PROFESSIONAL MEDICAL PRODUCTS

X36-1 LETTINO DA VISITA ELETTRICO X36-1 SAHKOINEN TUTKIMUSPOYTA

X36-1 ELECTRIC EXAMINATION TABLE X36-1 ELEKTROMOS VIZSGALOASZTAL
X36-1 DIVAN D’EXAMEN ELECTRIQUE X36-1 ELEKTRINE APZIUROS KUSETE

X36-1 CAMILLA DE EXPLORACION ELECTRICA X36-1 ELEKTRISKAIS IZMEKLESANAS GALDS
X36-1 ELEKTRISCHE UNTERSUCHUNGSLIEGE X36-1 ELEKTRISCHE ONDERZOEKSTAFEL
X36-1 MESA DE EXAME ELETRICA X36-1 ELEKTRYCZNY STOt DO BADAN
X36-1 HAEKTPIKO EZETASTIKO KPEBATI X36-1 CANAPEA ELECTRICA DE EXAMINARE
X36-1 EIEKTPUYECKA MACA 3A MPEIJIEQ  X36-1 ELEKTRICKY VYSETROVACI STOL
X36-1 ELEKTRICKY VYSETROVACI STUL X36-1 ELEKTRICNA PREGLEDNA MIZA

X36-1 ELEKTRISK UNDERS@GELSESLEJE X36-1 ELEKTRISKT UNDERSOKNINGSBORD
X36-1 ELEKTRILINE LABIVAATUSLAUD 4l g Gaadl) A glh X36-1

MANUALE D'USO — USER MANUAL — MODE D’EMPLO| — MANUAL DE USO - BENUTZERHANDBUCH - MANUAL DO USUARIO - EFXEIPIAIO XPHZTH
- PbKOBOACTBO 3A NOTPEBUTEN - UZIVATELSKA PRIRUCKA - BRUGERVEJLEDNING - KASUTUSJUHEND - KAYTTOOHJE - PRIRUCNIK ZA
UPOTREBU - FELHASZNALOI UTMUTATO - NAUDOJIMO VADQVAS - LIETOTAJA ROKASGRAMATA - GEBRUIKERSHANDLEIDING - INSTRUKCJA
OBSLUGI - MANUAL DE UTILIZARE - POUZIVATELSKA PRIRUCKA - PRIROCNIK ZA - ANVANDARHANDBOK UPORABO - paiudl Jis

« E necessario segnalare qualsiasi incidente grave verificatosi in relazione al dispositivo medico da noi fornito al fabbricante e all’autorita competente dello Stato
membro in cui si ha sede.

 All serious accidents concerning the medical device supplied by us must be reported to the manufacturer and competent authority of the member state where your
registered office is located.

« Il est nécessaire de signaler tout accident grave survenu et lié au dispositif médical que nous avons livré au fabricant et a I'autorité compétente de I’état membre ou
on a le siége social.

Es necesario informar al fabricante y a la autoridad competente del Estado miembro en el que se encuentra la sede sobre cualquier incidente grave que haya
ocurrido en relacion con el producto sanitario que le hemos suministrado.

Jeder schwere Unfall im Zusammenhang mit dem von uns gelieferten medizinischen Gerédt muss unbedingt dem Hersteller und der zustdndigen Behérde des
Mitgliedsstaats, in dem das Gerét verwendet wird, gemeldet werden.

E necessdrio notificar ao fabricante e as autoridades competentes do Estado-membro onde ele esta sediado qualquer acidente grave verificado em relagao ao
dispositivo médico fornecido por nés.

Zg mMePIMTTWON TTOU SIATIOTWOETE OTMOI03TTOTE TOBAPO TTEPIOTATIKO TE OXECT UE TNV IATPIKI) CUCKEUI) TTOU OAS TTAPEXOUNE Oa TTPETTEI VA TO AVAQPEPETE OTOV
KATAOKEUAOTI) KAl OTNV apuodia apxr Tou KpdToug HEAOUS OTO oTToio BPIiOKECTE.

Bcu4Ku cepuo3Hu uHyudeHmu, KOUMO ca HacCMbINUJIU 8b8 8Pb3Ka C AocmaseHomMo om Hac MeduyuHcko usdenue, mpsibea d0a ce cusHanu3upam Ha
npouseodumernsi U Ha KOMIIeMeHMHUsi op2aH Ha Obp)asama 4YsieHKa, 8 KOsimo rnpou3eooumersisim e yCmaHOBeH.

Je treba nahlasit jakoukoli vdZznou nehodu, ke které doslo v souvislosti s nami dodavanym zdravotnickym prostredkem, vyrobci a prislusnému organu ¢lenského
stdtu, ve kterém mate sidlo.

Du skal rapportere enhver alvorlig haendelse, der opstar i forbindelse med det medicinske udstyr leveret af os, til producenten og til den kompetente myndighed i
den medlemsstat, hvor du befinder dig.

Peate teatama koéigist meie poolt tarnitud meditsiiniseadmega seotud tésistest vahejuhtumitest tootjale ja selle lilkmesriigi pddevale asutusele, kus te asute.

Kaikista Vakawsta tapaturmlsta, Jotka liittyvét toimittamamme ldédkinnéllisen laitteen kdytté66n, on ilmoitettava valmistajalle sekd oman asuinpaikan jésenmaan
toimivalt: viranc

Potrebno je prijaviti svaku ozbiljnu nezgodu koja se dogodila u vezi s isporu¢enim medicinskim proizvodacu i nadleznom tijelu drZave ¢lanice u kojoj se nalazi.
A gyadrtonak, illetve a székhely szerinti tagallam illetékes hatésdaganak jelezni kell barmilyen olyan sulyos balesetet, amely az altalunk szallitott orvostechnikai
eszkobzzel kapcsolatban tortént.

