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UHCTpYKLUs 0 NPUMEHEHHI0 MeAULMHCKOro usaenusa (MH):
«UHcmpymenmbl cmomamosozudeckue NEODENT® da4 8u3yaibHo20
KOHMPO/15 UAu u3uyveckol 0pueHmayuu no/10x4ceHus, e/1yo6uHbl npu
VCMaHo8Ke 0eHMA/1bHblX UMN/AAHMAMO8 8 8APUAHMAX UCNO/AHEHUSY.

[To3uMOHEp pEeHTreHOKOHTPACTHBINM KOHUYECKUH /U1 cBepJsia Alvim @ 3.5 mMu;
[To3uMoOHEp pEeHTreHOKOHTPACTHBIN KOHUYECKUH J1Jis cBepJsia Alvim @ 4.3 mMu;
[lo3uMOHEP PEHTTeHOKOHTPACTHBIN KOHUYECKUH A1 cBepJia Alvim @ 5.0 Mum;
[To3unmonep peHTreHoKOHTpacTHbIN Facility;

[Tosunuonep nuis ceepsia @ 2.0 yryioBoit 17° KOpOTKUH;

[Tosunuonep s ceepJia @ 2.0 yryioBoit 30° KOPOTKUM;

[To3unmonep fis cBepsia @ 2.0 yryioBoit 17° AJIMHHBIN;

[Tosunuonep s ceepsa @ 2.0 yryioBoit 30° AJIMHHBIN;

[Tozunuonep GM yrsioBou 17°;

[Tozunmonep GM yrasioBoi 30°%;

['ny6uHOMeED;

WUHCTpYMEHT A1 JIAaHUPOBAHUSA PacCTOsIHUSA, 7/9 MM.
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Cumeon Pacwiughposka
c € CootBeTtcTByeT /IlupekTuse CoBeta EC
MAT MaTepuan
SIZE Pasmep
Qty KosinuecTso
B( only OTnyckaeTcs TOJIbKO O penenTy

NON-STERILE HecrepuibHo

Hacrosuiee usnenve npegHasHayeHo AJs CHeLMaIM3UPOBaHHbBIX NPOLEAYD, BBINOJIHIEMbIX
JUIJIOMHPOBAHHBIMU CHElMaJUCTaMUd B 06J1aCTH CTOMATOJIOTUYECKOW HUMILIaHTaluu. s
JIOCTHDXKEHUSI ONTHMMAJIbHOTO pe3y/bTaTa CcjleAyeT paboTaTb C HACTOSALIMM H3JeJIUeM,
npeJBapUTENbHO U3YYUB COOTBETCTBYIOIIME METOJUKH, B HaZJIeXKalllMX YCA0BUSX, T. €. KaK B
oInepayoOHHOM.

1. Onucanue

Ilo3uyuoHep peHM2eHOKOHMpPAacmHblil

[lo3uliMOHEep PEHTTEHKOHTPACTHbIA KOHUYECKUH JJ1s1 TO3ULIMOHUPOBAHUSI MOXKET MPOBECTHU
OLIEHKY U C IIOMOILbIO MPHUIEJbHON peHTreHorpadpuu CaeAuTh 3a IJIyOUMHON OCTEOTOMHUU B
npolecce yCTAaHOBKUA UMIIJIAHTATOB NEODENT®. HacTosiiiee U3zenue 4acTo UCII0JIb3yeTCs B
0€e3JIOCKyTHOH XUPYpPruM, TO €CTb I0CJ€e 3SKCTPAKUUKW U HeMeJJIeHHOW YCTaHOBKHU
MMILJIaHTaTa. [IoCKOIbKY TUTaH 06J1a/laeT PEHTTeHOKOHTPACTHBIMU CBOMCTBAMH, TO KaHAJIbl,
yKa3blBawlllMe Ha MOJyYeHHY TIJAyOuHY (AJMHY HWMIIAaHTaTa), 4YeTKO BHU/JHBI Ha
pEeHTreHoTrpaMMe.

[lo3unoHep pEHTreHKOHTPACTHbIM KOHHUYECKHMU HMeeT KaHaJjbl, COOTBETCTBYHOIMeE
UMNJaHTaTaM BbicoTod 8 MM, 10 MM, 11.5 MM, 13 MM U 16 MM.

[losunonep peHTreHKOHTpacTHLIN Facility uMeeT kaHasibl, COOTBETCTBYIOIIME UMIIJITAHTATaAM
AjanHbl 10 MM, 12 MM ¥ 14 MM.

YToObl NpOBEepUTH TJAYOUHY B 06€3JI0OCKyTHOW OCTeOTOMMHU. /lJisi OLlEHKMU IMpejJaraercs
BBINIOJIHUThL [epUalMKaJbHYl0 peHTreHorpammy. I[lo3unyioHep peHTreHKOHTPACTHBIN
KOHUYECKHUH JOCTyINeH JJis UCIOJIb30BaHUS [0 YCTAHOBKM MMIJIaHTATOB Drive, Alvim u
Facility. OHu MOTyT Hc0/1b30BaThCSA MOCJIE CBEPJIA, KAK YKAa3aHO HUXKeE:

CooTBeTcTByWOLIEE

[Tosuyuonep CBEPIO

[lo3uLiMoHep peHTreHOKOHTPACTHBIM KOHUYECKUU /1 CBEepJia
Alvim @ 3.5 MM
[lo3uLiMoHep peHTreHOKOHTPACTHBIM KOHUYECKUU /1 CBepJia
Alvim @ 4.3 Mmm
[To3uMoHep peHTTeEHOKOHTPACTHbIM KOHUYECKHH [IJIs1 CBepJia
Alvim @ 5.0 MM

CsepJio Alvim @ 3.5 Mmm

CeepJio Alvim @ 4.3 mm

CeepJio Alvim @ 5.0 MM
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CepJio Facility giimHou:
10 MM, 12 MM u 14 MM

[TosuuoHep peHTreHOKOHTpacTHbIHN Facility

Mo3uyuoHep daa ceepaa @ 2.0 yeaosoii, [lozuyuoHep GM yz210801i

[losunnoHep A/ cBepJjia MMeeT LUJIMHAPUYECKYI0 GopMy M HeboJsibllioe OTBEpPCTUE AJf
Ipo/ieBaHUs U 3aBsI3bIBaHUs 3yO6HOro ¢uiocca B 1esax 6esonacHocTU. Ero niBeT 3aBUCUT OT
yrja Hak/JIOHa, TaK MO3ULMOHep YrjoBod 17° pjA cBepJjia MMeeT CHHIOI OKpacKy, a
03U MOHep yryioBor 30° /1A cBepJia UMeeT KeJITYI0 OKpacKy. OH JOCTylleH B Tpex pa3HbIX
MO/IeJIsIX B COOTBETCTBUH C HIXKeNPUBeeHHOW HHpopManyei:

[TosunroHep A/ cBepJia MMeeT [iBa KOHLLA, MEHBIIUIM U O0JIBLINHI, COBMECTUMBbIE CO CBEpJIaMU
@2,0MMMu @ 3,0 MM COOTBETCTBEHHO.

I[losuuuoHep s cBepsa @ 2,0 MM MMeeT COBMECTHUMBIN AMAaMeTP U BEPXYLIKY, TAKYIO Ke, KaK
uy ceepJsa @ 2,0 Mmm.

[TosunmoHep JJ1s1 cBepJia GM MeeT yroJ HAaKJI0HA, HOBTOPSAOLIMNA a6aTMEHT C 11e/1bI0 TOMOLIU
B BbIGOPE U [IJIAHUPOBAHUHU BO BpeMs XMPYPruyecKou npouesyphl.

[TosunroHep MAJsi cBepJia W MO3UIIMOHep st cBepsa @ 2,0 MM MCHOJb3yeTca AJs
IJIAHUPOBAHMUsl yrJa HaKJOHA CBepJila BO BpeMs XUPYpPruyecKod mpoleaypbl Iepen
YCTAaHOBKOMW MMIIJIaHTATA.

[TosunuoHep s cBepsa GM wucnosb3yeTcss [JJisi Bbl6opa yrja HaKJOHA HPOTE3HOTO
abaTMeHTa, yCTaHABJMBAaeMOro Ha UMIIaHTAT. [lo3unuoHeps! A cBepsaa GM Heo6X0 MO
HCII0JIb30BaTh UCKJIIOUUTEBHO [IJIs1 BbI6Oopa a6aTMeHTOB JIMHEHKHU GM.

I'ny6uHomep

[ny6brHOMeEp MMeeT LUJIUHAPHUYECKYI0 PYYKY U KOHYMK, pacnosioxKeHHbIN noj yriaom 309, c
NONlepeYHbIMM OTMETHHAMHU M HEPOBHBIMHU HMHTEpBaJaMU B COOTBETCTBUM C [JIMHOU
umiiadTtara (5,7,9,11, 13,15 u 17 mm).

[sly6buHOMep HCHnoJ/Ib3yeTc B XUPYPrUYeCKOM CTOMATOJIOTMM JJis U3MepeHHd U 0CMOTpa
XUPYyPru4ecKoyr NOJIOCTH.

HHcmpymeHm 0.1 N1aHUpo8aHusi paccmosiHus, 7/9 mm

Y HHcTpyMeHTa /i1 IJIAHUPOBAHUA PACCTOAHUA HMMeeTCA JBa KOHLA /Ui INPOBeJeHUs
VM3MepeHUH, pa3Mep OJHOTO U3 KOTOPBIX COCTaBJAET 7 MM, a Apyroro 9 Mmm. Kaxxapii KoHer
MHcTpyMeHTa [/l TNJIaHUPOBAHUSl PACCTOSIHHUSL OCHAllleH HEeOOJIbIIMM HAaKOHEYHUKOM,
obecreyrMBawIIUM CTAaOWJIbHYIO VIIPaBJAseMOCTb MPH HCIOJb30BaHUM U3Jenus. Koner
pasMepoM 7 MM TIpeJHa3HayeH /JJsd I[JIAHUPOBAaHMWA YCTAaHOBKU HMILJIAHTATOB C
COOTHOLIEHHEM PACCTOSAHUSA MeXy KJIbIKaMH, IPpeMoJIIpaMy U [ieHTPaJIbHbIMU pe3laMu. B
LeHTpe Hacrosuero MHcTpyMeHTa JJid NJIAaHUPOBAHUA PACCTOSIHWS HaHeCeHa Ja3epHas
MapKUMpoBKa ¢ Mepo#, paBHodW 3,5 MM. KonHen, pasamepoM 9 MM nmpeaHa3HayeH AJs
IJIAHMPOBAaHUA YCTAHOBKU HMIJIAHTATOB C COOTHOLIEHHWEM pPaCCTOSHUA  MEXAy
npemoJsiipoM/MosisipoM. B 1neHTpe Hacrosuero MWHcTpyMeHTa [/ [JIaHUPOBAHUSA
paccTosIHUSI HAaHeCeHa Jia3epHasi MapKUPOBKA C Mepoi, paBHOH 4,5 MM.
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Ha3HnayeHue MedUuyuHCK020 u3deaus

I/IHCTpYMeHTbI npeaHasHa4eHbl JId BU3YyaJIbHOI'O KOHTPOJIA HUJIHU (I)I/IBI/I‘JECKOI‘/JI OpHUEHTalHHU
IOJIOXKEHUA, I‘JIy6I/IHbI IMpHU YCTaHOBKE NE€HTAJIbHbIX UMIIJIAHTATOB

2. IoxasaHusa

MU pnda npoBefieHUA XMPYPrudeCcKUX olepanyi Ha KOCTAX BepXHEH WJIM HYXKHEW 4YeJIIOCTH
IIpA COOJIIZIEHUH N0C/Ie[0BaTeJbHOCTH HCIO0JIb30BAHUA WHCTPYMEHTOB, YTO IO03BOJISAET
IPOBOJAUTbL 0€3/JI0CKyTHble ONepaliud N0 yCTaHOBKe HMIJIAHTAaTOB WU OPTOIeAUYeCKHUX
KOMIIOHEHTOB K HUM B a/IleHTUYHBIX Y4aCTKaX YesI0CTH.

