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@ BG LIGHT PRO* BLUEDENT POWER PEN built-in
LED ¢doTononmmepusmnpady, anapart

bnazodapum 3a dosepuemo Kom npodykmume Hu!

BHUMamenHo npoyememe mosa pbKosoocmao rpedu UHCMAAUPAHe U 3arnoYsaHe
Ha paboma c anapama, 3a 0a 20 nosa3same u noo0dvprame b6eznpobremHo!
3anazeme pvkosoocmesomo, mo we Bu 6v0e Heobxodumo u 8 6voeuye.

CbAbPHAHMUE:

l. ONUCAHUE N dYHKUNWN HA ANAPATA
Il. CUMBOJIA

[1l. MEPKW 3A BE3OMNACHOCT

IV. TEXHUHECKW OAHHU

V. KOMMNJIEKTALUA

VI. NOArOTOBKA U PEL, HA PABOTA

VII. EXEQHEBHU TPUKU N NOALPBHKKA
VIll. TAPAHUMOHHW YCNOBWA

IX. AAHHW 3A CEPBU3HOTO OBC/TYAKBAHE
X. YECTO 3AJABAHU BbINMPOCH

XI. AEKNAPALMA 3A CbOTBETCTBUE

XIl. BAHHW 3A BLUEDENT

I. OMNCAHUE U ®YHKLUUN HA ANAPATA

CtomaTtonormyHuAT potononmmepmsmupady, anapat BLUEDENT POWER PEN built-in e
MeAMLMHCKO nsgenue - cneyyannsmpaH CBEToAMOAEH anapaT 3a MHTpaopasHa
noanmepur3auma Ha CTOMaTONIOMMYHKU MaTePUANN, YYBCTBUTE/THN KbM CUHATA YacT Ha
CBET/IMHHMA CNEKTHLP.

AnapaTbT e npegHa3HavyeH 3a U3N0/13BaHe CaMo OT AUNOMUPAH CTOMATOJ10T U B
CTOMaTONOrnyeH KabuHer.

BLUEDENT POWER PEN built-in ce cbcTtom oT PbkoxBaTKa ¢ Kaben (1 apganTop 3a
BapuaHTa 220V) 1 CTOMKa 3a NPUKPenBaHe KbM CTOMATO/IOTMYHUA CTOA.

AnapaTtbT e npousBeaeH B CbOTBETCTBUE C UBSUCKBAHMATA Ha PernameHT 3a
MmeanumHcku nsgenmna MDR 2017/745 v ctanaapty I1SO 13485:2016, 1ISO 9001:2015.
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Il. CUMBOJIN

EBponeicKo cboTBeTCcTBMe
Moka3Ba CbOTBETCTBME C MECTHUTE 3aKOHU M pa3nopeabu B pamkute Ha EBponeiickoTto

MKOHOMMUYECKO NPOCTPAHCTBO.

BHMMaHue
3a Aa ce Nocouu, ye e HeobBXoAMMO BHUMAHKUE Npu paboTa C yCTPOMCTBOTO MAN
ynpasneHneTo 6,130 40 MACTOTO, KbAETO € NOCTaBeH CUMBOJTBT.

O6bpHeTe ce KbM PbKOBOACTBOTO/6poLuypaTta C UHCTPYKLMK
3a pa 0603HauK, Ye PHKOBOACTBOTO C MHCTPYKUMK/BpoLypaTa Tpabea fa ce npoyerte.

PbKOBOACTBO 33 €KCN/I0aTauua B eN1eKTPoHeH dpopmat

3a Aa nocoumTe BbPXY NPOAYKTa MM OMNaKoBKaTa Ha NPOAyKTa, Ye nogxoasliara
nHdopmauma 3a ynotpebarta Ha NPoAYKTa € Ha/IMYHA B €/1EKTPOHEH BUA MU B

¥ AOMb/HEHWE KbM MedyaTHa xapTueHa dpopma.

OnacHoO CBET/IMHHO U3NbYBaHe
3a 0603HavyaBaHe Ha OMNaCHOCTH, NPOU3TUYHALLN OT CBET/IMHHO U3NTbYBAHE.

OnacHoO TONJIMHHO Bb3AEﬁCTBMe
3a 0603HavyaBaHe Ha OMNacCHOCTH, NPOU3TUYHaALLN OT TONJIMHHO Bb3AEV1CTBMe.

Mpoussogurten
Moka3sa nponsBoauMTeNa Ha U3genneTo.

[ata Ha Nnpou3BOACTBO
MokasBa AaTaTta Ha NPOM3BOACTBO Ha U3AE/METO.

OnacHo Hanpe>xxeHue
3a 0603HavyaBaHe Ha OMNaCHOCTHU, NPON3TUYHALLU OT ONACHO HaMpeEXeHUE.

KaranoxxeH Homep
RE F MoKa3Ba KaTaNoXKHMA HOMepP Ha NPOU3BOAMTENSA, 33 la MOXKe usaenveTo aa 6vae

naeHtTnduumMpaHo.

CepueH Homep
SN Moka3Ba cepninHNA HOMepP Ha NPOM3BOAUTENA, 33 a MOXKe nsgenneto aa 6vae

naeHtTnduumMpaHo.
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LED ¢doTononmmepusmnpady, anapart

MapTuaeH Kopa,
MNMoKa3Ba NapTMAHUA KoA Ha NPOU3BOANTENSA, TaKa Ye NapTuaaTta Ha usgenuneto aa 6bvae

naeHTMduumnpaHa.
®
MpunorkeHa yacr Tun B
3a ngeHTMdMUMpPaHe Ha NPUoXKeHa YacT oT Tun B, otroBapswa Ha IEC 60601-1.
IP20
3a BbTpeLHa ynotpeba npu cyxu ycnosus
IEC - IP rating

3alumTa cpelly TBbpAU NpegmMmeTu, no-ronemu ot 12,5 mm; 6e3 3almTa cpelly Boaa.

