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bnazodapum 3a dosepuemo Kom rnpodyKkmume Hu! 3
BHumamenHo npoyememe mog8a pbKosoocmeo
seconds

npedu UHCManupadHe u 3aro4yeaHe Ha pa6oma canapama, POLYMERIZATION

3a 0a 20 nosazeame u nodovpicame be3npobremHo!
3anazeme pvkosoocmesomo, mo we Bu 6v0e Heobxodumo u 8 bvoeuje.

CbAbPXAHMUE:

I. ONUCAHUNE N ®YHKUMWN HA ANAPATA
II. CUMBOJIN

Ill. MEPKW 3A BE3OMNACHOCT

IV. TEXHUYHECKU OAHHW

V. KOMIMNEKTAUMA

VI. NOArOTOBKA U PE, HA PABOTA

VII. EXEOHEBHU TPUKKU U NOOAPBHKKA
VIll. TAPAHUMOHHWN YC/10BUA

IX. JAHHW 3A CEPBU3HOTO OBC/TYAKBAHE
X. YECTO 3AAABAHWN BbIPOCU

XI. AEKNAPALNA 3A CbOTBETCTBUE

XIl. AAHHW 3A BLUEDENT

I. OMNCAHUE U ®YHKLIUUN HA ANAPATA

CTtomaTtonormyHuAT potononmmepmsupady, anapat BLUEDENT XPRESS e
NPUHAANEXKHOCT 3a MeUUMHCKO U3aenue - cneumannsmpaH ceetoanoaeH anapar 3a
WHTpaopanHa NoAMMepU3aLmnA Ha CTOMATONIOTMYHU MaTepuann, YyBCTBUTENIHU KbM
CMHATA YacCT Ha CBET/IMHHMA CMEKTbP.

AI'IapaT'bT e npeagHasHa4dyeH 3a n3nosa3BaHe Camo OT AUNA0OMNPaH CTOMATOoJ1or U B
CTOMATO/IOTMYeH KabuHerT.

BLUEDENT XPRESS ce cbcton oT CoHaa 6e3KnyHa cbC CTOMKa 1 3apsaaeH aganTtep.

AnapaTbT e Nnpom3BeaeH B CbOTBETCTBUE C U3UCKBAHUATA HA PernameHT 3a
MmeanumHckn nsgenna MDR 2017/745 v ctanaaptn I1SO 13485:2016, 1ISO 9001:2015.
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Il. CUMBOJIN

LED ¢doTononmmepusmnpady, anapart

A\

BHumaHue!

Moka3Ba He0HX0AMMOCTTa NOTPEBUTENAT @ ce KOHCYATMPA C UHCTPYKLUMKUTE 3a
ynotpeba 3a BaxHa npeaynpeantenHa nHGopmauus, Kato Hanpumep
npeaynpexXaeHua n npegnasHu Mepku, KOUTo He MOraT, NO PasANYHU NPUYMHK, A3
6baaT npeacTaBeH Ha CaMoTO MeULIMHCKO usaenue.

BuXKTe MHCTpYKLMUTE 3a ynoTpeba
MokasBa Heo6X0AMMOCTTa NOTPEBUTENAT Aa Ce 3ano3Hae C MHCTPYKLMUTe 3a ynotpeba.

OnacHo HanpexxeHue
3a 0603HavyaBaHe Ha OMNaCHOCTHU, NPON3TUHALLKM OT ONACHO HaMpeXeHUe.

OnacHO CBET/IMHHO U3NbuBaHe
3a 0603HavYaBaHe Ha OMacHOCTKU, NPOMU3TMYALLM OT CBET/IMHHO U3/TbYBaHeE.

OnacHo TON/IMHHO Bb3aeicTeune
3a 0603HavYaBaHe Ha OMNacHOCTKU, NPOMU3TMYALLM OT TOMIMHHO Bb3aeincTane.

Mpoussoguten
lNoka3sa npounssoauTeNna Ha MeAULMHCKOTO usgenume.

LE D P P B

[ata Ha Nnpou3BOACTBO
MokasBa AaTaTta Ha NPOM3BOACTBO Ha MEAMLMHCKOTO U3Aenne.

MeauLUHCKO usgenue
Moka3Ba, Ye apTUKYABLT € MeANLMHCKO u3aenue.

UDI

YHuKaneH naeHtMpuKaTop Ha yCTPOMUCTBOTO
Moka3Ba HOCUTEN, KOWTO CbabpKa MHPOPMALUA 32 YHUKANEH MAEeHTUdMKATOp Ha
YCTPOMCTBOTO.

REF

KaranoxxeH Homep
MoKa3Ba KaTa/NoXKHMA HOMep Ha NPOU3BOAUTENS, 33 A3 MOXKe MeANLNHCKOTO nsaenmne
ha 6bvae naeHtuomumpaHo.

SN

CepueH Homep
MNoKa3Ba cepuitHMA HOMep Ha NPOU3BOAUTENS, 33 [la MOXKe MeAULMHCKOTO u3aenve aa
6bae naeHTudmUmnpaHo.
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LOT

MapTuaeH Kop,
MoKa3Ba NapTUAHUA KOA Ha NPOU3BOAUTENSA, TaKa Ye NapTMAaTa HA MeANUMHCKOTO
nsgenune aa 6vae naeHTUdULMpaHa.

MpwunaraHa yact TMn B no Knacudukaumata 3a enekTpuyecka 6e3onacHocT.

40°C
10°C

TemnepaTypHu orpaHUueHUa
(MMHMMaNHU N MaKCUMaTHM CTOMHOCTM Ha TemnepaTypaTa 3a 6e3onacHa ynoTtpeba Ha
MeAULIMHCKOTO usaenue)

75%

30%

OrpaHuuyeHus Ha BIAXKHOCTTa
(MMHMMaNHU N MaKCUMaTHU CTOMHOCTM Ha B/IaXKHOCTTa Ha Bb3AyXa 3a 6e3onacHa
ynotpeba Ha MeaAULIMHCKOTO U3aenue)

I | &,

OTNaabyHO eNneKTPUUYECKOo U eNleKTPOHHO o6opyaBaHe (WEEE)
CbrnacHo anpektnaa 2012/19/EC, To31 CMMBO/ NOKa3Ba, Ye NPOAYKTbT
He TpAabBa Aa ce U3XBbPAA KaTo rpajacku oTnaabK B Kpas Ha cBOA
eKCn/ioaTauMoHEH XKMBOT.

Yynauso
MoKa3Ba MeaMLMHCKO YCTPOMCTBO, KOETO MOMKE A3 ce CHYNU AW NOBPeAM, aKo C Hero
He ce 6opaBM BHUMATENHO.

ml—-

EBponeiicko cCboTBeTCTBME
MoKa3Ba CbOTBETCTBME C MECTHUTE 3aKOHW M pasnopeabu B pamkute Ha EBponeiickoTto
MKOHOMMYECKO MPOCTPAHCTBO.
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lll. MEPKW 3A BE3OMNMACHOCT

A ObLUN NPEAYNPEXAEHUA:

BLUEDENT e npuHagneXXHOCT 3a MegUUMHCKO u3genme oT Kac | M KaTo TaKkbB
OTroBapA Ha CTPOrnTe N3NCKBaHUA Ha PernameHTa 3a megmunHCcKkm nsgenma MDR
(EU) 2017/745. 3a pa ce non3sa 6e30nacHO 3a NepcoHasia U NauneHTuTe, e
HeobxoAMMO cnasBaHe Ha caegHuTe npaBuaa:

[la He ce AoNyCcKa HEOTOPU3MPAH M HeObyYeH NepcoHan Aa U3N0A3Ba anapaTa, 3a
Aa ce nsberHart puckose.

