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BbBepneHune 1
Mpegrosop

1 BvBeneHue

1.1 MNMpearosop

Bawarta 6onHuua e nsbpana ga npunara MHoBaTMBHaTa MeguUMHCKa TexHonormst Ha Getinge.
bnarogapum Bu 3a joBepueTo, KOETO HU oKa3BarTe.

Getinge e eanH OT BoAELIMTE CBETOBHY JOCTaBYMLIM HA MEAULIMHCKO 0BopyaBaHe 3a onepa-
LIMOHHM 3amu, XMBpUOHM CTaun, MHOYKLUMOHHM CTaun, MHTEH3UBHM OTAENEHUA U TpaHcnopTupaHe
Ha naumeHTa. Getinge BUHarM NocTaBs HyXXaWTe Ha 3APaBHUA NePCOHan 1 NaUMeHTUTe Ha YenHo
MSCTO Npu pa3paboTBaHeTo Ha NPOAYKTU. HesaBMcMmo fanu ctaea BbMpoc 3a 6e30nacHoCT,
edeKTMBHOCT unu nkoHomusi, Getinge npeanara pelieHns 3a U3nMckBaHusTa B 6onHuuara.

CbC CBOETO HOY-Xay B XMPYPrMYeckoTo OCBETIIEHNE, MOHTMPAaHM Ha TaBaHa pasnpeaenuTesiHu
CBETNMHU U MyNTUMEeAMNHN peweHns Getinge nocTaesi Ka4ecTBOTO U MHOBaLMMTE B OCHOBATa
Ha CBOsiTa 3arpueHocT, 3a Aa 6baat obcnyxBaHW Ha-gobpe NauMeHTUTe U 34paBHUSI NEPCO-
Han. Xupypru4HoTto ocBeTneHne Getinge e CBETOBHO M3BECTHO ChC CBOSI AN3aliH M MHOBALLMN.

1.2 UHopmaumsa 3a ookymeHTa

ToBa pbKOBOACTBO 3a ynoTpeba e npeaHa3Ha4YeHo 3a exxeqHeBHU NoTpebuTenu Ha NpoaykTa,
pPBKOBOAMTENW Ha NepcoHana v agMUMHUCTpaumsiTa Ha 6onHuuara. Llenta My e aa 3anosHae no-
TpebutenuTe ¢ AusariHa, 6e3onacHOCTTa 1 ekcrnnoaTauusita Ha NnpoAykTa. PbKOBOACTBO € CTPykK-
TYpVpPaHo 1 pasaeneHo B HAKOMKO OTAENHW rMaBu.

Monsi, 06 bpHeTe BHUMaHMe:

° I'IpoqueTe BHMMaATEJTHO PbKOBOACTBOTO 3a yI'IOTp668, npeav ga nanons3esarte rnpoaykta 3a
NbPBU NMbT.

* BwuHarm gencrearite B CbOTBETCTBUE C MH(pOPMaLMATA, ChabprKallla ce B pPbKOBOACTBOTO 3a
ynotpeba.

« [pbxTe ToBa pbkoBOACTBO 61130 A0 0GopyaBaHeTo.

1.21 CbKpalweHus
EMC EnexkrpomarHutHa CbBMECTUMOCT
n3y PbkoBoacTBO 3a ynotpeba (MHCTpyKums 3a ynoTpeba)
n3 MHoekc Ha 3awmTa (MHOEKC Ha 3awumTa)
K KensuH
Ceetoamnon  Ceetogmop (Ceetoguon)
Ix lux
N/A He e npunoxumo (He ce npunara)
1.2.2 CumBoOnNM, U3Non3BaHU B AOKyMEHTa

1.2.21 Mpenpatkn
MNpenpaTtkMTe KbM OPYrv CTPaHWLM B PbKOBOACTBOTO Ce MAEHTUMULMPAT CbC cMMBOna M.

1.2.2.2 YucnoBu mapkepu
UncnosuTe Mapkepy B MIKOCTPaLMM 1 TEKCT ca B kBagpat [1].

1.2.2.3 OencTBusa n pesynrtatm

[evicTBuATa, N3BBLPLUEHM OT NOTPeBUTENA Ce CeKBeHMpaT C HoMepa a CUMBOSbLT ,»>” npeacTa-
BrisiBa pe3yntaTt oT AelicTBue.

LUCEA 10-40
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1 BbBegeHue

MHdopmaLmsa 3a JokymMeHTa

Mpumep.

MpegnocTtaBka:

° CTepVIJ'IVISaLWIOHHaTa OPBbXKa € CbBMeCTMa C NpoAyKTa.

1. MoHTupanTe gpbXkkaTa BbpXy ckobara.

» YyBa ce ,lpakBaHe".

2. 3aBbpTeTe ApbXkaTa 4O BTOPOTO ,LipakBaHe” 3a 3akntovBaHe.

1.2.24 MeHtoTa 1 6yTOHM

VimeHaTa Ha MeHloTaTa U 6yTOHVITe cac y.qe6ene|-| LIJpVI(*)T.

Mpumep.

1. HatucHeTte ByToHa 3anuwu.

» [NpomeHnTe ce 3anaseart 1 ce nokassa MeHTo Jlrobumu.

1.2.3 OnpepeneHus

1.2.31 HuBa Ha onacHocT

TekcTbT B MHCTPYKUMNTE 3a ©esonacHocT onucea Buaa Ha puUCka " Kak aa ce npeanasnte OoT He-
ro. MHCprKLI,VII/ITe 3a GesonacHocCT ce pa3gendaT Ha Tpu HMBa, a UMEHHO!

CumBon

CTeneH Ha onacHocT | 3HaYyeHue

ONACHOCT! lMokasea npsika 1 HenocpeacTBeHa OMAaCHOCT, KOATO MO-
Xe oa 6bae daTanHa unu Aa NpUYvMHY CEpPUo3HN Hapa-
HABaHW4A, KOUTO MoraTt fa gosegart 4O CMbpT.

NMPEAYNPEXOEHMUE! | Noka3sBa noTeHUnanHa onacHocT, KOATO MOXe Aa AoBe-
e 00 HapaHsiBaHe, ONacHOCT 3a 34paBeTO MM CEpUOo3s-
HW MaTepuarnHn WeTu, BOAELLM A0 HapaHsiBaHe.

BJIIAFTOPA3YM! lNoka3Ba NoTeHLManHa onacHoCT, KOATO MOXe Aa AoBe-
e [0 MaTepuanHu LWeTu.

Tabn. 1:  VHCTpykuun 3a 6€30nacHOCT OTHOCHO HMBAaTa Ha OMacHOCT

1.2.3.2 MHoukauun
CumBon Twun Ha MHOUKauuATa 3HaueHue
YKA3AHUE [JonbnHuTenHa nomoLy, Ui nonesHa MHopMauus,
([ ] KOSITO He BKITOYMBA PUCK OT HapaHsiBaHe Unn maTe-
puanHu LWeTw.
OKOIJTHA CPEOA MHdopmaLmsa OTHOCHO peLmKiMpaHeTo unm npa-

o>

=

BUITHOTO U3XBbPJIAHE Ha oTnaabLUnTe.

Tabn.2: BuooBe o03HayeHWs, HAaNM4YHK B JOKYMeEHTa

6/38
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1.2.3.3

1.2.3.4

1.3

1.4

LUCEA 10-40

BbBepneHune 1
Opyrn 0OKYMEHTU, CBbpP3aHM C TO3U NPOAYKT

Fpynu ot xopa

MNotpebutennu

* [loTpebutenute ca nuua, ynbnHOMOLLEHM Aa U3NOoNn3BaT YCTPONCTBOTO Nopaan TaxHaTa Keanu-
dukauma unu ca obydeHm ot ogobpeHo nuue.

* [loTpebutenute ca oTroBOpHM 3a 6e30MacHOTO M3MNon3BaHe Ha yCTpOVICTBOTO, KaKTO " 3a
cnas3BaHe Ha HeroBoTo npegHa3Ha4YeHune.

KBanuduumnpaH nepcoHan:

+  KBanudumumpaHuaT nepcoHan BKoYBa xopa, Npnaobuny s3HaHnsTa cu vYpes cneumanuanpa-
HO 0byyeHne B obnacTTa Ha MEANLIMHCKUTE TEXHOMOMUM UK Ype3 NPOodPECUOHANHUS CU ONUT
1 No3HaHWs Ha nNpaBunaTa 3a 6e30nNacHOCT, CBbP3aHU C U3MbIIHABAHUTE OT TAX 3a4bIKe-
HUSA.

* B cTpaHu, B kKOUTO yrnpaxHsABaHETO HA MeAMUMHCKO-TEXHUYECKaTa npodecust NoANeXn Ha cep-
TuMumMpaHe, ce M3UCKBa yNbrHOMOLLL@BaHe 3a KBanuduumupaH nepcoHarn.

Bupg ocBeTneHune

[narHocTU4YHO ocBeTneHne

Ob6opyaBaHe 3a nokanHo ocBeTsiBaHe Ha TAMNOTO Ha NauMeHTa ¢ uen yrnecHsBaHe Ha AuarHoc-
TUYHMTE UK nedebHuTe npoueaypu, KOeTo Moxe Aa 6bae npekbcHaTo 6e3 puck 3a NaumeHTa,
aKko OCBeTMEHNETO ce noBpean. To He e npedHa3Ha4YeHo 3a N3non3BaHe B onepaunoHHN 3anu.
.D,pym AOKYMEeHTU, CBbpP3aHN C TO3IU NPOAYKT

*  WHcTtpykumm 3a nogapwxkka (pedh. ARD01700)

*  WHcTpykumm 3a peMoHT (ped. ARD0O1702)

*  WHcTpykumm 3a nHctanupade (pedp. ARD01704)

*  WHcTpykuum 3a gemoHTax (ped. ARD0O1705)

OTroBopHoOCT

MpomeHu, HanpaBeHU B NpoAyKTa

HuvkakBa npomsiHa Ha NpoAyKkTa He MOXe Aa ce M3BbPLUM 6e3 npeaBapuUTEenHOTO chrnacue Ha
Getinge

MNpegHa3zHayeHWe Ha YCTPOUCTBOTO

Getinge He HOCV OTFOBOPHOCT 3a LLeTH, MPEKU UK KOCBEHU, B pe3ynTaT Ha AeWCTBUSI, KOUTO He
ca B CbOTBETCTBME C TOBa PbKOBOACTBO 3a ynoTpeba.

