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1. HH Purpose
AREFHEX GRS B2 B PR AL E AT A RS W], AR IEAEFU R B . AP & ZSR AT
i Y e R TR A, BRI, DA A B R AL

This procedure specifies requirements for effectively controlling nonconforming products of identification,
separation, review and handling to prevent the unintended use. It also regulates that consequences resulting from

nonconforming activities shall be investigated, accurately evaluated and correspondingly disposed.

2. EHTEE Scope
AR I8 T MR 7 fividE ) 2 st t T A I B A B A A B 42 T LA S AR [N A ft O AL
This procedure is applicable to controlling nonconforming products of all phases from the products purchased to

the factory to their delivery, as well as handling of returned nonconforming products.

3. HH3K Responsibilities
3.1 JiiAR:
Quality Department:
a. XFJERPEL. 2R A SR A I H AR A AT VRS, ORI R, R A SRR DT (% i
HRAFE BRI RLLIEATAL I XA G MR,
Evaluate the conformity of inspection items for raw material, ancillary materials, semi-finished products
and finished products, collect and summarize relevant data, describe nonconforming conditions and pass
relevant information to each functional division to handle the nonconformities, and identify the
nonconforming products.
b ATTHL A G AR SRR, B XA A A i A AL P i
Organize interested divisions to investigate the cause of the nonconformities and determine the handling
measures to the nonconforming products.
3.2 Ay
Manufacturing Department:
a. ATONE AR KA A TAR R R AR
Identify, separate and report the nonconforming products found during the manufacturing process.
b. Pp SR AR N GRS A AT IR A L XU T ISR ICE A/
Give assistance to the quality department to investigate the cause of the nonconforming products and to

analyze related risks, and take corresponding corrective or preventive actions.



DN QP200
Version 1 Revision 1 Page 3 of 15

3.3 PR AR

Manufacturing Techniques:

a. PREITETIRIR SRS BT IR R A L KU BT . I SRIC I/ B A
Give assistance to the quality department to investigate the cause of the nonconforming products and to
analyze related risks, and take corresponding corrective or preventive actions.

b, MWAGH AL E ., PP IR ALEOR SR,

Provide technical supports to handle and review the nonconforming products.

3.4 RIGERATTHRASMEN R,  SUBA G IR M S S b B A EAs It A 2R

Purchasing Department shall take charge of contacting suppliers, feeding back information about nonconformities

of raw materials and ancillary materials, and give assistance to handle such nonconformities.

3.5 QRSO I, ERRAEA . fffr. SRR A BN AR A TR B AT A

Warehouse shall take charge of separating and reporting the nonconforming products found during the processes

when products, raw materials and ancillary materials are warechoused, stored, delivered, etc.

3.6 BFAFROTTN O A S A TR, By 15 R IR

R&D shall take charge of controlling the nonconforming products for research uses to prevent from being mixed

4.

with authentic products.

AEHEEHEIEEH Control of Nonconforming Raw Materials

4.1 JFPPREA SR A

Report of nonconforming raw materials

4.1.1 #

BRI R BN AR JEURRL, i SUER QC KRG IR A R A PR RS B il B, R EHE
fFEKZYREP, S QP200-RE-01 (AEHEMALB iR ER ), $R5C4 QA JEATALHL,

Nonconforming raw materials found in the incoming inspection shall be recorded in the Incoming Inspection
Report by QC of the Quality Department. The conforming information shall be sent to the Logistics
management. And the Nonconformity Handling Report (QP200-RE-01) shall be completed and submitted to
QA to handle the nonconforming products.
AP A P AR R RN B R, VRS R, MR, H Bl EAR RO AR HEVE R, 4%
QR204 (A" ALRAERE P ) AT, [P RCR SR S B .
Nonconforming raw materials found in the manufacturing process shall be separated by the Manufacturing
Department. Conditions shall be conducted according to the Manufacturing Deviation Handling & Operating

