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The first steps
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The “O” state screen




Sounds while amplitude setting

Each step of amplitude setting Is indexed
with click;

When min/max of the amplitude is reached
long signal sounds.
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Sounds during work

(dosing is off)
Every 30 sec (without button pressing) short
signal sounds.
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The menu structure

1:16 o=
Ding @8] 1:16 °® Dmp Off
AM Ot Dijgpg OF 90.7

FH  OFfF
| AH OFf|Int 1
PR o s P Off [Gap 10

Int 1
Gop 16




“Dose mode”
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“Dose mode”

Working In dose mode (screen information and
sounds) will be observed later!




“Amplitude modulation mode”
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Sounds In
“Amplitude modulation mode”
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“Frequency modulation mode”
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“Frequency modulation mode”
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Sounds In
“Frequency modulation mode™
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“Damping mode”
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Sounds 1n “Damping mode”
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“Frequency mode”
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Sounds 1n “Frequency mode”

A\

vV VV V VYV

15,3
29,7
59,3
90,3
121
180
351

N N N N N




“Intensity mode”
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“Gap mode”




Practice

» Set max frequency

» Switch on the combination “FM-Var”

» Switch on damping “Sc4”

» Switch Dose mode “Dose=1"

» Switch off the modulation

» Set intensity 2, 3,...,8

» While increasing Gap, watch the intensity
» Switch the device off and switch it on again




“Dose mode 1-2”

No contact (nobody) Contact




“Dose mode 1-2” 1 sec




“Dose mode 1-2”
The dose, the zero

| Initial shape factor

Timer E = 15 O
Initial reaction : /
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“Dosage” symbol “Zero” symbol




“Dose mode 3”
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“Dose mode 4”




“Dose mode 5”

] P i o ST B

1
U

i

-4

]

u

s

U

L T T
g T

g USRI I
.ll“u = -u..nml .uu...—.. .unml .-H_l

ERapinninninpginning

o e g

BEE T T T T

SURDRRERR N RN

e U e L




Practice

» Switch the device on, set the comfortable
Influence level.

» Switch Dose mode “Dose=1".

» Set the device at the same skin area several
times with the same pressing. Watch the initial
reaction.

» Set the device at that skin area with different
pressing. Watch the initial reaction.




Practice

» Set the device at different skin areas, watch
the initial reaction.

» Select the area with the max initial reaction.

» Set the device at this area, walit for “dose” and
“zero’.




Service menu




Service menu

To enter the Service menu, press the ¥ and ¢+’
buttons simultaneously, and a rising beep will
sound.
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Service menu

When no buttons are pressed within 3 seconds, the
device switches to the previous state, and the
value of the highlighted parameter (and this
value solely) is saved in the constant memory of
the device. If the value has been changed, then a
descending beep will sound.

So, within the same menu entering, you can
change any number of parameters but only one
parameter will be saved.




“Auto Off (AOff)”

When the AOfT Is set to Off, the automatic turn-
off 1s disabled.

This may cause faster battery exhaustion when
you leave the device switched on for a long time.




“Auto Off (AOff)”

The differences of the automatic turn-off are given
In the table.
Automatic turn-off time when no buttons pressed.

AOff | Nobody | Contact Timer reset
Off | never never never (only when buttons
pressed)
On never
Sm e 5min | Every time the electrode contacts
10m 10 min [ taken up from the skin

20m 20 min




“Light (Lght)”

The Lght menu item is the time of screen back-
lighting for the following events:
— pressing any button,
— reaching the Dose or Zero,
— expiration of the first second of measuring In the
Dosing state
or
— expiration of every 30 seconds.




“Save Screen (Save Scr)”

The Save Scr menu item allows to save the current
orientation of the image on the screen as default.




“Sound (Snd)”

The Snd menu item is for volume control. When
Snd 0 is set, all sounds except for clicks while
controlling the energy strength will be disabled,
and in the Basic state a corresponding indication
will be displayed in the top line of the screen.

