A6.1 Test Results PSS6RA

Pulse Oximeter Monitor: Nellcor N200

Monitor S/N: 20619220

SpO; Testing

Finger Probe Model: P8S6RA

BioTek Simulator S/N: 125672

Test Results Bias Error

Lot Serial 98 94 80 70 60 98 94 80 70 40
Number Number
9732-1 THOO001 98 94 80 70 60 0 0 G 0 0
9732-1 TH00002 98 94 80 70 60 0 0 0 0 0
9732-1 THO0003 98 94 80 70 60 0 0 0 v} 0
9732-1 THO0004 98 94 80 70 60 0 0 0 0 0
9732-1 THO0005 98 94 30 70 60 0 0 0 0 0
9732-1 THO0006 98 94 8 70 60 0 0 0 0 0
9732-1 THO0007 98 94 80 70 60 0 0 0 0 0
9732-1 THO0008 98 94 80 69 60 0 0 0 -1 0
9732-1 THO0009 98 94 80 70 60 0 0 0 0 0
9732-1 THO010 98 94 30 70 60 0 0 0 0 0’
9732-1 THO001 L 98 94 B0 70 60 0 0 0 0 0
9732-1 TH00012 98 94 80 70 60 0 0 0 0 i
9732-1 THO0013 98 94 80 70 460 0 0 0 0 0
9732-1 TH00014 98 94 80 70- 60 0 0 0 0 0
9732-1 7H00015 98 94 80 T0 60 0 0 0 0 0
9732-1 7HO00016 98 94 80 70 60 0 0 0 0 0
9732-1 7H00017 98 94 8 70 a0 0 0 0 0 0
9732-1 THO0018 98 94 80 70 60 0 0 0 0 0
9732-1 TH00019 8 94 80 T0 60 0 0 0 0 0
9732-1 TH00020 98 94 8 70 60 0 0 0 0 0
9732-1 TH00021 98 94 80 70 60 0 0 0 0 0
9732-1 7H00022 98 94 8 70 60 0 0 0 0 0
9732-1 THO0023 98 %4 8 70 60 0 0 0 0 0
9732-1 7H00024 98 954 80 70 60 0 0 0 ¢ 0
9732-1 THOQ02S 98 94 80 70 60 0 0 0 0 0
9732-1 THG0026 98 94 8¢ 70 60 0 0 0 0 0
9732-1 FHOD027 98 94 80 70 60 0 0 0 4 0
9732-1 7H00028 98 94 80 70 60 0 0 0 H 0
9732-1 TH00029 98 94 80 70 &0 0 0 0 0 0
9732-1 THO0030 98 94 80 70 &0 0 0 0 0 0
9732-1 THO0031 98 94 80 70 60 0 0 0 0 0
9732-1 TH00032 98 94 80 70 60 0 0 0 0 0
9732-1 7H00033 98 94 880 70 &0 0 0 0 0 0
9732-1 THO0034 98 94 80 70 60 0 0 0 0 0
9732-1 7H00035 98 94 8 70 60 0 0 0 0 0
9732-1 TH00036 98 94 80 70 60 0 0 0 0 0
9732-1 THO0037 98 94 80 T0 60 0 0 0 0 0
9732-1 TH00033 98 94 8 70 60 0 1] 0 0 0
9732-1 TH00039 98 94 8 70 60 0 0 0 0 0
09732-1 THO0040 98 94 80 70 60 0 0 0 0 0
9732-1 THO0041 98 94 8 70 60 0 0 0 0 0
9732-1 THO0042 98 94 80 70 60 0 0 0 0 0
9732-1 THO0043 98 94 30 70 60 0 0 0 0 0

A6-2




Pulse Oximeter Monitor: Nellcor N200 Finger Probe Model: P856RA
Monitor S/N: 20619220 BioTek Simulator S/N: 125672

9732-1 THO0044 98 94 20 70 &0
9732-1 THO0045 98 94 30 70 460
9732-1 THO0046 98 94 80 70 60
9732-1 7H00047 98 94 80 70 60
9732-1 7H00043 98 5% 80 70 60
9732-1 THO0049 98 94 3 70 60
9732-1 TH00050 98 94 30 70 60
9732-2 7HO0051 98 94 30 70 &0
9732-2 7HG0052 98 94 30 70 60
97322 THO0053 98 54 30 70 60
9732-2 7HO0054 98 94 30 70 60
97322 THOO0035 98 %4 80 70 60
9732-2 THO0056 98 94 80 70 60
9732-2 THOO057 98 94 80 T0 60
9732-2 7THO00058 98 94 8 70 60
9732-2 7H00059 98 %4 80 70 60
9732-2 THO0060 98 %4 80 70 60
9732-2 THO0061 98 94 30 70 60
9732-2 7H00062 98 94 80 70 60
97322 THO0063 98 94 80 70 60
9732-2 THO0064 98 94 80 70 60
9732-2 THOG065 98 94 80 70 60
9732-2 7H00066 98 94 80 70 60
9732-2 THO0067 98 9% 80 70 60
97322 THO0068 98 %4 80 70 60
9732.2 THO0069 98 94 38 70 &0
9732-2 7H00070 98 94 3 70 &0
9732-2 THO0G71 98 %4 30 70 60
9732.2 7H00072 98 94 80 70 &0
9732-2 7H00073 98 9% 80 70 60
9732-2 7HO0074 98 94 8 70 60
97322 THOOG7S 98 94 30 70 60
9732-2 THO0076 98 94 30 70 60
9732-2 THO0077 98 94 80 70 60
9732-2 TH00078 98 94 30 70 60
9732-2 7HO00079 98 94 80 70 60
9732-2 THO0080 98 94 30 70 60
9732-2 THO0081 98 94 8 70 60
9732-2 7H00082 98 94 80 70 60
9732-2 7H00083 98 %4 30 7 60
9732-2 THO0084 98 94 80 70 60
9732-2 THOQ0085 98 %4 30 70 60
9732-2 THO00086 98 94 8 70 60
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Pulse Oximeter Monitor: Nellcor N200

Monitor S/N: 20619220

Finger Probe Model: P8S6RA
BioTek Simulator S/N: 125672

9732-2 TH00087 98 94 80 70 60 0 0 0 0 0
9732-2 7HO0083 98 94 8 70 60 0 0 0 0 0
9732-2 THO0089 98 94 80 70 60 0 0 0 0 0
9732-2 THOO00S0 98 94 80 70 60 0 0 0 0 0
9732-2 7H00091 98 94 380 70 60 0 0 0 0 0
9732-2 TH00092 98 954 B8 70 60 - 0 0 0 0 0
9732-2 THO00093 98 94 80 70 60 0 0 0 0 0
9732-2 7H00094 98 %4 8 70 60 0 0 0 0 0
9732-2 THOG095 98 94 80 70 60 0 0 0 0 0
9732-2 7TH00096 98 94 380 70 &0 0 0 0 0 0
9732-2 7HO0097 98 94 80 70 60 0 0 0 0 0
9732-2 THO00098 98 94 80 70 60 0 0 0 0 0
9732-2 THG0099 98 94 30 70 60 0 0 0 0 0
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Tester: M& Date: A5/ oy 2>

QA Date: 2 /22/ 72
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A6.1 Test Results PS56 RA
Pulse Oximeter Monitor: Nellcor N200

Monitor S/N: 20619220

Pulse Rate Testing

Finger Probe Model: P856RA
BioTek Simulator S/N: 125672

Test Results Bias Error

Lot Serial 250 150 95 80 50 250 150 95 80 50
Number Number
9732-1 7H00001 249 150 95 20 S0 -1 0 0 0 0
9732-1 THO00002 249 150 95 30 50 -1 0 0 0 0
9732-1 7H00003 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00004 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00005 249 150 95 30 50 -1 0 0 0 0
9732-1 THO0006 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0007 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0008 249 150 95 8¢ 30 -1 0 0 0 0
9732-1 7H00009 249 150 95 30 50 -1 0 0 0 0
9732-1 THOOCIO 249 150 95 80 50 -1 0 0 0 0
9732-1 7THO00011 249 150 95 30 30 -1 0 0 0 0"
9732-1 FHOO012 249 150 95 80 50 -1 0 0 0 0
9732-1 7H00013 249 150 95 80 50 -1 0 0 ¢ 0
9732-1 TH00014 249 150 95 80 50 -1 0 ] 0 0
9732-1 TH00015 249 150 95 80 50 -1 0 0 0 0
9732-1 THG0016 249 150 95 80 50 -1 0 0 0 0
9732-1 THG0017 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0018 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00019 249 150 95 80 - 50 -1 0 0 ¢ 0
9732-1 TH00020 249 150 95 30 50 -1 0 0 0 0
9732-1 THO0021 249 150 95 80 30 -1 0 0 0 0
9732-1 TH00022 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0023 249 150 95 80 30 -1 0 0 0 0
9732-1 THO0024 249 150 95 80 30 -1 0 0 0 0
9732-1 TH00025 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00026 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0027 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00023 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00029 249 150 95 8C¢ 50 -1 0 0 0 0
9732-1 TH00030 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00031 249 150 95 80 50 -1 0 0 0 6
9732-1 TH00032 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00033 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00034 249 150 95 80 50 -1 0 0 0 0
9732-1 7TH00035 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00036 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0037 249 150 95 30 . 50 -1 0 0 0 0
9732-1 TH000338 249 150 95 80 350 -1 0 0 0 0
9732-1 TH0G039 249 150 95 80 30 -1 0 0 0 0
9732-1 THO0040 249 150 95 30 50 -1 0 0 0 0
9732-1 7H00041 249 150 95 80 50 -1 0 0 0 0
9732-1 7TH00042 249 150 95 380 50 -1 0 0 0 0
9732-1 THO0043 249 150 95 80 50 -1 0 0 0 0
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Puise Oximeter Monitor: Nellcor N200 Finger Probe Model: PS56RA

Monitor S/N: 20619220 BioTek Simulator S/N: 125672
9732-1 THO0044 249 150 95 80 350 -1 0 0 0 0
9732-1 TH00045 249 150 95 8 50 -1 0 0 0 0
9732-1 TH00046 249 150 95 80 30 -1 ] 0 0 0
9732-1 TH00047 249 150 95 8¢ 50 -1 0 0 0 0
9732-1 TH00048 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00049 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0050 249 150 93 80 50 -1 0 0 0 0
9732-2 THO0051 249 130 95 80 350 -1 0 0 0 0
9732-2 THOO052 249 150 95 80 50 -1 0 0 0 0
9732-2 THO00S53 249 150 95 30 50 -1 1] 0 0 0
9732-2 TH00S4 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0055 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00056 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00057 249 150 95 30 350 -1 0 0 0 0
9732-2 THO0058 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00059 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00060 249 150 95 86 50 -1 0 0 ¢ 0
9732-2 THG0061 249 150 95 80 50 -1 0 0 0 0
9732-2 THOO062 249 150 95 80 350 -1 0 0 0 0
9732-2 THO0063 249 150 95 80 50 -1 0 ¢ 0] 0
9732-2 THO0064 249 150 95 80 30 -1 0 0 0 0
97322 7H00065 249 150 95 3¢ 30 -1 0 0 4] 0
9732-2 THO0066 249 150 95 8¢ 50 -1 V) 0 0 0
9732-2 THOQ067 249 150 95 80 30 -1 0 0 0 0
9732-2 TH00068 249 150 95 80 50 -1 0 0 0 0
9732.2 7TH00069 249 150 95 80 350 -1 0 0 0 0
9732-2 7H00070 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00071 249 150 95 80 50 -1 0 ¢ 0 0
97322 TH00072 249 150 95 80 350 -1 0 0 0 0
9732-2 THO0073 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0074 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0075 249 150 95 80 30 -1 0 G 0 0
9732-2 THO0076 249 150 95 80 350 -1 0 0 0 v,
9732-2 THOOOT77 249 150 95 80 30 -1 0 0 0 0
9732-2 THO0078 249 150 95 80 50 -1 1] 0 0 0
9732-2 THO0079 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0080 249 150 95 30 350 -1 0 0 O 0
9732-2 THO0081 249 150 95 80 50 -1 1] 0 0 0
97322 THO0082 249 150 93 3 350 -1 0 0 0 0
97322 TH(0083 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0084 249 150 95 80 30 -1 0 0 0 0
9732-2 THO0085 249 150 95 80 350 -1 0 0 0 0
9732-2 THO0086 249 149 95 80 50 -1 -1 0 0 0
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Puise Oximeter Monitor: Nellcor N200 Finger Probe Model: P85S6RA

