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MHCTPYKLINA 3A VIIOTPEBA
EXATEC, CYTEC n CONTEC

TUTAH + HT ®UBPOCTDBKJ10
CTpaHuum

01 // CbObP>XXAHUE + CUCTEMU

02 // NUHOOPMALNA

03 // EXATEC + EXATEC-S, TuTaH

04 // EXATEC, HT ¢dmnbpoctbKkio

04 // CYTEC, HT ¢dunbpoctbkno

05 // CONTEC, HT ¢ubpocrtbknio

05 // MATEPUAN

05 // NPEAHA3HAYEHUE

05 // NOArOTOBKA

06 // NPEMEA: AESUHOEKUWNA, NMOYNCTBAHE, CTEPUTU3ALINA
06 // NPENAPUPAHE HA KAHAJT HA KOPEH

07 // NHCEPUUSA: EXATEC, TITAN

08 // NHCEPUUSA: EXATEC-S, TITAN

09 // NHCEPUUSA: EXATEC, CYTEC, CONTEC HT ®UBPOCTBKI10
10 // NPEBAHTUBHWU MEPKW+ U3TOYHUUW HA TPELLKWN

11 // NPOU3BOAUTENN + OOMBIHUTENTHA NHOOPMALNA

11 // CUMBOIN

NMPUOXXEHWS:
12 // EN ISO 17664-1 (€ 0197 (knacIla)

NHdopMaumns Ha Npou3BoAUTENSA 3a MNOArOTOBKA Ha MEAMLIMHCKM NPOAYKTU - POTaUMOHHM
WNHCTPYMEHTH

16 // ENISO 17664-1 €€ 0197 (knac Ila)
NHbopMauma Ha NponsBoAUTENS 3@ NOArOTOBKA Ha MeAMUMHCKN NpoAyKTu - LLndToBe 3a KOpeHu

19 // ENI1SO 17664-1  C€ (knacI)
NHdbopMaumsa Ha NpousBoaNTENS
3a noArotoeka Ha MEANUMHCKU NPOAYKTU — MHCTPYMeHT 3a nocraBsHe Exatec-S

24 // EN I1SO 17664-1 C€ (knacI)
NHdopMaumsa Ha nponsBoanTeNS 3a NOArOTOBKA HA MEAUUMHCKU NMPoAyKTU — CUCTEMHA KyTUs

NHcTpyKkumsaTa 3a ynoTpeba n Bcmukm EN ISO 17664-1 we oTKkpueTe cnep cBasjsiHe OT
www.hahnenkratt.com/service.
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MNpepBuaeHn nonssatenm
Te3n NpoAyKTU ca npeAHa3HauyeHn caMo 3a CToMaTonornyHa ynortpeba. M3BbpluBa ce NpunoxeHue
€IMHCTBEHO OT CTOMAaTo/103M.

Lienesa rpyna naymeHTm

MauneHT CbC CUIIHO paspyLUEHN KOPOHaHO 3b6U KakTo M 36U C TpeTupaHu KopeHu. Mpu geua wmnm
MSlaZexun nonsBaTenaT TpsabBa ga BHMMaBa, Aa TPETMPA CaMo MOCTOSAHHU 36U, Tbii KaTo WMGT 3@ KOPEH B
MSledyeH 3b6 MOXe Aa Nonpeyn Ha CMsiHaTa Ha 3b6U, Tbli KaTo NPU HUKHEHETO KOPEHBLT Ha MJIeYHUS 3b6 ce
pe3opbupa oT NOCTOSAHHMSA 3b6.

KnuHunyHa nonsa

MocpencTBoM pectaBpupaHe C Wn@ToBE 3a KOPeHU Moxe aa 6bae nsberHata ekcTpakumsa Ha 3bba.
MocpencTBOM M3MNoN3BaHe Ha CbracyBaHu C WMGTOBETE 3@ KOPEHWN pasWNpUTENM HA KaHanu 1
kanmbpupalm cepeana Moxe Aa 6bae 3anaseHa Bb3MOXHO Hal-MHOro 3bbHa cybCcTaHuMs M KaHanbT Ha
KOp€eHa ce NoAroTBs CbC CbllaTa hopMa KaTo wudTa 3a KopeH. Mo To3M HauMH WH@THLT 3a KOpPEH pecn.
pecTaBpupaHeTo bnarogapeHne Ha eaqHaKBOCTTa Ha popMaTa nosy4yaBaT HaK-A406pPOTO NpusiraHe w
6narogapeHue Ha ToBa ONTUMMU3MpPaAHE Ha YCTOMYMBOCTTA Ha CYyNBaHe W Ha CPpOKa Ha eKkcnioaTauus.

MNpeagHasHaueHue

LLndToBETE 3@ KOPEHW Ca NpefHa3HaYeHN 3a aHKepMpaHe Ha pecTaBpupaHy KOHCTPYKLMM Mpu 36U CbC
CUJTHO YBpeLeHN KOpeHU, 361 ocTaBallm yMbpTBEHU. LLindbTOBETE 3@ KOPEHU Ca NpeAHa3HaYeHu 3a
elHOKpaTHa ynoTpe6a. PaswmnputennTe Ha KaHanum u Kanmbpupaliute cBpeasna ca npeasuieHu 3a
NoAroTOBKA Ha KaHasjla Ha KOpeHa, 3a Aa MoraT c/iefl ToBa Aa 6bAaT U3BbPLUIEHN MEPKM MO pecTaBpupaHe.
CdepaTta Ha NpunoXxeHne Ha CBpeanaTa e NpenapuMpaHeTo Ha KaHana Ha KopeHa 3a npueMaHe Ha wudTa
3@ KOpEH.

KoHTpanHauKauma

3a HawwuTe cBpeana n WNMHTOBE 3a KOPEHU HE Ca HU U3BECTHM KOHTpauHAMKaUMnN, ako ledeHneTo ce
M3BbpLUBaA Cnopes onpeaenieHnTe Npasuna v cne NoAroToBka cbrnacHo Hawata EN ISO 17664-1
MHdOpMauuna Ha Npom3BoauTens.

Mong B3eMeTe no4 BHUMaHUE U TouKaTa NpeBaHTUBHU MEPKU U U3TOUHULN HA MPELLKU.

HexenaHu cTpaHUuHU edeKTH
He Ca N3BECTHU, aKO JIEYEHUETO CE€ U3BBbPLLUBA Crnopea onpeaeneHnTe npasmnna U
CbI1ACHO MHCTpyKUMsATa 3a ynoTtpeba.

OTCTpaHﬂBaHe KaTo OoTNnagbK
3a OTCTpaHsBaHEe KaTo oTnagbk cna3BaKTe HaunoHaNHUTe 1 pernoHanHUTE NpegnmncaHng.

Crebna
Crebnata Ha cBpeanaTta ca C KOHCTpyKumns cbrnacHo EN ISO 1797 tun 1 v npunsaraT caMo B
npeaBuaeHaTa 3a TaX briosa Myda.

Hawwnte kannbpupawm cepegna HAHNENKRATT ca cbC cbuwaTa opMa KaTo CbOTBETHUTE pa3Mepu Ha
wmdToBeTe 3a kopeH HAHNENKRATT. Mons BMXTe NO TO3W BbNPOC crieaHnTe Tabnnum 3a BCsika cuctema
OT WM@TOBE 33 KOPEHMU

OKOHYaTesIHOTO Nerno Ha wudTa Moxe Aa 6bae KanMbpupaHo caMO CbC CbOTBETHUS pasMep Ha
KannbpupawioTo 3BEHO.
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EXATEC, EXATEC-S TITAN

Exatec Titan LndTosa
rnaea @
MoaynHa cuctema 3a usrpaxaaHe Ha anuK.
KOpeHU ObmkuHa Ha 2,6 2,7 2,8 3,0
wmdTa 6,6 8,0 9,7 11,4
yHuBepca
anvk. WndT @|  NeH 1,461 1,559 1,681 1,803
A 0,98 0,98 0,98 0,98
anuk. WndTt @ mm mm mm mm
\/
mm
KoaupaHe 6e3 65an0 XbATO CUHBO YepHo
WHCTPYMEHTH, YHUBEPCAJIHM 32 BCUUKU ChbabpkaHne REF
mMoaynm
=y Pe3WMbuTeNV Ha 1 42010
KaHanum
w Paswwuputen Ha 1 43000
KaHanm
=% —1] ) | MnnoTHo cBpeano 1 42100
—==—Jummmmw | Kambpupaun 1 42001 | 42002 | 42003 | 42004
cBpeana
M3M. wabnoH 1 42050
Exatec
—— LWndT 33 Kopen 10 42311 | 42312 | 42313 | 42314
CucrteMHa KyTua + opraHaisep, npa3sHu 1 10004 + 10000
Exatec-S
LLndT 3@ kKOpeH 10 45511 45512 45513 45514
NHCTpYyMeHT 3a 1 45522
AOCTARAHA
CucteMHa KyTusa + opraHaisep, npasHu 1 10005 + 10000
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EXATEC, HT-®UBPOCTDBKJ10

Exatec UndToBa rnasa
CucTteMa 3a usrpaxzaaHe Ha KOpeHu @
P P anuk. ObmkuHa 2,6 2’(7) 2,8 2,2
Ha WwudTa 6,6 ! 9,7 -
yHuBepca
neH 1,461 1,559 1,681 -
anuk. WndTt oA 0,98 0,98 0,98 0,98
mm mm mm
anuk. WndTt QV mm
mm
KoaunpaHe 6e3 65an0 XKBATO CUHBO 3e5eHo
Cbabp)kaHue REF
Paswuputenu Ha 1 42010
KaHanu
Paswwuputen Ha 1 43000
KaHanu
MunoTtHO cBpeano 1 42100
Kanmbpupauum 1 42001 | 42002 | 42003
cBpeana
Kannbpupalum 1 42005
cBpeana
MN3Mm. wabnoH 1 42050
Exatec
LLndT 3a KOpeH 10 42611 42612 42613
W/AVAVAVAVAV/EREI0H) LT 3@ kKOpeH 10 42 615
CucreMHa KyTua 1 10003
CYTEC, HT-OUBPOCTDBKIJ1O
Cytec yHuBepc| 1,0 1,2 1,4 1,6 1,8 2,1
CuncreMa 3a narpaxpaHe Ha KOpeHu aneH mm mm mm mm mm mm
KOLI,;IpaH 6e3 |4yepBeHO| 6410 | XbATO | 3€N1€HO | CMHLO | YepHO
Cravbp REF
»aHue
Paswuputenn Ha 1 42010
. KaHanm
Paswwnputen Ha 1 43000
L KaHanm
—— ey | K MOPYPaLM 1 4300D10| 43001 | 43002 [4300D16| 43003 | 43004
cBpeana
MN3m. wabnoH 1 43050
Cytec
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AN T LLndT 3a kKopeH 10 4360D10| 43601 | 43602 |4360D16| 43603 | 43604
CucreMHa KyTua 1 10001

CONTEC, HT-®UBPOCTBKJ10

Contec yHuBepca 1,1 1,3 1,5 1,75 2,0
CncteMa 3a marpaxaaHe Ha KOpeHu JHa mm mm mm mm mm
KoagupaHe| 6e3 yepBeHo | 6550 XKBATO CUHBLO 4yepHo
CbuAabpXx REF
aHue
Paswwuputenu Ha 1 42010
KaHanun
Paswwnputenn Ha 1 43000
KaHanm
Kannbpupauun 1 4400D11| 44001 | 44002 | 44003 | 44004
cBpeana
M3m. wabnoH 1 44050
Contec
@AvAv/AVAVAV/ES 6| LLndT 3a KOpeH 10 4460D11| 44601 44602 44603 44604
CucteMHa KyTtusa 10002
MATEPUATN
Titan Grade 5: Ti 6-Al 4-V nerupaHe cbrnacHo DIN EN ISO 5832-3, Ctangapt 3a CALL,
ASTM F 136

MaTtepuanu oT cCMeCeHM BJlaKHa: HT dubpoctbkno (FRC, Fibre Reinforced Composite)

NOAroTOBKA

EN ISO 17664-1 nicpopmauma Ha npousBoaUuTesis B NpusioXkeHnerto + CeansiHe
www.hahnenkratt.com/service

POTaUMOHHUTE MHCTPYMEHTU U WINPTOBETE 3@ KOPEHU CE AOCTaBAT B HECTEPUJTHO CbCTOSHUE,
OnakoBKWTe He ca NoAxXoAALM 3a CTepun3npaHe.

POTaLuMOHHUTE MHCTPYMEHTHU MNpPean BCSKO KaKTO M Npeau NbpBOTO M3Non3BaHe Tpsibsa Aa 6bvaat
NOAroTBEHW CbriacHo Hawata EN ISO 17664-1 nHdopmaunsa Ha NpoM3BOANTENS 3@ NOAMOTOBKA Ha
MeANUMHCKN NPOAYKTU - POTAUMOHHN MHCTPYMEHTN.

KpasaT Ha cpoka Ha ekcnioaTauna Ha NpoAyKTa ce onpeaens oT M3HOCBAHETO Npean3BuKaHo oT yrnoTtpeba.
3a pa ce 3anasun onTuManHata edeKTUBHOCT Ha cBpeanaTa 1 Aa 6baaT nsberHatm Bb3MOXHUTE ONACHOCTU
nopaau Tbnu U NOBPEAEHN UHCTPYMEHTW Mpean BCAKO U3MON3BaHE pOTUpaLLMTE MHCTPYMEHTH Tpabea Aa
6bvaat npoeepsiBaHn cbrnacHo EN ISO 17664-1 nHdopmaumaTa Ha NPpoOM3BOAUTENS 3a NOArOTOBKA Ha
MeANLMHCKN NPOAYKTU - POTaUMOHHU MHCTPYMEHTU (BuxTe »KOHTPOA 1M dyHKUMOHANHa NpoBepKax).

