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1. General Information
Thank you for purchasirggDY SIS Digital Colposcope, manufactured by DY SIS Méddical

These Instructions for Use cover the following devices:

1 DYSIS Ultra 2.0 Digital Colposcope (product code DYS403)
1 DYSIS Ultra.0Digital @lposcope (product code DY S0
1 DYSIS View Digital Colposcope (product a6H201

Please read this guide carefully before using your equipment. DY SIS has been designed to maximize safety and
minimizestrain for users and patients. However, precautions must be taken to further reduce risk of personal
injury or damage to the device.

Be areful to follow the general precautions in this User Guide and note the cautions included. To maintain your
DYSIS Digital Colposcope in good working condition, please follow the operation and maintenance procedures
described herein.

Refer tothe Declaratbn of Conformity (025@3339) for a list of the compliance standards and guidelines for the
DYSIS Digital Colposcope. DYSIS Medical operates a Quality Managementh@yiasrbeen certified for
complancewith the requirements of ISO 13485:2016.

The CE mark on this product indicates it has been tested to and conforms to the provisions noted in the
93/42/EEC European Medical Device Directive.

q

2797

USA Patent No 7749162
FDA 510(k) Clearance letter K092433

2. Information for IntendedUsels

2.1. Intended Usersand Patients

The DYSIS Digital Colposcope is a digitdingsystemdesigned to assist clinicians in timevivoevaluation,
documentation and follow up ahe lower genital tractTheDYSIS Digit@lolposcope is intended to be used in
hospitals and clinics by users thoroughly trained in the appropriate medical procedures. DYSIS intended operator
education/minimum knowledge:

1 A physician or a medical professional who is trained in, and qualified torpgrcolposcopic procedures
1 Language Understanding: English

Permissible Impairments: As applied in regular colposcopic practice

DYSIMedical providstrainingon the setupand useof the device.
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2.2. Intended Patients

The DYSIS Digital Colposcope is intended to be used on patients undergoing a colposcopic examination in
hospitals and clinics by healthcare providers who are trained in the relevant medical procedures.

2.3. Contraindicationsand Side Effects

There are no spefic contraindications for the use of the DYBIgital Colposcope on patients, other than any

relative contraindications to a patient having a colposcopic procedure in general. These have to be evaluated and
determined by the healthcare providand may iclude the patient's ability to tolerate a standard speculum
examination, conditions that may be best treated in advance such as acute cervicitis and severe vaginitis,
anticoagulant use, or heavy bleeding.

A risk assessment has been performed for the D¥igIl Colposcopeand all residual risks have been assessed
and reduced to as low as practicably possible. No undesirable side effects from using this device or acetic acid
(acetowhitening process) have been identified.

3. Indications for Use

The DYSIS tig) Colposcope with Pseudoolorimaging (PCI) is a digital colposcope designed to image the
cervix and lower genital tract under illumination and magnification. Colposcopy is indicated for women with an
abnormal Pap smear in order &firm normality or detect abnormal appearances consistent with neoplasia,
often with directed biopsy.

The PCI feature is an adjunctive tool for displaying areas of acetowhitening on the cervix. It is a tool that should
NOT be used as a substitute for a thorough colposcopic evaluation.

Please read the following operating and maintenance instructions trgirlyubefore using your new digital
colposcope. Following these instructions can help ensure many years of reliable service.

IMPORTANT: The material outlined in this manual should be reviewed and understood prior to operation of the
equipment.

IMPORTANTHE user of this equipment should be thoroughly trained in the medical procedures appropriate to
the instrumentation. Furthermore, time should be taken to read and understand these instructions before
performing any procedures. Instructions for other equigamhused in conjunction with the DYSIS Digital
Colposcope (e.gelectrosurgical equipment) should also be read and understood. Failure to do so may result in
injury to the patient and/or damage to the DY SIS Digital Colposcope.

Electromagnetic Interfeence

The DYSIS Digital Colposcope should only be connected to a grounded hospital grade outlet.

The use of diathermy equipment on the same electrizdlet asthe DY SI®igitalColposcopean cause
electromagnetic interferencavhich is witnessed as an interruption to the video stream. Using a galvanic
isolation transformer between thenain power supphandthe DY SI®igital Colposcopean successfully prevent
the interference.

Portable RF communicatioegjuipment including anénnas, caraffectmedical electricaéquipment and should
be usedno closer than 30 cm to any part of the DYSiifital Colposcope This includesables specified bRYSIS
Medical.

Theemissionharacteristics of this equipment make it suitable for use in industrial areas and hospitals (CISPR
11 class A). Ifit is used in a residential environment (for which CISPR 11 class B is normally required) this
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equipment might not offer adequate protecticto radiofrequency communication services. The user might
need to take mitigation measures, such as relocating arrenting the equipment.
4. Use of the Pseudcola Imaging (PCI) featuréDYSISmap)

When using the PCI feature, please ensure biopsags hdequate surface area to account for possible image
registration error (movement of the cervix whithe patient is undergoing examination) in the pseucmor
overlay map.

During thedynamic imagingrocedure, which is used to generate sepdcecolor map, it is important to instruct
the patient to remain as still as possible, otherwise the system will not be able to generate a map.

5. Summary of Warnings and Cautions

When using this system, always conduct a thorough colposcopy examin
identifying and selecting areas for biopsy, before using the PCI featu
(possibly) select additional biopsy sit&seDY SIS Digital Colposcapith PCI
has not been shown to identify areas médoplasia. Therefore, never use th
system to omit a biopsselected on the basis of the conventional colposc
examination.

Users of this equipment should be thoroughly trained in the appropr
medical procedures and must read this guide carefully before operating
device. Failure to do so magsult in injury to the patient and/or damage
the device.

No modification of this equipment is allowed.

Do not usehe DYSI®igital Colposcopi it appears to be damaged or broken.

The power cable must always be positioned to minimize riskifgping.

Do NOT position the device in a way that makes it difficult to disconnect the device from the
main power supply The power switch at the back of the device should always be kept easily
accessible so that the power can be switched off.

Do not tit, push, pull, or movehe DYSIS Digital Colposcope in ways other than that described
in this manual for its proper/optimal and safe use. The unit should be held at the top of the pole
when it is being transported and should never be moved using the cablesagmghead as a
handk. The unit should always be in the transport position and held/controlled while it is being

moved.

Stepping and sitting on the device is prohibited.
Before usinghe DY SI®igital Colposcopanake sure it is in optimabndition foruse

Do not spill ay liquids on the device.
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Use only cabling supplied or approvedbySI#Medical. Using noistandard cables may result
in user and/or patient hazard and/or device failure.

Prior to movinghe DYSI8Itra 2.0 and 3.Digital Colposcope, please ensure the touchscreen is
securedand the arm(s)in a folded position

There should be ample monitor cable length to allow for movement of the DYSIS View or
disconnect the touchscreen monitor cabldgr to moving DYSIS View.

Use yourfeet to release andngage the brake

Before moving the DYSIS Digital Colposcope, make sure that the braking system has been
released and the wheels can move freely.

Always engage the bradg systemprior to starting anexamination.

TheDYSI®igital Colposcopshould be positioned on a flaurfaceand all brakes engagedo
prevent movement and toppling.

Examine the functionbity of the arm prior to examinng a patient and ALWAYS before
proceeding to connect BY SISpeculum.

Connect onlcomponentghat are specified in this guide as parttbé DY SIS Digital Colposcope
or that have been specified as being compatible i devices.

To avoid the risk of electric shodke DYSIS Digital Colposcabeuld onlybe connected to a
power supply with protective grounding.

Never attach theDYSISpeculum to themaging head before inserting it into the vagina.

Do not apply any force on top of the imaging head during an examination or at any other time
(especially if @YSISpeculum is connected).

Do not apply any force to the speculum connector of the imalgeay. The speculum connector
should never be used as a handle to move the device.

Sequence of actions to power up the device:
1. Connect the main power cable to the appropriate outlet
2. Press thegreenpower button
3. The computing unit will power up antde software application will start.

Sequence of actions to power down the device:
1. Presghe SHUT DOWN button (using tteeichscreen) from the lefbanel.The colposcope
will shut down automatically.
2. To avoid power consumption when idteyn the greenpower buttonto the OFF position
on the basaafter the unit has completely shut down.
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TheDYSI®igital Colposcopealibration card should be maintained sastcleanand in good
condition.

Ensure any external data storage media baen checked for malware (viruses, trojans, etc.)
before connecting tahe DYSI®Itra2.0or Ultra3.0 Digital Colposcope

Do not spray solutions or liquids into air vents.

Do not immerse any part of the device in cleaning solutions and dstadtize any part of the
device.

If the device is accidentally contaminated during an examthesimdicated disinfecting solution
to cleanbased upon the contaminatiorBefore disinfecting, the device needs to be powered
down and the power cables shalbe disconnected.

Wear theproperPersonal Protective Equipment (PPE) when disiimg@ny part of the device.

A (This Caution Symbol Applies to the Safety Cautions Below)
Do not stare directly at the light source in the imaging head unit.

Using the handle of the imaging head to transport the device may result in a loss of device
performance and stability and could causg@ury to theuser/patiert.

To ensure optimal operation and safety, users should not remove any of the connentibres
colposcope.

The DYSISmépis not meant to replace conventional colposcopic assessment and decisions
regarding biopsy treatment or diagnosis. The assessment of acetowhitening should be based on
visual inspection of the entire set of the acetowhitening ratderistics. The DYSISmap reflects

a subset of them.

When using different concentrations of acetic acid, the acetowhitening characteristics may
change and consequently tlierrespondingcolor codingof the DYSISmap to certain degrees of
acetowhitening.

When adjusting the image brightness, thsershouldview the monitor directly and not from
the side or from below, as this may distort the perception of the color and brightness.

DYSIS Ultra 2.0 Digital Colposcoefore a DYSISmap measurement, checla sufficient
volume of acetic acid solution in the camer. The acetic acid container hol88ccof acetic
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acid and the software provides a prompt to the useicheck its level after it has detected 15
spray cycles

DYSIS Vievand Ultra 3.0 Digital ColposcopeBefore a DYSISmap measuremehg syringe
should be filled with 1.5cc of acetic a@idd connected to the system.

While theDYSI®ap measurement is in progress, do not obscure the light beam or the camera
patient movements should be minimized.

The use annotations are digital marks overlaid on the displayed image and do not follow the
movements of the cervix. Therefore, the annotations should be used with caution if the cervix
moves after marking.

Unregisteredusersare restricted from accessing the database on the DYSIS digital Colposcope

Thea wSlj dANSRRE Ay (GKS abSg tl GASydéissazManly NE YI yR
upon pressingAVE

DYSIS Ultra 2.Digital ColposcopdJdSHBlisksused for exporting data (images/report) should be
formatted to the exFATfile format.

In addition to the device label, the following warning labels are found on DYSIS Digital Colposeuifi@n this
document:

The disposable speculum is a Typeapplied part
that provides protection against electric shock.

The attachable speculum, if reusable, is a TBpe
applied part that provides protection against electr
shock.

CONSULT: Refer to instruction manual/boaklet
NOTE: This symbol is used to signify the instructig
manual/booklet must be read

General warning sign.

Hand crush warningDY SIS Ultra 2&hd Ultra 3.0
Digital Colposcope)

> B OF>
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Do not pushDYSIS Ultra 2dhd Ultreé8.0 Digital
Colposcope

Do not step orthe DY SIDigitalColposcope.

Do not sit on the Ultra 2.6r Ultra3.0 Digital
Colposcope.

LED emission.

>

& ':,,,,,,mo" Class 2 LED product warning.

DO NOT STARE INTO
BEAM.

Class 2 LED product.

6. Location of ProductLabels

6.1. DYSIS Ultra 2.0 Digital Colposcope

The product label (containing the device name, serial number, DMBASR.0 Digital Colposcopegal
manufacturer addresand Unique Device ldentifier Barcode) and the warning labels are located on the back of
the PC enclosur@-igl).

Product and warning labetge included on each deviasshown inFiglaand h
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DYSIS Ultra 2.0 Digital Colposcope O —
Product code: DYS403

Serial Number: ULTRA2200246

€ K C N

LED radiation.

DO NOT STARE INTO
2797 g0 o
Class 2 LED product. |
www.dysismedical.com/manuals — e ——
Consult instructions for use 'P
DYSIS Medical Ltd
e 12vDC T2210A
3 Redheughs Rigg

Edinburgh, EH12 9DQ, UK. Weight = 69 Kg
www.dysismedical.com

mfm, 131 516 3944 Safe working load = 10 kg

- BO®®

% (01)05080477110188(21)ULTRA2200246
ﬂ Nov 2020

a)DYSIS ULTRA 2.0 product |dbehted on b) DYSIS ULTRA 2.0 warning l&ted on
the back of the device the back of the device

Figl (a and b)Images of product and warning labels applied to Ultra 2.0 devices.

6.2. DYSIS Ultr&.0Digital Colposcope

The product label (containing the device name, serial number, DY SIS .Orgital Colposcope legal
manufactureraddress and Unique Device Identifier Barcode) and the warning labels are located on the back of

@DYSIS

DYSIS Ultra 3.0 Digital Colposcope
Product code: DYS404

Serial Number: ULTRA3210312

€ " O

2797

12VDC Z””10A  Weight =84 Kg  Safe working load = 10 kg

www. dysismedical.com/manuals
Consult instructions for use

DYSIS Medical Ltd
L

3 Redheughs Ri oI

= St DYSIS Medical
Edinburgh, EH12 9DQ, UK. Leof Dimokratias 4-8
www.dysismedical.com Neo Psychiko 15451, GREECE
Tel: +44 (0) 121 516 3844 Tel: +30 2106997730

(01)05060477110270(21)ULTRA3210312

the PC enclosuras shown ir &I Nov 2021

Fig2a and b.
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@DYSIS

DYSIS Ultra 3.0 Digital Colposcope
Product code: DYS404

Serial Number: ULTRA3210312

€ ¥

2797

12vDC T””10A Weight = 84 Kg  Safe working load = 10 kg

‘www.dysismedical.com/manuals
Consult instructions for use
DYSIS Medical Ltd m
Gyleview House
3 Redheughs Rigg ::‘s‘:s BN e
: Medical
Edinburgh, EH12 8DQ, UK. et DL st 45
www.dysismedical.com Neo Psychiko 15451, GREECE
Tel: +44 (0) 131 516 3844 Tel: +30 2106897730

(01)05060477110270(21)ULTRA3210312

3 ﬂ Nov 2021

Fig2 (a and b): Images of product and warning labels applied&18/Itra 3.0devices.