Monitor S/N: 20619220 BioTek Simulator S/N: 125672
9732-2 7THOQ087 245 150 95 80 50 -1 0 0 0
9732-2 7THO0083 249 150 935 80 50 -1 0 0 0
9732-2 THO0O89 249 150 95 30 50 -1 0 0 0
9732-2 THO0090 249 150 95 30 50 -1 ¢ 6 0
9732-2 TH00091 249 150 95 80 50 -1 0 0 0
9732-2 7HO00092 249 150 95 80 50 -1 0 0 0
9732-2 THO00093 249 150 95 80 S50 -1 0 0 0
9732-2 THO0094 249 150 95 80 50 -1 0 0 0
9732-2 TH00095 249 150 95 80 50 -1 0 0 0
9732-2 TH00096 249 150 95 30 50 -1 0 0 0
9732-2 THO0097 249 150 95 30 50 -1 ¢ 0 0
9732-2 THO0098 249 150 95 30 50 -1 0 0 0
9732-2 TH00099 249 150 95 30 50 -1 0 0 0
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Testerzw&, Date: 7 /839>
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A6.1 Test Results P8S6RA SpO; Testing

Pulse Oximeter Monitor: Nellcor N200 Finger Probe Model: PS56RA
Monitor S/N: 20619220 - BioTek Simulator S/N: 125672
Test Results Bias Error

Lot Serial 98 94 80 70 60 98 94 80 70 60
Number Number
9732-1 THO0001 98 94 80 7C 60 V] 0 H] 0 0
9732-1 7H00002 98 94 80 70 60 0 0 0 0 0
9732-1 THO0003 98 94 80 70 60 0 0 Q 0 0
9732-1 7THO0004 98 94 80 70 60 0 0 0 0 0
9732-1 7HO0005 98 94 80 70 60 0 0 0 0 0
9732-1 THO0006 98 94 80 70 60 1] 0 0 Q 0
9732-1 7HO0007 98 94 80 70 60 0 Q 0 Q 0
9732-1 THG0008 98 94 80 69 60 0 0 0 -1 0
9752-1 THO0009 98 94 80 70 60 0 0 ] H] 0
9732-1 THO0010 98 94 80 70 60 0 0 0 0 0’
9732-1 THO0011 98 94 80 70 60 0 0 0 0 0
9732-1 TH00012 98 94 80 70 60 0 ] 0 0 1]
9732-1 THO0013 98 94 80 70 60 0 4] 0 0 0
9732-1 TH00014 98 94 80 70 60 0 0 0 0 0
9732-1 7HO0015 98 94 80 70 60 0 0 0 0 0
9732-1 TH00016 98 94 80 70 60 0 0 0 0] Q
9732-1 THO0017 98 94 80 70 60 0 0 0 0 1]
9732-1 7H00018 2 94 80 70 60 0 0 0 0 0
9732-1 TH00019 938 94 30 70 60 0 0 0 0 0
9732-1 7H00020 98 94 80 70 60 0 0 0 0 0
9732-1 TH00021 98 94 80 70 60 0 0 0 0 0
9732-1 7TH00022 98 94 80 70 60 1] 0 0 0 o]
9732-1 TH00023 98 94 80 70 60 0 0 0 0 0
9732-1 TH00024 98 94 80 70 60 Q 0 0 0 0
9732-1 THO0G025 98 94 80 70 60 1] 0 0 0 1}
9732-1 TH00026 98 94 80 70 60 0 0 0 0 0
9732-1 7H00027 98 94 80 70 60 ] 0 0 0 0
9732-1 TH00028 98 94 80 70 60 0 0 0 0 0
9732-1 TH00029 98 94 80 70 60 0 0 0 0 0
9732-1 THO00030 98 94 80 70 60 0 0 1] 0 1]
9732-1 TH00031 98 94 80 70 60 0 1] 0 0 0
9732-1 TH00032 98 94 80 70 . 60 ¢ 0 0 0 0
9732-1 7H00033 98 94 80 70 60 0 0 0 0 0
9732-1 7H00034 98 94 80 70 60 0 0 0 0 0
9732-1 THO0035 98 94 80 70 60 0 0 0 0 0
9732-1 7H00036 98 94 80 70 60 0 0 Q 0 0
9732-1 THO0037 98 94 80 70 60 0 4] 1] 0 0
9732-1 TH00038 93 94 80 70 60 0 4] 0 Q 0
9732-1 THO0039 93 94 80 70 60 0 0 0 0 0
9732-1 THO0040 98 94 80 70 60 0 0 0 0 0
9732-1 THO0041 93 94 80 70 60 0 0 0 0 ]
9732-1 THO0042 93 94 80 70 60 0 0 0 0 0
9732-1 THO0043 98 94 80 70 60 0 0 0 0 0
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Pulse Oximeter Monitor: Nellcor N200 Finger Probe Model: P856RA
Monitor S/N: 20619220 BioTek Simulator $/N: 125672

§732-1 7TH00044 98 94 80 70 &0
9732-1 THO0045 98 94 80 70 60
§732-1 7H00046 98 94 80 70 60
9732-1 7H00047 98 94 80 70 60
9732-1 7TH00048 98 94 80 70 60
9732-1 THO0049 98 94 8 70 60
9732-1 TH00050 98 94 80 70 60
9732-2 7THC0051 98 94 80 70 &0
9732-2 TH00052 98 9% 80 70 60
97322 THO0053 98 9% 80 70 60
9732-2 7H00054 98 94 80 70 60
97322 THO0055 98 94 80 70 60
9732-2 THO00056 98 94 80 70 60
§732-2 THOO0GS7 98 94 80 70 60
9732-2 7HO00058 98 94 80 70 60
97322 7H00059 98 94 80 70 60
9732-2 THO0660 98 94 80 70 60
9732-2 7THO00061 98 94 80 70 60
97322 7H00062 98 9% 80 70 60
97322 THO0063 98 94 80 70 60
9732-2 7THO0064 98 94 80 70 a0
9732-2 THG0065 98 94 80 70 60
9732-2 7H00066 98 94 80 70 &0
97322 THO0067 98 94 80 70 60
9732-2 THO00068 98 94 80 70 60
97322 7H00069 98 94 80 70 &0
9732-2 7H00070 98 94 80 70 60
97322 7TH00071 98 %4 80 70 60
9732-2 7HO00072 98 94 80 70 60
9732-2 TH00073 98 94 380 70 60
9732-2 7HO0074 98 94 380 70 60
9732-2 THO0075 98 94 80 70 60
9732-2 THO0076 98 94 80 70 40
9732-2 THO0077 98 9% 30 70 &0
9752-2 THO0078 98 94 80 70 60
9732-2 7HO0079 98 94 80 70 60
9732-2 7HO0080 98 94 80 70 60
9732-2 THO0081 98 94 30 70 60
9732-2 7HO00082 98 94 2 70 60
9732-2 7HO0083 98 94 80 70 60
9732-2 THO00034 98 94 80 70 60
9732-2 THO0085 98 94 30 70 60
97322 TH00086 98 94 8 70 60
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Pulse Oximeter Monitor: Nellcor N200

Monitor S/N: 20619220

Finger Probe Model: P8S6RA
BioTek Simulator S/N: 125672

9732-2 TH00087 98 94 80 70 60 0 0 0 0 0
97322 7H00088 98 94 8 70 60 0 0 0 0 0
9732-2 7H00089 98 094 8 70 60 0 0 0 0 0
9732-2 7H00090 98 94 38 70 60 0 0 0 0 0
9732-2 7H00091 98 94 8 70 60 0 0 0 0 0
9732-2 TH00092 98 94 8 70 60 ° 0 0 0 0 0
9732-2 TH00093 98 94 80 70 60 0 0 0 0 0
9732-2 7H00094 98 94 8 70 60 0 0 0 0 0
9732-2 THO0095 98 94 80 70 60 0 0 0 0 0
9732-2 7TH00096 98 94 80 70 60 0 0 0 0 0
9732-2 7H00097 98 94 80 70 60 0 0 0 0 0
9732-2 7TH00098 98 94 8 70 60 0 0 0 0 0
9732-2 TH00059 98 94 80 70 60 0 0 0 0 0
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Tester: M&_ Date: 40/ yav 3>

QA g Date: 2 /22/ 7
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A6.1 Test Resuits P856RA
Pulse Oximeter Monitor: Nelicor N200

Pulse Rate Testing
Finger Probe Model: P856RA

Monitor S/N: 20619220 BioTek Simulator S/N: 125672
Test Results Bias Error

Lot Serial 250 150 95 80 50 250 150 95 80 350
Number Number
9732-1 TH00001 249 150 95 30 30 -1 0 0 0 0
9732-1 THOG002 249 150 95 80 50 -1 0 0 0 0
9732-1 7H00003 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0004 249 150 95 80 50 -1 Q 0 0 0
9732-1 TH00005 249 150 95 80 50 -1 0 0 0 1]
9732-1 THO0006 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0007 249 150 95 30 50 -1 0 0 0 0
9732-1 TH00008 249 150 95 80 50 -1 0 0 0 0
9732-1 7H00009 249 150 95 80 50 -1 0 0 0 0
9732-1 7H00010 249 150 095 30 50 -1 0 0 0 0
9732-1 THO0011 249 150 95 80 50 -1 0 0 0 0
9732-1 7THO0012 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00013 249 150 95 80 50 -1 0 0 0 [
§732-1 7TH(O0014 249 150 95 80 50 -1 1] 0 0 0
9732-1 TH00015 249 150 95 80 50 -1 0 0 0 0
9732-1 THG0016 249 150 95 80 50 -1 0 0 0 0
9732-1 THGO017 249 150 95 80 50 -1 1] 0 0 0
9732-1 TH00018 249 150 95 80 50 -1 0 ] 0 0
9732-1 7TH00019 249 150 95 80 - 50 -1 0 0 0 0
9732-1 7TH00020 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0021 249 150 95 80 50 -1 0 b} 0 0
9732-1 TH00022 249 150 95 80 50 -1 0 0 0 0
9732-1 7TH00023 249 150 95 80 50 -1 0 0 0 0
9732-1 7H00024 249 150 95 80 50 -1 0 0 0 0
9732-1 7H00025 249 150 95 80 50 -1 0 0 0 0
9732-1 7H00026 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00027 249 150 95 80 50 -1 4] 0 0 0
9732-1 7H00028 249 1506 95 80 50 -1 0 u] 0 0
9732-1 TH00029 249 150 95 80 50 -1 0 0 0 0
9732-1 TJHO0030 249 156 95 80 50 -1 ] 0 0 0
9732-1 TH00031 249 150 95 80 50 -1 0 0 0 4]
9732-1 TH00032 249 150 95 80 50 -1 0 0 0 0
9732-1 7TH00033 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00034 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0035 249 150 95 80 50 -1 0 0 0 Q
9732-1 TH00036 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00037 249 150 95 80 . 50 -1 0 i} 0 0
9732-1 TH00038 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0039 249 150 95 80 50 -1 0 0 0 0
9732-1 7TH00040 249 150 95 80 50 -1 0 0 0 0
9732-1 7H00041 249 150 95 80 50 -1 0 0 0 0
9732-1 7H00042 249 150 95 80 50 -1 0 0 1] 0
9732-1 TH00043 249 150 95 80 30 -1 0 0 0 0
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Puise Oximeter Monitor: Nellcor N200 Finger Probe Model: PS56RA

