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— . WANUEHEHZERY Type of Certification for Application

O HIRANUE itiat Audit [ FFIAE Re-registration Audit (1 ¥5 LKA Transfer
FIFIEAZE S organization Information

2.1 HIFH 4K

Organization Name:

2. 2 A bRk K R i -

Registration Address and Post Code:

2.3y (BUiRSS) bk Kl s

Business Address and Post Code

2.4 H%/%}\ Contact Person: ER% Job Title: %E*J-L Phone:
2.5 HIE Tel: B H rax: A a1
2.6 ?f}\ Legal Person: EE,IE Tel: %*ﬂ, Phone:

2.7 {L\ﬂk‘é\}\ﬁ Total Number of Employees in the Enterprise :

,/\j\ﬁ Number of Organizational Members:

%fi'ﬁg%%% E/Ju_pj\iﬁ The Total Number of People Covered by the Management System :

2. 7 1 IHE j'!i I j\%ﬁ Fixed Number of Employees: II/[E HTJ‘ j'!i I j\%ﬁ Number of Temporary Employees:
ﬁ\@,ﬁkiﬁ Number of Subcontractors %-%_T'_UP I‘i}\i&/%ﬂéﬁ ﬁj\ Seasonal Population/Peak Month
2.7.2 %@ﬁ@”ﬂf Is there a Shift System: [] 7% YES [J 7';? No %EE%UJ\ﬁ Number of people on shift system:

HEURI1E]/ NEL shift Time/ Number of People :

FET %EE/(&Z?)J Main Processes/Activities

5”5 !F/lj\ Ef A i& Non Shift Personnel i %ié ji %EDE / Yﬁ ij] Main Processes/Activities

2 7 3 f QE_ ,/\I’ﬁf iﬁ] F‘ﬁ M‘I’ﬁz El/] }\i& Number of People Working Outside the Organization's Workplace :

/LF& E/J %I/ {ﬁ Kj] The Processes/Activities Involved :
E HIFHAEE 2 CEEERN /B ) B, NAEEZ T SRR (ZmpEs)

Note: When applying for organizations with multiple locations (including temporary/fixed), a "List of Multiple Locations" should be provided before

reviewing the plan

2 7 4 ﬁ%ﬁ]\@, %I Outsourcing process s [] ﬁ YES [] 3[3 NO &I‘@‘ %35 Outsourcing process &
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2.7.5 HISHLZNSMLTT RS C A g LA B E BAR R T3R5 BAR R WNUETE S Has the outsourcing
party applying for the organization established a corresponding management system and obtained a management system certification : (] /4 YES [
p5

2.7.6 AMURIREE A VERNE I 98 ) R (A0 5 i1 53 5T 5K EF) s there any mandatory legal or regulatory

NIl .
requirement for the outsourcing process, such as mandatory qualification requirementsn [] K{y & Not involved [] 3[3 No [] ﬁ YES

2 7 7 EP l% Qﬁ N Xj‘ &]\@, %}E E/J ?’_" ﬁ%J ﬁff (T m HT i{é’i) Application organization's control method for outsourcing process

(can occur simultaneously): [] E}}_A Resident factory [] *ﬁ,ﬁﬂﬁﬁ inspect on schedule D TH I)_VJ %EE%&II%J Control according to the

procurement process
2.7.8 AN PREAFAE A ARN A (W BEFE . 218 Wiz K ZEuh . A FLAE IS H) whetner there

. . . . . =]
are public personnel present in the organization's premises (such as hospitals, schools, airports, train stations, public transportation): [ ] & YES O ?ij<

No

0%

2.7.9 HHREH
2. 7 10 %@Ei[ﬁi\ %iﬁﬁﬁ%\ i#fﬁé, #%}}Z%’li@ﬂﬁ%%ﬂl‘j&t-ﬁ Whether there has been quality,

" =]
environmental pollution, production safety, and punishment by local regulatory authorities: [ ] & YES O ?ij<

EFI 18 U\lEW:J:E N 1E:E7%E:&Eml b(EA . Audit Standard and Scope
U\lEWTEj%/@&lE:E Y Audit Standard  and Certificate type:

1GB/T19001-2016/IS0 9001:2015 COCNAS o HA others
[1GB/T42061-2022/1S0 13485:2016 0 FA others
1GB/T24001-2016/1S0 14001:2015 [1CNAS 0 HAth others
1 GB/T45001-2020/1S0 45001:2018 OCNAS O HA others
1 IECQ QC080000:2017 0 IECQ

EP i%'U\IIE_{H@ Scope:
K %%@’M—‘% T )ﬂ E/J*T{ﬁﬁ‘j{ R /T}\&ﬁﬁ Eﬁ Inapplicable standard terms and instructions of QUS&MDQMS:

. &R KBTI

(LA AR R ITARIZ AT I [A) BT — I B A ) BT — I VT I )
System Management System Start Time Last Internal Audit Time Last Management Audit Time
QMS
EMS
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OHSMS

MDQMS

HSPM

4.1 %%f)ﬁl%%ﬁ?ﬁ& Hﬂ' [‘ETJ Desired on-site audit time o
4.2 IEll: ﬂﬁiﬁ M‘J‘B lﬁ]*ﬂ*’j Whether to hire consultants: ] ﬁ (Yes) ~ [ %(No)

WAL 44 R (f yes, please identify the consultant body) .
A T H BN FIIAE whether to be audited by other CB: [1 4 (Yes) ~ [ JG(No)
HLF 44 R af yes, please identify the certificate body) .
INUEUE A R0 certificate valid date) s B — R WA BF e A% H B (The tast surveillance audit date);

] 7\E = ﬁﬂzg'f'? (Is it suspended) ~ [] /TE (=) ﬁﬁfjﬁf{%ﬁ Is it withdrawn) ( HJ‘ZHI:,T%*H& “ ] 7 Please
choose the corresponding one) /{j(,u\EEEEEKJHTJ‘ Ilﬂj\j status changed date) ’ JE .7'9 (Reasons) __ o»
¢ IR LW G VAER R R BEAT 3 A H LR CREERATLR. 6 DM H BAED  JFCHEAT A o A BT

==

EFI o
Notes: System should be run more than 3 months (Special industry should be more than 6 months) if the organization apply the certification for the
first time, and the organization had to performed the internal audit and management review.

iEL X FH *? Qﬂ %7?(125 The leadership commitment of the auditee organization

OB 1 L7 —— 5 MRS PR E VAT BR 2 F I 20T S0, [FRGESFIAEER, IRt
s

I have read the public documents which issued by Suzhou LQA standard certification Co., Ltd., agree to abide by the certification specifications and
submit following documents:

5 1 ﬁz’-i 7{‘«,’ (/\ﬁ o A_)‘AEE'TZ'S ?TAU‘_E) General Information (Contains QMS certification):

5. 1. 1 VB HAIE B SCAF R ENAE: Al g I . sk NE . #E S IR EICIE
Fo M ARENEICIE T EWLRR LS AR DAEFRHE. HEBOF AT
WE FAATAE =/ 28 VERE . SRR P FE .

Copies of legal documents: Enterprise business license, legal person's registration of institutions, social group registration certificate,
unincorporated registration certificate, party and government organs set up files, production license, the hygiene license, emission
permits, production/operation license for special industry, compulsory certification qualification certificate, etc.

5. 1. 2 2 AZICA IV E BT (B05 8/ H bR AR bR« o< T4 RV /AN P A 2R A L D
TR IR o

The controlled version of management manual (Or Policy/ Objectives & Index, scope / inapplicable requirement and instructions), documented
procedure.

5. 1.3 4/, RS LEHAER (G, Bk LR , A4NE.

Process flow diagram (Contains key, special process)for production and service, organization chart.

5. 1. 4 M Z 78 5 177 il BRI 55 o0 B AR HETS 50

Quality standard lists for product and service which were covered by system.

5. 1.5 BHARCHEMIZT 3 M H UL (EFETRER 6 MHULE) FEMMEER.

Proof document of the management system which has been run more than 3 months (construction requires more than 6 months).

5.1.6 i L. WFEEATI A AEEAR T HEH.

Organization’ s constructing project and completed project list under construction and supervision industry.
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5. LT EITAFMEIPiE R GEH) .

Subcontractor list and additional location list (When applicable).

5.1.8 —fRINFENBIAEAUE (2R FAKINE T &I .

General taxpayer qualification(Must contains the qualification page)( When applicable).