6.3. DYSIS View

The product label (containing the device name, serial number, DYSIS View Digital @elpodddnique Device
Identifier Barcodejs located on theside of the device bas@he contact informationlabelis locatedunder the
base(Fig3).

P ™

@ GVSIE: Tumce s o s it sminsena ‘

1 Copscop Product Code: VIEOO1 Consultinstructions for use DYSIS Medical Ltd Manolis Papa%mnnakns

Gyleview House DYSIS Medi

" Serial Number: VIEW01210111 | 3 Redheughs Rigg
s : CE oo EC [ReP| gﬁo Pz?m'ko e
00 NOT HTARE INTO BEAM R EH12 9DQ, UK Tel: +30 2106997730
‘CLASS Z LASER PRODUCT 2797 www.dysismedical.com

(01)05080477110263(21) VIEW01210111 __121_1?:11_ r:.:a_z--T Tel: +44 (0) 131 516 3944 @ 1217-0125, Rev 01
\ [:_l @ FWAEH_%W mvuc___m)nl» Waight = TKg 202142 E
a) DYSI¥iewproduct labelocated b) DYSI¥iewcontact informationlocated
on thebase of thedevice under the basef the device

Fig3 (aandb): Images of product andontact informationlabels applied tdYSIS Viedevices.

7. Classificatios

The following tablesummarizeshe classification of the devices according to various regulatory standards:

Regulation / Standard Details

Medical Device Directive (93/42/EEC) Class lla

FDA Classification (CFR Title 21) Class Il

IP Rating (IEC 60529) 00

SoftwareClassification (IEC 62304) Class A

LED Risk Group Rating (IEC 62471) photobiological si Class I¢ do not stare directly at the beam
DYSIS Reusable Speculum (IEC 60501 Type BF applied part

DYSIS Disposable Speculum (IEC 60501 Type Bapplied part
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| Power Supply (class per 606011) | Class I |

8. Environmental Conditions

8.1. Storage

TheDYSIS Digital Colposcopes should only be stored in environments where temperature ranges between 0°C
and 50°C (32°F to 122°F) and humidity up to @i86-condensing).

8.2. Usage

The DYSIBigitalColposcope should only be operated in environments where temperature ranges between 10°C
and 40°C (50°F to 104°F) and humidity up to 90%-¢ooxensing).

8.3.  Transportation

During shippingthe DY SI®igitalColposcops shall withstand a temperature range-&0°C to 50°C (14°F to
122°F) and humidity range of 5% to 95% @mndensing).

8.4.  Atmospheric Pressure

There is no impadrom atmosphericpressure on thédY SIS Digital Colposcap® it does not require angases
to function.

9. Usage Restrictions

The DYSIBigital Colposcopes are not meant to be used in any way other than the intended use stated by the
manufacturer. Any effect on basic safety, reliability and performance of DYSIS Colposcopes is the marfiacturer
responsibility only if:
1 Appropriately trained DYSIS Medical personnel carry out assembly/test operations, extensions,
readjustments, modifications or repairs;
1 The electrical installation of the room complies with the electrical requirements of the hospital and the
DYSIS Digitab{poscope is used in accordance with the instructions for use.

Users must read the instructions in this guide carefully before operating the device.
The colposcope must not be used if it appears to be damaged or broken.

There are no user replaceable padn the device other than the DYSIS Acetic acid applicator and the fuses; the
DYSIS Acetic acid applicator is recommended to be replaced every 30 days.

Apart from the speculum, the DYSIS Digital Colposcope is not intended to come into contact wittiethte pa
Users and Patients should not stare directly into the illumination source wWieeDY SIS Digital Colposcope is ON.
Air vents must be kept unobstructed.

10. Installation and Configuratiorof the DY SIS Colposcope
The DYSIS colpos@spshould be instalteby trained personnel using the following documents:
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1 023185058 DYSIS Ultra 2l@stallation Checklist
1 023184079 DYSI¥iew and Ultra 3.0 Installation checklist
1

For further configuration, such a®nnecting to a network, installing printers etc, please refer to:
1 023053138 DYSI®ltra 2.0Digital ColposcopAdministrator Guide

1 023053163 DYSI¥iew and Ultra 3.igital Colposcope Administrator Guide
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11.DYSIS Ultra 2.@8nd 3.0Digital ColposcopeSystem and Components

Thecomponentsof the DYSI®Itra2.0 and 3.0colposcopeare shownin Fig4 and Figs and are describedn the
following section.

(5)

Fig4: DYSI8Itra2.0(a), (b)andDYSI¥Itra 3.0(c) components(1) Display Arm
(2) Clinician Monitor; (3) Imaging Hedd) Optical Arm; (5) Base (including enclosure); (6) Foot
Pedal/BrakgUltra 2.0 only)Image(b) illustratesthe Ultra 2.0 with the latesARMS andBASE.

(1)

Fig5: DYSI8Itra2.0 components: (1) Imaging Head; (2) Base and PC enclosure;
(3) Disposablespeculum and speculum connector
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12.DYSIS Ultr&.0and Ultra 2.0Digital Colposcope System and Components

12.1. BasdMoving the Instrument

The braking system on the base is either a foot pedal which is used to engage / disengage the brake or wheels with
independent braking mechanisms.

To movea DYSIS Ultra 2devicethat hasthe foot pedal brakethis should be disengaged by pushing down the
green pedal with your footHig6a). When in a suitable position, the red switch on the pedal should be pressed to
engage the brake. Do not use youmia to engage the brake. For devices with independent wheel br#kese

should beengaged prior to using the device adidengaged for moving the colposcofség6b).

L —

a) DYSIS Ultra 2.0 fopedal labelocated b) IndividualWheel brakes@YSIS Ultra 2dhd Ultra
on top of the base. 3.0)

Fig6: Braking mechanisms for the DYSIS Ultraa@d3.0

When moving the Colposcopine user should release the brake and push the metal gatenot pustthe DYSIS
Ultra 2.0or Utra 3.0Digital Colposcope using the arms, imaging head or monitor. Care should be taken to
protect exposed parts when maneuvering.

12.2. Display and Opticahrms

Toplacethe DYSI®Itra2.0or Ultra3.0Digital Colposcopin the most suitable position for usthe two arms
(Fig4) can be easily adjusted. It requires minimal effort fgpositioning,andit isnot requiredthat it islocked in
position.

When opening the arms, support must be given toithe@ging headintil the lower arm is in &V position
where it willcounterbalnce Failure to do this can result in timmaging headdropping a little, which could
result in damagéf it is close to other objects.

12.3. ClinicianMonitor

The clinician monitor is a touchscreen monitor. It is used during the colposcopic examination to perform the
procedure.

12.4. ImagingHead

DYSIS Ultra 2.Theimaging headFig5.1) consists of a camera with LED lighting #melDY SI&cetic acid
applicatorsystem. Th®YSISpeculum is also attached to th@aging headising thespeculum connectoffFig
5.3).
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DYSIS Ultra.0: The imaging head consists of a camera with LED lighting BXYIS acetic acid
platform system.TheDYSISpeculum is also attached to the imaging head using the speculum
connectorg refer to

>
(1) C}

Fig14 Figl6 (Ultra 3.0)

12.5. Camera and Light
The cameran the imaging heactontains LEDs which provide illumination during the colposcopic examination

This product meets the power requirements for a Class 2 LED product to |IEX/ENiGder normal operating
conditions and those of single fault failure.

The camera anthe LEDsre automaticalljturned on whenthe DY SIS Ultra 2dhd Ultra3.0 Digital Colposcope
isin examination mode.

12.6. AceticAcidApplicator

12.6.1.DYSIS Ultra 2.0

The DYSIS Ultra 2.0 acetic acid applicator is comprised of a proprietary 1.5cc luer lock syringe, a fluid reservoir,
tubing and a speculum connector with a diffus@rsprayng systenis integrated into the imaging hed#ig5)

whichis usedor the application ofacetic acicapplication ands controlled by software. The DY SIS acetic acid
applicator kit(Fig7) is filled by removing the bottle from its holder, unscrewing the lid and filling just below the
shoulder level. Screw the base back into the hid eaeplace in its holdeRlace a paper towel in front of the
diffuser.Press theURGButton from the’== MENU button on the HOME screen repeatedly until the acetic

acid is sprayed from the spray nozzle, the syringe is fully éilkelthe aithas beerexpelled from the tubing.

-

Fig7: DYSIS Ultra 2Acetic Acid kit
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Please see Secti@2.11for instructions on how to replace the DY 8I8a 2.0acetic acid applicator. warning
message will be displayed every 30 days prompting the DY SIS acetic acid applicator to be replaced. A warning
message will also be displayed after 15 examinations, prompting the user to check the acetic acid level in the
reservoir.

12.6.2. DYSIS Ultr&.0 Acetic Acid applicator
Refer toDYSIS Vieection13.8).

12.7. Speculum Connectdicoupling adapter)

The DYSIS speculum is attached to the imaging lregbl8) (Ultra 2.0 speculum connector picturefdjlowing

insertion to the connector that also houses the acetic acid diffuser. The speculum connector is considered a part
of the DYSIS acetic acid applicator kit. The green coupling adapt&lS Ultra 2.8houldbe inserted into the

optical head as shown Fig8 (CORRECT insertion) and not upside down as shaigdfINCORRECT

insertion).

Fig9: INCORRECT insertion of the coupling adapter

To release and remove the speculum from the conne(#ay:10), hold the back of the speculum with one hand
to stabilize it and place the thumb of your other hand on the back of the speculum connectder(the tubing);
then, gently push the rear tip of the speculum from the insertion point.

Note ¢ the disposable speculum is shown in the image below but removal ottisable speculum follows
exactly the same principle.

For the DYSIS Ultra 3.0 speculumrmator (blue coupling adapter), refer to DYSIS View (set8d]).
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Fig:10 Speculum removal

12.8. PowerCord and Power On/Offincluding shutdown)
TheDYSI®lItra2.0and Ultra3.0 DigitalColposcopehould only be usgwith the supplied AC/D@ower supply
unit.

Device shutdown the device should be isolated from timeain power supply by switching the unit off.
To remove the power cordfter DYSIS Ultra 2dr Ultra3.0Digital Colposcopis shut down, pull back on the
yellowor silvertab, rotate 45 degrees to the left until the notches are lined up d&men pull out.

The following power supply units can be used with the system:

TDK Lambda -DTM300PW120D2
XP Power -ALM120PS12C8

12.9. Assembling and Inserting the Power Cord

Insert the end of the power cord into the power brick. To insert the power cord into the central processing unit
(CPU), line up the notches and insert. Rotate the cord 45 degrees to themigtit locks into plac€Figl1).

There will be an audible click as the silver / yellow tab moves into the locked position. It will be locked into the
device.

Figll: Inserting the power cord
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12.10. Power On and Off

To power on the DYSIS Ultra arfdl Ultra3.0 Digital Colposcope, ensure it is plugged into a power supply and
that the power supply is connected to a suitable outRess the green power button on the base (found above
the power plug inlet as shown Fig12). The DYSIS softwawell launch automatically when powered on and the

on/off button will illuminate green.

DO NOT TOUCH THE BUTTONS ON THE BACK OF THE MONITOR. FAILURE TO FOLLOW THESE
RECOMMENDATIONS CAN RESULT IN MONITOR MALFUNCTION.

515
1l Colposcope
.TRA180029

Figl2: Green power button on base.

To turn off the DYSIS Ultra 226d Ultra3.0 Digital Colposcope, press SHUTDOWN from the left panel of the
HOME screen or from the LOGIN screen and wait for the DYSIS Ultra 2.0 Digital Colposcope to shut down.

DO NOT SWITAHEDYSIS Ultra 2dnd Ultra3.0Digital Colposcope OFF BY UNPLUGGING THE

POWER CORD OR BY TURNING OFF THE POWER SWITCH UNTIL IT HAS FULLY SHUTDOWN FROM

THE TOUCHSCREEN. FAILURE TO FOLLOW THESE RECOMMENDATIONIS CANARESULT
LOSS.
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13.DYSIS View System and Components

The components making up the DYSIS View colposcope are shéwgilbh& Figl4and aredescribedin the
sectiors below.

Figl3: DYSI¥iew (1) Imaging Head?2) Arm (3) Base (includingCandwheelswith
brakeg; and (4)Cliniéan Touchscreen Monitor with stand

|

L/
o
(1) O (2)

Figl4: DYSIS View component) [maging Headith speculum connector2) Base and PC
enclosure (3) Wheelswith brakes

13.1. Base/ Moving the Instrument

The braking system on the base consists of four wheels with independent braking mechaiiigowt. brakes
should beengagedprior to performing an examination and should be disengagedr to moving the device.

13.2. OpticalArm

To place the DYSIS View in thest suitable position for use, the arrRi¢13.2) can be easily adjusted. The arm
requires minimal effort for repositioningnd it is not required to be locked in position.

When opening the arm, support must be given to the imaging hBadure to do this can result in the imaging
KSFR WRNRLILAYIQ | fAGGEST 6KAOK O2dzA R NBadzZ G Ay RIY

13.3. Clinigan Monitor

The clinician monitor is a touchscreen monitor. It is used during the colposcopic examination to perform the
procedure.
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13.4. Imaging Head

The imaging head consists of a camera with LED lighting andde¥&t&cid platform applicatoifhe speculon
is also attached to the imaging head using the speculum connectder to Figs and Figl4.

