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User Manual

Medical cart, Modification 255
for transportation/delivery of medical devices, medicines,
equipment, tools, medical dressing within the department or
hospital
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INTRODUCTION
WARNING! For the sake of safety, when using the Medical Cart, Modification 255 for
transportation/delivery of medical devices, medicines, equipment, tools, medical dressing within

the department or hospital (hereinafter referred to as cart/device) for the intended purpose, all
users shall carefully study this User Manual before using the device.

1 Developer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone; +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info(8lojer.com
2. Manufacturer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax; +358 (0) 10 830 6702
info@lojer.com
3. Address of the production site of the medical device
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
4. Authorized representative of Lojer Oy in the Russian Federation
Limited Liability Company Lojer Medical (LLC Lojer Medical)
29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95
russia@lojer.com

5. Purpose of the Medical Device
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Medical Cart, Modification 255 is intended for transportation/delivery of medical devices,
medicines, equipment, tools, medical dressing within the department or hospital.

6. Scope

The medical device is used in professional healthcare facilities such as clinics or hospitals.

7. Potential user

This medical device can be used only by medical personnel in hospitals, clinics and medical and
preventive treatment facilities.

8. Indications for use
Intended for transportation/delivery of medical devices, medicines, equipment, tools, medical

dressing within the department or hospital.
9. Counter indications

Contra indications that apply directly to these devices are currently unknown.

10. Possible side effects and adverse events when using MD

No side effects identified.

11. Classification of the medical device

The cart refers to Class 1 devices in accordance with Directive 93/42/EEC (MDD) and has CE
mark based on this classitication.

12. Type of contact with the human body

The device has no contact with the patient, there are no working parts.

Carrying handle - short-term surface skin contact (less than 24 hours).

13. Risks of using the medical device

The detailed information is provided in the risk management files for the medical device.

14. Description of design of the medical device, the principle of its operation.

Medical Cart, Modification 255, has a rigid welded solid frame. The cart is able to move on
wheels inside the clinic buildings under the action of human muscular effort.
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15. Medical device performance and functionality:

r Name of MD  Description and functionality of MD  Photographic image Mass, Overall
ko. dimensio
ns, mm.
Error:
+/-5%  Error:
+/- 5%
Medical Cart, The cart is a frame structure made 5.8 620x378
Modification  of chrome-plated steel tubes. x850 mm
295: The cart is two-tiered, on each tier o/
there are removable plastic pallet u
boxes.
For easy movement, the cart is (

equipped with a carrying handle.

The cart maneuvering capability is

ensured by wheels, that rotate by

360 degrees independently of each vV
other.

The cart is intended for
transportation/delivery of medical
devices, medicines, equipment,
tools, medical dressings within the
department or hospital.

Model Dimensions of the structural elements (mm) Wheels
(mm)
+/- 5%
255

The medical cart for transporlation/delivery of medical devices, 0 75 mm,
medicines, equipment, tools, medical dressings within the department 4 pcs.
or hospital.

The cart design is based on four wheels (0 75 mm), that provide soft
travel.

The dimensions ot the cart structural elements (in mm) are shown in
the diagram below:

620 ...q
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The cart can withstand a nominal load of 20 kg.
The force required to move the cart on a hard Hat surface is 65 N
The carl DOES NOT CONTAIN non-ferroi.s, precious metals and their alloys.

16. List and description of medical device materials used to manufacture the,; -

V, *L1.XUWN\.4111VCIVIV

Material Coating Brand, manufacturer
Chrome-plated steel Frame structure  Tube 19x1.5mm
including a carryin
handle. g ying Tibnor, Estonia, steel grade
AISI304
ABS-plastic Pallets Okartek Oy, Finland
ABS+ Wheel coating Manner Finland
polymethylmethacrylate ’
E-75 PTE
200307

17. Information on materials of animal/human origin being part of MD

This medical device does not contain materials of animal origin.
1his medical device does not contain materials of human origin.

18. Information on medicines being part of MD

This medical device does not contain medicines or pharmaceutical substances.

19. Requirements for rooms where the medical device is supposed to be installed
(assembled).

The room m which the medical device is planned to be used shall have a flat floor surface.

20. Disinfection and cleaning.

/1™  NOT ACCEI TED by the manufacturer. appearance are

The appheation of mechanical (abrasive) cleaning methods is not allowed The
[ j'l use of solvents (nitrosolvents or acetone) is NOT ALLOWED.
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Use general purpose weakly alkaline detergents (soapy water or foam) for cleaning.
Disinfectants with a detergent action, such as: Peroximed, neutral anolytes, Lisetol AF,
Septodor-Forte, Virkon are also can be used for cleaning.

Disinfection should be carried out by wiping exposed surfaces with a squeezed wipe moistened
with a disinfectant.

After treating the device with disinfectants, be sure to wipe the device surface using clean water,
and then remove all residual liquid with a dry cloth.

For disinfection of devices, disinfectants of domestic and foreign production from the following
main chemical groups of compounds: cationic surface-active agent (SAA), oxidizing agents,
chlorine-containing agents, agents based on hydrogen peroxide, alcohols, aldehydes are allowed
to be used.

During disinfection it is NOT ALLOWED:

- to use solutions which concentration exceeds the value specified in the user manunal;

- to exceed the recommended exposure time of the disinfectant solution on treated surfaces.

21. Service life
The service life of the medical device is 10 years.

22. Storage, operation and transportation conditions

Storage conditions:
The cart shall be kept indoors.

The storage temperature is between -10 °C and+50 °C
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar

1he cart shall be kept indoors. The storage conditions shall comply with "2(C)" defined in
GOST 15150-69. Room air should not contain impurities that cause corrosion.

Operation conditions:

r- The operation temperature is between +10 °C and +40 °C
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar

Transportation conditions:
The carts shall be transported in closed vehicles of all types in accordance with the
transportation rules applicable to this type of transport.

The transportation temperature is between -10 °C and +50 °C
r The relative air humidity is between 20 and 90%
The c

art shall be transported in closed vehicles of any kind, in accordance with the shipping rules
in force for these modes of transport. Transportation conditions shall meet the storage conditions
"5" (OZH4) defined in GOST 15150-69.

23. Infromation on package (list and description)
The cart is delivered in the assembled condition.

The cart is packed in a master carton.
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The carton is mounted on a wooden pallet.

% General view of the package

Packing material - wooden pallet, cardboard.

Package size 630x388x860 mm (+5%)
Packed weight 7.8 kg (£5%)

24. Definition of symbols used in labeling of the medical device:

Symbols used on the devices

The device satisfies the main requirements of EU Directive
93/42/EEC (Medical devices)

m Read the relevant instructions
Caution, fragile
n This side up (mark on package)

Keep dry
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Temperature limitation during transportation and storage

K
M Manufacturer
SN Serial number
# Hardware version/model
MD Medical device

Indoor use only.

Label indicating storage conditions:

- Lojer Oy logo;

- information on the official manufacturer and manufacturer address;
- CE symbol (compliance ot the device with European regulations);
- temperature limitation symbol;

- symbol "Keep dry";

- symbol "Caution, fragile"

- symbol "This side up (mark on the package)"

- symbol "Temperature limitation during transportation and storage”

Information on marking
The cart has the following type of marking plate:

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



n

MANUFACTURED INRNLANOVAMrOV!

SASTAMAU 20230201
) ) l/]‘[‘WCDT (WYYMMDO)
= S Mdical trdlley 255 SS] 100000255

AP3LQU26232401d021 »

- model

- serial number

- part number

- Lojer Oy logo

- information on the official manufacturer and manulhcturer address
- date of manufacture

- symbol «Use indoors only»

- symbol «Caution! Refer to the user manual»

- symbol CE (compliance of the device with European regulations)
- symbol «Read the user manual»

Sample of Russian-language marking

Tenexka MeAWLVHCKas B BapuaHTax UCMOHEHNS:
Tenexxka MeguUMHCKas MoOAWUGUKaLum 255 And  TPaHCMOPTMPOBKU/MOCTaBKN  MEAMLIMHCKNX  U3fennii

6onlHML 1?8 cocTVWWW 060py0BaHNsA, MHCTPYMEHTOB, MepeBA30YHbIX MATEPUasioB B Mpefenax OTAena wum

- IHCTpYKUMA no akcnayataumm - 1.
- Koneca —4 wu.

- MognooH - 2 .

PY Ne oT

Cpok cny»o6b! - 1o net

Lojer Oy (Jloiiep On)
Putajantie 42, 38210 Sastamala, Finland, ®uHnaHanA

CrpaHa npoucxoxgeHus: Finland (PuHnaHans)

YNONHOMOYEHHbI npefcTaButens B Poccumn: OO0 «Jloitep Mepgukan», 121357, Poccusi, MockBa  yn
_B epevckan, 4,29, ctpoeHune 134, Ten./hakc +7 495 269 O6 95 email: russia@loier.com

25. Maintenance and repair of the medical device
The carts have a simple, reliable design and do not require special maintenance. Periodic
inspection includes inspection and, if necessary, check and adjustment of threaded connections.

9

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



If threaded connections are loose, they shall be tightened. Periodically, at least once a month,
check reliability of the wheels. If necessary, tighten the fasteners.

26. Warranty obligations
Warranty period of operation of the cart is 12 months from the date of commissioning. Warranty

period of storage is 24 months from the date of manufacture.
27. Delivery set

The cart is provided pre-assembled.

ltem  Name Qt, pes.
1 Medical cart, modification 255 1
2 User manual 1
3 Wheels 4
4 Pallet 2

28. Procedure for disposal and destruction of the medical device

The cart docs not contain environmentally harmful components.

Disposal of the cart components is carried out only by specialized industrial
waste processing organizations.

Waste disposal shall be carried out in accordance with the requirements of SanPiN
2.1.3684-21 “Sanitary and epidemiological requirements for maintenance of territories of urban
and rural settlements, for water bodies, drinking water and drinking water supply for the
population, atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and implementation of sanitary and anti-epidemic (preventive) measures .

29. Environmental requirements
During use, transportation and storage this medical device has no negative impact on humans

and the environment.

30. List of national and international regulatory documents/standards that the Medical
Device complies with.

GOST R 50444-2020 Medical devices, apparatus and equipment. General specifications
GOST R 51084-2021 Carts for transporting patients and goods. General specifications
GOST R ISO 15223-1-2020 Medical devices. Symbols used tor marking on medical devices,

labels and accompanying documentation.

Item Designation Title of standard

1 Directive 93/42/EEC ~ Medical devices, facilities, equipment

10
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Medical devices. Quality management systems.
Regulatory Requirements

Medical devices. Application of risk management to
medical devices

2. ISO 13485:2016

3. EN ISO 14971:2012

marked. According to the Directive, the equipment is classified as a Class | medical device.

31. Claim letter

On the issues regarding the quality of a medical device in the territory of the Russian
Federation, contact company
LIMITED LIABILITY COMPANY LOJER MEDICAL (LLC LOJER MEDICAL)

29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95

e-mail: russia@lojer.coiri

www.lojer-medical.ru
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MepeBof C aHINIICKOTO U (PUHCKOTO A3bIKOB Ha pyCCKMii A3bIK

«YTBEP>XOAHRO»

YnpaBnsitoLLmin
AHTTM Bunne Tyomac JlaliHe
noanncb

20 AHBapa 2023 T.

/neyatb: «Jloliep Oii»

CacTtamana, ®UHNAHANA
[nsa yxopa, npocToro B obpatieHum/

NMHCTPYKUNA N0 SKCIJIYATAUNN

Tenexkxka MegMUMHCKaA B BapuaHTax UCMOSIHEHUSA

Tenexka meguuMHCKas mogudukaymnm 255
HanmeHoBaHne MeauLINHCKOro m3aenvs

r. Tamnepe, ®UHNAHANA 27.01.2023 r
B cuny cBOMX LOMKHOCTHLIX MOAHOMOYWIA:
MownuHa: 20 EBpo/

noAnuch

/wramn: EHHA VIOKVHEH
Crapwwii cneypnanuct. Hotapuyc/

/repboBasi neyatb: ep6d PUHAAHAUN
ATeHTCTBO LM(POBBIX U feMorparyecknx aaHHbIX/
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/IHCTPYKUMA MO SKCIvTyaTauym

Tenexka megnynHckaa mognpukaumm 255 ans
TPAHCNOPTUPOBKU/NOCTABKN MeLULNUHCKUX U3LENNA,
NeKapCTBEHHbIX CpeAcTB, 060pyAOBaHUA, MHCTPYMEHTOB,
nepeBA30YHbIX MaTepuasoB B nNpejenax otaena nam 60bHULbI
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BBEOEHWE
I o o
BHUMAHWE! Ons 6e30r|a>CHocm NnpY NCNONb30BaHNN TeNeXKn MEANLIMHCKO MOAVDMKALTi
255 ona TpaHCNOPTMPOBKWU/NOCTaBKM MeAULNHCKNX V3NN, NIEKAPCTBEHHBIX CPEACT,
060pya0BaHNA, MHCTPYMEHTOB, NMepPeBA30YHBbIX MaTepuasioB B Npefenax oTaena Ui 601bHULbI
(fanee mo TekCTy  Tenexka / U3genue) No HasHAYEHUIO BCe MOJb30BATENN LO/IKHbI

BHMMATE/IbHO M3Y4YUTb HACTOALLYH VIHCTPYKLMIO NO 3KCnyaTaumm 40 Hayana Ucnosib3oBaHns
n3genns.

1. Pa3paboTumk
Lojer Oy (Jloviep OiA)
Putajantie 42, 38210 Saslamala, Finland (MyTasaHTue 42, 38210 Cactamana, PUHAAHANSA)
Ten.;+358 (0) 10 830 6700 y
®dakc: +358 (0) 10 830 6702
info@Iqgjer.com
2. [lNpoussogutens
Lojer Oy (Jloviep OW)
Putajantie 42, 38210 Sastamala, Finland (MyTasaHTue 42, 38210 Cactamasna, PUHAAHANSA)
Ten.: +358 (0) 10 830 6700
dakc: +358 (0) 10 830 6702
info@lojer.com
3. Agpec mMecTa NPOU3BOACTBA MEAULIMHCKOIO U3Aenmns
Lojer Oy (J1oitep On)
Putajantie 42, 38210 Sastamala, Finland (MyTtasHTue 42, 38210 Cactamana, ®UHNAHAUA)
4. YNOMHOMOYeHHbIN npeactaBuTensb Lojer Oy Ha Tepputopun PP
OOLLIECTBO C OrpaHNYeHHO OTBETCTBEHHOCTLIO «Jloiep Meamkan» (OO0 «Jloitep Meankan»)
121357, Poccus, Mocksa, yn. Bepeiickas, .29, cTpoeHue 134
Ten./thakc +7 495 269 06 95

russia@lojer.com
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5. HasHayeHue MegnumHcKoro Msgennsa

Tenexka MefuUMHCKas Moaudmkaumm 255 npefHasHayeHa Ans TPaHCMOPTUPOBKM/MOCTAaBKM
MEAVLMHCKNX  M3[eNWiA,  NEKapCTBEHHbIX  CPeAcTB,  060PYAOBaHWS,  UHCTPYMEHTOB,
MepeBs30YHbIX MaTepuasioB B Npefenax oTAena Win 60MbHULbI.

6. O6nacTb NpUMeHeHNS

MeauLUMHCKOe U3fienne NPUMEHSIETCS B NPO(ECCMOHA/bHBIX MEAULMHCKMX  YUPEXAEHUSsIX,
HanpuMep, B KNMHMKaX Ui GONMbHULAX.

7. TloTeHUWanbHbIA NOMb30BaTeNNb

[aHHOoe MeauUMHCKOe Wu3fenve MOXeT ObITb  MCMOMb30BaHO TONMbKO  MeAULUHCKUM
NMepcoHasIoM B YCNOBUAX 60bHULL, KIMHUK 1 JTTTY.

8. TMokasaHuA K MPUMeHEHNIO
MokasaHO [N TPaHCMOPTUPOBKW/MOCTaBKN MEAULMHCKUX W3AENWIA, NeKapCTBEHHbLIX CPeACTB,

060pYy10BaHNs, MHCTPYMEHTOB, MePeBS30YHbIX MaTepuanoB B NpeAenax oTaena uim 60nbHULbI.

9. lpoTmBonokasaHuA

[MpoTnBONOKa3aHWA, KOTOpble OTHOCATCA llenocpeACTBeHHO K AaHHLIM U3[eNNAM, B HacTosLLee
BpeMA HEN3BECTHLI.

10. Bo3mMOXKHble MO60YHbIE 3PGEKTLI N HeXXenaTe lbHbIE ABNEHUA NPU NPUMEHEHUN
M
Mo60oYHBIX 3th(HEKTOB He BbISB/EHO.

11. Knaccngmkaumsi MegUUMHCKOro uaenms

Tenexkxka OTHOCUTCA K U3dennsm Knacca 1B cooTBeTCTBUK ¢ AumpekTreoin 93/42 / EEC (MDD) n
MMeeT MapknpoBkKy CE Ha OCHOBaHUW JaHHON KnacCUuKaLmm,

12. By KOHTaKTa c opraHM3MoM 4esioBeKa

MN3nenvne He KOHTaKTMPYET C NaLMeHTOM, paboume YacTu OTCYTCTBYHOT.
PyKOSITKa f1/11 NEPEBO3KMN - MOBEPXHOCTHbIV KPaTKOBPEMEHHbIV (MeHee 24 4) KOHTAKT C KOXENA.

13. PUCKM NpUMeHEHNA MeANLMHCKOro usfenus

MoapoGHast MH(opmauus npuBeaeHa B (hailnax MeHeMKMEeHTa puUcka Mo MeAULMHCKOMY
3aenmio.
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14. OnucaHme KOHCTPYKLMN MeAVLMHCKOr0 U3aenusl, NPUHLMN ero AeiicTBuS.

Tenexka MeAMLMHCKas MoaudMKaLMM 255 MMEeT XKEeCTKUIA CBapHOI HepasbopHbI KapKac.
Tenexkka cnocobHa nepeaBMraTbCs Ha Konecax BHYTPU KOPMYCOB KIMHKY Nog AeliCTBUEM
MYCKY/IbHOFO YCUUS YenoBeKa.

15. TeXHWYecKue XapakKTepPUCTUKN MeAULMHCKOro 13aenns, ero OyHKLUMOHaIbHOe

Ha3Ha4yeHUe:

HaumeHoBaH  OHucaHHe H  (PyHKLHOHanbllOC doTorpaduyeckoe nsobpaxeHme Macca, [abaput

He MU HasHavyeHne MW Kr. Hble
pasmMepbl,
Morpe MM,
LWHOCTb
:+/-5% Morpewn
OCTb: +/-
5%
Tenexka Tenexxka npeactaBnsieT  coboit 5,i 620x378
MeJULMHCKaA  KapKacHYH KOHCTPYKLMIO, X850 MM
MOAMMVKALM  BbIMOIHEHHYIO M3 XPOMMPOBAHHbIX
n 255: CTa/lbHbIX TPYO.

Tenexka ABYXpYCHasi, Ha KaXaoMm
fpyce  CbeMHble  MNACTUKOBbIE
Mo/I0HbI C GopTamu.

Ona  ypobctBa  nepemelLeHus
TeneXxka CHabXxeHa PYKOSTKON ans

NnepeBOo3KMN.
MaHeBpeHHOCTb TeNeXxKu
obecneumsatoT Koneca,

HesaBMCUMO  Apyr OT  Jpyra
BpaLlaroLLmecs Ha 360 rpasycos.

Tenexxka  npefgHasHadeHa  a/s
TPaHCMOPTMPOBKM/MOCTABKY

MeANLMHCKNX U3Lenui,
NeKapCTBEHHbIX CpeacTs,
06opyL0BaHus, WHCTPYMEHTOB,

MepeBA30YHbIX  MaTepuaioB B
npegenax otaena uam 60sbHNLbI.

Mogenb Pasmepbl 3/1EMEHTOB KOHCTPYKUMN (MM) Koneca (Mm)
+/- 5%

255
Tenexka MeAMLMHCKasA ans TPaHCNOPTUPOBKU/MOCTaBKN 0 75 MM,

MEeAULMHCKNX W3AeNniA, NeKapCTBEHHbIX CPEeACTB, 000PYAOBaHWUS, 4 LuT.
MHCTPYMEHTOB, NepeBs30YHbIX MaTepuasioB B Mpeaenax oTaena wim
60/1bHULBI.

KOHCTpYKUMS TENeXKN 6asnpyeTcs Ha YeTblpex Konecax (0 75 Mm).
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00€eCMeYMBatOLLMX YA06CTBO TPAHCMOPTUPOBKM.

Pa3mepbl 31eMEHTOB KOHCTPYKLWN TeNeXKN (B MM) NpuBeAEHbI Ha
CXEME HIKE:

- 378 .

750

Tenexka BblAepXXNBAET HOMUHa/IbHYHO Harpysky 20 Kr.
Ycunve, HeobxoamMMoe Ans NepemMeLLeHNs TENEXKM Mo TBEPAON MNOCKON NoBepXHOCTH: 65 H.

Tenexka UBETHbIX, AparoueHHbIX MeTanios 1 ux cnnasoB HE COLAEPXXAT.

16. TMepeyeHb W ONMCaHWe MaTepuasioB MeAULMHCKOIO W3AeNnsl, UCMosib3yemblixX s
N3rOTOBMIEHUS TENEXEK:

Martepuan MokpbITHe Mapka, nponssoauTeNb
XpomrpoBaHHas CTaslb PamHas Tpy6a 19x1.5Mm
KOHCTPYKLMS, i
BK/IOYAS  PYKOSITKY Tibiior,  9cToHMs,  MapKa
[INS NEepPeBO3K. cTanu A1S1304
ABC-HnacTunkK MopnoHbI Okartek Oy, ®uHnaHANA
ABC+nonnveTtnnmeTtakpunat O6LIMBKa KOnec Manner PuHNAHANA
E-75 PTE
200307

17. CBefeHUA 0 Mascpuasiax >XMBOTHOM0/4el0BeYeCKOro NpoUCXoXaeHNA, BXOAALLMX
coctaB M

B JaHHOM MeauLMHCKOM M3[eNne He UCMONb3YHTCS MaTepuasbl XKUBOTHOFO NPOVCXOXAEHNS.
B 1aHHOM MeAULMHCKOM U3AEeNNe He UCMONMb3YHTCS MaTepuasibl YeoBEeYECKOro
MPOVCXOXAEHWS.
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18. CBefleHMs 0 NIeKapCTBEHHbIX CPeACTBaX, BXOAALLUMX B cocTaB MU

B aHHOM MeAMLIMHCKOM M3AeNNe He UCMO/b3YHTCS IeKapCTBEHHbIE CPEACTBA UMK
(hapmaLieBTUUECKMNE CYOCTaHLN.

19. Tpe6oBaHUS K MOMELLEHUSIM, B KOTOPbIX MPeAnoiaraeTcsi ycTaHoBKa (MOHTaX)
MEeAVLMHCKOr0 U3aenus.

MomeLleHne, B KOTOPO.M MIaHUPYETCH UCMO/b30BaHME AO/MKHO UMETL POBHYHKO HAmMo/bHYHO
MOBEPXHOCTD.

20. [e3nH(eKUMa 1 0UMCTKa.

Mpu napyLleHn npasun Ae3svHpeKUUmM NpPeTeH3nn K BHeLLMEMY BULY U3LeNns
A npoussogutenem HE NMPUHMMAKOTCA.

MprMeHeHne MexaHNYecKnx (abpasvBHbIX) METOLOB OUMCTKM He [lonycKaeTcs.
MNMpumeHeHWe pacTBopuUTeNner (NUTpopacTBopuTeneir wnuM  auetoHa) HE
A OOMYCKAETCH.

[na ouncTkn crefyet NPUMEHSATb CNaboLlenoyHble YACTALLME CpeAcTBa OOLLEro HasHaveHus
(MbibHas Boga WM nNeHa). [N OUYUCTKM TakKe BO3MOXHO MPUMEHEHWE AE3VH(ULMPYIOLLNX
CPeACTB C MOWLIMM [eNCTBMEM, TakuMX Kak; [epoKcuMmen, HeMTpasbHbIX aHONWUTOB, JluzeTon
A®, Centogop-dopTe, BUPKOH.
[e3nHpekumo cnegyet MNPOU3BOAUTL NPOTUPAHUEM OTKPbLITBIX MOBEPXHOCTEN CMOYEHHOW
Ae3VHQULMPYIOLWMM PacTBOPOM OTXKATON CalPeTKOM.
Mocne 06pabOTKN M3OennUs  Ae3NHMOUUMPYIOWMMIN  pacTBopamMu  00A3aTeNlbHO MNPOTEpPeTb
MOBEPXHOCTb W3[eNus C WCMONb30BaHWEM YUCTOW BOAbl, & 3aTeM Y[anuTb BCE OCTaTKu
XMWIKOCTU CyXOIN CaneTKON.
Ans  ge3nHpeKuMn  mU3gennii - paspelleHbl K NPUMEHEHUIO  Ae3UH(UUMPYIOLLMEe CpeacTsa
OTEeYECTBEHHOr0 ¥ 3apybeXKHOro MpPoWM3BOACTBA M3 C/IELYHOLWMX OCHOBHbLIX XUMWUYECKUX Tpynmn
COEAVMHEHWU.  KATMOHHbIX  MOBEPXHOCTHO-aKTWBHbIX  Bewects  (MAB),  okucnuTenei,
XNOPCOAEPXaLLMX CPpeacTs, CPeACTB Pia OCHOBE MepeKnucn BOAOPOAa, CNPTOB, asberiios.
Mpwn nposefeHun fesnHgekunn HE AOTMYCKAETCH:
NMPUMEHATL PacTBOPbI, KOHLIEHTPaLUA KOTOPbIX MPEBLILAET BENNYMHY, YCTAHOBNEHHYIO B

WHCTPYKLUW NO MPUMEHEHWIO;

MpesblllaTb PEKOMEHAYEMOe BpeMA  BbILEPXKM  Ae3VH(ULMPYIOLLEro pacTBopa Ha
0bpabaTbiBaeMbIX MOBEPXHOCTSX.

21. CpokK cnyxobl
CpoK cny>6bl MegULMHCKOTO n3genus coctasnset 10 net.

22. YCnoBuWsi XpaHeHUs1, IKCrlyaTauuy 1 TpaucnopTrpoBanms

Ycnosusa XpaHeHus:
Tenexka fO/MKHa XPaHUTLCA B 3aKPbITO.M MOMELLEHUN.

Temnepatypa xpaHeHus oT -K) °C go +50 °C
- OTHocuTenbHas BnaxHocTb 20 % ... 90 %
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[aBneHne okpyxatoLein cpeapl 800 ... 1060 mbap

Tenexxka [O/HKHA XPaHWUTLCA B 3aKPbITOM MOMELLEHUW. YCNOBUA XPaHEHWUA [LO/KHbI
cootseTcTBOBaTh «2(C)» nmo MOCT 15150-69. Bo3gyx NOMeLLEeHUsS He AO/MKEH COAepXKaTb
MPVMECEN, BbI3bIBAOLLMX KOPPO3ULO.

Ycnosus akcnayataumn:
A TemnepaTypa akcnnyatauymm ot +10 °C go +40 °C
I OTHocuTenbHasa BnaxkHocTb 20 % ... 90 %
[asneHve okpyxatowlein cpeabl 800 ... 1060 mbap

YcnoBus TpaHCNOPTMPOBaHUS:
Tenexkn cneayeT TPaHCMOPTUPOBATb B KPbITbIX TPAHCMOPTHbLIX CPeACTBaX BCEX BWAOB B
COOTBETCTBUM C MpaBuiamMn NepeBo30K, AENCTBYIOLIMMM Ha TPaHCNOpTe AaHHOIO BUAA.

- TemnepaTypa npu TpaHcnopTuposaHun oT -10 °C go +50 °C
OTHoCUTeNbHaA BNaXXHOCTL Bo3ayxa 20 go 90%

TPWCNOPTPOBaHNE TENEXKM [OMKHO OCYLLECTBNATLCS B 3aKPbITbIX TPAHCMOPTHBIX CPeACTBax
nto60oro BMAa, B COOTBETCTBMM C MpaBW/iaMy NEPEBO3KM TPY30B, AENCTBYHOLMNX ANIS 3TUX BU0B
TpaHcnopTa. YCnoBus TPaHCMOPTMPOBaHUS [JO/MKHbI COOTBETCTBOBATL YC/OBUAM XpaHeHUs «5x»
(OX4) no OCT 15150-69.

23. CaepeHMA 06 yrnakoBKe (cocTaB M onmncaHume)

Tenexxka NocTaB/SeTcs B COGPaHHOM BUJE.
Tenexka yrnakoBbIBaeTCs B KAPTOHHBbI KOPOG.
Kopob6 ycTaHaB/BaAETCA Ha AEPEBSHHYHO MaseTy.

O6LWwWin BUA YNaKOBKM
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MaTepuan ynakoBKMW - AepeBsHHbIA NOAAOH, KApTOH.

Pa3mepbl yMaKoBKY 630x388x860 MM (+5%)
Bec B ynakoske 7,8 Kr (£5%)

24. PaclumgpoBKa CMMBOJIOB, MPUMEHSIEMbIX NPV MapPKUPOBaHUN MeANLMHCKOrO
N3 Aenus:

CnMBO/IbI, UCMNOJIb3YEMbIE Ha U3L4EeNNAX

W3penve COOTBETCTBYET OCHOBHbIM TpeboBaHUAM
OnpekTuBbl 93/42/EEC EBpocoto3a (MegnumHcKme nsnenns)

MpoYTUTE COOTBETCTBYHOLLIME UHCTPYKLMUN

\' T
11 OCTOpPOXKHO, XpynKoe N
n 3TOI CTOpPOHOI BBEPX (0OTMeTKa Ha YyNaKoBKe)
_kx
Bepeub oT Bnaru
J
OrpaHunyeHne TemrepaTypbl Mpu  TPaHCMOPTUPOBKE WU
4 XpaHeHnn
) N3rotoBuTesb
é
SN CepwiiHbIi HOMep
# BapuaHT vcnonHeHus/mogenb
MD MeauUMHCKOE nsaenue
O icnonb3oBaHWe TOMIbKO BHYTPU MOMELLEHUS.
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MapK1pOBKa C YKa3aHMeM YCNOBUIA XPaHEHNS;

- njorotun KomnaHuu Lojer Oy;

- Hhopmaumsa 06 opuLnaIbHOM NPOU3BOAUTESNE W €ro afpec;

- cumBon CE (cooTBeTCTBME MPOAYKTA €BPOMNENCKUM pernaMeHTam);

- CUMBO/1 OrpaHMYeHne TeMnepaTypbl;

- CUMBO/T «XPaHUTb B CYXOM MeCTe»,

- cumBON «OCTOPOXKHO, XPYMNKOe»

- CMBO/T «3TOI CTOPOHOI BBEPX (OTMETKA Ha YMaKOBKE)»

- cumBoN «OrpaHuyeHve TeMnepaTypbl Npy TPAHCMOPTUPOBKE U XPaHEHUN»

CaefieH/A 0 MapPKNPOBKe
----- TabnmMyKa cnegyroLero Buaa:

MANUFACTURED [N FINLAND
L G \] E R «igt]igszlisTAMALA

[#3 MedicaMrolley
® LpLA2023240TIM21 *«<

- MoZenb
- CEPUIHBIA Nnomep
- HOMep No Karanory
W10roTVn KomnaHum Lojer Oy
NHopMmaums 00 ohuLmaibHOM NPOU3BOAMUTENE N ero agpec
mlaTa U3roToB/IEHNA
cumBoA «/Icnonb3oBaHMe TONbKO BHYTPY MOMELLEHNUSA»
cumBON «BHMMaHWe! OBpaTnTech K UHCTPYKLUMW MO MPUMEHEHMIO»

cumBon CE (CoOTBETCTBME NPOAYKTa EBPOMNENCKMM pPernaMeHTam)
cMBON «[MpounTainTe MHCTPYKLMIO MO SKCTyaTaLum»
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Ob6pasel, pPycCKOA3bIYHOM MapKUPOBKMN

Tenexxka MegULMHCKasA B BapuaHTax MCMNOHEHWS:

Tenexxka MefuUUHCKas moaudmkauum 255 ans TpaHCMOPTMPOBKWU/MOCTaBKM  MEAMLMHCKNX  M3AENUiA,
NeKapCTBEHHbIX CPeACTB, 060PYAOBaHMS, WHCTPYMEHTOB, MEPEBS30YHBLIX MaTepUasiioB B Mpefenax OTAeNa Win
60/bHMLBI B COCTaBE:;

- VIHCTpyKums no skcnnyatauum - 1w,
- Koneca - 4 wum.

- MoapoH - 2 .

PY Ne oT

Cpok cnyx6bl - 10 neT

Lojer Oy (Jloiiep On)
Putajantie 42, 38210 Sastamala, Finland, ®uHNaHANA

CrpaHa npoucxoxaeHus: Finland (®uHnsHaus)

YNONHOMOYEHHbI npeacTaBuTens B Poccum: OO0 «Jfloiep Megukan», 121357, Poccusi, Mocksa, YA
Bepelickad, 4.29, cTpoeHne 134, Ten./chakc +7 495 269 06 95 email: russiai@lojer.com

25. TeXHUYECKOe 06CNTYy>XKMBAHNE U PEMOHT MEAULIMHCKOTO U3aenuns
TeneXkka WMEET TNPOCTYI0, HAAEXHYH KOHCTPYKUMIO W He TPeGylT  CreumasibHOro
TEXHUYECKOro 06CMy)XMBaHWs. [lepruoanyecknii oCMOTP BK/OYaeT B cebs: OCMOTP U Npu
HeO0GXOAMMOCTM TMpPOBEPKA U PErynmMpoBKa Pe3b00BbIX COeAVHEHWIA. B cnyyae ocnabneHus
Pe3bOOBbIX COEAVHEHUIA HEOBXOANMO UX 3aTsHYTb. eproanueck, He pexe 1-ro pasa B Mecs,
MPOBEPSATb  HAZIEXXHOCTb  KpenieHns konec. [pu  HEo6XOAMMOCTY MPOU3BOANUTL  3aTSKKY
Kpenexa.

26. MapanTuiinble 0653aTeNbLCTBA
[apaHTWIHBIA CPOK 3KCMyaTaumm Tenexkn 12 MecaueB CO [AHS BBOAA B 3KCMayaTauuio.
"apaHTUIHBIA CPOK XpaHeHUs 24 Mecsla CO AHA U3roTOBMIEHUS.

27. KoMnNnekT rnoctaBKu

["eneXxka noctaenaeTca B C06paHHOM BMae.

Ne n/n HavmeHoBaHue Kon-Bo, LuT.
1 "eneXxxka MeauUMHCKaa mMoaugpukauum 255 1
2 VIHCTpYKUMA No aKcnayaTauum 1
3 Koneca 4
4 MopnoH 2

28. TopsaoK OCYLLECTBNEHUS YTUMM3AUUN U YHUUTOXEHNUS MEAMLMHCKOTO U3AeNus

10
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TeneXka He COLEPXWUT  KOMMOHEHTOB, CO3JalOuUX  BpeaHble  Ans
OKpYyXaroLel cpefbl hakTopsbl.

KOMMOHEHIOB TENEXKM npounssBoasAT TOMbKO
creuvannsnpoBaHHble  OpraHM3auMmM Ho nepepaboTKe  MPOMbILLIEHHbIX
0TXO0[0B.

YTnnnsaumo 0TX0L40B OCYLLECTB/ATL B COOTBETCTBUM C TpeboBaHuamy CaHllnH
2.1.3684-21 «CaHUTapHO-3NNAEMNONOrNYECKMe TPeboBaHUA K COAEPXKaHNIO TEPPUTOPUIA
FOPOACKUX N CENbCKMX MOCENeHNM, K BOAHbIM 06beKTaM, NUTLEBON BOAE U NMUTLEBOMY
BOAOCHa0XEHMIO HaceNleHNs, aTMOCepHOMY BO34yXY, NOYBaM, XXUbIM MOMELLEHWAM,
aKCn/yaTaumm NPOn3BOLCTBEHHBIX, OOLLECTBEHHbLIX MOMELLEHWIA, OpraHM3aLmMmn 1 NPoBeLEHUIO
CaHMTapHO-NPOTMBO3NNAEMUYECKMX (MPOMPUIAKTUYECKIX) MEPOMPUSTUN.

29. TpeboBaHMSA M0 OXpaHe OKpYXKatoLLeit cpefbl
[aHHoe MeaVMLMHCKOe u3genve npyv UCMO/Mb30BaHWMKM, TPAHCMOPTUPOBKE WM XPaHeHWU He
OKa3blBaeT HeraTMBHOIO BO3ZENCTBUA Ha Ye/oBEKA U OKPYXKaIOLLYIO Cpefy.
y
30. NMepeyeHb HaLNOHaIbHbIX " MeXAYyHapOAHbIX HOPMaTUBHbIX
[OKYMeHTOB/CraHZapToB, KOTOPbIM COOTBETCTBYET MeANLNHCKOIO U3Aenuns.

FOCr P 50444-2020 «[pwubopsbl, anflapatbl u 060pyAoBaHMe MeguuuHCcKue. O6Lme
TEXHUYECKMNE YCI0BUA»

| OCT P 51084-2021 «Tenexku Ans TPaHCNOPTMPOBaHMS MNaUMEHTOB W rpy3os. O6uime
TEXHWYECKUe YCoBUA»

MOCT P NCO 15223-1-2020 «W3penus meguumHckne. CUMBONbI,  MPUMEHSEMbIE  MPK
MapK/MpPOBaHUM Ha MEAULIMHCKMX M3OENUAX, STUKETKAX U B COMPOBOAUTENbHON [OKYMEHTaLWW.

No
n/n

L [vpextvea 93/42/EEC  MeguumHcKue npr6opbl, YCTPONCTBA, 06OPY/I0BaHME

W3penna meamumHekue. CUCTeMbl ynpasieHns
KayecTBOM. Tpeb0oBaHWNA K perynvpoBaHuto
N3penna mefmuuHckume. MNprmeHeHne MeHepKMeHTa
pUCKa K MEAULNHCKAM U3AeNnam

VMiVoriDim /4AVpPCKLVBbI (MJJJjj. N3penwe
nmeeT .Mapkmposky CE. CornacHo [npekTuse, 060py0BaHMe KNacCUPULMPOBAHO Kak
MeauUMHCKoe u3tenne Knacca |.

O603HayeHue HasBaHve cTtaHgapTa

2 ISO 13485:2016

3. EN I1SO 14971:2012

31. Peknamaums

Mo BoMpocaM, KacatoLLMMCS KauecTBa MeAVLMHCKOr0 U3aenus, Ha Tepputopum Pod
06palLaTLCst B KOMMaHMWIO
OBLLECTBO C OrMPAHNYEHHOW OTBETCTBEHHOCTbIO «/TOVEP MEOUNKA» (OO0

«JIOVIEP MEZIVIKAJT»)

121357, Poccums, Mocksa, yn. Bepeiickasi 4.29 cTpoeHune 134
Ten./pakc +7 495 725 06 95

e-mail: russia@lojer.com
WMWY, Tojer-medical.ru
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[NepeBof JALITBIO T ekcnw BbINOMHEH NepeBoAYMKOM KoTnapoBbiM AHTOHOM ropesuyem.

Poccuiickas depgepayms
"opog Mocksa
OpnHHaguaToro anpens Age ThicAYN ABagUaTh TPeThbero roga
A, Kopcuk Bnagummnp KoHCTaHTUHOBUY, HOTapuyc ropoga Mocksbl
noanucu nepesofunka, KoTnaposa AHTOHa ropesuya.
Moanucb caenaHa B MOeM NPUCY TCTBUN.
NnyHocTb nofgnucasLLero AOKyMeHT yCTaHOBMEML.

3aperncTpuposaHo [2138-H/77-2023-/"~"N-
YnyayeHo 3a coBB"\W/*Huexmonwipu*mMoro gencTeusa: 400py6. 00 K
n Y4 x

Bcero npowH” "€, “myMejpio*aHO
n ckpenneHo ne® b0 Inn(*r{allls)

HoTapuyc I
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USER MANUAL
VHCTPYKU/A MO SKCTVTYATALIAA

TeneXxka MeaULMHCKas B BapriaHTaX UCTIO/THEHS

TenexKa MeaMLMHCKan MoaudmKaLm 262

Medical device name

Tampere, Finland 32" 1 A A

Ex otfido:

Fee €
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User Manual

Medical cart, Modification 262
for transportation/delivery of medical devices, medicines,
equipment, tools, medical dressing within the department or
hospital
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INTRODUCTION

WARNING! For the sake of safety, when using the Medical Cart, Modification 262 for
ransportatton/dehvery of medical devices, medicines, equipment, tools, medical dressbg witL
the department or hospital (hereinafter referred to as cart/device) for the intended nuroose all
users shall carefully study this User Manual before using the device.

1 Developer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@lojer.com j

2. Manufacturer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@lojer.com

3. Address of the production site of the medical device
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland

4. Authorized representative of Lojer Oy in the Russian Federation
Limited Liability Company Lojer Medical (LLC Lojer Medical)
29, Vereyskaya Str., bldg. 134. Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95
russia@lojer.com

5. Purpose of the Medical Device
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Medical Cart, Modification 262 is intended for transportation/delivery of medical devices,
medicines, equipment, tools, medical dressing within the department or hospital.

6. Scope

The medical device is used in professional healthcare facilities such as clinics or hospitals.

