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1. IIpaBuia 3a 0e30mMacHOCT
To3u amapart e 6e3omaceH 3a
XopaTa IpH JJOKOCBaHE Ha
€JIIEKTPOIUTE.
C uen 6e3omacHocT 3a Bac,
KaKTO M 32 afnapara, MOJIUM Jia



ObJaT cra3BaHU CIEIHUTE
npaBuia 3a 6€30MacHOCT 10
BpEME Ha U3MEPBAHETO:

- [Tazere ypena ot Bnara, ot
BUCOKA TEMIIEpaTypa U CUIHO
MarHuTHO TOJIE.

- He nmyckaiite B neiicteue
amapata B CpeJia C eKCILIO3UBEH,
WIIY 3amajuTelieH ras, BOAHa
napa, Wid B 3arparieHa cpesa.
- 3a Ja ce nmpeoTBpaTu
MEXaHWYHA MOBpeia Ha
aHaJyoroBaTa MarHUTHO
UHAYKIIMOHHA 000MHA, HE
nojiiaraiire npuoopa Ha
BUOpaIMs, WK IIOK.

- [Ipu BCcsika moBpena Ha
METaJHUs TECTBYBAI €JIEKTPOJ
KaTo cuymnBaHe, AehopmMarims,
WM 3aLIaBAHE C YYXKI0
BELIECTBO, HE MIPABETE
U3MEPBAHUSI, IPEKPATETE TECTA.
- He TecTByBaiite u He
JIOKOCBalTe HUKAKBU HAMOTKH
10J1 HANIPEXKEHUE, ITPEBUIIIABAIIIO
cnenuuIMpaHoTo 3a ypena
HaIlpEKEHUE.

- Koraro npukirounte ¢
U3MEPBAHUATA, U3KIIFOYETE
npudopa.

- AKO ypennT HAMa Ja ce
U3M0JI3yBa ABJITO BPEME,
u3BajieTe OaTepuunTe.



2. O01mo onucanue

Hparu kynyBaydo, 6j1aroiapum
Bu 3a noBepuero. Anaparsr,
KOWTO 3aKynyBare e Bu
OCUTYpH TOYHU U HAJICKIHU
U3MEPBaHUs, aKO I'o
U3IM0JI3yBaTe ChIIACHO
WHCTPYKLIHMUTE B TO3U
HapbYHUK.

AmnaparbeT U3MepBa
cnenupuyHaTa IPOBOIUMOCT
Ha KO)KaTa B TOUKUTE HA
KJIACUYECKUTE KUTAUCKH
MEPUIUAHU U B MEPUANAHUTE
Ha Dour.

N3non3yBaliku mankarta
METajHa YNHHUMKA Ha KOopIryca
Ha ypeJla Uiv IIbK MacuyKara,
CBbp3aHa C aHOJa,
OMEepaTopbT MOXKE J1a TECTBA
CBIIUTE TOUYKHU B PUCHCTBUE
Ha pa3JInyHU BEILECTBA!
JIeKapCcTBa, OMIIKH,
XOMEOTaTUYHU IpernaparTH,
pa3JIMuHU POOU OT XPaHU,
aJepreHy, CKbIIOLEHHN
KaMbHU, METaJU U .

Mosxe na ce nokaxe epexTbT
OT €JIHO BEIIECTBO WIH
KOMOMHUPAHUAT €PEeKT OT
HSIKOJIKO BEIIECTBA BBPXY
MMYyHHAaTa CUCTEMA U



