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1 Description, purpose and scope

WSX-S patient transfer board with carbon fiber frame (hereinafter referred to as spine board) is used

xand transport patients with upper and lower limb injuries, back and cervical spine injuries.

The board can be used in traumatology, emergency medical services, military and extreme medicine,

lth care institutions, for transporting patients in the mountains, on the water, in the field.

WSX-S spine board with carbon fiber frame inside is a plastic board with holes around the perimeter,

dreinforced with carbon fiber rods to make it lighter and withstand heavy loads.

The holes have a dual purpose - they are used as handles for carrying the patient, as well as for attaching
dts and fixing the patient. The design of the handles, raised relative to the base, allows easy lifting the board
fith the patient from the surface. The handles are easy of access and provide safe support when lifting or
Dwering and wearing the board.

The patient is fixed to the board with the help of fixing belts or belt system. The belt system consists

ofa central belt and 5 pairs of belts connected together. The end belts are statically sewn to the central belt,
fand the three belts located in the middle can move along the central belt to allow patients of any build and
I height to be fixed. The belts are fixed with a Velcro hook-and-loop fastener.

The set of fixing belts consists of 3 separate belts, adjustable in length and fixed with a Fastex
fastener.

WSX-HI head immobilizer a base with two side supports attached with holes for examining the
patient's auricle. The head immobilizer is fixed with the help of fixing belts. The shape of the head
immobilizer side supports provides an effective fixation around the ear and other head areas, limiting
unintentional destabilization. Side supports can be fixed in different positions, making head immobilizer
suitable for different categories of patients.

The materials used for the boards are easy to clean, resistant to mineral oil, fungal formation, and
liquid penetration.

Figure 1is a WSX-S spine board with carbon fiber frame with WSX-HI head immobilizer and
a set of fixing belts.
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Figure 2 is a WSX-S spine board with carbon fiber frame with WSX-HI head immobilizer and
It system.

2. Principle of action
In case of fractures of the spine and limbs, the patient requires immobilization. The purpose of spinal:s:s”

injuries immobilization is to prevent the displacement of the fractured vertebral body, to prevent
compression of the spinal cord or its repeated traumatization during transportation, as well as damage to
the vessels of the spinal canal and the formation of hematomas. For this purpose, the patient is placed on
the spinal board. When a cervical fracture is suspected, the board is used in conjunction with the head
immobilizer.

3.
Parameter Name Value
Spine board with carbon fiber frame WSX-S
Dimensions of spine board without

accessories, mm 1845 x400x52
Wight of spine board without accessories,

kg 43

Rated load, kg 250

Maximum deflection at lifting with 4 end
handles, not more than, mm:

at nominal load 165 kg 45
at nominal load 250 kg 90
Radiotransparency radiotransparent, less than 1.5 mm Al

The design of the handles, raised relative to the base, allows
easy lifting the board with the patient from the surface. The

Handles handles are easy of access.
Quantity of handles for carrying, pcs 14 (2 on each transverse side, 5 on each longitudinal side)
Rated load on the handles, kg 60
Head immobilizer WSX-HI
Head immobilizer WSX- 395 x250x160

H1,dimensions,mm

Weight, kg 0,6
Type of Fixation Belt with Velcro fastener
Type of Fixation of side supports on “Velcro” hook-and-loop fastener

thna han~A
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testrength of the fastening of the belt

ictpnpr not less than. N 200
k force required to open/close the belt

astener and remove the supports from

hpbsise, N 50
Belt system
[Tad belt length of the belt system
7900
IRelt width of the belt system, mm 6 0
Weight of the belt system, kg o ., 3 5
Rijtrt 1oaH kp 55
Rt fixinp tvne "Velcro" hook-and-loop fasteners -
Fa™teniup strenpfh. not less than, N 550
Force required to turn on/off fasteners,
mt preater than. N 50
Fixing belts set
Maximum size of fixing belt, mm 1300 x50
Whi'pbt of full set. kg 0,27
Amount of fixins belts in a set, pcs 3
1 Psted load on a fixing belt, kg 85
Fssteninp strength, not less than, N 850
Nforce required to turn on/off fasteners
icnot preater than 50
Fivinp tvno FasteX - =
PacldaE specifications e
Dimensions of spine board packaging, 1840x430x60
I
Dimensions of head immobilizer 430x270x140
nackaging, mm
Weight of the spine board with
accessories in package (including a
fixing belts and belt system), kg 3,9
Weight of the Head immobilizer in
package, kg U

*-Allowable deviation: 10%
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eventive measures
Do not use boards for permanent fixation.
The board is intended for use by qualified specialists or specially trained personnel. The
nel should be physically prepared to transport the board with the patient.
* Please read the operation manual carefully before you start using the board.
* When carrying a patient on the spine board, make sure that the patient is fixed with the
.ng belts.

* Control the patient and the spine board position during carrying.

* Do not load WSX-S spine board by more than 250 kg.

* At transporting a patient weighing more than 165 kg with a spinal injury use the board together

with vacuum mattress.
* Do not operate the spine board with visible defects, as well as with violations of the
structure of the materials.

* Do not use the spine board for a purpose other than its intended use.

* Do not leave the patient unattended.

* The product is not intended to be carried by one person.

* Check the product regularly. Perform the necessary maintenance to maintain the product in
/ good condition and maintain its operational properties for a long time.
* Do not change or modify the product, do not repair the product.
* Avoid contact with heat sources, flame or flammable substances.

S. Possible side effects
If the product is used correctly, there will be no side effects.

6. Contraindications to use
There are no known contraindications.

7. Scope of supply *

No. Name Quantity, pes
Patient Transfer Board with Carbon Fiber Frame WSX-S
1. Patient Transfer Board with Carbon Fiber Frame WSX-S 1
2. A Set of Fixation belts and/or belt system Not less than 1
3. Head immobilizer WSX-H1 if necessary
4, Operation Manual ]

* the specified scope of delivery is indicated on the product packaging,

8.Working procedures

8.1. Remove the shipping packaging from the board.

8.2. Check the appearance and configuration of the board. The surface must be free of mechanical
defects, contamination, as well as violations of the structure of the materials.

