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Client name FOSHAN HONGFENG CO., LTD.

5 N RE 3 X/\”Eﬁ/\ ] D‘: N

A 7 kL f?é%Mﬁ ﬁE?%??ﬁﬁL4ﬁZ’. 2R

Audit address No.4-2, Leqiang Road, Leping Town, Sanshui District, Post code 528137
Foshan City, Guangdong Province, China

pavay==1 > o . e

TRy | PRI KR BURSA 4 52 = i

Eﬂﬂ Ejzjﬂaé/% i No.4-2, Leqiang Road, Leping Town, Sanshui District, Post code 528137

aAdlﬁg:: s Contact Foshan City, Guangdong Province, China

37, N y g ZIN x A1 : 2IN ]
SRR %}E@ 5 pan | BEREN 0592-5793751/2071351
Contact person Title GM Tel. /Fax
Dongfeng
T =
DLIIMER ) g e A
naerrni: fcation body Shanghai NQA certification Co., Ltd.
‘o i R H 5 5 X R % 958 SRR G R JE 22
U\lIEHL*@i‘lﬁiﬂ: o T\ 7+ He H}Bgﬁ
C;:;tlﬁcatlon body Room 2201, No. 958, Lujiazui Ring Road, China (Shanghai) Post code 200120
address pilot Free Trade Zone
A% H Y e PV 3752 bR Man days
Audit date 2024-05-08 to 2024-05-10 W H 6.0
4 AT R AS% 4 BT B HRSS
Name Title and Dep. Name Title and Dep.
AR RRIE | BARNK B How JiE
PNy Cheng Dongfeng GM Xiao Ling QC Dep.
FRMEEAR | B B EEFE AR ipERN R IR
Key roles of the Cheng Zhe Management Xie Fangqin Purchase Dep.
company representative
SIS Az 7k BORHR
Wu Yuanlai Production Dep. Yang Chunping Technical Dep.

M E R
I IR
Infrastructure
Monitor equipment

FEA R MR EHL. ITIO0L. 40N, R RR. TR THE.
AR SR BT MR I et A BN R R A R
Main production equipment: punching machines, high-frequency machines, sewing machines,
etc.

Testing facilities: calipers, micrometers, multimeters, flow meters, pressure gauges, noise
meters, blood pressure meters, withstand voltage testers, grounding resistance testers, leakage
current testers, etc.

T B TR R
Main process of the
management system

EEIATT. WEEHEL RSBl s s
Management responsibility process, resource management process, product implementation
process, measurement analysis and improvement process

FEAR A P Ol 55
T R MR ft
THD;
HLRWERE, m#&
PR REHRE
KB KB 77
Basic production
flow (incl. external
supply process)

Is there a
sterilization process,
or does the end user
need sterilization
before use.
Sterilization method

B L2

D EHEAXFZAE: SR~ HE R~

2 FRPIEINEITAL: BB~ TR~ E /I T~ H R R~ Al — 2k

3) WRKAS: BB ORI AL e~ B LA —~ P Re A I —~ R 2

4)  RB/GIREER. MR- TR mUERE M. BRAD —~ll—~ k.

5)  IMsAh: MR- ER A E I T~ T4 (E+S3) ~ Kk~
BERRE: BT~ GTRmiAR) —RE—-Rk—~ KR —~45H.

ShEL: PR B AF. PCBA;

AR R, RANR TR ST A

Basic production process flow:

1) Compressor nebulizer: Material preparation — assembly — testing — packaging.

2) Air compression therapy system: material preparation — air pump assembly — sleeve
processing — assembly of finished products — testing — packaging.

3) Suction machine: Material preparation — Assembly of suction cup — Assembly of
compressor — Assembly of whole machine — Performance testing — Packaging.

4) Medical air cushion: Material — Cutting — High frequency fusion welding (air nozzle,
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forming) — Testing — Packaging.

5) Blood pressure cuffs: material — cutting — fabric processing — airbag processing —
assembly (fabric + airbag) — inspection — packaging;

Sales process: customer order — conversion to Order Confirmation Form — procurement
— inspection — shipment — settlement.

Outsourcing: product development, plastic parts, PCBA

Process to be confirmed: high-frequency fusion welding

The product does not belong to sterile medical devices.