3. O6/iacTv npMMeHeHus

HacTosinee uspenve mpezactaBiseT CO60W MHCTPYMEHT, MUCIOJIb3yeMbIH B XUPYypruyecKon
CTOMATOJIOTHH [IJIsl NIPOBEPKHU TJIyOUHBI PU NMPOBEAEHUN G€3JI0CKYTHOH OCTEOTOMUM. [lJist
1eJied OLeHKH PeKOMEH/IyeTCsl MOJIYYUTh NPULEJbHYI0 peHTI€HOTPaMMy.

4. IIpoTuBONOKa3aHUsA
Jna JaHHOTO M3Je/usd NPOTUBONOKA3aHUA He NPeJyCMOTPEHbI IIPYU YCI0BUM HaJJ lexallero
VICIIOJIb30BAHUA [JI4 LleJIed ero IpuMeHeHUs.

5. Cnoco6 npuMeHeHuUs

ITo3uyuoHep peHM2eHOKOHMPACMHbLI

[locne BbINOJHEHUS 3alJIAHUPOBAHHOM OCTEOTOMMH [/l  YCTAaHOBKM HMMILJIAHTATAa
NO3ULIMOHEP HEOOXOJUMO BCTAaBUTb B IMPOCBEPJIEHHYIO I0JIOCTb, 3aTe€M BbINOJHUTh
peHTreHorpaduio AJjsl OLEeHKU IJ1yOUHbI CBEPJIEHUS.

Bbi6op UMIJIaHTaTa /I0/PKEH OCHOBBIBAThCS HA KaHa/aXx, KOTOPble YKA3bIBAIOT MOJIyYEHHYIO
rJyouHy (JJiMHa UMIIJIAaHTaTa), KOTOPbIe MOKAa3aHbl HA peHTTeHOrpaMMe.

IMo3uyuoHep da5 ceepaa @ 2.0 yeaosoii, [lozuyuoHep GM yz.10801i

[lepes vcnosb3oBaHWEM MO3ULIMOHEpPA [JJs1 CBepJ pPEKOMEHAYyeTCs 3aBsi3aTb HUTb Ha
LeHTPaJIbHOM OTBEPCTUH H3JeJUs, YTOObl HE JONYCTUTb €ro CMeleHUsI U NPOorjaThlBaHUSA
NaeHTOM.

MeHbLINIM KOHel, MO3UI[MOHEepa JJis CBepJla HE0OX0AUMO YCTaHABJIMBATh B XUPYPTUUYECKYIO
II0JIOCTB MOCJIe CBepJieHus cBepsioM @ 2,0 MM, a 60JIbIIMNA KOHEL] - TOCJ/Ie CBEPJIEHUS CBEPJIOM
@ 3,0 MM.

[Tosunponep s cepJia 2,0 HE06X0AMMO BCTaBJSATb B MOJIOCTh MOCJIE CBEPJIEHHUS] CBEPJIOM
2,0. MosunmoHep yryoBodt GM HE0OXOJMMO BCTAaBJSATH Ha YCTAHOBJIEHHBIA MMIJIAaHTAT GM
JIJ1s1 BbIOOpa abaTMeHTOB JIMHeHKU GM.

I'ary6unomep

Bo BpeMsi U mocjie cBepJsieHUSI XUPYPrUuyecKod MOJIOCTU T[JIyOMHOMEpP HCMOJb3yeTcs AJs
0OHapYy>XeHUsI BO3MOXKHBIX MeCT TpelNaHalUHd KOCTH U KOCTHBIX OCTATKOB pPa3JIMYHbIX
aHAaTOMUYECKHX CTPYKTYpaX, a TaKXkKe JJisl U3MepeHUs IJ1yOUHbI CBepJIeHUS Y BbIOOpA JIJIMHbI
MMIIJIaHTaTa, KOTOpbIM OyJAeT ucHoJb30oBaTbcsl. Ha o0OJHOM H3 ero KOHLIOB HMeeTcs
cbepruecKkMii HaKOHEYHUK JuaMeTpoM 1.9 MM, KOTOpbIM MO3BOJIIET UCCAEA0BAaTb U
30HUPOBATh MeCcTO nepdopalnuu.

HHcmpyMmeHm 0151 NAAHUPOBAHUS paccmosiHusl, 7/9 mm
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Bb16paTh MIaHUPOBOYHBIA UHCTPYMEHT COTJIACHO COOTBETCTBYIOLIEH BbICOTE /10 MPOTE3HOM
KOPOHKH, KOTOpas OyJieT pa3MelleHa Ha UMIJIaHTaTe. YTOObl yCTaHOBUTb UMILJIAHTAT OJIMKE
K 3y0y, cjeAyeT KOCHYTbCS IMJAHUPOBOYHBIM HWHCTPYMEHTOM JUCTa/JIbHOW/ MeAuaJbHOMN
IIOBEPXHOCTH KOPOHKHU 3y0a, U LleHTpa/IbHasi MapKMpPOBKAa MHCTPYMEHTA ONpe/ieIUT MO3UL U0
s nepdopayuu. YTo6bl onpeeuTh N0J10XKEHHEe UMILJIAHTaTa 0 OTHOUIEHUIO K JpyromMy
MMIIJIaHTaTy, He06X0/AMMO, B35IB 3a Haya/o MepBbIH UMILJIAHTAT, NIOMECTUTb OJUH KOHel]
IJIAHMPOBOYHOTO HMHCTPYMEHTA B LIEHTP M1epBOr0 UMILJIAHTATA, @ Ha IPYrOM KOHIIEe OTMETHUTh
MecTo nepdopayuu. YTo6bl onpeseuThb N0J0KEHWEe UMIJIAHTATa 110 OTHOILIEHHUIO K HEPBY,
HeoOX0MMO NMOMECTUThb KOHel] JIAaHUPOBOYHOI'0 MHCTPYMEHTa Ha Kpal MoA60pOJ04YHOr0
OTBEPCTHS Y HavyaThb nepdopanyio K UMIJIAHTATy Ha Jla3epHOW MapKUPOBKe UJIM Ha JJpyroM
KOHIle NJIAaHUPOBOYHOI'0 MHCTPYMEHTA.

6. MeTtoabl M cpeAcTBA Je3UHPEKIMHM M MNPeACTEPUIM3ANMUOHHONA OYHMCTKH
(peKoMeH AU NPOU3BOAUTEIA)
Heo6xoaqumMo mNpoBOAUTL HaJJIeXalllyld OYMCTKY JIaHHOTO W3JeJiMs T0CJe KaXKI0ro
VICII0JIb30BaHUS.

151 npoBeieHUsI OUMCTKHA He06X0JMMO BBITMIOJIHUTD CAeAYIolUe JeHCTBUS:

1-p1¥ war: [oJIHOCTBIO MOTPY3UTh U3Jle/iMe B pepMeHTHOE MoMllee CpeJiCTBO (Cob/0AaTh
KOHILIEHTPAIUH, YKa3aHHbIE IPOU3BOAUTEJIEM).

2-o# mar: [[poMbIBaTh B yJIbTPAa3BYKOBOM OUMCTHUTEJEe B TedyeHUe 10-15 MUHYT.

3 -ui war: [IpoMbITh B AOCTaTOYHOM KOJIMYECTBE AUCTUJJIMPOBAHHOM BOJbI [0 MOJIHOTO
yZiaJIeHUs1 OCTaTKOB pacTBopa. /lonyckaeTcss UCMOJIb30BaTh HEUJIOHOBBIE ILETKH.

4-pI¥ mar: BeICylIUTh YUCTOU CYyX0H TKAaHbIO UJIW CXKAThIM BO3/1yXOM.

5-p1it war: OcMOTpeTh Ha MpeAMeT MOSIBJeHUSA KaKUX-JMO0 MOJOMOK B Mpoliecce OYHUCTKHU.
Ec/iv MIHCTPYMEHT 04MCTHUIICS He MOJIHOCTBIO, ONYCTUTB €ro ellle pa3 B Mololllee CPe/ICTBO, Kak
yKazaHo B ware 1, a 3aTeM NpU HEOOXOJUMOCTH NMPOBECTU OYUCTKY HEWJIOHOBOM ILETKOM.
[IoBTOpPUTBH NpoLEeAypPY NPOMBIBKU U CYLIKH.

6-0i1 mar: BeibpaTh ymakoBKYy B COOTBETCTBUHU C NPOLIECCOM CTEpUIM3aLUU. PekoMeHayeTcsa
HCIOJIb30BaTh OYMaXKHYI CaMO3aKJeUBAIINYIOCSd YIAKOBKY XUPYPTrU4YECKOW CTeleHU
YUCTOThI C JAMUHUPOBAHHOM MJIEHKOM.

BHUMAHMUE: He wucnosab3oBaTh CcpeAcTBa, 06pasywolliue MeHY, U He CYLIUTb JeTasy,
coZiepKalllie OCTAaTKM YMCTSAUUX PacTBOPOB, MOCKOJBbKY 3TO NPUBOJAUT K OKHCJIEHHIO
uzzaenui. [I[puMeHeHye CTalbHbBIX LIETOK HE pEKOMEHAYETCS.

BrinosiHKTe ciefytolye NpoLeaypbl:

Oyucmka u de3uHdekyusa pyYHbIM CNOCOGOM

Ouucmka

1. [lo BO3MOXKHOCTHU pa3bepuTe MHCTPYMEHTHI (CM. clieljajibHble MHCTPYKLUU 110 pa3bopke).
2. 3amouuTe pa3oOpaHHble UHCTPYMEHTHI He MeHee 4yeM Ha 1 MUH. B YUCTSALIEM pacTBope
(CAUJIE3UM, 1,6 % 06'5beMHOT0 COflepKaHus), HOJHOCTbIO IOTPY3UB UX B pacTBop. CiefuTe
3a TeM, YTOObl HHCTPYMEHTbI HEe COMPHUKACAJUCh APYT C ApyroM. Jlus 6osiee 3pdeKTUBHOU
OYMCTKH TUIATEJbHO OYMCTUTE UX MATKOW ILieTKOH. [loBopaunBailiTe MOJBHXKHbIE JleTalU
HECKOJIbKO pa3 BO BpeMsl YUCTKHU.

[Ipy HE06XOAUMOCTH: NP MOMOIIM 0JJHOPA30BOro MNpUla (MUHUMaIbHbIN 00beM — 10 M)
Y COOTBETCTBYIOLIEH NMPOMBIBOYHOM HAcaJKU NMPOMOMNTE BCe MOJIOCTU UHCTPYMEHTOB He
MeHee NSTU pa3 nepej 3aMayMBaHUEM.
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3. 3aMoYKTe pa3oOGpaHHbIe MHCTPYMEHTHI Ha 15 MUHYT B uncTAmeM pacTBope (CAUJE3UM,
1,6 % 06beMHOTO COZiEPXKaHUSI) C YJIbTPAa3BYKOBOU 06pabOTKOM, MOJTHOCThIO MOTPY3UB UX B
pactBop. CiiegrTe 3a TEM, YTOOBI UHCTPYMEHTHI He CONPUKACAJIACh APYT C IPYTOM.

4. 3aTeM M3BJIEKUTE UHCTPYMEHTHI U3 YUCTALIEr0 pacTBOpa U Jlajiee TIlaTeJIbHO IPOMOMTeE UX
He MeHee 3 pa3 (B TeueHUe He MeHee 1 MUHYThI) I10/] IPOTOYHOW BOJIOM.

[Ipy HEO6XOAMMOCTHU: NPX NOMOIIM OJHOPA30BOro MNpUlla (MUHUMaJIbHbIM 06 beM — 10 M)
Y COOTBETCTBYWOIEH NMPOMBIBOYHOM HACaJKU IPOMOMTE BCe IOJIOCTU WHCTPYMEHTOB He
MeHee NATH pas.