Attention! The use of defective products is not allowed.

8.3. Lift the patient and carefully transfer him to the board, this should be done in one step with the
help of 3 to S people. If the neck area has not been previously fixed, it is necessary to fix the patient’s head
with your hands with an emphasis on the shoulders. Make sure that the patient's legs and pelvic bones
remain in the same position relative to the torso.

At suspicion on cervical spine injury trauma, the patient's cervical spine must be pre-fixed with a
collar splint (not included).

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



At transporting a patient weighing more than 165 kg with a spinal injury use the board together with

;uum mattress.

Attention! Careless transfer of the patient may cause additional injuries.
8.4. Place the patient on the board exactly in the center. If the patient is more than 185 cm tall, the

jitient's feet may hang over the edge of the board, and the head must not hang down.
8.5. If you need to use WSX-HI head immobilizer (suspected cervical spine injury), fix its base in

|

ieboard with the help of fixation straps before placing the patient on the board. Place the patient on the
oard so that the head is centered on the base of the head immobilizer. Then install the side supports on
Lth sides of the patient's head so that they fit closely to the patient's head and fix them to the base with
rVelcro” hook-and-loop fasteners. Make sure that the patient's ears are located in the holes of the side

(supports. Secure the patient's forehead and chin with the head immobilizer straps.

Attention! Using the head immobilizer in pronate position is prohibited!
Attention! Improper position of the patient's ears relative to the side supports can cause the

damage of the auricle.

8.6. Fix the patient to the board with a belt system or a set of fixation belts, pass the belt through the

holes in the board, and then fix it.
Attention! Do not tighten the belts too tightly - this can lead to compression and the formation

of pressure sores.
Attention! Too weak fixation will not give the desired effect of immobilization.

8.7. Carefully move the patient.

Attention! Do not transfer the patient on the board unless the patient is strapped in with a belt
system.
8.8. The spine board and accessories should be cleaned after use (see Paragraph 9.2.)

Additional inform ation:
Transportation of a patient with cervical spine trauma should be carried out in the supine position. At

thoracic section or lumbar spine trauma the nonnal position of the patient is on his back, if medically
required, transportation can be carried in a prone position. To avoid dislocation of the vertebral fragments

and addftional damage to the spinal cord, the patient should not be transported in a side position.

9. Maintenance and storage
9.1. Before reuse, check whether the board is in proper condition: check the product for visible

damage. Damaged products and accessories should be replaced.

9.2. After use, the board and accessories should be cleaned.
Spin Board, Head Immobilizer base and side parts should be cleaned with water, sponge and non-

corrosive detergent cleaning.

Belt systems, fixation belts and head immobilizer belts should be washed in washing machine at
60°C with non-corrosive cleaners.

Disinfect of the board and accessories should be performed with chlorhexidine solution or 3%

hydrogen peroxide solution and add non-corrosive detergents.
Attention! Alcohol solution and thermal treatment (boiling, autoclaved, etc.) are not allowed.

Avoid rigid mechanical cleaning that may damage the board surface.

After cleaning, thoroughly dry the product.

Attention! Re-use is possible only if the product is in normal technical condition, has no
u

contamination and is disinfected. :
9.3. Store the product at a temperature of -10° to +25° in well-ventilated enclosed areas without
exposure to sunlight at a relative humidity of 25-80%. Do not store items in unheated ambulances.

9.4. The shelf life of the product is 3 years.
10.0Operating conditions
Use the product at temperatures from *-40°C~+70°C and air relative humidity of 5-95%.
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»-when using the product at too high or low temperatures, monitor the patient's condition and, if necessary,
take measures to maintain optimal body temperature.

11. Transportation terms and conditions
I The parts are transported by covered vehicles according to the applicable cargo transport rules tor
Lh mode of transport at temperatures of-40°C~+40°C and relative humidity of 25-80. The transportation

pocess should prevent shocks, severe fluctuations and humidity.

12. Service life _ » ) .
The average service life under the operating conditions of the board is 3 years, the accessories-1 year.

13. Recyclin ) ] o ) ] o . f
[ Products and accessories at the end of their service life are subject to disposal as medical waste ot

das A", are disposed of as solid household waste in a standard way according to SanPiN 2.1.7.3684-21

withpreliminary disinfection. ) o ) _ J o
Dispose of or recycle packaging materials in accordance with applicable local, state and regional
regulations.
14. Marking

14.1. The marking is provided:
- Directly on board and head immobilizer;

- On the package.
14.2. The markings on the board and head immobilizer shall

contain the following information:
- Name of the product;
- Manufacturer's logo;
- Symbol CE;
- Year of manufacturing.
14.3. The markings on the package shall include the following

information™:
- Name of the product;
- Scope of supply;

Name and address of the manufacturer;

- Symbols; C €
- Symbols:A

Lot number;

LOT

- Date of production; H
- The name and address of the authorized representative;

- Registration Certificate number.

- it is allowed to supplement the marking with other information that does not contradict the
information specified in the technical documentation and other documents
14.4 Symbols description
Symbol Description
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Producers

Marking in compliance with the European Quality
Directive

Note, refer to instructions

j r,@ 1 Lo r Number

/ N\ Date of production

15. Manufacturer
JIANGYIN EVERISE MEDICAL EQUIPMENT CO.,LTD(100I,Chengyang Road,
Jiangyin,Jiangsu,China) Tel :86-0510-86900998.medical@everisegroup.com www pvprigparr.,p

16. Authorized Representative

On the temtory of the Russian Federation the Authorized Representative who carries out the sales
warranty obligations and repair of products is

RDM LLC

Address: Room 504, Floor 5, Grayvoronovskaya St. 23, Moscow, Russia 109518

Telephone:+7(495)109-59-55, +7(929)999-89-87 info@rdmed.ru

17. Warranty
The Manufacturer guarantees good condition of the spine board within 12 months from the date of

sale while meeting the requirements of Operation Manual.
The warranty period of accessories (head immobilizer, belt system, fixation belts set) is 6 months.

