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1 NpegHasHayeHue
1.1 Moka3aHus 3a ynotpeba

[leHTanHnTe MHCTPYMEHTU 3a NonMpaHe ce U3MNon3eart 3a nonvpaHe (oTcTpaHsiBaHe, 3arnaxaaHe, duHa
nonuTypa) Ha AeHTanHu Bb3CTaHOBUTENHM MaTepuanu, KoMTo MoraT [ia ca OT LMPKOHWIA, kKepamika, KOMMO3UT,
Hebpa3oBu 1 GNaropoAHu cniaeu, Ny amanrama. Tesu MaTepvany ce M3non3BaT 3a Bb3CTaHOBSABaHMWSA C
MHNen, 3bGHN KOPOHKKU, MOCTOBE U T. H. OCBEH TOBA, MHCTPYMEHTUTE 3a NonupaHe ce U3nosnsear 3a
npemaxsaHe Ha oCcTaTbLM OT NENUMO No 3LOHUST emaiin, 3a 3arnaxgaHe 1M npeMaxsaHe Ha nnaka ot 3bbuTe.
Te ca npedHasHa4yeHW 3a M3NOM3BaHe B yCTHATA KyxuHa.

lMpumepun 3a non3eaHe:

e  KOHTypupaHe, nspaboTtka 1 nonnMpaHe Npu Bb3CTaHOBSIBAHMS OT KOMMNO3UT B 06nacTTa Ha NpexoaHuaT
Cnon Ha 3bbHaTa TbKaH, Mexay3bOHUTEe NPOCTPaHCTBA, Taka CbLLO 33 OKOHYATEITHO KOHTYpUpaHe U
durHMpaHe

e  KOHTypMpaHe v NonMpaHe Ha AeHTanHu 3genusi oT UMPKOHMEB OKCUA, KakTo 1 bMHMpaHe npu
3a4bIDKUTENTHOTO PEAOBHO NOYMCTBAHE/KNNHUYHA XUrneHa/

e MPOUNaKTUYHK Lenu

® OCTpaHABaHe Ha U3NULUHO Nenurno ot 6pe|<eTV|

[eHTanHuTe NHCTPYMEHTW 3a NonupaHe ca npegHasHadeHn 3a ynotpeba eanHCTBEHO OT 3bbonekapu 1
KBanuduumnpaH nepcoHan B kKabuHeTuTe No ctomaTonorusa U Apyru nogobHn cneunanusvpaHmi 3gpasHu
3aBefeHns (Hanp. CTOMaToNOrMYHU KIMHUKN).
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1.2 MpoTuBONOKa3zaHUA U CTpaHN4HU echeKkTn

He ca n3BecTHM NPOTMBONOKa3aHWs U CTPAHUYHN eDEKTH.

2 YKasaHuA 3a CUTypPHOCT

2.1 O6wa nHdopmayums

Mpean ynotpeba npoyeteTe BHMUMATENHO Lsnarta NMCToOBKa. 3anaseTe Tasu NMCTOBKA - Bb3MOXHO € Aa Bu
6bae HeobxoaMma 3a Mo-HaTaTbLUHM cnpaBku. [lpy HETOYHO cnas3BaHe Ha MHCTPYKUUWUTE 3a W3MNON3BaHe, €
Bb3MOXXHO Ha NpoaykTa Aa 6baaT HaHeceHn NoBpeau, Unu LeTK.

CvrnacHo EBponenckuat pernameHT 3a mMeamuuHckn mnsgenusa (2017/745), dmpma SUN Oberflachentechnik
GmbH e gnbxHa aa Bu nHdgopmmnpa 0THOCHO CreaHoTo:

AKO BB3HMKHE CEpuO3eH MWHUMOEHT C TOBa MeAMLMHCKO usgenve, ysedomeTe npoumssoagutens - SUN
Oberflachentechnik GmbH -1 KOMNETEHTHUAT opraH Ha cTpaHaTa, B KOATO ce HaMmupaT noTpebutensart v/ unm
NaumeHTbT.

3abenexka:

Cepuro3HO HexenaHo CbOMTUE € BCAKO HexernaHo cbbuTne, KoeTo Boau 40 CMbpTTa/HapaHsaBaHe Ha NauneHT,
Ha noTpebuten, nnu Ha gpyro nuue. Taka CbLLO NPU CEPUO3HO BrOLIaBaHe Ha 34PaBeTo Ha NaumneHT, Ha
notpebuTten, unu Ha gpyro nuue, He3aBMCMMO, Janu TOBa Ce € CIy4Yuno, UM Moxe ga ce cny4u (BX. ToyHaTa
aeduHnuma noa naparpad 2, uneH 65 Ha Pernamexta (EC 2017/745).

