REDACTED

Your Company Name

Add to Cart

o
N

o
QUALITY MANUAL °
~
<
Origination Date: XXXX 666

N4

Document \Q}/I%OO Quality Manual
Identifier: \ d

Date: .- Latest Revision Date

Docu
Statudy/

=
&\'Q

é){b'

Abstract: @

This document s&%es the quality management system processes for ISO 13485.

\
©3

Cop{%ﬁnF Specialties, LLC. All rights reserved worldwide. www.jnfspecialties.com/copyright.htm

\
CPQA

Revision Orig

This document expires 1 day after printing unless marked "Released".

Date Printed: Form Rev: Orig

PROPRIETARY INFORMATION


JENFS
Typewritten Text
REDACTED

JENFS
Typewritten Text
Copyright © JnF Specialties, LLC. All rights reserved worldwide. www.jnfspecialties.com/copyright.htm

JENFS
Typewritten Text
Add to Cart

https://www.jnfspecialties.com/cart/?add-to-cart=504

MS-00 Quality Manual
Your Company Name Q Q Y

CERT: xxxxx Rev: Orig
REVISION LOG Q"
Issue | Date Comment Author ‘&\é‘
Orig Q§‘

O
N
@6
DOCUMENT CHANGE RECORD P \\
Issue | Item Reason for Changq\\‘?
N

v
&
v/
%x
;\\'@

Copyright © JnF Specialties, LLC. All ri t@rved worldwide. www.jnfspecialties.com/copyright.htm

)

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released". .
. Form Rev: Orig
2 of 34 Date Printed: [


JENFS
Typewritten Text
Copyright © JnF Specialties, LLC. All rights reserved worldwide. www.jnfspecialties.com/copyright.htm


MS-00 Quality Manual
Your Company Name Q Q Y

CERT: xxxxx Rev: Orig

TABLE OF CONTENTS

Section 1: Welcome to (Your Company Name) .......cceevuerieriinerieneeiieeieneeieneesieeseeeee e 6\
Section 2: Company Vision and Governing POliCies..........cccevvevviienieeciienieeieeeieeie s @
Section 3: Scope, Exclusions and Definitions ........c..ccoceevverienienennicneenenieneeneeeeees \ 7
3.1 1o o TSP PRRRUSRRPRRRRPR S\ 7
32 2 o] 18 53 T s OSSPSR 6 .................... 7
33 Definitions & CONVENTIONS. ............c.cvrueverereerieesesesessesessesessssesesessessessesesassesssesesessesnans @ ......................... 7
Section 4: Quality Management SyStem...........cccveeriieeriieenieeenieeesiveenns {S ........................ 7
4.1 General REQUITEIMENTS .........ccvievieieriiiieeie ettt eee et saeereeseessesenessaennees %@ .................................... 7

Figure 1: Overall Process Sequence & Interaction ...........cccccoeceveiiiiieiinienennns ’& @ ........................................... 8
4.2 Documentation Requirements ............ccceecvereereerieeeeseeneenieereeveseeennens

421 (1= =T = R ‘Q’\'

C)O

4.2.2  Quality Manual.% ......................................................... 10
423  Medical DeVICe File ........covoveieeeeeeeeeeeeeeeeeeeeeeeneene .&\. ............................................................ 10

424 Control of Documents...........cooccuiiieieeiiiiiiiieeee e % ...................................................................... 10

425 Control of Records?* ......................................................................... 11
Section 5: Management Responsibility....... ().. .................................................................. 11
5.1 Management Commitrnent..............................\/ ....................................................................................... 11
5.2 Customer FOCUS.......cocveevieiiieeiieiiieeieens \/ ........................................................................................... 11
53 Quality Policy.....ccccovevvveeiirierieiiee, % ................................................................................................. 11
5.4 Planning.........cceevevenenencnenenn \ ........................................................................................................ 12
541 Quality Objectives .......... \’\\¢ ............................................................................................................. 12

