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bnazodapum 3a dosepuemo Kom rnpodyKkmume Hu!

BHumamesniHo npoyememe moea pbKosoo0cmeo npedu UHCMAanupaHe u 3arno4ysaHe
Ha paboma c anapama, 3a 04 20 rnos3same u nNoo0ovpxcame b6e3npobsaemHo!
3anazeme pvkosodcmeomo, mo uwje Bu 6v0e Heobxooumo u 8 bvoeuwie.

CbAbPXAHMUE:

I. ONUCAHUNE N ®YHKUMWN HA ANAPATA
. CUMBOJIA

lll. MEPKW 3A BESOMACHOCT

IV. TEXHUYECKU OAHHW

V. KOMIMNEKTAUMA

VI. NOArOTOBKA U PEA HA PABOTA

VII. EXEOHEBHU TPUKRKU U NOOAPBHKKA
VIll. TAPAHUMOHHWN YC/1OBUA

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

XI. AEKNAPALMA 3A CbOTBETCTBUE

XIl. AAHHW 3A BLUEDENT

I. OMNCAHUE U ®YHKLUU HA ANAPATA

CTomaTonormyHmaT potononnmepmsmnpaly anapat BLUEDENT POWER PEN (COLOR) e
MeAULNHCKO usgenume - cneunanmsnpaH cBeTogmoaeH anapaTt 3a MHTpPaopasHa
NoMMepPU3aLLMA Ha CTOMATONIOTMYHU MaTepmann, YyBCTBUTE/IHM KbM CUMHATA YacT Ha
CBET/INHHMA CMEKTBP.

AI'IapaT'bT e npeagHasHa4dyeH 3a n3nosa3BaHe Camo OoT AUNA0OMNPaH CTOMATo/ 10l U B
CTOMATO/IOTMYeH KabuHeT.

BLUEDENT POWER PEN (COLOR) ce cbcTouM OT coHAa 6e3'KnyHa cbC CTOMKA U
3apageH aganTop.

AnapaTbT e Nnpom3BeaeH B CbOTBETCTBUE C U3UCKBAHMATA HA PernameHT 3a
MeauUNHCKN nsgenma MDR 2017/745 v ctanpapTtyn I1ISO 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 Noco4u, ye e HeobXxoAMMO BHUMAHME Npu paboTa C YyCTPOMCTBOTO MU
ynpasneHneTo 6,130 40 MACTOTO, KbAETO € NOCTaBeH CUMBOJTBT.

O6bpHeTe ce KbM PLKOBOACTBOTO/6poLLypaTa C UHCTPYKLMMU
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 HanpexxeHue
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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MapTuaeH Kopa,
MNMoKa3Ba NapTMAHUA Kog Ha NPOU3BOAUTENSA, TaKa Ye NapTMaaTa Ha usgenmneto 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 NpegMeTu, 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 TeEMNEePaTYPHW FPaAHMLM, 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 CbAbPMKAHMETO Ha TPAHCNOPTHATa 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
0oTNaabK, a TpA6BA Aa ce U3NpaTh B CbOPBIKEHUA 3@ pas3aenHo cbbupaHe 3a
Bb3CTAHOBABAHE U peLMKAMpPaHe.
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lll. MEPKW 3A BE3OMNMACHOCT

A ObLUN NPEAYNPEXAEHUA:

BLUEDENT e meguunHCKO nsgenme ot Knac | 1 Kato TakbB OTroBapA Ha U3UCKBAHMATA

Ha PernameHTa 3a meamnumHcku nsgenua MDR (EU) 2017/745. 3a ga ce nonssa

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, A C€ CMEeHU MACTOTO Ha anapaTa U Aa Ce BKAKYN 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 tmn SYS1638-0605-W2E.

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

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

- Temnepatypa ot +10° go +40° C;

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

- IMNCa Ha 3arnpaweHocCT B NOMeLLEHUNETO;

- aTMocdepHo HanaraHe 700 - 1060 hPa;

- OTCBHCTBUE HAa XMMUYECKM aKTUBHU M 3aNaIMMMN BeLLLeCTBa;

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

- anapaTbT UM HAKOA OT YacTuTe My He TpsAbBa Aa ce pa3rnobasa, 40OKATO e BKAOYEH
KbM 3axpaHBaHeTo!

Mpw npobaem cbe 3axpaHBalLMA aaanTop UM Kabena My, aganTopbT Aa Ce 3aMeHM C
HOB.