—. HEEE

Audit Scoope

YT Bl E FLAN
Wit CEHRRE
i B i/ R/
R 55/ P i3 )
Scope and place of
organization activities

XISO13485: _ BEEHE4AAZhas. R ABBIEARE . ik whry . BB A P~ Fl ey
B (AR RTaE RN, SRR SEITA BRI A S E CGH IO ERRBEAEED,
HL - I 1 4

PR TT A B R B R e T A B GA E A As . RIS e it
i L AN W ) 7 e 0 ks o P B U R AL o 2 R A e ) WA R =V IR
5 0 G Wi o 11wl WA SO D= & i1 D G 25 5 24 PR WA R N I WA R |
1 [ e g BC e A, I e i s MR AR PRSIy A X P TE U A O A
AR R : HEbR B FEEDE: BT IR N A T 5K AT
kR

Y B A ESRIE N, R EASC TR BURE, A DA AR AR 55
FESR ALY, 54BN LV B AT

Scope of medical device quality management system:

Manufacture and sales of compressor nebulizer, medical air mattress, blood pressure cuffs and
medical air cushion (within the scope of licensed qualifications); manufacture and sales of air
compression therapy system and suction machine (exported to the European Union and the
United States); sales of electronic blood pressure monitor

Intended use of products covered by medical device quality management system:
Compressor nebulizer: atomizes liquid drugs for patients to inhale.

Medical air mattress: For the prevention and treatment of bedsores in bedridden patients,
prevent pressure ulcers and alleviate patient pain.

Air compression therapy system: circulates and massages the body parts through the air
pressure generated by inflation, deflation, providing pressure therapy.

Blood pressure cuffs: used in conjunction with non-invasive blood pressure devices for
measuring non-invasive blood pressure.

Suction machine: used by medical institutions to aspirate phlegm from patients with respiratory
diseases.

Electronic blood pressure monitor: used to measure human systolic blood pressure, diastolic
blood pressure, and pulse rate.

Note:

During the on-site audit, the organization requested adjustment of the certification scope. The
audit team provides evidence by checking relevant qualification information, consulting
relevant product production and service processes, communicating with the organization, and
confirming adjustments to the certification scope.

1. 2 rAERI A
(FFLE/FRERD

Multi-site

confirmation

2. WMEFIERN S

MUK 42 B/ btk Fn 78 o5

PR /R 2s B E

7: None
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Details of the branches
3. WHLHFEERAN
ERLR RVEE A 2>
SCHUR R U
If the organization has
branches that are not
included in the scope
of the management
system, special
instructions should be

given

RRFEZ) (DIHEAE
B, RS B
PR S Tt 5

JARA LT =KX ORPEEAR IR KTE 4 52—
No.4-2, Leqiang Road, Leping Town, Sanshui District, Foshan City, Guangdong Province,

Audit e China

A% 78 i (A 3]

Period covered by the | 2023.05.15 to 2024.05.10
audit

=. H#%%E Executive Summary

DIFHALE: VRO 52 8 A2 7 8 BAR RAEVAEA ROWN, 2 SRS R ANIEEOR, DA E 2 5 445 IR R ALE
VEM B I SN UE TS -

Recertification: Evaluate whether the auditee's Medical Device Management System continues

to meet the certification requirements within the certification validity period, so as to determine

whether it is recommended to maintain the certification registration qualification and renew the

B k% H 1 certification certificate.

Audit purpose
R RINIEVE I PR H SV B AA Z02 50 o FRE Y KIOVE R RS 1T A %0 DA E RE S K H il 1TE e
Expanding the Scope of certification: Evaluate whether the management system covers the
scope of the application for expansion and operates effectively to determine whether the scope
of the application can be expanded.
CJIGB/T19001-2016/1S09001:2015 [JGB/T24001-2016/1S014001:2015
JGB/T45001-2020/1S045001:2018 XITS013485:2016 OHeE:

A HEN 2 SUEF I RIS £ 8 REa %kt g Ofe

Audit criteria

Standard: ISO 13485:2016
Organization management system documented information

Relevant national laws and regulations

FRZ A RLIA

Audit team
member

%44 Name FE48 8] Cheng Xiang ming %% Yang Hui zhen

HWERTT Duty | 214 Leader Auditor 2H 51 Team member

TEM B A%

Registration

AN

Leader

7 2 A% R

] ) Leader
qualification

EMHE S

Registration SNQA-13485-1230 SNQA-13485-1402

Certificate No

LS Code

ISO13485: MDO01.06-L; MDO02.06-M; MD02.01.02-M; MD07.05
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INATARG

Accreditation XUKAS COCNAS OXE:
1 ARSI, R T O SRS B R LA RE A RS EAE RS 7 A
gb, 1 AMENVHER (B2 ELEER, fEAE) g B %, JRRE) T U s A 1. (U
P AL R s A0l S R FEAE ML A, EOR S I H A6 A I A BAAR R BE R, R B PR o
According to the audit plan, the audit team has completed all processes with 7 departments
including discussion with the auditee's leadership and relevant management systems.no shift
work.
fzgjﬁ 2. WHEHIINLE, X8 RE OfF,
:u ditﬁ plan Processes not covered by this surveillance audit : None
completion
3. WTRERCMAWORZT REZEN. OF KL
Important matters that may affect the audit plan: None
4. FEAT O AR R B S IR CRARIN D), Ao o A% IR B 5 T o A% 5 10 R AN 5 12 11 725 S R
w: Wk OF, ¥
Any deviation from the audit plan and its reasons (when it occurs), including objective
statements of audit risks and uncertainties affecting audit conclusions: None.
. HCE RIRSWEERR” , SV B 4% SNQA/F Z U “ EH AR BGdR”
HARREZUVFE e
Fsin AR BRIHAT
%@ﬁﬁﬁgﬁ SINERIRESWNE A, FHEFERER A28 BRE. FEWRERI 1T AR.
Ag en:i:an d " | Please refer to the "Opening and Close Meeting Attendance Sheet". The meeting agenda and

