Lifetech Cardio
Ft B b R

AgileFlow®
Temporary Cardiac Pacing Electrode
Lead

Instructions For Use

Material Number: 0305006007 Document Number: LTC/TS/0021-01 C
Revision Date : 2025-11-17 Version : 01.07

Peructpauns MH  Pocsapasansope
www.nevacert.ru | info@nevacert.ru



Product Composition:
Lifetech Cadio AgileFlow® Temporary Cardiac Pacing Electrode Lead consists of
an Electrode Lead with a Balloon, an Adapter and a Syringe.

Model Specifications:
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Intended Use:

It is for temporary endocardial pacing and cardiac electrical signal sensing with a
Temporary Pacemaker.
The lifetime is no more than 30 days.

Indications:
Temporary endocardial pacing and cardiac electrical signal sensing.

Contraindications:

There are no absolute contraindications for this product when used for temporary

cardiac pacing therapy.

Note the following:

e For patients with recurrent sepsis or hypercoagulable states, temporary
transvenous placement of cardiac pacing electrode leads is not recommended
until the benefits and risks have been rigorously assessed.

® Right ventricular endocardial pacing is not recommended in patients with
mechanical tricuspid valve prosthesis.

Possible Complications:

Complications associated with indwelling temporary pacing electrode leads
include but are not limited to:

e Arrhythmias

Arteriovenous fistula formation

Cardiac tamponade

Damage to blood vessel or valve structures

Diaphragm stimulation

Infective endocarditis

Myocardial perforation

Coronary sinus rupture and perforation

Septicemia

Pulmonary embolism

Deep vein thrombosis

Local hematoma formation at the puncture site
Hemorrhagic shock caused by accidental arterial injury
pneumothorax

Warnings

e Improper use of this lead may result in serious complications.

e This device should only be used by or under the supervision of a physician
trained in temporary pacing techniques.

e This product is a single-use device and is not to be reused. Repeated
disinfection and use of this product will cause structural damage and/or
unpredictable changes in its performance, which may lead to serious
consequences such as cross infection between patients.

e The safety of performing magnetic resonance imaging (MRI) examinations
after temporary pacing electrode lead placement has not been confirmed, so
this device is not recommended for inclusion in MRI examination systems.
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Equipment/Materials:

o ECG monitor

e Temporary Pacemaker (External Pulse Generator)

e DSA digital subtraction angiography system (may need)

e Vascular Sheath Kit

Before placing a Temporary Cardiac Pacing Electrode Lead, you should prepare
equipment including but not limited to a defibrillator, respiratory assistance
device, and antiarrhythmic drugs for use in emergencies. The Temporary
Pacemaker used with this lead and the Patient Cable of the Temporary
pacemaker shall be able to connect firmly to and conduct electricity with a
copper post having a diameter of 2mm.

Instructions for Use:

The treatment methods or operating procedures mentioned in this instruction
manual do not represent all known treatment methods and operating procedures,
and cannot replace the operator's experience and judgment in the diagnosis and
treatment of specific patients.

Preparation and Inspection

1. The device is packaged sterilely. Please carefully inspect the packaging to
ensure it has not been opened or damaged.
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2. Visually inspect the lead for kinks, damage, etc.

3. Open the package, take out the product, and immerse the lead body in sterile
normal saline or water. Pull the plunger of the provided syringe to the limit position,
connect the syringe to the inflation port, then push the plunger all the way to the
end to inject the rated air into the product cavity. Check whether the balloon is
inflated and whether the distal end of the lead (including the balloon) is leaking.
Observe whether there is any leakage at the distal end of the lead. If the balloon is
not inflated or leakage occurs, do not use the lead.

Note: Do not use a syringe other than the one provided in the product package to inject air, as
this may lead to the injection of air exceeding the rated volume, resulting in overexpansion or
rupture of the balloon. Before inserting the balloon into the patient's blood vessel, it is
necessary to follow the above requirement: "3”. Pull the syringe plunger to the limit position
and ensure that the plunger is pushed all the way to the end during inflation. Do not use the
lead if the balloon fails to inflate or if there is a leak at the distal end of the lead (including the
balloon).

Lead Placement

1. Before the operation begins, an ECG monitoring system should be connected to
the patient to monitor the patient's cardiac electrophysiological activity.

2. After selecting the access route for temporary pacing electrode lead placement,
local disinfection and draping are performed, and after infiltration of local
anesthesia, percutaneous puncture of the target vessel is performed, and a
guide wire and a vascular sheath with a dilating tube are inserted. The
recommended puncture sites are the clavicular vein, jugular vein, axillary vein,
or femoral vein. A 6F introducer sheath is recommended for 5F lead wires. The
manufacturer's instructions, instructions, and precautions for the use of the
introducer sheath should be followed.

3. Remove the dilator and guide wire, insert the qualified guide wire through the
sheath and push it forward. The depth of electrode insertion can be estimated
by the scale lines on the surface of the wire (Figure 1).
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Figure 1 Depth Mark Code - marking interval 10cm

4. Continue to push the lead body along the vein until the ECG monitor shows
premature beats or tachycardia caused by mechanical stimulation. this indicate
that the distal end of the lead has entered the cardiac cavity. When monitoring
the electrocardiogram at the distal end of the lead, follow the procedure in step
3 of "Preparation and Inspection” to inject a nominal amount of air into the lead
to inflate the balloon. Push the lead forward into the right ventricle, and deflate
the balloon after entering the ventricle. The surgeon will determine the precise
location of the lead tip based on experience.

Note: Avoid inserting too long a lead body, as this may cause the lead to kink.

5. Turn on the Temporary Pacemaker and set parameters as needed. Connect the
Temporary Cardiac Pacing Electrode Lead to the Temporary Pacemaker and
test various parameters.

Note: Pay attention to the positive and negative markings on the lead and
temporary pacemaker cables to make correct connections.

If a Temporary Pacemaker with an intracardiac electrocardiogram (ECG) display
function is used, the contact site between the head electrode and the
endocardium can be determined by the changes in the ECG waveform shown on
the temporary pacemaker display (Figure 2).
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6. If necessary, a chest X-ray can be used to confirm the position of the Temporary
Cardiac Pacing Electrode Lead.

7. The ventricular pacing threshold is recommended to be below 2V, preferably
below 1V. When the pacing threshold is too high, it can be improved by adjusting
the position of the temporary cardiac pacing electrode lead.

8. The ventricular sensing threshold is recommended to be above 5mV and not
lower than 3mV. When the sensing threshold is too low, it can be improved by
adjusting the position of the Temporary Cardiac Pacing Electrode Lead.

9. After confirming that the parameters are satisfactory, the lead that is not
inserted into the body is fixed to the body surface to prevent the movement of
the lead outside the body from causing displacement of the head electrode.

10.  The placement of Temporary Cardiac Pacing Electrode Lead can also be
completed under X-ray guidance using the DSA digital subtraction angiography
system.

Caution: The lead may enter the coronary sinus by mistake; the lead may damage

the chordae tendineae of the tricuspid valve; avoid insertion of a redundant

length of lead as this can result in looping or knotting

Lead Removal

1. Before removing the lead, the Temporary Pacemaker should be turned off to
prevent accidental passage of current through the heart during the removal
process. It is recommended to keep the adapter connected to the Temporary
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Pacemaker.

2. After removing the lead, it is recommended to immediately check the structural
integrity of the lead to ensure that the lead has been completely removed from
the body.

NOTE: Ensure the balloon remains deflated before withdrawing the lead.

Packaging:

® The packaging box can protect the product from physical damage and exposure
to air.

e If the inner packaging has not been opened or damaged, the contents of the
packaging are sterile. If the inner packaging is damaged, do not use it.

Transportation, Storage and Working Conditions:
[ ]

Transportation conditions: Temperature -35°C ~50°C, Humidity = 90%RH,
Atmospheric Pressure 54kPa~106kPa.

e Storage conditions: Temperature 10 °C ~30 °C, Humidity < 80%RH, Atmospheric
Pressure 54 kPa ~ 106 kPa.

e Working conditions: Temperature 5 °C ~40 °C, Humidity < 95%RH, Atmospheric
Pressure 54kPa~106kPa.

® The products should be handled with care and stacked securely during
transportation and loading and unloading, and should be stacked and protected
in strict accordance with the graphic signs on the product packaging.

e Altitude: not more than 5000m.

Main Safety Features of the Device:

e Classification by electric shock protection type: Not applicable.

e Classification by degree of protection against electric shock: CF type.

e Classification by degree of protection against liquid ingress: Not applicable.

e Sterilization method: ethylene oxide sterilization.

e Classification by safety when used with flammable anesthetic gases mixed with
air ()Iy ngh flammable anesthetic gases mixed with oxygen or nitrous oxide: Not
applicable.

e Classification bg operating mode: Not applicable.

According to GB 9706.1-2020, the applied part of the Temporary Cardiac Pacing

Electrode Lead is the lead body.

Electromagnetic Compatibility Description:

e Temporary Cardiac Pacing Electrode Leads have no essential performance.

e Temporary Cardiac Pacing Electrode Leads comply with the requirements of YY
9706.102-2021 and belong to Group 1 Class A according to GB 4824-2019.

e Portable and mobile RF communications equipment may interfere with the
proper use of temporary cardiac pacing electrode leads.

® Users of this product should use the device in the electromagnetic environment
specified in this chapter; otherwise, the device may malfunction.

e Temporary Cardiac Pacing Electrode Leads can be used with a variety of
Temporary Pacemakers on the market, as long as the relevant installation
dimensions match (see Equipment/Materials).

Warnings:

® In addition to the product components provided by the manufacturer of this
product, the use of accessories or cables other than those specified may result
in an increase in emissions or a decrease in the anti-interference ability of the
temporary pacing system consisting of Temporary Cardiac Pacing Electrode
Lead and Temporary Pacemakers.

e Temporary Cardiac Pacing Electrode Leads should not be used close to or
over| aJ)ped with other devices. If they must be used close to or overlapped, they
should be observed and verified to operate normally in the configuration in
which they are used.
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Table 1

Guidance and manufacturer's declaration - electromagnetic emissions

Temporary Cardiac Pacing Electrode Leads are suitable for use in the electromagnetic
environment specified below. Purchasers or users should ensure that this product is
used in such an electromagnetic environment.

Launch test CO'T(‘\E”a” Electromagnetic Environment - Guide
The temporary cardiac pacing electrode lead uses
RF emission 1 grou RF energy only for its internal function. Therefore,
GB 4824 group its RF emissions are low and are unlikely to cause
interference to nearby electronic equipment.
RF emission Category
GB 4824 A
Temporary cardiac Facing electrode leads are
Harmonic not suitable for use in all establishments other than
emissions applicabl domestic and those not directly connected to the
GB 17625.1 e public low-voltage power supply network that
Voltage supplies buildings used for domestic purposes.
fluctuations a nl(i)c:abl
/Flash launch ppe
GB 17625.2

Table 2

Guidance and manufacturer's declaration - Electromagnetic immunity

Temporary Cardiac Pacing Electrode Leads are suitable for use in the electromagnetic
environment specified below. Purchasers or users should ensure that this product is used
in such an electromagnetic environment.

Immunity test

IEC 60601 test levels

Electromagnetic

Comply with level Environment -

Guide
The floor should
preferably  be
y woodl, co?crege
" +6kV contact or tile. If the
Eléaig::rﬁ::agc +6kV contact discharge discharge floor is covered
GB/T 176%6 2 +8kV air discharge +8kV air with  synthetic
: discharge material, the

relative humidity
should be at
least 30%.

Electrical Fast
Transients
Pulse Group

GB/T 17626.4

+2kV for power lines
+1kV for input/output
lines

not applicable not applicable

surge
GB/T 17626.5

+1kV line to line
+ 2 kV line to ground

not applicable not applicable

Voltage dips,
short
interruptions and
voltage variations
on the power
input line
GB/T 17626.11

<5%UT lasting 0.5
cycles
(>95% dip on Ur)
40% U rfor 5 cycles
60% dip on Ur)
70% U rfor 25 cycles
30% dip on Ur)
<5%Ur , last for 5s
>95% dip on Ur)

not applicable not applicable

The power
frequency
magnetic  field
should be at
Power freql;erlwc(i:y Ieﬁ/els "
magnetic fiel characteristic o
(50Hz/60Hz) 3A/m SA/m a  typical
GB/T 17626.8 Iocatlcl)n in a
typica
commercial or
hospital

environment.

Note: UT refers to the AC mains voltage before application of the test voltage.

Table 3

Guidance and manufacturer's declaration - Electromagnetic immunity

Temporary Cardiac Pacing Electrode Leads are intended to be used in the
electromagnetic environment specified below. The purchaser or user should ensure that
they are used in such an electromagnetic environment.

f IEC 60601 conform Electromagnetic Environment -
Immunity test Test level Léeel I Guide
Portable and mobile RF
communications equipment should
not be used closer to any part of a
temporary cardiac pacing electrode
lead, including the cable, than the
Peructpauns MU » Pocsapasazsope recommended separation distance.
e e e This distance should be calculated
using the formula appropriate to the
frequency of the transmitter.
Recommended separation
distance:
3V (RMS)
150kHz ~
80MHz 3V
( Except | (Valid d=1.2
engineering, value)
. science and
Radiofrequency medicine
conduction
GB/T 17626.6 10V (RMS)
150 kHz~80 10V
MHz valid | d=1.2
(Industrial \(/a?ule) -
and Medical
Band @)
Radiofrequency 10V/m -
radiation 80 MHz~2.5 | 10v/m | ¢ 1.280Mbz~800MHz
GB/T 17626.3 GHz i .




Where: P is the maximum rated
output power of the transmitter
provide by the transmitter
manufacturer, in watts (W);
d-recommended isolation distance
in meters (m) .

The field strength of fixed RF
transmitters is determined by an
electromagnetic site survey © ad
should be lower than the
compliance level in each frequency
range ¢-

Interference may occur in the
vicinity of equipment marked with

(s20)

the following symbol:

Note 1: At 80 MHz and 800 MHz , the formula for the higher frequency band is used.

Note 2: These guidelines may not apply in all situations as electromagnetic
propelugation is affected by absorption and reflection from structures, objects and
people.

aTheindustrial and medical frequency band between 150kHz and 80MHz refers to
6.765MHz ~ 6.795MH ,
13.553MHz ~ 13.567 MHz, 26.957MHz ~ 27.283MHz and 40.66MHz ~ 40.70MHz.
bThe compliance levels in the ISM band between 150kHz and 80MHz and in the
frequency range from 80MHz to 2.5GHz are intended to reduce the possibility of
interference caused by mobile / portable communications devices being
accidentally brought into patient areas. For this purpose, an additional factor of 10/3
is used to calculate the recommended separation distance for transmitters in these
freguency ranges.
°Fixed transmitters, such as base stations for radio (cellular/cordless) telephones and
land mobile radios, amateur radio
Field strengths from fixed RF transmitters, such as FM radio broadcasts and
television broadcasts, cannot be Predicted theoretically with accuracy. An
electromagnetic site survey should be considered to assess the electromagnetic
environment due to fixed RF transmitters. If the measured field strength in the
location where temporary cardiac pacing electrode leads are located exceeds the
applicable RF compliance level above, the leads should be observed to verify normal
operation. If abnormal performance is observed, additional measures may be
necessary, such as reorienting or relocating the leads.
df?ver the entire frequency range of 150kHz~80MHz, the field strength should be less
than 3V/m.

Table 4

Recommended separation distances between portable and mobile RF communications
equipment and temporary cardiac pacing electrode leads

Temporary Cardiac Pacing Electrode Leads are intended for use in an electromagnetic
environment in which RF radiated interference is controlled. The purchaser or user can
prevent electromagnetic interference by maintaining a minimum distance between
portable and mobile RF communications equipment (transmitters) and temporary
cardiac pacing electrode leads as recommended below, according to the maximum
rated output power of the communications equipment.

Maximum  rated Isolation distance for transmitters of different frequencies /m
?r‘;tnpsur}m?;"‘f% of To0KHZ~B0MHz 80MHz~800MHz |~ 800MHz~2 5GHz
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters with maximum rated output power not listed above, the recommended
separation distance d, in meters (m), can be determined using the formula in the
corresponding transmitter frequency column, where P is the maximum rated output
power of the transmitter, in watts W¥, provided by the transmitter manufacturer.

Note 1: At 80 MHz and 800 MHz, the formula for the higher frequency band is used.

Note 2: The ISM frequency bands between 150 kHz and 80 MHz refer to 6.765 MHz to
6.795 MHz, 13.553 MHz to 13.567 MHz, 26.957 MHz to 27.283 MHz, and 40.66
MHz to 40.70 MHz.

Note 3: An additional factor of 10/3 is used to calculate the recommended separation
distance for transmitters in the ISM frequency bands of 150 kHz to 80 MHz and in
the frequencg range of 80 MHz to 2.5 GHz to reduce the possibility of
portable/mobile communications equipment causing interference if it is
accidentally brought into patient areas.

Note 4: These guidelines may not be applicable in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures, objects and

people.

Notes:

e Do not administer this product to patients after its shelf life has expired.

e This product is sterile and pyrogen-free until opened. Do not use if the
packaging is damaged before use.

e This product has been sterilized before leaving the factory. Do not sterilize it
again.

o Dompimmadifyihissoduct.

o Phyadedainy nfogreaetar to medical literature and their training and accumulated
practical experience for specific details on the use of temporary cardiac pacing
electrode leads and the techniques used in electrophysiological studies.

e Excessive kinking or bending of temporary cardiac pacing electrode leads may
cause damage to the lead's internal conductor.

e [tis recommended that mains-isolated or battery-operated equipment be used
with the cord.

e This lead should only be used with equipment that complies with
national/international safety standards.

o Never wipe this product with organic solvents (alcohol, ether, ester, phenol, etc.)
or alcohol-containing disinfectants.

e This product is a disposable medical device. Its disposal after use should

comply with the management regulations of the hospital and laws and
regulations on medical waste.
This product contains natural rubber latex which may cause an allergic reaction.

Product Information:

Product Name: Temporary Cardiac Pacing Electrode Lead

Registration Certificate/Product Technical Requirements Number: [E i i3 #
20243120870

Medical Device Production License Number: £ 24 b AE 7= ¥ 20214401 5
Name of Registrant/Manufacturer/After-sales Service Provider: Shenzhen
Lifetech Cardio Medical Electronics Co., Ltd.
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Address of Registrant/Manufacturer/After-sales Service Unit: 1401, Building D1,
Nanshan i Park, No.1001, Xueyuan Avenue, Taoyuan Street, Nanshan District,
Shenzhen, Guangdong, China

Contact Information of Registrant/Manufacturer: 0755-23251894

After-sales Service Contact: 400 803 5503

Production Address: 701, Building C4 , No.459 , Qiaokai Road , Fenghuang

Community ,Fenghuang Street ,Guangming District, Shenzhen, Guangdong, China
Shelf Life: 3 years
Production Date: see product label
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Explanation of symbols:

-
.—// - Keep away from
\ sunlight
.
L "-‘a
T Keep dry

Do not use if package

is damaged

Sterilized using
STER“‘E ethylene oxide

[a]
o]
=
5
m
=
5
v

Contains one product

Do not re-use

Do not resterilize

Consult instructions
for use

C F type applied part

B € = B

Catalogue number

-
o
—

Batch code

Use-by date

MR dangers

Non-pyrogenic

caution

Date of
manufacture

L X@K

Humidity limit (0-80%RH)

Temperature limit (10°C-30°C)

5

o]
@
=
5]

Contains or presence
of natural rubber latex
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poaykr Cocras :

BpeMmeHHBII  2ieKTpomoM-npoBox s Kapauoctumymsinmu - Lifetech  Cadio
AgileFlow®cocToUT U3 2IEKTPOIOM-TIPOBOJIa ¢ GaIOHOM, aJ[anTepa U ITIPHIIA.

TexHnuyeckue XAPaKTCPUCTUKH MOAEIN:

Pa6 ekt Jnamer ITnomans
Mopens/Texuma DexTpon avod poxn TIOBEPXHOCTH
as Mzorny
ecKue Juamerp/m JTlmna Paccr it GaiioHa T "
XapaKTEPUCTHKH M . ostHne nocie OJIOBK OJTbIL
MEK]T HayBaH a o
167 Kpusas
TPL-02-1105R (5 ) 1100 10 TPaBOToO 10 10,36 10,36
cepama

IIpennoJsiaraemoe npuMeHeHHE:

IIpennasHaueHo I BPEMEHHOH SHIOKAPAHANBHOM CTUMYISALMH U PETHCTPALUK
9EKTPUYECKHX CHTHAJIOB CEPJILA C MOMOIIBI0 BPEMEHHOTO KapIHOCTHMYIIATOPA.
Cpok ciryx05b! He npeBbiniaet 30 gHel.

Iloxa3zanus:
BpemenHnast sHIOKapAManabHas CTUMYJISILUS U PErUCTpaLusl JIEKTPUUYECKUX CUTHAJIOB
cepaua.

IIpornBonokasanus:

AOCOJIOTHBIX NMPOTUBONOKA3aHUH K NPUMEHEHHIO NAHHOTO W3JENHs NPH BPEMEHHOH

KapANOCTHMYJISIIUH HET.

OO0parnuTe BHUMaHKE Ha ClIeayIoee:

® JlanueHTaM ¢ peluUMBUPYIOIIHM CEIICHCOM HIIM COCTOSIHUSIMU TUIIEPKOAryIsLUI He
PEKOMEH/IyeTCs! HPOBOJAMTH BPEMEHHYIO TPAHCBEHO3HYIO HMIIIAHTALMIO AJIEKTPOIOB
JUISL CTHMYJISALIMH CepALIA 10 TeX TI0p, MOKa He OyIyT TIATEIbHO OLICHEHBI BCE
HPEUMYIIECTBA U PUCKH.

©® DHJIOKapIuaibHas CTUMYILSIUS IPABOTO JKETyA049Ka HE PEKOMEHIYETCsI MAlleHTaM C
MEXaHHYIECKUM IPOTE30M TPUKYCIUIAIBHOTO KIIalaHa.

Bo3MokHDBIE O0CTTOKHEHHS

OcCI0XKHEHNUS, CBA3aHHBIC C MOCTOSHHBIM HAXOXICHUEM BPEMEHHBIX AJICKTPOAOB IS
KapIHOCTUMYJISILUH, BKJIFOYAIOT, IOMUMO IPOYEro:

Aput™Mun

O0pa3oBaHue apTePHOBEHO3HOM (HUCTYIIBI

CepzedHas TaMIIoHa a

TloBpex/ieHne KPOBEHOCHBIX COCY/IOB MITH KJIAIAHHBIX CTPYKTYP
Crumyssinust auadparmbl

NubexiuonHsIit SHI0KapANT

Tlepdopauus Muokapzaa

Pa3psiB 1 nepopars KOPOHAPHOTO CHHYyCa

Cenrunemus

Tpom6oaMOoIIHs JIerouHOi apTepun

Tpom603 riTyOOKHX BEH

O0pazoBaHue JIOKAIbHOH I'eMaTOMbl B MECTE ITPOKOJIa

I'emopparndeckuii IIOK, BBI3BAHHBIN CITy4aliHBIM IIOBPEXKICHUEM apTepUU
[THeBMOTOpaKC

IIpexynpe:xnenns

® HenpaBuibHOE MCIOJIb30BaHHE JAHHOTO JIEKTPOJA MOXET HPUBECTH K CEPbE3HBIM
OCJIOKHEHUSM.

® JlaHHOE YCTPOMCTBO JOJDKHO MCIOIBb30BATHCS TOJIBKO BPAuOM, HPOIIEAIINM 00ydeHHEe
0 METOJIaM BPEMEHHOM CTHMYIISILIMHE CEPJLa, JTMOO 110]] €T0 HAOIIOIEHUEM.

® JlaHHBIH TPOMYKT SABISETCA YCTPOMCTBOM OJHOPA30BOTO HCIIONBb30BaHHS M HE
HOJUISKUT TIOBTOPHOMY IIPHMEHEHHIO. IT0BTOpHast Ne3MH(EKIMS U MCHOJIb30BaHHE
JIAHHOTO ~ MPOJYKTa  HPHUBEAYT K  CTPYKTYDHOMY  IOBPEXJICHHIO  W/HIN
HEIpe/CKa3yeMbIM H3MEHEHHSIM B €10 XapaKTePUCTUKAX, YTO MOXKET MOBJIeYb 32 COO0H
CEPBE3HBIE MOCIIE/ICTBHS, TAKUE KAK NEPEKPECTHOE 3apPaKEHHE MKy TAllMEHTaMH.

° Bezonacnocm l'IpOBCI[CHI/ISI ucciaenoannii ¢ momompo MPT mocne ycraHOBKH

» Bl HOM CTUMYNAIMH  HE TOATBEACHA, TOJTOMY —He

p‘é%”éﬁ’ﬁ?é’f%@“ﬁﬁ%ﬂwosaﬂ JaHHOE yCTPOUCTBO B cucteMax MPT.

O0opynoBanue/MaTepuaJIbl:

® Mownwurop DKT'

©® BpeMeHHBII KapAHOCTUMYIATOP (BHELIHHI TeHEPaTOp UMITYJILCOB)

® Cucrema nudpoBoit cyorpaxionnoi anruorpadun (DSA) (MoxkeT morpeGoBaThes)

® HaGop cocyancThix obonouek

Ilepen ycTaHOBKOHM OJ€KTpOJa BPEMEHHOIO  KapIHOCTUMYINATOpa — HEOOXOIMMO
HOArOTOBUTH O0OpYHOBaHHE, BKIIOYAs, IIOMHUMO Mpouyero, aAeduOpuiuIsTop, anmapar
MCKYCCTBEHHOH BEHTWIALMM JIETKMX M aHTHAPUTMUYECKHE Mpenaparbl Ui
HCIONb30BAHUA B OKCTPEHHBIX  Cly4asX. BpeMeHHbIH  KapaHOCTHMYIATOD,
UCTIONBb3YEeMbIil C JaHHBIM 3IEKTPOAOM, M Kabenb I IHAlUEHTa BPEMEHHOTO
KapAHOCTUMYJIATOPA NOJDKHBI 00ECIICUHBATh HAJIE)KHOE COCAMHEHHE U IPOBOAUMOCTD
EKTPUYECTBA C MEAHBIM KOHTAKTOM IHAMETPOM 2 MM.