Ae3uHgexyus

1. 3amMo4uTe pa3obpaHHble HHCTPYMEHTBI HE MeHee YeM Ha 15 MUHYT B YMCTsILEM pacTBope
(Hepa36aBieHHOM pacTBope opTodTaneBoro anbieruga CAHMJEKC OITIA), MOJHOCTBIO
NorpysuB ux B pactBop. CieguTe 3a TeM, YTOGbl UHCTPYMEHTBI He CONPUKACAIUCH APYT C
ZApyroM. [loBopayrBaWTe MOJBUKHbIE AETATH HECKOJIBKO pa3 Bo BpeMs Ae3uHpekuuu. [Ipu
HeoOXO0JUMOCTU: IIPU NOMOIM OJJHOPA30BOr0 WINpHUla (MUHUMaJbHbIN 06beM - 10 M) U
COOTBETCTBYIOLEN NPOMBIBOYHOM HAca/JKM NPOMOUTE BCe M0JIOCTH HHCTPYMEHTOB He MeHee
NSTH pas lepeJ 3aMauyvBaHUEM U 110CJIe 3aMaYMBaHUsl.

2. V3BNeKuTe MHCTPYMEHTbl U3 Je3WHPULUPYIOLIEro pacTBopa M Jajiee NPpOMOMTe UX B
COOTBETCTBUM C MHCTPYKLUSAMH HPOU3BOAUTEJIA pacTBopa opTodTaseBOro ajbjeruza
CAWJZIEKC OIIA.

B Tabsuue HuxKe ykasaHbl MeTOAWYECKUEe YKa3aHUsA, N0 JAe3uHPeKUuH, C HoA6opoM
JUINTEJIbHOCTH BblJiep>KKH MU B pacTBOpe, B 3aBUCHMOCTH OT BU/I0B UHPEKIU.

Tao6auna 1
Buj iHpeknuu KOHueHTpalgnﬂ i IIlpumeHeHnue
pactBopa, % BbIJ€P>KKH, MUH
BupycHbie 15

Jlng u3ieinu U3 CTeKIIa,
BakTepuaibHbIE 15 MeTaJlJIOB, IJIaCTMAacc, pe3uH, B
TOM YU CJIe SH/0CKOTOB,

TyGeprynes Bes paseesenius 90 MHCTPYMEHTOB K HUM,
Kangugossbr 90 CTOMATOJIOTHUYECKUX
JepmaToduu 90 WHCTPYMEHTOB

e Pexumbl le3MHPEKIUM XUMHUYECKMM METO/IOM IaHbl B ISITH BapUaHTaX:

o 1-a cTpoka - mNpu BUPYCHbIX renatutaX, BWUY-uHPekuHH, 3HTEPOBUPYCHBIX,
pPOTaBUPYCHBIX UHDEKIHUSAX;

O 2-9 CTpoKa - CJieAyeT NPUMEHATb [AJs NpeAyINpexJeHUs] THOMHBbIX 3a060JIeBaHUH,
KUIIEeYHbIX W  KameJbHbIX HWHQEKIUH 6OaKTepuaJbHOW ITHOJIOTHH, OCTPbIX
pecnyupaTOpHbIX BUPYCHBIX HH(EeKLU U (TpUIll, aZleHOBUPYCHbIE 3a60JIeBaHUS U JIP.);

O 3-1 CTpOKa - IpU TyOepKyJie3e;

4-g1 CTpOKa - IPU KaHAU/,03aX;

o 5-4 cTpoka - mpu JepMaTopuTusx. B ciyyaax, korga B TabJule NPUBEAEH OJUH
BapuaHT (cpeactBa KosagCnop, JlekoHekc ieHTatb BB U p.), OH pacnpocTpaHsieTcs Ha
BCe BU/Ibl BO30yAUTEIEM.

e [lpu oTcyTCcTBUM 0OOCHOBAHHBIX MOKA3aHUU K MPOBEAEHUI0 Ae3UHPEKIUU 0 peKruMaM

Uil UHPeKIMM OGaKTepuaJibHOW 3THOJIOTHUU (MCKJI4Yas TyOepkyJie3), Ae3uH}eKIUio

IPOBOJSAT 0 peXXHUMaM /111 BUPYCHBIX MHPEKLUH.

(0]
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e MHzpgenuss MeAUIMHCKOTO Ha3HAYeHHUs, NMpPUMeHseMble B CTOMATOJIOTUH, OTJUYAKTCS
pasHooOpa3yMeM MO KOHCTPYKLMH, MO COCTAaBy BXOASAIIMX B HHUX MaTepUasioB, IO
Ha3HAUYEHUI U TMO03TOMY TpPeOyT TIATEJbHOIO BbIOOpa MeETOAA M CpeJCcTBa
Jie3uHPEKLUU.

HHcmpyKkyuu no npomvlieke

e BbiHYB u3Jesue MeJUIMHCKOTO Ha3HayeHUs W3 pacTBopa opToPTaleBOro ajbJeruja
CAMJIEKC OIIA, TIiaTeIbHO MPOMOITE ero, MOJHOCTBIO MOTPY3HUB B GOJIBLIOW 06'5EM BOJBI.
Ecay nuTheBas Bojia HENIPUTO/IHA, UCII0JIb3YUTE CTEPUJIBHYIO BOAY.

e [losIHOCTBIO IOTPY3UTE U3Je/Ne He MeHee YeM Ha 1 MUHYTY, eCJIM U3TOTOBUTEJIEM U3Jle/INs
MHOT0pa30BOr0 UCI0JIb30BaHUS He YKa3aHo 6oJiee AJIMTelbHOE BpeMsl.

e Bpy4yHy1o npoMoiTe BCe NOJIOCTU B 60JbIINX 06beMax (He MeHee 100 MJ1) NpOMBIBOYHOH
BO/Ibl, €CJIU IPOU3BOJUTEJIEM U3/Ie/IMS HE YKa3aHO UHOE.

e l3BiekuTe u3je/Me U BblIEWTe NPOMBbIBOYHYH Boay. [ KaXJoro NnpoMbIBaHUSA
WCIIOJIb3YWTE TOJBKO CBEXYl0 BoAy. He ucnosib3yiTe 3Ty BOoAYy NOBTOPHO AJis1 IPOMBIBaHUSA
WJIH JJ151 JIFOGOU APYToH LieJIU.

e [loBTOpUTE TpoLEAypy elle 2 pa3a, B obileil caokHocTu npousBess 3 [TPOMbIBAHUA
OO/JBIIMMU OObeMaMU CBeXeW BOJbl [l yJajJeHUus OCTAaTKOB pacTBopa opTodTaieBOro
anbaeruga CAMJIEKC OITA. OcraTkM pacTBOpa MOTYT BbI3blBaTbh Cepbe3Hble MO0BGOYHbIE
3 deKThI.

3. [IpoBepbTe M ynakyiiTe MHCTPYMEHTHI Cpa3y NoC/e U3BJeYeHu .

MexaHU3UpPOBaHHbIA  crnoco6  ouyucTku/aeauHpekuuu (M MamuHa — (Momole-
Ae3nHbULMpYIOas MallnHa))

Hcnosnb3oBaHue pactBopa Heoguiep Meau3um.

1. [To BO3MOXKHOCTH pa3bepruTe HHCTPYMEHTBI.

2. IlepenoxuTte pa3obpaHHble UHCTPyMeHTbl B M/l MawmuHy (cieauTe 3a TeM, YTOObI
MHCTPYMEHTHI He CONPUKACATUCh APYT C [PyTOM).

3. 3anmycTuTe NporpamMmmy.

4. ITo OKOHYaHUU NIPOrPpaMMBbl U3BJIEKUTE UHCTPYMEHTHI U3 M/ MallMHBL.

5. [IpoBepbTe U ynakyiuTe MHCTPYMEHTHI Cpa3y MocJe U3BJIeYeHMUS.

[TPUMEYAHHUE.

1. [Ipu Bp160Ope M/| MaliMHBI 0OpaTUTE BHUMaHUE Ha CeAyIolee:

e 00f513aTe/IbHO yTBepKJeHHble 3KCIJyaTallMOHHble KadecTBa M/l MamuHbl (Hanpumep,
MapkupoBka CE B coorBeTcTBUHU ¢ EN ISO 15883 nsn DGHM (HeMelkoe 06111ecTBO TMrHeHbI U
MHUKpPOOHOJIOTUH), JUO0  paspelleHUe/of00peHHe/perucTpanus  YOpaBjeHUs 1O
CaHUTApPHOMY Ha/I30PY 3a Ka4eCTBOM MHUILEBBIX MPOAYKTOB U MeinkaMeHTOB (FDA));

e BO3MOXHOCTb TNpPHMEHEHHUS] YTBEPX/JEHHOW MpPOrpaMMbl TEPpMHUYECKOW [Je3nH(eKLUn
(3Hauenue A0>3000 unm - g 60Jiee CTapbIX U3jeui — He MeHee 5 MUH. pu 90 °C/194 °F;
pYU XUMUYECKOH Jie3UH(EKIUU — PUCK OCEeJIaHUS OCTATKOB Jile3UHPULIMPYIOILEro cpesicTBa Ha
MHCTPYMEHTax);

e o006s3aTesibHAsi NPUTOAHOCTb NPOrpaMMbl JJisi WHCTPYMEHTOB, a TaKXe J0CTaTO4YHOe
KOJIMYECTBO ONepanyil NpOMbIBaHUS B IPOrpaMME;

e JlaJibHENIIIee MPOMbIBaHUE TOJbKO CTePUJIbHOM MJIM HU3KO3arpsi3HEHHOW BOJI0M He 6oJiee
10 GaKTepui/ M 0,25 eIUHUI] 3HJO0TOKCUHOB/MJI), Halpumep,
OYHIIlEHHOM /CBEpXOYHIILEHHON BOIOH;

* CII0JIb30BaHHUeE TOJIbKO QUJIbTPOBAHHOTO BO3/lyXa (6€3 mpuMecH Macjia, C HUI3KUM YPOBHEM
3arpsisHeHHs1 MUKPOOpPraHM3MaMH U YaCTULIAMU ) JJis CYLIKH;
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e peryJisipHOe TEXHUYECKOEe 006CIy:KMBaHHE U TpoBepKa/KaanbpoBka M/l MalIvMHBIL.

2. 3anpeljaeTcss YUCTUTb UHCTPYMEHTHI C IOMOULIbI0 MEeTA/JIMYEeCKUX IeTOK MU CTaJbHOU
MOYaJIKH.

3. [IpoBepbTe BCce MHCTPYMEHTHI MOCJ€ OYMCTKU WU OYMUCTKHU/Ae3MHPEKLUN Ha Haluyue
KOPpPO3H1H, NOBPEX/EeHHBIX IOBEPXHOCTEN U 3arpsa3HeHui. CieyeT NpeKpaTUThb Ja/ibHelllee
VICII0JIb30BaHUE MOBPEX/JEeHHbIX UHCTPYyMeHTOB. Heo6x0AMMO NpoBeCcTH NOBTOPHYIO OYUCTKY
Y 1e3nHEeKI M0 MHCTPYMEHTOB, Ha KOTOPBIX ellle IPUCYTCTBYET 3arpsi3HeHHUe.

4. YnakoBKa: CJOXWUTE O4YHUILEHHble W NpoJe3MHPULUPOBAHHblE MHCTPYMEHTHl B
COOTBETCTBYIOLMEe CTEpUM3ALlMOHHbIE JIOTKM U yNaKydTe UX B OJHOpPa30Bble
CTepuJIM3alMOHHble Tapbl (OJUHAPHYI WM JBOMHYI Tapy) U/WJM CTepUJHU3aLUOHHbIE
KOHTEWHEPHI, OTBeYaKlye cAeAyLIUM TpeboBaHUAM (MaTepuraJi/npoiecc):

e EN [SO/ANSI (AMepUKaHCKUM HAaLlMOHAJbHbI UHCTUTYT cTaHZapToB) AAMI (Acconuanusa
COAeNCTBUS Pa3BUTHIO MeAUIIUHCKOM TeXHUKH) ISO 11607 (asa CLIA: pa3pemenue FDA);

* IPUTOHOCTbD JJIsl CTEPUIU3ALUU TApOM;

e HaJlJIexKalllas 3aliMTa UHCTPYMEHTOB, a TaKXKe CTePUJIN3alMOHHbIX Tap OT MeXaHU4YeCKOT0
NOBpEeX/eHUs;

e peryJisipHOe TeXHUYeCKOe 00Cay>KHUBaHHE B COOTBETCTBUU C UHCTPYKLUSAMU IPOU3BOUTESA
(koHTeHHep AJis CTEPUIU3ALUH).