MoHTax U noaapbxKKa

OnepaummnTe No MOHTaX, NOAAPBXKA U AEMOHTaX TpsibBa Aa ce U3BbpLUBAT OT NepcoHarl, ody-
YeH 1 ynbrnHomoLleH oT Getinge.

OO6y4eHue 3a yCTPOMCTBOTO

O6y4yeHuneTo TpsAbBa Aa ce M3BbpPLUBA ANPEKTHO HA YCTPOMCTBOTO OT YMbJIHOMOLLIEH NepcoHarn
Ha Getinge.

CbBMecTUMocCT € Apyrnu meguuMHCKu nsgenusa

MoHTupanTe caMmo MeanUMHCKK n3genusi, oqobpenn cbrnacHo IEC 60601-1 nnmn UL 60601-1.

[aHHWTe 3a CbBMECTUMMOCT ca NoApo6HO onucaHu B rnaBa TeXHUYEeCKy XapakTepucTukn [»w CTpaHu-
ua 32].

CbBMecCTMMUTE akcecoapu ca NodpoGHO onncaHu B CbOTBETHATA rMnaea.
B cnyyan Ha HUMAEHT

Bcekn ceproseH MHLUMAOEHT, Bb3HWKHAN BbB Bpb3ka C U3denveTo, cneasa aa 6bae cbobuieH Ha
NPOM3BOAMTENS M HA KOMMNETEHTHUS OpraH Ha Abp)kaBaTa-yneHka, B KOSITO € YCTaHOBEH noTpe-
ouTEenAaT u/vnu NauneHTbT.

IFU 01701 BG 13 7138
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1.5

1.6

1.7
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BbBegeHue

Cpok Ha ekcnnoarauus

CpokK Ha ekcnnoartauus

OuyakBaHUAT CPOK Ha eKkcnroaTauus Ha npoaykta e 10 roguHu.

Tosn CPOK Ha rogHOCT He Ce OTHaCA 3a KOHCYyMaTMBW KaTo APBXKKU 3a CTepunmnsadma.

To3m cpok Ha ekcnnoatauus ot 10 roanMHn e edoeKTUBEH MpY YCrNoBue Ha roauLLIH NepuoaundH
NpoBepKu, N3BbPLLBaHM OT 0By4YeH nepcoHan u ogobpeH ot Getinge, BuxTel paduk Ha noa-
ApbxkKa. AKO criedl To3u Nepuos YCTPOMNCTBOTO BCe OLle Ce MU3MoMaea, Tpsabea Aa ce U3BbpLUM
npoBepka oT 06yyeH 1 ynbiHoMolleH oT Getinge nepcoHarn, 3a Aa ce rapaHTupa 6esonacHocTTa
Ha YCTPOWCTBOTO Npe3 LiANoTo Bpeme.

MapaHuun
3a yCcnoBuATa Ha rapaHuna Ha npoaykTta ce CBbpXKeTe C MECTHUA npencraBuTen Getinge.

CumBoOnu BbpXy NpoAaykTa U onakoBKaTa

CnepBaiiTe UHCTPYKUMUTE 3a yno-
Tpeba (IEC 60601-1:2012)

YHuKanHa ngeHtndukauna Ha yc-
TPONCTBOTO

CnepBanTte MHCTPYKUMUTE 3a yno-
Tpeba (IEC 60601-1:2005)

%
2
o

o

‘@Q
=
13

UL mapkupoBka (KaHaga n CALL)

CnepBainTe MHCTPYKUMUTE 3a yno-
Tpeba (IEC 60601-1:1996)

CE mapkunposka (Eepona)

ED> .- O

MponssoauTen + garta Ha Npous3Boa-
CTBO

M

[Nocoka Ha onakoBKaTa

A
m
m

PedepeHTeH HomMep Ha npoaykTa

|—¢|—’n

Kpexko, bopaBeTe ¢ Hero BHMMaTen-
HO

CepvieH HoOMep Ha npoayKTa

IS
N

N

N

[a ce nasu oT AbXA

AC Bxop

TemnepaTtypeH ananasoH 3a Cbxpa-
HeHune

He n3xebpnsanTe ¢ KOHBEHLIMOHAMHN-
Te oTnagbLm

[wnanasoH Ha BRnaxHoCT 3a CbXpaHe-
Hne

OnacHocT oT npeobpblLyaHe: He Ha-
TUCKanTe MobunHaTa fnamna u He ce
obnsranTe Ha Hes, KoraTo konenua-
Ta ca 6nokmpaHm.

[GIRSIETE 3

O6xBaT Ha aTMOCHEPHOTO HansiraHe
npu CbXxpaHeHue

g @10 F

MapkupoBka Ha MeULMHCKOTO yC-
TpowcTeo (MD)
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BbBepneHune

MecTononoxeHue 1 o6siCHeHNe Ha eTukeTa 3a I/I,El,eHTI/ICt)I/IKaLI,I/IFl Ha yCTpOVICTBOTO

1

1.8 MecTononoxeHune n o6siCHeHMe Ha eTuKeTa 3a uaeHTuduKaumus
Ha YCTPOMUCTBOTO

our. 1: MecTtononoxeHve Ha MAEHTUMUKALMOHHUS MapKep Ha npoaykTa

(o] [=] [

3]

[4]

[ YYYY-MM-DI

MAQUET SAS

Parc de Limére-Avenue de la Pomme de Pin

CS 10008 Ardon - 45074 Orléans|

[REF]|ARDLCAXXXXXX | [SN][XXXXXX]
HLCA XXX X XXX |
Lucea

cedex 2 - France

Made in France

wo C€

H OXX)XOSOOOOKOKK (XXX XX XXX (XXX)YARDLCAXXXXXX(XX)XXXXXXXX |

ANSI/AAMI ES60601-1 :2005 + AMD (2012) (816 IP20

E’ﬁ =) AC 100-240 V 50/60 Hz 40 VA

CAN/CSA-C22.2 NO. 60601-1 :2014

Uﬂ IEC 60601-2-41 :2009

[H

US E346609

dur. 2: MpumepeH eTukeT

Mme Ha npoaykTa

[ata Ha npon3BoaCTBO
PedepeHTeH HoMep Ha npoadykTa

LUCEA 10-40
IFU 01701 BG 13

CepuieH Ne

YHuKanHa ngeHTudmrkaumsa Ha npoaykTa

(UDI)
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1 BbBegeHue
Mpernen Ha npoaykTa

1.9

10/ 38

Mpernep Ha npoaykTa

Qur. 3: LUCEA 10 penca

our. 4: LUCEA 10 cTeHeH MOHTax

our. 5: LUCEA 10 mo6unHa

[@][e][&][ee] ][]

[@][er][ &[]][]

(][N [o][][#][e] ][]

Kynon LUCEA 10

bBkaBa ckoba
B3axpaHBauy, 6110k
B3axpaHBauy kaben
[pbxka 3a 3atdaraHe
MoHTaxHa ckoba 3a penca

Kynon LUCEA 10
bBkaBa ckoba
3axpaHBauy, 6510k
B3axpaHBauy, kaben
[pbxka 3a 3aTaraHe
Ckoba 3a CTeHeH MOHTax

Kynon LUCEA 10
bBkaBa ckoba
B3axpaHBaly, 6110k
3axpaHBauy kaben
[pbxka 3a 3aTaraHe
[MNognopa

Mo6unHo pamo
Konenua cbc cnupaykn

LUCEA 10-40
IFU 01701 BG 13



BbBepneHune 1
Mpernen Ha npoaykTa

dur. 6: LUCEA 40 TaBaHHa namna

Kanak Ha TaBaHa MpyxnHHO pamo
OkaveHa Tpbba Ckoba
Pamo 3a yabmxasaHe [6] Kynon LUCEA 40

dur. 7: LUCEA 40 cTeHeH MOHTax

CteHHa onopa Ckoba
Pamo 3a yabmxaBaHe Kynon LUCEA 40

MpyMHHO pamo

LUCEA 10-40
IFU 01701 BG 13 11/38



1 BbBegeHue
Mpernen Ha npoaykTa

our. 8: LUCEA 40 mobunHa

Moanopa 3axpaHBaHe
MpyXuHHO pamo @ Pamo
Ckoba Konenua cbe cnvpavku

Kynon LUCEA 40

LUCEA 10-40
12/ 38 IFU 01701 BG 13



BbBepneHune
Mpernen Ha npoaykTa

1

1.9.1 Akcecoapu
BNArorPA3ym!
Puck oT HeM3npaBHOCT Ha YCTPOMCTBOTO
Puck oT HeumanpaBHOCT Ha ycTporcTBoTOM3Non3BaHeTo Ha akcecoapu unm
kabenu, pasfiM4yHU OT AOCTaBEHUTE UNU NOCOYEHU OT NPOU3BOAUTENA, MOXe
Aa noBnusie Ha pa6oTaTta U NPOM3BOAUTENHOCTTAa Ha YCTPONCTBOTO.
M3non3BanTe camo akcecoapu 1 Kabenu, 4OCTaBEHU UMW NOCOYEHU OT Npo-
u3BoauTens.
ApTukyn O6o3Ha4yeHue PedepeH- | ObmkuHa
UM
POWER CORD 3axpaHBaly kaben EBpona Lucea 10 5686 02 901 3,5m
C7 EUR
POWER CORD 3axpaHBaly kaben BenvkobpuTtaHus 5686 02 904 3,5m
C7 GBR Lucea 10
POWER CORD 3axpaHBaly kaben CALL 1 AnoHuns Lucea |5 686 02 900 3,5m
C7 US JPN 10
POWER CORD BaxpaHBaly kaben bpasunus Lucea 10 5686 02 902 2m
C7 BRA
POWER CORD 3axpaHBaly kaben Asctpanus Lucea 10 |5 686 02 905 2m
C7 AUS
Tabn. 3: BaxpaHBawum kabenu Lucea 10
ApTukyn O603Ha4yeHue PedepeH- | ObmkuHa
LM
POWER CORD EUR | 3axpaHBaLy kaben EBpona 5686 04 960 4 m
POWER CORD GBR | 3axpaHBaLy kaben BenukobputaHus 5686 04 961 4 m
POWER CORD US 3axpaHBaly kaben CALL 5686 04 967 4m
POWER CORD BRA | 3axpaHBaly kaben bpasunus 5686 04 963 4 m
POWER CORD JPN | 3axpaHBaLy kaben AnoHus 5 686 04 966 4m
POWER CORD CHE |3axpaHBauy kaben Lseruapus 5686 04 965 4m
POWER CORD AUS | 3axpaHBaLy kaben ABcTpanus 5 686 04 964 4 m
POWER CORD ITA 3axpaHBaly kaben Ntanus 5686 04 962 4 m
POWER CORD ARG | 3axpaHBaLy kaben Ap>xeHTUHa 5686 04 968 2m
Tabn. 4: 3axpaHBawum kabenu Lucea 40
LUCEA 10-40
IFU 01701 BG 13 13/38
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BbBegeHue
MpunaraHuTe ctaHgapTu

