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i ompany ¢ 1500 , T Auditor
: PO Craterin of IS0 Section : :
Bechion Comments
st
(VST Lid Control of production and service provision
SO0 12015 Phe organization shall implement production and serviee

®¥a] o ision under controlled conditions
I & L qﬂ 5+f1.- B

Controlbed conditions shall include, as applicable:

al the avanlability of documented information that dehines: {)Erf_ L’f’g-’%
1) the characteristios of the products o be produced, the services
twr be provided. or the activities 1o be performud:

X the resulis 1o be achievied: . ‘ .
by the availability and use of suitable monitorng and measurmg {’.E‘('r&""'#'rhﬁﬁ
FUSGRLINCE S N L}_‘“:.__C./y\‘

¢} the implementation of monitoring and measurement activities

ab appropriate stages toovenly that erteria for control of

PrEsLSELS L -\.'ll.l'i|'l|.ﬁ.‘-. anad LIL'L'L'1'||LII'|L'L' criteria lor |"|'|'||..||.|L'1“: i|=1|-|

SCTVICES. Vicia e ';5& Mt

bave been met ,','EE!JW &L

d b the wse of suitable inlfrastrociure and envirenmeent lor the
aperation of processes:

e the appointment ol competent persons, including any required | "Tyeass L-u.:.-:.
clualification: ARG c_bb-._
I the validaton, and periodic revalidation, of the ability o

achicve planned resulls of the processes Tor production and

service prowvision, where the resulting output cannot be venfied

{hw "-lli"‘hl..'l\.||.ll.'|||. I 'Til'l'__' O measuremant; i{

e b the implementation ol achions o prevent buma error t:‘-s; >

: . . A
lvp the implementation of release, delivery amd post-delivery M'k

aclivilies

VET Lad ldentification amd traceabiliny
TS0 2005 [he creanization shall tse suitable means W identi e ootpuais {:!‘
s P i, . ol i e 4

§.5.2 mwhem it 1s necessary o ensure the comlormity of products and -
[sery ices, wcﬁm{ﬁ
Fhe oreanization shall identily the status of oofputs with respect {ﬂ;‘m_ihah
Wy menitoring and measurement requirements throug ot 4
procluction and service provision ¥ e £ VA
[he organeation shall controd e unigue identification ol the ;'?_,EL""JEI'-'J

outputs when traceabely s o requirement. and shall retamn the
documented miormaton necessary W cnable racenba iy,

VAT Lid Property belonging to customers ar external providers [P ceplle e

SO0 2015 Fhe organization shall exercise care with property belonging Lo

1 30423 Pace Lol 13
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VST Lid
SOMSERE] =200 A
(%.5.4

VET Ll
[SORHBIE:201 5 B6

VST Lud
[SCHRHIOT 2005
£.7.1

customers or external providers while ib1s under the
l.1l"'__':II'I!.-"'.I.|.iI.'Ii'|"i contred o being vsed by the l.HFII'IiZ-’i'IEiHIL

The creanization shall identify. verify. protect and safeguard
customers” or exterial providers” propecty provided Tor use or
L i ;1|_||;',I_i|_l|1 inio 1he |11'.:-|.§'.|L'l‘- and scrvices

When the propenty of o customer or external provider is lost,
damaged or otherwise ound o be unsaitable lor use. the

organization shall report this 1o the customer o external provider

andd retain documented information on what has ocoourred.

NOTE A customer’s oF external provider's property can include

paterials, components, oods and coupment.

premises. intellectual property and personal data.

Preservation

I'he oreanization shall preserve the outputs dunng production
and service provision, Lo the extent necessany Lo ensure
comTormity 1 regquirements.

NOYTE Preservation can inelude identiheation, landling,
contamination control. packaging. storge. IRNSMISSION oF

ransportalion, and protection.

