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Disinfectants for System Surfaces (With Monitor)

The following disinfectant matrix indicates which disinfectants are compatible with specific system

areas.

Please be cautious to avoid damage by only using approved disinfectants on areas listed.

No Product Name Active Ingredient Manufacturer Type Body Control Monitor
Surface | Panel
Accel®
1 INTERVention™ Hydrogen peroxide Diversey Wipe O * O
Wipes
Accel® Prevention . . .
2 Wipes Hydrogen peroxide Diversey Wipe * O
ANIOSURF Premium Quaternary Laboratoires
3 NPC Ammonium Anios Liquid O O O
(N-Alkyl)
Avert Sporicidal Sodium us
4 - P . Headquarters Liquid O
disinfectant cleaner hypochlorite .
Diversey, Inc.
5 AZO detergent wipe | Isopropanol (70%) SynerggdHealth Wipe * O
2methyl-2h-
isothiazol-3-one Synergy Health )
6 Azomax polyhexamethylene Ltd Wipe * O
biguanide
CLEANISEPT® WIPES Quaternary DrSchumacher |
7 FORTE Ammonium GmbH Wipe O * O
(N-Alkyl)
8 Clinell Detergent Lauryl Polyglucose, GAMA Wibe 0 .
Wipes (Yellow) Butoxydiglycol Healthcare Ltd P
Clinell Sporicidal Y GAMA .
? wipes Citric acid Healthcare Ltd Wipe O O
Clinell Universal Quaternary
10 Sar'1t|t|S|ng.W|pes Ammonium GAMA Wipe * O O
(Clinell Universal Healthcare Ltd
. (N-Alkyl)
Wipes)
Clorox Healthcare® .
1 Bleach Germicidal H Sggﬁjlcr;ite TQ:H?ZLOX Wipe O O O
Wipes yp pany
Clorox reqular .
12 (Clorox regular1: H Szgmcr;ite Tgfnflc;rnox Liquid O O O
water10) yp pany
13 CN'F Alcohol Neo Medical Liquid * O O




No Product Name Active Ingredient Manufacturer Type L) Sl Monitor
Surface Panel
Dispatch@ Hospital
14 | Cleaner Disinfectant Té\;nflzrnox Wipe O O
Towels with Bleach pany
15 Ecolab Actichlor Adipic acid, Sodium Ecolab Tablet 0 O
Tablets Carbonate
Quaternary
16 ED Wipes Ammonium MH healthcare Wipe O O O
(N-Alkyl)
Quaternary
17 Enzy\fveipzsPLUS Ammonium Wooil C&Tech Wipe O O O
P (N-Alkyl)
18 Ethanol 80% Ethanol 80% All manufacture | Liquid * O
19 | Incidin™ Oxy Wipe | Hydrogen peroxide ECOLAB Wipe * O O
. . Quaternary
0| MmN | e | (2SR | e |- | O
(N-Alkyl)
21 Oxivir® Th Wipes Hydrogen peroxide Diversey Wipe * O O
LANXESS
22 Perasafe Citric acid Deutschland Powder O O O
GmbH
PROTEX® ULTRA Quaternary Parker
23 DISINFECTANT Ammonium Laboratory Inc Wipe O O O
WIPES (N-Alkyl) yne
24 saFeudg Medical Alcohol Liebecos Wipe * O O
wipes
. - Quaternary
25 saFea\(jV? Seinsmve Ammonium Liebecos Wipe * O O
P (N-Alkyl)
- .
2% Sani Clqth Active PDI Wipe ) .
wipes
Sani-Cloth® Sodium
27 bleach Germicidal . PDI Wipe O O O
) ) Hypochlorite
Disposable Wipe
Sani-Cloth® .
28 Detergent wipes PDI Wipe ¥ ©
Sani-Cloth® Quaternary
29 HB Germicidal Ammonium PDI Wipe * O O
Disposable Wipe (N-Alkyl)




No Product Name Active Ingredient Manufacturer Type L) Sl Monitor
Surface Panel
SciCan Optim
33TB Surface . . .
30 CleaneDisinfectant Hydrogen peroxide SciCan Wipe * O
Wipes
Quaternary Advanced
31 Sonoblvlitrsssound Ammonium Ultrasound Wipe * O O
P (N-Alkyl) Solutions Inc.
Super Sani-Cloth® Quaternary
32 Germicidal Ammonium PDI Wipe * O O
Disposable Wipe (N-Alkyl)
Super Sani-Cloth® .
33 Plus Wipes PDI Wipe * O
Quaternary . -
34 Surfa’safe Ammonium Labz:ai(t)c:res (ngru;d) O O O
(N-Alky) pray
. Schiilke & Mayr -
®
35 terralin® liquid Alcohol GmbH Liquid * O
36 Tristel duo Chlorine dioxide TrlstelLStc(;lutlons Foam * O O
37 Tristel S.porludal Chlorine dioxide Tristel Solutions Wipe . o o
Wipe Ltd.
Trophon® companion Quaternary Nanosonics
38 Eleanin wipes Ammonium Limited Wipe * O
gwip (N-Alkyl)
Quaternary . -
39 T-Spray Il Ammonium ll:r:;rvr:;giztllc;]acl (lélqru;d) O O O
(N-Alkyl) NG| topray
Tuffie large Ethylan CPG, )
40 detergent wipes Betain 810 Vernacare Wipe ¥ O
41 Virkon S Potassium Lanxes§ Powder O O
peroxymonosulfate Corporation
Wip'Anios Excel Quaternary Laboratoires
42 P wines Ammonium Anios Wipe O O O
P (N-Alkyl)
Yuhanrox regular .
Sodium -
43 | (Yuhanrox regular1: . Yuhan clorox Liquid O O @)
Hypochlorite
water10)
O | Compatible

If the disinfectant is used on non-approved area, it may result in surface cracking or discoloration.




CAUTION:

>

Using an inappropriate disinfection procedure may damage the system. Make sure that you
check the disinfectant’s expiry date.

Mix the disinfectant solution to the strength specified on the instruction of the disinfectant
manufacturer.

When using a disinfectant, wipe it carefully with a soft cloth.

Airdry the device according to the disinfectant manufacturer’s instruction, or remove water
from all surface of the device using a sterile, lint-free cloth.

Examine the device for damage such as cracks, splitting, sharp edges, or projections.

If such damage is found, discontinue use of the device and contact your Samsung Medison
representative.

Repeated use of disinfectants may cause discoloration.



Using Ultrasound Gel

For successful acoustic signal transmission, please only use the ultrasound gels approved by
Samsung Medison.

A

/N

WARNING:

P> The use of inappropriate ultrasound gels could result in damage to the probe. Using
damaged probes may result in electric shocks and other hazards to the patients and/or users.

P> Do not use ultrasound gels or coupling media that contain any of the following agents:

- Qils such as mineral oil, cooking oil, gasoline, solvents, rust inhibitors, lanolin,
paraffin-based grease, ester, and excessive silicon-based release agents;

- Alcohols, such as acetone, methanol, and plasticizer (dioctylphtalate), or denatured
alcohol;

— Glacial acetic acid and iodine; or
- All types of lotion or gel that contain aromatic substances

CAUTION:

P> When applying the ultrasonic gel to the probe, make sure that the tip of the gel tube does
not touch the surface of the probe lens.

