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HacToaloTo pbKOBOACTBO Ce OTHacA 3a anapata LasoRehab? Ha Shenzhen Dongdixin
Technology Co., Ltd.

HacTosLLoTo pbKOBOACTBO 3a NoTpebutensa e nyb6amMkysaHo ot Shenzhen Dongdixin
Technology Co., Ltd.

Shenzhen Dongdixin Technology Co., Ltd. cu 3ana3sa npaBoTo Aa ro nogobpssa u
NPOMEHA Mo BCAKO Bpeme 6e3 npeaussecTtve.
M3meHeHuATa obaye moxe ga 6baaT Ny6/MKyBaHM B HOBO M34aHWe Ha TOBA
PBHKOBOACTBO.
Bcuuku npaBa 3anaseHun. Pea. V2.1 © 202105

& BHUMAHMUE:

CHMMKaTa e caMo MPUMEPHA, a He Ha AeNCTBUTENHMA NPOAYKT!
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1 MNpearosop

1.1 Notpebuten/onepatop

HacToAWwoTo pbKOBOACTBO € MpeAHa3HAauYeHo 3a NpUTEXKaTenTe U onepaTopute Ha
LS2100. To cbabpka 06LM MHCTPYKUMKM OTHOCHO yrnoTpebaTta, npeanasHUTe MepKu w
noagpbiKkaTa Ha anapata M MHbOpMauMa 3a HeroBuTe 4acTM. 3a Aa MOCTUTHeTe
MaKCcMMasiHa nossa u edeKTUBHOCT Npu yrnoTpebaTta Ha anapaTta, KakKTo U MaKcMMasieH
YKMBOT Ha cMCTEMATa, € HeobX0AMMO Aa NpoYeTeTe BHUMATEIHO PBKOBOACTBOTO M Aa Ce
3ano3HalTe CbC CpeacTBaTa 3a YNpas/JeHWe U NpUHALIEXKHOCTUTE, npeau fAa
M3Mnosa3BaTe anapaTa. 3a Aa ce rapaHTMpa 6e3omacHOCTTa Ha NauuveHTa, onepaTopbT
TpabBa Oa MMa Hy)KHaTa KBanubuMKauma 3a paboTa C TakaBa anapaTtypa (T.e. ga e
,npodecrnoHaneH notpebuten”) n Tpabsa Aa e NpeMMHan aganTupaHo obyyeHne unm ga
paboTn noa, KOHTPONa Ha Nekap ¢ Heobxoammata KBanuduKauma 3a paboTa ¢ anapara.
To3n anapaT Moe Aa ce u3nonsea B 60sHWYHA M ambynatopHa cpefa, HO e BaXKHO Aa
ce 3Hae, Ye NoTPebUTeNAT e ANTbXKEH Aa Cna3Ba MeANUMHCKMTE yKa3aHuA 3a ynoTpeba.

A NPEAYNPEXKAOEHUE:

LS21 00 e meAMUMHCKO M3aenve 3a ynotpeba no nNekapcko npeanucaHue, KOeTto
TpsabBa fAa ce M3Nosa3Ba Camo NoA HabnAEHMETO UM MO HapeXKAaHe Ha fiekap Uan
APYF MNLEH3NPaH MEeAMLMHCKM CNeLnanmncT.

1.2 OTroBOPHOCT 32 KAYECTBOTO HA NPOAYKTA

B MHOro nObp)KaBM WMMa [eNCTBall, 3aKOH 3a OTTOBOPHOCT 33 KayecTBOTO Ha
npoayktute. Cnopen, TO3M 3aKOH 3a OTFOBOPHOCT 3a KAyeCTBOTO Ha MPOAYKTUTE,
OCBEH OcTaHa/nuTe pasnopenbu, ce npuema, yYe cnep Kato wm3Teve 10-roguweH
nepuos cnep nyckaHeTo B obpaleHre Ha AafeH NPOAYKT, MPOM3BOAUTENAT NoBeve
He HOCK OTrOBOPHOCT 3@ Bb3MOMKHW HeAOCTaTbLUM Ha NPoAyKTa. [Jo mMakcumanHata
CTeneH, paspelleHa OT MNPUIOKMMOTO 3aKOHOAATE/NICTBO, B HMKAKbB caydan NU-TEK
VAN HEroBuTe A0CTaBYMLM UAWN AUCTPUOYTOPU HE HOCAT OTTOBOPHOCT 3@ KAaKBUTO U Aa
6MN0 KOCBEHM, CNeuMasHu, CAyYalHWU WMAW MOoCNeABaliy WeTu, NpousTMYalLM OT
M3M0/I3BAHETO W/IM HEBB3MOXKHOCTTA 3@ U3MO3BaHEe Ha NPOAYKTa, BKAOUMTENHO, 6e3
OrpaHMYeHWe, LWeTH, Ab/KalwM ce Ha 3aryba Ha penytauua, pabota U
NPoOn3BOAMUTE/IHOCT, NOBPEZa UAN HEM3NPABHOCT HA KOMMIOTPU, NN BCAKAKBU OPYru
TbProBCKM LETU UAK 3arybu, JOpM ako ca YBEAOMEHM 33 Bb3MOXKHOCTTA 3a TaKMBa, U
He3aBMCMMO OT TOBA Aa/IM UCKBT Ce OCHOBABa Ha 06OLLOTO NPaBO MM Ha NPABOTO Ha
cnpaBesMBOCTTA (A0roBOp, rparkAAHCKO-MpaBoOBa OTFOBOPHOCT WAM Apyro). Bbs
BCEKM C/y4an uanata otroBopHocT Ha NU-TEK no KosATo v ga e pasnopeaba Ha To3u
[0roBop He MOKe [la HaZBMLIABa B CbBKYMHOCT CyMaTa OT TaKCUTe, N1AaTEHU 3a TO3U
NPOAYKT, U TaKCUTe 3a NOALPDBXKKA Ha NpoayKTa, nonydyeHn ot NU-TEK no cunata Ha
oTAeNeH JOroBOp 3a NOAAPBIKKA (aKO MMA TaKbB), C U3K/IHOUYEHWE HA C/lyYan HAa CMbPT
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WK TenecHa nospesa, NPUYNHEHN oT HebpexHocT Ha NU-TEK ao cteneHTa, L0 KOATO
NPUIOKMMOTO 3aKOHOAATENCTBO 3abpaHABa OrpaHWMYaBaHETO HA OTFOBOPHOCTTa 3a
weTn B Takmea cnydyam. NU-TEK He Hocu OTroBOpHOCT 3a nocneacTsme, NPomn3TUYaLLo
OT HenpasuaHa MHGOpMaLMA, NpefocTaBeHa OT nepcoHana Ha NU-TEK, nnu rpewku 8
HaCTOAWOTO  PbKOBOACTBO  WM/MAM  Apyra  NpUAPY)KaBala  [AOKYMeHTauus
(BKIHOUMTENHO THProBCKA AOKYMEHTALMSA).

OTcpewHata cTpaHa (MoTpebuTenaT Ha MPOAYKTAa WAM HEeroB npeacTasuten)
ocsBoboxkaasa NU-TEK OT BCMYKM WCKOBE, MPOM3TUYALLM OT TPETU CTPaHW,
HEe3aBMCMMO OT eCTeCTBOTO MM BPb3KaTa C OTCpeLyHaTa CTpaHa.

2 OnucaHue Ha NPoAayKTa

LS2100 e npodecnoHaneH NpoayKT 3a pusmoTtepanua. AnapaTbT UMAT LBETEH, leCeH
3a ynoTpeba ceH30peH ekpaH. AnapaTbT ce 3aXpaHBaT OT e/leKTpUYecKaTa mpexa.

LS2100 moxke fa ce U3nos3Ba C HAKOMIKO BMAA ansiMkatopu. MoxkeTe Aa ce yBepuTe,
Ye JflazepbT WM3MbAHABA CBOETO TepaneBTUYHO [AeicTBMe - BhevyaT/saBalla
pereHepaTMBHA CTUMYIALMA NPU XPOHMUYHW NATONOTMYHN CbCTOAHMA, YCKOPABAHE Ha
OT3BY4aBaHETO Ha Bb3Ma/JeHMETO M Ha OTOKA NMpW OCTPM MATOJIOTMYHU CbCTOAHMUA,
KaKTO M 6bp30 oT3ByyaBaHe Ha 60ne3HEHM CTaBHW, MYCKY/JHW, HEBPOreHHW U
MEKOTbKaHHM CUHAPOMM, KaKTO OCTPU, TaKa U XPOHUYHMU.

LS2100 no3BosifABa He3abaBHO MoOAOOPEHME HAa CMMMNTOMWUTE Ha Bb3MNAJUTESIHU U
[ereHepaTMBHU OpTOMNeAUYHU, HEBPOJIOTUYHU WU AepPMaTONOrMUYHN 3abonaBaHuA U
HamasiABa BPEMETO 3a Bb3CTaHOBABAHe, KaTO NMpeACTaB/iABa He3amMeHuMa Tepanus,
ocobeHO B cnopTHaTa MeAMUMHA, Tbil KaTo No3BoaABa 6bp30 Bb3CTAaHOBABAHE Ha
MHOFO CMOPTUCTH, 33 KOMTO BPEMETO € onpeaenai GakTop 3a KapuepaTa Um.

3 UHCcTpYKuMK 3a 6e3onacHocT

B To31 pasgen ca nsbpoenu obwm MNpeaynpexkgeHns n MpegnasHu MepKn, C KOUTO
TpabBa Aa cTe 3aMo3HaTW, KoraTo u3nosseaTe anapaTa LS2100. BuxkTe CbLio Taka u
lnasa 4.4 ,MNpepynpexaeHns UM Mepkn 3a 6e3onacHocT” 33 KOHKpeTHUTe
NPUNOKEHUA.

& NPEAYNPEXAEHUE:

o GepepanHuTe 3akoHM (camo B CALLl) nossosifBaT ToBa M3genve ga ce Npogasa
CaMO Ha WMAM MO MOpbYKa HA NeKap WAM AIMUEH3MpaH cneumanucT. AnapatbT
TpabBa ga ce M3M0A3Ba CaMO NMPU NOCTOAHEH HAA30p OT JieKap UAN NNLEH3MpPaH
cneumanmncr.

* YBepeTe ce, 4Ye anapaTbT € e/IeKTPUYECKM 3a3eMeH, T.e., 4Ye e CBbp3aH
3a4b/IKUMTENIHO  KbM  33a3eMEH  e/IeKTPUYECKM KOHTAKT, CbOTBETCTBAll, Ha
NPUNOKUMUTE HALMOHANMHU Y MECTHU eN1eKTPUYECKM M3UCKBAHMA.
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* He paboTeTe c anapaTa B Cpefia Ha KbCOBb/IHOBA /I MUKPOBB/IHOBA AMaTEPMUA.

e |S2100 He e npegHasHayeH 3a W3MOA3BaHE NPU HaAWuMe Ha 3anaJvumm
aHeCcTeTUYHU CMECU C Bb3A4yX, KUC/I0POA, UM a30TEH OKCUA,

e AnapaTbT TpsAbBa Aa ce CbXpaHABa Ha MACTO, HEAOCTLMHO 3a AeLa.