Monitor S/N: 20619220 BioTek Simalator S/N:_ 125672
9732-1 THO0044 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00045 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00046 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0047 249 150 95 8 50 -1 0 0 0 0
9732-1 TH000438 249 150 95 80 50 -1 0 0 0 0
9732-1 7THD0049 249 150 95 80 50 -1 0 0 0 0
9732-1 7THO0050 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0051 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00052 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00053 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00054 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00055 249 150 95 80 S50 -1 0 0 1] 0
9732-2 TH00056 249 150 95 80 50 -1 0 0 0 0
9732-2 7TH00057 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00058 249 150 95 80 S0 -1 0 0 0 0
9732-2 TH00059 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00060 249 150 95 80 350 -1 0 0 1] 0
9732-2 TH00061 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00062 249 150 95 80 350 -1 0 0 0 0
9732-2 THO0063 249 150 95 8 S0 -1 0 0 0 0
9732-2 TH00064 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0065 249 150 95 8¢ 30 -1 4] 0 0 0
97322 THO0066 249 150 95 8¢ S0 -1 V] 0 0 0
9732-2 TH00067 249 150 95 80 30 -1 0 0 0 0
9732-2 THO00068 249 150 95 80 350 -1 0 0 1] 0
97322 7TH00069 249 150 95 30 350 -1 0 0 0 0
9732-2 TH00070 249 150 95 80 50 -1 0 0 4] 0
9732-2 TH00071 249 150 95 30 50 -1 0 0 0 0
9732-2 7TH00072 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00073 249 150 95 80 50 -1 0 0 0 1]
9732-2 TH00074 249 150 95 30 50 -1 0 0 0 0
9732-2 THO0075 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00076 249 150 95 80 S0 -1 0 0 0 0
9732-2 THO0077 249 150 95 80 30 -1 Q 0 0 0
9732-2 THO0078 249 150 95 80 50 -1 h] 0 0 0
97322 THO0079 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00080 249 150 95 80 50 -1 [¢] 0 0 0
97322 THO00081 249 150 95 80 50 -1 1] 0 0 0
97322 TH00082 249 150 95 80 350 -1 1] 0 0 0
97322 TH00083 249 150 95 80 50 -1 0 0 1] 0
9732-2 TH00084 249 150 95 80 50 -1 0 0 0 0
97322 THO000835 249 150 95 80 50 -1 0 ] 0 0
9732-2 THO0086 249 149 95 80 350 -1 -1 0 0 0
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Pulse Oximeter Monitor: Nellcor N200 Finger Probe Model: P856RA

Monitor S/N: 20619220 BioTek Simulator $/N: 123672
9732-2 7H0Q087 249 150 95 30 50 -1 0 0 Q
9732-2 7H00088 249 150 95 80 50 -1 0 0 0
9732-2 7THO0089 249 150 93 80 50 -1 0 0 1]
9732-2 THO0090 249 150 95 80 50 -1 1] 0 4]
9732-2 TH00091 249 150 95 80 50 -1 0 0 0
9732-2 TH00092 249 150 95 80 50 -1 0 0 0
9732-2 THQ0093 249 150 95 80 50 -1 0 0 0
9732-2 THQ0094 249 150 95 80 50 -1 0 0 0
9732-2 THO0095 24% 150 95 80 50 -1 0 0 0
9732-2 THO00%6 249 150 95 80 50 -1 0 0 0
9732-2 THO0097 249 150 95 80 50 -1 0 [t 0
9732.2 THO0098 249 150 95 80 50 -1 0 0 1]
9732-2 THO0099 249 150 95 80 50 -1 0 0 1]

OCODOOO OO OO

Testerzw&, Date: 7 /183192
Q.A%&J Date:_%/22/ 37
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A6.2 Test Results PS61RA
Pulse Oximeter Monitor: BCI 71000A2

Monitor S/N: 170276621

Pulse Rate Testing
Finger Probe Model: P861RA

BioTek Simulator 5/N: 125672

Test Resuits Bias Error

Lot Serial 250 150 95 80 50 250 150 95 80 50
Number Number )
9731-2 THO0147 250 150 95 80 50 0 0 0 0 4}
9731-2 THO0148 250 150 95 80 50 0 0 0 1] 0
9731-2 TH00149 249 150 95 30 50 -1 0 0 0 0
a731.2 7HO0150 250 150 95 80 50 0 (d] 0 0 0]
9731-2 7HO0151 256 150 95 80 50 0 0 0 0 0
97312 7HO0152 249 150 95 80 50 -1 0 0 0 0
97312 THOC153 250 150 95 80 50 0 0 0 0 0
9731-2 THO00154 250 150 95 80 50 0 0 0 0 0
9731-2 TJHO0155 250 150 95 80 50 0 0 0 0 0
9731-2 THO0156 250 150 95 80 50 0 0 0 0 0
9731-2 THO0157 250 150 95 80 50 0 0 0 0 0
9731-2 7HO00158 250 150 95 80 50 0 0 0 0 0
9731-2 THOO0159 249 150 95 80 50 -1 Q0 0 0 0
97312 7HO0160 250 150 95 80 50 0 0 0 0 0
97312 THO0161 250 150 95 80 50 0 0 0 0 0
9731-2 THO0162 249 150 95 80 50 -1 0 0 0 0
9731-2 THO0163 250 150 95 30 50 0 0 0 0 0
9731-2 7TH00164 250 150 95 80 50 0 0 0 0 0
9731-2 TH00165 250 150 95 80 50 0 0 0 0 0
97312 TH00166 250 150 95 80 50 0 0 0 0 0
9731-2 THO0167 250 150 95 80 50 0 0 0 0 0
9731-2 THO00168 250 150 95 80 50 0 0 0 0 0
97312 THO0169 250 150 95 80 50 0 0 0 0 0
9731-2 THO0170 250 150 95 80 50 0 0 0 0 0
9731-2 THO0171 250 150 95 80 50 0 0 1] 0 (1]
9731-2 7H00172 250 150 95 80 50 0 0 0 0 0
9731-2 THO0173 250 150 95 80 50 0 0 0 0 0
9731-2 THO0174 250 150 95 80 50 0 0 0 0 0
9731-2 THOG175 250 150 95 80 50 0 0 0 Q 0
9731-2 7HO00176 249 150 95 80 50 -1 0 0 Q0 0
9731-2 THO0177 249 150 95 80 50 -1 0 0 0 0
9731-2 7HO0178 249 150 95 80 50 -1 0 0 Q 0
9731-2 7H00179 249 150 95 80 50 -1 0 0 0 0
9731-2 THO0180 250 150 95 80 50 0 0 0 0 0
9731-2 THOO181 250 150 95 80 50 0 0 0 0 0
9731-2 THO00182 250 150 95 80 . 30 Q 0 0 0 0
9731-2 7HO00183 250 150 95 80 50 0 0 0 0 0
9731-2 7HOO184 250 150 95 80 50 0 0 0 0 0
9731-2 THOO0185 250 150 95 80 50 1} 0 0 0 0
9731-2 THOO0186 249 150 95 80 50 -1 0 0 0 0
97312 7HO0187 250 150 95 80 50 0 0 0 0 0
9731-2 7HO0188 249 150 95 80 50 -1 0 0 0 0
9731-2 TH00189 250 150 95 80 50 0 0 0 0 0
9731-2 TH00190 250 150 95 80 50 0 0 0 0 0
97312 THO0191 250 150 95 80 50 0 0 0 0 0
9731-2 TH00192 250 150 95 80 50 0 0 0 0 0
9731-2 7H00193 250 150 95 80 50 0 0 0 0 0
9731-2 THO0194 250 150 95 80 50 0 0 0 0 0
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Pulse Oximeter Monitor: BCI 71000A2

Monitor S/N: 170276621

Finger Probe Model: PS61RA

BioTek Simulator S/N: 125672

97312 7H00195 98 94 80 70 60 o o o0 0 0
97312 THO0196 98 94 80 70 60 o 0 0 0 0
9731-3 THO0197 98 94 80 70 60 0 0 6 o0 0
9731-3 7H00198 98 94 80 70 60 0 0 0o 0 0
9731-3 7H00199 98 94 80 70 60 0 0 0 0 o
9731-3 7H00200 98 94 80 70 60 0O 0 0 0 o
9731-3 7H00201 98 94 80 70 60 0o 0 0 0 0
9731-3 THO0202 98 94 80 70 60 0o 0 0 0 0
9731-3 7HO0203 98 94 80 70 60 6 0 0 0 0
9731-3 7H00204 98 94 80 70 60 O 0 0 0 0
97313 TH00205 98 94 80 70 60 0 0 0 0 o0
9731-3 7H00206 98 94 80 70 60 O 0 0 0 o0
9731-3 7H00207 98 94 80 70 60 0 0 0 0 0
9731-3 7HO0208 98 94 80 70 60 o o0 0 0o 0
9731-3 THO0209 98 94 8 70 60 0o 0 0 0 0
97313 TH00210 98 94 8 70. 60 6o 0 0 0 o
9731-3 THO0211 98 94 80 70 60 6 0 0 0 0
9731-3 7H00212 98 94 80 70 60 6o 0 0 o0 0
9731-3 7H00213 98 94 80 70 60 0 0 0 o0 o
9731-3 TH00214 98 94 80 70 60 0 0 0 0 0O
9731-3 THO0215 98 94 80 70 60 0 0 0 0 0
9731-3 7H00216 98 94 S0 70 59 0 0 0 0 -1
9731-3 TH00217 98 94 80 70 60 0 0 0 0 o
9731-3 7H00218 98 94 80 70 60 0o 0 0 0 0
9731-3 THO0219 98 94 80 70 60 0 0 0 0 0
9731-3 THO0220 98 94 80 70 59 0o 0 0 0 -l
9731-3 7H00221 98 94 81 71 61 o o 1 1 1
9731-3 TH00222 98 94 80 70 60 0o 0 0 0 0
9731-3 7H00223 98 94 80 70 60 o 0 0o o0 0
9731-3 7H00224 98 94 80 70 60 0 0 0 0 o
9731-3 JH00225 98 94 80 70 60 6o o0 o0 o o
97313 THO0226 98 94 80 70 60 0o 0 0 o0 0
9731-3 THO0227 98 94 80 70 60 0o 0 o0 o0 0
9731-3 7H00228 98 94 80 70 60 0 0 0 0 0
9731-3 THO0229 98 94 80 70 60 0o 0 0 0 0
9731-3 7HO0230 98 94 80 70 60 0 0 0 0 o
9731-3 THO0231 98 94 80 70 60 0O o 0 o0 o0
9731-3 7H00232 98 94 80 70 60 0 0 0 0
9731-3 7H00233 98 94 80 70 60 o 0 0o 0 o0
9731-3 7HOUZ34 98 94 30 70 60 o 0 0 0 0
97313 7HO0235 98 94 80 70 60 o 0 0 0 0
9731-3 THO0236 98 94 80 70 60 o 0 0 0 o
9731-3 THO0237 98 94 8 70 60 6 0 0 0 0
97313 7H00238 98 94 81 71 6l 6o o 1 1 1
9731-3 THO0239 98 94 80 70 60 o 0 0 0 o
9731-3 TH00240 98 94 80 70 60 0 0 0 0 o
9731-3 7H00241 98 94 80 70 60 0 0 0 0 0
9731-3 TH00242 98 94 80 70 60 o o 0 0 o0
9731-3 TH00243 98 94 80 70 60 0 0 0 0 0
97313 THO0244 98 94 80 70 60 6 0 0 0 o0
97313 THO0245 98 94 80 70 60 0 00 0 0
Testerzm Date: 7 (23177
Q.A.%;—_ Date: 9 /2319 7
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Pulse Oximeter Monitor: BCI 71000A2

