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1. Purpose of the medical device

1.1 Name of the medical device
Electromyograph handheld Dantec CLAVIS self-powered and controlled

1.1 Purpose of the medical device

The DantecCLAVIS is a medical device designed to be used as a stimulator for nerve
localization as well as a navigator for targeted needle insertion in intramuscular injections.

1.2 Indications
1 To control the administration of botulinum toxin (protein) and other drugs into the muscles.
2. Nerve block control.
3. Definition of muscle contracture.
4. Diagnosis of muscles involved in pathological processes (cervical, focal dystonia, spasticity).
5. Mapping of motor zones of muscles.
6. Intraoperative stimulation of nerves for the prevention of their surgical damage

1.3 Contraindications
Patients with epileptic status in the anamnesis. For patients with blood clotting disorders,
prescribe procedures using the device with caution. Pregnancy and lactation of the breast are also
a contraindication. There are also general physiotherapeutic contraindications.

1.4 Possible side effects when using a medical device
1 Pain and redness together injections
2. Painful muscle spasm as a result of electrical stimulation

1.5 Indication of the possibility and features of the use of a medical product for
humans by medical products implanted in the human body
forbidden to perform procedures using the device for  patients  with implanted
medical devices.

1.6 Operating conditions
Table - Operating conditions

Working Environment 10°C to 40°C

environment temperature

conditions Relative 30% to 75% (non-condensing)
humidity
atmospheric From 700gPadol060gPa
pressure

1.7 Personnel qualification
This medical device is intended for use by qualified medical personnel with basic knowledge of
electroneuromyography.

1.8 Target group
This medical device is used for patients in accordance with the indications for use
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1.9 Conditions for the use of a medical device in medical organizations The handheld
electromyograph Dantec CLAVIS with autonomous power supply and control is intended
for use by qualified medical personnel who have knowledge of the basics of
electroneuromyography.

2. Information about the manufacturer of the medical device

2.1 Name Natus Manufacturing Limited,
Ireland (Natus Manufacturing Limited, Ireland)

2.2 location
IDA Business Park Gort Co . Galway, Ireland

2.3 Address of the medical device manufacturing site
Natus Manufacturing Limited , Ireland
(Natus Manufacturing Limited, Ireland) IDA Business Park
Gort Co. Galway, Ireland

3. Classification of a medical device
Table - Classification of a medical device

nomenclature classification Class 2b
medical devices

OKPD2 code 26.60.12.121

Classification by type of protection Medical device with internal
electric shock power source

According to the degree of protection bf

electric current

By type of software safety according to class B

LLIC62304

Product class by medical ClassA

non-electrical waste in accordance with
SanPiN2.1.7.2790-10

I According to the degree of protection against IPXO
the ingress of foreign solid objects and the
ingress of water (based on the standard
IEC60529)

Operating mode continuous

4, Description of the principles on which the operation of the medical

device is based and their features

Electromyograph handheld Dantec CLAVIS with autonomous power supply and control works

on the basis of a method for studying bioelectric potentials that arise in the skeletal muscles of
humans and animals during excitation of muscle fibers. In EMG mode, this device is used for
needle electrode examinations. During the procedure, the Dantec CLAVIS will emit a series of
beeps that differ in intensity and frequency, making it easier to locate the required muscle or
nerve. Flashing indicators
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A on the stimulation level panel allow you to control the level of current transmitted to the patient.

5. General photo of Ml

Figure - General photo of MI (handheld electromyograph Dantec CLAVIS with
autonomous power supply and control)

5.1 Variants of execution of a medical device
This MI is made in a water version.

5.2 Basic compose the list of components and accessories of Ml
aximum permissible deviation no more than +/-10%
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Handheld electromyograph Dantec CLAVIS self-powered
control and accessories

Name Description
Components Components photography components
on Electromyograph DantecCLAVIS-
e handheld Dantec a medical device intended
CLAVIS to be used as a stimulator
with for localizing nerves, as
self-powered and well as a navigator for
controlled targeted needle insertion in
intramuscular
injections.
Management User's manual
user on contains the
paper material natus
the study of which is
User manual on necessary to Dantec clavis
electronic media ensure the correct

operation of the
electromyograph

handheld Dantec
CLAVIS self -powered and
controlled

4/\
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Needle electrode
monopolar injection
(for RU

No. FSZ 2011/10502)

fou Oval adhesive
r electrode (according to
RU No. FSZ
2011/10502)

Electrogrounding
lamellar (poru
No. FSZ 2011/10502)

Keyportable

Disposable needle
electrodes with a
hypodermic, needle are

used for
simultaneous drug

administration and recording

Applies to
registration

nd monitoring of EMG

Applies to
registration

nd monitoring of EMG

Designed for
transporting an
electromyograph

handheld Dantec
CLAVIS with self -powered
control.
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Battery9Vv Designed to power the
electromyograph
DantecCLAVIS

5.3 Possibility and methods of integration with other medical devices.

Natus Manufacturing Limited recommends the use of the following accessories with the
Dantec CLAVIS Self-Powered Handheld Electromyograph:

Name DescriptionDetail
S

Needle Electroneedle monopolar subcutaneous Bo-ject single use with

electrode (EMG output, size: 25 x 0.30 mm, Natus Manufacturing Limited , Ireland (Ipack -

input, cathode) 12 pcs.).
Electroneedle monopolar subcutaneous Bo-ject single use with
output, size: 25 x 0.41 mm, Natus Manufacturing Limited , Ireland, (Ipack -
12 pcs.).
Electroneedle monopolar subcutaneous Bo-ject single use with
output, size: 37 x 0.41 mm, Natus Manufacturing Limited , Ireland, (Ipack -
12 pcs.).
Electroneedle monopolar subcutaneous Bo-ject single use with
output, size: 50 x 0.41 mm, Natus Manufacturing Limited , Ireland, (Ipack -
12 pcs.).
Electroneedle monopolar subcutaneous Bo-ject single use with
output, size: 75 x 0.64 mm, Natus Manufacturing Limited , Ireland, (Ipack -
12 pcs.).
Electroneedle monopolar subcutaneous Bo-ject single use with
output, size: 37 x 0.46 mm, Natus Manufacturing Limited , Ireland (Ipack.-
12 pcs.).
Electric needle monopolar injection (size: 25x0.30
mm)( Bo -ject), NatusNeurologyIncorporated , USA, (1pack-1Opes).
Electric needle monopolar injection (size: 25x0.41
mm)( Bo -ject), NatusNeurologylncorporated , USA, (Ipack-10pcs).
Electric needle monopolar injection (size: 37x0.41
mm)( B o-ject), NatusNeurologylncorporated , USA, (Ipack-10pcs).
Electric needle monopolar injection (size: 50x0.51
mm)( Bo -ject), NatusNeurologylncorporated , USA, (Ipack-10pcs).
Electric needle monopolar injection (size: 75x0.71
mm)( Bo -ject), NatusNeurologyIncorporated , USA, (Ipack-10pcs).
Electric needle monopolar injection (size: 37x0.46
mm)( Bo -ject), NatusNeurologylncorporated , USA, (Ipack-10pcs).

User Guide Supplemenl - Elecfronixograph handheld Daniec CIAVIS Offline power and conirol

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



Skin
electrodes
(anode,
reference
signal,
grounding for
the patient

L

Ground
electrodes
(Patient
ground)

Disposable skin electrode with gel, 50cm cable
15 mm TPC connector.(12 pcs.).

Disposable skin electrode with gel, 10 cm cable
TPC connector 0.7mm (12 pcs.).

Disposable skin electrode with gel, 8cm cable
TPC connector 0.7mm (12 pcs.).

80cm unshielded cable with 0.7mm and 1.5mm TPC connectors (8pcs,

colored).(Use with skin electrodes 135021

and 13S024).

Film electrodesadhesiveelectroconductivegelsurface

basis (100 pcs.).

Unshielded cable with clamp connector, green, 80cm,

female connector type TPC (pcs.). (Use with electrodes 13S023).
Unshielded cable with clamp connector, black, 80cm,

female connector type TPC (pcs.). (Use with electrodes 13S023).
Unshielded cable with clamp connector, red, 80cm,

female connector type TPC (pcs.). (Use with electrodes 13S023).

Grounding electrode, 10 cm Velcro, 1.5 m cable with connector
TRS type 1.5 mm.

Earth electrode, 18.5 cm Velcro, 1.5 m cable with connector
TRS type 1.5 mm.

Ground electrode, 75 cm Velcro, 1.5 m cable with connector
TRS type 1.5 mm.

Ground electrode, 45 cm Velcro, 1.5 m cable with connector
TRS type 1.5 mm.

Ground plate electrode, 1.5 m cable with connector

TRS type 1.5 mm.

Ground plate electrode, 1.2m cable with connector

TRS type 1.5 mm.

