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PYKOBOACTBO MO aKCnyaTaumm Ha MeNLMHCKOe nu3aenme

Habop HacafgoK K MeAULMHCKMM CTOMATO0MMYECKM YbTPa3BYKOBbIM
annapatam



MNpeguvcnosue

[aHHOe MeAMUWHCKOE M3genmne npeaHasHadyeHo TONbKO AN npodecCUoHanbHOFo
NPUMEHEHMS CTOMATONOINOM WU CMELUanucToOM MO NeYEeHU U NPOTe3MpPoBaHMNI0 3y60B. UTOGbI
o6ecneynTb 6e30NaCHOCTb MONb30BATENSA M NalMeHTa, a TakXXe KOM(POPTHbIe YCNOBUA NleyeHus
npu eXeaHeBHON MPakKTUKE M NONHOCTbIO UCNONb30BaTh BCE TEXHUUECKUE XapaKTEPUCTUKN
MEeANLWHCKOTO U3Lenns, Heo6X0AUMO U3YyUUTb PYKOBOACTBO N0 3KCMNAyaTalWu=FaHHOTO
MeAVNLWHCKOTO U3AeNns, a Takke PYKOBOACTBO MO 3KcnayaTauuu COBMeCTUMOTO
CTOMATONOrMYeCcKOro annapara.

ConpoBoauTeNbHas AOKYMeHTaLNa B
31eKTPOHHOM AocTyne

PYKOBOACTBO MO 3KcnayaTauuu f4aHHOTO MELULWHCKOTO U3AEANSA, a TaK)Ke PYKOBOLCTBO
no akcnayaTtayMm COBMECTUMOrO CTOMATONONMYECKOro annapata MOHO HailTW B 3N1€KTPOHHOM
BMAE NO yKa3zaHHOMY 3/IeKTPOHHOMY agpecy. Ecnun HeT gocTyna K WHIepHeT-caiTy, nonpobyiiTe
noceTUTb CaliT No3Xe. PYKOBOACTBO N0 3KcNayaTauuum MeLULWHCKQIO U34eNnNs MOXHO cKayaTb
Ha caiite B hopmaTte PDF.

Heob6xoaumo B 0693aTeAbHOM Nopsifke N3y4ynTb PYKOBOACTBA NO 3KcnayaTayum
MEeLULWHCKUX U3Jennii nepes. X MCNONb30BaHUEM.

PyKoBOACTBa MO 3KCAAYaTaUUnm MeagULUHCKUX U3AENNI)MOXHO cKayaTb Ha
www.satelec.com/documents:

Monb3oBaTenb AOMAXKEH XPaHUTb AOKYMEHTALMIO BLOCTYNHOM MecTe, 4TOObI
MCNonb3oBaTb €€ NP HEQBXOANMOCTH.

Bca fOKyMeHTal WA Ha ByMaXHblX HOCUTENSAX AN B 3NEeKTPOHHOM BUfAe, Kacarlasacs
MEANLMNHCKOTO N3AeNNUs, AO/MKHA XPaHUTbLCA B TEYEHUNE BCEr0 CPOKA CAYXObl MEAULUHCKOTO
nsaenus.

XpaHUTb OPUFAHANbHbIe AOKYMEHTbHl Ha MeAUUMHCKOE N3aenmne, 4Tobbl UMeTb
BO3MOXHOCTb CBEPATHCA C HUMMW NPWN HEOBXO UM OCTH.

B Tom cnyyae, ecnv MefULUNHCKOE n3genvne 6yaeT nepefaHo AN UCNONb30BaHUS
APYTOMY NuLy, HEO6X0AUMO MPUNOXUTL K MeANLUHCKOMY M34ENNI0 BCHO CONPOBOAMUTENBHYIO
JOKYMeHTauunto.
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MeAnUNHCKOE M3genue npefHa3HayeHo [NS WCMNONb30BaHMA CTOMATONOTOM UM
cneyManMcToM Mo /feYeHWO M MpoTe3npoBaHuio 3y60B. HacTosuiee u3genue MNpeAHasHayeHo
TOMbKO AN MPOPECCUOHANBHOTO MPUMEHEHUS.

OMUCAHVE MEAVUMHCKNX U3AENNIA MCMOB3YEMbIX COBMECTHO.

1. «AnnapaT CTOMaTONOTMYECKUA f[AA CHATUA 3YOGHbLIX OTNOXEHWW TCepum Newtron»,
(AnnapaT cTOMaTONOINMYECKNI ANA CHATUA 3Y6HbLIX OTnoXeHUd Newtron Booester,HakoHeUYHUNK
Newtron, AnnapaT CTOMaTONOTMYECKUIA ANs CHATUA 3Yy6HbIX OTnoXxeHun Newtron P5 B.LED,
HakoHeuyHnk Newtron Slim B.LED) ( HaxognTcs B mpouecce rocyjapCTBeHHOW permcrpaymm Ha
Tepputopun P®) npoussogctea SATELEC, ®paHuus.

2. «/AnnapaTt CTOMaTONOTMYeCKNA ANA KOCTHOW xupyprum PIEZOTOM CUBE» (Annapart
CTOMATONOrNYecKnii Ana KOCTHOW xupyprum PIEZOTOME CUBE, HakoHeuHuk CUBE LED)
(PernctpauuoHHoe ypoctoBepeHne Ne, P3H 2021/14297 ot 13.05.2021r.), npou3BojCcTBa
SATELEC, ®paHuus

3. «AnnapaTt CTOMaTONOrMYeCKUN ANA CHATMA 3yOHbIX OTNOXEHNA C NPUHAANEXHOCTAMMUY
(Annapat cTOMAaTONOINMYECKUA ANA CHATUA 3YOHbIX OTNOXEHWUN C MpUuHagnexHoctamm:Mogenb
P5 NEWTRON XS, HakoHeyHuK Suprasson)( PerucTtpaynmoHHoe ypocTtoBepeHue NedC3
2007/00914 o1 21 pgekabpa 2007r.), nponssogctea «CaTtenek C.A.C.», dpaHuyus

4. «CTOMAaTON0rNYeCcKum annapart PIEZOTOM c NPpUHagNeXHOCTAMMN»
(Ctomatonorunyeckuii annapaw/PIEZOTOME B BapuaHTax ucnonHeHus: PIEZOTOME SOLO
LED, HakoHeyHukK Piezotome.Solo LED), (perncTpaunoHHoe ygoctosepenme Ne P3H 2013/859
oT 12 niond 2013r.), npounssopfcTea «Catenek.C.A.C.», ® paHiina

5. «bnok CcTOMATOAOrMYECKUA  ANA  CHATUA 3yOHbIX OTAOXEHWNA  Xinetic c
NPUHAaLNEXHOCTAMU» (Bnok  cTtomaTonoruyeckuin - pns CHATUA  3yOHbIX  OTNOXEHWN
XinetictHaKOHe4HHK Suprasson), (permcrpaumoHHoe ypoctoBepeHme NeP3H 2013/858 ot 12
nionga 2013r.), nponssogctBa «Catenek. C.A.C», ®paHyus

MPVHLIMN AEMCTBMA MEANLIMHCKOIO N3JENA
MpUHUMN AencTBums.

MpuHuMn gedCTBUS MEAWLMHCKOTO U3fenns BaknoyaeTcs B TOM, 4To OT OCHOBHOro 6/710Ka
Ha YNbTPa3BYKOBOW CTOMATONOTMYECKUIA HAKOHEUHWK MOAAeTCsa 3NeKTPUUECKWUIA curHan,
reHepupyemsblii=annapatom. HaKOHeYHWK CBA3aH C MeAWLWHCKUM annapatoM )nocpeiCcTBOM
WHypa. B erg=cocTtaB BXOAUT KepaMUUeCKuii ‘Nbe303neKTpuyeckuii npeobpasoBaTenb, KOTOpbii
TpaHCHOPMUPYET 3NEKTPUYECKUI CUTHAN /~B, 'yNbTPasBYKOBYK BubGpauunK. ) MexaHuyeckas
BUGpauus nepesaetcs CTOMaTON0TMYeCKO HaCtafKe, YCTAHOBNEHHOW Ha KOHLE YNbTPa3ByKOBOTO
HaKOHeuYyHUKa

OKASAHVE MEOVLIMHCKUX YCIYT!
I_IO,D,I'OTOBKa K pa60Te MeANLIMHCKOI 0 U3geans
CocTaBnsaluIMe HeO6XOAMMQ jOUNLLaTb, Ae3MHOULMPOBaTb W CTEPUAN30BaTL Mnepes

KaXAblM MWCNONb30BaHUEM. Y CNOBWUH OYUCTKMU, ,D,eSVIHqJeKLI'I/II/I n,-etepununiaynnm ykKasaHbl B
cooTBeTCTBYlOWEM pasfene PYKoBOLACTBa N0 aKcnayarayuu.
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Hagnexawas Bu6payus Hacafku npefnosaraeT ee HafledXHOe 3aKpeneHne B HAKOHEUYHUKe

6e3 4ypeamMepHOro AaBfieHuMsa Ha ynop. Hacagky Heo6xoanmo 3ahmKcmpoBaTb B HaKOHEYHMWKe C
NOMOL b ANHAMOMETPUYECKOTO K/to4Ya CUHEro M obecneynTb HafeXHOe 3aKpenneHue Hacagku

B

HaKOHeYHUKe Ans Hacafok (Puc.). UYpeamMepHblAi 3aXMWM HacafKu MOXET “ApuBecTun K

NOoBPEXAEHNIO HacagKM UNN HaKOHEYHUNKa.

Puc.

Bbi6op Heo6x04MMOIi HACAAKM OCYLL ECTBNAETCSA TObKO"CTOMATO0TOM.
Y6efuTech, YTO BblGpAHHbI/l PEXUM COOTBETCTBYET Bbl6paHHOW Hacagke.

3aBepweHune paboThl

Mocne 3aBepLeH s MpoLeaypbl

1. OTcoefMHNTE HACAAKY;

2..BbIMONHNUTEOYNCTKY W CTepuUnM3aLmnio MEAUMHCKOTO WU3LeNna, Kak OnucaHo,B rnase

CTEPWITN3ALINEA,

Y KaszaHud nNo TeXHUKe pa6OTbI C HacagkKamMu:

Bo Bpemsi 06paboTkyM 3y60B HacafgKy CAeZYeT gepXXaTb MO KacaTeNbHOW. K/ MOBEPXHOCTH
3yba;

HWKoFLZa He fepXuWTe Hacagky NepneHAWKYNApHO 3y6HON amanu;

LOBuraiTe HaKOHEYHWK Hanogobue( ABMXEHUA KUCTb C HE3HAYUTENIbHbIM OGOKOBbIM
BaBTeHNEM;

Mpu* paboTe ¢ Hacagkamu WUCAONb3YliTe TO KONUYECTBO Wppurauumm, KoTopoe
pPeKOMeHAyeTCA ANA Bbl6paHHOW Hacagku;

[Tepes ncnonb3oBaHWeEM BU3yanbHo NPOBepPbTe COCTOSHUE HacagKu;

lMpn pa6oTe Bcerga HafeBamTe MEANLNHCKY Macky U nepyaTkn,

OMVCAHME KOHCTPYKTVBHbIX OCOBEHHOCTEV MEAVLIVMIHCKOrO
V3AENA

B cocTaB MeAWUWHCKOTOY M3fenus BXOAAT HacafgkKu “4ns COBMeCTHOW paboTbl ¢

MEAVNUWHCKUM YNbTPa3ByKOBbLM-~“annapatoM U, B 3aBUCMMQETM OT BapuaHTa MCMNONIHEHUS
Ha6opa, MOryT BXOAWTb: YHUBEPCaNbHbI CTanbHOW KMOY W MeTannuyeckas nopactaska uau
AVHAMOMETPUYECKU KNIOY CUHWI W aBTOKNaBUpYeMblii NMNacTUKOBLIN 60Kc. Kaxpaas Hacagka



MMeeT CBOM KOHCTPYKTUBHbIE OCOGEHHOCTW, XapaKTepUCTUKU U peKOMeHAyeMoe MNpuMeHeHue
npu npouegype.

1 Habop Hacafok K MeOUUMHCKAM CTOMAaTO/IONMYECKUM “Y/IbTPa3sByKOBbIM
annapatam SCALING HOT

Hacagku: 1,1S, 10X, H3.

. Hacagka 1 - PekomeHfyeTcd LA UCMNO/Mb30BaHMA B Cnyyaax yfaneHws KOHI/IOMepaToB
HaffeCHEeBbIX 3Y6GHbIX OTNOXEHUA B 6ONbWUX U CPEAHUX KOMNWYECTBaAX, “MPU HOPMaNbHOM
NonoXeHnn 3y608.

. Hacapka 1S -ToHkada, HajfecHeBafd W nojfecHesBas YnbTpa3BYKOBas 4YWCTKa, caHauus
Herny6oKnx KapmMaHOB, C MNepeMeHHBIM. NPO(GMUAEM CeyeHUs, OT MNONYKPYFNOro K Kpyriomy,
3aKpPYr/feHHbI aTpaBMaTUYHbIi KOHYUK. @ YHKLNOHANbHbIA CTepXeHb WMeeT U3rné 60abWOro
paguyca.

. Hacagka 10X- YnnouweHHas, C CyXawWnWMCcs AAWHHbIM KOHYMKOM, ¢ 1 n3rnbom Ha
DYHKLWOHaNbHOM CTEpPXHe HeboNbWoOro pagnyca. ¥ nbTpa3ByKoBo€/yaaneHue 3y6HOro KaMHs B
MeXNPOKCMMaNbHOM MPOCTpaHCTBE: MakcumanbHO yao6Ha npu ‘ApodeccnoHanbHOW TUrmeHe, B
WMNPOKOM CNEeKTPe KNMHNYECKNX CUTyaLNiA.

. Hacagka H3 - Pabouyunii “"KOHYMK Ne3BMA 3aToO4YeH C ABYX rpaHei. lMpumeHseTcs npu
npoteccMoHanbHOM TrUTNeHe, “yaaneHun 60NbWUX U CPELHUX KOHrAomMepaToB 3YO6HbIX
OTNOXeHWN B 06nacTn QPOHTIANLHONW rpynnbl 3y60B BepXHEW W HVKHEW YyentocTu.

Hacagka 1 Hacagka 10X

Hacagka H3

Hacagka 1S

Puc. 1 BHelwHuiA BUA Hacafok 1,1S,10X,H3 Habopa HacafoK K MeAUUMHCKUM
CTOMATO/I0rM4YecKUM ynbTpasBykoBbiM annaparam SCALING HOT.



ONHaMOMETPUUYECKNUA KAKOY CUHWIA NO3BONAET HALEXHO 3akpenuTb HEOHXOAUMMYIO

HacafKy B HAKOHEeYHUNKe 6e3 Hpe3mMepHOro fnaBneHns Ha ynop, npeAcrtaB/ieH Ha pUCYyHKe 2.

Puc.2. BHeluHWi BWO AMHAMOMETPUYECKOI 0 K/lko4a CUHETO
. ABTOKNaBUPYMbIl  NNacTWkoBbIA  6OKC
OWHAMOMETPUYECKOTO Knoya CUHEro,
pucyHke 3.

MCMNONb3yeTcs = ANd  YA06CTBA XpaHeHUs
o6neryaet CcTepunusaLuio HacafoK, NpeAcTaBAeH Ha

Kopnyc

Kpebirka

Puic.3 BHeLLHWIA BUf, aBTOKIaBUPYEMOr0 N/TacTMKOBOro GoKca
TEXHNYHECKNE XAPAKTEPNCTUKI

TexHUUYecKMe XapakTepUCTUKW MELULNHCKOTO n3aenns «Habop HacafoK K MEAULUUHCKUM
CTOMAaTONOrMYECKUM  YNbTPa3BYyKOBLIM amnnapaTam»

npefcTagaeHbl B TaGnanue  HUXe:
[puBefeHbl ra6apuTHblie pasmMepsl

HacafokK, PeXWMm annapata; NpuMeHseMmblii npu paboTe
HACafoK, COBMECTUMbIW CTOMATOMOrMUYecKuit annapat, a TakKXe geX UM uppurayum Hacagku.

1 Habop HacaioK K MEAVULMHCKUM CTOMATO/IOrMYECKUM  Y/IbTPa3ByKOBbIM

9




annapatam SCALING KIT:
Hacagkn I, 1S, IOX, H3.

1. Hacagka 1(Ta6nunua 1).

FabapuTHbI a 4.0+ 0.2 vm
e pasmepbl™ b 31.0+ 0.5 mm
c 10.0 £ 0.5 mm
d 1.0+ 0.2 mm
Macca 0,90+ 0,10 r
Pexum annapaTta 14

Nppurauwnsa r

[/ \ 10 ma/muH = 1 mn/MuH
Ycunve naBneyeHns He meHee 20 H
Ycunue nns  BCTaBNEHUS. u

He -6onee 30 H
3akpenneHuns

AnnapaTt cTOMaTONOTrNYECKUA ANA CHATUS 3YOHbIX
OTNOXEeHWIA cepun Newtron;
COBMECTUMBI Annapart CTOMAaTO/OrMYECKU ANA CHATUSA 3YOHbBIX
cTomMaTtonormyeckmin annapar OT/NIOXEHUM CINPUHALNEXHOCTAMMN;
BNoK cTOMaTO/AOFMYECKUIA ANA CHATUA 3YOHBIX
OTNOXEeHUN Xdinetic ¢ NpUHAANEXHOCTAMU
* O603HaYeHVie rabapyTHbIX pa3MepoB NPeACTaB/IEHO Ha PUCYHKe

0

Punc.4
2. Hacapgka 1S (Tabnuua 2).
Tabnuua 2
FagapuTHbI a 4.0%+0.2 mm
e pasmepbl™ b 31.0£ 0.5 MM

c 13.0 £ 0.5 MM

d 1.0+ 0.2 mm
Macca 0,90+ 0,10 r
Pexunm annaparta 14
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Mppurayns

Ycunune nisnevyeHns

Ycunue ans  BCTaBNeHUS
3aKpenneHus

COBMECTUMBbI A
cCTOMAaTONOrMYecKMin annapar

-

10 ma/mMuH = 1 ma/mMuH
He meHee 20 H

He 6onee 30 H

AnnapaT cTOMaTONOTMYECKUNA ANA CHATUA
3y6HbIX OTNO0XEeHNIA cepum Newtron;
AnnapaT cTOMaTONOTMYECKUIA 4Na CHATUA
3yOHbIX OT/IOXKEHUA C NPUHAATEXXHOCTAMMU;
BNOK cTOMATONOTMYECKUANA CHATUA 3YBHBIX
OTNOXEeHUN Xinetic ¢ NPUHAANEXHOCTAMM

* O603HaueHVe rabapyTHbIX pasMepoB MPeLACTaB/IEHO Ha PUCYHKE,

3. Hacapka 10X (Ta6nuua 3).

Fa6apuTHsl
e pasMmepbl*

o O U o

Macca
Pexum annapata
Nppuraynsa

Ycunue n3BnevyeHus

Ycunue Ans  BCTaBNeHuUs
3aKpenneHns

COBMECTUMBbI
€TOMAaTONOTMYECKUN A annapar

Puc.5

4.0 0.2 mm
28.0 £ 0.5 MM
13.0 £ 0.5 mm
1.0+ 0.2 mm
0,90+0,10r
12

10mn/mMmuHz 1 MAIMUH
He meHee 20 H

He 60nee 30 H

AnnapaTt CTOMaTONOTMYEeCKNA AN CHATUA
3y6HbIX OTNOXEHWNA cepun Newtron;
AnnapaT CTOMAaTONOrNYECKUA ANA CHATUA
3y6HbIX OTNOXEHUN C MPUHALNEXHOCTAMMN;
BNOK CTOMaTONOTMYECKNUI fNA CHATUA 3YBOHBIX

11



0TNOXeHMN Xinetic ¢ NpUHagNeXHOCTAMU
* O603HaYeHWe rabapy THbIX pa3MepoB NMPeLCTaB/IEHO Ha PUCYHKE.

b
Puc.6
4. Hacagka H3 (Ta6bnwuua 4).
Fa6apuTHBI a 4.0 £0.2 Mmm
e pas3mepbl™ b 36.0 £ 0.5 mm
c 7.0+ 0.2 mm
d 0.6 £0.1 mMm
e 9.0+ 0.2 VM
Macca 0,90+£0,10r
Pexunm annaparta 2

Nppurayuns r

. 16=mn/MuH £ 1 ma/muH

Ycunune n3snedeHuns He meHee 20H
Ycunue gnas. BCTaBneHWs n
He 6onee 30H
3akpenneHus
AnnapaT CTOMaTO/NIOTUYECKUA JAS CHATUA
3yOHbIX OTNOXeHUI cepum Newtron;
CoBMECTUM bl I AnnapaT CTOMaTO/NIOTMYECKNA AN CHATUSA
cTOMaTONOrMu4ecKnii annapart 3YOHbIX OTNOXEHUI C NPUHAANEXHOCTAMMU;

BNoK cTOMaToNOrMYecKUn AR CHATNS 3YBHbIX
OTNOXEeHWI Xinetic C NPpUHaAAACKHOCTAMM
* OGO3HaYeHNe ra6apVITHbIX pasMepoB npeacTas/1eHO Ha PUCYHKE.



(o< @

Pnc.7
CumBon PacwunhposkaCnumeon Pacwugposka CumBon PacwungppoBka
KanenbHasd CpegHsas Bbicokasd
r mppurauuns CKOPOCTb CKOpOCTb
nppuraymm nppuraygmm

B Ta6nmue- 5 gng HacagoK yKa3aHbl WepoOX0oBaTOCTs M TBEPAOCTL N0 POoKBENNY.

Tabnuua 5
Hacapgka Ll epoxoBarocTb TeepaocTb MmO
PokBenny
1, 1S, 10X, H3 He 6onee 0,8MKM 52-54 HRC
Hwuxe npefcTaBneHa yactoTa, nepegaBaemMas 0T HAKOHEYHUKA K Hacafgke
YacTorTa, KL Annapat.(HakoHeYHUK gns annnapaTa)
OT 24.0/80 37.0 Annapar CTOMaTONOTUYECKNIA JNA CHATWUA 3y OHbIX

OTNOMKEHUWA cepumnm Newtron;

ApnapaTt CTOMaTONIOTMYeCKNA AN CHATUA 3YBHBIX
OTJAOXEHUWA C NPUHAANEXHOCTAMMU;

BAOK CTOMATONOTUYECKUIA ANA CHATMA 3YBHbIX
OTN0XKeHUIA Xinetic C MPUHAANEXHOCTAMM

B Ta6n|/|u.ax HMXXe npuBefeHbl_TeXHNYECKNe XapaKTepUCTUKN OC€TaNnbHbIX COCTaBNAK W UX
MeAMUWNHCKOIoO n3genna

OviHamOMeTpuYecKnii kKN4 cuHwin/(Tabnuua 6).

Tabnuvua 6
[abapuTHble pasmepbl, MM , (38x038,0) £+2 MM
Macca 23,0£5,0r
KpyTawuit MmomeHT, H*m, He 6onee 11
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ABTOKNaBMPYEMbIi MNacTUKOBbIA 6okc (Tabnuua 7).

MabapuTHbIE pa3vepbl 127,8x38.0x88,2+ 2.0 mv
Macca 120.0 £5.0'c

MATEPVAJIbI
Tabnmua 8

> - > Marepuaht

Hacanka Meo/LMHCKaA HepKaBeHoLLPA CTalb
1,1510XH3 Korbup MorwmreTpadoropstwieH (PTFE)
ANVAa3Hoe
MOKPb Ve e

Matepuaribl, KOTopbE MCTOML30Ba/MCh MK MPOM3BOACTBE [VHAMOMETPUUECKOTO KioHa

C1HEro, ABTOK/1aBMPYeMOro FIaCTUKOBOIO 6okca MEONLIMHCKOFO M3[ENNA, YKasaHbl BTa6ﬂVILI,e
)

S Tabnnua 9
bW nnesoBnine|;-"4

JNHaMOMETPUYECKUIA KITHOH

CYHWIA FlonmcynboH
(PSU)
~  Kpbika
ABTOK”aBV'pYeg"b"" UDELP1700
MVIACTUKOBBIA BOKC 1y
MAPKPOBKA

XpyrKoe, 06paLLaTLCA OCTOPOXKHO

T
Bepeyb oT BAarv
f
Bepx
n
Howmep-fo KaTtasio
REF R Y
LOT Homep naptim
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C € 1 CootsetcTByeT ampekTream CE

CE£ M»rwng

C € CootBeTtcTBYeT AnpekTviBam CE
|}'U'|j'||'| Jata n3rotoeneHmns
H | V3rotoButesb
t TemnepaTypHbIA fyianasoH
O [Jviana3oH BraXHOCTH
'O OrpaHVyeHrs aTMOC(ePHOrO JaB/IEHNA
jX O6paTyTech K HCTPYKLMM M0 NMPUMEHEHO
DVI' ConpoBoauTe/ibHasA AOKYMEHTaLWA B AAEKTPOHHOM [OCTYre
tiifonnatw 1 H
ecTepUIbHO
R Rx Only: To depepansHomy 3akoHy CLLIA npogaxa JaHHOTO VBoe/ms
X ppaspeLLEHa TO/BKO SIALIEH3MPOBAHHBIM Bpadavl Wi M0 UX MOpYyYeHo
ONLY
KonmnyecTBo B ynakoBke 1 LT,
KonmyecTBo B yNaKoBKe 4-LLT.
A PaspeLLieHO 1CMo/b30BaTh' B MOKOLLEH, Ae3VHPUUMPYIOLLIEIA MaLLyiHe
"1 [/191 TEPMUYECKON Ae3UHTEKLIN
132C CnocobHO BblaepKaTh - aBTOK/TaBMpoBaHVe Npu 132°C
117\. CrocobHO BbigepKaTh aBTOK/aBMpoBaHve Npu 134°C

He 1Cro/b30BaTE-MpU MOBPEXIEHNN YTAKOBKU

Homep yrakoBKV /151 OTC/IeXXVIBaHIS

NHDPOPMALMVA O HAJINYNN B MEOVLIMHCKOM U3AENNA
NIEKAPCTBEHHOI'O CPEACTBA /1A MEAVNUMHCKOIO NPUMEHEHINSA,
MATEPWVANOB >XBOTHOIFO U (N/11) YHENOBEYECKOIFO NMPOUNCXOXOEHNA

MaTepyaribl XX/BOTHOMO; WM Ye/I0BEYECKOr0 MPOUCXOXKAEHNS B MEAVLIMHCKOM W3e/n
«Habop HacagoK K MeVLMHCKUM  CTOMATO/IONMYECKMM  Y/bTPasByKOBbIM — arnapaTamy
OTCYTCTBYHOT.
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MNpeaBapuTeibHas OHMCTKa-pyHHOVI crnocob.
Ob6opypoBaHue: MArkasa WweTkKa, MATKUA eplw MK nnn cangetka, He 0CTaB/IAO W € BOMTOKOH,
Wwnpuy, NMNeTKa nnu BOAAHOW NMUCTONET, W eN04YHON ounctutens (paboumnin pacteop’l- 3 %).
YyNbTPa3BYKOBON OYNUCTUTEND.

LULLIAKALLIAKOMIALLY

1 MnHyTa

10 MUHYT

1 MnHYyTA

4 MUHYT

1 muuyTa 30 CEKYHA

MpoMbITb M3genne NoJ X0N04HOW NMPOTOYHOW BOAON.

Mpu noMmowy MATKOW WETKW, epWIMKA NN HE OCTaBNA L EN
BO/MIOKOH canteTKN yfaNinuTb OCHOBHYH rpasb.“lAcnonb3oBaTh
Wwnpuy, NMNeTKy UNK BOAAHOW NUCTONET U WENOUYHOR nnn
3H3UMHBIA QUNCTNTENDb 417 NMPOMbIBKWN KaHafAa HacagKu.
Mcnonb3ys yNbTpa3ByKOBYO BaHHY, BblLEPXaTb MeAULUHCKOE
N3fenne He MmeHee LECATU MUHYT B CBEXEM/BHOBb
NPUTroOTOBNEHHOM pacTBOpe W efnovyHoro ounctmutensd. CnegoBath
peKkoMeHaunsamM Npou3BOANTENS, KAaCAtOLW UXCA BPEMEHMN
3KCNO3NLMNMN, KOHLEHTpaLWK, TeMNepaTypbl 1 KayecTBa BOAbI.
MpoMbITb n3genne Nopj X0N04HON NPOTOYHON BOAOI.
Mcnonb3oBaTb WNpUL, NUNETKY WAKW-BOLAHOW NUCTONET NS
NPOMbIBKWN KaHana Ans Hacagku.

FMpOMbITb U NPOAE3NHPULNPOBATE MeAULLMHCKOE U3aenne,
UCNONb3YS WENOYHON OUYNCTUTENb. [1pyM NOMOLWL M MATKOW LW eTKN
WAV epwnKa yaanuTb rpasb ¢ NOBEPXHOCTU. MpomoliTe
MeAULUHCKOEe n3genne noj BOoAOM BO n3bexaHue
pacnpocTpaHeHUsa 3arpA3HA U NX BeL,ecTB B BO3AYXe
MpomMbiTh N34enne B LEVNOHWU3IUPOBAHHON UNKN OYULLEHHOW BOAE.
MWcnonb3oBaTb WNpUL, NWAETKY UIN BOAAHON NUCTONET 4NA
NPOMbIBKW KaHana ANns Hacajku.

Bu3yanbHO OCMOTpPeTb MEAULUHCKOE U3AeNune.

MoBTOPATL NpoUEAYPY AO NOMHOIO yaaneHUs BCEX BUAOB
BUAMMbBIX 3arpsisHEHUN . "B KOHLEe NPOMbITb U3fgenme B
LEVNOHWN3NPOBAHHOW-UNN OUNLLEHHONM Bofe. O6CcyWw nEb-n3genme
npyv NOMOLW M MATKOM He ocTaBNAto W el Bopca candeTku mnu
MEAMNLMUHCKOTO YNCTOro cXXaToro Bo3gyxa

ABTOMATMYECKAA 0UMCTKA

MpegBapuTenbHas
npom bl BKa
M olika

HeliTpannsauns

MpombiBKa

2 MUHYTBbI

2 MUHYTHI

5 MUHYT

2 MUHYTHI

Tabnuua 11

XonogHasa BogoONpoBOgHas BOja

Mopsyas BOfa M3 NOA)KpaHa C TemnepaTypoi
BblLLE 40°C. Mcmonb3oBaThb L enoyHoOM
oumuLaloLLMin pacTBop.

Nopsavas Boja M8 noa kpaHa ( 40°C)
HelTpanu3ayto W um CpeacTBOM npu
HEeo6XoANMOCTH
OvctunnuposaHHas uAM O0YuUlLeHHas Bofja C
TemnepaTypoi Beiwe 40°C
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Cywka 40 MUHYT Mpu Temnepatype 90°C

Tepmuueckas fe3nHpekumns.
Tepmunyeckan fe3nHdpekuuns nposoautca npu 90°C B TeyeHUE He MeHee NMATU MUHYT.

MpeacTepuan3alMoOHHas OUYMCTKA

Mpu 3aMaymMBaHUM WA KUMAYEHUU B MOIKO LW EM PacTBOPe M34eNns NMOMHOCTbIO “ROTPyXakwT B
pacTBOp MO LW Ero CpefCcTBa, 3aN0MHAS UM KaHanbl U MONOCTU M3LeNNA.

Moiiky wn3genuii ocyuw,ecTBAfOT C MNOMOLWbI epwa, BaTHO-MapaeBbiX TaMMOHOB,
TKaHEeBbIX CaneTOK; KaHanbl W3AENNA NPOMbIBAOT C NOMOLL b WNpULA.

Ta6bnunya 12
Cpepfctso KoHueHTpauus Temnepatypa Bpemsa 06paboTku
pactBopa,% pa6oyero
pacTBopa
AekoHekc 50 ® @ 1,5 He meHee 18 °C 40 MUH

("Bopep Xemu
AT", WL Belinapns;

CTtepunnsayuns

CTepunnsoBaTb U3eNUE MOXHO, UCNONb3YA MeTOA CTEPUAM3ALUM NapOM MOA
n36bITOYHbIM faBneHuem 0522 MTa B napoBoMm cTepunuiatope.(astoknase) (ISO 17665 nnn
OTEYEeCTBEHHblE CTaHAapThl), PekoMeHaauumn npefcTaBneHbl=B Tabnnye HUXe

Tabnuuya 13

MpoAONXKUTENBHOCTh Temnepatypa Bpems cylwku

He meHee 18 MUHYT 132 - 134 °C 15-20 MUHYT

MpopgomKknUTenbHOCTbL CywWwWKM o7 15 020 MWHYT B 3aBUCUMMOCTM 0T/ ClefyrLwunx

Kputepues:
. TUN _MaTepuana ynakoBku, ob6ecneuduBallWunii CTepUNbHbIA 6Gapbep, WA >KecTKue
KOHTEeWHepPbI~-MHOTOKPaTHOTO UCMONb30BaHUS;

KOMn4yecTBO napa;

MaTepuanbl MeULUHCKOTo U3genns;

o6 nii BeC;

TEXHMWYECKNe XapaKTepuCcTUKN cTepunnsatopa;

MPakTUKWN, NPYUMEHAEMble B BALLEM PETUOHE;

pasHoe BpeMsa OXNaX[eHuns.

[I'poBepka
N3penna LONXHbI 6biTb OCMOTPEHbl Ha HalMuyme OCTaBLIMXCEH 3arpsi3HEHMNA, pXaBUYWHbI,
3aTynneHuns, obecuBeYMBaHNA UNW MOBPEXLEHNI.
Mepepn 06paboTKO M cTepUNU3aymeil OUYNULEHHbIX U3aenuih, y6egnTech, YTO OHU YUCTbIE,
He UMEKT NOBPeXAEeHUI U GYHKUNOHUPYIOT Hagnexauwnm obpasom.
YTunn3nposatb NOBPEXEHHbIE N34eNusa, He cMasbliBaThb.
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CPOK C/1Y>KbbI

CpoK cnyx6bl  MeguUMHCKOTO  un3genus  «Ha6op  Hacagok K MEAWLWHCKUM
CTOMATONIOTMYECKUM YNbTPa3BYKOBbIM annapaTamM » cocTaBnseTt 10 fner.

B cBfA3W C TeM, UTO HE HEBO3MOXHO YCTAHOBUTbL MakKCUMabHOE YMCMO BO3MOMX HblIX
npoueayp, KOTOpoe MOXeT GbiTh ONpPeAeseH0 MHOTUMU NapameTpaMu, TakuMu ~KaK
NPOAO/MKMUTENBHOCTb UCNOMb30BAHNS, TBEPAOCTb 3YyOHOW 3Manu, NPMUAOXeEHHAas.CUNa U U3Hoc,
NPoON3BOANTEND PEKOMEHAYET MEHATb HAaUGOee YacTo NCMNONb3yeMble Hacagku He pexe OAHOTO
pasa B rof. Hacagky cneayeT 3aMeHUTb, eCiu BUGpaLMs HacagKu He COOTBETCTBYeT 3a4aHHOIA
yacToTe, annapaTt paboTaeT HEMpaBWNbHO, NpoLeaypa 3aHMMaeT G0/blie BPEMEHU, YeM 06blUYHO,
WNKU pe3ynbTaT He AocTUraeTcs.

OnnTenbHOe WCNONb30BaHME MEAWHMHCKOTO u3gennsa «Ha6op HacafokK K MeAULUHCKUM
CTOMATONOTMYECKUM Y/NbTPa3ByKOBbIM=annapatam» MOXeT MNPUBECTN K ero ecTecCTBEHHOMY
M3Hocy. Mbl HacTOATENbHO He COBETYeM MW3MEHSTb KOHCTPYKUWIO Hacajgok mnyTeM WuX
o6TauynBaHus, CrM6aHnsa NN KaKUM TQLPYTUM CMOCOGOM.

TPEBOBAHP1A K TEXHUYECKOMY OBC/TY>XUBAHVIO 1 PEMOHTY
MEONUNHCKOIO USAEJINA

Mpn HeoBXOANMOCTM “‘CBAXKMUTECH C MNOCTABW MKOM MEAMUUHCKOTOo usgenuda. He cnegyert
cfiaBaTb Me[WLMWHCKOe W3fjenne B PEeMOHT APYruMm cneumanucram, TaK Kak B pe3ynbTarte
HeKayeCTBEHHOrN0 pPEMOHTa. \M3fjefine MOXET MpPeACTaBNATL “0MNacHOCTb [fNA MOJib30BaTeNd MU
nayneHTOB.

B cnyyae COMHeHWN CBSXWTeCb C aBTOPM30BaHHbLIM MNOCTAaBLMKOM MAM C LEHTPOM
nocnenpofaxHoro o6cayxneaHnas SATELEC, www.acteongroup.com

satelec@ acteongroup.com

YCNosngd TPAHCIIOPTUPOBKI, XPAHEHUA N SKCIJTYATALIAN

Y nakoBaHHY40 MpPOAYKLUIO CnefyeT XpaHUTb/B CYXOM U YNCTOM NOMeLL eHMnl Cae
MCK/OYeHa BEPOSTHOCTb MoNajaHns NpsMblX CQIHEUHbIX NyYeil, BpeAHbIX BeL ecTB, BAarum u
Upe3MepHOro MeBbiljeHNe TeMnepaTypbl. MIcnodb3oBaTb CHayana NPoAYKLUID C MEHbLIUM
CPOKOM TOJHOCTM,

YcnoBug xpaHeHs
TemmepaTypa oKpyxatouei cpegbl 0T =20°C go + 70°C
OTHOCMTeNbHan BNaXHoCcTh: 10% -(100%, BkAtO4Yas KOHAeHcAT
AtmochepHoe gaBneHune: 500 rfa go- 1060 rMa

Yenosua TPaHCMopTNpPOBaHNA

Temnepatypa TpaHCNOPTUPOBAHUA oT -20 go +70 °C
OTHOCUTeNbHAa BNaxXHoOCTb Bo3Aayxa 10-100 %, Bknwo4aa KoHAeHcaT
ATmMocCHepHoe gaBleHune 0T 500 rfla go 1060 rMa

YcnoBusa akcnayaTauun:

Temnepatypa akcnayataymm ot + 10 °C go + 40 °C
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OTHoOCUTeNbHadA BnaxHocTb: oT 30 fo 75 %
ATmochepHoe fasneHune: 800 rMa go 1060 rMa

TPEBOBAHUA K YTUJTM3ALNN

MeguynHckoe wusgenme «Habop Hacagok K MEAWUWHCKUM  CTOMAaTONOrMYecKUM
YyNbTPa3ByKOBbIM annapatam» oTHocutca K Knaccy b B cootBetctBuu ¢ CaHlmH 2.1.3684-21 un
JO/MKHO 6bITb YTUAN3MPOBAHO B COOTBETCTBMM C nNpaBunamu, AeWCTBYH.UUMU B CTpaHe
yTunansauum mnagenus. Y TUAN3UPYIATe 3arpsisHeHHble U34eMsS B COOTBETCTBUU C MECTHBIMU UK
rocyfapcTBeHHbIMY NpaBuaaMmun ytuamsaynum 6MoN0rnyecky onacHblX 0TX040B.

Mpu yTunmsauum 3arpAa3HeHHbIX YacTeli HafleBaiTe nepyaTKy.

Bce ynakoBOYHble MaTepuanbl NOCTABNSAEMOro M3Aenns He HaAaHOCAT Bpeja OKPYyXatoL e
cpefe v nognexart BTOPUYHOW nepepaboTke.

FAPAHTUHAA MHPOPMALINA

N3rotoBuTenb HeceT OTBETCTBEHHOCTb B OTHOWEHWU MEAULMHCKOTO Wu3genns no
OTCYTCTBUIO Ae(eKTOB W COOTBETCTBMSA 3afABMEHHbLIM MPOW3BOAUTENEM XapaKTepucTukam, npu
COGNIOAEHUN YCNOBUI TPAHCNOPTUPOBAHMWA, XPAaHEHUA U NPUMEHEHUSA.

Ecnn Bac He yaoBneTBOpaeT AaHHOe MeAWLMHCKOE W3feNne UAN y Bac BO3HUKAUN Xanobbl
nnn npobnemsbl, CBA3aHHbIe C/APVMEHEHNEM MEAULWHCKOTO M3LEeNNs, NoXanyihcTa, CBAXUTECh C
HawuMm npeacTaBuTeneMm B-_Bawei cTpaHe. JOMNONHWTEeAbHO Mbl MPOCMM Bac YyKasaTb
MOEHTU(OUKALNOHHBIA U €EPUAHbIA HOMEpP MeAWLUHCKOTO ~ M34enus, CBOK KOHTaKTHYHO
MHopMauno, BKAKYAA MM U HOoMep TeneoHa, a Tak)Ke noLpobHYW wHDOpMauuw o
npo6nemMax, C KOTOPbIMMW Bbl/CTONKHYUCD.

MEPEYEHbL NMPUMEHAEMbIX MNMPON3BOAUTESIEM (U3FOTOBUTEJIEM)
MEAVMUWVHCKOI O U34E A HALUMNOHAJIbHBLIX CTAHOAPTOB

Mpous3soanTenb 3agBNAET, 4TO MeAMUMHCKOe wusgenne «Habop HacafoK K MERULWHCKUM
CTOMATO/IOrMyecKWM, yNbTpa3BYKOBbIM annapatam», oTBevaeT Tpeb6boBaHuam EN=ISO 13485,
MONHbIA CANCOK MeXLYHapoAHbIX Tpe60oBaHMA ppegocTaBnseTca No 3anpocy.

PEKNAMALUNA

MponsgognTens:

SOCIEFE POUR LA CONCEPTION' DES APPLICATIONS DES) TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6uwecTBo no pa3paboTke MpuUNoXeHuin gns
3NEeKTPOHHOA TEXHUKN. AKLWOHEPHOe 06LWECTBO YNPOLWEHHOIO T1NAa)

17°Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(¥7.ABeHto lNocTtaB JAidens, 3un y ®ap 33700 MepuHbAK, ®paHyus).

M'ecTo npon3BoAcCTBaA:

SATELEC acompany of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATENEK, rpynna komnaHnin) AKTEOH

(17 ABeHio TocTaB Jiihend, 3n [y ®ap 33700 MepuHbsak, PpaHymns)

OpraHusauus, npuHUMalo W as’Ha Tepputopumn Poccuiickoil degepaumy npeTeH3un ot
noTpe6buTeneii Mo Ka4yecTBy MEAULMHCKOTO U3AENUS:
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MM HopknHa Mapraputa BaneHTuHoBHa (Macnopt P® 4511 194312, BbljaHHbIN
OTtpeneHnem Y®MC Poccum no rop. MockBe no paioHy JleBoGepeXxHblli, Aata Bbljayun
13.07.2011 r, kog noppasfeneHus 770-022)

125195, r. MockBa, yn. benomopckasn, 24,3, 148

TenethoH: +7 495 1501323.
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PYyKOBO/JCTBO MO 3KCMyaTauum Ha MeAULIMHCKOE U3fienine

Habop Hacaflok K MeANLIMHCKNM CTOMATO/I0MMYeCKUM YibTPasByKOBbIM
annaparam

2. Habop HacafoK K MEGULUMHCKMM CTOMaTO/0rMYeCKMM “yNbTpa3ByKOBbIM anmnaparam
HYGIENE KIT B cocTaBe:

- Hacagka 1-1 wrT./yn.;

- Hacagka 1S-1wT./yn.;

- Hacagka 10Z - | wrt./yn.;

- Hacagka TK1-1S. - 1 wTtlym;

- AUHAMOMETPUYECKUIA KM CUHWIA - 4 wT/yn;

- aBTOK/laBMpYeMblii NNaCTMKOBbI 60KC - 1 wT/yn.
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MeavuuHcKoe W3Aenne npegHasHauyeHO [N  WCMONb30BaHWS CTOMATONOFOM MK
cneunanncTomM Mo /JeYeHWo U NpoTe3nupoBaHuio 3y60B. HacToswee u3genve npegHasHauyeHo
TONbKO A1 MPONECCUOHANBHOTO MPUMEHEHMUS.

ONMNCAHVE MEOVNLUMNHCKWMX I/I3,£I,EI'II/II7I NCMOJIb3YEMbIX COBMECTHO.

1. «AnnapaT CTOMAaTONOTMYEeCKUA ANA CHATUA 3yOHbLIX OTNOXeHWIA cepmum Newtron»,
(Annmapat CTOMaTONOTMYECKUA ANA CHATUA 3yOHbIX 0TnoXeHWin Newtron Booster,HakoHe4YHUK
Newtron, AnnapaT CTOMAaTONOrMYeCKUn ANd CHATUA 3y6HbIX oTnoxeHuni Newtron P5 B.LED,
HakoHeyHnk Newtron Slim B.LED) ( HaxoguTca B Npolecce rocyfapcTBeHHOW perucrpayum Ha
Tepputopuu P®) npowussoactsa SATELEC, dpaHuus.

2. «AnnapaTt CTOMaTONOTNYECKNI ANA* KOCTHOW xupyprum PIEZOTOM CUBE» (Annapat
CTOMATONIOTMYECKMin AN KOCTHOW xupyprmm PIEZOTOME CUBE, HakokweuHunk CUBE LED)
(PernctpauynoHHoe ypoctosepeHue No “P3H 2021/14297 ot 13.05:2021r.), npousBoAcCTBa
SATELEC, ®paHuusa

3. «Annapat cTomMaTtonornyeckui) 4N CHATUS 3YOHBIX OTNOXEHWUIA C NMPUHALNEXHOCTAMUN»
(AnnapaT CTOMATONOTMYECKUWA ANA-CHATUA 3YBHbIX OTNOXEHUW C NpUHagnexHoctTamu:Mogens
P5 NEWTRON XS, HakoHeuyHMK  Suprasson)( PerucTpaynmoHHOe ypoctoBepeHune NedC3
2007/00914 o1 21 pgekabpa 2007rg),\nponssoactBa «CaTtenek C.A.C» P paHumns

4. «CTOMaTonornyeckui annapart PffiZOTOM c NpUHagNeXX HOCTAMU»
(Ctomatonornyeckunin annapat PIEZOTOME B BapuaHTax uchRonHeHusa: PIEZOTOME SOLO
LED, HakoHe4yHukK Piezotome Selo LED), (peructpayuoHHoe ygoctoBepeHue Ne P3H 2013/859
oT 12 nions 2013r.), nponssogerea «Catenek.C.A.C.», ® paHuua

5. «Bbnok cToMaToOMOrMYyeckMin  gna  cHATMA BYyB6HbIX OTnoXeHuin  Xinetic ¢
npuHagnexHoctamu»  (BAOK CTOMATONOrMYeckuin  fAS) CHATUA  3YBHBIX  OT/JI0XEHWN
X1lnellc,HakoHe4yHUK Suprasson), (permctpauuoHHoe ypoctosepeHue NeP3H 2013/858 ot 12
nwona 2013r.), npoussoaciBa «Catenek. C.A.C», ®paHuus

NPUHLIMN JENCTBUA MEAVLUUHCKOrO N3OENNA
MpuHUMN gencTBUS.

MpuHuun fe#CTBUS MeLULWHCKOTO U3AENnNs 3aK/l4aeTcs B TOM, UTO OT OCH@BHOro 610Ka
Ha YNbTPa3BYKOBOW CTOMAaTONOrMYeCKUiA HAKOHBYMHUK MNOAAETCH 3NeKTPUYECKW CcurHan,
reHepnpyemblii (@nnapatoM. HaKOHEYHWK CBA3aH 'C MeAULWHCKMUM anmnapatom MROCPeACTBOM
WHYypa. B ero cocTaB BXOAUT KepaMUUYeCKMii Nbe303N1eKTPUUECKNiA npeo6pa3oBatenb, KOTOpbIi
TPpaHCHOPMUPYET 3NEKTPUUYECKWIA CUTHan B ynbTpasBykKoBYyl Bu6Gpauutol, MexaHnuyeckas
BNGpaLmMa nepefaeTcs CTOMATONOTMYECKOW HAcafKe, YCTAHOBNEHHOW Ha KOHLE“Y1bTPa3ByKOBOTO
HaKOHeYHUKa

OKASAHVE MEANUNHCKUNX YCIYT
MoaroToBKa-K-paboTe MeANLIMHCKOrO M3aeamst
CocTaBnslollMe Heo6GXOAUMO /QYMLLATL, [E3UHPOUUMUPOBATL /U /CTepUNu3oBaTh MNepea

KaXAbiM WCMNONb30BAHWEM. YCNOBWSA )OUYNUCTKN, Ae3uHBeKunmn u (Tepunusaunmu ykasaHbl B
COo0TBETCTBYIO L EM pa3fene PYKOBOACTBA N0 3KCNAyaTalum.

12 ¢ 134°C

AAL
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Hagnexauwas Bu6payms Hacagku npeAnonaraet ee HaexXHoe 3aKpenyeHne B HAKOHEUYHUKe
6e3 upe3MepHOro faBfieHUs Ha ynop. Hacagky Heo6X0AMMO 3ahMKCMPOBaTb B HAKOHEUHUKE C
MOMOLLbI0O AMHAMOMETPMUUECKOTO K/t0Ua CUHEro M 06eCcneYynTb HajexHoe 3akpenneHue Hacagku
B HaKoOHeuyHuke fANs Hacafgok (Puc.l). UpesmepHblii 3aXUM Hacagku MOXET .MPUBECTU K
MOBPEXAEHUIO HACAAKU WU HAKOHEUYHMUKA.

Puc.1

Bbibop HeobxoaMMeli-Hacagky OCYLLeCTBNAETCSA TONBKO CTOMATONOTOM.
Y6eantecb, 4TO BblOPaHHbI peXXum COOTBETCTBYEeT.BbIOpaHHOI Hacafke.

3aBepweHune paboThbl

Mocne 3aBepw eHnsa npoueaypsl
1. OTcoefnHIKUTE Hacapky;
2..BbINONHUTE OYUCTKY U CTepunm3aunio MELMLUWUHCKOINo M3fennsd, Kak onucaHo B rnase

CTEPMAUNIALUA.

Y Ka3zaHua No TexXxHnKe paﬁOTbI C HacagKamMu:

e Bo Bpems 06paboTku 3y60B HacagKy-cieayeT AepXaTb MO KacaTeNbHOMW K MOBEPXHOCTHU
3}Ma;

* Hukorpga He AepXuTe HacagKy NepReHAUKYNApHO 3y6GHOW amanu;

e [BurailTe HaKOHEYHWUK HanofoGUe [ABUXEHWUSA KUCTbO C HE3HAYNTEeNbHbIM GOKOBbIM
LaBNeHneMm;

e Fpu paboTe ¢ HacagKaMuW./MNCNONb3yihTe TO KONMUYECTBO-~ MppuUrauuum, KoTopoe
pekomeHpyeTca ANs BblbpaHHOMW "Hacagku;

e lepes ncnonb3oBaHMeM BU3YaibHO MPOBEPbTE COCTOSHNE HACAAKU;

o Tlpu paboTe BCerga HafeBaTe MeLULMHCKY MacKy v nepyaTku.

OMWCAHWE KOHCTPYKTNBHbIX OCOBEHHOCTEW MEANLWHCKOTO
M3AENWNA

B cocTtaB MegMUWHCKOro wu3fenna BXOAAT Hacafku And COBMECTHOIA paGOTbI c

26



MEeAVMUNHCKNUM YNbTPa3BYKOBbIM annapaTtom n, B 3aBUCUMOCTW OT BapumaHTa WUCHONHEHWNA
Ha6opa, MOTyT BXOAWTHb: yHVIBEpCafIbeIVI CTanbHOW KNKY U MeTannuyeckas nofgcraBka WIn
AMH&MOMETpI/I‘-IeCKVIVI KNOY CUHURA 1 aBTOKI'IaBVIpyEMbIVI nnacTukKoBbIi 6GOKC. Kaxpgag Hacagka
MMEET CBOU KOHCTPYKTUBHbIE 0Co6eHHOCTH, XapaKTepUCTUKN U peKomMeHAyemoe. MPpUMeHeHKUe

npu npoueaype.

Ha6op HacafoK K MeaMLIMHCKM CTOMATO/OMMUECKMM Y bTPa3BYKOBLIM' annaparam
HYGIENE HOT:

Hacagkn 1,1S, 10Z, TK1-1S.

. Hacagka 1 - PekomeHAayeTca ANA(MCNONb30BAHMA B Ciyyadx yAafleHMA KOHrnoMepaToB
HagfecHeBbIX 3YOHbIX OTNOXEHWW B 60AbWMUX W CPefHUX KOAWYecTBAX; NPU HOPManabHOM
nonoXeHuun 3y60B.

. Hacagka 1S -ToHkaf, HagdecHeBas W nojfecHeBas Yy/nbTpa3pykoBasa 4ymcTka, caHauus
Herny6oKMX KapmMaHOB, C MepeMeHHbIM npoduieM CeYeHWsd, 0T MNOAYKPYrn0ro K Kpyraomy,
3aKPYrneHHbIi aTpaBMaTUUYHbIA KOHYMK. @ YHKLUMOHANbHbLIA CTepXeHb NMeeT M3rné 60nbLWOro
paguyca.

. Hacagka 10Z- Y nbTpa3BYKOBOe yjaneHue 3y6HOro KaMHS _BYKapMaHax AeceH < 4 MM.
YpaneHne 6MONOTMYECKON NNEHKN MU MATKOTO Haneta. OueHKa ray6uHbI KapMaHOoB MpW NOMOLLK
MapKUPOBKH.

. Hacagka TK1-1S - JdAmeeT Kpyrnoe cedyeHue manoro pagumyca. C HaHeCeHHOW Ha
NMOBEPXHOCTb MAPKWPOBKOW Yepe3 Kaxable 3MM. [N OLeHKN M 06paboTKN MENKUX KapMaHOB
KapMaHOoB cpefHen rny6uHbl (< 4 MM), NCNONb3yeTCAa B MPOCTLIX CAy4Yanx.

Hacagka 1 Hacagka 1S

Hacagka TK21-1S
Hacapgka 10Z
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Puc. 2 BHewHWIA BuA Hacaaok 1,1S, 10Z, TK1-1S Habopa HacafoK K MeAVLMHCKUM
CTOMATO/I0rMyeckKnm ynbTpassykoBbiM annapatam HYGIENE KIT.

OVHAMOMETPUUYECKUI KNIOY CUHWIA MNO3BONAET HafeXHO 3aKpenuTbh HeE0BX0oAuMYIo
HacaAKy B HAKOHeYHUKe 6e3 Ype3MepHOro faBfeHWs Ha ynop, NpeacTasneHd Ha pucyrke 3.

Puc.3 BHewHWA BAA AMHAMOMETPUYECKOTe-K/HoYa CUHEro

. ABTOKNaBUPYMbIA MAACTUKOBLIA 6OKC McCNoAb3yeTcs Ansa ypo6cTBa XpaHeHus
OUHaMOMETPUYECKOTO KloYa) cuHero, obneryaet cTepunu3anuio Hacafok, NpefcTaBNeH Ha
pucyHke 22 .

Kopnyc

Kpriiika

Puic.4 BHeLLIHWIA B aBTOK/IaBUPYEMOro NIacTUKOBOro 6oKca

TEXHNYECKWVE XAPAKTEPUCTUKN

TexHnYecKne XxapakTepuUCTUKN MeanLMHCKOTo n3gennsa «Habop HacafoK K MeULUHCKUM
CTOMaTO/IOTMYECKMM  yNbTpa3BYyKOBbIM annapaTamM» MpegcTaBneHbl B Tabnuue  HUXe:
MpnBegeHbl rabapuTHble pasMepbl HacajgoK, PeXWUm annapara, NPUMeHseMbll npu paboTe
HacafoK, COBMECTUMbIA CTOMATONONMYECKUA annapaT, a TakKXXe Pexum mppuraymm Hacagku.
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Ha6op Hacafiok K MeAMLIMHCKUM CTOMATO/IOrMYecK M y/bTPasByKOBbIM amfapaTtam
HYGIENE KIT:

Hacagku 1, IS, 10Z, TKI-IS.

1. Hacagka LU Ta6nuua 1),

Tabnmua 1
Fa6apuTHbI a 4.0+ 0.2 vm
€ pasmepbl* b 31.0+ 0.5 mm
c 10.0 £ 0.5 MMm
d 1.0+ 0.2 mm
Macca 0,90+ 0,10 r
Pexum annapaTta 14

Nppurayunsa r

/' \ 10 ma/MnH £ 1 MA/MUH

Ycunue n3BnevyeHuns He meHee 20 H

Ycunue ansa  BCTaBNeHuws u
He 6onee 30 H
3aKpenneHuns

AnnapaTt CTOMATONOITNYECKU 4NN CHATNA
3y6HbIX OTNIOXEHUIA cepum Newtron;
Annapat(CTOMaTONOTNYECKNIA AN CHATMA
3y6HbIX OTAOXEHWNA C MPUHAANEXHOCTAMMN;
Bnok cToMaronormyecknini ana cHATUA 3y6GHbIX

OTNOXEeHWI Xinetic ¢ NpMHagNeXHOCTAMMU
* O603HaueHVie rabap THbIX Pa3MepoB MPeACTaBMEHO Ha PUCYHKE.

COBMECTUMBI
CTOMATONOrMYecknini annapar

X-

d
Puc.5
2-Hacagka 1S (Tabnuua 2).
Tabnvuya 2
FabapuUTHbI a 4.0+ 0.2 mm
e pasmepsbl™ b 31.0+ 0.5 mm

c 13.0 £ 0.5 MMm

d 1.0+ 0.2 MM
Macca 0,90+ 0,10 r
Pexum annapaTta 14
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Mppurayunsa r

1\ 10 Mma/MuH = 1 MA/MUH
Ycunue n3BnevyeHuns He meHee 20 H

Ycunue N BCTaBNIEHUA MU
A He 6onee 30 H

3akpenneHus
AnnapaTt cTOMaToN0OrM4yeckU) 4na cHATUSA
3yOHbIX OTNOXeHMIH cepnn-Newtron;
COBMECTUMBINA AnnapaTt cTOMaTONOTNYECKNA fNA CHATMS
CTOMAaTONOrnYyeckunini annapat 3Y6HbIX OTNOXEHUI C NPUHAANEXHOCTAMMU;

BNOK cTOMATONOrMYECKUA AN CHATUA 3YyBHbIX
oTNoXeHUW Xinetic ¢ NPUHALNEXHOCTAMM
*0603HaueHne rabapuTHLIX PAaSMEPOB NPeACT aBNEHO Ha PUCYHKE.

b |
Puclé
1. Hacagka X0Z (Tabnwuua 3).
Ta6bnuuya 3
Fa6apuTHBbI a 4,0°%/0.2 MM
e pasmepbl* b 28.0'+ 0.5 mMm
c 15:.0 £ 0.5 MM
d 1.0+ 0.2 mm
Macca 0,90+0,10r
PexumM-annaparta 12

Nppurauynsa |—

/'\' 10 mn/mMuH = 1 MA/MUH
Ycnunue n3BneyeHusn He menee 20H
Ycunne pna  BcTaBneHusa ' 'u
3akpenneHnn

He ,60nee 30H

AnnapaT cCTOMAaTO/I0TMYECKUA ANA CHATUA
3y6HbIX OTNOXEHNA cepun Newtron;
Annapat CTOMATO/IOTNYECKUI LA CHATNA
3y6HbLIX OTNOXEHWA C NPUHAANEXHOCTAMMU;
BNIOK CTOMaTON0rMYeCKNn 4NA CHATUA 3YOHbIX

CoOBMECTUMBI A
CTOMATONOrMYecKunidi annapar
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d
Puc.8
CumBon PacwuhposkaCrumeon Pacwuipposka CnmBon Pacwwndposka
KanenbHas CpegpHsas Bbicokas
r nppuraymns CKOpOCTb CKOpPOCTb
r nppuraymm I_ nppuraymnm

1 \ I\

B Ta6imuye- 5 4ng HacafoK yKasaHbl W EPOX0BAaTOCTH U TBEPAOCTL N0 PoKBeNNy.

Tabnuua 5
Hacapgka Ll epoXx0BaTOCTH TeeppocTb MO
Pokeenny
1, 1S, 10Z(TK1-1S He 6onee=0,8MKkm 52-54 HRC

Huxe npepcrasneHa yactoTa, nepefaBaeMan. 0T HAKOHEYHMKA K Hacagke

YacToTa, ki
Ot 24.0 go 37.0

AnnapaT (HakoHeuyHMK gNg annnapaTta)
AnnapaTt CTOMaTO/NOTMYECKU ANA CHATUA
3yGHbIX 0TNOXeHUi A cepun Newtron;
AnnapaT cTOMaToONOTMYeCKU AN CHATUS
3Y6HbLIX OTNOXEHUW C NPUHAANEXHOCTAMMU;
BNok cToMaTonornyeckuii ans CHFTUA 3y6HbBIX
0TNnoXeHUt Xinetic ¢ NpUHAAAEXKHOCTAMMN

B Ta6n|/|uax HNXe npuBeaeHbl TEXHUYECKNE XapPaKTEPUCTUKN OCTaNbHbIX COCTaBAAK W NX

MeAMUNHCKOIo n3genna

OuHamomeTpuuecknii KNy cuHuiv(Tabnuuya 6).

FabapnTHble pasmepbl, MM
Macca
KpyTawuin momeHT, H*mM, He 6onee

Tabnvua 6
(38x038,0) + 2 MM
230+50r
1,1



ABTOK/1aBMPYEMbIA N1ACTUKOBBIN BoKC (Tabnuua 7).

rabapuTHble pasmMepsbl
Macca

MATEPWNANbI

Tabnuua 7
127,8x38.0x88,2+ 2.0 mm
1200+£5.0 1

Tabnuvua 8

;MaB«"»«M aTepuan':*4. -

Hacapgka
Konbie
AnmasHoe
noKpbITHe

1, 1S, 10Z, TK1-1S

MefnunHCcKan HepxaBerolas cTanb
MonntetpaTopaTuner (PTFE)

Het

MaTepuanbl, KOTOpPble UCMONL30OBAIMCL NPU MPOU3BOACTBE JUHAMOMETPUYECKOTO KNtOYa
cuvHero, ABTOK/IaBUPYEMOTO NNacpUKOBOro 6oKkca MegULMHCKOTO M3AENNsA, YKasaHbl B Tabnuue

9.

OuHamoMeTpuyecKuii Knwu
CUHWI
ABTOKNABUPYEMDbIA Kpbiwka

NNacTUKOBbLI GOKC
Kopnyc

Tabnuua 9

M.aTtepunan”

MonncynboH
(PSU)

UDELP1700

MAPKWPOBKA

T Xpynkoe, o6palaTsCs 0CTOPOXHO

bepeub OT Bnaru

Bepx

U
REF|

Homep no/Katanory

LOT Homep naptuu
C€1 CooTeBercTeyet aupektusam CE
CE Mer<nn|

CE€

CoorBeTcTBYeT Aupektusam CE
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IAANT

u2cC

%

114 C

[fata n3rotosneHus

M3rotoBuTtensb

TemnepaTypHbI gnanasoH
OvanasoH BrnaxHocTu
OrpaHu4yeHUs aTMOC(HEPHOTO faBNeHUs

O6paTUTEChKMHCTPYKLMUM NO MPUMEHEHWNIO

ConpoBoagMTeNnbHaa JOKYMeHTaUNA B 3N1eKTPOHHOM JocTyne

HecTepmabHO

Rx=@nly: Mo ¢eaepansHoMy 3akoHy/ CLUA npogaxa gaHHOro usgenns
pa3pelleHa TONbKO NINLEH3MPOBAHHbIM BpayaM MAM N0 UX NOPYYEHUIO

KonnuyecTBo B ynakoske 1 wr.

KonmyecTBO B ynakoBKe 4 WT;

PaspelweHo MCNOMb30BaTh B'MOK LW EN, Ae3NHDUUNPYOLLEA MallNHe
LNA TEPMUYECKOWR fe3nHpekumnn
CnocobHO BbigepXXaTb aBToKnaBupoBaHue npu 132°C

CnocobHO BbIfepXaTb-aBTOKNaBMUpoBaHue npun 134°C

He ncnonb3oBaTb NPU-NOBPEXAEHUN YNAKOBKMU

Homep ynakoBKW gAs oTCNeXunBaHua

NHP®OPMALMA O HATUMYNN B MEOANLUMNHCKOM U3AE/TUA
JIEKAPCTBEHHOI'O CPEACTBA ANMA MEANUMHCKOIO-FIPUMEHEHWNA,
MATEPUNANOB XXBOTHOI O A4 (J1N) HENOBEYECKOTI O, NPONCXOXAEHNA

MaTepuanbl XWUBOTHOTO MW’ UYENOBEYECKOTO MPOUCXOXAEHUS )B MEeAULMHCKOM W3gennn
HacafoK K MeAWLWHCKAM CTOMATONOrMYECKUM YAbTPa3sBYKOBbLIM annapatam»
OTCYTCTBYIOT.

JNlekapcTBeHHble cpefcTBa~B MEAULUMHCKOM M3genun «H@6op HacafoK K MegULUHCKUM

CTOMATONOrMYECKNUM YNbTPa3BYKOBbLIM annapatamMm» OTCYTCTBYHO-T:
dapmayeBTUYeECKUue

«Habop

cy6cTaHUMM B MefULMHCKOM Sw3genunm «HaBop Hacafjok K

MEeANUUNHCKNM CTOMATO/IOTNYECKNUM YyNbTPa3ByKOBbIM annapatamM» OTCYTCTBYHT.
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CTEPUTN3ALNSA.

MeauLMHCKOE M3Aenne NOCTaBAAeTCS HECTepUNbHbIM. M3fenne Heo6X04UMO.MOABEPTaTh
OuUMCTKE nNeped KaxXAblM  wucnonb3oBaHuem. [locne  TOro, Kak Hacagku | ) OYULLEHbI,
A€3NHMUUNPOBAHb M BbICYLW EHbl, X HEOGXOAMMO Pa3fioXWUTb MO NopAfKy B 60KGCe, KOTOPbI
JO/MKeH GbITh MOMELWEH M 3anevyaTaH B cleyuanbHblii MakeT, NPUTOAHbIA ANs cTepunnzayum.

MNpenynpexaeHus:

He ncnonb3yinTe cTanbHyl MOYanky nan abpasmBHble YNCTAWMWE CPeACTBa AN OUYNCTKM
MeaNLMHCKOTO n3genns.

He ncnonb3yliTe pacTBOpbl, cCofepxaline Wo4 UNN XNOP B 3HAYNTENbHOW KOHLUEHTpaunu.

Y poBeHb pH Mo WUX U Ae3UHPULMPYIOWNX CPeACTB LOMKEH ObITh OT 7 o 11.

3apaXeHHble U UCNONb30BaHHbIe M3gennsa He noMelaliTe B KOPOOKY)Lna cTepunmsaymm
WAW He MOITe B MallUHE.

MeTo4 NnpeABapuTeNbHON OYMCTKN AOMIKEH MCNONbL30BATLCA MEPE] aBTOMaTUUYeCKON
OYNCTKOM.

MefguunHCKOe n3genune cnefyeT TwaTtelbHO oYL aTbh U NOABePTaTb KOHEYHON
cTepunusaLum nepes Mcnonb3oBaHUEM.

MapameTpbl cCTepuanM3auny obecneynBardT AOMKHYIO CTENeHb) CTEPUNN3ALNMN TONbKO NS
NPaBuibHO OYMULLEHHbIX MeAULWHCKNUX U3gennii.

Mpu aBTOMATUYECKON YMCTKe HacagKu ClefyeT BCTaB/NATbL B CneyunanbHble gepxatenun gns
WHCTPYMEHTOB MM B MafleHBKWEe KOP3UHbI, 4TO6bl OHW He MOBPEAUANCH MPU YUCTKE.

Mcnonb3yinTe NpoMblBHON fe3WH(peKTOp, KOrga aTo BO3MOXHO. V36eraliTe neperpysa
KOP3WH A8 MOWKW NMpu YyNbTPa3ByKOBOMW YNCTKE UMN KOP3UH MOt Wel/ fe3nHpULnpyLo LW e
MallVHbI.

Bo Bpema neyeHus BbITUpaAKTe KPOBb U Apyrue 6MORQTMYECKNE XXUAKOCTU UK
3arpsA3HeHns, He NO3BOMASA UM BbICblXaTb HA MOBEPXHOCTAX.

Mo 3aBepweHunmpouesypbl Ne4yeHNa 3arpsA3HeHHOE o6opyjoBaHue cnefyeT HaKpblTb
BMIAXHOW caneTKON;"UCKAOYMB, TaKUM 06pa3oM, ero=BpiCbixaHue. CnegyeTt oTAeNUTb HE
3arpA3HeHHble N3aenns OT 3arpA3HeHHbIX, 4TO6bl MCKAUYNTL 3apaXXeHne NepcoHana-u
OKpyXatouwei cpedbk

Mpon3BoAWTESiIb HE HECET OTBETCTBEHHOCTM 38 MpPOLECChl CTepuam3auumn, Kotopsie
BbIMNONHAET KOHEYHbI NONb30BATENb UMW 3aKA3UMK, HE CNeAys PeKOMeHAaLnsM NPOU3BOLUTENS.

OrpaHu4eHe no UMkKiam 0YMUCTKU

MoBTOPHbIE LUKAbI 06paboTKK, BKAKYAKUWME NPOMbIBKY BPYYHY,( Mano BAWAIOT Ha
nsgenne. CpoOK wnx cnyx6bl onpepensercsd CTeNeHbl W3HOCA W MNOBPEeXAEHWA B npouecce
MCNoNb30BaHmnA

XpaHeHVe 1 NepeBo3Ka.

3arpA3HeHHble W34ennsa Heo6XOAWMO TPaHCMOPTUPOBATb OTAENbHO 7OT He3arpA3HeHHbIX,
4yTo6bI“U36exaTb 00OLLEr0 3arpA3HEHNA.

[ogrotoBka K I'Ipe,qBapl/ITerleOVI O4YNCTKe

PekoMeHAYyeTCA YMCTUTb N3[eNe KaK MOXHO paHblie Nocne X ucnonb3oBaHua. Nsgenue
L0 XHbI 6blTb OCMOTPEHBbI W [OBCNYXEeHbl He No3Xe u4yeM Yepes fABa yaca MnNocne ux
MCRONb30BaAHMNA.

Mepea OYMCTKON WM Nocne KaXAOro MCNONb30BaHUA OTBUHTUTE HacagkKy c nepegHein yacTtu
HaKOHEYHWKa M NOMECTUTe ee B/COOTBETCTBYHO LW NI KOHTERHED.

MNpenBapuTensHas Ol-IVlCTKa-py‘-IHOVI Ccnocob.

O6opypoBaHue: MATKag-WeTKa, MATKAUN eplwnNK nnm candeTka, He 0CTaBAA LW NE BOTOKOH,
Wwnpuy, nMNneTka MIn BOASHOMW NUCTONET, W EIOYHON ouncTuTenb (paboymnin pacteop 1- 3 /o),
yNbTPa3BYKOBOMN OYNCTUTEND.
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1 MHUHYTaA

Tabnmuako

MpombITb M3aenne NOA XONOAHOW NPOTOYHOMW BOAO M.

Mpn NOMOWMN MATKOW W ETKN, epUiuKa UNKU He ocTaB/isfo W el
BOMOKOH candeTKu yaanuTb OCHOBHY rpsa3b. Mcnoab30BaTh
WnpuL, NUNeTKY WA BOASHOW NUCTONET U W ENOMHON UK
9H3WMHbI/ OUNCTUTENDb AN MPOMbIBKM KaHana Hacagku.

10 MUHYT

Mcnonb3ys ynbTpasBYKOBY BaHHY, BblgepXaTb MeAWLUHCKOE

u3fesune He MeHee AeCATU MUHYT B CBEXEM BHOBb
NMPUroTOBMIEHHOM pPacTBOpPe W eN0YHOro ouncTuTens. Cnefosathb
pekoMeHAALWAM NPOU3BOAUTENS, KAcat L UXCH BPEMEHN
3KCNO3NLUMK, KOHLEHTPAaL WU, TEMNepaTypsbl W KayecTBa BOAbI.

1 MUHYTa

MpomblTb-M34eNne N0 XONO4HOW MPOTOYHOW BOLON.

Wcnonb3oBaTh WNpuL, NUNETKY MW BOAAHOW NUcToONeT Ans
NPOMbIBKM KaHana Ans HacagKu.

4 MUHYT

MpowbiTb M MPOAE3NH(OULMPOBATL MEANBUHCKOE U3AeNNE,

MCNO/b3ys LW EeN0YHON OUNCTUTENb, PN NOMOL M MATKON W EeTKK
WNK epuinKa yaanuTb rpsaisb ¢ NOBePXHOCTU. MpomoiiTe
MEAVLMHCKOE U3aenne Noj BoAoii 'BO nabexaHue
PACNPOCTPAHEHMUS 3arPA3HAIO L UX)BELLECTB B BO3yXe

1 MnHyTa 30 CeKyHf

[TpoMbITb M3esne B AEMOHN3UPOBAHHOW MU OUYNLLEHHOI BOfe.

Mcnonb3oBaTh WNPUL, NUNETKY-WIN BOLAHOW NUCTONET AN
NPOMbIBKWM KaHana Ans HacajKu.

Bu3syanbHO oCMOTpeTb MegULWHCKOE U3jenue.

MoBTOPATL NpoUeaypy A0 HOJMHOFO yaaneHWs BCeEX BUAOB
BUANMbIX 3arpsisHeHnii. B_KQHLUEe NpoMbITb U3fenne B
[EVOHN3NPOBAHHOW MM 04N eHHON Bode. O6GCYW NTL M3genne
npuM NOMOLW M MATKON HE-OCTaBNAKO WL el BOpca cang eTKu, nan
MELNULMHCKOTO YMCTOROCXaTOro Bo3ayxa

ABTOMATNYECKAs! OUUNCTKA

-NIPOJO0/HKNTENBHOCTb
MpepBaputenbHas 2 MUHYTHI
NpoMbIBKa
Moiika 2 MUHYTHI
Helitpanusauns 5 MUHYT
MpomblBKa 2 MUHYTbI
CyuiKa 40 MUHYT

Tepmuueckas Ae3MHBEKLNS.

Tabnvua 11

XonoaHas BoAgonpoBoAHas ‘Boaa

FopAvyas BOja M3 Noj kpaHa C TemmepaTypoi
BblLLE 40°C. Mcnonb3oBaTb L,eno4YHoM
oynmw,aro W nii pacteop;

Nopauas Boga w3 anof kpaHa ( 40°C) ¢
HelTpanusywmnm CpeACTBOM npu
HEeob6X04MMOCTH

OvcTunnupoBaHHas AW oYWl eHHas Boja C
TemnepaTtypoil Bbile 40°C

Mpun Temnepatype 90°C

Tepmunyeckana geanHdpekumnsa nposoantcs npm 90°C B TeYeHMe He MeHee NATU MUHYT.
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MpeacTepunnsaLMoHHas o4nUCTKa

Mpu 3aMaynmBaHUM WU KUNSYEHUN B MOIOLLEM PacTBOpPe W3AENNs MONHOCTbHIO MOTPYsKAT B
pacTBOp MO LW,Ero CPeACTBa, 3aM0ONHAS UM KaHaabl U NONOCTN U3LeNui.

Moliky wu3fenuii ocylWecTBASOT C MNOMOWbIO epla, BaTHO-MapJ/eBbiX ) TAMMNOHOB,
TKaHeBbIX caNeToK; KaHanbl W34eNuili NPOMbIBAOT C MOMOLbIO LWiNpULLA.

Tabnuua 12
Cpenctso KoHueHTpaymnsa TemnepaTtypa Bpema/o6paboTkm
pactsopa,% pa6ouero
pacTeopa
OekoHekc 50 &P 15 He meHee 18 °C 40 MUH

("Bopep Xemmu
AT", LW Beruapuna)

Crepunusaums

CTepunnsoBaTtb U3fenme MoXKHO, UCNOb3YyA METO[ CTepUAN3aL M napom nog
M36bITOYHbIM faBneHuem 0,22 MIla's napoBomM cTepunuszatope (aBroknase) (ISO 17665 unm
OTeyeCTBEHHble CTaHAapThl). PekOMeHAauny npefcTaB/ieHbl B TabanLe HUXe

Tabnvua 13

MpOAO/MKNTENBHOCTb TemriepaTtypa Bpems CyLLKM

He meHee 18 MUHYT 1325134 °C 15-20 MUHYT

MpofonXnTtenbHocTb cywku ot 15 go 20 MWHYT B 3aBUCMMOCTM OT CAEAYIOLWUX
KPUTEpPUEB,;
. TMN MaTepuana ynakoBku, ob6GecrneymBawuwinidi CcTepunbHbIR 6Gapbep, WAW) XKeECTKue
KOHTeWHepbl MHOROKPaTHOTO MCNOb30BaHWNS;

. KONnn4yecrBo napa;
. MaTepunanblh MEOULUMNHCKOIO U3fenna;
. 06 it Bec;
. TEXHUYECKNE XapaKTEPUCTUKN CTepmnangdatopa,
. npakKTuMkKn, npumeHsemMmble B BalleM ;pernoHe;
. pa3HOe BpeMs OXnaxaeHus.
NpoBepka

Wagenns [OMXKHBI 6biTb OCMOTPEHBI Ha HallMuMe OCTaBLWMXCH 3arpsA3HEHU, pPXXaBUYUHbI,
3aTYNAEHUS, 06eclUBEYNBAHNA UAN NOBPEXAEHUN.

Mepes o6paboTKOM ¥ cTepunmsaunelin OYNLLEHHbIX M34ennii yGeELMTECb, YTO OHU 4YUCThIE,
HEe MMET MOBPEXAEHUR N QYHKUNOHMPYIOT Hagnexawnum o6pasom:

Y TUNM3nMpoBaTh NOBPEXAEHHBLE M3LeNNA, HE CMa3blBaThb.

CPOK C/YXXbbl
Cpok cnyx6bl  MefuLMHCKOro  u3sgenus «Habop  HacafoK K  MeAULMHCKUM

CTOMATONOTMYEeCKUM YyNbTPa3ByKOBbIM annapatam » coctaBnsiet 10 ner.
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MeguuuHckoe wu3genve «Habop Hacagok K - MeAUUMHCKUM  CTOMAaTO/IORAYECKUM
YNbTPa3BYKOBLIM annapatam» otHocuTca K Knaccy b B cootBeTcTBUM ¢ CaHlMuH 2.1.3684-21 u
JOMKHO ObITb YTUAM3MPOBAHO B COOTBETCTBMM C MpaBunamMu, AeWCTBYHOWUMUL/B CTpaHe
YTUAN3AUUN U3LEeNNA. Y TUNN3NPYATE 3arpsisHeHHbIe U34eNns B COOTBETCTBUW C MECTHbIMU WU
rocyfjapCTBEHHbIMW NpaBuIamMmn yTuamnsaLmm 61onormMyecky onacHbIX 0TXOLOB.

Mpy yTUnmn3auum 3arpsa3HeHHbIX YacTell HageBaliTe nepyaTku.

Bce ynakoBouYHble MaTepuanbl MOCTaBNSEMOr0 M3AENUS He HAHOCAT Bpefa-OKpy>KatoLlei
cpefie 1 nog/iexar BTOPUYHOW nepepaboTKe.

FAPAHTUAHAA MHOOPMALIMA

N3rotoBuTe/lb HeceT OTBETCTBEHHOCTb B OTHOLUEHMM MEeAMUMHCKOro u3genus no
OTCYTCTBUIO Ae(PeKTOB U COOTBETCTBUSA:3aAB/IEHHbIM MPOU3BOANTENIEM XAPaKTEPUCTUKAM, MPU
CO6NI0EHNM YCNOBUIA TPAHCMOPTUPOBAHMS, XPaHEHUS N NPUMEHEHWS.

Ecnn Bac He y0BneTBOPSET AaHHOE MeAVLMHCKOE 13fenve Uin'y Bac BO3HUKW Xasobbl
nny Npobnembl, CBA3aHHbIE C MPUMEHEHNEM MEAULMHCKOIO U3L4eNns, NoXayicTa, CBSXUTECH C
HaWuM npecTaBuTeNeM B Balleid cTpaHe. [ononHWTenbHO ‘Mbl NpocUM  Bac YyKasaTb
NAEHTUDUKALUMOHHBIA W CepUiiHBIA  HOMEP MeAMLMHCKOr0 W34eNnnsi, CBOK KOHTAKTHYH
WMHOpMaLMI0, BKIKOYAA UMSA KU-HOMep TenedoHa, a Takxke ~MOAPO6HYK WHMOpMaLUIO o
npo6semax, ¢ KOTOPbIMU Bbl CTOAKHY/ICD.

MEPEYEHb NMPUMEHAEMbIX NMPOUN3IBOONTEAEM (N3F OTOBUTEJIEM)
MEANUNHCKOF O U3OENNA HAUMNOHAJ/IBHBIX CTAHOAPTOB

Mpon3BoauTens 3adB/AeT, UTO  MefULMHCKOe u3genue. «Habop Hacajok K MeaVLUHCKUM
CTOMATO/IOrMYeCKNM YALTPA3BYKOBbIM annapatam» oOFseuaeT Tpe6oBaHuam EN SO 1348 ,
MONHBIV CMNCOK MeXAYHapOoHbIX Tpe6oBaHMI NpefoCTaB/AeTCA Mo 3anpocy.

