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1. B #Purpose

DREFABHEAL AR E e R MBREANT T  #4 LA 2 o This

document is for the certified organization to understand related certificate rules

2.3 * #= [F] Scope
H e GRS ERAPEE ORI A ARERERT NT S (L @R R RRE
(% 20T L BT AP ehTp LB f2) - This document is applicable to the certified organization. (it

is also for the applicant to understand certificate rule in advance)

3. 4P| ¥ 7 %3 Provision description

BlA2F2HARRBINPERETAPEL & FnP i T HF 25 i—n»g;ﬁ’_,, BJE B S
P AT R A o A I T iR e ?—u\: r»ARXFPTEL R AET PP A
SP B ﬁ—k;’%— EEERR AP 4 LR NCE sk A S S R X RESEE L
I HEE L RangAecE 2 4L €9 F o All our staff appreciate you for choosing our
company as your partner. Congratulate to you for your management system has been certified and
registered . ARES appreciate your respected organization shall be our partner of credit
community. In order to obtain better economic and social benefits, we will support your
management system for maintain, improve, and further study during your certificate valid period.

32ANPHEFREIE FRBERLAOFRIT S RET [ FEERA I P EEF e RT
P FEE SR ABPE L AP P ENRRE 1T pEFASPRRF A ERE
BRI 2R A RO RS REP A g o T AP
R EFES G MR AL g B oR L hE < Y PR fode 2 o Our
audit department shall take charge in the certified organization. Shall keep daily contact with
client, remind certified organization for surveillance audit. Management department shall support
audit department. Our company purpose a trial for paying regularly visit to our client, keep in
frequent touch with client. We also handle major complain from relevant governmental function
and social community.

SIHPF R A M EH N F LI F £ MAIRERF 2 FL L E L PO REL Fo 50
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ASFEF RS RE o U AREFER L R NBEERY > AR T LG
1%} fRay e4F 4F i@ (7o Inorder to carry out all work smoothly, as requirement of a credit
community, manage certified organization must conform to relevant certificate provision, our
company must work together with your organization.
BAMMNEREREL “HRETR ~HFE A ¥ P 0 LA 7 ARES-WI-20 (Z%## 2 2
wEiR&R * A ) 93 B 2R 2o The use rule for certificate, qualification and logo must
conform to ARES-WI-20 (certification certificate and certification mark usage rules) provision.
S5¥ER R i %4 #£+% Surveillance audit to certified organization
EEBPAASPHRBEFEFOFE AL T HFET p Y REFLLTE G 0
FULEEIHE CRAS T PSP R E F % L% E L Ko Surveillance audit
shall check whether the certified organization continue implement their management system,
whether any major changes about implementation have bad effect on management system , and
assess whether the management system still meet the assessment requirement.
351 i P A T fcr 2 = §487535% There are two forms of surveillance audit: random and
fixed period.
i) &2 PR R D B GRS D RN F - AL o
T AR HE2Z - FE AR pHRELCF PAT RS 12 B o &
THFENHR PRI AT ERERAERY AEPE ) BT Our
company shall implement fixed period surveillance audit every year. Normally, the next
surveillance audit date should within 12monthes after the certification decision. Our audit
department shall inform certified organization the detail next surveillance audit agenda
information.
i) 2 THE AP AP P A F LA BFRNRIL Jhg s v i IR A i
PUPEIR T o TR W iR {7 4 2 P enig & #4451 Our company perform random surveillance
audit to the certified organization when their management system maybe out of control. Our
company perform random surveillance audit when following situations arose:
afphE > HIEFE v B REFL &K fEH 3£ EF E 45 Serious complain from
relevant party, or relevant party accuse the certified organization intend to hide the truth.