Privalote pranesti gamintojui ir valstybés narés, kurioje esate jsisteiges, kompetentingai institucijai apie bet kokj rimtg incidenta, jvykusj dél misy tiekiamy
medicinos prietaisy.

Pa‘;’_nopietnu negadijumu, kas notiek saistiba ar misu piegadato medicinisko ierici, jazino raZotajam un tas dalibvalsts kompetenta iestadei, kura negadijums ir
radies.

Alle ernstige ongelukken die zich in verband met het door ons geleverde medische hulpmiddel voordoen, moeten gemeld worden aan de fabrikant en aan de
bevoegde instantie van de lidstaat waar u gevestigd bent.

Nalcta’z';;( p_(_)informowaé producenta i kompetentne wifadze danego Kraju czfonkowskiego o kazdym powaznym wypadku zwigzanym z wyrobem medycznym naszej
produkcji.

Orice accident grav produs, privitor la dispozitivul medical fabricat de firma noastra, trebuie semnalat producatorului si autoritatii competente in statul membru pe
teritoriul caruia isi are sediul utilizatorul.

Kazdu vaznu udalost, ktora sa vyskytla v stvislosti s nami dodanou zdravotnickou poméckou, je potrebné nahlasit vyrobcovi a prislusnému organu ¢lenského
Statu, v ktorom mate sidlo.

(o] vsakrs'gi hujsi nesreci, do katere bi prislo v povezavi z medicinskim pripomockom, ki smo vam ga dobaviti, je treba obvestiti pristojne oblasti v drzavi v kateri
imate sedez.

* Det dr nédvéndigt att meddela tillverkaren och de behériga myndigheterna i den berérda medlemsstaten, om alla allvarliga olyckor som intréffat i samband med den
medicintekniska utrustning som levererats av oss.
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Jiangsu Saikang Medical Equipment Co.,Ltd Gima S.p.A.

No. 35 Lehong Road, Modern Agriculture Demonstration Park, Via Marconi, 1 - 20060 Gessate (MI) Italy
Zhangjiagang City, Jiangsu Province, China gima@gimaitaly.com - export@gimaitaly.com
Made in China www.gimaitaly.com
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BbJITAPCKU

NMPEAHA3HAYEHUE

Macara 3a npernep e OT CbLLECTBEHO 3HaYeHne 3a koMopTa Ha NaLMEHT, KOWTO € NPeTbpnAn
HapaHsiBaHe, TpaBma UIu LLOK.

NPEAYNPEXOEHUE

Bceku cepnoseH UHLMAEHT, Bb3HUKHAN BbB BPb3ka C U3eNUeTo, criefsa Aa ce AoKnaasa Ha
NPOV3BOAMTENS U HA KOMMETEHTHISI OpPraH B Aibp)aBaTa YreHKka, B KOSiTO € yCTaHOBeH NnoTpebutenst
W/Vnu NauneHTbT.

1.HauuH Ha ynotpeba

[ObmxuHa 196010
Paamep Ha LLvpuHa mm 680+10
macara BucounHa Ha macara 470-910 +10
oT 3emsiTa
Terno MakcumanHo Terno Ha naumeHTa kg 180
Terno BesonacHo paboTHO HaToBapBaHe kg 200
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1.1 PerynupaHe Ha BUcoOYMHaTa
LianaTa maca 3a npernea Moxe Ja ce ynpasnsisa pbYHO OT onepaTop
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1. Harope 3a maca

2. Hapony 3a maca

2. Enektpuyecka maca 3a nperneanoaapbikka

1. 3a pa ce n3nonsea 6e3onacHo Macara 3a npernes, € HeobxoAMMO MacaTta 3a Npernes perynsipHo
na ce nposepsiBa 3a 6e3onacHocT. MpernopbyBa ce Aa s NPOBEpPsiBaTe Ha BCEKW LWECT Mecelia, 3a Aa
Cce yBepuTe, Ye Bpb3KUTE He ca pasxnabeHn U BCUYKI onepaLum ca HopMarHu.

2. KoraTo pamkarta Ha macata 3a nperfief 0CTapee v ce JOCTUTHE OMNpeaesieHns CpoK OT BpeMe 3a
obcnyxeaHe, MeTarnHara YacT Ha Macarta 3a Mpermnes v NNacTMacoBUTE YacTv Ha pamkara Ha BaHata
OT HepbXkAaema cToMaHa Morat Aa Gbat peuuknupanm.

3. He apackaiite naHena c oCTpU ypean Unu ¢ HoXoBe Mo BpeMme Ha yroTpeba u ro nouncreainte
YecTo, 3a [a ro NoAAbPXKaTe YUCT U CyX.

4. AKO NaHenbT cnyyanHo Gbe 3aMbPCEH C NETHA, Ce NpenopbYBa Aa ro NoYMCTUTe. 3a NoYUCTBaHe
Ha Macata 3a nperneq He W3nornseaiiTe ankanHu U KOPO3WBHU XUMUKaNW, Thi KaTo ToBa Lie
npean3srka PLXASCBaHe Ha MOBLPXHOCTTA OT HEPLXAAeMa cToMaHa.

