MVIAMED

HEADBOX - CE FILE

Device Essential Requirements Checlclist

{in compliance with the 93/42/EEC Medical Device Divective).

Product: Plastic Products Mew product: o

Part number: B2000 Series Esrsting Product: Yes
Desoription: Headbex Tntroduced: 1986
Zlags: Clags Ia Ilain Standard: s

Mo,  |Eszential Requirermnent AMA | Standard. Eeport

I Creneral Requirements

1. |The dedces must be desimed and| & (IECADLA Whnufactured by an
mamifactired in such a way that, when used historically accepted
under the condions and for the purposes Cotrpatry.
imtended, they wil not comgpromise the clirical (Ey Risle aralysis
condtion or the safey of patierts, or the safety (YE Design
and health of users or, where applicable, other
persons, provided that any fsle which may be
associated with their use constiite acceptshle
tigks when weighed agrinst the benefitz to the
patient and are compatble with a high level of
protection of health and safety.

2. |The sdutions adopted by the mamufacturer for| A |BEENISO (E Risls aralysis
the design and constuction of the devices must 149712001 Enowm rislkes
confortn to safety principles, talong account of reduced for hazards
the generally aclmowledged state of theart identified
- Flirmirate or reduce nisks as far as possible| A (E) Risle aralysis
(inherertly safe design and construction),

- Where approprite tale adequate protection| A (E) Risle aralysis

tmeasres  inchuding  abrms  if necessary, in

refation to risks that cannot be dirminated,

- Infortn users of the residual fisle due to any| A & FL 021 (E) Risk atalysis

shottcomnings of  the protection  measwres (Fy User marmal
EN1H41

adopted

3. |The devices mmst achieve the peformances| A (YE) Desian
mtended by the mamfchre and be designed, (L} Paclcaging tnals
tramifactired and packaged 1 such a way that & Walidation.
they are sutahle for one or more of the
finctions referred to i Atticle 1 () (&), as
specified by the mamifacturer

4 |The clamcteristics and performances refered| A [BREN IS0 (Ey Riske aralysis
to in Sections 1, 2 and 3 must not be adversely 149712001
affected to such a degree that the clirical
condtions and safety of the patients and, where
applicatle, of other persons are corprornised
diring the lifetime of the device as tdicated by
the manufachwer, when the dedice i subjected
to the stresses which can ocowr duting norral
conditions of uge

5 |The devices rmst be desioned, meanufactred| A (WD) Paclaging trials
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and packed in much a way that ther
chatacteristics and peforrances during  their
imtended use wil not be adversdy affected
diring transport and storage taling account of
the instructions and infortration  prowded by
the marmfacturer.

& walidation

( Ty Wamifactirers
data & MWterils
mpecifications

Any undesirable side effect mwst constibte an
acceptable sk when weghed aganst the
peformances intended

A

BE BN B0
149712001

Mo Imoen side
effects
(Ey Risk aralysis

11

Fequirements  Fegarding  Constrnuction &

Diesign

Chernical, phyeical and hinlogical propetties

The  devices tust  be  designed and
mmamifactired in such a way as to guarantee the
characteristics and performances referred to in
section I on the 'General  requirements’.
Particubr attention must be paid to

(T Wlaterial
specifications

-The choice of matedals used, particularly as
tegards  tomcty and,  where  appropriate,
flarmrrehility,

Mon-inflarrrratle
(Y2 Design

[Ty Whatersl
specifications

- The compatitiity between the traterials used
and biological tissues, cdls and body fluids,
taldng account of the intended purpose of the
device,

A

7.2

The devices st be designed, manufactured
and packed in such a way as to mintmize the
rigk posed by comtarmrants and residues to the
parsons itwrolved in the transport, storage and
use of the devices and to the patients, talang
account of the mtended purpose of the product.
Particubr attention rmst be pad to the tissues
exposed and to the duration and frequency of
EXRI0SULE.

A

7.3

The  devices tust  be  desined and
tramifactired in such a way that they can be
used safely with the trateridls, substances and
gases with which they enter into cortact during
their normral use o dunng routine procedires; if
the dewices are miended 1o administer
mediciral products they nmst be designed and
mamifactired in such a way as to be compatible
with  the medicital  products concerned
according to the provisions and restrictions
governtng  these  products  and  that  their
pafomance is maintaned 1 accordance with
the intended uze.

