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oximetry

PalmSAT® 2500 Series

Handheld Pulse Oximeter 112 |

PalinSAT 25004
M’ 3 h! W‘ 4

Proven Performance in Real World Applications

PalmSAT® ~ the next generation in handheld pulse oximetry — small yet versatile digital pulse
oximeters designed to accurately assess oxygen saturation and pulse rate. The compact size,

ease of operation, exceptional battery life and choice of alarm or non-alarm versions make the
PalmSAT 2500 Series ideal for your portable monitoring needs - regardless of the patient’s location.

.....
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PalmSAT® 2500 Series

Product Highlights

Choice = Alarm and non-alarm versions
Simple - Easy, two-button operation
Battery Life = 2500: 80 hrs: 2500A; 60 hrs
Memory — 72 hours of data storage

Flexible ~ 4 AA batteries, rechargeable batteries
or AC power with charger stand

Compact Size - 7.5-0z unit for easy handling

Nonin has combined advanced technology and algorithms based
on years of invaluable clinical experience to provide a wide range
of functions. The functionality of the PalmSAT 2500 Series also

makes it useful for an array of medical locations and applications:

* Hospitals = Same-Day Surgery
* Pre- and Post-Op « Emergency Services
» Procedure Rooms = Transport
% Urgent Care = Nursing Homes
screening #» Sleep Studies ~ basic overnight

» Physicians Offices » Dental and Oral Surgery

Nonin's optional Windows®-based software package, nVISION®,
permits the seamless transfer of all stored data from 72 hours
of memory to a PC for further analysis, comprehensive report
generation and storage.

1000USB Adapter & 1000USB-C (Continua Certified)

Nonin Medical’s 1000USB adapter enables
fast and convenient download of secure
data to a receiving device such as a
personal computer, and a patient sensor
for data collection and transfer.

Accessories

Many options allow you to customize the
PalmSAT 2500 Series to meet your
application needs.

PureLight® Sensors

» PalmSAT Charger Stand & NiMH Battery Pack
# nVISION Data Management Software

PC Interface Cable

Carrying Case

Authized Distibutor

©2010 onin Medial . AL rdenirks see the property of Noin Medcal, e mW..l/""#\“: 24 7;

PN 0000-001-01

27 7

7.0cm (280 Wx138em (G4 Hx 2.0

32 (1370
t
500 210 grams (7.4 oz) (with alkaline batteries)
2500A ZIBgims (7.5 02) (with akkaline batteries)

191\ Oxygen Saturation Display Range............0- 100% 5p0, 2.4 41

- 18321 beats per minute (8PM) & 2 1

73{ fm
£2 digits
+3 digits NA
+3 digits wﬁ 3‘ \‘ 2
23 dig-tsg' N/A
+3 digits 4 digits
18 ~ 300 BPM
40~ 240 BPM
40~ 240 BPM
digits N/A
23 digits %3
Finger 5 digits NIE ?7?2 : Z
FHex 43 digits NA
4 13 digits N/A
; 13 digits %3 digits
Measurement Wavelengths and Output Power**

y 660 nar @ 0.8 mW maximum average
Infrared 910 ers @ 1.2 mW maximum average
Pu:;“ Quality Display. LED, tricolor

) ty" .................................. 4R, i e R 3‘3
Low Battery INGICaROr .......o.covvenicssnimssnisnnans LED, amber
ture

BUG .o ssenssmessscsssmsmsssmsssmssssss nenes -20 10 +50°C {-4 t0 +122*F)

Storage/Transp { -30 t0 450°C (-22 10 +122°F)
Humidity
ating 10 -~ 90% noncondensing
gtgt“agdﬁaspomﬁon ............................. 10 - 95% noncondensing
Altitude
Operating e Up;glz.ooommooom
nmmm .......................... %UF:WLWMMMNWQSOO:N
hours typical operation; 2500A: 60 hours
or NiMH I
ba sack (40 hours operation)
Gassifraﬁ?fgmp« 1EC 60601-1 7 CSA601.1 IlJI.6()60“2?~'|p.(k ed( :::d
Type of Protection: s ily powered (on battery power)
Degree of PrOtection: .......c.c.ecairieenn BF-Applied Part
Mode of Operation:, ?m