3. Maca 3a npernea-noyncTBaHe

1. Mpu nouncTBaHe n3lieaeTe KbpnaTa, HanoeHa ¢ HeyTparneH npenapart, paspeaieH ¢ Boaa, n
n3GbpLLEeTE, Crieq ToBa U3LeAeTe Kbpra, HanoeHa ¢ Bofa, 1 U3GbpLueTe ocTaTbLuTe OT Npenapara,
Hakpas 3abbpLUeTe CbC Cyxa Kbpna.

2. He nanonsgaite netnveun Beuwlecrtea (pa3TBOpI/ITeJ1, NeTnuBu areHTu, 6EH3UH 1 [J,p.), KOUTO morat gaa
npeans3BuKkaT XMMUYHN peakumn U oa noBpeadat macarta 3a npernen.

3. KoraTo usnonasate Ae3vHMEKTaHT 3a noyncTeaHe, npeau ynotpeba ce yeperte, Ye ro paspexjare
crnopef ykasaHaTta KoHLeHTpauus. B 3aB1CUMOCT OT CbCTaBa Ha Ae3nHeKTaHTa, TON Moxe

[la Npean3BurKka KOPO3ns Ha METamHUTE YacTu, YacTUTe OT CMoNa U1 Ap., KOEeTo Ja aoseae Ao
HexXernaHu siBneHus kato obesuseTtsiBaHe 1 AedopmaLysi. 3aToBa ce NpenopbyBa CbAbPXKaHWUETO Ha
[J,e3MHCt)eKTaHTa Aa e KaKTo cnegea:

0,05~0,2% pe3nHdeKTaHT C aMOHMEB Xnopua

0,05~0,2% pe3nHgeKTaHT Ha ocHoBaTa Ha XyiopupaH geHun
0,05% pa3TBop Ha AuknodeHak eTaH

0,05~0,2% [e3nHGEKTaHT C HAaTPUEB XMUMOXIIOPUT

He nanonsgaiite cTepunmaaTtopy ¢ AUM, aBTOKNABM U HE U3NON3BanTe MeTUn (heHon) 3a NnoyYncTeaHe
Ha npeaHaTa v 3agHaTta YacT Ha MacaTa 3a nperne. Moxe Aa npuunHN Koposus, obealseTaBaHe 1
nospexaaHe.

3abenesxka: Korato nounctearte macarta 3a npernes Unv cMeHsiTe Yapluacute Ha Macata 3a npernep,
6baeTe BHUMATENHM 3a bIMKUTE, pbboBeTe 1 GonToBETE NO pamkarta, 3a Aa usberHete HagpackBaHUs.

4. OnakoBKa, TPaHCMOPT, CbXpaHeHne

1. OnakoBaHeTo Ha MacaTa 3a Npernes ce U3BbPLUBA CbINaCcHO AOroBopa UNu cTaHaapTa Ha
npoaykTa.

2. lNo Bpeme Ha TpaHCNOPTMPaHETO Ha MacaTta 3a npernes He 6bp3aiiTe, U3bsAreanTe cUNHU BUGPaLUmn
1 npeanasgaiiTe oT CTbHYeBa CBETIIMHA U ABXKA.

3. Macarta 3a npernes TpsibBa fja ce cbXxpaHsiBa:

a) CraiiHa Temnepatypa: -40°C ~ 70°C.

b) OTHocuTenHa BnaxHocT: < 95%.

c) AtmoccepHo HansraHe: 500hPa ~ 1060 hPa.

5. Cneanpopax6eHo o6ecnyxBaHe

1. CbxpaHsiBaiiTe haiinoseTe, 4OCTAaBEHW C MalLUMHaTa, U hakTypuTe 3a TO3W NPOAYKT NPaBUITHO, KaTo
TpsibBa Aa rv NpeAcTaBnTe, KOraTo APYXeCTBOTO M3BbLPLUBA rapaHLMOHHA NoAApbXKa U noaapbkka
Ha npoaykTa.

2. Ako Bb3HWKHE npobnem no Bpeme Ha ynotpeba, ce CBbpXeTe CBOEBPEMEHHO C APYXECTBOTO HU,

3a ja Moxe Aa Bu npefoctaBum TouHa 1 6bp3aa TexHudecka noaapbxka 1 ycnyrv no nogapbxkara
HaBpeme.

3. CuntaHo oT AaTaTa Ha 3aKyrnyBaHeTo, ako NMPOAYKTbT € CYyNeH UnW NoBPeaEeH Npyu NpaBuneH
MOHTaX 1 ynotpeba cropef cneludrkaLmmTe, NpoayKTHT L Ce Mo3Ba oT eAHoroaviuHa 6esnnatHa
rapaHuus v JOXMBOTHA NoAapbXKa CbC ,cepTudmkaT” unm daktypa.

4. CunTaHo OT AaTaTa Ha 3akynyBaHeTo, ako B AeNCTBUTENHOCT € NoBpeaeH Unu He paboTtu
HOpMasHo nopaau npobnemu ¢ ka4yecTBOTO B pamMKUTe Ha efjHa roavHa, ApYXXecTBOTO e OCUrypu Ha
notpebutenute 6eannateH PEMOHT Ha NPOAYKTa.

5. [loxuBoTHO obcnyxsaHe oT npounasoantens: JIANGSU SAIKANG MEDICAL EQUIPMENT CO LTD.