Release of products and scrvices

The organizntion shall implement planned arrangements. al
appropriate stages. o verily that the product and service
regquirements have been met,

e release of products and services 1o the customer shall not
procoed until the planped arrangements have been satisfactorily
completed, unless otherwise approved by a relevant authorty
and, as applicable, by the cosuomer.

he creanization shall retain documented information on the
relense of prodects amd services, The docomented information
shall mclude:

) evidence ol conformity with the aueeplance crileriL
by traceabality o the personis ) authorizing the release

e organization shall ensure that outputs that do nel conlorm to

their regquirements are identilied and controlled 1o prevent their
unintended use or delivers
The orgamization shall take appropriate setion based on the

imature of the nonconlormity and s elfeet on the conlormity of

proqucts and services, This shall also apply 10 nenconlorming

procducts and services detected alter delivery ol products, during

or alter the provision of services.

I'he organization shall deal with poncontorming oulpuls i one or

miore o He Tollowine wivs:
db correction:

b segregation. conbnnment. relurm or suspension of provision of

138042022 Page 20013
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products and services:

¢ infomnng the customer:

oy obtaining authorization for aceeptance under concession
Conformity to the requirements sl il b veriDed whien
noncenforming ouipuls are correeled

Viamed Lid Infrastructure
(ISC3485:20H 6 The organization shall document the requirements for the
6.3 infrastructure needed e achicve conformaty o produoct

requirements, provent product miz-up and ensure orderly
handling of product.

Infrastructiure includes, as approprate:

a) buildings, workspace and associated utilities:

by process equipment {both hardware amd sollware),

e} supporting services (such as trnsport. commumeation. or

I oAt ion SYsiems b

Ihe organization shull document requirements for the
mainienance activities, including the interval of performing the
maintemmee activities. when such mantenance activities, or lack
thereoll can affeet product quality. As appropriate. the
peguirements shall apply o cguipment usead in production, the
contred o The work enviromment and monitering ad

IS Ireneng.

Records of such mamtenance shall be maintalined

[Viamed Lid Contamination control
(IS0 3485:2016 \s appropriate. the organization shall plan and document
4,2 arrangements Tor the control of contaminated or potentially

contaminated produwct in order o prevent contamamatien ol the
work environment. personnel. or produet,

For sterile medical devices, the organization shall document
requirements for control of contamimation with miceoorganisms
o particulale matter amd mumioin the reguired cleanliness during

assembly or packaging processcs.

Yiamed Lid Mlanning of product realization
[SOM3485:2006 | The organization shall plan and develop the processes needed for
1.1 produet realization, Planning ol product realization shall be

contsistent with the requirements of the ather processes of the
gquality management sy slem.

IThe organization shall document one or more processes lor risk
management in prodoct realiention

Records ol risk management activities shall be maintained {see
4.2.5) '

In planninge product realiztion, the organtealion shall determine
the followino, as appropreale:

ab quality objectives and requirements for the product:

132022 Page 30l 13
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{Vigmed Lid
(1503 3485:2001 6
{7.4.1

Viamed [d
S0 54852000
IT4.2

b the need to establish processes and documents (see 4.2 4) and
1o provide resources specific to the produet. including
infrastructure and work environmeni:

¢) required verification. validation. monitoripg. measirement.
inspection and test. handling, storage. distribution and
traceahility activities specilic o the produoet together with the
criteria for product acceplance:

di records necded o provide evidence that the realization
Processes and resultmye product meet reduiremenls fsee .25
I owtpat ol this planning shall be documented ina form
suitable [or the ergamzation”s method of operations,

MOTEE Fuether information can be tound m 1508 14971,

Merchasing process

I'he orzanization shall document procedures (see 4.2.4) o ensure
that purchased product conforms 1o specified purchasing

i Eoraation,

The organization shall establish criteria for the evalumion and
selection of suppliers. The eriteria shall be:

) hased on the supplicr”s ability 1o provade prodoct that meets
the crganizalions” teguirenenis:

b based on the performance of the suppler:

) based on the eflect of the purchased product on the guality of
e medical device:

d} proportionate 1o the risk associated with the medical device
The organization shall plan the monitoring and re-evaluation of
supplicrs. Supplicr perlormanee i meeting requirements for the
purchased product shall be monitored. The results of the

imonitering shall provide an input inte the supplier re-evaluation

PIOCESS,
Maon-fullilment of purchasing reguirements shall be addeessed
with the suppher proporinonate o thie risk associated with the