PEKNAMAIUAA

SOCI*bM"roUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee(O6LiecTBO N0 pa3paboTke NPUAOKEHUIA ANs
3NMEKTPOHHOMN TeXHWKN, AKLNOHEPHOE 06LLECTBO-YNPOLEHHOIO TMNA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 ABeHto MocTaB diicens, 3m Ay ©3ap-33700 MepuHbsik, dpaHuus).

MecTo. npon3BoACcTBa:

SATELEC a company of ACTEON-Group

17-Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEIJIEK, rpynna komnaHuii AKTEOH

(17 ABeHto MocTas diichens, 3uLy ®ap 33700 MepuHbsik, PpaHumns)

OpraHun3sauus, NnpuHUMaroLLas Ha TeppuTopun Poccuiickon ®efepadiav NpeTeH3nn ot
noTpebuTeneil N0 KayecTBy MeLUUMHCKOro 3Lenus;

MM HopkuHa Maprapura ~BaneHTuHoBHa (MacnopTt P® 4511 194312, BblgaHHbIN
OtaeneHnem Y®MC Poccuwino rop. Mockse No paioHy-fleBobepexxHbId, Aata Bblgayuu
13.07.2011 r, kof noppassneneHus 770-022)

125195, r. MockBa, yn."befiomopckas, 24,3, 148

TenetoH:+7 495 1501323.
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NHhopmaums 0 MeaULIMHCKOM MU3AEeNnu.
HaviMeHOBaHVie MeVILIMIHCKOIO M3AeNNsi:
Ha6op Hacagok K MeAULMHCKMM CTOMATO/OMMUECKUM Y/bTPa3ByKOBbIM anrnapaTam:

Habop HacafoK K MeAVWLUUHCKMM CTOMAaTO/IOMMYECKUM Y/bTPa3BYKOBbIM —annaparam
PERIO KIT B cocraBe:

-Hacagka 1S- 1wt/yn

-Hacagka H3 - 1wr/yn

-Hacagka H4L - 1wt/yn

-Hacagka H4R- 1 wT/yn

- AMHAMOMETPUYECKUIA KNOY CUHWIA= 4 wWT./yn.,

- aBTOK/1aBMPYEMbIA NIaCTUKOBBIA-O0KC - 1T/yn

(Janee no TekcTy Habop) Hacagok K MeAWMUMHCKUM  CTOMATONOMMYeCKUM
yNbTPa3ByKOBbIM annapaTtam)

MNpounsBoanTenb: _

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6wecTBo no pa3paboTke NpUAOXKeHW ans
3NIEKTPOHHOW TEXHUKW, AKLMOHEPHOe 06LLECTBO YNPOLLEHHOIO THMA)

17 Avenue Gustave Eiffel'Zi Du Phare 33700 Merignac;-France

(17 ABeHto MocTas Jitens, 3u Ay Pap 33700 MepuHbsk, ®paHLus).

MecTo npounsBojcTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEIJIEK, rpynna komnaHmin AKTEOH

(17 ABeHto lNoctaB dindens, 3n Ay ®ap 33700-MepuHbsik, PpaHums)

YNONHOMOYEHHBIN NpeacTaBUTE b NPOU3BOANTENS Ha TEPPUTOPUMA

MM HopkuHa Mapraputa BaneHTuHoBHa (Macnopt P® 4511 194312, BblAaHHbIiA
OTpeneHvem Y®MC Poccum no rop. MockBe Mo pailoHy JleBoGepeXHblil; AaTa Bblgauu
13.07.2011 r,-k0p noapasgeneHus 770-022)

125195~F~Mocksa, yn. benomopckas, 24,3, 148

TeneoH; +7 495 1501323.

HaszHaueHUe MeaULIMHCKOrO M3aenns:

Ha6op HacagoK K MeLULMHCKUM: CTOMATO/IONMYeCKMM Y/bTPasByKOBbIM annaparam
npegHasHayeH AN COBMECTHOW paboTbl C anmapatamMu CTOMAaTOMOFUYECKMMUW [N CHATUSA
3YOHBLIX-OT/IOKEHNIA W AN KOCTHOW XUPYPTUN.

NMoka3zaHus

e Hannuune 3y6HOro KamHs Ha 3yb6ax (neyeHvie 1 NpouiakTnKa)
» 3abonesaHua napofoHTa‘(fleyeHre 1 NPOpUIaKTNKa)
* YXO0pA 3a UMniaHTamu- 1 pectaBpauns 3y6os
o YXyAuweHne QyHKL U 3y60B ( NeveHne n npounnakTiika)
e YepHbIA NUrMEHTHbIA HaneT
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MeanuMHCKOe  u3genne MpefHasHayeHo [Ans  MCMOMb30BaHUA  CTOMAToNoroM  Ww
cneunanmMcToM Mo JIEYEHW0 U NpoTe3npoBaHMio 3y60B. HacTosilee ugenvie npegHasHayeHo
TONbKO ANt NPOECCUOHANBHOTO MPUMEHEHNS.

OrNnMCAHME MEVLUNHCKIX I/I3,£I,EJ'II/II7I NCIMOJ1Ib3YEMbIX COBMECTHO.

1 «Annapat CTOMATONOrMYeCKUin AN CHATUA 3YOHbIX OTNOXEeHW cepun Newtron»,
(AnnapaTt cTOMaTONOrMYECKNA ANs CHATUA 3yOHbIX OTN0XeHUn Newtron Boaster,HakoHeUHUK
Newtron, AnnapaT CTOMaTOMIOMMYECKNA Ansi CHATUA 3yBGHbIX oTnoxeHnii Neéwtron P5 B.LED,
HakoHeuHuk Newtron Slim B.LED) ( HaxoguTcsa B npouecce rocyfapCTBeHHOW permcrpauumn Ha
Tepputopun P®) npoussoactea SATELEC, dpaHums.

2. «Annapat CTOMaTON0rMYecKnii Ans-KocTHol xmpyprun PIEZOTOM CUBE» (AnnapaT
CTOMATO/NIONMYECKUiA Ans KocTHoi xupyprun PIEZOTOME CUBE, Hakoweunnk CUBE LED)
(PernctpaunoHHoe ypoctoBepeHne No “P3H 2021/14297 ot 13.05.2021r.), npou3BOACTBa
SATELEC, ®paHuua

3. «Annapat CTOMaTo/IorMYecKui) AN CHATUSA 3YBHbIX OTIOXKEHMUIA C NPUHAANEXHOCTAMM
(Annapat CTOMAaTO/IOTNYECKUI ANA-CHATUA 3YOHbIX OT/IOXEHWI C puHagneXxHocTamm:Mopens
P5 NEWTRON XS, HakoHeuyHMK Suprasson)( PeructpaunoHHoe ypoctoBepeHue NedC3
2007/00914 ot 21 pgekabps 2007ry), npounssopcTtea «Catenek C.A.C.»,-®paHuns

4, «CTOMaTONOrNYeCKIiA annapar PIEZOTOM c NPUHaANEXHOCTAMM»
(Ctomatonorunyeckuii annapat. PIEZOTOME B BapuaHTax UcRonHeHus: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome Selo LED), (peructpaumoHHoe yaoctoBepeHvie Ne P3H 2013/859
ot 12 niong 2013r.), npounsBogetea «Cartenek.C.A.C.», ®paHuus

5. «bnok CcTOMaATOMOTUYECKUA AN CHATUA  3YBHbIX  OT/IOKEHUA X inetic C
npuHagneXxHoctammu»  (BAOK  CTOMATONOrMYECKUIA  AAA) CHATMSA  3>"HbIX  OT/IOXKEHWN
Xinetic,HaK O He4HHK Supfasson), (PerncTpaunMoHHoe yaoctoBepeHme NeP3H 2013/858 ot 12
nong 2013r.), npounssogetsa «Catenek. C.A.C», ®paHuus

nPHUMN AENCTBUNA MEANLIMHCKOIO U34E/TNA

MpyHUMN aeeTBUS.

MpUHUMN OeACTBUS MEAVNLMHCKOTO U3AENNS 3aK/0YaeTCs B TOM, YTO OT OCHOBHOrO 6/10Ka
Ha yNbTPa3BYKOBQI ' CTOMATONOTMYECKNI A HAKOHEYHWK MOAAeTC  9NMEKTPUYECKUA  CurHan,
reHepupyemblii amnapaToM. HaKOHEYHWK CBSi3aH ¢ MeAMLMHCKMM annapaToM (MecpecTBOM
LWHypa. B ero cocTaB BXOAMT KepamMUUecKnii Mbe303NeKTPUUECcKnii npeobpa3oBaTesb, KOTOPbI
TPaHCHOPMUPYET~ IMEKTPUYECKNIA CUTHAN B YNbTPa3BYKOBYK BMGpaLyio. ~MexaHnyeckas
BMGpALIMA MepefaeTcsl CTOMATO/I0rMYeCcKol Hagafike, YCTaHOB/IEHHOWM Ha KOHLE/Y/IbTPa3BYyKOBOrO

HaKOHeYHVKa
OKASAHVE MEAVNUNHCKUX YCIIYT

MoaroToBKa K'paboTe MeaVLIMHCKOTO U3aenst

CocTaBnsiolne Heo6XoAuMOo OuuilaTh, Ae3MHAUUMPOBATL WL CTEPUNM30BaTL Mepef
KaX[bIM/ MCNO/b30BaHWEM. YCNOBUS ,QUUCTKW, [e3UH(EeKUMM U CcTepunmsauum ykasaHbl B
COOTBETCTBYIOLLEM pasfenie PyKOBOACTBA MO 3KCMyaTauum.

132'C 134C

Hapgnexalllas BuGpaLms-Hacaakv npeanonaraeT ee HafeXKHOoe 3aKpenaeHne B HaKOHEeUHIIKe
6e3 Ype3MepHOro AaB/eHns ‘Ha ynop. Hacagky Heo6XofMMO-3a(uKCUpPOBaTb B HaKOHEYHVKe C
MOMOLLbHO UHAMOMETPUYECKOTO K/Toua CUHEro 1 06ecnednTb HaaeXHoe 3aKpernaeHne HacaiKm
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B HaKOHeYHMKe Ans Hacagok (Puc.l). YUpesmepHblii 3aKUM HacaKn MOXET MPUBECTU K
MOBPEX/AEHUIO HACAAKN UM HAKOHEYHNKA.

(b>

at

Puc.1

Bbl6op HEOOX0AMMOI HACalKM OCYLLECTBAETCA TONbKO.CTOMATO/I0rOM.
Y6eanTechb, YTO BblOpaHHbIV PeXXM COOTBETCTBYET BbIOPaHHOW Hacajke.

3aBeplueHue paboThbl

Mocne 3aBepLUEHUs APOLEAYPbI
1. OTCoeaUHUTE HacafKy;
2..BbINOMHNTE -QUNCTKY W CTEPUNN3ALMIO MEJULIMHCKOTO W3AENNs, KaK ONUcaHo-B rnaBe

CTEPNNIN3ALUVA.

YKasaHUA no TeXxHNKe pa6OTbI C HaCcagKamMu:

* Bo Bpems06paboTKM 3y60B HacagKy CAEAYeT fAepXaTb MO KacaTeSlbHOW K MOBEPXHOCTM
3>'0a;

* Hukorga He fepXuTe Hacagky nepneHANKYNspHO 3y6HOW amanu;

e [iBuraiiTe HaKOHEYHWK Harogobue-ABVKEHUS KUCTbIO C He3HaYUTeNbHbIM HGOKOBbIM
[aBAEHNEM;

 TIlpu paboTe C Hacagkamum WCHONMb3YiNTe TO KOMMYECTBO -MppuUrauum, KoTopoe
peKomeHayeTcA ANs BbIOpaHHOW HacaaKu;

» “[lepes Mcnonb3oBaHNEM BU3Ya/ibHO NPOBEPbTE COCTOSIHME HaCagKW;

/+Flpun paboTe Bcerga HafeBaiTe-MeANLMHCKYO MacKy v nepyaTku.

OMUCAHWE KOHCTPYKTUBHbIX OCOBEHHOCTEN MEAVNLIMHCKOTO
U3LENNA

B cocTaB MeAMLUMHCKOFQ / M3[enns BXOAST Hacafku ~Ans COBMECTHOW paboTbl C
MEAULUMHCKAM YNbTPa3ByKOBLIM) annapaTtoM W, B 3aBUCUMOCTM OT BapuaHTa WCMOMHEHUS
Habopa, MOryT BXOAWTb: YHUBEPCA/bHbI/ CTa/lbHON K4 U-MeTan/myeckas MOACTaBKa Wu
[AVHAMOMETPUYECKMIA KU CUHWIA U aBTOKNaBMPYEMbIiA NIACTMKOBBIA 60OKC. Kaxaas Hacagka
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VIMEET CBOWM KOHCTPYKTVBHblE OCOGEHHOCTU, XapaKTepUCTUKM U PeKOMeHAyeMoe NpuMeHeHue
npy npoueaype.

Ha6op HacafoK K MeAMLIMHCKUM CTOMATO/OMMYECKUM Y/bTPa3BYKOBbLIM. afrapaTtam
PERIO HOT:

Hacagku: 1S, H3, H4L, H4R.

. Hacagka 1S -ToHKad, HaggecHeBad W MopfecHeBas Y/bTpa3ByKOBas UMCTKa, caHauus
Hersly60KMx KapMaHoB, C MepeMeHHbIM MPO(MUIEM CeYeHus, OT MONYKPYI/IOro K Kpyraomy,
3aKpyrneHHbIi aTpaBMaTUYHbIA KOHUMK. PYHKLMOHANbHBIA CTepXXeHb UMEET U3rné 60bLIOro
paguyca.

. Hacagka H3 - Pabounii KOHUMK=Ae3BUS 3aTOYeH C [BYX rpaHei:” MpumeHseTcs npu
NPO(ecCUOHaNIbHOW  TUTUEHe, YAaNeHUun 6O/blIMX W CPeAHWX KOHFNOMepaToB  3YOHbIX
OT/IOXKEHWIA B 061aCTV (PPOHTANBLHOW FPYNMbl 3y60B BEPXHEN U HUXHEW, HeNtOCTH.

. Hacagka H4L- JleBOCTOPOHHAS. Bnarogaps HanmuuMio Ne3Buii ¢ 2X CTOPOH KOHYMKa
no3BoniseT o06pabaTbiBaTb YacTW AePUMETPa KOpHel OOKOBOWN Fpynnbl 3y60B CneBa WM
BECTUOYNSAAPHbIE MOBEPXHOCTM XeBaTeNlbHbIX 3y6OB crpaBa. To)ke-CamMoe CrnpasefMBO W ANA
3y060B BEPXHEN YeNCTu.

. Hacagka H4R- MpaBoCTOPOHHASA. Bnarofaps Hanvuuio ‘Ae3BUi C 2X CTOPOH KOHYMKa
no3BosifeT obpabaTbiBaTb 4YacTil MepuvMeTpa KOpHeli 6GOKOBOW, rpynnbl 3y60B cnpasa WAn
BECTUOYNSApPHbIE MOBEPXHOCTU. JKeBaTe/bHbIX 3y6OB cfeBa. TOXe camoe crpaBef/iMBO W AnA
3y00B BEPXHEN YentoCTu.

Hacagka H3

Hacagka 1S

\ Hacagka H4R Hacagka H4L
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Puc.2. BHewwHnin Bya Hacagok H4L, HAR Habopa HacafoK K MeaVLIMHCKIM
CTOMATO/I0rMyecKnM ynbTpasBykoBbiM annapatam PERIO KIT.

. [MHAMOMETPUYECKMIA KUY CUHWIA MO3BONSET HAAEXHO 3aKPenuTb HEOBXOAMMYHO
HaCa/IKy B HaKOHEYHMKe 6e3 YOe3MEOHOT0 [aBNIeHNs Ha YMop, NpeacTaBieH Ha PUcyHke 3.

Puic.3. BHeWwHWiA BUA AMHAMOMETPUYUECKOFQ-K/o4a CUHETO

. ABTOKNaBUPYMbIA  MAACTUKOBLIA  GOKC  MUCMOMb3yeTcd Ana  yaobcTtBa  XpaHeHMs
ANHAMOMETPUYECKOr0 K/0Ya) CMHEero, obnervyaet CTepuAU3aluio HacafoK, NpPeAcTaBneH Ha

pucyHKe 4.

Koprnyc

Kpsilika

Puic.4 BHeLLHWA B/ aBTOK/IABUPYEMOTO NIacTUKOBOro 60Kca

TEXHUWYECKUWE XAPAKTEPUCTIN KW

TexHUYecKne XapakTepuUCcTNK MeauumMHCKoro nsgenus «Habop Hacagok K MeguLMHCKUM
CTOMATONOTMYECKUM  yNbTPa3BYKOBLIM — amnmapatam»  MpPeAcTaBieHbl B Tabivue — HWKe:
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MpuBeAeHbl rabapuTHble pa3Mepbl HacafoK, PEXWM annapata, NpPUMEHsieMblli Npu..pa6oTe
HacafjoK, COBMECTVMbI/i CTOMATONOrMYECKMIA annapaT, a TakKe PeXxXuM vppurauum Hacagku.

Ha6op HacafioK K MeaMLIMHCKUM CTOMATO/IOMMYECKUM Y/bTPa3BYKOBbIM. annapaTam
PERIO KIT:

Hacagku 1S, H3, HAL, H4R.

Hacaaka 1S (Ta6bnuua 1).

Tabnvua 1
Fa6apuTHbI a 4.0+ 0.2 Mm
e pasmepbl™ b 31.0£ 0.5 mm
c 13.0 £ 0.5 mm
d 1.0+ 0.2 mm
Macca 0,90+ 0,10 r
Pexxum annapaTta 14
Wppuraums
N\
/\ 10 ma/MUH £ 1 MA/MUH
Ycunue nssneyeHus He meHee 20 H
Ycunve pgna  BCTas/leHUs U He 6onee 30 H
3aKpenneHuns 5
AnnapaTt cTOMaTON0rMYeCcKNin gns cHATUA
3YOHbIX, O TNOXEHNIA ceprum Newtron;
COBMECTVMBblIi Annapat,CToMaTo/IoOrMYECKNIA AN CHATUSA
CTOMaTONOrNYeckunii annapar 3Y6HbIX QTAOXKEHUI C NPUHAAIEXXHOCTAMMY;

BNOK CTOMAaTONOrnyecknii Ans CHATUS 3y.OHbIX
OTNOXeHNA Xinetic ¢ NPUHaANEXXHOCTAMY
* OB03HauUeHUe rabap THbIX Pa3MepPOB NPeACTaB/1eHO Ha PUCYHKE.

Puc.5
.Hacagka H3 (Tabnuua 2).
& ( 1) Tabnvua 2
[FabapuTHble a 4.0 £ 0.2 MM
pasmepbl™® b 36.0 £ 0.5 mm
C 7.0+ 0.2 Mm
d 0.6 0.1 mm
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e 9.0+ 0.2 Mm

Macca 0,90+0,10r
Pexum annapara 2
Wppuraumns

r

A 16 ma/MuH = 1 MA/MUH

Ycunme nssneyeHus He meHee 20H
Ycunue Ans BCTaB/IEHUA 7 He 6onee 30H
3aKpen/eHns 3
AnnapaT CTOMaTO/IOMMYECKNIA ANs CHATUA
3y6HbpC 0TNOXeHUIA cepyuiaNewtron;
COBMECTUMbIA  CTOMATONOTMYECKNIA AnnapaT CTOMaTO/IOrUYECKNIA ANs CHATIS
annapat 3Y6HbIX OTNOXEHWI C MPUHAA/IEXKHOCTAMY;

Bnok CTOMaToNnornYyecknMin'ans cHATUS 3y6HbPC
OTNI0XeHUI Xinetic ¢ IPUHAANEXHOCTAMM
* O603HaueHVe rabapyTHbIX Pa3MEPOB MPEeACTAaB/IEHO Ha PUCYHKE.

Puc.6
1 Hacagka H4L (Ta6nuua 3).
Tabnmua 3

"abapuTHble a 4.0+ 0.2 Mmm
pa3mepbi* b 33.0+ 0.5 Mm

C 15.0+ 0.5 mm

d 1.0+ 0.2 mm

e 4.0+ 0.2 Mmm

f 9.0+ 0.2 mm
Macca 0,92+0,10r

PeXumM annapata 2
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Wppurauums

Ycunne n3sneyeHuns
Ycunne ans
3aKpensieHns

CoBMeCTUMbIA
annapat

BCTaB/IEHUA n

CTOMATOJIOMMYECKUNIA

-

1
4 16 ma/MyH = 1 MA/MUH
He meHee 20 H

He 6onee 30 H

Annapat cTOMaToI0rMyecKuiA Ans CHATUA
3y6HbIX OTNOXeHWI cepun Newtron;
Annapar cToMaTo/IorMYeckii Ans CHATUSA
3yOHbIX OTNOXEHWI C NPUHAAIEXHOCTAMU;
Bnok ctoMaTonornyeckuii aas CHATASA 3yOHbIX
OT/IOXKeHW Xinetic ¢ NPUHAANEXHOCTAMM

¢0603HaueHne ra6apuTHbIX pa3MepoB MpeACcT aBNeHO HA PUCYHKeE

N

Tabnuua 4

== Vo
i .
b . d
Puc.7

2. Hacagka H4R((Tab6nuua 4).
MabapuTHbIe a 4.0 = 0.2 Mm
pasmepbl* b 33.0+0,5 mm

C 15.0£ 0.5 mm

d 1.0+£'0.2 MM

e 40+ 0.2 MM

f 9.0+ 0.2 Mm
Macca 0,92 0,10 r
PeXkum annapata 2
Vppurauuns

Y.Cnne n3BJeYeHuUs
ycunue ans
'‘NaKnenneHns
COBMECTUMBINA

BCTaB/IEHUA n

CTOMATO/IOMMYECKUi

11
N 16 Ma/MyH £ 1 mn/MuH
He meHee 20 H

He 6onee 30 H

AnnapaTt CTOMaTONOrNYECKMNIA ANnA CHATUA
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annapart 3yOHbIX OTNIOXEHUIA cepum Newtron;
AnnapaT CTOMATONOrMUYECKNIA AnA CHATUA
3y6HbIX OTNIOXKEHWN C NPUHAANEXHOCTAMMN,
Bnok cTomaTonornyeckuit ANna CHATUA 3y6HbIX
0TNIOXKeHuiA Xinetic ¢ NPUHAANEXHOCTAMU
* O603HaYeHVe rabapuTHbIX pa3MepoB MPeCTaB/IEHO Ha PUCYHKE.

)

Puc.8
Cumson Pacwungposka CumBon PacwwndpoBka  CrMBON PacLungpoBka
KanenbHas CpegHag Bbicokas
nppuraums CKOpOCTh CKOpOCTb
[ r vppuraLmum 0 vppuratmm
) /\ /|\
B Tabnunue-5 ana HacafoK yKasaHbl LLepoXoBaToCTb U TBEPAOCTL MO POKBES/Y
Tabnvua 5
Hacanka LLlepoxoBaToCTb TBepaocTb No
Poksenny
1S,(H3, H4L, H4R. He onee 0,8MKm 52-:54 HRC
Huxxe npeacrasneHa YacToTa, nepegasaemas OT HAKOHEYHUKA K HacagKe
YacToTa, KIL, AnnapaT (HakoHeYHVK Ang annnapata)
07°24.0 fo 37.0 Annapat CTOMaTo/IOMMYeCcKUin AN CHATUA 3Y6HbIX

OTNOXeHWI cepun Newtron;

AnnapaT CTOMaToNorMyYecKNA-aNa CHATUS 3yOHbIX
OT/IOXKEHWUI C NPUHAANEXXHOCTAMM;

B10K CTOMaToNornyeckuii ANif CHATUA 3y6HbIX
OTNI0XeHUI Xinetic ¢ NpUHAANEXHOCTAMU

B Tabnmuax Hmke NpuBEAEHbI TEXHUYECKME XapaKTePUETUKN OCTaNbHbIX COCTaBNSHOLNX
MeAMLMHCKOro n3aenms
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[AnHamomeTpuyecknii Knod cuHmnii (Tabnuua 6).

Tabnuua 6
Fa6aonTHble pasmMepbl, MM | (38x038,0) + 2(m
23050
Macca —
KpyTawmii MOMeHT, H*M, He 6onee LM
ABTOKNaBMpyeMmblii NNacTUKOBbIA 60Ke (Tabnuua 7).
Tabnuua 7
127,8x38.0x88,2+ 2.0 Mm
abapuTHble pasmepbl
120.0£5.0r
M a c c a
MATEPWUATbI
Tabnuua 8
Hacaaka MeauyuyHCKas HepXaBetoLLas CTaslb
1S, H3, H4L, H4R. KorbLio MonutetpadTopatuneH (PTFE)
AnmasHoe Het
MOKPbITUE

1VICI1V priCW iU lj

CuHero, ABTOKNaBNPYyemMoro
0

Tabnuua 9

[VHaMOMeTpMYECKNA KoY
CUHMS MonuncynbhoH
(PSV)
. KpblliKa
ABTOK/1aBMPYEMbIi P

UDELP1700
MA1acTUKOBbIA 6OKC

Kopnyc
MARPKNPOBKA

T Xpynkoe, 06palllaThCs OCTOPOXHO

bepeyb or-Bfaru

. Bepx

Tt

REA
LOT Homep naptum

Homep. no katanory
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C€l

CootsetcTtByeT gupektnsam CE

CoortseTtcTByeT anpektueam CE

Jata n3rotoeneHuns

MN3roToBuTenb

TemnepaTypHbIA AnanasoH
[Jwnana3oH BAaXHOCTU
OrpaHnyeHus aTMOC(hHepHOro AaBeHNs

O6paTnTECh K MHCTPYKLMM NO NPUMEHERVIIO

ConpoBoauTenbHas AOKyMeHTauus B'9IeKTPOHHOM JOCTYne

HecTepunbHo

Rx Only: Mo tenepanbHomy 3aKoHy CLLIA npogaka faHHOro msaenus
paspeLueHa TO/bKO SILEH3NPOBAHHBIM BpayaM W Mo UX MopyyeHnto

KonunyecTBo B ynakoBke 14uT.

KonnyecTBo B ynakoBKe4-1LT.

Pa3peLLeHo MCMo/b30BaTh B MOKLLEN, Ae3HDULMPYIOWEA MallnHe
ANS TEPMUYECKOI Ae3nHMDeKL MM
Cnoco6Ho BbigepXaTt aBTOK/IaBMpoBaHme npu 132°C

Cnoco6HO BblaepxaTk aBTOKaBMpoBaHue npu 134°C

He ncnonb3oBath npn NoBpeXXaeHNn ynakoBKu

Homep ynakeBKu Ans 0TCNEXMBaHMUSA

NH®OPMALNA O HANMNYN B MEANLUWHCKOM N3AEJTNI
NEKAPCTBEHHOI'O CPEACTBA ANnd MEAVNUNHCKOI O MPUMEHEHWA,
MATEPUATIOB XVUBOTHOIL O N (M1TN) YHENOBEYECKOIT O MPONCXOXAEHNA

MaTepuanbl XXMBOTHOEQ WM YENI0BEYECKOTO MPOUCXOXAEHNUS B MEAULMHCKOM U34envn
«Habop HacafjoK K MeAWHMHCKAM CTOMATOMOMMUYECKUN ~yNbTPa3ByKOBbIM — annapaTam»

OTCYTCTBYHOT.
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JlekapCTBEHHblE CPeAcTBa B MeAULMHCKOM U3genum «Habop Hacafok K MeAWUMHCKNM
CTOMATO/MI0MMYEeCKMM Y/bTPa3ByKOBbIM annapaTam» OTCYTCTBYHOT. asFannK - K

dapmaleBTUYeCKMe CY6CTaHUMM B MeAMUMHCKOM  u3genun «Habop  Hacafok
MeAULMHCKAM CTOMATONOMMYECKMM YNbTPa3BYKOBbLIM annapatam» 0TCYTCTBYHOT.

CTEPUNNSALNA.

MeanLVHCKOE M3aeNnne NoCTaBMsAeTC HECTepUbHBLIM. 3aenve HeobXxoAMMO nogeeprarth
OUMCTKE Meped  KaadblM  WCMOMb30BaHWeM. [locne TOro, KakK  HaGafKM  OUMLLEHbL]
[E3NHMULMPOBAHbI 1 BbICYLLUEHbI, UX HEOGXOAUMO Pa3NOXWUTb MO MOPAAKY/BOOKCE, KOTOPbIi
[0MKeH ObITb MOMELLLEH U 3amneyaTtaH B CrelmanbHblii NakeT, NPUroaHbINA ANg ETepUIn3aLni.

HMMcnofoNTcTaNlbHYO MOYa/IKY-UNN abpasnBHble YNCTALLME CPeACTBa /15 OUUCTKM

rrn~n” pacTBOpbI. COAEPXKALLME NOL UK XI0P B 3HAYNTEALHOW KOHLEHTPaLMK.
YpoBeHb pH motowux 1 gesnHQULMpyoLWnX cpeacTs Ao/mkeH BbiTb 0T 7 fo 11
3apaXkeHHble 1 NCNOMb30BaHHbIE N3AeNNs He NOMeLLaiTe B KOPOOKY ANns CTepuansaum
WA HE MOITE B MaLLMHE. . «
MeTopg npefBapuTeibHOM OYUCTKU LO/MKEH UCMONb30BaThCA Mepes aBTOMAaTUYeCKow

MeanLUHCKOe n3fenmne CAENYET TLATEIbHO OUNLLATL U MOABepraTb KOHeUYHO

AL FTT=KYAAANANANN BCTaBAATbL B CNELUAObHbIE AepXKaTenn ang

WHCTPYMEHTOB U/IN B MaAEHbKME KOP3VHbI, YTOGbI OHW HE.[IOBPEeAUINCH MPK
AMONb3YWTE NPOMBIBHOW Ae3MH(EKTOP, KOraa 3TOBO3MOXHO. 36eralite neperpysa
KOP3VH ANSi MOVKM NpW YNbTPa3ByKOBOM YMCTKE UM KOP3MH MOOLLER/ Ae3nHpuumnpyoLe

MaLL L0 BpeMs NeueHns BbITUPaiiTe KPOBb W APYrWe GNONOrMUecKmne XUaKocT 1nm
3an3s3HEHNs, He NO3BONSSA UM BbICbIXaTb Ha MNOBEPXHOCTSX.

Mo 3aBepLIEHMM NPOLEAYPbl leYeHns 3arpsi3HeHHoe 060pyAoBaHIe CreayeT Hakp
BNAXKHOW candeTKoii, UCKNOUMB, TaKUM 06Pa3oM, ET0 BbicbixaHue. CneayeT OTAeNUTb He
3arpsAsHeHHbIE 3AENUs 0T 3arpsisHeHHbIX, YTOObIVICKNIOUMTL 3apakeHne NepcoHaa v

C*XANDON3BOAVTENb HEe HECET OTBETCTBEHHOCTY 3a MPOLEcChl CTepun3aLnit;-KoTopble
BbIMO/IHAET/KQHEYHbI NONb30BaTE b UM 38Ka3UMK, He Cnefys peKOMeHAaunsM npovu3BOLUTENS.

OppaHnyeHne no unKnam o04YUCTKU LWITbA'T Ha

MOBTOpPHbIe LMKNbI 06paboTKK, BKIOYAKOLWME MPOMbLIBKY BPYUHYIO, rnoouecce
n3genve.. Cpok KX cnyxobl Onpeaenigerca CTeneHbl W3HOCAa M MOBPEXAEHUs B npolecce
NCNOJIL30BaHNA

3a M asHI HHbIT A TANT TpaHCNopTUPOBaTb OTAENbHO OT He3arpAsHEeHHbIX,
yTQbbl M36eXKaTb 06LLEro 3arpasHEHYS.

NOMKHbI  OblTb OCMOTPEHbL_ W, O0BCNY)XeHbl He MO3Ke 4YeM 4epe3 [Ba 4aca nocne umx

Me°pel0UNCTKOW 1 NOCAe KaXKAoro UCMoNb3oBaHWs OTBUMHTUTE HAacaAKy C nepefHelt Yactu
HaKOHEYHWKA 1 NMOMECTUTE ee B COOTBETCTBYIOLLUIA KOHTENHEP.



MpeaBapuTenbHas 04MCTKa-PyUHOI Criocob.

O6opyaoBaHMe: MArkas LeTKa, MArK1ii epLinK Uan candeTtka, He 0CTaBnAoLmMe BONOKOH,
LUINPpWL, NUNETKA WM BOASHOW NUCTONET, LENOYHOA ouncTmuTenb (pabounii pacteop 1-13 /o).
YyNbTPa3BYKOBON OUNCTUTE .

1 MmHyTa

10 MUHYT

1 MuHyTa

4 MUHYT

1 munHyTa 30 cekyHp

Tabnuua Id

MpomMbITb M3Aenne Nog X0No4HOM NPOTOYHOW BOGOIA.

Mpn NOMOLM MATKOW LETKM, epLyMKa UM He OCTaBNAIOLLEN
BOJIOKOH CaNiheTKN YAanuTb OCHOBHYHO rpssb. /Icnonb30BaTh
W NpuL, NUNETKY Wi BOAAHOW MUCTONET U LUEMOYHON nn
3H3UMHbIV QYUCTUTENb 417 NMPOMbIBKM KaHasfa Hacagku
cnonb3ysynbTpa3ByKOBYHO BaHHY, BblaepXKath MeANLUHCKOe
n3genve He MeHee AeCATU MUHYT B CBEXXEM BHOBb
NPUroTOB/IEHHOM PacTBOpe LLEeN0YHOro ounctutens. Cnefosatb
peKkoMeHAaLuaM NPOU3BOANTENS, KacatoNXCa BpeMeHM
3KCMO3ULMKN, KOHLEHTpaumKn, Temneparypbl 1 Kayectsa Bog] -------
MpoMmBITb M3aenne Nog X0N04HOW NPOTOYHON BOAOIA.
cronb3oBath Wnpuy, NUNeTKy UM BOASHON NUCTONET AN
NPOMbIBKW KaHana Ans Hacafku.

[1pOMbITb 1 NPOAE3NHAULMPOBATE MEANLIMHCKOE M3aenne,
Eenonb3ys LeNoYHoW ouncTuTeNb. TIpy NOMOLLM MSTKOW LETKN
WNW epLUVKa YaannTb rpsidb C NOBEPXHOCTM. MpomoiiTe
MeauLVHCKOe M3fenne Moj BOAON BO m3bexaHue
pacnpocTpaHeHNs 3arpAHAOLLMX BELLECTB B BO3LYXE-------=--=--=---
MpPOMbITb U3feNVe B IEVOHU3NPOBAHHON MW OUMLLLEHHOI BOAE.
Mcnonb3oBaTh LWNPUL, NUAETKY UK BOASHON NUCTONET ANS
MPOMbIBKU KaHana fins HacaaKu.

BusyanbHO 0CMOTPeTb MEANLNHCKOE 13aenue.
MoBTOPATL NPOLEAYPY-AO NOMHOIO yAaneHns Bcex BUAOB
BUAUMbIX 3arpsisHeHniA. B KOHLEe NpoMbITb n3genue B
[EeVIOHN3NPOBAaHHOM WM ounLLeHHOW Boge. O6CyLWINTL M3aenme
NPy NOMOLLM MAFKOM He OCTaBNAOLLEN BOpca CaneTKy nm
MeAMLMHCKOro YUCTOro CKatoros 0 3 4 y X a

ABTOMaTUYecKas o4MncTKa

MpeagapuTensbHas

Moiika

Heritpanusaums

lMpomMbiBKa

2 MUHYTbI

2 MUHYTBI

5 MUHYT

2 MUHYTHI

Tabnuua 11

XonojHas BOLONPOBOAHAA BOAA

opsiyas Boja U3 NOA KpaHa C TemrnepaTtypo
Bbie  40°C. _Menonb3oBaTb  LUENOYHON
NUMLIAOLLMIA pacTBOp.

lopsayas Bopga. 43 nog KpaHa ( 4U
HeNTpann3yoLum CpesCcTBOM npu
Heo6X0ANMOCTHU

OucTunnvpoBaHHas WM ouulleHHas Bofa C
TemnepaTypoi Bbile 40°C
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Cyluka 40 MUHYT Mpwn Temnepatype 90°C

TepMunueckana gesmHpekymns.
Tepmunyeckasn gesvHgpekuma nposoamtcs npu 90°C B TeYeHME He MeHee NATU MUHYT.

MpeacTepnnnsaunoHHaa OYNCTKa

Mpwn 3amMauBaHUN UM KUMSIYEHWM B MOIOLLIEM PAacTBOPE W3[eNns NMOMHOCTLI0 MOrpyXXaroT B
0acTBOD MOOLLEr0 CPeACTBa, 3amo/HAS UM KaHasbl U NONOCTU U3AENWIA.
Moiikn3gennii  OC;WEeCTBASIOT C TMOMOLLUbI eplla, BaTHO-Map/ieBbNC TamMOHOB,

TKaHEBbIX Ca!'ICbeTOK; KaHanbl |/|3,qenw7| NPOMbIBalOT C MNOMOLLbLIO LINpULa.

Tabnuuya 12
CpeacTBo KoHUeHTpayms TemnepaTypa Bpems 06paboTku
pacTeopa,% paboyero
pacTBopa
JlekoHeke 50 D T-5 He meHee 18 °C 40 MuH

("Bopep Xemu
A", LWeeiuapws;

Ctepunusaymns

Crepunnsosatb NU34eNUEMOXHO, UCNOMb3ys MeTOA CTepuAn3aL M napom nog
N36bITOUYHbIM AaBneHnem 0,22-MlTa B napoBom cTepunmnsatope’(astoknase) (ISO 17665 nnm
0TeYeCTBEHHble CTaHAapThl):PeKoMeHauny npeAcTaBieHbl.B TabnuLe HuKe

Ta6nunya 13
MpofoNXNTENbHOCTDb TemnepaTypa Bpema cywku

He meHee 18 MUHYT 132 - 134 °C 15-20 muHyT

MpoAoMKUTENbHOCTL CyWKU oT 15 10 “20 MWUHYT B 3aBUCUMMOCTU (OT CrefyHoLux

KpUTEpWEB. YNaKoBKM, 0GECNe4uBalOLNA CTepUNbHbIA  Gapbep, WU KECTKUE

KOHTENHepBI MHOTOKPaTHOI0 MCMO0/b30BaHUS,
KOMKUYecTBO napa;
mMarepuanbl MeIMLMHCKOro M3aenus;
061LNIA BEC;
TEXHUYECKNE XapaKTepUCTUKN ETEPUINZATOPA;
APaKTUKKN, NPUMeEHSIEMbIE B BaliéM pervmoHe,
pasHoe BPEMSI OXNaXKAEHUS.

"nslennsa [OMKHBI ObITb OCMOTpPEHbI Ha Hann4yne OCTaBLUUXEA 38.I'pﬂ3H€Hl/Il7I, p>XaB4YnHbI,

satyeH™ s 06 a60T1TI creplm3aum” OUNLEHHBIX M3AEAIA YOeaNTECh, YTO OHW YUCTbIE,

HEe MMEOT MOBPEXAEHN 1 PYHKLMOHMPYIOT Hag/iexallymm 06pasom.
YTUN13MpoBaTb NOBPEXAEHHbIE U3[ENNS, He CMa3blBaTh.
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CPOK C/1Y>KbbI

Cpok cnyx6bbl  MeguUMHCKOro  m3fenna  «Habop  Hacajok K
CTOMAaTON0rMYeCKNM YNbTPa3BYKOBbIM annaparam » coctasnset 10 ner.

B cBA3M C TeM, YTO He HEBO3MOXXHO YCTAHOBUTbL MaKCUMa/bHOE YMC/0 BO3MOXKHbIX
npouesyp, KOTopoe MOXET ObITb ONpeseseHO0 MHOTMMUW NapaMeTpamuy, TakKUMKN Kak
NPOAO/MKUTENBHOCTb UCMOb30BaHUA, TBEPAOCTb 3yOHONM amManun, NPUIOXKeHHas C1a 1 U3HOC,
NPOV3BOANTENb PEKOMEHAYET MeHSATb Hanbo/1ee YacTo MCNOMb3yeMble HacaaKu HE PeXxe OAHOro
pa3a B rog. Hacagky cnefyet 3aMeHWTb, eCnv BUOpaunua Hacafkv He COOTBETCTBYET 3aAaHHO
4acToTe, annapar paboTaeT HenpasWIbHO, NPOLeLypa 3aHUMaET 60/iblLe BPEMEHM, YeM 00bIYHO,
WK1 0e3ynbTaT He LOCTUraeTcs.

[OnTenbHoe MCnosib3oBaHMe MeAULMHCKOro msgennsa «Habop Hacagok K MeaULMHCKUM
CTOMATO/IOrMYeCKMM YNbTPa3BYKOBLIM_@rnaparam» MOXET MPUBECTU( K “ero eCTEeCTBEHHOMY
n3Hocy. Mbl HACTOATENLHO HE COBETYEM W3MEHATb KOHCTPYKUMIO HacajoK MyTem
o06TaunBaHus, CrmbaHns UM Kakum TQ_ApyrumM crnocobom.

MeANLNHCKUM

TPEBOBAHUA K TEXHNUECKOMY OBCIY>KVBAHIMIO Y PEMOHTY
MEAVLIIHCKOO M3AENS

Mpn HEOBXOAUMOCTU CBXXMUTECH C MOCTABLLMKOM MegULUMHCKOro wu3genvs. He cnepyet
coasaTb MefVLMHCKOe W3AENvVie B PEMOHT ApYrvMM Creuuaauctam, TaK Kak B pesysnbrare
HEKaYeCTBEHHOr0 PeMOHTA  M3[e/ie MOXET MPeACTaB/ATE. .ONaCHOCTL A/1F MO0/b30BaTeNs U
MauneHTOB J

Cflyyae COMHEHUIN CBSXXWUTECb C aBTOPWU30BaHHLIM MOCTaBLLMKOM WAN C LEHTPOM
nocnenpofaxHoro oéecayxusaHns SATELEC, www.acteongroup.com
satelec@acteongroup.com

YCNOBUATPAHCIOPTUPOBKI, XPAHEHNA N SKCTIJTYATALAN

YNakoBaHHY NPOAYKUUIO CeayeT XPaHUTLB CyXOM U YACTOM MOMELLEHNI, F4e
MCKNHOYEHa BEPOSTHOCTb NoMagaHns NPsMbIX COAHEYHbIX NTyYeld, BPeAHbIX BELLECTB, Bnaru v
UpesMepHOro MOoBbILLIEHWe TeMMepaTypsbl. VIcnofis30BaTe CHavana NpoAyKUMIO C/MEHbLLNM
CPOKOM TOHOCTHW.

Ycnosusa xpaHeHUs

TemnepaTypa OKpyXatoLen cpefbl; o1 -20°C go + 70°C

OtHocuTenbHada BnaxHocTb; 10% ~~100%, BKNoyad KOHAeHcaT

ATtmocgepHoe gasneHne; 500 rfaao 1060 rMa

YCNoBUA TPaHCNOPTMPOBaHUSA

TemnepaTypa TpaHcnoptTuposaHma ot -20 go +70 °C

OTHOCUTENbHAA BAXHOCTL:BO3Ayxa 10-100 %, Bknoyas KOHAeHcaT

ATMOC(epHoe faBneHme o1 500 rMa go 1060 rla

YcnoBusa aKcnyatawmi:

TemnepaTypa skcniyataumm ot + 10 °C go + 40 °C
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OTHocuTeNbHas BnakHOCTb: OT 30 o 75 %
ATmochepHoe fasneHue: 800 rlMa go 1060 rlla

TPEBEOBAHNA KYTUN3ALNN

MeanumHckoe wu3genve «Habop HacafokK K MeAULUMHCKUM  <=TO«@TQOrM4eCcKUM
YNbTPa3ByKOBbIM annapatam» oTHocuTcs K Knaccy b B cootBeTcTBMM ¢ CaHlnH 2.1.3684-21 n
JO/MKHO ObITb YTUAU3MPOBAHO B COOTBETCTBUWM C MpaBWnaMu, [eNCTBYOWWMU B CTpaHe
YTUAN3aLUN N3Lenns. YTUAN3npynTe 3arpsisHeHHble 13Lenns B COOTBETCTBUW C MECTHBIMU WU
rocyflapCTBeHHbIMM Npasuiamn yTuansaumuy 6Monornyeckn onacHbIX 0TX0L0B:

Mpun yTUAN3aLumM 3arpsisHeEHHbIX YacTel HafeBalriTe nepyaTku.

Bce ynakoBouHble maTepuanbl MOCTABASEMOrO WU3L4eNNA He HaHOCAT Bpela OKpY>KatoLlei
cpefie U nofnexaT BTOPUYHON nepepaboTke.

FAPAHTUNHAA NMHDOPMALIMA

M3rotoBuTenb HeceT OTBETCTBEHHOCTb B OTHOLUEHUW MEAULIMHCKOrO U3fenns o
OTCYTCTBUIO [e()eKTOB M COOTBETCTBUA 3aB/IEHHbIM MPOW3BOAWUTENIEM XapaKTepucTUKam, npu
CO6MI0AEHUN YCNIOBUIA TPAHCMOPTUPOBAHUS, XPAHEHUA U NMPUMEHEHUA.

Ecnu Bac He yoBneTBopser JaHHOe MefULMHCKOe WU3AeNUe-1im y Bac BOSHUK/IN Xanoobl
nnm Npobnemsbl, CBA3aHHbIE C NPUMEHEHNEM MEAULMHCKOro U3AENNs, NoXanyncTa, CBSXUTECH C
HalMM npeAcTaBuTesieM B “Balleil cTpaHe. [lONOMHUTENILHO Mbl MPOCMM Bac YyKasaTb
NOEHTU(UKALUVOHHBIA W CEPUIAHBIA  HOMEpP MeAWLMHCKOFO »U3LeNS, CBOK KOHTaKTHYH
MH(OopMaLuio, BK/OYas WMS U HOMep TenedoHa, a TakKke MNoApo6HYK MH(opMauuio o
npo6nemax, ¢ KOTOPbIMU Bbl.CTONKHY/INCH.

MEPEYEHb NMPUMEHAEMbIX NMPOUN3BOANTEIEM (N3FOTOBUTEIEM)
MEANUMNHEKOI O N3AENNA HALUMOHAJIbHBIX CTAHOAPTOB

Mpon3BoguTenb 3aABNseT, 4YTO  MeauuUMHCKoe wu3penve «Habop Hacafok
CTOMaTONOrMYEeCKUM’ YNbTPa3BYKOBLIM arnapartaM» oTBevaeT TpeboBaHMAM ENSISO 13485,
MOMHbIV CAMCOK MeXAYHapOAHbIX TpeboBaHMiA NPELOCTaBNAETCA NO 3anpocy.

PEKNAMALIA

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRQONIQUE, Societe par actions simplifiee (O6L1ecTBO no pa3paboTKe NPUNOXKEHWIA ANA
3NEKTPOHHOM TEXHWUKN. AKLMOHEPHOE 06LLECTBO YNPOLLEHHOIO TMNA)

17-Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(72 ABeHto MocTaB diichens, 3n Oy-Pap 33700 MepuHbaK, ®paHLus).

MecTo npounsBojcTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi-Du Phare 33700 Merignac, France
CATENEK, rpynna komnauniAKTEOH

(17 ABeHto MtocTaB Jiipens, 3n Ay Pap 33700 MepuHbsaK P paHLna)

OpraHu3auus, NpUHMMaroLLas-Ha TeppuTopumn Poccuiickoli depepauun npeTeH3un ot
noTpebuTeneld No KauecTsy MEANLMHCKOrO U3AeNNs:
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nn HopkuHa Mapraputa BaneHtnHoBHa (Macnopt P® 4511 194312, BbiAaHHbIN
OtgeneHnem Y®MC Poccum no rop. MockBe no paitoHy JleBoGepexHblid, faTa/Bblgayuu
13.07.2011 r, Kog nogpasgeneHus 770-022)

125195, r. Mocksa, yn. benomopckas, 24,3, 148

TenedoH: +7 495 1501323.
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NHopmauus o MeanLMHCKOM U3aenin.
HavimeHoBaHMe MeAULIMHCKOrO U3aenns:
Ha6op Hacafok K MeAVLIMHCKMM CTOMATO/IOMMUYECKMM YbTPa3ByKOBbIM annapaTam.

Habop HacafoK K MeAUUMHCKUM CTOMAaTO/IOMMYeCKMM Y/bTPa3ByKOBbIM ' annaparam
PERIOMAINTENANCE BDR KIT B cocTaBe:

-Hacagka TK1-1S - 1wrt/yn

-Hacagka TK1-1L - lwrt/yn

-Hacagka TK2-1L - 1wT/yn

-Hacagka TK2-1R -1 wrt/yn

-IMHaMOMETPUYECKUI KU CUHWIA4. LIT./yn

-aBTOKNaBUPYEMbIA NNaCTUKOBbIA.BOKC -1 WwT/yn

(Qanee no TekcTy Ha6op) HacagoK K  MeAUUMHCKUMZ CTOMATONOrMYEecKUM
yNbTPa3ByKOBbIM annapaTam)

SOCIET® POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LiecTBo no pa3paboTke NPUNOXeHWl ans
3/IEKTPOHHON TEXHUKMN, AKLMOHEPHOE 06LLECTBO YNPOLLEHHOrO TMNa)

17 Avenue Gustave Eiffel'Zi Du Phare 33700 Merignac,.France

(17 ABeHto MocTas Jiadens, 3m Ay Pap 33700 MepuHbsik, PpaHuus).

MecTo Npon3BOACTBa;

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEIIEK, rpynna komnaHuii AKTEOH

(17 ABeHto MtocTaB Jindens, 3u Oy Pap 33700.-MepuHbak, PpaHLmsA)

YnonnomouleHhu it NMPEACTABUTENb NPOU3BOANTENS HA TEPPUTOPUN
M Hopkura Mapraputa BaneHTuHoBHa =(Macnopt P® 4511 194312, BblAaHHbIl
OtaeneHnem Y®MC Poccum no rop. MockBe ' no paiioHy JleBo6epexHblil, AaTa Bblhauu

13.07.2011 r,.k0n noapasgeneHuns 770-022)
125195,F-Mocksa, yn. benomopckas, 24,3, 148
TenetoH: +7 495 1501323.

HasHaueHu1e MeaULIMHCKOTO U3eNus:

Habop Hacafok K MegULMHCKUM. 'CTOMATO/IONMYeCKM Y/bTPa3BYyKOBbLIM —annaparam
npeaHasHayeH [ns COBMeCTHOW paboTsl € annapatamy CTOMaTONOFMYECKUMW [ANA CHATMA
3YBHBIXOT/IOXKEHUIA ¥ ANA KOCTHON XMPYPruu.

MokaszaHusi

* Hannune 3y6HOro KaMHs Ha 3y6ax (neyeHue n npouniakTnKa)
» 3aboneBaHus NapofoHTa/(NeveHne M NPOUNAKTNKA)
* YXO0[ 3a UMNaHTamu ¥ pectaBpauus 3y608
o YXypleHue PyHKLUN 3y60B ( NedeHne 1 NpogunakTuka)
* YepHbliA NUrMEHTHbIA HaneT
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Xunpypruyeckme MaHunynaumm:
e YpaneHue 3y6os;
e VIMnnaHTayms.
Xupypruyeckse BMewlaTenscTBa (OCTEOTOMMS,  OCTeonjacTuka, CUHAECMOTOMMS,
oTAeNleHne MembpaHbl ¥ BOCCTAHOB/EHNE 06beMa KOCTU B YesIHOCTH).

MpoTnBonokasaHun4

He noaiexxuT ncnonib3oBaHUIo A8 CNefyoLMX rpynn nawyueHTos:

* MnageHubl .

* bepemeHHbIe UMM KOPMSALLME XKEHLLMHbI 13-38 OFPaHNYeHNI, CBA3AHHBIX C BO3MOXHbIM
MCNONb30BaHNEM MEeAULMHCKMX PAaCTBOPOB, TaKUX KaK aHeCTETUKM

* [MaymeHTbl ¢ MEAULUHCKUMU PUCKaMK (OCTIOXHEHUAMM)

» [MaumneHTbl C annepruei

* Hanuume annaparta AN WCKYCCTBEHHOrO MOAAEPXKaHWS puTMa cepaua wunuv Apyrux
BXXMB/IEHHbIX CTUMY/PYIOLWNX YCTPOCTB.

 [MaTonorunyecku BbICOKas YyBCTBUTE/IbHOCTb IMaN.

» 3aboneBaHus cepaua

* BpOHXMT B XpOHMYECKON-hOpMe 1M BpOHXMabHas acTma

» PecnunpatopHble UHDEKLAN.

Mo6ouHble felicTBNA .
BO3MOXHO MUHMMaNbHOE MOBPEX/EHNE MSATKMX TKaHeid, 06pa3oBaHME asp030/1bHOr0
06/1aKa BOKpYT HacafKu1, COiepKalllero MMKPo6bl, KOTOpPbIe 3arps3HAOT BO3AyX B KaOMHETE.

Mepbl NpesoCcTOPOXKHOCTH

N3penne npefHa3Ha4yeHO 4715 UCMO/b30BaHNA
annapatamy SOCIETE POUR LA CONCEPTION DES"APPLICATIONS DES TECHNIQUE
ELECTRONIQUE, Soci6te par actions simplifiee (QO6LiecTBO N0 pa3paboTKe NPUNOXKEHWIA ANs
3NEKTPOHHOM TEXHWUKW. AKLUMOHEPHOE 0O0LLeCTBO- YNPOWEHHOro ”~"na) (fanee~mo TEKCTy
5ATbI.EC) 1 ynbTpa3ByKOBbIM HaKOHeYHWKOoM=Mpou3sogctea SATELEC. Wernonb3oBaHue
n3genne Jpyrux/mponsBoauTeneil NpuBeAeT K NOBPEXAEHNIO MeANLUHCKOrO U3,

MeauunHeKoe n3genne Heob6Xo4MMO CTEPUSIN30BaTb Mepes KaKAbIM MCHOMb30BaHWEM B
aBToknase. OTBETCTBEHHOE 3a CTePUIM3AUMIO-ANLO LO/MKHO MCMOMb30BaTh AOAXOAALLYIO ANA
cTepunm3aun= ynakoBky, OfHOPa30Bble CTEPUIN3ALMOHHbLIE NaKeTbl <(CUCTEMY 3alUTbl
CTEPUILHOCTI) B COOTBETCTBUM €O cTaHAapToM ISO 11607. CneguTb 3a TeM, UTOObI n3genve He
conpukacanaCb € Apyrumu npegmeTamu,  KOTOpble MOTYT MOBPeAWUTb WX TIOBEPXHOCTb U
CUCTEMY 3aLLUTbl CTEPUNBHOCTHN.

He-npeBblllaTh PeKOMEHA0BaHHbIA-ANA HaCa[loK PeXMM annapara.

He BKpyumBaTb 1 He BbIKpyUMBaTb-HaCa4KN NPU BKIHOYEHHOM HaKOHEUYHMKE.

[TpoBOANTL OUUCTKY, AE3UHDEKLMIO-V CTEPUIN3ALMNIO MEAVLMHCKOFO-N3LENNSA HE NO3XKEe YeM
yepes [Ba yaca nocse Ucnosib30BaHus.

JlepXaTb B Nnosie 3peHnst MeCTO RPOBeAeHUS NpoLesypbl

[Na CHWKEeHUA pucka, faxe . camoro He3HauyMTeNnbHOro, MOAb3YWTECh OTCaCbiBAKOLLMM
YETPOMCTBOM (CIHOHOOTCOCOM) M HaNOMUHaANTe NauueHTy, 4YTo CNeayeT AblLaTh Yepes HoC.

MauneHT JOMKeH COXPaHATh-COKOWCTBME, PaccnabmnTbes, COXPaHATb HEMOABUXKHOCTb,
3aHATb YA06HOE MOMI0XKEHWE, NEXA B CTOMATO/IOMMYECKOM KPECHIE.

TONIbKO Bpay MOXKET peLlathb, OyAeT M OH OKasblBaTb MEAULIMHCKME YCYrn NaumneHTam.

MoTeHUMabHble NOTPEOUTENN MEAUNLIMHCKOIO U3AeNnNs
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MeauuuHcKoe uM3fenne npefHasHayeHO ANs  WCMOMb30BaHMS  CTOMATONOIOM WK
CMeunanMcToM Mo JIeYeHU0 U NPOTe3npoBaHMO 3y60B. HacToswee usgenve npegHasHavyeHO
Tonbko A1 NPOGECCUOHANILHOTO NPUMEHEHMS.,

OrNnMCAHME MEAVLIMHCKIKX I/I3,D,Eﬂ|/||7| NCIMOJ1Ib3YEMbIX COBMECTHO.

1. «Annapat CTOMaTONOrMYeCKUn NS CHATUA 3yOHbIX OTNOXeHWl cepun” Newtrony,
(Annapat CTOMATONOrMYECKNIA AN1A CHATMS 3yOHbIX O0TN0XeHui Newtron Booster,HakoHeUHUK
Newtron, Annapat CTOMaTONOMMYECKNIA ANA CHATMA 3yOHbIX OTNoXeHui Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoauTcs B npouecce rocyAapCTBeHHON perncrpayumn Ha
Tepputopun P®) npoussoactea SATELEC, ®paHuus.

2 «Annapat CTOMaToNornyecknii ans-KocTHo xupyprun PIEZOTQOM CUBE» (Annapat
CTOMaTONIOMMYECKNA ANs KOCTHON xmpyprmn PIEZOTOME CUBE, HakoHweuHuk CUBE LED)
(PerucTpaumoHHoe ypocToBepeHme No=P3H 2021/14297 ot 13.05:2021r.), npou3BoaeTBa
SATELEC, ®paHuus

3. «Annapat CTOMaTO/IONMYECKUIN AN CHATUA 3YBGHbIX OT/IOXKEHUIA'C NPUHAANEXKHOCTAMM
(AnnapaT CTOMaTO/IONMYECKNIA ANA_CHATUS 3YOHbIX OTNIOXKEHWUI C NpuUHaAneXxXHocTaMu:Mogens
P5 NEWTRON XS, HakoHeyHuKk-" Suprasson)( PeructpaunmoHHoe yaoctoeepeHune XadC3
2007/00914 ot 21 pexkabps 2007r.),-npoussoacTtea «Catenek C.A.C.», ®paHuus

4. «CTOMaTOo/10r M4eCKni annapar PIEZOTOM c NPUHALNEXHOCTAMMU»
(Ctomatonorunyeckuii annapat PIEZOTOME B BapuaHTax mcnosiHeHus: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome/Solo LED), (peructpaunoHHoe yaoctoeepeHvie Ne P3H 2013/859
ot 12 nonsa 2013r.), npounssogcTaa «Cartenek.C.A.C.», dpaHuus

5. «BbnoK CTOMaroAOrMyeckuin  Ans  CHATMA  3YBHbIX  OTNOXKEHUA  xinetic C
npuHagnexxHoctTamm»  (BAOK  CTOMATONMOTMYECKUA  AAST) CHATUS  3YOHbIX  OT/NIOXEHWIA
Xinetic,HaK O HedHHK Suprasson), (PermcrpauymoHHoe ypoctoeepeHme NeP3H 2013/858 ot 12
nong 2013r.), nponssogetBa «Carenek. C.A.C», ®paHLuus

MPYUHLIMM AENCTBUA MEAVLIVIHCKOIO U3AENNA
MpUHUMN SerCTBUSA.

MpUHUMN AeCTBMS MeANLIMHCKOTO M3[enms 3aK/oyaeTcs B TOM, YTO OT OCHOBHOro 6/10Ka
Ha YNbTPa3BYKOBO/ CTOMATONOMMYECKNIA HAKOHEUHMK MOAAETCS 3NEKTPUYECKUIA  curHan,
reHepupyemblif. annapatoM. HaKOHEYHWK CBf3aH C MEAMLMHCKMAM annapaToM’ MoCPeACTBOM
WHYpa. B ero-cocTaB BXOAUT KepamMUUeCKWii-Mbe303MeKTPUYECKNIA Npeo6pasoBaTte/b, KOTOPbIi
TpaHC(hOPMMPYET  3NMEKTPUYECKMIA CUFHA._B YNbTPa3ByKOBYID BMGpaLui: MexaHuyecKas
BMGpaL s AEPELAETCS CTOMATONONMYECKo Hacaake, YCTaHOBIEHHOM Ha KOHLE Y/bTPa3ByKOBOIO
HaKOHEeYHMKa

OKASAHVE MEANLUNHCKINX YCNYT:

MoAroToBKa K paboTe MeANLIMHCKOTO M3AEMIS

CocTaBnsolUMe Heo6X0AUMO. “0UNLLaThb, [Ae3MHAULNPOBATL /M CTEPUN30BaTh Mepef
KKAbIM WMCNONMb30BaHWEM. YCNOBUA OYMCTKW, Ae3MH(eKuuM U CTepunmsauuy ykasaHbl B

132 ¢ 134'C
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Hagnexallas Bubpauus Hacafku npeanonaraeT ee HaeXXHoe 3aKpensieHne B HAKOHEYHUKE
6e3 upe3mMepHOro [aBneHns Ha ynop. Hacagky Heo6XoAMMO 3a(MKCUPOBaTb B HAKOHEUHUKE C
MOMOLLbHO AMHAMOMETPUYECKOTO K/KoUa CUHEro 1 06ecneUnTb HaeXXHOe 3aKpeneHIe Hacaakm
B HaKOHeuHuKe fAns Hacagok (Puc.l). UpesmepHblii 3aXKWM HacafKu MOXeT [PUBECTU K
MOBPEXAEHNIO HACAAKM UMM HAKOHEYHMKA.

b. \

rv= 6 noa
Puc.1

BbiGOp HEOGXOAMMOIHacaKM OCYLLECTBSETCS TOMBKQ CTOMATONOMOM.
Y6eanTech, YTo BbiBPaHHbIA PEXKM COOTBETCTBYET/BBIOPAHHOI Hacafke.

3aBepLueHne paboThl

Mocne 3aBeplLeHnsa npoueaypsbl
1 OTcoeanHUTE Hacaaky;
2..BbINOIHUTE- 0UUCTKY U CTEPUIN3ALNI0 MEANLMHCKOTO W3Jenuns, Kak OMicaHo B rnase

CTEPUNN3ALUA.

YKazaHusa Nno TexHuke paboTbl C HacagKaMu:

* Bo Bpems 06paboTku 3y60B HacagKy-CnefyeT Aep)KaTb MO KacaTeNbHOW K MOBEPXHOCTU
3>Na;

° HVIKOF,EI,a He ,qep>K|/|Te Haca,qu I'Iepl'IeH,CI.VIKyI'IFIpHO 3y6H0|Z M,

d ,ﬂ,BI/IFa[/lITe HaKOHEYHUK Hano,u,o6|/|e OBWXEHNA KUCTbKO C He3Ha4mnTe/IbHbIM OOKOBbIM
faBNeHneM;

* “Fpn paboTe ¢ Hacagkamu_sWCMOMb3yinTe TO KOMMYECTBO.. Mppuraumm, KoTopoe
PekomMeHayeTca ans Bbl6paHHOI7I HacagKu,

. I‘Iepe,u, Mcnosib3oBaHNEM BU3YafbHO MPOBEPbLTE COCTOAHMNE HACaAKWN;

» [lpwn paboTe Bcerga HageBaiTe MeAULUMUHCKYHO MaCKy 1 NepyaTku.

OMUCAHUE KOHCTPYKTUBHbIX OCOBEHHOGCTEN MEAULMHCKOIO
N3LENUSA

B cocTaB MEAMUWNHCKOTO wu3genna BXOAAT HacagkKu™ Ansa COBMECTHOVA pa60TbI c

63



MeAULMHCKVAM  yNbTPa3BYKOBbIM annapatoM 1, B 3aBUCMMOCTM OT BapuaHTa WCMOIHEHWS
Habopa, MOryT BXOAWTb: YHWMBEPCA/bHbIA CTa/IbHOM K04 U MeTa/i/inyeckas MoACTaBKka Win
[AVHAMOMETPUYECKUIA K04 CUHUIA M aBTOK/TaBMPYeMbIiA NIaCTUKOBbIN GOKC. Kaxaas jHacazika
MMEET CBOM KOHCTPYKTVBHblE OCOGEHHOCTW, XapakTepUCTVKN U PeKOMeHAyemoe MpUMeHeHMe

Mpy NpoLeaype.

Ha6op HacagoK K MEANUNHCKNM CTOMAaTO/IONMYECKUM YNbTPa3ByKOBbLIM armnapaTtam
PERIOMAINTENANCE BDR HOT:

Hacagkun: TK1-1S, TK1-1L, TK2-1L, TK2-1R.
. Hacagka TK1-1S - VmeeT Kpyrige ceyveHve Manoro paguyca. C HaHeceHHOW Ha
MOBEPXHOCTb MapKUPOBKO Yepe3 Kaxkaple- 3MM. [ OLeHKM 1 06paboTKIM /MENKNX KapMaHOoB U
KapMaHOB CpefiHel riyouHbl (< 4 MM),” CIONb3YETCA B NMPOCTbIX CyYasX.
. Hacagka TK1-1L- WmeeT Kpyrnoe ceveHne Masioro paguyca. C HaHeCeHHON Ha
MOBEPXHOCTb MapKMPOBKOA Yepes ‘kakable 3MM, Kaxdasd BTOpas MeTKa VMeeT TEMHYH
MapKMPOBKY. [/IMHHbIA 30HA ANF=~O0LEHKU M 006paboTKM KapMaHOB CpefHeil rnyouHbl W
rN™NOKUX KapMaHoB (> 4 Mv).
. Hacagka TK2-1L- J1eBOCTOPOHHAA. VIMeeT Kpyr/oe (.CeYeHne Manoro paguycy
Vcrionb3yeTca Ans neveHnss MPEMONSPOB M MONSPOB, A1 00PabOTKM KapMaHOB CpeaHeit
ryGuHbI, FNY60KNX KapMaHOB-A.GhypKaLyn.
. Hacagka TK2-1R- [1paBoCTOpOHHAA. IMeeT KpYyr/ioé CeyeHWe Masioro paguvyca.
Vcrionb3yeTcs gns neveHns MPeMOSIPoB U MONSPOB, /18 00paboTKM KapMaHOB CpeaHei
rNy6VHbI, TTy60KNX KapMaHOB 1 (pypKalyn.

Hacanka TK1-1S Hacamka TK1-1L

Hacanka TK2-1L Hacangka TK2-1R
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Puc.2. BHewHui Bug Hacagok TK1-1S, TK1-1L, TK2-1L, TK2-1R Habopa HacafoK K
MeMLNHCKMM CTOMATO/IOMMYECKNM YNbTPa3BYKOBbLIM annaparam
PERIOMAINTENANCE BDR KIT.

. [VHAMOMETPUYECKMIA  KMHOY  CUHWIA MO3BONSET HAAEXHO 3aKPEnUThb (HEOBXOAUMYHO
HacafiKy B HaKOHeUHMKe 6e3 Upe3MepPHOro AaBMeHNs Ha yrop, NpeacTaB/eH Ha pieyHKe 3

Puc.3. BHELWHWI BUA AMHAMOMETPUYECKOTO KKOUa CUHEro

. ABTOKNaBUPYMblii ~MJaCTUKOBbLINW GOKC Mcnonb3yercs Ans yAao6CTBa XpaHeHus
ANHAMOMETPUUYECKOTO KNlYa' CMHero, o6naerdaeT cTepuausauunio Hacajok, MNpefcTaBAeH Ha
pUCYHKe 22 .
Kopnyc
Kpsimika

Puc.4 BHeLHWIA B, aBTOKNaBMPYEeMOro NadeTMKoBOro 6okca

TEXHUYHECKNME XAPAKTEPUCTUNKN
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1 Hacagka TKI-IL (Ta6nmua 2).

Tabnuua 2
a6apnTHbI a 4.0£0.2 Mm
e pasmepbi* b 320+ 0.5 mMm
c 16.0 £0.5 mm
d 05+ 01 mm
Macca 0,95+0/10r
PeXxiM annapara 2
ppuraupsa
[\ 21 ma/MyH £ 1 MAMMUH
Ycunvie U3BnedeHns He metee 20 H
Yeunve pns BCTaBneHuA. 1 He Gonee 30 H
3aKpensieHns .
Annapat CTOMaTo/I0rM4ecKnii A1 CHATUA
3y6HbIX OTIOXKEHWIA cepun Newtron;
COBMECTUMBbIA Annapat CTOMaTo/0rMYecKniA Ansi CHATUSA
CTOMATOMOMYECKMIA annapar 3y6HbIX OT/IOKEHWIA C NPUHAL/IEXKHOCTAMM;

BI0K CTOMATONOrMYECKUIA 151 CHATUS 3YOHbIX
OTNIOXKeHWI Xinetic ¢ NpUHaLIEXXHOCTAMM
* O603HaueHVe rabapyTHbIX pasMepoB NPeLCcTaBEHO Ha PUCYHKe

Puc.6

2. Hacapka TK2-1L (Tabnmua 3). Ta6nuua 3

40+ 0.2 Mv
35.0+ 0.5 mm

Ma6apUTHbI a
b
I 11.0+ 0.5 mMm
d
f

P4 b

04+01 Mm
6.0+ 0.2 Mm



Macca
Pexxkum annapata
Wppuraupsa

Ycunve nssneyeHus
Ycunme gnAa  BCTaB/leHUA
"'3aKpervieHrs

CoBMeCTUMbIA
CTOMATO/IOrMYECKUIA annapar

095 +0,10r
2

r

/ \ 13 ma/MuH £ 1 MA/MUH
He meHee 20 H

" He 6onee 30 H

Annapat CTOMaTo/IOMMYeCKIAN 415 CHATUS
3y6HbIX OT/IOXeEHWIA ceprmn-Newtron;
Annapar CTOMaTo/I0rMYeCKuiA 1 CHATUSA
3YOHbIX OT/IOXKEHWIA C MPUHAANEXHOCTAMM,
BNOK CTOMATONMOrMYeCKUIA ANs CHATUA 3yOHbIX
OT/IOXKeHWI Xinetic ¢ NPUHALIEXXHOCTAMMN

4 O603HaueHMe rabapnTHbIX pa3MepoB NPeACTaBNEHO HA PUCYHKE

N A

Puc.7

3. HacagkaTK2-1R (Tabnuua 4).

MabapuTHbI a
e pas3mepbr* b
C
d
f

M fcca
RPexum annapara
Vppuraups

Ycunve v3BneveHns
Ycunne [onA  BCTaB/EHNS
*TAKpeN NeHmA

CoBMeCcTUMbIN
CTOMATO/OMMYECKIWIA annapat

Tabnuua 4

4,0+0.2 mm

35.0 £ 0.5 Mm

11.0+ 05 mm

0.4 +£0.1 mm

6.0+ 0.2 mm

095+0,10r

2

r

[\ 13 ma/MuH £, Lvmn/MyH
He meHee 20 H

n He: 6onee 30 H

Annapar CTEMATO/IOrMYECKUIA A1 CHATUS
3yOHbIX OTAGXKEHWI cepymn Newtron;
AnnapaT CTOMAaTO/I0rMYeCKUA 4151 CHATUS
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3y6HbIX OT/IOXEHWI C NPUHAAIEXHOCTAMU;
BoK cTOMaToNornyecknin Ans CHATUSA 3y6HbIX
OTNOXeHUI Xinetic ¢ NPUHALIEXHOCTAVIN
* O603HaueHVe rabapTHbIX Pa3MePOB NPeACTAaB/IEHO Ha PUCYHKE.

b 5
CvivBon PacLundpoka CMBos Aaclumdposka /-CrMBON PacLumgpoBKa
KanesnsHas CpepHsis Bbicokast
vppurauus CKOPOCTb CKOpOCTb
I [ vppuraumm [ MppUraLmy

. /\ I\

B Tabnuue- 5 AN HacafoK yKasaHbl LLEPOXOBATOCTb M TBEPAOCTL MO POKBENTY

Tabnuuya 5
Hacagka LLIepoxoBaTocTb TBepaoCTb 1o
Pokseiny
TK1-1S, TK1-1L, TK2-1L, TK2-1R He 60nee 0,8MKm 52-54 HRC
Hwxe MpeacTaBneHa YacToTa, nepeaasaemas OT HAKOHEUHMKA K Hacafike
UacToTa; kI Annapat (HakoHeYHK 17 annnapata)
OT 24.0°10 37.0 AnNMapaT CTOMATOoNOrMUECKUIA /151 CHATIS 3yOHbIX

OTAOKeEHWIA cepymn Newtron;

Arnapar CTOMaToIOrMYeCKMiA 151 CHATWS 3YOHbIX
QT/IOXEHWIA C NPUHALIEXHOCTAMIA,

BOK CTOMaTONOrMYecKuiA 15, CHATUSA 3yOHbIX
OT/IOXeHUIA Xinetic ¢ NPUHAAAEXKHOCTAMM

B Ta6n|/|u,ax HWKE NMPnBEAEHbLI TEXHNYECKUE XaPaKTEPUCTUKIU OCTa/IbHbIX COCTaB/IAOLLMNX
MEOQMLINHCKOIo n3sngennsa

OvHamomeTpuyecknin KNy cuHmii (Tabnuua 6). Ta6n|/1u,a6
[a6apuTHble pasMepbl, MM (38x038,0) £2 MM
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Macca 230x£50r
KpyTawmii MoMeHT, H*M, He 6oree 11

ABTOK/aBMPYEMbIA MNaCTUKOBbLIN 60KC (Tabnmua 7).

Tabnuua 7
[a6aouTHble pasmepb! 127,8x38.0x88,2: 2.0 MM
Macca 120.0+5.0°F

MATEPUAJIbI
Tabnuuya 8
Hacapxa MeavLMHCKas HepxxaBetoLLpsA CTasTb

TKMS, TKML, TK2-
1L, TK2-1R. KonsLo MonuteTpadiropaTnieH (PTFE)

Anva3Hoe OKPbITVe Het

Martepuanbl, KOTOpble MCMOMb30Ba/MCh MPK NMPOK3BOACTBE [HAMOMETPUYECKOTO K/ltoua
CUHero, ABTOK/NaBMPYEMOTO N/IaGTMKOBOrO GOKCA MeAMLIHCKOTO (M3AENNS, YKasaHbl B Tabnmue
9

Tabnuua 9
" "TQE nnn' '
[VHaMOMETPUYECKMIA K/THOY
CUHWIA MonncynbgoH
(PSU)
~  KpbilLlKa
ABTOKI'I&BI/IpXGMbIVI UDELP1700
MNACTUKOBbIN BOKC  Kopnyc
MAPKIPOBKA

XpyrKoe, 06paLLaTECs OCTOPOXHO

T
bepeub OT Bnaru
Bepx
1T
Homep no-karanory
REF
LOT Homep napTtmn
9 é 1 CootBercTeyeT anpekTmsam CE

C € CooTBeTcTBYET AnpekTnBam CE

70



[arta n3rotosneHuns
|nAr

M3rotoBuTenb

TemnepaTypHbIii AnanasoH

[nanasoH BNaXkKHOCTU

O =z

OrpaHuYeHIst aTMOCHEPHOIO [ABNEHNS!

0
O6paTnTech K MHCTPYKLMMN MO MPUMEHEHNIO
ConposoauTenbHasa AOKYMeHTauys B 31eKTPOHHOM J0CTyne
i
DKtramcUMf
HecTepuabHo
Rx Only: Mo denepansHomy 3akoHy CLLIA npofaxa faHHOro M3enns
R X pa3petLieHa TO/bKO JILEH3VPOBAHHBLIM Bpayam WK MO KX NopyYeHno
ONLY
KonnyecTso B ynakoBke 1 LuT.
LLL w KonmuecTso B YMNakoBKe 4 LU,
A PaspeLLeHo MCMob30BaTh B MOKOLLEW, Ae3MHDULMPYIOLLEA MalLHe
1 1 N9 TEPMUYECKON Ae3VHGEKLINN
arr Cnoco6HO BblAepXaTb aBTOK/MaBMpoBaHve npu 132V'C
e CnocobHO BbiAgpXKaTh, aBTOKNaBMPOBaHE Npy 134°C

He 1cnonb3oBaTb NpK-NoBPEXAEHNN YNaKOBKM

Homep ynakoBKW 4719 OTC/IEXKMBaHNA

NH®OPMALINA O HANUHNM B MEAVLUVNHCKOM U3AE/TNIA
NEKAPCTBEHHOI'O CPEACTBA ANA MEAVNUMNHCKOIMO-FIPMUMEHEHNA,
MATEPUVAJTOB XXBOTHOTI O A-(NJTN) HENOBEYECKOI @, FIPONCXOXAEHNA

Martepuranbl XMBOTHOMO WK HENMOBEYECKOrO MPOUCXOXKAEHUS B MeAVLIMHCKOM U3AeMAV
«Ha6op HacagoK K MeAVUMHCKAM  CTOMATO/IONMYECKMM  YABTPasBYKOBbIM — anmapaTam»

OTCYTCTBTTBEHHbIE A< MeguuUMHCKOM u3genvn «Habop HacafioK K MeaMUMHCKMM

CTOMATONOTMYECKUM YNbTPa3ByKOBbIM anmnapaTtaM» OTCYTCTBYOT.
dapmaueBTMyeckue +€Cy6CcTaHUMM B MEAMUMHCKOM —u3fennn «Habop Hacagok K
MEANLMHCKUM CTOMATONOMMYECKUM YNbTPa3BYKOBbIM anmnapatam» OTCYTCTBYIOT.
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CTEPUNN3ALNA.

MeauLUMHCKOE M3eNie NOCTaB/SETC HECTEPUIbHBIM. V3aenme Heo6XoauMo, moABepraTb
OUMCTKE TNepef KaxabM  WCMonb3oBaHWeM. [locne  TOro, Kak — HacafKw | OUULLEHBI,
[E3VHMLMPOBaHb! 1 BbICYLLIEHbI, X HEOGXOAMMO Pa3NoXWTb MO MOPSAKY B GOKGE, KOTOPbI
[0/MKEH ObITb MOMELLIEH 1 3aneyaTaH B CreLyiasibHbIiA NakeT, MPUrofHbIiA 419 CTEPUAN3ALIN.

MpefynpexaeHus:
He UCnonb3yiTe CTabHY0 MOYanKy WK abpasvBHble YNCTSLLE CPEACTBA 1S OUMCTKM
MEAULIMHCKOTO U3AENWS. D

e 1CroNb3yliTe PaCTBOPbI, COAEPXKALLME N0OA UM XN0P B 3HAUMTENILHON KOHLIEHTPALIMN.
YpoBeHb pH MOKOLLMX 1 Ae3VHPULMPYIOLLMX CPeACTB LO/MKEH ObiTs OF-7 10 11
3apaXkeHHble 1 MCNO/b30BaHHbIE-U3AENMS He NOMeLLaiTe B KOPOOKY: /1A CTepuamM3aLmm

W He MOITE B MaLLVIHE. . .

MeTog, npesBapuTeNbHOM OUMCTKY [O/MKEH UCMOMb30BaTLCA NepPes aBTOMaTUYeCKOi
OUMCTKOW. .

Me[MUMHCKOe 13aenne cneayer TIaTe/lbHO OUMLLATL U NOoABEPFaTb KOHEYHOM
CTepuan3aLmn nepes, 1crosb3oBaHieM.

[MapameTpbl CTepUIM3aLMn-0BeCneunBatoT AO/HKHYIO CTeMNeHb) CTepUIn3aLmnm TObKO A1s
MPaBW/IbHO OUMLLIEHHBIX MEAULAHCKVX U3HENNIA.

[Mpy aBTOMATNYECKO YUCTKE HACaLKV ClieflyeT BCTaB/ATh B CreLuaibHble fepaTeny 4
VHCTPYMEHTOB WM B Ma/IEHLKIE KOP3WHbI, YTOObI OHW He MOBPEAMICH MPU YMCTKE.

cnonb3yiite NpoMbIBHONM Ae3MH(EKTOp, KOrfa 3T0 BOSMOXKHO. VI3beraiite neperpysa
KOP3WH A1 MOVKM NPU YNbTPa3BYKOBOI YACTKE U KOP3UH MOOLLIEN/ Ae3MHLIMPYHOLLIEN
MaLLWHbI. .

Bo Bpems le4eHs-BBITUPaiATe KPOBb M Apyrue BUOAOrMYecKune XXUAKOCTU Wi
3arpsisHEHNs, He NO3BOMAS VIM BbICbIXaTb Ha MNOBEPXHOCTSIX.

Mo 3aBepLLEeHUM TPOLIEYPbI SIeYeHNs 3arpa3HeEHHOE 060pYyLOBaHWE CrieflyeT HaKpbITh
BNXKHOW CaNETKOM; UCK/IFOUMB, TaKMM 00pa3oM, ero-BbiCbixaHue. CrefyeT OTAeMTh He
3arpsisHEHHbIE U3AEMS OT 3arpA3HEHHbIX, YTOObI CKMOUUTL 3apaXkeHre nepcoHasta.u
OKPY>KatoLLIel cpefpl.

Mpon3BOAUTENL He HECET OTBETCTBEHHOCTM 3a-MPOLECChbl CTEPUM3ALMN, KOTOPbIE
BbIMO/THAET KOHEYHbIA MO/b30BaTe b WK 3aKa34uK, He Crefys peKoMeHAaUnsM Apov3BoauTeSA.

OrpaHquHme no ynkKnam o4YnCTKu

[MoBTOpHBIE LUMK/IbI 006PabOTKK, BK/IHQUAKOLLME MPOMBIBKY BPYYHYH, Masio BAUAIOT Ha
nspenve. CpPoK WX CNyXObl OMNpeaenseTca=CTeneHb0 M3HOCA W MOBPEXAEHUA B npouecce
1NCcNonb30BaHuA

XpaHEHI/Ie M NepeBo3Ka.