participants of the
opening and close
meeting

content shall be in accordance with the requirements of the " Opening and Close Meeting
Minutes" in the SNQA/audit document package.
Participants: G.M., MR, Leaders of production Dep., technical Dep., QC Dep. etc.

HRZHOR. 7k
AREA 1 ]
CHRE A I A%
il SR
RIS AL AB A &
)

Description of

audit techniques,
methods and

KRB AR T VAL T R R4, Gl 1], B BT HO0 52 o A% OT B BAA RIEAT R TAE
BEAT TR, CRARE, W EAL TR BRSO A
g M. BRSSO, 2 R SR MR PR R AU AR S IE SR AE N SR IR
.

Adopting a process approach and risk-based thinking, understanding the operation of the
management system of the audited party through methods such as questioning, observation, and
inspection, recording inspections, and on-site observation of the assembly, high-frequency

fusion, testing, packaging, and other process control of medical air mattress and air compression

samples therapy system products. The audited organization provides relevant records of the management
system as samples for the audit.
v B ek B AN &
FIEER (0 oy o . e
(2 B 335 B HRAEFH) “EHEARNXFIAE . RRTRERE. EMT . PiER. SKEEIR
GER QMS) | JTI WOBET B “ A FULE T S R R TR RMPEEST B b
Rationality 753, 7.5.5. 7.5.7. 71592 NiER &

statement of
standard exclusion
or non-application
requirements
(clauses)

The products produced and sold within the scope of organizational certification have no
installation activities and are not sterile/implantable medical devices. Therefore, the clauses of
7.5.3,7.5.5,7.5.7, and 7.5.9.2 are excluded.
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O% ;' 4%k Client name

y, P . V3 éé% 1
7 FRH S R O% /Pl (OvEMhaE O #hik) Client address
FERIRCI R A | OF Sk KRB 5428\ 5 Employee numbers

LR AR I SR O 2145#) Organization structure
CINGUEELND)

Important changes

(if any) tht affect 04~ T2 Production porcess
the customer
management PRASE (O3 O%H) : Resource

system afier the Xk ZEHUE (Xy K O40) Coverage of the Management System: Expanding

last audit
OHAth Others

O A RiLFE Process of the Management System

R RESA B A% T SRR AR AR T RV ] St R A

This recertification audit was conducted according to the new scope.

UE5 2 {5 P 2 o
GO (FAERD) | ®ALE  Recertification
Certificate X4 k4% Suspension: None

suspension and
resumption of
audit (if any)

w ~ %T%%’ff%ﬁ%“ﬂiﬁiﬁ B‘]ﬂz’fﬂ' Evaluation of the auditee's management system

1. ALRREERERBBRIER, SEITPraF-

Evaluation of the organization's management system documents

ORAHRIER, ARSI E T sh I LRI,
Meet the standard requirements, reflect the organization's business activities and implement them

OEEARRFEARMEZR, eSO L EVE S I RARSE, A 22 Ak 2k
Basically meet the standard requirements, can reflect the organization's business activities and specific

implementation, and the deficiencies have been improved.

REERTFEIREER, RESM AR E TE BN I B AR S, (HIE 7 iolb e vl 1
It basically meets the standard requirements and can reflect the organization's business activities and implement

them, but it still needs to be improved to improve operability.

2. —MBEZEMR: L1837 (19ET3% Stage 1 audit information: N/A
1) HIZEE: QMS: EMS: OHSMS: ISO13485:
2) FH—BrE A QMS 4 EMS /N; OHSMS vy 1SO13485 N

3) B BUR A A SR T DL U -

3. FHIMEBIAFIEM: On site audit of recertification

D EZER. oy EfaaEs. 0% OAGHK RRAE
By aslA R R A ORAE AR K
BRI A ™ i A Bl F: Ok AE AR K
PRyTdemcb A A OKRE AR K

State and local supervision and inspection: None
Medical device adverse events: None

Medical device recall: None

Medical device Advisory notice: None
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2) B MRS BHAR BRI L
OBAT R ABF
SR AR B/ E R BRI S AT 1A R
ORAE T HRIF B 15 2 K AT R Ak 2R

Complaints from customers, interested parties or others:
General complaints have occurred and have been promptly and effectively addressed.