13.5. Camera and Light

The camera in the imaging head contains LEDs which provide illumination during the colposcopic examination and
execution of the DYSISmap.

This product meets the power requirements for a Class 2 LED product to IEC/EN 62471 under normal operating
conditionsand those of single fault failure.

The camera and the LEDs are automatically turned on when the Wé@&iSolposcope is in examination mode.

13.6. Assembling and Inserting the Power Caadd connecting the Monitor cable

Insert the end of the power cord intihe power supply unit (PSU) or power bri€kgl5). The power corghould

be pushed straight into the back of the DYSIS View .bd&e monitor cable should be inserted into the port by
aligning the ridge on the connector with the slot on the monitor cable port. When fully inserted, the monitor cable
should be screwed into the port.

Figl5: DYSIS Viemonitor cable, power On/Off button, fuse ammbwer cord

13.7. PowerOnand Off

To power on the DYSIS View Digital Colposcope, etfstréhe monitor cable is connected, the devise
plugged into a power supply and the power supply is connected to a suitable d¥des the green power
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button on the bas€Fig15). The DYSIS softwaneéll launchautomatically when powered on and the on/off
button will illuminate green.

DO NOT TOUCH THE BUTTONS ON THE BACK OF THE MONITOR. FAILURE TO FOLLOW THESE
RECOMMENDATIONS CAN RESULT IN MONITOR MALFUNCTION.

To turn off the DYSMNewDigital Colposcope, press SHUTDOWN from the left panel of the HOME screen or from
the LOGIN screen and wait for tbeviceto shut down.

DO NOT SWITCH THE DYigi#Digital Colposcope OFF BY UNPLUGGING THE POWER CORD OR
BY TURNING OFF THE POWER SWIT@HTUNAS FULLY SHUTDOWN FROM THE
TOUCHSCREEN. FAILURE TO FOLLOW THESE RECOMMENDATIONSNOW RESIIST

13.8. DYSIS Viewnd DYSIS Ultra.0 Acetic AcidPlatform Applicator

The DYSIS Vieagetic acid platform applicatds comprised of 2 parts, a praptary 1.5 cc syringe and the
speculum connectorA manualspraysystem is integrated into thenaging headKig16), for the application of
acetic acid. Acetic acids manually applied by the esto start the DYSIS Exaltnconsists of a 1.5cc syringe,
tubing and a speculum connector with a diffusbhe DY SIgiewacetic acid platform applicatds filled by
unscrewing the syringe from the back of the imaging head.upwdktetic acid into the syringe arsgtrew into the
back of the imaging hea®lace a paper towel in front of the diffusend depress the syringe to remove the air
from the tubing prior to the exam. Thiwill need to be performed fewtimes.Prior to starting the exam,rsure
that air has been expellefdtom the tubing,the syringe is filled with acetic acihd is connected to thanaging

) *-P'J

Y/
Figl6: DYSIS Vieand Ultra3.0speculum connector and acetic agithtform applicator

13.8.1. Speculum Connector (coupling adapter)

TheDYSIS speculum is attached to the imaging fi@émiving insertion to the connector that also houses the
acetic acid diffuser. The speculum connector is considered a part of the DYSIS acptatfacid applicator kit.
Theblue coupling adapter should beserted into the optical head as shownkigl7 a) (CORRECT insertion) and
not upside down as shown KFig17b) INCORRECT insertion).
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a) Correct Insertion b) Incorrect Insertion

Figl7: Insertion of speculum into the DYSIS Vawl Ultra3.0 Coupling Adapter

To release and remove the speculum from the connedta@), hold the back of the speculum with one hand

to stabilize it and place the thumb of your other hand on the back of the speculum connector (under the tubing);

then, gently push the rear tip of the speculum from the insertion point.

Note: the disposable geculumis slown in the image belowbut removal of the seusablespeculumfollows
exactly the same principle.

Fig18: Speculum removal

14.List of Additional Componentgor the DY SIS Digital Colposcopes

The only consumables (components) that are used with the II@t&8IColposcope are the following and are

designed to be specifically used with the DYSIS colposcope:
Acetic acid kit ACB04) DYSIS Ultra 2.0 Digital Colposcope

Acetic acidtypically3-p:7z O2y OSYUGNI A2y 0 A& RStEAGSNBR G2 (KS

which is controlled by the system software. The volume delivered c.IThe aim ofisingacetic acid is to
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triggeracetowhiteningthat assistsn the identification of abnormaiies; thisis a standard colposcopic
procedure.

When using the acetic acid applicator, the acetic acid container should not be ovefilletb the
shoulder of the bottle.
Do not spay any liquids if the tubes of the spray mechanism have been disconnected or detached.

Acetic Acid Platform Applicat¢ACEQ05¢ DYSIS Viewnd Ultra3.0 Digital Colposcopg

Acetic acidtypically3-5% concentration) is delivered to thegdl G A Sy 6 Qa OSNIWAE o6& | YI ydz
volume delivered is bce The aim of using acetic acid is to trigger acetowhitening that assitte

identification of abnormalities; this is a standard colposcopic procedure.

Disposable speculuniDg2001, DSP002, DSP003)
Thesteriledisposable speculurfavailablein various sizesh & Y I ydzF I Ol dzZNBR FNRBY 9l aidl N

Disposable treatment pipdTRP001)

The DYSIS disposable diagnostic speculum can be immediately converted to a treatment speculum by the
attachment of asterile disposabldreatmentpipe. Thedisposable treatment pipes a small plastic he that is
mechanically clipped to thdiagnostic speculum offering efficiency advantages to the clinician and comfort
advantages to the patierfor smoke evacuation during treatmentghe treatment pipe has no direct contact
with the patient.Please refer to 02363050 DYSIS Disposable SgeculL Che Qigpdsable treatment pipe is
manufactured from Polyprop 3020 SMB3.

Reusable specum (RSPO0OD0O6)

The reusable speculugavailable in various sizes)manufactured from medical grade stainless steeBurtex
Instruments Ltd Thisdeviceshould be cleaned arsterilized as per023053004 DY SIS Reusable Care and
Maintenance Instructions

15. Postioning of the DYSIS Digital Colposcope

15.1. DYSI%JItra 2.0and Ultra3.0 Digital Colposcope

To positionthe DYSIS Ultra 2dhd Ultra3.0 Digital Colposcope next to the examination table prior to operation,
the considerations to be taken into account are:

1 Space available

9 Position of power outlets

9 Left or righthanded operator
1 Type of examination table

Ideally, the DYSIS Ultra 20d Ultra3.0Digital Colposcope should be positioned next to the exam table with the
2LIGAOFE I NXY dzyRSNJ GKS LI GASYydQa t£S3 FyR GKS Y2yAid2zN
and do not need to be locked into place.

The brakés)xhould be acessible to the user or the team in order to be able to disengage and move it easily
should the patient require emergency treatment at any time.
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15.2. DYSIS Viewigital Colposcope

Position the DYSIS View in front of the exam talite optical arm can be positioned easily. The touchscreen
monitor can be placed oa table or a stangnot provided with the DYSIS View)the left or right sideoutside

of the stirrups.

After the speculum has been insertgtie imaging head connected the speculum and a satisfactory field of
view obtained all brakes on the wheels should be engaged.

The brakes should be accessible to the user or the team in order to be able to disengage arldenidy81S
Vieweasily should the patient require emergantreatment at any time.

16.The DYSIS Examination
The general flow of theexamination proceskr the DYSIS Digital Colposcapas follows:

Patientpreparation

Initiation of examination

Visual assessmefincluding application of acetic acid édserve acetowhitening effect)
Selection of biopsy pointbésed orstandardvisualcolposcopic assessment)

Selecton ofinitial colposcopigrediction

Reviewof the DYSISmap

Selecion offinal prediction

Selection of additional biopsy poinfsappropriate

Collection ofall selected biopgsamples

= =4 =4 =4 -4 -8 -8 -8 9

17.DYSISoftware Application

17.1. General

The operation ofthe DYSIS Digital Colposcapes a software application that is installed on the integrated

computing unit. Tiere are some differences in the functionality and clinical terminology depending on whether

the device is being used in the USoatside of the USUSspecific options will belearly indicated in the sections

that follow.Non! { dza SNR KI @S GKS 2LJiA2y (2 KI @BichdividEskand RS JA O
colposcopiexaminationinto two phasesone before the clinician reviews the DYSISmap and one(a&er

sectin 16). Noticethe layout may vary depending upon the version of software installed.

17.2. Logging In

After turningthe DY SI®igital Colposcopen, the user must LOGIN to accessapelication(Figl9). The
application displays a keyboard on the touchscreen and prompts the user to peusiname and password
(default usernames and passwords are provided upon installatimhcan then beustomized). After copleting
the requested information, the useselectsLOGIN to enter thelOMEmMenuto access a patient record or
proceed with an examination.
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DYSIS

LOGIN

Fig19: Login screen

17.3. HOMEscreen
TheDYSISIOMEscreenis the centrahavigation point of the software

o (1]
+- -_n
New Patient DYSIS Exam Patient Database

Calibration will expire in 6 days

Fig20: Home screen

From theHOMEscreen, the user can enter a NEW PATIBMItaDYSIEXAMor accesghe PATIENT
DATABASE to review previous visits or add a new visit to an existing patient reseteldbiyngthe
corresponding button.

For users in th&S there is amessage indicating the number ddys remaining until the device wigquire
calibration(see Sectio21.3.3.

Additional options: Presgshe == MENU button the left uppercorner(Fig20) for additional options This
expands a side pan#iat enables the user taccess th&&ETTINGSdset orchange the device accessibijity
PURGE thBYSI&ceticacid gplicator(DYSIS Ultra 2.0 onl@alibrate(US onlysee Sectioi7.5below); LOG
OUT SHUT DOWNFig21for Ultra 2.0 andrig22 for DYSIS Vieand Ultra3.0)
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The DYSIS Vieand Ultra3.0do notinclude the PURGE optionthey havea manualpplicatorandalsodisplay
an option forWiFi connection (DY SIS Ultr@ @oes not support Wiljias well as the system date/time.

DYSIS

Smart Colposcopy

Calibration will expire in 7 days

Fig21: Additional options menDYSIS Ultra 2.0 Digital Colposcope

DYSIS

Smart Colposcopy

Last weekly Callbration unsuccessful. Please Callbrate

Fig22: Additional options menu DY SF&wand Ultra3.0 Digital Colposcope
17.4. GeneralNavigationButtons - DYSIS Digital Colposcopes

In some menughe < button will return the user to the previous screen. Alternatively, in other modes of use,

the < button will offer the option to return to the previous screen after a message has been acknowlegged (
during mapping).

= enablesreturningto the HOMEmenu, dependent othe modein use.

— takesthe user to the settings menu from tHdOMEmenu. It will also allow theser to PURGE tH2YSIS
aceticacid gplicator, LOGOUT and SHUTDQWN
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Adifferent menu is available from th= button when in examination modé&ee Sectiors below

X Will close the menu and/gpagein use.

17.5. WeeklyCalibration(US only)

For users in the UShe systenrequires aweeklycalibration A messageon the home screen displaywhenthe
current calibration expirs. It is not possible tdnitiate the mapping procedurdf the systemcalibration is not
current, or has failedSeeSection 21.3.3for instructions.

17.6. Creating a New Patient Record

To create a new patiemecord on the databas@-ig23), the user musselect NEW PATIENT the Home Screen
andthen use the touchscreen to enter personal identification information and additional demographic data. The
cursor can be moved to any field tyuchinginsidethe text box or pressing the tab key on the keyboard. In
addition, NEXT can be pressed on the touaksieito move between data sets

¢t2 adz00SaatdzZ te ONBI GS I RehlirddA Srybecdmid®O®aNdRiEEn pieksSSAVEA St R &

First Name

Middle Name

Last Name

Patient ID

Date of Birth

CANCEL NEXT SAVE

Fig23: New Patient information

Additional information can be added by selecting each icon fronefiganel of theNEW PATIENT screen
including address, general information and obstetric his(@ig24).

CANCEL MEXT SAVE

Fig24: New Patientadditional information
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All information will be saved to the patient recougon pressing SAVE
17.7. New Visitfor an Existing Patient

To create a NEW VISIT for an existing patient, select the patient from the databsslediing PATIENT

DATABASE frorhé homescreen(Fig20) andthen selecting the patient by scrolling down the list which is
alphabetical by LAST NANMHG25). Alternatively the database can be searched by entering information into the
boxes above the columns of data, or by touching the column heading which will order the content alphabetically
or numerically.

