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VST Lud Infrastructore I
ESOROM200 | The ovganization shall deteemine. provide and maintain the infmstructure
o A necessary for the operation oF its processes and 10 achicve conformity ol
products mud services,
MNOTE Infrastructure can include;
a) buildings and associated unilities: .
by equipment. including hardware amd sofiwane:
[0 APSPOTLI R Pesources:
. B iy indormation and communication technology .
VST Lad WControl of production and servicee provision

IS0 201

Viamed Lid |
IS0 3485200
16 64,3

5850 controlled conditions
Controdled conditions shall include, ns applicable:
a} the availability of documented information thin Jdefines:

23 the results o be achieved:

Phe organization shall implement production and service provision under

1) the characteristics of the products o be produced., the serviees 1o be
provided, or the activities 1o be perlfonmed:

by the wvanlability and use o suitable monitoring and MCESLIFTIG Fesurees;
) the mplementation ef monitormg o measurement activities al

appropriale stages W verily thal centeria lor control of processes nrum@,l(
and neceplance criteria Tor prodducts and serviees. have been met:

o b thve s ol suitable inlrastrocture and environment for the eperation of
PrOCUSSCs:

¢ ) the appoimtment of competem persons, including any requined

gl ification;

Iy the validation, and periodie revalidation. of" the ability 10 achieve planned
results of the processes Tor production and service provision, where the
resulting output canivol be veriled by subsequent monitoring or

s maeni;

) the implementation ol actions e prevent homan error:

b the mplementation ol release. delivery and post-delivery activities
Infrastructure

Phe orzanization shall document the reguirements For the infrastructurne
needed Lo achieve conformity o product reguirements. prevent product
mis=wp and ensure orderly handling of produocet.

Intrastructure inchades, as appropriate:

at buildings, workspaee and associated wialiies:

b} process equipment (hoth hardware and soltware):

¢l supperting services (such us trnsporl, communication, or inlormation
HN sl ),

The organizatien shall document requirements [or the maintenanee
activitics. including the imerval of performing the maintenanee activitics,
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when such maintenance activitics. or lack thereol, can affeel
product quality. As appropriate. the requirements shall apply e cgquipment
used in production. the control of the work environment and monitoring
[ megsurement. kL |
] Records of such maintenance shall be maintained '
Viamed Lul |Control of production and service provision ! |
ISCHEA85: 20/ Production and service provision shall be planned. carricd oot monitored !H‘Gz’_n-d g !
16 7.5.1 and controlled o ensure that product conlorms w specilication. As |
appropriate, production controls shall include but are not limited w:

a) documentation o procedures and methods Gor the contral of production L"“TW‘“‘L" | '|'—
tsee 4240 = f
(b quardiNeation of infeastroctore: ey
) implementation of monitoring and measurement of process porameters
aid product charcteristics:
) avanlabality and use of monttoring and measuring cyquipment; | |
i) mplementation of delined operations o labelling and packaging: :
1) implementation ol product release, delivery and post-delivery activities, |
Fhe organization shall esiablish and maintain o record (see 4,2.5) for each
miedical device or bateh of medical devices that provides traceability to the |
extent specified in 7.5.9 and identitics the amount manulactured and
amount approved Tor distribution, e recond shall be veriled and

approved,
Wiamed Lid  [Internal audit [
[SO 348520 The organgzaticn shall conduct imterinal awdits al planned mervals (o "]ﬁn o
= i it bkl b ¢ ol
16824 determine whether the quality management system:

a) conforms o planned and documented arvngements, requirements ol this ;
Fnternational Standard, quality management sy slem requirements W
established by the orgamization, and applicable repulatony requirements; {! '
(b} s ellectively mplemented and mamntined. ' Cﬂi&f‘rﬂ Cid"_
The organization shall document o procedure e deseribe the

responsibilities and requirements Tor planning and conducting audits and M WP
recording and reporting audin resulis, '
A aud it program shall be planned, taking into consideration the status and

importance of the processes and area o be awdited, os well as the resulis of ﬂﬁ"(e .
previons audits, The audit entersn seope. interval and

tmethods shall be delimed and recorded gsee 42250 The selection of ouditors) mii\. &
tand conduet of audits shall ensure obyectviny and imparialioy of the audi
iprovess. Auditors shall not audin their own work,

