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Rev | Change Note Date document Document prepared by Document Checked by
drafted (Name) (Name)
5 K005388-00 18 Nov 2019 Melanie Theaker Lisa Oliver or delegate refer to change note
6 K006116-00 3 Mar 2020 Roberto Fermin Lisa Oliver or delegate refer to change note
7 K009047-00 27 Nov 2020 Cassandra Wilson Lisa Oliver or delegate refer to change note
8 K010332-00 25 Aug 2021 Terence Dang Roberto Fermin (or delegate, refer to change note)

AirCurve 10 VAuto Plus C Clinical Guide CHS for China only

Printing of this document is not mandatory. The printing specifications
below are provided for the purposes of local (regional) printing only.
Printed copies cannot be ordered from Sydney.

1. TRANSLATION DESCRIPTION

Refer to the Change History on the English source listed for summary of changes in each version.

Rev English source This translation replaces...
5 378033r7 plus change history below NA
6 378033r7 plus change history below NA
7 378033r7 plus change history below NA
8 378033r7 plus change history below NA

2, PRINT DETAILS

Print according to master spec R370-7240
3. RESMED QC INSPECTION
For general sampling and inspection requirements, refer to AWI1203-002 Appendix A, Printed or Unprinted
Materials and Labels, Criteria 1, 2, 3,4, 5,6, 8 and 9
Additional requirement
a) None

4, FOR ALL OTHER REQUIREMENTS, REFER TO RESMED SUPPLIER MANUAL AQP119.
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5. CHANGE HISTORY

REV 8

The following changes have been made directly in the output .

Section Summary of Change

IFU Minor grammar correction.

Old:
AirCurve 10 Vauto Plus C FTi5y7 [HZE M BEARITIL {5 (OSA), HTRES30 kg PL L&
& EEEF PP .

New
AirCurve 10 VAuto Plus C H-FiA 77 FH 28 PEREARIT L 215 (OSA), HFHE30 kg LA LHIE#H
s FTAE S BERNRIT LA AE A

REV 7

The following changes have been made directly in the output .

Section Summary of Change

IFU Removed “or more than 13kg in CPAP and S modes” (English)
“CPAP il S #x0H T145 13 kg LA_LRIHEE" (Chinese Simplified) as per D370-014.

Various Removed all references to “hypoallergenic filter” “Mid s i i 23

Accessories Updated View Oximeter values from “18-300 BPM” to “25-300BPM” and from
"0-100% Sp02” to “30-100% SpO2”

REV 6

The following changes have been made directly in the output

Section Summary of Change

Limited Warranty Updated Warranty as per R001-355, manufaturer's name to ‘ResMed Pty Ltd’, and copyright
& rear cover to “© 2020 ResMed”.
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REV §

The following changes have been made directly in the output

Section Summary of Change

Update of the following terms to align with terms already submitted and approved with

CHS guide AirSense 10
Current Proposed change English word
TREL PR i Air tubing
IR A A A Humidifier
TR 7K e Humidifier water tub
KL AT Airplane mode
AN 2 (S hypopneas
Tk A Fe L AL K2 Light sensor
OIS | iR B Heated air tubing
TEFE AR FE Chin strap

IFU Correct translation of IFU (as per email from Winnie Wang — China RA and approved by local

product manager)

ENG Current CHS Proposed

The AirCurve 10 VAuto Plus AirCurve 10 VAuto Plus C [AirCurve 10 VAuto Plus C H
C device is indicated for the SEE G TIE CPAP A |94 DHL 22 Pk PRI IRR I, 27 422

treatment of obstructive S A THITARESES0 kg [(OSA), VAuto Bl Tk H
sleep apnoea o PLEBR13 kg PR 30 kg LA B, CPAP Al
(OSA) in patients weighing | frypfl SEMEREIRIFIRET (% [S 45U THE 13 kg BA 111
more than _30 kg or more (OSA). EIEATERDA |2, 58 A5 b MER: b i
than 13 kg in CPAP and S EE B A .

modes. It is intended for
home and hospital use.

BRBATERP 2 PR TER P4 2
The humidifier is intended for | & BEH. FELRBE/NUAT Wi, ZEBRE/HL AT E 52
single patient use in the RES-ECJP i -

home environment and re-
use in a hospital/institutional
environment.

1. REGIONAL VARIATIONS

Section Details

ALL Where AirCurve 10 appears as a standalone phrase, update to AirCurve 10 VAuto Plus C. For
Rev 2, this was found in the following sections: AT a Glance, Therapy information, Flow
Limitation, Supplemental Oxygen, , Data management, SD Card, Travelling, Travelling by
plane, Data Storage, Electromagnetic capability, Declaration of conformity, Flow.

