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1.0 H Purpose

AREFPE T R YR AT EAT T8 I R =4 45 it ) AL B AR

This procedure outlines the process for handling potential complaints or appeals requiring
investigation and appropriate action.

2.0 [ Scope
AR IE T AKA YIETH BT b B4R B VR AL BE
This procedure applies to AKA’s accredited certification programs

3.0 5 X Definitions

3.1 BOfF——AE(im. By s CSkAAIE, FARS S0, R, TR, AR etk
A R AR 55 1 REAT R TR o

Complaint — any written, electronic, or verbal communication that alleges deficiencies related
to identity, quality, durability, reliability, safety, effectiveness or performance of services
rendered.

3.1.1 RO EANRT RIS AR E, K’ P AKA & R, 27, AKA A
WRRS, Wk AKA FEBIRR. BERSEETRAEERTTS.

Complaints include but are not limited to the following: Nonconformities, feedback, and
opportunities for improvement identified by AKA employees/contractors, clients, customers of
AKA certified clients, concerning AKA's management system.

For a potential incident, it may be a nonconformity.

3.1.2 BrF ARG IRV E HLA & H 1A 8B &, i CNCA (http://www.cnca.gov.cn/). CCAA
(http://iwww.ccaa.org.cn/). EXTIZMEEH LR C http://www.samr.gov.cn/) 55 & X ik

F i) 36 R
Complaints also include notification of problems from certification regulators, such as CNCA

(http://www.cnca.gov.cn/). CCAA (http://www.ccaa.org.cn/). State Administration for Market

Regulation Chttp://www.samr.gov.cn/), etc.



http://www.samr.gov.cn/
http://www.samr.gov.cn/
http://www.samr.gov.cn/
http://www.samr.gov.cn/
http://www.samr.gov.cn/
http://www.samr.gov.cn/
http://www.samr.gov.cn/
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3.2 MU - BOREFHEARAN G HRRENEEMEA RIRE, SiEHhiEiTs).

Appeal — A request for reconsideration of a decision relating to nonconformities, auditor
recommendations, or decisions related to certification including enforcement actions.

3.3 BRETHIF N—ETIA AKA SRAEE RN, 75 2R R AR 55 24T VP0G, IR

1EFE it o
Complainant / Appellant — any individual(s) who provides information to AKA- ISR that
would necessitate evaluation of services rendered and potential for corrective action.

4.0 BT Responsibilities

4.1 HARFESA TR URIEE, B EHE Lt , REEFRYR. BURIIAHE
Tt HYRMHEVRIEL H115:0512-68839099

Technical & Quality Department is responsible for the management of complaint and Appeal
process, Supervise and control the implementation progress of the activities and keep the
relevant records of complaints and complaints. Complaint & appeal hotline: 0512- 68839099,

4.2 FHEARZ RSN R IR FAFREARINGE .

Technical Committee is responsible for the technical identification of the Client’s appealed
incident.

43  ZFE M TTURBUMLE MG E A S AKA MHRME R .

The Administration Department is responsible for collecting AKA related information
published by the government on the website.

4.4 FHREBIE O AT B T Wb B)FE BT IR BRI

The Customer Service Department / Marketing Center is responsible for identifying and
confirming the complaint information from the website.

4.5 HRZIBA TURAE S S A RSB, I P R 75 R SR A% A o

The audit department is responsible for verifying the customer's corrective actions and
deciding whether to initiate a special audit process

4.6 AL KR T ST N ST U BV BOR PR IUS R A TR, SRR 5 18 Bt 1k o 4 T 45
R

The department manager involved in the case is responsible for assisting Technical & Quality
Department to obtain the investigation data, implementing relevant actions and reporting the
results




45 Document Number: AKA-P-003 Rev:4
AL ¥ Prepared By: Z45# KA Issued: 03/01/2020
Mx A PFH Reviewed By: &4 ¥ 4 Revised: 7/12/2023
itk Approved By: %4k Page 3 of 16
Subject: HF 5HFE FALR Complaints and Appeals Management Procedure

7 BOF RS AR E . DS SRR AR B A5 FE AR H IR

The Complaint / Appeal agent is responsible for contacting customers, obtaining information
and Notifying the results to Complainant / Appeal.