5.4 Materials from which the medical device or its main parts are made,

hiocompatihility

Product name or parts and Materials used in the Type of contact
accessories (tested) manufacture with the body
(according to
GOSTISO10993-1-
2011)
Electromyograph handheld Frame: Short-term contact
Dantec CLAVIS with ABS plastic 1106-M-30 (less than 24

autonomous power supply and

control

Dye: White brand SWS13-
POMWeipbatch50,

hours) with

intact skin and
mediated contact with
the body.
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4 6.2 Photomarking

Dantec CLAVIS
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11l

Dantec CLAVIS handheld electromyograph with autonomous power supply and control

Registration certificate: RZN No XXXX/XXXX date
Country of origin: Ireland
Date of manufacture and serial number are indicated on the main labeling of the product

Purpose; normative documentation, the requirements of which the medical device
complies with; weight and size characteristics and service life of the product are
specified in the user documentation

Authorized representative of the manufacturer;
Infomed-Neuro LLC, 125445, Moscow, Leningradskoe shosse, 69, bldg. 1, room 1,
floor 1, room, fifty.

9B; alkaline battery
IEC-6LR61,ANSI-1604A. IA | X '\

Figure 2 - Marking of the Dantec CLAVIS handheld electromyograph with autonomous power
supply and control

ftorl 1804LL02 RtPl 901350472
2 20214)44)6 (01)00382830042451

(10) 1804LL02
(11) 180406

IYn/| 20184)44)6 (17)210406

Figure - Marking of electrodes according to RU No. FSZ 2011/10502
7. Information about the packaging.

The box is made of corrugated cardboard 5 mm thick, painted white on the outside. Inside the
cardboard box is placed a plastic bag of air-bubble wrap (bubble wrap) to protect the case from
impact.

Package dimensions and weight of the set
Dimensions, L x W x H: 359 x264 x 86 mm
Weight: 0.967 kg

¢
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7.1 Photos packin
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<1

<1

(i Figure - Packing of handheld electromyograph Dantec CLAVIS with autonomous power
supply and control
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7.2 Location of symbols on the package

natus
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Dantec clavis
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Figure - Arrangement of symbols on the front side of the package
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R 9015A0012 N 5678

(01)05704736002745(21)5678

(240) 9015A0012

Alpine Biomed ApS, Tonabtkktn 16-18, DK-2740 Skovlunde, Denmark, Phone: +46 4457 9000

Figure - Arrangement of symbols on the package

8. Terms of transportation and storage

ambient temperature -I0C "to +50 C"
Relative Humidity from 10% to 100%.
Atmosphere pressure from 700 hPa to 1060 hPa
ambient temperature +10C"to+40 C"
Relative Humidity from 30% to 75%.
Atmosphere pressure from 700hr|13Pa to 1060

a

9. Main parameters and characteristics of the medical device:

9.1 Specifications for each component of the medical device
Maximum permissible deviation no more than +/-10 %
Weight and dimensions of MD:
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Handheld electromyograph Dantec CLAVIS with autonomous power supply and control

Width, mm

Height, mm
Length, mm
Weight, kg

Width, mm
Height, mm
Length, mm
Weight, kg

Width, mm
Height, mm
Length, mm
Weight, kg
Main technical characteristicsMI

portab e case

Battery9V

twent

Y
80

140
0.14

80
227
279

0.527

16
25.5
48.5

0.045

Electxomyograph handheld Dantec CLAVIS self-powered and controlled

Gain

EMG amplifier bandwidth, Hz
Sampling frequency, Hz

RMS noise

active input

Reference inputs

Grounding for the patient
Speaker bandwidth, Hz

Output current, mA

Maximum excitation voltage, V
Electrode resistance. Ohm
Stimulation frequency, Hz

Current pulse amplitude, mA
Current amplitude control step, mA
Pulse duration, ms

output signals

active output

Reference Outputs

Maximum load

Power supply type
Type of

Voltage, V

Battery capacity
Input current, A
Energy consumption

Module EMG

Stimulant

portab e case

Battery9V

45000
600-5000
30kHz
0.7 mV
black 1,5mm type TRS
red 1,5mm type TPC
green 1,5mm type TPC
340 - 10000

1.0—15.0
100
200-7000
lor?2
1-15
one
0.1 or 0.2
rectangular shape
black 1,5mm type TRS
red 1,5mm type TPC

IOkg.

alkaline battery

IEC-6LR61,ANSI-1604A.

9
100..125mAnh
2
2Wmax

User manual on electronic media

media type
Volume occupied by the carrier

CD-ROM
11.2 MB
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Version A2
Electric needle monopolar subcutaneous disposable with withdrawal, size 75x

.0.71 mm
Needle length in the range 74-76 mm
Outer needle diameter in the range 0.64 -0.72mm
Output length in the range 78-90 cm
Connecting the output with a needle soldering inside one-piece plastic
holder
Connector for connection to TRS 1.5 mm
electromyograph
Possible types of syringes used Luer-Lock
Sterility sterile

Electric needle monopolar injection
Specifications see according to RU No. FSZ2011/10502
Electroadhesiveoval
Specifications see according to RU No. FSZ2011/10502
Electrogroundingplate
Specifications see according to RU No. FSZ2011/10502
Needle electrode monopolar subcutaneous disposable with a lead, size 25 x 0.41 mm.

Needle length in the range 24-26 mm
Outer needle diameter in the range 0.40 -0.42 mm
Output length in the range 78-90 cm
Connecting the output with a needle soldering inside one-piece plastic
holder
Connector for connection to TRS 1.5 mm
electromyograph
Possible types of syringes used Luer-Lock
Sterility sterile
Needle electrode monopolar subcutaneous disposable with a lead, size 25 x 0.30 mm.
Needle length in the range 24-26 mm
Outer needle diameter in the range 0.29 -0.31mm
Output length in the range 78-90 cm
4 Connecting the output with a needle soldering insiﬁe I(éne-piece plastic
older
Connector for connection to TRS 1.5 mm
electromyograph
Possible types of syringes used Luer-Lock
Sterility sterile
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9.2 EMC information

XepnrepucTku RU / (M3K) 61000-4-2: 2009 Pa3psag Temneparypa

MeTog vcw Tanuin ceTb: 150 n®.3300 BnaxiocTtb

McnbiTaHne o6opygoe Mk)|lab Hprshoim 49562 HeonpeaeneHHOCTb
HeTB
CTaHABPTHbI TecT
BBaumopeiictene A, amnnutyga
MoBepXHOCTL MCMbITyeMoi HaVMeHOoBaHue npoLio
paspsaoBs Kak bl 1KB]
MOBEPXHOCTTH
Coamslya««M,

orpaga orpajga HCP KOHTaKkT 10 +1-2,4, 16 na
orpaga orpaga VCP KOHTaKT 10 +/'2, 4. ne na

3a/HAA NaHeNb enkT 1 MBTanM4eckuii 11000CPO/ACTaEHHbI KOHTAKT 10 +1-2,4, 16 na
3a4HAA naHeslb BUHT 2 MBTBMNMUYECObI HenocpeacTBeHHa kouTarr 10 +1-2,4. n6 na
3afHAs NaHesb enHT 3 MeTannyeckuii HEoOoCpeACTBEHHbM KOHTakT 10 +1-2,4.1n6 na
3a4HAs NaHenb BUHT 4 MeTa/I/IMYecKunii HENoCpeACTBeHHbI KOHTarr 10 +1-2,4, 16 na
noprGND MeTa/IIM4ecKuii HenocpeacTBeH»”™ lOHTakr 10 +1-2,4, 16 na

Aatuuk nopT 1 MeTannuuecol HenocpeACTBEHHbIN KOHTakT 10 +1-2,4. n6 na
MopT gatunka 2 MeTanmueckuii ltornocpoacTebl IBA/IKOHTaKT 10 +/-2,4.n6 na
AaTtyuk nopt 3 MeTan/IMyeckunii HenocpegcTaeHlbl ii KBUKT 10 +/-2,4. n6 na
orpaga orpajga MpsiMoii aoBayx 10 +/-2. 4n8 na

fl

22*C40%

OTHOCUTE/IbHO

0.6 gb

3amMedaHus

MpumeuaHue 2
MpumeyvaHune 2
MpymeyaH®d3e 2
MpumeyaHue 2

MpumeyaHneT

MpumeyaHne 1 06Verr UCMbITAHAN OTKNIOYAETCS 40 +/m 8 Kfi a0&0ynMOro paapsias Ha nepegHelt naHenn AUHaMUK BOKpyr HopmansHas dyHkums MAR nosepuyn!

oauH Onuca»«40e noBefeHve gonyckaeTca enhgt kputepun kavectsa EP MpumevaHue 2; »bibekuun Pro a

pexvmMe oxuaBuina

XapaiaepHcnew Ru/ I'3K) 61000" : 2006 « M -»A2 lerrywroe TeMnecsTyoa

MEeTOf, UCTIbITaHW/i  NOeoBaPUTE/ILHOM Ka/IMOO00BOX B/1AKHOCTb

Mwmsunab Hersnolm 49999 49094 49617 49749 49750 49751 49787 29784 29744
VCTibITaH1e 000pyLoe HeortheAenexocTs
49755 29801 49812

