ARES

LB RRRELR G LT

ARES INTERNATIONAL CERTIFICATION CO., LTD.

SR E-EFEREF T
Certified organizations notice
~ & %L (File No.) : _ ARES-WI-14

B 5(Series No.) :

#152
Formulate or modi ) . . o
%fy #OBopF FE R L % 4 ¥
#1770 = Revision Summary Formulated | Checked | Approved
Vers
Date ion No.

G372 P L2 EEFERP
' ] J b
2022/3/7 F 7 | Revised company name and

the scope of certification list
i3 37 78 45 P 'w Revised
the scope of certification list
i3 37 78 45 P 'w Revised
the scope of certification list
H v IAS ¢ LE PR E R R
P o 2
Add the accredited
certification schedule of iAS
B SP L WA
% & H %k gl
2018/6/15 F 3 ARES company name
modification; increase file
form coding index
B 34 M HREHEST &
FE—F‘ *)\—3' \:E—a ~ R H
HRPI5IH 3 (RFHD Z
FARER T LP])

2020/7/21 F 6

2019/8/8 F 5

2018/10/18 F 4

2017/12/15 F 2

ARES-FM-70 F/1 1/1



Amendment 3.4 The rules
governing the use of
verification certificates,
verification qualifications,
certificates, and marks refer
to the " certification
certificate and certification
mark usage rules "

b LB SR E R o
%

2017/6/20 ) ]
Add a list of accredited
certification scopes
T i i Y B RA 0 Y
i+ & TAF~UKAS- IECQ =
WRFE AP E R
2017/3/31 The documents are revised to

Chinese and English versions
to comply with the relevant
requirements of TAF, UKAS,
IECQ and other accreditation

EEISCHER I ERLEEH] Control documents are prohibited

from photocopying

ARES-FM-70 F/1

1/1




SR BRI [ R A T 4887 No.
Am ARES INTERNATIONAL CERTIFICATION CO,, LTD. | ARES-WI-14
" AR RS % pagert
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1. HHY Purpose
Ry (EIEHUA PSS T 2 458 5 AV AH A% IR it H RR B 58 R AL S5 T - 5 e A S = This

document is for the certified organization to understand related certificate rules

2. %% FHEE & Scope
A B AR AE RSB 2R ENE R (WSS EE LSS
1 P B Eass R R TE SRR ) - This document is applicable to the certified organization. (it

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

3. FHAIEIEMIR Provision description

3.1 AN FE] G B B R M8 TR RS FRUB M I S E B A g S hase st
MR LIIOUE © FMEGIECI S H S AL FENE L ERS - e EF AN > A
OB AH R S B - {77 [R5 i AE RS B PR A RS ~ UETIF - BERLEH R4
B DIHARVE B VR Mt &3z - 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.

3.2 KN EIHEE P A 4 B TRV ER B BT TR S LD - A RS AN FI BUERG AR AR
HE R - BERZELR  AAFEHE B ETIE - FIEA L SR TE BERE 4
itz o B FAERE A BRVERIEIRIIE R > O H B RSV L - 59 ARFEIER
HAREESEAHA - ARABUSIAEENT ~ 11 & ERSAIE A By E AR H SRR ARAYERER < 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.

3.3 WEH LG BB E BT AR & A RNV ES F R AR R (BB L FIRSA — S 20K Kyltt
AN F B AHAS L RTAE > DU RS E T 2 V4 imie b - FEFmS A DL N &7
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TAE FEP B Er BV E/E- In order 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.
34BN EEESREE - BEE AR - FE - IV ARAD ¢ BESEIT ARES-WI-20 (Egngses i
EpssiEEei R R B9 RARAE - The use rule for certificate, qualification and logo must
conform to ARES-WI-20 (certification certificate and certification mark usage rules) provision.
3.5 BPEEGAH Ak B & FERZ Surveillance audit to certified organization
EEEEA AN RS ESHMAVEE 2 M R - FIGS s S F 7 Y
(LR A ST AR A T AR EE AT E H B AR5 E0K - 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.
3.5.1 IEEFEZ S EHIFAR EHARGfETE =L There are two forms of surveillance audit: random and
fixed period.
) AN SRS AR A T HHN B IS AT EN A REAN SFE—RIEIE i T » IEH
B NS 2 (25— OB RS H ] > BEES e Hfe A EEE 12 [EHH - K
N EIREAZ BN R 2 A = (8 H 18 R 25 S S A A B RS ALY BAG H BN 6125k - 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.

