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Criteria of IS0 Section Coomnmients
_ | ssues
Infrasiruciure

Ihe vrganization shall determine. provide and mainiain the infrastructire

neeessary [or the operation of ils provesses and 1o achicve conformity of e e o

prosducts anmd services ,/2).'2.’1"’!;1_{-1.-"
NOTE Intrastructuree can include: (ST

ta) buildings and associated viilities: E{ﬂ‘dé{ﬁf_a
() eyuipmmient, e luding hardwiare and soliwane:

€] Irnsportation resournes: —,pr&ﬂb-

i-.|:| inlormation aod communication technolowy, | P"_t'-l'_-'ﬂ D{ et

Control of production and service provision
I'he organization shall implenent production and service provision under
controlled condilons,

Controlled conditions shall melude. as applicable: FL_P&
: [ e %

(b the avalabiliny o decumented mformation that defines: :

(1) the characteristios of the products o be produced. the services 1o be E}c{

provided, o the activities o be perfommoed: Cf&“‘#{

(20 the resulis to be achieved;

|1J the avanlabelity and use ol suitable monitoring and measuring resources: ﬂ‘{ﬁ thﬁ-&

l. § the implementation of monilori ng ancd meesurement aeiivities il

..|.|1!1-|-|'\'|1I e sluges iy verily U crteri for control |||'|1.|...L-;,-~-.=.L-=h OF DL,

and aceeptance cealera lor procduets md services, have been mel: g {ff{ Lt
d the wse of suiable infrastructune and eovironment Tor the operation of g b
PR s il ot DL}A“J

{e} the appeimtment of competent persons, including any reguived [\ s

[epualilication; :

(1 the validiion. and periodic revalidation. of the ability o achieve planned] TrECuin e,

results of the [ILILC RS lior preslie iom aned service [ isgent. where the

{resulting output cannot be verified by subsequent monitoring or

measuremen: celis reviioie
(n ey

b the eplemenution o aeions o prevent ioman error

Iy the i|1:.|‘ir|__‘|]'|q='||._||5i|||| i relense, ul-.'li'-l._"l"_‘- and Ji 'HE-L'J'I.'ii".'l'I'} activitios __f{j,.wfj

Infrastructure

Phe vrganizatiion shall document ihe requirements for the infrastructure

needed o achieve conlin iy B prodoct Fegpuirements, prevent prodisc

mis=up s ensore orderly handling of produg

Infrastructune includes. as appropriaie:;

a) buildings, werkspace and associated utilities: -~
by prowess cguipment {Botl hardware and soflware): -
¢ b supponing services (such as ransport. communication. or information
svElemS ).

Phe organization shall document regquitements For the maintenanee

activites, mchudmg the merval of perlorming the maintenance activities.
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when such maintenance activities, or lack thereol, con allect

product quality. As appropriate. the reguirements shall apply o equipment
used in production. the control ol the work environmenm and montoring
and measurcmen

Records of such maintenance shall e mainiined

{Control of production and service provision

Production and service prowvision shall be planned. careed out, monitored
and controlied o ensure thal product comlorms W speci Bealion. As
appropriate. production controls shall include ot are not limated wy

g} documentation of procedures and methods for the control of production
(see 4,24k

b qualification ol mlrastructure:

el i|1'_|1||_'||'.|._"_1|;||'||||| o IO M s el |||'|'|'-'._|:-i-i [arumneiers ;___.-'
and |'|||||,||_'.|_'| chareteristics:

b availability and use of monitoring and measaring equipment:

¢} implementation of defined operations for libelling and packagimg:

) implemention of product release. delivery and pest-delivery activibies.
[ Tee rgalesation slinll establish and manntan o record {sed L2580 for each
medical device or bateh of medical devices that provides teaceability 1o the
extent speeiliced in 7558 and identiles the amdonnt ramul i tured and

ATTHORLTTL AP e Tor dsirbetonn The record shiall be s eriied amd

approved,

Internal andit

Tl o LA shall conduet imternal sdies il |"|.II'-: el imtervals o
determine whether the gquality management svstem;

ap conforms o planned o documented arrangements. requirements of this
Internatomal Standarcl, gqualily management syslem reguirements
established by the organization, and applicable regulistory requirements:

b s elTectivedy implemented amd maimbined

he organization shall decument a procedure o describe the
responsibilities and requirements Tor planning and conducting audits and
recordi e
vn audit program shall be planped. king o consideration the status and

ancd peporiime audn resulis,

i|!,||'|| wlinee ol the processes and area o b oo, as weell as the resualts ol
previous dits, The andit eriteriy, scope, interval and

miethods shall be delined and recorded (see 4,250 The selection of auditors
andl comduet of audits shall ensure objectivity and vmpartialiny of the audal
prowess, Auditors shall oot aedit ther o work

Bocords ol the audits ganad thaeir resulis ill'.'|l|l.|ii'lj' e et of the
processes and areas audited and the conclusions, shall be maintained (see
4 .2.3).

e manaeement responsible o the areo being anadited shall eosore tha
ANY MRS corrections and corrective pctions ane taken without undoe
dielay v elimmote detected nonconlormties oad therr canses, Follow-up
senvilios shall melwde the venDeation ol the actions Gken and the
reporing ob verliculien resulls

