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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

OO0 %2 n #& & 5L
“O0” Blood Glucose Monitoring
System

XX 3 5 #EPIE kA
“XX” Blood Glucose System

PR R LLR

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

% 000000 5L
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Manufacturer Name/Address | .x 5. & mrpe 1 28 B SER 1
GL:a B W k) EREFE1E) Bw G ERLE)

3 | (Note: Please fill in the
actual manufacturing
facility.)

4 A R A1345 F F bEiAsk 4 b A.1345 § F R kAL ip e
Product Category
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S | Product Description
Efficacy/Indication/Intended
Use
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AREASEFTMEAFRERBE | AEAFEFTFISRERBE |
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Work/Design Prgra e cha BRI G A | FELRY RS B BT
Principle/Method 4 jss '—;—2 o R E R B | DEA e EA T R
FEAI O R BRI | BE RIS ) A R Y
38 i JEE o o WEER B o
T = e N/A N/A 10 e
Material/Ingredient Formula
(GREURE EEoL i R
W2 F 4 EH)
(Note: Applicable to medical
devices that are IVD
reagents and contact human
body.)
4] 5.:0K-1S A 55 BP-1050 1. OO & ¥Rt 5 + 4p

1 Rl M F 2a (2
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2. BmR: 2. BrrR: o oo
= &k 2 <100 mg/dl - £ & HERAR<I00mg/dl A | 2. RIREFEFZE EIREGT
A A A& +15 mg/dl; & &k & >100 A& +15 mg/dl; = #& )k & >100 Ea
Model or Type mg/dl > %% & +15% - mg/dl > %% & +15% o
3. Rlz##° [F: 20~600 mg/dL 3. Rlz#$° [F: 20~700 mg/dL
. PIFEEFEFI6F) . PIREEFI6H
5. (TR 10-40°C - 4p 4% | 5. F IFFR B 10-40°C - 4p $Hi%
R 10-85%( 5 3 %) % 10-85%
6. BEFIEB4-45°CH fpHR | 6. M EFEFHE AR 455°C
R 10~80%(7 & %) 7. FEF R 3EAE4-30°C
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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
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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

ASY v LfE 00 7 x #E:8
Product Name in Chinese
AEEY LI “O0” Blood Glucose Monitoring System
Product Name in English
AR5 A5 OK-1S
Model/Type
Tk W RIE R & L |
Conformity Statement on Preclmlcal Testing
FRWP

Explanatory Note for Filling In:
1. 37 ﬁf%ﬁﬁ‘?’ FAFREZE 2R B
‘x‘F‘"l‘”” ﬁvb‘%\;’ HL o

cIHRE R AT RR A

VIR ¥ R AR

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

WASFELF AR D FL

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

TGRSR A2 2R B R R R
Safety and performance standards that the new application product conforms to and summary of

performance tests:
21 AT FASE S 2% 2EERE

Table 1. Safety standards that the new application product conforms to:
3 0% 0 BRI R 3 2 B
Order Evaluation Item Conformity Standard / Factory Report No.
No. Specification
% 2MEET LRPRE ISO 15197:2013 SRT-001

Safety and Reliability Testing
(DA ~ & £(General
requirements)

(2) 7 # <17 % (Protection
against electric shock)

() & T e 3 (Protection
against mechanical hazards)
(4) 7 #4p % 1+ (Electromagnetic
compatibility)

(5) 4 1% (Resistance to heat)

IEC 60601-1:2020

IEC 61010-1:2019

IEC 61010-2-101:2018
IEC 60601-1-2:2020
IEC 61326-1:2020

IEC 61326-2-6:2020
IEC 60068-2-64:2019
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(6) 1 ;&£ 17 -k 1+ (Resistance to
moisture and liquids)

(M= f 8~ RFEp Rnp
£ (Protection against liberated
gases, explosion and implosion)
(8)x #1487 & i* (Meter
components)

O ~ Rd - R F2
I # (Mechanical resistance to
shock, vibration and impact)
(10)zk # &5 TR BE R "L
(Equipment temperature exposure
limits for storage)

(11)% % &3 R BLR A "L
(Equipment humidity exposure
limits for storage)

R FE T
Software validation

¥R B PRy 3
US FDA Guidance: Content of
Premarket Submissions for
Device Software Functions
(2023)

IEC 62304:2015

US FDA Guidance- Radio
Frequency Wireless Technology
in Medical Devices (2013)

SW-001

PRLE
Cybersecurity

F PSR FoR R
% 24p5]

CB-001

FaREE

Cleaning and Disinfection

US FDA Guidance:
Self-Monitoring Blood Glucose
Test Systems for
Over-the-Counter Use (2020)
Health Canada Notice: New
Requirements for Medical
Device Licence Applications for
Lancing Devices and Blood
Glucose Monitoring Systems
(File Number: 14-111696-560)
(2014)

CD-001

% 2.

Table 2.

R A SRS S BRE R B R T P RS

of performance test items:

Performance standards that the new application product conforms to and summary

B g
Order

RIZFIE P
Test Item

8RR R
Conformity Standard /

32 %L
Report No.
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No. Factory Specification

1 R ISO 15197:2013 PT-0001
Precision CLSI EP05-A3 (2014)

5 B (P2 v R) ISO 15197:2013 AMC-0001
Accuracy (Method Comparison) | CLSI EP09c (2018)

3 | & (Linearity) CLSI EP06-Ed2 (2020) LT-0001

4 + 1 ISO 15197:2013 IT-0001
Interference CLSI EPQO7-Ed3 (2018)

5 R 1 e ISO 15197:2013 STT-0001
System Traceability ISO 17511:2020

6 % Tt EN 1SO 23640:2015 ST-0001
Stability CLSI EP25-Ed2 (2023)

7 - el ISO 15197:2013 UPE-001
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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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For the above listed conformity standards / factory specifications that do not have
information on evaluation methods, acceptance

specifications, and so forth, shall be provided separately.

established acceptance specifications,
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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.

%ﬂ ri rff—
Name of Manufacturer:
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company seal):
SELF AP

CHFREHE A GRESREE):
Name of Medical Device Firm (please stamp
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RS TR
Address of Manufacturer:
oM ek R ER L

CHF R EHR S
Address of Medical Device Firm:
oMt H B EGER ]

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

FREHB LT GFELF o d) % p s

Responsible Person of Medical Device Firm
(please stamp seal of the responsible person) and

Date:
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