5.0 2 HiFAERAE Client’s Appeal Handling Flow
5.1 BIFBC- 58N Appeal registration and validation.

5.1.1 X TG A F LI TR HF,  HAOGHE I % H R % S8 Ja K BOR i &

For the Appeal feed back to other departments, the relevant department shall confirm and pass
it to the Technical & Quality Department.

5.1.2 #HABIHFE (RZH) , SORBUE RS URE B BT, DU IR — TR Fs
PR B AR ML S 2 B AT 2 R KR AN I X B R N AR AT .

UNZECYMNENSE

While receiving Appeal information, The Technical & Quality Department shall confirm the
Appeal information to insure it is an effective Appeal. The Technical & Quality Department
shall control the process of accepting, confirming and investigating Appeal, so as not to cause
any discrimination against the Appellant. The information to be confirmed includes the
following:

a) FHVRREIR;  Appeal statement;
b) YR ABIEAT . BRSS . B & J7 3 Unit, position and contact information of the Appellant;
c) HIZZH 5 Audit Team Members;
d) MEANREEL KR TN B RIE) -
Name and contact information of agent (as appropriate).

5.1.3 X PN R T HURMEEKF M, SoRBEMNEIL (BUMHBRURGHR) , FFEH

PN EPSHINE YT P INAE

For the incidents confirmed to be within the scope of Appeal, the Technical & Quality
Department shall register Complaint / Appeal List and notify the relevant department head and
relevant responsible person by email;

5.1.4 HARJG B ERROE A (RS LAEAE . QQ+ flfs 17y Q) R N IR 2 BE 0L, R AL 1
e FR R AL B R VB IRIE . BRI B SRR BN R P T AR R 2 S
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FAEALEL

The Technology & Quality Department shall inform the Appellant of the acceptance of Appeal
in written form (Including by Email, QQ, WeChat), and inform them of the channels for
understanding the progress of Appeal handling. The technical control team was not involved in
the whole process of handling the incident.

5.2 A5 E Preliminary investigation of the incident.

5.2.1 AHRER I I ST AR BOR B B T 5, M AR B R AR A R ST NI R TR

iPIEEI Y EPS R RN R e

While receiving the Email from the Technical & Quality Department, the relevant department
manager shall provide contact method of relevant responsible person to technical department
and inform relevant responsible person to cooperate with investigation.

5.2.2 BORFUEARSE T FHIFNHA, O

The TechnicalTechnology & Quality Department shall complete the investigation of the
incident, including:

a) W5 X S 1 R B 5t

Listen to the statements or explanations of both parties on the incident;

b) i I AR s I HAH SR AR 5 (1 225K 5

Determine the problem focus and put forward evidence requirements;

c) HEXUTIRHE R TR
Review the evidence provided by both parties.
e O T AEAR B R BAS e S I R 78 S kR (1), AR TR

note: Those who do not respond positively or fail to provide sufficient evidence in time will be
regarded as waivers;

5.2.3 BOR R HUFFAF I RGHEAT R, J0 5 HURRT, I a0 R SHE SR AT
BT .

The TechnicalTechnology & Quality Department shall sort out the files of the Appellant
incidents, Prepare the Appellant Report, sort out and number the files of the incidents.

5.3 HIFHIFIBIA % Preliminary determination of Appeal



45 Document Number: AKA-P-003 Rev:4
AL ¥ Prepared By: Z45# KA Issued: 03/01/2020
Mx A PFH Reviewed By: &4 ¥ 4 Revised: 7/12/2023
itk Approved By: %4k Page 5 of 16
Subject: HF 5HFE FALR Complaints and Appeals Management Procedure

5.3.1 BARBEE ST HIFIIAIP A E, IPRHAC T RrR, MERR R EEF .

The Technology & Quality Department is responsible for the preliminary determination of the
appeal, and record it in <Appeal Report> and submitted it to the Director of Technical
Committee for approval.

5.3.2 X FHI N E R FAMOLHER T, BRI EIT @ CERIEIRA) A TRHJF A

(EAREEN, B ELR

For the case that the Appeal is not established initially, The Technology & Quality Department
shall inform the relevant department and Appellant (or Agent, if exist) of the determination
result .