HMHcTpyknust no npuMeHeHHUIo:

MeTo/bl JIeYeHHs UK ONIEPALMOHHBIE TIPOLIELYPhI, YIIOMSIHYTHIE B JJAHHOM PYyKOBOJICTBE
10 SKCIUTyaTallld, HE OTPAKAIOT BCEX M3BECTHBIX METONOB JICYCHHS W ONCPAlMOHHBIX
mpouexyp M HE MOTYT 3aMEHHTHb ONBIT U CYKACHUS OHepaTopa NpH JUATHOCTUKE H
JIEYEHHN KOHKPETHBIX MallUEHTOB.




ToaroroBka u npoBepka

1. YeTpolicTBo ynakoBaHO B CTEpHIIbHOM ynakoBKe. BHUMAaTe/IbHO OCMOTPHUTE YIIaKOBKY,
9TOOBI yOSANUTHCS, YTO OHA HE BCKPHITA M HE MTOBPEXKICHA.

2. BusyanbHO NpoBephTe IEKTPOJ Ha HAJMYHE MEPEruOoB, MOBPEKICHUH U T. II.

3. OTkpoiiTe YIaKkoBKy, HW3BICKHTE H3IEIUE M IOTPY3UTE KOPIIYC HPOBOAHHMKA B
CTepHJIBHBINH (U3HONIOrnuecKuil pacTBOp Wik Boxy. OTTSHHTE HNOPIIEHb MPHIAraeMOro
IpuIa 10 ynopa, INOJACOCAMHHMTE INNPUI] K IOPTY HalyBaHUs, 3aT€M IIOJHOCTBIO
BIBHUHETE MOPIICHb, YTOOBI BBECTH HOMHHAJBHBII 00bEM BO3IyXa B IOJOCTH M3IENUS.
TIpoBepsre, Hamyics iU OaUIOH W HET M yTEYKH HA AWCTAJILHOM KOHIIE TPOBOAHMKA
(BKuTIOUas GassIoH).

TIpoBepbTe, HET JIN YTEUKH Ha JUCTAIBHOM KOHIE dniekTpona. Eciu 6amion He Hagyscs
WM HaOJTIo1aeTcesl yTedka, He UCIONb3yHTe MIEKTPOI.

IIpumeuyanne: He ncnon3yiite st BBeJIeHHsI BO3YXa IINPHIbI, OTIMYHBIE OT TeX, 4YTO BXOJAT B
KOMILIEKT IOCTaBKH, TaK KaK 3T0 MOKET INPHBECTH K BBeJICHHIO BO3lyXa B oﬁheme,
npeBbIIIAI0IIEM HOMHHaJ’leblﬁ, YTO B CBOIO OYepeab MOKET BbI3BATh Ype3MepHOe pasayBaHHe
WIH pa3pbIiB Oastona. "epe}l BBE/ICHHEM OajuioHa B KpOBeHOchlﬁ cocyx manueHTa HeOﬁXO}]“MO
BBINOJIHHTH TPeOOBaHHe, YKA3aHHOE BbIlle B MyHKTe «3». OnmycTuTe NOpIIeHb INPHLA 10 YIIOpa
" yﬁemﬂecl,, YTO BO BpeMs HAAYyBaHHHA OH NMPOJABUIaETCHA 10 KOHIIA. He HCHOJIB]yﬁTe MPOBOAHHUK,
ecan 0ajIoH He HaJAyBaeTCsd HJIH €CJIH MMeEeTCH yYTedYKa Ha JHCTAJbHOM KOHIEe NMPOBOAHHKA
(BKiII0OYAsi HAILIIOH).

YcranoBka 3j1eKTpoja

1. Ilepen HayanOM oNepalyy K NALUEHTY CIEAYET NOAKIIOUUTh CUCTEMY MOHHTOPUHIA
OKT 1151 KOHTPOIIS HIEKTPOGH3NOIOTHYECKON aKTHBHOCTH Cep/Ilia.

2. Ilocne BbIOOpA MyTH JOCTYNA [JIs YCTAHOBKM 3JIEKTPOAA BPEMEHHON CTUMYJIALUU
IIPOBOJMTCS MECTHAsI JIe3MH(MEKIMA U HAKPhIBaHHE, a MOcIe HHQUIBTPALIMH MECTHOTO
AHECTETHKA BBINONHACTCS UYPECKOXKHAs ITyHKIHsS LEJIEBOr0 COCy[a M BBOAATCS
IPOBOJIHUK M COCYJHMCTas 00O0JIOYKAa C PACIIMPUTENBbHOH TpyOkoil. PexomeHmyeMbie
MecTa IMyHKIUH — KIIIOYNYHAs, ApeMHasi, MOMBbIIIeuHast Wik OeapeHHas BeHsl. Jlst
25eKkTpooB SF  pekoMeHAyeTcst HCmonb30BaTh HHTpoAbiocep OF. Heobxommmo
coOuroiaTh MHCTPYKIIMU TIPOU3BOMUTENS, PEKOMEH/IAIIMK M MEPBI MPEIOCTOPOKHOCTH
IIPH HCTIONB30BaHNK MHTPOJBIOCEPA.

3. M3Bnekure auiaTaTop M HPOBOJIHHMK, BBEIMTE HOIXOMAIIMH IIPOBOIHMK 4Yepes
000/I04Ky ¥ HPOABHHBTE €ro Brepes. [yOUHY BBEJCHHUS 3IEKTPOJA MOXHO OLECHUTh
110 IIKaJIe Ha IIOBEPXHOCTH MPOBOJHMUKA (pHC. 1).

ANCTARHE

FONOBHO/K
onbLeBon

10 20 30 40 50 60 70 80

Pucynok 1. Kox oTMeTku riryOHHBI — HHTEpBalI Mex 1y oTMeTkamu 10 cm

4. TlpomomkaidTe MPOABUIaTh KOPIYC SJIEKTPOAa BIOJNb BEHBI 1O TeX IIOp, MOKa Ha
Mouutope OKI' He MOSABATCS  NPEXICBPEMEHHbBIC COKPAIICHHS WM TaxXHKapAus,
BBI3BAHHBIC MEXAHUUYECKOH CTHUMYyIsnueid. DTO yKas3blBaeT Ha TO, YTO TUCTAIbHBII
KOHeII 3JIEKTPO/Ia BOILEN B IIOJIOCTH cepana. [Ipi MOHUTOpHHTE SIIEKTPOKapANOTPaAMMBL
Ha JUCTAJIbHOM KOHIIE 3JIEKTPO/ia CIeAyHTe poLeIype, ONUCAHHON B ITyHKTE 3 pa3aena
«IloarotoBka M HpOBEpKa», 4TOObI BBECTH HOMHHAJIBHOE KOJMYECTBO BO3AyXa B
SMIEKTpo] Ui HamgyBaHHs OamnoHa. IIpoxBUHBTE SMEKTpoOx BIEpen B IPaBBI
JKEITYA04YEK U CIyCTHTE OAJIOH MOCIIe BXO/A B JKEIMYJ0UeK. XUPYPT OMPEISIUT TOYHOES
pacroyio)keHUe KOHYHKaA 3JIEKTPO/IA, OITMPAsCh HAa CBOW OIIBIT.

Ipumeyanue: u3deraiitTe BBeJeHHsl CAULIIKOM JIMHHOIO KOPIyca 3/1eKTPO/a, TAK
KaK 3TO MOJKeT MPUBECTH K ero neperuoy.

5. Brirounte BPEMEHHBI KapAHOCTUMYISITOP M HACTPOiiTe MapaMerpsl [0 Mepe
HEOOXO0IMMOCTH. IoxnkrounTe IEKTPOTHBIH HPOBOJTHHUK BPEMEHHOTO
KapIMOCTUMYIISITOPA K BPEMEHHOMY KapAHOCTHMYJIATOPY M HPOBEPBTE Pa3INUHBIC
HapamMeTpsl.

Ipumeyanue: 06paTuTe BHHMAaHNE HA 0003HAYEHHUS «OJIOKHTEILHBIID U
«OTPHLATEIbHBII» HA Ka0esiX 3JeKTPOoJa U BPeMEHHOI0 KapAHOCTUMYJIATOPA,
YTOOBI 00eCeYHTh NPaBUILHOE NOAKII0UYEHHUE.

Ecnn ncnons3yercst BpeMEHHBIH KapHOCTHMYIIATOP ¢ GyHKIMei oToOpaxkeHus
BHyTpucepe4Hoii anexrpokapanorpammsl (OKI'), MECTO KOHTAKTa MEK/LY TOJIOBHBIM
9JIEKTPOIOM M SH/IOKAPIOM MOKHO ONPEJIENHUTD 110 u3MeHeHusM (Gopmsl BosHbl OKT,
oToOpakaeMoii Ha TUcIuIee BpEMEHHOTO KapANOCTUMYJISITOpa (pHC. 2).

Wwa{L

Peructpauns MH  Pocsapasansope
wwwnevacert.ru | info@nevacert.ru

MpaBbIn Xe
BepxHsas BepxH CpegHwuii Monoctb nyAouek
BeHa AA MpaBbii npaBoro e SHAOoKapA

KaBa Mpasa ATpuym NyAouka

Pucynok 2. Cxemarnueckoe n3obpaxenne uameHeHnii popmsr o DKI

6. IIpn HEoOXOAMMOCTH MOXKHO TPOBECTH pPEHTreHOrpadHio TPYJHON KICTKH s
HOATBEPKIACHHS MOJIOKEHHUS EKTPOJa BPEMEHHON KapANOCTUMYJISALHUH.

7. PekomeHayercsi, 4TOOBI MOPOr JKEITyHOYKOBOW CTHUMYISIIMK Obll Huke 2 B,
HPEANOYTHTENBHO HIke | B. Ecii mopor CTHMYIISILIME CITHIIKOM BBICOK, €T0 MOXHO
YIYYIINTh ~ IIyTeM  KOPPEKTHPOBKM  IIONIOKEHHS ~ 3JIEKTPoja  BPEMEHHOIt
KapAHOCTUMYJISILIHH.

8. PexomeHyeTcst, 4T0OBI HOPOT ASTEKIIHH JKETyJ04KOB ObL BbIlIe 5 MB 1 He Hike 3 MB.
Ecnu nopor JEeTeKIHH CIHIIKOM HU3KHif, €r0 MOXHO YIy4YIIHTh IyTEM PEryIUpPOBKH
TIOJIOXKEHHUSI BpDEMEHHOTO JIEKTPOJIA JUISl KapIMOCTUMYIISIIHH.

9. IMocne MOATBEPKACHUS TOTO, YTO MApaMeTPbl YAOBICTBOPHTENIbHbI, IPOBOIHHUK, HE
BBEJICHHBII B OpraHusM, (GUKCHpYeTCss Ha MOBEPXHOCTH Tea, YTOObI NPENOTBPATUTH
CMEILEHNE TOJIOBHOTO 3/IEKTPO/A BCIECACTBUE IBUKEHHS IPOBOJHUKA BHE TEJIa.
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10.  VYcraHOBKa BPEMEHHOTO 3JEKTPOAA IS KapAUOCTUMYIALUM TAKKE MOKET OBITh
BBINOJIHEHA T10]] PEHTI€HOBCKUM KOHTPOJIEM C MCIOJIB30BAHHEM CHCTEMBI LH(POBOI
cybTpakunonHoii anrnorpadun (DSA).

BHuMaHHe: 3JIeKTPOJ MOKET 110 OMIMOKe NONACTh B KOPOHAPHBII CHHYC; 3JIEKTPO/

MO’KeT NMOBPEIUThL CyXO:KHJIbHbIE XOPAbl TPUKYCNHIAIBLHOIO KjanaHa; usberaiite

BBEICHUSl H3JIMIIHEH JUIMHBI 3JeKTPOAa, TAK KAaK 3TO MOXKET HPHBECTH K

00pa3oBaHMIO NeTellb I y3J10B

H3Biedenne anekTposa

1.Ilepen ymaneHHeM 3IEKTPOAA CICAYET OTKIOYUTh BPEMEHHBIH KapAHOCTHMYJISTOP,
4TOOBI MPEAOTBPATUTH CIIy4alHbIi POXOJ TOKA Yepe3 CEpALe BO BPEeMsl IPOLELypb
ynajeHus. PeKOMeHI[yeTCH OCTaBHUTh aJanTep MNOAKIIOYCHHBIM K BPEMCHHOMY
KapAHOCTUMYIIATOPY .

2.I1ocne ynaneHust 21eKTpojia PEeKOMEHIyeTCsl HEMEUIEHHO MPOBEPUTH €r0 CTPYKTYPHYIO
LECIOCTHOCTH, 4TOOBI y6CZ[I/ITI>C$I, YTO JICKTPOJ IMOJTHOCTBHIO YIaJICH U3 OpraHu3Ma.

IMPUMEYAHMUE: Ilepen uzBinedenneM 3j1eKTpoaa ydeauTech, YT0 02/ JIOH 0CTaETCs

CAYTBIM.

YnakoBka:

©® VhakoBo4yHass KOpOOKa 3alWINacT H3JeIHe OT MEXAaHWYSCKHX IOBPEXKACHHH W
BO3JCHCTBHS BO3/LyXa.

® Eciu BHYTpEHHsSI yIakoBKa He Oblla BCKpPBITA WIIM TOBPEXKICHA, COACPKHUMOE
YIAKOBKH SIBIISICTCSl CTEPWIBHBIM. ECIM BHYTPEHHSSI YIIaKOBKAa MOBPEXKICHA, HE
UCTIONB3YHTE U3ENHUE.

YcaoBusi TPAHCIIOPTHUPOBKHU, XPAHCHHUA H IKCILTyaTaluM:

® VCioBUs TPaHCIOPTHPOBKH: Temmeparypa ot -35 °C mo 50 °C, BnaxkHocts < 90 %
OTHOCHTEJIBHOM BIIQXKHOCTH, arMoc(epHoe nasienne ot 54 xlla no 106 xIla.

® VYcnosus xpaHenus: temmeparypa 10-30 °C, oTHocuTenbHas BIaxkHOCTHE < 80 %,
armoceproe aasienue 54-106 klla.

® VcnoBus dKcIutyaranuu: Temmeparypa 5—40 °C, oTHocuTenbHas BIaXHOCTh < 95 %,
armocteproe napienue 54-106 xIla.

o C npozpyKuueii ciexyeT o0palaThest OCTOPOKHO H HAJIEKHO YKIIaJbIBaTh €€ B ITa0eIs
BO BPEMs TPAHCIIOPTHPOBKH, TIOTPY3KHU M Pa3rpy3KH, a TAKXKE YKIaIbIBaTh U 3aILHILIATh
B CTPOIrOM COOTBETCTBUHM € IpaMYEeCKUMM 3HAKAMH Ha YTIAKOBKE IPOLYKTa.

® Bricora Hazx ypoBHeM Mopsi: He 6onee 5000 m.

OcHoOBHBIE XapAKTEPUCTHKH 0€30I1aCHOCTH yCTPOHCTBA:

® Kiaccupukanys IO THIY 3alUThl OT MHOPAXKEHUs ODIEKTPHYECKHM TOKOM: He
[PHUMEHHUMO.

Kiaccudukanus 1o cTeneHy 3aluThl OT HOPaKeHUS d1eKTprdeckuM TokoM: tum CF.
Knaccudukarys 1o CTeneH: 3aluThl OT MIPOHUKHOBCHHS KUAKOCTH: HE IIPUMEHUMO.
MeToz CTepUIM3aLIK: CTePHIN3ALNS ATHICHOKCHIOM.

Kiaccudukaryst o 6e301acHOCTH IIPH UCIIONB30BaHUH C TOPIOYMMH aHECTETHYECKUMHA
ra3aMi, CMEIIAQHHBIMH C BO3[yXOM, WJIH C TOPIOYHMH AQHECTETHYCCKHMH Ta3aMH,
CMEIIaHHBIMH C KHCJIOPOOM HJIM 3aKHCBIO a30Ta: HE IPHMEHHUMO.

o Kiaccudukaiys 1o pexxumy paboThl: He IPUMEHUMO.

B cootBerctBru ¢ GB 9706.1-2020 nprKkoCHOBEHHOH YaCThI0 BPEMEHHOT'0 3JIEKTPOJIa JUIs
Kap/IHOCTHMYJISILUH SIBIISIETCS] KOPITYC IEKTPOIa.

Onucanne 3J1eKTPOMATHUTHONH COBMECTUMOCTH:

©® BpeMeHHbIE 3JIEKTPOABI JUIS KapIHOCTUMYISIIMKA HE OOJIafaroT CyIIeCTBEHHBIMH
9KCIUTyaTallMOHHBIMH XapaKTePHCTHKAMH.

©® BpeMmeHHbIe MIEKTPOABI Ul KapAHOCTHMYIISIUH COOTBETCTBYIOT TpeGoBaHmsM YY
9706.102-2021 u otHOCsITCs K rpymie 1 kimacca A cormacHo GB 4824-2019.

® [lopraTiBHOE U MOOMIEHOE 000PYLOBaHHE PAJUOCBI3H MOXKET CO31aBaTh IOMEXH IIPH
[PaBUIBHOM HCIIOJIB30BAHIH BPEMEHHBIX 3JICKTPOIOB sl KAPAHOCTHMYJISLNH.

® [lonb30oBaren JAHHOTO — M3IENHMsl  JOJDKHBI  KCIONBb30BAaTh  YCTPOMCTBO B
UIEKTPOMArHUTHON CPelie, YKa3aHHOW B HACTOSIUEM pa3jielie; B IPOTHBHOM Cllydyae
YCTPOHCTBO MOXET paboTaTh HEKOPPEKTHO.

©® BpeMmeHHbIE OJIEKTPOABl I KapAHOCTHMYJSLMH MOTYT HCIIOJIB30BaThCsl ¢
Pa3NMYHBIMK MOJEISIMH BPEMEHHbBIX KapAMOCTUMYJIATOPOB, MPEACTABICHHBIX Ha
PBIHKE, IIPU YCJIOBMH COOTBETCTBHSI COOTBETCTBYIOLIMX MOHT@XKHBIX Pa3MepoB (CM.
paznen «O0opynoBaHHe/MaTepHaIbD»).

Hpe;lyr[pemzlel-mn:

® [IoMHMO KOMIIOHEHTOB, IIOCTABISICMbIX [POU3BOAMTENIEM JAHHOIO — M3JIEIIHs,
HCIOJIb30BaHKE aKCECCyapoB Wil Kabelieid, OTIIMYHBIX OT YKa3aHHbIX, MOXKET PUBECTH
K YBEJIMYCHUIO M3JTYICHHUSI WIIH CHHKCHHIO [IOMEXOYCTOHYHBOCTH CHCTEMBI BpEMEHHO
CTHMYJISILIMK, COCTOSIICH M3 BPEMEHHBIX 3JIEKTPOAOB JUIsl KapAUOCTHMYISUUAH U
BPEMEHHBIX KapAHOCTHMYJITOPOB.

©® BpeMmeHHbIE 3JIEKTPOAbI Ul KapJHOCTHMYJSILUH HE CIIEAyeT HCIOIb30BaTh B
HEMOCPEACTBEHHO OJIM30CTH OT APYrHX YCTPOMCTB MM B riepeceveHnn ¢ Humu. Ecin
UX HEOOXOAMMO HCIIOJIB30BaTh B HEMOCPEACTBEHHOW OIM30CTH MM B IIEPECECYCHNUH,
cienyer HaOIrOAaTh 32 HAMH M YOGIUTBhCS, YTO OHH PabOTalT HOPMAJbHO B TOM

DS mpoﬁ OHH HUCITOJIB3YIOTCH.
wwwnevacert.ru | info@nevacert.ru



Tabnuua 1

PeKOMeII}Z{aHI/IH ¥ 3aABJICHUE IIPOU3BOJAUTEIIA — JIICKTPOMATrHUTHBIC U3JTy9CHUS

BpeMeHHLIC QJIEKTPOABI I KapJAHOCTHMYJIALWK IIPEJAHA3HAYCHBI [UIA HCIIOJb30BaHUA B
3J'[eKTpOMaFHPITIIOI7I cpene, yKaSaHIIOﬁ HWKE. HOKyl'laTeJ'II/I WIN  TI0JIB30BATEIIN  JOJIKHBI
yGCHI/ITLCS{, uTo }Z[aI"H)If;I TIPOAYKT MCITIOJIB3YETCS UMEHHO B TaKOW 3JT€KTpOMa1'"VITHOﬁ cpene.

Beosambre CootsetcT
Sreauml e DIeKTPOMArHUTHas Cpesia — PYKOBOJICTBO
BpemenHplii  anmexTpon  JUIS  KapaHOCTUMYJIALMH
Pagnouacrornsie HCTIONB3YeT PaIMOYaCTOTHYIO 9HEPTHUI0
H3IYdCHHS 1 rpymma HCKITIOYUTENLHO [T 00€CTIEUEHHs CBOETO BHYTPEHHETO
GB 4824 (yHKIIHOHMPOBAHHMSL. IosTomy YPOBEHB €ro
PaZOYaCTOTHBIX H3/TyUeHHH HI3KHI U MalOBEPOSATHO,
Pagnouacrornsie
mnévqenm Ka‘re&opm
GB 4824
Bpemennbie  amekTpo;nl IS KapAHOCTHMYJISIIHK
HPHUTOHBI I MCIIONb30BAHUS BO BCEX YUPEKICHHSAX,
T agb;;;l;{:}fz;me HpﬂngﬂM 33 HCKJIOYEHNEM JKHIIBIX IIOMEIICHHH, a TAKKe B TeX,
GB 17625.1 o KOTOpbIE HE IOAKIIOUEHBI HAPAMYIO K 06LIECTBEHHOI
CETH HM3KOBOJILTHOTO 3JIEKTPOCHAOKEHHS, UTAKOIIEH
Konebanus 3/1aHHUs], UCTIONb3YEMbIE B OBITOBBIX LEIISAX.
HANpsKEHUS. e
/Benplmka TpUMCHIM
GB 17625.2 °

Tabmuma 2

PyKOBO}Z{CTBO W 3asBJICHUEC NIPOU3BOAMUTEIA — BHEKTPOMQFHHTHBJI HOMEXOyCTOﬁQHBOCTB

Bpemennsie

INMEKTPOAB  JUIS

KapIHuOCTUMYJIALIUA

TIPUTOAHBL st

HCIIOJIb30BaHUSA B

3HeKTp0MarHHTHOﬁ cpene, yKa3aHHOﬁ HHKE. ﬂoxyrla‘renn WM TI0JTH30BATENH IOJDKHBI 00€CTIeUnTh
HCITIOJIB30BAHUE JAHHOIO M3ACJIHA B TAKOMU BJICKTPOMAariuTHOU Cpele.

VcnbiTanue Ha YpOBHH UCTIBITAaHHI O CootBeTcTBHE 311%"21:)(;;4:1341‘1—1&51
MIOMEXOYCTONYHBOCTD cranzgapty |IEC 60601 YPOBHIO PyKoBOZCTEO
Tlon
MPEATIOYTHTEIBHO
JIOTKEH OBITH
16 KB JICPEBSIHHBIM,
. o GCTOHHBIM WITH
o +
DNeKTPOCTaATHYCCKUI KoHTakTHEIH paspan +6 KOHTAKTHBIN mTouHbM.  Ecin
a3psLL xB paspall noxn MOKPBIT
GB]QF Ip7626 2 +8 kB BosayumbIit =8 kB CI/IHTCTP[HSCKMMp
: paspsz BO3YIIHBIH
aspsn MaTepHajIoM,
P OTHOCHUTEIbHAS
BJIAXKHOCTH JJOJDKHA
COCTaBIIATh HE
menee 30 %.
e | 2B
: JNIEKTPOIUTAHHUS
TepeXO/IHbIE 1 KBp}IHﬂ HHMH HE MPUMCHHMO HE IPUMEHUMO
TpOLeCChl BBOJIa/BBIBO/IA
Cnynna uMnvoneor
HMITYJIbCHBIC +1 kB mexny pazamu
CpCHANPSDKCHHS + 2 kB mexny dazoii u HE MPHMEHHMO HE MPUMEHHMO
B/T 17626.5 3eMiel
<5%UT,
MPOJOIDKUTENBHOCTHIO
5 mukia
B
Hanerns (>95 % nanenus Ut )
HAMpsKCHILL, 40 % U 1 B Teuenne 5
KPaTKOBPEMEHHbIE L(Tmcn on
nepebou u o
KOTIGOAHIsT 60% magenne Ut ) HE IPUMEHUMO HE IPUMEHUMO

HalpsKEHUs Ha
JIMHUMM [IMTaHUS
GB/T 17626.11

70 % Ur B Tevenue 25
LUKIOB
30% nagenne Ur)
<5% U+,

HPOJOIDKHTENIBHOCTD 5 ¢
>95% nanenue Ut )

MarnuTHOE mose
TIPOMBIILIEHHOM
YaCTOTHI
(50 T'/60 I'ip
GB/T 17626.