EMC

1) 3a T031 NpoaykT ca HeobxoarMKM NpeanasH Mepku oTHocHo EMC u Toin Tpsibea Aa ce BbBeXAa
B ekcnnoatauus cnopep npegoctaBeHata nHopmaums 3a EMC 1 ToBa ycTpoicTBO MoXe Aa 6bae
MOBJIMSIHO OT NPEHOCUMO U MOABMXHO PaAVNOYECTOTHO KOMYHMKALIMOHHO o6opyaBaHe.

2) * Brin3o [0 YCTPOMCTBOTO He U3non3BaiTe MobuneH TenedoH Unu Apyru yCTporcTBa, KOUTo
M3MbYBAT eNeKkTpoOMarHuTHK noneta. ToBa Moxe a AoBeAe A0 HempaBuriHa paboTa Ha yCTPOWNCTBOTO.
3) MNpeaynpexaeHve: Tosa yCTPONCTBO € BUNO LWaTenHo TecTBaHoO M NPOBEPEHO, 3a Aa Ce OCUrypaT
NpaBUIHK XapaKkTepucTuki 1 padora!

4) * MpepynpexaeHue: Tasn MalimMHa He TpsibBa Aa ce nanonasa 6nmMso A0 Unu BLPXY ApYro
obopyaBaHe, a ako ToBa e HeobxoAuMo, MalumHaTa TpsibBa Aa ce crneaw, 3a Aa ce nNposepwu
HopmarnHaTa paboTta B koHUrypaLmsiTa, B KOSTO L€ Ce 13Morn3Ba.

Immunity test

IEC 60601-1-2
EN 60601-1-2
Test level

Electromagnetic Environment
Guidance

Electrostatic discharge (ESD).....
IEC 61000-4-2

/EN 61000-4-2

Contact discharge:
+8kV

Air discharge: +2kV,

+4kV, +8kV,
+15kV

Contact discharge: +8kV
Air discharge: +2kV, +4kV, +8kV, +15kV

Floor should be made of wood and concrete
or be tiled with ceramic tiles. If the floor is
covered with synthetic flooring material, the
relative air humidity must be at least 30%

Can be used when higher ESD levels are
present

Electrical
fast transient/burst IEC 61000-4-4
/EN 61000-4-4

+2kV Power supply
line

+1kV Input/Output
lines

+2kV Power supply line

The quality of the supply voltage should be
equivalent to that of a typical business or
hospital environment.

Surge
IEC 61000-4-5
/EN 61000-4-5

Line - line: +0.5kV,
+1.0kV

Line - ground:
+0.5kV, +1.0kV,
+2.0kV

Line - line: +0.5kV, +1.0kV
Line - ground: +0.5kV, +1.0kV, +2.0kV
The quality of the supply voltage should be

equivalent to that of a typical business or
hospital environment.

Power Frequency Magnetic Fields
IEC 61000-4-8

/EN 61000-4-8

30 A/m
50Hz/60Hz

30 A/m
50Hz/60Hz
Magnetic fields with a network frequency

should be equivalent to those to be found in
a typical business or hospital environment.

Voltage Dips IEC 61000-4- 11
/EN 61000-4-11

0% UT: 0.5 cycles

Phase: 00, 450,
900, 1350, 1800,
2250, 2700, 3150

0% UT: 0.5 cycles
Phase: 00, 450, 900, 1350, 1800, 2250,

0% UT: 1 cycle
70% UT: 25/30

cycles Single
phase: 00

0% UT;
300 cycle

0% UT: 1 cycle

70% UT: 25/30

cycles Single phase: 00

0% UT ; 300 cycle

The quality of the supply voltage should be
equivalent to that of a typical business or
hospital environment.

If the person using the bed requires that the
bed functions must continue despite any
interruptions in the energy supply, it is recom-
mended that the bed be

connected to an uninterruptible electricity
supply or a battery

Short interuptions IEC 61000-4-11
/EN 61000-4-11

0% UT: 250/300
cycles

0% UT: 250/300 cycles

The quality of the supply voltage should be
equivalent to that of a typical business or
hospital environment.

If the person using the bed requires that the
bed functions must continue despite any
interruptions in the energy supply, it is re-
commended that the bed be connected to an
uninterruptible electricity supply or a battery

Note: UT is the AC Power voltage before applying in the test level

Guidance and Manufacturer's Declaration - Electromagnetic Immunity

'The V8v8c is intended for use in an electromagnetic environment that used wireless RF transceiver. Electromagnetic
interference can be prevented by maintaining the minimum distance between RF transceiver and V8v8c depend on the
maximum output and frequency of the communication device as recommended below.

ECet60t-12|
Immunity test | /EN 60601-1-2 | 0PN | Ban 4 (MHz)
elevel (V/m)
Test level

Maximu m

Modulati
odulatio n power (W)

Service Distance (m)

Guidance and Manufacturer's Declaration — Electromagnetic Immunity

The V8v8c is intended for use in the following electromagnetic environment.
The customer or user of the V8v8c should make sure it is used in such an environment

. . Electromagnetic Environment
Emission test Compliance 3
Guidance
i The bed uses RF energy for its internal

RF Emission to CISPR 11 Group 1 function
RF Emission to CISPR 11 Class B

The bed is intended for use in all types of

: i establishment including residential and simi-

Harmonics according to Class A lar user that are directly connected to a public
IEC 61000-3-2 supply network that also serves buildings
Voltage fluctuations/ flicker acc. Complies used for residential purposes
to IEC 61000-3-3 P

Guidance and Manufacturer's Declaration - Electromagnetic Immunity

The V8v8c is intended for use within healthcare facility environment.