Pa3JIMYHUTE OpPraHu, KaTo
HanpHUMep YepeH JIpoo,
O0BOpenn, 6eau ApodoBe U Ip.
N3mepBanusta ¢ Qo
amapaTa Morar Jia mokaxart
KOU OpraHyl 1 CUCTEMU Ha
YOBEIIKOTO TSJIO HE ca B Pell U
KaK Ja ce OajaHcupa
cucTemMara, 3a Jia ceé BbpHE B
HOPMAaJTHO ChCTOSIHUE.
[TocpencTBoM TO3U METON
Ha U3MEPBAHE C anapara Ha
@don Morar ga ce OTKPHUST
aJIepreHu ¥ HEMOHOCUMOCT
KbM XpaHU 3a NalMeHTa U
OMEPATOPBT MOXKE 1
MpeUn3npa perenTa ¢ Hau-

00puTE JIeKapCcTBa, UK
OWJIKY 3a TO3U TMAaIUEHT.
N3non3yBaiiku Tecrepu
(HO30/1M) 3a TATOT€HH, MOXKE
na Ob11e ompeeneHa
€THOJIOTUATA Ha CMYIIICHUSTA.

3axpaHBallo HaNpeKeHue

NHCcTpyMEHTHT ce 3axpaHBa C
6arepun, 3 X 1.5V.

MIGNON.LR6(AA). Te
ocurypgaBart HpI/I6J'II/I3I/IT€J'IHO



1000 yaca HenpekbcHaTa
pabora.

4. KaauOpupane

NHCTpYyMEHTBT aBTOMaTUYHO
ce KaauOpupa BCEKH ITbT MPU
BKirouBaHe. [IpencraBenure
crienuduKanmu ca
rapaHTHpPaHU 3a €Ha rOAuHAa.

5. Onmucanue Ha ypena

5.1.
5.2.
5.3.

AHasiorona ckaja

Xbat 0yron on/off
Kpbraa meranna ynHuiika
Ha KOpIlyca Ha ypena,

5.4.

5.5.

5.6.

5.7.

5.8.

CBbp3aHa C aHOJa.
N3non3zysa ce 3a manku
mpoowu.

Macwuuka 3a Tectepu,
KOSITO CE€ CBbP3Ba C aHO/A.
N3non3ysa ce 3a OypkaHy,
WK OYTHIIKH C JIEKapCTBa.
Hunmuanpuden anoxn. Tou
TpsIOBa J]a Ce IbPKHU C
pBKa OT MALMEHTA.
N3mepBareneH katox ¢
yepeH Kaber.

Mscro 3a USB BpB3ka ot
JsiCHaTa CTpaHa Ha
Kopmyca.

JIBa yepBeHu kabena:
€IMH 32 LWINHIPUIHUS



aHOJ, IPYTHUSIT 3a

HU3MCPBATCIIHATA MAaCHYKaA.

6. Cmsina Ha GaTepuuTe

Bceku nen npeau padbora
HUBOTO Ha OaTepuuTte TpsOBa Ja
Ce MPOBEPsIBA IO CIECTHUS
HaunH: CreauHeTe aHoIa U
Karona 3a 3-4 cek. AnaparbT
naBa qBa curHaina. Cnej BTopus
CUTHaJI HUBOTO Ha OaTepuuTe ce
OTYUTa BHPXY aHAJIOTOBUS
mucruieit (ot 1 go 100). Ilpu
HUBO MO-HUCKO OT 10 e
JKeJlaTeTHO OaTepuuTe 1a ce
CMEHSIT.

- Otnenere kabenure u
EIIGKTPOUTE OT ype/a.

- MaxHere npeana3Hus Kamnak u
BHUHTOBETE OT JHHOTO

- 3ameHeTe OaTepuuTe ¢ TpH
HOBH OT UIEHTUYHMS THII.

7. IlouncTBaHe

3a moyncTBaHE U3NOJI3yBalTe
caMo MeKa cyxa Kbpria.
Huxkora He mouncTsaiite ¢
BJIAYKHA KbpIIa, PA3TBOPUTEIL,
WJIU BOJA.



8. Texunuecku
XapaKTePUCTUKHU

Hampexenue: 2 HA (2 mukpo A)
3axpaHBaIlo HAMIPEKEHNE Ha

6arepunre: 3 X 1,5V. MIGNON.