5.4.2  Quality Management@@\ Planning .....oeeee e s 12

5.5 Responsibility, Authori COMMUNICATION ...tevtienteeereiieieeteeteseeeetee et eteeeseesaesseesseeseensesnsesseesseenseensenns 12
5.5.1 Responsibilit z@thority ................................................................................................................. 12
Figure 2: Responsibi@ A AUTNOMIEIES ..o e e a e e e e ea s 13

5.5.2 Manag NEREPIESENTIALIVE ... 13

5.5.3 Int (0] 0418 o1 To7= 11 (o] ISP SRRT 14

5.6 Manaer%t REVIEW ...ttt ettt e e e e et e e et e eeteeeabeeebeeeabeeebaeeasessbaeensesenseeenseenn 14
5.6.1 neral ................................................................................................................................................ 14

. REVIEW INPUL ...t e e e et e e e e e e st e e e e e e e e s entbaeeeeaeessansasaeeeeeesnsrneeeaeeaanas 14

. REVIEW OUIPUL. ...ttt ettt e ettt e e s bt e e e aa b et e e eant e e s eabe e e e anbaeeeaanee 14
Se¢ti : Resource Management...........cccuueeriiieriieiniieeiee ettt 14
Q PrOVISION Of RESOUICES ......viiiiiuiiciiiciiicteete ettt ettt et et et ete e ete e beebeeabeeaseetsesteesbeeseenseessesasesssesseenseereans 14
2 HUMAN RESOUICES....cuviiiiiieeiiieeieeeiteete ettt ettt et ettt e st e ettt essbe e bt e e abeesbeessseessbeenaseesseesaesnsseansnesnns 14
6.2.1 L T=T g T = | SRR 14

6.2.2 Competence, TrainiNng @nd AWAIENESS .......c..eieiiuiieeiiiie e e e e eieeeesteeeeaaseeeessaeeeeaeaeeeeanseeeeaaneeeesaneeeenn 15

6.3 INETASTIUCTUIE ...ttt ettt et e ettt e et eestb e e s abe e tbe e see e tbeessseessseessseessseensseessseessseensseasseessannsseanes 15
6.4 Work Environment and Contamination CONIIOL..............cciieiiieeiiieiiieieieeieeeeeeetreeeeeeetreeeaeeeetreeeaeeestveeeaneees 15
6.4.1 WOTK ENVIFONMENT ...ttt e ettt e e e e e e ettt e e e e e e anntaeeeaaeeeassbeeeaaeseannneees 15

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".