5.3.3 X THIDINE HUFRALIN G T BORFTR A E B ILATICRI R 8 7t 5 AR, it

ARZE o FARALHE:
For the case that the Appeal is initially confirmed, the Technology & Quality Department will

write the confirmation opinion into the report and send it to Director of Technical Committee
for approval..

5.3.4 B BB AR I SO U R NBRERN GEZID o R P S 7 SOF 52

T AR, BRI B Al MR ARG 0 R S 75 O 5 A U

The technicalTechnology & Quality Department shall prepare a reply document and reply to
the complainants or agents in writing (when appropriate). If the customer raises an objection
and puts forward new evidence, the technicalTechnology & Quality Department can decide
whether to open a new investigation according to the specific situation.

TE: U ETAFHEAR R, REAE 22 4 1TAFH A e

Note: Technology & Quality Department shall grasp the above work progress and try to
complete it within 22 working days.

5.4 HIFHIEEETIE

5.4.1 WAZEHEAFPI N D RGEIR L, BT R RLKS 1] e 1525 HH IS T T

If the incident is considered to be a system problem, the technical Technology & Quality
Department shall feed back the problem to the relevant departments;

5.4.2 S IHIE — MEHTFRIFIEN CRIFRE ) KERTEHS, R

Responsible department shell schedule a action plan, fill it in <Appeal Report> and send it to
TQ Department;
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5.4.3 S TSEMAHRIE M0 T CRUMRE D) » SERaEit)E, R AR S E FRESE SR %

AR5 B

The responsible department shall implement the relevant actions and record them in <Appeal
Report>. After completing the actions, send the report together with evidence to TQ
Department;

Responsible department shell schedule a action plan, fill it in <Appeal Report> and send it to
TQ Department;

5.4.4 TIARFE AN R R EIE KIEEHENRER, Do, BT TR R R

HERE
The Technical & Quality Department shall send the final report to Director of Technical

Committee and General Manager; the electronic data shall be kept by the Technical & Quality
Department.

6.0 FIFALFERE Client’s Complaint Handling Flow
6.1 FIFEiLE#HIA Complaint registration and validation.

6.1.1 X T RUEIA A He HB T VR, A ARSI IR VR A SR R AR TR D

For the Complaint feed back to other departments, the relevant department shall confirm and
pass it to the Technical & Quality Department

6.1.2 FLAIFF A, BORBTE R BORE BEATHN, DA IRHZ — DN RdF. SRR
PP 523 B A R AR AN IE T R AR FIEARAT Y. BRI E R

While receiving Complaint information, The Technical & Quality Department shall confirm
the complaint information to insure it is an effective complaint. The Technical & Quality
Department shall control the process of accepting, confirming and investigating complaint, so
as not to cause any discrimination against the Complainant. The information to be confirmed
includes the following:

a) FIFEIR; Complaint | statement;
b) FUFHIEAAL. RS, BEZ&R 730 Unit, position and contact information of the Complaint

) WBLIREIIT, WERARRTT A BRI

The name, contact information and the Department of the party complained;

d) MEAREEA AR R T B OLTE) -

Name and contact information of agent (as appropriate).
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6.1.3 X TR THERE B FA, BORBEMN S (SR HURE ) I8 BRFIE
FIAHRER ] 28 RAHRTUEN . WIERZFAF I K BISAUEAR R A R, BRI & R NLE
FIAH SR T THZ AR P W UE B EAT AL PE

For the incidents confirmed to be within the scope of Complaint, the Technical & Quality
Department shall register Complaint List and notify the relevant department head and relevant
responsible person by email. If the incident involves the effectiveness of the certificate system,

the Technical & Quality Department shall inform the relevant departments to handle the
certificate according to the procedures.

6.1.4 BORBTEANER (BAFLARIE. QQ. UMD IR N URRIZ RGN, Wil A
TS B L AITRERE, SR TSR B BE R IRIE . BORFUR AR T D2 A Ak

B RE TR SRR FAA RN LS 5 HA L.