il) NEHEEREZ AN ELHE - B S E B A e A nT e B RS
DR T o DU BN nl#E T A EHARYEE RS 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:
a MHEA T EMESS A B E AR - S E A TRRREE EAH ; Serious complain from
relevant party, or relevant party accuse the certified organization intend to hide the truth.
b SEEE 4R 40N S A R MRS F R &% The product of the certified organization has
been sampling checked as non-conformity.
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CEEAGABRAREL - LB F A40ETHIA R 5 Major change in management system
has effect on the effectiveness of the implementation of the management system.
d. EFBEREKIFAR S A 1% » BB IEETSX - If there are several NC -
audit team will advise to increase follow-up audit

3.5.2 :BEFEZAYE I Conducting the surveillance audit
BERKEANEESE R - BAREERZEEIR DAL TR RIS DUK
SR HTE XA I TGRS A T 2T - E BB FE A EUGISIXE T = S A &R
TR E AT — FEA > DS M L 25k - FRE FIEETSXET S AT TEIZsH TS
RIEATETG AL - e FEAITHA] - JEEHEEREAYHUERZEH - 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 :IBEFEMZIYIERA Delay for surveillance audit.
HERRFIRIR A - SRS S A e 2 E FNE B - JEZ AN SRR R ES -
JERL AR R EH - IRIEHE BRI A Ml fes | 2 28RS % P EH A M s S E 4L -
&% 1 - 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 JEFBLHAR MR B HYFH] Report system rules for certified organization

3.6.1 R IV AN F BUESGAH BT B — T - ZHIE R IES A e E —(E
a2 U E T AR IR R LA A EIHYALE MRS - RIS E AR EE - B
o AR A A0 MBI - FEAE — AN R DIF R R A A ] - Report system is 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

system and keep daily touch with our company. The certified organization should feedback

F/7 3/20
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information to our company timely, When follow status occur, certificated organization should

submit written notice to our company.

a‘EH T MEHEEHE L% S CHEFE RMZ - major change in management document such as
management manual.

b/E B A I S YA Gn A ~ AREME - it EE 4 KSRk © Major change in product
structure, production scale or site which covered by management system.

CAHSB BT A THE A 5B H 4 BH) sS4 TEORHYEE) s major change
in the head of the organization, especially top management or major change of organization

structure.

d.234E TEARNGE « BEDSHWBIET - BEEL 2R - ande » EilZs
=l ; when quality, environment, occupational health and safety accident, excess
emissions of pollutants, food safety accidents, information security accidents occur.

e. B FEE MV EmLEIREMEE AR &% 5 when quality or environment sampling
checked by governmental function parties as non-conformity.

fELEHE A ENASREHEMERESE THFPRE - HREEEK ;5 large
quantity non-conformance products occur or large quantity products returned from customer

side due to serious quality issue.

0. F PE B MR A A TR KB 28 5 serious complain from user side and has great
influence.

h. ELf 5 e Bmagan B0 Es ; change in other relevant certification scope.

e = A 88 - contact window changed.

3.6.2 NEVEH A GARINVEIREME - s B EVE R LRG0l T S AR - # A i R i
~ N - All major change related to management system, have influence on the effective
implementation of management system.

3.6.3 ZHHENNEEIEENH » R - CERAEHHERAIE Y - FERARANAE RS
BIF4SSRAYEN 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 P RA R R« 0T ARES-QP-04 ( EHFFRIHU R ERIE ) HYARIME - handle

rules for appeals and complains: follow ARES-QP-04 (appeals and complains procedure )

F/7 4120
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3.8 MBI B S s Hn B f aH 4k 4 TE - hhlkAYEEEE expanding or reducing certification scope,
change for organization name or address

3.8.1 %I EnzEHEnE Y15 status for expanding certification scope
a WS S AR I IR AU 8 (1 5 management system standard change
b e 248 8 &Y 5L > expand the certification scope
C/EH 4B SV EES g K - operation place which covered by management expanded .