Warranty is not applicable to damage caused by negligent custody, transportation and operation. If
maintenance is required, please contact the manufacturer's authorized representative in the Russian
federation at the address and telephone number specified in this operation manual.

Document Description

Compliance with international standards

EN 15O 13485:2016 Medical products. Quality management
system.Requirements
Regulations

EN 980:2008 Medical devices. Graphical symbols used in
marking

Medical devices
EN 1041:2008 Information provided by the manufacturer

Medical devices
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p 1865-1:2010

j 1S0 10993

Medical devices. Application of Risk Management
in Health Care

Equipment

Equipment used in ambulances to transport
patients. Part 1 Specifications

General stretcher system and patient transport
equipment

Evaluation of biological effects of medical devices

ipmpliance with Russian Federation standards

1
Ij GOST P 56330-2016

GOST P 50444-2020

ISO 10993 Series Standards

GOST P 52770-2016

GOST 31214-2016

GOST P ISO 15223-1-2020
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Medical products. Technical means of settling and s
transferring patients and wounded at pre-hospital is
stage. General technical requirements and test methods N

. . . . >
Medical devices, instruments and equipment. General ")

technical conditions

Evaluation of biological effects of medical devices

Medical products. Safety requirements. Sanitary
chemical and toxicological test methods

Medical products. Requirements for samples and
documents submitted to toxicology, sanitary chemistry
studies, aseptic and pyrogen tests

Medical products. Symbols used for medical devices,
labels and marks on accompanying documents. Part 1
General requirements

10
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1 OnucaHwue, HazHa4eHWe 1 06/1aCTb NPUMEHEHUSA
LT cnvHanbHbI ¢ KapboHOBOW paMKkoi WSX-S (fanee no TEKCTY - LWMTbI) NpeaHasHayeH ans

MO6I/II'II/I38.LI|I/IVI M TPaHCMOPTMPOBKK MalMEHTOB C TPaBMaMMN BEPXHUX N HUXKHUX KOHEYHOCTEN,

Mamu CMHbI U LLEAHOr0 0TAena No03BOHOYHMKa.
LLIMT MOXKET NPUMEHATLCA B TPABMATO/IOTUN, CI'Iy)K6aMl/I CKopon mMeanunHCKoW nomoLun, BOEHHOUN K

1cTpemMaribHOV MeIVILIMHBI, YUPEXAEHUSMI 34PaBOOXPAHEHNS], ANst TPAHCMOPTUPOBKM MaLMEHTOB B ropax,

BOJE, MONEBbLIX YC/IOBUSIX. . . .
LLMT cnuHanbHbIA ¢ Kap6oHOBOW pamkoil WSX-S npefcTaBnseT coboi NiacTUKOBYHO [OCKY C

rBEPCTVAMA MO NEPUMETPY, YCUNEHHYIO Kap60HOBbIMVI CTepPXXHAMU, 3a CHET Yero OH NMMeeT MEHbLLNIA BEC

BblAEPXKVBAET GO/bLLME Harpy3KM.
OTBepPCTUS UMEIOT [JBOMHOE Ha3HAYEHWE - MCMOMb3YHOTCS B KAUecTBe PYUYeK 1S NMepeHOCKM

KIBHOTO, & TAKXKE A/ KPeneHus peMHelt 1 ukcaumm naumeHTa. KoHCTPYKLMS pydeK, NPUNoaHATbIX
VHOCUTENbHO OCHOBAHMS!, MO3BO/SET NIErKO NOAHUMATb LUWT C NMOCTPaAaBLUMM C NOBEPXHOCTU. Pyuku
1ErKOfOCTYTHbIE 11 06eCcneymBatoT 6e30MacHyo onopy NMpy MOAHSTUN UK OMYCKaHWM U HOLLIEHWUW LIMTA.

MauneHT UKCUPYETCS Ha LUMTE C MOMOLLbIO (UKCUPYIOLLMX PEMHEI UK PEMEHHOI CUCTEMbI
PeMeHHasi CUCTEMa COCTOMT U3 LieHTPasIbHOTO PEMHSI U NPUKPENEHHbIX K HEMY 5-TW MapHbIX peMHeA.
KpaiiHiie peMHI NPULLIATBI K LEHTPa/IbHOMY PEMHIO CTATUYECKM, TPU PEMHS, PACTONOXEHHBIX NMOCepeauHe,
MONYT NEePeMELLIaTbCS BAO/b LEEHTPa/IbHOrO PEMHS! 11t BO3MOYKHOCTM (IMKCALWK NaUyeHTOB No6oro

TE/IOC/IOKEHMS U POCTa. PEMHM (MKCMPYIOTCS Ha NaLMEHTE C MOMOLLbH 3aCTEXKY BEbKPO.
KoMMeKT (MKCUPYHOLLMX peMHeli NpeacTaBnsieT co6oit 3 OTAeNbHbIX PEMHS, PEryMpyemMbIX Mo

[yHe I PUKCUPYHOLLMXCS C MOMOLLHO 3aCTEXKN (PacTekc.
[Oepxatens ronosbl WSX-H1 npefcrasnset cob60it 0CHOBaHWeE, K KOTOPOMY KpensTcs [Be GOKOBbIX

Oropbl C OTBEPCTUAMM A1 OCMOTPA YLUHbIX PaKOBMH NauueHTa. PUKCUpYeTCs AepyKaTesb ronoBbl C
MOMOLLIbHO PeMHEN (imkcauun. dopmMa 60KOBbIX OMop AepykaTensi obecneynBaeT IQPEKTUBHYO
MMMOBUNIN3ALMIO BOKPYT YLLHOMW M ApYrX 061acTei rofosbl, OrpaHnymBas HenpegHaMepeHHyHo
Jectabunmsaumio. Onopbl MOryT (PUKCMPOBATLCS B pasHbIX MO3ULMAX, YTO NO3BOMSET NPUMEHATb

[epXKaTe/lb FON0BbI /1 Pa3HbIX KaTeropuil NaLmeHToB.
MaTepuanbl UCMO/b3YeMbIe /151 M3TOTOB/IEHNS LLWTOB JIETKO OUYULL@EMbI, YCTONUMBBI K

MVHepa/lbHbIM Mac/iaM, 06pa3oBaHMio IPUOKa, NMPOHUKHOBEHWHO XUAKOCTEA.