AnapaTbT Aa Cce U3KIYBA OT MpeXKaTta caes NPUKAoYBaHe Ha npoueaypuTe.
AnapatbT Aa He ce M3N0/13Ba UM CbXPaHABA B 3aNpalleHa cpeaa.

AnapaTbT A4a He ce n3nara Ha UPEKTHA CTbHYeBa CBETIMHA.

[a He ce npbCKa Ae3nHDEKTAHT AMPEKTHO B anapaTa — NPMEM/IMBO € CaMO
o6TpuBaHe C nsueneH oT Ae3nHOEKTAHT TaMMOH.

[a He ce MOKpM MM ga NnonagaT KankyM TeYHOCT BbPXy anapaTa, Kabenute,
ajanTepa, 3a ga ce n3berHe TOKOB yAap MK yBpeXaaHe Ha anaparta.

AnapaTbT Aa ce CbXpaHABA Ha CyXO MACTO, BAarata MoXe Aa Aa Nnpegu3BuKa TOKOB
y4ap v nospegu.

Mpu npobnem ga ce U3KAKOYM OT MperKaTa, 4a He ce NPaBAT ONUTU 32 PEMOHT, 4a
ce 3aHece B CepBU3EH LEHTBP.

AnapaTtbT He TpsAbBa Aa ce N3N0/3Ba, aKO HAKOM OT NapaMeTpUTe My He € B HOpMa
(Taimep, CBETIMHEH MHTEH3UTET, TOMJIMHHO U3/bYBAHE).

AnapatbT He TpAbBa Aa ce NOKPMBA, Aa HE Ce 3aKPUBAT OTBOPMUTE 3a OXNaXKAaHe,
32 4a He ce npeam3BUKa NperpaBaHe Ha anapaTta M 3ananBaHe.

CUNHWM eneKTPOMArHMTHM NONETa B Crpagata MoraT Aa NPUYUHAT CMYLLLEHUA U
HenpaBUAHO PyHKLMOHUPAHE Ha anapaTa. AKO He MOXKe Aa ce onpeaenu
N3TOYHUKDBT UM, a Ce CMEHU MACTOTO Ha anapaTta M A4a Ce BKAKYM B APYr KOHTAKT
AW apyro NnomelleHue, 40pU U B Apyra crpaja.

OTBapAHETO M PEMOHTUPAHETO Ha anapaTa MOXe Aa Ce M3BbPLLBA CaMo OT
YMb/IHOMOLLEHN CEPBU3HM TEXHMUM OT PUpPpMaTa-nNpom3BoguTen.

Mpu 3amAHaTa Ha AedpeKTMpaan Yactm Tpabea Aa ce U3NoN3BaT eUHCTBEHO
opurnHanHu yactm Ha BLUEDENT. NapaHuuATa Ha anapaTta He NOKpMUBa WeTuTe,
NPUYNHEHU OT U3MNON3BAHETO HAa HEOPUTUHANHW pPe3epPBHU YacTU. ANapaTbT UK
HAKOA OT YacTUTe My He TpAbBa Aa ce pa3rnobsasa, 4OKATO e BKAKYEH B MperKaTa!

I YYNJIUBO! Mpwu TpaHcnopTUpaHe, N3noaA3BaHE U CbXpaHeHMe Ha anapaTa Aa ce
noaxoXaa ¢ NoBULWEHO BHMMaHue!
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- == CbrnacHo ampektusa 2012/19/EEC, TO31 CMMBOA NOKa3Ba, Ye NPOAYKTLT He
TpAbBa Aa ce U3XBBbPAA KaTo rpaAckM OTNaAbK B Kpaa Ha CBOA eKCN1oaTalMOHEH
¥UBOT. MpoayKTbT TPsA6BA Aa 3aHece A0 cneunanmsnpaH LeHTbP 3a pasae/iHoTo
cbbupaHe Ha eneKkTPUYEcKo N eneKTPoHHO obopyaBaHe cnpea MecTHOTO
3aKoHOAaTencTso. MpaBUAHOTO U3XBBLP/IAHE Ha 06OpPYABaHETO, KOETO Beye He ce
M3NoN3Ba, NPeAoTBPaTABA HEeraTUBHM NOCNeACTBMA 3a OKOJIHaTa cpeaa u
4yoBeLKoTo 34pase!

- CbobpasHo nsnckBaHuATa Ha MeguunHcKaTa aupektnea n MDR 2017/745
noTpebutenat u/mnm naumeHTbT TPsSOBa Aa A0KNaABAT 33 BCEKN CEPUO3EH
WHLUWAOEHT BbB BPpb3Ka C U34e1MeTO Ha NPOM3BOAUTENA U KOMNETEHTHUA OPraH Ha
[bpKaBaTa YeHKa, B KOATO € YCTaHOBEH NoTPebuTenaTt u/unm naumeHTsT.

- BCWYKM ONAKOBBYHU MaTepuanu oT UsgenmeTo Tpﬂ6Ba Aa Cce AbpXKaT Aaned ot
Aeua, 3a Aa ce nsberHar PUCKOBE OT HapaHABaHe / 3adyulaBaHe.

MEPKU 3A BESONACHOCT U PUCKOBE
AnapatbT TpAbBa Aa ce M3no03Ba NPU CTPUKTHO cna3BaHe Ha PbKOBOACTBOTO 3a
eKcnsioatayma.

A 1. EnekTpuuecKka 6esonacHocT

MNpeau cTapTUpaHe Ha anaparTa, ce yBepeTe, Ye HanpeXeHWeTo U TMNa Ha wencena
OTroBaps Ha 3axpaHBallaTa MpPeXKa B AbpKaBaTa. MIanon3sanTte camo opuUrMHaaHUA
agantep Tmn SYS1638-0605-W2E.

Enektpuueckata 6e3onacHocT ce ocurypasa ypes |l Knac Ha 3awmTa cpeLty
nopa*keHusa ot enektpuyecku Tok no EN 60601-1.

BLUEDENT TpabBa Aa ce ekcnaoaTupa CamMo B 3aKPUTU MOMELLLEHUSA, NPU cnegHuTe
YCNOBMUA:

- Temnepatypa ot +10° go +40° C;

- OTHOCUTE/IHA BNAXKHOCT Ha Bb3ayxa 30 - 75%;

- IMNCa Ha 3anpaweHoCT B NOMeLLEeHNETO;

- aTmocdepHo HansraHe 700 - 1060 hPa;

- OTCBHCTBUE HAa XMMUYECKM aKTUBHU M 3aNa MMM BeLLLeCTBa;

- HAKOA 4YacT OT anapaTa He TpsAbBa Aa ce MOKpM UM NOoTans BbB BOAa;

- anapaTbT UM HAKOA OT YacTuTe My He TpsAbBa fa ce pa3rnobaBa, 4OKATO e BKAOYEH
B mpekaTa!
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[a ce na3aT kKabenuTe Ha anapaTta OT NOBPeAA HAa U301aLMATA U CKbCBAHE OT OCTPU
npeAmMeTH, CUTHO AbpPnaHe, rpM3ayn, XMMUKaAu. AKo ce 3abenexkaT TakmBa nospeam
No eNIeKTPUYECKUTE Kabenn e HeobXxoaMMO anapaTbT A4a ce 3aHece He3abaBHO BbB
dupmeHua cepsm3. AnapaTbT He TpAbBa Aa ce M3MoA3Ba C NOBPeAeHM Kabenu.

Mpy rPbMOTEBUYHM BYypM 3a4bKUTENHO TPAOBa Aa ce cnpaT npoueaypuTe U Aa ce
M3KAOYM LWencesa OT 3aXpaHBaLLaTa Mpexa.

Puck: Npn Hecna3BaHe Ha Te3n NpeanmncaHnA € Bb3MOXeH TOKOB yaap BbpXy
non3BallnTE anapara.

