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Class 2 Medical Devices Comparison and Preclinical Test Data
Conformity Statement
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(Non- In Vitro Diagnostic Device)
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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

£ IF R HEP
ATE A& LRE & Comparative
AEFTR - : .
) New  Application | Comparison Explanation for
Product Information _
Product Product Differences and
Similarities
PEe R OO0 p #4'&am 4 | XX p /&m0 | -
1 Chinese and English Name | <50 1Day Contact | “XX” 1Day Contact
of Product
Lens Lens
A AR FIIR e F 5L v ??*f?%‘“%g 2HF ¥ -
License Number Approved 000000 -
2 | by Ministry of Health and
Welfare
ﬁﬁ&?ﬁ%ﬂ. 3%&&?@25 %%&9?@25 10
Manufacturer (CA T B REE (AT BT a8
Name/Address )
5 | GEr B R i 1%.) 1%
(Note: Please fill in the
actual manufacturing
facility.)
A A FAE Y| M.5925 #5825 % | M.5925 it P2 A5p% | AP IF
Product Category & &
A e fit WraEds e gt ads A f%ﬁ;&;,?l:ﬁ#%z
Pie [ ARt i R R IR EE R TN R EE A C
Product Description A secn L sk A ieam ok .
5 R . . 7 16‘ Y IRk o Z 1‘% s IRk o )
Efficacy/Indication/Intended AR - ¢ AR i
Use
I ERRFRIE/E ke &5 % s W AN i ke
6 Work/Design 2L 2L
Principle/Method
SER SV AN i & % polymacon | 41 % polymacon | ip e
Material/Ingredient Formula | , .
GL g ™ WD e A 2 %y
7| AR F R EH)
(Note: Applicable to
medical devices that are
IVD reagents and contact
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human body.)

3] %.: 0S20 4] %: 0S10 1. /& ~X%kR
ke :38% kg :38% LRSI
#£3% :7.85~10.00mm | &% :6.5~10.8 mm A4z A
BF F:1022x101 | #§ % :1022x10™1 VR A &
(cm#sec)(ml Oz/ml x (cm#sec)(ml Oz/ml x 2. A™EG A
mmHg) mmHg) 2o
e~ Al ¢ B R 0.10mm v B A :0.08~0.29
8 | Model or Type E /Z:14.5mm mm
% A& :+6.00D % -12.00D | ® £=:12.00-15.00mm
B0k kY A % & :+6.00D 1 -20.00D
UVA (316~380nm) Heakgggo
<50% ; UVA (316~380nm)
UVB (280~315nm) <5% | <50% ;
UVB (280~315nm) <5%
O EITAR T & A = A 10
9 | User/Operator Qualification
AV A RSBV RE B2 |8 A SH O RE AR R BT AR
LR AT R | L8 Wi o A R FASTRA R Y X 2R kil o
SRR B X >R BT 2
P

Explanation that
differences 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

A&ET 2 LR OO0 p $&PE AP 4

Product Name in Chinese

ASEY LR “O0” 1Day Contact Lens
Product Name in English

A B A5 0S20; 2 k& : 38%
Model/Type

TR DRSNS PLER |
Conformity Statement on Preclinical Testing

FRWP

Explanatory Note for Filling In:
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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. FONERY FASP LI PR P L
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:

L ATY AR A2 2ERE
Table 1. Safety standards that the new application product conforms to:

B B TR P B AR ROR 32 S5
Order Evaluation Item Conformity Standard / Factory Report No.
No. Specification
4 b Ap % 1 ISO 14534:2011 (1) BIO_0S20_001
Biocompatibility ISO 10993-1:2018 (2) BIO_0S20 002
(1)& 124 235 (Acute systemic | |50 10993-5:2009 (3) BIO_0S20_003
toxicity) ISO 10993-11:2017

(2) % p% {1 ez B (Ocular study
with rabbit eyes)
(3)km*e & {4 (Cytotoxicity)

ISO 10993-12:2012
1ISO-10993-23:2023
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R FFET ISO 17665-1:2006 ST_2023_001_P
) Sterilization validation ST 2023 001 _R
' Release 2024 001
2. A GASPELHNPREL H M REKRIADFL
Table 2. Performance standards that the new application product conforms to and summary
of performance test items:
B 5 Rl P 5 I R 3 2 S5t
Order Test Item Conformity Standard / Report No.
No. Factory Specification
= AL ISO 18369-2:2017 FIN_0S20_001
Finished lens parameters ISO 18369-3:2017
(1) ¢+ p.(Appearance)
(2) 355X = (Base curve radius)
1 | (3) 78 2k % & (Back vertex
power)
(6) 4t 2 i (Total diameter)
(7) # « B i (Center thickness)
8®r ﬁ T2 @it 5 ISO 18369-1:2017 (1) DK_0S20_001
()i % = (02 permeability, Dk) | ISO 18369-2:2017 (2) T_0OS20_001
(2)* EL % 5 % & (Luminous ISO 18369-3:2017 (3) T_0S20_001
transmittance) ISO 18369-4:2017 (4) RF_0S20 001
()% *h k7 i X ANSI Z 80.20-2016 (5) W_0S20_001
) (Ultraviolet radiation FDA Guidance(2006) (6) Ex_0S20_001
transmittance) ;& = (7) Color_0S20 001
(4)47 5+ = (Refractive index)
(5) 7 -k & (Water content):# 5%
(6)¥ % B~ % (Extractables)
(7)% ¢ #|;% 41 # (Color additive
extraction):& 5 o
2E R P ISO 14534: 2011 SHE_0S20_001
3 | Shelf life ISO 11987:2012
ATV A SAc D %fﬁwﬁ’ﬁbfﬁnﬂﬁ$@¢”7%uTﬁﬂ‘%%E‘
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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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AR ERRBRRS S AT R BT RETR S 2 RORREE 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 d AL N
CR-ZI N RN

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

A PEr 5 s =
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Wi s 4 CHFREHE S

Address of Manufacturer:
oMt kRS ER ]

Address of Medical Device Firm:
ot H B EER ]

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

el

%

pap

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

e

pap
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