3arpsisHeHHble U3aenns HeobXoAUMO TPAHCMOPTMPOBATL OTAE/bHO-OT He3arps3HeHHbIX,
4TOObI-U36eXaTb 06LLEro 3arps3HeHNs.

[loaroToBKa K NpeaBapuTeibHON 0UMCTKe

PeKOMeH/yeTcs YNCTUTL M3LEME KaK MOXHO paHbLLE Moc/e UX WMCnonb3oBaHus. Vsgenve
[OMKHbI  ObITb OCMOTPEHbI K QOCMYXeHbl He MO3XKe YeM 4Yepe3 fApa Yaca Mnocre WUx

cronb3 oBaHMA™ W 1NOC/e KKOOro MCro/b30BaHNs OTBUHTUTE HACaAKy C NnepefHei YacTu

HaKOHEYHWNKa 1 NOMECTUTE ee B/COOTBETCTBYHOLLMIA KOHTEHED.

MpeaBapuTenbHasa 0UMETKa-PYHHOR Cnocoo.

O6opynoBaHMe; MArkas-LUeTKa, MArkuii epLUMK Umn candieTka, He oCcTaBsroLLpe
LMPULL, NNETKa WK BOASHOI MUCTONET, LLIENOYHON ouncTuTeb (pabounii pacteop 1 3 /o),
YNbTPa3BYyKOBO OUUCTUTENb.



111 Bompp;«& 1 TensHogr LI 1:
1 MuHyTa

10 MuHyT

1 MnHyTa

4 MUHYT

1 mnHyTa 30 cekyHA,

MpOMbITb M3MenMe Nog, X00AHON NPOTOYHOW BOAONA:

Mpy NOMOLLM MAMKOWA LLIETKW, epLUMKA WU He OCTaBASIOLLEA
BOJIOKOH Ca/iheTKM YAa/MTb OCHOBHYHO Ipsi3b. Vicroib3oBaTb
LUNPWLL, MUMETKY W BOAAHON MUCTONET W LLENIOMHON MK
SH3VIMHBI QUUCTUTENb 419 NPOMbIBKM KaHasla HaCaaKw.
cnonb3ys ynbTpasByKOBYHO BaHHY, BblAepXaTh MEAVLIMHCKOE
U3Aenve He MeHee AeCATN MUHYT B CBEXKEM BHOBb
MPUroTOB/IEHHOM PacTBOPE LLEMOYHOro ouncTutens. Cnegosatb
peKOMeHAAUNAM NPOU3BOAUTENS, KacatOLLIMXCS BPEMEHN
9KCMO3ULN; KOHLEHTPpaLWK, TeMMepaTypbli Ka4ecTBa Bodb!.
MpOMbIT-U3AeNMe MO XON0AHON NPOTOUHOWN BOAONA.
crnonb30BaTh LWNpUL, NUMETKY UK BOZAHON NUCTONET A/
MPOMbIBKW KaHana A/1s HaCaaKu.

MpoMBITL 1 NPOAE3NH(MLIMPOBATL MEAULIMHCKOE M3AENVe,
NCNOABb3YS LLUENOYHON OUUCTUTENb. JAP NOMOLLY MSATKOM LLETKM
WA EPLUMKA YAaNUTL TPs3b C MOBEPXHOCTM. [NpomoiiTe
MeAVILMHCKOe 13fenne nog Boaoli Bo' M3bexaHwe
PaCNpOCTPaHEHMA 3arPASHAOLLMXBELLIECTB B BO3AyXe
[IpOMbITb M3aeNMe B AEVIOHM3MPOBAHHON WM OUULLIEHHON BOAE.
Mcnonb3oBaTth LWNpUL, NUNETKY WAV BOAAHOA NUCTOMET A/1s
NPOMbIBKW KaHa/a /1 HacafKw:

BunayasibHO OCMOTPETb MeAVLUMHCKOE M3aenie.

MoBTOPSATL NpOLEAYpPY A0 MOAHOMO YAaNeHNs BCEX BILOB
BUANMBIX 3arpsi3HEHNA. B.KOHLE NPOMbITh 13genve B
[EVNOHM3NPOBaHHOMN WM QUMLLIEHHO Bogde. O6CyLLIMTL 13denve
PV NOMOLLM MAMKOI HE"OCTaBNAIOLLE BOpca CantheTKN AN
MEeAMLMHCKOr0 YMCTOr0 ©XaToro Bo3ayxa

ABTOMaTUYECKAs OYMCTKA

Tabnmua 11
MpeaBapuTensHas 2 MUAHYTHI XonoaHasa BoAONPOBOAHaA Bofa
MpOMbIBKa
Moiika 2 MUHYTBI [opsvas Bofa W3 MOA KpaHa C TeMnepaTypoin

HeliTpaimzaums 5 MUHYT

Bbiwe 40°C.  Wcnornb3oBaTb  LUENOYHOM
OUMLLIAKOLLMIA PaCTBOp:
lopsyas Bofa W3 /mof KpaHa ( 40°C) c

HEUTPaNu3yHoLLMM CpeAcTBOM npu
HeobXxoAMMoCTH
[NpombIBKa 2 MUHYTBI [vcTunnvpoBaHHas, WK OYMLLIEHHas BOfda C

Cylka 40 MUHYT

TemnepaTypoii Beiie 40°C
Mpu Temnepatype90°C

Tepmunyeckas Le3nHpeKLns.
Tepmunueckas fe3vHpekumna nposoautcs npu 90°C B TeUeHWEe He MeHee NATU MUHYT.
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NPOU3BOAWTENb PEKOMEH/YET MeHSITb HabOsIee YacTo MCMO/b3yeMble HacafKN He PEXe OfIHOro
pasa B rofl. Hacagky cneflyet 3aMeHWTb, C/IN BUOPALIMS Haca[KV He COOTBETCTBYET 3aaHHOM
YacToTe, annapaT paGoTaeT HenpaBU/IbHO, NPOLEAYPa 3aHUMAET 6OsIbLLE BPEMEHW, YEM 0GbIUHO,
W pe3y/ibTaT He AOCTUraeTCs.

[ MTeNbHOE MCMO/Mb30BaHNE MEAMLIMHCKOTO M3aenus «Habop Hacafok K (MEmMLHCKMM
CTOMATOMIOMMYECKUM Y/IbTPa3BYKOBbIM arraparam» MOXeT MPUBECTU K ero E€CTeCTBEHHOMY
M3HOCY. Mbl HacTOSITENlbHO He COBETYEM M3MeHSITb KOHCTPYKLMIO HacafiokK MyTeM WX
06TauMBaHUs, CrbaHUs UM KakuM TO IPYTIM CrIoCOGOM.

TPEBOBAHUA K TEXHNYECKOMY OBC/TY>XNBAHNO MW PEMOHTY
MEANUNHCKOI O N3AENUNA

Mpy HEOBXOAMMOCTU CBSXKMTECH.C MOCTABLUMKOM MeAULMHCKOFQ) 3nenvs. He cnepyet
cfiaBaTb MeAMUMHCKOe W3fenvie B PEMOHT ApYruM Creumanuctam; Jak Kak B pesynbTarte
HEKaYeCTBEHHOr0 PeMOHTa W3AeNNe.MOXET MpeACTaBNATb OMacHOCTb ANA Mo/b3oBaTens U
MaLMeHToB.

B cnyyae COMHeHWMIA CBSKMTECb C aBTOPM30BAHHLIM MOCTABLUKOM WM C LEHTPOM
rnocnenpogaxHoro obcnyxxmsaHns SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNOBUNA TPAHCROPTUPOBKWN, XPAHEHWAN SKCIMNAYATALNN

YNaKoBaHHYO MPOAYKLWIO ClIEAYeT XPaHWUTb B CYXOM 1) UMCTOM MOMELLIEHWN, Tae
VCK/KOUeHa BEPOSITHOCTb F0MafiaHns MPsiMbIX CONMHEYHbIX fyHeit, BpeAHbIX BELLECTB, BMarvi u
YpEe3MEPHOTO NOBBILLEHVIE TEMMePaTypbl. VICnonb3oBaTh CHa¥aa npoAyKUMo C MEHbLLM
CPOKOM FOfIHOCTMW.

YcnoBusa xpaHeHusA

Temnepatypa OKpy>xatoLLein cpeapl: ot -20°C e + 70°C
OTHocuTenbHasA BnaxxHoCTb: 10% - 100%, BKAOYas KOHAeHcAT
ATmochepHoe aasneHre: 500 rlMa go 1060 fTla

YcnoBus-TpaHCNopTUPOBaHUS

Temneparypa TpaHcnopTupoBaHus  0T-20 o +70 °C
OTHocnTeNbHasA BNaxXKHOCTL Bo3ayxa 10-100 %, BKOYasa KOHAEHCAT
ATMOC(EepHOE [1aB/ieHve ot 500:fMa o 1060 rfa

Y.cnoBusa akcnayaTauum:

Temnepatypa akcnnyaraumm ot/+-10 °C go + 40 °C
OTHocuTeNbHaA BNaXXHOCTL: 0F;:30 40 75 %
ATMocthepHoe fasneHve: 800-FMa go 1060 rla

TPEEOBAHUA K YTUNTN3ALUNA

MepgnumHckoe  m3genme “«Habop HacafoK K  MeLUHMHCKMM  CTOMATO/IOMMYECKUM
YNbTPa3BYKOBbLIM annaparam» 0THocuTcA K Knaccy b B cooTBETCTBUM C CaHlnH 2.1.3684-21 n
[O/MDKHO ObITb  YTUAM3MPOBAHO B COOTBETCTBMM C MpaBWiaMK, [EeMCTBYHOWMMU B CTpaHe
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PyKOBOACTBO MO 3KCM/lyaTaunn Ha MeAULIMHCKOE n3aenne

Ha6op Hacagok K MeAULMHCKUM CTOMAaTOM0rMYECKUM Y/IbTPa3ByKOBbIM
annapartam

5. Habop HacagoK K MeauUMHCKMM CTOMATO/OrM4YeckM ynbTpa3ByKOBbIM anraparam
PERIOPRECISION KIT B cocTase:

-Hacagka P2L - 1 wm/yn,

-Hacagka P2R - 1wrm/yn

-Hacagka TK1-1S - 1uwm/yn

-AVHaMOMETPUYECKMI KoY CUHMIA43 tUT./yn.

-aBTOK/NaBUPYEMbI NNaCTUKOBLIN BOKC - LuiT/yn.
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MeayUMHCKOe  U3fenve  MNpeAHa3HauyeHo [ANs  WCMO/Mb30BaHUS  CTOMATOMOMOM WK
CMeLManMCTOM Mo JIEYEHNIO 1 NPOTE3NPOBaHNIO 3y60B. HacTosilee W3fenvie npegHasHauYeHo
TO/bKO AN1S1 NPOECCMOHANLHOMO NMPYMEHEHS.

OMNCAHWME MEANLUMNHCKNX U3OENNIA NCMNOJIb3YEMbIX COBMECTHO.

1 «Annapat CTOMaTOMOrMYECKUn ANl CHATMA 3Y6HbIX OT/IOXKEHUIA cepm Newtron»,
(AnnapaT CTOMATONIOrMYECKUIA /1 CHATUA 3yOHBIX OTIOKeHWA Newtron Booster,HakoHeUHUK
Newtron, Annapar CTOMAaTOMIOrMYECKUIA AN CHATUS 3yOHbIX OTNoXKeHnA Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoguTcsi B npoLiecce rocyAapCTBeHHOM) perucTpaumm Ha
TeppuTopun PP) npomnssoactea SATELEC, ®dpaHums.

2. «Annapat CTOMaTo/IOMMYeCKuin s KocTHon xmpyprum PIEZOTOM:CUBE» (Annapat
CTOMATO/IOrMYeCKuNin ana KocTHou xmpyprm PIEZOTOME CUBE, HakoHeuHnk CUBE LED)
(PeructpaumnoHHoe ypoctoBepeHne Ng-.P3H 2021/14297 ot 13.052021r.), npou3BOACTBa
SATELEC, ®paHuus

3. «Annapar CTOMaTO/OrMYECKUIA NS CHATUSA 3YOHBIX OTIOXKEHUIA C NPUHALIEXKHOCTAMM
(AnnapaT CTOMaTONOrMYeCKWiA 41 CHATWA 3yOHBIX OT/IOKEHWIA C NpUHaANeXHOCTAMU: Mogenb
P5 NEWTRON XS, HakoHeuHuk. Suprasson)( PeructpaumoHHoe<.yaoctoBepeHe NoedC3
2007/00914 ot 21 pekabps 2007r.); mpomssogcTtea «Catenek C.A.C.», ®paHuys

4. «CTOMaTONOrNYECKIIA annapar PIEZOTOM c NPUHALNEXHOCTAMM»
(Ctomatonornyeckuii annapat PIEZOTOME B BapuaHTax ucnonHeHus: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome Solo LED), (perucTpaupoHHoe ygoctosepeHve Ne P3H 2013/859
ot 12 mona 2013r.), npounssogctea «Catenek.C.A.C.», dpaHUUs

5. «BbfMoKk CTOMaToAGFMYECKUA  Aif  CHATMA  3yBHbIX  OT/IOKeHWA  Xinetic ¢
npuHagieXxHoctaMu»  (BAOK  CTOMATO/MONMYECKUn AN ) CHATUA  3YBHBIX  OT/IOXKEHWIA
X1nellc,HakoHeuHWK Suprasson), (perucrpaumoHHoe ypoctosepeHne NeP3H 2013/858 ot 12
Lwonsa 2013r.), npousBoactea «Carteniek. C.A.C», ®paHuys

NPUHEAN AEMCTBNA MEOVLIMHCKOIO N3OENNA

MpuHLMN feiAcTBUS.

MpUHUWMN AeCTBUS MEAULIMHCKOrO U3aens 3aKAYaeTCst B TOM, UTO OT OCHOBHOIO 6/10Ka
Ha YNbTPa3BYKOBOW ) CTOMATOMOrMYECKW A HAKOHEYHWK TMOAAeTCs  3MeKTPUYECKIA  CUrHan,
reHepupyemblli  ainapaToM. HakKOHeUHMK CBSi3aH =€ MeAMLMHCKMM  annapaTtoM (MocpencTBOM
LUHypa. B ero coctaB BXOAWUT KePaMUUECKUI1 MbE30NEKTPUYECKMIA NPeoBpasoBaTe/b, KOTOpbIN
TPaHCOPMMPYET- ANEKTPUYECKNIA CUTHAN  B: Y/bTPa3BYKOBYH BUGpaLMIO. ~MexaHndecKas
BMOpALIMS MepeaaeTcsl CTOMATO/ONAYECKON HagafKe, YCTAHOB/IEHHOM Ha KOHLIE Y/bTPa3ByKOBOIO
HaKOHeUHMKa

OKA3SAHVE MEOANUNHCKUX YCNYT

MoaroToBKa K paboTe MeAULIMHCKOTO M3Menust

CocTaBnisiole HeobXOAYMO OuMLLIATh, AE3MH(MLMPOBATL W LCTEpUNN30BaThL Nepeq
KaX[bIM. UCMO/b30BaHWEM. YCMOBUSI QUUCTKY, [AE3VH(PEKLUMM W CTEPMIM3ALMN YKa3aHbl B
COOTBETCTBYIOLLIEM pa3aene PyKOBOACTBA MO SKCTyaTaLym.

132°Cc 134c

Hannexallast BU6paLyis HacaKy NpeanonaraeT ee HafeXHOe 3aKPen/ieHe B HAKOHEUHUKE
6€3 Upe3MEpPHOro JaB/eHMs Ha ynop. Hacagky Heo6XOayMo 3aPMKCMPOBaTh B HAKOHEUHMKE C
MOMOLLHO IMHAMOMETPUYECKOFO K/HOUa CUHETO 1 0GECTIEUMTL-HAIEXHOE 3aKPEMN/IEHNE HACAIKU
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B HakKOHeuHUKe [AnA Hacafok (Puc.l). YpesmepHbli 32KMM HacagkM MOXET MPUBECTU K
NOBPEXAEHNIO HaCaKVN WX HaKOHEUHVIKA.

Puc.1

BbI60p HeOOX0AMMON HacafKM OCYLLECTBSIETCS TOMbKO.CTOMATO/OrOM.
Y6eamnTech, YTO BblopaHHbIA PEXXMM COOTBETCTBYET BbIOPAHHOI Hacafke.

3aBeplLeHVe paboThl

[Mocne 3aBepLUeHUS ApOLeaypPb!
1 OTcoegnHUTEHACALKY,
2..BbINONHMTE OYNCTKY U CTEPUINZALMIO MELULMHCKOTO WU3AEeNns, Kak OrnmcaHo-B rnase

CTEPVWIVBALAS

YKazaHus Mo TEXHUKE PaboTbl C HacagKamu:

» Bo Bpems 006pab0TKM 3y60B HacafKy CNedyeT AepXKaTb Mo KacaTe/lbHON K, MOBEPXHOCTY
3>'6q;

* HuKorga He epXxvTe HacaaKy neprneHauKynsapHO 3yOHOR aMau;

o [lBuraiiTe HakOHEYHWK Harofobue -ABMKEHUA KUCTbO C HE3HAYUTENbHLIM BGOKOBbIM
[aBREHNEM;

* [pu. paboTe C Hacagkamu WCHOMb3YiTe TO KOMMYECTBO .MppuraummM, KoTopoe
PeKOMEHYEeTCS /19 BblIOpaHHOWN HacafKu;

* Fepes ncnonb30BaHVEM BI3YyasibHO NPOBEPLTE COCTOSIHUE HaCaAKM;

* /[ pun paboTe Bcerga HafeBainTe MELULMHCKYHO MAcKy 1 nepyaTku.

OMUCAHWE KOHCTPYKTVIBHbIX OCOEEHHOCTEI MEAVLIMHCKOIO
N3AENNA

B coctaB MeaMUMHCKOro. M3Aenns BXOOAT HacafKn <A COBMECTHOM paboTbl C
MeAULMHCKUM  YNbTPa3BYKOBbINM jannapatom 1, B 3aBUCUMQCTV OT BapuvaHTa WCMOHEHUS
Habopa, MOMyT BXOAWTb: YHUBEPCAIbHBIA CTa/lbHON KIHOY W-MeTanMueckas MoAcTaBka Wam
AVNHAMOMETPUYECKUIA KMKOY CUHWIA 1 aBTOKMaBUPYeMbIA MNacTUKOBbIA GOKC. Kaxaas Hacaaka
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Hacanka TK1-1S




Puc.3. BHeWHW BUL AMHAMOMETPUYECKOTO K/F0Ya CUHEro
. ABTOK/1aBMPYMbIA  MNACTUKOBBIA  BOKC UCMONb3yeTca Ang  yaobCTBa  XpaHeHus

[AVHAMOMETPUYECKOTO K/koYa CUHETO, 06MeryaeT CTepuin3aumio’ Hacafok, MNpeacTaB/ieH Ha
PUCYHKe 4.

Kopnyc

Kpermka

Puc.4 BHeLHWIA BU aBTOKNaBUMPYEMOro N1acTUKOBOM0-00Kca

TEXHNYECKUE XAPAKTEPNCTUKW

TexXHUYECKVIe XapaKTePUCTVKN MEANLIMHCKOIO U3aenmns «Habop/Hacaaok K MeaMLMHCKIM
CTOMATO/MIOTMYECKUM  YNbTPa3BYKOBBIM — annapataM» MpefcTaBfielbl B TabnMLE  HUKE:
MpuBEneHbl rabapuTHbIE pasMepbl Hacafiok, pex#iM annapata, fAPMMeHsieMblii Mpu paboTe
HacafloK, COBMECTUMbIVi CTOMATO/IOFMYECKMIA annapaT, a TakKe PEXUM MPPUraLyn HacazKw.

Habop Hacaflok K MegULNHCKMM CTOMAaTOM0rMYeCKMM YTbTPa3BYKOBbIM annapatam
PEMOPRECISION KIT:

Hacagku: P2L, P2R, TK1-1S.
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el
f
Macca
Pexkvm annapara
Vppuraums

Ycunue nssneveHus
Ycunne ana BCTaB/eHUA
3aKpensieHuns

COBMECTUMBbIi
CTOMATO/IOrMYECKMIA annapaTt

n

6.0+ 0.2 Mm
4.0+ 0.2 Mm
0,92+0,10r
3

r
14

A 13 mn/MuHE 1 MA/MUH
He meHee 20 H

He 60nee 30H

Annapart CTOMaTo/IorYeckuin ans CHATUSA
3y6HbIX OT/IOXeEHWIA cepin Newtron;
Annapar CTOMaTo/IOrNYeCKUin ANs CHATUA
3Y6HbIX OT/IOKEHWI C NPUHAIEXXHOCTAMY;
BNOK CTOMATONOrMYECKIA 151 CHATUS 3YOHbIX
OTNOXeHUI Xinetic C-APUHAIEXHOCTAMU

* O603HaYeHe rabapyTHLIXPA3MEPOB MPEACTABNEHO Ha PUCYHKE.

Hacagka TK1-1S (Ta6nuua 3).

"aGapuTHbI a

e pasmvepbr* b
c

d

Macca
Pexxkum annapara
Wppuraups

Ycunve nseneyeHus
Ycunne ana  BCTaB/eHUA

n

Puc.6

Tabnuua 3
4.0+ 0.2 Mm
320+ 0.5 Mm
120+ 0.5 mm
05+01 mm
095+0,10r
2

r
44
A 18 ma/MuH £ 1 ma/MUH
He meHee 20 H
He 6onee 30 H



3aKpeneHns
Annapat CTOMaTO/0rMYeCKUin ANsi CHATYSA

3y6HbIX OTNIOXeEHWIA cepyn Newtron;
CoBMECTUMBIN AnnapaT CTOMATO/IOrMYECKIM ANa.CHATUA
CTOMATO/IOMMYECKni annapar 3y6HbIX OT/TIOXXEHNN C NPUHAANEXHOCTAMMN,
BOK CTOMATOMOrMYeCKnin AN CHATMA 3y6HbIX
OTNOXeHWIn Xinetic ¢ NpUHaANEXXHOCTAMM
* O603HaYeHne rabapyTHbIX pa3MepoB MPeSCTaB/eHO Ha PUCYHKe.

Puc.7
CvimBon PacLumcposka CvimBon Pacwmgposka  CrmBon PacLumgposka
KanenbHas CpepHsan Beicokas
Mppuraums CKOpOCTb CKOpOCTb
[ r MppUraLmn I ppUraLmn
1A
A /\ /I\
B tabnuue- 4 415 HacaloK YKa3aHbl LLepoXoBaTOCTb M TBEPAOCTL Mo-PoKBensy.
Tabnuua 4
Hacapgka LLIepoxoBaTocTb TBepaocTb Mo
Poksenny
Hacagku: P2L, P2R, TK1-1S. He 6onee 0,8Mkm 52-54 HRC
Hwke npefcTaBneHa YacToTa, nepefasaeMast 0T HAKOHEYHMKA K HacaaKe
UacToTa, KI'y, Annapat (HakoHeYHVK gAs annnapara)
OT 24.0 go 37.0 AnnapaT CTOMaTO/IOMMYeCKNIA ANt CHATUSA 3yOHbIX

OTNOXeHW cepum Newtron;



Annapar CTOMaTO/IOMMYECKNIA NSt CHATUSA 3YOHbIX
OTNOXEHWIA C NPUHALIEXHOCTAMM;

BM10K CTOMATONMOMMYECKUIA A1 CHATUS 3Y6HbIX
OTNIOXKeHWI Xinetic ¢ NpUHaLIEXXHOCTAMM

B T8.6J'II/ILI,aX HKE npmuBedeHbl TEXHNYECKNE XapPaKTEPUCTUKA OCTa/IbHbIX COCTaB/AOLLNX
MEANLINHCKOro n3aenua

[VHaMOMETPUYECKMIA KoY CUHWIA (Tabnnua 5).

Tabnuua 5
MabapuTHbIe pa3Mepsbl, MM (38x038,0) £ 2 mMm
Macca 23,0501
KpyTawmin MoMeHT, H*M, He 6onee 11
ABTOK/TaBMPYEMbIA NIaCTUKOBbINA 60KE (Tabnmua 6).
Tabnuua 6
"abapuTHble pasmepbl 127,8x38.0x88,2+2.0 Mm
Macca 120.0£5.0r
MATEPUNAJIbI
Tabnuua 7
>-~N-MaTtepuan
Hacagka MeauUpMHCKas HepyKaBeroLLIA CTaslb
P2L. P2R, TK1-1S: KonbLo MomuTetpadiropatieH (PTFE)
AnviazHoe Her
MOKPbITVE

MaTtepuasnbl, KOTOpPble MCMOMb30BA/ICL NMPU NPOM3BOACTBE [MHAMOMETPUYECKOI O™ K/HoYa
CUHero, ABTOK/1IaBMPYEMOr0 MN1aCTUKOBOIO 6okca MEONLINHCKOIo n3aenunsd, ykKasaHbl«B Ta6nmu,e
8.

Tabnmua 8
p3I/IMEHOBaH|‘/’|e A ——w e

[JVHAMOMETPUYECKUIA_KIIOY

CIHMIA MonncynboH

(PSU)

v KpblLka

ABTOKnaBMp)U/eMbM UDELPLT00
MNaCTUKOBBI 6OKC™) K onnyc

MAPKIPOBKA

XpYrKeg, 06palLiaTbCsl OCTOPOXKHO

bepeyb OT Bnaru
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ﬂc

LOT
CEl

Ct Mvttrg

CE

Al

Bepx
Homep no katasory
Howmep napTun

CootsetcTtByeT gnpekTBam CE

CootsetcTBYeT AnpekTnBam CE

[ata n3rotoeneHns

M3rotoButenb

TemnepatypHbIii Aana3oH
[mnanasoH BNaKHOCTU
OrpaHuYeHVs aTMOCHEPHOTO aB/EHNA

OB6paTnTeCh K UHCTPYKLWW MO MPAMEHEHIIIO

ConpoBoauTe/bHas JOKYMeHTaLYIs B 3/1eKTPOHHOM 10CTyre

HectepunbHO

Rx Only: To degepanbHOMy 3akoHy CLLIA npogayka [aHHOro v3aenvis
paspeLLieHa TO/bKO JIMLIEH3UPOBaHHBIM BpadiaM Wivi 10 WX MOPYSEHNO

KonnuecTso B ynakoBke 1 L.

KonnyecTBo B yNakoBKe 4 LLUT.

PaspeLLeHO 1CMOAb30BaTb B MOMOLLEW, Ae3MHMEMPYIOLLEN MaLLMHe
AN TEPMUYECKOI Ae3MHMDEKLN
Cnoco6Ho BbifepXXaTb aBTOKNaBMpoBaHue npu 132°C

CnocobHO BbIEPKaTb aBTOK/aBMpoBaHUe Npy 134°C

He ncnoak30BaTh NpY NOBPEXAEHNM YNaKOBKM

Homep-YNakoBKM [/ OTCNEXVBAHUS



NH®OPMALUWMA O HAINYN B MEONUNHCKOM U3AETNN
NEKAPCTBEHHOI'O CPEACTBA A1 MEAVUIMHCKOI O NMPUMEHEHNA,
MATEPVANOB XXNBOTHOIO N (M1N) HEZTOBEYECKOI O NMPONCXOXAEHNA

Martepuasibl XMUBOTHOTO WM Y€/IOBEUYECKOTO MPOUCXOXKAEHNS B MEAMLMHCKOM W3AeNun
«Habop HacaoK K MeAVLMHCKAM  CTOMATOMIOrMYeCKMM Y bTPa3BYKOBbIM. ) anmapaTam»
OTCYTCTBYHOT.

JlekapcTBeHHble CPeacTBa B MeAULMHCKOM u3genn «Habop HacafoK'.K' MeauLHCKM
CTOMATO/IOMMYECKIM YNbTPa3BYKOBbIM anmnaparam» OTCYTCTBYHOT.

dapmaleBTYeCKe CYBCTaHUMM B MEAUUMHCKOM  M3fiennn «HaBop Hacagok K
MEMLMHCKMM CTOMATO/IOMMYECKM Y/bTPa3BYKOBbIM arrnapaTam» OTCYTCTBYHOT.

CTEPUNJTNSALINA.

MeanumHCKoe M3fenne MoCTaB/IAETCA HeCTePUbHBIM. 3genme-HeobxoaMmo nogseprarb
OUMCTKE TNepes  KaxabiM  WCMO/b30BaHWeM. [locre  TOro, Kak HacafKn  OYMLLEHBI,
[E3VHDULMPOBAHBI 1 BbICYLLEHDI, MX HEOOXOAMMO Pas/oXuTb MO AOPAAKY B OOKCe, KOTOpbIi
[O/MKEH ObITb MOMELLEH M 3areyaTaH B CrelyasibHbIi NakeT, NPUIOAHBIA ANs CTePUAM3aLmN.

MpefynpexaeHns:

He vcnonb3yiiTe cTasibHYK MOYasKy v abpasvBHbIe YMECTSLLME CPELCTBA /1 OUUCTKU
MeANLIMHCKOro U3aenus.

He vcnonb3yiiTe pacTBOpbI, COAEPXaLLMe M0f, UK X/10P-B'3HAUUTENBHON KOHLIEHTPALWN.

YpoBeHb pH MOHOLWWX W-Ae3MHULMPYIOLLNX CPEACTB AOMKeH ObITb OT 7 0 11

3apaxeHHble 1 UCNo/b30BaHHbIE U3AENMA He NOMeLLaiiTe B KOPOOKY A1 CTepum3aLmm
W He MOMTe B MaLLIMHE.

MeToz npeiBapuUTENbHOM OUUCTKY JOMKEH UCMO/b30BaTLCA NEPes aBTOMaTUYeCKOM
OYVCTKOIA.

Me[unUMHCKOe U3Aene CriefyeT TLLATe/IbHO OUMIIATh U NofBepraTb KOHeYHOM
CTepUn3aLmMn nepes ucrosb30BaHNEM.

MapameTpbl CTepumM3aLmy 06ecneunBatoT JOPKHYH CTEMEHb CTEPUIN3ALNM TOALKO ANs
MPaBUIbHO OYMLLIEHHBIX MELVLIMHCKMX U3LENA.

[Mpy aBTOMATUYUECKOIN YNCTKe HaCcafKu CrieflyeT BCTaB/IATh B CrieLnasibHble AepXKaTenn s
VHCTPYMEHTOB WAW B Ma/IeHbKME KOP3UHBI, YTOBBI OHN HE NOBPEAVINCH NPU YNCTKE.

cnonb3yidTe NPOMbIBHON [e3VH(EKTOp, KOFAa 3TO BO3MOXHO. V13beraiiTe neperpysa
KOP3VH /19 MOVKI NPY YNbTPa3ByKOBOM YMCTKE WM KOP3UH MOHOLLIE/ Ae3NHANLMPYIOLLEV
MaLLIMHbI.

Bo Bpéms fleyeHuns BbITMpaliTe KPOBb W APYrue 61onoruyeckme XuaKoeT uim
3arpasHeHns, He Nno3BoNAA UM BbICbIXaTb Ha MOBEPXHOCTSAX.

Mo 3aBepLUeHNM NPOLLEAYPbI leYeHst 3arps3HeHHOe 000pyL0BaHVE CAeAYEeT HaKPbITb
B/IXKHON-CANMETKOM, UCKMIOUMB, TakuM QOPa3oM, ero BbicbixaHue. CresyeT oTAeMTb He
3arpssHeHHbIE U3AEeNNA OT 3arpsA3HEHHbIX; UTOObI MCKMOUNTL 3apaXkeHne RepcoHaa 1
OKPYXAIOLLEN cpefbl.

[MponssoanTenb He HECET OTBETCTBEHHOCTY 3a MPOLIECChI CTepUAM3aLINN, KOTopble
BbINOAHAET KOHEYHbIA M0/b30BaTE/ls WK 3aKa3uuK, He Criefys PeKOMEHJALMAM NPOU3BOAUTESA.

OrpaHuYeHue Mo LUMKIam GUNCTKM

MoBTOpHbIE LMKIbI 06PaGOTKY, BK/HOYAOLLME MPOMbIBKY BPYYHYHO, Masio BAMSIHOT Ha
v3nenve. CpoK WX CMykObl ORPEdensieTcs CTerneHbH) M3HOCa- U MOBPEXAEHNs B MNpoLiecce
1/CNO/Mb30BaHNIA

XpaHeHue 1 nepeBo3Ka:
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3arpsisHeHHble M3Lenna Heob6X0AMMO TPaHCMOPTMPOBaTb OTAENbHO OT He3arpsi3HeHHbIX,
4TOObI M36EXKaTb OOLLEr0 3arPsi3HEHUS.

MogroToBKa K NpeaBapuTeNibHOM 0YMNCTKE

PeKOMeHyeTCH YACTUTb U3LENMe Kak MOXHO paHbLLe Moc/ie UX UCMoMb3oBaHus. V3genve
AO/MKHbI  ObITb OCMOTPEHbI U OGCNY)KEHbl HE MOKE UYEM uepe3 fABa uYacar rocne ux
CMOMb30BaHKS.

lMepes OYMCTKON M MOC/e KaXaoro 1UCMosb30BaHWA OTBUHTUTE HacafKy C-MepefHei Yactu
HaKOHEYHMKa 1 NMOMECTUTE ee B COOTBETCTBYHOLLMIA KOHTEMHED.

MpefaBapuTeNibHas 0UNCTKa-PYYHOR crocob.

O60opyfoBaHMe: MArkas LLETKa, MArKWIA epLUMK UK candeTka, He OCTaBARAIOLLYIE BOSIOKOH,
LUNPWLL, MUNETKa U BOAAHON MUCTOSET, LLEMOYHOA oUncTUTENb (pabounin pacteop 1- 3 %).
YNbTPa3ByKOBON OUUCTUTEb.

Tabnuua 9

1 MuHyTa MpOMBITE M3eNMe MoL XON04HON MPOTOYHOM BOLOW.
Mpy AGMOLLY MArKOW LLETKY, EPLUMKA-VIA He OCTaB/IHOLLIEN
BOJIOKOH Ca/I(heTKM YAaMTb OCHOBHYHO TPsA3b. LIcnonb30Bath
LUNPWLL, NUNETKY WM BOAAHOM NMUCTOJIET U LLENOYHON MK
SH3WMHbIA OUNCTUTENb 419 NPOMbBIBKM KaHasia HacafKu.

10 muHyT cnonb3ysa ynbTpa3ByKOBYHO BaHHY, BblepXaTb MeauLMHCKOoe
Vi30enve He MeHee 4ecAaT MUHYT B CBEXXEM BHOBb
FPUrOTOB/IEHHOM PAacTBOpPE LLIEAOYHOro ouncTuTens. Cneaosarb
peKkoMeHaLIMAM NPOV3BOAUTENS, KaCAtOLLMXCA BPEMEHN
3KCNO3ULMM, KOHLIEHTpaLmK, TeMnepaTypbl 1 Ka4ecTsa BOb!.

1 MuHyTa MpOMbITb M3AeNMe NOA XON0AHON NPOTOYHOM BOLOWA.
Vcnonb3oBath LWNPKL, NUAETKY WK BOASHOW NUCTONET A1
MPOMbIBKW KaHana 1 HACaAKW.

4 MUHYT MpOMbITL U MPOAE3VHMLMPOBATL MEAULIMHCKOE V3LeNIe;
UCMO/b3Y$ LLENOYHON EUUCTUTENb. [P NOMOLLM MArKOW LLETKM
WK epLUMKa YAaNTbFPsA3b C NOBEPXHOCTU. MpoMoliTe
MeAULMHCKOe U3AeNVE TIOL, BOAON BO M36exaHue
pacnpocTpaHeHNs 3aFPA3HAIOLLYMX BELLECTB B BO3AyXe

1 mmHyTa 30 CekyHA MpOMbITb M3AeNWe BAENOHN3MPOBAHHON NN OUULIEHHON BOAE.
cronb3oBaTb LAPKL, MUMNETKY WM BOAAHON MUETOMET /11
MPOMbIBKN KaHana 419 HaCaaKW.
Bu3yasibHO 0CMOTPeTb MeAULMHCKOE N3Lenie.
MoBTOPATL NPOLEAYPY 40 NOMHOI0 YAaeHns BCEX BMAOB
BUAUMBIX 3arpsi3HeHMIA. B KOHLE NPOMbITL U34Enue B
AENOHN3MPOBAHHOI MM OUMLLEHHON Boae. OBCYLLINTL U3aene
Mpy MOMOLLW MAFKOM He OCTaBNAOLLIEN BOPCa CalheTKN Wi
MEANLIMHCKOrO YMCTOr0 CXKAToro BO3ayXa

ABTOMaTMyeckas 0UNCTKa

Tabnuua 10

[MpeagapnTenbHas 2 MUHYTSI XonoaHaa BoJenpoBoAHas BoAa
MPOMbIBKa
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lMpoBepka
W3penns fomkHbI BbiTb OCMOTPEHbI Ha Ha/Mume OCTaBLUMXCS 3arpsi3HEHIA, (P3KaBUMHBI,
3aTynneHns, 06ecLBeUMBaHIA LN MOBPEXAEHNIA.
Mepen 06pabOTKOM M CTEPUNM3ALIMEN OUMLLEHHBIX U3AENWIA YOeaUTeCh, YTO QHU YUCTBIE,
He VMEIOT MOBPEXAEHUI 1 (DYHKLMOHUPYIOT Haf/iexallyim 06pa3om.
YTUNn3npoBaTb NOBPEXAEHHbIE U3AENNS, He CMa3blBaTb.

CPOK CNY>XEblI

CpoK  cnyX6bl  MeAUUMHCKOro  u3genmsa  «Habop  HacafoK( /'K MeAVLMHCKUM
CTOMATO/IOMMYECKUM YNbTPa3ByKOBbIM anfaparam » coctasnset 10 fieT.

B cBAi3M € TeM, YTO He HEBO3MOXXHO-YCTaHOBUTL MaKCHMa/IbHOe YMCIO-BO3MOXHbIX
npoueayp, KOTOPOE MOXET ObITb ONPEAENeHO MHOMMMI NapamMeTpamm, TakNMN Kak
MPOLOMKUTENBHOCTb MCMO/b30BaHUA, (TBEPAOCTb 3yOHON aMasiv, NMPUIOXKEHHas CU/a U U3HOC,
NPON3BOANTE b PEKOMEHLYET MEHATE HaMb0/1ee YacTo UCMO/b3yeMble-HACAKW He PeXXe OfHOro
pa3a B rog. Hacagky crefyet 3aMeHUTb, eCnv BUOpaLys HacafKu He COOTBETCTBYET 3aaHHOM
YacToTe, annapar paboTaeT HeMpaBMALHO, NPOLEAYPa 3aHUMaeT 60/Iblle BPEMEHM, YEM 0ObIYHO,
WK pe3ynbTaT He JOCTUraeTCs.

[nnTenbHOE MCMob30BaHMe. MeAVLMHCKOrO n3aemna «Habop Hacafiok K MeSULHCKAM
CTOMAaTONOMMYECKMM  YNbTPa3BYKOBLIM  anrnapartam» MOXET TMPUMBECTU K €ro ecTeCTBEHHOMY
M3HOCY. Mbl HacTOSITENIbHO/ “HE COBETYEM W3MEHSATb KOHCTPYKUMIO HacafoK MyTeM KX
06TaumBaHus, CrbaHna UMKakuM TO ApYyrumM Crocooom.

TPEBOBAHUNA K-TEXHNWYECKOMY OBCNYXUBAHUIO N PEMOHTY
MEONUNHCKOIO N3AE/TNA

Mpn HEOOXOAUMOCTW CBSXKUTECH C MOCTaBLUMIKOM MeAULMHCKOro m3genvs. He-cnefyet
cfiaBaTb MeAVLMHCKOE W3Aenve B PEMOHT ApyrvM=cCreupmannuctaM, TakK Kak B pe3ynbrarte
HEKaYeCTBEHHOIN0 PEMOHTA W3[eNIMe MOXET MpPeAcTaBNAaTb OnacHOCTL A1A M0NbL30BaTeNA U
MaLVeHToB.

B cnyyae~COMHEHUIA CBSXKMTECH C aBTOPU30BAHHLIM MOCTaBLUMKOM WIU_C LEHTPOM
nocnenpogaxHoro obcnyxumsaHus SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCAOBNA TPAHCIMOPTUPOBKW, XPAHEHWA N SKCIMNYATAUN
YnaKoBaHHYO MPOoAYKLUMIO CnefyeT XpaHWUTb B CyXOM M YMCTOM MOMELLIEHWN, rae
MCK/OYeHa BEPOSITHOCTb NOMagaHns NpsiMbIX COTHEYHbIX /TyYeil, BpeaHbIX BELLECTB, Barv
ype3MepHOro MNoBbILLIEHWE TemMMepaTypbl;/cnonb3oBaTh CHauana NPOLYKUMI0 C MEeHbLLIVIM

CPOKOM-FOAHOCTW.
YCnoBusi XpaHeHus
Temnepatypa oKpy>caroLLeii cpeabl: ot -20°C o + 70°C
OTHocuTenbHasA BNaxXHOCTL:-10% - 100%, BKMOYasA KOHAeHEaT
ATmocthepHoe faeneHue: 500 rMa go 1060 rfa

YCnoBusl TpaHCNopTMPOBaHMs
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Temnepatypa TpaHcnopTuposaHua o1 -20 go +70 °C
OTHocuTenbHasA BnaxkHocTb Boayxa 10-100 %, BkAoYasd KoHAeHcat
ATMOCepHOe AaBneHve ot 500 rfa go 1060 rla

Ycnosua skenayataunm:

Temnepatypa akcnnyatauum ot + 10 °C go + 40 °C
OTHocuTenbHaa BnaxxHocTb: oT 30 Ao 75 %
ATtmocepHoe aasneHve: 800 rfa go 1060 rla

TPEBOBAHUNA K YTUNN3ALNIN

MepgnumHckoe  wm3genve  «Habop-. Hacaflok K MeAWUMHCKUM . CTOMATO/OMMYECKUM
YNbTPa3BYKOBbIM annaparam» oTHocuUTcs K Knaccy b B cootBeTcTBumM ¢ CaHlnH 2.1.3684-21 n
[O/MKHO ObITb YTUAM3MPOBAHO B COOTBETCTBMM C MpaBWiaMu, AGACTBYHOLLMMU B CTpaHe
YTUAM3aUMN U3LeNns. Y TUNN3NPYITE 3arpsisHEHHbIE U3AENMS B COOTBETCTBUM C MECTHBIMW W
roCyfapCTBEHHbIMM NpasuIamMmy yTUAN3aLMY 61MOTOMMYECKN OMACHbIX OTXOL0B.

Mpy yTUNM3aLmmn 3arpsasHEHHbIX YacTei HafleBainTe nepyaTku,

Bce ynakoBOYHble MaTepuasisl NOCTaB/SEMOrO M3LeNNA He HaHOCAT Bpeaa OKPYXKatoLLeit
Ccpefie ¥ NOA/IeXaT BTOPUYHON nepepaboTke.

FAPAHTUAHASA MHOOPMALINA

W3roToBuTeNb  HeceT™ OTBETCTBEHHOCTb B OTHOLUEHWM MEAMUMHCKOrO M3penmns no
OTCYTCTBMIO [e(heKTOB U, COOTBETCTBMSA 3asiBIEHHbIM MPOM3BOAUTENIEM XapaKTepUCTUKaM, Mpu
COG/IOLEHNM YCIOBWIA TRAHCMOPTUPOBAHUSA, XPaHEHNS Y AIPUMEHEHMS.

Ecnm Bac He y0BNETBOPSET fJaHHOE MeAVLMHCKOE W3aene WK Y Bac BOHUK/IM Xasoobl
1 Npo6embl, CBA3aHHbIE C MPUMEHEHNEM MEAVLIMHCKOTO U3AeNNs, NOXa/TYCTa, CBIKUTECH C
HalMM MpeAcTaBMTENIEM B Baweid cTpaHe. JlonofiHWTENbHO Mbl MPOCUMM  Bac'.yKasaTb
NAEHTUDUKALMOHHBI- 1 CEPUMHBIA  HOMEP MEAUUMHCKOrO  U3AENNS, CBOK KOHTaKTHYHO
MH(OpMaLMio, BKKOHYas MMSA U HOMep TeseioHa,. a Takke MNOAPOOHY0 WH(opMaLmio o
npo6nemax, ¢ KOTOPbIMM Bbl CTOMKHY/ACh.

MEPEYEHb MPUMEHAEMbIX NMPOU3IBOAUNTENNEM (M3TOTOBWUTENEM)
MEOVNUMNHCKOI O U3AETNA HALUMNOHANBbHbBIX CTAHOAPTOB

Mpoun3soauTeNb 3asB/1SET, YTO  MeAVUMHCKOe u3genve «Habop HacafoK-'K MeLULMHCKUM
CTOMATO/IONMMYECKNM  YNbTPa3ByKOBbIM amfapataM» oTBeyaeT TpebosaHuam EN 1SO 13485,
MOJHbIV CAVCOK MeXAYyHapOAHbIX TpeboBaHWiA NPesoCcTaB/SeTCca Mo 3anpocy.

PEK/TAMALINA

[povzsoguTeNs:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6L1ecTBO N0 paspaboTKe NPUNOXKEHWIA AN
3NIEKTPOHHOM TEXHUKMW. AKLMOHEPHOE 06LLECTBO YMPOLLEHHOMO TUNA)

17 Avenue Gustave Eiffel Zi-Du Phare 33700 Merignac, France

(17 AseHto IMocTaB Jiidrens, 3v dy Pap 33700 MeprHbsK;-PpaHLms).

MecTo nNpov3BOACTBA:
SATELEC a company of ACTEON Group
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17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynna komnaHuii AKTEOH

(17 ABeHto IMocTaB diichens, 3n [y ®sp 33700 MepuHbsK, PpaHLys)

OpraHu3aums, NpUHUMAaroLLaa Ha Tepputopun Poccuitckoii defepauyn NpeTeH3vi ot
noTpebuTeneii No KayecTBy MeAVLIMHCKOrO M3aenms:

WM HopknHa Mapraputa BaneHtuHoBHa (Macnopt P® 4511 194312, BblgaHHbINA
Otpenenvem Y®MC Poccum no rop. Mockee no paiioHy J1eBOGEpEXHbIA, AaTa Bblaauu
13.07.2011 r, kop nogpasgeneHnsa 770-022)

125195, 1. MockBa, yn. benomopckas, 24,3, 148

TenedoH:+7 495 1501323,



PYKOBOZCTBO MO 3KCMAyaTaLuny Ha MeAULMHCKOE 3/enne

Ha6op HacagoK K MEAULIVMHCKAM CTOMATONOTMYECKUM YbTPa3ByKOBbIM
annaparam

6. Habop HacafioK K:MEVLMHCKMM CTOMATo/IorMyeckvM YnbTpa3ByKOBbIM arnaparam
EXCAVUS KIT B cocTase:

-Hacagka EX1 -1wr/yn

-Hacaka EX2 -1wt/yn

-Hacagka EX3 -1wr/yn

-Hacagka EXL -1wt/yn

-Hacagka EXR. -1wt/yn

-YHMBEPCa/bHbIV CTafibHON KkoY -1 LuT/yn

-MeTa/IINYeCKas NoAcTaBka. -1wm/yn
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MoTeHUMaNbHble NOTPEGUTENM MEANLIMHCKOTO MU3AeNs

MeayumMHCKoe  M3denve  MNpefHa3HayeHO [/1  UCMO/Mb30BaHKS  CTOMATOAGFOM UMW
CMELMAMCTOM MO JIEYEHNIO W MPOTE3VPOBaHMIO 3y60B. HacTosilee u3genve npedHasHauyeHo
TO/MLKO /19 MPOECCHOHANBHOTO NMPUMEHEHNS.

OMVCAHVE MEAVNLIMHCKWX U3OEIIA UCMOMb3YEMbIX COBMECTHO.

1 «Annapar CTOMATONOMMYECKUIA ANs CHATUA 3YOHbIX OT/IOXKEHWUIA .ceprn Newtron»,
(AnnapaT CTOMATONOMMYECKWIA ANS CHATUA 3YOHbIX OT/IOKeHWIA Newtron Booster,HakoHeUHUK
Newtron, AnnapaT CTOMaTONOrMYeCcKUiA Anst CHATUS 3yOHbIX OTM0XKeHM (INewtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoguTcs B NpoLecce rocyAapCTBEHHON perncTpaumm Ha
Tepputopuy P®) npoussoactea SATELEC, ®dpaHums.

2. «Annapar CTOMaTo/0r14ecKuin-Ans KocTHon xmpyprum PIEZOTOM CUBE» (Annapat
CTOMATO/IOrMYecKuin Ans KocTHoW xupyprium PIEZOTOME CUBE, HakoHeuHnk CUBE LED)
(PervctpaunoHHoe yaoctosepeHve “Ne P3H 2021/14297 ot 13:05.2021r.), npou3BoACTBa
SATELEC, ®paHuma

3. «/Annapat CTOMaTO/IOMMYECKNI AN CHATUSA 3YOHbIX OTNIOKEHNIA C NPUHALIEXHOCTAMU
(AnnapaT CTOMaTONOTMMYECKUIA ANS) CHATUSA 3YOHbIX OT/IOXEHUIA C_MIPUHaIEXHOCTAMW: Mogenb
P5 NEWTRON XS, HakoHeudHmk Suprasson)( PeructpaumodHoe yaoctoBepeHne NedC3
2007/00914 ot 21 fekabps 2007r;), npomssoacTea «Cateniek C.A.C.», ®paHuys

4, «CTOMaTOMOrNYecKnii annapar PIEZOTOM c NPUHAL/IEXKHOCTAMM
(Ctomatonornyeckunii annapar; PIEZOTOME B BapuaHTax ueronHeHus: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome-Solo LED), (peructpaupoHHoe. yaoctosepeHne Ne P3H 2013/859
ot 12 nong 2013r.), npon3eogctaa «Catenek.C.A.C.», ®paHums

5. «bfoK CTOMATONMOTMYECKUA oA CHATWS ' 3yOHbIX  OTIOXKeHWA  Xinetic ¢
npuHagnexxHocTaMmn» . (BNoK  CTOMATOMOrMYecKUin ‘A CHATUA  3YOHbIX  OT/IOKEHWIA
Xlnellc,HakoHeuHnK Suprasson), (perucTpauuoHHoe yadoctoBepeHve NeP3H 2013/858 ot 12
nona 2013r.), nponssogctea «Cateniek. C.A.C», ®paHuus

MPUHUMMN AENCTBMA MEQNIAMHCKOI O U3AENA

MpyHUMN fEeNCTBUSA.

MpUHLMN AEACTBUS MeAVLHCKOTO V3Aenis3aK/MoYaeTcs B TOM, YTO OT OCHOBHOIO 610K
Ha Y/bTPa3ByKOBO/ CTOMATO/MIOTMYECKMIA HAKOHEUHVK TOJAeTCsl  ANeKTPUYECKUIA  CurHan,
reHepypyeMblid-—annapaToM. HakOHEUHVK CBSi3aH C MEAVLMHCKUM annapatoM; MocpeicTBOM
LUHypa. B ero.cocTaB BXOAUT KepamMuUecKMIA-Tbe303/1eKTPUUECKUIA Npeo6pa3oBaTesb, KOTOpbIA
TpaHCHOPMIMPYET  ANIEKTPUYECKWA CUTHAL- B YNbTPA3BYKOBYIO BMOPALMIO: MexaHudecKas
BMOpALWS FEPeaAeTCs CTOMATOMOMMUECKOl HacafKe, YCTAHOB/EHHON Ha KOHLE Y/IbTPa3ByKOBOIO
HaKOHeYHUKa

OKASAHVNE MEAVNLUINHCKUX YCNYTF
MoaroToBKa-K paboTe MeAULIMHCKOIO M3Aeis
CocTaBnsitoLLMe  HEOGXOAMMO-, OUMLLIATL, [A€3VH(DULMPOBATh M CTEPUIN30BaTh Mepef

K&KAbIM 1CMO/Mb30BaHMEM. YCNOBUS OUMCTKY, [AE3NHDEKLUMM W CTEpUM3aUMn yKasaHbl B
COOTBETCTBYHOLLEM pasaene PyKOBOACTBA MO SKCTTyaTaLym.

w-e 134C
Hi
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Hagnexalas Bubpaums Hacaakv npeanonaraet ee HafeXXHoe 3aKperieHne B HaKOHEeYHUKe
6e3 upe3mepHOro fae/eHns Ha yrop. Hacaaky HeobxoauMo 3a(MKCUMpPOBAaTb B HAKOHEUHVIKE C
MOMOLLbHO YHUBEPCANIEHOTO CTa/IbHOrO K/KO4a 1 06ECTIeUNTb HafeXKHOe 3aKpensieHWe Hacajkun B
HakOHeYHVKe 19 HacafoK (Puc.l). Ype3MepHblil 3aKMM  HacagKu  MOXET ~[pUBECTU K
NOBPEXAEHNIO HACAAKN UMM HAKOHEYHMKA.

. Yru )

AN

Puc.1

BbI6op HeOOXOAMMON HacafKW OCYLLECTBAETCS TOABKO CTOMATO/IOMOM.
Y6eauTech, 4TO BbIOpaHHbIN PEXVIM COOTBETCTBYET BbIOPaHHON Hacake.

3aBepLLUEHNE PaboThl

[Nocrne 3aBepLiieHnA NpoLeaypb!
1 OrtcoeguH1Te HacaaKy,
2..BbIMOMHNTE OUUCTKY W CTEPUNM3ALIMIO MEAMLMHCKOIO U3AeMuns, KakK OnucaHo B r/ase

CTEPMAN3ALNA.

YKaszaHusi Mo TeXHWKe paboTbl C HacaAKaMu:

e Bo Bpems 06paboTKV 3y060B Hacafky CrneayeT AepXkaTb MO KacaTefbHON K MOBEPXHOCTM
3y6a;

» HuKkoraa He fiepXKuTe HacaaKy NeprieHAVKYNSpPHO 3yOHOIN amanu;

o . JlBvraiitTe HakOHEYHWK Harodobuve ABWKEHWS KWUCTbH C HE3HAUMTeNbHbIM GOKOBbLIM
[l2B/IEHVIEM; .

o "Tlpn paboTe C HacagkamMi» WCMOMb3yiMTe TO KONMYECTBO Mppuraumn, KoTopoe
PEKOMEH/YETCA AN BbIOpaHHON HacaKw;

" [lepen cnonb3oBaHWEM BU3YaNbHO MPOBEPLTE COCTOSIHUE HAcaIKu,

 [lpun paboTe BCcerfa HaaeBaiTe MeAVLIMHCKYHO MacKy W NnepyaTku.

OMVCAHVIE KOHCTPYKTUBHbLIX OCOBEHHOCTEM MEANLINHCKOMO
N3OENNSA
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B COCTaB MEOMLVHCKOrO W3[eNns BXOOAT Hacafkv [ COBMECTHOW paboTbl ¢
MEAULMHCKVMM  YNbTPa3ByKOBbIM annapatoMm 1, B 3aBMCMMOCTM OT BapuaHTa WEMO/HEHUS
Habopa, MOryT BXOAMTb: YHVBEPCASbHbIA CTa/lbHOW K4 U MeTa//IMveckas MofcTaBka Wam
AVHAMOMETPUYECKUIA KIIKOY CUHWIA 1 aBTOKNaBMPYEMbIA NIacTUKOBbIN GOKC. Kaxkgan Hacagka
MMEEeT CBOM KOHCTPYKTMBHbIE OCOGEHHOCTW, XapaKTepUCTUKN W PeKOMEeHIyeMoe MpyMeHeHue

Mpw npoLieaype.

Ha6op Hacagok K MeAULMHCKAM CTOMAaTO/IOrMYeCKMM YNbTPa3ByKOBbIM anmnaparam
EXCAVUS KIT:
Hacagkun EX1, EX2, EXS, EXL, EXR.

. Hacagka EX1- Ha KOHUYMKe HacafKn pacroiokeH LUapuK C a/iMasHbIM MOKPbITUEM [1S
NPefoTBPALLEHNS  HEMPUATHBIX OG0Me3HEHHbIX OLLYLLEHWA Y MauueHTa.~ cnonb3yeTcs id
YMCTKU C MUCMO/Ib30BaHMEM abpa3nBHbIX HaCTUL, Ma/ioro 1 60/1bLIOr0 pasmepa.

. Hacagka EX2- Ha BHelHeli CTOPOHe KOHYMKA HacafKu pacrofoXeHa MosoBMHa Lapuka
C aIMa3HbIM MOKPbLITVEM [/19 MPEeAOTBPALLEHMS HENPUSATHBLIX GOAE3HEHHbIX OLLYLLIEHUA Yy
naupeHTa. VIcnonb3yetcs A1 YWCETKA C WCMOMb30BaHWEM abpasmMBHLIX YacTuL, Masioro u
60/1bLLOro pasvepa.

. Hacagka EX3-Ha BHYTpEHHE CTOpPOHE KOHYMKA HacaflKy pacrofiokeHa MoMoBUHKA
LUapUKa C a/IMa3HbIM MOKPLITUEM, /1 MPEeAOTBPALLEHNS HEMPUATHBIX 60/1e3HEHHbIX OLLLYLLIEHWIA
y naumeHTa. lcnonb3yeTcs A YACTKM C MCMO/b30BaHWMEM abpasvBHbLIX 4acTuL, Masioro u
60/bLLIOro pasvepa.

. Hacagka EXL- Ha ‘BHyTpeHHeil CTOpOHe KOHYMKa'.HaCafKu pacrofioxeHa MofoBmHa
LLiapvKa, MOBEpPHYTasA HaseBo. nog yrnom 45°. Icnonb3yeTcs A YACTKA C UCMOJb30BaHWEM
abpasmBHbIX YaCTUL, Ma/IOra 1 60/LLLIOTO pa3mepa.

. Hacagka EXR-_MHa BHyTpeHHeil CTOpPOHE KOHuMKAa HacafkM pacrofniodXeHa MosoBMHa
LUapMKa, MoBepHyTad Hampaso Mo yriioM 45°. Kcnonb3yeTca 41 YACTKU C MUCMO0/b30BaHNEM
abpasuBHbIX YaCTWL, MasIoro 1 60/bLLIOrO pasmepa.

Hacanka EX1
Hacanka EX2

Hacanka EXR
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Hacanka EX3

Hacaaka EXL

Puc. 2 BHelwHWiA B HacafoK EX1, EX2, EX3, EXL, EXR/Hatopa Hacagok K
MeAVLMHCKUM CTOMATO/1I0rMYecKUm ynbTpasByKoBbIM annapatam EXCAVUS KIT

. YHVBepPCaNbHbIA CTaNbHON KAOY NpeHa3HaueH [1 HaeXXHOI0-3aKPENIEHNs! HacaKn B

HaKOHEUHWKe, a TaKkxke [/ OTCOeAMHEHNA HacaKu NpPeACcTaB/ieH Ha-PUCYHKe 3

#1

vj

Puc.3 BHeLLHWI BUE, YHMBEPCA/TbHOTO CTa/IbHOr0 K/lkloya

* MeTannnmyeckass MoAcTaBKa WMEET CWINKOHOBble KOfbLa WU OTBEPCTUA. ANA HacaioK.

Ob6neryaet paboTy C Hacagkamu, NpeacTaBneHa Ha puUcyHke 4
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Puc. 4-BHeLUHWIA BUA, METaIMYECKOA NOACTaBKM

TEXHNYECKUNE XAPAKTERPMCTUKMUN

TexHUYECKIe XapaKTEPUCTUKA MeAVLMHCKOrO M3genis «Habop HacafoK K MeAMLMHCKMM
CTOMATO/IOrMYECKMM  VbTPa3BYKOBbIM  anmapaTav»- . TpeACTaB/eHbl B TaGMMLLE . HIXKE:
MpuBeaeHbl rabapuTHBIE pa3Mepbl HACAfoK, PEXWM annapara, NPUMEHsIEMbIA Mpl paboTe
HacaloK, COBMECTUMbIIA CTOMATO/ONYECKWIA annapat, a Takke PEXXUM UpPUraLyi HacaaKy.

1 Hacagka EX1 (Ta6nuua 1)

Tabnmuya 1
"abapUTHBI a 40+£0.2 Mm
€ pasmepbr* b 340+ 0.5 mm
c 8.0+ 0.2 Mm
d 2.0+ 0.2 Mm
el 2.0+ 0.2 Mm
Macca 1,10+0,10r
Pexxknm annapata 12
Vppurauma r
17 ma/MUH = Lwit/MUH
Ycunve nsBneyeHus He meHee 20 H
Ycunve And BCTaBNeHUS . U He-6onee 30 H
3aKperneHns
o Annapart CTOMaTO/I0rMYECKMIA AN1S CHATASA
CoBMeCTUMbIN

3y6HbIX OTNOXKeHWI cepum Newtron;

CTOMATONorNteckin annapar Annapar CTOMATO/OrMuecKii fyis CHATUS
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3Y6HbIX OT/IOKEHUI C MPUHAANEXXHOCTAMU;
BNOK CTOMATONOrNYECKUIA AN1S CHATUS. 3YOHbIX
OT/I0XeHNI Xinetic ¢ NpUHaA/IeXXHOCTAMM
* O603Ha4eH1e rabapyTHbLIX Pa3MepoB MPeLCTAaBEHO Ha PUCYHKE.

@
o L ==
1
Puc.5
2. Hacagka EX2 (Tabnuug-2).
Tabnuuya 2
I abapuTHbI a 40£0.2Mv
€ pasmepbr* b 340+ 0.5 mm
c 8.0+ 0.2 v
d 2.0+ 0.2 mm
el 2.0+ 0.2 Mm
Macca 1,10+0,10r
Pexxum annapara 12
Wppuraupsa r
* V \1 ma/MuH = 1 mn/MrH
Ycunve u3BneyveHus He meHee 20 H
Ycunve - 4ns  BCTaBneHus U He 6onee 30
3aKpeneHns
Annapat CTOMaTo/IOrMYECKI AN CHATUA
3y6HbIX OT/IOXEHNI cepui-Newtron;
COBMECTVMbII Annapat CTOMaTo/0rMYECKNIA AN1s CHATUSA
CTOMAaTOAOrMYECKMIA annapar 3YOHbIX OT/IOXKEHUIA C NPUHAANEXHOCTAMM;

BI0K CTOMATOMOrMYECKIA- [/ CHATUS 3yBOHbIX
OTNOXeHWI Xinetic ¢ NPYHaANEXHOCTAMM
*(0603HaueHne rabapyTHbIX pa3MepoB NPeACTaBNEHO HAa PUCYHKE,
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Puc.6
3. Hacagka EX3 (Tabnmua 3).
Tabnuua 3
MabapuTHble a 40+£02mv
pasmMepbr* b 34.0+ 0.5 Mv
c 8.0+£0.2 vm
d 2.0+ 0.2 Mmv
el 20+0.2 mm
Macca 1,10+0,10r
Pexkum annapata 12
Vippuraums r
[\ X7mn/MyH £ 1 Ma/MUH
Ycunve ussnedenns He meHee 20 H
Ycunve  ang. BCTaBleHUS W He 6osnee 30 H
3aKperieHms
ATnapar cCTOMaTo/I0rM4ecKmin ANs CHATUS
3y6HBPC OTIOXKEHWIA ceprn Newtron;
CoBMECTUMBII Annapar CTOMAaTO/IOrMYECKUIA gAs CHATUSA
CTOMAaTO/IOrNYeCcKui annapar 3y6HbIX OT/IOXKEHWI C MPUHAO/IEXXHOCTAMU;

Bok cTOMaToNnornyecknii Ans-CHATUSA 3y6HbIX
OTNOXeHUIA Xinetic ¢ NPUHALAEXHOCTAMU
* O603HaueHVe rabapnTHbIX PA3MEROB MPeLCTaB/NEHO Ha PUCYHKE.
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Puc.7
4. Hacagka EXR (Tabnvua 4).

Tab6bnuua 4
MabapuTHbIe a 4002 Mm
pasmepbr* b 340+ 05 Mm
c 8.0+ 0.2 Mm
d 20+0.2 mm
el 20+ 0.2 Mm
Macca 1,10+0,10r
Pexxmm annaparta 12
Wppurauus r

[\ 17mn/MuH £ 1 Ma/MuH

Ycunme n3sneyedus He meHee 20 H

Ycunve ona BCTaBNEHUA U He 6o0nee 30 H

3aKpen/ieHns 5
Annapar CTOMAaTO/IONMYECKMNIA st CHATUSA

3YOHbIX OTNI0XKEHWIA cepum Newtror,
Annapat CTOMaTO/I0rMYeCKNIA AN CHATUSA
3YOHbIX OT/IOXEHWI C NPUHALIEXHOCTAMY;
B/I0K CTOMATOI0rM4eCKUiA 15 CHATUA 3yOHbIX
OTNOXeHWIA Xinetic ¢ NpyHaaNeKHOCTAMU

* O603HaueHMe rabapyTHLIX Pa3MepOB-NPeACTaBNEHO Ha PUCYHKE.

CoBmecTUMBIVi
CTOMATO/IOrM4ecKuiA annapar
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Puc.8
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MeTannnyeckas NOACTaBKa:

Tabnuuya 8
a6GaouTHbIE pasMepbl, MM (100,0x40,0x40,0) % 2 M
Macca, 1 1000+£5,0r
KonnuecTtBo siueek 6
MATEPWANDbI
Ta6nuuya 9
Hacajika MeaVLMHCKas HEpKABEOLLIS CTarTb
EXLEX2 EX3EX-R EX-L KorbLo MonmTeTtpadtopatieH (PTFE)
AnmvasHoe AT
MOKpbTVe

Martepuasibl, KOTOpble MCMOAb30Ba/IMCL NMPU MPOM3BOACTBE MeTanIMYecKoii NoACTaBKM,
YHMBEPCA/IbHOTO CTa/IbHOTO K/Ya MEAMLIMHCKOTO M3Aenusi, yKasaHbl B Tabnutie 10.

Ta6nunuyato
L W®epuan ;
y o o MeavupnHcKas
H/BepCa/bHbIV CTasIbHOW HEMKABEIOLLAA
K7 cTa/lb
MeanumnHcKas
Kopnyc HepykasetoLLas
MeTannnyeckas CTaMb
MoJcTaBKa
Konbuo CunmkoH

MAPKIPOBKA

XpynKoe, 06palUaTbCsi OCTOPOXXHO

bepeub OT B/ark

Bepx

= AR

Homep no katanory

REF

LOT Homep mapTumn
C€1 CooTBeTCTBYET ApeKkTuBam CE
CE
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CE

-
0

0.
QS
[

Vtaeoncihtf
tmhrwmtom

132C

154 C

CootsetcTByeT AnpekTmeam CE

[ata n3rotoeneHus

M3rotoButesb

TemMnepaTypHbIi1 AnanasoH
[manasoH BnaXkHOCTN
OrpaHuyYeHys aTMOCHEPHOr 0 [aB/IeHNS

O6paTUTECH) K UHCTPYKLMW MO NPUMEHEHUHO

ConpoBoauTe/bHas JOKYMEHTALMS B 3NIEKTPOHHOM A0CTYne

HecTepunbHo

RX-Only: To degepansHomy 3aKkoHy, CLLIA npogaxka JaHHOro m3aenvs
paspeLLieHa TO/bKO JIMLEH3VPOBAHHBIVIBpaYaM Wi Mo KX MopyYeH o

KonmuyecTBo B ynakoBke 1 LT,

Ko/nM4ecTBO B YMNakoBKe 4 LLFT.

PaspeLLeHO UCMOoMb30BaTh B MOOLLIEN, AE3VH(PULMPYHOLLEN MaLLnHe
[NS TePMUYECKON Ae3NHeKLM
CnocobHo BblgepXaTb aBToKNaBuposaHve npu 132°C

Cnoco6HO BblaepXxaTh-aBToK/IaBMpoBaHve npu 134°C

He ncnonb3oBaTh MpyNMOBPEXAEHNN YMakoBKM

Homep ynakoBKY A5 OTCEXMBAHNA

NH®OPMALNA O HAANYN B MEAVNUNHCKOM\WU3AETNN
AEKAPCTBEHHOI'O CPEACTBA A1 MEANUVNHCKOTIMO TIPMUMEHEHNA,
MATEPUANOB XXNBOTHOI O (MNIN) HENTOBEYECKOLFO TIPONCXOXAEHNA

MaTepuranbl XVBOTHOTO W/ He/IOBEYECKOTO NMPOUCXOXKAEHUA B MEAMLMHCKOM M3AeMM
«Habop HacaoK K MeAMUMHCKVAM CTOMATOMOrMYECKMM  Y/IbTPa3BYKOBbLIM  anmapaTam»

OTCYTCTBYHOT.

JleKapCTBeHHbIE CPeACTBA B MeAWLIMHCKOM M3aenun «Habop HacaoK K MeAULIMHCKUM
CTOMATO/IONMYECKMM Y/bTPas3BYKOBbIM annapaTam» OTCYTCTBYHOT.
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dapMaLleBTUUECKME CYOCTaHUMM B MeAMUMHCKOM  uM3genmm  «Habop Hacafok K
MEeAVLMHCKAM CTOMATO/IONYECKVIM Y/bTPa3BYKOBbIM anmnapaTam» OTCYTCTBYHOT.

CTEPUWTN3ALINA.

MeayLUMHCKOe M3aenme NOCTaBNsSeTCs HeCTePUIbHBIM. M13aenme HeoGxoamuMo Moaseprath
OUMCTKE Nepef, KakdbIM  WCMOMb30BaHMEM. [locne  TOro, Kak HacafKn  OYMLLIEHbI,
[E3VH(MLMPOBaHbI W BbICYLLIEHbI, MX HEOGXOAUMO Pa3NOXWTb MO MOPsiaKy. B-BOKCe, KOTOPbI
[OMKeH BbITh MOMELLIEH 1 3aneyaTaH B CrelyabHbIi NakeT, NPUroAHbIv Anis cTepunmn3aLmn.

MpenynpexxaeHns:

He vcnonb3yinte cTabHYHO MOYa/IKY WM abpasviBHble YMCTALLYE CPEACTBA A1 OUNCTKM
MELMLMHCKOrO U3AENNS.

He ncnonb3yiTe pacTBOpbI, COAEPXKALLME M0, AN X/I0P B 3HAYUTEABHON KOHLIEHTpaLWN.

YpoBeHb pH MOOLLMX 1 Ae3NHPULMPYOLWMX CPEACTB AO/MKeH ObITb oT 7 40 11,

3apa)eHHble ¥ UCMOMb30BaHHbIe U3eNNs He NOMeLLainTe B KOPODOKY 18 CTepunmnsaumm
W He MOWTE B MalLLIMHE.

Merog, npeaBapuTeNibHON OYACTKM AO/MKEH MCMONb30BaTbCAMEPEL, aBTOMATUYECKOM
OYMCTKOW.

MeaunuMHCKOe n3genve cRegyeT TLLATeIbHO O4MLLATL Y NoABePraTb KOHEYHOM
CTepUIN3aLIMM Nepes UCMo/b30BaHUEM.

lMapameTpbl CTEpUNM3aLAY 0GECTIEUVBAKOT AO/MKHYIO CTEMEHb CTEPUAM3ALIAN TOMBKO /1A
MPaBUIbHO OUULLEHHBIX MEAVNUMHCKMX U3LENNIA.

[Mpy aBTOMATWNYECKO- HYNCTKe HACcaAKM CNefyeT BCTaBAAThL B CrieLmasibHble AepXKaTenn s
VHCTPYMEHTOB WM B Ma/IeHBKME KOP3WHbI, YTOObI OHY HE MOBPEAWINCE MPU YUCTKE.

Mcnonb3yitTe NpoMbIBHOM Ae3MHGEKTOP, KOraa 3T0,B03MOXHO. V136eraiiTe neperpysa
KOB_?;I/IH A1 MOMKM NPW-YTIbTPa3ByKOBOIN UMCTKE M/ KOP3UH MOlOLLI,eVI/,D,ESI/IHqZ)I/ILI,I/I[[q toLLel
MaLLMHBI.

Bo Bpems ledeHnst’ BbITUPaiATe KPOBb M Apyrie G1OI0rMyYecKme XXULKOCTUA Um
3arpsi3HEHs, He NMO3BOJIAA M BbICbIXaTb Ha MOBEPXHOCTSX.

Mo 3aBepLUeHUM NPOLeaYPbI NIeYeHMs 3arps3HEHHOe 060pyA0BaHMe CrefyeT HaKPbITh
BIXKHOM Ca/theTKOM; MCKTHOUMB, TaKuM 06pa3oM, ero BbiCbiXaHue. CnefyeT OTAeUTs He
3arpsAsHeHHbIe M3AEAVA OT 3arpA3HEHHBIX, YTOObI UCK/THOUUTL 3apadkeHe nepcoHasia-n
OKPY)KAtOLLIER cpefpl.

Mpon3BoAnTENb He HeCeT OTBETCTBEHHOCTI-3a NMPOLLECChI CTEPU3aLMN, KOTOPbIe
BbINO/THSAET KOHEYUHbI M0/1b30BaTe/b WM 3aKa3uMK, He Crieflysi peKOMeHAaUMsaM MPOu3BOANTENS.

OrpaHuyeHue Mno UyKiaMm OUUCTKU

MOBTOPHbIE LMKIbI 06PabOTKM, BK/IKOYaOLWMe MPOMbIBKY BPYYHYH,. Masio BAWSIOT Ha
v3genve. (CpoK UX CMy>xObl OMpeaensieTes, CTeneHbl0 M3HOCA W MOBPEXAEHWS B MpoLecce
MCNO/b30BaHNS

XpaHeHve 1 nepeBo3Ka.

3arps3HEHHbIE U3AeNA HeOOXOAMMO TPaHCMOPTUPOBATb OTAENBHO OT He3arps3HEHHbIX,
YTOObI 36€XKaThb OOLLIErO 3arPA3HEHMS,

FlogrotoBka K npeaBapuTe/isHON OUMCTKe

PeKOMeHAYeTCA YMCTUTb M3LENMe KaK MOXHO paHbLLe Moc/e UX 1cronb3oBaHus. Vsaenve
[O/DKHbI  ObITb OCMOTpPEHbI U (0BCNYXeHbl He MOKe 4YeM uepe3 [ABa Yaca nocne ux
ACA0/b30BaHUS.

Mepes 04MCTKO 1 Mocnie KEKAOro MCTONb30BaHNS OTBUHTUTE HACafKy C NepeaHei yacTu
HaKOHEYHVKa 1 MOMECTUTE ee B.COOTBETCTBYIOLLMIA KOHTENHED.

MpeaBapuTesibHas OUNCTKa-PyYHOI Cnocoo.
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O6opyoBaHMe: Msrkas

LLETKA, MSArKWiA EPLLNK NN can(heTKa, He OCTaBNAIOLLE BOTOKOH,

LUNPWLL, MUMETKA WX BOAAHOW NUCTOMET, LLENOYHON ouncTuTenb (pabounii pacteop 1-3 %).

YNbTPa3BYKOBOWA OUNUCTUTESb.

1 MuHyTa

10 MuHYT

1 MyHyTa

4 MUHYT

1 muHyTa 30 CekyHA

Tabnmua 11

MpOMbITb M3[enre Mog X00AHOW NPOTOYHONM BOLOIA:

Mpy NOMOLLY MATKOW LLETKK, epLUMKa WK He OCTaBIAOLLEN
BOJIOKOH CanteTKn yAamMTb OCHOBHYHO rpsi3b. CMONb30BaTh
LUNPUL, NUNETKY WM BOAAHOM NUCTONET W LLEAIOHHON 1n
SH3UMHbIA OUMNCTUTENb [/15 MPOMbIBKY KaHa/ & Hacaku.
cnonb3ys ynbTpasByKOBYHO BaHHY, BblaepXaTb MeAULMHCKOE
U3envie He-MeHee [ecaTU MUHYT B CBEXXeM BHOBb
MPUrOTOBIEHHOM PacTBOPE LLENOYHOro oYueTmTens. CnefoBarb
PEKOMEHZALVAM NMPOU3BOANTENS, KACAIOLLMXCA BPEMEHM
3KCMO3ULMM, KOHLIEHTPaLMKW, TemMnepaTypbl 1 KayecTBa BOgpbl.
MpOMbITb M34enne Nog, X0N04HOW NPOTOYHON BOLON.
Vcnonb3oBaTb LWNPUL, NUMNETKY WIN BOAAHOW NUCTONET 411
NPOMBIBKW KaHasa [/19 HacaaKw.

MPOMbITL 1 NPOAE3VHPULIMPOBATL MEANLIMHCKOE U3aenne,
1ACMO/b3YA LLENOYHON OUUCTUTESb,- [P NOMOLLY MATKOW LLETKN
WM epLUMKa YOaMTb MPsisb C MOBEPXHOCTW. MpomoiiTe
MEAVLIMHCKOE M3aeNne MOZ BOZOW.BO U3bexaHe
pacrpocTpaHeHNs 3arpA3HAIOLLIAX BELLIECTB B BO3AYyXe

[MpombITh M3LeNne B 4EMOHN3UPOBAHHON U OYMLLIEHHOW BOZE.
cnonb3oBarh LWUNPKL, MUMETKY WK BOASHOW NUCTONET A1
MPOMbIBKN KaHana A/s HaCagKu.

Bu3yasibHO 0CMOTPETb MEAULIMHCKOE M3LENVe.

MoBTOPATL NPOLEAYPY AO-NOMHOMO YAaneH!s BCeX BULOB
BUANMBIX 3arpsi3HeHUA: B KOHLe NPOMbITb U3aenve B
[EeVOHM31POBAHHON WA, OYMLLEHHO Boge. O6CYLUNTL-M3aeNNe
NPV MOMOLLY MSArKO HE OCTaBNSHOLLE Bopca cantheTk uin
MeAVLIMHCKOTO YMACTOTO CXATOro BO3Ayxa

ABTOMaTMYEeCKass 04MCTKa

Tabnuua 12
MpenaputenbHas 2 MAHYTHI XonofHas BOLONPOBOAHAA BOAA
MPOMb|BKa
Moiika 2 MVHYTBI lopsvas BOJA W3 MOA“KpaHa C TemnepaTypoi

Helitpanmzaums 5 MUHYT

Bbie  40°C.  McAONb30BaThb  LUEMOYHOM
OYMLLIAIOLLMIA pacTBop.
lopsvyas Boga w3 nog KpaHa ( 40°C) ¢

HENTPaNM3YHOLLIMM CpeacTBoMm npu
HeobXoANMOCTIA
MpoMbiBKa 2 MUHYTbI [AVCTUNNMPOBaHHAs WM OuYMLLEHHAs Boda C

CyLuka 40 MUHYT

TemnepaTypoi:Bbiwe 40°C
Mpn Temnepatype 90°C
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Tepmunyeckas gesnHpekuns.
Tepmunyeckas ae3nHbeKkuma nposogutcs npy 90°C B TeueHMe He MeHee NATU MUHYT.

MpeacTepunmn3aLMoHHas 0UnMcTKa

Mpw 3amMauMBaHNM UMK KMMSYEHUU B MOKOLLIEM PacTBOPE M3AENMS NMOMHOCTLIO MOFPYYKatoT B
PaCTBOP MOOLLIETO CPEe/ACTBa, 3aro/HAsS UM KaHasbl M MOMOCTY U3AEMIA.

MoKy U3AenWiA  OCYLLECTBASKOT C MOMOLLBIO  eplla, BaTHO-MapAEBbIX TaMMOHOB,
TKaHeBbIX Ca/IPETOK; KaHaslbl U3ENNIA NPOMbIBALOT C MOMOLLIbHO LLMPULIA.

Tabnuua 13
CpeacTso KoHLUeHTpauma Temneparypa Bpems 06paboTKm
pacTBopa,%o pabouero
pacTeopa
[JekoHekc 50 P 15 He meHee 18 °C 40 MyH

("Bopep Xemu
A", Leenuapus;

Ctepunusayms

CTepunnsoBaTtb M3Lenve MOXXHO, UCNO/b3ya METOA CTEPUIN3ALMN MapoMm Moj,
136bITOUHbIM faBeHveM 0,22 MIMa B napoBom cTepuinsatope-(asToknase) (1SO 17665 wim
OTeYeCTBEHHbIe CTaHAaPTbI). PeKOMeHAaLMN NpeACcTaB/eHb! B-Ta0MLE HUDKe

Tabnuua 13

MpoaomKUTENBHOCTD TemnepaTypa Bpewma cyLikn

He meHee 18 MUHYT 132 - 134 °C 15-20 MuHyT

[MpofO/MKUTENEHOCTE CyLKM OT 15 [0-20 MUHYT B 3aBUCUMOCTW QT =CNeayroLmx

KpUTEpHEB:
. TN MaTepuasa YMNakoBKW, 06eCreurBatoWMin  CTEPUIbHBIA  Gapbep; s WM XECTKUe
KOHTeMHepbl MHOrOKPaTHOT O VCrMo/b30BaHus;

KO/INYECTBO Mapa;

matepuasibl MeAULIMHCKOrO M3fenus;

06LMiA BeC;

TEXHWNYECKIE XapaKTEPUCTUKM CTEPUIN3ATOPE,;

MPaKTUKN, NPUMEHSEMbIE B BaLLIEM PErviOHe;

pasHOe BPEMSA OX/IaDKAEHUS.