5. YpanuTte KpymHble 3arpsi3HEHUs] C UHCTPYMEHTOB Cpa3y >Ke MOocJe UX MCI0JIb30BaHU4,
NPOM3BO/S Ipe/iBAPUTEbHYI0 06pabOTKY Nnepes OYUCTKOMN U Ae3nHeKnuel (B TeueHHe He
60Js1ee 2 4acoB).

[IpesBapuTeibHast 06pab0TKa NPOU3BOAUTCA Nlepe] OUMCTKON U le3nHeKI el KaK pyYHbIM,
TaK U MeXaHU3UPOBAHHbIM CIIOCOOOM.

a. [lo BO3MOXKHOCTY pa3bepuTe UHCTPYMEHTHI;

b. [IpoMbIBaliTe MHCTPYMEHTHI MO/, MPOTOYHOM BOIONZ B TeyeHUe He MeHee 1 MUHYThI (Ipu
TeMmnepatype <35 °C/ 95 °F); naTb pa3 npu NOMOLHU OJHOPA30BOro WNpUlia (MUHUMaIbHbIN
o6beM - 10 wmu). [loBopauyvBailiTe NOABWXKHbIE JeTaJud HECKOJbKO pa3 BO BpeMs
npeJBapUTeSbHON 06pabOTKY;

d. YaanvTe BpyyHyl0 BCe BUIUMbIe 3arpsi3HEHUS C MOMOILbI0 YUCTOM U MATKOU IIETKU (MU
YHUCTOW, MATKOM U 0GE3BOPCOBOM TKAHMU), TOJbLKO OHHM MOAXOJAT JJi1 3TOW pabOThI; He
HCII0JIb3YWUTe MeTa/l/IMYeCKHe eTKU UK CTaJIbHYI0 MOYaJIKY;

e. [I[pomo¥iTe ewe pa3 noj NpoTOYHOU BOJOW B TeYeHHE HE MeHee 1 MUHYTHI.

[Ipy HEBO3MOXXHOCTHM TMNPHUMEHEHHUS] BbIlIEyKAa3aHHbIX YMUCTAIMUX/Ae3UHPUIUPYIOLTUX
CpeZiCTB UCHOJIb3YUTE aHaJOrMYHble UM CpejcTBa. Biajeseln HeceT OTBETCTBEHHOCTb 3a
3aMeHy YMCTSALUX CPEJICTB.

[lepBocTeneHHOe 3HavyeHUe IepeJs; XpaHEHHEM U CTepuJHU3alUeld UMeeT NPOCYlLIMBaHHUeE
JleTajied, MOCKOJIbKY CKOIlJIEHWE BJIalM Ha U3/eJIMSIX MOXET BbI3BaTb NOBPEX/JEHUS U
OKUCJIEHHE.

[IPUMEYAHHUE.
Bo BpeMsi caHuTapHOU 06pabOTKU U3beraiTe KOHTAKTa MEXAY PEXYLIMMU HHCTPYMEHTaMHU
Y IPYTUMH UHCTPYMEHTAaMHU, BO U30eXaHWe CHUXKEHUS UX pexyleld CIOCOOHOCTH.

7. MeTo/bl ¥ yC/IOBUA CTEPUIU3ALUM, CPOKU COXPAaHEHUSA CTEPUIbHOCTH

U3penve, npeaHa3HauyeHHOE [JIsi OJJHOPA30BOr0 NMPUMEHEHHs, MOMEIeHO B GJIMCTEPHYIO
yHaKoBKy (6yMara u IJjieHKa XUpypruieckou cTeneHy YucToThl). UHCTpyMeHT nocTaBJiseTcs
B MHAWBUJYAJbHOU OJIUCTEPHOM YNaKOBKe (XMpypruyeckod Oymare U IJIEHKE) B
HeCTepuJbHOM BuJe. [l cTepuau3alyu BbIOUPATh TOJBKO CTEPUJIM3AIMI0O NApOM B
COOTBETCTBHM CO C/IeYIOIUMU XapaKTepUCTUKAMU:
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Ta6smna 2
dpakyuoHHoe sakyymuposaHue/ | [pagumayuoHHbIil
JduHamu4eckoe yoasieHue 803dyxa | Memod omKa4ku 803dyxa
Bpems ctepunsanuu He meHee 4 MUHYT He meHee 15 MUHYT
Temmnepatypa 13242°C 13242°C
CTepUIM3aL U
BpewMmsd cyluku He meHee 20 MUHYT He meHee 20 MUHYT
[laByieHue napa B
CTEPUJIU3ALMOHHOU 0,20+0,02 MIla/ (2,0+0,2) krc/cm? 0'2010’202 Mila/ (2,0+0,2)
Krc/cm
kaMmepe, MIla (krc/cm?)

1) He meHee Tpex 3TanoB BaKyyMHUPOBaHMUSA

2) [Ipu BO3MOXKHOCTH OCYLIeCTBJIeHUSI MeToJa GPaKIMOHHOTO BaKYyMUPOBaHUs He CJeyeT
NpUMEeHATh MeHee 3QPeKTUBHbIN IPaBUTALlMOHHbIN MeTO/, OTKa4KH BO3/yXa.

3) MakcuMasibHas TeMmnepaTtypa crepuandanuu - 134 °C (273 °F).

4) O6'beKTUBHO TpebyeMoe BpeMs CylIKH HANPSAMYI0 3aBUCUT OT TapaMeTPOB, HAXOASALUXCS
B 30HE MCKJIYUTEJbHON OTBETCTBEHHOCTM IN0JIb30BaTesis (KOHQUIypauus 3arpysku M
IJIOTHOCTD, IapaMeTphl CTEPUIU3ATOPA), U TAKUM 06pPa30oM ompe/iessieTcs M0Jb30BaTeseM.
TeM He MeHee, BpeMs CYLUKH He JOJKHO COCTaBJIATh MeHee 20 MUHYT.

[TPUMEYAHMUE.

1) XpaHUTe UHCTPYMEHThI MOCJE CTEPUJHU3ALUU B CTEPUJIU3ALUOHHBIX TapaX B CYXOM H
HeNbLJIbHOM MeCTe.

2)  3ampelieHO  NPUMEHATb  MNPOLEAYPY  3KCIpPecc-CTEepPUIM3alMHU/CTepUIn3aluu
HernocpeJiICTBEHHO Nepe/| UCTI0JIb30BaHUEM.

3) He npousBoAuTe CTEPUIM3ALUIO CYXUM KapOoM, JIYYEBYIO CTEPUIU3AIUIO, CTEPUTU3ALHUIO
dopManbAEru/IOM U OKUCHIO 3THUJIEHA, @ TAKXKE MJIAa3MEHHYI0 CTEPUJIU3ALHIO.

8. TpeGoBaHuA 6€30I1aCHOCTH U MepPbl NPESOCTOPOKHOCTH
e [lepes Cn0/1b30BaHUEM U3/e/IMA IPOBEAUTE IIJIAHUPOBAaHUE XUPYPrUuieCKou npoueayphl.
e Mogienb, AMaMeTp, AJIMHA, I0JI0X)KEeHHEe U KOJIMYeCTBO UMIIJIAaHTATOB JI0JIXKHbI ObITh BbIOpaHbI
JUIST  KaXJO0ro KJIMHUYECKOro CcJay4yas C Y4YeTOM aHaTOMHHM, 006JacTH, MoJJiexalleil
peabuInTaLMY, KayecTBa U KOJIMYeCTBAa KOCTU U JJOCTYITHOTO IPOCTPAHCTBA.
e JlopkHa OBITb M3rOTOBJIEHA JAUArHOCTHYecKass BOCKOBasi MoJiesib JJis obecledyeHUs
BbIDAaBHUBAHUA MeX/y WMIUIAaHTAaTOM (MMIJIQaHTaTaMH), NPOTEe3HbIM KOMIIOHEHTOM H
npore3oM U (mporesamu). OrpaHMYeHHe yria JJjsd yCTaHOBKM uMmaHTaToB NEODENT®
coctaBJuidgeT 30 rpaycos.
e byabTe BHUMaTe/JbHbl B CJy4ae €CJAd y NaUMeHTa eCTb IPU3HAKU aJlJIEpTUU WU
TUNEPYyBCTBUTEIBHOCTH K XMMHUYECKUM KOMIIOHEHTAaM MaTepuasia: TUTAHOBBIU CIJIaB U
HeprKaBewlas CTalb.
e He ucnosib30BaTh U3/ e/Me 110 UCTEYEHHUU CPOKA F'OJHOCTH.
e UHCTpyMeHTbl HE06X0AMMO UCI0b30BaTh B CTEPUJIbHOM COCTOSIHUU.
e [lepen kaxk0¥ poreiypou ciaesyeT yoeauThCs, YTO BCe ZileTaly 3aKpenJieHbl HaJjlexaluM
06pasom.
e Y6enuTech, YTOObI JleTa/Jlu He MOMNaJd B JbIXaTeJbHble MyTH NallMEHTA U He ObLIM UM
IPOTJIOYEHBDI.
e Y6enurecp, 4TO y BaC e€CTb BCe MHCTPYMEHTBI, KOTOpble TPeOYIOTCA [/ BBINOJHEHHUA
MaHHUINYJIALHUN B COOTBETCTBUH C XUPYPrUYECKUM IIJITaAHUPOBAHHUEM.
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e [lepex KaxaoOM mnpouLeAypOH INpPOBepATb COCTOSAHUE XUPYPrU4eCKUX HHCTPYMEHTOB
NEODENT®, Bceria yauThbIBasi UX CPOK CAY6bl. [Ipy 06HapyeHUH NOBPeXAeHHUi, CTUpaHUs
METOK, 3aTyIlJIeHus, AepopMali UM U3HOCA cleyeT 3aMEeHUTb UHCTPYMEHT.

e KBa/iMpuUUPOBaHHbBIN CllELUAJIMCT HeCeT OTBETCTBEHHOCTh 3a MCIOJb30BaHUE U3JeNUi
NEODENT® B cOOTBETCTBMHM C MHCTPYKILHEA.

e He ncnosib3yiiTe uszesve B clydae OBPeXJAeHHUS YIIAaKOBKH.

* J/laHHOe u3/ieiue Heo6X0JUMO UCII0JIb30BaTh B CTEPUIBHOM COCTOSIHUHU.

e Jlyymue pe3ysbTaTbl MOJy4eHbl C HCIOJb30BaHUEM I10C/A€L0BATEJbHOCTU M3/ eNUN
NEODENT®. Hcnosib3oBaHHMe WHCTPYMEHTOB W / WM TNpPOTE3HbIX a6aTMEHTOB JPYTHX
NPOU3BOAMTE/N He rapaHTUPYIOT UjeanbHbld GpyHKuuu cucreMbl NEODENT® uMnianTaToB
Y MCKJII0YaeT JII00YI0 rapaHTHIO IPOAYKTA.

e [I[podeccuoHanbHast OTBETCTBEHHOCTD 3aKJ04aeTcs B npuMeHeHnU usgenuidt NEODENT® B
COOTBETCTBUM C MHCTPYKLMAMHU 110 HUCIOJb30BAaHUIO U B ONpeJeIeHUM BO3MOXHOCTU HUX
VICIIOJIb30BAHUSA B UHAUBU/AYAJIbHOM CUTYallUY KQXKA0T0 NalMeHTa.