LlincdToBeTe 3a KOpEeHU npeamn nsnonssaHe Tpsbea Aa 6baaT noaroTBeHn cbrnacHo EN ISO 17664-1
MHdOpMaLmMa Ha NPOM3BOAMTENS 3@ NOANOTOBKA Ha MeAWULMHCKN NpoAYyKTHM - LLindToBe 3a KopeHu.
LndToBeTe 3a KOpEHN He ca npegHasHa4YeHW HUTO 3a MOBTOPHA MOArOTOBKa HUTO 3@ MOBTOPHO
mn3nonssaHe. Npu HEAONYCTUMO MHOFOKPATHO MOBTOPHO M3MON3BAHE € HasnLue ONacHOCT OT KpbCTOCaHa
KOHTaMuHaums. MNpn MHOrokpaTHa NOArOTOBKa € Hasuue OnacHOCT OT yBpexaaHe Ha MaTtepwana.

HawuTte cucTteMHM KyTMM npejnarat Ha cToMaTosiora npersaefHo pa3snosiaraHe rno BpeMe Ha NlevyeHue um
Bb3MOXHOCT 3a JIeCHO B3eMaHe Ha cBpeafnaTa un wudToBeTE 332 KOPEHW 3a JIEYEHUETO:
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Exatec (REF 10004), Exatec-S (REF 10005),
Exatec Fiber (REF 10003), Cytec (REF 10001), Contec (REF 10002)

Bb3 OCHOBa Ha peHTreHoBaTa CHUMKa Ce onpeaensaTt 6posaT U pasMepbT Ha WMdToBETE 3a KOpeHu. Ha
MSACTOTO Ha JieyeHne HeobXoANMUTE CTEPUAN3NPAHN WNGHTOBE 3@ KOPEHM M CTEePpUIN3NPaHN CBpeana
ce B3eMarT 0T cucTeMaTa CbC CTepusiHa 6apuepa 1 ce pasnonaraTt B CTepuan3npaHaTta CUCTEMHA KyTus.

NPErNEA: AESBUH®EKLNA / MOYNCTBAHE / CTEPUJIN3ALINA

LiundToBe 3a MHCTPYMeHTH LindToBe 3a

X = MOXe Aa ce usnonssa KOpeH c KOpeH
Titan Bpeana HT-cbumbpocTbKkNo

Ae3nHdekumsn:
Ae3uHdekumsa, pbyHa X X X
TepmuuHa pesunHdekuyna (CNA) - X =
MouncreBaHe, pb4yHO:
70%0 cMec OoT eTaHON U BoAa X _ X
cbrnacHo DAB (FepMmaHcka
Crepununsauyus:
ABTOKNaB X X X

NMPENAPUPAHE HA KAHAJ1 HA KOPEH

N3xoaHa cutyaumsa:

3b6bT TpssbBa Aa 6bae TpeTMpaH CbrlacHO onpeaesieHnTe NpaBusia U No Hero He 6mea Aa
MMa HaJIMYHM NaToNIOrMYHM NpoMeHn. JlyMeHbT Ha KaHasna Ha KopeHa TpsibBa fa e ¢
NMpaBOJIMHENHO NMpeMUHaBaHe 1 Tpsbea Aa 6bae NoAroTBEH C Kanmbpupallo CBpeano 4o
Makc. 3 mm KbM (PU3MONOTMYHOTO OTBEPCTME 3@ NOeMaHe Ha wudTa 3a KOpeH.

e OnpepensHeTo Ha pa3Mepa Ha WndTa ce n3BbpLUBa C NOMOLLTA Ha U3MepBaTesieH WabnoH.
3a uenTa TOW ce NOCTaBs BbpXY PeHTreHoBaTa CHMMKA. pn UMdpPOBO peHTreHOBO
3acHeMaHe TpsibBa fa 6bae M3BbPLIEHO LMEPPOBO U3MepBaHe, 3a Aa 6bae yCTaHOBEH
NoAXOASAWMAT pa3Mep Ha wudTa.

e [locTaBsiHe Ha kKodepaam

e OTBapsHe 1 pa3WwuMpsiBaHe Ha KaHasla Ha KOpeHa C pbyHU MHCTPYMEHTH A0 okoso ISO 80.
Bb3MOXHO ro-wmpoKara noArotoBka ¢ pbYHU MHCTPYMEHTU HaMasisiBa MallumHHOTO
M3ro13BaHe Ha CBpeAsia, KOUTO ripu ornp. 06CTosaTesnIcTBa Morat Aa obpa3yBaT yBpexaalya
3b6HOTO BELYECTBO ropeLLYmnHa.

e MalMHHO paslWnpeHMe Ha JTlyMeHa Ha KaHana Ha 3bba c paswmnputensa Ha kaHanu (REF
43000 wnun REF 42010), a npu Exatec camo ¢ nunotHoTo ceBpeano (REF 42100). B3emeTe
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noZ BHMMaHue u3bpaHaTa Ab/XKUHA Ha WKUdTa U eBEHTYaIHO S MapKMpamnTe C rymeH
NpbCTEH.

e Kanubpupawio pasznpobuBaHe Ha NersioTo Ha WwudTa C KanmbpmpalloTo CBpeasio, Taka ye
npu Exatec onopHaTa yacT 3a rnaBsaTa Ha WudTa Aa ce HaMMpa Ha AbnboynHa oT
MWUHUMYM 2 mm B 3bOHOTO BELLECTBO.

o MWHTerpupaHaTa yesHa pesa rapaHTpa, Yye oropHaTa 4acT MpeMmuHaBa
LIEHTPUYHO M 04 NMpas bIrbj KbM OCTa Ha KaHasa.

o 3apga 6vgat nsberHatu yBpexxaaHus Ha 3b6HOTO BELJECTBO Ha KOPEHa rnopaam
obpa3zyBaHe Ha ropelynHa, Hav-obLo cBpeasiata 3a KaHalin Ha KopeHu Tpsibsa aa
ce 13r10/13BaT camo

= € BOAHO WJIN reJsl oxsa>kgaHe
= npu oboporn or 500-1000 06/MMH.

*  C Bb3MO>HO Hali-HUCKO HansaraHe ,,c norynsaHe"

o [lpoBepsiBaiiTe UHCTPYMEHTUTE Ha MHTEPBAaIN. OTCTpaHsIBalTe CTPYXKKUTE OT
pasnpobuBaHe M NoYMUCTBaiTe npaxa oT pasnpobusaHe. NMpomuiite
pa3npoébutnst KaHasl.

J MoyncreTe 1 NoacyleTe KaHana Ha KopeHa.

MHCEPLUMNMA: EXATEC, TITAN

e [ocrtaBeTe NpobHO WM®T 3a KopeH Exatec Titan n npoBepeTe 3axankaTa.

e EBeHTyasIHO MapkupanTe HeobxoammaTa BMCOUMHA Ha WKdTa M CKbCETe rnaBaTa Ha
wmdTa M3BbH ycTaTa C GuH abpasmBeH MHCTPYMEHT OT cunmumeB Kapbua, TbHKa dpesa oT
TBBbPA METan UNn pexeLl, AUCK B HaKpanHUK.

° MouncTBaHe Ha KaHana Ha KopeHa:

o Mpomunte Hanp. ¢ 37% docdhopHa kucennHa, NaOClI, H,0;
o EBeHTyanHo oTcTpaHsiBaHe Ha MeTHOTO M KOHAMUMOHUpaHe

o MoacywaBaHe € XapTUEHW BbPXOBE, cfie[ ToBa C TOMbJ1 Bb34yX

1l BHMMaHue: V36areante cbabpikKallm eBreHosl BpEMEHHU LMMEHTH, pecr.
oTcTpaHaBanTe rn 6e3 octarbk. NaOCl nnn H.O>He ca noaxoasLm npu
M3MoN3BaHE Ha KOMMO3UTK, TbA KaTO MOJy4YaBalLUAT Ce KMCIOPOoA MOXe Aa
npeansBMKBa KMCNOPOAHO MHXMBUpaHe Ha BTBbpASBAHETO HA KOMMO3uTa.

e [louncreTe ckbCeHMs WNPT 3a kKopeHn Exatec cbc 70% cmec oT eTaHO/BOAA CbINACHO
DAB (F'epmaHcka dapmakones)

e HanbiHeTe KaHana Ha KopeHa C paAbK LMMEHT Ha nopumm ¢ nomoluTta Ha Lentulo, Taka
ye Zla He ce o6pa3yBaT Bb3AyLWHN AxXo6oBe. CaMo peaKUST LMMEHT MOXe Aa ustede
[O0CTaTbYHO MNpe3 oTBeXAalnTe KaHandeta Ha wudrTa.

lMoaxoasiy KperiexeH matepmas ca UMMEHTH CbAbpxKalyn poceatu nan CTbKIAEHU
FioHoMepu 1 KoMrno3uTu. TpsibBa Aa ce npearnoynTaT Matepmaan ¢ Masaka
3bPHUCTOCT Ha 3anbaBaiyms matepuman (0,1-1,2um) (Ketac™ Cem radiopaque,
3M™),

e 3aBuinTe WndTa 3a KopeHn Exatec c 1eko BbPTENMBO ABMXKEHME B Narepa Ha WndTa,
[l0KaTo rnaBaTta Ha WudTa 3acTaHe MIbTHO B Jlarepa Ha rnaeaTa Ha WwudTa.

. OcTtaBeTe KpenexHunsa Mmatepmnan Aa ce BTBbpAaun

. OTCTpaHeTe U3NNWHNA KpeneXeH MaTtepuan

. EBeHT. HanacHeTe rnasaTa Ha LLI.VICbTa B CbOTBETCTBUE C YC/10BUATA Ha OKJIHO3UA C
UMNTUHAOPUYHWN ANaMaHTU No4 BOAHO OXJlaXXAaHe.
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N3nbaiHeTe KOHCTpYKUMSATa M NOCNeABaLloTo pecTaBpmpaHe CbriacHo MHpopMauunsTa 3a n3nosssaHe Ha
CbOTBETHUTE NPOAYKTN N MeTOAMN.

MHCEPLUMUA: >

o MoHTMpaHe Ha WurdTa 3a KOPEHU Exatec-S BbpXy MHCTPYMEHT 3a NOCTaBSHE!

o [peBaHTMBHa Mspka: Obe3onaceTe MHCTPYMEHTa 3a NocTaBsHe ¢ obe3onacuTesnHa
Bepuxka (npekapBa ce npe3 pe3boBus oTBOp)

o [locTaBeTe MHCTPYMEHTA 3a NoCTaBsiHE BbPXY WudTa
o 3aBbpTeTe UHCTPYMeHTa A0 dUKCMpaHe Ha KaHanute
o MMnb3HeTe wudTa HaBbTPE

o rnpoBepKa Ha CArypHOTO NpuisiraHe Ha WudTa B UHCTPYMEHTa 3a
nocraBsiHe

e 3aBuinTe NpobHo wWmdTa 3a KopeHun Exatec-S

o [lpu TOBa camoBps3BawmnTe ce ,HOKTU" ce Bps3BaT B 3bOHOTO BELLECTBO.
bnaroaapeHne
Ha KOHyCa BCUYKM XOA0BE Ha BUHTA Ce 3alenBaTr e4HOBPEMEHHO M 3aBUBAHETO €

BBb3MOXHO CbC CPaBHUM MUHUMAaAEH BbPTSL] MOMeEHT oT 7,9t 1,7Ncm npu

Makcumym 3 3aBbpTaHus. *) AnMKaHOTO ABVMXXEHUE Ha LnTa ce crnvpa
abCo/IlOTHO TOYHO OT CBPBXTOYHATA OMOPHAa 4YacT.

e [ouyncTBaHe Ha KaHana Ha KopeHa:
o Mpomunte Hanp. ¢ 37% docdhopHa kucennHa, NaOClI, H,0;
o EBeHTyanHo oTcTpaHsiBaHe Ha MeTHOTO M KOHAMUMOHUpaHe

o MoacywaBaHe € XapTUEHW BbPXOBE, cfie[ ToBa C TOMbJ1 Bb34yX

11 BHMMaHue: MN36areanite CbabpXalln eBreHos BPpEMEHHU LUMMEHTMH,
pecn. oTcTpaHsaBanTe rm 6e3 octatbk. NaOCI| nnn H,O, He ca noaxoasLm
Mpu U3MNoa3BaHe Ha KOMMO3UTU, Tb KaTO MOJTy4YaBaLUMAT Ce KUCNOpPoA
MOXe Aa Nnpeau3BuKBa KUCNOPOAHO MHXMBUpaHe Ha BTBbpASBAHETO Ha
KOoMno3suTa.

e [Mouucrtete wWundTa 3a KopeHu Exatec-S, npun ToBa OTCTpaHeTE CTPYXKUTE 3bOHO BELLECTBO
cbe 70% cMec oT eTaHos/Boaa cbrnacHo DAB (FepmaHcka dapMakornes).

e HanbjHeTe KaHana Ha KopeHa C paAbK LUMMEHT Ha nopumm ¢ nomoluta Ha Lentulo, Taka
ye Za He ce o6pasyBaT Bb3AyLWHU Ax060Be. CaMo peaKusT LMMEHT MOXe Aa ustevye
[OCTaTbyHO Npe3 oTBeXAaluTe KaHanyeta Ha wudrTa.

o [Moaxoasi KpenexeH matepuas ca UMMEHTU CbAbpXXalymn ¢pochat nam CTbKIEHU
rioHomepu u Kkomro3ntn. TpsibBa Aa ce M3nonasBaT MaTepuanm C Manka 3bpPHUCTOCT
Ha 3anbneawmsa matepuan (0,1-1,2um).
(Ketac™ Cem radiopaque, 3M™ )

e 3aBumBaHe Ha wudTa 3a KopeHu Exatec-S:
3anoyHeTe C Masko ABUXeHWe HasnsBo, 3a Aa ce dukcupa WndTbT B NpeaBuaeHnTe
XOA0BE Ha BWHTA, Cnej ToBa 3aBuiTe WndTa 38 KOPEHW 3aBbpTaliKM HAAACHO (Makc. 3
obopoTa).

e lI3Ternete MHCTpPyMEHTa 3a NMOCTaBsAHE akcuasnHo Ha wudTa, 3a Aa nlberHete gedopmauyms
Ha ,HoKTUTE".