& BHUMAHME:

e [poyeTeTe, pasbepeTe M cnaseakTe npeAnasHUTE MEPKM W YyKasaHMATA 3a
ynotpeba. 3ano3HanTe ce C orpaHMYeHMATa U OMacHOCTUTE Npu paboTa C KaKbBTO
M Oa e anapaT 3a nasepHa Tepanua. Mmaiite npeasus MHPopmauumaTa Ha
npeaynpeguTenHnTe U eKCnaoaTaLMoOHHUTE CTUKEPU, NOCTAaBEHW BbPXY anapaTa.

* M3non3BaliTe caMo NPUHAANEKHOCTU, KOUTO Ca CreLMasHO NPOEKTUPaAHU 3a TO3M
anapart u npegoctaseHn ot MPOU3BOAUTENA. He n3nonssaiite npuHag eKHOCTH,
npousBeaeHn OT APYrM KOMMaHuu, ¢ To3mn anapat. NMPOU3BOAUTENAT He Hocu
OTFOBOPHOCT 33 KaKBWUTO W Ja e NoCcneAmun, NponsTMYaly OT M3NOoA3BaHETO Ha
NPoAYKTH, NPOU3BEAEHM OT APYrM KOMMNAHMUMU.

* /13n0a13BaHETO Ha CPeACTBa 3a ynpaBAeHUe UAN HACTPOMKN UAN U3MNBAHEHMETO Ha
npouesypu, PasfiMiHU OT MOCOYEHUTE B HACTOALLOTO PHbKOBOACTBO, MOXE Ja
[oBefie [0 ONacHO M3naraHe Ha s1a3epHa eHeprus.

PaboTeTe BHMMATENHO C nasepHuA anamkatop. HenpasBuaHOTO 60paBeHe C
Na3epHunAa  anJanMKaTtop MoXKe [da nosauAe HE6I'IaI'0I'IpMﬂTHO Ha Herosurte
XapPaKTEPUCTUKMN.

¢ Mpeau BcAKa ynoTpeba nposepsABaiTe azepHUN ananKaTop 3a NYKHAaTUHM, KOUTO
MOraT Aa NOBAUAAT Ha 1a3ePHOTO TbYEHME.

* Mpean paboTa c anapata BHMMaTE/IHO NPoOBepeTe MPaBUAHOCTTA HA CBBbP3BAHETO
cnopeg, UHCTpyKumuuTe.

e He u3nonsearite LS2100, KoraTto e CBbp3aH KbM ApYyrM amnapatv, KOMTO He ca
npoussegeHn ot NU-TEK.

e He bnokupaiiTe BXOZ4a WM U3XOAa 3@ Bb3AyX, 33 [a He ce MOHMXWU edeKTbT oT
Nle4yeHMeTo 1 Ja He ce NoBpean anapaTbT.

eTo3n anapaT Tpsbea ga pabotu npu Temnepatypu mexay 5°C u 40°C, npwm
OTHOCUTENHA BAAXKHOCT B AnanasoHa 10% - 85%.

¢ He u3naraiiTe anapaTta Ha NpsKa CAbHYEBa CBET/NIMHA, TOM/IMHA, M3/b4YyBaHa OT
OTON/IMTENIHN pagmaTopu, NPEKOMEPHM KOo/M4YecTBa Mpax, BAara, BMbpauuu u
MEeXaHWYHU yaapu.

e B c/iyyalh Ha NPOHMKBAHE Ha TEYHOCTU M3K/lOYeTe anapaTa OT e/leKTpuyecKaTa
MpeXKa M yropopete NpoBepKa OT YMbAHOMOLLEHO Auue (BUXKTe To4yKaTa 3a
noAApPbIKKa).
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Mpeay aa npunaraTe Tepanua Ha NaUMEHT, TPA6BA Aa ce 3ano3HaeTe ¢ paboTHUTe
npouesypu Mpuv  BCEKM PEXUMM Ha Tepanusa, KaKTO M C TOKa3aHUATa,
NPOTUBOMNOKa3aHUATa, NpeaynpeXKaeHusaTa M npegnasHuTe mepku. Hanpasete
CnpaBKa C ApyrM W3TOYHWUM 33 JONbJAHMTENHA WHPOpPMaLMA OTHOCHO
NPUAOXKEHNETO Ha Na3epHa Tepanus.

Jla3epHOTO /ibUeHME, KOETO anapaTbT M3/bYBA, € OMaCcHO: BMHArM M3nonssaiTte
noaxoAAawM o4Yuna, BUMHArM u3bAreanTe wM3naraHe Ha oO4YMTe Ha MNPAKO MM
OTPa3eHO N1a3epHO ibYeHUE

Mpepu 3anouBaHe Ha TepanuATa U ONePaToOpPbT, U NALMUEHTLT TPAGBA Aa HocAT
3ALLNUTHU OHYUNA

Mpeay Aa cBbpiKeTe Kabesa KbM Luencena, NpoBepeTe Aanu anapartbT He e 6un
noBpeseH Mo Bpeme Ha TpaHCmopTMpaHeTo. YBepeTe ce, Ye cneundukaummuTe Ha
MpPEXOBOTO 3axpaHBaHe CbOTBETCTBAT Ha MWHPOpmauuATa Ha Tabesikara,
npuKkpeneHa Kbm rbpba Ha anapara.

AnapaTtbT TpAbBa fa ce CBbP3Ba CaMO KbM €/1eKTPUYECKM CUCTEMM, KOUTO Ca B
MbJIHO CbOTBETCTBME C HOPMATMBHATA ypea6ba.

EneKkTpuUYecKunsT TOK, KOMTO 3axpaHBa anapata, e MHOTO OIMACEH. YBepeTe ce, ye
3axpaHBaLLMAT Kaben e M3KNIOYEeH OT KOHTaKTa, Npean Aa ro CBbpXKeTe KbM WU
M3K/Il0UUTE OT KOHEKTOpa Ha anapara.

LlencensbT Ha 3axpaHBalLmA Kaben e 3a3emeH OT CbobpakeHuA 3a 6esonacHoCT.
COHOATA HUKOTA HE TPABBA OA CE HACOYBA KbM 30HU HA TANOTO,
YYBCTBUTE/IHU KbM JTIASEPHOTO JTbMEHUE, HANPUMEP OYUTE.

HUKOFA HE W3NATAWUTE OYUTE HA NPAKO W/IN OTPA3EHO JIA3EPHO
JTbMEHME.

OnepaTopbT TpsAbBa Aa 06bpHE BHMMaHWE HAa HEOBX04MMOCTTa OT NepMoanYHa
NoAAPbKKa HA anMKaTopuTe (Ha BCeKn 2 roamHum).

BayKHO e onepaTopbT Aa 06bpHE BHMMaHWE Ha HEOBXOAMMOCTTa OT NPOBEpPKa Ha
eNeKTpuyeckaTa MHCTaNauMa Ha anapara, npeau 4a BKAYM NpeBKAoYBaTeNs 3a
3axpaHBaHeTo.

He nssbpLuBaiiTe obcayKBaHe M NoAApPbIKKa Ha anapara no Bpeme Ha ynoTpebara
Mmy.

He u3BbpliBaiiTe MogMbUKaLMM WM NOAAPBKKA Ha anapata camu. Mposepka
MOXe [a ce M3BbpwBa CaMO OT YMbJAHOMOLLEHO AuuUe (BMXKTe ToykaTa 3a
noAApbIKKa).
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4 MNpepHasHayeHue

MNpeaHasHavyeHmMeTo Ha anapaTa LS2100 e n3nbyBaHe Ha eHeprua 3a ocurypsaBaHe Ha
JIOKa/ZIHO HarpsABaHe C Le/ NoBMLWaBaHe Ha TemnepaTtypaTa Ha TbKaHWUTE, KOeTO BOAM
[0 BpeMeHHO 0b6/ieK4aBaHe Ha JleKa MYCKY/IHA M cTaBHA DBOJIKa M CKOBAHOCT, /ieKa
60/1IKa NpY apTPUT WAM MYCKYJIHU CMasmu, BPEMEHHO 3acU/IBaHE Ha JIOKaJHOTO
KpbBOOOpaLLeHNe U/Man CTUMyIMpPaHe Ha OTMYCKaHeTO Ha MYCKyauTe.

4.1 BbBepeHue

Mpn npunoxkeHne Ha nasepa LS2100 ce Habnogasat peamua epekTu BbpXy
TpeTUpaHUTe TbKaHuU:

NnoBuLIaBaHe Ha KPbBOTOKA: Ba3oAMMaTaUMA Ha Kanuaapute W apTepuuTe;
b6UOCTUMONALMA: pereHepaLmsa Ha TbKaHWUTe, CTUMY/IMPaHe Ha NPOTEUMHOBUA CUHTES,
cUMynMpaHe Ha obpasyBaHeTo Ha AT®, cTUmyaMpaHe Ha MUTO3aTa Ha
¢unbpobnactuTe, NoBulIaBaHe Ha 06pPa3yBaHETO HA KOMlAreH W eNacTuH;
NpPOTMBOBb3MNaUTeNEH edEKT;

NPOTUBOOTOYEH edEeKT Nopaamn CTUMyAMpPaHe Ha AMMdHaTa cuctema; obesbonssaly,
edeKT: NoBMLLIABaHe Ha Npara Ha YyBCTBUTE/IHOCT HA HEPBHMTE OKOHYAHUA.
Mo3BoNABa CTUMYy/IMpPaHe HA Hal-AbNOOKWTE C/I0EBE Ha TPETUPaHaTa TbKaH, KaTo Mo
TO3M HauYMH JONPUHAcA 3a 6bP30 U UPY3HO pereHepupaHe Ha KNETKUTE;

WUHpauepBeHa

.3 Buauma .
i cBET/IMHA
1

UV-A! CBETMHA

Anm_200 300 490 500 600700 900 1200

MoakoxkHa
TbKaH
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HabntogeHnaTa nokasBaT, Ye aKo Jla3epHaTa CBET/IMHA Ce npwaara B noaxoaslla
0033, ce Nosiy4aBa CTUMyaLMa Ha OnpeneneHn KNeTbYyHU ¢GyHKLUMK, 0COBEHO aKo
MMa KNetkm ¢  OyHKumoHaneH paeduumnt. MHoro edekTM ce ocHoBaBaT Ha
bOTOXMMMYHOTO U GOTOBMONOTMUYHOTO AENCTBUE BbPXY KNETKUTE U TbKAHUTE.

4.2 MoKasaHuAa

Monsa oT NpuaoXKeHne Ha nasepHa Tepanua ¢ LS2100 moxke ga ce Habawogasa npu
cnefHUTe CbCTOAHMUA:

1.

4.

CnopTHW TpaBmm

EKCTEH3MM W  MYCKYNHW pasTexeHuda, CTaBHM pgedopmaunu, enuKoHAWUANUT,
TEHAWHWUT N €HTE3UT, KOHTY3UW, XeMaTOMM U KpbBOHacAAaHuA, bypcuT.

. ApTpo-peBmaTnyHa naTonorua

ApTpo3a, Uwmnac, CKanynapeH U pameHeH NepuapTpuT, apTponaTua Ha pbueTe U
X0AMnaTa, enuKoOHAUAWUT, apTpPo3a Ha TasobeapeHaTa CTaBa B HayaleH CTaaui,
60/IKM B KONSAAHOTO CbC UK 6e3 U3ANB, MMOreHHa CKOBAHOCT Ha LWKATa, Nymbaro,
MWO3MUT.