Camo 3a BbTpellHa ynoTpeba
3a ngeHtTudULMpaHe Ha eNeKkTpuiecko obopyaBaHe, NpeaHasHaYeHo NPeauMHO 3a
ynoTtpeba Ha 3aKkpuTo.

TemnepatypHa rpaHuya
3a noco4yBaHe Ha MaKCUMANHUTE N MMHUMANHUTE TeMNEPATYPHU rPaHMLM, NPU KOUTO
apTUKYAbT TpAOBA Aa ce CbxpaHABa, TPAHCMOPTUPA UAM U3MOA3BA.

30%

OrpaHMyeHue Ha BNAXKHOCTTA
3a nocoyBaHe Ha AONYCTUMMUTE TOPHU U AOJTHU TPAHULLU HA OTHOCUTE/THA BAAXHOCT 33
TPaHCNOPTUPAHE U CbXPaHeHMe.

T il
M Masete OT cAbHYEBA CBET/IMHA
/.\
/I\ 3a [Aa ce NocoYu, ye TPaHCNOPTHATA ONaKoBKa He TpAGBa Aa ce M3/ara Ha C/ibHYeBa
] CBeTAMHA.
L |
T ’ -1
iy, MaseTte OoT AbXKA
T 3a ga ce Nocoun, Ye TPAHCNOPTHATa ONaKoOBKA TPA6Ba Aa ce Nasu OT AbXKA U Ha CyX0
L . MSCTO.
T T

Yynaueo; 6opasete BHUMATE/THO
3a Aa ce NOCOYM, Ye CbAbPKAHMETO Ha TPAHCMOPTHATa ONaKoBKa e Yyn/MBO U C
onaKoBKaTa TpA6Ba Aa ce paboTn BHUMATENHO.

Tasu cTpaHa Harope
3a yKa3BaHe Ha NPaBUAHOTO U3MNPABEHO MOJIOXKEHNE HA TPAHCMNOPTHUA NaAKeT.

OTNaabyHO eNneKTPUUYECcKo U eNleKTpoHHO o6opyasaHe (WEEE)

CMMBONBT NOKa3Ba, Ye NPOAYKTLT He TpsAbBa Aa ce U3XBbP/IA KaTo HECOPTMPAH
oTNaabK, a TpAbBa Aa ce M3NpaTh B CbOPbKEHUSA 3a pPasaenHo cbbupaHe 3a
Bb3CTAHOBABAHE U peLMKAMpPaHe.
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lll. MEPKW 3A BE3OMNMACHOCT

A ObLUN NPEAYNPEXAEHUA:

BLUEDENT e megmunHCKO nsgenue ot Knac | 1 KaTo TakbB OTroBapA Ha U3UCKBAHMATA

Ha PernameHTa 3a meanumHckun nsgenna MDR (EU) 2017/745. 3a ga ce nons3sa

6e30nacHoO 3a NepcoHasia 1 NauueHTuTe, e HeobXoAMMO Cna3BaHe Ha CeaHUTe

npasuna:

- [la He ce gonycKa HEOTOPU3MpPaH M HeEODyYeH NepcoHan Aa M3Non3Ba anapara, 3a
Aa ce nsberHart puckose.

- ApanTopbT Aa ce M3KAKYBA OT 3aXpPaHBaHETO B KpasA Ha paboTHMA geH.

- AnapaTbT ga He ce M3no0/3Ba UK CbXpaHABaA B 3anpalleHa cpeaa.

- AnapaTbT Aa He ce n3nara Ha gMpPeKTHa CAbHYEeBa CBET/IMHA.

- [a He ce NpbCKa Ae3NHPEKTAHT AUPEKTHO B anapaTa — NPUEM/INBO € CamMo
ob6TpuBaHe C u3ueneH oT Ae3MHPEKTAHT TAMMOH.

- [la He ce MOKpM 1 Aa ce CbXpaHABa Ha CyxO MSACTO, 3a A3 ce n3berHe TOKOB yaap
AU yBpeXaaHe Ha anaparTa.

- AnapaTtbT He TpsbBa Aa ce M3N0A3Ba, aKO HAKOM OT NapameTpuUTe My HE e B HOpMa.

- CMAHW eNneKTPOMArHUTHUM NoseTa B CrpagaTta morat A4a NPUYUHAT CMYLLLEHUA U
HenpaBUAHO PYHKLUMOHMPAHE Ha anapaTa. AKO He MOXe Aa ce onpeaenu
MU3TOYHUKDBT UM, Aa C€ CMEeHU MACTOTO Ha anapaTa M Aa Ce BKAKYU B APYr KOHTAKT
WAU gpyro nomelleHune, 4opu 1 B gpyra crpaga.

- OTBapAHETO M peMOHTUPAHETO Ha anapaTa MOXe Aa Ce U3BbpLIBa CamMo OT
YNBbJAHOMOLLEHWU CEPBU3HM TEXHULM OT GMpPMaTa-NnpPon3BoauTen.

- Mpwv 3amaHaTa Ha gedeKkTMpanm Yyactn Tpabea Aa ce U3N0/13BaT €AUHCTBEHO
OPUTMHANHWN YacTU. ANapaTbT UK HAKOA OT YacTUTe My He TpAbBa Aa ce
pa3rnobaBa, AOKATO € BK/OYEH KbM 3axpaHBaHeTo!