— Patients
— e‘
Clear
Last Name - First Name Patient ID Last Visit (b

Demo Demo2 149 Mar 122018 7 Patient ID:
DOB:

Demo1 Demo 809 Mar 12 2018 6 -
Last Visit

Demo1 <in3 D Apr 26 2012 10 Street:

Demo4 FU D4 Jun 27 2014 " Births:

a 19201 Miscarriages:

Last First Mar 19 2018 13 Cesareans:

LastName 1 FirstName 1 12 Mar 14 2018 9 Sexually Active:

LastName2 FirstName2 222 Mar 14 2018 8 Smoker:
Allergies:

P Patient onevisit Mar 92018 1

Patient P H Mar 9 2018 3

Patient EM 611 Mar 122018 4

Patient MW 474100 Mar 152018 5

T Patient 123-hnj Mar 92018 2

TESTing worklist 654321 Mar 152018 12

New Patient

Fig25: Database patient listing

After selecting the patienselectNEW VISIT from the boxes highlighted at the bottom right oktireen(Fig
26). ANEW VISIT recondll be created Information on the NEW VISIT can be entered in the saiaener as
described irSectionl8.1below.
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Fig26: New visitfor a selected patient
18. Examination Peparation and kinctions

18.1. AddingData to aPatientVisit Record

Oncethe new patient visitrecordhas been creatednd after the colposcopic examinatidras beercompleted
the user can enter additional informatia@bout the examinatiomy selectingthe corresponding bokom the
visit form(Fig27). This includes the referradéason for the examinatio(Fig28), additional information about the
patient (Fig30) and eventually théndicated management plan and histology results.

first name last name, Visit ID; New visit

Date of visit: Sep 232013
Prowider: Dr Unrestricted
[T

REFERRAL REASON #  COLPOSCOPY #  ADDITIONAL PATIENT INFORMATION s

MANAGEMENT PLAN #  HISTOLOGY RESULTS #  NOTES s

Fig27: New visit form
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REFERRAL
CYTOLOGY RESULT
Date | |
Normal ‘ Inflammation HPY H ASCUS ‘ ASCH H Lsi H HSIL H AGC H Invasive H Other ‘
REFERRAL REASON
Clinical hrkpy Ascus
susmeon Follow Up b For Treatment o Other
SYMPTOMS
M pcB PvB Menorrhagia other None
HPY RESULT
Date
HRV Type s
R ‘ ‘ HR
REFERRAL
CYTOLOGY RESULT
Dete
|
13 HG HG HG Glandular Glandular
normal Inflammation HEY g”"]':"""‘; E?:Li:u’_a Oyskaryosis neaplasia eaplasia
fLame M) {Mad) (Sev) Inwasive SgCa | (Endocerdcal] || (nen-cerdcal)
REFERRAL REASON
Shewcal Follaw U Failed Test of Cure Far Treatment New Referral Other
Suspicicn "
SYMPTOMS
e ece erie Menorrhaga Other None
HPV RESULT
Date
HPY Type Vs
w Wit

Fig29: Referral reason (neblS)
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ADDITIONAL PATIENT INFORMATION
Contraception
Yes No
Pregnant
Yes No
HIV Status
Positive Negative

Medication

Anti Anti Heart

Immunosuppressants
Coagulants Hypertensives Related PP

HPV Vaccination Type

2-valent 4-valent 9-valent None

Fig30: Additional patient information

18.2. Startingthe Examination

After selecting DYSIS Exam, the imaging head is automatically turned on and the aadnigght are
operationalhy +ASg Iy R ! f (in\hand offpriar to th&light illutnBafidy. Thislis normalser
can observe the image in the fieldwéw of the camera on the touchscreand proceed withthe examination.

18.3. Preparing thePatient
For noncervical examinations (e,gulva, vagina, etc) prepare the patient following standard practice.

Fa cervical examinations, low standard clinical practice forepare the patient andhsert the speculm.

Adjust the speculum to achieve the optimal field of view. Gergtigoveany mucous using a dry swab or saline.
Avoidusing acetic acidor cleaning, as thiwill start the acebwhitening process. Ensure tlspeculumconnector
is positioned posteriorly.

TheDYSI®igitalColposcop&an be connected to the speculum via tgeculumconnector locatedat the front
of the imaging head after insertion to stabilize the image during the examindtinconnected by pushing the
end of the specuiminto the opening on the connectand of the imaging headseeFig8 andFigl7). This does
not fully lock but staliizesthe image during the examination.

18.4. Examination

TheDYSI#onitor is a touchscreen. From tlexaminationscreen, the magnification can be increa = or

decreased by using tlﬁ or by pinching or expanding the screenzoom with your fingertipgFig31, Fig32).
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Fig31: Examination screefDYSIS Ultra.0)

Ensure syringe is filled and connected,

Fig32: Examination screen (DY SIS Vawl Ultra3.0)
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Severaloperations and functionare availableduring the examinatiorio facilitate the colposcopic eustion:

Symbol

Save
Image

. Record
Video
Filter

@ High

Contrast

@ Brigh&ness @
® " O

Initial Prediction

Final Prediction

Enter DYsI5 Mode

Start DYSIS Mode

Off Polarizers an

Function

Save Image

Video
Recording

Green Filter

High Contrast
Filter

Brightness

Focus

Initial
Predictiorr

Final
Predictior¥

DYSIS mode

Start DYSIS
Mode

Polarizers
ON/OFF
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Description

Takes a still image of the current view. Cg
be taken while filters are applied or when
image is zoomedrhis option can be used

to document norcervical examinations.

Enables video recording. Touch to start ai
stop. Multiple clips may be recorded.

Applies a green filter to the image. To
deactivate and return to fultolor view,
press the button again.

Enhances the contrast of the image. To
deactivate, press the button again. Contre
enhancement is available for full color anc
green filter viewing.

Allows controlling the brightnesof the
image.

Allows focusing.

By pressing this button, the user selects tl
GAYAGALFf ¢ O2f i BedRl
seeingthe DYSISmajgelecting from
Normal Low and kgh.

*QOption availablenly to USusers or
devices configured tdrial Mode

By pressing this button, the user selects tl
GFAYLFEE O2f L2 a Oefokdh C
seeing the DYSISmap, selecting from
Normal, Low and High.

*QOption available only to US users or
devices configured to Trial Mode.

Press to prepare for the mapping process
(DYSIS Ultra 2.0).

Press to start thenapping process
(DYSIS View).

Enable/disable the polarizers.
Polarizers OnThis mode is used during
mapping. Surface reflections are
eliminated.
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Polarizers OffThis mode may be used for
general examination. It enhances depth
percepion and color vividness.

Exit the examination; an option to save ar
Back Button . . .
acquired data will be displayed.
. Additional Opens an additional panel for viewing sav

Options images, or to exit the examination.

Fig33: Capture Image

Fig34: Magnified image; color image (default), Green Filter, Green Filter and High Contrast applied
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18.5. Additional Options
Additional options are availabliey pressin! during the examinatiorfFig35).

DYSIS Exam

! Show Saved Images

Patient Display

Fig35: Additional optionamenu (patient displaynot availableon DY SI¥iew, optional onUltra 2.0 or
Ultra 3.0)

PSR Show Saved Displaysmages thahavealready been
Sh 5 d ges . .
Images saved Pressing x on the image deletes

Cancel Exam Exitsthe examinatiorand saves all data
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19.DYSIS$napping

19.1. Initiating the mapping procesgDYSIS Ultra 2)0

. . Enter DYSIS Mode .
ToEnter DYSIS mapping maaledthen start the DY SIghapping select . This opes
additional examination optioné-ig36).

DYSIS Mapping Mode

o emm
=+ os —os
@iopsy  OBiopsy

Brightness ¥
@ 2128303098 @

Initial Prediction ‘

Start DYSIS Mapping

Fig36: Examination screerafter selecing Enter DYSIS Mode)

Prior toinitiating the DY SI#apping the patientshould beinstructedto remain as still as possiblépon
pressingStartDY SI8apping 1.5 cc of acetic acid will be diffused homogenously over the cervix and the
mapping process will begiRefrain from placing anything in the field of view of the camera whaéedevice is
mapping or a map may not be calculated.

19.2. |Initiating the mapping proces¢DY SIS Viewnd Ultra3.0)

The syringe should be filled with acetic aaitl connected to the imaging hebéfore starting the mapping
process. Prior to initiating thimapping, thepatient should be instructed to remain as still as possithile image
should befocused and the brightness set to the desired lewrad the polarizers anTo start the DY SIS mapping
processpressStart DYSI$ode. At this stage imaging begiaadthe Stat DYSIS Mode button is hiddéFig

37). Brightness, Focus arRblarizecontrols are disabled and the system is waiting for thegplication of acetic
acid. Make sure that movements am@nimized and that nothing obstructs the camera viéfxany corrections
are required prior to the start of the examuse the Back arrow to exit and restart the examination.

Depress the syringe plungéully to spray the acetic acid onto the cengdrd the mapping process will begin.
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Spray syringe to start mapping.

Brightness
0
Focus
14

Polarizers

Fig37: Examination screen (aftéaving pressetartDYSIS Mode)

19.3. DYSIS Mappin@Continued

Refrain from placing anything in the field of view of the camera while the device is mapping or a map may not be
calculated.

Whilethe system collecimages for themapping, a thoroughisualcolposcopi@assessmenshould be

completed. Areas can be magei during the examination, filters applied to enhangsualization oflifferent

features such as vascular patterns, atypical vessels, nsasgitinctation etc. Biopsy markerandoscan be

added or deleted using theslevantbuttons.
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DYSIS Mapping Mode

Fig38: Examination screen (DYSIS mapping in progress)

Duringmapping a timer will display in thewer right corner of thescreen It requires at least25seconds of
information for the map to be calculatedndthe processwill automatically stop at 185 secondihe progress
bar will turn green when the timer reaches 126 seconds, a map will be calcifiitedStop button is selected.

The examination can be stoppedanmuallyat any momentby pressinﬁ.

A message will be displayed askiogconfirmation(Fig39). If this is done prioto having enougtimages
recorded,no map will becalculatedanda warning message will lwksplayed

Exiting Mapping will mean a map will not be calculated
Do you wish to Exit?

= =

Fig39: Confirmation message
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Additional options become availablgon initiation ofmapping:

Symbol Function Description
Add or remove digital
+os marker for the osFirst touch

‘ OsMarker the option then select the

— 0S5
area on the touchscreen.
@ siopsy Add or remove digital biopsy
BiopsyMarkers markers duringpfter
© Biopsy ‘ mapping

For users in the U8nd devices configured in Trial Modé®uring the mapping procesand in any case before
selecting to view the DYSISmépe user must enter the colposcopic impression or prediction of the
examinatiorg selecting from NORMAL, LOW or HIEig38). Similarly, after seeing the mathe user will have
to enter a final impression before closing the examinatiig41 below).

When usinghe DY SI€olposcopeat any moment during dynamimaging the user can review the images that
have been captured thus féinstant replaypy pressing the playback icon. The playback can be accessed by

selecting th- button at the bottom of the screen in live viewing. A set of controls allows the user to
advarce the images at 2x normal speed, 5x normal speed and individually.

The user can usthe forward/backward buttons displayed on the touchscreen to scroll through the images
manually omplay continuously and select the playback speHtk replay screen can be moved on the
touchscreen by touching thehite bar at the topand dragging to the desired location.

Click on th. button to close this preview window and return to fidtreen he view(Fig40).
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) DYSIS Mapping Mode

e video (35 seconds)
.

Fig40: Examination screen with the preview panel shown

After mapping iscompleted brightnessandfocus adjustmentsthe button for enabling/disabling polarzl view

and video recordingyill be availableagain

USERS\ THE USRLEASE NOTE:

The user must ALWAYS select biopsy points based on the conventional colposcopimexiambefore viewing
theDYSIS | LJd LT y2 o0A2LJA& LI2AYlHa islséldtedd yigwih® DYBIBR a dalkdS y & {
box will appear askingo confirm that no biopsy points are indicated by conventional examination.
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19.4. The DYSISmap

Brightness
0

[ @ Focus @ i
' -19 £

- Off Polarizers 1 on

\8 Hide Map

Final rediction ‘

Strong

Fig41l. Examination screen with DY SISrdggplayed

TheDYSIS Digital Colposcaopidl document the dynamic optical phenomena associated withciaical
acetowhitening in aolor-coded mapDYSI®ap, Fig41l). TheDYSI®igitalColposcope&aptures higkresolution,
sequertial images. The images are automatically aligned to compensasnfalitissue movementand
contractionsand thenare used to calculate th®Y Sifap.

The mapping feature should be usasl an adjunct to the cpbscopicexamination and always after the user has
examined the patient and has selected biopsy sites (if applicable) based on standard practice guidelines.
Additional biopsy sites may be selected after viewingaber-codedmap butviewing theDYSI®apshould

never lead to the cancellation of biopsy sites selected during the conventional colposcopic exam.

TheDYSI®apcaptures and documents the tissue acetowhitening dynamics (inteositjffuse reflectancever
time). The continum of colors of theDY SI®apranges from cyan to blue to green to red to yellow to white and
denotes a progressively stronger acetowhitening response.

The DYSISmap is not intended to be usacdhon-cervical tissue.

The table below represents thmlor code used to document the tissue acetowhitening dynamics as depicted by
the DYSI®igital ColposcopeThiscolorassignment is based @ombiningthe intensity and duration of
acetowhitening over theéime period of the dynamic imaging procedure.
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Colorcoding Whitening
White Intense
Yellow
Red Strong
Green Moderate
Dark blue Weak
Cyan Very Weak
No Color VeryWeak/ None

19.5. DynamicQurves

After Dynamic Imaging, users can also review the dynamics of the acetowhitening resporestssig(Fig42).
Thegraphsare displayedat the lower right part of the screen(Fig42).

Fig42: DYSISmagraphs

By touching the screen at different sites on the cervix, it is possible toanevcompardhe responseat

different parts of the cervixThis tool can facilitate the review of the acetowhitening phenomenatifégrent

locations simply by monitoring the variations in acetowhitening intensity (curve heagttpersistenceThe

vertical axis represents the acetowhitening intensity and the horizontal axis represents the time since application
of acetic acidThs function is only available after the map has been calculated and viewed.

The histogramrepresentsthe count of each color on the map @nlogarithmic scale

Additional biopsy markers can be add@shd removed if requiredfter the DY SI®ap has beenlisplayed
Biopsy markers that were added prior the map will be displayed in bright blg@nd can no longer be
removed);those chaen after the map will berange(seebiopsies #2 and3 inFig43). A maximunof 5 biopsy
markers ca be added.