FlpoBepka
pl/lsp,eﬂm [O/MKHbI ObITb OCMOTPEHbI HA Ha/IM4uMe OCTaBLUMXCS 3arpsi3HEHUI, PXKaBUMHbI,
3aTynneHns, 06ecLBeYnBaHna U NOBPEXAEHNIA.
Mepen 06pabOTKOM U CTePUAM3ALWEN OUMLLEHHBIX M3AEeNWAYOeaNTeCh, YTO OHM YMCTbIE,
He UMEIOT NMOBPEXAEHWIA 1 (DYHKLVIOHVPYHOT Ha/iexalyiMm o06pasom.
YTnn3nposaTb MOBPEeXAEHHbIE U3LENVS, He CMasblBaTb:
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CPOK C/Y>XbBbI

CpoK  CnyObl  MEAULMHCKOTO — m3fenms  «Habop  HacagokK K MeAuLIVHCKUM
CTOMATO/IONYECKMM Y/IbTPas3BYKOBbLIM arnnaparam » cocTasnseT 10 ner.

B cBS3M C TeM, YTO He HEBO3MOXHO YCTaHOBUTb MaKCVMasIbHOE YIC/IO BO3MOXKHBIX
MpoLiealyp, KOTOPOE MOXET BbITb OMpe/e/ieHo MHOTVIMI MapamMeTpamy, TaKUMN Kak
MPOAOMKUTENLHOCTb UCMONL30BaHUS, TBEPAOCTb 3yGHOI aMani, NPUNOXKEHHAs CUTA U U3HOC,
MPOM3BOAUTE b PEKOMEH/IYET MeHSITh HaMBOMee YacTo UCMO/b3yeMble HACAKN He-PEXe OHOMO
pasa B rofl. Hacagiky creflyeT 3aMeHWTb, €C/v BUGPaLMs HacafKv He COOTBETCTBYET 3a/jaHHOM
YacToTe, annapar paboTaeT HempPaBW/bHO, MPOLIEAYPA 3aHUMAET 6GO/IbLLE BPEMEHM, YEM 06bIUHO,
WM pe3ynbTaT He JOCTUraeTCs.

[MTeNbHOE MCMO/Mb30BaHNE MEAMLIMHCKOrO m3aenmnst «Habop Hacafjok K MeAMLIMHCKVM
CTOMATO/IONMYECKM Y/bTPA3BYKOBbIM afifiapaTaM» MOMXET MPUBECTU K €ro ecTeCTBEHHOMY
M3HOCY. Mbl HACTOATENBHO He COBETYEM M3MEHSITb KOHCTPYKLMK “HAacagok nyTeM WX
06TauMBaHusi, CrmbaHVs UK KakuM TO" APYTVIM CrOCOGOM.

TPEBOBAHNA K TEXHUYMECKOMY OBCJ/TY>XBAHWIO 1 PEMOHTY
MEAVLIMHCKOI O USAEJINA

Mpn HeobXoAMMOCTU CBSXKMTECH C MOCTABLUMKOM MeAMLMHCKOro m3genvs. He cnegyet
cfasaTb MeAMUMHCKOE W3[eNUe)B PEMOHT ApYrMM creupasuctaMm, TaK Kak B pesysbrare
HEKAYeCTBEHHOIO PeMOHTa WU3eNMe MOXET MpeACTaB/ATb OMacHOCTb A8 MOMb30BaTens u
MaLvieHToB.

B cnyyae COMHEHWIA “CBXUTECHL C aBTOPM30BaHHbLIM.' MOCTABLUMKOM WIM C LEHTPOM
NOCNenpoAaKHOro obcnyxmsaHma SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNoBA TPAHCIIOPTUPOBKW, XPAHEHNA U SKCTIJTYATALUUIA

YnakoBaHHYH0 APOAYKLWIO CREAYeT XPaHUTb B.GYXOM 1 YUCTOM MOMELLIEHUM, [/e
VICK/KOYEHa BEPOSITHOCTb MOMafaHMs NMPSIMbIX COMHEYHbIX NyYeid, BpeaHbIX BELLECTB; Barvi 1
Upe3MePHOTo MOBbILHEHVE TEMMEPATYPbI. ICNonb30BaTh CHauana NPOAYKLIMIO C MEHBLLIMM
CPOKOM Fof|HOCTIA.

YcnoBus-xpaHeHNs

Temneparypa oKpy»xatoLein cpefpl: oT.=20°C go + 70°C
OTHacTeNbHAs BnaxkKHOCTL: 10% - 100%, BK/MOYaA KOHAeHcaT
ATtmoctepHoe gasnenHre: 500 rMa g4o0:-1060 rla

YCnoBuvsi TPaHCMNOPTMPOBaHMS

Temnepatypa TpaHcnopTposBarmd ot -20 go +70 °C
OTHOCKTENbHAA BNaXXHOCTL Bo3Ayxa 10—200 %, BK/IOUasA KOHAEHcAT
ATMOCepHOe aBneHne 0T 500 rfMa go 1060 rfa

YcnoBua akcnayaTauun:

Temnepatypa akcnnyatauum ot + 10 °C go +40 °C
OTHocuTeNbHaa BRakHOCTL: oT 30 A0 75 %
ATtmocepHoe gasnenue: 800 rMa go 1060 rla
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MoTeHUMabHble NOTPEOUTENN MEANLIMHCKOIO U3AeNNs

MeouumHCKoe  U3fenve  npefHasHavyeHoO A1 UCMOMb30BaHMSA  CTOMATQAOTOM MK
cneynasinCTtoMm Mo Je4eHo 1 npoTesnpoBaHNO 3y608. HacTosllee m3genve npepHasHayeHo
TONbKO And I'IpO(beCCVIOHaﬂbHOFO NPUMEHEHNA.

OMNCAHVE MEAVLNHCKNX N3AEANIN NCMOJIb3YEMbIX COBMECTHO.

1 «Annapat CTOMATO/IOrMYeCcKUA AN CHATUS 3YOHbIX OT/IOXKEHWI (cepumn Newtron»,
(AnnapaT CTOMaTOMOrMYECKWA ANa CHATMA 3yOHbIX OT/1I0XKeHMA Newtron Baoster,HakoHeUHUK
Newtron, Annapat CTOMaTONOrMYeCKUiA Ana CHATUSA 3y6HbIX OTI0XeHMIA INewtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoauTcs B npouecce rocyfapCTBeHHON permctpaumm Ha
Tepputopun P®) npomnssoacTea SATELEC, ®paHuus.

2. «Annapar CTOMAaTO/0rMYeCKUiA. gna KocTHoM xmpyprmn PIEZOTOM CUBE» (Annapart
CTOMATO/IOrMYecknin ang KoctHoi xupyprim PIEZOTOME CUBE, HakoHeuHnk CUBE LED)
(PerucTpaymoHHoe ypocTtoBepeHne (Ne P3H 2021/14297 ot 13.05.2021r.), NpoW3BOACTBA
SATELEC, ®paHuua

3. «Annapar CTOMATO/MOrMYECKNiA 4151 CHATUA 3YOHbIX OTIOKEHNIA C NPUHALNEXHOCTAM
(Annapar CTOMATONIOrMYeCKuin 1S CHATUS 3yOHbIX OT/IOXEHUIA C_APMHALIEXHOCTAMU: Mogenb
P5 NEWTRON XS, HakoHeynuk Suprasson)( PeructpaumoHHoe ygoctoBepeHue NodC3
2007/00914 ot 21 pekabps 2007r.), nponssoacTea «Catenek C.A.C.», ®PpaHums

4, «CTOMaTONOrNYeCKi annapar PIEZOTOM c NPUHAA/IEXXHOCTAMM»
(Ctomatonorunyeckuin annapar; PIEZOTOME B BapuaHTax ucnonHeHusi: PIEZOTOME SOLO
LED, HakoHeuHunK Piezotome-Solo LED), (peructpaumoHHoe yaoctosepeHne Ne P3H 2013/859
ot 12 nong 2013r.), npounssofcTea «Carenek.C.A.C.», ®paHLma

5 «BfoK CTOMAaroflorMyeckuidi A1 CHATUA ““3yOHbIX  OTNOXeHWiA  Xinetic ¢
NpUHagIeXHOCTAMU» _ ABNOK  CTOMATONMOTMYECKUA  ‘BAS  CHATUA  3YOHbIX  OT/IOKEHWA
X1ne6c,HakoHeuHMK Suprasson), (peructpaumoHHoe ygoctosepeHne NeP3H 2013/858 ot 12
nona 2013r.), nponssogacTea «Cartenek. C.A.C», OpaHuus

NPHLUMN AENCTBUA MEAMEMHCKOIO U3OEA
MpyHUMN GencTBnS.

MPUHUMIT AEACTBUA MEAWLIMHCKOrO U3AEANSA 3aK/HOYaeTCA B TOM, YTO OT OCHOBHOIO 6/10Ka
Ha YNbTPa3BYKOBOA CTOMATONOMMYECKUA HAKOHEYHWK MOAAETCA  SMEKTPUYECKMIA  CUrHan,
reHepupyemblid annapatoM. HakOHeYHMK CBA3aH C MeAMLMHCKMM annapatoM nocpeacTBOM
LUHypa. B €ro cocTaB BXOAUT KepaMUYECKMIA-MbE303/IEKTPUYECKMIA Npeobpa3oBaTesib, KOTOPbIN
TpaHChOpPMUPYET  MEKTPUYECKUIA  CUTHaR- B YNbTPa3BYKOBYHO BuOpalito. MexaHuyeckas
BMOpaLMs-epefaeTcs CTOMATONOrMUYeCKOW: HacaKe, YCTaHOBIEHHOM Ha KOHLIE YNbTPa3ByKOBOIO
HaKOHeYHKKa

OKASAHUE MEOVNUMNHCKNX YCNYI/

MoaroToBKa K paboTe MeAVLIMHCKOIO U3Aenms
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CocTaBnsitolLMe  HEeOGXOAMMO OUMLLATL, [Ae3VH(ULMPOBATb U CTEPUIM30BaTL. ~ Nepes
KaXbIM UCMOMb30BAHMEM. YCOBUS OUMCTKM, AE3VH(EKLUMM U CTEPUIM3ALMM YKa3aHbl B
COOTBETCTBYIOLLEM pa3aene PyKoBOACTBA MO IKCMTyaTaLyu.

132*C 134C
AR

Hapnexalas Bmbpaums Hacafky NpeanosnaraeT ee HafexXHOe 3aKpeneHue B HaKOHEeUHUKe
6e3 ype3MepHOro fasfieHns Ha ynop. Hacagky Heo6XxoayMo 3adMKCVpOBaTh..B' HAKOHEYHWKE C
MOMOLLbIO YHMBEPCA/IbHOTO CTa/IbHOTO K/KOYa 1 06eCneynTb HafexxHoe 3aKpeneHne Hacaaku B
HaKOHeUHMKe [nA Hacagok (Puc.l). UpesMepHbll 3aXKUMM HacafkM MOKeT MpuBeCTU K
MOBPEXAEHNIO HACAAKM UMM HAKOHEYHWKA.

(-\ 4 x»

Puc.1

BbIGop HeO6XOAVMMOI HACAAKM OCYLLIECTB/ISETCS TONbKO CTOMATO/IOMOM.
Y6eauTeCh, YTO-BbIOGPAHHbIA PEXKMM COOTBETCTBYET BbIGPAHHOI HaCAZKe.

3aBepLueHue paboThbl
lMocne 3aBepLLeHns npoLieaypbl
1 OtcoeguHVTe Hacaaky;
2..BbINONHWTE OUUCTKY Y CTEPUM3aLMIO: MEAVLIMHCKOTO M3LeNnd, Kak OmyicaHo B r/ase
CTEPUNU3ALMNA,

YKasaHusa Mo TeXHNKe pa60TbI C HaCagKaMu:

» Bo Bpems 06paboTKu 3y60B HacaaKy CriefyeT AepXKaTb MO KacaTeAbHON K NOBEPXHOCTM
3y6a;

 ~HWKorga He AepXXnTe HacaaKy NepPrneHANKYSpHO 3y6HOW aManu;

o [lBuraiiTe HaKOHEYHWK Hariopebue ABMKEHUS KUCTbHO C HE3HAUMUTESIbHbIM GOKOBbLIM
[aB/IEHNEM;

) Mpu paGoTe C HacaaKamii WCMOMb3yiiTe TO KOMMYECTBO MppUraLmmM, KoTopoe
PEKOMEH/YETCS 1Sl BbIGPAHHOI HACAAKY;

» [Mepep MCMO/Mb30BAHMEM BU3Ya/bHO MPOBEPLTE COCTOSHUE HACAAKY;

« [pu paboTe Bcerga HagesainTe MeAULIMHCKYHO MacKy 1 MepyaTKu.

OMUCAHUE KOHCTPYKTUBHbBIX OCOBEHHOCTEN MEAMLIMHCKOIO
N3OENNSA
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B COCTaB MEOULWMHCKOrO W3AeNMA BXOAAT Hacagkv A1 COBMECTHOW paboTbl C
MEAVLMHCKMM  yNbTPa3BYKOBbIM annapaTtoM 1, B 3aBWCUMOCTW OT BapuaHTa WCHOHEHUS
Habopa, MOryT BXOAWTb: YHMBEPCA/bHbIA CTa/lbHOW KMHOY M METal/Myeckas MoacTaBka Wim
OVHAMOMETPUYECKMIA KMOY CUHWIA 1 aBTOK/IaBMPYEMbIA MIaCTUKOBbIA GOKC. Kaxkdas Hacajka
MIMEET CBOM KOHCTPYKTWBHbIE OCOOEHHOCTU, XapaKTepUCTUKM M PEKOMeHLyeMOe. MNprYMeHeHVe

Mpu NpoLeAype.

Habop HacafoK K MeAMLIMHCKUM CTOMATO/OMMUYECKUM Y/bTPasByKOBbIM arnapaTam
ENDO ONE KIT:

Hacagku: CAPL, CAP2, CAP3, ET25, ETPR, IRR25 21-4wuT.
. Hacaznka CAP 1-HearpeccvBHbIl; OKPYT/IEHHbIA KOHUMK Hacagku. AKTUBHas 6GOKOBas

4aCTb M HeaKTUBHbIA KOHYMK Hacafkw. Vcnonb3yetca AN YAaNeHUs Haf- U noaLecHeBbIX
00BEMHbIX OT/TIOXEHUIA.

. Hacagka CAP2- AKTvBHas 60K0Basi 4aCTb 1 aKTMBHbIA KOHYMK Hacaaku. Vicnonbayertcs
AN yOaneHus Haf- U NOAAECHEBbIX OOBEMHBIX OT/IOXKEHUIA.

. Hacagka CAP3- AKTVBHBI OCTpbIdi KOHUMK. lcnonb3yerca Ans yaaneHus Hag- W
NOAAECHEBbIX 0OBEMHBIX OT/IOXEHNIA.

. Hacagka ET25- Ob6ecrneunBaeT 60/bLUyH MPOYHOCTb BO'BPEMS WMHTEHCMBHOW paboTbl.
TuTaHOBas Hacafika C OCTPbINIKOHLOM /151 06paboTKM Y3KOI pe3bObl UMMIAHTOB.

. Hacagka ETPR- Kcnmonb3yeTcs ana yganeHus 3y6HOro KamHsi W3  HafA[ecHEeBOro
MPOCPaHCTBa. Y aneHne HaauaeCHeBbIX 0ObEMHBIX OT/IOXKEHUI

. Hacanka IRR25 21'-T'nbkas Hacaaka, MOXXHO NMpedBapuTeNlbHO COrHyThb. He TpaBMumpyeTt

TKaHW. VICronb3ytoT AAs MppUraLyin Hag-vi NoaaecHeBHOTO MPOCTPAHCTBA B KOHLE 06paGOoTKY.
JaHHbIV TN HacaoK COAEPXKUTCS B HAOOPE B KOMMUECTBE 4 LLIT.

Hacanka CAPI Hacanka CAP2 Hacankxa CAP3

Hacaaka IRR25 21
Hacanka ET25 Hacanka ETPR
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Puc. 2 BHewHuin Byg Hacagok CAP1, CAP2, CAP3, ET25, ETPR, IRR25 21 Ha6opa
HacafoK K MeAULIMHCKMM CTOMaTOMOrM4ecKMM yNbTpasByKoBbIM annapaTtam . ENDO
ONE KIT

. YHUBepCabHbI CTaNbHOM KUY NpeAHasHaueH 418 HaAeXHOro 3aKpenieHns Hacaaku B
HaKOHEUHMKE, a TakKe A1 OTCOeAVNHEHWS HACaIKW MPEeACTaB/eH Ha PUCYHKe 3

f%

Puc.3 BHetHWiA B yHMBEPCa/IbHOMO CTafbHOMO Kkoya

. MeTan/nyeckasi MOACTaBKA UMEET CUMMKOHOBbIE KOMbLIA M OTBEPCTUS A1 HACAIOK.
O6neryaeT paboTy C HacaaKamM, NPeACcTaB/eHa Ha PUCYHKe 4

Puc. 4 BHELHWIA BUL METa/I/TMYECKOM NOACTaBKU

TEXHUHECKUMNE XAPAKTEPUETUNKMUW

TexHNYecKre XapakTepUCTMKN MeMLIMHCKOrO 13aenusi-«Habop Hacagok K MeaULMHCKAM
CTOMATOMOrMYECKUM  Y/IbTPa3BYKOBbIM — anrnapataM»  MPeACTaBfeHbl B TaOfMLE  HIDKE,
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MpviBeaeHbl rabapuTHble pa3Mepbl HAcaflok, PEXWM annapara, NPUMEHsIEMbIA Npu. padoTe
HacafoK, COBMECTVMbIA CTOMATO/MOMMYECKWIA annapaT, a Takke PeXXV M Mppuraumn Hacaakw.

Habop HacafioK K MeaMLMHCKUM CTOMATO/IOMMYeCKUM Y/bTPas3BYKOBbIM. arnaparam
ENDO ONE HOT:

Hacagkn CAP1, CAP2, CAP3, ET25, ETPR, IRR25 21-4wuT.

1 Hacagka CAPI (Tabnuua 1).

Tabnmua 1
MabapuTHbIe a 40+ 0.2 Mmvm
pasmepbI* b 28.0 £ 0.5 Mv
c 16.0£ 0.5 mm
d 1.0+ 0.2 Mm
e 1 +0.5 mm
Macca 1,12+0,10r
Pexxkum annapara 10
Vippuraums r
/1\
''15 MA/MUH £ 1 MA/MUH
Ycunve n3sneyeHns He meHee 20 H
Yennve  pna BCTaB/IEHVSA 7 He- Gonee 30 H
3aKperiieHns

Annapat CTOMATEMOrMYeCKNiA A1 CHATWA 3yOHbIX
OT/I0XeHWA cepyn Newtron;
COBMECTVMbIA  CTOMATO/IOrMyeckuin ~ AnNnapar CTOMATo/IOMMYECKUin Ad CHATUA 3YOHbIX
annapar OTNOXEHWIA C NPUHAJIEXXHOCTAMY;
B/I0K CTOMATONOrMYecKuin 411 CHATUSA 3YOHBIX
OTNOXKeHUI Xinetic ¢ NpUHaaNeXHOCTAMY
* O603HaueHre rabapuTHbIX pa3mMepoB NPeACTaBNeHO Ha PUCYHKe.

{0) —_— «m*
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Puc.5
2. Hacagka CAP2 (Tabnuua 2).

Tabnmua 2

abapuTHble a 40+ 0.2 Mm
pasvepbI* b 280+ 05 mm

c 16.0+ 0.5 Mm

d 10+ 0.2 Mv

e 8.0£ 0.2 Mm
Macca 1,12+0,10r
Pexxum annapata 10
Vppuraupsa r

15 ma/MyH £ 1 MA/MKH

Ycunve nssneveHus He meHee 20 H
Yewve  and BCTaB/1IeHNS 7
3aKpenneHVs He 6onee 30 H

AnnapaT CTOMAaTONOrMYECKNIA ANs CHATUS 3y6HbIX
OTNOXeHWiA_cepum Newtron;
COBMECTUMbIA  CTOMATOMIOrMYeCKMA  AnnapaT CTOMATONOFUYECKUIA A CHATUS 3YOHbIX
annapar OT/IOXKEHWI C FAPUHALIEXHOCTAMY;
BNOK CTOMATOMOFMYECKMIA AN CHATUS 3YBHBIX
OT/IOXeHWI Xinetic ¢ NPUHAANEXHOCTAMM
*O603HaueHre rabapyTHBIXPa3MepoB NPeACTaB/IeHO Ha PUCYHKe.

M
J l
l
!
Puc.6
3. Hacagka CAP3 (Tabnuua 3).
Tabnuua 3
[CabapyTHbIE a 40+ 0.2 M
pasvepbr* b 27.0+ 0.5 Mm
c 170+ 0.5 Mm
d 10+ 0.2 mm
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e 8.0+ 0.2 mm
Macca 1,12+0,10r
Pexxum annapata 10

Vippuraums |—

15 mn/MUH = 1 Mn/MUH
Ycunve u3BnevyeHust He meHee 20 H

Ycunve ana BCTaB/IEHNA n He 6onee 30 H

3aKpen/eHns

AnnapaTt CTOMaTO/MOrMYeCKWiA 18 CHATUS 3YOHbIX

OTNOXKEHMIA cepum Newtron;
COBMECTVMbI  CTOMATOMOMMYeCKUiA-. ~ANnapaT CTOMaTONOrMUYECKUIAANS CHATUS 3YOHbIX
annapart OTNOXEHWIA C MPUHAANEXHOCTAMM;
BNOK CTOMATONOrMUECKNIAANSA CHATUSA 3YOHBIX
oTnoXKeHuid Xinetic ¢ NPUHaANEXXHOCTAMM
O603HaueHVe rabapuTHbIX pa3MepoB NPeACcTaBNEHO Ha PUCYHKE.

g |
Puc.7
4. Hacagka ET25 (Tabnmua 4).
Tabnuua 4

I abapuTHble a 4.0+ 0.2 Mv
pasmMepbrs b 31.0+ 0.5 mv

c 25.0£ 0.5 mm

e 170+ 0.5 Mm
Macca 090+0,10r
Pexxviv annapara 7
Wppurauma r

1\ 17 ma/MyH £ T™MA/MUH
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Ycunve n3sneveHns He meHee 20 H
Yceunve ans BCTaB/EHUS 7 He 6onee 30 H

3aKpensieHus

Annapar CTOMaTo/IOMMYeCKNin Ans CHATUSE 3yOHbIX

OT/IOXKeHW cepum Newtron;
COBMECTUMbIA  CTOMATOMIOrMYeCKuiA  ANnapar CTOMATONIONMYeCKUiA A CHATYA 3yOHbIX
annapar OT/IOXEHWUIA C MPUHaONEXXHOCTAMU;
BNOK CTOMATONOrMYecKuin s CHATUA 3yOHbIX
OTNOXeHMIA Xinetic ¢ NpUHALIEXHOCTAMM

* O603HaueHVe rabapuTHbIX Pa3MepoB NPeACTaBNEHO Ha PUCYHKE.

Q)
v
au
Puc.8
5. Hacagka ETPR (Ta6nunua b).
Tabnuua 5
abapuTHbIE a 40+ 0.2 My
pasmMepbr* b 21.0+ 0.5 mm
C 13.0+ 0.5Mm
d 2.0 £ 0:2:Mm
Macca 0,90 +0,10r
Pexxym annapata 20
Vippuraups
[
[\
o' 25 M/MVH £ 1 MA/MUH
Ycunvie U3BneveHus He meHee 20°H
Ycnnue ansa BCTaB/leHVA n He 6onee 80'H
3aKpeneHns

Annapar CTOMaTo/IOrMYeCKUN ANs CHATUS 3yOHbIX
OTNOXeHMIA cepun Newtron;
COBMECTMMbI  cTomaTo/normdeckudi  Annapar CTOMaTO/I0MMYECKUA ANs CHATUSA 3yOHbIX
afrapar OTNIOXEHWIA C NPUHALIEXKHOCTAMM;
BNOK CTOMATONMOMMYEEKUIA A1 CHATUS 3YOHbIX
OTNOXeHUI Xinetic'c NpUHALIEXHOCTAMM
+ O603HaueHVe rabapyTHLIX Pa3MepOB NPeACTaB/IEHO Ha PUCYHKE.
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(m)
Puc.10
CvimBon PacLundiposka CmBon Paclumgposka = CvmBoOn PacLumngpoBKa
KanesikHasa CpefHss Bhicokas
r vppuraums CKOpPOCTb CKOpPOCTb
vppurauumn vppurawn

«

B Tabnuue-7 s HaCafoK YKasaHbl LLIEPOXOBATOCTb M TBEPAOCTL MO Pokseny.

Tabnuuya 7
Hacazka LiJepoxoBaTocTb TBepAocTb Mo
PokBenny
CAP1, CAP2, CAP3, ETPR, IRR25 21 He 6onee 0,8MKM 52-54 HRC
ET25 He 6onee 1,0 MKM 50-52 HRC
Hke npefcTaBneHa YacToTa, nepedasaemas OT HaKOHEYHMKA K HACaaKe
YaeToTa, KIL| Annapar (HakoHeYHVK and annnapara)
OF 24.0 8o 37.0 Annapat CTOMaToNIorM4eCKUA- 4NN CHATUSA 3yOHbIX

OTNOXeHMIA cepymn Newtron;

Annapat CTOMaTO/0rMYECKMIA" A1 CHATUA 3YOHbIX
OTNOXEHWUIA C NPUHAANEXXHOCTAMM;

BNOK CTOMATONOrMYECKMIAANS CHATUSA 3YOHbIX
OTNOXeHW Xinetic ¢ NPUHaIEXHOCTAMA
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B Ta6nmu,ax HIWKE MnpurBeaeHbl TEXHNYECKNE XaPaKTEPUCTUKN OCTa/IbHbIX COCTaBAAOLLINX

MeAMLIMHCKOrO M3aenis

YHuBepcanbHbIin CTanbHOM Ktod (Tabnmua 8):

Fa6aoMTHble pasMepbl, MM
Macca

MeTannnyeckas NoACTaBKa:

FabapuTHbIE pasmepbl, MM
Macca, r
KonnyecTBO AYeek

Hacagka

CAP1, CAP2, CAP3 ETPR
IRR2521

ET25

MATEPWAI bl

Hacaka
KorbLo

AnMasHoe
MOKpPbITVE
Hacaaka
KonbLo
AnvasHoe
MOKpbITVE

Tabnuua 8
(30.0x28.0)/ 1.0
190r+ 10T
Ta6bnuuya 9
(100,0x40,0%x40,0) £2 MM
100,0 +5,0 r
6
Ta6bnuuya 10
MaTtepuan*
MeoyUVHCKas HepyKaBetoLLpA CTarlb
MonvretpadiropatwieH (PTFE)
Het
TutaH
MoauretpadropatwieH (PTFE)
Het

MaTepuaribl, KOTOpble MCMOMb30Ba/IMCL MpY MPOU3BOACTBE MeTanmyeckoli NoACTaBKM,
YHUBEPCAbHOIO CTaNbHOIO K/koua MeAMLIMHCKOIO M3Aenis, yKasaHbl B Tabnuue 11

YHuBepcasbHbI CTa/lbHOW

KoY

MeTtannunyeckas
NnoAcTaBKa

Ta6nuua N
Matepuin »

MeanumHckan
HepXxaBetoLas

CTa/b
MeauumHcKan
Hep>kaBeroLLas

CTa/lb

CWInKoH

MAPKWUPOBKA

I XpyriKkoe, 06paLLaThCs OCTOPOXKHO

f bepeub oT Bnaru
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u

REFiI
LOT

CEi

CE Mbrtnni

CE€

wlj

T

Otctronic Uxa
WOHH

Bepx
Homep no katanory
Homep naptuu

CooTtBeTcTBYET AMpekTMBam CE

CootsetcTByeT anpektmsam CE

[aTa n3rotosieHus

M3rotoBuTENb

TemnepaTypHbIiA AyanasoH
[yanasoH BNaXkHOCTK
OrpaHnyeHns aTMochepHOro JaB/eHus

OBpaTnTeCh K MHCTPYKLMM MO NPUMEHEHIIIO

ConpoBoayTenbHast JOKYMEHTALAS B 3/1€KTPOHHOM [OCTyre

HectepunbHo

Rx Only: To denepansHomy 3akoHy CLLIA npofayka [JaHHOTO v3aenvi
paspeLLieHa TO/bKO SIMLIEH3MPOBaHHBIM BpaiaM Win Mo VX NMopyHeH o

K0nmMyecTBO B yNakoBKe 1 LLT.

KOnMYeCcTBO B YNakKoBKe 4 LLIT.

Pa3peLLeHO MCMob30BaTh B MOOLLER, Ae3MHULMPYIOLLE MalLiiHe
A1 TEPMUYECKOI eV H(eKLN
CnocobHO BblAgpKaTb aBTOKNaBMpoBaHue npu;132°C

Cnoco6HO BbldepXKaTb aBTOK/1aBMpoBaHue fpu 134°C

He v1cnonb3oBaTh Npy NOBPEXAeHNN YNaKOBK

Homep ynakoBKM 1151 OTCNIEXMBaHWS
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3arpsisHeHHble U3AeNNs HEOOXOAMMO TPaHCTOPTUPOBaTb OTAENbHO OT He3arps3HEHHbIX,
4TO6bI N36eXKaTb OOLLEr0 3arpsi3HEHNS.

MoAroToBKa K npeasapuTeisHOM OUNCTKe

PeKOMEHAYETCA YNCTUTb M3Ae/NMe Kak MOXHO paHbLLEe Moc/e MX UCMoMb3oBaHus. V3aenve
[OMKHbI ~ ObITb OCMOTPEHbI U OOCMY)XEHbl He MOPKE 4YEM Yepe3 [Ba uaca) nocie ux
MCNO/b30BaHMS.

lMepes 0UMCTKOM ¥ MOC/e KadKAO0ro UCMob30BaHNs OTBUHTUTE HacafKy C-AepeHelt YacTu
HaKOHEYHMKA 1 NMOMECTUTE ee B COOTBETCTBYHOLLMIA KOHTEMHEP.

MpeaBapuTenbHasA OUMCTKa-py4yHON Crocod.

O6opyfoBaHVe: MArkast LLETKa, MATKWA epLunK Win candeTka, He OCTaB/IAtoLLME BOSIOKOH,
LUNPWLL, MUNETKa WM BOAAHOIN NUCTONET, LLENOYHOM ouncTuTeb (pabouniiipacteop 1- 3 %).
YNbTPa3BYKOBOW OUNCTUTESb.

Tabnmua 12

1 MuHyTa MpOMbITE M3AeNNne NoA X0N0AHOM NPOTOYHON BOAONA.
Mpyi AGMOLLM MSArKOW LUETKW, EPLUNKa-WM He OCTaBNSHOLLEN
BO/IGKOH CaN(heTKV YAa/MTb OCHOBHYH) Tpsisb. Vcnonb3osarb
LUNPWALL, NMUMETKY W BOAAHON NUCTOMIET W LLENOYHOA Wn
SH3MMHbIIA OUNCTUTENb A1 NPOMbIBKM KaHana HaCagKu.

10 MUHYT lAcnonb3ys yNbTpa3ByKOBYHO BaHHY, BblAepXaTb MeAMLMHCKOe
3aenme He MeHee ECATU MUHYT B CBEXXEM BHOBb
APUroTOB/IEHHOM PacTBOPe LLEAOYHOro ounctutens. Cnefosathb
pEKOMeHaLMAM MPON3BOANTENS, KaCatOLLMXCS BPEMEHN
3KCNO3MLWK, KOHLEHTPaLWK, TeMNepaTypbl 1 Ka4ecTsa BOpb!.

1 MUHYyTa MpOMbITb U3AeNMe MO XON0AHOW NPOTOYHON BOAOWA.
/cnonb3oBathb LNpUL, NUETKY WX BOAAHOM NUCTOMET A5
MPOMbIBKW KaHasna A/ HacaaKu.

4 MUHYT MpOMbITL ¥ NPOAE3MHPMIMPOBATL MEANLMHCKOE U3Aenie;
MCNOMb3Y$ LLENOYHOM EUACTUTENb. PY MOMOLLUM MArKOW LLETKN
UMW epLUMKa YAaNMTb FPsi3b C MOBEPXHOCTH. MpomoliTe
MeAVLIMHCKOE M3Aenve Noj, BOLOW BO U3bexaHue
pacnpocTpaHeHUs 3arps3HAIOLLIMX BELLIECTB B BO3AyXe

1 MuHyTa 30 CeKyHq, MpOMbITb U3AENME BAENOHN3MPOBAHHOW W OUMLLEHHO BOZE.
cnonb3oBath LUAPKLL, NUNETKY WK BOAAHON NUCTONET A1
MPOMbIBKV KaHana /15 Hacaakw.
Bu3yasibHO OCMOTPETb MEAVLIMHCKOE U3Lenve.
MoBTOPATL NPOLEAYPY A0 MOHOrO YAaneH!s BCEX BULOB
BUAMMBIX 3arPs3HEHNIA. B KOHLIE NPOMbITb M3AENMe B
[EeVNOHN3MPOBAHHOM W OYMLLEHHON Bofe. OBCYLIMTL U3fenve
NPV NOMOLL MArKOWA He OCTaB/SAIOLLEV BOPCA CaniPeTKn nin
MeAMLIMHEKOrO YM1CTOr0 CXaToro BO3Ayxa

ABTOMaTNYECKAA OUNCTKA

Tabnmua 13

FpeasapuTenbHas 2 MUHYTBI XonoaHas BOAGNPOBOAHAas BOAA
MPOMbIBKa
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Molika 2 MUHYTBI opsivas Bofa U3 MO KpaHa C TemrnepaTypoi
Bbille 40°C. Wcnonb3oBaTb  -LLENOYHON
OUMLLIAKOLLIA PacTBOp.

Heltpasmsauma 5 MUHYT lopsuass Boja m3 nog kpaHa-( 40°C) c
HEeTPa3YHOLLIM CpeLCTBOM npu
Heob6X0AMMOCTM

MpombIiBKa 2 MUHYTBI AvcTnnMpoBaHHas WM OYMHIEHHas Bofa C
TemnepaTtypoii Bbie 40°C

CyLwka 40 MUHYT [Mpwn Temnepatype 90°C

Tepmunyeckasn Ae3nHpeKLms.
TepMunyeckas Ae3nHgpekums nposogntcs npy 90°C B TeYeHUe He MeHee NATU MUHYT.

MNpencTepunn3aunoHHaa 0UNCTKa

Mpw 3aMauMBaHM UM KUNSYEHWM B MOIOLLIEM PACTBOPE M3AEeNMS MOAHOCTHIO MOrPY>KatoT B
PacTBOP MOHOLLIETO CPEeACTBa, 3ano/HAs VM KaHasbl 1 MOMoCTY U3aemnii.

Moliky u3fenuidi OCYLLECTBASIOT C MOMOLLBIO  epLla, . BATHO-Map/ieBbIX TaMMOHOB,
TKaHEeBbIX Ca/IPeTOK; KaHa/bl M3AENAIA NPOMbIBALOT C MOMOLLbHO LLIAPALA.

Tabnuua 14
Cpeactso KoHueHTpauus Temnepartypa Bpems 06paboTKm
pacTeopa,; %o paboyero
pacTsopa
JekoHekc 50 dP 15 He meHee 18 °C 40 MVH

("Bopep Xemm
A", LLieeiuapns;

Crepununsauns

CrepunnsoBarb M3aenme MOXHO, UCNO/b3ys METOA CTepUM3aLm MapoM rog,
M36bITOYHBLIM faB/nieHvem 0,22 MIa B napoBoM cTepunmsaTope (asToknase) (ISO 17665 mnn
OTeYeCTBEHHbIE CTaHAaPThbl). PeKOMeHAaLMN MPeacTas/eHbl B TabnLe Hke

Tabnuua 15

MpofomknTenbHOCTL Temnepatypa Bpems cyLLKn

He MeHee 18 MuHyT 132- 134 °C 15-20 MuHyT

HpomomkutenbHOCTb cywkn o1/ )15 go 20 MWHYT B 3aBMCUMOCTW OT C/edyHLmX

KpUTEepYEB:
. TN MaTepuana YnakoBKW, ( /0becneuvBatoLLMin  CTEPUIbHBIA - Bapbep, WM HKECTKUe
KOHTeliHepbl MHOTOKPaTHOTO UCMO/b30BaHWS;

KONMYECTBO Mapa;

matepuasibl MeAULIMHCKOrQ M3Lenns;

06LLMIA BEC;

TEXHNYECKME XapaKTEPUCTUKIN CTEPUIN3ATOPA;

NPaKTVIKV, MPUMEHSIEMbIE B BaLLEM PErVIOHE;
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° [pa3HOe BpeMA OXJTabKAEHUA.

NpoBepka
pl/ls,qe%m [O/DKHbI ObITb OCMOTPEHbI HA Ha/lMuMie OCTaBLUMXCS 3arps3HeHMUI;- PXKaBUMHbI,
3aTyn/eHns, 06ecLBEYMBaHMS NN MOBPEXAEHWIA.
Mepen 06pabOTKOM M CTEPUIN3ALIMEN OUULLEHHBIX M3OENNIA yoeanTech, YT OHN YKCTbIE,
He UMELOT MOBPEXAEHUI U (DYHKUMOHMPYIOT HaZ/lexallyim 06pasoMm.
YTUnM3poBaThb NMOBPEXAEHHbIE U3AENNSA, HE CMa3blBaTb.

CPOK C/TY>KBbl

CpoK  cnyxbbl  meguupHcKoro (m3penms  «Habop  HacagoK.) K MeAMUMHCKMM
CTOMATO/IOrMYeCKMM Y/bTPa3BYKOBbIM anmaparam » coctasnset 10 net.

B cBA3M C TeM, YTO He HEBO3MOXKHO.YCTaHOBUTL MaKCUMa/IbHOE YIACIO BO3MOXKHbIX
MpoLieflyp, KOTOPOE MOXET ObITb OMpefesieHo MHOrMMY napaMeTpamu, TakUMU Kak
MPOAOKUTENBHOCTb UCMO/b30BAHNSA,- TBEPLOCTL 3YOHOW aMasin, NMPUAGKEHHAA Cuia U U3HOC,
MPOV3BOANTENb PEKOMEHLYET MeHsiTh Havbosee 4acTo 1CMO/b3YeMble HaCafKv He pexxe OAHOro
pa3a B ro. Hacagky cneflyeT 3aMeHiTb, eCM BUOpauys HacafKn He-COOTBETCTBYET 3aJaHHOM
YacToTe, anrnapart paboTaeT HenpaBWILHO, MPOLIeAYpa 3aHUMAET GO/IbLle BPEMEHN, YeM 0ObIYHO,
WK pe3y/nbTar He JOCTUraeTcs.

[nmTenbHOe MCNosb30BaHMe MeAVLIMHCKOro m3genma «Habop Hacafok K MeaULMHCKUM
CTOMATO/IONMYECKNM  Y/IbTPa3BYKOBbIM arraparam» MOXET TMPUBECTU K €ro ecTeCTBEHHOMY
M3HOCY. Mbl HACTOATENbHO 7He COBETYEM W3MEHATb KOHCTPYKLMKO HacafoK nyTeM WX
o6TauMBaHNs, CrmbaHNa U KakuM TO LPYriM CriocoboMm.

TPEBOBAHUSIK TEXHUYECKOMY OBC/YIKUBAHUIO U PEMOHTY
MEOVLIHCKOIO U3AENSA

Mpy HEOOXOANMOCTU CBSKUTECH C MOCTABLUWUKOM MeAVLMHCKOTO u3fenus. He.cnegyet
cAaBaTb MeAMUMHCKOE W3[eNve B PEMOHT APYruM- CrieLpanvctam, Tak Kak B “pesynbrarte
HEKaYeCTBEHHOr0 - PEMOHTa M3JeMie MOXKET MPEeACTaB/IATL OMacHOCTb A1 MO/b30BaTeNs U
MaLyeHToB.

B cnyyag’-COMHEHUIN CBSXWUTECH C aBTOPM30BaHHLIM MOCTABLUMKOM WAM C LIEHTPOM
MoCnenpofaxHoro ooenyxunsaHna SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCOBUA TPAHCIOPTUPOBKU, XPAHEHA N SKCTJIYATALNA

YRaKoBaHHY0 MPOAYKLWIO CrieayeT XpaHUTb B CyXOM W YACTOM MOMELLIEHW, e
VCK/HOUEHa BEPOSITHOCTb MOMafiaHns NpsiMbIX COMHEYHbIX TyYeld, BPeAHbIX. BELLIECTB, Barvi 1
UPE3MEPHOTO MOBBILLEHME TeMMePaTypbl) VICMnonb3oBaTh cHaYana NpoAYKLNIO C MEHbLLM
CPOKOM rOfIHOCTMW.

YCnoBusa XpaHeHUs

Temneparypa okpyxatoLLeii-cpeabl: ot -20°C go + 70°C
OTHocuTenbHas BnaXkHOCTh: 10% - 100%, BKIHOYas KOHAeHeaT
ATMochepHoe fasneHune:500 rfMa go 1060 rfa

YCnoBust TPAHCMOPTUPOBaHNSA
134



Temnepatypa TpaHcnoptuposaHna ot -20 fo +70 °C
OTHocuTenbHaa BnaxXkHocTb Bo3gyxa 10-100 %, BKIHOYas KOHAeHcaT
ATMOCHEepPHOe aaBeHme ot 500 rfMa go 1060 rfMa

YcnoBusa aKcnyaTaunn:

Temnepatypa akcnnyatauum ot + 10 °C go + 40 °C
OTHocuTeNbHaa BnaxXkHOCTb; oT 30 A0 75 %
ATtmocepHoe aasnieHue: 800 rfa go 1060 rla

TPEBOBAH/A K Y TUIN3ALINAN

MeguupmHckoe  m3genve  «Habop ™~ HacafoK K - MEAMLMHCKUM ) CTOMATO/I0MMYeCKUM
YNbTPa3BYKOBbLIM anmnaparam» 0THOCUTCA K Knaccy b B cootBeTcTBUM €,CaHlnH 2.1.3684-21 1
[O/MKHO ObITb YTWAM3MPOBAHO B COOTBETCTBMM C MpaBWiaMy, [EMCTBYIOLMMU B CTpaHe
YTUM3aUMN U3AeNns. Y TUNU3NPYIiTe. 3arps3HeHHbIe U3AeNA B COOTBETCTBIM C MECTHLIMI W/
rocyfapCTBeHHbIMM NpaBuiamMy yTmM3aunm G1MonormyYeckin onacHbIX OTX0Z0B.

Mpw yTrnmMsauum 3arpsasHeHABIX YacTeil HafeBainTe nepyaTku.

Bce ynakoBoYHble MaTepuanbl MOCTaBSEMOrO M3LENNS HE_HAHOCAT Bpefa OKpY)KatoLlei
cpefe Y NO/Iexar BTOPUYHON nepepaboTke.

FAPAHTUHAA NHOOPMALINA

M3roToBMTENb  HECET-/ OTBETCTBEHHOCTb B OTHOLUEHWUM MEAULMHCKOTO U3[enus Mo
OTCYTCTBUIO JE(PEKTOB V-COOTBETCTBUS 3asiB/IEHHbIM MPOU3BOAVTENEM XapPaKTEPUCTVKAM, MpK
COBMIOAEHNN YCIOBUIA TPAHCMOPTUPOBaHWS, XPaHEHNS 1 PUMEHEHMSI,

ECnm Bac He yJ0BAETBOPSIET laHHOE MeAVLIMHCKOE-U3[eNne UMK Y Bac BO3HWK/N Kasobbi
W NPoG/eMbl, CBS3aHHbIE C MPUMEHEHVEM MEAMLIMHCKOTO U3aenus, NoXanyiicTa, CBSXWTECH C
HalMM npefcTaBUTeAeM B Balleil cTpaHe. [JOMOAHWTENBHO Mbl MPOCMM  Bac. “yKasaTb
UOEHTU(MKALMOHHBIA 1 CEpUiHBIA  HOMEp MEAULIMHCKOrO W3MENns, CBOK KOHTaKTHYHO
MHOPMALMIO, BK/KOYas UMS 1 HOMep TenedioHa, a TakkKe MOAPOGHYH WMHEMOPMaLMIo O
Mpo6iemMax, C KOTOPbIMIA Bbl CTONIKHY/UC.

MEPEYEHB NMPVMEHAEMbBIX NMPOQU3BOANTENIEM (N3 OTOBUTEJIEM)
MEANUNHCKOI O N3AENTNAHAUMNOHAIbHBLIX CTAHAAPTOB

MpoussoauTenb 3asBMISET, UYTO  MeOUUMHCKOE u3fenve «Habop Hacafok K MeLvLMHCKUM
CTOMATO/IOMYECKUM  Y/IbTPa3BYKOBLIM dfflapatam» oTBeyaeT TpebosaHusiM EN 1SO 13485,
MOMHbIIA-CTIMCOK MEXAYHaPOAHbIX TpeboBaHiA NPefoCTaBNSETCA M0 3arpoey.

PEKJ/TAMALINA

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LecTBO N0.pa3paboTKe NPUIOKEHUIA As
9MEKTPOHHOM TEXHWKWN. AKLMOHEPHOE OOLLECTBO YNPOLLEHHOIO TIAMA)

17 Avenue Gustave Eiffel’Zi-Du Phare 33700 Merignac, France

(17 ABeHto MocTaB Juidens, 3u Ay Pap 33700 MepuHbsK, PpaHLKs).

MecTo Npon3BoACTBa:
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PYKOBO/CTBO MO 3KCMyaTaumMm Ha MeANLIMHCKOe nu3aenme

Habop HacagoK K MEANLUMHCKMM CTOMATONI0rTMYEeCKUM Y/IbTPa3ByKOBbIM
annapaTtam

8. Habop Hacajok K MeAVLMHCKVMM CTOMATO/IOrMYECKUM Y/bTPa3BYKOBbIM arnaparamv
IMPLANT PROTECT KIT B cocTase:

-Hacagka IPl - luwmr/yn

-Hacagka IP2L - dwr/yn

-Hacagka IP2R - lwr/yn

-Hacagka IP3L - Lwr/yn

-Hacagka IP3R - lwrt/yn

-YHVBEpPCa/IbHbIV CT/IbHON KoY.~ LuT/yn

-MeTa/I/IM4ecKas NoLcTaska - Lm/yn
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NHdopMaLmst 0 MEANLIMHCKOM W3LeNnM.
HanmeHoBaHue MEONLWNHCKOI0 N30EeNnNA:
Ha6op HacCaJoOK K MEANLUMNHCKNM CTOMaTO/10f'MYECKUM YbTPa3BYKOBbLIM @rnrapartam:

Habop HacafoK K MeAMUMHCKMM CTOMArto/IOrMyecK M y/bTPasBYKOBLIM — arnmnaparam
IMPLANT PROTECT KIT B cocTase:

-Hacagka IP1 - lwr/yn

-Hacagka IP2L - lwr/yn

-Hacagka IP2R - Lur/yn

-Hacagka IP3L - lwrt/yn

-Hacagka IP3R - Lwr/yn

-YHMBEPCa/bHbIV CTa/IbHOW Kto4-= 1iuiT/yn

-MeTa/IINYecKas MOACTaBKa - |LuT/yn

(Janee no TekCTy HaBop HacafoK K  MEAULMHCKIM  CTOMATO/OrMUYecKum
yNbTPa3BYKOBbIM arrnapatam)

[MponssoanTens;

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Société par-actions simplif*e (O6LLecTBO No pa3paboTKe NPUNOXEHUIA Ans
3M1EKTPOHHON TEXHWKK, AKLMOHEPHOE 06LLECTBO YNPOLLEHHOFO-TUNA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 ABeHto IMtocTtaB diagiens, 3u Ly dap 33700 MepuHbsakK, PpaHLms).

MecTo Npon3BOACTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynna komnaHuii AKTEOH

(17 ABeHto IMtocTaB Jiidrens, 3n Ay ®ap 33700-MepuHbsK, DpaHLms)

YNONMHOMOYEHHbIN NpeacTaBUTeNb NPOM3BOANTENS Ha TeppuTopun P®;

M HopkiuHa Mapraputa BaneHTnHoBHa. (Macnopt P® 4511 194312,+ BblaaHHbIN
Otpenenvem Y®MC Poccm no rop. MockBe Mo palioHy J1eBoGepexHblid, faTa Bblaaun
13.07.2011 rskepn nogpasneneHuns 770-022)

125195;.r." Mocksa, yn. benomopckas, 24,3, 148

Tenehon:+7 495 1501323.

HasHaueHue MeaULMHCKOTO U3eNus:

Habop HacagoK K MeAVLMHCKMNL CTOMATO/IOMMYECKM  YNbTPa3BYKOBbIM — annaparam
npefHasHayeH [/11 COBMECTHOM paboFbl C annapaTtamy CTOMATONOTUHMECKUMU [ANS CHATUS
3YOHBIX OTNIOXKEHWNIA W 411 KOCTHOW XpYpriuu.

lMoka3aHus

* Hanmume 3y6HOro kamHg Ha 3ybax (fiedeHve 1 NpognnakInka)
3abosieBaHNA NapoLoHTA (JleUeHre 1 MPOMUIAKTIKA)

YX0£, 3a UMM/aHTaMu- 1 pecTaspaLms 3y6oB

YXyfLweHve hyHKUMKN 3y60B ( 1eUeHre 1 NpoduIaKTuKa)
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 UepHbliA NUrMEHTHbIV Hanet

XuUpypruyeckme MaHUNynauum:

* YpaneHve 3y60B;

* VmnnaHTaums.

o Xupypruyeckve BMmeLlaTesibCTBa (OCTEOTOMWUSA, OCTEOMIacTuKa, CUHAECMOTOMMS,
OTAeneHne MembpaHbl 1 BOCCTAHOB/IEHME 0ObeMa KOCTU B YEHOCTH).

NpoTmnBonokasaHmA

He nognexxuT 1cnonb30BaHWIO 415 CReayoLwyX rpynn naumeHTos:

* MnageHubl

» BepemeHHble MM KOPMSILLME YKEHLLWHBI 13-3a OFPaHNYeHWIA, CBSI3aHHbIX C BO3MOXXHbIM
CMO/b30BaHMEM MELMLMHCKMX PacTBOPOB; TakMX Kak aHeCTETUKM

* [MaumeHTbl C MEAVLIMHCKMM PIACKaMK (OCNOXKHEHWSIMN)

* [lauyeHTbl C annepruein

* Hannume annapata 41 MCKYCCTBEHHOrO MOAAEPXKAaHWS pUTMa CepALa Win gpyrux
BXXMB/IEHHBIX CTUMY/IMPYHOLLIMX YCTPOWCTB.

o [MaTONOrMYeCKM BbICOKas HyBCTBUTE/ILHOCTb MAN.

 3abonesaHVs cepaua

* BpOHXUT B XPOHNYECKOI hopme MM BpOoHXMasbHas acTMa

* PecnnpatopHble UHDeKLnK.

MoboYHbIe AeCTBUSA
BO3MOXHO MWHVMASIEHOE MOBPEXAEHME MArKMX TKaHel, 06pa30BaHMe a3po30/1bHOro
061aKa BOKpYr Hacaiku1, COAEPXKaLLEro MMKPOObI, KOTOPbIEI3arpA3HAOT BO3AyX B KaOMHETE.

Mepbl NPefoCTOPOXKHOCTY

W3penve npegHasHayeHo 419 UCMOMb30BaHNUA UCKIHOUUTENIbHO BMECTE C MEeAULIMHCKUMU
annapatamm SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE;/ Societe par actions simplifiee (©0LecTBO N0 pa3paboTKe NPUOXKeHUIA ons
3NEKTPOHHON TEXHUKM. AKUMOHEpPHOe OOLLECTBO- YNPOLLEHHOrO TUMA) (Janee—no TekcTy
SATELEC) 1 ynbTpa3sByKOBbIM HaKOHeYHMKOM: -fipom3BoacTBa SATELEC. lAcnonb3oBaHue
u3genve apyrux APOM3BOAUTENE MPUBELET K MOBPEXAEHNIO MEAVLIMHCKOIO M3Lems.

MeauumHEKOe m3fenve HeOOXOAMMO CTEPUNM30BaThb Mepes KaxkabiM WCMoNb30BaHNEM B
aBToK/aBe. QTBETCTBEHHOE 3a CTEPUIN3ALMIO-AMLO [O/MKHO WCMONb30BaTh AQAXOAALLYIO AN
CTepuIM3aLy,  YrNakoBKy, OfHOpa30Bble ‘CTEPUIM3ALMOHHbIE MakeTbl (CUCTeMy 3alUMTHI
CTEPUILHOCTIA) B COOTBETCTBUM CO CTaHAapTom ISO 11607. Cneantb 3a Tem;-YTOObI U3genve He
COMpYKacasiocb C APYruMu NpeaMeTaMi;-KOTOpble MOryT MOBPEAUTb WX~ MOBEPXHOCTb WK
CUCTEMY. 3ALLNTBLI CTEPUIBHOCTW.

He-mpeBbliLLaTh peKOMEHA0BaHHbIA A/ HaCaLoK PeXXMM anmnapara.

He BKpyumBaThb 1 He BbIKPYUMBATL HACAAKW MPY BK/IFOYEHHOM HaKOHEYHVIKE.

[MpOBOAUTL OUMCTKY, Ae3MH(EKLWMKD M CTEPUIN3ALMIO MEAVLIIHCKONQ M3AE/MS He MOMKE Yem
Yepe3 [Ba 4aca rocre KCrosb30BaHuS,

[Jepxatb B nose 3peHns MeCcTO. APOBEAEHMS NPoLesypbl

[N CHWKEHVS| pUCKa, [aKe<CaMOro He3HauMTeNbHOro, MOAb3YWTECh OTCAChIBAIOLLMM
YCTPOWCTBOM (C/IFOHOOTCOCOM) W HaroMUHaiTe NaLneHTy, YTo CIEAYeT AblllaTh Yepe3 HoC.

MaumeHT JO/MKEH COXPaHsITh CMIOKOMCTBIME, pacciabuTbes, COXpaHsiTb HEMOABMKHOCTS,
3aHATL YA0OHOE MOMOXKEHVE, /1XKa B CTOMATO/IOrMYeCKOM Kpecse:

ToNbKO Bpay MOXET peLliaTh, OyAeT /I OH OKa3blBaTb MEAWLIMHCKME YC/YT NaLMeHTaM.
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lNoTeHUManbHbIe I'IOTpEﬁI/ITeﬂI/I MeANLIMHCKOIo n3aenna

MeguuuHcKoe  u3genve  NpefHasHauyeHo A1 MCMO/b30BaHWS  CTOMATOMONOM WM
CreumasIMCTOM MO JIeYeHUO 1 MPOTe3NpOoBaHMI0 3y60B. HacTosllee n3genve npeaHasHayeHo
TO/IbKO /151 NMPOECCMOHAIBHOMO MPUMEHEHUS. .

OMMCAHNE MEONUVNHCKINX N3QENNN NCTMOJIbAYEMbIX COBMECTHO.

1 «Annapar CTOMATO/IOrMYeCKUin AN CHATUA 3YOHbIX OT/IOXKEHWIA cepun Newtron,
(AnnapaT CTOMATOMIOMMYECKUIA A1 CHATUS 3yOHBIX OT/IOKeHMA Newtron Bogster,HakoHeUHMK
Newtron, Annapat CTOMAaTOMIOrMYeCKunin Ansi CHATUA 3y6HbIX OTNOXKeHWn Newtron PS5 B.LED,
HakoHeuHnK Newtron Slim B.LED) ( HaxoauTcs B MPOLECCe rocyapCTBEHHOW perncTpaumnm Ha
Tepputopum P®) npomssoactea SATELEC, ®dpaHuus.

2. «Annapat CTOMaTONOMMYECKUIA Aas-KOCTHO xmpyprim PIEZOTOM CUBE» (Annapat
CTOMATO/OrMYeCKUIA Ana KOCTHOW xupyprim PIEZOTOME CUBE, HakoHeuHnk CUBE LED)
(PervctpaunoHHoe ypoctosepeHue No<P3H 2021/14297 ot 13.05:2021r.), npov3BOACTBa
SATELEC, ®paHuus

3. «Annapar CTOMaTO/I0rMYeCKIn AN CHATUS 3yOHbIX OT/IOKEHUIA'C NPUHALIEXHOCTAMM
(Annapat CTOMATOIOrMYECKNIA 415 _CHATUS 3YOHBIX OT/IOXEHWIA C MPUHaANeXHOCTAMU: Mogenb
P5 NEWTRON XS, HakoHeuHuk-" Suprasson)( PeructpaumoHHoe ygoctoBepeHne NedC3
2007/00914 ot 21 pekabps 2007r.);-npomn3soacTea «Catenek C.A.C.», PpaHuus

4. «CTOMAaTONOMMYECKIYA annapar PIEZOTOM c NPUHAL/IEXKHOCTAMM
(Cromartonornyeckuin annapat PIEZOTOME B BapuaHTax mcnosiHeHus: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome/Solo LED), (peructpaupoHHoe yaoctoepeHne Ne P3H 2013/859
ot 12 mona 2013r.), npoun3ssogersa «Cateniek.C.A.C.», ®paHuus

5 «bnok cTomatofiorvyeckuid - ona CHATUA  3yBHBIX  OT/IOKEHWIA  Xinetic €
npuHagneXxHoctamm»  (BAOK  CTOMATOMIOMMYECKUA IS ) CHATUA  3YOHbIX  OT/IOKEHWIA
Xinetic,HaKOHe4HHK  Suprasson), (peructpauynoHHoe ypoctoBepeHne NeP3H 2013/858 ot 12
mons 2013r.), nponssogcTBa «Cartenek. C.A.C», ®paHuws

nPHUWMN AENCTBUA MEONUUNHCKOIO N3AENNA

MpuHUMN AeACTBUA.

MpUHUMN AeNCTBMA MEAVLIMHCKOIO U3AeNns 3aKA0YaeTCa B TOM, YTO OT OCHOBHOMO 6/10Ka
Ha YNbTPa3BYKOBQW» CTOMATONOMMYECKUIA HAKOHEYHWK MOMAeTCA  3NEKTPUYECKIA  CUrHan,
reHepupyeMmblil  anfapaTtoM. HakOHeYHWK CBA3aHC MeAMUMHCKVM annapaToM /AOCPeACTBOM
LUHypa. B ero coctaB BXOAUT KepaMMYECKUIA NbE3O3NEKTPUYECKUIA NPeobpa3oBaTeflb, KOTOpbIi
TPaHCHOPMMPYET- AMEKTPUYECKUIA CUrHaN B Y/bTPa3BYKOBYHO BUOpauUuto. ~MexaHndeckas
BMOpaLIMA NePeAaeTCA CTOMATO/OMMYECKO Hacafike, YCTaHOB/IEHHOW Ha KOHLE y//bTPa3ByKOBOIO
HaKOHEYHWKa

OKASAHVE MEONUNHCKUX YCNYT

MoAroToBKa K-paboTe MeAMLIMHCKOTO U3MeNus
CoCTaBnsiolLe HeoOX0AMMO OuMHIATb, AE3MHAMLMPOBATL U ¢ CTEPUIIM30BaTL MEpef
KaK[biM ) ICMO/b30BAHMEM. YC/OBUSI “OUMCTKM, OE3VH(EKLMA W CTEPUM3ALMM YKa3aHbl B
COOTBETCTBYHOLLIEM pa3fenie PyKOBOACTBA MO IKCM/TyaTaLym.

132°C 134C
w

Hagnexallast BU6paLyis Hacaikv NpeanonaraeT ee HafeXHOE 3aKPer/ieHVe B HAKOHEUHUKE
0€3 Upe3MepPHOro AaB/eHMs Ha ‘ynop. Hacaaky Heo6xoaumo 3adKCUpOBaTb B HaKOHEUHMKE C
MOMOLLIGI0 YHUBEPCAIbHOIO CTaAbHOIO K/Koua 1 06eCreumnTb HAZEXKHOE 3aKper/ieH/e HacaaKyi B
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HaKoHeYHVKe Ana Hacafok (Puc.l). UpesMepHbld 3aKMM HAacaku MOXET MPUBECTU K
MOBPEXAEHMIO HACAAKM W HAKOHEYHMKA.

Puc.1

Bbi60p HEOOXOAMMON HAcafKM OCYLLECTBISIETCSA TOMbKO,CTOMATO/IONOM.
Y6eanTech, UTO BbIOpaHHbIA PEXXM COOTBETCTBYET BbIOPAHHOIN Haca/lKe.

3aBepLLeHvie pabaTsl

Mocne 3aBepLUeHUs [poLedypbI
1 OTCcoefnHWTe HacaaKy,
2..BbINOMHUTE OYMCTKY W CTEPUNM3ALMIO MEAVLMHCKOIO M3L4eNns, Kak OrnmncaHo-B rnase

CTEPUNN3ALNA.

YKazaHus No TeEXHUKE pa60TbI C HaCcagKamMmu:

* Bo Bpems06paboTKM 3y60OB HacafKy ClefyeT AepXaTb M0 KacaTe/lbHOW K, NOBEPXHOCTU
3y06a;

e Hvkorga He fepxxuTe Hacafky neprneHAvKynspHO 3y6HO aManu;

o [lBuraiiTe HaKOHEYHMK Hanogobue [BVKEHMS KUCTbHO C HE3HAYUTENbHbIM GOKOBbIM
[aBAeHNEM;

e Tpu. pabote C HacagKamum WCAOMb3YTe TO KOMMYECTBO MppurauumM, KoTopoe
peKoMeHAayeTCs ANs BbIOPaHHON HacadKu;

* Fepen 1UCNonb30BaHWEM BU3YasibHO NMPOBEPLTE COCTOSIHNE HAaCaAKM;

* ~Hpwn paboTe Bcerga HagesaliTe MEAULMHCKYHO MacKy 1 NnepyaTku.

OMUCAHVE KOHCTPYKTUBHBIX OCOBEHHOCTEW MEAVILIMIHCKOMO
V3LENVIS

B cOCTaB MEAMLMHCKOrO. JV3[eNUsl BXOAAT HAacafku ~AAs COBMECTHOW paGoTbl C
MEAVLWHCKVAM  Y/bTpa3ByKOBbING janmapaToM 11, B 3aBUCMMOCTM OT BapuaHTa WCMOMHeHNs
Habopa, MOryT BXOAMTb: YHUBEPCA/IbHBIA CTa/bHOM K04 W-MeTan/mueckas NofcTaBka Wi
[VNHAMOMETPUYECKUIA KoY CUHMIA 11 aBTOKNTaBMPYeMbIii NNACTVKOBbIA GOKC. Kaxkaas Hacagka
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MIMEET CBOM KOHCTPYKTVBHbIE OCOGEHHOCTM, XapaKTEPUCTUKV M PEKOMEHAyeMoe NpUMeHeH e
Mpy NpoLeaype.

Habop HacaoK K MeAMUMHCKAM CTOMATO/IONMYECKUM Y bTPasByKOBbIM--anmnapaTam
IMPLANT PROTECT KIT:

Hacagku: 1P, IP2L, IP2R, IP3L, IP3R.

. Hacagka IPl- Pabounini KOHYMK ne3BMsi 3aTOHEH C ABYX paHeid. TutaHOBasi Hacaika C
YTOJILLEHHBIM KOHLOM /151 YACTKM UMIM/IAHTOB 1 06paboTKY LLMPOKMX BUTKOB PE3bOI.
. Hacagka 1P2E-/leBocTOpoHHsS. C y3Kol pabouyeii YacTbio. VIMeeT KPyrnoe ceyeHvie u 2

13rmba hyHKUMOHaIbHOTO CTePXKHSA. TTaHOBas Hacaaka 419 06paboTKM M-YUCTKM NUMIMTAHTOB C
pe3bO0ii CpeaHero pasmepa.

. Hacagka IP2R- MpaBocTopoHHsAsA: C y3Koi paboyeil YacTbto. IMEET Kpyrnoe cevyeHue u
2 n3rnba (hyHKLMOHa/IbHOTrO CTeKHS. T1TaHOBas Hacaaka a1 06paboTKM Y YACTKU UMIM/IAHTOB
C pe3bboii cpesHero pasmepa.

. Hacagka IP3L- J/1eBoCTOpOHHSS. C 0ueHb Y3KO0ii paboueii YacTkio. IMeET Kpyrioe
ceyeHvie 1 2 nsrmba (yHKLMOHaIBHOrO CTEPXKHS. TUTaHOBas HacaKa-C OCTPbIM KOHLOM A5
06paboTKM Y3KOIN pe3bObl UMMIAHTOB.

. Hacagka IP3R-IMpaBocTOpoHHAS. C OueHb Y3KOM pabouyeli YacTblo. VMeeT Kpyrioe
CeyeHvie 1 2 n3rnba (hyHKUMOHAIbHOTO CTePXKHSA. TuUTaHOBasi Hacajka C OCTPbIM KOHLIOM [/
06paboTKM Y3KOW pe3bobl UMMIAHTOB.

T~
\\

Hacanka IP1

Hacanxka IP2L

Hacanka IP2R Hacanka [P3L

Hacanka IP3R

Puc. 2 BHewwuHuiA Bug Hacagok IP1, 1P2L, IP2R, IP3L, IP3R Habopa Hacafok K
MEAVLIMHCKUM CTOMAaTO/IOrMYecKM ynbTpasByKoBbIM annapatam IMPLANT PROTECT
FOT.
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. YHUBEpCa/bHbI CTasbHOM KoY NpeAHa3HaueH /19 HaIedKHOrO 3aKPen/ieHNs HacaaKu B
HaKOHEUHMKE, a TakKe 1S OTCOEANHEHMS HacaaKW NPEeACTaB/EH Ha PUCYHKeE 3

Puc.3 BHeLUHWIA BUL YHUBEPCA/IbHOI0 CTa/IbHOFO K/oya

. MeTannmueckas NOACTaBKA-MMEET CUIMKOHOBbIE KO/bLA' W OTBEPCTUS ANS HACAOK.
O6neryaeT paboTy C HacagKamu, IPEACTaB/eHa Ha PUCYHKe 4

Puc. 4 BHeLLHUIBUL, METa/I/INYECKO NOACTaBKM

TEXHNYECKNE XAPAKTEPUNCTUKW

TexHNYECKNe XapaKTePUCTUKIA MeaMLIMHCKOTO n3aenmust «Habop-Hacafok K MeAULIMHCKVM
CTOMATO/IONMYECKAM  Y/IbTPasBYKOBbIM — annapatam» MpeAcTaB/ieHbl B Tab/nLe  HUDKE:
FlpuBesieHbl raGapUTHble pasMepbl- HAcaAoK, PEXWM anmnapata,  NpYMeHsieMblii Npu paboTe
HaCafIoK, COBMECTMMbIIA CTOMATOAOFNYECKIIA annapaT, a TakKe PEXIM MPPUraLn HacadKw.
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Ha6op HacafioK K MeAULMHCKIM CTOMATONOMMYECKUM YNbTPasByKOBbIM annaparam
IMPLANT PROTECT KIT:

Hacagku IPI, IP2L, IP2R, IP3L, IP3R.

1 Hacagka IPI (Ta6bnuua 1).

Tabnuua 1
MabapuTHble a 40+0.2 Mv
pasmepbr* b 36.0 £ 0.5 Mm
c 8.0+ 0.2 Mm
d 10+ 0.2 Mv
e 9.0+ 0.2 mm
Macca [.O0I0.I0r
Pe>xmum annapara 3
Wppuraums
r
\Y
e 16 M/MMH £ 1 Mn/MIH
Ycunue nseneveHus He meHee 20 H
Ycunve ana BCTaB/leHNd n He /Gonee 30 H
3aKpenseHns

Annapat CTOMaTOMAOFUYECKNIA A1 CHATWS 3YOHbIX
OT/IOXEHMI cepum Newtron;
COBMECTUMbIA  CTOMATO/IOFUYECKNIA Annapat CTOMaTOI0rMYeCKUIA NSt CHATWSA 3YOHbIX
annapar OT/IOXKEHWI C NPUHAAIEXXHOCTAMM;
BNOK CTOMaTO/IOrMYECKUn AN CHATUS 3yOHbIX
OT/IOXKEHUI Xinetic ¢ NPUHaANEXHOCTAMU
* O603HaueHVe rabapuTHbIX pasMepoB MPeLCTaBIeHOHa PUCYHKE.

o - e —
)
e
d
Puc.5

2. Hacagka IP2L (Tabnuua 2).
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Tabnuua 2

MabapuTHble a 40%0.2 Mm
pasmepbI* b 30.0+ 0.5 mm
c 170+ 05 mm
d 0.4+0.1 mm
f 40+ 0.2 Mv
Macca 1,00£0,10 1
Pexkum annapara 3
ppuraups
r
%" 16
. MA/MUH £ 1 MA/MUH
Ycunve nseneyeHuns He meHee 20:H
Yeunve  ons BCTaBNeHNA 7 He Gonee30 H
3aKpen/ieHns

Annapat CTOMaTO/IOMMYECKIIA A1t CHATUA 3YOHbIX
OTNOXeHWI cepum Newtron;
COBMECTUMbIA  CTOMATO/IOrMYECKUIA Annapar CTOMaTO/OrMYECKNIA ANs CHATUS 3YOHbIX
annapar OT/TIOXKEHNW C MPUHaANIEXXHOCTAMU;
BNOK CTOMATONOrMYECKUIA 151 CHATUS 3YOHbIX
OTNOXEeHWIA Xinetic ¢ NPUHaANEXHOCTAMM
* 0603HaueHVe rabapnTHbIX pa3MepoB NPeaCcTaBeHO Ha PUCYHKE.

Puc.6
3. Hacapgka IP2R (Tabnmua 3).
Tabnuua 3

FaGapuTHble a 40+0.2Mm
pasmepbI* b 30.0+ 0.5 Mm

c 100+ 0.5 mm

d 04+0.1 mm

f 40+02Mm
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Macca 100+£0,10r
Pexxum annapata 3
Vippuraups

e 16 MA/MUH = 1 MA/MUH

Ycunne nssneyeHus He meHee 20 H
Ycunve ansa BCTaB/IEHNSA n
SaKpeNIeHns He 6onee 30 H

Annapar CTOMaTONI0rMYeCKniA Ais CHATUSA 3YOHbIX
OTNOXeHWIA cepyn Newtron;
COBMECTUMbIA  CTOMATO/IONMYECKUIA £ AnnapaT CTOMaTO/IOMMUYECKUIA/AS CHATUSA 3YOHbBIX
annapart OT/IOXKEHWIN C NPUHAGIEXHOCTAMM;
BNoOK CTOMaTOMOrMYECKUIA ANs CHATUS 3yOHbIX
OT/IOXKEHWI Xinetic ¢ MpUHaLIEXHOCTAMM
* O603HaueHne rabapTHbLIX pa3MePOB NPeACTAaBIEHO Ha PUCYHKE.

I d
Puc.Z
4. Hacagka IP3L (Ta6nuua 4).
Tabnvua ™
MabapUTHbIE a 404£0.2 Mv
pasmepbI* b 30.0+ 0.5 Mm
c 170+ 0.5 mm
f 40%0.2 Mv
Macca 100+ 0,10Tr
Pexxum annapara 5
Vippuraums
r
44
A 16 Ma/MuH £ 1 Mn/MAH
YCUnne n3BneyveHus He mMexee 20 H
Ycunve  ond BCTaB/IeHMA n
3aKDEMEHIS He=60nee 30 H

COBMECTUMbIA  CTOMATONOrMYecKuUin  Annapar CTOMAaTO/IOMMYECKMIA 151 CHATUSA 3YOHbIX
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annapar OTNIOXeHWIA cepymn Newtron;
Annapar CTOMaTOI0rMUYeCKWiA 1S CHATUS 8YBHbIX
OT/IOXKEHWUIA C NPUHALIEXXHOCTAMY;
BMOK CTOMATO/IOrMYECKUin ANs CHATUA 3YBHbIX
OTNOXeHUi Xinetic ¢ NPUHALIEXHOCTAMY
O603Ha4eHre rabapuTHbIX pa3MepoB NPeACTaBNEHO HA PUCYHKE.

Puc.8
5. Hacagka IP3R (Tab6nuia.5).
Tabnuua 5

rabapuTHbIE a 40+ 0.2 mm
pasvepb* b 30.0+ 0.5 Mm

c 170+ 0.5 mm

f 40+ 0.2 Mm
Macca 1,00£0,10°T
Pexxum annapara 5
Vppuraums |—

44
A 16 MA/MUH £ 1 Mn/MUH

Ycunve 1seneveHus He meHee 20 H
Ycunuve ans BCTaB/1eHNA n He Gonee 30-H
3aKpenaAeHns

Annapar CTOMAaTO/OrMYeCKUA 415 CHATUS 3yBHbIX
OTNOXeHUIA cepian Newtron;
COBMECTVMbIA  CTOMATOMOrMYecKuid’  Annapar CTOMATONOrMYecKuiA AN CHATUS 3y6HbIX
anrapar OTNOXEHWIA C NPUHALIEXXHOCTAMY;
BMOK CTOMaTONOrMYeCKuin A1 CHATUSA 3y6HbIX
OTNIOXeHNI Xinetic ¢ NpUHaaIEXHOCTAMM

* O6o3HaueHne rabapyTHbIX PasMepPOB NPEACTABNEHO HA PUCYHKE:
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J]

Puc.9
CvimBon PacLumdpoBka CUMBON Paclumdgpoka  ‘Cumson PacLumdgpoBka
KanenbHasa CpepHsas Bbicokas
vppuraums CKOpOCTb CKOpOCTb
I r vppuvraumm r vppuraumm

. A /\

B Tabnuue- 6 AngHacaaoK yKasaHb! LLIEPOX0BATOCT M TBEPAOCTbL Mo PoKBenny.

Tabavua 6
Hacaaka LLIepoxeBaToCThb TsepaocTb Mo
Poksenny
IPI, IP2L, IP2R, IP3L, IP3R, He 60ne€ 1,0 Mkm 50-52 HRC
Hwke npefcraBneHa YacToTa, MepefaBaeMas OT HAKOHEYHMKA K HacaaKe
YacToTa, KL, Annapart. (HakoHeuHVK 419 annnapara)
Ot 24.0 400 37.0 Annapat. CTOMAaTO/IOrMYeCKUIA 4151 CHATUSA 3YOHbIX

OT/IOXeHUiA cepum Newtron;

Annapat CTOMaTo/I0rM4ecKuniA Ans CHATUS 3yOHbIX
OTAOXKEHUIA C NPUHALIEXHOCTAMMY;

BAOK CTOMATO/MOrMUECKIIA 411 CHATUS 3YOHbIX
OTIoXeHN Xinetic ¢ NpUHaANEXHOCTAMY

B Tabnmuax HKe NpuBeaeHbl TEXHUUECKME XapPaKTEPUCTUKN OCTa/TbHbIX COCTaBNSHOLLMX
MEAULIMHCKOTO M3aeNns

YHuBepcasbHbIi CTanbHOW Katod (Tabnmua 7):

Tabnuua 7
FabapuTHble pa3mepbl, MM (30.0x28.0) = 1.0

Macca 190r+10r
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MeTannnyeckass NoAcTaBKa:

Tabnuua 8
Fa6aonTHbIE pasmepbl, MM (100,0x40,0x40,0). 2 M
Macca, r 1000+5,0r
KonunuecTtso Ayeek 6
MATEPWAJIbI
Tabnuua 9
Al aTtepuan.i«im -
Hacaaka TuraH
MonvTeTpadiropaTieH
IP1, IP2L, IP2R, IP3L, IP3R, Konstio (PTFE)
AnviasHoe Her
MOKPBITVE

Matepuasbl, KOTopble WCMOMb30BaMCh NPU NpoK3BoaCcTBe MeTannMueckoit NofcTaBKuy,
YHUBEPCA/IbHOTO CTa/IbHOTO K/HoYa MeAMLIMHCKOrO M3Aenus, YKasaHsl. B Tabnute 10.

Tabnuua 10
. . MeZauLmHcKas
YHuUBEPCaA/bHbIV CTa/IbHOU HEpYKaBetoLLas
KoY cTasib
MeanupHcKas
Kopnyc HEpP>XKaBEtoLLaA
MeTtannnyeckas cTasb
noAcTaBKa
KonbLo CunukoH
MAPKUPOBKA

XpyrKoe, 06paLLiaTCs OCTOPOXKHO

1
bepeub OT Braru
Bepx
TT
| Homep no-kKatanory
ref
LOT Homep mapTum
C€1 CootBeTcTBYeT AvpekTBam CE
a Markrtf
C € CooTBeTcTBYET AnpekTrBam CE
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Jata n3rotosneHns

AvT
3rotoBuTenb
M i .
I TemnepaTypHbIi1 AnanasoH
[nana3oH BnaXkHOCTU
|O OrpaHu1yeHnst aTMOC(epHOro JJaBneHus
L
nS O6paTUTECh ‘K-MHCTPYKLMMN MO NMPUMEHEHUIO
o ConpoBoanTenbHaa OKyMeHTaUWs B 3/IeKTPOHHOM A0CTyre
e
' R HecTtepuabHo
1- J
Rx-@nly: Mo deaepanbHoMy 3akoHy/CLLIA npogaxa [aHHOro M3aenns
R X paspetLieHa TO/bKO SIMLEH3VPOBaHHBIM BpadaM WK Mo VX MopyyeHno
ONLY
KonnyecTso B ynakoBke 1 LuT.
11"
Konm4yecTBo B ynakoBke 4 LLT,
PaspeLLeHO 1CMo/b30BaTh B MOHOLLENA, Ae3MHDULMPYIOLLEA MaLLIHe
|/ Mis AN TEPMUYECKON Ae3HDEKILN
1 Cnoco6HO BblAepaTb aBToK/1aBMpoBaHme npn 132°C

u CnocobHO Bbiaep»KaTb aBTOK/TaBMpoBaHue npu 134°C

He ncnonb3osatb MPW_TIOBPEXXAEHNI YIMAaKOBKUN

J
I I I Homep ynakoBK A5/ 0TCNEXMBaAHS

NHP®OPMALIA O HANTUMYA B MEOVNLIMHCKOM U3AE TN
NEKAPCTBEHHOI' O CPEACTBA 414 MEANUMHCKOI O HPUUMEHEHWNA,
MATEPVANOB XXNBOTHOI O (/1) HEJTOBEYECKOI O/[IPONCXOXXOEHNA

Matepuanbl XMBOTHOTO WM YENOBEYECKOTO MPOUCXOXAEHUST B MEAVLWIHCKOM W34e/n
«Habop HacafloK K MeAMUMHCKMM CTOMATOMIOMMYECKVM  Y/IbTPA3BYKOBbIM — anmnapatams»
OTCYTCTBYIOT.

JleKapcTBeHHbIE CPEACTBA ‘B /MEANLIMHCKOM M3aeMn «HaBop Hacalok K MeAMLIMHCKUM
CTOMATO/OrMYECKMM Y/bTPa3BYKOBbIM annapaTam» OTCYTCTBYHOT.

dapMaleBTNYECKe CYOCTAHUMM B MEAMUMHCKOM #430ennn  «Habop Hacagok K
MeAVLIMHCKAM CTOMATO/IOMMYECKVIM Y bTPa3BYKOBbIM arnapatam» OTCYTCTBYHOT.
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CTEPUTN3ALINA.

MeauLyHCKOe M3fienne NocTaBsETC HECTEPUbHBIM. W3aenne Heo6X0aAMMO. MoABepraTh
OUMCTKE Nepef, KaxkabIM  MCMOMb3oBaHMEM. [locne  TOro, Kak — HacafKiA'j OUMLLIEHBI,
[E3VMHMMLMPOBaHbI U BbICYLLEHbI, UX HEOBXOAVMO Pa3NOXMTb MO MOPsAKY B GOKCE, KOTOpbIi
[0MKeH BbITb MOMELLIEH 1 3arneyaTaH B CreLyasbHbli MaKeT, MPUrOAHbIA AN CTERUM3ALIAN.

MpegynpexxaeHns:

He ucnonb3yiite CTaNbHY0 MOYa/IKy WM abpasuBHbIe YNCTALLME CPEACTBA [/15 OUMCTKM
MeMLMHCKOro M3Lenus.

He vcnonb3yiiTe pacTBOPbI, COAEPXALIME MO, WK X/0P B 3HAUMTENBHOW KOHLEHTpaLWN.

YpoBeHb pH MOIOLLMX Y AE3NHULMPYIOLLMX CPEACTB LO/MKEH ObITh OF 7 40 11.

3apaxxeHHble 1 1Cro/b30BaHHbIEe USAENMA He NMoMeLLaiiTe B KOPOOKY A/s CTepUIM3aLImMm
VN He MOWTe B MaLLIMHE.

MeTog, npeABapuTe/IbHON OYNCTKIA [O/HKEH UCMOMb30BaTLCA NePes aBTOMATUYECKON
OYMCTKONA.

MeoULMHCKOe M3fienuve criefyeT TLLaTe/IbHO OUMLLATL M NOABEPFaTb KOHEYHOM
CTepunu3aLyu nepes 1crosb30BaHNEM.

MapamMeTpbl CTePUIN3ALIMI DBECTIEUMBAIOT LO/HKHYIO CTEMeHb) CTEPUMN3ALIMN TONBKO 411
NPaBW/IbHO OYULLIEHHBIX MEANLUHCKMX U3AENIA.

[Mpy aBTOMaTUYECKOW YUCTKE HACaAKM CrieflyeT BCTaB/IsATh B CreLpabHbIe AepkaTenm 4
VHCTPYMEHTOB W/ B MaJIeHbKME KOP3WHBI, YTOObI OHX He MOBPEAV/IMCE MPU YNCTKE.