Mpu rpbmMmoTEBMYHKM BypU anapaTbT He TPsOBa Aa ce 3aperkaa B 3aXpaHBallaTa
MpeXKa.

Puck: [Npn Hecna3BaHe Ha Te3n NpeanmncaHnA € Bb3MOXEH TOKOB yaap BbpXy
NoN3BaALLNTE aNapaTa.
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2. CBEeTNIMHHO n3nbuBaHe

BLUEDENT e M3TOYHUK Ha MHTEH3MBHA CBET/IMHA B CUHATA 06/1aCT, KbM KOATO
YOBELLKOTO OKO MMa BUCOKA YyBCTBUTENHOCT. O61bYBAHETO Ha 0YMTE U KOXKaTa C
WHTEH3MBHA CBET/INHA HOCU PUCK OT yBpexXaaHe. OT ToBa NPOM3TUYAT CEPUO3HUTE
MePKK, KOUTO TPAGBaA Aa ce B3emaT 3a 3alMTa Ha NaUNEeHTUTE N MeaULMHCKNS
nepcoHan.

Hukora He TpabBa Aa ce Haco4Ba CBET/IMHATA Kbm oumnTe! ObabuBaHeTo TpAabBa Aa e
OrpaHNYeHo A0 MACTOTO 3a paboTa. [la He ce 06N1BbYBAT MEKMTE TbKAHMU.
3aabkutenHo Tpabea ga ce M3Non3BaT cneumnanHu GUATPU UK 3aLUTHU OYUAA,
KOWTO OTroBapAT Ha U3MCKBAHUATA:

- OumnaTa ga NOKPMBAT NABTHO OYUTE U CNENO0YMNETO, OPU AKO HOBEKDBT HOCU
ONTUYHU OYMAa.

- Aa ca u3paborteHn ot obemMHO oLBeTEHA YAapOyCcTONYMBA N1acTMaca.

- Aa 610KMpaT CBET/IMHA C Ab/IKMHA Ha BbsiHaTa 410 - 490 nm noHe 100-KpaTHO.

- Aa MaT cTabuaIHA MexaHUYHA KOHCTPYKLUMA, Aa HAMAT APACKOTUHU, NYKHATUHU U
nospean rno NOBbPXHOCTTA CWU.

AnapaTbT MOXe fa 6bae M3Noa3BaH CaMo Clef IeKapcKa KOHCYATauus BbpXy Uan oT
Nvua cTpaaawm ot poTobMONOrMYHN peakuum; anua, npuemaiim GoToUuyBCTBUTENHN
MeANKAMEHTU; LA, ONepupaHn OT KaTapakTa, MLUa C peTUHaNHM 3a601ABaHUA U

ap.

PUCKBT OT HENpaBoOMepHO 0H6AbYBAHE € CUIHO APa3HEHE Ha 0YMTEe, BPEMEHHA NeTHA
B 3pUTENHOTO NoaeE, TEXKU YBPEXAAHNA HA 3PEHUETO NPUN ANPEKTHO NPAKO
o0b61byYBaHe, BKAOYUTENHO A0 3aryba Ha 3peHue.

& 3. TonAnHHO Bb3aencTBue

TonnnMHHOTO Bb3AENCTBME € B CIeACTBUE HA MNOMNbL,AHE HA eHepPrusaTa Ha CMHATA
CBET/IMHA B TbKaHUTE, NPU KOETO eHeprusTa ce npeobpasysa B TonnHa. [la ce
061byYBa camo 3bOHATa TbKaH 63 OKONIHUTE MEKW TbKaHU. MpU YyBCTBUTENHOCT Aa
ce NpaBAT Nay3un. PUCKBT OT nperpsaBaHe M U3rapaHe ce cay4ysa camo npu
NPOABAKUTENIHO HENPEKBCHATO Npeao3npaHo 0babyBaHe.

Puck o1 60/1Ka, n3rapsaHe Ha MEKUTE TbKaHMU.

4. NMoxapHa 6e3onacHocT
- AnapaTbT Aa ce AbPXKKU Aaney oT pasTBOPUTENN, 3aNaZIMMMN TEYHOCTU U MOLLLHK
M3TOYHWULM HA TONMHA.
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- [la He ce u3nara Ha ANPEKTHA CZTbHYEBA CBET/IMHA.

