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Pre-clinical Testing Guidance for Oximeter (Draft)
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~hAFET 2 FAEH W (Scope) :
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i (reprocessed oximeter) » 7 ¢ 7 pra F #fk £l

i ¥ |
o & F_i% (tissue oximeter) o
SRR EGR FhEHz 2 F 22 0 %A %57 (Regulation number) 2 # @] (Identification):
24 23F L E2700 & § 4FfciR] Tk (Oximeter)
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~ A &4t 2 8.4 (Product description and specification) :
1.x § k& €4 #(SpO2 Rang > %) -
2. % xx & (Accuracy ° %) °
3. F Ji { #7P% i¥ (Response Time » sec) °
4. ¥ 3% & si(Alarm System) -
5. p 24 pI3E(Self-test) -
6. 3% 28 25 5 (Probe Type) °
7 » 4L¥:(Battery Specification) °
8. # i ¥t4e 7 it (Other Function) » 4- MRI 4p % 1+ (MRI Compatible) -

T~ % 22 G ES TR (Safety and performance data) :
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AEVHE EG 2k 2B R R L gEiE( IEC 60601-1 (2005)®
T SERR ) 2 A ot S T kB 2> & ¥ [IEC 60601-1- 1(27005)(3
L RAE 2R DA T AT A e A3 B ok hR F FAgm > A 5|1S0 9919(2008)7
(Electrical Safety test) - 14?%/,%& KB UR B FREEAL BT (TEL
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TREANEPESE  |AS @R T R B RARTRE A E # REA AL [IEC 60601-1-2(2005)™
(Electromagnetic TEAE TP EL AR RES R P hid & i -|1SO 9919(2005)

compatibility test)
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A A RB N (e  k §EARFF - 45 4) it 7 T 7] [ISO 10993-1(2009)®
ek 1ISO 10993-3(2003)

3.2 Fip F HRER (1):m¥& 4 |3 (Cytotoxicity) o IS0 10993-10(2010)

(Biocompatibility test)

(2)i® 77 5% (Sensitization) -
(3) F1#(Irritation) 2 A p #1032 % (Intracutaneous reactivity) -

4.1 R FPTE R F e AlZ A& i FRHMEGERK - FDA Guidance(2002)®
(Software Validation FDA Guidance(2005)®
test)

(1) {5 5+(light radiation) o FDA Guidance(1992)®

(2) # 7 f+p|:(dielectric strength) o 1SO 9919(2005)"

(3) 5+ 3 A& ip|z%(mechanical strength) - ASTM F1415'(?0%(2000)(9)
5.7 i ik (4) B B ipli#(excessive temperature) - EN 865(1997)
(Performance test) (5) B L iplz(fire prevention) o

(6) & k¥ %ripli&(interruption of the power supply) -
(7) #Fx R |3 (SPO, accuracy) -
(8) % > T &app|:#(safety & alarm reliability testing) -
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