- ! YYNZUBO! Mpwu TpaHcnopTUpaHe, N3Non3BaHe U CbXpaHeHWe Ha anapaTa Aa ce
noAaxoxaa Cc NoOBMLEHO BHUMAHMe!

h=¢

- === CbrnacHo aupektusa 2012/19/EEC, To31 CMMBOAN NOKa3Ba, Ye NPOAYKTLT He
TpabBa Aa ce M3XBbP/IA KAaTo FPaACKM OTNAaAbK B Kpasd Ha CBOSI €KCMN/IoaTalMOHeH
XunBOT. MpoayKTbT TPAOBA Aa ce 3aHece A0 cneunannsmpaH LeHTbp 3a
pa3aenHoTo cbbMpaHe Ha eNeKTPUUYECKO N eIeKTPOHHO obopyaBaHe cnpes,
MECTHOTO 3aKOHOAaTeNCTBO. [TPaBUHOTO U3XBBP/IAHE HA 06OPYABAHETO, KOETO
BeYye He ce U3MNoa3Ba, NpeaoTBpaTABa HEraTUBHM NOCNEACTBUA 33 OKOJIHATA cpeaa
M YOBELLKOTO 3apaBe!
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- CbobpasHo nsnckBaHuATa Ha MeguunHcKaTa aupektnea n MDR 2017/745
noTpebutenaTt u/mnu nauneHTsbT TPAOBa Aa A0KNAABAT 32 BCEKU CEPUO3EH
WHLUWAOEHT BbB BPpb3Ka C U34e/1MeTO Ha NPOM3BOAUTENA U KOMNETEHTHUA OPraH Ha
[bpKaBaTa YeHKa, B KOATO € YCTaHOBEH NoTPebuTenaTt n/unm naumeHTsT.

- BCWYKM ONAKOBBYHU MaTepuanu oT UusgenmeTo Tpﬂ6Ba Aa Cce AbpXKaT Aaney ot
Aeua, 3a Aa ce nsberHar PpUCKOBE OT HapaHABaHe / 3ajyllaBaHe.

MEPKU 3A BESONACHOCT U PUCKOBE
AnapatbT TpAbBa Aa ce N3no03Ba NPU CTPUKTHO cna3BaHe Ha PbKOBOACTBOTO 3a
eKkcnaoartaumsa.

A 1. Enektpuyecka 6esonacHocT

MNpeau cTapTUpaHe Ha anaparTa, ce yBepeTe, Ye HanpeXeHWeTo U TUNa Ha aganTopa
OTroBaps Ha 3axpaHBallLaTa MpPeXKa B AbpKaBaTa. MIanon3sanTte camo opuUrMHaaHUA
agantop tvmn SYS1381N-1224-W2E.

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

AnapaTbT 3a BrpakaaHe Aa ce BKAOYN KbM K/IeMW Ha AeHTa/IHMA CTO C HanpexXeHue
24VAC/DC +15%.

BLUEDENT Tpab6Ba Aa ce ekcnioatMpa caMmo B 3aKPUTU NMOMELLLEHMA, NPU CeaHUTE
YCNOBUA:

- Temnepatypa ot +10° go +40° C;

- OTHOCUTEIHA BNAXKHOCT Ha Bb3ayxa 30 - 75%;

- INMNCa Ha 3anpalleHoCT B NOMELLEHMETO;

- aTmocdepHo HansraHe 700 - 1060 hPa;

- OTCbCTBUE HAa XMMUYECKN aKTUBHU U 3aNaMMU BeLLecTBa;

- HUKOS YacCT OT anapaTa He TpAbBa Aa ce MOKPM UM NoTana BbB BOAQ;

- anapaTbT MK HAKOA OT YacTUTe My He TpAbBa Aa ce pa3rnobasa, A4OKATO e BKAKYEH
KbM 3axpaHBaHeTo!

Mpu npobaem cbe 3axpaHBawma aganTtop (3a 220V moaen) unu Kabenute my,
anapaTbT Aa ce U3npaTu B CEpPBM3.

Mpu rpbMOTEBMYHM BYpU anapaTbT TPAOBA Aa Ce U3K/IOYM OT 3axpaHBaHe (npwu
moaen 220V) nnun ga ce U3KA4YM CTOMaTON0MMYHMA IOHUT (Npu moaen 24V).
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Puck: lpn HecnassaHe Ha Te3n NpeanucaHnA € Bb3MOXEH TOKOB yaap BbpXy
NoN3BaALLNTE aNapaTta.

2. CBeT/IMHHO n3nbyuyBaHe

BLUEDENT e M3TOYHUK Ha MHTEH3MBHA CBET/IMHA B CUHATA 061aCT, KbM KOATO
4YOBELLKOTO OKO MMa BMCOKA YyBCTBUTENHOCT. O6N1bYBAHETO Ha OYMTE M KOXKaTa C
WHTEH3WBHA CBET/INHA HOCU PUCK OT yBpeXxaaHe. OT ToBa NpoM3TUYAT CEPUO3HUTE
MePKK, KOUTO TPAGBaA Aa ce B3emaT 3a 3alMTa Ha NaUNEeHTUTE N MeULUMHCKNS
nepcoHann.

HuKora He TpA6Ba Aa ce Haco4yBa CBETAMHATA KbM ounTe! ObabYBaHETO TpabBa Aa e
OrpaHMYeHoO A0 MACTOTO 3a paboTa. [la He ce 06NbUYBAT MEKMTE TbKAHMU.
3aabKkutenHo Tpabea ga ce M3nNon3eat cneumanHm GUATPU UK 3aLUTHU O4MNa,
KOWTO OTroBapAT HAa M3UCKBAHMATA:

- Ounnata Aa NOKPMBAT NJABTHO OYMUTE N CIENOOYNETO, LOPU aKO YHOBEKDLT HOCH
ONTUYHU oYmNa.

- Aa ca u3paboteHn ot obemHO oLBETEHA YAapPOYCTONYMBA N1acTMaca.

- Aa 610KMpaT CBETIMHA C Ab/KMHA Ha BbaHaTa 410 - 490 nm noHe 100-KpaTHO.

- Aa MaT cTabnIHA MeXaHUYHA KOHCTPYKLUMA, Aa HAMAT APACKOTUHU, NYKHATUHU U
nospeau no NOBbPXHOCTTA CW.

AnapaTbT MOXe Aa 6bAe M3N0N3BaH CaMOo CNep, IEKapCKa KOHCYATaUMsA BbpXy UK OT
Nvua cTpagawm ot GoTobMONOrMYHN peakumm; anua, npuematm GpoToUyBCTBUTENHN
MeANKAMEHTW; nLa, onepupaHn OT KaTapaKkTa, MLa C peTUHaNHM 3abonABaHUA U

Ap.