2. CBeT/IMHHO n3nbuyBaHe

BLUEDENT e M3TOYHWUK Ha U3KIHOUYNTE/IHO MHTEH3MBHA CBET/IMHA B CMHATA 0bAacT,
KbM KOATO YOBELIKOTO OKO MMa BUCOKA YyBCTBUTENHOCT. OT TOBa NpoOMn3TUYAT
CEPMO3HUTE MEPKU, KOUTO TPAOBaA Aa ce B3emaT 3a NauNeHTUTe, MeaUUUHCKUSA
nepcoHasn 1 cnyyYarHo nonagHaam B 61M30CT XOpa, *KUBOTHU U pacTeHUSA

KaTo TakmBa Aa ce M3N0OAN3BaT 3alLMTHM 04YMaa 3a onepaTopa.

O6/1bYBaHETO HA OYUTE M KOXKaTa C MHTEH3UBHA CBET/IMHA HOCK PUCK 33 TAXHOTO
yBpeXaaHe OT CBET/IMHHOTO M TOM/JIMHHOTO Bb34ENCTBUE.

HuKora He TpA6Ba Aa ce Haco4yBa CBeTAMHATA KbM ounTe! ObibYBaHETO TpAbBa Aa e
OrpaHNYeHoO 40 MACTOTO 3a paboTa. 3aab/KnTeNHO TpABBA Aa ce NOA3BaAT CNeunanHm
3aLNTHM 04YMIA, KOUTO OTrOBapPAT HAa U3UCKBAHUATA:

- 4@ NOKPMBAT NABTHO OYMTE U CIENO00YMETO, LOPU AKO YHOBEKBT HOCU ONTUYHM
oyunna.

- Aa ca u3paborteHn ot obemMHO oLBETEHA YAapPOYCTONYMBA NacTMaca.

- 4a He NPOonycKaT CBET/IMHA C Ab/XKKMHA Ha Bb/sHaTa 380 - 600 nm.

- 4 HAManABaT MHTEH3MTETA Ha CMHMA cneKTbp Hag 100 nbTw.

- a UMAT CTabuiHa MexaHUYHa KOHCTPYKLUMA, A3 HAMAT APACKOTUHU, NYKHATUHU U
nospeam No NOBbPXHOCTTA CW.

AnapaTbT MOXe Aa 6bae U3N0oN3BaH CaMo Cep, IEKapCKa KOHCYNTaUUA BbPXy Uan OT
Nvua cTpagawm ot $oTo-6MON0rMUYHU peakLmMn; 1Mua, npuemalLm GoTouyBCTBUTENHM
MeANKAMEHTW; NLa, onepupaHn OT KaTapaKkTa, MLa C peTUHaNHM 3abonABaHUA U

Ap.

PUCKBT OT HenpaBoMepHO 0b61bYBaHE e CU/IHO Apa3HeHe Ha OYuUTe, BpemMeHHa NeTHa
B 3PUTE/IHOTO MOJIe, TEXKUN YBPEXKAaHUA Ha 3PEHUETO NPU ANPEKTHO NPAKO
obab4yBaHe, A0 3aryba Ha 3peHue.
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& 3. TonauHo BbL3AeMCcTBUE

TonnMHHOTO Bb3AENCTBME € B C/IeACTBUE HA NOTMNbLLAHE HA EHEPruATa Ha CUHATA
CBET/INHA B TbKAaHUTE, NPU KOETO eHeprusta ce npeobpasysa B TON/IMHA. PUCKBT e
CaMo Npu NPOAB/IKUTENHO Npeao3npaHo 0babyBaHeE.

Puck ot 60/1Ka, n3rapsaHe Ha MEKUTE TbKaHMU.

4. NoxkapHa 6e3onacHocT

- AnapaTbT Aa ce AbPXKKU Aaney oT pa3TBOPUTENN, 3aNaIMMMN TEYHOCTU U MOLLLHM
M3TOYHMLM HA TONNHA.

- [la He ce M3nara Ha ANPEKTHA CIbHYEBA CBET/INHA.

- [la He ce AoNyCKa NONagaHeToO HA TEYHOCTM M MOYUCTBALLM NpenapaTv Aa
NPOHMKHAT B anapaTa, 3aL,0TO TOBa MOXe A3 A0Be/e A0 KbCO CbeAMHEHUE U NOXKaP
WNW fa npeam3BMKa NOTEHLMANHO ONacHa NoBpeaa.

- AKO M34enneTo n3NbYBa MUPU3MA AN AUM — [l Ce U3K/THOUM OT MperKaTa , Aa He ce
NpPaBAT ONWUTKU 32 PEMOHT, Aa Ce 3aHeCe B CEPBU3EH LEHTHP.

PUCK OT noXap, B3p1B 1 NOBPeaM.

5. MpoTuBOoNOKa3saHuA:

AnapaTbT MOXKe A3 6bae M3N0N3BaH CaMO CAef IEKAPCKA KOHCYNATaUMA BbPXY UK
OT: LA C UMNNAHTUPAH CbPAEYEH NENCMENKDBP; INLLA CTPAAALLN OT
$0oTOOMONOIMYHM peakumn; nua, npuemalim GoTovyBCTBUTENHU MESUKAMEHTH;
ML, ONepupaHn OT KaTapaKTa; nLa C peTUHaNAHM 3abonsaBaHUA; nLA C anepruu;
X0pa, KOUTO HAaCKOPO Ca NPeTbpPNean KOSMETUYHN ONepaLMN Ha INLETO UK YCTHUTE,
BKJHOUMTENHO UHXKEKLMN C XMalypOHOBaA KNcennmHa nuam 60oToKc; nmua ¢ MHOTo
YyBCTBUTE/IHA KOXKA MW AepPMATUT 1 Ap. AKO ce npmemaTt ¢poToceHCcMbnansmpaium
CPeACTBA AN MeAMKAMEHTH, Aa Ce NPOBEPM NIMCTOBKATA Ha NEKAPCTBOTO.




ﬁg;sr NAAT coa BLUEDENT XPRESS (ortho) cordless

LED ¢doTononmmepusmnpady, anapart

IV. TEXHUYECKU AAHHU

1. PaboTHO HanperkeHue Ha anapaTa - 3.7V antmeBo-nmoHHa 6atepua Tun LIR 18650
(kanaymTeT - 2600mAh).

2. 3apageH agantep - Tun SYS1638-0605-W2E

- 100-240VAC / 50-60Hz BXOAHO HanpeseHune

-5V DC/ 1.2A u3xoaHo HanpexeHne ¢ MMKpo USB KynayHr

- 0.5 A max - KOHCymaumAa OT mpexaTa

3. Paamepu Ha CoHaa 6e3*Kn4yHa:

- naBa Ha Ha CoHpa n3nbyuBawa - 14 x 16 mm, max gnameTtbp Ha coHaaTta - 30mm
ObnxKnHa - 215 mm

4. Terno Ha 6e3xunyHaTa coHaa - 165g

5. Pexxumun Ha nonnmepusaumsa — NMJIABEH (R), XUNEP (H)

6. M3nbyBaHa CBET/IMHA - BbB BUAMMATA YacT Ha cneKkTtbpa - 410 - 490nm.

7. CBeTANHEH UHTEH3UTET:

- B pexkxum RAMP - g0 1500 mW/sq.cm ¢ nnaBHO HapacTBaHe Ha MHTEH3UTETa.

- B pexkum HYPER - go 3500 mW/sg.cm ¢ psA3Ko HapacTBaHe Ha MHTeH3UTeTa.
NHTEeH3nTEeTHT e cTabunmsnpaH 1 He 3aBMCU OT CbCTOAHMETO Ha baTepuATa.