Monitor S/N: 170276621

Finger Probe Model: P861RA
BioTek Simulator S/N: 125672

9731-2 7H00195 25 150 95 8 50 0 0 0 0 0
9731-2 7TH00196 250 150 95 8 50 0 0 0 0 0
9731-3 7H00197 249 150 95 80 50 -1 0 0 0 0
97313 7HO0198 249 150 95 80 50 -1 0 0 0 0
9731-3 TH00199 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00200 250 150 95 80 50 0 0 0 0 0
9731-3 7H00201 249 150 95 80 50 -1 0 0 0 0
9731-3 TH00202 249 150 95 80 50 -1 0 0 0 0
9731-3 7TH00203 250 150 95 80 50 0 0 0 0 0
9731-3 THO0Z04 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00205 249 150 S5 80 50 -1 0 0 0 0
9731-3 7H00206 249 150 95 80. 50 -1 0 0 0 0
97313 7TH00207 249 150 95 B0 50 -1 0 0 0 0
9731-3 7H00208 249 150 95 80 50 -1 0 0 0 0
9731-3 7TH00209 249 150 95 B0 50 -1 0 0 0 0
9731-3 7H00210 249 150 95 B0 50 -1 0 0 0 0
9731-3 7H00211 249 150 95 B0 50 -1 0 0 0 0
97313 THOD212 249 150 95 R0 50 -1 0 1] 0 0
9731-3 7H00213 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00214 250 150 95 80 50 0 0 0 0 0
9731-3 THO0215 250 150 95 80 50 0 0 0 0 0
9731-3 7HO0216 249 150 95 80 50 -1 0 0 0 0
9731-3 THO0217 250 150 95 80 50 0 0 0 0 0
9731-3 7H00218 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00219 249 150 95 80 50 -1 0 0 0 0
9731-3 TH00220 250 150 95 80 50 0 0 0 0 0
9731-3 TH00221 249 150 95 80 50 -1 Q 0 0 0
9731-3 7H00222 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00223 249 150 95 80 50 -1 0 6 0 0
9731-3 7H00224 249 150 95 80 50 -1 0 0 0 0
097313 TH00225 249 150 95 80 50 -1 0 0 0 0
9731-3 TH00226 249 150 95 80 50 -1 0 0 0 0
9731-3 THO0227 249 150 95 80 50 -1 0 0 0 0
9731-3 7TH00223 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00229 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00230 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00231 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00232 249 150 95 80 50 -1 0 0 ¢ 0
9731-3 7THO0233 249 150 95 8 50 -1 0 0 0 0
9731-3 7H00234 249 150 95 8 50 -1 0 0 0 0
9731-3 7H00235 249 150 95 8 S0 -1 0 0 ¢ 0
9731-3 7H00236 249 150 95 80 50 -1 0 0 0 0
9731-3 TH00237 249 150 95 8 50 -1 0 0 0 0
9731-3 7TH00238 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00239 250 150 95 80 50 0 0 0 0 0
9731-3 TH00240 250 150 95 80 50 0 0 0 0 0
9731-3 7H00241 249 150 95 80 50 -1 0 0 0 0
9731-3 7H00242 250 150 95 80 50 0 0 0 0 0
9731-3 TH00243 249 150 95 80" 50 -1 0 0 0 0
9731-3 TH00244 249 150 95 80 50 -1 0 0 0 0
9731-3 TH00245 249 150 95 80 50 -1 0 0 0 0
Tester: g@%&n/ Date :Z/éi/j?
Date: G/ 75 57

e
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A6.2 Test Results PS61RA

Pulse Oximeter Monitor: BCI 71000A2

Monitor S/N: 170276621

SpO; Testing

Finger Probe Model: P861RA

BioTek Simalator S/N: 125672

Test Resuits Bias Error
Lot Serial 98 94 380 70 60 98 94 80 70 60
Number Number
9731-2 7H00147 98 9 80 70 60 0 0 0 0 0
9731-2 TH00148 98 94 80 70 60 0 0 0 0 0
9731-2 7H00149 98 %4 80 70 60 0 0 0 0 0
9731-2 7H00150 98 94 380 70 60 0 0 0 0 0
97312 THOO151 98 94 80 70 60 0 0 Q 0 0
9731-2 7H00152 98 94 80 70 60 0 0 0 0 0
9731-2 THO0153 98 94 8 70 60 0 0 0 0 0
9731-2 7TH00154 98 94 80 70 60 0 0 0 0 0
9731-2 THO0155 98 94 80 70 60 0 0 0 0 0
9731-2 THO0156 98 94 80 70 60 0 0 0 0 0
9731-2 THOO157 98 94 80 70 60 0 0 0 0 0
9731-2 7H00158 98 94 80 70 60 0 0 0 0 0
9731-2 THO00159 98 94 80 70 60 0 0 0 0 0
9731-2 THO0160 938 94 80 70 60 0 0 li] 0 0
9731-2 7HOO161 98 94 380 70 60 0 0 0 0 0
9731-2 7H0O0162 98 94 80 70 60 0 0 0 0 0
9731-2 7THO0163 98 94 80 70 60 0 0 0 0 0
9731-2 7HO00164 98 94 80 70 60 0 0 0 0 0
9731-2 THO0165 98 94 80 70 60 0 0 0 0 0
9731-2 TH00166 98 94 80 70 60 0 0 0 0 0
9731-2 TH00167 98 94 8 70 60 0 0 0 0 0
9731-2 THO0168 98 94 80 70 60 (¢] 0 0 0 0
9731-2 7H00169 98 94 80 70 60 Q 0 0 0 0
97312 THO00170 98 94 8 70 60 0 0 0 0 0
9731-2 THO0171 98 94 80 70 60 0 0 0 0 0
9731-2 THOQ172 98 94 80 70 60 0 0 0 0 0
9731-2 THO0173 98 94 8 70 60 0 0 0 0 0
9731-2 THOO174 98 94 80 70 60 0 0 0 0 0
9731-2 THO00175 928 94 80 70 60 0 0 0 0 0
9731-2 TH00176 98 94 80 70 60 0 0 0 0 0
9731-2 THO0177 98 94 30 70 60 0 0 0 0 0
9731-2 7HO0178 98 94 80 70 60 0 0 0 0 0
9731-2 THO0179 98 94 80 70 60 0 0 0 0 0
9731-2 TH00180 98 94 8¢ 70 60 0 0 0 0 0
9731-2 THOO181 98 94 80 70 60 O 0 0 0 0
9731-2 7TH00182 98 94 80 70 60 v 0 0 0 0
9731-2 TH0O0183 98 94 8 70 60 0 0 0 0 0
9731-2 THOO0184 98 94 8 70 60 0 0 0 0 0
9731-2 TH00185 98 94 80 70 60 0 0 0 0 0
9731-2 TH00186 98 94 80 70 60 0 0 0 0 0
9731.2 7HOO187 98 94 80 70. 60 0 0 0 0 0
9731-2 THOO188 98 94 80 70 60 0 0 0 0 0
9731-2 7H00189 98 94 8 70 60 0 0 0 0 0
9731-2 THO0190 98 94 30 70 60 0 0 0 0 0
9731-2 TH00191 98 94 8 70 60 0 0 0 0 0
9731-2 TH00192 98 94 80 70 60 0 0 0 0 0
9731-2 TH00193 98 94 80 71 60 0 0 0 1 0
9731-2 7H00194 28 04 80 70 60 0 0 0 0 0
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A6.3 P862RA Test Results
Oximeter Monitor: CSI 504

SpO; Testing
Finger Probe Model: PS862RA

Monitor S/N: 291108486 BioTek Simulator S/N: 125672
Test Results Bias Error
Lot Serial 98 94 80 70 60 98 94 80 70 60
Number Number
9731-2 THO0880 99 95 82 7 62 1 1 2 1 2
9731-2 7THO0881 98 95 82 70 62 0 1 2 ] 2
9731-2 7HO00882 99 9% 82 71 62 1 2 2 1 2
9731-2 THO0883 98 9 81 71 61 0 2 1 1 1
9731-2 TH00884 9% 9% 8 71 62 1 2 2 1 2
97312 7THO0885 98 96 80 0 62 0 2 0 0 2
9731-2 THQ0886 98 95 80 70 60 0 1 0 1] 0
9731-2 THC0887 98 96 g2 71 61 0 2 2 1 1
9731-2 TH00888 99 96 82 71 62 1 2 2 1 2
9731-2 TH00889 98 96 g1 71 61 0 2 1 1 1
9731-2 TH00890 98 96 82 71 61 0 2 2 1 1
9731-2 7HO00891 98 96 82 71 61 0 2 2 1 1
9731-2 7H00893 99 96 80 70 . 60 1 2 1] 0 0
9731-2 TH00894 99 96 82 70 60 1 2 2 0 0
9731-2 THO0895 99 96 81 71 62 1 2 1 1 2
9731-2 7THO0897 98 95 82 70 62 0 1 2 0 2
9731-2 THO0898 98 96 81 71 60 0 2 1 1 0
9731-2 THO0899 98 96 82 71 6l 0 2 2 1 1
9731-2 THO00900 93 95 80 71 60 0 1 0 1 0
97312 TH00901 99 96 82 71 62 1 2 2 1 2
9731-2 TH00902 99 96 80 70 60 1 2 0 0 0
9731-2 TH00903 99 96 82 71 62 1 2 2 1 2
9731-2 TH00904 98 95 81 71 60 0 1 i 1 0
9731-2 TH00905 99 95 81 70 60 1 1 1 0 0
9731-2 TH00906 98 96 22 71 60 0 2 2 1 0
9731-2 TH00907 98 96 81 71 61 0 2 i 1 1
97312 THO00908 98 96 81 70 60 0 2 1 4] 0
9731-2 TH00909 98 95 80 70 60 0 1 1] 0 0
9731-2 TH00910 98 95 82 71 61 0 1 2 1 1
9731-2 THO0911 98 95 32 71 61 0 1 2 1 1
9731-2 TH00912 99 95 82 71 60 1 1 2 1 0
9731-2 7TH00913 98 96 82 74 62 0 2 2 4 2
9731-2 TH00914 99 96 82 70 61 1 2 2 0 1
9731-2 THO0915 98 95 82 71 61 0 1 2 1 1
9731-2 TH00916 28 96 82 70 60 0 2 2 0 0
97312 TH00917 99 96 82 71 62 1 2 2 1 2
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Oximeter Monitor: CSI 504