The Technology & Quality Department shall inform (Including by Email, QQ, WeChat) the
complainant of the acceptance of complaint, communicate on whether the incident is open and
how open it is, inform them of the channels for understanding the progress of complaint
handling. The Technical & Quality Department is responsible for controlling that no personnel
related to the complaint participate in the handling of the incident

6.2 E{4I5IHE Preliminary investigation of the incident.

6.2.1 ARSI T ot NN B SOR R S 5, B A BRI B A 3R S G st NI R TR T
HEN B R TUE ARSI A .

While receiving the Email from the Technical & Quality Department, the relevant department
manager shall provide contact method of relevant responsible person to technical department
and inform relevant responsible person to cooperate with investigation.

6.2.2 BORFUEARSE T FFN A, SO

The Technical & Quality Department shall complete the investigation of the incident,
including:

d) B 5 A I R B

Listen to the statements or explanations of both parties on the event;

e) i 1) RBAE R A A SRS MRS 58 O 5K

Determine the problem focus and put forward evidence requirements;
f) B BTSRRI TR

Review the evidence provided by both parties.
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e AR BN B A BE A SR 8 7SR I, KNI

note: Those who do not respond positively or fail to provide sufficient evidence in time will be
regarded as waivers;

6.2.3 BOR R A BRUFFAF R GHEAT R, i SRR, I IR F AR SHE SR AT

BT,

The TechnicalTechnology & Quality Department shall sort out the files of the Complainant
incidents, Prepare the Complainant Report, sort out and number the files of the incidents.

6.3 BHFHIAIEINE Preliminary determination of Complaint / Appeal

6.3.1 BEARFEARAAE TR C (BOFRE) KEHETRD RAIDIAESS W, KEHE AR

% AR,

The Technical & Quality Department distribute the investigation data (<Complaint Report>
and citation files) and preliminary conclusion to the Management Representative for review,
General manager for approved.

6.3.2 A BRI ], BOR T EF B IEERACHIMBFN (BN, F547E) eSS
R

If the complaint is admitted, the Technical & Quality Department shall inform the relevant
department and Complainant / Appellant (or Agent, if exist) of the determination result in
writing.

A BRI, SRR ORI € SRR IR AR BN KN 2 AU TR

If the complaint is not admitted, the Technical & Quality Department will determine the
member of Complaint handling team and team meeting.

6.3.3 BRI R A SE AT E A AT TR 2 N R — RGO MG S, »EHR
e EEEEAGR. OGO AMER B ER TN, N RBOV R H AR S
BUFEAFA I o T BN AR ATHER IS, RO S AN R R

Technical department shall inform relevant departments of relevant meetings in advance.
(Team members generally include: General Manager, Deputy General Manager in charge.
deputy general managers in charge, relevant department manager and Technical & Quality
Department manager; The number of team members shall be odd; The members shall not be
related to the complaint). If the team members need to prepare in advance, the report shall be
sent to the team members.

6.4 /MHRW S BRZAIAE Group meeting and final determination
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6.4.1 BORFUE A EFr 2 WBF AW, SRR EET U

The Technical & Quality Department shall preside over the meeting of Complaint Team and
explain the Complaint / Appeal incident;

6.4.2 /N R T RO FHAF RS A R AL B CRLARA IEATA IEFA D) KR, 2. 5.5.3;

The team members shall express their opinions on the causes and handling (including
correction and corrective action) of the incident; See 5.5.3;

6.4.3 BIAREMIC S /NATENL, Ml H&EHERE, WS (BFks) » G, ST
J7 1

The Technical & Quality Department summarizes the opinions of the Team and makes the

final decision, and compile the <Complaint Report>, including the following aspects when
applicable:

a) FMMERZLINE; The final determination of the incident;

b) MARIEANMLERE CGERFD ;

Disposal decision of relevant responsible person (when applicable)

c) LIFABMREEAN CnRAFAE) KIENEE XfF; Formal response to the complainants
or agents (if any);

d) HFPAA R RGN, X ) R R PR 20 A 5 2] R i

When the incident is considered as a system problem, analyze the causes of the problem
and take corrective actions.

e) RHIHBITHAT A IE B 2 IE 435 it Y P ) 2%

6.4.4 BORFTEAR: (BUriitd) EHEEICREZ, S,

The Technical & Quality Department shall submit the <Complaint Report> to the Management
Representative for review and the general manager for approval. The approved report shall be

sent to relevant departments.