PUCKDBT OT HeNpaBoMepHO 0b61b4YBaHE € CUAHO APa3HEeHEe Ha 04MTe, BPEMEHHA NeTHA
B 3pUTENHOTO NOoJ€Ee, TEXKU YBPpEXAAHNA HA 3PEHNETO NMPUN ANPEKTHO NPAKO
06/1bYBaHE, BKAKOYMTENHO A0 3aryba Ha 3peHMe.

& 3. TonAnHHO Bb3AencTBue

TONNMHHOTO Bb3AENCTBME € B C/1IeAICTBUE Ha NOTNbLAHE Ha EHepPruaTa Ha CUHATA
CBET/INHA B TbKaHUTE, NPU KOETO eHeprusaTa ce npeobpasysa B TonaunHa. a ce
061buYBa camo 3bbHaTa TbKaH 6e3 OKONIHUTE MeKM TbKaHW. [pn YyBCTBUTENIHOCT Aa
ce NpaBAT nay3n. PUCKBT OT nperpaBaHe 1 U3rapsiHe ce cay4sa cCamo npu
NPOAB/IKUTETHO HEMPEKBCHATO NPeAo3MpaHo 0babyYBaHe.

Puck ot 60/1Ka, U3rapsiHe Ha MEKUTE TbKaHW.
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4. NoxapHa 6e3onacHocT

- AnapaTtbT Aa ce AbPXKKU Aaney oT pasTBOPUTENN, 3aMaIMMMN TEYHOCTU U MOLLLHK
M3TOYHULM HA TOMNNHA.

- [la He ce M3nara Ha AMPEKTHA CNbHYEBA CBET/IMHA.

- [1a He ce gonycKa nonagaHeTo Ha TeYHOCTM M NOYUCTBALLM NpenapaTh Aa
NPOHWKHAT B anaparTa, 3al,0To TOBAa MOXe Aa AoBee A0 NOoBpeaa WUan 3anasiBaHe.

- AKO U34enneTo U3nbYBa MMPU3IMa MU UM — Aa Ce U3KYM OT 3aXpaHBaHe, Aa He
ce NPaBAT ONWUTM 33 PEMOHT, A3 Ce U3MpPaTh A0 CEPBM3EH LEHTBP.

PUCK OoT noykap n u3rapsaHe.

5. 3abpaHu 3a U3NON3BaHe HA anapara:

AnapatbT Mmoke ga 6bae M3Mn0/13BaH CaMo C/ie IEKapCKa KOHCYAATaLUMA BbPXY AN
OT: Mua cTpagawm ot poToObNONOrMUYHM peakuum; Anua, npmuemalym
$OTOUYBCTBUTENHN MeANKAMEHTU; N1LA, ONepupaHn OT KaTapaKTa; Anua c
peTMHanHM 3abonABaHMA; NLLA C aNleprum; Xopa, KOMTO HAaCKOPO ca NpeTbpnenu
XUPYPTUYHU N KO3METUYHM OnepaLmmn Ha INLETO UK YCTHUTE, BKAOYUTE/THO
NHXXEKLUM C XMaTlyPOHOBA KMCENNHA namn BOTOKC; NLLa C MHOIO YyBCTBUTE/THA KOXKA
WU gepmaTuT u gp. AKo ce npnemat ¢oToceHcMbunmsmpalim cpeactsa nam
MeAMKaMeHTH, Aa ce NPOoBepU NNCTOBKATa Ha N1eKapCTBOTO.
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IV. TEXHUMECKU OAHHU

1. PaboTHO HanpeeHWe Ha anapaTa (cnopep, cneunduKayummTe Ha anapara):
— 24V AC/DC +15% OT AeHTa/IHUA FOHUT

WUAU C AoNbHUTENEH mpeXoB aganTep: Tnn SYS1381N-1224-W2E c -Bx04HO
HanpexeHune 100-240VAC, nsxoaHo HanpexeHune 24VDC Kbm anaparTa.

2. ToKkOBa KOHCymauma:

- 24V AC/DC-0,35A

- 110-240V / 50-60Hz — 0,115A

3. Pazamepun Ha pbKOXBaTKa M3/TbyBaLLA:

- ANaMeTbP - MUHMMaNeH 18mm; - makcumasneH 25mm;

- Ab/IKKUHA - 245mm

4. Terno Ha coHaa (cbe cBeToBOA, M 3aWmTeH dunTbp) — 1008

5. Pexxum Ha nonmmepusauma - RAMP pexxum - ¢ HavyaneH naaseH CTaprT.

6. CBETIMHEH U3TOYHMUK - LWWMPOKOCNeKTbpeH LED moayn ¢ pepnektopHa onTuKa.
7. 3nbyBaHa CBET/IMHA - BbB BUAMMATA YacT Ha cneKkTtbpa - 410 - 490nm.

8. CBeT/IHEeH MHTeH3uTeT - 4o 1300 mW/KkB.cm.

9. Bpeme Ha usnb4yBaHe
-10/20/ 30sec. /+10%/;

10. CBeToBOA dnbpoonTUYEH (MOKe Aa ce BbpTU Ha 360 rpaayca).
11. Pexkum Ha paboTta (1 min. / 10 min.) - NMpu paboTa 1 mnH, 10 MuH naysa.

12. CteneH Ha 3awWmTa OT €/IEKTPUYECKM TOK — NPUNOKEHa YacT Tun B.

MponsBoauTeENAT Ha TO3M anaparT e OCUTYpPU NpU NOUCKBAHE HeobxoaMMaTa AOMbAHUTENHA
TeXHMYECKa AOKYyMeHTauma / Hbopmauma, HeobxoaMma Ha TEXHUYECKMA NEePCOHanN Ha
noTpebuTena Aa 3aMeHM OHe3M YacTu Ha anapaTta, KOUTO NPOU3BOAUTENAT € MOCOYNA KAaTo
noAanexalwy Ha PEMOHT UAK 3amsAHa.
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V. KOMIMJEKTALMUA

1. 3apsgeH aganTtop SYS1381N-1224-W2E - 1 6p. (3a BapunaHTa 220V c aganTop)
2. PbKoxBaTKa M3nbyBaLla - 1 6p.