P> The tip of the gel tube may cause damage to the probe lens.




Cleaning, Disinfecting, and Sterilizing the Probe

All probes must be cleaned and disinfected after each use. Cleaning is an important procedure that
must be carried out before disinfecting the probe. Forinformation on cleaning and disinfecting the

probe, please referto ‘Cleaning, Disinfecting, and Sterilizing the Probe’ in the ‘Probes’ chapter of the
user manual. Using an inappropriate disinfectant may damage the probe.

WARNING:
A P Always use protective equipment such as face mask, eyewear, and gloves when cleaning,
disinfecting, and sterilizing probes.

P Inspect the housing, strain relief, lens and seal for damage, and check for any functional
degradation after cleaning and disinfecting the probe.

P> Using an inappropriate cleaning or disinfecting agent may damage the probe.

== Information on Detergent, Disinfectant, and Ultrasound Gel

m Reprocessing Method by Probe Type
To maintain the performance of ultrasound probes, proper maintenance is required.

As ultrasound probes are classified into critical, semi-critical or non-critical devices based
on the standards of FDA guidance* and the Hygiene Requirements for the Reprocessing of
Medical Devices from Germany guideline of Robert Koch Institute (RKI), proper cleaning
and disinfection or sterilization methods for that classification should be used. Therefore,
you should use the cleaning, disinfection, and sterilization methods appropriate for each
classification.

Choosing the Correct Probe-Care Method in below Table

Classification Criteria Contact Area Application Probe Level Selection
Non—crltlcgl medical Intact skin Curved, Linear, and Low level disinfection
devices Phased array probes
Seml—crltlc.al medical Mucous membr.ane, Endocavity, MPTEE High level.dllsmfectlon
devices damaged skin or sterilization
Critical medical devices Blood, St:t:le tissue, Intraoperative Sterilization

* Guidance for Industry and FDA Staff — Marketing Clearance of Diagnostic Ultrasound
Systems and Transducers - Appendix E

* The FDA reprocessing guidance ‘Reprocessing Medical Devices in Health Care Settings:
Validation Methods and Labeling, Guidance for Industry and Food and Drug Administration
Staff’ March 17, 2015, (https://www.fda.gov/media/80265/download)

The care method foryour probes determines the appropriate disinfectant foryour probe.
An appropriate detergent, disinfectant or ultrasound gel should be used for all probes.
For details about compatible detergent, disinfectants, and ultrasound gel, please see
‘Disinfectants Matrix’ on Samsung Medison website and the User Guide.