8. CBET/IHEH U3TOYHUK - ABy6aHa0B LED moayn ¢ pepnekTopHa ONTHKa.

9. Bpeme Ha U3nbyBaHe:

- B pexkum RAMP - 10 / 20 sec. /+10%

- B pexkum HYPER - 3/3+3* sec. /+10% - c naysa ot 1sec.

- B pexkum HYPER ORTHO - 3/36*sec/+10% - c nay3a oT 1sec - 3a ORTHO nporpama.
Ypes 6yToH Start/Stop MMa Bb3MOXKHOCT 3a CTONMPaHe Ha anapaTa BbB BCEKM
MOMEHT.

10. BusyanHa nHgmKkauma - LBeTeH MHAMKATOPEH NPbCTEH M 3BYKOB CUITHA/1 HA BCEKMU
10 ceKk / 3 ceK B 3aBMCMMOCT OT peXknuma Ha pabora.

11. Bb3MOXKHOCT 3a paboTa ¢ Hanb/IHO 3apeaeHa batepus - o 4000 sec - B pexkum
RAMP:

- 80 400 ymkbna no 10cek.

- 80 200 ymkbna no 20cek.

12. Bpeme 3a 3apag — 6-74. 3a nbaeH 3apag, 3-44. 3a 80% 3apAag.

13. MNpeaynpexaeHue 3a paspeneHa batepua n MHAMKALUMA 3@ HaNbAHO pa3peseHa
batepus.

14. Pexkum Ha pabota (1 min. / 10 min.) - Mpwu paboTa 1 muH, 10 M1H naysa.

15. CreneH Ha 3alLUTa OT eNeKTPMUYECKN TOK — MPUNOXKEHA YacT Tun B.

NMponssBoauTeNnAaT Ha TO3M anapar We OCUrypu npym NOUCKBaHe Heo6xo,u,mmaTa AO0NBb/IHUTENIHA
TEXHUYECKa JOKYMEHTaUNA / MHd)OpMaLI,VIﬂ, HGO6XO,CI,MMa Ha TEXHNYECKNA NepCOoHa Ha
I'IOTpeﬁMTel'lﬂ Aa 3aMeHN OHE3UN YAaCTU HA anapaTa, KOUTO NPOU3IBOAUTENAT € NOCOYUT KaTO
noanexawum Ha peMOHT NN 3aMAHa.
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V. KOMNNEKTALUMUA

1. 3apageH agantep ¢ mukpo USB
nsxon 5vDC/ 1.2 A-16p.

2. CoHpa 6e3*unyHa - 1 6p.

3. batepueHn moayn - 1 6p.

4. 3aWMTHN HannoHveTa - 50 6p.

5. Croiika -1 6p.

6. PbKOBOACTBO 3a ekcnaoaTauma - 1
6p.

ynpasaeHne u UHANKaumA:

1. USB KOHeKTOp 3a 3apexgaHe
2. Ctapt/CTon 6yTOH

3. CeeTel, MHAMKATOPEH NPbCTEH
4. batepueH moayn

VI. NOArOTOBKA U PEA, HA PABOTA
BLUEDENT XPRESS e npegHa3HauyeH 3a ynoTtpeba KaTto 6e3>Knu4yeH aBTOHOMEH anapar.

1. AnapaTbT ce M3BaXKaa OT onakoBKaTa my. CToMKaTa ce crnobssa KaTo ce NocTasBAT
efHa B Apyra Asete YacTu. [ocTaBs ce Ha CTabUAHA XOPU30HTA/IHA MOBBPXHOCT.

BatouBa ce 3apAAHUAT aganTep (3a 3apexaaHe ‘

pAa4 i} p( pPeXAa M %W
Ha 6aTepuaTa, ako e HeobxogMmo). / —
Mo Bpeme Ha 3apeXKAaHeTo MOXe Aa ce paboTu ¢ anapara.

Cnep, Mb/HO 3apexaaHe Ha anapaTa WK B Kpaa Ha AeHA 3apAaHMAT aganTtep Aa ce
N3K0YM OT MpesKaTa.

10
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M3nbuBawaTa rnasa He ce B'prM! '
Mo HMKaKbB NoBoA He TpF|6Ba Aa ce onntea Aa ce
U3TErNA, BbpTU NN Aa Ce NpUuiaara ¢M3M‘-I€CKa CHhna
KbM HeA.

3. lNpean BCEKM NauMeHT ce NOCTaBA HOBO 3aLUUTHO HaW/IOHYe Ha npeagHaTta 4acT Ha
coHaaTa. To e 3a eAHOKpaTHaA yr|0Tpe6a M € O3Ha4YEeHO CbC CbOTBETHUA 3HAK.

@ 3a egHokpaTHo nonagaxe ! A

4. BLUEDENT XPRESS vma 2 pexxuma Ha pabora.
Te ce MHAMKKNPAT CbOb6pPa3HO LUBeTa HA
cBeTewma NPbCTeH Ha pbKOXBaTKaTa:
3E/IEH uBsaT - pexkum RAMP (M/1ABEH).
YEPBEH uBsT - pexxum HYPER (XMUMEP).
CUH uBAT - cMAHaA Ha peXXum uam npu
3BYKOB CUTHaN.

CbbyKAaHeTo Ha anapara cTaBa C eAHOKPaTHO HaTUCKaHe Ha 6yToHa Start/Stop.
N3bepeTe KenaHua pexkum Ha paboTa, KaTo HaTUCHETe M 3aabpKuTte (2 cek.) byToH
Start/Stop.

AnapaTtbT MMa nnaBeH cTapT (6aBHO HapacTBaHe Ha CBETIMHHWUA MHTEH3UTET) B
pexxnm RAMP 3a HamanaBaHe Ha cTpeca Ha POTOKOMMNO3UTa.

5. AnapaTtbT ce 334€elCTBa Ype3 KPaTKo HaTUCKaHe Ha byToH Start/Stop Ha coHaaTa.

N360p Ha Bpeme:

B pexxum RAMP:

- Npu eAHOKpaTHO (1x) HaTuckaHe - 10 cek. 3s 10s 3s 10s
- NPV ABYKPATHO (2X) HaTUcKaHe - 20 cek. 6s 20s 36s 20s

H © R H ® R
B pexxum HYPER:

- Npv eAHOKPATHO HaTMcKaHe (1x) - 3 cek. MODE SRTIHD

- NPU ABYKPATHO HaTUCKaHe (2x) - 3+3 cek.

11




ﬁ%sr NAAT oo BLUEDENT XPRESS (ortho) cordless

LED ¢doTononmmepusmnpady, anapart

Cnep, 3a,CI,EI\;ICTBaHeTO Ha 6YTOHa ceé noAasABa CMHA CBET/IMHA.

B pexxum HYPER, cnen Bcekun umkbn 3 / 3+3 cek., ma naysa oT 3 ceK. KOATo e
3alWMNTHO Bpeme NPoTUB NnperpasaHe Ha 3bbHaTta nyana. CBeTewmaT NPbCTEH MUra u
anapartbT HEe MOKe Aa 6bbae 3a4eUCTBaH.

MNpu ORTHO Bepcuara uma pasnmka camo 8 HYPER pexkuma:

- NpY e4HOKPATHO HaTMUcKaHe (1x) - 3 cek.

- NPW ABYKPATHO HaTUCKaHe (2x) - 12 nbTM no 3 ceK ¢ nays3a 1 cek mexay
CBeTBaHMATA.

HYPER 3sec
.............. HYPER 3+3sec(no 36sec npu ORTHO Bepcusi)

- RAMP 10sec
.............. RAMP 20sec

T

0 3 6 Y 12 kS 18 21

Time (sec.)

Intensity (mW)

6. UHpuKauuma:
- CBeTeLy NpbCTEH

U3KN0UEeHO CbCTOoOAHUE —
LBETHUAT NPBHCTEH HE CBETMU.

