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Lessa Defi-Pad

Disposable multifunction electrodes for external
defibrillation synchronized cardioversion, cardiac

stimulation and ECG monitoring

Instruction for Use

Revision 0f03.11.2023
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Contacts

Manufacturer:
‘ AB MEDICA GROUP, S.A.

Llobateras, 14-16-18, Talleres 7, Naves 4 y 6. Pol. Ind. Santiga
08210 Barbera. Barcelona. SPAIN
TIf.: +34 93 7299400 Fax: +34 93 7191656

Authorized deputy in Russia: , .
Limited Liability Company

Emergency Medical Systems (EMS LLC)

Office 1, 1 Sormovskoe shosse str., 603074 Nizhny Novgorod, Nizhny Novgorod Oblast, Russia

Phone: +7 (831) 217-00-03

E-mail: info@emrmedsys.com

CAUTIONI
Please, inform the manufucturer and/or lfs authorized deputy abowt all adverse incidents involving the product,
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prion for Use is applicable to the Lessa Defi-Pad disposable multifunction electrodes for
83 synchronized cardioversion, cardiac stimulation and ECG Monitoring (hereinafler called
2 ¥po agreement with the customer, the Instruction for Use can be provided in a single copy for a group

CAUTION! ' .
A Please, pay spectal attention to suck warnings in mwnmumwmmwawm
or operating errors. ’ ’

(S
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ymbols are used in the product labelling;

ling symbols

see Instruction for Use

lot No.

REF reference No.

uDl unique device identifier
d manufacturer
expiry date

C :€ EC Certificate with the Notified Body number
0051

do not reuse

@ do not use when the package is damaged
& warning
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t94>
C/LDPE

MD

non-sterile

avoid exposure to sunlight

transporting and storage temperature range

operating temperature limits

relative humidity range

latex-free

recycling sign (composite material)

packaging: two electrodes in one pouch

Medical Device
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2 Device description

2.1 Intended use . :

Lessa Defi-Pad electrodes are constituted by a pair of adbesive pads provided with gels. It may be used
in place of the manual reusable paddles.

Lessa Defi-Pad electrodes are indicated for:

~ transthoracic external defibrillation.

- transthoracic synchronized cardioversion.

- transthoracic electrocardiographic (ECG) monitoring.

-~ temporary transthoracic cardiac pacing (non-invasive).

Lessa Defi-Pad electrodes allow the user to effectively operate in the treatment of thythm disorders related
to the above-mentioned applications, without the risk of accidental electrocution related to the use of nommally
available reusable paddles.

2.2 Intended users
Lessa Defi-Pad electrodes are designed to be used by health care professionals and specially trained
people.

2.3 Intended patients ‘

Depending on the model, Lessa Defi-Pad electrodes are designed for various types of patients in
accordance with the labelling on the primary package (Figure 2.1):

— for adults: patients of over 8 years old ar weight of over 25 kg;

— for pediatrics: patients of less than 8 years old or weight of less than 25 kg.

Notes: , .

lLmaquLPadModafwMaregmd{ymdtWinpmwmSdeﬁwighing
less than 25kg), bui can be used if the size of the chest allow ¥, taking care that one pad do not come in contact with the other
one. Follow the operating instruciions of the deflbrillator for energy to be delivered

2 The use of Lessa Defi-Pad electrodes for pediatrics is generally comtraindicated in patients older than 8 years old
(weighing more than 25kg); In facs, the power release above 100J may increase the risk of burns.

a) Electrodes for adults ) b) Electrodes for pediatrics
Figure 2.1 — Patient-type labelling 4
Note — Patient-type labelling of electrodes, designed both for adults and pedi. ersal), includes both
labeis (a & b Figure 2.1).
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ins for use
“Pad electrodes shall be used as a part of a defibrillator, for urgent and emergency medical aid
in case of acute cardiovascular diseases (events), as medically indicated.

3.2 Contraindications for use
Lessa Defi-Pad electrodes are not allowed to apply on skin that shows signs of irritation or injury.

3.3 Potential side effects

Plate adhesive may cause light cutaneous irritation.

The prolonged transthoracic stimulation or the repeated administration of defibrillation shock may cause
more or less noticeable skin reddenings according to the supplied energy.

A lack in adhesion and/or air presence under the electrode may cause burnings.

3.4 Precautions for handling

When handling the product, observe the following precautions:

- Use Lessa Defi-Pad electrodes only with the specified defibrillator models provided by labelling on the
primary package (see 4.3 « Compatibility with Defibrillator Models).
- Before use check the expiration date on the package. Do not use Lessa Defi-Pad electrodes after this
date. . ’

— Check that the packaging is intact: Do not use Lessa Defi-Pad electrodes otherwise.

~ Use Lessa Defi-Pad electrodes within 24 h after the package is opened.

— Lessa Defi-Pad electrodes are to be applied within 30 minutes after removal of the protective coating.

~ Do not use Lessa Defi-Pad electrodes if the gel is removed from the support or if it is ripped, tor or
dry. Any discoloration localized on gel or on conductive foil does not affect the functionality of the product.

- Do not use Lessa Defi-Pad electrodes with signs of visible damage (e.g. the insulating coating of the
contact, connector or cable has detached or there are tears in the foam support and / or in the electrode).

-- Do not bend, do not cut and do not squash Lessa Defi-Pad electrodes.

— Lessa Defi-Pad electrodes neither are sterile nor can be sterilized.

- Lessa Defi-Pad electrodes are disposable. For use on a single patient. Discard after use.

— After an extended period of transthoracic pacing the ability to detect the evoked ECG signal can be

" reduced. In this case it isnmﬁxytopmvidefqrtheoollecﬁonofﬂwmhedECGbyasepmwofclecmde

pads for ECG.
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CAUTION!
A When handling the product, remember that:
®  Keep Lessa Defi-Pad electrodes MWmﬁmmcmadkmlmwmhpmm other
objects (ECG electrode pads, cables, transdermal patehes, clothing ete,)

® wmdmauwwxwdwwmmm,amqmmmq
pocing with pulses longer than 20ms) or afier 24 Rours on the patient’s skin. '

¢ quw’am-wﬁb.mdmmmtswmmw '
®  In case of prolonged pacing (greater than 30 minutes), check the skin of the patient for signs of irritation.

@  If the tracing is not sufficiently clear or in case of demand pacing, use an ECG patient cable and a separate set
of ECG electrodes (if it is preseny).

@  Avoid applying the adhesive pad on the nipple or breast tissue.

® Do not replace the adhesive pads once applied. If the position musi be changed, remove and replace with new
nuldifunction electrode pads. : :

®  Toprevens accidental damage from eleciric shock, ensare that during discharge operators are not i contact with
the electrode pads, with the patlent, or with conductive parts close to the patient.

®  Avoid contact between parts of the patient's body such as exposed skin of head or limbs, conductive fluids such
as gel, blood or saline and metal objects such as a bed frame or a stretcher whick may provide unwanted pathways for the
defibrillating current.

®  When defibrillators are used near oxygen sounrces or other flammable gases, use extreme care to avold risk of
Jire or explosion.

® Al other medical devices that haven’t appiled parts with defibrillation protection must bé separated from the
patient during deflbrillation.

8(15)
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iomong
wing figures show the application sites commonly used and recommended by most
defibrillators. Choose the most appropriate points of application of the therapy according to.
W structions for use of the defibrillator to be used. ' '
~Z"%Por ease of placemeat and for training purposes, the anterior-lateral side (Figure 3.1 8) is preferred for
archythmias defibrillation and cardioversion; the anterior-posterior side (Figure 3.1 b) is more common in
hemodynamics and in transthoracic pacing.
Note — To maintain the proper signal polarity, apply the electrode pads in the indicated positions (the apex is
identified by the symbol of the heary).

L
ol 0

b) Anterior-posterior
Figure 3.1 — Positionong

3.6 Operating procedure
Select the electrode application area
1 Select the method for electrode application on the patient’s body according to the
. Defibrillator’s Instruction for use.

Prepare the patient’s skin (If required)

Check the skin in the electrode application aree: it shall be clean, dry, without hair, Shave
any hair and wipe thé skin, if required (Figure 3.2 a, b).