3 of 34 Date Printed: Form Rev: Orig



MS-00 Quality Manual
Your Company Name Q Quality

CERT: xxxxx Rev: Orig
6.4.2 Contamination CONTIOL...........ueiiei ettt e e st e e et e e s esbe e e e st e e e eamteeeeneeeeannneeeeas 16
6.5 COITECtIVE MAINTENAIICE ......eviirierieitietieitieiteeteetesteesteeteeaeeseeereesseesseeseesseessesssesssesseesseessesssesssesssesseeseesenns 16
Section 7: Product REaliZatioN............coccuviiiiiiiiieeceeeee et 16 @ i
7.1 Planning of Product REaliZation...........c.eoiiiiiiiiieieee ettt sttt 1‘\6
7.2 CUStOMET-REIAted PrOCESSES ...cuviiieviieiiiiiiiieciie ettt ettt ettt e et e et e e teeebeesbaeebeeesbaeesseessseesnseesnsaannseeans 6
7.21 Determination of Requirements Related to Product ...............coociiiiiiiiiiiii e, \\ 7
7.2.2 Review of Requirements Related to Product.............ccoccuviiiiiiiiiiiee e 0 ........ 17
7.2.3  COMMUNICAHON .....ooeeeiieeieee ettt ettt ettt et ae e aeete et aeeaeeae s eteeae e eeeeeens $ ............ 17
7.3 Design and DevelOPMENt .........c.cccuievirierieiiieieeie sttt ete et e sreeseesseesseessessaessaesseensas 6 .................. 18
7.3.1 [ T=T g T - | PRSP PURPTNE L O S TET 18
7.4 PUICHASING .....vvivieiieiece ettt et b e seeesae e beesseesbeessenseessaeseas &A ............................ 18
7.41  Purchasing Process ..........ccccoouiiiiiiiiiccc @ .................................. 18
7.4.2 Purchasing Information ............cooceeiiiii e, @% ...................................... 18
7.4.3  Verification of Purchased Product .............ccccooeiiiiiiiiiieee ’{\ .............................................. 19
7.5 Production and Service ProviSion ..........c.ccceveeveevieeeeseenieenreeneennns \'% .................................................. 19
7.51 Control of Production and Service Provision........................ \Q ....................................................... 19
7.5.11 Production DOCUMENAtION ............ceeeeueeeeeeeeeeeeeeee At e eeereeeeeteeteete e e eeeeteeteeteeaeesee e eeteeeeeeeanas 20
7512 Control of Production Process Changes............ \K .................................................................. 20
7513 Control of Production Equipment & Tools.......! \ ....................................................................... 20
7514 Control of Work Transferred on a Temporary Basis Outside the Organization's Facilities .............. 20
7515 Control of Service Operations...............L....5. e ettt e et e e erean 21
7.5.2  Cleanliness of Product...........................\, ....................................................................................... 21
753 Installation Activities............ccceeunnnee. \/ ........................................................................................... 21
754 Servicing Activities ..........cccoeee . A ettt 21
7.5.5 Particular Requirements for.S ediCal DEVICES........coiiiiiiiiiiii e 22
7.5.6  Validation of Processes f()@duction and Service ProvisSion .........ccccoeviiiiiieee e 22
7.5.7  Particular Requiremen@Nalidation of Processes for Sterilization and Sterile Barrier Systems ......22
758  Identification........., et 22
7.5.9  Traceability...... QI ........................................................................................................................... 23
7.5.9.1 General.%Q ............................................................................................................................... 23
7.59.2 Partiglilar Requirements for Implantable Medical DeVicCes .............cccoocuviiieiiieiiiiiieiee e 23
7.5.10 Cu %r L (o] o =Ty 4V ST P PR OPSPPPPPPNE 23
7.5.11 IVatioN OF PrOGQUCT ...ttt e et e e e e e e e e e e e e e e e eneeeaaeeaanas 23
7.6 Co f Monitoring and Measuring EQUIPIMENt ..........cooieiiiriiiiiieeierieeeie ettt 24
Section 8\' Measurement, Analysis and Improvement .............cccceeevveevieerieeneencieeniee e 25
8.1 <3111 21 SRR 25
8. N\ ONItOriNg ANd MEASUIEITIENE ........eouieiiiieieitieteete ettt ettt e et ettt enb et et e s beeeeebeeseenee e enseaaeseeebeeneeseeneansenee 25
Q 8.2.1 =TT | o - Tod QUSSP UERP 25
OQ 8.2.2  Complaint HanAING .....ccoueiiiii ittt et bt bt b et r e ab e nreenanas 26
O 8.2.3 Reporting to Regulatory AUThOILIES. .........c.ciiiiiiiiiie e a e 26
8.24 a1 (=4 aF= 1 U Lo [ USSP URRPN 26
8.2.5 Monitoring and Measurement Of PrOCESSES ... ..cueiiiiiiiiieeieiee e eitee e et e e e seee e e e e e s eneeeeeaeeeeeenes 27
8.2.6 Monitoring and Measurement of Product ..............ooooiiiiiiiiii e 27
8.3 Control of Nonconforming PrOQUCT. ..........ooiiiiiiieiiee ettt eea 27
PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".