3.8.2 kY| EsEE By &5 status for reducing certification scope
AU E B 24 iR U881 5 management system standard change
b D R 24 7 2 Y Lk P o s A B AU S reduce product certification scope
or prior products EOL or changed
C.AE T 247 B A I E {E B BT 45 /)N operation place which covered by management
reduced.

3.8.3 FHEE 7T\ ¢ MESSAH TR IS BORY | BRss i By - FEAE N IUBEIEBE T g Al —
{E H NFRHHEHE S - HEHGER - a s a8y FAILE > AR5 5 #E E Y 5
Z5 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. Bk ey eS| Enss an E Y A e = faAYEREHE © detail product specification description
which required be expanded or reduced.
b. EHEFIE Y EE an AT B e A FE e AR RE 1) (BIFEROIT oK ~ TESRARAR ~ RBils R L
Fe ~ e S - A B 8%E)I5 ) AYEREH 5 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)
c. B 375 JH 5] s A (B E R4S/ 15 3R 5 apply reducing the scope reasons and
suspending explanation
d. it ~ FEFEAEFERSIE 43 - changes in management system manual or procedure
3.8.4 f&f% Audit
3.8.4.1 fEiz4H 7 A RASREEE IR Fr B RS XL SE p A R E HYECE: - L H 85 EpsE e
FI 7 5/20
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BIFIARE ~ 2 b S TR S SRR ~ N BRe 15T E b A BT - 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 .
3.8.4.2 EfESGLHGRNTIS Y BES s ENE L - BRRAGEREISEEN - AN TRRE ER Y%
En=E @& - When certified organization can’t provide actual expanding product or process,
company will not accept the expanding scope.
3.9 EIEEEETEZAY S Application for recertification
io = A SURETEE AR B SRR S HS U S A Ordsr i BB B R 4 Bess - )
[F) AN B L B R B e RE AL R o - ST e e ik — AR IEAEREE A R0 ETHA L B N AL
H$E3C ARES-FM-0L( Sgati FR a5 3% ) W% a | BT Bas &4 ¥ Bens (& B R S inen =5
AN —EZEEAREA - 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 form )and 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.
3.10 FZEL ~ 4ERF - HoHT - BEA1 ~ RS~ BRSO L AR EIEINVR R - ST ARES-QP-03
(P28 ~ TE4E ~ HEFF ~ B ~ B L ~ AR ~ Bie 1LBeis - SUg SRy [ Beag s & E
HIFEFE ) HVERIFE - follow the rule of ARES-QP-03 ( granting, refusing, maintaining,

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

control procedure) .

3.11 Bz Bk Y 5 I change of certification requirement
BT EOR (AVE B S Alase B ) 4880 - AR TERIECRIEGHAE T 245500
RFERREEEORAYERAL - WEHIE - B EEEih - eSS e E TR EIL
ZYiME - WET = A - BiASERAEEES - AL ENIEE T 5T S8R
HER TR - BPESEHSKIBRT I E B S i i (g - O EREE - 585 AR
By =4 - When the certification requirement changed (such as management system certification

standard update to new version).Our company shall require certified organization adjust their
FI7 6/20
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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.

4.4 FHEEEREEAH A/ E S AN Y FE A FIFEFS Right and responsibility of applicant/certified

organization

4.1 fEF1] Right

4.1.1 BpEE e s (et ) N AR ERsa i i3 (R (IB A1 5882 7 ; applicant have a right to know
the certification procedure and basis of certification body perform.

4.1.2 FREEBVA R BESVEREHFI A BASCE 5 have a right to obtain certification illustration and
public file.

4.1 3 HRESEZETENRERZ AR B FE I ek WS- 2 & Ef#)L 0 have aright to suggest the audit
plan and audit team, and got reasonable solution.

414 HREHFEZEREN A EREETEEITHESL » have to right to confirm whether the
non-conformity report which issued by audit team is a fact or not.