- [1a He ce gonycka nonagaHeTo Ha TeYHOCTU M NOYUCTBALLM NpenapaTn 4a
NMPOHWMKHAT B aNapaTa, 3alllOTO TOBA MOXe Aa AoBeae A0 nospeaa 1 3anasiBaHe.

- AKO U3genmeTo U3NbyBa MUpmn3ma nam gnm — aa ce U3KJ4m ot 3axpaHBaHe , Aa He
Ce NMpaBAT OMNMUTU 3a PEMOHT, Aa Ce U3MNpPaTh A0 CepBU3EH UEHTDBP.

PUCK OT NoXap 1 nirapsaHe.

5. 3abpaHu 3a M3N0/3BaHe Ha anaparTa:

AnapaTbT MOXe A3 6bie M3N0N3BaH CaMO Cae IEKapCcKa KOHCyAaTaluma BbPXY UK
OT: LA CTpagalm oT GOTOOBMONOTMYHIN pPeakLMn; ML, NpUemaLLm
$OTOUYBCTBUTENHU MEANKAMEHTH; INLA, ONepupaHn OT KaTapaKkTa; nua C
PETUHANHK 3a6015BaHMA; MNLA C aNeprnmn; Xopa, KOMTO HACKOPO ca NpeTbpnenmu
XMPYPTUYHU UM KO3METUUYHU Onepaumn Ha IMLLETO UAN YCTHUTE, BKAOUYUTENHO
NHXEKLUMU C XManypoHOBa KNUCENMHA UK BOTOKC; MNLA C MHOTO YyBCTBUTE/IHA KOXKa
AN AepmaTuT n ap. AKo ce npuemaT GOTOCEHCUBUAN3UPALLM CPEACTBa UK
MeANKAaMEHTH, Aa Cce NPOBEPU NMCTOBKATa Ha JIEKAPCTBOTO.

IV. TEXHUYECKU OAHHU

1. PaboTHO HanperkeHuMe Ha anapaTa - 3.7V antmeBo-nmoHHa 6atepua Tun 14500
(kanmauuTeT - 800mMAh).

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

- 100-240VAC / 50-60Hz BXxOAHO HanpeskeHune

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

- 0.5A max KoHCymauma oT mperkaTta

3. Paamepu Ha CoHaa 6e3XKn4yHa:

- AUAMETDBP - MUHUMaNeH 18mm; - MakcmmaneH 25mm;

- Ab/IKUHa (6e3 ceeToBOoA) - 148mm

4. Terno Ha 6e3)XMYHaTa COHA4A CbC CBETOBOA, M 3aLLNTEH PUATBP

- POWER PEN COLOR (nnactmacos kopnyc) - 80g

- POWER PEN (meTaneH Kopnyc) - 100g

- CTOWKa - 276g

5. Pexxum Ha nonnmepusauyma - RAMP peXkum - ¢ HayasieH naaBeH CTapr.

6. CBET/IMHEH U3TOYHMUK - WNPOKoneHToB LED moayn ¢ pepnektopHa onTMKa.
7. U3nbyBaHa CBET/IMHA - BbB BUAMMATA HacT Ha cnekTbpa - 410 - 490nm.

8. CBeT/IHeH MHTeH3uTeT - go 1100 mW/kB.cm.

NHTEH3UTETLT € cTabunmsnpaH 1 He 3aBUCK OT CbCTOAHMETO Ha baTepumATa.
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9. Bpeme Ha n3nbyBaHe

-10/ 20/ 30sec. /+10%/;