J OcTaBeTe KpenexHus maTtepuasn Aa ce BTBbPAMN N OTCTPAHETE U3NULIHNA KpernexeH
mMaTtepuan.

J HanacHeTe rnasaTta Ha LIJ,VICbTa B CbOTBETCTBUE C YyC/10BUATA Ha OKNO3UA C ULMTMHOPUYHN
AnaMaHTU noa BOAHO OoXnaXAaHe.

N3nbaHeTe KOHCTpYKUMSATa M NOCNeABaLloTO pecTaBpmpaHe CbriacHo MHdopMaumnsaTa 3a U3nosssaHe Ha
CbOTBETHUTE NPOAYKTU N METOAU.
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*) yCTaHOBEHO Mpu cpaBHUTENHA AucepTaums npes 1994
,V/13MepBaHMs Ha BbPTALWMA MOMEHT Ha 3aBMHTBALLM CEe CUCTEMM C LWMDTOBE 3a KaHaAn Ha KopeHu" npeactaBeHa oT
Knayc labept

MHCEPLNA: EXATEC, CYTEC, CONTEC HT ®UBPOCTBKIJ10

Contec

MocTtaBeTe Npo6HO WMET 3a KOPEH U MpoBepeTe 3axankaTa.

MapkupaliTe HeobxoamMmMaTa BUCOUYMHA Ha wmdTa (BMCOYMHA Ha OKJIHO3US) U O CKbCETE
M3BbH yCTaTaTta C GuH AnamMaHTeH auck. Mpu ToBa ns3bsAreanTe obpasyBaHETo Ha npax
(n3non3BanTe OCTPU peXeLln NHCTPYMEHTH).

I BHmMmaHue: Hukora He nu3nonseanTte Kiewm 3a ckbcsiBaHe. ToBa 6u noBpeaunsno
CTPYKTypaTa Ha MaTepwuarna.

MouncreTe WKdTa 3@ KopeHn cbe 70% cMmec oT eTaHos/BoAda cbrinacHo DAB (F'epmaHcka
dapmakones)

MNMoaroTBeTe KaHana Ha KOpeHa: KOHAMUMOHMPaHe Ha 3bO6HOTO BeLLEeCTBO C aAxXe3MBHa
TEXHUKA

Il BHuMaHue: /36daresalite cbabpiKally eBreHoN BPEMEHHU LMMEHTU, pecn.
OTCTpaHsBanTe rn 6e3 ocTaTbK.

H>02 nnn NaOCI He ca noaxoasiun, Tbi KaTo NoslyvyaBawmsaT ce KMCnopoa Moxe aa
npeavsBMKBa KUCNOPOAHO MHXMBUpaHe Ha BTBbPASBAHETO Ha KOMMO3uTa.

AAxe3nBHa TeEXHUKA, HaNnpuMmep:

o KoOHAMUMOHMpPaHe Ha KaHana M Ha MOBBbPXHOCTTA Ha 3bba (Hanp. 37 % docdopHa
KncenuHa)

o OTcTpaHsBaHe Ha KucenuHaTta C BOAEH Crpen

o [pomuBaHe Ha kaHana c ankoxon (Hanp. 70 %)

o [loacywaBaHe Ha KaHana C XapTUEeHN BbpPXOBe

o Annukauus Ha rpyHAa v nonvMBaHe Ha M3/IULHOTO C XapTUEeHW BbpXOBe

o Annukaumsa Ha 6oHAEepa 1 NoNMBaHeE Ha M3MULIHOTO C XapTUEHN BbPXOBE
Il BHuMaHue: He nonumepunsnpante 6oHAepa CbC CBETIMHA.

Onumsa: HamaxeTe wWndTa TbHKO C AyanHO BTBbpAsABaL, ce 60HAEp, HE NOoNMMepuUsnpanTe
CbC CBET/INHA.

AnTepHaTuBHO: HamaxeTte wmn@Ta TbHKO C AyaslHO BTBbpAsBaLY ce 6oHAep, npoayxanTe,
CbBCEeM TbHKO ¥ NoJIMMepu3npanTe cbC cBeT/IMHAa, Harnp. CLEARFILTM Universal Bond
Quick, Kuraray

HanbnHeTe kaHana Ha 3b6a C pAAbK, AyaJIHO-MNOMIMMEPU3Upall, BUAUM NPU PeHTreH
KOMMNo3uT 1 Lentulo. CnaseaiiTe MHCTPyKUMATa 3a ynoTpeba Ha Npou3BoOAMTENS Ha
KOMMo3u1Ta

Hanp.: PANAVIA™ F 2.0, Kuraray

Bbp30 nocTaBeTe KOMMO3UT Ha WMdTa 3a KOPEHU U BeJHara C JIeKO BbpTeNnBO ABUXEHNE
6aBHO 10 BKapaHTe B Jlarepa Ha LLI,MCbTa M o 3a4pPBbXTE Ha NO3ULNA, AOKATO KOMMNO3UTBLT
Ce BTBbpPAM AOTO/IKOBA, Ye WNPTHLT Aa OCTaHe MO3ULNOHUPaH.

PasnpeaeneTte UsNUWHUSA MaTepuasn paBHOMEPHO BbpXY CTbpYalms WUPT K
BANMbOHATMHATA M OTCTpPAHETe OCTaHaaus, U3NIMLIEH MaTepuarn.
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e BTBbpAeTe C nonuMepusnpalla gamna 3a ok. 40 cek.
(CnasBaiiTe MHCTpYKUMATa 3a ynoTpeba Ha KOMNO3uTa)

e Cnepn ToBa 6bP30 U3rpageTe MbHYETO C MbCT KOMMNO3UT. 3a Aa 0pOpMUTE KOHCTPYKUMSATE —
aKko e HeobXxoAMMO — M3MOoN3BalTe Npo3padHa BTyKa (frasaco) nnu MaTpuyHa neHTa
(HAHNENKRATT). Hanp.:
CLEARFIL™ DC CORE PLUS, Kuraray

[ M3nbnHeTe 3aKNYnTeENnHUTE d)MHM KopeKkunun C Typ6MHa n a6pa3MBeH MHCTPYMEHT C
ANaMaHTEHO NOKPUTUE C BOAHO OXJlaXXAaHe.

CnasBaiTe MHCTPYKLMUUTe 3a ynoTpe6a Ha u3nonsBaHUTE NPOAYKTU U MeToaM.

MNPEBAHTUBHU MEPKU U U3TOYHULU HA TPELLKU

3aunTanKku KINHUYHUTE AAAEHOCTU U MHAMKaLMATa TpsibBa Aa 6bae B3€TO Noj BHMMaHue, ye 34paBuHata
N YCTOMUMBOCTTA Ha OrbBaHe Ha KOHMEKUMOHMPAH LWMAT 3a KOPEHU MMa onpeaeneHu rpaHnum,
06ycnoBeHn oT MaTepuana 1 nopaaum usbpaHusa amameTsbp Ha WudTa.

Ho 1 npu apyrM KOMMNOHEHTW: OCTaBallaTa TBbpAa Cy6CcTaHUMsS Ha 3bba MM KOHCTPYKLUMSTa U KOpoHaTa
MOXE [la Ca NMPUUYMHU 33 Heycrnexa Ha pecTaBpupaHeTo.

B nHdopmMaumaTa 3a npenapupaHe n MHCEpPUMS Beye ca MNOCOYEHN TOUKM, KOUTO OKa3BaT MOJIOKMUTENTHO
B/IMSIHME Ha pecTaBpupaHeTo. CTapaTesHoTO WindoBaHe Ha U3paBHEHO 3aKpUBaHe e OT pellaBallo
3HauyeHue 3a CTabuIHOCTTa Ha pecTaBpUPaHETO M 3a CPOKa Ha ekcrnioaTaums. IMHaMMUYHOTO HaToBapBaHe
OT CPELLYNOoSIoXHUTE 3b6U TPsi6Ba [la € Bb3MOXHO Hal-HWCKO. HenpaBuAHUTE HaToBapBaHUs UK
npeToBapBaHWs MoraT [a [0BeAaT /10 OTKbCBaHe Ha pecTaBpuUpaHeTo, OPTOAOHCKOTO My M3MEeCTBaHe Ui
[0 CUyrnBaHe.

MpenapupaHeTo B 30HaTa Ha pbba Ha KOpoHKaTa TpsAbBa Aa 6ble M3BbPLUEHO Taka, Ye CTabuIHOCTTa Ha
pecTaBpupaHeTo Aa 6bae noAacuieHa oT edekTa Ha BTy/KaTa.

U3TOYHULUMU HA TPELLKH

HeycnexbT Ha pecTaBpUPAHETO Ce NoKa3Ba OT: Bb3MOXXHU NPUUUHMU:

A) PasxnabsaHe unn ocBoboxAaBaHe Ha WUPTa 32 ¢ HenpaBUIHO cCLENNEHUe MEXAY 3aKpenBaLlms
KOpeHH MaTepuan + 3b6HOTO BellecTBO (HegoCTaTbyHa
NOAroTOBKA Ha KaHana Ha KopeHa)

B) CuynBaHe Ha wWndTa 3a KOpPEHU * BmxTe A)

* TBbpAe BMCOKO AMHAMWYHO HaTOBapBaHe rnopaau
CpeLlynonoXxHuTe 3bu6u (B.r.)

* TpekoMepHO, BHE3aMNHO HaToBapBaHe

* N360p Ha WMPT 3@ KOpEHN C pa3Mepu Nnog
HeobxoanMoTO

C) ObpasyBaHe Ha dUCYpU UK pakTypupaHe Ha e ByTe NOCOYEHOTO B B)

KOpeHa
* Ckneposmpano 3b6HO BELIECTBO Ha KOpeHa

MPEBAHTUBHU MEPKMA
LWMdTHLT 332 KOPEHU HE Ce M3MOo3Ba MHOMOKPAaTHO.
MpW HeAoNyCTUMOTO NOBTOPHO M3MNoJ3BaHe 61 6una Hanuue onacHOCT OT KpbCTOCaHa KOHTaMUHaLUms.

B3semeTe nog BHMMaHue n nHpopmaumaTa ot agsete EN ISO 17664-1 nHdopMaumm Ha NpomM3BoaAUTENS 3a
nMnoAroToBKa.
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AOMB/THUTEJTHA NHOOPMALUA

Bcunukm HacTbNUAM BbB Bpb3Ka C NPoAYKTa TEXKN MHUMAEHTU TpabBa Aa 6baaT cbobliaBaHu Ha
NPOU3BOAUTENS U Ha OTFOBOPHaTa UHCTUTYLUMS Ha CTPaHaTa YeHKa, B KOSITO € MECTOXMUTENICTBOTO Ha
nonseartens u/ unn Ha naumeHTa.

KpaTkuaT npernen be3onacHoOCT U KIMHUYHKN XapakTepuctuku (SSCP) Ha wmdToBeTE 3a KOPEHU e
pocrtbneH nocpeacrsom EUDAMED. o dyHKLUMOHANHOCTTa Ha cboTBeTHMS Moayn EUDAMED npwu
3anutBaHe SSCP mMoxe aa 6bae nosyyeH oT NpoOM3BOANTENS B paMKUTE Ha 7 KaneHAapHW AHW.

AokymeHT EN ISO 17664-1
KoHcyntauma: www.hahnenkratt.com/service
elFU

BesnnartHa >>EN ISO 17664-1 nHdopMauusa Ha NpousBoOAUTENA 3a NOAroToBKa<< MoXke fa 6bae nonyuyeHa
B paMKUTe Ha
7 kaneHAapHW AHW NPUY 3anNUTBaHe OT:

NMPON3BOAUNTENA

E. Hahnenkratt GmbH
Dentale Medizintechnik
BenzstraBe 19

DE-75203 Konigsbach-Stein
Ten. +49 72323029-0
info@hahnenkratt.com
www.hahnenkratt.com
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CNMBOJIMN
[a He ce n3nonssa NOBTOPHO REF HomeHknaTypeH Homep
CnasBaliTe MHCTpyKUuAaTa 3
asea pykunsTa 3a Lo I O603HayeHnss Ha napTuam
ynoTtpeba

CnasBaiTe efnleKTpoHHaTa
WHCTPYKUMS 3a ynoTpeba
Ceanete oOT:
www.hahnenkratt.com/service

[ata Ha nNpou3BOACTBO

BHuMaHue

OnakoBbyHa egMHULA O 3aBbpTaHe HaAsCHO

¢
MeauunHCKM NpoayKT T CbxpaHsiBaliTe Ha CyX0 MSICTO
U DI EnHo3HaueH naeHTndmkaTop Ha He e crepuno

MeANLMHCKN NPoAYKT ‘

[a He ce 1U3MoM3Ba, ako ornakoBKaTa
e nospefeHa, 1 aa ce crnassa
MHCTpyKUMATa 3a yrnoTpeba

MponssoauTten

5| WP & =®
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EN ISO 17664-1 NHdopmMmauus Ha npousBoanTens
3a NOAroToBKa Ha MeAMLIMHCKM NpPpOoAYKTH HAHNENKRATT

Knacnduunpane cbrnacHo Anpektmsa UPK:  Mpoayktn HAHNENKRATT:
KputnuHu A PoTauUMOHHN MHCTPYMEHTH OT
6naropogHa cToMaHa
3a cuctemu ¢ wmdToBe 3a kopeHun Exatec, Cytec, Contec

penakuusa 2022-06-10, nHgekc 01 C€ 0197

A

CnasBaiiTe o6uMuaiHuTe NpeanucaHusa 3a npegoTBpaTaBaHe Ha 3nononyku (MN3)
Mpu cna3BaHe Ha MHCTpyKUMUTe 3a ynoTtpeba Ha M3MON3BaAHUTE CbOPBXEHUS KaKTO U Ha U3MNO0N3BaHUTE
XUMUKau 3a TpeTMpaHe He Ca HW U3BECTHW NpeaynpeauTeniHN yKasaHus.