3) WAEEBAR S E L : RFFE

mEREES

Use of certification certificates and marks: qualified.

4) EREFEZIIFRMATFERIES N, 2RBERAE: RARBRAE OfRE

Does the nonconformance verification issued by the last audit happen again: No

5) AFFE DA ST -

HIFH: BMAFATIOQMS 4 OEMS _ 4~ CJOHSMS A ®ISO13485: 1 A
PEEAMFEHOQMS A OEMS A OOHSMS . 4y XISO13485: 0 A
MEHOQMS _ > OEMS _ 4~ TJOHSMS _ 4 X 1SO13485: _ 0

RAEGTHRG 1 4 SUAWEMETRG o

s AENAIRE A

Minor NC: 1, Major NC: 0, OFI: 0
INC report is attached.

6) eI :

Others: None

4. BEAERBEANBELIAIGHIAN_105 N wmEnmmdsma s

Confirmed the employee numbers covered by the management system on site: 105
(Including non-permanent personnel on site)

5. EEARSRERNRTETEXB BT BRI

Evaluation of compliance and effective operation of management system and standards

AR HAZIEE . SRR, 4 ieiid
content Description of audit evidence, audit findings and audit conclusions

OAGUFEAN B

CELFE N AR FR SR |
JS2 %o R AL A )
TR XIAE & )
PP | AFBSIT 201646 7 A, FEMEAURS, FALE, IR MEME
AL | B R RES TR B, ARG T U P ER G ON 1S013485 BRifEHENL ST | SCPRHAL
S A EA R, JEEIE T SNQA HIAIER #; £FXt H AT ARG TS A RS E N, A

Basic information
of the organization
The changes of
internal and
external
environment of the
organization
during the
certification
supervision period,
and whether the
measures to deal
with risks and
opportunities have
been continuously
implemented

IR R AL, BRI ET, IaRA R E R, SR 3er, et dbirsiae k
J&.

The company was established in July 2016, mainly engaged in the production of medical
air mattress, compressor nebulizer, suction machine, blood pressure cuffs and other products, as
well as the sales of second-class medical devices. The enterprise has established and
implemented a documented management system by ISO13485 standard according to market and
customer requirements, and has passed the certification audit of SNQA. In response to the
current global economic downturn, the company has increased its market development efforts,
actively expanded the market, strengthened internal management, improved production
efficiency, and promoted the sustained and stable development of the enterprise.
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@RI |
BEX U5 BT
HER 5T

A R R
IER BN 2R
FRE SR
Leadership role
and commitment,
management
responsibilities for
organizational
policies

T e PR L DL U5 T, USROG R A R (U P AR Ve 1 B
B W RERNEEEEDR, WEA R BAR, RS R R B A

Q) B RSN IR A G S i o B B A AR 0 P9 R A A BV S Bl 8L PDCA
PRI AT XS (1 B 4E, 5838 fhiUE BA R .

The top management has confirmed their leadership role and commitment to the quality
management system through the following aspects: enhancing customer satisfaction, meeting
applicable legal and regulatory requirements, formulating company policies and objectives, and
presiding over management reviews as planned.

The company's management promotes and organizes the implementation of internal audits
and management reviews of the quality management system. Improve the quality management
system through the PDCA cycle and risk-based thinking.

@ H bR, EH
R SRR B A R AE

S B AR5 T A

A1

OQMS ™ 13485:
SpS i =waEa i}

HALIRAE . JRIX
puw: = iy Shi Rl

H, RO

s

XF 5 H AR A

Jot B SRS I L

BEAT VAT

Joi i H AR B B4
BnARILERRIE
7 A B LR T
SRR, RigiTE R
VE AT B E It
I sisiyi
Establishment of
objectives,
planning of
management
system and
effectiveness of the
system in
achieving
objectives:
Whether the

functions, levels
and process
objectives
established to
achieve the quality
policy are
measurable,
communicated and
monitored;

Evaluate the
achievement of
quality objectives
and process quality
performance;

If the quality
objectives and
quality
performance are
not achieved,
whether the

A F Hbx:

a)r” pnAER B2 AT 2 =95%

b) BT RS 56 B 45 5 =98 % 5

)R = =90%

——B % 2024 4 4 AE BRSUHEOL, &0 H RS LR

SIRIGOL: o m) BAREEAE S SRIGHS . B AT A O B AR R R AT T oA
HHEAEZ TN, BE 2024 4 4 AW EHRSUEEE, S0 HRBRRIA R
JREHbR T E, SRETEH 8 R TH L WR BRI

Company Objectives:

a) Product on-time delivery rate = 95%;

b) The qualified rate of finished product sampling inspection is = 98%;

¢) Customer satisfaction = 90%

——According to the statistics of quality objectives as of April 2024, all objectives have been

achieved.