b g e & g 54k 4p B ﬁ&%ﬁ;}@ & # & # ; The product of the certified organization has
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been sampling checked as non-conformity.
C. T % X fo~ it ~ ATk SF (7 ehj st Major change in management system
has effect on the effectiveness of the implementation of the management system.
THELETREG RS2 SR AP R i B A5 o If there are several NC »
audit team will advise to increase follow-up audit
3.5.2 if & #£+% 1§ *5 Conducting the surveillance audit
EARFETD A2 P BEF % LW ARPEE R AL PR E R E LR LR
ME RO R FRIAAT S R F - R E AP IAP R ek
PR st - bl 0 ERER AN TR WY AP R T NP B
BRUEFEES o » TRW IR 22T E AP LB * o Surveillance audit
shall be conducted by our company, the detail activities shall be arranged by our company
according to the annual plan. We shall arrange qualified audit group to conduct on-site audits.
Audit team leader shall notice the certified organization and send them the site audit plan one
week in advance, for the convenience arrangement of certified organization. Random
surveillance audit plan shall be provided when audit team arrive or in advance. Random
surveillance audit will be free charge.
3.5.3 if & #&+: crut #p Delay for surveillance audit.
FEFIF AR B o B R 2 FeprIE ’iﬂuﬁﬁff R e A PR MDY
B aisvud) P AP VP ail IERE S PR AKERED R L
g % oF o Due to specific reason, certified organization couldn’t accept surveillance audit,
should submit written application to our company, after get approval, the surveillance audit can
be delayed. As delay for surveillance audit, it may cause the suspension or termination for the
management system certificate.
3.6 M e sl 3R ] & %R Report system rules for certified organization
B6.LUFHANE AP EFeRFEFEL - AR ZHIRE PEF R T B
FRWBHL TR APy B A0 g W R A FE R HER - § &
FEEE S 4o TR - BN R 253 % A P48 0 Report systemis a
way of company keep touch with certified organization. The system requires certified

organization appoint a specific department to maintain the implementation of the management
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system and keep daily touch with our company. The certified organization should feedback

information to our company timely, When follow status occur, certificated organization should

submit written notice to our company.

ag AP R P ke 2ITE < 22z ; Major change in management document such as
management manual.

b ¥ s R EFDNAE SR~ 2 ARN - F## 2 £ 4 %1 5 Major change in product
structure, production scale or site which covered by management system.

Comi gt PHILAFPEAFLRE > L BN 20 KPS S Major
change in the head of the organization, especially top management or major change of
organization structure.

d# 271 £ hS T - BRALIFLHFE T HEL2FI T 8542 FTAL 2
% ¥ # ; When quality, environment, occupational health and safety accident, excess
emissions of poIIutants, food safety accidents, information security accidents occur.

P FIF A SN HRBE AR L7 &+ 5 When quality or environment sampling
checked by governmental function parties as non-conformity.

fASINREAPENT EREFIEFRAES A2 * 23 F > 290 &~ ;5 Large
quantity non-conformance products occur or large quantity products returned from customer
side due to serious quality issue.

g% # 3 £ A4 0 s e Serious complain from user side and has great
influence.

h.H i # 2 528 4 Flchec % 5 Change in other relevant certification scope.

IS SV 4 % i pF o Contact window changed.

3.62 & gL ki iLy Mengi < g1 PP IL A SE T2 g anlian SO B 4R e ]
Z_p - All major change related to management system, have influence on the effective
implementation of management system.

3.63F B AR L PN F @ HIINEP ~ RF] C REABEBEPOEHE TR e A0 PR
#F 1 % % afw o Written report content includes: status description, reason, actions have
taken or will take; the certified organization shall report the corrective result to our company.

3.7 ¢ Ffede 2T R ¢ 17 ARES-QP-04 (¥ 37qrde 22 a2 AR R ) 5 B3R € o Handle
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rules for appeals and complains: follow ARES-QP-04 (appeals and complains procedure )
3.8 i 7| A B2 s LAE > 3 nkin% { Expanding or reducing certification scope,
change for organization name or address
3.8.1 3 7| % & #= [Fl chi-iw Status for expanding certification scope
adheE T2k ik gp o0 R 10 Management system standard change
b3 4v ¥ 12k L% F chA& & ;5 Expand the certification scope
C.¢ 3T % SLf F i@ (v 3973 < - Operation place which covered by management expanded .
3.8.2 ¢ 7% & 4= Bl «hi-i% Status for reducing certification scope
adhep T2k Sk Pp o0 1Y 5 Management system standard change

bop ¥R AARFDESFLRA ST WA B4 & d 1 Reduce product certification

scope or prior products EOL or changed

CEI i SR F A S hif v “T 47| Operation place which covered by management

reduced.
383¢ 7 L EFER ‘Jﬁ g A 2R A 56%’”#%]#‘3‘ &t T i AP L ATRE Y -
BIRrRERNTR Y GOBERBY A BTRES N RAL > 7 RAPERIF I RO