Enclosure Degree of Ingress Protection: ..... IPX2

* + 1 Arns represenits approximately 68% of measurements
**This information is especially for clinicians performing

Specifications are subject to change without notice,

Nonin Medical, Inc ;
13700 15t Avenue North * Plymouth, MN ¥ 55441-5443 »
P £1.763,553.9968 TF 800.356.8874 £ +1.763.577.5521
E infognonin.com N
WWW.nonin.com
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Special 510(k): Device Modification }{ 0 0 / 4 60

JUL 2 0 2000

Attachment 4 &

. ; A
SUBMITTER: Nonin M Ixxe,
%

N
Address: Non§ edlc@nc.
68N

2 e::n%n‘ok Lane North
q@qymg&, MN 55447-4755
J

)
xs"’ 1, \&
Telephone: Qf&\‘\ {th 2.553.9968
CONTACT PERSON: ‘p«}}’@ > o\\&‘) Richard P. Bennett, Director of Regulatory Affairs
>
DATE PREPARED: & June 19, 2000
o

9
TRADE NAME: °\6§ r\{\q\ Nonin® Model 2500 Pulse Oximeter
COMMON NAME: x;"o’ Pulse Oximeter

2
S
SUBSTANTIARYLY EQUIVALENT TO:

The Nonin Model 8500 Pulse Oximeter

DESCRIPTION OF THE DEVICE: ?Uimﬁumgﬂﬁi’m

Comparison  The device description of the [Model 2500] is as follows: The Model 2500 Pulse Oximeter
displays numerical values for blood oxygen saturation and pulse rate (Fig. 1) Because the Model
2500 Pulse Oximeter has no patient alarms, the user must frequently observe the SpO2 and pulse
rate displays,

The Model 2500 typically will operate for 100 hours continuously between alkaline battery
replacements. The Model 2500 requires no routine calibration or maintenance. The pulse
oximeter determines functional axygen saturation of arterial hemoglobin saturation. (%Sp02) by
measuring the absorption of red and infrared light passed through perfused tissue. Changes in
absorption caused by the pulsation of blood in the vascular bed are used to determine arterial
saturation and pulse rate.
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Special 510(k): Device Modification
Oxygen saturation and pulse rate values are displayed on light-emitting diode (LED) digital
displays. On each detccted pulse, the pulse quality LED blinks. Patient pulse quality signals as
good, marginal, or inadequate and are indicated by the pulse quality indicator blinking green,
yellow, orred. This simple method gives the user a pulse-by-pulse visual indication of waveform
signal quality without requiring the user to perform complex waveform analysis during critical
patient care situations.

A sensor disconnect or malfunction is indicated by a lack of good pulse quah blinking and /or a
dash to the left of the SpO2 value on the LED display. Ultimately, if ade t(a“n: pulse signals are
not received, the SpO2 and pulse rate numerical values will be qﬁ% aslm When the
batteries are low, the low battery indicator, a yellow LED, Wg\l‘&e st dlummated When the
batteries are critically law, the low battery indicator will e,é{%ital displays will go blauk,
and the pulse quality indicator will blink yellow or reci}‘ no’i\

,\5

INDICATIONS FOR USE: - R® &

Indications for Use: K\ *6\
The Nonin Model 2500 Hand §e Oximeter is intended to be used for measuring and
displaying functional oxy u§ n of arterial hemoglobin (SpO2} and pulse rate for adult,
pediatric, and neonatal nts i®hospitals, ambulatory, home, and EMS (emergency medical
service) envxronmex;tssb & ﬁ@del 2500 is intended for spot checking and/or continuous

monitoring whenozm&dq\@‘?’ a trained health care professional.
T &
i L
‘\"’Q
/&>§

N
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SUMMARY OF TESTING:

The Model 2500 Pulse Oximeter has followed (where applicable, the Reviewer Guidance for Premarket
Notification Submission of November 1993, from the Anesthesiology and Respiratory Branch, Division of
Cardiovascular, Respiratory and Neurological Devices. In addition, Nonin has conducted a Hazard Anpalysis
and Risk Assessment, and developed extensive software!hardware procedures to couﬁr it

requirements have been met.
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Mr. Richard P. Bennett A AR
Nonin Medical, Inc. &%§§ aﬁb
2605 Fernbrook Lane North O oy
Plymouth, MN 55447-4755 &
&
SRV
Re: K001930 o

o
Nonin® Model 8500 Hand e§5?
Eéb)