10. Bb3MOXKHOCT 3a paboTa ¢ Hanb/IHO 3apeaeHa batepusa - 4o 2100sec. (210 umkbAa
x 10sec.)

11. Bpeme 3a 3apAag, - 34. 3a NbsieH 3apAag, 24. 3a 80% 3apaga,

12. Bu3yanHa MHAMKaUMA - UBEeTeH MHANKATOPEH NPbCTEH M 3BYKOB CUTHA/ Ha BCEKM
10 cek.

13. MpeaynpexaeHune 3a paspeseHa batepma n MHANKALMA 32 HANDB/IHO pa3peaeHa
6atepua.

14. CeetoBoA dpmnbpoonTryeH (Moxe Aa ce BbpTM Ha 360 rpaayca).

15. Pexkum Ha paboTta (1 min. / 10 min.) - Npu paboTa 1 mnH, 10 MuH naysa.

16. CTeneH Ha 3awWmMTa OT e/IeKTPMUYECKM TOK — NPUAOXKEHa YacT Tmn B.

MpounsBoauTENAT Ha TO3M anaparT e OCUTypu Npu NoUCcKBaHe HeobxoanMmaTa AOMNbAHUTENHA
TeXHUYeCcKa AoKyMeHTauma / nHpopmaums, Heobxoamma Ha TEXHMYECKMA NepcoHan Ha
noTpebutena Aa 3aMeHM OHe3M YacTu Ha anapaTta, KOMTO NPOU3BOAUTENAT € MOCOYN KAaTo
noanexalwm Ha PEMOHT UK 3amsHa.

V. KOMNNEKTALUMUA

1. Agantop ¢ mmkpo USB nsxopg 5V
DC/1.2A -16p.

. CoHpaa 6e3)unyHa - 1 6p.

. batepneH moayn - 1 6p.

. CBeTtoBOA - 1 6p.

. 3awmTeH puntop - 1 6p.

. 3aWMTHO Kannaye - 1 6p.

. CTonKa (2 yactu) -1 6p.

. PbkoBoAacTBO 33

eKkcnnoataums - 1 6p.

0O NO U B WN

YnpasaeHne v HANKauma:

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

3. CeeTel, MHAMKATOPEH NPbCTEH
4. batepueH moayn
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VI. NOArOTOBKA U PEL, HA PABOTA

BLUEDENT POWER PEN (COLOR) e npegHa3Ha4yeH 3a ynoTtpeba KaTo 6e3xunyeH
aBTOHOMEH anapar.

1. Al'lapaT'bT Cé n3Baxaa OoT ONMNakKoBKaTa Mmy. CTolikaTa ce crnobsBa KaTo ce NocTaBAT
€Ha B Apyra ABETe 4YacCTu. MocTaBs ce Ha cTabuiHa XOPU30OHTa/IHA NOBBPXHOCT.

2. MocTaBAT ce CBETOBOABLT M 3aLLUTHUAT GUNTBLP (UK Kannave).
BuxK rnasa VIl ExxegHeBHU rpMXKN 1 NOAAPDHKKA.

3a nosiMmepm3aumsa Ha NOCTEPUOPHM
~ 3b6M (ga ce nocTaBm KakTo e
NoKa3aHo) - 3aWmTHO Kannave (1)

3a nosiMmepur3auma Ha aHTEPUOPHMU
3b6M1 / 06113 ynoTpeba — 3awmTeH
dunTup

3. UHauKauma

3.1 LiseTeH MHAUKATOPEH NPbHCTEH

U3KNo4YeHOo cbCToAHMUE -
LUBETHUAT NPbCTEH HE CBETW.

PaboTeH pexxum - nonmmepusayms.
CseTu B 3es1eHO0

10



~@ BG LIGHT PRO® BLUEDENT POWER PEN (COLOR) cordless
LED ¢doTononmmepusmnpady, anapart

Mpu 3apexpaHe Ha batepuAarta ‘ . . ‘ ‘ ‘ .

Mpu 3ByKoBa CMrHanuM3auuA.
Mpumurea 6aBHO B CMHbLO

CBeTu B CUHbO

MperpasaHe Ha anapaTa
MpumureaHe B XbAT UBAT

BaTepuATa e HanbAHO paspeAeHa 1 | 1
- HAKONIKO 6BbP3M KPaTKW NPUMMUTBaHNA B
CMHBO NPY ONWUT 3a CTapTUPaHe.

3.2 LED moayn

Kakeo nokassa LED mogyna:
MpUMmMrBaHeTO My O3Ha4aBa, Ye baTepusaTa e

AN noutv paspeaeHa 1 anapaTbT CkOpo e

N3KTHOYN.

4. N360p Ha BpemeTo Ha Taumepa
Cnep, HayanHO HaTUCKaHe Ha ByTOHa anapaTbT € B PEKMM Ha FOTOBHOCT.
N36upa ce BpemeTo Ha Tarimepa:

- EAHOKPATHO HaTuckaHe Ha Ctapt/Cton 6yToHa - 10 cek. ®
- ABYKPATHO HaTuckaHe Ha CtapT/Cton 6yToHa - 20 cek. ::.

