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HacTtodwmnm nogTBepXpfaeTcsd, 4To neyaTb baiwaH Meagnkan Ko.,
NTta (Baisheng Medical Co., Ltd) B npunaraemom AOKYMEHTe SABASETCS
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Contacts

. Manufacturer:
H I Baishcng Medical Co., Ltd
No. 11 Fusheng Road, XInhui District, Jiungmen City, Guandong, China

Phone: +S6-750-6628113
Fax: +86-7506616122

www.obs-mcdical.com

Authorized deputy in Russia:

Limited Liability Company

Emergency Medical Systems (EMS LLC)

Office 1, I Somwyvskoc shossc str,, 603074 Nizhny Novgorod, Nizhny Novgorod Oblast, Russia

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

E-mail: info@einnnedsys.com

)KC4VT/O/\/!
Please, inform the manufacturer and/or its authorized deputy aboutall adverse incidents involving the product.
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This InsUaiction for Use is applicable lo Dcfibrillalioii Elcclrodcs OBS-DE (hereinafter refcircd lo ns the
del) of the following models: Deflbrillation Kleetrodc OBS-DE/P (electrodes for adults) and Detibrillation
rn-ode OBS-DE/W (electrodes for childi-en).

T CAVTION!
f f A PUase,pay special attention to such H'arningsin the text hereof, in artier to avoidpotential dangerous situations

or operating errors.
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1 Symbols

The following symbols are used in the product labelling:

— see Instruction tor Use

LOT Lot No.

REF — Reference No,

Manufacturer

Date o f manufacture

Best before

— Do mn reuse

Do not use when Ute package is damaged

‘ . Non-sterile
ISIERL
nla
— Avoid exposure to sunlight
Temperature range
alcw

Latex-ficc

— Warning
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2 Description

2.1 Intended Use

Defibi'illalion Elcciiodcs are also called Multifunclion Electrode Pads, which aic accessories lor
jcfibriliaior devices. It is applied on the patient’s chest and will be used for administering cardiac defibrillalion

shock (deribrillation and caidioversion), monitoring and for pacing when medically indicated.

2.2 Intended Users

The product is designed to be used by health care professionals and specially iiaincd people.

2.3 Intended Patients

Depending on tlic model, the product is designed for vaiious types of patients in accordance with the
labelling on the primary package (Figure 2.1):

- Defibrillation Electrode OBS-DE/P is designed for patients of over 8 years oldand weight of over 25 kg.

- Defibrillalion Electrode OBS-DEAYV is designed for patients of less than 8 years old and weight of less
than 25 kg.

a) Dehbrillation Electrode OBS-DE/P b) Denbrillation Electrode OBS-DE/W

Figure 2.1 — Patient-type labelling
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3.2 Contraindiciitiuns for Use

There are no contraimlicaiions lo the product application.

3.3 Potential Side Effects
Potential side effects include skin reddening (which is nomial!) or burns (as a result of improper use).

3.4 Precautions for Handling

When handling the product, observe the following precautions:

- Do not use after c.vpiralion date.

- Do not crush, bend or Ibid the electrodes. Do not store them under heavy objccLs.

- Ensure that the patient’schest is clean and dry.

- Do not open the primary package until immediately prior to use.

- Before use, inspect the package, the electrodes, the cable, connectors and check that the product storage
conditions ore met. Do not use the product in case of any non-compliances.

- Use the product within 24 h after the package is opened.

- Do not use the product if gel is dry.

- Do not use additional gel on the electrodes.
Do not re-use the product. Ifrc-used, the electrical properties might be insulTicicnl, which could lead lo

the patient's injury/lia:*aid. Re-usc also poses cross-infection risk for the patients.
- If long-term monitoring is required, use separate ECG electrodes and cable.
- Alw’ays keep a second pack of defibrillation electrodes with the defibrillator.
- Do not use the product for magnctic-resonaircc imaging (MRI).
- The operators shall avoid contact between parts of the patient's body, such as exposed skin of head or
limbs, with conductive lluids. such as gel, blood or saline, and metal objccLs, such as a bed frame or blrclchers,
which may provide undesirable deflbrillating-currcnt conduction pathways.

- The electrodes used shall be replaced if any ofthe following conditions are met:

N a) 50 deflbriUalion shocks arc given;
b) pacing for 8 Ikhus: 1QOMA/80 bpm/40 ms;

c) the electrode is attached to the patient’s skin for 24 hours.
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CAUTION!

When handling the product, remember that:

Failure to comply with the instructions mightresultin the patient's burns or ineffective treatment.
t
L Strangulation hazard: route the electntde cable awayfrom the patientV throat.

*# Theproductshallbe kept welldear o fother electrodes or metalparts in contact nith the patient.
i
I # Extensive pacing may lead to air bubbles. To ensure optimum contact with the patient's skin, smooth out any

bubbles by hand.

# Other medical devices that have no defibrillation-proof applied parts (without a relevant labelling) shall he

disconnectedfrom the patient during deJibrUIlation.

. Do not reposition the electrodes and do nottouch thepatientduring defibrillation.
() Keep the product clear ofany other electrodes or metal parts in contact with the patient. Do not overlap the
electrodes.

3.5 Operating Procedure

- Select the electrode application area

M Select the method for electrode application on the patient's body according to the Instruction
for Use for the defibrillator.

— Prepare the patient's skin (if required)

A Check the skin in the elecliodc application area: it shall be dean, dry, without hair. Shave
any hair and wipe die skin, if required (Figure 3.1a. b).

n Unpack the electrodes

J Remove the electrodes from the primary package (Figure 3.1c) and remove protective lilni
from the electrodes (Figure 3.1 d).