Unpack the electrodes

Unpack the electrodes, remove the electrodes from the primary package (Figure 3.2 c)
andmnovepmtec{iveﬁhnﬁomthealectrodes(ﬁgum&Zd).

Apply the electrodes

Apply the adhesive pads one-to-one starting with one side and pressing progressively over
the entire surface to avoid the formation of air bubbles and ensure complete adhesion to
the skin (Figure 3.2 ¢). ,

Connect the electrodes

Connect the electrodes’ connector to the Defibrillator used (or the cable),

hnh & W W

9(15)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Use according to the instruction

Proceed in accordance with instructions of the Defibrillator’s Instruction for use.
Note — Do not leave the product on the patient 's.skin for more than 24 h.
Remove the electrodes

Remove the electrodes by slowly peeling them from the patient’s skin. Dispose of the
clectrodes in accordance with the applicable national regulations for disposal of medical

d) Remove protective film €) Press the electrodes down
Figure 3.2 — Operating procedure

10 (15)
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iBtion

fii-Pad electrodes specification is provided in Table 4.1.

Lessa Defi-Pad electrodes specification

Pad “ometry

1 Acftive surface area for adults > 50 cmg
for pediatrics > 15cmg
2 surface area > 78 cmqg
3 Foam thickness >1lcm
4 Cel surface area > 60 cmy
5 Liner surface area
(plastic support of compatible shape) >120 cmq
6 Cel rim- electrode rim distance >3mm
7 Cel rim - foam rim distance >5 mm
Pad appearance " *
8 Shape Circular or similar
9 Adhesive appearance Uniform
10 Gel appearance Uniform
1 szpéaé?r;%% /:’)%O Rr(1Iays after production (gel, electrode, adhesive) Uniform and homogeneous
12 Concentricity (electrode- foam- gel) ) o 1mm
Cable geometry"gndjap;earahé'é """" T Ii* v ic j. i t ; s A Aj [“iw '« bos -
13 Length <2ra
14 Cable appearance Depending on the connector used
Connector geometry and appearance N ‘ n n * rH* = .
15 Shape and size of insulating housing, diameter and length of contacts, type of crimp contacts Depen%igfcijb?ﬂ I(;(tJ(r)rr]patible
Electric functionality ''®m i f
16 Test waveform attenuation at first 360 J discharge <5%
17 Test waveform attenuation after 50 360 J discharge <5%
18 Gel temperature after 15 360 J discharge 3 dischaige/min <41 “C
Dielectric strength ’ . . CT>
19 Cable insulation, altering voltage AV >4000VefF
20 Cable insulation, continuous voltage CV > 7500 Vdc
21 Cable insulation, DC resistance >500 MQ
22 Insulation of the upper pad protection, altering voltage AV >4000Veff
23 Insulation of the upper pad protection, continuous voltage CV > 7500 Vdc
24 Insulation of die upper pad protection, DC resistance >500 MN
Separation , ,e, . '
25 Residual voltage peak on the cable (and pad) after 360 J discharge
<lVv

11(15)
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Recovery V S v 2

tv-bv KL

26 Signal recovery time after 360 J discharge <108
Leakage ™1 Vo A n
27 Leakage current in patient with mains voltage (250 Veff, 50 Hz) on AP (applied part) <100uA
Further'elecirlc'parameteM
28 Small signal impedance Zacp at 10 Hz <3000n
29 Small signal impedance Zacp at 30 Hz <5M
30 Continuous offset voltage at rest Vos <100 mv/
31 Noise voltage and offset instability Vin <100)iVp-p
32 Residual voltage after defibrillation Vi at4 s <300 mV
33 Residual voltage after defibrillation \Vr at 60 s <400 mV
34 Impedance to large signals (only for gel-to-gel coupled pads) Zacg <30
Mechanical functionality , ’
35 Pad flexibility, curvature radius <15cm
36 Pad adhesiveness, force of detachment from test surface >1 kg
37 Tensile strength of the electrode-cable connection >5kg

Corresponds

38 Mechanical compatibility with the defibrillator connector designated defibrillator

Environmenbl conditions . /

39 Operating temperature limits from 0 “Cto plus 50 °C

40 Transporting temperature limits from plus 5 ®&Cto plus 35 °C
41 Storage temperature limits (long tenn) fromplus 5 *Cto plus 35 °C
42 Storage temperature limits (short terni until 24 h) from minus 30 °C to plus 65 °C
43 Relative humidity range from 20 %to 80 %
Shelfiife t ¢ » ] b

44 Shelf life (storage) 2 years (séierécsar(rﬁgugcturing
Meight' 41 it ~ajHI “ e 4 “»I1MW ~dr

45 Total weight <170g

4.2 Materials

The materials coming into short-term contact with the human’s intact skin are not toxic.

4.3 Compatibility with defibrillator models

Lessa Defi-Pad electrodes belong to the product family: 99.835.XX. Reference No determines the type of
connector and features of the electrodes. Compatibility with defibrillator models is provided in Table 4.3.

Note — The combination ofLessa Defi-Pad electrodes and a defibrillatorforms a medical system.

The following types of electrodes are provided:

- radiotransparent;

- pre-connected (external wire);

- adult, pediatric and universal.

12(15)
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e paediatric models to be used with automatic defibrillators (AEDs) provide a systemfor reducing

ity with defibrillator models

Adult 99.835.00
HeartStart MRx (with cable M3508A),
HeartStart XL+, HeartStart FRX,
EfficiaDFMIOO
PHILIPS Universal + 99.835.70U
HeartStart XL+, Efficia DFMIOO Pediatric 99.835.01
"7V '
Adult - 99.835.02
Pediatric 99.835.03
M Series, M Series CCT,

E Series, R Series, X Series Adult + - 99.835.51

Z0LL Pediatric + m- ;. 99.83551P

Adult b 99.835.71

AED Plus, AED Pro Pediatric + 99.835.97

Adult 99.835.04

Pediatric 99.835.05

LifePak 12, LifePak 20 Monitor, Adult + . 09.835.52

LifePak CR Plus, LifePak 15,

LIFEPAK 20e Pediatric + 99.835.52P

Adult -u + 99.835.72

PHYSIO- Pediatric + 99.835.72P
CONTROL Adult 99.835.04
Pediatric - P 99.835.87

) ) Adult + 99.835.52

LifePak 1000, LifePak 500

Adult % + 99.835.72

Pediatric + 99.835.52P

Pediatric + 99.835.72P

Adult - 99.835.04

Pediatric - 99.835.05

Adult 4 99.835.52

COMEN S3, S5. S6, S8 -

Pediatric + 99.835.52P

Adult + 99.835.72
Pediatric - A n835.72P¢

13(15)
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MINDRAY

SCHILLER

PROGETTI

CORPULS

METRAX

WEINMANN

MEDTANA

Wi, 11

BeneHeartCl Fully Automatic,
BeneHeart C1A Fully Automatic,
BeneHeart C2 Fully Automatic,
BeneHeart C2A Fully Automatic,
BeneHeart Cl, BeneHeart CIA,
BeneHeart C2, BeneHeart C2A,
BeneHeart D3, BeneHeart D6,
UMED 20, uMED 20A

DEFIGARD 1002, DEFIGARD 3002

DEFIGARD 4000, DEFIGARD 5000,

DEFIGARD 6002, FRED ca”®

Defigard HD-7,
FRED PA-1, FRED easyport

RESCUE SAM

DA-N-Ol, DA-N-02, DA-N-05,
DKI-N-11

Corpuls 3

PRIMEDIC HcartSave PAD
(SN up to 7394400¢KxX),
PRIMEDIC HeartSave AED
(SN up to 73945xx0x¢xx),
PRIMEDIC HeartSave AED-M
(SN up to 73946x00¢xX),
PRIMEDIC HeartSave 6
(SN up to 73947X00¢xX),
PRIMEDIC HeartSave AS
(SN up to 73943x00xxX),
PRIMEDIC DefiMonitor

MEDUCORE Standard

Al15,A15NP

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Adult
Pediatric
Adult
Pediatric
Adult

Pediatric

Adult
Pediatric
Adult

Pediatric

Adult
Pediatric

Adult
Pediatric
Adult

Pediatric

Adult

Pediatric

Adult

Adult

Universal
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99.835.04
99.835.05
99.835.52
99.835.52P
99.835.72
99.835.72P

99.835.08

99.835.09

99.835,12

99.835.13

99.835.62
99.835.63

99.835.18

99.835.61

99.835.18

99.835.19

99.835.36

99.835.37

99.835.79

99.835.84

99.835.89

Sc



44 pduct parts
‘ parts (delivery set) are given in the table 4.3.

