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DEVICE~ DESCRIPTION
lIdanet e5 ../od('/ /tie is, ai Mtilti'iarainetr patient ntnnilorinL2 svstcnt liu citiuntlinms
monitot~i or i-l ih y h\siological iParameter I-("( (3/5 lead). Arrhythmiii ,~ .gi' ;nah~sis.
Rk spirati on. NIBP.I 'lnlperattlIrC. Sp()0 2ad ()2.

PI..ANIT I 5 ,t/,,du/ I (iii a 4-channel monitor .with X.4" i1l1l disprav capable 'itt
displaying I;C'(i. l\spuration. Sp()2. (.02 digital values of IIR/IR. Sp()2. RR. Non-
Invasive Ilood I 'rcssuae ¢ystolic. I)iastolic ard Mcat. Temperature. FICf)2. Fie('()
readillds. II has selective 24\4X~72 I rlours Ilhlllar an1d traphical ItrendLI. It has specil
Ileature tit' NIIP' hlavin_ a trend to' storinti last 240 readings. It has Alarm Recall lhcilitv
vith last 24 patien' alarms details. It has a tvo-Channel thermal array rechitder lief
pnrimng o1 '.Ibulir Irvnds & w'vav(:rmsl...;. II hIs go.optiollal cotlllicat on ' c:tlt's -ItISB. ISD23. Inlti'raicd rcemote and li:lhcrnct. 'he device perm1its patient mlotnitoring with
adjustable alarmn limits as well as visiblc and audible alarm si enals.

INTENDED USE OF THE DEVICE

The PIl A NI 55 ,fhdel 100 multi-parameter Patient MoNitotn systent is intended to
Inlrlitor a sin.le ALdlt, Pediatric or Neonatal patdien's vital sinls atl the bedside o- * drin'in
intia-hospital Itansport along with the appropriate accessories metiititCd , Supp-lied with
the unit. Vital signs parameters include EC(i (3 lead /5 lead). Sp( 2 . Respiratiott.
TIemper;tut1rc and Capnograplhv (C(02). It can also display the digital values of IHR/PR.
Sp 0 2 . IR. Non-Invasive Blood Pressure (Svstolic. Diastolic and NMcan}. Temperature.
-'A('(). and FI iC()2 rNadin.s.

In addition. IPIANIFT 55 Atude&[ /,')p has gol Arwhlhmia and: ST detcclio1 l'from 31I 1.FI(( mIcasuremeinjs. The Arr'hythmia arid ST ahlvs111is Imodulc is intendud I.'m use wifih
Adult & Pediatric pat.licnls and is Int ittIended !I;r LISbt with Neonatal lPatientls.
The user. respon-siblC 10 interprct the m1nmlt0ed dat mnade available. will bc a
prolbssionial health care prm ider. I he device permits paticet ei litorinu with ad. justahl&
alarm limils as well as visible and audihle alarm situnals. Th1e tnirlitor is rlo intended f,6.
h[ute use.
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TECHNOLOGICAL CHARACTEIUSTICS OF THE DEVICE COMPARED TO
THE PREDICATE DEVICE

Device: I.:rsu'n I'nl'hro limiecd make 1 'ANI'T 55 .lh;del /00 PIatiinl Mo.hilnnrilu.

Predicate device:
o PI.ANII'T 55Pit icnlI Monitorin- Systeni (Make: I I & Medica I qUl mlels I :

Svystens} i Kt)7'1472.
* Passporl 2 Vital signs 11iollilot with View 12'ECG A,\ahsis Module (Ijataso'q'pe

("ip . K020550.

bhe parameters available with the Ii.asen & Toubro I imliCd make PILAN-UTI 55 ;l',cl
/Wi/ P'ialnl tloniloring svsten arc availablc. with ihC predificate devitis '-Passplorl 2 Vital
signs onisnitor with I2 IC(I I Analysis Module" tbr :M'rhyt'mitia & 5I analysis an'll
& I'oubro I Jahoted make I 1ANFTl 55 patient nionitoring systen lbr other parameters.
(:'tiiparisoii of tile :arameters ol 1q_.ANElI' 55:AIiuj(' 1.0 lo that of Ihe prodioule dec'
is civ en in the l'rcdticalc device Co.1mpariSon table' document.

Compliance to standards:
The Ibl,'owini, international standards are relierred.
II{C 6060 1 -I Medical Electrical safely
I IC 6¢(06(11-1-2 LiMC compl i~nce

Conclusion:
Hased till the 'l'echnolotgicacilharac-crislics o1 IL.ANI-:.55 1lodc/e lull and its c,,mp'aison'
with that of predicate devices Larsen & 'I'oubro limited believes that their device is
suhlbst;mliaIV equivalenl to this predicate Monitors, and doe'sn' p ose an" additional risk on
Sz.tI~.iv & elI.cetiv eless ol the device.

(N. Ray n

Head - Design & Development
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

FodadDrug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUN -52009

Larsen & Toubro Limited
c/o Ms. Yolanda Smith
Smith Associates
1468 Harwell Ave.
CroftonMD 21114

Re: K090443
Trade/Device Name: PLANET 55 Model 100
R-egu n Nuw~mber: 24-R-0.10025
Regulation Name: Arrhythmia detector and alarm (including ST-segment measurement and

alarm)
Regulatory Class: Class II
Product Code: MHX
Dated: May 6, 2009
Received:. May 7, 2009

Dear Ms. 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 Fed eral 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 determination 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 53 1-542-of-the Act-) -21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda. gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 115809.htm 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 http://www.fda.gov/cdrh/mdr/ 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 (240) 276-3150 or atits Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincer ly yours,

Brain D. ucEran, 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 (if known)

Device name: PLANET 55 Model 100

Indication for use:

The PLANET 55 Model 100 multi-parameter Patient Monitoring system is intended tomonitor a single Adult, Pediatric or Neonatal patient's vital signs at the bedside or duringintra-hospital transport along with the appropriate accessories mentioned / supplied withthe unit. Vital signs parameters include ECG (3 lead /5 lead), SpO2, Respiration,Temperature and Capnography (CO2). It can also display the digital values of HR/PR,SpO2, RR, Non-Invasive Blood Pressure (Systolic, Diastolic and Mean), Temperature,
EtCO2, and FiC02 ,readings.
In addition, PLANET 55 Model 100 has Arrhythmia and ST detection from 3L / 5L ECGmeasurements. The Arrhythmia and ST analysis module is intended for use with Adult &Pediatric patients and is not intended for use with Neonatal Patients.The user, responsible to interpret the monitored data made available, will be aprofessional health care provider. The device permits patient monitoring with adjustablealarm 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 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

WmI~ of Cardiovascular Devices Page 1 of 1
.ib Nu.g -?~