Vcnonb3yiiTe NpOMbIBHON Ae3HKEKTOP, KOrAa 3TO BOSMOXHO. V136eralite neperpysa
KOP3WH [/19 MOVKM NpW YNTPa3BYKOBON YNCTKE UM KOP3WH MOHOLLIEW/ Ae3VHMLMPYIOLLIER
MaLLUHbI.

Bo Bpems neveHUs-BbITMPaiTe KPoBb U Apyre GUOACTNYECKme XUAKOCTM Un
3arpsi3HEHVs], He MO3BO/ISS MM BbICbIXaTb Ha MOBEPXHOCTSX:

Mo 3aBepLLEHNN [POLIeYPbI IeYeHNs 3arpsA3HEHHOE 060PYA0BaHME CrieflyeT HaKpbiTh
BIXKHOW CaNPETKON,-MCK/OUMB, TakM 06pa3oM, ero-BbiCbixaHue. Cnefyer OTAeNTL He
3arps3HEHHbIE U3Ae/NNS OT 3arpsA3HEHHDbIX, YTOObI CKAOUUTDL 3apadkeHne MepcoHaa U
OKpPY>KatoLLel cpefpl.

Mpown3BoAUTENb He HECET OTBETCTBEHHOCTY 3a MPOLIECCHI CTEPUNM3aLMK, KOTOPbIe
BbINO/IHAET KOHEYHbI MO/b30BaTe b WM 3aKa34uK, He Crieflysl peKOMeHAaLMAM Mpon3BoaUTENA.

OrpaHun4eHre no UMKiam OUNCTKN

MOBTOPHbIE LMKIbI 06PabOTKKM, BKKOYENLLWE MPOMbIBKY BPYYHYH, (M@n0 BAMAKOT Ha
nsgenve. CPOK WX CNyxObl ONpeaensieTcs. GTeneHbi0 M3HOCA W MOBPEXAEHMS B MpoLecce
MCMOb30BaHNA

XpaHeHue 1 nepeBo3ka.

3arpsAsHeHHble M3fenms HeoOXOAVIMO, TPAHCMOPTUPOBATL OTAENbHO 0T He3arps3HEHHbIX,
4TOObI U36€XKaTb 06LLEro 3arpsa3HeHNs.

MoAroToBKa K NpeaBapuTelbHOM) 04MCTKE

PekoMeHayeTCA YACTUTL U3AeNKe-Kak MOXKHO paHbLLIe Moc/ie UX enonb3oBaHus. V3genve
[O/MKHbI  ObITb OCMOTPEHbl U 0BCAY>EHbl He MO3Ke YeM Yepes fBa 4aca Mocne ux
MCAQ/Ib30BaHUS.

lMepes 0UMCTKOIN M NoC/e KKAOro MCMO/Mb30BaHNA OTBUHTUTE HacafKy C NepeaHei vactu
HaKOHeYHMKa 1 NOMECTUTE ee B COOTBETCTBYHOLLMIA KOHTENHep.

MpeaBapuTesibHasi OUNCTKa-PYYHON Crocob.

O60opyoBaHVe: MArkas LeTKa, MArKWn epLUnK uim canieTka, He 0CTaB/IsHoLLYE BO/IOKOH,
LUNPWL, NUMETKA U BOAAHO-ANCTONET, LLIENIOYHON 0uMCTMTeAb, (pabounii pacteop 1- 3 %).
YNbTPa3BYKOBON OUUCTUTENb.
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AnpoitonliAlTINe60BTb 3Tana ’
1 MmHyTa

10 MuHyT

1 MuHyTa

4 MUHYT

1 mmHyTa 30 CekyHA

Tabanya 11

MpOMbITb M3AeNMe Mo XO0AHON NPOTOYHON BOLON.

[Py NOMOLLM MAFKOW LLETKN, epLUMKa WK He OCTaBNAFOLLEN
BO/IOKOH Ca/I(heTKM Ya/MTb OCHOBHYHO Ipsisb. LACno/b30BaTh
LUNPUL, MUNETKY WX BOAAHON NUCTONET U LLEMOHHOW Wi
3H3VIMHBIA OYMCTUTENb /19 NPOMBIBKM KaHasia HaCazKw.
cnonb3ys ynbTpassyKoBYHO BaHHY, BblaepXkaTb MeANLMHCKOe
M3enme He MeHee ECAT MVHYT B CBEXXEM BHOBb
MPUroTOB/IEHHOM PacTBOPE LLESIOYHOro ouncTuTens. Cnenosatb
peKOMeHAALWMAM NPOV3BOANTENS, KACAOLLWXCH BPEMEHN
9KCMO3MLIAM, KOHLEHTPaLWMK, TemMnepaTypbl A KayecTsa BoApl.
MpOMbITb-U34eNMe NMog, XON0AHOM NPOTOYHOW BOAOM.
crnonb3oBaTh LNpUL, MUNETKY Wi BOAAHON NUCTONET 414
NPOMbIBKIN KaHana Anst HaCafKu.

MpOMBITb 1 NPOAE3VHULMPOBATL MEAULIMHCKOE U3enue,
MCMO/Ib3YA LLENOYHON OUACTUTESb. TP MOMOLLM MArKOR LLETKN
WA EPLUMKA YAANNTb TPssb C NOBEPXHOCTY. IMpomoiite
MeLVLMHCKOe M3fenue nog, BOAO BO'M3bexaHne
PAaCNpOCTPaHEHMA 3ar PASHSHOLLIMXBELLIECTB B BO3AYXE
[IpoMbITL M3aeNMe B AENOHU3MPOBAHHOM UM OUMLLIEHHOW BOZE.
icnonb3oBaTh LUNPUL, NUMIETKY-WIN BOASHON MCTONET 414
MPOMbIBKN KaHaa 1 HaCaaKMu.

Bu3yasibHO OCMOTPETb MEAMLIMHCKOE M3aenve.

MoBTOPATL NpOLEAYPY 40 MOAHOIO yAaneHWs BCeX BUA0B
BUAUMBIX 3arps3HeHNiA. B KeHLEe NpoMbITb U3aenve B
[EeVNOHM3MPOBaHHONM WM QUMLLIEHHON Boge. OBCYLUNTL U3denve
NPy NMOMOLL MArKOI He"0CTaB/IAKOLLEN BOpca CaneTKy man
MEAMLIMHCKOrO Y1CTOrO &XaToro Bo3ayxa

ABTOMaTUYECKAA OUMNCTKA

Tabnmua 12
npeasapuTensHas 2 MUHYTbI XonogHas BOAONPOBOAHaA ‘BOAA
MPOMbIBKa
Molika 2 MUHYTbI [opsvast BoJa U3 MOf KpaHa C TemrepaTypoid

Helitpanmnzaums 5 MUHYT

Boille 40°C.  M/cnonb3oBaTb  LLIENIOYHOM
OUMLLAOLLMIA pacTBOp;
lopsyas Boga w3 /mog kpaHa ( 40°C) c

HEeNTPa/IM3YHOLLM CpeACcTBOM npu
HeobX0oAMMOCTU
MNpombiBKa 2 MAHYTBI [vicTnnnnpoBaHHad. UnM OuYnLLiEHHad BOAa C

Cytka 40 MUHYT

Temneparypon Bbite 40°C
Mpu Temnepatype-90°C

TepMuyeckasn AesnHpEKLNS.
Tepmunueckas fesvHpekumna nposogutcs npu 90°C B TeUEHWE He MeHee NATU MUHYT.
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MNpeacTepynmnsalmoHHas o4NCTKa

Mpy 3aMauMBaHWN WK KMMSYEHW B MOIOLLIEM PacTBOPE M3AeNNs MOMHOCTLHO MOrpyXKatoT B
pacTBOP MOFOLLIETO CPEACTBA, 3aMo/Hss MM KaHasbl U MOMOCTW M3aENWIA.

MOoiiKy u3fenuiA  OCYLLECTBNSKOT C MOMOLLBHO  eplla, BaTHO-Map/eBklX) TaMMOHOB,
TKaHEBbIX CaN(heTOK; KaHa/lbl M3AEMMIA MPOMBIBAIOT C MOMOLLbHO LLMPULA.

Tabnvua 13
Cpepactso KoHueHTpauus Temnepatypa Bpems 06paboTku
pacTtsopa,% paboyero
pacTeopa
[ekoHekc 50 P 15 He meHee 18 °C 40 MVH

("Bopep Xemu
A", Lseiuapns;

Crepunusaums

CTepunn3oBaTth U3fenme MOKHO, UCMO/b3ys MeTOZ CTEPUINSALIMA NapoM Mog,
136bITOYHLIM AasnieHnem 0,22 Mla B napoBom cTepunsatope (aBroknase) (ISO 17665 nm
OTeYeCTBEHHble CTaHAAPTbI). PekOMeHAaLUMy NpeAcTaB/ieHbl B TabAMLE HIDKe

Tabnmua 14

MNpopomKNUTENBHOCTL TemnepaTypa Bpema cyLukun

He meHee 18 MUHYT 132- 134 °C 15-20 MuHyT

MpoLOMKUTENBHOCTL Cylwkv OoT 15 A0 20, MMHYT B 3aBUCMMOCTU OT CAEAYHOLLMX

KpUTEpPUEB:
. TN MaTepsana YnakoBKWM, OOECMEeYMBAOLLMIA CTEpPU/IbHbI  Gapbep, WY YKECTKMe
KOHTEiHEPbl MHOFOKPATHOrO MCMO/b30BaHUS;

KO/MYeGTBO MNapa;

MaTepyasnbl MeAVILIMHCKOrO N3AeNns;

06LLMIT-BEC;

TEXHUYECKME XapaKTEPUCTUKM CTEPUAN3ATOPA;

MPaKTMKKX, NPUMeHsIEMble B BaLLIEM PErNOHE;

pasHoe BpeMst OXNXKAEHV.

INpoBepka
5!3,qe5)1m| A0/MKHbI ObITb OCMOTPEHbI Ha HanM4Me OCTABLUMXCA 3aFPS3HEHWUIA, PXKaBUMHBI,
3aTyrnAeHns, 06ecLBeUMBaHIS WX NOBREXAEHWIA.
Fepen 06pabOTKON 1 CTEPUNM3ALIMEI OUMLLEHHBIX U30ENNIA YBEANTECh, UTO OHM YMCTbIE,
He_MMEIOT MOBPEXAEHWI 1 PYHKLMOHMPYHOT Haexallym 06pas3oMm.
YTUnnM3npoBaTb NOBPEXAEHHbIE M3Aenns, He CMasbIBaTb.

CPOK CJ1YXKBbI
CpoK  cnyxGbl  MegutMHCKOro  m3genmst  «HaBop  HacagoK K MEeAULMHCKUM
CTOMATO/IOrMYECKMM Y bTPa3BYKOBbIM anmnapatam » cocTaBnsieT 10 feT.
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B CBSI3M C TEM, YTO He HEBO3MOXKHO YCTaHOBMTb MakCUMasIbHOe YMC/IO BO3MOXKHbIX
MpoLesyp, KOTOPOE MOXET ObITb OMpese/ieHo MHOMMMK MapameTpamu, TakUMI Kak
MPOLO/MKMTENBHOCTb CMO/Mb30BaHNA, TBEPAOCTb 3y6HON aMank, NPUIOXEHHas cuna W M3HOC,
MPON3BOANTE b PEKOMEHAYET MEHSATL Hanbosee YacTo MCTOMb3yeMble HACaAKN He PeXKe Of4HOro
pasa B rog. Hacagky cneflyeT 3aMeHWTb, ec/iv BUOpaLys Hacafkvi He COOTBETCTBYET 3aaHHOM
yacToTe, annapar paboTaeT HenpaBW/bLHO, NPOLEeLypa 3aHUMAET O0/IbLLe BPEMEHU, YeM 0ObIUHO,
WK pe3ynbTaT He JOCTUraeTcs.

[mTensbHoe MCnosb30BaHe MeAULMHCKOro n3genms «Habop Hacafok ‘K MeauLMHCKM
CTOMATO/IOMMYECKM  Y/IbTPa3BYKOBbIM anrnaparam» MOXeET MNPUBECTU K erQ_ecTeCTBEHHOMY
M3HOCY. Mbl HaCTOATENIlBHO He COBETYEM W3MEHATb KOHCTPYKLUMIO HacafoK nyTem WX
06TaumBaHus, CrbaHNa WM Kakum TO APYrumM Crocobom.

TPEBOBAHNA K TEXHNHEECKOMY OBCJ/TY > XMBAHUNKO N PEMOHTY
MEANLUWHCKOIO N3AOE/TNA

Mpy HeO6XOAMMOCTM CBSXKUTECH C MOCTABLUVMKOM MEAMLMHEKOro m3genvs. He cnepyet
cAaBaTb MeAVLMHCKOe W3fenvie B.PEMOHT [pYruM CreupanicraM, TaK Kak B pesyrbrare
HEKaYeCTBEHHOTO PEMOHTa M3AENYe MOXET TMpPeACTas/ATb OMacHOCTb A1 MO/b30BaTess U
MaLyeHToB.

B cnyyae COMHEHWIA CBSXKMTECH C aBTOPU30BaHHbLIM /MOCTABLLMKOM WM C LEHTPOM
rnocnenpogaxHoro obcnyxmsalua SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNOBNA TPAHCIIOPTUPOBKI, XPAHEHUA 1 SKCIITYATAUNN
YNaKoBaHHYH NPOAYKLIO CEfYET XPaHWUTb B CyXOM W YMCTOM MOMELLEHMM, Tae
VCK/HOYEHa BEPOSITHOCTL) NMoNafaHMs NpsiMbIX CONHEYHbIX yyeld, BpeaHbIX BELLECTB, BAary 1

ype3mMepHOro MnoBbILLeHMEe TemnepaTypsbl. VICnonb30Bath CHaYas a NPOAYKLUMIO C MEHbLLIIM
CPOKOM rogHOCTN.

Ycnosus xpaHeHNs

Temneparypa okpyxatoLLein cpefpl: ot -20°C go + 70°C
OTHocuTenbHaa BnakHoOCTb: 10% - 100%, BKoYasA KOHAeHcaT
ATtmocdepHoe gasneHve: 500 rfa go 1060°rMa

Ycnosus TpaHCNopTUpoBaHNs

Temnepatypa TpaHcnopTuposaHua ot -20 o +70 °C
OTHocuTeNbHasA BNaXHOCTb Bo3ayxa: 10—200 %, BkMoYast KOHAeHcaT
ATMOC(epHoe AaBreHne o1.500 rfMa go 1060 rla
YCNOBUSA 3KCM/TyaTaumm:

Temnepatypa akcnnayataumu or + 10 °C go + 40 °C
OTtHocuTenbHasA BrakHOCTE:-0T 30 40 75 %

ATmocepHoe fasneHve: 800 rfa o 1060 rlMa

TPEEOBAHVA K YTUJTN3ALNIN
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MeguupHckoe  m3genve  «Habop HacagoK K - MEAULUMHCKUM  CTOMATO/IORMYECKUM
YNbTPa3BYKOBbIM annaparam» oTHocuTcA K Knaccy b B cootBeTcTBUM ¢ CaHlMH 2.1.3684-21 n
[O/MKHO OblTb YTWIM3MPOBAHO B COOTBETCTBMM C MpaBwiamu, [AEACTBYIOLWIMUA B CTpaHe
YTUAM3aUMN U30eNns. YTUIN3NPYIATe 3arps3HEHHbIE U3AENNS B COOTBETCTBUM C MECTHLIMM W
roCyapCTBEHHbIMM MpaBvIaMn YTUAU3ALMN BUOIOMMYECKM OMAaCcHbIX OTXOAOB.

Mpw yTUAM3aummn 3arpssHeHHbIX YacTei HafeBaiiTe nepyaTku.

Bce ynakoBoYHble MaTepuiaibl MOCTAaBNSEMOrO M3AENMA He HaHOCAT Bpefa- OKpY)KatoLLei
cpee 1 noanexar BTOPUYHONM nepepaboTke.

FrAPAHTN1IHAA NHPOPMALINA

M3roToBUTENb HECET OTBETCTBEHHOCTb B OTHOLLEHUM MEAWLWHCKOrO W3Aenus o
OTCYTCTBUIO [IE(heKTOB 1 COOTBETCTBIAS:-3a9B/IEHHbIM MPOU3BOAUTENEM - XaPaKTEPUCTMKAM, MpU
COG/IOAEHNI YCMOBWIA TPAHCTIOPTVPOBAHIS, XPAHEHNIS 1 MPUMEHEHVS.

Ecnm Bac He Y/OBNETBOPSIET faHHOE MEAULIMHCKOE U3fenne W'y Bac BOHUKN XKasiobbl
WM NPO6/EMbI, CBS3aHHbIE C MPUMEHEHNEM MEAVLIMHCKOTO W3AeNNst OXaNyncTa, CBSKUTECH C
HalLMM NpeacTaBuTeNeM B Balleid' cTpaHe. [IOMOMHWTENbHO ‘MBI MpOCKMM Bac YKasaTh
WOEHTU(MKALMOHHBIA 1 CEpPUIMHBIA HOMEP MEAWLWIHCKOTO W3AeNNsl, CBOK KOHTAaKTHYHO
MHoOpMaLMIo, BKMtOYas MMS 1-HOMep TenedioHa, a Takke  MoApoGHy0 MHGopMauuio o
MpoG/iemMax, ¢ KOTOPbIMX Bbl CTOMIKHY/NCh.

MEPEYEHb NMPMEHAEMbIX MPOUN3BOANTEAEM (N3FOTOBUTEJIEM)
MEANUNHCKOFO USOENNA HAUMOHAIBHBLIX CTAHOAPTOB

MpounsBoauTeNb 3asB/SET,, YUTO  MeAWLMHCKOe u3fenme-«Habop HacafoK K MeAVLMHCKUM
CTOMATO/IONMMYECKM  YIIbTPa3BYKOBbLIM arnapatam» oTBeYaeT TpeboBaHusaM EN 1SO 13485,
MOJHbIV CNCOK MeXAyHapOoAHbIX TPpeboBaHWiA NPeaoCTaBsSeTCa Mo 3anpocy.

PEKNAMALIAA

Mpon3BOANTENb:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Sociéte par actions simplifiee (O0LLecTBO N0 pa3paboTke MPUIOKeHUIA ais
3NEKTPOHHOW TeXHUKM. AKLMOHEPHOE 06LLECTBO YPOLLEHHOIO TUMNA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 ABento MtocTaB Aidens, 3v Ay Pap-33700 MepuHbsK, PpaHums).

MecT0.[pon3BOACTBA:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynna komnaHuii AKTEOH

(17ABeHto MtocTaB Aiicrens, 3v Ay dap 33700 MeprHbsiK, PpaHLma)

Opranu3auysi, NpUHUMAtoLLIas Ha TeppruTopuy Poccuiickolt deaepauid-TIpeTeH3nn oT
noTpebuTeneii Mo KauecTBy MeAMLIMHGKOTO W3AENMS:

PLLU HopknHa Mapraputa ~BaneHtnHoBHa (Macropt P®. 4511 194312, BblgaHHbIN
OtneneHveM  Y®MC Poccun no rop. Mockee Mo paiioHy JleBoGepeXxHbIli, AaTta Bblgaun
13.07.2011 r, kog nogpasgenenus 770-022)

125195, r. MockBa, yn. benomopckasn, 24,3, 148

TenedoH: +7 495 1501323.
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PYKOBOACTBO MO 3KCMyaTauun Ha MeJULMHCKOE U3fenne

Ha6op HacafoK K MeAMLUNHCKUM CTOMATO/IOrMUYECKUM Y/1bTPa3ByKOBbIM
annapatam

9. Habop HacafoK K MeauLMHCKAM CTOMATOMIOrMYeCKMM Y/bTPa3BYKOBbIM anmnaparam
ENDO SUCCESS RETREATMENT KIT B cocTase:

-Hacagka ET18D -1 wr/yn;

-Hacagka ET20-1 wr/yn;

-Hacagka ET25-1 wr/yn;

-Hacagka ET25S -1 wr/ynm;,

-Hacagka ETBD -1 wr/ym;

-Hacagka ETPR- -1 wr/ym;

-YHVBEPCa/TbHbIN CTa/IbHOW K04 -1 WwT/ym;

-MeTa/I/IMyecKas noacTaska -1 wWr/yn;
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NHopmMaumsa o MeauLUuHCKOM U3aenni.
HanmeHOoBaHVe MeANLMHCKOTO M3aenus:
Habop Hacafiok K MeAULMHCKM CTOMATO0rMYeCKUM YNbTPa3BYKOBbIM. annaparam:

9. Habop HacafioK K MeAMUMHCKVMM CTOMATO/IOrMYeCKUM YNbTPa3BYKOBBIM annaparam
ENDO SUCCESS RETREATMENT KIT B cocTase;

-Hacagka ET18D -1 wr/ym;

-Hacagka ET20-1 wr/ynm,

-Hacagka ET25-1 wr/yn;

-Hacafka ET25S -1 wr/yn;

-Hacagka ETBD -1 wr/yn;

-Hacagka ETPR- -1 wr/yn;

-YHUBEPCA/bHbIA CTa/IbHON KoY <1 LWT/ym;

-MeTa/VIM4YecKast NoAcTaBka -1 Wrlym;

(Janee no TekCTy HaBop Hacafok K  MeaWUMHCKAM  CTOMATO/ONAYECKUM
yNbTPa3BYKOBbIM arnaparam)

MpounssoanTeNb:

SOCIETE POUR LA /€ONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Société par actions simplifte (O6LecTBO-NO pa3paboTKe MPUIOXKEHWIA Ans
3NEKTPOHHOM TEXHUKM, AKLMOHEPHOE 0OLLECTBO YNPOLLEHHOIO THMNA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 ABeHto lMocTaB Aiithens, 3v Ay Pap 33700 MeprHbsK, PpaHUms).

MecTo npon3BoACTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEJTEK, rpymna komnaHuii AKTEOH

(17 ABeHto M'tacTaB diidiens, 3u Ly Pap 33700-MepuHbsK, PpaHLms)

YNONMHOMOYEHHbIV NpeAcTaBUTeNb NPON3BOANTENA Ha TeppuTopumn Pd:

WM HopknHa Mapraputa BaneHTvHoBHa (IMacnopt P® 4511 194312, BblgaHHbLINA
OtpeneHvem ~¥®PMC Poccum no rop. MockBe no paiioHy J1eBoGepeXHsblid, ; jaTa Bbiaauu
13.07.2011 r,.KoA nogpasgeneHns 770-022)

125195, 1. Mocksa, yn. benomopckas, 24,3, 148

Tenedon: +7 495 1501323.

HasHayeHne MeauLMHCKOro 13genms:

Hafop HacafoK K MeAMUMHCKUM' CTOMATO/IOrMYecKMM  YNbTPAa3ByKOBbIM —anmnaparam
npeaHasHayeH [ COBMECTHOM pafoThl C annapartamy CTOMATONIOFUYECKUMW [/ CHATUS
3YOHbIX OT/IOXKEHWIA Y 11 KOCTHOM XUpYpruu.

[Moka3aHus

* Hannume 3y6HOro KamHs'Ha 3y6ax (nedeHue 1 NnpopuiakTka)
* 3abosnieBaHnsA NapofoHTa (NeyeHve 1 NPOpNIaKTIKA)
* YX0[ 3a MNMaHTaMy 1 pecTaBpauys 3y6oB
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o YXyauweHve yHKLmM 3y60B ( IeveHre 1 NpognniakTmKa)

* YepHbIiA NUIMEHTHbIA HaneT

Xvpypruyeckne MaHUnyauum:

* Y[aneHue 3y60B;

* VMnnaHTaums.

» Xupypruyeckme BMmeLLaTeNbcTBa (OCTEOTOMMS, OCTEOM/IACTMKA, CAHAECMOTOMUS.
OTZieNieHne MeMbpaHb! 1 BOCCTaHOB/IEHME 06beMa KOCTY B YE/KOCTH).

[NpoTrBONOKa3aHWA

He nog/iexxvT 1cnonb3oBaHuio 415 CeayrowyX rpynm nauneHTos:

* MnageHubl

 bBepemMeHHble UM KOPMSALLYE XEHLLWHBI 13-32 OTPaHNYeHIA, CBSA3aHHBIX C BO3MOXHbIM
CMO/b30BaHVEM MEAULMHCKMNX PacTBOPOB, TaKMX KakK aHECTETUKM

* [laumeHTbl ¢ MeAVLMHCKAMU PUCKaMM (OC/TOXKHEHUAMU)

* [lauyeHTbl C anneprviei

» Hannuve annaparta /19 MEKYCCTBEHHOrO MOAAEPKaHWs puUTMa cepaua wuam apyrmx
BXXMB/IEHHbIX CTUMY/IMPYIOLLMX YETPOMCTB.

* [1aTo/IOrMyYecKn BbICOKaA YyBCTBUTE/IbHOCTb AMasIN.

 3abonesaHus cepaua

* BpOHXUT B XPOHNYECKOWU (POpMe WM GPOHXMaNbHAA acTMa

* PecnnpartopHble VHPeKLMN.

Mo60oYHbIe AencTBUS
BO3MOXHO MVHMMaAbHOE MOBPEXAEHWE MATKMX TKaHeld, 06pa3oBaHMe a3po30/1bHOro
obnaka BOKPYT HacaKu,-COAepKaLlero MMKpOoObl, KOTOpbIe 3arpAHAKOT BO34YX B KabuHeTe.

Mepbl NPeaoCTOROXHOCTY

W3penve npefHasHaueHo 1A MCMO/b30BaHWG-UCK/TOUNTENbHO BMECTE C MELULMHCKUMU
annapatamm SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LLecTBO N0 pa3paboTKe NPUOOKEHNIA A1
9NEKTPOHHON TEXHWKWN. AKUMOHEPHOE OOLLEeCTBO YMPOLUEHHOrO TuMa) (Jasee« no TeKCTy
SATELEC) w .ymbTpa3ByKOBbIM HakOHeYHUKOM- npomssogactBa SATELEC. Wenonb3oBaHue
V30enve ApYrX-fApou3BOAMTENeN NPUBELET K MOBPEXAEHNIO MEAULIMHCKOTO U3AENVS.

Me[MUMHCKOe n3Lenne HeobXOo4VMO CTEPWUM30BaTb Mepes KadkabiM UCTIO/b30BaHWEM B
aBTok/naBe. OTBETCTBEHHOE 3a CTEPUIM3ALMID: IMLO LO/MHKHO WUCMO/Mb30BaTH, MOAXO4ALLYO AN
CTepunmM3ayun  yrnakoBKy, OfHOpa30Bble “CTepUIM3aLMOHHbIE MaKeTbl ((encTemy 3awumThbl
CTepWUNbHOCTW) B COOTBETCTBMM CO CTaHAapToM ISO 11607. Cneamtb 3a TeM;, UTOObI U3genve He
conpuKacanocb C Apyrvmy npeameTaM, ) KOTopble MOryT MOBPeAUTb (WX MOBEPXHOCTb WM
CMCTEMY.3aLLMNTbI CTEPUSIBHOCTM.

He- npeBbiLLaTh peKOMeHA0BaHHbI A1 Haca40K PeXVM annapara.

He BKpyuvBaTh 1 He BbIKPYUMBaTH HACaAKV MY BK/TKOHEHHOM HAKOHEUHVIKE.

FIpoBOANTL QUUCTKY, AE3VHDEKUMO 1N CTEPUIN3ALMIO MEOVLMHCKORO U3AENNS He MO3Ke YeM
Yepe3)ABa Yaca nocsie VCrosb30BaHNS:

[Jepxatb B none 3peHVs MecTo MPOoBeLEeHNS NPoLeaypb!

[N CHWKEHMS pUCKa, [LKE Camoro He3HauMTeNbHOro, “HO/b3YMTECh OTCAChIBAIOLLYIM
YETPOWCTBOM (C/IFOHOOTCOCOM) M HaroMVHalTe MauWeHTy, YTO CAeAYeT AbILaTh Yepes Hoc.

MaupeHT JO/MKeH COXPaHsTh CMOKONCTBUE, Pacc/iabUTbCs; COXPaHATb HEMOABMKHOCTD,
3aHATb Y06HOEe MOOXEHWe, NIEXa B CTOMATO/IONMYECKOM Kpecre.

ToMbKO Bpay MOXET peLLaTh, OyAeT /M OH OKasbiBaTb MEAVLMHCKIME YCYT NauyeHTam.
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MoTeHUMabHbIE MOTPEBUTENN MEAULIMHCKOIO U3aenis

MeAUUMHCKOe  M3fene MpefHasHayeHo [1s  WCMOMb30BaHWS  CTOMATONMOrOM — Wn
CMEeLMaIMCTOM MO JIEYEHUIO U MPOTE3MPOBaHMIO 3y60B. HacTosllge M3fenme npegHasHaueHo
TOMBKO /151 MPOKECCHOHAIBHOTO MPUMEHEHNS.

OMCAHVE MEOVLIMHCKWX N3OENNIA UCMOJ/B3YEMbIX COBMECTHO.

1 «Annapar CTOMATO/IONMYECKUA A9 CHATMA 3YOHBIX OT/IOXKEHUIA cepumn Newtrony,
(Annapar CTOMaTONOMMYECKUin A1 CHATUA 3yOHbIX OTNIOKeHMIA Newtron Booster,HakoHeUHMK
Newtron, Annapat CTOMaTOMIOrMYecKNin AN CHATUA 3yOHbIX OTNIoXeHM A Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoauTcs B npouecce rocyfapCTBeHHON perucTpaummn Ha
TeppuTopum PP) npomssoacTea SATELEC, ®paHums.

2 «Annapat CTOMaTo/0MM4YecKUin ans KOCTHoON xupyprim PIEZOTOM' CLFBE» (Annapar
CTOMATONOMMYECKMIA A1 KOCTHON Xupyprnn PIEZOTOME CUBE, HakoHeuHnk CUBE LED)
(PervctpaunorHoe ypoctoeepeHvie No'P3H 2021/14297 ot 13.05:2021r.), npov3BOACTBa
SATELEC, ®paHuua

3. «Annapar CTOMaTOIOrNYeCKMiA 47151 CHATUA 3YOHbIX OT/IOKEHWI-C MPUHAL/IEXHOCTAM
(Annapar CTOMaToNIorMyecknin A1 CHATUS 3yOHbIX OT/IOKEHUIA C APNHageXXHOCTAMU: Mogenb
P5 NEWTRON XS, HakoHeuHuK Suprasson)( PerucrtpauvoHHOe: yaocTtosepeHue X PC3
2007/00914 ot 21 pekabpsa 2007r.), npomssoacTsa «Catenek C.A.C.», ®paHuma

4, «CTOMaTON0rNYecKui annapar PIEZOTOM c NPUHaAIEXXHOCTAMM
(Ctomaronoruyeckuin annapat. PIEZOTOME B BapuaHTax ucronHeHus: PIEZOTOME SOLO
LED, HakoHeuHuK Piezotome Solo LED), (peructpaumoHHoe-yaocToBepeHue Ne P3H 2013/859
ot 12 wons 2013r.), nponssogcTaa «Carenek.C.A.C.», PpaHLyma

5 «Bbnok  CTOMATONOrMYecKWn ANd  CHATUS 3YBHbIX  OT/IOXKeHWn  Xinetic ¢
npuHagIexXHocTaMM»  (BAOK  CTOMArtofiorMyecknin -~ 18 CHATUMS  3YOHbIX  OT/IOKEHWIA
X1nellc,HakoHeuHWK Suprasson), (pervctpauuoHHoe ydocTtoBepeHne NoP3H 2013/858 ot 12
nons 2013r.), nponssogeTsa «Cartenek. C.A.C», ®paHLuA

NPNHUMN AENCTBUA MEANLUMHCKOI O N3OETNA

MpUHLMN AeiAcTBuS.

MpUHUMN SeACTBMSA MeAMLIMHCKOrO U3LeNns 3aK/oYaeTcs B TOM, YTO OT OCHOBHOIO 6/10Ka
Ha Y/bTPa3BYKOBOW CTOMATOMOMMYECKUIA HAKOHEYHMK MOMAeTCA  3MEKTPUYECKUiA  curHan,
reHepupyemblii annapatoMm. HakOHeYHVK CBfA3aH, C MeAVLMHCKMM  arnnapaToM:. MOCPeLCTBOM
LUHypa. B ero coCtaB BXOAMUT KepaMUYECKUIA MbE303NIEKTPUYECKMIA NPeobpa3oBaTesib, KOTOpbIN
TPaHCHOPMUPYET, SNEKTPUUECKUIA CUTHA B \y/IbTPasBYKOBYHO BUOpauumto/, MexaHn4eckas
BMOpaLMs nepefaeTcs CTOMATO/OrMUYeCKO HACaAKe, YCTaHOB/IEHHON HAa KOHLIE Y/bTPa3BYKOBOIO
HaKOHEYHVKa

OKA3AHVE MEAVNUNHCKUMX YCNYT

MoaroToBKa K paboTe MeAULIMHCKOrO U3e/ist
COCTaBnaoLME HEOGXOAUMO QUMLIATb, [AE3VHMLMPOBATL - -CTEPUNN30BaTL Mepes
Kak[bIM- CMO/Mb30BaHNEM. YC/IOBUSL OUNUCTKY, AE3VNHDEKLMN U CTEPUIM3ALMM YKa3aHbl B
COOTBETCTBYHOLLIEM pa3fene PyKoBOACTBa MO SKCM/yaTaLyn.,

132C 134C

nnn.

Hapnexallas B16paLms HacanKy NpeanonaraeT ee HaeXHoe 3aKpen/ieHe B HAKOHEUHIIKe
Be3 upe3MepHOro AaBneHys -Ha, yrnop. Hacaaky Heo6xoavuMo 3adMKCUpoBaTh B HAKOHEUHUKE C
MOMOLLIbHO YHMBEPCA/IbHOrO CTa/IbHOMO K/ItoUa 1 06ecrneumnTh HalexkHOe 3aKperieHre Hacaaku B

159



HaKOHeUYHMKe 18 Hacafok (Puc.l). UpesvepHbld 3aXUM  HacaKuM MOXET MpUBECTU K
MOBPEXAEHMIO HAacafKN UM HAKOHEYHWKA.

m

(a

CO--

Puc.1

BbI60p HE06X0AMMOIN HACaAKM OCYLLECTBNSETCA TO/bKO.CTOMATO/I0rOM.
Y6eauTech, UTO BbIOpPaHHbINA PEXVIM COOTBETCTBYET BbIOPaHHOW Hacafke.

3aBepLUeHye paboTsl

lMocne 3aBepLUeHUs NpoLeaypbl

1 OTCcoeanHWTe ‘HacaaKy,

2..BbINoMHNTE OYUCTKY U CTEPUNM3ALMIO MEAULIMHCKOrO M3AENMs, Kak OnmcaHo-B rfase
CTEPWITAL NG,

YKazaHus Mo TeXHUKe pa60TbI C HaCagKaMu:

Bo Bpemsi 06paboTKV 3y60B Hacaaky ChefdyeT AepXaTb MO KacaTe/lbHON K, MOBEPXHOCTM
3y6a;

Hukoraa He fepykuTe Hacaaky NepneHAMKysapHO 3y6HON amanu;

[BuraliTe HaKOHEYHVK HanoAo6ume -ABMKEHMS KWUCTbKO C HE3HAYUTENbHLIM GOKOBbIM
NaBReHNEM;

MMpu. paboTe C HacagkamMy WCHOMb3yWTE TO KOMMYECTBO -Mppurauuun, KoTopoe
PEKOMEHAYETCA ANS BbIOPaHHOWM Hacaku;

Flepen 1cnonb3oBaHMeM BU3yasibHO MPOBEPLTE COCTOSHME HaCaAKMA;

Flpn paboTe Bceraga HaaesaniTe MeaNLMHCKYH MacKy 1 nepyaTku.

OMUNCAHME KOHCTPYKTWBHbIX OCOBEHHOCTEW MEAMLIVHCKOIO
N3AENTNA

B cocTaB MeAMLMHCKOrO  M3aennsi BXOAAT Hacafgkv «Ans COBMECTHOM paboTbl C
MEeAULMHCKUM  Y/bTPa3ByKOBbIM ) annapaTtoM 1, B 3aBMCMMOETM OT BapuaHTa WCMOSTHEHNS
Habopa, MOryT BXOAWTb; YHWMBEPCASbHbLIA CTa/IbHOM KM W-MeTa/iiMyeckas MOACTaBKa Wi
[AVHaMOMETPUYECKUIA KO CUHUIA 1 aBTOK/TaBUPYEMbIA NIACTUKOBbIA 60KC. Kakaas Hacagka
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VIMEET CBOWM KOHCTPYKTVBHbIE OCOBEHHOCTM, XapaKTEPUCTUKN W PEKOMEHIYEMOE MPUMEHEHVE
Mpy NpoLeaype.

Ha6op HacajoK K MEJULUMNHCKUM CTOMATONOINMYECKMM YNbTPa3ByKOBbIMannaparam
ENDO SUCCESS RETREATMENT KIT:
Hacagku: ET18D, ET20, ET25, ET25S, ETBD, ETPR.

. Hacagka ET18D - C a’imasHbIM HarblieHueM. Mcnonb3yetcs  Ans  0bpaboTku
MOBEPXHOCTU (DPOHTaNbHLIX 3y60B (MPOCTble CAy4Yau) B LEPBMKabHOM-00MacT 1 ans
OTZENIeHNs rPpaHy/IMPOBaHHON TKaHMW.

. Hacagka ET20 - Vcnonb3yeTcsyjanst 06pabOTKM MMMMIAHTOB (€ pe3b00ii CcpedHero
pasmMepa.

. Hacagka ET25- O6ecrieurBaet. 60/bLUY0 MPOYHOCTL BO BPEMS IMHTEHCMBHOI PaboTbl.
TuTaHOBasA HacafjKa C OCTPbIM KOHLIOM/ il 06paboTKM Y3KOIN pe3bObl MNIaHTOB

. Hacagka ET25S - Kopotkas.) JaHHyt0 HacaflKy MOXHO MRpPenBapuTensHO COrHYTb.
Wcnonb3yetes fns 06paboTKn MMM/IAHTOB C Y3KOI pe3bOoii.

. Hacagka ETBD- Ha koHUMKe Hacagku pacroniaraetcs Lapik ¢ a/iMasHbIM MOKPLITUEM,
[N1s1 06pabOTKM NOBEPXHOCTU (PPOHTANbHBIX 3y60B/

. Hacanka ETPR - Kcnofbsyetca Ansi yfaneHusi 3y6HOrO0 KamHA M3 HaAAAecHEBOro

MPOCTPAHCTBA. YAa/ieHne HafA0eCHEBbIX 0ObEMHBIX OTNIOKEHUIA

Hacagka EF18D Hacagka ET20 Hacagka ET25

Hacanka ET25S
Hacagka ETPR

Hacagka ETBD

Prnc. 2 BHewHN Bug Hacagok ET18D, ET20, ET25, ET25S, ETBD, ETPR. Habopa
HacajoK K MEAULMHCKUM CTOMATO/IOTMYECKUM YyNbTpa3ByKoBbIM annapatam ENDO
SUCCESS RETREATMENT OT.



. YHUBepCabHbI CTanbHON K4 NpeAHasHaueH /19 HaAEXXHOTO 3aKpen/ieHns HacaaKn B
HAKOHEYHVIKE, a TaKXKe [/1 OTCOeVHEHUS HACaJIKN NPEACTAB/EH Ha PUCYHKe 3

LLI 1]

Puc.3 BHewHN Bna yHnBepcasbHOro CtaJibHOro Kjr4da

. MeTannmyeckass noAcTaBKa: MMeeT CUIMKOHOBbIE KO/bLIa W OTBEPCTMS A1 HACcaOK.
O6neryaeT paboTy € HacafKamu, -[pefcTaB/ieHa Ha PUCyHKe 4

Puc. 4 BHeW HUA ' BUL MeTanIM4ecKONn NOoACTABKY

TEXHNYECKUVE XAPAKTEPUCTUKW

TEXHUYECKUE XapaKTEPUCTUKIN MEAULIMHCKOTO M3aenmnst «HaGop Hacafok K MeaVLHCKMM
CTOMATO/IOrMYeCKUM  Y/IbTPa3ByKOBLIM — annapartaM»  MNpeAcTa/eHbl B Tabnuue — HDke:
FlpuBefeHbl rabapuTHble pasMepPbl- HacadoK, PeXUM annapara, NpUMeHsieMblli Npyu paboTe
Haca0K, COBMECTUMbIIA CTOMATOMIOMMYECKIIA annapaT, a Takke PEXVIM UPPUraLyn HacaaKw.

Ha6op HacagOoK K MEAWUWMHCKWNM CTOMATOJ/IOTUYECKNUM Y/IbTPAa3BYKOBbIM annapartam
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ENDO SUCCESS RETREATMENT KIT:

ET18D, ET20, ET25, ET25S, ETBD, ETPR.

1 Hacagka ET18D (Tabnumua 1).

Tabnuua 1

"abapuTHbIe a 40+£0.2 Mm
pasvepbI* b 27.0+ 0.5 mm

c 16.0£ 0.5 Mmm

d 05+£01 mMv

el 100+ 0.2 Mm
Macca 0,90 £0,10 r
Pexxum annapara 10
Vppuraums

r
19 Mi/MWH £ 1 Mn/MIH

Ycunve n3BneyveHus He meHee 20H
Ycunue ans BCTaB/IeHNA n
3aKpensieHus He O0ree 30H

Annapat CTOMaTO/ONYeCKWiA At CHATUS 3yGHbIX
OTNOXKeHNiA cepum Newtron;
COBMECTUMbIA  CTOMATO/NOFMYECKW A AnnapaT CTOMATONGLUYECKUI AN CHATUS 3yOHbIX
annapart OT/IOXEHWUIA' C MPUHAANEXXHOCTSMY;
B10K CTOMATEIOMMUECKMIA IS CHATIS 3YGHbIX
OT/NOXeHWIA Xinetic ¢ NPYHAANEXHOCTAMY
* O603HaYeHe raGapuTHbIX pa3MepoB NPeACTaBNEHO HAPUCYHKE.

rv 0= z

el

Puc.5
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2. Hacagka ET20 (Ta6nvmua 2).

Tabnuua 2

MabapuTHble a 4,0 vm = 0.2MM
pasvepb* b 29,0+ 0.5 mm

c 20,0+ 0.5 mm

e 13,0+ 0.5 Mm
Macca 091 £0,1r
Pexxkum annapara 7
Wppuraups

r
19 mA/MWH £ 1 MA/MUH

Ycunve v3BneyeHns He meHee 20 H
Ycunue gna BCTaBNeHUa v He 60nee 30 H
3aKpenneHns

Annapat CTOMaToIorMYecKiA 151 CHATMA 3yOHbIX
OTNOXEHWA ceprin Newtron;
COBMECTUMbIA ~ CTOMATOMOrMYeCKuiA  AnnapaT CTOMATO/I0rMYECKIMIA ANS CHATUS 3YOHBIX
annapar OT/IOXKEHWIA C MPUHAAIEXXHOCTAMY;
BNOK CTOMaTONOMMHECKWIA NS CHATUS 3yBHbIX
OT/IOXKeHWIA Xinetic ¢ NpyHaa1IeXXHOCTAMM
* Ob03HaueHVe rabapuTHbIXPa3MepOoB NPeACTAaBIEHO Ha PUCYHKE.

—  c==*
b
Puc.6
3. Hacagka ET25 (Tabnumua 3).
Tabnuua 3
r abapuTHble a 40+ 02 mm
pasmepbr* b 31.0+£ 0.5 Mm
c 25.0+£ 0.5 Mm
e 170+ 0.5 mm
Macca 091+01r
Pexxum annapara 7
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Wppuraums

17 ma/MUH £ 1 MA/MUH
Ycunme n3BneyeHns He meHee 20H
Ycunne 1 BCTaBNEHUS "
An He 6onee 30H

3aKpen/eHus
Annapar CTOMaTOMOrMYECKNiA NSt CHATUS 3yBHbIX
OT/IOXKeHMIA cepum Newtron;
COBMECTVMbI/i  CTOMATO/MIOTMYECKMIA  ANMapaT CTOMATO/IONMUECKUIA IS CHATUS 3YGHbIX
annapar OT/IOXEHWIA C MPUHAANEXXHOCTAMY;
BIOK CTOMATO/IOFMUECKII 15 CHATUS 3YOHbIX
OTNIOXEHWIA Xinetic ¢ NPUHAANEXHOCTAMY

* O603HaueH1e rabapyTHLIX Pa3MepPOB APeACTABNEHO Ha PUCYHKE.

b 1
n
Puc.7
4. Hacagka ET25S(Tabnumua 4).
Tab6bnunuya 4
"abapuTHbIE a 4.0+ 02'Mm
pasmepbI* b 30.0£0.5 mMm
c 19.0+ 0.5 mm
e 13+ 0.5 Mm
Macca 0,90+0,10r
Pexxum annapata 7
Vppuraups
r
/\
[ ™ 24 mn/MUH £ 1 Mn/MUH
Ycuave n3sneyeHns He meHee 20H
Yeunve ana BCTaB/IeHNA n
3aKpenneHus He §gte 30H

AnnapaT CTOMaTONOMMAYECKWIA 411 CHATUS 3YBHbIX
OTNIOXKeHWiA cepun Newtron;
AnnapaT CTOMATONOTMYECKNIA 411 CHATUS 3YBHBIX
165

COBMECTUMbIA  CTOMATOIOT UYECKUIA
annapar



OTNOXEHWIA C NPUHAAIEXXHOCTAMM;
B1I0K CTOMATONOMMYECKMWIA NS CHATUA 3YOHBIX
OT/IOXKeEHWIA Xinetic ¢ NpPUHaANEXHOCTAMM
* O603HaueHVe rabapyTHbIX pa3MepoB NPeaCTaB/eHO Ha PUCYHKe.

3 = B = —
b
w
Puc.8
5. Hacagka ETBD (Ta6nmua 5).
Tab6nuua 5

I abapuTHble a 40+0.2 Mmm
pasmepbI* b 29.0+ 0.5 mm

Cc 21.0+ 0.5 MM

d 10£0.2 vw

e 130+ 0.5 Mm

el 10+ 02Mm
Macca 095+0,10 r
Pexkvm annapata 7
ppuraupa

r
13 mn/MuH £ 1 MA/MUH

YcunvemssneyeHus He meHee 20H
Yennve-  pnd BCTaB/1IEHNS n He Gonee 30M
3aKpeneHuns

AnnapaT CTOMATO/IONMYECKUI ANS CHATUS 3y6HbIX
OT/IOXKeHMIA cepum Newtron;
COBMECTVMbIA  CTOMATOMOrMYECKiA-  AnnapaT CTOMATONIOMMYECKUIA 4151 CHATUS 3YBHbIX
arnapart OT/IOXKEHWIA C NPUHALIEXHOCTAMMY;
BIOK CTOMATONIONMYECKAN AN CHATUS 3YGHbIX
OT/NIOXEHWIA Xinetie:C NPUHAANEXHOCTSMM

* O603HaYeHe rabapyTHbIX PA3MepPOB NPeACTABNEHO Ha PUCYHKE.



()

q-
&
Puc.9
Hacagka ETPR (Ta6nuua 6).
Tabnuua 6
I abapuTHble a 40%0.2 Mv
pasmepbI™* b 21.0+ 0.5 mMm
c 130+ 0.5 mm
d 20+ 0.2 Mm
Macca 0,90 +0,10r
Pexxum annapara 20
Wppuraumsa
r
/i\
*' 25 MA/MVH £ 1 MA/MUH
Ycunue n3sneyeHus He meHee 20 H
Ycounve s BCTaB/IEHNA n
3aKpen/eHus He 6onee 30 H

Annapat CTOMATONOrMYecKuin ANs CHATUS 3yGHbIX
OTNIOXKeHMiA cepun Newtron;
COBMECTUMBIA  CTOMATONOTMYECKWiA ~AnnapaT CTOMATO/ONMYECKUA A5 CHATAS 3yGHbIX
annapar OT/IOXKEHUIA C NPUHALIEXKHOCTAMY;
B/IOK CTOMATO/OrMUECKMIA fiNsl CHATUS 3y6HbIX
OT/IOXKeHWIA Xinetic ¢ NpUHAAIEXHOCTAMM
* OGO3HaYeHe rabapuTHbIX PA3MEepPOB NPeACTABNEHO HA PUCYHKE.
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0

o
Puc.10
CumBon PacLumdpoBka CMMBO/T PacLundposka .- CuMBON PacLumgposka
KanenbHas CpepHas Bbicokas
nppurauus CKOpOCTb CKOpPOCTb
*El r MpPUraLi [ VppUraLmn
« /\ /N
B Tabnuue- 7 4as HacaloK yKasaHbl LLIEPOXOBATOCTb M TBEPAOCTb Mo Poksenny.
Tabnnua 7
Hacagka LLlepoxoBaToCTb TeepaocTs MO
Poksenny
ET18D, ET20, ETBD, ETPR. He 6oriee 0,8MKm 52-54 HRC
ET25, ET25S He'6onee 1,0 Mkm 50-52HRC
Hwxe npefcTaB/ieHa YacToTa, rnepefaBaeMas OT HAaKOHEYHMKA K HacaaKe
YacToTa, K'Y, Annapar (HakoHe4HVK gis annnapara)
OT 24:0.10 37.0 Annapar CTOMaTo/IOrMYecKniA A CHATUSA 3yOHbK

OTNOXeHUIA cepymn Newtron;

Annapat CTOMaToNorMYecKniA 4As-CHATUSA 3yOHbIX
QTNIOXKEHWIA C NPUHALNEXHOCTAMMN;

Bnok cToMaTonornyecknin ans, CHATUS 3y6GHbIX
OTNOXeHWIA Xinetic ¢ NPUHALAEXHOCTAMU

B Ta6n|/|u,ax HXE npuBeaeHbl) TEXHUYECKNE XaPaKTEPUCTUKU OCTa/IbHbIX COCTaB/IAKOLLINX
MEANLINHCKOro nsaennsa

YHuBepCcasbHbIi CTasbHOW Koy (Tabnmua 8):
Tabnuua 8
MabapuTHble pasmepbl, MM (30.0x28.0) + 1.0
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Macca 190r+10r
MeTannnyeckasa noacTaBKa:
Ta6bnuuya 9
FabapuTHbIE pa3mepbl, MM (100,0x40,0x40,0) = 2 Mm
Macca, r 1000+£5,0r
Konunyectso Aveek 6
MATEPVAJIbI
Ta6bnuua 10
Hacanka MeoyLmHCKasA HepKaBetoLwasa CTaslb
ETPR Korbuo MonuretpadgiropatwieH (PTFE)
ANMA3HOE TIoKpbITVE Her
Hacazka MeoyLmHCKas HepykaBetoLLpsa CTaslb
ET18D, ETBD, ET20 KernbLo HO”WTGT(BP?FQEBWWH
AnviazHoe NoKpbITve Anvias
Hacaaka TuraH
ET25, ET25S KonbLo no””TeT(g?r%Té’)paTme"'
AJIViazHoe MoKpbITVe Het

Martepuanbl, KOTOpble UCMOMb30BaICL NpY NPOKU3BOACTBE MeTannyeckoli NOACTaBKM,
YHUBEPCA/TLHOTO CTa/IbHOTO, K/koua MEAMLIMHCKOTO M3AeNis, yKasaHbl B Tabnmue 11

Ta6Ganua 11
S Mareprian

. o MeanuyHCKas

YHMBepcanz:;lLll/l CTa/lbHOM HepKaBetoLLias
cTa/lb

MeavuyHCKas

Meranmieckas  OPIYC  HEPKABEIOLLAA
cTa/lb

no/cTaBka
KonbLo CwvnikoH
MAPKNPOBKA

XPYNKoe, 0BPaLLaTLCs OCTOPOXKHO

T
Bepeyb OT)BMarM
Bepx

Mn
Homep no Katanory

REF
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LOT

Ct My

nnall

T

OBaronkvm)
Monnettan

Homep napTtum
CootsetcTBYeT AnpekTusam CE

CootsetcTBYeT anpekTnBam CE

[Jata n3rotosneHns

M3rotoBuTtenb

TemnepaTypHbIiA AanasoH
[nanasoH BMaXXHOCTH
OrpaH1YeHns aTMOCEPHOro AaB/ieHuns

O6paTuTeCh K MHCTPYKLMM MO MPUMEHEHIIIO

ConpoBoauTenbHasA OKYMeHTaLMS B 3/IEKTPOHHOM [OCTyne

HectepunbHO

Rx Only: Mo deaepansHoMy 3akoHy CLLIA npogaxka faHHOro v3aenvs
paspeLLieHa TO/bKO SINLIEH3MPOBaHHbLIM BpadiaM WK M0 UX MopyYeHuto

KonmyecTBo B yrnakoske 1 LUT.

KonnyecTBo B yrakoBke.4 LLIT.

Pa3speLLeHo 1Crob30Barb B MOKOLLENA, Ae3MHMLMPYIOLLEN MaLLyHe
NS TEPMUYECKON Ae3vHDeKLMN
Cnoco6HO BbIepXath aBTOK/aBMpoBaHue npu 132°C

Cnoco6Ho BblgepXKaTb aBTOKMaBUPOBaHKe npu 134°C

He 1ncnonb3oBaTh NMpy NOBPEXAEHNN YNAKOBKU

Homep ynakoBKu Ana OTCEXMBAHWA

MH®POPMAUWMNA O HATNYMNWN B MEOANUNMHCKOM U3AENTNN
NE1CAPCTBEHHOIO CRPEACTBA ANA MEANUMNHCKOIO NMPUMEHEHNA,
MATEPMNATOB XXNBOTHOFO N (MNN) HENOBEYECKOTIO NMPONCXOXAEHWNA
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MaTepuanbl XXUBOTHOTO WM Y€/IOBEUYECKOTO MPOUCXOXKAEHUS B MEAMLIMHCKOM. U3AeNNN
«Habop HacaoK K MeAMUMHCKAM  CTOMATOMOrMYecKMM  Y/bTPa3BYKOBbIM — amfiaparam»
OTCYTCTBY!OT.

JlekapcTBeHHble CpefcTBa B MeAMLWHCKOM u3genn «Habop Hacaiok K MEAMLIMHCKMM
CTOMATO/IOMMYECKVM Y/bTPa3BYKOBbIM anmnaparam» OTCYTCTBYHOT.

dapMaleBTUYECK e  CYyOCTaHLMM B MEAMLIMHCKOM  M3fenn  «Habop ) Hacafok K
MEAULMHCKVM CTOMATO/IOrMYeCKMM Y/bTPa3BYKOBbIM arnapaTam» OTCYTCTBYHOT.

CTEPUNTNSALWNA.

MeauUMHCKOe M3feniie NOCTaB/SETCs HecTepUbHbLIM. W3aenne Heo@XoavMmMo nogseprarb
OUMCTKE Tepef, KaXabM  MCMOMb30oBaHMEM. [locsie  Toro, Kak (Hacafky  QUULLIEHB,
[E3VHDMLMPOBaHbI 1 BbICYLLIEHbI, UX HEOOXOAMMO Pa3NOXWTb MO MOPSAKY B GOKCE, KOTOpbIi
[0MKeH BbITb MOMELLIEH 1 3arneyaTaH B'CReLMasbHbIV MaKeT, NPUrOAHBIA E1s CTEPUNN3ALIAN.

MpeaoynpexpneHna:

He ncnonb3yiite CTasbHYt0 MOYa/IKY UM abpasyBHbIe YMCTALLWECPEACTBA /11 OUMCTKM
MeAMNLIMHCKOro M3aenus.

He ncnonb3yiiTe pacTBopbl, [COAePKaLLME MOL WK X/I0P B 3HAYNATENbHOM KOHLIEHTPaLMK.

YpoBeHb pH MOOLLMX 1 AE3UHDULMPYIOLLMX CPEACTB JO/MKEH ObiTh OT 7 A0 11.

3apaXeHHble 1 MCMO/b30BaHHbIE M3LeNnsA He NoMeLLaliTe B KOPOOKY /15 CTepuIn3aLmm
WM He MOTE B MalLIMHE.

MeToa npesBapuTeNbHOM OUUCTKM JO/MKEH UCMO/Mb30BaThCs Nepes, aBTOMaTUYeCKON
OUMCTKOIA.

MeanuMHCKOe m3aenwe.crefyeT TWaTebHO OUMLLaTH M NoaBepratb KOHEYHOW
cTepunM3aLmMm Nepes UCroesb30BaHVEM.

MapameTpbl cTepuaK3aLIMn 06ecreumBatoT AO/MHKHYHO CTeNeHb CTepPUM3aLmMmn TOMbKO 418
NPaBU/IbHO OYULLIEHHBIX MEANLIMHCKNX WU3LENNIA.

IMpy aBTOMaTUYECKOW YMCTKE HACaAKM CnefdyeT BCTaBNATb B CrieLMasibHbIe AepXXaTen As
VHCTPYMEHTOB UM B-MaNeHbKNE KOP3WHbI, YTOObI OHI-HE MOBPEAWINCH MPU YMCTKE.

Mcnonb3yiiTe NPOMbIBHOM Ae3VMHGEKTOP, KOr4a-3To BO3MOXHO. [136eraiiTe neperpysa
KOP3VH 11 MOMKM (MPW yNbTPa3ByKOBON YNCTKE WV KOP3H MOOLLEI/ Ae3HPULMPYIOLLER
MaLLIMHbI.

Bo Bpems figdeHmns BbITUpaliTe KPOBb U APYFUE GUONOTrNYECKME XKUAKOCTU W
3arpsA3HeHns, He Mo3BONAA UM BbICbIXaTb HA MOBEPXHOCTSX.

Mo 3aBepLleHM NPOLEAYPbI IeYeHNs 3arpa3HeHHOe 000pyLOBaHVe ClefyeT HakpbITb
BNaXKHOIN CaNheTKOM, NCKMOYMB, TakUM 00pa3oM; ero BbiCbixaHue. CrefyeT OTAeNnTb He
3arpsA3HeHHBIE M3AeNns OT 3arPsA3HEHHbIX, YTO6b! UCK/TOUUTL 3apaXkeHne NnepcoHana n
OKpY>KatoLLel cpeabl.

Mpou3soanTeNb He HECET OTBETCTBEHHOCTY 3a MPOLLECChI CTepUIN3aLMKY, KOTopble
BbINO/HAET 'KOHEUHbIA NO/b30BaTeNb WM 3aKa3uuK, He criefys PeKOMeHAaUWAM NPOU3BOAUTENS.

o rpaHnyeHne No ynknam O4YNCIKN

[MoBTOPHbIE LMK/bI 06PabOTKW, “BK/IHOYAIOLLME MPOMbIBKY BPYUHYIO, Ma/io BAMAKOT Ha
n3neme. CpoK MX CNy>xObl OMPedensieTcs CTEMeHbI0 M3HOCA M MOBPeX[JeHWs B npouecce
MCAOIb30BaHUS

XpaHeHue n nepeBo3Ka.

3arpsi3HeHHble 13aenns HeebXOAMMO TPaHCMOPTUPOBATb OTAENbHO OT He3arpsi3HEHHbIX,
4TOObI N36eXaTb 0OLLEro 3arps3HEHNS.

M oATOTOBKa K npe,qBapMTeanon O4YNCTKE
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PekoMeHAyeTCA YACTUTL U3AeNne Kak MOXHO paHbLLe Moc/e UX UCnonb3oBaHnA.-3aenve
[OMKHbI ObITb OCMOTPEHbI W OGCMY)KEHbI He TMOMKE YemM uepe3 fABa Yaca -Mocne KX
MCNOJ1Ib30BaHUA.

Mepep, OYUCTKOI 1 nocne Ka>K0ro mcrnosib3oBaHnsa OTBUHTUTE HacagKy C nepe,quVl yactin
HaKOHEYHWKA 1 MOMECTUTE ee B COOTBETCTBYHOLLIMIA KOHTEMHEP.

MpeaBapuTenbHasa 0O4YNCTKa-PYUYHOW cnocoob.

O6opyfoBaHVe: MArkas LLETKa, MArKUIA epLUMK Win caneTka, He OCTaB/1skoLIVie BOSIOKOH,
LLNPUL, MUNETKA WM BOAAHOW NCTONET, LLEIOYHOA ouncTuTeNb (pabounii pacteop 1- 3 %).
YNbTPa3BYKOBON OUUCTUTESb.

Ta6nuuya 12

1 MMHyTa MpOMbITb M3feNMe NOof XON0AHON NPOTOYHOIA BOLON.
[MpY NOMOLLIN MArKOM LLETKK, epLLVKa WU HE OCTaB/AOLLENA
BO/IOKOH Ca/IeTKM yAaMTb OCHOBHYHO [PSA3b. LCNONb30BaTh
LUNPULY, MNETKY WA BOAAHON MCTONET M LLEMOYHOA Mn
SH3VIMHbIIA QUNCTUTENb A1 NPOMbIBKY-KaHa1a HaCagKw.

10 MuHyT Vicnosib3ys ynbTpasBYKOBYHO BaHHY, BblAepXaTb MEAVLIMHCKOE
U3ENNEe He MeHee [eCATN MUHYT B CBEXKEM BHOBb
NPUFOTOB/IEHHOM PACcTBOPE LLENOYHOro ouncTuTens. Cneaosartb
PEKOMEHAALMSM NPOU3BOANTENS, KACAIOLLWMXCA BPEMEHN
SKEMO3NLMN, KOHLEHTpaLmK, TeMIEpPaTypbl N Ka4ecTBa Bofbl.

1 MmHyTa FIpOMbITb M3genme Nnog X0N0AHOW NPOTOYHOIN BOAOWA.
Vcnonb3oBaTb WpKL, NUAETKY. MM BOASAHON NUCTONET 415
NPOMbIBKM KaHana /19 Hacaaku!

4 MUHYT MpOMbITb M MPOAE3MHPMLMPOBATL MEANLMHCKOE M3aeNNe,
MCMONb3ys LLENOYHOM OUNCTUTESb. [Py MOMOLLIM MAFKOW LLETKM
WM epLUMKa YAaNWUTb psi3k.C NOBEPXHOCTY. MNpomMoiiTe
MeMLMHCKOe U3feNe NG BOAOM BO M3bexaHve
pacrpoCTpaHeHNs 3arPASHSAIOLLMX BELLECTB B BO3AYyXe

1 MuHyTa 30 CeKyHA MpOMbITb M3a€eNMe B AUOHU3MPOBAHHOMN VN OUULLIEHHOW BOZE.
cnonb3oBaTh LpwL, TMMETKY WK BOAAHOW NUCTONET 41
MPOMbIBKM KaHasa 41 HaCaaKu.
BusyasibHO OCMOTPETL MEAVLIMHCKOE M3aenie.
MoBTOPATL NPOLEAYPY 4O NOMHOIO YAa/leHNs BCEX BUAO0B
BUAMMBIX 3arps3HEHNIA. B KOHLE NPOMbITb U3aene’ B
[EVNOHV3NPOBAHHON W OUMLLEHHON Boge. O6CYLINTL M3aenme
NPV NOMOLL MSFKOI He OCTaBNSAHOLLEI BOpca CaslheTKu Win
MeAMLMHCKOr0 UMCTOr0 CXXaToro Bosayxa

ABTOMaTMyeckas o4mcrTka

Tabnnya 13
w AW ALIOA<WIDKN Tenwocts SAH
[lpensaputenibHas 2 MUHYTbI XonoaHas BoAO0MPOBOAHaA BoAa
MPOMbIBKa
Moiika 2 MUHYTbI opsYas BOAA W3 MOL, KpaHa C TemnepaTypoi

Bbile  40°C... Mcnonb3oBaTb  LLENOYHOM
OUMLLIAOLLIMIA PacTBOp.
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Hewtpanunsaums 5 MUHYT lopsayass Boga M3 nofg KpaHa ( <40°C) c

HEeTPaN3yHOLLMM CpesCcTBOM Mpu
Heo6X0AMMOCTH

MpombiBKa 2 MUHYTBI [NCTUNNMpOBaHHas WM OYMLLEHHAS Bofa C
TemnepaTypoii Bblile 40°C

Cyluka 40 MUHYT Mpwn Temnepatype 90°C

Tepmunyeckasn fe3vHpeKUUs.
Tepmuueckas fe3viHpekums nposoguTcs npu 90°C B TeueHMe He MeHee [FTU MUHYT.

MpeacTepuamn3aLOHHas 0YMCTKa

[Mpy 3aMauMBaHN UM KUNSYEHM B MOKOLHEM PacTBOPE U3AENMS MONHOCTLIO MOrpy»XatoT B
PacTBOP MOOLLIErO CPeACTBa, 3aro/iHss ‘UM KaHasbl 1 MOMI0CTU U3AENWiA.

MoKy W30ennini  OCYLLECTBASIOT C MOMOLLbHO epLla, BaTHO-Map/ieBblX TaMMOHOB,
TKaHeBbIX canheTok; KaHasbl 3AeNMA-APOMbIBAIOT C MOMOLLbHO LLIMPULE.

Tabnuua 14
CpeactBo KoHLeHTpauus Temnepatypa Bpems-06paboTku
pacTeopa,%o paboyero
pacTtsopa
[ekoHekc 50 P 15 He meHee 18 °C 40 MVH

("Bopep Xemm
A", LLseiuapns;

Crepunusanms

CTepwnn3oBarb U3gesne MOXHO, 1CMOo/b3ys METOA ETepunmnsaLmm napom nog,
136bITOYHLIM AaBneHvem 0,22 MIa B napoBom cTepunmnsatope (aBToknase) (I1SO 17665-vm
OTeyeCTBEHHble CTaHAaPTbl). PeKoMeHAaUuW npesCTaB/ieHbl B Tab/mLe HKe

Tabnuua 15

MpoAo/MKUTENBHOCTL TemnepaTypa Bpems cyLuKku

He meHee 18 MUHYFT 132- 134 °C 15-20 MuHyT

Mpome/mKMTeNbHOCTL CylwkM OT “15.°40 20 MWHYT B 3aBMCUMOCTM OT ClefyroLmx

KpUTEpUEB:
. TWI. MaTepuasia YMakoBKW, O06ECTIeYMBAOLLMIA  CTEPUNbHDBIN ~0apbep, WM XKeCTKue
KOHTEHEPbI MHOrOKPaTHOrO MCro/Ib30BaHUS;

KONMYEeCTBO MNapa;

marepuasibl MeLULMHCKOrO M3Lenus;

06LLWIA BEC;

TEXHUYECKIME XapaKTEPUCTUKM CTEPUNN3ATOpa;

NPaKTUKK, NPUMEHSEMbIE B.BaLLIEM PErVIOHE;

pasHoe Bpems OX/IaKAeHMS.

MpoBepka

173



W3penna [OMKHbI ObITb OCMOTPEHbI Ha Ha/MuMe OCTaBLUMXCS 3arpsi3HEHWUN, PXXaBUMHBI,
3aTynneHys, 06ecLBEUMBaHNA WK MOBPEXAEHWIA.

Mepen 06pabOTKON M CTepUNM3aLMEN OUNLLIEHHBbIX U3OENNIA YOeAUTECh, YTO OHW YMCTbIE,
He UMEIOT MOBPEXAEHWI 1 (DYHKLMOHUPYIOT HaJ/IeXaLLM 0Bpa3oMm.

YTnn3nposaTb NOBPEXAEHHbIE U3AeNS, He CMasblBaTb.

CPOK CNYXBbl

CpoK cnyx0bl MeauMUMHCKOrO  m3genma  «Habop Hacagok K ) MeaULVHCKMM
CTOMATO/IOMMYECKMM Y/IbTPa3BYKOBbIM arnnaparam » coctassnseT 10 fiet.

B cBA3K C Tem, YTO He HEBO3MOXHO YCTaHOBUTbL MakCHMaslbHOE YMC/IO BO3MOXHbIX
npoLiesyp, KOTOpoe MOXeT ObITb ONpee/iEHd MHOTVIMM MapaMeTpamu, TakiMM Kak
MPOLO/MKMNTENBHOCTb UCMO/b30BaHNSA, TBEPAOCTb 3y6HOM aManv, NPUIOXKEHHaA Cuna U U3HOC,
MPOU3BOAUTE b PEKOMEHAYET MEHATb Haubosiee YacTo MCMO/b3yeMble HACAAKN He PEXXe O4HOTo
pasa B rog, Hacazky cnefyet 3aMeHUTB, BC/N BUOpALIMA HacaKn He COOTBETCTBYET 3aaHHOM
yacToTe, annapar paboTaeT Henpasw/LHO, NPOLEAYpa 3aHMMAET OO/bLLE BPEMEHN, YeM 00bIUHO,
WIn pe3ynbTaTt He JOCTUraeTcs.

[nnTenbHoe 1CMoNb30BaHVe, MEAULMHCKOTO M3genns «Habop HacafoK K MeVLIMHCKAM
CTOMATO/IONMYECKUM  YNIbTPa3BYKOBbIM anmnapatam» MOXET MNPUBECTU K ero ecTeCTBEHHOMY
M3HOCY. Mbl HACTOATENIbHO HE COBETYEM W3MEHATb KOHCTRYKLUMIO HAcafoK nyTeM KX
06TauMBaHWs, CrmbaHVs UM KaknM TO APYrM Crioco60oM.

TPEBOBAHVNA K TEXHUWYECKOMY OBCNYXUBAHNIO N PEMOHTY
MEOVWUMHCKOIO USOEAUNA

Mpy HEOOXOAUMOCTW CBSXKUTECH C MOCTABLUMKOM “MEAULMHCKOrO n3genvs. He cnefyet
chasaTb MeAWUMHCKOE -U3[ieNine B PEMOHT [pyruM CheunaimctaM, Tak Kak B pesysnbrarte
HEKAYeCTBEHHOIO0 PEeMOHTa W3AeNNe MOXET MPeACTaBAATb OMacHOCTL A1A Mo/b30BaTens U
NaLneHTOoB.

B cnyyae COMHEHWIA CBSXXMTECb C aBTOPW3OBaHHLIM MOCTABLUMKOM WN € LEHTPOM
nocnenpogaxHora.oécnyxmeaHus SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNOBUA TPAHCMNOPTUPOBKW, XPAHEHUWA N SKCNNTY ATAL NN

YnakoBaHHYO NPOAYKLUMIO CrieflyeT XpaHMTb B CYXOM 1 YACTOM MOMELLEHNN, e
CKNHOUeHa BePOSTHOCTb MoMafaHns NpsSiMbIX-COMHEYHbIX /lyyeld, BpeaHbIX BELIECTB, BNaru u
Ype3MepHOro MoBbILLEHVE TeMMepaTypbl.-/ACA01b30BaTb CHaYasia NPOAYKLMK C MEHBLLIMM
CPOKOM FOAHOCTM.

Y CrioBUSA XpaHeHns

TemnepaTypa okpy>xatoLLeli cpeapl: ot -20°C go + 70°C
OTHoOcUTeNbHasA BNaxHOCTb: 10% - 100%, BKMOYaA KOHAeHcar
ATtmocdepHoe aasneHve: 500/¢Ma go 1060 rMa

YcnoBusa TpaHCNopTUpoOBaHus

Temnepatypa TpaHcnopTuposaHua ot -20 go +70 °C
OTHocuTeNbHaA BNaxXHOCTb Bo3gyxa 10-100 %, Bkitovas KOHAeHcaT
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ATMOC(hepHOe [aBneHne o1 500 rfMa go 1060 rfMa
YcnoBug IKCnnyatauynm:

Temnepatypa skcnnyatauum ot + 10 °C go + 40 °C
OTHocuTeNbHas BnaxkKHOCTL: oT 30 Ao 75 %
ATmochepHoe aasneHme: 800 rla go 1060 rlfa

TPEBOBAHUWA KYTUNUNSALUN

MegnumHckoe wu3genve  «Habop HacafloK K MeAMUMHCKMAM  (CTOMATO/IOrMYeCKUM
YNbTPa3BYKOBbIM annapatam» 0THOCUTCA (K-Knaccy b B cooTBeTcTBUM ¢ CanlnH 2.1.3684-21 n
[O/MDKHO ObITb YTWIM3MPOBAHO B COOTBETCTBMM C MNpaBWiaMK, AeNCTBYOWMMW B CTpaHe
YTUAM3aUUA U3LeNSA. YTUIN3NPYITe 3arPA3HEHHbIE M3LeNNA B COOTBETCTBYM C MECTHBIMU WU
rocyapCTBEHHbIMY MpaBuIamMm YTUIN3aLMY 61ON0rMYeCKM ONAaCHbIX OTX0/0B.

Mpy yTUAn3aumm 3arpssHeHHbIX YacTeli HafeBaiiTe nepyaTkul.

Bce ynakoBoYHble MaTepuasbl-NocTaBNseMOro U3AeNMA He HEHOCAT Bpefa OKPY KatoLLein
cpefe 1 Nog/niexar BTOpUYHON nepepaboTke.

rapaHTmnimHasa MmHpopmMauyuwus

W3roToBuTeNnb HeceT OTBETCTBEHHOCTb B OTHOLUEHWM MELMLMHCKOrO W3Aenns Mo
OTCYTCTBUIO [e(PEKTOB U COOTBETCTBUSA 3asB/IEHHLIM MPOU3BOAUTENEM XapaKTepUCTUKaM, npu
CO6/MOLEHNM YCIOBUIA TPAHEROPTUPOBAHNSA, XPaHEHVA 1 NPUMEHEHVS.

Ecnun Bac He y0BNETBOPSET JaHHOE MeAULVHCKOE W3LENNE UK Y BaC BOSHUKIN >Kasioobl
v NPOB/IeMbI, CBA3aHHBIE.C NMPUMEHEHVEM MEAVLIMHCKOFO U3AENNS, NOXaTYACTa, CBSKUTECH C
HalM MpeAcTaBuTesileM B Balleld CcTpaHe. [IOMOMHWUTEeNbHO Mbl NPOCMM  Bac  YKasaTb
VOEHTU(MMKALMOHHBIV 4 CEPUAHBLIA HOMEP MEAVLMHCKOTO W3LEeNWs, CBOH  KOHTAKTHYHO
MH(opMaUMIo, BKIKOYad WMMA M HOMep TeflepoHa, a” Takke MOAPOOHYH0 WMHGOopMAaLMIo O
npobneMax, ¢ KOTOPbIMK Bbl CTONIKHY/IAC.

MEPEYEHBb,APUMEHAEMbIX NMPON3BOAOMNTENEM (M3TOTOBUTEJIEM)
MEAMWEMHCKOIO NM3AENNA HAUMOHAJIbHBIX CTAHOAPTOB

Mpoun3BoanUTE b, 3a5BNSET, YTO  MeAMLMHCKOe ' u3fenve «Habop Hacafok. K\MeavLMHCKUM
CTOMATO/IONMYECKNM YNbTPa3BYKOBbLIM annapatam» 0TBevaeT TpeboBaHUAM-EN ISO 13485,
MOMHbIV CMIUCOK MeXAYHapOAHbIX TpeboBaHWiA) NPefoCTaBNSeTCs MO 3anpocy.

PEKITAMALNA

MpounssBoauTeNb:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS.DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LLeCTBO N0 pa3paboTKe NPUIOXKEHUIA AN
ANEKTPOHHON TEXHUKMN. AKLVIOHEPHOE O6LLECTBO YMPOLLEHHOMO TUMA)

17 Avenue Gustave Eiffel Zi Du,Phare 33700 Merignac, France

(17 ABeHto ItoctaB Jiidens, 3u Ay Pap 33700 MepuHbsK, PpaHLys).

MecTo npoun3BoACTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel-Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynna komnaHuin AKTEOH
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(17 AseHto MocTaB diicens, 3u dy dap 33700 MepuHbsiK, PpaHLUms)

OpraHuzauus, NpUHUMAatoLLas Ha TeppuTopumn Poccuiickoin ®efepauymn NpeTeH3um ot
noTpebuTenelt Nno KauectTsy MeAMLIMHCKOrO U3aenus:

WM HopknHa Mapraputa BaneHtuHoBHa (Macnopt P® 4511 194312, BblgaHHbIN

OtpenenvieM  Y®MC Poccum no rop. Mockee Mo pavioHy JleBobGepexkHblid,~faTa Bblaauu
13.07.2011 r, kog nogpasgeneHna 770-022)

125195, r. Mocksa, yn. benomopckas, 24,3, 148
TenedoH:+7 495 1501323.
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PYyKOBO/ACTBO MO 9KCMyaTauum Ha MeULIMHCKOe U3fAenne

Habop Hacagok K MeAULMHCKMM CTOMATO/IOMMYECKMM YbTPa3BYKOBbIM
aAnapaTam

10. Habop Hacafiok K MeAMLMHCKUM CTOMAaTO/IOMMYECKMM “Y/bTPas3BYKOBbIM arnnaparam
ENDO SUCCESS CANAL ACCESS PREP KIT B cocTase:

-Hacagka CAPI-1wr/ym;

-Hacagka CAP2-1 wr/yn;

-Hacagka CAP3-1 wr/yn;

-YHVBEpCa/IbHbIV CTa/IbHON KAkou-1 LwiT/ym;

-MeTa//IMyecKass NoAcTaBka-1 Lwr/yn.
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NHdopmMaLus o MeAULIMHCKOM U3AENUN.
HanmeHoBaHuMe MeANLMHCKOIo n3genma:
Ha60p HaCaoK K MEANUNHCKUM CTOMaTOJ/IOTMYECKNM YJ1bTPa3BYKOBbIM @nmnapataM:

Habop HacagoK K MeuUMHCKMM CTOMaTONOrMYecKUM Y/bTpasByKOBBIM  annaparam
ENDO SUCCESS CANAL ACCESS PREP KIT Bcocrase:

-Hacagka CAPI-1wr/yn;

-Hacagka CAP2-1 wrlyn;

-Hacagka CAP3-1 wr/yn;

-YHMBEPCasbHbIl CTa/lbHOW Kkou-1 Lm/yn;

-MeTa/I/IM4ecKast NMoACTaBKa-1 LT/ym:

(Janee no TekcTy Habop-. HacaloK K  MeAULMHCKUM' ) CTOMATO/IOrMYECKUM
Y/bTPa3BYKOBbIM arrnaparam)

Mpoun3soanTeb:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Société par actions simplifte (O6LecTBo no(paspaboTKe MPUMIOXKEHUIA Ans
3MEKTPOHHOM TEXHMKM, AKLWOHEPHOE OOLLECTBO YMPOLLEHHOMO TiAra)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 AseHto MocTaB dindens, 3v Oy ®ap 33700 MepuHbsaK, PpaHums).

MecTo npon3BoACTBa:

SATELEC a company-0f ACTEON Group

17 Avenue Gustave ‘Eiffel Zi Du Phare 33700 Merignac, France
CATEIJIEK, rpynna-KomnaHnin AKTEOH

(17 ABeHto IMtocTas-diiens, 3u iy ®ap 33700 MepuHbAK, dpaHLms)

YNONHOMOYEHHBIV NpeLcTaBuTeNb NPOU3BOANUTENS HA TeppuTopun PO:

MM HopkuHa Mapraputa BaneHtuHoBHa (Flacnopt P® 4511 194312, -BblgaHHbIiA
OtpeneHvem Y®MC Poccum no rop. Mockee Mo paiioHy JleBOGepeXHbIi, AaTa Bbiaauu
13.07.2011 r, kog/moapasgeneHus 770-022)

125195, r. Mockea, yn. benomopckas, 24,3148

TenepoH:=+7 495 1501323.

HazHauyeHne MEANLIMHCKOr 0 U3aenus:

Ha6op “HacajoK K MEAULMHCKAM CTOMATOMOrMYECKUM Y bTPa3BYKOBLIM  anmnapatam
npefHa3HayeH /19 COBMECTHOW pa6oThl G anmapaTaMyi CTOMATOMOTVMYECKUMU /1S CHSTUS
3y6HbIX QTAOXKEHWUIA 1 1 KOCTHOW XUPYPFIAW.

Floka3aHus

» Hanmume 3y6HOro KamHs Ha-3y6ax (fledeHre 1 NpogmnaKTka)
 3aboneBaHus NapoAoHTa (IE4eHVe N NPOPUIIAKTIKA)
* YXo0[ 3a VMnfiaHTaMy 1 pecTaspauys 3y6oB
* YXyauweHue (yHKLMKM 3y00B ( fiedeHre 1 NpodniaKTuKa)
*  YepHblil MMrMEHTHbIIAHANET
XVpypruyeckvie MaHUMyAALMN:
* YpaneHve 3y60B;
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e VMnnaHTaums.
o Xuvpypruyeckve BMeLlaTeNbCTBa (OCTEOTOMMS, OCTEOM/ACcTVKa, CUHAEEMOTOMMS,
OT/e/eHne MembpaHb! 11 BOCCTAHOB/IEHVE 0ObEMa KOCTU B YE/HOCTH).

MpoTneBonokasaHnga

He nognieXkvT UCNob30BaHWIO 415 CeAYOWmMX rpynn nauveHToBs:

* MnageHubl

* bBepeMeHHble 1IN KOPMALLME dKEHLLMHBI 13-32 OrPaHNYEHNiA, CBA3AHHBIX C BO3MOXHbIM
CNO/b30BaHMEM MEAVLIMHCKMX PacTBOPOB, TakuX Kak aHECTETUK

o [MaumneHTbl C MEAVULMHCKAMUN PUCKAMI (OC/IOXKHEHWSIMMN)

* [MaupeHTbl ¢ annepruei

* Hamnuve annapara fy1s UCKYGCTBEHHOTO MOAAEPXKaHUS pUTMa Cepala wwm fApyrux
BXVMB/EHHBIX CTUMYIMPYHOLLMX YCTPOVICTB.

* [laTonornyecky BbICOKast YyBCTBUTENBHOCTb AMaTN.

