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Draft Regulations Governing the Recognition, Supervi-
sion and Management to the Testing and Certification

Bodies of Products for Railway Applications

LA 3R Regulations
$ - 05 AyaE edlBeE (20T fj AL 4 | Articlel
* N )’ g :TZ N —@;fi 55 A %if %;L 5 These Regulations are enacted pursuant

= = =R to Paragraph 3, Article 19-1 of the

LR - AR IZTEL o Railway Act, (hereinafter referred to as
the Act) and Paragraph 1, Article 10 of
the Charges and Fees Act.

$ oM APEEF P T HKhoT Article 2
> C s os e Definitions:

- A& #ﬂ LR A (1) Designated products: materials,
S - F o AR R components, apparatus, software,
TR Y L HE S R systems for railway applications, or any
WoLer L BeRE . A H other parts that form railways, which
' o VE ﬁ*fﬁ A designated by the MOTC in accordance
S AR N o with Paragraph 2, Article 19-1 of the

SRR AP RN Act. _ _
T e BT E (2) Testing body: a body r_ecognlzed_ by
; FRRAp LA LR RIS the MOTC to perform testing operation
poe on designated products.

Z o~ SHEWE 4B F i | (3) Certification body: a body
VoA WA S %k E L recognized by the MOTC to perform
W certification activities for designated
pe products.

T GRERE R ERERE e (4) Accreditation body: a body who
2R 2 AR > ¥ 47? 1 have established accreditation system

o o m in accordance with the standards of the
RoERLEEAr 0 2 ¢ BFFF | nemational Standards Organization,
B B ILE B AR M ILEARE | and implement accreditation activities
I3 ORI R 2 ﬁ&ﬁ# accordingly, and have signed mutual
recognition agreements by international
or regional accreditation organizations.

FE T, e 2 FHGE T Article 3
% =" ;\zflii%iﬁgﬁ( f#)'l‘l P The- I'GQUiTE:d qualifications for the
T ' testing bodies are as follows:
PRS2 FEA o RERE | (1) Domestic administrative authorities
R SIS L E 7 A or institutions, schools of college or
above, or non-profit juristic persons,
except in the case of extraordinary
S P EAARSREBHEZE 0 # | circumstances and publicly announced
& W% EHF [SO/IEC 17025 W by the MOTC;
AL ONS 17025323 % % (2) Being accredited as a testing
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laboratory to CNS 17025 or ISO/IEC
17025 by domestic accreditation
bodies, where the testing procedures of
designated products are included in the
scope of accreditation; and

(3) Possessing necessary personnel,
facility, test equipment and
metrological traceability, and
management system, which are
sufficient to handle the testing
operation of the designated products.
Those who meet the aforementioned
qualifications may submit the
following documents to the MOTC for
recognition as a testing body:

(1) Application Form;

(2) Documentary proof that the
applying body meets the qualifications
required in subparagraph 1 and 2 of the
preceding paragraph;

(3) Function description and resumes
of the personnel handling the testing
operation on designated products, such
as those of the chief of laboratory, the
chief of quality assurance, report
signatories, and testing personnel, or
other competent personnel allocated
according to the organization type and
the management system of the applying
body;

(4) Location guide map and layout plan
of the body, and allocation drawings of
test equipment;

(5) The specifications of test equipment
and documentary proof of metrological
traceability accordingly; and

(6) Standard operation procedures
(SOP) of testing, or equivalent
documentation according to the
management system of the body.
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Article 4
The required qualifications for the
certification bodies are as follows:
(1) Domestic administrative authorities
or institutions, schools of college or
above, or non-profit juristic persons,
except in the case of extraordinary
circumstances and publicly announced
by the MOTC.
(2) Being accredited as a product
certification body to CNS 17065 or
ISO/IEC 17065 by domestic
accreditation bodies, where the
certification criteria for the designated
products are included in the scope of
accreditation;
(3) Possessing competence to perform
certification activities of designated
products, management and maintaining
mechanism for impartial, and fixed
place for business, with a sound
organization structure and good
financial infrastructure; and
(4) Having established testing
laboratories related to the testing
operation on the designated products,
or obtaining appropriate external
resources, which all shall comply with
accreditation specifications for testing
laboratory to CNS 17025 or ISO/IEC
17025.
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EETHEFRESE > T Thoge_wh_o meet the afor_ementioned
SRR T R /j_ﬂ T quallflf;atlons may submit the
R i AT e R following documents to the MOTC for
Wi recognition as a certification body:
- ¥ gAk oo (1) Application form;
. (2) Documentary proof that the
applying body meet the qualifications