Users or customers must use bed in this environment
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27Vim
27 380-390 TETRA 400
385MHz
28V/m GMRS 460,
28 430-470
450MHz FRS 460
9V/m
710MHz
\Y LTE B: 1
ovim 9 704-787 and 13,
745MHz 17
9V/m
780MHz
28vim GSM 800/900
810MHz !
TETRA 800,
28Vim 28 800-960 iDen 820
Enclosure port 870MHz ) en )
to RF wireless 28V/im CDMA 850
ica- LTE Band 5
communica 930MHz an
tion sequi- 28V/ GSM 1800;
pment IEC m N
6100043 | 1720MHz CDMA 1900;
28V/m 28 1700- GSM 1900;
/EN 61000-4-3|  1845MHz 1990 DECT; LTE
28V/m Band 1,3,
1970MHz 4,25; UMT S
Bluetooth,
WLAN, 802.11
28V/m 2400-
28 b/g/n RFID
2450MHz 2570
2450, LTE
band 7
9V/m
5240MHz
9V/m 9 5100- WLAN 802.11
5500MHz 5800 an
9V/m
5785MHz

Guidance and Manufacturer's Declaration - Electromagnetic Immunity

The V8v8c is intended for use in the following electromagnetic environment.
The customer or user of the V8v8c should make sure it is used in such an environment.

RF Conductivity
IEC 61000-4-6
EN 61000-4-6

0.15MHz-80MHz

0.15MHz-80MHz

6V in ISM bands between
0.15MHz- 80MHz
80%AM at 1kHz

6V in ISM bands between
0.15MHz- 80MHz
80%AM at 1kHz

Radioactive RF
electromagnetic field
IEC 61000-4-3
/EN 61000-4-3

3VIM
80MHZ-2.7GHz
80%AM at 1kHz

3VIM
80MHZ-2.7GHz
80%AM at 1kHz

IEC 60601-1-2 Elect i
lectromagnetic
Immunity test /EN 60601-1-2 Compliance level . 9 .
Environment - Guidance
Test level
3v 3v Field intensity from the fixed

RF transmitter determined
by a field investigation of the
magnetic field must be lower

than the compliance level
of the respective frequency

band.

Near devices with the

following symbol, interference
could occur.

@

VIHTEH3MBHOCTTa Ha MarHMTHO nore oT pukcupaHn TpaHcMuTepy kato 6asosa pagvo (MobunHa/
paauo) TenedoHHa cTaHumMs, Ha3eMHO MobunHo paauwo, nbutencko paguo, AM n FM paguo
npejaBaHe 1 TENEBU3VNOHHO NpefaBaHe He MoraT Aa 6bAaT TeopPeTUYHO NPeaBUAEHN C TOYHOCT. 3a
[la onpeaenuTe enekTpomMarHuTHaTa cpeda 3a hukcpaH paguovecToTeH TpaHeMUTEp, NpoyyeTe
€reKTPOMarHUTHOTO Morie Ha MSICTOTO, KbETO Ce U3MOI3Ba NernoTo. AKO MHTEH3NBHOCTTA Ha
MarHUTHOTO More Ha MeCTOMONIOKEHNETO, KbaeTo V8V8C ce n3nonasa, HaaBuLIaBa NOCO4YEHOTO
no-rope HMBO Ha PaAMoOYeCTOTHO CbOTBETCTBUE, Ce yBepeTe, Ye V8v8c paboTu noaxopsiuo. Ako
6b/e OTKPUTO HeoBUYaiHO ABVKEHWE, B3EMETE JOMbIHUTENHU MEPKU CropeA HEOBXOANMOTO, KaTo
npomsiHa Ha nocokara unu nosuuusita Ha V8v8ce.
b. Tean Hacoku Moxe Aia He ca NPUNOXMUMI BbB BCUYKM CUTyaLmMU. PasnpocTpaHeHneTo Ha
€reKTPOMarHUTHY BbITHK Ce Bnnsie OT NOMTbLaHe 1 OTPaXeHWe OT KOHCTPYKLMW, NpeaMeTH 1 Xopa.

FAPAHLUWOHHU YCNOBUA HA GIMA
MPUNATA CE CTAHOAPTHATA 12-MECE4YHA B2B TAPAHLINA (3A BSBAMUMOOTHOLWEHUA
MEXOY ®UPMUN) HA ®DUPMA GIMA.
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Simboli - Symbols - Symboles - Symbole - Simbolos - Simbolos - Z0poAa

- CumBonm - Symboly - Symboler - Siimbolid - Symbolit - Simboli -

Szimbdlumok - Simboliai - Simboli - Symboler - Symbolen - Symbolika -

Simboluri - Symboly - Simboli - Symboler y
Js

IT - Fabbricante GB - Manufacturer FR - Fabricant DE - Hersteller ES - Fabricante PT
- Fabricante GR - Kataokevaotig BG - npoussoguten CZ - Vyrobce DA - Fabrikant
EE - Tootja FI-Valmistaja HR - Proizvoda¢ HU - Gyarté LT - Gamintojas LV - RaZotajs
NO - Produsent NL - Fabrikant PL- Producent RO - Producator SK - Vyrobca SL -
Proizvajalec SV - Tillverkare
Gaisaall 35,501 - SA

IT - Codice prodotto GB - Product code FR - Code produit DE - Code produit ES - Codi-
go de producto PT - Cédigo do produto GR - KwSikdg npoidvtog BG - Kog Ha npoaykTa
CZ - K&d produktu DA - Produktkode EE - Tootekood FI - Tuotekoodi HR - Sifra
proizvoda HU - Termék kddja LT - Prekés kodas LV - Produkta kods NO - Produktkode
NL - Productcode PL - Kod produktu RO - Cod produs SK - Kéd produktu SL - Sifra
izdelka SV - Produktkod
aall 50) - SA