Objective decomposition: The company's objectives have been decomposed in the production
department, procurement department, quality management department, and related management
system processes, and assessment methods have been determined. According to the quality

target statistical data as of April 2024, all objectives have been achieved.

The quality objectives are measurable and consistent with the quality policy, reflecting a

commitment to meeting product quality requirements.
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internal audit
mechanism is
operated to
identify the causes,
and whether the
management
review mechanism
is operated to
determine and

implement
improvement
measures
@7 i By G FAk
F A T T
LB SRABZ
S T7 SR At PR Rk B AR EE TR T BRI B A FE SEAE + BT BRI A PV P E 7 R AHIE (2=
(B FIRAE B + 70 BT PR A / LM / BT U 2 ) 585 — SR P 7 B o~ 46 R I/
O QIS ™ 13485 BRI S EE,
MERIRI | e Rbmies g P RBRER (EFRARE R, RIS, IR P
KR I | 8
WAL HECHESE: RIS CE & FDA S %KL,
T RGN, | IEFIARMEIRIN: GB/T42062. YY/T42061. GB/T16886. 1. GBI706. 1. QSR820. MDR. PEjT#%
EBUIL AR | gy e R A I DR B B AR DT R RO A s
ffii*ﬁ*m”m PR R, NSRRI

WENCID) YAt s /g
management

system meets the
requirements of
applicable laws
and regulations
and the
requirements of
customers and
interested parties

Compliance with
applicable laws,
regulations and
mandatory
standards for
products or
services covered
by certification

Note: In case of
non-compliance, it
is necessary to
trace whether it has
been rectified and

Qualification information: Sighted the Business license, Class II medical device operation
record certificate, medical device production license, Product registration certificate
(compressor nebulizer), Class I medical device production record certificate, record certificate
information table for medical air mattress, blood pressure cuffs and medical air cushion.

Product standard filing: Product technical requirements (compressor nebulizer, medical air
mattress, blood pressure cuff, medical air cushion);

Export evidence: customs declaration, CE and FDA related documents;

Applicable standards and regulations: GB/T42062 YY/T42061, GB/T16886.1, GB9706.1,
QSR&820, MDR, Medical device production quality management standards, medical device
supervision and management regulations, medical device instructions and label management

regulations, etc.

The product quality continues to meet customer requirements, and the company operates in
compliance with relevant laws and regulations.

There is no business abnormalities, dishonest behavior and administrative penalties of the

approved by the company.

relevant competent

administrative

department

Ok A Il | ppn g 2 g ARG 105N, EEAEP B DHER. RRMINL. ATHINL. SELUMLSE: A

WO« T A A B
W AL ERD H$2
PEANE RSO (B
BAT S EPNOREE)
Resource supply and
control of personnel,
Infrastructure,
monitoring and
measuring resources,

Eﬁ%\%ﬁﬁ\mﬁﬁ\mEWﬁu\%m%m
Tl /v B B THEAHE TAR IR RS, fREEA B/

Mi: RRS TR THES mET
LR O e SRR 7 N N R b U N
2 R/ U 8

The FTE number covered by the management system is 105.

Main production equipments include punching machines, high-frequency machines, sewing
machines, etc. Testing facilities: calipers, micrometers, multimeters, flow meters, pressure
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organizational
knowledge.(Includin
g facility operation
and maintenance)

gauges, noise meters, blood pressure meters, withstand voltage testers, grounding resistance
testers, leakage current testers, etc. Through personnel training, equipment management, and
measurement calibration work, we ensure that personnel and facilities meet the company's
requirements.

© ZHZITERER
T o IR RIS Bh
HE R AR L (FESE—
B B A PR )
B R AR
bk,
QMs [XI13485:
e i S B AR Tt
S B A R
FAE B AT IR
CHR B AR A
B B AL
1) SEBEME R 2D
i
a) i A R SS B ¥t T
RABH(D= S TR
K O AR B FIIT R )
b) ST SR A7
5 et 2
c) HEPERIR S5 S kA ]
CELAEH Bl
e, WKL E
B b R G
TP I 22 e i S5 A A
[RGB EN R DE
)= AR 55 R BT 42
2%
Management and
control of
processes and
activities covered
by the auditee's
management
system
13485:
Operation control
of key points that
have an important
impact on the
realization of
objectives in the
process of product
realization
(integrity and
effectiveness of
monitoring,
measurement,
report and review
records of
important audit
points). For
example:
a) Design and
development
control of products
and services
( product design
and development,
process design and
development)
b) Control of
products, services
and processes
provided by

U WA A B @SS (TR RS HIRR T ) R s v RO R R T
B, FERBITTFR TAERFEIE I 1B EA R T, H LR DOREE B 5 s I+
R A P T

2) AN AR SS s B AT R BRI TR AW R B, B
PCBA. H&fF. ZiLmMa. L. mimeE, 4. P2ifk. B4, PCBA;
AT T AN RS WIAE VT S JAVPAN (7R ) IR B SR S, ORISR T SR I R 4% A 2