LR6 (AA).

Tounoct: +/- 5% ot
WU3MEPBAHETO.

[IpenBuxna ce uamMepBaHusTa aa
Ce IPOBEXIAT IIPU CTalHa
temrieparypa: 18°C -28°C npu
BiaxxHoct RH<75%.

TeMnepaTypa Ha CbXpaHEHUE: -
5°C no +40°C

Pasmepu: 190(W) X 108(H) X
50(D)
Termno: okomo 500 g.

9. Akcecoapu KbM Do
anapara

AKcecoapuTe, ChIbPKaIly ce B
KOMIIJIEKTA Ca CIICTHUTE:

9.1. llunuHapuyeH aHoxa

9.2. JIa uepBeHu kabena

9.3. 3mepBareieH KaTos ¢
YyepeH Kaben

9.4. Kpbria Mmacuuka 3a 1o-
roJIeMH MpooH

9.5. IlpeanasBaiia KyTus



9.6. )XbaTO MI1aCTMACOBO
IPEa3Ho TSIIO

9.7. KHMXKa ¢ TOKyMEHTAaIUs
9.8. Tpu Garepun

10. YcioBust 3a rapaHuus

To3u ypen nma rapaHius
Cpely BCSKa MaTeprajIHa JIUICA,
WJIU TIPOU3BOJICTBEH JAE(EKT,
CBIIACHO OOIIUTE YCIOBHS 32
nponaxoara. [Ipe3 mepruoma Ha
rapaHisTa (eHa rojJanHa)
nedeKTHUTE YaCTH MOTarT Ja
OBbJaT 3aMEHSIHH, KaTo
IIPOU3BOIUTEIIAT pellaBa aiy J1a

TIOTIPaBs, WJIU J1a 3aMCHS
POAYKTA.

B cnyuaii Ha BpbLIaHE Ha
MPOAYKTa 32 PEMOHT CIIe
npoaak6aTa B periOHaIHUSA
KJIOH, UJTU B IIEHTpaJIHUS oduc,
TPAHCTIOPTHUTE Pa3XOIH CE
3aIIamar oT KylyBaya.
JloctaBkaTa oOpaTHO TpsiOBa J1a
ObJlie IpeaIaTeHa.

Tps6Ba na nma octaBeHa
OeJiekKa MpH ypelia, B KOSITO 1a
CE OIMUIIE KOJIKOTO € Bb3MOXKHO
M0-SICHO IPUYHMHHTE 32 BPBIIAHE.

AmaparbT TpsiOBa 1a ObJ1e B
OpUTHHATHATA OTIAKOBKA.



Beunuku nospeay, npuurHEHU
NOpay TPAHCHOPT IPH JIOIIA
OIIaKOBKa C€ 3aruramar oT
KyIlyBaya.

[IponaBaubT HE € OTTOBOPEH 3a
IETH, IPUUYMHEHU OT JIMLA, WIN
Hewla.

["apannusATa He Baxku 1pu
CJIEIHUTE CIIy4Yau:

-Axcecoapute U 0aTepuuTe HE ca
BKJIFOUECHU B FapaHIUATA.

- PemonTH, HEoOXoauMu mopaau
HETOoAXOo/A1Ia ynoTpedba Ha
ypena, Wid rmopaad KOMOUHHpaHE
C HETMOAXO A0 000pYIBaHE.

- PemMoHTH nTOpaan HENOAX OS]
TPaAHCIIOPT.

- PeMoHTH TOpaau cepBus or
HEaKpeAUTUPAHO OT KOMITAHUSTA
JuIe.

- Moaudukamnuu Ha ypena 6e3
OTOpHU3alMs Ha HAIIIUS
TEXHUYECKU OTJIET.

- AjanTainuyu KbM HSKaKBO
MPUJIOKEHUE, HEMPEABUICHO 3a
ypela U U3BbH YIIbTBAHETO 32
pabora.