MpunaraHuTe ctaHpaapTm

YCTpOWCTBOTO OTroBaps Ha M3NCKBaHWUATa 3a 6e30MacHOCT Ha credHUTe CTaHAAPTU U yKasaHUs:

ANSI/AAMI ES60601-1:2005/A2:2021
CSA CAN/CSA-C22.2 Ne 60601-1:14/
A2:2022
EN 60601-1:2006/A1:2013/A2:2021

PedrepeHuums 3arnaBue
IEC MepuumnHcko enekTpudecko obopyasaHe — Yact 1: O6-
60601-1:2005+AMD1:2012+AMD2:20 | 11 n3ucksaHus 3a 6€30MacHOCT 1 CbLLECTBEHN Xapak-
20 TEPUCTUKU

IEC 60601-2-41:2021
EN IEC 60601-2-41:2021

MepguuunHcko enekTpudecko obopyasaHe — Yact 2—41:
CneuuanHu nancksaHus 3a 6e3onacHoCT Ha XMpypru-
YeCKOTO M AMarHOCTUYHOTO OCBETNEHNE

IEC 60601-1-2:2014+AMD1:2020
EN 60601-1-2:2015/A1:2021

MeaumumHcKo enekTpudecko obopyasaHe — Yact 1-2:
O6LUM n3nckBaHUsA 3a 6e30MacHOCT — AOMbINHUTENEH
cTaHgapT: EnektpomarHuTHM cMyLleHnst — ManckeaHus
N TecTtoBe

IEC
60601-1-6:2010+AMD1:2013+AMD2:2
020
EN 60601-1-6:2010/A1:2015/A2:2021

MepuuunHcko enekTpudecko obopyasaHe — Yact 1-6:
O6Lwwm nsmckBaHms 3a 6e30nacHOCT U CbLLECTBEHM Xa-
pakTepucTukm — CtaHaapT 3a obesneyveHne: Bb3MOX-
HOCT 3a u3nosnsBaHe

IEC 60601-1-9:2007+AMD1:
2013+AMD2:2020
EN 60601-1-9:2008/A1:2014/A2:2020

MepguumnHcko enekTpudecko obopyasaHe — Yact 1-9:
O6wWwm n3mcksaHnsa 3a 6e30nacHOCT U CbLLUECTBEHU Xa-
pakTepucTukm — 3a obesneveHne: MancksaHns 3a eko-
TNIOrMYHO OTFOBOPHO MpPOEKTUPaHe

IEC 62366-1:2015+AMD1:2020
EN 62366-1:2015/A1:2020

MegouunHckn nagenunsa — Yact 1: MNMpunaraHe Ha UHXe-
HepHaTa M3Mnon3BaeMoCcT KbM MEANLMHCKATE U3Oenus

ISO 20417:2020
EN I1SO 20417:2021

MeguumnHckn nsgenua — MHdgopmauus, koaTo Tpsioea
Oa 6bae npegocTtaBeHa OT NPOU3BOANTENS

ISO 15223-1:2021
EN ISO 15223-1:2021

MeauumHckn nsgenus — CUMBONU 3a U3NO3BaHe C UH-
dopmauusi, NpeaocTaBsHa OT NPOM3BOANTENS —
YacT 1: OCHOBHU N3UCKBaHUSA

EN 62471:2008

doToburonornyHa 6esonacHOCT Ha namnu 1 anapaTw,
na3nonssawy namnu

IEC 62311:2019
EN 62311:2020

OueHka Ha enekTPOHHOTO U enekTpuyecko obopyasa-
He BbB Bpb3Ka C OrpaHMYeHusiTa OT M3naraHeTo Ha Xo-
pa Ha enekTpomarHutHu noneta (0 Hz — 300 GHz)

Hapen6a 384/2020

Ceptuncumumpane INMETRO — M3uckBaHus 3a oueHs-
BaHE Ha CbOTBETCTBMETO Ha 06opyaBaHe nopg 3gpaBHO
HabnogeHne

Tabn. 5:

CbOTBETCTBME C NPOAYKTOBUTE CTaHOAAPTU

LUCEA 10-40
IFU 01701 BG 13



YHpaBneHme Ha Ka4eCTBOTO:

BbBepneHune

1

an/IJ'IaFaHMTe CTaHOapTn

PedepeHuus lopuHa | 3arnaBue
ISO 13485 2016 |[I1SO 13485:2016
EN ISO 13485 2016 |ENISO 13485:2016
MeguunHckn nspgennsa — Cuctemu 3a ynpaereHue Ha Ka-
YeCTBOTO — MI3nCKBaHUA 3a perynaTtopHu Lenu
ISO 14971 2019 |[I1SO 14971:2019
EN ISO 14971 2019 |ENISO 14971:2019
MeguumHckn nsgenuna — lNpunaraHe Ha ynpaBreHneTo Ha
pucka KbM MEOULNHCKATE U3L4enust
21 CFR Part 11 2023 |Title 21 — Food And Drugs
Chapter | — Food And Drug Administration Department Of
Health And Human Services
Subchapter A — General
PART 11 — Electronic records, electronic signatures
21 CFR Part 820 2020 |Title 21 — Food And Drugs

Chapter | — Food And Drug Administration Department Of
Health And Human Services

Subchapter H - Medical Devices

PART 820 — Quality System Regulation

Tabn.6: CboTBETCTBUE CbC CTaHOapTUTe 3a ynpaBiieHne Ha Ka4eCTBOTO

Ekonornynn ctaHgapTtu v pasnopenbu:

PedepeHuus loguHa | 3arnaBue
Owupextnea 2011/65/EC | 2011 | OrpaHunyeHne Ha ynoTpebaTta Ha HAKOW OMacHW BeLLlecTBa B
€eKTPUYECKO 1 ENEKTPOHHO 0bopyaBaHe
Oupextnea 2015/863 2015 | [OvpekTuBa 3a nameHeHue Ha npunoxexue Il ot QupekTtnea
2001/65/EC Ha EBponenckusi napnameHT 1 Ha CbBeTa no
OTHOLLIEHME Ha CNUCbKa Ha BellecTBaTa, Noanexatim Ha
orpaHu4yeHue
IOupektnea 2016/585/ 2016 | OcBoboxgaBaHe Ha ONlOBO, KaAMUIA, LUECTBANIEHTEH XPOM
EC n PBDE 3a meguuuHCcKkn nsgenusi
Ovpektuea 2017/2102 | 2017 | OrpaHuyeHne Ha ynotpebaTta Ha HAKOM OnacHU BellecTBa
B €MeKTPMYECKO 1 eneKTPOHHO obopyaBaHe
IEC 63000 2022 | TexHU4ecka OOKYMEHTaLMS 3a OLEHKa Ha eneKkTpuyeckn
N eNeKTPOHHN MPOAYKTU MO OTHOLLEHME Ha OrpaHMYaBaHETO
Ha onacHuUTe BelllecTBa
PernameHnT 1907/2006 | 2006 |Peructpaums, oueHka u paspellaBaHe Ha XMMUYHU BeLle-
CTBa, KaKTO W OrpaHnYeHnsTa, NPUNoXumm 3a Tesn Belle-
cTBa
US California 1986 |3akoHbT 3a 6e3onacHa NUTeHa Boga U KOHTPOIT HAa TOKCUY-
proposition 65 Act HUTe BellecTBa oT 1986 r.
Oupektnea 94/62/EO 1994 | YnpaBneHvne Ha onakoBku 1 OTnagbum
SJ/T 11365-2006 2006 |Administrative Measure on the Control of Pollution caused

by Electronic Information Products Chines RoHS (Restriction
of Hazardeous Substances)

Tabn. 7:  EkonorvyHu ctaHgapTtu v pasnopenbu

LUCEA 10-40
IFU 01701 BG 13
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BbBegeHue

an/IHaFaHI/ITe CTaHgapTu

ObpxaBa PecepeHumns lopuHa |3arnaBue
ApxeHTMHa Disposicioén 2002 | Administracion Nacional de Medicamentos,
2318/2002 Alimentos y Tecnologia Médica — Registro de
productos Medicas — Reglamento
Asctpanus | TGA 236-2002 2021 Therapeutic Goods (Medical Devices)
Regulations 2002. Statutory Rules No. 236, 2002
made under the Therapeutic Goods Act 1989
Bpasunus RDC 665/2022 2022 RDC n°665, 30 March 2022, Provides for the
Good Manufacturing Practices for Medical
Devices and Medical devices for In Vitro
Diagnostis
Bpasnnus RDC 751/2022 2022 RDC No. 751, September 15, 2022, which
provides for risk classification, notification and
registration regimes, and labeling requirements
and instructions for use of medical devices.
KaHapa SOR/98-282 2023 Medical Devices Regulations
Kutan Regulation n°739 2021 Regulation for the Supervision and Administration
of Medical Devices
EC Regulation 2017 |Medical Devices Regulations
2017/745/EU
AnoHusa MHLW 2021 Ministerial Ordinance on Standards for
Ordinance: MO n Manufacturing Control and Quality Control for
°169 Medical Devices and In-Vitro Diagnostics
FOxHa Ko- Act 14330 2016 Medical Device Act
pes
FOxHa Ko- Yka3 27209 2016 Enforcement Decree of Medical Act
pes
FOxHa Ko- Rule 1354 2017 Enforcement Rule of the Medical Act
pes
Lsenuapus RS (Odim) 2020 Medical Devices Ordinance (MedDO) of 1 July
812.213 2020
TansaH TPAA 2018 Taiwanese Pharmaceutical Affairs Act
2018-01-31
Ob6eaunHeHo- 3aKoH 2021 Medical Devices Regulations 2002 n°618
TO KparncTBo
CAL 21CFR Part 7 2023 |Title 21 — Food And Drugs
Chapter | — Food And Drug Administration
Department Of Health And Human Services
Subchapter A — General
PART 7 — Enforcement policy
CAL 21CFR Mogrna- 2023 Title 21 — Food And Drugs
BaH Chapter | — Food And Drug Administration
Department Of Health And Human Services
Moarnaesa H — MeanumHcku nsgenus
Tabn. 8: CboTBeTCTBME C Na3apHUTe CTaHOapTh