AmlwTyaa[B
J YaCTOTHbIN AnanasoH MOoZynAauma yanpasned«e nons /K MpoLio
80-1000 MTy 80% AM 1 «kly rOOUXUTa/IbHbIE BepPTUKaIbHbIe-f .[a
oT 180251y 80% AM 1 kly TOPU30HTa/IbHbIE BEPTUKA/IbHbIE > aa
80-1000 MTy, 80% AM 1 kly ropuaouTarbHbleB e pTu kanbone 3 aa
OT1p025(Ty 80% AM 1 kly rOPU30HTasIbHbIE BEPTUKASIbIbIE 3 aa

MpyMeyaHne i CTOPOHA UCTbITLIBAEMOTO OObEKTa CTaUTKMBAETCS C AHTEHHOW npumevaHve

2: B nepepHeli yacty uccnesyemoro oCbekTa CTaslkMBaeTCs C aHTEHHOM
O 10. Service life, shelf life
Service life - 7 years, shelf life - 10 years.
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n 11. environmental protection

11.1 Requirements for the protection of the environment when using a medical device

This product does not harm the environment with proper operation, transportation and storage. In
order to maintain compliance with the declared period of harmless use, work on the equipment
must be carried out in strict accordance with the instructions and environmental conditions given
in the operating manual, as well as with strict observance of periodic maintenance schedules.
The period of environmentally friendly operation of consumables or individual parts may be less
than the value set for the product. Periodic replacement of these consumables or parts in order to
ensure environmentally friendly operation of the product during the claimed safety period must
be carried out in accordance with the rules of maintenance.

12. Methods and conditions of sterilization, terms of preservation of sterility
The Dantec CLAVIS is not sterilizable.

13. List of national and international regulatory
documents/standards to which the medical device complies

Standard Description

IEC/EN60601-1 Medical electrical products - Part 1- General requirements
security, taking into account the main functional characteristics

EN60601-1-6 MEDICAL ELECTRICAL PRODUCTS. Part 1- 6.
GENERAL SAFETY REQUIREMENTS. Serviceability _
IEC60601-1-4 Medical electrical devices. Part 1 General safety requirements. 4. Safety

requirements for programmable
medical electronic systems

IEC/EN60601-1-2 MEDICAL ELECTRICAL PRODUCTS. Part 1-2
General safety requirements, taking into account the main functional
characteristics.  Parallel ~ standard.  Electromagnetic  compatibility.
Requirements and tests

IEC62366:2008 MEDICAL PRODUCTS.Design of medical products
taking into account the serviceability

EN980 Medical devices. Graphic symbols used in
labeling of medical devices

EN1041 Information supplied by the manufacturer for medical
appliances

EN60601-2-40 MEDICAL ELECTRICAL EQUIPMENT . Part 2-40.
Particular safety requirements for electromyographs

and equipment

EN62304 Medical products.Software.Processes
life cycle

ENI1SO13485 Medical devices.Quality management systems.Regulation requirements

ENISO14971 Medical devices. Application of risk management

medical devices
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L/nccilive

Directive 90/385/EEC

14. Warranty

Natus Manufacturing Limited provides a 1-year warranty for a self-powered handheld electromyograph.

Any warranties and obligations of Natus Manufacturing Limited will
be void in the following cases:
- non-compliance with the requirements of this manual and other accompanying

documentation when using the device.

15. Complaint
Authorized representative of the manufacturer of the medical device:
Organizational and legal form and complete Limited
name of the legal entity responsibility of “Infomed-Neuro"
Address (location) of the legal 125445, Moscow, Leningrad highway, d.
faces 69, bldg. 1room 1, floor 1, room 50.
Phone number +7495 645 47 00
An identification number 7743785545
taxpayer
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MepeBof C aHINNIACKOTO A3blKa Ha PyCCKMUii A3bIK

OOMNOJIHEHVE K PYKOBOACTBY NOJIb3OBATE/A

«neKkTpommorpad HanagoHHbIn Dantec CLAVIS ¢ aBTOHOMHbIM NUTaHWEM 1 YNpaBieHNEM>

/Mopnuce/

LLIoH NlaHraH (Sean Langan)

Buue-npesngeHT no rnobanbHbIM onepaumsam

«Hatyc ManyekTtepuHr Jinmutea» (Natus Manufacturing Limited)

MoanucaHo B moeM npucyTcTeuy LLlonom SlaHraH (Sean Langan), M3BeCTHbIM MHe M4HO 10
OKTS6ps 2022 .
/Moanuce/

Onwuemsa NlnHy (Olivia Lynch)

yn. Kpoy (Crow), r. TopT, 'padcTBo Monyait

My6/MYHbIA HOTapuyc

JTnueH3mns Ha coBepLUeHVie HoTapyasibHbIX AeACTBUIA BECCPOYHA.

TWCHeHas neyatb HOTapuyca.
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1. Ha3HayeHue MeAULWNHCKOIO Usgenus

U1 HanmeHoBaHMe MeAULINHCKOIO U3aenna
AnekTpomuorpad HanagoHHbI Dantec CLAVIS ¢ aBTOHOMHbIM NUTaHMEM W YMpaBNeHNEM

1.1 HasHayeHve MeULMHCKOro n3genuns

Dantec CLAVIS - MeauLMHCKOE YCTPOMCTBO, NpeAHasHauYeHHoe A1 UCMNO/b30BaHNs B
KayecTse CTUMYNATOPa A4/15 NIoKamM3aLm HepBOB, a TAKXKe B Ka4ecTBe HaBuraTopa A/1s
NPULENBHOTO BBEAEHWS UT/bl NMPU BHYTPUMbILLIEYHBIX MHBEKLMSAX.

1.2 MNokasaHnA
1 [Ins KOHTPO/S BBEAEHWUA GOTY/IMHUYECKOrO TOKCUMHA (NMPOTEMHA) U APYrUX NIeKapCTBEHHbIX
CPEeACTB B MbILLILIbL.
2. KoHTponb 610Kafbl HepBoB.
3. OnpegeneHne KOHTPaKTypbl MbILLILL.
4. InarHoCTMKa MbILLLL, BOB/IEYEHHbIX B MATOMIOMMYecKue npouecchl (NMpY LepBUKaIbHON,
(hOKa/IbHOW AMCTOHMAX, CNACTUKE).
5. KapTupoBaH/e MOTOPHbIX 30H MbILLIL,
6. IHTpaonepaunoHHas CTUMYNAUMA  HEpPBOB  ANA  MPOMUNAKTUKA  UX  XUPYPruYecKoro
MoBpeXxxaeHns

1.3 MNpoTvBONOKa3aHNA
MauneHTbl C 3NWIenTUYeCKMM CTaTycoM B aHamHese. [laumeHTam C  HapyLleHUAMU
CBEPTLIBAEMOCTN KPOBY Ha3HayaTb NpoLeaypbl C UCMosb30BaHWeM Mprbopa C OCTOPOXKHOCTLIO.
BepemMeHHOCTb ¥ nakTauma rpyau Takke ABMSETCA MPOTMBOMoKasaHuem. CyLLECTBYIOT Takxke
06LLme (hn3noTepanesTUYECKE NMPOTMBOMOKa3aHNA.

1.4 Bo3MOXKHble MN060YHble AEACTBUA NPU MCMOMb30BaHUN MEAULIMHCKOr0 U3aenuns
1 Bonb 1 NOKpacHEHWe B MeCTe NHBLEKLNN
2. BOne3HeHHbIN cnasm MbiLLL, B pe3ybTate 31eKTPOCTUMYIALMN

1.5 YKaszaHue BO3MOXHOCTU W OCOGEHHOCTE MPUMEHEHUS MEAULMHCKOro U3aenus
0715 N0 C UMNNIAHTUPYEMbIMU B OPraHn3M YesloBeKa MEAVNLMHCKUMUN U3AENNSIMU
3anpellaeTca NpoOBOAWTL  MpPOUeaypbl C  WUCMOMb30BaHMEM npubopa [A7s NaUueHToB C
VMNTAHTUPOBAHHBLIMU MEANLIMHCKUMU U3AENUSMM.

1.6 Ycnosusa akcnyataymm
Tabnuua - Ycnosusa akcnayarauum

Ycnosus paboueii Okpy>KatoLas ot 10 °C no 40

cpefbl TemnepaTypa
OTHoCUTeNbHasA ot 30% [0 75 % (6e3 KoHAeHcaLumn)
BNaXXHOCTb
ATMOC(epHoe Ot 700 rMa go HO6OrMa
[faBneHne

1.7 KsasipmkaLma nepcoHana
[aHHOoe MeAMLMHCKOe M3fenune npefHasHavyeHo 418 MCNo/b30BaHWSA KBaIM(ULMPOBaHHBLIM
MeMLMHCKUM NepCoHaioM, UMEOLLIMM 3HaHWS MO OCHOBAaM 3/1EKTPOHERPOMUOT paui.