Cnncbk Ha KOMMNETEHTHUTE opraHu 3a BawaTa abpkaBsa Le HaMepuTe B UHTEPHET Npu NogaBaHe Ha
kntovosute aymm ,Competent Authorities for Medical Devices EU".

|_|pOI/I3BO,EI,I/ITeJ'IFIT CW 3ana3Ba BCUYKM NMpaBa 3a TEXHUYECKN N3SMEHEHUA.

Bcuukn npaBa 3anaseHu. lNpomsiHaTa Ha CbAbPXaHMETO Ha HacTodAwaTa JIMCTOBKA € MO3BOSIEHO, CaMo C
NUCMEHO paspelleHne Ha conpmata-npomssoanten SUN Oberflachentechnik GmbH.

2.2 YKa3aHuA 3a CUrypHocTt
BHMAHWE C "BHMMAHUWE!" ce ob6o3HayaBaT AEAHOCTM, KOUTO MpPU HecnasBaHe Ha
& npaeunata 3a OesonacHocT MoraT ga [goBegaTt A0 NEeKM U cpedHu
HapaHsBaHWA, UMM Aa Bb3NpenaTcTBaT NocnenBanoTo fiedeHune.
OIMNACHO 3A C " BAXHO MPEOYMNPEXOEHWME!" ce obo3HayaBaT AeWHOCTU, KOUTO
XKNBOTA A npu HecnaseBaHe Ha npaeBunata 3a Ge3onacHOCT MoraT da goeedart [o

TEeXKM HapaHaBaHUA, WKW BbB BUCOKaA CTeneH Oa Bb3npendaTcTBaTt
nocnenBaroTo re4vyeHue.
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2.3 O6wum ykasaHusa 3a 6esonacHocT

BHUMAHWME!
M3nonssainTe camMO TEXHUYECKM W3NPaBHU, XWUTMEHWYECKN MU3PSAHO MOYMCTEHU TypbuHu,
PBYHN MHCTPYMEHTN N HAKOHEYHULIN.

BAXKHO MPEOYMNPEXOEHWE!

Mpean WHCTPYMEHTLT 3a nonupaHe da 6bde W3BadeH OT oOpurMHanHaTa OnakoBKa,
npoyeTeTe BHUMATESIHO MHCTPYKUMWUTE 3a ynoTpe6a, OTHOCHO OGOPOTHUAT pexuM, Homepa
Ha napTugaTta U eBeHTyanHo oToens3aHa apyra BakHa MHdopmauus.

BAXXHO MPEAQYMPEXOEHNE!

JdeHTanHnTe MHCTPYMEHTM 3a NOMNMpPOBKa Ce AOCTaBAT HecTepunuanpaHun. Ctepunusauusra
npeaun Bcska ynotpeba e 3agbrkmutenHa. 3a nogpobHOCTM BX. nmcToBka "VIHCTpykuum 3a
NoOYNCTBaHE M CTEPUNM3aLNS Ha AeHTanHN MHCTPYMEHTM 3a NonupoBka".

BAXXHO MPEAQYMPEXOEHNE!
Mpun cnegHwTe crnyYam AeHTanHuTe MHCTPYMeHTH Tpsabea Aa 6baaTt n3xBbprieHn He3abaBHO:

> B BB

- noepepja Ha nonvpHaTta rnasa
- Aecbopmauusi Ha nonupHaTa rrnasa
- HEKOHLEHTPUYHO BbpTeHe Ha HocuTens (MoTpakea Npu ABWKEHUE)

B ropeonncaHunTe crny4anm CWUIrypHoTo Wu3non3BaHe Ha WHCTpyMeHTa U e(*)eKTI/IBHaTa
nonmpoBKa He MmoraTt aa 6boaT rapaHTupaHu.

BAXXHO MPEOYMNPEXOEHWE!

Mopagn omacHOCTUTE 3a yBpeXAdaHe Ha 04YuTe, B Cryvyan Ha HenpasuiHa ynotpeba, wunu
p,e(*)eKT Ha MaTtepunana, BuHarm ce npenopb4Ba HOCEHETO Ha npennasHu o4vuna.

BAXXHO MPEOYMNPEXOEHUE!