Pexxum RAMP

| mem—

A

Pesxum HYPER A
AAAAAAA

3awuTtHa naysa B HYPER pexxum

batepuaTa ce 3apexaa / 3syKkosa ‘ ‘ ‘ ‘ ‘ ‘ ‘

CUrHannsauyusa.

baTtepuATa e HaNb/IHO 3apeAeHa U MOXKe aa ce

M3KIKOYUN OT 3apALHOTO.
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@;;_Er NANT ooa BLUEDENT XPRESS (ortho) cordless

LED ¢doTononmmepusmnpady, anapart

MNperpaBaHe - Tepmo3awmTaTa € 3a4eicTBaHa,
03 ce U34aKa A0KaTo ce oxJaau.

BatepuATa e HAaNbAHO paspegeHa - 4a ce 1 | |
BK/IIOYM KbM 3apAaHNA aganTep.

- LED mopayn
Kakeo nokassa LED mogyna:

......l MpuMureaHeTo o3Ha4yaBa, Ye batepuaATa e

paspeneHa - octaHan e camo 20% 3apAag, umarte
Bb3MOXKHOCT Ha 5-25 ctapTmnpanuma no 10cek go
Nb/ieH pa3paa.

7. CoHpaTta ce Haco4yBa KbM OnpeaesieHoTo 3a 06/1bYBaHE MACTO, KaTO BbPXbT Ha
anaparta ce 4ob6anKaBa Ha Bb3MOXKHO Hali-6/1M3Ko pa3cToAHMe A0 06eKTa Ha
obnbuBaHe /4 0o 7 MM/, a cnep, HAKONKO CEK. MOXKe Zla ce 06/1bYBa U KOHTAKTHO.

8. CtonmpaHeTo Ha $poTONOAMMEPU3MPALLMA anapaT B NPOU3BONEH MOMEHT Cce
M3BBbPLUBA Ype3 NOBTOPHO HaTUCKaHe Ha byToHa Start/Stop. Ako He ce cTonupa
npeaBapuTeNHoO, anapaTbT We chpe Npu U3TMYaHEe Ha NpeaBapuUTenHO n3bpaHuTe
10/20 nnun 3 / 3+3 cek.

9. M3kNoYBaHETO Ha cBeToAMOAHMA POTONOIMMEPU3MpaLL, anapaT B Kpasd Ha AeHs
CTaBa cnepn M3KAYBaHe Ha aganTepa OT MperkaTa.

10. 3awmTa oT nperpsasaHe

YpeabT e 060pyaBaH CbC 3aluMTa OT NperpaBaHe, KOATO Ce aKTUBMUPA, aKo
TemnepaTtypaTa Ha LED moayna ce nosmwasa o 40-45 ° C. Korato e akTuBmMpaHa
3alwmTaTta OoT rnperpsasaHe, UBETHUAT NPbCTEH e MUTra B XXb/ITO cineasawuTe 60
CEeKYHAM, cnef KoeTo anapaTbT Ce AeaKTUBMpa, A0KATo TemnepaTyparta Ha LED
moayna gocturHe 35 ° C. Heobxoanmo e ga nsyakate oxnaxaaHeTo Ha
YCTPOMCTBOTO.

11. batepusa - noaaApPbIKKA, 3apexXaaHe n CMAHa
N3penneto nsanonssa AMTUEBO-MOHHA baTepusa Tmn LIR 18650 / 3,7V / 2600 mAh.

3apexkgaHe Ha b6aTepuATa - Ypes BKAKOYBAHE HA 3apAAHMA aJanTep KbM MpeXKaTa.

BHumaHue! [a ce cBbprKe No npaBuieH HauMH Kbm bykcaTa!
Cnep Kpas Ha 3apeXxaaHeTo Aa ce U3KAKYM aganTepa OT MpexkarTa.
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ﬁg;sr NAAT coa BLUEDENT XPRESS (ortho) cordless

LED ¢doTononmmepusmnpady, anapart

3apexaaHeTo ce u3BbpliBa c agantep SYS1638-0605-W2E - 100-240VAC BxoaHO
HanpexeHune n 5VDC n3xoaHo HanpexeHue, KaTo nxogHata bykca e mmkpo USB.
[la He ce M3N0ON3BAT APYrX 3apALHKN ycTponcTeal

MHaunkauma 3a paspegeHa 6atepus:

- peaKu NnpemmnreaHuA Ha n3xoA4HaTa CBET/IMHA OT CBETOBO/aA - MPW OCTaBaHe Ha 5-
10% ot 3apAaa Ha b6atepuaTa. OcTaBaT camo HAKOJIKO UMKbaa (5-10) 4o nbaHO
paspexgaHe. Moxe Aa ce M3Mnoa3Ba 3a NOMMEPU3aLMA, Tbl KAaTO MHTEH3UTETHLT €
CTabuansmnpan.

- MPW HaNb/IHO U3ToLWeHa 6aTepuma UBETHUAT NPBCTEH We NPpeMurHe 6bpP30 camo
HAKOJIKO MbTM B CUHbBO.

Mpu 3apexaaHe - cBeTeWMAT NPbCTEH BaBHO NPMMKUIBa B CUHbO, a npu 100%
3apeneHoCT Ha baTepuATa - CBETU HeNpeKbCHaTo. [Jopyu 1 Aa OCTaHe BK/OYEeHa 3a
3apAag No-AbAro Bpeme, HAMa ONacHOCT OT Npe3apaa U yBpexkgaHe Ha batepuaTa.
Cnep nbneH 3apag 6atepuara ocurypsasa go 4000 cek. pabora.

Mo Bpeme Ha 3apeXKAaHeTo e Bb3MOXHO Aa ce paboTu c anapara.

[la ce cneau 3apeaeHoOCTTa Ha baTepuAaTa U ako ce MHAMLMPA HUCKO HMBO, Aa ce
fosapeaun. Chep nbaHO 3apexkaaHe Ha anapaTa UK B Kpaa Ha AeHA 3apAaHUAT
afanTep Aa ce U3KAYM OT MpeXKaTa.

Kora e Heo6xoauma cmsaHa Ha 6aTepusTa:
- NP HaMaNeH KanaumTeT- He06X0AMMO € YeCTOo 3apeKaaHe;
- NpY OTKa3 Ha baTtepuAaTa Aa paboTw.

3a ga cmeHwmre Li-lon 6arepus:

- 3KkntoyeTe agantepa oT KOHTaKTa 1 oT USB bykKcaTa.

- CnoxeTe pbKOXBaTKaTa BbpXy HEMb3rawa NOBbPXHOCT M pa3BumTe YacT 3.
OcBobopeTe Yact 2.

BHMMaTenHo u3Bagete KynayHra (4).

- MoHTMpaHeTo Ha HoBa baTepwus cTaBa No ob6paTHMA pea.

- Mpwu crnobsBaHe Ha pbKOXBaTKaTa - NocTaBeTe YacT 2 (cbabprKalia 6baTtepumaTa)
BbpXY Hen/b3raw,a NoBbPXHOCT M NPUTUCHETe 34paBo YacT 1 kbm HacT 2. B cbuwoTo
Bpeme 3aBUHTETE UMANHApPMYHaTA YacT 3 06paTHO KbM NpeaHaTa KOHycoBMAHa Yact
1.
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ﬁ?sr NAAT oo BLUEDENT XPRESS (ortho) cordless

LED ¢doTononmmepusmnpady, anapart

3abenerkka: Yactute Ha crnobkata mexxay 1 n 2 Tpsabsa ga nacsat!
Kabenute Ha baTepuaTa Aa He ce ycyksarT!