3) AR SR AR M E]: H AT B EA S s R R WA, s, LR
H R i SE LR A 7 SE A A I R AR B 7, gL T R RIS IRy I I RS
T TRk AREEF S A AR A, e T ARRIPE NSO, B R R A T LR R
RESRENHE I FEHEA TS, X R T TR B A% s BUg i ol IE

4) R SRS SR TURE B SR B AR AR T A R, R A
HER,

5) FEERIIRSS BIBAT : AR % REARZLR KA AR AER ] T A M IR IR S, TR
(R EAG I IG SN KRG . I FEAG IS . ARSI I TR SR AR I AT
TR

6) 2% 1S013485: 2016 AnfEZERE LISl | UL EA R, FEARF G4l
PrRi&ol, @A RINEIT, BETAEEE T —2mpie, slsebrsfEr X5k &L
e —5, RE(EEHEEHA.

1) Design and Development Management Process:
Organize the establishment and implementation of the Design and Development Control
Procedure to standardize the management of the product design and development process.
The product design and development work has been entrusted to Xiamen Yuefeng
Company, and there have been no new product design, development, or changes since the
last audit.

2) Control of externally provided products and services:
Currently, the main materials include: fabrics, nozzles, hoses, pump cores, plastic parts,
PCBA, hardware parts, atomization accessory packages, motors, solenoid valves, etc.
Outsourcing: Product research and development, plastic parts, PCBA. The organization has
established guidelines for initial and periodic supplier evaluations and implemented them
as required, ensuring effective procurement process control.

3) Control of production and service provision process:
The main production activities are cutting, high-frequency fusion, assembly, etc. The
process that needs to be confirmed during the current product implementation process has
been identified as "high-frequency fusion welding". The organization has established a
process validation plan and confirmed the implementation of the process. Based on the
production characteristics of the product, corresponding operation documents have been
formulated, clarifying the operation methods, process requirements, quality requirements,
etc. to standardize the operation process, and providing training and assessment for
employees to be qualified for work. The on-site control situation is normal.

4) Biocompatibility evaluation:
The organization has provided a biocompatibility test report for the fabric and atomization
accessory package used in the product, and the management situation meets the
requirements.

5) Release of products and services:
The organization has developed corresponding inspection specifications based on the
technical requirements and relevant standards for product filing. The quality inspection
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external suppliers
¢)Production and
service provision
control (including
processes requiring
confirmation, such
as confirmation
control of
sterilization
process and sterile
barrier system,;
installation service
control and
identification
traceability control
when applicable)

d)Release control
of products and
services, etc.

OAME bR TAET;
ERSEN| =2 KN
TR B2
B3, P2
BH,

Whether the actual
working mode of
the enterprise is
consistent with the
documented
information of the
enterprise
management
system, and
whether the
retained evidence
is true.

activities carried out include incoming material inspection, process inspection, and finished
product inspection. All inspection work can be carried out normally and effectively.

6) The organization has established and implemented a documented quality system in
accordance with the requirements of ISO13485:2016 standard, which is basically in line
with the actual situation of the enterprise. Through the operation of the system,
management work has been standardized to a certain extent. The actual operation mode of
the enterprise is consistent with the provisions of the system documents, and the retained
information is true and verifiable.

dJams
1SO13485:
ANEHE A
Control of
nonconforming
products

HALH (SRR ) VO SR mAE B TAE, SRl A BASATE R A A
BRI AT T K A

The organization has established a Non-Conforming Product Control Procedure to standardize
the management of non-conforming products, and promptly handles any non-conformities that
occur during feeding, production, and delivery in accordance with regulations.

X Lk H#ZH
e ARG
HUy g IEFn 4 1k
Hi e RS
24
Whether the
corrective and
corrective
measures taken for
the
nonconformities
determined in the
last audit continue
to be effective

LR 1 A BRI IR UE T 5 M .

The NC raised on last audit has been verified and can be closed.

075 Je 252
AAL BB
(e 7 i

EENLSEHE (P RUR S RBAEERE ) (BRIT a0 b A BHERIRE ) (BT 2k o
(MDR) FE/F) (BT B B i o e PRER BRI RIRE PP ) S5 SCPFRNE % 7 et AR
FAFEH ORI AT TAE, W20 RGHEAT 7 MR, B REA REE, B
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B EAT g
b e 22 42D
1SO13485: [l
BRI 1B L
Are complaints
received and
handled in a timely
manner and
reported to the
regulatory
authority

6] M ATLAA R 7 AR O o

The organization has established and implemented documents such as the Customer Complaint
and Feedback Handling Procedure, Medical Device Product Recall Control Procedure, Medical
Device Reporting (MDR) Procedure, and Post market Supervision and Post market Clinical
Tracking Control Procedure to standardize the reporting and handling of customer feedback,
adverse events, and other situations. Timely and effective handling of customer feedback. There
have been no adverse events during this cycle, and there have been no reports to regulatory
authorities at the moment.