40f34 Date Printed: Form Rev: Orig



MS-00 Quality Manual
Your Company Name Q Q Y

CERT: xxxxx Rev: Orig
8.3.1 GBINETAI ...ttt b bt e b e b e ne e et nane e 27
8.3.2  Actions in Response to Nonconforming Product Detected Before Delivery ...........ccccceiviiiiniiiiinnnen. 27
8.3.3  Actions in Response to Nonconforming Product Detected After Delivery ..........ccccoooceeiiieeenieeeneeee. 28
8.3.4 SNV o] o TR 28

8.4 ANALYSIS OF DIAA.......cvooeeececeeeeeeeeeeee ettt e e e st er e aenenen $
8.5 L B3010) 03430013 L PRSP \

8.5 GEMEIAI ....oivveeeseoeeeess et 729
8.5.2  COrreCtiVe ACHION ... e O ........ 29
8.5.3  Preventive ACHION .........ccoo i e A b 29
Appendix A: Company Processes and Applicable ISO 13485 Clauses................. ®6 .............. 30
Appendix B: Company Processes and Applicable Documents ....................... é ...................... 31
Appendix C: Outsourced ProCesses.........cocuereevuerieneriiereeneeieneeneneenaen COQ ........................... 32
Appendix D: Quality ObjectiVes. .........ocevevveveeireeeeeeeeeeeeeeeeeene, \Q ................................. 33
Appendix E: Identification of Key Realization Processes.........., \'% ........................................ 34

S

N
. \@
\’0\'
,\Q‘Q
PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".

5 of 34 Date Printed: Form Rev: Orig


JENFS
Typewritten Text
Copyright © JnF Specialties, LLC. All rights reserved worldwide. www.jnfspecialties.com/copyright.htm


MS-00 Quality Manual
Your Company Name Q Q Y

CERT: xxxxx Rev: Orig

Section 1: Welcome to (Your Company Name)
The Company is a developer and producer of medical devices that include (your product description). 6@ ¢
N

The Company has always applied high quality standards as guidelines for its processes and operations but ha‘
revised its systems to fully comply with 1SO 13485. $

The Company is dedicated to

Section 2: Company Vision and Governing PO|I%
£)
D

q
(Y
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Section 3: Scope, Exclusions and Definitions

*

3.1 Scope é@
The Company's quality management system applies to all functional areas of the Company's business operatiom\\}
The Company's scope of business is defined as follows: 6

O
6&
3.2 Exclusions @

The Company cites no exclusions to the 1SO 13485 standard. A
o e con #

3.3 Definitions & Conventions \
Unless otherwise noted, the Company applies the definitions of key te ’é&ding to 1SO 13485 and QMS-16
Definitions and Abbreviations. Subordinate or external documentation i nced in Bold Italics.

System

Section 4: Quality Management

A\
4.1 General Requirements ?‘
4.1.1 The Company' i

v

The Company has adopted a process-oriepteds, method of management that includes
i, and emphasizes the importanc&

Copyright © JnF Specialties, LLC. All rights reserved worldwide. www.jnfspecialties.com/copyright.htm
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Figure 1: Overall Process Sequence & Interaction
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management system rocedures according to _

Changes to processes and

The controls for

outsourced activities are
according to the QMS-08 Purchasing Procedure, which includes

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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&

4.2 Documentation Requirements

The quality system documentation is comprised of a hierarchy of documents that flow from this Quali

©

4.2. \%eneral

@ tation for the Company's quality management system includes:
Q2
O

¢)

d)

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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The order of irecedence of order-specific documentation is

1.

