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Affidavit of Pre-clinical Testing Conformity for Medical Device

BB ¥ 3L & Instruction:

1.
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Only the manufacturer whose similar medical device(s) has/have ever received market
approval from the Ministry of Health and Welfare (MOHW) in Taiwan with the same
classification number, referring to the table of the Annex “Conformity Assessment of Medical
Device to the recognized standards and guidance”, is eligible to file this conformity affidavit.
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To exempt from submission of pre-clinical testing documents, the statement filed below must
be true and accurate in accordance with the technical information provided by the device
manufacturer and per attached standard/guidance that may apply. Signatures from both the
device manufacturer and the medical device dealer are also required for the conformity
affidavit (In case the affidavit document is longer than 1 page, please also put down the
signatures/stamps across the pages).
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The device will be subject to post-market inspection in accordance with the stated standards
or guidance as listed in the following table of the Annex “Conformity Assessment of medical
Device to the recognized standards and guidance”. In case of noncompliance findings, the
legal responsibility will be followed according to the Medical Devices Act.
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The submission-exempted pre-clinical testing documents should be maintained within the
manufacturer premises and by its dealer in Taiwan, which are subject to review upon request
by the MOHW. Noncompliance with such request will result in future denial of the exemption
privilege.
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The claimed items and the corresponding recognized standards/guidance refer to the existing
international standards/guidance. However, the MOHW may request additional information
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for complete evaluation of a device if the device features specific technological characteristics
that raise safety and efficacy issues not covered by the stated conformity assessment.

ToFRBHULEFEELAENRAL D LR A LS FEALFNELFTET
L

Information of the similar device(s) from the same manufacturer with the same classification
number in the same class which has/have received market approval from the MOHW:

FREHFTETE
Medical device License
Number

P
Product Name (Chinese)
A&EE v LR
Product Name (English)
RHA 5

Model or type
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Product applied for registration and the Declaration of Pre-clinical testing conformity:
A& B f

Product Name (Chinese)
BEEY L
Product Name (English)
LA EL

Model or type

A D RIER SR Groad TFREHST A B BP L L TRA T RIEAE S

By NFHEA S NEEPANFF 2P E o AN LT R R E S Ao AR #\
IOREHE R R H‘ﬁtf‘ B0 S S 2 By TR

Declaration of Pre-clinical testing conformity

(Please fill in the form referring to the guidance/standards listed in the Table of the Annex
“Conformity Assessment of Medical Device to the recognized Standards and Guidance”. When

quoted as “and”, all the stated information must be supplied accordingly; when quoted as “or”, it
is sufficient to provide one of the stated information. If there are no specifications given by the
stated guidance/standards, then the data based on the manufacturer’s own specification or the
comparative data comparing the device with a predicate device must be provided).
- ~F#H— 9 FHE 7| check onone box only:
O & 23 2 Tk RIZRA (R CH 5] 0 Gidr | A% LA
The device stated above conforms to the guidance published by the MOHW (please fill in
the corresponding guidance referring to the “Guidance for pre-clinical testing” in column C
of the Annex).

DF & ABASHEZH 2 % 2 RE (2 DA 477 0 3R LfEE £ )
The device stated above conforms to the recognized performance/safety standards (please
fill in the corresponding standards and the published years referring to the “Recognized
Standards” in column D of the Annex).

1. # 5o (22 )& 2% /List of performance standard (standard/year):

2. i % > (-k-T)HE2%/List of safety standard (standard/year):

= ~FH#— 9:EHE 5] 1 check on one box only:

o 7| AR BEARE P @ 375 >3 R4 o The applied guidance/standards listed above provide
all the acceptance crlterla and specifications.

O P ABMAREY X573 AR > FRERRLEHFL S HERR & N o
There are no specifications given by the stated guidance/standards. Instead, data based
on the manufacturer’s own specification or the comparative data comparing the device
with a predicate device are attached in case of review.
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We, the device manufacturer and the medical device dealer in Taiwan, hereby declare that the
information stated above is true and correct, and we acknowledge that we will take full legal
responsibility for any false statement made herein. All pre-clinical supporting documentations are
retained at the premises of the manufacturer/Taiwan dealer and can be submitted upon request by
the MOHW.

FAOBL A > 2 AL Tk B R TAOT A & o e
AFREHPALRH IR PR B R AL

RS *H ¢4 - Name of the 4 FEREHR CHGRE 2 7 & &) - Name of
manufacturer: the medical device dealer (W|th company stamp):
B¢ ¥+ u ¢ Address of the Y F R EH B & 2 0 Address of the medical
Manufacturer: device dealer:

BhCR(AF)E P FREHBLFAGRELF Ao @)2 P ¥
Manufacturer official representative Head of medical device dealer signature, stamp and
signature and date: date:
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