3. CroiKka - 1 6p.

4. 3awmTteH GunTbp U Kannave — 1 6p.

5. PbKoBoACTBO 3a eKcnaoaTtaums - 1 6p.

BapuaHT 24V BapuaHT 220V c apgantop

YnpaBaeHue n MHANKaumA:
1. U3nbusaw, LED moagyn

2. Crapt/CTon 6yTOH

3. Kaben

10
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VI. NOArOTOBKA U PEL, HA PABOTA

BLUEDENT POWER PEN built-in e npegHa3Ha4yeH 3a ynotpeba kKaTto anapar 3a
BrpakaaHe B CTOMaTO/NI0rMYeH cTon (BapmaHT 24V) nnm cbe 3axpaHBaHe OT MpeKaTa
(BapmaHT 220V c aganTop).

1. AnapaTbT ce n3BaXga OT OMakoBKaTa mMy.

TexHUK No AeHTaNHa TeXHMKa CBbp3Ba Kabena Kbm Knema c HanpexkeHue 24V AC/DC
115% Ha CTOMATONIOTMYHMA CTON. BaXKHO —anapaTbT HUKOra 4a He Ce BKAOYBA KbM
No-BMCOKO HanpexeHune!

2. CtonKaTa ce 3aKpenAa Ha noaxoaAlla BeEPTUKA/IHA NMOBBbPXHOCT C BK/IKOYEHUTE
KpenexXHn esieMeHTHN.

3. MocTaBAT ce CBETOBOABLT M 3aWUTHUAT GUATBLP (MNK Kannaye).
Bux rnasa VIl ExxegHeBHU rpuvXKn 1 NOALAPBHKKA.

3a noanMmepm3aLma Ha NOCTEPUOPHM 3bOU
~. (na ce nocTaBm KaKTo e NoKasaHo) —
3awmTHO Kannave (1)

3a noAMMepm3aums Ha aHTEPUOPHU 36w /
obuwa ynotpeba — 3awmnTeH GpuaTHLP

11
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4. N360p Ha BpeMeTo Ha Tallmepa:

- EAHOKPATHO HaTuckaHe Ha Ctapt/Cton 6yToHa - 10 cek. ®
- BYKPATHO HaTuckaHe Ha Ctapt/Cron 6yToHa - 20 cek. ¢e
( N N J

- TPUKPATHO HaTtucKaHus Ha CtapTt/CTton byTtoHa - 30 cek.

Cnep “3TMYaHe Ha 3a4a4eHOTO Bpeme anapatoT We U3KAKYN NU3XogAalata CBET/INHA.

Mo }enaHne CTOMaToONOMbT MOXKeE [1a Ce MPeKbCHE LMKb/Ia C NOBTOPHO HaTUCKaHe Ha
Crapt/Cton 6yToHa.

Mo Bpeme Ha paboTa cBeTOBOAbLT TPADOBA [a € Ha pa3CcTosHMeE OT NoHe 1 Mm OT 30HaTa
3a noAnumepusaums.

Awnarapama Ha peXuma Ha noammepusauma
RAMP - nnaBHO HapacCcTBaHe Ha MHTEeH3MTeTa Npe3 NbpBUTE 3 CeK.

NHTeH3uTeT

0 3 10 20 30 sec.

(3ByKOB curHan Ha 10, 20, 30 cek.)

5.3awumTa oT nperpAsaHe
YpeabT e 060pyABaH CbC 3aluMTa OT NperpaBaHe, KOATO Ce aKTUBMUPA, aKo

TemnepartypaTa Ha LED moayna ce nosuwm go 50 ° C.
Heobxoanmo e aa nsyakaTe oxaxKAaHeTo Ha anaparTa.
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VIl. EXEAHEBHU I'PUXKU U NOAAPDBKKA

1. MounctBaHe Ha cBeToBOAa / 3aLWMUTHOTO Kannaue.

CBETOBOABLT U 3aLLMTHOTO Kannaye TpabBa ga ce cTepuan3npaT npeam Beaka
ynoTpeba Ha anapatal Te ce A4OCTAaBAT B HECTEPUIHO CbCTOAHME U TPAGBa Aa 6baat
CTEepUIN3UPAHM Npeau NbpBaTta ynotpeba.

Mpeayn BCceKM NaLeHT cBeToBOABT (camo Tol, 6es
pbKOXBaTKaTa) TpA6Ba Aa 6bae NOYNCTEH MEXAHUYHO OT
nosienHas KOMNO3UT a c/ied ToBa Ype3 ge3nHPpeKkTnpaLy,
npenapart (Hanp. Desident CaviCide nau gpyr, gonyctum

OoT MMHUCTEPCTBOTO HA 34PaBEONA3BAHETO) U
CcTepunn3npaH Ypes aBToknasmupare npu 134° C3a 5 muH. 4 \

CBETOBOABLT CE MOHTMPA/AEeMOHTMpPa Ypes nocTassaHe /
n3abprneaHe N MOXe fa ce BbpTU Ha 360 rpagyca.

EXXegHeBHO cBeTOBOADBLT Tpﬂ6Ba Ja Ce nposBepAaBa 3a:

- nonenHan (IJOTOKOMI'IO3MT no 4eno0To Ha CBETOBOAA
(I'IO‘-II/ICTBa Ccé BHMMATENIHO C TN HEMETANEH npep,meT)

- MéXaHU4YHU NnoBpean.

MpoBepkKa 3a npoBeXKAaHe Ha cBeTAInHaTa: [la ce M3BaaM CBETOBOAA W IN1eaiKu
npes3 Hero Haco4YeH KbM CUJIHA CBET/IMHA - aKO MMa 3aTbMHEHMW ydYacTbum Hag 10% ot
NAOLLTA, @ Ce€ 3aMEHMU C HOB.