Monitor S/N: 291108486
(/ 9731-1 7101432
9731-1 7101433
9731-1 7101434
9731-1 7101435
9731-1 7101436
9731-1 7101437
9731-1 7101438
9731-1 7101439
9731-1 7101440
9731-1 7101441
9731-1 7101442
9731-1 7101443
9731-1 7101444
9731-1 7101445
9731-1 7101446
9731-1 7101447
9731-1 7101448
9731-1 7101449
(_/ 9731-1 7101450
9731-1 7101451
9731-1 7101452
9731-1 7101453
9731-1 7101454
9731-1 7101455
9731-1 7101456
9731-1 7101457
9731-1 7101458
9731-1 7101459
9731-1 7101460
9731-1 7101461
9731-1 7101462
9731-1 7101463
9731-1 7101464
9731-1 7101465
9731-1 7101466
9731-1 7101467
(_J 9731-1 7101468

23
93
93

98
93

98
98
99
98
99
98
99
98
98
99
98
98
99
93

98
98
98
96
96
95
95
95
95
96

95
96
96
96

96
96
96

96
96

96
96
96
95

95
96
96
96
96
96
96
96
95

95
96
96
95
94
94
94
94
94
94

94
94
94
94

81 70
82 71
82 M2
82 72
30 69
82 72
80 70
82 71
82 M
81 70
80 69
83 72
81 70
&1 7
82 72
2 7
80 70
8 70
80 69
8¢ 70
2 72
2 71
80 65
3¢ 72
8¢ 70.
80 70
2 72
2 71
8¢ 71
2 72
8 70
81 71
2 72
g1 70
2 7
B3 72
2 n
A6-13

Finger Probe Model: P862RA

BioTek Simulator S/N: 125672

61 0 2
62 0 2
61 0 2
61 0 2
59 0 2
62 0 2
60 0 0
61 0 2
61 0 2
60 1 2
59 0 1
62 1 2
60 0 1
59 1 2
62 0 2
62 0 2
62 1 2
61 0 2
59 0 2
60 1 2
61 0 1
62 0 2
60 0 1
60 0 2
60 0 2
60 -2 i
61 2 0
61 -3 0
61 -3 0
62 -3 0
60 -3 0
62 -2 0
61 -3 0
60 -3 0
61 -2 0
61 -2 0
62 -2 0

Date: 9 / 24/ F7

Date:_9/ 26197
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(J A6.3 P862RA Test Results
Oximeter Monitor: CSI 504

Monitor S/N: 291108486

Pulse Rate Testing

Finger Probe Model: P862RA
BioTek Simulator S/N: 125672

Test Resuits Bias Ermror
Lot Serial 250 150 95 80 50 250 150 95 80 50
Number Number
9731-2 THO0880 244 149 94 79 49 6 -1 -1 -1 -1
9731-2 7H00881 244 149 94 79 49 6 -1 -1 -1 -1
9731-2 THO0882 242 149 94 79 49 -8 -1 -1 -1 -1
9731-2 7THO0883 243 149 94 79 49 B A | -1 -1 -1
9731-2 7H00884 243 149 94 79 49 7004 -1 -1 -1
9731-2 THO0885 244 149 94 79 49 | -1 -1 -1
9731-2 7HO0886 243 149 94 79 49 7 -1 -1 -1
97312 THO0887 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 THO088R 243 149 %4 79 49 70 -1 -1 -1 -1
9731-2 THO0889 243 149 94 79 49 7000- -1 -1 -1
Q 9731-2 THOO890 243 149 94 79 49 7 -1 -1 -1 -1
9731-2 TH00891 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 THO0893 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 THO0894 243 149 94 80 49 700 -1 0 -1
9731-2 THO0895 243 149 94 79 49 7 0- -1 -1 -1
9731-2 THO00897 243 149 94 79 49 7.l -1 -1 -1
9731-2 THO0898 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 TH00899 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 THOO900 243 149 94 79 49 7l -1 -1 -1
9731-2 7H00901 243 149 94 79 49 7 -l -1 -1 -1
9731-2 THO0902 242 149 94 79 49 -8 -1 -1 -1 -1
9731-2 TH00903 243 149 94 79 49 7 -1 -1 -1 -1
9731-2 THOG904 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 THO0905 243 149 94 719 . 49 -7 -1 -1 -1 -1
9731-2 7HO0906 242 149 94 79 49 -8 -1 -1 -1 -1
9731-2 7H00907 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 7H00908 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 THO0909 242 149 94 79 49 -8 -1 -1 -1 -1
b 9731-2 7HO0910 242 149 94 79 49 -3 -1 -1 -1 -1
9731-2 7H00911 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 7TH00912 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 7H00913 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 THO0914 242 149 94 79 49 -8 -1 -1 -1 -1
9731-2 TH00915 243 149 94 79 49 -7 -1 -1 -1 -1
9731-2 THO0916 242 149 94 79 49 -8 -1 -1 -1 -1
9731-2 THO0917 242 149 94 79 49 -8 -1 -1 -1 -1
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Oximeter Monitor: CSI 504

Monitor S/N: 291108486

9731-1 7101432 242 149 94 79 49 -8 -1
9731-1 7101433 242 149 94 79 49 -8 -1
9731-1 7101434 241 149 94 79 49 9 -1
9731-1 7101435 242 149 94 79 49 -8 -1
9731-1 7101436 243 149 94 79 49 -7 -1
9731-1 7101437 242 149 94 79 49 -8 -1
9731-1 7101438 242 149 94 79 4% -8 -1
9731-1 7101439 242 149 94 79 49 -8 -1
9731-1 7101440 243 149 94 79 49 -7 -1
9731-1 7101441 243 149 94 79 49 -7 -1
9731-1 7101442 242 149 94 79 49 -8 -1
9731-1 7101443 243 149 94 79 49 -7 -1
9731-1 7101444 242 149 94 79 49 -8 -1
9731-1 7101445 243 149 94 79 49 -7 -1
9731-1 7101446 243 149 94 79 49 -7 -1
9731-1 7101447 243 149 94 79 49 -7 -1
9731-1 7101448 243 149 94 79 49 -7 -1
9731-1 7101449 243 149 94 79 49 -7 -1
9731-1 7101450 243 149 94 79 49 -7 -1
9731-1 7101451 243 149 94 79 - 49 -7 -1
9731-1 7101452 243 149 94 79 49 -7 -1
9731-1 7101453 243 149 94 79 49 -7 -1
9731-1 7101454 244 149 94 79 49 -6 -1
9731-1 7101455 243 149 94 79 49 -7 -1
9731-1 7101456 242 149 94 79 49 -8 -1
9731-1 7101457 243 149 94 79 49 -7 -1
9731-1 7101458 242 149 94 79 49 -8 -1
9731-1 7131459 242 149 94 79 49 -8 -1
9731-1 7101460 242 149 94 79 49 -8 -1
9731-1 7101461 242 149 94 79 49 -8 -1
9731-1 7101462 242 149 %4 79 49 -8 -1
9731-1 7101463 242 149 94 79 49 -8 -1
9731-1 7101464 242 149 94 79 49 -8 -1
5731-1 7101465 242 149 94 79 49 -8 -1
9731-1 7101466 243 149 %4 79 49 -7 -1
9731-1 7101467 243 149 94 79 49 -7 -1
9731-1 7101468 252 149 94 79 49 2 -1
Testewal Date:i/%j?
Date: 7 /287977

Q.A.:‘%%L_

A6-15

-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1

Finger Probe Model: P862RA
BioTek Simulator S/N: 125672

-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1

-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
~1
-1
-1
-1
-1
-1
-1




A6.4 Test Results PS67RA

Oximeter Monitor: Ohmeda 3740
(/ Monitor §/N: FMQU02027

SpO; Testing
Finger Probe Model: P86TRA
BioTek Simulator S/N: 125672

Test Resuits Bias Error
Lot Serial 98 94 80 70 60 98 94 80 70 60
Number Number
97314 THO0978 98 94 80 70 60 0 0 0 0 0
97314 7HO0979 98 94 80 70 60 0 0 0 0 0
97314 7TH00980 98 94 8 70 60 0 0 0 0 0
97314 7H00981 98 94 380 70 &0 0 0 0 0 0]
9731-4 7H00982 98 94 80 70 60 0 0 0 0 0
97314 7TH00983 98 94 8 70 60 0 0 Q 0 0
97314 THO00984 98 94 80 70 60 0 v 0 0 0
9731-4 TH00985 98 94 80 70 60 0 0 0 0 0
97314 TH00986 98 94 8¢ 70 60 0 0 0 1] 0
97314 7THO0587 98 94 80 70 60 0 0 0 0 0
97314 7H00988 98 94 8 70 60 1] 0 o} 0 0
9731-4 TH00989 98 94 80 70 60 0 0 0 0 0
97314 THO0990 98 %4 80 70 60 0 0 0 0 0
: 9731-4 7H00991 98 94 80 70 60 0 0 0 0 0
(J 9731-4 7H00992 98 94 8 70 60 ] 1] 0 0 0
97314 TH00993 98 94 8 70 60 0 0 0 0 0
9731-4 7TH00994 98 94 8 70 60 0 0 0 0 0
97314 TH00995 98 94 80 70 60 Q 1] 0 0 0
9731-4 7H00996 98 94 80 70 60 0 0 0 0 0
97314 THO0997 98 94 80 70 60 0 0 0 0 0
9731-4 7TH00998 98 94 8 70 60 0 ] 0 0 0
97314 TH00999 98 94 80 70 60 0 0 0 0 0
97314 7HO01000 98 94 8 70 60 0 0 0 0 0
9731-4 THO1001 98 94 80 70 - 60 0 0 0 0 0
97314 7H01002 99 94 80 70 60 1 0 0 0 0
97314 THO1003 97 94 80 70 60 -1 0 0 0 1}
9731-4 7HO01004 97 94 80 70 60 -1 0 0 0 0
97314 TH01005 98 94 80 70 60 0 0 0 0 0
9731-4 7H01006 o8 94 80 70 60 0 0 0 0 0
9731-4 7HO01007 98 94 8 70 60 0 0 0 0 0
9731-4 7H01008 98 94 80 70 60 0 Q 0 0 0
9731-4 TH01009 98 94 80 70 60 0 0 0 0 0
. 9731-4 TH01010 98 94 8 70 60 0 0 0 0 0
b 9731-4 7HO1011 99 94 80 70 60 1 0 0 0 0
97314 7HO1012 98 94 8 70 60 0 0 0 0 0
9731-4 7HO1013 98 94 80 70 60 0 0 0 0 0
97314 7THO01014 98 94 80 70 60 0 0 0 0 0
97314 7HO1015 98 94 8¢ 70 60 0 0 0 0 0
97314 7HO1016 99 %4 80 70 60 1 0 0 0 0
97314 7HO01017 98 94 80 70 60 0 0 0 0 0
97314 7H01018 98 94 80 70 60 0 0 0 0 0
9731-4 THO01019 99 94 80 70 .60 1 0 0 0 0
97314 7H01020 98 94 8 70 60 0 0 0 0 0
Ab6-16