LUCEA 10-40
IFU 01701 BG 13



1.11

1.11.1

1.11.2

1.11.3

1.11.4

1.12

LUCEA 10-40

BbBepneHune

1

VHdopmaLma OTHOCHO nNpefHa3HavYeHneTo

Opyra nicopmauus (camo 3a Kutan)

ERAMMEE : Lucea 10 rail version; Lucea 10 desk version; Lucea 10 mobile version; Lucea 10
wall version, Lucea 40 mobile version, Lucea 40 Ceiling-mounted version

FmAMN . FAREEHREALT

HREST . LHRE

FHE : LFRZE

A7 HH IR

MREEHNRER  BEBXR, JTREFAR. MBEFAFEEREA , W TER BoPHHEIIEER
BEAMTE , FEEMATF R, TEEEEMR,

MEELEMRAR  BEBXR, TREAR. MBEFAREERER , A TER BB HFEIREN
HREAITE , TR MATFER, TEELEMER,

RS BH&201516105

FmBEARERES : BMEZ201516105

FRANEFDAUEZF - MAQUET SAS MR 12 A BR 2 J

&£ T AEMHiE : Parc de Limere-Avenue de la Pomme de Pin, CS 10008 Ardon 45074
ORLEANS CEDEX 2 FRANCE

£t : Parc de Limere-Avenue de la Pomme de Pin, CS 10008 Ardon 45074 ORLEANS
CEDEX 2 FRANCE

EERSEM/REARY LMK ( L8 ) BT EZERLTH

EERSEM/REBEAFF : B (L8 ) BEHR S HRXERIKS652FE27TE

EERE 2/ EAETE : 800 820 0207

UHdopmaumsa oTHOCHO npeaHa3Ha4YeHUETOo

lNMpenHasHa4vyeHue

Kynonnata namna LUCEA 10-40 e namna 3a MeAMUMHCKM Nperneaun, npeaHasHadeHa ga gonbIi-
Ba OKOITHaTa CBET/MHA, 3a [a OCBETSABA 30Ha, M3MCKBalla No-noapobeH Bu3yarneH npernes.

OuyakBaH noTpeburen

+ ToBa obopyaBaHe MOXe [ja Ce M3MOoN3aBa camo OT MEAMLIMHCKM NepPCoHar, KOMTo e npoyern
Tasun NUCTOBKA.

* [loynctBaHeTO Ha obopyaBaHeTO TpsibBa Aa ce U3BbpLUBaA OT KBanMULUMpaH NepcoHarn.

Henoaxopswa ynotpeba
» Tasnm namna He e NpefHasHa4eHa 3a U3NoMn3BaHe Npu XMPYypPruyecky npoueaypu.

+ Tasu namna He TpsibBa Aa ce M3MNon3ea, ako e nospefeHa (Hanp. Nopaau nunca Ha nog-
OpbxKka).

« Tasu namna He TpsibBa Aa ce U3nosnsBea B cpeaa, pasnuyHa oT NpogecroHanHaTta 3apaBsHa
cpeaa (Hanp. AoOMaLLHW TPUXN).

NMpoTuBONOKa3aHuA
To3u NpoayKT HAMa NPOTMBOMNOKa3aHUS.

OcHoBHa ekcnnoarauus

OcHoBHaTa (pyHkums Ha LUCEA 10-40 e pga ocurypsisa ocBeTNeHNe B XUPYPrMYHOTO Mone unu
30HaTa Ha u3cnegBaHe, KaTto CbLUEeBPEMEHHO OrpaHn4aBa CBbp3aHaTa C HEro TOMNfIMHHA eHep-
rmsi.

IFU 01701 BG 13 177138



KnuHnyHa nonsa

1 BbBegeHue

1.13

1.14

18 /38

KnuHuyHa nons3a

XUpyprnyeckoTo OCBETIIEHME 1 MPOBEpKaTa ce cuMTaT 3a AOMbBalLM MHBA3UBHM U HEVHBA3UB-
HY CNoco6u UM AMarHo3n 1 ca OT CbLLECTBEHO 3HAYEHUE 3a OCUIypsiBaHe Ha ONTUMariHa BUAM-
MOCT 3a XMPYP3WUTE M 30paBHUA NepcoHarn.

MomollTa, okasaHa Mo BpeMe Ha XMpYpruvecky onepaumm u nperneau, rnokassa TaxHaTa Kocee-
Ha KNMUHWYHAa nonsa. LED xupyprudeckute CBETNUHM NpeanaraT HAKONKO npeavMmcTsa npea apy-
TMTE TEXHOMOMMM (Hanp.: HaXexXaemMa nJka).

Korato ynotpe6aTa e ageksaTtHa, Te:

* nopobpsBat komdopTa Ha PaboOTHOTO MACTO M BU3yarHUTe nokasaTenu Ypes pasnpoctpaHe-
HWe Ha CBeTNMHaTa TaM, KbAeTO XMPYp3nUTE U MEAULIMHCKUAT NEepCOHan ce Hy>XaasT oT Hes,
KaTo CbLUeBpeEMEHHO HaMansiBaT TOMMMHaTa, KOSTO U3NbYBar;

° ocurypdBart ynpaBJieHMe Ha CEHKUTE, KOETO MNMO3BOJIABa Ha MeQUUMNHCKNA NepcoHann a ce Cb-
CpenoToyn BbpPXY XMpypruata nnn gnarHoctukara,

s uMaT nogobpeH XMBOT, KaTO HaManaBaT pyUcka OT YaCTMYHO U3raceBaHe Mo BpeMe Ha onepa-
(17178

s ocurypsiBat NnocTOsIHHO OCBETIIEHME MO BpeMe Ha ynoTpeba;

¢ ocurypsieaT TOYHOTO LiBeTOMNpeAaBaHe Ha pasfMyHUTE OCBETEHU TbKaHW.

MHCprKLIMM 3a HamMmansiBaHe Ha Bb34eNCTBNETO BbPXY

OKOJ1HaTa cpega

3a ga nsnonaearte yCTPOMCTBOTO ONTUMAIIHO, KaTO CbLUEBPEMEHHO OrpaHNYNTE Bb3OENCTBNETO

My BbpXY OKONHaTa cpefa, eTO HAKOSKO npasuna, kKouTto TpsibBa a crneasaTe:

+ 3a ga HamanuTe KOHCyMauusiTa Ha eHeprus, U3krntoYBanTe yCTPONCTBOTO, KOraTo He ce U3-
nonsea.

» [locTaBeTe yCTPOWNCTBOTO NPaBWUIHO, 3a Aa HE KOMMEHCMpaTe MOLWOTO NO3ULMOHMPaHE Ype3
yBenM4yaBaHe MOLLHOCTTa Ha CBeTnvHaTa.

+ CnasBaWnTe onpeferneHnTe CPoOKOBe 3a NOAAPBXKKA, 3a Aa NoaabpKaTe Bb3MOXHO Hal-HUCKO
HUBO Ha Bb3AENCTBME BbPXY OKONHaTa cpeaa.

+ 3a Bbnpocu, CBbp3aHM C TPETMPAHETO Ha OTNAAbLM U PELIMKITMPAHETO Ha YCTPOWCTBOTO,
BWXTE rnaeaTta 3a YnpasrneHue Ha otnagbumTe [» CTtpaHuua 37].

YKA3AHUE

[

l KoHcymaumdaTa Ha eHeprusi Ha yCTPOMCTBOTO € NocoyeHa B rnasa 9.2 Enektpu-
YEeCKN XapaKTEPUCTUKMN.
YCTPOWCTBOTO HE CbAbpXKa ONacHW BELLLECTBA B CbOTBETCTBME C [InpekTmBaTta 3a
orpaHuveHue Ha onacHuTe BellecTtBa (RoHS) (Bx. Pasgen 7) n PernameHTa 3a pe-
rmcTpaums, oLueHka, paspellaBaHe u orpaHMyaBaHe Ha xumukanu (Reach).

LUCEA 10-40
IFU 01701 BG 13



UHdopmauusa, cBbp3aHa CbC CUTYPHOCTTA 2
YcnoBus 3a okonHata cpega

2 UHdopmauusa, cBbp3aHa CbC CUTYPHOCTTA

2.1 YcnoBusa 3a okosniHaTa cpega

YcnoBusi Ha okonHaTa cpefa 3a TPAHCMOPT U CbXpaHeHue

TemnepaTtypa Ha okornHaTa cpefa Ot -10°C po +60°C
OTHOCUTENHA BRaXHOCT Ot 20% po 75%
ATMOCEepHO HansraHe 500 hPa go 1060 hPa
Tabn. 9: Ycnosws Ha okonHaTa cpefa 3a TpaHCNopT/CbXpaHeHne

YcnoBusa Ha oKkonHaTa cpepa 3a ynorpeba

TemnepaTtypa Ha okornHaTa cpefa Ot +10°C po +40°C
OTHoOCUTENHA BRAXXHOCT OT1 20% po 75%
ATMOCdhepHO HansiraHe 500 hPa go 1060 hPa

Tabn. 10: W3nonssaHe Ha ycrnoBusiTa Ha okonHaTta cpefa

2.2 UHcTpyKumun 3a 6e3onacHocCT

221 Be3onacHo nanonsBaHe Ha NnpoAyKTa

A\

MPEAYNPEXAOEHUE!

Puck oT TbKaHHa peakuus
CBeTnuHara e eHeprusa, KoATo nopagau n3nb4YBaHeTO Ha onpeanesrieHn ObIKU-
HWU Ha BbJIHAaTa MOXe Aa € HeCbBMeCcTUMa C onpegersieHn naTosfioruu.