Lessa Defi-Pad disposable multifunction electrodes for external :
fmmmwmummmmm AB MEDICA GROUP, S.A. Spain
onitoring _—
Instruction for use * " ABMEDICA GROUP, S.A. - Spein

* By agreement with the customer, the Instruction for use can be provided in a single copy for a group of products.

4.5 Packaging details

Each pair of Lessa Defi-Pad electrodes is packaged in sealed pouches of opaque material suitable to
protect the gel from light and moisture (primary packaging). |

The carton box is uscd as the secondary packaging.

4.6 Product disposal
Dispose of Lessa Defi-Pad electrodes in accordance with the national regulations for the disposal of
medical waste in force at the time of disposal. '
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Yo, SOFfa BANUELOS ROMERO, Notario del Ilustre Co-
legic de Catalufia, con residencia en Barberd del Vallés,
DOY FE, de que las firmas del presente documento per-
tenecen a DON EDUARDO FERMANDEZ NAVARRO, con su Docu-~
mento Nacional de Identidad némero: 38.121.402-Y, por
cotejo con mi protocolo general,---==———c—s—emmemee
Barbera del Vallés, a cinco de diciembre de dos mil
veintitrés,---——-—=--=- o —— -
Nimero 293 de la seccién 2* del Libro Indicador del afio
2023.

eE POBLICY
ROTARIAL e SELLOE
LEGITIIAGICNES ¥
LEGALZACIONES _ N\
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PR USSR IR IOSLRY LR A RS
0172623
E! prasente folio es ol agregado al documento en el que figura |a firma ds Dofla Sofia Bafiusios Romsro, Notario de Barbera del
Valiés, Colegio Notarial de Catalufia, on legitimacién de firma de don Edusrdo Feméndez Navarro, en un informe en relacion a AB
MEDICA GROUP, $.A., Ibro indicador 293, da § de diclembra de 2023,
APOSTILLE
. (Convention de La Haye du 5 octobre 1961)
AN Pals: ESPARA
“x ,{5, Country / Pays :
- | El presente documento piblico
}:g/ This public document / Le présent acte public
P&]2. basido firmado por Dofia Soffa Bafiuelos Romero
X has been signed by
2 64 5ignd par
3. quien actia en calidad de Notario
acting in 2: ouudg' of
4. y esté revestido del sello / timbre de Ia Notarfa
baars the seal / stamp of
o8t revity du sceau / timbre de
Coertificado
Cortiflad / Atiesié
5. en Barcelona 6. eldia 13/12/2023
at/a thelle
7. por  Don Javier Martinez Lehmann, Notario Delegado del Decano del Colegio Notarial de
by/per  Cataluiia
8. bajo el nimero N5301/2023/067392
:gL‘ﬂﬂ ‘!Lfo'L.:‘ ‘
i 9. Sello / timbte: R 10. Firma:
. s‘ﬂ,.hn‘n Signature;
; Scasu / timbre: . Signature ;
l u..»,f,_m.,:;;%%;
. & i
i L =
: o 3
L EE i
E %! "-—-'1 22
< . 02g 835% Javi, '

ey llaoaﬂiﬁcaﬁnicarrumIaaulmﬁddsddehﬁnna.lacalidadenqoooldwhiodeldowmnbhyaacﬁmdoy.anwmo,la
) wm:ubommwmalmmmmm
EahAposﬂumumﬂcaﬂwmidodddoummmdMu%
[No 68 vilido &l uso de esta Apestita en Espafia]
(Esta Apostila se puede verificar en la direccién sigulents; hitps://sregistor justicia.ee/]
Céodigo de variicacidn de la Apostilia: NA:X7rq-SUos-HOSf-MWsY
mmwmnmuuwwhmdnmmmwnMMMMM
e identity of the seel or slamp which the putic dooument biars.
This Apasiite doss not cerily Whe contant of 18 docurment for which it waa [ssusd.
[Thiz Apaaiile ls not vald for e wnywhers within Spakr]
mwmmumm.mm
crmemncameseranneeomnaeean I Code of the ADoaBEe:NA:X71q-5U05-HBBM SINSY
Catte Aposiie

e i i e S R Y Ly S

UM“EW“MQNM“MQM‘&&D&
PidentRd du soasu ou limbre sont cel 808 PULIIO eet revil,

Calle Apostiie ne certile paa le conteny de Pacle pour laquel olle & #ié dmiss,
Lmammmmmwmm
[Cotw Apositie peut dire mommmm
Code de vedication a8 FACOsNEa:NA: X7 - SUos-HOB-MwaY

§

R
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Meqam: Horapuyc r-xa Codus barioanoc Pomepo * Bap6epa-nens-Bansec (Bapcenona) * Jonepue npessinie
Bcero/

/Hlepesod ¢ anaauiicko20 u UCHANCKO20 RAINKGE HA PYCCKUL RIBIK

Lessa Defi-Pad

OznHopa3oBrie MHOTOQYHKITHOHANBHBIC JIEKTPOIEI
Ui HapyKHOH AeHOPHMILIALMH, CHHXPOHH3HPOBAHHOMN
KapAXOBEPCHH, KapAUOCTUMYIILMH ¥ MoHHTOpHHTa JKI

PykoBOACTBO 110 3KCILTyaTalluH

Penaxuns or 03.11.2023
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KonraxTHas uHopMauus

I IIpousBoanTenh:
AB MEDICA GROUP, S.A.

Llobateras, 14-16-18, Talleres 7, Naves 4 y 6. Pol. Ind. Santiga
08210 Barberz. Barcelona. SPAIN
Tif.: +34 93 7299400 Fax: +34 93 7191656

Ynoanomouennnlii mpeacrasurens B Poccrn:

O61ecTBO C OrpaHHICHHOM OTBETCTBEHHOCTBIO

«OkcTpenHbie Menurunckne Cucremsn (000 «3MC»)

Copmosckoe mocce, 1.1, k8. 1, r. Hioguuii Hoeropoa, Hiskeroponckas otnacts, 603074, Poccrs
Ten.: +7 (831) 217-00-03

E-mail: info@emrmedsys.com

f BHAMAHHE!
Coobwaiime npoussooumeni0 Rl €20 ynonHoOMONERHOMY npedcmasumento 000 scex HeBRA20NPUAMNMX
URYHOCHMAX, RPOUOIEOUIUX C PRACINUEM UIOEAUR,
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/Mleuars: Horapuyc r-xa Cotua Bantoanoc Pomepo * Bapepa-nemp-Bamec (Bapcenona) * Jlosepre npessme
BCero/

Hacroamiee  pyxoBOACTBO MO  OJKCIUyaTaOMM  paclpocTpamfercd Ha  OmHOpasoBhie
MHOTOQYHKUHOHANBHBIC NICKTPOME! IS HapyXHON AePuOpHANAUMH, CHHXDOHMIHMPOBAHHON KAPAHOBEPCHH,
KapAMOCTHMYRALHH W MomTopuAra OKI Lessa Defi-Pad (ranee — anexrpoam Lessa Defi-Pad).

fipumevanue — Mo coenacosanuo ¢ saxaswuxom Pyxosodcmeo no skcnayamawuu moxcenm Ouimp
NPESOCIMAAREND 8 COUHUNHOM IKIEMNIRDE HA apynny usdenuit.