(purchased product and complignee with apphicable regulatory

e LUITe IS

Records of the resulis of evaluation. selechon, monmoring and re-
evaluation ol supplier capability or perlormance and any
necessary actions arising fom these activities shall be maintained

S e O
A i R B

Purchasing infermtion

Purehasing inlormation shall deseribe or nelerenee the product 1o
b purehased. includime s appropriate:

i) product specifications:

b1 regquirements Tor product aceeptance, procedures, processes
Q0 L pranenis

¢} requirements lor gqualilication of supplier personnel:

b gualaty management sysiem regquirements

Fan 2022 Page 4ol |3
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(Viamed Lid
(ESE1 34852006

i

:"»"i:uw:tl Lad
(IS0 3485:200 6
{7.5.1

The organization shall ensure the adegquacy of specihied

purchasing requirements prioe o their communication 1o the

supplicr

Purchasing information shall include. as applicable. a writlen

aureement that the supplicr notify the organization ol
the purchased product prior i implementation ol an

“changes in
changpes

that affieet the ability of the purchased product 10 meet spectfied

'|1|||'I_'|'|;|_h;_' |'-;;|.|II|:I‘-.'i21':."|I|!-.
Fiv the extent required B teaceability given in 138,

|||'\..'

organization shall maintain relevant purchasing infirrination in

the Torm of documents {sce 4.2 4 and records (see 4.

Verification of purchased product

2A)

e oreanieation shall establish and implement the imspection or

ather activities necessary Tor ensurine that purchased
meets specilied purchasing regquirements. The extent

prosluct

verifieation activities shall be based on the supplicer evaluaton

results and proportionate 1o the risks associated with
purchased product,
When the organization becomes aware ol any change

the

iy [

purchased product. the organization shall determane whether

these changes atfeet the product realization process or the

medical deviee.

When the organizition or s customer intends 10 perform
verilication at the supplier’s premises, the organization shall state
the intended venifieation activities and method of product release

tin the purchasing infomition

Becords of the veriDeation shall be mamtaimed {(see 4250

Control of production and service provision
MProduction il serviee provision shall be plunned.

wrried o,

monilored and contredled o ensuee that |"|'I'II.||.|L'1 sl orns 4

specilication. As appropriote. priduction controls shall include

bt are not Bmited 1o

production (see 4240
[y cpeeli Geation of imdrastruciure:
|

o) implementation of monitoring and measurement o

parameters and product characteristics:

la) documentation of procedures and methods For the control ol

| prrocaess

)y availability and use of monitoring and measuring squipment:

e implementation of delined operitions Tor labellimg and

packag g

I} i:|1'|!'|]|_'r'|1|_':|||:1||:'-|'| ol |'|.’-.h1|l.:||.'l release, deliven anl |'II'I"-'I'LEI.'|.5'-"-'F_'|

aclivilies

Wit L1.|':__r_:||1i_.-'.||i|'||1 slall establi=h and maintaan o receord {see 4 25
for cach medieal deviee or batch ol medienl devices tha [pror Py

[ 3/042022 Page 5 of 13

rnceability o the extent specified in 7.5.9 and identilies the




Internal Audit Check list

il :IE.Jl'."‘\_-|.'“x"|."p'."¢|*'.l]'?‘1' & PR DUCT IDENTITY

Created 17May 1995 | Audit No 09 VMOS0

' ) VORT
Revised: 13 Apeil 2022 Page 6ol 13 |
fouddin Date Aoeliion

IViamed L
IIHHI.HH:'*:E“]'“

[7.5.10

Wiamed 1o
[SOT AR 2000
T.58

YViamed 1ol
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amount manufactured and amount appeoved For distribution, The
record shall be verilied and approved