MNMoTpebutenaTt TpAGBa Aa e HAsACHO C pPUCKOBETE OT M3NON3BaHEeTO Ha OCBEeT-
neHueTO 3a xopa ¢ HenoHocumocT kbM UV n/unu nncpavyepseHo nbuyeHue,
KaKTo U 3a (hOoTOUYBCTBUTENHU XOpa.

Mpeau npouenypara ce yBepeTe, 4e OCBETIIEHUETO € CbBMECTUMO C TO3U
TUMN NaTosorus.

A

MPEAYNPEXAEHUE!

Puck ot TokoB yaap
Hel'lpaBMnHOTO U3KNn4BaHe Ha wencena, Mmoxe oa goseae o0 noBpena Ha
3axpaHBawusa kaben un ga HanpaBun A4OCTBHbMHU YaCcTuUTe NoAa HanpexeHue.

He unsknio4yBanTe KOHTaKTa c AbpnaHe 3a Kabena.

A

MPEAYNPEXAEHUE!

Puck ot HapaHsiBaHe
[OBuXewmTe ce CBETIIMHU MoOraT Aia ce Npeo6bpHAT, ako HAKOW ce obrierHe Ha
TAX.

Hukora He pasqvlTaﬁTe Ha MOGUITHOTO OCBeTIeHue.

LUCEA 10-40
IFU 01701 BG 13
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2 UHdopmaumsa, cBbp3aHa CbC CUTYPHOCTTaA
WHcTpykumm 3a 6esonacHocT

2.2.2

223

20/38

A\

NMPEAYNPEXOEHUE!

Puck ot HapaHsiBaHe
MHTEeH3MBHMTE MarHUTHM NoneTa mMoraTt ga goseaart 40 HEU3NPaBHOCT Ha OC-
BeTNeHneTo, KakKto " HeBHUMaTEeJNIHOTO ABUXeHne Ha OCBeTIIeHUeTo.

He usnonsBante B ctasa ¢ AMP.

A\

NMPEAYNPEXOEHUE!

Puck ot HapaHsiBaHe/UHeKkuunsa
M3non3BaHeTo Ha NOBpeAeHO YCTPOMCTBO MOXe Aa AoBeae OO PUCK OT Hapa-
HsiBaHe Ha NOTpeouTensi LN PUCK OT MHIEKLMA NpU NauueHTa.

He nanonsBanTte NnoBpeAeHO yCTPOUCTBO.

A\

NMPEAYNPEXOEHUE!

Puck ot nsrapsiHe

ToBa ycTpoicTBO He e B3puBobe3onacHo. ckpute, KOUTO OOMKHOBEHO Guxa
6unu 6e3onacHu, MoraTt ga NPUYMHAT Noxapu B atmocdepu, oborateHu ¢
Kucrnopoa.

He nsnonsBanrte yCTpOI;ICTBOTO B cpega, 6orata Ha 3ananMmMmu rasoBe uUnu
Knucnopoga.

EnekTpuyeckm

A\

BNArorAsym!

PuUck oT HensnpaBHOCT Ha YCTPOWCTBOTO

Puck oT HensnpaBHOCT Ha YyCTpoWcTBOTOM3NnoN3BaHeTo Ha akcecoapu Unm
Kabenu, pasfM4yHu OT JOCTaBeHUTE UM NOCOYEeHU OT NPOU3BOAUTENSA, MOXe
Aa noenusie Ha paboTaTa U NPOU3BOAMUTENTHOCTTa Ha YCTPOMCTBOTO.

U3nons3Bante camo akcecoapu u kabenu, 4OCTaBEHU UITU NOCOYEHU OT Npo-
u3BoauTens.

A\

NMPEAYNPEXOEHUE!

OnacHoCT OT TOKOB yaap
Jluye, KoeTo He e 0Gy4YeHO 3a onepauum No MOHTUpPaHe, NOAAPBLKKA UMK OT-
CTpaHfiBaHe, e 3acTpalleHO OT HapaHsiBaHe Ui TOKOB yaap.

MoHTupaHeTo, nogapbLKKaTa U OTCTPaHsIBAHETO Ha YCTPOUCTBOTO UIIN KOM-
NOHEHTUTE Ha YCTPOMCTBOTO TPAOBA Aa ce U3BbpLIBa OT TeXHUK Ha Getinge
unm ot oby4eH ot Getinge cepBU3€eH TEXHUK.

OnTuyecku

A\

NMPEAYNPEXOEHUE!

Puck ot HapaHsiBaHe
To3n NPOAYKT Uanb4Ba NOoTeHUMasriIHO onacHoO ONTUYHO NbYeHue. Moxxe Aaa
HacTbNUu yBpexaaHe Ha o4yuTe.

nOTpeﬁldTeﬂﬂT He TpﬂﬁBa Aa rnega KbmM CBeTrIMHaATa, U3anb4YBaHa OT XUpypru-
yeckaTa namna. OunTe Ha nauumeHTa TpFIGBa Oa 6baar 3alWuTeHu no Bpeme
Ha onepauunsa Ha nuueTo.

LUCEA 10-40
IFU 01701 BG 13



KoHTponHu nHrepdencu

3

3 KoHTponHu nutepdencu

Toau NpoayKT He pasnonara ¢ uHTepdeiic 3a ynpasneHue.

LUCEA 10-40
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4 Ynotpeba
E>xeaHeBHM NpoBepku npeau ynotpeba

4 Ynotpeba

4.1 ExxeaHeBHU npoBepKu npeam ynotpeda

LisnocT Ha yCcTpOMCTBOTO

1. YBepeTe ce, Yye YCTPOUCTBOTO He € npe-

K THPNAMNO HUKaKbB YAap M He Nokasea Hu-
:{%ﬂ Kaksu nospeaun.
2. TlpoBepka 3a 6nAcbK unm nunca Ha 6os.
3.

B cnyyaii Ha HEpPeHOCT ce CBbpxXeTe
C TexHUYeckaTa noaapbkka.

dur. 9: LisnocT Ha ycTpoicTBOTO

CTabunHocT Ha ocBeTNneHneTo

1. PaboTteTe ¢ yCcTpONCTBOTO, KaTo NpaBuTe
HSIKONKO ABWXEHMS], 3a Aa 3aBbpTUTE Lie-
NSt MEXaHU3bM.

» LlanoTo ycTponcTteo TpsibBa aa ce oBu-
XM NECHO 1 NNaBHo.

2. TlpoBepeTe ganu LIencenbT Ha enekTpu-
yeckaTa Mpexa e npaBuUiHO CBbp3aH KbM
Kanaka Ha 3axpaHBaHeTO U Janu 3axpaH-
BaLLMAT kaben e B 4OOPO CbCTOsIHUE.

3. B cny4yait Ha HepeOHOCT ce CBbpXeTe
C TEeXHMYeckaTa NoAapbXKa.

our. 10:  CtabunHOCT Ha OCBETNEHMETO

Onepauus cBeTogmnoam

1. HatucHete 6ytoHa 3a ON/OFF Ha knaBua-
TypaTa 3a ynpaBneHue Ha Kynona, 3a fa
BKIHOUNTE OCBETNEHUETO.

2. T[poBepeTe Aanv BCUYKU CBETOAMOAM pa-
ooTAT.

3. B cny4an Ha HepedHOCT ce cBbpXeTe
C TeXHMYeckaTa NoAAPbXKKA.

our. 11:  Pabota Ha cBeTognoante

LUCEA 10-40
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Ynotpeba 1
Mo3numMoHnpaHe Ha OCBETNEHNETO

4.2 NMo3numoHupaHe Ha OCBETNIEHUETO

Lucea 10 Mobile n Lucea 10 Mural

1. Bknoyete wencena Ha 3axpaHBaHETO.

2. TpoBepeTe Aanu gpbXkKaTta 3a 3ataraHe
e 3aTerHara.

3. Tllpu mobunHaTa Bepcus GrnokmupanTe cnu-
payknTe, KaTo CMycHeTe NIOCTOBETE Ha KO-
nenara.

4. 3a no-necHa ynotpe6a pasnonoxeTe
3axpaHBaLLus 6ok Nnog brbf OT MUHUMYM
45°,

our. 12:  TNosunymnoHnpaHe Ha Lucea 10

LUCEA 10 penca

®ur. 13:  MoHTupaHe Ha Lucea 10 Ha pencaTa

LUCEA 10-40
IFU 01701 BG 13

MocTaseTe ckobata BbpXy pencata[1].

3aterHeTe kon4eTo [2], kaTo ce yBepuTe, Ye ckobaTa e NPaBuIHO PasrnonoXeHa BbpXy pes-
cata|[3].

3aterHeTe ApbxKaTa 4], LokaTo ce MouvyBCTBA fIEKO CbNPOTUBIEHUE NPy paboTa Cbe CBET-
NuHaTa.

BknioyeTe Lencena Ha 3axpaHBaHETO.

3a no-necHa ynotpeba pasnonoxeTe 3axpaHBalmsa 650K NOA brbfl OT MUHUMYM 45°,
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4 Ynotpeba
BkrnitoyeTe/naknioyete ocBETNIEHMETO

LUCEA 40 mo6unHa

1. BknwoyeTe wencena Ha 3axpaHBaHETO.

2. BbnokupanTe cnupaykute, KaTo CnycHeTe
rnocToBeTe Ha Konenara.

our. 14:  MNoauymoHupaHe Ha Lucea 40

4.3 BknroyeTe/usknioyere oceBeTneHueTo

dur. 15:  BknoyeTte/nsknioyeTe oCBETNEHMETO

BknroyeTe/usknoyerte ocBeTNEHNETO

1. HaTucHeTe npeBkmioYBaTens B 3aaHaTa 4acT Ha Kynon [ 1], 3a aa BkouMTe OCBETNIEHNETO.

2. HatucHete oTHOBO npeBKro4YBaTesnid B 3agHaTa 4acTt Ha Kynon , 3a Ja U3KI4nTe oceeT-
JNIEHNeTo.

LUCEA 10-40
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4.4 PaboTeTe ¢ Kynona

PaboTteTe ¢ kynona

Ynotpeba

4

dur. 16:  PaboteTe ¢ kynona

1. 3aBbpTeTe Kynona c Apbxkarta [2], 3a 4a oceeTuTe paboTHaTa 30Ha.

dur. 17:  Bbprawa ce Lucea 10

a b c d
300° 180° BbeskpanHo 160°
d
®ur. 18:  BwobpTawa ce Lucea 40 taBaHHa namna
a b c d e
BeskpanHo BeskpanHo 180° +45° [/ -50° 300°

LUCEA 10-40
IFU 01701 BG 13
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4 Ynotpeba
PaboTteTe ¢ kynona

our. 19:  BbpTawa ce Lucea 40 cTeHEH MOHTax
a b c d e
180° beskpaniHo 180° +45° [/ -50° 290°
dur. 20:  BbpTawa ce Lucea 40 mo6unHa
a b c d
55° 180° 290° +65° / -45°
LUCEA 10-40
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C1Ho06LeHMA 3a rPELLKU U arlapMEeHN CBEeTNUHU

5

5 CboOLweHUn 3a rpewwkn n anapmeHn CBeTIIMHN

He e NPUNOXNMO 3a TO3U NPOAYKT.