[08)

4.2.2 Quality Manual

controlled according to the QMS-02 Configuration Management Procedure. Additi procedures and work
instructions are Wher rdinate documents are
referenced, they are shown in bold italics. @

a)

b)
c)

4.2.3 Medical Device File

For each medical device type or medical device fami
that contain or reference

establishes and maintains one or more files

\
The content of the files include: 6

424 Contr'o)% Documents

The controls documents are defined in QMS-01 Control of Documented Information Procedure. Previous
versions a)fqllegacy documents are

are controlled to:

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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h) —
I - (0 he QMS-02
t Procedure. R

Obsolete documents are retained and maintained according to the QMS-01 Control of Documented Inforng@

Procedure. \\

4.2.5 Control of Records

Records are controlled to provide evidence of conformity to requirements and
The Company protects confidential
. Records subject to control are defined in the QMS-01 Control of Do& ted Information

N
<
Section 5: Management Responsibility &63

Changes to documents are
Configuration Managemen

Procedure.

5.1 Management Commitment

The Company is committed to
- according to the QMS-04 Management Process Procedure ang :

5.2 Customer Focus(’)\(o'

The Company demonstrates ldadership and commitment with respect to Customer focus b

| Mahagément pays particular attention

Management Process\P¥ocedure. Applicable regulatory/statutory requirements are
according to the QMS-07 Proposal Development and Contract Review
Procedure. @

5.3 ality Policy

according to the QMS-04

The any's Quality Policy is defined in Section 2.0, which is according to the

0 ’Q@éement Process Procedure. The Quality Policy is
rding the QMS-01 Control of Documented Information Procedure. The Quality Policy may

C) The Company's quality policy:
a)
b)

<)

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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d)
e)

5.4 Planning ‘\b‘@’

5.4.1 Quality Objectives Q

5.4.2 Quality Management System Planning

of products and services are used to

according to the QMS-04 Management Process Proce ure

Planning for the quality management system includes
QMS-04 Management Process Procedure is used to addreds]

policies and procedures

The QMS documentation

*
The quality system has been planned in advance and its_documented

Subsequent major changes that may affee

Changes to the quality management sys re performed according to the QMS-02 Configuration Management
Procedure, which considers

The quality

agagement system is

55 Respons'bgﬁg, Authority and Communication

5.5.1 Resp ility and Authority

“j[’glb

The organiz@na chart in Figure 2 defines the basic management structure of the Company. In all cases,
the appropriate’ person has

whicharefurther defined in the Q)

MS-05 Responsibilities and Authorities Procedure. All Employees are

The Quality Manager oversees this effort and

Left blank intentionally
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Figure 2: Responsibilities and Authorities

| N

|
|
«f
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=
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5.5.2 Management-Representative
The Quality Manageh of the Company has been assigned

The Quality Manager is responsible for

Bh¢ Quality Manager reports

The Quality Manager has the responsibility and authority to

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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5.5.3 Internal Communication
To ensure proper communi

cation between and throughout all levels of Employees within the Company,
o commnicaton - IR - © 1 .,

MS-04 Management Process Procedure. Management holds

Employees are encouraged

QMS-14 Control of Nonconformities Procedure. $
5.6 Management Review 6
5.6.1 General

Management Review meetings are conducted according to the QMS-04 Mana
which defines

t Process Procedure,

*

5.6.2 Review Input N
See the QMS-04 Management Process Procedure for detai&@garding review inputs.

5.6.3 Review Output .
See the QMS-04 Management Process Procedu%@etails regarding review outputs.

Section 6: Resource M)a}égement
6.1 Provision of Resou*t\%és

Resource management is

Iw@an Resources
&eneral

oyees are selected, trained and evaluated to

O ersonnel undergo training to provide
C) ﬁ according to the QMS-06 Training Program.

Copyright © JnF Specialties, LLC. All rights reserved worldwide. www.jnfspecialties.com/copyright.htm
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6.2.2 Competence, Training and Awareness

All Company personnel are hired on the basis

according to the QMS-06 Training Program.