1.8 LleneBada rpynna
[aHHoe MeaNLIMHCKOe N3aenne UCNob3yeTcs 419 NaLMeHTOB B COOTBETCTBUM C MOKA3aHUAMN K
NPUMEHEHI0

[loNoNHeHNe K pyKOBOACTBY N0Nb30BaTENSA - DneKTpoMuorpad HanafoHHbIM Dantec CLAVIS ¢ aBTOHOMHbIM MUTaHWEM K
ynpasfeHnem
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1.9 Ycnosua NpuUMeHeHUs MEAULIMHCKOIO U3fennsa B MeAULVHCKUX OpraHm3aumnax
AnekTpomuorpag HanagoHHbIi Dantec CLAVIS ¢ aBTOHOMHbIM MUTaHWEM W yMpaBNeHNEM
npefHasHayeH [0  WUCMOMb30BaHUA  KBAIMPULUMPOBAHHLIM -~ MEAVUUHCKAM  MEepPCOHaIoM,
VIMEIOLLMM 3HAHUSA MO OCHOBAaM 3/1eKTPOHEeMpomumorpagumu.

2. CBe,u,eva O npomnseogumntTesnie MegUMUMNHCKOTIo nsaesnnsa

2.1 HanmeHoBaHue
NatusManufacturingLImited, VipnaHgms
(Hatyc MaHyakTypuHr Jinmutes, VipnaHams)
2.2 MeCTa HaxoxaeHus
IDABuUsiness Park Gort Co. Galway, Ireland
2.3 ALlpec MecTa Npou3BOACTBa MEANLNHCKOIO U3aeuns
NatusManufacturingLimited, VpnaHams
(Hatyc ManyaktypuHr Jliumuten, VpnaHgus)
IDABusiness Park Gort Co. Galway, Ireland

3. KnaccncbukaHna meanymMHCKOro nsgenuns
Tabnuua - Knaccumkaums MeauUMHCKOro n3aenmns

Knacc noTeHUManbHOrO pucka npumMeHeHns Knacc 26
MEAWLMHCKOTO M3aeNnsi B COOTBETCTBUM C

HOMEHK/aTypPHOM Knaccupukaumei

MeAULMHCKNX M3aenuniA

Kog OKMA 2 26.60.12.121

Knaccudmkaums no  tuny  3awnTtbl  OT  MeauumMHCKOe — M3L4eiMe € BHYTPEHHUM
MOPaXKEHNS ANEKTPUYECKNM TOKOM MCTOYHUKOM MUTaHUSA

Mo cTemeHn  3awmTbl  OT  nopaxeHus BF
3NIEKTPUYECKM TOKOM

Mo Tmny 6e30MacHOCTY NPOrpaMMHOro Knacc B
obecneyeHus cornacHo IEC 62304
Knacc n3genns no MeguumMHCKUM Knacc A

HEe3MeKTPMYECKMM 0TX0[aM B COOTBETCTBUNU C

CaHlNlunH 2.1.7.2790-10

Mo cTeneHn 3aWMTbl OT NONagaHUsA BHYTPb IPX0
MOCTOPOHHUX TBEPAbIX MPesMeTOB U

MoCTyn/ieHNs BoAb! (Ha OCHOBaHWUW CTaH4apTa

M3K 60529)

Pexknm paboTbl MpOAO/MKNTENbHbIN

4. OnncaHne npuruvnos, HA kotopw x OCHOBaHa pa60Ta MeaAUWLMNHCKOTO
n3aenmsa n nx ocCob6eHHoCTMn

AnekTpomunorpad) HanagoHHbi Dantec CLAVIS ¢ aBTOHOMHbIM MWTaHWMEM W YMpaBleHNEM
paboTaeT Ha OCHOBE MeTOAa MCCNefOBaHNsA BUO3NIEKTPUYECKMX MOTEHLMAIOB, BO3HUKAIOLLMX B
CKeJIeTHbIX MbILLAX Ye/IOBEKA N XXMBOTHBIX NPU BO3OYXAEHUN MbILLEYHbIX BOMIOKOH. B pexxkume
3OMIT fgaHHOe YCTPOWCTBO WCMNOMb3YeTCA A9  WCCNefOBaHWA € MOMOLLLK  UrofbyvaTbIX
anekTpogoB. Bo Bpemsi npoueaypbl Dantec CLAVIS 06ygeT u3gaBaTb CEPU0  3BYKOBbIX
CUTHA/I0B, pPa3INYalOWNXCA MO WHTEHCMBHOCTM W 4acTOTe, YTO [MO3BOMIAET YMPOCTUTH
NOKaNM3aumio  He06XOAMMbIX MbIlWLUbl WAX HepBa. B pexwvve cTuMynaumyM Ha nauuveHTa
BO3MeiCTBYET NOCNeA0BaTeNlbHOCT MMMY/LCOB 3/1EKTPUYECKOro ToKa. MuratoLme MHAMKaTopbl

JloNonHeHNe K PyKOBOCKTOY Nonb3oBaTenu - nekTpomuorpad HanagoHHblii Dantec CLAVIS ¢ aBTOHOMHbBIM NMUTaHWEM 1
ynpasneHnem

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 3
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Ha NaHenu YpoBHA CTUMYNALMK MO3BONAKOT KOHTPOMMPOBAaTb YPOBEHb TOKa, MepeaaBaeMoro
MauyieHTy.

5. O6waa ®otorpacdus MU

PucyHok - O6uas doTtorpadus M (SnekTpommorpad HanagoHHbIn Dantec CLAVIS ¢
aBTOHOMHbIM MUTaHWEM W yNpaB/ieHeM)

5.1 BapwaHTbl NCNONHEHNA MeAULIMHCKOIO NU3aennsa
[aHHoe MW BbINOMHEHO B OAHOM BapuvaHTe UCMOHEHNS.

5.2 ba3oBbIli cOCTaB M NepedeHb KOMMIEKTYHOLWMX 1 NpUHaaneXxHocTen M
MpefenbHoe JOMYCTUMOe OTK/IOHEHMe He 6osee +/-10%

[ononHeHNe K PyKOBOACTBY NONb30BaTENS - dnekTpomuorpad HanagoHHblii Dantec CLAVIS ¢ aBTOHOMHbBIM MUTaHNeM 1
ynpasneHnem

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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HasBaHue
KOMMNOHEHTHI
AnekTpomuorpag
HanafoHHbIM  Dantec
CLAVIS c

aBTOHOMHbIM MUTaHVEM
1 ynpaBneHnem

PyKOBOACTBO
no/sib3oBaTtens Ha
OyMaXHOM HocuTene

PyKkoBoACTBO
nosib3oBaTens Ha
9N1EKTPOHHOM HocuTene

AnekTpomuorpad  HanagoHHbI
yrpaBfeHNEM U NPUHALIEXXHOCTAMY

Dantec CLAVIS

OnuncaHue

KOMMNOHEHTDbI
Dantec CLAVIS-
MeANLNHCKOe u3fenve,
npeaHasHa4yeHHOe 4ns
MCMNO/b30BaHWS B KaYeCcTBe
cTumynaTopa 4ns
NloKanm3aunm HepBoB, a
TakKXe B KauecTse
HaBurartopa ans
MPULENbLHOro BBEAEHWSA
NI Nbl NPU
BHYTPVMbILLEYHbIX
NHBEKLNAX.

PyKoBOACTBO MO/b30BaTENS

COAEPXUT marepwarn,
N3yyeHue KOTOpOro
Heobxo4MMOo Ans
obecrieyeHne  MpaBU/bHON
aKcnyaraumm
anekTpomuorpada
HaNaloHHOro Dantec
CLAVIS ¢ aBTOHOMHbIM

nUTaHNEM K ynpaBieHNEM

C aBTOHOMHbIM

MNTaHNEM U

®oTorpacpunss KOMMNOHEHTbI

Dantec

we
Ce
°

natus

Dantec clavis

RrovimiooNsaril

IR

[LononHeHNe K pyKOBOACTBY N0Nb30BaTENSA - DneKTpomuorpad HanagoHHblii Dantec CLAVIS ¢ aBTOHOMHbBIM NUTaHNEM U

ynpasneHnem
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SNeKTPOS, Uronbyatblii
MOHOMO/ISIPHBbIN
NHBEKLMOHHBIN (Nno PY
NodC3 2011/10502)

ANeKTpoA afre3vBHbIiA
0BasibHbIN (M0 PY Ne
®C3 2011/10502)

ANeKTPo/3a3eMSIoLLIA

nnacTMHYaThIin (no PY
NedC3 2011/10502)

KelicnopTaTuBHbIiA

OfHopa3oBble  WUronbyarble
3NeKTpoAbl C  WUrNoin  Ans
NOAKOXHbIX. VHBEKLWIA

MCMoJib3yHOTCA

ans

OIHOBPEMEHHOI0 BBEAEHUA
NIEKAPCTBEHHOIO npenapara

M 3arnncu

lMpumeHseTca
perucTpauun
MOHUTOpUHIra AMI

MpumeHseTca
perncrpauun
MOHUTOPUHIra IMI™

MpefHa3HaueH
TPaHCNOPTUPOBKU
anekTpomMmorpaga
Ha/1lajOHHOr0

ana

Dantec

CLAVIS ¢ aBTOHOMHbIM
NUTaHNEM W YNpaBIeHEM.

