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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

AETR

Product Information

# A&
New Application Product

R A &

Comparison Product

e Jert P
Comparative Explanation for
Differences and Similarities

LA
1 Chinese and English Name
of Product

OO0 /#1447 & APy
“O0” Flowable Composites
Resin

XX i ig & KA 7 H
“XX” Flow Resin-based Dental
Restorative Material

PR R LAR

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

i FWF % 000000 5

FAARTIIP AT ELL R

Bl By & AR u GERRFTRAF (SMT e | AERRTRANT (S4B (R

Manufacturer BE G B 1) %R 1Y)

Name/Address
3 Gr:E B EER)

(Note: Please fill in the

actual manufacturing

facility.)

A S5 Y F.3690 %5 7 +4 F.3690 #t%5 7 1 i
4 | Product Category

A fefait L RN R E AR SRS & 10 Fe

rane [iE R /FE HP * 2

S | Product Description
Efficacy/Indication/Intended
Use

WA R BT 7

ox

SRR AR R AR
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W%ﬁ&ﬁ@ G BER LR o HEiTpFEL IR

1R Rk NRTEAPSOERAETE L ([ FRLBEVLLTE AP L
Work/Design B = . e
Principle/l\%ethod TG RS R OREL G AT R R DS

Lo B A AT L RS

§oN I BT 54T

i e
HHRLL S A fie 3 e D UDMA, 4 #2244 UDMA, Sy L8
Material/Ingredient Formula | TEGDMA TEGDMA
(7 BN R | R AR A S § R AWEAHE: - §F i p
A 7 )
(N*;tg'?g}%;*sglicable to | 7 e ACKAL TRICAIE AR I S A AR R AR
medical devices that are | ! &l

IVD reagents and contact
human body.)

¢ & : Universal, A2

¢ 5.1 Al A2, A3, Bl, B2, B3, UO,

White, Yellow, Blue

A~ AIEL
Model or Type

A5 Ref 1780
* ;% Syringe 3|
it E R HIVER:
600 mW/cm?, 20 sec,
3.0mm

4, H38R:0-25°C

1. #]%5: Ref 1760

2. * ;%£:Syringe 4| &

3. Fi
-600 mW/cm?, 20 sec, 3.0mm
-1200 mW/cm?, 10 sec,

3.0mm
4. %38 R:0-25°C

Cap 7|

R PR B ER

1. OO /n#ei44F & ffig ¥ 2
% Syringe 4] » XX jnds 4
A ERA T M 2T ER
Syringe 3] & Cap 3] -

2. OO0 jids|24f & A A
% #c % 600 mW/cm?, 20
sec, 3.0mm » XX it {4 47
EREAT T MR Sl E
# 600 mW/cmz2, 20 sec,
3.0mm &% 1200 mW/cm2,
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10 sec, 3.0mm -

R TR TR BEFEAFR BEFEAR 1o ke
9 | User/Operator Qualification

ATE A SRR K2 | O0 s AF & XX R B AR ERAT T 2 2 (T ERZ F SH)EG LR 2 BERY F
AR PHFRY A | g nren it 22 ks o

TR B E >R ATy 2
P

Explanation that

10 | differences between the new
application product and the
comparison product do not
affect safety and
effectiveness for clinical use
of the new application
product

BBAP DV A &des? A2 2 g e 22 TRA R AR B3F 0 F 5T RA 0 RIRRAREATIZ 20 5 R R e
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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BN ATY A S22 TRk T RIRE R LR
I1. Conformity statement on preclinical testing of the new application product

A&ET 2 LA OO0 i # 144F & 37,
Product Name in Chinese
AEEY LI “O0” Flowable Composites Resin

Product Name in English

AR B 1. A]%t: Ref 1780
Model/Type 2. % ;:Syringe 7
3. Hivs ® >~ FRF S FHIYER 600 mW/em2, 20 sec, 3.0mm
4. W®HiEAR:0-25°C
Tk o RlER & LR
Conformity Statement on Preclmlcal Testing
ERHHP

Explanatory Note for Filling In:

L GPIREATY GFAS R 2% 22 # R > Y A3 Ry BT R ERRE 2
SRR S Y
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. 7 #2300 —i_g ol s QU R I e %@Q
Please list and enumerate performance test items in a summary that the new application product
conforms to.

\2';3_};}’ 14A7 o7 ]“*ﬁﬁé‘b]““fﬂ—%‘ﬁ br},? F;g}%j;
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 ARGl RO 2 E
Order Evaluation Item Conformity Standard / Factory Report No.
No. Specification
EA 1 e US FDA Guidance: Dental BI0-001
Biocompatibility test Composite Resin Devices - B10-002
(1) w3 425#% (Cytotoxicity) | premarket Notification BI0-003
(2) 4 7cs#5% (Delayed-type (510(k)) Submissions (2024) | BIO-004
1. | hypersensitivity) ISO 7405:2018 BIO-005
3) 7l *IE; AP e 1SO 10993-1:2018 BIO-006
Irritation / Intracutaneous
Seactivity) ISO 10993-352014 BI10-007
4) TAEEE TRiEE B2 1ISO 10993-5:2009
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(Subacute and subchronic
toxicity)

(5) #& F14 4325 (Genotoxicity)
(6) & » 5% (Implantation)

(7) &4 =% (Acute
systemic toxicity)

ISO 10993-6:2016
ISO 10993-10:2021
ISO 10993-11:2017

% 2.
Table 2.

AT AR R AP AR SRR PR

of performance test items:

Performance standards that the new application product conforms to and summary

e Pl P &R R R R ¥ 2 S5t
Order Test Item Conformity Standard / Report No.
No. Factory Specification
e g US FDA Guidance: Dental | PY-001
Physical and Chemical properties | Composite Resin Devices - | CH-001
(1) =i FHMLF 2R & %42 | premarket Notification
W2 gt 2 EEEFTL | (510(k)) Submissions (2024)
PR (AT ) - 1SO 4049:2019
l. 2 i=pF R (working time » 1SO 7491:2000
Sec) o
Il. 5 %P (setting time » min)
(2) reehRa g B2 4k
I Bt k582 i £ (MW/cm?) -
£ (nm)gz k=i pERF o (curing
time > sec)
1. $9 f % e kg R
(Sensitivity to dental operating
light)
1 |11 5 zA (Depth of cure

mm)

(3) %* 3z & (flexural strength,
MPa)

(4) #UR 5% K (compressive
strength, MPa)

(5) |+ Hdk (elastic modules,
GPa)

(6) # w & B (surface hardness,
KHN)

(7) & ks s o (filler
particle size distribution, pum)

(8) 4= % f#x (release profile> u
g/mm? -

(9) Bk & 5 2 & (Water
sorption and solubility » ¢ g/mmd)
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(10) ¢ #2235 ¢ 42 7 A (Shade
and color stability)
(11) 2 7 % 4 (Radio-opacity)

I GH 4P US FDA Guidance: Dental SF-001
Shelf life Composite Resin Devices -
5 Premarket Notification
(510(k)) Submissions (2024)

ISO 4049:2019
ISO 7491:2000

AT A S B PEPAEH P LS ERERRL S den TH D RAR
B R PR BRI WA R S B ERR o T et
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.

W AR S R AT RT R E 0 T R EGER 2 TR E 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.

o A AR FIRN B b AT F LS
Khoded BEE1T 0 SFRE
BB
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.

LFE > F AL TR T RIET #'iﬂ?%@‘%ﬁr@ff@
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FEL RS X CHFREHD oA GHEa e E):
Name of Manufacturer: Name of Medical Device Firm (please stamp
SELF AP company seal):

SELF AP
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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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