(1) P B R4S FE PR
B SR KISt 1
B, AR EEA
w2

Is the planning and
implementation of
internal audit and
management
review
standardized and
effective?

SN (A FRFAZAE RIRE R ) A CE BRI SRR ), — AEEERET 1 IR %A 1
PO ERVPE AR, 7F 2024 4F 04 H 03 HEHT 7 — RN #H %, 1E 2024 4F 04 H 30 Hilt4T
TEBVEE, VPR UEREEEAE R

The company has established and implemented the Internal Audit Control Procedure and
Management Review Control Procedure. The internal audits and management reviews are
conducted yearly. An internal audit was conducted on April 3, 2024, and a management review
was conducted on April 30, 2024. The review evidence is valid.

DAV St 5l
F18) SR ) R ST
(W EHXHA R
BAT ORI )
AR, RS
il Lt A
RH) BSGE FiE e
Planning and
implementation of
enterprise

improvement
activities

S s R E B AR, AR AR R AT 2
Improvement suggestions: Strengthen the training of quality management and the

implementation and management of the system.

35 DA & iz 4 R
b

(s EEARRIZAT
FAESRVGE I &)

(RS B D
Comparison with
previous audit
results

77 it SRR R S R AR B P R

The product quality continues to meet standards and customer requirements.

(D& I, AR
B AA AR I A
B XA B
When applicable,
identify potential
improvement areas
and suggestions for
the management
system

ISEFRERIES IS, AR RISITESRM T, RS HE R,
A SRS e e B =0 R ISR IS KA LAE.
Strengthen standard training and learning, improve understanding of system operation
requirements, and involve all staff in management. Revise relevant documents and form formats
based on the actual situation of the company, emphasizing the filling and archiving of records.

e A SR

5 TR H AT
fR] AR £ i)
Any unresolved
issues identified

J&; None

16 B4k 5 B 14
ARV A 1
AITEAT G-
)HIUE BT

1) AR BT EEAE SN HATE H W L8 G s A HUT B XA 2 H ki
KL, WNBEIT SR PR R B EVE . BT AU B A, WA RAEEIEE .
2) A2 1SO13485:2016 by I STt 1 SRR EAR R, SRAHIEFE T iEARE T X
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TREEATEAL | R, U T R A O R ARG A R AL, 17 1 AT oL O i (R
EORHR G ISR R SEIUEELR A 45

DYFFRIRRILE | 3) A3 Scipy B e R RSV L A TR, BeBLETF R Py
EMERE | Smmipin, it bR ORI R, S RIS A, R
ssmsRl |

ORI |4 BV R MR A I R R R R, LSS
ERHILE, | 5) SRR IR, R RIE T AICER, LA B SILLRR F

d) XHAUETEH THOL, RS R W H U8 PR RIS AT B BE IR R SR A R0, X BRI A% H
Evaluation of

overall 1) The organizations are able to comply with applicable laws and regulations. Strictly
effectiveness and implement national and local laws and regulations in daily business activities, such as the
compliance of Quality Management Standards for Medical Device Production and the Regulations on
management Medical Device Supervision and Management, and no illegal activities have occurred.
system 2) The organization has established and implemented a documented management system in

accordance with the ISO13485:2016 standard. Using a process approach and risk-based
thinking, it has identified the relevant processes and risks and opportunities of the
management system, formulated corresponding measures to ensure the effective operation
of the processes, and achieved the expected results of the management system.

3) The company has established and implemented internal audit control procedures and
management review control procedures to standardize the review work. Internal audits and
management reviews are carried out in accordance with regulations, and problems are
identified and improved in a timely manner through audits and reviews, enhancing the
effectiveness of system operation. A self-improvement mechanism is initially in place.

4) Confirm that the scope defined by the organization is appropriate through on-site audits and
reviewing relevant materials.

5) Through communication with the audited department, reviewing relevant records of system
operation, and observing the control situation of product implementation process on site,
the audit evidence shows that the organization's management system can maintain
sustained effectiveness, achieving the purpose of this audit.

_:EI:\ %1‘% ?51«’@' Audit conclusion

1. XPFHAIE: 27 @ar st Ofis O ORERZ4S XHEE ERA R

Recertification: Medical device quality management system established and implemented by the auditee

O ENIEARBORN, FrE R UIEESR, R R R EE IR H 4 A EE
During the validity period of the certification, the certification requirements are continuously met, and it is

agreed to recommend to maintain the certification registration qualification and renew the certification certificate

FEVER RN, FREE R VAEZR, fFEH — A&, AIE. A IEREEATRERIESHR S, FEHEE RFFALE
TG I B AR IE TS

During the validity period of certification, the certification requirements are continuously met, and there are
some minor nonconformities. After the correction and corrective measures / plans are verified to be qualified, it
is agreed to recommend to maintain the certification registration qualification and renew the certification
certificate.