. PexabunutaumoHHa Tepanus

CraBHO-aBurateniHa pexa6mnMTau,vm npu OTCTpaHABaHe Ha rmncoBsu
VIM06VU'IVI3aLI,VIVI nnu cneg optonegunyHn XmpyprmyHn onepaumu.

. Obwa meguumnHa n aepmaTtonorusa

[ekybutanHu n3BW, Kenouau, HeaKTMBHW paHu -bnarogapeHve Ha f[obpe
No3HaTUA My BUOCTUMYMPALL, U AHTUMHPEKLMO3EH eDEKT.

3 MpoTuBonoKasaHua

MpsKko obnbuBaHe Ha ouuTe: JlazepuTe OT Knac 3B ca MOTEHLMANHO OMacHM 3a
peTMHaTa — MaKap Ye yBperKAaHe Ha peTMHaTa € MHOro HeobuyailHo cbbutue.
CneuuManHuTe 3aWMTHM OYWNA, AOCTaBeHW C anapaTa, TpsabBa Aa ce HOCAT M OT
naumeHTa, 1 oT onepartopa.

BpemeHHOCT: nasepbT € NPOTMBOMNOKa3aH 3a ynotpeba BbpXy BpemeHHa MmaTKa;
BCE MaK MOXe Aa Ce W3MoA3Ba MNpu BpemeHHWM KeHW, KaTo ce BHMMaBa
M3MbYBAHETO [a He Nonaga B 06/1acTTa Ha Kopema.

Heonnasmu: He TpsabBa [na wu3nNos3BaTe Jlasepa BbpXy HeAMArHoCTULMpPaHu
MbPBMYHM UM BTOPWUYHM Ne3un. JlasepHa Tepanus MOXKe fJa ce npuaara 3a
obnekyaBaHe Ha 6onKaTa B TEePMMHANHWA CTaaui Ha 3abonsasBaHe, KaTo e
NpPenopbUYMTENHO TOBA A3 Ce U3BBLPLLBA CaMO C Mb/IHOTO CbracKe Ha NauueHTa.
LMToBMAHA KNe3a: Na3epbT B HMKAKbB C/ydyail He Tpabea Aa ce M3No0/3Ba Hapg,
LMTOBMAHATA Kes3a.
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° KprEHEZ Ba3ogMaTauMATa MOXKE [a BNIOWUN KbpPBEHETO.

e MIMyHOCynpecuBHa TepanuaA: Ja3epHaTa Tepanusa e MpPOTUBOMOKasaHa mnpwu

nauneHTn, npuemalll TakaBa JIeEKapCTBEHa TepanuA.

e Mpy HapyLleHMA Ha KoxKaTa U Npu CbMHEHWe 3a HapaHABaHWA: HUKOra He Tpabsa

[a ce npunara n1asepHo JibYeHne BbpXy aHMIMOMM, YEPHM TOUKU UAN NPU CbMHEHNE
3a HapaHsABaHe Ha KoKaTa.

e Tepanua B 06/iacTTa Ha CMMMATUKOBMTE raHrAMKM, 6ay:Kaaewma Heps (nervus

vagus) M obnactta Ha CbPLETO MNPU MNaAUMEHTU CbC CbpAedyHW 3abonABaHUA:
NasepHaTa Tepanusa 3HaYMTENHO NpomeHa OGyHKUMATA Ha HepBHaTa cUMCTEMA M
CNefoBaTeNHO MPUIOKEHMETO M B Teau 06/1acTM € MNPOTMBOMOKA3aHO Mnpu
NauMeHTM CbC CbpaedHM 3abonsasaHus.

Apyrn

ATONWYEH AepMaTUT 1 ek3ema B ocTpa dasa

Bb3nannTenHn npoLecn Ha MACTOTO, KbAETO Lie ce npuaara Tepanms

O»KyNBaHMA UM KPbBOHACALAHUA

doTtoaneprua

doTomepmaTurt.

CKOpOLLHa onepauyMa UAN KPMOTepanua Ha y4yacTbLM OT KOXKaTa, KbAeTo e ce
npwunara Tepanua

4.4 TpeanasHU MepKU U NpeaynpexxaeHus

Peakuun Ha GOTOUYBCTBUTENIHOCT: NMPU HAKOW MaLMEHTU, MPUEMALLM OnpeseNieHu
NleKapcTBa, peakumMuTe Ha GOTOYYBCTBUTENIHOCT CE€ Ab/IKAT Ha pPeakuMm Ha
doToceHcMbUAM3aumMA. He e SAceH MEexaHU3MbT, MO KOMTO KoMOuHauusaTa oT
la3epHO /TbYeHMe W NeKapcTBa NpeausBUKBa TO3M OTroBop. lpenopbysa ce npu
NaumMeHTU C PUCK OT aneprua U NauMeHTM C aHaMHe3a 3a TaKMBa peakuuu aa ce
nposege , Tect ¢ MMHUMA/IHO BpEMe Ha Tepanus.

CpeactBa 3a OWKcMpaHe, MeTalHM NAacTMHKM, nnactmaca HE npeacrasnssat
NPOTMBOMNOKa3aHMe 3a M3MO0/A3BAHETO Ha /a3epu, KOUTO moraT 6e3onacHo ga ce
M3M0N3BaT BbPXY METaNHU UMMNIAHTK, KOHLM M NaacTMaca.

HAKOM nauMeHTM ca MO-YyBCTBUTE/IHM KbM J1a3€PHO /NbYeHMe (Hanpumep
NaumeHTH, npUemally /NeKapcTBa, KOMTO MOBMLIABAT 4YyBCTBUTENHOCTTA KbM
CBET/IMHA) U MOraT A4a NnojyyaT peakums, nogobHa Ha TONMHEH 0bpuB.
3a4bKUTENHO NPOBEPABANTE TPETUPaHaTa 30Ha Mo Bpeme v ces TepanuaTa 1
npeycTaHoBeTe TepanuaTa, ako Bb3HWKHE HeXenaHa peakums.

4.5 MapameTpu Ha nasepHaTa Tepanua

HEHPEKBCHaT pexumum — ﬂasepHo /TbYyeHMe ce U3buBa bes npekbCBaHe NoO Bpeme
Ha NPUNOXKEHMNETO Ha Tepanua.

-11-
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[Ao3a — MsapkKa 3a Be/IMYMHATaA Ha s1a3epHaTa CBETIMHHA eHeprus, npuaaraHa Bbpxy
TpeTupaHaTa 30Ha. MepHaTa eanHMLA e AXKayn Uan axkaya/cm?.

EHeprua — M3mepBa ce B A)Kay/u; eHeprMATa e paBHA Ha BpemeTo Ha Tepanwus,
YMHOX€HO MO MOLLHOCTTA. [10-BaXKHOTO €, Yye NAbTHOCTTA Ha eHepruAaTa e paBHa Ha
M3XOAHAaTa MOLLHOCT, YMHOX€EHa MO BPeMeTO Ha TepanuaA 1 pasgeneHa Ha pasmepa
Ha cnoTa (cm?). Taka no-cneumduuHo ce M3mepsa NPUIoXKeHaTa eHeprus.

Yectota — YecTtoTaTa Ha NOBTOPEHWE Ha MMMY/ICUTE ce M3bUpa B AManasoHa ot 1 Hz
no 10 000 Hz.

MowHoct — M3mepBa ce BbB BaToBe (W); 3aXpaHBALLOTO HamnpexeHue e npsAko
NPOMOPLUMOHA/NHO Ha BPEMETO Ha Tepanua M MPOHUKBAHETO Ha €eHepruAta Ha
NnasepHaTa cBeTAnHa. MNpu guoaHUTe Nasepum ¢ BUCOKA MOLLHOCT BPEMETO Ha Tepanua
npv NaLUeHTUTe e NO-HUCKO M Ypes TAX Ce Npuaara no-roaamo KOAM4YecTBO eHeprusa
Ha no-ronama Abn604YMHa. M3NbYBAHOTO SbUEHME MOXKe Aa 6bae HenpeKbCcHaTo Uan
MMMY/CHO.

MABTHOCT HA MOLLHOCTTA — MOLLHOCTTA, pPa3je/ieHa Ha BpeMeTo Ha Tepanus.

MUmnynceH pexxum — ToBa € CbOTHOLLIEHNETO Ha BPEMETO BbB BK/IIOYEHO CbCTOAHME
KbM OOLWOTO Bpeme Ha UMKb/AA, M3Pa3eHOo KaTo npoueHT. Ko/JKOTO NO-HUCBHK e
NPOLEHTBLT, TOJIKOBA MO-HUCbK € CpefHUAT MHTeH3uTeT BbB Bpemeto. 100% e
HEMNPeKbCHATO /1a3epHO JTbyeHune. Npyu MMNYACEH PEXMM BPEMETO BbB BKJIHOYEHO
cbeTosiHne e 90%, a B n3KAto4eHo - 10%.

(BABEJIEXXKA: UMNYNCHUAT pPeMM CblO e eKBMBaneHTeH Ha KoeduumeHT Ha
3anbaBaHe.)

Pasmep Ha cnota — [1/70WTa Ha HAaNPeYHOTO CeYeHWe Ha Na3epHUA bd, Korato
HanyCHe neulaTta.

TpeTupaHa 30Ha — MNnowTa Ha TbKaHTa, BbPXY KOATO Naja 1a3epHOTO IbYEHME, KaTo
ce B3emart npesBua Ob/KMHATA Ha Bb/IHATA, bIANTE Ha Pa3sXxo4MMOCT U AbnboYMHaTa
Ha NpoHMKBaHe. TOBa e N/IOLLTa, M3N0/I3BaHa 33 U3UMC/IABaHe Ha 403aTa.

Bpeme Ha Tepanua — M3mepBa ce B CEKYHAM, TOBA € NPENOPbYMTENHOTO BPEME,
npes KOeTo ce npuaara Tepanus.
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5 CbabpiKaHMe Ha OnaKoBKaTa

MPUHALNEXKHOCTM

OnucaHue Ha NpUHaA/IeKHOCTUTE | Bpoit

CTaHAapPTHU NPUHALNENKHOCTH

bnokunposKa

3aLWMUTHM 0YMNa 3a 1a3EPHO ibYEHME

PbKOBOACTBO 33 NOTpebuTena

PR N e

Kabesn 3a MpexoBo 3axpaHBaHe

JonbAHUTENHM NPUHAANEKHOCTH

NasepeH anankaTop AC8001

NasepeH anamkaTtop AC8002

NasepeH anamkaTtop AC8101

JNasepeH anamkaTtop AC8102

RlRr|Rr| Rk

CTolika Ha Konena

6 UHcTanupaHe

* N3gagete anapata LS2100 u BCUMYKM AONBAHUTENHUM MNOPBYAHW €NeMEeHTU OT
KapTOHeHaTa KyTuA 1 M NpoBepeTe 3a NOBpean, KOUTO MOXKe A3 Ca HaCTbNUAN No
Bpeme Ha TpaHCMopTMpPaHeTo.