P> User Guide: This is provided as a booklet upon purchase of the product.
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Disinfectants Matrix 3D Convex Endocavif Linear Phased Array cw TEE
ot Name | e | ony | donare | gt | O ncag] 302 3968 gl v huasl 3069 | v || YA e cha e v O |camn| coses | o oo 29 | o | 28 | G| 2 o isron| 1 | v | 8 | s ke e | B | BV e v e | BRTOR a1 3T | SR US| U | | 5 s 57O i s ] P29 sl "t | P8 | s | vz cwao) cuso s TS
. e Lovel 1 CV1-8AD 3D2-6ET| ™| 3D4-8ET 3D4-9ES Ve-12 CAT-7AD Q2-41C Q8D | “epy.g (CAZ9AD 10ED CF4-9 9/10ED | 9/10ED EA2-1IAV 147 L3080 | Ls3 | LSES | LA-148BD 4 50 L5131 | L7-161S PE2-4 prgca | P42 - . MpT3-7
1| Cleaner Alkezyme | Liquid | Cleaner Alkapharm Protealytic Enzymes [¢]
2| Cleaner (ideyme | Liquid | Cleaner w”i;vuod\:(‘t‘su N Proteolytic Enzymes 0 0 ¢] o] o| o o] o0 ¢] o o] X 0 o |0 0 0 o |0 ¢] 0 o] o 0 ¢} 0 o] 0 0 0 o 0 0
3| Cleaner Tmm?_’”niﬂ(go‘mm” Wipe | Cleaner | Nanosonics Limited  (Quaternary Ammonium{N-Alkyl) o] o] O o] e} e} 0 0
4| Cleaner Enzol Liquid | Cleaner | Johnson&Jof Proteolytic Enzymes ° [] [ [ ] [] [] o] ° [ ] [ ] [] [] [] ] ] e (O] @ [ ] [0) [0) [0) ] 0 ]
5 | Cleaner Ethanol 5% | Liquid | Cleaner |  Allmanufacure Aleohol
6 | Cleaner |isopropylalconol70%| Liquid | Cleaner | All manufacure Alcohol ] ] 0] [0 o] ] 0] o) o] o) o) o) X o) 0] ] ] 0] [0) [0) 0 0 0] ] ] ] ] ] O ]0] O ] 0] [0) [0) [0 ] ]
7| Cleaner Kenyme | Liquid | Cleaner Steris Protealytic Enzymes ] ] 0] o) 0] 0(10)] O(10) ] 0] [0 o) o) 0 o) o) o) X o) o] 0] 0] [0) o] 0 [0 [0) o] ] ] ] ] O |0] O 0] [0) [0) [0) 0] o]
8| Cler M;é‘:;:gém Wige | Clener M‘K;u‘r;ﬁmﬂc"‘a“ Nl 0 0 0 X olol] oo ol x1|o 0 ololo o| o 0 0 ol o 0 0 o 0 0
9 | Cleaner Metriyme | Liquid | Cleaner Metrex Proteolytic Enzymes ] X X 0] ] ] 0] [0) X o) o] o] o) X 0 0 0] 0] 0] 0 [0) 0] ] ] 0] ] o] 0] ] 0 0] [0) [0) [0) 0] ]
10 | Cleaner | AniosymeDD! | Liquid | Cleaner Anios Proteolytic Enzymes [0) [0 o) o) ] [0) 0] 0 0 o] 0]
11 isfectnt| Pm‘”fu“r‘a”;““”‘ spy | Low | POUETERORS o] O 0 0 0 ol o] o 0 0 o | o 0 olololol o 0 o) 0 0 0 0 o 0 0
12 istecans| IS g |y s tenaydmoinivdll] O | O 0 0 ol oo 0 ololo 0 0 X X o 0 X
3 isfecant| ;ﬂf{&ﬂ”ﬂmgi Wipe | Low | GAMA Healthare 1d (QuterayAnnorilAll)l @ | @ | @ (@ | @ | @ | @ | @ o 0o | o e 0 0| 0 0 0 0 0 0| 0 0 o o 0o o o o o o o0 0|0 o o o ° ° ° o (06| 0 0 0 0 0 o 0 o 0 0 o 0 o o 0o 0o o o 0o o o o
14 |Disinfectants|  Aepti-Wipes | Wipe | Low Ecolah (Quaternary Ammonium{N-Alky]
15 |Disinfectants| Asepti-Wipesll | Wipe | Low Ecolah (Quaternary Ammonium{N-Alky] [ ] [ ] [] [] [] [] [ ]
16 |Disinfectants|  Bleach5.25% | Liquid | Low All manufacure Sodium Hypochlorte o]
17 |Disinfectants| ~ Cailipes Wipe | Low Metrex Alcohol [J ] ] X ] [J X X X X ] ] ] ] [ [ [ [ o o
8 leniseptWipeforte| Wipe | Low | DrSchumacher GmbH |Quaternary Ammoniumit-Alyl] @ [ [] [] [ ] ° [] [ ] [ ] [ ] [ ] [ ] [ ] [] [] [] [ ] [ ] [] [ [] [] [] [] [ [ ] [ ]
19 |Disinfectants| (CleaniseptWipes | Wipe | Low | DrSchumacher GmbH |Quatemnary Ammonium(t-Alyl)| @ [ ] e |05 @ [] o) | O [] [] [] [] [] [] [] [ [ [] [] ] ] [] ] ] [] [] ] ] ] ]
20 |Disinfectants|  GigaseptAF | Liquid | Low Schulke (Quaternary Anmonium(i-Aldl] — © 0] [0) 0] 0] o] 0 0] 0] 0(30) ] [0) [0) 0] [0) 0O(30) o 0] 0(30) o] o] 0] [0) [0) 0(30)[O(30) 0(30)
0 |Disinfectants| IncidinFoam | Spray | Low Ecolah (Quaternary AmmoniumiN-Alkyl|
20 |Disinfectants|  MetriWipes Wipe | Low Metrex Alcohol
2 [Disnfectats| M“‘"”Sf)?u“tg;‘“”“ Liguid | Low Miton SodumHypoclote 0 0 o) 0 oo o|lo| o o} o) o} oo ol o] o ol o o) 0 ol o 0 o|lo]o]|olo|o 0 0 ol o
U |Disinfectants|  Nuclean Liquid | Low Alkapharm Alcohol ] 0] o] 0] 0 o] o 0 [o] X o 0] 0] 0] o] o 0] X X o] 0] 0 9] ( 0]
25 |Disinfectants| Sani-Cloth Active | Wipe | Low POl (Quaternary AmmoniumN-Alyl] @ ] [ [ [ e |0 [ ] ] [ [ [] [ [ [ °
26 [Disinfectants| Saeﬂe‘r;\mf Wipe | Low POl (Quaternary Ammonium(N-Alky| L] L[] L[] L[] L[] [ ] [] []
o [t SHOS ye | ay W eyl @ | @ ° 0 °o| 0 . ) o | o ° x| x| x|e]| e ° ° ° . X x| o] o e . X oo e
28 i, LS | g |1 0l Skt | @ | @ ° . o] o ° . ) o | o | o ° o oo 0|0 0| o ° ° ° . . oo 0|0 . . oo o
29 | Cleaner Endozime | Liquid | Cleaner |The Ruhof Corporation|  Proteoltic Enzymes 0] 0] o] [e] [¢] 0] [0) [0) 0 0 [ [ o] [¢] o] 0
30 |Disinfectants|  Sen-ClothHB | Wipe | Low POl (Quaternary Anmoniumii-Alkyl] @ X X | @ |030)] @ [ [ [ [ o o [ [ [ [ o o X (30 [ [ [ [ o (30| @ [ [ ° o(30) | @ o (0(30) @ [ [ o (0| o [ o [ [ o |0(30)|0(30) e(30)| @
31 |Disinfectants|  Sani-ClothPlus | Wipe | Low POI (Quatemary Anmoniumii-Alkyl] @ [ ] ] ] ] ] [ ] [ ] ] ] ] ] ] ] (] [ [ o (0| O [ ] ] [
3 |Disinfectants|  Septiwipes | Wipe | Low MEDICALIS  |Quaternary AmmoniumiN-Alkyl) o |0(15) e |0 [] [] [] [] ° ° °
0 it Somis | e | Low (LU gt ) @ ° ° o | o . oo |0 o | o o o o o .
34 |Disinfoctants|  Ster-BacBlu | Liquid | Low Ecolab (Quaternary Ammonium{N-Alkyl| X X 0 0(50) o] 0(50) 0(50) 0(50) 0 0(50)[O(50) 0O(50)
35 |Disinfectants| SuperSani-coth | Wipe | Low POI (Quaternary Anmoniumii-Alkyl] @ [ ] ] ] ] o ] ] ] X X X ] ] ] [ [ [ o [ [ [
36| Claner | Tensepticspry | Spray | Cleaner Pafk”ﬁnbf”’“”“r Alathol 0 0 0 0 o) 0 0 0(20) olo|olo] O 0 o15) o] 0 0(15) 0 o |oms)| o | o 0 0 0(15)| 0(15) 0(15)
37 [Disinfectants| ~ T-Spray Spray | Low m@;;ﬁ;‘ﬂ (Quatemary Anmoniumii-Alkyl] O ] O |0 O 0|l 0|0 O | 00) [¢] o] o] 0] 0] ¢} o] o] 6] 6] 6] X O ]0(20) 0] 0O 0O ¢} ¢} 00| O e} ¢} 0] 0(0) | O o] ] ] ] o] o] o] o |0] O ] 0] 0O o |0 ¢} O |0(20)|O(20) 0(20)
38 Disiectants| ~ TSpayl | Spray | Low ";”ﬂm;xt‘fﬂag QueterarpAnnoninVAlll O | O | O |O| O |0 | O | O 0| O |0 o] o} o| o ol o o} olo]| o x | 0 |00 o|lo|lo]o| o oRo|o| o o] o ool o|olololololo|lololololo|lo]|ol|o] ol o |oyor 0(20)
