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Class 2 Medical Devices Comparison and Preclinical Test Data
Conformity Statement
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This statement applies to the market approval registration and the change of registration for a
Class 2 medical device, which is considered to be a similar product if its comparison product
has the same medical device firm, risk class and classification item, actual manufacturing
facility, intended use or effectiveness or indication, and technical characteristics (test objective,
method and clinical application must be the same if it is an in vitro diagnostic device), has
been approved for marketing by the central competent authority and has a license that is still
within the validity period. The content scope of the new application product shall not exceed
the scope of the comparison product.
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Please fill in each information item of this statement according to fact from the technical data,
safety and performance test data of the medical device manufacturer, have it signed jointly by
the medical device manufacturer's authoritative and responsible person and the medical device
firm applicant (if printing more than 1 page, please stamp cross-page seal), and ensure the
authenticity, integrity and traceability of those data.

This statement may replace the preclinical testing and the test specifications and methods, the
original test records, and the test reports for the quality control conducted by the original
manufacturer, including documents of safety and performance testing for ensuring the claimed
indication for use, structure, materials, design, and quality of the product.
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If there are circumstances in which fraudulence or falsification is found, penalty shall be
determined and enforced pursuant to relevant provisions of the Medical Devices Act and
related legal responsibilities shall be imposed.
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For a product applied using this statement, its preclinical testing and the test specifications and
methods, the original test records, and the test reports for the quality control conducted by the
original manufacturer that have not been submitted shall be kept for future reference at the
premises of medical device firm. The central competent health authority may require the
medical device firm to submit those documents within a prescribed period of time, and conduct
inspection or make decision according to the contents declared in this statement.
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Those who fail to submit within the prescribed period the documents for reference or contents
of the documents have been inspected to be inconsistent with contents declared in this
statement, they will be deemed as using fraudulent or falsified documents or data to apply for
market approval registration, and shall be penalized and dealt with according to the provisions
in Article 69 of the Medical Devices Act.
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I. Comparative table of differences and similarities between the new application product and the comparison product
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AETR
Product Information

A S
New Application Product

R A &

Comparison Product

B Rt $Rp
Comparative Explanation for
Differences and Similarities

LA
1 Chinese and English Name
of Product

OO & ¥ 47 fvip] TR
“O0” Fingertip Pulse Oximeter

XX & ¥ kR
“XX” Pulse Oximeter

PR R LLR

A ARTIIRPE F 5L
License Number Approved
2 | by Ministry of Health and
Welfare

—

FAARTIIP AT ELL R

g e BRI B GEURFTANT (st | AFERGFTRALF (4T a8 (R
Manufacturer Name/Address | .x <. 4 z oS b
Foa 2R L 5L B 9 L1 5
GL 34 B Wit ) EE SRR L) ERSFRLR)
3 | (Note: Please fill in the
actual manufacturing
facility.)
4 | B E.2700 x ¥ 4= foip] Tik E.2700 i § 4¢foip] Tk e
Product Category
A& & pait AESER P B § e 10

EESWET )OS A AT R AT

5 | Product Description
Efficacy/Indication/Intended
Use
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e~ AR
Model or Type

1. TRRR T
100-230V > 50-60Hz - 15VA
& <1:23x30%x62mm
€ £:55¢
P ivk B 5-35°C
KiRFARE do bR Bt R
Mot i Bl § e {rik R
70~100%} = g+ 20~250BPM
7. B®ER s 3 ik
A :80~100%22 %; 70~79%z+
3%
= e 20~99BPM+2 BPM;
100~250 BPM+3BPM

©o 0k~ D

1. ThRAE LT
100-230V » 50-60Hz » 15VA
% <1:26x32x65mm
£ £:629
P ¥k 5 5-35°C
KRFERE: Ao vh R et R
BrFe sy efokR
70~100%; = g+ 20~250BPM
7. BrERE i ok
A :80~100%+2 %; 70~79%z+
3% ; Mg AL § 2ok
RFZ+3%
e 20~99BPM+2 BPM;
100~250 BPM+3BPM ; i« ;&
A PF e peiE £ +3BPM

o gk~ w

F A RRAENRARE | BEA FRAL DL RTEd | MR
= "Fk/ﬂ%f’ﬁ 2/ Pk el i REMRMBA 0 | RREFISH RBP Lk
B R R e g ra gy gL o
L = o fie N/A N/A il
Material/Ingredient Formula
CREER EL =t RN R
W2 Fh EH)
(Note: Applicable to medical
devices that are IVD
reagents and contact human
body.)
7] 5:SA330 4] %£.: JPD-300D g~ 42 £ 8
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R R T + 4 = e
9 | User/Operator Qualification
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Explanation that differences
10 | between the new application
product and the comparison
product do not affect safety
and effectiveness for clinical
use of the new application
product

; 1
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Explanatory Note for Filling In: If the new application product is a product that has a preclinical testing guidance announced by the central
health competent authority, reference methods listed in the preclinical testing guidance may be consulted for making the comparison.
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I1. Conformity statement on preclinical testing of the new application product