[lononHeHne KPrkoBoACTBX NONb30BaTENS - NeKTPoMuorpad HanagoHHblii Dantec CLAVIS ¢ aBTOHOMHbIM MUTaHUeM U

ynpasneHuem

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Batapeiika 9V MpeaHasHaveHa ans
MUTaHUA 3NeKTpoMMorpada
HanagoHHoro Dantec
CLAVIS

5.3 BO3MOXKHOCTb U CMOCOOLI UHTErPUPOBAHNS C APYTUMI MEAULIMHCKUMU U3AENTUAMM.

KomnaHus Natus Manufacturing Limited pekomeHAyeT UCMob30BaHWE CNeayHoLLIMX
NPVHaA/IeXHOCTeN C aneKTpomuorpadom HanagoHHsIM Dantec CLAVIS ¢ aBTOHOMHbIM
nUTaHVeM 1 yrnpas/ieHNeM:

HavmeHoBaHve OnwucaHve getanu

Nronbyatblii ANEKTPOL, UroNbyaThlii MOHOMOMSIPHLIN NMOAKOXHBIN Bo-ject o4HOPa30BbIi ¢

anekTpop (Bxon BbiBOAOM, pasmep: 25x0,30 mm, Natus Manufacturing Limited, pnaHgua (1

AMI, Kartop) ynak -12 wr.).
ANeKTPoA, UroNbyaTblii MOHOMONAPHBIA NOAKOXHBI Bo-ject 04HOPa30BbIii ¢
BbIBOOM, pasmep: 25x0,41 mm, Natus Manufacturing Limited, MpnaHaus, (1
ynak. - 12 wr.),
ANEeKTPOS UroNbYaTbliAi MOHOMONAPHBIV NOAKOXHbIA Bo-ject o4HOpa3oBbIii ¢
BbIBOZOM, pa3mep: 37x0,41 MM,Natus Manufacturing Limited, NpnaHgus, (1
ynak. - 12 wr.).
ANeKTPOL, Uro/byaThlil MOHOMO/SAPHLIN MNOAKOXHBIA Bo-ject 04HOPa30BbIi ¢
BbIBOZOM, pa3mep: 50x0,41 MM,Natus Manufacturing Limited, pnaHgus, (1
ynak. - 12 wr.).
ANEeKTPOS, UroNbYaThblii MOHOMOSAPHLIA MOAKOXHBIA Bo-ject 04HOPa30BbIi ¢
BbIBOAOM, pasmep: 75x0,64 mm, Natus Manufacturing Limited, VipnaHgus, (1
ynak,- 12 wr.).
ANEeKTPOA UroMbyaThlil MOHOMOMSIPHBIN NOAKOXHBIA Bo-ject o4HOPa30BbIN C
BbIBOAOM, pa3mep: 37x0,46 mm , Natus Manufacturing Limited, VipnaHams (1
ynak.- 12 wr.).
ANeKTPOL UroNibyaThblil MOHOMONAPHBIN MHBEKLMOHHBIN (pasmep: 25x0,30
mm) (Bo-ject), Natus Neurology Incorporated, CLUA, (1 ynak. - 10 wr.).
ANeKTPoA UronbyaTblii MOHOMONAPHBIA MHBEKLMOHHDIN (pasvep: 25x0,41
mm) (Bo-ject),Natus Neurology Incorporated, CLLA, (1 ynak. - 10 wr.).
ANeKTpoa NronbyaTblii MOHOMONAPHBIA MHBEKLMOHHBIV (pasmep: 37x0,41
mM) (Bo-ject),Natus Neurology Incorporated, CLUA, (1 ynak. - 10 wr.).
ANEKTPOA UroNbyaTbii MOHOMONAPHBIA NHBLEKUMOHHBIA (pa3vep: 50x0,51
mmM) (Bo-ject), Natus Neurology Incorporated, CLUA, (1 ynak. - 10 wr.).
ANeKTpoA UronbyaTbii MOHONONAPHBIA MHBEKLUMOHHbIN (pasmep: 75x0,71
mm) (Bo-ject), Natus Neurology Incorporated, CLUA, (1 ynak. - 10 wr.).
ANeKTPOA UroNbyaTbli MOHOMONSAPHbIA MHBEKLMOHHDIN (pasmep: 37x0,46
mm) (Bo-ject), Natus Neurology Incorporated, CLUA, (1 ynak. - 10 wr.).

LlononHeHNe K pyKOBOCK-TBY NoNb30BaTeNs - dnekTpomuorpad HanagoHHblii Dantec CLAVIS ¢ aBTOHOMHbBIM NMUTaHWEM 1
ynpasneHnem
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HakoXHble O[HOpPa30BbI HAKOXHbIN 3MEKTPOL C refieM, Kabenb AnnHon 50 cm ¢

3NeKTPOAbI pasbemoM Tuna TPC 1,5 mm (12 wr.).

(aHog, OfHOPa30BbIi HAKOXHbIN 3N1EKTPO, € renem, kabenb ganHoi 10 cMm ¢

OMOPHbIA pasbemom Tuna TPC 0,7 mm (12 wr.).

CUrHan, O[fHOPa30BbI HAKOXHbIN 3N1EKTPOL C renem, Kabesnb 4/IMHON 8 cMm ¢

3a3emneHne gna  pasbemom tuna TPC 0,7 mm (12 wr.).

naumeHTa HeaskpaHMpoBaHHbIV Kabenb anvHol 80 cMm ¢ pasbeMamut Tuna TPC 0,7 MM 1
15 MM (8 wr., uBeTH.). (Micnonb3oBaTh C HaKOXXHbLIMK 3niekTpodammn 13S021

i n 135024).

- ANeKTPoAbI MIEHOUHbIE C KNENKUM 3/1EKTPONPOBOAHBIM refleM Ha BOAHOM

ocHose (100 wr.).

HeakpaHMpoBaHHbIA Kabenb C 3aKNUMHbIM COeAMHUTENEM, 3eieHbliA, 80 cMm,
pasbem-po3eTka Tuna TPC (wrT.). (Micnonb3osath ¢ anektpogamu 13S023).
HeskpaH/poBaHHbIN Kabesb C 3aKUMHbIM COeJUHUTENeM, YepHblid, 80 cwm,
pasbem-poseTka Tuna TPC (wr.). (Mcnonb3oBats ¢ anekTpogamu 13S023).
HeskpaH/pOBaHHbIN Kabesb C 3aXKUMHbIM COeAMHUTENEM, Kpac-Hbiid, 80 cMm,
pasbem-poseTka Tmna TPC (wrT.). (Mcnonb3osats ¢ anektpogamu 13S023).

3asemnsowme  3asemnaowwmii anexktpog, 10 cm Velcro, kabesb 4MHOWA 1.5 M € pa3beMom
ANeKTpoabl Tmna TPC 1,5 mm.
(3azemneHue 3azemnstowmii anekTpog, 18,5 cm Velcro, kabenb AnvHon 1.5 M ¢ pasbemom
Ans naumeHta) Tuna TPC 1,5 mwm.
3asemnstowmii anekTpog, 75 cm Velcro, kabenb gnnMHoin 1.5 M ¢ pasbemom
Tuna TPC 1,5 mm.
3azemnsaowmii anektpog, 45 cm Velcro, kabenb gnnMHon 1.5 m ¢ pa3beMoM
Tvna TPC 1,5 mm.
3azeMnsoWMiA NNacTUHYaTbIN 3NeKTPOA, Kabenb AMHON 1.5 M ¢ pasbemMom
Tuna TPC 1,5 mm.
3azeMNaoLWmiA NNacTUHYATBIA 3N1eKTPoA, Kabenb ANMNMHON 1.2 M C pa3beMoM
Tvna TPC 1,5 mm.

5.4 Matepuasibl, N3 KOTOPbIX U3rOTOB/IEHO MeAULIMHCKOE U34enne Uan ero OCHOBHbIe
4yacTun, 6UMOCOBMECTUMOCTb

HavnmeHoBaHWe u3genna nnm MaTtepuanbl, npuMeHsAeMble Bup KoHTakTa C
[eTaiv N NPUHALIEXHOCTH Nnpwv N3roToB/IEHUN opraHusmom (no
(nccnepyemble) TOCT I1SO 10993-1-
2011)

AnekTpomuorpap HanagoHHbIN Kopnyc: KpaTKOBpeMEHHbIi
Dantec CLAVIS ¢ aBTOHOMHbIM ABS - nnactuk 1106-M-30 KOHTaKT (MeHee 24
nUTaHWEM W yNpaBieHneM 4acos)c

KpacuTenb: benbiin mapku HeNoBPEeXeHHOM

SWS 13-POM Weipbatch 50, KOXel 1

0nocpeaoBaHHbIN
KOHTaKT C OpraHu3Mom.

