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4314 fpdumsudnluniaesndu (Focal area) daud 0 - 65 mm
4.3.1.5 fwiaeugnansiinesivlinnssnm
4.3.1.6 gnnsnuiundamuiazaailaanialinnsine Taeflduuiu
APnuALay sEURSIULENdasTaniU wasTvauananasEUUda
4317 Sumuaunsde-daiiiulinsinm Tndlddesnaduds
4.3.1.8 fgunanimurueudnlunsUdssaiuagnatios 2 el
4.3.1.8.1 Stand off i Focal area : 15 - 45 mm, Therapeutic efficacy
Tuaize 0-105 mm
4.3.1.8.2 Stand off Il Focal area : 0 - 30 mm, Therapeutic efficacy
Tuaig 0-90 mm
- 4.2.2 d1u Radial Shockwave (R-SWT) ~
/ 4.3.2.1 Wuseualunsliifnilandu Radial Shockwave | )
4.3.2.2 gnsnsauFuusssiulunssnuilalugag 0.3 - 5 und
4.3.23 gnansadiumdidlung 1-21 @ed
4.3.2.4 gwnsaUiunssuasrudidannthilinisnem
4325 fusheouanussiuuazaruinoulinisdne Tneslduuduaaiud
LAZIZAUNG N TULENBATZAINAY
4.3.2.6 fun-Unidnaiiu Inghidoanaludng
4.3.2.7 aunsaienld Transmitters dwiumupunsudesndanu laniou
nstwiendadldaungal mamadeld
4.3.2.7.1 transmitter YuIALEURIUAUINGI 15 mm. Tinduasdnle
) gegalifonnd 30 mm.
/ 4.3.2.7.2 transmitter auAaLduALgUInA 15 mm. Iinduasdnlsl
gegaldideundy 35 mm.
4.3.2.7.3 transmitter YuraLdurituguinas 20 mm. Iinduasdnls
gagaliivesndt 50 mm.
4.3.2.7.4 transmitter vuatduriugudnana 15 mm. WuiiRiauin
wnlniden Wieduasdnlfgeanliteaninso mm.
4.3.2.8 flassie Handpiece &m3U RSWTLA 2 dfoq

4.3.3 Ei’)uﬂ’lUﬂiJﬂ’li‘ﬁNquLLE&SL%’G‘I@QN’& (Control Unit)
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4.3.32.2  @nnsaidenivsunsuuusiinisineslneindluvessnanie wieain
Holamld

4333  fununmuasmmsinyazmsiinediargunsaaunuanu@nan
TWsunsuittudnliluros

4334 gunsatuiinfeyaias Inefuideuassieazidaavasseslsn uay
wisfinesilaly nmsdnwntd

4335 gunsonmIdeUuumInstunnuasaildlUuRsmunenatedls

o m o

4336 lUsunsudniaguiinlouuminisinuinardiiivuarinuini
WisNgE
4337 UsunsuuananIm Anatomy atlas wieldauniandin ludiuues
' v;fjwaﬁixqﬁaﬁane‘i’m%’m%ﬂ‘ﬁmu‘lumﬁhmmaar?hLﬂ%a B
) 1338 fuedesszneuiudu unit Weatudusodu wiesdudndmiuifu )
gunsal {lde 4 deannsadendeld
4339 \a3psdsealiih UPS) sumliitesnda 3000 VA

43.4 gunsalusznaunisiden

4.3.4.1 Focus Shockwave Handpiece set 101 1 99
4.3.4.2 Focus Shockwave Coil Revision d1au 199
4.3.4.3 Radial Shockwave Handpiece set U L YA
4.3.4.4 transmitter diameter 15 mm. Depth 30 mm. Y 1 g
4.3.45 transmitter diameter 15 mm. Depth 35 mm. I 190
@-.3.4.6 transmitter diameter 20 mm. Depth 50 mm. MUY 1 Ye
} 4,347 transmitter diameter 15 mm. Depth 50 mm. CRUPI T )
43.4.8 Projectile U 2 U :
4.34.9 Guide tube T 2 B
4.3.4.10 O - Ring U 2 90
4.3.4.11 Cleaning brush 1 U
4.3.4,12 Coupling gel U 1 UNaRDY
4.3.4.13 Faleau Applicator dwiuilvia agnelios 2 vuna 91w 249
4.3.4.14 shndudmiuduiaies MUY 1 U39
4.3.4.15 glemsldnunwilveiasdinguetieay 1 @y F1U 1 %A
Houluaniy

4.4.1 Wuvadnyliweldauitnsuy
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443 Sulsiuamamwatasios 2 U wiouinisthgsinwuaesdleedraiolias 2
a¥y wavaeuiioy setosllas 1 adh Tusvesfudseiu
444 fruenanessdeuwnddedintidedusomnmdusuudmislaense
andudn iieldtunisudsienndaumus mhemeludsana Tntldumilsde
usasauusmhevzdrauemaarlusumshededkivuaaty
445 Tunsdifiedesdinmssmamdeuuplusunsudunmsldoueeaaios el
wiadlfeuldidutiagiu mafiudoiuafesiiiiunisuiulsdusunsaies
sanan laeldfnenldienaenangnisldau
4.0.6 frespedaonasifiudn o uamaiu (Wadidanseiind)
- duumilidedusenlsznaumatuduaieiiouwnnd mnedesiinsindy
nFsUsEMALNUTE
- LBNEN33UTAINISATUANNIATT U 191 FDA | 8., Wen
- enansnsvudsduA ( Air Waybill / Bill of Loading )
- lutuseimseusuvesilasdmipdniedes
- Tumesnumsseuliteuveasies ( Calibration Report )
- LLNumsﬂﬁ\ﬁ%’ﬂmuﬁaaauLﬁauLﬂ%aq (Schedule of maintenance and
catibration)

Hannsgeunazyinig ( Service Manual )

1
2B_

1=

- gilemsldauninlneuasnnsange ( Operating Manual )

- gllenslderuetiede (Quick Guide )
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The DUOLITH SD1 Tower is a modular shock wave device that allows for different treatments. Multifunctionality is

ensured by the use of different shock wave modules with two types of shock waves: focused and radial shock waves ~
hereafter referred to as F-SW and R-SW. The DUOLITH SD1 Tower can be used to perform the following treatments: - R-

SW: low-energy radial shock wave therapy with pneumatically generated pressire waves ~ F-SW: low-energy focused

shock wave therapy with electromagnetically generated shock waves (energy levels below 0.3 mJ/mma2) - F-SW: high-

energy- focused shock wave therapy with electromagnetmatly generated shock waves (energy levels above 0.3 mJ/mm2)
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ganngi|  NEWCODE Fasdninim identifies Vanrin fue
STORZ MEDICAL AG
. 661290812000C0
) 1 1 CUCLITH SD} TOWER - Lohstampfestrasse 8 Product code: BT
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200000
2 ) Handpiece F-SW SEPIA 22B00.0004 Lohstampfestrasse 8 Handpiece for F-SW module
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200000
3 : Handpiece F-SW 16208,G001 Lohstampfestrasse 8 Handpiece for F-5W module
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200C00 | Handpiece F-SW SEPIA .
q 4 T 16208.1001 Lohstarmpfestrasse 8 Handplece for F-SW rodule
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200000 ’
5 5 Handpiece C-ACTCR Il 16940.0001 Lohstamgpfestrasse 8 Handpiece for F-SW module
Taegerwilen CHE 8214
STORZ MEDICAL AG
66129081200000 | Handplece C-ACTCR X
6 6 SEPIA 257500001 Lohstampfestrasse 8 Handpiece for F-SW modute
Taegerwilen CHE 8274
STORZ MEDICAL AG
) 66129081200000 | Handpiece C-ACTOR
e 7 16940.1001 Lohstampfestrasse 8 Handpiece for F-SW module
7 SEPIALT
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200000
8 8 R-SW Handpiece 41700.1001 Lehstampfestrasse § Handpiece far R-5W module
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200000 Q
9 R-SW Handpiece 21700.1G01 Lohstarnpfestrasse 8 Handpi -5 odule Y/
s . NIt
Taegerwiten CHE 8274 ﬂ F ﬂ @ @
STORZ MEDICAL AG CE:-— .
66129081200001 V-ACTOR HF H——r—
10 o Handel 19365.1001 Lohstampfestrasse 8 -ﬂétd or R-SW rnodute
andpiece
s Taegerwilen CHE 827‘}/\_/”& “‘\‘
, STORZ MEDICAL ‘é?*"
'"6(?’12908\1 200001 _ o
e - V-ACTOR il Handgplece 49365,0001 tohstampfestrass| ;93 fi Rv odule
Taegenwiten CHE W :;.. Fﬁa
| e S STORZ MEDICAL AG
,.66'1-2908150001{1-. | Mains cable CEE 4 m o
IS &1 ) 13455 Lohstampfestrasse ,@/
: o
v i Taegerwilen CHE 8274 y
-f(l'l_n{’..-\,




