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FoRBFREHASRERAFRBTEPLLEP T GoR)
Class 2 Medical Devices Comparison and Preclinical Test Data
Conformity Statement (Draft)

[ ]%g & ‘ﬁ’?# B B4 [ J® & Manufactured Domestically
(In Vitro Diagnostic Device, 1VD)
[]2-%8 *t & Wr?)% R []ﬁ.‘] > Imported

(Non- In Vitro Diagnostic Device)

BY R
Instructions for Filling In:

L rEPFgr w5 2uFREHAL %% %QV*’fﬁ“&é&éwk%%ﬁ
MR~ A s gt s Wi s YT i Ak S R > FASRER (e 5 e
REM  FEIRRAERD S 22 @RAEY ) 28g EEY L3 %ﬁﬁr’ﬁéﬁ;’ij o
DHEVENGRPF AR AT ASN FHEF FAAERE 2 PR

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.

2-*§m%%ﬁﬁﬂ¢$%%%%ﬁﬂéﬁ T A T NS SRR S
E'P‘q ’F;Fg)?‘?}g*j@llgi ﬁ}"é Lpg)%‘gg’]‘jﬁ?—‘}]\?'f{%% (-&r?l#ﬁ»]!‘lﬁﬁ_
‘“*5%}?:4@) i FF—F“"‘F‘X‘F“’”E’ SN IR T IIREN SRR S

JF—%‘Z‘}%"]_‘%W?F% %%Lﬁa%b%ﬂs/é ‘),%"flp’fﬁ%} @"5’}5&5&%\' i%‘ ’ E;}’rﬁrlig
&2 AT "Lﬁi— HE R 2 SFreFaZ 2B 2 2 BRI E TR - 405 m ik
PR2ATE R EFHEFM PR LA AL DR APM R E

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.

AR EY G2 AN BARZTRA TR RRSETEH 2 REAEE 22 - R
LRFEEE RFSFLRT Y FFREMPF A L AL LGN TL TR
EHFESUP AR LR AP I RN AR AN

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.

ARIURHE LY FAERAT PP FEIEP LR FIEE PR R
2 EATHY GrAKRE e MR FREMFEEY 69 RAR TS

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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F AT A& E VA S22 Rt i
I. Comparative table of differences and similarities between the new application
product and the comparison product

PR AR
p’_!
#Y A& AR _
A&EFTR U o ™ Comparative
i New  Application | Comparison .
Product Information Explanation for
Product Product

Differences and
Similarities

PR \—
Chinese and English Name of
Product

A ARTIIR PR F 5L --
License Number Approved by
Ministry of Health and Welfare

B o - AL b B
Manufacturer Name/Address
Gt B W2 )

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

A S )
4 | Product Category

A e fit

Py 3§ /3R EP g

5 Product Description
Efficacy/Indication/Intended
Use

10K RIT/
6 |.Work/Design Principle/Method

R A o e
Material/Ingredient Formula
G @ * WL ureds 2 &g < 4
7| 2 FREH)

(Note: Applicable to medical
devices that are IVD reagents
and contact human body.)

R~ A5
Model or Type
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% [Hiv AR :F’Kﬁ"
User/Operator Qualification

10

B A S RASL LS
w B RBATY A SRk @
LI A S - W
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

s

BB Lm e ?‘;%—__r%-&r'jva P fEd

S RIS S AR S
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.

L

N - R R € ERE R =Y T
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BN ATY A S22 TRk T RIRE R LR
I1. Conformity statement on preclinical testing of the new application product

é’;_ ¢ o 7 7f]g_
Product Name in Chinese
A&E LA

Product Name in English
/A5
Model/Type
Tk B RIFR & LEP

Conformity Statement on Precllnlcal Testing

B R

Explanatory Note for Filling In:

L ol BsATY Gra s 62 % 22 # i R 18 K75 Rt g RV RS

FTIJ/ L2 B T e

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. FIEATY A& EZF A MFERT P FEL
Please list and enumerate performance test items in a summary that the new application product
conforms to.

AT A SR E & 2R PR # o R &
Safety and performance standards that the new application product conforms to and summary of
performance tests:

1 AY ASGE 2 X 2R
Table 1. Safety standards that the new application product conforms to:
B 5 SR AR R 4R 2 S5
Order Evaluation Item Conformity Standard / Report No.
No. Factory Specification
1 Fil AT

Electrical safety

WRAAR B L
Electromagnetic compatibility
R
Biocompatibility

(FF LIE—’” »I;I_]’ Fé‘ﬁgxi B )

3 (Please list one by one the evaluation

test items.)
3.1...

3.2...
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Software validation

i R
Sterilization validation
GL:F®RP R Y 2R F> %)
(Note: Please explain the sterilization
method used.)

Hiw g2 & > R8E

Other applicable safety standards
6 | GHip 7 Hh 3 4T)

(Please have the firm voluntarily add
items according to needs.)

%2, RV A& EZF A IR 2 M ER P L
Table 2. Performance standards that the new application‘product conforms to and summary
of performance test items:

P 5 PIFEIE P B E R RO 3R 2 B
Order Test Item Conformity Standard / Report No.
No. Factory Specification
1 Yol T

Example: Stability

H g 2 R R
Other applicable evaluation
tests...

2
COVES RS IE HEY
(Please have the firm voluntarily add
items according to needs.)

3

AT A SAe B L F R B B AL A R D TR AR
BE, PR FREFAT - Bl O RARE R R ERR F U R
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.

AW LRI RCLE Y AT TR BT R TR RO 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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T AR TR T RIETRIST TR B
£ET A Z FOR BRI R R AL 0 8

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.

Wd f E
Name of Manufacturer:

CHFREHD M GREA TR
Name of Medical Device Firm (please stamp
company seal):

EIEEY B
Address of Manufacturer:

CHFREHRE A
Address of Medical Device Firm:

WU mEFT LB (BF) 2 p ¥
Authoritative and Responsible Person of
Manufacturer (signature) and Date:

FREHF AT GRELF o) 20
o

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