3 Am

3 AM

MarnutHoe — moie
TIPOMBIIIIEHHOM
YacTOThl  JOJDKHO
COOTBETCTBOBATH
YPOBHSIM,
XapaKTepPHbIM ISt
TUIIMYHOTO MeCcTa B
THITHYHOM
KOMMEpUECKOH N
OOJILHUYHOM Cpejie.

np"Me'{aHHej UT o6o3nauaer Halps>KEHUE CETH NEPEMEHHOI0 TOKa A0 MoJa4vu UCHBITaTEIBHOTO

HANDAKCHUS.

Tabnuua 3

PyKOBO}ICTBO W 3asBJICHUE NIPOU3BOAUTEIA — aﬂeKTpOMaFHHTHaH ﬂOMeXOyCTOﬁ'—["BOCTB

BpemeHHble 3EKTPOAbI Ul KapJHOCTUMYJIALMM IPEJHA3HAYEHBI JUIS MCIIOJb30BAHHMS B

3JIEKTPOMAarHUTHOH  cpejie,

YKa3aHHOH HMKe.

00eCreyHTh X MCIIOIB30BAHHE B TAKOW IEKTPOMAarHUTHOM cpejie.

l'lm(ynaTenb WM 110JIb30BATEC/Ib  JOJIKHbBI

HcnbiTanne Ha IEC 60601 COOTBETC
TIOMEXOYCTOHIHBOC Yposenn TBYET SHeKTPOPMarH”THaﬂ cpena —

T MCIIBITAHMS Vposenb YKOBOICTBO
TopratuBHOE u MOOUIBHOE
000pyI0BaHUE PAJHOCBS3U HE CIEAYeT

Perncrpauisa MU s Pocaapaeranzope KCIOJIb30BaTh OJIMKE K 000N 4acTu
www.nevacert.ru | info@nevacert.ru BPEMEHHOTO 2MeKTpoa u1s
KapAHOCTUMYJISINH, BKIOYas Kabesb,
4eM PEKOMEH/yeMOe PacCTosHue. 10
PACCTOSIHUE CIIE/YeT PACCUUTHIBATH IO
opmyIe, COOTBETCTBYIOLIEH 4acTOTE
nepeaTInKa. Pexomenyemoe
PpaccTosHHUE:
3 B
(cpenHexkBagp 3B
aTUYHOE (Homycr
3HaYCHUE) HuMoe d=1.2
150 xI'y ~ 80 3HAYEHH
MI'n €)
PagnouacrorHas (3a
IPOBOIMMOCTh 10 B
GB/T 17626.6 (cpenHexBagp 0B
aTHYHOE
3HAUEHHE) (Homyer _
150  k['-80 HMOE d=12
M1t 3HAYCHH
(ITpomprmnen ©)
HBIH "
PaguouacrorHoe 10 B/m _
HU3ITyYEHHE 80 MI'u~2,5 10 B/m g — é‘% ggOMI\};l]l(Nggosl\li[Fu
GBIT 17626.3 ITu o e 10N




T'ne: P — makcuManbHas HOMUHAIIbHAs
BBIXO/IHAsi MOUIHOCTH II€peaaTyrKa,
yKa3aHHas MIPOU3BOJUTENIEM
nepeiaTynkKa, B Bartax (Br);

d — PEKOMEH/LYeMOg  pacCTosIHKe
M30IA1MHK B MeTpax (M) °
Hal'lpﬂ)l(elIIIOCTB oJis CTaHWOIIapIILIX

PaJMOYaCTOTHBIX TIepeaTINKOB
OTIpENIENAETCSA o pesynbTaTaMm
obcienoBanus 00BeKTa Ha

3JICKTPOMArHUTHBIC IIOMEXH (C)MILO.H)KHB.
OBITH HUKE YPOBHSI COOTBETCTBUS B
KaXIOM Juarna3sose yactor @

BOmu3u obopynoBaHus,
0003HaYEHHOT O CIICAYIOLIHM
CUMROTIOM, MOTYT BO3HHKATh MOMEXH:

()

ITpumeuanue 1: Ha gactorax 80 MI'mu 800 MI'y ncrions3yercst popMyiaa u1si 6ojee BEICOKOTO
YaCTOTHOTO JHaIa30Ha.
IIpumeyanue 2: JlaHHBIC PEKOMEHAALMN MOTYT HE IPUMEHSATHCS BO BCEX CHUTYaLHsX,
TIOCKOJIBKY Ha pacnpOCTpaHeHne 3I[eKTpOMaFHI/ITHLIX BOJIH BJIUAIOT IOTJIONICHUE U
OTNAWeHTe AT XOUATAVETIIE TNATMATOR U mInTei

TIpomblIIeHHBINH U MEAMLIMHCKUH Anana3oH yactoT oT 150 kI’ no 80 MI'n otHOCHTCS K
JauanasoHam 6,765 MI'n ~ 6,795 MI'n,
13,553 MI'n ~ 13,567 MI'n, 26957MFu 27,283 MI'n 1 40,66 MI'n ~ 40,70 MI'n.
Ypom-m COOTBETCTBHSA B quana3zone ISM ot 150 k' 1o 80 MI' 1 B IMana3oHe 4acToT OT
80 MI'n 1o 2,5 I'T'iy mpu3BaHbl CHU3UTH BEPOATHOCTH BOSHUKHOBEHHS TIOMEX, BBI3BAHHBIX
M06!/IJ'IBHHMI/I/1'IOPT3T"BHLIMH yCTpOﬁCTBaM" CBsA3H, CJ'Iy‘-IaﬁHO TIPOHECEHHBIMHU B 30HBI
npeObIBaHUs ManMeHToB. C TOH HeNbIo Ul pacyeTa peKOMEHIyEMOT0 PacCTOSHHS MEXKTY
IJTSF;HHT‘H/IKHMI/I B OTHX AHANa30HaX 9acTOT UCIOJb3YyETCA }:[OHOJ'[HI/ITCJ'ILHHﬁ KOBCqu)l/IL[PICHT
¢ cTaL{l/IOHapHLIe TNepPEeaaTINKH, TAKUEC KaK 63305516 CTaHLMK U paguo
(COTOBBIX/OECIPOBOAHBIX) TEAC(HOHOB U HA3EMHBIX MOOMIIBHBIX PaJHOCTAHIHI,
JII0OUTENIBCKOE Ao
HanpsikeHHOCTb 10J1s1, CO3aBaeMOro cTanioHapHsiMu PU-nepenarunkamu, Takumu kak FM-
PanMOCTaHIMH H TEICBU3UOHHBIC CTAHIIMHU, HEBO3MOJKHO TOYHO IIPECKa3aTh TEOPETHIECKH.
Crnenyer paccMOTpeTh BO3MOKHOCTb IIPOBEJICHUS 00CIIEI0BAHUS JIEKTPOMArHUTHOH CPeIbl
Ha 00BEKTE JUIS OLIEHKHU 2JIeKTPOMArHUTHOI CpeJibl, CO3aBacMOii CTallMoHapHbIMI PY-
nepenaTiuKaMu. Ecmun H3MEpEHHAasA HANPSKEHHOCTD I10JI B MECTE PACIIOIOKEHUA
BPEMEHHBIX 3JIEKTPOJAOB KapAUOCTUMYIATOPA IIPEBBIIIACT l'lp"BeI[eHHHﬁ BBIIIIC lTpVIMCHHMBIﬁ
YPOBEHb COOTBETCTBHS TpeOoBaHUsM o PU-u3myuenuto, ciaexyer HabrogaTh 3a
3JIEKTPOIAMH C LIETbI0 POBEPKH HOPMAJIBHOM PaboThl. B ciydae 0GHApyKeHHs HApYLICHHUI B
pa60Te MOryT HOTpEﬁOBHTLCﬂ JOIOJIHUTEIBHBIC MEPBI, TAKHEC KaK N3MCHCHHUC OPHEHTALlMH
WK IIEPEMEILICHUE DJICKTPOAOB.
d ]/30 BCeM auana3oHe 4actot oT 150 kI’ o 80 MI'1y HaIpsHKEHHOCTD MOJISE TOJDKHA ObITh MEHEe
3 B/m.

Tabnuua 4

PexoMeH/TyeMble PACCTOSHHS MEK/y MOPTATHBHEIM U MOOUIBHBIM 000pY/J0BaHIEM
PaZMOCBA3M U BPEMEHHBIMH JJIEKTPOJAMH KapJUOCTUMYIIATOPA

BpeMeHHBIC QJIEKTPOJBI U KapAUOCTUMYJIALNHA NTPETHA3HAYCHBI JUTA UCIIOJIb30BaHUA B
3HeKTp0MarHHTHOﬁ cpene, B KOTOpOﬁ KOHTPOJIMPYIOTCA paAO4aCTOTHBIEC U3JTydaeMbI€ IIOMEXH.
nOKynaTeIlB WK TI0JIB30BATEJIb MOKET MMPEAOTBPATUTH JJIEKTPOMAarHMTHBIE ITIOMEXH, C06n}0}16ﬂ
MHHHMAaJIbHOC PACCTOSAHUE MEKAY IMMOPTATUBHBIM K MOOUIIBHBIM o60py}105a}meM paanoCBAa3un
(nepenaTlmKaMn) ¥ BPEMCHHBIMH JJICKTPOAAMH UIST KApAUOCTUMYJIALNH, KAK PEKOMECHIYETCS
HHWXE, B COOTBETCTBUH C MaKCHMaJIbHOW HOMHHAIBHOM Bl:lXOI[HOﬁ MOIIHOCTBHO OGOPyHOBaHHﬂ

PAHOCBSI3N.
MakcumainbHas
HOMHHAIBHASL Paccrosiaune H30JI0UH U IIEPEAATINKOB Pa3HbIX 4aCTOT ™M
BBIXO/IHAs ~ " "
MOWIHOCTE 150 KFJi 80 MI'g 80 MFul 8200 MI'i 800 Ml"él 32,5 ITu
nepearyrka (Br) ' ! !
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 23
10 3.8 3.8 73
100 12 12 23

Jlns TepelaTuMKOB ¢ MAaKCHMANbHOM HOMHHATBHOM BBIXOJHON MOIIHOCTBIO, HE YKa3aHHOMH

BbIIIE, PeKOMeHayemoe paccTosuue 0 B MeTpax (M) MOXHO ONpeeluTh 1O (opmyre,

[PUBEICHHONH B COOTBETCTBYIOLIEM CTONIOLE YACTOTHI HepeAaTduka, rae P — MakcuManabHas

HOMHHAIbHAsI BBIXOAHAs MOIIHOCTD IepeJaTdnKa B BaTTax (BT), ykasaHHas mpou3BoAuTeeM

nepeaaTyuKa.

Ilpumeuanue 1: Ha vacrorax 80 MI'u n 800 MI' ncrnions3syercs dopmyina s 60i1ee BBICOKOTo

YaCTOTHOI'O AHANa30Ha.

Ipumeuanne 2: Jlnanazonsl yactot ISM ot 150 kI'x 1o 80 MI' oTHOCSATCS K AMana3oHam
6,765-6,795 MI'n, 13,553-13,567 MI', 26,957-27,283 MI' n 40,66-40,70 MI'.

ITpumeuanwne 3: J1ns pacyera peKOMEHIyeMOT0 PACCTOSIHUS MEXK/Ty NepeJaTInKaMH B
nuanasonax yactor ISM ot 150 k' 1o 80 MI'u u B ananazone yactot oT 80 MI'n 1o 2,5
I'T'1; ucnonb3yeTes AOMOMHUTENbHEIH K03 GuimenT 10/3, 4TOObI CHU3UTH BEPOATHOCTH
BO3HHKHOBEHHS IIOMEX CO CTOPOHBI MOPTATHBHOI0/MOOHIBHOTO 060PYI0BAHUS CBA3U B
Cllydae ero CJIy4aifHoOro IOMafaHus B 30HbI IPEObIBAHUS NALHCHTOB.

Ipumeuanue 4: JlaHHbIC PEKOMEHAALMH MOTYT ObITh IPHMEHHMBI HE BO BCeX CHTyarusix. Ha
pacmpocTpaHeHNe HIEKTPOMArHUTHBIX BOJIH BIMSIOT MOTIOMICHHE H OTPAXKECHHE OT
KOHCTPYKIIMH, TPSIMETOB M JIFOJICH.

IIpumeyanus:

He npumensiite qaHHbIH MPOYKT Y MAIIMEHTOB 110 UCTEYEHNUH CPOKA TOJTHOCTH.
gggp}:xuflu AICEARIACTCS CTEPIIBHBIM M HE COJICPIKHT ITHPOICHOB 10 MOMCHTA

B {aietaceitio | ifo@idashisY FiTE IIPOJTYKT, €CITH YITAKOBKA MOBPEXKICHA.

JlaHHBIM IPOYKT ObLI CTEPHIIN30BaH Mepejl OTIPaBKoii ¢ 3aBona. He crepuim3yiite ero

HOBTOPHO.

He momuduiupyiite faHHbIH IPOIYKT.

Bpaun MoryT oOpaTtuThesi K MEJMIMHCKON JIMTEpaType, a TakKe K CBOMM 3HAHUAM,

HOJTy4eHHbIM B XO€ OOy4eHHs, M HAKOIUICHHOMY IIPAKTUYECKOMY OIIBITY JUIS

HOJTyueH s TT0APoOHOH nHpOpMAaIK 06 HCTIONB30BAHUH BPEMEHHBIX JICKTPOJIOB JUIS

KapJMOCTUMYJISIMA U METOJAX, IPHMEHSEMBIX IIPH  EKTPOPU3HOIOTHUECKUX

HCCIIEIOBAHUSIX.

UpesmepHOE CKPyUNBAHUE UITH U3THO BPEMEHHBIX IEKTPOJIOB JUIS KAPIHOCTUMYIISALIUN

MOXKET TPUBECTH K NOBPEKICHUIO BHYTPEHHETO MPOBOHHKA MJIEKTPOJA.

PexoMeH 1yeTcsl HCIoNb30BaTh ¢ KabeaeM 000py/10BaHHE, H30JMPOBAHHOE OT CETH HIIH

paboraromiee oT 6arapen.

JlaHHBIA ~ DJIEKTPOX  ClEIyeT  WCHOJb30BaTh  TONBKO € 00OpyHOBaHHEM,

COOTBETCTBYIOILIMM HALlHOHAIbHBIM/MEX Iy HAPOIHBIM CTaHAapTaM 6E30I1aCHOCTH.

Hu B xoem ciyuae He IpOTHpaiiTe JaHHBIN NPOTYKT OPraHMIECKUMHU PACTBOPUTEIIMHI

(cuproM, dGHpPOM, IPUPHBIMH  COCAMHEHMSMH, (GEHOJIOM W T J.) WIH

Je3MHOHUIMPYOIMME CPEACTBAMH, COAEPHKALIUMH CITUPT.

JlaHHBIH TPOMYKT SBISETCA OJHOPA30BBHIM MEIMIMHCKMM H3JETUEM. Y THIN3AIMSL

1OCJIe WCIOJb30BaHHs JIOJDKHA OCYIIECTBISTBCS B COOTBETCTBUM C INPaBHIaMU

o0pareHus OOJNBHHUIIBI, @ TAKXKE 3aKOHAMH ¥ HOPMAaMU 110 MEAULMHCKUM OTXOZAM.

JlaHHBIA TPOAYKT CONEPKUT HATypalbHBIH KaydyKOBBIH JIaTeKC, KOTOPBIH MOKET

BBI3BATh AJUIEPTHYECKYIO PEAKIIUIO.



HNudopmanus o npoaykre:

HasBanue npomykra: BpeMeHHSII 271eKTpos Ui KapAUOCTUMYISLHN

HoMmep perucTparMoHHOTO CBHACTENBCTBA/TEXHUYECKUX TPEOOBAHMH K H3ACIHIO:
20243120870

Howmep nunen3un Ha Nponu3BoACTBO MEUIMHCKUX u3aenuii: 20214401

HaumenoBanue PperucTpaHTa/pOU3BOAUTEIS/TIOCTABIIHKA TIOCIIETPOIAXKHOTO
obcmyxusanus: [>apoxonp Jlaiidprexk Kapano Menukan Dnekrponuke Ko., JItx.

Agnipec perucTpaHTa/mpoOU3BOIUTEIS/IOAPA3ACICHHS TOCICPOAAKHOIO 00CTyKUBAHMUSL:
1401, 3marme D1, Nanshan i Park, Ne 1001, npocnekr Crosroans, yauma Taorans, pailon
Hanbmans, [Ib>apuxoHb, npoBuHuus ['yanays, Kurait

KonrakrHas napopmauus peructpanta/mpounssogutenst: 0755-23251894

Konrakthas nadopmanus ciryk0Osl nocnenpoaaxtoro oobemyxusanus: 400 803 5503
Anpec npousBozctsa: 701, 3nanue C4, Ne 459, ynuna Llsokait, Mmukpopaiion ®suxyaH,
yiuna ®suxyaH, paiion ['yanmun, [IsapwksHb, npoBunuys ['yanays, Kurait

Cpok rogaocti: 3 rona

Jlata IpOM3BOJICTBA: CM. ITHKETKY Ha IPOIYKTE

Peructpauns MH  Pocsapasansope
wwwnevacert.ru | info@nevacert.ru



ITosicHeHHe K CUMBOJIAM:

-
I~ Bepeus ot
\ COJIHEUHBIX JTyuei
’ "4‘4

T XpaHHUTh B CyXOM MecTe
He HCTIONB30BATH, €CITH yTAKOBKA
TNOBpeX/IeHa

CTepUIM30BaHO C HCTIONb30BAHUEM
STUIEHOKCHT

CONTENTS Co/lepKUT OJIMH TPOIYKT
1

He ucnonb3oBare TIOBTOPHO

@ He crepunusyiite moBTOpHO

O3HaKOMBTECH C MHCTPYKIMEH
0 IIPUMEHEHHIO

[puknaanas gerans Tuna C F

Howmep no katanory

Kox naprun

Cpok rogHOCTH
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[penensHOE 3HaUeHNE BaxkHOCTH (0—
80 % OTHOCHUTEIBHOH BIAKHOCTH)

[IpenenbHas Temneparypa (10-30 °C)
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CozepKUT WM IPUCYTCTBYET
HaTypajJbHOTO KayuyKOBOTO JaTeKca
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Lifetech Cardio
F B L R

AgilePath®
Temporary Cardiac Pacing Electrode Lead

Instructions For Use

Material Number: 0305006006 Document Number: LTC/TS/0011-01 C Revision Date : 2025-01-06 Version : 01.06
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Product Composition:
Lifetech Cadio AgilePath® Temporary Cardiac Pacing Electrode Lead consists of a Lead Body, a Connector Assembly and an Adapter.

Model Specifications

Lead Electrode surface
s 2
ModeI(Specmc diameter Usable Elet_:trode Curved area/mm :
ations Length/mm | Spacing/mm Head Ring
/mm
electrode electrode
TPL-01-1105J 1.67(5F) 1100 10 c J
urve
Right 17.09 16.01
TPL-01-1105R 1.67(5F) 1100 10 heart
curve

Intended Use:
It is for temporary endocardial pacing and/or cardiac electrical signal sensing with a Temporary Pacemaker.

Indications:
Suitable for temporary endocardial pacing and/or cardiac electrical signal sensing.

Contraindications:

There are no absolute contraindications for this product when used for temporary cardiac pacing therapy.

Note the following:

e Patients with recurrent sepsis or with a hypercoagulable state should not be considered candidates for transvenous catheters since the catheter could serve
as a focal point for septic or bland thrombus formation.

e Patients with tricuspid valve prosthesis should not be considered for ventricular pacing.

Possible Complications:

Complications associated with indwelling temporary pacing electrode leads include but are not limited to:
Arrhythmias
Arteriovenous fistula formation

Cardiac tamponade

[ ]
°
°
o Damage to blood vessel or valve structures

e Diaphragm stimulation

o Infective endocarditis

® Myocardial perforation

e Coronary sinus rupture and perforation

® septicemia

® Pulmonary embolism

e Deep vein thrombosis

e Local hematoma formation at the puncture site

o Hemorrhagic shock caused by accidental arterial injury
® pneumothorax

Warnings

e Improper use of this lead may result in serious complications.

e This device should only be used by or under the supervision of a physician trained in temporary pacing techniques.

e This product is a single-use device and is not to be reused. Repeated disinfection and use of this product will cause structural damage and/or unpredictable
changes in its performance, which may lead to serious consequences such as cross infection between patients.

e The safety of performing magnetic resonance imaging (MRI) examinations after temporary pacing electrode lead placement has not been confirmed, so this
device is not recommended for inclusion in MRI examination systems.

Misuse of this catheter and accessories may result in serious complications.

Use of this device should only extend to those physicians who are skilled in the techniques of transvenous intracardiac studies and temporary pacing.
Temporary Cardiac Pacing Electrode Lead are MRI unsafe.

For Single Use Only! Single-use devices are designed and tested for only one patient application. These are disposable devices and are not designed for
reprocessing and reuse. Reuse of designated "single-use" devices creates a risk of patient or user infections due to prior patient use and the difficulty in
cleaning the narrow structures at material interfaces followin9, direct blood contact. Contamination or reprocessing cleaning agent residues may lead to
adverse patient reactions and may damage the device. Use of non-Lifetech Cadio Medical packaging may compromise device functionality and sterility due
to compromised protection from shipping and handling damage. The absence of labeling after reprocessing, may lead to misuse of the device and impaired
traceability. Reprocessing and reuse may result in patient or user injury, permanent impairment or death.

Equipment/Materials:

o ECG monitor

® Temporary Pacemaker (External Pulse Generator)

e DSA digital subtraction angiography system (may need)

® Vascular Sheath Kit

Before placing a Temporary Cardiac Pacing Electrode Lead, you should prepare equipment including but not limited to a defibrillator, respiratory assistance
device, and antiarrhythmic drugs for use in emergencies. The Temporary Pacemaker used with this lead and the Patient Cable of the Temporary pacemaker
shall be able to connect firmly to and conduct electricity with a copper post having a diameter of 2mm.

Instructions for Use:
The treatment methods or operating procedures mentioned in this instruction manual do not represent all known treatment methods and operating procedures,

and cannot replace the operator's experience and judgment in the diagnosis and treatment of specific patients.
Preparation and Testing

Pernctpanua MU g Pocagpaerapzope
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1.
2.

The device is packaged sterilely. Please carefully inspect the packaging to ensure it has not been opened or damaged.
Visually inspect the lead for kinks, damage, etc.

Lead Placement

1.
2.
3.

5.

Before the operation begins, an ECG monitoring system should be connected to the patient to monitor the patient's cardiac electrophysiological activity.
Open the package and place the product in a sterile area.

After selecting the access route for temporary pacing electrode lead placement, local disinfection and draping are performed, and after infiltration of local
anesthesia, percutaneous puncture of the target vessel is performed, and a guide wire and a vascular sheath with a dilating tube are inserted. The
recommended puncture sites are the clavicular vein, jugular vein, axillary vein, or femoral vein. A 6F introducer sheath is recommended for 5F lead wires. The
manufacturer's instructions, instructions, and precautions for the use of the introducer sheath should be followed.

. Remove the dilator and guide wire, insert the qualified guide wire through the sheath and push it forward. The depth of electrode insertion can be estimated

by the scale lines on the surface of the wire (Figure 1).

DISTAL 10cm PROXIMAL

Head/Ring 10 20 30 40 50 60 70 80
Electrode
Figure 1 Depth Mark Code - marking interval 10cm

Continue to push the lead body along the vein until the ECG monitor shows premature beats or tachycardia caused by mechanical stimulation, indicating
that the distal end of the lead has entered the cardiac cavity. The surgeon determines the specific location of the lead tip based on experience.

Note: Avoid inserting too long a lead body, as this may cause the lead to kink.

6.

Turn on the Temporary Pacemaker and set parameters as needed. Connect the Temporary Cardiac Pacing Electrode Lead to the Temporary Pacemaker and
test various parameters.

Note: Pay attention to the positive and negative markings on the lead and Temporary Pacemaker cables to make correct connections.
If a Temporary Pacemaker with an intracardiac electrocardiogram (ECG) display function is used, the contact site between the head electrode and the
endocardium can be determined by the changes in the ECG waveform shown on the temporary pacemaker display (Figure 2).

7.
8.

9.

Wﬁ{wa‘{k

Superior High Median Right Right
vena Right Right Ventricular Ventricular
cava Atrium Atrium Cavity Endocardium

Figure 2 Schematic Diagram of ECG Waveform Changes

If necessary, a chest X-ray can be used to confirm the position of the Temporary Cardiac Pacing Electrode Lead.

The ventricular pacing threshold is recommended to be below 2V, preferably below 1V. When the pacing threshold is too high, it can be improved by
adjusting the position of the Temporary Cardiac Pacing Electrode Lead.

The ventricular sensing threshold is recommended to be above 5mV and not lower than 3mV. When the sensing threshold is too low, it can be improved by
adjusting the position of the Temporary Cardiac Pacing Electrode Lead.

10.  After confirming that the parameters are satisfactory, the lead that is not inserted into the body is fixed to the body surface to prevent the movement of

11.

the lead outside the body from causing displacement of the head electrode.
The placement of Temporary Cardiac Pacing Electrode Lead can also be completed under X-ray guidance using the DSA digital subtraction angiography
system.

Caution: The lead may enter the coronary sinus by mistake; the lead may damage the chordae tendineae of the tricuspid valve; avoid insertion of a redundant
length of lead as this can result in looping or knotting.

Lead Removal

1.
2.

Before removing the lead, the Temporary Pacemaker should be turned off to prevent accidental passage of current through the heart during the removal
process. It is recommended to keep the adapter connected to the Temporary Pacemaker.

After removing the lead, it is recommended to immediately check the structural integrity of the lead to ensure that the lead has been completely removed
from the body.