BHUMAHHE!
Obpauaiime 0co6oe SRUMARUE HA MAKBE HPEOYRPENCOMIOULUE HAONKCYU & MEKCME RACIMORILEL0 PYKOSOICMER

60 U3DENCANUE ROMERUHARDHUIX ONACHEIX CUMYAUIH B OWIUGOK NPU IKCRAYAMONU.
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{Tleyars: Horapuyc r-xa Codua Bamoanoc Pomepo * BapGepa-nens-Bansec (Bapcenona) * lopepue npessnme
Bcero/

1 OGo3nauenun

B MapKHpoBKe H3AENHA IPHMEHAIOTCA CIEAYIOLME CHMBOJIH:

TaGnuua 1.1 — CHMBOAEI MAPKHPOBKH
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2 OnxcanKe H3jenHA

2.1 Hazuaqenne H3geaus

Onexrpomsl Lessa Defi-Pad cocroar B3 mapsl xnesmuxcd Haknafok co caoeM rens. MXx MoxkHO
MCIIONB30BATLCA BMECTO CTAHAAPTHHIX MHOTOPA30BEIX MEKTPOLOB.

Anextpomsr Lessa Defi-Pad npeanasiagenn ana:

— TPAHCTOpaKaNAbHOM HAapYXHO# neprOpHAnAIHN,

— TPaHCTOPaKANbHOH CHHXPOHH3IUPOBAHHOM KAPIHOBEPCHH;

— TPAHCTOPAKAIBHOI0 MOHHTOPHHTA 3eKTpoKapanorpaguyeckoro (OKI);

— BPEMEHHOH TPAHCTOPAKANBHOH KAPAHOCTHMYIALHH (HEHHBA3HBHOM).

Snextponnt Lessa Defi-Pad no3sonsior nons3osaremo ppexrusHo BRNOMHATL ReHCTBHA NPH NCIECHHH

HApYIICHHA PHTMA B BHILEYKA3aHHRIX cAydasx Ge3 pucka ClydalHOTO NOPAXKECHHA SMEKTPHYCCKHM TOKOM,
CBA3AHHOTO C HCIIONB30BAHHEM OGBIMHBIX MHOIOPA3OBEIX HEKTPOOB.

2.2 IIpeanonaraembie NOILIOBATEIN
Onexrponm Lessa Defi-Pad npeanasHadeHs! Ans npuMeRCHHA MEANIIHHCKUMA PAGOTHHKAMM M JIIOA5EMH,
MPOLLEAINMH CIELHANBRYIO NOANOTOBKY.

2.3 IlpeaycMoTPeHAbIE NANMEHTR

B 3aBucumocTH or Mozenn anexTpoam Lessa Defi-Pad npeanasHaueHR MNS pasnHyHBX THNOB
NAlMEHTa B COOTBETCTBHH ¢ MAPKHPOBKOH, HaHeCeHHOH Ha IIEPRUNHYIO YNAKOBKY u3Aenus (pucyHox 2.1):

— JUIS B3pOCTIBIX: IALMEHTOB cTapmie 8 net iy pecoM Gonee 25 kr;

- JUIA ReTel: NalMeHTOB MIatme 8 JeT HiH BecoM Menee 25 kr.

lTpumevanug:

1 Snexmpodw Lessa Defi-Pad ors e3pocavix 8 0bugem cayudae 3anpeyenst K nPUMEHenui OfR NAYuenmoe Mraduie
8 aem (menee 25 K2), HO MOZYm UCRORBIOGAMBCA, ECRU PAIMEP ZPYOHOL Kuemxu no3eonsem pasmecmumv ux be3

CONPUKOCHOBERUR INEKMPOO0E dpy2 ¢ Opyzom. Credyiime uncmpyryusm deubpurasmopa npu ewbope YpoeHs 3Hepeust.
2 Henoavsosanue snexmpodos Lessa Defi-Pad ons demeii 8 obujem caynae 3anpeujeno 0iR nayuenmos cmapwe §

nem (6onee 25 x2); haxmuvecku snepzus eviwe 100 [Jxc moxcem ygemumums puck NORyVeHUs oncoza

2
™~ |

a) DNCKTPOABI AR BIPOCILIX 6) Anexrpons: ans geredt
Pucynok 2.1 — MapkupoBka THIIa NALMERTA

flpumeyanue — Mapkupoexa 3nexmpod0s, NPeOHASHAYEHHHX KGK ORR G3POCAGIX, max u ORR demeii
{(yuusepeansuix), codepxcum oba obo3nanenusn oonospemenno (a u 6 na pucynxe 2.1).

6(17)
& 000 LUPMH (] INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR.RU



/Meaats: Horapuyc r-xa Cotua Barroanoc Pomepo * Bapbepa-nems-Bansec (bapcenona) * lopepue npeprime
Beero/

3 Ucnoab3loBaHue MO HAZHAYEHHIO

3.1 Moxazauus K NPHMEHCHHIO

Onexrpoani Lessa Defi-Pad npumensiorcs B cocrase aehuGPUANATOPA I SKCTPEHHON B REOTIONKHOMH
MEAUIMHCKOH TOMOIMM TpPH BHE3ANHLIX OCTPHIX CEPACYHO-COCYAHCTHX 3a60neBaHMax (COCTORHMAX) NO
COOTBETCTBYIOMIHM MEAHLIAHCKUM NOKA3AHHAM.

3.2 IIpoTHBONOKA3AHHA K IPHMEHEHHIO

Snextponst Lessa Defi-Pad Hensas npHMeHSTS Ha KOXE ¢ NpPH3HAKAMM PajsIpaKeHHd HIH
TIOBPEKICHHA,

3.3 Boamoxuwe nofounbie xeiicTBuA

Kneiiguii cioli MOXeT BHI3BATh HEGONBIIOE PAAPAKCHAE KOXKH,

Jrmrensuad TPaHCTOPAKATBAAA KAPAHOCTHMYNAIMS WIH NOBTOpHas Nofada AehuGpAIISIHORHOIO
Paspaza MOTYT BBI3BATh 3aMETHOE NIOKPACHEHHE KOXKH B 3ABHCHMOCTH OT BEJIHYHHBI IOJIABACMOIL SHEPIUm,

Hepoctarounoe npuieranue Wi NpHCYTCTBHE BOAYXA MO MEKTPOZOM MOTYT BHI3BATH OXOTH KOXKH.

3.4 Mepn: mpeaocTopoAXHOCTH NpH paboTe ¢ HIXEIHEM

TIpn pabote ¢ nanenneM cofmopaiite cneayomue Mepsl NPEACCTOPOKHOCTH:

~ Jnextpongs Lessa Defi-Pad cnaeayeT HCMons30BaTh TONBKO ¢ NpPEAYCMOTPEHHRIMH MOICIAMH
AedhuGpUNNATOPOB COrNacHO MapKHPOBKE HA MEPBHYHON ymakoske (cM. nozpasgen 4.3 «COBMECTHMOCTS C
MOAERIMK AeUOPHINATOPOBY). )

~ [lepen npumMeHenHeM HEOGXOMMMO IPOBEPHTH CPOK IOAHOCTH, YKA3aHHEIH HA YIAKOBKE. DNCKTPOIBI
Lessa Defi-Pad sanpemeHo HCTIONB308aT: O HCTEYEHHH CPOKA MOIHOCTH.

— llepen mpuMenennem HEOGXOAMMO MPOBEPHTH UENOCTHOCT: YNMAKOBKH. Dnextpoms Lessa Defi-Pad
3anpeIeHO HCTIONB3OBATD, €C/H YNAKOBKA MOBPEX/CHA,

— Jnexrpoast Lessa Defi-Pad MOXKHO HCTIONB30BATE B TedeHHE 24 4 NOCAE BCKPHITHS YNIAKOBKH.

— Jnexrpomet Lessa Defi-Pad nomyckaeres Hakneusats B Tedenne 30 MUHYT [OCIE CHATHA 3aIIUTHON
MACHKH.

— Onextpons! Lessa Defi-Pad 3anpeirieo MCnons3osats B CiIydae OTCYTCTBHA MM BHICHIXaHMS DeA.
WsMenenHe 1BeTa rena WM TOKONpOBOAAIEH (onsru Ha paboTocnocobHOCTb HaNeNHs HE BAUSET.