7. Potential user

This medical device can be used only by medical personnel in hospitals, clinics and medical
and preventive treatment facilities.

8. Indications for use
I"'ntended for transportation/delivery of medical devices, medicines, equipment, tools, medical

dressing within the department or hospital.
9. Counter indications

Contra indications that apply directly to these devices are currently unknown.

10. Possible side effects and adverse events when using MD

No side effects identified.

11. Classification of medical device

The cart refers to Class 1 devices in accordance with Directive 93/42/EEC (MDD) and has CE
mark based on this classification.

12. Type of contact with the human body

The device has no contact with the patient, there are no working parts.
Carrying handle - short-term surface skin contact (less than 24 hours).

13. Risks of using the medical device
The detailed infonnation is provided in the risk management files for the medical device.

14. Description of design of the medical device, the principle of its operation.

Medical Cart, Modification 262, has a rigid welded solid ffame. The cart is able to move on
wheels inside the clinic buildings under the action of human muscular effort.

15. Medical device performance and functionality:

Name of MD  Description and functionality of MD  photographic image Mass,  Overall
kg. dimensio
ns, mm.
Error:
+-5%  Error:
+/- 5%
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Medical Cart,
Modification
262:

The cart is a frame structure made
of chrome-plated steel tubes.

The cart is two-tiered. stainless
steel pallets are rigidly fixed on
each tier.

A plastic box for accessories is
fixed under the top pallet. The box
is inserted into mounting rails and
can be pulled out on both sides.

For easy movement, the cart is
equipped with a carrying handle.

The cart maneuvering capability is
ensured by large wheels, that rotate
by 360 degrees independently of
each other.

The cart is intended for
transportation/delivery of medical
devices, medicines, equipment,
tools, medical dressings within the
department or hospital.

€

<

€,
4

10 690x400
x920 mm

Model

Dimensions of the structural elements (mm)

Wheels
(mm)
+/- 5%

262

The medical cart for transportation/delivery of medical devices,
medicines, equipment, tools, medical dressings within the department
or hospital.

The cart design is based on large wheels (& 100 mm), that
provide soft travel.

The dimensions of the cart structural elements (in mm) are
shown in the diagram below:

9 100 mm,
4 pcs.

The cart can withstand a nominal load of 35 kg.
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The force required to move the cart on a hard flat surface is 65 N
The cart DOES NOT CONTAIN non-ferrous, precious metals and their alloys.

Nuauii}4 Brand, manufacturer
Chrome-plated steel Frame structure  [iibe 19x1.5mm
including a carrying .
handle. Tibnor, Estonia, steel grade
AlSI304
Stainless steel Pallets
ABS-plastic
p Drawer AB-1322 Okartek Oy Finland
*  Wheel coating Manner Finland
polymethylmethacrylate
E-100 PTE
200302

17. Information on Mf Mrigin being Mf I\D

fills medical device does not contain materials of animal origin
This medical device does not contain materials of human origin.’

18. Information on medicinal agents being part of MD

This medical device does not contain medicinal agents or pharmaceutical substances.

"'m(ACTIunT! be installed

The room in which the medical device is planned to be used shall have a flat floor surface.

20. Disinfection and cleaning.

lise of SolRRS (Mitfosolvents or QNS kISR ITES(gE!s N7t allowed. The

Sre alo céh be'used forrcléaning. i-ibeioi ar, J;>eptodor-Forte, Virkon

with a dtsiTfetanfso'luflom ®®4ueezed wipe moistened
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- - - ae.ce...ce ... Cea, wa.e.

d.lor.e-con.aining agents, agents based on hydrogen peroxide, alcohols, aM Ay”~elare*aC A

During disinfection it is NOT ALLOWED:
- to use solutions which concentration exceeds the value specified in the user manunal-
- exceed the recommended exposure time of the disinfectant solution on treated surfaces.

21. Service life
The service life of the medical device is 10 years.

22. Storage, operation and transportation conditions
Storage conditions-
The cart shall be kept indoors.

I The storage temperature is between -10 T and+50 T
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar

) _conditions shall comply with "2(0"" defined in
GOST 15100-69. Room air should no. contain impurities that cause CoZ on

Operation conditinnc;-
fhe opeiation temperature is between +10 °C and +40 °C

The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar

Transportation conditions-

The transportation temperature is between -10 °C and +50 °C
The relative air humidity is between 20 and 90%

23. Infromation on package (list and description)

The cart is delivered in the assembled condition.
The cart is packed in a master carton.
The carton is mounted on a wooden pallet.

General view of the packtige
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Packing material - wooden pallet, cardboard.

Package size 700x410x930 mm (+5%)
Packed weight 12,0 kg (x5%)

24. Definition of symbols used in labeling of the medical device:

Symbols used on the devices

C£ The device satisfies the main requirements of EU Directive
93/42/EEC (Medical devices)

Read the relevant instructions

m
1 Caution, fragile
1
I-I This side up (mark on package)
Keep dry
r
Temperature limitation during transportation and storage
1
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Label indicating storage conditions:

-1, n%!
Rexative air humidity 20%to 90 % #
: Air pressure”eoo hPa to 1060 hPa

IJER' "““eec W s
Hmlu .umia. C tf- i%ﬁ

- Lojer Oy logo;

- mformalion on the official mamifacturer and manufacturer address-
- Ch symbol (compliance ofthe device with European regulations)- ’
- temperature limitation symbol;

- symbol "Keep dry";

- symbol "Caution, fragile"

- symbol "This side up (mark on the package)"

- symbol "Temperature limitation during transportation and storage"

Information on marking

rranufmred N

) ' H 20230201
(WhMMDD)

L Medical troHe”e2ii =S 100000262

|H] LOLA20232401001 )
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- model

- serial number

- part number

- Lojer Oy logo

- information on the official manufacturer and manufacturer address
- date of manufacture

- symbol «Use indoors only»

- symbol «Caution! Refer to the user manual»

- symbol CE (compliance of the device with European regulatlons)
- symbol «Read the user manual»

Sample of Russian-language marking

Tenexka mefuuUMHCKaA B BapnaHTax UCMNOMHeHUA

"PANAPA'POBKWN/NOCTABKUA  MEAWULMHCKMX  U3AENWIA,

leTa3HHbITTAcTM 'OUNN
A WNHCTPYMEHTOB, MepPeBA30YHbIX MaTepuanoB B Mpefdenax oTAena wum

60ﬂbHI/ILI|bI B COCTaBe:

- VIHCTpyKUmA no akcnayataumm - 1wt
- Koneca - 4 wi.

- MopnoH —I w.
PY Ne oT

Cpok cnyx6bl - 10 net

I I I Lojer Oy (Jloitep Oif)

Putajantie 42, 38210 Sastamala, Finland, ®uHnsHaWs

CrpaHa npoucxoxgeHus: Finland (®uHnsHams)

113 S \'n

YNONHOMOYEHHbI nNpeacTaButens B Poccum: OO0 «Jloliep Meankan»
Bepelickas, [,29, ctpoeHne 134, Ten./dakc 17 495 269 06 95 elall:

25. Maintenance and repair of the medical device

The cart has a simple, reliable design and does not require special maintenance. Periodic
mspection includes inspection and, if necessary, check and adjustment of threaded connections

threaded connections are loose, they shall be tightened. Periodically, at least once a month,
check reliability of the wheels. If necessary, tighten the fasteners.

26. Warranty obligations
Warranty period of operation of the cart is 12 months from the date of commissioning. Warranty
period of storage is 24 months from the date of manufacture.

27. Delivery set

The cart is provided pre-assembled.
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Item Name Qt, pcs.

1 The medical cart, modification 262 1
2 User manual 1
3 Wheels 4
4 Pallet 1
28. Procedure for disposal and destruction of the medical device
IV The cart does not contain environmentally harmful conponents.

Disposal of the cart components is carried out only by specialized industrial
waste processing organizations.

Waste disposal shall be carried out in accordance with the requirements of SanPiN
2.1.3684-21 “Sanitary and epidemiological requirements for maintenance of territories of urban
and lural settlements, lor water bodies, drinking water and drinking water supply for the
population, atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and implementation of sanitary and anti-epidemic (preventive) measures”.

29. Environmental requirements
During use, transportation and storage this medical device has no negative impact on humans
and the environment.

30. List of national and international regulatory documents/standards that the Medical

device complies with.

GOST R 50444-2020 Medical devices, apparatus and equipment. General specifications
GOST R 51084-2021 Carts for transporting patients and goods. General specifications
GOST R ISO 15223-1-2020 Medical devices. Symbols used for marking on medical devices.

Item Designation Title of standard

1 Directive 93/42/EEC  Medical devices, facilities, equipment

Medical devices. Quality management systems.
Regulatory Requirements

Medical devices. Application of risk management to
medical devices

2. ISO 13485:2016

3. EN I1SO 14971:2012

Mol XEEW VXW VW 10

marked. According to the Directive, the equipment is classified as a Class | medical device.

10
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31. Claim letter
On the issues regarding the quality of a medical device in the territory of the Russian

Federation, contact company
LIMITED LIABILITY COMPANY LO.IER MEDICAL (LLC LOJER MEDICAL)

29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95

e-mail: russia@lojer.com

www.lojer-medical.ru
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MepeBoj C aHTMIACKOTO N (OMHCKOTO A3bIKOB Ha PYCCKNIA A3bIK

«YTBEP>XOAHRO»

YnpaBnstoLmi

AHTTM Bunne Tyomac flaiiHe
noanncb

20 AHBaps 2023 T.

/neyatb: «Jloitep Oii»
Cactamana, ®UHNAHANA
[nsa yxofa, NpocToro B obpateHnm/

NHCTPYKUUA N0 IKCITYATALUNN
Tenexka MeANLNHCKasa B BapnaHTax UCMOTHEHUS

Tenexka MegnuuHcKasa Moagnpmkaumm 262
HanmeHoBaHWe MeANLMHCKOTO n3genus

/wTamn: HacToswmM CBMAETENbCTBYKD Ha OCHOBaHUM CBefeHwid u3 Toprosoro Peectpa
PUHNAHAMN, 4YTO AHTTU Bunne Tyomac J/laiiHe WMeeT nNpaBO eAMHONNYHO/ e0BMECTMO
npeacTaBnsaTb UHTepeckl «Jloviep Oi» (Lojer Oy) n uto OH/ eHa/ oHWM nognucan(-a, -u) 3TOT
LOKYMEHT JINYHO.

r. Tamnepe, PUHNAHANA 27.01.2023 .

B cuny cBOoMX AO/MKHOCTHBIX NOSTHOMOYWIA:

MowynwmHa: 20 Espo/

Moanucok

/uramn: EHHA MOKWHEH
Crapwuia cneymanuct. Hotapuyc/

/repboBas neyatb: Mep6 PUHNAHAWM
AreHTCTBO LMDPOBbIX M AeMOrpagnyecKkmX AaHHbIX/
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VHCTPYKLMS MO SKCIVyaTaLym

Tenexka MeguUMHCKaa Mognpmnkaumm 262
ANA TPAaHCNOPTUPOBKMU/NOCTAaBKU MEAULUUHCKUX U3LENUN,
NeKapCTBEHHbIX CPeAcCTB, 060pyAOBaHMA, NHCTPYMEHTOB,
nepeBA30YHbIX MaTepuanoB B npegenax otgena nanm 60abHNLbI
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ns «™Nonb3oBaHUK Tenexka MeauLMHCKas MoAV(UKaLMK

262 [ona  3paHCNOPTMPOBKW/MOCTaBKM  MEAVMUMHCKUX  W3OENNA, NEKAPCTBEHHbLIX CPEXTB
2no"Te'keT[A«em s » * ««P1arnos B npegenax OT,ﬂena 1M 60/bHULIbI
Ce nosb3oBaTeny LO/MKHbI

ee M0 TEKCTy - Tenexka/ VI3,£I,€1'II/I€) Nno Ha3Ha4YeHUo

nrannfi™e WHCTpYKUMIO NO 3KcnayartaumMm [0 Havana UCnonb30BaHUA

1 Pa3paboTunk
Lojer Oy (Jloviep Oit)
Putajantie 42, 38210 Saslamala, Finland (MyTtasHTre 42, 38210 Cactamana, PUHNAHLMA)
Ten.:+358 (0) 10 830 6700
®akc: +358 (0) 10 830 6702
info@lojer.com
2 [NpovsBoauTe/b
Lojer Oy (Jloiiep Oi1)
Putajantie 42, 38210 Sastamala, Finland (MyTasaHTue 42, 38210 Cactamana, ®PUHNAHANSA)
Ten.:+358(0) 10830 6700
dakc: +358 (0) 10 830 6702
info@lojer.com
3. Afpec MecTa Npov3BOACTBA MeLULMHCKOrO M3aenms
Lojer Oy (Jloitep On)
Putajantie 42, 38210 Sastamala, Finland (MyTtasHTue 42, 38210 Cactamana, PUHNAHANA)
4. YNOMHOMOYeHHb I HpeAac! aBrresib Lojer Oy Ha TeppUTOpUn P&
O6LLeCTBO C OrpaHMYeHHON OTBETCTBEHHOCTLIO «Jloiep Meankan» (OO0 «Jloiep Meamkans)
121357, Poccus, Mocksa, yn. Bepeiickas, 4.29, cTpoeHune 134
Ten./thakc +7 495 269 06 95

russia@lojer.com
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5. HasHayeHue MegnumHckoro Msgenmsa

f [T} p ™ . 1 3 - w T ul pr ™ - '

6. O6nacTb iipiiMeiieiiHsi
Hanpumep, B knn'l*mkalfnnT6217uy'al " MeAULIMHCKMX  yUYpeXxxaeHusX,

7. TloTeHUWasIbHbIM MOL30BaTESb

[aHHOe MeAMUMHCKOE U3AeNe Moxer
MEePCOHANIOM B YCPTOBUSX 60/bHML, KAMHUK 1 JTTTY. MeAULIMHCKIM

8. TlokasaHua K NpUMeHeHWNIo

MokasaHO ANs TPaHCMOPTMPOBKM/MOCTABKMA MEAULMHCKUX W3Nenuin
OGopya0BaHMs, NHe.pYMEHYOB, NEePEBSA304Hb.X MaTepranoB B npeaen.

9. TllpoTmBONOKasaHuA

. X r T ” r ' LN T3 pl pTM nmun

10. Bo3MOXHbIe MO60YHbIe 3PdeKTbI 1
M HeXxenaTeslbHble AB/IEHNS NPU NMPUMEHEHU

Mo60YHbIX 3h(HEKTOB HE BbIAB/IEHO.

M. Knaccutunkaums MeaULMHCKOro M3aenns

nme""ap3Bkl cT wuloloMNulmaw MWW | EEC (MDD) n
12. Bua, KOHTaKTa C OpraHn3MoM YesioBeKa

W3aenve He KOHTAKTMPYET C NauMeHTOM, paboyme YacTu OTCYTCTBYHOT.

PyKosizka A1 NMepeBO3KM - MOBEPXHOCTHbLIN KPAaTKOBPEMEHHbIN (MeHee 24 4Y) KOHTAKT C KOXel
13.1 nckn NpUMEHeHNA MeAULIMHCKOIO 13aenns

U3Lenmio. npueefeHa B (halinax MeHeMKMEHTa pucka Mo MeAULMHCKOMY

14. OnrcaHve KOMCrPyKLLW, MCALL.MMCKOro U3AeNN, NMPUHLMM ero AeliicTBUMN.

N3 clhncX I3BB33o0n?2" HepasbopHbIN KapKac,
MYCKY/IbHOIO YCWUNS YenoBeka. BHYTPX KOPNYCOB KINHWUKN NOA AENCTBMEM
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15. TexHUYecKMe XapaKTepUCTUKN MeAVLMHCKOIO U3aenus, ero yHKLUMOHaIbHOE

Ha3Ha4yeHue:

HavumeHoBaH — OnucaHme n  hyHKUMOHaNbHOE  oTOrpadMUecKoe M30BPakKeHe  Macca, FabapnT

He MU HasHayeHue MW Kr Hble
pasmepbl,
Morpe MM.
LLIHOCTb
- +/-5% TMorpewmn
oCTb: +/-
5%
Tenexxa Tenexka npeacTasnseT  Co6oid 10 690%400
MEAVLMHCKAA  KapKacHYo KOHCTPYKLMIO, %920 MM
MOAN(MKALM  BLINOMHEHHYIO U3 XPOMUPOBAHHbIX
n 262 CTaNlbHbIX TPYO.

Tenexka [ABYXApPYCHas, Ha KaXX[oM
apyce XECTKO 3aKpensieHbl
MOAHOCHI M3 HEPXKABEIOLLIEN CTanM.

Mop BEPXHUM MoHOCOM
3aKpen/eH NNacTUKOBbIV ALWMK s
NPUHAAIEXXHOCTEIA. Almk

BCTaB/lEH B MOHTaXKHbIE DEIZKM n
BblABUIa€TCA B 0b6e CTOPOHBI.

Ona  ypobctBa  mepemeLleHus
TeNneXka CHabXeHa PYKOATKOW Ans
NepeBo3KM.

MaHeBpeHHOCTb TENexKkun
obecneumBatoT  KpyrMHble KOJeca,
HesaBucumMo  gpyr OT  Jpyra
BpaLLatomecs Ha 360 rpadycos.

Tenexkka  npegHasHayeHa  Ang
TPaHCMOPTMPOBKM/MOCTaBKU

MeLULMHCKNX U3aennia,
NEKapCTBEHHbIX CpeAcTs,
060opyaoBaHus, WNHCTPYMEHTOB,

NepeBs30YHbIX  MaTepuasioB B
npeaenax oTaena unn 60MbHULbI.

Mogenb Pa3mepbl 3/1eMEHTOB KOHCTPYKLMKN (MM) Koneca (Mm)
+/- 5%

262
enexxka MeANLMHCKas ans TPaHCMOPTMPOBKU/MOCTaBKA 0 100 MM,

MEAVLIMHCKUX  WU30eNNiA, NIeKapCTBEHHbIX CPEACTB, 060PYAOBaHWS, 4 .
MHCTPYMEHTOB, MEPEeBS30YHbIX MaTepuanoB B npefenax OTAena Wi
60/IbHULIbI.

KOHCTPYKLMA TENEeXKN 6asnpyeTcs Ha KpynHbIX Konecax (O
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100 mMM), oBecnieunBarolLMX MAaBHOCTD X0/1a.

Pa3mepbl  3IEMCHTOB  KOHCTPYKUMH  TeNeKKH (B MM)
NpHUBEIEHBI HA CXEME HUKE:

Tenexka Bblep>KMBaeT HOMUHA/IbHYIO Harpysky 35 Kr.
Ycunue, Heobxoamnmoe A1 NepeMeLLEHNS TeNEXKM Mo TBEPAOI NNOCKoW nosepxHo(5Tn: 65 H.

Tenexxka LBETHbIX, AparoLeHHbIX MeTannos v ux cnnasos HE COLEPXKWUT.

16. TMepeyeHb M onucaHve MaTepuasioB MeAULMUHCKOro W3Aenunsl, UCMoMb3yemMblX Ans
N3roTOB/IEHNS TENEXEK:

Martepuan lNokpbITHE Mapka, npon3sBoaunTesb
XpOMUPOBaHHaA CTa/lb PamHas Tpy6a 19x1.5Mm
KOHCTPYKLMS,

Tibnor, 3CTOHUA, MapKa
BKTItOHaA — PyKOATKY ctanm A1SI304 P

ANS NEPEBO3KM.

Hep)aBetoLLas ctasb MogHocokl AIS1 304, Ruiikki Oy
PUHNAHANA

ABC-nnacTuk BblABWKHON AWMK  AB-1322 Okartek Oy
duHNAHANA

ABC+nonumveTnnmeTakpunar  O6LIMBKa KOnec Manner ®nHNaHANA
E-100 PTE
200302

17. CefeHMs 0 MaTepuasiax XX1MBOTUOrro/4enoBe4eCKOro NPoNCXoXaeHUs, BXOAALMX B
coctaB M

B gaHHOM MeAULMHCKOM U3AeNNe He UCMOMb3YIOTC MaTepuasibl XXKMBOTHOMO MPOVCXOXAEHUS.
B 1aHHOM MeAULMHCKOM U3AENNE He UCMO/b3YHTCA MaTepuasibl Ye/IOBEYECKOTO
MPOVCXOXAEHNS.
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18. CBefeHMA 0 NEKApPCTBEHHbIX CPeACTBaXx, BXOASALLMX B cocTaB M

B gaHHOM MeAMLMHCKOM M3Aenne He UCMOMb3YHTCS NEKAPCTBEHHbIE CpeacTBa Un
(hapMaLieBTMYECKME CyOCTaHLMN.

19. Tpe6oBaHMsA K MOMELLENUSIM, B KOTOPbIX MPeAnonaraeTcss ycTaHoBKa (MOHTax)
MEeAVNLMHCKOr0 M3aenus.

MomeLLeHVe, B KOTOPOM MaHNPYETCS WCMOMb30BaHNE LOMKHO MMETb POBHYH HaMO/bHYHO
MOBEPXHOCTb.

20. Je3nH(eKUna 1 04mCTKa.

A Mpy HapyLLeHn NpaBun Ae3VH(EKLUNM NPETEH3UN K BHELLIHEMY BUAY U3LeNus
npoussoantenem HE NMPNHMMAIKOTCH.

MpuMeHeHne mexaHn4YecKux (abpasnBHbBIX) METOLOB OUYUCTKN He LOMYCKAETCA.
OJOMYCKAETCHA (H1TpopacTBOpUTENeld wunn  auetoHa) HE

[na ounctkn cnegyet NPUMEHATb CMabOoLLeNioYuHble YMCTALME CPeAcTBa O6LLEero HasHayeHus
(MblnbHas BOJa WM NeHa). [NA OUYUCTKU TakXkKe BO3MOXHO MPUMEHEHWE Ae3NHPULMPYIOLLMX
CPeAcTB C MOKOWWMM [eCTBUEM, TakMX Kak: [lepokcumes, HeWTpasibHbIX aHONWUTOB, JluzeTon
A®, Centogop-dopTe, BUPKOH.

[e3vHgekuno cnefyeT MNpPoM3BOAUTL MNPOTUPAHMEM OTKPbITbIX MOBEPXHOCTEN CMOYEHHOW
Ae3VHULMPYHOLLMM pacTBOPO.M OTXKaToi CaneTKOiA.

Mocne 06pabOTKN  M34eMA  Ae3NHPUUMPYIOLWMMU  pacTBopaMn 0053aTesibHO  MPOTepeTb
MOBEPXHOCTb U3[e/NA C MCMONb30BaHWEM YWCTOW BOAbl, a 3aTeM YAaiUTb BCE OCTaTKM
XNIOKOCTU CYXOU candeTkoi.

Ana  [e3snHpeKUuMn  u3aennii  paspelleHbl K NMPUMEHEHUIO  Ae3VH(ULMPYIOLLMe CpeacTBa
OTEYECTBEHHOIrO M 3apy6eXKHOro NpPon3BOACTBA U3 C/EAYHOLMX OCHOBHbLIX XMMMWYECKMX TPy
COEAMHEHNN:  KATMOHHbLIX  MOBEPXHOCTHO-aKTWBHbIX  BewectB  (MAB),  okucnutenei
X/10pcofiepXaLlimx CpefcTs, CPeACTB Ha OCHOBEe Nepeknucn BoA0pOAa, CNUPTOB, anbAernios

Mpwn nposegeHun pesnHpekummn HE AOTMYCKAETCA:

- NPUMEHATb PaCcTBOPbI, KOHLEHTPaUMA KOTOPbIX MPEBbLILLAET Be/IMYMHY, YCTaHOB/IEHH
WNHCTPYKLMN MO NPUMEHEHNIO;

- MpeBblllaTb PEKOMEHAYEMOE BpeMs  BbIAEPXKW  Le3MHMULMPYIOLLEro pacTteopa Ha
0bpabaTbiBaeMbIX MOBEPXHOCTSX. n

yi0 B
N

21. CpoK cny»obl
CpoK cny>6bl MeAULIMHCKOTO n3aenus coctasnset 10 fieT.

22. YCNOBUSI XpaHeHUs1, 3KCN/lyaTaluy 1 TPaHCNopTMPOBaHNS

YcnoBus XpaHeHus-
Tenexxka fo/MKHa XPaHUTLCA B 3aKPLITOM NMOMELLEHUN.

Temneparypa xpaHeHus ot -10 T go +50 °C
OTHocuTenbHaa BnaxxHocTb 20 % ... 90 %
[asneHne okpyxatowleii cpeabl 800 ... 1060 mbap
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Tenexxka [0/DKHA XPaHWUTLCA B 3aKPbITOM MOMELLEHWW. YCNOBUA XPaHEHUS [LO/MKHbI
cooTBeTcTBOBaTh «2(C)» no FOCT 15150-69. Bo3ayx MOMeLleHMst He [JO/MKEH COAepXKaTb
NpUMecei, BbI3bIBAIOLLMX KOPPO3UIO.

Ycnosua skcnnyatauun:
Temnepatypa akcnnyatauun ot +10 °C go +40 °C
OTHocuTenbHada BnaxxHocTb 20 % ... 90 %
[asneHne okpyxatowleri cpeabl 800 ... 1060 mbap

YcnoBust TpaHCMOPTUPOBAHNS:
Tenexku cneayeT TPaHCMOPTMPOBAaTb B KPbIThbIX TPAHCMOPTHLIX CPEACTBaX BCEX BWIOB B
COOTBETCTBUM C NpaBUIaMU NEPEBO30K, AEKCTBYHOLLMMM Ha TPAHCMOPTE JaHHOTO BUAA.

n TemnepaTypa npun TpaHcnopTuposaHun ot -10 °C go +50 °C
OTHOCKUTeNbHaA BNaXkHOCTb Bo3ayxa 20 Ao 90%

TpaHCNOPTUPOBaHUE TENEXKM AO/MKHO OCYLUECTBNATLCS B 3aKPbITbIX TPAHCMOPTHbIX CPeACcTBax
no60oro Buga B COOTBETCTBUM C NMPaBW/iaMK NMEPEBO3KY FPY30B, AENCTBYIOLUX A1 3TUX BU/I0B

(O)K4) no NMOCT 13 150-69 JOmKHbI COOTBETCTBOBATL YC/NOBUAM XPaHEHUA «5»

23. CaefieHns1 06 ynakoBKe (CocTaB M ornmcaHue)

eneXka NocTaBnseTcs B CO6PaHHOM BUfE.
eneXka yrnakoBbIBaeTCsl B KApTOHHbIA KOpO.

Kopo6 ycTaHaBNMMBAETCS Ha AEPEBSHHYIO MaseTy.

O6Lwyin BUA ynakoBKu

MaTepuan ynakoBky - [epeBSIHHbINA NOAA0H, KapTOH.
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Pa3vepbl ynakoBKu
Bec B ynakoBke

| A ()

Nafenna:

700x410x930 mm (£5%)
12,0 Kr (£5%)

NMPUMEHAEMBIX MPU MapKUpoBaHNN MEJNLIMHCKOIO

CuMBO/IbI, UCNO/b3yeMble na U3aenmsax

Ce€

Hsnenne COOTBETCTBYET OCHOBHbBIM TpeboBanuam
HAupextusni 93/42/EEC EBpocotoza (Meauuunckue H31e/HnA)

L1d]

[pourture coorsercTByIomMe HHCTPYKUHH

OcropoxHo, xpynkoe

i

JToii cToponoii BBepX (0TMeTKa Ha ynakoske)

L]
’ 4
st

Bepeus ot Baarn

+50°C

-10°C

Orpannyvenne TEMIepaTypel npu  TpaHCHOPTHpOBKe u
XpaHeHHH

u HsroroBurenn
SN CepHitHblii Homep
# BapuanT ucnonuenus/monens
MD Menunuunckoe usnenne

=

“CHOJ’IbC‘OBﬁHHC TOJIbKO BHYTPH NOMELIECHUS.
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MapKMpOoBKa C yKa3aHWeM YC/OBUIA XpaHeHWs:

- loroTmn KomnaHum Lojer Oy;

- MHhopMauus 06 omumanbHOM MPOM3BOAWTENE W ero afpec;

- cumBon CE (cooTBeTCTBME MPOAYKTa €BPONENCKAM pernameHTam);

- CMMBO/ OrpaHnYeHne TemnepaTypsbl;

- CUMBO/T «XPaHUTb B CYyXOM MeCTe;

- cumBON «OCTOPOXKHO, XPYMKOe»

- CMMBON «3JTO CTOPOHOI BBEPX (OTMETKA Ha YMaKOBKe)»

- cumMBON «OrpaHMYeHre TemnepaTypbl NPy TPAHCMOPTUPOBKE U XPaHEHU»

CsefieHNsi 0 MapKNpoBKe

A ppcAycMOTpeHa MapKMpOBOYHas Tabnnuka CnedyroLlero Buaa:

- MOJe/b
- CEpUIAHBIA HOMEp

- HOMep Mo KaTanory

- norotun KomnaHuu Lojer Oy

- MH(opmaLms 06 oMLMaIbHOM MPOU3BOAUTENE U ero aapec

- [laTa U3roTOB/IEHMS

- CMUMBO/T «lICM0Nb30BaHNE TONIBKO BHYTPU MOMELLEHUSA»

- cumBoN «BHuMaHme! O6paTnTeCh K MHCTPYKLMK MO MPUMEHEHNIO»

- cumBon CE (cooTBeTCTBME MPOAYKTa EBPOMENCKAM pernamMmeHTam)
- cumBON «lpounTaliTe MHCTPYKLUMIO MO 3KCMyaTaLmm»
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O6paseL, pycCKOSA3bIYHON MapKUPOBKMN
Tenexka MeAMUNHCKaa B BapnaHTax UCMOTHEHUSA;

Tenexxka MeAauUMHCKas MOAMQUKaLMM 262 A7 TPaHCMOPTMPOBKW/MOCTABKM  MEAMLIMHCKUX  W30enuii,
NEKapCTBEHHbIX CPEACTB, 060PYAOBaHUS, UHCTPYMEHTOB, NMepPeBsA30YHbLIX MAaTepuasioB B Mpedenax OTAena Wiu
GOMbHMLBI B COCTABE:

- VIHCTpyKUWA no akcnayaTaumu - | L.
- Koneca - 4 .

- [MopnoH - | wm.
PY Ne oT

Cpok cnyx6bl - 10 neT

Lojer Oy (/loitep Oi)
Putajantie 42, 38210 Sastamala, Finland, ®uHnsaHans

CrpaHa npovicxoxgeHus: Finland (®PuHnaHans)

YnonHoMouYeHHbIA npeacTaButens B Poccum: OOO «/Jloiiep Mepgwkan», 121357, Poccuss, Mocksa, Yo
Bepelickasi, .29, cTpoeHne 134, Ten./chakc +7 495 269 06 95 email: russia@lojer.com

25. TeXHUYeCKoe 06C/yXXMBaHWE Y PEMOHT MeAUUMNCKOTO M3aenns

Tenexxka WMeET MPOCTY, HAAEeXHYH KOHCTPYKUMIO U He TpebykT cheuuanbHoro
TEXHWYECKOTO 06CNyXMBaHWS. [epuoanyecknii OCMOTP BK/IHOYAeT B Ce6s: OCMOTP U Npu
Heo6X0aMMOCTM NPOBEPKa W PErynvpoBKa Pe3bb0BbIX COeAVHEHWA. B cnydyae ocnabneHms
Pe3bOOBbIX COEAVMHEHWIA HEOBXOANMO UX 3aTsHYTb. epuoamyecku, He pexxe 1-ro pasa B Mecs,
MpoBepPsTb HAIeXXHOCTb  KpenieHust Kkonec. [pu  Heob6XoAMMOCTU  MPOM3BOAMTL  3aTSKKY
Kpenexa.

26. MapaHTUiiHbIE 0653aTeNbCTBA
apaHTUIHbIA CPOK 3KCMyaTauun Tenexku 12 mecsueB €O [AHA BBOZA B 3KCMlyaTauuio.
["apaHTWIAHbIV CPOK XpaHeHWs 24 MecsLa co AHS U3roTOB/IEHNS.

27. KoMnnaeKT noctaBkKu

TeneXk nocTaBnstoTCs B CO6GPaHHOM BHLE.

Ne n/n  HavmeHoBaHue Kon-Bo, uIT.
1 Tenexxka MeguUMHCKas Moamukaumm 262 1
2 WHCTpyKLMA Mo sKcnayaTauum 1
3 Koneca 4
4 MopnoH 1
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28. TIOPSiAOK OCYLLIECTB/IEHWSI YTUIN3ALMM 1 YHUUTOXEHNS MEANLIMHCKOT Qq3ne s

TeneXxXka He COLEPXWUT  KOMMOHEHTOB, CO3jaloWMX  BpeaHble  Ans
OKpY>KatoLLei cpefbl hakTopbl.

YTunusaumio KOMMOHEHTOB TENEXKU Npov3BoAsAT TO/MbKO
CrneuMann3npoBaHHble  OpraHMsauMm Mo nepepaboTKe MPOMbILLINIEHHBbIX
0TXO[0B.

YTrnnszaumio 0TX0/0B OCYLLECTBNATL B COOTBETCTBUM C TpeboBaHuamu CaHluH
2.1.3684-21 «CaHMTapHO-3MMAEMMNONOrNYecKMe TPpeboBaHMS K COLEPXKaHNIO TEPPUTOPWIA
FOPOLCKMX N CEMTbCKMX NOCENEHWNIA, K BOAHbIM 0ObeKTaM, MUTLEBOI BOAE U NUTLEBOMY
BOAOCHaOXEHNIO HaeeneHus, aTMoed)epHOMY BO3AyXY, NMoYBaM, XW/bIM NMOMELLEHNAM,
aKcnyartauuy Npon3BOACTBEHHbIX, 0OLLEETBEHHbIX MOMELLEHWNIA, OpraHu3auny 1 NPoBEAEHWIO
CaHUTapPHO-NPOTUBOINUAEMUYECKMX (MPODUIAKTUYECKMX) MEPONPUATUIA.

29. TpeboBaHMs MO OXPaHe OKpPYXKatoLLEen cpepl
[aHHoe MegMUMHCKOe Wu3fenne npu  UCMOb30BaHWM, TPaHCMOPTMPOBKE W XpPaHEHWU He
OKa3blBaeT HEraTMBHOIO BO3ZENCTBUSA Ha YeoBeKa U OKPYXXaLOLLYHO Cpesy.

30. lMepeqerb HaLoHaNbHbIX " MeXZyHapOAHbIX HOPMaTVBHbIX
[OKYMEUTOB/CraHAaproB, KOTOPbIM COOTBETCTBYET MeNLMHCKOr0 U3aeus.

FOCT P 50444-2020 «[puoopbl, annapatbl W 060pyAoOBaHWe MeauUMHCKMe. ObLme
TEXHUYECKMNE YCNOBUA»
FTOCT P 51084-2021 «Tenexku AN TPaHCMNOPTUPOBaHUA MauMeHTOB W rpy3oB. O6Lme
TEXHUYECKMEe YCNOBUA»
NMOCT P NCO 15223-1-2020 «W3penua  meauumHckue. CUMBOSBbI, NPUMEHSeMble  NpU

1 Avnymcn laLull
Ne

n/n
1 Dwpektvea 93/42/EEC  MepuuymHckue mpubopb, YCTPOiCTBa, 060pYA0BaHNE

W3penusa meguunHckme. Cuctemsl ynpasneHus

KayeCcTBOM. TpeboBaHuA K perynmpoBaHunto

). EN ISO 14971:2012 W3penna meamumHckue. FpumeHeHne MeHeIKMeHTa
PUCKa K MELULNHCKAM U3[eNnsam

---------------- vivoyalim [AVPEKTUBBI (Mwnwn). V3penne

nmeeT mapkunposky CE. CornacHo JupekTrBe, 060pyoBaH/e KiacemuumpoBaHo Kak

mMeauumnHcKoe nsgenve Knacca |I.

O603HaueHne HasBaHve cTaHaapTa

2, ISO 13485:2016

31. Peknamaums

lNo Bonpocam, Kacarolmmcs KavecTBa MeANLMHCKOro U3fenva, Ha Tepputopun PO
obpallarbca B KOMMaHUIo
OBLLECTBO C OrPAHVYEHHOW OTBETCTBEHHOCTLIO «/TOVEP MEAVIKAJT» (000

«JTOVIEP MENKAI»)

121»57, Poccus, Mocksa, yn. Bepeiickas .29 cTpoeHune 134
Ten./pakc +7 495 725 06 95

e-mail: russia@lojer.com

www.lojer-medical.ru
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["opoa Mocksa

BbIMOIHeH nepesogunkomM KoTnaposbiM AHTOHOM Uropesnyem.

Poccuiickas ®egepaums

OAuHHaguaToro anpena e Thicaun gsaguaTb TPeTbero roga

A, Kopcuk Bnagumup KoHCTaHTKUHOBUY, HOTapuyc ropoga Mocksbl, “gendersonTyio,
nognucu nepesoguvka, KorTnsaposa AHTOHa Mropesuya. A

Moanucb caenaHa B MOEM NPUCY TCTBUN.

JInyHocTb nognucasllero 4OKYMeEHT YyCTaHOoB/eHa.

3aperucTpupa
YnnayeHo 3axc

Bcero npowur
N CKpenseHo

HoTapuyc

-437/2138-4/77-2023-"
Ia"Horo gelicTeusa: 400 py6. 00 kon

NPOHYMEpPCYLLHO

(a)(os)
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«YTBEPXJAHR» /| «<xAPPROVE»

Ynpasnsawouwmnin/ChiefExecutive Officer
Antti Ville Tuomas Laine
HTTu Bunne Tyomac /laliHe

«20» aHBapa 2023 r.
January 20, 2023

USER MANUAL
MHCTPYKUWMA MO SKCIJTYATALNIN

TeneXxka MeguuMHCKada B BapunaHTax UCMO/THEHNA

Tenexka MeanunHcKas mogudmnkauum 266
Medical device name

; confirm that in accordance with Finlar>d's Trade Register,-----—----—-—
has the right abr)s/bamﬂl’m-ﬁopLLI"BLLlr to represent the company

UO N N
and that he/she has/they”eve signed this document personalty.

Tampere, Finlarxi Ao
Ex officio:
Fee € JENNA JOKINEN
————————— Etityisasiantunlija, iulkinen no aarl

Spedalsakkunnlg, notanus publicua
Senior Specialist. Notary Public
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User Manual

Medical cart, Modification 266
for transportation/delivery of medical devices, medicines,
equipment, tools, medical dressing within the department or
hospital
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INTRODUCTION
WARNING! For the sake of safety, when using the Medical Cart, Modification 266 tor
transportation/delivery of medical devices, medicines, equipment, tools, medical dressing within

the department or hospital (hereinafter referred to as cart/device) for the intended purpose, all
users shall carefully study this User Manual before using the device.

1 Developer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@lojer.com
2. Manufacturer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@lojer.com
3. Address of the production site of the medical device
Lojer Oy
Putajantie 42, 38210 Sastamala. Finland
4. Authorized representative of Lojer Oy in the Russian Federation
Limited Liability Company Lojer Medical (LLC Lojer Medical)
29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95
russia@lojer.com

5. Purpose of the medical device
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Medical Cart, Modification 266 is intended for transportation/delivery of medical devices,
medicines, equipment, tools, medical dressing within the department or hospital.

6. Scope
The medical device is used in professional healthcare facilities such as clinics or hospitals.
7. Potential user

This medical device can be used only by medical personnel in hospitals, clinics and medical
and preventive treatment facilities.

8. Indications for use
Intended for transportation/delivery of medical devices, medicines, equipment, tools, medical

dressing within the department or hospital.
9. Counter indications

Contra indications that apply directly to these devices are currently unknown.

10. Possible side effects and adverse events when using MD

No side effects identified.

11. Classification of medical device

The cart refers to Class 1 devices in accordance with Directive 93/42/EEC (MDD) and has CE
mark based on this classification.

12. Type of contact with the human body
The device has no contact with the patient, there are no working parts.
Carrying handle - short-term surface skin contact (less than 24 hours).

13. Risks of using the medical device
The detailed infomiation is provided in the risk management files for the medical device.

14. Description of design of the medical device, the principle of its operation

Medical Cart, Modification 266, has a rigid welded solid frame. The cart is able to move on
wheels inside the clinic buildings under the action of human muscular effort.

15. Medical device performance and functionality:

Name of MD  Description and functionality of MD  Photographic image Mass, Overall
kg. dimensio
ns, mm.
Error:
+/-5%  Error:
+/- 5%
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Med!cgl (_:art, The cart is a frame structure made 114  942x500
Modification  of chrome-plated steel tubes. X940 mm

266 The cart is two-tiered, on each tier
there are baskets made of steel wire
coated by epoxy powder.

For easy movement, the cart is
equipped with a carrying handle. ¥

The cart maneuvering capability is ¥
ensured by large wheels that rotate

by 360 degrees independently of

each other.

The cart is intended for
transportation/delivery of medical
devices, medicines, equipment,
tools, medical dressings within the
department or hospital.

Model Dimensions of the structural elements (mm) Wheels
(mm)
+/- 5%

266
The medical cart for transportation/delivery of medical devices, 0 100 mm,

medicines, equipment, tools, medical dressings within the department 4 pcs.
or hospital.

The cart design is based on large wheels (0 100 mm) that provide
soft travel.