A&ET 2 LR 00 & § & {rip] Tik
Product Name in Chinese

ASEY LR “00” SO2 Oxygen Monitor
Product Name in English

A B 7] 55:SA330

=+
Model/Type 1. ®RRF 7 0 100-230V » 50-60Hz - 15VA
2 2 <1:23x 30X 62 mm
3. £ &:55¢
4, HIFERHE:5-35°C
5. kRfERE: bk st R
6. How Rl fok R 70~100% ; <~ B+ 20~250BPM
7. BR o § 42k & :80~100%+2 %; 70~79%+3 %
< B:20~99BPM+2 BPM; 100~250 BPM+3BPM
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Conformity Statement on Precllnlcal Testing

Explanatory Note for Filling In:

L o B HAT
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eeﬁ'"!"“i%f B FoRE
Please list and enumerate the safety and performance standards that the new application product
conforms to. If there are no specifications in a standard, factory specifications or comparison

data with similar products shall be provided separately.

2. FFIE AT

WASPEZF R RERA D R

2R R AT R TR AR

Please list and enumerate performance test items in a summary that the new application product
conforms to.

F AP E

2 % 2 E A R~ #oa RIERE R

Safety and performance standards that the new application product conforms to and summary of

performance tests:
21 A ASPEZ X 2MERE

Table 1.

Safety standards that the new application product conforms to:

B 85 Cack - 75 R RR g 34
Order Evaluation Item Conformity Standard / Factory Report No.
No. Specification
A e ISO 10993-1:2018 B10-SE-001
Biocompatibility ISO 10993-5:2009 BIO-CY-001
(1) mre & 4 (Cytotoxicity) _10- _1P.
n (2):8 5%+ (Sensitization) ISO 10993-10:2021 B10-IR-001
(3) 1 #(Irritation) & L P ¥ iRk
(Intracutaneous reactivity)
ERCER I IEC 60601-1:2005 ET-101-1
2 Electrical safety test +AMD1:2012+AMD2:2020
ISO 80601-2-61:2017
TRAR B MR IEC ETMG-101-1
3 Electromagnetic compatibility 60601-1-2:2014/AMD1:2020
test ISO 80601-2-61:2017
USRS F R B It rarcdp 5| SW-001
4 Software validation SVV-038
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PRE

5 Cyber security

CYB-0356

% 2.

Table 2.

FrvFASR LB PR EE S PEKRAE DL

Performance standards that the new application product conforms to and summary
of performance test items:

Fr 5L RIFFIEE &G R 3R 2 S
Order Test Item Conformity Standard / Report No.
No. Factory Specification
(1) s&iF %+(Light radiation) FDA Guidance (Pulse (1) DOC-VP-01
(2) SpO2 # xR (SpO2 Oximeters - Premarket (2) DOC-VR-01
accuracy) ° % "k 3% Hrw R Notification Submissions (3) FIN-2332
(Pulse rate accuracy) ° [510(k)s]
(3) 4rA &7 fLEFRRE * I Guidance for Industry and
B RFHHREH T2 % | Foodand Drug
FER 0 Blder #5558 T 0 | Administration
# 7x & (Accuracy under Staff, 2013)
condition of motion) ~ <;# | ISO 80601-2-61:2017
Ak AT e R IEC 60825-1:2014
(Accuracy under conditions
of low perfusion) -
Vol e

()
(6)

()

% > T E 3R p)E(Safety &
alarm reliability testing)

R om BciE ﬁis?]ﬂii dp T
(Display values, outputs and
indicators)

4o 12 B3 255 (Auditory
information signal) # -+ #% 4%
iR 2 SpO2 #ciE = > 2
< 3 % v (Pitch change) &
# & SpO2 i 1 o

A A SRS F R BN B S LSRR L TP DGR
M ER S FEEE Y RS AR R R EAER T R e
If the new application product is an in vitro diagnostic medical device, the performance
standards it conforms to shall include at least the following items: sensitivity, linearity,
specificity, interference study, accuracy, precision/reproducibility, threshold confirmation,
stability, and traceability.
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BIR SRR RRP P AT TR BT REER S 2 MCRRE TR
For the above listed conformity standards / factory specifications that do not have
established acceptance specifications, information on evaluation methods, acceptance

specifications, and so forth, shall be provided separately.
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We, the undersigned, hereby declare to the Ministry of Health and Welfare, Republic of China, that
information filled out in the above is all truthful and accurate, and preclinical test data that have not
been submitted are all kept for future reference at the premises of medical device firm. If there is
inaccuracy or falsification, the undersigned medical device firm agrees without any objection to be

subject to license revocation and penalty provisions of the Medical Devices Act.

Wiz B 4
Name of Manufacturer:

A Fer I A A
SERFG ANF

CHFREHE A GRESREE):
Name of Medical Device Firm (please stamp
company seal):

A PEr 5 s =
§EILRF NP

AR
Address of Manufacturer:
oMt kRS ER ]

PHEREMRE R AL
Address of Medical Device Firm:
ot H B EER ]

W miEd AR (§3%) 2 p !
Authoritative and Responsible Person of
Manufacturer (signature) and Date:

FREUF LT GFERF A od) 2 p i
Responsible Person of Medical Device Firm
(please stamp seal of the responsible person) and
Date:
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