Procedure (QR123) when quantity, proportion or severity is out of the ranges. Meanwhile, the nonconforming
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samples or photos shall be provided.
4.1.3 JrEAR QC XA AR MBIFAR I QPR EA% WA A G XTI B
QC of the Quality Department shall identify the nonconforming products, while Warehouse or Manufacturing
Department shall physically separate the nonconforming products to the rejected areas.
4.2 JE PR B R B0 Dt R )
Investigation of raw material nonconformities
4.2.1 JFrEE QA $23] QP200-RE-01 (A AR MAL B 1) J5, LRI GARIHE AT, ARIEFR 1 (X
Wi PAhR ) BEAT IR IAL, i Sl Be P 1) A 7 SRR A 5T HEA T KU T4
QA of the Quality Department shall organize interested divisions to investigate the cause of the nonconformity
after obtaining the Nonconformity Handling Report (QP200-RE-01) and evaluate related risks according to the
Appendix 1 Risk Evaluation Form. If any performance issues are concerned, the Manufacturing Techniques shall
investigate the nonconformity and perform the risk evaluation.
4.2.2 DALY R R Y SR A G, e o AR XU PP A 45 R e 2 R 4 BE IV R 4 Y QP110-RE-04
CHEDT BLRE BRI ) (RIS R i, b2 (7 B (5 BB ) KUK PPAG 45 3R A%
PRy, RIEA GRS RS ST E ) IFRFAHEY Y QP110-RE-04 ({7 i {5 BBt ) BRSEsk
1 QP200-RE-01 (G4 MmAL B AR ) .
According to the result of risk evaluation, the Quality Department shall determine whether a Supplier’s Quality
Information Feedback (QP110-RE-04) is required to send to the supplier if the raw material nonconformities
result from suppliers. (A Supplier’s Quality Information Feedback must be initiated if the result of risk
evaluation is high. For a medium or low risk evaluation result, whether a Supplier’s Quality Information
Feedback is necessary or not shall be determined according to the specific conditions of the nonconformity.)
And the corresponding number of the Supplier’s Quality Information Feedback (QP110-RE-04) shall be
recorded in the Nonconformity Handling Report (QP200-RE-01).
4.2.3 IAA AR R R SRR G, B s o KU PP 25 Rl e 5 F5 283 CAPA (AU PPl 4 2R
N, AUESN CAPA; WU ITAEEERONAREC PR, WA AR AR DU E 2 R /5 3l CAPA), If
K CAPA BUSESRAEM W AR 5 B, CAPA HYHRAFIRYE QP220 (4| IEFITR; 5 tifa il fe v ) 2847,
For raw material nonconformities resulting from our company, the Quality Department shall determine whether
a CAPA is necessary to initiate or not according to the result of risk evaluation (A CAPA must be initiated if the
result of risk evaluation is high. For a low or medium risk evaluation result, whether a CAPA is necessary to
open or not shall be determined according to the specific conditions of the nonconformity). And the number of

the CAPA shall be recorded in the corresponding report. The operation of CAPA shall refer to the Corrective and
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Preventive Action Control Procedure (QP220).
4.3 [FPPEIA GRS HIAL B
Handling of raw material nonconformities
4.3.1 450 IRIBERZRY B PR B AN A IR [ BEI R, 545 RICSRAE QP200-RE-01 (A A% AR AL B ) .
Rejection: nonconformities resulting from suppliers shall be returned to the specific supplier and the result shall
be recorded in the Nonconformity Handling Report (QP200-RE-01).
4.32 K. DAL ) I PR O A B A AR R AL L,
Scrap: nonconformities resulting from our company shall be scrapped.
433 1B mTRRIRE DL, SR SN ) (T D RE . VERE, AR EATRAM, AN RRDERRR Bl
HHRAMZ HEREZTANTAER I CrRH RS, PR RET T i B oR 1, 55 QP200-RE-02
GEZEWCRTEER), TR TR AREORALIPF A I AT KUK AT (R 1 OB ITAER) #EAT), &
iR AR O R A ] DALE AR B, A RS R R A 45E ), B EHYuE, TR R LA BT
FT#9 QP200-RE-02 (iU ) BSURAE (A G MAEEHRE 3 H. (MR RES oA
ARG OLIE )
Concession: due to special conditions, for raw materials not affecting the product function and performance and
conforming to laws and regulations, the material-demanded department can apply for a concession with a
completed Concession Application Form (QP200-RE-02) from the day when the Incoming Inspection Report is
issued to the next workday (excluding holidays). Also, based on the requirement of the Quality Department,
interested divisions shall be organized to review the application and perform the relevant risk evaluation (according
to the Appendix 1 Risk Evaluation Form). Finally, the Quality Department shall determine whether the concession
is accepted or not. If the Quality Department can’t give a final conclusion of the concession, the general manager
shall determine whether the concession is accepted or not . If the concession is accepted, the number of the
Concession Application Form (QP200-RE-02) shall be recorded in the corresponding Nonconformity Handling
Form. (The material-demanded department shall be confirmed according to the nonconformities of the materials.)
4.3.4 g W RIS AER], RORFAE B SRR . BUANE S R N RSEICA R SR ET
S, HAp R, ARYE QRO86 (HEEITALEET ) Fl QP00 (EERIEHIRR Y ) AT A DU
QRO31 C(HHINAFRIAR)F ) PUAT; SCHMETTARE QPO00 (SCIFEHIFEF) AT
Others: if above handling methods are all not applicable, the handling methods shall be clearly described.
For example, start the product change, training and document revision etc. About the product change, shall be
conducted according to the Change Control Procedure (QP090) and Change Assessment Procedure (QRO086) .