Priortod KS 0A2LJa& LINROSRdAzZNB I s@léctdard thaDR SiBapWilLBé remaad éretny O y
view, leaving the biopsy points visible on the live image of the cwvpeference and guidance
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DYSIS Mapping Mode

Brightness ~ |
0 '

Focus =
19 '

on

|
Polarizers |

Fig43: Examination screen with biopsy markers shown

The user annotations are digital marks overlaid on the displayed image and do not follow the movements of the
cervix. Therefore, they should lised with caution if the cervix moves aftaarking.The biopsy markers
maintain their location when the image of the cervix is magnified

19.6. Exiting the Exam
Tocompete and exithe examination after all desireabservations have been madgata has been recorded

and operationsompleted the user must pss thJ‘*"“"’ S button on thelower right corner of the
screen.US users or users of devices configured in Trial Mode must first select a Final Prediction; otlieewise
system will prompt for its selectiompon exiting the exam.

19.7. Assigning to a patient after a DYSIS Exam initiated directly from the HOME screen

After saving images, videos or having performed an examination, exit the DYSIS exam screen and the following
screen will appeaffFig44):
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DYSIS

Smart Colposcopy

A
\/

First Name Patient ID
LastName = First Name Patient ID

P Patient onevisit

T Patient 123-hnj

Patient P H

Patient EM 611

Patient Mw 474100

Demot Demo 809

Demo Demo2 149

LastName2 FirstName2 222

LastName 1 FirstName 1 12

Please select patient

Last Visit D
Mar 92018
Mar 9 2018
Mar 92018
Mar 122018
Mar 122018
Mar 12 2018
Mar 12 2018
Mar 142018
Mar 142018

Date

W N O R W N =

Select Patient

Fig44: Slect patient

The user can either create a new patient whte examination will be saved, select an existing one or press
CANCEL. By selecting CANCEL, the examination will be discarded, and a confirmation message will be displayed.

19.8. Examination documentation

Qinical findingsof the colposcopiexaminationand management plan can lwcumentedby selectinghe
Colposcopygection andchoosing from the availableptiongseeFig45).

Date of wisit: jun 16 2020
Provides: DYSIS
LMP;

REFERRAL REASON COLPOSCOPY

Cytology Result: HSIL
HPV Test Result: HR

Gland Openings: No

Biopsy Type: Punch/Brush
Abnormal Vessels: Yes
Punctation: Fine

Maosaic: Fine

MANAGEMENT PLAN # | HISTOLOGY RESULTS

Reference Blopsies

=

Original Colposcopy Impression: Low
Final Calposcopy Impression: High

Location OF 5C): On Ectocervix

- - Visit id; New visit

# | ADDITIONAL PATIENT INFORMATION

Fig45: Patient visit record

In addition, notes angdketchescan be enteredree handby selecting Memand then using the touchscreen
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Additional olposcopidindingscan be documenteibllowingthe examination. The COLPOSCOPY s@een
automatically displayedfter exiting theexamination(Fig46).

COLPOSCOPY
Date of Visit jun 16 2020
LOCATION OF 5¢) 10DINE
Inside Not No
il foeid Complete Partial ke
MOSAIC ABNORMAL VESSELS

nena - coam _ bis

PUNCTATION GLAND OPENINGS
BIOPSY
cone Endocervical Excision ather
ORIGINAL COLPOSCOPY PREDICTION FINAL COLPOSCOPY PREDICTION
Narmal Low High Normal Low High
COLPOSCOPY PREDICTION
Low High Glandular
Normal Metaplasia Ecropion || Inflammation Y il o riaed invasive Qther
PER POINT PREDICTION
o Low High [ Glandutar
1. Normal Metaplasia Ectropion Inflammation HPY it s priniys § Invash Othy
Low High Glandular
2| nNormal Metaplasia Ectropion || Inflammation Y = ks freciiae) Invasive ather

Fig46: Colposcopy form

The user can complete theanagement plarfFig47) following the examinationAdditionalmanagement plan
optionsanmaybe entered after the histology resultmve been madavailable

MANAGEMENT PLAN
Management plan

prcharse _

Cytology / HPV Test Follow Up

6 12

3
Manths Months Months Other Morthe
Colposcopy Follow Up
3 s 12
Other | Months
Manths || Months || Months
Treatment
Laser Laser Knife Cold
Nane Leep Hysterectom Other
Vaporisation Cone Cone v ¥ Coagulation

Fig47. Management plan fornus)
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MANAGEMENT PLAN

Management plan
Discharge waiting Hestology Results
Cytology / HPV Test Follow Up
& 12
"
Months Mariths Gther Manths
Colpascopy Fallow Up
1z
Months Months Other Months
Treatment
o — A Laser Knife . )
Coagulation Vaporisation LLETZ SWETZ Cone cane Hysterectarmy Eithes

Fig48:. Management plan formnpn-US)

The HISTOLOGY forltoas the documentation othe mostseverehistological findingandin addition it is
possible toenter perpoint results foranybiopsiesthat have been annotate¢Fig49).

HISTOLOGY
Histology Results Date
Histology
Normal Unsatisfactory || Metaplasia || Inflammation HeY ant anz a3 CGIN Invasive Other
Per Paint Results
1| Normal Unsatisfactory || Metaplasia || inflammation PV an a2 N3 cain Ivasive Other
2. Normal Unsatisfactory || Metaplasia Inflamimation HPY N Nz CN3 CGIN Invasive Other
SAVE

Fig49: Histology results form
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Additional information can baddedinto the visitrecordby using theon-screenkeyboardwithin the NOTES
section(Fig50).

NOTES

[Patient consentea 1 _
N
Q w E R T Y u 1 o P ]
A I 5 I D I F I G I H I ] I K l L l Enter
o I z X C I v I B I N I M ' @
7123 L

Fig50: Notes form
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Theright side of thescreenoffers additional optiongfter the examination:

Replays the DYSIS exam (all the sequential images t
were automatically capturetbr the mapping.

Allowsthe user to draw freehand on the DYSIS
touchscreen

Allows the user to viewhe visitreport.

Exports the entire visit to a USBroatwork location

A record ofanyadditional information entered after the
patient recordhadbeen closed

Guidance for the clinician

Save all data and exit thgatient visit record

20. Patient Database

20.1. DYSIS Ultra 2.and Ultra3.0

The patient databasean host>10,000DYSIS examinatiofthe exactstorage capacity will vary accordingtte
length of videos, number of maps generated, etc.)

20.2. DYSIS View

The patient databasean host>2,000DY SIS examinatiofithe exact storage capacity will vary according to the
length of videos, number of maps generated, etc.).

20.3. Reviewing avisit

To access the database from the HO8¢Eeen press PATIENT DATABASE (i A yids dilDbdistedin their
order of entry (Fig51).
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e Patients
—_— e
FU Demo4
Clear Open
Last Name - First Name Patient ID Last Visit 1D

P Patient onevisit Mar 9 2018 1 Patient ID: D4

DOB: Dec 31 1986
T Patient 123-hn, Mar 9 2018 2

: 2 Last Visit Jun 27 2014

Patient P H Mar 9 2018 3 Street:
Patient EM 611 Mar 19 2018 4 Births:
Patient MW 474100 Mar 15 2018 5 Miscarriages:

Cesareans:
Demol Demo 809 Mar 12 2018 6 Sexually Active:
Demo Demo2 149 Mar 12 2018 7 Smoker:

Allergies:
LastName2 FirstName2 22-2 Mar 14 2018 8
LastName 1 FirstName 1 12 Mar 14 2018 9
Demot cin3 D1 Apr 26 2012 10

VisitID =~ Visit Date DYSIS Referral  Management Co
TESTing worklist 654321 Mar 15 2018 12 Visit27  Jun272014 Yes Met
Last First fl Mar 19 2018 13
Surname Patient Fghj Mar 22 2018 14
New Patient New Visit Review Visit SMARTrack

Fig51: Database patient listing

To search the PATIENT DATABASE, the uselictaonthe LAST NAME, FIRST NAME, PATIEXTAST VISIT
tabs which wilthen sort thevisits alphabeticallpr numerically in that column.

Alternatively, byselectingthe text field above any of these columns, the touchscré@yboardappearsand the
patient database can be searched more specifically by completing any offitlelse

Click oma patient namein the databasdo selecttheir record(patient is highlighted)Patient hformation ard
previousvisitsare showrnon the panel on the ght. PressOPENtop right cornen to accesghe patient® record.
ItisalsoLJl2 aaA 06t S (2 95 LClhick dra shdcific viSoyf theQistto $elBdi it(visif isihighlightedind
press REVIEW VISITatzesdgor review.

20.4. Examination playback

From thevisitrecord the user can use EXAM PLAY B/#L)R?2) to review the imagesnd the DYSISmap (when
available)

Page520f91



DYSI®igital Colposcope Instructions for Use PN
033053123, Rev 8 @€DYSIS
Revision Dat@9-Feb2022 Smart Colposcopy

EXAM REVIEW

Fig52: Examination playback
Filters can bepplied,and additional imagesiay besaved while reiewing previous visitsSTheDY SIap
histogramis available when a map is availafleS ft SOGA Yy 3 &/ | LJi dzZNBREé RA
FYR aStSOGAYy3a 4! f AJySRé DRNSISnap edving. 6 KS LINR OS

LX I &

a
aa

(0p))
¢

> Q)¢
_<

L =

20.5. Visit History
TheDYSIpatient record can be amendedt any timeafter a visit and those changes will logiged(Fig53).

For exampleif a patien@ referral reasonvas not available at the time of examination but the result is to be
enteredlater, the information can be entered by selecting the appropriate boxes in each section. When the
record is closega box will appear askinthe user to confirm the entry and étreason for itByselecting NEW
INFO or ERRQMRe user confirms the reason for the changetered. It can then be confirmed or discarded.

History of Visit

Date of change Provider name Reason of change Change description
1/6/16/20 DYSIS New Info Visit created

Fig53: Visit history log
Following confirmation, theewinformation will appear in the VISIT HISTORY section of the patient record.
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20.6. SMARTtrack
SMARTtrack allows the user to comparpatient visitside-by-side enablinglongitudinal trackindFig54).
To use SMARTtrachrst select the patient from th@eATIENT DATABASIghlighta specific visit to include in

the visits for review and press SMARTtradken select the second visit from the list of visits at the lower right
side panel.

— y Py
=S bttt @@

< () > x % || captured Algned < o > == Captured Algned
il s Fri jun 6 2014

Fri Jun 27 2014

Frijun 27 2014

Count (Thousands)
Count (Thousands)

FriJun 6 2014 100 100
0.001

0.001

Fig54: SMARTtrack

When it #laty is displayedthe two visitscan bereviewedindependently When this symbol is aquand

unlinked, both sides can be manualtgplayedand images paused or advanced separately. Each visit is controlled
by a set of buttons below each imagad the map histogram is displayed respectively below each visit.

When the chain links are |0C|(L|'!'_I'I€|'lu n the images will play, mowend magnify simultaneously

controlled by a single set of buttons at the bottom of the screen.

The buttonsbelow each imagallow images to be advanced individually frame by fratakgnat 7 second

intervals), afﬁ%’ X5

normal speed ant normal speed, byedecting the appropriate option

" buttons, the images can be advanced or reversed individually. The time of each image
captureis displayed on the right side of each screen.

Using QQ and

Switching between Captured and Aligned imagigg55) allows to view the raw images as capturgest for
details) or the images aligned by the software for the map calculafidr images need to be aligned in order to
view the DY S&map.

Whenviewing thealigned images, twadditionalbuttons become availablt@@.
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By selecting@, the map will bedisplayed or hidden over the reference image. By selec1'@', the biopsy
annotationswill be displagd and hidden over theeference image.

= ¢ men @ @ o

Strong

< (] > 2 x5 Captured Aligned

- Frigun 6 2014
Fri Jun 27 2014 T Fri Jun 27 2014

Count (Thousands)
Yy
8880

Figh5: SMARTtrack with comparison displayed

To change the exams for comparison, select a visit from the box below each image and select the exam
review.They wilbe uploaded into the viewing area.

When viewng images in SMARTtrack, a graph is displayed below the images. Thélgs#jalbeschanges in the
map over the two visits. The user should select each viewingaréze imagedo review.

For example, a map which shows a reduction in a stemajowhite responsand a reduction imed, yellow and
white will show a negative value below the center line, illustratimg amount ofreduction in each color.

If the acetowhite response is greater between the two visits, the graph will show a pasitive above the
center line.

The graph will represent only what can be seen in the viewheriouctscreen. Thigeature eliminates less
relevantcharacteristicand acetowhite values from the graph.

20.7. DYSIReport

Togenerate print or download a patient report, select the patient from thatient databasethen select the
desiredvist (Fig56).

Select individual images from theay at the bottom of the screen by pressil 498T8REPOIET then select REVIEW

REPORT. Images that have been captured independent of the mapping process by the apdrat@pecific

intervals by DY Si&ll be automatically included in the report. To deselect these images, pres_ RN

button to removethem fromthe report (Fig56).
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.- - - Visit id: New visit

Date of visit: Jan 16 2020
Provider: DYSIS
LMP;

REFERRAL REASON 7/ COLPOSCOPY # | ADDITIONAL PATIENT INFORMATION

Cytology Result: HSIL Gland Openings: No

PV Test Result: HR Original Colposcopy Impression: Low
Final Colposcopy Impression: High
Bliopsy Type: Punch/Brush
Abnormal Vessels: Yes
Punctation: Fine
Location OF 5CJ: On Ectocervix
Mosaic: Fine

MANAGEMENT PLAN # | HISTOLOGY RESULTS 7 | NOTES

Reference Blopsies

DYSiSmap
_ InReport
Fig56: Images included in report

The report will be displayed including patient demographics, REFERRAL REASON, COlRBESOPY
MANAGEMENPLAN and HISTOLOGY RESULTS. It will also include any images selected and any notes entered ir
the NOTES section of the patients visit record.