Snd 1 1s for minimum sound
volume, Snd 2 — for medium
volume, and Snd 3 — for

maximum volume. EE = K




“Write’

The Write menu item allows to save up to 5 sets
of Stimulus Attributes (Dose, AM, FM, Dmp, F,
Int, and Gap). To save the sets of parameters In
one of 5 cells, select the cell number and wait until
the device exits the Service menu. A descending
beep will Indicate that the settings have been
saved.




‘Read’

The Read menu item allows to read the earlier
saved sets of parameters of the basic modes of
stimulation from the constant memory. Select the
number (1...5) of the cell that contains your
presettings saved earlier and wait until the device
exits the Service menu. A descending beep will
sound and the settings will be applied.

And the energy strength will be automatically
set to minimum.




Other settings

The Cont menu item allows to control the image
contrast.

The Lng menu item allows to select a language
(2 languages are available — Russian and English).




Practice

» Select the service menu, set ‘AOff Off” and pass to
the next item. Listen to the sound while returning
to main menu.

» Place the device on the skin and take out several
times, watch the timer and skin contact indicator.
» Select the service menu, set ‘AOff On’. Listen to

the sound while returning to main menu.

» Place the device on the skin and take out several
times, watch the timer and skin contact indicator.




Practice

» Take off the device and watch the timer for more
than 30 sec.

> Press ¥ button.

» Switch the device off and switch it on again.

» Select the service menu and watch ‘AOff state.

» Set ‘AOff 5m’ and pass to the next item.

» Watch the timer for more than 5 minutes.

» Switch the device off and switch it on again.

» Select the service menu and watch ‘AOff state.




Practice

» Set “Snd 0” item In the service menu.
» Listen to the sound while returning to main menu.
» Look the upper right corner of the screen.

» Decrease ‘Energy’ to 1 and listen to the sound.
» Set “Snd 2” item In the service menu.

» Listen to the sound while returning to main menu.
» Look the upper right corner in the screen.

» Decrease ‘Energy’ to 1 and listen to the sound.
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Europe

Certificate / Cepruchukat GBOG/68199.00_ Certificate GB10/80599

RITM OKB ZAO T
PUTM OKB 3A0 RMOKe s 3 Q I
2

% 99, Petrovskaya Str.,
99, Petrovskaya Str., Taganrog, 347900, Russia »i ' Taganrog, 347900, Russian Federation

99 Merposckas ynuua: Tarawpor, 347900, Poccus _SG& '0,, m

6i13 OUEHENE W CBDTADHIADOBIND, KBX OTBE-EIOLIES TPEGOSINNAN
Certificate / Ceprucpmkar GB06/68200.00

ISO 13485:2003 o et o o Horamions ISO 13485:2003
Fore lovegactves RITM OKB ZAO

For the folowing
Development, manufaclure and salas of pulse stimulators, diagnostic systems for o el

medicine, and blankets. PMTM OKB 3A0 Manuf; and sales of pulse stil

Pa3p: # Npofaxa
s o by 99, Petrovskaya Str, Taganrog, 47900, Russa B e Date 3 Februry 2011 Expiy Date 8 June 2013
) 5 99 Merposckan ynuua, Taraxpor, 347900, Poccus Re certification audit due before 31 March 2013
This certificate is valid from 09 October 2009 until 12 September 2012 and ‘ 2008 _m Valid subject to satisfactory surveillance audits.
remains valid subject to satisfactory surveillance audits w Issue 2, Ce
Re certfication aucit due before 12 September 2012 ML N SRR e i om0
Issue 4. Certified since 18 April 2006
HacToswuwi ceptidwmkar aeicTauTenet ¢ 09 Oktabps 2009 1. no 12 cexTabps 2012 . 1 Iso 9001 :2008
NOAAEPKUBAETCA HA30PHBIMM ayAUTaMM
PecepTMMKALKOHHbIIA ayauT He noaaHee 12 centsdps 2012 ot

Buinycx 4, Ceptucukaums ¢ 18 anpens 2006 1
Authorised by / Yoonmomouenwese ninga

.