4.1.5 HREEFERAH TERIRERZ4E IR 18 %E +  have a right to question the audit work or audit
conclusion performed by our audit team.

4.1.6 BpEe iR A AR IE SRS X i S BURE A ARSI Gl A 72 2205 - A RESDR BRsa e R /r
F% 5 have aright to request certification body to explain the detail reason if the audit conclusion
is different from final audit report.

4.1.7 EEnS R RIERX B EFE  BARI NS B AR E R EEAFE (JE
BHIEEHE ) - have aright to give suggestion or don’t accept at all(with a good reason) if
certification body outsource other body to conduct audit.

4.1.8 HFEIEMEME FBREE 8 EMNEE - ARES ARsetiig et A% 5 have a right to use the
certificate and logo, and also be registered and be open to public.

4.1.9 FREEURERSIE R B I ST A YA IR E © have a right to request certification body
keep confidentiality and comply with their rule.

4.1.10 B REEEREARE A\ ST R U548 5 Have aright to appeal/complaint to the CB
F/7 7120
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4.1.11 5 RE TR B 56t A YT EL i 7 o B T R L A RE BIUEUE - have a right to request

certification body to explain or clarify relevant certification issue.

4.2 F1% responsibility

4.2.1 g BT iR R iR E TS XA R P FUE R A BRI ZEK + should always abide by
the audit procedure and the requirement of the public document

4.2.2 7 HRsN e E ) (s it fESNaNEE A ) 5 should pay audit fee on time(when the audit
didn’t be passed, still need to pay the audit fee)

4.2.3 Rttt - USRS BB THVBUGIERX ~ Bins - eE - B8 K E T Be LA AT
B2 BFE R BRRa T S FE% > SR P sCek (AR F RS ¢ 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)

4.2 A FERFC EFER - WETRBHEDL ~ BB ~ Bk~ 3 ~ BCgf 5 should actively cooperate with
audit, provide truthful, instructions, data, documents and records

4.2.5 TERE(RE et S MERse a0 56 1Eat - il BT e S nssny s B A FAEDH ¢ should
right use certificate and logo, should declare the use scope which be covered by certificate.

4.2.6 £ E s RIG NMHRE RSN R - MU (E RS iiEsy R S R Y
#£HH ; 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.

4.2.7 ZEpEE T EIG A E B RS - JENLEME I SRR N AR E - WS R TR <[]
P a8 24 © When certification terminated temporarily or terminate, should terminate

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

the certification body required.

S.oufm{trIFARAVE G HE G « mMEEH ALY - BEEH A - B L@ A EH AN
HEVEBRERZY - BnZdeEH LY - BFEGMmEEH L4 L 2B A
BEMELZ SHEEH A% - EJREH %4t - 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

F/7 8/20
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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).
Y BgEs dE IR AT

Quality Management System, Environmental Management System, Occupational Health and