» 3aboneBaHus cepaua

* BpOHXUT B XPOHUYECKOI (Jopme Wn BpOHXMabHas acTma

* PecnupaTopHble NHDEKLIM:

Mob6ouyHblie gelicTBUSA
B0O3MOXXHO MUHUM&a/IbHOE ~TIOBPEXKAEHNE  MATKMX TKaHeR, o6pasoBaHv|e ad3P030/1bHOro
obnaka BOKPYI HacagKu, cogepXkallero MVIKp06bI, KOTOpble 3arpsA3HAI0T BO3AyX B KabuHeTe.

Mepbl NpefocTOpPOXHOCTH

W3penve npegHasHayeHo 419 UCMO/b30BaHUA UCKAKUUTENIbHO BMECTE C MeAMLMHCKMMU
annapatamy SOCIETE POUR LA CONCEPTION DES/APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6L4ecTBO NO pa3paboTKe NPUIoXeHWA 41a
AMEKTPOHHON TEXHUKMW.  AKLMOHepHOe O06LLEeCTBO YNPOLLEHHOrO Twuna) (fatee no. TEKCTY
SATELEC) n ynbTpa3ByKOBbIM HakOHeYHMKOM npom3sogctBa SATELEC. lKcnomb3oBaHue
v3genve Apyrux Npou3BoAMTeNein NPUBEAET K MOBPEXIEHWIO MEANLIMHCKOIO M3LeNNs.

MeaMUMHCKO.-13aenMe HeOOXOAMMO CTEPUM30BATL Mepes KaKbIM MCMo/b30BaHNEM B
aBTok/faBe. OTBETCTBEHHOE 3a CTEPUNM3ALMIO IULO JO/MKHO MCMOMb30BaTh MOAXOAALLYO AN
CTEpUIN3aLMA  YHAKOBKY, OAHOpa30Bble CTEPWIM3ALMOHHBbIE MaKeTbl (CUCTEMY 3alLUTHI
CTepPWUIbLHOCTM) ‘B.COOTBETCTBUM €O CTaHAapToMISO 11607. Cneamtb 3a TeM, YTO6bI U3genve He
conpuKacanock=c’ Apyrummn npegMetamyl, KOTOpble MOryT MOBPEAUTb WX TIOBEPXHOCTb WU
CUCTEMY 3aLLMTBI CTEPUILHOCTN.

He npeBbILLaTh peKOMeHA0BaHHbIN A1 HACAJ0K PeXKMM anrapara.

He BKpyumBaTh 1 He BbIKPYUMBaTL HACAAKW NP BK/IKOUEHHOM HaKOHEUHUKE.

[MpOBOAWTL QUUCTKY, AE3NHAEKLMIO -CTEPUNIN3ALIIO MEAVLIMHCKOIO U3ENNA He MO3XE YeM
Yepes [1Ba Yaca rocre MCrosb30BaHYA.

[JepaTtb B Nose 3peHna MecTo NpoBeAeHVa NpoLesypsb!

A8 CHWKEHWS pUCKa, JaKe CaMOro He3HauMTeNbHOro, MO/b3yWTeCch OTCAChIBAOLLYM
YCTPOWCTBOM (C/FOHOOTCOCOM) W HarMOMUHaiTe NaumeHTy, YTo CriefyeT/AbllaTb Yepe3 HOC.

[MaumeHT Jo/mKeH COXpaHATbL CMOKOMCTBIME, pacc/abuTbCs, COXPaHATb HEMOABWKHOCTD,
3aHATEY06HOe MOM0XKEHWe, NleXKa B-CTOMATO/0MYECKOM Kpecre.

ToNbKO Bpay MOXET peLlath, OyAeT /I OH OKasblBaTb MEAULHCKIME YCYTW MauyieHTaMm.

MoTeHUMaNnbHble NOTPEGUTENN MEAULUHCKOTO U34eNnns
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MeanUMHCKOe  u3fenve NpegHasHavyeHo A1a  UCMO/b30BaHWA  CTOMATO/IOROM WK
CMeLyancToM Mo JIEYEHUIO W NPOTE3VPOBaHMIO 3y60B. HacTosllee w3fenve npeaHasHayeHo
TOMbKO A/19 MPOQECCMOHAILHOTO MPUMEHEHNS.

OMUCAHWE MEANLIMHCKX N3OENNIA NCMOb3YEMbIX COBMECTHO.

1 «Annapat CTOMArTo/IOrMYECKWA OIS CHATUS 3YOHbIX OT/IOXKEHWUIA Ccepivi Newtrony,
(AnnapaT CTOMATOMOrMYECKNIA A1 CHATUS 3yOHbIX OTIOKeHWIA Newtron Booster;HakoHeuHK
Newtron, AnnapaTr CTOMaTONOMMYECKMIA ANa CHATKS 3yOHbIX OTMoXeHuA Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoguTcs B poLiecce rocyapCTBEHHOM permcTpaumnm Ha
Tepputopum P®) npounssoactea SATELEC, ®paHums.

2. «Annapar CTOMAaTO/orM4ecKnin ans KocTHo xvpyprm PIEZOTOM CUBE» (Annapat
CTOMATO/IOrMYecKnin Ans KocTHoi xupyprim PIEZOTOME CUBE, HakoHewHnk CUBE LED)
(PeructpauymoHHoe ypoctoeepeHne Ne (P3H 2021/14297 ot 13.05.2021r.), npou3BoacTea
SATELEC, ®paHums

3. «Annapar CTOMaTo/IOMMYECKA AN CHATMA 3yOHbIX OT/IOXKEHWUIA € MPUHALNEXHOCTAMM
(AnnapaT CTOMaTONOMMYECKWIA ANA CHATUS 3YOHbIX OT/IOKEHUIA C MPUHALIeXHOCTAMA:Mogenb
P5 NEWTRON XS, HakoHeuHuK( Suprasson)( PeructpaumoHHoe “yaoctoBepeHne NodC3
2007/00914 ot 21 pekabps 2007r.), ApoussoacTea «Catenek C.A.C.», @paHUms

4, «CTOMAaTO/MOMMYECKMIA annapat PIEZOTOM c NPUHAAIEXXHOCTAMU
(Ctomatonornyeckumii annapar PIEZOTOME B BapuaHTax ucrnofHeHus: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome Sole LED), (pervctpaupoHHoe yaocrosepeHne Ne P3H 2013/859
ot 12 mona 2013r.), npounssogctea «Cateniek.C.A.C.», ®paHums

5 «bnok CcTOMatonorMyeckMiA  gns CHATMA  3yOHBLIX  OTIOKeHWd  Xinetic ¢
npuHagneXxHocTammy  (BnoK.’ CTOMATONOMMYECKUIA — ANA.CHATUS  3YOHbIX  OT/IOXKEHWIA
X1nellc,HakoHeuHMK Suprassen), (perucTpaunoHHoe ypoctoBepeHue NeP3H 2013/858 ot 12
nond 2013r.), npounssogctsa «Catenek. C.A.C», ®paHupms

MPUHLAN AENCTBWMA MEAUNLIMHCKOI O U3AENNA

MpUHUMN AeNCTBUS.

MpUHLWMN AACTBMAS MEAMLIVHCKOIrO U3AENMS 3aKOYaeTCsl B TOM, UTO OT OCHOBHOFO 6/10Ka
Ha YNbTPa3BYyKOBOI “~CTOMATO/IONMYECKUIA HAKOHEYHNK MOMAAETCA  3NMEKTPUYECKUIA. CUrHan,
reHepypyeMblii  anfapaToM. HakOHEUHUK CBsi3aH ‘G- MeAVLMHCKUM anmnapaToMm MOcpencTBOM
LUHypa. B ero coctaB BXOAWUT KEpPaMMUECKMIA Mbe30SNEKTPUYECKMIA MPeo6pasoBaTenb, KOTOPbIi
TPaHCHOPMUPYET / ONEKTPUUECKUIA CUTHAN B YbTPasBYKOBYHO BMGpaLyto.  MexaHudeckas
BMOpALIMA NepefaeTcsl CTOMATONOMMUECKO HACafIKe, YCTaHOB/IEHHON Ha KOHLIE YAbTPa3ByKOBOIO
HaKOHEUHMKa

OKA3AHVNE MEAVNUVHCKNX YCNYT

MoaroToBKa K paboTe MeAULMHCKOrO U3aenms
CocTaB/sitolie HEOBXOAMMO OUMILaTb, AE3MH(MLMPOBATL W CTEPWUNN30BaTL Neped
KaKbIM, ACTIONIb30BAHNEM. YC/OBUS QHMUCTKM, AE3NH(EKLUMM U CTEPMAM3ALMM YKa3aHbl B
COOTBETCTBYHOLLIEM pasziene PyKOBOACTBAHO aKCM/yaTaLyu.

132'C 134C

Hagnexallas BUGpaLms Hacaikn NpeanonaraeT ee HaieXKHoe 3aKPen/ieHe B HAKOHEYHIIKe
Ge3) upe3MepHOro [aB/neHVs Ha yrRop. Hacaaky HeoGXOAMMO 3atKCMPOBaTb B HAKOHEUHMKE C
MOMOLLIGI0 YHUBEPCANBHOIO CTaABHOIO K/koua 1 06ECMeUNTb HAEKHOE 3aKPen/eHne Hacaaku B
HaKOHeYHUKe A1 HacafoK ~(Pnc.1). UpesmepHblii 3akuUM SHacafkm MOXeT NpuBECTU K
MOBPEXAEHIO HACAAKW UM HaKOHEYHWKA,
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Puc.1

Bbibop HEO6X0AMMON HacafKM OCYLLECTB/ISETCA TONbKO CTOMATO/IONOM.
Y6eauTech, YTO BblopaHHbIA PEXXUM COOTBETCTBYET BbIOPAHHON HacaaKe.

3aBepleHune pa6oTbl

lMocne 3aBepLUeHNs APOLUELYpbI
1 OtcoegnHnTE Hacaaky;
2..BbINONHNTE OWACTKY W CTEPUIN3ALMIO MEAULMHCKOIO M3OEeNNA, Kak OnucaHo B r/iase

CTEPWISALIAA.

YKasaHug no TeXHUKe pa60TbI C HacagkKamMu:

» Bo Bpems 06paboTkv 3y60B HacafKy CrefyeT AepaTb Mo KacaTe/lbHOW K FOBEPXHOCTU
3y6a;

*  HuKorga-He aepxute Hacafky nepreHanKyaspHO 3y6HOM aManu;

o [lBurainTe HakOHEYHMK Hanogoome ABMDKEHUS KUCTbIO C HE3HAUMTE/lbHbIM OOKOBbLIM
[aBNieHneM;

o [pn /pabote C Hacagkamy UCMOAL3YWTE TO KOMMYECTBO MPPUFaLMKM,  KOTOpOe
PEKOMEHLYETCS A1 BblIOPaHHOW HacaKu;

 [Mepef 1cronb30BaHMEM BU3YasibHO ‘POBEPLTE COCTOSIHME HACaAKY;

 [pw paboTe Bcerfa HaaesaiTe MeAULUMHCKYH MacKy 1 nepyaTku.

OMNNCAHWNE KOHCTPYKTUBHbLIX OCOBEHHOCTEN MEANLMHCKOIO
M3OENNA

B cocTaB MeguMUMHCKOTO W3Oermus BXOOAT Hacagku  [g--COBMECTHOW paboThbl C
MEOVLIMHCKVM  YNbTPa3BYKOBbIM afflapaToM 11, B 3aBUCMMOCTW OT BapuaHTa WCMO/HEHUS
Habopa, MOryT BXOAUTb: YHMBEPEaMbHbIA CTa/lbHON K4 M METa//IMYecKas MOACTaBKa Wm
AMHAMOMETPUYECKUIA KU CUHMIA' M aBTOKNaBMPYeMbIA MacTUKOBbIN GOKC. Kaxaas Hacagka
IMEET CBOM KOHCTPYKTVBHbIE .OCOOEHHOCTU, XapaKTepUCTUKM ¥ PEeKOMEHAYyeMOe MpUMEHeHNE

MY NpOLIeAype.
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Habop HacafoK K MEAULVUHCKNM CTOMATOMIOTMYECKUM YyNbTPa3ByKOBbIM anmnaparam
ENDO SUCCESS CANAL ACCESS PREP KIT:

Hacagka CAPI, CAP2, CAP3

. Hacagka CAPI-HearpeccvBHbIN, OKPYr/IeHHbIA KOHUMK Hacafku. AKTVBHas 6GOKoBas

YaCTb M HEaKTMBHbIA KOHYMK Hacagku. Mcnonb3yetcs And yaaneHust Haf- -A-TIoAAeCHEBbIX
06BHLEMHbIX OT/IOXEHUIA.

. Hacagka CAP2- AKTVBHasi 60KOBas YaCTb W aKTUBHbIA KOHUMK Hacadku. Mcnonb3yercs
NS yOaneHns Haf- U NOAAECHEBLIX 06LEMHBIX OT/IOKEHWIA.
. Hacagka CAP3- AKTVBHbIA OCTPbIA KOHYMK. Mcnonb3yeTca A8 yaaneHns Hag- w

noagecHeBbIX 06BEMHBIX OT/IOXKEHWIA.

Hacagka CAP1 Hacaaka CAP2 Hacagka CAP3

Puc. 2 BHewHWii Bug Hacagok CAP1l, CAP2, CAPR3; Habopa HacagoK K MeULNHCKUM
CTOMAaTO/I0TMYECKUM-YIbTPa3BykKoBblM annapatamsENDO SUCCESS CANAL ACCESS
PREP KIT.

. YHVBepCa/bHbI CTabHOV K/koY MpeaHa3HaUYEH ANs HAAEXKHOTO 3aKPEn/eHs - Hacaaky B
HaKOHEUHWKE, a TakkKe 1S OTCOeAVHEHVIS HACAAKWU-MPECTaB/IeH Ha PUCYHKe 3

Pnc.3 BHeW HNA BN YHNBEPCANbHOTO CTaNlbHOI0o Kaw4a

. MeTa/iMueckas NOLCTaBKA- MMEET CWIMKOHOBbIE KOMbWA. M OTBEPCTMS 1S HACAAOK.
Obneryaet paboTy ¢ Hacafkamu, NpeLCTaB/eHa Ha PUCYHKe 4



Puc. 4 BHeLIHWIA BUA, MeTaNIMyYeCcKo MOACTaBKM

TEXHWYECKWNE XAPAKTEPUCTUNKWN
TexXHUYECKIe XapaKTePUCTVKM MEAULIMHCKOO M3aenisi)«Habop HacaaoK K MeAMLIMHCKIM
CTOMATO/IONMYECKUM  Y/IbTPa3BYKOBbIM — anmapaTam» APEACTaBNeHbl B Tab/iNLE  HUKE:

MpuBeAeHbl rabapuTHbIe- PasMepbl HacafoK, PeXuM amnapata, NPUMEHSsIEMbIA Mpu paboTe
HacafjoK, COBMECTUMBbIIA'CTOMATONOrMYECKUiA annapar, aTakKe PeXxxum Mppuraumm Hacaaxm.

Ha6op Hacafiok )K MeAWLHCKVAM CTOMATO/IOMYECKM  Y/IbTPasBYKOBbLIM  arnmaparam
ENDO SUCCESS CANAL ACCESS PREP KIT:

Hacagku CAPI, CAP2, CAPS

1 Hacagka CAPI (Tabnmua 1).

rabapuTHbIE a 4.0 +£0:2'Mm
pasvepbI* b 28.0£05 mMm
c 160 + 0.5 mm
d 10+ 0.2 Mm
e 13-+ 0.5 mm
Macca 1,12+0,10r
Pexxum annapara 10
Vippuraupysa
r
11\
I 15 m/MUH = 1 M/MIAH
Ycunve n3BedeHus He menee 20 H
Yewive 4 BCTaB/IeHUS 7
3aKpen/neHus He 6onee 30 H

COBMECTUMbIA ~ CTOMATOMOrMYECKW A  ANMapaT CTOMATONONYeCKUiA NS CHATUS 3y6HbIX
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annapart

OTNOXeHUIA cepumn Newtron;
Annapar CTOMAaTO/IOMMYECKUIn 411 CHATUA 3Y6HbIX
OT/IOXKEHUIA C MPUHALNEXHOCTAMY;
BMOK CTOMATONMOTNYECKUIA 1S CHATUSA 3YOHBIX
OTNOXeHUI Xinetic ¢ NPUHaAIEXXHOCTAMM

* O6o3HaueHNe rabapyTHbIX Pa3MepoB NPeACTABNEHO Ha PUCYHKE.

2. Hacagka CAP2 (Tabsnua 2).

r abapuTHble a
pasmepbr* b
c
d
e

Macca
Pexkum annapara
Vippuraums

Ycunve nsBneveHns

Yoennves. ans BCTaB/IEHNA n
3aKpenneHuns

COBMECTUMbIA  CTOMATO/IOrMUYECKUIA
anmapart

Puc.5

Tabmua 2

40+0.2 Mm
28.0+ 0.5 mm
16.0+ 0.5 Mm
1.0+ 0.2 Mm
8.0+ 0.2Mm
1,12+0,10r
10

r

o\ \5 ma/mMuH: 1 MA/MUH
He meHee 20 H

He 60nee 30°H

AnnapaTt CTOMAaTO/IOrMYECKA 411 CHATUS 3YOHbIX
OTNOXeHW cepln Newtron;
AnnapaT CTOMAaTO/I0rMYeCKiA ANs CHATKS 3yOHbIX
OTNOXEHWIA C NPUHALIEXHOCTAMY;
BNOK CTOMATONOrNYECKINIA A1 CHATUS 3YOHbIX
OTNOXeHWIA Xinetic-¢ NPUHaAIeXXHOCTAMM

* O603HaveHe raGapuTHbIX PA3MEPOB NPEACTABNEHO Ha PUCYHKE.
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3. Hacagka CAP3 (Tabnuua 3).
"abapuTHbIE a 40+ 0.2 Mv
pasmepbr* b 27.0+ 0.5 mm

c 17.0+£ 0.5 mm

d 1.0+ 0.2 Mmv

€ 8.0+ 0.2 Mm
Macca 1,12+0,10r
Pexxkum annapata 10
Vppuraums

r
15 ma/MUH = 1 MA/MUH

Ycunve n3sneveHns He meHee 20 H
Yeunve ans BCTaB/IEHUS n
3aKpeneHIs He 6onee 30 H

AnnapaTt CTOMaToNOrMYeCKWiA 411 CHATUS 3yOHbIX
OTNIOXeHuiA cepymn Newtron;
COBMECTUMbIA#*  CTOMATOMIONMYECKMIA  ARMapaTt CTOMATOMOMMUECKIA AN GHATUS 3YBHbIX
annapar OTNIOXEHUIA C MPUHALIEXXHOCTAMM;
BMOK CTOMaTONOrNYeCKmiA ANg CHATMS 3yBHbIX
OT/NIOXKeHWIA Xinetic ¢ NpUHagNeXHOCTAMU
* O603HaYeH1e rabapuTHbIX pasMepoB fPELCTAaBNEHO HAa PUCYHKE.
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Puc.7
CvimBon PacLumdpoBka CMBON PacLumpoBka-—C1UMBON PacLumdposka
KanenbHas CpepHas Bhbicokas
VppuUrauys CKOPOCTb CKOpOCTb
I r vppuramn r vppuraummn

* /\ I\

B Tabnuue- 4 ans HacafoK yKasaHbl LLIEPOXOBATOCTb M TBEPAOCTb MO POKBENY.

Tabnuua 4
Hacagka LLlepoxoBaToCTb TBepaocTL-A0
Poksenny
CAP1, CAP2, CAP3 He ‘60nee 0,8MKm 52-54 HRC
HwXe npeacTasneHa YactoTa, nepefasaeMasi 0T HAKOHEYHMKA K Hacafke
YacTtoTa, KI'L Anpapat (HakoHeuHVK gna annnapara)
OT124.0 fo 37.0 Anpapar CTOMaToNOrMYeCKNin ANt CHATUS 3y6HbIX

OTAKeHWI cepum Newtron;

ATRapaT CTOMATONMOrMYECKUIA 415 CHATUS 3y6HbIX
OTAOXKEHWI C NPUHAANEXHOCTAMIA;

BAOK CTOMATONMOMMYECKUIA A5t CHATUSA 3YOHbIX
OTNOXeHUl Xinetic ¢ NpUHagNEXXHOCTAMM

B Ta6l'IVILI,aX HIWKE NpuBEAEHBI-TEXHNYECKNE XapPaKTEPUCTUKUA OCTa/TIbHbIX COCTaBMAOLLUUX
MEOMLINHCKOIo n3agenns

YHuBepcanbHbIii CTanbHOn:Kto4 (Tabnuua 5):
Tabnuua 5
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MabapuTHbIE pasMepbl, MM (30.0x28.0) = 10
Macca 190r+10r

MeTannnyeckast NoACTaBKa:

Ta6nuuya 6
FabapuTHble pa3Mepbl, MM (63,0 x37,0 x 40,0) + 2 Mm
Macca, 1 700£50r
KonunyecTBo Aveek 4
MATEPWANDI
Ta6nuuya 7
Hacagka MeauMLUMHCKaa HepykaBetoLLs CTarlb
CAP1, CAP2, CAP3 KorsLo MonuretpadiropatieH (PTFE)

AnVa3HOe MoKpbIT/E Het

MaTepuasibl, KOTOpbIE VMCAOMb30BA/MCL MPK MPOM3BOACTBE-METaIMYECKO/ MOACTaBKY,
YHUBEPCA/IbHOIO CTa/IbHOTO K/koda MeaMLMHCKOrO U3AeNs, yKasaHbl B Tabnue 8.

Tab6nunuya 8
Matepsia
o o MezmupHckas
YHMBepcanKL;:lODT CTa/TbHOW HepaBeroLLLas
cTa/b
MeanumHcKas
MeTannnyeckas Kopnyc Hep)'é?gif“*aﬂ
noAcTaBKa
Konbug CunmkoH
MAPKWPOBKA
T Xpynkoe, 06paLaTbCs OCTOPOXKHO
bepeyb OT BnarK
Bepx
n
R Homep no Katanory
LOT Homep.-naptun
Ce CooTtBeTcTBYeT AnpekTviBam CE

¢ ( mM*nnnj
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C € CootBeTcTBYeT ampekTBam CE

[Jata nsrotosneHus

AT
U 1 V3rotosutenb
TemnepaTypHbIii AvanasoH
O [vanasoH BraxHoCcTn
OrpaHnyeHus atMoCtepHOro Aas/ieHns
Y O6paTnTECh K MHCTPYKLMW MO NMPYMEHEHUIO
l(]/‘ ConposoauTenibHas JOKYMEHTALUMA B 3/IEKTPOHHOM [OCTyre
CiRmAten
' ! HecTepuibHO
Rx.Only: Mo tenepanbHoMy 3akoHy CLLIA npogaxa AaHHOro uaaenvs
R X paspeLLieHa TOMbKO NMLIEH3VPOBaHHBIVI-BPaYaM Wi M0 KX NOPYYeH o
ONLY
KonnyecTBo B ynakoBke 1 LT,
Konn4yecTBo B YNakoBKe 4 LT,
1/\1 PaspeLLieHo 1cnosnb3oBaTts B MOHOLLEV, Ae3NHPUUMPYIOLLE MalLnHe
A1 TEPMUYECKOI Ae3VHIeKLIN
uzc Cnoco6Ho BblaepKaTb aBTOK/TaBMpoBaHue npn 132°C
%
14 ¢ Croco6HO BbLUepKaTb-aBTOKNaBMpoBaHue npn 134°C
N
He ncnonb3oBath AP MOBPEXAEHNN YNAKOBKM
H Homep ynakoBKW 419 OTCNEXNBaHNA

NHPOPMALNA O HAANYNW B MEAVNLUVHCKOMWWSAE/TNIA
ANEKAPCTBEHHOIO CPEACTBA AJ1A MEANUNHCKOIMO NPUMEHEHWSA,
MATEPUWAJIOB XXBOTHOI O+ (W1N) HEJTOBEYECKOILO-TIPONCXOXAEHNA

MaTepmasnbl XMBOTHOTO WA -YeNoBEUYECKOTO MPOUCXOXKAEHUSE B MEANLIMHCKOM M3aeNnu
«Habop Hacaok K MeAMLMHCKMM CTOMATOMIOrMUECKUM  YAbTPa3BYKOBbIM — anmapaTam»
QTCYTCTBYHOT.

JleKapcTBEHHble CpeaCTBa ‘B MeAVLMHCKOM m3aenmn «Habop Hacafok K MeAULMHCKMM
CTOMATO/IOMMYECKIM Y/bTPa3BYKOBbIM annapaTam» OTCYTCTBYHOT.
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dapMaLieBTUUECKME  CYOCTAaHLMM B MEAWLIMHCKOM  M3fenunm  «HaBop HacagoK K
MEAVLMHCK/M CTOMATOMOMYECKUM Y/bTPa3BYKOBbIM arnmnapaTams» OTCYTCTBYHOT.

CTEPNAN3ALNA.

MeanUmMHCKoe M3fenne NocTaBiseTcsl HeCTepPU/bHBIM. M3aenne Heo6XoayMO NoABepraTb
OuACTKe Meped  KaXbIM  MCMOMb3oBaHMeM. [locne  TOro, Kak —HacafKid™ OYULLEHBI,
AEe3VIH(MLMPOBaHbI 1 BbICYLLEHbI, UX HEOOXOAMMO Pa3fOXWTb MO MOpsAKY B BOKce, KOTOpbIiA
[O/MKeH ObITb MOMELLIEH 1 3aneyaTaH B CrielyaribHbliA MakeT, NPUrOAHbINA AN1s CTePUn3aLymn.

MpeaynpexgeHunsa:

He ucnonb3ayite cTasibHY0 MOYa/IKy (M abpasviBHble YMCTSALLYE CPeACTBa /1 OUMUCTKM
MeAULMHCKOTO N3Lenus.

He ncnonb3yinTe pacTBOpbI, COAePKaLLMe 0L UK X10P B 3HAYUTENIBHON KOHLIEHTpaLumu.

YpoBeHb pH MOKOLWMX 1 AE3MHDULIMPYHOLLMX CPEACTB A0/MKeH ObiTb 0T 7 10 11

3apaXkeHHbIe 1 1CMO/b30BaHHbIE U3AENs He MOMELLaNTe B KOPOBKY AN CTepunzaLim
WM He MOWTE B MaLLIMHE.

MeTog npeaBapuTe/bHOW O4MCTKY JOMKEH MCMOMb30BATLCS NEPES, aBTOMATUYECKOI]
OYMCTKON.

MemMUMHCKOe n3genvie crefyeT TWaTe/lbHO OYMLLIATL M NOABEPraTb KOHEYHOM
CTEPUNM3ALIMN NEPeL UCMO/b30BAHKEM.

MapameTpbl cTepuM3aLmny 06ecreumBatoT JO/MKHYHO CTereHb CTEpUn3aLmmn TOMbKO s
NPaBW/IbHO OUULLIEHHBIX MEAVIAMHCKNX V3LENNIA.

Mpn aBTOMATUYECKOW YNACTKe HacafKuy CrefyeT BCTaB/1sATh B CrieLnasibHbIe AepykaTenn A
VHCTPYMEHTOB WM B MaJ/IeHBKIAE KOP3WHbI, YTOObI OHX He NOBPEAWINCH MPU YUCTKE.

Mcrionb3yiiTe NPOMbIBHO Ae3VMHEKTOp, KOraa 3To BO3MOXHO. V136eralite neperpysa
KOP3WH A/19 MOMKIN Npu YATPa3ByKOBOM UNCTKE WM KOP3UH, MOOLLEI/ Ae3UHPULMPYIOLLE
MaLLMHbI.

Bo Bpemst leYeHnA. BbITMPaiTe KPOBb W Apyrve G1Ueaornieckme XXuaKocTm win
3arpssHeHns, He No3BO/AA UM BbICbIXaTb Ha MOBEPXHOCTAX.

Mo 3aBepLUeHUM MPOLIeAYPbI leYeHUs 3arpsA3HEHHOE 060pYyLoBaHVe CriefyeT HakpbITh
BNAXKHOMN Ca/itheTKOW, UCK/IHOUMB, TaKMM 06pa3oM, ero BbicbiXaHve. CrefyeT OTAeNTb He
3arpsisHeHHbIe U3AEAUA OT 3arPA3HEHHbIX, YTOObI UCKAFOUNTL 3apadkeHre nepcoHanau
OKPY)KatoLLEN cpefpl.

Mpon3BOAWTENL He HEeCeT OTBETCTBEHHOCTW 3a NMPOLLECChI CTEPUIN3ALMN, KOTOPbIe
BbINO/HSAET KOHEYHbI NO/b30BaTe b WK 3aKa3ukK, He Criefys peKoMeHaaunsM npov3BoauTeNs.

OFpaHI/I‘-IeHI/Ie no umnkKnam OHYUNCTKMHU

MoBTOPHbIE LKLl 06pabOTKKM, BK/IHOHAIOLIME MPOMbIBKY BPYUHYO,(Masio BAWUSHOT Ha
m3genme. CPoK UX CnyXbbl OnpefenseTcsd CTeMNeHbi0 M3HOCA M MOBPEXAEHUS B MpoLecce
CMONb30BaHUSA

XpaHEHMe U NepeBO3Ka.

3arpsi3HeHHbIe M34eNA HeoOX0AMMO TPaHCMOPTMPOBATL OTAENbHO-OT He3arps3HeHHbIX,
4TOObI M36€XKaTh OOLLEr0 3arps3HEHNS.

FloarotoBKa K NpeaBapuTebHOW 04NCTKeE

PeKomeHzyeTca YNCTUTb U3AEIME KaK MOXHO paHbLLe Moc/e UX Menosb30BaHns. Vzaenve
[O/MKHbI  OblTb  OCMOTPEHbI M QOCMY)XeHbl He MO3Ke YeM Yepe3 [ABa 4vaca Mocne ux
VCROJIb30BaHYS.

Mepep O4MCTKON 1 NOCNe KaKAOro MCrob30BaHWS OTBUHTUTE, HacaaKy C nepeaHeli YacTu
HaKOHEYHWKa 1 MOMECTUTE ee B.COOTBETCTBYHOLLMIA KOHTEHEP.

MpepBapuTenbHasa 04YMCTKa-pY4YHOU cnocob.
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O6opyaoBaHVe: MArKas LLETKA, MAMKWA epLUMK WK CandeTka, He OCTaB/ISKOLLME BOSOKOH,
LUMPWLL, NUMETKa WM BOASHON MUCTONET, LEMOYHON ouncTuTenb (pabounii pacteop 1='3 %).
YNbTPa3ByKOBOW OUUCTUTESb.

1 MuHyTa

10 MuHYyT

1 MmHYyTa

4 MUHYT

1 muHyTa 30 cekyHz

af

MpOMbITb U3AeNMe MOA XONOAHOA NPOTOYHON BOAOW.

[Mpy NOMOLLM MATKOW LLETKW, epLUMKA WM He OCTaB/IAOLLEN
BOJ/IOKOH CaNPeTKN Y/ IMTb OCHOBHYHO Mpsidb. IEmonb30oBaTh
LUNPUL, NUNETKY W BOAAHON MCTONET W LLEAOUHON 1N
3H3VMMHbIA OYMCTUTENb AN NPOMBIBKM KaHana Hacagku.
Vcnonb3ys yNbTpa3ByKOBYHO BaHHY, BbiAEpXaTh MeANLIMHCKOE
M3genne He MeHee JEeCAT MAHYT B CBEXKEM ‘BHOBb
MPUrOTOBAEHHOM PacTBOPE LLE/IOYHOro odmncTuTens. Cnefosarthb
PEKOMEHAALINAM NPOV3BOAUTENS, Kacarouyxcst BPeMeHM
3KCMO3MLMM, KOHLEHTPaLWK, TeMMepaTypbl 1 KayecTsa Bogpb!.
MpoMmBITE U3aenre NoA XONOAHON NPOTOYHOM BOAON.
Vcnonb30BaTh LWNPWL, NUNETKY WM. BOASHOM NUCTONET As
NPOMbIBKMN KaHa1a 11 HacafKw.

MpoMbITb 1 NPOAE3NHMLMPOBATL MEAVLIMHCKOE U3aenne,
MENOMb3YA LLEMOYHON OUMCTUTENL. FIpK MOMOLLM MATKOWA LLETKM
WA epLUMKa YAa/IMTb MPsib C MOBEPXHOCTK. [pomoiiTe
MEAVLIMHCKOE 13fenne nog, BOAOH BO M36exkaHue
pacrpoCTpaHeHMs 3ar PA3HAOLLMX BELLECTB B BO3AyXe

MpOMbITb N3AeNMe B AEVOHN3POBAHHOW MM OUMLLEHHO BOZE.
Mcnonb3oBath LINPWL, NANETKY WM BOASAHOW NUCTONET 411
MPOMbIBKV KaHasa Ans Hacadku.

Bu3yanbHO 0CMOTPeTb MeAUUMHCKOE U3fenve.

MoBTOPSTL NpOLEAYPY A0 ROMHOIO YAaNIeHNs BCEX BUAOB
BUOUMBIX 3arpAHEHIA. (B KOHLE NPOMbITh U3fenve B
[EVNOHN3MPOBaHHON W/ BUMLLEHHO Bofe. O6CYLUNTD M3fenve
NPV MOMOLLM MSIFKOW He OCTaB/IAtOLLEN Bopca CanteTKA-Vn
MEAMLIMHCKOrO YMCTOFO CXaToro Bo3ayxa

ABTOMaTunyeckas o4yunucTka

MpeapapuTenbHas
NPOMbIBKa
Molika

Heirtpanmsaums

[pombIBKa

CyLuka

2 MVHYTBI

2 MUHYTbI

5 MUHYT

2 MUHYTHI

40 MUHYT

Ta6bnuuya 10

XonogHasi BOAONPOBOAHASA Boza

"opsyas Boga M3 Mof/KpaHa C TeMnepaTypoi
Bolle  40°C.  lcmofb3oBaTb  LLEMOYHOM
OYMLLIAIOLLNIA PacTBOP.

lopsvas Boga w3 -mog kpaHa ( 40°C) ¢
HEeMTpaM3yoLLWIM CpeAcTeoM npu
HEeo6X04NUMOCTH

AvctunnvposaHHads WM O4YMLLEHHas BOAA C
TemnepaTypoi sbille 40°C

Mpy Temnepatype 90°C
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TepMmunyeckasn fe3vHpeKLus.
Tepmuyeckas ae3vHpekums nposoamtea npu 90°C B TeueHWe He MeHee NATU MUHYT.

MpeacTepunmnsaLMoHHas ounMcTKa

Mpy 3aMauMBaHWM UK KUMSUYEHM B MOLOLLIEM PacTBOPE U3AENMs MOMHOCTbIO MOFPYXKAtoT B
PacTBOP MOHOLLIET0 CPEACTBA, 3aro/HSs UM KaHaslbl 1 MOMOCTW U3LENMIA.

MoliKy W3aenmii OCyLLUEeCTBNSIOT C MOMOLLBIO €plla, BaTHO-Map/ieBbIX TaMMOHOB,
TKaHeBbIX CANPETOK; KaHa/lbl M3eNMiA MPOMbIBAIOT C MOMOLLbHO LLUMPULA.

Tabnuuya 11
Cpepactso KoHueHTpauus Temnepartypa Bpemsi 06pabOoTKu
pacTBopa,%o pabouero
pactBopa
[lekoHekc 50 dP 15 He meHee 18°C 40 MuH

("Bopep Xemu
A", LWsenuapuns;

Crepunusauns

CTepunn3oBaTth M3aenvie MOKHO, UCMO/b3ys METOZ, CTEPUM3aLIM MapoM Nnoj
136bITOYHbIM fasneHviem 0,22(Mia B naposom cTepunusatope:-(astokniase) (1ISO 17665 wm
OTeYeCTBEHHbIE CTaHAapTbl). PeKoMeHaaumm NpeacTaB/eHbl B Tabnmue Huke

Tabnuua 12

MpopomKnTENLHOCTD TemnepaTtypa Bpemsa cyLku

He meHee 18 MUHYT 132-134°C 15-20 MuHYyT

MpOLOMKUTENBHOCTL CyWwk OT 15 A0 (20, MMHYT B 3aBUCUMOCTM OT: CREAYHOLLNX

KpUTepUEB:
. _Tin  maTepuana ynakoBki, OOeCneuvBatOLNIA CTEPUIbHBIA  Gapbep,/ WK KecTkie
KOHTE/HEPbI MHOIMOKPATHOIO MCMO/b30BaHWS;

KO/IMYECTBO Napa;

maTepuaibl MeAULMHCKOrO M3aeNns;

00LLUMiIA BEC;

TEXHUYECKME XapaKTEPUCTUKN CTepUAN3aTopa;

NPaKTUKX, NPYMEHSIEMbIE B BaLLEM-PEMVIOHE;

pasHoe Bpems OX/TaXAEHNS.

lNpoBepka
A3nenna omKHbI ObiTb OCMOTREHbI Ha Ha/MuMe OCTaBLUMXCS'-3arpsi3HEHUIA, PXXKaBUMHbI,
3aTyn/eHns, 06ecLBeUMBaHNS U MOBPEXAEHWIA.
Mepen 06pabOTKOM M CTEPUA3ALIMENA OUMLLEHHBIX U3AENNIA y6eaMTECh, UTO OHU YUCTbIE,
HE VIMEOT NOBPEXAEHUI 1 PYHKLMOHNPYIOT HaZ/IeXaLLMM 00pa3oM.
YTUAn3npoBaTb NOBPEXAEHHbIE N3AENNS, He CMa3bIBaTb.
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CPOK CJ/1Y>Kbbl

Cpok cnyxbbl  MeguUMHCKOro  m3fens  «Habop  Hacafok K MeOULMUHCKAM
CTOMATO/IOMMYECKM Y/bTPa3BYKOBbLIM arnaparam » coctasnset 10 fieT.

B cBA3M C TeM, YTO He HEBO3MOXHO YCTaHOBUTb MaKCUMa/IbHOE YMC/IO0 BO3MOXHbIX
MpoLesyp, KOTOPOe MOXET ObITb OMpesesieHo MHOrMMY NapaMeTpamm, TakKMU Kak
MPOAO/KUTENBHOCTb MUCMO/b30BaHNS, TBEPLOCTb 3yOHOW IMann, NPUIOXKEHHas Cia N U3HOC,
MPOV3BOANTE b PEKOMEHYET MEHATL HaUb0/ee YaCTo MCMO/b3yeMble HACALKM HE PeXe OfHOro
pasa B rof. Hacaziky cneflyeT 3aMeHUTb, ec/ii BUOpaLms HacafKv He COOTBETCTBYET 3ajaHHOM
4acToTe, annapart paboTaeT HenpaBW/bHO, NPOLeayPa 3aHUMAET 60/IbLUE BPEMEHU, YeM 0ObIYHO,
WM pe3ynbTaT He JOCTUraeTCs.

[nnTenbHOe UCMOMb30BaHVe MeAVUMHCKOrO m3fenma «Habop Hacafok K MeauLMHCKUM
CTOMATO/IOMMYECKMM  YNbTPa3BYKOBLIM ariiapatam» MOXET MPUBECTU K €F0 eCTECTBEHHOMY
M3HOCY. Mbl HACTOATENBHO HE COBETYEM MW3MEHATb KOHCTPYKLMIO “Hacaflok MyTeM WX
06TaumBaHWs, CrmbaHMa UM KakuM TO JPYrm Crioco60oM.

TPEBEOBAHUA K TEXHUYECKOMY OBC/TY>XKVBAHIKO U PEMOHTY
MEAULIMHCKOrO N3LE/A

Mpn HeoBXOAMMOCTU CBSPKUTECH C MOCTABLUMKOM MeAMLMHCKOro m3genvs. He cnenyet
cfiaeaTb MeAMLVMHCKOe u3aenve’B PeMOHT ApyrM creuvanuctaM, Tak Kak B pesy/bTarte
HEKAYeCTBEHHOr0 PeMOHTa W3fenvie MOXKeT MpPeACTaBNATb OMacHOCTb A4 Mo/b30oBaTens U
MaLyeHToB.

B cnyyae COMHEHWIA- CBSXKATECH C aBTOPM30BaHHbLIM: “HOCTaBLUMKOM WM C LEHTPOM
nocnenpogaxHoro obcnyxusaHna SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNOoBNA TPAHCIIOPTUPOBKN, XPAHEHUNA N SKCIIJTYATALUU

YNakoBaHHYH NPOAYKLMIO CNEET XPaHWUTb B CYXOM 1 YUACTOM MOMELLIEHUN, Te
VCK/TOUeHa BEPOSTHOCTb MOMafaHns MPsMbIX COMHEUHBIX Mydeld, BpeAHbIX BELLECTB, BAarv u
Upe3MePHOTo MOBLILIEHME TEMMePaTypbI. Vcnonb3oBath CHavana NpPoAyKLMIO C MeHbLLIIM
CPOKOM FOAHOCTY.

YcnoBusg-xXpaHeHus

TemnepaTypa OKpy»KatoLLeli cpeapl: oT ~20°C go + 70°C
OTHocuTenbHaa BnaxxHocTb: 10% - 100%, BkkOYasA KOHAeHcaT
ATmoedepHoe fasneHmne: 500 rfa po-1060 rfa

YCcAoBusa TPaHCMopTUPOBaHUA

Temnepatypa TpaHcnopTupoBaHug ~ ot -20 go +70 °C
OTHOCUTENbHAA BNaXKHOCTL Bo3dyxa 10-100 %, BkNoYas KOHAeHEaT
ATMOC(hepHOe aBneHve 01 500 rfMa go 1060 rlfa

YcnoBusa skcnyaTaumm:

Temnepatypa skcnnyataum ot + 10 °C go +40 °C
OTHocuTeNbHaa BNaXKHOCTL: OT 30 Ao 75 %
ATtmocepHoe aasneHure: 800 rla go 1060 rlMa
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TPEBEOBAHUA K YTUTN3AUNA

MeguumHcKoe u3genve «Habop HacagoK K - MeAMUMHCKUM — CTOMATOAOTMYECK/M
YNbTPa3ByKOBbIM annaparam» oTHocuTcA K Knaccy b B cootBeTcTBUM ¢ CaHlMnH 2,1:3684-21 n
[O/MKHO ObITb YTWIN3MPOBAHO B COOTBETCTBMWM C MpaBWiaMy, [AEVACTBYHOLWMMW B CTpaHe
YTUAM3aUUA U3OENNS. YTUIN3UPYITE 3arpsisHeHHbIe U3AENNS B COOTBETCTBUM C-MECTHbIMU WK
rocyapCTBEHHbIMY MPaBUIaM1 YTUIN3ALMN BUOMOMMYECKN OMACHBLIX OTXOA0B.

Mpw yTrnm3aumnm 3arpsisHeHHbIX YacTein HageBaiiTe nepyaTku.

Bce ynakoBoYHble MaTepuasibl MOCTaB/SEMOrO M3AENNA He HaHOCAT BPENA OKPYXKatoLLel
Cpege 1 Nnoj/iexar BTOPUYHON nepepaboTKe.

FAPAHTUMHASA HOOPMALINA

M3roToBMUTENb HECET OTBETCTBEHHOCTb B OTHOLLUEHUM MEAUUUHCKOTO U3aenvst o
OTCYTCTBUIO [IEheKTOB U COOTBETCTBUS 3asIB/IEHHbIM MPOM3BOAUTE/NEM. XapaKTEpPUCTVKaM, Npy
COBMIOAEHNN YCIOBWIA TPAHCTIOPTUPOBAHIS, XPaHEHNS 1 MPUMEHEHUS,

Ecnm Bac He y0BNETBOPSET AaHHOE MEAMLIMHCKOE WU3AENMe AW Y BaC BOHUKIN YKasoobl
W NPOG/EMbI, CBSI3aHHbIE C MPUMEHEHVEM MEAULIMHCKOTO U3AENIAS, NMOXaNyIACTa, CBIKUTECH C
HalMM npeacTaBuTesieM B Bdllled cTpaHe. [lOMOMHWTENBHO Mbl MPOCUM Bac YKasaTh
WOEHTUGMKALUMOHHBLIA 1 CepuidHbIi HOMep MeAMLWHCKOrO “U3MeNsl, CBOK KOHTaKTHYHO
MHOpMaLWIto, BK/OYast UMs. ¥ HOMep TenedioHa, a Takke. MoApobHYH MHAOPMALMIO O
npo6nemax, ¢ KOTOPbIMU Bbl CTONKHY/INCH.

MEPEYEHb MNMPMEHAEMbIX NMPOUN3BOANTEAEM (M3rOTOBUTEIEM)
MEANUNHCKOI O N3AENNA HALUNOHAJIBHBIX CTAHOAPTOB

MpounsBoauTeNb 3asBNSET, UYTO  MeAVUMHCKOoe wu3fenve «Habop Hacafok K MeavUUHCKAM
CTOMATO/IONMMYECKUM YBTPa3BYKOBLIM annapatam» QTBeyaeT TpeboBaHMAaM EN 1SQ 13485,
MO/HbIA CNINCOK MEXAYHapOAHbIX TPe60BaHWUIA NPeaoCTaBNAETCA MO 3anpocy.

PEKTAMAUNA

Mpon3BoAUTEND:

SOCIETE=POUR LA CONCEPTION DES APPLICATIONS DES /TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LLecTB0 N0 pa3paboTKe MPUIOXKEHWIA AN
3NEKTPOHHOM TEXHUKU. AKLMOHEPHOE O6LLECTBO)YNPOLLEHHOIO TUMA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 AseHto lMtoctas diicbens, 3v Oy ®3ap 33700 MepuHbsK, PpaHums).

MecTo Npon3BOACTBA:

SATELEC a company of ACTEON/Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynna komnaHwii AKTEOH

(17 ABeHto lMocTaB diichens, 3u Ay Pap 33700 MepuHbAK, PpaHums)

OpFaHn3aLyis, MPUHUMAIOLLIAs Ha TEPPUTOPUK Poccuiickoli deepaliian NpeTeHsun ot
neTpe6uTeneli Mo KauecTBy MeAUUMHCKOTO M3ENNS:
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MM HopkuHa Mapraputa BaneHTuHoBHa (Macnopt P® 4511 194312, BbifaHHbIN
OtpeneHnem YOMC Poccum no rop. MockBe Mo paiioHy JleBoGepexHblid, [aTa’ Bblaaum
13.07.2011 r, kog noppasfeneHns 770-022)

125195, 1. Mocksa, yn. benomopckas, 24,3, 148

TenedgoH:+7 495 1501323.
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PYKOBO/ICTBO MO 3KCMNayaTaumMy Ha MeJULIMHCKOE N3aenme

Habop HacafoK K MeANLMHCKUM CTOMATO/I0MMYECKMM YNbTPa3BYKOBbIM
annapartam

1. Habop Hacafok K MegMUMHCKMM CTOMATO/IOMMYECKM Y/IbTPa3BYKOBbLIM arirnaparam
ENDO SUCCESS APICAL SURGERY KIT B cocTase:

-Hacagka AS3D-1 w/yn;

-Hacagka AS6D-1 w/yn;

-Hacagka AS9D-1 wr/yn;

-Hacagka ASLD-1 wr/yn;

-Hacagka ASRD-1 wrt/ym;

-YHVBepCasbHbIA CTaslbHOM KIMKOY-1 LT/yn;

-MeTa/I/InYecKas NoAcTaBKas1LwLT/yn.
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NHhopmayms 0 MeaMLMHCKOM U3AENNN.
HavimeHoBaHVe MeaMLMHCKOrO U3aenns:

Habop HacagoK K MeAVLIMHCKUM CTOMATO/I0MMYECKMM Y/bTPa3BYyKOBbIM arnaparam:

Habop HacaoKk K MeAWUMHCKMM CTOMATO/IOrMYeckM  YnbTPas3ByKOBbIM.. annaparam
ENDO SUCCESS APICAL SURGERY KIT B cocTage:

-Hacagka AS3D-1 wr/yn;

-Hacagka AS6D-1 wr/yn;

-Hacagka AS9D-1 wr/yn;

-Hacagka ASLD-1 wr/yn;

-Hacagka ASRD-1 wr/ym;

-YHUBEPCA/IbHbIA CTaslbHOM K/kou-1/ tT/ym;

-MeTa/I/IMYecKas NoacTaBka-1 LT/ym.

(Janee no Tekcty Habop.' HacaloK K  MeAVUMHCKWAM,  CTOMATO/0rMYeCcKUM
y/bTPa3BYKOBbIM anrnapaTam)

[MpownssoauTens:
SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES

ELECTRONIQUE, Societe par actions simplifiee (O6LLecTBO no,pa3paboTKe NPUIOKEHWUIA [N
3NEKTPOHHON TEXHMKM, AKLMOHEPHOE O6LLECTBO YNPOLLEHHOIO TUMNA)

17 Avenue Gustave Eiffel-Zi Du Phare 33700 Merignac, France

(17 ABeHto Moctas Jidens, 3n Ay ®ap 33700 MepuHbsik, PpaHLys).

MecTo npon3BoACTBa:
SATELEC a company,of ACTEON Group
17 Avenue Gustave.Eiffel Zi Du Phare 33700 Merignac, France

CATEIJIEK, rpynna komnaHui AKTEOH
(17 AeHto Itoctas diidens, 3u Ay ®ap 33700 MepuHbAK, PpaHLms)

YNONHOMOYEHHBIV NpeacTaBUTelb MPOU3BOAUTENS Ha TeppuTopun Pd:

HIM HopkuHa' Mapraputa BaneHTrHoBHa _(Flacnopt P® 4511 194312, ¢ BbiaaHHbIN
OtgeneHvem Y®MC Poccvn no rop. Mockee~fl0 paiioHy JleBoGepeXxHblid, fata Bblhauu
13.07.2011 r, Kod nogpasgeneHus 770-022)

125195, r--Mocksa, yn. benomopckas, 24,3, 148

TeneoH:-+7 495 1501323.

HasHaueHVe. MeJMLIMHCKOT O U3Ae/NS:

Habop: HacagoK K MeauUMHCKVM (CTOMATO/IONMYECKUM  YNIbTPa3BYKOBLIM -~ anmapaTam
npefHasHayeH [ COBMECTHOM paboTbl~C annapatamy CTOMATOMOMMYECKUMI [N CHATWA
3Y6HbIX OTNIOXKEHNIA 1 111 KOCTHON XMPpYpPru.

FlokazaHust

Hannume 3y6HOro kamHa Ha 3y6ax (fieveHne 1 nNpounakTuka)
3abosieBaHNsA NapoLOHTa-(IeUeHie U NPOPUIAKTIKA)
Y0/, 3a MniaHTamm _u-pectaspaums 3y6os
YXypauweHue hyHKLmM 3y60B ( fiedeHne 1 NPOQUIaKTNKa)
UepHbIA NUrMEHTHbIA HaneT
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XVpypruyeckme MaHUNynsumm:

* Y[paneHwue 3y60B;

* VmnnaHTaums.

» Xupypruyeckvie BMeLLaTeNbCTBA (OCTEOTOMMSA, OCTEOMN/IACTVKa,  CUHAECMOTOMMUS.
OT/eNieHne MeMbpaHb! 1 BOCCTaHOB/IEHME 06beMa KOCTU B YE/KOCTH).

[NpoTnBonokasaHmA

He nogiexuT ncnonb3oBaHWKO 418 CeAYHOLWMX FPyNm NauyeHTOoB:

* MnageHupbl

 bBepemeHHble NN KOPMSALLME YKEHLLWHbBI U3-3a OFPaHUYEHNIA, CBA3AHHBIX C BO3MOXHbIM
1CMO/b30BaHMEM MeAULMHCKMUX PAaCTBOPOB; TakUX Kak aHECTETUKU

* [MaumeHTbl C MEAVLIMHCKMMN PUCKAMU (OC/IOXKHEHUSMM)

 [aumeHTbl C annepruein

* Hamnuve annapata f/18 UCKYCCTBEHHOTO MOAZEPXaHUS puUTMa Cepaua W fpyrux
BXXUBJIEHHbIX CTUMY/IMPYHOLLMX YCTPOWCTB.

* [1aTOM0rMYeCKIN BbICOKas YyBCTBUTE/TbHOCTb SMA/IN.

* 3abonesaHus cepaua

* BpOHXMT B XpOHMNYECKOI popMe 1 BpOHXMaIbHas acTMa

* PecnumpaTopHble VH(EKLUI.

Mo60YHble AeNCTBUS
BO3MOXHO MVHMMaNbHOE MOBPEXAEHWE MATKUX TKaHei, 06pas3oBaHMe aspo30/1bHOro
06/1aKa BOKpYT HacafKu, COAEPXALLEro M1KpPOObI, KOTOpble 3arps3HsOT BO3A4yX B KaOUHETE.

MepbI NPefoCTOPOXKHOCTH

W3penve npegHasHaueHo Aa MCMOMb30BaHUA UCKMOUUTENIbHO BMECTE C MeAMLMHCKMMU
annapatamn SOCIETE.POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LecTBO no paspaboTke MPUNOXKEHWIA AN
3NEKTPOHHON TeXHUKW. AKUMOHepHOe OOLLECTBO “YAPOLLEHHOro Twuna) (Janee (0, TEKCTy
SATELEC) un ynbTpa3ByKoBbIM HakOHeYHVWKOM rpoussoacTea SATELEC. Kcnonk3osaHue
u3genve Apyrmx nNpon3BoAvTeNei NPUBELET K MOBPEXAEHUIO MEAVLIMHCKOTO U3Ae/NS.

MeayuyHCKOe n3aene HeobX0oAMMO CTEPUNIM30BaTh Mepes KaxkabM UCTOMb30BaHMEM B
asToknnaBe. OTBETCTBEHHOE 3a CTEPUNM3ALIMIO IMLIO AO/MKHO MCMOMb30BaTh MOAXOAALLYIO A/1A
CTepun3aLmm /_yrakoBKy, OAHOPA30Bble CTEPUIM3ALMOHHBbIE MakeTbl (CUCTEMY 3allUTbI
CTepWUIbHOCTM) B COOTBETCTBUM CO CTaHAapToM=ISO 11607. Cneauts 3a TeM, YTabbl M3fenve He
conpukacanoCk: ¢ ApyruMn npegMeTamy, KOTOpble MOMyT MOBPEeAuUTb WX (AOBEPXHOCTb WK
CUCTEMY 3aLUMTbI CTEPUIBHOCTY.

He npeBbIwaTh peKoMeHA0BaHHbIN A5 HaCaLOK PEXUM anrapata.

He BKpYyumMBaTh 1 He BbIKPY4MBaTb HACaAKV NMPK BKIFOYEHHOM HaKOHEUHUKE.

[MpEBOANTL QUUCTKY, AE3VHMEKLNIO V-CTEPUN3ALMIO MEVILIMHCKOIO U3AEMNA He MO3XE Yem
Yepes [Ba Haca rocse 1Crosb30BaHuA.

LepxaTb B none 3peHns MECTO MNPOBEAEHNA NPOLeaYpbI

/19 CHWKeHVs pucka, [aXKe Camoro He3HauuTebHOro, MoJb3yMTeCh OTCACHIBAOLLMM
YCTPOWCTBOM (C/IFOHOOTCOCOM) ¥ HaNOMYUHAWTE MaUMEeHTY, YTO CreayeT-AblaTh Yepes HoC.

MMaupeHT [o/MKeH COXpaHATb CRIOKONCTBIE, pacciabuTbCsl, COXPaHATb HEMOABUMKHOCTB,
3aHATB YA06HOE MOJIOXKEHWE, /IeXa B.CTOMATO/IOrMYECKOM Kpecrie.

TorbKO Bpay MOXET peLuath; -ByaeT /i OH OKasblBaTb MEAVUMHCKIME YCYTW NauneHTaMm.

MoTeHUMabHbIe NOTPEOUTEN MEAVILIMHCKOTO M3Aenns
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MeguuuHcKoe  u3genve  NpefHasHayeHo A9 UCMOMb30BaHWMA  CTOMATO/IOROM WK
CreLpancToM Mo IEYEHUKO U NPOTe3VpOoBaHWIO 3y60B. HacToswee n3aenve npegHasHaueHo
TO/MIbKO A1A MPOMECCUOHAIBHOTO MPUMEHEHVA.

OMWUCAHWE MEAVNUUNHCKNX U3AENIN NCMOMb3YEMbIX COBMECTHO.

1 «AnnapaT CTOMATO/IOrMYECKUIA A1 CHATUA 3YOHbIX OTNOXeHUIA cepun) Newtron,
(AnnapaT CTOMATOMOrMYECKNIA A1 CHATUA 3YOHbIX OTIOXKeHUn Newtron Booster,;HakoHeuHrK
Newtron, Annapar CTOMaTONOMMYECKUIA NS CHATUS 3yOHbIX OT/IOXeHuin Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoguTcs B NpoLiecce rocyaapCTBEHHOIA permcTpaumum Ha
Tepputopum P®) npomnssoactea SATELEC, ®dpaHupus.

2. «AnnapaTt CTOMAaTo/orMYecKuin Ansi KocTHo xmpyprim PIEZOTOM CUBE» (Annapart
CTOMATO/IOrMYecKniA ans KoCcTHOM xupypriaviy PIEZOTOME CUBE, HakoneuHuk CUBE LED)
(PernctpaupoHHoe yaoctoBepeHve No /P3H 2021/14297 ot 13.05.2021r.), npov3BoACTBa
SATELEC, ®paHuus

3. «Annapar CTOMaTo/IOMMUYeCKUIA A CHATMA 3yOHBIX OT/IOKEHWIA-C, MPUHAIEXXHOCTAMM
(Annapar CTOMaTONOrMYECKUIA AN1A CHATWA 3YOHbLIX OTNIOXKEHWIA C NpuHaa exHocTaMu:Mogens
P5 NEWTRON XS, HakoHeuHVK~Suprasson)( PeructpauynoHHoe, yaoctoBepeHre NodC3
2007/00914 o1 21 pekabps 2007r.), mpoussoacTea «Catenek C.A.C.»,-®PpaHums

4. «CTOMATO/I0MMYECKMiA annapar PIEZOTOM Cc NPUHAL/IEXKHOCTAMM
(Cromatonorvnyeckuii annapat PIEZOTOME B BapuaHTax ucnofxeHus: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome Solo LED), (peructpaumoHHoe ygoctosepeHve Ne P3H 2013/859
ot 12 mona 2013r.), npomssoacTa «Cartenek.C.A.C.», dpaHums

5 «bfoK  CTOMATONOMMUECKWUIA O CHATMA  3yBHBIX  OT/IOKeHWA  Xinetic ¢
npuHagneXxHoctTaMmu»  (B0K= CTOMATOMIOrMYEeCKUn  AN1F - CHATUA  3YOHbIX  OT/IOXKEHWIA
X1nellc,HakoHeuHnK Suprasson), (pervctpaupoHHoe yaoctoBepeHve NeP3H 2013/858 ot 12
wions 2013r.), nponssoacTBa «Catenek. C.A.C», ®paHLms

MPHUWMR AENCTBUNA MEAVUVMHCKOIO N3OE/TNA

MpUHUMN AeACTBUS.

MpUHUMN AeNCTBMS MEAULMHCKOIO M3AENMS 3aKAHaeTCA B TOM, YTO OT OCHOBHOFO 6/10Ka
Ha YNbTPa3BYKOBOW | CTOMATOMOMMYECKMIA HAKOHEYRMK MOAAETCH  3MEKTPUYECKUIA ) CUrHan,
reHepypyembliii anmapatom. HakOHeYHMK CBfizaH C MeAVLMHCKUM anmnapaTtom MOCPeACTBOM
LUHypa. B ero cocTaB BXOAWT KEPaMUYECKMIN MbE303NEKTPUYECKMIA NPeobpa3oBaTesib, KOTOpbIN
TpaHCHOPMUPYET.3EKTPUYECKMIA  CUTHA/T B Y/IbTPasBYKOBYHO BMOpaumio.  IMexaHnyeckas
BMOpaLWa NepeaaeTcs CTOMATo/I0rMYecKol HacadKe, YCTaHOB/IEHHOM Ha KOHLE YAbTPa3ByKOBOMO
HaKOHEYHVKa

OKA3BAHVNE MEANUMNHCKNX YCNYT
MogroToBka K pabeTe MeAULMHCKOro U3aenns

CocTap/sitolie HeoBXOAMMO OUMLIATb, AE3VH(MUMPOBATL M CTEPUIM30BATh Mepeq
KaXKObIM ~VCTOMb30BaHNEM. YCOBUSI OUYMCTKM, AE3NH(EKUMU U CTEepUAM3aLMM YKasaHbl B
COOTBETCTBYHOLLIEM pasziene PyKOBOACTBA MO SKCn/yaTaLum.

132 ¢ 134C
w m

Hagnexalas Bnopaumns HacagKu-rpeanosaraeT ee HaLeXXHOe 3aKper/ieHre B HAKOHEUHVIKE
6e3-4pe3mepHOro AasneHys Ha yrop. Hacagky HeobxoauMmo 3aMKEUMpOBaTh B HAKOHEUHVIKE C
MOMOLLBbIO YHMBEPCA/IbHOTO CTaNbHOrO K/KoYa 1 06eCneyunTb HafeXXHOe 3aKper/ieHne Hacaiku B
HaKOHeYHWKe [N Hacagok (Puc.l). YpesmepHblii 3aKMM HacafKu MOXET MPUBECTM K
[IOBPEXEHNI0 HacalKN WM HaKOHEUHVIKa.
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Puc.1

Bb160p HE06XOANMON HacaKIA OCYLLECTB/SETCS TOMbKO CTOMATO/IOMOM.
Y6eautech, YTO BbIOPaHHBIA-PEXNM COOTBETCTBYET BbIOPaHHON HacaaKe.

3aBepLLeHVe paboThl

lMocne 3aBepLUeHVs NPOLIELYPbI
1 OTcoeanHUTe Hacagky;
2..BbINOMHUTE QUUCTKY W CTEPUNU3ALMIO MEAVLMHEKOIO M3LeNns, Kak OnmcaHo B rnase

CTEPNNTN3ALUNA.

YKazaH/si M0 TEXHMKe paBoTbl C HacagKamm:

Bo Bpemsi 06paboTkn 3y60B HacafKy CrefyeT [epaTb N0 KacaTe/lbHOW K MOBEPXHOCTU
3y6a;

Hwvkora He flepXknTe HacafKy neprieHANKYASpHO 3y6HOM aMau;

[BUraiTe . HaKOHEYHVK Hamnofobue [ABVPKEHWS KUCTbIO C He3HaunTeNbHBIM GOKOBbLIM
[aBNEHNEM;

Mpn pabotTe C Hacagkamy UCMOMb3YMTe TO KONMYECTBO MppWFALWK,  KOTOpoe
PEKOMEHAYeTCS ANs BblGpaHHOM HaCaAKMU;

Mepeg, UCronb30BaHMEM BU3YasibHO)MPOBEPLTE COCTOSHME HACaLKW;

Mpw'paboTe BCerga HazieBaTe MeAMLIHCKYO MacKy 1 nepyaTku.

OM/CAHUE KOHCTPYKTVBHBIX OCOBEHHOCTEN MEALIIHCKOMO
V3NENNA

B cocTaB MeguUMHCKOrO WBAENMA BXOAAT Hacafky [N1si, ~COBMECTHOM paboTbl C
MeAVULMHCKAM  Y/bTPasByKOBbIM aAfiapaToM 1, B 3aBMCMMOCTW, OT BapuvaHTa WCMOSHEHWs
Habopa, MOryT BXOAMTb: YHMBEPCa/bHbIA CTa/lbHOA KM U MeTannMyeckas MofcTaBka win
AVHAMOMETPUYECKWIA KU CUHWIA. M aBTOK/TaBMPYEMbIA NNacTUKOBbIN GOKC. Kadkaas Hacagka
AMEET CBOM KOHCTPYKTVBHbIE OCOOEHHOCTW, XapaKTEPUCTUKN Wi PEKOMEHAYEMOE MPUMEHEHNE

fpV mpoLeaype.
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Habop HacafoK K MeAVLMHCKAM CTOMATO/IOMMYeCKUM Y IbTPa3ByKOBbIM anmapaTam
ENDO SUCCESS APICAL SURGERY KIT:

Hacagkun: AS3D, AS6D, AS9D, ASLD, ASRD

. Hacagka AS3D-C anmasHbIM MOKpbITMEM. Kcnonb3yeTcd A9 YACTKW -MMMNAHTOB U
Ma/lbIX BUTKOB pe3b0bl.
. Hacagka AS6D-C anMa3HbiM MOKpbITMeM. Hacagkoil paboTatoT '6€3  M3NMLLHEro

[aBNeHNs Ha ManieHbKOW MOLLHOCTUW. MCnonb3yeTcs Ans YMCTKU MMMIAHTOB W-CPeAHUX BUTKOB
pe3bobl.

. Hacagka AS9D-C anmasHbIM MOKPbITMEM Ha KOH4YMKe Hacaaku.: Vicnonb3yetca ang
YMCTKN UMM/IAHTOB U CPEAHMX BUTKOB Pe3kobl.

. Hacagka ASLD- J1leBOCTOPOHHSS, C a/IMa3HbIM MOKPLITUEM, Ma/IEHbKUIA Y3KUIA KOHUVIK.
Mcnonb3yeTcs 419 YACTKM UMMNIAHTOB 1-00paboTKM LUMPOKUX BUTKOB Pe3b0bl.

. Hacagka ASRD- NMpaBOCTOPOHHSAS, C a/IMasHbIM MOKPbITUEM, MaeHbKMIA Y3KMIA KOHUMK.
cnonb3yeTcs 419 YACTKU MMNIaHTOB Y 06paboTKY LUMPOKMX BUTKOB PE3bOb.

Hacanka AS3D Hacaaka AS6D

Hacagka ASRD

Hacaznka AS9D Hacagka ASLD

Puc 2. BHeLlHWIA BUg, Hacafok-AS3D, AS6D, AS9ID, ASLD, ASRD Hab6op HacafoK K
MEVLIMHCKVM CTOMATO/I0rMYeCKNUM YbTpasByKoBbIM annapatam ENDO SUCCESS
APICAL SURGERY KIT.e

. YHVBEPCabHbIA CTa/IbHOM KoY MpeaHasHaueH /19 HafAeXHOT0 3aKPEN/IeHNst Hacaflkn B
HaKOHEUHMKe, a TaKke /15 OTCOEAMHEHIIS HACAAKY MpeaCTaBneH. Ha pUCyHKe 23
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Puc.3 BHeLLHWIA B YHNBEPCANIbHOIO CTasTbHOM0 “K/koya

. MeTan/myeckasi MoACcTaBKa VIMEET CW/IMKOHOBblE KOMbL@ W OTBEPCTUS [/1 HACA/OK.
O6neryaet paboTy ¢ HacaKamu, NPeACTaB/eHa Ha pUCYHKe 4

Puc. 4 BHELLHWIA. B, METa/IINYECKOM NOACTaBKA

TEXHWYECKWUE XAPAKTEPNCTUKHU

TeXHUYECKVIe XapaKTEPUCTUKN NMEANLIMHCKOrO M3aenns «Habop HacagoK K MeaMLIMHCKIM
CTOMATO/MIOrMYECKM  Y/bTPa3BYKOBBIM  anrnapatam» MpeAcTaBngHbl B TaO/MLe  HUDKE:
MpuBeaeHbl rabapuTHbIE pasMepbl HAacaoK, PEXVM annapata, fApYMeHseMbId Mpu pa6oTe
HaCaloK, COBMECTUMbIVi CTOMATONQTUYECKWIA annapaT, a TakKe PEeXVM MPpUraLn HacaaKw.

Ha6op HacafoK K MeAVLIMHCKM CTOMATO/OrMYecKUM YAbTPa3ByKOBbIM arnrnapaTam
ENDO SUCCESS APICAL SURGERY KIT:
Hacagkun AS3D, AS6D, AS9D, ASLD, ASRD
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1 Hacagka AS3D (Tabnmua 1).

MabapuTHbIE a 40+0.2 Mv
pasmepbI* b 26.0 £ 0.5 mm
c 140+ 05 mv
d 0.3 + 0.05 Mm
el 3.0£0.2 Mm
Macca 095+0,10r
Pexkum annapara 7

Wppuraupsa T

V

e  9MmA/MUH £ 1 MA/MUH

Ycunve nssnedeHns He meHee 20H
Ycunve  pna BCTaBfeHUA -y
3aKpenneHns He 60see 30H

Annapar CTOMaToI0rMYECKNIA 151 CHATUS 3YOHbIX
OTNOXeHuIA.cepymn Newtron;
COBMECTUMbIVi  CTOMATO/OMMYECKUA  AnriapaT CTOMATOMOFUMECKMIA ANt CHATUS 3yBHbBIX
annapar OT/IOXKEHWIA,.C MPUHALIEXXHOCTAMY;
B10K CTOMaTONOFAYECKUI AN CHATUSA 3Y6HBIX
OT/NIOKeHUIA Xinetic ¢ NPYHaLIEXHOCTAMM
* O603HaueHVie rabapuTHbIXPa3MePOB NPeCTaB/IEHO HA PUCYHKE.

<

'
|
I

<n)

&

Puc.5
2.'‘Hacagka AS6D (Tabnuua 2).
FabapuTHble a 40+ 0.2 Mv
pasmepbI* b 26.0+ 0.5 mMm
c 170+ 0.5 mm
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d
el
Macca
Pexxknum annapara
Wppuraups

Ycunve nssneyveHns
Ycunve ana BCTaB/IEHNA n
3aKpensieHuns

COBMECTUMbIN  CTOMATONOMMYECKMIA
annapar

3. Hacagka-AS9D (Tabnuua 2).

"abapnTHble a
pasviepbr* b
C
d
el
Macca

PeXvm annapata

0.3 +0.05 mm
40+0.2 Mm
095+0,10r
7

r

A*

A 9 MA/MUH = 1 ma/MUH

He meHee 20 H
He 6onee 30 H

Annapat CTOMaTO/0rMYeCKUin s CHATHS 3yGHbIX
OT/IOXKEHWIA cepumNewtron;
AnnapaT CTOMATO/IONYECKIA [1S CHATUS 3YBHbIX
OT/IOXKEHUIA C MPUHAAAEKHOCTSMIA;
B/IOK CTOMATONMOrMUECKUIA-IS CHATUS 3YBHBIX
OTNIOXKeHWI Xinetic CAPMHAANEXHOCTAMY

* O603HaYeHe raGapuTHbIX PA3MEPOB MPEACTABNEHO HA PUCYHKE;

Puc.6

40+ 0.2 Mv
26.0+ 0.5 mm
170+ 0.5 mm
0.3+ 0.05 Mm
50+ 0.2 vm
0,95+0,10r
6

Tabnmuya 2
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Wppuraums

r

41
A 9 Mn/MUH £ 1 Ma/MUH
Ycunue m3BnedeHns He meHee 20 H
Ycunve 1 BCTaB/EHUA "
m He 6onee 30 H

3aKperieHus

Annapat CTOMAaTO/OrMYeCKUIA 4151 CHATUS 3yOHbIX

OTNIOXEHUIA cepum Newtron;
COBMECTUMbIA  CTOMATOMIOMMYECKUiA  AnnapaT CTOMAaTo/I0rMYECKWI A/1-CHATUS 3YOHbIX
annapar OTNIOXKEHWIA C NPUHAL/IEXHOCTAMY;
BNOK CTOMATONOrNYECKUIA A/If-CHATUA 3YOHbIX
OTNOXeHUIA Xinetic ¢ NPUHAANEXHOCTAMM

* O603HaueHve rabapuTHbIX Pa3MepoB APeLCTABEHO Ha PUCYHKE.

(m

X

v
Puc.7
4. Hacagka ASLED, (Tabnmua 3)
Tabnuua 3

r abapuTHbIE a 4002 Mm
pasmepbr* b 29.0+ 0.5 mm

c 120+ 0.5 mm

d 0.2+ 0.05 mm

el 4.0+ 0.2 MM

f 4.0+ 0.2 Mm
Macca 095+0,10r
Pexxmur annapata 7
Vppuraums

r

/\ 10 ma/MuH £ 1 MA/MUH
Ycunve v3BneyeHust He-meHee 20H
Yewnve  and BCTaB/leHUs n He 6onee 30H
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3aKpeneHns

AnnapaT CTOMAaTO/OrMYECKWIA 151 CHATUSA 3YBHbIX

OTNOXeHUIA cepum Newtron;
CoBMECTUMbI/i  CTOMATONMOTVYECKUA  Annapar CTOMATOMOMMYECKUIA [NS CHATUS3y6HbIX
annapar OT/IOXEHWIA C MPUHALNEXHOCTSIMU,
BNOK CTOMATONOrMYeCKnin AN CHATYA-3YOHbIX
OTNOXeHUIA Xinetic ¢ NPUHALIEXHOCTAMM

* O603HaueHVe rabapuTHbIX pasMepoB MPeACTaB/NEHO Ha PUCYHKe

T! _1 J

Puc.7

5. Hacagka ASRX) (Tabnuua 4)
"abapuTHble a 40+ 0.2 Mv
pa3vepb* b 29.0 £ 0.5 Mm

c 120+ 0.5 mm

d 0.2 + 0.05 mwv

el 40+0.2Mm

f 4,0+ 0.2/MM
Macca 0,95+0,10r
PeXxvm annapara 7
Wppuraums

10 ma/MUH £ 1 MA/MUWH

Ycunve nsB/ledeHns He meHee 20H
Ycunve 1 BCTaB/IEHWA u
3aerI'IﬂeHl/IFqun He 6onee 30H

Annapar CTOMaTO/IOMMYECKUIA ANA CHATUSA 3YOHbIX
OT/IOXeHWI cepua-Newtron;
COBMECTUMbIA  CTOMATO/IOTMYECKWA = AnnapaT CTOMATONIONMUECKIN 411 CHATUS 3yBHbIX
anmapar OTNOXEHWIA C NPUHAL/IEXXHOCTAMU;
BoK cToMaTonornyeckii ais CHATUS 3y6HbIX
OTNIOXeHUIA Xinetie-C NPUHAANEXHOCTAMM
* O603HaueHVe rabapyTHbIX pa3MepoB NPeACTaBNEHO Ha PUCYHKE.
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Cvmson PacLungposka CmBos Paclumdposka  CvMBON PacLumpoBka
KanenbHas CpefHsas Bbicokas
r nppuraums CKOpPOCTb CKOpOCTb
r vppuraLmm r vppuraumm

« \ I\

B TabnuLe- 5 415 HacagoK yKasaHb! LLIEPOXOBATOCTb M TBEPAOCTbL Mo POKBenny.

Tabnuua 5
Hacapgka LLlepoxoBaToCTh TeepgocTb Nno
Poksenny
AS3D, AS6D, ASAD, ASLD, ASRD, He 60nee 0,8MKM 52-54 HRC
Hwke npefcTaBieHa YacToTa, nepeaaBaemast OT HAKOHEUHKA K HacafKe
UacTtoTa, KI'L Annapart (HakoHeuHVK 414 annapara)
Ot 24.0 po 37.0 AnnapaTt CTOMaTO/OrMYECKUIA ANst CHATUS 3YGHBIX

OT/IOXeHWIA-cepum Newtron;

Annapat CTOMaTO/IONYECKWIA s CHATUS 3YOHBIX
OT/IOKEHWIA.C NPUHAAIEXXHOCTAMM;

B/IOK CTOMATO/NONYECKWIA A1 CHATUS 3YBHbIX
OTNOXEHWIA Xinetic ¢ NPUHAAIEXHOCTAMM

B Ta6n|/|u,ax HWKE npunBeaeHbl TEXHUYECKNE XaPaKTEPUCTUKN OCTa/TbHLIX COCTaB/IAHOLLINX
MEOVNLMHCKOIO n3nenns

YHuBepcasnbHbiii cTanbHol Ktou (Tabnmua 6):

MabapuTHbIe pa3mepbl, MM (30.0x28.0) + 10
Macca 190r+ 10r

MeTannmyeckas noAcTaBKa:

FabapnTHble pa3mepbl, MM (100,0x40,0x40,0) £2 Mm
Macca, r 100,0£5,0r
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KonnuecTBo fueek

MATEPWAIJ bl

Tabnuua 8
Hacagka Martepuan
Hacagka' MeMLMHCKas HepyxaBeroLLIps CTarlb
AS3D, AS6D, ASID, KonbLo MonvreTpadropatuneH (PTEE)
ASLD, ASRD, AnvasHoe An
MOKpbITVE Mas

Martepuanbl, KOTOpble WCMO/b30BA/IACE NMpY NPOM3BOACTBE MeTaniMyeckoi noacTasky,
YHUBEPCAIbHOIO CTaIbHOTO K/TtoUa MEAULIMHCKOIO M3Aenis, yKasaHbl B Tabamue 9

Tabnuua 9
YHUBEPCA/IbHbI CTasIbHOM meﬁ"}(”a'-ég'}'g:'(g’;
KoY p Li
cTanb

MeguupHeKas

MeTanitdboran  <OPMYC Hep)iéigif:maﬂ
noACTaBKa

Konbuo CUMIKOH

MAPKWPOBKA

XpPYrKoe, 06palLiaThCs OCTOPOXKHO

T
bepeub OT Bnaru
f
U Bepx
Howmep no katasnor
REH P y
LOT Howmep naptum
CEl CootseTcTBYeT.AnpeKkTnBam CE
CE M»inn|
C € CooTBeTcTBYeT AnpekTeam CE
[Jata n3roToBAeHus
. V3roToButeb
Mi

TemneparypHbIii AnanasoH
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O [nanasoH BNaxXHOCTN

OrpaHuyeHs aTMOCHEPHOTO [JaB/EHMS

. O6paTUTeCh K MHCTPYKLMM MO MPUMEHEHWIO
o ConpoBoauTeNibHas LJOKYMeHTaUWA B 3/1EKTPOHHOM AOCTyre
N
' ﬁ ' HecTepunbHO
u
Rx Only: To“genepavibHomMy 3akoHy CLLIA npegaxa JaHHOrO W3fenmns
R X paspeLLieHa Te/bKO /ILIEH3VPOBaHHBLIM BpayaM Win IO UX MopyYeHo
ONLY
KonnyecTBo B ynakoBke 1LuT.
KO0/nM4eeTBO B YNMakoBKe 4 LLIT.
| / M PaspellieHO MCno/b30BaTh B MOHOLLEW, AEMHMLMPYHOLLEA MalunHe
NS TEPMUYECKON Ae3VHDEKLMN
132¢ CnocebHO BblaepXKaTb aBTOK/TaBMpoBaHve npn 132°C
1ac; CHOCO6HO BbiaepkaTb aBTOK/aBMUpOBaHve npu 134°C

He ncnonb3oBath Mpy NOBPEXXAEHNM YMAaKOBKU

Homep ynakoBKU [/ OTCNEXXMBaHMS

NHPOPMALNA O HAJTNYM B MEOAVNLIMIHCKOM U3OE/IMIA
NE1ICAPCTBEHHOIO CPEACTBA ANA MEANUNHCKOITO NMPUMEHEHNA,
MATEPVANIOB )XMBOTHOIO N (U1N) YEJTOBEYECKOITO NMPONCXOXXAEHNA

MaTepuasibl XXVBOTHOFO WM YENOBEYECKOrO MPOVCXOXKAEHNSI B MEAVILIIHCKOM M3eNN
«Habop HacamoK K MEAULMHCKAM CTOMATOMOrMUYeckVM  Y/bTPa3ByKOBBIM — arnapaTav»
OTCYTCTBYHOT.

JleKapCTBeHHbIE CPeAcTBa B MEAULMHCKOM M3ae/mn «Habop Hacafiok K MeALHCKMM
CTOMATO/IOFVYECKMM Y/bTPa3BYKOBbIM arfiapatam» OTCYTCTBYHOT.

dapMaLIeBTMUECKME  CYOCTaHLUMU ~B  MeavLMHCKOM  u3gennn ‘«HaBop Hacagok K
MeAVLHCKIIM CTOMATOMOMMUECKUM Y/BTPA3BYKOBbIM arnnaparam» OTCYTCTBYHOT.

CTEPUTNSALINA.
MeavLVHCKOe U3aenie NOCTABASETC HECTEPWUNbHBIM. 3ae/mae He0GX0aMMO MofBEpPraTh
O4YMCTKE Mepel  KakabIM  WCAOMb30BaHWEM. [1ocnie  TOro, “KakK HacagK/  OUMLLEHbI,

AE3MHAMLMPOBaHbI 1 BbICYLLEHbI, ¥X HEOBXOAVMMO PasNoXUTb MO TIOPSAKY B GOKCE, KOTOpbI
A0MKeH ObITb MOMELLIEH 1 3anedaTaH B CrieLyiaibHbIiA NakeT, NPUEOAHbIN A1 CTEPUIN3ALIN.

208



MNpeaynpexaeHna:

He ncnonb3yiTe CTanbHY0 MOYasiKy WK abpasviBHbIE YMCTALLWE CPEACTBA A1 OUUCTKM
MeAULIMHCKOrO M3aenus.

He mcnonb3yiiTe pacTBOPbI, COAEPXKaLLWE 0L WK X/10P B 3HAUMUTENIbHON KOHLIEHTpaLmn.

YpoBeHb pH MOOLLMX 1 AE3NHPULMPYIOLLMX CPEACTB A0/MKEH ObiTh OT 7 a0 11

3apadkeHHbIe 1 1Cro/b30BaHHbIE U3AENs He MOMeLLaliTe B KOPOOKY 17 CTEpUN3aLm
WM He MOWTE B MaLLIVHE.

MeTog, npesBapuUTe/IbHOW OUMCTKY JO/MKEH UCMO/b30BATLCS NEpe/ aBTOMATAYECKOM
OYMCTKON.

