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Extracorporeal Shock Wave Therapy, commonly designated under the acronym @
ESWT, is the application of short duration, high amplitude acoustic waves outside
of the body (extracorporeal) that violently impact (shock) biologic tissues for
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therapeutic purposes.
A shock wave is defined as a wave formed by the sudden mechanical compression l_’ U‘?“'c ul:h.;‘ ulin‘ ol oads onls uw-iLo-i onlal &'-“ 5 aﬁ)lS

of the medium through which the wave moves. Based on their propagation
pattern, shock waves are divided into two categories: focused and unfocused.
Unfocused shock waves are referred to in the literature as radial shock waves.
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jectile onto a solid applicator that is in contact with the skin surface overlying the

affected tissue. Novin device is as type of radial shock wave (r-ESWT). .

Focused shock waves, on the other hand, are produced using electrohydraulic, w‘ o
ic,and ic systems, The repetitive delivery of shock waves

generates mechanical energy that is absorbed by soft tissues which leads to

physiologic and therapeutic effects.
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Myofascial trigger point therapy(Acute)

Myofascial trigger point therapy(Chronic)

Painful muscle spasms of the upper margin of the trapezius muscle(Acute)
Painful muscle spasms of the upper margin of the trapezius muscle(Chronic)
Calcific tendonitis of the shoulder(Acute)

Cailcific tendonitis of the shoulder(Chronic)

Tendinitis of the shoulder/shoulder problems(Chronic)

Radial epicondylitis(Acute)

Radial epicondylitis(Chronic)

. Myofascial trigger point treatment in the event of radial epicondylitis(Acute)
. Myofascial trigger point treatment in the event of radial epicondylitis(Chronic)
. Ulnar epicondylitis(Acute)

. Ulnar epicondylitis(Chronic)

. Thumb basal joint arthritis /rhizarthritis(Acute)

. Thumb basal joint arthritis /rhizarthritis(Chronic)

. Dupuytren’s disease

. Muscular Lumbar pain(Acute)

. Muscular Lumbar pain(Chronic)

. Myofascial trigger point(Acute)

. Myofascial trigger point(Chronic)

. Trochanteric bursitis(Acute)

. Trochanteric bursitis(Chronic)

. Status post muscular injury(Acute)

. Status post muscular injury(Chronic)

. Patellar tendinitis(Acute)

. Patellar tendinitis(Chronic)

. Patellar tendinopathy(Acute)

. Patellar tendinopathy(Chronic)

. Periositis/shin splints(Acute)

. Periositis/shin splints(Chronic)

. Tendinitis of the iliotibial tract(Acute)

. Tendinitis of the iliotibial tract(Chronic|

. Patellar apex syndrome(Acute)

. Patellar apex syndrome(Chronic)

. Achillodynia(Acute)

. Achillodynia(Chronic)

. Plantar fasciitis(Acute)

. Plantar fasciitis(Chronic)

. Heel spurs(Acute)

. Achillodynia, combined with Cryo (Acute)

. Achillodynia, combined with Cryo (Chronic)

. Trigger point treatment of the sternocleidomastoid muscle insertion(Acute)
. Trigger point treatment of the sternocleidomastoid muscle insertion(Chronic)
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Error1: Overcurrent Error

Error2: Over Voltage under Voltage Error
Error3: Error in Handpiece A or B

Error4: Over temperature in the
handpiece. Please allow the handpiece to
cool down and use another one.

Error 5: Foot Switch Disconnected

Error 6: Release Foot Switch to Start

Error 7: Handpiece A or B Disconnected

The pulse generator A/Bshould be
replaced because the total number of
shocks has exceeded 2 million.