5. L9 FRER (BH) « MlE OFF &) « IBNRRS . JF747. K5, ik,
R

Invoice information, contains company name (account name), taxpayer's registration Number, opening Bank, account, address and phone
number.

5. 2 HEMEE B ZAUE R H L 7 S L LT B Rl

Please submit these documents if you want to apply EMS certificate:

5. 2. 1 IR B 7 5 B AN 2R DX 31 1 &

Organization’ s Geographical location map and regional map.

5. 2. 2 MR EME (24875 K. MAKEN) HFH&H 0.

Underground pipe network graph (At least including sewage and rainwater pipe network) which indicate each drainage outlet .

5. 2. 3 BT MHLAIL —FF N H RIS TS RV A S AR 5 B e CGEHID .

All kinds of pollutants environmental monitoring report copies which issued by environmental monitoring agency nearly a year (when
applicable).

5.2.4 98 FLUEHT A ¥ EEEiASGE MM “HPE” SR “ =[FI 7 Il s 5
S EME

Submit the “eia” materials, a copy of the "three simultaneity" acceptance report who building, expanding or technical transformation
enterprises after years 1998.

5.2.5 SFIRUEM R GEHII)

Law-abiding original (when applicable).

5.2.6 HEEIAEIRTE S, &M REEEMIE$.

List of important environmental factors, list of applicable laws and regulations.

5.2. T REEHFR. fRtaME T &

Environmental objectives, indicators and management plan.

5. 3 HHF UL M B 22 2 BEAR RIE I A R AL DU R k)

Please submit these documents if you want to apply OHSMS certificate:

5.3. 1 AR HRMEANE L, AFE—FE e iR A2 e e P L.
Brief introduction of basic information about safety management status, including whether safety accident happened and handling information in
the last 1 years.

5. 3. 2 H AT B s i AN 2 DX 31 1

Organization’ s Geographical location map and regional map.

5.3. 3 NI EAZ (NGRS ITE 5, A BORETH 5, IG AAHNE IS .

Unacceptable hazards list, equipment list, and list of applicable laws and regulations.

5.3.4 sFYRIEA R GERRD

Law-abiding original (when applicable).

5.3.5 PRk GEMKD , BULREEIIFH RS RER GIIA ZRED

Evaluation report, occupational-disease hazard pre evaluation approval or filing report(when applicable or require for laws and regulations)

5.3.6 /EMPEREE DN FEL MRS IR AL .

Dust, poison, noise monitoring report in the working environment.

5.3. 7 WOk e 224 AR FRFRANE BT %

Occupational health and safety objectives, indicators and management plan.
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5. 4 HITFIRIT A WU &8 BAA RVGER S 52 I LU Bkl

Please submit these documents if you want to apply GMP certificate:

5. 4. 1 A8 2S04 R A vHE AR A SR R
System documents meet standards and regulatory requirements.

5. 4. 2 7= i R d B AT A R R G B
Specification of products and list of applicable laws and regulations.

5.4. 3 477 T J7 i, FRMLESRUEM .

For the production of Class | products, a record-keeping certificate shall be provided.

5.4.4 A7 TTL TTISE™ I, &R ML BT e b WHIE A2 7= VF ATk .

For the production of Il,IIl products, medical device registration certificate and production license shall be provided.

5.4. 5 tAE RN 4 1T KRBTSR~ M, TRESERFZIEY: HE 111 K&
7 AU Y, AR AR T dS A E VAT AIE .

Such as business enterprise: sales of Il medical device products, the need to provide business record certificate; sales of Il type medical device
products, medical device business license should be provided.

5.4.6 HIE B o 1077 wh A AE E AR AN, e g it i 1 s [X (0 3 Y (07 el A vEE AT AT
B OB SRANERD .

When applying for coverage is not for domestic sale, a list of applicable product standards and regulations (if necessary) of the exporting
country or region shall be provided.

5.4. 7T B MIBRIT &0, MR PERF SAHN SO AL PSR T (—4EZ M) .

Sterile medical devices shall provide a corresponding level of production environment test report (within one year).

5.4.8 RN (Byrastlir2RH %) A=t e dd i 2 SR ESR IIEY .

Products not included in the Medical device Classification list shall be certified to meet the technical requirements.