The dimensions of the cart structural elements (in mm) are shown in
the diagram below:

8

The cart can withstand a nominal load of 35 kg.
The force required to move the cart on a hard flat surface is 65 N.
The cart DOES NOT CONTAIN non-ferrous, precious metals and their alloys.
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16. List and description of medical device materials used to manufacture the carts:

Material
Chrome-plated steel

Epoxy coated steel

ABS+
polymethylmethacrylate

Coating

Frame structure
including a carrying
handle.

Baskets

Wheel coating

Brand, manufacturer
Tube 19x1.5mm

Tibnor, Estonia, steel grade
AlSI304

70166785

Lankapaja Qy, Finland
Manner, Finland
E-IOO PTE

200303

17. Information on materials of animal/human origin being part of MD

This medical device does not contain materials of animal origin.
1his medical device does not contain materials of human origin.

18. Information on medicinal agents being part of MD

This medical device does not contain medicinal agents or pharmaceutical substances.

19. Requirements for rooms where the medical device is supposed to be installed

(assembled).

The room in which the medical device is planned to be used shall have a flat floor surface.

20. Disinfection and cleaning.

In case of violation of the disinfection rules, claims to the device appearance are
NOT ACCEPTED by the manufacturer.

The application of mechanical (abrasive) cleaning methods is not allowed. The
use of solvents (nitrosolvents or acetone) is NOT ALLOWED.

Use weakly alkaline general purpose detergents (soapy water or foam) for cleaning Disinfectants
with a detergent action, such as: Peroximed, neutral anolytes, Lisetol AF, Septodor-Forte, Virkon
are also can be used for cleaning.
Disintection should be caiTied out by wiping wxposed surfaces with a squeezed wipe moistened

with a disinfectant solution.

After tieating the device with disinfectants, be sure to wipe the device surface using clean water,
and then remove all residual liquid with a dry cloth.
For disinfection of devices, disinfectants of domestic and foreign production from the following
main chemical groups of compounds: cationic surface-active agent (SAA), oxidizing agents,
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chlorine-containing agents, agents based on hydrogen peroxide, alcohols, aldehydes are allowed
to be used.

‘. During disinfection it is NOT ALLOWED:
- to use solutions which concentration exceeds the value specified in the user manunal,
- to exceed the recommended exposure time of the disinfectant solution on treated surfaces.

21. Service life
The service life of the medical device is 10 years.

22. Storage, operation and transportation conditions

Storage conditions:
The cart shall be kept indoors.

The storage temperature is between -10 °C and+50 °C
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar

The cart shall be kept indoors. The storage conditions shall comply with "2(C)" defined in
GOST 15150-69. Room air should not contain impurities that cause corrosion.

Operation conditions:

- The operation temperature is between +10 °C and +40 °C
t The relative humidity is 20 % ... 90 %

The air pressure is 800 ... 1060 mbar

Transportation conditions:

The carts shall be transported in closed vehicles of all types in accordance with the
transportation rules applicable to this type of transport.

M- ‘fhe transportation temperature is between -10 °C and +50 °C
J The relative air humidity is between 20 and 90%

The cart shall be transported in closed vehicles of any kind, in accordance with the shipping rules
in force for these modes of transport. Transportation conditions shall meet the storage conditions
"5" (OZH4) defined in GOST 15150-69.

23. Infromation on package (list and description)

The cart is delivered in the assembled condition.
The cart is packed in a master carton.
The carton is mounted on a wooden pallet.

General view of the package
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Packing material - wooden pallet, cardboard.

Package size 952x510x950 mm (+5%)
Packed weight 13,4 kg (£5%)

24. Definition of symbols used in labeling of the medical device:

Symbols used on the devices

The device satisfies the main requirements of EU Directive
C€ 93/42/EEC (Medical devices)

Read the relevant instructions

D ®

f Caution, fragile

U This side up (mark on package)
1 f Keep dry
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T
/l’ Temperature limitation during transportation and storage
we
‘ Manufacturer
SN Serial number
# Hardware version/model
MD Medical device
Q Indoor use only.

Label indicating storage conditions:

- Lojer Oy logo;

- information on the official manufacturer and manufacturer address;
- CE symbol (compliance of the device with European regulations);
- temperature limitation symbol;

- symbol "Keep dry";

- symbol "Caution, fragile"

- symbol "This side up (mark on the package)"

- symbol "Temperature limitation during transportation and storage"

Information on marking
The cart has the following type of marking plate:
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- model

- serial number

- part number

- Lojer Oy logo

- information on the official manufacturer and manufacturer address
- date of manufacture

- symbol «Use indoors only»

- symbol «Caution! Refer to the user manual»

- symbol CE (compliance of the device with European regulations)
- symbol «Read the user manual»

Sample of Russian-language marking

Tenexka MmeANUMHCKasa B BapuaHTax MCMOJIHEHUA:

Tenexxka MeAuLMHCKaa Mogudukaumm 266 [na  TPaHCMOPTUPOBKW/MOCTaBKA  MEAULMHCKUX  U3AENNiA,
NeKapCTBEHHbIX CPeACTB, 060PYAOBaHUS, UHCTPYMEHTOB, MEPEBA30YHLIX MaTepuasioB B Mpegeniax oTAena wam
60MbHMLBI B COCTaBE:

- NHCTpyKUma no akcnayataumum - 1.

- Koneca - 4 w.
- MopnoH - 2 wr.
PY Ne oT

Cpok cnyx6bl - 1o net

w 1 Lojer Oy (Jloliep OIf)
Putajantie 42, 38210 Sastamala, Finland, ®uHnaHauS

CrtpaHa npoucxoxgeHus: Finland (®PuHnaHans)

YNoNHOMOYEHHbI npeacTasutens B Poccum: OO0 «Jloliep Megukan», 121357, Poccus, Mockea, Y.
Bepelickas, A.29, cTpoeHue 134, Ten./dakc +7 495 269 06 95 email: russia(“loJer.com
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25. Maintenance and repair of the medical device

The carts have a simple, reliable design and do not require special maintenance. Periodic
inspection includes inspection and, if necessary, check and adjustment of threaded connections.
If threaded connections are loose, they shall be tightened. Periodically, at least once a month,
check reliability of the wheels. If necessary, tighten the fasteners.

26. Warranty obligations
Warranty period of operation of the cart is 12 months from the date of commissioning.
Warranty period of storage is 24 months from the date of manufacture.

27. Delivery set

The cart is provided pre-assembled.

Item Name Qt, pcs.
1 The medical cart, modification 266 1
2 User manual 1
3 Wheels 4
4 Pallet 2

28. Procedure for disposal and destruction of the medical device

The cart does not contain environmentally harmful conponents.

Disposal of the cart components is carried out only by specialized industrial
IV waste processing organizations.

Waste disposal shall be carried out in accordance with the requirements of SanPiN
2.1.3684-21 “Sanitary and epidemiological requirements for maintenance of territories of urban
and rural settlements, for water bodies, drinking water and drinking water supply for the
population, atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and implementation of sanitary and anti-epidemic (preventive) measures”.

29. Environmental requirements
During use, transportation and storage this medical device has no negative impact on humans

and the environment.

30. List of national and international regulatory documents/standards that the Medical
device complies with.

GOST R 50444-2020 Medical devices, apparatus and equipment. General specifications

GOST R 51084-2021 Carts for transporting patients and goods. General specifications

GOST R ISO 15223-1-2020 Medical devices. Symbols used for marking on medical devices,
labels and accompanying documentation.

10
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Item Designation Title of standard

1 Directive 93/42/EEC ~ Medical devices, facilities, equipment

Medical devices. Quality management systems.
Regulatory Requirements

Medical devices. Application of risk management to
medical devices

2. ISO 13485:2016

3. EN ISO 14971:2012

marked. According to the Directive, the equipment is classified as a Class | medical device.

31. Claim letter

On the issues regarding the quality of a medical device in the territory of the Russian

Federation, contact company
LIMITED LIABILITY COMPANY LOJER MEDICAL (LLC LOJER MEDICAL)

29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95

e-mail: russia@lojer.com

WWWiojer-medical.ru
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MepeBof C aHFANIACKOTO U (DUHCKOTO I3bIKOB HA PYCCKUIA A3bIK

«YTBEPXOAHK»

YnpaBnstoLwmi

AHTTM Bunne Tyomac JlaliHe
noanncb

20 AHBapa 2023 .

/nevatb: «J/loiep Oiix»
Cacrtamana, ®UHNAHANA
[ns yxoaa, npocToro B obpatieHumn/

NHCTPYKUWA no IKCTNYATALNN
Tenexka MeanLMHCKasn B BapuaHTax UCMOSTHEHUS

Tenexka MegnuuHcKasa moamngmkaummn 266
HavmeHoBaHWe MeauLMHCKOTo n3genns

/wramn. HacTosAwyM CBMAETENbCTBYKD Ha OCHOBaHUWM CBefeHuiA u3 Toprosoro Peectpa
®uHNAHAMK, 4TO AHTIM Bunne Tyomac JlailHe WMeeT npaBO €AMHONNYHO/ COBMECTHO
npeacTaBnsaTb MHTepeckl «Jfloilep Oi» (Lojer Oy) n yto oH/ oHa/ oHM nognwucan(-a, -u) aToT
LAOKYMEHT JINYHO.

r. Tamnepe, PUHNAHANA 27.01.2023 .

B cuny cBOMX JO/MKHOCTHBIX MOSTHOMOYMIA:

MowymHa: 20 Espo/

Moanucb

/wramn: EHHA MOKWHEH
Crapwuii cneumanuct, Hotapuyc/

/repboBas nevatb: 'epb PUHAAHAUN
AreHTCTBO L(POBbIX U feMOrpauyecknX AaHHbIX/
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NHCTPYKLUUSA No 3KcnyaTauum

Tenexka MeAunynHcKaa moampmnkaumm 266
ANA TPAHCNOPTUPOBKU/NOCTABKN MeAULUMHCKUX MU3LeNNi,
NeKapCTBeHHbIX CpeAcTB, 060pyAOBaHUA, NHCTPYMEHTOB,
nepeBA30YHbIX MaTepuanos B npegenax otaesna nam 60NbHULbI
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BBEAEHUVE

BHUMAHMWE! [na 6e30MacHOCTM MpU UCMOb30BaHUN TenexkKn MeauuUHCKOM MoANGUKaLmi
266 AN TPaHCMOPTUPOBKM/MOCTaBKN MEANLMHCKUX U3LENNIA, NEKAPCTBEHHbLIX CPEACTB,
060pyA0BaHNs, UHCTPYMEHTOB, NEPEBSA30YHBIX MaTepuanos B Npefenax oTAena Uamn 601bHULb
(panee no TekcTy —Tenexkal n3genne) No HasHauYeHUIo BCe M0Jb30BaTENN LO/IKHbI
aggg%e?nbl-lo M3YUnTb HACTOALLYHO VIHCTPYKLUMIO MO 3KCn/yaTauuy A0 Havasa UCroib30BaHms

1. PaspaboTumk
Lojer Oy (J1oiiep On)
Putajantie 42, 38210 Sastamala, Finland (MyTasntue 42, 38210 Cactamana, ®uUHNAHANA)
Ten.;+358 (0) 10 830 6700 ir
dakc: +358 (0) 10 830 6702
info@lojer.com

2. [lpousBoanTens
Lojer Oy (Jloiiep On)
Putajantie 42, 38210 Sastamala, Finland (MyTtasntue 42, 38210 Cactamana, PUHNAHANSA)
Ten.:+358 (0) 10 830 6700
dakc: +358 (0) 10 830 6702
info@lojer.com

3. Agpec MecTa NMPOU3BOACTBA .MEAULIMHCKOrO U3Ae/Tnn
Lojer Oy (Jloviep On)
Putajantie 42, 38210 Sastamala, Finland (MyTtasHTue 42, 38210 Cactamana, ®PUHNAHANSA)

4. YNONHOMOYEeHHbI npeactaBuTens Lojer Oy Ha Tepputopumn PP
OOLLECTBO C OrpaHMYeHHO OTBETCTBEHHOCTLIO «Jloiep Meaukan» (OO0 «Jloiep Meamkan»)
121357, Poccms, Mocksa, yn. Bepeiickas, 4.29, cTpoeHune 134

Ten./thakc +7 495 269 06 95

russia@Ilojer.com
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5. HasHaueHune MeguuuHckoro Msgenna

Tenexka MeAMUMHCKas MoamduKauuu 266 npegHasHaveHa Ans TPaHCMOPTMPOBKM/MOCTABKY
MEAVLMHCKUX  U3OENWIA,  NEeKApPCTBEHHbIX  CPeACTB,  0BOPYAOBAaHWS,  MHCTPYMEHTOB,
MepeBsi30UHbIX MaTepyanoB B Npeaenax oTaena Uin 6oNbHNLLbI.

6. O6nacTb HPHMEHEHHS

MeauUMHCKOe M3fenve NPUMEHSIETCS B NMPOMECCHUOHANBHBIX MEANLMHCKMX  YUPEXAEHUSAX
Hanpumep, B KNMHMKaxX Uan 601bHULAX.

7. MoTeHUMasbHbIV NONbL30BaTE b

[aHHOoe MeaWLMHCKOe un3fenne MOXET ObiTb  MCNOMb30BAHO TONbKO  MEAULMHCKUM
MepcoHaIoM B YCNOBUAX 6OMbHNL, KIMHUK 1 JTTTY.

8. [lokasaHua K MpUMeHeNHIo
Moka3aHO [ANA TPaHCMOPTUPOBKM/NOCTaBKM MEANLMHCKUX W3AENNIA, NEKapCTBEHHbIX CPEACTB,
060pyA0BaHNA, MHCTPYMEHTOB, MePeBA30YHBbIX MaTepuasioB B Npesenax otaena uam 60nbHULbI.

9. TlpoTmBonoKasaHUA

MpOoTNBONOKa3aHWs, KOTOPble OTHOCSTCS HEMOCPEACTBEHHO K [aHHbIM U3JENMAM, B HACTOsILLEE
BPEMSI HEW3BECTHbI.

10. BO03MOXKHble MOGOUHbIE INPEKTbI N HEXeNaTe IbHbIEgg el MpY NPUMEHEHIN
MW
Mo604HbIX 3th(HeKTOB He BbISB/IEHO.

11. Knaccugmkauma MeguLMHCKOro nsfenns
Tenexka OTHOCMTCA K M3[eNnaM Knacca 1B cooTBeTCTBUM ¢ AumpekTuson 93/42 /| EEC (MDD) u
MMetoT MapkupoBky CE Ha OCHOBaHWW [aHHOW Kiaccugukaumm,

12. By Kourakrta c opraHM3sMoM YesioBeka
3genve He KOH 1aKTUPYET € naumeHToM, paboyne 4acTy OTCYTCTBYHOT.

PyKOsiTKa 1N NePEBO3KN - MOBEPXHOCTHbIA KPaTKOBPEMEHHbIN (MeHee 24 4) KOHTaKT C KOXEN.

13. Puckn npumenenmnsa MegnuMHCKOro n3genns

MogpobHasa wHopMauma npueeAeHa B (haiinax MeHeMKMeHTa pucKa Mo MeAMLUHCKOMY
N3Lenuio.

14. OnucaHne KOHCTPYKUUN MESULMHCKOIO U3AeNNs, NPUHLMN ero fecTBUS.
Tenexka MeAuLMHCKasa MOAM(MKALUM 266 MMeeT XKeCTKUIN CBapHON Hepa3bopHbIN KapKac.

Tenexkka cnocobHa nepeaBMraTbCs Ha Konecax BHYTPU KOPMYCOB KAMHUKMN MOZ AeiiCTBMEM
MYCKY/IbHOTO YCU/NS YeN0ToKa.
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15. TeXHNYeCcKMe XapaKTepUCTUKN MeSULIMHCKOIO U3LeNuns, ero (PyHKLUNOHa/IbHOe

HasHa4yeHne:

HavmMeHoBaH — OmmcaHive 1 (hyHKUHOHa/IbIOE  doTorpachieckoe 13obpaxeHie  Macca,  aBapur

He M HasHa4deHVe M/ KT. Hble
pasvepbl,
MMorpe  wmm.
LLHOCTb
- +/- 5% [Morpeum
OCTb: +-
5%
Tenexka Tenexxka npeactasnsieT  cob6oii 114  942x500
MeAULMHCKaA  KapKacCHYHO KOHCTPYKLMIO, X940 Mm
MOAM(MKALM  BLINOSHEHHYIO U3 XPOMUPOBAHHbIX
n 266 CTa/lbHbIX TPYO.

Tenexka ABYXspYCHasi, Ha KaXioM
fpyce PacrofioKeHbl KOP3WHbI 13

cTa/lbHOM MPOBO/I0KKN C N
3MNOKCNAHbIM MOPOLLKOBbLIM
MOKPbLITUEM. "

Ona  ypobctBa  nepemMeLLeHus
Tenexxka cHabXxeHa PyKOATKON [N

MepeBOo3Ky.
MaHeBPeHHOCTb TENEXKY
obecneunsaoT KoJeca,

HesaBuCcUMO  Apyr  OT  jgpyra
BpaLLatoLmecs Ha 360 rpagycos.

Tenexxka  npegHasHayeHa 414
TPaHCMOPTUPOBKN/NOCTaBKM

MeLULUHCKMX U3LeNuia,
NeKapCTBEHHbIX CpeAcTs,
06opyoBaHus, WNHCTPYMEHTOB,

MepeBA30YHbIX  MaTepuasioB B
npegenax otaena Win 60bHALbI.

Mogenb Pa3Mepbl 3/1EMEHTOB KOHCTPYKUUK (MM) Koneca (Mm)
+/- 5%

266
Tenexka MeanLMHCKas Ans TPaHCMOPTUPOBKW/MOCTABKA 0 100 MM,

MEANUMHCKNX W3L4EeNniA, NeKapCTBEHHbIX CPEeACTB, 000pYyAOBaHWUSA, 4 i,
WHCTPYMEHTOB, MepeBA30YHbIX MaTepuasioB B Npefenax oTgena wim
60/IbHULIbI.

KOHCTpyKLMA Tenexkn 6asupyeTcd Ha KpynHbiX Konecax (0 100
MM), 06ecreumBapoLyx yA06CTBO TPAHCMOPTUPOBKMY.

PasMepbl 31EMEHTOB KOHCTPYKLIMM TENEXKM (B MM) NPYBEAEHbI Ha
CXEME HIXKE:
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Tenexxka BblAepXX1BaeT HOMUHA/IbHYIO HarpysKky 35 Kr.
Ycunve, HeobxoamMmoe Ans nepeMeLLeHms Tenexky no TBepAon NaoCcKor NoBepxHoCTH: 65 H.

Tenexka UBeTHbIX, AparoueHHbIX MeTanios v ux crnnasos HE COLEPXKUT.

16. lMepeyeHb W onuMcaHWe MaTepuasioB MeAUUMHCKOTO W3AeNNsl, UCMOMb3yeMbIX ANs
N3roTOB/IEHNS TENEXEK:

MaTtepunan MokpbITHe Mapka, npon3soauTens
XpomupoBaHHasa CTaslb PamHas Tpy6a 19x1.5Mm
KOHCTPYKLMA,

Tibnor, 3cToHMA, MapKa
BKTKOHAA — PYKOATKY  rann AISI304 P

ANsi NEPeBO3KMU.

Cranb c 3MOKCMAHbIM  KOp3WHbl 70166785
MOKPbITUEM .
Lankapaja Oy, ®uUHNSHANA
ABC+nonumetunmetakpnnatr  O6LUMBKa KOMec Manner, ®PUHNAHANA
E-100 PTE
200303

17. CefeHuMs 0 MaTepuasiax XXHBOTUOro/4e0BeHeCKOro MPOUCXOXKAEHNSA, BXOAALLNX B
coctaB M

B faHHOM MeanUMHCKOM U3[enve He MCNOoNb3yTca MaTepuasbl XXMBOTHOIO MPOUCXOXAEHNS.
B gaHHOM MeaMUMHCKOM M34enine He UCMNO/b3YHTCA MaTepuasibl YesloBEYECKOTO
NMPOUNCXOXXAEHNA.

18. CefeHMA 0 leKapCcTBEeHHbIX CpeacTBax, BXoaAwmx B coctas M

B jaHHOM MeAMLMHCKOM W3LeNne He UCMONb3YHTCS IEKaPCTBEHHbIE CPeACTBa UK
(hapmaLeBTUYeCKMe CybCcTaHLmMN.
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19. Tpe6oBaHMsA K MOMELLEHUSIM, B KOTOPbIX MPeAnonaraeTcs ycTaHoBKa (MOHTaX)
MEAULIMHCKOI0 U3aeNusI.

[NomeLleHne, B KOTOPOM MNaHUPYETCA UCMO/b30BaHWe AO0/KHO MMETb POBHYHO Hano/bHYHO
MOBEPXHOCTb.

20. [e3nHpeKuMs 1 0YNCTKaA.

Mpy HapyLleHUn npaBwu Ae3NHMEKLMN NPETEH3UN K BHELLHEMY BULY WU3AeNnns
A npounssogntenem HE NMPNHMMAIKOTCA.

MpuMeHeHne MexaHnyecKnx (abpasvBHbIX) .METOLOB OUMCTKU Ve JOMYyCKaeTCs.

A MpyMeHeHVe pacTBopuTeneldi (HUTpopacTBopuTeneldi wnvM  auetoHa) HE
JOMNYCKAETCA.

[ns 0uncTKM cnefyeT MPUMEHSATb CNaboLleNoYHble YNCTALLME CpeacTBa OOLLIEro HasHayeHus
(MblNbHas BofAa WM MeHa). [NA OUYUCTKU TakkKe BO3MOXHO MPUMEHEHME Ae3VHMDULMPYIOLLMX
CPeACTB C MOKLWMM AeACTBMEM, TaKMX Kak: [lepokcumes, HerTpanbHbIX aHOI'II/ITOB Nnzeton
A®, Centogop-PopTe, BUpKOH.
[e3vHpekumo cnefyeT MNPoOU3BOANUTL MNPOTUPAHWEM OTKPbITbIX MOBEPXHOCTEN CMOYEHHOA
[E3NHPULMPYHOLLIMM PAaCTBOPOM OTXKaToM Ca/lPeTKOM.
Mocne 06paboTKM uM3aennUd  Ae3VHOULUMPYIOWMUMI  pacTBOpamn 06s13aTe/IbHO MPOTepeTb
MOBEPXHOCTb M3MAENMSt C WCMONb30BAaHMEM YMCTOM BOAbl, a 3aTeM YyAanuTb BCE OCTaTKU
YXMUOKOCTUN CyXOl cantheTKON.
Ana  pesHMeKuMn 13aenvin - paspellerbl K NPUMEHEHMIO  Ae3MH(MUMPYOLWMe cpeacTea
OTEYECTBEHHOI0 M 3apybeXXHOro MPOU3BOACTBA U3 CNEeAYHLWMX OCHOBHbLIX XUMWYECKUX TPy
COEAVMHEHWI:  KaTMOHHbIX  MOBEPXHOCTHO-aKTMBHbIX  BewlecTs  (MAB),  okucnutenen,
X/I0pcofepXKalnx CpeacTs, CPeACTB Ha OCHOBE MePeKncy BoAopoaa, CnMpToB, albaernios.
Mpwn nposegeHun aesnHgekunn HE AOTMYCKAETCHA:

NMPUMEHATb PacTBOPbI, KOHLEHTPaUWA KOTOPbIX MPEBbILLAET BEIMYMHY, YCTAHOB/IEHHYIO B
NHCTPYKLMW MO NPUMEHEHNIO;
- NpeBblllaTb PEKOMEHLYeMOe BpeMS BbILEPXKN  Ae3MH(MUMPYIOLWEro pacTBopa Ha
0bpabaTbiBaeMbIX MOBEPXHOCTSIX.

21. CpokK cnyxo6bl
CpoK Cny>K0bl .MeauUMHCKOro n3genua coctasnset 10 fert.

22.  YCnoBusi XpaHeHus, aKcnayataumm 1 rpaHcnopTypoBaHms

YCNnoBus XpaHeHus:
TenexXka fo/mKHa XpaHUTLCA B 3aKPbITOM M0.MELLEHUN.

Temnepatypa xpaHeHus ot -10 T go +50 °C
OTHocuTenbHaa BnaxkHocTb 20 % ... 90 %
[asneHne okpyxatouleri cpegbl 800 ... 1060 mbap

Tenexka [O/MKHA XPaHUTLCA B 3aKPbITOM MOMELLEHUN. YCNOBUA XPaHEHUS LO/DKHbI
cooTBeTcTBOBaTh «2(C)» no NOCT 15150-69. Bo3gyx MOMeLLeHUA He JO/MKEH Coaepxkartb
NPVMeCEN, BbI3bIBAKOLLMX KOPPO3ULO.
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Ycnosusa akcnayatanuu:
Temnepatypa akcnnyartaumm ot +10 °C go +40 °C
OTHocuTenbHasa BnaxHocTb 20 % ... 90 %

[aBneHne okpyxatoLlein cpeabl 800 ... 1060 mbap

YcnoBust TPaHCMOPTMPOBAHMUS:
TeneXxkn cnefyet TPaHCMOPTMPOBaTb B KPbITbIX TPAHCMOPTHbLIX CPEACTBAaX BCEX BWAOB B
COOTBETCTBMM C NPaBWIaMy NEPEBO30K, AENCTBYIOLMMM Ha TPAHCMOPTE JaHHOIo BMAA.

ur Temnepatypa npu TpaHcnopTuposaHun ot -10 °C go +50 °C
OTHOCUTeNbHAaA BNaXkKHOCTb Bo3ayxa 20 go 90%

TpaHCMOPTUPOBaHME TENEXKM [OMKHO OCYLUECTBAATLCA B 3aKPbITbIX TPAHCMIOPTHBIX CPeACTBAX
Mo60Oro BUAa B COOTBETCTBMM C MpaBUIaMW MepeBO3KY MPy30B, AeNCTBYIOWMX AN 3TUX BULOB
O/MKHbI COOTBETCTBOBATbL YCMNOBUSAM XpPaHEeHUS «5»
(O%K4) no FOCT 15150-69. A y P
23. CBefieHVsA 00 yraKoBKe (CoCTaB M OMnmcaHe)

Tenexka NocTaB/SIeTCs B COGPaHHOM BUJE.
Tenexxka yNnakoBbIBaeTCS B KQpPTOHHbIN KOpoo,

KOpPO6 YCTaHaBMMBAETCS Ha AAEPEBSHHYHO MaseTy.

O6LMIA B, YNAKOBKM

MaTepuan ynakoBkuW - [epeBSIHHbINA NOAAO0H, KapTOH.
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Pasmepbl ynakoBku 952x510x950 mm (£5%)
Bec B ynakoBke 13,4 Kr (+5%)

24. PacLLmdypoBKa CMMBO/I0B, MPMVEHAEMbIX MY MAPKVPOBaHNM MEAVILIMHCKOrO

VTS

CumBObI, Ncnosib3yemble Ha n3genmnax

Ce
L

1

1

MD
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\Boervie  COOTBETCTBYET ~ OCHOBHbIM  Tpe6GoBaHUSM
npektyebl 93/42/EEC EBpocorasa (MeamupmHeKe 1aneins)

[MpourTe COOTBETCTBYHOLLVE MHCTRYKLN
OCTOPOXKHO, XPYTIKOe
DO CTOPOHOI BBEPX (OTMETKA HA YMAKOBKE)  ~

Bepeyb ot Baruv

OrpaHuyeHie  TEMMepaTypbl MU TPAHCTIOPTVPOBKE U
XpaHEH

VBBroroBUTeE/b

CepuliiHblin HoMep

BapwaHT nucrnonHeHuns/mMogens
MeaunuMHCKOe 13genive

icnonb3oBaHWe TOILKO BHYTPU NOMELLEHUS.



MapKMpOoBKa C YKa3aHVEeM YC/OBUI XpaHEHWS:

“PW i, L K--r---n"l (A2, 10 T LG M “iia

I0c
Relative air humiditv 20% to 90 %
Air pressure 800 hPa to 1060 hPa u

- IOV komnaHum Lojer Oy;

- MH(hopmauma 06 ouLMasbHOM MPOM3BOAUTENE U €ro afpec;

- cumBon CE (cooTBeTCTBME MPOAYKTA EBPOMENCKUM pernaMeHTam);

- CMBO/1 OrpaHMYeHne TeMrnepaTypsbl;

- CUMBOJT «XPaHWUTb B CYXOM MeCTe;

- cumBOoN «OCTOPOXKHO, XPYNKOoe»

- CUMBON «3JTOl CTOPOHOW BBEPX (OTMETKA Ha YMaKOBKE)»

- cumBoN «OrpaHnyeHne TeMnepaTypbl NpK TPAHCMOPTUPOBKE U XPaHEHUN»

CBefieHNs 0 MapKMpoOBKe
J 4a Tenexxke nj3egycmoTpe L MapKnMpoBoYHas Tabnmyka crefyroLLero smaa:

MANUFACTUREOMPW k"M™M4ir% “fc' ” n MJIM

- MOAesNb
- CEpUIiHbIA HOMeEp

- HOMep No Katasory

- lorotTun KomnaHum Lojer Oy

- IHhopMaums 06 ohuumanbHOM MPOM3BOAMTENE M ero afpec

- jaTa U3roToBeHns

- CMMBON «/ICnonb30BaHMe TONbKO BHYTPU NMOMELLEHNUSA»

- cuMBO/T «BHUMaHMe! O6paTuTech K MHCTPYKLUM MO NMPUMEHEHNIO

- cumBon CE (COOTBETCTBME NPOAYKTa EBPONENCKUM pernaMeHTam)
- CUMBON «[poYnTaiTe MHCTPYKLMIO NO 3KCNIyaTaumum»
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O6pasel, PYCCKOA3bIYHON MapKUPOBKM

Tenexka MEQNUNHCKadA B BapnaHTaxX UCNO/IHEHNA!

Tenexka MeAgMUMHCKas mMoaudukaumm 266 And  TPaHCMOPTUPOBKW/MOCTaBKA  MEAULMHCKMX  U3Aenuid
NeKapCTBEHHbIX CPefcTB, 060pYAOBaHUS, MHCTPYMEHTOB, MEPEeBA30YHLIX MaTepuanoB B npejenax oTAena wim
60MbHULBI B COCTaBe:

- VIHCTpyKUMA no skcnayaraumm - | L.
- Koneca - 4 um.

- MopaoH - 2 w.
PY Ne oT

Cpok cnyx6bl - 10 neT

Lojer Oy (Jloitep On)
Putajantie 42, 38210 Sastamala, Finland, ®uHnaHamna

CrpaHa npoucxoxgenns; ['inland (®PuHnaHaus)

YNOMHOMOYeHHbI  npegcTaButens B Poccm: OO0 «Jloiiep Megukan», 121357, Poccua  Mocksa  yn
Bepelickas, 4.29, ctpoeHne 134, Ten./dakc +7 495 269 06 95 email: russia(5)loier.com A ’

25. TeXHNYECKOe 06CTY>XXMBaHUE U PEMOHT MEAULIMHCKONO M3aenns

TeneXxkn UMET MPOCTYH, HAAEXKHYH KOHCTPYKLMIO M He TpebyrT crheuuanbHoro
TEXHNYECKOro 06CnyXnBaHus. [lepuoanuecknii OCMOTP BK/KOYAET B Ce6s: OCMOTP U npw
Heo6Xo4MMOCTM MPOBEPKA W PErysMpoBKa pPe3b00BbIX COEAVHEHWIA. B cnyuyae ocnabneHus
pe3bB0BbIX COEAMHEHNIA HEOOX0AMMO WX 3aTsHYTh. [epuoamyecku, He pexxe 1-ro pasa B Mecs,
MPOBEPSITb  HAZEXXHOCTb  KpenneHus Konec. Mpyu  HEo6XOAMMOCTM MPOM3BOAUTbL  3aTSHKKY
Kpenexa.

26. MapaHTWIHbIe 06513aTeNbCTBA
apaHTUIAHbIA CPOK 3KCMyaTaumn Tenexkn 12 mecsueB €O AHA BBOAa B 3KCMyaTauuio.
"apaHTUIiHBIN CPOK XpaHeHWs 24 MecsiLia Co AHS U3rOTOB/IEHMS.

27. KoMNNeKT NocTaBKU

Tenexka nocraenaeTcs B CO6paHHOM BMae.

Ne n/n HaumeHoBaHve Kon-Bo,
LT,

1 lenexka MeMUMHCKas Moaudmkaumm 266 1

2 VHCTpYKUMSA NO aKcnayaTaumum 1

3 Koneca 4

4 MoaaoH 2

10
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28. T1OPsAAOK OCYLLECTBIIEHNS YTUIN3ALMN U YHUMTOXKEHNS MEANLMHCKOT Q3069

TeneXXka He COAEPXWUT  KOMIOHEHTOB, CO3JaloWMX  BpeaHble  A/ist
OKpPY>KatoLLel cpeabl (hakTopbl.

Y1nnusaumio KOMTMOHEHTOB TENEXKM npoun3BoaaT TONbKO
creuMann3vpoBaHHble  OpraHMsauMm Mo nepepaboTKe MPOMbILLIEHHbIX
0TXO0/I0B.

YTunnsaumo 0TX0L0B OCYLLECTBNATL B COOTBETCTBMM C TpeboBaHMAMM CaHlH
2.1.3684-21 «CaHWUTapHO-3NNAEMMONOrNYEeCKme TPeboBaHUA K COAEPXKAHMIO TepPUTOPUIA
FOPOACKMX N CENbCKUX NOCENEHMI, K BOAHbIM 06bEKTaM, MUTLEBOM BOAE U MUTLEBOMY
BOAOCHAOXEHMWIO HaeesleHNsl, aTMOC(epHOMY BO3AyXY, NO4YBaMm, XXU/bIM NOMELLEHUAM,
aKcnyaTaummn Npou3BOACTBEHHbIX, 0OLLECTBEHHBIX MOMELLEHWIA, OpraHM3aLmmn 1 NPoBeEHWIO
CaHUTapPHO-NPOTUBO3INUAEMUYECKUX (MPOPUNIAKTUYECKNX) MEPONPUATUAN.

29. TpeboBaHNA MO OXpaHe OKPY>KatoLLel cpedbl
[aHHoe MefgMUMHCKOe wu3fenne npu  WUCNOMNb30BaHWW, TPAHCMOPTUPOBKE W XPaHEHUWN He
OKasblBae! HeraTMBHOIO BO3AEMETBMS Ha YeNlOBEKa N OKPYXKAtOLLYHO Cpesy.

30. MepeueHb HaUMOHa/TbHbIX 7 MEXaYHapPOAHbIX HOPMaTUBHbIX
AOKYMeH10B/ClaHAapTOB, KOTOPbIM COOTBErCTBYET MeAMLMHCKOro U3aenus.

10CT P 50444-2020 «[pnbopbl, annapaTbl K o6opygoBaHMe MefguumHekue. OO6Lme
TEXHWYECKMNe yCnoBus»
FOCT P 51084-2021 «Tenexku [ng TPaHCMOPTMPOBaHMSA MauMeHToB M rpysoB. O6Lyme
TEXHWYECKune yenoBus»
MOCT P NCO 15223-1-2020 «W3pgenua  mMeguumHcKme. CUMBOSbI,  MPUMEHSAEMbIE  MPU

Sy Q— lapl

No
O603HayeHNe HassaHuve cTaHgapTa

n/n
1 [vpektnsa 93/42/EEC  MeguumHckme npubopsl, yCTpoiicTea, 060pyA0BaHMe

WN3penvs meguumHckne. CUCTEMbI YrpaBieHNs
KauecTBOM. TpeboBaHMs K PerysimpoBaHuio

N3penvs meauumHckve. MprMeHeHe MeHedKMeHTa
pUcKa K MeAVLIMHCKAM U3AeNnsam

2, ISO 13485:2016

3. EN ISO 14971:2012

nmeeT mapkunposky CE. CornacHo AvpekTuse, 060pyL0BaH/e KNacCUMPULMPOBAHO Kak
MeauUMHCKoe u3genne Knacea |.

31. Peknamaums

Mo BoMpocaM, KacatoLMMCa KauecTBa MeAMLMHCKONO M3aenns, Ha Tepputopun PP
06paLlaTbesi B KOMMaHMWIO
OBWECTBO C OMPAHWNUYEHHOW OTBETCTBEHHOCTbLIO «/1OVIEP MELNKAJT» (OO0

«JTOVIEP MEAVKAI»)
121357, Poccusa, Mocksa, yn. Bepeiickas a.29 ctpoeHune 134
Ten./(pakc +7 495 725 06 95
11
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e-mail: russia@lojer.com
www . lojer-medical.ru
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vnta Bbino/Hen NEPEBOAYMKOM KoTnaposbiM AHTOHOM ropesryem.

Poccwuiickan depaepauns
opog MockBa
OfvHHaguaToro anpens Ase ThicAYN ABajUaTb TPETLENO roga
A Kopcuk Brnagnmmp KoHCTaHTUHOBMY, HOTapuyc ropoga Mocksbl, CB
nognucy nepesoavywW pl ™" @ LU AT oHa Mropesnya.
Mopnucek
NnunocTb no™uopsyitbro gold>TeufpwHosnexa.

3aperucTpuposana
YnnayeHo 3(*oBepb1{ 'L T pT bH<S0 pelicTBusA: 400 py6. 00 KON

*bJl
Bcero npoLLHypoBaHo, NPOHYMepoBaHO
W CKPErnieHo neyaTbio cT(a)(os)

HoTapuyc
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User Manual

Medical cart, Modification 285
for transportation/delivery of medical devices, medicines,
equipment, tools, medical dressing within the department or
hospital
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INTRODUCTION
WARNING! For safety, when using the Medical Cart, Modification 285 for
transportation/delivery of medical devices, medicines, equipment, tools, medical dressing within

the department or hospital (hereinafter referred to as cart/device) for the intended purpose, all
users shall carefully study this User Manual before using the device.

1. Developer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info(@lojer.com

2. Manufacturer .
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info(@lojer.com

3. Address of the production site of the medical device
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland

4. Authorized representative of Lojer Oy in the Russian Federation
Limited Liability Company Lojer Medical (LLC Lojer Medical)
29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95
russia(@Iojer.com

5. Purpose of the Medical Device

Medical Cart, Modification 285 is intended for transportation/delivery of medical devices,
medicines, equipment, tools, medical dressing within the department or hospital.
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6. Scope

The medical device is used in professional healthcare facilities such as clinics or hospitals.

7. Potential user

This medical device can be used only by medical personnel in hospitals, clinics and medical and
preventive treatment facilities.

8. Indications for use
Intended lor transportation/delivery of medical devices, medicines, equipment, tools, medical

dressing within the department or hospital.
9. Counter indications

Contra indications that apply directly to these devices are currently unknown.

10. Possible side effects and adverse events when using MD
No side effects identified.

11. Classification of medical device
The cart refers to Class 1 devices in accordance with Directive 93/42/EEC (MDD) and has CE
mark based on this classification.
12. Type of contact with the human body
The device has no contact with the patient, there are no working parts.
Carrying handle - short-term surface skin contact (less than 24 hours).
13. Risks of using the medical device
The detailed information is provided in the risk management files for the medical device.

14. Description of design of the medical device, the principle of its operation.

Medical Cart, Modification 285, has a rigid welded solid trame. The cart is able to move on
wheels inside the clinic buildings under the action of human muscular effort.

15. Medical device performance and functionality:

Name of MP  Description and functionality of MI)  Photographic image Mass, Overall
kg. dimensio
ns, mm.
Error:
+/-5%  Error:
+/- 5%
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Medical Cart, | The cart is a frame structure made 14.6 800x550
Modification | of stainless steel. x940 mm

285 The cart is two-tiered, stainless

steel pallets are rigidly fixed on
each tier. Pallets have raised edges
to prevent items from falling out.

For easy movement, the cart is
equipped with a carrying handle.

The cart maneuvering capability is
ensured by large wheels that rotate
by 360 degrees independently of
each other.

Two wheels are equipped with
brakes.

The cart is intended for
transportation/delivery of medical
devices, medicines, equipment, s
tools, medical dressings within the
department or hospital.

Model Dimensions of the structural elements (mm) Wheels
(mm)
+/- 5%
285

The medical cart for transportation/delivery of medical devices, | @ 120 mm,
medicines, equipment, tools, medical dressings within the department | 4 pcs.
or hospital.

The cart design is based on large wheels (@ 120 mm), that provide
soft travel.

The dimensions of the cart structural elements (in mm) are shown in
the diagram below:

! 550 } 4 _.__.800_ __ -

——

850
940

The cart withstands a nominal load of 50 kg.
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The force required to move the cart on a hard flat surface is 65 N.

The cart DOES NOT CONTAIN non-ferrous, precious metals and their alloys.

16. List and description of medical device materials used to manufacture the carts:

Materials used to manufacture the cart, modification 285:

Material Coating Brand, manufacturer
Chrome-plated steel Frame structure Panel, steel grade AISI304,
including a carrying 1,0 mm 4N
handle. Tube 25x25x1,5 mm, steel
Pallets grade AISI304
Tibnor, Estonia, steel grade
AlSI304
ABS+polymethyl Wheel covering Manner, Finland
methacrylate (Tango) D=125 mm

17. Information on materials of animal/human origin being part of MD

This medical device does not contain materials of animal origin.
This medical device does not contain materials of human origin.

18. Information on medicinal agents being part of MD

This medical device does not contain medicinal agents or pharmaceutical substances.