STORZ MEDICAL AG

66129081200001 ¢ Mains cable CH3 m
13 13448 Lohstampfestrasse 8 -
3 long
Taegerwilen CHE 8274
STCRZ MEDICAL AG
6612981200001
14 4 " Mains cable USA 16453 Lohstamgfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200001
15 5 Mains cable China 20293  phstampfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200001
16 s Drawer 23733 Lohstampfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66125081200001
17 7 DICCM upgrade set |l 23759 Lohstarmpfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200001
18 5 Ultrasound printer 25912 Lohstarnpfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200001 | Convex probe HR 60
19 g 26764 | ohstampfestrasse 8 Optional ultrasound accessory
mm
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200002 | iinear probe HR 60
20 o 31316 tohstampfestrasse 8 Opticnal ultrasound accessory
mm
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200002 | Transport case R-5W/ Optional accessory for cortrol + F-
21 26613 tohstampfestrasse 8
1 F-SW handpiece . SW or R-5W
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200002 Opticnal accessory for control + F-
22 Stand-off Il anatomical 22610 Lohstampfestrasse 8
2 SW or R-5W
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200062 . Optionat accessary for control + F-
23 Holding arm 27647 Lohstampfestrasse 8
3 SW ar R-5W
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200002 Optional accessary for control + £-
24 TP-Tock 31826 Lohstampfestrasse &
q SW or R-5W
Taegerwilen CHE 8276 i
STORZ MEDICAL AG
66126081200002
25 5 Stand off tray 29299 Lohstampfestrasse 8 Optional trays
Taegerwilen CHE 8274
vi 3/
STORZ MEDICAL AG
66125081200002 ﬁ ’] E}-&E ﬂ i;i @ \3
26 p Transmitter A& 17675 Lohstampfestrasse & Optlonal accessol r R-
Taegerwilen CHE 8274
TS L S
STORZ MEDICAL AG .%o bet——
66129081200002 ) s 5,
27 7 Transmitter T10 13457 Lohstampfestras ‘{_@ Ehgsrory for BSW
Taegerwilen CH wa P ﬂ/ﬂ/{ %
STORZ MEDS G
629081200002 _ f‘ L A
WD § IR Transmitter 815 25377 Lohstamgfest; 8 E)-/oﬁl acce for R-SW
¢ . / J ‘ﬁ
Taegerwilen C 8076:54 f i
STORZ MEDICAL Y32 /
‘0‘9};\ %
19222 Lohstarnpfestrasse 8™ /4

\ Transmitter C15

Taegerwilen CHE 8274

[):2—].-' -;@fhﬁ:lessory for f#

%@
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66129081200003 ) STORZ MEDICAL AG
30 o Transmitter R15 17638 Lohstampfestrasse B Optional accessory for R-SW
Taegerwilen CHE 8274
6129081200003 . STORZ MEDICAL AG
31 X Transmitier RodC 28178 Lohstarnpfestrasse & Optional accessory for R-SW
Taegerwilen CHE 8274
D
66129081200003 . STORZ MEDICAL AG
32 ” Transmitter F15 21356 Lohstampfestrasse 8 Optionat accessory for RSW
Taegarwilen CHE 8274
RZ MEDICAL AG
66125081200003 ! 510 IAL A
33 5 Transmiter DI15 21374 Lohstarnpfestrasse 8 Cptional accessory far R-SW
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200003
34 a Transmitter D20-5 21004 Lohstampfestrasse 8 Optional accessory for R-SW
Taecgerwilen CHE 8274
STORZ MEDICAL AG
66129081200003
) 35 5 Transmitter D20-T 21125 {ohstarnpfastrasse 8 Opticnal accessory for R-SW
Taegerwilen CHE 8274
STCORZ MEDICAL AG
66129081200003
36 B Transmitter D35-5 22667 Lohstampfestrasse 8 Optional accessory for R-5W
Taegerwilen CHE 8274
STORZ MEDICAL AG
’ 66129081200003
37 7 R-SW demo case 23917 Lohstampfestrasse 8 Cptional accessory for R-SW
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200003 . .
38 " Revision kit Falcon 26894 Lohstampfestrasse 8 Optional accessory for R-SW
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129061260003 )
39 9 V-ACTCR holder 21918 Lohstarnpfestrasse 8 Cptional accessory for R-5W
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200004 | Hardcase for V-ACTOR
40 0 | 21624 Lohstampfestrasse 8 Onky for V-ACTOR 3l (19365.001}
Taegerwilen CHE 8274
) STORZ MEDICAL AG
66129681200004 .
a1 ) V-ACTOR ball - V16 21348 Lohstampfestrasse 8 Optional accessory for R-SW
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200004 S}
42 2 Foot Switch 10103 Lohstampfestrasse 8 Optionat ﬁe ory for B-SW
Tasgerwilen CHE 8274 ﬁim ﬂ ﬂm @ \j
STORZ MEDICAL AG I
66129081200004 ;
43 5 Fascia Transmitter set 25695 tohstampfestrasse 8 ] i ntitral.accessory for R-SW
T len CHE 827805 ~ 4
aegerwllen ’ﬁ‘;{b"é
STORZ MEDICA /
66129081200004 -
44 . Spine Transmitter set 25688 Lohstampfestrag (
Taegerwilen O—}é 74\
=
STORZ MEDICA M o
d Transmitter Atlas 29539 Lohstampfestras
o o
/' : Taegerwilen CHE BZR(™/;
R \ STORZ MEDICAL AG
¢ | 661290812080p4 I} )
a6y | 6 I Tﬁansmitter tray 29297 Lohstarmpfestrasse &
L oy d 4 / Taegerwilen CHE 8274

o [
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STORZ MEDICAL AG
66129081200004
41 7 VACU-CUP tray 29296 Lohstampfestrasse 8 Optional trays
Taegerwilen CHE 8274
STORZ MEDICAL AG
£6129081200004
48 8 V-ACTOR tray 29301 Lohstampfestrasse B Optional trays
Taegerwilen CHE 8274
' STORZ MEDICAL AG
66129081200004 ;  Ultrasound probe
49 25958 Lohstampfestrasse & -
9 smartus 40mm
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200005
50 o Wates bag 18677 tohstampfesirasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200005
51 X Siticone oil 13330 Lohstarnpfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200005
52 R Ultrasound gel 250¢ 22601 Lohstarnpfestrasse 8 -
Taegerwiten CHE 8274
STORZ MEDICAL AG
66129081200005
53 3 Anti slip mate 24916 Lohstampfestrasse & -
Taegerwilen CHE 8274
STORZ MEDICAL AG
65129081200005 .
54 4 Holder R-SW 26926 Lohstampfestrasse 8 Cptional accessory for R-SW
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200005 N
55 5 Holder F-SW 26927 Lohstarnpfestrasse B Cptional accessory for F-SW
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200005
56 P Holder Uttrasound 26928 Lohstarnpfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200005
51 7 Holder Suction cup 26929 Lohstampfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG Includes part no 29068 (penis-
66129081200005
58 8 Accesscries set URD 23567 Lohstampfesirasse 8 support; 22610 Stand-off i
Taegerwilen CHE 8274 anatomical; 27647 holding amm}
STORZ MEDICAL AG Inctudes part no. 26109 suction cup
66129061200005 of
59 9 Suction cup set 26923 Lohstampfestrasse 8 set; 26821%acu actor tubg (10%); a
Taegerwilen CHE 8274 265%’{@&91& ﬁ i
STORZ MEDICAL AG "
66125081200006
50 o Suction cup X5 26912 Lohstampfestrasse B
Taegerwilen CHE 8274
STORZ MEDICAL AG
§6129081200006 8{1
81 \ Suction cup 5 26913 Lohstampfestrasse 8 [
_ Taegerwilen CHE 8274%
PR STORZ MEDICAL AG {4
S 1 1'66129081200006, | ) =)
/1 62 5 - Suction cup M 26914 Lohstampfestrasse 8 & o
% \ Tasgerwilen CHE 8274 '\
SRR STORZ MEDICAL AG
i, | 66125081200006 L
RN 7 “Suction cup L 26915 Lohstamnpfestrasse 8
R ) ” ‘]j Taegerwilen (HE 8274

&)

g
it



STORZ MEDICAL AG

£6129081200006 | Set of 10 air hoses
64 ) i 26421 Lohstampfestrasse 8
q with bacterta filter .
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200006 )
65 ) Holder for suction cup 26854 Lohstampfestrasse &
Taegerwiten CHE 8274
) STORZ MEDICAL AG
66129081200006 | Stand-off device |: 15
66 16003 Lohstampfestrasse B
3 e .
Taegerwilen CHE 8274
A STORZ MEDICAL AG
66129081200006 | Stend-off device ii: 30
67 15518 Lohstampfestrasse 8
7 mm
Taegerwilen CHE 8274
STORZ MEDICAL AG
66125081200006 25 mm shock
68 ) 19154 Lohstampfestrasse 8
8 transmitter
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200006 40 mm shock
69 18246 Lohstarnpfestrasse 8
9 transmitter
Taegemwilen CHE 8274
10 mm sphericat
] STORZ MEBICAL AG
66129081200007 shock transmitter
70 ) 21348 Lohstampfestrasse 8
¢ without shock
. Taegerwilen CHE 8274
transritter screw cap
STCRZ MEDICAL AG
66129081200007 | V-ACTOR handpiece
71 1 hold 26918 Lahstampfestrasse 8
older