- Onexrponst Lessa Defi-Pad sanpemeno wcmome30BaTh NP HaNMGHH BHAHMEIX NOBPENCICHHH
(HanpHMep, MOBPEXACHHMA H3OJALUHM KOHTAKTOB, PAIHEMOB, KaGeld, BCMEHEHHON MOMIONKKH, KOHTAKTHOM
MACLIAAKH).

— Jnextpoast Lessa Defi-Pad sanpemeno crubars, paspesats u CxHEMaTs,

— Onexrpoasl Lessa Defi-Pad e CTCPHILHEI M HEe NMOMJIERAT CTCPHIIHIAIMM.

— Jnextpons Lessa Defi-Pad npeanasHauens g nmpuMeHeHHA TONEKO VI OAHOrO nauMenta. [locne
MCIIONB30BAHUA HINCIHE MONICKHT YTHIH3ALMH.
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- INocne npoAOIDKKUTENLHOTO MEPHOAA TPAHCTOPAKANBHON CTHMY/NAmMM cHocoGHOCT OGHapyXHMBaTh
curnan JKI' moxeT canzuTeea. B 3ToM ciayaae Heobxomumo obecneaunts cHaTHe IKIT oTaeapBLEIM KOMIICKTOM

anexrponos aus KT

BHHUMAHHE!

Ipu pabome ¢ usdenuem nomuume:

®  Jaexmpoow Lessa Defi-Pad neobxodumo pacnosiazams Ha docmamounom paccmoanuu opyz om opyaa. Hpu
IMOM 11€00X00UMO CRedumb 30 MeM, 4mobst ORI He NEPERPUSANCy Opyumu npedmemanmu (Inexmpooamsu KT,
Kabenamu, naacmeipamis, 00exncooii u m.o.)

®  Inexmpoos: Lessa Defi-Pad neobxodumo 3zamensms nocne 50 paspsooe Oeubpunnsnuu, 8 «
Kapouocntumyannun (30 Mun KopouocmuMmyasyusn oOnoasnumu umnynavcamu Oonee 20 mc) unu nocne 24 4
Kpenienus na Kodce nayuenma,

®  anpemeno nodacams PaipRO PYURSM MHO0PEIOEHM INEXMPOOoM OePUOPUINAUNY NOSEPX HAKACCHVIX
anexmpodos Lessa Defi-Pad.

® B cayvae Onumensholl xaponocmumynsyuu (Gonee 30 Munym) pexomMendyemca ocmampueams Koxcy
HAQUENMa Ha BERUYUE BPUIHAKOS PAIOPANCERUR,

® Ecau npu nomowu 31nexmpodos Lessa Defi-Pad nexmpuueckans axmuenocms cepoya pezicmpupyemcs
HEODCMAMONIO HEMKO UM & CAYHAE KAPOUOCMUMYARKUYU N0 mpefoeasso, HEDEXOOUMO HCNHONLIOSaNTs oMmoeTbHblid
xanan sonumopunza IKI" u omoensnsiii nabop anexmpodoe IKT (npu nanuuus).

®  3anpeweno naxnadsieams anexmpodss Lessa Defi-Pad na cocox unu mxanu MoRoSHok Jcene3m.

®  Mename nonoxcenue mexmpodos Lessa Defi-Pad nocne muanoscenus sanpewseno. Ecau neobxodumo
HIMERUMS NORONCEHME, CTEOYCIL CHANS ITEKIMPOOS] U IAMEHUMD UX HOSWMY,

®  an npedomepauienun cayuaiinozo yuepba om paipaoa ybeoumecs, Ymo 60 SPEMR papRoa onepamop ne
KOnmaxmupyem ¢ naysienmon i ¢ nposoosuiim wacmamu sRu3H nayuenma.

®  Hiberuitme KOKMAKMA MENCOY NACMAMIU PIEAR NARUEHMA, MAKUMU KAK NOSEPXHOCHS KONCK 200088 UAN
KoReunocmeil, RPOSOORIINME NCUOKOCTHRMIU, MUKUMI KAK 2e7h, KPOES AN NOM, i MEMANAUNECKUME oFsexmams,
MAKUMI KUK KGPRAC KPOSanmut RAY ROCUROK, KOMOPUE MO2YNt 08ECnEuimb HENCERAMENbHME RPOGOOASLE RyMs ONR
moxae deubpunnayu,

®  Koxda depubpunnamop ucnonviyemca sORUIN UCMOURNKOS KUCAOPOOA HAN OPYZUX SOCHACMENSIOUNXCA
20308, NPORBNALINTE NOGMIIEHHYID OCHIOPONCHOCHEb 80 HABENCANUE PUCKE RONCAPA KK E3P4IEA,

®  Bee dpyaue meduyuncxue u3oeaun, ne umeloniee pabouux nacmeii ¢ saummoli om deubpunnayuu, 00aNCHY
ot OMICOCORNERO DIt NARKEHMA 80 ¢PEMA OLPUBPUANRUIN.
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/Tleyats: Hotapuyc r-xa Co¢us Bansoanoc Pomepo * BapGepa-aens-Bansec (Bapcesiona) * Jlosepue npesnpime
Bcero/

3.5 MecTa HAnOXeHHA AIEKTPOAOB

Ha pucynkax HixXe NMOKa3aHbl MECTA HANOXKEHHA, PEKOMECHAYCMBC GONBIMMHCTROM H3rOTOBHTENCH
AepuGpunnaropos. BrGupars HaubGosee NOAXONANIME TOYKA HANMKEHHA NPH TEPANHH CAEAYET ¢ YKAIAHHAMH
PYKOBOACTBA HO 2KCIUTYATalMM MCIOAB3yeMoro nedubpunnaropa.

Ana ynoGcTBa pasMeImCHHs M B HVIAX 00yucHHA AchuOPHANAIMA M KapAMOBEPCHH NDH apATMHAX
NPeANOYTHTENEHO HAKNAZBIBATE MEKTPOAN neperHeGoKOREM crocoboM (pucyHok 3.1 a); mepenHe3azHMA
cnocob (pucyHok 3.1 6) yalle ucnoasayercs Py reMOAHHAMMKE I TPAHCTOPAKANBHON KapAUOCTHMYAALUNH.

llpumevanue — [an cobrioOenun nOIRpHOCMU CUSKARA, HAKRGORY CREOYEm PACNonazamb & YKasanHbix
NORONCEHURX (GepXyuLey il INeKMPOO 0BOIHAYEH CePpOyet).

i

a) MepeaneGoronoe HanOXeRkE t d\ )/‘\} |

Fel ol fam) oo )

epqmmamlee HANOKCHHE

Pucyrok 3.1 — MecTa BAJIOKEHHA 3EKTPONOB

3.6 llopaaok paboTs! ¢ HANEAHEM

BoiGepnTe MecTO HANOKEHUS NIEKTPOAOB

1 BriGepure Mecto (crmocol) HANOMEHMS INECKTPONOB HA TEJE NALHEHTA COIIACHO
PYKOBOACTBY MO SKCILTyaTaIlH HCIOMB3yeMoro aeubpunnsropa.

IToaroToBhTE KOKY HANUEHTA (NPH HeoOSXOAMMOCTH)

[IpoBepLTe KOXY B MECTe HAXKEHMS HIEKTPOROB. OHA NONKHA GRITH YHCTOM, CyXOM,
6e3 Bonoc. B cnyyae HeoGxoauMocTH cOpeiiTe BONOCH M MPOTPHTE KOXY (pHCYHOK 3.2
a, 6).

Pacnevaraiite 3nexTponn
3 BekpoiiTe ynakoBKy, AOCTAaHbTE MEKTPOAH! (PHCYHOK 3.2 B), CHUMHTE C WIEKTPOAOB
33IUTHYIO IICHKY NO HANPaBICHRIO OT S3bIUKa (pHCYHOK 3.2 T).