[eHTanHWTe VHCTPYMEHTM 3a MonupaHe ca npefHasHadeHu 3a ynoTpeba eOuMHCTBEHO OT
3bbonekapu 1 kBannuuupaH cToMaTonorM4yeH nepcoHarn.

BAXKHO MPEOYMNPEXOEHWE!
[leHTanHuTe MHCTPYMEHTM 3a MonupaHe ca npegHasHadeHu 3a ynotpeba eduHCTBEHO OT
a3bbonekapu 1 KBanMuuMpaH CToMaTosNiorMyeH nepcoHan.

BA>XHO MPEAQYIMPEXOEHNE!

> B> BB

WN3penus, 0603Ha4YeHn Ha onakoBkaTa ¢ ® ca eIMHCTBEHO 3a eHOKpaTHa ynoTpeba.
3abpaHeHo e NOBTOPHOTO M3MON3BaHE.
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2.4 Tabnuua 3a o3HayeHuATa
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dupma-npounssoauTen (4aTa Ha NPoOM3BOACTBO, aapec)

Homep Ha apTukyna

M po4yeTeTe NIMCToBKaTa

M po4yeTeTe NIMcToBKaTa

€J1IeKTpOoHHaTa JIMCTOBKa We HaMmepuTe Ha cnegHua NIMHK B UHTEPHET

Cawmo 3a egHokpaTHa yrnoTpeba

Homep Ha napTugaTta

MeauumHcko nsgenuve

CE HoMep Ha MapKMpoBKa 3a CbOTBETCTBUE

OnakoBbYHa eauHuLa

ABTOKNaBupaHe

O6opoTHa ckopocT
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Homep cbrnacHo ISO ctaHgapT

OpTonoHTHs

MpodunakTuka

MaTepuan 3a 3b6HM KOPOHKM U MOCTOBE

O6Typauus

AncTpubyTopu

MonupHa cuctema 3a 6naropogHu metanu / MeTanokepamMmumka
MonupHa cuctema 3a MeTanokepamMmuka

MonupHa cuctema 3a KOMNO3uT

MonupHa cucTema 3a KoMno3uT / kepamuka

MonuTypHa cucteMa 3a oTCTpaHsBaHe Ha nenuno oT bpekeTu
MonupHa cuctema 3a kepamuka

MonupHa cuctema 3a LMPKOHWUIA

MonupHa cnuctema 3a kepamumka / LMPKOHWI

MonnpHa cuctema 3a amanrama / 6naropogHyn metanm
WHCTPYMEHTM 3a nonupa Ha amanrama

MHCcTpyMeHTM 3a NpochmnakTMyHO NoYnCTBaHe 1 nonmnpaHe cbe / 6e3 nacra
MonupHa cuctema 3a KOMNo3uT / GraropogHu metTanu
CrteneH Ha abpasnBHUTE YacTULM - MHOTO rpyou

CrteneH Ha abpasvBHUTE YacTuLM - Tpyou

CrteneH Ha abpasnBHUTE YacTULM - CPeaHU

CteneH Ha abpa3vBHUTE YaCTULM - (DUHU

CrteneH Ha abpasvBHUTE YaCTULM - eKCTPa PUHM
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ultra-finel CrteneH Ha abpasnMBHUTE YacTULM - yNTpa UHU

3 OnucaHue

3.1 ®DyHKUMOHANHO onucaHue

D,eHTaJ'IHI/ITe I'IpI/ICI'IOCOGJ'IeHI/IH 3a NoJIMpoBKa Ce CbCTOAT OT Nonnpatlla rnaea n apbuXxka. I'Ionvlpau.l,aTa rnaBa ce
3axpaHBa C eHeprus oT 3bbonekapckma obpaTeH HAaKOHEYHNK.

Monupalyata rnaea ce CbCTOM OT enacTuyHa Cnnas, Ha KOSTO UMa abpasnBHM YacTULM C onpeaerneHa
rorieMuHa, 1 KosiTo crie u3secTteH 6pow noeTanHy NONMPOBKM € B CbCTOAHME Aa U3rnaam nonupHara
MOBBPXHOCT [0 XernaHaTta cTeneH. B 3aBMCMMOCT OT TAXHOTO NpUNoXeHne, CbLUECTBYBAT Han-pa3HOobpasHu
dopMn Ha nonupHaTa rnaea, kouTto cbrn. EN ISO 21671:2006 + A1:2011 ca ctaHgapTM3npaHn u ce npegnarar
Ha nasapa.