LUCEA 10-40
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6 DedeKT n Hem3npaBHOCTK

28 /38

HedeKkTn n HensnpaBHOCTHU

EnekTpoHHU/ONTUYHU

HDedekTn

BeposiTHa npn4inHa

Kopurupawm gencreus

KyI'IOJ'I'bT HEe CBETU

[NpekbcBaHe Ha 3axpaHBaHETO

CebpxeTe ce C TeXHUYECKUs
otaen Ha BaweTto 3aBeneHve

Hpyra npnynHa

CBbpXeTe ce ¢ TexHuyeckaTa
cnyx0ba Ha Getinge

KynonsT He n3racsa

Mpobnem cbc CBBbP3BAHETO

CBbpxeTe ce € TexHudeckaTa
cnyxba Ha Getinge

EovH cBeToamopn He cBeTu

CeeTognopHaTta kapTa e ge-
dekTeH

CBbpxeTe ce ¢ TexHudeckara
cnyx0ba Ha Getinge

EnektpoHHaTa kapTa He Komy-
HVKUpa CbC cBeTOAMoaHaTa
KapTa

CBbpxeTe ce ¢ TexHuyeckaTa
cnyxba Ha Getinge

Tabn. 11: OnNTUYHM aHOMaNUN N HEN3NPaBHOCTU

MexaHun4eH

OedekTun

BeposiTHa npuynHa

Kopurupawm gencreus

PasmecTtBaHe Ha kynona

HedekT BbB BepTMKanNHocTTa
Ha TpbbaTa 3a okayBaHe

CBbpxeTe ce ¢ TexHudeckaTa
cnyxba Ha Getinge

HecTtabunHa cTpykTypa Ha Ta-
BaHa

CBbpXKeTe ce ¢ TexHuveckaTa
cnyx0ba Ha Getinge

KynonsT nnu pamoTo Ha okay-
BaHeTO ca TBbpAe MEKM Unn
TBbpAe TPyOHW 3a ynpasne-
Hune

MorpeluHo perynupaHe Ha
cnvpadkaTa Ha ckobaTta

CBbpxeTe ce ¢ TexHuveckaTa
cnyxba Ha Getinge

YCTpPONCTBOTO € TBbpAE Tpya-

HO 3a MaHunynMpaHe

MexaHu4Ho GrokupaHe

CBbpxeTe ce € TexHn4yeckaTa
cnyxba Ha Getinge

Tabn. 12: [OedekTn 1 MeXaHUYHN HEN3NPaBHOCTU

LUCEA 10-40
IFU 01701 BG 13




MouncrBaHe/ge3nHbekumus/cTepunmsayms 7
MouncTBaHe 1 ge3nHdeKUUs Ha cuctemara

7 NMouuncrtBaHe/ae3nHd ekuusa/crepunmsaums

A\

MPEOYNPEXOEHUE!
Puck ot nHndekumsa

Mpoueaypute 3a NOYUCTBaAHe U CTEPUNU3ALNA BapupaT 3HAYMTESTHO B 3aBUCH-
MOCT OT 34paBHOTO 3aBeAeHNe U MeCTHUTe pasnopeabu.

MoTpebutenaT TpAGBa Aa ce CBBbpXKE CbC 34paBHUTE CreuuarnMcTm Ha CBOeTo
3aBegeHue. TpsaAbBa ga ce cna3BaT NpenopbYaHUTE NPOAYKTU U NpoLueaypu.

71 NMouucTBaHe u ge3nHgekumna Ha cucrtemarta

A

MPEAYNPEXAOEHUE!

Puck ot pasrpaxaaHe Ha maTepuana
NMpoHMKBaHETO Ha TEYHOCT BbTPE B YCTPOUCTBOTO NO BpeMe Ha NoOYUCTBaHe-
TO My MOXe Oa NnoBnusie Ha paboTaTta my.

He npomuBaiTe yCTPOMCTBOTO M He NPbCKalTe AUPEKTHO BbPXY HEro.

A

MPEAYNPEXAOEHUE!

Puck ot nHdcekumsa

Hsikon nouncTBawWwmM NnpenapaTy unu npoueaypuv Morat ga noBpeasaT 6osta Ha
YCTPOMCTBOTO, KOSITO MOXe Aa nagHe KaTo YacTuuM B ornepaTuBHOTO nore no
BpeMe Ha onepauumsi.

He TpsibBa Aa ce nsnonssaT Ae3nH(EKTaHTU, CbAbPXKaLM FnyTapanaexua,
¢eHon nnu noa. Metoaute 3a ge3uHdekuus 4ypes cpymuraumus ca Hemogxo-
AWK 1 3abpaHeHm.

A

MPEAYNPEXAEHUE!

Puck ot narapsiHe
Hsakou yacTu Ha yCTPOMCTBOTO OCTaBaT ropeluu crnea ynotpeba.

I'Ipe.qM BCAKO NO4YUCTBaHe rnpopepeTe ganuv ypeaobT € U3KIKYeH U ganum e u3-
CTWUHan.

O6wu npenopbLKU 3a NoYncTBaHe, Ae3nHdgekuna n 6esonacHocT

Mpwu ctaHgapTHa ynoTpeba HMBOTO Ha 0OpaboTka, HEOOXOAMMO 3a NOYMCTBAHE U Ae3MHGEKLNS
Ha YCTPOMCTBOTO, € HUCKO HMBO Ha Ae3nHdeKuns. BCbLHOCT yCTPOMCTBOTO € KnacupuumpaHo
KaTO HEKPUTUYHO M HMBOTO Ha PUCK OT MHPEKLMS € HUCKO. Bbnpekn ToBa, B 3aBUCMMOCT OT pu-
cka OT MHbeKumMs, MoraT Aa ce B3emat npeaBua OT CPeHO 4O BUCOKO HUBO Ha Ae3MHMEKLMS.

OTFOBOpHI/IFIT opraH TpﬂﬁBa Aa cnegsa HauMoHanHNUTE N3NCKBaHUA (CTaH,EI,apTI/I n HaCOKVI) Nno Bb-
NpPOCK, CBbP3aHU C XurmneHata 1 ﬂ,e3l/IH¢)eKLI,VIFITa.

711 NMouyuncTBaHe Ha YCTPOUCTBOTO

1.

LUCEA 10-40
IFU 01701 BG 13

MoumncteTe o6opyaBaHETO C Kbpna, NIeKO HaBMaXxHeHa C NOBBbPXHOCTEH Npenapar v crnas-
BaiiTe NpenopbKUTE Ha NPON3BOANUTENS 3a paspexaaHe, BpeMe 1 TeMrnepaTypa Ha Npunoxe-
Hue. N3nonsgaiite yHMBepcaneH cnabo ankanusupaH nodMcTeally npenapar (canyHeH pas-
TBOP), CbAbPXalll aKTUBHM CbCTaBKW KaTo AeTepreHTu u docdat. He nanonssaite abpasms-
HW NOYMCTBALLUM NpenapaTy, Tbil KaTo Te yBpexaaT NoBbPXHOCTUTE

I'IpemaXHeTe NnoOYnCcTBaLLOTO CpeACTBO C Kbpna, HaBlaHeHa C Boaa u1 VI36'prIJeTe CbC CyXa

Kbpna.
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7 MouncrBaHe/ge3vHdekuus/ctepunusaumus
MouncTBaHe n Ae3nHpEKUNst Ha cucTemarta

71.2 He3nHdeKkunsa Ha yCTPONCTBOTO

HaHeceTe ¢ kbpna, HanoeHa ¢ Ae3nHMEKLNOHEH pa3TBOpP paBHOMEPHO, KaTo cna3BaTte npenopb-

KUTE Ha npomn3soaunTens.

71.21 He3vHdekTaHTK 3a ynoTpeba

*  [lesanHekTaHTUTE He ca CTepuUnM3aumnmoHHN areHTU. Te No3BonaBaT Aa ce nony4yn kavyecTee-
HO M KONIMY4ECTBEHO HamarisiBaHe Ha Hann4yHUTe MUKPOOPraHNU3Mu.