2 v e required in subparagraph 1 and 2 of the
= AT f FIERCF preceding paragraph;

,w% W2 AR BRARRM X (3) Function description and resumes

s of the personnel, who are responsible

T A - for evaluation, review and certification

7~ r'»grip N rr,y;%‘r@ [E I
5—%%\ I;ﬁ?;‘-ﬂjvuz}‘
FE-_;!;.‘?]io

decision in the process;
(4) Quality manual, system structure
and overview list for quality
documents, or equivalent

S nof 2 B a4l | documentation according to its
Moo management system;
(5) Description of management and

o

By

Q b
~—1nh-_

=4

- ¥ L . . .
e L ﬁlﬁ# B maintaining mechanism for impartial;
S BB ERS R AP (6) Location guide map and layout plan
NN ERRIMIALEP R BP of the body;
A, (7) Description of the organization and

. functions;

1~ PREFRTE TR T4 0 7| (8) Description of stable finances and
PRKBPIFTHRTEVEEL N supporting documentation; and
RS L SR RIS (9) List of resources required for the
; evaluation, including self-established

e testing laboratories and available

external resources, as well as

description of ensuring confidence.

S

Article 5

L In th f Article 3, P h?2
, ko s n the case of Article 3, Paragra
)@ gy B RAF > ERA | oy Paragraph 2 of the prece%in[g);
TR UG L o BY A L&A | article, where the application
BAREH I EILo documents are deemed incomplete, if
the application are not fully
supplemented after the applicant
receiving notice from the MOTC to
undertake corrective action within a
prescribed period of time, their
applications shall be dismissed.
KL TR N A UL R I e For the aforementioned notice, the
_ . MOTC shall list matters or documents
BATZER AT 2 - i v

, to be supplemented by items, notifying
R TR R v TpAz= S opop the applicant to make a supplement
e within THIRTY (30) days after
receiving the notice.
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Article 6

Where an application as described in
Paragraph 2, Article 3 and Paragraph 2,
Article 4 is received by the MOTC, the
MOTC shall conduct document review,
with onsite survey when necessary, and
a document of recognition will be
issued by the MOTC after the
application passes review.

If an application does not fulfill
requirements of the regulations herein
according to the aforementioned
review, the MOTC shall notify the
applicant to undertake corrective action
within a prescribed period of time and
apply for a second review; in case of
failure to apply for a second review by
the given deadline or failure of the
second review, the recognition shall not
be granted.

For the aforementioned notice, the
MOTC shall list matters or documents
to be corrected by items, notifying the
applicant to complete the improvement
and apply for a second review within
SIXTY (60) days after receiving the
notice.

It the application does not meet the
requirements after the second review,
the applicant may re-apply after
NINETY (90) days from the following
day to the date of receiving the notice
for recognition not granted.

S

SRR RERE L RT
FORHRE S pPERT 2P A=
E 5 FoRY RBP4 LP
R Ee WY G REY B R

Article 7

The recognition of a testing body or a
certification body has a validity period
of three years, beginning on the day of
recognition granted. Within NINETY
(90) days prior to expiration, the
recognized body may apply for
renewal, each renewal period shall be
THREE (3) years.

The provisions from Article 3 to the
preceding article shall apply mutatis
mutandis to the application for renewal,
review, and document issued for
recognition renewal.
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Article 8

Where the testing body or the
certification body applying for
expansion of the scope of recognition,
the provisions of Article 3 to 4 shall
apply mutatis mutandis, and the body
shall apply to the MOTC for
recognition and re-issuing the
document of recognition.