# 5 Application means: when certificated organizations require expands or reduces the
certification scope, should submit written application within one month prior to the surveillance
audit. Fill application form, sign contract. We don’t accept temporary application for expanding
certification scope in principle.
A& FH 5| &R R B M P & 5 Detail product specification description
which required be expanded or reduced.
b.Y 3 7 hAd Far Wt 2 A 2 AR 4 (FFEHTR R TTEAE S M HR
B $‘rﬂ]‘ TEE% AR EIE )P ; Detail description of the design and produce ability
which required be expanded.(include technical requirement, operate procedure, critical/special
process, new infrastructure and staff training)

YR TSRS Bl d foic A iR A P 5 Apply reducing the scope reasons and
suspending explanation

d.£# -~ 425 4p &H #1384 - Changes in management system manual or procedure
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3.8.4 #+: Audit

3841 il MBRERLTEA F F AL R A G MR LAes 0 £ HHR SR E R
Bl & 5% B 492 ch2 23R ~ A B it 4 387 & 24 8 ¥ B 2% o Audit team
conduct audit activity according to relevant procedure document and complete relevant

required record. Especially focus on sampling check for expanding scope product, process,

file system and staff ability .

384.2 §EELFIHIIFEF FDE S FAFFERLWEF S0 2575 5Lk RN
Z 7 # [F] - When certified organization can’t provide actual expanding product or process,
company will not accept the expanding scope.

3.9 & A& E L TE 0?5 Application for recertification

vm

EF F R EBAFIRARRY © ihaEd o B R M R HE I ka0 W
SER/RNEARELTY o EATHRERT - SR ARSI FBDIP LB pe R

7 # 2 ARES-FM-01(%:Y 34 ) T B £ ATRE L N EATREL EATE R REET -

-

9
|>‘_
Ny

bl

T - @ 3 scdp o When the certificate is out of date, or restore suspending certificate,

the certified organization would like continuously keep the certificate, he/she could apply for

recertification audit. He/she should submit ARES-FM-01( certification application formand sign

contract with our company within one month prior to the expiration date. After the recertification
audit, our company shall grant new certificate to certified organization, the valid period will be

recalculated.
300 g ~ dadF ~ LAT B~ R RS 2 B L RE R R GURE C L7 ARES-QP-03
(8~ 2%~ BFF -~ LAT PR~ RAR ~ SRR AR R TIREF R
#1425 ) % B 2R %o Follow the rule of ARES-QP-03 ( granting, refusing, maintaining,

renewing, suspending, restoring, or withdrawing, expanding, reducing of certification scope

control procedure) .

3.11 %z & Fen{ =z Change of certification requirement
FRER K (B i RN ) F A R0 0 A0 7 RE EFE e SR ks
FREHREER R DR o HONATR R ERE SRR T ORTERE S
JBA EEFEZ R RSP EPIERG A A2 P RBES T s AfeRE

ARES-WI-14 F/ 8 4k A4 R iR il E & Al iTthi 4 Please confirm whether the hard copy is the latest version
before use. 6/22



TREFAEHRELFF AP % No. :
Am ARES INTERNATIONAL CERTIFICATION CO., LTD. | ARES-WI-14
c n AR E-ERERG o
Certified organizations notice

P % page:7

ViAo HEREREBATRAREF SHPLEE o BATRIEEIRES o EE 3 ocd
% = & o When the certification requirement changed (such as management system certification
standard update to new version).Our company shall require certified organization adjust their
management system to fit the changed standard, and then conduct audit activity. For new version
standard transform, certified organization should adjust their system document in line with new
version standard and implement their system at least 3 months, implement internal audit and
management review. Our company will conduct certification according to new version standard
base on contract and application. New version standard certificate will be granted after passed
the certificated audit. New valid period will be recalculated.

4.¢ FHEER/ERE 2R DE{ 4o &3+ Right and responsibility of
applicant/certified organization

4.1 41 Right

4117 F(£35) 4 5 BB R E W HE (7 iRy {os% @425 5 Applicant have a right to know
the certification procedure and basis of certification body perform.

41273 223 MekEIRP foo B 2 ) Have aright to obtain certification illustration and
public file.

413 3 EHEP I AP e R RN B Z o X PP 224 Have a right to suggest the
audit plan and audit team, and got reasonable solution.

414 5 AP ek a2 £ R EF & Fm 0 Have to right to confirm whether the
non-conformity report which issued by audit team is a fact or not.

415 5 el TiofE g wmE I 4 5 Have aright to question the audit work or audit
conclusion performed by our audit team.