» HeHapsiexxauiee njaHMpoBaHMe XUPYPruieCcKOro BMellaTeJbCTBa MOXKeET MOBJIeYb 3a COO0H
HeraTUBHble IIOCJE/ACTBUS, CBA3aHHblE BbINOJHEHWEM pabOT UWMIIAHTAT / MpoTe3
(KOMIOHEHT), BbI3bIBAKOIILEr0 COOM B CUCTEME, TAKUe KaK MOTePsI WU NepesioM UMIJIaHTaTa,
pacliaTbIBaHUE WUJIM IIepeJioM IPOTEe3HOr0 BUHTA.

9. Bo3MoOxHbIe I06G0YHbIE AeCTBHS IPU UCNIO0JIb30BAHUHU MEAULMHCKOT0 U3/e/IUA
Eciu usznenue ucnosib3yeTcss B COOTBETCTBUM C MHCTPYKIMEN MO 3KCIJIyaTal[dU, MTOGOYHBIX
3pPEeKTOB He 0XKHUAAETCS.

10.CBe,Z[eHI/IH 0 TEXHUYECKOM 06CJIY)KI/lBaHHI/I, CBE€JECHHA O IIOBEPKE
HOCJI@O"BPCH{UOHHE)I@ Mmepbol npedocmopo.wcnocmu u mexHu4deckoe o6c11y:»cueaHue
CJIe,ILYET NPOUHCTPYKTHUPOBATbL MallMEHTa O H606XO,U,I/IMOCTI/I l'[pO(l)eCCI/IOHaJIbHOI‘O
MEeAULIMHCKOTI'O Ha6JI}O,HeHI/IH Inocjie onepanguun U CO6JII-0,H€HI/II/I peKOMeH,ﬂauI/If/i B OTHOIIEHHNH
Mep NpeagoCTOPOXKHOCTH, THTMEHbI K HA3HAYE€HUA JIEKAPCTBEHHbIX CPEACTB. OTBETCTBEHHOCTb
3d YKa3daHHbI€ pEKOMEHAallhu1 HeCeT neqamnﬁ Bpad.

11.Ycs0BuA XpaHEeHUA U IKCIJIyaTaluu

Tao6smna 3

YC10BUA XpaHeHUs YCI0BUA SKCITyaTaluu
Temnepamypa ot 0°C o +40°C ot +15°C 10 +25°C
OmHocumebHas ot 10% 710 90% (6e3 oT 20% 110 85% (6e3
8/1a2CHOCMb KOH/JIEHCaI[1H ) KOH/IeHCaI[1H)
Bwvicoma Had yposHem
Mmops (ammocghepHoe ot 600 rlla o 1060 rlla ot 700 rlla 5o 1060 rlla
dassieHue)

JlaHHOe u3zenve cjiefyeT XpaHUTb B YHUCTOM M CyXOM MecCTe, M 3alUIATh OT NPAMbBIX
COJIHEYHBIX JIy4YeH.
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12.0xpaHa oOKpyKawuieH cpebl

12.1. Tpe6oeaHusas K oxpaHe OKpyxcawuwell cpedsl npu npumMeHeHuu

MeduyuHCcKo20 usdeaust

Kaxxpoe uszenve u pacxoaHble MaTepUasbl, UCIIOJIb3yEMble BO BpEMS Ollepaliy 10 YCTaHOBKE
3yOHBIX HWMIIJIAHTAaTOB M OPTONEJUYECKUX KOMIIOHEHTOB, NpPEeJACTaBJAET OMNAaCHOCTb AJs
3/10pOBb4 JIWI, IPOU3BOJALIMX UX 00pabOTKy MocJe ucnosab3oBaHus. [lepes yTunnsanuen B
OKpYKaKLIY0 Cpely peKOMeH/yeTCs 03HAKOMUTBCA C IeMCTBYIOIIUM 3aKOHOAATEIbCTBOM U
CcoOJII0IaTh €ro.

12.2. Ilopsidok ocywjecmeieHus1 ymuau3ayuu U yHUYMOoJXCeHus, yKa3aHue, npu
Heo6xodumocmu, cneyua/abHbIX Mep npedocmopodCHOCMU Npu YHUYMONCEeHUU
MeOdUYUHCKUX u3deautl

U3penve nojyieXXUT YTUAM3ALUUM B COOTBETCTBUM C MECTHBIM 3aKOHOJATeJbCTBOM U
60JIbHUYHOM NPAKTUKOM.

JlaHHOe H3/e/ve He COAEPXKUT ONacCHbIX MaTepPUaJoB.

Heucrnosb3oBaHHbIE U3/JeMs C UCTEKLIIUM CPOKOM TOJHOCTH YTUJIU3UPYIOTCHA KaK OTXO/bl
Kjacca A B cooTBeTCTBUH ¢ TpeboBaHusiMM CanlluH 2.1.7.2790-10.

[locse koHTaKTa ¢ OpraHM3MoOM NMaleHTa U3zesiue YTUIU3UPYITCA KaK 0TX0/bl Kjaacca b B
CcoO0TBeTCTBUHU C TpeboBanusamu CaulluH 2.1.7.2790-10.

13.CpoK c/1y>K0bl1, CPOK FT'OAHOCTHU
Cpok c/1y2#c6bl: PeKOMEH/J0BaHHbBIN CPOK IKCIIyaTalMU HACTOSILETO U3/ e/IUsl COCTABJISAET /0
30 nprMeHeHU} PHU YCJI0BUHU COOIIOeHUS PeXUMa UCII0J1b30BaHHUS.

He3aBucHMMO OT KoJiM4ecTBa HMCIOJIb30BAHWM WHCTPYMEHTa CIENUAJIMCT JOJ/DKEH BCerja
NPOBEPATh XapaKTEPUCTUKH U3/IeJIUSA MT0C/Ie KA¥K/I0T0 HCIOIb30BaHUS.

Cpok 2codHocmu:

Cpok roaHoctu 15 sieT - apT. 129.009, apT. 129.013, apT. 129.014, apT. 129.016, apT. 128.017,
apt. 129.004, apTt. 128.026.

Cpok rogHocTtu 5 s1eT - apT. 128.030, apt. 128.031, apT. 128.032, apT.128.033

Cpok coxpaHeHusl cmepuabHocmu: ot 7 10 15 Hel, Npu yCI0BUM, YTO U3JeJihe XPaHUTCS B
4YHCTOM, CYyXOM U 3aLUIIEHHOM OT COJIHEYHOTO CBETa MECTE.

14.CBegeHUsi 0 MNPOU3BOAUTESIEé MEJUIMHCKOrO HU3Ae/MA U YNOJHOMOYEHHOM
npejacraBuTesie
14.1. HaumeHosaHue

JJGC Industria e Comércio de Materiais Dentarios S.A.

(dxeit ket pku Cu Uupyctpua 3 Komepcuo [Jle Matepuaunc [lentapuoc C.A.)

14.2. Adpec mecma HaxoxcoeHUs
Avenida Juscelino Kubitschek de Oliveira, 3291, Cidade Industrial, Curitiba, Pr., 81.270-200,
Brazil (Bpasusus)

14.3. Adpec mecma npou3zeodcmea MeduUyuHCK020 u3zdeaus
Avenida Juscelino Kubitschek de Oliveira, 3291, Cidade Industrial, Curitiba, Pr., 81.270-200,
Brazil.
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14.4. CsedeHust 06 yno1HOMOYEHHOM npedcmasumese.Pekaramayus
061ecTBO c orpaHUYeHHOM O0TBETCTBEHHOCTHIO «llITpaymann» (000 «lITpaymaHH»).
Anpec: 119571, Poccus, r. MockBa, JIeHuHcKU# nipocnekT, 119A.

Tenedon: +7 495 139 74 74
Anpec 3/1eKTpOHHOM OYTHI: reginfo@straumann.com
CauT: www.straumann.ru
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Jlono/iIHeHue K UHCTPYKIUH MO IPUMEHEHU 0 MeJULUHCKOTO
usgenus (MHU): «Uucmpymenmol cmomamonozuveckue NEODENT®
0/14 8U3YA/1bHO20 KOHMPO./14 UAU pu3uyeckoli opueHmayuu
no./10XceHus, 2/1yO6UHbI NPU YyCMAaHo8ke deHMA/1bHbIX UMNAAHMAMO8 8
8dPUAHMAX UCNOJAHEHUSY.

1. HasHayeHHe MeJUIMHCKOrO U3Ae/INd

1.1. HaumeHoeaHue MedUYUHCKO020 u3sdenus
WuctpymenTbl cTtoMaTosiorndeckue NEODENT® nyis  Bu3ya/lbHOro KOHTPOJSA WJIHU
$U3MYeCcKOM OpUEeHTALUY N10JI0XKEeH U, TJIyOUHBI IPY YCTaHOBKE JleHTa/IbHBIX UMIIJIAHTATOB B
BapHUaHTaX UCIIOJHEHHUA

1.2. HazHayeHue MeduyuHCK020 uzdeaus

WHCcTpyMeHTBI IpeiHa3Ha4YeHbl /11 BU3YaJIbHOTO KOHTPOJISA WU GU3UYECKON OpUeHTaluu
NI0JIO’KEeHHS, IJIyOUHBI 1P YCTAHOBKE JeHTAJIbHbIX UMIIJIAHTAaTOB

1.3. YKka3aHue 803M03#CHOCMU U 0CO6eHHOocmell npuMeHeHUs1 MedUYUHCK020 u3deaust
0151 J100ell ¢ uMnAaHMupyemviMu 6 Op2aHU3M 4e/a08eKa MeOUYUHCKUMU
uszdeausamu, OepeMeHHbIX HCEHWUH, MHCeHWUH 8 nepuod 2pyodHOo20
ecKkapM/ueaHusy, demeil, 83pOC/AbIX, UMeEIOWUX XPOHUYeCcKUe 3a60/1e8aHUs

,Z[aHHDe nsjesine UCroJb3yeTcd B COOTBETCTBUH C HA3HAYEHUEM Bpaya. Ero vcnosb3oBaHue
HEeBO3MOXHO Inpnu HaJIMYUKU Yy [NAUEHTa HpOTHBOHOKa3aHHﬁ. I/Isaenne MOXeT
HCIOJIb30BATbCA JIIOAbMH BCEX BO3PACTOB, I10JIOB U 3STHUYE€CKUX I'PYIIII.

1.4. CeedeHust 0 803MOHCHOM GAUSIHUU UCNO/Ab308AHUS MeaUUUHCKOZO usdenusl Ha
CNoco6HOCMb ynpaeasimb mpadHCNOPMHbIMU cpeacmeamu, MexaHumamu

MELLI/ILU/IHCKOE Hn3jesine He OKa3blBaeT BJIMAHHE Ha CITOCOOHOCTD NNagyeHTa YIpPaBJATb
TPAaHCIIOPTHBIMHU CpeJCTBAMH U JPYTUMH ME€XaHU3MaMHU.

1.5. Ycaoeust mpancnopmupogaHusi. CeedeHusi 0 nomeHYyua. 1bHbIX nompeGumedsix.
Ta6una 1

Temnepamypa oT -20°C mo +60°C

OmHocumeasHas eaaxcHocms | ot 10% 10 95% (6e3 KOHAEHCALUH)

Bvicoma Had ypoeHem Mopsi

(ammocgheproe dae.ieHue) oT 600 rlla go 1060 rila

Hacrtosiee wu3sgenve MoXeT MCNOJb30BaTbC B TOCYJAapCTBEHHBIX WJM 4YaCTHBIX
CTOMATOJIOTUYECKUX KJIUHUKAX U TOJIbKO XUPypPraMu, NpoiieJInuMu o6ydeHrne U UMEUMU
JlOCTaTOYHbIH ONBIT PabOThI B AHHOU 06J1acTU. OCHOBHBIMU NOTPEOUTENSIMU MEAULIUHCKOTO
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u3Jlesus ABJISIOTCA NALMEeHThbl, KOTOPbIM TpebyeTcad (yHKLMOHAJbHAsA WU 3CTeTUYecKas
peabunTanys C HOJHBIM UJIM YAaCTUYHBIM OTCYyTCTBUEM 3YDOOB.

