INEH TR

Certification audit programme

HREHEAN CEIN
%F £y program owner Approved by
Client Name W A Date: B} [ Date:
A£%E Project No.
VI Ty [ JISO 9001:2015 [ ]ISO 14001:2015 [ JISO 45001:2018 [ JISO 13485:
WIEAHE standard [ ] HAth other:
AR B AR Type
(] 82— 1K ZE 1% single audit [ | 455 4% combined audit [ ] BX& 5 4% united audit
El—li.—-—.;— o . ~—|:|-—‘—|;— ] . El—li.—-—.;—_‘—nr—‘—-;— z:l:ii/_\ T
AREHHR L] ;u ﬁAEEdTSﬂQI.l sﬁe;udﬁ (] in32 8% Offsite audit [ MIAF X SRIEHZMELE S On- site
hod: ali 1£_| n -site audit . . . e .
method: AREZFAEAR ICT TE ICT tools used in this audit : [ ] &)V {#fS Enterprise WeChat [ ] f&
WA Tencent Video [ ] £] %] Dingding [ ] zoom [ ] Etfl other - explanation
R RS BEHEEREHAN
ARG code/eategory risk level AERAE ¥ staff qty
G %K (1% Yes AR
(QMS/MDQMS) —_— P37 BB Sites certification 34
. []7G No .
clause not applicable period
AMIETEH scope
LREHZ Y
L FRER R multi | [1E No
sites sampling (1A Yes + 237 i(& multi-sites qty :
(& S il FERIE WA
RIEFBIIBRN | ko e IE Yes, fFEMH Time:  F/Fam_ F/Fpm_ 429 night shif
audit in shift work
B A% [A) R\ H SRl
14 % FRIFIZEH . R, HZAH Hopth 3 7%
QMS
EMS
OH&SMS
MDQMS
Hit

BHARINEFZAZTIE management system surveillance audit clause

BRAER
general

requirement

L [E A7 B A Ol 2 00 AR T SRR O 3AMIEIEB AR SR 4. LU IZATE
5 T/ B A% R IR 1) R IR B M X5 M TE 48 Tt 2 15 4R A R0 5 AT AR 38 SE AR A5 00 4 it TR /26 7 L 3
A PRI SR R IBAT I T B UR AL A4 R UG BB S R 57 85 15 3K s 6. AR 50 B BIE W 2 15 7
ARONN, AR ER SRS A HEREMIE; 78 BA R ARZ G LI, KRR G
;8. A B AZ AN BV o 75 A AL

1 national / local supervision; 2 customers / relevant complaints; the use of certification marks of 3 / 4; the
last audit nonconformity / audit findings taken problem correction and corrective measures are effective to
5; any change: such as the range of products / production / production environment system the required
resources / enterprise name / organization setting and responsibilities change; 6 enterprises of the relevant
qualification certificate is valid, the enterprise activities continued compliance with the provisions of

relevant laws and regulations; 7 objectives are achieved, whether the system of continuous improvement; 8
internal rating is standard tube effectively.
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TREHEN

program owner

HHLA
Approved by

i} [8] Date: f} [a]Date:

Xt B8 %
ERETR
XL P 2

RT3y S
NN ) )N
R
department.
location and
standard term
of on site audit

[]1Q (2015): HiB T % necessary clause: HLE . AT A=/ T/ RS eI X g

Ko 1 B HE 2% 3K :4.1/4.3/4.4/5.1/5.2/6.1/6.2/6.3/7.1.5/8.1/8.3/8.5.1/8.5.6/8.6/8.7/9.1/9.2/9.3/10.1/10.2/10.3
(FoAthorh e . BETL 8.2; Ar~HliE R4l 7.1.3/7.1.4; L4k 7.1.3, 8.4;)

BB AL B N AL U N 465K SV : 4.2/5.3/7.2/7.3/7.4/8.4/8.5.3/8.5.4

BRI E S AZIE N FAZ W N 4K SV2: 7.1/7.5/8.2 /8.5.2/8.5.3/8.5.5

FRAAIE 24K %

CIE (2015) MEBX 22 %5 necessary clause: P EEE. T A r=/t T/ RS S BE B K BT i 1
MR HESEEK:4.1/4.3/4.4/5.1/5.2/6.1/6.2/8.1/8.2/9.1/9.2/9.3/10.1/10.2/10.3

B — ORI B AL N AL I R 25K SVL: 4.2/7.2/7.3/5.3/7.4

55 B LR B AZ AN R SR SV2: 7.1/7.5

PR UE A 5% 3K o %

(1S (2018) Wi A# N % necessary clause: FEFRJE. FE I A=/t T/ RS S BE B K BT ib 1
MR HESEEK:4.1/4.3/4.4/5.1/5.2/6.1/6.2/8.1/8.2/9.1/9.2/9.3/10.1/10.2/10.3
S UM B AL N AL R 2K SV 4.2/5.3/7.2/7.3/7.4