19. Requirements for rooms where the medical device is supposed to be installed
(assembled).

I'he room in which the medical device is planned to be used shall have a flat floor surface.
20. Disinfection and cleaning.

In case of violation of the disinfection rules, claims to the device appearance are
NOT ACCEPTED by the manufacturer.

The application of mechanical (abrasive) cleaning methods is not allowed. The
use of solvents (nitrosolvents or acetone) is NOT ALLOWED.

A

Use general purpose weakly alkaline detergents (soapy water or foam) for cleaning.

Disinfectants with a detergent action, such as: Peroximed, neutral anolytes, Lisetol AF,
Septodor-Forte, Virkon are also can be used for cleaning.

Disinfection should be carried out by wiping exposed surfaces with a squeezed wipe moistened
with a disinfectant solution.
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After treating the device with disinfectants, be sure to wipe the device surface using clean water,
and then remove all residual liquid with a dry cloth.

For disinfection of devices, disinfectants of domestic and foreign production from the following
main chemical groups of compounds; cationic surface-active agent (SAA), oxidizing agents,
chlorine-containing agents, agents based on hydrogen peroxide, alcohols, aldehydes are allowed
to be used.

During disinfection it is NOT ALLOWED:

- to use solutions which concentration exceeds the value specified in the user manunal,

- to exceed the recommended exposure time of the disinfectant solution on treated surfaces.

21. SerAlice life
The service life of the medical device is 10 years.

22. Storage, operation and transportation conditions
Storage conditions:
The cart shall be kept indoors.

The storage temperature is between -10 °C and+50 °C
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar

The cart shall be kept indoors. The storage conditions shall comply with "2(C)" defined in
GOST 15150-69. Room air should not contain impurities that cause corrosion.

Operation conditions:

- The operation temperature is between +10 °C and +40 °C
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar

Transportation conditions:
The carts shall be transported in closed vehicles of all types in accordance with the
transportation rules applicable to this type of transport.

The transportation temperature is between -10 °C and +50 °C
I The relative air humidity is between 20 and 90%

cart shall be transported in closed vehicles of any kind, in accordance with the shipping rules
in force for these modes of transport. Transportation conditions shall meet the storage conditions
"5" (OZH4) defined in GOST 15150-69.

23. Infromation on package (list and description)

The cart is delivered in the assembled condition.
The cart is packed in a master carton.
The carton is mounted on a wooden pallet.

General view of the package
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Packing material - wooden pallet, cardboard.

Package size 810x560x950 mm (+5%)
Packed weight 16.6 kg (5%)

24. Definition of symbols used in labeling of the medical device:

Symbols used on the devices

The device satisfies the main requirements of EU Directive
C€ 93/42/EEC (Medical devices)
m Read the relevant instructions
]1 Caution, fragile
| | This side up (mark on package)
1Pl
t Keep dry’
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Temperature limitation during transportation and storage

P 1Manufacturer
SN Serial number
# Hardware version/model
MD Medical device

Indoor use only.

Label indicating storage conditions:

rr 3

- Lojer Oy logo;

- information on the official manufacturer and manufacturer address;
- CE symbol (compliance of the device with European regulations);
- temperature limitation symbol;

- symbol "Keep dry";

- symbol "Caution, fragile"

- symbol "This side up (mark on the package)"

- symbol "Temperature limitation during transportation and storage"

Information on marking
The cart has the following type of marking plate:
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- model

- serial number

- part number

- Lojer Oy logo

- information on the official manufacturer and manutacturer address
- date of manufacture

- symbol «Use indoors only»

- symbol «Caution! Refer to the user manual»

- symbol CE (compliance of the device with European regulations)
- symbol «Read the user manual»

Sample of Russian-language marking
Tenexka MEAQNUMNHCKaA B BapuaHTax UCMONHEHUA:

Tenexka MeguunMHcKas Mogudumkaumm 285 s TPAHCMOPTUPOBKW/MOCTABKA  MEAULMHCKUX  U3AeNMiA,
NeKapCTBEHHbIX CpeacTB, 060PY/AO0BaHWSA, MHCTPYMEHTOB, MEPEeBS30YHbIX MaTepuanoB B npeaenax otaena win
GONbHULBI B COCTaBE:

- IHCTpYKUmMs no akcnayaraumm - | .

- Koneca - 4 .
PY Ne oT

Cpok cnyx6bl - 10 net

Lojer Oy (Jloiiep Oi)
Putajantie 42, 38210 Sastamala, Finland, ®uHnaHAWA

CrtpaHa npoucxoxpaeHus: Finland (PuHnaHanA)

YNONHOMOYEHHbI npeacTaBuTens B Poccun: OO0 «Jloiiep Meaukan», 121357, Poccusi, Mockea, Yi.
Bepelickas, f.29, cTpoeHue 134, Ten./dakc +7 495 269 06 95 email: rLissia@lojer.com

25. Maintenance and repair of the medical device

The cart has a simple, reliable design and does not require special maintenance. Periodic
inspection includes: inspection and, if necessary, check and adjustment of threaded connections.
If threaded connections are loose, they shall be tightened. Periodically, at least once a month,
check reliability of the wheels. If necessary, tighten the fasteners.
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26. Warrant} obligations
Warranty period of operation of the cart is 12 months from the date of commissioning. Warranty
period of storage is 24 months from the date of manufacture.

27. Delivery set

The cart is provided pre-assembled.

Item Name Qt, pcs.
1 The medical cart, modification 285 1
2 User manual 1
3 Wheels 4

28. Procedure for disposal and destruction of the medical device

The cart does not contain environmentally harmful conponents.

Disposal of the cart components is carried out only by specialized industrial
waste processing organizations.

Waste disposal shall be carried out in accordance with the requirements of SanPiN
2.1.3684-21 “Sanitary and epidemiological requirements for maintenance of territories of urban
and rural settlements, for water bodies, drinking water and drinking water supply for the
population, atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and implementation of sanitary and anti-epidemic (preventive) measures”.

29. Environmental requirements
This medical device during use, transportation and storage has no negative impact on humans
and the environment.

30. List of national and international regulatory documents/standards that the Medical
device complies with.

GOST R 50444-2020 Medical devices, apparatus and equipment. General specifications

GOST R 51084-2021 Carts for transporting patients and goods. General specifications

GOST R ISO 15223-1-2020 Medical devices. Symbols used for marking on medical devices,
labels and accompanying documentation.

Item Designation Title of standard

1 Directive 93/42/EEC Medical devices, facilities, equipment

Medical devices. Quality management systems.
Regulatory Requirements

Medical devices. Application of risk management to
medical devices

2. ISO 13485:2016

3. ENISO 14971:2012

10
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The device meets the main requirements of Directive 93/42/EEC (MPD). The device is CE

marked. According to the Directive, the equipment is classified as a Class | medical device.

31. Claim letter

On the issues regarding the quality of a medical device in the territory of the Russian
Federation, contact the company
LIMITED LIABILITY COMPANY LOJER MEDICAL (LLC LO.IER MEDICAL)

29, Vereyskaya Str,, bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95

e-mail: russia@loJer.com

www.loJer-medical.ru
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MepeBOf C aHFINIACKOTO U (DMHCKOTO S13bIKOB HA PYCCKMiA A3bIK

«YTBEP>XOAKO»

YnpaenstoLmi

AHTTM Bunne Tyomac JlaliHe
noanncb

20 aHBapsa 2023 .

/neyatb: «Jloiiep Oii»
CacTtamana, ®UHNAHANSA
[ns yxoaa, NpocToro B o6patyeHum/

NHCTPYKUNA N0 IKCTITYATALNN
Tenexka MeAMLMHCKas B BapuaHTax UCNONNeNns

Tenexkka meguumMHcKaa mogupmkaummn 285
HanmeHoBaHue MeANLMHCKOro nsagenusa

/wramn: HacTosWmMM CBWAETENbCTBYHO HA OCHOBaHWWM CBefleHWn M3 ToproBoro PeecTpa
PUHNAHAUKW, YTO AHTTU Buine Tyomac JlaitHe WMeeT nNpaBo eAWHONYHO/ COBMECTHO
npeacTaBnsaTb MHTepechl «Jloiiep On» (Lojer Oy) n uto OH/ ew/ oHM nognucan(-a, -u) 3TOT
LLOKYMEHT JINYHO.

r. Tamnepe, ®UHNAHANA 27.01.2023 T.

B cuny cBoMX JO/MKHOCTHBIX MO/THOMOYWIA:

MowymHa: 20 EBpo/

Mognuck

/wramn: EHHA MOKWHEH
Crapwuii cneymnanuct. Hotapuyc/

/repboBas neyatb: N'epd PUHAAHANMM
ATeHTCTBO LM(POBbIX U AeMOrpatnmyecKmx AaHHbIX/
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/IHCTPYKUMA MO SKCIVTyaTauyn

Tenexka MegunuuMHcKada moagumgpumkaynm 285
AN TPAHCNOPTUPOBKU/NOCTAaBKN MEAULMHCKUX U3LENURA,
NNeKapCTBeHHbIX CPeAcTB, 060pyAOBaHUSA, MHCTPYMEHTOB,
NepeBA30YHbIX MaTepuanos B npejenax otaesna Uam 60NbHULbI
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BBEEHVIE

BHVMAHWE! [ins 6e30MacHOCT MPU UCMO/b30BaHUM TeNEXKN MeAULMHCKOW MoandrKauuii
285 ona rpaHCcnopTUPOBKM/MOCTaBKN MEANLMHCKUX U3LENNIA, NeKAPCTBEHHbIX CPEACTB

MepeBA30YHbIX MaTepuasioB B Npegesax otaena uiv 60nbHULbI

(manee Mo TeKCTy  Tenexkkal U3genne) no HasHauYeHUIo BCe MOJb30BaTeNN LOMKHbI
HacToAWY VIHCTPYKUMIO MO aKCnayaTauum A0 Havasa 1cnosib30BaHus

1 Pa3paboTumk
Lojer Oy (Jloitep OI)
Putajantie 42, 38210 Sastamala, Finland (MyTtasHTue 42, 38210 Cactamana, PUHNAHANA)
Ten.:+358 (0) 10 830 6700
®dakc; +358 (0) 10 830 6702
inlo@lojer.com
2 ["MponsBoauTe/b
Lojer Oy (Jloviep OI)
Putajanlie 42, 38210 Sastamala, Finland (MyTtasHTue 42, 38210 Cactama’3a, PUHNAHANSA)
Ten.; +358 (0) 10 830 6700
dakc: +358 (0) 10 830 6702
info@lojer.com
3. Anpec mecta MpOU3BOAC3Ba MEANLMHCKOIO U3aenus
Lojer Oy (Jloiep OI)
Putajanlie 42, 38210 Sastamala. Finland (MyTtasHTue 42, 38210 Cactamana, PUHNAHANA)
4. ' YNonHomMouYeHHbI npeactasuTesb Lojer Oy Ha Tepputopuin PO
OOLLECTBO C OrpaHMYeHHON 0TBETCTBEHHOCTBLIO «Jloiep Meankan» (OO0 «Jloviep Meankan»)
121357, Poccus, MockBa, yn. Bepeiickas, 4.29, cTpoeHue 134
Ten./tpakc +7 495 269 06 95

russia@lojer.com
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5. HazHaueHve MegyumHcKkoro 1/Baenma

Icnexka mMeauuMHCKas Moaudvkaumm 285 npeAHasHadeHa Ans TPaHCMOPTUMPOBKU/MOCTABKM
MEAVLMHCKAX — M3OENMWIA.  NEKApPCTBEHHbIX  CPEACTB,  OGOPYAOBaHWS,  WHCTPYMEHTOB,
MepeBsA30YHbIX MaTepuanoB B Npeaenax oTAena U G6oNMbHILbI.

6. ObracTb MpUVeHeHNs

MeauLyHCKoe u3fgenne NpUMEHSIETCs B NPOECCUMOHAbHBIX  MEAVLMHCKUX  YUPEXAEHUSIX,
HanpyMep, B KMHMKAX WK 60MbHULAX.

7. TloTeHUMabHbIA Mo/b30BaTE b

[aHHOe MeAWLMHCKOe Wu3fenne MOXET OblTb  MCMOMb30BAHO TOMbKO  MELULMHCKAM
MepcoHasIoM B YCNOBUSAX 60/bHULL, KIMHUK 1 JTTTY.

8 TokaszaHVA K NPUMEHEHNIO
MokaszaHO Ans TPaHCMNOPTMPOBKU/MOCTaBKN MEeAUUMHCKUX W3AENNIA, NEKapCTBEHHbIX CPeAcTs,
060pyaoBaHNsA, MHCTPYMEHTOB, NEPEBA30YHbLIX MaTeprasnoB B Npeaenax oTaena uan 60bHNLbI.

9. TpoTvBOMNoKasaHNA

11poTrBONOKasaHNsA, KOTOpble OTHOCATCA HEMoCpeACTBEHHO K AaHHLIM U3JeNNAM, B HaCTOsLLee
BpeMA HEN3BECTHbI.

10. Bo3mMoXHble MOBOYHbE S(hiBKTbI M HEXXENaTENbHbE ABIEHNA MNP NMPUMEHEHN

Mo604HbIX 3(h(heKTOB He BbIAB/IEHO.

11. Knaccuukammns MefULUNHCKOro nU3aenums
Tenexka OTHOCUTCS K U3emaM Knacca 1B cooTBeTCTBUM ¢ AupekTuson 93/42 / EEC (MDD) n
“MeeT Mapknposky CE Ha OCHOBaHWUW [JAHHOW KiaccuuKaLuu.

12. B KOHTaKra ¢ opraH/3voM Ye/ioBeKka
W3penve He KOHTaKTUPYET € NauueHToM, paboyme YacTu OTCYTCTBYHOT.

P\Kosirka AN NepeBO3KMN - NMOBEPXHOCTHBI KPaTKOBPEMEHHbIN (MeHee 24 Y) KOHTaKT C KOXEN.

13, Pyckn NpHMVEVEMNS MEAVILIVHCKOTO M3LEe/ A

MoapoGHas MH(opMaums npuBeaeHa B (alinax MeHeMKMeHTa pucka Mo MeAMLMHCKOMY
V3aenuio.

14. OnmcaHre KOHCTPYKLM MEAVLIMHCKOIO M3AE/ S, PUHLIMN €ro JEACTBYS.
lenexkka MeauUMHCKas moandmkauum 285 MMeeT XECTKUA CBapHOI Hepa3bopHbI KapKac.

[eneXka cnoco6Ha nepeaBMraThCst Ha KoMecax BHYTPU KOPMYCOB KIMHUKW Nog AeiCTBUEM
MYCKY/IbHOFO YCU/S Ye/0BEKaA.
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15, TexHNYeCKVe XapaKTepCTUKA MEOVLWIHCKOIO M3AeNS, ero (lyHKLUYIOHa IbHOe
HazHaueHVe:

HanmeHoBaH OnucaHne W GyHKUMOHanbHoe doTorpaduueckoe nsobpaxeHme Macca, [abaput

He MIN Ha3HayeHne MW Kr. Hble
pasmepsl,
Morpe MM,
LLIHOCTb
:+/-5% Morpewn
OCTb: +/-
5%
Tenexka Tenexxka  npeactaBnseT  co6oi 14,6 800x550
MeJULMHCKaa KapKacHYHo KOHCTPYKLMIO, X940 Mm
MOAM(MKALM  BbIMNOHEHHYIO U3  HEPXKaBEHOLLEN
n 285 CTa/IN.

Tenexka AByXspyCHas, Ha KaXaom
spyce YECTKO 3aKpern/ieHbl
MOAHOCHI U3 HEpPXXaBetoLLen CTau.
MoAHOCHI  MMEKT  MPUMNOAHATbIE
Kpasi, npegoTBpaLLatoLLme
BblllageHve Npeame ros.

Ona  ypobctBa  nepemMeLLeHus
TeneXxka CHabXeHa PYKOATKOW [/ia
MepeBO3KM.

MaHeBpeHHOCTb TENEXKN
obecrneumBatoT KpyrHble KOseca,
He3aBMCUMO  Apyr  OT  jpyra
Bpalaroymecs Ha 360 rpagycos.

[lBa Koneca CHaGXXeHbl TOPMO3amMm.

Tenexka  npefHasHayeHa  Ang
TPaHCNOPTMPOBKU/MOCTaBKN

MEANLIMHCKIX U3enuii,
NEeKapCTBEHHbIX CpefcTs,
060pya0BaHMs, VHCTPYMEHTOB,

MepeBs30YHbIX  MaTepuanoB B
npeaenax oTAena U 60/bHNLLbI.

Mogenb Pa3vepbl! 3/1eMEHTOB KOHCTRYKLUMN (MIvi) Koreca (Mv)
+- 5%

Tenexka MeAnLMHCKas ans TpaHcnopTupoBku/noctaskn 0 120 mm,
MeAVLMHCKNX U3L4eNNIA, NeKapCTBEHHbIX CPeAcTB, 060pyaoBaHus, 4 LUT.
WNHCTPYMEHTOB, MepeBA30YHbIX MaTepuasioB B Mpegenax oTAena wim

60/bHNLLbI.

285

KOHCTpYyKUMA Tenexkn 6asmpyetcs Ha KpynHbix konecax (0 120
MM), 06ecreymBaroLLMX NAaBHOCTb XOAa.
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Pa3Mepbl 3/1EMEHTOB KOHCTPYKLMMU TeNeXxKkn (B MM) NpuBeAeHbl Ha
CXEME HUXKE:

550 4 800 -

850

—OI
N
T

Tenexxka BblAePXKMBaeT HOMUHa/bHYHO Harpy3Ky 50 Kr.
Ycunue, Heo6XoaMMoe Ans NepemMeLLEHUs TeNEXKN Mo TBep/olA NNOCKO NoBepxXHOCTU: 65 H.

MeneXka LIBETHbIX, AparoleHHbIX MeTanos 1 ux cnnasos HE COOEPKIT.

16. TepeyeHb M OMHeaHVie MaTepUiayioB MEAMLMHEKOrO W3AENA, VENonb3yembIX [/1a
V3rOTOB/IEHNS TESIEHEK:

Matepuanbl, UCMO/b3ye.Mble 1S U3rOTOBNEHNS TENEXKM MoaUdUKaLun 285:

Martepuan I KKpbITHE Mapka, npon3BoauTesb
XpomMurpoBaHHas CTaslb PamHas [MaHens, MapkKa CTa/in
KOHCTPYKLMS, AISI304, 1,0 mm 4N

BK/OUas  PyKOSITKY

Tpyb6a 25x25x1,5 mm.
AN NEepPeBO3KM.

Mapku ctanm AlSI304

Moakocs! Tibnor,  3cToHua,  mapka
ctanm AlSI304

ABC+HonumeTnnmetakpunatr  OO6LUMBKa Koec Manner ®UHNAHANA
(Tango) P=125 mm

17.  CBeaeHVs 0 MaTepurasiax YXMBOrHO! 0/UerioBeHEeKOro NPOVCXOXKAEHMA, BXOALLYIX B
coeraB M/

B 1aHHOM MeAULMHCKOM U3AENNE HE UCMO/b3YHOTCH MaTepuasibl XXKMBOTHOFO MPOVCXOXKAEHUS.
B JaHHOM MEAMLIMHCKOM U3A€en1e He UCMOb3yTC MaTepuasbl Yen0BEYECKOro
MPOVICXOXKAEHNS.

18, CBeneHMA 0 /1eKapCTBEHHbIX CPEACTBaX, BXOAALLYX B cocTaB M/

B AaHHOM MeAMUMHCKOM M3Aenvie He UCNOMb3YHTCSA NEeKapCTBEHHbIE CPeACTBa WiN
(hapMaLeBTUYECKMe CyOCTaHLMK.
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19. Tpe6oBaHMS K MOMELLEHUSIM, B KOTOPbIX MNpeanosiaraetcs ycTaHoBKa (MOHTaX)
MeVNLIMHCKOr0 U3aenus.

MomellleHVe, B KOTOPOM MIaHUPYETCA MCMONb30BaHWE LO/MKHO UMETb POBHYHO Hamo/bHYH
NOBEPXHOCTD.

20. [e3nH(eKUMa 1 04MCTKa.

Mpn HapyLeHn NpaBu Ae3NHMEKLNM NPETEH3UM K BHELLHEMY BUAY U3LeNuns
A npounssogutenem HE NMPUHMMALIKOTCA.

MprMeHeHe MexaHN4YecKuX (abpasnBHbIX) METOLOB OYMCTKW He JOMYyCKaeTCs.
MNpuMeHeHWe pacTBOpuUTene (MATpopacTBopuUTeNnen wnn auetoHa) HE
A OOMYCKAETCHA.

[Jla ouncTkM cnepyeT MPUMEHATL CNAa0OLLENOYHbIE YMCTALLME CPeAcTBa OOLLEro HasHaveHus
(MbITbHast Bofa WM neHa). [ OYACTKM TakKKe BO3MOXHO MPUMEHeHWe Ae3VHPULMPYHOLWNX
CPeACTB C MOKLLMM [eACTBMEM, TakMX Kak: [epokcuMmes, HemTpasibHbIX aHOMUTOB, JIM3eTON
A®, CeHTOa0p-POpTE, BMPKOH.

[e3vHpekumo cnegyeT NpPov3BOAUTb NPOTUPAHMEM OTKPbITbIX MOBEPXHOCTEN CMOYEHHOM
AEe3UHDULMPYHOLLMM PacTBOPOM OTXKaTol CangieTKOMN.

1locne 06pabOTKM  U3LeNnd  Le3MHPUUMPYIOLWMMK  pacTBopaMu 0065A3aTe/lbHO MPOTepeThb
MOBEPXHOCTb W3Me/INA C WCMO/Mb30BaHWMEM YWUCTOM BOAbl, & 3aTeM YAaMTb BCe OCTaTKu
YXMAKOCTU CyXoW canteTKoi.

Ona  [e3sMH(eKUMn M3aennin - paspelleHbl K MPUMEHEHUIO  Ae3VH(UUMpYoWmne cpeacTea
OTEYECTBEHHOIO N 3apy6eXXHOro MpPOM3BOACTBA W3 CEAYHOLWMX OCHOBHbIX XMMWUYECKUX Tpynmn
COEAVHEHWA:  KaTUOHHBLIX  MOBEPXHOCTHO-akTMBHbIX  Bewwects  (MAB),  okucnauTenei,
X/I0pPCOfepXKaLlmx CpeacTB, CPeACTB Ha OCHOBE Mepekncy BOAOPOAA, CNUPTOB, a/lbAerioB.

Mpwn nposefeHnn fesnHgpekunn HE JOMYCKAETCA:

- MPU.MEHATb PAcTBOPbI, KOHLEHTPaLUUA KOTOPbIX MPEeBbILIAET BE/IMYMHY, YCTAHOB/IEHHYIO B
WHCTPYKLMW MO NPUMEHEHWIO;

- MpeBblaTb pPEKOMeHAYeMOe BpeMs  BblAEPXKKM  Ae3MH(MUMPYIOWEro pacTeopa Ha
obpabaTblBaeMbIX MNOBEPXHOCTAX.

21. CpokK cyX0bl
Cpok cny>6bl MeguLUMHCKOro u3genuns coctasnset 10 fieT.

22. ' YCNoBus XpaHeHMs1, aKCnyaTaummn 1 TpaHCMopTUpPoBaHUS

Ycnosust XpaHeHus:
Tenexxka Ao/MKHA XPaHUTLCA B 3aKPbITOM MOMELLEHUN.

TemnepaTypa xpaHeHus ot -10 °C go +50 °C
OTHocuTenbHaa BnaxkHocTb 20 % ... 90 %
[asneHune okpyxatoLein cpegbl 800 ... 1060 mbap

eneXkka [O/MKHA XPaHUTLCA B 3aKPbITOM MOMELLEHUN. YCOBUA XPaHeHWUs [LO/KHbI
cootBeTcTBOBaTh «2(C)» no MOCT 15150-69. Bo3agyx nomelleHWs He AO/MKEH CoAepXaTb
NPYMECEN, BbI3bIBAKOLLMX KOPPO3ULO.
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Ycnosusa akcnayataumu:
I- Temnepatypa akcnnyatauum ot +10 °C go +40 °C
OTHocuTenbHaa BnaxxHocTb 20 % ... 90 %
[asneHne okpyxatouleii cpeabl 800 ... 1060 mbap

YcnoBus TpaHCMOPTUPOBAHUS:
Tenexkn cnefyeT TPaHCMOPTUPOBaTb B KPbITbIX TPAHCMOPTHbLIX CPeACTBax BCEX BWUAOB B
COOTBETCTBUM C MpaBu/IamMn MepeBo3oK, AeNCTBYOLMMIM Ha TPaHCNOPTe AaHHOIO BUAA.

/ Temnepatypa npu TpaHcnopTuposaHun ot -10 °C go +50 °C
OTHOocUTeNbHaa BNaXkHocTb Bo3ayxa 20 o 90%

r OpPTMPOBane TENEXKN AO/MKHO OCYLLECTBAATLCSA B 3aKPbITbIX TPAHCMOPTHLIX CPEACTBAX
noboro Buaa, B COOTBETCTBMM C MpaBWiamMn MepeBO3KM rPy30B, AENCTBYOLWMX ANS STUX BULOB
TpaHCMopTa. YCNoBUS TPAHCMOPTUPOBAHUSA [OMKHbLI COOTBETCTBOBATL YC/I0BUAM XpaHEHUs «5»
(OYK4) no FOCT 15150-69.

23. CsefieHMs 06 ynakoBKe (cocTaB M onvcaHue)

Tenexka NocTaB/seTcs B CO6paHHOM BHLE.
| eneXkka yrnakoBbIBaeTCS B KaP30HHbI KOpo6.

Kopo6 yc3anaBnveacTcs na epeBsHHYI0 Nanety.

O6LMiA BUA, YNaKOBKY
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Matepuan ynak'onku —aepeBsiHHbI NOALOH, KapTOH.

Pa3mepbl ynakoBKu 810x560x950 mMm (£5%)
Bec B ynakoBke 16,6 Kr (£5%)

24. PaclumgpoBKa CUMBO/IOB, NMPUMEHSIEMbIX NMPU MapKMPOBaHUN MeAVLUHCKONO
N3aenmns:

CuMBO/bI, ncnosib3yemMmble Ha n3genmnax

C€ N3penve COOTBETCTBYET OCHOBHbIM TpeboBaHNAM
OvpekTtusbl 93/42/EEC EBpocotosa (MeanuuHCKme n3genms)

T MpouTUTE COOTBErCTBYHIOLLIME MHCTPYKLUUN

? OCTOpPOXXHO, XpynKoe J

n 3TOI CTOPOHOIM BBEPX (OTMETKA Ha YNaKOBKe)

[sLi e

OrpaHuyeHve TemnepaTypbl MNpY  TPaHCMOPTUPOBKE U
XpaHeHnM

I Bepeub oT Bnaru

N3roToBuTtenb
SN CepuiiHbllii HOMep
# BapuaHT ucnonHeHuns/mMogenb
MD MepauunHcKoe usgenve

icnonb3oBaHMe TOMbKO BHYTPU MOMELLEHNS.
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MapKunpoBKa C yKa3aHWeM YCNOBUIA XpaHEHUS:

Relative air humidity 20%40 90 %
Air pressure 800 hPa to 1060 hPa'

AN L G \] E R CuXalantiAO
mﬂlﬂ) W ftamato C€

SO I S
=N

norotvn KomnaHuu Lojer Oy;

MHopmaums 06 ouLManbHOM NPOU3BOAUTESNE Y ero aapec;

cumBon CE (cooTBeTcrave NpoayKTa eBPONENCKUM pernameHTam);
CUMBOJ OrpaHNYeHne TeMnepartypsbl;

CUMBON «XPaHWUTb B CyXOM MecTe»;

cumBon «OCTOPOXKHO, XPYnKoe»

CUMBON «3DTOW CTOPOHOI BBEPX (OTMETKA Ha YMaKOBKE)»

cumBoN «OrpaHnyeHvie TeMneparypbl MpU TPAHCMOPTUPOBKE U XPaHEHUN»

CBefieHUs 0 MapKUPOBKe
bl Tenexke npegycmMoTpeHa MapKMPOBOYHas TabiIMUKa CreaytoLLero Buaa:

MALLIPACTOAEOLSEHLTHO

LGJER @ = fAkwn K

CI' Medical néliey 285 " IL:
m ®LOLA202324010024".

- MOAeNb
- CEpPUIHBIA HOMEP

- HOMep Mo Katanory

- noroTun KomnaHun Lojer Oy

- MH(hopmaums 06 ouLmManbHOM NPOM3BOAMTENE W ero agpec

- [laTa U3roToB/IeHUA

- CUMBO/T «lICM0/Ib30BaHNE TOMIbKO BHYTPY MOMELLEHMS»

- cMMBO/T «BHUMaHKe! O6paTUTECh K MHCTPYKLMK MO NMPUMEHEHMHO»

- cumBon CE (COOTBETCTBME MPO/YKTa eBPOMECKMM pernameHTam)
- CMBON «[TpoYUTAITE MHCTPYKLMIO MO 3KCNyaTauum»
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Oo6pasel pycCKOSA3bIYHON MapKMUpPOBKM
Tenexka MeAMLMHCKas B BapuaHTax MCNONMenus;
Tenexxka MefuMUMHCKas Mogudukaumm 285 ans TPaHCMOPTMPOBKU/MOCTaBKU  MEAMLIMHCKMX  U3LenuiA,

NeKapCTBEHHbIX CPeACTB, 060PYAOBaHWS, UHCTPYMEHTOB, MEPEBS30YHbIX MAaTepuasioB B Mpefenax OTAena Wi
GONbHMLBI B COCTABE:

- VIHCTpyKUMs Mo akcnayaTaumm - 1 um.

- Koneca - 4 u.
PY No oT

Cpok cnyx6bl - 10 net

iJ Lojer Oy (JToliep Oi1)
Putajantie 42, 38210 Saslamala, Finland, ®uHnaHamA

CrpaHa npoucxoxgeHus; Finland (®uHNaHANA)

YNONHOMOYEHHbI npeacTaBuTens B Poccum: OO0 «Jloiiep Megukan», 121357, Poccus, Mockea, Y.
Bepeiickas, A.29, ctpoeHune 134, Ten./dakc +7 495 269 06 95 email: russia@ lojer.com

25. TexHU4ecKoe 06CNyXXMBaHWE Y PEMOHT MeAULIMHCKOrO U3fenns

leneXxka WMeeT MPOCTYH, HAAeXHYH KOHCTPYKUMIO U He TpebyloT cneuuasibHoro
TEXHWYECKOTO 00CNYXMBaHWS. [1epuoanMyYecknini oCMOTP BK/IHOYaeT B CeBS: OCMOTP U Mpu
HeoOX0AMMOCT MpPOBEPKAa W PErynupoBKa pe3b00BbIX COeAVHEHW. B cnyuvae ocnabneHus
Pe3bO0BbIX COeANHEHNIA HEOOX0AMMO KX 3aTsHYThb. [Mepruoanyeckm, He pexke 1-ro pasa B Mecsi,

MPOBEPATb  HALEXHOCTb  KpenseHnst konec. [pu  HeoGX0AMMOCTM  MPOM3BOANTL  3aTSHKKY
Kpenexa.

26. MapaT uiHble 0653aTeNbCTBA
| apaHTUIAHBIA CPOK 3KCMyaTaumm Tenexkn 12 MecAueB €O AHA BBOAa B 3KCMyaTauumio.
"apaHTWIHLIA CPOK XpaHeHWs 24 MecsiLa CO AHA U3rOTOBMEHUS.

27. KoMnNneKT rnoctaBkKu

[enexxka NocTaB/seTcs B COGPaHHOM BHLE.

Ne n/n  HavmeHoBaHue Kon-Bo,
LLIT.

1 Tenexxka meguuMHCcKas Moaudukaumm 285 1

2 WHCTpyKums No aKcnyaTaumm 1

3 Koneca 4

28. [MopAapok ocylec! BieHNA yTunmsaumum v ynny roxkeHus MemmnHUCKoro usgenms

Tenexxka Ve COAEPXUT  KOMMOHEHTOB, CO3JAlOMX  BpeAHble  ANS
OKpYyXXaroLen cpefibl hakTopbl.

10
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YTunusaumio KOMIMOHEHTOB 3E/1EXKKUN npon3BoaAaT TOJIbKO
creynann3npoBaHHble  opraHmsaumn 1o rlepepa60TKe MPOMbILUNEHHbIX
0TX040B.

YTnnunsaumo 0TX0[0B OCYLLECTBNATbL B COOTBETCTBUN C TpebosaHuaMu CaHlTnH
2.1.3684-21 «CaHMTapHO-3aN1AEMMONOrYecKme TpeboBaHNS K COAEPXXKaHNI0 TepPPUTOPUIA
FOPOACKMX W CENbCKMUX MOCENEeHNiA, K BOAHbIM 00beKTaM, MUTLEBOI BOAE U NMUTLEBOMY
BOLOCHAOXEHWNIO HaceneHus, aTMOChepHOMY BO3LYXY, MoYBaMm, XW/bIM MOMELLEHUAM,
aKcnyarauum npov3BOACTBEHHbIX, 0OLLECTBEHHBIX MOMELLEHWI, OpraHM3aumMmn 1 NpoBeaeHnto
CaHUTaPHO-NPOTUBO3ANUAEMUYECKUNX (MPOPUNAKTUYECKIX) MEPONPUATUN».

29. TpeboBaHUMs MO OXpaHe OKPY>KatoLLEen cpefbl
[aHHoe MeaMuUMHCKOe W3fenve nNpU  WUCMOMb30BaHWKM, TPaHCMOPTUPOBKE W XPaHEHUU He

0Ka3bIBaeT HEraTUBHOIO BO3AEMCTBUS Ha Ye/IOBEKA M OKPYXKatOLLYH Cpesy.

30. MepeyeHb HaLMOHa/IbHbIX " MEXaYHapPOAHbIX HOPMaTUBHBbIX

[OKYMEH roe/cTaHAaptoB, KOTOPbIM COOTBETCTBYET MeAMLMHCKOro U3a~ us.

FOCT P 50444-2020 «[punbopbl, annapatbl W o06o0pyfoBaHME MeAUUMHCKME. ObLume
TEXHUYECKME YCNOBUA»

I|OCT P 51084-2021 «Tenexku pAnd TPaHCNOPTMPOBaHUA MauueHToB U rpy3oB. OO6Lime
TEXHUYECKUNE YCNOBUSA»

MOCT P NCO 15223-1-2020 «W3penna  wmeguumHckue. CUMBObI, NPUMEHsieMble  MpuU
MapKUPOBaHMN Ha MeSULIMHCKNX U3LeNNAX, ITUKETKAX 1 B COMPOBOAMTE/NbHON fOKYMEHTaLMN,

No
n/ii
1 [OwpextviBa 93/42/EEC  MeguumHcKie Npu6opsl, YCTpoiieTea, 06opyaoBaHme
Vsnenns .MeauuvHekue. CUCTEMbI yripaB/eHus
Ka4ecTBOM. TPe6OBaHNs K Pery1poBaHiio

N3aenns meguumMHCKe. MprMeHeHe MeHeMKMeHTa
prCKa K MEAULIMHCKUM M3aeNnsm

O603Ha4eHve HasBaHwue cTaHgapTa

2. ISO 13485:2016

z EN ISO 14971:2012

nmeeT MapkmpoBky CE. CornacHo AupekTuse, 060py0BaH/e KnacCUpuLMpoBaHO Kak
mMeauunHckoe nsgenve Knacca I

31. Peknamauus

lNo Bonpocam, KacarLmmca KavyecTBa MeAUNUUCKOTro U3fenus, Ha Tepputopumn P®

obpalaTbCs B KOMMaHUIO
OBLECTBO C OrPAHNYEHHOW OTBETCTBEHHOCTbLIO «/TOVEP MEONKA» (OO0

«JIOVIEP MEOVIKAJT»)
121357, Poccwst, Mocksa, yn. Bepelickas 4.29 cTpoeHve 134
Ten./thakc +7 495 725 06 95

e-mail: russia@Igjer.com

WAW, Djer-medicalru
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Mepéea}uloreA TeKCTa BbIMOMHEH NEPEBOAYMKOM KOTNspoBbiM AHTOHOM Lropesnyem

Poccuiickan Pepepaums
"opoa Mocksa
OanHHaguaToro anpens Ase ThicAYM ABajuaTh TPeThero roga
A, Kopcuk Bnagumup KoHCTaHTUHOBUY, HOTapuyc ropoga Mocksbl, cBugeTenscw ~ ~ ogIMHHOCT b
nognucu nepesofumka, KorTnsaposa AHTOHa Mropesuya.
Moanuce cfe.yaHa B MOEM MPUCY TCTBUN.
JInyHOCTb NoAnvcasLLEero 4OKYMEHT YCTaHOB.MeHa.

3aperncTpuposal e Tpe M MALL2138-H/77-2023-Y7
YnuaueHo 3a ccTpuCeHngUllwpu ro geiictTsuma: 400 py6. 00 kon

. LLLLL,

Bcero npouwwyp”np, rtolrymepo%ealt.
1 ckpenneHo neyclUn” 1 pag nlUABAN M)

HoTapuyc

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



«YTBEPXOAHKD» | «KAPPROVE»

Ynpasnswowmin/ChiefExecutive Officer
Antti Ville Tuomas Laine
imu Bunne Tyomac J1aitHe

«20» aAHBapa 2023 T.
January 20", 2023

USER MANUAL
NHCTPYKUWMA MO SKCIJTYATALNN

Tenexxka MeguUMHCKaA B BapuaHTax UCMOSTHEHWUSA

Tenexka MeguMumMHcKas Mmogmpukaumum 290
Medical device name

| confirm tha* In accordance with Finland’s Trade Register,

has the rightskioBJ/1wBJ/Ibe right t&gether to representthe compeny

CcYy
and that he/shfrhas / they4*ave signed this document personally.

Tampere, Finland

Ex officio:

Fee F
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User Manual

Medical cart, Modification 290 for transportation/delivery of

packed medical devices, medicines, equipment, tools, medical

dressing or collection of solid linen within the department or
hospital
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INTRODUCTION

WARNING! For safety, when using the Medical Cart, Modification 290 for
transportation/delivery ot packed medical devices, medicines, equipment, tools, medical dressing
or collection of solid linen within the department or hospital (hereinafter referred to as
cart/device) for the intended purpose, all users shall carefully study this User Manual before
using the device.

1. Developer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@lojer.com

2. Manufacturer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +.358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@loJer.com

3. Address of the production site of the medical device
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland

4. Authorized representative of Lojer Oy in the Russian Federation
Limited Liability Company Lojer Medical (LLC Lojer Medical)
29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia

Phone/Fax +7 495 269 06 95

russia@lojer.com
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5. Purpose of the medical device
Medical Cart, Modification 290 is intended for transportation/delivery of packed medical
devices, medicines, equipment, tools, medical dressing or collection of solid linen within the
department or hospital.

6. Scope
The medical device is used in professional healthcare facilities such as clinics or hospitals.

7. Potential user
This medical device can be used only by medical personnel in hospitals, clinics and medical and
preventive treatment facilities.

8. Indications for use
Intended lor transportation/delivery of packed medical devices, medicines, equipment, tools,

medical dressing or collection of solid linen within the department or hospital.

9. Counter indications
Contra indications that apply directly to these devices are currently unknown.

10. Possible side effects and adverse events when using MD
No side effects identified.

11. Classification of medical device

The carl refers to Class 1 devices in accordance with Directive 93/42/EEC (MDD) and has CE
mark based on this classification.

12. Type of contact with the human body

The device has no contact with the patient, there are no working parts.
Short-term surface skin contact (less than 24 hours).

13. Risks of using the medical device
The detailed intomiation is provided in the risk management files for the medical device.
14. Description of design of the medical device, the principle of its operation.

Medical carl, moditiction 290 has a rigid welded solid frame. The cart is able to move on
wheels inside the clinic buildings under the action of human muscular effort.

15. Medical device performance and functionality:

Name of MD  Description and functionality of MD  Photographic image Mass, Overall
kg. dimensio
ns, mm.
Error:
+/- 5% Error:
+/- 5%
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Aedical Cart, The cart is a frame structure made 109  800x460
Modification  of stainless steel. x1070

2% The cart is intended for mm
transportation/delivery of packed
medical devices, medicines,
equipment, tools, medical dressings
or collection of solid linen within
the department or hospital.

A bag for solid linen, or packages
with  medicinal  agents and
instruments can be placed on the
lower  support for  carriage
(transportation) inside the medical
treatment facility. If a bag for solid
linen is placed on the cart, then the
top ol the bag can be fixed on the
upper rectangular frame. The
contents of the bag are hygienically
closed with a lid made of epoxy
coated steel. Two bags (fabric or
polyethylene, 100-150 liters) can be
fixed on the cart, one in each
direction.

Model Dimensions of the structural elements (mm) Wheels
(mm)
+/- 5%

290 . . ) .
The medical carl for transportation/delivery of packed medical 0 100 mm,

devices, medicines, equipment, tools, medical dressings or collection 4 pcs,
of solid linen within the department or hospital.

The cart design is based on four wheels (0 100 mm) that provide soft
travel.

The dimensions of the cart structural elements (in mm) are shown in
the diagram below:
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The cart can withstand a nominal load of 50 kg.
The force recjuired to move the cart on a hard flat surface is 65 N.

The cart DOES NOT CONTAIN non-ferrous, precious metals and their alloys.