3 |Disinfectants|  Anioxyde1000 | Liquid | High Anios Peracetic Acid ] o] 0] 0 0] 0] 0] ] 0] X X o] 0] [o] 0 o |0 0] 0] 0] 0] 0] X 0] o 0 0] 0 o] 0 o] 9] 0] 0]
40 |Disinfectants| Cidex Liquid | High Products Glutereldehyde 0] 0] O |0 O O |0(0)| O O | 00| O (O] o] (0] O O ] O O o] O O |0(50) 0] (0] (0] O |0(50)| O(50) 00| O o] O [0} 0] 0(50) | O O [0(0)| © 0 0] o 10| O [0} (0] [0} [0} O 0] (0] O |0(50) o]
0 [Disifectants| ~ CidexOPA | Liqid | High ‘””;r“‘]d‘u:‘t‘;‘ AN Ortho-phthelaldehyde 0 o| o lo| O oms)| 0| O |o(s)| ons) | 0ns) ololo| o o |0o| O o|lo| O 0 o] 0 0 o | O |o0s) ¢| O ® | & | & (005 O15) O |om)| O O 0 0 0 o) | 0| O [oms) O | O 0 0 0 ololo|o|O]| O olo]| o O [o()|ons)| O (o) O | @
@ |Diifectonts| - CdexPs [ Liguid | High |5 FT Gltrddeyde o|lo| ool o O | O |0@5)] 005 o|lo|o|o| o o|lo|olo|oj]Oo]oO o} o]0 0 O (o5 o | O] O O | O | O |o@)|ors)| O 0 (o) o] O ¢} 0 o@Rs) | O | O [0S O | O 0 o|lo|lo|ojojoOo|Oo|]O]|]O|O|O 0O |0@5)|0@s)| O |o@s)| O
43 |Disinfectants|  Gigasept Liquid | High Schulke formaldehyde] X X 0(30) X
44 |Disinfectants| ~ GigaseptFF | Liguid | High Schulke Sucindialdehyde X X X O |0(B30)] x 0(30) | O(30) 0] 0 |0 * X X 0 0(30) ] ] 0] O |0(30)] O(30) 0(30) X X 0(30) X X 0(30)[0(30)] O |O(30)
45 |Disinfectants| ~ Hibitane Liguid | High | RegentMedical | Chlorheid 0(30) O(30)] O(30) 0(30) 0(30) 0(30)[0(30) 0(30)
4 Disinfectants| ~ Metricide | Liquid | High Metrex Glutaredehyde ] X O | 0 ]0(0)| O O | O(50) | O(50) o] 0 0] 0 0] 0 0(50) X X x_|0(50)] O(50) 0O(50) o] 0 0 0(50) O 0(50) 0 0 [¢] D [¢] 9] 0] [¢] o]0 0O(50) 0
47 |Disinfectants|  Metricide28 | Liquid | High Metrex Clutaraldehyde o] 0O 0 O o] [¢] o] 0O 0 [¢] 0 O ] (0] [P Ne] [¢)
48 |Disinfectants]  Metride30 | Liguid | High Metrex Clutaraldehyde 0 0] ¢} ¢} o] 0 [¢] 0 0] 0] [¢) [¢] [¢] o} o] o] o] 0] 0 0O ]0 [¢)
49 |Disinfectants| Metricide OPAPlus | Liquid | High Metrex Ortho-phthalaldehyde (] ] 0] 0O 0O 0O (] 0O 0O [¢] o] o] [¢] ] (] 0] 0] 0] [¢) [¢) ¢} [¢) o] o] 0 X (] (] X X ] 0] 0]
50 ittt Qo2 | i | i | TV | g 0 0 0 0 olol| x | o o|o]o 0 ololo ol o] oo x| o 0 0 o 0 0
51 |Disinfectants| ~ Omnicide?d | Liquid | High ME(TUR;;(?&ZTE\%%CH Glutareldehyde o] 0 0 0 olol o 0 o 0
2 ptecnts| - Omies | i | bigh | "R | e o | o o | o 0 0 ololo 0 ol o 0
53 |Disinfectants|  PeraSafe* | Powder| High Dupont Citrc Acd o] [¢] X X O |005)| O O(15)| O(15) | O(15) | O o] ] o] o o o o o@s)] o X X X x_100(15)] 0(15) o] 0(15) X o] 0o(15) o] o] 0o 0] 0(15){ O(15) 0(15)
54 |Disinfectants|  SalvaniospH7 | Liquid | High Anios Clutaraldehyde
55 |Disinfectants] SalvaniospH10 | Liquid | High Anios Clutaraldehyde 0] [0) 0] [0} [¢]
56 |Disinfectants| Sekuseptxtra | Liquid | High Ecolah Clutaraldehyde X X
57 |Disinfoctants|  SekuseptPlus | Liuid | Low Ecola Glucoprotamin O(30)] O(30)
58 |Disinfectants]  Sporox Liuid | High | DSHealthcareInc. Hydrogen Peroride ] X X X 0] [0) o] 0 0] [¢) 0 0 o) [e) [e) X 0 0] 0] [0) X [0) [e] 0 X [0) X 0] X o] 0 [¢] 0] 0] [0) [¢] o]
59 |Disinfectants|  Sporadl Liuid | High | DSHealthcareInc. Hydrogen Peroride 0 X X X 0] [0) [¢) o] 0 0] [¢) 0 0 [¢] 0 0 X 0 0] 0] [0) X 0] [0] 0 X [0) X [0] X o] 0 [¢] 0] [0] 0] 0] 0]
60 [Disinfectants| ~ Steranios2% | Liquid | High Anios Clutaraldehyde [0} 0 o] [¢] [¢) [¢) o] 0 0O 6] ] (0] [¢) [¢) (0]
61 |Disinfectants| REVITALOX RESERT | Liquid |  High Steris Hydrogen Peroride o] ¢} 0] 0] e} e} 0 0 (o) 0 [0} ¢} ¢} ¢} ¢} O e} ¢} e} 0 (0] e} o] 0 o] [0} ¢} ¢}
62 |Disinfectants] Surfacesautes | Spray | High Anios Clutaraldehyde o]
63 Disifectants| ~ TristelDuo | Foam | High Tnstf_‘lmSﬂleu;wns Chlorinediovide 0 0 Ol O |&| & 0 0 0 o| x| O ¢} o] X o |e ¢ | ¢ ¢ O * * o O 0 0 0 X X 0 0 0 o] 0 0
8 porcidlWipe| Wipe | High T”S‘f“msft‘e“;“’”s CHore doide o |o ol o o o} o|o ol o o) o) 0 o|lo|olo ol o o) 0 0 o|lo|o]o 0 0 o)
65 |Disinfectants|  Virkon* Powder| _High Dupont [0) [0] [0) 9] 9]
66 [Disinectants|  Waicide1 | Liguid | High Nag;ggjgffn'jw Gltareldehyde x | o x o |0 oo o 0(50)| O(50) | O(50) o] oo ol olololol| o olo| o | oo |osn 0 0| 0| o |osof oo oso| 0| o o] X o0 | 0| o oo o | O | O ool o ol o] o o | 0 |oB0)|os0) o50)| O
67 [Disinfectants| ~ GigaseptPAA | Liquid | High Schulke Hydme';g;?:{&iéfﬂm‘md‘ *
% D‘;‘m"” Wiggmst | W | Hgh | Gemiec we * * * * * * x| % * T * * * x| *
6 D‘g;:f;‘;“” Trophon Vapor | High | Nanosonics Limited Hydrogen Peroride o] O |0 O |O| 0|0 * * * 0] * 0|0 0 o} o] o] o] o o * ¢ | o ¢ | O o 0 0] o] 0 0 0 o o] o] o] o |0 0] o]
il D\ss\';\;egon Tophond | Vapor | High | NenosonicsLimited | Hydrogen Peoide 0 O |0 O |O]O|O| & | &| & ¢] * oO|0]| O o] o] o} o} o} 0 ¢ ¢ |0 L 2 Ee; o O O ¢} ¢} ¢} ¢} ¢} ¢} o0 |0 o]0 O ¢}
nl oGl | Ao | Gel | Gel P”m?:f”‘”‘“' N o|lo|lololo|ololo|lo]|o] o o|lo|lololol| o 0 o} o} o) o} ol o olo|lolol| o ol olol] o o) 0 0 o} ololo|lolo|lo]|o]o ololo olo|lo| ololo o} 0
n| Gl Clearimage | Gel | Gel NEXTMedical Products NA 0
B Gl Naturalmage | Gel | Gel Sonotech Inc NA 0] [0] 0] [0] Qo 0] 9] 0] 0] 0o
x = Not compatible (DO NOT USE)
O = Compatible (From Lens to Housing) t
@ = Compatible (From Lens upto 50cm away from the connector) I"n g h l h l‘“l
Blank = Untested.(DO NOT USE) WWwWWw.sa sun €a care.co
* = Staining may occur on housing parts; however, the acoustic performance and image quality are not affected.
O(5) = Must not be used longer than 5 minutes O(10) = Must not be used longer than 10 minutes O(15) = Must not be used longer than 15 minutes
©O(20) = Must not be used longer than 20 minutes O(25) = Must not be used longer than 25 minutes O(30) = Must not be used longer than 30 minutes
O(50) = Must not be used longer than 50 minutes O 1 2 3
All transducers are under tested in IPx 7 Criteria.
+ Compatible and Validated for disinfection method