PucyHOK 1 - LLINT cnvHanbHbI ¢ KapboHoBOI pamkoin WSX-S ¢ fepxkatenem ronosbl WSX-

H1 1 KOMNNEKTOM (UKCUPYIOLLINX PEMHEN.
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PUCYHOK 2 - LT cnnHasibHbIN ¢ KapboHOBOM paMkoit WSX-S ¢ gepxxaTenem ronosbl WSX-
H. 1 peMeHHO CUCTEMOIA.

2. MpuHUMN aeicTBuUSA

Mpy nepenomax NO3BOHOYHMKA Y KOHEYHOCTENW NauueHTy TpebyeTcs nmmobunusauyus. Liensto
MMMOBIN3ALIMM NMPW NMOBPEXAEHNAX NMO3BOHOUHUKA ABMIAETCA NPeaynpeXxXaeHe CMeLeHNs ClIOMaHHbIX
MO3BOHKOB, YTOObI He AONYCTUTb CAABMEHNS CMIMHHOIO MO3ra UM NOBTOPHOW ero TpaBMaTm3aumm Bo
BpeMs TPaHCMOPTUPOBKK, a TaKXKe MOBPEXAEHUS COCYA0B CNMHHO-MO3rOBOr0 KaHana 1 06pa3oBaHus
remMatom. C 3TOM LieNbio NauUMeHT NOMELLAETCA Ha LMT CNIMHa/IbHBINA. MpK NOA03PEHMSX Ha Nepenom
LLeHOrO OTZe/a NO3BOHOYHMKA LLUMT UCMO/b3YETCH COBMECTHO C iepXKaTesieM ro/IoBbl.

HavMeHoBaHVe napameTpa BennunHa
LLINT cnnHabHbIN ¢ Kap6oHoBOW pamkot WSX-S
[FabapuTHbIE pa3mepb! WyTa 6e3

KOMM/EKTYIOLLMX, MM 1845x400x52
Macca LyTa 683 KOMMNEKTYIOLLMX, Kr 4,3
HoMuHasibHas Harpyska, Kr 250

MakcMa/bHbIA Nporné npu nosLbéme
3a 4 TOpLiEBbIE PYYKM, He Bonee, MM:

- NPV HOMUHA/bHOI Harpy3ke 165 Kr; 45
- TPV HoMMHanbHOM Harpy3ke 250 Kr. 90
PEHTI'eHOﬂp03paLIHOCTb PeHTFEHOI'IpO3pa‘—IEH, MeHee 1,5 mm Al

KOHCTPYKUMA pYyYeK, NPUNOLHATBLIX OTHOCUTESNIbHO
OCHOBaHUA, 06ecneynBaeT 6e30MacHyo ornopy npu
MOAHATAN U OMYCKaHWM W HOLLEHWW LLUTA; PYYUKM

PyuyKy NerkofoCTynHble
14 (M3 HMX 2 Ha K&XXA0iA NorepeyHol CTOPOHe 5 Ha

KonnyectBo py4eK A4 nepeHoca, LLT. Ka>K[I0/ NPOAO0/bHONA)
HomuHanbHas Harpyska Ha py4ku
[NA nepeHoca, Kr 60

[Jepxartens ronosbl WSX-H1
MabapuTHbIE pa3mepbl AepXKaTesib 395x250x160
ronosbl WSX-H1, mm
Macca, Kr 0,6
Tvn ukcaumn K Wty C NOMOLLbHO peMHeli C 3acTeXxKxKamn «BenbKpo»
Tun gmkcaumm 60KOBbLIX OMop K 3acTexkka BesbKpo

OCHOBAHWIO [IEPXKATENS TO/I0BbI

MPOYHOCTb (hMKCALMM 3aCTEXKM
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* - [ONyCKaeMble OTK/OHEHWS OT yKa3aHHbIX 3HaueHuin. 10/0

4. Mepbl NpefoCTOPOXHOCTN
* He ncnonb3yiTe WKTbl ANs NOCTOSHHOM MMMOGUAM3ALMN.
uwt MPeAHasHayeH [ANA UCMOMb30BaHUS KBATMULMPOBAHHBLIMU -elnanmucxammn nmbo

cneuyanbHo 06y4YeHHbIM NepcoHanom. [lepcoHan [0MKeH ObiTb (OM3NYECKN MOArOTOBNEH A
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Mpn nepeHoCKe NaumeHTa Ha CMHaIbHOM LUMTE Y6eMTech B TOM, UTO MaLMeEHT
TErHyT peMHAMM.
KOHTponupywiTe NONOXEHME NaLMeHTa U LUTA BO BPEMS NEPEHOCKM.
He Harpyxaiite wut WSX-S 6onee yeM Ha 250 Kr.
IMpn nepeHoce naumeHTa BeCOM 60nee 165 Kr ¢ TpaBMOV MO3BOHOUHMKA LUWT NPUMEHSETCS
MECTHO C BaKyyMHbIM MaTpacomM.
He akcnnyatupyiiTe WWT ¢ BUAUMbIMA AeeKTaMK, a TakxKe C HapyLLEHNAMU CTPYKTYpbl
pepvanos.
| ¢ He ucnonb3yinTe WWUT He MO HA3HAYEHMIO.

» He octaBnseTe nocTpagasLLero 6e3 npucMoTpa.

* W3genve He npefHasHa4yeHo Ans NePeHOCKU OAHUM YEeI0BEKOM.

e PerynsipHo nposepsrite wusgenve. [lpom3BoauTe HeoOXOAMMOE O6CNyXMBaHWE ONns
[A00ePKaH/1 N3eNINA B XOPOLLEM COCTOSIHMM, U COXPaHEHMSt ero 3KCMnyaTalMOHHbIX CBOWCTB B
[eveHre AIMTENBLHOTO BPEMEHM.