Packaging:

The packaging box can protect the product from physical damage and exposure to air.
If the inner packaging has not been opened or damaged, the contents of the packaging are sterile. If the inner packaging is damaged, do not use it.

Transportation, Storage and Working Conditions:

Transportation conditions: Temperature -35 °C ~50 °C, Humidity < 90%RH , Atmospheric Pressure 54kPa~106kPa .

Storage conditions : Temperature 10 °C ~30 °C, Humidity < 80%RH , Atmospheric Pressure 54 kPa ~ 106 kPa .

Working conditions: Temperature 5 °C ~40 °C, Humidity < 95%RH, Atmospheric Pressure 54kPa~106kPa .

The products should be handled with care and stacked securely during transportation and loading and unloading, and should be stacked and protected in

strict accordance with the graphic signs on the product packaging.
Altitude: not more than 5000m.

Main Safety Features of the Device:

Classification by electric shock protection type: Not applicable.

Classification by degree of protection against electric shock: CF type.

Classification by degree of protection against liquid ingress: Not applicable.

Sterilization method: ethylene oxide sterilization.

ﬁlassificlzati%T by safety when used with flammable anesthetic gases mixed with air or with flammable anesthetic gases mixed with oxygen or nitrous oxide:
ot applicable.

Classification by operating mode: Not applicable.

According to GB 9706.1-2020, the applied part of the Temporary Cardiac Pacing Electrode Lead is the lead body.
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Electromagnetic Compatibility Description:

Temporary Cardiac Pacing Electrode Leads have no essential performance.
Egmgporary Cardiac Pacing Electrode Leads comply with the requirements of YY 9706.102-2021 and belong to Group 1 Class A according to GB 4824-
1

Portable and mobile RF communications equipment may interfere with the proper use of temporary cardiac pacing electrode leads.

Users of this product should use the device in the electromagnetic environment specified in this chapter; otherwise, the device may malfunction.
Temporary Cardiac Pacing Electrode Leads can be used with a variety of temporary pacemakers on the market, as long as the relevant installation(see
Equipment/Materials).

Warnings:

o |n addition to the product components provided by the manufacturer of this Eroduct, the use of accessories or cables other than those specified may result
in an increase in emissions or a decrease in the anti-interference ability of the temporary pacing system consisting of temporary cardiac pacing electrode
wires and temporary pacemakers.

o Temporary Cardiac Pacing Electrode Leads should not be used close to or overlapped with other devices. If they must be used close to or overlapped, they
should be observed and verified to operate normally in the configuration in which they are used.

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



Table 1

Guidance and manufacturer's declaration - electromagnetic emissions

Temporary Cardiac Pacing Electrode Leads are suitable for use in the electromagnetic
environment specified below. Purchasers or users should ensure that this product is
used in such an electromagnetic environment.

Launch test Compliance Electromagnetic Environment - Guide

The temporary cardiac Pacing Electrode Lead
RF emission uses RF energy only for its internal function.
GB 4824 1 group Therefore, its RF emissions are low and are
unlikely to cause interference to nearby

electronic equipment.

RF emission

GB 4824 Category A
X Temporary cardiac pacing electrode leads are
Harmonic not suitable for use in all establishments other than
('?én1|5786|8281 applicable domestic and those not directly connected to
. the public low-voltage power supply network
that supplies buildings used for domestic
Voltage purposes.
fluctuations not
/Flash launch applicable
GB 17625.2

Table 2

Guidance and manufacturer's declaration - Electromagnetic immunity

Temporary Cardiac Pacing Electrode Leads are suitable for use in the electromagnetic
environment specified below. Purchasers or users should ensure that this product is used
in such an electromagnetic environment.

Electromagnetic

Immunity test IEC 60601 test levels Comply with level Envi(r;or]?ent -
uide

The floor should

preferably  be

wood, concrete

) +6kV contact or tile. If the

El(ﬁ‘;gﬁ::agc 16KV contact discharge discharge floor is covered

CB/T15696.2 +8KkV air discharge +8kV air vn\qat\}t]eriaslymh?ﬂg

discharge relative Humidity

should be at
least 30%.

EI%?;ﬂg?elrftht +2kV for power lines

Pulse Group +1kV for input/output not applicable not applicable

GB/T 17626.4 lines

surge +1kV line to line ) ‘
GB/T17626.5 + 2 kV line to ground not applicable not applicable

<5%UT lasting 0.5
Voltage dips, cycles
short >95% dip on U 1)

interruptions and 40% U rfor 5 cycles
voltage variations 60% dip on U 1) not applicable not applicable
on the power 70% U rfor 25 cycles
input line 30% dip on U'1)
GB/T 17626.11 <5%Ur , last for 5s
>95% dip on U 1)
The power
frequency

magnetic  field
should be at

Power freqL#erl]gy Ier:/els "
magnetic fie characteristic o
(50Hz/60Hz) 34/m 3a/m a  typical
GB/T 17626.8 Iocan?n in a

typical
commercial or
hospital

environment.
Note: UT refers to the AC mains voltage before application of the test voltage.

Table 3

Guidance and manufacturer's declaration - Electromagnetic immunity

Temporary Cardiac Pacing Electrode Leads are intended to be used in the electromagnetic environment
specified below. The purchaser or user should ensure that they are used in such an electromagnetic
environment.

N IEC 60601 conform Electromagnetic Environment -
Immunity test Test level LéSeI Guide

Portable  and  mobile  RF

communications equipment

should not be used closer to any
part of a temporary cardiac
Pacing Electrode Lead, including
the cable, than the recommended
separation distance. This
distance should be calculated
using the formula appropriate to
the frequency of the transmitter.

Recommended separation
distance:
Radiofrequency conduction 3V (RMS) 3V d=1.2VP
GB/T 17626.6 150kHz ~ 80MHz (valid
( Except engineering, value)
science and medicine
band @)
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10V d=1.2VP

(Valid
10V (RMS) value)
150 kHz~80 MHz
(Industrial and Medical
Band @
Radlofrequency radiation 10V/m 10V/m = \/— 80MHz~800MHz
GB/T 17626.3 80 MHz~2.5 GHz d =2.3 VP 800MHz~2.5GH z

Where: P is the maximum rated
output power of the transmitter
provided by the transmitter
manufacturer, in watts ( W);

d - recommended isolation
distance in meters (m)°.

The field strength of fixed RF
transmitters is determined by an
electromagnetic site survey © 2
should be lower than the
compliance Ievel in each
frequency range ¢

Interference may occur in the
vicinity of equipment marked with

(1)

the following symbol:

Note 1: At 80 MHz and 800 MHz, the formula for the higher frequency band is used.
Note 2: These guidelines may not apply in all situations as electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

2Theindustrial and medical frequency band between T50kHz and 80MHz refers to 6.765MHz ~
6.795MHz,13.553MHz ~ 13.567MHz, 26.957MHz ~ 27.283MHz and 40.66MHz ~ 40.70MHz.

b The compliance levels in the ISM band between 150kHz and 80MHz and in the frequency range from
80MHz to 2.5GHz are intended to reduce the possibility of interference caused by mobile / portable
communications devices beln? accidentally brought into patient areas. For this purpose, an additional
factor of 10/3 is used to calculate the recommended separation distance for transmitters in these

freguency ranges.

cFixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile
radios, amateur radio
Field strengths from fixed RF transmitters, such as FM radio broadcasts and television broadcasts,

cannot be predicted theoretically with accuracy. An electromagnetic site survey should be considered
to assess the electromagnetic environment due to fixed RF transmitters. If the measured field strength
in the location where temporary cardiac Pacing Electrode Leads are located exceeds the applicable RF
compliance level above, the leads should be observed to verify normal operation. If abnormal
Ferformance is observed, additional measures may be necessary, such as reorienting or relocating the

9Qver the entire frequency range of 150kHz~80MHz, the field strength should be less than 3V/m.

Table 4

Recommended separation distances between portable and mobile RF communications
equipment and temporary cardiac Pacing Electrode Leads
Temporary Cardiac Pacing Electrode Leads are intended for use in an electromagnetic
environment in which RF radiated interference is controlled. The purchaser or user can
prevent electromagnetic interference by maintaining a minimum distance between
portable and mobile RF communications equipment (transmitters) and temporary
cardiac pacing electrode leads as recommended below, according to the maximum
rated output power of the communications equipment.

Maximum rated Isolation distance for transmitters of different frequencies /m
output  power of TE0KHZ~B0MHz | B80MHz~B800MHz | B0OMHZz~Z.5GHz
transmitter (W) 1.2/p 1.2Vp 2.3VP
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters with maximum rated output power not listed above, the recommended
separation distance d, in meters (m), can be determined using the formula in the
corresponding transmitter frequency column, where P is the maximum rated output
power of the transmitter , in watts (W), prowded by the transmitter manufacture .

Note 1: At 80 MHz and 800 MHz, the formula for the hlgher frequency band is used.

Note 2: The ISM frequency bands between 150 kHz and 80 MHz refer to 6.765 MHz to
6.795 MHz, 13.553 MHz to 13.567 MHz, 26.957 MHz to 27.283 MHz, and 40.66
MHz to 40.70MHz.

Note 3: An additional factor of 10/3 is used to calculate the recommended separation
distance for transmitters in the ISM frequency bands of 150 kHz to 80 MHz and in
the frequencg range of 80 MHz to 2.5 GHz to reduce the possibility of
portable/mobile communications equipment causing interference if it is
accidentally brought into patient areas.

Note 4: These guidelines may not be applicable in all situations. Electromagnetic
prop?gatlon is affected by absorption and reflection from structures, objects and
people

Notes:

Do not administer this product to patients after its shelf life has expired.

This product is sterile and pyrogen-free until opened. Do not use if the packaging is damaged before use.

This product has been sterilized before leaving the factory. Do not sterilize it again.

Do not modify this product.

Physicians can refer to medical literature and their training and accumulated practical experience for specific details on the use of temporary cardiac pacing
electrode leads and the techniques used in electrophysiological studies.

Excessive kinking or bending of temporary cardiac pacing electrode leads may cause damage to the lead's internal conductor.

It is recommended that mains-isolated or battery-operated equipment be used with the cord.

This lead should only be used with equipment that complies with national/international safety standards.

Never wipe this product with organic solvents (alcohol, ether, ester, phenol , etc.) or alcohol-containing disinfectants.

This product is a disposable medical device. Its disposal after use should comply with the management regulations of the hospital and laws and regulations
on medical waste.

The maximum usage time of this wire shall not exceed 30 days.
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Product Information:

Product Name: Temporary Cardiac Pacing Electrode Lead

Name of Manufacturer/After-sales Service Provider: Shenzhen Lifetech Cardio Medical Electronics Co., Ltd.

Address of Manufacturer/After-sales Service Unit: 1401, Building D1, Nanshan i Park, No.1001, Xueyuan Avenue, Taoyuan Street, Nanshan District, Shenzhen,
Guangdong, China

Production Address: 701, Building C4 , No.459 , Qiaokai Road , Fenghuang Community , Fenghuang Street , Guangming District, Shenzhen, Guangdong, China
Contact information of manufacturer: 0755-23251894

After-sales Service Contact: 400 803 5503

Shelf Life: 3 years

Production Date: see product label
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Explanation of symbols:

D
.——7."--. Keep away from
\ sunlight
]
'] f“
Keep dry

)

Do not use if package
is damaged
Sterilized using
STER“‘E ethylene oxide

CONTTENTS Contains one product

Do not re-use

Do not resterilize

Consult instructions
for use

CF type applied part

BRSNS

Catalogue number

-
o
—

Batch code

Use-by date

MR dangers

Non-pyrogenic

Caution

Date of
manufacture

L X@K

Humidity limit (0-80%RH)

Temperature limit (10°C-30°C)

E

a
w
2
o

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



Lifetech Cardio
st B b BB

AgilePath®
BpeMeHHEII 31eKTPO A1 KapAUOCTUMYIISALNAN

NHCTpyKIIMA 0 IPUMEHEHUIO

Homep marepuana: 0305006006 Homep nokymenra: LTC/TS/0011-01 C Jata nepecmotpa: 06.01.2025 Bepcus: 01.06
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CocraB u3aejns:
BpeMeHHBIiT 51eKTpoIHbIil TpoBox A KapauocTumynsauuu Lifetech Cadio AgilePath®cocTonT us kopmyca npoBosa, CoeIMHUTEILHOTO y371a U afantepa.

TexHn4yecKue XapaKTEePUCTUKHU MOAEIN

Paccrosinne Ilnomane moBepxHOCTH
Mogens/Texuuy Juametp PaGouuii Paccrosinue Usorny eKTpoaa/MM 2
eckue JIEKTPO/Ia MEKIY i = =
xapaxTepucTHIH v Jnuna/mm seKTpOTAMH/ THIA ToN0BHOM Konbueson
i 3JEKTPOI 3JIEKTPO.
TPL-01-1105) | 1,67 (5F) 1100 10 Kp;]l;iaﬂ
Ipasoc 17,09 16,01
TPL-OI-1105R | 167 5F) 1100 10 epren
KpHBas

IIpexnasnauenue:
Hpe}:[HasHaquo JUISL BpCMCHHOﬁ 3HI[0KapI[P[aJ'ILHOﬁ CTHMyJ'IS[I_II/II/[ I/I/I/[J'II/I peFI/ICTpaHI/II/I 3J'IeKTpI/I‘{CCKI/IX CUT'HAJIOB cepnua C IIOMOLIBIO BpCMCHHOI‘O Kapl[PIOCTPIMyJ'IS[TOpa.

Iloka3zanus:
l'louxo;un JUISL BpeMeHHOﬁ BHZ[OKapI[HaHLHOﬁ CTI/IMyJ'[}ILII/IH I/I/HJ'II/I perMCTpaan 3J'[eK’I‘pI/I'-leCKHX CHUI'HAJIOB cepﬂua.

IIpornBonokasanus:

AGCONIOTHBIX IIPOTHBOIIOKA3aHUIT K MPHMEHEHHIO JAaHHOTO U3/ENHs IPU BPEMEHHON KapJHOCTUMYJISILIUU HET.

OG6paruTe BHIMaHUE Ha CICAYIOIIee:

® [larnueHTsl ¢ PeUIUBUPYIOIINM CETICHCOM MU THIEPKOAryIsIUOHHBIM COCTOSHHEM HE JTOIKHBI PACCMAaTPUBATHCS B KAUECTBE KAHIUIATOB ISl yCTAHOBKH TPAHCBEHO3HBIX
KaTeTepoB, MOCKOIBKY KaTeTeP MOXKET CIyXKUTh 04aroM o0pa30BaHHs CENTUYECKOTO WM HECEITHIECKOro TpoMOa.

® [larueHTsl ¢ MPOTE30M TPUKYCIHIAIBHOTO KIallaHa He JOJDKHBI PACCMaTPUBATHCS B KAYECTBE KAaHIUIATOB IJIS KEITYJOUKOBOH CTUMYIISIINY.

Bo3MosKHDBIE O0CTIOKHEHHUS

OcC0)XHEHNSI, CBSI3aHHBIE C TOCTOSIHHBIM HAXOXKICHHEM BOBHYTPH Tejla BPEMEHHBIX 3JICKTPOIOB KapIHOCTUMYIISTOPA, BKIIOYAIOT, IOMHUMO IIPOYETo:
Aput™Mun
O6pasoBaHie apTePHOBCHOZHON (QUCTYIIBI

CeppeuHasi TaMIIoHa1a

TToBpesx/eHHEe KPOBEHOCHBIX COCYHOB WU KIIAIIAHHBIX CTPYKTYP
Crumyssiust juadparMst

MH}eKIMOHHbIH HI0KAPAUT

Tlepdopauus muokapaa

PaspsiB 1 nepopalius KOPOHAPHOTO CHHYCA

CernrruneMust

Tpom60o>3MO0IHs JIErOuHOM apTepun

Tpom603 rTyOoKuX BeH

O6pa3oBaHue JOKAILHOIT reMaToMbl B MECTE MPOKOJIa
T'eMOpparu4ecKuii MoK, BbI3BAHHBIN CIIy4aiiHbIM IOBPEXKICHUEM apTepHH
TTneBmoTOpakc

Ipeaynpexaenus

® HemnpaBuibHOE HCIIOIB30BAHNE JAHHOTO AIEKTPOIa MOXKET IIPHUBECTH K CEPbE3HBIM OCIIOMKHEHHSM.

® JlaHHOE YCTPOHCTBO J0KHO HCIIOIB30BATHCS TOJIILKO BPAuOM, IPOLIEIIMM 00yUeHHE [0 METOJaM BPEMEHHOI CTHMYJIALMH Cep/Ila, MO0 MoJ| ero HadJIoAeHUEM.

® JlaHHBIA NPOIYKT ABISAETCS YCTPOHCTBOM OJIHOPA30BOIO MCIOJIB30BAHMS U HE MOJIEKUT IIOBTOPHOMY NpUMeHeHHUI0. IToBTOpHAst 1e3UH(EKIMS 1 HCII0Jb30BaHHE JaHHOTO
HPOIYKTa NPUBELYT K CTPYKTYPHOMY IOBPEXICHUIO H/HJIN HENPEICKA3yEMbIM H3MEHEHHSAM B €10 XapaKTEPHCTHKAX, YTO MOKET NOBJIEYb 3 COOOM Cepbe3HbIE II0CIIEACTBUS,
TaKHe KaK MEePeKPECTHOE 3apAKCHNUE MEX /Ly MAlUCHTaMU.

® Be30macHOCTh MPOBEACHMS MCCIICAOBAHUH C MOMOIIBIO MarHUTHO-pe3oHaHCHON Tomorpaduu (MPT) mocie ycTaHOBKHM 3I€KTPOAA [UIsi BPEMEHHOW CTHMYISLMH HE
MOATBEPXKICHA, TI0ITOMY HE PEKOMEH/yeTCsl HCIIONIb30BaTh JJaHHOE YCTPOicTBO B cuctemax MPT.

® HenpaBuiibHOE HCIIOIB30BAaHHE JAHHOTO KaTeTepa U IPUHAICKHOCTEH MOXKET PUBECTH K CEPbE3HBIM OCIOKHEHHSM.

® lcrionb30BaHUE JJAHHOTO YCTPOMCTBA JOJKHO OBITH PA3PEIICHO TOJIBKO BpauaM, 00J1a/[aloliiM HaBbIKaMH [IPOBEICHUS TPAHCBEHO3HBIX BHYTPUCEP/ICUHBIX HCCIICIOBAHHI
Y BPEMEHHON CTUMYIISILIMN.

® BpeMeHHbIE 9MeKTPOIbI TS KapAHOCTUMYILSILIUU He SIBISIOTCS Oe3omacHbMu st MPT.

® ToBKO ISl OJHOKPATHOTO MCIOJIb30BaHMs! YCTPOHCTBA OZXHOKPATHOTO MCIOJIB30BAHMS Pa3paboTaHbl M MPOTECTHPOBAHBI UCKIIOUMTENBHO IJIS MPUMEHEHHS Y OIHOTO
HalUeHTa. DTO OJHOPAa3OBbIE YCTPOMCTBA, HE NPEIHA3HAYCHHBIC JUIS NOBTOPHOW 0OpPabOTKM M MOBTOPHOTO HCHONb30BaHMS. IIOBTOPHOE MCIOJIB30BAaHHE YCTPOUCTB,
0003Ha4EHHBIX KaK «OHOPA30BBIEY, CO3AET PUCK MH(MUUUPOBAHUS TALMEHTA UIIX MOJIb30BaTEIIs H3-3a MPEABIIYIIEro HCIOIb30BaHHs y APYTOTro NALUeHTa, a TAKXKe U3-3a
CII0O)KHOCTH OYUCTKH Y3KHX CTPYKTYp Ha IpaHHLAX pasjena MaTepHajoB IOCIE MPSMOro KOHTaKTa C KPOBBIO. 3arps3HEHHE HMIIM OCTATKH YMCTALIMX CPEJCTB IOCIE
HOBTOPHON 00PaOOTKM MOTYT HPHUBECTH K HEKENATEIbHBIM PEaKIUsAM y MalMeHTa U MOBPEIUTh MEIUIMHCKOEe u3aenue. Mcnonab30BaHue yHakoBKH, HE TPOU3BEACHHON
rxomnanueit Lifetech Cadio Medical, MoxeT HapyIHuTh (yHKIHOHAIBHOCTh U CTEPUIBHOCTh MEANIIMHCKOTO M3ACIHS M3-3a HEJOCTATOUHOMN 3aIUThI OT MOBPEXKACHUIT IpH
TPAHCIIOPTUPOBKE U oOpaeHnn. OTCyTCTBHE MAapKUPOBKHU II0CNIE MOBTOPHONH 0OpabOTKH MOXKET HPUBECTH K HENPABUIBHOMY HCIIOJIB30BAHMIO M3JEIUS U 3aTPYIHUTH
orcnexxuBaHue. I10BTOpHas 00paboTKa U MOBTOPHOE MCIOIB30BAaHHE MOTYT MPHBECTH K TPaBMaM MALMEHTa MK MOJIB30BaTeNs, HeOOpaTHMOMY yuiepOy 3Z0pOBBIO MM
CMEpTH.

OGopynoBanue/MaTepHaJbl:

® Monurop OKI'

©® BpeMeHHBII KapAHOCTUMYIATOP (BHEIIHUI TeHEPATOP UMITYIILCOB)

® Cucrema nudposoii cyorpakimonnoit anruorpaduu (DSA) (Moxer nmorpeboBarhest)

® Habop cocymucTbIx 000104eK

Ilepen ycTaHOBKOW BPEMEHHOTO 3JIEKTPOJA KapAHOCTHMYISTOPAa HEOOXOJMMO IOATOTOBHTH OOOpYHOBaHHE, BKIIOYAs, MOMHMO IPOYEro, AeGpUOPHILIATOp, ammapar
HCKYCCTBEHHOI BEHTHJIALIMH JIETKUX M aHTHAPUTMUYECKUE IIPENaparhl 171 UCIOIb30BaHHS B SKCTPECHHBIX CITydasX. BpeMeHHbIH KapquoCTUMYIISATOP, HCIIOIb3YEMBIH C JaHHBIM
9JIEKTPOJIOM, M Kabesb NalMeHTa BPEMEHHOIO KapJMOCTUMYJIATOpPA JIOJKHBI 00€CIIeuHBaTh HAJIE)KHOE COEJMHEHHE M NPOBOIAMMOCTD JIEKTPHUECTBA C MEHBIM KOHTAKTOM
JIUAMETPOM 2 MM.

HNHceTpyKIMu M0 NpUMEeHEeHHUI0:
MCTOI[BI JICYCHHS UIIH OIICPAlITMOHHBIC TPOUEAYPEI, YIIOMAHYTHIC B JAHHOM PYKOBOJCTBE ITO DKCIUTyaTallii, HE OTPaXXar0T BCEX U3BCCTHBIX METOAOB JICHCHHUS U OTICPAITMOHHBIX
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NponEaYyp ¥ HE MOI'yT 3aMEHHUTH OIIBIT U CYXKJICHU olleparopa NMpu AUHarHOCTUKE U JICHCHUNU KOHKPETHBIX IMaIlHEHTOB.

IloaroroBka u npoBepka

1.YeTpoiicTBO yNakoBaHO B CTEPUIIbHON yIIaKOBKE. BHUMATEIbHO OCMOTPHTE YIIAKOBKY, 4TOOBI yOSIUTHCS, YTO OHA HE ObLIA BCKPBITA HIIH TTOBPEXKICHA.
2.BusyanbHO IIpOBEPBTE IEKTPOL HA HAJIMUKE TIEPErHO0B, MOBPEKIEHUH U T. 1.

YcTaHOBKA 21eKTpoaa

1.HCPCZ[ Ha4YaJIOM OIIC€panuy K NAallUCHTY CICAYCT IIOAKIIOYUTh CUCTEMY MOHUTOPHUHTA BKF JUISL KOHTPOJISL 3HCKTp0¢)P[3HOJIOFP[‘{CCKOﬁ AKTUBHOCTH CE€p/la IManueHTa.

2.0TKpOiiTe YIAaKOBKY M Pa3MECTHUTE U3ENHE B CTEPUIILHOM 30HE.

3.1'Iocne BBIﬁOpa IIyTH DOCTyIa JUIA YCTaHOBKH DJICKTPOAA BpeMeHHOﬁ CTUMYJISIIUH IIPOBOAUTCSA MECTHAsA Z[B3HH(1)GKHH$I ¥ HaKpbIBaHHEC, a IIOCIIC I/IH(bI/IJ'[BTpaHI/II/I MECTHOI'O
QHECTETHKA BBIMOJIHACTCS YPECKOKHAS MyHKIHS LEIEBOTO COCY/a U BBOAATCS IPOBOAHMK M COCyAMCTas 000JI04YKa C paCIIMPUTEIbHON TpyOKoii. Pekomenyembie MecTa
MyHKIMU — KJIIOYMYHAs, SPEMHas, MOAMBIIICYHas Wik OeapeHHas BeHbl. [t anexTponoB SF pekoMeHayeTcs HCmoib30BaTh nHTpoabiocep 6F. Heobxomumo cobmonarh
WHCTPYKIHUH IIPOU3BOIUTECIIA, YKa3aHUA U MEPBI IIPEAOCTOPOKHOCTH IIPU UCIIOIB30BAHUHA HHTPOABIOCEpA.

4.VI3BneKuTE AUIIATATOP M IPOBOIHKK, BBEIUTE MOAXOISIINIA IIPOBOJHUK Yepe3 000I0UKY U IPOJIBHHBTE €ro Bliepea. [1yOrHy BBEACHMS IEKTPOAa MOXKHO OIPEICTUTD T10
JICTICHUSAM IIKaJIbl HA TOBEPXHOCTH MPOBOJHHUKA (pHC. 1).