M3non3Baitte camo opuruHanHm Li-lon 6atepuu ot npoussogurena Ha anapara (LIR
18650 / 3,7V / 2600 mAh) !

EaTepMﬂTa He Tpﬂ6Ba Aa ce OKbCABa, yBpeXda MeXaHUYECKN, Oa HE Ce MNOoTalNnAa BbB
BO4da NN Oa Ce 3arpABa UM XBbpP/1a B OrbH.

- HepaboTewmnTte 6aTepmm morat Aa ce 3aHecaT B NyHKTOBETE, KbAETO ce cbbupar
6aTepun NN Aa ce BbpHAT Ha NPOU3BOANTENN HA anaparTa.

- Mpu n3xBbpAAHe Ha BaTepuaTa, cbbAO4aBaNTE NpaBuaaTa 3a ONa3BaHe Ha
OKO/HaTa cpeaa!

VIl. EXEAHEBHU I'PUXKU U NOAAPDBHKKA

1. NMouncreaHe Ha U3NnbUYBALLATA YaCT.

[la ce noyncTBa exkegHEeBHO U3X0AALWOTO CTbK/I0 Ha
MU3N1bUBaTENA C K/1IeYKa 3a YK, notoneHa B cnmpTt. He ce
A0NycKa nonenHan oToKOMMNO3MUT - aKO MMa TaKbB Aa ce
OTCTPAHU BHMMATE/IHO C TbN, HEMeTaieH NnpeamMer.
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ﬁ?sr NAAT oo BLUEDENT XPRESS (ortho) cordless

LED ¢doTononmmepusmnpady, anapart

2. NouncreaHe Ha anapara

3a pe3nHdeKUMA Ha anapaTa, HanpbCKanTe ge3nHPeKTUpaLLY NpenapaT BbpxXy Napye
namyK / MeK nnaT u noYncTeTe pbKoXBaTKaTta M 3apaaHma agantop. Moxe aa
n3nonssarte un Ae3nHPeKUMpPaLLN KbPNUYKN.

He nanonseante a6pa3MBM UNN Pa3TBOPUTEIN, 3alLLOTO TE€ MOXKeE Aa YBEOAT

NnA1aCcTmacoBUTE YaCTn Ha anapaTa!

[a He ce NpbCKa AMPEKTHO B BbPXY PbKOXBaTKaTa nnaum B bytoHa unm mukpo USB
KynayHral

3a gace nsberHe KPBbCTOCaHO 3apa3ABaHe, € 3a4b/IXKUTE/THO U3MOJISBAHETO Ha
€AHOKPATHUTE 3alLLUTHU HaW/IOHYeTa BbpPXYy PbKOXBATKAaTa, HOBO 3a BCEKU MALUEHT.
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ﬁg;sr NAAT coa BLUEDENT XPRESS (ortho) cordless

LED ¢doTononmmepusmnpady, anapart

VIIl. TAPAHUMOHHU YCNNIOBUA

1. FapaHLUMOHHUAT CPOK Ha CTOMATO/IorM4eH poTononMmepmsnpall, anapaT
BLUEDENT e 24 (gBageceT 1 4eTMpKn) meceula OT gaTaTa Ha 3aKynyBaHe. AKO gaTaTa
Ha 3aKynyBaHe He e NOMb/IHEeHA U INNCBAT rapaHLMOHHU AOKYMEHTH, rapaHLMATa
3arno4ysa fa Teye OT gaTaTa Ha NPOU3BOACTBO.

2. B neproa Ha rapaHLMOHHMA CPOK 3aMAHaTa Ha AedeKTUPANUTE eNeMEHTHU ce
n3BbpLLBa 6e3BBb3ME3AHO OT dMpMaTa npomssoanTen. CBETOBOALT HE NOANENKN Ha
rapaHuMoHHo obcnyxBaHe. LED moaynbT u 6atepmusaTa uMmaT 6 mecela rapaHUMOHEH
CPOK.

3. AKO npes rapaHUMOHHUA CPOK anapaTsbT e gepeKTrpan BCAeAcTBME Ha
HenpaBWAHa ekcnioaTauma (MexaHUUYHU, XMMUYHU, TONIMHHW, eNEeKTPUYECKN
nospeau, U3NoN3BaHe He No npeaHasHaYeHne), HeNPaBUIHO CbXPaHEHWUE U APYTU
NPUYMHU MO BUHA HA NOTPebUTENs, PEMOHTBLT € 38 CMeTKa Hanotpebutena. AKo ce
3abenexar noBpeau No eNeKkTpuyeckuTe Kabenn, anapaTsbT 4@ He Ce BKIHOYBA B
MpeXKaTa 1 [ia ce U3npaTu BbB GUPMeEHUA CepBM3.

3.1 Ako B anapaTa ca nonazHanu Te4YHOCTU, arPECUBHU M 3aNa MMM BELLECTBA U
TEXHWUTe Napu, TpAbBa He3abaBHO Aa ce M3BaaM HaTepusaTa U Aa 6bae U3npaTeH BbB
drpmeHmna cepBum3, KbAETO Ce YCTAaHOBABAT LWeTuTe. Mpu yBpexxaaHe oT TakMBa, ce
ryéu rapaHuus.

3.2 He ce npuemar LWeTu 1 peknamauum B C1eacTBUe Ha TOKOBU ypeau,
rPbMOTEBUYHM BYypU, HECMA3BaHE Ha MepPKUTE 3a enekTpobesonacHocT Uam
HeA0CTaTbyHa 3almMTa Ha NaUMEHTUTe, Ha NePCOHaNa U BbHLLHM KL OT
CBET/IMHHOTO SbYeHMe.

3.3 Hece npunemart npeteHumnn B cneacrsme Ha HeNpaBsuaHa Nan HEAO0CTAaTb4YHa
CUTYPHOCT U BHUMAHME 3a npeana3saHe U 3allnTa Npu TPaHCNOPT, Ppa30NakoBaHe,
npemecrteaHe, pa60Ta N CbXpPaHEHUE Ha anaparTa. rapaHLI,MﬂTa oTrnada nNpu
ropecnomeHatmnTe cubutnA.

3.4 TpaHCNOPTMPAHETO Ha anapaTta A0 cepBM3a HM TPAOBA Aa cTaBa CaMo BbB
¢abpunyHaTa onNakoBKa, 3a Aa ce n3berHat HexkenaHn nospean. CBeToBoAbT TPAGBaA
[a ce onaKkoBa OTAE/NHO OT aKymMy/naTopHaTa coHAa. TpAbBa Aa ce npeAcTasu
rapaHUMoOHHaTa KapTa (ToBa PbKoBOACTBO, C Nonb/aHeHa rnasa Xl laHHu 3a
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ﬁ;;sr NAAT coa BLUEDENT XPRESS (ortho) cordless

LED ¢doTononmmepusmnpady, anapart

BLUEDENT) naun konue ot ¢paKTypaTa 3a npogaxkba, NnokasBalla CEPUNHUAT HOMEP Ha
anapara.

3.5 MNpun n3BbPLIBAHE HAa PEMOHT OT HEYNMb/IHOMOLLEHWN NLLA U3BbH PUPMEHUA
CEepPBU3 UM aKO Ca U3MOA3BAHN HEOPUTUHAIHU ENIEMEHTU N Bb3KU, NOTPebuTenart
rybu npaBo Ha 6e3nnaTeH cepBus.

4. dDpmaTa NPON3BOANTEN OCUTYPABA HA KNIMEHTUTE CU e4MH NBbT FOAULWHO (a Npwm
Bb3HMKHA/A CUTyaums - BeAHara) ga npoBepaBaT BbB GUPMEHUS cepBU3 fanun
NoKasaTeanTe Ha anapaTuTe ca B 4ONYCTUMUTE HOPMMU.