MeanuMHCKOe 13aenuve cnegyeT TWAaTeNbHO O4MLLATL U NogBepratb KOHEYHOM
cTepunm3auunm nepes, UCnosib3oBaHNEM.

MapameTpbl CTepunm3aLm 06ecneymBaroT AO/MKHYHO CTereHb CTepuM3aLyn TOMbKO s
NPaBUIbHO OYULLIEHHBIX MEAVLMHCKMX U3AENNIA.

Mpy aBTOMATUYECKOIA YNCTKe HacagKn CreayeT BCTaBSTh B CrieLuasibHble AepykaTenn ans
VHCTPYMEHTOB WM B Ma/IEHbKIE KOP3VHBI, YTOObI OHN He NMOBPEAVIUCH-FIPY YUCTKE.

Vcrionb3yiiTe NPOMbIBHOIA AE3VHKEKTOP, KOraa 3TO BO3MOXHO. lA36eraiiTe neperpysa
KOP3WH 151 MOMKM NPW YNIbTPa3BYKOBOM YMCTKE UM KOP3UH MOOLLIEIA A€3NHMLIMPYIOLLIENA
MaLLIMHbI.

B0 Bpems fie4eHns BbITUPAINTE KPOBb 1 Apyre 6roornieckue XmaKocTn nim
3arpsA3HeHs, He rno3Bo/IAs UM BbICKIXaTb HA MOBEPXHOCTAX.

o 3aBepLUeHUM NPOLIELYPbI JIeYeHNs 3arpsAsHEHHOE 060pYyAoBaHVie CriefyeT HaKpbITb
BMAXKHOM CaneTKOM, NCKIKOUMB, TakvM 00pa3oM, ero BbiCbIxaHue. CrefyeT OTAeNTb He
3arpsi3HeHHble U3AENNS OT 3arPAsHEHHbIX, YTOObI UCK/HOUMTL 3apadKeHyie nepcoHara U
OKpY)KatoLLien cpefbl.

Mpon3BoauTeNb He HECET-OTBETCTBEHHOCTU 3a MPOLIECChL CTEPUNM3ALIMN, KOTOpbIe
BbIMNO/THSAET KOHEYHbIV No/b30BaTe b WK 3aKa3uyiK, He crnedys peKoMeHAaumaM npovsBoauTess.

OrpaHunyeHre Mo LKNam OUMUCTKM

MOBTOPHbIE UMK/IbL 06pabOTKN, BK/IHOUAIOLLME MPOMbIBKY BPYYHYH, Masio BAWSKOT Ha
m3penve. Cpok mX CayKObl OnpefenseTcs CTemneHbio- U3HOCA W MOBPEXAEHWS B Mpouecce
CNO/b30BaHMS

XpaHeHue U repeBo3Ka.

3arpssHeHHble M3enmMsa HeoOX0AUMO TPaHCNOPTUPOBATh OTAENbHO OT He3arps3HEHHbIX,
4TOObI 136eXaTb OOLLErO 3arps3HEHNS.

MoaroToBKa K NpesBapuTeibHOM OUNCTKE

PeKOMEHAYETCA YMCTUTb U3eNMe KaK MOXHO paHbLLe nocne Ux UCnonb3oBaHvs. 3nenvie
[O/MDKHbI  OblTh, OCMOTPEHbI WM OOCNY)XEHbl—HE MOIKe YeM uYepe3 [Ba Haca nocne WX
CNO/b30BaHUS.

lMepes /Q4MCTKON 1 NOCNe KaXaoro 1Cnomb3oBaHWA OTBUHTUTE HacaaKy. CNepeaHein yacTu
HaKOHeYHVIKa M MOMECTUTE ee B COOTBETCTBYHOLLMIA KOHTENHED.

MpegBapuTesibHas OUUCTKa-PYyYHOIA Crocoo.

O6opyaoBaHMe: MArkas LUETKa, MACKAW epLunK Wan caiheTka, He OCTaB/SHoLLYe BOIOKOH,
LUNpWL, [MNETKa WM BOAAHON NUCTONET, /ALEN0YHON ouncTuTeb (paboumnid-pacteop 1- 3 %).
YNbTPa3BYKOBOWN OUNCTUTESb.

1I'MuRyTa MpOMbITH M3Lenne NOA XON0AHOM NPOTOYHOM BOJOM.
Mpr/HOMOLL MSFKOWA LLETKW, ePLUHKa- M He OCTaB/ISOLLIEN
BOIOKOH Ca/IPETKM Y/ MTb OCHOBHYHO Ipssb. cnonb3oBatb
LAPWL, NMUNETKY WM BOASHOM MUETONET W LLENOUHON M
SH3VMHbIA QUMCTUTENb [/15 NMPOMbIBKY KaHasia HacaaKui.
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10 MuHYT

cnonb3ys yNbTpasByKOBYHO BaHHY, BblAepaTb MeAULIMHCKOE
V3eNve He MeHee IECATY M HYT B CBEXXEM BHOBb
MPUrOTOB/IEHHOM PacTBOPE LLENOYHOT0 oUMcTUTeNs. CrenoBarh

PEKOMEHALISIM MPOM3BOAMTENS, KaCatOLLWIXCS BPEMEHM
3KCMO3WILAM, KOHLIEHTPALWK, TEMMEpaTypbl 1 KauecTBa Bofpl.

1 MmHyTa

4 MUHYT

1 munHyTa 30 cekyHA

MpOMbITb U3AeNMe NOZ XON0AHOM NPOTOYHON BOAOW.
Mcnonb3oBath LWNpUL, NUNETKY WK BOAAHON NUCTONET A/1e
NPOMbIBKW KaHasia /19 HacafKw.

MPOMbITb U NPOAE3NHNLMPOBATL MEAVLIMHCKOE-N3aeNie,
1CNOMb3YA LLENOYHON 0UMCTUTENb. [MpY NMOMOLLUM MATKOWA LLETKM
WIW epLUVKa YAIUTb TPsAsb C NOBEPXHOCTU. FpoMoliTe
MeAVLIMHCKOE M3fienne Nog, BOLOW BO M36eXKaHne
pacrpoCTPaHEHMS 3ar PASHAOLLWIX BELLECTB B BO3ayXe
MpOMbITE-M3AeNMe B AENOHN3MPOBAHHOM WK OUMLLEHHONW BOfE.
cnonb30BaTth LnpuL, NUNETKY WK BOASHON NCTONET Ans
MPOMbIBKI KaHana /11 HacafKu.

Bu3yaribHO 0OCMOTPETb MeAMLMHCKOe VIBHENMe.

MoBTOpATL NpoLeAypYy A0 MOMHOrO.YAAIEHNS BCEX BULOB
BUAWUMbIX 3arpsisHeHMIA. B KOHLe NPOMBITL U3aenve B

[eUMOHU3VPOBAHHON M/ OUMLLIEHHOW Boae. OGCYLLINTL M13aenme

ABTOMAaTUYECKasd OUYUCTKa

Wy
MpegBaputenbHas 2 MUHYTbI
MPOMbIBKa
Moiika 2 MVHYTBI

Heiitpanusaums.™ 5 MUHYT

lMpombiBKa 2 MUHYTbI

CyLuka 40 MUHYT

Tepmuueckas fe3nHheKLMs.

MU NOMOLLM MSIrKOI He OCTaB/sKoLeN Bopca CaneTK n
MEIVLHCKOTO Y/ CTOr0 CXKaTorQ BO3AyXa

Tabnuua 11

XonofHasi BOAONPOBOAHas BOAa

opsyas Boga M3 MOA KpaHa C TemrepaTypoi
Bullle  40°C.  Mcnonb3oBaTb = LIEN0YHON
QUMLLAOLLNIA pacTBop.

Fopsuan Bogja u3 nog kpada ( 40°C) ¢
HEeNTPa/IN3YOLLUM CpeACTBOM npu
HEeo6Xo4NMOCTH

AunctunnnposaHHaa WM QYULLIEHHaA BOJa C
TemnepaTypoit Bbile 40°C

Mpn Temnepatype 90°C

Tepmunueckas ae3nHpekumna nposogutcs npy 90°C B TeUueHUE He MeHee NATU MUHYT.

MpeacTepunns3aLmMoHHas o4ncTKa

[piA 3aMauMBaHM UK KUNSUEHWA B MOIOLLIEM PACTBOPE M3eNNs [OJHOCTLIO MOTPYXKaroT B
PaCTBOP MOMOLLErO CPEACTBA, 3aMOAHS UM KaHasTbl U MOMOCTYI U3AEMIA,

Moliky W3[enuniA OCYLLEGTBNSAIOT C MOMOLLBIO  €epLLa, BaTHO-Map/eBbIX TaMMOHOB,
TKaHeBbIX CaN(ETOK; KaHa/lbl U3Ae/NiA MPOMbIBAFOT C MOMOLLbHO-HINPULA.

Tabnuua 12
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CpeacTso KoHueHTpauua Temnepatypa Bpemsi 06paboTKm

pacTtsopa, % paboyero
pacTeopa
[JexkoHekc 50 dd 15 He meHee 18 °C 40 MyH
("Bopep Xemu
A", LWseiuapws;
Crepunusaumsa

CrepununsoBaTtb M3fenve MOXHO, UCMOb3ys METOZ, CTepUM3aLym Napom Moz
136bITOYHBbIM faBneHvem 0,22 MIMa B napoBOM cTepunmsatope (aBToknase) -(1SO 17665 nm
OTeYeCTBEHHbIE CTaHAAPTbI). PeKOMeHaUMn NpeaCcTaB/ieHbl B TabULE HIDKe

Tabnmua 13
NponomK1TeNbHOCTD TemnepaTypa Bpewmsa cyLuku

He meHee 18 MUHYT 132 - 134 °C 15-20 MuHyT

MpoAoMKUTENbHOCTL Cylkn OT 15 A0 20 MMHYT B=3aBUCUMOCTW OT C/iefyHoLnX

KpUTEPVIEB:
. TN MaTepuana YrakoBKM, O0OECNeuMBatoLLMIA CTEPUNbHBIA Gapbep, WM XKECTKUE
KOHTeliHepbl MHOTOKPaTHOI0-MCMOb30BaHMS;

KONMYeCTBO MNapa;

maTepuasibl MeAULMHCKOrO U3aenns;

06LLMIA BEC;

TEXHWYECKME XQPAKTEPUCTMKM CTEPUIN3ATOPA;

MPaKTVKW, NPUMEHSIEMbIE B BalLIEM PErviOHE;

pa3Hoe BpeMs OXNakaeHus.

NpoBepka
N3penns AOMKHbI ObiTb OCMOTPEHbI HA HAMUME OCTABLUMXCS 3arpsisHEHUI; PXaBUMHBI,
3aTynneHns, 06ecLBEUVBaHNS UM NMOBPEXAEHNIA:
Mepes 06PAbOTKOM M CTePUAM3aLMEA OYMLLEHHBIX U3AEMNIA YOeaMTECh, YTO OHU YUCTbIE,
He 1MEOT NOBPEXAEHUI 1 PYHKLMOHUPYHOT Haf/IeXaLlmmM 06pasom.
YTUn3nposaTb NOBPEXAEHHbIE U3AeMKs, He CMa3bIBaTb.

CPOK CNY>Xbbl

CpoK CnyXbbl  MeAUUMHCKOrg:~ n3genmsa  «Habop HacafoK, K  MeAuUMHCKAM
CTOMATOMIOrMYECKM YNbTPa3BYKOBLIM arraparam » coctasnseT 10 fieT,

B CBA3M C Tem, YTO He HEBO3MOXKHO YCTaHOBUTL MaKCUMa/IbHOE YMCN0 BO3MOXKHBIX
MPOLEAYP, KOTOPOE MOXET ObITb ONPeAesieHo MHOTVMMM NMapamMeTpamm,-TakMU Kak
MPOAOIMKUTENBHOCTb MCMO/b30BaHUA, TBEPLOCTb 3yOHOM aMain, NPUACKEHHaA CUMa 1 U3HOC,
MPOV3BOANTESNb PEKOMEHAYET MEHATH Haubosiee YacTo UCTO/b3YEMBIE HACAKN HE PEXKe O4HOTo
pasa B rof, Hacaziky cneflyeT 3aMeHNTb, eCnv BUOpaLUUsA HaCaJKN HE COOTBETCTBYET 33[jaHHOM
yacToTe, annapar paboTaeT HerpaBWbHO, NpoLeaypa 3aHUMaeT 6OAbLLE BPEMEHW, YeM 0ObIYHO,
W pe3ynbTaT He JOCTUraeTcs.
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Bce ynakoBoYHble MaTepuasbl MOCTABNSEMOrO M3AENMS He HaHOCAT BPeda OKPY) KatoLLel
cpene 1 noanexar BTOPUYHON MnepepaboTke.

FAPAHTUAHASA HOOPMALINA

3rotoButeNnb HeceT OTBETCTBEHHOCTb B OTHOLLEHUM MEAWLMHCKOrO—Vi3aenmna o
OTCYTCTBMIO [e(DEKTOB U COOTBETCTBYUS 3asiB/IEHHbIM MPOU3BOAUTENEM XapaKTEPUCTUKAM, Mpu
CO6/HOAEHNN YCOBUIA TPAHCMIOPTUPOBAHMA, XPaHEHNS U NPUMEHEHNS.

Ecnmn Bac He y0BNeTBOPSET faHHOE MeAMLWHCKOE M3fenve WK Y Bac/BO3HUKIN Xkasio0bl
WX NPOG/EMbI, CBA3aHHbIE C NPYMEHEHMEM MEAULMHCKOIO U3AEeNNMS, NOXaAyWncTa, CBSXKMUTECH C
HawuM npeAcTaBuTeNleM B Bawel CTpaHe. [JOMOMHWTENBHO Mbl MPOCMM  Bac  yKasaTb
NOEHTUDUKALMOHHBIA N CEPUIMHBLIA  HOMEpP MEAWLMHCKOro  M3LeNnsi, €BO0  KOHTaKTHYH)
MHopMaLMto, BKOYaA MM U HOMEP ~TefeioHa, a Takke MOAPOOHYH0 WMH(opMaLmMio 0
npo6eMax, ¢ KOTOPbIMU Bbl CTONIKHY/HACK.

MEPEYEHb NMPUMEHAEMbIX MPOVN3BOOUNTENIEM (U3rOTOBUTEJIEM)
MEANUMNHCKOITO U3AE/INA HAUMOHAJIbHBIX CTAHOAPTOB

Mpow3BoauTENb 3asBNSET, UTO - MEAVULMHCKOe wu3fenve «Habop Hacaflok K MeavLMHCKAM
CTOMATOMOMMYECKUM Y/bTPa3ByKOBLIM annapatam» OTBeyaeT “TpeboBaHusim EN 1SO 13485,

MOMHBIA CNICOK MEXAYHapOAHbIX TPeOGoBaHMIA NPesoCTaBNSETCS. Mo 3arnpocy.

PEKNTAMALNA

Mpown3soauTenb:

SOCIETE POUR‘.LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Société par actions simpliffe (O6LIEETBO N0 pa3paboTKe NPUNOXKEHUI A1
ANEKTPOHHOW TEXHUKN. AKLVMOHEPHOE O6LLECTBO YMPOLLEHHOIO TUMA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 ABeHto MocTaB Jidens, 3v Oy Pap 33700 MepuHbsiK, PpaHLms).

MecTo npou3BOACTBA:

SATELEC-acompany of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynna komnaHuin AKTEOH

(17 AseHto lMtoctas Aidens, 3u Ay Pap 33700 MepuHbsK, PpaHLys)

OpraHu3aL{ysi, MPUHUMAtOLLIAs Ha TeppUTOpPUN Poccuiickoli deepaLyn NpeTeHswun ot
MOTPe6UTENEV N0 KauecTBY MEAULIMHCKOT Q-3 eNNS:

WM ~HopkuHa Mapraputa BaneHTvHoBHa (Macnopt P® 4511 194312, BblgaHHbIN
OtgeneHmem Y®MC Poccum nio rop. Mockee Mo paiioHy J1eBOGEPEXHbBIN, [aTa Bbiaaum
13.07.2011 r, Kog noppasaeneHns 770-022)

125195, r. Mocksa, yn. benomopckas, 24,3, 148

TenedoH: +7 495 1501323.
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PYKOBO/ACTBO MO 3KCMN/yaTaumMn Ha MeJULIMHCKOe 1U3aenme

Ha6op Hacaflok K MeAULUHCKMM CTOMATON0rMUYECKUM Y/bTPa3ByKOBbIM
annapartam

12 Habop HacagoK K MeavUMHCKUM CTOMATO/IOMMYeCK M YNbTPa3ByKOBbIM arnaparam
PERFECT MARGIN ROUNDED KIT B cocTase:

-Hacagka PM1-1 wr/ym;

-Hacagka PM2-1 wr/ym;

-Hacagka PM3-1 wir/ym,

-Hacagka PM4-1 wr/ym,

-YHVBEPCa/TbHbIA CTa/IbHON KO -1 wT/ym;

-MeTa/IM4ecKas MOACTaBKa -1 LT/,
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NHdopMaLms 0 MeAULIMHCKOM V3NN,
HanmeHoBaHue MEANLIMHCKOI o n3aenuna:

Habop Hacafiok K MeAULMHCKMM CTOMAaTO/OMMYeCKNM Y/IbTPa3BYKOBbIM ‘@nnaparam:

Habop Hacafiok K MeOVLMHCKUM CTOMATO/IONMYECKUM Y/ IbTPa3BYKOBbIM.. arnaparam
PERPECT MARGIN ROUNDED KIT B cocTase:

-Hacagka PM1-1 wr/ym;

-Hacagka PM2-1 wr/yn;

-Hacagka PM3-1 wrr/ym;

-Hacagka PM4-1 wr/ym,

-YHVBEPCA/IbHbIN CTaNIbHOM KoY -1 Wifym;

-MeTa/INIMyecKas nogcTaBka -1 wr/ym;

(Janee no TekcTty Habop' ! HacagoK K  MeAMLMHCKAMy, CTOMATO/IorMYecKnmM
YNbTPa3BYKOBbIM anmnaparam)

Mpon3BoAnTE b:
SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES

ELECTRONIQUE, Societe par actions simplifiee (O6LuecTBo no paspaboTke MPUNOXKEHWIA As
3NEKTPOHHOM TeXHUKM, AKLMOHEPHOE 06LLECTBO YMPOLLEHHOMO THUMA)

17 Avenue Gustave Eiffel/Zi-Du Phare 33700 Merignac, France

(17 AseHto lMtoctas dindheng, 3u Ay ®ap 33700 MepuHbsk, PpaHLms).

MecTo Npon3BOACTBa:

SATELEC a company.of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEIJIEK, rpynna komnaHuii AKTEOH

(17 AseHto MocTae _dindens, 3u dy dap 33700 MepiiHbsiK, PpaHLms)

YNONHOMOYEHHbIN NpeAcTaBUTENb NMPON3BOLUTENSA HA TeppUTOpUn Pd:

MM HopkuHa' (Mapraputa BaneHTvHoBHa (MacrnopT P® 4511 194312, BblaaHHbIi
OtpeneHvieM  Y®MC Poccum no rop. Mockse 110" paitioHy JleBoGepexHbiid, [AaTa) Bblaaum
13.07.2011 r, Kog nogpasaeneHus 770-022)

125195, r. Mocksa, yn. benomopckas, 24,3,148

TeneoH: +7.495 1501323.

Ha3HauyeHne MeANLIMHCKOro U3aenusa:

Habop. Hacaflok K MeAULMHCKMM -~ CTOMATONIOMMUYECKM  Y/bTPa3ByKOBbIM  annaparam
npefHasHa4eH /19 COBMECTHON paboTbl/ €, annapatamu CTOMATONOrMYECKUMI /1 CHATUA
3YOHbIX QTAIOXKEHUIA U [/11 KOCTHON XUPYPFUN.

[Toka3zaHus

* Hannume 3y6HOro KamHa Ha-3y6ax (fiedeHre 1 NpodniakTmka)
 3aboneBaHMA NapofoHTa (AeYUeHMe 1 NPONIAKTIKA)
* YXO0f 3a UMMN/IaHTaMu 1 pectaBpaLins 3y6oB
o YXyauweHve qyHKLmKM 3y00B ( eveHme 1 NpopuIaKT1Ka)
* YepHbliA MUIMEHTHBbIA HaneT
XVpypryuyeckme MaHUNynaumum:
215



* Y[paneHve 3y60B;

* MmnnaHTaums.

» XuVpypruyeckvie BMeLLaTENbCTBA (OCTEOTOMUS, OCTeorniacTukKa, CUHAECMOTOMMA,
OTAeneHne MeMbpaHbl M BOCCTaHOB/IEHVE 06beMa KOCTU B YENKOCTHL).

NpoTnBonoKasaHA

He noaneXxuT Ucronb30BaHMIO 415 CRedyroLwmX rpynmn nauyeHTos:

*  MnageHLpl

» BepemeHHble WM KOPMSLLME YKEHLLWHBI M3-3a OFPaHNYEHN, CBA3AHHBIX C BO3MOXHbIM
1CNO/b30BaHNEM MEAMLMHCKMX PaCTBOPOB, TaKMX Kak aHECTETUKM

e [MauneHTbl ¢ MeANLMHCKAMU prUcKamn (OCNIOXKHEHNAMU)

 [laumeHTbl C annepruei

* Hanmume annapata AnA MCKYECTBEHHOTO MOAAEPXKaHUA pUTMA cepAla Wi apyrux
BXWBMEHHbIX CTUMY/INPYIOLLMX YCTPOWCTB.

* [1aToNornyeckmn BoiCOKast YyBCTBUTE/IbHOCTb SMa/IN.

» 3aboneBaHusa cepgua

 BpOHXUT B XPOHNYECKOW 4H0pMe WM BPOHXMasbHast acTMa

 PecnunpaTtopHble MHGEKLWAN.

Mo6ouHbIe aeicTBUA
BO3SMOXHO MVHVMA/IbHOE MOBPEXAEHNE MSIFKVX TKaHei, 06pasoBaHMe aspo30/1bHOT0
o6/1aKka BOKPYT Hacaflkn, COAEPYKALLIEro MUKPOBbI, KOTOpbIe 3arPsi3HAOT BO3yX B KaGUHETE.

Mepbl NPefoCTOPOXHOCTY

V3genve npefHasHayeHo 41 MCMONb30BaHWA UCKTFOUUTENIbHO BMECTE C MeAULMHCKUMM
annapatamy SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LIECTBO NO pa3paboTKe MPUIOXKEHNIA AN
ANEKTPOHHOW TEXHWUKM. AKUMOHEPHOe OOLLECTBO , YAPOLEHHOrO Tuna) (fasiee [0, TEKCTY
SATELEC) n ynsTpa3ByKOBbIM HakOHeUHMKOM mMpomnssoacTea SATELEC. Kcrions3oBaHue
V3genvie apyrux npovn3BoAnTeNein NPUBEAET K NOBPEXAEHNIO MEAULMHCKOrO U3AE/WS;

Me[OMUMHCKOE M3feNie HeOO6X0AVMO CTepUaM30BaTh Mepes, KakabiM WCro/b30BaHEM B
aBToK/1aBe. OTBETCTBEHHOE 3a CTepUM3aLUMIO INLO AO/MKHO WCMONb30BaTh MOAXOAALLYIO ANd
CTEPUNM3ALMN..yYMAKOBKY, OAHOPAa30Bble CTEPUIM3ALMOHHbIE MaKeTbl (CUCTEMY 3alUuUThbI
CTEPUNBLHOCTM) B COOTBETCTBUM €O cTaHAaapTomM-1SO 11607. Cneanthb 3a TeM, 4Tabbl U3aenme He
conpuKacanacs C ApyrvMy npeameTamy, KoTopble MOryT MOBPeAuUTb WX (TIOBEPXHOCTbL WN
CUCTeMY 3aLliUTbl CTEPUILHOCTW.

He npeBbILLaTh peKOMEHAOBaHHbIV AiS-HACAA0K PEXVM annapaTa.

He BKpyumMBaTh 1 He BbIKPYUMBaTL HACaZKV MY BK/IFOYEHHOM HaKOHEUHIKE.

[MpOEBOANTL OUUCTKY, AE3MH(EKLWIIO Y-CTEPUIM3ALIMIO MELVILIMHCKOTO M3AE/NS He MO3KE Yem
yepes /8a Haca rnoc/e MCrosL30BaHus.

Lepxatb B nose 3peHns MecTo MpoBeLeHNs NpoLesypbl

AN CHWKEHMA pUCKa, [aXKe amoro He3HauMTelbHOro, MoMb3yNTeCh OTCAChIBAOLLUM
YCTPOWCTBOM (C/IFOHOOTCOCOM) ¥ HAHOMMHATE MalWeHTY, YTO CreAyeT AbllaTb Yepe3 HOC.

MauueHT JO/MKeH COXpaHsTb CAOKOMCTBIME, paccnabutbes, COXPaHsiTb HEMOABKHOCTD,
3aHATb YI06HOE NOJOXKEHWe, fIeXa B-CTOMATO/IONMYECKOM KpecTe.

ToNbKO Bpay MOXET peLLaTh;Oy[eT /i OH OKa3blBaTb MeAVLMHCKME YCYTW NaLyeHTaM.

MoTeHUMabHble NOTPEBUTENN MEANLIHCKOTO U3Ae/ NS

216



MeayUMHCKOe  M3aenMe  MpedHasHauyeHo s WUCTONb30BaHMS  CTOMATO/IoroM, WK
CrMeLMaMcTOM Mo JIBYEHMIO U MPOTE3NPOBaHMi0 3y6oB. HacTosilee M3aenve npefHasHaueHo
TONMbKO A1 NPOECCHOHANBHOTO MPUMEHEHMS,

OMNCAHVE MEAVNUNHCKINX N3AENIA MCMOJ/Ib3YEMbIX COBMECTHO.

1 «Annapar CTOMATO/IONMYECKUA /19 CHATUA 3YOHLIX OTNIOXEHWUI cepur) Newtron,
(AnnapaTr CTOMAaTONOMMYECKUIA AN CHATUSA 3YOHbIX OT/IOXEHMIA Newtron Booster,HakoHe HMK
Newtron, AnnapaTr CTOMaTONOMMYeCKUin A1 CHATMA 3yOHbIX OT/IOKeHWn Newtron PS5 B.LED,
HakoHeuHuk Newtron Slim B.LED) ( HaxoguTcsi B NpoLecce rocyaapCTBeHHO. permcTpaummn Ha
Tepputopun P®) npomssoacTea SATELEC, ®paHums.

2. «Annapar CTOMaTo/Ior1Myeckuin 4ns KocTHom xupyprim PIEZOTOM (CUBE» (Annapat
CTOMATO/IOrMYECKMIA 419 KOCTHOW xupypriam PIEZOTOME CUBE, HakoHeuHuk CUBE LED)
(PerucTpaumoHHoe ygoctosepeHne No ‘P3H 2021/14297 ot 13.05.2021r.), npov3BOACTBa
SATELEC, ®paHupa

3. «Annapar CTOMaTO/IOrMYecKUn AfI CHATUA 3yOHbIX OT/IOKEHWNIA-C, MPUHAL/IEXHOCTAMU
(Annapar CTOMAaTO/IOrMYECKUIA ANA CHATUA 3YOHbIX OT/IOXKEHWI C NpuHaLeXxXHocTaMU:Mogenb
P5 NEWTRON XS, HakoHeuHuK~Suprasson)( PeructpaunoHHoe; . ynoctoBepeHne NedC3
2007/00914 ot 21 pekabps 2007r.), npoussoacTea «Carenek C.A.C.»-PpaHuys

4. «CTOMaTO/M0rN4ecKuii annapar PIEZOTOM C NPUHALIEXKHOCTAMMN
(Cromatonorudeckvin annapat PIEZOTOME B BapuaHTax ucnoadeHns: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome Solo LED), (peructpauunoHHoe ygocrosepeHve Ne P3H 2013/859
ot 12 monga 2013r.), npoussoactBa «Cartenek.C.A.C.», ®paHLug

5. «bnoK CTOMAaTOMOMMYECKUA [N CHATMA  3yBHbIX  OTNIOXEHWA  Xinetic €
npuHagiexxHocTaMM»  (BAIOK™ CTOMATONMOTMYECKUIA  ANS “-.CHATWMA  3yOHbIX  OT/IOXKEHWI
Xinetic,HaKOHe4HHK Suprasson), (peructpaunoHHoe ypoctosepeHne NeP3H 2013/858 ot 12
nona 2013r.), npounssoacTea «Catenek. C.A.C», ®paHuys

MPUHLATT AECTBPLL MEONLIMHCKOIO N3OENNSA

MpuyHUMN gelicTBUS.

MpUHUMN SeACTBUS MEAMLIMHCKOIO U3AENMS 3aK/IKQHaEeTCA B TOM, YTO OT OCHOBHOMO-6/10Ka
Ha YNbTPa3ByKOBOM CTOMATOMOMMYECKUA HAKOHEUHMK MOLAeTCA  3MeKTPUYECKUIA-CUrHa,
reHepupyembli annapaTtom. HakOHeYHUK CBf3aH C MeAWLMHCKUM annapaTtoM MoCPeacTBOM
LUHypa. B ero coctaB BXOAUT KepaMUYECKUIA Mbe303EKTPUYECKUIA NpeobpasoBaTesib, KOTOpbIN
TpaHchopmupyeT (BIEKTPUYECKUIA CUTHAN B YAbTPA3BYKOBYHO BMOpaLmMio.  MexaHnyeckas
BMOpaLMs NepeaaeTcs CTOMATO/OrMYECKON HacafKe, YCTaHOBIEHHONM Ha KOHLE Y bTPasByKOBOMO
HaKOHEeYHMKa

OKASAHVE MEAVLIMHCKUX YCNYT
MogroToBKa K paboTe MeAULMHCKOro M3aenns

CocTaBagtolme HeoOXOAMMO OuNLLaTE; Ae3VH(ULMPOBATL W CTEPAN30BaTL  Mepes,
KaXKbIM WMEMO0/b30BaHNEM. YCMOBUS OYACTKM, AE3VH(EKUMM W CTepwsalum yKasaHbl B
COOTBETCTBYIOLLEM pa3fene PyKOBOACTBa MO 9KCrTyaTauyn.

132 C 134C

A VW

Han/iexxalliast BUGpaLMs HacaaKy NPeAronaraeT ee HafleXXHOe 3aKpPenneHe B HaKOHEUHIIKe
6e3-Upe3MepHOro [aBneHns Ha yrop:- Hacaaky Heo6Xxoaumo 3agMKC/poBaTh B HAKOHEUHUKE C
MOMOLLbHO YHMBEPCA/IbHOMO CTA/ILHAFO KIHo4a U 06ECTeUnTb HAZeXKHOE 3aKperieH e Hacafkn B
HaKOHeYHWKe A1 Hacafok (PucC.1). Upe3MepHblii 3aKMM HacafkM MOXET MPUBECTM K
FOBPEXAEHUIO HACaKN UK HaKOHEYHVKA.
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Puc.1

BbIGOp HEOGXOAVMMOl HacazKI4 OCYLLIECTB/ISIETCS TOSIbKO CTOMATO/IOMOM.
Y6eaUTeCh, UTO BbIGPAHHBIA-PEXIM COOTBETCTBYET BblOPaHHO Hacaake.

3aBepLLeHNe paboThl

[Mocne 3aBepLUeHUA NpoLenypbl
1 OTcoeanHMTe HacaaKy;
2..BbInonHuTe OUMCTKY W CTEPUIM3ALMIO MEAMUMHEKOro M3fenns, Kak ornucaHo B r/ase

CTEPUNTN3ALNA.

YKazaHus Mo TEXHUKE pa6OTbI C HaCajKamMu:

» Bo Bpemsa 06paboTku 3y060B HacaaKy Crefyet. JepXaTb M0 KacaTe/lbHON K MOBEPXHOCTM
3y6a;

* Hukorga He AepXknTe HacaaKy neprneHANKYAspHO 3yOHON amanu;

» [lBuraiiTé . HaKOHeYHUK Harogobvie ABWKEHWS KUCTbIO C He3HauMTe/lbHBIM GOKOBbIM
[aB/IEHUEM;

o [Mpn @pabote C Hacagkamu WCMOMB3YINTe TO KOMWYECTBO MppUEaLMKM,  KOTOpOe
PEKONEHAYETCA A1 BbIOPAHHON HacadKu;

 [lepeq MCNonb30BaHNEM BU3yaslbHO MPOBEPLTE COCTOSAHNE HACaAKK;

 [pu paboTe BCerga HafesanTe MeAULYHCKYHO MacKy 1 MepyaTKu.

OMVICAHVE KOHCTPYKTVBHbIX OCOBEHHOCTEN MEAVLHCKOIO
V3OENNS

B coctaB MeAMUMHCKOrO WBAENMA BXOAAT HacagKkvM  [As. ~COBMECTHOW paboTbl C
MEAULVHCKMM  Y/bTPa3ByKOBbIM ammapaTtoM W, B 3aBWCMMOCTWU. OT BapuaHTa WCMOSHEHWS
Habopa, MOryT BXOAWTb: YHMBEPCabHbIA CTa/lbHOM K04 U MeTalMyeckast NofcTaBka Wi
AVHAMOMETPUYECKNIA K/KOY CUHWIA. 1 aBTOKNaBMPYeMbIA MIaCTUKOBbIN GOKC. Kaxaas Hacagka
UMEET CBOM KOHCTPYKTMBHbIE LOCOBEHHOCTU, XapaKTePUCTUKM W PEKOMEHAYEMOe MPUMEHEHNE

fpy npoueaype.
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Ha6op HacafioK K MeAMLMHCKVM CTOMATO/OMMUECKUM YbTPasByKOBbIM anmaparam
PERFECT MARGIN ROUNDED KIT:

Hacagku: PMI, PM2, PM3, PM4.

. Hacagka PMI- Viveer ¢opmy 1/4 wapa, C aivasHbIM MOKPbITUEM, BbIMYK/IO-
3aKpYrneHHbIn KOHYKK. icnonb3yeTcs ans 06paboTky 3y60B nepe nosMpoBKOIA:
. Hacagka PM2 - cnonb3yetca Ans KOHEYHON 06paboTkM, umeeT dopMy 1/4 wapa,c

MasHbIM  MOKPbITUEM,  BbIMYKNO-3aKPYT/IEHHbI  KOHYMK.  [pUMeHeHWe- 3TOro  Tvna
VHCTPYMEHTapUs SBNISIETCS O4YeHb MPOCTbIM: 30Ha 00PabOTKM COXPaHSEeTCA “HMCTON, [aHHas
npoueaypa 6e360/1e3HeHHa /151 NauyieHTa.

. Hacagka PM3 - Vicnonb3yeTcs Ona. nonvpoBkY, mMveeT qoopmy L4 rnagkoro Lapa,
BbIMYK/10-3aKPYTIEHHbIA KOHUMK.
. Hacagka PM4-KoHnueckad Hacagka, C aiMasHbIM MOKpbITMEM.= Vcronb3yeTca A/ia

OYNCTKN CTEHOK KOPHEBLIX KaHa/10B 1 NOANPOBKN.

Hacagka PM1 Hacagka PM2

Hacagka PM3 Hacapka PM4

Puc.2 BHewHWiA BUg Hacapok PM1, PM2, PM3, PM4 Habopa HacafoK K
MeAUHMHCKUM CTOMATO/I0M MYeCKUM ybTpasByKoBbIM annapatam PERFECT MARGIN
ROUNDED KIT.e

. YHUBEpCa/bHbIN CTa/lbHOM KAOY MpeAHa3HaueH 15 HAEXKHOro 3aKpen/ieHs HacaaKu B
HaKOHEUHWKE, a TaKKe /1S OTCOeAMHEHIS HAacaKM NPeACTaBNeH Ha:puCyHKe 3
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Puc.3 BHELLHWIA BIAL, YHMBEPCA/TbHOIO CTa/IbHOMO ‘K/to4a

. MeTanimyeckass NOACTaBKa MMEET CUIMKOHOBbIE KOMbLA W-QTBEPCTUS AR HACaAoK.
ObneryaeT paboTy € HacafkaMu, NPeLCTaBeHa Ha pUcyHke 4

Puc. 4 BHeLLHWIA-BUA, MeTaNIIMYECKO NOACTaBKIA

TEXHNWYECKUE XAPAKTEPUNCTUKHU

TEeXHNYEeCKMe XapaKTepUCTUKN MEAVLIMHCKOTO m3aenmns «Habop Hacafok K MeaULMHCKAM
CTOMA@TO/IONMYECKM  YNbTPa3BYKOBLIM — anmapatam»  MpefcTaBneHbl B TabiMue  HUDKe:
MpuBegeHbl rabapuTHble pa3Mepbl. HACaAOK, PEeXVUM annapara, APUMeHseMbId npyu paboTe
HaCafoK, COBMECTMMbI CTOMATO/IOTMHECKMIA anmapar, a TakkKe PeXUM Uppuralmy Hacaaku.

Habop HacafioK K MeAVLMHCKMM CTOMATO/IOrMYeCKMM yAbTPa3BYKOBbIM anrnapaTtam
PERFECT MARGIN ROUNDED KIT;

Hacagku PMI, PM2, PM3, PM4.
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. Hacagka PM | (Tabnuua 1).

abapuTHble a 4002 mm
pasmepbI* b 30.0+ 0.5 mv

c 100+ 0.5 mm

d 1.0+ 0.2 MM

el 50%0.2 Mv
Macca 091 +0,10r
Pexkum annapara
Wppurauma

17 mn/MuH £ 1 MA/MUH

Ycunve n3BneyeHus He meHee-20 H
Yewnve oA BCTaB/IeHMA ]
saKpenneHs He 60nee’30 H

Annapar CTOMAaTO/I0rMYeCKVin ANsi CHATUS 3YOHbIX
. . OTNOXeHWIA cepumn Newtron;
COBMECTVMbIN  CTOMATOMOTUYECKAN  AnnapaT CTOMATOMIOPMYECKIT /151 CHATUS 3yBHbIX
annapar OT/IOKEHWI C MPUHAIEXKHOCTAMM;
B/10K CTOMaTONOFAYECKUIA AN CHATUA 3YOHbBIX
OT/IOXKEHWI Xinetic ¢ NPUHaANEXHOCTAMM
* 0O603HaueHVe rabapTHbIXPa3mMepoB NPeACTaB/IEHO Ha PUCYHKE

(n) x|

Puc.5
2. Hacagka PM2 (Tabnvmua 2).
[abapuTHbIe a 40+ 0.2 Mm
pasmepbr* b 30.0+ 0.5 mm
c 10.0+ 0.5 mm
d 10+ 0.2 Mv
el 50+ 0.2 Mm
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Macca 092+0,10r

Pexxkum annapara To
ppuraums
r

N\

AN19 ma/MUHE 1 MA/MUH
Ycunve 13BneyeHns He MeHee 20 H
Yeunve  pans BCTaB/1IEHNS n
3aKpen/eHus He 60nee 30 H

Annapar CTOMaTo/I0rM4ecKniA AAS CHATHA 3y6HbIX
. . OTNOXeHWIA cepum Newtron;
COBMECTVMbI  CTOMATONOMNHECKUNA [~ AnnapaT CTOMATO/IOMYECKMIA 1A CHATUS 3yBHBIX
annapar OT/IOXEHWI C NPUHALIEKHOCTAMM;
B/10K CTOMATONMOrMYECKUIAAIA CHATUSA 3YBHBIX
OT/IOXeHWiA Xinetic ¢ APMHaAIEXKHOCTAMM
*0603HaueHVie rabapuTHbIX Pa3MePOB NMPeACTaBNEHO Ha PUCYHKE.

Puc.6
3. Hacagka PM8 (Tabnuua 3).
"abapuTHbIe a 40£0.2 Mv
pasvepbI* b 30.0+ 0.5 Mm
c 10.0+ 0.5 mv

(0l 10+ 0.2 MM
Macca 092+0,10r
Pexxum-annapara 8
Vippurauma

/ I\ 20 mn/MUH £ 1 Ma/MH

Ycunve nssneyeHns He-meHee 20 H
Ycunve ans BCTaB/IEHUS n He 6onee 30 H
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3aKpeneHns

Annapat CTOMaTo/IOrMYeCKMiA 151 CHATUA 3YOHbIX

. . OTNOXeHW cepum Newtron;
COBMECTMMbI  CTOMATO/MOTVM4ECKMA  Aniniapat CTOMATONIONMUECKUN [ANA CHATUS3Y6HbIX
annapar OT/IOKEHWIA C MPUHAIEXKHOCTAMU;
B10K CTOMaTONOMMUECKUIA A1S CHATMS. 3YOHbIX
OTNOXeHUIA Xinetic ¢ NPUHaZIEXHOCTAMM

* O603HaueHVie rabapuTHbIX pasMepoB NPeACTaBNEHO HA PUCYHKE.

Puc.7

4. Hacaznka PM4 (Taénuua 4).
"abapuTHble a 40£0.2Mv
pasmepbI™ b 30.0 + 0.5'Mm

c 10.0 £0.5 mm

d 10+.0.2 Mv

el 5.0 +0.2 Mm
Macca 0,92+0,10r
Pexkum annapara 15
Wppurauus

17 mn/MuH £ 1 MA/MUH

Ycunve nssneyeHuns He meHee20H
Yewave  gna BCTaB/eHWA n
3aKPen/IeHNs He 6osiee 30H

Annapat CTOMAaTONOrMYECKIIA NS CHATUS 3YOHBIX
OTNOXeHuiA cepum Newtron;
Annapat CTOMaTO/IOrMYECKIIA N1 CHATYS 3YOHbIX

COBMECTUMbIA  CTOMATO/IOrMYECKMIA
arnnapar
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OT/IOXEHUIA C NPUHALIEXHOCTAMU;
B10K CTOMaTONMOMMYECKUI /19 CHATUSA 3yOHbIX
OT/N0XeHWn Xinetic ¢ NpUHaANEXHOCTAMU
* O603HaueHVe rabapyTHbLIX pa3MepoB NPeACTaBeHO Ha PUCYHKe.

&
o
(=)
d
Puc.8
Cwvimson PacLumpoBkaCrMBOn PacLumgposka_. CumBon PacLumdgpoBka
KanenbHas CpepHss Bbicokas
nppuvraups CKOpPOCTb CKOpPOCTb
I r vppuraumm r Mppuraumm

: A /\

B TabMLie—5 A4S HacafoK YKasaHbl LLIEPOX0BATOCTbL 1 TBEPAOCTbL Mo POKBeNy.

Tabnvua 5
Hacagka LLlepoxoBaTocTb TBepaocTb. 1o
Pokseny
PM1, PM2, PM3;-PM4 He‘Gonee 0,8MKm 52-54 HRC
Hwxe ripeAcTaBneHa 4acToTa, nepeaaBaeMas 0T HaKOHeYHMKa K Hacaake
YacTtoTa; KL Annapar (HakoHeYHVK 4na annapara)
Ot 24:0-p0 37.0 Annapar CTOMaToNI0rMYeCKUiA 415 CHATUA 3YOHbK

OTAOXeHWIA cepum Newtron;

Arinapat CTOMaTo0rMYeCKNin ANg CHATUSA 3y6HbIX
OT/IOXKEHUIA C MPUHAL/IEXHOCTAMMA,

BoK CTOMaToNornyecKunin 4ns eHATUS 3y6HbIX
OTNIOXeHWIA Xinetic ¢ NpUHa/IEXKHOCTAMM

B Tabnmuax HpKe NpUBeAeHbLI TEXHNYECKIE XapaKTEPUCTUKIA-OCTa/bHbIX COCTaB/SHOLLIMX
MEANLIMHCKOTO M3aenns

YHuBepCabHbIli CTalbHOW KoY (Tabnmua 6)
Tabnvua 6
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MabapuTHbIe pasMepbl, MM (30.0x28.0) + 1.0
Macca 190r+ 10r

MeTannnyeckas noacTaBka:

FabapuTHbIE pa3mMepbl, MM (100,0x40,0x40,0) +2 Mm
Macca, © 1000+5,0r
Konnyectso Ayeek 6
MATEPUVAJIbI
Tabnuua 8
Hacagka ' A 1MaTtepuag
Hacagka MeanLMHCKast HePXKaBEHOLLA CTasTb
PM3 KornsLio MonvretpadropatwieH (PTFE)
AnvasHoe He
MOKPbITVe 3
Hacanka MeaVLMHCKast HePXKaBEHOLLpA CTasTb
PML.PM2, PM4. KoL MonvretpadiropatunieH (PTFE)
AnvasHoe An
MOKpbTUe Mas

Matepuanbl, KOTOpble WEr0Mb30BaMCh MPK MPOM3BOACTBE MeTaMYECKOn NoACTaBKY,
YHUBEPCATbHOTO CTafbHOIO Kikoua MeaMLIMHCKOIO U3aenus, YKaszaHbl B Tabnmue 9.

Tabnmua 9
Martepran

YHIBEpCaNbHbIN CTanbHOI MezanumHekas

K/Tko4 HepKaBetoLLast
CTanb

MeauLmHCKan

Metannueckass  [<OPMYC)  HepxaBeroLias
noacTaska CTa/lb

KoabLio CVNMKOH
MAPKMPOBKA

XpynKoe, 06palLiaTLCsi OCTOPOXHO

bepeyb OT BAArK
Bepx

HEFj Homep no katanory
LOM Homep napTun
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C€1l CooTBeTcTBYET AvpekTBam CE
CE Markrg
C € CootBeTcTBYET AnpekTBaMm CE

[Jata 13roTtosnieHns
M3rotoBuTenb
TemnepaTypHbiii AnanasoH
[Jvana3oH BaaXHOCTH

OrpaHuYeHIist aTMOCepHOro JaB/eHus

r|31 O6paTuTech K MHCTPYKLMW MO NPUMEHEHIIO
[LLI, ConpoBoaunTeNibHas OKYMeHTaUWs B 3NeKTPOHHOM [OCTyre
n#ctro<ttc Uwf
I' tnforwMtinn
‘ HeCTepuibHO
R Rx Only: To tepepansHoMy 3akoHy CLLIA npofaxa JaHHOro v3fenns
X paspeLLeHa TO/MbKO SINLIEH3VPOBaHHLIM BpayaM Win Mo 1X MopyqeH o
ONLY
KonnyecTso B yrnakoBke 1 L.
1
LEl
p Ko/nM4yecTBO B YMaKOBKE 4/LiT.
fifip
1~ 1 PaspeLLieHo MCMo/b30BaTL B MOOLLEN, AE3NHPMLMPYIOLLER- MaLLIMHe
[N TEPMUYECKON [E3NHGEKLMM
gy CnocobHO BblaepXXaTb aBTOKNaBMpoBaHmne npy 132°C
%0
e, Cnoco6HO BblAepaTh aBTOK/TaBMpPOBaHMe npu 134°C

He ncnonb3oBars:-ApY NOBPEXAEHWUN YMAaKOBKN

Homep ynakoBKW /11 OTCNIEXMBAHWA

NHPOPMALUNA O HATTINYM B MEOVNLUNHCKOM-M3AE/TNA
AEKAPCTBEHHOI'O CPEACTBA /1A MEANUNHCKOLEO NMPUMEHEHWNA,
MATEPWAJIOB >XBOTHOIO W (1/11) HEJTOBEYECKOFFO NMPONCXOXXOEHNA

MaTepmasnbl YXUBOTHOIO WMl YeNOBEUYECKOTO MPOVCXOXKAEHWUS B MeAVLIMHCKOM W3aenim
«Habop Hacaok K MeAUUMHCKMM  CTOMATO/OMMYecKM “YrbTPasByKOBLIM — annapatam»
OTCYTCTBYHOT.
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JleKapcTBeHHblE CPEeACTBA B MEAULIMHCKOM M3fennn «Habop HacafoK K MeAMLAHCKM
CTOMATO/IONMYECKMM YNbTPasBYKOBbIM annaparam» OTCYTCTBYHOT.

dapMaLeBTUUECKME  CYOCTaHLMM B MeAMLMHCKOM  n3fenunm  «Habop Hacamok K
MEeVLIMHCKAM CTOMATO/IOrMUECKMM YNbTPa3ByKOBbIM arnapaTam» OTCYTCTBYHOT.

CTEPUNNSALNA.

MeayLUMHCKOe M3aenue NOCTaBNsSeTCsl HECTEPUbHBIM. M3aenvie HeobXoauUMo nofBepraTh
OUMCTKE Mepef KaKabM  UCMonb3oBaHMeM. [locrie  TOro, Kak Hacaoky  OUMLLEHbI,
[E3VH(MLMPOBaHbI 1 BbICyLLEHbI, MX HEOBXOAVMO PasNoXKMTb MO MOPsiAKY B BOKCe, KOTOpbIi
[O/MKeH ObITb MOMELLIEH 1 3amneyaTaH B CnielyasibHbIiA MakeT, NPUroaHbIi Ans cTepunmsaLyn.

MNpenynpexaeHus:

He vcnonb3yiite CTaibHY0 MOYasTKy. M abpasuBHble YNCTALLME CPEACTBA 41 OUMCTKM
MEAVLIMHCKOrO M3aenus.

He ncnonb3yiite pacTBOpbI, CoAgpKaLLye oM UK XNop B 3HAUYMTEBHON KOHLIEHTpaLmi.

YpoBeHb pH MOHOLLWX 1 AE3VHPULMPYHOLLIMX CPEACTB A0/MKeH OblTh OT 7 10 11.

3apaxkeHHbIE 1 UCMO/b30BaHHBIE M3ENMA He NOMELLATe B KOPOBKY AN CTepUImM3aLmy
WK He MOIATE B MalLIHe.

MeTog npeaBapuTebHOV OYUETKM [O/MKEH WCTO/b30BaTLCS flEpe/ aBTOMATUHECKO
OUMCTKOMN.

MeauupyHCKoe 13fenve caeayeT TLATeIbHO OYMLLATL M MOABEPraTb KOHEYHOA
CTepunM3aLmn nepes 1Crosb3oBaHneM.

MapameTpbl CTEPUIM3ALAN 0BECTIEUMBAIOT [O/DKHYIO CTENEHb CTEPWIN3ALIN TOMBKO ANs
MPaBUIbHO OYMLLIEHHBIX MEAUUMHCKUX U3AENIA.

[Mpy aBTOMATUYECKOMMIACTKe HacafKv CriedyeT BCTaB/ATb B CreLuasibHble AepxKaTen 4is
VHCTPYMEHTOB W/ B MajleHbKVe KOP3UHBI, YTOObI OHW He MOBPEAWINCH MPY YMCTKE.

cnonb3yiiTe NPOMbIBHONM [e3MH(EKTOP, KOraa aTo BOSMOXHO. VI36eraliTe neperpysa
KOP3VH /1 MOVKW NPW Y/IbTPa3BYKOBON YMCTKE WM KOP3UH MOHOLLE/ fe3nH(ULMpYOLLen
MaLLMHB!.

Bo Bpems ieueHUs BbITMpaiiTe KpoBb 1 ApYrie Gr1onornieckme XXmaKocT mim
3arpsi3HeHUs!, He NO3BOJIAA UM BbICbIXaTb Ha MOBEPXHOCTSIX.

Mo 3aBepLUeHM NPOLEAYPbI NeYeHNs 3arpsisHeHHoe 060pyAoBaHUe CrieayeT HaKPbITh
BNAXKHOW CaNIPETKOM, VCKMIOYMB, TakM 00pa3oM, erQ BbiCbiXaHue. CrneayeTt OTAe/UTb He
3arpsi3HeHHbIE U3AENNA OT 3arpsi3HEHHBIX, UTOGbI MCKMIIOUMTb 3apaXkeHme NepcoHasa
OKPY)KatoLLel Cpefpl.

Mpou3BoAUTENb HE HECET OTBETCTBEHHOCTYA 3a MPOLIECCHI CTEPUAN3aLIMM, KOTOPbIE
BbINO/HAET KOHEUHBIA MO/Mb30BaTENb WM 3aKa34uK, He Creflys pekoMeHAaLMsM RPOV3BOANTENS.

OrpaHuyeHue Mo UMKIaM O4UCTKN

MOBTOPHbIE LMKMbI 06PabOTKM, BK/AOMAOLLWE MPOMbIBKY BPYYHYHD, Masio BAMSIOT Ha
ngenve. -Cpok mx cn>"0bl OMpefensieTcs: CTerneHbH0 M3HOCA W MOBPEXAEHWA B MpoLecce
1CMOMb30BaHS

XpaHeHve 1 nepeBo3Ka.

3arpasHeHHble M3Lenvs HeOOXOAWMMO TPaHCTOPTUPOBATb OTAENLHO OT He3arps3HEHHbIX,
4TOOBI N36eXKaTb 06LLEro 3arpA3HeHNs:

[MoAroToBKa K NpeaBapUTeisHOM 04MCTKe

PeKOMeHAYeTCA YNCTUTb M3MAeAKE KaK MOXHO paHbLLie Moc/e WX VCronb3oBaHus. 3nenve
[O/DKHbI  OblTb OCMOTpPEHbI U ~0BCMy)KeHbl He TMO3Xe 4Yem .Yepe3 [Ba 4vaca rMocne Wux
CTIO/b30BaHMA.

Mepes 0YMCTKONM M Noc/e KDKAOro 1CMob30BaHWS OTBUHTIATE HacaaKy C NepeaHein vyactu
HaKOHEYHMKa 1 NMOMECTUTE ee B COOTBETCTBYHOLLMIA KOHTENHEP.
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MpenBapuTenbHas 0UMCTKA-PYYHO Crocob.

O6opynoBaHWe: MArkast LLeTKa, MATKUIA epLUIMK WK CaNeTKa, He OCTaBNSAoLLME BOJOKOH,
LUNPUL, NMUMNETKa WX BOLAHON MICTOET, LLEMOYHON oUncTUTeNb (pabounin pacteop 1-'3 %).
YNbTPa3BYKOBOW OUACTUTESb.

1 MmHYyTa

10 MuHYT

1 MnHyTa

4 MUHYT

1 mmHyTa 30 CeKyHA

MpOMbITb U3AeNMe MOL, XONI0AHO MPOTOYHOM BOLOWA.

Mpyi NOMOLLM MATKOM LLETKM, EPLUMKA W He OCTaB/IAOLLEN
BOJIOKOH CanheTKN YAaUTb OCHOBHYIO Ipsisb. MACM0Mb30BaTh
LUNPWLL, MUMETKY WM BOAAHON MCTOMET U LLEAOHHON W
SH3UMHbIA OYUCTUTENb 15 NPOMbIBKM KaHasia-Hacaakw.
cnonb3ys yAbTpasByKOBYHO BaHHY, BbifepyaTb MeaULHCKOe
V3enve He-MeHee [eCSTN MUHYT B CBEXKEM BHOBb
MPUrOTOB/IEHHOM PacTBOpE LLENOYHOro oumcTuTens. Cnefosarb
pekoMeHAALIMAM MPOM3BOANTENS, KacarowXCcst BpeMeHU
3KCMO3MLMM, KOHLEHTPaLMK, TeMMepaTypblv Ka4ecTsa BoAb!.
MpOMbITb U3aenMe NOg, X00AHOW NPOTOUHOM BOJOM.
cnob3oBath LUNPKL, MUNETKY WM BOAAHOW NUCTONET ANs
MPOMBIBKW KaHana ans HaCagKm.

MpOMbITL 1 NPOAE3NHMLMPOBATL/MEAVLIMHCKOE U3eNKe,
WUCIIO/Nb3Y$ LLEIOYHON OUUCTUTE L. [pK MOMOLLM MSAMKOI LLETKM
WIN epLUMKa yaaMTb TPA3b C NOBEPXHOCTK. [MpomoiiTe
MeaVLMHCKOE M3aenmne Nog BOLOV BO M36exaHMe
PacnpoCTPaHeHVs 3arps3HSAIOLLMX BELLIECTB B BO3AyXe

MpOMbITb U3AeNMe B AENOHN3UPOBAHHON W OYULLIEHHOW BOJE.
lcnonb3oBath LWUNPWL, NUNETKY WK BOAAHOW NUCTONET ANs
MPOMbIBKM KaHasia 151 HaCaAKM.

BusyanbHO 0CMOTPETb MEAWULMHCKOE U3fenve.

MoBTOPATL MpoLeAypPY A0 NOMHOMO yAaneHNs BCeX BUA0B
BUAUMBIX 3ar psi3HEHWIA B-KOHLE NPOMbITb M3genne B
[eVNOHM3MPOBaHHOW MM OYMLLIEHHOR Bofe. O6CYLLINTL. U3aenne
NPV NOMOLLM MSTKOIA.HE OCTaBNSAOLLIEN BOpCa CalheTKA- UMM
MEAVLMHCKOr0 Y/CTOrO CXKaToro Bo3ayxa

ABTOMaTUYeCKasa oUNCTKa

Tabnuua 11
B

[MpepBaputen” 2 MUHYTbI XonofHasa BoAONpoBoAHasA BOAA

MPOMbIBKa

Moiika 2 MVHYTBI lopsvas BoJa M3 MOL KpaHa C TemrepaTypoin
Boie  40°C.  Menmonb3oBaTb  LLEMOYHON
OUMLLIAOLLMIA pacTBop.,

HeiATpamzaums 5 MUHYT [Opadas Boja U3, TOj KpaHa ( 40°C) c
HeNTpan3yoLLym CpeacTBOM npu
Heo6XoANMMOCTH

[TpombIBKa 2 MUHYTbI JvctunnvpoBadHas WM OYMLLEHHAA Boda C

Temnepatypoii Bbiile 40°C
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Cyluka 40 MUHYT MEV Temnepatype 90°C

Tepmuyeckas Ae3vHpeKUUS.
Tepmunueckan gesnHgekumsa nposoautca npy 90°C B TedeHWe He MeHee NATN MUHYT.

MpeacTepnnnsaunoHHaa o04YNCTKa

Mpy 3aMauMBaHN UK KMMSYEHUN B MOOLLIEM PACTBOPE M3AENNS MOMHOCTBIO MOFPYKatOT B
PaCcTBOP MOIOLLIETO CPEACTBA, 3aro/HAs UM KaHaslbl W MOMOCTY M3AENMIA.

MoViKy W3[enniA  OCYLLECTBMISIOT C MOMOLLBIO eplla, BaTHO-Map/eBbIX TaMIOHOB,
TKaHEBbIX CaNDETOK; KaHa/bl M3AENNIA NPOMBIBAIOT C MOMOLLbHO LLMPKLIA.

Tabnuuya 12
Cpepactso KoHueHTpauus Temneparypa Bpemsi 06paboTku
pacTtBopa,% paboyero
pacTtsopa
[JexkoHekc 50 dd 15 He meHee 18 °C 40 MUH

("Bopep Xemu
Al LLseiuapns;

Crtepunusauyms

Crepunn3oBaThb M3LeNne MOXHO, UCMOsb3ys METOA CTEPUAM3aLIMA NapoM Mog
136bITOYHbIM fJaBneHnemM 0,22 MIa B napoBoM cTepunmsatope (astoknase) (ISO 17665 nm
OTeYeCTBEHHbIE CTaHAAPTbI)..PEKOMeHAaLMN NpeACTaB/eHbl B Tab/InLe HKe

Tabnmua 13
MpopomKNTEeNbHOCTD TemnepaTypa Bpemsa cyLIKn

He meHee 18 MUHYT 132- 134 °C 15-20 MuHyT

MpofomknTebHOCTL Cywk oT 15 A0 .20 MMHYT B 3aBMCMMOCTU OT_C/edyHoLLmX

KpUTEpUEB:
. TN MaTepuasia YMakoBKKM, 0OECNeuMBatOLLMIA CTEPUNbHBIA  Gapbep,.. MM XKECTKVE
KOHTeNHepbl MHOrOKPaTHOMO UCMO/b30BaHMS;

KO/IMYECTBO Napa;

MaTepvasibl MEAULIMHCKOrO M3aenis;

O6LLNIA BeC;

TEXHNYECKIME XapaKTePUCTVIKV CTEPUNN3ATOPA;

NPaKTVIKK, NMPUMEHSIEMbIE B BaLLIEM-PErVIOHE;

pasHoe BPeMsi OXNXKAEHNS.

MpoBepka
pl/ls,u,eﬂm [O/MKHbI ObITb OCMOTPEHbI HAa HaM4ME OCTaBLUMXCS. 3arPsA3HEHUI, PXXaBYVHbI,
3aTyrnneHns, 0becLBeUMBaHNs UK FOBPEXAEHWIA.
Mepen 06pabOTKOM U CTepUAM3aLMEN OUMLLEHHBIX U3AENNIA YOeauTeCh, YTO OHN YUCTbIE,
HE UMEtOT NOBPEXAEHUI 1 PYHKLUMOHMPYIOT HaZiexalmm o6pasoMm.
YTUNnM3NPoBaTh MOBPEXAEHHbIE U3AENNS, He CMa3blBaTb.
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CPOK CNY>XXbbl

CpoK  Clyx6bl  MeAWLMHCKOro  u3genms  «Habop HacagokK K MeAyiLHCKUM
CTOMATO/IOrMUECKMM Y/bTPa3BYKOBbIM arnnapaTtam » cocTas/seT 10 fieT.

B cBAi3M C TEM, YTO He HEBO3MOXXHO YCTaHOBWTbL MaKCVMabHOE YC/I0 BOSMOXKHbIX
MPOLIEAYP, KOTOPOE MOXKET GbITh OMPE/AENIEHO MHOTVMY MapaMeTpamu, TaKUMM Kak
MPOAOCMKMTENBHOCTb MCMOMb30BaHWS, TBEPAOCTb 3yOHOV aMan, NPUIOXKeHHas CiMa 1 K3HOC,
MPOM3BOAUTENb PEKOMEH/YET MeHSTb HaMbOsIee YacTo MCMo/b3yeMble HacazKu He pexe 0fHOro
pasa B rof. Hacazky criefyeT 3aMeHWTb, eCi BUGpaLmMst HacadKy He COOTBETCTBYET 3aaHHOM
yacToTe, annapar paboTaeT HeMpPaBU/bHO, MPOLEAYPa 3aHUMAET 60/bLLE BPEMEHW, YeM 0BbIUHO,
WM pe3ynbTaT He JOCTUTaeTes.

[NTeNbHOE MCMOMb30BaHNE MEAVLMHCKOTO u3genmst «Habop Hacafiok K MeaVLMHCKVM
CTOMATO/IOrMYECKVM Y bTPa3BYKOBbIM® -afinapaTam» MOXET MPUBECTU (K)Er0 ECTECTBEHHOMY
M3Hocy. Mbl HAcTOSTENIbHO HE COBETYEM M3MEHSITb KOHCTPYKLWKO. HacaooK MyTeM WX
06TaumMBaHMs, CrmbaHKs WM KakAM TOAPYTIM CrIOCOBOM.

TPEEOBAHUSA K TEXHAYECKOMY OBC/TYXKVBAHIAKO 1 PEMOHTY
MEAVLIHCKOrO U3LE/NSA

Mpy HEOOXOAMMOCTUN CBSXKWUTECH C MOCTABLUMKOM MEAULMHCKOro u3fenunda. He cnefyet
CAaBaTb MeOULWMHCKOe W3Ae/ME B PEMOHT APYrMM CrieupanmeraM, Tak Kak B pesysbTare
HEKauYeCTBEHHOIO PEMOHTA .M3LeNNe MOXET MPeACTaB/IATb “OMaCHOCTb /19 MO0/b30BaTeNs U
MaLyeHToB.

B cnyyae COMHEHWiA~ CBSXKUTECH C aBTOPU30BAHHLIM MOCTaBLUMKOM WM C LEHTPOM
rnocnenpogaxHoro obcnyxmsaHna SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNOBUA TPAHCIMOPTUPOBKW, XPAHEHNA N SKCIIJTYATALUUA
YNakoBaHHYH/ MPOAYKLWMIO CIeyeT XpaHWUTb B.CYXOM Y YACTOM NMOMELLEHNN, [Je
UCK/TKOYeHa BEPOATHOCTL NoMafaHus NPAMbIX CO/THEYHbIX Jlyyeid, BpeAHbIX BELLECTB, Bfarv v
ype3MepHOro MoBbILLeHMe TeMrepatypbl. Icnonis30BaTh CHavasta NPOAYKLMIO C MEHBLUNM

CPOKOM FOLHOCTM.
YcnoBug XpaHeHus
TemnepaTypa oKpyxatoLLel cpefpl: o1=20°C go + 70°C

OTHacuTeNbHas BNaxxHoOCTb: 10% - 100%, BkoYas KOHAeHcaT
ATmMOoCcepHoe fasneHve: 500 rlMa go-1060 rfa

YCRoBUSA TPaHCMopTUPOBaHNA

Temnepatypa TpaHcnopTuposannd ot -20 o +70 °C
OTHocuTeNbHaA BnaxkHOCTb Bo3dyxa 10—100 %, BkIOYasA KOHAEHcaT
ATMOCepHOe faB/eHne ot 500 rfMa go 1060 rfMa

Ycnosus akcnyataumm:

Temnepatypa akcnnyataumm ot + 10 °C go + 40 °C
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OTHocuTenbHasA BnaxkHocTb: oT 30 4o 75 %
ATmocdepHoe aasneHve: 800 rlMa go 1060 rla

TPEBEOBAHUA K YTUTN3ALINA

MegvumHckoe wu3genvie  «Habop HacafjoK K MeAMUMHCKMM  CTOMATOJIOrMYecKym
YNbTPa3ByKOBbIM annaparam» oTHocutcs K Knaccy b B cooteeTctBum ¢ CaHlnH 2:1.3684-21 n
JO/MKHO O6bITb YTWIM3MPOBAHO B COOTBETCTBMM C NpaBWfamy, [EVCTBYHOLWYVIMA B CTpaHe
YTUNN3aUMN M3LeNns. YTUNU3NPYIATE 3arpsisHEHHbIE U3AENMS B COOTBETCTBUM(C MECTHLIMU WA
rocyfapCTBeHHbIMU NpaBuIamMy yTUAM3aUumM 61onormyecky onacHbIX OTXOL0B.

Mpy yTUAM3auum 3arpsisHeHHbIX YacTel HageBaiTe nepyaTkul.

Bce ynakoBOYHble MaTepviasibl MOCTaBASEMOrO U3MeNA He HaHOCAT Bpefa OKpYXKatoLLei
Cpefe 1 Noanexxar BTOPUYHOIN nepepaboTke.

FAPAHTAAHASA HOOPMALINA

N3roToBuTENb HECET OTBETCTBEHHOCTb B OTHOLLUEHMM MEQMLIMHCKOrO U3Aenns 1o
OTCYTCTBMIO [e(heKTOB U COOTBETCTBUS 3asiB/IEHHBLIM MPOU3BOAUTENIEM XapaKTEPUCTUKaM, Mpu
COG/MOLEHNN YCIOBUIA TPAHCMOPTUPOBAHNS, XPAHEHNS 1 NMPUMEHEHIS.

Ecnm Bac He y0BNeTBOPSET AaHHOE MEAMLMHCKOE M3LENNe AN Y BaC BO3HUKN XXasio0bl
WM NPOG/IEMbI, CBA3AHHbIE C MPUMEHEHEM MELULWHCKOIO M3AeNNs, NOXayiCcTa, CBIKUTECH C
HallMM MpefcTaBUTe/leM B Ballleli CcTpaHe. [JOMOMHMTENIbHO Mbl MPOCMM  Bac  YKasathb
NOEHTU(DUKALMOHHBIA 1 CEPUAHBbIA  HOMEP MEAMUMHCKOrO-. U3AeNns, CBOK)  KOHTAKTHYHO
MH(OPMALIMIO, BK/KOYas MMS, U HOMEp TeniehoHa, a TakkKe- MoApo6HYH MHGOpMaumo o
npo6iemax, € KOTOPbIMA Bbl-CTONKHY/IC.

MEPEYEHb MNMPMEHAEMbIX NMPOV3BOAUNTENIEM (M3 OTOBUTEIEM)
MEANUMNHCKOTI O N3AE/TNA HALUMOHAYIbHBIX CTAHOAPTOB

Mpov3BoauTeNb 3aABASET, YTO  MEAMLMHCKOe wu3denme «Habop Hacafok K MeguUMHCKAM
CTOMATO/IONMYECKVM. Y/IbTPa3BYKOBbIM arnaparam». 0TBeyaeT TpebosBaHusaM EN SO 13485,
MOMHBIA CMIMCOK MEXKAYHAPOAHbIX TPeboBaHWiA NPeAaCTaBNSETCA MO 3anpocy.

PEKJTAMALINA

Mpon3BoAUTENb:

SOCIETE) POUR LA CONCEPTION=DES APPLICATIONS DES"TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LLeCTBO N0 pa3paboTKe FAPUIOXKEHNIA A1
3NEKTPOHHOI TEXHUKMN. AKLMOHEPHOE OOLLECTBO YMPOLLEHHOO THMNA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17.ABeHto0 MocTas dindhens, 3u Ay Psp 33700 MepuHbsK, PpaHLus).

MeecTo npov3BOACTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du-Phare 33700 Merignac, France
CATEJEK, rpynna komnaHuii-AKTEOH

(17 ABeHto Itoctas Avidens, Sy @ap 33700 MepuHbsK, PpaHLms)

OpraH13aLms, NPUHUMALOLLIS Ha-TeppUTOpUK Poccuiickoit defepativv NpeTeHsun ot
noTpe6uTeneli Mo KauecTsy MeAULIMHCKOrO U3AeNns:
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PYKOBO/CTBO M0 3KcnyaTaUuumn Ha MeAULIMHCKOE 13aenune

Habop Hacagok K MeAULIMHCKMM CTOMATO/IOMMUYECKMM Y/bTPa3BYKOBbIM
annapaTam

13 Habop HacafoK K MeguUMHCKMM CTOMATOMOMMYECKUM Y IbTPas3ByKOBbIM arnaparam
PERFECT MARGIN SHOULDER KIT B cocTase:

-Hacagka PMS1-1 wr/ym;

-Hacagka PMS2-1 wr/ym;

-Hacagka PMS3-1 wr/yn;,

-Hacagka PM4-1 wr/yn;

-YHMBEpPCa/bHbIA CTalbHOW Kntod -L-LLT/yn;

-MeTa/IIMYeCKas NoLCTaBKa-1 LTF/YIT;.
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NHopMaLms 0 MegULMHCKOM M3aeNni.
HanmeHoBaHMe MEOQNLMHCKOTO U3AENnNA:

Habop HacafoK K MeAULMHCKUM CTOMATO/IOrMYeCKM Y/bTPa3ByKOBbIM @nnaparam:

Habop HacafoK K MeOUUMHCKUM CTOMATOMOrMYecKUM Y/bTPasByKOBbIM ) arnaparam
PERFECT MARGIN SHOULDER KIT B cocrase:

-Hacagka PMS1-1 wr/yn;

-Hacagka PMS2-1 wr/yn;

-Hacagka PMS3-1 wr/yn;,

-Hacagka PM4-1 wr/yn;

-YHVBEPCa/IbHbIA CTA/IbHOM KoY -1 WiT/yn;

-MeTa/IInyecKasn NoAcTaBka-1 Wwr/ym;

(Janee no TekcTy Habop( jHacagoK K  MEAVLMHCKUM.,. CTOMATO/OMYECKUM
yNbTPa3BYKOBbIM anmnapaTam)

Mpon3BOANTEND:
SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES

ELECTRONIQUE, Société par actions 51TplA11ée (O6LLeCTBO MO PaspaboTKe MPUNOXEHWIA 41

3M1EKTPOHHON TEXHMKM. AKLMOHEPHOE 06LLECTBO YNPOLLEHHOMO TUMA)
17 Avenue Gustave Eiffel/Zi.Du Phare 33700 Merignac, France

(17 ABeHto IMocTaB dindienss, 3u Ay ®ap 33700 MepuHbsK, PpaHLmSs).

MecTo nNpon3BOACTBa:
SATELEC a company.of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac; France
CATEIIEK, rpynna komnaHuii AKTEOH

(17 ABeHto IMtoctaB diidpens, 3m Ay ®ap 33700 MepnHbsak, PpaHLms)

YNONHOMOYEHHBIV NpeLcTaBUTe b MPOU3BOAUTENS Ha TeppuTopun Pd:

WM HopkuHa! Mapraputa BaneHtuHoBHa (Macnopt P® 4511 194312, BblgaHHbIiA
OtgeneHvem Y®MC Poccum no rop. Mockse 110 palioHy J1eBoGepeXxHbIid, AaTay Bblaaun
13.07.2011 r, ko noapasaeneHus 770-022)

125195, r. Mocksa, yn. benomopckas, 24,3, <148

TenedpoH:+7.495 1501323,

HasHaueHne MEAMLIMHCKOrO U3enus:

Habop_ HacagoK K MeVLUMHCKVM JCTOMATO/IOrMYECKUM  YNbTPa3ByKOBbLIM — anrnaparam
npegHasHauyeH [/ COBMECTHOM paboTbl €, annapaTtaMy CTOMATO/IOMMYECKUMN AN8  CHATUS
3YOHbIX OTAOXKEHWUI W [N1F KOCTHON XMPYPEAN.

[Toka3aHus

* “Hanmuue 3y6HOro KamHsa Ha-3ybax (fledeHve 1 NpouniaKTnKa)
* 3abosnieBaHUsA NapofoOHTa (AEYEHME 1 NMPOPUNAKTIIKA)
* YXo[ 3a MnnaHTamy 1 pectaspaLimns 3y6os
o YXyaueHve QyHKUMKM 3y60B ( ledeHre 1 NpodrnaKTKa)
* YepHbli1 NUIMEHTHbIN HaneT
Xupypruyeckvie MaHUMyaumm:
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* YpaneHue 3y00B;
VmnnaHTaums.
* XuVpypruyeckme BMeLlaTeNbCTBa (OCTEOTOMMSA, OCTeOnIacTvka, CUHLECMOTOMYS,
OT/eNleHVe MemMbpaHbl 1 BOCCTaHOB/IEHVE 06beMa KOCTU B YEMKOCTH).

lNpoTrBONOKa3aHWA

He nofiexknt ucnosb30BaHWIO /19 CeAYOLLMX TPy NaLmeHToB:
MnagfeHupbl

» bBepeMeHHble W KOPMALLME XKEHLLWHBI U3-3a OrPaHNYeHN, CBA3aHHBIX C BOSMOXHbIM
1CMNO/b30BaHMEM MeANLIMHCKNX PacTBOPOB, TaKMX KakK aHECTETUKU

o [MaumeHTbl C MeAVLMHCKMMM PUCKaMI (OCNIOXKHEHWSMN)

* [MaumneHTbl C annepruei

» Hamume annapata 419 WCKYCCTBEHHOrO MOAAEPXaHUA puTMa Cepaua wim apyrmx
BXVB/IEHHbIX CTUMY/IMPYHOLLMX YCTPOICTB.

* [MaTonormyecku BbICOKas YyBCTBUTE/IbHOCTb IMAN.

» 3aboneBaHusa cepaua

* BpPOHXWT B XpPOHMYECKOI (hopMe 1n GpOoHXMasbHas acTma

* PecnupatopHble H(EKLA:

Mo60ouYHble aelicTBUA 5
B0O3MOXXHO MVHVMa/IbHOE MOBPEXAEHNE MSAMKMX TKaHER, 06pa3oBaHME aspo30/bHOMO
06/1aKa BOKPYT HacafiKyi, COEePXKaLLIero MUKPOGbI, KOTOPbIE 3arPsA3HSAIOT BO3AYX B KAGMHETE.

Mepbl NPesoCTOPOXKHOCTU

V3pnenve npefHasHayeHo 4na UCMO/b30BaHUA UCK/IOUUTENILHO BMECTe C MeAULMHCKUMM
annapatamMn SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LLECTBO N0 pa3paboTKe MPUIOXKEHWUIA A/1s
3NEKTPOHHOA TEXHWKN: AKLMOHEPHOe OO6LLECTBO YAPOLLEHHOrO TuMa) (Janee MO0. TeKCTy
SATELEC) n ynbTpasByKoBbIM HaKOHeYHMKOM npemssBoactBa SATELEC. Vicnerns3oBaHue
V3genvie Apyrux nNponsBoauTeNen NPUBESET K NMOBPEXKAEHNIO MEAULMHCKOrO U3AE/US.

MeauuVHCKO.) 3fene HeoOX0AMMO CTEPMAN30BaTb Mepes, KaKAbIM MCMo/b30BaHUEM B
aBTok/aBe. OTBETCTBEHHOE 3a CTepUIN3aUMIo /INLO NO/MKHO MCMONb30BaTh MOAXOAALLYO A4
CTEPUNM3ALMN _YIaKOBKY, OfHOPa30Bble CTepWIM3aLUMOHHbIE MNakeTbl (CUETEMY 3alWTbI
CTEPUNBLHOCTM) B-COOTBETCTBUM €O CTaHaapToM-I1SO 11607. Cneautsb 3a Tem, Yrolbl U3genmve He
conpuKacasiocb) C ApyrmMn npeamMeTamu, KOTOpble MOTYT MOBPEAUTb WX AOBEPXHOCTb WK
CUCTEMY 3aLNTbI CTEPUSIBHOCTM.

He npeBbIlwaTh PeKOMEH0BaHHbIA A/IA-HaCaf0K PexXUM annapara.

He BKPYy4vBaTh 1 He BbIKPYUMBATL HACAAKW MPW BKIOYEHHOM HaKOHEYHUKE.

MpOEBOANTL OUUCTKY, AE3VHMEKLMIO 1 CTEPWIN3ALIMIO MEAVLIMHCKOrO U3AENMA He MO3Xe Yem
Yepes [Ba-4aca rocsie 1Cro/b30BaHuA.

[Jepxxatb B nose 3peHnss MeCTo NPOBeSeHNS NpoLeaypsbl

AN CHWKeHNA puUCKa, faXe CaMOro He3HauMTeNbHOro, MOMB3YMTECH OTCAChIBAOLLMM
YCTPOWCTBOM (C/IFOHOOTCOCOM) W HanOMUHaNTe MauMeHTy, YTO Ciefy€eT AbllaTb Yepe3 HOC.

MaumeHT JO/MKEH COXpaHsTb CAGKOWCTBUE, paccniabuTbCs, COXPaHATb HEMOABKHOCT,
3aHATb YA00HOE MOMIOXKEHVIE, /1EXa.B CTOMATO/IOMMYECKOM KpeCTe.

TonbKo Bpay MOXET peLuath, 0yAeT /M OH OKa3biBaTb MeAULUHCKME YCNYry NauneHTam.

MoTeHUMabHbIe NOTPEBUATENN MEAULIMHCKOTO U3aeNNS
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MeAULMHCKOe  M3fenMe  NpefHasHauyeHo [Afs  WCMO/b30BaHUS  CTOMATOMIOMOM ™~ i
CMEeLManMCToM Mo NIEYEHNIO 1 MPOTE3VPOBaHNIO 3y6OB. HacTosllee U3genve npeaHasHaueHo
TONMBKO /11 MPOECCUOHANILHOTO MPUMEHEHWS.

OMUCAHVE MEAVNLUMNHCKNX U3AENA NCMNOb3YEMbIX COBMECTHO.

1 «Annapar CTOMATOMOrMYeCKUin ANA CHATUA 3YOHBIX OTNOXEHWIA cepuit Newtrons,
(Annapat CTOMATOMOrMYECKUA A1 CHATUSA 3YOHbIX OT/IOKeHWA Newtron Booster;HakoHeuHrK
Newtron, AnnapaTr CTOMaTONIOrMYecKUiA Anst CHATUS 3yOHbIX OTI0XKeHWn Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoauTcs B npouecce rocyAapCTBEHHOM PerucTpaumum Ha
Tepputopun P®) npomssoacTea SATELEC, ®paHums.

2. «Annapat CTOMaTo/IorMyeckuii Ans KocTHon xmpyprum PIEZOTOM CUBE» (Annapar
CTOMATO/IONMYECKNin ans KocTHoW xupyprunsPIEZOTOME CUBE, HakoHeuHuk CUBE LED)
(PernctpauyunoHHoe yaooctoeepeHve Ne P3H 2021/14297 ot 13.05.2021r.), npov3BoACcTBa
SATELEC, ®paHums

3. «AnnapaT CTOMATO/OrMYECKNIA (A1 CHATUSA 3YOHBIX OT/IOXKEHWIA.C NPUHAAIEXXHOCTAMM»
(AnnapaT CTOMaTO/OrMYECKUIA 41 CHATSA 3YOHbIX OT/IOXEHWIA C NPUHAANEXHOCTAMU: Mogenb
P5 NEWTRON XS, HakoHeuHuK -Suprasson)( PeructpaumoHHoe- ygoctoBepeHre NedC3
2007/00914 ot 21 pekabps 2007r.), mponssoacTea «Carenek C.A.C.», PpaHums

4. «CTOMATOMOrNYeCKUin annapar PIEZOTOM c NPUHALNEXHOCTAMM»
(Ctomatonornyeckmii annapat PIEZOTOME B BapuaHTax mcnosHeHus: PIEZOTOME SOLO
LED, HakoHeuHrK Piezotome Solo, LED), (perucTpaupoHHoe yaocTtoepeHne Ne P3H 2013/859
ot 12 mona 2013r.), nponssogcTBa «Carenek.C.A.C.», dpaHums

5. «bnok CTOMATONOFMYECKUIA AN CHATUA  3YOHbIX  OT/IOXKeHUA  Xinetic ¢
npuHagneXxHocTamMm»  (BNoK-. CTOMATONOrMYecKUiA A1 £ CHATUA  3YOHbIX  OT/IOKEHWIA
Xinetic,HakoHeuHMK Suprasson), (perucrpauuoHHoe yoocTtoBepeHne NeP3H 2013/858 ot 12
mona 2013r.), npoussogcTsa«Cartenek. C.A.C», dpaHLus

MPHUWE JENCTBUNA MEONUMHCKOIO N3AENNA

MpuHUMN AeACTBUS.