Where the scope of accreditation of the
testing body or the certification body
has been reduced by the accreditation
body, the testing body or certification
body shall immediately stop
performing the activities relating to the
affected area, and apply to the MOTC
within THIRTY (30) days from the
following day to the effective date of
reduction of the scope of accreditation.
For expansion or reduction of the scope
of recognition, the validity period of
documents re-issued by the MOTC
shall be identical with that of the
original documents.

Article 9

In case of alternation of the document
contents prescribed in Subparagraph 2,
4 to 6 of Paragraph 2, Article 3 for the
testing body, or in Subparagraph 2, 4 to
9 of Paragraph 2, Article 4 for the
certification body respectively, the
body shall, within THIRTY (30) days
from the following day to the date of
alternation, apply to the MOTC by
submitting related documents for
change of registration. The testing
operation or certification activities on
the designated products shall not be
conducted before review and approval
of the changes is granted.

Article 10

Where there are changes in the
personnel prescribed in Subparagraph 3
of Paragraph 2, Article 3 for the testing
body, or in Subparagraph 3 of
Paragraph 2, Article 4 for the
certification body respectively, as a
result of resignation, recruitment or
employment, the body shall, within
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THIRTY (30) days from the following
day to the date of changes, report to the
MOTC with information of the
personnel for reference.

$ L -5 o ﬁﬁ’ffi %pﬁﬁﬁf? ¥ Article 11 _
BIAES B A kb B £ 4p The test reports, review records,
g = certification documents and relevant
B o~ s f et 0 ¥ 3 % | technical documents shall be recorded
HLaE o g B LR T RE RS correctly and in detail, and shall be
I preserved for TEN (10) years at least.
R Nonetheless, if the period of
preservation is otherwise prescribed in
other laws and regulations, the longer
shall apply.
$ Lo LB BRI Article 12 o
N . . The MOTC shall conduct periodic
APHFELE E LB L2 T checks on the annual operation of the
TR E %ﬁ I H & %RFWBH A | testing bodies and the certification
T md ?f R SN~ bodies, and non-periodic supervision as
5 . well. The bodies shall not evade,
impede or refuse the checks or
supervision without justified reasons.
EHE AP AT EFRG # A If there is non-conformity found by the
LR % S A aforeme;ntloned check§ or supervision,
~— TR —rsT T the bodies shall make improvement by
3 - the deadline noticed by the MOTC
$ Lz QML _iﬁﬁ;éi:;g\i Article 13 _
AR TAABETEAL The M_O_TC may, in order for the
- ‘ F supervision on railways, and
L R #E\ ?ﬁt&fﬁ BHRERT #7" investigation into accidents and
53! ;;p r&g Eare A TR RRIEE gbfnorma! eve?tsr; access c_iocumgnts and
X . - information of the operation an
e ?‘z AR activities related to the scope of
W IESg o

recognition of the testing bodies and
the certification bodies. The bodies
shall not evade, impede or refuse
without justified reasons.
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Article 14
Under any of the following
circumstances, the MOTC may order
the testing body or the certification
body to stop performing all or part of
the operation or activities of the scope
of recognition, and request that
correction actions be taken within a
certain time limit:
(1) Where the testing body or the
certification body does not fill in a
vacant position of the personnel and
violates the requirements set out in
Subparagraph 3, Paragraph 1 of Article
3 or Subparagraph 3, Paragraph 1 of
Article 4 respectively;
(2) Where the accreditation by the
accreditation body has been suspended;
(3) The certification body fails to
surveillance the certified products;
(4) Not providing the necessary
information requested by the MOTC
within the requested period without
justified reasons;
(5) Refusing to be periodically checked
or supervised by the MOTC without
justified reasons, or in the event of
defects that cannot be rectified in a
timely manner; or
(6) Not assisting in processing appeals,
complaints or disputes without justified
reason.