* ocTaBeTe anapaTta BbpXy 6t0po mam ctoika Ha Konena NU-TEK. YBepete ce, ye
MMa Bb3MOKHOCT 33 AOCTaTbyeH Bb3AylleH MOTOK Nnoa anapaTta (He noctaeaiTe
anapaTa BbpXy NOKPMBKA 3a Maca).

* AKo e HEOGXO,CI,MMO, NMOCTaBeTe anapaTta BbPXy NpeaoctaBeHOTO Kpayve 3a HakK/10H,
3a Aa I'IO,CI,06pMTe YeTNINBOCTTA Ha AucCnaea.

6.1 CeBbp3BaHe KbM eNleKTpuUYecKaTa mperKa

¢ 3axpaHBalLMAT 610K e Pa3MNoN0KEH Ha 3aZHaTa CTPaHa Ha anapaTta M ce CbCToM OT
TPUMNOOCHA PO3€eTKA 3a Kabena n MpexxoB NpeBKAoYBaTeN.

o BkntoueTe TpUwmdoOBUA LLENCEN Ha 3axpaHBaLWMs Kaben KbM BrpaZeHaTa naaTka u
ce yBepeTe, Ye e BK/IHYEH NPaBUIHO B KOHEKTOpA.

* MNocTtaBeTe 6N0KMpPOBKATa B OyKcaTa Ha KOHEKTOPa 3a 6/10KMPOBKa.

e Cnep KaTo cTe NPOBEPUIN Ye MHCTANAUMATA U MOHTAXKbT Ca M3BbPLUEHU CbIIaCHO
MHCTPYKLMUTE B PbBKOBOACTBOTO, BK/OYETE anapaTta, KaTo ce yBepute, ye
OMCNNEAT e BKAKYEH NPaBUJIHO.

-13-
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/N BHUMAHME:

e He nocTtaBaiTe anapaTa Ha MSACTO, KbAETO HAKOW MOMKe Ja Ce CMbHe B
3axpaHBaLyma Kaben uamn aa ro nsgbpna no Bpeme Ha TepanusTa.

e He u3nonseanTe anapaTa, ako He e gobpe 3a3emeH. YBepeTe ce, ye anapartbT e
eNeKTPUYEeCKM 3a3emMeH, T. €. € CBbpP3aH 3a4b/DKUTENIHO KbM 3a3emeH
€NEeKTPUYECKMN KOHTAKT, CbOTBETCTBALL, Ha NPUNOKUMUTE HALMOHANTHU U MECTHU
eNeKTPpnYeCKMN U3SNCKBaHNA KbM MeaANLUNHCKU K36VIHeTVI.

e [locTaBeTe K/OYa 3a CBbP3BaHE KbM e/IeKTPUYEcKaTa Mpexka B MNOJOXKeHue
,,BK/toueHo”.

e CBET/IMHHUAT MHAMKATOP 3a 3aXpaHBAaHETO CBETU B 3e/IeHO, KOETO MoKasea, 4e
anapaTbT e CBbP3aH KbM 3aXpaHBaHEeTo.

e AnapaTthbT We Ce UHULMAAN3MPa U LWE M3BbPLWN CaMOAMArHoCcTMKka. Tosa Moxe aa
OTHEME M3BECTHO Bpeme.

e B Kpas Ha camogmMarHoCTMKaTa anapaTbT NMOKa3Ba ekpaH 3a BbBeXAaHe Ha Naposia
M e roTos 3a ynoTpeba.

6.2 UsKNouBaHE OT MPEXKOBOTO 3aXpaHBaHe

e Korato 3aBbplinMTe TepanuAaTa, U3KAKYeTe anapaTta, KaTo MOCTaBuTe KJko4Ya 3a
CBbp3BaHE KbM €N1IEKTPUYECKATA MpPEXKA B NONI0OKEHNE ,V3KntoyeHo”. AnapatbT ce
U3K/TI0YBa OT 3aXpPaHBAHETO.

7 NHdopmauma 3a NPUNOKEHUETO

7.1 Mpeaum TepanuaTa
lNpoBepeTe Aanu Npu NaumMeHTa HAMa NPOTUBOMNOKAa3aHMA.

Mpeou NpUNOXKeHMEeTO Ha fas3epHaTa Tepanua, e HeO6XO,L'l,VIMO Aa ce noaroTsu

KOXaTa Ha nauuneHTa. ToBa NO3BOAABA sla3epHaTa CBET/IMHA no-p,o6pe Aa AOCTUrHe

A0 NpUuenHnTe 30HN N ce NOHUXKaBa PUCKDBT OT APa3HeHe Ha KOoXaTa.

3a Ja ce NoAroTBM KOKaTa Ha NauMeHTa 3a TepanuAra, Tpﬂ6Ba Aa Ce uM3Bbpuwat

cneaHunTe onepauuun:

° I3mmBaHe Ha y4acTbKa OT KOXKaTa, KbAeTo e 61::,L'J,e NOCTaBeHa Na3epHaTa rnaea, C
BO4a M CanyH Unn novYncTteaHe CbC CNUPT.

e CrapaTtenHo noAcyllaBaHe Ha KoxKarTa.

& BHUMAHME:
M onepatopbT, U NauueHTbT Tpsabsa aa HocaT SALLUTHU OUYNNA.
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7.2 Mo Bpeme Ha TepanuATta

* MuTaiiTe pefoBHO NauMeHTa KakBo ycela. AKo e HeobxoamMmo, TepanuaTa Tpa6sa
fa  6bae apantvpaHa. Amnautygata  moxe Jda  6bae  HamaneHa  uau
HEMPEKbCHATUAT pPeXMM MOXKe Aa 6'b,£|,e NPOMEHEH Ha MMNYJZICEH pPeXum unUaun
obpaTHo.

* 3a pga usberHete AMPEKTHO r/efaHe B /Ia3epHUA NbY: He CBafAlTe 3alUUTHUTE
04M/1a 33 /1a3epPHO JbYeHne Npeau CMpaHe Ha TepanuATa.

o CBETOAMOAHMAT UHAMKATOP Ha aniMKaTopa CBETU B OPAHIKEBO, KOETO MOKa3Ba, Ye
anapaTtbT e B PEXKMM Ha rOTOBHOCT; C/les, TOBa, 3a £ia 3anoyHe anapatsbT 4a paboTu,
HaTUCHeTe BYTOHa Ha anMKaTopa, NPV KOETO MHAMKATOPBLT Ha an/MKaTopa CBeTBa
B 3€/1eHO KaTO MHAMKALMA 33 PabOTEH PEXMM.

7.3 Cnep TepanuaTa

* poBepeTe 3a eheKTM, KOUTO MOKe Aa ce o4aKkeaT (Hanpumep 60/Ka, Npobaemu ¢
KPbBOOOPALLEHMETO M NOABUKHOCTTA).
¢ [lomoneTe NaumeHTa Aa MHGOPMMPA TePANEBTA 33 BCAKAKBU peakLmy.

e VBepeTe ce, Ye M3/bYBAHETO Ha J1a3epHO JTbYEHWEe e MpeKpaTeHo, npeau Aa
CBaNUTE 3alMTHUTE OYM/IA 33 1a3EPHO JTbUEHME.

& NPEAYNPEXAEHUE:

e 13non3BaHeTo Ha JIASEPHO JTbMEHUE B nomewgeHne c HanmMume Ha 3anaammu
maTepuanu, pasTBOpPM U rasoBe WM B cpefa, oboraTeHa C KMCA0po4, Cb3aaBa
PUCK OT NoKap 1/Uam ekcniosms.

e CnpeTe TepanuaTa, KOraTo MaUMEHTbT MNOYYBCTBA AMCKOMGOPT, Tbil KaTo npwu
HOPMAJTHA YTMNOTPEBA Ha na3epHaTta anapaTypa ce ycella 1eKo 3arpsaBaHe.
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8. UHCcTpyKumK 3a paborta

LasoRehab? L52100

8.1 Cpepctsa 3a ynpasneHue, U3N0N3BaHM OT onepaTopa

[1] CBeTAMHeH MHAMKaTOp 3a 3aXxpaHBaHETO

[2] CeHszopeH ekpaH

[3] ByToH 3a aBapuitHO M3KOUBaHe Ha Nasepa
[4] CseTnuHeH MHAMKaTOP 3@ LEHTPanHMA ByTOH
[5] Cebp3BaHe Ha animKaTopa - KaHan A

[6] noro

[7] OcHoBeH 6nok Ha LS2100

[8] ByTtoH 3a 6bp3 gocTbN: PbUHO ynpasaeHue
[9] ByTtoH 3a 6bp3 AOCTLN: KAMHWYHM NPOTOKOM

[10] BytoH 3a 6bp3 AocTbn: MpeanounTaHu

-16 -

[11] LleHTpaneH 6yToH

[12] NasepeH annvKaTtop

[13] CBbp3BaHe Ha ansimKaTopa -

KaHan B

[14] 3awunTHM 04Mna 3a NasepHoO NbyeHue
[15] ByTOH 3a U34yakBaHe

[16] KoHeKkTOp 3a 610KMpoOBKaTa

[17] Kntou 33 mperKoBOTO 3axpaHBaHe
[18] CBbp3BaHE Ha MPOMEH/IMBOTOKOBO
3axpaHBaHe
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[19] Tabenka 3a anepTypata [23] FhaBa Ha anaunkaTopa
[20]U3xoaeH npesktousatesn/

MHAnKaTop 3a paboOTHOTO CbCTOAHME [24] KoHeKTOp Ha anaukaTopa
[21] Noro Ha anaunkaTopa [25] ObsAcHMTEeNHa TabenKa

[22] NasepHa anepTypa

& BHUMAHME:

e CBbP3BAHETO Ha NPUHALNEKHOCTM, PA3/IMYHM OT MOCOYEHUTE OT MPOU3BOAMUTENS,
MOXKe ga nosavse HebnaronpusaTHO Ha 6e30MacHOCTTa Ha MNauMeHTa M Ha
npaBuAHOTO QYHKLMOHMPAHe HA amapaTta M Mopagu ToBa He e paspelleHo. 3a
KOMBUHMPaAHU MPUIOKEHUs M3non3BaiTe camo obopyasaHe Nu-Tek, Tun B.
MHOro HMCKMAT TOK HA yTeYKa Ha To3M TUMn obopyaBaHe ocurypsBa abcontoTHa
6e30MacHOCT Ha TepanuATa.

e JlazepHUAT anivMKatop e npeuuseH WHCTpyMeHT. [lpu paspaboTBaHeTo W
Npou3BOACTBOTO Ce BflaraT rofemMn ycuaus, 3a da ce noayyaT Hain-gobpute
Bb3MOMHM XapaKTePUCTUKM Ha cHomna. HeBHMMATENHOTN OTHOLIEHWE MOXKe Aa
nossuse HebNAronpMATHO Ha Te3W XapaKTEPUCTMKM M Nopaam ToBa He Tpabea Aa
ce pgonycka.

¢ AnapaTtbT TpsAbBa BMHArM Aa 6bae 3aWwmTeH cpelly ynotpeba oT HeynbAHOMOLLEHM
nvua. Korato He M3nosi3BaTe anapaTa, TOW TpabBa Aa Ce BbpHE KbM eKpaHa 3a
BAM3aHe C Napona.

