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Part 1 : Select the most suitable terms or words from the following table tc

answer Q#1-25 in this part. The terms or words can be used more than onct:. (25

points)
Surveillance First party audit | Customer QMS Correctiv : Action
Requirement
IQA Second party ISO9001 Compatibility Preventiv : Action
audit
CAR Third party audit | [ISO9002 Calibration Actual
nonconfo ‘mities
QMR Outsource I1SO9004 Realization Prevent
Recurrence
Supplier Subcontractor ISO9000 Documented Continua
procedure improven ent
Organization Job specification | Job description | Traceability Product
requireme nt
Top DC Management Design and AVL
Management review development
review
Exclusion Quality Plan Validation Customer The comg etence
property of person 1el
Quality Policy Identification Certification Potential Fundameiitals
Body nonconformities | and vocat ulary
Retention time | The scope of Quality Customer focus Integrity of QMS
and disposition | QMS Objective
NC product Quality Manual | Verification Customer Quality P aning
satisfaction
Q# Explanations Words or terms
1 It has to be done to ensure that the equipments used for
monitoring and measurement are accurate.
2 Overall intentions and direction of an organization as
formally expressed by top management.
3 Non- fulfillment of product requirement. ]
4 Action that conduct at planned intervals to determine
whether the QMS conforms to the ISO9001:2000 and is
effectively implemented and maintained.
5 One of the measurements of the performance of the
QMS that the organization shall monitor to receive
customer perception.
L
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The international standard that describes guidance for
improving quality management systems.

The term in ISO9001:1994 that was used to call the
person or organization that provide raw material, part or
personnel to the organization.

This review that include assessing opportunities for
improvement and the need for changes to the QMS,
quality policy and quality objective of the organization.

The assessment of CB that has to be done every year.

10

The document states the justification of exclusion made
in the QMS.

11

The document describes the responsibilities relating to
personnel’s jobs.

12

The document states the detail of non-conformity found
during the internal audit.

13

Action that should be done after actual non-conformity
is found.

14

The document shows the scope of the QMS, including
details of and justification for any exclusions.

15

The person who has responsible for reporting to top
management on the performance of the quality
management system and any need for improvement.

16

Activity that has to be carried out in order to meet the
requirements given in 4.1 , as well as the quality
objectives.

17

It provides a framework for establishing and reviewing
quality objectives.

18

Top management shall ensure that customer
requirements are determined and are met with the aim of
enhancing customer satisfaction

19

The third party that assess the organization for
certification of ISO.

20

Activity performs in accordance with planned
arrangements to ensure that the resulting product is
capable of meeting the requirements for the specified
application or intended use, where known.
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21 Action to eliminate the cause of a potential
nonconformity.

22 | Recurring process of enhancing the QMS in order to
achieve improvements in overall performance consistent
with the organization’s quality policy.

23 Action to demonstrate the ability of the processes to
achieve planned results, where deficiencies become
apparent only after the product is in use.

24 Who is responsible for reporting to top management on
the performance of QMS?

25 What ISO standard explains guideline for QMS
improvement?

4/13




Part 2 : Select best answer from these following questions and answer in this

answer sheet only. Each question has 1 point. Total score for this part is 20 points.

Q# A|B|C|D|E Q# A|B|C|D ET
1 11
2 12
3 13
4 14
5 15
6 16
7 17
8 18
9 19
10 20
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1. What is NOT included in product
requirement required by ISO9001?

Regulatory requirement
Customer requirement
Supplier requirement

Organization requirement

Law requirement
Why does the extent of QMS
documentation  differ from one

organization to another?

Due to the external origin

Due to the change of revision
Due to the approval of documents
Due to the requirement of ISO

Due to the complexity of processes

Which procedure is
ISO9001:2000 standard?

Design and Development Procedure

required by

Purchasing Procedure
Marketing Procedure
Customer Satisfaction Procedure

Corrective Action Procedure

Which clause is not included in “Plan”
stage of PDCA loop in ISO9000?

52
5.3
54
5.5
5.6

5.

a)
b)

d)
e)

b)

c)
d)
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What is the document used tc identify
the processes needed for thc: quality
management system and the s:quences
and interaction of these process :s?