CbappxKaHUETO HA Ta3u
JTOKYMEHTAIMS HEe MOXe Ja ObJie
PENpPOaYLUHUPAHO MO HUKAKHB
Ha4YMH 0€3 HAIlIEeTO ChIJIacHE.



Hamwure npoxykru ca
IaTeHTOBaHM. JloroTumnure ca
peructpupanu. Hue cu
3aras3Bame MpaBoTo 3a
MoauUIIMpaHe HA
XapaKTEPUCTUKUTE U LICHUTE Ha
W3JIeJIMETO KaTO 4acT OT
TEXHOJOTMYHOTO pa3BUTHUE,
KOETO 'l U3UCKBA.
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1. Safety precautions and
procedures
This apparatus is safe for people when the
electrodes are touched.
For your own safety and that of the
apparatus, take extreme care for the
following conditions when measuring:
-During the measurements the connection
of the patient to the high frequency
surgical device could cause burns from the
side of the electrodes and possible damage
of the Voll machine;
-Measurements near (1-2 meters)
shortwave and microwave therapeutic
devices could cause instability of the
original characteristics of the Voll
machine;
-Application of the electrodes in the area
of the chest could increase the risk of the
heart fibrillation;



-Do not test and do not touch any wires
under voltage, sources of the electricity
and corpuses of the machines with
voltage or current exceeding the specified
overload protection;

-Keep the machine out of humid or wet

environment, high temperature or high

magnetic field.

-Keep away devices affecting
electromagnetically the Voll machine and
keep our machine away of the sensitive
devices.

-Do not operate the machine under the

environment with explosive or

combustible gas, steam or filled with
dust.

-To prevent mechanical damage of analog

pointer coil do not submit the instrument

to vibration or shock.

-If any unusual condition of testing end
(metal part) and attachment of the
instrument such as breakage,

deformation, fracture, foreign substance,
etc. do not conduct any measuring.

-The USB port should be connected only
to the computer configuration
conformable to the document EN 60950-
1 for safety conditions;

- Once the measurements are completed,
switch off the instrument;

- If the instrument is not be used for a
long period, remove the batteries.

2. General description

Dear customer, we thank you for your
patronage. The machine you have just
purchased will grant you accurate and
reliable measurements provided that it is
used according to the present manual’s
instructions.

The device IKG-02 performs the
requirements of the

Standard EN60601-2-10 of EU.



The Voll machine is supplied with
batteries- internal sours of electricity.
Class —IP20 (not protected against
humidity).

The machine is capable to the continuous
regimen of work during the day.

The apparatus can measure the specific
conductivity of the skin in the points of
the classical Chinese meridians and Voll
meridians.

Using the table connected with the
cathode the operator can test the same
points in the presence of different
substances: medicine, herbs, homeopathic
remedies, different samples of food or
allergens, gemstones, metals etc.

It can show the effect of one substance
and the combined effect of several
substances on the immune system and the
different organs such as liver, kidneys,
lungs etc.

The measurements with the VVoll machine
can show which organs and systems of
the human body are out of order and how
to balance the system back to the normal
condition.

By means the Voll machine could be
found allergens and intolerance to foods
for specific patient and the doctor could
adjust the prescription with the best
medicine or herbs for this patient.

Using testers for the pathogens it could
be found the etiology of the disturbances.

3. Supply voltage
The instrument is battery supplied, 3 X

1.5V. MIGNON.LR6 (AA). It is about
1000 hours of continuous work.



4. Calibration

The Instrument is automatically calibrated
every time at switching on. The
performances of the specifications are
guaranteed for one year.

It is suggested to be done tests by the
service officer every two years.

5. Instrument description

5.1. Analog type display

5.2 Yellow button on/off

5.3. Table for testers which has to be

connected with the cathode.

5.4. Cylindrical cathode. It should be hold

in the hand of the patient.