HaloxHre 3eKTpons

Hanoxute aNMekTpoas! N0 OAHOMY HAYMHAA C Kpafg M MOCTEMEHHO MpMKHMAad BCIO
HOBEPXHOCTh, 4TOOM HE AOMYCTHTH O0pa3oBaHHA My3RIPEKOB BO3AYXA M obecmeunms
IUIOTHOE MPHJICTaHHE K KoXke (pucyHoK 3.2 x).
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ToaKaI04MNTE INEKTPORBI

5 MNoaxmounTe pasbeM 2MEKTPONOB K  HCIOAB3yeMoMy Aedubpwuiaropy (wmH
COCAMHHTENHHOMY kabemo).

Hcnoan3yliTe cOrIACHO HACTPYKIHH

6 JamsHelmue ACHCYBUS BRINOJHANTE B COOTRETCTEHM ¢ YKA3aHUSAMH PYKOBOACTBA NO
IKCIUIYaTALHH HCIOAR3yeMoro achubpunnsropa.

1 pumevanue — He ocmasasiime usderue na xoxce nayuenma donvie 24 1.

CHHMETE JNeKTpoAL

7 [punoanuMuTe Kpalt MEKTPONOE H OCTOPOXKHO OTPHIBANTE HX OT KOKHM NALMEHTA,
NpHACPXKKUBAS KOXKY APYIod pykod. YTHmH3MpyHTe 3MEKTpPOAN B COOTBEICTBHH ©
HEHACTBYIOIIMME Ha MOMCHT YTHAH3ALHH TOCYNapPCTBCHHLIMM MpPaBHIAMH MO
YTHIH33UHK MEAHIHHCKHX OTXO/0B.

8) JlocTansTe MEKTPOAB

&

r) CHUMATE 3AIHTHYIO UICAKY A1) TIpmxMUTS MEKTPOIH
Pucynok 3.2 — HnmocTpaun nopaaka aehcrauii
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/Meyvatb: HoTapuyc r-xa Cogus baHtoanoc Pomepo * bapbepa-gens-Banbec (bapcenoHa) * [losepue npesbile
Bcero/

4 XapaKTepuUCTUKWU nsgenns

4.1 TexHNn4Yeckune XapaKTepncTuKkm

TexHUYecKne xapakTepucTukm anektpoaos Lessa Defi-Pad npuseaeHs! B Tabnuue 4.1.

Tabnuua 4.1 — TexHMYecKne XapaKTepucTukn anekTpogos Lessa Defi-Pad

AMapameTp: 'Y - 3HaueHune mapamerpa

FeomeTpusa Haknagkm

1Tnowaab aKTMBHOIA MOBEPXHOCTH [LNA B3pOC/bIX > 50 ev®
AnA petein > 15 on®
2 MNnowasb NoBepPXHOCTW BCTIEHEHHOMO MaTepuasnia > 78 ev®
3 TonwwmHa BCrMeHeHHOro Matepuana > 1Mm
4 rowaas NoBepxXHOCTY rens > 60 cv®
5 MnoLuaap NoBepXHOCTU BKaAbILLA
(nnactmaccoBasi MOA/10KKa COBMECTMMON (hopMbl) > 1200
6 PaccTosiHWe OT rpaHuLbl refieBoro Ciost A0 Kpas afeKkTpoja >3 MM
7 PaccTosiHMe OT rpaHuLbl FeeBOro Cnos 0 Kpas Mog/iokKKy U3 BCEHEHHOrO MaTepyana >5 MM
BHeWHUNR BUA HaKNagKm
8 dopma Kpyrnas nnm aHanormyHas
9 BHeLLHWiA BUA, KNes OpnHopoaHbIiA
10 BHeLLHMiA BAL, rens OpaHOpoaHbIN
11 BHeLluHuin BUA Yepe3 30 gHeld nocne Npon3BoacTaa (refb, 3NeKTpoa, Knei) PaBHOMEpHBbIi
npu 25°C, OTHOCUTENbHOW BNaXXHOCTW 75% 1 OHOPOAHBIN
12 KOHUEHTPUYHOCTL (3M1EKTPOL, - NOL/IOKKA U3 BCTIEHEHHOIO MaTepuana - refib) +1mm
FeomeTpua n BHeW HNit Bupg Kabens
13 AmHa <2M

B 3aBucmMmocTu ot

14 BHelUHWiIA BIg, Kabens
MCMO/b3yEMOro KOHHEKTopa
FeomMeTpus M BHEW HWA BUJ KOHHeEKTOpa

15 dopma 1 pas3mep U30MPYHOLLEro KOPMyca, AUaMeTp W 4/IMHa KOHTaKTOB, TWM 0GXMMHBIX B 3aBMcMMOCTY OT
KOHTaKTOB COBMECTUMOTO AedmbpunnsTopa

ONneKTpNUYeCKNEe XapaKTepucTukn

16 3aTyxaHue TeCTOBOIA BOHbI NpK MepBom paspsage 360 Ik <5%
17 3aTyxaHue TecToBOI BO/HbI nocne 50 pa3psgos 360 Ik <5%
18 Temnepartypa rena nocne 15 pa3pagos 360 DK Mpu MHTEHCYBHOCTM 3 pa3psga/MuH <41 °C

Ovnanekrpmyeckas NpoYHOCTh

19 M3onsums kabens, HanpshkeHne nepeMeHHOro Toka AV > 4000 B
20 Vizonsums kabensi, HanpshkeHwe NnocTosiHHOro Toka CV > 7500 B
21 Visonsums kabens, ConpoTvBAEHNE NO NMOCTOAHHOMY TOKY > 500 MOM
22 3amTHas M30MSUMS BEPXHEN HaKMaaKy, HanpshkeHre NepeMeHHOro Toka AV > 4000 B
23 3aWmTHaA M301UMA BEPXHEA HaKNaaKK, HanpsbkeHWe MNOCTOsIHHOMO Toka CV > 7500 B
24 3almTHasA M30M1ALMSA BEPXHEV HaKnaaKu, CONpoTUBAEHME MO NOCTOSAHHOMY TOKY > 500 MOM

PasbeguHeHune

25 TVK 0CTaTOYHOrO HanpshkeHUs B Kabesie (M Haknazke) nocne 360 pa3pssa < 1B
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MapameTp

BoccTtaHoBneHue
26 Bpewms BOCCTaHOB/EHMA cUrHasia nocre paspaga 360 Ik < K¢
YTeuka

27 TOK yTEUKM Npu CEeTEBOM HanpspkeHnm (250 B, 50 ML) Ha paboueii vacTu,

HaxosLLelcs B KOHTaKTe C MauueHToM < 100 mKA
AONONHUTENbHbIE 3TeKTPUYECKNE XapaKTEPUCTUKN
28 MonHoe CconpoTyB/IEHNE B PEXXUMe Masioro curHaia Zacp npu 10 My, < 3000 Om
29 TMonHoe compoTYBEHNE B PeXUMe Masioro curHana Zacp npm 30 Ky, <50m
30 HenpepbiBHOE HampshkeHWe CMeLLEHWS B COCTOAHUM MOKos Vos < 100 mB
31l HanpsbkeHue LLyMOB 1 HeCTabuIbHOCTb CMELLEHNS VN < 100 vxB
32 OcTaTo4HOoe HanpsbxeHve nocne aedubpunnsaumm Vr nocne 4 ¢ < 300 mB
33 OcTaTou4HOe HanpshkeHre nocne aedmbpunnsaumm Vr nocne 60 ¢ <400 mB
34 MonHoe cONpOTUBEHVE B PEXVME CUIBHOTO CUrHaNa <30m

(TONbKO 4191 HaKNaAOoK, COeAUHEHHBIX refb K rento) Zacy
MexaHnyeckne xapakTepucTuku
35 'MBKOCTb HaKNafoK, pagnyc KPUBU3HBI <1l5cm
36 AnresvBHas COCOBHOCTb HaKMadoK, YCW/Me OTPbIBa OT PaboYeit MOBEPXHOCTU > 1kr
37 MPOYHOCTL Ha PacTsHieHWe COefMHEHNS 3NEKTPOA C kabenem >5Kr

CooTBetcTByeT
38 MexaHn4eckas COBMECTUMOCTb C pasbeMoM Aecmbpunnstopa npeLyCcMOTPeHHOMY
JedmbpunnaTopy

Ycnosus okKpyxat e cpeasbl
39 TeMnepaTypHbIii AyianasoH aKcrTyaTaumm ot 0 °C go nntoc 50 °C
40 TemnepaTypHbIii AvanasoH TPaHCMopPTUPOBaHKS ot n/oc 5 °C go nmoc 35 °C
41 TemnepaTypHbIli AManas3oH XpaHeHUs (A0NrOBPEMEHHOE XPaHEHNE) ot n/toc 5 °C go nntoc 35 °C
42 TemnepaTypHblii AyanasoH XpaHeHWs (KpaTKOBPEMEHHOE XpaHeHWe A0 24 u) oT MuHyc 30 °C ao nntoc 65 °C
43 [Inana3oH OTHOCWTE/bHOM BNaXKHOCTU ot 20 % g0 80 %

CpoK rogHocTu

2 rofia C MOMEHTa MPOV3BOACTBA

44 CpoK rogHocTh (CPOK XpaHeHus) (oM. Ha yraKoBKe)

M acca

45 O6Las Macca <170r

4.2 Matepuansl
Marepuanbl, BCTynatoowme B KPaTKOBPEMEHHbIA KOHTAKT C HEMOBPEXAEHHON KOXEel 4enoBeka, He

06134a0T TOKCUYHOCTLHO.