Oximeter Monitor: Ohmeda 3740 . Finger Probe Model: PS6TRA

(U Monitor S/N: FMQU02027 BioTek Simulator S/N: 125672
9731-4 7HOI02I 98 94 80 70 60 0 0 6 0 o0
97314 JHOI022 99 94 80 70 60 1 0 0 0 0
97314 7HO1023 99 94 80 70 60 1 o0 0 0 o
97314 JHO1024 98 94 80 70 60 o 0 0 0 0
97314 JHO1025 98 94 80 70 60 6 0 0 0 0
9731-4 JHO1026 98 94 80 70 60 6o 0 0 0 0
97314 JH01027 99 94 80 70 60 1 0 0 0 o
9731-2 7HO1028 98 94 80 70 60 o 0 0 0 0
97312 JH01029 99 94 80 70 60 1 0 0o 0 0
07312 JHO1030 99 94 80 70 60 1 0 0o 0 o
97312 7HO1031 99 94 80 70 60 1 0o 0 0 o
97312 7H01032 98 94 80 70 60 o 0 0 0 0
97312 7H01033 98 94 80 70 60 o 0 0 0 0
97312 JHOI034 99 94 30 70 60 1 o0 0o 0 o
97312 7HO1035 99 94 80 70 60 1 0 o0 0 o0
97312 JHOI036 98 94 80 70 .60 o 0 0 0 0
9731-2 7HO1037 97 94 80 70 60 4 0 0 0 o

Q 97312 THO1038 99 94 80 70 60 1 0 0 0 0
97312 7HO1039 98 94 80 70 60 o 0 0 0 0
97312 THO1040 98 94 30 70 60 6o o 0 0 0
97312 7HOI041 98 94 80 70 60 6 0 0 0 0
97312 7H01042 98 94 80 70 60 o 0o o0 0 0
97312 7HO1043 99 94 80 70 60 1 0 0 0 o
97312 7HO1044 99 94 30 70 60 1 0o 0 0 0
97312 7H01045 99 94 80 70 60 1 0 0o o0 0
97312 7H01046 98 94 80 0 60 o 0 0 0 o
97312 7H01047 99 94 80 70 60 1 0 0 o0 90
07312 7H01048 98 04 80 70 60 6o 0 0 0 0
97312 7HO1049 99 94 80 70 60 1 0 0 0 o
97312 7H01050 98 94 80 70 60 0o 0 0 0 0
97312 7H01051 98 94 80 70 60 0o 0 0 0 o
97312 7H01052 98 94 80 70 60 o o 0 0 0
97315 7001053 98 94 80 70 60 6 6 0 0 o
9731-5 7HOI0S4 98 94 80 0 60 o 0 0 0 0
97315 7HOI055 98 94 80 70 60 6 0 0 0 0
9731-5 7H01056 98 94 80 70 60 6 0o o0 0 0

O 97315 7HO1057 98 94 80 70 60 o 0 0 0 0
9731-5 7JHO1058 98 94 80 70 60 0 0 0 0 0
9731-5 7HOI059 98 94 80 70 60 o o0 o 0 0
9731-5 7HO01060 98 94 80 70 60 0 0 0 ] 0
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A6.4 P867RA Test Resuits

Oximeter Monitor: Ohmeda 3740
(../ Monitor S/N: FMQU02027

Pulse Rate Testing

Finger Probe Model: PS67RA
BioTek Simulator S/N: 125672

Test Results Bias Error
Lot Serial 250 150 95 80 50 250 150 95 80 50
Number Number
97314 TH00978 250 150 95 80 50 0 0 0 0 0
97314 THO00979 250 150 95 80 50 0 0 0 0 Q
97314 7H00980 250 150 95 80 50 0 0 0 0 0
97314 7TH00981 250 150 95 80 50 0 0 0 0 0
97314 TH00982 250 150 95 80 50 0 0 0 0 0
9731-4 TH00933 250 150 95 80 50 0 0 0 0 0
97314 THO0984 250 150 95 80 50 0 0 0 0 0
97314 TH00935 250 150 95 80 50 0 0 0 0 0
9731-4 TH00986 250 150 95 80 50 0 0 0 0 0
97314 THO0987 250 150 95 80 . 50 0 0 0 v} 0
97314 7H00988 250 150 95 80 50 0 0 0 0 0
97314 7THO0989 250 150 95 80 50 0 0 0 0 0
97314 THO0990 252 150 95 80 50 2 0 0 0 0
97314 7H00991 250 150 95 80 50 0 0 0 0 0
(J 97314 TH00992 250 150 95 80 50 0 0 0 0 0
9731-4 7TH00993 256 150 95 80 50 0 0 0 0 0
97314 TH00994 250 150 95 80 350 0 0 0 0 0
97314 7H00995 250 150 95 8 50 0 0 0 0 0
9731-4 7H00996 250 150 95 8% 50 0 0 0 0 0
97314 TH00997 250 150 95 80 50 0 0 0 0 0
97314 7H00998 250 150 95 80 50 0 0 0 0 0
97314 7HO0999 250 150 95 80 50 0 0 0 0 0
97314 7HOI1000 250 150 95 80 50 0 0 0 0 0
97314 7H01001 250 150 95 80 50 0 0 0 0 0
97314 TH01002 250 150 95 80 50 0 0 0 0 0
9731-4 TH01003 250 150 95 8 50 0 0 0 0 0
97314 THO01004 250 150 95 80 50 0 0 0 0 0
9731-4 TH01005 251 150 95 80 50 1 0 0 0 0
97314 7H01006 250 150 95 80 50 0 0 0 0 0
97314 7H01007 250 150 95 80 50 0 0 0 0 0
9731-4 7H01008 250 150 95 80 50 0 0 0 0 0
97314 THO1009 250 150 95 80 50 0 0 0 0 0
9731-4 7H01010 250 150 95 80 50 0 0 1] 0 0
U 97314 7HO1011 250 150 95 80 50 0 0 0 0 0
97314 THO1012 250 150 95 80 50 0 0 0 0 0
97314 THO1013 250 150 95 80 50 0 0 0 0 0
9731-4 7THO1014 250 150 95 80 50 1] 0 0 0 0
97314 7HO01015 250 150 95 80 50 0 0 0 0 0
9731-4 7HO01016 252 150 95 80 50 2 0 0 0 0
97314 7HO1017 252 150 95 80 50 2 0 0 0 0
97314 7THO1018 250 150 95 80 50 0 0 0 0 0
97314 THO1019 250 150 95 80 50 0 0 0 0 0
97314 THO1020 250 150 95 8 50 0 0 0 0 0
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Oximeter Monitor: Ohmeda 3740
Moeoniter S/N: FMQU02027

97314
9731-4
97314
97314
97314
97314
9731-4
9731-2
9731-2
9731-2
97312
97312
9731-2
9731-2
97312
9731-2
9731-2
9731-2
9731-2
9731-2
9731-2
9731-2
9731-2
9731-2
97312
97312
9731-2
9731-2
97312
9731-2
9731-2
9731-2
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5

7THG1021
7H01022
TH01023
TH01024
7HO1025
7H01026
THO01027
7HO1028
7HO01029
7HO01030
THO01031
7HO1032
7TH01033
TH01034
THO1035
TH01036
THO1037
7HO1038
7HO1039
THO1040
7HO01041
7HO1042
THO1043
7HO1044
TH01045
7TH01046
7HO1047
7THO1048
7THO01049
7H01050
THO1051
7HO1052
7H01053
THO1054
7HO1055
7H01056
THO1057
7TH01058
THO1059
7H01060

250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
250
252
251
250
250
250
251
252
250

150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150

95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95  80.
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
95 80
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Finger Probe Model: PS§67RA
BioTek Simulator S/N: 125672

50
50
50
50
50
50
50
50
50
50
50
50
50
50
50
50
50
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Oximeter Monitor: Qhmeda 3740

Monitor S/N: FMQU02027

9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5

Tester:

R

THO1061
7H01062
THO1063
TH01064
TH01065
TH01066
TH01067
TH01068
TH01069
7TH01070
7TH01071
TH01072
TH01073
7H01074
THO1075
7TH01076

94

94
94

94
94
94
94
94
94

94
94
94
94
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Finger Probe Model: P867RA

BioTek Simnlator S/N: 125672
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Oximeter Monitor;: Qhmeda 3740
Monitor S/N: FMQU02027

9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5
9731-5

Tester’f

7
Qi

7HO01061
- TH01062
7H01063
THO1064
7HO1065
7HO1066
THO01067
7THO1068
THO1069
7H01070
7HO1071
THO1072
7H01073
THO01074
THO01075
TH01076

252
251
250
251
250
252
250
250
250
252
250
230
250
251
250
251

150
150
150
150
150
150
150
150
150
150
150
150
150
150
150
150

Finger Probe Model: P867RA
BioTek Simulator S/N: 125672

95 80 50 2 0
95 80 50 1 0
95 80 50 0 0
95 80 50 1 0
95 80 50 0 0
95 80 50 2 0
95 80 50 0 0
95 80 50 0 0
95 8¢ 50 0 0
95 8 50 2 0
95 8 50 0 0
95 80, 50 0 0
95 80 50 0 0
95 80 50 1 0
95 80 50 0 0
95 8¢ 50 1 0

Date:i/&@_f?