5. lNpounssoanTenat He AbXKU O6e3LLI,eT€‘HMG 3a nNponycHatv non3n npu nospega nanm
HEeNb/HO d)yHKLI,VIOHMpaHe Ha arnapaTta, HeE3aBUCUMO KaKBa € Npn4mnHaTta.

6. Mpu Bb3HMKBaAHE Ha CNOPOBE BbB BPb3Ka C MPMUIAraHeTO U Tb/IKYBaHETO Ha TOBA
PbKOBOACTBO 3a eKCnaoaTaums, Te We ce pewasaT oT cbaa B rp.Maosaus, no cunata

Ha AEVICTBE]LLI,OTO 6'b}'lrapCKO 3aKOHOOaTE/NICTBO.

7. FTapaHUMOHHOTO 0b6CNyXKBaHe ce U3BbPLLBA BbB GMPMEHMA CEPBM3 Ha aapec:

@%BG LIGHT LTD

byn.Bacun Anpunos 155

4027 NMnosgus

bbnrapua

Ten.: +359 32 644089, +359 888 809256
email: office@bglight.com
www.bglight.com
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IX. AAHHU 3A CEPBU3HOTO OBC/1YXBAHE

BLUEDENT XPRESS (ortho) cordless
LED ¢doTononmmepusmnpady, anapart
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LED ¢doTononmmepusmnpady, anapart

X. YECTO 3AAABAHU BbITPOCU

Mpo6nem PeweHune

AnapaTtbT He ce akTuBMpa Npu | HanbaHO pa3peaeHa baTtepua. Tpabea ga
CTapTUpaHe Ha 6yToHa ce CBbPrKeTe CbC 3apALHOTO YCTPOMCTBO,
3a Aa 3anoyHeTe Aa 3apexkaate. [a ce
M3N0N3Ba CaMO OPUTMHANHUAT aganTtep
™1n SYS1638-0605-W2E. AKo GYTOHBT
NpoAabAXKaBa Aa He pearvpa - usnparete
YCTPOMCTBOTO B CEPBM3a.

ByTOHBT He pearupa npasuaHo | [Mpu paboTta 6e3 3aWnTHN HalA/IOHYeTa e
Bb3MOXHO NpobembT ¢ byTOHa Aa e
HaBAM3aHETO Ha KOMMNO3MTHA, C/1IenBaLa
Unn ae3mHpeKTaHTHa TeYHOCT, KoraTo
YCTPOMCTBOTO Ce n3non3sa 6e3 3almnTHm
HalnioHYeTa. HyXaaeTe ce OT NoYMcTBaHe
C NaMyK, HanoeH cbC cNUPT. AKO BYTOHBT
NPOAb/AXKaBa Aa He OTroBapA NPABUJIHO -
n3nparteTe yCTPOMCTBOTO B CEPBU3a.

He no3sonAsa ctapTupaHe B B TO31 pexXum nma 3sec 3aWmTHO Bpeme,
pexxum HYPER, npbcTeHbT muUra | Nnpes KOeTo He MOXKe Aa ce cTapTupa
B YepBeHO. anapaTbT C uen npegnassaHe oT

nperpAasaHe Ha MEKUTE TbKaHMU.

3Ha4yeHue Ha uBeToBeTe Ha 3eneH - RAMP MODE - 1500 mW/cm?2
MHAUKATOPHUA NPBCTEH yepseH - HYPER MODE - 3500 mW/cm?2
MMraLL0 YepBeHO - 3aLWMTHO Bpeme
CUHbO - 100% 3apeeHa batepusa nam
3BYKOB CUIHan

6aBHO NpemMureaLLo CUHbO - 3apexaaHe
6bpP30 NpemureaLLo CUHbO - paspeseHa
b6aTepus

XDBAT - NperpABaHe Ha anapaTa

baBHO muraHe Ha CUHA ToBa e MHAMKATOP, Ye baTepuATa Le
cseTnHa Ha LED mopayna nM34bpXKKU camo 5-10 unkbaa Npean NbHO
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BLUEDENT XPRESS (ortho) cordless
LED ¢doTononmmepusmnpady, anapart

pa3pexgaHe. Hym,u,aeTe ce OoT cnewHo
3apexjaHe.

Cnab edekr Ha
nonMmepusmpaHe

HeobxoamMmo e aa U34ncTute CTbKAEHUA
npo3opeL, Ha U31bYBaLLMA U3XOA, C
HemeTa/sieH NpeAMeT 1 Aa NOYUCTUTE C
a/IKOXO0/1 NoNenHaAnA KOMMNO3UT UK
Apyro. AKo pe3ynTaTsbT e c/1ab - usnparete
YCTPOMCTBOTO B CEPBM3a.

MayneHTbLT U3NUTBA
AUCKomPopT No Bpeme Ha
npoAbAXKUTENEH NpoLuec Ha
nonumepusauma 20-30 sec

Heobxogmmo e aa ce nonnmmepusnpa c
KPaTKU UMKAu - 10sec nam no-masnko, ¢
KpaTku nay3un 1-3sec. YyBCcTBUTENHOCTTA €
NO-BMCOKA, aKO CBET/IMHATA e 621130 Ao
3bbHaTa Nynna u ce HamansABa C BCEKU
cnown. la ce nsnonsea pexxkum RAMP.

3axpaHBaWMAT Kaben nam
MpPEeXOBUAT aganTtep e
nospepgeH

N3npaTeTe B cepBu3a.

HasnunsaHe Ha Te4HOCT B
YCTPOIACTBOTO

N3npaTeTe B cepBu3a.

Cnep nagaHe Ha noga
YCTPOMUCTBOTO He paboTtu
npaBuaHO

M3npaTeTe B cepBum3a.
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XI. AEKNAPALUA 3A CbOTBETCTBUE

-:BG LIGHT LTD TD 7.2
TEXHUYECKO OOCHUE EC ﬂeKnapauvm 3a CboTBeTCTBUe
BLUEDENT Paspa6omena e cbomeemcmeue ¢ MDR (EU) 2017/745 Pedakyus 02
LED anapart 3a
coTononumepusaums

MpoussoaunTen: Bl NAAT oof
SRN: BG-MF-000019812
Appec: 6yn.Bacun Anpunos 155, 4027 Nnosave

Ten.: 032 644089, 0888 809256, email: office@bglight.com
EWVK 115841960, O0C N: BG115841960

MpoaykT: Kopa: HanmeHoBaHue:
CromatonoruyeH LED anapart 200-009 BLUEDENT XPRESS - cordless
3a hoTononumMepusauus
200-0090rt BLUEDENT XPRESS ortho — cordless
basos UDI: 3800501374200000VX
EMDN «koga: Q0190
Knacudumkauus: AKTUBHO WHBA3NBHO n3genve (MpUHaanexHoCT 3a MeanUMHCKO n3genve) ot knac | Ha PernameHT 3a

MeanumHckn nsgenus - MDR (EU) 2017/745

MpeaeugeHa ynotpeba: BLUEDENT e npegHasHaveH 3a dhoTononMMepusaums Ha KoMnosuTn U matepuanu, U3nonseaHu B AeHTanHarta
npakTuka (obnbyBaHe cbe cuMHA cBeTnmMHa 410-490 nm). BLUEDENT e npyHagneXHoCT 3a MeQULMHCKO U3LEeNne, KaKTo € ONMCaHo B YeH
2, 1. (2), TbM KaTO M3NBbMHABA NPeAHa3HaYeHMeTo CM 3aeHOo C KoMmnosuTa (Matepuana).