IT - Dispositivo medico conforme al regolamento (UE) 2017/745 GB - Medical device
compliant with Regulation (EU) 2017/745 FR - Dispositif médical conforme au
Réglement (UE) 2017/745 DE - Medizinprodukt gemaR Verordnung (EU) 2017/745
ES - Dispositivo médico que cumple con el Reglamento (UE) 2017/745 PT - Dispositivo
médico em conformidade com o Regulamento (UE) 2017/745 GR - latpotexvoloyLko
Tpoi6V cuppopdolpevo pe tov Kavoviouod (EE) 2017/745 BG - MeAWUMHCKO n3genve,
oTrosapAwo Ha PernameHT (EC) 2017/745 CZ - Zdravotnicky prostiedek v souladu s
nafizenim (EU) 2017/745 DA - Medicinsk udstyr i overensstemmelse med forordning
(EU) 2017/745 EE - Maarusele (EL) 2017/745 vastav meditsiiniseade FI - Asetuksen (EU)
2017/745 mukainen lagkinnillinen laite HR - Medicinski uredaj uskladen s Uredbom
(EU) 2017/745 HU - Az (EU) 2017/745 rendeletnek megfelel§ orvostechnikai eszkéz
LT - Medicinos prietaisas, atitinkantis Reglamentg (ES) 2017/745 LV - Medicinas ierice,
kas atbilst Regulai (ES) 2017/745 NO - Medisinsk utstyr i samsvar med forordning (EU)
2017/745 NL - Medisch hulpmiddel dat voldoet aan Verordening (EU) 2017/745 PL
- Wyréb medyczny zgodny z Rozporzgdzeniem (UE) 2017/745 RO - Dispozitiv medical
conform Regulamentului (UE) 2017/745 SK - Zdravotnicka pomécka v sulade s nari-
adenim (EU) 2017/745 SL - Medicinski pripomoéek skladen z Uredbo (EU) 2017/745 SV
- Medicinsk utrustning i enlighet med férordning (EU) 2017/745

2017/745 (g3 o) A=W e 381520 oo Sle - SA

IT - Rappresentante autorizzato nella Comunita europea GB - Authorized represen-
tative in the European Community FR - Représentant autorisé dans la Communauté
Européenne DE - Autorisierter Vertreter in der Europdischen Gemeinschaft ES - Repre-
sentante autorizado en la Comunidad Europea PT - Representante autorizado na Comu-
nidade Europeia GR - E§ouolo§otnuévog aviumpdowrnog otnv Evpwraikr Kowotnta BG
- YnbaHoMoLeH npesctasuten 8 Esponelickata obuHoct CZ - Autorizovany zastupce v
Evropském spolecenstvi DA - Autoriseret repraesentant i Det Europaeiske Feellesskab EE
- Volitatud esindaja Euroopa Uhenduses FI - Valtuutettu edustaja Euroopan yhteisdssa
HR - Ovlasteni predstavnik u Europskoj zajednici HU - Meghatalmazott képvisel§

az Eurdpai Kozosségben LT - |galiotas atstovas Europos bendrijoje LV - Pilnvarotais

IT - Conservare in luogo fresco ed asciutto GB - Store in a cool, dry place FR - Conserver
dans un endroit frais et sec DE - An einem kuhlen, trockenen Ort aufbewahren ES
- Conservar en un lugar fresco y seco. PT - Armazene em local fresco e seco GR -
Quhdooetal oe 5pocepo, Enpod LEPOG BG - CbxpaHsaBaiTe Ha X1aAHO U Cyxo macTo CZ -
Skladujte na chladném a suchém misté DA - Opbevares pa et kgligt, tgrt sted EE - Hoida
jahedas ja kuivas kohas FI - Sdilytd viiledssa, kuivassa paikassa HR - Cuvati na hladnom i
suhom mjestu HU - Tarolja hivos, szaraz helyen LT - Laikyti vésioje, sausoje vietoje LV
- Uzglabat vés3, sausa vieta NO - Oppbevares pa et kjglig, tort sted NL - Op een koele,
droge plaats bewaren PL - Przechowywa¢ w chtodnym, suchym miejscu RO - A se pastra
intr-un loc racoros si uscat SK - Skladujte na chladnom a suchom mieste SL - Hraniti na
hladnem in suhem mestu SV - Férvara pa en sval, torr plats

g b OKe § Leisa3 - SA

parstavis Eiropas Kopiena NO - Autorisert representant i Det europeiske felless}
NL - Gemachtigde vertegenwoordiger in de Europese Gemeenschap PL - Autoryzowa-
ny przedstawiciel na terenie Wspdlnoty Europejskiej RO - Reprezentant autorizat in
Comunitatea Europeana SK - Autorizovany zastupca v Eurépskom spolocenstve SL -
Pooblaséeni zastopnik v Evropski skupnosti SV - Auktoriserad representant i Europeiska
gemenskapen

9)s9) A gazmall (3 ainall Jtanll - SA

IT - Importato da GB - Imported by FR - Importé par DE - Importiert von ES - Impor-

tado por PT - Importado por GR - Eloaywyn and BG - BHeceHo ot CZ - Dovezeno

uzivatelem DA - Importeret af EE - Importija FI- Tuoja HR - Uvezeno od strane HU

- Importalta: LT - Importavo LV - Importéja NO - Importert av NL - Geimporteerd door