Customer properiy

e |'||':__l;|_|:.1.r;||_i-.'-|'| shallidentifyv, verly. prolect. and safezuard
clsiomer property (o tcled for v oo e ||'|m:.||_|;1|1 it the
product while it is under the organization’s control or being used
by the organization. [Fany customer property is lost damaged or
otherwise Found o be ansuitable o use, the

organization shall report this o the customer and mainkin

|'|.'l_'|'l]'-.;|*-\. [T 4.5 I

Identification

The organization shall document procedures for product
identitication and ideniify prodduct by suitable means throughoul
prosduct realization.

e organezation shall identity product status with respect W
monitoring and measurement reguirements throughowt product
realistion. [dentilication of produet status shall be mammned
throughout production. storage. installation and servicing ol
procluet (o ensore that omly prodaect thot

has passed the required mspections and tests or released under an
authorized concession 15 dispatched. used or installed.

I reguired by applicable regulatony requerements. the
crreantaation shall document o svstem oo assign uniguee device
identification to the medical device.

Phe organization shall document procedures 1o ensure tha
medical devices retormed to the oreanteation are identilied and

distinguished Trom conforming product

Iriternal amdit

Ihe organization shall conduct internal audits at planned
intervals o determine whether the guality management system:
al conlorms |".|-.'1‘|'I|'I'i.'l.| andl documented Arrngerments,
equirements of this International Standard, quality management
svstem requirements established by the oroanization. and

fapplicable regulitory requirenienis:
fh s ellectvely implemented wmd mamtamed.

The ovganization shall document a procedure 1o deserihe thwe
responsibilities and requirements for planning and conducting
audits and recording and reporting audin results.

A awdit proseam sholl be planned, ki o consideration the
status and importance of the processes and area to be audited. as
well s the results of previows audits, The audit crntera, scope.
eyl amd methesds shadl be delined and recorded (see 4.2.5)
Ihe selection of auditors and conduct of audits shall ensure

ohjectivity and impartiality of the owdin process, Auaditors shall

1302022 Page ol |3
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Audit Dhate Audito

ol oot thesr owwn wiork.

Records of the audits and ther results, ineluding identiBication of
[the processes and areas audited and the conclusions, shall be
mantained (see 4,750,

Ihe management responsible For the area being audited shall
ensure that any necessary corrections and corrective actions are
Latken without wdoe defay o elimimate detectad moneonfrminics
and their cavses. Followe-up activities shall inchude 1the
verilcation of the actions taken and the reporting of verilication
resulis

MOFTE Furher information can be Tound i S0 19011,

Viamed Lud Ceeneral
ISON3483:2006 | The organization shall ensure that product which does nod

8.

-
1

| confom to product regquirements s wentifed and controfled 1o
prevent ils unintemnded use or delivery. The organization shall
documaent o procedure o detine the controls and reliated
Fesponsihilitivs and puthoritics Tor the ddentificotion
documaentotien, segreeation, evaluation, and disposition of
moneonbarming product.

The: evaluation of noncontormity shall inchede o determanation of
the need for an investigation and notifcation of any extemal
prarty responsible for the nonconlormity,

R ecords of the nature of the nonconlormitics and any subsequent
aetion taken. meluding the evaluation,

an anvestization and the ratiomale for decisiens shall be
maintained {sec 4.2.5)

[ QU ESTIOMN: RESPMONSE:

YN

| Check all issues Trom the previous aadit are completed. Nﬂfﬂh‘"} o e Gy

Check that stock booked in. is transherred wo relevamt
locationy with Barcocles

All stock opened should have barcodes or a Hold Tabel with
[ssue num ber,

Werify thet goods are checked agoamest the oreinnl Porchase
Cirder and Supplicr delivery Mote. Then entered into the
Dehveries m Intrstals,

Check the supplicr delivery Mote has been marked o shoa
quantity delivered and ticked of1 Then stamped with the

dated received stamp and initialled

ok

[ 3042022 Page 7ol




Revised:
Audit Diate

Internal Audit Check list

Cl DS TN W ."".-i':_ll:l."‘\ i |’|{[-H_]'E T HMENTITY

Crealed: 17/May 1995 | Audit Neo 09

13 April 2022

Auchitor

Check 3 separate stock items from the pood awaiting QA
shelll Pick am item. put the 1Y in Serinl Noamber seurch (o
pet the Purchase Order Noamber and 2o o the Deliven
Mlaskes Dl