Date: 7/ 2¢/ %3
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A6.5 P876RA Test Results

Oximeter Monitor: Novametrix 515A
Monitor S/N: 69-1010A

SpO; Testing

Finger Probe Model: P876RA
BioTek Simulator S/N: 125672

Test Results Bias Error

Lot Serial 98 94 80 70 60 98 94 80 70 60
Number Number
9731-1 7101380 98 94 80 70 59 0 0 0 0 -1
9731-1 7101382 98 94 80 70 60 0 0 0 0 0
9731-1 7101385 98 94 80 it} 60 0 0 0 0 0
9731-1 7101386 98 94 80 76 59 0 0 0 0 -1
9731-1 7101387 98 94 80 70 60 0 0 0 0 0
9731-1 7101388 28 94 80 70 60 0 0 0 0 0
9731-1 7101389 98 94 80 70 60 Q 0 0 0 0
9731-1 7101390 98 94 80 70 60 0 0 0 0 0
9731-1 7101391 98 94 80 70 60 0 0 ] 0 0
9731-1 7101392 98 94 80 70 59 0 0 0 0 -1
9731-1 7101393 98 94 80 70 60 0 0 0 Q ¢
9731-1 7101394 98 94 80 70 60 0 0 0 0 0
9731-1 7101395 98 94 80 70 60 0 0 i} 0 0
9731-1 7101396 98 94 80 70 60 0 0 0 0 0
9731-1 701397 98 94 80 70 60 0 0 0 0 0
97311 7101398 98 94 80 70 60 0 0 0 0 0
9731-1 7101399 98 94 20 70 59 0 0 0 0 -1
9731-1 7101400 98 94 80 70 59 0 0 0 0 -1
9731-1 7101401 98 94 80 70 60 0 0 0 0 0
9731-1 7101402 98 94 80 70 60 0 0 0 0 0
9731-1 7101403 98 94 80 70 59 0 0 0 0 -1
9731-1 7101404 98 94 80 70 59 0 0 0 0 -1
9731-1 7101405 98 94 80 70 59 0 0 0 0 -1
9731-1 701406 98 94 &0 70 59 0 0 0 0 -1
9731-1 7101407 98 94 80 70 6D 0 0 0 0 0
9731-1 TI01408 98 94 80 70 60 0 0. 0 0 0
9731-1 701409 98 94 80 70 60 0 0 0 0 0
9731-1 7101410 98 94 80 70 60 0 0 it] 0 0
9731-1 7101411 98 94 80 70 60 0 0 0 0 0
9731-1 7101412 98 94 8 70 59 0 0 0 0 -1
9731-1 7101413 98 94 80 70 60 0 0 0 0 0
9731-1 7101414 98 94 &0 700 59 0 0 0 0 -1
9731-1 7101415 98 94 80 70 59 0 0 0 0 -1
9731-1 7101416 98 94 80 70 60 0 0 0 0 0
9731-1 7101417 98 94 80 70 60 0 0 2 0 (4}
9731-1 7101418 98 94 80 70 60 0 0 0 0 0
9731-1 7101419 98 94 80 70 59 0 0 0 0 -1
9731-1 7101420 98 94 80 70 60 0 0 0 0 0
9731-1 7101421 98 94 80 70 59 0 0 0 0 -1
9731-1 7101422 98 94 80 70 60 0 0 0 0 0
9731-1 7101423 98 94 80 70 60 0 0 0 0 0
9731-1 7101424 98 94 80 70 60 0 0 0 0 0
9731-1 7101425 98 94 80 70 60 0 0 0 Q 0
9731-1 7101426 98 94 80 70 59 0 0 0 0 -1
9731-1 7101427 98 94 80 70 59 0 0 0 0 -1
9731-1 7101428 98 94 80 70 60 0 0 0 0 0
9731-1 7101429 98 94 80 70 60 0 0 0 0 0
9731-1 7101430 98 94 80 70 60 0 0 0 0 0
9731-1 7101431 98 o4 20 70 60 0 0 0 0 0

TestelWlJ_/ Date: 7 / &P_Z?
~
Q.A. _#&- Date: 7 /26 77
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A6.5 P876RA Test Results

Oximeter Monifor: Novametrix S15A

Monitor S/N: 69-1010A

Pulse Rate Testing

Finger Probe Model: P876RA
BioTek Simulator S/N: 125672

Test Results Bias Error

Lot Serial 250 150 95 80 50 250 150 95 80 50
Number Number
9731-1 7101380 199 160 100 80 60 -1 0 0 Q 0
973141 7101382 200 160 100 80 60 0 0 0 0 0
9731-1 TI01385 200 160 100 80 60 0 0 0 0 0
9731-1 7101386 200 160 100 80 60 0 0 4] 0 0
9731-1 7101387 200 160 100 80 ' 60 0 0 0 0 0
9731-1 71013838 199 160 100 80 60 -1 0 0 0 0
9731-1 7101389 200 160 100 80 60 0 0 0 0 0
9731-1 7101390 199 160 100 80 60 -1 0 0 0 0
9731-1 7101391 199 160 100 80 60 -1 0 0 0 0
9731-1 7101392 199 160 100 80 60 -1 0 0 0 0
9731-1 7101393 200 160 100 80 60 (1] 0 0 0 0
9731-1 7101394 200 160 100 80 60 4] 0 0 0 Q
9731-1 7101395 200 160 100 80 60 1] 0 0 0 0
9731-1 7101396 200 160 100 80O 60 0 0 0 0 0
9731-1 7101397 200 160 100 RO 60 i} 0 0 G 0
9731-1 7101398 199 160 100 80 60 -1 0 0 (] 0
9731-1 7101399 200 160 100 80 60 0 0 0 0 0
97311-1 7101400 200 160 100 80 60 0 0 0 0 0
9731-1 7101401 200 160 100 80 60 0 0 0 0 0
9731-1 7101402 200 160 100 80 60 0 0 0 0 0
9731-1 7101403 199 160 100 80 60 -1 0 0 0 0
9731-1 7101404 200 160 100 RO 60 0 0 0 0 0
9731-1 7101405 199 160 100 80 60 -1 0 0 0 0
9731-1 7101466 200 160 100 80 60 0 0 0 i} 0
9731-1 7101407 200 160 100 80 . 60 0 0 ] ¢ 0
9731-1 7101408 200 160 100 80 60 0 0 0 0 0
9731-1 7101409 199 160 100 80 60 -1 0 0 0 0
9731-1 7101410 200 160 100 80 60 0 0 0 ¢] Q
9731-1 7101411 200 160 100 80 60 0 0 0 0 0
9731-1 7101412 200 160 100 80 60 0 0 0 4] 0
9731-1 7101413 200 160 100 80 60 0 0 0 0 0
9731-1 7101414 200 160 100 80 60 0 0 0 0 0
9731-1 7101415 200 i60 100 80 60 0 0 0 0 0
9731-1 7101416 199 160 100 80 60 -1 0 0 0 0
9731-1 7101417 200 160 100 80 60 0 0 0 0 0
9731-1 7101418 200 160 100 80 60 0 0 0 0 0
9731-1 7101419 200 160 100 80 60 it] 0 0 0 0
9731-1 7101420 200 160 100 80 60 ¢ 0 0 0 0
9731-1 701421 200 160 100 80 60 0 0 0 0 ]
9731-1 7101422 200 160 100 80 60 0 0 0 0 0
9731-1 7101423 200 160 100 80 60 0 0 0 0 0
9731-1 7101424 199 160 100 80 60 -1 0 0 0 0
9731-1 7101425 200 160 100 80 60 0 0 0 0 0
9731-1 7101426 200 160 100 80 60 0 (] 0 0 0
9731-1 7101427 200 160 100 80 60 0 0 0 0 0
9731-1 7101428 200 160 100 80 ° 60 0 0 0 Q 0
9731-1 7101429 200 160 100 80 60 0 0 0 0 Q
9731-1 7101430 199 166 100 80 60 -1 0 0 0 t]
973141 7101431 200 160 100 80 60 0 0 0 0 0

Tester” Date:_z/é@j?
QA%EL—\J Datc:_2/26/27
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A6.1 Test Results PSS6RA

Pulse Oximeter Monitor: Nellcor N200

Monitor S/N: 20619220

SpO; Testing

Finger Probe Model: P8S6RA

BioTek Simulator S/N: 125672

Test Results Bias Error

Lot Serial 98 94 80 70 60 98 94 80 70 40
Number Number
9732-1 THOO001 98 94 80 70 60 0 0 G 0 0
9732-1 TH00002 98 94 80 70 60 0 0 0 0 0
9732-1 THO0003 98 94 80 70 60 0 0 0 v} 0
9732-1 THO0004 98 94 80 70 60 0 0 0 0 0
9732-1 THO0005 98 94 30 70 60 0 0 0 0 0
9732-1 THO0006 98 94 8 70 60 0 0 0 0 0
9732-1 THO0007 98 94 80 70 60 0 0 0 0 0
9732-1 THO0008 98 94 80 69 60 0 0 0 -1 0
9732-1 THO0009 98 94 80 70 60 0 0 0 0 0
9732-1 THO010 98 94 30 70 60 0 0 0 0 0’
9732-1 THO001 L 98 94 B0 70 60 0 0 0 0 0
9732-1 TH00012 98 94 80 70 60 0 0 0 0 i
9732-1 THO0013 98 94 80 70 460 0 0 0 0 0
9732-1 TH00014 98 94 80 70- 60 0 0 0 0 0
9732-1 7H00015 98 94 80 T0 60 0 0 0 0 0
9732-1 7HO00016 98 94 80 70 60 0 0 0 0 0
9732-1 7H00017 98 94 8 70 a0 0 0 0 0 0
9732-1 THO0018 98 94 80 70 60 0 0 0 0 0
9732-1 TH00019 8 94 80 T0 60 0 0 0 0 0
9732-1 TH00020 98 94 8 70 60 0 0 0 0 0
9732-1 TH00021 98 94 80 70 60 0 0 0 0 0
9732-1 7H00022 98 94 8 70 60 0 0 0 0 0
9732-1 THO0023 98 %4 8 70 60 0 0 0 0 0
9732-1 7H00024 98 954 80 70 60 0 0 0 ¢ 0
9732-1 THOQ02S 98 94 80 70 60 0 0 0 0 0
9732-1 THG0026 98 94 8¢ 70 60 0 0 0 0 0
9732-1 FHOD027 98 94 80 70 60 0 0 0 4 0
9732-1 7H00028 98 94 80 70 60 0 0 0 H 0
9732-1 TH00029 98 94 80 70 &0 0 0 0 0 0
9732-1 THO0030 98 94 80 70 &0 0 0 0 0 0
9732-1 THO0031 98 94 80 70 60 0 0 0 0 0
9732-1 TH00032 98 94 80 70 60 0 0 0 0 0
9732-1 7H00033 98 94 880 70 &0 0 0 0 0 0
9732-1 THO0034 98 94 80 70 60 0 0 0 0 0
9732-1 7H00035 98 94 8 70 60 0 0 0 0 0
9732-1 TH00036 98 94 80 70 60 0 0 0 0 0
9732-1 THO0037 98 94 80 T0 60 0 0 0 0 0
9732-1 TH00033 98 94 8 70 60 0 1] 0 0 0
9732-1 TH00039 98 94 8 70 60 0 0 0 0 0
09732-1 THO0040 98 94 80 70 60 0 0 0 0 0
9732-1 THO0041 98 94 8 70 60 0 0 0 0 0
9732-1 THO0042 98 94 80 70 60 0 0 0 0 0
9732-1 THO0043 98 94 30 70 60 0 0 0 0 0
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Pulse Oximeter Monitor: Nellcor N200 Finger Probe Model: P856RA
Monitor S/N: 20619220 BioTek Simulator S/N: 125672