Taegerwitenn CHE 8274
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LETTER OF AUTHORIZATION

We, STORZ MEDICAL AG, manufacturer of medical devices for Extracorporeal Shock Wave Therapy {ESWT)

systems, with head office in Lohstampfestrasse 8, CH-8274 Tégerwilen, Switzerland, hereby authorize the
company

Integrated Medical Service Co,ltd.
37/49 LAD PHRAO 124 (SAWATDIKARN), PHLABPHLA,
WANG THONGLANG, BANGKOK 10310
THAILAND

for the exclusive distribution, installation, after sales services, or bidding, negotiating and signing sales
contracts in Thailand of the products mentioned below:

MASTERPULS® MP ONE DUOLITH SD1® T-Top

MASTERPULS® MP50 DUOLITH SD1® T-TOP ultra

MASTERPULS® MP100 DUOCLITH 5D1® TOWER BT

MASTERPULS® MP200 DUOLITH SD1® T-TOP VET

MASTERPULS® MP100 VET MAGNETOLITH
NEUROLITH

For the following disciplines:

. Orthopaedics, Physiotherapy
. Neurology

. Veterinary

This authorization for being our exclusive distributor is valid until end of 2026 unless further extended by
written hotice from both parties.

We will supply all the spare parts needed for our product sold in Thailand for at least 10 years from the SMAG
involce date, Extension periods shall be possible,

Each party may terminate the agreement or may terminate the exclusive or not-exclusive sales rights at any

time with immediate effect by three months written notice to the other party. ﬁ’ '] gu ’]E‘B ﬂﬁ @ @
QZ_:..-;.""
- - oL MA‘_'—_"-
Tagerwilen, March 7th, 2024 A sSTORZ P « Ll ;eﬁw };«%\

sTORZ MEDICALA A
{Manuel Merk )

\ cFo /

STORZ MEDICAL AG Lohstampfestrasse B g : g j\?vltzerland
Teb. +41 (0)71 677 45 45 Fax +41{0)171677 45 % Bl info@storzmedical corn
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5% Duolith SD1 Tower
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422 U 220 Taast 50 139md
423 ADwATBad nAawTils Focused Shockwave Therapy W&y Radial
Shockwave Therapy 1ﬁ’ﬁqu§unqs§nmmﬂgizuun?::Qmmzné’mL‘TE@
43  amusNdRMANALLA
4.3.1 Focused Shockwave Therapy (F-SWT)
4.3.1.1 WRT AR Electromagnetic
4312  awnsauimdanuts ddaus 0.01-0.55 mJ/mmm?
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144 Soi Ladphrao 126 (Karanphon), Phlabphla, Wang Thong Lang, Bangkok 10310
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43181 Stand off | Focal area : 15 - 45 mm, Therapeutic
efficacy W14 0-105 mm

4.31.8.2 Stand off Il Focal area : 0 - 30 mm, Therapeutic

efficacy 11894 0-80 mm

A9U Radial Shockwave (R-SWT)

4.3.2.1
4322
4323
4324
43.2.5

4326
43.2.7

UusssuanlunisWiinfina@u Radial Shockwave
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4327.2  transmitter aunadutuAunae 15 mm. pidu
asanleigegn 35 mm.

43273  transmitter maduriniguengns 20 mm. Winin
asanldgeam 50 mm.

43274 transmitter Mnadurtudueinats 16 mm. i
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4,3.4.1 Focus Shockwave Handplece set 94U 1 A
4.3.4.2 Focus Shockwave Coil Revision {7 1 40
Radial Shockwave Handpiece set {49 1 0
transmitter diameter 15 mm. Depth 30 mm. {1421 1 1n
transmitier diameter 15 mm. Depth 35 mm. RIUIU 1 [
transmitter diameter 20 mm. Depth 50 mm. 1491 1 g 1
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4.4.4
4.42
4.4.3

4.4.4

445
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4.3.4.11
4.3.4.12

43413

4.34.14
434.15
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fransmitter diameter 15 mm. Depth 50 mm. {79 1 A
Projectile AU 2 B
Guide tube AU 2 AU
O - Ring RV 2 A
Cleaning brush A0 1 B
Coupling gel AU 1 WNAREL
3alau Applicator d1witnialvdia 2 aune AU 2 TR
vndudniuinieies 7Y 1 2R
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- ununathednenuasaaLfieiAzes (Schedule of maintenance

and calibration)

gilensdesuaziiFnig (Service Manual )

- glanasldaunie inauszneigangy ( Operating Manual )
vt
Al

angldeniedissia ( Quick Guide )
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Transmitters for

R-SW Handpiece »FALCON«

4.3.2.7

Radial Transmitters — Enthesopathies/Trigger,Points

Ab
»AkuStu

B @ 6mm
# Shock wave acupuncture
B Penetration depth: 0 - 20 mjn
} & intensity: EOEEEEDERD

Ri5
»Basic Energy«

@ p15mm
# Any type of enthesopathy

@ Penetration depth: 035 mm - .-
% |ntensity: EeapReelol

D-ACTOR® Transmitters

D20-5
»Basic Oscillator«

B @20 mm

# Muscle tissue and connective tissue

% Ponetration depth: 0 — 50 mm

B Intensity: @esE00n0un

Special Transmitters — Enthesopathies/Trigger Po

Rodl-._
Tl [
SvnBeani

%}
ny typg of erﬁyés pathy
" penetiation deptht 0 — 35 mm

e ne@e000

\ 43.2.7.2, 4.3.4.5

E15
»White Soft«

¥ @15 mm

# Superficlal pain reglons, muscles
of mastication, cervical spine

B Penetration depth: 0 —30 mm

Ei Intensity: Elainlnainalaien)
DIt
»Deep Impact®«

B @15 mm

& Deep-lying pathologies, chronic
conditions, high-energy application

# Penetration depth: 0 — 5G mm

% Intensity: PREBEERano

— Myofascial Treatment

D20-T
»Golden Oscillator«
4,3,2,7.3, 4.3.4.6
@ 020 mm
& For professional athletes,
high-energy application

# Penetration depth: 0 - 50 mm
& Intensity:

B15
»White Tip«

B @15 mm
& Any type of enthesopathy

1 Penetration depth: 0—30 mm
# [ntensity.

T10
»Fingerc
4.3.2.7.1,4.3.4.4

wCERAMa-X®«
4.3.2.7.4, 4.3.4.7

paEEesLOLDO

@rean0doth

# @10 mm

® Trigger points, deep-lying
enthesopathy

# Penetration depth: 040 mm

B Intensity: CRELEELR8ES

15

B @1i5mm
# Any type of erthesopathy
# Penetration depth: 0 - 30 mm

& intensity: EEEE0BRERED
D35-5
nLarge Oscillator«

Y

f’ﬁ 3@3%@9&1 Qd@n@me tissue, |

large muscles
# Penetration depth: 0 — 60 mm
2000000000
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Material Identification

Material Example : )
(Skin contact) Pletisre Applicators
D20-S {20738,
D35-§ [#19029)
| A6, {#14687)
Stesl 1.4542 T10 (#13277)
Example: D35-5 RA15{#13259},
Ro40 (H27952)
V-Actors
V10 (#21334)
bronviux V25 {#18402)
apylux Va0 (#18241)
Example: VA0
. N PERE ACTOR
' e aknuekie« (#25208}
. :“’ - " - nseop« (#252209)
Propylux e B i nsphereu (#25309)
et nscrapera {#25207}
PERI ACTOR
Polyamid c t SPINE-ACTOR | {#25161)
{PA11) . . SPINE-ACTOR Il {#125196)
EpoPlast c SPINE-ACTOR Il {25160)
White Saft
PTFE Dyneon F16 {#14828)
TEM1B00 White Tip
B15 (H25378)
4.3.2.7.4
Titan Grade_S pi1s (218373}
ELd D20-T {#19256)
Example:D20-T
€15 (#18698)
Ceramle
Valeera
Example:C15 C15(H34635)

Silicon rubber

Atlas Applicators 28,0 X

“ELASTOSIL M 29,3 rmm {#29540)
4641" 28,0 x 31,3 mm (#31266)
Vacu Actar Cups
=20 mm {#26079)
oo | Makrolon 2458 d=29 mm {{26078)

d=43 mm {#26077}
d=58 rrrn (H26076)