For the training, shall be conducted according to the Training Management Procedure (QR031). For the



DN QP200
Version 1 Revision 1 Page 6 of 15

document revision, shall be conducted according to the Document Control Procedure (QP000).

4.4 JEH RN B R AL S

Implementation of handling raw material nonconformities

4.4.1 Pt b B SEER Y QP200-RE-01 (A A i AR BRIR 155 73 A BIAH ]

The Quality Department shall distribute the handled Nonconformity Handling Report (QP200-RE-01) to

interested departments.

442 FrF LM B R IR AU IS FTRY, - QP110-RE-04 (5 i fis B R ) K4 R, HiRW K 4%

PERIRY, RUWRFBERY Y IS A5 R S s i, BRI QP10 CRIBSEHIRRF ) $hdT

For nonconformities required to feed back to the supplier in the manner of the information feedback, the
Supplier’s Quality Information Feedback (QP110-RE-04) shall be sent to the Purchasing Department. Then the
Purchasing Department shall send the feedback to the supplier. Also, the Purchasing Department shall feed back
the supplier’s reply to the Quality Department, which shall be conducted according to the Purchasing Control

Procedure (QP110).

4.5 JEMPRIAN G R IR IE

5.

Verification of the result of raw material nonconformities

Ji B S AT AN B A A AL BERA TS DR BRER, FHRFEE R AT SR G 5 1L RAE QP200-RE-01 (A4 i Ak
ARG b B3 CAPA FIBt )y 5 BB, SRR A BCRBIATE QP220-RE-01 (2| 1L
AR 5 ) F1 QP110-RE-04 Py s S it ) _EitAT

The Quality Department shall take charge of tracing the implementation of the nonconformity handling and
record the result and relevant record number in the Nonconformity Handling Report (QP200-RE-01). Also, the
Quality shall initiate CAPAs and the supplier’s quality information feedbacks and complete the subsequent
measures and effectiveness confirmation in Report of Corrective and Preventive Action (QP220-RE-01) and
Quality Feedback to Supplier No.(QP110-RE-04).

AEEBT. BRI Control of Nonconforming Semi-Finished Products and Finished Products

SRR, A SRR

Report of semi-finished product and finished product nonconformities

SRS AR T R B U AN B, RO SERIA AR I TARR L B, MDA TR i, R

H QR204-RE-01 (£~ ), FHlMBEH QA:
Semi-finished products found in the manufacturing process shall be identified and separated by the Manufacturing
Department. A Manufacturing Deviation Form (QR204-RE-01) shall be completed and the nonconformities shall

be given notice to QA of the Quality Department when the following conditions occur.
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a, MR OO E AR R AR L

Quantity, proportion or severity is out of the reference ranges;
b, AEHERBPAEMAR B Y

The types of nonconformities have never occurred before.
B B DLRHARTEIE, A ErAs it il 27 A — WOAR S5 R QA FRI AN AARIIE, i BUEHR QA 24K
A7 BRI A IR IR 6
For others apart from the mentioned conditions, nonconforming products shall be harmoniously collected by the
Manufacturing Department. A “Disqualification Certificate” shall be applied to QA of the Quality Department
and QA shall empower the Manufacturing Department to paste the “Disqualification Certification” on the
nonconforming products. Finally, the nonconforming products with “Disqualification Certificate” shall be
returned to the warehouse.
JEES QC KB d A h A A G, W B e A A M E TR R, H'S QP200-RE-01 (AN A% i ik P4l
HERL) Y Section A HSE HIA A FE XA A A% i A TR
Nonconforming products found in the QC inspection process of the Quality Department shall be identified at first.
And concerned information shall be completed in the Section A of the Nonconformity Handling Report
(QP200-RE-01). Also, the Manufacturing Department or Warehouse shall be informed to physically separate the
nonconforming products.
T B AL IR LA 7= f, SRR QC fER B A P R A GA%, W XA G I TR R, RS
QP200-RE-01 (/A& ML FAR AR ) HHY Section A, AN G ER A GHE MUEATIR 2.
For the products returned from the customers, nonconforming products found in the QC inspection process of the
Quality Department shall be identified at first. And involved information shall be completed in the Section A of the
Nonconformity Handling Report (QP200-RE-01). Also, the Warehouse shall be informed to physically separate the