JononHeHne KprkoeoACcTBr Noab30BaTeNs-INBKTPOMUOrpad HanafoHHbI Dantec CLAVIS ¢ aBTOHOMHbLIM NMUTaHWeM U
ynpaeneHuem
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6. CBeleHNA O MAOKUMOBKE N CUMMBOJ/1aX CUCTEMBbI

6.1 CBefileHNs 0 MapKUpoBKe'

[lononHeHne K pyKoOBOACTBY Nonb3oBaTens-dnekTpomuorpad HanagoHHblii Dantec CLAVIS ¢ aBTOHOMHbBIM NMUTaHUEM W
ynpas/neHnem
& 000 LIUPMM 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



6.2 doTorpamss MapKMpOBKM

Dantec CLAVIS
lr EF| 9015A0012

5678

2017-02>07

Ol SA

9VAlkalinPP3
-6 R81
ARSMG604A

Natus Medical mcorporatd

WWW. fMitwm com 6’
Alpiae Bioimd ApS o
Tonabakkan fo
OK-2740 Skovkmda a 0
Danmark 0543 <

Mada m Danmark

RE” 9015A0012

(01) 05704736002745
(11) 170203
(21) 5678

[ ononHeHne K pyKoBOACTBY Nonb30BaTeNs-AnekTpomuorpad HanagoHHblii Dantec CLAVIS ¢ aBTOHOMHbIM MUTaHWeM W
ynpasneHnem
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AnekTpomuorpad HanagoHHoro Dantec CLAVIS ¢ aBTOHOMHbIM NMUTaHUEM W
ynpasieHem

PeructpaumoHHoe yaoctosepeHue: P3H XXXX/XXXX oT a4.MM.ITrT
CtpaHa npounssoacTea: VpnaHams
[aTta npon3BOACTBa U CEpPUMHbLIA HOMEpP yKa3aHbl Ha OCHOBHOW MapK1pOoBKe 134enuns

HasHaueHue; HopmaTMBHas [AOKyMeHTaLusi, TPeGOBaHWsSIM KOTOPOW COOTBETCTBYET
MeAVLVHCKOe W3[enne; MaccorabapuTHble XapaKTePUCTUKU U CPOK CRyX6bl M3aenus
YKaszaHbl B JIOKYMEHTaLMMN M0/b30BaTeNs

YNOMHOMOYEHHbIN NpeAcTaBUTE b NPOU3BOANTENS:
000 «WHhomea-Heipo», 125445, r. Mocksa, JIeHMHrpafckoe Lwocce, 4. 69, kopn. 1,
nom. 1, atax 1, komu. 50.

9B; wWeno4vHan 6atapes
IEC-6LR61, ANSI-1604A. LU A

PucyHoOK - MapkunpoBka anektpommorpadga HanagoHHoro Dantec CLAVIS ¢ aBTOHOMHbIM
NUTaHVEM W ynpas/ieHNnem

1804LL02 BEP 9013S0472
2 2021-04-06 (01)00382830042451

(10) 18041102
(11) 180406

/L‘ly/I 2018-04-06 (17)210406

PucyHok - MapkupoBka anektpogos rno PY Ne ®C3 2011/10502

7. CBepgeHus o6 ynakoBke*

KopobKa n3rotaBnmBaeTcs U3 roppokapToHa TONLWMHON 5 MM, OKpaLLEeHHOro C Hapy)XHOM
CTOPOHbI B GeNblil UBET. BHYTPb KapTOHHON KOPOOKM MOMELLAeTCA NOMMITUIEHOBbIN NakeT
BO3AYLUHO-MY3bIpyaToi nneHkn (bubble wrap) ans 3awmTbl OT Keiica OT YAapHOro BO3AENCTBUS.

MabapuTbl YNakKoBKM 1 Macca KOMMeKTa
Pa3mepsl, [ XLL XB: 359 x 264 x 86 Mm
Macca: 0,967 kr

[JononHexne K p\KoBo(>CTBY Mob3oaaTens-AneKTpomuorpad HanafoHHblii Dantec CLAVIS ¢ aBTOHOMHBLIM NUTAaHNEM K
ynpaeneHuem
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7.1 ®oTorpamn ynakoBKu

[lononHeHne K pyKoBOACTBY N0ONb30BaTeENA-DNeKTPOMMorpac HanafoHHbIn Dantec CLAVIS ¢ aBTOHOMHbIM NUTaHNEM U
ynpasfeHnem

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 12



PUCYHOK - YnakoBka anekTpomuorpaga HanagoHHoro Dantec CLAVIS ¢ aBTOHOMHbIM
NATaHNEM W yrpaBfieHNem

[LononHeHune K pykoBo()CTBY NoNb3oBaTens-OnekTpomuorpad HanagoHHblii Dantec CLAVIS ¢ aBTOHOMHbIM NMTaHNEM U
ynpasneHnem
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7.2 PacrnosioxxeHne CMMBOJ/I0B Ha yNaKoBKe

natus

neufoiojy

Dantec clavis

DpHcf Kr [M C/5IM*OunkM I ato 1L

e
o BW.
EUOMW q ?%"'p _
Hic . .
ELtuMeh"*jWh  m.i>OTwiw cim riu  flIUIMMp40
NGEM euMTM-
MV s« MC<TH
MOeRG MMM nucamiugvvvw.
Ct PMif py' TWaHVMilMieiuAi

X A J"Rxonlr

REFI9015A0012

SN15678

20177277

d
(;;Zs;

PUCYHOK - PacronoyeHue CYMBO/IOB Ha NepefiHel CTOPOHe YNakKoBKY

[ ononHeHne K pyKoBOACTBY Nonb3oBaTenn-OnekTpomuorpad HanagoHHbln Dantec CLAVIS ¢ aBTOHOMHbIM NUTaHWEM U

ynpasneHnem
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9015A0012 N 5678

(01)05704736002745

(240) 9015A0012

Alpine Biomed ApS, Tonsbtkken 16-18, DK-2740 Skovlunde, Denmark, Phone: +46 4457 9000

PucyHOK - Pacnono)<eHne CMMBOJIOB Ha YNMaKOBKe

8. YCnoBusi TPAHCMOPTMPOBKM M XpaHeHMs!

OKpy»KatoLLast TemnepaTypa oT-10 Cc'" mo +50 C"
OTHOCUTENbHAsA BNaXKHOCTb ot 10 % po 100 %.
Atmoc(})epHoe faBneHune o1 700 rfMa go 1060 rlMa
Okpy»katoLLiasa TemnepaTypa oT+10C'po+40
OTHOCUTeNIbHAsA BNaXKHOCTb ot 30 % po 75 %.
ATmoc(})epHoe faBreHne o1 700 rla go 1060 rla

9. OCHOBHble NapaMeTpbl U XapaKTepPUCTUKM MeANLUMNHCKOIO M3ae/ns:

9.1 TexHUYeCKMe XapaKTePUCTUKIN KaXKLOM KOMMOHEHTbI MEAULMHCKONO U3ae/ns
MpefensHoe AoNycTMOe OTK/I0HeHWe He 6onee +/-10%
MaccorabaputHble pasmepbl MI:

JononHenne Kpyko6oOCTBY Nob30BATENA-ONeKTpoMUorpad HanafoHHblin Dantec CIAVISc aBTOHOMHbIM NNTaHNEM U
yrpas/ieHvem

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 15



AnekTpomunorpad HanagoHHbIN Dantec CLAVIS ¢ aBTOHOMHbIM NUTaHWEM W YpaBNeHNEM

LLnpuHa, MM

BbicoTa, MM

OnnHa, mv

Macca, Kr

MMopTaTUBHbIA Kenc

LLnpuHa, MM

BbicoTa, MM

OnvHa, Mm

Macca, Kr

baTape 1ka 9V

LLnpuHa, Mm

BbicoTa, MM

OnnHa, mm

Macca, Kr

OCHOBHbIe TeXHUYECKME XapaKTepucTukn M

AnekTpomuorpad HanaaoHHbI Dantec CLAVIS ¢ aBTOHOMHbIM MUTaHMEM U YNPaBIeHNEM

Moayns OMI™
KoathuumeHT yeuneHums
LLnpwnHa nonocekl yeunutens IMIT, Ty,
YacToTa gnckpeTtnsaumm, 'y
CpefHekBafpaTUYECKOe 3HaYeHMe Lwyma
AKTVBHBbI BXOA
BxoAbl ornopHoro curHana
3a3emMsieHne ons naumeHTa
LLinpnHa nonocbl 3ByKOBbIX KOMIOHOK, I
CtnmynsaTop
BbixogHol ToK, MA
MakcrManbHoe HanpskeHue Bo30y>KaeHns, B
ConpoTtueneHue anekTpoda. Om
YacToTa ctumynaumm, 'y
AMNINTYa UMNYNbCOB TOKa, MA
LLlar ynpasneHus amnanTygoii Toka, MA
[nvTenbHoCTb MMNY/bCa, MC
BbIXofHble CUTHabI
AKTUBHbII BbIX0[,
BbIxofbl OMOPHOro cUrHana