AVICTA g e 3MEKTPOS

qr__1 HEN  THHT B @0 Wi Em

fonoswoii/koneues f— 10 55 35 40 50 60 70 80
OWn aneKTpoa

Pucynox 1. Kog oTMeTkn rimyOuHBI — HHTEpBA MEKy OTMeTKaMu 10 cm

5.IIponomkaiiTe MpoABUIaTh KOPITyC IEKTPOA BAOIB BEHBI 10 TeX Mop, oka Ha MoHuTOope DKI' He MosABATCS NpeXAeBPEMEHHBIE Yaphl MM TaXUKaP/Ns, BEI3BAHHBIC
MEXaHHYECKOH CTUMYJIALMEH, 4TO yKa3bIBAaET Ha TO, YTO JIMCTAJIBHBIA KOHEI] 2JIEKTPOIa BOLIEN B IIOJNIOCTh CEp/la. XUPYPr ONPEIeNIseT KOHKPETHOE PacIoNOKEeHHe
KOHYHMKA 3JIEKTPOJIa HA OCHOBE CBOETO OIIBITA.

IIpumeyanue: n3beraiiTe BBeeHHs CIHILIKOM JJIHHHOIO KOPIIyCa 31EKTPOJa, TAK KAK 3T0 MOKeT IPHBECTH K ero neperuody.

6.BkitrounTe BpeMEHHBII KapAHOCTUMYIISTOP ¥ HACTPOITE MapaMeTphl B COOTBETCTBHH C MOTPEOHOCTAMH. [TOAKIIFOUHTE SIEKTPOJHBINA POBOIHHUK JUIs BPEMEHHOM
KapIHOCTUMYIISAIUK K BPEMEHHOMY KapJHOCTUMYIIATOPY U IPOBEPBTE Pa3INUHBIEC TTAPAMETPHI.

IIpumeyanue: 06paTuTe BAMMAHKE HA 0003HAYCHHUS «IIOJOKHMTEIbHBII» M «OTPHUATEILHBIH» HA Ka0e/IsiX 2JIEKTPO/Ia H BPEMEHHOI0 KapAHOCTUMYJISATOPA, YTO0bI

obecre4yuTh MPaBHJILHOE MOAKJIIOYeHHe.

Ecny mcnonb3yercst BpEMEHHBIH KapAHOCTHMYIATOP ¢ (QYHKUHMEH OTOOpakeHMs BHYTpUCEpAEUHOH snmekTpokapauorpammel (OKI'), MECTO KOHTaKTa MEKIY TIOJOBHBIM

JNIEKTPOIOM M SHIOKAPAOM MOYKHO OIPENISIUTh 10 H3MeHeHusIM (opmbl BotHbl DKI', 0ToOpakaeMoil Ha AMCIUIee BPEMEHHOTO KapJHOCTUMYJIATOpa (puc. 2).

WWJ{VT{L

BepxHss Bbicokuii CpeaHas MpaBas MpaBblit Xenyaouek
BeHa MpaBoe NUHUA KeNyaouk DHAOKAPA
nonas npeacepaune MNpaBoe oBas

Mpepcepave noJsioCTb

Pucynox 2. Cxemarndeckoe n3obpaxkeHne N3MeHEHHH (dopmbl BosH DKIT

7.I1pn HEOOXOMMMOCTH MOXXHO IIPOBECTH PEHTTEHOrpadHIo IPYIHON KICTKH AJIS OATBEPIKICHHS MOJOKEHHUS IEKTPOIa BPEMEHHOI KapAnOCTHMYJISLIIH.

8.Pexomen tyercsi, 4TOObI IIOPOT HKEITYJOUKOBOH CTUMYIISIIMK ObLT HiDKe 2 B, npeanoututensHo Huke 1 B. Ecii mopor cTUMyIISINK CIMIIKOM BBICOK, €r0 MOXHO YITYYIINTb
[yTeM KOPPEKTHPOBKH MOJIOKEHHUST BPEMEHHOTO IEKTPO/A ISl CTHMYJIALIMK CEPALa.

9.PekoMeH tyeTcs1, YTOObI IOPOT ACTEKIMH HKETyT04KOB ObLI BbIle 5 MB 1 He Hrke 3 MB. Eciti HOpor A€TEKIMU CIIUIIKOM HU3KHi, €0 MOXKHO YIYUIIHTh IyTeM
PETYIMPOBKH ITOJIOKEHHSI BPEMEHHOT'O 3JIEKTPOJIa ISl Kap U0 CTUMYJISALHN.

10.  Tlocne moaTBEpIKACHHS TOTO, YTO TAPAMETPhI YOBICTBOPUTEIbHbI, TPOBOIHUK, HE BBEACHHBIN B OPraHu3M, (GUKCHPYETCs Ha HOBEPXHOCTH Tela, YTO0bI
HPEIOTBPATHTh CMEIICHHE TOJIOBHOT'O 3JIEKTPO/Ia BCICACTBHE JBHKEHHUS TPOBOJJHUKA BHE TeJIa.

11.  VYcraHOBKa BPEMEHHOTO 3JIEKTPOJA UTS KApAUOCTUMYILSIIMN TAKXKE MOXKET ObITh BBIIIOIHEHA MO/l PEHTTCHOBCKMM KOHTPOJIEM C HCIOIb30BAaHHEM CHCTEMbI IU(POBOI
cyOTpakunoHHoi anruorpaduu (DSA).

Buumanue: JJICKTPOI MOJKET IO omudKe MONacThb B KOpOHaprIfl CHHYC; JJIEKTPOI MOKET MOBPEAUTH CYX0KUJIbHBIC XOPAbI TPUKYCITHAAJIBHOI'0 KJIallaHa; u3beraiite
BBeJIeHUS U3JIHIITHEH JTUHBI JJIEKTPOAa, TAK KaK 3TO MOKET NIPUBECTH K 06])33033“1/“0 nereJib UJIH y3J10B.

H3Biieuenue JJIEKTpoaAa

1.Ilepen ynaneHueM 31€KTPOa BPEMEHHBII KapIHOCTUMYIISTOP CIEAyeT BBIKIIOUUTD, YTOOBI IPEJOTBPATHTD CIIy4aifHblil IIPOXOJ TOKA 4epe3 Cep/lle BO BPeMsl IIPOLIEyPbl
ynajeHus. PexomeHiyercst 0CTaBUTh aJianTep HOAKIIOUSHHBIM K BPEMEHHOMY KapJHOCTUMYIISTOPY.

2.Iocie ynaneHus 3MeKTpoa PEKOMEHYETCsl HEMEUICHHO IPOBEPUTH €TI0 CTPYKTYPHYIO LIETOCTHOCTb, YTOOBI YOSIUTHCS, UTO 3IEKTPOI IIOIHOCTHIO YAAJIEH U3 OpPraHu3Ma.

YnakoBka:

©® VYrakoBOYHast Kopo61<a 3aUIIACT U3ACITHUC OT MEXaHUYCCKUX nospe)xz[em/lﬁ ¥ BO3JICHCTBUS BO3ayXa.
® Eciu BHYTPEHHSISI YIIAKOBKA HE BCKPBITA U HE MTOBPEKACHA, COACPKUMOE YIIAKOBKHU ABJISCTCA CTEPUIIBHBIM. Ecnun BHYTPECHHSIS YIIaKOBKa ITOBPEXKCHA, HE ucnonwyin‘e eé.

YceaoBus TPAHCIIOPTUPOBKHU, XPAHCHHUS U IKCIIyaTallUH:

VYenoBust TpaHCTIOPTUPOBKH: Temreparypa -35 °C ~50 °C, BnaxHocTh < 90% OTHOCHTENBHOM BlIaXHOCTH, aTMocdepHoe nasieHue 54 kI1a~106 xIla.

VYenosus xpanenus: temueparypa 10 °C ~30 °C, raxxHocTb < 80 % OTHOCHTEIBHON BIaXXHOCTH, aTMoc(epHoe nasnenue 54 klla ~ 106 kl1a.

VYenoBus skerutyaranuu: Temneparypa 5—40 °C, B1axHOCTb < 95 % OTHOCHTEIBHOI BIaXHOCTH, aTMOc(hepHoe naBneHue 54—106 klla.

C usgenusMu cliefyeT o0paiarbesi OCTOPOXKHO U HAJIEKHO YKIAJbIBAaTh MX B IITA0EIsI BO BPEMsl TPAHCIOPTUPOBKH, MOTPY3KH M PA3rPy3KH; yKJIaJKa U 3aIliTa JOJDKHBI
OCYIIECTBIIATHCS B CTPOrOM COOTBETCTBHH € rpadueCKUMU 0003HAYCHUSAMHU HA YIIAKOBKE H3/IEIIHS.

Beicora Haz ypoBHeM Mopsi: He 6Gomee 5000 m.

OcHoOBHBIC XapAKTEPUCTHKH 0€30I1aCHOCTH yCTPOHCTBA:

® Kiaccudukauus mno THITY 3allIATEI OT MOPAXKECHUA DJICKTPUYECKUM TOKOM: HE IPUMEHHUMO.
® Kiaccudukarys mo CTereHu 3aluThl OT TIOPA’XXCHU DJICKTPUICCKUM TOKOM: THIT CF.

® Kiaccuukaliius mo CTETeH! 3alIUThl OT TIPOHUKHOBCHUA KUAKOCTH: HEC IIPUMCHUMO.
[ ]
[ ]

MerToa cTepuIM3aluu: CTEPUIN3AIUs YTHICHOKCUIOM.
Knaccudukanus no 6e30nacHOCTH NPU MCMOIB30BAaHUHU C TOPIOYMMHU aHECTETUYECKUMH Ia3aMH, CMEIIAHHBIMU C BO3JyXOM, MJIM C TOPIOYUMH aHECTETUYECKUMH ra3aMu,
CMEUIaHHBIMH C KHCJIOPOIOM HIIM 3aKHChIO a30Ta: HE MPHMEHHUMO.

® Kiraccugukanus no pexuMy paboThl: He IPUMEHUMO.
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B cootBerctBun ¢ GB 9706.1-2020 npuKOCHOBEHHOI 9aCThI0 BPEMEHHOTO JIEKTPO/A JUTS KApAHOCTHMYIISIIUH SBIISIETCS KOPITYC AIEKTPOJa.

Onucanue 3J'IEKTp0Mal"HI/lTHOi/i COBMECTUMOCTH:

BpeMmeHHbI€ 271eKTPOIBI 17151 KApAHOCTUMYJIALMI HE 00JIaaloT CYIeCTBEHHBIMH IKCIUTyaTallHOHHBIMH XapaKTePUCTUKAMH.

BpemenHbIe a1eKTPOIbI A1 KapAHOCTUMYIISIIIUN COOTBETCTBYIOT TpeboBanusaM Y'Y 9706.102-2021 u orHocsTes k rpynme 1 ximacca A B coorBercTun ¢ GB 4824- 2019.
TTopraTuBHOE U MOOUIBHOE 00OPYAOBAHUE PATHOCBA3U MOXKET CO3aBaTh OMEXH IIPH NIPABHIBHOM HCIIONb30BAHUM BPEMEHHBIX JEKTPOIOB JUIS KAPIAHOCTUMYIISLIMH.
Tlonp30BaTenu 1aHHOTO U3JENHs IOJKHBI HCTIONIB30BaTh YCTPONCTBO B 3IEKTPOMATHUTHOM cpejie, yKa3aHHOH B HACTOsIIIEH IV1aBe; B IPOTUBHOM CIIyyae yCTPOHCTBO MOXKET
paboTarh HEKOPPEKTHO.

BpemenHbIe 21eKTpoIbI 1 KapAOCTUMYIISIIIMN MOTYT HCIIOIB30BATLCS C PA3IMYHBIMU BPEMEHHBIMH KapHOCTUMYJIITOPAMH, TIPEJICTABICHHBIMU Ha PHIHKE, IIPH YCIOBUH
COOMIONEHHS COOTBETCTBYIOIMX TPEOOBAHUI K YCTAHOBKE (CM. paszien ((O6p()py£[OBaHI/IC/MaT6pPIaIILI»).

Ilpexynpexnenns:

IToMHMO KOMIOHEHTOB, TOCTABISIEMBIX MPOM3BOIHUTENIEM JIAHHOTO HM3/IEIHs, UCIOIb30BAaHHE aKCECCyapoB MM Kabesei, OTIMYHBIX OT yKa3aHHBIX, MOXET IPUBECTH K
YBEJIMYEHHUIO U3ITYYEHHUs WM CHIDKEHHIO MOMEXOYCTOMYMBOCTH CHCTEMBI BPEMEHHOH CTUMYISIHHU, COCTOSIICH M3 BPEMEHHBIX 3JIEKTPOJOB [ KapAMOCTUMYIISIHU H
BPEMEHHBIX KapPAUOCTHMYJIATOPOB.

BpemenHble 21EKTPO/IbI Ul KAPJAMOCTUMYIALMU HE CIIEyeT UCIONb30BaTh B HENOCPEICTBEHHON OIM30CTH OT JIPYrUX YCTPOWCTB MM B IepeceyeHuu ¢ HuMu. Ecim nx
HEOOXOMMO HCIIONIb30BaTh B HEMOCPEACTBEHHON OJIM30CTH WIM B MEPECEUeHHH, CIeAyeT HaONIoaTh 3a HUMH M yOEJUTHCS, YTO OHH PabOoTaloT HOPMAIBHO B TOH
KOH(UrypaLuu, B KOTOPOil OHU HCTIOIB3YIOTCS.
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Tabnuua 1

PexoMeHmanuu u 3asiBICHHE IPOU3BOANTENS — JIEKTPOMATHHTHBIC U3y ICHHS
Bpemenmble eKTpoasl I KapAMOCTUMYJSLMHM TNPHTOAHBI Ul HMCIONB30BAaHHS B
9NIEKTPOMArHUTHOH Cpefe, yKa3aHHOH Hmbke. IloKymaTend WIM IIOIB30BATENH JODKHBL
00€eCIeYHTh UCIIONB30BAHNE JAHHOTO M3/ICINsI B TAKON 3ICKTPOMATHUTHOM cpese.

Bsojnbie
HCIIBITAHHS CooTBeTcTBHE DNEeKTPOMarHUTHAs Cpesia — PYKOBOACTBO
BpemeHHbIN  37EKTPOA ISl KAPAMOCTHUMYJISLUH
PanmouactoTHOE HCIIONB3yeT PanoYacTOTHYIO JHEPIrUI0
H3ITydeHHe 1 rpynna HCKIIIOYHTENBHO  JUII  OOecIedeHHs  CBOETO
GB 4824 BHYTPEHHEro  (YHKIMOHHPOBAHHS. Tloatromy
YPOBEHb €ro pajgH04acTOTHOrO M3JTy4eHHs HHU3KHH
PagnoyacrorHsle
H3ITYy4EHUs Kareropus A
GB 4824
BpeMmeHHbIE DNEKTPOAB I KapAHOCTHMYJIALHU
T'apmonmueckue He NOPUTOMHBI  JUIA ~ MCIONB30BAaHHA  BO  BCEX
H3ITydEHHS YUPEKACHHSAX, 32 HCKIIOYEHHEM  JKHIIBIX
GB 17625.1 HPUMCHIMO MOMENICHHH, a TaKke B TeX, KOTOpble He
MOAKIIIOYEHBl HANpSMYI0 K OOIIECTBEHHON ceTn
HHU3KOBOJIBTHOTO DJIEKTPOCHAOIKCHHS, MHTAIOIIeH
Konebanus 3JaHUS, UCTIOIb3yeMbIe B OBITOBBIX LIEISX.
HAIPSIKCHAS HE
/Benbimka TIPUMEHUMO
GB 17625.2

Tabnuua 2

PyKOBOJCTBO U 3asiBIICHHE POU3BOAUTENS — DIEKTPOMArHUTHAS TOMEX0YCTOHYNBOCTD

JaHHOI'O M3/1€JIUs B TaK!

i QJIEKTPOMArHUTHOM Cpee.

BpeMeHHbIe SJICKTPOIbI U1 KapAUOCTUMYJIALNN IIPUTOJHBI Ul UCII0/IB30BaHUs B 3HeKTpOMaFHHTHOI\/'I
cpene, yKa3aHHOI\/'l HHXKC. HOKyﬂaTeﬂl’l WM TI0JIb30BATC/IM JOJIKHbBI 00eCIeunTh UCIOJIb30BAHUE

HaNPSKECHUS Ha
JIMHUM TIUTAHUS

GB/T 17626.11

70 % U 1 B Teuenue 25
KIIOB

30% nagenne U 1)

<5%

(T).TIPOJIOJKUTENBHOCTB 5 ©
>95% nanenue U 1)

HcnbiTanne Ha YpOBHHM UCHBITAHUIA IO CootBercTBHE BneKE%(e’E:'j"T“a”
TIOMEXO0YCTOWYHBOCTh crangapry IEC 60601 YPOBHIO PyKOBOACTEO
Tlon
NIPEAIOYTHTEIEHO
JIOJKEH OBITH
JICPEBSIHHBIM,
v OCTOHHBIM I
. +6 kB KOHTaKTHBbII
DACKTPOCTATICCKHT | Kourara paps +6 KB pasps parowv, Een
+ k it + it
GBFI' 17626.2 8 kB BO31yIIHBII pa3ps 8 kB 1:;3;5%1111-15114 CHHTCTIUCCKITM
pasp MaTepHaIom,
OTHOCHTEJIBHAS
BJIAXKHOCTH JOJDKHA
COCTaBISATh HE
menee 30 %.
) e?(bngglceK . +2 kB ju1s nuHuit
JICKTPHYIECKH
9IEKTPOMUTAHNS
TepexoIHbie 11 pr;um i He TIPHMEHAMO HE NPHMEHHMO
TPOLECChL BBOJIa/BBIBOJIA
Tnvnna uumvneeon
HMITYJIbCHBIC +1 kB Mexzy azamu
MepeHaMPSKCHHUsE + 2 kB mexay dasoii u He NPHMEHAMO HE NPHMEHHMO
B/T 17626.5 3emieit
<5%UT,
HPOJOKHTENBHOCTEIO 0,5
Tanenus o, KA
HaIPSOKEHHUS, (>905 % nanenns U 1)
KPaTKOBPEMEHHbIE 40 % U 1 B Teuenne 5
nepedou u LUMKIIOB
KONeOAHHS 60% nanenne U 7) HE IPUMEHUMO HE MPUMEHUMO

MaruurHoe none
MPOMBIILIEHHON
YaCTOThI
50 I'y/60 I'
B/T 17626.

3 A

3 AM

MarnutHoe — moxe
TIPOMBILITIEHHOMH
YaCTOTBI  JIOJKHO
COOTBETCTBOBATh
YPOBHSIM,
XapaKTePHbIM ISl
THIHUYHOTO MECTa B
TUIUYHOH
KOMMEpPYECKOH MIIN
OOJILHUYHOM CpejIe.

HANDIKECHUS.

npnMe‘{anue: UT obo3nauaer HamnpsHyKEHUE CETH IEPEMEHHOI0 TOKa 10 IOJAa4Yd HCIBITATEIBHOIO

Tabnuua 3

PyKOBOJICTBO U 3asiBJIEHHE POU3BOUTENS — DIEKTPOMArHUTHAS IOMEXO0YCTOHYNBOCTh

yKa3aHHON HMIKe.
3JICKTPOMArHUTHOM cpefie.

HOKyﬂaTeﬂb WK  T10JIb30BATC/Ib  JIOJIKHBI

BpemenHbIe 311eKTpoibl LISl KapAMOCTUMYIISLIAY TIPEHA3HAUCHBI I UCTIOJIB30BAHUS B 3]ICKTPOMArHUTHOM cpezie,
i 00CCIIeUNTh HX HCIIONB30BAHHE B TAKOH
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JManasona st
MEKEHEPHBIX, HAYYHBIX
¥ MEUIIMHCKHX Tesei %)

HcnsiTaHue Ha IEC 60601 COT(;T?TTC DneKTpOMAarHUTHAs Cpefa —
HOMeXOyCTOﬂ'-IPIBOCTL YPOBCHL HUCIIBITAHUSA YPO};EHB PyKOBOI{CTBO
HOPTaTHBHOe u MOOHIBHOE
obopynoBaHHe — PagHOCBI3H  HE
CIEeOyeT HCHOIb30BaTh onmKe K
060 4acTH BPEMCHHOTO
3JIEKTPOJA [UIs CTUMYJISILIUK cepla,
BKJIKOYast Kaoelb, 4yeMm
PEKOMEHyeMOe pacCTOsHHE. DTO
pAacCTOSIHHE CIIelyeT PacCYUTHIBATH
mo Qopmyse, COOTBETCTBYIOLIEH
4acToTe nepeaTanKa.
PekomenryeMoe paccTosHue:
PaguouactoTHas 3B 3B d=1,2vP
TIPOBOIMMOCTh (cpeaHexBagpaTHIHOE (Homycr
B/T 17626.6 3HAYCHHE) uMoe
150 kI'1p ~ 80 MI'ng 3HAYCHH
(3a HCKIIFOYEHHEM e)




IIpumeyanus:

10B 10B d=12VP

(cpeHeKBaipaTHIHOE (Homyer
P 3Hal{eﬂl;4e) uMoe
150 kI'u—80 MI'n sHatcHI
(Hpommmnﬁeﬂ}mﬁ )it e)
Me}:[I/ILU/"ICKaMI/I JanasoH
PaanouactotHoe H3TyUeHHE 10 B/m 10 B/m d=1,2vP 80 MI'u~800 MI'g
GBI/T 17626.3 80 MI'u~2,5 I'T'x d=23VP 800 MI'u~2,5 T
Tne: P — MaKCHMaJlbHast
HOMHHAJIbHas BbIXOJHAsi MOULIHOCTb
nepejaTyrKa, YyKa3aHHas
NIPOM3BOJMTEIEM IIepellaTynka, B
BatTax (Br);
d — pekoMeHxyeMoe pacCTosHHE
M30NALMK B MeTpax (M) .
Hal’[pﬂ)KCHHOCTL oJis

CTAIMOHAPHBIX  PaJHOYaCTOTHBIX
NMEepeJaTINKOB  ONMpENENseTCs 10
pe3yabTaTaMm obcenoBanus
o0BEeKTa HAa  JIEKTPOMArHHTHBIC
nomexu © "IOmKHA OBITH HIKE
YPOBHA COOTBETCTRHA B KaXIOM
JMamnasoHe yacror Y

Bomusu 000py/I0BaHUs,
00603HaUYEHHOTO CIIEAYIOIIHM
CHMBOJIOM.  MOTYT  BO3HHKAaTh

(150)

TIOMEXH:

IIpumevanne 1: Ha wactorax 80 MI'm u 800 MI'i ucmoab3yercst opMyna st Oojiee BBICOKOrO 4acTOTHOTO

JIManasoHa.

l'lpuMeanne 2. HaHHBIe PEKOMEHALIMN MOT'YT HE IIPUMEHATHCA BO BCEX CUTYyalUAX, TOCKOJIBKY Ha
PacnpoCTpaHCHUE SIIEKTPOMArHUTHBIX BOJIH BJIHUAIOT MOTJIOIIECHUE U OTPAXKEHHUE OT KOHCprKHHﬁ, TIpeaMETOB

u_monei

TIpOMBINUICHHbBIA U MEIMIMHCKHI Anana3oH 4actoT oT 150 kI'i 1o 80 MI'it oTHOCHTCS K JMaria3oHam 6,765
Ml ~ 6,795 MI'n, 13,553 MI'n ~ 13,567 MI'ig, 26,957 MI'ny ~ 27,283 MI' u 40,66 MI't ~ 40,70 MI't.
Yposuu coorBercTBHs B ananasone ISM ot 150 k' 1o 80 MI'n u B ananasone wacrot ot 80 MI'n 1o 2,5
I'T'u mpu3BaHBl CHU3UTH BEPOSTHOCTH BO3HUKHOBEHHUS TOMEX, BHI3BAHHBIX CITyYailHBIM IOMaaHHEM
MOOMIIBHBIX/TIOPTATHBHBIX YCTPOHCTB CBSI3H B 30HBI HAXOXKACHHS MaieHToB. C 3Tol Lebio Ul pacdera
PEKOMEH/IyeMOT0 PACCTOSIHUSI MEXKY MePeIaTINKaMH B YKa3aHHbIX JHAIa30HAX 4aCTOT IPUMCHSCTCS
JIOTIONTHUTEbHEIT Koadpumuent 10/3.
¢ CraLuoHapHbIe NepefaTIiKy, TAKHe Kak 0a30Bble CTAHLMU VIS paanoTenedOHOB (COTOBBIX/OECTIPOBOAHBIX) H
HA3eMHbIX MOOHJIBHBIX PaAHOCTAHLHIA,  TAKIKE TIOOUTEIBCKIE PaIHOCTAHIIN
HanpsikeHHOCTH 10J1s, CO3/1aBaeMOro craunoHapHeiMu PU-niepenarunkamu, Takumu kak FM-paguocranmuu n
TEJIeBU3UOHHBIE CTAHIIHHU, HEBO3MOJKHO TOYHO IpeJIcKa3aTh TeopeTHuecku. CirelyeT pacCMOTpeTh BO3MOXKHOCTh
IPOBeJICHUs 00CIICI0BAHNUS YIEKTPOMArHHTHOMH Cpeibl Ha 00BEKTe I OLEHKH JJIEKTPOMArHUTHOH CpeIbl,
co3/1aBaeMoii craoHapHbiMu PU-niepenaturkamu. Ecin n3MepeHHas HanpsHKEHHOCTb MOJISL B MECTE
PAacIOJIOKEHHS] BDEMEHHBIX 2JIEKTPOIOB KapHOCTUMYJISITOPA PEBBIIIACT NPUBEICHHBII BBIIIE IPHMEHHMBII
YPOBEHB COOTBETCTBHs TpeOGoBaHusM 110 PU, ciiejryer Hab/r01aTh 32 SJIEKTPOAAMH C HEIBIO MPOBEPKU
HOpMaJIbHOM paboThl. B citydae oOHapyKeHUs HapyIIeHHI B paboTe MOTyT MOTpeOOoBaThCs JOMONIHUTEIBHBIE
MepBl, TaKie Kak H3MCHEHNE OPHEHTALMH HIIH IIEPEMEIICHHE JICKTPOIOB.
Bo Bcem amanasone gactot ot 150 k' 1o 80 MI' HanpsKEHHOCTH OIS AOJDKHA ObITh MeHee 3 B/m.

