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52 Discovery
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0 Masino

This Appendix A is linked to Masimo’s Declaration Confirming Conditions for EU MDR Extension per Regulation 2023/607 are Fulfilled

Issued November 22, 2024.

The devices covered by this extension are identified below:

Device name or Basic UDI-DI (under MDR

MDR Device
classification (as
proposed by the

If the MDR device is a
substitute device,
identification of the

MDD/AIMDD Certificate
Reference(s) of the devices under
MDR application, and the NB

application) manufacturer and corresponding Identification
verified at the pre- MDD/AIMDD device
application stage)

DCSC 1396 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
SpO2.com A 1774 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
SpO2.com P 1775 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SpO2.com N 1776 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SpO2.com | 1777 Class llb NA G1 092076 0024 Rev 00 (NB0123)

SpO2.com RS- 1778 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SpO2 disposable 1851 Class llb NA G1 092076 0024 Rev 00 (NB0123)
sensor sample pack
LNCS Adtx 1859 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Pdtx 1860 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Inf-L 1861 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Neo-L 1862 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS DCI 1863 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS DCI-P 1864 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS TC-I 1895 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS TF-I 1896 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Adtx/Pdtx 1897 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Sample Pack
LNCS Sensor Sample 1899 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Pack
LNCS NeoPt-L 1901 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Red DCI-dc3 2053 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RED DCl-dc12 2054 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCIP-dc-3 2069 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCIP-dc-12 2070 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCI-dc-3 2201 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCI-dc-12 2202 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
R25-L 2219 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
R20-L 2220 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
R25 2221 Class llb NA G1 092076 0024 Rev 00 (NB0123)
R20 2222 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RED DCIP-dc3 2256 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RED DCIP-dc12 2257 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS YI 2258 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow Adult 2291 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Sensor Sample Pack
Rainbow Ped/Inf 2292 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Sensor Sample Pack
LNCS Adtx-3 2317 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Pdtx-3 2318 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Inf-3 2319 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Neo-3 2320 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS NeoPt-3 2321 Class llb NA G1 092076 0024 Rev 00 (NB0123)
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LNCS Inf 2328 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Neo 2329 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS NeoPt 2330 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS NeoPt-500 2331 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Sensor 2345 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Training Kit
LNCS Sensor Sample 2346 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Pack
LNCS Adult Sample 2347 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Pack
LNCS Neo Sample 2348 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Pack
DC-8 2387 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCI-dc-8 2407 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Trauma Adult 2411 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Newborn Neo 2412 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Newborn 2413 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Infant/Pediatric
R1 25L 2414 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
R1 20L 2415 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS DCI 2501 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Reusable 2502 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
DCI-P
M-LNCS Reusable 2503 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
TC-
M-LNCS Reusable 2504 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
TF-I
M-LNCS YI 2505 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Reusable 2507 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
DBI
M-LNCS Adtx 2508 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Adtx-3 2509 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Pdtx 2510 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Pdtx-3 2511 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Inf 2512 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Inf-3 2513 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Neo 2514 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Neo-3 2515 Class llb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS NeoPt 2516 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS NeoPt-3 2517 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS NeoPt-500 2518 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Adtx-3 2601 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Pdtx-3 2602 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Inf-3 2603 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Neo-3 2604 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS NeoPt-3 2605 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS NeoPt-500 2606 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCIP-dc-8 2640 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RED DBI-dc3 2643 Class llb NA G1 092076 0024 Rev 00 (NB0123)
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1000