5.5. Measurement anode with black cable.

5.6. USB connection at the right side of
the corpus.

5.7. Two red cables: one for the cylindrical
cathode, the other for the table.

5.8. For the normal measurements the
device should be in horizontal position

6. Instruction for work

6.1. The preparation of the device

- The two red cables are connected in the
places marked as cathode. One of them is
connected with the cylindrical electrode
and the other- with the metal table for
samples.

-The black cable is connected with the
measurement nib and the other side- with
the device in the place marked as anode.

-Put on the yellow button. If the batteries
are there it should the needle to go to the
*10070of the scale and than to go back to
“0”.This is the automatic calibration of the
Voll machine.



-For checking the level of the batteries
you should connect the anode and the
cathode for 5 seconds. The machine gives
two signals. After the second signal the
level of the batteries is shown on the
analog display (from 1 to 100). At the level
under 10 it is advisable to change the
batteries.

This way the machine is ready for work.

6.2. The working conditions

-It is desirable to work under room
temperature.

-The room should be far from X-rays and
electromagnetic fields.

-Working near by high frequency, short
wave and microwave devices could cause
instability of the original characteristics
and a damage of the Voll machine.

-The device is placed on wooden table. It
is not right to be put on a metal table and
to use metal chairs in the room.

-The electrodes in contact to the skin of
the patient should be cleaned with 90%
ethanol or some disinfectant which does
not make corrosion of the metal of the
electrodes.

-The operator should work with white
overload and white cotton gloves.

-The patient should take off any metal

jewel, cell phones and electronic
devises.

-A patient with pacemaker cold not be
tested.

-The hands of the patient are measured on
a clean white cloth or a changeable white
paper and the feet are barefooted, step on a
little chair (high 40-50 cm) covered with
white changeable paper.



6.3 How to work

The patient holds the round electrode with
one of his hand and the other hand is
measured in the meridian points. The
process is painless and the electrical
current is so minimal, at the level of micro
amperes that it could not be damaging to
anybody. The meridians should be tested at
two sides: right and left. Very often
appears a big difference between the
results from the right and left sides and this
needs a special attention and interpretation.

The result above 60 is a sign for an over
activation of the point and a result under
40 is a sign for lack of energy in this
meridian point.

The interpretation of the measurements is
as follow:

50- it is the best result for any point, itis a
normal condition.

40-60- is accepted as practically a normal
condition.

60-65- shows an excitement of the point.
65-75- means an irritation in the point.
75-85- shows an inflammation.

85-100- shows a high inflammation.
40-35 means the beginning of
degeneration.

35-25- means a progressive degeneration
< 25- shows some destructive changes.

The use of the Cortizons leads to strong
suppression of the signal even several days
after the stop of the medication.

The skin should not be pressed much and it
should not be injured. The meridian points
are not on the surface of the skin, they are
in the mesoderm and as conductive points
they send the signals from point to point.
The pressure during the measurement
should be moderate and equal in any point.



It is desirable the measurements to be
repeated and after that to be recorded.
Any medications, herbs, homeopathic
remedies, supplements, minerals etc.

are tested being placed on the metal table.
As the table is connected electrically with
the cylindrical electrode in the hand of the
patient, the effect of contact of the tested
material with the meridian point is
observed and this way is shown the effect
of the medicine on the results of the test.

7. Battery replacement

Every day before work the level of the
batteries should be controlled as it was
described in 6.1:

Connect anode and cathode together for 5
sec. The machine gives two signals. After
the second signal the level of the battery
will be shown on the analog display (from

0 to 100). At a level under 10 it is desirable
to replace the batteries.

Fr the replacement of the batteries please
follow the procedure:

- Disconnect the cables and the electrodes
from the device.

- Remove the protective case and the
screws from bottom cover.

- Replace the batteries with 3 new ones
only with the identical type.

