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.N"290N T 2V AT NIma 990)
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Watch--n 1'won The Watch-PAT200U (WP200U) device is a K153070 K161579 | Traditional 24.2.2017 WatchPAT 200U
75 1'n PAT200 non-invasive home care device for use with
nYY19 X7 M Ty suspected to have sleep related patients Embletta
071N win'y breathing disorders. TheWP200U is a MPR Sleep
D'72100 D'TIYNN detection of sleep related diagnostic aid for the Data
nNN'Y1 NIy1onn breathing disorders, sleep staging (Rapid Eye .
wnwn 1'wonn .nrwa | Light Sleep, Deep Movement (REM) Sleep, Recording
nn'wa nivion Inaxy? | Sleep and Wake), snoring level and body System
“TTn NIv¥nxa n1'wa | peripheral position. The WP200U generates a | (K122516)

n'770 N1'wa nnwa DIt
(pAHI 1 pRDI)

, (PAHIc) o>
nnxy ,Nn'v Y

.92 NINRNIE NN
,NM'UN 7v TN
NINNANI NN NNXIY
D'TVI' DI'X 91AN

IN T'N' 0'01D wIn'yY
nYI9n 7 INax? My
nNn'wI7 NniIwpn

IN ,719'0 nyap ,N1'va

arterial tonometry ("PAT") Respiratory
Disturbance Index ("PRDI"), Apnea-Hypopnea
index ("PAHI"), Central Apnea-Hypopnea
index ("PAHIc"), PAT sleep staging
(PSTAGES) and optional snoring identification
level and body position discrete states from an
snoring and body position external integrated
sensor. The WP200U's PSTAGES and snoring
provide supplemental level and body position
information to its PRDI/PAHI/PAHIc. The

level and WP200U's PSTAGES and snoring
body position are not intended to be used as

FDA w'R 172pw) WatchPAT100-n mx¥m 9715 nnann Mxim 7w e w@n oaT 7 7y 197010 071k FDA-D Q1W'R DR 17279 nNann xm 19701 X7 n7ava 20
.(2008 nmiwa nnwx17 FDA Ww'x 1727w) WatchPAT 200-n 7w omTiz nniT 21 (2013 axina 1 ora FDA -0 miwnn iy1an 2001 miwa niwray?

NNNAN NN NN AtNAN D UIX 790 10N |_UYJ'7 DIYIRD RXIN N NN Y APNN NOYI NX'AY AfNnn v mnnl NiNn DN (R n72202 nirinnn 21
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N7 m'ynn onn - | FDA-7 1waing 0'onona ny'sing 'o nflinnn 727 ¥ 190N n7ap ' n7ap win AWK IXINN DY
2Lnmnn v ANYIRD ANYIRD qIYRN Rl Gty
NIWRI"?
[IN2N2 YIX ViIapY the sole or primary basis for diagnosing any
.qo1n Nd>wn sleep related breathing disorder, prescribing
treatment, or determining whether additional
TVIM pAHIC n TTn assessment is warranted diagnostic.
17 an 02N win'wy
DUNT9N RY .N7YNI
N T Y Dfavinnn
nwixn WP200U
nwnl 12 an wim'wy
Watch--n 2'won The WatchPAT200U (WP200U) device is a K133859 K153070 | Traditional 26.7.2016 WatchPAT 200U

5 11'n PAT200
nW719 X7 M Ty
D'721M2 win'wh
D'72100 D'TIVUNN
nN'wl Niv1onn

wUnun 1'winn LNl
NN'Y1 NIYIoN [IN2X7?
,M'Y Yy n1va
NINRNI NN DAY
qia

,MI'UN 7w TN
NINIRNI NN NNAXIY
D'TVI' DI'X 91AN

IN T'N' 0'02) WIN'YY?
nYI9N 22 INaN? NPy
nn'w1? MIYpn

IN ,719'0 ny12p ,n1'wa
[IN2X2 IX YIapY
.9011 NdWN

wikn WP200U n
n7uni 12 7an winwy

non-invasive home care device for use with
patients suspected to have sleep related
breathing disorders. The WP200S-3 is a
diagnostic aid for the detection of sleep related
breathing disorders, sleep staging (Rapid Eye
Movement (REM) Sleep, Light Sleep, Deep
Sleep and Wake), snoring level and body
position. The WP200U generates a peripheral
arterial tonometry ("PAT ") Respiratory
Disturbance Index ("PRIDI"), Apnea-Hypopnea
index ("PAHI"), PAT sleep staging
identification (PSTAGES) and optional snoring
level and body position discrete states from an
external integrated snoring and body position
(SBP) sensor. The WP200U 's PSTAGES and
SBP provide supplemental information to its
PRDI/PAHI. The WP200U 's PSTAGES and
SBP are not intended to be used as the sole or
primary basis for diagnosing any sleep related
breathing disorder, prescribing treatment, or
determining whether additional diagnostic
.assessment is warranted