RED DBI-dc8 2644 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DC-3 SC- 2646 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
200
Rainbow DCP-3 SC- 2647 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
200
DBI-dc3 2651 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
DBI-dc8 2652 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS DBI 2653 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Sensor 2656 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Sample Pack
M-LNCS Adult 2657 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Sample Pack
M-LNCS Neo Sample 2658 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Pack
M-LNCS Sensor 2659 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Training Kit
Rainbow DCI 2696 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCIP 2697 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS E1 2918 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS E1 2919 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS DClv 2924 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RAS-125¢ 3401 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
uSp02 Oximetry 3412 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Cable, USB
Rainbow DCI SC-200 3418 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCIP SC- 3419 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
200
Rainbow DCI SC-400 3420 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCIP SC- 3421 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
400
uSpO2 Pulse Oximetry G1 092076 0024 Rev 00 (NB0123)
Cable for GE ApexPro
CH, CARESCAPE 3449 cl iib A
Telemetry T4 & T14 ass N
RAS-125¢ 3456 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RAS-125¢ 3475 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RAS-125¢ 3483 Class llb NA G1 092076 0024 Rev 00 (NB0123)
uSpO2 Oximetry 3577 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Cable Assembly
Pronto 3580 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Pronto 3581 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Pronto 3582 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Pronto 3583 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Pronto 3584 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
iSpO2 Rx Adt 3588 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
iSpO2 Rx Pediatric 3590 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCI SC- 3647 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
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Rainbow DCIP SC- 3648 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
1000
Rainbow DCI-6 3657 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
RainbowDCIP-6 3658 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Neo-L 3668 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS NeoPt-L 3669 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS Inf-L 3670 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
iSpO2 Rx M-LNCS 3721 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-57 3734 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-57 3735 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-57 3736 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-57 3737 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
03 sensor 3756 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow SET 3777 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Intellivue Module
R1 25 3792 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
R1 20 3793 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow DCI-mini 3797 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
SC-200
Rainbow DCI-mini 3798 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
SC-400
Rainbow DCI-mini 3799 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
SC-1000
uSp02 Oximetry 3849 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Cable, ODU
M-LNCS TFA-I 3856 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Red TFA-1 3857 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
LNCS TFA-1 3858 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
M-LNCS TFA-I 3856 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
SET Intellivue 3914 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Module
SET Intellivue 3915 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Module
Rainbow SET 3924 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Intellivue Module
RD SET Adt 4000 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Pdt 4001 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Inf 4002 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Neo 4003 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET NeoPt 4004 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
RD SET NeoPt-500 4005 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Trauma 4011 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Newborn 4012 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
Infant/Pediatric
RD SET Newborn 4013 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
Neonatal
RD SET Blue 4014 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
RD SET E1 4015 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
RD SET TFA-1 4016 Class IIb NA G1 092076 0024 Rev 00 (NB0123)
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RD rainbow SET-2 4026 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Adt
RD rainbow SET-2 4027 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Pdt
RD rainbow SET-2 4028 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Inf
RD rainbow SET-2 4029 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Neo
RD rainbow Adt 8\ 4034 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SpCo
RD rainbow Pdt 8\ 4035 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SpCO
RD rainbow Inf 8\ 4036 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SpCO
RD rainbow Neo 8\ 4037 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SpCO
RD rainbow Adt 12A 4038 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SpHb SpCO
RD rainbow Pdt 12\ 4039 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SpHb SpCO
RD rainbow Inf 12A 4040 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SpHb SpCO
RD rainbow Neo 12A 4041 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
SpHb SpCO
RD rainbow Lite 4042 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
SET-1 Adt
RD rainbow Lite 4043 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
SET-1 Pdt
RD rainbow Lite 4044 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SET-1 Inf
RD rainbow Lite 4045 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SET-1 Neo
RD SET DCI 4050 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET DCI-P 4051 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD SET DBI 4052 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD SET TC-I 4053 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD SETYI 4054 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD TF-I 4055 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS-Il rainbow DCI 4058 Class llb NA G1 092076 0024 Rev 00 (NB0123)
8\ SpHb SC 200
LNCS-Il rainbow DCI 4059 Class llb NA G1 092076 0024 Rev 00 (NB0123)
8\ SpHb SC 400
LNCS-Il rainbow DCI 4060 Class llb NA G1 092076 0024 Rev 00 (NB0123)
8\ SpHb SC 1000
LNCS-Il rainbow 4061 Class llb NA G1 092076 0024 Rev 00 (NB0123)
DCIP 8A SpHb SC
200
LNCS-Il rainbow DCIP G1 092076 0024 Rev 00 (NB0123)
8\ SpHb SC 400 4062 Class b NA
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LNCS-Il rainbow 4063 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
DCIP 8\ SpHb SC
1000
LNCS-II rainbow DCI 4067 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
8\ SpCO
LNCS-II rainbow 4068 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
DCIP 8\ SpCO
LNCS-II rainbow 4069 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
DCI-6 8\ SpCO
LNCS-II rainbow 4070 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
DCIP-6 8\ SpCO
RAS-45 4171 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Pronto 4175 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
rainbow SET CO- 4182 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Oximetry Module
rainbow SET CO- 4183 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Oximetry Module
rainbow SET CO- 4184 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Oximetry Module
NomolLine ISA CO2 4199 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Sensor 4201 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Training Kit
rainbow SET CO- 4234 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Oximetry Module
03 sensor 4235 Class llb NA G1 092076 0024 Rev 00 (NB0123)
03 Sensor Training 4273 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Kit
RD Rainbow SET-2 4286 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Training Kit
RAS RRa Training Kit 4287 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Centroid 4302 Class lla NA G1 092076 0024 Rev 00 (NB0123)
RD rainbow Lite 4303 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SET-1 Training Kit
Rainbow Super DCI- 4309 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
mini SC-200
Rainbow Super DCI- 4310 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
mini SC-400
Rainbow Super DCI- 4311 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
mini SC-1000
03 Pediatric Sensor 4315 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Training Kit
uSp0O2 Masimo SET G1 092076 0024 Rev 00 (NB0123)
Oximetry 4318 Class llb NA
Cable
uSp0O2 Oximetry 4319 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Cable
uSp02 Masimo SET G1 092076 0024 Rev 00 (NB0123)
Oximetry 4320 Class Ilb NA
Cable
uSp0O2 Oximetry 4321 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Cable
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uSp02 Masimo SET