Use object 26753 for Introduction.
Remove 23691 and 18666.

Introduction

At a glance Update component list — replace 28714 with 26744 (shows that SD Card is already inserted)

Set up Removed object 17220 (France only requirement)

Removed object 15612 (total hours used — Germany only requirement)

Sleep Report
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Section Details

Remove sentence; ‘The AirCurve 10 S device is designed to be compatible with up to

Supplemental 15L/min in all modes.’

Oxygen

Therapy data Data management intro. Removed object 15060 and added 26088.

Data management and SD inrro for AirView — Removed object 18755 and added 26089.

Wireless information — Removed object 18826 and added new section: 26084, 26086 and
26087. (China specific information)

Removed into 18793, 17855, 18828, 20726, 20274 and 24434
Added 26090, 26768 and 26756. (China specific information)

Data storage

Software Removed section. Objects 18869 and 18868

upgrade

Tech specs — Replace object 14541 with 26617.

classification

WORD UPDATE

Tech Specs —

wireless Update 28716 to remove 4G.

Tech specs — Remove RED — object 28042.

RED/DoC Add 22492 (cannot use RED as already submitted with DoC).
Tech Specs — Need to keep original table. Replace 28718 with 22710.

measure system
uncertainities

Supplemental oxygen — replace 26910 with object 23688.;

Tech Specs
Symbols
UPDATE IN WORD
Description of China ROHS symbols updated:
Addition of China pollution symbols and translations:
o
3 China pollution control logo 1. Contains no China environmental hazardous substances ,
hEEE, %Txé"ﬁ%—%ﬁ
@ 10 years of China environmental protection use period 1 [Ef=7&, 7 GZF{R{E
FAHARR 104
EMC ADDED IN WORD — ONCE ADDED INTO AUTHORIT PLEASE NOTE OBJECT NUMBERS

Information China specific guide has section for EMC testing. Original information provided in CHS and
translated back to Eng by Transperfect. Refer to zip folder in objective for details
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T
AirCurve 10 VAuto Plus C 3 & 4t DL Rt

Device Modes available

VAuto S CPAP
AirCurve 10 VAuto Plus C v v v
MK F)

AirCurve 10 VAuto Plus C % B} B % i 2 s FUs [ e i TS ma 52, ZE AN IR iz [l 3, i Bh B
FEIFI .

WSSIEIERE (WASUEIPAP], UMUK EPAPIFIE 12 BEACE AR, HhBhR <.

BURHIS S JE IEE (EPAP) A Bh T s S AF@E M, RN SRAE— AN S Is /), ey EARIE T
WANE 2 EER, WESE (PS) KF, AT HEEREES.

EA

— IR

WSEL ...
(IPAP)

EN

S E
(EPAP)

e

0
i )

VAuto 1=,
7 VAuto BERF, AutoSet B2k % BRI $7 BERIBHL SEME NP BT (R, [ B E A

VAuto B F /NP E (EPAP) KIS UL (IPAP) FIE /1 s0#F

JE T3 R RV e SR DRI S R A Z 255, IFEREE A, /NP E (EPAP) Rk
WS (IPAP) 15 B Ao VA f48 PR izt () R A7V B, 13X — Y L AutoSet BLIA I T BTG .

EPAP F1 IPAP ¥ [K B3 10 7 S AE 16 T WA A BT AS R o e T 8T IR 152 0 26 2 970 o ol 422 PO o B PR
A8

F/NPSE (EPAP) FURKIRSE (IPAP) Bl LLFEHIHkE /1 LIRAI R IR,

S

fE S MR, BT LLBCEMGITIE ), — AT CRURIPAPD , — A T UEIEPAPD .
P H RN B BEAARSAER, FARIRAEE . R (IPAP) ML (EPAP) /K2 [/
ZRAUTHER &,



fird & FNET) 46
X VAuto FEaCAT S #E
BeAh, BEE AR A R BUE T, AR R A R ARG T KT

FEIEF AT, MBI BFREN AR, FHESMK ORI TRIPAPD JEP)H#H (LM <UEIPAP]
IR SUREPAPD o BEIFRAGIIA ResMed 1 VSync H Zhis U BT #5545 55

AOAENR A REUE AHAEMMSME REE

ik RN b R S EO AR A X #R AT . 35250 BoE TSRy, DIRBCEZ(E 2.