* He n3meHsinTe 1 He MOAUMULMPYIATE U3LeNne, He PEMOHTUPYITE U3LeNIne CaMOCTOSATENBHO.
;* U3beraiite BO34eCTBUSA Ha U3AenMe UCTOYHUKOB Tenna, naamMeHn um
|nerkoBocnIaMeHAOLLMXCS BELLECTB.

5. B03MOXHble NO60YHbIE AEACTBUSA
Mpyn NpaBUILHOM MCMO/b30BAHUM U3L4e/INA MOO6OYHbIE AECTBMS OTCYTCTBYHOT.

6. [poTmBONOKaszaHNA K NPUMEHEHUIO
V13BeCTHbIE MPOTMBOMOKAa3aHNA OTCYTCTBYHOT.

7. Komnnekrauma*

nN/i HawnmeHoBaHwme Kon-Bo, Wr.
LLIMT cnnHanbHbIN ¢ Kapb6oHOBOM pamKoi WSX-S
1 LT crvHanbHbIA ¢ kapboHOHoM pamkoid WSX-S 1
2 KoMM/ieKT ivKCHpyHOLLYIX peMHe W peMeHHast crcTema He MeHee 1
3 Jepxarens ronosbl WSX-H1 npy HeO6X0AMMOCTH
4 PyKoroAC/BO MO SKCIUTyaTaumn 1

y'fOLIHeHHbIVI KOMIM/IEKT MOCTaBKM YKa3bIBaETCA Ha YMakOBKE M3AENNA.

8. Mopsagok paboTsl

8.1. CHMMUKTE COo WMTa TPaHCMOPTUPOBOYHYIO YMNaKOBKY.

8.2. MNpoBepbTe BHELLHWIA B, 1 KOMINJIEKTaUMIO WmMTa. Ha NOBEPXHOCTU He AO/MKHO ObIiTbh
MEeXaHUYeCKNX MOBPEXAEHWI, 3arpsa3HeHUI, a Takke HapyLLEHWA CTPYKTYpbl MaTepuasios.

BHUMAHWE! lNprnmMeHeHWe HENCNPaBHOIO U3AeNna He AOoMYyCKaeTCs.

8.3. MogHMKTE 60/ILHOTO 1 OCTOPOXHO MEPE/IOKUTE ero Ha LUMT, 3TO HEOOXOAMMO CAeNaTb B OAWH
npveM npy noMowm 3 -5 yenoBeK. ECnM LieiHbIA OTAen npeaBapuTenibHO He 6bli 3adiMKCMpOBaH,
HeobXxoAMMO (hMKCMpoBaTL rOIOBY MOCTPaSABLLEro pykamu C yrnopom Ha nneun. Cregure, 4tobbl HOTW U
KOCTM Ta3a nauueHTa 0CTaBa/ICb B OLAHOM MOMOXEHUW MO OTHOLLEHUIO K TOPCY.

[Mpy NOAO3PEeHNM Ha TPaBMY LLEMHOro OTAena No3BOHOYHMKA NPeaBapuTeibHO HEOOX0AMMO
NMMOGWIN3NPOBATH LUENHBIA OTAEN NO3BOHOYHMKA MaumeHTa C NOMOLLbHO LMHBI-BOPOTHMKA (B KOMM/IEKT
He BXOAWT).

lMpy nepeHoce nauuneHTa BeCOM 60siee 165 Kr ¢ nMepesioMoM MO3BOHOYHMKA HE06X0AMMO
NCMOMb30BaTh LUWT COBMECTHO C BaKyyMHbIM MaTpPacoM.

BHVIMAHWE! HeocTopoxxHOe nepekiafblBaHne NaLyeHTa MOXET MPUBECTU K
[OMONHUTE/IbHbIM TpaBMaMm.

8.4. PacnonoxmTe nayueHTa Ha LLMTe POBHO NO LEHTPY. Mpu pocTe nauveHTa 6onee 185 cm
[OMYCKaeTCs CBMCaHMe CTYMNHEN naumeHTa 3a Kpaw LLMTa, rofoBa CBUCATb He A0/MKHa.
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8.5. Mpn HeobxoAMMOCTU MCMONb30BaHUA fAepxatens ronosbl WSX-H1 (nogospeHune Ha TpaBMy
HOrO OTAena NO3BOHOYHMKA), Mepes TeM Kak MONOXMWTb MauueHTa Ha LUWT, 3aKpenuTe OCHOBaHWe
pKaTens ronoBbl Ha LWMTE C MOMOLLLI (DUKCUPYIOLWLMX PEMHeN [AepXaTens ronosbl. [lonoxuTe
peHTa Ha LWWT, 4TOObl rosoBa pacnonaraiacb Mo LEHTPY OCHOBaHUA [epXxaTens rososbl. 3aTem
(aHoBMTE H6OKOBbIE OMOPbLI C ABYX CTOPOH OT rO/IOBbI MaupyeHTa, TaK 4ToObl GOKOBbLIE OMOPbI MIOTHO
Wnerann K rosioBe naumeHTa, 1 3auKCuMpyrTe MX Ha OCHOBaHWM C MOMOLLBHO 3aCTEXKU «BeNbKPO».
nefyTe, 4TOGLI YLIM NaupeHTa pacnonaraiucb B OTBEPCTUAX 6GOKOBLIX OMop. 3atuKcupyinte no6 u

MOOPOAOK NauyeHTa C MOMOLLLHO PUKCUPYHOLLMX PEMHER [epyXaTens rososbl.
| BHUMAHMUWE! TMpyMeHeHVe [epXKaTensi rofioBbl MPY PAemnosioXXeHUM MalueHTa Ha >XUBOTE

<eporyeTmo!
BHMMAHWE! HenpaBuibHOe pacnonoXeHwe yile naumeHTa 0THOCUTENbHO GOKOBOM OMopbl

|OXKET MPUBECTY K MOBPEXKAEHWNIO YLLIHOM PaKOBUHbI.
8.6. 3amKcupyiiTe NauyeHTa Ha LWMTe C NOMOLLbH PEMEHHON CUCTEMbI U KOMMNeKTa

1)MKeVpyroLLYIX PEMHEN, NPOoAeBas PEMHUN Yepe3 0TBEPCTUA B LUWTE, U 3aTeM (IUKCUPYS UX.
BHVIMAHWE! He 3ataruBanite peMHW C/IMLLKOM CU/IbHO - 3TO MOXKET NPUBECTU K CLAB/IEHUIO

106pa3oBaHUI0 NPOJIEXHENA.
BHMMAHWE! Cnnwkom cnabas dmkcaumsi He acT HY>KHOro athpeKTa MMmobmnmsaumnm.