- “pply the electrodes

Apply the electrodes on the patient's body and press them down firmly to ensure proper
contact of die entire adhesive surface with the skin (Figure 3.1 e).

Connect the electrodes

n Connect the electrodes’connector to the defibrillator used (Figure 3.1t).

Use according to the instruction
Proceed in accordance with instructions of the Instruction for Use for the defibrillator used.
Note — Do not leave the product on the patient's skinfor more than 24 h (Figure 3.19).
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Remove the electrodes

Remove the electrodes by siow'ly peeling them from the patient’s skin. Dispose of the
electrodes in accordance with the applicable national regulations for disposal of medical
waste.

d) Remove fwoicctivc film c) Press Uic electrodes down

g) Apply for no more than 24 h
Figure 3.1— Operating procedure
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4 Characteristics

4.1 Specification

Tlic product specification is provided in die Table 4.1.

fable 4.1 — Product specification
Parameter

1 Models

2 Type

3 Reference Nos.

4 Composition

5 Biocompatibility

6 Weight

7 Dimensions

8 Potential risk of use class

9 Operating conditions

10 Transportation and storage
conditions

11 Electrical parameters

12 Mechanical parameters

13 SlidITifc
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Dcfibrillation Electrode OBS-DE/P;
DeflbriUalion Electrode OBS-DE/W.

Non-rcusablc.

Detennine the connector type and compatibility (refer to Tabic 4.3).

The product consists of five layers:

- a protective film;

- conductive gel;

- aconductive mcral foil;

- a polyethylene foam backing (with acrylic adhe.sive);
- a PET foil (with acrylic adhesive).

The product materials coming into contact with the human body are not toxic (refer
to Table 4.2).

The product is biocompatible and successfully passed cytotoxicity, skin irritation
and sensiti7alion evaluation according to GOST R IBC 60601-2-4-2013.

no more than 0.145 kg.

(165 X 112)mm — DellbrillationElectrode OBS-DE/P;
(130 X 100) mm — Dcfibrillation Electrode OBS-DF./W,

Cable length: (t .8*%0.2) m;
Cable outer diamctei’; (3-H).I') mm.

Active (gel) area of the electrodes complies with requirements of
GOST R 'HC 60601 -2-4-2013.

Class E
According to the order of the Ministry of HcaJUi of die Russian Federation of June

6, 2012N4n.

Range of ambient leinpcraiure.s: 0 °C to 35 “C;
Relative air humidity: no more than 80 %;
\tmospheric pressure: 50 kPa to 106 kPa.

Range of ambient temperatures; 0 Cto 35 ~C.

The products comply with requirements of GOST R EEC 60601 -2-4-2013 and were
tested in terms of

- AC small signal impedance;

- N1C lajge signal impedance:

- Olfsei in.stability and imerna! noise;

- Defibrillarion overload rccoveiy';

- DC olfset voltage:

- Insulation strength:

- ECG signal recovery.

The products comply wiiJi requirements of GOST R EEC 60601-2-4-2013 and were
tested in teiTn.s of the electrode adhesion and contact with the patient.

2 years from the date of manufacture (refer to the package).
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14.2 Materials

' The materials coming into shorl-temi contact with the human’s intact skin are not toxic.

4.9 Compatibility with Denbriilator Models
Tlic product is designed for use with the following defibrillator models (Table 4.3):
Nole - T)ie combination ofOBS~DK defibrillation electrodes and a defibrillatorforms a medical system.

Table 4.2 — Compatibility witli dellbrillator models

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Deflbrillator model or brand

PHILIPS
HeuTtStun MRx (with cable M3508A), HcartStart XL+, HcartStart FRX,

Ellkia DFMIOO

MINDRAY

BeneHeart C| Fully Automatic, BencHeart CI A Fully Automatic,

Benelleart C2 Fully Automatic. BencHeart C2/1 Fully Automatic, BencHcan Cl,
BcneHcait CIA, BencHeart C2, BencHeart C2A, BcncHcan D3, BencHeart D6,

MMEl)20. uMED2aA

PHYSIO-CONTROL
LifePak 12, LilePak 20 Monitor, LifePak CR Plus, LifePak 15, LIFEPAK 20c,

l.ifePak 1000, l.ifcPak 500

COME.N
S$3.S5. S6, S8

NIHON KOHDEN
TEC-5521K (with adapter JC-755V). TEC-5531K (witli adapter JC-755V).

TEC-5621 (with adapter JC-755V), TEC-5631 (with adapter JC-755V)

ZOLL
M Series, M Series CCT. E Series, R Series, X Series

ZOLL
AEO PUis, AED Pro

CARDUC SCIENCE
PowerHean AED G3, PowerHcart AED G3 Pro, PowerHean .AED G3 Automatic.

l-iriitSavc AF.D G3
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CAUTION!

Vse theproductonly with the specified defibrillator modelsprovided herein. Use o ftheproduct with any devices

Defibrillator model or brand

MFTRAX

PRIMIIOIC 1lcaitSave PAD (SN up lo 73944xXXXXX).
PRIMEDKMIleartSave AED (SN up to 73945XXXXXX),
PRIMEDIC HcartSavc AP.D-M (SN up U) 73946XXXXXX),
PRIMEDIC HeaitSavc 6 (SN up lo 73947XXXXXX).
PRIMEDIC HcartSavc AS (SN up lo 73943xxXxxxXx),
PRIMEDIC DcfiMonitor

NIHON KOIIDEN
TEC-5521K (with adapter JC-765V), TEC-5531K (with adapter JC-765V).