AT e o X R 2 The operation or activities shall be
R A K dnd M ¥ 5 resumed only after the aforementioned
LRSS e R TER R situations are improved and confirmed
by the MOTC to be in compliance with
related requirements.
FLIE ORRBHESREREF T ArﬂilgelrSany of the following
PR L - RANERE SR Grumstances, the MOTC may
i H T withdraw or abolish the recognition
S A A graq';gd to thg t((ejsting body or the
o mm e certification body:
S S R (1) Where the b03(/21y applies for
Tl terminating the recognition;
= AR EGR LS Ao (2) Where the accreditation is
4 epaIL % 3 o withdrgwr_l or revoked by the
e e - . accreditation body; B
T RTRT R FaE s I E (3) Where the body loses the ability to
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perform operation or activities, or is
unable to maintain impartiality to
perform the operation or activities
effectively;

(4) Where the principles of avoidance
of conflict of interest or observance of
confidentiality are violated during the
operation or activities of the scope of
recognition;

(5) Where the body performs operation
or activities beyond the scope of
recognition or in a manner of tardiness,
(6) Discrimination without justified
reasons;

(7) Where the application for expansion
or reduction of the scope of recognition
IS not made in accordance with Article
8, or conducting the operation or
activities before the recognition is
granted;

(8) Where corrective actions are not
taken within the specified time limit in
accordance with the preceding article
and resuming conduction of the
operation or activities before
confirmation by the MOTC of
compliance;

(9) Where fraudulence is found for the
report signatory or issuance of
certificate;

(10) Where the body accepts gratuities
such as monetary or material gifts,
meals or other entertainment, or of
instances of entreaties or lobbying from
interested parties in the operation or
activities of the scope of recognition, or
take advantage of their powers,
procedures or opportunities to seek
illegitimate gain for itself or third
parties and the violations are
significant; or

(11) Where the violations against other
laws and regulations are significant.
The one whose recognition has been
withdrawn or abolished by the MOTC
shall, within THIRTY (30) days from
the following day to the date of
withdrawal or abolishment, transfer the
complete documents and files of the
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cases to the agency designated by the
MOTC. The one shall not evade,
impede or refuse without justified
reasons.

The one whose recognition is
withdrawn or abolished shall not,
within THREE(3) years from the
following day to the date of withdrawal
or abolishment, apply for recognition,
except where recognition is terminated
as a result of application made by the
body in accordance with Subparagraph
1 of Paragraph 1 hereof, and the case of
extraordinary circumstances is
approved by the MOTC.

Article 16

The scope of recognition and validity
period of the testing body or the
certification body shall be publicly
announced by the MOTC and publish
on the World Wide Web. The same
process shall apply in the event of any
changes.

Article 17

Where the recognition of a testing body
or a certification body has been
withdrawn or abolished, the MOTC
may coordinate with other testing
bodies or certification bodies to receive
and preserve relevant documents and
files of the operation and activities of
the original scope of recognition.

Article 18

To apply for recognition as a testing
body or a certification body shall pay
the review fee of NT$12,000; review
fee shall be paid at the time when apply
to the MOTC for recognition, renewal
of recognition or expansion of the
scope of recognition. Where the
renewal of recognition or expansion of
the scope of recognition can be filed
together according to their nature, the
applications may be treated as one
application case.
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At the request of the applicant, for any
review, survey, checks and supervision
conducted abroad, in addition to the
aforementioned fee, expenses for the
MOTC to send personnel abroad shall
be collected in accordance with the
Directions for the Overseas Travel
Allowance Disbursement.

Article 19
The MOTC may delegate its
subordinate authorities to perform
matters of the MOTC prescribed in
Article 3 to 10, Article 12 to 14, and
from Avrticle 16 to the proceeding
article; The matter delegated and the
legal basis for such delegation shall be
publicly announced and published in
Executive Yuan Gazette.

Article 20
These Regulations shall be effective
upon the day of promulgation.
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