TiControl - WA B ] 4% il

X VAuto 01 S 1K

ResMed XK -3 B B A HER ) TiControl ™, fL¥Flm AR EEA: ¥ E 3 BALER UL (IPAP) CIRZS R i/
IR I TR BR i o S5 NI B S T PR 1) 4 Tl 76 R 3 AR B R ST (AT AN 5 5, $RAIE T s | E D)
FIESJE (EPAP) 1" BRI HL" .

e/ N AT PR A 3T Ti Min S308EE R, ORI IR #2383 Ti Max 308 E 1.

TiControl ] Ti Max 1 and Ti Min %7588 5o 05 B2 A 280 FAst 7] PR 1) 5 2 e W AR 18] T e KAk ) 25 v
EENEEMEH . XA 7R B S OSSR /a T R A B s L AR R .

Ti Max

i Min IESMAED
—

E7 o _
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TSR T AR IR RCIR 3% BT I8 T S PR RO R DL S IR SRS L R e £ Ti Max R Ti Min R4 RS
il

o LE=1:1-Ti Min B85 RS 1 B B 1k RO B R (EPAP)

o L:E = 1:3 = Ti Max BR il 75 Z 5K A= i) £ 28 A <t )

e Ll Ttot = 60/BPM lLE=1:2 782 (RN B[] LAY
(BPMD ) (&%) E=1:1 ]
ILE=1:3
Ti Min Ti Max Ti Max
10 6 2 1.0 2.0 15
15 4 1.3 1.0 2.0 1.3
20 3 1.0 0.8 15 1.0
25 24 0.8 0.7 1.2 0.8
30 2 0.7 0.6 1.0 0.7
35 1.7 0.6 0.5 0.8 0.7
40 15 0.5 0.5 0.7 0.7
W& TiControl ZHUFIEEFTA X W . iES 0 #E "SRy, USRBGEZ(E .

B Jim e A 1

S i

J 70 L Thi (R e R AL B U (IPAP) FTRR BN TR] o 5 ETHIRFTRIEGBCR, e 7). (EPAP)
THERAUE (PAP) BT I A K .

A RE AR SR B T RE A S PR A b T A, T R A 1 ) R T e A B A KR
LT

ERE: B BT R K s g, B, B 77 BT AN RLBE KT T MinBlUE 3 (1 1R #
AUNTR] B ETHIN R S S HO AR A X #R AT H . iE 25 BoE TSRy, DURBCEZ(E S

CPAP #i =,
6 CPAP BT, %88 DU 2 (M ks, FEHEmRITRIE (EPR™) .

FHOHX A e R P W 2 s A

7t AirCurve 10 VAuto Plus C 258 I, FfX P BEARIEIR ZHE A I7E VAuto. CPAP Al S &z FalH OF
FHERFA PR

AirCurve 10 VAuto Plus C AT I H X M BEARIFIR B 45 (CSA) o IR LS EL i ZRE 400 v LA7E
ResMed MBEERMNERAFHEE CERAEREALH IR T EEHELNNENSEO .

%2 B 7 I AS 0 PEL ZE R A AR BRI 4% (CSA) o CSA RIIR I sRAIRZH A (FOT) KA Ent
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FIF VSync #ATIRAE B

AirCurve 10 VAuto Plus C 3 & FJf ResMed ] VSync 53k, 1Bl S: H B 3 R 2k I 8k 0 I e
TS, ML TR RIGIT T, RN B 2 B 2 1 [F 2D .

b B R T I I Th g

PADES

BIEEIT RIAE A IE. Fra U N EiR gt T R ThRg.

£ VAuto Ml S BT, WL (EPAP) B#i AJTARWE UL (EPAP) JEEBEALTTHZERIIGT K. 1
THEE RS, By SR RIS AE SR TT AR FI R g KT

BSE
(IPAP)

FSE -
(EPAP)

FiERSE

0 i i8]
IERFHERE)

f£ CPAP BT, RIS OFUaEJ1) JHBIBEA A TT i E RVEIT IR T .

I ESWEAL =)/
AirCurve 10 VAuto Plus C 2% B 7F CPAP #i3 T #24MS E I K &F3&E Th Ak
MEASREE (EPR) BESIRITHATE, ERA IR RRERT s MR AR I0)T, AN 2 h PR S
NI
S B (EPR) TFE - SRR (EPR) BE .
KM - MR (EPR) gk
NHEI BB SRE (EPR) JFJEEA® A
SRR (EPR) KA & - R NER, BABNET SRS EATSRBE (EPR) .
FEIRI - QR B NIRRT, FEAREE (EPR) AXTETH R (RIS E E A
SR £ (EPR) 7KF 1. 2. 3 cmH20 (1. 2. 3 hPa)
SRR (EPRY G, ML RHEAERE, WEMEARSET 4 cm H20 (4 hPa)ii/NES .