O IR E HARZIE N AZ AN T 6K SV2: 7.1/7.5

PR IE A 5% 3K o %

[IM(2016) : W AA N necessary clause: BEE)Z. FEIEIT. 477/ LIRS FEAL I K Bt
Je B FRUEZR K

4.1/4.2.1/4.2.2/4.2.3/5.1/5.2/5.3/5.4/5.5.1/5.5.2/5.6/6.3/6.4/7.1/7.3/7.5/7.6/8.1/8.2/8.3/8.4/8.5
BB I N H W N 3K SV 7.2/7.4
BB HAZIE N R WS 253K SV2: 4.2.4/4.2.5/5.5.3/6.1/6.2

FRAMIE 4 253K %

T ARUCH T BB ANRE G LR R AT 2% SO SRR R U R s EEORTE B AL IR IR AN
FERRCE A%, BOSRRI R A 2k, B AL (7 W AR 55 A B SR AR T 2 SRR O e U M B o i
Sk, R A AR S B 5 190 %o Mo B A SRR 2k HEAT TR R, 8 DR T Ok I B o A 7 i 4 2R
the non-conformity process and issues in this audit must be re-audited in the next audit;if next is

transition audit, all of clauses should be acted in the next audit; the clause [the requirements of product and
service]must be acted to sale enterprises .

XF BB %
ERER
Xof LY 2

focus concern

U] Q:AMA RIZAT S8k 7= Az 5 52 1) ik #2 A1 1] An important impact on system performance and
the process of division

U1 BB AR AN F) . T R 00 S SO A RIS AT SR A B LR 1 i R AT
The identification and evaluation of environmental factors, the implementation of management plans, and
the processes and sectors that have an important impact on the performance of the system

(1 SRR RS PEOT . XUSF] « E7 31 T7 22 M0 St A0 AR B I8 AT G R0 AF B8 SR i Y i 7
FIERT] Risk identification, risk assessment, risk control, the implementation of the management plan and
the impact on the performance of the system and the process of the Department

() MuERITEMORTEAITT R B A IR . e, RS TR E, DL S 3(H
AR R SEHE) BT T R B R 0 1 R IS AT SR A B EE W [ i B2 AT Design and
development or provision of medical device design and development, production, storage and distribution,
installation, service, final decommissioning and disposal, and related activities (such as technical support)
and processes and departments that have a significant impact on system performance

[] HAth other:

T RABKIEF Record of audit plan adjustment

HZRE | OFg | HERE CIAs 1B O arsgrg | HER
HiZE X type

type stage 1 type stage 1 stage 1 Htype

PR | N H 398 man day increase/reduce: [ ]34 /llincrease [ ]¥/breduce [ Scope: [ 14 Kexpanding [ ] 4/
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reducing
Z 7% i FEmulti-product sampling: [ | 3% fillincrease [ | J&/>reduce

2 37 Fr il FEmulti-sites sampling: [ ] 3 /llincrease [ ] J8/Preduce [ ] B yH cancel
P vHE 25 ZK I8 15 B remarks for increase standard clause:
7 LI H % On-site audit [ IR #%Off-site audit [ ] Bl37 i 1% 5 Im e § A% 45
[ ] HAth, 159t Bothers:

TR A

adjust reason

$RBE T K B A% 5%¥E next audit concern reminding

HRZANTT G ARG P B HE T S %k SR I % B R G TE I FE L #2R NC found in this audit related Department and
clause&Focus on the process and elements of the next audit: (/A& R & & 1% TIA T )

QMS:

EMS:

OH&SMS :

MDQMS

HIZEK/HH Lead Audit/Time:

FAZ ARSI B8 SRR 1) B o ST IR e % 7 B R TR I A2 & 2238 NC found in this audit related Department and
clause&Focus on the process and elements of the next audit: (/A& R & & 1% TIA T )

HIZHK/HE Lead Audit/Time:

HRZANTT GRS P R HE T S 5%k SR I %/ B R G TE I B8 22 R NC found in this audit related Department and
clause&Focus on the process and elements of the next audit: (/A& R & & 1% TIA T )

HIZHK/HE Lead Audit/Time:

BB Note:

LUEERAE ) OGEAE B, 55 E N IR H RN SLji 7 1% this form of attention transfer information, must be implemented in the
next audit;

2HARRFRIER, ATTR “BUIAE R KA i RARAESR KR K A {5 JE A 0 58 4 9 AN AR G B A% 11 )
/1, audit team leader to pay special attention to the project site audit departments involved, places and standard terms "column

to all information must be fully integrated into the relevant audit plan.
3 I K A0 AR 7 R 05 $E 48 . the audit team leader must submit this plan with the dossier.
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