O FAEEARFEIL AFFEPRHEER, A AR CRAFF AR M SR HE e A IEE
There are serious nonconformities and do not meet the standard requirements. It is not recommended to maintain

the certification registration qualification and renew the certification certificate.

2. X RINEEHE: Z#Egordtseitrn  OfeE O OPE@Rze RHEE 15013485 FHfkR
Scope expanding: for ISO13485 management system
O 7 G R W8 SRR T ARG RIS K Al w Vi

Covering the coverage scope applied for expansion and operating effectively. Agree to recommend expanding
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the product coverage scope.

X7 &5 1 IS ORI W SV B RATT G, YIE. Y IEE AT RIGIRIES MG, FIRHEREY = i a6
Covering the product coverage scope applied for expansion. There are some minor non-conformities. After

verification and approval of corrective measures and plans, it is agreed to recommend expanding product coverage.

75~ 2 IEFE FEIGAIE 75 T A 224k Arrangements for verification of corrective actions

1. O pi& M e _1SO13485 B HHA R IE A o A% 5 0 ANF 6 T 52 A IR S i, 22 AT IIE SR e R SEH 4 SR
UESEAP R, I 8 A% 5 30 H 4R A8 H A% AR 21 TE 45 it F) St A0 5 RS 0 BEAT TS T UE - 00 I O B IS 90 e AR .
HOUHIR A BRI, 78RR LRI .

For ISO13485 management system, the auditee is requested to formulate and implement corrective measures for
nonconformities. After self-verification, the implementation results and supporting materials shall be submitted to the
audit team leader for written verification of the implementation and completion of corrective measures within 30 days
after on-site audit. Reserve the right of on-site verification if necessary. For the observation items, please provide the

corrective action plan for verification in the next audit.

2, 0O FiiE O He AR R AL T AN S WU E M BRI S, £RTRIESKG, KEums R &
UESEAPRE, I H R E_90 H R #FZAK, BME SNQA AEH O 2 HFELIARALE -

The auditee is requested to formulate and implement corrective measures for nonconformities. After self verification,
the implementation results and supporting materials shall be submitted to the audit team leader within 90 days after

on-site audit, so that snqa certification center can arrange on-site verification.

E: FRAESFRERE RN T 7E E— R EIVGEIEBA RO IR, E—AIEIERA B E 2024 45 10 A 24 1
Note: Recertification or recertification version transfer shall be submitted within the validity period of the previous
certification certificate, which shall be valid until 10 /24/2024.

s B (AR 5 B H A% 45 TR CL 3R L 45 52 # 4% 7)) Attachments for the auditee
REMA R ZRTE  Management system document audit report

Xy KKk #idxk  Attendance record of the opening and closing meetings
HiZitkl  audit plan

AIEEE B Declaration of impartiality

XA & E NC report

Oz M5k & OFI report

HmEmEIEZAK (BF): /:%"V?’ HEf: 2024 # 05 A 10 H

Report preparation and review(team leader): Cheng Xiang ming, Date: 2024-05-10

Y OARUHE I T E, ARt 2 a0 i B REs), RUILR KBTS IR 8E03 47 45 H Al A0 2R &

i
@A AT o KU ST TR 25 86 T AR , 7R 22 s R 2 B T AT 24 7 (SNQAD
3t —

OH ARG FAZRG R AF B AZ A H AZ VORI R IRVIEA R A 7 (SNQA) ##, SNQA fEHAIE

WEfE 30 N TAEH P, K iz (AR S H%TT, I %38 0R A7, TRATIN 7] 42/ I 5 DA IR E 545 20 — 24
OMREFEY: AREFTIBNFENREGEE, TR DR R GE R BR 2 & AR 235 6 e T LR
OAINUEL /AR IS 021 —50813263

NOTE:
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1)

2)

3)

4)

5)

This audit is based on sampling survey and cannot include all the management system activities of the auditee. Therefore,
the undetected nonconformities may still exist in the current management system

This report is formed before the final meeting of on-site audit and read out at the final meeting after being confirmed by
the auditor; It shall be further reviewed by SNQA.

Submission of audit report: the original of the audit report shall be submitted by the audit team leader to SNQA for review
along with the audit data. SNQA shall submit the audit report (copy) to the auditee within 30 working days after making
the certification decision, and please keep it properly. The storage time shall be at least consistent with the validity period
of the certification certificate.

Confidentiality statement: the contents of this report are confidential information and shall be kept confidential in strict
accordance with the confidentiality system of SNQA

Apply for complaint no.: 021 — 50813263
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