U npean nbpBOTO NpUNIOKEHUE B3eMeTe nog BHUMaHue Toukarta ,KoHTpon u dpyHKUMOHanHa
npoBepka“.

KpasT Ha cpoka Ha ekcnjioaTaumsl Ha NpoayKTa ce onpeaenst oT M3HOCBAHETO nopaan ynoTtpebaTta.

Kpasit Ha cpoka Ha eKcrJioaTauyusi Ha NPOAYKTa € MHAMBUAYAJIHO pa3/iIM4eH M nopaam Tosa ce
onpepaensa ot nonsBarens. Baemere noa BHMMaHue Toukarta ,,KoHTpon n ¢pyHKLUMOHaNHa
nposepka".

M3BbpLuBaKiTe usANOCTHaTa npoueaypa v Npeay MbpBOHaYanHOTO M3MOo3BaHe.

OnuvcaHnTe MeToaMn ca 060 M3BECTHMN N 3aBUCAT OT 0bnyanHmnTe obopyaBaHe U KOHCYMaTUBMU.

MBBprUBaHTe NMOBTOpPHa NoAroToBka caMo B nNpeaBunaAEeHUTE 3a TOBa noMewieHnsa/3oHm. CnaseanTte
e(beKTMBHMTe Mo OTHOWEHNE Ha XUrMeHata MeEPKU CblrlaCHO CI'IELI,Mq)M‘-IHMTe 3a CTpaHaTa npeanncaHunsa.

HenocpeacTteeHo cnea M3non3BaHETO NMpu NaumMeHTa MHCTPYMEHTUTE Ce NMOCTaBAT B noaxoasw, dpesatop
HanbJ/IHEH C nMo4YucTBaw,/ ae3mHdekumpall npenapar (ankaneH, 6e3 angexmamn), 3a aa ce nsberHe
M3CbXBaHETO Ha ocTaTbumTe (MKCUpaHe Ha npoTemHuTe). MNMpenopbyBa ce, NOArOTOBKaTa Ha
MHCTPYMeHTUTe fAa 6bae M3BbpLUEHa HaN-KbCHO €AMH Yac cnea npunoxeHneTo. TpaHCNopTUpaHeTo 40
MSICTOTO 3a NoaroToBka TpsibBa Aa ce u3BbpluBa BbB (ppe3aTopa.

CnasgainTe n obuyaliHuTe 3a BawaTta npakTMka MHCTPYKUMKM 3@ POTALMOHHN MHCTPYMEHTU. 3a HawwuTte
poTaumoHHN MHCTpyMeHTM HAHNENKRATT He e HY)KHO Aa ce crnasBaT ApYru CreunanHu N3ncKkBaHums.

CbrnacHo npenopbkaTa Ha nHcTuTyTa PobepT Kox (MPK) 3a npenopb4YBaHe € NoAroToBKaTa Aa ce
M3BbPLIBA MALUUHHO.

MoaroroBka B CMN/ (TepMmo ae3nHdeKTop)
O6opyanBaHe

1. CovopbxeHue 3a nouncreaHe/aesmHdpekumns (CMNA) no EN ISO 15883, Hanp. Ha ¢pupma Miele ¢
Vario TD nporpama. Tpsa6sa aa 6bae AocturHata CToMHOCT Ag OT MMHMMYM 3000.

Neodisher® Mediclean Dental Ha dupma Dr. Weigert

Neodisher® Z Dental Ha ¢dnpma Dr. Weigert

4. Topxoasiwa 3a cBpeana npuctaeska kow 3a CMJ, Hanp. npuctaBka Ha Miele, aptukyn E491

W N
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3a NOAroToBKa Ha MeAMLIMHCKM NpPpOoAYKTH HAHNENKRATT

Knacnduunpane cbrnacHo Anpektmsa UPK:  Mpoayktn HAHNENKRATT:
KputnuHu A PoTauUMOHHN MHCTPYMEHTH OT
6naropogHa cToMaHa
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penakuusa 2022-06-10, nHgekc 01 C€ 0197

BuHaru cnaseaiTe ¥ MHCTPYKUMUTE 3a ynoTpeba Ha U3MNon3BaHUTE NPOAYKTU M CbopbXeHus. Cnassainte
EN ISO 15883-1 n EN ISO 15883-2.

CNnA metoa, BanuaupaH:

1. TlocTaBeTe MHCTPYMEHTUTE B NOAXOASLWA NpMCcTaBka Ko,

2. HanbnHeTe npuctaBkaTta Kow M g pasnonoxete B Cl/[ Taka, KakTo e 3ajafeHo OT npoussoauTens
Ha CNJ. MpbckawaTa cTpysa TpsibBa Aa MoXxe Aa nonaga AUPEKTHO BbpPXY MHCTPYMeHTapuyMma.

3. HanbnHeTe nouncTeaw/ae3vHdekuMpall npenapaT CbrflacHO AaHHMUTE Ha NMPoOu3BOANTENS U
AaHHUTe Ha npoussoamTens Ha CrA.

4. Crapt Ha Vario TD nporpamaTa BKJOUYMTENHO TEPMUMYHA Ae3uHdeKkums. TepMmyHaTa Ae3mHpekums
ce n3BbpliBa Npu cbbntogaBaHe Ha CTOMHOCTTA Ha Ag OT MMHMMYM 3000.

5. Tllporpama:
e 1 MUH. NpeaBapuTENHO NPOMMBaAHE CbC CTyAeHa Boaa (< 40°C kauyecTBo Ha nuTerHa
BoAa)

e l3npa3sBaHe

e 3 MUWH. NpeABapuTesIHO MPOMMBaHe CbC CTyAeHa Boaa (< 40°C kayecTBO Ha NUTelMHa
BOAa)

e l3npasBaHe

e 10 MuMH. nammueaHe npu 55°C ¢ 0,5% ankaneH nouncreaw, npenapaT Neodisher®
Mediclean Dental

e l3npa3sBaHe

e 3 MMH. HeyTpanu3upaHe c Tonsa Boga ot sBogonposoaa (>40°C) n 0,1% HeyTpanusaTtop
Neodisher® Z Dental, Dr. Weigert, Xambypr

e l3npas3BaHe

e 2 MMH. MEXAMHHO NMPOMMBAHE C ToMa Boga oT Bogonposoaa (>40°C)

e l3npa3sBaHe

e TepMuyHa ge3nHdeKUns C AeMnHepanusnpaHa soga, Temnepatypa 92°C, MUH. 5 MUH.

e ABTOMaTU4YHO uacywasaHe, 30 MunH. npn 90°C

Cnep, NMPpUKNIKYBaHe Ha nNporpaMaTa n3Bagete MHCTPYMEHTUTE OT cngvrum n3cyuweTe cbrnacHo

npenopbkaTta KRINKO 3a npeanoynTaHe CbC CrbCTEH Bb3AyX. [1py ToBa o6bpHETe cneunasHo BHMMaHMe
Ha M3CylaBaHeTo Ha TPYAHO AOCTbMHU MecTa.

MoaroroBka CbOTBETHO B y/ITPa3ByKOBa BaHa

O6opyaBaHe
1. NouwucTBaw, Nnpenapart: 1) ynTpasByKoBa BaHa
2) HanNoHOBa YeTKa
2. MNouucrteauw, npenapar: ID 220 Ha DURR (roToB pa3tsop 6e3 cbabpXaHue Ha

angexman/BaHa 3a cBpeana) noaxoasu, 3a ynTpasBykK
Ae3nHdeKUNoHeH npenapar 3a poTauMOHHN MHCTPYMEHTU

MeTtopa, BannaupaH:
PbUYHO NouyncTBaHe € yNTpasBYK U YeTKa

N3BageTe MHCTpyMEeHTa OT dhpesaTopa U ro noymcreTe B NOAXOASLL, KOHTEMHEP CbC CUTO MUHUMYM 15
MUHYTM B YNTPpa3ByKOBa NOYUCTBALLA BaHa Npu CTaliHa TeMmrnepaTypa. Tpsibea aa 6bae o6bpHaTO
BHMMaHMe Ha TOBa, BCMYKM AOCTbMHM MOBLPXHOCTM Aa 6baaT HAaMOKpeHU n aa 6bae nsberHata 3BykoBaTa
CsIHKa.
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Cnep TOBa NMo4YnUCTBaNTE MHCTPYMEHTA C HAaW/IOHOBA YeTKa B pa3TeBop (6e3 ynTpasByk), AOKATO Mo
NMOBBbPXHOCTTA BEYE He Ce BMXKAAT OCTaTbUM.

Tps6Ba ga ce rapaHTUpa, Ye wWe 6baaT AOCTUrHAaTU U NOYUCTEHU BCUUYKMN 30HM HA UHCTPYMEHTA.
PbuHa ae3nH(eKLUa C yNTpasBykK

3a ae3nHdeKkuns nocrtaBeTe MHCTPYMEHTA B NOAXO0ASL, KOHTEMHEP CbC CUTO 32 MMHUMYM 1 MUHYTa B
npsicHa ynTpa3ByKoBa BaHa HanbiHeHa cbC 100% ID 220 (<45°C).

MNMpOMUITE MHCTPYMEHTA OCHOBHO 3@ MMHMMYM 1 MUHYTa B HaMmb/IHO 06e3cofieHa AeloHM3MpaHa Boaa.

EBeHTyasiHO OTCTpaHEeTe HanbJ/IHO OCTaHa/IUTE 3aMbpPCABAHMA C HaW/IOHOBA YeTKa KaTo MOCTOSIHHO
3aBbpTaTe MHCTPYMEHTa, MPOMUITE NOA Teyalla BoAa M MoYUCTeTE C YNTpa3ByK + MoOBTOpeTe
nesnHdekuymaTa.

3a npeanoyYnTaHe € MHCTPYMEHTDBT Aa ce NoAcyLllaBa C MEAULMHCKN CrbCTEH Bb3AYX CbI/1acHO
npenopbkaTta KRINKO. MNMpu ToBa 06bpHeTe crieumanHo BHMMaHME Ha U3CYLIAaBaHETO Ha TPYAHO AOCTbMHMU
MecTa.

MeanUMHCKUAT NPOAYKT He Tpﬂ6Ba na 6bae O6CJ'IY)KBaH TEXHUYECKWN.

BusyanHa npoBepka 3a UANOCTHOCT U YNCTOTa. 8-KpaTHOTO yBe€Nn4aBaHeE No NpuHUMN NO3BOJiIABa ONTUYHA
rnpoeepka. AKO cnej noArotoeBkata no MHCTPYMEHTa oLe ce 3abensasBa ocTaTb4Ha KOHTaMnHauu4,
NMnoBTOPETE NMOYNCTBAHETO U ,ﬂeBMH(bEKLI,MﬂTa, AOKaTO BeYe He Ce BMXOa KOHTaMUHauu4.

WNHCTpYMeHTU CbC criegHnTe HegocTaTbum TpsabBa He3abaBHO Aa 6baaT oTaAensHu u ga 6baat
OTCTPaHsABaHM KaTo OTnaabk:

- U3TbIMEHN U CYYMEHU OCTPUETA
Mopaan n3non3esaHeTo OCTpUeTaTa NOCTENEHHO HEM36EXHO ce U3TbnaBaT. MHCTpYMeHTUTE
TpsibBa Aa 6bAaT OTCTpaHsABaHW KaTo OTNaAbK BMHArM, KOraTo TAXHOTO MPUIOXEHUE € OrpaHUYeHO
nopaauv 3aTbMNeHn UInN CYyNneHn
ocTpueTa.
- yBpexaaHe Ha ¢opmaTta (Hanp. orbHaTU MHCTPYMEHTH)
- KOpO3uMpasnan NoBbPXHOCTU

Moaxoasiwa oTaenHa onakoBka BbB (hosmo 3a ctepunusaums cbrnacHo EN ISO 11607-1. OnakoBkaTa
TpsibBa Aa e AO0CTaTb4yHO rossiMa, Taka 4ye 3anedyaTBaHeTo Aa He e noj HanpexeHue. Npean n3nonssaHe
TpsibBa fa ce nposBepsiBa, Aasin CUCTEMUTE CbC CTepusiHa 6apuepa ca usnoctHu. Mpu yBpexaaHe Ha
cucTemaTa CbC cTepusiHa 6apuepa npoaykTbT TpsibBa fa 6bae NnoAroTBEH OTHOBO.

O6opyaBaHe: lMapeH cTtepunmnsaTtop, cbrnacHo EN ISO 17665 BnaxHa ropelwinHa
MeTtopa, BannaupaH:

MapHa cTepunuMsaums No MetToaa Ha dpakuMoHMpaH BakyyM npu 134°C B cbopbXeHue cbriacHo EN
13060:

1. OpakumoHuMpaH npeaBapuTeneH BakyyMm (MMHMMYM 3-KpaTHO)
2. TemnepaTtypa Ha ctepunmnampaHe 134°C (-0/+3°C)
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EN ISO 17664-1 NHdopmMmauus Ha npousBoanTens
3a NOAroToBKa Ha MeAMLIMHCKM NpPpOoAYKTH HAHNENKRATT

Knacnduunpane cbrnacHo Anpektmsa UPK:  Mpoayktn HAHNENKRATT:
KputnuHu A PoTauUMOHHN MHCTPYMEHTH OT
6naropogHa cToMaHa
3a cuctemu ¢ wmdToBe 3a kopeHun Exatec, Cytec, Contec

penakuusa 2022-06-10, nHgekc 01 C€ 0197

3. Bpeme Ha 3aabpxaHe: MUHMMYM 5 MUHYTU (NbNEH UMKBLI)
4. BpemMe Ha uscywasaHe: MUHUMYM 10 MUHYTHK

Cna3sBanTe ctaHgapTt EN ISO 17665 3a cTepunumsaums C BNaxHa ropeLimHa.