G1 092076 0024 Rev 00 (NB0123)

Oximetry 4322 Class Ilb NA
Cable
uSp02 Oximetry 4323 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Cable
Rad-G sensor 4325 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow Set 4331 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Module
03 sensor 4384 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Nomoline ISA CO2 4410 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Nomoline ISA CO2 4412 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RAS-45 Inf/Neo 4425 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
ISA CO2 4427 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
03 Regional 4431 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Oximeter
SedLine 4432 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-G 4469 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Adt CS-2 4470 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Pdt CS-2 4471 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Inf CS-2 4472 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Neo CS-2 4473 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD SET NeoPt CS-2 4474 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Adt CS-3 4475 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Pdt CS-3 4476 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Inf CS-3 4477 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Neo CS-3 4478 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET NeoPt CS-3 4479 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
03 Regional 4496 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Oximeter
SedLine Module 4497 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rainbow Set 4513 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Module
Radius PPG Adt 4582 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Radius PPG Pdt 4583 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Radius PPG Inf 4584 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Radius PPG Neo 4585 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Radius PPG reusable 4586 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
chip
Radius PPG wireless 4587 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
receiver M20
Radius PPG wireless 4588 Class llb NA G1 092076 0024 Rev 00 (NB0123)
receiver MD20
Radius PPG wireless 4589 Class llb NA G1 092076 0024 Rev 00 (NB0123)
receiver R25
RD SET Adt CS-1 4615 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-G YI 4653 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Adtx 4714 Class llb NA G1 092076 0024 Rev 00 (NB0123)
LNCS Pdtx/Inf/Neo 4715 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Sensor Kit
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uSp02 Masimo SET

G1 092076 0024 Rev 00 (NB0123)