VMICOPUS0
Vi
Pove 8ol 13

QA |

Moo
e

andl labelied '.l|.1!'l-l'-:'l|1!i1|'|;:’|_"- - Last 3 checked.
B0l O 06

ROIC060

%o1voze v

Tl | —

[ 30042022

Pope B ol 13

l.
1 o h cvf/ N/A
1 W{b"— |
A, [
|
1 | Check .I!;iﬁ“l.nv..'uﬁful.pn iwds, non-conformmyg parts and those
with gueries are segregated. identilied as such and put on fU'D
haldd sowaiting action. These must all have a O label LeTen st H.ﬂ'.ﬁ;
with Issue Number. date and initials, ? ; ' :
List any that are unidentilicd = o Jw W
A e o idenn ed Held when awaiting action and in the
appropriate area. Phose on o none hold shell should have a .
: P Fh : - &
HOLD lobel with Issoe Momber. date and initinls, fL'I c f._\'jﬂ.q:r {:5- hr
List any items that are unidentilicd %ﬁ({:},f I:J— j":-pnr\.v_. [,F
A olod MIA
i Check the Deliveries on Intrastals has been BHed i Il’? T _'E-Llﬂ' .~ |
correctly. Look at the Tast woek, Check for purchase order PsT g 23 "j..l'_';t-f:' V"’f
||1L|||I.I\-:.'||'~.. .kllw._:n.. I i'!l..'h. quantmies. 355 el r o 7 {1t ) v Y'
n Stock — Peliveries
d &
A sT EQUTJE
PeT T4 ?
7 Are all i|1u||11i|_n-;_= '..Z|'|i1-ii;.'-l'|l'l_1k'ill:-i -Iiw-alhgn-iui-} the Dieliveries on
Intrastats. Check 3 andom Delivers Motes/Purchase orders
[or the previous 3 111|-|:|,5;~=/Jn.l||1 (rherepteompaies, [OLT
|.ﬁgrzu3€_;f
2. PST 2395 & }/
PPs 2igk -
4 psT 2207
. ST 2ze S
£ | Check that items. onee through (A are packaved cornectly
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4 Foloolz v
801 ovend,

i)

£

Check that goods i the Cioods Tewaed arca con b
identified and have mot been lelt unprocessed Tor more than
twior days. List any found.

Verify that nepairs booked inare idemtilicd by Sorviee
Rezpaar Mumber (SEMN) and Service Repar Sheet (5R5),
I'hat the appropriate information i< mcluded i the ducket
o 1o mosvang to warkshop.

Check all the duckets om the Repairs shelCin Coods Tn, 1ist
any without the correct paperwork,

.ﬂd Tk

q(;) tanlf

Check that the retesant indormation s entered onto
Intrastats.
Check 5 SRS 5, Returms - Returns Completed or Repairs

nol completed.

K f_?f:’i;':’?? /
2 Lgo9e F
3. 'CJ‘ e, 7 W

T A

e Mo e o erroum] — €

. 2SI

Check the !'lllil..ltn:__l lowr wadentilied or unmarked soods
without o hold label, The label sloald melude an Issue
number. date and initials. List any that are fonmd

Are goods identilied Held when awaiting avtion and in the
appropriate aren, PICLEY abel mast ave Bssoe Number,
date and initials.

List any items that are unidenti Hed,

Nore ot

14

Check that Eeturn we Supplicr 15 complele and ap toodote as
per Intrastats, Task 10 660 Scarch issue o see i0ap w dae.

Check that there are no goods over one month Lefl waiting
o b returned on the shell,

HZ56766 |/

Y

[ 3042027 Page Yol 13
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Pawes 1baa] 13

{'reated: ] 1Mz i 19935 | Audit Mo 09
E':l._';hl__li EE Aprl 2022
"n.ltdll e wudhilor

G ventbfn,

16 | Check Meetiny m Tnnirastins is con n|'-|k ted qpetierlsy by M1

random. _
3mﬁmﬁﬂ v
2, & peped (4 vV
o\ orod s
oot 97 g

N -l— :,.