Regulatory Class: II lm
Product Code: 74 DQA.Q _&9
Dated: June 20, 20 W

Received: June 2 00
§é>s &

@,
Pu Oximeter
&

Dear Mr. Bennett: D7 QN
& &

We have reviewe Qg%qx5§;ction 510(k) notification of intent to market
the device re n above and we have determined the device is
substantiallydequidalent (for the indications for use stated in the
enclosure)? lqgally marketed predicate devices marketed in
interstate cogéérce prior to May 28, 1976, the enactment dateof the
Medical De Amendments, or to devices that have been reclassified
in accord € with the provisions of the Federal Food, Drug, and
Cosmetiq§§tt (Act). 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 (Premarket Approval), it may be subject to such
additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800
to 895. A substantially equivalent determination assumes compliance
with the Current Good Manufacturing Practice requirements, as set
forth in the Quality System Regulation (QS) for Medical Devices:
General regulation (21 CFR Part 820) and that, through periodic QS
inspections, the Food and Drug Administration (FDA) will verify such
assumptions. Failure to comply with the GMP regulation may result in
regulatory action. 1In addition, FDA may publish furth 3

concerning your device in the Federal Register.




Page 2 - Mr. Richard P. Bennett

This letter will allow you to begin marketing your device as described
in your 510(k) premarket notification. The FDA finding of substantial
equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus, pe ts your
device to proceed to the market. "\\'\ ‘X;\

Q) )

~
If you desire specific advice for your device qff’ oqgﬁabeling
regulation (21 CFR Part 801 and additionally<809.4®@ for in vitro
diagnostic devices), please contact the O0bffe ,of Compliance at
(301) 594-4648. Additionally, for quest s q@“the promotion and
advertising of your device, please con t \t@% Office of Compliance at
(301) 594-4639. Also, please note thg;\’re g‘i\ation entitled,
“Misbranding by reference to prema l)?%ification” {21 CFR 807.97).
Other general information on youri@es ibilities under the Act may
be obtained from the Division, 0f0Smafd 'Manufacturers Assistance at its
toll-free number (800) 638—2?@@or\ 01) 443-6597, or at its internet
address "http://www.fda. govdf\éarh_@ma /dsmamain.html™.

Q@ .
S Sincerely yours,

J%
8% 3, \&
& o O ﬂ
R QD ’
ret® , & -
A James E. Dillard III

Q) N A
o [\ Director
) 2

Q:&\“ié L Division of Cardiovascular and
6 ‘ ‘
a@ &Q\ Respiratory Devc
xf“
S
D
20
@
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Indications for Use,,Sﬁt@‘ent
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510(k) Number: & D
aF o
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AT IXD
P
Device Name: Qfé\'\ é")’(\
D S
»i\ §§°\‘
P () 500 Hand Held Pulse Oximeter
AN
0N r\Q
°i°§¢ ,\Q\“‘
o
. 4°
Indications f%&e:
O

The Nonin Model 2500 Hand Held Pulse Oximeter is intended to'be used for
measuring and displaying functional oxygen saturation of arterial hemoglobin (SpO2) and pulse
rate for adult, pediatric, and neonatal patients in hospitals, ambulatory, home, and EMS
(emergency medical service) environments. The Model 2500 is intended for spot checking
and/or continuous monitoring when attended by a trained health care professional.