8.7. OCTOPOXHO NepeHecuTe NOCTPaAaBLLErO.
BHMMAHWE! He nepeHocuTe naumeHTa Ha LWMTe, eC/i OH He MPUCTErHYT PEMEHHOM

CUCTEMOWA.
, 8.8. Mocrnie Ucnosb30BaHNA LMT U KOMIMJIEKTYIOLLME CliefyeT 04nCTuTb (CM. MyHKT 9.2.)

| JlononHuTenbHas MHhopMaums:
TpaHcnopTMpoBKa 6ONILHOTO C TPaBMOIA B LUEHOM OTAg/ne NO3BOHOYHMKA A0/MKHA OCYLLECTBISATLCS

B MOMOXEHUM Ha cnuHe. [pu TpaBMe TPYAHOTO WAM MOSICHUYHOTO OTAena O0O6bIYHOE MOMOXKEHME
MOCTPaZaBLUEro - Ha CrvHe, MO MOKasaHUsM - BO3MOXHA TPaHCMOPTMPOBKA Ha XuBoTe. Bo n3bexaHue
CMELLIEHNS! OT/IOMKOB MO3BOHKOB W [AOMOMHATENIbHOTO MOBPEXAEHUS CMMHHOTO Mo3ra He CneayeT

TPaHCMOPTVPOBaTh GOMBHOMO B MOJOXEHWN Ha GOKY.

9. TexHM4YecKoe 06CYXXMBaHNE N XpaHeHWe
9.1. Mepea NOBTOPHbLIM WCMOMb30BaHWEM MPOBEPbTE, HAXOAWUTCS NI LWT B HaZ/IEeXallleM COCTOSIHUN:

MPOBEPbTE M3AENME Ha Ha/MMuMe BUAMMbIX MOBPEXAeHWIA. MOBpeXAeHHbIe U3AENNS U KOMM/EKTYHOLE

AO/MKHBI ObITb 3aMEHEHB!.
9.2. Mocne UCMOoMb30BaHUS LWT U KOMMJIEKTYIOLLME CNeayeT OUMCTUT.

LLL1T, ocHOBaHVe 1 6OKOBbIE (PUKCATOPbI AEPXKATENS FOM0BbI OUULLAKOTCS C MOMOLLLIO BOAbI, FYOKU U1

HearpeccuBHbIX MOMLLVIX CPEeACTB.
PeMeHHasi cucTema, (IMKCUPYIOLLME PEMHM LUMTa W FOMOBHOFO AepXKaTensl Heo6X0AMMO CTUpaTb B

CTUPaNbHOW MalLmnHe npu 60°C ¢ go6aBNeHMEM HearpeccBHOMO MOKLLETO CPeACcTBa.
Je3nHgekums wmura 1 KOMNIEKTYIOWMX MPOBOAUTCA C MOMOLLUBHO pacTBopa «X/I0preKCUanH» uim

3%-Horo pacTeopa nepekncy BOLOPOAa C Job6aB/ieHeM HearpecC1BHOrO MOOLLETO CPeLCTBa.
BHVIMAHWE! O6paboTka CnMpToCOAepXXallMmmy pacTBopamu 1 TEPMUYECKM CrOCO60M

(KMnsiYeHve, aBTOK/IABNPOBaHME U T.M.) HE JOMYCKAETCA.
36eraiiTe XECTKON MeXaHUYeCKOM YMCTKW, KOTOPass MOXET MOBPEAUTb NMOBEPXHOCTb LUMTA.

ocne o4MCTKK TLATeNIbHO NPOCYLUNTE U3aenue.
BHVMAHWE! I'oBTOpPHO 1UCNONb30BaHME BO3MOXKHO, TO/IbKO €C/IN U3Je/INe HaxoauTcs B

HOPM&/IbHOM TEXHUYECKOM COCTOSIHUM, He UMEET 3arpsa3HeHUA 1 NPoLe3VH(PULMPOBAHO.
9.3. XpaHute nsgenve npu Temnepatype ot -10°C go +25°C B XOpOLUO BEHTUINPYEMbIX KPbITbIX

NomeLLeHnaX 6e3 BO3AENCTBMA CO/THEYHOrO CBETa MNP OTHOCUTE/NbHOW BNaXKHOCTM Bo3ayxa 25-80%. He
XpaHuTe U3L4enns B HeoTanMBaeMbIX aBTOMOBUNAX CKOPOW MOMOLLM.
9.4. CpoK XpaHeHua usgenns - 3 roga.

FO.Ycnosua akcnayaTaumn
3kcnnyatupyinte nsgenne npy Temneparype* ot -40°C go +70°C 1 OTHOCUTENbHOW BNaXXHOCTK

BO3Zyxa 5 - 95%.
* - MpY UCMOMb30BaHUM U3OeMMSA MPU C/IMLLKOM  BbICOKMX WM HM3KVX Temreparypax cregure 3a
COCTOSHMEM MaLeHTa M MpUHUMalTe Mepbl MO MOAAEPKAHWIO OMTUMA/bHON TemrepaTypbl Tefa B Crydae

HEo6X0AMMOCTH
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| M.YcnoBusi TpaHCnopTUPOBaHUS
I V3penua TpaHCNOPTUPYHOT B KPbITbIX TPAHCMOPTHBLIX CPeLCTBax B COOTBETCTBUM C MpaBuiaMm

|eBO3KM py30B, AEVCTBYIOLMMUN Ha K&XA0M BUfe TpaHcrnopTa npu TemnepaType oT -40°C go +40°C
«OTHOCUTENbHOW BNaXXHOCTK BO3ayxa 25 - 80%. TpaHCMOPTHbLIN NpoLecc AO/MKEH NPeaoTBpaLlaTh

VMKW, UHTEHCKBHbIE KOMlebaHns 1 BNaXKHOCTb.