L]
R Bpb3ku [5][13] ca npegHa3HauYeHN 3a CBbP3BaAHE HA NPWUIOXKHM YacTn TMn B B
CbOTBETCTBME C M3NCKBAHMATA 32 TOKOBA yTeuyKa, nocovyeHn B IEC 60601-1.
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8.2 OCHOBHM CTbNKKU Npu paboTa

8.2.1 BkawouBaHe Ha anapara

e Bkniouete anapara, KakTo € ONMUCAHO B TOYKa 6.

8.2.2 OpraHusauma Ha aucnnes

[A] me Ha anaparTa.

[B] HMBO Ha HaBurauwmsa. MokasBa Kbae ce HamupaTe B HaBuraumsTa.

[C] UHamkaTop 3a baTepuaATa (BUXKAa ce camo npu paboTa Ha 6atepus).

[D] NeHta 3a HaBuraumaA. [okasBa 3aBuCelM OT eKpaHa OYTOHM 3a HAKOJIKO
bYHKUMU. BuxKTe TouKa 8.2.3 33 AoNMbAHUTENHA MHPOpMaUms.

[E]TopHa 4YacT Ha eKpaHa. [lokasBa MMeTO Ha eKpaHa, Hanpumep ,,Manual
Operation” (PbYHO ynpaBaeHue) uam MMeTo Ha n3bpaHmsa KAMHWYEH NPOoTOKO.

[F] CpegHa yacT Ha ekpaHa. [MoKa3Ba napameTpuTe Ha U3bpaH KaHan uam GyToHuUTe
Ha MEHHOTO, KOraTo He ca M3bpaHu KaHau.

[G] Pa3pen 3a cbcTOAHMETO. M3Mon3Ba ce 33 MOKa3BaHe Ha CbCTOAHMETO M 3a
NMoKa3BaHe W peryanpaHe Ha BPeMeTO 3a Tepanua U A03MPOBKaTa. BuxkTe Touka
8.2.4.6 32 ponbAHUTENHA UHDOPMaLMA.

Manual Operation

200mwW

‘ 650nm Single

Joules
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M3bpaHoTOo nose ocurypasa o6LW, nperseg Ha napameTpuTe 33 TO3M KaHan.
MapameTbpbT MOXKe Aa 6bae U3bpaH, KaTo ce LOKOCHE, NMPU KOETO HEroBoTo Mnoje
CBETBa M CBETBA JIeHTaTa B [0/IHATa YacT Ha ekpaHa. Cera napameTbpbT MOXKe Aa ce
perynmpa ¢ UeHTpanHua 6yToH. MapameTbpbT Moxe ga 6bae 3aTBOpeH upes
[0KOCBaHe Ha Apyr napameTbp.

3a pa perynvparte BpemMeTo 3a Tepanua M [03aTa, AOKOCHeTe OTHOBO pasgenia Ha
n36paHua KaHan. LLBeTbT My e cTaHe opaHkeB. Cera M3xoAHata amnivTyaa Moxe
[a ce peryamnpa c LLeHTpanHua 6yToH.

Mpwn BKAOYBaAHE Ha anapaTa NbpBO Ce NOoKa3Ba Havya/sIHOTO meH. B HayanHOTO meHo
HUTO eAMH OT KaHanuTe He e u3bpaH. HayasHOTO MeHI ocurypsiBa CTPYKTypupaH
[OCTbM A0 BCUYKM HaMYHM Tepanuu, npuaaraHM € anapaTa, CbC CbOTBETHUTE
$abpuyHM HaCTPOMKKM Ha NapameTpuTe. MpocTo n3bepete eNeMeHT OT MEHIOTO, KaTo
[OKOCHeTe OyTOHa, 33 Aa Ce MPUABMNKWUTE OO0 crnefgawma ekpaH. MoxeTte da ce
BbpHETE KbM NPeauLLIHUA eKpaH, KaTo AOKOCHeTe cTpesikaTa ,,Ha3aa” B ropHaTa yacTt
Ha eKpaHa. HaBcAaKbAe B HaBMrauMATa MoXeTe [a ce BbpHeTe KbM HauasHOTO MeH1o,
KaTo goKocHeTe 6yToHa ,,Hayano”.
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8.2.3 Haswurauusa
MkoHa HaumeHoBaHue 3HaueHue
Hazapg BpblaHe KbM NpeauLIHMA eKpaH
yan bllaHe KbM Ha4Ya/IH1A eKpaH
Hauano B aHe avanHua ekpa
- Cnupane CnupaHe Ha TepanuaTta
“ Maysa Maysa Ha TepanuATa
u MpoavakasaHe MpoavakaBaHe Ha TepanuATa
B ,MpeanountaHn” moxe ga 3anvuwete
MpeanounTaHn HaCTPOMKWTE 3a Tepanua WA NpPorpamnpaH
MPOTOKO/ OT NOC/e40BaTeNHOCTH
ﬂ W3tpusaHe W3tpusaHe Ha ,Mpeanountann”
I:v‘l 3anuc MoTBbpAeHWe Ha n3bpaHnTe NapameTpu
n Urdopmauma [aHHn 33 KNMHWYHMA NpOTOKON
KaHan A M3bpaH e nasepeH KaHan A
KRanan B M3b6paH e nasepeH KaHan B
650nm Single / MHaMKauma 3a CbCTOAHMETO Ha Na3epHua
200mwW
= anauKaTop
e YecToTa NHAMKauma 3a yectoTtaTa
“ Crapt ByToH ,,CrapT”
[l
02:00 Bpeme MoKka3BaHe Ha BpeMeTO Ha Tepanua
[
24 [o3nposka Moka3sBaHe Ha [03MpOBKaTa Ha TepanuATa

P
g
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8.2.4 PaboTa

8.2.4.1 CraptupaHe

CBbprKeTe NPOMEH/IMBOTOKOBOTO 3aXpaHBaHe U
HaTMCHeTe NPeBK/I0YBATENA 33 3aXPaHBaHeTO.
EKpaHBbT € /10roTo ce 3abprKa HAKONIKO CEKYHAMN.

8.2.4.2 BbBexXpaHe Ha napona

Cnep, KaTo MPUKIOYN MHULIMANN3ALMATA, LLe ce
NOKae eKpaHbT 3a Napoa.

BbBenete naponata cu, 3a Aa Bnesete B HayanHma
eKpaH.

MbpBoHayanHaTa naposa e 12345678; npomeHeTe 1,
cnep KaTto Bae3eTe 3a MbPBU MbT.

YBeperTe ce, Ye KOHEKTOPBT 33 6/I0KMPOBKaTa e
WMHCTaZIMpPaH Ha anapaTa, npeau Aa 3anoyHeTe
TepanuAaTa.

AnapatbT aBTOMaTMYHO NPeMMHaBa KbM eKpaHa 3a
naposa, Korato He paboTu B NpoabKeHUe Ha 10
MWHYTH, C Len aa ce npefoTBpaTM HEOTOPU3NPAHO
M3Non3BaHe.

8.2.4.3 HauanHa cTpaHumua

HauvaneH ekpaH

Ypes HavyanHoOTO MeHto ce nosy4yasa AOCTbN A0 Ls2100
cnepHuTe GyHKUMK

¢ KnnHuuHum npotokoau (Clinical Protocols)
¢ MpeanounTaHu (Favorites)

¢ PbyHO ynpasneHue (Manual Operation) ‘*‘“"'“‘-‘5
e CUCTEeMHU HacTpoMKM (System Seeings)
MN3b6epeTe KAMHUYHM NPOTOKOAN, KAaTO LOKOCHETE l\h Manual Operation

6yToHa. MNonBsABa ce CAeQHUAT eKpaH:

| @ System Settings
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8.2.4.4 KNMIHMYHM NPOTOKOAU

M3nonseanTte LeHTpanHuA ByToH, 3a Aa
NpeBbpPTUTE CNUCHKA U M3bEepeTe KNMHUYHUA
NPOTOKOJI, KaTO A OKOCHETE ByTOHA.

3a nHdopmaLms 3a TepanmATa OKOCHeTe ByTOHa

3a MHpopMaLmn ﬂ OT/IABO Ha NPOTOKOAA U LWe
ce nossu MHGopmauma 3a TepanuaTa.

| Ls2100

Clinical Indications
= 1
1

Temporary increase in local
blood circulation - Acute

Temporary increase in focal
blood circulation - Chronic

| [remporary retief of minor
muscle and joint aches, pains
and stitfness - Acute

Temporary relief of minor
muscle and joint aches, pains
and stiffness - Chronic

Promoting relaxation of muscles
Acute

NHbopmaumsa 3a TepanusTa

M3non3ealiTe LeHTpanHus 6yToH, 3a Aa
npeBbpTaTe Npes cTpaHuumTe.

Temporary increase in local
blood circulation - Acute
===
Mode: Pulesd
Frequency: 700
Duty: 9
Dosage: 8 Jiem2
Treatment recommendations:
- Prior to activating the device
both the patient and the clinician
must put on the manufacturer
provided protective eyewe.
- Generally, acute injuries should
be treated with low pulse
frequencies (<100 Hz), subacute
injuries with higher pulse
frequencies, and chronic
conditions should be treated with
continuous mode.

KnnnHunynm npotokoau (Clinical Protocols) - EkpaH ¢
napameTpuTe (eKpaH 3a Tepanus)

M3bepeTe KAMHUYEH NPOTOKO, KAaTo fOKOocHeTe byToHa
3a CbOTBETHUSA KAWHMYEH NPOTOKO. [osABABa ce
€KpaHbT 33 Tepanus.

OT TO3M eKpaH NoTPebUTeNAT MOKe A3 NPOMEHA JafeH
napameTbp, KaTo JOKOCHe BYTOHA U MPOMEHM
CTOMHOCTTA C LeHTpanHMA 6yToH.

| LS2100

[«][a][=]

Temporary increase in local
blood circulation - Acute

| ‘A 650nm Single
200mwW

’ Continuous |
t

Units
Joules

Press to start _

Start ‘

|
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8.2.4.5 NpepnountaHun
MN3bepeTe ,MpegnountaHn”, Kato goKocHeTe byToHa

* Favorites Ha Haya/siHaTa CcTpaHuua.

Ls2100

‘ Clinical Protocols ‘

‘ * Manual Operation ‘

’ Q System Settings

|

MapameTbpbT MOXKe Aa Ce BUAW Ypes HAaTUCKAHE Ha
CbOTBETHMA BYTOH.

L52100

[e][n][¥]

1
2
3
4
)

Favorites: 1/1 |

Favorites_1

Favorites_2

Favorites_3

Favorites_4

Favorites_5

HaTucHeTte 6yToHa 3a M3TpUBaHe ﬂ 1 TOM wWwe

npemmnHe B aKTUBHO CbCTOAHME ﬁ Cnep toBa
MmorkeTe Aa ustpuete ,lMpegnovnTaHn”, KaTto ro
HaTUCHeTe.