- TPUKPATHO HaTtucKaHus Ha CtapTt/CTton 6yTtoHa - 30 cek.
[a ce ob6nbyuBa OT pa3cToAHMe OT NoHe 1 mm OT 30HaTa 3a NoAMMepm3aLma.

Awnarapama Ha pekuma Ha noammepusauma
RAMP - nnaBHO HapacTBaHe Ha MHTEH3MUTETa Npe3 NbpBUTe 3 CEK.

NHTeH3uTeT

0 3 10 20 30 sec.
(3ByKOB curHan Ha 10, 20, 30 cek.)
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5. Kpait Ha uuKbaa
Cnepn n3TMYaHe Ha 33a4eHOTO BPEMe anapaThbT LLE U3KIHUYN U3X0AAL,aTa CBET/INHA.
Mo enaHne CTOMaToNONbT MOMKE Aa Ce NPEKbCHE LMKb/a C MOBTOPHO HAaTUCKaHe Ha
Crapt/Cton 6yToHa.

6. 3awMTa OT NperpABaHe
Tepmo3awmraTa ce aKTMBMPA, aKo TemnepaTtypaTta Ha LED moayna ce nosuwasa Ao
50 ° C. ToraBa LBETHMAT NPDBCTEH LLLE MUTA B }KbATO A0KATO YCTPOMCTBOTO CE OX/IAAM.

7. batepua - noaAapbBIKKA, 3apeXkaaHe U CMAHA

N3penvneTto nsnonssa NNTMeBO-MoHHa baTtepus Tmun 14500 / 3,7V / 800 mAh.
CbcToAHMETO Ha baTepuATa ce MHAMLMPA CbC CBETELLMA NPBbCTEH Ha anaparTa. [a ce
cneam CbCTOSTHUETO M KOraTo e pa3peeHa Aa Cce BK/YM 3a 3apekaaHe.

3apexaaHe Ha 6aTepuATa - ypes BK/OYBAHE Ha 3apALHUA aAanToOp KbM MperKarTa.
BHumaHue! a ce cBbpKe No NpaBuaeH HauMH Kbm byKkcaTal

Cnepn Kpas Ha 3apeXkaaHeTo UK B Kpasd Ha paboTHUA AeH Aa ce U3KAYM aganTopa
OT 3axpaHBaHeTo.

N

 —

3apexaaHeTo ce u3BbpLuBa c agantop SYS1638-0605-W2E - 100-240VAC BxogHO
HanpexeHune n 5VDC n3xoaHo HanpexKeHue, KaTo nsxogHata 6ykca e mmkpo USB.
[a He ce U3NoN3BaT 4pYyru 3apsagHn ycTpoicteal

Kora e HeobxoanMa cmAHa Ha baTepuaATa:

- NPY HaMasieH KanaumuTeT- HeobXo4MMO e YecTo 3apeXkaaHe;
- NpW OTKa3 Ha baTepuATa Aa paboTu.

- NPY NOBPEAEH KYNJIYHT 33 3apeXaaHe.

3a aa cmeHure Li-lon 6atepums:

- N3KkntoyeTe aganTopa oT KOHTakTa U oT USB bykcara.

- CnoxeTe pbKOXBaTKaTa BbPXY HEMb3rala NOBbPXHOCT M pa3BumTe Yact 3.
OcBobogete YacT 2. BHMmaTenHo usBagete KynayHra (4).

- MoHTUpaHeTo Ha HoBa BbaTepua cTaBa No obpaTHMA pes,.

12
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- Mpu crnobsaHe Ha pbKoxBaTKaTa - NocTaBeTe YacT 2 (cbabpKawa baTepuaTa) Bbpxy
Henab3ralia NoBbPXHOCT M NpPUTUCHeTe 3apaBo YacT 1 kbm YacT 2. B cblLoTO Bpeme
3aBUHTETE UMAMHAPMYHATA YacT 3 06paTHO KbM NpeaHaTa KoHycoBMaHa Yacr 1.

3abenexkKa: Yactute Ha crnobkaTta mexay 1 n 2 Tpsabea ga ce nogpaBHAT!
Kabennte Ha baTepuATa Aa He ce ycyksaT!

M3nonsBaiTe camo opurmHanHu Li-lon 6atepum oT npomssoauTena Ha anapaTa.