[MopTaTBHbIIA Kelc

MakcumanbHas Harpyska
BaTtapeiika9y
Tvn NCTOYHUKA NUTaHUA
Tun
HanpseHne, B
EmMKocTb GaTapen
BxoaHoi Tok, A
SHepronoTpebneHne

20

80

140
0,14

80
227
279

0,527

16
255
48,5

0,045

45000
600-5000
30Ky
0,7 MKB
yepHbIn 1,5 Mm Tvna TPC
KpacHblin 1,5 mm Tvna TPC
3eneHblin 1,5 mm Tvna TPC
340- 10000

1,0—150
100
200-7000
1vnm 2
1-15
1
0,1 nmm 0,2
NpAMOYronbHas opma
yepHbIin 1,5 mm Tna TPC
KpacHblin 1,5 mm Tna TPC

10 Kr.

LenoyHas barapes
IEC-6LR61, ANSI-1604A
9
100..125 MA*y
2
2 BT Mmakcnmym

PykoBOACTBO NMo0/b30BaTe A Ha 3/1e/1eKTPOHHOM HOCUTENe

Twn HocuTens
O6beM 3aHUMaEMbI Ha HocUTese

[lononHeHne K pyko60o6CTBY NoMb3oWTrens-AnekTpo.muorpad HanagoHHblii Dantec CLAVIS ¢ aBTOHOMHbIM MUTaHWEM U

ynpasneHuem
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Bepcusa A2
ANeKTPOA, UroNbyaTbii MOHOMONAPHBIA NMOAKOXHbLIA 04HOPA30BbIiA C BbIBOAOM, pasmep 75 X

. 0,71 mm
[nnHa urnel B gnanasoHe 74 -76 MM
[uameTtp nrnbl HapyXXHWIA B Anana3oHe 0.64 - 0.72 mm
JnvHa BbiBOJA B Anana3oHe 78 -90 cm
CoefiMHeHMe BbIBOAA C UT/ION naika BHyTpU HepasbeMHOro naacTUKOBOro
fepxxarens
Pa3beM 4ns NogKIoYeHns K TPC 1.5 Mm
aneKTpomuorpadgy
B0O3MOXKHbIE TUMbI UCNOMb3YEMbIX LUMPULIEB Luer-Lock
CTepunibHOCTb CTEPUBLHO

ANEKTPOS UroNbYaThlii MOHOMONAPHBIN MHBEKLMOHHbIN
Tex. xapakTepucTuky cm. no PY Ne ®C3 2011/10502
ANeKTpoA aAre3nBHbIin 0BaslbHbIN
Tex. xapakTepncTnku cm. no PY Ne ¢C3 2011/10502
ANeKTpos, 3a3eMNAKOLLMIA NNaCTUHYATbIA
Tex. xapakTepncTnky cm. no PY Ne ®C3 2011/10502
ANeKTPOoL, UronbYaThlil MOHOMOAPHbLINA NOAKOXHbIA 04HOPA30BbLIN C BLIBOAOM, pasMep 25 X

0,41 mm.

[nnHa urnel B gnanasoHe 24 - 26 Mm

[ameTp Urfbl Hapy>XHWIA B Anana3oHe 0.40 - 0.42 mm

[nvHa BbiBOAA B AnanasoHe 78 - 90 c™m

CoefjuHeHWe BbIBOAA C UT/I0M rnaika BHYTPU HEPA3beEMHOr0 NNacTUKOBOr0
fepxarens

Pasbem 4518 NoAKNHYEeHNA K TPC 1.5 mMm

aneKTpomuorpadgy

B03MOXHbIE TUMbI UCNOJb3YeMbIX LUMPULEB Luer-Lock

CTepunibHOCTb CTepunbHO

SNEKTPOS, UroNbyaTblii MOHOMONAPHLIN MOAKOXHbIA 04HOPA30BbINA C BbIBOLOM, pasmMep 25 X
0,30 Mw.

[nvHa nrnbl B gnanasoHe 24 - 26 Mm

[vameTp Mrbl Hapy>XHWIA B Avana3oHe 0.29 - 0.31 mm

[nv1Ha BbIBOAA B AnanasoHe 78 -90 cm

CoefuHeHe BbIBOAA C U0 naika BHyTpU HepasbeMHOr0 NIacTUKOBOMO
Aepxxarens

Pa3bem 4714 NoAKIHYeHNa K TPC 15mm

aneKTpomuorpagy

B0O3MOXHbIe TUMbl NCMO/Ib3YEMbIX LUMPULIEB Luer-Lock

CrepunbHOCTb CTepusibHO

[,0N0NHEHNe K pyKOBOC)CTBY NoNb3oBaTeNs-OnekTpoMuorpad HanagoHHblin Dantec CLAVIS ¢ aBTOHOMHbBIM NMUTaHWEM U
ynpasneHnem
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9.2 C.efeHus 06 IMC

Xap*cTBp*«TXU RU / (M3K) 61000-4-2: 2009 Paspspg

MeToa MrmTaumni cets: 150 n®. 330Q

Wcnbrra*me o6opyaos MKiilab Harsholm 49562

MoBEPXHOCTbL UCMWYeMOii

orpaga
orpaga
3afHsAA naHeNb BUHT 1
3aaHAA naHesb BUHT 2
3aAHAA naHenb BUHT 3
3aAHAA NnaHeNb BUHT 4
nopTGND
natuuk nopt 1
MopT XWwTHUKa 2
Aatunk nopt 3

orpaga

CTaHAapTHbI TecT

HanmeHoBaHue

NnoBepXHOCTH

orpaga

orpasa

MeTannnyecknin

mMeTannnyeckuni

mMeTannuyecknii

mMeTannuyecknii

mMeTananyecknii

MeTannyeckuii

MeTannyeckuii

MeTannuyecow

orpaga

Temnepatypa
BnaxHocTb
HeonpeaeneHHoOCTb
Hote
BaaumogeiicTeue Ovw AnnuTypa
npowno
paspsgos KaX3b« T
Coemekuenw i
HCP KOHT3ICT 10 +/-2.4.16 aa
VCP KOHTaKT 10 +/-2,4, 16 na
HenocpegcTBeHHbM o uTprr 10 +/-2,4, 16 na
HenocpeacTBeHHbI it koHTakT 10 + /-2, 4,16 na
HenocpeAcTBeHHbI i konTakT 10 +/-2. 4. n6 aAa
HenocpeacTBeHHblii ko kT~ 10 + /-2, 4,16 na
HenocpeacTBeHHbI i koHTakT 10 +/-2,4, né na
HenocpesacTBeHHa koHTakT 10 +/-2,4, ne6 aa
HenocpeAcTBeHHbI 1 KOHTaKT 10 +/-2.4, neé na
HenocpeacTBeHHblii koutarr 10 +/-2, 4,16 na
MNpavoii Bo3ayx 10 +/-2. 4n8 na

22*C 40«

OTHOCUTENbHOW 1

0,6 b

3ameyaHuna

MpumeyaHne 2

MpumeuyaHne2

MpumeyaHue 2

MpumevarHune 2

MpumoyaHHO 1

MNpumeyanne 1 O6BECT NCMbITAHWIA OTKNIOYaeTCs A0 -f/- 8 «B BO3AYWHOMO pa3psja Ha NnepefHei naHenn AMHaMmunk Bokpyr HopmanbHas dyHkuus MAR nosepHynack

oAnH OnucaHHoe noBefeHue gonyckaertcs enligt hkTepuit kayecTsa EP MpumedaHT 2: uHbekyun Pin B

pexume oxuaaHus

xapakrepucn'» RU / 143K) 61000-4-3; 2006 ¢ AL + A216mnyHKroe

METOZ, VICTibITaHuin NpeaBapUTe/bHON Karimbposo'

Midiiab Hersholm 49999 49094 49617 49749 49750 49751 49787 29784 29744

KKMbITaue obopyaoe

49755 29801 49812

YaCTOTHb I AyanasoH

80-1000 My,

Otr 18026 (Ty

80-1000 My,

OT1 402,50

VKLY ISILS

80% AM 1 kl'y,

80% AM 1«kly

80% AM 1«kly

80% AM 1 kl'y,

YarpaBrem«e nosi

rOpU3OHTaVIbIME BEPTUKaTbIAse

FOPU30HTarbHbIE BEPTVKA/TbHbIE +

rOpM30HTa/IbHbIE BEPTUKArbLLE

TOPU3OHTa/TbHbIE BepTukarbHbie f

npMaeyaHvie 1 CTOpOHa VCTIbTbIBEEMOrO OGbEKTA CTAVTKBAETCS C aHTEHHON MpUMEYaHe

2 6 nepeaHeit YacTu nccneayeMoro 06bekTa CTarkVBIETCS] C aHTEHHOM

10. Cpok cny»X6bl, cpok rogHocTM

CpoK cny6bl - 7 NeT, CPOK rogHocTn - 10 neT.