[

5.1 WEE

HZG - BEHASN - BEY2EAEEHARE

A A
EPAEVAS
VIS

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

A NZS Description IAS TAF UKAS
Soope QMS | EMS | OH&SMS | QMS | EMS | OHSMS | QMS | EMS
JE5E ~ ARMRE FOfE
01 | AGRICULTURE, HUNTING AND | Vv v v v
FORESTRY
02 HRE S PREESE
MINING AND QUARRYING
B~ BORHIEE
03 MANUFACTURE OF FOOD v v v v
PRODUCTS; BEVERAGES AND
TOBACCO
& 8k A AR B
04 | MANUFACTURE OF TEXTILES | v v v v
AND TEXTILE PRODUCTS
B 8 K R B B A SR
05 | MANUFACTURE OF LEATHER
AND LEATHER PRODUCTS
PN N
06 MANUFACTURE OF WOOD AND v v v
WOOD PRODUCTS
AT~ AR AR B T
07 MANUFACTURE OF PULP, v v v
PAPER AND PAPER PRODUCTS
08 | HiflZE Publishing
09 ED_J%‘_U_% Prlntlng_ eTnd service v v v
activities related to printing
FE R RORR IR Y Y B4
10 | Printing and service activities related
to printing
11 | B8k Processing of nuclear fuel
{BE e ~ (LA R
MANUFACTURE OF
12 | CHEMICALS, CHEMICAL v v v v v
PRODUCTS AND MAN-MADE
FIBRES
F/7 9/20
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| e e IAS TAF UKAS
Soope Py Description OMS | EMS | OH&SMS | QMS | EMS | OHSMS | QMS | EMS
@ 5 Manufacture  of
13 | pharmaceuticals, medicinal
chemicals and botanical products
B EEsl T MANUFACTURE
14 OF RUBBER AND PLASTIC v v v v e v
PRODUCTS
JEEEEYEL 5 MANUFACTURE
15 | OF OTHER NON-METALLIC v v v
MINERAL PRODUCTS
JEEEL ~ K ~ K - B R HAt
16 | Manufacture of cement, lime and | v
plaster
AR eB ke B ® &
17 MANUFACTURE OF BASIC v v v v v v v
METALS AND FABRICATED
METAL PRODUCTS
ek K 25 MANUFACTURE OF
18 MACHINERY AND EQUIPMENT v v v v v v v
N.E.C.
BREEHH MANUFACTURE
19 OF ELECTRICAL AND OPTICAL v v v v v v v
EQUIPMENT
EALSE Building and repairing of ships
20 and boats
frizefiA Manufacture of aircraft
21
and spacecraft
H i #E g% # MANUFACTURE % %
22 OF TRANSPORT EQUIPMENT
23 HoAth AR HEEE P P , , L,
MANUFACTURING N.E.C.
24 | [B|UkZE RECYCLING v 4 v
e 3
25 | Production and distribution of | v v 4
electricity
fit & E Manufacture of gas;
26 | distribution of gaseous fuels through v 4
mains
27 | fit7K2¥ Steam and hot water supply | v v v
28 | 7E:%E CONSTRUCTION v v v v
AT EE  JRE -~ BB - @A
MR E R @M B B M E
29 | WHOLESALE AND RETAIL| Y v v
TRADE; REPAIR OF MOTOR
VEHICLES, MOTORCYCLES
F/7 10/20
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FIH . . IAS TAF UKAS
Soope Py Description OMS | EMS | OH&SMS | QMS | EMS | OHSMS | QMS | EMS
AND PERSONAL AND
HOUSEHOLD GOODS
HOTELS AND RESTAURANTS
i~ B OEERE
31 | TRANSPORT, STORAGE AND| Vv v v
COMMUNICATION
FINANCIAL, INTERMEDIATION
Gt
33 | COMPUTER AND RELATED| Vv v v
ACTIVITIES
TAEARS
34 | RESEARCH AND | v v v v v v
DEVELOPMENT
35 HERB v v v
OTHER BUSINESS ACTIVITIES
ANHTEEH
36 | PUBLIC ADMINISTRATION AND v v
DEFENCE; COMPULSORY
SOCIAL SECURITY
37 | #{5 EDUCATION v v
HEALTH AND SOCIAL WORK
H At e AR
39 | OTHER COMMUNITY, SOCIAL | v % %
AND PERSONAL  SERVICE
ACTIVITIES

TR ARES £8EEE I EREEEHSEIE - The "v™ is ARES accredited certification scope.

/Lt ARES 5VEHCEZ 2 A B AL R SR B SRR S TAF SR

B A B

LR

A EH ARG -

5.2 BB 24 O A s HE BAANZ 40T © The food safety management systems

(FSMS) accredited certification schedule is as follows:

JE R category

IAS

TAF

BY%& & Animal husbandry

TEI#EE Plant cultivation

& 5h#E Food manufacturing

Fhgapel 4k 7 Animal feed production

&) Catering

ANERNERNEANE

M| m|O| O |m|>

2&% 44 Distribution

F/7
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PRt ElG B fEF AR 7S Provide transport and

storage services

H | Bk service

i SE ARk 2 42 7 Food packaging and

v
! packaging materials production
| 3tz B4iE Equipment manufacturing
(A2 42 (Biological) chemical .
K

production

EFT VYT BYE ARES &ERTEE I EREE S5 HEE - The "v™ is ARES accredited certification scope.

