentration
EtN,O End-tidal N,O concentration

Measurement range 0 to 100 vol%

£[2 vol% + 2% of reading)
N,O < 85%

Accuracy

Note: N,0 is only displayed with CARESCAPE* ANE and PACU software

Anesthetic agent (AA)
GE infrared absorption sensor

Anesthetic agent waveform

FIAA Inspired anesthetic agent
' concentration

EtAA End-tidal anesthetic agent
concentration

MAC or MACage value options for hosts
Agent mixture detection
Measurement range

Sevoflurane 0to 8vol%

0to 20 vol%

Desflurane

Isoflurane, enflurane,
halothane

%,

Accuracy ""_{%ﬁﬁreodingl
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Agent identificcxti%-'__ £
Identification threshiple:-%
W %
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Detection time




Patient SpiromFtny
Pressure-volume loop, flow-volume loop, airway pressure and
flow waveforms pdoted breath by breath

Adjustable low opd h|gh alarm limits for Ppeak, PEEPtot
and MVexp |

Messages for MVexp << MVinsp and for low volumes
Through selection of D-lite or Pedi-lite gas sampling and flow
sensor from menu, the following specifications apply:
Pedi-lite(+)

4t0 70
breaths/min

D-lite(+)

4to 35
breaths/min

Respiration rate
Tidal volume
HAaGEVoIUIme

Measurement range 150 to 2000 ml 5 to 300 ml

Accuracy 6% or 30 ml +6% or 4 ml

Minute volume

Measurement range 2t0201/min  0.1to 5 I/min

Aira/ay Dressure

Measurement range -20 to +100 -20 to +100
cmH,0 cmH,0

Accuracy 1 cmH,0 +1cmH,0

Display units cmH,0, mmHg, kPa, mbar, hPa

[ P
Flow

Measurement range -100to +100  -25to+25
l/min [/min

Rz

Measurement range L4S5to 2l 1.45t02:1

Compliance

Measurement range 410 100 1to 100
ml/cmH,0 ml/cmH,0

Airway resisiance

Measurement ronde 0to 200 0to 200
cmH,0/l/s cmH,0/1/s

The presence of xenon or helium in the breathing circuit
causes incorrect measurement values.
|
Sensor specifications
| .
‘ D-lite(+}

Dead space

Pedi-lite{+)

95ml 2.5 ml

Gas Exchange and metabolics’
\/O2 Oxygen consumption

VCo, Carbon dioxide production

Measurement range 2010 999 ml/min

Valid for respiration rates 4 to

35 breaths/min {adult), 8 to 35
breaths/min (pediatric)

FiO, <65 vol%: +10% or 10 ml,
whichever is greater

Fi0, 65..85 vol%: +15% or 15 ml,
whichever is greater

VCO, and VO, Accuracy

CARESCAPE monitors B850 and BE50 calculate and display
Energy expenditure (EE) and Respiratory Quotient (RQ).

EEH Energy expenditure

0 to 6000 kcal/d or
0to 25120 kJ/d

Display range

ROt Respiratory Quotient (VCOZ/VOZ)

Display range 06tol3

The presence of xenon, N,O or helium in the breathing circuit
causes incorrect measurement values.

t Measurement not opplicable for neonatal patients
t Calculated by host device For more information on other host devices, refer to their
user documentation,

System compatibility

« CARESCAPE Monitor B850

e CARESCAPE Monitor B650

e CARESCAPE Monitor B450

 B40 Patient Monitor (2060600-002)
o Aisys CS2

o Avance* CS?

e 5/5 Anesthesia Monitor, software version L-ANE06({A} 24.1
or later

e S/5 Critical Care Monitor, software version L-ICUO6[A] 24.1
or later

¢ S/5 Compact Anesthesia Monitor, software version
-CANEOS(A) 19,6 or later

. 5/5 Compact Critical Care Monitor, software version
L-CICUOS(Al 196 or later

Displayed data (mcluqu L,t' ngillmted to TV, MV, RR, Raw
and N,0) trends ono_,oldrrps""ﬁﬁoy vofﬁ?"d@b'@' in
/ sligfed reprggen thieic/ pabilities of the

e 34% W, X} may not




Environmental specifications Physical specifications

Operating conditions Dimensions (H x W x D),
Temperature 10 to 40°C (S0 to 104°F) excluding water trap
Relative humidity 10 to 98%, non-condensing

Ambient pressure 660 to 1060 mbar Weight

Storage conditions

Temperature -25t0 60°C (13 to 140°F)
Relative humidity 10 to 90%, non-condensing
Ambient pressure 500 to 1060 mbar

imagination at work

About GE Healthcare

GE Healthcare provides transformational medical technologies and
services to meet the demand for increased access, enhanced quality
and more affordable healthcare around the world. GE INYSE: GE)
works on things thot}motter - great people and technologies taking
on tough challenges; From medical imaging, software & [T, patient
monitoring,and diagnostics to drug discovery, biopharmaceutical
manufacturing technologies and performance improvement
solutions, GE Healthgare helps medical professionals deliver great
healthcare to their patients,