)
Concurrence of CDRH, Office of J:vxce Evaluation (ODE

(Division Sign-Off)
Divisinn of Cardiovascular, 0:57
and Neunssgcw Levicss |y

510(k) Number }‘fﬁm / @

\/ %"mmz’?nmgﬂﬁm
Prescription Use OR

Over-The-Counter Use

(Per 21 CFR 801.109) ’
“SPECIAL 510(k): DEVICE MODIFICATION” NONIN MEDICAL INC MODEL 2500, HAND HELD
PULSE OXIMETER /
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o
Displays and Indicators

SpO, Display

The SpO, display is the upper numeric display (identified by the %SpO,
symbol). This 3-digit light-emitting diode (LED) display shows the gurrent
oxygen saturation percentage. & ,\Q'\
N ‘;S\
- '\

Pulse Rate Display O %@«\S’?
The Pulse Rate display is the lower numeric dj {} (éd_é%tiﬁed by the (@)
symbol). This 3-digit LED display shows thegu s%«% € in pulses per
minute & ©

‘ T 6“’“

)
= » o @ . 0’

Pulse Quality Displa Y & 2>

The Pulse Quality display (ider%@edlg&he J\ symbol) is a tricolor LED
that blinks once for each detgtte gﬁ‘ise. The Pulse Quality display
changes color to indicate,gflange¥'in the pulse waveform signal that may
affect the SpO, data.ghfh%y@gﬁnk green, amber or red.

« Green indicate&%'&ggg&%ulse strength signal.

* Amber indjq’éﬁ‘és@&arginai pulse strength signal. To improve signal
quality, rﬁs{?siti@ e sensor, try a different sensor type, reduce patient
moven$hit, agtmprove the site’s circulation.

* Red indi %s an.inadequate pulse strength signal. While the Pulse
Qualitgisplay is red, SpO, and pulse rate values are not updated.
Afteibout 10 seconds, the values are replaced with dashes,
indicating that readings are not possible.

Low Battery Indicator

When batteries are critically low, the digital displays will go blank, and the
Pulse Quality display will blink amber or red, but not green. After 10
minutes at critically low battery capacity, the pulse oximeter will shut off
automatically.

Sensor Fault or Inadequate Signal Display

If the device determines that a sensor fault exists (a sensor disconnect,
failure, misalignment or incompatibility with the monitor) or i g
oximeter sensor signal is no longer detected, a dash (-) appe

leftmost position of the SpO, display. The readings that a
freeze for 10 seconds if the pulse oximeter sensor fault of

signal continues. /
=

----------------------
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DocuSign Envelope ID; D15ABESD-7686-41 E3-AAAS-9EDDO071AE77

> NONIN

NONIN MEDICAL, INC. 0.3
LETTER OF AUTHORIZATION

Nonin Medical, Inc. is a manufacturer of medical monitoring d ice @'ﬁ is located at
13700 1% Avenue North, Plymouth, Minnesota 55441, Umted&&te éAmenca

'» r&\
Tech Ace Co., Ltd located at 1341 Sol Lardprao 94 {P.@janqt)(‘\Snvara Town in Town
Plubphla, Wangthonglang, Bangkok is a well%@tabl.@ied Sales and Marketing

company located in Thalland %\3 b:{‘@

Nonin Medical hereby certifies that Tech e’?ﬁo \,ﬂtd has been appointed as an official
distributor in Thailand. Nonin Medic. Aﬁ/@‘ants authority to Tech Ace Co.; Ltd to
market and sell Nonin Oximetry a graphy products into All Markets. Tech
Ace Co., Ltd may represent Nonj 'Me gg‘gg in tender offers and will

delivering and servicing these Ngﬁn Qs ucts. Nonin Medical will g
from Tech Ace Co., Ltd an@“’ﬁg %f&o e orders according to the/ifs

business relationships. ’5\ 6@‘\7‘ G

»«& & )
Tech Ace Co., Ltd“’d@ce&(&%e authority and will act professiona d Yes
representative Medical and Nonin products in Thai cand>fulfill the
responSJbllltleg\and dﬁ ies detailed in the attached Distributor Comp iance Agreement

qqmmmnmm )

Tech Ace Q,q.;&.td is therefore officially authorized as Nonin Me al’s represéntative in
Thailand. €

This document is valid for a term of 4 years from the date indicated below.

Respectfully submitted,

DocuSigned by:

U Wyl
Jill Wroblewsk: s EEES o /
Vice President of International Sales 2. b
Nonin Medical, Inc. 5. 8 /

........................................

September 2, 2020

13700 1st Avenue North, Plymouth, MN 55441-5443 USA Phone #1 763.553.9968 . 800.356.8874 Fax +1763.553. WWW.Nonin.com
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