152100

[«][n] N

1
2
3
4
5

Favorites: 1/1 |

Favorites_1

Favorites_2

Favorites_3

Favorites_4

Favorites_5
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8.2.4.6 PbyHO ynpaBneHue

Ype3 HauyanHOTO meHto ce noayvyasa AOCTbMN 40
cnepHuTe GYyHKLUK

o KnnHununu npotokonum (Clinical Protocols)

* MpeanounTaHu (Favorites)

* PbyHO ynpasneHue (Manual Operation)

o CUCTEMHM HacTponKku (System Seeings)
MN3bepeTe PbuHO ynpasnenue (Manual Operation),
KaTo JOKOCHeTe byToHa

MosBABa ce CNeAHUAT eKpaH.

Ls2100

’ Clinical Protocols ‘
‘* Favorites ‘

LI

EkpaH 3a Tepanua

OT TO3M eKpaH NoTpebuTenaT MoKe Aa NPOMEHA
OafleH NapameTbp, KaTo AOKOCHe 6yToHa U
NPOMEHM CTOMHOCTTA C LLeHTPaNHUA BYTOH.

Manual Operation

"A 650nm Single
200mwW

Continuous l ‘ Units

e

Joules

Press to start

Joules

M360p Ha KaHan

[oKocHeTe byToHa 1 nsbepeTe KaHan, KaTo
M3M0N3BaTe LLeHTPaHUA BYTOH.

3abenerkKa: M3xogHMAT KaHan He MoXKe Aa bbae
NPOMEHEH, KoraTo ce npuaara Tepanus c anapara.
[BaTa KaHana He moraT a paboTaT eaHOBPEMEHHO.

(€ll][=]

Manual Operation

m 650nm Single
R 200mw

Units

| Continuous
| Joules

Press to start

Start

02:00(24.0

Joules
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MHdopmauma 3a anamnkaTtopa
CbCTOAHMETO Ha /1a3epPHUA anIMKaTop ce MoKasBsa Ha

G, Tasu onuma He MoxKe Aa 6be NPoMeHsHa
PbBYHO, @ CE OTKPMBA M NOKa3Ba aBTOMaTUYHO.

Ls2100
[«][n][e
Manual Operation

‘ 50nm Single'
ZUUMW

[ Continuous | | Units

I Joules

Press to start

YecToTa Ha umnyacute
Frequency

[JoKocHeTe 6yTOHa 3a YecToTa MEEELEE, MoxeTe
[a peryampare yectoTaTta B AgManasoHa ot 1 Hz go 10
000 Hz.

Manual Operation

200mwW

Pulsed Units

I 650nm Single
|
‘ Joules

Press to start

Start

Joules

3anoyBaHe Ha TepanuaTa

HaTucHeTe 6yToHa 3a cTapTMpaHe, 3a Aa B/e3eTe B
CbCTOSHME Ha FOTOBHOCT.

AKo 6/710KMpOBKaTa He e CBbp3aHa Kbm anapara,

Le ce MoKaKe KoZ 3a rpeLuka.

KoraTo anapaTbT € B CbCTOAHME Ha FTOTOBHOCT, MOMKe
0a 6bie akTUBUPAHO U AEaKTMBUPAHO M3NbUYBAHE Ha
1la3epHO NbYEHME Ypes HaTUCKaHe Ha ByToHa Ha
anaukaTopa.

KoraTo BpemeTo e paBHO Ha Hy/a, anapaTbT HE MOXKe
[a B/ie3e B CbCTOSHUE Ha TOTOBHOCT.

L]
Manual Operation

650nm Single
200mwW

Continuous Units
Joules

Press applicator button to start

Start

02:00|24.0

Joules
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Bpeme Ha Tepanua

[loKocHeTe NosieTo 3a Bpeme Ha Tepanus 02:00,
LBETBLT CE NPOMEHSA B OpaHKeBo. Onpeaenete
YKENaHOTO BpeMe Ha Tepanus, KaTo U3non3Barte
LEeHTpanHua ByToH.

[«][n][e]

Manual Operation

[ "A 650nm Single
200mwW

[ Continuous Units

Joules

L

Press to start

Start ‘

MAbTHOCT Ha eHepruATa
L= ]

[loKoCHeTe No/IeTo 3a NALTHOCT Ha eHepruaTa, ~ "

LBETBLT CE NPOMEHSA B OPAHXKeBo. Perynvpaiite
NABbTHOCTTA Ha EHEPruATa, KaTo U3Non3BaTe
LeHTpanHuUA GYTOH.

MAbTHOCTTa Ha eHeprusaTa ce MPOMEHS aBTOMATUYHO
npwv perynnmpaHe Ha BpemeTo.

Manual Operation

"A I 650nm Single
[ 200mwW
Continuous ‘ Units
Joules

f

L

Press to start

Start

CnupaHe Ha TepanuaTa

[oKocHeTe byToHa 3a cnupaHe, - 3a fa cnpete
TepanuaTa BegHara.

file

Manual Operation

‘ ‘ 650nm Single

200mwW

Continuous Units
Joules

Press applicator button to start

‘ Start

02:0024.0

Joules
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8.2.4.7 3anasBaHe Ha ,MpeanountaHu”
HacTpolikuTe Ha napameTpuTe moraT ga 6baat
3anasenu B ,MpegnountanHu”.

HaTucHeTe 6yToHa 3a 3anuc, 3a Aa BaeseTe B
CbOTBETHMA eKpaH. ByTOHbT 3a 3anuMc ce NoKasBa B
CbCTOSHME Ha U3YaKBaHe.

Manual Operation

uA 650nm Single
200mwW

Continuous | Units

Joules

Press to start

BbBeaeTe MMETO Ha NpeAnoYnTaHMETO CUM C MOMOLLTA

Ha KnaBmaTyparta. [JoKocHeTe Ei, 3apgaro
3anameTnTe, KOraTo MpUK/oUnTe.,

mno

- - 2 3
| 123 ghi ikl
- - - = s
| ﬁ pqrs tuy WX
- 7
| {} . space

8.2.4.8 CUCTEMHM HACTPOIKMU

MN3b6epeTe CUCTEMHM HACTPOWKM, KaTo [OKOCHETE

6yTOHa Ha Havya/sHaTa CTpaHMUa, 3a Aa

B/ie3eTe B eKpaHa 3a CUCTEMHU HaCTpOﬁKM.

Ls2100

’ Clinical Protocols

‘* Favorites

’ * Manual Operation

( Q System Settings ‘
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B eKkpaHa 3a CMCTEMHM HAaCcTPOMKKN MOXKeTe Aa [":“_‘L‘ ‘?l
3afa4eTe e3uK, APKOCT Ha LCD aucnnes, cuna Ha —
3BYKa Ha BUCOKOroBOpUTENA, TUM Ha 3BYKa, SYRn S0

nogapbXKKa. Language H UK ‘

LCD Brightness l ’ 100%

End of Treatment
Sound

Maintenance

Speaker Volume ‘ 10‘
: ‘

M3bepeTe napameTbp, KaTo HaTUCHETe BYTOHa, 1 o —
HaCTPOITe C MOMOLLTA Ha LEEHTPaAHMA BYTOH. 4.‘ {?|

System Settings

Language ‘ ‘ UK ‘
LCD Brightness l ' .

Speaker Volume H 10 ‘

End of Treatment 1
Sound

Maintenance '

8.2.4.9 NopapbiKKa

HaTucHeTte 6yToHa 3a nogapbkKa (Mainenance)
B eKpaHa 33 CUCTEMHM HACTPOIKM. System Settings

[E3

’ LCD Brightness \ 100%

Speaker Volume H 10 ‘

End of Treatment 1
Sound

!
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Mma HAKOIKO GYHKLMU 33 NOAAPBIKKA.

Maintenance

Change the password

Software Version

Software Update

Touch Calibrate

8.2.4.10 CmAaHa Ha naponaTta

HaTucHeTe 6yToHa 3a MpoMsAHa Ha NaposaTa
(Change password) B ekpaHa 3a cucCTeMHMU
HACTPOMKM.

Maintenance

(__ Change the password |

Software Version

Touch Calibrate

Software Update |

BbBegeTe HoBaTa maposia oT KnaBuaTypaTa.
Maponarta moxe ga cbAbprKa CaMo YMCAna, a
MaKCMMaiHaTa Ob/IKUHA € 0OCeEM CMMBOA.
HaTucHete ,Reset” (HynupaHe), 3a ga usunctute
BCMYKM YmMcCna.

HaTtucHete ,Enter”, 3a ga BbBegeTe HOBa Napona.

12345678

2
5
5 :
0

-29-




At
% Nu-Tek
L

LasoRehab? L52100

Llle 6baeTe nomoneH(-a) A4a BbBeAeTEe OTHOBO HOBaTa
napona.

12345678
nne
nan
Rnn

Reset 0 | Enter

AKO MMa CbBnajeHune, NaposiaTa Lie ce CMEHU U Liie
Ce NoKa)Ke CMCTEMHO cboblueHue.

System Settings

' I AN Code; 710

' ’ 1 o5 changed
End of Treatment | 1
Sound

”|i“q
a
f!

1 Maintenance

AKO HAMA CbBNageHne, NPoOMAHaTa Ha naposaTa e
HeycnewHa U we ce NnoKaxe CUCTEMHO C'bO6LLI,EHVIe.

[7]8 ][9]

Reset 0 ' Enter
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8.2.5 UsKkntouyBaHe Ha Na3epHOTO U3NbYBaHE

M3nbuBaHeTo Ha LS2100 moxke Aa 6bae U3KAUYEHO MO eAnH OT CeAHUTE HAUUHM:
¢+ [loKocHeTe byTOHa 3a cnupaHe -

¢+ [loKocHeTe byTOHa 3a naysa I §

¢+ HaTtucHeTe 6yTOHa 3a aBapMIMHO M3K/IOYBAHE HA 1a3€PHOTO JTbYEHME, PA3MOJIONKEH
Ha maHesa.

¢+ M3KnoueTe NpeBKNOYBaTENA 33 3aXpaHBaAHETO (M3KNKOYBA Ce LenuaT anapar) .

8.2.6 byTOH 3a 6Bp3 AoCTbN

* ABapUIHO M3KNIOYBAHE Ha NA3epPHOTO JSibyeHue : Cnvpa W3NbYBaHeTO Ha
Na3epHo SibYeHMe Bb3MOMKHO Hal-6bp30. EKpaHbT 3a BbBeKAaHe Ha napona ce
aKTMBMpa.

* BYTOH 3a pbYHO ynpasieHue -: MpY HaTUCKaHe Ha TO3M BYTOH ce B/IM3a B eKpaHa
3a Tepanus, KoraTo anapaTbT € B PEXMM Ha U34aKBaHe.

* ByTOH 3a ,,KNMHWMYHM NpoTOKOoAN” H: MpY HaTUCKaHe Ha To3u BYTOH ce BAM3a B
eKpaHa ,, KIMHUYHM NPOTOKOM”, KOraTo anapaThbT € B PEXKMM Ha U34YaKBaHe.

* byToH ,,MpepnounTtanm” : Mpu HaTMCKaHe Ha To3n BYyTOH ce B/M3a B eKpaHa
,MpeanoynTaHn”, KoraTo anapaTbT € B PEXKMM Ha M3YaKBaHe.
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9 Maintenance and Troubleshooting

9.1 Cleaning and disinfecting

When cleaning the unit, keep in mind the following:

* Press the Power On/Off button so that the unit is off.

¢ Unplug the power plug from the power outlet before cleaning or disinfecting
the unit.

e After each patient use, clean the accessories using a soft, clean cloth
dampened with water and a mild antibacterial detergent. Avoid the use of
abrasive materials and cleaning solvents.