/E"quurethan
. Plastomer
"/ Technogel
{Platiton U73)

Cushion Applicatar
{#31107)

CC(#34298)
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Technical specifications

8 Technical specifications, Conformity and Labelling

8.1 Technical specifications 4.2, 4.3

DUOLITH® sD1 7 o

Operating mode R-SW

- Sihg.le sﬁbck, cdﬁtinuoﬁs shock
HP 41700.1001: 1-21 Hz / 0.3-5 bareg in increments of

01bar 4.3.2.2,4.3.2.3
HP 21700.1001: 1-21 Hz 7 0.3-5 bargg in increments of

0.1 bar
HP 21700.0001: 1-21 Hz / 1-5 bar in increments of 0.1
bar

Operating mode
V-ACTOR

1-50 Hz / 1-5 bar

Operating mode
VACU-ACTOR

Levels 1-5 / 2-5 Hz

Operating mode F-SW

Single shot, continuous shot 4.3,1.2, 4.3.1.
1-8 Hz / 0.01-0.55 mJ/mm? in increments

Operating mode C-AC-
TOR

Single shot, contmuous shot
1-8 Hz / 0.03-1.24 myimm? in increments

Pressure VACU-ACTOR

max. 200 mbar

Negative pressure

VACU-ACTOR min. ~500 mbar

Mains input voltage

(trolley) 230 VAC /1 120 VAC | 4.2.2
Mains frequency 50/60 Hz _]

T6.3 AH/ 250 VAC at 120 VAC mains input voitage

during operation

Mains fuse or T4 AH / 250 VAC at 230 VAC mains input voltage
Power consumption max. 700 VA
Ambient temperature 10-30°C

Ambient temperature
during storage and
iransport

0-60°C frost-free

Ambient air pressure
during operation

800 — 1060 hPg o

Ambient air pressure
during storage and

/‘:H'""le afxmr-x Pt
A RGN
500- 1060hPa L . |

during storage and
transport

transport

Air humidity o i

during operation 5-55%, non- cond}@\\
Air humidity

5-95 %, non- e \\
Y

Total weight without
handpieces

T u//

Dimensions in treatment
position (W x H x D)

oS |,

590 x 1,261 X 660

17 371 0002 42022
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Technical specifications, Conformi

.

8.4 [ Conformity with standards 4.2.1

This device complies with the applicable standards ENAEC 60601-1, CAN/CSA-C22.2

Na.601.1, UL Std. No 60601-1.

Acc. to EN/IEC 606011

- Type of protection against electric shééké: |

Prbtectionrdaés 1 T

mnsian

~  Application unit of type B R

The following essential performances for the DUOLITH® SD1 are applicable:

1. The Medical Equipment shall be free from incorrect display of energy levels.

2, The Medical Equipment shall be free from unintended shock wave release.

3. The Medical Equipment shall be free from excessive pressure wave energy.

The essential performance characteristics of the DUOLITH® $D1 cannot be disturbed
by electromagnetic interference {EMI).

8.4.1

EMC guidelines and manufacturer's declaration

ronment,

The DUOLI'TH@’ SD1 model is intended to be used in the electromagnetic environment specified be-
low. The customer or the user of the DUOLTH® SD1 should ensure that it is used in such an envi-

interference emis-
sion measurements

Compliance

Electromagnetic environment - guidelines

RF emissions acc. 1o
CISPR 11

Group 1

The DUOLITH® SD1 uses RF energy only for its internal
functioning. Therefore, its HF emissions are very low
and are not likely to cause any interference in nearby
electronic equipment. As per EN IEC 60601-2-36:1997
Section 36, this does not apply when triggering and
generating the pressure pulse.

Rf emissions acc. to
CISPR 11

Class B

Harmonic emissions
according to IEC
61000-3-2

Class A

Emissions of voltage
fluctuations/Aticker
acc, to IEC 61000-3-

Complies

The DUOLITH® SD1 is suitable for use in all establish-
ments, induding domestic establishments and those di-
rectly connected to the public low-voltage power
supply network that supplies buildings used for domes-

{ic purposes. o g
A WYNADY

=t




2 Principles

2.1 Physical principles

- The DUOLITH® SD1 is a modular shock wave device that allows for different treat-
ments, Multifunctionality is ensured by the use of different shock wave modules with
two types of shock waves: focused and radial shock waves — hereafter referred to as
F-SW and R-SW.

The DUOLITH® SD1 can be used to perform the following treatments: 4 3 2.1
4.2.3 = - BM&MMMWMW

~  F-SW, Iow~energy focused shock wave therapy with electromagnetically generat-
ed shock waves (energy levels below 0.3 mi/mm?)
ed shock waves (energy levels above 0.3 mi/mm?)
F-SW waves have a short pulse length and are concentrated on areas a few millimetres
in diameter, allowing shock waves to be applied to a tightly localised area, even in
deaper tissue layers. R-SW waves, by contrast, are, from a physical paint of view, clas-
sified as radial pressure waves, The applied pressure pulse propagates radially within

the tissue and has a therapeutic effect on areas of the tissue near the surface, in par-
ticular.

The treatment region is diagnosed and/or localised using the optional ultrasound mod-
ule.

The DUOLITH® SD1 in conjunction with the VACU-ACTOR is intended as a supplement
to the R-SW or V-ACTOR treatment. Here, pulsating oscillations are produced on the
tissue by means of a suction cup, either by switching between negative pressure
(stretching stimulus on the tissue) and positive pressure (relaxation pressure) or be-
tween negative pressure {stretching stimulus on the tissue) and brief venting (atmo-
spheric pressure). This function is achieved via a powerful compressor.

9 9/
FUURNADA

17 371 0002 04.2022

4.3.1.1
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Principles

2.1.1 — Indications

Orthopaedics/pain therapy

- Plantar fasdiitis / calcaneal spur / heel spur
- Trigger point therapy

Treatment of deep muscle trigger points
Treatment of superficial muscle trigger points
Myofascial pain syndrome / myofascial trigger paints! / Acupuncture points*

e.g. chronic back pain (cervical and lumbar spine), trapezius, pelvic floor mus-
cle trigger points

4,2.3 <2 —  Tendinopathy / tendinitis / tendonitis / tendinosis / tendon pain

Insertion tendonitis in general
Insertion tendonitis near the surface (paratendinary area)

Painful shoulder with and without calcifications / tendinopathy of the shoul-
der, supraspinatus or rotator cuff {with and without calcification)

Radial or ulnar humeral epicondylitis / tennis elbow / golfer's elbow / elbow
tendinosis

Trochanter pain / trochanter tendinosis / trochanteric bursitis
Femaral tendinopathy

Patellar tip syndrome / iliotibial band syndrome / patellar tendinopathy / jump-
er's knee

Tibial edge syndrome / tendinopathy of the tibialis muscle
Achillodynia / Achilles tendinopathy

L.— - pseudarthrosis / non-healing / delayed-healing fractures

Dermatology
—  Wound healing

- Llipoedema / lymphoedema

Urology

—  CPPS/prostatitis
~  {PP/Peyronie’s disease
- Vascular / organic erectile dysfunction

Neurology

Ulcers

- Arterial ulcers

- Venous ulcers

- Diabetic foot

- Pressure sores

Burns o g}
Acute and chronic lesions aad a8

Traumatic and post-traumatic skin lesions b\g n E’é i%ﬂ@@ \3
Wounds with healing problems
Post-surgical wounds

~  Spastic muscle paralyses {caused by infantile cerebral palsy itopkdNet example)

2 Qualified tralning in acupuncture and acupuncture shock wave therapy (AKUST) is required fo 1
tic application of the DUOLITH® SD1 in the field of acupuncture. !

1 A sound knowledge of trigger point therapy and trigger point shatk wave therapy (TrST) is reguired for
therapeutic application of the DUOLITH® SD1 in the field of trigger point shock wave therapy
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F-SW handpiece and optional C-ACT

9.6

LR

Technical specifications

F-SW and CACTOR handpiece .~ -~ "

Ambient temperature
during operation

10-30°C

Ambient temperature
during storage and
transport

0-60°C frost-free

Ambient air pressure
during operation

800 - 1060 hPa

Ambient air pressure
during storage and

500 ~ 1060 hPa

gress of water

transport

Air humidity during op- 5-55%, non-condensing
eration

Air hurmidity .
during storage and 5-85%, non-condensing
transport

Weight incl. cable,

filed 9909

Medical product class b

Protection against in- PX1

Subject to technical changes

Generation method

électfomadnétié 43 1, 1.