3a pa ce usberHe obpa3yBaHETO Ha NETHa M KOPO3us, NapaTa He TpsbBa Aa cbabpXka npuMecu. Mpu
CcTepuamnsaumsTa Ha HAKOJIKO MHCTPYMEeHTa He 6uBa Aa 6bae HaABMLILABaAHO MaKCMMaNHOTO HaTOBapBaHe
Ha cTepuausartopa.

TpaHCNOPTUPAHETO M CbXPAHEHUETO Ha ONAaKOBaHMUTE CTEPUITHU NPOAYKTU Ce M3BbPLUBA CbC 3aliuTa OT
npax, Bnara un (NoBTOpHA) KOHTaMUHaUMS.

OnpeaensHeTo Ha NPOABL/MKUTENHOCTTA Ha 3ana3BaHe Ha CTEPUIHOCTTa Ha KpaliHUS NpoAyKT e
3a4b/IKEHNE Ha MHCTaHUMATa, KOATO € M3NbJHUAA KpaHOTO onakoBaHe (cucrema cbC cTtepunHa bapuepa
WM ONaKoBbYHA CMCTEMA) B CTOMaTONOrMYHaTa npakTuka. (Buxre cbwo ,Onakoska™)

BcMuUkmM HacTbNUAM BbB Bpb3Ka C MPOAYKTa TEXKN MHUMAEHTM Tpsa6Ba Aa 6baaT cbobliaBaHu Ha
NpoOU3BOAUTENSA M HA OTFOBOpPHATa MHCTUTYUMS Ha CTpaHaTa Y/eHKa, B KOSITO € MEeCTOXMTE/ICTBOTO Ha
nonseaTens /U Ha naumeHTa.

CnasBaiiTe MHCTpYKUMUTE 3a ynoTpeba Ha U3MNoNA3BaHWUTE eKCNIoaTauMoHHM MaTepuanm KakTo 1 Ha
Npou3BOANTENS Ha CbOPBXEHUETO M 06bPHETE BHMMaHWE Ha TOBA, Aa 6bAe cnasBaHO MaKCMManHoTO
HaToBapBaHE Ha CbOPbXEHMATA.

NHdpopmaumsa ot EN ISO 17664-1: MNpun nanonsesaHe Ha nogobpurtenu 3a 6nscbk 6M0 CbBMECTMMOCTTa
MoKe Aa 6bae HapyLweHa.

lMpu oTCcTpaHsaBaHe KaTo OTNagbk cnasBalTe HaunoHanHuTe npeanncaHua.

CnasBaliTe BannaHUTe BbB BalwaTa cTpaHa npaBHM NpeanucaHus 3a NoAroToBka Ha MeAULMHCKM
npoAyKkTU. MHdopMupanTe ce HanpmMmep Ha www.rki.de

N36poeHnTe No-rope MHCTPYKLUMM Ca BannampaHu oT NPOU3BOAUTENS HAa MeAUUMHCKU NPOAYKTHM 3a
NoAroTOBKA Ha MeAMLMHCKM MNPOoAYKT 3a MOBTOPHO M3MNof3BaHe. JIMUEeTo M3BbpLIBALLO NOAroTOBKaTa €
OTrOBOPHO 3a NMOCTUraHe Ha XenaHuTe pe3ynTaTv OT AeWCTBUTENIHO U3BbpLUEHaTa NoAroToBKa B
NnoAroTBALOTO CbOPBXEHME — C U3MON3BaAHOTO o6opyaBaHe, MaTepuanu 1 nepcoHan. 3a uenta
06UKHOBEHO € HEO6X0AMMO BannanpaHe n pyTUHHO KOHTPO/IMpaHe Ha MeToda B NoAroTBALL0TO
CbOpBbXEHUE.

[Mpu BCAKO OTK/IOHEHME OT Te3U MNOAroTBEHU UHCTPYKUUM OTFrOBOPHUKA 3a 6e3onacHocTTa Tpﬂ6Ba
CTapaTesiHO Aa NpoBepsBa Ha NpakKTuKa e(beKTMBHOC'I'I'a N Bb3MOXHUTE OTpULATENHN NOCNEeACTBUA.

E. HAHNENKRATT GmbH
Dentale Medizintechnik
BenzstraBe 19

DE-75203 Kdnigsbach-Stein
FEPMAHNA

Ten. +49 7232 3029-0
info@hahnenkratt.com
www.hahnenkratt.com
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EN ISO 17664-1 NHdopmMmauus Ha npousBoanTens
3a NOAroToBKa Ha MeAMLIMHCKM NpPpOoAYKTH HAHNENKRATT

KnacndurumnpaHe cbrnacHo Ainpektmuea UPK:  Mpoayktn HAHNENKRATT:
KputnuHu A LLndToBe 3a kopeHun Exatec, Cytec, Contec
oT TMTaH u HT dmbpoctbkno

peaakums 2022-06-10, nHaekc 01 C€ 0197

A

CnasBaiiTe o6MuaiHuTe NpeanucaHusa 3a npeaoTBpaTaBaHe Ha 3nononyku (MN3)
MNpu cna3BaHe Ha MHCTPyKUMUTe 3@ ynoTpeba Ha M3Mon3BaHUTE CbOPBXEHUS KakTo U Ha U3MON3BaHUTe
Ae3nHGPEKUMOHHM U MOYNCTBALLM PA3TBOPU HE Ca HU M3BECTHU NpeaynpeauTeniHu yKa3aHus.

NMpean eaAHOKPATHOTO MM M3NOJsI3BaHe WKndTOoBETE 3a KOpeHMu TpsabBa aAa 6baar
Ae3nHdeKLpaHn U cTepUansnpaHm.

u.lMd)TOBeTe 3a KOpeHU He ce U3MNos3BaT MHOroKpaTHo. [1p1 HegonycTMMOTO NOBTOPHO M3MNON3BaHe
6n 6buna Hanuue oNacHOCT OT KPpbCTOCaHa KOHTaMMHauus. Npu MHOrokpaTHa NoAroToBka € Hanuue
ONnacHOCT OT yBpeXaaHe Ha MaTepuana.

Mpeaun M3nonseaHe NpoBepsiBaiiTe, Aaiv NPOAYKTLT € LUS/OCTEH.

@ LLincdToBeTE 32 KOPEHU Ca NpeABUMAEHW 3@ eAHOKpaTHa NoAroToBKa.

WncdToBETE 32 KOPEHU HE CEe M3MO0N3BAaT MHOIMOKPAaTHO. [p1 HeaoMyCTUMOTO NMOBTOPHO M3MOJI3BaHE
61 6una Hanmue onacHOCT OT KpbCTOCaHa KOHTaMUHaums. MNpu MHOrokpaTHa NoAroToBKa e Hanauue
OMNacHOCT OT yBpexAaaHe Ha MaTepuana.

OnucaHnTe MeToaMn ca 060 M3BECTHMN N 3aBUCAT OT 0bnyanHmnTe obopyaBaHe U KOHCYMaTUBMU.

MBBprUBaﬁTe noaroToekaTta CaMoO B nNpeaBUAEHUTE 3a TOBa nomewieHnsa/3oHm. CnaseanTte quEKTMBHMTe
Mo OTHOWEHNE Ha XUr'nMeHaTa MeEPKU CbIr/1aCHO CI'IELI,Mq)M‘-IHMTe 3a CTpaHaTa npeanncaHunsa.

C'bXpaHEHMeTO M TPAHCMNOPTUPAHETO Tpﬂ6Ba Aa Ce n3BbplwBaT B NpeaBnaeHUTE OT NpaKTUKaTa
noMeuweHna n cbaoBe.

Cna3BanTe 1 obnyanHmnTe 3a BawaTa npakTMka MHCTpyKuMn 3a wudTtose 3a kopeHu. CtaBa BbMNpOC 3a
06nKHOBEHM WM(DTOBE 3a KOPEHU, 3a KOUTO HSIMa crieuumasnHa no4roToBka.

N/A
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EN ISO 17664-1 NHdopmMmauus Ha npousBoanTens
3a NOAroToBKa Ha MeAMLIMHCKM NpPpOoAYKTH HAHNENKRATT

KnacndurumnpaHe cbrnacHo Ainpektmuea UPK:  Mpoayktn HAHNENKRATT:
KputnuHu A LLndToBe 3a kopeHun Exatec, Cytec, Contec
oT TMTaH u HT dmbpoctbkno

peaakums 2022-06-10, nHaekc 01 C€ 0197

CpeacrBa 3a TpeTtupaHe: 70% cMmec OoT eTaHosn/BoAaa cbrnacHo DAB (FCepMmaHcka gapmakones)
MeTtopa, BannaupaH:

N3BageTe wmdTa 3a KOPEH OT ONakoBKaTa.

MocTtaBeTe B 70% cMec OT eTaHon/BoAa cbrinacHo DAB 3a noumcTBaHe m

Ae3snHdekumpaHe 3a MUHUMYM 10 MUHYTU — 06bpPHETE BHUMaHNE, BCUYKN 30HM @ Ca NOKPUTHU.
OcTaBeTe eTaHoMa Aa Ce M3napu, A0KaTo Beye HsAMa ocTaTbyHa Bnara.

AW

MeaNUMHCKUAT NPOAYKT He Tpﬂ6Ba na 6bae O6CJ'IY)KBaH TEXHUYECKWN.

BuayanHa npoBepka 3a UANOCTHOCT U YNCTOTa Npean U3rosi3BaHe. 8-KpaTHOTO yBe€nn4yaBaHe No npuHUmn
no3BoJidsBa ONTUYHa NpoBEpPKa. OTCTpaHETe KaToO OTnaagbK €BEHTYa/IHO NnoBpeaeEHUTE I.I.I,M(bTOBe 3a KOpEHMN.

Moaxoasiwa oTaenHa onakoBkKa BbB (hosmo 3a ctepunusaums cbrnacHo EN ISO 11607-1. OnakoBkaTa
TpsibBa Aa e AO0CTaTb4yHO rossiMa, Taka 4ye 3anedyaTBaHeTo Aa He e noj HanpexeHue. MNpean M3nonssaHe
TpsibBa fa ce nposBepsiBa, Aasin CUCTEMUTE CbC CTepusiHa 6apuepa ca usnoctHu. Mpu yBpexaaHe Ha
cucrtemaTa CbC cTepusiHa 6apuepa npoaykTbT TpsibBa fa 6bae NoAroTBEH OTHOBO.

O6opyaBaHe: apeH ctepunusaTtop, cbrnacHo EN ISO 17665 BnaxkHa ropelwimHa
MeTopa, BannaupaH:

MapHa cTepunmsauns no Mmetoaa Ha ppakumMoHMpaH BakyyMm npu 134°C B cbopbxeHue cbriacHo DIN EN
13060:

®dpakumoHnpaH npeasapuTeneH Bakyym (MMHMMYM 3-KpaTHO)
TemnepaTypa Ha ctepunusnpane 134°C (-0/+3°C)

Bpeme Ha 3agbpXaHe: MUHUMYM 5 MUHYTUK (MbEH UMKb)
Bpeme Ha n3cywasaHe: 10 MUHYTH

A WNH

Cna3sBanTe ctaHgapTt EN ISO 17665 3a cTepunusaums ¢ BNaxHa ropeLimHa.

TpaHCNOPTUPAHETO M CbXPAHEHNETO Ha ONAaKOBaHMUTE CTEPUITHU NPOAYKTU Ce M3BbPLUBA CbC 3aliuTa OT
npax, Bnara un (NoBTOpHA) KOHTaMUHaUuUS.

OnpeaensHeTo Ha NPOABL/MKUTENHOCTTA Ha 3ana3BaHe Ha CTEPUIHOCTTa Ha KpalHUS NpoAayKT e
3a4b/IKEHNE Ha MHCTaHUMATa, KOATO € M3NbJHUAA KpaHOTO onakoBaHe (cucrema cbC cTtepunHa bapuepa
WM ONaKoBbYHA CUCTEMA) B CTOMaTONOrMYHaTa npakTtuka. (Buxre cbwo ,Onakoska™)

BcMuUkmM HacTbNUAM BbB BpPb3Ka C NPOAYKTa TEXKN MHUMAEHTM Tpsa6Ba Aa 6baaT cbobliaBaHu Ha
NpPOU3BOANTENSA M HA OTFOBOpPHATa MHCTUTYLUMS Ha CTpaHaTa Y/eHKa, B KOSITO € MEeCTOXMTENICTBOTO Ha
nonseaTtens /U Ha naumeHTa.
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EN ISO 17664-1 NHdopmMmauus Ha npousBoanTens
3a NOAroToBKa Ha MeAMLIMHCKM NpPpOoAYKTH HAHNENKRATT

KnacndurumnpaHe cbrnacHo Ainpektmuea UPK:  Mpoayktn HAHNENKRATT:
KputnuHu A LLndToBe 3a kopeHun Exatec, Cytec, Contec
oT TMTaH u HT dmbpoctbkno

peaakums 2022-06-10, nHaekc 01 C€ 0197

CnasBaiiTe MHCTPYKUMUTE 3a ynoTpeba Ha U3MNoNA3BaHWUTE eKCNIoaTauMoHHM MaTepuanm KakTo U Ha
Npou3BOANTENSA HA CbOPBXKEHNETO N 06bPHETE BHMMaHWE Ha TOBa, Aa 6bAe CMa3BaHO MAaKCMMasiHOTO
HaToBapBaHe Ha CbOPbXEHMATA.