* Be sure to check the manufacturer's instructions for the dilution strength and method for using powders including Perasafe. Copyrlg ht © 2020 By SAMSU NG M EDlSON CO, LTD

*V-PRO products include V-PROT, V-PROT Plus, V-PRO Max, V-PRO Max2, V-PRO 60 sterilizer.
* Be sure to check the manufacturer's instructions before using Antigermix disinfection system to prevent discoloration. MI68-03497B



Disinfectants Matrix 3D Convex Endocavity Linear Phased Array cw TEE
No.|(sfictin|  Name | Ty Do) e | sciveigreint | 9 o) 3028 o | 008 1oy of 3000 | ooy 0808 o e v | €08 00| 4 | @5 caz-som| 28 | g | 2B Gt | 2 |l o | X |ovns | 58 | cns | ecuos | R | B | oo s | x| EARTAR ey LA | 100 | 0 LASTON | LB |0 IS0 || 50 | 5 513750 553 | V6| po1gn| g | a5 | pureh | pna-a | P | PZ2BA spa g e (P28 o | v oo v | o | AP
) e | " CV1-8AD 3D2-6ET| ™| 3D4-8ET 3D4-9ES Ve-12 CAT-TAD Q2-4iC Q8ED| "pyg |CAZIAD 10ED CF4-9 9/10ED | 9/10ED EA2-11AV 147 LA3AD| LFs3 | LS6T5 | LAG-148BD 4 50 L5-1315 | L7-161S PE2-4 praca| P12 : - MPT3-7
nl ol ||l | PR " 0 olo ololo olo 0 ol o 0 0 0 0 0 olo 0
5| gl | G| Gl | Sl W 0 ol o ol o] o 0 0 ol o 0 0 0 olo 0
National Therg -
%] Gl Wordengt | Gl | Gl | o N 0
77 [Disinfectants|  Awylen Liquid |  Low Antiseptica | Quatemary Ammonium(Iv-Alkyl)]l O 0 [0) 6] o] [0) o] o] o] 0] [0) [0) 0] o] 0 0 o] 0 0 0] 0]
78 |Disinfectants| SEPTOLLINGETTES | Wipe | Low ACTEON (Quaternary AmmoniumiN-Alkyl| X
79 |Disinfectants| Wi AnoisExcel | Wipe | Low Anios (Quaternary AmmoniumiN-Alkyl| [] [] [ ] [] [ ] [ ] [ ] [ ] [] [] [] [ [
80 | Cleaner EmPower Liquid | Cleaner Metrex Propylene glycol o] [0) 0] 0 o] o] 0] [0) [0) [0) 0] [0) [e] [0]
81 |Disinfectants|  HEXANIOSGHR | Liquid | Low Anios (Quaternary Ammonium{N-Alkyl] O [0) 0] 0] [0) [0) 0] X X [0] X
82 |Disinfectants] OxivirTBWipes | Wipe | High Diversey Hydrogen Peroride * (6] (6] (0] 0] 6] 6] 6] (¢} (6] 6] 6] o) (6] o] 0] 0] 0] 6] [¢ 6]
83 [Disinfectants| Bacilol30Foam | Spray | Low | BODE Chemie GmbH "uatemary»‘magrmwlk)‘h‘ o} (e} (0] (e} (e} (e} o} (0] 0 ) (e} (e}
84 |Disinfectants|  CaiiCide Spray | Low Metrex 3“ifﬁmﬂWﬁmggrmw—mm 0 (0] (0] ¢} e} 0 O (0] (0] [¢) ¢} o] ¢} o] 0 0]
85 [Disinfectants| (U”%wmt Spray | Low | GAMA Healthcare Ltd {Quaternary AmmoniumN-Alkyl) [0} [0} 0] (0] (0] [0} [0}
86 |Disinfectants| gigaseptFF (neu) | Liquid | High Schulke Succindildehyde X X X o] [0]) X 0] 0] [0) 0 [¢] o] 0
87 |Disinfectants| ~ Envirocide Spray | Low Metrex A“mmm,”ﬂggl““"'w“‘ (¢} ¢} (0]
88 [Disinfectants| ~ MetriGuard | Spray | Low Metrex "ua\emarykmﬁglmw-r\lkm 6] 0] (¢} (¢} (e}
89 |Disinfectants| Chlorine1000PPM | Liquid | High | Al manufacure Chloring compound [0) [0)
90 |Disinfectants| ~ HMCNF* [Powder| High |MDD COMPANY GmbH ate 0] [0] [0} (0] o] 0 ] 0] [0) [0) [0} 0 0] 0] 0] 0] [0] [¢]
0 isfecats| - SCOPMNOSRC | Ligid | High wis | s 0 X oo X 0 0 X X ) 0 X
92| Cleaner | EmPowerFoam | Liquid | Cleaner Metrex y o] [¢] 9] o [¢] [¢] o 9] 9] 9] [¢] [¢]
93 | Cleaner |  MetriSPONGE | Liquid | Cleaner Metrex Propylene glycol 0] [0) 0 o] 0] [0) o] 0 ] 0] 0] [0]
% Stisigsgm \-PRO Vapor | High Steris Hydrogen peroride
95 |Disinfectants| Chlordiodd Losung | Liquid | High | vitalundfitmiti00 UG Chlorine dioxde [¢)
9% | Cleaner NE‘ZPT\E%X:W Liquid | Cleaner | ~Ruhof Healthcare Protealytic Enzymes (0]
97 |Disinfectants| Surfanios Premium | Liquid |  Low Anios flatery kmgglJmﬂN-MkM o 0] o o] 0]
98 |Disinfectants]  Virkon$ Liquid | High Dupont onosulfite | O [0) o] o] 0] [0) [0)
99 [Disinfectants]  V-\Wipes Wipe | Low | Whiteley Corporation Alcohol [ ] [ ]
100 |Disinfectants| ~ teralinPAA | Liquid | High Schulke quw:;r::wdc!i:[dmAUd‘ * X
101 [Disinfectants| Rapizide OPA/28 | Liquid | High Cantel Medical Ortho-phthalaldehyde 0 X X 0 0 [e 0 X X 0 o] 0 X X 0
102{ Cleaner  |Trstel Pre-cleznwipe| Wipe | Cleaner istelSoltors Alcohol ¢} [¢) o] o] e} 0] (0] 0] (0] [¢) ¢} o] O o] 0 o] 0 0] (0]
103 |Disinfectants|  BiguacidS Liquid | Low Antiseptica JuatemaryAmgglmw»ﬂkyu‘ o] 6} o o (6] (0] o} X X X
104 onex 1TUNIVERSAL| Liuid | Low | BorerChemie AG Sodium hypochlorite [e) 0] 0 0] * * 0] 0] *
105 | NG | Lgig | Lo |/BMCesTa Sty Al x oo x ololo o | o 0 0 0 0 0
106 Disinfectants|  safecide Wipe | Low Liebecos (Quaternary Ammonium{N-Alkyl| [ ] [] °
107 [Disinfectants|  SURFASAFE | Liquid | Low Anios (Quaternary AmmoniumiN-Alkyl| (0] [0) 0 6] o] 0 o] 0