5.5 HIFEA FW UL AL E BAR R ERVAEMHL R AL T Bk

Please submit these documents if you want to apply HSPM certificate:

5. 5. 11S09001 HE5 K Hofth C K IRAF 1B FRAK RRAE

1ISO9001 certificates and other management system certificates obtained

5. 5. 2 77 ity o B FH A0 I 1) PR B SR B0 S A BAT V2

Limit requirements for restricted substances in products and corresponding existing regulations and standards

5. 5.3 HSPM 4k Zi&E HVEEVERL GE 5D

Applicable Laws and regulations of HSPM System (List)

5. 5.4 ZHZ HSPM & & 5 4f

The organization's HSPM system policy

5.5.5 HSF F=fb LR HT S51Fn %

HSF product process analysis and evaluation form

5.5.6 A~ R H 3 (BFFIEFR)
Company document directory (including records)
e LRI RIS B — IRt AR HEHLURE 5 515 LR HAH N AR
Note: Please provide the above documents together with the application form. Different organization provide corresponding materials depending on

their own situation.
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HIFARRRE T (RE) : oy Ao Ho

Organization representatives Signature
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Bt AR AIERR A TRk B

Attachment: Explanation of Materials to be Submitted for Certification Application

¥ N
Basic

information

U VR RLE B SO (R byd: NE VB . Sl B Ry AARTAE . #EBIVE A BCIE &
), ABNHIARDTIUE . AFLERT, REARAZ 7 S R E VA SN ACRIE L B
W=EE—B RS —, WA A G — 25 AR AR B AR R 21
é/q 1:}[4 m ’f’ﬁ EEJ lIE 433 H Legal status proof documents (such as business license of enterprise legal person, code

certificate of public institution legal person, registration certificate of association legal person, etc.), organization code

certificate. When present, copies of the branch's business license and organizational code certificate should be submitted. If

the enterprise combines three certificates or five certificates, it can also provide enterprise certificates with unified social credit
codes instead of business licenses and organizational code certificates;

I 5 R TRAIE I 757 S A P VF T S 72 S IR IE -0 S i e AT 7
EI EI':] @i ?% T *E & E/‘] '/f]—’flﬂitl: EI IIE ﬁ: /E El] ’ﬁ: ( % E Hﬂ' ) ; Effective qualification certificates, product

production licenses, mandatory product certification certificates, and other administrative licenses required by laws and
regulations must be submitted with corresponding copies of administrative license documents (if necessary);

& lﬁﬁﬁiﬁﬁﬁfﬁi <ﬁui géﬁ%ﬁi\ éﬁ'ﬂ%/jééﬁﬂ&%iiﬁﬁ%lEHTJ“H&%){—I—'\ ); List of temporary locations (such
as system integration, maintenance/operation service locations, and other temporary service points);

MR R SO B T B bR JEEL AU RS AT RGBT R A,
AR BT ARG CHLPED « NRFAERGE D T, dfese &/
TZHRERE /i RER SR O sE RERR R AR R AT SR I A S

11[] : };(L Bﬁ ?ﬁ trF'J 'r% Yﬂ, N Xﬂ‘ IT E[/‘] @ }Eﬁ /jfg 5 At least the following documented information should be provided:

policies, objectives, scope, and information maintained by the organization for process operation and communication. It must
include: organizational profile, organizational structure (organizational chart), personnel situation and functional division,
process roadmap/process flow chart/process description (which should clearly indicate key and special processes) and related
process documents, such as risk control situation, IT application, etc;

I_, ﬂlf /Ti i/tF EI 'LIE ( Eﬁ%' E H‘T ) H Pollutant Discharge Permit (if required)
_ ﬁ é ﬁiﬁ itF ﬂ lIE ( gﬁ% % H‘T ) H Safety Production License (if required)
PR PRIR TSR A DG BB (IR WSt B R SR & D BRIA B RE M Il R AR R A R (0

H‘T) , Relevant materials for the completion acceptance report of the environmental impact assessment (acceptance
approval or acceptance report) or the filing results of the environmental impact registration form (if necessary);

bR VAEE SRR B 25 (s T 22 2 F0/ BfR B S5 SR K], AFAERT) ;0 Restrictions on

certification activities (such as for security and/or confidentiality reasons, when they exist);

i =il

’leg /% quality

b 5P RS R ARRRIE . ARG B AR R AR S . CLEER) Listof technical
standards and quality standards related to products/services, including mandatory standard list (if necessary);