A1 kAP AT SEPERL AR PSR LR L kBB TS
##; Have aright to request certification body to explain the detail reason if the audit conclusion
is different from final audit report.

41T § BB AR AP A ¢ BB EA A BB ERALL 41 R A
% &% ¥d ) o Havearight to give suggestion or don’t accept at all(with a good reason) if
certification body outsource other body to conduct audit.

418 F L Fait * HEEE ol 7 BE ~ RERE LT 22 5 Have aright to use the
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certificate and logo, and also be registered and be open to public.

419 3 £ & 1»56%”3%}&15& nfv?r»ﬂfr\ﬁf = &2 5 B AR 2 Have a right to request certification body
keep confidentiality and comply with their rule.

4.1.10 % %ﬁﬁ%éﬂ}&ﬁ/ AR #F Y 2r 322 5 Have aright to appeal/complaint to the CB

4111 5 & RG@ P » F MREN LTS 28 & 25 - Have a right to request

certification body to explain or clarify relevant certification issue.

4.2 % i* Responsibility

4.2.1 4% ﬁ THREW R BT BAZA R 2B 2 #h& & Should always abide by
the audit procedure and the requirement of the public document

A22 Fedp Hp 7 (SR B JES 7 * )5 Should pay audit fee on time(when the audit
didn’t be passed, still need to pay the audit fee)

423 5 HFERE - RETL CEFORIEY CFE KL AR EAREST AT 3F
A B P RERIREWRDY PHPOARTT (B E Y 7)) Should
provide necessary arrangement for certification body when they conduct on-site audit,
verification, check ,surveillance, recertification or solve appeal activity. Include accepting
document audit, obtain all record (include customer complain)

424 Fitpe & #5150 Ao F B FR S WP~ T - 2~ 2245 Should actively cooperate with
audit, provide truthful, instructions, data, documents and records

425 FER * BREE S rARERERS ) R Y BT LR REOE FIPN FHF 5 Should
right use certificate and logo, should declare the use scope which be covered by certificate.

426 br BHFESFPFI FHEIREWEOEE > 7 TN RBEBR S FES ARED
#p ; Shouldn’t harm the reputation of the certification body when propaganda the

certification result. Shouldn’t miss lead or declare which didn’t be authorized by certification

body.
427 § A RTpE S L R L PE S R TR I REN FOT B TRHBFEWHE 2w
T3 B~ % 5 When certification terminated temporarily or terminate, should terminate

immediately propagandizing involved certificate content and return the entire certificate file as

the certification body required.
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SEREVRENEBFF R  FFPR A -BRRIR IR -BREX 2F2
FEAK - IFFERIE AN ST 2ER @&\Fﬁﬁﬁ%?ﬁﬁﬁ
B-FTREZFE IS CREI 2L RIS RRER LM - ARES
can be the scope of business include: Quality Management System,
Environmental Management System, Occupational Health and Safety
Management System, Hazardous Substances Process Management System,
Food Safety Management Systems (FSMS), Medical Devices Quality
Management Systems (MDQMS), Information Security Management Systems
(ISMS), Taiwan Occupational Health and Safety Management System
(TOSHMS), Energy Management System (EnMS).

EFFE AN RBE AL A BMEL ML IR AN RRORELTN L hoT
Quality Management System, Environmental Management System, Occupational Health and

Safety Management System. The accredited certification schedule is as follows:

~ 5 IAS TAF UKAS

. .
Scope P % Description QMS [ EMS | OH&SMS | QMS | EMS | OHSMS | QMS [ EMS

AR &
AGRICULTURE

01 ’ v v v v
HUNTING AND
FORESTRY
HEE R F
02 | MINING AND
QUARRYING

§ 5 BT
MANUFACTURE OF

03 | FOOD PRODUCTS; | v v v v
BEVERAGES AND
TOBACCO

PREf P AR
o4 | MANUFACTURE ~ OF | | y y
TEXTILES AND

TEXTILE PRODUCTS

05 | A2 2 AR HEFHIiF
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Scope

p % Description

IAS

TAF

UKAS

QMS

EMS

OH&SMS

QMS

EMS

OHSMS

QMS

EMS

MANUFACTURE OF
LEATHER AND
LEATHER PRODUCTS

06

A2 AR5
MANUFACTURE OF
wOoOD AND WOOD
PRODUCTS

07

B BT
MANUFACTURE  OF
PULP, PAPER AND
PAPER PRODUCTS

08

d15x % Publishing

09

& i) ¥  Printing and
service activities related to
printing

10

ERZEFWRE N W&
RS

Printing and  service
activities related to printing

11

F Wk el Processing of
nuclear fuel

12

XN T
MANUFACTURE OF
CHEMICALS,
CHEMICAL PRODUCTS
AND MAN-MADE
FIBRES

13

-

o 5 Manufacture of
pharmaceuticals, medicinal
chemicals and botanical
products

14

1 S L
MANUFACTURE OF
RUBBER AND PLASTIC
PRODUCTS

15

&2 B #H P W&

v

v

v
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N p % Description IAS TAE UKAS
Scope QMS | EMS | OH&SMS | QMS | EMS | OHSMS | QMS | EMS
MANUFACTURE OF
OTHER
NON-METALLIC
MINERAL PRODUCTS
REL KRS F
16 | ¥ 2 # # Manufacture of | v
cement, lime and plaster
A#HERHE EHAS
MANUFACTURE OF
17 | BASIC METALS AND | VvV v v v v v v
FABRICATED METAL
PRODUCTS
R R
18 MANUFACTURE OF v v v v v v v
MACHINERY AND
EQUIPMENT N.E.C.
Tox ok F ox A
19 MANUFACTURE OF v v v v v v v
ELECTRICAL AND
OPTICAL EQUIPMENT
¥ 4y ¥ Building and
20 repairing of ships and boats
f77 #7x  Manufacture of
21 aircraft and spacecraft
Aow @ W & &
29 MANUFACTURE OF v
TRANSPORT
EQUIPMENT
B Ar i ¥
23 | MANUFACTURING 4 v v 4 4
N.E.C.
24 | w4z ¥ RECYCLING v v v
25 | Production and distribution | v/ v v v
of electricity
&% ¥  Manufacture of
26 | gas; distribution of gaseous v v
fuels through mains
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<R R % Description IAS TAF UKAS
Scope v QMS | EMS | OH&SMS | QMS | EMS | OHSMS | QMS | EMS
97 -k %  Steam and hot v v v
water supply
& & ¥

28 | CONSTRUCTION i Y Y
HEPRLE S AE B
F B AR R Fig
2 ¥ WHOLESALE AND

og | RETAILTRADE; REPAIR | v v
OF MOTOR VEHICLES,
MOTORCYCLES AND
PERSONAL AND
HOUSEHOLD GOODS
(A

30 | HOTELS AND | VvV
RESTAURANTS
EH - pRAAGE

31 | TRANSPORT, STORAGE | v v v
AND COMMUNICATION
GRP i SHEA2F

32 | FINANCIAL, v v v v
INTERMEDIATION
ol

33 | COMPUTER AND | v v v
RELATED ACTIVITIES
1 R PRA%

34 | RESEARCH AND | VvV v v v v v
DEVELOPMENT
H U PRI

35 | OTHER BUSINESS | v v v
ACTIVITIES
Sk AR
PUBLIC
ADMINISTRATION AND

36 DEFENCE; v v
COMPULSORY SOCIAL
SECURITY

37 | %5 EDUCATION v v
®E frik € PRI

38 | HEALTH AND SOCIAL | Vv v v
WORK
H s AL g PRIE
OTHER COMMUNITY,

39 | SOCIAL AND | VvV v v v
PERSONAL  SERVICE
ACTIVITIES
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Scope P % Description "o QMS | EMS | OHSMS | QMS | EMS

D3V d ARES it sk v

- The "v"" is ARES accredited certification scope.
1 DARES SR EE 2t B G RHRFEL I FRIF TARRE S 2072 532 ) L5 £ b
%’é -

5.2

8% 2 IR kR RESRER FIP w4 4o 1 The food safety manage

(FSMS) accredited certification schedule is as follows:

ment systems

%5 %) category

IAS

TAF

% $ % % Animal husbandry

12 4= £ iT Plant cultivation

8 &% 13 Food manufacturing

#4041 4 2 Animal feed production

% 45 Catering

SEOXNON XN

M m|O|lO|W| >

= 4 Distribution

Fe 38 45 & (73 FR4% Provide transport and

storage services

PE.F% service

g i e L2 2 & Food
packaging and packaging materials

production

% # 2. %33 Equipment manufacturing

(2 4)i-8 52 4 & (Biological) chemical

production

v

: %T“/”mﬂ»\ARES ;;‘3;&;— ’;3'-“-)1‘—12‘# %]

o The "v"" is ARES accredited certif

ication scope.
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5.3 5,;5 REM&ETER R RFENREHFFP w4 47T 0 The Medical Devices Quality