108 |Disinfectants| Mérobac Tissues | Wipe | Low | BODE Chemie GmbH [Quaternary AmmoniumiN-Alyl| @ [ ] [] [ [ [] []
109 {Disinfectants| w‘éssémw’ Wipe | Low | B.Braun Medical AG_(Quaternary Ammonium{N-Alkyl) L] L[] L[] L] [ ] o [ ]
110 |Disinfectants| M\kmz\\gus;nsw:we Liguid |  Low Schulke (Quatemary Anmoniumii-Alkyl] O 0] (0] 0] 0] 0] (0] (0] ) 0 ]
111 |Disinfectants| MWO‘Z"\?SETSEWE Wipe | Low Schulke (Quaternary AmmoniumiN-Alyl| @ [ ] L[] L] L] L[] L[] ] [] ° °
112 [Disinfectants| M ik Liquid | Low Schulke Alcohol o] o] 0]
113 |Disinfectants| M\‘,’f;z;j;:r‘n‘i:l Wipe | Low Schulke Alcohol X X X ° ° °
T4 [Disinfectants| ~ Protexultra | Wipe | Low ParkerL‘ar:Jfralnr\es, (Quaternary AmmoniumN-Alkyl| [ ] L[] L[] L[] [ ] [ ] [ ] [ ] [ ] ° [ ]
115 |Disinfectants| ~ Descogend | Liquid | High Antiseptica Pnlass\um(p;"ofng‘ﬂ;nosuﬂale o} (e} (0] (0] (e} (e} (e} o} (0] 0] o} o} (e}
116 [Disinfectants| _gigesept pearls* | Powder| High Metrex [Sodium percarborate, CircAdd] O [0) 0] o) o] o) ]
117 [Disinfectants| MetricidePlus30 | Liquid | High Metrex Clutaraldehyde 9]
118 [Disinfectants|  VWipes Wipe | Cleaner | Whiteley Medical Alcohol
119 [Disinfectants|  CaviWipesAF | Wipe | Low Metrex (Quaternary AmmoniumN-Alkyl| []
120 {Disinfectants| Pm:exwd’:spwgsfe:tant Wipe | Low ParkerL‘a:{armmes, (Quaternary Ammonium(N-Alyl| @ [ ] [ ] [ ] [ ] [ ]
121 |Disinfectants| Tristel Rinse Wipes | Wipe | Cleaner -”“f:”i%ym Deionised water o (0] e} (0] o]
Clorox Healtheare™
122 |Disinfectants| D‘S‘;zﬁ‘fgfﬁm e | Low Clorox Sodium hypachlorite [ ] [ ] [ ] [] L[] L[] [ ] [ ] [ ] L[] L[] o o ° [ ] [ ]
Wipes
123 isnfectnt| Sa”'(‘?‘,“‘“&g“@e" Wige | Low 0l Nkl . . o | o oo |0 ° ° . . .
SiCan Optim
124 [Disinfectants| C\eﬂéfﬂrégm Liquid |  High SciCan Hydrogen peroride 6] (0] o] o] o o) 0] (0] (0] o) 0 o] o] 0 0] 0]
Solution
StiCan Optim
125 |Disinfectants| (\eiil%%n’(gteart Wipe | High SeiCan Hydrogen peroride o] (e} (0] (0] (e} (e} (e} (0] (0] X X o] (e} X
Wipes
126 |Disinfectants|  VERT2G0ED | Liquid | Low Wood Wyant |QuateraryAmmoriumN-Alkyl] O ¢} 0 0 ] 0] 0]
127 |Disinfectants| Bacllol30Tissue | Wipe | Low | BODE Chemie GmbH |Quaternary AmmoniumiN-Alkyl] O ¢} o] 0
128 |Disinfectants| DescotonBxtra | Liquid | High | DrSchumacher GmbH Glutaraldehyde 0] 0 ¢} ¢} ¢} 0 ] 0 ] 0] 0]
129 |Disinfectants| SekuseptAktv* | Powder| High Ecolab ate, Ctricadd] O X X X
130 |Disinfectants Clinell Universal wipes| Wipe | Low | GAMA Healthcare Ltd |Quaternary Ammonium(Nv-Allyl)| @ [ ] o (0| o o 0 [] [ ] [ ] [ KRN [ ] [ ] [ K] [] [ N ] [] [] [] [] [] [] [] [ ] [] [] [ K] [] [] [] [ ] [ ] [ ] [ ] [] [ ] [ ] [] [] [ ] [ [ ] [ ] [ ] [ ] [] [] [ ] [ ] o6 |0 o
131 [Disinfectants| ~ Medilox Liquid | High Soosan CMC Hypochlorous Acid o] X X X o] ¢}
Clrox Healtheare
132 [Disinfectants| Hydrogen peroxide | Wipe | High Clorox. Hydrogen Peroride [0} 0] o] e} e} e} 6] X X x ¢} 0] ¢} 6] e} o] o] o] 0 0] 0]
Vipes
Medipal Alcohel | - PalInternational " o 0o o 0 0 A 0
133 |Disinfectants| Dsiecantlips Liquid |  Low limited Alcohol (e} o] o] o) o] o] o] )]
3M SURFACE rernary A (N-Alkyl),
134 isfctants| DSHFECIANT | ie | Low wo [l g ° o | o ° | o ° . ° ° .
CLEANERWIPES 3
15 et g3t | Wie | Low | Pl Qe Al ° e |0 . 0
136 |Disinfectants| WIPANOSSPOR' | Liquid |  High Anais PeraceticAdd
137 |Disinfectants| ~ Peraflu Wipe | High SH PeraceticAdd 0] 0 0 0 [e] 0 0 0 0]
138 JRFASAFE PREMIUM) spray | Low Anais (Quaternary Ammonium{N-Alkyl) 0] [0) 0 o] 0]
139 [Disinfectants| ~ Azoma spray | Low | SynergyHealth Ltd fatemay mﬁgrm\"*\\kiﬂh (e} (¢} 0] C (¢} (e} 0] 0] 0 o] o] o} (¢} (¢}
140 |Disinfectants| SaniClothactive | Wipe | Low Ecolah (Quaternary AmmoniumiN-Alkyl| O 0] 0] 0] o] 0] ) ) o} 0
141 [Disinfectants| Incidinoxywipe | Wipe | High Ecolab Hydrogen Peroride [ [ [ ] [] [] [] X [ ] [ ] [ ] [] ] [] [] [ ] [ ] [ ]
142 |Disinfectants| IncidinorywipeS | Wipe | High Ecolah Hydrogen Peroride [ ] [] [] [] [ X [ ] [ ] [] [] [] [] [ ] [ ] [ ]
143 |Disinfectants| SR | Liquid | High Techgreen Chlorine dioride X
44| Cleaner Amnyulas_l:rg:g%tm Wipe | Cleaner Amity Alkylethowylate [ ] [ ] L] L[] [] [] ° [ ] ° ° °
[T Bis3-aminoproply)
45 |Disinfectants| "mmsm’m“m‘ Wipe | High Amity dodecylaming, Didecyldimethyl |~ @ [ ] L[] L[] L] L[] ° o ° [ ] [ ]
Ammorium Choride
8| Cleaner Amny}skt‘eﬂgesommz Wipe | Cleaner Amity Deionised water [] [] [] [ ] [ ]