4.3 CoBMeCTMMOCTb C MoAensiMn aeumbpmnnnsatopos
Anektpoabl Lessa Defi-Pad oTHOCATCA K NMHeiike npogykumm ¢ aptukynamm 99.835.XX. ApTuKyn
onpegenser TWUN pasbemMa W OCOBEHHOCTW 3nekTpogoB. COBMECTUMOCTb C MOZensmu fedubpunnsatopos

npuseseHa B Tabnuue 4.2.
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/Meyatb: HoTtapuyc r-xa Codua baHoanoc Pomepo * bapbepa-gens-Bansec (bapcenoHa) * [loBepue npesbiLle
Bcero/

MpumeuaHne — CoueTaHue anekTpoaos Lessa Defi-Pad n gedwmbpunnsgTopa o6pasyeT MeguULMHCKYHO
cucTemy.

MpeAyCcMOTPEHbI CNeAytoLLe pasHOBUAHOCTY 3/1eKTPOAOB:

- PEHTreHornpo3spayHble;

- C BO3MOXHOCTbIO NpeABapuTeNbHOr0 NOAKAOUYEHNA (BHELWWHWUM Kabenem);

- ANA B3POCNbIX, ANS AeTeR U YHUBEPCANbHbIE.

MpumeyaHne — HekoTopble MOJEM 3MEKTPOAOB A1 [JeTed, UCrofb3yemble C aBTOMaTUYECKAMM

AehmGPUNNSTOPaMK, OCHALLIEHbI CUCTEMOI CHUMKEHS YPOBHS SHEPT UM paspsia.

Tabnunua 4.2 — CoBMECTUMOCTb C MOAENsIMU fehnbpunnsaTopos

[ rxema

MpuussoawWwens. ‘Mopenn nnu mapka Tun naynenta Peuntreno- ' ApTikyn KoHcTpyKkuymns &
|'"kabenb \ KoHHekTOpanr.
[ns B3pocnbIx 99.835.00
HeartStart MRx (c kabenem M3508A),
HeartStart XL+, HeartStart FRx,
Efficia DFMIOO

PHILIPS YHuBepca/ibHbIE - Y4 99.835.70U
HeartStart XL+, Efficia DFMIOO [ns petein - 99.835.01

[nsa B3pocnbix - 99.835.02

[na peteii ; 99.835.03

M Series, M Series CCT,

E Series, R Series, X Series Lns B3pOCbIX H 99.835.51

Z0LL LA petei Y 99.835.51P
[ns B3poCbIX 4 99.835.71

AEDPIus, AED Pro [na petei - + 99.835.97

[na B3pocnbIxX - 99.835.04

[ns petein - 99.835.05

LifePak CR Plus, LifePak 15.
LIFEPAK 20e [na peteid Y - 99.835.52P
[na B3pocnbix - Y4 99.835.72
PHYSIO- [ns peteit 4 99.835.72P
CONTROL

[nsa B3pocnbIx - 99.835.04

[ns peteit - - 99.835.87

1 B3POC/IbIX Y4 - .835.52

LifePak 1000, LifePak 500 Ans B3 98355

[na B3poc/bIX - b 99.835.72
[ns petein Y4 - 99.835.52P
[na neteit - 4 99.835.72P
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MpoussoanTtens

COMEN

MINDRAY

SCHILLER

PROGETTI

AKCHVOH

CORPULS

METRAX

— b U, [TPRRR——

Mogenn nan mapka"
nebnbépunnaTopos

S3, S5, S6, S8

BeneHeart Cl Fully Automatic,
BeneHeart C 1A Fully Automatic,
BeneHeart C2 Fully Automatic,
BeneHeart C2A Fully Automatic,
BeneHeart Cl, BeneHeart CIA,
BeneHeart C2, BeneHeart C2A,
BeneHeart D3, BeneHeart D6,
uMED 20, uMED 20A

DEFIGARD 1002, DEFIGARD 3002

DEFIGARD 4000, DEFIGARD 5000,

DEFIGARD 6002, FRED easy

Defigard HD-7,
FRED PA-1, FRED easyport

RESCUE SAM

JA-H-01, IA-H-02, JA-H-05,
OKV-H-11

Corpuls 3

PRIMEDIC HeartSave PAD
(SN 10 73944XXXXXX),
PRIMEDIC HeartSave AED
(SN 0 73945XXXXXX),
PRIMEDIC HeartSave AED-M
(SN L0 73946XXXXXX),
PRIMEDIC HeartSave 6
(SN 0 73947XXXXXX),
PRIMEDIC HeartSave AS
(SN L0 73943XXXXXX),
PRIMEDIC DefiMonitor
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[na B3pocnbIX

Lna peteid
[na B3pocnbIxX

[ns petein
[na B3pocnbIxX

[ns peteit

[na B3poc/bIx

[ns peteii

[nsa B3pocnbIx

[nq peteii
[na B3pocnbIxX
[ns peteii
[nsa B3pocnbIx
[ns petein
[na B3pocnbIx
Lna peteit
[ns B3poc/bIx
na neteit

[na B3pocnbIxX
ana neteit

[na B3pocnbIxX
[ns peteit

[na B3pocnbIxX

[Lns petei

[na B3pocnbIxX

14(17)

YC,"‘npospaq]_‘Ime ;

99.835.04
99.835.05
99.835.52
99.835.52P
99.835.72
99.835.72P

99.835.04

99.835.05

99.835.52
99.835.52P
99.835.72

99.835.72P

99.835.08

99.835.09

99.835.12

99.835.13

99.835.62

99.835.63

99.835.18

99.835.61

99.835.18

99.835.19

99.835.36

99.835.37

99.835.79

KoHcTpykuusa'
c ApTukyn



/Meyatb: HoTapuyc r-xa Codma baHoanoc Pomepo * bapbepa-gensb-Banbec (bapcenoHa) * [loBepue npe.bille
Bcero/

Mogenu uagm yapku,

BHewHKU rKoHcTpyKkuusa ;
Mpounssofutens. «Tun nayneHTa Aptukyn
, * Kabenb KOHHeKTOpa "
WEINMANN MEDUCORE Standard [ns B3pocnbIX + 99.835.84
MEDIANA Al15, A15HTI1 YHvBepcasibHble - + 99.835.89
4.4 CocTtaB n3genus
CocTas n3fenuna (KOMMNIeKTHOCTb U3Lennsa) npuseeH B Tabnuue 4.3.
Tabnuua 4.3 — CocTaB un3genus
1 7 4
HaumeHoBaHMe cocTaBHGM YyacTu npousBoguTens CTpaHa

OpHOpa3oBble MHOFO(YHKLYIOHa/IbHbIE SNIEKTPO/bI /151 HAPY)KHOV
JehMOPUNTISALIAM, CUHXPOHWM3MPOBAHHOW KapAyioBepCHn, AB MEDICA GROUP, S.A.