The WP200U is indicated for use in patients 12
years of age or greater.
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Watch--n 1'won The WatchPAT200U (WP200U) device is a WP200S-3 K133859 | Traditional 30.5.2014 WatchPAT 200U
252 1'n PAT200 non-invasive home care device for use with
nY219 X7 M1 Ty patients suspected to have sleep related
D'™7IN win'wy breathing disorders. The WP200S-3 is a
D'72100 D'TIYNN diagnostic aid for the detection of sleep related
nNN'Y1 NIy1onn breathing disorders, sleep staging (Rapid Eye
wnwn 1'winn .m'wa | Movement (REM) Sleep, Light Sleep, Deep
nn'wl niv1on Inax7? | Sleep and Wake), snoring level and body
,N'Y N9 NI position. The WP200U generates a peripheral
NINANI NN NAXIY arterial tonometry ("PAT ") Respiratory
qia Disturbance Index ("PRIDI"), Apnea-Hypopnea
,N1'YUN 1%y TN index ("PAHI"), PAT sleep staging
NINANI NN NNAXIY identification (PSTAGES) and optional snoring
D'TVIM DI'R 9N level and body position discrete states from an
IN T'N* 0'00) win'w? | external integrated snoring and body position
ny1on 2 Inax? " | (SBP) sensor. The WP200U 's PSTAGES and
nNn'w1? MIwpn SBP provide supplemental information to its
IN ,'219'0 nyap ,n1wa | PRDI/PAHI. The WP200U 's PSTAGES and
[IN2XR2 YIX VAR SBP are not intended to be used as the sole or
.901 Ndwn primary basis for diagnosing any sleep related
breathing disorder, prescribing treatment, or
determining whether additional diagnostic
assessment is warranted.
Watch--n 1'won The WatchPAT200S-3 (WP200S-3) device is | 1. Itamar K102567 | Traditional 2.6.2011 WatchPAT200
22 n1'n PAT200 a non-invasive home care device for use with | WatchPAT 510(k) S-3
nYRI19 X7 M1 Ty patients suspected to have sleep related 200S-2,
D'71N2 WIn'wY breathing disorders. The WP200S-3 is a K081982
D'71100 D'TIVNN diagnostic aid for the detection of sleep
NN'Y1 NIy1onn related breathing disorders, sleep staging 2. Braebon
'wonn .M'wa (Rapid Eye Movement (REM) Sleep, Light Ultima
nIvIon INaN? wnwn | Sleep, Deep Sleep and Wake), snoring level | Snoring Mike
nY%w ,N1'wa NNl and body position. The WP200S-3 generates | 0540,K020312
NN DXy MY a peripheral arterial tonometry ("PAT ") 3.Embla,
912 NiNRN Respiratory Disturbance Index ("PRIDI"), K971813

,MI'WUN 7w TN
NINNANI NN NNYIY

Apnea-Hypopnea index ("PAHI"), PAT sleep
staging identification (PSTAGES) and
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D'TYI'N DI'X 9IAN optional snoring level and body position
IX T'N' 0'00d win'wy? | discrete states from an external integrated
25 [INaNY My snoring and body position (SBP) sensor. The
nRlYrhialabh) WP200S-3's PSTAGES and SBP provide
nyap ,nrwa nn'wa? | supplemental information to its PRDI/PAHI.
TNIX YIARY7 IR 719'0 The WP200S-3's PSTAGES and SBP are not
.9011 "DV [IN2X intended to be used as the sole or primary
basis for diagnosing any sleep related
breathing disorder, prescribing treatment, or
determining whether additional diagnostic
assessment is warranted.
EndoPAT-n 1'won The EndoPAT2000 device is a non-invasive 1. Itamar PAT | K032519 | Traditional 12.11.2003 EndoPAT2000
Y219 X7 1'WOn N device intended for use as a diagnostic aid in | 1000 RD 510(k)
ATV "700 TVIMn the detection of coronary artery Endothelial K001852
TIPON 101N [IN2XY Dysfunction (positive or negative) using a
IX 21N TNITIN reactive hyperemia procedure. The 2. Standard
n'Ivn v ("7 EndoPAT2000 has been shown to be Procedures
NIV¥NXA D"7'790 predictive of coronary artery Endothelial used for
hyperemia Yw y*7n | Dysfunction in the following patient Endothelial
DT M) reative population: patients with signs or symptoms Dysfunction
-n 'won ('mann of ischemic heart disease, who are indicated | evaluation:
2v2> noin EndoPAT | for coronary artery angiography, but who lack | -The Intra-
701N NITNY N71D! angiographic evidence of obstructive coronary
¢ YNITIX TIPON coronary artery disease. The device is Acetylcholine
D"2'950 DIV intended to be used in a hospital or clinic (Ach)
n"oIINN 172 environment by competent health Challenge
DY 071N ;XA professionals. method ("Gold
2w n2on IX 0o | The EndoPAT2000 device is not intended for | Standard")
N'MOoX 17 N7Nn use as a screening test in the general patient | -The method
n'9IMINY VI WK | population. It is intended to supplement, not of Flow
n"7"50 DN 7w | substitute, the physician’s decision-making Mediated

n7nn K77 IN¥N1 X
nmnoon N7 1Y
'YUONN .N'OMAININA
NI YIN'YY? TVI

T 7V AN9IN IX 071N

process. It should be used in conjunction with
knowledge of the patient’s history and other
clinical findings.

Dilation (FMD)
response to
reactive
hyperemia of
the brachial
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