* Wait until the unit is completely dry before operating it again.

9.1.1 Cleaning of apparatus

To clean the unit, turn it off and unplug the power supply. Clean the unit with a

damp cloth. Do not use abrasive cleaners. A small amount of mild household

detergent may be used, if needed.

9.1.2 Cleaning display panel

Use a soft and dry cotton cloth or micro fiber tissue to clean the panel. To

remove fingerprints or grease, use a non-abrasive glass cleaning agent. Apply a

small amount of the cleaning agent to a soft cotton cloth and then carefully

clean the panel.

/N caution:

* Do not spray the cleaning agent directly on the glass panel.

* Do not use cleaning agents that contain strong alkalis, lye, acid, detergents
with fluoride or detergents with ammonia.

9.1.3 Laser applicator

To prevent corrosion, clean and dry the contact surface immediately after use.

We further recommend cleaning the applicator and cable daily, using lukewarm

water. Check the applicator and cable regularly for damage.

A Danger:

* Under no circumstances may liquid penetrate the openings on the unit (e.g.
the connecting sockets of the laser applicator). Therefore, do not use cleaning
or disinfectant sprays.

* The unit and cables may not be sterilized using steam or gas.

¢ Never clean the unit with abrasives, disinfectants, or solvents that could
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scratch the housing or LCD or otherwise damage the unit.
* In order to prevent electrical shock, unplug the power plug from the power
outlet before cleaning or disinfecting the unit.

9.2 Safety Inspections

The following safety inspections must be performed on this unit. This must be
done by persons who, based on training, knowledge or practical experience, are
capable of conducting the inspections correctly and independently.

&WARNING:

The service personnel must wear the protective glasses while inspecting the Laser
therapy device.

9.2.1 Visual Inspection (Daily)

When performing daily inspections of the unit, pay particular attention the
following areas of potential damage:

* Deformation of unit housing

* Power cable damage

* Laser Applicator connection sockets damage

* Laser Applicator cable damage

9.2.2 Function Test (Daily)

When performing daily inspections of the unit, pay particular attention the
following areas of potential damage:

* Correct function of indicators

* Display of operating modes

* Patient Interrupt Button

NOTE: It is the responsibility of the health care facility to verify that the unit
complies with the facility, local, and national Earth Leakage limits.

9.3 What to do when problems occur

We have found that most problems occur because of inadvertent operating
errors. Therefore, when the LS2100 displays an error code, please check
whether the operating instructions have been correctly followed.

If power indicator light doesn’t work when the unit is turned on, check whether
the unit is correctly connected to an active wall outlet and the power cord is
connected to the unit.
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9.4 Warning Messages, Error Messages

9.4.1 Software Error code

When the apparatus is turned on, it will first execute a self test. When an error is
detected, both during the self test and during normal operation, a pop-up
screen will appear on the display. When the error is displayed, all outputs will be
disabled. When this situation occurs, remove all cables and switch the apparatus
off and switch it on again. When the error re-appears, stop using the device and
contact your supplier.

Error .
Code Error Tips What to do

Check whether the SDcard is

SDcard read fail
218 card read farure connected correctly

219 | Favorites is full, add failure Nothing, The operation is invalid

Check whether the 20P Ribbon cable

224 | Communicate invalid is connected correctly and firmly

297 The board temperature is too | Check whether the cooling fan work
high normally.

298 Font file fails to load, use the Check whether the SDcard is

default settings connected correctly
707 | The password is not correct Check the password entered
Enter the new password twice E h d twi
708 | inconsistent! nter the same password twice

709 The new password saved failure Nothing, The operation is invalid

The password is changed

Nothing, The operation is normal
successfully

710

Check whether the applicator is

711 | No applicator is detected connected correctly

Check whether the interlock is

714 | The interlock is not connected | =/ "= ° | correctly

The temperature sensor of

718 | CHA applicator is abnormal Stop using, and send to repair

The temperature sensor of

719 | cHB applicator is abnormal

Stop using, and send to repair
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794 The temperature of CHA Stop using the applicator, waiting
applicator is high, please wait! | for handle cooling
The temperature of CHA Stop using the applicator, waiting
725 applicator is high, please wait! | for handle cooling
The temperature of CHA i i i
796 |cc+gr is oo gh, Stop using the qppllco’ror, waiting
Ppuf 1S Sfoppe dl for handle coollng
The temperature of CHB i i iti
797 |co’rgr s oo high, Stop using the qppllco’ror, waiting
ﬁ)uf is stopped! for handle cooling
728 | The applicator is not match Use the corresponding handle

9.4.2 Troubleshooting

Problem Probable Causes Possible Remedies

Ensure AC power cord is connected.
Check the following contacts:

LCD display fails | AC power cord * All contacts are in place.
to light contact failure ¢ All contacts are not broken.
* Ensure that AC power cord is
Connected.
The interlock Check whether the interlock is
does not connected.
Unplug the interlock, and then

connect correctly re-plugging it.

The device
cannot enter
the ready state

The applicator
does not
connect correctly

Unplug the applicator, and then
re-plugging it.

The Opplicofor Is STOp use the ClppliCG*OI’, and let it
over heating cool.

The temperature
sensor applicator Stop using, and send to repair.
is abnormal

9.4.3 Laser Applicator Error

The laser applicator has reported an error. Disconnect the device, wait some
time and reconnect it. If the error persists, stop using the device and contact your
supplier.
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9.5 Technical Maintenance

On request a service manual can be made available containing: spare part list,
descriptions, calibration instructions and other information which will assist the
user’s qualified technical personnel to repair those parts of the equipment which
are designated by the manufacturer as repairable.

/N cauTioN:

* Electrical safety of the device relies on a properly earthed electrical connection
via the power cord. It is therefore necessary to have this connection checked
annually.

* To ensure continued compliance with the 21 CFR 1050.10 standard, this unit
should be adjusted and safety tested once each year. Procedures laid down in
the service manual should be followed. This may be carried out by your
supplier, or by another agency, authorized by the manufacturer. It is also
recommended that a service history record is maintained. In some countries
this is even obligatory.

* Use of controls or adjustments or performance of procedures other than those
specified herein may result in hazardous exposure to energy.

/N\WARNING:

« This unit operates with high voltages. No attempt should be made to
disassemble the unit.

 Maintenance and repair should be carried out by authorized personnel only.

» The manufacturer will not be held responsible for the results of maintenance
or repairs by unauthorized persons.

« Take the necessary precautions, such as wear the protective glasses and ect,
during maintenance to avoid possible exposure to hazardous laser radiation.
All other technical maintenance is restricted to authorized NU-TEK
maintenance personnel.

9.6 DISPOSAL

The LS2100 contains materials that can be recycled and/or are noxious
to the environment. Specialized companies can dismantle the unit and
sort out these materials. When you dispose of the unit, find out about
local regulations concerning waste management.
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9.7 Calibration
It is recommended to calibrate the laser source every 1 year. The device
should be sent to the factory or a Trained Technician for this procedure.

Measuring equipment specification:

Optical power meter

* Wavelength Range: include 600nm~900nm
* Measuring range: include 10mW~500mW
* Resolution: <5%

The brief calibration procedure is as follows.

1. Choose a enclosed, secure room, and put the calibrate device and optical
power meter on a steady position. Put on the laser protective glasses.

2. Set the optical power meter correctly (Such as wavelength, measuring range
efc.).

3. Insert the applicator which is needed to be calibrated, and place it in
calibration tooling. Turn on the laser device. Using administrator password to
enter System Settings — Maintenance — Power Calibration, and select the
corresponding calibration power button. Then pressing the button of
applicator, and adjust the output power by using the central controller, until
the display value of optical power meter is consistent with the set value.

4. Click the "Save" button after power adjustment. The interface will shows that
the calibration data has been saved successfully and the power calibration
process has been completed correctly.
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10 Specifications

10.1 Technical features

Power supply

100-240V~, 50/60Hz

Maximum absorbed power

60VA

Programmable treatment time

Up to 4 minutes

Mode of operation

Continuous or pulsed

Emission frequency

1Hz-1T0000Hz

Pulsed mode

90%

Output channels

2

LCD back-lit display

Graphic 480 X 800 pixels
TOUCH SCREEN

Distance (NOHD)

Device Protocols in memory 10
Numbgr of protocols that can be 100
saved in the user memory
Laser classification 3B
Remote interlock connector 1
Key control Passwords
Command of execution of the
freatment Button
Gl ol lton ot ot | i, T
Dimensions (Width*Height *Depth) | 197*240*285 mm
sound Speaker
Diode Specifications 650+30nm
Laser Maximum Power 200mW=20%
éfgg%og?; Beam divergence 19° x 34°
Nominal Optical Hazard 40cm
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Diode Specifications 850+30nm
Laser Maximum Power 200mW=20%
Applicator : 12° o
(AC8002) Beam divergence x 30
Nominal Optical Hazard 30
Distance (NOHD) cm
Applicator 9 Diode Cluster Laser 540mW
) o Four 650+30 nm (10 mW) LED
Locer Diode Specifications Five 650%30 nm (100mW)Laser
Applicator  [Maximum Power 540mW=20%
(AC8101) Beam divergence 19° x 34°
Nominal Optical Hazard
Distance (NOHD) 60cm
Applicator 9 Diode Cluster Laser 1040mW
) o Four 650+30 nm (10 mW) LED
Locer Diode Specifications Five 850+30 nm (200mW)Laser
Applicator  [Maximum Power 1040mW=20%
(AC8102) Beam divergence 12° x 30°
Nominal Optical Hazard
Distance (NOHD) 60cm
Conditi Temperature environment: 5C ~40C
onf Mons | Relative humidity:10%~85%
OTUse | Atmospheric pressure: 700~ 1060hPa
Storage /  |Temperature environment: -20 C ~55C
transport | Relative humidity: 10%~93%
conditions | Atmospheric pressure: 700~ 1060hPa
) cornea (650nm) 10Wem-™
Maximum
Permissible |cornea (850nm) 20Wem?2
E
MPE) . [skin (650nm) 2000W*m2
skin (850nm) 399TWem-=2
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10.2 Warranty

This Shenzhen Dongdixin Technology Co., Ltd. (hereinafter called the Company)
product is warranted against defects in materials and workmanship for a period
of two years from the date of shipment. The Company will at its option, repair or
replace components which prove to be defective during the warranty period,
provided that the repairs or replacements are carried out by the Company or its
approved agents. All repairs to the Product must be performed by a service
center certified by the Company. All repairs to the Product must be performed by
a service center certified by the Company. Any modifications or repairs
performed by unauthorized centers or groups will void this warranty.

The warranty period for applicators is one year (12 months).

For service under this warranty, the product must be returned by the buyer within
the applicable warranty period to Company. Shipping charges to Company
under this warranty must be paid by the buyer. The buyer must also include a
copy of the sales receipt or other proof of the date of purchase. If the product is
returned without proof of the date of purchase, it will be serviced as
out-of-warranty product at Company’s prevailing service rates.

This Warranty Does Not Cover:

* Alteration, misuse, or neglect of the product voids this warranty.

