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Pre-clinical Testing Guidance for Oximeter
101.01 -
108.08

Mo

FLES

CARRARGREFRFHAFPAZASARE R A TRRER TR 2 7

P22®k Ae FTRARRIACTRZILEL FREHERERY FROAR LM
BRROBMFTREBEIASEHR B2 2N RN2ERETG (FRATREE/
BTRRERE) 2T
FRPIAFRRBRFLFTERP T BEEFRPAT B BRI A K
FAREE2 F4ARRRASZHCN - BHRERF2 I 22 A0 & L/F
BEFRPIAFNFAD 2 H%BTR (’z“ﬁ%)% TR /AR EE) TR T AR
ABRZ TH AT
A RRRFET A BRBAR(Z ERBAPZERFRZ L3l 2 2Rk
Rt RHTRE -

B RARTASREAD BB HIIM 2 %“‘f‘? PR fFEL  NERASTET
nE 22288 0

LA ARBAEL L2 23 AT J?U’Fr"ﬂ vd RSB RE TR e
RERARS AR Y e R RUSRT IR RRRF O RGN 2 RS
,fslg,r}—;g:,—ggﬁl uggup'; ‘:\Tiiﬁa*%'s ,;;;bi

WERR* 2R B 2 RRAF T FT IR R)EFREE o BiRHH
BRRE RSP Q7 EE R RRGRBRURGE D 22 AN A P E
FARL IR PRRIE S F e kdp o

WA FTFRT B3 B SARE VHRERS QB RET FBATRFRF LT R

CRARET 2 F R EHFER (Scope)
* R MR * 3t § 4F {oip] TR (Oximeter) ~ 7% 58 5 é? éﬁ'ﬂfri? %_i% (Pulse oximeter) ~ & &2 5\ i
§ #¢frip] T ik (Reprocessed oximeter) » # ¢ 7 fra g 2 F3 C g ¥ 47 {eip] =ik (Tissue oximeter) °

CRRERY PR BEHZFLARTNINS L L HA 557 (Regulation number) 2 H ]
(Identification)
X2 555 1 E2700 s § 4 il %tk (Oximeter)

#H

s § 4 iRl R (Oximeter) £t = ALK S 4508 545 0L R SRR SCnig S
B P FRAfRNEY - THBREY SRR EH Y

A Saxit 2 45 (Product description and specification)

AN

if * %3 (Intended patient population) » 54372 52~ BIZ N X L K o

7 Jf 2 ¥ (Power specification)

& =} (Dimension) ~ £ & (Weight) °

i 1%/%4 73 % B (Operating/Storage conditions) * 7 Fe 38 & % AP ¥R R & -

% Jhfa g (Light source) » 4o i F &> P F S & o

#£ Eg 25 7% (Probe type) 2 £ |38 = (Application site) » 7 4 R8Efg 2 ‘e it > BIP 22 £ f 5



FH e o

7. » 3 kRE

Bl # F(SpO, range, %)% H # R

(Functional oxygen saturation) & If °

o ®x

10. —,ﬂ

PRI SR

F J& { #7PF R (Response time, sec)
4R % ¥i(Alarm system)
P 582 # Fl(Range) 2 % 7% & (Accuracy) » 4-7% 4% (Pulse rate) -

14355% F 4L (Safety and performance data)

(Accuracy, %) °

[ VBT T Y

P

B~ Z RE /DR TR

\\?{y

e

L& % >3%
(Electrical safety test)

A ETHAE T % K kR Rk i
IR T (CAEFRRE) 2 BB dofrg B
PEORE G R AME - rféfi’mwf%x’
Fog o H - etk B F AP RS W 4

Hep A B~ dob ~ ¥ BIRB Eﬁéiff(%ﬁﬂﬂ

IEC 60601-1:2005/
AMDI1:2012/COR1:2014"
ISO 80601-2-61:2017?

F eng a'?rs) Pt g ég»—fr,? TRZTHZ >N
& 1SO 80601-2-61 2 7k R4 o
TR F MR AEH E T R R RRTRE AR REA |IBC 60601-1-2:2014

(Electromagnetic
compatibility test)

iR PTETE DA ELR m@:"%‘ﬁﬁ"%%f&&
B L E B AR o gt v ’is’?é&fri? Lk 7R
1> 7R & 1SO 80601-2-61 2 FHok i

ISO 80601-2-61:2017?

3.2 74 % HidR
(Biocompatibility test)

A AR D FORRIFT ~ dpE L)
JBRT FREREFFER

(1).:m %2 & {4 (Cytotoxicity)
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(1) sk 45 5+ (Light radiation)
(2) SpO,%# & & (SpO, accuracy) > % H v £ ip| 48
FER 0 4% 3% % g2 B (Pulse rate accuracy) °
PFEET 2 T TR RNy Tty B
BEER - blde: ##K i T %Fr & (Accuracy
under condition of motion) ~ ;& ;1 f& T et rx
B (Accuracy under conditions of low perfusion) °
% 3 T # 47 ip|3# (Safety & alarm reliability
testing)
SR S
and indicators)
4o 12 B4 3 55 (Auditory information signal) % 7+
PR3 R 2 SpOficie g [F) » # § 33 % i (Pitch
change) J& i+ & SpO,#ic e f% °

3)
4 i % 45 7 (Display values, outputs

)

FDA Guidance (2013)®
ISO 80601-2-61:2017?
IEC 60825-1:2014®




by

S RT ;Je (References)

IEC 60601-1:2005/AMD1:2012/COR1:2014 Corrigendum 1 - Amendment 1 - Medical electrical
equipment - Part 1: General requirements for basic safety and essential performance.

ISO 80601-2-61:2017 Medical electrical equipment -- Part 2-61: Particular requirements for basic
safety and essential performance of pulse oximeter equipment.

IEC 60601-1-2:2014 Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic disturbances - Requirements and
tests.

. ISO 10993-1:2018 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a

risk management process.
ISO 10993-5:2009 Biological evaluation of medical devices -- Part 5: Tests for in vitro cytotoxicity.
ISO 10993-10:2010 Biological evaluation of medical devices -- Part 10: Tests for irritation and skin

sensitization.

7. R R EH AR LRI S S E R FRE ¢ FAW 06 127 159

Pulse oximeters - Premarket notification submissions [510(k)s]: Guidance for industry and food and
drug administration staff (2013).

. IEC 60825-1:2014 Safety of laser products - Part 1: Equipment classification and requirements.