9732-1 THO0044 98 94 20 70 &0
9732-1 THO0045 98 94 30 70 460
9732-1 THO0046 98 94 80 70 60
9732-1 7H00047 98 94 80 70 60
9732-1 7H00043 98 5% 80 70 60
9732-1 THO0049 98 94 3 70 60
9732-1 TH00050 98 94 30 70 60
9732-2 7HO0051 98 94 30 70 &0
9732-2 7HG0052 98 94 30 70 60
97322 THO0053 98 54 30 70 60
9732-2 7HO0054 98 94 30 70 60
97322 THOO0035 98 %4 80 70 60
9732-2 THO0056 98 94 80 70 60
9732-2 THOO057 98 94 80 T0 60
9732-2 7THO00058 98 94 8 70 60
9732-2 7H00059 98 %4 80 70 60
9732-2 THO0060 98 %4 80 70 60
9732-2 THO0061 98 94 30 70 60
9732-2 7H00062 98 94 80 70 60
97322 THO0063 98 94 80 70 60
9732-2 THO0064 98 94 80 70 60
9732-2 THOG065 98 94 80 70 60
9732-2 7H00066 98 94 80 70 60
9732-2 THO0067 98 9% 80 70 60
97322 THO0068 98 %4 80 70 60
9732.2 THO0069 98 94 38 70 &0
9732-2 7H00070 98 94 3 70 &0
9732-2 THO0G71 98 %4 30 70 60
9732.2 7H00072 98 94 80 70 &0
9732-2 7H00073 98 9% 80 70 60
9732-2 7HO0074 98 94 8 70 60
97322 THOOG7S 98 94 30 70 60
9732-2 THO0076 98 94 30 70 60
9732-2 THO0077 98 94 80 70 60
9732-2 TH00078 98 94 30 70 60
9732-2 7HO00079 98 94 80 70 60
9732-2 THO0080 98 94 30 70 60
9732-2 THO0081 98 94 8 70 60
9732-2 7H00082 98 94 80 70 60
9732-2 7H00083 98 %4 30 7 60
9732-2 THO0084 98 94 80 70 60
9732-2 THOQ0085 98 %4 30 70 60
9732-2 THO00086 98 94 8 70 60

e R =R == R R = R R == == R = R R ar e R e R e B B o= e B B e B e i e Y e Y i e Y e R e i T i Y~ [ o oo - e o e e e
e R~ R=R R R R R = == = = I o R R~ i o I R R i i e T e S - - o oo o e i e e (R o o e e o Qo= i o= = =
e =R=R=E= R R R R R R ===l =R e o i o B o B e e B e B e Y e B R = e Y e T Y~ = = - i - e i s o . B
OO OO0 0O C OO0 OCOoOOOOOOo
OO OO OO0 OCOO0OC OO0 OO OOOO

A6-3




Pulse Oximeter Monitor: Nellcor N200

Monitor S/N: 20619220

Finger Probe Model: P8S6RA
BioTek Simulator S/N: 125672

9732-2 TH00087 98 94 80 70 60 0 0 0 0 0
9732-2 7HO0083 98 94 8 70 60 0 0 0 0 0
9732-2 THO0089 98 94 80 70 60 0 0 0 0 0
9732-2 THOO00S0 98 94 80 70 60 0 0 0 0 0
9732-2 7H00091 98 94 380 70 60 0 0 0 0 0
9732-2 TH00092 98 954 B8 70 60 - 0 0 0 0 0
9732-2 THO00093 98 94 80 70 60 0 0 0 0 0
9732-2 7H00094 98 %4 8 70 60 0 0 0 0 0
9732-2 THOG095 98 94 80 70 60 0 0 0 0 0
9732-2 7TH00096 98 94 380 70 &0 0 0 0 0 0
9732-2 7HO0097 98 94 80 70 60 0 0 0 0 0
9732-2 THO00098 98 94 80 70 60 0 0 0 0 0
9732-2 THG0099 98 94 30 70 60 0 0 0 0 0
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A6.1 Test Results PS56 RA
Pulse Oximeter Monitor: Nellcor N200

Monitor S/N: 20619220

Pulse Rate Testing

Finger Probe Model: P856RA
BioTek Simulator S/N: 125672

Test Results Bias Error

Lot Serial 250 150 95 80 50 250 150 95 80 50
Number Number
9732-1 7H00001 249 150 95 20 S0 -1 0 0 0 0
9732-1 THO00002 249 150 95 30 50 -1 0 0 0 0
9732-1 7H00003 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00004 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00005 249 150 95 30 50 -1 0 0 0 0
9732-1 THO0006 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0007 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0008 249 150 95 8¢ 30 -1 0 0 0 0
9732-1 7H00009 249 150 95 30 50 -1 0 0 0 0
9732-1 THOOCIO 249 150 95 80 50 -1 0 0 0 0
9732-1 7THO00011 249 150 95 30 30 -1 0 0 0 0"
9732-1 FHOO012 249 150 95 80 50 -1 0 0 0 0
9732-1 7H00013 249 150 95 80 50 -1 0 0 ¢ 0
9732-1 TH00014 249 150 95 80 50 -1 0 ] 0 0
9732-1 TH00015 249 150 95 80 50 -1 0 0 0 0
9732-1 THG0016 249 150 95 80 50 -1 0 0 0 0
9732-1 THG0017 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0018 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00019 249 150 95 80 - 50 -1 0 0 ¢ 0
9732-1 TH00020 249 150 95 30 50 -1 0 0 0 0
9732-1 THO0021 249 150 95 80 30 -1 0 0 0 0
9732-1 TH00022 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0023 249 150 95 80 30 -1 0 0 0 0
9732-1 THO0024 249 150 95 80 30 -1 0 0 0 0
9732-1 TH00025 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00026 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0027 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00023 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00029 249 150 95 8C¢ 50 -1 0 0 0 0
9732-1 TH00030 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00031 249 150 95 80 50 -1 0 0 0 6
9732-1 TH00032 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00033 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00034 249 150 95 80 50 -1 0 0 0 0
9732-1 7TH00035 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00036 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0037 249 150 95 30 . 50 -1 0 0 0 0
9732-1 TH000338 249 150 95 80 350 -1 0 0 0 0
9732-1 TH0G039 249 150 95 80 30 -1 0 0 0 0
9732-1 THO0040 249 150 95 30 50 -1 0 0 0 0
9732-1 7H00041 249 150 95 80 50 -1 0 0 0 0
9732-1 7TH00042 249 150 95 380 50 -1 0 0 0 0
9732-1 THO0043 249 150 95 80 50 -1 0 0 0 0
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Puise Oximeter Monitor: Nellcor N200 Finger Probe Model: PS56RA

Monitor S/N: 20619220 BioTek Simulator S/N: 125672
9732-1 THO0044 249 150 95 80 350 -1 0 0 0 0
9732-1 TH00045 249 150 95 8 50 -1 0 0 0 0
9732-1 TH00046 249 150 95 80 30 -1 ] 0 0 0
9732-1 TH00047 249 150 95 8¢ 50 -1 0 0 0 0
9732-1 TH00048 249 150 95 80 50 -1 0 0 0 0
9732-1 TH00049 249 150 95 80 50 -1 0 0 0 0
9732-1 THO0050 249 150 93 80 50 -1 0 0 0 0
9732-2 THO0051 249 130 95 80 350 -1 0 0 0 0
9732-2 THOO052 249 150 95 80 50 -1 0 0 0 0
9732-2 THO00S53 249 150 95 30 50 -1 1] 0 0 0
9732-2 TH00S4 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0055 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00056 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00057 249 150 95 30 350 -1 0 0 0 0
9732-2 THO0058 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00059 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00060 249 150 95 86 50 -1 0 0 ¢ 0
9732-2 THG0061 249 150 95 80 50 -1 0 0 0 0
9732-2 THOO062 249 150 95 80 350 -1 0 0 0 0
9732-2 THO0063 249 150 95 80 50 -1 0 ¢ 0] 0
9732-2 THO0064 249 150 95 80 30 -1 0 0 0 0
97322 7H00065 249 150 95 3¢ 30 -1 0 0 4] 0
9732-2 THO0066 249 150 95 8¢ 50 -1 V) 0 0 0
9732-2 THOQ067 249 150 95 80 30 -1 0 0 0 0
9732-2 TH00068 249 150 95 80 50 -1 0 0 0 0
9732.2 7TH00069 249 150 95 80 350 -1 0 0 0 0
9732-2 7H00070 249 150 95 80 50 -1 0 0 0 0
9732-2 TH00071 249 150 95 80 50 -1 0 ¢ 0 0
97322 TH00072 249 150 95 80 350 -1 0 0 0 0
9732-2 THO0073 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0074 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0075 249 150 95 80 30 -1 0 G 0 0
9732-2 THO0076 249 150 95 80 350 -1 0 0 0 v,
9732-2 THOOOT77 249 150 95 80 30 -1 0 0 0 0
9732-2 THO0078 249 150 95 80 50 -1 1] 0 0 0
9732-2 THO0079 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0080 249 150 95 30 350 -1 0 0 O 0
9732-2 THO0081 249 150 95 80 50 -1 1] 0 0 0
97322 THO0082 249 150 93 3 350 -1 0 0 0 0
97322 TH(0083 249 150 95 80 50 -1 0 0 0 0
9732-2 THO0084 249 150 95 80 30 -1 0 0 0 0
9732-2 THO0085 249 150 95 80 350 -1 0 0 0 0
9732-2 THO0086 249 149 95 80 50 -1 -1 0 0 0
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Puise Oximeter Monitor: Nellcor N200 Finger Probe Model: P85S6RA

Monitor S/N: 20619220 BioTek Simulator S/N: 125672
9732-2 7THOQ087 245 150 95 80 50 -1 0 0 0
9732-2 7THO0083 249 150 935 80 50 -1 0 0 0
9732-2 THO0O89 249 150 95 30 50 -1 0 0 0
9732-2 THO0090 249 150 95 30 50 -1 ¢ 6 0
9732-2 TH00091 249 150 95 80 50 -1 0 0 0
9732-2 7HO00092 249 150 95 80 50 -1 0 0 0
9732-2 THO00093 249 150 95 80 S50 -1 0 0 0
9732-2 THO0094 249 150 95 80 50 -1 0 0 0
9732-2 TH00095 249 150 95 80 50 -1 0 0 0
9732-2 TH00096 249 150 95 30 50 -1 0 0 0
9732-2 THO0097 249 150 95 30 50 -1 ¢ 0 0
9732-2 THO0098 249 150 95 30 50 -1 0 0 0
9732-2 TH00099 249 150 95 30 50 -1 0 0 0
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Puise Oximeter Monitor: Nellcor N200 Finger Probe Model: P85S6RA

Monitor S/N: 20619220 BioTek Simulator S/N: 125672
9732-2 7THOQ087 245 150 95 80 50 -1 0 0 0
9732-2 7THO0083 249 150 935 80 50 -1 0 0 0
9732-2 THO0O89 249 150 95 30 50 -1 0 0 0
9732-2 THO0090 249 150 95 30 50 -1 ¢ 6 0
9732-2 TH00091 249 150 95 80 50 -1 0 0 0
9732-2 7HO00092 249 150 95 80 50 -1 0 0 0
9732-2 THO00093 249 150 95 80 S50 -1 0 0 0
9732-2 THO0094 249 150 95 80 50 -1 0 0 0
9732-2 TH00095 249 150 95 80 50 -1 0 0 0
9732-2 TH00096 249 150 95 30 50 -1 0 0 0
9732-2 THO0097 249 150 95 30 50 -1 ¢ 0 0
9732-2 THO0098 249 150 95 30 50 -1 0 0 0
9732-2 TH00099 249 150 95 30 50 -1 0 0 0
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