The pulse generator A and B should be
replaced because the total number of
shocks has exceeded 2 million.
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Operating conditions

Ambient temperature
Relative humidity
Atmospheric pressure

Transport and storage conditions

Ambient temperature
Relative humidity
Atmospheric pressure

Technical Specifications (Device)
Power Input

Mains voltage

Frequency

Electrical protection class
External replaceable fuses

Classification
Application Parts
Applied parts type

Safety Class(In accordance with IEC 60601-

1)
Class (In accordance with MDR 2017/745)

Dimensions

Weight
Dimensions (d x h x w|

Covering grade in accordance with EN
60529

Display Elements
Graphic color touch screen LCD

Technical Specifications (Handpiece)
Weight

Dimensions (@x H)

Lifetime

o lws sa..% Olasice

°|s/o. ~> . é C’l 0%

+10°Cto+25°C
20 % to 80 % (non-condensing)
700 hPa to 1060 hPa

-10°Cto +55°C
10 % to 85 % (non-condensing)
700 hPa to 1060 hPa

254-400VA

100-240 VAC ~

50 Hz to 60 Hz

EMI Class B for Class Il Configuration
5A/250V

Applicator Head
Silicone Protection Cap
BF

| Type BF

b

4.1Kg
360 x 270 x 270 mm (dexh)

IPX0 Device
IPX0 Handpiece
IPX3 Footswitch

10inch

880gr
45 x 220 mm

2,000,000 Shocks (at least)
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Applicator Heads

Therapy parameters

Frequency Range

Pulse Energy Levels

Operating mode
No. of Shocks

Applicable Standards

o lws sa..% Olasice

6/15/25 mm diameter, can be changed
without tools

150,000 pulses guaranteed

1 — 22 Hz, adjustable in 1 Hz increments
Three burst modes with four, eight or twelve
pulses

60 — 185 mJ (at the head), freely adjustable in
10 mJ increments

at 22 Hz max. 90 mJ

at 16 Hzmax. 120 mJ

at 10 Hz max. 185 mJ

Interval Operation

100-11000

EN 60601-1:2006/A1:2013
EN 60601-1-2:2015

EN 62304:2006

EN 1041: 2008

ENISO 15223-1: 2016

EN 62366: 2008

EN 60601-1-6: 2010
ENISO 14971: 2012
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EMC Declaration for Shockwave 350G

The Shockwave 350G is intended for use in the environment specified below. The user
of the Shockwave 350G should assure that it is used in such an environment.

Emissions test

RF emissions CISPR 11

RF emissions CISPR 11

Harmonic emissions IEC

61000-3-2

Voltage fluctuations/ flicker
emissions IEC 61000-3-3

Compliance

Group 1

Class B

Category A

Compliant

environment - guidance

The Shockwave 350G uses exclusively
RF energy for its internal function. As
a result, its RF emissions are very low
and it is unlikely that nearby
electronic devices will be affected.

The Shockwave 350G device is
suitable for use in all establishments,
including domestic establishments
and those directly connected to the
public supply network that also
supplies buildings used for domestic
purposes.

The device must not be used in direct proximity to or stacked directly on top of another
device. If operation near to or stacked on top of another device is unavoidable, the
device should be monitored to verify its proper operation within this setup.

The Shockwave 350G is intended for use in the environment specified below.

The user of the Shockwave 350G should assure that it is used in such an environment.

IEC 60601 test

Immunity test

level

Electrostatic discharge = 8 kV Contact

(ESD) IEC 61000-4-2

+

+ 4kV, +

8kV, = 15kV Air

Electrical fast
transient/burst IEC

Main Lines: £2kV

Compliance level

environment —
guidance

+ 8 kV Contact

+ 15kV Air

Main Lines: £2kV

Signal Lines:
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61000-4-4
Surge
IEC 61000-4-5

Voltage dips, short
interruptions and
voltage variations
on power supply
input lines

IEC 61000-4-11

Power frequency

(50/60 Hz) magnetic

field
IEC 61000-4-8

Signal Lines: £1kV
Ac power line:

+0.5,£1 kV line to
line, £0.5,+1, ,£2
kV line to ground

dc power line:

+0.5,£1 kV line to
line

95% for 0.5
period

95% for 1 period

30% for 25
periods

95% for 5 seconds

30 A/m

EMC acli )Ll

+1kV

95% for 0.5
period

95% for 1 period

30% for 25
periods

95% for 5
seconds

30 A/m

NOTE UT is the a.c. mains voltage prior to application of test level.

The Shockwave 350G is intended for use in the environment specified below. The user
of the Shockwave 350G should assure that it is used in such an environment.