* Any malfunction or failure in the Product caused by product misuse, including,
but not limited to, the failure to provide reasonable and necessary
maintenance or any use that is inconsistent with the Product User's Manual.

* All damage which is due to repairs or tampering by the customer or
unauthorized third parties or persons.

* Damage which has arisen during the transport from the company to the buyer
or during transport to the service centre.

* Accessories which are subject to normal wear and tear.

Some states do not allow limitations on how long an implied warranty last, or
the exclusion or limitation of incidental or consequential damages, so the above
limitations or exclusions may not apply to the buyer. This warranty gives the
buyer specific legal rights, and buyer may also have other rights which vary from
state or state.
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11 Glossary of symbols
11.1 Glossary of General symbols

Electrical devices are recyclable material and should not
be disposed of with household waste after their useful life!
Help us to protect the environment and save resources
and take this device to the appropriate collection points.
Please contact the organization which is responsible for
waste disposal in your area if you have questions.

Type B Applied Part

Refer to instruction manual

Please refer to instruction manual because of the higher
levels of output

EMERGENCY LASER STOP To stop the laser output
immediately in case of emergency.

Date of manufacture

The name and the address of the manufacturer

VEE ® B> I

Remote interlock connector

>

Complies with the European Medical Device

c € Directive(93/42/ECC)and amended by directive
0197 2007/47/EC requirements. Notified body TUV

Rheinland(CEQ197)

The name and the address of the Authorized
| EC |REP)

EC-representative in Europe
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, /ﬂ/ Transportation and storage temperature from -20 C to 55C
93% Transportation and storage humidity limits from 10% to
T 93%
,mm’a Transportation and storage atmospheric pressure limits
Zoonpa from 700hPa to 1060hPa

11.2 Glossary of Warning symbols

Warning: The values of laser light energy used during
therapy exceed safe values and proper precautions listed
in this manual need to be taken.

A Warning: the values of supply voltage exceed safe values

need to be taken.

Warning:Avoid exposure to beam and indicated the
Moo To e classification of the device.

WARNING-LASER RADIATION
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12 Important information regarding electromagnetic compatibility
(EMC)

With the increased number of electronic devices such as PC’s and
mobile(cellular) telephones, medical devices in use may be susceptible to
electromagnetic interference from other devices. Electromagnetic interference
may result in incorrect operation of the medical device and create a potentially
unsafe situation.

Medical devices should also not interfere with other devices.

In order to regulate the requirements for EMC (Electro Magnetic Compatibility)

with the aim to prevent unsafe product situations, the IEC60601-1-2 standard

has been implemented. This standard defines the levels of immunity to
electromagnetic interferences as well as maximum levels of electromagnetic
emissions for medical devices.

Medical devices manufactured by MANUFACTURER conform to this

IEC60601-1-2 standard for both immunity and emissions.

Nevertheless, special precautions need to be observed:

* The use of accessories and cables other than those specified by
MANUFACTURER, with the exception of cables sold by MANUFACTURER as
replacement parts for internal components, may result in increased emission
or decreased immunity of the device.

» The medical devices should not be used adjacent to or stacked with other
equipment. In case adjacent or stacked use is necessary, the medical device
should be observed to verify normal operation in the configuration in which it
will be used.

* Refer to EMC table guidance regarding the EMC environment in which the
device should be used.

¢ Portable RF communications equipment (including peripherals such as
antenna cables and external antennas) should be used no closer than 30 cm
(12 inches) to any part of the device, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment
could result.
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Table 1: GUIDANCE AND MANUFACTURER'S DECLARATION ELECTROMAG
NETIC EMISSIONS

Guidance and manufacturer’s declaration - electromagnetic emissions

The LasoRehab? LS2100 device is intended for use in the electromagnetic
environment specified below. The customer or the user of the LasoRehab?
LS2100 should assure that it is used in such an environment.

Emissions tests Conformity | Electromagnetic environment - guidance

The LasoRehab? LS2100 uses RF
energy only for its internal function.

RF emissions according | Group 1 Therefore, its RF emissions are very

to CISPR 11 low and are not likely to cause any
interference in nearby electronic
equipment

RF emissions according

fo CISPR T1 Class A The LasoRehab? LS2100 device is
Harmonic emissions equipment suitable for use in all
according to Class A establishments other than domestic
IEC 61000-3-2 and those directly connected to a low

voltage power supply network which
Voltage fluctuation supplies buildings used for domestic
emissions/flicker Complies | PUrPoses.

emissions according

to IEC 61000-3-3
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Table 2: GUIDANCE AND MANUFACTURER’S DECLARATION ELECTROMAG
NETIC IMMUNITY

Guidance and manufacturer’s declaration — electromagnetic immunity

The LasoRehab? LS2100 device is intended for use in the electromagnetic
environment specified below. The customer or the user of the LasoRehab?
LS2100 device should assure that it is used in such an environment.

Immunity test

IEC 60601

test level

Compliance
level

Electromagnetic
environment - guidance

Electrostatic
discharge
(ESD)

IEC
61000-4-2

+8 kV contact
+2 kV, x4 kV,
+8kV, 15
kV air

+8 kV contact
+2 kV, =4 kv,
+8kV, =15
kV air

Floors should be wood,
concrete or ceramic tie. If
floors are covered with
synthetic material, the
relative humidity should be
at least 30 %.

Electrical fast
transient/burst
IEC

+ 2 kV for power
supply lines = 1
kV for input/

+ 2 kV for power
supply lines = 1
kV for input/

Mains power quality should
be that of a typical
commercial or hospital

interruptions
and voltage

for 0.5 cycle 40%
UT(60% dip in UT
for 5 cycles) 70%

for 0.5 cycle 40%
UT(60% dip in UT
for 5 cycles) 70%

61000-4-4 output lines output lines environment.

+ 0.5kV, = 1 kV | = 0.5kV, = 1 kV . .
Surge line(s) to lines line(s) to lines QAG;Estpofwer qgolllfy should
IEC * 0.5kV, £ 1KV, | = 0.5kV, = 1k, cc?mrr?er?cicj Zflffgspiful
61000-4-5 :nghkv line(s) to ;_rc‘erth line(s) to | gvironment.

Mains power quality should

Voltage dips, | <5% UT <5% UT P quality
o P (=95% dip in UT | (>95% dip in UT | e that of a typical

commercial or hospital
environment. If the use of
the LasoRehab? LS2100
device requires continued

magnetic field
IEC
61000-4-8

variations . A .

on power UT (30% dip in | UT (30% dip in operation during mains

suoply input | UT for 25 cycles) | UT for 25 cycles) | Power interruptions, if is

fres C | <SBUT=95% | <5 UT(=9% | SenTeel e

61000-4-11 |dipin UT for 5 dipin UT for 5 uninterruptible power
seconds seconds supply or a battery.

Power Power frequency magnetic

frequency fields shoplgl be at Ie\{els

(50/60 Hz) 30 A/m 30 A/m characteristic of a typical

location in a typical
commercial or hospital
environment.

NOTE: UT is the a.c. mains voltage prior to application of the test level.
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Table 3: GUIDANCE AND MANUFACTURER'S DECLARATION ELECTROMAG
NETIC IMMUNITY

Guidance and- manufacturer’s declaration. Electromagnetic immunity

The LasoRehab? LS2100 device is intended for use in the electromagnetic
environment specified below. The customer or the user of the LasoRehab?
LS2100 should assure that it is used in such an environment.

Immunity test IEC 60601 Compliance Electromagnetic
test level level environment - guidance

Portable and mobile RF
communications equipment should
be used no closer to any part of the

Conducted RF |3 Vrms 3 Vrms LasoRehab? LS2100 device,

disturbance  |0.15MHzto | 0.15MHz to | including cables, than the

variables 80 MHz 80 MHz recommended separation distance

according to calculated from the equation

IEC applicable to the frequency of the

61000-4-6 transmitter.
Recommended separation distance
d= 1.24P,150 KHz to 80 MHz
d= 0.35+P, 80MHz to 800MHz
d= 0.7+/P, 800MHz to 2.7GHz
Where P is the maximum output
power rating of the transmitter In
watts (W) according to the.
Transmitter manufacturer and d is
the recommended separation

Radiated RF 238 \/\//\/I-Tz to ;8 \I\//\/I-nlqz to distance in meters (m)®.

IEC 2.7 GHz 2 7 GHz Field strengths from fixed RF

61000-4-3 ’ ' transmitters, as determined by an

electromagnetic site survey, @ should
be less than the compliance level in
each frequency range. ®
Interference may occur In the
vicinity of equipment marked ((“)))
with the following symbol: A

people.

NOTE 1 At 80 MHz ends 800 MHz. the higher frequency range applies.
NOTE 2 These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures, objects and

a. Field strengths from fixed transmitters, such as base stations for radio (cellular/
cordless) telephones and land mobile radios, amateur radio, AM and FM radio
broadcast and TV broadcast cannot be predicted theoretically with accuracy. To
assess the electromagnetic environment due to fixed RF transmitters, an
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lectromagnetic site survey should be considered. If the measured field strength
in the location in which the LasoRehab? LS2100 device is used exceeds the
applicable RF compliance level above, should be observed to verify normal
operation. If abnormal performance is observed, additional measures may be
necessary, such as reorienting or relocating the LasoRehab? LS2100.

b. Over the frequency range 150 kHz to 80 MHz, field strengths should be less
than 3 V/m.

Table 4: RECOMMENDED SEPARATION DISTANCES BETWEEN PORTABLE
AND MOBILE RF COMMUNICATIONS EQUIPMENT AND ST-THERM
LS2100

Recommended separation distances between portable and mobile RF
communications equipment and the LasoRehab? LS2100 device

The LasoRehab? LS2100 device is intended for use in an electromagnetic
environment in which radiated RF disturbances are controlled. The customer or
the user of the LasoRehab? LS2100 device can help prevent electromagnetic
interference by maintaining a minimum distance between portable and mobile
RF communications equipment (transmitters) and the LasoRehab? LS2100 as
recommended below, according to the maximum output power of the
communications equipment.

Rated maximum | Separation distance according to frequency of transmitter(m)
output Power of 150 kHz to 80 MHz| 80 MHz to 800MHz 800 MHz to 2.7GHz
transmitter (W) | 4= 1.2P d= 0.35vP d=0.74FP

0.01 0.12 0.04 0.07

0.1 0.38 0.11 0.22

1 1.2 0.35 0.7

10 3.8 1.1 2.2

100 12 3.5 7.0

For transmitters rated at a maximum output power not listed above, the
recommended separation distance d in meters (m) can be estimated using the
equation applicable to the frequency of the transmitter, where P is the maximum
output power rating of the transmitter in watts (W) according to the transmitter
manufacturer.

NOTE 1 At 80 MHz and 800 MHz. the separation distance for the higher
frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures, objects and
people.

-47 -



N Shenzhen Dongdixin Technology Co., Ltd.

Floor 1-2, No.3 Building, Fanshen Xusheng Industrial Estate
Xilixiaobaimang 518108 Nanshan District, Shenzhen P. R. China
Tel: 0086-755-27652316

E-mail: service@nutekmedical.com

Authorized EC-representative:

Shanghai International Holding Corp.GmbH(Europe)
Eiffestrape 80,20537 Hamburg Germany
Tel:0049-40-2513175 Fax:0049-40-255726