Authonsed by
Development, manufacture and sales of pulse stimulators, diagnostic systems for R.J Weaver - Business Manager
rehabilitation and occupation medicine, and therapeutic blankets.

F W nponaxa p /@
ans " neyebHbIx ofean. 3\
S0 so0n "

B

KAS f
QUALITY SGS Unted Kingdom Lid- Systems & Certification
SGS United Kingdom Ltd Systems & Services Cert MANAGEMENT ossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK
ossors BusinessPak Elesmre o Chesie GHGS 3. UK 005 This certificate is valid from 09 October 2009 until 12 September 2012 and 144 (01513506655 1444 (0)151 3508800 w505 com
1544 (0151 505985 {48 (0151 350500 w55 com remains valid subject to satisfactory suveillance audits, St s ST
SGS 134852 RU 0308 Re certification audit due before 12 September 2012 SGS 13485 CMDCAS 0310

Issue 4. Certified since 18 April 2006
AT et [ i i 09 Ok6ps 2009 7. 10 12 ceHTAGDR 2012 1. 1 e

NOAAECPKUBAETCS HAAIOPHbIMI Ay AUTAMH
PecepTUdMKALMOHHIR ayavT He noaaHee 12 cexTsbps 2012

¢ ecamodcson
i e ity o e oy b e .
:-«ams‘ ot h“(D)ISI 3506600 www.5gs com et et s
T R o $GS 90018 RU 0308 B T T —

ST

D L T —



l{ U.S.Department of Health & Human Services

£ www.hhs.gov

m U.S. Food and Drug Administration

Home | Food | Drugs | Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products
FDA Home > Medical Devices = Databases

510(k) Premarket Notification

(/5', A £10(k) | Registration & Listing | Adverse Events | Recalls | FMA | Clsssification | Standards

CFR Title 21 | Radistion-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA

New Search Back To Search Results
Device Classification Name Stimulator. Nerve. Transcutaneous. For Pain Relief
510(K) Number K092117
Model 10
Device Name SCENAR. MODEL 10

RITM OKB ZAO
Applicant 99. Petrovskaya
Taganrog.
Contact Larisa Shpungina
Regulation Number 882.5890
Classification Product Code GZJ
Date Received 07/14/2009
Decision Date 05/28/2010
Decision Substantially Equivalent (SE)
Classification Advisory Committee Neurology
Review Advisory Committee Neurology
Summary Summary
Type Traditional
Reviewed By Third Party No
Expedited Review No