Mpwn oTCcTpaHaBaHe KaTo OTNaAbK Cna3BanTe HauMOHaNHUTE NpeanucaHuns.

CnasBaiiTe BannaHuTe BbB BalwaTa cTpaHa npaBHU NpeanvcaHms 3a NOAroTOBKa HA MeANLMHCKN
npoayktn. NHdbopmupaiite ce HanpmuMmep Ha www.rki.de

N36poeHnTe No-rope MHCTPYKLMK Ca BanngmpaHu oT NpoM3BoOAMTENS Ha MEAULMHCKM NMPOoAYKTU 3a
noAroTBSHE Ha MEAMLMHCKM NPOAYKT 3a noAaroToBka kato NMOAXOAALLN. JnueTto n3sbpLluBaLlo
NnoAroToBKaTa € OTFrOBOPHO 3@ MOCTUraHe Ha XXeflaHuUTe pe3ynTaTh OT AEACTBUTESTHO U3BbpLUEHaTa
rnoaroToBKa B MOArOTBSALLOTO CbOPBbXEHNE — C U3MOA3BaHOTO o6opyaBaHe, MaTepuasnn u nepcoHasn. 3a
LenTta o6MKHOBEHO € Heo6X0ANMMO BanuanpaHe U PyTUHHO KOHTPO/IMpaHe Ha MeToda B NOAroTBSLWOTO
CbOpbXeHue.

Mpy BCAKO OTK/IOHEHWE OT TE3M MOArOTBEHU MHCTPYKLMKN OTFOBOPHMKA 3a H6e3onacHocTTa Tpsibea
CTapaTesiHo Aa NpoBepsiBa Ha NpakTuka eheKTUBHOCTTA U Bb3MOXHUTE OTPULATENIHU NOCNEACTBUS.

E. HAHNENKRATT GmbH
Dentale Medizintechnik
BenzstraBe 19

DE-75203 Kdnigsbach-Stein
FEPMAHNA

Ten. +49 7232 3029-0
info@hahnenkratt.com
www.hahnenkratt.com
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EN ISO 17664-1 NHdopmMmauus Ha npousBoanTens
3a NOAroToBKa Ha MeAMLIMHCKM NpPpOoAYKTH HAHNENKRATT

Knacnduunpane cbrnacHo Anpektmsa UPK:  Mpoayktn HAHNENKRATT:
MonykputndHm B NHCTpyMeHT 3a noctassHe Exatec-S

pepakumna 2022-06-10, nHgekc 01

A

Cna3BaiTe o6MuaitHMTEe NnpeanMcaHna 3a npeaoTBpaTaBaHe Ha 3nononyku (MN3)
Mpn cna3eBaHe Ha MHCTpPYKUMSATa 3a ynotpeba Ha M3N0A3BaHMUTE CbOPBXEHUS KAaKTO M HA U3NoN3BaHUTe
Ae3UHGMEKLUMOHHM U MOYNCTBALLM PA3TBOPU HE Ca HU M3BECTHU NpeaynpeanTesiHU yKa3aHus.

U npean NnbpBOTO NpUioKeHUe B3eMeTe nNoj BHMMaHuMe Toukarta ,,KoHTpon u ¢pyHKUMOHaNHa
nposepka".

[MoBTOpHaTa NOAroToBKa € C He3HAaYUTESTHO Bb34eNcTBMe. KpaaT Ha cpoka Ha ekcnioaTtauusa Ha npoaykra
ce onpeaensa oT U3HOCBAHETO nopaaun yr|0Tpe6aTa.

KpasiT Ha cpoka Ha eKcnJjioaTauus Ha NPoAYKTa € MHAMBUAYAJIHO pa3/inueH U nopaau Tosa ce
onpeaensa oT nossBarens.

M3BbpLuBaliTe uANOCTHaTa npoueaypa v Npeay MbpBOHaYanHOTO M3Mo3BaHe.

OnuvcaHnTe MeToaMn ca 060 M3BECTHMN N 3aBUCAT OT 0bnyanHmnTe obopyaBaHe U KOHCYMaTMBMU.

M3BbpluBaiiTe NOBTOpHa MNOAroTOBKa CaMo B NpeABMAEHWUTE 3a TOBA NoMeLeHns/30HK. CnassaiTe
edeKTUBHUTE MO OTHOLLEHWE Ha XMIMeHaTa MepKu CbrlacHO cneunduyHuTe 3a cTpaHaTta NpeanuMcaHus.

C'bXpaHeHMeTO N TPAHCMNOPTUPAHETO Tpﬂ6Ba Aa Ce n3BbplBaT B NpeaBnaeHUTE OT NpaKTUKaTa
noMeuweHna n cbaoBe.

O6e3Bpe)kaaHe B MOKpa cpepa

HenocpeacreseHo cnej U3non3BaHETo Mpu NaumeHTa MHCTPYMeHTapuyMbT ce NocTaBsa B noaxoasla BaHa
3@ MHCTPYMEHTU HaMb/IHEHA C NoYMcTBaLL/Ae3nHdekumpall npenapaT (Hanp. ID 212 Ha DURR 6e3
angexmam, ankaneH noymcreall npenapart ¢ pH-ctonHocT 10). Mo To3M HauuH ce NpenoTBpaTaBa
M3CbXBaHeETO Ha ocTtaTbuu (pukcnpaHe Ha npotenHn). OTHOCHO AO3NPAHETO M BPEMETO 3a Bb3AENCTBUE
MOJI cnasBalTe MHCTpyKuMaTa 3a ynotpeba Ha ID 212.

AnTepHaTMBHO:

Cyxo o6e3BpexxaaHe
CbbumpaHe Ha MeaMuMHCKUTE NpoaykTh (Cyxo obe3BpexaaHe) cnea CbOTBETHOTO NpeaBapUTESTHO
TpeTupaHe Unu cres fevyeHne Ha naumeHT

Etanun Ha o6paboTka ot LZK BW AA02-1, 06/2018:

1. OcTaBsHE Ha MHCTPYMEHTUTE
B MOAXOASLLM KOHTENHEpPU 3a cbbupaHe, Hanp. 3aTBapsLwmM ce NaacTMacoBu KyTumn

BHMMaTenHo ocTaBsiHe (He XBbPJ/ISSHE) HA MHCTPYMEHTUTE, €BEHT. C MOMOLLTa Ha LWMNLUK 3a
WUHCTPYMEHTH.

[a ce o6pblla BHMMaHME Ha JIMYHOTO 3allMTHO obopyaBaHe (Hanp. 3alnTa 3a pbLUeTe, o4nTe U
ycTaTa U Hoca).

[a ce n3bsaArea npoab/XUTeNHaTa noArotoBka (npenopbka: He 6MBa Aa ce HaABWLWAaBa NpaBUIOTO
3a 6 yaca Npv BpeMeTo Ha M34yakBaHe; fa Ce CnasBaT AaHHWUTE Ha NPOM3BOAUTENSA.)
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EN ISO 17664-1 UHdopmauua Ha npousBoauTens

3a NOAroToBKa Ha MeAMLIMHCKM NpPpOoAYKTH HAHNENKRATT
KnacudwuumpaHe cbrnacHo AivpektuBa NPK: Mpoayktn HAHNENKRATT:

MonykputndHm B NHCTpyMeHT 3a noctassHe Exatec-S

penakuusi 2022-06-10, nHaexc 01 q3

2. PazpensiHe Ha oTnagbuuTte
B AOCTATb4YHO YCTONYMBMK, NABTHU U NPU HYXAa YCTOMYMBKM Ha Bflara yysanum 3a oTnagbLm.

MoarotoBka 3a A€KOHTaMMUHaUUA

Cna3BanTe 1 obuyarHmMTe 3a BawaTa npakTMka MHCTPYKLUMN 3@ MHCTPYMEHTU. 3@ HaLIUTE UHCTPYMEHTU
HAHNENKRATT He e HYy>XHO Aa ce cna3saT ApPYru creumanHu U3UCKBaHUS.

NHcTnTyTbT POobepT Kox (MPK) npenopbyBa: PasrnobsieaHe Ha pa3riobaeMm MHCTPYMEHTM Npu

Cna3BaHe Ha JINYHUTE 3alllUTHN MEPKN.

MouncreBaHe u aesnHopekumn

CbrnacHo npenopbkaTta Ha MHCTUTyTa PobepT Kox (MPK) 3a npenopbyBaHe e NoAroToBKaTa fia ce
M3BbPLLIBA MaLIWHHO.

A) BannaupaHo MallMHHO OYMUCTBaHe + aAe3nHdekuyms
MoaroroBka B CMN/ (TepMmo ae3nHdeKTop)
O6opyaBaHe

1. CovopbxeHue 3a nodncreaHe/aesmHdekuns (CNA) Hanp. Ha dupma Miele c Vario nporpama.
Tpabea aa 6bae AocTUrHaTa CTOMHOCT Ag OT MMHMMYM 3000.

Neodisher® Mediclean Dental Ha dmpma Dr. Weigert

Neodisher® Z Ha dmpma Dr. Weigert

Moaxoasiwa CToka 3a MHCTPYMEHTUN UM pelleTbYHO KOPUTO

AN

BuHaru cnassainTe n MHCTPYKUMUTE 3a ynoTpeba Ha U3non3sBaHuUTe NPOAYKTU U CbopbXxeHusa. Cnassante
EN ISO 15883-1 n EN ISO 15883-2.

MeTopa, BanmampaH:

1. W3BazeTe MHCTPYMEHTUTE OT BaHaTa 3a MHCTPYMEHTU HEMOCPEACTBEHO NMpean MallnHHaTa
NnoAroToBKa U v M3njakHeTe CTapaTesiHo noj Tevawa nuterHa soga (MuH. 10 cek.). B CMNA He
6uBa ga 6bAAT NMPEeXBBLPJISHU OCTaTbUM OT NOYMCTBaLUMS/Ae3nHdeKumpaly, npenapar.

2. TlocTaBeTe MHCTPYMEHTUTE B NOAXOASALA CTOMKA 38 MHCTPYMEHTU U U MNOJIOXETE B PELUETbYHO
KOpUTO.

3. T[locTaBsnTe CcTOMKaTa 3a MHCTPYMEHTU/peLeTbyHOTO KopmTo Taka B CI/, ye npbcKkawaTa cTpys
Aa nonaza ANPEKTHO BbPXY MHCTPYMEHTapuyMa.

4. CrapTa Ha Vario nporpaMaTta BK/IKOUYMUTENTHO TEPMUYHA Ae3nHdpeKkunsa. TepMnuyHaTa ge3mHpekums
Cce n3BbpLIBa Npu cbbntogaBaHe Ha CTOMHOCTTa Ha Ag OT MMHMMYM 3000.

5. Tlporpama:

e 1 MWH. MpeaBapuTENHO NPOMUBAHE CbC CTyAEHa BoAa

e l3npa3BaHe

e 3 MWH. NMpeaBapuUTENHO NPOMUBAHE CbC CTyZEeHa BoAa

e W3npasBaHe

e 10 MuMH. nammeaHe npu 55°C c 0,5% ankaneH nouuncrteaw, npenapat Neodisher®
Mediclean Dental

e l3npa3BaHe

e 3 MWH. HeyTpanuampaHe c Tonna soga ot sBogonposoaa (>40°C) n 0,1% HeyTpanmusatop
Neodisher® Z, Dr. Weigert, Xambypr

e W3npa3sBaHe

e 2 MWH. MEXAWHHO NMPOMMBAHE C ToMnJia BoAa oT Bogonposoaa (>40°C)

e l3npa3BaHe

e TepMuyHa ge3nHdeKUnsa C AeMUHepannsmpaHa Boga, temnepatypa 92°C, MUH. 5 MUH.

e ABTOMATUYHO M3cywasaHe, 30 MMH. Npu oK. 60°C
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EN ISO 17664-1 NHdopmMmauus Ha npousBoanTens

3a NOAroToBKa Ha MeAMLIMHCKM NpPpOoAYKTH HAHNENKRATT
KnacuduumpaHe cbrnacHo AvpektmBa UPK:  Mpoayktu HAHNENKRATT:

MonykputndHm B NHCTpyMeHT 3a noctassHe Exatec-S
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6. Cnen npuktoyBaHe Ha MporpaMaTta U3BageTe UHCTPYMEHTUTE U T U3CYLLETE 3a NpeanoYymnTaHe
CbC CMbCTEH Bb3AYX CbIacHo npenopbkaTta Ha MPK. Mpu CTOMKN 3@ MHCTPYMEHTU/peLleTbYH
KopuTa 06bpHeTEe cneumasHo BHUMaHME Ha TPYAHO AOCTbIMHM MecTa.

7. TlpoBepka 3a US/IOCTHOCT M YMCTOTa C NOAXOASL YBENUYUTENEH ypes. 8-KpaTHOTO yBeMYaBaHe
Mo MpUHUMM NMO3BOJISIBa ONTUYHA NpoBepka. AKO c/lief MaluMHHaTa NoAroToBKa Mo MHCTPYMEHTa
olle ce 3abena3Ba ocTaTbyHa KOHTAaMUHaLUMSI, MOBTOPETE MOYMUCTBAHETO U Ae3NHbeEKLMATa, 4OKATO
BEeYe He ce BMXAa KOHTaMUHauus.