PL - Importowane przez RO - Importat de SK - Dovazal SL - Uvozil SV - Importerad av
dlawlgs 3)giune - SA

IT - Conservare al riparo dalla luce solare GB - Store away from sunlight FR - Conserver
a l'abri du soleil DE - Vor Sonnenlicht schiitzen ES - Almacenar lejos de la luz solar PT
- Armazene longe da luz solar GR - QuAdoogtat pakptd and to Gpwg tou HAov BG - a
ce CbXpaHaABa Aasney oT cibHYeBa cBeTnHa CZ - Skladujte mimo dosah sluneéniho
zafeni DA - Opbevares veek fra sollys EE - Hoida eemal paikesevalgusest FI - Sailytettdva
poissa auringonvalolta HR - Cuvati dalje od sunéeve svjetlosti HU - Tarolja napfénytdl
tavol LT - Laikyti atokiau nuo saulés spinduliy LV - Glabat prom no saules gaismas NO
- Oppbevares unna sollys NL - Uit de buurt van zonlicht bewaren PL - Przechowywac z
dala od $wiatta stonecznego RO - A se pdstra departe de lumina soarelui SK - Skladujte
mimo dosahu slnecného Ziarenia SL - Hraniti lo¢eno od soncne svetlobe SV - Férvaras
atskilt fran solljus

nadil) dail e laums O30 - SA

IT - Dispositivo medico GB - Medical device FR - Dispositif médical DE - Medizinisches
Gerét ES - Dispositivo medico PT - Dispositivo médico GR - latpik cuokeury BG

- MeauumHcko usgenne CZ - Lékarské zafizeni DA - Medicinsk udstyr EE - Meditsiini-
seade Fl- Ladketieteellinen laite HR - Medicinski uredaj HU - Orvosi eszkdz LT - Medici-
nos prietaisas LV - Medicinas ierice NO - Medisinsk utstyr NL - Medisch apparaat PL

- Urzadzenie medyczne RO - Dispozitiv medical SK - Lekarska pomécka SL - Medicinski
pripomocek SV - Medicinsk apparat

b iler-SA

IT - Smaltimento RAEE GB - WEEE disposal FR - Elimination des DEEE DE - WEEE-Ent-
sorgung ES - Eliminacion de RAEE PT - Eliminagdo de REEE GR - Artoppupn AHHE BG
- U3xBbpnaHe Ha OEEO CZ - likvidace OEEZ DA - Bortskaffelse af WEEE EE - WEEE kor-
valdamine FI- WEEE havittdminen HR - odlaganje WEEE HU - WEEE &rtalmatlanitasa
LT - EE] atlieky $alinimas LV - EEIA utilizacija NO - EE-avhending NL - AEEA-verwijdering
PL - Utylizacja WEEE RO - eliminarea DEEE SK - likvidacia OEEZ SL - Odstranjevanje
OEEO SV - WEEE-avfallshantering

(WEEE) &3 iSIY1s &84Sl Ooldaall Golalis iy alsall - SA
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IT - Limite di pressione atmosferica GB - Atmospheric pressure limit FR - Limite de
pression atmosphérique DE - Luftdruckgrenze ES - Limite de presion atmosférica PT

- Limite de pressdo atmosférica GR - Oplo atpoodpatptkig ieong BG - MpaHuua Ha
aTmocoepHoTo HanaraHe CZ - Mezni hodnota atmosférického tlaku DA - Atmosfaerisk
trykgraense EE - Atmosfaarirhu piir FI - llmanpaineen raja HR - Granica atmosferskog
tlaka HU - Légkdri nyomds hatarértéke LT - Atmosferos slégio riba LV - Atmosféras
spiediena robeza NO - Atmosfeerisk trykkgrense NL - Limiet atmosferische druk PL -
Dopuszczalne cisnienie atmosferyczne RO - Limita presiunii atmosferice SK - Hranica
atmosférického tlaku SL - Omejitev atmosferskega tlaka SV - Atmosfariskt tryckgrans

Sl asall u> - SA

IT - Attenzione: Leggere e seguire attentamente le istruzioni (avvertenze) per I'uso
GB - Warning: Read and follow the instructions (warnings) for use carefully FR - Aver-
tissement : Lisez et suivez attentivement les instructions (avertissements) d’utilisation.
DE - Warnung: Lesen und befolgen Sie die Gebrauchsanweisungen (Warnhinweise)
sorgfaltig ES - Advertencia: Lea y siga atentamente las instrucciones (advertencias)
de uso. PT - Aviso: Leia e siga as instrugdes (avisos) de uso com atengdo GR -
Mpoetdomnoinon: AtaBdote Kat akoAouBoTe MPOOEKTIKA TLG 08nYieg (MpoetdomotioeLg)
xpnong BG - Mpeaynpexaenue: MpoyeTeTe 1 caefBaiiTe BHUMATENHO MHCTPYKLANUTE
(npeaynpexaenunTta) 3a ynotpeba CZ - Upozornéni: Peclivé si prectéte a dodrzujte
pokyny (varovani) k pouziti DA - Advarsel: Les og fglg brugsanvisningen (advarslerne)
omhyggeligt EE - Hoiatus: Lugege kasutusjuhised (hoiatused) hoolikalt 14bi ja jargige
neid FI - Varoitus: Lue kdyttdohjeet (varoitukset) huolellisesti ja noudata niitd HR - Up-
ozorenje: Pazljivo proditajte i slijedite upute (upozorenja) za uporabu HU - Figyelmez-
tetés: Olvassa el és kdvesse figyelmesen a hasznélati utasitasokat (figyelmeztetéseket).
LT - |spéjimas: atidZiai perskaitykite ir laikykités naudojimo instrukcijy (jspéjimy). LV
- Bridinajums: uzmanigi izlasiet un ievérojiet lietosanas instrukcijas (bridinajumus). NO
- Advarsel: Les og fglg bruksanvisningen (advarslene) ngye NL - Waarschuwing: Lees en
volg de instructies (waarschuwingen) voor gebruik zorgvuldig PL - Ostrzezenie: Przec-
zytaj uwaznie instrukcje (ostrzezenia) dotyczace uzytkowania i postepuj zgodnie z nimi
RO - Avertisment: Cititi si urmati cu atentie instructiunile (avertismente) de utilizare
SK - Upozornenie: Pozorne si preéitajte a dodrziavajte pokyny (upozornenia) na pouzitie
SL - Opozorilo: natanéno preberite in upostevajte navodila (opozorila) za uporabo SV -
Varning: Las och félj instruktionerna (varningarna) fér anvandning noggrant