Pressure wave expansion

focused

Focusing method

parabolic reflector

Energy flux density [mi/mm?] 0.10 0.35 0.55
Peak compressional acoustic pressure 14 36 62

[MPa]

Peak rarefactional acoustic pressure 9 13 15

[MPa} Lﬁ Vi

Axial size of the -6dB focal zone [mm] 4 ﬁmﬂﬂﬂ’@ﬁ 34

Lateral size of the -6dB focal zone [mm]D YT 3.8 2.8

Focal volume [cm?} 0.87 0.37 0.14
Energy per puise (r = 2.5 mm) [mi] 1.7 5.5 8.5

Focus size

Depth of focus

Depth of focal zone

Therapeutically effective penetration (%)
depth, 5 MPa

17 371 0002 04,2022




9.2.2 Standard display

After it is switched on, the display shows the values displayed the last time it was
switched off.

* Press the trigger button once to return to the standard display.

= Now you can set the energy and frequency parameters, reset the shock count-
er and trigger shocks.

Reduce energy
Increase ener

Reduce frequency
Increase frequency

4.3.1.6
4.3.1.7

ur o W N

Menu / input / invert display (pressed
for > 3 sec.)

Energy display
Shock limit

Shock counter
Frequency display

- W 6 ~ D

0 Button combination:
Back to standard display /
reset shock counter

11 Trigger button

4,3.1,5, 4.3.1.6

114

) Fig. 9-3 Display and setting buttons of the -
- SW SEPIA / C-ACTOR SEPIA handpiece 4.3.1.5, 4.3.1.6

9.2.2.1 Inverted display
It is possible to turn the display by 180° and also to turn it back to its original position.

s Press the 5 button for longer than 3 sec (see FiG. 9-3 ).
» Note here that the menu controls for the energy and the frequency are now

reversed, o !
dugnsies
K‘T ‘
e —
Wy o 2
™ 737{ bdéé--o&.zozz i niu

F-SW handpiece and optional C-ACTOR



4.4,2

Parameter selection and counter display

Operating mode R-SW and F-SW parameter selection

4.3,1.6
The PARAMETER SELECTION field is used for displaying and setting the treatment pa-

rameters. This is where you define the energy level as well as the number and frequen-

cy of the shock waves before each treatment.

4.3.1.6 —2

-J} 0.03° "f':;

p—

Enalgy {mdimm?}

~) 1500.4)

Shocks

-y 4D

Franuency (H2)

Fig. 4-7 PARAMETER SELECTION area

‘Symbols:
., =
=) 003D
Energe Gl - Set energy level: 4 increase / - reduce
L _ =, | The set energy Ievel is displayed.
P ‘
=) 184
IO e

) 1500 P

-hndfs

:) 1800 ﬁj

Setting nominal SW value: ;t) increase / -/ reduce
The set SW number is displayed.

A nominal SW value set to ’-

switched off

' means the SW limitation is

a;) 4i+ﬁ

Frequency tHz)

Set the nominal frequency: 4 increase / .>» reduce

The set frequency is displayed.

Tab. 4-2 PARAMETER SELECTION symbal list

The desired energy level, nominal SW value and frequency can be reached more quiick-

ly by holding down the +)/ .= button.

17 371 0002 04.2022
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F- SW Handplece with stand-off de\nce | _(short) 4.3.:1, 8

5mmx5mmx30mm

Focus size

Depth of focus 30 mm
Depth of focal zone 15— 45 mm
Therapeutically effective penetration 0-105 m

depth, 5 MPa

F-SW Handpiece with stand-off dewce II (Iong) 4, 3.1.8

Focus size 5mmx5mmXx 30 mm
Depth of focus 15 mm

Bepth of focal zone 0 - 30 mm
Therapeutically effective penetration 0-90

depth. 5 MPa

Shack wave source of the C-ACTOR handpiece

Generation method electromagnetic
Pressure wave expansion focused

Focusing method parabolic reflector
Energy flux density [mJ/mm?] 0.25 0.76 1.24
Peak compressional acoustic pressure 18 44 78
[MPa}

Peak rarefactional acoustic pressure 12 20 23
[MPa]

Axial size of the -6dB focal zone fmm] 24 22 18
Lateral size of the -6dB focal zone [mm) 3.9 28 2.1
Focal volume [cm?] 0.2 0.1 0.04
Energy per pulse {r = 2.5 mm) [m)] 3.3 9.5 15

"CACTOR Handpiece
Focus size . 3 mm x 3 mm x 20 mm
Depth of focus 30 mm
Depth of focal zone 20-40 mm

Therapeutically effective penetration
depth, 5 MPa

065 mm 4.3.1.4

C-ACTOR Handpiece with stand-off- dewce 1 (short) .-

Focus size

3mmx3mmx20mm

Depth of focus

15 mm

Depth of focal zone

Therapeutically effective peneatration
depth, 5 MPa

Cid

=
}

19 N ("
(R INE Hf bl

'f"“i 7371 0002 042022

4.3.1.8.1

4.3.1.8.2

F-SW handpiece and optional C-ACTOR

126



10.2.2 Standard dispiay

After it is switched on, the display shows the values displayed the last time it was
switched off.

» Press the pulse trigger button once ta return to the standard display.

& Now you can set the pressure and frequency parameters, reset the pulse
counter and frigger pulses.

Reduce pressure
Increase pressure

Reduce frequenc
Increase frequency

43.2.4,4325

Pulse trigger button
Pressure display
Nominal pulse value
Pulse counter

Frequency display

- 0 0o~ U R w N

o

Button combination:
Back to standard display /
reset pulse counter

Fig. 10-2 Display and setting buttons of the R-SW 1 E:%tton c?mbination:
handoi ange to menu
1ONODIECE  4.3,2.4, 4.3.2.5

10.2.2.1 Setting the pressure
The pressure can be adjusted in steps from 0.3 bargg; to 5.0 barg.

131 « Adjust the pressure with the 1 & (reduce pressure) and 2 [ (increase pressure)
buttons.
Pressing the respective button once increases or reduces the pressure by one level
at a time, ‘
If you keep the respective button pressed, the pressure is set faster after the sec-
ond level.
o Fach selected nominal pressure (6) is shown on the display.
v) 10.2.2.2 Setting the frequency
The pulse frequency can be adjusted in steps from 1-21 Hz.
 Adjust the frequency with the 3 2 {reduce frequency) and 4 5 (increase fréquen-
cy) buttons. /@'{ u%,i "é‘;‘éﬂ(ﬂ 3N
Pressing the respective button once increases or reduces the frequently by one in-
crement at a time,
If you keep the respective button pressed, the frequency sg ', hanges more
quickly once the second increment is passed. ARALURI T
o Fach selected nominal frequency (9) is shown on the g
@ 10.2.2.3 Resetting the pulse counter
o ' : I .
@ » At the standard display, press button combination i si-
% . multaneously to set the pulse counter to "0°.
i
14s)
=
'Jl} e
o 17 371:0
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3.7.3 R-SW handpiece

The complete overview of functions and description of the handpiece can be found in
the Chapter 10 R-SW HANDPIECE.

3.74 V-ACTOR handpiece (optional)

For the description of the handpiece, the changing of the pulse transmitters and the
assembly of the stand-off devices, please read Chapter 11 V-ACTOR HANDPIECE {opTI-
ONAL).

3.7.5 Connecting Handpiece

The R-SW module is equipped with four connectors. These are located on the right
side of the device.

1 VACU-ACTOR Connec-
tor

2 Handpiece connector R-
W

3 Handpiece connactor R-
W

. 4 Handpiece connector V-
ACTOR

4.3.2.8

Fig. 3-23 Connectors of the handpieces and the VACU-ACTOR

35 « Insert the plug of the handpiece into the handpiece connector on the control de-
vice.

s When inserting, make sure that the red dots on the plug and connector are
aligned.
5 Red dots
. 2 Outside of plug body

o 9
HUUGNADY

System Description

17 371 0002 04,2022




4.5.6

Loading indications 4 3 3.2

The device allows loading of the default settings defined by the manufacturer for typ-
ical indications.

You can also add your specific settings for these indications if you wish. Read about
this in Chapter 4.5.7 SAVING INDICATIONS.

To display all indications

*  Press [ORTHORAEDICS: in the top menu bar.

= The alphabetically sorted list of all indications is opened:

Fig. 4-15 List of stored indications 4 3 3

Use the navigation bar on the right edge of the screen to move within the list.

s Press the .22 or .-/ button to scroll up or down
or

» Call up a list filtered by initial letters by selecting the corresponding letter pairs.

To display only those indications for a particular treatment zone

50

c
§e)
w
S
@
Q.
O

» Press the marker for the treatment zone.

Fig. 4-16 Selectable treatment zones

4.3.3.2
© The alphabetically sorted fist of indications for this treatment zone is

o ?) 3 O Ly
A WNQNADS

N
Q‘;j-_“__&_;::— “
J; [ T—




Loading indications

» load an indication using the *) button in front of it.

Fig. 4-17 List of stored fnb‘:cati;rhé

The following information is displayed about this indication in the overview:
— Treatment steps
—  Treatment notes {remarks)

) — Treatment pictures

Calling up detailed views

For increased clarity, you can call up magnified views of the treatment photos as well
as the recommended pulse transmitters and stand-off devices.

