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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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£ ETR

Product Information

#Y A
New Application Product

A &
Comparison Product

£ PR P
Comparative
for Differences
Similarities

Explanation

and

PR &L
1 Chinese and English Name
of Product

(OO e
“O0” Surgical Lamp

XX b £ il
“XX” Surgical Light

e RLER

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

i FWF % 000000 5

FAARTIIP AT ELL R

g e BRI B GERPF AT (AP ek | SERGFF AP (24P ak | HE

Manufacturer Name/Address | <. 4 spe 1 % 4w ]

G 3 1 Wt ) PEERLE) BRI
3 | (Note: Please fill in the

actual manufacturing

facility.)

A S ) 1.4580 #b F+ & jieig 1.4580 *F L & jieig il
4 | Product Category
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S | Product Description
Efficacy/Indication/Intended
Use

M P NEA

WP NEA

Page 3 of 8



110.5.1 %

1 ERRF RIS R
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Material/Ingredient Formula
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(Note: Applicable to medical

devices that are IVD

reagents and contact human

body.)
1. Al%.: ORLED/S 1. Al%.: ALA-01 1. OO ¢kt & jisEd f 4
2. kR#AlLED 2. kkRxpAl LED 4300K+200 7 XX ¢k fL £
3. #ie& ¢4:30,000 ) pF 3. #iz& 4:50,000 | pF HE ¢ R ¥ EH 3900K
4. ¢ §:4300K+200 4. 4 ;8:3900K+200 - +200 ~ 4100K+200 &t
5. Imjgksa? ik * R A 4100K+200 ~ 4300K+200 4300K+200 -

iﬂ-‘ﬁi' ~ A5
Model or Type

160,000 lux

6. P& A& # [ 40,000~160,000
lux

7. kR %EFE L D10: 160 mm
(£10%)
EREE DT
(£10%)

D50: 85 mm

5. Im ke i X &R
160,000 Lux

6. PR # [¥:40,000~160,000
lux

7. kBRHEFE L
(£10%)
kP& B 2 D50: 85 mm

D10: 160 mm

2. Biede o d RERES
S AR I A
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8. BEEHRE: EAE-40°C~T0° (£10%)
Crip%% R 10%~95% % | 8. #¥5HkHE: FA-20°C~50°
M #% /& 500 hPa ~ 1060 hPa Cipstiz R 20% ~80% > %

9. REFELFFE N EF R M # /& 500 hPa ~ 1060 hPa
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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

A& 2 7 %g_ 00 ?P%ﬂizﬁ‘{%
Product Name in Chinese
ASEY LA “O0” Surgical Lamp

Product Name in English
/A5
Model/Type

4% ORLED/S

% kag 3] LED

%i& % 430,000 -] pF

¢ ;8 :4300K+200

Im ks ® g+ 2 & 160,000 lux

Pe & 4 [¥1: 40,000~160,000 lux

% PE ¥ & 2 /5 D10: 160 mm (+10%)

% PE % 3 B /< D50: 85 mm (+10%)

8. EEmE: BAE-40°C~T0°Co Ap¥iRA 10%~95% > % 4
/& 500 hPa ~ 1060 hPa

0. FEFWARAT EFFA

TRk W RIE P & PP _
Conformity Statement on Preclmlcal Testing

No o~ owbhdR

FRWP

Explanatory Note for Filling In:

1. ’LJ'J%S%&‘”‘?' FAS R E LR 2R H AR R RSy RRH O RV RS
R0 vt ¥ 2 ﬁivb‘i;* HL o
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. 'i‘)z'%; ﬁr-r'f‘*b7 oA P R
Please list and enumerate performance test items in a summary that the new application product
conforms to.

FrY AN E2Z X 2R MG RE PR R
Safety and performance standards that the new application product conforms to and summary of
performance tests:

21 MY GA&SPEZE 2MRE
Table 1. Safety standards that the new application product conforms to:

B 5 SN BRI R 3 2 B
Order Evaluation Item Conformity Standard / Factory Report No.
No. Specification
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T T DRk IEC 60601-1:2020 ET-601-1
1 Electrical safety test
TRARF R IEC 60601-1-2:2020 ET-601-2
2. Electromagnetic compatibility
test
R FE AR US FDA Guidance: Content of | SW-001
Software validation test Premarket Submissions for
3 Device Software Functions
' (2023)
IEC 62304:2006/Amd 1:2015
¥ 5 B¢ i W vy 9
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Table 2. Performance standards that the new application product conforms to and summary
of performance test items:

B 55 RFRIE P i &AL RO ¥ 2 s
Order Test Item Conformity Standard / Report No.
No. Factory Specification
(1) P & % (illuminance) - IEC 60601-2-41:2021 PF-001
(2)% %12 ‘;éﬁé;(Spectrum) ° US FDA Guidance:
)R o+ 4 m F - FE% Guidance Document for
(Temperature Rise in Lighted Surgical Lamp 510(k)s
1 surface) - (1998)
(4)% 2% (9 7 L AET
Stability of the light source ~ &2
% »% Lamp failure ~ kR * &
¢ operation life of the light
source) °

AE A S RS F R BN B S LSRR R TP GRS
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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.

B LR RCR Y AT AR BT R R R T
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.

LR &
Name of Manufacturer:

A P % o\ =
SELF AP

CHFREHE A GREA P E):
Name of Medical Device Firm (please stamp
company seal):

A e A , =
SERF AP

EIEEY R
Address of Manufacturer:
oMt kRS ER ]

PHEREMRE S AL
Address of Medical Device Firm:
otH Rk EER ]

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

FREHFLFAGFELF A @)z p e
Responsible Person of Medical Device Firm
(please stamp seal of the responsible person) and

Date:
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