(A4 blﬂxi-f ﬂ-zfife«lmo—])
17| Check that completed swock s identified as soch by
Barcodes and the location is comrect, Cheel 3 stock iems ol

17 | Check that slorage areas are adegquate for sale handling and
esy access o eoods, Walk round all stock areas and note

| anv restriction/problems.
| B9

VMICOPOSI0G

Sub Processes Linked to

Al 04

Review the below processes tnsks and awdits and ensure they ane completed ina

timely manner.

List Processes Per Title

Managing Director

Process Seope
PROCESSIT 7830

T'o review the Quantities of Failed LHmI 'f-j 7 Muanaging  Rishk |
prosluct per Stock reference Passing _..“:, &l

through the AL svslem

Product Controller

Process Scope

PROCESSID 5854

T'o update and maintain the Stock
A list

IT Controller

Process Scape

PROCESSITY GH3R

Rall Task  Roll Awdit Risk

_"'l T

| oL 3

[ et Crverall

14?5?9
L

Koll Task  Rall Awdit Hisk

231 374

Director 3 Manoging  Kisk |
[ =Ly h Iireeton Civerall

255332 E«M‘Z*ﬁ&

Raoll Tusk  Holl Aoditl Risk
4ix | s |

Ty 876 v

30420022 Poge 1ol |

Fregg 3

-
b

Action Mot /

Tansk 1M

Aoudit 36

Action Moles

Task 1M

Audit 36

Action Misles

Fask 12M

[ssues

Issues

l5snes
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For find and correet opera when 1l Managing [Risk |

reads Negative stock values. D¥irecton verall

|

Warehouse Team Leader

Process Scope Roll Task  Holl Awdit Hisk Action Motes ! ssues
PROCESSID 7826 5 734 q‘ly'rq 2 Task 1M
Fo Receive Goods from Suppliers [Doods “llk;' 5*3_.1::" ik 2 Audi 3M

5 SST 2 7 Overall

& "

|

PROCESSID) 7903 BTR "I ; feg 1 Task 1M
. i Ao e ek : L LR T 1
I .nlp-l'_'. W .!.Il..!'ll.lllr'q. depleted s nsor L ”IJT'.‘EH? 7(L ;"5 [2isk | . [ask 3%
B ooy B i cagee and record 1,1;(.1,.‘ o Owverall  Audit 6M
wirights i docoment in T Dirive |
PROCESSID 7914 W7 gis .I"_-_" Freg | Fask 1M
I'e download or pdt the proof ol oy ,Ir{;q;.;f' Risk | Audil M
deliveries H'.."L'I'I.'Iil!' 2 Cverull

250 ?% |
PROCESSHY 7915 Il Freq 1 [ Task 1W
For ensure we have enongh tems ol Dioods llb'f} Zisk |
particular stock Tor certain customer 15 * Ehverall
whomm can and do place laree onders i I--E_I'l"'qlr"'r I
ol regular stock.,
PROCESSITY 7917 () Freg | Task 1W
Check stock requirements for human Managing ) ?,_r:.i' Risk |
mieed Block | Mrector .Egb? Wl Overall

|
PROCESSID 7923 35 AL e | |ask 2W
Fo Beview and tidy op ana Crownls Ol Crowods | | Risk 1 Audit 1M
putstanding RMAS that have been ?_;—_:,T?_f'l’ 156 % v [Overall
resolved by Supplier eredit notes i F{J',-u:... !
PROCESSID 7957 047 Freg 1 Task 11
Woarehouse reguests lor stock o e erector » Risk |
reviewed, (Steviel,y =7 + Overall
1

any shomages 1o be ordered or E_':‘;'i' Lj—{)’-"“"‘ (8 |
L

produced with o producticen deb *

Sales Controller

Process Seope Holl Task  Roll Audit Risk \etion Moles ©lssues
PROCESS] ST M7 20t Ireyg 3 Fisk 1
To Beview Memos on Stock Dircetor 3 Managing  |[Risk 1 Audit 3M
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