The Company's training program: $

The training program is defined in the QMS-06 Training Procedu@
[V
\e needed to

requirements are regularly reviewed during Managemerit Review and include a review of:

6.3 Infrastructure
The Company has determined and provided the infrast

Infrastructure

The Company utilizes maintenaﬁs{@‘utines that
R st of maintenance activities are retained and maintained according to

ted Information Procedure. Monitoring and measurement equipment is
S-15 Calibration Procedure. The Facilities Manager

the QMS-01 Control of Do
controlled according to

For mor
Process Procedmgc

6.4 \4( Environment and Contamination Control

has determined and provided
The work environment is

For more on management's controls over the work environment see QMS-04 Management

rocess Procedure.

management's controls over the infrastructure, see the QMS-04 Management

X
6.4.1 Work Environment

The Comiani documents requirements for the work environment needed to _

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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The Company documents the requirements to

The Company: GQ} ‘
a)

b)

6.4.2 Contamination Control

revent contamination

For sterile medical devices, the Company documents:

a)
b)

6.5 Corrective Maintenance . 6)0

The Company utilizes corrective maintenance and skilled 1 personnel

Preventive maintenance activiti€s are

It is acceptable to

Correcting the probig

The cost for ﬁreventive maintenance is

Section 7: Produeﬁﬂeallzatlon
7.1 Plannlng of P @?ct Reallzatlon

The creation,
ensures

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
16 of 34 Date Printed:

Form Rev: Orig



MS-00 Quality Manual
Your Company Name Q Q Y

CERT: xxxxx Rev: Orig

7.2 Customer-Related Processes

7.2.1 Determination of Requirements Related to Product

The Company determines

This occurs
as defined in the QMS-07 Proposal Dev

includes:

ent & Contract Review Procedure, which

Records of the results of the reVie\»’\%n actions arising from the review are retained and maintained
according to the QMS-01 Control ocumented Information Procedure. Where the Customer provides

, which includes:

Communication methods may include

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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7.3 Design and Development

7.3.1 General GQ}

The Design and Development process ensures design activities are conducted in a controlled manner th
is defined in QMS-17 Design and Development, which includes provisions forq

7.4 Purchasing

Purchasing is treated as

The Company does not
The purchasing proces% y defined in the QMS-08 Purchasing Procedure.

7.4.1 Purchasing Process &

09 Receiving Procedure.

according to the

luation and selection of Suppliers is:

The criteria applied for
a)
b)
c)
d)

The C

y monitors Supplier performance and applies
ding to the QMS-09 Receiving Procedure taking into account

ords of the results
according to the QMS-01 Control of

( Op Documented Information Procedure.

7.4.2 Purchasing Information

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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Purchasing information describes or references the product to be purchased, including as appropriate:
a)
b)

c)
d)

The Comiani confirms the adequacy of

Purchasing information includes, as applicable,

The Company retains and maintains purchasing documents and records accordm@tbe QMS-01 Control

of Documented Information Procedure.

7.4.3 Verification of Purchased Product \

Incoming materials are

which is based upon
as defined inQ S-09 Receiving Procedure.

When chanies to the iurchased iroduct are discovered,ﬁ ompany _

When external provider test reports are
implements

, the Compan
When a Customer or External Pa

the Company i ement
according to the QMS-09 Receiving Plco@

7.5 Production and Sgbb ce Provision
@)

7.5.1 Control of Pro tion and Service Provision

Production and service
Production Proced
includes:

a)
b)

according to the

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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Procedure
d)

7.5.1.1 Production Documentation \©

Production operations are performed according to

Work instrudfion, drawings and other documents define
Jn addition, the Company ma

. These activities are fully defined in the QMS-10
Production Procedure and the QMS-17 De%r‘l‘ nd Development Procedure.

7.5.1.2 Control of Pro&bn Process Changes
Only the Configuration Control Board*(CCB) is authorized

. The results of changey to production processes are

These activities are fully.defined in the QMS-10 Production Procedure and the QMS-17 Design and
Development Procefufe.