Cnep npuknoYBaHe Ha nporpaMaTta nssagere uHctpymeHTute ot CIMA v rn uscyleTte cbrnacHo
npenopbkata KRINKO 3a npeanounTaHe CbC CrbCTeH Bb3ayX. [pn ToBa 06bpHeTe cneumanHoO BHMMaHue
Ha M3CylWaBaHETO Ha TPYyAHO AOCTbMHU MeCTa.

B) BanuanpaHu pbyHO NOYUCTBaHe, Ae3nH(eKLUUsa + U3cyluaBaHe
Mpean pbyYHOTO NOUYUCTBAHE Ae3MHMEKLMPANTE MHCTPYMEHTA.

MoaroroBka CbOTBETHO B y/ITPa3ByKOBa BaHa

O6opyaBaHe
1. NouuncTBaw, npenapaT: 1) ynTpa3BykoBa BaHa
2) HalinoHoBa 4YeTKa
2. XuMunKanu 3a TpeTupaHe: ID 212 Forte Ha DURR, ankaneH KOHLEHTpaT 3a NOYNCTBAHE U

aesnHdekumns npu pH-ctonHoct 10

PbYHO NOYMUCTBAHE C yNTPa3BYK U UeTKa

MNMoyncreTe MHCTPYMEHTA B NOAXOASLL KOHTEMHEP CbC CUTO MUHUMYM 15 MUHYTWU B ynTpasByKkoBa
rnoyucTBalla BaHa Npwu CTaliHa TemnepaTtypa. Tpsbea aAa 6bae 06bpHATO BHMMaHME Ha TOBA, BCUYKM
AOCTbMHW NOBBbPXHOCTM Aa 6baaT HaMOKpeHW U aa 6bae usberHata 3BykoBaTa CsHKa. Monsa B3emeTe noj
BHMMaHMe, Ye ABEeTe KyXM NPOCTPaHCTBa UMAT OTBOP OT ABETEe CTPaHW, Taka 4ye Te MoraT ga 6bvaaTt
MPOMUTMU.

Cnep TOBa NMo4YucTBanTE MHCTPYMEHTA C HAaW/IOHOBA YeTKa B pa3TeBop (6e3 ynTpasByk), AOKATO Mo
NMOBBbPXHOCTTA BEYE He Ce BMXKAAT OCTaTbLUM.

Tpsa6Ba ga ce rapaHTUpa, ye uwe 6baaT AOCTUrHATU U MOYNCTEHU BCUYKU 30HU Ha MHCTPYMEHTaQ,
crneuuvasiHo TPyAHO AOCTbMHUTE U NpopesuTe.

PbuHa Aae3nHdeKUma C yNTpas3Byk

3a Ae3nHdeKkums noctaBeTe MHCTPYMEHTa B NOAXOASLL, KOHTEAHEP CbC CUTO 38 MMHMMYM 1 MUHYTa B
npsicHa yNnTpa3ByKoBa BaHa HanbiHeHa cbC 100% ID 212 (<45°C).

MpOMUITE MHCTPYMEHTA OCHOBHO 3@ MUHMMYM 1 MUHYTa B HaMb/IHO 06e3cofieHa AeloHM3MpaHa Boaa.

EBeHTyasIHO OTCTpaHeTe HaMb/IHO OCTaHaNMTe 3aMbpCsBaHMS C HAMOHOBA YeTKa KaTo NMOCTOSHHO
3aBbpTaTe MHCTPYMEHTA, NPOMMIATE Noj Tevalla BoAa M NouyncTeTe C yNTpa3ByK + NoOBTOpeTe
nesnHdekuymaTa.

3a npeanoynTaHe € MHCTPYMEHTDBT Aa ce NoAcyLllaBa C MEAULMHCKN CMbCTEH Bb3AYX CbI/1acHO
npenopbkata KRINKO. lNpu ToBa 06bpHETE CneunanHo BHUMaHME Ha U3CYLIaBaHETO Ha TPYAHO AOCTbMHMU
MmecTa.

TexHun4yecko obcny)xBaHe

MeanuVHCKMAT NpoayKT He TpsibBa aa 6bae 06cnyKBaH TEXHUYECKH.
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Bu3yanHa npoBepka 3a USIOCTHOCT M YMCTOTA. 8-KpaTHOTO yBe/MUYaBaHe Mo NpuHLMM NO03BOJIsABa ONTUYHA
npoBepka. AKO cfiefl NoAroToBKaTa Nno MHCTPYMEHTa olle ce 3abenssBa ocTaTbyHa KOHTaMUHaUMS,
NoBTOPETE MOYUCTBAHETO U Ae3nHDEKUMATA, I0KATO BEUYE HE Ce BMXKAA KOHTaMUHaLUS.

NHCTpYyMeHTUTE C HeAOCTaTbUM, KaTo HaMpUMep C OrbHATU WK CYYMNEeHU HOKTU, TpsibBa Aa 6baaT
OTCTPaHsIBaHM KaTo OTNaAabK.

Moaxoasiwa oTAenHa onakoBka BbB 0IMO 3a cTepunmndaumsa cernacHo EN ISO 11607-1. OnakoBkaTa
TpsibBa Aa e AOCTaTb4YHO roJisiMa, Taka 4ye 3arnedyaTBaHeTo Aa He e noj HanpexeHue. Npean n3nonspaHe
TpsibBa Aa ce npoBepsBa, AalM CUCTEMUTE CbC cTepuniHa 6apuepa ca usnocTHu. MNpu yBpexaaHe Ha
cucTtemaTa CbC cTepuiHa bapuepa npoayKTbT TpsibBa Aa 6bae NoAroTBEH OTHOBO.

CovrnacHo nybnukaumsata Ha MIPK BbB ®eaepantus 3apaseH 6tonetmH 2012-55:1244-1310 ,,M3uckBaHus
KbM XUrneHaTta npuv NoaroToBka Ha MeauUMHCKM npoaykTu® cTp. 1248, Tabnuua 1 OueHka Ha pucka m
KnacnduumpaHe Ha MeANLMHCKN NPOAYKTU:

MonykpntnyHm B: Crepunusaumsa (X)= paboTHaTa CTbMnKa e onuuoHasHa

O6opyaBaHe: lMapeH cTtepununsaTtop, cbrnacHo EN ISO 17665 BnaxHa ropelwinHa

MNocTaBAaiTe B CTepUIM3aTopa caMo abCoMoTHO U3CYLLEHN MHCTPYMEHTU, HanpuMep 3a Aa usberHere
BapoOBMKOBM OT/laraHvsa uU/uMnum neTHa oT BoAa.

MeTona:

MapHa cTtepunmsauns rno Mmetoaa Ha ppakuMoHMpaH BakyyMm npu 134°C B cbopbXXeHue cbriacHo EN
13060:

®dpakumoHnpaH npeasapuTeneH Bakyym (MMHMMYM 3-KpaTHO)
TemnepaTtypa Ha cTrepunmaunpaHe 134°C (-0/+3°C)

BpeMe Ha 3agbpXaHe: MUHUMYM 5 MUHYTK (MbJIEH LUMKBA)
Bpeme Ha u3cywaBaHe: MUHUMYM 10 MUHYTHU

AWNH

Cna3sBanTe ctaHaapTt EN ISO 17665 3a cTepunumsaums ¢ BNaxHa ropeLimHa.

3a na ce usberHe obpa3yBaHETO Ha NETHa M KOPO3us, NapaTa He TpsbBa Aa cbabpXka npuMecu. Mpu
cTepunmsaumsTa Ha HSAKOJIKO MHCTpPYMeHTa He 6mBa aa 6bae HaaBMLWIABAHO MaKCMMAHOTO HaToBapBaHe
Ha cTepunusartopa.

TpaHCNOPTUPAHETO M CbXPAHEHNETO Ha ONAaKOBaHMUTE CTEPUITHU NPOAYKTU Ce M3BbPLUBA CbC 3aliuTa OT
npax, Bnara un (NoBTOpHA) KOHTaMUHaUuMS.

OnpepensaHeTo Ha NPOAB/IHKMUTENIHOCTTA Ha 3ana3BaHe Ha CTEPUJTHOCTTA Ha KpalHUSA NPOAYKT e
3a4b/KEHME Ha MHCTaHUMATA, KOSITO € U3MbJ/IHWIa KpaHOTO onakoBaHe (cuctema CcbC cTepusiHa 6apuepa
MM oNakoBbYHa CMCTEMA) B CTOMATosIOrMYyHaTa npakTtuka. (Buxre cbwo ,OnakoBka®™)

BcuukmM HacTbNUAM BbB Bpb3Ka C MPOAYKTa TEXKN MHUMAEHTM Tpsa6Ba Aa 6baaT cbobliaBaHu Ha
NpPOU3BOANUTENSA M HA OTFOBOpPHATa MHCTUTYUMS Ha CTpaHaTa YeHKa, B KOSITO € MEeCTOXMTE/ICTBOTO Ha
nonseaTtens /U Ha naumeHTa.
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Cna3sBaiiTe MHCTPYKUMUTE 3a ynoTpeba Ha U3MNoNA3BaHWUTE eKCNIoaTauMoHHM MaTepuasnm KakTo U Ha
Npou3BOANTENS Ha CbOPBXEHUETO M 06bPHETE BHMMaHWE Ha TOBA, Aa 6bAe cna3BaHO MaKCMManHoTO
HaToBapBaHE Ha CbOPbXEHMATA.

NHdopmaumsa ot EN ISO 17664-1: MNpun nanonsesaHe Ha nogobpurtenun 3a 6nscbk 6MO0 CbBMECTMMOCTTa
MoKe Aa 6bae HapylweHa.

Mpwn oTCcTpaHaBaHe KaTo OTNaAbK Cna3BanTe HaUuMOHaNHUTE NpeanucaHuns.

Cna3BaiTe BanMaHuTe BbB BawaTa cTpaHa npaBHM nNpeanucaHms 3a NoAroToBka Ha MeAULUMHCKU
npoAyKTU. MHdopMupanTe ce HanpmMmep Ha www.rki.de

N36poeHnTe No-rope MHCTPYKLUMM Ca BannampaHu oT NPOU3BOAUTENS HAa MEAUUMHCKU NPOAYKTH 3a
NoAroTOBKA Ha MeAMLMHCKM MNPOAYKT 3a MOBTOPHO M3MNof3BaHe. JIMUEeTo M3BbpLIBALLO MNOAroTOBKaTa €
OTrOBOPHO 3a NMOCTUraHe Ha XenaHuTe pesynTatv OT AeWCTBUTENIHO U3BbpLUEHAaTa NOAroToBKa B
NnoAroTBALOTO CbOPBXEHME — C U3MON3BAHOTO o6opyaBaHe, MaTepuanu 1 nepcoHan. 3a uenta
0B6MKHOBEHO € HEO6X0AMMO BaNuAMpaHe U PYTUHHO KOHTPO/SIMpaHe Ha MeToAa B MOAroTBALLOTO
CbOpBbXEHUE.

[Mpn BCAKO OTK/IOHEHME OT Te3U MNOAroTBEHU UHCTPYKUUM OTFrOBOPHUKA 3a 6e3onacHocTTa Tpﬂ6Ba
CTapaTesiHO Aa NpoBepsBa Ha NpakKTuKa e(beKTMBHOC'I'I'a N Bb3MOXHUTE OTPpULATENHN NOCNEACTBUA.

E. HAHNENKRATT GmbH
Dentale Medizintechnik
BenzstraBe 19

DE-75203 Kdnigsbach-Stein
FEPMAHNA

Ten. +49 7232 3029-0
info@hahnenkratt.com
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A

Cna3BaiTe o6MuaiiHuTEe NnpeanMcaHna 3a npeaoTBpaTaBaHe Ha 3nononyku (MN3)
Mpn cna3eBaHe Ha MHCTPYKUMUTE 3a ynoTpeba Ha M3non3BaHUTE CbOPbXEHMSA KaKTO U Ha U3MNOJSI3BaHUTE
XMMUKaNM 3a TPETMPAHE He Ca HU M3BECTHW npeaynpeanTenHn yKasaHus.

U npean nbpBOTO NpUioKeHUe B3eMeTe noj BHMMaHuMe Toukarta ,,KoHTpon u ¢pyHKUMOHanHa
nposepka".

KpasT Ha cpoka Ha ekcnjioaTaums Ha NpoayKTa ce onpeaenst oT U3HOCBAHETO nopaan ynoTtpebaTta.

KpasaT Ha cpoka Ha eKkcrnJioaTalus Ha NpPoAyKTa € UHAMBUAYAJIHO pa3/IuMeH U nopaamu ToBa ce
onpepens ot nosssBarensa. Bsemere noa BHMMaHue ToukaTa ,,KOHTpPON n pyHKLMOHaIHa
npoBepka“.

M3BbpluBaiiTe LANOCTHaTa npoueaypa v Npean MbpBOHAYaHOTO M3MO3BaHe.

OnucaHuTe MeToam ca obLLO U3BECTHU U 3aBUCAT OT obuyaliHuTe o6opyaBaHe U KOHCYMaTuBU.

M3BbpluBaliTe NOBTOpHa MNOArOTOBKa CaMo B NpeABMAEHWTE 3a TOBa NoMeLeHns/30HK. Cnassaite
eeKTUBHUTE MO OTHOLIEHME Ha XUIMEHATa MEPKM CbINacHO cneumMduryHUTe 3a cTpaHaTa npeanucaHus.

CbXpaHEHMETO M TPAHCMOPTMPAHETO TpAbBa Aa Ce U3BBLPLIBAT B NpeABUAEHUTE OT NpaKTMKaTa
NoMELLEHNS N CbAOBeE.