TEC-5621 (with adapter JC-765V), TEC-5631 (with adapter JC-765V).
TEC-7621 K (with adapter JC-765V), TEC-7631 (with adiiptcr JC-765V)

ALTOMEDICA
ALTDEF

BI1OSS
AVt>-|

SCHILLER
DEFIGARD 4000. DEFJGARD 5000, DKHGARD 6002, FRED easy

iPROGF.TTI
RESaJE SAM

AXION
DA-N-Ol. DA-N-02. DA-N-()5, DKI-N-II

other than listed may resultin potentially dangerous connection.
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4.4 Product parts
The product pirns (delivery set) are given in the tables 4.3 and 4.4.

e 4 3 — Product parts for the Dcfibrillaiion Electrode OBS-DE/P

/ Part name Manufacturer Country
Dctlbrillation lilectrodc OBS-DL:/P Baisheng Medical Co., Lid China
Baisheng Medical Co.. Ltd China

Instruction for use ¢
- By agreement with the eustonier, the Instruetion for use can he provided in u single copyfor a group ofproducts.

Tabic 4.4 — Product parts for the Dcfibrillaiion Electrode OBS-DEAV
Part namv Manufacturer Country

Detibrillalion Electrode OBS-DE/W' Baisheng Medical Co., Ltd China
Instruction for use * Baisheng Medical Co., Ltd China

*By agreement with the customer, the Instructionfor use can be provided in a single copyfor agroup o fproducts.

4.5 Packaging Details
A pouch is used as a primary package of the product.

1 box is used as the secondary package of the product.

A carton is used as a tertiary package of the product.

The product is packed as follows: 1 pc/pouch, 25pouches/box, 4 boxes/canon

(100 pouches/carton).
4.6 Product disposal

Dispose of the product in accordance with the national regulations for the disposal of medical waste in

force at the lime of disposal.
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AnekTpoabl gepunopmnnnaymum OBS-DE

PyKOBOZCTBO MO0 3KCrTyaTauun

Pepakumsa ot 03.11.2023
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b KoHTakTHast nHdopmauus

MPOH3BONHUMDb:

Baishcng Medical Co., Ltd
No. 11 Fusheng Road, Xinhui District. Jiangmen City, Guandong, China

Ten.: +86-750-6628113
dakc:+86-7506616122

www.obs-medlcal.com

YNOUHOMOUYEHHbI Npeac3aBurens B Poccun:
O6LecTBO C OrpaHNYeHHON OTBETCTBEHHOCTbLIO

«3JKCTpeHHble MeanunHckne Cuctembl» (OO0 «OMCy»)

CopmoBckoe wocce, a. 1 k. 1.1. HmkHuin Hoeropog. Hwxkeropogckas o6nacts. 603074, Poccusa
Ten.: +7 (831)217-00-03

E-mail: info(?("emrmedsys.com

BHUMAHWE!

CoobwaiiTe npolMBo6uTEND 4Y/MAN €ro YNONHOMOYEHHOMY MpeAcTUBILINENW 060 BCEX HeGNAronpuaTHbIX

WHUMAEHTax, NnpTNowWweAlW UX Cy4yacTUEeM U3Lenus.

2(13)
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HacTosLuiee pykoBoACTBO MO 3KCMAyaTalumn pacnpocTpaHseTca Ha dneKkTpoabl geubpunnsumm OBS-DE
(hanee — wm3genue), BapumaHTbl UCNONHeHNUA (Mogenn) InekTpos fedpubpunnaunn OBS-DE/P (anekTpogbl gns

B3pOC/bIX) W IneKTpod aeunbpunnsaummn OBS-DE/W (3neKTpoabl ansa aeteit).

BH/MAHV/E!
O6palLBTe 000608 BHAVIEHVE Ha TaKVe MPEmyPEKIAHLLYE HATVIO/ B TEKCTE HAC TOALLENO PyKOBQIC TBA
BOVBO>KaH/E NOTEHLYGIBHEVE OMECHH X T aLIyiA 1 OLLOOK MoV KOy TaLym.

3{13)
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1 O603Ha4YeHNN

B MapKnpoBKe n3fenua NpuMeHaIoTca cnefytowme CUMBOSIbI:

‘ a-VI PYKOHO/IC3BO MO >KCRjyaraunu

|1 o t | — kog naptum

— apTuKyn
— [JaTa U3roToB/eHus
— Mcnonm3oBarb o
— He 1UCMo/b30BaTb NOBTOPHO
MC ucnonb3oBars NPy NOBPEXAEHNMN YNAKOBKM

'hon\ — HCCICPUIbLHO
'STERIL'

n»/.
— He gonyckaTb BO3[EICTBUSA COMTHEUHOro cBeTa

J — Temneparypublii AnanasoH xpaHeHus
— HC COMEPXT naTekc

— rrpegynpexneHve

5(13)
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2 OnucaHue nu3genns

2.1 HasHayeHue nsgenns

AnekTpoAbl  AeMbPUNNALUMK, TaKXe  HasblBalOTCS  MHOFOMYHKUMOHANbHBIMWU  31EKTPOAHLIMM
Haknagkamu, KOTopble NpeAcTaBnAlT co60/ NPUHAANEXHOCTU Ans aetmopunnaTopoB. VX HaknaabiBaloT Ha
rPyAHYHO KNeTKy nauymeHTa U MCNOoMb3YT ANA 3MEKTPOLOKOBOW aedmnbpunnsuymm cepaua (aehnbpunnaymum n

Kapﬂ'I/lOBepCI/IVI), MOHWUTOPWHIa 1 3aneKrpokapanocTumynaunm no MeguumHCKMM nokasaHuam.

