INEH TR

Certification audit programme

HREHEAN CE PN
- IRE i program owner Approved by
Client Name i E) Date: B ] Date:
f£4% 5 Project No.
VI sy [ JISO 9001:2015 [ ]ISO 14001:2015 [ 1ISO 45001:2018 [ JISO 13485:
WIERE standard [ ] HAth other:
AR EFEERE Type
(] 88— 1K ZE1Z single audit [ | 455 5 4% combined audit [ | BX& 5 4% united audit
AR (]I E % On-site audit [ ] 32 B 1% Off-site audit [ | MIAEF X SnIEEZELE S On- site
thod: audit And Off-site audit
method: KREIZFAERAR ICT TE ICT tools used in this audit : [ ] {E V{5 Enterprise WeChat [ ] &
WA Tencent Video [ ]£]%] Dingding [ ]zoom [ ] Eftfl other + explanation
R RrEE L% BFEERFHAN
\ 5
AT code/category risk level AERRS ¥ staff qty
(QMS/MDQMS) OFNe P35 B3 Sites certification 34F
clause not applicable period
NIEVEF scope
LEGHZH
25 RS R] multi | L)€ No
sites sampling (1A Yes - £23i%E multi-sites qty :

(2 3 ik SR E WL D

FOTR T B SRR K R

audit in shift work

(JENo [ JfERYE Yes, fEEASIE Time: L4 am N pm YE night shift

G ARIE VS INEE 3 F

LS

SR RZER . dRRA, SR AH FoAth A%

QMS

EMS

OH&SMS

MDQMS

#it

EHAE R WB H %4 E management system surveillance audit clause

WRAER
general

requirement

L FE M5 B AR O 28U AHR T RS Ol 3AMEIEB/AR SO 4. LR AT
B I/ e A% I 1) R R R M I 5 M T4 Tt A 75 4k S R S AT AR A8 S IS L 40 e L2 = Bl
APPSR AR AR BRI AT Pt B/ A A4 BTG BB S LR DT A5 e 1 AR AL s 6. A AR 5 B8 BAIE B 75 7
ARAIN, SIESE SRR S IEANEIAE : 7R R B R B EI, AREBRFEHN
;8. PA S A AN B DY A 2 TS AT 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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Client Name

TREHEAN CECYN
program owner Approved by
i 1E) Date: B [ Date:

XF B %
ERER
Xof LY 2

B35 B R
1. JET Kbs
i
department.
location and
standard term
of on site audit

[1Q (2015): MW BAE N necessary clause: #ELE. FEH] A2/ T/ RSN s

Fo () b A 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
(HAhn g ER MY 8.2; AF=hlE Rl 7.1.3/7.1.4; LA 7.1.3, 8.4;)

R B A% IR N R W N 46K SV 4.2 /5.3/7.2/7.3/7.4/8.4/8.5.3/8.5.4

B R AL A N R W N 465K SV2: 7.1/7.5/8.2 /8.5.2/8.5.3/8.5.5

FRAAIE 4 253K %

LIE (2015) M DAEE N5 necessary clause: EEEJZ. FEHIT A5/t T/ RS H& AL IS S BT ivh I
BIbRE Sk :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

R E S AZIE N AL W N 453K SV: 4.2/7.2/7.3/5.3/7.4

BB HAZIE N R W 253K SV2: 7.1/7.5

RN - G

]S (2018) M B AT N necessary clause: EERJZE. FEMIT A=/t T/ RS W& AL I S AT ivh I
IR UE Sk Ek:4.1/4.3/4.4/5.1/5.2/5.4/6.1/6.2/8.1/8.2/9.1/9.2/9.3/10.1/10.2/10.3
BRI BEH OO N H U N 23K SVL: 4.2/5.3/7.2/7.3/7.4

S B AL IE L A IR 2K SV2: - 7.1/7.5

FRMIEA 25K H

[IM(2016) : HEB AR N % necessary clause: B ERJZE. FEIBIT A 7=/t TR SR K i
e fPIARAE 2% 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
BRI B AL N W R 458K SV 7.2/7.4
BB IS N R W N 253K SV2: 4.2.4/4.2.5/5.5.3/6.1/6.2

FRAAIE 223K %

e AU AZIT H B ARG 0 B I AR 2% SCRE SR R IR AR R GV B A I N — I %
PR A %, NORRIE 220k SER M = AR S MR R ] BRI & o B o
S AR AR 2 B 100 0T i B o A SRR SR koA T T R, A R M B o AR T 4 Rk
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 .

PAPVACR
ERER
Xt L P 2

focus concern

[ QA REITHR = A E B WAL FEA ] An important impact on system performance and
the process of division

() BRI AR YA Sl B RS SR A0 S R A FR B AT SO A HE B I AR AT T
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

C] SSERIRMIARR . PP DR 8 B 7 S8 K SRt S A 3R AT B0 A8 B 2R i 1 1 e
FOFE1] 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

L) MiBRSTEROC TR R 77 EEFIICEY . 2238, RS AT E, DLRAH IS S (1)
WEL R SRR BT IT K BB i R AR R s AT S8 AR SR R R G AR MR 1] 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

[ HAh other:

HIZH KA HIEF Record of audit plan adjustment

HAZRE | Dwwipg | BHRRE mEIE: o= Oyrsipreg | #R
type stage 1 type stage 1 H R Htype stage 1 ﬂtype
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A H1¥J#man day increase/reduce: [ | ¥ flincrease [ |J/Preduce VEEScope: [ ¥ Kexpanding [ 45/
reducing

Z 7= il FEmulti-product sampling: [ |3 filincrease [ ] /> reduce

g e i) Z 37 Fr il FEmulti-sites sampling: [ ] 3 llincrease [ ] Jd/breduce [ ] By cancel

bt 45 1 N5t B remarks for increase standard clause:
HizT: (I H % On-site audit [ ZH2 8 /% Off-site audit [ 3% H A% 5 FE s i AHSE &
(] HAh, 11 Bothers:

TR A

adjust reason

PREE T K ¥ A% JSE next audit concern reminding

HRZATF GGV S 0T S 5k S R IR % 75 B s G VE I FE [ 22 3 NC found in this audit related Department and
clause&Focus on the process and elements of the next audit: (/A& R K # 1% RIIHE )

QMS:

EMS:

OH&SMS :

MDQMS

HZA K/ HI Lead Audit/Time:

HIZAFF GGV S B0 1T S 2% 3k S UK A% 75 B2 i Sy 13 A2 S 2228 NC found in this audit related Department and
clause&Focus on the process and elements of the next audit: (/MA& R K # 1% RIIHE )

BAZAK/H I Lead Audit/Time:

HRZATF GGV S 0T S 5k S R IR A% 75 B s G VE I FE 2 22 3 NC found in this audit related Department and
clause&Focus on the process and elements of the next audit: (/A& R K # 1% R TIAE )

BAZAK/H W Lead Audit/Time:

1iHH Note:

LULRAE B R R, 55 E N IKEH I SEi 8 1% this form of attention transfer information, must be implemented in the
next audit;

2HAZHKERRIER, AR B R ET] . P RARE SRR 28 S A (5 B b 58 A AN IS A 1)
/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 A% K 0K AR T R G 55348 . the audit team leader must submit this plan with the dossier.
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