Tabnuma 4

PeKOMEHHyeMLIe PacCTOSAHNAA MEXKAY NMOPTaTUBHBIM 1 MOOHIIBHBIM O60pyﬂoBaHMeM PY-cBsi3u 1
BPEMECHHBIMHU JJICKTPOAAMH U KapAUOCTUMYIIALINN
BpeMeHHbIe DJIEKTPOBI Ul KApAUOCTUMYJISALIMHA TIPEAHA3HAYCHBI 711 UCII0JIb30BaHUS B
9JIEKTPOMArHHTHON CpeJie, B KOTOPOii KOHTPOIMPYIOTCS PajMOYaCTOTHBIC H3Ty4aeMbIC IIOMEXH.
HOKyl'laTeﬂb HJIM T10J1b30BATE/Ib MOKET IPEAOTBPATUTD JJIEKTPOMAarHUTHBIE TOMEXH, C06J'll0}1a5i
MHHHUMaJIbHOE PaCCTOAHUE MEXKY ITOPTATUBHBIM U MOOHITBHBIM 060pyﬂoBaHHCM paauoCBA3H
(nepeﬂaTlmKaMn) ¥ BPEMEHHBIMH 2JIEKTPOAAMH JUIA KapIHOCTUMYJIALNH, KaK PEKOMEHIYETCA
HHWXKE, B COOTBETCTBUH C MaKCHMaJIbHOW HOMHHAIBHOM BLIXOZ[HOﬁ MOUIHOCTBIO OGOPyHOBaHﬂﬂ

PaaMOCBSI3H.
Makcumanbas Paccrosinue H30JIAUMH UTA IEPEAATIUKOB Pa3sHbIX 4aCTOT /m
HOMMHAJIbHas
BBIXO/IHAS] MOILHOCTb 150 kI'i~80 MI'ng 80 MI'u~800 MI'y 800 MI'u~2,5 T
nepegarynka (Br) 1,2VP 1,2VP 2,3VP
0,01 0,12 0,12 0,23
01 0,38 0,38 0,73
1 1,2 1,2 23
10 38 38 73
100 12 12 23

JIns mepenaT4MKOB ¢ MAaKCHMMAlbHOW HOMHHAJIBHOW BBIXOJHOW MOIIHOCTBIO, HE YKa3aHHOH

BBIIIE, PEKOMEeHIyeMoe paccrosHue O B MeTpax (M) MOXHO ONpeaeanth 1o Qopmyie,

MPUBEICHHONH B COOTBETCTBYIOLIEM CTONIOLE YACTOTHI MepeaaTduka, rae P — MakcuMaibHas

HOMHHAIIbHAs BBIXOIHAs MOIIHOCTDH IepeaTdnka B BarTax (BT), ykasaHHas mpom3BoguTeneM

nepeaTInKa.

Ipumeuanue 1: Ha vactorax 80 MI'u n 800 MI'y ncrnions3yercs dopmyina s 60i1ee BBICOKOTO

YaCTOTHOI'O AHANa30Ha.

Ipumeuanue 2: [Inanazonst yactotr ISM ot 150 kI'ny 10 80 MI' oTHOCSTCS K AHana3oHaM
6,765-6,795 MI'n, 13,553-13,567 MI'1, 26,957-27,283 MI'u n 40,66-40,70 MI'.

ITpumeuanwue 3: [ pacyera peKOMEHIyeMOT0 PACCTOSIHUS MEXK/Ty NepeJaTInKaMy B
nuanasonax yactot ISM ot 150 k' 1o 80 MI' u B ainanasone yacror ot 80 MI'n 1o 2,5
I'T'1; ncnonb3yeTes AOMOMHUTENbHEIH K03 GuimeHT 10/3, 4TOObI CHU3UTH BEPOATHOCTH
BO3HHKHOBEHHS TIOMEX OT TIOPTaTHBHOTO/MOOHIBHOTO 000PY/I0BAaHHS CBA3H B CITydae ero
CIydaifHOro TIONa aHus B 30HBI HAX0KIEHHS TTaIHEeHTOB.

Ipumeuanue 4: Jlasnble peKOMEHAALMHE MOTYT ObITh IPUMEHHUMBI He BO BCeX cuTyanusix. Ha
pacmpocTpaHeHne SIEKTPOMATHUTHBIX BOJIH BIMSIOT MOTIOMICHHE H OTPaXXEHHE OT
COOPYKEHHUH, IPEIMETOB U JIFOJICH.

He npumensiite 1anHbIil npenapar y nadeHToB MO HCTEYSHHH CPOKA FOAHOCTH.
JlaHHbIH MPOAYKT SBISECTCS CTEPIIBHBIM U HE COACPIKUT MUPOreHOB IO MOMEHTA BCKPhITHs. He ncmob3yiTe NPOAyKT, €CIIM yaKkoBKa MOBPEXK/ICHA.
JlaHHBII npernapat ObLT CTEPHIIM30BaH Nepe]] OTHPaBKoi ¢ 3aBoja. He crepuimsyiite ero moBTOpHO.
He Momuduimpyiite 1aHHBIA TPOTYKT.

Bpaun MoryT 00paTtUThCs K MEUILIMHCKOM JINTEPAType, a TAKXKE K CBOUM 3HAHHSIM, IIOJTyYCHHBIM B X0Zi¢ 00Y4CHHSI, 1 HAKOIUICHHOMY HPAKTHYe CKOMY OIIBITY JULSl IOy YeHHUs
1oipoOHOIt HH(OpMaMK 06 HCIIOIB30BAaHHN BPEMEHHBIX 3JICKTPOJIOB ISl KapAHOCTUMYJISIIUKA M METO/IaX, IPHMEHSEMBIX ITPHU JIEKTPO(GH3HOIOTHYECKHX HCCIIEJOBAHMUSIX.
UpesmepHOE CKPYUHBAHHE HIIM M3TUO BPEMEHHBIX MJICKTPOJIOB JUIsl KaPAHOCTHMYIIIIUHM MOKET MPHBECTH K IIOBPEXKICHHIO BHYTPEHHET0 IIPOBOIHUKA MIEKTPOIA.
PexomeHyeTcst HCIOIB30BaTh ¢ KabeneM 000pyI0BaHNEe, H30JIMPOBAHHOE OT CETH WM paboTaroiiee oT 6aTapen.
JIaHHBII JIEKTPOJ] CIEIYeT UCIIOJIB30BaTh TOIBKO ¢ 000PY0BAHHEM, COOTBETCTBYIOIINM HALHOHAIBHBIM/MEX/IYHAPOIHBIM CTaHAapTaM 6E30I1aCHOCTH.

Hu B xoeM ciy4yae He mpoTHpaiite JaHHBIA MPOXYKT OPraHUYECKHMMM PAacTBOPUTEIAMH (CIHPTOM, dDHPOM, dDHPHBIMH COCAMHEHUSIMH, (QEHOIOM H T. JI.) WIH

Ne3nHGUIMPYIONINMHI CPEACTBAMHU, COACPIKALINMH CITHPT.

o Z[aHHBIﬁ TIPOAYKT ABJIACTCA OTHOPA30BbIM MEIUITHHCKUM U3ACTTUEM. VY Tunu3anus nocie UCIoib30BaHus TOJDKHA OCYIICCTBIATHCA B COOTBETCTBUH C IIPaBUIIaMHA OﬁpaIHeHHﬂ

6OJ'II>HI/[L[I>I, a TaK)K€ 3aKOHaMH U HOPMaTUBHBIMHU aKTaMH, KaCarOIIUMHUCA MEAUIIMHCKUX OTXOI0B.
® MakcuMabHbII CPOK HCIOJIb30BaHUS JAHHOI'O MPOBOJA HE TOJDKECH IIPEBBIIIATH 30 nHeii.
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HNudopmanus o npoaykre:

Haspanue npogykra: BpeMeHHBIH 271eKTPOJL ISl KAPANOCTHMYJIAIINH

HazBanue npou3BoUTENIs/IIOCTABIIMKA TTOCenpoaaxHoro obcmyxusanus: [I>upwkons Jlaiiprex Kapauo Menukan Onexkrponnxke Ko., JIta.

Agnpec mpoU3BOAUTES/MOAPA3AENICHUS oCIenpoaaxHoro oocayxuBanus: 1401, 3nanue D1, Nanshan i Park, Ne 1001, mpocniekr Cro3toans, ynuua TaotoaHs, paiion HanbIuass,
I>upaKoHs, npoBunnus I'yanayn, Kurait

Anpec npousBozctea: 701, 3nanue C4, Ne 459, ynuua I{sokaii, Mukpopaiion ®@suxyan, ynuna ®ouxyan, paiion ['yanmus, bapwkoHb, npoBuHums ['yanays, Kurait
KonrakrHas nrpopmauus npoussoautens: 0755-23251894

KonrakTnas nHpopmanus ciry0sl nocnenpogaxtoro oocmyxusanus: 400 803 5503

Cpoxk rogHocTH: 3 roga

JlaTa mpoOM3BOZICTBA: CM. STUKETKY Ha MPOIYKTE
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AgileTensio® Temporary Cardiac Pacing Electrode Lead
Instructions For Use

Product Name:
Temporary Cardiac Pacing Electrode Lead

Product Composition:
The AgileTensio® Temporary Cardiac Pacing Lead consists of an Electrode Lead (including a Straight Needle, a Lead Body, an Electrode, a Coil, and a Curved Needle) and a

Pin Protector, as shown in Figure 1.
__ Electrode Lead

—Pin Protector
Figure 1 Schematic Diagram of Product Composition

Specifications:

TPL-03-525S

Electrode length: 3.2mm

Electrode outer diameter: 0.8mm

Lead usable length: 525 mm

Straight needle detachable connector diameter: 0.85mm
Straight needle detachable connector length: 23mm

DC resistance of electrode lead: < 10Q

Intended Use:

It is for temporary epicardial atrial and ventricular pacing and/or cardiac electrical signal sensing during and after cardiac surgery with a Temporary Pacemaker.
The lifetime is no more than 7 days.

Contraindications:
There are no absolute contraindications for this product when used for temporary cardiac pacing therapy.
The pacing system and implantation procedure for the lead are determined by the patient's specific medical condition and anatomy.

Possible Complications:

Lead migration, lead fracture, threshold elevation, or conduction discontinuity may occur. Complications that may occur include, but are not limited to:
® Septicemia

® Myocardial infection

® Myocardial hemorrhage and damage

Warnings

® Improper use of this lead may result in serious complications.

® In addition to the product components provided by the manufacturer of this product, the use of accessories or cables other than those specified may result in an increase in
emissions or a decrease in the anti-interference ability of the temporary pacing system consisting of Temporary Cardiac Pacing Electrode Lead and Temporary Pacemakers.

® This device should only be used by or under the supervision of a physician trained in temporary pacing techniques.

® This product is a single-use device and is not to be reused. Repeated disinfection and use of this product will cause structural damage and/or unpredictable changes in its
performance, which may lead to serious consequences such as cross-infection between patients.

® The safety of Temporary Cardiac Pacing Electrode Lead during magnetic resonance imaging (MRI) examinations has not been confirmed, so this device is not recommended
for inclusion in magnetic resonance imaging (MRI) examination systems.

® Implanted leads provide a direct current path to the myocardium. During lead implantation and testing, use battery-powered equipment designed for this purpose to prevent
alternating current-induced ventricular fibrillation.

® Line-powered equipment in the vicinity of the patient must be properly grounded.

® During lead implantation and testing, when not connected to a Temporary Pacemaker, the exposed separation connector must be insulated with the provided pin protector
to prevent the line from accidentally contacting other power supply equipment and causing danger.

® Confirm that the electrode of the lead is not connected to the electrodes of other pacing leads in the heart. This is to prevent the lead from accidentally contacting other
electrodes (including extension cables and any equipment used) and forming a direct current path to the myocardium.

® [eads left implanted for more than seven days may be difficult or impossible to remove and /or may bleed.

Equipment/Materials:

® ECG monitor.

® Temporary Pacemaker (External Pulse Generator).

® [t is reccommended that a defibrillator be available during insertion or removal of Temporary Cardiac Pacing Electrode Leads.

*Before placing a Temporary Cardiac Pacing Electrode Lead, equipment including but not limited to a defibrillator, respiratory assistance equipment, and antiarrhythmic drugs
should be prepared and available for use in an emergency.

*The Temporary Pacemaker and Patient Cable of the Temporary Pacemaker used with this lead should be able to connect firmly and conduct electricity with the straight needle
detachable connector with a diameter of 0.85 mm.

Instructions for Use:
The treatment methods or operating procedures mentioned in this instruction manual do not represent all known treatment methods and operating procedures, and cannot replace
the operator's experience and judgment in the diagnosis and treatment of specific patients.

Preparation and Inspection
1. The device is packaged sterilely. Please carefully check the seal of the package to ensure that it has not been opened or damaged.

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



2. Open the sterile packaging from the corner and remove the electrode lead from the liner. Avoid twisting or tangling the lead. Do not overstretch the coiled portion of the blue
coil.
NOTE: Excessive bending, kinking, rubbing, or stretching of the electrode leads may damage the electrode leads and compromise the insulation.

3. Visually inspect the lead for kinks, damage, etc.

Lead Placement

1. Insert the curved needle through the myocardium, aligning the point where the lead enters the heart with the point where the straight needle exits the chest wall. This will
facilitate lead removal. The electrode should be properly placed in or on the myocardium.
Note: The doctor can fix the electrode according to his own judgment and experience, but the fixation method should be convenient for the removal of the electrode
wire.

® Ventricular Use: Secure the electrode and blue coil to the myocardium. During this step, gently pull the curved needle and carefully pass the blue coil through the
myocardial tissue to allow the electrode to enter the myocardial tissue.

[ ] Atrial Use: Because the atrial wall is thinner than the ventricular wall, the method used for ventricular lead removal could damage atrial tissue or even cause
pericardial tamponade. Therefore, the lead can be fixed to the folds of the atrial tissue surface. This ensures close proximity to the atrial tissue and facilitates
removal. Another possible placement location is the interatrial groove, where the atrial tissue is thicker.

Note: The coil folds should not interfere with the sinoatrial node. When placing the electrodes, the direction of the electrodes should be aligned with the direction
of the wire body to facilitate smooth electrode removal.

. Cut off the straight portion of the blue coil and discard the curved needle, leaving the portion remaining in the myocardium in a coiled shape. You may choose to do this later,

as the risk of displacement is greatest shortly after insertion.

. Grasp the straight needle by the separation slot and pass it through the chest wall. The direction of the electrode lead above the heart should be parallel to the direction of the
straight needle passing through the chest wall. To prevent the lead from migrating within the chest wall due to patient movement, allow sufficient lead length. A needle
threader is recommended for this step. If dual electrode configuration is required, repeat the above steps for the second electrode lead.

4. at its separation groove. Connect the broken straight needle detachable connector to the corresponding cathode/anode of the temporary pacemaker or the patient cable of the

temporary pacemaker. The operator needs to determine the polarity based on the location of the implanted electrode.
Note: When not connected to a Temporary Pacemaker, the connector should be inserted smoothly and slowly into the pin protector, completely covering the
straight-needle detachable connector. The physician may, based on their judgment and experience, wrap the sleeve with gauze and secure it to the patient with
tape, ensuring that the straight-needle detachable connector is securely covered to prevent accidental contact with the device or conductive surfaces.
Note: After removing the curved needle and before closing the chest wall, if the lead becomes displaced, it should not be repositioned. A new Temporary Cardiac
Pacing Electrode Lead should be used.

N

w

Electrode Lead Withdrawal

1. Before withdrawing the electrode lead, the Temporary Pacemaker should be turned off to prevent accidental passage of current through the heart during withdrawal. It is
recommended to keep the detachable connector connected to the Patient Cable or the cable connected to the Temporary Pacemaker.

2. The lead should be withdrawn gently.
NOTE: Because the atrial wall is thin, the lead should be withdrawn very slowly and carefully from the atrium to avoid damaging atrial tissue.

3. After the electrode lead is removed, its structural integrity should be checked immediately to ensure that the electrode lead has been completely removed from the body.

Packaging:
® The packaging box can protect the product from physical damage and exposure to air.
® If the packaging has not been opened or damaged, the contents are sterile. If the packaging is damaged, do not use it.

Transportation, Storage and Working Conditions:

® Transportation conditions: Temperature -35°C ~ 50°C, Humidity <90%RH, Atmospheric Pressure 54kPa ~ 106kPa.

® Storage conditions: Temperature 10°C ~ 30°C, Humidity <80%RH, Atmospheric Pressure 54kPa ~ 106kPa.

® Working conditions: Temperature 5°C ~ 40°C, Humidity <95%RH, Atmospheric Pressure 54kPa ~ 106kPa.

® The products should be handled with care and stacked securely during transportation and loading and unloading, and should be stacked and protected in strict accordance
with the graphic signs on the product packaging.

® Altitude: not exceeding 5000m.

Main Safety Features of the Device:

Classification by electric shock protection type: Not applicable.

Classification by degree of protection against electric shock: CF type.

Classification by degree of protection against liquid ingress: Not applicable.

Sterilization method: ethylene oxide sterilization.

Classification by safety when used with flammable anesthetic gases mixed with air or with flammable anesthetic gases mixed with oxygen or nitrous oxide: Not applicable.
Classification by operating mode: Not applicable.

According to GB 9706.1-2020, the applied part of the Temporary Cardiac Pacing Electrode Lead is the electrode lead.

Electromagnetic Compatibility Description:

® Temporary Cardiac Pacing Electrode Leads have no essential performance.

® Temporary Cardiac Pacing Electrode Leads comply with the requirements of YY 9706.102-2021 and belong to Group 1 Class A according to GB 4824-2019.

® Portable and mobile RF communication equipment may affect the normal use of this electrode lead.

® Users of this product should use the electrode lead in the electromagnetic environment specified in this chapter; otherwise, the electrode lead may operate abnormally.

® This product can be used with a variety of temporary pacemakers available on the market, as long as the relevant installation dimensions match (see Equipment/Materials).

Warnings:
® The use of accessories and cables other than those supplied by the manufacturer of this product may result in increased emissions or decreased immunity of this device.

® This product should not be used close to or stacked with other equipment. If it must be used close to or stacked, it should be observed and verified that it can operate

normally in the configuration in which it is used.
Table 1
Guidance and manufacturer's declaration - electromagnetic emissions
Temporary Cardiac Pacing Electrode Leads are suitable for use in the electromagnetic
environment specified below. Purchasers or users should ensure that this product is used in
such an electromagnetic environment.
Launch test Compliance Electromagnetic Environment - Guide

The temporary cardiac pacing electrode lead uses RF
RF transmission 1 grou energy only for its internal function. Therefore, its RF
GB 4824 group emissions are low and are unlikely to cause
interference to nearby electronic equipment.

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



Guidance and manufacturer's declaration - electromagnetic emissions

Temporary Cardiac Pacing Electrode Leads are suitable for use in the electromagnetic
environment specified below. Purchasers or users should ensure that this product is used in
such an electromagnetic environment.

Launch test Compliance Electromagnetic Environment - Guide
RF transmission
GB 4824 Category A | Temporary cardiac pacing electrode leads are
- — suitable for use in all establishments other than
Harmonic emissions | not - ;
. domestic and those not directly connected to the
GB 17625.2 applicable ;
. public low-voltage power supply network that
Voltage fluctuation / | not supplies buildings used for domestic purposes.
flicker emission applicable
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Table 2

Guidance and manufacturer's declaration - Electromagnetic immunity

Temporary cardiac pacing electrode leads are suitable for use in the electromagnetic environment specified below. Purchasers
or users should ensure that this product is used in such an electromagnetic environment.

Immunity test

IEC 60601 test levels

Comply with level

Electromagnetic Environment - Guide

Electrostatic discharge
GB/T 17626.2

+6kV contact discharge
+8kV air discharge

+6kV contact
discharge
+8kV air discharge

The floor should preferably be wood,
concrete or tile. If the floor is covered
with synthetic material, the relative
humidity should be at least 30%.

Electrical Fast Transient

+2kV for power lines

glér/s_lt_ 17626.4 +1kV for input/output lines not applicable not applicable
surge E1kV line o line not applicable not applicable
GBIT 17626.5 +2kV line to ground PP PP
<5%UT  lasting 0.5 cycles
. >95% dipon U 1)
_Voltage . dips,  short 40% U +for 5 cycles
interruptions and

voltage variations on
the power input line
GB/T 17626.11

60% dipon U T

70% U 1 for 25 cycles
30% dipon U T

<5% U, lastfor5s
>95% dip on U 1)

not applicable

not applicable

Power frequency
magnetic field
(50Hz/60Hz)

GB/T 17626.8

3A/m

3A/m

The power frequency magnetic field
should be at levels characteristic of a
typical location in a typical commercial
or hospital environment.

Note: Ur refers to the AC network voltage before applying the test voltage.

Table 3

Guidance and manufacturer's declaration - Electromagnetic immunity

Temporary cardiac pacing electrode leads are intended to be used in the electromagnetic environment specified below. The
purchaser or user should ensure that they are used in such an electromagnetic environment.

Immunity test IEC 60601 test levels Comply with level Electromagnetic Environment - Guide

Portable and mobile RF
communications equipment should not
be used closer to any part of temporary
cardiac  pacing electrode leads,
including cables, than the
recommended  separation  distance
calculated  from  the  equation
appropriate to the frequency of the
transmitter.

Recommended isolation distance

3V (RMS) e 12VF

3V (RMS)
150kHz~80MHz
(Except engineering,
science and medicine band
a

Radiofrequency
conduction
GB/T 17626.6

10V
value)

ffecti
10V (RMS) (effective

150 kHz ~80 MHz
(Industrial and Medical
Band®)

d=12VP

d = 1.2//P80MHz to 800MHz
d=2.3 VP 800MHz ~ 2.5GHz

10V/m
80 MHz~2.5 GHz

Radiofrequency radiation
GBIT 17626.3 10v/m
Where: P is the maximum rated output
power of the transmitter provided by the
transmitter manufacturer, in watts (W);
d - recommended isolation distance in
meters (m) °.

The field strength of fixed RF
transmitters is determined by an
electromagnetic site survey ¢ should
be lower than the compliance level in
each frequency range ¢

Interference may occur in the vicinity of
equipment marked with the following

()

symbol:

Note 1: At 80 MHz and 800 MHz, the formula for the higher frequency band is used.
Note 2: These guidelines may not apply in all situations as electromagnetic propagation is affected by absorption and reflection
from structures, objects and people.

®The industrial, scientific and medical frequency bands between 150 kHz and 80 MHz refer to 6.765 MHz to 6.795 MHz, 13.553
MHz to 13.567 MHz, 26.957 MHz to 27.283 MHz and 40.66 MHz to 40.70 MHz

b The compliance levels in the ISM bands between 150 kHz and 80 MHz and in the frequency range from 80 MHz to 2.5
GHz are intended to reduce the possibility of interference caused by mobile/portable communications equipment being
accidentally brought into patient areas. For this purpose, an additional factor of 10/3 is used to calculate the recommended
separation distance for transmitters in these frequency ranges.

¢ Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios,
amateur radio, FM and FM radio broadcast, and TV broadcast cannot be predicted theoretically with accuracy. To assess the
electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey should be considered. If the measured
field strength in the location where temporary cardiac pacing electrode leads are located exceeds the applicable RF compliance
level above, the leads should be observed to verify normal operation. If abnormal performance is observed, additional measures
may be necessary, such as reorienting or relocating the leads.

4 In the entire frequency range of 150kHz to 80MHz, the field strength should be less than 3V/m.
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Table 4

Recommended separation distances between portable and mobile RF communications equipment and temporary

cardiac pacing electrode leads
Temporary Cardiac Pacing Leads are intended for use in an electromagnetic environment in which RF radiated
interference is controlled. The purchaser or user can prevent electromagnetic interference by maintaining a
minimum distance between portable and mobile RF communications equipment (transmitters) and temporary
cardiac pacing electrode leads as recommended below, according to the maximum rated output power of the
communications equipment.

. Isolation distance for transmitters of different frequencies /m
Maximom ('\j‘\;id output power of I~y i47to 80MHz | 80MHz to 800MHz 800MHz to 2.5GHz
1.2VP 1.2VP 2.3VP

0.01 0.12 0.12 0.23

0.1 0.38 0.38 0.73

1 1.2 1.2 2.3

10 3.8 3.8 7.3

100 12 12 23

For transmitters with maximum rated output power not listed above, the recommended separation distance d , in
meters (m) , can be determined using the formula in the corresponding transmitter frequency column, where P is
the maximum rated output power of the transmitter, in watts (W), provided by the transmitter manufacturer.

Note 1: At 80 MHz and 800 MHz, the formula for the higher frequency band is used.

Note 2: The industrial, scientific and medical frequency bands between 150 kHz and 80 MHz refer to
6.765MHz~6.795MHz, 13.553MHz~13.567MHz, 26.957MHz~27.283MHz and 40.66MHz~40.70MHz.