2.2 MpepnonaraeMblie Nonb3oBaTeNu
W3pgenve npefHa3HayeHO ANA MPUMEHEHUS MEAULMHCKMMKU paboTHUKaAMU W N0AbMU, MNpOLleALMu

CreymnanbHy NoAroToBKY.

2.3 lMpegycmoTpeHHbIe NaLUeHThI
B 3aBUCUMOCTM OT MOAENN M3Jenine npegHasHauyeHo A8 pas/IMYHbIX TUMOB NaleHTa B COOTBETCTBUM C
MapKUPOBKOW, HAHECEHHOM Ha NMePBUYHYIO0 YNAaKOBKY (PUCYHOK 2.1):
- OnekTtpos pedpmbpunnaunmm OBS-DE/P npefHasHayeH A4S NauWEHTOB cTaplle 8 fieT M Becom
6onee 25 Kr.
AnekTpog Aedpubpunnaumn OBS-DE/W npegHasHayeH ANS NauueHTOB MAaawe 8 net U Becom

MeHee 25 Kr.

a) dnekTpoga pepubpunnauymm OBS-DE/P 6) dnekTpop Aedpunbpunnaunun OBS-DE/W

PucyHok 2.1 — MapKunpoBKa Tuna nauuneHTa

6(13)
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3 Micnonb3oBaHMe NO Ha3HAYEHUIO

3.1 MNokas3aHNA K NMPHMEHEHHIO
MpumeHeHne wu3genusa B cocTaBe fembpunnaTopa AN 3KCTPEHHON W HEOTNOXHON MeaUUMHCKOM

MOMOLLM MPU BHE3AMHbIX OCTPbIX CEPAEYHO-COCYAUCTBIX 3a60NeBaHMAX (COCTOSIHMAX) HO COOTBETCTBYHOLLUM

MeANLUMNHCKNUM NMOKa3aHUAM.

3.2 IpoTuBONOKasaHWsa K NPUMEHEHUIO
|_|pOTI/IBOI'IOKa3aHI/IFI K MPUMEHEHNIO n3aenna OTCYTCTBYIOT.

3.3 B0o3MOXKHbIe MO60YHbIE AEHCTBHS
B03MOXHO NOKpPacHeHMe KOXW (HOpMasnbHO) UM 0XOr (B pe3ynbTaTe HenpaBubHOIO MCMO/b30BaHNA).

3.4 Mepbl npesioe ropoXkHocrv npu pa60Te C n3penvem
Mpn paboTe ¢ n3genvem cobngante cnegyroline Mepbl NPesOCTOPOXHOCTU:

- Hc VICI'IOI'Ib3yl7II-O no NCTeYeHnn cpoka rogHocTu.

He monyckaiiic ygapos, u3rn6oB, cto1afibiBaHNs 3/1€KTPOAOB. He XxpaHuTe Noj TSHXKC/bl.MU NpejMe3amMu.

- FpyAb nmauneHTa fo/HKHa 6bIThb YNCTas U Cyxas.

OTKprBaVI3e NEepBUYHYKO YyNaKOBKY HenocpeaACcTBeHHO nepen NCNoJib30OBaHUEM.

Mepen McNoNb30BaHMEM OCMOTPUTE YNAKOBKY, 31eK3poabl, Kabesb, pa3bemM ¥ NpoBepbTe co60AEHUE

YCNOBUI XpaHeHUs nsgenuna. He ncnonb3yiite nsgenme Npu Haanuynm Kakmx-nnbo HeCOOTBETCTBUNA.

- Wcnonb3yiiTe nsgenue B 1e4eHue 24 4 nocne BCKPbITUS YNAKOBKN.
- He ucnonb3yiiTe usgenue, ecnv refb BbICOX.

- Hc VICI'IOJ'Ib3yl7ITe AONONTHUTENDBbHO Tenb ANA 31EKrrpoaoB.

He ncnonb3yiiTe n3genne NnoBTOpHO. MpU NOBTOPHOM WCMOMbL30BAHMM 3N1eKTpUYecKue ceoiicTea Moiyi

6bITb HEJOCTATOUHBIMU, UTO MOXET NPUBECTN K TpaBMe nauumeHTa (onaciiocTH gna nauueHTa). Takxe NoBTopHoe
HCMoNb30BaHWe NpeAcTaB/isieT PUCK NePEeKPEeCcTHOro MMGULHPONaHUS NaLUenToB.
- Ecnu TpebyeTcs ANUTENbHbI MOHUTOPWUHF, UCMONb3yiTe OTAENbHble 3neKTpokapauorpaduueckue

31eKTPoAbl U Kabenb.