6.4.5 TR R AR R LN B AR PR ANBARELN s CaTRUBRPE . QQy flf& 107y
2 .

The Technical & Quality Department will send the formal reply document to the complainants
or agents; (It can be in the form of email, QQ and wechat).
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TE: U ETAFBBR R, REAE 22 4 1TAFH A e .

Note: Technical & Quality Department shall grasp the above work progress and try to complete
it within 22 working days.

6.5 2 IE A2 IE 44 it 1Y S it Complaint Handling

6.5.1 SUEFF T IS AH S i I ie % T (VR SE3E R, K kR A5 & FEYE TR,
Y Npigigt P

The responsible department shall implement the relevant actions and record them in
<Complaint Report>. After completing the actions, send the report together with evidence to
TQ Department;

Responsible department shell schedule a action plan, fill it in <Complaint Report> and send it
to TQ Department;

6.5.2 FAR 5B A 2 IR R i 1A REBEAT BN, s TR S o AHORBERL ORI &
RE
After confirm the action, The Technical & Quality Department shall send the final report to the
vice general manager and general manager in charge; the electronic data shall be kept by the

Technical & Quality Department.

7 B ECRALE Handling of government complaints
7.1 12 BRIZRES%3E Information acquisition and registration

7.1.1 85 ¥EFE =% 5% CNCA (http://www. cnca. gov. cn/) + CCAA (http://www.ccaa.org.cn/)«
W& AR O http://www.samr.gov.cn/) /st . [ 5824 i W 38R
(www.nmpa.gov.cn) . FDA Chttps://www. fda. gov/) THAHKM AL . W GEHE

MBS P R A A R AIE . AT A A ORISR I 1 .

The Administration Department logs in CNCA every Wednesday (http://www.cnca.gov.cn/),
CCAA (http://www.ccaa.org.cn/)General Administration of market supervision and

Administration (http://www.samr.gov.cn/), National Medical products Administration

(www.nmpa.gov.cn) . FDA Chttps://www.fda.gov/) .
https://europa.eu/european-union/index_en Website, query the relevant announcement, notice,
including the national supervision of product quality spot check results, and notice of

non-compliance with relevant regulatory requirements.


http://www.cnca.gov.cn/)%E3%80%81CCAA
http://www.samr.gov.cn/
http://www.samr.gov.cn/
http://www.samr.gov.cn/
https://www.fda.gov/
http://www.samr.gov.cn/
https://www.fda.gov/
https://europa.eu/european-union/index_en
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7.1.2 ZEAERXIREAAE HBtAT 0k, w8 ik D UE A b A v X i 2 1) £l 42 Bk DA R A 5 AR A ]

7.1.3

MR~ EE, SRS AR FVER P AR SGE R X T 3REUE B A 2 LUk
T NARRAFE P, RAEN A ERP RGN SR AT A A

The Administration Department shall screen the information obtained, and query the client
name through the certification client inquiry website to identify the announcements and notices
related to the company, including those related to the company's certified customers. If the
information obtained is not enough to confirm whether it is our customer, keywords should be
input into the company's ERP system for confirmation.

X EAN S A AR, hEEa eIl (BUREENIMBOIREEERD , Fid
WA, FURRTE . SRR AR SR Kk, BOrpRik.

For those company who have been confirmed to be related to our company, the Administration
Department shall register <Management Kanban of the Government / Regulatory Agency
Complaint>. The registration contents include the complaint time, the Department issuing the
complaint, the client involved in the complaint and the complaint statement.

TLAX T EILEN (BUFEENSRUFEEER) hLia it 22w General Xk, JEFH

7.15

I O WS 21 AR S AN B B3 SEATHT G R (VR LB CBUR R B BB
EEAERDY T OTHURRE SRR BORMRIR ] DUBIN B bRHE. D ARATESRAN

L TS A7 R I 45 4k i A% 2H 27 . The registered <Management Kanban of the Government /

Regulatory Agency Complaint>  will be traAKAerred to the company's General folder by the
Administration Department, and an email will be sent to the Customer Service Department and
the Technical & Quality Department to inform the new complaints. (the content is based on the
four paragraphs of <Management Kanban of the Government / Regulatory Agency
Complaint> in the complaint management Kanban of government / regulatory agencies.)
Such non- compliances are immediately communicated to the organization being audited.