" 12.Cpok cnyxb6bl
: CpefHuWin cpoK CnyXx6bl Npy COBNOAEHNI YCNOBUIA SKCMyaTalMn LWmMTa - 3 roga, KOMNIEKTYHLLMX
rog,

13. YT1unusauyusa
W3penvsa v npuHagIeXXHOCTM Mo OKOHYaHUKO CPoKa Cy)XObl Mog/iexxar yTUAn3aunm Kax

(emupHCKVe 0TXOAbI Knacca «Ay, YTUNN3UPYHOTCA Kak TBepAble 6bITOBble 0TX0AblI CTaHAAPTHbLIM
LLocoboM corniacHo CaHlMuH 2.1.3684-21 ¢ npefBapuTenbHOW Ae3nHDEKLME.
YTunusnpyiite unm nepepabatbiBainTe ynakoBoUHbIE MaTepuasibl COrNacHo AeMCTBYOLM

HOPMAT/BaM MECTHOT0, FOCYapCTBEHHOMO 1 PErMOHANILHOIO YPOBHS.

14. MapkupoBKa
14.1. MapKnpoBKa n3fenusa npeLycmoTpeHa:

- HEeNOCpeCTBEHHO Ha LWNTE N AepXKaTesne ronoBbl;
- Ha YNaKoBKe.
14.2. MapKv1poBKa Ha LuTe 1 Aep>kaTene ronosbl 40/HKHA
COZiepXKaThb CrefAyHoLLY0 NH(OPMaLIMIO:
- HaMMeHOBaHVe N3fenns;
- IOrOTUN NPOU3BOAUTENS;
- cumson CE;
- O/} BbInycka.
14.3. MapK/poBKa Ha YNakoBKe [O/MKHa CoAepXKaTb
CMeAyHoLLLYHO MHOPMaLMIO™:
- HanmeHoBaHue nsgenvs;
- KomnnekTayus;

- HaumeHoBaHue, aapec NpousBoauTeNs y

-Cumson C € ;

- CumBon

LOT
- Homep naptum

- fata npon3soacTea H
- Ha3BaHue 1 agpec ynosHOMOYEHHOro NpeAcTaBUTeNs;

- Homep pervncTpauyoHHOro yaoCTOBEPEHMS.
~ - [IONYCKaeTCs AONONHEHNE MapPKNPOBKM MHOW MHGOpMaLIMeid, He NPOTMBOpeYaLLei yKasaHHON B
TEXHUYECKOW JOKYMEHTaUMN 1 UHbIX JOKYMEHTax
14.4 O603Ha4YeHNe CYMBOJIOB

CrmBon O603HaueHe
I\/i MpoussoauTens
3HaK COOTBETCTBYS €BPONECKUM AYPEKTUBAM
KauecTBa
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BHumaHVe, 06patuTech K pyKOBOACTBY MO
A aKcnyarauum

Homep naptum
LOT

d

15.MponsBoanTenb :
JIANGYIN EVERISE MEDICAL EQUIPMENT CO., LTD 1001 Chengyang Road, Jiangyin City,

Chira («L3aHcy 3SBEPAI3 Mepgukan SkBunmeHT Ko., /lta», 1001 YeHraHr Poag, ropof Li3SHbMHSD,
nposuHLYA LI3sHey, KuTait) Ten.: 86-0510-86900998, Medical(fl).EVERISEgroup.com,
www.EVERISEgroup.com

[JaTa npon3soacTaa

16.0chmumanbHbIA NpeacTaBUTeNb

Ha Tepputopun PP  ynoNHOMOYEHHbLIM NpeACTaBUTENEM, OCYLLECTBAAIOWNM  peansaunio,
rapaHTUNHbIE 06A3aTeNbCTBA 1 PEMOHT U3AENNIA, ABNSETCA

000 «PAM»

FOpuanyeckuid agpec: 109518, r. Mocksa, yn. ["paliBOPOHOBCKas, A. 23, 3T. 5 kom. 504,

T./t. +7 (495) 109-59-55, +7 (929) 999-89-87 info(grdmed.ru

17.MapaHTum

W3rotoeuTenb rapaHTUpYeT UCMpPaBHOCTb LWUTA B TeYeHUe 12 MecsLeB COo AHA NPOoAaXn npu
COO/OAEHNN MPaBUN 3KCIJTyaTaLum.

"apaHTWIMHbLIA CPOK Ha KOMMNJEKTYoWe (FONI0BHOW AepXKaTeslb, PEMEHHYHO CUCTEMY, KOMMIEKT
(DMKCMPYHOLLMX PEMHEN) - 6 MecsLIEB.

[apaHTUA He pacrpoCcTpaHseTCd Ha MOBPEXAEHWS, Bbl3BaHHble HEOPEXHbLIM  XpaHEHWeM,
TPaHCMOPTUPOBaHMEM W 3KCMyaTaLuen nsaenms.

Mpn  Heob6XOAMMOCTM  CEPBMCHOrO  06CNYXMBaHWS  obpawjaitecb K YNO/IHOMOYEHHOMY
MpeACTaBUTENO MPOM3BOAUTENS Ha Tepputopun PP no agpecy v Tened)oHam, yKa3aHHbIM B HACTOALLEM
PYKOBOACTBE MO 3KCryaraumu.