- BTopoii KOMNAEKT 31eKTPoAOB Aedubpunnauumu  Bcerga [AOJ/KEH  XpPaHWUTbCA  psagoM  c

achubpun;ITOpoMm.
- 3aupelwacyes ncnonb3oBaTb U3genve X 19 MarHA3Ho-pc3oHaHcuoli Tomorpacguu (MPT).
- OnepaTopbl He AOMIXKHbI 4ONYyCKa rb KO T aKT YacTel 3e.'l naumeHTa, HanpuMep OTKPbITON KOXXMN FON0BbI

WU KOHeYHocTel, ¢ npoBoAAWNMMU XNOKOCTAMU, TAaKUMN KaK renb, KpoBb WU CpVI3I/IO]'IOFI/I‘-IeCKI/IIZ pae3Bop, n

MCTanMNn4YeckKnnTun npeameTtamu, Hanpumep Kapkac KpoBaTu nnn HOCUNKW, KOTOpble MOryT CTaTb

HeXefaTebHbIMW NMYTAMU NpoBefeHNs 4eU6PUNNANNOHHOL0 TOKa.
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- Tpe6yeT0ﬂ 3aMeHa Ucnosib3yemblx 3N1eK1lpofoB, ecnu BbIMOMHAETCA O4HO U3 C/EeAYI0 W nX yCI'IOBVIVIZ

a) BbINOMHEHO 50 ACPUOPUNNALLIOHUBIX PaspsALoB;
6) )nekTpokapanocrumynayusa B redeHunc 8 vacos; (00 mA 80 ygapos B MuUHYTY / 40 wc;

B) 24 yaca KpenieHus Ha KoXe nayueHTa.

n BHUMAHWE!

/ f\ npu paboTec TAeAMeM NOMHUTE;

# Neeobambenne nmeT pyKMuii MOXKeT npuaeeTn K 0>XK'Oram nauueHTa Unu HeKpPeH THBHOH Tepanuu.
. OnacHOCTb YAYW eHUA: pacnonaraiTe kabenb aNeKTPOA<IO efanu 0T ropna nayueHTa.
. N3genne JOTMCHO HAXOAMTbCA HA AOCTATOYHOM pacCcTOfHMM OT dpycu.v 31eKTPOAOB NN MeTa.lnuyecku.x

feTaneil, kKacalown.kca nauueHTa.

# OnuTenbHas KUPAMOCTU.MYIULHS .MOMCET TpUeecTW K O6pPU30EeNHUID BO3AYLWHbLIX My3blpbKoB. Anf

o6ecrneyeHns oNTMMaNbHOrO KONTAaK3NU C KoK el 3layueHTa cnesyeT pasrnaguThb Ny3blpbKu pyKos'n

Opyrue .MegnLuHCKne nsgenus, paoyne 4acTu KOTOPbIX HE UME30T 3alMThbl OT paspaga AepubpunnaTopa

(33eT coomeei33cmeymuieit TWPKUPOBLU3), LOMKHbBI ObI3Nb 0T COEANHEHbI 0T Mayue33Ta BO Bpe.us fgecdubpun.lauum.

® 3anpewaeTcs U3-MeHATb .MeCTO YCTaHOBKM 31eKTPOAOB 1 KacaThbCA nauueH/na Bo Bpe.Ms gepnbpunnayum.

# He poHyckail3$e KOHTAKT U34eius ¢ ApyrraM  371eKTPOAOM  WUAM  MeTalnaMyecKu.Mu  4acsns.mu,

KOHT ak/nupywwmumn ¢ nayneHTo.M. He fonyckaiiTe Harsomcesls 31eK3nNpoAos Apyr Ha Apyra.

3.5 TMopHAgok paboTbl ¢ n3genvem

Bbi6epuTe MECTO HAIOXEHNMN 3M1EKTPOLOB

1 Bbl6paTb MecTo (cnoco6) HanoXeHMs TNEKTPOJOB Ha Tefe MnauueHTa CorfiacHo
PYKOBO/ACTBY MO 3KCMyaTalWH UCNob3yemLuys fednbpunnstopa.

MogrowHble KOXY Nawmyna (Npu Men6.xoammocTm)

MpoBepbTe KOXY B MECTE HaNOXeHUs 3N1EKTPOAOB; OHa AO/MKHA ObiTb YMCTON, CyXoil, 6e3
BONOC. B cnyyae Heo6XxoanMOCTH cOpeliTe BOMOCHI U NPOTPUTE KOXY (pUCyHOK 3.1 a, 6).

Pacneya TamTe 3.3eK:1pojbl

JocTaHbTe 3MEKTPOAbl M3 MEepBUYHON YNakoBKM (PUCYHOK 3.1 B), 3aT€M CHUMWUTE C
3MEeKTPO/0B 3aLMTHYHO MeHKY (PUCYHOK 3.1 T).

Hanoxw le anekTpogpl

Ha-yoxuTe 3nekTpofbl Ha Teno NauuveHTa, MNOTHO MPUMXMUTE KX A1 obecneyeHus
[0O/MKHOTO KOHTaKTa BCeI Kelikoii MOBEPXHOCTM C KOXeli (pUcyHOK 3.1 f).
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r)CHUMUTE iammnyio NneHKy ) MpUKMUTE 3NeKTPobl e) MogkntoumnTte anekTposbl
U T - Mu»e—

-24h

) 1llanoxeHue He fonblie 24 Y

PucyHok 3.1 — WnnwcTpayun nopsgka gencrenii
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4 XapaKTepUCTUKN n3genmsa

4.1 TexHUYeCKUe XapaKTepUCTUKN

TexHMYecKne XapaKTepucTUKL U3aenus npueedeHsl B Tabnuue 4.1.