Tewmrieparypa
B/aXHOCTb
Heonp”)eneHHocrb

;MimfTvaa[B

MpoLLio
y
3 na
3 na
3 na
3 na

22-C28%

QHXKre [bHO ATAVIOCT

1.9 ab

3amodamn

ncmaeyaHve i

npMveyaH1e 1

p'B<cHalmc2

Mprmesa»me2

JononHeHne KpykoBoOCTBY Nonb3oBaTens-OnekTpomuorpad HanagoHHelin Dantec CLAVIS ¢ aBTOHOMHbLIM MUTaHNEM U

ynpaeneHuem
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N 11. OxpaHa OKpy>KatoLLein cpeapl
11.1 TpeboBaHNSA K OXpaHe OKpYXXatollel cpefbl MpU MPUMEHEHUN MeLULMHCKOrOo
n3nenns
[aHHoe u3genve He HaHOCWUT Bpeda OKPY)Katollel cpede Mpy MpaBW/IbHOM 3KCMyaTauuu,
TPaHCMOPTMPOBKE W XpaHeHUW. YTobbl COXpaHUTb COOTBETCTBME 3asB/IEHHOMY MNepuogy
6e3BpejHOro MCnonb3oBaHUsA, pabota Ha 060pyLOBaHUM [OJSIKHA OCYLLECTBNATLCA B CTPOrOM
COOTBETCTBUM C MWHCTPYKUMAMM W YCNOBMAMMW OKPYXXaloLein cpedbl, MNpuvBeAeHHbIMW B
PYKOBOACTBE MO 3KCMayaTaumu, a TakkKe C HeyKOCHUTE/IbHbIM CO6Mt0f4eHVEM rpatuKoB
MeproANYECKOro TeEXHUYECKOro 06CTy>XMBaHUS.
Cpok 6e3BpedHOV N8 OKPYXatoLlel cpeflbl 3KCnayaTtauum y pacxXoAHblX MaTepuanioB Wau
OTAENbHbIX fAeTaneil MOXET OblTb MeHbLUe 3HaYeHWsi, YCTaHOBNEHHOIO [N  W3Aenus.
Meprognyeckas 3ameHa 3TUX PacXOAHbIX MaTepuasnioB Wan AeTaneii B Uensx obecneyeHums
6e3BpefHOM ANA OKPY>XKAKOLLel cpefbl 3KCnyataumn U3genns B TeUeHve 3asB1SeMoro nepmoga
6e30MacHOCTN [JO/MKHA NPOBOAUTLCA B COOTBETCTBUW C MpaBuiamy MPOBeAeHUs TEXHUYECKOTO
06CnyXXnaHus.

4 12. MeToabl N ycnoBus CTePUIN3aLNN, cpoxu COXPAHEHUA CTEPUNLHOCTU
YctpoiictBo Dantec CLAVIS He noanexxut cTepunnsaumm.

13.  TleneyeHb HaUMOHA/IbHbIX W  MeXAyHapoAHbIX  HOPMAaTUBHbIX
NOKYMEHTOB/CTAaHAANTOB. kotopwm COOTBETCTBYET MeAMLMHCKOE U3aenne

CraHpapT OnwucaHve

IEC/EN 60601-1 N3genvs meguumHcKne anektpuyeckne. Yacte 1 O6wme TpebosaHWS
6€30MacHOCTU C Y4eTOM OCHOBHbIX (PYHKUMOHa/IbHbLIX XapaKTepucTumk

EN 60601-1-6 N3JENNA MEOVUMNHCKWE OSNEKTPUYECKME. Yactb 1 - 6.
ObWINME TPEBOBAHNA BE3OMNACHOCTW. 3kcnnyatalnoHHas
NpUrogHoCTb

IEC 60601-1-4 N3pennsa megmumnHckune anekTpuyeckune. Yacte 1 O6wpme TpeboBaHMS

6e3onacHocTy. 4. TpeboBaHWA 6e30MacHOCTU K MPorpaMmupyemMbim
MeAVLMHCKUM 3/1EKTPOHHBIM CUCTEMaM

IEC/EN 60601-1-2 W3OENMA MEANUNHCKME 3NEKTPUYECKME. Yacte 1-2
ObLume TpeboBaHMA 6e30MacHOCTM C YH4ETOM OCHOBHbIX (DYHKLIMOHA/IbHbIX
XapaKTepucTuK. MapannenbHsblii cTaHzapT. AnekTpoMarHuTHas
COBMECTUMOCTb. TpeboBaHWs 1 UCMbITaHWS

IEC 62366:2008 N3OENA MEONUNHCKUE. MpoeKTnpoBaHe MeANUMHCKUX U34eniA
C YYETOM 3KCnJyaTauyoHHON NpUrogHoCTy

EN 980 MegmumHckue npubopbl. pagnyeckre CUMBOSbI, UCMOMb3yeMble MPU
MapK1poBKe MeAULMHCKMNX YCTPOMCTB

EN 1041 MHpopmaums,  nocTaensiemMas  M3rotoButesieM A8 MeQULMHCKUX
npuoopos

EN 60601-2-40 M3OJENA MEOAVUMHCKUME ONEKTPUYECKME. Yacte  2-40.
UacTHble  TpeboBaHWs K  6e30nacHOCTM  3/neKTpomuorpagos

obopynoBaHus

EN 62304 N3penms  meauumHckue.  TporpammHoe  obecrieyeHuwe.  [poueccol
YXM3HEHHOr 0 LUmMKna

ENISO 13485 W3penus meamumHckme. CucTeMbl yripaB/ieHNs KavyecTBOM. TpeboBaHMs K
perynnpoBaHuio

EN 1SO 14971 M3pgenna  meguumHcKume.  TIpMMeEHeHMe  MeHe[)KMeHTa  pucka K

MeANLUMNHCKNM N30eNAM

JononHeHue K pyko(KO()cTny nonb3oBaTens-AnekTpommorpad HanagoHHblii Dantec CLAVIS ¢ aBTOHOMHbIM NN TaHUeM 1
ynpasneHuem
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[Ovpektuea 93/42/EEC
OunpekTtmea 90/385/EEC

14. TapaHTUiNHbIe 065A3aTeNbCTBA

KomnaHust Natus Manufacturing Limited npegoctaBnsieT rapaHTMio 1 rof Ha anekTpomuorpad
HaNafoHHbIA C aBTOHOMHbIM MUTaHWEM W YNpaBNEHNEM.

Nobble rapaHTMM W o06s3aTenbCcTBa KomnaHuM Natus Manufacturing Limited 6yayT
aHHY/NMPOBaHbI B CIEAYIOLMNX CyYanX:

- HecobntofeHNe TpeboBaHUA  HaCTOSLLEro PYKOBOACTBA W MPOYelt  COMPOBOAUTENIbHOMN
AOKYMEHTaUMy Npu aKcnayaTalumm ycTponcTea.

15. Peknamaunsa

Y NONHOMOYEHHbIN npeactaBuTeNb NponsBognTeENAa MEAULIMHCKOIO N3aeNna:

4 OpraHu3aumoHHo-NpaBoBas hopMa 1 nosiHoe  OBLLECTBO C OrpaHNYeHHOM
HanMeHOBaHW1e PUANYECKOro nnua OTBETCTBEHHOCTLHIO " HMomea-Heiipo™
Appec (MeCcTo HaX0XXAeHWUs) PULNYECKOTO 125445, r. MockBa, JIeHUHrpaackoe Locce, 4.
nmua 69, kopn. 1, nom. 1, aTax 1, komu. 50.
Homep TenetoHa +7 495 645 47 00
N aeHTUMKALMOHHBIA HOMep 7743785545
HanoroniaTenbLmKa

MepeBoA yKa3aHHOT0 JOKYMEHTA C aHIMIACKOr0 Si3blKa Ha PYCCKUiA S3bIK BbINOMHEH NEPEBOAYMKOM YnrpuHOBOIA HKOnmeld
AneKcaHfpoBHOA. MepeBog ABASETCS NPaBW/bHbIM, TOYHBIM W NOMHBIM.
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Poccuiickaa degepauyms
CaHkT-lNeTepbypr
[BajuaTb ceabMOro oKTs6ps ABe ThbiCAYM ABajuaTb BTOPOro roja
A, TlapuH Wropb BnagumupoBuy, HOTapuyc CaHkTt-leTepbypra, cBUAETENLCTBY]
MOANMHHOCTb MoANUCK nepeBogumka YmrpuHosor KOnmm AnekcaHApOBHbI.
Moanucb caenaHa B MOEM MPUCYTCTBUN.
JNnyHocx Elaa6LLicaBuiero JOKYMeHT yCTaHOB/EHA.
N T MpoB™MApeectpe: Ne 78/63-H/78-2022-19-1728.

Y, [[A& coB”irMe HoTapuanbHoro delictsus: 500 py6. 00 kon.

.B. lMapuH
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