[pbxkaTa e npomsBedeHa OoT MeTarn, unu nrnacrmaca. Bb3 ocHoBa Ha HOPMUPAHUTE MOHTaXHU pasmepu,
cbrnacHo EN ISO 1797:2017, CbBMeCTUMOCTTa CbC CTOMAaTOSTIONMYHNA HAKOHEYHUK € OCUrypeHa.

ColuecTByBaT ABa BUAa AeHTanHy NpucnocobneHns 3a nonupoBKa: TakMBa 3a e4HOKpaTHa U MHOrokpaTHa
ynotpeba. Cnep nouncteaHe, Ae3vHMEKLNS U €BEHTYaANHO CTepUnmnsauuns, Te3n 3a MHOrokpaTHa ynotpeba
morat ga 6vaaT nsnonssaHun 0THOBO. 3a NOAPOBHOCTM BX. IMCTOBKA "VIHCTPYKUMM 38 MOYUCTBAHE U
cTepunu3aunst Ha AeHTanHn MHCTPYMEHTHM 3a NonupoBka'.

3.2 TepaneBTUYHM NOKa3aHUA

MpeanaraHUAT aCOPTUMEHT Ha AeHTaNHW UHCTPYMEHTH 3a NONIMPOBKA Ce pa3fenst Ha HSAKOMKO OTAENHU rpynu,
KOUTO cnyxart 3a obpaboTka Ha pa3nuMyHu MaTepuanu. B 3aBUCUMMOCT OT NPUNOXEHNETO NPUrOAEHO 3a
CbOTBETHUTE paboTHM MaTepuanu 1 ronemuHaTa Ha abpasvBHUTE YacTULW, ETUKETBT Ha AeHTanHuTe
WHCTPYMEHTHM 3a NonMpoBka ce o6o3HavaBa no pa3nuyeH HaumH. OBACHEHNETO Ha CUMBOMUTE Le HAMEpUTE
nop Touka 2.4 Ha HacTosiLLaTa NMCTOBKA.

3.3 FonemMuHa Ha abpa3MBHUTE YacTULM:
"onemuHaTta Ha abpasvsHuTe Yactuum (UF / YO go XC / EIN) e nocoyeHa 1 B apTUKyNHUS HOMEP:
UF = ynTtpa cumHa

-XF = exTpa cuHa

F = duHa
M = cpepgHa
C =rpyba

XC = mHoro rpyba
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4 HauuH Ha n3nonsBaHe/Ha NpuUnoXxeHune
4.1 MonupoBKa Ha 3b6eH emann/cToMaToNOrM4YHM MaTepuanm:

e [IOCTaBeTe I'IpI/ICI'IOCOGJ'IeHVIeTO 3a NnoJinpoBka B 3'b6OJ'IeKapCKVI‘i-IT HaKOHEYHUK

e yBepeTe ce, Ye TypbnHaTa 1 HAKOHEYHNKBLT paboTAT paBHOMEPHO, 3a A HE NPUYUHUTE YBPEXAaHMS Mo
3bOHUA emann, nnu nnomobuTe N ga NOCTUrHETE XeNnaHUAT pe3ynTaT Ha nonuposkarta. HyxHo e asaTa
ypeaa aa paboTaT U3KMIOYMTENTHO paBHOMEPHO

e npeau Aa 3anodyHeTe C NonMpoBKaTa PMKcUpainTe YecToTaTta Ha BbpTeHe

e nonupanTe C fieko KpbroobpasHu ocumnMpalLm ABUXKeHUs, 3a Aa n3berHeTe NPUYNHABAHETO Ha
BONMBbOHATUHM

o n3bsrsanTe 3akneliBaHe u NOBAWUraHe, Tbi KaTo TOBa MOXe [a AoBeAe A0 CUYNBaHETO My

> B

BAXXHO MPEAQYMPEXOEHNE!

BuHarm noctaBsaniTe WHCTPYMEHTMTE MNpPaBUNHO W M cKayeTe, ako ce Hanoxu. [pu
HenpaBUITHO NOCTaBsAHE € Bb3MOXHO UHCTPYMEHTBT Aa M3XBPbKHE OT MOocTaBKkaTa no Bpeme
Ha M3nonsBaHe.