Note 3 An additional factor of 10/3 is used to calculate the recommended separation distance for transmitters in
the ISM frequency bands of 150 kHz to 80 MHz and in the frequency range of 80 MHz to 2.5 GHz to reduce the
possibility of portable/mobile communications equipment causing interference when accidentally brought into
patient areas.

Note 4 These guidelines may not be applicable in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

Notes:

® Do not administer this product to patients after its shelf life has expired.

This product is sterile packaged and remains sterile and pyrogen-free until the package is opened. Do not use if the package is damaged before use.

This product has been sterilized before leaving the factory. Do not sterilize it again.

Do not modify this product.

Physicians can refer to medical literature and their training and accumulated practical experience for specific details on the use of temporary cardiac pacing electrode leads
and the techniques used in electrophysiological studies.

Excessive kinking or bending of the electrode leads of this product may damage the internal conductor of the leads.

Mains-isolated or battery-operated equipment is recommended for use with this product.

This product's leads may only be used with equipment that complies with national/international safety standards.

Never wipe this product with organic solvents (alcohol, ether, ester, phenol, etc.) or alcohol-containing disinfectants.

This product is a disposable medical device. Its disposal after use should comply with the management regulations of the hospital and laws and regulations on medical
waste.

Product Information:
Product Name: Temporary Cardiac Pacing Electrode Lead

Address of Registrant/Manufacturer/After-sales Service Unit: Room 1401, Building D1, Nanshan Zhiyuan, No. 1001 Xueyuan Avenue, Changyuan Community, Taoyuan
Street, Nanshan District, Shenzhen

Contact Information of Registrant/Manufacturer: 0755-23251894

After-sales Service Contact: 400 803 5503

Production Address: 701, Building C4, No0.459, Qiaokai Road, Fenghuang Community, Fenghuang Street, Guangming District, Shenzhen, Guangdong, China

Shelf Life: 3 years
Production Date: see product label

Explanation of Symbols:

~.._\‘/,
"~ Keep away from
\ sunlight
"“ a

Do not use if package
is damaged

-7
]
T Keep dry

Sterilized using
STER“‘E ethylene oxide

CONTENTS Contains one product

1
® Do not re-use
@ Do not resterilize
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Consult instructions
for use

C F type applied part

B €=

Catalogue number

=
o
—

Batch code

Use-by date

MR dangers

Non-pyrogenic

Caution

Date of
manufacture

L X@

Humidity limit (0-80%RH)

Temperature limit (10°C-30°C)

2

o]
@
=
I+

Contains or presence
of natural rubber latex

<

Part Number: 0305006008 LTC/TS/0051-01C 01.02 2024 -12-09
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®

AgileTensio® BpeMeHHBIH 371€KTpoj U1 KapIUOCTUMYIISALIUU

NHcTpyKIus 1o NTpUMEHEHUIO

HasBanue npoaykra:
BpeMeHHLIﬁ OJIEKTPOA IS KapAHuOCTUMYIIALINN

CocraB u3jgens:
Bpemennslii snektpos s kapauoctumyisiuun AgileTensio® cocTout u3 snextpona (BKIHOUas MPSIMYHO ULy, KOPIYC S€KTPOJA, IEKTPO, CIUPANbHbI S1EKTpos U

H30THYTYIO I/IFﬂy) ¥ 3alllUTHOTO KOJITTayKa, KaK IMMOKa3aHO Ha PUCYHKE 1.
_ IneKTpoaHbIN np

e

“

— 3auMTHHINA
Pucynok 1. Cxemarnueckoe n300pakeHHe COCTaBa H3ACIUs

TexHnveckue XapaKTEePUCTUKH:

TPL-03-525S

JlnnHa snextpona: 3,2 MM

Buennnii nuametp snexrpona: 0,8 MM

Tone3nas uMHa mpoBoa: 525 MM

JlnameTp ChbeMHOTO pa3beMa ¢ npsiMoii urioii: 0,85 Mm

JliMHA CheMHOTO pazbeMa C IPSIMO UIIIoN: 23 MM

CornpoTHuBJIeHHE MPOBOHUKA IEKTPO/IA IPH HOCTOSTHHOM Toke: < 10 Om

IIpexnasnauenue:

Hpe;[HasHaqu IS BpCMCHHOI)’I 3r[1z11<ap)mam:Hoi’[ CTUMYIIIUHA npe}:[cep)lm‘/i " JKCITYIOYKOB W/ perucTpanu 3ICKTPUICCKUX CUTHAJIOB CE€pAla BO BpEMsS U IIOCIC
KapAUOXUPYPIUUECKHUX ONEPAIii C HCIOIb30BAHIMEM BPEMEHHOTO KapAUOCTUMYIATOPA.

Cpok city0bl He peBbIIaeT 7 THEH.

IIpornBonokasanus:
AOCOITIOTHBIX npowmonoxama}mﬁ K IPUMEHEHHUIO TaHHOTO U3ACIIUA ITIPU BpeMeHHOﬁ KapaAuOCTUMYJIALIAN HET.
Cucrema CTUMYIISIUU U NIPOLEAYypa UMIUIAHTALIUU DJICKTPOAa OMPEACIIAIOTCSA KOHKPETHBIM MEAUIUHCKUM COCTOSTHUEM H aHATOMHYCCKUMHU 0COOEHHO CTAMH TnanueHTa.

Bo3moxkHbIe 0CJI0KHEHMSI:

B03MO)KHI>I CMECIICHUE DJICKTPOaA, €ro IEPEIOoM, IMOBBIIIECHUE ITOpora BO36y)KZleHI/IH WJIA HapyIICHUE MPOBOANMOCTH. BOSMO)KHLIC OCJIOKHCHHS BKJIIFOYAI0T, TIOMHUMO IIPOYEIro:
o CenTHuemus

® Mudekius Mmuokapaa

[ ] KpOBOI/ISHI/[ﬂHI/Ie B MHOKapa U €r0 MOBPEKIACHUEC

l'[pez[ynpemz[el-ma

® HenpaBuiibHOE HCIIOJIB30BAHUE JJAHHOTO AIEKTPO/A MOXKET IPUBECTH K CEPhE3HBIM OCIIONKHEHUSAM.

® [loMHMO KOMIIOHEHTOB, ITOCTABIISEMBIX IIPOU3BOJMTENIEM JJAHHOTO M3/IEJIHsl, UCIIOIb30BAHHE aKCECCyapoB WM Kabeseil, OTIMYHBIX OT YKa3aHHBIX, MOXET IPUBECTH K
YBEJIMYEHHUIO U3IYUCHHs WM CHIIKEHHIO TTOMEXOYCTOWYMBOCTU CHUCTEMbl BPEMEHHOW CTHUMYIIAIMH, COCTOSAIISH M3 3JIEKTPOJa Ul BPEMEHHON CTHMY/IALMH cepiua H
BPEMEHHBIX KapJIMOCTUMYIISATOPOB.

® JlaHHOE yCTPOMCTBO JOJKHO HCIIONB30BATHCS TOJIBKO BPAuoOM, MPOLIEIIINM 00y4eHHE [0 METOaM BPEMEHHON CTHUMYIISILIMH, JIM0O 110]1 €r0 HAOII0IEHHEM.

®  JaHHbII MPOJYKT SIBIISIETCS yCTPOHCTBOM OJHOPA30BOTO MCIIONB30BAHMUS M HE MOJICKHUT OBTOPHOMY NpuMeHeHuto. [TosropHast 1e3uHdeKIus n NCroib30BaHNe JJAHHOTO
MPOJIYKTa MPUBELYT K CTPYKTYPHBIM IIOBPEXKICHUSIM U/UIIH HEIIPEICKAa3yeMbIM H3MEHEHHMSM B €TI0 XapaKTEPHCTHKAX, YTO MOXKET IOBJIEYb 32 COOO0I Cepbe3HbIE OCIEACTBHUS,
TAaKHE KaK NEPEKPECTHOE 3apAKEHNE MEXKJLY ITAllUEHTaMH.

® be30nacHOCTh BPEMEHHOIO JJIEKTPOAa Ul KapAMOCTUMYISIMU IPH HPOBEJCHMM MarHUTHO-pe3oHaHCHON Tomorpadun (MPT) He mnoarBepxkieHa, MO3TOMY He
PEKOMEH 1yeTCsl HCTIONB30BaTh JaHHOE YCTPOHCTBO B CHCTEMaX MarHUTHO-pe3oHaHCcHO# Tomorpadun (MPT).

®  JIMIUIaHTHPOBAHHBIC NIEKTPOBI 00ECIEUUBAIOT My Th IPOXOXKACHHS MOCTOSHHOIO TOKAa K MHOKapAy. Bo BpeMs MMILIAHTAIlMK M TECTUPOBAHHS IEKTPOIOB HCIIOIb3YHTE
06opyioBaHKE ¢ GaTapeiiHbIM MUTaHUEM, IIPEJHA3HAYEHHOE U1 STHUX LeNel, YToObl IPEA0TBPATUT PUOPHILIALIUIO HKEIYI0YKOB, BBI3BAHHYIO IIEPEMEHHBIM TOKOM.

® OO6opynoBaHue, MOIKIIOYEHHOE K CETH JJIEKTPONUTAHHU, HaXOsALIeecs BOIM3H NALMEHTA, 10JKHO ObITh HajIexKaluM 00pa3oM 3a3eMJIEHO.

® Bo Bpems MMIUIAHTALMM M TECTUPOBAHMS 3JIEKTPOAA, KOTJA OH HE MOJKIIOUEH K BPEMEHHOMY KapJHOCTUMYISTOPY, OTKPBITHIH pPa3beM pa3beAMHEHMS HEOOXOAMMO
M30JIMPOBATH C ITOMOIIBIO IPHIAracMOr0 3alIUTHOTO KOJMA4Ka, YTOOBI IPEAOTBPATUTh CITyH4aifHbIii KOHTAKT IPOBOJIA C APYTHM 000PYIOBAHUEM ITUTAHUS U BOSHUKHOBEHHE
OIACHOCTH.

® YGenuTech, 4TO MEKTPOL AEKTPOIA HE COEJIMHEH C AIEKTPOJAMH JPYTHX CTHUMYJIMPYIOIIMX NEKTPOIOB B cepie. DTO HEOOXOMUMO JUlsl NPENOTBPAleH s CITy4ailHOro
KOHTaKTa 31E€KTPOJa C APYTUMH 3JIEKTPoaaMH (BKIII0Yas YJJIMHUTENbHbIE KaOelu U II000€ HCTIob3yeMoe 000pyI0BaHKe) ¥ 00pa30BaHus ITyTH IIPOXOKICHUS HOCTOSHHOTO
TOKAa K MHOKapIy.

®  DJIeKTPO/Ibl, OCTABIEHHbIE B OPraHu3Me 0oJiee CeMH JIHEH, MOTYT ObITh TPYJHO MJIM HEBO3MOXHO YAJIMTh W/UIIM MOTYT BbI3BAaTh KPOBOTEUEHHUE.

O6opynoBanue/mMaTepuabl:

® Monutop OKI.

® BpeMeHHBII KapJUOCTUMYIISITOP (BHELIHUIT TeHepaTOp UMITYJIbCOB).

® PexoMenyercs obecrednTh Hatnaue AeGpuOpHIsTOpa BO BpeMsl BBEJICHHS MITH YAJIeHHs BPEMEHHBIX MIEKTPOJOB KapAHOCTHMYJIATOPA.

*Hepen yCTaHOBKOﬁ BPEMEHHOI'O JJICKTpOAa UIA KapAHuOCTUMYIIAIIUN HeO6X0)Z[I/IMO TIOJATOTOBUTHL U 00€eCIeunTh JAOCTYITHOCTH 060py;[013a1-m;1, BKJIFO4as, IOMHUMO IIPOYETO,
neubprITOp, annaparypy AJs MOAACPIKKH IbIXaHUs M aHTHAPUTMHYCCKUE MIPENapaThl, Ha CiTydail BOSHUKHOBEHHMS YPE3BbIYAiHON CHTyaliH.

*BpCMCHHbIﬁ KapaAuOCTUMYJIIATOD U Kabesb JJIA MallMCHTA, HCHOHbSyCMbIF[ C JaHHBIM JJIEKTPOAOM, TOJIKHBI obecrneynBaTh HaJIeKHOC COCIMHEHNUE U ITPOBOAUMOCTDH TOKa C
TOMOIIIBIO ChEMHOT0 pazbeMa C NPIMOoi urioi juamerpom 0,85 Mm.

HMHcTpyknmuy no npuMeHeHHIo:
MCTOI[I)I JICYCHHUS UJIU ONIEPAMOHHBIE MPOUEAYPbI, YIIOMSAHYTHIC B JaHHOM PYKOBOJCTBE I10 KCIUTyaTalluy, HE OTPAKar0T BCEX U3BECTHBIX METO/IOB JICYCHHUS U ONIEPALIMOHHBIX
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TIpOLIEAYyp ¥ HE MOT'YT 3aMCHHUTD OIIBIT U CYXKJICHU OIleparopa IMpu AHarHOCTUKE U JICICHUN KOHKPCTHBIX ITAIJUCHTOB.

IoaroroBka u npoBepka
1. YeTpoiicTBO yrakoBaHO B CTEPHIILHON yIakoBke. BHUMAaTENIbHO MPOBEPHTE LEIOCTHOCTh YIAKOBKH, YTOOBI YOSAUTBCS, YTO OHA He OblIa BCKPBITA WIIH TIOBPEXKICHA.
2. OTKpoiiTe CTEPUIIBHYIO YIAKOBKY 110 YIIIy M H3BJICKUTE JICKTPOAHBIN MpOBOX M3 BKiajibima. CrapaiiTech He CKpy4YHMBaTh M HE 3allyThIBaTh HpoBoA. He pacrsrusaiite
Ype3MEpHO CIUPAJIBHYIO YaCTh CHHEHl CITHPAIIH.
TITPUMEYAHMUE: Ype3mepHoe crubanne, nepekpyuuBaHue, TPeHHE WIH PACTSKEHHE 3JIEKTPOA0B MOKeT IPUBECTH K UX HOBPEKACHUI0 M HAPYLICHHIO H30JISIIIUH.
3. BusyasbHO OCMOTpHTE NPOBOJ Ha HAJIMYUE TIEPErnO0B, TOBPEXKIACHHHN U T. 1.

‘YcraHoBKka dj1eKTpojaa

1. BBGI[I/ITG H30THYTYIO HITTy 4€pe3 MHOKapJ, COBMECTHB TOYKY BXOJa JJICKTpOJda B CEpALEC C TOUKOM BbIXOZa Hpi{MOﬁ HWIJIBI U3 I‘py}lHOﬁ CTEHKH. DTO OOJIErYHT M3BICUCHUE
OJICKTpoOAaa. BHCKTPOH JOJIKEH OBITH TIPaBHJIBHO Pa3MEIICH B MUOKapA€ WU Ha €ro IIOBEPXHOCTH.
Ipumeyanune: Bpay MoxkeT 3aKpenuTh 3JIEKTPOJ B COOTBETCTBHH CO CBOMM COOCTBEHHBIM CY:KIeHHEM H ONBITOM, OJHAKO MeTo] (pukcanuu J0/:KeH ObITh
YAOOHBIM /LISl H3BJIedeHHs YJIeKTPo/IA.

L] Hcnonb3oBaHue B KeTyA0UKe: 3aKPENUTE MEKTPOJ U CHMPAIbHYIO CIUpaik Ha MUoKapse. Ha aToM aTamne oCcTOpPOXHO MOTSIHHTE M30THYTYIO MITY H aKKypaTHO
MPOBEAUTE CIIHPAIBHYIO CIIUPAJIb YePe3 TKaHb MHOKAp/a, YTOOBI AJEKTPO BOLIEI B TKAHb MUOKapAa.
[ ] Hcnonp3oBaHue B NpeJcepAnn: MOCKOJIBKY CT€HKa MpeICcep/ts TOHbIIE CTEHKH JKeTyl04Ka, METO|, UCIIOIb3yeMbli ISl yJadeHHs KeIyl04KOBOIO MIEKTPO/a,

MOXET OBPEAUTH TKaHb PEICEP/IMs WM JaXKe BBI3BATh [IEPHUKAPANAIBHYO TaMIIOHAy. [109TOMY 31€KTPOI MOXKHO 3aKPENUTh Ha CKJIA/IKaX IIOBEPXHOCTH TKAHU
npezcepanst. 9To 0becreunBacT HeMOCPEACTBEHHY O OIM30CTh K TKAHU MPEACEpArs 1 o0nerdaeT ynaienue. Jpyrum BO3MOKHBIM MECTOM Pa3MELLCHHUS ABIACTCS
MeXnpeacepaHas 60po3ika, rie TKaHb npeacepans dosee ToncTas.
Ipumeyanne: CK/IAAKH CIIHPAJIBLHOI0 THIA He JOJIKHBI 32/1eBAaTh CHHOATPUAIbLHBI y3eil. IIpn pasMelleHnH 3J1eKTPO10B MX HANIPABJICHHE I0JIKHO COBIIAIATh C
HaNpaBJieHHeM TeJla MPOBOJIOKH, YTO0BI 00/1erYuTh NJIABHOE H3BJIeUeHHe YTeKTPOIOB.
2. OTpexbTe NPSIMOIl YHaCTOK CHHEl CIIUPAI U YIAIUTE H30THYTYIO UIILY, OCTaBUB Y4aCTOK, HAXOASAIIMKCSA B MHOKApIe, B CIIUPAILHOM BUJie. BBl MOXKETE CIeIaTh 3T0 MO3XKe,
TaK KaK PHCK CMEIICHHSI MAaKCHMAJICH BCKOPE IIOCIIC BBEICHIIS.

3. Bo3pbMuTe MpsMYIO Uy 3a pa3feiHTeNbHYIO IPOpe3b H IPOBEIHUTE ee dYepe3 IPyAHYI0 CTeHKy. HampapieHue aiekTpona Hax cepileM IODKHO OBITh MapajielbHO
HAIpPaBJICHUIO MPSIMOM HIVIBI, HPOXOIAILICH Yepe3 IpyAHYI0 CTeHKY. UTOOBI MPEIOTBPaTHTh CMEILCHHUE IEKTPOJA BHYTPH IPYAHONW CTEHKH W3-3a ABI)KCHHI IALMEHTa,
obecrieubTe JOCTATOYHYIO IJIMHY 3NEKTpoza. JIIs 3TOro srama peKOMEHIyeTCs HCIIONb30BaTh HUTEBAeBarenb. Ecin Tpebyercs KoHGHrypamus ¢ JByMs 3JEKTPOAAMU,
[IOBTOPHUTE BBIIICYKA3aHHbIE IIATY UL BTOPOTO MIEKTPOJA.

4. B MecTe pa3beMHOW KaHaBKH. I10JCOENMMHNTE Pa3beMHBIH COCIMHHUTEND C MPSIMON MIVION K COOTBETCTBYIOIIEMY KaTO[y/aHOy BPEMEHHOIO KapJHOCTHMYIISATOPA WM K
MAILUEHTCKOMY Kabelo BPEeMEHHOTO KapAHOCTUMYIIsTopa. OIepaTrop JOKEH ONPEASIUTh HOIAPHOCT UCXOIS U3 PACIIONIOKEHHS HMILIAHTHPOBAHHOTO IIEKTPO/IA.

IIpumeyanue: Eciin pazbeM He NOJKII0UEH K BDEMEHHOMY KAPIHOCTHMYJISITOPY, €r0 C/IedyeT IJIABHO H MeJIEHHO BBECTH B 3aLIMTHbII KOJINAY0K, HOJHOCTbIO
3aKpbIB CheMHBbIii pa3beM ¢ IPSIMOIi HIJI0i. Bpay MoskeT, HCXO0/IsI M3 CBOETO CY KIeHHSI H ONBITA, 00ePHYTH KOJIIAY0K MapJieii M 3aKPeNuTh ero Ha TeJle NAlMeHTa
€ MOMOUIBIO IJIACTHIPS], YOeAUBLIKCH, YTO ChbeMHBIIl Pa3beM ¢ NPSMOii UIJI0i HAIEIKHO 3aKPBIT, YTOObI NPEIOTBPATUTH CJIYYAiHbI KOHTAKT ¢ yCTPOCTBOM HIIH
NPOBOJSIIUMH ITOBEPXHOCTSIMHU.

IIpumeyanue: mocjie yaajieHHsi H30THYTON HIJIbI U Hepe] 3aKPbITHEM IPYIHOM CTEHKH, €CJIH 3JIeKTPOAHbI HPOBOJ CMECTHIICS, €ro He CJeIyeT mepeMellaTh.
Heo0x011uMo0 HCI0J1b30BATH HOBBIi 3JIEKTPOIHBIIH NIPOBO/I 115l BPEMEHHON KapAMOCTHMYJISIIUH.

H3Bjaeyenue 1ekTposa

1. Mepen u3BIEUCHHEM IEKTPOJA BPEMEHHOTO KapJAMOCTHUMYIATOpPA €ro CleJyeT OTKIIOUHTh, YTOOBI NPEIOTBPATHTh CIyYaiHbIH MPOXOA TOKAa Yepe3 CepAle BO Bpems
u3BieYeHUs. PeKOMEHIyeTCs OCTaBUTh ChEMHBIN Pa3beM MOAKIIOYCHHBIM K KaOeio MaueHTa Wi K KaOeIo, HOIKIIOYCHHOMY K BPEMEHHOMY KapAHOCTUMYJIATODY.

2. DIEKTPOA ClIeyeT U3BJICKATh OCTOPOIKHO.
INPUMEYAHHUE: ITocko/IbKY CTEHKA Npecepausi TOHKasl, 2JIEKTPOIHbI NPOBOJ CJIeyeT U3BJIeKATh U3 NMpeAcepansi 04eHb MeJJIeHHO H OCTOPOKHO, YTOOBI He
TMOBPEINTh TKAHH MpeAcepaus.

3. TTocrie uU3BIICYEHNUS MEKTPOA HEOOXOAMMO HEMEUICHHO IIPOBEPHUTD €r0 LEIOCTHOCTD, YTOObI yOSAUTHCS, YTO IEKTPOA MOITHOCTHIO YAAJICH U3 OpraHu3Ma.

YnakoBka:
® VnakoBouyHasi KOPOOKa 3alMINACT H3ACIHEe OT MEXaHHYCCKUX MOBPEXKICHUH 1 BO3ACHCTBHUS BO3ayXa.
® Eciy ynakoBKa HE BCKPBITA M HE TIOBPEXK/IEHA, €€ COAEPKUMOE SBIIIETCS CTepUIIbHBIM. Ecin yrnakoBKa MOBpeXk/IeHa, He UCIIOIb3yHTe H3/Ieue.

YcnoBusi TPAHCHOPTHPOBKHU, XPAHEHUS M IKCILIYATALMU:

® YCII0BMS TPAaHCHOPTUPOBKH: Temreparypa ot -35 °C 1o 50 °C, otHocuTenbHas Bi1axHOCTb <90 %, arMocdeproe naBinenue ot 54 kIla no 106 kIa.

® Vcnosus xpanenusi: remneparypa 10-30 °C, orHocuTenbHas BiaaxHocTb <80 %, armochepHoe naBienue 54—106 kl1a.

® VYcnoBus 3KcILTyaTanuu: temieparypa 5—40 °C, oTHOcUTeNIbHAS BIAXHOCTh <95 %, armocdeproe nasienue 54—106 klla.

® C umsaenusMu ciefyer oOpalarbCs OCTOPOXKHO M HAJIEKHO YKIAAbIBaTh MX B MITA0ENst BO BPeMsl TPAHCIIOPTHPOBKH, IOTPY3KH M PAsrPy3KH, a TAKKe yKJIaJbBaTh M
3alUIIATh B CTPOIOM COOTBETCTBUH C TpaUuecKMMH 3HAKaMHU Ha YIIaKOBKE M3/ISIIHL.

® Beicora Haj ypoBHEM Mopsi: He Goiee 5000 M.

OcHOBHbIE XapaKTEPUCTUKHU 0€30MACHOCTH YCTPOHCTBA:

® Kiaccuukarys 1o THITY 3alUThI OT OPAKEHUS MEKTPUYECKHM TOKOM: HE IPUMEHUMO.

Knaccugukaiys 1o cTeneHu 3aimThl 0T MOopakeHust dtekrpudeckum tokom: T CF.

Kitaccudukanust o cTeneHy 3alyThl OT IPOHUKHOBEHUS )KUJIKOCTH: HE IPUMEHUMO.

Meron cTepun3aniy: CTePHIN3ALNS STHICHOKCHIOM.

Knaccudukarus mo 6e30macHOCTH PH UCHOIb30BAHHHU C TOPIOYUMH aHECTCTHYECKMMHU Ta3aMHy, CMELIAHHBIME C BO3AYXOM, UM C TOPIOYMMH aHECTCTHIECKUMHU Ta3aMu,
CMEIIAHHBIMH C KHCIIOPOAOM HJIM 3aKHChIO a30Ta: HE MPUMEHHMO.

® Kiaccudukarys o pexxumy padoThl: He IPUMEHUMO.

B cootserctBuu ¢ GB 9706.1-2020 mpuxiiagHOH 9acThiO BPEMEHHOTO 3JIEKTPOAA JUISl KapANOCTUMYJISILINHN SBISETCS ISKTPOJHBIN TPOBOI.

Onucanue 3J'IEKTp0Mal"HI/lTHOi/i COBMECTUMOCTH:

® BpeMeHHbIE AIEKTPO/IbI VIS KapAUOCTHMYIISLNH He 00J1a[atoT CyIeCTBEHHBIMU KCILTYaTallHOHHBIMU XapaKTePUCTHKAMH.