Business plan

Quality Procedure
Documented procedure
Business flow

Quality Manual

. The quality policy shall be...

Understood by supplier
Reliable and Public

Consistent
purpose
Appointed by a member of org: nization

with the organizational

Established at all functions

What type of record is not reqlired by
ISO 9001:2000?

a) Financial record
b) Training record
c) Management review report
d) Result of prevention action

e) No correct answer

What type of audit is required t)» certify
ISO9001:2000?

First party audit
Second party audit
Third party audit
Internal quality audit

Surveillance audit



9. What ISO standard specifies the
specification of quality management
system?

a) ISO 9000:2000
b) ISO 9001:2000
c) ISO 9002:2000
d) ISO 9003:2000
e) ISO 9004:2000

10. What should be
communicated to customer?

effectively

a) customer complaints
b) contract amendments
¢) customer feedback
d) product information

e) All above answers are correct

11. What should be included in design
input?

a) reference product acceptance criteria

b) any problems and propose necessary
actions

c) appropriate information for production

d) applicable statutory and regulatory
requirements

e) results of verification

12. Who is responsible for distribution of
document to the point of use?

a) IQA
b) QMR
c) MD
d) DC
e) NC

page 7/13

13. Which answer is correct?

a) Quality procedure is the first level of
quality document.

b) Auditors shall not audit their ow 1 work

¢) Product identification is not 1ecessary
for food industry.

d) Identification of product ha: to be
performed only after testing process is
made.

e) In clause no. 7.2.1, organizaticn has to
establish quality plan.

14. Which answer is correct?

a) CA includes the prevenion of
recurrence of potential NC.

b) IQA is a third party audit.

¢) Customer satisfaction is 10ormally
evaluated by production depart nent.

d) PA is an action that has to be done to
prevent the occurrence of actual NC.

e) After IQA, QMR has to ccrrect all
CARs within 1 week.

15. Which action demonstrates goo:l control
of record?

a) Record is approved before issuing.
b) Record is distributed to point o "use.
¢) Change of record is identified.

d) All records must be locited in
document control room.

e) Record is kept according to :pecified
retention time.



16.

17.

18.

What should be included in product
requirement?

a) Customer feedback

b) Statutory requirements relating to
product

c) Preventive action
d) Quality of IQA

e) Quality improvement

What is AVL?

a) List of vendors that have been
approved for purchasing.

b) Acceptable criteria of quality level
of vendor after purchasing process
have been made.

c) Level of suppliers that organization
approved.

d) Value of acceptance level of quality
that supplier offers to organization.

e) Vendor level that organization wants
to contract.

Which type of document describes the
element of quality management system
and the exclusion?

a) Quality manual

b) Procedure

19.

20.
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¢) Work instruction

d) Document from external source of
origin

e) Record

What should organization do if
customer property is lost?

a) Try to find a new one

b) Borrow from other factory
¢) Inform customer

d) Use something similar

e) Report to IQA to inspect t before
doing anything

The analysis of which data that is
required by ISO9001:2000?

a) Customer property
b) Supplier

c) Quality policy

d) Work Instruction
e) Quality plan



Part 3 During ISO9001:2000 audit, the auditor found these following evid :nces.
Identify ISO9001:2000 clauses which are related to the evidences found. (2.0

points)

No. | Evidence Clause no./Reason
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No. | Evidence Clause no./Reason
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Part 4 : Answer all questions. Total score for this part is 25 points.

1. What is the difference between design validation and design verification? (3 points)

2. What is the quality record required in clause no. 7? (4 points)

3. What is the difference between “identification” and “traceability”? (3 points)
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4. Supposed that the internal domitory in PSU wants to establish quality managemer t system
(ISO9001:2000). Answer these following questions with enough explanations. (1! points)

4.1 What is the “product”? (2 points)

4.2 Who is the “customer”? (2 points)

4.3 Who should be QMR? And why? (3 points)
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4.4 What is “NC product”? (3 points)

4.5 What should be qulaity policy? (5 points)

\9 GOOD LUCK Dr. Klangduen Pochana

page 13/13

X