16. List and description of medical device materials used to manufacture the carts.

Materials used to manul acture the cart, modification 290:

Material Coating Brand, manufacturer
Chrome-plated steel Frame structure Tube 22x1.5mm
Tibnor, Estonia, steel grade
AISI304
Epoxy coated steel Baskets 70261274

Lankapaja Oy, Finland
ABS+polymethyl Wheel covering Tente Germany
methacrylate Puretech, PIOIO0Ox35-012

17. Information on materials of animal/human origin being part of MD

This medical device does not contain materials of animal origin.
This medical device does not contain materials of human origin.

18. Information on medicinal agents being part of MD

This medical device does not contain medicinal agents or pharmaceutical substances.
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19. Requirements for rooms where the medical device is supposed to be installed
(assembled).

The room in which the medical device is planned to be used shall have a flat floor surface.

20. Disinfection and cleaning.

In case of violation of the disinfection rules, claims to the device appearance are
NOT ACCEPTED by the manufacturer.

The application of mechanical (abrasive) cleaning methods is not allowed. The
A use of solvents (nitrosolvents or acetone) is NOT ALLOWED.

Use general purpose weakly alkaline detergents (soapy water or foam) for cleaning.
Disinfectants with a detergent action, such as: Peroximed, neutral anolytes, Lisetol AF,
Septodor-Forte, Virkon are also can be used for cleaning.

Disinfection should be carried out by wiping exposed surfaces with a squeezed wipe moistened
with a disinfectant solution. j

After treating the device with disinfectant, be sure to wipe the device surface using clean water,
and then remove all residual liquid with a dry cloth.

For disinfection of devices, disinfectants of domestic and foreign production from the following
main chemical groups of compounds: cationic surface-active agent (SAA), oxidizing agents,
chlorine-containing agents, agents based on hydrogen peroxide, alcohols, aldehydes are allowed
to be used.

During disinfection it is NOT ALLOWED:

- to use solutions which concentration exceeds the value specified in the user manunal;

- to exceed the recommended exposure time of the disinfectant solution on treated surfaces.

21. Service life
The service life of the medical device is 10 years.

22. Storage, operation and transportation conditions

Storage conditions:
The cart shall be kept indoors.

The storage temperature is between -10 °C and+50 °C
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar

I'ne cart shall be kept indoors. The storage conditions shall comply with "2(C)" defined in
GOST 15150-69. Room air should not contain impurities that cau.se corrosion.

Operation conditions:

- The operation temperature is between +10 °C and +40 °C
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar
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Transportation conditions:
The carts shall be transported in closed vehicles of all types in accordance with the
transportation rules applicable to this type of transport.

The transportation temperature is between -10 °C and +50 °C
The relative air humidity is between 20 and 90%

The cart shall be transported in closed vehicles of any kind, in accordance with the shipping rules
in force for these modes of transport. Transportation conditions shall meet the storage conditions
"5" (OZH4) defined in GOST 15150-69.

23. Infromation on package (list and description)

The cart is delivered in the assembled condition.
The cart is packed in a master carton.
The carton is mounted on a wooden pallet.

General view of the package

Packing material - wooden pallet, cardboard.

Package size 810x470x 1080 mm (£5%)
Packed weight 12,9 kg (£5%)

24. Definition of symbols used in labeling of the medical device:

Symbols used on lhe devices
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ce The device satisfies the main requirements of EU Directive
93/42/EEC (Medical devices)

Read the relevant instructions
u Caution, fragile

This side up (mark on package)

M
1111
Keep dry
f
. Temperature limitation during transportation and storage
Manufacturer
SN Serial number
# Hardware version/model
MD Medical device

Indoor use only.

Label indicating storage conditions:

- Lojer Oy logo;

- information on the official manufacturer and manufacturer address;
- CE symbol (compliance of the device with European regulations);
- temperature limitation symbol;

- symbol "Keep dry";
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- symbol "Caution, fragile"
- symbol "This side up (mark on the package)"
- symbol "Temperature limitation during transportation and storage”

Information on marking
I'ne cart has the following type of marking plate:

. [#3Medicaltrolley290
® LOLA202324D10021

- model

- serial number

- part number

- Lojer Oy logo

- information on the official manufacturer and manufacturer address
- date of manufacture

- symbol «Use indoors only»

- symbol «Caution! Refer to the user manual»

- symbol CE (compliance of the device with European regulations)
- symbol «Read the user manual»

Sample of Russian-language marking

Tenexxka mefuUMHCKaA B BapmaHTax UCMONHEHNS:

Tenexka MefguUMHCKas Mogudukauum 290 AN TPaHCMOPTUPOBKWU/MOCTABKM  MEAULMHCKMX  U3AENNA,
NeKapCTBEHHbIX CPeACTB, 060PY/AO0BaHNS, MHCTPYMEHTOB, MepeBA30UHbIX MaTepuanioB B YNakoBKax WM c6opa
rpsi3HOro 6enbsi B Mpedenax oTAena uim 60/bHULbI B COCTaBe:

- VIHCTpyKUWs no akcnayatauum - 1 um.
- Koneca - 4 wm.

- Kpbiwka - 2 .

PY Ne oT

Cpok cnyx6bl - 10 net

m J  Lojer Oy (Jloliep Oi)
Putajantie 42, 38210 Sastamala, Finland, ®uHnaHaua

CrpaHa npovcxoxaeHus: Finland (®uHnaHans)
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YNONHOMOYEHHbI npeacTaButens B Poccum: OO0 «Jloilep Megukan», 121357, Poccus, Mocksa, Yi.

Bepeiickas, 4.29, ctpoeHue 134, Ten./thakc +7 495 269 06 95 email: russia@lojer.com

25. Maintenance and repair of the medical device

The cart has a simple, reliable design and does not

require special maintenance. Periodic

inspection includes inspection and, if necessary, check and adjustment of threaded connections.
If threaded connections are loose, they shall be tightened. Periodically, at least once a month,
check reliability of the wheels. If necessary, tighten the fasteners.

26. Warranty’ obligations

Warranty period of operation of the cart is 12 months from the date of commissioning. Warranty
period of storage is 24 months from the date of manufacture.

27. Delivery set

The cart is provided pre-assembled.

Item Name

1 The medical cart, modification 290
2 User manual

3 Wheels

5 Lid

Qt, pcs.
1

1
4
2

28. Procedure for disposal and destruction of the medical device

The cart does not contain environmentally harmful conponents.

Disposal of the cart components is carried out only by specialized industrial

waste processing organizations.

Waste disposal shall be carried out in accordance with the requirements of SanPiN
2.1.3684-21 "Sanitary and epidemiological requirements for maintenance of territories of urban
and rural settlements, for water bodies, drinking water and drinking water supply for the
population, atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and implementation of sanitary and anti-epidemic (preventive) measures”.

29. Environmental requirements

During use, transportation and storage this medical device has no negative impact on humans

and the environment.

30. List of national and international regulatory documents/standards that the Medical

device complies with.
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GOST R 50444-2020 Medical devices, apparatus and equipment. General specifications
GOST R 51084-2021 Carts for transporting patients and goods. General specifications

GOST R ISO 15223-1-2020 Medical devices. Symbols used for marking on medical devices

labels and accompanying documentation.

Item Designation Title of standard

1 Directive 93/42/EEC  Medical devices, facilities, equipment

Medical devices. Quality management systems.
Regulatory Requirements

Medical devices. Application of risk management to
medical devices

2 ISO 13485:2016

3 EN ISO 14971:2012

marked. According to the Directive, the equipment is classified as a Class | medical device.

31. Claim letter

On the issues regarding the quality of a medical device in the territory of the Russian

Federation, contact company
LIMITED LIABILITY COMPANY LOJER MEDICAL (LLC LOJER MEDICAL)

29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95

e-mail: russia@lojer.com

www.lojer-medical.ru
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MepeBog C aHFNIACKOTO U (DUHCKOTO I3bIKOB HA PYCCKUIA A3bIK

«YTBEPXOARO»

YnpaBnstoLmi

AHTTM Bunne Tyomac JlaiiHe
noanncb

20 aHBaps 2023 T.

/neyatb: «Jloitep Oiix»
Cactamana, ®vHNAHANA
[ns yxofa, npoctoro B obpatyeHum/

NHCTPYKUMNA N0 SKCITYATALUNN
Tenexxka MeanLnHeKas B BapnaHTax MENoIHEHUS

Tenexka MmegnunHekasa moamgukaumm 290
HavmeHoBaHme MeANLUMHCKOro nsaenmsa

/wramn. Hacroawmum  CBMAETENbCTBYHD Ha OCHOBaHMM CBeAeHWA u3 Toprosoro Peectpa
PUHNAHAUKW, 4YTO AHTTU Bunne Tyomac JlaiiHe WMeeT MpaBO eAVMHONNYHO/ COBMECTHO
npeacTaBnaTb MHTEpecbl «Jloiep Oi» (Lojer Oy) n yto OH/ ema/ oHWM nognucan(-a, -u) 3TOT
[LOKYMEHT JINYHO.

r. Tamnepe, ®UHNAHANA 27.01.2023 T.

B cuny cBOMX JO/MKHOCTHBIX MOSTHOMOYMIA:

MowymHa: 20 EBpo/

Mopnuceb

/wramn: EHHA MOKWHEH
Crapwuia cneymanuct. Hotapuyc/

/repboBas nevatb: 'epb PUHAAHANM
ATeHTCTBO LM(POBLIX 1 AeMorpamyecknx gaHHbIX/
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MHCTpYKUMA no akcnayaTauum

Tenexka MegnuunHckasa mogmnpunkayummn 290
ANA TPAHCNOPTUPOBKU/MOCTAaBKN MeAULUNHCKUX U3ENUNR,
NeKapCTBEHHbIX CcpeAcTB, 060pyAOBaHNA, MHCTPYMEHTOB,
NepeBA30UYHbIX MaTepuanoB B yrnakoBKax Unum cbopa rpsa3Horo
benba B npepenax orgena uUam 60NbHULbI
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BBELEHWE

BHUMAHWVE! [na 6e30nacHOCTI Mpy UCNOMb30BaHUM Tenexkn MeanumMHCKON MoandmnKaLmia
290 Ans TPaHCNOPLLPOBKW/MOCTaBKN MeAULMHCKUX U3LENNIA, NEKaPCTBEHHbIX CPeACTB,
060py0BaHNSA, MHCTPYMEHTOB, MEPEBA30YHbIX MAaTEPUA/IOB B yMaKoBKax Un c6opa rps3Horo
Genbsa B npefenax oTgena unm 6onbHULbI (fanee No TEKCTY —Tenexkal/ nsgenme) rno
Ha3HaYeHWIO BCe MO/b30BaTENM AO/MKHbI BHUMATENIbHO U3YUNUTb HACTOALLYH HCTPYKLMIO MO
3KCMIyaTauumn 4o Havana 1Cnosib30BaHUS U3LENUS.

1 PaspaboTumk
Lojer Oy (Jloiiep OW)
| utajantie 42, j 8210 Saslamala, Finland (MyTtasHTve 42, 38210 Cactamana, ®PUHAAHLNSA)
Ten.:+358 (0) 10 830 6700
dakc: +358 (0) 10 830 6702
info@lojer.com

2. [MpounsBogu renb
Lojer Oy (Jloviep OW)
Putajantie 42, j 8210 Sastamala, Finland (MyTtasHTue 42, 38210 Cactamana, ®PUHNAHANSA)
Ten.:+358 (0) 10 830 6700
®dakc: +358 (0) 10 830 6702
inlb@Iojer.com

3. Agpec Mec3a NpPom3BOACTBA MeAULIMHCKOIO M3Le/ns
Lojer Oy (Jloiep OI)
| utajantie 42, 38210 Sastamala. Finland (MyTaaHTne 42, 38210 Cactamana, PUHNAHANA)

4. YNo/SIHOMOYEHHbIW npeacTtaBuTesnb Lojer Oy Ha Tepputopun PP
OGLLECTBO C OrpaHMYEHHO OTBETCTBEHHOCTLIO «Jloiep Meaukan» (OO0 «Jloitep Meamkan»)
121357, Poccust, MockBa, yn. Bepeiickas, a.29, ctpoeHve 134

Ten./(hakc +7 495 269 06 95

russia@lojer.com
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5. HasHauyeHve MeanumHckoro Msgenus
Tenexka meauumHckas mMoaudmkaumm 290 npegHasHadeHa Ans TPaHCMNOPTUMPOBKW/MOCTaBKM
MEAVUMHCKNX  W3AENWiA,  NEeKapCTBEHHbIX  CpeAacTB,  060PYAOBaHMS,  MHCTPYMEHTOB,
NepeBA30YHbIX MaTePUanoB B YMakoBKax WM cbopa rpssHoro 6enbst B npefenax otaena Wm
60/1bHULI.

6. O6nacTb NPUMeHeHUs

MeanuuHcKoe u3fgenve MNpUMEHsieTcss B NPOMECCMOHA/bHBIX MEAULMHCKUX  YUPEXAEHUsIX,
HanpuMep, B KNMHMKAX UK 60/bHULAX.

7. ToTeHUMasbHbIN Mosib3oBaTeslb

[aHHoe MeaMUMHCKOe wu3fenne MOXET OblTb  UCMONb30BAHO TOMbKO  MEAULMHCKAM
NMepcoHasIoM B YCNOBUSX 60MIbHULL, KAMHUK W JTTTY.

8. lMokasaun)! K NprMeHeH1Io
MokasaHo AnA (PaHCMOPTUPOBKM/NMOCTaBKA MEAWUMHCKMX W3AENWiA, NeKapCTBEHHbIX CPeAcTs,
060pyA0BaHNsA, MHCTPYMEHTOB, MEPEBA30YHLIX MaTepuasoB B yNakoBKax WM cbopa rpssHoro
6enbs B Npefenax oTAena Uim 60MbHULbI. "

9. TlpoTuBONOKasaHUA
lMpoTuBONoKasaHWs, KOTOPble OTHOCATCA HernocpeACTBeHHO K aHHbIM U3LeNIMAM, B HacTosLLee
BpeMSA Hen3BECTHbI.

10. Bo3MOXKHbIe NM060YHbIe 3EKTbI U HeXenaTeNbHble SBMEHNS NPU NPUMEHEHNN
MU

Mo60YHbIX 3((EKTOB HE BbIAB/IEHO.

11. Knaccmmkanmsa MeguLMHCKOro U3aenms

Tenexxka 0THOCUTCA K u3gennam Knacca 1B cooTseTcTBUM ¢ AupekTusoii 93/42 /| EEC (MDD) u
nmeeT MapkmpoBkKy CE Ha OCHOBaHWMMW [aHHOW Knaccuukaumm.

12. By KOHTaKTa C OpraHM3sMoM 4esioBeka

M3aenme He KOHTAKTVPYeET C NaLyeHTOM, paboune YacTu OTCYTCTBYIOT.
MoBEPXHOCTHbIA KPAaTKOBPEMEHHBI (MeHee 24 4) KOHTAKT C KOXEIA.

13. PUCKM MpPHMEHEHNA MEeAULIMHCKOIO N3aenns

MogpoGHas MHopMauus npuBedeHa B (hailnax MeHeMKMeHTa puUcKa Mo MeaULMHCKOMY
V3aennio.

14. OnucaHWe KOHCTPYKUUW MEeAHMHHCKOIO MU34enns, NPUHUUN ero AecTBuUS.
Tenexkka MeguuUUHcKas moamdmkaunum 290 UMeeT XEeCTKNI CBapHON Hepa3bopHbIA KapKac.

eneXxka cnoco6Ha nepeABUraThCst Ha Koecax BHYTPY KOPMYCOB KAVHWKW NOA AEACTBIEM
MYCKYNIbHOTO YCUNS YenioBeKa.
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/

ﬂ 15. TeXHUYeCKMe XapaKTePUCTUKN MeAULIMHCKOIO U3fenns, ero (yHKLUMOHaIbHOe

HaumveHoBaH
He M

Tenexka
MeAMLMHCKas
MoAmMmKaLm
n 290

Mogenb

Ha3Ha4yeHue:

OnucaHve H  (PyHKUMOHasTbIOE
Ha3Ha4veHne M

Icnexka  npeactaBnser  cobown
KapKacCHyt0 KOHCTPYKLMIO,
BbIMO/IHEHHYIO U3  HEPXKaBEOLLEN
cTanm.

Tenexka  npefHasHauyeHa  ans
TPaHCNOpPTMPOBKM/MOCTaBKM
MeANLMHCKMX U3aenvi,
NEKapCTBEHHBIX CpeacTs,
0060py/10BaHMNS, MHCTPYMEHTOB,
MEpPeBS30YHbIX  MaTepuasios B
yrnakoBkax WM cbopa rpssHoro
Genbss B npegenax oThena W
60NbHULBI.

Ha HwxHioo OFiopy MOXeT ObITb
YCTaHOB/IEH MELUOK A1 TPSA3HOro
6enbs NM60 pasMeLLeHbl YNaKoBKU
C MeAVKaMeHTamu n
WHCTPYMEHTaMK 119 MepeBO3KU
(TpaHCNOPTUPOBKN) BHYTpY
neyebHOro yupexzaeHus. B cnyuae,
eC/IM  Ha TeNIeXKY YCTaHOBJIEH
MELOK /11 TpA3HOro 6enbd, TO
BEpX  MelKa  MOXeT  ObITb
3aKperieH Ha BEpPXHeN
NPSIMOYTO/IbHOM pamke.
Cooepxnmoe MeLlKa TUTMEHNYHO
3aKpblBaeTCH KPbILLKOWA,
BbIMO/IHEHHON M3 cTa/m ¢
3MOKCMAHbIM  MOKpbITMEM.  Ha
TeneXxke MoryT 6bITb 3aKpenseHbl 2
MeLLKa (TKaHeBble nnm
NnosMaTuIeHoBble, 06bemom  100-
50 N1TPOB), MO OAHOMY B KaXAYH
CTOPOHY.
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doTorpatnyecKoe 13006paXkeHne

Pa3Mepbl 3/IEMEHTOB KOHCTPYKLUU (MM)

Macca, [abaput

KT. Hble
pasmepbl,

[Norpe MM.

LLIHOCTb

:+-5% [Morpeum
OCTb: +-
5%

10,9 800x460
x1070
MM

Koneca (MMm)



+/- 5%

290
Tenexka MeaMLIMHCKas ans TPaHCMOPTMPOBKW/MOCTaBKN 0 100 MM,

MEAVLIMHCKUX W3[ENNiA, NeKapCTBEHHbIX CPeAcTB, 060PYA0BaHUS, 4 .
VHCTPYMEHTOB, MepeBs30YHbIX MaTepuasoB B YNakoBKax wau cbopa
rpsi3HOro Genbs B npeaenax oTaena uni 6oNbHMLbI.

KOHCTPYKUMS TENEXKN 6asnpyeTcst Ha YeTbipex Konecax (0 100 mm),
06ecneynBaroLLMX NIaBHOCTb XOfa.

Pa3mepbl 31EMEHTOB KOHCTPYKUMM TeneXxku (B MM) MpuBEAEHbI Ha
CXEME HIKE:

Tenexka BblAepXXnBaeT HOMUHa/IbHYIO Harpysky 50 Kr.
Ycunve, HeobxoanmMoe Ans nepeMeLLeHns TeNeXXKW o TBepLor NAOCKON NoBepxHoCTH: 65 H.

Tenexka UBETHbIX, AparoLeHHbIx meTannos u ux cnnasos HE COOEPKUAT.

16. MepeyeHb W OMMCaHVe MaTeprasioB MEOMLIHCKOIO V3AE/SI, MCMoMb3yeMbIX /1A

M3IroTOB/IEHNA TENEXKEKT
MaTtepuan lNokpbITHE Mapka, npon3soanTesnb
XpoMmypoBaHHas CTasb PamHas Tpy6a 22x1.5Mm
KOHCTPYKLWA Tibnor,  3cToHMSs,  Mapka

ctann AlSI1304

Cranb C AHKVABM  Kop3auHbl 70261274

MOKPbITUEM :
Lankapaja Oy ®uHnsaHans

ABC+nonuvetunMeTakpmunat  O6LIMBKa Konec Tente MepmaHus

Puretech, P10100x35-012
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17. CeefieHVIs1 0 MaTepUasiax XMBOTHOIM0/Ue/I0BEHECKOMO MPOVCXOXOEHNS, BXOAALLYIX B
coctas M/

B gaHHOM MeaMUMHCKOM M3fenne He UCMO/b3YTCA MaTepuasibl XXMBOTHOIO MPOUCXOXKAEHNS.
B gaHHOM MeAWUWHCKOM U3fenne He UCNO/b3yoTcA MaTepuasibl YeN0BEYECKOTO
MPONCXOXXAEHUA.

18, CrefieHns1 0 JIeKapCTBEHHBIX CPeACcTBaX, BXOAALLYIX B cocTaB M

B fjaHHOM MeAMLUMHCKOM m3fenuve He mcnonb3yEOTCA NekapCTBeHHbIE CpeacTBa U
(hapMaLeETE nyeckue cyocTaHLmu.

19, TpeboBaHNA K MOMELLEHMSIM, B KOTOPbIX MPEArionaraeTcs YCTaHoBKa (MOHTaXK)
MEAVLIMHCKOIO M3ae/vsi.

MomeLLeHne, B KOTOPOM MNaHMPYETCS MCMO/b30BaHKE AO/MKHO VMETb POBHYHO HamnosbHYHO
MOBEPXHOCTb.

20. Je3vH(PeKUMSA H O4UCTKA. Y

Mo vapyLLevnM NpaBWT AEVH(EKLMN MPETEH3MN K BHELLIHEMY BLY V30E/ A
npowvssoauTeniem HE MNPVYIHNIMARKOTCA.

MpriMeHeHVe MeXaHNHECKMX (abpasviBHBIX) METOL0B OHMETKM He [0MyEKaeTCs.
[MpyveHEHVE  PacTBOPUTENEN  (HATPOPaETBOPUTENE WM aleToHa) HE
AOIMYCKAETCH.

Ans ouncTKM cnefyeT NPUMEHSTb CnaboLlenoyvHble YMCTALLME CpeAcTBa OOLLero HasHaveHus
(MblnbHasA Bofa WM NeHa). 1S OUYUCTKM TakKe BO3MOXHO MPUMEHEHME Ae3NHPULMPYIOLWNX
CpPefcTB C MOKOWWMM [eCTBUEM, TakMX Kak: [lepokcumep, HelTpasibHbIX aHOAUTOB, Jlu3eTon
A®, CenTtogop-dopTte, BUPKOH.

[e3nHpekumo cnegyet MNPOU3BOAUTL MPOTMPAHMEM OTKPbLITbIX MOBEPXHOCTEN CMOYEHHOM
Ae3NHPOULMPYIOLWMM PacTBOPOM OTXKaTOIN CaneTKOiA.

Mocne 06pabOTKM  M3AEMA  AE3MHAULMPYIOLMMI  pacTBopaMy  00S13aTe/IbHO  npoTepeTsb
MOBEPXHOCTb W3LeNns C WCMOMb30BaHUEM YMUCTOWM BOAbl, & 3aTeM Y[alIUTb BCE OCTaTKu
YXMUAKOCTUN CyXOi cantheTKON.

Ona  pe3avHpekuMn  un3genuii  paspelleHbl K NPUMEHEHWIO  [e3VH(UUMPYIOLLME CpeacTBa
OTEeYeCTBEHHOI0 1 3apyOeXHOEHD Mpon3BOACTBA M3 CeAYHOWMX OCHOBHbIX XUMWUYECKUX Tpynmn
COEUHEHMA:  KATMOHHbIX  MOBEPXHOCTHO-aKTMBHbIX  Bewects  (MAB),  okucnutenei,
XNOPCoAepXKaLLmMX CPeacTs, CPefCTB Ha OCHOBE MEPEKUCH BOLOPOAA, CNMPTOB, aslbAervios.

Mpv npoeegeHumn aesnHpekun HE JOMNMYCKAETCH:

- ETpumeHATb pacTBOpbl, KOHUEHTpauumsa KOTOpbEX npeBbliwaeT BeNMYUHY, yCTaHOBNeHHY B
UWHCTPYKLUUU NO MPUMEHEHUNIO,;

- MpeBbllWATb PEKOMeHAyemMOe BpeMSi  BbIAEPXKM  Ae3MH(ULMPYIOWEro pacTBopa Ha
obpabaTbiBaeMbIX NOBEPXHOCTAX.

21. CpoK cryxObl

CpoK cnyx6En meanumHckoEX) nsgenus coctasnset 10 nert.
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22.  YCnoBuA XpaHeHVs, SKCHTyaTauin 1 TPaHCNopTUpPoBaHNA

YCnoBus XpaHeHus:
Tenexkka f0/mKHa XpaHUTbLCA B 3aKPbITOM MOMELLEHUN.

OTHOocuTeNbHAsA BNakHOCTb 20 % ... 90 %

I Temnepatypa xpaHeHus ot -10 °C go +50 °C
[asneHve okpyxatoweii cpegbl 800 ... 1060 mbap

Tenexxka [O/HKHA XPaHUTbCA B 3aKPbITOM MOMELLEHUWN. YCNOBUA XpPaHeHusi [O/DKHbI
cooTBeTcTBOBaTh «2(C)» no MOCT 15150-69. Bo3fgyx nomeLleHUsi He JO/MKEH COAepXKaTb
MPVYMECENA, BbI3bIBAOLLMX KOPPO3MIO.

Ycnosua aKkcnayarawuum:
Temneparypa skcnayataumm oT +10 T go +40 T
t OTHocuTenbHas BnaxHocTb 20 % ... 90 %
[asneHve okpyxatouleri cpefbl 800 ... 1060 mbap

YCcnoBust TPaHCMOPTUPOBaHMS:
Tenexku cneayeT TPaHCMOPTVMPOBaTb B KPbITbIX TPAHCMOPTHbIX CPEACTBAX BCEX BUAOB B
COOTBETCTBUM C MpaBMIamM/ NMePeBO30K, AENCTBYIOLLMMM Ha TPAHCMOPTE JaHHOrO BUAA.

- Temnepatypa npu TpaHcnopTuposaHuu ot -10 °C go +50 °C
OTHOCUTENbHAA BNaXHOCTb Bo3ayxa 20 o 90%
TPRHCNOPTMPOBAHNE TENEXKN AO/MKHO OCYLLECTBAATLCA B 3aKPbITbIX TPAHCMOPTHbIX CPeAcTBaxX

nro6oro BMAa, B COOTBETCTBUW C NpaBh1aMn MEPEBO3KN TPY30B, ,U,EVICTByIOU.LVIX Ana 3Tnx BNAOB

TB&HCI‘IOpTa. YCNoBWs TPAHCMOPTMPOBAHUSA A0/MKHbI COOTBETCTBOBATb YC/IOBUAM XpaHeHUs «5»
(OyK4) no FOCT 15150-69.

23.  CBefpH/A 00 YrakoBKe (COCTaB W OrcaHue)

Tenexkka NocTaBNseTcst B COGPaHHOM BUeE.
Tenexka ynakoBbIBaeTCs B KAPTOHHbIV KOPOO.

Kopoo ycTaHaBNMBaeTCs Ha AEPEBSAHHYIO MareTy.

O6LWMIA BIL YMAKOBKM

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



Matepuan ynakoBKM - [A€PeBsiHHbIV MO//0H, KapTOH.

Pa3mepbl ynakoBKu 810x470x1080 mMm (£5%)
Bec B ynakoBke 12,9 kr (£5%)

24. PacumdypoBKa CUMBOSIOB, MPYVE YOVIbIX MY MAPKUPOBaH MEOVLIMIHCKOIO
V30envs:

CuMBO/IbI, UCNOMb3yeMble na Usfennsax

CE Boerve  COOTBETCTBYET ~ OCHOBHbIM  TpebGoBaHWUAM
Onpextviebl 93/42/EEC EBpocorasa (MeaUmHCKVe v3aenns)
T [pOYTUTE COOTBETCTBYHOLLYIE HCTRYKLWN
) OCTOPOXHO, XPYTKOoe
n 3T0I1 CTOPOHOI BBEPX (OTMVETKA HA YMAKOBKE)
T Bepeyb OT Briarv
0
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+50°'C

OrpaHuyeHne TemnepaTypbl MpU  TPAHCMOPTMPOBKE U

1 XpaHeHun
I J M3rotoBuTeNb
SN CepuliHblin Homep
# BapuaHT ncnonHeHus/mogenb
MD MeauunHcKoe n3aenve

cnonb3oBaHme TOMbKO BHYTPU MOMELLEHMS.

MapKMpoBKa C YKazaHWeM YCMOBUIA XpaHEHWS:

- norotun KomnaHuu Lojer Qy;

- H(hopmauma 06 omumansHOM MPOM3BOAMTENE U ero afpec;

- cumBon CE (cooTBeTCTBME NPOAYKTa EBPOMENCKAM pernaMeHTam);

- CUMBO/1 OrpaHNyeHve Temnepartypbl;

- CUMBOJT «XPaHWUTb B CYXOM MECTe;

- cumBON «OCTOPOXHO, XPYNKOe»

- CUMBON «3JTOM CTOPOHOI BBEPX (OTMETKA Ha YNaKOBKe)»

- cumBOST «OrpaHuyeHvie TemMnepaTypbl NPY TPAHCNOPTUPOBKE U XPaHEHUW»
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CBefleHVA 0 MapKMpPOBKe
Ma TeneXkke NpesycMOTPeHa MapKMPOBOYHasA Tabnmnyka CrefyoLLero Buaa;

- MOAeNb
- CEpUIAHBIA HOMep

- HOMep Mo Katanory

- lorotun KomnaHuu Lojer Oy

- MIHpopmauua 06 oguLmansHOM NPOV3BOAUTESNE U ero afpec

- JaTta U3roToB/eHUS

- CUMBO/ «l1cnosb30BaHNe TOMbKO BHYTPY MOMELLEeHUS»

- CUMBON «BHUMaHWe! O6paTnTech K MHCTPYKLMM M0 NMPUMEHEHNIO»

- cumBon CE (CoOTBETCTBME MPO/YKTa EBPONENCKUM pernameHTam)
- CUMBON «[TPOYUTAINTE VHCTPYKLIMIO MO SKCMyaTaLum»

O6pasel, pyccKosi3bIUHOV MapKUPOBKM

Tenexka MefuLUMHCKasa B BapnaHTax UCUOIUEUNH:

Tenexka MeauumMHcKas Mogudukauum 290 g9 TPaHCMOPTUPOBKU/MOCTABKU  MELULMHCKUX  U3AENNA,
NEKAPCTBEHHbIX CPEeACTB, 000PYAOBaHUA, WHCTPYMEHTOB, MEPEBA30YHbLIX MaTepuasioB B YMakoBKax uiam cbopa
rPA3HOro 6enbst B Mpefenax oTAena wam 60/bHWLbI B COCTaBe:

- VIHCTpyKuma no akcnayataumm - | L.
- Koneca - 4 .

- Kpbiwka - 2 wr.

PY Ne oT

Cpok cnyxo6bl - 10 net

d Lojer Oy (Jloitep OiA)
Putajantie 42, 38210 Sastamala, Finland, ®uHAaHANA

CtpaHa npomcxoxaenns: Finland (PuHnsHans)

YNOMHOMOYEHHbIN npegcTaBuTens B Poccum: OO0 «Jloitep Megukan», 121357, Poccuss, Mocksa, Y.
Bepeiickas, 4.29, ctpoeHve 134, Ten./dakc +7 495 269 06 95 email: russia@loJer.com
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25. TexHnuecKoe 06CYXXNUBaHUE U PEMOHT MeAULUHCKOIO M3ienuns

TeneXka WMeeT MPOCTYH, HAAEXHYI KOHCTPYKLUMIO U He TpebylT CreuuanbHoro
TEXHWUYECKOTO 06CNYXMBaHUs. TepuoaMyeckuii OCMOTP BKHOYaeT B cebsi; OCMOTP U Npw
HeoGXOAMMOCTM TMpPOBEPKa W PEerynvpoBKa pe3b6oBbIX COeAUHEHWIA. B cnydae ocnabneHus
pe3bBOBbIX COEANHEHNI HEOGXOAMMO MX 3aTsHYTL. Meproanueckun, He pexxe 1-ro pasa B Mecsi,
MpoBepsTb HAAEXHOCTb KpenneHus Konec. [Mpyv  HeoGXOAMMOCTV  MPOU3BOAUTL  3aTSHKKY
Kpenexa.

26. MapaHTUiiMble 06A3aTeNIbCTBA
[CapaHTUIAHBIA CPOK 3KCMyaTauuy TeneXku 12 MecsueB CO [HA BBOAA B 9KCMyaTauuo.
"apaHTUIAHBIN CPOK XpaHeHWs 24 Mecsilia CO AHS M3rOTOB/IEHMS.

27. KoMNneKT NocTaBKuU

Tenexka NocTaBNseTcs B COGPaHHOM BULE.

Ne n/n HammeHoBaHue Kor1-Bo,
LLIT.

1 Tenexka MeguuUnHCKaa Moaumkaumm 290 1

2 WHCTpyKUmMS No sKcnnyatauum 1

3 Koneca 4

S KpbiLLka 2

28. MOPAA0K OCYLECTBIIEHNS YTUNMZALMN 1 YHUUTOXKEHWS MEAULIMHCKOTO 13n0 g

Tenexxka Me  COLEPXWUT  KOMMOHEHTOB, CO3JalOWMX  BpeAHble A/
OKpY>KatoLLein cpefbl PakTopbl.

YTunusauuio KOMMWOHENTOB TeNeXXKun npon3BogAaAT TONBbKO

CreuManmn3npoBaHHble  OpraHMsauMm Mo nepepaboTKe  MPOMbILLIEHHbIX
0TXO0/I0B.

3li3rg! OTXOZ0B OCYLLECTBNATL B COOTBETCTBUN C TpeboBaHuamy CaHluH

I. .3684-21 «CaHUTapHO-3NMUAEMMNONOTrMYECKNE TPEBOBAHUA K COLEPXKAHUIO TepPPUTOPUIA
FOPOACKUX W CeNbCKUX NOCENeHNI, K BOAHbIM 06beKTaM, MUTLEBO BOAE U NMUTLEBOMY
BOZIOCHaOXXEHWNIO Hace/eHWs, aTMOC(EPHOMY BO3AYyXY, MOYBaM, >KWbIM MOMELLEHUAM,
3KCnJyaTaumm nNpon3BOLCTBEHHBIX, OOLLECTBEHHbIX MOMELLEHWIA, OpraHn3aLum 1 NpoBeaeHNIo
CaHWTapPHO-NPOTUBO3ANUAEMUYECKUX (MPOPUNAKTUYECKNX) MEPONPUATUN.

29. TpeboBaHNA 1O OXpaHe OKPYXKatoLLed cpefbl
[aHHoe MeauLMHCKOe wu3genvie npyv  UCMOMb30BaHWUKM, TPAHCMOPTUMPOBKE W XpaHeHUM He
OKa3bIBaeT HEraTMBHOI O BO3AEMCTBUSA Ha Ye/IOBEKA U OKPY>KAOLLYHO Cpeay.

30. MepeyeHb HaLMOHa/IbHbIX " MEXIyHapPOAHbIX HOPMaTMBHbIX
[OKYMENTOB/CTanaapToB, KOTOPbIM COOTBETCTBYET MeAULIMHCKOr0 U3Aenus.

11
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roct P 50444-2020 «[pubopbl, annapatbl K 060pygoBaHMe MeguuMHCKMe. ObLupe

% TEXHUYECKMEe YCOBUA»
FOCT P 51084-2021 «Tenexkn [ANd TPaHCMOPTMPOBaHUA MauueHToB U rpy3os. O6uiye

TEXHWYECKMe YCIIOBUS»
10CT P WNCO 15223-1-2020 «W3pgenms  meamumHckme. CUMBOSbI,  MPUMEHSEMbIE  MPU
MapKMpOBaHUM Ha MeAULMHCKUX M3AeNnaX, STUKETKAX Y B CONPOBOAUTENBHOW JOKYMEHTALMN.

No
n/n

1 [Ovpektusa 93/42/EEC  MeguumHcKue Npubopsl, YCTPOIiCTBa, 060pY/10BaHMe

N3penns meauumHCKue. CUCTEMbI YNpaBieHus
KauecTBOM. TpeGOBaHMs K perynmpoBaHuio

WN3penvs MeauumHCKue. MpuMeHeHne MeHeIKMeHTa
pUCKa K MEAULIMHCKAM M3AeNnsaMm

O6o3Ha4eHne Ha3sBaHue cTaHAapTa

2. ISO 13485:2016

3 EN 1SO 14971:2012

nmeeT mapknpoeky CE. CornacHo [upekTuee, 060pyLoBaHNe KIacCU(hnLMPOBaHO Kak
MeauUMHCKoe n3genve Knacca 1

31. Peknamauus

Mo BoMpocam, KacaroLLMMCS KavecTBa MeAULIMHCKOrO U3feNunsi, Ha TeppuTopumn P

obpawartbcs B KOMMaHUIo
OBLLIEECTBO C OrPAHVNYEHHOW OTBETCTBEHHOCTbLIO «/IOVEP MEAVKA/» (000

«JIOVIEEP MEZVKAJT»)
121357, Poccust, Mocksa, yn. Bepeiickas .29 cTpoeHne 134
Ten./hake +7 495 725 06 95

e-mail: russia@loJer.com

www.lojer-medical.ru
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Mepesog Aa BbINOJ/IHEH NepeBogYnKoM KoTnaposbiM AHTOHOM lleopeBuye.m.

Poccuiickaa denepanms
Fopon Mocksa
OavHHaguaToro anpensa Ase ThicAuM ABafuaTb TPeTbero roga
4 Kopcuk Bnagummp KoHCcTanTumMosny, HoTapuyc ropoga Mocksbl, cBung”
noanucu nepesofunka, KorTnaposa AHTOHa Vropesunya.
Mognuce caenaHa B MOEM MPUCY TCTBUMN.
JinyHocTb noagnucasw MO UL 9T LT ycTaHoBNEHA.

Bcero npoluHyposa.
N CKpern/ieHo nevyaTblo

HoTapuyc
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«YTBEPXJAHR» /| «<KAPPROVE»
humi/Cble/Executive Officer

Antti Ville Tuomas Laine
lu”nnne Tyomac JlaiHe

«20» aHBapsa 2023 .
January 20", 2023

USER MANUAL
NHCTPYKUWMA MO SKCIMTYATALINA

Tenexxka negnUMHCKasA B BapuaHTax UCMONTHEHWUS

Tenexkka MegnuUMHCKas mogupmnkaumnm 291
Medical device name

loontirm that in accordance with Finland’s Trade Register,

has the nght atone/have-the- fight together to represent the company

Lle<\cr O
and that h e /i® has/ they have signed this document personalty.
Tampere, Finland oOn. 50~7n
Ex officio:
0C

Fee

JENNA JOKINEN
Erityisasiantuntija, julkinen notaari
Specialsakkunnig, notarius publicus
Senior Specialist, Notary Public
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User Manual

Medical cart, Modification 291 for transportation/delivery of

packed medical devices, medicines, equipment, tools, medical

dressing or collection of solid linen within the department or
hospital N
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INTRODUCTION

WARNING! For the sake of safety, when using the Medical Cart, Modification 291 for
transportation/delivery of packed medical devices, medicines, equipment, tools, medical dressing
or collection of solid linen within the department or hospital (hereinafter referred to as
cart/device) for the intended puipose, all users shall carefully study this User Manual before
using the device.

1. Developer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone:+358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@Igjer.com

2. Manufacturer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@lojer.com

3. Address of the production site of the medical device
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland

4. Authorized representative of Lojer Oy in the Russian Federation
Limited Liability Company Lojer Medical (LLC Lojer Medical)
29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia

Phone/Fax +7 495 269 06 95

russia@Ilojer.com
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5. Purpose of the medical device

Medical Cart, Modification 291 is intended for transportation/delivery of packed medical
devices, medicines, equipment, tools, medical dressing or collection fo solid linen within the
department or hospital.

6. Scope

The medical device is used in professional healthcare facilities such as clinics or hospitals.

7. Potential user

This medical device can be used only by medical personnel in hospitals, clinics and medical and
preventive treatment facilities.

8. Indications for use
Intended for transportation/delivery of packed medical devices, medicines, equipment, tools,
s

medical dressing or collection of solid linen within the department or hospital.
9. Counter indications

Contra indications that apply directly to these devices are currently unknown.

10. Possible side effects and adverse events when using MD
No side effects identified.

11. Classification of medical device

The cart refers to Class 1 devices in accordance with Directive 93/42/EEC (MDD) and has CE
mark based on this classification.

12. Type of contact with the human body

The device has no contact with the patient, there are no working parts.
Carrying handle - short-term surface skin contact (less than 24 hours).
13. Risks of using the medical device

The detailed information is provided in the risk management files for the medical device.
14. Description of design of the medical device, the principle of its operation.

Medical cart, modifiction 291 has a rigid welded solid frame. The cart is able to move on
wheels inside the clinic buildings under the action of human muscular effort.

15. Medical device performance and functionality:

Name of MD | Description and functionality of MD Photographic image Mass, Overall
kg. dimensio
3
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Medical Cart,
Modification
291

The cart is a frame structure made
of stainless steel.

The cart is intended for
transportation/delivery of packed
medical devices, medicines,
equipment, tools, medical dressings
or collection of solid linen within
the department or hospital.