7.51.3 &ntrol of Production Equipment & Tools
Producti n@ipment and tools according to the QMS-10 Production
Proce “The QMS-12 Internal Auditing Procedure

@:&1.4 Control of Work Transferred on a Temporary Basis Outside the
rganization's Facilities

C) When the Company provides supplies for outside processing, such as _ work is

performed under the following controls:

PROPRIETARY INFORMATION This document expires | day after printing unless marked "Released". Form Rev: Ori
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7.5.1.5 Control of Service Operations

The Company services supplies returned to it for_

7.5.2 Cleanliness of Product

The Company produces documented information for cleanliness of product
according to the QMS-10 Production Procedure, when: @

*
If product is cleaned accordini to ai or b) abov% equirements for the work environment - do
not \/

7.5.3 Installation Activities C)\

The Company produces documente "f@bation
ﬂaocording to the Q

Proposal Development and Contract Review Procedure.
If the agreed Customer requir ts allow

the Company provides

ice installation

Records of medical

according to the QMS-01 Control of Documented Information

Procedure.

Si@cing Activities

1cing of a medical device is required, the Compan

according to the QMS-07 Proposal Development and Contract

The Company analyses records of servicing activities produced by itself and its Suppliers:

a)
b)

Records of servicing activities are retained and maintained according to the QMS-01 Control of
Documented Information Procedure.

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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7.5.5 Particular Requirements for Sterile Medical Devices
The Company retains and maintains records of sterilization process parameters
. accordmi to the QMS-01 Control of Documented Information Procedure, which are
O
7.5.6 Validation of Processes for Production and Service Provision 6

The Comiani validates ani irocesses for iroductlon and service irov151on where the resultﬁ&outiut

he Company produces documented information for validation of processes
accordmg to the QMS-10 Production Proced

a)
b)
c)
d)
e)
f)
g)

The Company produces documented information
according, to the QMS-10 Productlon Procedure. Software

lications are

Records of the results
according to the Q

Control of Documented Procedure.

7.5.7 Particular Requij ents for Validation of Processes for Sterilization

and Sterile Barrie
The Company producet Gacimented information [
chording to the QMS-10 Production Procedure.

Processes for stertization and sterile barrier systems are _

Records &f the results
according to the QMS-01 Control of Documented Procedure.

Identification

g Company produces documented information
according to the QMS-10 Production Procedure.

The Company identifies

Identification of product status 1
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If required by applicable regulatory requirements, the Company _
I :cordn 1o the QMS-10° Progucton

Procedure.

The Company produces documented information 6
N :ccorit: o QMY Control Of s

Procedure.

All products are identified which is fully defined in th SVIS 10
Production Procedure. Other identification and traceability requirements are

S
7.5.9 Traceability %)
7.5.9.1 General

The Company produces documented information

ing to the QMS-10 Production
according to the QMS-01 Control of

Procedure. Records of traceability are
Documented Information Procedure.

7.5.9.2 Particular Requirements f

include

Implantable Medical Devices

Records are retained and maintained

according to the QMS-01 Co f Documented Information Procedure.
Cust<ﬁ9§ Property
1dertifies,

under the Company's control. Customer property is
If the property is designated

7.5.10

The Compan

according to the QMS-14 Control of Nonoconformities
eedure. Records produced for the control of Customer property are retained and maintained according
QQ the QMS-01 Control of Documented Information Procedure.
C) 7.5.11 Preservation of Product

The Responsible Authority specifies, where required

The instructions are
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defined in the QMS-10 Production
Procedure. Preservation applies to all elements of the deliverable medical device.

The Company protects product

Special conditions required for preservation of product are controlled and recorded g to the
QMS-01 Control of Documented Information Procedure.