F/7 12/20
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53 BRSMmEE

RS AN) el ElE DA B I

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
IER RS

General non-active, non- implantable
medical devices
—MIFER ~ JHE AR

Non-active devices for anaesthesia,
emergency and intensive care
il ~ 2 E A EE NI EA R
e

Non-active devices for injection,
infusion, transfusion and dialysis

VRS ~ R~ BRI EAR IR
E/}EDX{%

Non-active orthopedic and
rehabilitation devices

IR IR A RN S

Non-active medical devices with
measuring function

IR IR ENTHRERY B SR ws

Non-active ophthalmologic devices

EARIR TR

Non-active instruments

JFA R s

Contraceptive medical devices

il yatndi)

Non-active medical devices for
disinfecting, cleaning, rinsing
JEFIFIEITIREE ~ AL ~ B

Non-active devices for in vitro
fertilisation (IVF) and assisted
reproductive technologies (ART)
IEAIRRGS M AR B AR FE R G
BRI

Non-active medical devices for
ingestion

FEA IR i B Y B e P

Non-active implants

IEFIREAY)

Non-active cardiovascular implants

IR LMEEAY)

Non-active orthopedic implants

IEFREFHEAY)

Non-active functional implants

IFAIETHREMEEAY)

F/7
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Non-active soft tissue implants

JEAIFERGHASE AYY
Devices for wound care Bandages and wound dressings
15 IR i A5 LRt

Suture material and clamps

G S PRI A

Other medical devices for wound
care

{5 LI HE A HLAt B e (4

Non-active dental devices and
accessories

FEF TR st R H B i

Non-active dental devices /
equipment and instruments

IFF IR Rl R s

Dental materials

SRR

Dental implants

FRHEAY)

Non-active medical devices other
than specified above

HATEA TR B AR s

Active Medical
Devices

(Non- Implantable)
BIRGEHE A ) s
ik

General active medical devices

— AR s I

Devices for extra-corporal
circulation, infusion and
hemapheresis

BEHMEER ~ RO LR B AR 2
=

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

MPRSEE - AN ERIEE
W NREEEY = R R

Devices for stimulation or
inhibition

R EHI S

Active surgical devices

A IR T

Active ophthalmologic devices

HIFIRFRA

Active dental devices

IR

Active devices for disinfection and
sterilization

A H AR a

Active rehabilitation devices and
active prostheses

F/7
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A IR E S A TR B

Active devices for patient
positioning and transport

AR E LA s i

Active devices for in vitro
fertilisation (IVF) and assisted
reproductive technologies (ART)
RS Y MZAE IR B A= TE R oy

Software

L

Medical gas supply systems and
parts thereof & I SRAG (L8 2247 f¢
HHE:

Devices for imaging

B

Devices utilizing ionizing radiation

PR R

Devices utilizing non-ionizing
radiation

R R TR

Monitoring devices

R

Monitoring devices of non- vital
physiological parameters

JFEE H A PR BB I i

Monitoring devices of vital
physiological parameters

EEREt ) s G

Devices for radiation therapy and
thermo therapy

TR AT B e

DeV|ces utilising ionizing radiation

AR YR

Devices utilising non-ionizing
radiation

IR R A S i

Devices for hyperthermia /
hypothermia

DeV|ces for (extracorporal)
shock-wave therapy (lithotripsy)

A (R29h) BrSER a R
(Wraifr)

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

HA AR HEIFEA)

Active Implantable
Medical Devices

General active implantable medical
devices

Active implantable medical devices
for stimulation / inhibition

AIR(FITEA)EE — A IR AT B SR A LEpE A UE R - RIS
i I
FI 7 15/20
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Active implantable medical devices
delivering drugs or other substances

TEHE A Bt - Al dixas
P EMTE

Active implantable medical devices
substituting or replacing organ
functions

AR A

Eb

R EE B

Implantable medical devices other
than specified above

LA ATAE A B R

In Vitro

Diagnostic
Medical Devices
(IvVD)

fay N2 BT e REER I

Reagents and reagent products,
calibrators and control materials for

A AR i~ R SN
5

Clinical Chemistry &R EE2

Immunochemistry (Immunology)