[o6pe O [edekTeH @

13
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2. MNouyncreaHe Ha anaparta

3a ae3nHdeKLMA Ha anapaTa,
HanpbCKanTe Ae3nHpeKTUpaLy npenapart
BbpXy Napye namyk /

MeK NNaT 1 MOYNCTETE PbKOXBATKATA U
3apAgHMA agantop. Moxe aa
M3NoN3BaTe U

Ae3nHpeKumpaLm Kbpnuydkm.

He n3non3eanite abpasmsu nam
Pa3TBOPUTENM, 3aLL0TO TE MOXKe A3
yBeAAT YacTuTe Ha anapaTa!

[la He ce NpbCKa AMPEKTHO BbPXY
pbKOXBaTKaTa unm B byToHa!

VIIl. TAPAHUMUOHHU YCNTIOBUA

1. FapaHUNOHHUAT CPOK Ha CTOMATo/IorM4eH poTononmMmepmsnpaly, anapaT
BLUEDENT e 24 (gBageceT 1 4eTMpu) meceula OT gaTaTa Ha 3aKynyBaHe. AKo gaTaTa
Ha 3aKynyBaHe He e NOMb/JHEHA U INNCBAT rapaHLNUOHHM AOKYMEHTH, rapaHUMATA
3ano4ysa ga Teye OT gaTaTa Ha NPOU3BOACTBO.

2.B nepmnoada Ha rapaHUMOHHUNA CPOK 3aMAHATA Ha AGd)EKTMpafIl/ITe enemeHTun ce
M3BbpLUBA 6e331:3me3,u,Ho oT CI)I/IpMaTa npounssBoaunTen. CBeTOBOADBT HE NOANENKM HA
rapaHuUmMoHHO O6CJ'IY)KBaHe.

3.AKO npes rapaHUMOHHMA CPOK anapaTbT e AedeKTupan BCAeACTBUE Ha HeNpaBW/IHa
eKkcnaoaTauma (MexaHMUYHU, XMMUYHU, TONAUHHW, eN1IeKTPUYECKN NOBpeaMm,
M3Mnoa3BaHe He Mo NpegHa3sHayYeHne), HENPABM/IHO CbXPaHEHME U APYTY NPUYUHU MO
BMHA Ha NOTPebuTens, PeMOHTbT He e rapaHLUMOHEH.

14
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4. He ce npuemart WeTn n pekiamaunmm B cnencrsme Ha ToKkosun yaapu, robMoTeBUYHHA
6pr, HeCna3BaHE Ha MEPKUTE 34 eﬂeI-(TpO6e3OI'IaCHOCT.

5. TpaHcnopTUpaHeTo Ha anapaTa A0 cepBu3a TpAbBa ga ctaBa camo BbB PpabpuyHaTta
OMNAKOBKa, 3a Aa ce nsberHat HexxenaHn nospeau. CBetoBoAbT TPAOBA Aa ce onakosa
OTAE/NIHO OT pbKoxBaTKaTa. TpAabBa Aa ce NnpeacTaBU rapaHUMOHHATa KapTa (ToBa
PbKoBOACTBO, C nonbaHeHa rnasa Xl JaHHu 3a BLUEDENT) unu Konue ot dpakTypaTa
3a npoaarkba, NoKasBala CEPUMHMAT HOMEP Ha anapara.

6. Mpun n3BbPLIBAHE HA PEMOHT OT HEYMbJIHOMOLLEHM N1LLA U3BbH PUPMEHUA CepBU3
WJIN aKO Ca U3NON3BAHU HEOPUTNHAIHU €NEMEHTU U Bb3N, NOTpebutenat rybum
NpaBo Ha rapaHUMOHEH CepBU3.

7. OTKa3 OT OTrOBOPHOCT: [Tpon3BOAUTENAT He Ab/KK 0be3lweTeHMe U1 NpPOoNycHaTH
noAn3u Npu nospeaa Uan Henb/IHO GYHKUMOHUPAHE HA anapaTa, He3aBUCMMO KaKBa €
npuyYMHaTa nam npm npobnemm, Bb3HMKHAAM OT HECNA3BaHE Ha MEPKUTE 33
6e3onacHocT npu puckose (rnasa lll, Puckose)

8. FapaHUMOHHOTO 06C/y»KBaHE Ce M3BbPLIBA BbB PUPMEHUS CEPBU3 HA afpec:

g@ BG LIGHT PRO:

B IAWUT NPO 00,

6yn.Bacun Anpunos 155, 4027 Nnosgus
Ten.:+359 32 644089
office@bglight.com

www.bglight.com

9. CpOKbT Ha eKcnoaTauma Ha anapaTa e onpeAeneH Ha 5 roavHM OT AaTtaTta Ha
3aKkynyBaHe. Cnea n3TMyYaHe Ha XXU3HEHMA UMKbA, NON3BATENAT My TpAOBa Aa
npeycTaHOBM eKCN10aTauMATa Ha anapara.

Mo *KenaHue Ha NOA3BaTENSA, XKUIHEHUAT LMKDBA MOXKe aa 6bae yabaKeH. 3a uenTa
anapaTbT TpAbBa fa ce BbpHe BbB prpmaTta npomssoguten 6 TAUT MPO 00/,
KbAeTo TpabBa ga 6baaT NPOBEPEHN XapPaKTEPUCTUKNTE MY M Aa b6baaT TeCTBaHU U
CMEHEHW BCUYKN OCHOBHW eleMeHTH (M3n1buBaTeNIN, aAanTop, eNIEKTPOHHU NAATKK).