(Y20 Design
[Ty Whatersl
specifications

74

Where a dewice incorporates, as an ittegral part,
a substance which, if uvsed separatdy, may be
considered to be a medicnal product as defined
in Article 1 of Directive 6%45%EEC and which

is lahle to act upon the hody with action

[RF2Y
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ancilary  to that of the device the safety,
gqualty and usefulness of the substance must be
verified, taldng account of the mtended prpose
of the device, by analbgy with the approprate
tnethods specified m Directive 75/315FEC,

75

The  devices tust  be  designed and
tramifactired in such a way as to reduce to a
trininorn the nsks posed by substances lealang
from the device.

A

7.8

Devices must be desimed and manufachred in
such a way as to reduce, as rmich as possible,
rigks posed by the unintentional ingress of
substances into the dewice taking into account
the device and the matwe of the enwvironment in
which 1 iz intended to be used.

BE EN 50
149712001

(E) Risk atalysis
WEnufacturers Data
(Y40 Design

[Ty Whatersl
specifications

Infection and microbial contatritiation

8.1

The devices and tmamufactunng processes nmst
be designed in such a way as to ditrinate or
reduce as far as possible the risk of infection to
the patient, user and third parties The design
tmst dlow easy handling and, where necessary,
trinitize  contatritation of the dewice by the
patient o Wice wersa during use

[50900:2000

Inufactiring
procedures.
Clearing
Instmictions in User
Instnictions
Whnufacturers Data
[Ty Whatersl
specifications

8.2

Tizsues of anitnal orign most oignate  from
anitrals that have been subjected to weteriraty
controls and  surweilbnee  adapted  to the
ntended use of the tissues.

Motified bodies shall retain nformation on the
gengraphical origin of the arimals.

Processing, preservation, testing and handing
of tizsues, cell: and substances of anitral orign
st be camied out =0 as to provide optimnel
security,. In partioular safey with regard to
viuses and other transferable agents must be
addreszed by implemertation  of  validated
methods of eltmiration or viral inactivation mn
the cowrze of the ranufacturing process,

A

Mo anitral origin
Cotrponets

8.3

Devices delvered in a stenle state must be
designed, manufachiwed and packed in a non-
raisahle pack and/or according to approprate
procedhires to ensure that they are sterile when
phced on the marke and retrein sterie, under
the storage and transport conditions laid dowm,
urtil the protective packaging iz damaged or
opened.

[RF2Y

Mon Sterile

8.4

Devices delivered in a sterile state mmst lave
been  manufachiwed and  sterilmed by an
appropriate, walidated method.

A

Mon Sterile

8.5

Desices intended to he steilized mmst be
tramifactired t appropristely controlled (e g

etrrirormental) conditions.

A

Mon Sterile
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8.6

Packaging systems for non-sterile dewices must
keep the product withot deterioration & the
level of cleanliness stipulated and, if the
devices are to be sterlized prior to use,
trinitrize the fsk of mmicrobid contamitation,
the packaging systern must be suiable talang
account of the method of stenlization indicated
by the mamifacturer,

(WD) Packaging

8.7

The packaging and/or labd of the dewice nmst
distinish  between  idertical  or  sirdar
products sald in both sterile and  non-sterile
¢ otucition.

A

Mon Sterile

Construction and emsironrmental propetties

9.1

If the device iz intended for use in combination
with other devices or equpment, the whale
combiration,  including  the connection  systern
st be safe and rost not impair the specified
pafomances of the dewices  Any restrictions
on use rmst be indcated on the label or in the
instractions for use

BE EM 950
EN1M1

[50 9001:2000
BE BN 50
149712001

The Dievices are
designed to accept
Tubes wa inlets

(Fy User Instnictions
(Ey Risle aralysis

8.2

Devices must be desimed and manufachred in
such a way as o remove of mitirgze as far as
15 possihle;

- The risk of iy, h comection with their
ploraica features, including the
volumepressire matio, dimensional and  where
appropiate ergonomnic featires,

- Figks connected with reasorably foresesahle
etrritormental  condtions, such as  magneic
fidds, external electiical influences,
electrostatic  discharge, pressure, terperature or
variations i pressure and acceleration,

A

[50 9001:2000
BE EN 150
149712001

The devices may
splitter if cracked ar
hroken

(E) Risk Anabysis

[ Y20 Design

- The nsks of reciprocal interference with other
devices normally used in the investigations or
for the treatment grver,

A

- fisks arising where nainterance or calibration
are not posshle (as wih implarts), from ageing
of materials uzed or loss of acouracy of any
tneasuring ot control mechanism

[RF2Y

B3

Devices nmst be desimed and manufachred in
such a way ag to tintmize the risks of fire or
explosion during nommal use and in single fault
condtion.  Particwlar attertion must be paid to
derices whose irtended use includes exposure
to flarrrable  substances or  to substances,
which could cause combustion

A

10

Devices with a measunng finction

10.1

Desices with a measuning fimction must be
desined and mamifactired in such a way as to
provide sufficient accwracy and stahdity  within

appropriate  lmits  of acouracy  and  talang

A

The devices do not
require calibration
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account of the ittended purpose of the dewice
The rmatafacturer rmst indicate the linmdts of
ACcuracy.