O6e3Bpe)kaaHe B MOKpa cpepa

HenocpeacTseHo cnej U3non3BaHETO Mpu NaumeHTa MHCTPYMEHTapuyMbT Ce MoCTaBsa B NoAxoaslla BaHa
3@ MHCTPYMEHTU HaMb/IHEHA C NoYMcTBaLL/Ae3nHdekumpall npenapaT (Hanp. ID 212 Ha DURR 6e3
anaexuvamn, ankaneH noyncreauw npenapat ¢ pH-cToriHocT 10). Mo To3mn HauMH ce NnpeaoTepaTaBa
M3CbXBaHETO Ha ocTaTbum (dbukcMpaHe Ha NpoTenHn). OTHOCHO A03MPaAHETO U BPEMETO 3a Bb3Aencreune
MOnSl CrasBanTe MHCTpPyKUMsTa 3a ynotpeba Ha ID 212.

AnTepHaTMBHO:

Cyxo o6esBpe)xxpaHe
CvbupaHe Ha MeaMUMHCKUTE NMpoayKTU (Cyxo obe3BpexaaHe) c/el CbOTBETHOTO NpeaBapuUTENHO
TpeTupaHe UIn cnej NedyeHne Ha naumeHT

Etann Ha o6paboTka ot LZK BW AA02-1, 06/2018:

1. OcTaBsHe Ha UHCTPYMEHTUTE
B MOAXOASLLM KOHTENHEpU 3a cbbupaHe, Hanp. 3aTBapsLwmM ce NaacTMacoBu KyTumn

BHMMaTeNnHO ocTaBsiHe (HEe XBbpJisiHE) HA UHCTPYMEHTUTE, EBEHT. C MOMOLLTA Ha LWMMNLUM 3a
WUHCTPYMEHTH.

[Oa ce obpblia BHMMaHMe Ha JIMYHOTO 3alWKUTHO obopyaBaHe (Hanp. 3awmTa 3a pbUeTe, o4YuTe 1
ycTaTa U Hoca).
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[a ce n3bsaArea npoab/XuUTeNHaTa noArotoBka (npenopbka: He 6MBa Aa ce HaABWLWAaBa NpaBUIOTO
3a 6 yaca Npv BpeMeTo Ha M34YakBaHe; [la Ce CnaseaT AaHHWUTE Ha NpoM3BOAUTENSA.)

2. PazpensiHe Ha oTnaabLUUTE
B AOCTATb4YHO YCTOMYMBMU, NABTHU U NPU HYXAa YCTOMYMBKM HaA Bflara yysanum 3a oTnagblm.

Cna3sBante u obnyamHmnTe 3a BawaTa npakTMka MHCTPYKUMW 3@ CUCTEMHU KYTUU.
MoaroToBKkaTa Ha HallaTa CUCTEMHA KYTUS Ce M3BbpLUBA C OTBOPEH Kanak.

3a HawaTa cuctemHa kKytma HAHNENKRATT He e HYy>XXHO Aa ce cnassaT APYru cneuuanHn M3NCKBaHuS.

CbrnacHo npenopbkaTa Ha nHctuTyTa PobepT Kox (MPK) 3a npenopb4YBaHe e NOAroToBKaTa Aa ce
M3BbPLIBA MALUUHHO.

MoarotoBka B CMNA (Tepmo aesunHbekTop)
O6opyaBaHe

1. CovopbxeHue 3a nouncreaHe/aesmHdekumns (CMNA) no EN ISO 15883, Hanp. Ha ¢dupma Miele ¢
Vario TD nporpama. Tpsibsa aa 6bae gocTMrHaTa CTOMHOCT Ag OT MMHUMYM 3000.

2. Neodisher® Mediclean Dental Ha ¢dmnpma Dr. Weigert

3. Neodisher® Z Dental Ha ¢dupma Dr. Weigert

4. Mpuctaska CMNA nogxoasiwa 3a CUCTEMHU KYTUMN

BuHaru cnassainTe n MHCTPYKUMUTE 3a ynoTpeba Ha U3non3sBaHUTe NPOAYKTU U CbopbXxeHusa. Cnassante
EN ISO 15883-1 1 EN ISO 15883-2.

cng meron:

1. TocTaBeTe oTBOpeHaTa CMCTEMHA KYTWUS B NoAXoAswa npucraska.

2. HanbnHeTe npuctaBkaTta U A pasnosioxeTte B Cr/ Taka, KakTo € 3a4aZleHo OT NMpou3BoAUTENS Ha
CnA. Npbckawarta cTpys TpabBa Aa MOXe Aa nonaja AMPEKTHO BbPXY MHCTPYMEHTapuymMa.

3. HanbnHeTe nouyncTBall/Ae3nHdeKumpall, npenapaT CbriacHo AaHHUTE Ha NPOU3BOAUTENS U
AaHHUTe Ha npoussoamTens Ha CrA.

4. Crapt Ha Vario TD nporpamarta BK/IOYUTENHO TEPMUYHA Ae3nHpeKkums. TepMuyHaTa Ae3nHdekums
ce usBbplBa npu cbbngaBaHe Ha CTOMHOCTTA Ha Ap OT MMHUMYM 3000.

5. Tllporpama:
e 1 MMH. NpeaBapuTesIHO MPOMMBaHe CbC CTyAeHa Boaa (< 40°C kayecTBO Ha NUTElNHa
BOAa)

e l3npas3BaHe

e 3 MUH. NpeABapuTENIHO NPOMMBAHE CbC CTyAeHa Boaa (< 40°C kayecTBo Ha nuTerHa
BoAa)

e l3npasBaHe

e 10 MuH. nammueaHe npu 55°C c 0,5% ankaneH noyncreaw, npenapaT Neodisher®
Mediclean Dental

e l3npas3BaHe

e 3 MUH. HeyTpanm3upaHe c Tonna Boaa oT Bogonposoga (>40°C) u 0,1% HeyTpanusaTop
Neodisher® Z Dental, Dr. Weigert, Xambypr

e l3npa3sBaHe

e 2 MMH. M@XAMHHO NMPOMMBAHE C TornJa Boga oT Bogonposoaa (>40°C)
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e l3npa3sBaHe
e TepMuuHa ae3vHdeKUUa C AeMUHepanu3npaHa Boga, Temnepartypa 92°C, MUH. 5 MUH.
e ABTOMaTM4HO mM3cywasaHe, 30 MuH. npu 90°C

Cnea npukoyBaHe Ha nporpaMaTta ussagete MHcTpyMeHTute ot CIMA v rm uscyweTe cbrinacHo
npenopbkaTta KRINKO 3a npeanoynTaHe CbC CrbCTEH Bb3AyX. [1py ToBa o6bpHETe cneunasHo BHMMaHue
Ha M3CyllaBaHeTo Ha TPYAHO AOCTbMHM MecCTa U KyXm NpocTpaHcTBa (pe3boBu oTBOPK).

MeaNUMHCKUAT NPOAYKT He Tpﬂ6Ba na 6bae O6CJ'IY)KBaH TEXHUYECKWN.

BusyanHa npoBepka 3a UAN0CTHOCT U YMCTOTa. 8-KpaTHOTO yBenM4yaBaHe no npuHUMN NO3BOJISABa ONTUYHA
nposepka. AKO cnej noarotosBkaTa No MHCTpyMeHTa owe ce 3abenassa octaTbyHa KOHTaMuHauus,
MOBTOpeTe MOYNCTBAHETO M Ae3nHdeKunaTa, 4OKaTO BeYe He Ce BMXAA KOHTaMMHauns.

NHCTpYMEeHTU C HefocTaTblLM / yBpexaaHus TpsibBa HezabaBHO Aa 6bAaT OTAENSAHU M da 6baaT
OTCTpaHsiBaHW KaTo OTNaAabK.

Moaxoasiwa oTaenHa onakoBkKa BbB (hosmo 3a ctepunusaums cbrnacHo EN ISO 11607-1. OnakoBkaTa
TpsibBa Aa e AOoCTaTb4yHO rossiMa, Taka 4ye 3anedyaTBaHeTo Aa He e noj HanpexeHue. lNpean M3nonssaHe
TpsibBa fa ce nposBepsiBa, Aasin CUCTEMUTE CbC CTepusiHa 6apuepa ca usnoctHu. Mpu yBpexaaHe Ha
cucremaTa CbC cTepusiHa 6apuepa npoaykTbT TpsibBa fa 6bae NoAroTBEH OTHOBO.

O6opyaBaHe: lMapeH cTtepununsaTtop, cbrnacHo EN ISO 17665 BnaxHa ropelwunHa
MeTtopa, BannaupaH:

MapHa cTepunusaums No MeToda Ha pakuMoHupaH BakyyM npu 134°C B cbopbxeHue cbrnacHo DIN EN
13060:

®pakunoHupaH npeasaputeneH BakyyMm (MMHMMYM 3-KpaTHO)
TemnepaTtypa Ha ctepunusnpane 134°C (-0/+3°C)

Bpeme Ha 3agbpXaHe: MUHUMYM 5 MUHYTU (NbNEH UMKB)
Bpeme Ha nacywasaHe: MUHUMYM 10 MUHYTH

AWNH

CnasBawnTte ctanHgapT EN ISO 17665 3a crepununsaums C BlaxHa ropelmHa.

3a pa ce usberHe obpasyBaHETO Ha NETHa M KOPO3us, NapaTa He TpsibBa Aa cbabpXka npuMecu. Mpu
CcTepuamnsaumsTa Ha HAKOJIKO MHCTPYMEHTa He 6uBa Aa 6bae HaABMLILIABaAHO MaKCMMaNHOTO HaTOBapBaHe
Ha cTepununsaTopa.

TpaHCNOPTMPAHETO U CbXPaHEHWETO Ha ONaKOBaHWUTE CTEPUIHU NMPOAYKTM CE U3BBLPLUBA CbC 3aliuUTa OT
npax, Bnara u (MOBTOpHa) KOHTaMUHaLUMA.

OnpepensHeTo Ha NPOABIKUTENHOCTTa Ha 3ana3BaHe Ha CTEPUSIHOCTTa Ha KpalHUs NpoayKT e
3a4b/IKEHNE Ha MHCTaHUMATa, KOATO € M3NbJHWAA KpaHOTO onakoBaHe (cucrema cbC cTtepunHa bapuepa
WM ONaKoBbYHA CUCTEMA) B CTOMaTONOrMYHaTa npakTtuka. (Buxre cbwo ,Onakoska™)
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EN ISO 17664-1 NHdopmMmauus Ha npousBoanTens
3a NOAroToBKa Ha MeAMLIMHCKM NpPpOoAYKTH HAHNENKRATT

KnacndurumnpaHe cbrnacHo Ainpektmuea UPK:  Mpoayktn HAHNENKRATT:

Kputnynm A CucTteMHa KyTusl oT 6naropogHa cToMmaHa
3a Exatec, Cytec, Contec
Cuctemu ¢ WM@PTOBE 3@ KOPEHMU
(cBpeana + wmdTOBE 32 KOPEHMU)

penakuusi 2022-06-10, nHgexc 01 q3

BcMUkKn HacTbNWAM BbB Bpb3Ka C NpoAyKTa TEXKN MHUNAEHTU Tpsi6Ba Aa 6bAaT CbobLiaBaHN Ha
Npou3BOAUTENS U HA OTrOBOpHATa MHCTUTYLMSA HA CTpaHaTa YeHKa, B KOATO € MEeCTOXWUTENICTBOTO Ha
nonssartens U/Wau Ha nauueHTa.

Cna3sBaiiTe MHCTpYKUMUTE 3a ynoTpeba Ha U3MNoNA3BaHWUTE eKCNIoaTauMoHHM MaTepuanm KakTo 1 Ha
Npou3BOANTENS Ha CbOPBXEHNETO M 06bPHETE BHMMaHWE Ha TOBa, Aa 6bAe Ccna3BaHO MaKCMManHoTo
HaToBapBaHe Ha CbOPbXEHMATA.

NHdopmaumsa ot EN ISO 17664-1: MNpun nanonsesaHe Ha nogobputenun 3a 6nsicbk 6M0 CbBMECTMMOCTTa
MoKe Aa 6bae HapylweHa.

Mpwn oTCcTpaHsaBaHe KaTo OTNaAbK Cna3BanTe HauMOHaNHUTE NpeanucaHms.

Cna3BaiTe BanMaHUTe BbB BawaTa cTpaHa npaBHM NpeanucaHms 3a NoAroToBka Ha MeAULUMHCKU
npoAyKTU. MHdopMupanTe ce HanpmMmep Ha www.rki.de

N36poeHnTe NO-rope MHCTPYKLUMM Ca BannampaHu oT NPOU3BOAUTENS HAa MeAUUMHCKU NPOAYKTH 3a
NoAroTOBKA Ha MeAMLMHCKM MPOoAYKT 3a MOBTOPHO M3MNof3BaHe. JIMUEeTo M3BbpLIBALLO NOAroTOBKaTa €
OTrOBOPHO 3a MOCTUraHe Ha XenaHuTe pesynTatv OT AeWCTBUTENHO U3BbpLUEHAaTa NoAroToBKa B
NoAroTBALOTO CbOPBXEHME — C U3MON3BAHOTO o6opyaBaHe, MaTepuanu 1 nepcoHan. 3a uenta
06UKHOBEHO € HEO6X0AMMO BannanpaHe u pyTMHHO KOHTPO/IMpaHe Ha MeToda B MoAroTBALL0TO
CbOpPBbXEHUE.

[Mpn BCAKO OTK/IOHEHME OT Te3U MNOAroTBEHU UHCTPYKUMM OTFrOBOPHUKA 3a 6e3onacHocTTa Tpﬂ6Ba
CTapaTesiHO Aa NpoBepsBa Ha NpakKTuKa e(beKTMBHOC'I'I'a N Bb3MOXHUTE OTpULATENHN NOCNEeACTBUA.

E. HAHNENKRATT GmbH
Dentale Medizintechnik
BenzstraBe 19

DE-75203 Kdnigsbach-Stein
FEPMAHNA

Ten. +49 7232 3029-0
info@hahnenkratt.com
www.hahnenkratt.com
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