The used up batteries and the retired
equipment should be placed according to
the national regulations for the
environmental protection.

8. Cleaning

For cleaning the instrument use a soft dry
cloth. Never use a wet cloth, solvents or
water.



The electrodes in contact to the skin of the
patient should be cleaned with 90%
ethanol or some disinfectant which does
not make corrosion of the metal of the
electrodes.

9. Technical characteristics

.Battery supply voltage: 4,5V (3 X 1,5V).
type MIGNON. LR6 (AA).

Current of the measurements < 10 pA
(patients current)

Impedance from 0 Q to 2M Q for which
the parameters of the output signals are
valid.

Accuracy: +/-5% of reading.

Consumed power <135 mW (0,135 W)

It is recommended to do the measurements
at room temperature: from 10°C to 40°C at
humidity RH<75%.

Transport and storage temperature: from -
10°C to +50°C at humidity HR<85%.

The device has degree of protection from
environmental effects IP20 (EU).

Size in mm: 190(W) X 108(H) X 50(D)
Weight: about 500 g.

The device is electrically safe. The applied
parts of the device are type BF as a degree
of protection against electrical injuries.

10. Accessories to the Voll machine

The accessories contained inside the
packaging are the following:

10.1. Cylindrical anode

10.2 Two red cables

10.3 Measuring anode with a black cable
10.4 Protective case

10.5 Yellow plastic protective body

10.6 Operator’s manual

10.7 Three batteries placed inside



10.8 Round table for samples
10.9 A black bag

11. Warranty conditions

This device is guaranteed against any
material fault or manufacturer’s defect in
accordance with the general conditions of
sale. During the warranty period (one year)
faulty parts may be replaced, with the
manufacturer reserving the right to decide
either to repair or to replace the product.
The device does not contain parts which
could be repaired by the technical officers
of the user and all types of repairing works
should be done by the representative of the
manufacturer.

Cables and electrodes if necessary should
be replaced only with the type R120CK02
and REO2.

In the event of returning the equipment to
the after-sales service or to a regional

branch, the outward transport is payable by
the customer. The delivery must be agreed
in advance with consignee.

For delivery indicate by means a note
enclosed with the equipment, as clear as
possible, the reasons for returning..

The device should be only in the original
packing.

Any damaging caused by shipment using
NOT original packaging will be charged in
any case to the consignor.

The manufacturer will not be responsible
for any damage caused by incompetent
third persons.

The warranty doesn’t apply to the
following cases:

- Accessories and batteries aren’t included
in warranty.

- Repairs following unsuitable use of the
equipment or by combining with
incompatible equipment.



- Repairs resulting from a not correct
transport.

- Repairs resulting from servicing carried
out by a person not approved by the
company

- Modifications to the equipment without
explicit authorization from our technical
departments.

- Adaptation to a particular application not
provided for by the definition of the
equipment or by the instruction manual.

The contents of this manual may not be
reproduced in any form whatsoever
without our agreement.

Our products are patented. The logotypes
are registered. We reserve the right to
modify characteristics and prices as part of
technological developments which might
require them.

12. List of the fully applied
Standards and Regulation
Documents for designing and
producing the Medical device
Voll Test, model IKG-02:

-EN 60601-2-10:2000+A1:2001(BDS EN

60601-2-10+A1:2004) “Electro medical

devices. Part 2-10: Specific safety
requirements for the nerve-muscular
stimulators”

-EN 60601-1:1990+A1:93+A2:95+A13:96

(BDS EN 60601-1+A1+A2+A13:2003)

“Electro medical devices. Part 1: Principal

safety requirements”

-EN 60601-1:1990+A1:93+A2:95+A13:96

(BDS EN 60601-1+A1+A2+A13:2003)

“Electro medical devices. Part 1: Principal

safety requirements”

- EN 60601-1-2:2007 (BDS EN 60601-1-

2:2007) “Electro medical devices. Part 1-2:

General safety requirements and important



characteristics. Complementing standard:
“Electromagnetic compatibility.
Requirements and testing”

- EN 55011:2009+A1:2010 (BDS EN
55011:2009+A1:2010) “Industrial,
scientific and medical devices.
Characteristics of the radio frequency
disturbing influences. Borderline limits
and methods of measurements”.