nonconforming products.

5.2 PRl AN GRS B R R A

521
i
S
DA

Cause investigation of semi-finished product and finished product nonconformities

SRR QA HEIF RAYAEAR A ST, AL A G IR IR TR A AT, AR SRR T L by Bl Jo o
AT, [INRHER 2 1 OB AL ) BEAT IR PEAS, WEARERN SR, 7F/a3 CAPA ATkt KUK
s, RHE AR AR A EL A DU 2 SR B CAPA; B K CAPA BAS- D SREAE A Y (Y i 4 B
THREE. CAPA HY#RAEMKIE QP220 (2 IEAITB fiftida il A2y )

With the assistance of other interested divisions, QA of the Quality Department shall organize to investigate and
analyze the causes of nonconformities after getting the relevant nonconforming reports. Meanwhile, the risk

evaluation shall be performed according to Appendix 1 Risk Evaluation Form. A CAPA shall be initiated to improve
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the nonconformity if the result of the risk evaluation is high. However, whether a CAPA is necessary to open or not

shall be determined according to the specific conditions of the nonconformities when the result of the risk evaluation

is low or medium. The opened CAPA number shall be recorded in the corresponding report for the traceability. The

operation of CAPA shall be conducted according to the Corrective and Preventive Action Control Procedure

(QP220).

5.2.2 M EREA GRS THA AR T, ARG AR R R TR SRR A B T AR R A T T, A A
TN BT B D REHEAR DL

During the investigation process of a finished product’s performance nonconformity, whether the semi-finished

products composing this lot of finished products have been used in other finished product lots shall be

confirmed. If have, the functional conditions of this lot of semi-finished products shall be confirmed.
a) Pl AR, NIRRT T [l — 2 B B AL S A B TE RN, TR A B A S A T i
SR, VR A D R AN R B A AL S 7, R AR B

If the semi-finished products are qualified, it’s required to investigate and analyze this lot of
nonconforming finished products instead of confirming other lots of finished products using the same lot of
semi-finished products. Other lots of products shall be handled together if the investigated causes show any

involvements of them.
b) FPm A EAE, TR T A 2 B BT A A S i B i B AR TR A, B AR A,
WA HHATIEW, ARG, XA R AR s m it S 1 T2

If the semi-finished products are disqualified, the reserved samples of all finished product lots using the
same lot of semi-finished products shall be confirmed. Traceability is not required if the reserved samples
are qualified. While all nonconforming finished product lots are required to handle if the reserved samples

are disqualified.
5.3 i, R AGREHIAL E
Handling of semi-finished product and finished product nonconformities

5.3.1 TR ERE AR AR A, PPAS XA AT SR, MR R AL BRENE, WA g, W]
LR THEAT VR
Based on the investigation and evaluation of the nonconforming causes as well as the result of the risk analysis,
the Quality Department shall give a final handling conclusion and organize interested divisions to review when
involving finished product nonconformities.

5324 (WHRRT) JREPAERMEARS: . RITIHAR A 7 B HE QR202-RE-02 (#IKILKE), 1L QA%
FHNFE IS PR 72 PR, BRI AT ARG QR202 (MR IRAR ) MEHUE
AbFL:

Rejected labels and pouches generated during the manufacturing process (including rework) shall be scrapped
by the Manufacturing Department with Warehousing / Scrap Record (QR202-RE-02) under the supervision of

QA with the confirmation of a signature. The following conditions shall be scrapped after the approval of the
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principal of the Quality Department according to the Material Handling Procedure (QR202).

a, R I RO
Semi-finished products and finished products out of date;

b, AR R 4
Nonconforming semi-finished reagent strips;

c. HFURRIAIAGHE T (B B
Nonconforming products returned from the customers (including recalled products).