x = Not compatible (DO NOT USE)
O = Compatible (From Lens to Housing) h . // h l h / / d /U l d S
T — @ ttps://www.samsunghealthcare.com/en/products/UltrasoundSystem
Blank = Untested.(DO NOT USE)

* = Staining may occur on housing parts; however, the acoustic performance and image quality are not affected.
( Must not be used longer than 5 minutes O(10) = Must not be used longer than 10 minutes O(15) = Must not be used longer than 15 minutes
O(20) = Must not be used longer than 20 minutes O(25) = Must not be used longer than 25 minutes O(30) = Must not be used longer than 30 minutes
O(50) = Must not be used longer than 50 minutes

All transducers are under tested in IPx 7 Criteria.

+ Compatible and Validated for disinfection method

* Be sure to check the manufacturer's instructions for the dilution strength and method for using powders including Perasafe.
*V-PRO products include V-PROT, V-PROT Plus, V-PRO Max, V-PRO Max2, V-PRO 60 sterilizer.
* Be sure to check the manufacturer's instructions before using Antigermix disinfection system to prevent discoloration.



Validated High Level Disinfection Instruction for Samsung
Transducers

== Tristel Duo ULT: Wiping Method for Endocavity Probes

1. Cleaning the Probe

NOTE: Always use protective equipment such as face mask, eyewear, and gloves when cleaning
and disinfecting probes.

1) If applicable, remove the biopsy adapter, needle guide or protective sheath from the
probe.

2) Before conducting the HLD process, clean the probes thoroughly.

NOTE: Do not use paper or abrasive products when cleaning the probe. They can damage the
lens of the probe.

3) Hold the probe and put one pump of Tristel Duo ULT in the crevices of the probe.
(See Figure 1 @)

4) Use a swab to spread the Tristel Duo ULT Foam in the crevices. (See Figure 1 @)

5) Put two pumps of Tristel Duo ULT on a Tristel Dry Wipe and clean the transducer from
housing to the lens of the probe. (See Figure 1 @)

6) Use another dry swab to dry and clean the crevices. (See Figure 1 @)

7) Aftercleaning, thoroughly dry the probe.

. T
L e HNEER LA L

[Figure 1]

2. Using Tristel Duo ULT

Follow Tristel Duo ULT manufacturer’s instructions for preparation, temperature, solution
strength, and duration of contact. Ensure that the solution strength and duration of contact
are appropriate for the intended clinical use of the device. Be sure to observe the solution
expiration date.
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3. Disinfecting the probe
1) Change yourgloves.

2) Hold the probe and put one pump of Tristel Duo ULT in the crevices of the probe.
(See Figure 2 @)

3) Use a swab to spread the Tristel Duo ULT Foam in the crevices. Leave the disinfectant on
the probe for at least 30 seconds. (See Figure 2 @)

4) Puttwo pumps of Tristel Duo ULT on a Tristel Dry Wipe and disinfect the transducer
from housing to the lens of the probe. Leave the disinfectant on the probe for at least
30 seconds. (See Figure 2 9

”/!ﬁ.’i i

Lateral view

h =t Top view

[Figure 3 — Crevices]

4. Dry
1) Leave the surface to dry to ensure at least 30 second contact time.

2) Use the probe immediately or store the probe properly (e.g. in a sterile bag) to prevent any
further contamination.

5. Management
1) Registerthe disinfection data for traceability according to local regulations.

2) Examine the probe and cable for damage such as cracks, splitting, sharp edges, or
projections. If such damage is found, discontinue use of the device and contact your
Samsung Medison representative.

x Using disinfection wipes for devices requiring high-level disinfection may be prohibited in
some countries such as USA.
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-* Metricide OPA Plus: Immersion Method for Endocavity Probes

1. Cleaning the Probe

NOTE: Always use protective equipment such as face mask, eyewear, and gloves when cleaning
and disinfecting probes.

1) If applicable, remove the biopsy adapter, needle guide or protective sheath from the
probe.

2) Before conducting the HLD process, clean the probes thoroughly with wiping orimmersion
method as perthe instructions of the chosen detergent manufacturer.

NOTE: Do not use paper or abrasive products when cleaning the probe. They can damage the
lens of the probe.

3) If necessary, follow the rinse (and neutralization) instructions from the cleaner or
disinfectant manufacturer for rinsing the probe.

4) Aftercleaning, thoroughly dry the probe.

2. Using Metricide OPA Plus

Follow Metricide OPA Plus manufacturer's instructions for preparation, temperature, solution
strength, and duration of contact. Ensure that the solution strength and duration of contact
are appropriate for the intended clinical use of the device. Be sure to observe the solution
expiration date.

3. Disinfecting the Probe
1) Change yourgloves.

2) Immerse the probe into the Metricide OPA Plus solution. (See Figure 4)

A NOTE: Ensure that all air bubbles are removed from the surface of the probe by agitating.

3) Allow the probe to soak in the Metricide OPA solution for12 minutes.
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[Figure 4]

4. Rinse

1) Thoroughly rinse the probe by fully immersing it in pure water to the point in the figure
above. (See Figure 4)

2) Remove all air bubbles from the surface of the probe and allow the probe to set fora
minimum of 1 minute.

3) Repeat the Step 1) and 2) of Rinse two more times for a total of 3 rinses using a fresh batch
of pure water each time.

5. Dry
1) Remove water from all surfaces of probe with a sterile lint-free cloth.

2) Use the probe immediately or store the probe properly (e.g. in a sterile bag) to prevent any
further contamination.

6. Management
1) Register the disinfection data for traceability according to local regulations.

2) Examine the probe and cable for damage such as cracks, splitting, sharp edges, or
projections. If such damage is found, discontinue use of the device and contact your
Samsung Medison representative.
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-* Trophon EPR, Trophon 2: Disinfection System Method for Endocavity
Probes

1. Cleaning the Probe

NOTE: Always use protective equipment such as face mask, eyewear, and gloves when cleaning
and disinfecting probes.

1) If applicable, remove the biopsy adapter, needle guide or protective sheath from the
probe.