JoKymeHT HavmeHoBaHVe JOKyMeHTa

CO0TBETCBME MEXAYHA004HbIM CTaHAapTam

EN ISO 13485:2016 W3penna meguumHckme. CUCTEMbI YNpaBneHUs KauyecTBOM,
TpeboBaHMs K
PEerynnpoBaHuio

EN 980:2008 MepguuuHckne  npubopbl.  paguyeckne  CUMBObI,

MCNO/b3yeMble NPU MapKUPOBKE
MeLULUHCKNX YCTPOCTB

EN 1041:2008 NHhopmaums, MoAroTas/iMBaeMas U3roTOBUTESIEM,
COMpPOBOX/atoLLas
MeAULMHCKNE Nprbopsbl

EN ISO 14971:2009 MeauuMHCKMe yCTpoicTBa. [pUMeHeHUe MeHeKMeHTa
PUCKOB K MEAULIMHCKUM
YCTpOICTBaMm

EN 1865-1:2010 O6opyfoBaHne  Ans  TPaHCMOPTUPOBKM  60JIbHONO,
NMPMMeHseMOe B MalyyHax CKopoi nomowm. Yactb 1
Cneupdmkaums
O6WMX  CMUCTEM  HOCWIOK U 06OpyZoBaHMs  [fia

TPaHCMOPTUPOBKY B0/ILHOIO
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I'TTT P S60-2016

FOCT P 50444-2020

1M TaHnaotel cepun 1SO 10993

rocTt P 52770-2016

roct 31214-2016

roct PMNCO 15223-1-2020
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OneHKa 610MorYeckoro AeicTBUS MeAVNLIMHCKUX U3ennii

N3penwns MeAMNLIMHCKME. TexHuyeckune cpeacTea
3a3MeLLeHns 1 nepemeLLeHns 60/bHbIX 1 NOCTPafaBLUNX Ha
torocnutasibHoM atane. O6Lme TexHUYecKue TpeboBaHUsa U
MeTofbl UCTIbITaHNIA

MpuGopbl, annapaTbl W 06OpPyAOBaHME  MeAULMHCKME.
O6LLME TEXHUYECKME YCOBUS

OneHka 610NorMYeckoro AencTeus MeanLMHCKNX N3aennii
W3penns  megmumHckne.  TpeboBaHWst ~ GE30MAaCHOCTM.
MeToabl  CaHUTaPHO-XMMUYECKUX W TOKCUKOMOTMYECKMX
NCNbITaHNIA

W3genna  meguumHckme.  TpeboBaHus K obpasuam  U©
[JOKYMeHTauMu, npeacTaBnsgeMbiM Ha TOKCUKOOTMYECKME,
CaHUTAPHO-XMMUYECKME  WUCCNeA0oBaHMA, WUCMbITaHUA  Ha
CTEPUILHOCTb N NMUPOTreHHOCTb

Vspgenns  meguumHckne.  CUMBOSbI,  MPUMEHSAEMble  MpuU
MapKMPOBaHUM Ha MeANUMHCKUX W34ennax, 3TUKETKax U B

COMNPOBOANTENBHOW  [OKyMeHTaumn. Yactb 1 OCHOBHblE
Tpe6oBaHus

10



et peolcTpaummn N3MEHEHUN
Bepcua V13MeHeHUs

25 07 2020 001 MepBoHaYanbLHasA Bepcus

VcnpaBneHve Homepa CaHlMHa, BBefeHVe HOBOW TeXHUYECKOM

02.08.2021 002 XapaKTePUCTUKN «MaKCUMasbHbIV MPormoe»
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CBNWOETE/NIBCTBO
CoBeT Kntasa no passutuio MexxayHapoaHoi Toprosnn (CCPIT)

CoBeT Kutas no passmTuio MeXkayHapoaHon Toprosnn Kutavickasi
Me>XXayHapoaHas Toprosas rnasara

00556105
JloroTun
CoBeT Kutasa no pasBuTuio MexgyHapo4HON TOProBnu
KuTtaiickas mexayHapoiHasi ToproBas nanata

CBUAETE/ILCTBO
QR-Kod
Ne213202B0/002547

HACTOAWNMM TMOATBEPXOAETCA, YTO nognuce CAOXKOHIT HOAHb 0T uMeHu
LI3AHCY 3BEPAN3 MEAMKAN 3KBUMMEHT KO. NTA (JIANGYIN EVERISE
MEDICAL EQUIPMENT CO., LTD) 1 nedyaTb YKa3aHHOW KOMMaHWX Ha Mpwiaraemom
PyKOBOZCTBE M0 3KCr/yaTanumn ABNAKTCA NOL/MHHBIMU.

Kpyrnas neyatb: CoBeT Kutas no pasBuTui0 MeXayHapoaHOl TOProB/mn

* 3ABEPEHVE*
cneuvanbHas nevatb A1s Y0CTOBEPEHUS TOProBbIX CAENMOK
* CCP1T(47)
TucHeHas nevatb: CoBeT KuTasi Mo pasBUTMIO MEXLyHapOaHOW TOProB/y
* 3BABEPEHUNE*
cneuvanbHas neyatb Anst YA0CTOBEPEHUS TOProOBbIX CAEMOK
* CCP1T(47)

CogeT KnTas no pasBuTHIO MeXLyHapogHOl TOprosv
Mopnuce
Mognucb YNoMHOMOYEHHOr0 COTPYAHUKA:
LLleHb Csaoxya
[Hata: 30 aBrycrta 2021 r.

Beb6caiiT ans npoBepku cBuaeTenscTea: http:/ wwwv.iv.ccpit.com/valjd

MNepesog c KUTaCKOro n aHrnMincKoro A3bIKoB Ha pyCCKI/II7I A3bIK BbINONHUA [TopenoB PomaH AHaTO0NbEeBUY
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Poccuiickasa depepaupsi
["opog Mocksa
LLlecToro ceHTAGpA ABe ThiCAYM ABaALlaTb NepBOro roga

A, KOcynosa Hanna VgpumcoBHa, HoTapuyc ropoga MocKBbl CBUAETENILCTBYHO™
No/IMHHOCTL Noanucy nepesogyvika [ropenosa PomMaHa AHaTo/IbeBUYA.

Moanuck caenaHa B MOEM MPUCYTCTBUN.
JINUYHOCTL MOAMNUCABLLErO OKYMEHT YCTaHOB/IEHA.

3apervcTpypoBaHo B peecTtpe: Ne 77/640-H/77-2021-

YnnadeHo 3a coBepLUeEHUE HoTapuasibHoro genctems: 400 py6. 00 Kor.

H.N. KOcynosa

MPOH
neyvarb

HoTapuyc
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