XF T X BEAUAS A AR B r) e, IR 6 BimfEAb .
For the problems found in double random inspection, refer to the process in Chapter 6.

7.2 BN, AE 5S4 Accident confirmation, investigation and handling

721 BB EEEH P OFEERTHECW LB P AN LM, HEmEr e s4

BRCJR SR, BRI EH

The management of Customer Service Department / Marketing Center is responsible for
determining the customer Manager / Business Manager involved, notifying the Customer
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Manager / Business Manager of the complaint and communicating the relevant investigation
matters.

722 Z 2N S LSRR, HEEMFER, B

The Customer Manager / Business Manager is responsible for contacting customers and
investigating the details of the accident, including:

a) EEIIIKMAEN UL Explanation of inspection by competent department;

b) ¥ A= SRS JEEl ;. Scope of products / services involved;

c) KIS HRTHIZSAHE L Current delivery of products / services involved:;
d) HAETAEFIZLEIRZS: Current production / operation status;

e) HAETHMNXTHE . Current measures.

7.2.3 FAGBEERIEAE LR, X FHSEE VA, X FAE B AR AT fa IR R
HACEERE I, ACEE AT AR LR HUE

According to the results of communication, the supervisor of Customer Service Department
makes an assessment of the situation, briefly describes the severity of the matter and puts
forward handling suggestions; the handling may include the following decisions:

a) EIEMAHCEIET; Suspension / withdrawal of certificates;
b) & HEEK/AIEREEESKR; Issue rectification / corrective action requirements;

7.2.4 AR 2 I A IR AR S SR A R IR, WoR IR, KRR IE S

The client will submit the corrective and corrective action report to the Customer Service
Department. If not, the certificate will be revoked.

7.2.5 FHREBRFHCR IR 5 A H AL, H AL 2 SRR, BURHRRR E A% . gD
KT (BUREE PR E AR JF IR @R % 5 2P IABOR &5

The Customer Service Department will submit the report received to the audit department,
which will determine whether to restore the certificate or arrange special audit. The decision is
recorded in <Management Kanban of the Government / Regulatory Agency Complaint>, and
the Customer Manager is informed by email and copied to the Technical & Quality
Department.
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7.2.6 FORFUE AR A R, il T (BURMREVBREREER) .

The Technical & Quality Department shall verify the effectiveness of handling and record it in
<Management Kanban of the Government / Regulatory Agency Complaint>.

8.6 Record

(HI R 45 Appeal Report)
(FFiR S Complaint Report)
CEURFI & W IR BEE B Management Kanban of the Government / Regulatory Agency Complaint)
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(FHFHR S Complaint Report)

BFER

H#H Date:

IR A Complainant: PR NIRRT, BRSS . BX & 53 Unit, position and contact information of the Complaint

RELA Agent (if any):

FAEA responsible: BeHRN, BAALL BRSS . BE £ 720 Unit, position and contact information of the Complaint

BVFBRIR Complaint

statement:

BHFHEIA Complaint confirm

ZE5E

TR B 2% B (1)

FE4HET Incident investigation

AR Incident definition

(4t Handing)

(NELS IS4 YeE Team meeting and handling decision)

/INHL 7 Team member:

21 1] Meeting time:

HAE Incident

definition

R ALFE handle
decision:

TR Action plan (B E RN R St 8l BT when it is identified as a systematic problem)

JR K 73 41 Cause
analysis:

2 1EH i Corrective
action:

H it 11X action
schedule:

SEJiti 175 ¥t Implementation
situation:

ISIE/453E verification / Remarks
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CE YRR 2 Appeal Report)

B {5 B Appeal Information

H#H Date:

B 1§ A Appeallant:

HVRIR 807 L 4% BE & 720 Unit, position and contact information of the Complaint

RELA Agent (if any):

%4 Audit team

BVFBRIR Complaint

statement:

BFHIA Appeal confirm

ZE5E

TR B 2% B (1)
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