2) Before conducting the HLD process, clean the probes thoroughly with wiping orimmersion
method as per the instructions of the chosen detergent manufacturer.

NOTE: Do not use paper or abrasive products when cleaning the probe. They can damage the
lens of the probe.

3) If necessary, follow the rinse (and neutralization) instructions from the cleaner or
disinfectant manufacturer for rinsing the probe.

4) Aftercleaning, thoroughly dry the probe.

2. Preparing Trophon EPR, Trophon 2

NOTE: Refer to the userinstructions of the Trophon EPR, Trophon 2 for details of proper use,
storage and disposal of waste.

1) Place the probe in Trophon EPR, Trophon 2 following the userinstructions of Trophon EPR,
Trophon 2.

NOTE: Improper positioning of the probe can damage the probe due to the increased
temperature of the wall and high-level disinfection may not be achieved. (See Figures 5, 6)
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3. Disinfecting the Probe
1) Change yourgloves.

2) Start the disinfection process and wait until the end of the cycle. (The standard cycle takes
7 minutes)

3) Wear a new set of clean gloves and always remove the probe immediately at the end of the
cycle from the Trophon EPR, Trophon 2.

chamber may have increased. Always use protective equipment such as face mask, eyewear, and

iz NOTE: After completion of the disinfection process, the surface temperature of the probe and
gloves.

4. Rinse & Dry

1) Remove hydrogen peroxide from all surfaces of the probe with a sterile lint-free cloth.

NOTE:
A P> Aggressive wiping or scrubbing can damage the probe. Use a gentle wiping motion for the
probe lens, the strain relief, and the areas surrounding the strain relief.

P> When wiping the probe, hold the housing. Do not suspend the probe by the cable. This can
damage probes.

2) Use the probe immediately or store the probe properly (e.g. in a sterile bag) to prevent any
further contamination.

5. Management
1) Registerthe disinfection data for traceability according to local regulations.

2) Examine the probe and cable for damage such as cracks, splitting, sharp edges, or
projections. If such damage is found, discontinue use of the device and contact your
Samsung Medison representative.
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== Cidex OPA: Immersion Method for MPTEE Probe

1. Cleaning the Probe

NOTE: Always use protective equipment such as face mask, eyewear, and gloves when cleaning
and disinfecting probes.

1) If applicable, remove the biopsy adapter, needle guide or protective sheath from the
probe.

2) Before conducting the HLD process, clean the probes thoroughly with wiping orimmersion
method as perthe instructions of the chosen detergent manufacturer.

NOTE:
& P> Do not use paper or abrasive products when cleaning the probe. They can damage the lens of
the probe.

P> Immerse only the portion of the probe between the tip at the end of the probe and the area
marked as 100cm. (See Figure 7)

3) If necessary, follow the rinse (and neutralization) instructions from the cleaneror
disinfectant manufacturer for rinsing the probe.

4) Aftercleaning, thoroughly dry the probe.

2. Using Cidex OPA

Follow Cidex OPA manufacturer's instructions for preparation, temperature, solution
strength, and duration of contact. Ensure that the solution strength and duration of contact
are appropriate for the intended clinical use of the device. Be sure to observe the solution
expiration date.

3. Disinfecting the Probe
1) Change yourgloves.
2) Immerse the probe into the Cidex OPA solution. (See Figure 7)

NOTE: Immerse only the portion of the probe between the tip at the end of the probe and the
area marked as 100cm.

19



[Figure 7]

NOTE:
& P> Ensure that all air bubbles are removed from the surface of the probe by agitating.

P> Do not allow sharp objects to touch the lens. Do not touch the lens unnecessarily. This can
damage the lens.

3) Allow the probe to soak in the Cidex OPA solution for12 minutes.

4. Rinse

1) Thoroughly rinse the probe by fully immersing it in sterile pure water to the pointin the
figure above. Immerse only the portion of the probe between the tip at the end of the
probe and the area marked as 100cm. (See Figure 7)

2) Remove all air bubbles from the surface of the probe and allow the probe to set fora
minimum of 1 minute.

3) Repeatthe Step1) and 2) of Rinse two more times for a total of 3 rinses using a fresh batch
of sterile pure water each time.

5. Dry
1) Remove water from all surfaces of probe with a sterile lint-free cloth.

2) Use the probe immediately or store the probe properly (e.g. in a sterile bag) to prevent any
further contamination.

6. Management
1) Registerthe disinfection data for traceability according to local regulations.

2) Examine the probe and cable for damage such as cracks, splitting, sharp edges, or
projections. If such damage is found, discontinue use of the device and contact your
Samsung Medison representative.
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- Gigasept® PAA concentrate: Immersion Method for MPTEE Probe

1. Cleaning the Probe

NOTE: Always use protective equipment such as face mask, eyewear, and gloves when cleaning
and disinfecting probes.

1) If applicable, remove the biopsy adapter, needle guide or protective sheath from the
probe.

2) Before conducting the HLD process, clean the probes thoroughly.

NOTE:
A P> Do not use paper or abrasive products when cleaning the probe. They can damage the lens of
the probe.

P> Immerse only the portion of the probe between the tip at the end of the probe and the area
marked as 100cm. (See Figure 8)

3) Wipe the MPTEE probe with 5 Tristel Dry Wipes soaked with 8 ml1.6% CIDEZYME and wipe
for 3 minutes.

4) Thoroughly clean the probe with a detergent especially taking care of the junctions of the
flexible part and the crevices on the transducer. (See Figure 8)

5) Rinse the MPTEE probe for1 minute with water.

| I | 1

[Figure 8]

2. Using Gigasept® PAA concentrate

Prepare a Gigasept® PAA concentrate with a concentration of at least 2% using the
manufacturer’s instructions.

3. Disinfecting the Probe
1) Changeyourgloves.
2) Place the MPTEE probe in the 2% Gigasept® PAA concentrate. (See Figure 9)

NOTE: Immerse only the portion of the probe between the tip at the end of the probe and the
area marked as 100cm. (See Figure 9)
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3) Ensure that all airis removed from the surface of the MPTEE probe.

4) Leave the MPTEE probe for15 minutes in the solution.

& NOTE: Gigasept® PAA concentrate shall not be reused beyond 12 hours.

[Figure 9]

4. Rinse

1) Remove the MPTEE probe from the solution and thoroughly rinse all surfaces up to the
immersion point. (See Figure 9)

2) Repeat this process two more times with sterile water, each time for a minimum of
1T minute.

5. Dry

1) Thoroughly dry all surfaces of the probe using a sterile, lint-free wipe or cloth, changing
wipes/cloths when necessary to ensure the probe is completely dry. Visually inspect the
probe to ensure all surfaces are clean and dry. Repeat the drying steps if any moisture is
still visible.

2) Use the probe immediately or store the probe properly (e.g. in a sterile bag) to prevent any
further contamination.

6. Management
1) Register the disinfection data for traceability according to local regulations.

2) Examine the probe and cable for damage such as cracks, splitting, sharp edges, or
projections. If such damage is found, discontinue use of the device and contact your
Samsung Medison representative.
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