Tabnunua 4.1 — TexHUYECKUE XapaKTEPUCTUKIN U3Lenus

Mapamesp

1 Mogenu

2 Tvn
3 ApTUKyNbI

4 CocTtaB

5 BMOCOBMECTUMOCTb

6 Macca

7 Pa3mepbl

8 Knacc noTeHUManbLHOro pucka

NnpMMeHeHns

9 Ycnosus akcnnyartauyuii

10 YcnoBusa TpaHCNoOpTUPOBaHUA U
XpaHeHus

11 SnekTpuyeckme napameTpsbl

12 MexaHunyeckune napameTpsbl

13 Cpok rogHocTu (CPOK XpaHeHus)

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

|$HMYew e napBMeTps

AnekTpoj aedunbpunnsaummn OBS-DE/P;
AnekTpoa aedunbpunnaunn OBS-DE/W.

OpHopa3soBoe.

OnpegensioT TUN pa3beMa U COBMEeCTUMOCTb (CM. Tabnuuy 4.3).

M3penve cocTouT U3 NATU CNOEB:

- 3alnTHan nneHka;

- TOKONpoBOAALWMNIA Tenb;

- TokonpoBsogdAuwas Metasnnyeckas ¢onera,;

' MoAnoXKa U3 BCeHeHHOro nonunatuaeHa (C akpuaoBbIM Kieem);
- N3T-thonbra (C akpUIOBbLIM KNeeM).

MaTtepwuansl n3fenus, BcTynarolie B KOHTaAKTe Ye/loBEKOM, He obnajatoT
TOKCUYHOCTbIO (CM. Tabnuyy 4.2).

M3genne 6MOCOBMECTMO M NPOLLJIO OLEHKY LLMTOTOKCUYHOCTH, pas3fpakeHus
KOXW 1 ceHcmbunusaumm koxu cornacHo F'OCT P M 3K 60601-2-4-2013.

He 6onee 0,145 kr.

(165 112) mm - 3nekTpog fecmbpunnaunum OBS-DE/P ;
(130 % 100) mm — 3nekTpog aeunbpunnauun OBS-DE/W,

OnnHa kabensa (1.8 +£0.2) m;
BHewHwnin gnameTp kabens (3 +£0,1) mm.

AKTUBHas (NoKpbITas renem) naowasb 3/1eKTpoLoB COOTBETCTBYET TpeGoBaHUsAM

FOCT P M3K 60601-2-4-2013.

knacc 1

cornacHo npukasy MuHuctepcTBa 34paBooxpaHeHnss Poccuiickoli degepaymm ot 6

noHA 2012 r. N 4H.

[unanasoH Temnepartyp okpyxatoweii cpegbl oT 0 °C go 35 °C;
OTHOCUTENbHAA BAXHOCTb OKpY>XXaloLero Bo3gyxa He 6onee 80%;
ATmoctepHoe aaBneHve oT 50 klMa go 106 kla.

[vnana3oH Temnepatyp okpyxatolleii cpegbl oT 0 ®C go 35 °C.

CooTBercTByeT TpeboBaHuam FOCT P M3K 60601-2-4-2013 1 npowso
MCNbITAHUSA B YacTu:

- ConpoTuBEHNE MO NePeMeEHHOMY TOKY A/1s1 MasibiX CUTHA/O0B;

- ConpoTvBneHne No NepemMeHHoMy TOKY A5 60MblIMNX CUTHANOB;

- HecTabnnbHOCTb HaNpPsXKEHUSA CMELLEHUS U BHYTPEHHUI LUyM;

* BoccTaHoBneHne nocne fenbpunnaumu;

- MoCcTOsAHHOE HanpsKeHWe CMeLLEeHus;

- dneKTpuyeckasi NMPOYHOCTb U30ALUNN;

- BocctaHoBneHue anekTpokapgmorpagmyeckoro cmrHana.

CooTtBeTcTBYeT TpeboBaHmam FTOCT P M3 K 60601-2-4-2013 u npowo
MCMNbITAHUA B YacTW afre3nn afeKTPoAoB N KOHTaKTa C NalMeHToM.

2 rofja ¢ MOMEHTa NPou3BOACTBA (CM. Ha YNaKOBKE).
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4.2 Martepuanbl

Martepuansl, BCTynawline B KpaTKOBpeMeHHbIVI KOHTaKT C HeI'IOBpe)K,qEHHOVI KOXEN 4YeNioBeKa, He

061a4al0T TOKCUYHOCTbIO.

4.3 COBMeCTMMOCTb C MOAENSAMU JeMOPUINATOPOB

W3penue npegHasHayeHo AN cnefyrowmnx mogenei gembpunnsatopos (tabnuua 4.3):

MpumeyaHne — CouyeTaHue 3nekTpogos pfepubpunnaumm OBS~DE u pedubpunnaTopa obpasyeT

MeULUHCKYI0 CUCTEMY.

Tabnmuya 4.2 — COBMECTUMOCTb C MOAENsSIMU AenbpuansTopos

ApTukyn ;Mogenuuw,,M.pK,a«|»,Bpllll««op<»
PHILIPS
303A5030 HeartStart MRx (c kabenem M3508A), HeartStart XL+, HeartStart FRX,

Efficia DPM 100

MINDRAY
BeneHcartCl 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,
UMED20, uMED 20A

j 303A5035
PHYSIO-CONTROL

LifePak 12, LifePak 20 Monitor, LifePak CR Plus, LifePak 15, LIFEPAK 20e,

LifePaklOOO, LifePak 500

COMEN
S3, S5, S6, S8

NIHON KOHDEN
| 303A4530 TEC-5521K (c agantepom JC-755V), TEC-5531K (c agantepom JC-755V),
TEC-5621(c agantepom JC-755V), TEC-5631 (c agantepom JC-755V)