BatepuaATa He TpabBa Aa ce OKbCABA, YBPEXKAA MEXaHUYECKN, Aa He ce NOoTansA BbB
BOAA M/IN Aa ce 3arpsaBa UAKN XBbPAA B OMbH.

- HepaboTewmnte 6HaTepumm Aa ce 3aHecaT B NyHKTOBETE, KbAETO ce cbbupaTt baTtepuu.
- Mpw n3xebpasHe Ha baTepuaTa, cvbbatogaBaliTe NpaBuaaTa 3a ona3BaHe Ha
OKo/iHaTa cpeaal

Vil. EXEAHEBHU TPUXU U NOO4APDBXKKA
1. MouncrBaHe Ha cBeTOBOAA / 3aLLMTHOTO Kaanaye.

CBeToBOABLT M 3aLLMTHOTO Kannaye Tpabea ga ce cTepuamnsmpaT npeamn BCAKa
ynoTpeba Ha anapatal Te ce AOCTAaBAT B HECTEPUIHO CbCTOAHME U TPAGBA Aa 6baat
CTEpUAN3UPAHM Npeaun nbpeaTa ynotpeba.

13
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Mpeayn BCceKM NaLEHT CBETOBOABLT (CaMo Tol, 6e3 pbKoxBaTKaTa) TpAbBa ga 6bae
NMOYNCTEH MEXAHUYHO OT NOJIeMHAN KOMMO3UT, a c/es ToBa Ype3 Ae3nHPeKTmpaLy,
npenapart (Hanp. Desident CaviCide naun apyr, gonyctum oT MMHUCTEPCTBOTO Ha
3/1paBeona3BaHeTo) U CTEPUIN3UPAH Ype3 aBTOKNaBUpaHe npu 134° C3a 5 MuH.

CBETOBOABLT CE MOHTMPA/AEMOHTMpPA Ypes nocTassaHe / M34bpnBaHe U MOKe Aa ce
BbpTH Ha 360 rpagyca.

ExxeHEBHO CBETOBOALT TPADOBA Aa ce NpoBepsBa 3a:

(o}
\ A\,
(. LN ZERN
- nonenHan ¢oTOKOMMO3UT MO Ye0TO Ha cBeToBoAa (No4YncTBa /\\ 4
Ce BHMMATE/IHO C TbM HEMeTa/IeH npeamer) \'F

- MexXxaHW4YHn nospeaun.

lNMpoBepkKa 3a npoBeXaaHe Ha cBeTMHaTaA: [la ce n3saaum

CBETOBOAA U rNeAanku npes Hero HacovyeH KbM CUIHA
CBET/IMHA - aKO MMa 3aTbMHEHM yYacTbum Hag 10% oT naouiTa, X
[la Ce 3aMEHMU C HOB.

Hobpe O NedekTeH @

2. MNouyncreaHe Ha anapara

3a ge3nHdeKLMnAa Ha anapaTa,
HanpbCKanTe aesnHdeKkTUpaL, npenapar
BbpXy Napye namyk /

MEeK NAaT U NoYmncTeTe COHAATA.

Moke ga nsnonssate u
Ae3nHPEeKUMpaLm KbpnnYKM.

He nsnonssaiTe abpasmnsn nam
Pa3TBOPUTENN, 3aLLOTO TE MOXKe 43
yBeaaT anapara!

14
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[la He ce NpbCKa ANPEKTHO B/BbPXY
pbKOxBaTKaTa unu B bytoHa nam USB
KynayHra!l

VIIl. TFAPAHUUOHHU YCNOBUA

1. FTapaHUMOHHMAT CPOK Ha CTOMATOI0rnYeH poTonoMmepm3npall anapat
BLUEDENT e 24 (aBageceT 1 4yeTMpu) mecel,a OT gaTaTa Ha 3aKynyBaHe. AKo gaTaTa
Ha 3aKynyBaHe He e NOMbJ/IHEeHA U INNCBAT rapaHLUMOHHU AOKYMEHTH, rapaHLMUATa
3arno4ysa fa Teye OT gaTaTa Ha NPOU3BOACTBO.

2.B nepmnoaa Ha rapaHUMOHHUNA CPOK 3aMAHATa Ha ﬂ,edDEKTVIpa}'IMTe enemeHTun ce
M3BbpLUBa 6e3B'b3Me3LI,HO oT d)MpmaTa nponssoaunTen. CBeTOBOADBT HE NOANENKM HA
rapaHumMoHHO o6cny>1<BaHe. baTepuaTta nma 6 meceua rapaHuMoHeH CPOK.