BAXXHO MPEAYNMPEXOEHNE!
3a pa 6bae us3berHaTta npekomepHata abpasus, ypeabT He TpsabBa ga ce m3nonsea npu
nauyneHTn ¢ pas3kpuT AeHTUH, cHyneHun 360U N 3LOHU KOpPEHMN.

4.2 O6opoTHa ckopocT

YBepeTe ce, 4e CTe cna3usnun npenopbknTe Ha npon3sognTenid, OTHOCHO O60p0THaTa CKOPOCT.
I'IpenopbanaTa Ha OonakoBKaTa CKOpPOCT BOAM OO HaVI-D,O6pM pe3yntatn n 0o MakCumMarnHaTta n3gpbXXnnBoCT Ha

npoaykKra.

A

BAXXHO NMPELOYMNPEXOEHUE!

[a He ce npeBuwaBaTt npenopbyaHnTe 060pPOTM B MUHYTa. HecnasBaHeTo Ha MakcMManHuTe
060poTK MOXe Aa AoBeAe A0 CYYNBaHE Ha ApbXKKaTa, Ha CaMUST MHCTPYMEHT, Unun aa
OoBe[e A0 HexeraHa npekoMepHa abpasnsi Ha 3bbHa cybcTaHums.

4.3 OxnaxpaHe/cuna Ha HaTUCK

e OxnaxpganTe Mo Bpeme Ha uanara npouegypaTa ¢ MOMOLLTa Ha Cipen oT Bb3dyX M BoAa (MUHUMYM
50 mn/MuH).

A

/AN

BAXXKHO MPEQYNPEXOEHUE!

3a npegoTtepaTaABaHe NoBULLIaBaHETO Ha TemnepaTypaTta npu 6opaseHe e Heo6xoaMmo aa
6bie OCUrypeHo HemnpekbcHaTo oxfaxgaHe C MOMOoLLTa Ha crper oT Bb3dyx 4 Boaa. B
NPOTMBEH Clyyai € Bb3MOXHO NPUYMHABAHETO Ha HEOBPATUMM LLIETH Ha 3bOUTE 1 ThKaHTa.

BAXXHO MPEOYMNPEXOEHUE!

MpekoMepHUAT HaTUCK Npu BopaBeHe MOXe Aa NPUYMHM NOBULLIABAHETO Ha TemnepaTtypara Ha
3b0MTe U CbOTBETHO [la oBeae A0 yBpexaaHe Ha 3bGHaTa nynna. Taka cbllo, ToBa MOXe Aa
[oBefe [0 CYYNBaHEeTo Ha ypeda U CbOTBETHO Aa NPUYUHM HapaHsABaHMS.
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5 OonbnHuTenHa uHdopmauus

51 HauuH Ha cbxpaHeHue

C'bXpaHFIBaVITe Ha CyX0 MACTO, 3alUTEHO OT NMpax U OT KPbCTOCAHO 3aMbpCABaHe. ﬂpenopqua ce, npeaun
nbpBa yr|0Tpe6a, n3genndrta a ce CbXpaHaBaT B OpUrnHasiHata onakoBka B XMTMEHU4YHO YNCTU CTaTuBu, UWiin B
apyrn nogxoadiin cbaoBe n KOHTeVIHepM, KOUTO Ce no4uncrTeat penoBHO.

5.2 U3xBbpnsiHe

M3nonasaHute MHCTPYMEHTU Tp9|6Ba Oa ce N3XBBbPIIAT C Bb3MOXHO Han-mManbK PWUCK 3a 3gpaBeTo Ha
6opaBeu.|,|/|9|T C TAX nepcoHan nnu gpyrun nuua. M3nonasaHute WHCTPYMEHTU MoraT aa 6baar N3XBBbPIIAHU C
ocTaHanuTe oTnagbuun. 3a npaBuUITHO N3XBBbpPIIAHE cnasBanTe MEeCTHUTE N HaUNOHaNHN pa3nope/:|,6l/|.

5.3 [aHHN 3a KOHTAKT C Nnpou3BoauTens

B cnyyanm Ha Hyxga OT gonbrAHUTENHa MHOpPMaumMsa CBbp3aHa C NPOAYKTa, €BEeHTyamnHW HexenaHn edekTw,
nnu BbLNPOCH, Kacaelm ynotpebara, o6bpHeTe ce KbM Hac Ha crefHus agpec:

SUN Oberflachentechnik GmbH
Otto-Hahn Stral3e 12
75248 Olbronn-Diirrn
DE
.. +49 7237 48633 — 0 / Email: info@sungmbh.de

€.
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