10.2

10.3

The measurement, momtoring and display scale
st be designed in line wih ergonomnsc
principles, talang  accownt of the intended
purpose of the dewice.

The measurements tade by devices with a
measwing fimction rmst be expressed 1 legal
urits conforming to the prowisions of Councd
Directive 80/18LEEC (1),

A

A

11

Protection agaimst radition

11.1

Geteral

11.1

11.3

Desices shal be designed and menufactured in
such a way that =mposwre of patients, users and
other persons to radistion shall be reduced as
far as posghle compatible wath the intended
purpose, whilst not restricting the application of
appropriate specified levels for therapestic and
diagnostic puposes.

Irtended radistion

A

Mo lonring
radiating

1121

Where devices are designed to emit hazardous
levels: of mdetion necessay for a  specfic
tnedical  purpose the  benefit of which s
considered to outweigh the nske mherent in the
etrissioy, it must be possible for the user to
control the emussions.  Such dewvices shal be
designed  and  mamfachred o0 ensure
reproducibility  and  tolsrance  of  rdewvant
paratneters.

A

Mo loning
radiating

11.2.2

Where devices are intended to emit potentwlly
hazardous,  wisihle and/or  iteeistble  radiation,
they st be fitted, where practicable, with
visua displays and’or audble wamings of such
EITZSians.

A

Mo radiation

11.3

Thirtended radistion

1131

Desices shal be designed and menufactured in
such a way that emposire of patients, users and
other persons to the emission of wintended,
stray or scattered radistion iz reduced as far as
posshle

A

Mo tadiation

114

Instructions.

1141

The operating instructions for devices erritting
radistion must give detaled information as to
the natwe of the emitted radiation, tmeans of
protecting the patient and the user and on ways

of awoiding mimuse and of diminating the risks
inherent in installation.

A

Mo radiation

115
1151

loniztiz radiation
Devices intended to  emit  ionming  radiation
st be desiged and memifactired o such a

way as to ensure that, where practicable, the

A

Mo lonfing
radiating
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quattity, geometry and  gqualty  of radiation
etritted can be waried and controlled taling mio
account the intended uge.

1152

Desices emitting iomzing radiation mtended for
dagnostic  radiology  chall be  designed and
tramifactired m such a way as to achieve
appropiate tnage andfor outpat cquality for the
imtended tmedical puposze  whilst  nonirang
radiation exposwre of the patient and user,

A

Mo lonizing
radiatinn

1153

Devices emitthg ionfzing  radiation,  intended
for therapeutic radicdlogy shall be desiged and
ramifactired in such a way as to enshle
rdiahle montonng and control of the delivered
dose, the beamn type and energy and where
appropriate the qualty of radiation.

A

Mo loning
radiating

12

Eequirements for tmedical devices connected to
or equipped with an energy smrce

121

Desices mcorporating  electronic  progratrenshle
systems must be  desiged  to ensuwe the
repeatahility,  reliabiity  and  peformeance  of
these systemns accordng to the intended usze. In
the ewent of a single fault condition (n the
system) appropriate means shoudd be adopted to
gitninate  or reduce as  far as  possble
consequent risks,

A

122

Desices where the safety of the patients
depends on an irtemal power supply must be
equipped with a means of deterining the state
of the power supply.

A

123

Desices where the safety of the patients
depends on an exterral power supply nmst
inchide an danm system to sigral aty power
failure.

A

124

Dewices intended to montor one o more
cinical paramsers of a  patient st be
equpped  wih appropriate alam  systems  to
alert the user of sihmtions which could lead to
death or severe deetioration of the patient's
state of health

A

125

Desces must he designed and manufachred in
such a way as to onitize the rigks of creating
glectrorrametic fields which cod ipair the
operaticn of other devices or equipment in the
ugual ervironment.

A

124

Protection against dectrical risles

12461

Desices must be designed and manufachred in
such a way as to avoid, as far as possible, the
rigke of accidertal electric shocls during normel
use and in single fauk condition, prowded the
devices areinstalled correctly.

A

127
1271

Protection against tnechanical and thertral riskes

Desices st be designed and menufachred in

A

(E) Risk Analysis
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such a way as to protect the patiert and user
against mecharical risks connected with, for
exatrple, resistance, stabiity and mowing patts.