A bag for solid linen, or packages
with  medicinal agents  and
instruments can be placed on the
lower  support  for carriage
(transportation) inside the medical
treatment facility. If a bag for solid
linen is placed on the cart, then the
top of the bag can be fixed on the
upper rectangular frame. The
contents of the bag are hygienically
closed with a lid made of epoxy
coated steel. Two bags (fabric or
polyethylene, 100-150 liters) can be
fixed on the cart, one in each
direction.

Dimensions of the structural elements (mm) Wheels
(mm)
+/- 5%
The medical cart for transportation/delivery of packed medical | © 150 mm,
devices, medicines, equipment, tools, medical dressings or collection 2 pes

of solid linen within the department or hospital.

The cart design is based on
provide soft travel.

The dimensions of the cart stru
the diagram below:

two large wheels (@ 150 mm) that

ctural elements (in mm) are shown in
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The cart can withstand a nominal load of 50 kg.

The force required to move the cart on a hard flat surface is 65 N.

The cart DOES NOT CONTAIN non-ferrous, precious metals and their alloys.

16. List and description of medical device materials used for manufacture of carts:

Materials used to manufacture the cart, modification 291:

Material

Coating

Brand, manufacturer

Chrome-plated steel

Frame structure
including a carriage
handle.

Tube 19/22x1.5mm

Tibnor, Estonia, steel grade
AISI304

Epoxy coated steel

Baskets

70261274
Lankapaja Oy, Finland

ABS+polymethyl
methacrylate

Wheel covering

Tente Germany
Puretech, PIR 160x40-0320

17. Information on materials of animal/human origin being part of MD

This medical device does not contain materials of animal origin.
This medical device does not contain materials of human origin.

18. Information on medicinal agents being part of MD

This medical device does not contain medicinal agents or pharmaceutical substances.

19. Requirements for rooms where the medical device is supposed to be installed

(assembled).
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The room in which the medical device is planned to be used shall have a flat floor surface.

20. Disinfection and cleaning.

In case of violation of the disinfection rules, claims to the device appearance are
& NOT ACCEPTED by the manufacturer.,

The application of mechanical (abrasive) cleaning methods is not allowed. The
& use of solvents (nitrosolvents or acetone) is NOT ALLOWED.

Use general purpose weakly alkaline detergents (soapy water or foam) for cleaning.
Disinfectants with a detergent action, such as: Peroximed, neutral anolytes, Lisetol AF,
Septodor-Forte, Virkon are also can be used for cleaning.

Disinfection should be carried out by wiping exposed surfaces with a squeezed wipe moistened
with a disinfectant solution.

After treating the device with disinfectants, be sure to wipe the device surface using clean water,
and then remove all residual liquid with a dry cloth.

For disinfection of devices, disinfectants of domestic and foreign production from thé following
main chemical groups of compounds: cationic surface-active agent (SAA), oxidizing agents,
chlorine-containing agents, agents based on hydrogen peroxide, alcohols, aldehydes are allowed

During disinfection it is NOT ALLOWED:
- to use solutions which concentration exceeds the value specified in the user manunal;
- to exceed the recommended exposure time of the disinfectant solution on treated surfaces.

21. Service life
The service life of the medical device is 10 years.

22. Storage, operation and transportation conditions

Storage conditions:

The cart shall be kept indoors.

The relative humidity is 20 % ... 90 %

Jﬂ,— The storage temperature is between -10 °C and+50 °C
The air pressure is 800 ... 1 060 mbar

The cart shall be kept indoors. The storage conditions shall comply with "2(C)" defined in
GOST 15150-69. Room air should not contain impurities that cause corrosion,

Operation conditions:

The operation temperature is between +10 °C and +40 °C
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1 060 mbar
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Transportation conditions:

The carts shall be Iraiisported in closed vehicles of all types in accordance with the
transportation rules applicable to this type of transport.

The relative air humidity is between 20 and 90%

] The transportation temperature is between -10 °C and +50 °C
art shall be transported in closed vehicles of any kind, in accordance with the shipping rules

'w5'(olm VSrdtoST

23. Infromation on package (list and description)

The cart is delivered in the assembled condition.
The cart is packed in a master carton.
The carton is mounted on a wooden pallet.

General view of the package

Packing material - wooden pallet, cardboard.

Package size 600x450x980 mm (+5%)
Packed weight 9,2 kg (+5%)

24. Definition of symbols used in labeling of the medical device:

Symbols used on the devic(->\
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m
m

The device satisfies the main requirements of EU Directive
93/42/EEC (Medical devices)

(mief

Read the relevant instructions

Caution, fragile

=

This side up (mark on package)

-
-
-

‘470,

Keep dry

s0°C

o |

Temperature limitation during transportation and storage

E

Manufacturer

SN Serial number
# Hardware version/model
MD Medical device

Indoor use only.

- Lojer Oy logo:

- information on the official manufacturer and manufacturer address;
- CE symbol (compliance of the device with European regulations);
- temperature limitation symbol;

- symbol "Keep dry";
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- symbol "Caution, fragile"
- symbol "This side up (mark on the package)"
- symbol "Temperature limitation during transportation and storage"

Information on marking

MAAIMPAC7LLEO»4LL1Ags
+% 9 :
LKYWN -Win >A5Taumala

[T] Medical trolley 2|1
' .® LOLA20232401002S#se

- model

- serial number

- part number

- Lojer Oy logo

- information on the official manufacturer and manufacturer address
- date of manufacture

- symbol «Use indoors only»

- symbol «Caution! Refer to the user manual»

- symbol CE (compliance of the device with European regulations)
- symbol «Read the user manual»

Sample of Russian-language marking

Tenexka meguumMHCKasa B BapnaHTax UCUONENNA:

Tenexxka MeguuMHCKas Moanukaumm 291 pans TpaHCMOPTMPOBKW/MOCTaBKA  MEAULMHCKNX  W3AeNnii,
NEKapPCTBEHHBIX CPeACcTB, 000PYLOBaHMSA, WHCTPYMEHTOB, MEPEBA30YHLIX MAaTepUanioB B ynakoBkax wan coopa
rpA3HOro 6enbsl B Npefenax oTAena unv 60/bHULbI B COCTaBe:

- VIHCTpyKuma no akcnnyaTtaumm - 1.
- Koneca - 2 u.

- Kpblwka - | .

PY Ne oT

Cpok cnyx6bl - 10 net

M |I Lojer Oy (Jloitep Oi1)
Putajantie 42, 38210 Sastamala, Finland, ®uHnaHAWA

CrpaHa npovcxoxaeHus: Finland (®uHAsHANA)

YNOMHOMOYEHHbI npegcTaBuTens B Poccum: OO0 «Jloitep Mepgwkan», 121357, Poccusi, Mockea, Y.
Bepelickas, A.29, cTpoeHue 134, Ten./qakc +7 495 269 06 95 email: russia@lojer.com .
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25. Maintenance and repair of the medical device

The carl has a simple, reliable design and does not require special maintenance. Periodic
inspection includes inspection and, if necessary, check and adjustment of threaded connections.
If threaded connections are loose, they shall be tightened. Periodically, at least once a month,
check reliability of the wheels. 1f necessary, tighten the fasteners.

26. Warranty obligations
Warranty period of operation of the cart is 12 months from the date of commissioning. Warranty

period of storage is 24 months from the date of manufacture.
27. Delivery set

The cart is provided pre-assembled.

Item Name Qt, pcs.
1 The medical cart, modification 291 1
2 User manual 1
3 Wheels 2
5 Lid 1

28. Procedure for disposal and destruction of the medical device

The cart does not contain environmentally harmful conponents.

Disposal of the cart components is carried out only by specialized industrial
waste processing organizations.

Waste disposal shall be carried out in accordance with the requirements of SanPiN
2.1.3684-21 “Sanitary and epidemiological requirements for maintenance of territories of urban
and rural settlements, for water bodies, drinking water and drinking water supply for the
population, atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and implementation ot sanitary and anti-epidemic (preventive) measures”.

29. Environmental requirements
During use, transportation and storage this medical device has no negative impact on humans

and the environment.

30. List of national and international regulatory documents/standards that the Medical
device complies with.

GOST R 50444-2020 Medical devices, apparatus and equipment. General specifications
10

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



GOST R 51084-2021 Carts for transporting patients and goods. General specifications

roi 15223-1-2020 Medical devices. Symbols used for marking on medical deV|ces

labels and accompanying documentation.

Item Designation Title of standard

L Directive 93/42/EEC  Medical devices, facilities, equipment

Medical devices. Quality management systems.
Regulatory Requirements
3 EN ISO 14971:2012 Medical devices. Application of risk management to
T medical devices
on
------- \C {w\uu). me aevice is Cb
marked. Accordlng to the Directive, the equipment is classified as a Class | medical device.

2. ISO 13485:2016

31. Claim letter

On the issues regarding the quality of a medical device in the territory of the Russian
Federation, contact company
LIMITED LIABILITY COMPANY LOJER MEDICAL (LLC LOJER MEDICAL)

29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95

e-mail: russia@lojer.com

www’.lojer-medical.ru
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MepeBos C aHITMIACKOTO M (DUHCKOTO S3bIKOB HA PYCCKUI A3bIK

«YTBEP>XOAHKO»

YnpasnstoLmi

AHTTM Bunne Tyomac aiiHe
noanuch

20 aHBapa 2023 T.

/neyatb: «/loiep Oiix»
Cacrtamana, ®PUHNAHANA
[ns yxoaa, npoctoro B o6patyeHum/

NHCTPYKUMA N0 SKCINTYATALNN
Tenexka MeAnLUMHCKasn B BapuaHTax UCMOSTHEHUS

Tenexkka MeanuuHCKasa moamgukaumm 291
HaumeHoBaHue Mep,UJ’\VIHCKOFO n3penna

/wramn: HactoswwmMm CBMOETENbCTBYHDO Ha OCHOBaHMM CBeAeHWiA 13 Toprosoro Peectpa
®PUHNAHAMK, 4YTO AHTTM Bunne Tyomac JlaiiHe WMeEET MpaBO €AMHONMMYHO/ COBMECTHO
npeacTaBnaTb MHTepechbl «Jloiep Oi» (Lojer Oy) n uto oH/ oHa/ oHM nognucan(-a, -H) 3TOT
[OKYMEHT JINYHO.

r. Tamnepe, ®UHNAHANA 27.01.2023 T.

B cmuny cBOMX A0MKHOCTHBIX MOHOMOYMIA;

MowymHa: 20 Espo/

Mopnuceb

/wramn: EHHA NOKWHEH
Crapwmin cneypanuct, Hotapuyc/

/rep6oBas nevatb: 'epd PUHAAHANUM
AreHTCTBO LM(POBbIX M AeMOrpaginmyecknx aaHHbIX/
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/HCTPYKUMS MO SKCIyaTauym

Tenexka MegnuuHckasa mogmpumkayumum 291
AN TPAHCNOPTUPOBKU/MOCTAaBKN MeAULMUHCKUX U3AEeNUR,
NNeKapCTBeHHbIX CPeAcTB, 060pyAOBaHUA, NHCTPYMEHTOB,
nepeBA30YHbLIX MaTepuasioB B yrnakoBKax mnm coopa rpAasHoro
6enbA B npegenax otgena nnum 60NbHULbI
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BBEAEHWE

BHUMAHWE! [ins 6e30nacHOCTW Mpun UCMO/b30BaHUN TeNeXKn MeAULMHCKOA MoantnKaLuuii
291 pns TPaHCMOPTUPOBKM/MOCTaBKM MEANLMHCKNX U3AENWIA, NEKAPCTBEHHbIX CPEACTB,
060py0BaHNs, UHCTPYMEHTOB, NEPEBA30YHbIX MaTep1asoB B yNakoBKax Wav cbopa rpssHoro
6enbs B npegenax otgena unm 60nbHULbI (Jasiee Mo TeKCTY - Tenexka/ u3genue) rno
Ha3HAYeHWIO BCe MOMb30BATENN AO/MKHbI BHUMATE/IbHO U3Yy4UTh HACTOSLLYI0 VIHCTPYKUMIO MO
JKCMyaTaumn A0 Hayaia UCnosb30BaHUsA U3Lenus.

1. PaspaboTumnk
Lojer Oy (Jloviep ON)
Putajantie 42, 38210 Sastamala, Finland (MyTtasHTve 42, 38210 Cactamana, ®PUHAAHLNA)
Ten.:+358 (0) 10 830 6700
dakc: +358 (0) 10 830 6702
info@lojer.com

2. [MpounssoanTesnb
Lojer Oy (Jloinep ON)
Putajantie 42, 38210 Sastamala, Finland (MyTasHTue 42, 38210 Cactamana, @UHNAHANA)
Ten.:+358 (0) 10 830 6700
®dakc: +358 (0) 10 830 6702
info@lojer.com

3. Agpec MecTa NPOM3BOACTBA MEAMNLMHCKOIO 13aenms
Lojer Oy (Jloiiep Oi)
Putajantie 42, 38210 Sastamala, Finland (IMyTtasHTne 42, 38210 Cactamana, ®PUHNAHANSA)

4. YVonnomMmouenHblii npeactasutensb Lojer Oy Ha repputopun PP
O6LLECTBO C OrpaHMYEHHON OTBETCTBEHHOCTLIO «Jloiep Meamkan» (OO0 «/loitep Meankan»)
121357, Poccus, Mocksa, yn. Bepeiickas, 4.29, cTpoeHune 134

Ten./thakc +7 495 269 06 95

russia@ bjer.com
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5. HasHauyeHne MepgnuunHckoro MNsgenusa

Tenexxka MeguUMHCKas moguumkaumm 291 npefHasHaydeHa A1 TPaHCMOPTMPOBKMW/MOCTaBKM
MEAVUMHCKUX  M3OeNWIA,  NEeKapCTBEHHbIX  CPeAcTB,  0060pYyfOBaHWUSA,  MHCTPYMEHTOB,
NepeBsi30YHbIX MaTepuasioB B YMNakoBKax WM cbopa rpsasHoOro 6enbs B npeaenax oTaena wau
60/bHMLI.

6. O6nacTb NPMMeHeHUN

MeauunHCKoe un3genune MNPUMEHAETCA B I'IpO(bECCI/IOHaJ'IbeIX MEANLUMNHCKNX YYpPEeXOeHNAX,
Harnpumep, B KIIMHNKax Win 6oan|/|u,ax.

7. TloTeHUMa/IbHbIV M0/b30BaTE b

[aHHOoe MeaMUMHCKOe WU3genve MOXEeT ObITb  MCNOMb30BaHO TOMbKO  MEAULIMHCKUM
MEPCOHa/I0.M B YCNOBUAX 60/bHUL,, KIUHUK 1 JTTTY.

8. TllokasaHuAa K NpUMeHeHUIo
MoKa3aHO ANS TPaHCMOPTMPOBKW/MOCTAaBKA MEAULUMHCKUX W3AENNIA, NEeKapCTBEHHbIX CPEACTB,
000pya0BaHNA, MHCTPYMEHTOB, MEPeBA30YHbIX MaTepuasioB B yrakoBKax WM cbopa rpsizHOro
6enbsi B NpeAenax otaena Unm 60bHULLbI.

9. TlMpoTvBONOKa3aHWA

[MpoTnBONOKa3aHWA, KOTOpble OTHOCATCA HENoCpeACTBEHHO K AaHHLIM U3LeNNAM, B HacTosLLee
BpemMA HEN3BECTHbI.

10. Bo3MOXXHble N060YHbIE QQ)Q)EKTbI N HEXXenaTtesibHble ABNEHUA MPUN NMNMNMENENHH

Mo6OYHBIX 3(DPEKTOB HE BbISB/IEHO.

11. KnacCH()HKaHHA MeAVULIMHCKOro m13aenuns
TeneXxka OTHOCUTCS K U3AenA.M Knacca 1B COOTBETCTBMM ¢ AupekTnsoin 93/42 / EEC (MDD) u
nveeT Mapknpoeky CE Ha OCHOBaHWUW JaHHOW KnacCugmkaumu.

12. By KOHTaKTa ¢ opraHM3MoM 4esioBeKa

3genve He KOHTaKTUPYET € NauMeHToM, paboyne YacTu OTCYTCTBYHOT.
PyKosTKa N9 NepeBO3KN - NMOBEPXHOCTHbIA KPaTKOBPEMEHHbI (MeHee 24 4) KOHTAKT C KOXE.
13. PUCKN npumenenmnsa MegULIMHCKOIo N3aenus

MogpobHas WHopMauus nNpuBefeHa B (haiinax MeHeMpKMeHTa puUcKa Mo  MeAULMHCKOMY
VU3aenuio.
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14. OnucaHne KOHCTPYKLUUU MeULUHCKOTO M3AeNnns, NPUHLMUN ero aeiicTBus.

Tenexka MeAnLMHCKas MoAMdMKaLM 291 MMeeT XeCTKWiA cBapHoOli Hepa3bopHbIi Kapkac.
Tenexka cnoco6Ha nepeBUraTbCA Ha KOMECax BHYTPY KOPMYCOB KAUHWKW MOf AEACTBUEM
MYCKY/IbHOrO YCUNNS YerloBeKa.

15. TexHNYecKue XapaKTepUCTUKN MeANLMHCKOI0 N3LeNnNs, ero (pyHKLI,VIOHaI'IbHOG

Ha3Ha4eHwue:
HoveHosaH  OlcaHe  H o yHKLYIOHEbHE  doTorpad/Heckoe VBoBpaneHve [aGapu
He M/ HasHaueHe M/ VbE
pasvepb
e Mu
LLMOCTb
:+-5% [orpeun
OCTb. H-
5%
Tenexka Tenexka npeacTaBnsieT  cob6ow A2 590x440
MEANLMHCKaa  KapKacHYH KOHCTPYKLMIO, X970 Mm
MOAMMMKALM  BbINOMHEHHYIO W3  HEpPXKaBeroLLEei
n 291 CTa/n.

l'enexkka  npegHasHavyeHa  A4n4
TPaHCMOPTMPOBKIM/MOCTaBKU

MEAVLIVHCKIX U3 aenni,
NeKapCTBEHHbIX cpefcTs,
060pyA0BaHUs, VHCTPYMEHTOB,

MepeBA30YHbIX  MaTepuasios B
yrnakoBkax WM cbopa rpsi3HOro
Oenbst B npegenax oTaena  Wau
60/IbHALLbI.

Ha HWKHIOI 0nopy MOXeT ObITb
YCTaHOB/IEH MELIOK AN TPA3HOro
6enbs NGO pasMelLieHbl YMakoBKK

C MeuKameHTamu 7
WHCTPYMEHTaMuU 4711 NepeBO3KM
(TpaHCNoOpPTUPOBKK) BHYTPYK

neyeGHOro yupexaeHus. B ciyuae,
€CM  Ha TENeXKy YCTaHOB/MEH
MELLOK [N TPA3HOro Gefbsi, TO
BEPX  Mellka  .MOXeT  ObiTb

3aKpenseH Ha BEpPXHel
NPAMOYTO/IbHOA pamKe.
Cooepxmoe MellKa TUIMEHNYHO
3aKpblBaeTCs KPbILLIKOW,

BbIMO/IHEHHO n3 CTa/In C
3MNOKCUAHbIM MOKPLITUEM. Ha
reNeXXKke Moryrt ObITb 3aKpenneHbl
TKaHEBbIE WX MO/IM3ITUNEHOBLIE

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



Mogenb Pa3mepbl 31EMEHTOB KOHCTPYKLMN (MM) Koneca (Mm)

+/- 5%

Tenexka MeAULHCKas AN TPaHCMOPTMPOBKW/MOCTaBKA (0 150 MM,
MEAVLIMHCKUX W3[eNniA, NEeKapCTBEHHbIX CPEACTB, 060pPYAOBaHMS,
VHCTPYMEHTOB, MePEBS30YHbIX MaTepuasioB B YMakoBKax uam céopa
rPA3HOro 6e/bs B Npefenax oTaena Uan 6oNMbHNLbI.

2901

2 WT.

KOHCTPYKUMS TENexXKn 6asvpyeTcs Ha ABYX KpynHbIX Konecax (O
150 MM), 06ecrneymnBatoLLIMX NIaBHOCTb XOAa.

Pa3mepbl 3/1EMEHTOB KOHCTPYKLMWN TENEXKN (B MM) MpuBEAeHbI Ha
CXEME HUXKE:

590 i |

Tenexkka BblAepXKNBaeT HOMUHaIbHYH Harpysky 50 Kr.
Ycunve, He06X0AMMOe 4J15 NMepeMeLLEHNS TEeNeXKN No TBEPAOW MI0CKOW NOBEPXHOCTU: 65 H.

Tenexxka LBETHbIX, AparoueHHbIX MeTannos u ux cnnasos HE COAEPXXAT.

16. TMepeyeHb H onMcaHMe MaTepUasioB MeAULIMHCKOIO W3AeNMs, UCMOMb3yeMbIX NS
N3rOTOB/MEHNS TEMEXEK:

Martepwnan MNokpbiTHE Mapka, npon3BoanTesb
XpomupoBaHHas CTaslb PamHas Tpy6a 19/22x1.5Mm
KOHCTPpYKUWS,

Tibnor, 3cToHMA,  Mapka

PR PYKOTKY crann AlSI304

AN NEPEBO3KM.
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Cranb c 3MNOKCMXLWbIM  KOP3UHbI 70261274

NOKPbITNEM Lankapaja Oy ®uHnaHaus

ABC+nonumveTtunmetakpunatr  OOGLLUMBKa Konec Tente "'epmaHus
Puretech, PIR 160x40-020

17. CefeHNA 0 maTepuasiax XXHBOTHOI0/4e/10BEHECKOr 0 MPOUCXOXKAEHWS, BXOASLLMX B
coctaB M

B aHHOM MeAULMHCKOM U3eNve He UCMO/Mb3YHTC MaTepuasbl XXMBOTHOTO NMPOUCXOXKAEHMS,
B 1aHHOM MeAULMHCKOM U3AENNE He UCMO/Mb3YHTCA MaTepuasibl YenoBeyeckoro
MPOVCXOXAEHWSI.

18. CBepfeHMA 0 leKapcTBeHHbIX CpeacTBax, BXoaAwmx B coctas M

B faHHOM MeULMHCKOM M3Aenne He UCMO/b3YHTCS IeKapCTBEHHbIE CPeacTBa Uin
(hapmaLeBTUYeCKMEe CyOCTaHLUN.

19. TpeboBaHWs K MOMELLEHNSIM, B KOTOPbIX MpearnonaraeTcss ycTaHoBKa (MOHTaXx)
MeAMLIMHCKOr o M3aenusi.

lNomeLleHne, B KOTOPOM NIaHMPYETCA UCMNOMb30BaHWE [O/HKHO UMETb POBHYHKO HamMosIbHYHO
NOBEPXHOCTb.

20. [e3nH(eKUna 1 0UnCTKa.

Mpu HapyLenny npasu Ae3sNHMEKLNN NPETEH3UN K BHELLHEMY BUAY U3LeNns
npoussogntenem HE NMPNHMMAKOTCA.

MpuUMeHeHe MexaHUUecKnX (abpasnBHbIX) METOLOB OUMCTKM He J0MYyCKaeTcsl.
MpyMeHeHVe pacTBopuTeneli (HNTpopacTBopuTeneidi wnM  aueToHa) HE
JOMYCKAETCA.

[na ouncTkM cnefyeT MPUMEHATb CNaboLLe/oYHble YMCTALLUME CpeACcTBa OOLLEro HasHaueHus
(MblbHas BOJA WM NeHa). s OUYWUCTKM TakKe BO3MOXHO MPUMEHEHUe Ae3VHPULMPYHOLWMNX
CPeACTB C MOWLLMM [eiACTBMEM, TaKuMX Kak: [lepokcuMes, HerTpasibHbIX aHONUToB, JIM3eTosN
A®, CenTtogop-dopTte, BUPKOH,

[e3vHdekumo crnefyeT Npov3BOAUTL MNPOTUPAHMEM OTKPbITBIX MOBEPXHOCTE CMOYEHHOM
AE3VHPULMPYIOLLMM PaCTBOPOM OTXXKATOMN canteTKOiA.

Mocne 06paboTKN WM3AeNUA  LE3UHMDUUMPYIOLMMKU  pacTBopaMy 00A3aTe/IbHO MPOTEPETh
MOBEPXHOCTb W3LENMsi C WCMONb30BaHMEM YMUCTOW BOAbl, a 3aTeM Y[aauTb BCE OCTaTKW
YKUAKOCTU CYXO0i cantheTKoM.

Ana  ge3nHpekuMn  un3gennii - paspelleHbl K NPUMEHEHWUIO  Ae3MH(UUMpYoLWye CcpeacTsa
OTEYECTBEHHOr0 1 3apy6eXXHOro MPOM3BOACTBA U3 CMELYHOLMX OCHOBHbLIX XUMWUYECKUX TPy
COEVHEHWIA:  KaTUOHHLIX  MOBEPXHOCTHO-aKTMBHbIX  BewlecTB  (MAB),  okuciuTtenei,
Xnopcoaepxallinx cpeacTs, CPeACTB Ha OCHOBE MePeKncH BOAOPOLa, CNUPTOB, a/lbAernios.

Mpn nposefeHnn aesnHgpekummn HE JOMYCKAETCA:

- NPUMEHATL PacTBOPbl, KOHLEHTPaLus KOTOPbIX MPEBbLILAET BE/IMYMHY, YCTaHOB/IEHHYIO B
WHCTPYKLMN MO NpUMeHellnto;
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- MpeBblWaTb PEKOMeHAyeMOe Bpems  BblAEPXKU  [Ae3MH(UUMPYIOLWEero pacTsopa Ha
06pabaTbiBaeMbIX MOBEPXHOCTAX.

21. CpokK cnyxo6bl
CpoK cy>6bl MegULMHCKOro n3genvs coctasnset 10 ner.

22. ' YCNoBUSi XpaHeHus, 3KCM/lyaTalumm 1 rpamcrnopTMpoBaHuns

YcnoBus XpaHeHus:
Tenexka AoMKHa XPaHUTLCA B 3aKPbITOM MOMELLIEHNN.

OTHOcuTENbHASA BNaXKHOCTL 20 % ... 90 %

4E/- Temnepatypa xpaHeHus ot -10 °C go +50 °C
[asneHne okpyxatoweri cpegbl 800 ... 1060 mbap

Tenexxka [O/HKHA XPaHUTLCA B 3aKPbITOM TMOMELLEHUW. YCNOBMA XPaHeHUs [LOSIKHbI
cootBetcTBOBaTh «2(C)» no FOCT 15150-69. Bo3agyx MOMeLLeHUs He [LO/HKEH COAepXKaTb
MPYMeCeid, BbI3bIBAKOLLMX KOPPO3NIO. y

Ycnosusa akcnayataumm:
TemnepaTypa akcnnyatauum ot +10 T go +40 X
1 OTHocuTenbHasa BnaxxHocTb 20 % ... 90 %

[aBneHune okpyxatoLein cpeapbl 800 ... 1060 mbap

YCnoBus 'TpaHCnopTUpPOBaHKUS:
Tenexkn cneflyet TpaHCNOPTUPOBaTb B KPbITbIX TPaHCMOPTHLIX CPeACTBax BCeX BWMAOB B
COOTBETCTBUM C NMpaBuiamMmn NepPeBO30K, AENCTBYHOLLMMMN Ha TpaHCMNopTe AaHHOro BMaa.

lemnepatypa npu TpaHcnopTuposaHmn ot -10 °C go +50 °C
OTHOCKUTeNbHas BnaXkHOCTb Bo3ayxa 20 o 90%

TpaHcnopTVpOBaHMe TENEXKN AO0/MKHO OCYLLECTBAATLCS B 3aKPbITbIX TPAHCMOPTHBLIX CpeAcTBax
NO00ro BMfa, B COOTBETCTBMM C MpaBuiaMu MepPeBO3KN FPpy30B, AeACTBYHOLMX AN 3TUX BUOB
TpaHcnopTa. YCnoBWs TPaHCMOPrMpoBaHMA A0/MKHbI COOTBETCTBOBATb YCMOBUAM XPaHEHUsI «5x»
(OXK4)nolNOCT 15150-69.

23. CaefieHMs1 06 yrnakoBKe (cocTaB M OnucaHue)

[enexka nocTaB/isieTcs B COGPaHHOM BUAE.
TenexKka yrnakoBbIBaeTCS B KAPTOHHbI KOpO6.
Kopo6 ycTaHaBNMBaeTCS Ha AEPEBAHHYIO MaseTy.
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O6LWKniA BMA yNaKOBKK

Martepuan ynakoBKU - [1epeBsiHHbI NOAAOH, KapTOH.

Pa3mepbl ynakoBKw 600x450x980 mm (£5%)
Bec B ynakoBke 9,2 Kkr (x5%)

24. PaclumpoBKa CMMBO/I0B, MPUMEHSIEMbIX NPV MapKMPOBaHUM MeAULIMHCKOIO
N3aenmns:

CuMBO/bI, NCNoJib3yemMble HU N30ENNAX

C€ W3penve COOTBETCTBYET OCHOBHbIM TpeboBaHNAM
Ovpektunssbl 93/42/EEC EBpocotosa (MeanuuHcKme nsgenns)

T MMpouTnTE COOTBETCTBYIOLLME UHCTPYKLINN

]1 OCTOpOXXHO, XpYyrKoe

| | JTOI CTOPOHOW BBEPX (OTMETKA Ha YNaKOoBKE)

Bepeub OT Brar u
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+50'C

OrpaHuyeHne TemnepaTypbl NPV TPAHCMOPTMPOBKE MU

1 XpanenHu
N3roToBuTens
SN CepuiiHblii Homep
# BapuaHT ucnonHeHuns/mogenb
MD MeanunHckoe nsgenve

icnonb3oBaHme TONbKO BHYTPU MOMELLEHMS.

MapKMpOBKa C YKa3aHEM YCNOBUIA XPaHEHUS:

eflOroTUN KoMnaHuu Lojer Oy;

NHpopMaumsa 06 ourumanibHOM NMPOU3BOAUTENE N ero afpec;

cumBon CE (cooTBeTCTBME MPOAYKTa EBPOMENCKUM pernaMeHTam);
CUMBO/ OrpaHNYeHne TemnepaTypsl;

CUMBO/ «XPaHUTb B CYXOM MECTEY;

cumBon «OCTOPOXKHO, XPYNKoe»

CUMBON «3DTOW CTOPOHOM BBEPX (OTMETKA Ha YNaKoBKe)»

cumBon «OrpaHnyYeHme TemnepaTtypbl NpU TPAHCMOPTUPOBKE U XPaHEeHU»
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CBefieHVs 0 MapKMPOBKe
Ha Tenexke npeaycmMoTpeHa MapKUpOBOYHas TabnnyKa CnedytoLlero Buaa:

Ay T,

- MoZefib
- CEPUIHBIA HOMep

- HOMep Mo Karanory

- loroTmn KomnaHum Lojer Oy

- MHopmaumsa 06 ouLmManbHOM NPOU3BOAUTESNE U ero ajpec

- laTa U3roToB/IEHNS

- CUMBON «lICM0/b30BaHNE TONIBKO BHYTPU MOMELLEHUSA»

- cumBon «BHuMaHme! O6paTUTECh K MHCTPYKLMK MO MPUMEHEHNIO»

- cumBon CE (COOTBETCTBME MPOAYKTa EBPOMENCKUM perfameHTam)
- CUMBOS «[pOYNTaANTE MHCTPYKLUMIO MO 3KCNyaTauum»

O6pasel, pyCcCKOsA3bIUHOM MapKMPOBKM

Tenexka MeAuLMHCKas B BApMaHTax UCUOMNENKs:

Tenexxka MeguUMHCKas MoauuKauum 291 [Ans  TPaHCMOPTUPOBKW/MOCTABKU  MEAMLMHCKUX  W3Aenuii,
NeKapCTBEHHbIX CpeAcTs, o6opyaosa[H1s, MHCTPYMEHTOB, MEPEBA30YHLIX MAaTepuasioB B YNakoBKax Wiv céopa
rpssHOro 6enbst B Npefenax oTaena uin 6onbHULbLI B COCTaBe:

- VIHCTpyKUma mo akcnayataumm - 1 wir.
- Koneca - 2 w.
- Kpbliwka - 1.

PY Ne oT

Cpok cnyxo6bl - 1o net

d Lojer Oy (Jloitep Oir)
Putajantie 42, 38210 Sastamala. Finland, ®uHnaHaus

CrpaHa npoucxoxgeHus: Finland (PuHNaHAnA)

YNONHOMOYEHHbI npeacTaButens B Poccum: OOO «/loilep Mepukan», 121357. Poccusi, Mockea, .
Bepelickas, A.29, ctpoeHne 134, Ten./dakc +7 495 269 06 95 email: russia@Iloier.coni

25. TexHun4deckoe 06Cl'ly)Kl/IBaHl/Ie N PEMOHT MEANLUMNHCKOIO 1U30eTNA

TeneXxka MWMeeT MpPOCTYH, HAAEXHYH KOHCTPYKUMIO W He TpebyloT  CreumanbHOro
TEXHWUYECKOr0 06CNYyXMBaHUs. [epuoAMYECKniA OCMOTP BK/IKOYaeT B cebs: OCMOTP W Mpw
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HeobX0AMMOCTM MNPOBEPKA WM PEerynvpoBKa pe3bO0BbIX COeAMHEeHWIA. B cnyyae ocnabneHus
Pe3b00BbIX COEANHEHNIA HEOOXOANMO WX 3aTsHYTb. [lepuoanyeckn, He pexke 1-ro pasa B Mecsil,
MPOBEPSTb  HAaAEXHOCTb  KpennieHuss Konec. [py  Heo6X0AMMOCTM MPOM3BOAWTL  3aTSHKKY
Kpenexa.

26. apaHTuUliHbIe 0653aTeNIbCTBA
[apaHTUAHBIA CPOK 3KCMyaTaumMn Tenexku 12 mecsueB CO [HA BBOAAa B 3KCryaTauuio.
apaHTUIAHBINA CPOK XpaHeHWs 24 MecsLa CO LHA U3rOTOB/EHNS.

27. KoMNNeKT NnocTtaBKuU

Tenexka NocTaB/sieTcs B COGPaHHOM BUfE.

Ne n/n HammeHoBaHue Kon-Bo,
LT,

1 Tenexxka MeguUMHCKas Moaudmkauymm 291 1

2 WHCTpYKLMA no aKcnayaTaumm 1

3 Koneca 2

5 Kpbliwka 1

28. TlopsoK OCYLLECTB/IEHMS YTUNN3ALUN U YHUUTOXEHUS MEAULIMHCKOrO M3fenmnst

TeneXka Ve COAEPXUT  KOMMOHEHTOB, CO3JAlOLLUMX  BpefHble  Ans
OKpY>KatoLLel cpefbl haKTopbl.

YTunusaumo KOMIMOHEHTOB TENEXKMN Npon3BoAsaT TONbKO
/h crneumanv3mMpoBaHHble  OpraHM3amuMm HO MepepaboTKe  MPOMbILLIENMbIX
0TXOLO0B.

YTunvsaumio 0TX040B OCYNAEeCTBNATL B COOTBETCTBUM € TpeboBaHuamy CaHlMH
2.1.3684-21 «CaHMTapHO-3N1AeMMONOrnyeckre TpeboBaHUA K COAepXKaHWI0 TEPPUTOPIA
FOPOACKUX W CeNbCKUX NOCENEHUI, K BOAHbIM 06beKTam, NMMTLEBOI BOAE U MUTLEBOMY
BOAOCHAOXEHWNIO HacenieHns, aTMOC(epHOMY BO3AyXY, NOYBaMm, XXWU/bIM NMOMENLEHNSM,
aKcnyaTaumm NPon3BOLACTBEHHbIX, 0OLLECTBEHHBIX MOMELLEHWIA, OpraHn3aumMmn 1 nNpoBeLeHnIo
CaHMTapHO-NPOTMUBO3INUAEMUYECKUX (MPONIAKTUYECKMX) MEPONPUATUI».

29. TpeboBaHMs MO OXPaHe OKpY>KatoLLer cpelbl
[aHHoe MeauUMHCKOe W3genne Mpyv UCMOMb30BaHWW, TPAHCMOPTMPOBKE U XPaHEHUW He
OKa3blBaeT HEraTUBHOIO BO3LEVCTBUSA Ha YenoBeKa M OKPYXXatOLLYO Cpeay.

30. MepeueHb naymonanbHbIX " MEXAYHapOoaHbIX HOPMaTUBHbIX
[O0KYMEHTOB/CTaHAAPTOB, KO FopbIM COOTBETCTBYET MeAULMHCKOIO MU3feNus.

FOCT P 50444-2020 «[pubopbl, annapatel W 060pyAoBaHMe MeguUMHCKMe. ObLume
TEXHUYECKMe yCnoBus»
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FOCT P 51084-2021 «Tenexkn Ans TPaHCMOPTMPOBaHUS MauUMeHTOB W rpy3oB. O6Lye

TEXHUYECKME YC0BUSA»
MOCT P NCO 15223-1-2020 «W3penvs  mepguumHckue. CKMMBOMbI,  MPUMEHSEMbIE  MPU
MapKMpOBaHUM Ha MeANLMHCKNX U3LEeNNsX, STUKETKaX M B CONPOBOAUTENbHON AOKYMEHTALMN,

No
n/n

L [Dwpextvsa 93/42/EEC  MeguumHckve npu6ops!, yCTpoicTsa, 060pyA0BaHHe

N3penna meamumnHckune. Cuctembl ynpasneHus
KayeCcTBOM. TpeboBaHMs K perynnpoBaHuio
V3penna meguunHckue. MNprMveHeHne MeHemKMeHTa
pUCKa K MeAVULNHCKUM N3[ennsam

------- yjlHZ. / H34CNnNC
nmeeT Mapkmposky CE. CornacHo [mpekTunse, 060pyAoBaHMe KNacCUpULMPOBAHO Kak
MeauUMHCKoe nsgenve Knacca l.

O603HaueHne HasBaHue cTaHaapTa

2, ISO 13485:2016

3 EN ISO 14971:2012

31. Peknamauyusa

Mo Bompocam, KacaroLLMMCS KavecTBa MeVLIMHCKOro U3aenusl, na Tepputopun PO

obpalatbcs B KOMMaHUIo
OBLWECTBO C 01 PAHVYEHHOW OTBETCTBEHHOCTbBIO «/IOVIEP MEONKAJT» (000

«JTOVEP MEAKAJI»)
121557, Poccus, MockBsa, yn. Bepeiickas 4.29 cTpoeHune 134
Ten./pakc +7 495 725 06 95

e-mail: russia@lojer.com

www.lojer-medical.ru
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MepeBog ddmu”™o TeKkcTa BbIMOJHEH MePEBOAYNKOM KOTNApoBbIM AHTOHOM ropeBnyem.

Poccuiickas degepaums
["opoz, Mocksa

OovHHAaLATOro anpens Ase ThiCAYN ABafuaTh TPETHLErO roga NooAn
A, Kopew Bnagmmunp KoHCTanTumoBny, HoTapuyc ropoga MockebLliCBrpM nbewy”
noanucu nepesoguvka, KonTaposa AHTOHa ropesuya. n

Mopnuce caenaTOwller19uicy TCTBUN. i

JInyHocTb M caT r% golll eHT ycTaHosneHa. |

3aperncTpupo”™Ho K*eBcTpBl1 MW, 7/2138-H/77-2023- A
Ynnaue! — "bHoOro pgeiicTsua: 400 py6. 00 ko!

Bcero npowwHyposan0771pgHymepoBaHo
N CKPEN/IeHo nevyaTbio 72" nucT(a)(oB)

HoTapuyc
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«YTBEP>XJAHKD» | <APPROVE»

Ynpasnsawowmnin/ChiefExecutive Officer
Antti Ville Tuomas Laine
uTTUK BuSlne Tyomac HanHe

«20» aHBapa 2023 T.
January 20, 2023

USER MANUAL
NHCTPYKUUMA MO SKCTITYATALNA

Tenexxka meanLUMHCKasA B BapunaHTax UCMOSIHEHNA

Tenexka MeaMUMHCKass moguunkaunm 292
Medical device name

iirm thai in accorlance with Finland's Trade Register,

O\-. Vc'0id(\s
hbs the ngnt jrloneftirhrr-tsm-nght together tO represent the company
Lev T N

and that he/shetias / they haneeigned this docurment persoretly.
Tampere, Finland ~3 m ~ XO/A43
Ex officio:

Fee

JENNA JOKINEN
Erityisasiantuntija. julkinen notaari
Specialsakkunnig, notarius publicus
Senior Specialist, Notary Public
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User Manual

Medical cart, Modification 292 for transportation/delivery of

packed medical devices, medicines, equipment, tools, medical

dressing or collection of solid linen within the department or
hospital
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INTRODUCTION
WARNING! For the sake of safety, when using the Medical Cart, Modification 292 for
transportation/delivery ot packed medical devices, medicines, equipment, tools, medical dressing
or collection ot solid linen within the department or hospital (hereinafter referred to as

cart/device) tor the intended purpose, all users shall carefully study this User Manual before
using the device.

1 Developer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone; +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@lojer.com

2. Manufacturer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone:+358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@lojer.com

3. Address of the production site of the medical device
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland

4. Authorized representative of Lojer Oy in the Russian Federation
Limited Liability Company Lojer Medical (LLC Lojer Medical)
29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95

russia@lojer.com
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5. Purpose of the medical device

Medical Cart, Modification 292 is intended for transportation/delivery of packed medical
devices, medicines, equipment, tools, medical dressing or collection fo solid linen within the

department or hospital.