® BpeMeHHbIE JICKTPOABI I KapJHOCTUMYIISIIMU COOTBETCTBYIOT TpeboBaHmsM cTanaapra YY 9706.102-2021 u otHOcsTes K Tpymne 1 kimacca A cornacHo cranaapry GB
4824-2019.

® [loprariBHOE 1 MOGHIBHOE 000PYIOBAaHHE PAAMOCBS3H MOKET MOBJIUSATH Ha HOPMAJIbHOE MCIIOJIB30BaHKE JAHHOTO MEKTPOJA.

® [lo/Ib30BaTeNN JAHHOTO U3/CNHS TOJDKHBI MCIIOIB30BaTh EKTPOAHBIN [POBOJ B JIEKTPOMATHUTHOM Cpe/e, YKa3aHHON B HACTOSLIEM pasjielie; B MPOTHBHOM Clydac
QIIEKTPOJIHBIH TPOBOJ MOKET PabOTaTh HEKOPPEKTHO.

® JIaHHbII IIPOLYKT MOKHO HCIIONB30BATh C PA3IMYHBIMU BPEMEHHBIMH KapIHOCTHMYIISITOPAMH, JOCTYIIHBIMK HA PHIHKE, P YCJIOBHU COOTBETCTBHS COOTBETCTBYIOLIMX
MOHTaXHBIX pa3MepoB (cM. paszern «O6opynoBaHIe/MaTePHAIIBI» ).

Ipeaynpexngenus:
® licnons3oBaHue aKceccyapoB 1 Kaﬁeneﬁ, OTJIMYHBIX OT T€X, KOTOPBIC ITOCTABIAKOTCS IIPOU3BOAUTCIIEM JAaHHOTO U3JICIINS, MOXKET IIPUBECTH K yBEIIMICHUIO U3TYUCHUSA WU
CHIDKEHUIO IOMEXOYCTOMUUBOCTH JJAHHOTO YCTPONCTBA.
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® JlaHHBIIT IPOIYKT HE CIEYeT MCIOIB30BaTh B HEIOCPEACTBEHHON OIM30CTH OT APYroro oGopynoBaHUs WM pa3MeliaTh ero B mradene ¢ Apyrum obopynoBanueM. Ecin
€ro HeoOXOMMO HCIIONIb30BaTh B HEMIOCPEICTBEHHON ONM30CTH WM B mTabene, cieayeT yOeAUThCs U IPOBEPUTH, YTO OH MOXET HOPMAJIbHO ()YHKIHOHHPOBATH B TOW
KOH(Urypaluu, B KOTOPOii OH UCIIONB3YETCs.

Tabnuma 1
PykoBOACTBO M 3asiBJICHHE TIPOU3BOIUTENS — DIICKTPOMArHUTHBIC U3ITYUCHHS
Bpemennble diIeKTpoAbl A8 KapAUOCTUMYJISIUMM TPUTOAHBI Ul HWCHOJb30BaHUS B
2JICKTPOMArHUTHOH cpejie, yka3aHHOH Huke. ITokymateam WM IOJNB30BATENN JOJKHBI
o0ecneynTh NCIOJIF30BaHNE JAHHOTO H3/ICNIHSL B TAKOH JJICKTPOMArHUTHOM cpesie.
BBoanbie
CoorBeTcTBHE DNeKTpOMarHUTHas cpejia — PyKOBOJCTBO
HCIIBITAHHSI

BpemeHnHblil 27eKTpoa AN KapAHOCTHUMYJISLMU
PauouacrorHas HCIIONIB3YET PaanoYacToTHYIO SHEPTHUI0
nepenaia 1 rpynna HCKIIIOYUTENIBHO ISl OOECIICYeHHUs  CBOETO
GB 4824 BHYTpPEHHEro  (yHKUMOHHpOBaHMsS.  [losTomy
PapuovacroTHas K A BpeMeHHbIe JIIEKTPObI A1 KapAUOCTUMYJISLUI

TEropHst

nepenayda arerop NPUTOJHBI  JUIL  UCHOJIb30BAaHUS  BO  BCEX
TapMOHIYECKHE e VUPEKICHHAX, 332  HCKIIOYCHHEM  IKUIIBIX
Hayuenns pHMEHHMO TIOMCIICHHH, @ TaKKE B TeX, KOTOpble He

MO/IKJIIOYEHBI HAIPSIMYIO K OOILIECTBEHHON CETH
Konebanus He M

HU3KOBOJIETHOTO JJICKTPOCHAOKEHUS, TTUTAIOIIECH
HaNPSDKCHUS /| mpumennmo S 6
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Tabmmna 2

PyKOBOJICTBO U 3asiBIICHHE POU3BOUTENS — DIEKTPOMArHUTHAS TOMEXOYCTOHYNBOCTh

BpBMBHHLIe DJICKTPOAbI Al KapAHOCTHUMYJISIIUNA IIPUTOAHBI I HCIIOJIB30BAaHHUS B BHBKTPOMHFHHTHOﬂ cpene, yKa3aHHOﬁ
HUXKE. HOKyl’laTeIll/I WM TIOJIB30BATEINA OJIKHBI 00ecreunTs UCIOJIB30BaHNE AaHHOTO u3enus B TaKoi 3J'IeKTpOMaI‘IH/IT"0ﬁ

cpere.

HcnbiTanne Ha

Yposuu ucneitanuii no MOK

CoorBeTcTBHE

3HeKTp0Mal‘HI/ITHaﬂ cpena —

Ton NPEANOYTUTENIBHO JOJDKEH OBITH

. +6 KB KOHTaKkTHBIH | JEpPEBSHHBIM, OETOHHBIM uim
DNeKTPOCTATHYCCKIH .
a3 KonrakTHerit paspsig +6 kB paspsix miaToyHbM.  Ecom mom  mokpaIT
%B?T 17626.2 +8 kB BO31yIIHBII pa3ps +8 kB BO3IywmHBIH | CHHTETHYECKHM MarepuaioM,
i paspsi OTHOCHTCNIBHASL BIAXKHOCTh JIOJDKHA
coctaBiATh He MeHee 30 %.
DieKTpuyuecKre +2 kB Juist JIMHUIR
OBICTpBIE TMEPEXOAHBIE | 2JIEKTPONMTaHHS
. HE PUMEHUMO HE IPHMEHHMO
HMITYJIbCBI +1 kB 1S JIMHA]
GB/T 17626.4 BBOJIA/BBIBOJIA
HMITYJIbCHBIC +1 kB mexay pasamu
MepeHATPSIKCHIUS + 2 kB wmexngy dasoit n HE PUMEHUMO HE IPHMEHHMO
GB/T 17626.5 3emiei

HHHCHPU{ HaIMpspKeHUs,
KpaTKOBPEMEHHBIE
nepebon U KoneOGaHUs
HAIlPsDKCHHS. Ha JIMHAK
MIHTaHHUS

GB/T 17626.11

< 5 % uTt .
NpoJOIDKUTENbHOCTBIO 0,5
LHKIa

>95% mnageHHust HAIPSDKCHHS
Ur

40 % U 1 B TeueHne 5 UKIOB
60% mnanenne Hanpsokenns U

T)

70 % U 1B Teuenne 25 MUKIOB
30% nanenue Hanpspxenus U
.

<5 % u
(T).IPOJIOJKUTENBHOCTB 5 ©
>95% nanenue U 1

HE IPUMEHUMO

HE IPUMEHHUMO

MaruutHoe  Mojie  IPOMBIIUIEHHON

MarnuTHOE nose
o YacTOTBl JO/DKHO  COOTBETCTBOBATh

TPOMBILLICHHO OBHSIM XapaKTEPHbIM JuIst
HacroThl 3AM 3 Am zinwmo’ro MeCl”)l“a PB TUIHYHOMN
(50 Two0 ['n) KOMMEpUYECKOi WM OOJBHUYHOM
GB/T 17626.8 P

cperte.

Ipumeuanue: Ut

0003Ha4aeT HaIpPsKEHUE CETH IIEPEMEHHOI0 TOKa 10 I101a4y UCIBITATEIbHOIO HANIPSKCHUS.

Tabmuna 3

PyKoBOZACTBO M 3asIBIICHHE MIPOM3BOAUTENS — DJIEKTPOMArHUTHAS TOMEXOYCTOHYHBOCTD

BpeMeHHBIe DJIEKTPOABI A1 KapAUOCTUMYIALUH NPEAHa3HAuCHBbI [UIS UCIIOIB30BAHUS B 3HeKTpOMal'HI/lTHOﬁ cpene, yKaSaHHOﬁ
HUWXKE. nOKyl’laTeIlB WM TI0JIB30BATEIIb JOJIKHBI 00ecreynTh X UCIIOJIb30BaHHE B TAKOH 3HCKTp0MaFH"THOﬁ cpene.

HcnbiTanne na YpoBHU HCHIBITAHUI TTO CootsercTBUE DeKTpOMarHuTHas cpefa —
TTopraTuHOE u MOOUIBHOE
000pyI0BaHNE PATHOCBSA3H HE CIIEIyeT
HCHOJIb30BaTh ONIDKE K JI000H 4acTu
BPEMEHHBIX JJIEKTPOIOB
KapJUOCTUMYIISITOPA, BKITIOYast Kabert,
4eM ~ PEKOMEHAYeMOE  PacCTOSHHE,
paccunTaHHOE o dopmyne,
COOTBETCTBYIOIIEH 4acToTe
nepeaTiynKa.

PexoMentyeMoe paccTosHUE U30JILHN
3 B
3 B (cpenHeKBaApaTHIHOE (cpemmexBampaTImHOS d=122P
3HAUCHHE) snauenue)

Papmouacrornas
[IPOBOMMOCTH

GBI/T 17626.6

Papnouacrornoe
H3JIy4CHHUC

GBI/T 17626.3

150 xI'u—80 MI'g
(3a McKIIIOYeHHEM
JManasoxa s
MHKCHEPHBIX, HAYYHBIX U
MEIMLMHCKHX LeJIeH * )

10 B (cpennexBagpaTnuHoe
3HAYCHHE)
150 kI'1—80 MI'g
(ITpombImneHHbIH 1
MEIMLMHCKUIA Inanason )

10 B/m
80 MI't~ 2,5 I'T't

10 B (addexruBaOC
3HAUYCHHE)

10 B/m

d=12P

d = 1.2v/Por 80 MT'u 10 800 MI'n
d=23VP 800 MI'u~2,5IT

Fz{e: P — makcuManbHass HOMHHAIBHAS
BBIXOJHAsA MOIIHOCTE II€peAaT4IHnKa,
yKasaHHasi IPOHU3BOJUTENIEM, B BaTTax
(Br);

d — pekoMeHayeMoe paccTOsHHE
H30JSLUH B METpax (M) b,
HaHpﬂ)l(eHHOCTB TI0JI1 CTaHOHAPHBIX
paanovacTOTHBIX TepeaaTinuKoB
onpenenacTcs o pesyibTraTaMm
obcnenoBaHns O0BEKTa Ha HAIHYHE
5IEKTPOMATHUTHBIX TIoMex © "nosmkna
OBbITh HIJKEC YPOBHSI COOTBETCTBHS B
KaXJ10M auara3soHe 4actot @

TTomexu MOryT BO3HHKATh BOJIN3U
obopymoBanus, 0003HaUYEHHOTO

(150)

CJICAYIOUIUM CUMBOJIOM:

IIpumeuanne 1: Ha gactorax 80 MI'n u 800 MI'ty ncrons3yerest popmyita ast 6osiee BEICOKOTO AHANa3oHa 9acToT.
Tlpumeyanne 2: JlaHHbIE PEKOMEHAALMH MOTYT HE NPUMEHSTHCS BO BCEX CHTYalHsAX, NMOCKOJNBKY Ha PAacIpOCTPaHEHHE
2JIEKTPOMArHHTHBIX BOJIH BIMSIOT MOIVIOMIEHHE H OTPAKEHHE OT KOHCTPYKIHIA, IPEIMETOB M JIOJEH.
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2 [IpoMbILIICHHBIE, HAYYHBIC H MEJUIMHCKHE AHana3ons! 4actoT ot 150 kI’ xo 80 MI' oTHOCsTCS K AMana3oHam ot 6,765 MI'q
710 6,795 MI', ot 13,553 MI'ut o 13,567 MI'1, ot 26,957 MI' o 27,283 MI' u ot 40,66 MI'1t o 40,70 MI'q

b VYpoBuu cooTBeTcTBUs B Ananasonax ISM ot 150 xI'u 1o 80 MI'n u B guanasone yactoT ot 80 MI'n mo 2,5 I'T'x mpu3BaHs
CHHU3HUTDH BEPOATHOCTH BO3HUKHOBECHHS ITOMEX, BbI3BAHHBIX Cﬂy‘{aﬁHLIM nonajaHnueM MOGI/IHLHDFO/HOPTHTI/IBHOFO OGOPYILOBE\HI/Iﬂ
CBA3H B 30HBI Hpe6LIBaHPIH MarMueHTOB. C sroit LEIbI0 UL pacdeTa PEKOMEHAYEMOIro pPAaCcCTOSHHUA MEXKAY I€peaaTIuKaMu B
YKa3aHHBIX JUana3oHax 9acToT MPUMEHACTCA }:[OHOJTIIPITEHLIIBIﬁ K03(1)Cl)I/H_[1/IeHT 10/3

¢ HanpsiKeHHOCTB 1I0JIs, CO3/1aBaéMOT0 CTAI[MOHAPHBIMH IIepe/IaTINKaMH, TAKHMHU KaK 6a30BbIe CTAHIMHU IS PagHOTeIe(hOHOB
(COTOBBIX/0ECTIPOBOIHBIX) H HA3eMHBIX MOOHIILHBIX PaIHOCTaHIHI, MoOnuTenbckoro paguo, FM- u FM-pannosemanus, a TaxoKe
TeJICBCIIAHHs, HEBO3MOXKHO TOYHO IIPE[CKa3aTh TEOPCTHYCCKH. [l OLEHKH DJICeKTPOMATHUTHOH CpElbl, CO3JaBacMol
cTanuoHapHeIMH PU-niepesaTyukamu, CIeIyeT paccMOTPETh BO3MOXHOCTh HMPOBEJICHHS 3IEKTPOMATHHUTHOrO 00CHe0BaHMs
obbekra. Ecnm H3MEPEHHAsA HAMPSDIKCHHOCTH IIOJA B MECTE PACHOJIOKCHHS BPEMEHHBIX JJICKTPOAOB KapAHMOCTHUMYIIATOPA
TIPEBBIIIACT HpHBe,E[eHHLIﬁ BBIIIC HpI/lMeHl/IMLIﬁ YPOBEHB COOTBETCTBHU Tpe6OBaHI/l5[M mo PI‘I-I/ISHy‘IEHPl}O, cilenyer Ha6J'IIO,E[aTL 3a
2JIEKTPOIAMH C LEJIBI0 TIPOBEPKU MX HOPMaNIbHOMI paboThl. B ciryuae oGHapyskenus HapymeHuii B paboTe MOryT HoTpeboBaThCs
JIOTIOJIHUTEIIBHBIC MEPhI, TAKHE KaK H3MEHEHHE OPHEHTALIMH WM HEePEMEICHHE dIEKTPOJIOB.

9 Bo Beem amamnasone gactor ot 150 kI 0 80 MI'ng HAIIPSUKEHHOCTB 10JIs I0JDKHA ObITh MeHee 3 B/M.
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TaGyma 4
PexoMeHIyeMble PaCCTOSHISI MEX/y HOPTATUBHBIM M MOGMIIBHBIM 000PYI0OBAHHEM PaUOCBS3H H YICKTPOLAMU
BPEMCHHOT'O KapIUOCTUMYJIATOPA
BpeMeIHILIe SJIEKTPOABI KApAUOCTUMYIIATOPA IIPEAHA3ZHAYCHBI IS UCTIOJIB30BaHUS B 3HeKTpOMaI‘IH/ITIIOI71 cpene,

B KOTOpOﬁ KOHTPOIHUPYIOTCA pagliO09aCTOTHBIC U3I1y4a€MbIC IIOMEXH. HOKyHaTeIIB WJIH TIOJIB30BATEIb MOXKET
HPEOTBPATHTD JIEKTPOMATHUTHEIE IOMEXH, COOII0NAs MUHAMAJIbHOE PACCTOSIHIE MEJKLy TIOPTATHBHEIM H
MOOUIIBHBIM PaHOYaCTOTHBIM 000pPYI0BaHHEM CBSI3H (IIepeJaTINKaMH) H BPEMEHHBIMU JICKTPOJIAMH
KapAHOCTUMYJIATOPA, KaK PEKOMEH/IYETCsl HHKE, B COOTBETCTBUH C MAKCUMAJIbHOI HOMHHAJIbHON BBIXOJHOM
MOIITHOCTBIO 060pyHOBaHl/Iﬂ CBSI3H.

Paccrosnne H30IIHM IS TTepeIaTINKOB PA3HBIX YaCTOT /M
MaxcumanbHas HOMUHATBHAR 170150 Ty 10 80 | ot 80 Mt 10 800 Or 800 MT'u 10 2,5
BBIXOJIHAS MOIIHOCThL IEpeIaTynuKa Ml MI'g ITu
(B1) 1.2VP 1.2VP 2,3VP
0,01 0,12 0,12 0,23
0.1 0,38 0,38 0,73
1 12 12 23
10 38 38 73
100 12 12 23

JIns  mepenaTdyMKkoB € MaKCHMMalbHOW HOMHMHAIBHOW BBIXOAHOH MOIIHOCTEIO,

HE yKaSaHHOﬁ BBILIE,

pexoMmenjryeMoe paccrosHue d B MeTpax (M) MOKHO OIPENENHTh C IOMOMIBbI0 (OPMYJIbI, TIPUBEIEHHOH B
COOTBETCTBYIOLIEM CTOJIOIE YACTOThI IIEPEaTYHKa, Tie P — MakcuManbHas HOMHHAJIbHAS BBIXO/IHAS MOIIHOCTh
nepejarynka B BarTax (BT), ykazaHHas NPOM3BOIMTENIEM NEPEIaTUHKA.

Ipumeuanne 1: Ha gacrorax 80 MI'm u 800 MI'w ucnons3yercst Gpopmyita st 6ojee BEICOKOrO YaCTOTHOTO
JIMana3oHa.

Ilpumeuanne 2: Jluama3oHsl YacTOT JUIsl IPOMBIILIEHHBIX, HAYIHBIX H MEIHIMHCKHX Ieneil B npeaenax ot 150
kIt 1o 80 MI'p oTHOCATCS K auanasonam 6,765 MI'n—6,795 MI'n, 13,553 MI'u—-13,567 MI'n, 26,957 MI'n—
27,283 MI'u u 40,66 MI'u—40,70 MI'i.

Ipumeyanue 3. Jlns pacueTa peKOMEHLyEMOT0 PACCTOSHUSA MEX/y MepeaTYnKaMu B Juana3oHax yactor ISM
or 150 xI'u no 80 MI'm u B amanaszone uyactor oT 80 MI'm mo 2,5 I'Tn ucnone3yercs HOMONHUTEIbHbIH
ko3 durment 10/3, uToObl CHU3HTE BEPOATHOCTh BO3HMKHOBEHHS IIOMEX OT MOPTaTHBHOIO/MOGHIBHOTO
000pyI0BaHHS CBA3M B CITyH4ae €ro CIydaiHOTO MOMafaHus B 30HbI HAXOXKICHHS MALUEHTOB.

Ilpumeuanne 4. JlanHble peKOMEHIAIMM MOTYT OBITH IPHMEHHMBI HE BO BCeX CHTyamusax. Ha pacmpocTpanenne
SIIEKTPOMAarHUTHBIX BOJIH BJIUSAIOT IOIJIOIEHNE H OTPaKeHHE OT KOHCTPYKIIMi, IPEIMETOB U JIIOJCH.

IIpumeyanus:

He npumensiiite aHHBIH NPOAYKT y NALMEHTOB 10 UCTEYEHUH CPOKA TOAHOCTH.

JlaHHBIi IPOAYKT yIAKOBaH B CTEPUIIbHYIO YIIAKOBKY U OCTAaeTCsl CTEPHIIBHBIM M CBOOOAHBIM OT IUPOTCHOB 1O MOMEHTA BCKPBITHS yIakoBKH. He HCIoIb3yiTe MPOAYKT,
€CJIU yNAaKOBKa MOBPEXKIEHA 10 UCIOJIB30BaHUSL.

JlaHHBIN TPOYKT ObLT CTEPHIM30BaH HIEpel OTIIPABKOi ¢ 3aBofa. He crepunusyiite ero moBTopHo.

He monuduiupyiite 1aHHBIH OIPOXYKT.

Bpatuun MoryT 06paTiThCs K MEIULIMHCKON JIUTEPAType,  TAKKE K CBOMM 3HAHHSIM, IOy ICHHBIM B X071 00y4CHHSI, H HAKOIUICHHOMY IIPAKTHYECKOMY OMBITY JUISl IOy ICHHUSI
nopoOHOi HHpOPMALHK 00 HCIOIb30BAHUH MIEKTPOJOB AJIsi BPEMEHHON KapJUOCTUMYJISILIUN U METOZAX, TPUMEHSIEMBIX TIPH EKTPOGU3HOIOrHUSCKHX HCCIIEJOBAHUSIX.
UpesMepHOe CKPYYHBaHHE WIH U3rUO IEKTPOOB JAHHOTO H3CIHS MOYKET IPUBECTH K ITIOBPEIKICHHUIO BHY TPEHHETO MPOBOJHHUKA JIEKTPOIOB.

Jls ¥icrionb30BaHus C JIAHHBIM M3/I€NTHEeM PEKOMEH IyeTcs 000pyIoBaHNE ¢ M30JISILHEi OT ceTn niM paboraroiee oT 6arapen.

TIpoBoja JaHHOTO M3/EIMsI MOXKHO HCIOJIb30BATh TOJIBKO C 000PY/I0BaHUEM, COOTBETCTBYIOILIMM HAIL[MOHAIBHBIM/MEXK/yHAPOHBIM CTaHapTaM 0€301aCHOCTH.

Hu B xoem ciyuae He NpOTHpAiTe JAaHHBIA NMPOAYKT OPraHUYCCKHMH PACTBOPHTEIAMU (CHHPTOM, (GHUPOM, dQUPHBIMU COCAMHEHMSIMH, (HEHOIOM M T. [.) WIH
Je3UH(PUIUPYIOMINMHU CPEACTBAMH, COICPIKALIUMH CITUPT.

JlaHHBIH TPOJYKT SIBJISETCS OJHOPA30BBIM MEIMIMHCKMM H3JIEIMeM. YTHIM3AlMs I0CJIe HCIOIb30BAHUS JIOJDKHA OCYIIECTBISITBCS B COOTBETCTBUHM C IPaBUIIAMH
obparieHus GOMBHHIIBL, @ TAKXKE 3aKOHAMH M HOPMATHBHBIMH aKTaMH, KACAIOIMMHCS MEULIMHCKUX OTXO0B.

HNudopmanus o npoaykre:

Ha3zBanme npoayKkra: BpeMeHHbIH 2IEKTPOJ 111 KapIHOCTUMYIISLIUN

HanmeHoBaHHE PerucTPaHTa/MPON3BOANTEISI/TOCTABIIMKA MOCIENPOAaKHOr0 obcy:kuBanus: Iupwkons Jlaiidgrex Kaparo Meaukan Dnexrponunke Ko., JIta.
Azlpec perucTpaHTa/MpoM3BOAMTEIsI/MOAPa3ieIeH!s NOCIeNnpPoAakHoro oocay:kxuBanus: Komuara 1401, 3panue D1, Nanshan Zhiyuan, Ne 1001, npocrekr CrosroaHs,
Mukpopaiion Yansroans, ymuua Taotoans, paiion Hanbmans, I>Hp4KIHB

KonrakTHasi uHpopManusi peructpanra/mpoussoaurens: 0755-23251894

KonTakTHast nHpopManus c1y:K0bI MOC/IeNPOAa:KHOr0 o0cay:xuanus: 400 803 5503

Anpec npousBoacrsa: 701, 3nanue C4, Ne 459, ynnua I{siokaii, oommna ®onxyan, ynuna Oauxyan, paion ['yanmun, L>apaxoub, npoBuHnus [yanayn, Kurait

Cpok rogHocTu: 3 rona
JlaTa mpoM3BOJACTBA: CM. STHKETKY Ha IIPOJYKTe

IlosicHeHMe K CMMBOJIaM:
-

ZAN

%
®

Bepeus or
COJIHEYHBIX JTydei

XpaHHUTh B CyXOM MeCTe

He HCII0JIB30BaTh, €CJIN YIIAaKOBKa
TIOBpEXKICHA

CTepPUIPBOBaHO C UCMOJIB30BAHUECM
OTUJICHOKCHU]T

CONTTENTS ConepKHUT OJIMH MPOIAYKT

He ucnons3oBars ITOBTOPHO
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He crepunusyiite noBTopHO

O3HAaKOMBTECh C HHCTPYKIHEH
10 IPUMEHEHHIO

TIpuxnannas nerans Tuna C F

Homep no xaranory

Kon maptun

Cpoxk rogHocTH

OmnacHocTH, cBA3aHHbIE ¢ MR

Henuporensnsrit

IIpenynpexnenue

Jlara
MIPOH3BOJICTBA

L XOUE eEE

TIpenenbHoe 3HaueHUE BraxkHOCTH (0—
80 % OTHOCHTENBHOMN BIIAYKHOCTH)

C
TIpenensuas Temneparypa (10-30 °C)

=l
‘ :
w
=

Collep>KUT MM TIPUCYTCTBYET
HAaTypaJbHOTO Kay4yKOBOI'O JIaTeKca

Homep aeramm: 0305006008 LTC/TS/0051-01C 01.02 2024 -12-09
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