° M3nonasante camo NMOBBPXHOCTHA ,El,e3MH(*)eKTaHTVI, CbAabpXalln cnegHnTe KoMOUHaUunM ot

AKTUBHU CbCTaBKW:

— KBaTepHepHM amMoHUEBN CbeanHeHUs (bakTeprocTaTtuyHy no Gram - n 6akTepuunaHU No
Gram +, NpOMEHNMBA aKTUBHOCT BbpXY 0OBUTUTE BUPYCU, HUKAKBA aKTUBHOCT BbPXY rOfm
BUpPYCU, PyHrMCTaTUYHO, 6e3 cnopuungHo aencreme)

— [yaHmamMHoBM NpoOM3BOAHM
— Ankoxonmu

71.2.2 Pa3pelueHun ca akTUBHU CbCTaBKU

Knac

AKTUBHM CBbCTAaBKU

Hucko HMBO Ha Ae3nHdeKkuusa

YeTBbPTMYEH aMOHUI

OuoeuMnaMMmeTunamoHves Xnopua
ANKUn AMmeTun 6eH3nn aMmoHMeB xnopua
OnoKkTUnauMeTUnaMoHneB Xnopua

buresaHnan

[NonuxekcameTuneH 6MFyaHI/ID, Xxuapoxnopwunag

MexauHHO HUBO Ha Ae3nHdeKuus

Ankoxonu

MPOMAH-2-011 (M30TPOMNNOB AIIKOXOIT)

Bucoko HUBO Ha ae3uHdeKuus

Kncenunuum

CyndamoBa kucenuna (5%)
AbbnyeHa kucenuHa (10%)
ETunengnamuHTeTpaoueTHa kucenuHa (2,5%)

Tabn. 13: CnucbUM Ha aKTUBHM CbCTaBKW, KOMTO MoraT Aa 6baaT 1snonssaHu

Mpumepun 3a TecTBaHU TbProBCKU NPOAYKTU

«  Mpoaykt ANIOS®**: Surfa'Safe®**

*  [Opyr npoaykt: N3onponunos ankoxon 20% vnun 45%
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LUCEA 10-40

Mopanpbxka 8

Mopppbxka

3a fa ce nogabpxa ePeKTUBHOCTTA M MbpBOHaYanHaTa HagexaHoCT Ha YCTPOMCTBOTO, onepa-
LunTE No nogapbKKa M KOHTPON TpsibBa Aa ce M3BbpLIBaT BeAHBX roguHo. o Bpeme Ha ra-
paHLMOHHMSA NepuogonepaummTe no Nogapbkka u KOHTPOn TpsioBa Aa ce M3BBLPLUBAT OT TEXHUK
Ha Getinge unu ot otopuanpaH auctpubyTtop Ha Getinge. Cnepn To3u nepuog onepauuuTe no
noaapbXKKa U KOHTPOM MoraTt Aa ce U3BbpLUBAT OT TeXHUK Getinge, OT oTopuanpaH anucTpmbyTop

Ha Getinge unm ot TexHWK Ha GonHuuaTa, obyyeH ot Getinge. CBbpkeTe ce ¢ gunbpa 3a Heob-
XOOMMOTO TEXHUYECKO 0by4eHme.

rlpeBaHTVIBHa nogapbxKKa MSB'prIJBa Ce BCAKa rogmnHa

Hakon KOMMOHEHTHN TpF|6Ba na 6baart NnogMeHeHu no BpemMe Ha eKkcnrioaTaunoHHUA nepmnog Ha
yCTp0I7ICTBOTO. 3a I'IOD,pO6HOCTI/| BWXTEe PbKOBOACTBOTO 3a nogapbxKKa. B PBKOBOACTBOTO 3a
nogapbXkKa ca |/|36poeHV| BCUYKWN ENTEKTPUYECKN, MEXAHNYHU N ONTUYHU NMPOBEPKN, KOUTO Tpﬂ6Ba
Aa ce N3BbpLIBaT, KakTto 1 U3HOCBaALLUTE Ce 4aCTu, KOUTO TpFl6Ba Aa ce NogMeHAT NnepnoanyHo,

3a Aa ce noaavpXaTt HaaeXXaHoCTTa U eq)eKTVIBHOCTTa Ha paGOTHVITe CBETJIMHUN N Oa Ce rapaHTun-
pa ©e30nacHOTO M U3Nos3BaHe.

YKA3AHUE

l PbKOBOACTBOTO 3a NOAAPBLXKA MOXe Aa Obae Nosy4eHo OT MECTHUSA NpeacTaBm-
Ten Ha Getinge. 3a a HamepuTe OaHHWUTE 3@ KOHTAKT C MECTHUS MPeACTaBuTeN Ha
Getinge, mons, noceteTte cTpaHuuaTta

https://www.getinge.com/int/contact/find-your-local-office.

IFU 01701 BG 13 31/38



9 TexXHUYEeCKN XapaKTepPUCTUKU

OonTnyHm XapaKTepucTtukumn

9

TexHNYeCKU XxapaKkTepUCTUKN

9.1 OnNTNYHM XapaKTepPUCTUKMN
@  YKA3AHME
l CromnHocTn, namepeHmn npu pedepeHTHO pascTosiHue (Dggr) oT 50 meTbp (19,7 nHua).

XapakTtepucTukm LUCEA 10 YcronuuBocT
MakcvmanHo LeHTparnHo oceetsiBaHe (E )’ <100 000 Ix —
MakcumanHo ueHTpanHo ocseTsaBaHe (E;re) > 50 000 Ix -
[nameTbp Ha cBETNMHHOTO none d,, 11 cm +3cm
MakcumarnHo LeHTpanHo oceeTsBaHe Ha 80 cm > 10 000 Ix -

(31,5 po)

[dvameTbp Ha cBeTNUHHOTO nore d,, Ha 80 cm 18 cm +3cm
(31,5 po)

LiBeTHa Temnepatypa 4 500 K + 450 K
Wupekc Ha uBeTonpenasaHe (Ra) 96 4
CneunaneH nHgekc Ha nsobpasseaHe (R9) 90 10
CneumnaneH vHaekc Ha nsobpassisaHe (R13) 90 +10
CneunaneH nHgekc Ha unsobpassisaHe (R15) 90 +10
MakcumanHo nanbusaHe (Eqyy)' < 350 W/m? -
JTbuncTa eHeprus’ 3,9 mW/m?/Ix +0,4

UV ocseTtneHue’ <0,7 Wim? -
Tabn. 14: OnTu4yHKM xapakTepuctukm 10

' M3mepBa ce Ha MakcuMarnHo pascTosiHue Ha oceeTsBaHe (D) oT 35 cm / 13.8 uHua (+7)
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TexXHUYEeCKN XxapaKTepUCTUKK 9
EneKTpryeckn xapakTepucTmKu

@  YKA3AHUE

CTtonHocTH, n3amepeHun npu pedepeHTHO pasctosiHue (Dger) 0T 1 MeTbp (39,4 nHya).

XapaKTepucTUKm LUCEA 40 YcTtonumBocT
LieHTpanHo ocseTsiBaHe (E ) <90 000 Ix -
MakcrmanHo LeHTpanHo ocseTaBaHe (E; ge) > 40 000 Ix —
[nameTbp Ha CBETNMHHOTO none d,q 22 cm +3cm
LiseTHa Temnepatypa 4500 K +450 K
WHpekc Ha uBeTonpenasaHe (Ra) 96 +4
CneumaneH nHaekc Ha nsobpassisaHe (R9) 90 +10
CneupnaneH uHgekc Ha nsobpasssaHe (R13) 90 +10
CneumaneH nHaekc Ha nsobpassisaHe (R15) 90 +10
MakcvmanHo nsnbysaHe (E )2 < 350 W/m? -
INbuncTa eHeprus?® 3,9 mW/m?/Ix +0,4
UV ocseTneHwue? <0,7 W/m? -
Tabn. 15: OnTu4Hu xapaktepucTunkun 40
9.2 EnekTpnyeckn xapakTepucTuku
XapaKkTepucTukm LUCEA 10 LUCEA 40
3axpaHBaLlo HanpexeHune 100-240 VAC / 50-60 Hz | 100-240 VAC / 50-60 Hz
HomuHanHo HanpexeHue 40V 48V
KoHcymauums Ha eHeprus 14 VA 40 VA
Tabn. 16: Enektpuyecku xapaktepuctukm LUCEA 10-40
9.3 MexaHU4YHM XapaKTepUCTUKU
XapakTepucTuku LUCEA 10 LUCEA 40
Terno Ha kynona 0,8 kg 1,85 kg
Pasmepu Ha kynona 223 x 175 mm 337 x 214 mm
MeToaw 3a cTepunusaumsa unu Ae3mHpeKLms He e npunoxumo
Pexunm Ha paboTa HenpekbcHaTta paboTta
Tabn. 17: MexaHunyHu xapaktepuctukm LUCEA 10-40
2 N3mepBa ce Ha MakcumarsHo pasctosiHue Ha oceeTsaBaHe (D,,) oT 62 cm / 24.4 nHya (£7)
LUCEA 10-40

IFU 01701 BG 13
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9 TexXHUYEeCKN XapaKTepPUCTUKU

Lpyrv xapakTepucTuku

94

9.5

34 /38

Apyrn xapakrepucTukun

XapakTepucTukm LUCEA 10 | LUCEA 40
3alumTa cpelLly TOKOB yaap Knac Il Knac |
Knacudgukaumsa Ha meguumHcknTe yctponctea B EBpona, KaHaga, Knac |
Kopes, AnoHus, bpasunua n Asctpanus

Knacudukauna Ha meanumHckmte yetporctea B CALL, Kutaii n Knac Il
TawnBaH

HnBO Ha 3alumTa Ha UsAnoTO YCTPOMCTBO IP20

HvBoO Ha 3awuTa Ha Kynonute IP20

Kog GMDN, ¢ nskno4eHne Ha MobUnHuTe 12276

Kog GMDN, MmobunHu 36843

Kog EMDN, ¢ nsknto4yeHne Ha mobunHute Z12010701

Kog EMDN, mobunHu Z12010702
MNogmwHa CE mapkupoBka 2009

Tabn. 18: [Opyru xapaktepuctukn LUCEA 10-40

Heknapauusa EMC

A\

BNnArorAsym!

Puck ot Hen3npaBHOCT Ha yCTpOVICTBOTO
U3nons3BaHeTo Ha yCTpOﬁCTBOTO 3aegHo C gpyru yCTpOﬁCTBa MOXe Aa no-
BIiusie Ha pa60TaTa U npon3BoauUTesiIHOCTTA Ha yCTpOVICTBOTO.

He nanonsBanTte ycTpONCTBOTO 6/1IM30 A0 APYIM YCTPOMCTBA U HE Fo NoJpex-
haunTe ¢ Apyrv ycTtponcTaa, 6e3 NbpBO Aa cna3uTe HopMmanHaTa paboTa Ha
YCTPOMCTBOTO M Ha Te3n Apyru ycTpomcTBa.

A

BNArorPA3ym!

Puck oT HensnpaBHOCT Ha YCTPOWCTBOTO

Puck oT HensnpaBHOCT Ha YCTpOWCTBOTOM3NoN3BaHeTo Ha akcecoapu unm
kabenu, pasnnMyHK OT 4OCTaBEeHUTE UMM NOCOYEeHU OT NPOU3BOAUTENS, MOXe
Oa noenusie Ha paGoTaTa U NPOU3BOAMUTENHOCTTa Ha YCTPOMCTBOTO.

M3nons3Bante camo aKkcecoapu um Kabenu, gOCTaBeHU UMK NOCOYEHU OT npo-
n3soguTens.

A\

BNnArorAsym!