303A2545 ZOLL _ , _ _
M Series, M Series CCT, E Series, R Series, X Series
303A6030 ZOLL

AED Plus, AED Pro
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* MOHC«pyKLLU1S

CARDIAC SCIENCE
303A1525 PowerHeart AED G3, PowerHeart AED G3 Pro» PowerHeart AED G3 Automatic,
FirstSave AED G3

METKAX

PRIMEDIC HeartSave PAD (SN 0 73944XXXXXX),

PRIMEDIC HeartSave AED (SN go 73945xxxxXxXx),
303A2060 PRIMEDIC HeartSave AED-M (SN go 73946XXXXXX),

PRIMEDIC HeartSave 6 (SN g0 73947XXXXXX),

PRIMEDIC HeartSave AS (SN g0 73943XXXXXX),

PRIMEDIC DefiMonltor

NIHON KOHDEN
TEC-5521K (c agantepom JC-765V), TEC-5531K (c agantepom JC-765V),

303A4531
TEC-5621(c agantepom JC-765V), TEC-5631 (c agantepom JC-765V),
TEC-7621K (c agantepom JC-765V), TEC-7631 (c agantepom JC-765V)
117
1 ANbTOMEAWNKA
ANbTAE®D
303A7035
BNoOCC
ABLO-I
303A4525 SCHILLER
DEFIGARD 4000, DEFIGARD 5000, DEFIGARD 6002, FRED easy
J
PROGETTI
RESCUE SAM
303B1525
AKCUOH
OA-H-0!, AA-H-02, AA-H-05, AKWN-H-11
BHUMAHMUWE!

Wcnonb3yiiTe u3genne TONbKO C NPeAyCMOTPEHHbIMW Mofgenamu AedU6pUANATOPOB, yKazaHHbIMU B
HacTosAWeM PYyKoBoACTBe. Mcnonb3oBaHne ¢ N0GbIM ApYyrUM YyCTPONCTBOM, He yKa3aHHbIM B CMNUCKE, MOXKeT

NPUBECTN K NOTEHUNaNbHO OnNacHOMY COeAUHEHUIO.
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44 cocrtas nsgenus

CocTas n3genus (KOMNNeKTHOCTb U3aenuns) npuseeH B Tabnuuax 4.3 n 4.4.

Tabnuua 4.3 — CocTaB MU34eNuns B UCMONHEHUN InekTpos gednbpunnaunn OBS-DE/P

'‘éuy r«s|LL],YiteT

AnekTpog aechmbpunnauymmn OBS>DE/P Baisheng Medical Co., Ltd KnTan

PykoBOACTBO MO 3kcnayatauum * Baisheng Medical Co., Ltd Kutai

Mo cornacoBaHmIio C 3aKasukoM PyKoBOACTBO MO 3KCMyaTaLuy MOXKET 6bITb NPeaoCcTaBNeHo B eNHUYHOM
9K3eMNAIsipe Ha rpynny uanenit

Tabnuua 4.4 — CocTaB U34enus B UCNOMHEHUN 3nekTpos Aethmbpunnaunn OBS-DE/W

AnekTpoa gedmbpunnsauyun OBS-DE/W Baisheng Medical Co., Ltd Kuntan

PykoBoACTBO MO akcnayatauum * Baisheng Medical Co., Ltd KunTai

*T10 COrNacoBaHuIO C 3aKa3uMKoM PyKOBOACTBO M0 SKCMNyaTaLun MOXKeT 6bITb NpefocTaBNeHO B eAMHUYHOM
9K3EMMN/ISiPe Ha rpynny 13genui.

4.5 CefeHns 06 ynakoBke nsgenus

B kauecTBe MepBUYHOI YNaKOBKY N3Ae/Ns MPUMEHAETCS NakeT.

B KauecTBe BTOPUYHOI yNaKOBKMN U3LENUA NPUMEHSETCA KOPOOKa.

B KauecTBe TPETUYHOI YNaKOBKMN M3Aenns NPUMEHAETCA KapTOHHAsA KOpobKa.

M3penne ynakoBbiBaeTcs: 1 WT. B nakeTe, 25 MakeToB B KOpoOKe, 4 KOPOOKM B KapTOHHON Kopob6ke
{100 nakeTOB B KapTOHHOW KOPOOKE).

4.6 YTunusauna ngenua

YTunusauyma unsgenua npousBoauTca B COOTBETCTBUM C ,El,eVICTBy}OLLI,I/IMI/I Ha MOMEHT YyTuamsaunn

rOCyAapCTBEHHBIMU NPaBUAAMU MO YTUIN3AL UM MELULMHCKNX OTXOL0B.
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/W Tpux-koa/ /W tpnx-koa/

002202312270145 230487053-002 2\2 8
[BoiHoli E Poccusa E S C 002
WY F2309999 2023\12\29

231226 199 00016 2\2

CBUAETENBCTBO

/Norotun: KCCMT KuTalickuii coBeT No cogeicTBUIO MeXAYyHapoaHOW Toprosne/

KunTalickuii coBeT MO COAEACTBUIO MEXAYHAPOAHON TOprosne
MexayHapofHas Toprosas nanata Kutas
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02017828
Kuraiicknii coper no coaelicrenio mexaynapoanoii roprosae
MexayHapoaHas ToproBas nanarta Karas

Ne 231100B0O/H06286

CBHJIETEJBCTBO

HacroanmaM noarsepxaaerca nmoanneHOcTs medath «[yauayn Baiman Memuxan Ko., Jita»
(Guangdong Baisheng Medical Co., Ltd.) B npunaraemoM nokymente. IlpunaraeMelii nepesoa
AOKYMEHTa HA PYCCKHH S3BIK COOTBETCTBYET aHT/IOA3BIYHONH BEPCHH JOKYMEHTA.