1.6. Ycao8ust npumeHeHUss MedUYUHCK020 u3deausi 8 MeOUYUHCKUX Op2aHU3ayusix, 8
NOJBUNHCHBIX MPAHCNOPMHbBIX CPedCMaEdax, 8 N0/1e8bIX U/AU AOMAWHUX YC/A08USIX,
0151 06wWe20 uau uHAU8udya1bHO20 NPUMEHeHUs

Hacrtosauniee usgenve npesHasHa4eHo JAJ1S ClleLiMAJIM3UPOBAHHBIX NIPOLIeAYyP, BBIIIOJHAEMbIX
JUIJIOMUPOBAHHBIMHU CIIeLUAJMUCTAMU B 00J1aCTH CTOMAaTOJIOTUYECKOM HMILJIAaHTALWH,
03HAaKOMJIEHHBIMHU C TeXHoJiorhuel HamnpaByeHHOU xupypruu NEODENT®. /lna poctuxkeHus
ONTUMAJIBHOTO pe3y/ibTaTa cJeAyeT paboTaTb C HACTOALIMM HM3Je/ueM, peJBapUTeJbHO
M3y4YUB COOTBETCTBYIOLME METOAMKH, B HaA/Iexalux ycaoBuax — JIIIY, KIMHUKaxX U IpoYux
MeJUIIMHCKUX yYPeXJeHUsX.

2. OnucaHue NPUHIMIOB, HA KOTOPbIX OCHOBaHA pa60oTa MeJMIUHCKOTr0 U3 e/Ius, U UX
0COOEHHOCTH

Ilo3uyuoHep peHM2eHOKOHMpPAacmHbIil

[lo3unoHep peHTreHKOHTPACTHbIA KOHUYECKUU [IJI1 MO3ULMOHUPOBAHUSI MOXET NPOBECTHU
OLIEHKY U C NOMOILIbIO MPHUIEJbHON peHTreHorpadpuu caeAuTh 3a IJIyOMHON OCTEOTOMHUU B
npouecce ycraHoBkd uMiiantatoB NEODENT®. HacTosiee usjesne 4acTo UCHO/b3yeTCcs B
0e3JIOCKyTHOM XUPYpPruM, TO €CTb I[OCJe 3KCTPaKUUM K HeMeJJIEeHHOW YyCTaHOBKHU
MMILJIaHTaTa. [IoCKOIbKY TUTaH 06J1a/laeT PEHTIeHOKOHTPACTHBIMU CBOMCTBAMHU, TO KaHaJIbl,
yKa3blBalwllMe Ha MOJyYeHHY TIJAyOuHy (AJMHY HWMIIAaHTaTa), 4YeTKO BUJHBI Ha
peHTreHorpamMmMe.

[lo3uLlMOHEp PEHTreHKOHTPACTHbIM KOHUYECKUW HMeeT KaHaJjibl, COOTBETCTBYHOUIHAE
UMnJaHTaTaM BbicoTod 8 MM, 10 MM, 11.5 MM, 13 MM U 16 MM.

[losunvonep peHTreHKOHTpacTHBIN Facility uMeeT kaHasibl, COOTBETCTBYIOIIME UMILJIAHTATaAM
JavHbl 10 MM, 12 MM ¥ 14 MM.

YTo6bl NpOBepUTH TIIYyOUHY B 0€3JIOCKyTHOW OCTeOTOMMHU. /lJisl OLlEHKMU IMpejJiaraeTcs
BBINIOJIHUTh TNEepHUANUKaJIbHYK peHTreHorpamMmmy. I[lo3ullMOHep peHTreHKOHTPACTHbIN
KOHUYECKUH AOCTyIeH JJis MCIO0JIb30BaHUA [0 YCTAHOBKM MMIJIAaHTATOB Drive, Alvim u
Facility. OHK MOryT HC0/1b30BaThCA MOCJIE CBEPJIA, KAK YKAa3aHO HUXKeE:

COOTBeTCTBy}OI_U,ee

[Tosuyuonep CBEpIIO

[lo3uLiMoHep peHTreHOKOHTPACTHBIM KOHUYECKUU /1 CBepJia
Alvim @ 3.5 MM
[To3uoHep peHTTeEHOKOHTPACTHbIM KOHUYECKUH [IJIs1 CBepJia
Alvim @ 4.3 Mmm
[To3uMoHep peHTTeEHOKOHTPACTHbIM KOHUYECKHH JIJIs1 CBepJia
Alvim @ 5.0 MM

CsepJio Alvim @ 3.5 mm

CeepJio Alvim @ 4.3 mm

CsepJio Alvim @ 5.0 MM

CsepuJio Facility givnHoi:

[To3unoHep peHTreHOKOHTpacTHbIU Facility 10 M. 12 MM 1 14 MM

Io3uyuoHep 01 ceepaa @ 2.0 yeaosoii, [lozuyuoHep GM yz210801i
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[losunmoHep A/l cBepJla UMeeT LMJIMHJPUYECKYI0 GOpMYy M HeOGOJIbLIOE OTBEPCTHUE [JIS
NpoJieBaHus U 3aBA3bIBaHUA 3yOHOro ¢iocca B Lesfgx 6e3omacHOCTU. Ero et 3aBUCUT OT
yrja Hak/JIOHa, TaK MO3ULMOHep YrjoBod 17° pjA cBepJjia MMeeT CHHIOI OKpacKy, a
03U MOHep yryoBor 30° /1 cBepJia MMeeT KeJITYI0 OKpacKy. OH LOCTyIleH B Tpex pa3HbIX
MO/IeJIsIX B COOTBETCTBUH C HHXKeNpUBeleHHOW HHpopManyei:

[TosunmoHep /14 cBepJia UMeeT JiBa KOHL@, MEHbIIHUH U 60JIbLIMH, COBMECTUMBIE CO CBepJIaMU
?2,0 MM u @ 3,0 MM COOTBETCTBEHHO.

[lo3uuuoHep st cBepsa @ 2,0 MM MMeeT COBMECTUMBIH AUAMETP U BEPXYLIKY, TAKYyI0 Ke, KaK
uy ceepsa@ 2,0 mm.

[Tosunnonep s ceepsia GM uMeeT yros HaKJIOHA, IOBTOPSIOLAN a6aTMEHT C L|e/1b0 TOMOILU
B BbIGOPE U [IJIAHUPOBAHUHU BO BpeMs XMPYPruyecKou npouesyphl.

[lo3unyoHep /i cBepJla U MO3WLMOHEp My cBepsia @ 2,0 MM HCHOJb3yeTca JJis
IJIAHMUPOBaHUA yrIJla HAKJOHA CBepJja BO BpeMs XUPYPrhYeCcKOW NpoLeaypbl Mepes,
YCTaHOBKOW UMILJIAHTATA.

[losunvonep a1 cBepna GM wucnosb3yeTc [AJs0 BblOOpa yrja HaK/JI0OHA HPOTE3HOTO
abaTMeHTa, yCTaHaBJIMBAaeMOro Ha MMIJIaHTaT. [lo3nuuoHepsl Aas cBepaa GM Heob6xogUMO
VICIIOJIb30BaTh UCKJIIOUUTEJIBHO [J1S1 BbI0Opa abaTMeHTOB JMHerku GM.

I'ny6uHomep

['lybuHOMep MMeeT LMJIWHAPUUYECKYIO PYYKY U KOHYHUK, paclooKeHHbIH noj yriaom 309, ¢
NonepeyHbIMM OTMEeTHUHAaMM M HEPOBHBIMU MHTEpBajJaMU B COOTBETCTBUM C JJIMHOU
uMmnianTara (5,7,9,11, 13,15 u 17 mm).

[7ly6buHOMep HcmoJ/b3yeTca B XUPYPrU4eCKOM CTOMATOJIOTMU JJiI1 U3MEepeHHUd U OCMOTpa
XUPYPru4ecKoyr NOJIOCTH.

HHcmpymeHm 0.1 N1aHUpo8aHusi paccmosiHus, 7/9 mm

Y HHcTpyMeHTa [/ IJIAHUPOBAHUA PACCTOAHUA HMMeeTCA JBa KOHLA /Ui INPOBeJeHUs
VM3MepeHUH, pa3Mep OJHOTO U3 KOTOPbIX COCTaBJseT 7 MM, a Aipyroro 9 mm. Kaxxapii KoHer
WHcTpyMeHTa [/ [JIAaHUPOBAaHUS PACCTOSIHUS OCHAlleH HeOOJIbIIMM HaKOHEYHUKOM,
ob6ecreyMBalOUIMM CTAaOWJIbHYI0 YNPaBJseMOCTb INPU HCHOJIb30BaHUK u3jenns. Koner
pasmMepoM 7 MM IpeAHa3HadyeH /JJd I[JIAHUPOBAHMUA YCTAaHOBKU HMILJIAHTATOB C
COOTHOLIEHUEM PACCTOSAHUA MeXJY KJIbIKaMH, IPpeMOoJIIpaMy U LleHTPaJIbHbIMU pe3laMu. B
LeHTpe Hacrofuero MHcTpyMeHTa /JJid NJIAaHMPOBAHUSA PACCTOSIHWS HaHeCeHa Jla3epHas
MapKHpoBKa c Mepod, paBHodM 3,5 MM. KoHeln, pazmMepoM 9 MM mnpeJHasHauyeH [Jisd
IJIAHMPOBAaHUA YCTAHOBKU HMIJIAHTATOB C COOTHOLIEHHWEM PACCTOSAHUA  MEXAY
npeMmoJsisipoM/MosisipoM. B 1eHTpe Hacrosiero MWHCTpyMeHTa /A1 [JIaHUPOBAHUSA
paccTosIHUSI HAaHeCeHa Jia3epHasi MapKUPOBKA C Mepoi, paBHOH 4,5 MM.

3. TexHu4yeckoe onvucaHue MEeAULIMHCKOro u3daejaua

3.1. Bo3.MO03CHOCMb U CNOCO6bI UHMEe2PUPO8AHUS € Apy2UmMu MeOUYUHCKUMU
usdeausimu

MHcTtpymeHnTbl ctoMaTosiorudeckue NEODENT® gis BU3yaZbHONO KOHTPOJISL WJIH
dU3MYeCcKol OpUeHTALUH M10JI0KEHUS, TJIyOMHbBI IPU YCTAaHOBKE JIeHTa/IbHBIX UMIIJIAHTATOB B
BapMaHTax  MUCHOOJIHEHUA €  JApyruMH  u3fjeausMu  npoussoactBa  NEODENT®
npejHa3Ha4YeHHbIX /19 UMIJIAHTUPOBaHUS.
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3.2. Hugpopmayusi 8 coomeemcmauu ¢ AHHbLIMU 20CydapcmeeHH020 peecmpa
/1eKapcmaeeHHbIX cpedcma 3151 MeUYyUHCK020 NPUMEHEeHUSl 0 CO0epHCaujuxcs 8
MeodUYUHCKOM u3zdeauu

He npruMeHUMO

3.3. CodepicaHue mamepua,i08 #CUBOMHO20 U 4€/108€4EeCK020 NPOUCX0HCOEeHUs
He npruMeHUMO

3.4. CeedeHus o npedsidywyux modugpukayusx
He npumenumo

4. OCHOBHbIE mapamMeTpbl 1 XapaKTEePpUCTHKH MEJUIIHNHCKOI'o U3 eJ1uAd

Ta6una 2

O6wasa aauHa, MMm: 30;
JMaMeTp HaKOHEYHUKA, MM:
[To3uLiMoHep peHTreHOKOHTPACTHBIN 1,56;

KOHUYeCKHH s cBepJia Alvim @ 3.5 JlivHa paboyelt 4yacTH, MM:
129.009 MM 15,95

@!ﬂ JuameTp paboyelt 4yacTH, MM:
o 2,78;