MNOYTE Further ilormaatoom o be Towmd wn PO 1900 ]

Monitoring and measurement of product

he organieation shall monitor and measore the charaetenstes ol the




[ 8. 20 product o verily that product requirements have been met. This shall be
carricd oul at applicable stages of the product realizntion process in
accordance with the planned and documented arrangements and
documented procedures,
yvidence of conformity with the acceptance enteria shall be maintained
The identity of the person authorizme release of product shall be recorded B
{see 4.2.5). As appropriate. reconds shall idemtify the st equipment used
fperform measurement achivitics. ,
Product release and service delivery shall not proceed until the planned anl
(documented arrangemenis have been sabistactonly completed
[For implantable medical devices, the organization shall record the identity
(ol personne] perlorming any inspection or esting,
- - T T
OUESTHON: |. RESPONMNSE YiN
| Review Last vears Audie, Update processes il required. | L | 5{ \?f
Are all follow on [ssue resolved sanslcton ‘\fjrf Wiy ':LU‘I'T-"TL-"" il
2 Check that each job for prosductoon Do s o g e
e ] :
worksheet in the ducket, Mo procli cHe Y
3 Does the worksheet contain all the relevam
i - S 5 r i . '\.I/
information, Ao (jmf{zdd-ﬂ'hf-ﬁ
4 Check that all jobs are kept in an appropriate dockets .
' N I,Dr\m;rfl.u_* Few b
5 | Check that jobs awaitimg assembly are m the comeel Production jobs are usually
area. relensed ome ot g time, These ane i
= P
worked on it Lime ol releaseg ay,:[-"
6 | Verify that all parts are correetly scanned 1o the f
| production build by the operator.
| Uise the PS production number from o prodoection job in
a ducket or Trom the all jobs list and then pat it into -
Prowduction — Parts peek. This Tist can then be compared
for the stock procedure = Parts Dast o Banld batch, /1.!‘{}
i " l
Chieck 3 to see i what 15 scanned matehes what is d
: o (LA L1
reguined. JO
I
2
| =
-‘-
| 4.
| ':i_
T | Check than the aperating procedre isowath e gob, and ) Intrastats Tinks o prodocinon MIA
15 the Lalest issue LS
b Verily that the operator has adeguate training and [ or raining Audit NSA
CRPETIenee,
i "-.'u:;"ii'} that there is adeguate toolimg e complete the A I,-'ﬂ'f“ﬂff chen| Y
Tk,

20
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[ 11F | Check that completed jobs are in the coreect ares ;

LT Werily that all the relevant information is entered into
Entrastats

Check 3 production gobs, Ulse the same as abovie o B

& barcode TD from cach Production joboand cheek s
[ A history,
I. " '

4.

A

-

2 | Check the Start Job List in Production to see il they are
all wabd. Review any older thanaomonth, Fast o

i -
brefomn -""'n..'!:.-' .'f/‘?r._":ll: [,L/‘-Li'\m 'xI,"

13 | Check the Production in Production List, in production ;
_""u'l'-'t-' J"jl"... Ci‘-‘--"—hl“’“ MM;"

The list shows what s o and o whal stage itis ol

Heview anv older than a monthe Fast any belows

[4 | Check that fnshed prodoct is placed inothe correetaren | Tested o time of production

[T Leesl II{} 'f' -__I',-

e (Hrpfd etk e
15 | Is there adequate storage and working Gcilities \7/’
It | 15 the production area ina by and saorkable stne, u_?f
17 | Can resources be improved o lacilitale process control, A

Sub Processes Linked to Audit

Review the below processes tasks and audits and ensure they are completed in a
timely mannar

List Processes Per Title

Warehouse Team Leader

Process Scope ol Task Holl Awilit  Hisk Action  Noles / Issues
PROCESSIY 6955 SHIT ik Fruyg 2 Fask 1V

Fo st prowluction jol for any stock Ehreetor » Managing  Risk | hudin

item that is needed for cusiomer {Rleve) '-|||-.'L'I-l|§c’. Chverall 20 1M

back order. warchouse reguests or - g EE{F 'T_ﬁ-?

marketing [ - -

Miee 4 vl 3
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Process Seope Wall Fask
PROWCESSITD 7727

E

w,q-mii 5 rw'

Hall Audit  Kisk

b2 E N
o carmy ol Aadil T3 Production 25" \/i AT sk

e

WViamed

MROCESSIND 7775
Wikl
Production Processes

P*rocess ."'il."ur:u' ol §ask
PROCESSIDY 7736
Wolten a new [ e tion s meede Cagnods € b
e the proaduction job e the list ol

procedunes, E )

C'heck to make sure thatl every new | 1'fa"
joby has o proceduore linked 1ol
PR ESSE 7737 A0
Review the Production List. check  Manaping
and list those items: that were stacted |Fhreciio

more than 30 davs wzo hove no P

been (hrowgsh (A 1-:},1@.-"':&;"

Audit is carricd oot and produetion

s rewviewed and chased ot thas point
PELCDUESS1L Y T AN 531
Production Review. 1% TR
[dientily any production jobs aking  Directon

i lomg et ol T -

Y

l'o carry out Audit 15 Production |25 "i";l:.ﬁnr-}';_"" Campinm Risk

_;11
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357 I
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