Gl st (lpdodl) ladasll g5l 131 1 0ds - SA
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IT - Limite di umidita GB - Humidity limit FR - Limite d’humidité DE - Luftfeuchtigkeits-
grenze ES - Limite de humedad PT - Limite de umidade GR - Opto uypacioag BG -
OrpaHuyeHune Ha BaaskHoctta CZ - Limit vihkosti DA - Fugtgraense EE - Niiskuse piirang
FI - Kosteusraja HR - Granica vlaznosti HU - Pératartalom hatdrérték LT - Drégmes
riba LV - Mitruma robeZa NO - Fuktighetsgrense NL - Vochtigheidslimiet PL - Limit
wilgotnosci RO - Limita de umiditate SK - Hranica vihkosti SL - Omejitev vlaznosti SV -
Fuktighetsgrans

b))l a> - SA

IT - Limite di temperatura GB - Temperature limit FR - Limite de température DE -
Temperaturgrenze ES - Limite de temperatura PT - Limite de temperatura GR - Opto
Beppokpaociog BG - TemnepatypHa rpannua CZ - Teplotni limit DA - Temperatur-
greense EE - Temperatuuri piirang Fl - Limpdtilaraja HR - Ogranicenje temperature

HU - H6mérséklet korlat LT - Temperataros riba LV - Temperataras ierobezojums NO

- Temperaturgrense NL - Temperatuurlimiet PL - Limit temperatury RO - Limita de
temperatura SK - Teplotny limit SL - Temperaturna omejitev SV - Temperaturgrins

Byl d)s A> - SA

IT - Identificatore unico dispositivo GB - Unique device identifier FR - Identifiant unique
de I'appareil DE - Eindeutige Geratekennung ES - Identificador de dispositivo tnico
PT - Identificador exclusivo do dispositivo GR - Movasikd avayvwpLloTiko GUCKEUNG
BG - YHUKaneH naeHtudmkatop Ha yctpoicteoto CZ - Jedineény identifikator zafizeni
DA - Unik enhedsidentifikator EE - Seadme kordumatu identifikaator FI - Ainutlaatu-
inen laitetunniste HR - Jedinstveni identifikator uredaja HU - Egyedi eszkdzazonositd
LT - Unikalus jrenginio identifikatorius LV - Unikals ierices identifikators NO - Unik
enhetsidentifikator NL - Unieke apparaat-ID PL - Unikalny identyfikator urzadzenia
RO - Identificator unic de dispozitiv SK - Jedinecny identifikdtor zariadenia SL - Enoli¢ni
identifikator naprave SV - Unik enhetsidentifierare

il gl Gyan - SA

IT - Seguire le istruzioni per I'uso GB - Follow the instructions for use FR - Suivre les
instructions d’utilisation DE - Befolgen Sie die Gebrauchsanweisung ES - Sigue las in-
strucciones de uso. PT - Siga as instru¢des de uso GR - AkohouBriote Tig 08nyieg xpriong
BG - CnesBaiiTe MHCTpyKUmMKTe 3a ynotpeba CZ - Postupujte podle navodu k pouziti

DA - Fglg brugsanvisningen EE - Jargige kasutusjuhendit FI- Noudata kdyttéohjeita

HR - Slijedite upute za uporabu HU - Kvesse a hasznalati utasitast LT - Vadovaukités
naudojimo instrukcijomis LV - Izpildiet lietosanas instrukcijas NO - Fglg bruksanvisnin-
gen NL - Volg de instructies voor gebruik PL - Postepuj zgodnie z instrukcjg uzycia RO

- Urmati instructiunile de utilizare SK - Postupujte podla ndvodu na pouzitie SL - Sledite
navodilom za uporabo SV - Folj bruksanvisningen

LOT

IT - Numero di lotto  GB - Batch number FR - Numéro de lot DE - Chargennummer ES
- Numero de lote PT - Nimero do lote GR - AptBpog naptiSag BG - MaptuaeH Homep
Cz - Cislo $arze DA - Batchnummer EE - Partii number Fl - Erdn numero HR - Broj
serije HU - Tételszdm LT - Partijos numeris LV - Partijas numurs NO - Batchnummer
NL - Batchnummer PL - Numer partii RO - Numarul lotului SK - Cislo 3arze SL - Stevilka
serije SV - Batchnummer
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