:‘_. 1@&114:@2{?%115’:}%%‘ ( jﬁﬁﬁ {I%ﬁlﬁ@iﬁﬁﬁiéﬂ é/l:l ) Homework file or homework file list

management
system (applicable to engineering construction organization).
%iﬁ%}ﬁ : r IZ EIZ‘E |7§] ( @%ﬁ : /Ti %%ﬂk ﬁi ){—:T\ ﬁj\%ﬁ |7§] ) Factory floor plan (including: distribution map of pollutant

R ZRINILE

Environmental
management
system

certification

discharge points) ;

lOBRBE R R ORISR N BT B O B R — BRI T BS AT ) BT R i = FR A
E ﬂ:‘ Hﬂ‘ ‘j.} ) 5 List of environmental factors and major environmental factors ( corresponding to each responsible
department or operational activity unit, covering three states and three tenses);

b ER AT E R R R R AR AE (PR, ST RATRRA / IFTAD FE . List
of laws, regulations, and mandatory standards applicable to the country and industry (name, number, release

y_e_rsiAon/time).
IREERG MR 2 Environmental testing report

BITHH Modification date 2024-08-03 HQWILIR
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Rt
g7
EIUAR

Occupational

KPR ) XCOETEL 2 AP EE R e A S B CREERD) ¢ W IEis
AL T8 “ TAES A E RSB RAE” WIS . SHEiEe;
N 5 TR S B R EATOHS RS T B Cof B 24— B S 30  JBOZ A& ) B

fl: N /l& %_ E ﬂ] >Iji ‘j& *H E ﬂ] HﬂL ‘j.} ) ;s Factory floor plan; Factory floor plan, safety assessment evidence, and safety
compliance certificate (if necessary); Written evidence of fire safety acceptance or inspection, recent "Occupational

Health and Exposure Limits for Hazardous Factors in the Workplace" test report, and compliance certificate;

Identify the main hazards related to the process and OHS risk assessment checklist (corresponding to each responsible
Safety department or operational activity unit, covering three states and three tenses)

| == o = N (m Y N -} A D =R
Management TE 7 b AR 55 S A A Hh B (s P 6 32 ZE G R B O 0 A4 85 Sl tttid [l & 45
System ) The main hazardous materials used in the process of providing products and services (including name, hazard

description, usage amount, etc.);

B R B ATV FH B2 VAR AR (AR ST RATRRAS / BFTED I8 st
of laws, regulations, and mandatory standards applicable to the country and industry (name, number, release

version/time);

EER AT o Y B B T A A A A SR ] A 0SS M)

Explanation of occupational health and safety hazards that may be involved in the scope of management system coverage

activities (OHSMS attachment to this application)

:‘_. @ —[5“% éﬂ é/l:{ iﬁl ﬁf[ E/‘] I 'ﬁE j\ j'!'\ EI/‘] ijlé éEH rﬁ_ ,% Detailed information of staff who are far away from

organizational premises.

PRyT A
JiE
BRI R
Medical
Device
Quality
management

system

:‘_. F uEIIII U‘E EE 433 s Product manual

: jﬁﬁﬁ E/‘] Ii@ Ii %JIL. ‘Fl% $ ( jﬁﬁﬁ HTJL ) s List of applicable laws and regulations (when applicable)

. lﬁ/ﬁﬂ % ~ ’?fi[ﬁ}fz %/Hﬁ%ﬂﬁgfﬂﬂﬁjﬁ% ( 11[1 EEE ) ; Recent national and industry product/service
supervision and inspection reports (if any);

b R DX B AR AR R B (N SR GEA T E A A
’TX T,ﬂ\: ﬁ | ’Ti Fﬁ ) . List of applicable product standards and regulations for the exporting country or region (provide

regulations if necessary) (applicable for domestic non sales only for export use)

]_:‘E 1. i%?’f?%@t E"]ﬁ‘*ﬁ—ﬁﬁjﬁi “pef ” ° Note: 1. Please select LA before the provided information

2. Y IUHRIEIS, PO Y I G I s AR A FR 2y AT I BRESRAGIEMIPE SCAT o when appiying for expansion, it

is necessary to provide supporting documents for the parts that have been added or changed due to the expansion, as well as the time limit

requirements
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