(Records of the wedits and their resulis, ineluding idemification ol the

!pn reesses amd arcas audived and the conclusions, shall be maimained (see |
[4.2.5). -
Fhe management responsible for the arca being audited shall ensure that
any necessary correetions and correetive activns ane taken without wndue
defay o eliminate deteeted nonconformitics and their couses. Follow-up |
activities shall wclmde the ventwemaon of the actons aken and 1he |
freporting ol verification results,

NOYTE Further inlommeation con be found i S0 19000 ‘
WVigmed Ll (Monitoringe and measurement of prodoc

PSOP3483:20( The organization shall monitor and measure the characternstics ol the |
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IH 826

documented procedures,

perform measurement aclivities,

iproduct to veri by that product requirements have been met, This shall be
carried oul at applicable stages of the product realization process in
accordance with the planned and documented armangements amd

Evidence of conformity with the acceptance eriteria shall be maintained.
The identity o the person authorizing release of product shall be recorded
{see 4.2.5). As appropriate. reconds shull idemtify the wst equipment used 1o

Produet release and service delivery shall not procecd until the planned and
ocumented arvangements have been satisfctorily completed.

:JIIQF{L‘]-

For implantable medical devices. the organizmion shall record the identity

ol personnel perlorming any inspection or lesling.

Doc k@
Ayeaskets
oA s
Pro ceclie s

sl

HESTION: RESMINSE YN
I Review Lastyears Audit, Update processes if reguired - 9{ y
' - | pothing ovtelznof i \/
Are all follow on lssue resolved satislactory, r_-) D
2| Cheek that cach job for production has its own uniguic
worksheet in the ducket. Y
3 | Does the worksheet contamn all the relevant
information. Y
4| Check that all jobs are kept i appropriate duckets, \/
5 Check that jobs awaiting assembly are in the correct Procluction jobs are usually
ansi. released one it o tme. These i 7J
worked on at lane of release,
6 | Venfy that all parts are correctly scanned o the
production build by the operator.
Use the 'S production number from a production job in
a ducket or from the all jobs lest and then put it i -
Production — Parts pick. This list e then be comparned
Lo the stock procedore - Parts List to Build batch.
Check 5w see i what is scanned matches swhat is V
required,
N e SN ;//
T PSR e
NS g
1052 %
5.2 70
T | Check that the operating procedure is with the joboamd | Intrastas links o production WN/A
is the latest issue, COls
] Verily that the operator has adeqguate taining and [ or Praiming Aucdin NIA
eRpeTivnoe
'-.i Werily that there is sdegquine toaoling o complete the -
Lask, ,/
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Check thin completed jobs are in the correet area.

Werily that all the relevant information is cotered e

Intrastats.

Check 5 production jobs. Use the same as above 1o find

a harcode 1D from cach Production joboand cheek s I._/F_
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Cheek the Start Job List in Production 1o see i they are
all valid. Review any older than o month, st anm
I:'ll.'l-l'l"c'l.,
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Check the Production in Production List in production.
The list shosws whiat s i aid a8 wilad steee i s,
Beview any obder than o maonthe Tast ony below,
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Check that Hinished product is placed i the coreeet area
Tor 1est.

[ested ot time ol production

i

|5 there adequate storage and working laeililies

I

Is the production area ina tidy and workable stale.

i’

Can resources be improved to lacilitate process control.

ESadkd

Sub Processes Linked to Audit

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

List Processas Per Title

Warehouse Team Leader

Holl Task
i
Ihrecior 3
[ Slevie)

e
157

Process Seope

FROCESSID 6955

To set production job o any stock
ilem that is needed Tor customer
hack omder, warehowse reguesis o
marketing

WY

Haoll Auwadit

Wlaniaging
[Virccior

25957

1Zisk Aetinn
Freg 2 Fask 1W
Risk 1 Aandin
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Audits

Provess Scope
PROCESSID 7727
Forearry out Audit 15 Production
WViamed
PROCEESSID 7775
Fovcarry out Audit

Vil

15 Prowluction

Production Processes

Process Scope
PROCESSID 7736

When a pew prodduction is pecded
wie the production job to the list ol

prowcedurnes,

7
Check o make sure that every new If L

poly hs an procedure linked ol
PROWCESSID T737

Review the Production List. chec)
and DSt those iemes that were storted
o than 300 s ago have ol

bezen thirogeh O3 A

it s corraed ot and produetion
is reviewed and chased @t this poim.
PROCESSHD 7738
Production Review.
[dentty amy producton gobs ki

i o amount of tima
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