[AuameTp cTepxHs, MM: 1,8;
Macca, r: 0,480

O6masa ganHa, MMm: 30;
JlvameTp HaKOHe4YHUKa, MM:
[lo3unoHep peHTreHOKOHTPACTHBIN 1,92;

KOHHWYECKUH JiJis cBepJia Alvim @ 4.3 JlnvHa paboueii 4acTH, MM:

129.013 MM 16,15

of 23 .Lﬂ ; - -l JuameTp paboyel 4acTH, MM:
e 1 3,48;
JluaMeTp CTepKHf, MM: 2,5;
Macca, : 0,796
O6was garHa, MM: 30;

JlvameTp HaKOHEe4YHUKa, MM:
[lo3uLiMOHep peHTTeHOKOHTPACTHBIN 2,25;

KOHUYeCKu# /151 cBepuia Alvim @ 5.0 JliHa pa6oueit 9acTy, MM:
129.014 MM 16,15

%—— JluameTp pabovei 4acTH, MM:
p— 4,08;

JAuameTp crepxHs, MM: 3,1;
Macca, r: 1,139
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O6mag aauHa, MM: 24;
JlvameTp HaKOHEe4YHMKa, MM:
0,5;

JlivHa pa6oyelt 4acTH, MM:
14,00

ST S | luametp pa6oyeit yacTH, MM:

[lo3uLiMOHEep peHTTeHOKOHTPACTHBIN

129.016 Facility

3,48;

JluameTp cTepKHs, MM: 2,5;
Macca, : 0,311

O6uada aauHa, MM: 15,88;
JluaMeTp HaKOHEYHHUKA AJs
NO3ULIMOHHUPOBaHUs, MM: 1,95;
JlIvHa HaKOHeYHUKa IS
MO3UIMOHHUPOBaHUs, MM: 6,00
W3ruo6: 17°

JluameTp ocHoBaHus, MM: 2,95;

[TosunuronHep aus ceepsia @ 2.0

yrJjioBoM 17° KOpOTKUH
JlivHa ocHoBaHuUs, MM: 8,0;

Macca, r: 0,391

TosuuuoHep A4 cBepsa @ 2.0 O6uwias auHa, Mm: 15,2;
yrjioBou 30° KOpOTKUH AvaMeTp HAaKOHEYHHKA /LISl

NO3UI[MOHUPOBaHUs, MM: 1,95;
128.018 J

Jl1vHa HaKOHeYHHUKa [
NO3ULIMOHHUPOBaHusA, MM: 6,00
[MosuroHep s cBepsia @ 2.0
yrJjioBou 17° JIMHHBIN

128.017

H3ruo6: 30°

JlvaMeTp ocHOBaHUs, MM: 2,95;
JliinHa ocHoBaHus, MM: 8,0;
Macca, r: 0,391

O6uiada aauHa, MM: 28,77;
JlvaMeTp HaKOHeYHUKa AJ1d
MO3UIMOHHUPOBaHUA, MM: 1,98;
Jl1MHa HAaKOHEeYHUKa JIJ1s
128.030 , NO3UIUOHHUpPOBaHud, MM: 13,00
e~ U3ru6: 17°

[lvameTp ocHOBaHUS, MM: 3;
Macca, r: 0,495

O6mag gauHa, MM: 27,82;
JluamMmeTp HaKOHEYHHUKaA [
NO3ULIMOHHUPOBaHuUsA, MM: 1,98;
Jl1IHa HaKOHEeYHHWKa JJs
no3uLMoHupoBanus, MmMm: 13,00
U3ru6: 30°

JlvameTp oCHOBaHUs, MM: 3;

[To3uioHep A5 cBepsia @ 2.0

128.031 < oo .
yrya0Bou 30° AJIMHHBIA
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Macca, r: 0,517

128.032

[Tosunuonep GM yrsioBou 17°

Oo6uada aauHa, MM: 22,07;
[uamMeTp HaKOHeYHHUKa JJ1S
NO3ULIMOHUPOBaHusA, MM: 3,11;
Jl1MHa HaKOHEeYHUKa JIJ1s
NO3ULIMOHUPOBaHUA, MM: 7,3
U3ru6: 17°

[vaMeTp ocHOBaHUs, MM: 3;
Macca, r: 0,532

128.033

129.004

[Tosunuonep GM yrsioBou 30°

['ny6uHoMep

O6mag gauHa, MM: 21,12;
[vaMeTp HaKOHe4YHMKa JJid
NO3ULIMOHHUPOBaHusA, MM: 3,11;
Jl1MHa HaKOHEeYHUKa JIJ1s
NO3ULIMOHHUPOBaHUsA, MM: 7,3
H3ru6: 30°

JvaMeTp ocHOBaHuUs, MM: 3;
Macca, r: 0,532

O6uasa aauHa, MM: 98,90;
JuameTp paboyelt 4yacTH, MM:
1,9;

JnvHa paboyelt 4acTH, MM:
34,45

H3ru6: 60°

[uamMeTp ocHOBaHUsA, MM: 4,76;
Macca, r: 5,985
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KamanoatcHblii
HoMep

Xapakmepucmuku (Ha ece
3Ha4YeHus
Onucanue MH pacnpocmpaHsiemcs
donycmumas no2peuwHocmb
+5%)

128.026

WHCTpyMeHT /15 IJITaHUPOBaHMUA
pacctosanus, 7/9 MM

Oo6ujasa aavHa, MM: 122;
[lIlnprHa HAKOHEYHUKOB, MM:
7/9;

[[IlupuHa neHTpaJbHON YaCTH,
MM: 10

Macca, r: 9,134

5. CBejeHHs 0 MPOrpaMMHOM OGecneYeHUun

He npumenumo

6. CBeaeHust 06 IMC

He npuMeHuMo.

7. IlepeyeHb HAMOHAJIBHBIX U MEXKAYHAPOAHbIX HOPMAaTUBHBIX
JAOKYMEHTOB/CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MeAULIMHCKOE HU3esIne

Ta6smna 3
Cmandapm OnucaHue
EN 62366 U3 penus meaunmHackue. [IpoeKTUpOBaHHE MEIUITMHCKUX U3/IeJTUH C
y4€eTOM 3KC1'IJIy3TaL[HOHHOfI NPpUTOAHOCTH
EN 1041 CBeﬂeHI/Iﬂ, npeaoctaBjdeMble MNPOHU3BOAWTEIEM MEAUIITMHCKUX

U3aeanui

EN ISO 13485

Uspenua wmepunuHckre. CucTeMbl MeHeKMeHTA KadecTBa.
Tpeb6oBaHus A5 Ljesied peryJupoBaHUs

EN ISO 10993-1

HU3pnenusa wMepunuHckue. OneHKa OGHOJIOTHYECKOro JIeHMCTBUA
MeJUIMHCKUX n3feaui. Yactob 1. OneHka 1 uccaeloBaHUA

ENISO 10993-5

Uspenus wMegunuHcKue. OleHKa OHOJIOTUYECKOrO JIEMCTBUSA
MeJULMHCKHUX U3/ e, YacTsb 5. HccnepoBanus Ha
IIUTOTOKCUYHOCTb: METO/bI in vitro

EN ISO 10993-10

HU3pnenusa wMepunuHckde. OneHKa OHOJIOTHYECKOro JleHMCTBUA
MeAUIMHCKUX u3aenni. Yactob 10. UccenoBaHus pasgpakarouiero u
CEHCUOUJIM3UPYIOLIETO e CTBUS

EN ISO 10993-11

WU3pnenusa wMepunuHckue. OneHKa OGHOJIOTHYECKOro JIeHMCTBUA
MeJUIMHCKUX U37eui. YacTtb 11. HccnenoBaHus
00IIeTOKCUYECKOT 0 1eHCTBUA
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CmaHdapm OnucaHue

HU3pnenna wMeaunuHckue. OneHKa OGHOJOTHYECKOro JeHCcTBUA
EN ISO 10993-12 MeJUUUHCKUX wu3aeaud. Yactb 12. [lpuroroBsieHMe mnpob6 U
KOHTPOJIbHbIE 00pas1ibl

WU3pnenna wMeaunuHckue. OneHKa OHOJIOTHYECKOro JeHCTBUA

EN ISO 10993-18 MegUUMHCKUX wu3genu. Yacte 18. HcciemoBaHue XMMHYECKHUX
CBOMCTB MaTepUaJIOB
Uspenus MeaULIMHCKHE. CUMBOJIBI, NpUMeHsieMble npu

MapKUpPOBAaHUU Ha MEAULMHCKUX U3JeJudX, 3TUKEeTKax U B
CONPpOBOAUTENbHOM  AoKyMeHTauud. Yacte 1. OcHOBHbIe
TpeboBaHUS

Uspenus MeJULUHCKHE. CuMBOJIBI,  NIpUMeHseMble  IIpU
MapKUpPOBAaHUU HAa MEAULMHCKUX M3JeJusdX, 3TUKEeTKax U B
CONpPOBOAWTENBHON AOKYMeHTauuu. Yactb 2. Pa3paboTka, BbI6Op U
BaJIMJlaLlus CUMBOJIOB

CTrepunvsanusa MeULMHCKOW NpoAyKLuU. BiaxHoe Tenso. Yacts 1.
EN ISO 17665-1 TpeboBaHus K pa3paboTKe, BajMAallMM U TEKYyLEMy KOHTPOJIIO
npolecca CTepUan3anu MeJUIUHCKUX U3/IeJIUU

Uspenua ™MepuuuHckuhe. [IpyuMeHeHUe MeHePKMeHTA pPUCKA K
MeJULUHCKUM U3JeJ UM

ENISO 15223-1

ISO 15223-2

EN ISO 14971

ISTA 2A YnakoBaHHbIe u3/enust BecoMm150 ¢pyHTOB (68 Kr) uin MeHblie

MEDDEV 2.2/3 Cpok rogHOCTH

CTaHﬂapTHbIe MeTO/ bl HCIIBITaHUN AJid onpenejieHud TBEPAOCTHU
MeTaJIJIMYeCKHUX MAaTepHaJioB I10 IIKaJie PokBeJisia

ASTM E18

8. TpeGoBaHMA K MOHTAXKYy U yCTAaHOBKE
He npumenumo k MU.

9. T'apaHTUliHBbIE 0653aTe/JIbCTBA

06beM rapaHTUH

NEODENT® rapaHTHpyeT CTOMaToOJioraM, [0Jb30BaTe/IM €ro Hu3Jesud, 3aMeHy
XUPYPrudyecKUX MHCTPYMEHTOB, UMEWIIUMHU JlepeKThbl WJIW HebJIaronpUuaTHble COOBITHSA, B
COOTBETCTBUM C NePUOJAMU rapaHTHUH, YKa3aHHbIMHU B, IIpY YCJIOBHUH, UTO OHHU NpHOOpesn
opurrvHajbHble u3gennss NEODENT® B cOOTBETCTBUM C MHCTPYKLUMSIMH MO NPHUMEHEHHIO,
npenoctassieMbiMy koMnanueit NEODENT®, u ¢ yyeToM yc/0BUHM U OrpaHUYEHUM rapaHTHUH,
ONMCAaHHBIX HWXKe. ITa rapaHTUs pacHpoCTpaHseTcsl TOJbKO Ha o6MeH uszaennit NEODENT®;
Jpyrue 3aTpaTsl, CBA3aHHbIE C JIeYeHUEM, He NOKPBIBAKTCA, BK/IOYAasA MaTepHuasbl U CaMo
JieyeHue.