MpounsBoanTenaT geknapvpa Ha cOOCTBEHaA OTFOBOPHOCT, Y€ MOCOYEHOTO MEAMLMHCKO M3fenve cboTBeTCTBa Ha npunoxumute OBLUN
M3NCKBAHNA 3A BE3OIMNMACHOCT U OENCTBUE, onpepenexHn B [MpunoxeHue | Ha onucaHWs no-4orny HOpPMAaTMBEH akT U Ha
HOPMaTMBHO TEXHUYECKM JOKYMEHTU, KOraTo Ce U3nos3Ba Nno NnpeAHa3HavyeHve 1 B CbOTBETCTBME C U3NCKBaHUsITa 3a 6e3onacHoCT.

[okymeHT 3arnaBue M3paHue / pata
Ha nsgaeaHe
Peznamenm PEIJTIAMEHT (EC) 2017/745 HA EBPOINEWUCKUS MAPJIAMEHT U HA CbBETA 05.05.2017
Ha EC
2017/745 om 5 anpun 2017 200uHa 3a MeduuuHcKume u3derus, 3a UsMeHeHue Ha Jupexkmuea (nocnedHa
2001/83/EO, Peanamenm (EQ) Ne 178/2002 u Peaznamenm (EQ) Ne 1223/2009 u 3a ommsiHa rnpomsiHa
Ha dupekmusu 90/385/ENO u 93/42/ENO Ha Cbeema 24.04.2020)

3a nocturaHe Ha CbOTBETCTBMETO Ca U3MbIHEHN U3NCKBAHMATA Ha CriegHNTe CTaHOdapTu:

EN ISO 13485:2016 +/AC:2017/ MeauuuHcku nsgenus. Cuctemu 3a ynpasrneHne Ha kavyecTBoTo. M3uckBaHus 3a LenuTe Ha HopMaTUBHUTE
/AC:2018/ A11:2022 +/AC:2017/ aKToBe.
/IAC:2018/ A11:2022

EN ISO 9001:2015 Cuctemm 3a ynpaBneHue Ha Ka4ecTBoTO. MancksaHus.

EN ISO 60601-1:2006 EnexktpomeanumHckm anapatu. Yact 1: O6wm nsamcksaHnsa 3a OCHOBHa 6e30MacHOCT U CbLLECTBEHMN

/A1:2013/AC:2014/A2:2022 XapaKkTepuCTUKu

EN 60601-1-2:2015/A1:2021 EnektpomeauumHckn anapatu. Yact 1-2: O6Lwm n3nckBaHusi 3a OCHOBHa 6€30MacHOCT U CbLLECTBEHMU
XapakrepucTuku. [lonbnealy ctaHgapT: EnekrpoMarHnTHy cmyLeHmns. N3uckBaHna n nanutBaHmns.

EN 60601-1-6:2010+ /A1:2015/ EnektpomeauumHckm anapatu. Yact 1-6: O6Lwm nsncksaHusi 3a OCHOBHa 6€30MacHOCT U CbLUECTBEHM

[A2:2021 xapaktepuctuki. Jonbnealy ctaHgapT: MpunoxumocT

EN 60601-1-8:2007+ /A1:2013 EnektpomeauuuHckm anapatu. Yact 1-8: O6Lwm nsucksaHusi 3a OCHOBHa 6€30MacHOCT U CbLLECTBEHU

/A11:2017 /A2:2021 xapakrepucTuku. lonbneawy ctaHaapT: OCHOBHU M3UCKBAHUS, U3MUTBaHNSA M PbKOBOACTBO 3a anapmeHu
CUCTEMU B €NEKTPOMEANLIMHCKM anapaTtun U enekTpoMeanLMHCKN CUCTEMMU

EN ISO 10650:2018 CrtomaTtonorusi. Enexktpuyecky aktuBaTtopm 3a nonvmepusaums

EN 62304:2006/A1:2015 CodTyep 3a MeauUMHCKM ycTpoicTaa. NpoLlecu no Bpeme Ha 13nonseaHe Ha coTyepa
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EN 62353:2014 EnektpomeguumHckn anapatu. MNepMoganyHo U3nuTBaHe 1 U3NUTBaHE Cres PEMOHT Ha eneKkTPOMeaULMHCKN
anapatu

EN 62366-1:2015+ AC:2016/ MepauvunHcku ycTponcTea. M3nonssaHe Ha NPUNOXeH UHXEHEPUHT B MEAULIMHCKN YCTPONCTBA.

A1:2020

EN ISO 14155:2020 KnnHuyHu nacneasaHus Ha MeAMLIMHCKY YCTPOMCTBA 3a nauneHTu-xopa. Jobpu KNMUHUYHN NPaKTUKK.

EN ISO 10993-1:2018 BronornyHo oueHsBaHe Ha MeauuMHCKK ycTponctea. Yact 1: OueHka n TecTBaHe B paMKuTe Ha npoueca Ha
ynpaBneHne Ha pucka.

EN ISO 14971:2019+/A11:2022 MeanuuHckn ycTporictea — MNMpunoxeHve Ha ynpaBneHMeTo Ha pucka BbpXy MeAULIMHCKM YCTPOWCTBa.

CEN ISO/TR 24971:2020 MeavuuHckun n3genus. PbKoBOACTBO 3a npunaraHeTo Ha ISO 14971.

EN ISO 15223-1:2021 MeaunuuHcku nsgenus. O3HayveHus, U3Non3BaHn B MHpopmaumsiTa, NpeaocTaBsHa oT npoussogutens. Yacr 1:
O6LLM U3NCKBaHUSA

EN ISO 204172021 MeavuuHcku nsgenus. MHdopmaums, KoaTo ce npegocTassi OT NPOU3BoOAUTENS.

Directive 2012/19/EC [vpekTuBa OTHOCHO OTMaAbLM OT ENEKTPUYECKO M eNeKTPoHHO obopyasaHe (OEEO)

KnacudukaumaTa e nssbpLueHa oT npom3BoauTens cbobpasHo PernameHTta 3a meanumHcku nagenua - MDR (EU) 2017/745, MpunoxeHue
VIIl, Mpasuno 13.
Mpouenypa 3a oueHKa Ha CbOTBETCTBMETO CbrMacHo uneH 52, naparpad 7 Ha MDR (EC) 2017/745.

[eknapauusita 3a CbOTBETCTBUE Ce u3gaBa B U3nbiiHeHWe Ha Mpunoxerne IV “EC Oeknapauus 3a cboTBeTCTBME" Ha PernameHT Ha EC
2017/745, Ha 6a3aTta Ha pe3ynTatuTe OT NPOBEAEHMU U3NUTBAHUSA M OLIEHKa Ha CbOTBETCTBMETO ¢ OB6LIM n3nckBaHusa 3a 6e30nacHoOCT U
nevicteue, onpegenexu B Mpunoxexue |, BHeapeHa n ceptudmumpaHa Cructema 3a ynpasneHne Ha kayecTBoTo — cepTudmkaty No: AC090
100/1971/4047/2020, AC090 MD/1971/4047/2020 ot TUV NORD Polska Sp. z 0.0. (NB 2274).

B NAUT 00f nogabpxa OaHHW 3a ocurypsiBaHe, oueHka U nogapbXka Ha CbOTBETCTBMETO Ha MeAWMUMHCKOTO u3genue, CbrnacHo
Mpunoxenwe Il “TexHnyecka gokymenTaumsa” ot MDR (EU) 2017/745.

01.01.2023 nHx.lNnameH KapaneaHoBs
Mnosane YHpanlTen
BI NANT OO0
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Xil. AAHHU 3A BLUEDENT

SN:

LOT:

LNATA HA
NPOU3BOACTBO:

KAYECTBEH
KOHTPO/:

[OATA HA
NPOOANBA:

MNocnegHa pegakuma: 01.01.2023
Cnepete www.bglight.com 3a o6HoBeHa pefakuma Ha Ta3n MHCTpYKUMA 3a eKcnaoaTtauums.
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