Oximetry 4730 Class Ilb NA
Cable
Masimo SafetyNet 4736 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
uSp02 Masimo SET G1 092076 0024 Rev 00 (NB0123)
Oximetry 4775 Class Ilb NA
Cable
Radius-T 4776 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Adult/Pediatric
Continuous Body
Temperature Sensor
Radius PPG and G1 092076 0024 Rev 00 (NB0123)
Radius T for Masimo 4778 Class Ilb NA
SafetyNet
Radius-T Kit for 4779 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Masimo SafetyNet
Masimo Sleep 4820 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Radius VSM RAS-45 4828 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
RD SET Neo CS-1 4886 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Radius VSM Multi- G1 092076 0024 Rev 00 (NB0123)
functional Reusable 4888 Class Ilb NA
Pod
Radius VSM NIBP 4889 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Module
Masimo SafetyNet 4898 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Alert
Masimo Sensor 4935 Class llb NA G1 092076 0024 Rev 00 (NB0123)
uSp02 Masimo SET 5223 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Oximetry Cable, USB
LNCS Neo Newborn 5265 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Adhesive Sensor
Radical Docking 9021 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Station
Radical Docking 9023 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Station
Radius VSM Kit with G1 092076 0024 Rev 00 (NB0123)
Reusable Pod & 9036 Class Ilb NA
NIBP
Radius VSM 9037 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Monitor
Rad-57cm 9062 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Patient SafetyNet 9095 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Pronto 9167 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Radical Docking 9171 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Station
Radical Docking 9172 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Station
Rad-57c 9179 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-57cm 9180 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-8, horizontal 9192 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-8, vertical 9193 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-5 9196 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-5v 9197 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
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The devices covered by this extension are identified below:

Rad-5 9198 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-5v 9199 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-G 9210 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-5 9214 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-5v 9215 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-57 9216 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-57 9217 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-5 9234 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-5v 9235 Class llb NA G1 092076 0024 Rev 00 (NB0123)
uSpO2 Pulse Oximetry G1 092076 0024 Rev 00 (NB0123)
Cable for GE ApexPro
CH, CARESCAPE
Telemetry T4 & T14 9476 Class Ilb NA
with LNCS Sensor
Sample Pack
Radical-7 9500 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SedLine 9513 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Root 9515 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-5v 9540 Class llb NA G1 092076 0024 Rev 00 (NB0123)
iSpO2 Rx M-LNCS 9569 Class llb NA G1 092076 0024 Rev 00 (NB0123)
iSpO2 Rx Adt 9575 Class llb NA G1 092076 0024 Rev 00 (NB0123)
iSpO2 Rx Pediatric 9576 Class llb NA G1 092076 0024 Rev 00 (NB0123)
iSpO2 Rx M-LNCS 9577 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
iSpO2 Rx Adt 9578 Class llb NA G1 092076 0024 Rev 00 (NB0123)
iSpO2 Rx Pediatric 9579 Class llb NA G1 092076 0024 Rev 00 (NB0123)
03 Regional 9637 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Oximeter
Radius-7 9664 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Root 9695 Class llb NA G1 092076 0024 Rev 00 (NB0123)
MightySat Rx 9707 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-5v 9711 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9738 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9738 Class llb NA G1 092076 0024 Rev 00 (NB0123)
SatShare 9756 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Pronto 9757 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9783 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9784 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9785 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-67 9794 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9796 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9797 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9798 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9799 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9802 Class llb NA G1 092076 0024 Rev 00 (NB0123)
MightySat Rx 9807 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
MightySat Rx 9809 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Sedline Module 9829 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-G 9847 Class llb NA G1 092076 0024 Rev 00 (NB0123)
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Kit

Rad-G 9849 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Replica 9863 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Rad-G 9895 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
MightySat 9901 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
Radius-7 9903 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)
MightySat Rx 9907 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Radius-7 9916 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Nomoline ISA CO2 9921 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Radius PPG Kit, Adt 9954 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Radius PPG Kit, Neo 9955 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 9997 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Rad-97 95004 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Masimo W1 95080 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Masimo SET 99028 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Module, RD
Masimo SET 99029 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Module, LNC
iSpO2 Rx, USB-C, 99030 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Adult
iSpO2 Rx, USB-C, 99031 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Pediatric
iSpO2 Rx, USB-C, RD 99032 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Radius PPG Chip 5276 Class llb NA G1 092076 0024 Rev 00 (NB0123)
Home Health Kit 95042 Class llb NA G1 092076 0024 Rev 00 (NB0123)
RD SET CS Training 4617 Class Ilb NA G1 092076 0024 Rev 00 (NB0123)

Page 10 of 10