Puck oT HenanpaBHOCT Ha yCTPOMCTBOTO

M3non3BaHeTO Ha PaANOYe€CTOTHO MPEHOCMMO KOMYHUKALMOHHO YCTPOUCTBO
(BKIMHOYUTENHO Kabernu 3a aHTeHa U BbHLUHM aHTEHU) [0 MOCOYEHUTE YCTPON-
cTBa unu Kabenu moxe ga noesnusie Ha paéoTtara U NPOU3BOAUTEINTHOCTTA Ha
YCTPOMCTBOTO.

He nsnonsBanTe NnpeHOCMMO Pagno4eCTOTHO KOMYHUKALMOHHO YCTPOUCTBO
B pamkuTe Ha 30 cm OT yCTPOMCTBOTO.
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TexHMYeCKn XapaKTepUCTUKH
Oeknapauns EMC

9

A

BnAropAsym!

PUCK OT HeM3nNpaBHOCT Ha YCTPOWUCTBOTO
M3non3saHeTo Ha BUCOKOYECTOTEH reHepaTop (Hanp.: enekKTpoxXupypruyeH

HOX) B 65IM30CT A0 YCTPONCTBOTO MOXe Aa NoBnusie Ha paboTaTa U Npon3Bo-
AUTENHOCTTA Ha YCTPOMUCTBOTO.

B cnyqaﬁ Ha HeM3npaBHOCT CMeéHeTe No3nuundaTa Ha Kynonute A0 n3vyeBaHe-
TO Ha CMyLLUEeHUA.

YKA3AHUE
EnekTpomarHMTHOTO CMyLLIEHNE MOXe Aa NPUYMHU BpeMeHHa 3aryba Ha ocBeTne-

HVEe UINN BPEMEHHO TPENnTeHe Ha YCTPOMCTBOTO, KOETO Bb3CTAHOBSIBA MbpBOHaYas-
HMTE CU NapameTpu, Cried KaTo CMYLLIEHMETO MPUKITHOYM.

Tun Ha TecTa MeTop Ha nanutBaHe | YectoteH gnana- OrpaHu4yeHus
30H
NamepBaHe Ha emucunTe, | EN 55011 GR1 CL A? 0,15-0,5 MHz 79 dBuV (kBasu-nuk)
npoBegeHO Ha OCHOBHUTE 66 dBuV (cpegH.)
npnucTanntia 0,5-5 MHz 73 dBuV (kBasu-nuk)
60 dBuV (cpegH.)
5-30 MHz 73 dBuV (kBasu-nuk)
60 dBuV (cpegH.)
N3mepBaHe Ha nanbusa- | EN 55011 GR1 CL A? 30-230 MHz 40 dBuV/m (kBa3un-nuk)
HOTO eneKkTPOMarHMTHO 10m
rone 230-1000 MHz | 47 dBuV/m (kBa3n-nuk)
10 m

Tabn. 19: [eknapauus EMC

Twun Ha TecTa MeTopn Ha n3nuTt- HuBo Ha TecTa: 3gpaBHa cpena
BaHe
MMyHUTET KbM enekTpocTaTu- EN 61000-4-2 3a KoHTakTK: + 8 kV
YeH paspsg Bb3gyx: £ 2; 4; 8; 15 kV
MyHUTET KbM U3NbyeHuTe EN 61000-4-3 80 MHz, 2,7 GHz
paguovecTOTHU enekTpomar- 3 V/m, moa. AM, 80%/1 kHz
HUTHW NoneTa _
Be3xn4HM pagnoyecToTHN CTOMHOCTH
9 no 28 Vim, mog. AM, 80%/1 kHz
MpexoaeH MMyHMTET/ObP3K EN 61000-4-4 AC: £ 2 kV —100 kHz
enekTpuYecKn uMnyncu I0>3m:+1kV-100 kHz
MmyHUTET Ccpely npeHanpe- EN 61000-4-5 1+ 0,5; 1 kV gua.
XEeHne +0,5kV, £1kV, £2KkV, obw,. pexum

Tabn. 20: [deknapauua EMC

®  EMWUCMOHHUTE XapakTePUCTUKM Ha TOBA YCTPOMCTBO NO3BOMsABAT M3MO0S3BaHETO My B Mpo-
MuULIEeHN 1 6onNHUYHK panonn (knac A, gedununpar B CISPR 11). KoraTo ce nsnonsea B Xu-
nuHa cpeaa (3a kosaTo 0bukHOBEHO e Heobxoamm knac B, pedwmHnpar B CISPR 11), ToBa
YCTPOWCTBO MOXeE [ja He OcurypsiBa oCTaTbyHa 3allMTa Ha pagnuoyecTOTHU KOMYHMKALIMOH-
H¥ ycnyrn. Moxe fa ce Hanoxu noTpebuTenar ga npegnpuemMe Kopurnpatim Mepku, kato
npemMecTBaHe U1 NpeopueHTUpaHe Ha yYCTPOMCTBOTO.
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9

9.5.1

TexHU4YeCcKu XxapaKTepUCTUKU
Oeknapauns EMC

Twun Ha TecTa

MeToa Ha nsnur-
BaHe

Hueo Ha TecTa: 3gpaBHa cpeaa

NMyHUTET KbM NpoBEaEHU
CMYyLLEHMS nopaan enekTpo-
MarHUTHU noneta

EN 61000-4-6

150 kHz, 80 MHz
3 Veff, moa. AM, 80%/1 kHz

ISM
6 Veff, moa. AM, 80%/1 kHz

MmMyHUTET KbM CNagoBe Ha Ha-
NPEXeHNEeTOo N KpaTKn NpeKkbCe-
BaHUA

EN 61000-4-11

0% Ut, 10 ms
(0°; 45°; 90°; 135°; 180°; 225°; 270°;
315°)
0% Ut, 20 ms
70% Ut, 500 ms

konebaHusa Ha HanpexXeHneTo
N TpenTeHe B OOLECTBEHN MPEXM
C HUCKO HanpexeHue

0% Ut,5s
XapMOHNYHU TOKOBU eMUCUmn EN 61000-3-2 Knac A
KonebaHus Ha HanpexeHWeTo, EN 61000-3-3 CbBMecTUM

Tabn. 20: [Oeknapaumsa EMC

FCC YACT 15 (camo 3a CALL)

To3n maTtepuan e U3aNUTBaH 1 € YCTaHOBEHO, Ye OTroBaps Ha OrpaHnveHusaTa 3a umdgpoBo yc-
TPOWCTBO OT Kknac A, cbrnacHo 4act 15 ot npasunarta Ha FCC. Te3n orpaHu4eHns ca npegHas-
Ha4yeHW fa OCUrypsiT pasymMHa 3alumTa CpeLly BPeLHU CMYLLEHMS, korato o6opyaBaHETO ce us-
nonsea B TbproBcka cpefa. ToBa obopyaBaHe U3nbyBa, U3nonssa u MoXe Aa usnbyesa pagvo-
YeCTOTHa eHepPrusl 1, ako He e MHCTanMpPaHo 1 M3MNoN3BaHO B CbOTBETCTBME C PbKOBOACTBOTO 3a
WHCTanupaHe 1 ynotpeba, MoXe Aa NpuYvHM BPEOHU CMYLLEHMS B paanoKoMyHukauunte. Pabo-
TaTta ¢ ToBa 0b6opyaBaHe B XUIMLLEH paioH MOXe Aa NPUYNHN BPEeOHW CMYLLIEHWS: B TO3U CIy-
Yyan NoTPeduTENAT € ANbXKEH Aa OTCTPaHM Te3N CMYLLIEHMS 3a CBOSI CMETKa.
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YnpaBneHue Ha oTnagbuuTe 1 0
EnvMmuHupaHe Ha onakoBkaTta

10 YnpaBrneHue Ha oTnagbuuTte

10.1 EnumunHnpaHe Ha onakoBKaTta

Bcunuku onakoBku, CBBbpP3aHu C N3NOJI3BAHETO Ha yCTpOIZCTBOTO, TpF|6Ba na ovpar TpeTnpaHu no
€KOJTOrM4yHO OTroBOpEH Ha4uH C uen aa oboaT peunknmpaHun.

10.2 MpoaykT

ToBa o6opyaBaHe He TpsibBa Aa ce U3XBbpIsA 3ae4HO C BUTOBUTE OTNaAbLM, Thid KATO NOASIEXM
Ha n3bupartenHo cbbmpaHe 3a onon3oTBOpsiBaHe, MOBTOPHA yrnoTpeba unu peumknpaHe.

3a VIH(bOpMaLI,I/Iﬂ OTHOCHO o6pa60TKaTa Ha yCTpOl‘/'ICTBOTO, crepg KaTto TO Be4ye He ce U3MNoJi3Ba,
CBbpPXEeTe Ce C MECTHUA NpeacTaBUTEN Ha Getinge.

10.3 EnekTpuyecku n eNeKTPOHHU KOMMOHEHTH

Beunuku eJ1eKTPU4EeCKN N eNneKTPOHHN KOMMNOHEHTU, U3MoJ13BaHM MO BpeMe Ha XMUBOTa Ha npoay-
KTa, Tpﬂ6Ba na 6boar TpeTupaHu nNo ekosfiorm4eH HavdmH, B CbOTBETCTBME C MECTHUTE CTaHOAPTU.
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*LUCEA LED, MAQUET, GETINGE, SATELITE n GETINGE GROUP ca Tbproscku Mapku
Unu perncTpupaHy Tbproecku Mapku Ha Getinge AB, HelHVTe nogpasaeneHnsa unu obLuep-
HW OpyXecTBa.

**SURFA'SAFE e 3anaseHa Mapka unu permctpmpaHa TbproBcka Mapka Ha Laboratoires
ANIOS, HeltHMTe nogpasaeneHns Uy AblepHN Opy>KecTBa.

**ANIOS e 3anaseHa mapka Ui permctpmpaHa TbproBcka mapka Ha Laboratoires ANIOS,
HelHWUTEe noApasaeneHns Unu ObliepHu ApYKecTBa.

GETINGE 3¢

“ Magquet SAS - Parc de Limeére - Avenue de la Pomme de Pin - CS 10008 ARDON -
45074 ORLEANS CEDEX 2 - ®paHuus
Ten.: +33 (0) 2 38 25 88 88 Fax: +33 (0) 2 38 25 88 00
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