Qz
7.6  Control of Monitoring and Measuring Equipment £ S

The Company determines the monitoring and measurement

The Company produces documented information

according to the QMS-10 Production Procedure. .
All measuring and test equipment instruments and device
The controls

are maintained as defined in the QMS-
15 Calibration Procedure. \/

To ensure valid measurement results, measurin}equipment:

a)

b)

c)
d)

¢)

In addition, the Compan
When caop r software

roach and activities associated with software
including

Records of the results
according to the QMS-01 Control of Documented Information Procedure.
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Section 8: Measurement, Analysis and Improvement

8.1 General

Aiiroiriate methods of measurini, monitorini, analyzing and improvement are qp
a) \\6
b) Q)
c)

Where statistical techniques are used, these are

The Responsible Authority

which may include:
y &Q

8.2 Moni Qq and Measurement
8.2.1 Feédback

As on measurements of the effectiveness of the quality management system, the Com any-
according
to Q S-04 Management Process Procedure.

Company's feedback process includes

according to the QMS-01 Control of Documented

Information Procedure.
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8.2.2 Complaint Handling

The Company produces documented information _ according to -
h the QMS-14 Control of Nonconformities Procedure. éoQ} .
\>

Documented information includes requirements and responsibilities for: $

a)
b)
c)
d)
¢)
f)

Justification is documented in the Request for Support form
includes

, which

If an investigation determines

Complaint handling records are retained and maintained ac@ng to the QMS-01 Control of

Documented Information Procedure. :&\

N

8.2.3 Reporting to Regulatory Authoritie

requirements require

according to the QMS-14 Control of
Nonconformities Procedure.

Records of reporting to regulatory auth @&‘ are retained and maintained according to the QMS-01
Control of Documented Information {@dure

8.2.4 Internal Audit {O'

Internal quality audits are co
policies and procedure

ed to ensure ongoing compliance with requirements of the Company's

Audit requirements include

The audit criteria, scope, frequency and

according to the QMS-01

Control of Documented Information Procedure. The manaiement resionsible for the area beini audited
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8.2.5 Monitoring and Measurement of Processes \é,@

8.2.6 Monitoring and Measurement of Product <

monitors and measures
which is performed

The Compan

Evidence of conformity to the acceptance criteria is retained and mai
Control of Documented Information Procedure, which

inéd according to the QMS-01

roduct release and service delivery
does not

For imrlantable medical devices, the Company

8.3 Control of Nonconforming di’uct
8.3.1 General v

All supplies found to be nonconformifig

according

the QMS-14 Control of Nonconforwities Procedure, which includes

/
8.3.2 Actions in I@%onse to Nonconforming Product Detected Before
Delivery

Nonconformin

Records of the acceptance
according to the QMS-01 Control of
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When nonconformin

according to the QMS-01 Control of Documented

*

Information Procedure.

&

\>
8.3.3 Actions in Response to Nonconforming Product Detected After 6$
Delivery N

The Company has produced documented information for

of Documented Information Procedure. \

8.3.4 Rework x9

The Company performs rework according

After the completion of rework,

according to the QMS-01 Control of Documented I@ma ion Procedure.

The data is used to

8.4 Analysis of Data

The Company determines,

Yanalysis of data, see QMS-04 Management Process Procedure.
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8.5 Improvement

8.5.1 General

The Company identifies and implements

to continually improve

8.5.2 Corrective Action 6

The Company has implemented and maintains

Nonconformity reports

Actions are

The corrective action process is"defined in the QMS-13 Corrective
Action Procedure, which defines requirements for: \5

a)
b)

c)
d)

e)

Records of the results of any investigati d applied actions are retained and maintained according to
the QMS-01 Control of Documentec\ ation Procedure.

8.5.3 Preventive Actiorb\ré

In addition to the preventi

Records of the results of any investigation and applied actions are retained and maintained according to
the QMS-01 Control of Documented Information Procedure.
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Appendix B: Company Processes and Applicable Documents
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Appendix C: Outsourced Processes

The following processes are outsourced and controlled as indicated: S\é

S
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Appendix D: Quality Objectives

V)‘
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Appendix E: Identification of Key Realization Processes

U
OQQ\
@
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