Management Systems (MDQMS) accredited certification schedule is as follows:

Main Technical
Areas

Technical Areas Product Categories Covered by
the Technical Areas

Non-active Medical
Devices

Ag RFRRA

General non-active, non- implantable | Non-active devices for anaesthesia,

medical devices emergency and intensive care
-G R 2HE o FRRA Frfis ~ AV 2o m o2ty
e

Non-active devices for injection,

infusion, transfusion and dialysis
ERIS TR B LEM A e
7 RK A

Non-active orthopedic and
rehabilitation devices
2 R e B ARG

Non-active medical devices with
measuring function
by R R T E R B

Non-active ophthalmologic devices
2L R R

Non-active instruments
2 RRE

Contraceptive medical devices
w3 FRRA

Non-active medical devices for
disinfecting, cleaning, rinsing
Py REGE A ik s Rk

¥R &

Non-active devices for in vitro
fertilisation (IVF) and assisted
reproductive technologies (ART)
25 TR b X A fod Y 2 s B
o % i

Non-active medical devices for
ingestion
g R S R B R

Non-active implants Non-active cardiovascular implants
9&”}5 RIE D~ ,ik.’ﬁ ;&.ui%fg)\;{v’»

Non-active orthopedic implants
el LI R

Non-active functional implants
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g g

Non-active soft tissue implants
2y Rgr s~ b

Devices for wound care
o R R A

Bandages and wound dressings
R I 2T C

Suture material and clamps
R

Other medical devices for wound
care

oI B PR KR

Non-active dental devices and
accessories
2 R T R R B

Non-active dental devices /
equipment and instruments

2t ORI KRR IR R

Dental materials
ik

Dental implants

9 fHE~ ¥

Non-active medical devices other
than specified above

B2y REFREH

Active Medical
Devices

(Non- Implantable)
3R ) TR B
B

General active medical devices
- R F R R

Devices for extra-corporal
circulation, infusion and
hemapheresis
@”ﬁﬁ‘ﬁﬁ%iﬁiﬁﬁ%
)24

B

Respiratory devices, devices
including hyperbaric chambers for
oxygen therapy, inhalation
anaesthesia

cicgét%; v @G A E gfj”_,,};? ’

Bon s e RAG ek R

Devices for stimulation or
inhibition
flpces frd| £ B

Active surgical devices
FRL Y e

Active ophthalmologic devices
7 ORP PR A

Active dental devices
H R AR A

Active devices for disinfection and
sterilization

ARES-WI-14 F/ 8 &8AS I FATER

before use.

ST Rk A Please confirm whether the hard copy is the latest version

15/22




i‘fﬁ l"’ ﬁ]!ﬁ%ﬁgﬂl 4 lq 2\ "J %ﬁfu No. :
ARES INTERNATIONAL CERT|F|CAT|ON CO.,LTD. | ARES-WI-14

;\QQ; &ﬁ@ﬂ%‘}lﬁ{r

T 7% page:16
Certified organizations notice Pad

i A R A A

Active rehabilitation devices and
active prostheses
7 ORBERRK A fog R

Active devices for patient
positioning and transport

FOREE T frERKA

Active devices for in vitro
fertilisation (IVF) and assisted
reproductive technologies (ART)
T RAE b A o B 2 s P
¥R ER

Software
i 1

Medical gas supply systems and
parts thereof % F AR kLR

Hn
Devices for imaging Devices utilizing ionizing radiation
i T A8 S 4
Devices utilizing non-ionizing
radiation
2T Aple K
Monitoring devices Monitoring devices of non- vital
TR G physiological parameters

EE R 4 I 2T PIKA

Monitoring devices of vital
physiological parameters

—Q*Iﬁ"’ﬁﬁt BIK A

Devices for radiation therapy and Devices utilising ionizing radiation
thermo therapy T AR SR A
i R oo K A Devices utilising non-ionizing
radiation
2T s ek

Devices for hyperthermia /
hypothermia

BOR K

Dewces for (extracorporal)
shock-wave therapy (lithotripsy)

B (M) TR KR
(BT i)