5.3.3 NGRS . U AL BT

Handling methods of nonconforming semi-finished products and finished products

a, . RS kR
Concession for finished products and semi-finished products is prohibited.

b, R AR S IA YR AL HS Al GEAS 21 G4 i 1 AT DARK IR QR200 (R TARfF) #hdT, I
KR TEASCRAE QP200-RE-01 (A Gk mAb Bl 581 ) Fs
Rework shall be conducted according to the Rework Procedure (QR200) and the rework form number shall
be recorded in the Nonconformity Handling Report (QP200-RE-01).

c. WHAMEM: MAREHTAREN T4 0, WA PFH AR RmE, A Akl b
R, ELREEA AL, B7 IERAIER
R&D use: nonconforming products which can’t be used for manufacturing can be taken by R&D for usage
after being reviewed valuable to R&D tests, but the “disqualification certificate” shall be kept to prevent
mixing with authentic products;

d. ARG DAL S IR 1] 2 Bt B
Separated components shall be respectively returned to the semi-finished storage in the name of the initial
lots;

e, K KER QR202 (WPRHMEBIAERE ) PAT, FHRFRIE R SICRAE QP200-RE-01 (A G i AL PR 5
ERL);
Scrap shall be conducted according to the Material Handling Procedure (QR202) and the scrap form
number shall be recorded in the Nonconformity Product Handling Report (QP200-RE-01).

f. HE: #4.3.4 ithd7. Others: according to the 4.3.4 execution.

5.4 AEASERUT . S AL TR SLT
Implementation of nonconforming semi-finished product and finished product handling

R G SR AL BFE IS 5E Section A~C B QP200-RE-01 (A s im bl 4 L) 036 FAMISGHIT,
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A HBI AL PR UL SRR AN B f O AL

The Quality Department shall complete the Section A, B and C of the Nonconformity Handling Report
(QP200-RE-01) and send it to the interested departments. While each involved department shall implement the
handling to the nonconforming products according to the suggestions.

5.5 ZERERIE

Result verification

Ji e E AT B A i AL PR AT S DR BR R, FFRFEE R B A SRIC e 2 5 1L SR AE QP200-RE-01 (A G4 Ak
) . WSS CAPA, JEZimHE A ORI IAMKHE QP220 2] IEAIF G5 Mada HIFE Ty ) #5147,

The Quality Department shall take charge of tracing the implementation of the nonconforming product handling
and record the result and relevant record number in the Nonconformity Handling Report (QP200-RE-01). If a CAPA
is initiated, the subsequent actions and effectiveness shall be according to Corrective and Preventive Action Control
Procedure (QP220).

6 AWM EF 2B Management of Nonconforming Product Handling Report
6.1 JEE R 2 A G i AL B i BRI T S — S, DAMET XA SRS

The Quality Department shall harmoniously number each nonconforming product handling report so as to
statistically analyze them conveniently.
6.2 G5 ALK G HSCT RN AT AN, BT Zon 0 2 6) . Ah 2160, miE=f%
ZN Y =T DN G S

The numbers shall be made of two digits of capitalized English letters and seven digits of Arabic numerals whose
front four digits stand for the year (2 digits) and the month (2 digits) and the last three digits stand for the serial
number. The two capitalized English letters are as follows:

a.  YB FREHIRIA G

YB stands for raw material nonconformities;
b.  CB /LI U A A
CB stands for semi-finished product or finished product nonconformities.
6.3 NS IS A

Statistics and trend analysis of nonconforming products

Bl A4 CEdmsrpr. AT ) (QP210) Xhid &+ A ARG . NEks RS T8 1,
HATEB I, TS RE RIAA RGBS, NsE k], RBGHM e, S E RS .

According to the Data Analysis and Application Procedure (QP210), the Quality Department shall respectively