By lecting EXPORT TO PDF, PRINT REPORT qF@B@StEe report can be exported to a USB stithktra
2.0and 3.0Digital Colposcopea network shared foldeor printed if a printer has been connectéthrough
Ethernetor USB poron the DYSIS Ultra 2adid Ultra 3.0or wirelesslyfor the DY SI¥iewand Ultra3.0 Digital
Colposcopgor closed
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e
Panent I
Date Of Bath: ~ Mon Apr 25 1588
Provider: tester

Cytalogy Result AGC

Fig57: DYSIS report

21.Additional Functions

In the =Imenu, there are additional features and settings available to the Administrator and the common user
based upon the role assigned.

21.1. Simulatortrainer
The simulator contains 5 patient cases which allows the clinician to use the software on full patient cases prior to
use on a patient. This may be used for training on the DYSIS Colposcope.

To start the simulation case, select Simulator to aca##s$ the functionality of the user interface and perform
asimulatedpatient exam. Refer to Sectid8 on how to perform a DYSIS Exam.

21.2. Purge syring€Ultra 2.0 only)

The purge syringe option is used to expel any air in the tubing. When this is selected, the acetic acid applicator
will activate and spray acetic acid from the diffusor located on the speculum connector. To minimize spray, place
a paper towel in front oftie diffusor. Press Purge until the air has been expelled from the tubing.

21.3. Settings
The following are availablender Settings

21.3.1.Info

The INFO tabisplayshe versions of theDY SISoftwarecomponents In addition, serial numbers of
componentssuch as the camerare displayed. lisimportant to know this information whegontactingthe
DYSIS service and maintenance team.
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21.3.2. PasswordUltra 2.0), Users (View and Ultra 3.0)

Usersmay changeheir own passwordThepasswords are case sensitiedneed to be at least five characters
long. Users of DYSIS View and DYSIS Ultra 3.0 can also tf@ingeal name.

21.3.3. Calibraion (US only)
The alibrationfunction can be accessatirough the left panel of the HOME scre@tig58).

x

HOME

DYSIS

Smart Colposcopy

Calibration will expire in 7 days

Fig58: Calibrate option

If calibration has expired, a message will appear to prompt the user to calibrate the S¥5tE9).
Acknowledge the message by selecting OK and access the CALIBRATE option from the left panel of the HOME

screen.

Calibration has Expired. The DYSISmap function wil not

be available untl User Callbration has been performed

Calibratior

n out of date. Please Calibrate Now
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Fig59: Calibration message

For the calibration procedure, the user should placepghavidedgrey card on its mant (jig) andhen connect it
to the speculum connectdDYSIS Ultra 2€&t-up shown inFig60, setup is similar for the DYSIS Viaad Ultra
3.0).

Fig60: Calibration set up
By pressing th€ ALIBRATE button, the following screen app@agsé1):

Fig61: Calibrationscreen

After pressing START, the user should follow the instructions as three sequential messages are (sgt®)ed
Thefirst asks the user to confirm the 8 LEDs are onséend message prompts to turn the room lights afid
the third messag@rompts the user to place the card on the jig and connect the jig to the camera.
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" Ensure Camera Window is clean
Check 8 LEDs are illuminated and Place the Grey Target Card on it's mount in front of the Camera
!IDO NOT LOOK DIRECTLY INTO THE CAMERA!! Room Lighting is Switched Off

Fig62: Calibrationprompts

After confirmation of the above messages, the softwavil start calibraion. On the DYSIS Ultra 3,.0 and the
DYSIS Vievhere will be a 2 minute camera preparatiimeanda green progress badpon completion, the
G/ FEAONT GAZ2Y [ 2 YAge3pieSaye Wiltz® dsplayadt Tde CLOSE button should be pressed to

return to the HOME screen.
Calibration Completed Successfully

Fig63: Calibration success message

22.Care, Maintenanceand Troubleshooting

22.1. General

Prior to cleaninghe DYSIS Digital Colposcope, turn off the power by shutting down DY SIS Digital Colposcope and
turning off and unplugginthe mlposcope from the main power outlet

Do not immerse any part @Y SI€olposcopénto cleaning solutions

Do not immerse any part of the device in
cleaning solutions.

When not in usethe DYSI®igital Colposcope should be stored wiitle arm(s) folded towards the pole This will
ensurethat when the DYSIS Digital Colposcope is mayedmagingheadis protected.

22.2. Replacement Parts

Certain parts of th®YSI®igitalColposcopere replaceabléncludingthe arm(s) andimaging kead(Ultra 2.0
and Ultra 3.0) Thisoperationshould onlybe performed byDY SIMedical representatives.

22.3. Arm(s), Baseand Computer Housing Cleaning

To remove stainsvipethe DYSIS Digital Colposcopigh a soft cloth lightly moistened with a mild detergent
solution. Do not spray solutions on tiee device Beparticularly careful to ensure there is no ingress into air
vents on the back of th€PUor connection ports, switches and buttons.
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Do not spray solutions or liquids into air
vents.

See below for cleanindpe monitor touchscreen antinaginghead

22.4. Touchscreen Monitor Cleaning

The touchscreen monitor can be cleaned with commercially available disinfectant/antiviral cleaning wipes or a
damp cloh moistened with a mild detergent/antiviral solution and dri€b not use rcessive moisturand do
not apply excessivpressure.

22.5. Cleaningand disinfection

The user should clean and maintaire DY SIS Digital Colposcope (monitor, base, imaging baah), pole etc.)
on a monthly basis as per cleaning instructions.

Theimaging headtan be cleaned by wiping with a damp cloth moistened with mild deterfgativiral solution

The glass cover over the camera lens at the front ofrtieging headtan be cleaned with a cotton cloth or lens
tissue moistenedvith a lenscleaner. Pay special attention not to scratch the surface during cleaning

IMPORTANT NOTBO NOT USE CIRCULAROTION WHEN WIPING THEAGING HEAD
WINDOW; USE ONLY STRAIGHT MOVENIENFER UP AND DOWN OR SIDE TO SIDE.

Do not sterilize any part of the device.

If the device is accidentally contaminated
during an exam use indicated disinfecting
solution to cleanse it. Before attempting this
disinfecting action, the device needs to be
powered down and the power cables should
be disconnected.

Wear the correct Personal Protective
Equipment (PPE) when disinfecting any part of
the device and speculum.

If needed the DYSIS Digital Colposcaaa be wiped with a soft cloth dampened with 70% isopropanol alcohol,
disinfectant wipegchlorhexidine for viral control) and similar substances. DY SIS Digital Colprsscope
intended to be sterilized.

22.6. DYSISceticAcid Applicator
Theacetic acidapplicatordoes not come into contact with the patient at any time.

DYSIS Ultra 2.0 Digital Colposcopée applicator kit should be purged with acetic acid prior tq aseessible
from = on theHOME menwn the DYSIS Ultra 2.0 Digital Colposcope
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DYSIS Viewnd Ultra3.0Digital ColposcopeThe applicator kit should be purged with acetic acid prior to use.
See Section3.8

The acetic acid solution should be labeled and discarded/chapegethcility protocol. If daily or periodic

cleaning is required per facility protocol and is not required to be a sterile solution, the acetic acid solution can
be poured out of the acetic acid reservoir and the reservoir rinsed and dried. To rinagbthg,tpour 1@cof

water into the reservoir. The tubing can be flushed by pulling back and depressing the syringe while holding a
paper towel in front of the diffuser. The bottle should be removed and dried, the tubing should be dried by
depressing the singe several times to expel any remaining fluid.

TheDYSl&ceticacidapplicator shoulde replaced on a monthly bagiglease se&ection22.6).

TheDYSl&ceticacidapplicator consistof anacetic acid reservo{DYSIS Ultra 2.0 Digital Colposcope)

proprietaryluer locksyringe spray nozzlespeculum connectaasnd silicon tubingTheDYSIS View acetic acid

applicator consists of a proprietary luer lock syringe, spray nozzle speculum connector and silicondftiéng.

local clinical practice is to store and maintain acetic acid in sterile conditions, it is strongly recomntteméid

is high level disinfected prior taise. This can be achieved by using a commedrigallevel disinfectioffiuid,

which should belzd SR | OO2NRAYy3I G2 GKS YIydzZFl Ol dzZNBENR& Ay aidNuzO
by filling the reservoir with the liquid and then drang and presigthe syringe plunger to fill the tubing (repeat

until the tubing is filled and liquit sprayed from the nozzléjurge the fluid from the applicator by repeating

these steps using sterile saline or sterile water until cleared.

22.7. Routine Electrical Testing

TheDYSI®igitalColposcopelectricalsystemconsistof two parts: 1) the 240v double insulate@) power
brickand 2) thel2vDY SI®igitalColposcopeThe power pack can be tested to meet current electrical testing
requirements forClas®, double insulated deviceS.heDYSI®igital Colposcopis below the SELV limits of 50 V
ACand therefore does not require any routine electrical testing to be performed.

22.8. Connecting arixternal Monitor (DYSIS Ultra 2.8nd Ultra3.0)
TheDYSIS Ultra.0and Ultra3.0 Digital Colposcopean beconnected to an HDMI monitovia the HDMI port
(Fig64), but only if asuitablemedical grade isolator is used.

To remove the cover plateemoveone screwat a time Whenthe DY SIS HDMI pastexposedthe isolator
should then be connected directlfhe external monitor should be connected to the isolator.

After having connected the external monitor, both monitors will be functiavith the next DYSIS Ultra 200
Ultra 3.0Digital Colposcopstart-up.

— i
- B o,
¢ | @ENE

-1 L

Fig64: HDMI port(DYSIS Ultra 2ahd Ultre8.05 Digital Colposcops

Page620f91


https://www.google.co.uk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwj289CL2abVAhVGbBoKHa76D20QjRwIBw&url=https://commons.wikimedia.org/wiki/File:Double_insulation_symbol.svg&psig=AFQjCNHEInlBli8R9KtynnuKSVZpuMIXaA&ust=1501149843688696

DYSI®igital Colposcope Instructions for Use AN
033053123, Rev 8 €DYSIS
Revision Dat@9-Feb2022

22.9. Troubleshooting

DYSIMedical discourages the performance of any maintenance, troubleshooting or service actias/@iS
Digital Colposcopsother than those specified in this guidealDY SI®igitalColposcopeanalfunctions, or if
there is a suspicion that it underperforms, please follow the guidelines below before contactiby SIS
Medical service department. This will facilitate agxedite identificatiorand solutiondo the problem.

Before performing anyroubleshooting action, please make sure the power cord is connected and note if the
green powelbutton inthe rear of the main unit it.

The following tabldists specifiecssuesvhichmay be experienced witthe DY SI®igital ColposcopeObserve all
safety precautions and warnings and make dworearefullyreadand fully understand the instructions for use
before attemptingany troubleshootingMakesurethe instrumentis shutdown, disconnecit from the power
source and restaiit to confirm the issue persistbefore contacting technical support. If any of the suggested
actions fail to solve thessue please contact the DYSIS Medical service departais3#4-DYSISMED
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22.9.1. TroubleshootingGuide
Description Possible Cause User Action

The imagindieaddoes not maintain its
position

Arm is not extended
enoughliextended too
much

Make sure that the arm is
extended enough so that it is &
Gxré LRAAGAZY

Front imaging element

Clean front glass

Image is fuzzy, unclear or dark

may be dirty (Seesction22.5).
Imaging head Contact DYSIS Medical service
malfunction department.

No image on the touch screen

Buttonson the baclof

the touchscreen have
been pressed (status

LEDs black instead of
green)

Presghe powerbutton on the
back of the monitoso that the
LEDndicator is green; shut dowr
the system and restart without
pressing any buttons on theack
of the touchscreemonitor.

The signal or power
cable is disconnected g
damaged

Contact DYSIS Medical service
department

Graphics card
malfunction

Contact DYSIS Medical service
department

CPU does not turn ON when power button is
pressed

Cables going into the
power brick or into
DYSI®igital
Colposcopenay be
loose/disconnected

Check connectias if problem
persists contact DYSIS Medical
service department

Computing unit
malfunction

Contact DYSIS Medical service
department

CPUWurns on, the software functions, but the
DYSIS Exam button is disabled

Camera malfunction

Shut down the device and
restart. If the problem persists,
contact DYSIS Medical service
department

Dynamidmaging cannot be initiated

Error in plunger

Checkthat there is sufficient
acetic acid solution in the
container. From the home menu
LINS & a & LIdeNHrE 2.Gi
only). If problem persists, contac
DYSIS Medical service
department

Weekly calibration is
required(US only)

Calibrate thesystem

Image is displayed, but the lighdo not turn

on

Illumination source

malfunction

Contact DYSIS Medical service
department
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Main power cable is
disconnected

Ensure the power switch is OFF
and reconnect the main power
cable to the power brickndthe
power cable is locked into the
DYSI®igital Colposcope base.
Turn the main power switch ON

Outlet has no electricity

Ensure the electrical outlet is
operational

System malfunction

Contact DYSIS Medical service
department

The card is very dirty

Contact DYSIS Medical service
department

Calibration cannot be performedS onlypr

Calibration has failed

The card is not placed
at the rightdistance

Use the calibration jig

System malfunction

Contact DYSIS Medical service
department

The USB stick is not
recognized

Use another USB stitdrmatted
to exFAT

Theconfigurednetwork
path with the upgrade
packagés not
accessible

Check connections through the
connectivity tabin SETTINGS
ensure theconfigurednetwork
path is accessible

Software update cannot be performé®Y SIS

Ultra 2.0 Digital Colposcope)

The DYSIS Ultra 2.0
Digital Colposcope
software upgraddiles
arenot on the USB stick

Follow software update
instructions carefully. The
upgrade file should not be
embedded in a folder on the
uUsB

System malfunction

Contact DYSIS Medical service
depariment.

Power cable cannot be plugged in to DYSIS
Ultra 2.0and Ultra3.0 Digital Colposcope

The inner circle is
pressed, and power
cable cannot lock into
DYSIS Ultra 2.0 Digital

Colposcope

Hold the outer circle and pull
back the inner circle to connect
the power cable.
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22.9.2. SoftwareMessages

DYSIS

2\
L

Message

Possible Cause/User Action

15 Sprayycles have completed. Check
aceticacid level(DYSI®Itra 2.00nly)

Make sure tlat there is enough acetic acid the reservoir.finot,
please refill the container.