«  Press on the respective treatment photo or the underlined pulse transmitter or ad-
vance section designation,

& The screen shows a magnified view of the corresponding picture.

51

or next element.
Press the area outside ttle icture to switch i the ove '
HINADY

- ,
=i
M

Operation
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Operation

R S 3 . ‘ H ". ", e

4.5.11 Patient treatment report 4.3.3.4
Each treatment of a patient can be recorded in a treatment report and stored.

4.5.11.1 Creating new patient data

*  Press{PATIENTS in the top menu bar.
5 The alphabet:cally sorted list of pat;ent data is opened

2 A window with a keypad and text boxes for the patient data is opened.

Last name First name Birth date

l [ 0 | I

Patient \D

1

(?-() cancel

Fig. 4-26 Creating a new patient
*  Enter the data.
» Save the entry by pressmg

* You can edit your new patient dataset fo

» Store notes
e Attach treatment pictures

For this, please read Chapter 4.5.10.1 STORE TREATMENT NOTES and Chapter 4.5.10.2
LOADING PICTURES AND/OR VIDEOS.

s Press the &) - button to set the field you want to change to Edit

mode.




4.5.11.2 Loading patient data

ENTS” in the top menu bar.
= The alphabetrca!ly sorted list of paﬂent data is opened

F.'g 4-27 List of stored pétl'eﬁt data

Navigating in the list

" j Use the navigation bar on the right edge of the screen to move within the list.
¢ Press the .. or . button to scroll up or down,
or

» Call up a list filttered by initial letters by selecting the corresponding letter pairs.
* load a patient using the - &J button in front of it. ‘

= The following information is displayed about this patient in the overview:

4.3.5.4 ~  Name, date of birth and patient number
— Notes

- Pictures
- Treatments performed

58
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4.4.4 Device info and settings menu bar

The bottom navigation bar contains control buttons used for navigating through the

menus:

Buttons

—  Touch calibration

- Software updaie

— Options

-~ Service

-~ Fill the water circuit

—  Drain the water circuit
- Vent the water circuit

VERSIONS

~  Software version, serial numbers and indices of the
individual components

OPERATING DATA 4.3.3.5

- Total pulse count and_device operating hours (de-
pending on operating mode selected)

~  Total number of shocks delivered by the respective
handpiece, data on monitoring software, operating
system, hardware serial numbers and modification
status

— Reset the coil and overhaul counter

— Select indication groups
- Select energy unit

- Configure foot switch

- Adjust volume

—  Adjust brightness

— Back up data

— Restore data

— Data export anonymaous
~ External display

- DICOM

- GDT

The flag on the status bar indicates the menu language.
Press the flag symbol 1o display the list of available menu
languages.

'_:,._,5'_63___“2.02'1'_155:52_;:::- Press and hold the date and time: .¢;§n TRatal
Storz Medical - Setting the date bi ﬁ’ vo hgl; ﬂ@ i
— Setting the time e
- Activating or deactivating password
Anatomy Atlas

@'\i\!‘iﬂ %&
~  Interactive 3D representationm

Tab. 4-6 Device info and settings

46




4.5.20

65

Operation

* To send the data of the doctor’s surgery EDP system, press

= The bUOUTH® SD1 sends the supplemented data back to the doctor’s surgery
systemn.

Fig. 4-37 GDT transfer

Visible Body: Anatomy Atlas 4.3.3.7

Visible Body is an interactive 3D anato as of the an body which can display
all 3D models and animations of the body systems and regions of the human body in
an ovetview and in detailed views. Treatment regions can be marked by the operator
for the patient records and the image can be saved afterwards as a screenshot.

The pictures in this chapter are only used for illustrative purposes. The functions de-
scribed work in the same way in all displays.




4.5.20.1 Starting Visible Body 4 3 3.

Human Anatomy Atlas

s Y- BBy fhoetishy et miaeenlly MRS gy
Yot pidy s b rimriands . Pt i o yemit agam 53 e e, Y

Vet 51 20
I wrpay v Ay sy Sibperdat S Ao Kot

Fig. 4-38 Visible Body - Start screen

«  After the first start, Visible Body is always opened with the |
item, then with the menu item last opened.
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Fig. 4-39 Menu - Selfection of the body region

= To get more regions, swipe your finger on the screen

._versa, This also applies to the other menu items.
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System Description

Scope of Supply 4.3.4

The DUOLITH® SD1 is available in the following expansion levels:

Ad\"_énced-l_e\}el,‘ o

- |’Standard accessories L0 i

1) Trolley & CONTROL module & moduie
R-SW

R-SW handpiece set
R-SW puise transmitters
VACU-ACTOR starter set
Mains cable

Gel bottle

User manual {operating manual, sys-
tem logboaok)

Y.

2) Trolfey & CONTROL module with inte-
grated uitrasound unit & module R-SW

Ultrasound probe 9 MHz
R-SW handpiece set
R-SW pulse transmitters
VACU-ACTOR Starter set
Mains cable

Gel bottle

User manual {operatihg manual, sys-
tem logboak)

3) Trolley & CONTROL module & module
R-SW & module F-5W

F-SW handpiece set 4.3.4.1
R-SW handpieceset 4.3.4.3
R-SW pulse transmitters
VACU-ACTOR Starter set

Mains cable

Gel bottle 4.3.4,12

Silicone oil bottle

Water bag

User manual {operating manual, sys-

temlogbook) 4.3,4.15, 4.4.6

o 9/




10.4.2.1

10.4.2.2

37571 loob2-4 2022

Cantents of the overhaul kit

- 2projectiles  4.3.4.8

- 2guide tubes  4,3.4.9

- 2 socket sealing rings

- 10O-ing guide 4.3,4,10

The overhaul kit can be ordered from your dealer.

The sealing rings, the projectile and the guide tube must always be replaced each time
the handpiece is overhauled. Observe the O-ring Guide when selecting the sealing
rings to be used. It is contained in the overhaut kit.

Overhauling the handpiece

Surface damage to the pulse transmitter due to wear and tear
can lead to injuries.
» Replace the pulse transmitter after 1,000,000 pulses.

B Carry out the handpiece overhaul in goed time as recommended in chapter 10.4.2
OVERHAUL.

» Check the pulse transmitter for possible damage during each overhaul.

Pulse triggering with an open handpiece causes a
risk of injury!

» Before changing the pulse transmitter, disconnect the mains piug and disconnect 142
the handpiece from the control unit.

» After the safety catch has been triggered once, it must be replaced. Please send
the handpiece in for repair.

If the shaft of the handpiece is damaged or uneven, then when removing or screwing
in the shaft without a suitable tool,

minor scratching injuries may occur.

» Be sure to use the open-end spanner provided to remove or screw in the shaft.

s Prepare adry, clean and dust-free surface to place the handptecg on.
b ! Yy g 'i% a ﬂ(“\% ?J \a

* Unscrew the puise transmitter cap or the coupling of the spine and fascia pulse
transmitters from the handpiece. e

» Disconnect the handpiece from the control device.

~

handpiece

5

R



If the shaft of the handpiece is damaged or uneven, then when removing or screwing
in the shaft without a suitable tool,

minor scratching injuries may occur.

B Be sure to use the open-end spanner provided to remove or screw in the shaft.

« Disconnect the handpiece from the control device

» Unscrew the pulse transmitter cap or the coupling of the spine and fascia pulse
transmitters from the handpiece.

+  Clean the coupling gel off the handpiece using a cleaning agent that is suitable for
surface cleaning.

e Disinfect the handpiece with an alcohol-based disinfectant that is suitable for sur-
face cleaning (follow the manufacturer’s instructions).

138
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e Unscrew the shaft from the handpiece and pull it out of the handpiece handle.
« Use the supplied open-end spanner for this purpose.

3



stand-off devices

The penetration depth of the shock wave can be adjusted by using different stand-off
devices (see Chapter 9.2.5.1 CHANGING THE STAND-OFF DEVICES).

| W'f.t:hﬁl_ifaﬁan_d-:off device -

 withstand-oft devicel
Fig. 9-2 F-SW Handplece
9.1.1 Scope of Supply
The standard scope of delivery of the handpiece includes the following components:
— Handpiece — Clamping ring 30 mm
- Stand-off device | 30 mm - Silicone oit 10 ml
) } 4.3.4.13
- Stand-off device Il 15 mm

For optional accessories, see Chapter 9.5 ACCESSORIES AND SPARE PARTS.

Case

9.1.2 Unpacking

Equipment damage due to improper storage and transport
may affect the health of patients and users.
» Before commissioning, check that the delivered items are undamaged.

» Remove the device and accessories from the packaging container. Proceed with
extreme caution.

