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DEVICE DESCRIPTION

This STELLAR 3100 unit is a 3 parameter Patient monitor Sy stein (llFT color mionitor)
wtthf NlBP', Pulse oxirnetry and Temperature with an inbuitt two channiel 1hermial anra-.
recorder tor printing of Tabular trends & vai elbrm-s.
SThLLAR 300 hayc waveform, display' capabiitit for Pkethsmo-~rapli. It. almso dispiavy3,
the digital values of PR. SpOt Nan-Invasive Blood Pressure tSysrolic. Diastolic arid
Nficanl) and Temperature readings. It has graded and color coded alarms It has -2 hours and
12 hours tabular and graphical trends for SpOz, and Temperature. it has special tabuilar
irend tbr NIS3P to store the last 100 readings:. Alarm recall feature olkmT lat 16 alarm
Conditions.

UfEENDED USE OF TRE DEVICE

The STELLAR. J00 -. three p-arameiter Patient MAonitoring system i-s intenlded, to monitor a
singrk Adult or Pediatric patient's, vital signs at the beciside or during intra-1hospital
transport along with. the appropriate accessories renetioned / supplied with thte unit. Vital
signs parameter includes Pkethysniograph. It can also display the digital valoes of PR,
Sp02. Non-invasive Blood Pressure, (Systolic, rDiastolic and Melan) and Thmipcratare,
readings,

The- uzicr. re-sporrsibkc to interpret the- monitored data made available, will be a
protesstunal health care provider. Thle device, which can also be used' as a portable
device.. permits patient monitoring with adjustable alarmn limnits os well as visible and
andilble aianrn sianaks The monith-r is not intended for home use.
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TE-CINO LOGICAL~ CHLARA4CTERISTICS OF THE DEVI~CE COMIPARED T~O
jTHEPREDICATE DE-VICE

Device: Larsen & Toubro limited make STELLAR 300 Patient Monitoring2 System.
Predicate device,
STELLAR 404T Patient Monitorin~g System (Make: L&T Mfedical Eiimns.
systems) /i K060058

fTh parameters av4flable with the Larsen & Toubro Limited make STELLAR 300 Patient
monitoring system (NNIBP. Pulse oxinetrv and Temperature) are also, available with, thepredicate device- The rabge and accuracy of the parameters & method of sensing aresililar to the predicate devices. In STFELLAR .300 monitor audible & visual alarms areprovidedl similar to that in the Predicate device-. The Patient MIonhioritta System
'STFLIAR 404 T has Adult & Neconate modes of'opcmation whereas STELLAR 300 hlas
only Adult ruode. of operation.

STELLAR 300 has got TFT color display like STELLAk 4041T. STELLAR 300 has. ~gotthermal arrty rmeurder similar to that available in STELLAR 404T. lRattery prov ided in
St~EI, R 30 i tihiun ton w~rca~ t i Led ad bater incam orpred~icate device

STELLAR 404T.

Comparison ol' all the parameters of STELLAR 300 to that of the predkcate devicesa is* given in the "Substantial Equivalence Equipment comparison" document.
Compliance to standards:
TheC followMin` internatioral standards- are referred.
[EC 60601-1 Medical Electrical Equipment-General requirement lbr safiety
[EC 60601T-1 -2 Mcdical Electrical Equipment-EIMC requirements & tests

Conclusion:
Base~d on the trechniological characteristics of STELLAR 3100 and its comparison with
niac of predicate device STELLIAR 404T, Larsen & Toubro Linited bedktvcs that dfiicdevice is substantially equivalent to this predicate . Monitor and doesn't pose any.addhkmnaat ris on safety & elfccdwvness of the device.

in,~~C

i-ed DesitgnrŽ& Development
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*4 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 20993-0002

Larsen & Toubro Limited APR 2 9 2010
c/o Mr. E.J. Smith
Smith Associates
1468 Harwell Avenue
Crofton, MD 21114

Re: K093017
Trade/Device Name: Stellar 300
Regulatory Number: 21 CFR 870.2300
Regulation Name: Cardiac Monitor (including cardiotachometer and rate alarm)
Regulatory Class: Class 1I (Two)
Product Code: MWI
Dated: April 20, 2010
Received: April 21, 2010

Dear Mr. Smith:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determnination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-105.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to hittp)://www.fdia. ~zov/AboutFDA/CentersOffices/CDRH-/CDRHOffices/ucmII 15809.htrn for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
littp://www. fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH 's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gRov/MedicalDevices/ResourcesforYoui/[ndustry/default.lhtm.

Sincerel~ yours,(

~_BramD. Zuckermnan, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

5 10(k) Number (f known) VoLq 3 o7

Device name: STELLAR 300

Indication, for use:

The STELLAR 300 - three parameter Patient Monitoring system is intended to monitor a
single Adult or Pediatric patient's vital signs at the bedside or during intra-hospita~l
transport along with the appropriate accessories mentioned / supplied with the unit. Vital
signs parameter includes Plethysmograph. It can also display the digital values of PR,
SPO2, Non-Invasive Blood Pressure (Systolic, Diastolic and Mean) and Temperature
readings.

The user, responsible to interpret the monitored data made available, will be a
professional health care provider. The device, which can also be used as a portable
device, permits patient monitoring with adjustable alarm limits as well as visible and
audible alarm signals. The monitor is not intended for home use.

Prescription Use ~)AND/OR Over-The -Counter Use __

(Part 2l CFR 8Ol Subpart D) (Part 21 CFRS80l Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Offijie of Device B atio~n (ODE)

(Division of ~~~~~~~Page Ilof 1

Division ofCardiovascular Devices

510(k) Number i Q ..