Immunity test

Conducted RF
IEC 61000-4-6

Radiated RF
IEC 61000-4-3

IEC 60601 test
level

3 Volts / 6 Volts
for 150KHz to 80
MHz

3 V/m for 80 MHz
to 2.7 GHz

environment -

Compliance level -
guidance

3 Volts / 6 Volts

3 V/m for 80
MHz to 2.7 GHz
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NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Shockwave propagation is
affected by absorption and reflection from structures, objects and people.

a) Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast
cannot be predicted the theoretically with accuracy. To assess the environment due to fixed RF
transmitters, a shockwave site survey should be considered. If the measured field strength in the
location in which the Shockwave 350G is used exceeds the applicable RF compliance level above,
the Shockwave 350G should be observed to verify hormal operation. If abnormal performance is
observed, additional measures may necessary, such as re-orienting or relocating the Shockwave
350G.

b) Over the frequency range 150kHz to 80 MHz, field strengths should be less than 3 V/m.

The Shockwave 350G is intended for use in the environment in which radiated RF
disturbances is controlled. The user of the Shockwave 350G can help prevent
interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the Shockwave 350G as recommended
below, according to the maximum output power of the communications equipment.

Rated Separation distance according to frequency of transmitter (m)
maximum 150 kHzto 80 80 MHz to 800 800 MHz to 2.5 GHz
output power MHz MHz

of  transmitter d = 2337

W d=117"F d =117

For transmitters rated at a maximum output power not listed above, the recommended
separation distance in meters (m) can be estimated using the equation applicable to
the frequency of the transmitter, where P is the maximum output power rating of the
transmitter in watts (W) according to the transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency
range applies.

NOTE 2 These guidelines may not apply to all situations. Shockwave propagation is
affected by absorption and reflection from structures, objects and people.

47



Lailis zs gl

Lalis zudy

IEC 60417-5333 Type BF Applied Part
WSS ge2 oolitul slesal,) 4 ((Sels b St S Jlexsl (IS s

DS dxzl e oolaiwl slosaly 4 i oledl 5l

S9SNl Sl Slmls
ol&iws b o,leis

Jyame s Jl

Jyame o dg Jo

Help & 70 ol oS
Settings & > bl ouls
Home 5 >0 bl ouls
IV RCAPS APVRCRX VW 3

Oleyd 9,0 olS

(Pause) aasg ol sles

(Mode) ws adas ols
S ol oy oIS
o 2 e oS

(Hide Menu) s b sles

PEOROSDOE @CORLEHD B

48



Information b SSs, LSS Sledlbl als

Placement Lual, ,5las Gl oS

Kiiglos amio S 0,5

aali 0 uzd oS

(Manual Operation)els=ds sla el )b b yleyo sles
(Clinical Protocols) le,s sbvask p o slos

(Body Parts) o slacl gompmmds b Sloys sbaasly oles
(User Programs) Sle,s oo 053 sladel  oles

Search sk

Shock Switch) Sls gdsw Slaglass

Switch Test) b Jly cws

Switch Mode) b Jla )50 aulass
(Display) il olapdas Gl s
(Theme) 5 Cbl sles

(Font Size) csgs ple ol oles
(Therapist Name) co.ul 5 ob ol sles
(Date & Time) ol 5 7,6 el oles
(Date Format) z,b cw s edas sl

Security) ol oledas Cbsl sles

(Password Activated/Deactivated) s sc 3o, ;0,5 Jd pé [l

Lailis zs gl

NINSOICICIO

PORE# 2SO 8 ¢ Wol

49



(Password Set) s g o, pulass olos
(Update) ,l8le 5 Gl 55,4 ol olas
RemMOte o504 (sl i, oo

Sound) las oledas Ol oIS

(Touch Sound Activated) zb oo ;lleé sles

(Alarm Volume) s YT slas ol oulass sles
(SErvice) g ol als

(Reset) olKws o, oles

(Default Parameters) «Jsl jlaie 4 ;jloyo o el )l yails 5 oles
Favorites co.J ,o 0490 slaaslp 40,5 S oS

User Programs ;s sg>ge sladslp 0,5 Sb oles
(Default Settings) adsl cll> 4 Sledais il 5y oles
Wi-Fi oledas