¢ Check that all items are included in the packaging contaln;ar’a tha;LtDsy %re%ot
damaged, Th GIIN|

» Contact your supplier or the manufacturer/dealer |mmed|ateiy if any d%'

items are missing or damaged.
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4,2.1

Test Report issued under the responsibility of:

CSA
SB GROUP"

IEC 606011
Medical electrical equipment

Part 1: General requirements for basic safety and essential performance

Report Reference Ne....ccuveerennet  226959-70135727 (80038701)
Date of ISSUE ccecvceverensrrssssaseneeeeeenl. 2021-01-13
Total number of pages.......cceeunnst - 210
CB Testing Laboratory.....cceeeaes ~... CSA Group Europe GmbH
AAAress v s ieererrersserseerennneest YW eismiillerstr. 45
DE-60314 Frankfurt
Germany
Applicant's NAME....vvrmremnereneanent  Storz Medical AG
AdAress .o s eiarirn- ... Lohstampfestrasse 8
8274 Taegerwilen
Switzerland
Test specification:
Standard .....oceevccvreimvessassrinnenent JEC 60801-1:2005, COR1:2006, COR2:2007, AMD1:2012
(or IEC 60601-1:2012 reprint)
Test procedure......cmcecrcneeeenns CB Scheme
Non-standard test method............ N/A
Test Report Form No.........coccreennit. [IECBO601_ 1P o,
Test Report Form Originator.........  UL(US) l
Master TRF ....cccocverncnncinsssnmmsennsd. 2019-10-11

Copyright © 2019 Worldwide System for Conformity Testing and Certification of Eiectrotechnical
Equipment and Components {(IECEE), Geneva, Switzerland. All rights reserved.

This publication may be repreduced in whola or in part for non-commercial purposes as long as the |ECEE s acknowledged as
copyright owner and source of the material. JECEE takes no responsibility for and will not assume liability for damagej resulting from the
reader's interpretation of the reproduced material due to its placement and context. o 2

IS ERIAT RN
If this Test Report Form is used by non-IECEE members, the IECEE/IEC ledo %n%&meu ﬁ’fej'f‘a(%c:ﬁ)e"‘t‘b%the cB
¥
Scheme procedure shall be removed.

This report is not valid as a CB Test Report unless signed by an approved CB Testing Laboratory
and appended to a CB Test Certificate issued by an NCB in accordance with IEGEE 02.

General disclaimer: & i

The test results presented in this report relate only to the object tested.
This report shall not be reproduced, except in full, without the written appr P ding-SEN&ESIng
laboratary. The authenticity of this Test Report and its contents can be ve b gﬁf- HE

responsible for this Test Report.
LA A, /
S
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| Supervise

Page 2 of 210 Report No. 226959-70135727 (80038701)

Test item description ... | EquUipment for extracorporeal shock wave therapy

Trade Mark....oerressmescensesesmenent { DUOLITH®, CELLACTOR®

Original Product/Equipment Storz Medical AG

Manufacturer......occcicicnerernemnien : | Lohstampfestrasse 8, 8274 Taegerwilen, Switzerland

Branding Manufacturer(s)................. | Storz Medical AG 4.2.1

Model/Type reference.......c.coeneeneent | DUOLITH® SD1 Tower, DUOLITH® SD1 Tower [USA], BUCLITH®
SD1 Tower VET, CELLACTOR®SC1 Tower, C-1 Tower

RAtiNGS ..oecriererrenvsnnimnsvstsmssmnmnmesenns : {120 V~, 50760 Hz, 700 VA or
230 V~, 50 / 60 Hz, 700 VA

Testing procedure and testing location:

[X] |¢CB Testing Laboratory:

CSA Group Europe GmbH

Testing location/ address .....eucrincnenaa. :

Weismiillerstr. 45, DE-60314 Frankfurt, Germany

Tested by (name, functlon, signature) .......:

Rami Alareki
(Certifier)

Approved by (name, function, signature)..:

Stefan Hofmann
{Team Lead Medical) S(LL .

| ]T esting procedure: CTF Stage 1:

Testing location/ address ..., :

Tested by (name, function, signature) ....... :

Approved by (name, function, signature) ..:

BJ [Testing procedure: CTF Stage 2:

Testing Jocation/ address .....c.cccveeivininirnnns : | Storz Medical AG, Lohstampfestrasse 8, 8274
Taegerwilen, Switzerland
(Original signed in edition 1 of this test report, in which the
tests were conducted. See also summary of testing section
and history record)

Tested by (name, function, signature) ....... :

Witnessed by (name, function, signature).:

Approved by (name, function, signature)..:

[l |Testing procedure: CTF Stage 3:

[1 {Testing procedure: CTF Stage 4:

Testing location/ address ........cucneren. :

Tested by (name, function, signature) ....... :

..Wifgpessed by (name, function, signature).:

: Aﬁ'grove\d by (name, function, signature) .. :

t{l by {name, function, signature) :

P

I

. {TRF No. JE';JGOGOUP
s




A 600 1550

TKVA /1.5KVA /2KVA /3KVA
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The DUOLITH SDi Tower is 2 modular shock wave device that allows for different treatments. Multifunctionality is

ensured by the use of different shock wave modules with two types of shock waves: focused and radial shock waves -
hereafter referred to as F-SW and R-SW, The DUOLITH SD1 Tower can be used to perform the following treatments: - R-

SW: low-energy radial shock wave therapy with pneumatically generated pressure waves - F-SW: low-energy focused

shock wave therapy with electromagnetically generated shock waves (energy levels below 0.3 mJ/mm2) - F-SW.: high-

energy focused shock wave therapy with electromagnetically generated shock waves {energy levels above 0.3 mJ/mm2)
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;unas# | NEWCODE Bandnioimn identifier Vadneudn fuq
STORZ MEDICAL AG
£6129081200000
1 s DUCLITH SD1 TOWER - tohstampfestrasse 8 Product code; B
Taegerwilen CHE 8274
STORZ MEDICAL AG
6612508120C000
2 5 Handplece F-SW SEPIA 22800,6C01 Lohstampfestrasse & Handpiece for F-SW module
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200000
3 3 Handpiece F-SW 16208.0001 Lohstamnpfestrasse 8 Handpiece for F-5W medule
Taegerwilen CHE 8274
, STORZ MEDICAL AG
6612081200000 | Handpiece F-5W SEPIA )
q 4 e 16208.1001 Lohstampfestrasse 8 Handpiece for F-SW module
Taegerwilen CHE B274
STORZ MEDICAL AG
66129081200000
5 5 Hendpiece C-ACTCR Il 16940.0001 Lohstampfestrasse 8 Handpiece for £-SW module
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200000 | Handplece C-ACTCR )
[ P SEPIA 257500001 Lohstampfestrasse 8 Handpiece for F-SW madule
Taegerwllen CHE 8274
STORZ MEDICAL AG
) 6612081200000 | Handpiece C-ACTOR )
ST 16940.1001 Lohstampfestrasse 8 Handpiece for F-SW module
7 SEPIA LT
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200000
§ 5 R-SW Handpiece 417001001 Lohstampfestrasse 8 Handpiece for R-SW madule
Taegeswilen CHE 8274
STORZ MEDICAL AG '
£6129081200000 fe]
¢ R-SW Handplece 21700.100% Lohstampfestrasse 8 Handpi e—io -5 odule 9
; | Syl
Taegerwilen CHE 8274 a f} ﬁ @ \3
STORZ MEDICAL AG - o e
66129081200001 V-ACTOR HF e
10 19365.1601 Lohstampfestrasse & | iRERTeEe for R-SW modile
o] Handpiece T clen CHE B274 55 }S\‘&\ 3 Lidlon
aegerwilen B //:‘{\:/’\\%' ‘
Y Y
STORZ MEDICAL Age Q
.| V-ACTOR |l Handpiece 193650001 Lohstampfestrass :.: /‘ ngpipcs foll R- @ odule
; \ Taegerwilen CHE §& ! j ‘R‘
T ! 1
A STORZ MEDICAL AR (]
‘*lMa\Ins cable CEE 4 A
i 13455 Lehstarnpfestrasse ¥z,
i long . i
| Taegerwiten CHE 8274 4?, .
-