All visit data/imageswill bediscarded.
Press OK toonfirm

A message shown when CANCEL is pressed after aDif&¢s
exam ByselectingOK all datafrom the visit will be discarded.

Anerror has been detected in the
cameralkyringe Please contadDYSIS
(Ultra 2.0 Digital Colposcope)

When this message is display&ly SI&Exam is disabledShut
down theDYSIS Ultra.0 Digital Colposcopend then startit up
again. If message persistdease contadDY SI$edicd service
department

An error has been detected in the
camera. Please contact DYSIS (DYSIS
and Ultra3.0Digital Colposcops

When this message is displayed, DYSIS Bxdisabled. Shut
down the DYSIS View Ultra3.0Digital Colposcopand then
start it up again. If message persists, please contact DYSIS
Medical service department.

Anerror has beerdetected Code: XXXX
Press OK tehutdown

Please contadihe Administrator to export logandforward the
logsto DY SIMedicalservice departmenfor investigation.

Are you sure you want to delete image?

Byselecting OkKihe selected image will be deleted.

Due to excessive movements, no mait
be calculated

There were too many micrmovements, causing failure image
alignmentand inability to calculate the map

Failed toexport report Can't access
export directory

Please check the export directory is valid and accestitbeigh
an Administrator account

Failed toexport report Pleaseconfigan
export pathin settings

Pleasecheckthe export directory is valid and accessitileough
an Administrator account

It has beerxxdays since théast
calibration Pleasealibrate now(US
Only)

Weekly calibration is requiredhis message will beisplayed to
perform the calibrationNo mappingwill be availableuntil DYSIS
Digital Colposcopbasbeen calibrated.

It has been 30 days since theetic acid
consumablesvere changed. Please
change now(DYSIS Ultra 2dnly).

Please change theY Sl&ceticacid kit

No colposcopy directed biopsy sites
indicated. Confirm?

This message is displayed wHemowMapis selectedvithout
having addedny biopsy poirg Byselecting OKyou confirmno
biopsy points needb be addedand the mapwill be displayed
By pressing cancgyou have the option to add bioganarkers

Noinitial prediction selectedPlease
select predictiorto continue

Please select the Initi&redication from the righiside menu for
the colposcopyexamination

Nofinal prediction selectedPleaseselect
Prediction to continue

Please select a Findlediction from the rightside menu for the
colposcopyexamination
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No map will be calculated. Do you still
wish toexit?

This message is displayed when STOP is selected during the
mapping procedure. No map will be calculated since not enou
images were recorded. For the map to be calculated, please
press ND.

No printer currentlyconfigured Please
contact anadministrator.

Please contact the Administrator to check the printer is
accessible an®YSIS Digital Colposcapeonfiguredfor the
printer.

Pleaseenter the numberof monthsfor
the colposcopy follow up

The option "Other" has been selected. Please indicate the
number of months for the colposcopy follow up.

Pleasesnter the numberof monthsfor
the cytology follow up

The option "Other" has been selected. Please indicate the
number of months for the cytology/HPV follow up.

Image egistrationfailure. Notenough
imagesto calculate map

No map will be calculated due #&failure to align the images
accurately

Syringepurgehas completed successfully
(Ultra 2.0 Digital Colposcope)

Purge syringe was pressed through the left side menu.

There has been a probleoconnectingto
the DICOM Server. Pleasentacta
System Administrator

Please contact the Administrator to check the DICOM server
accessible. No data will be sent to the PACS server until this
message isesolved

There has been an issue with the
configured export network shareCheck
network connection

Please contact the Administrator to check ttenfigured
network path is accessible. No data will be exported to the
configurednetwork path until this message riesolved.

There is a problem with the UStmory
stick (Ultra 2.0and Ultra3.0 Digital
Colposcope)

Please checthat the USB memory stick is working properly ar
plug it againEnsure théJSBdrive is formatted agxFAT if this
message is displayed again, please use another USB memor
stick.

Unable toconnectto DICOM Server.
Please contact System Administrator

Please contact the Administrator to check the DICOM server
accessible.

Unable toprint to printer: xxx Please
contactan Administrator

Please contact the Administrator to check the printer is install
properly and is accessible.

Unable towrite reportto export
directory. Pleaseontactan Administrator

Please contact the Administrator to chetle export path is
accessible.

Video has recorded for xrinutes Stop
or continue

This message is displayed after recording a videtofor
minutes.

You have selected to terminate the
acquisition process. Are you sure?

This message is displayed afsetecting STO#uring the
mapping procedure. The map will be calculated since enough
images were recorded.
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22.10. Networking and Connectivity
1 Please refer t®23053138 DYSISltra 2.0Colposcope Administrator's Guided023053163DY SI¥iew

and Ultra 3.Migital Colposcope Administrator Guide
for instructions foradding usersnetworking, connectivityandinstalling a printer.

22.11. Replacing the DYSIS Acetic Acid ApplicaY §IS Ultra 2.0 Digital Colposcdpe
22.11.1. Removing theexisting Acetic Acid Applicator Kit:

1. Push the container upwards from the bottom in order to remove it from the ho{B&y65).
2. Hold the container and gently pull the two sides of thedlve from its holder until the syringe detaches

from its position.
3. Gently squeeze the pins together on the rear end of the speculum connector rogaaye it from its

mount.

(2)

(1)

Fig65: Removing the acetic aclk.

22.11.2. Connecting the Acetic Acid Applicator KDYSIS Ultra 2.0 Digital Colposcope)

1. Insert the speculum connector into the slot in front of the camera housing.

2. Pull the plunger of the syringe astdap into the syringe port located on the front of the rubber housioger
(Fig66Fig66).

3. Place the acetic acid reservoir into the holder
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(1) ) 3)

Fig66. Placing the reservoir

22.11.3. Filling the DYSIS Ultracetic Acid Applicator

Remove the reservoir from its holder. Unscrew the bottle and fill it with acetic acid just below the shoulder level.
Screw the base back into the lid and e in its holder. Press the PURGE button from==:button on the

home screen and repeat until the acetic acid is sprayed from the spray nozzle, the syringe and the tubing are
fully filled, and the air is expelled from the tubing.

22.12. Replacing the DYSIS Acetic Acid ApplicadY §IS Viewnd Ultra3.0

To rephce the DYSIS Viamd Ultra3.0acetic acid kits, unscrew and remove the syringe from the back of the
imaging headFig67). Press the 2 blue tabs located in front of the imaging head on the side of the speculum
connector and pull teemove the connector. Replace the speculum connector and screw the syringe into the
back of the imaging head. Ensure the diffusor isRgfer to sectiori3.8.%or correct and incorrect insertion.

a) Side view obyringe and speculum connector b) Front view of syringe

Fig67: Replacing the DYSIS Viemd Ultra3.0 Acetic Acid Platform Applicator
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23.Warranty, Service, ExpecteService LifeRecyclingand Disposal

DYSI®rovides aneyearY | y dzF | Gnéardaitys dadzéng parts and labor. Customers should contact their
localrepresentative for servicinthe colposcope ash for information onextendedservice contracts.

TheDYSI®igital Colposcopdsave an expected service life (lifecycle) of 10 years from the date the system was
installed. Metal parts, such as the movable base and the pole can be recycled in metal recycling facilities.
Electronic cormponents such as monitor, CPU components and imaging head modules can be recycled at
specialty eleabnic components recycling center

DYSIS products are designed to ensure that all of the equipment adiarbantledand the components and
materials are reoverable Disposal of electroniequipment isgoverned by the Environmental Protection Agency
(EPA). Refer to state and local regulations for dispoghkofolposcope

The symbol on the product or its packaging indicates this product must ndispesed withother household
waste. Instead, iti8 K S de&psrisibildy to dispose of waste equipmeatta designated collection point for
the recycling of electrical and electronic equipmevraste The separate collection and recycling of waste
equipment at the time of disposal will help conserve natural resources and eitsanecycled in a manner
whichprotects human health and the environment.

24.Contact Information

UK Address US Address EC |REP

DYSIS Medical Ltd DYSIS Medical DYSIS Medical
Gyleview House, 24 Superior Dr. Manolis Papagiannakis
3 Redheughs Rigg, 4" Floor Leof Dimokratias 6,
Edinburgh, EH12 9DQ, UK. Natick, MA 01760 Neo Psychiko 15451,
www.dysismedical.com Tet 844DYSISMED GREECE

Tel: +44 (0) 131 516 3944 Tel: +30 2106997730
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25.Essential Performance

DYSI®igital colposcopgenable clinicians to illuminate and visualize the cervix uteri so that they perform a
colposcopiexamination. Typically, colposcopy is performed on women that have been referred after a
screening test (cytology and/¢tPV indicated suspicion for disease. The purpose of colposcopy is to visually
evaluate the cervix, perform a series of assessmengs{iimportantly, the assessment of: acetowhitening,

iodine staining, vessel morphology, lesion morphology) and then decide (following national and local guidelines)
the appropriate management. Management options may include biopsy sampling for histopzitabdlo

diagnosis, discharge to routine screening, surveillance or immediate treatment. Diagnosis is only provided by
histopathology review of biopsy samples, and with respect to biopsy, the role of the colposcopist is to decide
which locations on the cervshould be biopsied and then take the samples.

CIHAftdz2NB (G2 LISNF2NY | O2ft Ll2aod2L¥ R2Sa-bangdsitaayfbeN? RdzOS
repeated at a later time. The progression of cervical disease is rather slow, so a few hows of dielay do not
introduce a risk.

The DYSISmap, included as a distinct additional feature on the DYSIS device, provides clinicians a means to obtai
an objective impression of the acetowhitening in a sirpleead way. Clinicians may (or may oke notto)

include the DYSISmap information in their assessrfigntas an element added to the list abgvé@he

DYSISmap is an adjunctive tool that does not suggest a diagnosis of a cervical condition and never obliviates the
need for a thorough visual colpospy. Furthermore, biopsiehosenbased on visual colposcopy should never

be canceledbecause of the DYSISmap.

The DYSISmap is an adjunct, and as such, a thorough colpasarpioation is performed irrespective of it.
Furthermore, the DYSISmap is not used to cancel an otherwise appropriate biopsy, so disease will not be missed
because of a DYSISmap failure.

Neither the DY SIBigital Colposcopror the DYSISmap are diagnasigs, and even more so, as colposcopy that
GKSe IINB dzaSR F2NJAad y20 AYyGSyYyRSR (2 LINBOGARS I RANS

In conclusion, use of DYSIS Digital Colposabpes not depend on essential performance.
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26.Technical Description

26.1. DYSIS Ua 2.0
General Information:

9 Product Name: DYSIS Ultra 2.0 Digital Colposcope

9 EC Product Class: Class lla, FDA Product Class Il

1 Weight of device = 69 or 84Kg (depending on version of BASE and ARMS)
Mechanical:

1 Monitor Arm (ARMD) 5 degrees of freedom (X, Y, Z, tilt and yaw)

9 OpticalHead Arm (ARM@)5 degrees of freedom (X, Y, Z, tilt and yaw)

1 Main Stand with 6 axis wheelbase (BASE)
PC Unit and Monitor:

1 DYSIS proprietary software running on Linux operatingByst

1 Motherboard:8~ Generation core i&PU; orboard GPU

1 RAM: 8GB, HDR:TB SSD256GB

1 1xUSBort

1 1x HDMIport

1 1 x Ethernet port

f Monitor - m ptéuchscreen monitoFull HD 1920x108Q##xels max resolution @ 60Hz
Imaging HeadUnit:

1 CMOSsensor

1 Resolution2802x 2100 pixels3>20 frames per second-20-line pairs per mnmesolution

¢ Digital interface: USB3

DYSIS Ultra 2.0 Digital Colposcope Power/Operation:

= =4 4 -8 48 -4 -9 -2

Frequency: 50/60Hz

Rated Input Voltage: 1640VAC

Rated Output12VDC

Start UpTime to Operation < 1 min

Operational Footprint Length, Width, Height (cm): 125 x 70 x 165
Idle Footprint- Length, Width, Height (cm): 70 x 70 x 165

DYSIS Ultra 2.0 Product Weight: 69Rgs packaging 80 Kg)
Packaging dimensiond.ength, Width, Heightcm): 83 x 83 x 143

Each DYSIS Ultra 2.0 Digital Colposcope system is accompanied by:

=A =4 =4 =4 =9

DYSI&cetic acid applicator

DYSIS declaration of conformity, EUR

DYSIS Ultra 2.0 Digital Colposcope quick reference guide
DYSIS calibration card

DYSI8alibration jig
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26.2. DYSIS Ultr8.0
General Information:
1 Product Name: DYSIS UIg8& Digital Colposcope
1 EC Product Class: Class lla, FDA Product Class Il
1 Weight of device = 84Kg
Mechanical:
1 Monitor Arm (ARMD) 5 degrees of freedom (X, Y, Z, tilt and yaw)
1 Optical Head Arm (ARM@) degrees of freedom (X, Y, Z, tilt and yaw)
1 Main Stand with 6 axis wheelbase (BASE)
PC Unit and Monitor:
1 DYSIS proprietary software running on Linux operatingeByst
1 Motherboard:8~ Generation core i&PU; orboard GPU
1 RAM: 8GB, HDD: 1, TBSD: 256GB
1 1xUSBort
1 1x HDMIport
1 1 x Ethernet port
f Monitor - m ptéuchscreen monitoFull HD 1920x108Q##xels max resolution @ 60Hz
Imaging Head Unit:
1 CMOSsensor
1 Resolution: 2802 x 2100 pixel20>frames per second, ~2ide pairs per mm resolution
¢ Digital interface: USB3

DYSIS Ultr&.0 Digital Colposcope Power/Operation:

= =4 4 -8 48 -4 -9 -2

Frequency: 50/60Hz

Rated Input Voltage: 1640VAC

Rated Output12VDC

Start UpTime to Operation < 1 min

Operational Footprint Length, Width, Height (cm): 125 x 70 x 165
Idle Footprint- Length, Width, Height (cm): 70 x 70 x 165

DYSIS Ultra.0 Product Weight: 69 K&lus packaging 80 Kg)
Packaging dimensiond.ength, WidthHeight (cm): 83 x 83 x 143

Each DYSIS UltBa0 Digital Colposcope system is accompanied by:

=A =4 =4 =4 =9

DYSIS acetic acid applicator

DYSIS declaration of conformity, EUR

DYSIS Ultra.0 Digital Colposcope quick reference guide
DYSIS calibration card

DYSIS calibrian jig
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26.3.