10. [pu Bb3HMKBaHE Ha CMOPOBE BbB BPb3Ka C MPUIAraHeTo U Tb/IKyBaHETO Ha

Ta3n NHCTpyKumMs 3a ekcnonaTaums, Te We ce pelwasaT oT [110BANBCKN OKPBbIKEH CbA,
Nno cunaTta Ha AencTBaWoTo 6bArapcKo 3aKOHOAATE/ICTBO.
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IX. AAHHU 3A CEPBU3HOTO OBC/1YXBAHE
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X. YECTO 3AAABAHU BbITPOCU

BLUEDENT POWER PEN built-in
LED ¢doTononmmepusmnpady, anapart

Mpobnem

PeweHue

BYTOHBLT He pearMpa NPaBUAHO

MoumncTeTe 0KOI0 BYTOHA CbC CMMPTHO
TamnoH4ye. AKo ByTOHBT NpoAbAKaBa Aa He
pearnpa npasBu/IHO - U3NpaTeTe YyCTPOMUCTBOTO B
cepsusa.

Cnab edekr Ha
noaMmepusmpaHe

Heobxoanmo e ga n34ymcTmute 4enoTo Ha
CBETOBOJA C HEMETa/leH nNpegmeT 1 aa
NOYUCTUTE CBC CIUPT NONENHANMUA KOMMO3MUT.
AKO pe3ynTaTtbT e cnab - nsnparere
YCTPOMCTBOTO B CEPBM3A.

MaumeHTHLT U3NUTBA
AUCKomopT No Bpeme Ha
NpoAbAXKUTENEH Npouec Ha
nonnmepusauma 20-30 sec

Heobxogmmo e aa ce nonmmepursnpa C KPaTku
umKau - 10sec nam no-masnko, ¢ KpaTtkm naysm 1-
3sec. YyBCTBUTE/IHOCTTA € NO-BUCOKA, aKOo
cBeT/IMHaTa e 61mn30 Ao 3bbHaTa nyana u ce
HaMa/NABa C BCEKU CNOMN.

3axpaHBaWMAT Kaben nam
apganTop e nosBpeaeH

N3npaTeTe B cepBu3a.

HaBnusaHe Ha TeYHOCT B
YCTPOMUCTBOTO

M3npaTeTe B cepBum3a.

Cnep napaHe Ha noga
YCTPOMCTBOTO He paboTtu

M3npaTeTe B cepBum3a.
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XI. AEKNAPALUA 3A CbOTBETCTBUE

14 BG LIGHT PROE

TEXHUYECKO OOCHUE
BLUEDENT
LED anapart 3a
cdoTononumepusaumns

TD 7.2

EC Oeknapauus 3a cbOTBeTCTBME
Paspabomera e coomeemcmsue ¢ MDR (EU) 2017/745

MNpownssoauTten:
SRN:
Agpec:

6yn.Bacun Anpunos 155, 4027 Mnoeave

BIr TAUT NPO 00.

C€

Ten.: 032 644089, email: office@bglight.com
EWK 208000520, AAC N: BG208000520

MpoaykT:

Koga: HanmeHoBaHune:

CtomatonoruyeH LED anapart
3a dhoTononuMepusauus

200-002b BLUEDENT POWER PEN - built-in 24V

Pedakyusi 03

200-002m BLUEDENT POWER PEN - built-in 220V
Basos UDI: 38001748200000G8
EMDN koa: Q0190
Knacudukaums: AKTVBHO MHBa3UBHO MeAMUMHCKO u3aenuve oT knac | Ha PernameHT 3a meguumHckn nsgermvsa - MDR (EU)

2017/745

MpeasuaeHa ynotpeba: BLUEDENT e npegHasHayeH 3a hoTononumepusaumus Ha KOMno3uTn u MaTepuanu, n3nons3saHu B AeHTanHaTa
npakTuka (obnvysaHe cbC cuHa ceeTnuHa 410-490 nm).

MpousBoanTensaT Aeknapvpa, Ye MeauuuHckuTe uspenust B obxsata Ha [leknapauusTa ca B CbOTBETCTBME C pasnopenbute Ha
PEMMAMEHT (EC) 2017/745 HA EBPOINENCKUA NAPJTAMEHT 1 HA CbBETA.

MsnbnHenu ca npunoxumute OBLLV M3VCKBAHUA 3A BESOMACHOCT U AEVNCTBWE, onpeaeneny B MpunoxeHue | Ha onucanus no-
00Ny HOPMaTUBEH aKT M HA HOPMATMBHO TEXHUYECKM OOKYMEHTU, KOraTo MEOULUHCKOTO M3genue ce M3nonsea no npeaHasHayveHve n B
CbOTBETCTBME C M3NCKBaHNATa 3a 6e3onacHoOCT.

[okymeHT 3arnaBue M3paHue / pata
Ha n3gaeaHe
Peanamenm PEITIAMEHT (EC) 2017/745 HA EBPOTEACKUS NMAPJIAMEHT U HA CbBETA 05.05.2017
Ha EC
2017/745 om 5 anpun 2017 20duHa 3a MeduyuHckume u3denus, 3a usmeHeHue Ha [Jupekmusa (nocnedHa
2001/83/EO, Peenamernm (EQO) Ne 178/2002 u Peenamernm (EQ) Ne 1223/2009 u 3a ommMsiHa rnpomsiHa
Ha dupekmusu 90/385/ENO u 93/42/ENO Ha Cbeema 24.04.2020)

3a nocturaHe Ha CbOTBETCTBMETO Ca U3MbIIHEHN U3UCKBAHUSATA HA cCnegHuTe CTaHaapTu:

EN ISO 13485:2016 +/AC:2017/
IAC:2018/ A11:2022 +/AC:2017/
/AC:2018/ A11:2022

MeavuuHcku nsgenus. Cuctemu 3a ynpasrieHne Ha Ka4eCTBOTO. M3nckBaHus 3a uenute Ha HOpMaTmnBHUTE

aKToBe.

EN ISO 9001:2015

Cwuctemm 3a ynpaBJieHne Ha Ka4eCTBOTO. MauncksaHus.