3.AKo npes rapaHUMOHHMA CPOK anapaTbT e AepeKkTnpan BCAeACTBME HA HEMpPaBUIHA
eKkcnnoaTauma (MexaHMUYHU, XUMUYHU, TONIMHHW, eN1eKTPUUYECKN NOBpeaMU,
M3MN0N3BaHe He Mo NpeAHasHayYeHne), HENPABM/IHO CbXPaHEHME U APYTM NPUYNHU NO
BMHA Ha NoTpebuTensa, PEeMOHTBLT He € rapaHLUMOHEH.

4. He ce npMemar WEeTM U peKknamaLnmn B CleAcTBME HA TOKOBU YAapU, TPbMOTEBUYHM
6ypu, HecnasBaHe Ha MepKuUTe 3a eNeKkTpobesonacHoCT.

5. TpaHcnopTUpaHeTo Ha anapaTa Ao cepBu3a TpsAbBa Aa cTaBa camo BbB pabpuyHaTa
ONaKoBKa, 3a Aa ce n3berHat HexkenaHu nospean. CeBeToBoAbT TPAOGBA Aa ce onaKkoBsa
oTAeNnHO OT coHAaaTa. Tpabea ga ce npeacTaBM rapaHUMOHHATA KapTa (ToBa
PbKoBOACTBO, C nonbaHeHa rnasa X!l JaHHu 3a BLUEDENT) unu konue ot ¢pakTypaTa
3a npoaarkba, NoKasBalwa CEPUNHMAT HOMEP Ha anapara.

6. Mpn M3BBPLLIBAHE HAa PEMOHT OT HEYMbJIHOMOLLEHM NLA U3BbH PUPMEHUS CEPBU3
WA aKO Ca U3NON3BAHU HEOPUTNHAIHU €NeMEHTU U Bb3K, NOTpebutensT rybum

NpaBo Ha rapaHLUWOHEH CepBU3.
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7. OTKa3 OT OTroBOpPHOCT: MNpoun3BOAMTENAT HE Ab/IKM 0be3LeTeEHNE U MPONYCHaTH
noa3u Npu NoBpeaa Uan Henb/IHO GYHKLMOHUPAHE Ha anapaTta, He3aBUCUMO KaKBa e
NPUYNHATa UK NPU NPOo6IeMU, Bb3HMKHA/IN OT Hecna3BaHe Ha MepPKUTe 3a
6e3onacHocT npu puckose (rnasa lll, Puckose)

8. MapaHUMOHHOTO 0bCNyKBaHE ce U3BBbPLUBA BbB GUPMEHMA CEPBU3 Ha aapec:

%@ 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 eKcnaoaTaumA Ha anapaTta e onpegesieH Ha 5 roauHu oT gaTtata Ha
3aKynyBaHe. Cnen M3THUYaHe Ha KU3HEHUS LMK, Non3BaTensaT My Tpabea aa
npeycTaHOBM eKCcnaoaTaunATa Ha anaparTa.

Mo XenaHue Ha NON3BaTENA, }KUSHEHUAT UMKDB/1 MOXKe Aa 6bae yab/IXKeH. 3a uenTta
anapaTbT TpAbBa fa ce BbpHe BbB prpmaTta npomssoguten 6 TAUT MPO 00/,
KbAeTo TpabBa Aa 6baaT NPOBEepPEHU XapaKTEPUCTUKNTE MY M Aa 6baaT TeCcTBaHU U
CMEHEHN BCUYKN OCHOBHU eNleMeHTH (M31bYBaTeNIN, aAanTop, €IEKTPOHHU NNATKK).

10. [Mpu Bb3HMKBaHE Ha CMNOPOBE BbB BPb3Ka C MPUIAraHeTo U Tb/IKYyBaHETO Ha

Ta3un MHCprKLI,Mﬂ 3a ekcnonatauua, Te we ce pewaBsat oT lNnosgmBCcKku OKPBbHXKEH CbA,
Nno CUNATa Ha AeﬁCTBaMOTO 6'bf||'apCKO 3aKOHOOaTENCTBO.