STORZ MEDICAL AG

e
.
Lo

66129081200001 | Mains cable CH3m
13 13448 Lohstampfestrasse 8 -
3 long
Taegerwilen CHE 8274
T EDICAL AG
66129081200001 STORZ MEDICAL A
14 P Mains cable USA 16453 Lohstampfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200001
15 c Mains cable China 20293 Lohstampfestrasse 8 -
Taegemwiten CHE 8274
) STORZ MEDICAL AG
6612908200001
16 P Drawer 23733 Lehstampfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200601 .
17 7 DICOM upgrade set Il 23759 Lohstampfestrasse & -
Taeeerwilen CHE 8274
STORZ MEDICAL AG
66129081200001
i8 8 Ultrasound printer 25912 Lohstampfestrasse 8 -
Taegemwilen CHE 8274
STORZ MEDICAL AG
66129081200001 | Convex probe HR 60
19 ) 26764 Lohstampfestrasse 8 Optional ultrasound accessory
mm
Taegerwilen CHE 8274
STCRZ MEDICAL AG
66129081200002 | Linear probe HR 60
20 0 31316 tohstampfestrasse 8 Optionat ultrasound accessory
rom
Taegerwilen CHE 8274
STORZ MEDICAL AG R
66129081200002 | Transport case R-SW/ Optional accessory for controt + F-
21 ) 26613 i ohstampfestrasse 8
1 F-SW handpiece . SW or R-5W
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200002 . Optional accessory for controt + F-
22 Stand-off Il anatamical 22510 | ahstampfestrasse 8
2 SW or R-SW
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200002 Optionat accessory for control + F-
23 Holding arm 27647 Lohstampfestrasse 8
3 SW or R-5W
Taegerwilen CHE 8274
STORZ MEDICAL AG .
66129081200002 Optionat accessory for control + F-
24 TP-Taot 31826 tohstampfestrasse 8
q SW or R-5W
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200002
25 5 Stand off tray 29299 Lohstampfestrasse B Optional trays
Taegerwilen CHE 8274 -
STORZ MEDICAL AG
66129081200002 ﬂ{
26 P Transmitter A6 17675 {ohstampfestrasse § Optional accessory for R-
Taegerwilen CHE 8274
STORZ MEDICAL AG 7o 100 Leugy, ™ =t
66129081200002 _ (el XAy
21 7 Transmitter T10 13457 tohstampfestras &gg&s\ory for R-SW
Taegerwilen CH - 9\
aegerwilen A~ /'_H}w/ \,{;
STCRZ MEDI
661:29081200002 ) / / d ®
o T Transmitter B15 25377 Lohstampfest Optioghl acce for R-SW
t
Ta ilen C L
egerwilen 5/ &
STORZ MEDICAL 820\0)\ 4%7 it
Transmitter C15 19222 i.ohstampfestrasse 8 d"l,uya—r igﬁb‘gj cessary far R—S\'ﬁ g

Taegerwiten CHE B274




e

66129081200003 . STORZ MEDICAL AG
30 0 Transmitter 815 17638 l.ohstampfestrasse 8 Optional accessory for R-SW
Taegemwilen CHE 8274
66129081200003 . STORZ MEDICAL AG
31 1 Transmitter Rod0 28178 Lohstampfestrasse 8 Optional accessory for R-SW
Taegerwilen CHE 8274
66129681200003 . STORZ MEDICAL AG
32 2 Transmitter F15 21356 Lehstampfestrasse 8 QOptional accessary for R-5W
Taegerwilen CHE B274
RZ MEDICAL AG
66129081200003 510
33 3 Transritter D15 213714 Lohstampfestrasse B Optional accessory for R-5W
Taecerwiien CHE 8274
STORZ MEDICAL AG
66129081200003 5 A
34 4 Transmitter D20-5 21004 Lohstampfestrasse 8 Optional accessory for R-SW
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200003 ORZ MEDK-
35 5 Transrltter D20-T 21125 Lehstarmpfestrasse 8 Optionat accessory for R-5W
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200003
36 P Fransmitter D35-5 22667 tohstampfestrasse B Opticnal accessory for R-5W
Taegerwilen CHE B274
STORZ MEDICAL AG
66129081200003
37 ; R-SW demo case 23917 L ohstampfestrasse 8 Optionat accessory for R-SW
Taegerwilen CHE 8274
STORZ. MEDICAL AG
66129081200003 ) -
38 3 Revision kit Falcon 26894 Lohstampfestrasse 8 Optional accessory for RSW
Taegerwilen CHE 8274
STORZ MECICAL AG
£6129081200003
39 9 V-ACTOR holder 21918 Lohstampfestrasse 8 Optianat accessory for R-SW
Taegerwilen CHE B274
STORZ MERICAL AG
66129081200004 | Hardcase for V-ACTOR
a0 0 o 21624 Lohstampfestrasse 8 Only for Y-ACTOR Ul (19365.001)
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200004
- a1 . V-ACTOR balt - Vi0 21348 Lohstampfestrasse & Optional accessory for R-5W
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200004 . y
a2 y Foot Switch 10103 Lohstampfestrasse 8 Optional /E)%e sory for RS
Taegerwilen CHE 8274 5] m ﬂm ﬂ @
STORZ MEDICAL AG ot
66129081200004 \ .
43 3 Fascia Transmiitter set 25695 Lohstampfestrasse B /,,ﬂﬁﬁb‘%ﬂa ceessory for R-SW
i )
Taegerwilen CHE 8%71-.‘}';/ “-\'{g{"
STORZ MEICA fio
6612908120000¢ ~ l—
a4 a Spine Transmitter set 25688 Lohstampfestraly for R-SW
Taegerwilen CHEGETA
=
STORZ MEDICAT A\ o
Transmitter Atlas 29539 Lohstampfestras
Z
T il E 82
” | N aegerwilen CH s
I S A STORZ MEDICAL AG
©F|66125081200004 )
ke p b Transmitter tray 29297 Lohstampfestrasse 8
ES Taegerwilen CHE B274
g




STORZ MEDICAL AG

66129081200009
a7 7 VACU-CUFP tray 29296 Lobstampfestrasse 8 Optional trays
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200004 A
48 g V-ACTOR tray 29301 Lohstampfestrasse 8 Optional trays
Taegerwilen CHE B274
STORZ MEDICAL AG
66129081200004 ;  Ulirasound probe
49 25959 Lohstampfestrasse 8 -
9 smartus 40mm
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200005
50 o Water bag 18677 Lohstampfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEBICAL AG
66129081200005
3| . Silicone oit 13330 Lohstarmpfestrasse & -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200005
52 5 Ultrasound gel 250g 22601 Lohstarnpfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
6612%081200005
53 5 Anti slip mate 24916 Lohstarnpfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200005 .
54 4 Holder R-SW 26926 Lohstampfestrasse 8 Optional accessory for R-SW
Taegerwilen CHE 8274
STORZ MEDICAL AG
66122081200005 A
55 5 Holder F-5W 26927 Lohstampfestrasse & Optional accessory for F-SW
Taegerwilen CHE 8274 -
STORZ MEDICAL AG
66129081200005
56 6 Holder Ultrasound 26928 Lohstarmpfestrasse 8 -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200005
57 7 Holder Suction cup 26929 Lohstampfestrasse 8 -
Taegemwilen CHE 8274
STORZ MEDICAL AG Includes part no 29068 (penis-
} 6629081200005
58 ) Accessories set URO 23567 Lehstarmpfestrasse 8 support; 22610 Stand-off |
Taegerwiten CHE 8274 anatomical; 27647 hotding anm)
STORZ MEDICAL AG Includes part no. 26109 suction cup
66129081200005 oF
59 9 Suction cup set 26923 Lohstampfestrasse B set; 26421%acu actor tube (10x);
Taegerwilen CHE B274 Zéﬂﬁu%&%m ﬂ
STORZ MEDICAL AG B
66129081200006
&0 o Suction cup X5 26912 Lohstampfestrasse 8
: Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200006
61 ) Suction cup S 26913 Lohstampfestrasse 8 f
Taegerwilen CHE 82745
STORZ MEDICAL AG Y,
Suction cup M 26914 Lohstampfestrasse B | 2
Taegerwilen CHE B274 N\
STORZ MEDICAL AG
26915 Lohstampfestrasse &

y

kR

‘]Sudicn cup L
f
L

Taegerwilen CHE 8274
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STORZ MEDICAL AG

6612081200006 |  Set of 10 alr hoses
64 . , 26421 Lohstarmpfestrasse 8 -
4 with bacteria filter
Taegewilen CHE 8274
STORZ MEDICAL AG
66129081200006
65 5 Holder for suction cup 26854 Lehstampfestrasse & -
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200006 | Stand-off device | 15
66 16003 Lohstampfestrasse 8 -
6 mim
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200006 | Stand-off device i 30
&1 15518 Lohstampfestrasse 8 -
7 mm
Taegerwilen CHE 8274
STORZ MEDICAL AG
6629081200006 25 mm shock
68 ) 19154 Lohstamnpfestrassa 8 -
8 transmitier
Taegerwilen CHE 8274
STORZ MEDICAL AG
66129081200006 40 rm shock
69 . 18246 tohstampfestrasse 8 -
2 transmitter
Taegerwilen CHE 8274
10 mm sphericat
STORZ MEDICAL AG
66129081200007 shock transmitter
70 ) 21348 Lohstampfestrasse 8 -
0 without shack
! Taegerwilen CHE 8274
transmitter screw cag
STORZ MEDICAL AG
66129081200007 | V-ACTOR handpieca
71 26918 Lonstampfestrasse 8 -
1 holder

Taegerwilen CHE 8274
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LEADER PRODUCT CO.,LTD.

144 Soi Ladphrao 126 (Karanphon), Phlabphla, Wang Thong Lang, Bangkok 10310
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