[Ty Whatertls
Specifications

1272

Desices must be designed and manufachred in
such a way as to reduce to the lowest possible
level the risks ansing from wibration generated
by the dewices, taling account of techrical
progress and of the mesns awailahle for linmdting
vihrations, particudatly at sowrce, urless the
vihrations are part of the specified performmance.

A

1273

Desices must be desined and manufachred in
such a way as to reduce to the lowest possible
level the risks arising from the noise emtted
taldng account of techrical progress and of the
tneans awvailable to reduce noise, particularly at
source, utless the noise ertted i part of the
specified performance

A

1274

1275

Tertrindls and comectors to the electricity, gas
or hydraic and pnewratic  energy  supplies
which the user has to handle must be designed
and constructed in such a way as to mimnitrize
all pozsible risks.

Arcessihle parts of the devices (escluding the
parts or areas mitended to supply or reach given
temperatures’y and their surroundmgs most not
attain  potertially  danger terperatres  under
norral ugse

A

Q2

Mo Cotmections
required

Mo heat generated

128

Protection aginst the nisks pozed to the patient
by energy supplies or substances

1281

Desices for supplying the patient with energy
or substances rmst be designed and constucted
in such a way that the flow-rate can be set and
traintained accurately enough to guarantes the
safety of the patient and of the user.

A

12.8.2

Devices must be fitted with the means of
preventing  andfor  mdicating  any  tadequacies
in the flow-rate, which could pose a danger.
Dewices must incomporate  sutable means to
prevent, as  far as possible, the accidental
tdease of dangerous lewels of energy fom an
energy and’or substance source

A

Do not supply
ErIET Ty

129

The function of the controls and mdicators must
be cleatly specified on the devices.

Where a device bears instructions required for
it operation o mdicates  operating  or
adustment paratmneters by means of a wisual
syatem, such infortration trmst be
understandable to the wser and, as appropriate,
the patient.

A

Thete ate o
controls applicakle
to these devices

13

Infortmation supplied by the manufachurer

131

Fach dewice must be accomgpanied by the

information needed to use it safdy and to

BE BN DE0.
EN1M1

Information supplied
by the marmfacturer
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identify the manufactorer, taling accourt of the
traiting and Imowdedge of the potential vsers.

This information comprises the detalls on the
label and the data in the instructions for use

Az far as practicable and  approprate, the
informmation needed to use the device safely
mmst be set ot on the device itself andfor on
the paclagng for each it or, where
appropriate, on the sdles  packagng If
individual  packagng of each umt iz not
practicable, the mfortration nmst be set ot in
the leaflet supplied with one or more desices.

Instructions for use mmst be mcluded mo the
paclagng  for every device By way of
exceptiony, no  such  instructions for use are
nieeded for desrices in Class [ or [I(a) if they can
beused safely without ary such instructions.

with tnedical
devices
(Fy User Instnictions

15332

Where appropriate, this information should talee
the fortm of syrohals Ay symbal  or
identification color weed must conform to the
harmomzed standards.  In areas for which no
standards exst, the symbals and colors st be
described i the documentation supplied  with
the device.

BE EM 950

EN1M1

Graphic symbols for
use i the hbding of
medical devices

(F) Labels

133

Thelabel st bear the followring particilars

BE EM 980
EN1M1

Graphic symbaols for
use i the bhhding of
medical devices

(F) lahds

(&

The name or trade name and addresz of the
tramufactirer For devices imported into the
Cotrrrnnity, in view of their distribition in the
Corrrnity, the Bhd, or the outer packagng,
or itnstractions for use, shall contain in addition
the name and address of ether the person
responable refered to in Article 14 (0 or of
the authorized  represertative of  the
manufactirer established within the
Corrrrnity or of  the  dtrporter established
within the Comrmarity, as appropriate,

BE EM 950
EN1M1

(Fy User Instnictions

(b

The deais sthctly necessary for the user to
identify the desice and the contents of the

paclaging,

BE BN 9580
ENIM1

(F User Instnictions

(o

Where appropriate, the word 'STERILE,

A

Mot Sterile

(d

Where appropriate, the batch code, preceded by
the word 'LOT, or the serial mynber,

BE BN 950
EN1M1

(Fy User Instrictions

(e

Where appropriate, an indication of the date by
which the dewice should be used, in safey,
expressed as the year and month;

A

Mot required

&

Where appropriate, an indication that the dewice
15 for single use,

A

(2

If the device is custom-tmade the words

'ustorn-rade devce!;

A
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(I

If the dedice i intended for clitdcal
trrestigations,  the words  Cesclusively  for
chnical inwestigation’;