CMoOTpHTE CBHAETENLCTBO Ha PYCCKOM A3BIKE Ha caexyroniei cTpanuue.

/Penvednan nevars: Kuraiicknii
COBET N0 COACHCTBHIO

MeXayHapomHoit Toproene *
NEYATS U1 CBUAETENLCTB
KCCMT/

Aleyars: Kuralickuit copet no coneifcrauio
MeXIxyHapoaHoit Toproane * [IEYATE /151
CBUJIETEJILCTB KCCMT/
Knralickuii coper no coaeficaMio MexxayHapoaHok
Toprosae

VYnonuoMouennoe nuuo: Cyns L3a /noonucy/
Hara: 26 nexaGpa 2023 r.

/MexcTpaunutas neyars: Kuraiickuit copet mo
coneiicTBHIO MEXAYHAPOAHOH TOproane
* [IEYATH /151 CBUAETEJILCTB KCCM1/

Caiit ana npoBepks AcHCTBHTENLHOCTH CBHACTENLCTRA: hitp://www.rzccpit.com/validate. html
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Crp. 3
/Meuars: «CnCuTubu Tpaucaciten Cepucy», 010-55326988/

Crp. 4
/Mewars: «bakuwzn Meauxan Ko., JItm» (Baisheng Medical Co., Ltd.)/

/noanuce/

Yxymuns Oy
KomMepueckuit ARpEKTOp MO TOProsae ¢ 3apyOGeHBMA CTPABaMHK

Crp. 29

Mevars: «bekmena-I0 Tpeliauar Ko., JItay, [TegaTs TONBKO 1S NEPeBOAOB, JaHHNI JOKYMERT
ABNACTCA BSPHLIM H KOPPEKTHEIM NIEPEBOAOM MPHIIOKCHEOTO JOKYMEHTY

|
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Cp. 30

IItpux-xon: 10151566

JIaHHEIH anocTWIb YAOCTOREPAST UMb NOLIMHHOCTE TIOATMCH M AODKHOCTE

AMLA, TOMITACABIICTO OQHUIHANGHEIN JOKYMEHT, H NpH HEOGXOAMMOCTH
/OQRx00/  TMOANTHHHOCTS MEYATH WM INTAMINA, KOTOPEIM CKPEIUIEH 3TOT JOKYMEHT.

ANOCTHIL HE 3ABEPACT HOCTOBEPHOCTH CAMOTO IOKYMEHTa, A% KOTOPOro OH

6sn1 odopmnen.

HndopManuio no nposepke aloOCTHIIA MOXHO HalTH, OTCKaHHpoBaB QR-xox,

mmbo nepeding no coiike: https://consular.mfs.gov.en/'VERIFY/

ATIOCTAIIb
{aarckas xOHBEHIMA OT 5 OKTAGpa 1961 r.)
1. Crpana; | Kuratickas Hapoanaa Pecry6muka
Hacrosumii oprunansusii AOKYMEHT
2. 6bin moaANACcAn Cyns 31
3. BLICTYHAIOMIEM B KalecYRe YNOMHOMOYEHHOTO JIHNNE
4. cKpennen NeUATLI/ IITAMIOM Kurafickoro copera 1o CoAeicTBHIO MOKIYHAPOAHOH TOPropie
YIOCTOBEPEHO

%. B ropone Ilexnn | 6. nara { 28.12.2023
7. keM BRIZAR JIn IOH, coBeTHHK

Korcymsckhii oTAen MHHHCTEPCTBA HHOCTPAHHEIX IS
8.3a Mk 230000077736
9. nedato/mramn: | [[epGopas newars: [Teuats | 10. IMognmues:

INA 3aBEPEHAA JOKYMEHTOB

Munucrepcrea
AHOCTPAHHBIX JeJl /noonucs/
Kuraiickoit Hapoamuoit !
Pecnytnnxmn)
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HGDEBO,U, O0AHHOI0 TEKCTa BbINOMHEH NEPEBOAYNKOM TUXOHEHKOBbLIM Iﬂ,MI/‘ITpI/IeM BI/IKTOpOBI/I'«-IEM.

Poccuiickas depaepauus
"opos Mocksa
[BeHaflaToro aHeBaps fge ThiCA4M ABafLaTb YeTBEPTOro roga
o PopuHa YnbsiHa AnekceeBHa, BPEMEHHO MCNOMHAKLW AN 0653aHHOCT U HOTapuyca ropoga Mocksbl Kopcuka
Bna,quMMpa KoHCTaHTnHOBKYA, CBMAeTEeNbCTBYK NOANMMHHOCTDb nNoAnNMCK nepesogvymka TuXoHeHKOBa
OAmnTpnsa BukToposuya.
Mognuce caenaHa B MOEM NPUCYTCTBUMN.
JIn4yHOCTb noanncaBlIero AOKYMeEHT YyCTaHOBJ/IEHA.

3aperucTpupo” 77/2138-H/77-2024-6-"i0 |-
YnnaueHo 3a peiicTsusa: 400 py6. 00 kon.

Bcero npoLuH
1 CKpenneHo ney

BPWO HoTapuyca
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