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29 nay? 'arynn o | FDA-7 Iwainw nnnona ay'sing 19 atinnn 7271 XN q90n n7ap ' n'2ap Tvm 22'7 AWK XIND DY
"Suman AWRA AU NIURAYT YR WU
Watch-PAT200-n v'won | The WatchPAT200U (WP200U) device is a WP200S-3 K133859 Traditional 30.5.2014 | WatchPAT 200U
Y719 X7 "M 1Ty "2 1'0 | non-invasive home care device for use with
D'TIYNN 0'71n2 win'w? | patients suspected to have sleep related
nn'w1 nivonn n'7210d | breathing disorders. The WP200S-3 is a
In2axX7 wnwn Y'wonn .nrwa | diagnostic aid for the detection of sleep
1% ,n1'wa nn'wi niv1on | related breathing disorders, sleep staging
ninnn NN Ny 1w | (Rapid Eye Movement (REM) Sleep, Light
.q1a| Sleep, Deep Sleep and Wake), snoring level
nnxy ,n1'wn 7w 111 | and body position. The WP200U generates a
DI'X 90 NiNRNE N | peripheral arterial tonometry ("PAT ")
IX T'n' 0'01> win'w'? oI | Respiratory Disturbance Index ("PRIDI"),
ny1on 0 Inax? Ny | Apnea-Hypopnea index ("PAHI"), PAT sleep
,M'W2 Nn'w1? mMiwpn | staging identification (PSTAGES) and
I¥ viaP? Ix ,719'0 nyap | optional snoring level and body position
.01 n>wn Inaxa | 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.
Watch-PAT200-n v'won | The WatchPAT200S-3 (WP200S-3) device 1. ltamar K102567 Traditional 2.6.2011 | WatchPAT200
w719 X7 'm Y "2 10 | is a non-invasive home care device for use WatchPAT

FDA "w'x 172'7w) WatchPAT100-n mxim 77213 nnann My 7w N wIn oaT T 7y 197010 072kl FDA-D WiwR DR 172w niann ivim 17721 X7 n7a0a 9
(2008 miwa nuwx1? FDA wx 17apw) WatchPAT 200-n 7w omTiz niniT 91 (2013 axina 1 nira FDA -0 miwmn waan 2001 nawa naiiwxa?

NUINNAN NN N1AYNNN NTNAn D MIX 790 10N |DYJ'7 DIYIND RYIN X2 D1TAN Y ANN NSV NINY Nliinnn 7w 'm'xnnl ninn DN (Rl n7202 nirumnn 7 10
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29 nMayy? mxnn N | FDA-7 iwainw npnona ay'sing '93 atlinnan apn XN a90n n'71ap " n'7ap vn 227 "UX XInD DY
5uman TNYRN MYRD NIYNRY7 MYURD RILUD
D'TIwNN D'71n2 win'w? | with patients suspected to have sleep 200S-2, 510(k) S-3
nn'wl niyaonn 010> | related breathing disorders. The WP200S-3 K081982
wnwn 1'wonn .n1wa | is a diagnostic aid for the detection of sleep
nn'w1 Niy1on INax7? | related breathing disorders, sleep staging 2. Braebon
nnxy ,n1'w 27w ,mwa | (Rapid Eye Movement (REM) Sleep, Light Ultima
.qia ninini ' | Sleep, Deep Sleep and Wake), snoring Snoring Mike
nnxy ,nrwn 2% T | level and body position. The WP200S-3 0540,K020312
D1'X 9120 NININI NN | generates a peripheral arterial tonometry 3.Embla,
Tn' 0'02> win'w? orvim | ("PAT ") Respiratory Disturbance Index K971813
nv1on 7 Inax? 1w iIx | ("PRIDIY), Apnea-Hypopnea index ("PAHI"),
,M'wa nn'wa? miwpn | PAT sleep staging identification
TIX a7 Ix ,719'0 nyap | (PSTAGES) and optional snoring level and
.qo1 n>wn [Inaxa | body position discrete states from an
external integrated snoring and body
position (SBP) sensor. The WP200S-3's
PSTAGES and SBP provide supplemental
information to its PRDI/PAHI. The WP200S-
3'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.
1'n EndoPAT-n won | The EndoPAT2000 device is a non-invasive 1. ltamar PAT K032519 Traditional 12.11.2003 | EndoPAT2000
TVImn w719 X7 1won | device intended for use as a diagnostic aid 1000 RD 510(k)
TIPON 10IN [INaX7 ATV "33 | in the detection of coronary artery K001852
2w ("% Ix arn) 'nimax | Endothelial Dysfunction (positive or
niv¥nxa 0770 ovn | negative) using a reactive hyperemia 2. Standard
hyperemia 7w 7"7n | procedure. The EndoPAT2000 has been Procedures
.(‘mann o7 ) reative | shown to be predictive of coronary artery used for
noin EndoPAT-n 1'won | Endothelial Dysfunction in the following Endothelial
J0In NIt N71>* 2w21> | patient population: patients with signs or Dysfunction
D'7IYN 7w MK TIipon | symptoms of ischemic heart disease, who evaluation:
NroI7INN 2772 0'7*dN | are indicated for coronary artery -The Intra-
IX D'IN'0 DY D'7IN :NXAN | angiography, but who lack angiographic coronary
27 n'7nn 7w numon | evidence of obstructive coronary artery Acetylcholine
ITVI' "WR N'doX | disease. The device is intended to be used (Ach)
D'7IYN 7w n'oMarar? | in a hospital or clinic environment by Challenge
N77 Ix¥01 X D"7'7O0 | competent health professionals. method ("Gold
n'mn'on N'7*70 17 n'7nn | The EndoPAT2000 device is not intended Standard")
TvIm 'wonn .aMamNa | for use as a screening test in the general -The method
IX D'7IN 'M win'wy | patient population. It is intended to of Flow
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29 nMayy? mxnn N | FDA-7 iwainw npnona ay'sing '93 atlinnan apn XN a90n n'71ap " n'7ap vn 227 "UX XInD DY
5uman TNYRN MYRD NIYNRY7 MYURD RILUD
VIXpm 'war 'T' 72y nx9n | supplement, not substitute, the physician’s Mediated

-0 2'YOn .NIXMAN DINNA
Tuim 11'Xk EndoPAT

270 NjP' T W'Yy
A'won .N'770n oIk
q'oin? i EndoPAT-n
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decision-making process. It should be used
in conjunction with knowledge of the
patient’s history and other clinical findings.
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