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ERBHERANATHIEE

Declaration of Pre-clinical Testing Conformity for Medical Device

HEArHEE Instruction:

L.

AVSEREH AN BRI RLAZINE BB L BHIRE LT BRSH L
T

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
declaration.

UTEFETRFRERBARBETMNRAMEAMIIEERE (RZE) BXAE > td i
BHRETARRAPERBARLE (Rl | BEFEHGER)  FUERER
BRIFREA MRFERATARRAAES T EHZRBBRE ~ H ik REEFRRBR
Mokl (o0 BASERATRIREH) -

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 declaration {In case the declaration document is longer than 1 page, please also
put down the signatures/stamps across the pages).

A & ETRBEAREREZATTER(RRPIEFRABRAE » RRSGTHREFR
AHRZHRE -

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 pharmaceutical Affairs
Act,

AR ZBAMARTHBERELE oA ER WEBH AR RBH/ NSRRI
AR AREL ) AR RBR TR ERIEERARAGH SR H AT
HAERERBR  WABNENABFELEUEA L EFREAT AW TH -

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.

5. BRBH BRBAMRAFIHEEE SRR BRBASTZH BRI/ B R E S FH 4

o M ERTRARAR REMAE  LRRYEARERARS > HEBH
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TR R RBWG/ BB RFA B BB TH

The claimed items and the corresponding recognized standards/guidance refer to the
existing international standards/guidance. However, the MOHW may request additional
information 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.

T BHEBHUPSREELBAEELTLRBRE SR SBELEZEMUELHTER
i

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:

BRBMHITHEER
Medical device License
Number

B F XA

Product Name (Chinese)
BB L

Product Name (English)
B/ A

Model or type
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A FHERELERRALGAMER:
Product applied for registration and the declaration of Pre-clinical testing
conformity: ,

AP LR
Product Name (Chinese)

B 445
Product Name (English)

AR/ R
Model or type

BRI AT RS A B G ia i & T B B0 SRR B S 2 B AR AT AR E 42
B RERAF] R R FREEREBS U "R FIHETE NS i BERER
PRITAERES  BRRMEEAREAMN S ZHEETN)

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).

- HiE—4QEHE P check on one box only:
(404 2 BEARTRIR AR (1 C A7 7]+ 3850 B8 2 40
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).

LI EAEESHRZARERRDMARRGRD AP HEFIRELBR S
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 celumn D of the Annex).

I, sheedt(FEE )8 % /List of performance standard (standard/year):

2. HBEAMORRE)ZRE/List of safety standard (standard/year):

Z~HE—LHEEY 0 check on one bhox only:

CIATFI A R /4% 22 ©.3T H £ B #L4#% - The applied guidance/standards listed above
provide all the acceptance criteria and specifications.

(AP R/ BEFRITARAES  FREBAREEUS L HEEBE WL -
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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e BRI E A LA RSB B B AR ZERATRRE MG REE b

HHBEAE  RSHSBRABYRALHSHTERABRE AT ZAD A

fol- R

TaN FY W

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.

# % 8 % 4% - Name of the
manufacturer:

PHBEHLMGEE NG ) Nane of the
medical device dealer (with company stamp):

3% Bt Address of the
Manufacturer:

W3 4 7 shal ¢ Address of the medical device

dealer:

HEANB(HE)AIH
Manufacturer official

representative signature and date:

REaAACGRERRAFERAH

Head of medical device dealer signature,

stamp and date:
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