- EN 61000-4-2:2009 (BDS EN 61000-4-
2:2009) “Electromagnetic compatibility.
(EMC). Part4-2: Methods for testing and
measurements. Testing for resistance to
electrostatic discharges”.

- EN 61000-4-3:2006+A1:2008 (BDS EN
61000-4-3:2006+A1:2008)
“Electromagnetic compatibility (EMC).
Part 4-3: “Methods for testing and
measurements. Testing the resistance to
emanated radio frequency field”

- EN 61000-4-8:2010 (BDS EN 61000-4-
8:2010). Part 4: “Methods for testing and

measurements. Testing the resistance to
magnetic field, produced from the
frequencies of the supplying voltages.”

- EN 61000-4-20:2010 (BDS EN 61000-4-
20:2010) Part 4-20: Methods for testing
and measurements. Radiation and testing
for resistance in transverse electromagnetic
wave conductors (TEM).

EU Declaration for conformity

Undersigned on behalf of:
BIOBALANCE LTD
19 Dobrotitch Str.1330 Sofia,
Republic Bulgaria
Tel. +359 878 573 240.

I declare at my own responsibility that:

The product: Electromedical device Voll test
Trade mark: BIO-BALANCE®



Model: IKG-02
Manufacturer: “BIOBALANCE LTD”, Sofia,
Republic Bulgaria

Has been designed, constructed, packed, labelled
applying the principals of safety and according to
the contemporary technologies in conformity with
the principal requirements of:
“The directive 93/42/EU”, put in action with
“Instruction on principal requirements and the
procedures for estimation of the conformity
with the principal requirements for the medical
devices in art. 2, par. 1, cl. 3 of the Low for the
medical devices,”
following in full the Bulgarian Standards,
introducing harmonized European Standards:

EN 60901-2-10:2000+A1:2001

(BDS EN 60601-2-10+A12004)

EN 60601-1:1990+A1:93+A2:95+A3:96

(BDS EN 60601-1+A1+A2+A13:2003)

EN 60601-1-2:2007

(BDS EN 60601-1-2:2007)

Being in the right way connected, maintained,
used in an appropriate way, shown in the
instructions and safety precautions, the device
is safe for the patients, medical specialists and
third persons.

The CE marking on the medical device means
that it was estimated the conformity of the
device with all the applied principal
requirements, determined in the shown above
Directive (Instruction) and it was performed
the procedure “EU declaration of conformity”
according to the appendix No 6 of the
Directive and it means that

BIOBALANCE LTD supports and keeps the
technical documentation and the EU
declaration for conformity available to the
authorities for control of the market (officials
in art. 68 par.2 of the Low for the Medical
Devices).

The year of placing the mark C€ 11



I declare that | know my responsibility
according to par.313 of the NK.
Sofia Name, Family:
15.11 2011

WARRANTY

BIOBALANCE LTD

19 Dobrotitch Str.1330 Sofia,
BULGARIA

Tel. +359 878 573 240, +359 878 573 189
e-mail: sales@heliantheae.bg

e-shop: www.store.heliantheae.bg

VOLL TEST DEVICE

Model: IKG-02, H.Ver:1.43
Serial number:

The Voll test device is guaranteed
for one year from this date.

Nadejda Grigorova, Director.

Date of the purchase:

Director: N. Grigorova

- EN 60601-1-2:2007 (BDS EN 60601-1-
2:2007) “Electro medical devices. Part 1-2:
General safety requirements and important
characteristics. Complementing standard:
”Electromagnetic compatibility.
Requirements and testing”

- EN 55011
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