GIE(LE (%)

Haematology/Haemostasis/
Immunohematology

IR 1R I/ e RS

Microbiology
DGRy

Infectious Immunology

EENEEE

Histology/Cytology
SHER 2 AR

Genetic Testing

BRI

In Vitro Diagnostic Instruments and
software

Ay N2 T R A ARG

IVD medical devices other than
specified above

FLAAG Y Mo B R a1

Sterilization Method
for Medical Devices

H BRI T
¢

Ethylene oxide gas sterilization
(EOG)

BEAELSERARRIE

Moist heat

Aseptic processing

MR

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

SRR (P - X B4R
TH)

F/7
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Sterilization method other than
specified above

LA B AR S PR R 5 =0

Devices
incorporating/utilizing
specific substances/
technologies
BER R EYEl
Rl s A

Medical devices incorporating
medicinal substances

2 H Y E R

Medical devices utilizing tissues of
animal origin

M FHENPIH ARH B R 2

Medical devices incorporating
derivates of human blood

e NEIURCTEYIHY R as ik

Medical devices utilizing
micromechanics

TSR B R E

Medical devices utilizing
nanomaterials

MR R A B a5

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

AU FH A0 1 28 S A B et g
eI S ST

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

HE & R EE T
ZHVEF A

Parts or services

TS

Raw materials

Components

H1

Subassemblies

T BT

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

F/7
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PR (PRt IR Es IR SR
JE15 1SO/IEC17025 521])

Distribution services
Ao iR
Maintenance services
HEE IR
Transportation services
AR
Other services
ECAth AR S
FEFT YT BYE ARES &KEERY EnsE S ELE - The "v™ is ARES accredited certification scope.
5.4 BB EHE M 24 U adF8H ERsa # B B4R T © The energy management systems (EnMS)

accredited certification schedule is as follows:

R fln H K

Technical area

i
Description

Cieddl
Example

HHLAUE R P AR

Typical energy use

L SE LRIt S

A B o 7 A A

Industry — lightis {58 7 & F 22 fin 2 B

7<) clothing
CH MR T E St consumer|

ERENIEVEE ST ~ RIRR ~ BEECE MR
) process heating (electricity, natural

4

to medium 2 electronics gas, coal or other source)
Manufacturing  facilitiesZ% & i an » K {2 homelfasBladh (B - EUREAYEZZ R ~ M6
producing consumenappliances, furniture % ¥2 ) machine drive (pumps, fans,
intermediates or end usen®fE i plastics compressed air, materials handling)
oriented products E#5 fabrication JE R 24 steam systems
vk AR 2 E o specialityy NEAATZKIE small cooling towers
chemicals Ho i 2= FZ2 {5 F other process uses
Eenn L food processing SRR TR (TAHH ~ /BRSO
UK K JB& 7K g B water andi#ioK - H] 045 E) building energy uses
Wwastewater treatment (lighting, HVAC, hot water, portable
devices)
EEMBE S A = B A FOHFER E{bEan chemicals EFEIE(EE ST ~ RIRF ~ MRS A2
Industry —ERIEAGE RV ELES I [fEH 45 steel and metals  [J5 ~ [ER} - o[ Gh) process heating
heavy Manufacturing facilities|/g>H oil refining (electricity, natural gas, coal or other

requiring high capitalization
and  consuming  large
quantities of raw materialg
and energy

i ship-building
AR S a4 pulp and paper|
mills

T ¥ O
machinery
223 semiconductors

KJE R &% cement and

ceramic

industrial

source, raw materials, intermediates)

W8 FE 5 Al K 4 process cooling and
refrigeration

PSR EN (B - EURBRAEZE R - ARY
7= ¥ ) machine drive (pumps, fans,
compressed air, materials handling)