WIEFT 30,8 Gisels b or5s,

dntroduction) oKews b ,I5 slesal, Gkl olls
Shockwave Review) s 555l sloal, Cbsl sles
(Anatomy Library) _egbl abols ol sles
(About) L 5,b,0 wlssl sles

(Recently Used) suil >l sloasl oy ,51 oles
(Favorite) suy;5 5 4ab p 0,5 adlol oS

)_3)[5 .]a.w}a OMOPS dL&sAALaJJ u‘“"‘)‘.’.ﬁ .x:.lf

Lailis zs gl

*%k

JORAO

%O ®

®@®@@@ B) ) 9) 2

50



Help clegoge con s Gbl oS

HEIP o o lsie @ 38, 018

Help o L3 ylsie 4 28, olS

Lailis zs gl

®
©

51



o Kiws @L.»L..:, oy

ol ‘s.»LwLuw o> g

52



0w 8 luiliw! wlideio

oliiws o ylusliw! wlileio

Ko d)" Jals

SA 55
Sl sl J3
25mm as
6mm s
Asbli oy
15mm se b epoe
Magnetic Shockwave 350G g ;s oolatwl gloal,
(Check Online/CD/DVD) Magnetic Shockwave 350G ssliiul sloal,
Final Test »,5
sl Ans L Sbs
P s
w.....n.\....m o..\.;)‘d.e,i; Ja.m‘j

NS s JI5

53



13532.00
F71000RD10R02

N
V4

NOVINMED

st 99 3ud Ol jagxi oiiS gl g Zlsb
lac po bS5 gho GLlis ool g5

IOAVVEVAPF:iussS 1] 32lg— 11 SW— 1) 6298
oF | —AAVIS PP P 1 yuSd o |—F I PPE : yali

01 o 6l (b b @odizo UL £L g2 «lgduol
o | =S PF VIS juSS oM I=FFPFVIVE pali

i aS Sog ISl g (§ 4 1—iao S g wLgiuol

AE LAV FAOP i iusS U295 oS o —wdigo Sy
o 1-900 19106 G ideo b bl jl ¢yals
o111 | OFF Ul 8 jl g Siloss yals

info@novinmed.com  www.novinmed.com



	مشتري گرامي
	مقدمه
	توضيح علايم
	آثار فيزيولوژيك
	كاربردها
	موارد منع استفاده و احتياط
	عوارض جانبي احتمالي
	كاربران هدف
	كاربراني كه صلاحيت استفاده از دستگاه را دارند، متخصصان حوزه پزشكي و پيراپزشكي نظير درمانگرها، پزشكان و متخصصان حرفهاي سلامت ميباشند.
	هشدارها
	اجزاء، تنظیم‌کننده‌ها و نمايشگر
	لوازم جانبي دستگاه و قسمتهاي كاربردي
	مراحل نصب و راه‌اندازي
	شروع درمان
	پايان درمان
	خاموش كردن
	تعويض هدِ درماني
	نحوه در دست گرفتن هندپيس
	شرح پنجره‌هاي نمايش
	Touch Sound :Touch Sound Activatedيعني هنگام لمسكردن كليدها، يك بوق كوتاه پخش شود. توسط گزینۀTouch   Sound Activated  مي‌توان اين امكان را فعال يا غيرفعال كرد؛ با انتخاب اين كليد، امكان Touch Sound از حالت ON به حالت Mute يا برعكس، تغيير وضعيت مي‌دهد.
	Therapy Tone: در پايان درمان، آلارمي پخش ميشود كه ميتوانيد از طريق گزينهي Therapy Tone، موزيك مورد نظرتان را براي اين آلارم، انتخاب كنيد.
	Alarm Volume: براي تنظيم بلندي صدا، Sliding bar را به سمت چپ يا راست بكشيد.
	Help
	برنامههاي از پيش تعريف شده
	خدمات پس از فروش
	دستورهاي ايمني
	دستورهاي نگهداري
	تست عملكرد
	تعميرات
	ليست خطاهاي دستگاه
	نحوه امحاء وسیله
	مشخصات فني دستگاه

	اظهارنامه EMC
	توضيح نشانه‌ها
	برچسب شناسايي دستگاه
	متعلقات استاندارد دستگاه

