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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.

AEPE EATS $$%€%¥ﬁﬁﬁ H AR & 2 2 0 e TR T
BRod FREHULFH %%<ﬁ£@ f%%ﬁp—kﬁ%(wﬂ erdz 1 i
ﬁ*%éﬁg);%ﬁﬂiﬁ+m@ (ESNE R Bl A i N R

FREE AR TR FIZ BRI 2 RRR LB R RE 0 ¢ L RERA
FT'L‘F;{EE‘ J-*#_ *#)F‘r )rL—\J-ZL ?ﬁ‘r'-rw‘_f—r?_zzir’}}ijé,;‘br’}v}:ﬁ,?]i? ‘7}’}3;',%
BE T R R B RN LA B ARM T -

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

00 % 3 4ki #
“O0” Vacuum Blood Collection
Tube

XX EZ#Hx ¢
“XX” Vacutainer Blood
Collection Tubes

PR R LLR

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

g FWF % 000000 5
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g R &AL A GEUNRFFRAD (prF e | AERFFIAND (SH4F e (AR
Manufacturer Name/Address | -x = 4 mpx 1 R G Egk ]
(;L;‘g—if_ﬁlelé&) o ‘Eifu) B 9B %,{)
3 | (Note: Please fill in the
actual manufacturing
facility.)
4 A R ALB75 & R MTER A AL675 m itk AT K H ip Fe
Product Category
A& Fepait AAESY REFFRLIFEF | FAS T EFRL LR | PR
P[RR g AT R Tk 7 %3 R A Rk
5 | Product Description @ o
Efficacy/Indication/Intended
Use
1 ERR R/ ERA S A L 25%F BRI RF (L FEZHELEEFAMRIc- | OO0 E

Work/Design

§ %R B o 5 25%
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Principle/Method i e Fivp oo R RER XX E FHE F
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Material/Ingredient Formula P 2 e R b K Y
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! (Note: Applicable to medical R E o
devices that are IVD
reagents and contact human
body.)
1. ;‘g] %{' 524050606 1. ii;] 55.:535075 B E R EITE G EAG
HAe A 2. 7}@4“?‘ O ’g 2. = ﬁiféﬁ' PET ;f:””g ES
8 | Model or Type 3. %ML "g #* £:4/5/7ml 3. 3}3#.!5_ & % £:10ml
4. EiTF R 15-25°C 4, FiTER:25°C
5. HwiERIZE 5. %3 A&:4-25°C
rEIEAR TR LELR EEAR 18 I
9 | User/Operator Qualification
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10 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

ASY v LfE 00 & 7 ¢

Product Name in Chinese

AEEX LA “O0” Vacuum Blood Collection Tube
Product Name in English

AR5 A1 55: 524050606

Model/Type
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Conformity Statement on Preclmlcal Testing

R

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. AR FASPELH AN ERIED L
Please list and enumerate performance test items in a summary that the new application product
conforms to.

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

L ATY FASP A% 2R
Table 1. Safety standards that the new application product conforms to:

33 =R BA R R I 2
Order Evaluation Item Conformity Standard / Factory Report No.
No. Specification

% R R ISO 6710:2017 LC-001
1 Test for leakage of container

B 4 R ISO 6710:2017 RC-001
2. Test for robustness of container

R FFET ISO 11137-1:2018 SV-001
3. Sterilization validation ISO 11137-2:2013 SV-002

ISO 11137-3:2017 SV-003

22, MU GFASPEZFAPREZ AN PRKRAEDFL
Table 2. Performance standards that the new application product conforms to and summary
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of performance test items:

e I3 P &R R R R ¥ 2 S5t
Order Test Item Conformity Standard / Report No.
No. Factory Specification
BT 2 AT R CLSI GP39-A6 (2010) NCGM-0001
1 Test for nominal capacity and ISO 6710:2017
graduation marks
3 SR A PR CLSI GP39-A6 (2010) NPDV-0001
2 Test for negative pressure draw ISO 6710:2017
volume
3 i A HE FE CLSI GP39-A6 (2010) AT-0001
Additive tolerance ISO 6710:2017
4 Zv EAsT CLSI GP34-A (2010) BA-0001
Blank analysis
5 R CLSI GP34-A (2010) PT-0001
Precision CLSI EP05-A3 (2014)
6 B 5E A 2 v ERIRE CLSI GP34-A (2010) MC-0001
Method comparison CLSI EPO9c (2018)
£ L CLSI GP39-A6 (2010) ST-0001
Stability ISO 6710:2017
7 CLSI GP34-A (2010)
EN ISO 23640:2015
CLSI EP25-Ed2 (2023)
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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
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

T AR TRk TR T AT F R BN R
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subject to license revocation and penalty provisions of the Medical Devices Act.

i A
Name of Manufacturer:

A Fep 5 ) =
SEMHF AP

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

A e A , =
SELF AP

EIRCH TRl
Address of Manufacturer:
SAT e B R AER 1L

CHFREHPE A
Address of Medical Device Firm:
SAH BB G ER L

W mEF LB (BF) 2 p 8¢
Authoritative and Responsible Person of
Manufacturer (signature) and Date:

FREMPLEFAGrEL T &) p Y
Responsible Person of Medical Device Firm
(please stamp seal of the responsible person) and
Date:
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