Active (non-implantable) medical
devices other than specified above

3§ R (P )
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Active Implantable
Medical Devices

7R FRE
%

General active implantable medical
devices

- R SRR E R

Active implantable medical devices
for stimulation / inhibition

LB S FRRAE
]

Active implantable medical devices
delivering drugs or other substances

LI S FRRE T REE
Fo Bl e R

Active implantable medical devices
substituting or replacing organ
functions

FRE S FRRA TR

P
At

Implantable medical devices other
than specified above

AT FREA

In Vitro

Diagnostic

Medical Devices
(IVD)
%ﬂ$%§%$ﬁ

Reagents and reagent products,
calibrators and control materials for

FA A A & O S il H

Clinical Chemistry f&/ i* &

Immunochemistry (Immunology)
LE g (LAgE)

Haematology/Haemostasis/
Immunohematology
v R B EE Y

Microbiology
A 8

Infectious Immunology
BLM LAY

Histology/Cytology
e e §

Genetic Testing
7 Tl Rl

In Vitro Diagnostic Instruments and
software
LA S o ]

IVD medical devices other than
specified above
e 28 F R EH

Sterilization Method
for Medical Devices

HF R E R
=\

Ethylene oxide gas sterilization
(EOG)
Ry e HAR

Moist heat
BEGR R

Aseptic processing
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Ty

Radiation sterilization (e.g. gamma,
x-ray, electron beam)

15 518 B (ldeted > Xota > T
+ &)

Sterilization method other than
specified above

6 PR B

Devices o Medical devices incorporating
incorporating/utilizing | megicinal substances
specific substances/

technologies FFEY T OFRER
g Z141* #F &4 F/ | Medical devices utilizing tissues of
Pk animal origin

FI* o b m e R B

Medical devices incorporating
derivates of human blood

¢ F AN R A P T o B

Medical devices utilizing
micromechanics

U7 et 8 g R

Medical devices utilizing
nanomaterials

1% 2 K M T R B

Medical devices utilizing biological
active coatings and/or materials or
being wholly or mainly absorbed

FU* 2 P B R ol & 4 Ak
2IMA DB F o B R

Medical devices incorporating or
utilizing specific
substances/technologies/elements,
other than specified above.

His & g /1% 24 Flaped~

A g R B
Parts or services Raw materials
F i A{ePRIx g
Components
KENE
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Subassemblies
A kR

Calibration services Organizations
providing calibration services should
be accredited to ISO/IEC)

PO RIS (F B PRI ehie 8
J& 8 ISO/IEC17025 32.¥)

Distribution services
fie 1% PRA%

Maintenance services
A PRIF

Transportation services
38 i PRA%

Other services
H @ pRIR

A v el ARES S sk i ¥ 4x 40 F] o The "v™ is ARES accredited certification scope.

5.4 50 kg I E I ik SLe IR R E S FIP o & 4o 1 The energy management systems (EnMS)

accredited certification schedule is as follows:

PO AR B # 5l 23R R g
Technical Description Example Typical energy use
area
L A4 A9 F Y B A &4 clothing AR R(R A X RF g HY
¥ IR B =R A 1) ¥ 2 F A & k&) process heating (electricity,
Industry 5z i %% consumer electronics natural gas, coal or other source)
light toManufacturing facilitieg %% * & » 0 & homelts B2 d (F 7 ~ b SBHEZ F
medium producing  consumerappliances, furniture + #L 32 ) machine drive (pumps,
intermediates or end|# %% & plastics fans, compressed air, materials
user oriented products | %] % fabrication handling)
7k v 8 5 speciality|& # &t steam systems
chemicals /|- A4 #r-k #5 small cooling towers
a &4v 1 food processing|® # i 4% i * other process uses
K E Bk a2 water andiE A AR R g (B ~ BRI
wastewater treatment T~ #ok s T3 % %) building
energy uses (lighting, HVAC, hot
water, portable devices)
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1% %7 B F AR 4 E 5 chemicals AR B(T A A RF A Y
Industry  —= & Rk i e @l & £ steel and metalsjis %k ~ Bkl ~ ¢ B A 5) process
heavy iE K e 0il refining heating (electricity, natural gas, coal
Manufacturing facilitiesi% 4 ship-building or other source, raw materials,
requiring high‘gwﬁf 2 i ¥ pulp andintermediates) B '
capitaliz_ation andp(jlper mills i AR 4 _%'r' 3 _2(3 % process cooling
consuming large| ¥ o B industriali@nd refrigeration
quantities  of  rawl.epinery WBERS(FF b SBHELF -
materials and energy |, i 8 semiconductors [M 1 &32) machine drive (pumps,
K F 2 M Z % cementf@ns, compressed air, materials
and ceramic handling) _
B ~ 4 #E turbines, condensers
7 # % Xusteam systems
i# i transportation
a2 EAE R R L P FapEs % offices ¥ 4% % % portable devices
Buildings |2 % % a7 lodging -k 4¢ 44 water heating
Facilities with standard/ & retail PP lighting
commercial  building| 4 & warehouse BE B A G A Mk B
practices heating and cooling systems, related
fans
§:¢ % % pumping systems
A A TR R R R R Y F R K % health careg? & 2 4 ®omE F &L F kR
Building Gg Rl > & (7 1 Hfacilities centralized and district heating and
complexes |% & ¥ soutzs 2% |7 % % laboratories cooling systems
Facilities with 742 @ « datacenters |7 43¢ X & portable devices
operations requiringfz educationall’k *r # water heating
specific expertise due tocampuses P P lighting
the complexity of energyler £ it h i e E E 2 |HINE B2 in T local HVAC
sources and uses PR (P REFEAE 2 A MR RE k&
# ) military andcompressed air, materials handling
government campusessystems
with integrated energy = ¥/ *% #- elevator /lifts
supply (district heating
and cooling)
7 ¥ i municipalities
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i LRI W e T EIRIFGTE S v B |FE A RiE * mobile energy uses v
Transport bz i B 4~ % 18) passenger B &2 7 HVAC
System or means for  [services (vehicle, train, |B P lighting
transporting people or  [ship, airplanes) T k5% £ % portable devices
goods/cargo # FC-municipalities  4iae & 5w materials handling
p A PR trucking BERLR(SEE - F 4~ % %) sources
services (fuel oil, electricity, coal, etc.)
2 1y fleets
4% §% 17 % rail operations
¥5#5 cruise lines
Sy o F o~ Fid airlines,
airfreight
i Fy fleets
HE BARTH B2 T H S 4 # mineral 3 P~ extraction
Mining L ADIE ) @‘xﬁ%] separation 5@‘@?](;{ b+ 322z ﬁ%]g +)
Open cast, underground |/& i i & i transportation on (loaders, trucks,
and fluid extraction of  |hydrometallurgy and conveyors)
raw materials and 3R A R smelting and [ B SRE (F ok ~ W R 0 o R
transport refining %) machine drive (water pumping,
Fod &2 X R F FRHEIT R ventilation, turbines, fans)
oil and gas drilling AL (FER ~ AT B~ A )
operations materials preparation (crushing,
X #7274 ¢ 5 gas and (grinding, separation)
oil pipelines EF RN L RBE L EREE
steam systems, condenser and
cooling towers
B % FH AR T A S# (T farming 3 B~ extraction
Agriculture |Livestock, seed or dh 4 A seed productionZt AL iR(YEM T 4 ~ X RF R F)
crops products # 4L 2_ #.:& hauling ofisources (fuel oils electricity, natural
materials gas, coal, etc.)
# 4 A2 animalE A R(AE ~ THa P RE)
production renewables (biomass, solar,
geothermal, etc.)
& @?1 transport
@ ©° ¥ motors
E2 1€ T AN SN TN %)
drives, (pumps, fans, material
handling)
§F pumps
'K B2 water treatment
52 B dryers
kel |wRAAZFEw CHP Y #FR2(F A~ 2 ARF~Er & # % raw  materials
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Energy T4 -4 ¥)2EHE R CHP - IGCC % )transformation
supply (f@}ﬁ%] Z A fe) power generation (coal,@ﬁ%}ﬁ /4> fe s ¥ transmission and
Energy generation[oil, natural gas,distribution turbines
(nuclear, CHP|renewable, CHP, 1GCC,**’& combustion
electricity,  renewable,etc.) 7 F & bt steam systems
etc) and transport A B2 4 Frok ¥ condenser and
(transmission and cooling towers
distribution)
A v el ARES S sk ¥ 7x 40 F] o The "v™ is ARES accredited certification scope.

55 Fa % g I ke P RE he 4o © The information security management systems

(ISMS) accredited certification schedule is as follows:
AB IAS TAF

¢ B~ 720 Accredited v v
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