EN ISO 60601-1:2006
/A1:2013/AC:2014/A2:2022

EJ'IeKTpOMe,EI,MLWIHCKI/I anapartu. Yact 1: O6wm n3mckBaHms 3a 0OCHoBHa 6e30MacHOCT U CbLLECTBEHMN

XapaKTepucTuku

EN 60601-1-2:2015/A1:2021

EnexktpomeanumHckm anapatu. Yact 1-2: O6wm nsucksaHvs 3a OCHOBHa 6€30MacHOCT U CbLLECTBEHN
xapakTepucTuku. [lonbneall cTaHaapT: EnekrpomarHutHu cMyLeHns. NamcksaHus 1 M3anUTBaHus.

EN 60601-1-6:2010+ /A1:2015 /
1A2:2021

EnexktpomeanumHckm anapatu. Yact 1-6: O6Lwm nsucksaHus 3a OCHOBHa 6€30MacHOCT U CbLUECTBEHU

XapaKTepUcTmkn. Donbnealy, CTaHOapT: anHO)KVIMOCT

EN 60601-1-8:2007+ /A1:2013
/1A11:2017 /A2:2021

EJ'IeKTpOMe,EI,MLWIHCKI/I anapartu. Yact 1-8: O6Lwm nsmckBaHms 3a OCHOBHa 6€30MacHOCT U CbLLECTBEHU
XapaKkTepUucTukn. Donbnealy, CTaHaapT: OCHOBHU M3WCKBaHUS, U3NUTBaHUS 1 PBKOBOACTBO 3a anapMeHu

CUCTEMU B eNneKkTpomMeguUMHCKM anapaTt n enekTtpomMeanunHCK1 cCuctemMun
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EN ISO 10650:2018 CtomaTtonorusi. Enekrpuyeckn aktmeaTopu 3a nonumepusaums

EN 62304:2006/A1:2015 CodpTyep 3a MmeauumHcku ycTpoincTsa. [Npolecu no Bpeme Ha 13nonseaHe Ha codtyepa

EN 62353:2014 EnexktpomeanumHckm anapatu. [lepmognmyHo nsnuteaHe 1 nsnuTBaHe crnej PEMOHT Ha eNeKTPOMEANLIMHCKN
anapatu

EN 62366-1:2015+ AC:2016/ MeauuuHcky ycTporicTBa. MisnonasaHe Ha NpUnoXeH MHXEHEPUHT B MEAULIMHCKN YCTPONCTBA.

A1:2020

EN ISO 14155:2020 KnuHnyHu nacnegsaHvs Ha MEAMUMHCKU YCTPONCTBA 3a naumeHTu-xopa. [Jobpy KMUHUYHW NPaKTUKK.

EN ISO 10993-1:2018 BronornyHo oueHsiBaHe Ha MeguuUMHCKK ycTponctea. Yact 1: OueHka n TecTBaHe B paMKuTe Ha npoleca Ha
ynpaBreHve Ha pucka.

EN ISO 14971:2019+/A11:2022 MeauuuHckn ycTporictea — MNpunoxeHve Ha ynpaBneHneTo Ha pyucka BbpXy MEeAULIMHCKM YCTPOWCTBA.

CEN ISO/TR 24971:2020 MeauuuHcku usgenus. PekoBoacTeo 3a npunaraHeto Ha ISO 14971.

EN ISO 15223-1:2021 MeaununHckun nsgenus. O3HayeHus, 13non3BaHn B MHpopMaumsaTa, NnpeaocTaBsHa oT npomssogutens. Yacr 1:
06K n3nNCKBaHUS

EN ISO 20417:2021 MeavuuHcku nsgenus. NHdopmauums, KoaTo ce npegocTassi OT NPOU3BoOAUTENS.

Directive 2012/19/EC [vpekTuBa OTHOCHO OTMaAbLM OT EMEKTPUYECKO M enekTpoHHO obopyasaHe (OEEO)

KnacudukaumaTa e n3sbpLueHa oT npom3Boautens cbobpasHo PernameHTta 3a meanumHcku nagenua - MDR (EU) 2017/745, Mpunoxexve
VIIl, Mpasuno 13.
Mpouenypa 3a oLeHKa Ha CbOTBETCTBMETO CbrMacHo uneH 52, naparpad 7 Ha MDR (EC) 2017/745.

[eknapauusaTta 3a CbOTBETCTBUE Ce u3gaBa B usnbiHeHne Ha lMpunoxenne IV “EC Oeknapauus 3a cboTBeTcTBME® Ha PernameHTt Ha EC
2017/745, Ha 6a3aTta Ha pe3ynTaTtuTe OT MPOBEAEHN U3NMUTBAHMSA M OLeHKa Ha CbOoTBETCTBMETO ¢ OB6LM n3nckBaHusa 3a 6e30nacHoCT U
nevicteue, onpenenenn B MNpunoxenue |, BHegpeHa u ceptuduumpana Cuctema 3a ynpaBrieHMe Ha KayecTBOTO — cepTudukaTu: - 1ISO
9001:2015 - No AC090 100/2409/6029/2025, 1ISO 13485:2016 — No AC090 MD/0008/6029/2025 ot TUV NORD Polska Sp. z 0.0. (NB
2274).

Hacrtosawara EC [Jeknapauus 3a CbOTBETCTBME € U3hageHa eANHCTBEHO Ha OTFOBOPHOCTTa Ha NpousBoauTensi.
Bl NANT NPO 00 nogabpxa AaHHU 3a OcuUrypsiBaHe, oueHKa U nogapbXka Ha CbOTBETCTBMETO HA MeAMUMHCKOTO u3genve, CbrnacHo

Mpunoxenwe Il “TexHnyecka gokymenTaumsa” ot MDR (EU) 2017/745.

08.05.2025 nHx.MNnameH KapaneaHoBs
Mnosamvs Ynpasuren
BI" NAAT MNMPO OO0
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Xil. AAHHU 3A BLUEDENT

SN:

LOT:

LNATA HA
NPOU3BOACTBO:

KAYECTBEH
KOHTPO/:

[OATA HA
NPOOANBA:

MNocnegHa pegakuma: 22.07.2025
Cnepete www.bglight.com 3a o6HoBeHa pefakuma Ha Ta3n MHCTPYKUMA 3a eKcnaoaTtauums.
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