summarize the nonconforming products and nonconforming rates of the past 12 months each month and analyze their
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trends as well. Plans shall be established and relevant improvements and CAPAs shall be taken when the analysis
results show adverse trends.
6.3.1 — M H WIFE—FAETRT TAEMEREZR SO A G B 3 2l 3 2 RA L.
Non-performance nonconformities of finished products resulting from the same department are more than 3 (3
included) within a month.
6.3.2 — A H WIFE—27" A R SR BRI L A A A% B 3 ek 3 B2 DA |
The same performance nonconformities of the same finished products are more than 3 (3 included) within a
month.
6.3.3 — M HNFE—FAERT 15 R IEEA A% H B 5 e 5 & L.
Incoming nonconformities resulting from the same department are more than 5 (5 included) within a month.
6.3.4 — A WA R [A]—JEW Rt G B 5 5 5 DA L.
The same material nonconformities of the same supplier are more than 5 (5 included) within a month.
6.3.5 HLE 5 NI AR T,
The qualified rates continuously drop in 5 months.
6.3.6 T2 2 D2 PR A ST,
Defect rates are continuously out of the ranges in 2 quarters.
6.4 NEMITE R
Nonconformity list
NERE BLAIEARGH A R AEsS | 1S, W4, BoE. WH . e, HE . ekt
HLOEHE PN, ONEEIREE . YIEWIEE A . SRR ST SR E W SR AR
The nonconformity list shall include the date when the nonconformity occurs, the form number of the nonconformity,
batch code, product name, quantity, project, nonconformity description, causes, nonconformity handling, handling
date, nonconformity traceability and CAPA (if have). The Quality Department is responsible for establishing and
regularly updating the nonconforming list.
7. %304 Relevant Documents
7.1 AN B s B HIAR ) QP160 Monitoring and Measuring Apparatus Control Procedure
7.2 CEdEHT. N HRRF Y QP210 Data Analysis and Application Procedure
7.3 (Y IEFITRPT SRR ) QP220 Corrective and Preventive Action Control Procedure
7.4 (FEFERaE A PEEERE P ) QR204 Manufacturing Deviation Handling and Operation Procedure
7.5 (iR LAEFF ) QR200 Rework Procedure

7.6 CRFEHIFEF ) QP110 Purchasing Control Procedure
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7.7 CYOrRML AR F Y QR202 Material Handling Procedure

7.8 (HITEFALFEF Y QRO86 Change Assessment Procedure

7.9 (HEIBEEHRIFRFY QP090 Change Control Procedure

7.10 (EINEPFERF Y QRO31 Training Management Procedure

711 CCHFHIFEREY QP000 Document Control Procedure

8. JEEiCX Quality Records

8.1 (NEH AL IR 4524 Y (QP200-RE-01) Nonconformity Handling Report

8.2 (il L) (QP200-RE-02) Concession Application Form
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FHF 1 RUBIPAL R )

Appendix 1 Risk Evaluation Form
R 21 =AM MU Y S 2

The following three tables are used to determine the risk level:
L (R A PR EAR

Table A is used to evaluate the severity.
2. R B PP AR

Table B is used to evaluate the probability of occurrence.
3. MREEAR S SRR AR R E KR SF L

Table C is used to determine the risk level according to the severity and probability of occurrence.

F A Table A
JCEHEE #iB§ Explanation
Severity
FemEREZ B, H.
Affect the product performance, and
® BRI AIE R ASE B R R E A, B
JEE Y Directly lead to the user or patient’s death or terribly damaged health, or
Serious ® PUEARIEMIIEE (MR AR EEIR R BE) A I A e AT
Bl (R L
Generate inaccurate information (if incorrect or corrupted data) which leads to the
user or patient’s death or terribly damaged health.
FemEREZ B, H.
Affect the product performance, and
®  EHONH I A AT R A R I A, B
R Directly lead to curable and or temporary injuries to the user or patient, or
Minor ® UEARIEHHRIEE (Han A s sR a i), AT RS 2 s A3 B m]
WA BRI 15
Generate inaccurate information (if incorrect or corrupted data) which leads curable
and or temporary injuries to the user or patient.
(D GNib] R R R, AN R 2 N i AT A 15
Negligible Only affect the product performance and no injuries to the user or patient.
2 B Table B
KRR 1B Explanation
Probability of
Occurrence
R HERY L WAR, W) 2857 A ) B G A 2R 5 R DA B
Frequent The same type nonconformities of the same product are more than 5 during the recent two
years.
BRIy BEPIAR, [R5 A R R BN G A% A 3~4 52
Occasional The same type nonconformities of the same product are 3 to 4 during the recent two years.
FILHY BATPAR, [R5 AR R BN S A 1~2 58
Rare The same type nonconformities of the same product are 1to 2 during the recent two years.
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2 C Table C
Bt FORRM
Probability of Severity -
Cobability o PR o) U
Serious Minor Negligible
TR & i il
Frequent High High High
BRI [ G {(iS
Occasional High Medium Low
LAY i fik fix
Rare Medium Low Low
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