6. Scope

The medical device is used in professional healthcare facilities such as clinics or hospitals.

7. Potential user

This medical device can be used only by medical personnel in hospitals, clinics and medical and

preventive treatment facilities.

8. Indications for use

Intended for transportation/delivery of packed medical devices, medicines, equipment, tools,

medical dressing or collection of solid linen within the department or hospital.
9. Counter indications

Contra indications that apply directly to these devices are currently unknown.

10. Possible side effects and adverse events when using MD
No side effects identified.

11. Classification of medical device

s

The cart refers to Class 1 devices in accordance with Directive 93/42/EEC (MDD) and has CE

mark based on this classification.

12. Type of contact with the human body

The device has no contact with the patient, there are no working parts.
Carrying handle - short-term surface skin contact (less than 24 hours).

13. Risks of using the medical device

The detailed information is provided in the risk management files for the medical device.

14. Description of design of the medical device, the principle of its operation.

Medical cart, modifiction 292 has a rigid welded solid frame. The cart is able to move on

wheels inside the clinic buildings under the action of human muscular effort.

15. Medical device performance and functionality:

Name of MD | Description and functionality of MD | Photographic image

Mass,

Overall
dimensio
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Error:
+/- 5%

ns, mm.

Error:
+/- 5%

Medical Cart,
Modification
292

The cart is a frame structure made
of stainless steel.

The cart is intended for
transportation/delivery of packed
medical devices, medicines,
equipment, tools, medical dressings
or collection of solid linen within
the department or hospital.

A bag for solid linen, or packages
with medical agents and
instruments can be placed on the
lower  support for carriage
(transportation) inside the medical
treatment facility. If a bag for solid
linen is placed on the cart. then the
top of the bag can be fixed on the
upper rectangular frame. The
contents of the bag are hygienically
closed with a lid made of epoxy
coated steel. Two bags (fabric or
polyethylene, 100-150 liters) can be
fixed on the cart, one in each
direction.

530x465
x1000
mm

Model

Dimensions of the structural elements (mm)

Wheels

(mm)
+-5%

292

The medical cart for transportation/delivery of packed medical
devices, medicines, equipment, tools, medical dressings or collection
of solid linen within the department or hospital.

The cart design is based on two large wheels (@ 125 mm), that
provide easy transportation.

The dimensions of the cart structural elements (in mm) are shown in
the diagram below:

0 125 mm,
2 pcs.
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17l

The cart can withstand a nominal load of 50 kg.
The force required to move the cart on a hard flat surface is 65 N.

The cart DOES NOT CONTAIN non-ferrous, precious metals and their alloys.

16. List and description of medical device materials used to manufacture the carts:

Material Coating Brand, manufacturer
Chrome-plated steel Frame structure  Tube 19/22x1.5mm
Lr;ﬂgg Ing a carriage Tibnor, Estonia, steel grade
' AIlSI304
Epoxy coated steel Baskets 70241312
Lankapaja Qy, Finland
ABS+polymethyl Wheel covering Tente Germany
methacrylate
Puretech, PIRI 25x37-012
HL48

17. Information on materials of animal/human origin being part of MD

This medical device does not contain materials of animal origin.
This medical device does not contain materials of human origin.

18. Information on medical agents being part of MD

This medical device does not contain medical agents or pharmaceutical substances.
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19. Requirements for rooms where the medical device is supposed to be installed
(assembled).

The room in which the medical device is planned to be used shall have a flat floor surface.

20. Disinfection and cleaning.

NOT ACCEPTED by the manufacturer. appearance are

The application of mechanical (abrasive) cleaning methods is not allowed. The
use ot solvents (nitrosolvents or acetone) is NOT ALLOWED.

Use general purpose weakly alkaline detergents (soapy water or foam) for cleaning
neutral anolytL, Lisetol AF/

§eep/'ttl)_<|j5r—l|—;c;kr'tel,/\§//ir%n aréla-lqso can be used ior cleaning,

wltt'*rnfecrSto~Umn

f n d A A r e \ t w a t e r ,

_ of domestic and foreign production from the following
mam chemical groups ot compounds: cationic surface-active agent (SAA), oxidizing agents

to be"ustd°™ A A hydrogen peroxide, alcohols, aldehydes are allowed

During disinfection it is NOT ALLOWED:
- to use solutions which concentration exceeds the value specified in the user manunah
- to exceed the recommended exposure time of the disinfectant solution on treated surfaces.

21. Service life
The service life of the medical device is 10 years.

22. Storage, operation and transportation conditions

Storage conditions:
The cart shall be kept indoors.

The storage temperature is between -10 °C and+50
| The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar

R _conditions shall comply with "2(C)" defined I
M 1D110-69. Room air should not contain impurities that cause corrosion.

Operation conditions-
The operation temperature is between +10 °C and +40 "C

The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar
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lransportation conditions:

The carts shall be transported in closed vehicles of all types in accordance with the
transportation rules applicable to this type of transport.

he transportation temperature is between -10 °C and +50 °C
The relative air humidity is between 20 and 90%

The cart shal | be transported in closed vehicles of any kind, in accordance with the shipping rules
‘I;_)q &Biﬁl—) ﬂe];ned m GOST 15150-69. conditions shall meet the storage conditions

23. Infromation on package (list and description)

The cart is delivered in the assembled condition.
The cart is packed in a master carton.

The carton is mounted on a wooden pallet.

General view of the package

Packing material - wooden pallet, cardboard.

Package size 540x475x1010 mm (£5%)
Packed weight [|0kg (£5%0) n

24. Definition of symbols used in labeling of the medical device:
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Symbols used on the devices

c € The device satisfies the main requirements of EU Directive
93/42/EEC (Medical devices)

EE] Read the relevant instructions

This side up (mark on package)

—! Caution, fragile

T Keep dry

/}[ Temperature limitation during transportation and storage
-10°C
d Manufacturer

SN Serial number

# Hardware version/model

MD Medical device

Q Indoor use only.

Label indicating storage conditions:

- Lojer Oy logo;
- information on the official manufacturer and manufacturer address;
- CE symbol (compliance of the device with European regulations);
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- temperature limitation symbol,

- symbol "Keep dry";

- symbol "Caution, fragile"

- symbol "This side up (mark on the package)"

- symbol "Temperature limitation during transportation and storage"

Information on marking
The cart has the following type of marking plate:

MAMUFACTUREO in FINIWCI. LOierOy:;3 ~
LGJER pEasasTama il iy
JMedical t7olley 292 100000292
®LOLA202324010027
- model
- serial number
- part number

- Lojer Oy logo

- information on the official manufacturer and manufacturer address
- date of manufacture

- symbol «Use indoors only»

- symbol «Caution! Refer to the user manual»

- symbol CE (compliance of the device with European regulations)
- symbol «Read the user manual»

Sample of Russian-language marking

Tenexka MeANLUNHCKaA B BapMaHTax UCMOJIHEHUA:

Tenexka MeguUMHCKas Moauukauum 292 Ans  TPaptonopTMPOBKW/MOCTAaBKM  MEAULIMHCKUAX  W3AENUiA,
NeKapCTBEHHbIX CPEACTB, 060PYA0BaHWS, WHCTPYMEHTOB, MEPEBA30UHBLIX MATEpMasioB B YNakoBKax Wi c6opa
rpsi3HOro Genbsi B Npeenax oTAena uin 6onbHULbI B COCTaBe:

- IHCTpyKUMs no akcnayaTtaumm - | .
- Koneca - 2 um.

- Kpbiwka - | wr.

PY Ne oT

Cpok cnyx6bl - HKOnet

| vJ Lojer Oy (Jloitep Oir)
Piitajantie 42, 38210 Sastamala, Finland, ®uHnaHaNsA

CrpaHa npoucxoxaenus: Finland (PuHNAHANA)
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121357, Poccus, Mocksa yn

YnonHomoueHHbI npeacTasuTens B Poccun: OO0 «Jloiiep Megmkan»,
AN

Bepelickas, 4,29, ctpoeHve 134, Ten./dakc +7 495 269 06 95 email: russia@]loier.com

25. Maintenance and repair of the medical device

The cart has a simple, reliable design and does not require special maintenance. Periodic
inspection includes inspection and, if necessary, check and adjustment of threaded connections.
If threaded connections are loose, they shall be tightened. Periodically, at least once a month,
check reliability of the wheels. If necessary, tighten the fasteners.

26. Warranty obligations
Warranty period of operation of the cart is 12 months from the date of commissioning. Warranty

period of storage is 24 months from the date of manufacture.
27. Delivery set

The cart is provided pre-assembled.

Item Name Qt, pcs.
1 The medical cart, modification 292 1
2 User manual 1
3 Wheels 2
5 Lid 1

28. Procedure for disposal and destruction of the medical device

The cart docs not contain environmentally harmful conponents.

Disposal of the cart components is carried out only by specialized industrial
waste processing organizations.

Waste disposal shall be carried out in accordance with the requirements of SanPiN
2.1.3684-21 “Sanitary and epidemiological requirements for maintenance of territories of urban
and rural settlements, for water bodies, drinking water and drinking water supply for the
population, atmospheric air, soils, residential premises, operation of industrial, public premises,
oiganization and implementation of sanitary and anti-epidemic (preventive) measures™\.

29. Environmental requirements
During use, transportation and storage this medical device has no negative impact on humans

and the environment.

30. List of national and international regulatory documents/standards that the Medical
device complies with.

10
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GOST R 50444-2020 Medical devices, apparatus and equipment. General specifications
GOST R 51084-2021 Carts tor transporting patients and goods. General specifications

GOST R ISO 15223-1-2020 Medical devices. Symbols used for marking on medical devices,

labels and accompanying documentation.

Item Designation Title of standard

1 Directive 93/42/EEC  Medical devices, facilities, equipment

Medical devices. Quality management systems.
Regulatory Requirements

Medical devices. Application of risk management to
medical devices

2 I1SO 13485:2016

3. EN ISO 14971:2012

marked. According to the Directive, the equipment is classified as a Class | medical device.

31. Claim letter

On the issues regarding the quality of a medical device in the territory of the Russian
Federation, contact company f

LIMITED LIABILITY COMPANY LOJER MEDICAL (LLC LOJER MEDICAL)
29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia

Phone/Fax +7 495 269 06 95

e-mail: russia@lojer.com

www. bojer-medical.ru
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MepeBoj C aHIMIACKOTO U (DUHCKOTO SI3bIKOB HAa PYCCKUIA A3bIK

«YTBEP>XIOAKO»

YnpaenstoLwmi

AHTTV Bunne Tyomac JlaitHe
noanncb

20 aHBaps 2023 T.

/neyvatb: «Jloliep Oix»
Cactamana, PUHNAHANA
[na yxopfa, NnpocToro B obpalleHnm/

NHCTPYKUNA N0 SKCIJTYATALUNN
Tenexxka MeANLNHCKasa B BapnaHTax HCUOMENNS

Tenexka MeaMUUHCKas MoaudnKaumm 292
HavmeHoBaHne MeANUNHCKOro mnsaenna

/wtamn: HacTosWwmMM CBUAETENbCTBYKD Ha OCHOBaHWMM CBefeHuin u3 Toprosoro PeecTpa
®PuHnaHgun, 410 AHTTU Buine Tyomac JlaliHe WMMeeT MpaBO eAWMHONYHO/ e0BMECTNo
npeacTasnsaTb MHTepecbl «Jloiep Oi» (Lojer Oy) n 4to OH/ OHa/ OHWM nognucan(-a, -H) 3ToT
[AOKYMEHT JINYHO.

r. Tamnepe, ®UHNAHANA 27.01.2023 .

B cuny cBoMX AOMKHOCTHBIX MOHOMOYMIA:

MowymHa: 20 Espo/

Moanucek

/wramn: EHHA MOKWVHEH
Crapwuii cneymanuct. Hotapuyc/

/rep6oBas nevatb: M'epd PUHAAHANM
AreHTCTBO LM(POBBIX U AeMOrpagmyeckmnx AaHHbIX/

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



/IHCTPYKUMA MO SKCIvyaTaLym

Tenexka MeAnUMHCKaA mognpukaumm 292
ANA TPAHCNOPTUPOBKMU/NOCTAaBKU MEAULUUHCKUX U3AENUNA,
NeKapCcTBeHHbIX CpeACcTB, 060pyAOBaHUA, NHCTPYMEHTOB,
NepeBSA30UYHbIX MaTepManoB B ynakKoBKax UAM cbopa rpsA3HOro
benbs B npegenax orgena unn 60abHULbI
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BBEAEHUVE
BHUMAHWE! [insa 6e30macHOCTV NpY UCMO/b30BaHUM TeNeXKN MeaULMHCKON MoandmKauuii
292 pna TPaHCNOPTMPOBKU/MOCTaBKN MeAULMHCKUX U3AENNIA, NEKAPCTBEHHbIX CPeACTB,
060pyLi0BaHNS, MHCTPYMEHTOB, MEPEBA30YHbIX MaTepuasioB B YNakoBKax wiv cbopa rpsasHoro
6enbs B Npeaenax otaena wiM 60nbHUUGI (fanee Lo TEKCTY - Tenexka/ u3aenve) no

Ha3HayYeHWo BCe MOMb30BaTENN AO/IKHbI BHUMATENIbHO M3YUNTb HACTOALLYH VHCTPYKUMIO MO
JKCnnyaraunn 0o Havasia UCNnoab3oBaHUA U3OENUA.

1 PaspaboTumk
Lojer Oy (Jloinep Oi1)
Putajantie 42, 38210 Sastamala, Finland (MyTasaHTne 42, 38210 Cactamana, PUHNAHANA)
Ten.;+358 (0) 10 830 6700
dakc: +358 (0) 10 830 6702 A
1nro(@1o]er.conl
2. [MpousBognTenb
Lojer Oy (Jloitep OA)
Putajantie 42, 38210 Sastamala, Finland (MyTasaHTure 42, 38210 Cactamana, ®PUHNAHANSA)
Ten.:+358 (0) 10 830 6700
dakc: +358 (0) 10 830 6702
info(@loj er.com
3. Appec mMeera Npou3BOACTBA MEAMLMHCKOIO U3Aenmns
Lojer Oy (J1oirep Oit)
Putajantie 42, 38210 Sastamala, Finland (MyTasHTne 42, 38210 Cactamana, PUHNAHANS)
4. YNOMHOMOYEHHbIN HpeacTaBuTenb Lojer Oy Ha Tepputopun PP
O6LLECTBO C OrpaHNYEHHO OTBETCTBEHHOCTLIO «Jloiep Meankan» (OO0 «/floitep Meamkans)
121357, Poccms, Mocksa, yn. Bepeiickas, 4.29, cTpoeHve 134
Ten./thakc +7 495 269 06 95

russia@lojcr.com

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



5. HasHayeHue MeanumHckoro Msgennsa

Tenexka MefuUMHCKas Moaudukaumm 292 npefHasHaueHa 1S TPaHCMOPTMPOBKM/NOCTaBKM
MeAUUMHCKUX  WU3LENNA,  NEeKapCTBEHHbIX  CPeAcTB,  000pPYAOBaHWS,  UHCTPYMEHTOB,
MepeBsi30YHbIX MaTepuasioB B ynakoBKax WAy cbopa rpsisHOro 6Genbs B npefdenax oTAena wm
60/bHULbI.

6. O6nacTtb NpUMeHeHUA

MeauuuHCKoe u3fenne NPUMEHSIETC B NPOMECCUOHANbHLIX MEAULMHCKMX  YUPEXAEHUsIX,
HanpyMep, B KNMHUKAX WK 6ONbHULAX.

7. Morenunanbunblii Nonb3oBaresb

[aHHOe MeauUMHCKOe un3aennMe MOXET ObITb  MCMOMb30BaHO TOMbKO  MeAULMHCKUM
NepPCOHa/IOM B YCNOBUAX 60/bHUL, KIMHUK 1 JTTY.

8. TlokKasaHuA K MPUMeHeHUIO
MokaszaHO ANA TPaHCMOPTMPOBKU/MOCTaBKN MEAMUMHCKUX W3AENNIA, NeKapCTBEHHbIX CPeAcTs,

060pY/A0BaHNS, MHCTPYMEHTOB, MEPEBA30YHbLIX MaTEPUasioB B YMaKOBKax WM cbopa rpsisHOro
6enbs B Npefenax oTaena uin 601bHULbI.

9. TlMpoTnBOMNOKasaHUA

[MpoTnBOMNOKa3aHMs, KOTOPbIE OTHOCATCA HernocpeACTBEHHO K AaHHbIM U3AeNnaM, B HacToALLee
BpeMA HEN3BECTHbI.

10. Bo3MOXKHble MO60YHbIE 3PIEKTbI U HEXEeNaTebHbIE ABMIEHNA NMPU NMPUMEHEHUN
MU
Mo604HbIX 3 heKTOB He BbIAB/IEHO.

11. Knaccngmkaumst MeguLMHCKOro usaenmns
Tenexxka 0OTHOCUTCA K n3genmam Knacca 1B cooTeeTcTBUM € AupekTunsoin 93/42 / EEC (MDD) u
“MeeT MapkunpoBkKy CE Ha OCHOBaHUW [aHHON Knaccupukauu.

12. Bua, KOHTaKTa C OpraHn3MoM YesioBeKa

W3penve He Kou rakTupye r ¢ naumeHToM, paboyme 4actu OTCYTCTBYHOT.
PyKosTKa N8 NepeBo3KUN - MOBEPXHOCTHBIV KPaTKOBPEMEHHBIV (MeHee 24 4) KOHTaKT C KOXEN.
13. PUCKM npumenenms MeULUHCKOro n3genms

Mogpo6Has WHdopMauus npuBedeHa B (hailnax MeHeMKMeHTa puUcKa Mo MeAULMHCKOMY
V3aenmio.

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



14. OnuncaHne KOHCTPYKLUUM MEAVLMHCKOTO U3AENNS, MPUHLIAM ero AeicTBUS.

Tenexka mMeaguLMHCKas Moaudukauum 292 nMeeT XKeCTKUIn CBapHO Hepa3bopHbIA Kapkac.
Tenexka cnocobHa nepeABMraTbCs Ha Kosecax BHYTPW KOPMyCOB KMHUKM NOZ AeACTBMEM
MYCKY/NIbHOIO YCUNNA YeNlOBeKa.

15. TeXHUYECKME XapaKTEPUCTUKN MEAULIMHCKOIO M3MeNnsi, ero (oyHKLMOHa/lbHOe

Ha3Ha4YeHUe:

HavmeHoBaH OnucaHne H  (yHKUMOHanbitoe doTorpadumueckoe nsobpaxeHme Macca, [abaput

He M HasHavyeHne M KT. Hble
pasmepsbl.
Morpe MM.
LWHOCTb
1 +/-5% [orpewun
oCTb: +/-
5%
Tenexka Tenexka  npefcTaBnseT  co6oM 530x465
MeLULUMHCKaa KapKacHyH KOHCTPYKLMIO, xH000
MOAUMMKALM  BbINO/IHEHHYKO U3  HepXKaBetoLLel MM
n 292 CTa/N.
* N
Tenexka  npegHasHayeHa  An4
TPaHCNOPTMPOBKIN/MOCTaBKM R :
MeULNHCKINX n3genuu,
NeKapCTBEHHbIX CPeAcTs, NI
0bopyaoBaHus, WNHCTPYMEHTOB,

MepeBs30YHbIX ~ MaTepuasioB B
yrnakoBkax wm c6opa 1'ps3HOro
Genbs B npegenax oTaena  wau
60/IbHALLbI.

Ma HWKHIOK 0Mnopy MOXeT ObiTb

YCTaHOB/IEH MELIOK AN TPS3HOro
6enbs NGO pasmeLLeHbl YMakoBKU

C MeMKaMeHTamu 7
WHCTPYMEHTaMW AN NepeBO3KM
(TpaHCNOPTUPOBKK) BHYTpYU

NeyebHOro yupencaeHus. B cnyvae,
€C/IM  Ha TefIeXXKY YCTaHOB/eH
MELOK [Anf rpasHoro 6enbs, TO
BEPX  MellKa  MOXeT  OblITb

3aKpen/eH Ha BEPXHei
NPAMOYroNbHOA pamke.
CoaepXXvMoe MellKa TUrMEHNYHO
3aKpbIBaeTCH KPbILLKOWA,

BbIMO/THEHHOM n3 CTa/n C
3MNOKCNAHbLIM MOKPbLITUEM. Ha
TENEXXKE MOryTt ObITb 3aKpenneHbl
TKaHeBble WK NOJNITUIEHOBbLIE
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y MELLIKM, 06beMOM 100-150
JNTPOB).

Mogene Pa3mepbl 3/1eMEHTOB KOHCTPYKLMN (MM) Koneca (MMm)
+/- 5%

292
Tenexka MeJULMHCKas NS TPaHCMOPTUPOBKU/MOCTaBKN 0 125 M,

MEAVLMHCKUX W30eNNiA, NeKapCTBEHHbIX CPEACTB, 06OpYA0BaHUS, 5
MHCTPYMEHTOB, MepeBS30YHbIX MaTepUasioB B ynakoBkax Wm cGopa < LT
rpsi3HOro 6en1bsi B Npefenax oTaena Wim 60bHULbI.

KOHCTpYKUMS TeneXxkn 6asmpyetcs Ha ABYX KpynHbix Konecax (0
125 mMMm), o6ecneymBatoLMX MNaBHOCTb XOfa.

Pa3mepbl 31EMEHTOB KOHCTPYKLMW TeneXku (B MM) NpuBeAeHbl Ha
CXe.Me HIDKE:

530

"1 465

1000 ,

Tenexxka BblAeP>KMBAET HOMUHaNbHYH Harpysky 50 Kr.
Ycunuve, Heo6xo4MMOe ANd NepeMeLLeHns TeIeXKN Mo TBepPLOM NIOCKON noBepxHocTu: 65 H.

Tenexxka LBETHbIX, AparoueHHbIX MeTanios 1 ux cnnasos HE COAEPXXAT.

16. epeyeHb M onucaHWe MaTepuanoB MeAVULIMHCKOrO W3AeNnsi, UCMo/b3yeMbiX At
N3roTOB/IEHNS TENEXeK:

Martepuan lNokpbITHE Mapka, npon3BoanTENb
XPpOMUPOBaHHas CTa/lb PamHas Tpyb6a 19/22x1.5mMm
KOHCTPYKLIAR, Tibnor, 3cToHMA,  Mapka

BKTtOHaA — PYKOATKY .o i AISI304
151 IEPEBO3KM.
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Cranb c 3MOKCUAHbIM  KOp3WHbI 70241312

MOKPLIT/EM Lankapaja Oy ®UHASHANS
ABC+nonumetunmetakpunat  O6LUIMBKa KoseC Tente 'epmaHuns
Puretech, PIR125x37-012
HL48

17. CBegeHMA 0 MaTepuasiax XXMBOTHOI0/4e/I0BEeYeCKOro NpPoNCXoXAeHNS, BXOAALLNX B
coctaB M

B IaHHOM MeMLIMHCKOM U3a€enne He UCMonb3ytoTcs MiTepuanbl XXUBOTHOTO MPONCXOXKAEHNSI.
B IaHHOM MeAULMHCKOM U3AENNe He UCMOMb3YHTCs MaTepuasibl YenoBeYeckoro
MPOUCXOXKIEHNS.

18. CefleHNA 0 NeKapCTBeHHbIX CpeacTBax, BXoaAwmx B coctas M

B JaHHOM MeILIMHCKOM M3aeNie He UCMO/b3YHTCS NIeKapCTBEHHbIE CPeAcTBa UK
(hapmaLieBTUUECKIME CYOCTaHLMN. j

19. TpeboBaHMA K MOMELLEHMAM, B KOTOPbIX MpeanosiaraeTca ycraHoBKa (MOHTaX)
MeANLMHCKOI0 U3Lenns.

MomeLLeHVe, B KOTOPOM MNaHMPYeTCs UCMONb30BaHMe A0/MKHO MMETb POBHYH) Hamo/bHYHO
MOBEPXHOCTb.

20. [e3nH(eKUna 1 04YMC rKa.

Mpu HapyLleHn NpaBu Ae3NH(EKLMN MPETEH3UN K BHELLUHEMY BUAY U3[e/nA
nponssogutenem HE NMPUHUMAKOTCH.

MNprMeHeHWe MexaHNYecKux (abpasvBHbIX) METOA0B OUMUCTKU Me JOMYCKaeTCs.
MNpuMeHeHWe pacTBopuUTenein (MMTpopacTBopuTenen WM auetoHa) HE
A NOMYCKAETCA.

[na OunCTKM cnepyeT MPUMEHATb CNaboLLeNioYHble YMCTALLME CpefcTBa OOLLEro HasHaveHus
(MbinbHas BOfa WM neHa). [/19 OYUCTKM TakKe BO3MOXHO MPUMEHeHWe [e3VHpULMPYHOLLMX
CPeACTB C MOKOLWYMM [AeACTBMEM, TakUX Kak: [Mepokcumep, HeMTpasibHbIX aHOMMTOB, JIM3eTonN
A®, Centogop-PopTe, BMPKOH.

[e3nHpekumo cnefyet MNPOV3BOAWTL NPOTUMPAHMEM OTKPbITBIX MOBEPXHOCTEN CMOYEHHOM
AE3VHPULMPYIOLLMM PacTBOPOM OTXXATOM Ca/lPeTKOM.

Mocne 06pabOTKM  M34eNnA  LE3HMPUUMPYIOLLMMKU  pacTBOpaMu  06A3aTeflbHO  NPOTepeTb
MOBEPXHOCTb W3[eNMA C WCMOMb30BaHMEM YUCTOW BOAbl, & 3aTemM Y[anuTb BCE OCTaTKu
YMIKOCTN CyXOMN CaslPeTKON.

Ona  ae3nHpeKuMn  U3Lennin - paspelleHbl K MPUMEHEHUIO  Ae3MH(UUMpyowme CcpeacTBa
OTEYECTBEHHOr0 ¥ 3apybeXKHOro NpPOM3BOACTBA U3 CIEAYHOLLMX OCHOBHbIX XUMWUYECKUX Py
COEQMHEHWA;  KaTMOHHLIX  MOBEPXHOCTHO-aKTMBHbLIX  BewecTB  (MAB),  okuciuTtenei,
X/TOPCOAEPXKALLMX CPeACcTB, CPEACTB HAa OCHOBE MEPEKMCH BOLOPOAA, CMPTOB, albAernios.

Mpn nposegeHun agesnHpekumn HE JOTMYCKAETCHA:

- MPUMEHATL PacTBOPbI, KOHLIEHTPALMA KOTOPbLIX MPEBbILIAET BEMYUHY, YCTAHOB/IEHHYIO B
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VHCTPYKLUMWN MO NPUMEHEHWIO;
MpeBbIlLAaTb  PEKOMEHAYEMOE BPEMSI  BbIAEPXKKM  A€3VH(MUMPYIOLLEr0 pacTBopa Ha
06pabaTbiBaeMbIX MOBEPXHOCTAX.

21. CpoK cnyxobl
Cpok cny»6bl MeMLMHCKOro nsgenus cocrasnset 10 fieT.

22. YCnoBUsi XpaHeHWM, KCn.1yaTaluuy 1 TpaHCropTMpPOBaHus

YcnoBusa XpaHeHus:
Tenexkka JO/MKHA XPaHUTLCA B 3aKPbITOM MOMELLEHUN.

Temnepatypa xpaHeHus ot -10 °C go +50 °C
r OTHocuTenbHaa BnaxxHoctb 20 % ... 90 %
[asneHne okpyxatoweli cpeabl 800 ... 1060 mbap

Tenexka [O/MKHA XPaHUTbCA B 3aKPbITOM MOMELLEHUW. YCNOBUA XpaHEeHWst [LO/MKHbI
cooteetcTBoBath «2(C)» no MOC I' 15150-69. Bo3gyx NOMELLEHUA He [O/HKeH/-CoaepXaTb
MPUYMECEN, BbI3bIBAOLLMX KOPPO3MIO.

Ycnosua aKcnayatauum:

- Temnepatypa akcnnyataumm ot +10 °C go +40 "C
OTHocuTenbHaa BnaxkHoctb 20 % ... 90 %
[aBneHne okpyxxatoLein cpefpl 800 ... 1060 mbap

Ycnosusa TpaHCNOPTUPOBaHUS:
Tenexxku cnefyet TPaHCMOPTUPOBATL B KPbITbIX TPAHCMOPTHLIX CPefcTBax BCeX BWAOB B
COOTBETCTBMM C MNpaBuIamMn Nepeso3oK, AeiC rBYHOLLMMY Ha TPAHCMNOPTe AaHHOIO BUAA.

TemnepaTypa npu TpaHcnopTuposaHun ot -10 “C go +50 °C
t OTHocuTeNbHada BNaxxHOCTb Bo3ayxa 20 go 90%

TpaHCMOPTPOBaHME TENEXKW [OMKHO OCYLLECTBMATLCA B 3aKPbITbIX TPAHCMOPTHBLIX CPEACTBAX
Noboro BYAa, B COOTBETCTBMUM C NpaBuiaMi MEPEBO3KN TPY30B, AEUCTBYHOLWMX A8 3TUX BUAOB
TpaHCnopTa. YCnoBus TPaHCMOPTUPOBaHMSA [O/MKHbI COOTBETCTBOBATL YCMOBUAM XpaHEHUS «5»
(OXK4) Ho T'OCT 15150-69.

23. CaepeHuA 06 yrnakoBKe (coeTaB M OnvcaHue)

Tenexxka NoCTaB/AETCA B COOPaHHOM BHZE.
TeneXxka ynakoBbIBaeTCs B KAPTOHHbI KOpOO.

Kopo6 ycTaHaBNMBAETCS Ha AEPEBSHHYIO NaneTy.
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O6LWNin BN YNaKOBKM

Martepuan ynakoBKM - [AePeBsiHHbIV MOAA0H, KapTOH.

Pa3mepbl ynakoBku 540x475x1010 mm (£5%)
Bec B ynakoBke 10 Kkr (£5%)

24. PaclwmpoBKa CMMBO/I0B, NMPUMEHSEMbIX NPV MapKUPOBaHUM MeANLMHCKONO
N3aenmns:

CuMBO/bI, ncnoJsib3yemble Ha N3Jennsax

C € W3penve COOTBETCTBYET OCHOBHbIM TpeboBaHUAM
Onpektunsbl 93/42/EEC EBpocoto3a (MeanunHCKme 1U3genns)
T MpoyrnTe COOTBETCTBYOLLME MHCTPYKLUN
o OCTOpPOXXHO, XpyrKoe
1 ]
1 3TOIh CTOPOHOI BBEpX (OTMETKA Ma YNaKOBKE)
1111

Bepeub oT BNaru
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+50*C

OrpaHun4yeHne TemnepaTypbl NpY  TPaHCMOPTUPOBKE W

XpaHeHun
M3rotoBuTesnb
w Ji
SN CepwiiHbIiA HoMep
# BapwvaHT ncnonHeHms/mogens
MD MeauumHCKoe nsgenve

cnonb3oBaHve TOMbKO BHYTPY MOMELLIEHMS.

MapK1pOBKa C YKa3aHWeM YCOBUIA XpaHEHUS:

- noroTmn KomnaHuu Lojer Oy;

- MHopmauma 06 ofuLmanbHOM NPOV3BOAUTESE U €ro afpec;

- cumBon CE (cooTBeTCTBME MPOAYKTa €BPOMENCKMM periaMeHTam);

- CUMBO/1 OrpaHMyeHve TemMnepaTypsbl;

- CUMBOJT «XPaHUTb B CYyXOM MECTEY;

- cMMBON «OCTOPOXHO, XPYMKoe»

- CUMBON «3DTOI CTOPOHOI BBEPX (OTMETKA Ha YMakoBKe)»

- cumBon «OrpaHnyeHne TeMnepaTypbl Npy TPAHCMOPTUPOBKE U XPaHEeHUN»
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CBe/leHUs1 0 MAPKNPOBKE
Ha Tenexke npegycMOTpeHa MapKMpoBOYHas TabnnuKa CreayoLLero Buaa;

UEMNUREQIKM INMLANO

- CEpUiiHbIA HOMep

- HOMep Mo Karanory

- loroTmn KommnaHum Lojer Oy

- HhopMaLma 06 oduLManbHOM NPOU3BOAUTENE U ero agpec

- laTa U3roToB/ieHus

- CUMBON «CM0Nb30BaHNE TONLKO BHYTPU MOMELLEHNS»

- cumBoN «BHUMaHue! OBpaTUTeCh K MHCTPYKLUM MO NPUMEHEHUHO»

- cumBon CE (cooTBeTCTBME MPOAYKTa €BPONENCKUM pernaMeHTam)
- cumBon «lpounTaiiTe MHCTPYKLMIO HO 3KChyaTauum»

O6paseL, pyCcCcKOos3bIUHOV MapKMPOBKM

Tenexxka MefuUMHCKasa B BApUaHTax UCMNOJIHEHUSA:

Tenexxka MeguUMHCKas MOAWGUKaLMM 292 [ns  TPaHCMOPTMPOBKW/MOCTaBKN  MEAMLMHCKUX  U3LENNid,
NeKapCTBEHHbIX CPeACTB, 060PY/O0BaHWS, MHCTPYMEHTOB, MepeBS30YHbIX MaTepuanoB B YMakoBKax WM cGopa
rps3HOro Genbsi B NMpeaenax oTaena Wiv G6onbHULLI B COCTABE:

- VIHCTpyKUWs Mo akcnayaraumm - 1.
- Koneca- 2 TT.

- Kpbiwka | wr.

PY No oT

Cpok cnyx6bl - 10 neT

mJ Lojer Oy (/loitep O)

Putajantie 42, 38210 Sastamala, Finland, ®uHnaHanA

CtpaHa npoucxoxaeHnst; Finland (PuHnsHans)

YNOMHOMOYEHHbIA MpeacTaButens B Poccum; OO0 «/loilep Mepaukan», 121357, Poccusa  MockBa  yn
1" peuckas, A.29, ctpoeHne 134, Ten./hakc +7 495 269 06 95 email: russia(*loier.com

10
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25. TeXHNYeCKoe 06C/TYyXXMBaHME Y PEMOHT MEAULIMHCKOIO U3aeNus

Tenexxka WMeeT NPOCTY, HAAEXHYH KOHCTPYKUMIO U He TpeOylT CheuuanbHOro
TEXHUYECKOTO 06CNYXMBaHWS. epruoanyeckuii oCMOTP BK/KOYAeT B Cebsi: OCMOTP M npu
He0GXOAMMOCTM MPOBEPKAa M PerynvMpoBKa pe3b60BbIX COeAMHEHMIA. B cnyyae ocnabneHus
Pe3bOOBbIX COeAVHEHMI HEOGXOAMMO UX 3aTsHYTb. epuoanyecku, He pexxe 1-ro pasa B Mecsill,
MPOBEPSTb  HAAEXKHOCTb KPemieHus Konec. [pu  HeoGXOAMMOCTM  MPOU3BOAUTL  3aTSHKKY
Kpenexa.

26. MapaHTUIHbIE 06513aTeNbCTBA
| apaHTUAHBIA CPOK 3KCMyaTauun Tenexkn 12 MecaueB CO AHS BBOAA B 3KCMayaTaumio.
"apaHTUIHBIA CPOK XpaHeHWs 24 Mecsua CO AHA U3roTOB/EHMS.

27. KoMNNeKT noctaBku

TeneXxka nocTaB/seTcs B COBPaHHOM BUfE.

Ne n/n HammeHoBaHMe Kon-Bo,
MrT.

1 TeneXxxka MeguUmMHCKas Mogudmkaumm 292 1

2 VIHCTpYyKLUMA no aKcnnyataumm 1

3 Koreca 2

5 KpbiLLka 1

28. TopsiAOK OCYLLECTBMEHMS YTUAMU3ALUN U YHUUTOXEHUS MEAULIMHCKOTO M3aennst

Teneka We COAEPXWUT  KOMMOHEHTOB, CO3AAlOLIMX  BpeAHble  Ans
OKpY>XXatoLLel cpefbl haKTopbl.

YTunnnsauuo KOMIOHepnoB TENEXXKN Nnpon3BoaAT TOJIbKO
cneynanimsnpoBannble opraHmsaumn 1o rlepepa60TKe MPOMbILUNEHHBIX
0TX0A40B.

YTuUnmsaumio 0TX040B OCYLLEeCTB/IATL B COOTBETCTBUM C TpeboBaHMsaMn CaHlMunH
2.1.3684-21 «CaHWUTapHO-3NUAEMMNONOrNYECKIE TPEOOBaHUA K COAEPXKAHMIO TEPPUTOPUIA
FOPOACKMX U CeNIbCKMX NOCENEeHNI, K BOAHbIM 06beKTam, NUTLEBOW BOAE U NMUTHEBOMY
BOZOCHAOXEHWNIO HaceNleHWs, aTMOC(epHOMY BO34yXYy, NOYBaM, XXU/bIM MOMELLEHMAM,
aKcnyaTaumm NPon3BOACTBEHHbIX, OOLLECTBEHHbLIX MOMELLEHWUIA, OpraHu3aL i 1 NPoBeEHNIO
CaHUTaPHO-NPOTMBOANMAEMUYECKUX (NPOUNAKTUYECKMX) MEPOMPUATUIA.

29. TpeboBaHNA MO OXpaHe OKpPY>KatoLLed cpefbl
[aHHoe MeauUMHCKOe W3fenve Mpu  UCMOMb30BaHWUM, TPAHCMOPTUPOBKE U XPaHEHUU He
OKa3bIBAeT HEraTMBHOIrO BO3JENCTBUA Ha YenoBeKa 1 OKPYXXatoLLYHO Cpesy.

30. MepeyeHb HaLMOHabHbIX 7 MeXaYHapOAHbIX HOPMaTUBHbIX
[NOKYMEHTOB/C raHAapToB, KOTOPbIM COOTBETCTBYET MeANLIMHCKOIO M3aenus.

11
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roct P 50444-2020 «[pubopbl, annapatbl K o06o0pyfoBaHMe MeauumHckue. O6Lyme

TEXHUYECKME YC/IOBUSA»
FOCT P 51084-2021 «Tenexku [ TPaHCNOPTUPOBaHUA MauuMeHToB U rpy3os. O6wwe

TEXHUYECKMEe YCI0BUA»
MOCT P NCO 15223-1-2020 «W3pgenma  mMeguunHckme. CUMBOSBbI,  MPUMEHsAeMble  MNpu
MapKMpOBaHUM Ha MeULMHCKUX U3AENnsX, STUKETKAX U B CONPOBOAMTENBHOW [OKYMEHTaLNN.

No
n/n

1 [OvpekTtvsa 93/42/EEC  MeauumHcKme npubopsbl, YCTPoicTBa, 060pyA0BaHmMe

3penna megmumnHckne. Cuctembl ynpasieHUs

KayeCcTBOM. TpeboBaHMs K perynnpoBaHuto

3 EN ISO 14971:2012 3penva meguunHekme. MNprmeHeHne MeHeKMeHTa
pyCKa K MeAULMHCKUM U3Lennam

W3aenvie cOOTBETCTBYET OCHOBHbLIM TpeboBaHmsam AupekTusbl 93/42/EEC (MDD). M3penve

nmeeT Mapkmposky CE. CornacHo [upekTtunse, 060pyLoBaHNe KNacCU(hULMPOBAHO Kak

MeauLMHCKoe n3genve Knacca 1

O603HaueHe HasBaHue cTaHgapTa

2. ISO 13485:2016

31. Peknamauun

Mo Bompocam, KacatoLMMcs KayecTBa MeAMLMHCKOIO U3Aenuns, Ha TeppuTopumn PP

obpawarbca B KOMMaHuIo
OBLLIECTBO C OrPAHVNYEHHO OTBETCTBEHHOCTbLIO «/TOVIEP MEAUKAJT» (OO0

«JTOVEP MEAVKAJT»)

121357, Poccus, Mocksa, yn. Bepeiickas .29 cTpoeHne 134
Ten./thakc +7 495 725 06 95

e-mail: russia@lojer.com

WWW, Djer-medicalru

12
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«YTBEPXXJAIO» /| «kAPPROVE»

Ynpasnatowmit/ChiefExecutive Officer
Antti Ville Tuomas Laine
AHT TN Bunne Tyomac HaunHe
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USER MANUAL
NMHCTPYKUMA MO SKCIMTYATALNA

Tenexxka MeguUMHCKaA B BapuaHTax WUCMOSTHEHUSA

Tenexka MeamumHeKas Mmogupukaumm 650
Medical device name

a]'itii m that in accordance with Finland’s Trade Register,

has Uw nghtalone/hava the nghtJogatherto reprwent the company

L r Ou
and that Ne/stw-has/ they-heveeigned thie document pereonaiy.

Tampere, Finland

Exolfick): L

Fee €
jgNNA JOKINEN
gfityl9«elantuntija, julkinen notaan
gp*ciil9akkunnig. notarius publicu?
ienlor Specialist, Notary Public
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User Manual

Medical cart, Modification 650 for N
storage/transportation/delivery of medical devices, medicines,
equipment,tools, medical dressing within the department or
hospital
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INTRODUCTION
WARNING! For the sake of safety, when using the Medical Cart, Modification 650 for
storage/transportation/delivery of medical devices, medicines, equipment,tools, medical dressing

within the department or hospital (hereinafter referred to as cart/device) for the intended purpose,
all users shall carefully study this User Manual before using the device.