Easy-Breathe
7f AirCurve 10 VAuto Plus C 358 I, RIAFEREFETNAELE S U N H
BRRANT IR B 28 R A P IR B AR RIS, PRI B SRR PR B 4R, YRYT TR RTIE
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Climate Control

Climate Control 2 — /Mt 240, BT HEHIEL A ClimateLineAir 3R %, 21677 WA B
B BFIE B AR KT

BED; LS RO, MEARIERE S, &S 4ERE v E R R XHEE . Climate Control AT LA#tE A H
T3, REEER T ClimateLineAir #1 HumidAir iAv 280 A AT H -

Climate Control HZj

Climate Control &l ¥ E. Climate Control F 31 a7 RTTREMI A, FII%E BEK
A 3 B T E o

Climate Control W IBLERIIMIH, DUREHERE . #F1EM 85% AIXHBIE /KT, [RIEBI1EKREIIRE Ok
T RETEIPIE AR

I

7t Climate Control HBIET, JofR B BURMI e, (HA0 R 2 P 2 S0 R KRS, TRL
BEBIRE . ERIRETLIRERE 16 °C-30°C 2], sHsgsacim.

Climate Control F-3}

ARSI R 8 B R K454, Climate Control T3 o i BB B EE MG E % E, HIRBRE
EANIE.

Climate Control Fah, &HEEAEE /KPP MR E, HEEFERNS HIUKHETRE. W
PUKFDC%, JelitmE i, WRSEECLE T, B EBUKREIE, &S E8E.

IR T
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1 RE KT
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AirCurve 10 VAuto Plus C # B KiXit, TEATAMRRT, SHatE s maestkalis 4 7457 .
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BERR
(STE BB A 5 BT R B I EA T B8

#VE: FFIEESEEAENTA X AT . TR A0 B 7T i BRI AN 1 X T 57
VRIT
S5 i B P S
VAuto S CPAP
A B s B FRAEIR TR v v v
WERT)  WERERITES. v’ 4-20cm Hz0 (4-20 hPa),
15y 0.2 cm H.0 (0.2 hPa)
W< 1 5 25 B WS R R I NRAOR S v 4-25 cm H,0(4-25 hPa) ,
(IPAP) i ) R AR M S BB IR TN, 1489 0.2 cm H0 (0.2 hPa)
LRI AR ST B HIE S .
WS BEE R BRI, [ B % e v 2-25 cm H,0(2-25 hPa),
(EPAP) JE77. 18455 0.2 cm H;0(0.2 hPa)
BRRARE S /AR AR TIRE . v ViNEIESG]
HHARER B e R & R v 10 BPM/5 A
Ti Max WeoE 2 BAME SR (PAP) ARG v v 03-40F>, WEN01F
B KA A PR A
Ti Min BER B AMER SR (PAP) IRE R v v 0.1 TiMax] ¥, HE&EA
TR AT R A 0.1 %
BRKRA WEEEE KRR, v 4-25 cm H,0(4-25 hPa) , 1%
JE C(IPAP) 9 0.2 cm H0 (0.2 hPa)
NS RS ERE R/ NS (EPAP) v 4-25¢m H,0(4-25 hPa) , 3
JE (EPAP) £y 0.2 cm H0 (0.2 hPa)
EHXHE  WSUE (PAP) FINFSJE (EPAP) ] v 0-10 cm H20(0-10 hPa), H8 &
(PS) 25, HBEEERFERE. 4 0.2 cm H.0 (0.2 hPa)
EALETF WEEINESE (BPAP) FHERSE v B /150-900 250, BN
e 1] C(IPAP) FiT A5 IX B 18] 50 ZHb
B RN 2 BE R Sy =R
(flhn, 200 K% 200 Z2F) .
WMk WEWRREARTE, |THACENEE v v e AR MG /P& /e AR
F MR (EPAP) )36 B0 < R ]
(IPAP) .
MR WERRREACE, T RPN EE v v e AR MG /P& /e AR
BESE (IPAP) )3 B0 I ]

(EPAP) .
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S . B A A
VAuto S CPAP
[T ERFREAHMENRL., HES0H v v v AT/ SR LR
www.resmed.com _= 2L Mask Device
Compatibility (THIEEZE B AEAM) FIK.
#riE
S 1t B i T Fl
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