IX. AAHHU 3A CEPBU3HOTO OBCJ/1YXXBAHE
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X. YECTO 3AAABAHU BbITPOCU

BLUEDENT POWER PEN (COLOR) cordless
LED ¢doTononmmepusmnpady, anapart

Mpobnem

PeweHue

AnapaTtbT He ce aKTUBMpa npum
CTapTupaHe Ha byToHa

HanbnHo pa3pepneHa b6atepus. Tpabsa aa ce
CBbprKeTe CbC 3apAAHOTO YCTPOMCTBO, 3a Aa
3anoyHeTe Aa 3apexgarte. [la ce M3nosi3Ba camo
opurnHanHuAat agantop tmn SYS1638-0605-W2E.
AKO anapaTbT NpoAb/Kasa Aa He paboTu -
n3npaTeTe yCTPOMUCTBOTO B CEPBM3A.

ByTOHBT He pearupa npasuiHO

Moynctete oKoN0 BYTOHA CbC CNUPTHO
TamnoHye. AKo BYTOHBT NPoAb/IXKaBa Aa He
pearnpa npasBu/IHO - U3NpaTeTe YyCTPOMUCTBOTO B
cepsu3a.

Cnab edekr Ha
noaMmepusmpaHe

Heobxoanmo e ga n34ymctmrte 4enoTo Ha
CBETOBOAA C HEMETa/IeH npegmeT 1 aa
NOYMUCTUTE CBC CNMPT NONENHANNA KOMMO3MUT.
AKoO pe3ynTaTtbT e cnab - usnparete
YCTPOMCTBOTO B CEPBM3A.

NauneHTHLT M3NUTBa
AnckomepopT No Bpeme Ha
NpoAbAXKUTENEH Npouec Ha
nonnmepusauma 20-30 sec

Heobxogmmo e aa ce nonmmepursnpa c KPaTku
uMKknn - 10sec nnmn no-manko, € KpaTtkm naysm 1-
3sec. YyBCTBUTENHOCTTA € MN0-BMUCOKA, aKo
CBeT/InHaTa e 61130 A0 3bbHaATa nyana u ce
HaMa/NiABa C BCEKU CNOMN.

3axpaHBaLMAT aganTop e
nospegeH

3amAHa C HOB a4anTtop.

HaBnusaHe Ha Te4YHOCT B
YCTPOMCTBOTO

M3npaTeTe B cepBum3a.

Cnep napgaHe Ha noga
YCTPOMACTBOTO He paboTtu

M3npaTeTe B cepBum3a.
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XI. AEKNAPALUA 3A CbOTBETCTBUE

14 BG LIGHT PROE

TEXHUYECKO OOCHUE
BLUEDENT
LED anapart 3a
cdoTononumepusaumns

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

TD 7.2

Pedakyusi 03

MNpownssoauTten:
SRN:

BIr TAUT NPO 00.

Agpec: 6yn.Bacun Anpunos 155, 4027 Mnoeave
Ten.: 032 644089, email: office@bglight.com
EWMK 208000520, 4OC N: BG208000520

C€

MpoaykT:

Koga: HanmeHoBaHune:

CtomatonoruyeH LED anapart
3a dhoTononuMepusauus

200-003 BLUEDENT POWER PEN - cordless

200-003p BLUEDENT POWER PEN COLOR - cordless
Basos UDI: 38001748200000G8
EMDN koa: Q0190
Knacudukaums: AKTVBHO MHBa3UBHO MeAMUMHCKO u3aenuve oT knac | Ha PernameHT 3a meguumHckn nsgenvsa - 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 [eknapauusaTa ca B CbOTBETCTBME C pasnopenbute Ha
PEMMAMEHT (EC) 2017/745 HA EBPOINENCKUA NAPJTAMEHT 1 HA CbBETA.

MsnbnHenu ca npunoxumute OBLLIV M3NCKBAHUA 3A BESOMACHOCT U AEVNCTBWE, onpeaeneru B Mpunoxenue | 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).

Hactoswara EC [eknapauunsa 3a CbOTBETCTBUE € U3AaAeHa eANHCTBEHO HAa OTFOBOPHOCTTa Ha NPOU3BOAMTENS.
Bl NAWT MPO OO/ noaabpxa AaHHM 32 OCUTypsIBaHE, OLeHKa U NOAAPLXKA HA CbOTBETCTBUETO HA MEANLIMHCKOTO U3Aenue, 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:

OATA HA
nPOU3BOACTBO:

KAYECTBEH
KOHTPO/:

NATA HA
NPOOANBA:

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