Page Last Updated: 03/03/2011



Other countries
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ARTG Number 140659
oo AND DRUGS 5, Head Office (3R)
ARTG Labelname RITM Australia Pty Ltd - Stimulator, el Fnod & T ilana e 2ABJIl 4+ Y 4AS2 §I SE((F)YER]
ripheral nerve, transcutaneous Tel: (+233-302) 233200, 235100 = = o
o Drugs Board o = BE 40} LTSS R, D BT,
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: g LA SECRETARIA DE SALUD DEARK
Device Class  Class lla_ o ) CM1, TEMA COMISION FEDERAL PARA LA PROTECCION ; p—
GMDN Code 35372 Stimulator, electrical, analgesic TEL: 0208381835 / 02730452551 CONTRA RIESGOS SANITARIOS ¥ N EBUANYRA J Q‘ .
transcutaneous COMISION DE AUTORIZACION SANITARIA (R e
Dear Sir,
ARTG Product Number and Name REGISTRATION OF MEDICAL DEVICE Monterrey No.33, Col. Roma, Del. Cuauhtémoc, CP. 06700, México D.F
7 i 5 sic, peripheral net = =1 g ==
Se ctiniets el s nahen This is to inform you that the Food and Drugs Board (F PERMISO SANITARIO DE IMPORTACION Fecha de Expedicion :20 de octubre de 2011
rkngflg‘sademe application, tars e iregstration of Namero de Autorizacién: 113300115G0684 Vigencia Deade: 20/10r2011 Hasta: 200012012 e
The above Med‘ca' Dev'ce Is Included in the Auslrallan : Con fundamento en el Articulo 39 fracciones XIIl y XV de la Ley Organica de la Administracion Publica Federal, en los Articulos 194 y 283 de la Ley
Goods subject to the following conditions Based upon the information presented to date, the General de Salud, Ariculo 14 del Reglamento de la Comision Federal para la Proteccion contra Riesgos Sanitarios y sin interferir con las disposicones
docce 'spsa o tor P! e s de otras Dependencias Oficiales, se autoriza Ia Importacion Temporal
Standard Conditons L CIOr LR 45 e o WORYADOR ESFERA MEDICA, S.DE RL. DECV.,” BARTOLACHE NO. 1111, DEL VALLE, BENITO JUAREZ, C.P. 03100, MEXICO, DISTRITO
" aae . . : EDERAL
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ricantos-
egister are as specified in section 41FN of the Therapeul FDB/D.10-11085. Facturadoros- RITM OKB ZAO, 99 PETROVSKAYA STR , TAGANROG, RUSIA. 347900 RUSIA
The standard conditions that are imposed under section 41 This registration is valid for three (3) years and expires | bl
Goods Act 1989 when kinds of medical devices are include ADUANAZAEROPUERTO #T. DE LA CO. DE MEXO0R ORIGEN RUS | RS RFR T3]
out in the following paragraphs. * Please note that this product cannot be advert T T [ PROGEDERCIA 705~ { "“'"'::m"m
. : [S00MAR-1AT(VERS 0N 0211
For a medical device included in the Register under Chapt: . SsiEhRG NOMBRE CANTIDAD | UNIDAD | PRESENTACION FRACCION | REG.SAN ﬁ;’{' e
Australia, the Sponsor must ensure that information about ours faithfully, , SCENAR (ELECTRONEUROESTIMULADOR [ 10 Pem | G 60188085 488/ K0 s FARDY BR0=
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¢ CHIEF EXECUTIVE
Certificate Printed on 25/06/2007 - 09:43:53 AM
CC: 1. RITM OKB ZAO, PETRORSKAYA STR. TAGANROG, R ‘
2L DB ZONAL OFFICES Dostinedos pars GERGSTRACON
Restricciones: EN CASO DE RECONOCIMIENTO ADUANAL DEBE A PREGENTAR EN ORIGINAL ESTA AUTORIZAGION SE PROFIBE U
COMERCIALIZACION. PARA DEMOSTRACION EN. (1) “PRIMER 'CONGRESO INTERNACIONAL DE TERAPIA FISICA Y REHABILITACION M0d4 26321 20-80-9002

PEDIATRICAS, QUE SE LLEVARA ACABO DEL 13 AL 15 DE OGTUBRE DEL 2011° EN EL CENTRO DE REHABILITACION INFANTIL TELETON
ESTADO DE MEXICO. (2) "PRIMER CONGRESO DE MEDICINA ALTERNATIVA™, QUE SE LLEVARA A CABO DEL 12 AL 14 DE NOVIEMBRE DE
2011, EN LA FACULTAD DE MEDICINA DE LA UNIVERSIDAD AUTONOMA DE COAHUILA Y LA DIRECCION DE SALUD MUNICIPAL EN
TORREON. (3) ” TALLER DE INTRODUCCION DEL EQUIPO ELECTRONEUROESTIMULADOR SCENAR POR VIDEO CONFERENCIA”", QUE SE
LLEVARA A CABO EN EL MES DE NOVIEMBRE DEL 2011, EN LA ACADEMIA NACIONAL DE MEDICINA ALTERNATIVA, A C. POR EL PERSONAL
MEDICO ESPECIALIZADO DE ESFERA MEDICA S.A. DE C.V

Observaciones: NO REQUIERE REGISTRO SANITARIO
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