DYSIS View

Mechanical:

1

Optical Head Arm 2 degrees of freedon¥( Z)

PC Unit and Monitor:

1

= =4 =4 -4 -4

DYSIS proprietary software running on Linux operating system
Motherboard: 10" Generation core i&PU; orboard GPU

RAM: 8GBSSD128Gb

1 x multi port to connect to thetouch screen monitor

Monitor - m ptéuchscreen monitoFull HD 1920x108Q#txels max resolution @0Hz
WiFi:Intel® WAFi 6 AX201 (Gig+), 802.11ax

Imaging Head Unit:

1
f
f

CMOS sensor
Resolution2768x 2076 pixels, 20 frameger second~20line pairs per mm resolution
Digital interface: USB3

DYSI¥iew Digital Colposcope Power/Operation:

=4 =4 4 -8 48 -4 -4 9 9

Frequency: 50/60Hz

Rated Input Voltage: 1640VAC

Rated Output12VDC

Fuse:12VDC10A operating speed and breaking capacity

Start UpTime to Operation <1 min

Operational Footprint Length, Width, Height (cm): 125 x 70 x 165
Idle Footprint- Length, Width, Height (cm): 70 x 70 x 165
DYSI¥iewProduct Weight7Kg(Plus packagini0 Kg)

Packaging dimensiond.ength, Width, Heighcm): 83 x 83 x 143

Each DYSMiew Digital Colposcope system is accompanied by:

1

)l
)l
)l

DYSIl&cetic acid platform applicator
DYSIS declaration of conformity, EUR
DYSIS calibration card

DYSIS calibration jig
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27.6060%1-2 DATADYSIS Ultra 2.0)

¢cF-oftSa 2F IFdzZARIYyOS FyR YIydzZFl OGdzZNENRAE RSOfFNIGAZ2Y N
6060%1-2:2015.Data extracted from Eurofins York EMC Test ReddifBR2 as summarized in Test certificate
5109TC1.

EN606011-2: 2015

MedicalelectricalequipmentPart1-2: Generalrequirementsfor basicsafetyandessentialperformance- Collateralstandard:
Electromagnetic disturbances Requirements andests

For Professional Healthcare Facility Environment

Reference Standard Levels Result
Emissions
Conducted RF Class A Pass
emission Mode 1
EN55011:2009+ Mode 2
A1:2010 At 230V 50Hz and 110V 60Hz
Radiated RF emission Class A Pass
(Enclosure) EN55011:2009+ Mode 1
A1:2010 Mode 2
Harmonic Distortion A Pass
EN610063-2+A1:2009+A2:2009 Mode 1
Voltage Fluctuations and PIt Pst Pass
Flicker EN61006G-3: 2013 Dmax

Mode 1
Immunity

Enclosure Port

Electrostatic +2, 4, 8, 15kV air Pass
Discharge +2, 4, 6, 8kV contact
EN6100&4-2: 2009 Mode 1
Radiated RF EM fields 3Vim Pass
EN6100&4-3: 2006+A1:2008+ 1S1:2009+A2: 2010 80-2700MHz

Mode 1
Proximity fields from RF wirelepsotos equipment As detailed below and in section 8.10 Pass
EN61006&4-3: 2006+A1:2008+ 1S1:2009+A2: 2010 standard

Mode 1
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EN606011-2: 2015

MedicalelectricalequipmentPart1-2: Generalrequirementsfor basicsafetyand essentialperformance- Collateralstandard:
Electromagnetic disturbances Requirements andests

For Professional Healthcare FacilBnvironment

Reference Standard Levels Result
Test Band Service Modulation Maximum Distance Immunity Test
frequency Power Level
(MHz) (MHz) (W) (m) (V/m)
Pulse Modulation
385 380-390 TETRA 18Hz 1.8 0.3 27
FM
450 430470 GMRS 460 +5kHz deviation 2 0.3 28
FRS460 1kHz sinewave
710
745 Pulse Modulation
704787 LTE Band 13, 17 217Hz 0.2 0.3 9
780
810 GSM 800/900
TETRA 800
870 i
IDEN 820 Pulse Modulation
800-960 CDMA850 18Hz 2 0.3 28
LTE Ban8
930
1720
1845 GSM 1800; CDMA 1900; Pulse Modulation
1700 GSM 1900; DECT; LTE 217Hz 2 0.3 28
1970 1990 Band 1, 3, 4, 25; UMTS
Bluetooth, WLAN, 802.11 Pulse Modulation
2450 2400 b/g/n, RFID 2450, LTE 217Hz 2 0.3 28
2570 Band 7
5240
5500 Pulse Modulation
5100 WLAN 802.11 a/n 217Hz 0.2 0.3 9
5785 5800
RATED power frequency magnetic 30A/m N/A
fields EN 6100@-8:2010 No magnetically sensitive parts

Input a.c. power Port

Electrical Fast Transients / Bursts EN618@02012 +2kV Pass
100kHz repetition frequency
Mode 1
Surges 0.5 and 1kV line to line Pass
EN6100&4-5:2006 +0.5, 1 and 2kV line to earth
Mode 1
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EN606011-2: 2015

MedicalelectricalequipmentPart1-2: Generalrequirementsfor basicsafetyandessentialperformance- Collateralstandard:

Electromagnetic disturbances Requirements andests
For Professional Healthcare Facility Environment

Reference Standard Levels Result
Conductedisturbances induced by RF fields 3Vrms Pass
EN 610001-6: 2014 0.1580MHz

6Vrms in ISM bands between 0.15MHz

and 80MHz.

The ISM (industrial, scientifand medical) bands

between 0.15MHz and 80MHz are 6.765MHz t

6.795 MHz; 13.553MHz to 13.567MHz;

26.957MHz to 27.283MHz; and

40.66MHz to 40.70MHz

Mode 1
Voltage Dips and Interrupts 0% W; 0,5 cycle Pass
EN 61004-11:2004 at 0°, 45°, 90%35°, 180°, 225°,

270° and 315°

0% U; 1 cycle

And

70 % W; 25/30 cycles

Single phase: at 0°

0 % &, 250/300 cycle

Mode 1

230V and 100V
Input DC Power Port
Electrical Fast +2kV N/A
Transients / Bursts 100kHzepetition frequency No DC port
EN6100&4-4:2012
Surges +0.5 and+1kV line to line N/A
EN6100&4-5:2006 +0.5, 1 and 2kV line to earth No DC port
Conducted disturbances induced by RF fields 3Vrms N/A
EN 610001-6: 2014 0.1580MHz

6Vrms in ISM bands betwe@15MHz and

80MHz.No DC port
Electrical Transient conduction along supply lines ISO263 Not applicable N/A
Patient coupling port
Electrostc Discharge EN6168@: 2009 +2, 4, 8, 15kV air N/A

+2, 4, 6, 8kV contact No patient
couplingport
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EN606011-2: 2015

MedicalelectricalequipmentPart1-2: Generalrequirementsfor basicsafetyandessentialperformance- Collateralstandard:
Electromagnetic disturbances Requirements andests

For Professional Healthcare FacilBnvironment

Reference Standard Levels Result
Conducted disturbances induced by RF fields EN 62@®014 3Vrms N/A
0.1580MHz
6Vrms in ISM bands between 0.15MHz 4
80MHz.

No patient coupling port

Signal input/output parts Port

Electrostatic Discharge EN6108@: 2009 +2, 4, 8, 15kV air Pass
+2, 4, 6, 8kV contact
Mode 1
Electrical Fast Transients / Bursts EN610@02012 +1kV Pass
100kHz repetition frequency
Mode 1
Surges 0.5 andt1kV line to line N/A
EN6100&4-5:2006 +0.5, 1 and 2kV line to earth No
outdoor cables
Conducted disturbances induced by RF fields EN 64@®014 3Vrms Pass
0.1580MHz

6Vrms in ISM bands between

0.15MHz and 80MHz.

The ISM (industrial, scientifand medical)
bands between 0.15MHz and 80MHz 4
6.765MHz to 6.795 MHz; 13.553MHz

13.567MHz; 26.957MHz to 27.283MH
and

40.66MHz to 40.70MHz

Mode 1
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28.606011-2 DATA (DYSIS Ult80)
¢ oft84 2F JdzARFYOS | v Regarding elzttiodaruieBriigians &8 Of I NI G A

immunity as per EN 60601-2:2015. Data extracted from Eurofins York EMC Test Report 6017TR1 as
summarized in Test certificate 6018TC1.

IEG606011-2: 2014+ A1:2020
EN6060-1-2: 2015+ Al1:2021
Medical electrical equipment Part 1-2: General requirements for basic safety and essential performance -Collateral
standard:Electromagnetidisturbancesc Requirementsand tests
ForProfessionaHealthcareFacilityEnvironment
ReferenceStandard | Levels | Result
Emissions
Conducted RF emissi&@N55011:2016+ Clas8B Pass
A1:2017+A11:2020 Testedn Modes1 & 2
Radiated RF emission (Enclosure) Clas8B Pass
EN55011:2016A1:2017+A11:2020 Testedn Modes1 & 2
Harmonic Distortion A Pass
EN610063-2: 2019 Testedn Modes1 & 2
\Voltage Fluctuations and Flicker PltPst Pass
EN610068-3: 2013 Dmax

Testedn Modes1 & 2
Immunity
EnclosurePort
ReferenceStandard Levels Results
Electrostatic Discharge +2, 4,8, 15kVair Pass
EN6100&4-2: 2009 +8kVcontact

Testedn Modes1 & 2
RadiatedRFEMfields 3V/m Pass
EN6100&4-3: 2006+A1:2008451:2009+A2010 80-2700MHz

Testedn Modes1 & 2
Proximityfields from RFwirelesscommunicationsquipment | Asdetailedbelowandin section8.100f standard Pass
EN6100&4-3: 2006+A1:2008451:2009+A2010 Testedn Modes1 & 2
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IEC6060E1-2: 2014+ A1:2020
EN6060-1-2: 2015+ A1:2021
Medical electrical equipment Part 1-2: General requirements for basic safety and essential performance -Collateralstandard:
Electromagnetidisturbancesg Requirementsand tests
ForProfessionaHealthcareFacilityEnvironment
ReferenceStandard Levels Result
Test Band Service Modulation Maximum Distance ImmunityTest
frequency Power Level
(MHz) (MHz) W) (m) (VIm)
PulseModulation
385 380-390 TETRA 18Hz 1.8 0.3 27
FM
450 430470 GMRS 460 45kHz deviation 1kH 2 0.3 28
FRS460 sinewave
710
745 704787 LTEBand 1317 PulseModulation 0.2 0.3 9
217Hz
780
810 GSM
870 800/900
800960 TETRA00 PulseModulation 2 0.3 28
iDEN 820 18Hz
930 CDMA850
LTEBand 5
1720
1845 17001990 GSM 1800; CDMA 1900; | PulseModulation 2 0.3 28
GSM 1900; DECT; LTE Bal 217Hz
1970 1,3,4,25;UMTS
Bluetooth, WLAN802.11 PulseModulation
2450 24002570 | b/g/n, RFIR450,LTEBand7 217Hz 2 0.3 28
5240
51005800 WLAN302.11a/n PulseModulation 0.2 0.3 9
5500
217Hz
5785
RATED power frequency magnetic fields 30A/m N/A
EN610004-8:2010 Not applicableg no magneticallysensitivedevices
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IEG5060%1-2: 2014+ A1:2020
EN6060-1-2: 2015+ Al1:2021

Medical electrical equipment Part 1-2: General requirements for basic safety and essential performance -Collateralstandard:
Electromagnetidisturbancesg Requirementsand tests
ForProfessionaHealthcareFacilityEnvironment

EN610004-11:2004

at0°,45°,90°,135°,180°,225°,270°and315°
0% ;1 cycle

and

70 % U; 25cycles

Singlephase:at 0°

0 % U; 250cycle

Testedn Modesl & 2

ReferenceStandard Levels Result
Proximitymagneticfields Asdetailedbelowandin section8.110f standard Pass
(Tablell)
IEG6100064-39:2017 Testedn Modesl & 2
EN610004-39:2017
(Not UKASccredited)
Input a.c.power Port
Electrical Fast Transients / Bursts +2kV Pass
EN61004-4:2012 100kHzepetition frequency
Testedn Modes1 & 2
Surges +0.5and 1kVlineto line Pass
EN61004-5:2014+a1:2017 +0.5,1 and2kVline to earth
Testedn Modesl & 2
Conductedlisturbancesnducedby RFields 3Vrms Pass
EN610004-6: 2014 0.1580MHz
6Vrmsin ISMbandsbetween0.15MHzand
80MHz.
The ISM (industrial, scientific and medical)
bands betweer0.15MHz and 80MHz are
6.765MHz to 6.795 MHz; 13.553MHz to
13.567MHz26.957MH#o0 27.283MHzand
40.66MHzo 40.70MHz
Testedn Modesl1 & 2
\VoltageDipsand Interrupts 0 %UT; 0,5cycle Pass
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