TEliG ~ /& 5ERs turbines, condensers

TK R B4 steam systems

gy transportation

F/7
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NN LA SR KA B < st = offices A1 E portable devices
Buildings it {3 Fr lodging 7K 04 water heating
Facilities with standardZE £ retail H&HH lighting
commercial buildingigr/z warehouse BRSAELA R LA ~ HHRARYEES heating
practices and cooling systems, related fans
EDH 2.4 pumping systems
HEE N [H AR R AR B F A& ek it health care facilities - o8 k2 77 & % SR B R 4% centralized
Building e o BRESEE A E B E EyE laboratories and district heating and cooling systems
complexes iz 3% i kb0, data centers A2 portable devices
Facilities with operationsf[& educational campuses  [/K/IlIZ% water heating
requiring specific expertisesz & (& JE (it Y B8 25 Ky B BA lighting
due to the complexity of B (S EERHS %)%ggggyjﬁ% local HVAC
energy sources and uses  ijitary  and  governmentBEXEZE A © MHERE Z4% compressed
campuses with integratedfair, materials handling systems
energy supply (district heating{g& 55/ elevator /lifts
and cooling)
M EUEF municipalities
i I YN = Bl e IR CREE ~ K~ fis ~[fTENAER(E A mobile energy uses
Transport BV 2T R Fet4) passenger services = BEAS EE HVAC
System or means for (vehicle, train, ship, airplanes)i&HH lighting
transporting people or MU municipalities A4S portable devices
goods/cargo 5 trucking services  [ff il pEEE materials handling
K fleets WRRRIR(EAH ~ E577 ~ J55) sources (fuel
i S F3E rail operations oil, electricity, coal, etc.)
Azt cruise lines
fiizz /A E] ~ 2238 airlines,
airfreight
R fleets
S TR ~ [FoRb 2 #TR R [BE4 5 mineral separation [Z£HY extraction
Mining Ot A BEER S iRk Al hydrometallurgy G (B - -REE s my)
Open cast, underground and [ {5 Kz f& 5 smelting and  [transportation on (loaders, trucks, and
fluid extraction of raw refining conveyors)
materials and transport {73 B K AR IEE PR oil [PRESEREN(RIVK ~ R - O i - JEUER)
and gas drilling operations ~ [machine drive (water pumping,
FLETEL 445 gas and oil ventilation, turbines, fans)
pipelines 7%*”'%{%(&@@ N Eﬂ'ﬁg N %%E) materials
preparation (crushing, grinding,
separation)
GERRER ~ R hkes R AIZKEE steam
systems, condenser and cooling towers
Fl7 19/20
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o K e~ REEEEY) Edn  [FHE farming ZEH extraction
Agriculture  |Livestock, seed or FEfEZE 7S seed production  [WEAREJE (PR E ST -~ KRR - )
crops products 7 FF > ¥ 3  hauling ofisources (fuel oils electricity, natural gas,
materials coal, etc.)

Eh)4E 7 animal production [FFAEBEJR (428 ~ KIGEE ~ HIZELEE)
renewables (biomass, solar, geothermal,
etc.)

ATy transport
= Eh% motors
SEE e (B - B ~ MR )
drives, (pumps, fans, material handling)
R pumps
7K EFE water treatment
7R Es dryers
e L E REJREEE(fZAE ~ CHP ~ RS EE (K ~ O ~ RIAR ~ FAE|FURIESE raw materials transformation
Energy supply (/7 ~ 4 %) Fofgm(EmEE)R - CHP ~ IGCC %) |{# 5 J o> Bc /& ¥ transmission and
&aW) power generation (coal, oildistribution turbines
Energy generation (nuclear,natural gas, renewable, CHP/ZAf combustion
CHP, electricity, renewable,IGCC, etc.) G5 G 24 steam systems
etc.) and transport] S Bt 25 K A Al K #&  condenser and
(transmission and cooling towers
distribution)
T FT YT YR ARES &KEUEBHVERSESE K #iE - The "v™ is ARES accredited certification scope.

55 HillZ 2EH AT

7 7%
WA

(ISMS) accredited certification schedule is as follows:

(YEEE4IT  The information security management systems

AB IAS TAF
S EEES Accredited v
F/ 7 20/ 20