Hacrosimasa rapanTus Tpeoyer:
a) 3aKOHHOe IMpUOOpeTeHHe CTOMATOJIOrOM OpUrHHaNbHbIX usaeauid NEODENT® 6e3
KOMOWHALMU U3JeJIUH C IPyTMMU OpeHjaMu;
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b) TwaTenbHbIA OTOOpP MalMEeHTA C KJIMHUYECKUMU MNOKAa3aHUSMHU [Jil MPOTE3UPOBAHUS
JleHTaJIbHbIMU UMIJIAHTATaMU U IPaBUJIbHOE UCIIOJIb30BAHUE;

c) MHpopMurpoBaHHOE corJjiacve NalMeHTa € HaJJlexKalllUM PYKOBOJCTBOM U pa3bsCHEHHUEM
CTOMAaTOJIOTa B OTHOLIEHUU BapUAHTOB NPOTE3UPOBAHMUS, PUCKOB U IPEUMYLIECTB;

d) YTo y naneHTa HET NPOTUBONOKA3aHUM, ONIMCAaHHBIX B MHCTPYKLUSIX [0 IPUMEHEHUIO [0,
BO BpeMsl WJIM [T0C/Ie YCTAaHOBKU MMIJIAHTaTa / OPTOIEeAUYECKOTO 3JIEMEHTA;

e) Ucnosb3oBaHue U3/iesMs GbLJI0 BBIIIOJIHEHO B CTPOI'OM COOTBETCTBUU C PEKOMEHALUSIMU U
peKoMeHJalUsAMU B UHCTPYKIMU 110 IPUMEHEHHIO JIJIS1 KaXKJ0r0 U3/ eus;

f) CobstoieHre OCTOPOXKHOCTH 10 W IOCJIe ONepalyy, a TaKXKe MpaBUJbHAsE U peryJsipHas
rUryveHa MoJIoCTH pTa NalyeHTa;

g) loKyMeHTUPOBaHHbIE MOC/IeYIOlIMeE TIOCEIeHHS;

h) YTto opTomeauyeckMil KOMIIOHEHT (IpoTe3), YCTAaHOBJIEHHbIH Ha HMILJIaHTaTe (WU
nojJiexauiui 3aMeHe), I03BOJIeT IPAaBU/IbHYIO0 OKKJIIO3UI0 MEXAY AyTraMHu.

i) @opma rapaHTUHHOI0 06ecriedyeHus MOJHOCThIO 3anoaHeHa AucTpubbroTopaM NEODENT® B
TeyeHHre 30 JHeH ocjie BOSHUKHOBEHHUSI.

[apaHTHs NpenoCTaBAseTCS HUCKJIIOYUTENbHO NMPodeccCuoHaJbHOMY CTOMATOJIOTY XUPYPTY,
SIBHO MCKJIIOYas KaKoe-JIMO0 NMpaBO HAa TPETbU CTOPOHBI, NALUEHTOB WJHA MPOMEXYTOYHBIX
MOCTaBIIUKOB.

B csiydyae HECOOTBETCTBUS YCA0BUM, OMUCAHHBIX B HAacTosel [Io/IMTHKe rapaHTH, MECTHOMY
3aKOHO/ATeJIbCTBY, M0JI0XKEHUS 3TOTO MOJIOKEHUS OYJyT UMeTh IPEUMYILLeCTBEHHYIO CUJTY.

l'apaHTUIHBIE YCI0BUS

[ mnpuMeHeHUsI ONMCAHHBIX 3/eCb YCJIOBHM nNpodeccuoHan [JOJIKHbl MPOSABJAATH
MaKCUMaJIbHY10 3a00Ty /10, BO BpeMs U IOCJ€e HCIO0Jb30BaHUS U3JeJUi, U3TOTOBJIEHHbIX
NEODENT®.

NEODENT® pekoMeHAyeT cTOMAaTOJIOTY COOJII0[aTh MOKa3aHUSI MU NMPOTUBONOKA3aHUSA [JIs
KaXJ0Tr0 TMallMeHTa, CcJaeAys peKOMeHJaluUsM, COJAEepXaUuluMcsd B HUHCTPYKLUHUAX IO
NpUMEHEHHIO.

NEODENT® npocut npodeccuoHa/libHOrO CTOMATOJIOra 00ecneyuTh HaJJjlexxallylo TUrheHy
MOJIOCTH pTa y NallMeHTa U peryJsipHoe HabJ/0leHUe U JOKYMEHTUPOBAHHUE KOHCYJIbTAl[UH.
NEODENT® posmxeH TOJIbKO U3YUYUTh U3JeJINe Moc/le MoaydyeHrus: GopMbl rapaHTUH, KOTOPYIO
MOXEeT MOJIYYUTh y YINOJHOMOYEHHOTO MpeACTaBUTE/s NMPOU3BOAWTEJNSA / perdoHaJbHOro
npeAcTaBUTENS, JIO/DKHBIM 00pa3oM 3amnojiHeHHas, B TedyeHue Ttpuguatu (30) agHent
o6HapykeHUs AedPeKTa, HO He MT03/[HEe OKOHYAHHS CPOKA XpaHEHUSI UHCTPYMEHTA.

3aMeHa NpOAYKTA MPOUCXOJUT TOJBKO Nocje nosydeHust popmMbl U B TedeHue 30 (TpuaaTh)
JIHEH, ONMCaHHbIX BBILIE.

HcKkI4YeHus U3 3TOM rapaHTUH

HacTosimas rapanTys He pacnpoCTpaHAaeTCs Ha:

N3pnenne NEODENT®, koTopoe He HCNO0JIb30BajJoChb B COOTBETCTBUM C HHCTPYKLUSAMU
NPOU3BOJIUTEJIS 10 IPUMEHEHHIO;

U3nenvne NEODENT®, koTopoe moOJy4YuJio KakKoe-JUOO 3arpsi3HeHHe, BbI3BaHHOE
npodeccroHaloM WM TPETbUMHU JIULAMU;
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N3nenve NEODENT®, koTopoe 661710 MOAMGULIMPOBAHO MU KOMOMHUPOBAHO C NPOAYKTaMU
TPeTbUX CTOPOH, He npou3BegeHHbIMU NEODENT®;

Hasnuue npoTrBonoKa3aHUM, yKa3aHHbIX B UHCTPYKIUAX 110 TPUMEHEHHUIO;

HenpaBuibHoe obpalieHue ¢ u3zearueM NpodpecCuoHaJlbHbIM CTOMATOJIOTOM;

HencnpaBHocTh win AedeKT NPOAYKTa, BO3HUKLIMKA B pe3y/bTaTe HECYACTHOIO CJydasd,
TpaBMbl WJM JIOOOKM NPHUYMHBL, CBA3AHHOW C  OTBETCTBEHHOCTbIO  TMALIMEHTA,
npodeccroHa/NbHbIX UM TPETHUX JIULL;

O61ue orpaHuYeHUs U IOTeps rapaHTUHU

['apanTus, M3JI0)KeHHasd B HACTOsALlEM JOKyMeHTe, fBJSAETCAd €JUHCTBEHHOW TrapaHTHEH,
npenoctaBssieMoi komnanueid NEODENT®,

NEODENT® He nprHUMaeT Ha ce6s1 OTBETCTBEHHOCTH 3a NPOPECCHOHATBbHOI'0 CTOMATOJI0Ta 3a
noTeplo 6U3Heca, 0XOA0B WU YIYLUIEHHON BBIFO/b], @ TaKXKe MPU3HAET, YTO eJUHCTBEHHas
CBSI3b MEX/ly HUMU SIBJISIeTCS MEPKAaHTU/IbHOM B pe3yJibTaTe NOKYNKHU U IPOAAXKH NPOAYKIMH,
npousBegeHHod NEODENT®, u ykaszano, uto [Ipogyktst NEODENT® gaBisoTcsa BKJIaZOM B
3aHATHE CTOMATOJIOra.

NEODENT® He HeceT OTBETCTBEHHOCTH 3a BbINIOJIHEHUE WUJIM OTCYTCTBUE CTOMATOJIOTUYECKOMN
NpPaKTHUKH, IPU3HAHHOU B HAy4YHOW JIMTepaType, U He HeCeT OTBETCTBEHHOCTHU 3a yOBITKHY,
KOTOpbIe HEeNoCcpeACTBEHHO CBA3aHbl C TAKOW NPAKTUKOU

[lpuobpetass ummiantatel NEODENT® u  yyacTBys B OporpaMMe TrapaHTHH,
npodeccMoHalbHbI CTOMATOJIOT TNPUHUMAET YCJOBUSA U TMOJIOKEHHUS, U3JI0KEHHBIE B
HaCToALleM JJOKYMEHTE.

Kak ocymiectB/iaTh 00MeH M3e/11Mil B COOTBETCTBHM C HACTOSILLEN rapaHTUEed

[ 3ampoca TeXHUYECKOTo OT4yeTa WU3Jesius, NpUoOpeTeHHble Yy YIOJHOMOYEHHOTO
npeACTaBUTEJIS IPOU3BOIUTEJIS UJIH PETMOHAIBHOT0 ITPeICTaBUTEISA, OJIXKHBI HAITPABJISIThCS
HCKJIIDUUTEJNLHO Ha 0OMEH H3/e/us, eciu OY/leT NPUHATO KBaJIUPUIUPOBAHHOE pelleHre O
nedbeKkTe U3zesus:

OTnpaBka U3AeIui.

U3penve [0MKHO OBIThH OTIPAaBJAEHO [JOJ/DKHBIM 00pa3oM Je3MHQUIMPOBAaHHOE U
CTEPUJIN30BAaHHOE B CONIPOBOXK/IEHUH CJIEAYIOIIUX JJOKYMEHTORB:

3aaBnenve CTepuiusalusi, CONPOBOXKAAOLIAsA GOPMY rapaHTHUH, 3aloJHEHHAsl KJIUEHTOM,
BKJIIOYAsd HEOOXOUMYI0 WHGOpMaAIMIO, TAKYI0 KaK: HOMep MapTUM MPOJYyKTa, HOMep cyeTa-
dakTypbl, HOMep IMKJIa CTEPUIU3AIUH, JaTa U OTBETCTBEHHOCTD 3a CTEPHUJIU3ALIHIO;

Konus cueTa Ha MOKYIIKY U3/e/USs;

[TosHOCTBIO 3an0JIHEHHAs ¢opMa C YKa3zaHHEeM BCex HE0OX0JUMbIX JJAHHbIX;

IIpumeuyanue. [[/i1 cTpaH, B KOTOPbIX 3aKOHOJATEJbCTBO He JOMycKaeT MHPOPMAIUIO O
naiyeHTax, 3T JJaHHble He TPUMEHSI0TCSI.
W3penusi, KoTopble He OYUILAKTCH U CTEPUJIU3YIOTCS, He OYAYT MPUHATHI JJI 3aMeHbl B
COOTBETCTBUHU C 3TOU rapaHTHEN:

« He npuHUMarTCA NpU NOJyYEeHUH;
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. Cromartosior 6epeT Ha ceb6s1 BCIO OTBETCTBEHHOCTb 3a PacXo/bl MO BO3MOKHOMY
HalMy CyOonoApsAAYMKOB JJis CTEepU/IM3aldu MPOAYKTOB, OTIIPaBJEHHBbIX 06e3
CO0JII0/1eHUS BbIlIeyKa3aHHbIX MYHKTOB.

[TogrotoBka TexHudeckoro oryera NEODENT® npousBoAUTCA B TeueHHEe COpoKa NMATH (45)
paboyux AHEH MPH YCJIAOBHUU COOJIIOEHUS BCEX OMUCAHHBIX 3/1€Ch YCJIOBUU.
NEODENT® o6ecneuyrBaeT KOHOHUIEHIIMATBbHOCTb KJIMHUYECKON HHPOPMAI[UH MallMeHTa.

HN3MeHeHMA U IpeKpaleHye rapaHTUH

Kommnanuss NEODENT® ocTtaBsisieT 3a co60U NMpaBo M3MEHATh FapaHTHUIHbIE MEPUOABI B
J1060€e BpeMs, MOJHOCTbIO WU YacTU4YHO. Moaudukanusa 3Toi 'apaHTUMHON NMOJUTHUKU He
NOBJIMSIeT HAa IPOJAYKThI, pa3MellleHHble [0 BHECEHHS B HUX U3MEHEHUH.
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