VicnaHwa
KapavocTumynsaumm n moHutopuHra KT Lessa Defi-Pad

PykoBoACTBO MO 3KCnnyaTalum * AB MEDICA GROUP, SA VcnaHua

*0 cOrnacoBaHo C 3aKa3uMKoM PyKOBOZACTBO MO aKCMAyaTauuy MOXKET GblTb MPesoCTaBNeHO B €AMHUYHOM
3K3eMN/ISPe Ha rpynny Y3Aenii.

4.5 CeepgeHus 06 ynakoBke n3genus

Kaxpgas napa anektpogoB Lessa Defi-Pad ynakoBaHa B repMeTuuYHble NaKeTbl W3 HEMpPO3payHoro
MaTepuana, 3alyLLaloLLEero refb OT CBeTa W Bnary (NepBuYHas ynakoBka).

B KauyecTBe BTOPMUHOI YNaKoBKM NPUMEHAETCA KapTOHHas KOpoobKa.
4.6 YTunnsauua nsgenusa

YTunuszaums anektpogos Lessa Defl-Pad nponsBognTca B COOTBETCTBMM C AEACTBYIOWMUMI HA MOMEHT

yTuUnnsaynn rocygapCTtBeHHbIMM npaBnnamMmmn no ytuansaynm meanynHCKmnX oTxog0os.
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A, COOUsI BAHOIOAIOC POMEPO, Hotapuyc BricokouTHMON HOTapHaNbHOM KOLIErHU
KarajloHHM, OCYIIECTRIAIOMAA CBOIO NPO¢eCcCHOHANBHYIO AeATENbHOCTL B I. bapbepa-nens-Bamnec,
CBUIETEJILCTBYIO, 4T0 NOMIHCH, MOCTARICHHHE B HACTOAINEM JOKYMEHTE, NPHHAIICHKAT
I'-HY JAYAPAO ®EPHAHIAEC HABAPPO, ynocrosepenue muuHocTH HoMep: 38.121.402-Y, Ha

OCHOBAHNH CIHYCHHSA ¢ HMCIOITHMCA ¥ MCHA obmmm NMPOTOKOIOM.

Howmep 293 pazaena 2 peecrpa 3a 2023 ron.

Macmv nexamu: Homapuanvrar xonnezus Kamanonuu * Hoeepue npeeviuue eéce2o/

/Imbnema: 0288316303 * HOTAPHAJIBHOE 3ABEPEHHE * I'EHEPAIBHBIA COBET HOTAPHAJIBHOH
KOJLIETHH HCIIAHHH * KOJIIETHS HOTAPHYCOB EBPOITEI * JOBEPHE ITIPEBBILLE BCETO/

Hlenamy: Homapuyc 2-oca Cogun Bawioanoc Pomepo * Bapbepa-dems-Banvec (Bapcenona) * HJosepue npegviue
ecezo/

/Mapxa: ITEYATH J/IA JETHTHMALHH H JIETATH3ALIAHA * KOJJAETHH HOTAPHYCOB * JOBEPHE
TTPEBBIIE BCEFO * A302450515/

/Mapxa: 0,05 espo - name yewmoe/

/Mapxa: 0,10 espo — decame yeswmoa/

/Hacms nevamu: Homapuanenas xoanezun Kamanonuu * Jlosepue npeasiue sce2o/

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Lozomun: BNAHK B/ COBEPLIEHMSA HOTAPHANLHEX ARUCTBIHA :
T'EPBOBLIA /Mapra: 0,15 s HJ0023205
3HAK/ pra: 0,15 espo/
017202

Hacroauwii amucT npiRaraerca K AOKYMEHTY, Ha KOTOPOM CTORT BOINNCH M-xB Codwi Bamcanoc Pouepo, rotapryca . BapGepa-nens-Bamsec,
Koanernn Hotapiycos Karanouuy, B YIOCTORCPCHRC MOLIMHHOCTH MOGRNCH T-Ha Inyspno Oepmanpeca Hasappo s oruere, xacamiomemcx "AB
MEJHKA TPV, C.A.", B cooTBETCTaNN ¢ HOMEPOM B peecTpe 293 ot S aexafip2 2023 ©.

AITOCTHJIb
(Taarckax Konsenums ot 5 oxraGpa 1961 rona)
1. Crpana: HCTIAHMA
Hacroamuit opRunLIbRLIN NOKyMeERT
2. TIOAIHCAH r-xo#t Codneit Barioanoc Pomepo
3. suicrynaoumeli B kauecTne Horapnyca
4, CKPEILIeH MeUATLIO / IITAMIOM Horapuamnolt KOHRTOPE

/Macnrte nesam: KOSHETHA HOTAPHYCOB KATANIOHHH * ROBEPHE ITPEBAIIE BCERD/

Yaocropepeno
5. B r. Bapcenone 6. B aens 13.12.2023
7. r-HoM Xasnepom Maprunec JleManHOM, MOMHOMOMHEIM PSACTABHTENEM MPEACCAATENS HOTAPHATBHOMN
xomnernu Karanonun
8. 32 HOMEpPOM N5301/2023/067392
ITeuars / wramn: 10. Nomnuce:

{Hoonucey!

/Mapra: TTEYATS [QNIA JETHTHMALHN M JIETAJIHIAUMM Y Xasbep Maprusec JleManH, NOTHOMOYHEIA NpeACTABNTEND
KONAErHH HOTAPHYCOB * JROBEPHE IPEBMINE BCEFO * npeacenatens

A352521253/
Hlevame: KOSAETHA HOTAPHUYCOB KATANIOHMK * [OBEPHE
HPEBHIUIE BCEMOD/

lubrena: 0288358729 * HOTAPHAJIBHOE 3ABEPEHHE ¥
TEHEPATIbHBIR COBET HOTAPHANbHOH KONRErHY HCIIAHK%

* KOJLIEFHA HOTAPHYCOB EBPOIINI * JOBEPHE TPEBbIILL
BCEFO/

HacToausii ARDCTHAR YAOCTOSEPXET TVILAD NGRARHIOCTS NOANNCH i AONKHOCTS SIS, NOANNCASISOID ABRHMH DOKYMEHT, N, eCAM HeoGXORMMO, NORTHIEOCTL
NCYETH WM INTAMDA, ROVOPSIMR CRPEMECH ISCTOMUMA OPBINMBILI NOKYMENT.
Hacroamuil AnOCTHAL HE YAOCTOREPAET CORCPAING NOKYMEITA, B OTHOWCURH KUTOPORO O N Suljian,
[HacTonnwl AnocTans (e SEHCTMTERLH QNN UCTIONLIOBUIING HA TepperTopsy Henannw]
(MeaannocTs HACTOANETO ATOCTINS MONHO IPGeEPRTS Ha calire; hipe://cregiste. justicin.es]
Koz ant nposepin Anoctias: NA:XbCd-wHLa-rmol-NaR

/acme nevamu: Homapuansuar xonnezur Kamanowuu * [Josepue npesviute acezo/
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MepeBo/, AALLIOr0 TEeKCTa BbINONHEH NePeBOJYMKOM TUXOHEHKOBbLIM MU T pUEM BUKTOpOBMYEM.

Poccuiickas deaepauus
Mopog Mocksa

[BaguaTb BTOPOro fekabps fBe ThicauM ABafALATbL TPEThLEro roga

[ PoauHa YnbsHa AnekceesHa, BPEMEHHO UCMONHAKLWLAA 0653aHHOCT Y HOTapuyca ropoga Mocksbl Kopcb\

Bnagumupa KOHCTaHTUWHOBMYA, CBMAETENLCTBYIO NOANMHHOCTL NOAMUCK NepeBojynKa TUXOHeHKoBa
OMnTpusa BukToposnya.

Mognuce chenaHa B MOEM MPUCYTCTBUK.
JInyHoCTh NANTKOKELW MO JOKYMEHT YCTaHOB/EHA.

3ape*Tpuw)0Bd(oro™e'ec }™: Ne 77/2138-H/77-2023-41- / A
YO <lco&euul uno H(T puanbHoro geicTsusa: 400 py6. 00 kom.

Bcero np6LU MPOHYMepOBaHO
u cKpenneHo neyaTbid 34  aucT(a)(oB)

BPWO HoTapuyca
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