1. Developer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info(@lojer.com
2. Manufacturer
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
Phone: +358 (0) 10 830 6700
Fax: +358 (0) 10 830 6702
info@lojer.com
3. Address of the production site of the medical device
Lojer Oy
Putajantie 42, 38210 Sastamala, Finland
4. Authorized representative of Lojer Oy in the Russian Federation
Limited Liability Company Lojer Medical (LLC Lojer Medical)
29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95

russia@lojer.com

5. Purpose of the medical device
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Medical Cart, Modification 650 is intended for storage/transportation/delivery of medical
devices, medicines, equipment,tools, medical dressing within the department or hospital.

6. Scope

The medical device is used in professional healthcare facilities such as clinics or hospitals.

7. Potential user

8. Indications for use

Intended for storage/transportation/delivery of medical devices, medicines equipment tools
medical dressing within the department or hospital. equipment,tools,

9. Counter indications
Contra indications that apply directly to these devices are currently unknown.
10. Possible side effects and adverse events when using MD

No side effects identified.

11. Classification of medical device

of contact with the human body

The device has no contact with the patient, there are no working parts.
Short-term surface skin contact (less than 24 hours).

13. Risks of using the medical device

I he detailed information is provided in the risk management files for the medical device.

14. Description of design of the medical device, the principle of its operation.

WhHEEILTMIEL te BIfATR buildings under the action of human muscular effor{ Ple to move on

15 Medical device performance and functionality:
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Name of MD  Description and functionality of MD  Photographic image Mass, Overall
kg. dimensio
ns, mm.
Error:
+-5%  Error:
+/- 5%

Medical Cart, The anesthesiologist cart frame is 3.2
Modification  made of chrome-plated steel tube. ’ )Zgg())érﬁ?n

650
Surfaces of the cart frame and
drawers are made of stainless steel.

The cart is equipped with six easy-
pull drawers, one of which is
lockable.

On the rear wall of the cart there is
a lattice basket for catheters and
hoses.

The cart 650 has a side rail on the
side wall for attaching suction
apparatus  vessels, oscilloscopes,
pressure gauges, catheters, etc.

Hooks for hanging scissors and
pliers are located under the rail.

On the opposite side wall there is a
sliding table.

The structure is supported by four
antistatic wheels with of 125 mm in
diameter, 2 wheels with brakes.

The tabletop has protective sides.

The  cart is intended  for

storage/transportation/delivery  of
medical devices, medicines,

equipment,tools, medical dressings
within the department or hospital.

Model Dimensions of the structural elements (mm) Wheels
(mm)
+/- 5%

The medical cart for storage/transportation/delivery of medical 5 195 ym
devices, medicines, equipment, tools, medical dressings within the ’
department or hospital.

The cart is made ol steel, which ensures strength and durability of the
structure.

The cart design is based on large wheels (0 125 mm), which ensure a

4 pcs.
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smooth ride.

The cart can withstand a nominal load of 75 kg.
The force required to move the cart on a hard flat surface is 90 N.
The cart DOES NOT CONTAIN non-ferrous, precious metals and their alloys.
i

16. List and description of medical device materials used to manufacture the carts

Material Coating Brand, manufacturer
Chrome-plated steel Cart surfaces and Tibnor, Estonia, steel grade
drawers AISI304
ABS+polymethyl Wheel covering Material - conductive
methacrylate polypropylene, model GKR-

S-125 PTE  manufacturer
Manner, Finland

17. Information on materials of animal/ human origin being part of MD

This medical device does not contain materials ot animal origin.
This medical device does not contain materials of human origin.

18. Information on medicinal agents being part of MD

This medical device does not contain medicinal agents or pharmaceutical substances.

19. Requirements for rooms where the medical device is supposed to be installed
(assembled).

The room in which the medical device is planned to be used shall have a flat floor surface.

20. Disinfection and cleaning.

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



A In case of violation of the disinfection rules, claims to the device appearance are
NOT ACCEPTED by the manufacturer.

The application of mechanical (abrasive) cleaning methods is not allowed. The
A use of solvents (nitrosolvents or acetone) is NOT ALLOWED.

Use general purpose weakly alkaline detergents (soapy water or foam) for cleaning.

Dismtectants with a detergent action, such as: Peroximed, neutral anolytes, Lisetol AF
beptodor-Forte, Virkon are also can be used for cleaning.

Disinfection should be canied out by wiping exposed surfaces with a squeezed wipe moistened
with a disinfectant solution.

After treating the device with disinfectant solutions, be sure to wipe the device surface using
clean water, and then remove all residual liquid with a dry cloth.

For disintection of devices, disinfectants of domestic and foreign production from the following
mam chemical poups ot compounds: cationic surface-active agent (SAA), oxidizing agents
tel tngme-é:ontammg agents, agents based on hydrogen peroxide, alcohols, aldehydes are allowed
0 be used.

During disinfection it is NOT ALLOWED:
- to use solutions which concentration exceeds the value specified in the user manunak
- to exceed the recommended exposure time of the disinfectant solution on treated surfaces.

21. Service life
The service life of the medical device is 10 years.

22. Storage, operation and transportation conditions

Storage conditions:
The cart shall be kept indoors.

The storage temperature is between -10 “C and+50 °C
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 rnbar

The cart shall be kept indoors. The storage conditions shall comply with "2(C)" defined in
GOS 115150-69. Room air should not contain impurities that cause corrosion.

Operation conditions:
The operation temperature is between +10 °C and +40 °C
The relative humidity is 20 % ... 90 %
The air pressure is 800 ... 1060 mbar

Transportation conditions:
The carts shall be transported in closed vehicles of all types in accordance with the
transportation rules applicable to this type of transport.

The transportation temperature is between -10 °C and +50 °C
The relative air humidity is between 20 and 90%
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The cart shall be transported in closed vehicles of any kind, in accordance with the shipping rules

in force for these modes of transport. Transportation conditions shall meet the storage conditions
"3" (OZH4) defined in GOST 15150-69.

23. Infromation on package (list and description)
The cart is delivered in the assembled condition.
The cart is packed in a master carton.
The carton is mounted on a wooden pallet.

General view of the package

Packing material - wooden pallet, cardboard.

[Package size 95%550x860 mm (£5%)
IPacked weight 75.2 kg (£5%)

24. Definition of symbols used in labeling of the medical device:

S on Vi

c € The device satisfies the main requirements of EU Directive
93/42/EEC (Medical devices)

EE Read the relevant instructions
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Caution, fragile

AA s
M This side up (mark on package)
Ti
Keep dry
f f
ror Temperature limitation during transportation and storage
-10C
ko Manufacturer
SN Serial number
# Hardware version/model i
MD Medical device

Indoor use only.

Label indicating storage conditions:

1 107,
Relative ak humidity 20% to 90
Air pressure 800 hPa to 1060 bPaLL|

e j f frulm

mLojer Oy logo;

mntormation on the official manufacturer and manufacturer address-
CE symbol (compliance of the device with European regulations); ’
temperature limitation symbol;

symbol "Keep dry";

symbol "Caution, fragile"

symbol "This side up (mark on the package)"

symbol "Temperature limitation during transportation and storage™
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Information on marking
The cart has the following type of marking plate:

- model
- serial number
- part number
- Lojer Oy logo
- intormation on the official manufacturer and manufacturer address
mlate of manufacture
*symbol «Use indoors only»
symbol «Caution! Refer to the user manual»

symbol CE (compliance of the device with European regulations)
symbol «Read the user manual»

Sample of Russian-language marking

Tenexka MeanunHcKkan 8 BApPHAHTAX HCNONIHEHMSN: |

Tomamaean  coe_..

nsnen*" n ~é&H W x céeac'™“o086Mnoél!” A/TpaHCnopT,,PoBK,,/NOCTaBK,, MeAULMUHCKUX
oTAena wim 6onbHWLbI B cocTaBe: ' NnepeBA30YHbIX MaTepuasioB B Mpefenax

- VIHCTpyKUMA no akcnayatauuy - 1.
- Koneca - 4 ur.

- BbIABWKHOM SALLMK - 6 LUT.

- BbigBxHol cTonmk - | w.

PY Ne oT

Cpok cnyx6b! - 10 net

LLIl Lojer Oy (Jloitep On)

Putajanlie 42, 38210 Sastamala, Finland, ®uHnaHaus

CrpaHa npoucxoxgenus: Finland (PuHNaHANSA)
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YNONHOMOYEHHbIN  npeacTaButens B Poccun; OOO «Jloliep Menukan» ,
, epewckasi, 4.29, cTpoeHne 134, Ten./dakc +7 495 269 06 95 email; russia@loier.com ’ Mocksa, Y.

25. Maintenance and repair of the medical device
The cart has a simple, reliable design and does not require special maintenance Periodic

insption includes: tnspection and, if necessary, check and adjustment of threaded connections
cneck reiiabihty of the wheels. Tf necessary, tighten the fasteners. ~-nth;

26. Warranty obligations

Mte of commissioning,

Warmmy ™" 'l .
¢ ant\ period ol storage is 24 months from the date of manufacture.

27. Delivery set

I he cart is provided pre-assembled.

Item Name Ot pes
1 Ihe medical cart, modification 650 1
2 User manual T
Wheels 4
6 Drawer 6
1

0 1Miding table
28. Procedure for disposal and destruction of the medical device

The cart does not contain environmentally harmful conponents.

Waste disposal shall be carried out in accordance with the requirements of SanPiN 2 1-7634 21
*of "Pe populaiion.

mmospherit air «>ils i7A7nrh7'"'~
PPOIPP -1 -. «p..ia.,,0.
measures”.

29. Environmental requirements
“Y*"PP P« "P "P«.il.. i™p... 0,,

[13 I" |*1 ™M T™M nee P » (A1
. H L

10
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D Medical devices, apparatus and equipment. General specifications
GOST R 51084-2021 Carts for transporting patients and goods. General specifications

GOST R ISO 15223-1-2020 Medical devices. Symbols used for marking on medical dewces

labels and accompanying documentation.

Item Designation Title of standard

|l Directive 93/42/EEC  \edical devices, facilities, equipment

Medical devices. Quality management systems.

Regulatory Requirements

3 EN ISO 14971:2012 Medical devices. Application of risk management to
medical devices

A
“ \C 1ne aevice ISLb

2. ISO 13485:2016

marked. According to the Directive, the equipment is classified as a Class | medical device.

31. Claim letter

On the issues regarding the quality of a medical device in the territory of the Ru33|an
Federation, contact the company
LIMITED LIABILITY COMPANY LOJER MEDICAL (LLC LOJER MEDICAL)

29, Vereyskaya Str., bldg. 134, Moscow, 121357, Russia
Phone/Fax +7 495 269 06 95

e-mail: russia@lojer.com

www.lojer-medical.ru
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MepeBoa C aHTMMIACKOTO ¥ (OUHCKOTO I3bIKOB Ma PYCCKUIA A3bIK

«YTBEP>XOAKO»

YnpaBnstoLmia

AHTTM Bunne Tyomac flaiiHe
nognnce

20 aHBaps 2023 .

/neyatb: «Jloiep Oix»
Cacraxmana, ®UHNAHANA
[ns yxofa, npocToro B obpatyeHunm/

NHCTPYKUUA N0 SKCIIJTYATALNN
Tenexka MeALMHCKas B BapuaHTax UCMOSIHEHWS

Tenexka MmegnuuHcKasa mogmdukaumm 650
HavmeHoBaHWe MegULMHCKOro n3genns

/wramn: HacToswwmm CBMAETENbCTBYKDO Ha OCHOBaHMW CBefeHWin M3 Toprosoro PeecTpa
®PUHNAHAMKW, 4YTO AHTTU Bunne Tyomac JlaiiHe WMeeT MpaBO eAMHONYHO/ COBMECTHO
npeacTaBnaTb MHTepeckl «Jloiep Oi» (Lojer Oy) n yto OH/ oHa/ OHWM nognucan(-a, -u) 3TOT
[LOKYMEHT JINYHO.

r. Tamnepe, ®PUHNAHANA 27.01.2023 .

B cuny cBovX AOMKHOCTHBIX NOSHOMOYMWIA:

MowymHa: 20 Espo/

MNoanucek

/wtamn: EHHA NOKWHEH
Crapwwin cneypanuct. Hotapuyc/

/repboBas neyatb: epd PUHNSHANN
ATeHTCTBO LMDPOBLIX 1 AeMOrpadMyeckmx AaHHbIX/
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VHCTPYKUMS MO SKCIVyaTaLym

Tenexka MegnuunHckasa mogupumkaynm 650
ANA XpaHeHUA/TPaHCNOPTUPOBKU/NMOCTAaBKN MEAULUHCKNX
n3fenunin, NneKapcTBeHHbIX CpPeACcTB, o6opyLoBaHuA,
MHCTPYMEHTOB, NMEPEBA30YHbIX MaTepunanos B npefjesiax oTaena
nnn 60NbHULbI

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



BBEAEHWE
BHUMAHWE! [nsa 6e30nacHOCTA NpKY UCMOMb30BaHUM TeneXku MeanUMHCKON MoanprKaumin
650 gns XpaHeHWs/TPaHCMOPTUPOBKU/HOCTaBKA MEAULMHCKUX U3LEeNNIA, NTeKapCTBEHHbIX
CpefcTB, 060py0BaHMS, MHCTPYMEHTOB, NEPEBA30YHbLIX MaTepMasioB B Npeaenax oTaena um
60NbHMLBI (Jasee MO TEKCTY - TeNeXKa/ U3henve) no HasHauyeHWHo BCe NOIb30BATENN AOKHbI

BHVMATE/bHO U3YYUTb HACTOSLLYIO VIHCTPYKLMIO MO 3KCMTyaTalmy [0 Hayana UCrosib30BaHus
U3nenus.

1 PaspaboTumk
Lojer Oy (Jloiiep On)
Pulajantie 42, 38210 Sastamala, Finland (IMyTtasHTue 42, 38210 Cactamana, PUHNAHANA)
Ten.:+358 (0) 10 830 6700
®dakc: +358 (0) 10 830 6702
info(@lojer.com
2. [lpousBoguTenb
Lojer Oy (Jloitep OW)
Putajantie 42, 38210 Sastamala, Finland (FlytasHtue 42, 38210 Cactamana, PUHNAHANA)
Ten.:+358 (0) 10 830 6700
®dakc: +358 (0) 10 830 6702
infoi@Iojer.com
3. Apgpec MecTa NMpou3BOACTBA MEAMLMHCKOIO 13aenms
Lojer Oy (J1oirep Oin)
Putajantie 42, 38210 Sastamala, Finland (MyTasaHTne 42, 38210 Cactamana, PUHNAHANS)
4. YnonHOMOYeHHbIN npeactaBuTens Lojer Oy Ha Tepputopumn PP
OOLLECTBO C OrpaHUYeHHOM 0TBETCTBEHHOCTLIO «Jloriep Meaunkan» (OO0 «/loiep Meaukan»)
121357. Poccusi, MockBa, yn. Bepeiickas, A.29, ctpoeHue 134
Ten./thakc +7 495 269 06 95

russia@lojer.com

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



5. HasHaudeHne MegnumHcKoro 3genuns

Tenexka MeaMLIMHCKas MoAM(MKaLIM 650 npeaHasHaveHa Ans
XPaHeHWS/TPaHCMOPTMPOBKN/MOCTAaBKA  MEAWLMHCKMAX — W3[eNNiA, NeKapCTBEHHbIX CPEACTB,
060pY/A0BaHs, UHCTPYMEHTOB, NEPEBA30YHbIX MaTepUanoB B Npeaenax oTAena Uin 601bHULbI.

6. O6nacrb HPHMCHEHHS

MeauUMHCKOe U3aenne NPUMEHSIETCS B MPOMECCUOHA/bHBIX MEAULMHCKMX  YUPeXAEHUsIX,
HanpuMep, B KMHMKaX WA 60/bHMLAX.

7. TlloreHumanbHbIH Mosib3oBaTe/b

[aHHOe MeaMUMHCKOe wu3fenine MOXET OblTb  MCMO/Ib30BaHO TOSIbKO  MeAVLMHCKAM
MepPCoHaIOM B YCNOBUAX B60MbHULL, KAMHUK 1 JTTY.

8. Tlloka3aHuA K NPUMCHEPHIO

MokasaHO  Ana  XpaneHus/TpaHCNOPTUPOBKU/MOCTaBKN MEAULMHCKUX U3,
NeKapCTBEHHbIX CPeACTB, 000pPYLOBaHWSA, WHCTPYMEHTOB, MEPEBA30YHBIX MaTepuasioB B
npegenax otgena unm 60bHULbI.

9. TpoTuBONOKasaHUA

[MpoTnBOMNOKa3aHUA, KOTOPble OTHOCATCS HenoCcpeACTBEHHO K AaHHbIM U3[eNnsaM, B HacTosLLee
BPEMA HEN3BECTHGI.

10. Bo3mMOXKHbIe MOB0YHbIE 3PIEKTHI U HEXKENATENbHbIE ABMIEHUA MPY NPUMEHEHNN
MW
110604HbIX 3()(heKTOB He BbIAB/IEHO.

11. Knaccngmkaumst MeguLMHCKOro mnsaenns
Tenexxka OTHOCUTCA K M3tenunam Knacca 1B cooTeeTcTBUM ¢ Aupektusoii 93/42 /| EEC (MDD) u
nmeeT Mapkuposky CE Ha OCHOBaHUW [AHHOW KiacCuuKaLmu.

12. Bup KOHTaKTa c opraHM3sMoM 4esioBeKa

W3aenve He KOHTaKTUPYET C NaumMeHToM, paboume YacT OTCYTCTBYHOT.
MOBEPXHOCTHBIV KPaTKOBPEMEHHbIN (MeHee 24 4) KOHTAKT C KOXEi.
13. PUCKM NpUMEHeHNA MeAULUMHCKOIo 1U3aenus

MogpobHas wHGopmauna npuBeAeHa B haiinax MeHeMKMEeHTa pucka Nno MeauLUHCKOMY
U3Aenuio.

14. OnucaHne KOHCTPYKLUUN MEAVULIMHCKOTO U3eNnsi, NMPVHLNM ero AeiicTBUS.
lenexkka MeAMUMHCKas MoandurKaummn 650 MMEeT XKECTKMIA CBapHOI Hepa3bopHbIA KapKac.

Tenexkka Cnoco6Ha nepefBuraTbCs Ha Konecax BHYTPU KOPMYCOB KAMHWKW MOZ AEACTBYEM
MYCKY/bHOTO YCUNS YenioBeKa.
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15. TexHN4YecKue XapakTepucTUKN MeAULMHCKOIo U3fenns, ero PyHKLUNOHaIbHOe

nasmavyenme:

HatvevoBaH OnumcaHve 1 dyHKUMOHa/IbHOE  dboTorpadinyeckoe 13obpakeHre  Macca, MabapuT

He M HasHayeHve M KT. Hble
pasmMepb,
lNorpe MM.
LLIHOCTb
:+/-5% [orpeLm
ocTb: H-
5%
Tenexka Kapkac TENeXKu ans 73,2 785x540
MeJVLMHCKAsA aHecTe3nonora  BbIMOSHEH n3 x850 mMm
MOAMMUKALWM  XPOMMPOBAHHOI CTaslbHOW TPYObl.
n 650

MoBepXHOCTM Koprnyca Tenexku u
BbIABMKHbIE  ALLMKM - m
HepYKaBeroLLE CTan.

Tenexka CHabXxeHa LLECTbIO
NerkosblgsuraroliMMnca ALLMKaMu,
OAVH M3 KOTOPbIX C 3aMKOM.

Ha 3agHeil  CTEHKE  TeneXKu
MMeeTCA pelleTyaTas KopavHa s
KaTeTepoB W LL/TAHIOB.

Ha 6G0KOBOI1 CTeHKe Tenexku 650
pacronoXxeH OOKOBOW penbc  Ans

3aKpen/eHns pesepByapoB
0TCOCOB, OCLIM/N/OCKONMOB,
npu6opos ans 13MepeHus

[aBNIEHNs, KaTeTepoB U T. [,

Mog  penbcoM  PacronoXeHbl
KPHOKM ans MoABELLVBaHNSA
HOXHML, 1 LLMMLIOB.

Ha npoTnBONONOXHON 6GOKOBOW
CTEHKE  WMEETCS  BblBVKHON
CTO/NVIK.

KoHCTpyKumS onupaeTcs Ha
YeTblpe aHTUCTATUYECKUX Koseca
AvameTpoMm 125 mm, 2 Koneca C
TOPMO3amu.

Ha CTONeLwHmLe n.MeroTcA
3alnTHbIE BopTa.

Tenexxka  npefHasHaveHa 4.9
XpaHeHWs/TpaHCNopTUPOBKIU/MOCTa
BKM MEeANLMHCKIMX n3aenu,
NeKapCTBEHHbIX CpeacTs,
obopyaoBaHus, WNHCTPYMEHTOB,
MepeBs30YHbIX  MaTepuasioB B
npefenax oTAena unm 601bHULI.
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Mogenb Pa3mepbl 3/1eMentoB KOHCTPYKLMUKN (MM) Koneca (Mm)
+/- 5%

650
Tenexka MeguUMHCKas AN Xpanenns/TpaHCriopTupoBku/noctaskn 0 125 mwm,

MEAVNLMHCKNX W3LEeNNiA, NeKapCTBEHHbIX CpeacTs, 060pyAoBaHMs,
WNHCTPYMEHTOB, MEePeBA30YHbIX MaTepuaioB B Mnpeaenax oTaena wim
60/IbHULIbI.

4 .

TeneXkka BbIMONMHEHA U3 CTa/nM, UTO OGECTEYMBAET MPOYHOCTb U
[07ITOBEYHOCTb KOHCTPYKLIMMN.

KOHCTpyKUMA Tenexkun 6asmpyeTcd Ha KpynHbix Konecax (0 125
MM), 06ecreymBaroLLMX NNaBHOCTb XOAa.

Tenexxka BblAePXKMBAeT HOMUHAIbHYHO HarpysKy 75 K.
Ycunuve, HeobxoayrMoe Ana nepeMeLLeHns TeNeXKN no TBepAoi naockoi nosepxHoctu: 90 H.

Tenexka LBETHbIX, AparoueHHbIX McTcuwios 1 ux cnnasos HE COAEPXKAT.

16. [lepeyeHb WM onucaHWe maTepuasioB MeAHUUUCKOro M3Aenus, MUCMNofb3yemMbixX ANs
N3roroB/iENNA TENEXKEK:

MaTtepuanbl, UCMONb3yeMbIE /151 U3rOTOBEHNS TENEXKN MoaudmKauum 650:

MaTtepuan MokpbITHE Mapka, Npon3BoanTeNb
XpomunpoBaHHasa cTaslb MoBepxHOCTH Tibnor,  OcTOHMS,  Mapka
TeNeXKM n craam AISI304
BbIBWKHbIE ALLMKM
ABC+HonMmeTunmetakpunat  OO6LIMBKa KOMec Martepunan, MPOBOAALLNIA
NONUNPOMNWEH, MopAenb
GKR-S-125 PTE
npou3BoAnTENb Manner,
PUHNAHANA
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17. CsefeHUA 0 MaTepuaniax >XMBOTMOro/4esIoBeYeCKOro NPOUCXOXAeHNS, BXOAALLNX B
coctas M

B fjaHHOM MeAMLMHCKOM U3[enne He UCNO/b3YTCA MaTepuabl XXMBOTHOIO NPOUCXOXAEHNS.
B fjaHHOM MefMLMHCKOM n3fenne He UCMosb3yrTcAa MaTepuasbl YerioBEYECKOro
MNPONCXOXAEHNA.

18. CefeHMA 0 NeKape rBeHHbIX CpeAcTBax, BXoaAawmx B coctas M

B faHHO.M MeULMHCKOM W3Ae/nne He UCMO/b3YHTCA /leKapCTBEHHble CpeacTsa Uin
(hapMaLeBTMYeCKMEe CyOCTaHL M.

19. TpeboBaHMsi K MOMELLEHMSM, B KOTOPbIX MpeanonaraeTcs ycTtaHoBKa (MOHTaxK)
MeAVLIMHCKOr0 13aenusi.

lNomeLleHne, B KOTOPOM M/IaHMPYETCA UCNONb30BaHWE [O/MKHO MMETb POBHYHKO HamMosbHYH
NOBEPXHOCTbL.

20. le3nHeKUMS 1 04YNCTKA.

Mpn napyennn npasun Ae3sNHMeKUUN NPETEH3UN K BHELLHEMY BUAY U30e/NS
npoussoantenem HE NMPNHUMAKOTCH.

MprmeHeHWe MexaHN4YecKux (abpasvBHbIX) METOL0B OYMCTKM He [OMYCKAEeTCS.
MNpuMencnHe pacTBOpUTENein (HUTpopacTBopuUTeNnen wWnn aueTtoHa) HE
YK nonyckaercs.

[n18 04nMCTKM crieflyeT NPUMEHATb CNaboLlenoyHble YUCTALMe CpeAcTBa OOLLEro HasHaveHus
(MblNbHas BOfa WX NeHa). [NA OUYNCTKM TakKe BO3MOXHO MPUMEHEHWE Ae3NHPULMPYHOLLMX
CPeACTB C MOKLWMUM [eiACTBUEM, TaKMX Kak: [epokcumes, HeWTpasbHbIX aHONUTOB, JluzeTon
A®, Centogop-dopTe, BUPKOH.

[e3nHpekumno cnefyet MNPOM3BOAWTL NPOTUPaHWEM OTKPLITHIX MOBEPXHOCTENM CMOYEHHOM
Ae3VHMULMPYIOWMM PacTBOPOM OTXKATON CaneTKOiA.

Mocne 06paboOTKM  M3L4eNna  Ae3UHPUUMPYIOWMMKM  pacTBopaMu 065A3aTeflbHO  MPOTepeTb
MOBEPXHOCTb M3AeNMA C UCMONb30BaHWEM YMCTOM BOAbl, a 3aTeM YyAauTb BCE OCTaTKM
XXMAKOCTW CyXOW CanheTKOiA.

Ona  pesnHekuun  n3gennid  paspelleHbl K NPUMEHEHUIO  Ae3nHMUUMPYIOLLME  CpeacTBa
OTEYeCTBEHHOIr0 U1 3apy6eXKHOro MpPOM3BOACTBA M3 CMEAYIOLMX OCHOBHBLIX XMMUYECKUX Tpynmn
COEUHEHWIA:  KATMOHHbLIX  MOBEPXHOCTHO-aKTUBHbIX  BeuwlecTB  (MAB),  okucnuTenen,
XNOPCOAepXKaLLmMX CPeacTB, CPeACTB Ha OCHOBE Mepekncy BOLOPOAa, CNPTOB, a/lbAeraoB.

Mpwn nposegeHun gesnHpekunn HE JOMYCKAETCA:

- NMPUMEHSATb PacTBOPbI, KOHLEHTPaLMA KOTOPbIX MPEBbILLAET BENMUMHY, YCTaHOB/IEHHYHO B
WHCTPYKUMN HO NMPUMEHEHWIO;

- MpeBbllaTb PEKOMEHAYEMOe BpeMs  BbILEPXKM  [Ae3UHPUUMPYIOLEro pacTteopa Ha
06pabaTblBaeMbIX MOBEPXHOCTAX.

21. CpoK cny»6bl
Cpok cny6bl MefMunHCKoro mns/lenna coctasnset 10 ner.
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22. YcnoBusa XpaHeHna, akcnayatauum n TpaHCnopTupoBaHmnA

YcnoBus XpaHeHus:
Tenexkka [o/MKHa XpaHUTLCA B 3aKPbITOM NMOMELLEHUN.

TemnepaTypa xXpaHeHusa ot -10  go +50 °C
OTHocKuTeNbHas BnaxxHoOCTb 20 % ... 90 %
[aBneHne okpyxatoLein cpedpl 800 ... 1060 mbap

Tenexxka [O/MKHA XPaHWUTbCA B 3aKPbITOM MOMELLEHUW. YCMOBUA XPaHEHUs [LO/IKHbI
cooteetcTBoBath «2(C)» nmo MOCT 15150-69. Bo3gyx nomeLleHVss He LO/MKEH COAepXKaTb
MPVYMECENA, Bbl3bIBAOLLMX KOPPO3ULO.

Ycnosus akcnnyartalumu:
Temnepatypa akcnayatauum ot +10 °C go +40 X
I OTHocuTenbHada BnaxkHocTb 20 % ... 90 %
[aBneHne okpyxatoLein cpeabl 800 ... 1060 mb6ap

YCnoBvst TPAHCMOPTUPOBAHMS: n

Tenexkn crefyeT TPaHCMOPTUPOBATb B KPbITbIX TPAHCMOPTHBLIX CPeACTBaxX BCEX BIWOB B
COOTBETCTBMM C MpaBKNaMii NePeBO30K, AeNCTBYHOLMMI Ha TPAHCMOPTE AaHHOTo BUaA.

[1- Temnepatypa npu TpaHcnopTuposaHum ot -10 °C go +50 °C
_n OTHocuTenbHaa BNaXHoCcTb Bo3ayxa 20 fo 90%

TpaHCNOpTUPOBaHME TENEXKW AO/HKHO OCYLLECTBAATLCS B 3aKPbIThbIX TPAHCMOPTHBLIX CPeACcTBax
noboro BMAa, B COOTBETCTBUM C NpaBWiaMii NEPEBO3KU TPy30B, AENCTBYIOLMX ANS 3TUX BUAOB
TpaHCnopTa. YCNnoBus TPAHCMOPTUPOBaHMS [O/KHbI COOTBETCTBOBATbL YC/IOBUSIM XPaHEHUS «5»
(OX4)nolFOCT 15150-69.

23. CBefleH1s1 06 ynakoBKe (cocTaB 1 OnucaHue)

Tenexka NocTaB/sieTcss B COGPaHHOM BUE.
TeneXka yrnakoBbIBaeTCS B KAPTOHHbIA KOpO.
Kopob6 ycTaHaBNMBAETCA Ha AEPEBSHHYH MareTy.
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O6LMiA BIA, YaKOBKY

Matepuan ynakoBKM - [AepPeBsiHHbIV MOAA0H, KapToH.

Pa3mepbl ynakoBKu 795x550x860 MM (£5%)
Bec B ynakoBke 75,2 Kr (£5%)

24. PaclumnpoBKa CMMBOJ/IOB, MPUMEHSIEMbIX NPV MapKUPOBaHUM MeAULMHCKOIO
N3AeNUS:

CnMBO/bI, NUCNOJIb3YEMble Ha U3aenmax

C’€ WN3penve COOTBETCTBYET OEMOBHbIM TpeboBaHUAM
OupekTtnebl 93/42/EEC EBpocoto3a (MeguunHCKue n3aenns)

T Mpo4uTnTe COOTBETCTBYIOLLME NHCTPYKLN
:i|- OCTOpPOXHO, XpynKoe
ﬂ DTOoi CTOPOHOW BBepPX (0TMeTKa Ma ynakoBKe)

f Bepeub OT Bnaru
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+50'C

OrpaHuyeHne TemnepaTypbl

1 XpaHeHu
M3roTtoBuTens
M 1
SN CepuiiHbIii HoMep
# BapuaHT ncnonHeHus/mMogenb
MD MegauumMHCKoe nsgenvie

npw

TPaHCMOPTUPOBKE

cnonb3oBaHMe TOMbKO BHYTPU MOMELLEHMS.

MapKMpoBKa C YKa3aHUeM YC/OBUI XpaHEHWS:

- norotun KomnaHuu Lojer Oy;
- MHhopMaLms 06 othuLmanbHOM MPOU3BOAMTENE U ero afipec;

- cumBon CE (COOTBETCTBME MPO/YKTa eBPONEVCKUM perfaMeHTam);

- CUMBO/1 OrpaHNyeHve Temnepartypbl;
- CMMBO/ «XPaHUTb B CYXOM MeCTe»;

- cMMBO/T «OCTOPOXKHO, XPYNKOe»

- CUMBON «3DTOI CTOPOHOM BBEPX (OTMETKA Ha YNaKoBKe)»

- cumBon «OrpaHuyeHne TemnepaTypbl NPY TPAHCMOPTUPOBKE U XPaHEHN»
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CBefieHVs1 0 MapKMPOBKe
11aTenexke npeaycMOTPeHa MapKUPOBOYHas TabinyKa CreaytoLlero Buaa:

- MOZefb

- CEPUIHBIA HOMEp

- HOMEp HO Karasiory

- loroTun KomnaHum Lojer Oy

- NH(opMaLmsa 06 ohuLmManbHOM MPOV3BOAUTENE U ero afpec

- [laTa M3roToB/IEHNS

- CMMBO/ «l1CM0Nb30BaHNE TOMIbKO BHYTPY MOMELLEHNS»

- cuMBON «BHUMaHve! OBpaTuTeCh K MHCTPYKLMM MO NPUMEHEHNIO»

- cumBon CE (CooTBETCTBME NPOAYKTA eBPONENCKM perfaMmeHTam)
- cuMBON «[MpoUMTaliTe MHCTPYKLIMIO MO 3KCTyaTaLymn»

O6paseL, pyCCKOSA3bIYHOM MapKUPOBKM

Tenexxka MefIHUMHCKaA B BapuaHTax MCNONHeMMS:

Tenexxka MeauUMHCKas Moaudukauum 650 [Ans  XpaHeuWs/TpaHCMOPTUPOBKU/MOCTaBKA  MEAULIMHCKMX
U30enniA, NeKapCTBEHHbIX CPEACTB, 06OPYAOBaHMS, WHCTPYMEHTOB, MEPEBA30YHLIX MaTepuanioB B MNpedernax
0TAena unn 6oNbHULbI B COCTaBE:

- IHCTpYKUmMs no akcnayaTaumm - 1.
- Koneca -4 uir.
- BbIgBMKHOM AWK - 6 LT,

- BblABWXHOI CTOAMK - ! Wi,

PY Ne 01

Cpok cnyx6bl - 10 net

Lojer Oy (Jloirep Oif)
Putajantie 42, 38210 Sastamala, Finland, ®uHsaHAUSA

CrpaHa npovcxoxgeHus; Finland (®uHnsHanA)

YNOMHOMOYeHHbI  npeAcTaBuTens B Poccum: OO0 «Jloiiep Megukan», 121357, Poccus, Mocksa, yn.
Bepelickas, 0.29, cTpoeHve 134, Ten./dakc +7 495 269 06 95 email: russia@lojer.com
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25. TeXxHUn4yecKoe 06CNy>XXMBaHME U PEMOHT MeAULMHCKOTIO n3genns

TeneXka WMeET TNPOCTYH, HAAEXHY KOHCTPYKUMIO U He TpebyloT  crneuuansHoro
TEXHUYECKOTO O06CMYXMBaHWS. [1eproAnyeckuin ocMoTp BK/OYaeT B CeGs: OCMOTP U Mpu
HeoGXOAMMOCTM MNPOBEpKa M PerynnpoBKa pe3bboBbIX COeAMHEHWIA. B crydyae ocnabneHus
Pe3bOOBbIX COEAVHEHUIN HEOGXOAMMO UX :3aTsHyTb. Mepuoanuecku, He pexxe 1-ro pasa B Mecs,
MpoBepsTb  HAAEXKHOCTb KpenneHus Konec. [lpy  Heo6XOAMMOCTY MPOU3BOAUTL  3aTSHKKY

Kpenexa.

26. apaHTUiiHble 06513aTeNbCTBA
[apaHTUHBIA CPOK 3KCnyataumn TeneXxkn 12 MecsAueB CO AHA BBOZA B 3KCyaTauuio.

"apaHTWIHbIA CPOK XpaHeHWst 24 Mecsaua Co HA U3roTOBMEHMS.
27. KoMNAeKT NocTaBKu

eneXka nocTaB/isieTcs B COGPaHHOM BUAE.

Ne n/n  HammeHoBaHue Kon-Bo, L.
1 "enexxka MeavuMHCKad moaugukaumm 650 1
2 VHCTpyKUMA Mo aKkcnyaTauum 1
3 Koneca 4
6 BbIgBKHOW AWK 6
8 BbIABMXHON CTONNK 1

28. TopagoK OCYLLECTBMEHUS YTUIM3ALMMN N YHUYUTOXEHMS MeAULIMHCKOIO U3feNns

Tenexxka He COAEPXWUT  KOMMOHEHTOB, CO34alOWMX  BpefdHble  Ans
OKpY>KatoLLenn cpefbl (haKTopbl.

YTunusauuio KOMTMOHEHTOB TENEXKM npounsBoasAT TONbKO
creuvannsnpoBaHHble  OpraHM3auMnm Mo  nepepaboTKe  MPOMbILLIEHHbIX
0TXO0[0B.

YTuUnm3aumio 0TX040B OCYLLECTB/IATL B COOTBETCTBMU C TpeboBaHUAMU CaHluH
2.1.3684-21 «CaHWUTapHO-3MMAEMNONOTMYECKME rpeboBanms K COAepXXaHUI0 TepPUTOPUIA
FOPOACKMX U CeNbCKUX MOCENEHNI, K BOAHbLIM 06beKTaM, NUTLEBOIN BOAE U NMUTLEBOMY
BOZOCHAOXEHWNIO HaceNeHnsi, aTMOCepHOMY BO3AyXY, MOYBaM, XXW/bIM MOMELLEHMSM,
aKcnnyaraumm Npov3BOACTBEHHbIX, OOLLECTBEHHbLIX MOMELLEHNIA, OpraHM3aLmn 1 NpoBeAeHNIo
CaHMTapHO-NPOTUBO3NNAEMNYECKNX (MPOINNAKTUYECKNX) MEPONPUATUIY.

29. Tpeb6oBaHMA MO OXpaHe OKPYXKatoLLE cpeapl
[aHHoe MeguUMHCKOe Wu3fenve npu  WUCMONb30BaHWUKW, TPAHCMOPTUPOBKE W XPaHeHUn He

0Ka3blBaeT HEraTMBHOIO BO3/EWCTBMA Ha YENIOBEKA M OKPYXKAIOLLYHO CPesy.
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30. lepeyeHb HaLMOHa/TbHbIX " MEX1yHapOAHbIX HOPMaTMBHbIX

[OKYMEHTOB/eTaH/1apToB, KOTOPbIM e00TBETETBYET MeAULIMHEKOr0 U3AeNus.

FOCT P 50444-2020 «[lpubopbl, annapatbl M 060pyAoBaHMe MeAuUMHCKMe. O6Lwye

TEXHUYECKME YCNOBUA»
FOCT P 51084-2021 «Tenexku [Ans TPaHCNOPTMPOBAHUS MauMeHToB W rpy3oB. O6uume

TEXHWYECKME YC/IOBUS»
FTOCT P WCO 15223-1-2020 «W3pgenua  wmepaumumHcKMe. CUMBOSbI, MPUMEHSIEMblE  NpY
MapK1poBaHMM Ha MeAMLMHCKMX U3LeNNAX, STUKETKAX W B COMPOBOAUTENIbHON [OKYMEHTaLMN.

No
n/n

1 [Avpektusa 93/42/EEC  MepauumHcKue Npubopbl, YCTPOMCTBa, 060py/A0BaHe

N3nenns MeamupyHcKne. CUCTEMbI YNPaBneHus
KauecTBOM. TpeGOoBaHMs K PerysMpoBaHuio

N3penns MeauupmHckue. MprmeHeHre MeHeIpKMeHTa
PUCKa K MEANLIMHCKM U3AENMSM

O603HaueHwe HasBaHue cTaHgapTa

2. ISO 13485:2016

3. EN ISO 14971:2012

WK WXJIILMIYL 1pSp.vyx/uu.iiri/ii> 1nr>w Y . A /iy ), FTXxopcCcnmnc

nmeeT mapkunposky CE. CornacHo [umpektuse, 060pyL0BaHMe KnacCcuuLMpoBaHO Kak
mMeanumnHcKoe musgenne Knacca |.

31. Peknamauus

Mo BonpocaM, KacatoLLMMCsl KavecTBa MeANLIMHCKOrO V3feNns, Ha Tepputopun PO

obpallatbCs B KOMMaHUIO
OBLLECTBO C OrPAHVNYEHHOW OTBETCTBEHHOCTbIO «/IOVEP MEOVKA» (000

«JIOVIEP MEOMKAJT»)
121357, Poccusi, MockBa, yn. Bepeiickasi 4.29 ctpoeHue 134
Ten./pakc +7 495 725 06 95

e-mail: russia(“lojer.com

www.lojer-medical.ru
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BbIMNOJ/IHEH NEepPeBOAHYNKOM KOI'ILIJFIpOBbIM AHTOHOM MFOpeBI/ILIeM.

Poccuiickas degepauns
"opoa Mocksa
OIEI,I/IHHa,qu,aTOFO anpensa gge TboicaA4m gBaguaTb TPeThberoroga - -——-
A, Kopcuk Bnagumnp KoHCTaHTWHOBMY, HOTapuyc ropoga Mockssbl, MU Tenbch
noanucu nepesogunka, KorTnaposa AHTOHa Mropesnya.
Moanuce caenaHa B MOEM NMPUCY TCTBUN.
JIn4yHOCTb Nognucasr T L AOKY.MEHT YyCTaHOB/IEHa.

3aperucTpu’Bapo B "peoMpe:M1("7/2138-H/77-2025-

Y n4yauyueHoOQHZeWwec T B MU 9 : 400py6
,_ <_ .2" I
K = [~ i

Bcero npoim BaHo

W CKpennieHo neynr” ~cT(a)(oB)

HoTapuyc
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