GE Healthcare Finland Oy
Kuortonem"lkom 2

00510 Helsinki, Finland
Europe |

www.gehealthcare.com

© 2015 General Eleciric Carmpany - All rights reserved General Electric Compa ll\.n &rer E=1ho
right to make chionges in specifications ond features shown herein, or m-—:unlmu{

described at any time wilhout notice or obligation Contactyour GE representalive to‘ﬂge i
current lnformotlon GE dnd the GE Monogram are tradernarks of the General Elr_\clrk{%m " ‘\I
*Trademarks of General Flectiic Company Always refer to the user manual that nocomg ‘E;;\Q_'Ei i—!'}lr/
monitor/module. General Electric Company, by and through its GE Healthcare division
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11.3x3.8%x205cm
(44x15x81in)

0.7 kg (1.5 Ib)



EC Certificate TUVRheinland
Directive 93/42/EEC Lnnex i, excluding Section 4 o
Full Quality Assurance Sysiom
Medical Devices

Registration No.: HD 601160817 0001

Report No.: . 15084828 0G4

Manufacturer: GE Medical Systems
{Chinal Co., Lid.
No. 19, Changjiang Road |
Wuxi National Hi-Tech Dev.Zone
214028 Jdiangsu
China

[ I - N . .
Products: Medical Devices
{see abtachment for products and addicional sitves included) i

Replaces approval, FRegiscration Wo.: HD 60110059 0001 i

ey Data: 2021-05-02

|
The Notified E‘%ody hereby declares that the reguirements of Annex I, excluding section 4 of the divective
93/42/EEC have been met for the listed products. The above named manufacturer has established
and applies alquality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementionsd directive. For placing on the market of class (1l devices coverad by
this cgrtifit;ate an EC design-examination certificate according to Anncx U, section 4 is requircd.

j Motified Body: ~ - — %
Effective Date: 2017-01-03 & :

Date: 2017-01-03

TUV Rheinland LGA Products GmbH - Tillystra

TUV Rheinland LGA Products GmbH is a Motified Body accordiy
concerning medical devices witl the identification niy

€k 1A



TUV Rheinland
LGA Products GmbH
TillystraRe 2, 304371 Niirnberg

il o
Certificate
Registration No.: HD 60116081 0001
Raport No.: 15084829 004

Manufpefturor: GE Medical Systems
{China) Co., Ltd.
No. 18, Changjiang Road
Wuxi Natiomal Hi-Tech Dev.Zone
214028 Jiangsu |
China

Producks):

- Ultrasound Diagnestic Systems and Probes
- ‘Anegthesia Devices

i Lomebry Systems

- BCG Module

ites included:

jéa)

GE Medical Systems Ultrascund &
9800 Thnowation Drive, Wauwatosa, WI

Manufacture of Ultrasocund Diagnostic Systems
GE Medicpl Systems (China) Co., Ltd.
M2.22, Gko Lang East Reoad, Wuxi National Hi-Tech

Development Zone, Jiangsu 214028, P.R.China

~rasound Diagnestic Systems

L, | Ju17-01-03

TUVRheinland




LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

.ﬂ%ltacim‘tle‘ﬂt o
Certificate
Registration No.:
Repory No.:

(Cliinal
st Road,
v iz ngosu

NS,

l\‘a

Date: 20017-12-20
|

TV Rheintand

Co.,,
Wuxd

214028,

HD 60116081 0001
15084829 CGO5

GE Wiedion! Systoms
{China) Co., Lid.

Na. 19, Changjiang Road,
YWuxi Mational h; Tech Dev Zone
214028 Jiangst
China

wtd.

Macional Hi-Tsch

P.R.China

TUVRheintand
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EC Declaration of Conformity
ngthe prsuisions of the medical devices cinn'”tuw"%m?ff-'i( and of the direclive
201/GS/E

Authprized EU Representainee

ms (Ching! Co.. Lta GE Medical systems 5CS
‘\wu 283 Rue de lg Muére,
ech Dev. Zone PREXQBUC
21428 hongsu, "nr”o FRANCE
Ve hereby declore under our sole responsibiiity thot the class 1ib produci.
Product Name: 9100¢ NXT [including accessories and components]
SMON Code 37710
UMDNS Code: 10—134
O aserdcauion rule lrule 11 acce. to Annex 1X of the Drrective 93/52/E8C1 HD

o which thes deciaration relates s in conformity with ssential requirerments which
o;:'\ ~itiannex i of the medical devices directive 93/42/ F C} In addition, the product is
1 conformny with the requirements of the directive 2011 ES/EU on the restriction of the
Jie 0! certain hazardous substonces in electrical and electronic equipment {as o scessec}
the franuiaciurer).

Tihs conformity s basad on the following elements:

s information ncluded in the
product towhich this declord

LoA

s £ Cerufcote approvai of full guolity assurance system {Annex il G
meﬁl)cc% Cevices direcive 93;’&2 £eC] denv’ered by TUV Rhemnlond
Sroducts GmbH, Notified Body #0197, Certificate N® HD 60116081 0001

k

arking 15 n the techmcal

[JOlo24280 =70 /
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