A

@

Ay spectal storage and/or handing conditions;

Ha

)
(k)

Ay special operating instructions;
Any warnmigs and/or frecautions to take

A

BE EN 980

(F User Instrictions

(0

Year of mmanafacture for active derices other
than those cowered by (c)  This indication may
beinchided in the tatch o serid munbet;

A

(o

Where applicable, method of steribization

A

Mo Btemlization

1534

If the itended pumpose of the dewice & not
obvious  to the user, the tmamofacturer st
cleatly state it on the label and in the
instractions for use

BE EM 950
EN1M1

Intended purposeis
obwious
(Fy User Instrictions

135

Wherewer reasorable  and  practicable, the
devices and detachshle cotmponents must be
identified, where appropriste © tems  of
batches, to allow all appropriate action to detect
any potentiadl nsk posed by the dewices and
detachahle components

BE EM 950
ENI1M1

134

Where appropriate, the instructions for
use trmst cottain the followng particulars:

BE EN 950
EN1MH1

(&

The details referred to in Section 13.3, with the
exzception of (d) 8 c);

BE BN 950
EN1H1

(F) User
Thstructon

(b

The perforrrances referred to i Section 3 and
any indestrable side-effects;

A

Mo side effects

(e

If the dewice must be mstalled with or
connected  to other  medical  dewvices  or
equipment it order to operate as required for its
mtended purpose,  sufficiert  detads  of  ids
characteristics to identify the correct dewices or
equpment to use 1 order to obtain a safe
Cotrbitation;

BE BN 950
EN1M1

(Fy User Instnictions

(d

Al the mforrration needed to werify  whether
the dewice iz propely installed and can operate
correctly and safdy, plus detals of the natwe
and fequency of the teinterance  and
calibration needed to enswe that the dewices
operate propetly and safdy o Al times,

BE EM 980
ENIM1

(Fy User Instnictions

(e

Where appropniate informnation to avoid  cerfain
rigdks i connection with tnplantation of the
device,

A

(o

Information  reganding  the risks of reciprocal
iterference posed by the presence of the dewvice
dhring specific irwestigations or treatment;

A

(g

The necessary mstructions in the event of
danage of the sterile paclagng and, where
appropriate, deaills of approprate methods of

re-sterilization,

A

Mot sterile
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(I

If the derce is reisahble, informmtion on the
appropiate processes to allow reuse, inchidng
cleamng, disinfection, packagmg  and, where
appropriate, the method of sterifzation of the
derice to be re-steribzed, and any restriction on
the mumber of resges.

BE EM 9580
ENIM1

(F User Instniction

Where devices are suppled wiath the intention

that they the stedbzed ‘thefore  use, the
instractions for cleaning and stelistion most

be such that, if comectly followed, the dewice
will stll corply with  the requirernents  in
Hection I

A

Mot Sterile

(@

Details of any further treatment or landing
needed  before the device can be used (for
exatrmle, sterlization, findl assembly, etc);

A

Mo stenlisation

)

In the case of dewices emittng radistion for
mmedical purposes, details of the nabure, type,
intensity and distribution of this radiation

The ietructions for use must dso include
details allowing the medical staff to brief the
patient on  any  cottra-indications  and  any
precantions to be taken.  These details chould
cover in particular;

A

Mo radiation

(k)

Precautions to be taken in the event of changes
in the performmance of the derice;

BE BN 9580
ENI1M1

(F) User
Thstructions

(0

Precautions to be taken as regards sposure, in
reasatahly foresesatle etrrirontmertal
condtions, to  mametic  flelds,  extemsd
glectrical  influence,  electrostatic disclarge,
pressure of wariations in pressure, acceleration,
thertral igrition sowrces, etc;

BE EM 950
EN1M1

(Fy User
Thstruchons

(o

Adequate  information  regarding the medicinal
product  or products  which the device in
gquestion 15 designed to  administer, mncludng
ary lirritations 1 the choice of substances to be
ddivered;

[RF2Y

Mo medicinal
products used except
Chrygen or

Af1 GOV ED Al 1
through attached
tubes

(1

Precautions to be taken agamst any  special,
urmsual nsks rebted to the disposal of the
device;

A

Mo risks in
dispozable of the
device

(o)

Mediciral  substances  incorporated  mto  the
derice as an integral part m accordance with
section 7.4

A

Mo mediciral
products used

()

Degree of accuracy clamed for devices with a
measuring function

A

14.

Where  conformity  with the  essential
requiretnents trist be hased on clndcal data, as
in Section I (é), such data must be established

it accordatice with Atmes 3

A
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