MpyHUMN AeACTBIA MEAMLMHCKOIO U3AENNS 3aK/IH04aeTCs B TOM, YTO OT OCHOBHOFO-6/10Ka
Ha Y/bTPa3BYKOBOM €TOMATO/MOMMYECKNIA HAKOHEUHWUK MOJAETCA  3/IEKTPUYECKMIA CUrHa,
reHepypyeMblin  annapaTtoM. HakOHEYHUK CBsA3aH C-=MeAMLMHCKMM anmapaTtoM MoCPeacTBOM
LUHypa. B ero coctae-BXOAUT KepaMUYECKMIA Mbe303AEKTPUYECKUIA NpeobpasoBaTesib; KOTopbili
TpaHCHOPMUPYET ( BNEKTPUYECKUA CUrHAN B )IbTPasByKOBYHO BMOpaumto. MexaHnyeckast
BMOpauUus nepeaaeTcs CTOMATO/IONMYeCKON HacaKe; YCTaHOB/IEHHOWN Ha KOHLIE Y/IbTPasByKOBOIO
HaKOHEYHVIKa

OKA3AHVE MEAUWUNHCKNX YCNYT

MoaroToBKa K paboTe MeAULMHCKOro U3aenis

CocTaBnstolie HeoOXoAMMO OuMLHaTb, AE3MHAULMPOBATL W CTEPWUNA30BaTh MNEpes
Ka)K[IbIM, “MCMO/b30BaHMEM. YCMOBUSI OYUCTKW, AE3NH(EKUMM W CTEPUIM3ALIMN YKasaHbl B
COOTBETETBYHOLLIEM pa3aenie PyKoBOACTBA-T10 SKC/TyaTaLym.

132'c 134C
if}

Hagnexxalas Brbpaums Hacagk-npeanonaraeT ee HaaeXHoe 3aKpeneHne B HaKOHEYHVIKE
6e3 Hpe3mMepHOro faeneHVs Ha ymop. Hacagky Heobxoaumo 3afkevpoBaTb B HAKOHEUHWKE C
FOMOLLbHO YHMBEPCA/IBHOIO CTa/IbHOMO K/IkHoUa 1 06ecneunTb HafeXXHoe 3aKpersieHre Hacaiku B
HakOHeuHVKe And Hacagok (Pyc.1). Ype3MepHblId 3aKUM ‘HACagKM MOXET MPUBECTU K
FOBPEXKAEHNIO HACAAKM WM HAKOHEYHMKA.



(0-

Puc.1

Bbi6op HEOOXOAVMON Hacafik OCYLLIECTB/ISETCA TO/IbKO CTOMATO/1I0roM.
Y6eanTech, UTO BblGPaHHKIA PEXM COOTBETCTBYET BbIOPAHHON Hacagke.

3aBepLLeHe paboThl

[Mocne 3aBepLLEHMA [IpoLEeaypbl

1 OTCcoeauHNTE Hacaaky;

2..BbIN0OMIHNTE OYUCTKY M CTEPUINZALNIO MEAULIMHEKOrO M3AeNns, Kak OnucaHo B rnase
CTEPUNMUBALMNS.

YKaszaHuA No TeEXHUKe pa60Tb| C HacaakKamMu:

Bo Bpems 06paboTKM 3y60B HacafKy CreayeT fepXaTb MO KacaTe/bHON K FIOBEPXHOCTU
3y6a;
* HukorgaHe aepxuTe HacagKy NepreHAVKYASpPHO 3y6HOIR amanu;

[BUrainTe. HaKOHEYHUK Harofobue ABMKEHUS KWUCTbIO C He3HauMTebHbIM GOKOBbLIM
[aBNIEHEM; .
lpv (paboTe € HacagkamMn WCMOAb3YWTE TO KOMMYECTBO MppUraLmKM, KOTopoe
PEKOMEHAYETCA /1 BbIOPaHHOM HaCaaKMu;
 [lepes 1crosb3oBaHNEM BU3YalbHO TIPOBEPLTE COCTOSHME HACALKY;
 [lpn paboTe Bceraa HageBaiTe MEAMLIMHCKYIO MacKy W MepyaTku.

OMUCAHVE KOHCTPYKTUBHbBIX OCOBEHHOCTEN MEAVLIMHCKOIO
V3OENA

B cocTaB MeOMUMHCKOrO (M30eNns BXOOAT Hacafku sk COBMECTHOW paboTbl ¢
MEANLMHCKAM  YNbTPa3BYKOBbIM (@rnapaTtoM 1, B 3aBMCUMOCTY .OT BapuaHTa WCMO/HEeHs
Habopa, MOryT BXOAWTb; YHWBEPCA/IbHbIA CTa/lbHOW K/HOY M METa/IIMYecKas MoAcTaBka Win
AVIHAMOMETPUYECKMIA KU CUHWIA 1 aBTOK/IaBUPYEMbIA NNacTUKOBbIA GOKC. Kaxkaas Hacafika
MIMEET CBOWM KOHCTPYKTVBHbIE~OCOOGEHHOCTM, XapaKTepUCTUKM M pPeKOMeHIyeMoe MpuMeHeHue

Mpy MpoLeAype.
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Habop HacafoK K MeAULMHCKMAM CTOMATO/IOMMYECKMM YIbTPa3BYKOBbIM arliapaTam
PERFECT MARGIN SHOULDER KIT:

Hacagku: PMSI, PMS2, PMS3, PM4.

. Hacagka PMSI-C anmasHbIM MOKPbITUEM, MPSIMON M/IOCKNIA KOHUMK. Vcnenb3yeTcs ans
YMCTKY C NOC/IELYHOLLE 06pabOTKON.

. Hacagka PMS2-C anmMasHbIM MOKPbLITVEM, MPSMOIA NIOCKWIA KOHUMK. VAeRonb3yeTces 4
UNCTKM Ge3 prCKa MOBPEXAEHNS, a TaKkKe [/151 MOSIMPOBKM

. Hacagka PMB83-IpsmMoii NIoCKWiA KOHUMK, Tnagkas. Mcnonb3yeTcs’ and (UHULLHOWM
MO/IMPOBKM 1 06PabOTKMN.

. Hacagka PM4-KoHnyeckasa Hacafka, C arMasHbIM MOKpbITVeM. lAcnonb3yeTca A

OYNCTKN CTEHOK KOPHEBbLIX KaHa/10B W NOANPOBKN.

Hacaaxa PMSL

Hacagka PMS2 ? Hacanka PM4

Puc.2 BHelwHwin Bug, Hacagok PMS1, PMS2, PMS3, PM4 Ha6opa HacaloK K
MeAVLIMHEKMM CTOMATO/1I0rMYeCKUM Y/IbTpasByKoBbIM annapatam .PERFECT MARGIN
SHOULDER KIT.e

Hacagka PMS3

. YHVBEPCaNbHbI CTa/IbHOM KMFOY NpeAHa3HaueH 151 HaIeXXHOLO -3aKPENEHNst HaCalKn B
HAKOHEYHVIKE, a TaKKe ANt OTCOeANHEHNS HAaCaAKW NPeACTaBNeH Ha pUeyHKe 3
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Puc.3 BHELLHWIA BUR YHUBEPCA/IbHOI0O CTa/TbHOM0 K/koua

MeTannmueckasi MoAcTaBKa WMMEET CU/IMKOHOBbIE KOMbLia U OTBEPCTUS ANSl HACAIOK.
O6reryaeT paboTy C HacagKamm, NPeACTaBeHa Ha pPUCYHKe 4

Puc. 4 BHeLUHWIA. BIA MeTa/1/IMYECKOW MOACTaBKMU

TEXHUWYECKUE XAPAKTEPNCTUKN

TEXHNYECKME XapaKTEPUCTVKM MERULIMHCKOTO M3aenus «Habop HacaaoK K MeAMLIMHCKMM
CTOMATOMOrMYECKM  Y/bTPa3BYKOBbIM.' annapatam» MpeAcTaBieHbl.) B TaO/MLE  HIDKE:
MpvBeeHbl rabapuTHble pPasMepbl HacaooK, PEXUM annapata, MPUMEHSEMbIA Mpy paboTe
HacaoK, COBMECTMMbIiA CTOMATOMOFMYECKIMIA annapaT, a TakKe PEXM MppUraLyn Hacaaxm.

1 Hacagka PMS1 (Tabnuua 1).

Tabnvua 1
FabapuTHbIe a 40+ 02 Mv
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pasvepbr* b 30.0 + 0.5 mm

C 100+ 0.5 mm

d 10+ 0.2 Mm

el 50+ 0.2 vm
Macca 092+0,10 r
Pexkum annapara 15
Vippuraums

r
[ N 17 mn/MUH = 1 Mn/MUH

Ycunme u3BneyeHus He meHee 20H
Ycunue AN BCTaBNEHNS "
3aKpen/eHns He Gonee 30K

Annapat CTOMAaTO/OrMYECKUIA; 411 CHATMA 3YBHbIX
OTNIOXEHWI cepym-Newtron;
COBMECTUMbIA  CTOMATO/IOMMUECKMiA Annapar CTOMAaTO/OrMYeCKUiA-ANsA CHATUA 3yOHbIX
annapar OT/IOXKEHWI C NPUHAANIEXXHOCTAMM;
BM0OK CTOMaTONOrMYECKUIAANA CHATUSA 3yOHbIX
OTNOXKeHWiA XineticC MpUHaaIeXHOCTAMM
* O603HaueHMe rabapyTHbIX pa3MepoB NPeACTaB/IeHO Ha PUCYHKe

()

Puc.5
2. Hacagka-PMS2 (Tabnumua 2).
MabapuTHBIE a 40+ 0.2 Mm
pas3mepbr* b 30.0 + 0.5 mm
c 100+ 0.5 mm
d 10+ 0.2 Mm
el 50+ 0.2 Mv
Macca 092+0,10r

PeXum annapata 10
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Vippuraups

/\ 19 mn/MuH £ 1 ma/MUH
Ycunune n3BneyeHns He meHee 20H
Yceunve NS BCTaB/EHUA n
3aKpenyieHus He 60n1ee30H

Annapar CTOMaTOo/0rMYeCKniA ANsi CHATUSA 3yBHbIX
OTNOXeHMIA cepum Newtron;
COBMECTUMbI ~ CTOMATO/IOTMYECKUIA  Annapat CTOMATO/IONAYECKNIA AI-CHATUS 3yGHbIX
annapar OTNIOXEHWIA C MPUHASIEXHOCTAMY;
BNOK CTOMATONOMMYECKUIA A/IS-CHATUS 3YOHbIX
OTNOXeHWIA Xinetic ¢ NPUHaANEXHOCTAMM
* O603HaueHVie rabapuTHbIX pa3MepoB TPeACTaB/eHO Ha PUCYHKE.

LL 3=5
Puc.6
3. Hacagka PMS3 (Tabnuua 3).
Tabnmuya 3
"abapuTHble a 4.0+0.2 Mv
pasvepbI™ b 30.0£0.5 mm
c 100+ 0.5 mm
d 1.0+ 0.2 Mv
Macca 0,92 £0,10 r
Pe>xum anmapara 8
Vppuraums
/1\ 20 M/MVH £ 1 MA/MUH
Ycuave nssnedeHns He meHee 20H
Yevinve ans BCTaB/IeHUA n
3aKper/ieHns He &nee 30H

COBMECTUMbIA ~ CTOMATOMOTMYeCKUin ~ Annapar CTOMATONOMMUYECKUIA ANS CHATUSA 3YOHBIX
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annapar OTNOXeHW cepumn Newtron;
Annapar CTOMaTo/IorM4ecKunii 41 CHATUA 3YOHbIX
OT/NIOXKEHWUIA C MPUHAL/IEXXHOCTAMU;
BMOK CTOMATONOMMYECKWIA AN CHATS 8YOHbIX
OTNOXeHWI Xinetic ¢ NPUHALIEXHOCTAMM

(M)

Puc.7

4. Hacagka PM4 (Tabnuia4).
rabapuTHbIE a 4.0+ 0.2 Mv
pasMepbI* b 30.0+ 0.5 MM

¢ 10.0+ 0.5 mm

d 1.0+ 0.2 Mm

el 5.0 + 0.2 MM
Macca 0,92+0,10r
Pexkum annapata 15
Vippuraums

E
17 mn/MunH £ 1 MA/MUH

Ycunve 13BneyeHns He meHee 20H
Ycunve ana BCTaB/leHWA n
3aKpen/ieHus He 6onee 30H

Annapat CTOMaToNOrMYEeCKUiA) ANA CHATUS 3YOHbIX
OTNIOXeHUIA cepuin Newtron;
COBMECTUMbIA  CTOMATO/IOMMYECKMIA’  AnMapaT CTOMATO/ONNYECKMIA ANist CHATUS 3yGHBIX
anrapart OTNOXEHWIA C MPUHAIEXXHOCTAMM;
B/10K CTOMaTONOrMYeCKNn AN CHATUSA 3y6HbIX
OTNIOXKeHWIA Xinetic-C NpUHALIEXHOCTAMM
*(0603HaueHVe rabapyTHbIX pasMepoB MPeACTAaB/NEHO HA PUCYHKE.
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d
Puc.8
Cvimson PacLumgposka CymMBON Paclumgposka  CumBon PacLumdpoBka
KanenbHas CpepHas Bbicokas
r vppuraums CKOpOCTb CKOpOCTb
r vppuraumm F vppuraumm

« /\ I\

B Tabnmue—5 AN HacafoK YKasaHbl LLEPOX0BATOCTb U TBEPAOCTL Mo POKBEN/y.

Tabnuuya 5
Hacagka LLIepoxoBarocTb TBepaocTb Mo
Poksenny
PMS1, PMS2, PMS3,, PM4 He 6onee 0;8MKM 52-54 HRC
Hwxe npefcTasneHa yacToTa, nepefaBaeMas 0T HAKOHEUHMKA K HacafKe
YacTota, KI'L} Annapat (HakoHeuHMK 515 annapara)
O124.0 po 37.0 Annapar CTOMATONOTMUECKWIA ANS CHATUS 3YBHbIX

OT/IOXEHWIA cepumn Newtron;
Annapar-cTOMaTo/IOrMYeCKniA 418 CHATWA.3YOHbIX
OTNOXEHW C NPUHALIEXHOCTAMM;

BNoK cTOMaTOMOrMYecKunin 419 CHATUSA 3YBHbIX
OTNIOXKEHMIA Xinetic ¢ NpUHaLIEXXHOCTAMMN

B TabAMLax Hke NprBeeHbl TEXHUYECKME XapaKTEPUCTVIKM OCTafibHbIX COCTAB/ISHOLLIX
MeAVLHCKOrO 13aenms

YHMBepCanbHbIli CTanbHON Kntod (Tabnuua 6):

"abapnTHble pa3mepbl, MM (30.0x28.0) £ 1.0
Macea 190r+10r

MeTannmyeckaa noacraBka:

Tabnuua 7
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MabapuTHbIE Pa3mepbl, MM (100,0x40,0x40,0) £ 2.mm

Macca, 1 1000+£5,0 r
Konunyectso ayeek 6
MATEPUNAJIbI
Tabnuua 8
Hacazka Matepuan
Hacaaka MeavurHCKasa HepxaBetoLLana CTarlb
PMS3 KorbLo MonutetpadtopstwieH (PTFE)
AnmvasHoe Het
MOKPbITVE
Hacaaka MeayuMHCKas HepxaBeroLias CTarb
PMS1,PMS2, PM4 KoneLio MorwmreTtpadhropatwieH (PTFE)
AnviasHoe AV
MOKPbITVE

Matepuanbl, KOTOpble MCMO/Mb30Ba/IMCL NPX MPoM3BoACcTBe MeTannmuyeckoli noacTaBKuy,
YHMBEPCAIbHOMO CTa/IbHOTO K/toua MEAVLIMHCKOTO M3aenus,, yKasaHbl B Tabnuuie 9.

Tabnuua 9

VeTepvian

YHVBEPCa/IbHb I CTa/IbHOVA MepLyHCKan

K/THOY HepXXaBetoLLias
CTarb

MeanumHckas

MeTanmueckass  <OPMYC  HEPKABEtOLLaS
MNoAcTaBKa CTa/b
Konbuo CUIVKOH

MAPKNPOBKA

Xpyrkoe, 06paLLaTLCH OCTOPOXKHO

bepeyb OT Bnaru

Bepx
7]
Homep no katanor
REA P Y
LOT Homep napTim
CE€1 CooTBeTCIBYET AMpeKkTMBaM CE

CEMartmt

C € CootseTtcTByeT anpekTmsam CE
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[ata n3rotosneHus
[NAr

y M3rotoBuTEb

TemnepaTypHbIii AnanasoH
[nanasoH BaxKHOCTU

OrpaH14eHns aTMOCHEPHOTO AaBNeHNS

(V)

7
n S O6paTuUTeCh KMUHCTPYKLUMWN MO NMPYMEHEHNIO
m ConpoBogutensHas JOKYMeHTaLUWA B 31EKTPOHHOM [oCTyne
Dvctrantc Uur
' ' HecTepufibHO
t J
Rx Only: Mo denepansHoMy 3akoHy CLLA npofayka [aHHOTO v3aenvs
R X paspeLLieHa TO/LKO SINLIEH3VPOBaHHBIM BpaiaM WK M0 KX MOPYYEHMO
ONLY
KonyecTso B yrnakoBke 1 LuT.
KomyecTBo B yNakoBKe 4 LLT.
\ A \ PaspeLLeHo 1Cronb30BaTh B MOIOLLIEN, Ae3VHDULMPYIOLLEA MalLyiHe
L1191 TEPMUYECKON [ie3MH(EKLUA
132¢ CrocobHO BblAepXKaTb aBTOKAaBMpOBaHWe npyn 132°C
14 ¢ Cnoco6HO BblAepaTb aBTOK/MaBMpoBaHue npu 134°C

He ncnonb3oBath NpUTIOBPEXXAEHNN YNaKOBKM

L J

LI

Homep ynakoBKW . OTCEXMBaHWA

MH®OPMALIMSA O HANMYAW B MEAVLIMHCKOM U3AEIN
NIEKAPCTBEHHOIO CPEICTBA 19 MEAVLIMHCKOIO FIPUMEHEHWS,
MATEPWAJIOB YXVBOTHOIMO U (/1) YE/TOBEYECKOIO MPOUICXOXKIAEHS

MaTepuasnbl XUBOTHOMO WM YEMOBEUYECKOTO MPOUCXOXAEHUS B MEAVNLIMHCKOM W3Aenim
«Habop- HacaooK K MEAMLMHCKAM. CTOMATO/IONMYECKMM  YNbTPasBYKOBbIM — arnapatam»
OTGYTCTBYHOT.

JleKapcTBeHHble CPEeACTBA B-MEAULIMHCKOM U3genn «Habep-HacajoK K MeavLHCKUM
CTOMATO/IONYECKVM Y/bTPasBYKOBBIM annaparam» OTCYTCTBYHOT.

dapmaLieBTYECKME CYBCTaHUMM B MEAMLMHCKOM  M3feunm  «HaGop Hacagok K
MEAMLMHCKM CTOMATOMOrMYECKM Y bTPa3ByKOBbIM arrnapaTtam» OTCYTCTBYHOT.
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CTEPUNUNIALNA.

MeaULMHCKOe M3aenne NOCTaBNSETCS HECTEPWIbHLIM. V13aenve HeobXoaMMo ROBepraTh
OUMCTKE Mepef KaKObIM  WCMONb30BaHWeM. [locne  Toro, Kak — Hacaakm '/ QuuLLeHbl,
[E3VH(MLMPOBAHBI 1 BbICYLLIEHbI, X HEOGXOAMMO Pa3foXWTb MO MOPSAKY B GOKCE, KOTOPbI
[0/MKEH BbITb MOMELLIEH W 3areyaTaH B crielyiasibHbili MakeT, NPUroAHbINA 41 CTEPVAM3ALN.

[MNpeaynpexaeHns:

He v1cnonb3yinTe cTa/lbHYt0 MOYa/IKy Wi abpasvBHbIE YMCTALLME CPELCTBA /11 OUUCTKU
MEAMLIMHCKOro 13aenus.

He ncnonb3yiTe pacTBOPbI, COAEPXALLWIE 104, WK X/I0P B 3HAUUTE/bHOI KOHLIEHTPaLMK.

YpoBeHb pH MOOLMX Y Ae3VHPULMPYHOLLMX CPELCTB AO/MKEH ObITh 0T/ 7 1o 11.

3apaXkeHHble 1 1COb30BaHHbIE U3AENNS He MOMeLLaliTe B KOPOOKY [y CTepuinsaumm
W He MOTe B MalLMHE.

MeToj, npeABapuUTe/IbHON OUMCTKIA-[JO/HKEH MCNO/b30BaTLCS Nepes aBTOMaTUYeCKO
OYMCTKOM.

MeauLMHCKOe U3fienne cnefyeT TLIaTeIbHO OYMLLETL U NOABEPFAaTh KOHEYHOM
CTEPUNM3aLMN NePES UCMONL30BaHUEM.

MapameTpbl CTEpUM3aLMM QBECTIEUMBAIOT AO/HKHYIO CTEMEHb.CTEPUIN3ALIAM TOMBKO /14
NPaBUIbHO OYMLLIEHHBIX MEAVLMHCKUX U3LENNIA.

IMpy aBTOMaTUYECKOI YNCTKE HACcafKM CriedyeT BCTaB/sATh, B CrieLmasibHble fepykaTenn 41a
WNHCTPYMEHTOB WM B Ma/1eHbKVE; KOP3VHbI, YTOObI OHN He MOBPEAWINCH MPY YNCTKE.

cnonb3yiiTe NpoMbIBHOM Ae3HEKTOP, KOrfa 3T0 BO3MOXHO. V136eralite neperpysa
KOP3WH 419 MOIKM NpY yNbTPasByKOBOIN YNCTKE WM KOP3VH MOOLLIEH/ Ae3VHMLMPYIOLLEV
MaLLWHbI.

Bo Bpems neveHns.BbITVpaiiTe KPoBb U Apyre G1UOIOFMYECKUE XUAKOCTN U
3arpasHeHNs, He Nno3Bo/IgS-MIM BbICbIXaTb Ha NMOBEPXHOCTAX.

Mo 3aBepLUeHUM NpPoLieaYPbI NleYeHns 3arpsi3HeHHOe 060pyJ0BaHE CrieflyeT HaKpbiTh
BNXKHOM Ca/i(heTKO, MCKMOUMB, TakmM 06pa3oM, ero BeicbixaHue. CrefyeT OTAe/UTb He
3arpsA3HEeHHbIE U3AENMA OT 3arpa3HEHHbIX, YTOOb! CK/MAUNTL 3apaXKeHVie nepcoHasia u
OKpY>KatoLLe cpeapl.

[Mpon3BoanTesb He HeCET OTBETCTBEHHOCTU 38 APOLECChI CTEPUIN3ALIN, KOTOPbLIE
BbIMO/THSAET KOHEYHbIV N0/b30BaTESb WM 3aKa34UK, He Crieflys peKOMeHAaUMsaM NpOu3BOAUTENS.

OrpaHuyeHue no uMKiam 0UUCTKU

MoBTOPHbIE LMK/IbI 06pabOTKKM, BK/OYAKOLLME MPOMbIBKY BPYYHYHO, MaJo BAMAKOT Ha
usnenve. Cpok’ UX Cnyx6bl OnpefensieTcs -CTeneHbl0 U3HOCA W MOBPEXAEHWNA B MpoLiecce
MCMO/b30BaHUA

XpaHeHue 1 NepeBo3Ka.

3arpsa3HeHHble M3aenMs HeO6XOAMMO TPaHCNOPTUPOBaTb OTAE/bHO! OT He3arpA3HEHHbIX,
4TOObI M30EXKATb OOLLEro 3arpA3HEHNS.

[1oAroToBKa K npeLsapuTe/IbHOM OUNCTKe

PeKoMeHyeTCA YACTUTb U3Le/NE KaK MOXKHO paHbLLe Moc/e UX MCHo/b30BaHus. V3nenve
[O/MKHBI  ObITb OCMOTPEHbl WM OGC/AYXEHbI He MOKe YeM 4Yepe3’ [Ba Yaca Mocre KX
CMOAb30BaHWA.

Mepes, O4NCTKOM 1 NOC/e KXKAOMO UCMO/b30BaHNA OTBUHTUTE HacafKy C NepesHein YacTu
HaKQHeYHVIKa 1 NMOMECTUTE ee B CAOTBETCTBYHOLLMIA KOHTENHED.

MpeaBapuTenbHasi OUUCTKA-PYHHO Crocob.

O6opyaoBaHMe: MArkas LeTKa, MArkuiA epLUvK Win caheTka, He OCTaB/IAoLLYE BO/IOKOH,
LUINPUL, NNETKA WA BOASHON FINCTONET, LLEMOYHOM o4ncTuTens (pabounii pacteop 1- 3 %).
Y/IbTPa3BYKOBOWA OUNCTUTESTb.
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1 MuHyTa

10 MuHYT

1 MnHyTa

4 MUHYT

1 mmHyTa 30 CeKyH[,

Ta6nwnya 95

MpOoMbITb M3Aenne Nnog X0N04HON MPOTOYHO BOAOA.

Py NOMOLLY MSAMKOI LLETKW, epLUMKa WM He OCTaBNSHOLLIENA
BO/IOKOH CaheTKM yAa/MTb OCHOBHYHO rpssb. Vcronib3oBaTb
LUNPpWL, NANETKY W BOAAHOW NUCTOMET W LLENOYHOM, MK
SH3UMHbIA OUNCTUTESb A1 NMPOMBIBKM KaHasia HaCaaKMu.
cnonb3ys ynbTpasByKOBYHO BaHHY, BblaepXaTb MeANLMHCKOE
U3enve He MeHee JeCAT MUHYT B CBEXXEM BHOBb
NPUrOTOB/IEHHOM PacTBOPE LLEOYHOro ounctutens. Cneaosarb
PeKOMeHaLYSAIM NPOV3BOAMTENS, KaCatOLLWIXCA-BPEMEHN
3KCMO3ULWY, KOHLIEHTpaUyK, TeMnepaTypbl N-KayecTsa BOfpbl.
MpoMbITb M3AeNMe NOA XOM0AHOM NPOTOYHO BOLONA.
cnonb3oBath LUNpuL, NANETKY WX BOAAHON MUCTONET /1A
MPOMbIBKI KaHaa 41 Hacafku.

MpOMbITH) 1 NPOAE3VHPMLIMPOBATL MEAUIMHCKOE U3aeNKe,
1CMOb3YA LLENOYHON 0UUCTUTENb. [P IOMOLLIM MAMKOM LLETKM
M EpLLIMKA YAaMTb MPAi3b C NOBEPXHOCTY. MpomoiiTe
MeAWLMHCKOE U3eNne Noj BOLON BOM36exaHwe
PacAPOCTPaHEHNS 3arpA3HSAIOLLMX BELECTB B BO3AYXe
MMPOMbITb M3AeNne B AEVOHU3MPOBAHHOM WM OUMLLEHHON BOAE.
Mcnonb3osaTb LUNpWL, NUNETKY MA BOAAHON NUCTONET 411
NPOMbIBKM KaHa/a Ans HacaaKy

Bu3yanibHO 0CMOTPETb MeAULMHCKOe V3Lenie.

MoBTOPATL NpOLEeAYPY A0 NOAHOIO YAaneH!s BCEX BUAOB
BUAVMbIX 3arpsisHeHWiA. B KoHLe NpoMbITb U3aenne B
[EVNOHN3MPOBAHHON U O4uLlieHHON Boge. OBCyLUnTL U3feAve
NPV NMOMOLL MSATKOI He OCTaB/sIOLLIE/ BOpCa CanteTKy uin
MEAVLIMHCKOTO YACTOro ©KaToro Bo3ayxa

ABTOMaTUYEeCKad O4YNCTKa

Tabnunya 96

MpeagapuTeibHast 2 MUHYTbI XonofiHas BOJONPOBOAHaA BOAA
NPOMbIBKa .
Moiika 2 MUHYTBI lopsvast BoAa M3 Mof KpaHa ¢ TeMnepaTypoi

HeliTpanuzaums

MpombiBKa

CytiiKa 40 MUHYT

2 MUHYTbI

Bolie  40°C.  Vcnonb3oBaTb  LLEMOYHOM
OYMLLIAIOLLINIA pacTBOp.

lopsavas Bojga u3 Mog KpaHa ( 40°C) ¢
HETPa/IN3YHOLLIMM CpeLCTBOM npu
Heo6Xo4MMOCTH

AvicTunnnpoBaHHas =W OYMLLEHHas BOAA C
TemnepaTtypoli Bbilie 40°C

Mpu Temnepatype 90°C

TepMmuyeckasa ge3anHpeKyNs.
Tepmuyeckas aesnHgekums nposogutces npy 90°C B TeUeHVe He MeHee NATA MUHYT.
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MNpeacTepmnnsalmoHHasa 0UMUCTKa

[py 3aMaunBaHAM WM KUNSYEHWM B MOIOLLIEM PACTBOPE W3AENNS MOMHOCTLIO NOTPYXKaoT B
PaCcTBOP MOHOLLIEro CPEACTBa, 3aro/Hss M KaHaslbl W NOMOCTI U3AEMIIA.

MoliKy M3fenuiA OCYLLECTBNSAOT C MOMOLUBHO €epLia, BaTHO-Map/eBbiX. TaMMOHOB,
TKaHEBbIX CA/IIETOK; KaHa/lbl U3AE/NiA NMPOMbIBAKOT C MOMOLLbHO LLINPMLA.

Tabnvua 97
CpepcTso KoHLeHTpauusa Temneparypa Bpems 06paboTku
pacTeopa,% paboyero
pacTsopa
[JekoHekc 50 PP 15 He meHee 18 °C 40 MUH

("Bopep Xemu
A", Lseliuapus;

Crepunusaupsa

Crepunn3oBaTb U3Lenve MOXHO, MCMOMb3ys METOL CTEPUIN3ALMN NapoM Nog,
136bITOYHbIM fJaBneHvem 0,22 MIAa B napoBom cTepunmsatope (asToknase) (ISO 17665 win
OTeYeCTBEHHble CTaHAAPTbI). PekoMeHAaUMM NpeACcTaB/ieHb! B TaGAMLE HIDKE

Tabnmua 98

NpopomKNTENBEHOCTL Temnepatypa Bpems cyLLKn

He meHee 18 MUHYT 132-1134 °C 15-20 MuHyT

MpopomKNTENLHOCTL CyWKM OT 15 g0 20 MUHYT B 3aBUCMMOCTW OT C/eAyHOLLMX

KpUTEepYieB:
. TN MaTepuana YnakoBKW, OGEeCreumBatoLUniA CTEPUNbHBIA  Gapbep, WA XKECTKUE
KOHTeNHepbl MHOFOKPATHOr O MCMO/b30BaHNS;

KO/INYECTBO Napa;

maTepuanbl MeAULIMHCKOTO U30eNng,

06LLINIA-BEC;

TEXHUYECKUNE XapaKTEPUCTUKK CTEPUIN3ETOPA;

NPaKTUKKW, NpYMeHsieMble B BaLLeM PervioHe;

pa3Hoe Bpems OX/1aXKAEeHUS.

NpoBepKa
pl/lsp,eﬂma AO/MKHbI ObITb OCMOTPEHbI HA Ha/IMUME OCTABLUMXCS 3arPS3HEHNIA, PXKaBUMHbI,
3aTyrn/IeHns, 06ecLiBEUMBAHNS U NMOBPEXAEHWIA.
Flepen 06paboOTKOM U CTEPUNM3ALMEN OUULLIEHHBIX M3OENNIA YOEAUTECH, UTO OHU YUCTbIE,
He MMEIOT MOBPEXAEHUI N (DYHKLOHUPYIOT HaZ/lexallumM obpasoMm.
YTUnn3npoBaTh MOBPEXAEHHbIE M3AeNNs, He CMasblBaTb.

CPOK CNY>Xbbl
CpoK  ClyXKObl  MeAMLMHCKOTO  u3germs  «Habop  Hacaok K MeAULIMHCKUM

CTOMATO/I0MMYECKNM Y/bTPa3BYKOBbLIM annaparam » coctasnset 10 ner.
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B CBAA3Y C TEM, YTO HE HEBO3MOXHO YCTaHOBUTb MakCHMa/IbHOE YMC/0 BO3MOXKHbIX
MpoLieayp, KOTOPOe MOXET ObITb OMpesesieH0 MHOTUMM MapameTpamu, TakMM Kak
MPOLO/MKUTENBHOCTb UCMOMb30BaHWSA, TBEPLOCTb 3yOHON 3Masin, NMPUMOXKeHHas cuna W ASHOC,
NPON3BOANTESb PEKOMEHAYET MEHATL HavbOosIee YacTo MCMOo/b3yeMble HaCaAKN He PeXXe O4HOro
pasa B rof. Hacagky creflyeT 3aMeHuUTb, v BUOpaLWsl Hacaflkvi He COOTBETCTBYET(3aflaHHOA
YacToTe, annapar paboTaeT HernpasuIbLHO, NMPOLEAYpa 3aHUMaET 60/bLLE BPeMEHN, YeM 0ObIYHO,
WM pesynbTaT He JOCTUraeTcs.

[vTenbHOe MCNoNb30BaHWE MeAULMHCKOro n3gemmns «Habop Hacafok K _MeayUMHCKVM
CTOMATO/IOrMYeCKMM  Y/IbTPa3BYKOBbIM annaparam» MOXeET MPUBECTU K ero.ecTeCTBEHHOMY
M3HoCcy. Mbl HACTOATENIbHO He COBETYEM W3MEHATb KOHCTPYKLMIO HaCafiokK nyTem uX
06TaumBaHuA, CrmbaHnsa UM Kakum TO LPYrM CrioCOGOM.

TPEBOBAHVISA K TEXHUYEGKOMY OBC/YXXVBAHUKO 14 PEMOHTY
MEOVILIMHCKOIO U3LENNSA

Mpy HEOOXOAMMOCTY CBSKUTECH C MOCTABLUMKOM MEAMLMHCKOTO U3fenvs. He cnepyet
CAaBaTb MefMUMHCKOe W3fenve BLPEMOHT APYrMM Creuvasvctam, TakK Kak B pesy/brare
HEKaueCTBEHHOr0 PEMOHTA W3[ENMe MOXET MPeACTaB/ATb OMacHOCTb /19 MO/b30BaTeNs U
MawyieHToB.

B cnyyae COMHEHWIA CBSXKMTECH C aBTOPM30BaHHLIM [IOCTABLUMKOM WM C LIEHTPOM
rocnenpogaxHoro obenyxxusaHus” SATELEC, www.acteongroup.coni

satelec@acteongroup.com

YCNoBUA TPAHCIIOPTUPOBKIW, XPAHEHWA N SKCIJTYATAUNN

YNakoBaHHYHO NPOAYKUMIO CNEeLyeT XpaHWUTb B CYXOM M UACTOM MOMELLIEHWN, rae
UCK/MKOYeHa BEPOATHOCTB NonafaHus NpsiMbIX CO/IHEYHbIX TyYeit, BpeHbIX BELLECTB, Blari M
Yype3MepHOro MNoBbILLEHME TeMmepaTypbl. VICnonb30BaTh-CHauaa NPOAYKLIMIO C MEHBLLM
CPOKOM FOAHOCTMW.

YcnoBua xpaHeHns

TemnepaTypa oKpy>xatoLLeii cpefbl: oT -20°C [o + 70°C

OTHocuTeAbHasA BlaxkHOCTb: 10% - 100%, BKIIO4Yas KOHAeHcaT

ATtmoctepHoe gasneHve: 500 rfMa go 1060 rTla

YCnoBUA TPaHCMopTUPOBaHWSA

Temnepatypa TpaHcnopTuposaHusa (0T -20 o +70 °C

OTHOcuTeNbHasA BNaXHOCTb Bo3ayxa 710100 %, BKo4as KoHAeHcaT

ATmMechepHoe fasneHve ot 500 ra go 1060 rlMa

YcnoBua aKcnyaTauun:

Temnepatypa skcnnyatauum or+ 10 °C go +40 °C

OTHocUTeNbHaa BNaXXHOCTL: 0T.30 A0 75 %

ATmoctepHoe aasneHue: 800.rfla go 1060 rfa

TPEBOBAHVA KYTW/TN3ALUA
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MeguumHckoe  u3genve «Habop HacaoK K MEAWUMHCKMM  CTOMAaTO/IOrMYECKUM
YNbTPa3BYKOBbLIM annapartam» oTHocuTcA K Knaccy b B cootBetcTBum ¢ CaHlunH 2.1.3684-21 n
[O/MDKHO ObITb YTUIM3MPOBAHO B COOTBETCTBMM C MpaBwuiamy, [LeNCTBYHOLWMMU (B CTpaHe
YTUIN3aLMA U3aenns. YTUInM3UPYTe 3arpsasHeHHbIe U3LeNns B COOTBETCTBUM C MECTHbIMU WK
rocyfjapCTBeHHbIMM MpaBuiaMn YTUIN3aLMM B1ON0TNYECKM OMacHbIX OTXOAOB.

Mpy yTUAM3aummn 3arpsa3HeHHbIX YacTeil HaaeBanTe nepyaTku.

Bce ynakoBOYHble MaTepuasibl MOCTaBNSEMOr0 U3AENMS He HAHOCAT Bpefa OKPYKatoLLEi
cpefe v NoA/exar BTOPUYHOA nepepaboTke.

FAPAHTUNHAA MHPOPMALINGA

3roToBUTENlb HECET OTBETCTBEHHOCTb B OTHOLLEHWM MEAULMHCKOrO U3genust o
OTCYTCTBUIO IECHEKTOB 1 COOTBETCTBYS) 3asiB/IEHHBIM MPOM3BOANTENEM XapaKTepuCTMKaM, Npu
COB/HOAEHMM YCIOBUIA TPAHCTIOPTVPOBAHIAS, XPaHEHWIS U MPUMEHEHUS.

Ecnv Bac He ya0BNETBOPSET JAHHOE MeAMLIMHCKOE U3Aenne Ui Yy Bac BOHUKM YKanobbl
W NPOG/EMbI, CBS3aHHbIE C NMPUMEHeHVEM MeaMLIMHCKOIO U3aenvs, foXanyiicTa, CBSKUTECH C
HalMM MpefcTaBUTeNIeM B Balleid./cTpaHe. [IONONMHWTENBHO Mbl) MPOCMM Bac YKas3aTbh
WOEHTU(DMKALMOHHBIA 1 CEpUIAHBIA- HOMEP MEAMLMHCKOTO M3AEANS, CBOK KOHTAKTHYHO
VHAOPMALMIO, BKMOYas WM W-HOMep TenedoHa, a Takke MOAPOGHYH WMH(OPMALMIO O
npo6riemax, C KOTOPbIMI Bbl CTOSTKHY/INCH.

MEPEYEHb NMPMEHAEMbIX NMPOV3BOANTEJIEM(N3IT OTOBUTEJIEM)
MEOANUVNHCKOIO NSOE/IMA HAUNOHAJIBHBIX CTAHOAPTOB

Mpon3BOAMTENb 3aBMISET;~YTO  MEAWUMHCKOe Wu3fenve/«Habop Hacaflok K MeLULMHCKVM
CTOMATO/IONMMYECKM  Y/TBTPa3BYKOBLIM annapatam» OTeedaeT TpeboBaHusAM EN ISO 13485,
MOMHBIA CMINCOK MEXAYHapOAHbLIX Tpeb0oBaHWiA NPeAoCTaBASETCA MO 3arpocy.

PEK/TAMALA

MpounssoguTe/b:

SOCIETE POUR LA CONCEPTION DES" APPLICATIONS DES TECHNIQUES
ELECTRONIQUE; Socidte par actions simplifiee (O6LecTBO N0 paspaboTke NPUAOKEHWIA 415
3NEKTPOHHON TEXHMKN. AKLMOHEPHOE 06LLECTBO YRAPOLLEHHOMO THMNA)

17 Avenue-Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 AseHto.[tocTaB Aiicpens, 3u Ay Pap 33700 MeprHbsK, PpaHLmS).

MecTo pon3BoLCTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynna komnaxuii AKTEOH

(17 AseHto IMocTas Aidens, v Ay.®ap 33700 MepuHbsiK, PpaHLS)

OpraHuzaums, NPYHUMAoLLAs Ha TepprTopumn Poccuiickoi deaepauyn-fpeTeH3Mm oT
NOTpeGuUTeneli No KavecTBy MeAULMHEKOIO N3aenus:

WM HopknHa Mapraputa /BaneHTuHoBHa (Macriopt Pd, 4511 194312, BblgaHHbIN
OtgeneHvem  Y®MC Poccum moqFop. Mockee Mo paiioHy J1eBOGEpeXHbI, AaTa Bbiaaum
13.07.2011 r, Kof noppasgenexus 770-022)

125195, r. Mocksa, yn. benomopckas, 24,3, 148

TenedhoH: +7 495 1501323.
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PYKOBO/ICTBO MO 3KCMNayaTaumMm Ha MeAULINHCKOE u3aenme

Ha6op Hacagok K MeAULMHCKMM CTOMATO/I0r MYeCKMM Y/IbTPa3ByKOBbIM
annapaTtam

14. Habop HacafoK K MeaULMHCKUM CTOMATO/IONMYeCcKMM Y/bTPasBYKOBbIM anmaparam
PERPECT MARGIN VENEERS KIT B cocTase:

-Hacagka PMV1-1 wrlyn;

-Hacagka PMV2-1 wir/yn;

-Hacagka PMV3-1 wr/yn;

-Hacagka PMVA4-1 wr/yn;

-Hacagka PMV5-1 wr/yn;

-Hacagka PMV6-1 wr/yn;

-YHVBEPCa/IbHbIN CTasIbHOM Kikou-1 wit/ym;

-MeTa/IINYeCKas nofcTaBka-1 wrlyn;.
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NH(opmauus o MeaULMHCKOM U3AeNNN.
HanmeHoBaHMe MEANLMNHCKOIo n3fnenmns:

Habop Hacafiok K MeAULMHCKUM CTOMAaTONOrMYeCKUM Y/ibTPa3ByKOBbIM: annaparam:

14. Habop Hacafiok K MefULWHCKUM CTOMATO/IOMMYECKUM YNbTPa3ByKOBBIM anmaparam
PERFECT MARGIN VENEERS KIT B cocrase:

-Hacagka PMVI-1 wr/ym;

-Hacagka PMV2-1 wrlynm;

-Hacagka PMV3-1 wrlynm;

-Hacagka PMVA4-1 wrlyn;,

-Hacagka PMV5-1 wriyn;

-Hacagka PMV6-1 wrl/yn,

-YHVBEPCA/IbHbIN CTa/IbHOM K/kou=L LLT/ym;

-MeTa/IIMyecKas nogcraska-1 Wi/yn;.

(Janee no TekcTy HaBoep Hacagok K  MeAVLMHCKMM:  CTOMATO/ONAYECKUM
y/bTPa3BYKOBbIM arrnapatam)

[MponssoauTens:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LuecTBO NO"pa3paboTKe NPUIOXKEHWIA ANs
3NEKTPOHHOW TEXHWUKKN, AKLMOHEPHOE OOLLECTBO YNPOLLEHHORO-TIMNA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac,.France

(17 Aento IMtocTaB Jigens, 3m Ay Pap 33700 MepuHbSK, DpaHLmA).

MecTo Npon3BOACTBA:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEIIEK, rpynna komnaHuii AKTEOH

(17 ABeHto ItocTas Jidpens, 3u Oy Pap 33700-MepuHbsk, PpaHLms)

YNONHOMOYEHHbIN NpeAcTaBUTeNb NPOU3BOANTENA Ha TeppuTopumn Pd:

WM HopkuHa Mapraputa BaneHTUHOBHa - (Macnopt P® 4511 194312, “BblAaHHbIN
OtpeneHviem  Y®MC Poccum no rop. MockBe- no paiioHy JleBoGepexHbIl; HaTa Bbigauu
13.07.2011 r,-kog noapasneneHns 770-022)

125195,F, Mockga, yn. benomopckas, 24,3,:148

Tenedon:+7 495 1501323.

HasHaueHue MeANLIMHCKOTO U3AeNus:

Habop Hacagok K MeAULMHCKMM-. CTOMATONOMMYECKUM Y bTPasBYKOBbIM  anmnaparam
npefHasHayeH /19 COBMECTHOM paboThbl C annapaTtamy CTOMATONOMMYECKUMM A1 CHATUS
3YOHbIX-OT/IOXKEHWIA N N1 KOCTHON XUPYPrn.

[Moka3aHus

Hannume 3y6HOro KamHsi Ha 3y6ax (fie4eHve 1 NpoqnnakTKa)
3aboneBaHust NapofoHTa (NleveHre 1 NPOPUIaKTNKA)

Yxop 3a vMniaHTamMy-4 pectaspaums 3y6oB

YxyaueHve yHKUMm 3y60B ( fiedeHre 1 MpopuNaKTrKa)
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* YepHbIin NMUTMEHTHbIV Hanet

Xupypruyeckvie MaHUynaLmm:

* YpnaneHuve 3y60B;

* VimnnaHTaums.

e Xupyprudyeckume BMeLLaTeNbCTBA (OCTEOTOMMS, OCTEOMN/IaCTUKA,  CUMHAECMOTOMUS,
OT/eNeHne MeMbpaHbl 1 BOCCTaHOB/IEHVE 06bEMA KOCTY B YEHOCTH).

MNpoTnBoNoKasaHWA

He nog/iexxmT ncnonb30BaHWIO 419 CeLyroLLmMX rpynm nauveHTos:

* MnageHupl

» bepemeHHble 1N KOPMSALLME YEHLLIMHBI 13-3a OFPaHNYEHWIA, CBA3AHHbIX C BO3MOXHbIM
MCMO/b30BaHNEM MEAMLMHCKMX PacTBOPOB,. TakMX KakK aHECTETUKU

o [MaumneHTbl C MEAULMHCKMMM prcKamm (OCOXHEHMAMM)

o [MauweHTbl C annepruei

» Hannuve annapata Ans UCKYCCTBEHHOTO MOAJEepXXaHUA puTMa cepaua wiv Apyruix
BXMB/EHHbIX CTUMYMPYIOLLMX YCTPOCTB.

* [MaTon0rnyeckmn BbiCOKas YyBCTBUTEILHOCTbL IMASTN.

 3aboneBaHus cepaua

* BpOHXUT B XPOHWMYECKOW GIOpMe 1N BpOHXMabHast acTva

* PecnuvpartopHble NHDeKLN.

Mo60oYHble AEVCTBUS
BO3MOXXHO MWHUMaNbHOE, MOBPEXAEHNE MSArKUX TKAHEW, 06pa3oBaHME aspo30/bHOr0
06n1aKa BOKPYT HaCafIkvi, COAEPXKALLIEr0 MUKPOBbI, KOTOPbIE 3aTPA3HAIOT BO3AyX B KabMHETE.

MepbI NPeLoCTOPOXKHOCTH

W3genve npegHasHavyeHo 419 MUCMO/b30BaHWS UCKIOUMTENIbHO BMECTE C MeANLMHEKUMM
annapatamn SOCIETE POUR LA CONCEPTION DES-APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Saciété par actions simplifte (O6tuecTBO no pa3paboTke MPUNOXKEHWIA AN1S
9NEKTPOHHON TEXHUKM. AKLMOHEPHOE O0OLLECTBO YMPOLWEHHOr0 Tuna) (ganee (Mo, TEKCTY
SATELEC) un yneTpa3ByKOBbIM HaKOHEYHMKOM' Mponssoactea SATELEC. Vicnosb3oBaHue
V3genvie Apyrux npovi3BOAVTENEN NPUBEAET K MNOBPEXAEHNIO MEAVLMHCKOIO U3AEeNS.

MeonUMHCKOE M3Aenve HeOoOXOAUMO CTEPUAM30BATh Mepes KaxkabIM MCMofb30BaHVWEM B
aBTok/aBe. OTBETCTBEHHOE 3a CTEPUM3ALMIO IMLO LO/MKHO WCMOMb30BaTh NOAXOAALLYHO AnA
CTepunM3aumnn’_ynakoBKy, OfHOPa30Bble CTEPWIN3ALMOHHBbIE MaKeTbl (CHACTEMY 3alWTbl
CTEPWILHOCTY) B COOTBETCTBUM €O CTaHaapTomM-1ISO 11607. Cneautb 3a TeM, 4T00bI U3aene He
conpvKacanocb C ApYyrumy rpeameTamu, < KOTopble MOryT MOBPeauTb WX HOBEPXHOCTb WK
CUCTEMY 3aLLUTbI CTEPU/IBHOCTW.

He ripeBbIwaTh PEKOMEH/AOBaHHbI [Afis HAaCafoK PEXXMM annapara.

He BKpy4vBaThb 1 He BbIKPYUMBATbL HAGaKN MY BK/IOYEHHOM HaKOHEYHUIKE.

[MPOBOAUTL OUUCTKY, AE3VHEKLIMIO W-CTEPUIN3ALWMIO MEAVILIMHCKOTOVIBZENNS He MOKe YeM
Yepes ABa Yaca rnocre UCrosb30BaHYA.

JepxaTtb B nose 3peHnsi MeCTO APOBeAEHUA MPOLeaypbI

L9 CHWKEHMA pUCKa, OaXKe€amoro He3HauMTeIbHOro, MOJ/b3YNTECh OTCAChIBAOLLMM
YCTPOVCTBOM (C/IFOHOOTCOCOM) W HANOMMHAWTE MaLlyeHTy, YTO ClIefyeT AblllaTh Yepes HOC.

MaumneHT JO/MKEH COXPaHATL-CAOKOMCTBUE, PacciiabuTbCs, COXPaHATb HEMOABMKHOCTb,
3aHATL YA06HOE MOMOXEHWE, fieXKa B CTOMATO/IOMMYECKOM KpeCTTe.

TONbKO Bpay MOXET peLLaTh, 6yeT /I OH OKasblBaTb MeAVLIMHCKME YCNYT NaLyieHTaMm.



MoTeHuuanbHble NOTPEOUTENN MEANLIMHCKOIO U3AeNM S

MeauUyHCKOe  M3aenMe  NpefHa3HayeHo Ans  MCMOMb30BaHWMS  CTOMATONIOFOM W
CreuyanncToM Mo NIEYEHNO 1 NPOTe3MpoBaHMIO 3y60B. HacTosiee m3fenve npegHa3HaueHo
TO/MbKO /191 NPOHECCHOHANIBHOTO NMPUMEHEHMUSI.

OMVUCAHVE MEONLIMHCKUX U3AENNIA NCMNOMb3YEMbIX COBMECTHO.

1 «Annapar CTOMATONIOrMYECKUA [N CHATUA 3YOHbIX OTNOXEHWUIA cepht Newtrons,
(AnnapaT CTOMaToMIOrMYeCKNiA A4S CHATMA 3yOHbIX OTIOKeHMIA Newtron Booster, HakoHeuHUK
Newtron, Annapar CTOMaTONOMMYECKUIA /19 CHATUS 3yOHbIX OTNIoKeHuin Newtron PS5 B.LED,
HakoHeuHrk Newtron Slim B.LED) ( HaxoguTcs B NpoLecce rocyfapCTBEHHOI perncTpauymn Ha
TeppuTopum P®) npomnssoacTea SATELEC, dpaHuys.

2. «Annapar CTOMaToNornyeckuii ang KocTHon xupypriim PIEZOTOM CUBE» (Annapart
CTOMATO/IOrMYecknin ang KoctHor xupyprimu PIEZOTOME CUBE, HakoHeuHvk CUBE LED)
(PernctpaumoHHoe ypoctoeepeHne No-P3H 2021/14297 ot 13.05.2021r.), npowu3BoACTBa
SATELEC, ®paHuus

3. «Annapar CTOMATO/IOrMYECKUIA. QNS CHATUSA 3YOHbIX OT/IOKEHWIA-C NPUHALNIEXHOCTAMIY
(AnnapaT CTOMATONOMMYECKWIA AN CHATUS 3yOHbIX OT/IOKEHUIA C NPUHAANEXHOCTAMM: Mogeb
P5 NEWTRON XS, HakoHeyHVK “Suprasson)( PeructpauuoHHoe. yaoctoBepeHe NodC3
2007/00914 ot 21 pekabps 2007r.),(mponssoacTtea «Catenek C.A.C.», PpaHums

4, «CTOMaTONOrNYeCcKuid annapart PIEZOTOM c NPUHAL/IEXKHOCTAMM
(Cromatonornyeckuii annapat RIEZOTOME B BapuaHTax ucrofgHeHuns: PIEZOTOME SOLO
LED, HakoHeuHuK Piezotome Sole LED), (peructpaumoHHoe yaoctoBepeHue Ne P3H 2013/859
ot 12 mona 2013r.), npounssoacTea «Catenek.C.A.C.», dpaHLus

5  «bnok CcTOMaTONOFMYECKUIA AN CHATUA  3YOHbIX OTNOXKEeHMA  Xinetic €
npuHagieXxHoctTaMn»  (BNoK-. CTOMATONOIMYECKUIA  ANsi._/CHATUSI  3YOHbIX  OT/IOKEHWIA
Xinetic,HAKOHe4HHK Suprasson), (peructpauuoHHoe yaocTtoBepeHne NeP3H 2013/858 ot 12
ntons 2013r.), npoussozcTea «Cartenek. C.A.Cy», PpaHups

NPHUWUM JENCTBNA MEOVNUNHCKOI O N3AEJTNA

MpUHLUMN SeACTBUS.

MpYHUMN AeACTBIA MEAVLMHCKOTO U3AENMS 3aKH0HaeTCs B TOM, YTO OT OCHOBHOFO 6/10Ka
Ha Y/NbTPa3BYyKOBOW. | CTOMATO/MIONMYECKUIA HAKOHEYHWMK MOMAeTCcA  3MEKTPUYECKUIA ) CUrHan,
reHepuypyemblii annapaTtoM. HakOHeUYHWK CBf3aH C MeMUMHCKMM annapatom NOCPeLCTBOM
LUHypa. B ero cocTaB BXOAWUT KEpaMUYECKMIA MbE30INEKTPUYECKMIA NPeobpa3oBaTe/b, KOTOpbIl
TpaHCHOPMMPYET. ' 3NEKTPUYECKWIA CUTHAN B Y/IbTPa3BYKOBYHO BMOpaLmMio.  IMexaHnyeckas
BMOpaUys NepeaaeTcs CTOMATONOMYECKOM HaCafKe, YCTaHOB/IEHHOM Ha KOHLE Y/ibTPa3ByKOBOIO
HaKOHEYHVIKa

OKA3SAHVE MEAVNLIMHCKINX YCITYT
MoaroToBKa K paboTe MeAVLIMHCKOTO M3aens
CoeTaBnsitole HeobXoaMMO OUMLIaTb, [AE3VH(MLMPOBATL U CTEPUM30BaTL Nepen

KabK[bIM MCMOMb30BAHNEM. YC/MOBUS /OUMCTKY, AE3MHADEKUMM W CTEPUIM3ALMM YKadaHbl B
COOTBETCTBYIOLLEM pa3faesnie PyKOBOACTBA MO IKCMyaTaLuK.

Haanexallas Bu6paLms Hacaakv NpearnonaraeT ee HaeXHOoe 3aKpen/ieHne B HaKOHeUHIKe
€3 Upe3MepHOro [aBneHMs Ha-ymop. Hacaaky Heo6Xoaumo 3aMKCMpOBaTh B HAKOHEUHMKE C
FIOMOLLIGH0 YHUBEPCA/IbHOMO CTaMbHOIO K/koua 1 0GECneUnTb HaaEKHOE 3aKperieHre Hacakn B
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HaKOHeYHVKe anA HacafoK (Puc.l). Upe3MepHblil 3a2KMM HacafKu MOXET TMpUBECTU K
MOBPEXAEHWIO HACaAKM WIN HAKOHEYHMKA.

- "

YU N

Puc.1

Bbi60p HEOOXOA4MMON HaCafKM OCYLLECTB/ISETCA TO/IbKO CTOMATO/IONOM.
Y6eauTech, UTO BbIOpPaHHBIN PEXM COOTBETCTBYET BblOPaHHON HacaaKe.

3aBepLLeHvie paboThl

[Mocne 3aBepLUeHVs APOLLeaypPbl
1 OTcoegnHMTE HacaaKy;
2..BbINonHUTE OMUCTKY N CTepunn3aLmio MeAULMHCKOIO U3Lenns, Kak OMnmcaHo B T/iase

CTEPUNN3ALNA.

YKazaHus No TeEXHUKe pa6OTbl C HaCajKaMu:

Bo Bpems-06paboTKy 3y60B HacaaKy CredyeT Aep>kaTb MO KacaTeslbHOM K MOBEPXHOCTY
3y6a;

Huvikorga-He fepxxvTe HacafKy nepreHanKyspHO 3yOHON amMau;

[BUraiite HakOHEYHWK Harofobue ABWPKEHUA KWUCTbO C He3HAUYMTEbHbIM OBOKOBbIM
[aBNenvieM;

Mpyi~paboTe C Hacagkamu MCNOAb3YMTe TO KOMMYECTBO MppWrauyy, KoTopoe
PEKOMeHAYeTCA AN19 BbIOpaHHOW HacaflKu;

[lepes “cnonb3oBaHeM BU3YaibHO-NPOBEPbTE COCTOSHUE HACAAKW;

Mpy paboTe Bceraa Hazesaite MEAVLIMHCKYHO Macky W nepyaTku,

OMUNCAHVE KOHCTPYKTUBHbLIX OCOBEHHOCTE-MEANLINHCKOIO
3AEJINA

B coctaB MeguUMHCKOro “W3fenuns BXOAAT Hacafky A COBMECTHOW paboTbl C
MEAMLMHCKAM  Y/bTPa3BYKOBbIM “@nnapatom 1, B 3aBUCUMOGTW, OT BapuaHTa WCrO/IHEHWs
Habopa, MOryT BXOAWTb: YHVBEPCAIbHbIA CTa/lbHOM K4 U METa//INYecKass MOACTaBKa WM
[AVHaMOMETPUYECKUIA KIMKOY CUHUIA 1 aBTOK/aBMPYeMbIA MIaCTUKOBbIN GOKC. Kaxkaas Hacagka
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MIMEET CBOM KOHCTPYKTVBHbIE OCOGEHHOCTM, XapaKTEPUCTUKM W PEKOMEHAyeMOe MpuMeHeHe
Mpu NpoLeaype.

14. Habop HacafoK K MeULUMHCKMM CTOMATO/IOMMUYECKUM  (Y/ibTPasByKOBbIM
annapatam PERFECT MARGIN VENEERS KIT:

Hacagkn: PMVI, PMV2, PMV3, PMV4, PMV5, PMVG6.

. Hacagka PMVI-LLaprK Ha KOHUMKe Hacafku, ¢ anmMasHbIM MOKpbITUEM. Vicrosnb3yeTcs
[N 06paboTKM NOBEPXHOCTEN 3y60B.

. Hacagka PMV2-Ha BHelUHeli CTOpOHE KOHYMKa HacafKuy pacrnojjaraeTcs LUapuk C
anvasHbIM MOoKpbITUEM. Lcronb3yeTcs As-06paboTKM NMOBEPXHOCTEN 3yO0B.

. Hacagka PMV3-Ha BHYTpPEHHEW. .CTOPOHE KOHYMKA HacafKy pachonaraeTcs Luapuk C
a/Ma3HbIM MOKPbITVEM. Vicnonb3yeTcs A5 06paboTky MOBEPXHOCTEN 3y60B.

. Hacagka PMV4- Ha BHeLUHEA’ CTOPOHe KOHYMKA HacafKupacrofiaraetcs Lapuk ¢
INafikoi MoBepXHOCTLIO. cnonb3yeres A5 (IMHULLHOM MOIMPOBKY.

. Hacagka PMV5-Ha BHYTpEHHen CTOpOHe KOHYMKA Hacadkwu, pacriofiaraeTcs LuapuK C
rNafKon NOBEPXHOCTbIO. Cnonb3yercs 418 (VHULLHOW NOMMPOBKU

. Hacagka PMY6-LLapnk Ha KOHYMKE HacafKu C rNafKoi ROBEPXHOCTbIO. Mcnonb3yercs
AN19 NOMMPOBKU NMpn 06paboTKe 3y60B.

N
\\.
HacaIIKa PMVI Hacam(a PMV2 Hacanxa PMV3
Hacanka PMV4 Hacagka PMV5 Hacafika PMV6

Puc. 2 BHewHWIA BUA Hacagok PMV1, PMV2, PMV3, PMV4, PMV5, PMV6 Hab6opa
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HacagoK K MegULMHCKNUM CTOMATO/I0MMYecKUM yNbTpasByKoBbIM annapatam PERFECT
MARGIN VENEERS KIT.

. YHUBEpCa/bHbIV CTa/IbHOW K/HOY NpeaHasHaueH s HaIEXKHOrO 3aKpen/ieHNs-HacafKu B
HAKOHEYHVIKE, a TaKXKe A/15 OTCOEANHEHWS HACAIKU NPEeACTaB/EH Ha PUCYHKe 3

Puc.3 BHeLUHWA BUL YHMBEPCA/IbHOMO CTaUIHOMO K/Ko4va

. MeTanmueckast MOACTaBKA VIMEET CU/IMKOHOBbIE KOMblid M OTBEPCTUS A1 HACAMOK.
O6neryaeT paboTy C HacaaKamu, MPeACTaBeHa Ha PUCYHKe 4

Puc. 4 BHeLUHWV BML MeTa/I/TMYECKO NOACTaBKM

TEXHWYECKWNE XAPAKTEPUCTU KN

TexHMYecKne XapaKTePUCTUKN MeAVLIMHCKOrO m3aenus «Habop Hacagok K MeAULIMHCKUM
CTOMAaTO/MIONMYECKMM  YNbTPa3BYKOBbIM — anmapaTam»  MPeACTaBneHbl B TabnMLE  HIDKe:
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MpvBeaeHbl rabapuTHble pasMepbl HacafoK, PEXVM annapara, NPUMEHSIEMbIA Npu. paboTe
HacaloK, COBMECTMMbIi CTOMATO/IONYECKUIA annapaT, a Takke PeXVIM MppuraLmy HacagKu.

14. Ha6op HacafoK K MeAMLUMHCKUM CTOMATO/IOrMYECKNM YNbTPa3BYKOBbIM
annapatam PERFECT MARGIN VENEERS IOT:
PMVI, PMV2, PMV3, PMV4, PMV5, PMVG6.

1 Hacagka PMVI (Tabnvua 1).

abapuTHble a 40+ 0.2 Mv
pasmepbI* b 34.0+ 0.5 mm
c 8.0+ 0.2 mv
2.0+ 0.2 Mm
el 20+ 0.2 Mm
Macca 0,97+0,10r
Pexkum annaparta 15

Vippuraums r

/ \ 20 ma/MyH £ 1 Mi/MUH

Ycunve vsBneveHus He MeHee 20H
Yceunve ana BCTaB/IEHUA n
3aKpensieHuns He) 6onee 30H

Annapat CTOMaToA0r MUeCKiA AN1sl CHATUS 3YBHbIX
. . OTNIOXKEHMIA cepun Newtron;
COBMECTWMbIN  CTOMATOAIOTNYECKUIA  ApmapaT CTOMATOMOMVYECKII ANSt CHSITUS! 3YBHBIX
annapar OTNOXEHWIA C NPUHANEXHOCTAMY
BI0K CTOMATO/MOMMYECKMIA A1 CHATUSA 3YBHbIX
OTNOXEHWI Xinetic ¢ NpUHaANEXHOCTAMI

Puc.5
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2. Hacagka PMV2 (Tabnuua 2).

abapuTHbIE a 40+£0.2 Mv
pasmepbr* b 34.0 £ 0.5 Mv

c 8.0 0.2 Mm

d 20+0.2 Mm

el 20+ 0.2 Mv
Macca 097+0,10r
Pexkvm annapara 15
Vppuraums I_

£\ 17 Ma/MyH £ 1 MA/MUH

Ycunve ussnedeHms He meHee 20H
Ycunve A BCTaB/leHNss U
3aernneHMﬂAﬂ He Gornee 3OH

Annapat CTOMaTONOrMYecKiii 4151 CHATWS 3yOHbIX
OTNOXEeHWiA cepum Newtron;
COBMECTUMbIA  CTOMATONIOTMYECKMA  Annapat CTOMATO/OTMYECKUIA 1S CHATWS 3YBHBIX
annapar OT/IOXKEHWIA C MPUHAAIEXXHOCTAMY;
BNOK CTOMATONOMMYECKUIA ANst CHATUS 3yOHbIX
oTnoXeHuiA Xinetie,c NpUHaaNeXXHOCTAMM
* O603HaueHVe rabapuTHbIX PasMepoB MPeACTaBNEHO HA PUCYHKE.

Puc.6
3. Hacagka PMV3 (Ta6nuua 3).
"abapUTHbIE a 40+ 0.2 Mv
pasmepb* b 34.0£ 0.5 Mv
C 8.0+ 0,2 mm
d 2.0+ 0.2 Mm
el 20£0.2 Mv
Macca 0,97+0,10r
Pexkvm annapara 15
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Vppuraums r

/\
N * 17 Ma/MuH £ 1 ma/MKH
Ycunve 1sBneyeHuns He MeHee 20H
Ycunne ans BCTaBNEeHNS n
He 6onee 30H

3aKpeneHns
Annapat CTOMaTto/IornMyYecknii ANs(CHATUSA 3yBHbIX
. . OT/IOXKEeHUIA cepum Newtron;
COBMECTUMBIN  CTOMATONOMMYECKAN  AnnapaT CTOMATONOTMUECKMiA AfIf CHATUA 3y6BHBIX
annapar OT/IOXKEHWIA C NPUHAL/IESKHOCTAMN;
B10K CTOMaTONOrMYECKNin A CHATUS 3yOHbIX
OT/IOKeHWiA Xinetic ¢ NpUHaRIeXHOCTAMMN

e [jf —

b
— I
L
w
_d
Puc.7
4. Hacagka PMV4, (Tabnnua 4).
"abapUTHbIE a 4.0 £0:2 mm
pasvepbr* b 34005 Mv
c 80£0.2 Mm
d 20 0.2 Mm
e 20+ 0.2 mm
Macca 097+0,10r N
Pexkum-annapara To" «
Vippuraups
/\
o' 17 Mn/MUH £ 1 Mn/MIAH
YCVIIII/Ie Mn3BnevyeHuUd He MEHee 20H
Ycunve s BCTaB/IEHNS n
3aKperieHus He Gonee 30H
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Annapar CTOMaTO/IOMMYECKNIA NS CHATUA 3YBHbIX
OTNOXeHWIA cepum Newtron;
COBMECTUMbIA  CTOMATOMOTMYECKUIA  AnmapaT CTOMATONOMMYECKUIA ANt CHATUS 3YBHBIX
annapar OT/IOXEHMIA C NPUHALNEXHOCTAMM;
BNOK CTOMATONMOMMYECKUIA AN CHATUSA BYBHbIX
OTNOXeHui Xinetic ¢ NpUHaANeXHOCTAMY
* O603HaueHre rabapuTHbIX pasMepoB NPeLCTaB/IeHO Ha PUCYHKE

13=— ~

Puc.8
5. Hacagka PMV5 (Tabnnta 5).
r abapuTHbIe a 40+ 0.2 Mv
pasmepbr* b 34.0+ 0.5 mm
o 8.0% 0.2 Mv
d 2.0+ 0.2 Mv
e 2.0+ 0.2 Mm
Macca 0,97+0;10r
Pexkum annapata 10

Vppuraums
/|‘-

A 17 Ma/MUH = 1 mn/MUH

Ycunue psBneyeHns He MeHee 20H
Ycunme ans BCTaB/leHNA n
3aKperifeHVs He Gonee SOH

Annapat CTOMaTo/0rM4YeCKiA 151 CHATUA 3YOHbIX
OT/IOXKEHWIA cepunt Newtron;
COBMECTUMbBIA  CTOMATO/MIOrMYECKUA™  AnmapaTt CTOMATONOMMYECKUIA ANA CHATUS 3YBHbIX
arinapar OT/IOXKEHWIA C NPUHAANEXHOCTAMM;
BNOK CTOMATOMOrMYeCKMiA ANA CHATUSA 3YOHBIX
OTNOXeHUI XinetiC C NPUHaANEXHOCTAMM



*0603HaueHne ra6apuTHbLIX Pa3MepPOB NPeACT aBNEHO Ha PUCYHKE.

S:

—t

6. Hacagka PMV6 (Ta6nuua 6).

MabapuTHbIE a
pasmepbI* b
c
d
e

Macca
Pexxkvum annapara
Wppuraups

Ycunuve nssneyenns
Ycunve ang BCTaB/1eHNS n
3aKpensieHns

COBMECTUMBIA  CTOMATO/IOMMYECKMIA
anrnapar

Puc.9

40+ 0.2 mm
35.0+ 0.5 mm
8.0+ 0.2 mm
2.0+ 0.2 Mm
20+ 0.2 Mv
0,97+0,10r
10

-

19 ma/MuH £ 1 MA/MUH
He meHee 20H

He 6onee 30H

Annapar cToOMaToNOrMMUECKNIA AN CHATUS 3y6HbIX

OTNOXeHWIA cepuy Newtron;

Annapat CTOMATO/I0rMYeCKuiA NS CHATUS 3y6HbIX

OT/IOXEHWNIA C NPUHALIEXHOCTAMU;
BNOK CTOMaTONOMMYECKNIA A/1F-CHATUSA 3YOHbBIX
OTNoXeHUIA Xinetic ¢ NPUAANEXHOCTAMM

* O603Ha4eHe rabapuTHbIX Pa3MepoB MPEACTABNEHO HA PUCYHKE
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Puc.10
Cvimson PacLunposka CrmBon Paclumgposka  CumMBOf PacLumgposka
KanenbHas CpefHsas Bbicokas
r nppuraums CKOpPOCTb CKOpPOCTb
‘t § VippUraLym § VippUraLym
/\ /N
B TabnMUe 7 /19 HACAMIOK YKa3aHbl LLIEPOXOBATOCTL- TBEPA0CThL MO PoKBeny.
X<
Hacagka LLIepoxoBaTocTb TBepaocCTb Mo
_______ Poksenny
PMV1, PMV2, PMV3.PMV4, PMV5, i
PMV6 He 6onee.0,8MKM 52-54 HRC
Hwke NpefCTaB/ieHa 4acToTa, nepefaBaemast 0T HaKOHEYHIIKA K HACa/Ke
Hactota, K] Annapat-(HakoHeuHVK /151 annnapara)
Ot 24.0 go-37.0 AnNnapaT.CTOMAaTONOTMUeCKIIA 151 CHSITAS 3yBHbIX

OTNOXeHUIA cepyn Newtron;

Annapat CTOMaTo/IOrMYeCKniA 151 CHATUS 3yOHbIX
OTNIOXEHWNI C NPUHALNEXHOCTAMMU;
BI0K°CTOMATO/MOrMYECKUIA 151 CHATS 3YOHbIX
OTAOXKeEHWIA Xinetic ¢ NpUHaLIEXHOCTAMM

B Tabnmuax Hpke NpUBEAEHbI TEXHUUECKME XapaKTEPUCTVIKV OCTa/bHbIX COCTaB/ISHOLLMX
MeULIAHCKOrO 13aenns

YHuBepCa/bHbIA CTalbHOW Kty (Tabnuua 8):

MabapuTHbIE pasMepbl, MM (30.0x28.0) + 1.0
Macca 190r+ 10r
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MeTannyeckas NoAcTaBKa:

MabapuTHbIE pasmepbl, MM
Macca, r
KonnyecTtBo sueek

PMV4, PMV5, PMV6

PMV1, PMV2, PMV3

(100,0%x40,0x40,0) £2 MM

100,0+x5,0r
6
MATEPUANBI
Tabnuua 10
TjYYaTepHn
Hacaaka MeaVLMHCKan HepXKaBEOLLpA CTasTb
Koo MonuretpadiropatneH (PTFE)
AnviazHoe He
MOKpbITVE T
Hacanxa MeanUmHCKas HepykaBeroLLpA CTarTb
KorbLo MonureTpadiTopatieH (PTFE)
AnvasHoe An
MOKpbITVE jres

Matepmanbl, KOTOpble WCMO/b30Ba/IMCh MPU NPOM3BOACTBE “MeTan/IMYecKoin NOACTaBKY,
YHVBEPCA/IbHOrO CTa/IbHOTO K/KeYa MeAULIMHCKOIO M3aenus, yKasaHbl B Tabnuue 11.

Tabnvua 11
1M
YHVBEpCa/bHbI CTa/IbHOVA MepvLyHCKast
KoY HepXKaBeroLLas
CTanb
MeanumMHCKan
MeTamueckass ~ <OPMYC/ )" HepaperoLLan
NnoAcTaBKa CTa/1b
Konsuo CUMKOH
MAPKMPOBKA

T
bepeyb OT Braru
f
Bepx
n
REFj Howmep o katanory
LOT Homep napTtun

Xpynkoe, 06palliaThCcsi OCTOPOXKHO
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CootBeTtcTByeT anpekTream CE

CootsetcTByeT AnpekTvsam CE

[ata nsrotosneHus

3rotoBuTeNb

TemnepaTypHbIli Ayana3oH
[JmnanasoH BNaXXHOCTU
OrpaHnyeHns,aTMOCHEpPHOro JaBneHns

OB6paTUTECh K MHCTPYKLIMM MO NMPUMEHEHIIO

ConposoaunTenbHaa JOKYMeHTaLUUA B 31eKTPOHHOM [0CTyre
HecTepunbHo

Rx Only: To tenepansHomy 3akoHy CLLIA npofadka JaHHOro m3aenis
paspeLLeHa TO/bKO SIMLEH3VPOBAHHBIM BpavaM Wi M0 KX MOPYYEHVO

KonnyecTBo B ynakoBKe 1 LU,

KonmyecTBO B yNakoBKe 4 LLT.

PaspeLLeHO 1CMo/b30BaTh=B MOKLLEN, Ae3VHPULMPYHOLLEN - MaLLnHe
AN TEPMUYECKON Ae3nHpeKLmMm
CnocobHO BblAepXKaTb @BTOK/TaBMpoBaHue npu 132°C

Cnoco6HO BblAepXKath,aBTOK/aBMpPOBaHMe npu 134°C

He 1cnonb3oBath:NpY NOBPEXAEHUN YNAKOBKM

Homep ynakoBKk. 1A OTC/eXXNBaHNA

NHPOPMALNA O HARNYNW B MEOAVUVNHCKOM-U3OEJTNA
JAEKAPCTBEHHOI'O CPEACTBA ANnA MEANUMHCKOLO NMPUMEHEHUA,
MATEPVNANOB XXMBOTHOI Q. (M) HENOBEYECKOFREO NMPONCXOXAEHNA

Martepmasnbl XUBOTHOMO WM YENIOBEYECKOr0 MPOUCXOXAEHUS B MEAMLIMHCKOM W3aeMiv
«Habop HacaoK K MEeAMUMHCKUM CTOMATO/MOrMYECKUM YAbTPasByKOBbIM — anmaparam»

OTCYTCTBY!OT.
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JleKapCTBeHHble CPeACTBA B MeAMLMHCKOM M3aennn «Habop Hacafok K MeAULMUHCKVM
CTOMATO/OrMYECKMM Y/bTPa3BYKOBbIM arnmnapaTav» OTCYTCTBYHOT.

dapMalLeBTUYECKME CYOCTaHUMM B MEAULMHCKOM  u3genmm  «Habop Hacagok K
MeAVLWHCKAM CTOMATO/IOrMYECKM Y/bTPa3BYKOBbIM arnmnaparam» OTCYTCTBYHOT.

CTEPNIN3ALNA.

MeaULMHCKOE M3Aenne NOCTaB/AETC HECTEPU/TbHBLIM. V13aenme HeoGXoAUMO NoABepraTh
OUMCTKE Meped, KaXdbiM  WCMOMb30BaHMEM. [locrie  TOro, Kak  HacafKM  OUMLLEHbI,
[E3VH(MLMPOBaHbI 1 BbICYLLIEHbI, UX HEOBXOAUMO Pa3foXWUTb MO MOPSAKY /B7HOKCe, KOTOpbIi
[OMKEH ObITb MOMELLIEH W 3areyaTaH B CreLyiabHbIi MaKeT, NPUroaHbIV Ans CTePUAN3aLIN.

MpepynpexpaeHunsa:

He vicnonb3yiite cTanbHYH0 MOYaKY M abpasvBHbIE YMCTALLME CPEACTBA /19 OYUCTKM
MEAVLIMHCKOrO U3AeNMs.

He ncnonb3yiTe pacTBOpbI, COAEXKaLLYIE O UK X0 B 3HAYNTEABHOM KOHLEHTpaLMN.

YpoBeHb pH MOHOLLMX 1 Ae3VHPULMPYHOLLMX CPEACTB JOMKEH ObITh OT 7 A0 11.

3apakeHHbIe 1 NCMO/Ib30BaHHbIE 3AENNS He NOMeLLaiiTe B KOPOBKY fy/1st CTEpUIN3aLMM
W He MOWTE B MalLIviHe.

MeToz Npe/iBapnTE/IbHON OUNETKI [OMKEH MCMO/b30BaTLCA iepe/ aBTOMATHECKON
OUNCTKOA.

MeauLMHCKOe m3fenve CAeayeT TLIATENIbHO OYNLLATL U NOJBEPraTb KOHEUYHOM
CTepunv3aumn nepes UCrnosb3eBaHNEM.

MapameTpbl CTepU/N3aLiA 06eCneUNBAIOT JO/DKHYHO CTEMEHD CTEPMIN3ALMM TOMBKO A1
NPaBU/IbHO OUMLLIEHHBIX MEAULMHCKMX V3LENIA.

Mpn aBTOMATUYECKO YNCTKE HACaAKW CMeflyeT BCTaB/iATL B CrieLimasibHble AepxKaTen A
WNHCTPYMEHTOB WM B Ma/lIeHbKME KOP3WHbI, YTOObI OHW He AOBPEAUINCH NPU YACTKE.

Vcrionb3yiiTe NPOMbIBHOI Ae3NH(EKTOP, KOrAa 3To BO3MOXKHO. V136eraiite neperpysa
KOP3WH /151 MOMKM MPpK Y/IbTPa3BYKOBOIN YMCTKE WM KOP3VIH MOOLLEN/ Ae3VHULMPYIOLLENA
MaLLVHbI.

Bo Bpems fleueHUs BbITUPaTe KPOBb Y APYrvie OUOMIOrMyYecKme XuaKocTu win
3arpsisHeHNs], He NMo3BOJIAS M BbICbIXaTb Ha MOBEPXHOCTAX.

Mo 3aBepLUeHUM TIPOLEAYPbI IEYEH 3arps3HEHHOe 060py0BaHMe CrefyeT HaKPbITh
BNAXKHOW CaneTKAiA, CKOUMB, TakM 06pa3oMm, eFQ BbiCbixaHne. CrefyeT OTAeNUTb-He
3arpsisHeHHbIE V3NN OT 3arpsisHEHHbIX, YTOObI UCKNHOUNTL 3apaXkeHme nepcoHasa
OKpY>KatoLLeli cpegbl.

Mpou3BoAUTENb HE HECET OTBETCTBEHHOCTH 3@ MPOLIECChI CTepUM3aLmn, KOTopble
BbINO/HAET KOHEYHbIA MOMb30BaTe b W 3aKa34uK, He Crieays PeKOMeHAAUNAM FpOU3BOAUTENS.

OrpaHuyeHuve nNo LMKNaM OYUCTKMU

[MOBTOPHbIE LMKbI 00paboTKW, BKMOHAtOLLE MPOMbIBKY BPYYHYHD; sMasi0 B/MAKOT Ha
n3penvie. “CpoK MX CnyXbbl OMpefensiercs CTereHbio M3HOCA W MOBPEXIEHUA B MpoLecce
CMONb30BaHNSA

XpaHeHVe N nNepeBo3Ka.

3arpsAsHeHHbIE U3Aenns HeobXOAWUMO TPaHCMOPTMPOBAaTb OTAENBHO OT He3arps3HeHHbIX,
4TOOBI M36eXKaTb 06LLEro 3arps3HeHNS:

MofroTtoBka K NpeaBapuTenbHON 0UNCTKe

PeKOMEHLYeTCA YNCTUTL U3AeANE KaK MOXHO paHbLLe NOCc/e WX 1Cronb3oBaHus. 3aenve
[O/MDKHbI  ObITb  OCMOTPEHbI U -0BCNY)XKeHbI He MOKe Yem uepe3 [Ba Yaca Mocre WX
YICAO/b30BaHMS.

Mepes, OUMCTKOIN M MOC/e KaXaoro MUCMo/b30BaHWA OTBUHTIATE HacaaKy C nepeaHeli Yactu
HaKOHEYHMKa 1 NMOMECTUTE ee B COOTBETCTBYHOLLUMIA KOHTENHeEP.
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MpenpBapuTenbHasa OYUCTKa-pyyYHOM cnocob.
O60opyaoBaHVe: MArkas LIETKa, MArKWIA epLUrK uim candeTka, He OCTaB/IAOLLME -BOIOKOH,
LLMpUL, MUMNETKA U BOAAHO MICTOMET, LLEIOYHOM ouncTMTENb (pabounin pacteop 13 %).

YNbTPa3BYyKOBOW OUUCTUTENb.

>npogpwwlli110(”

1 MnHyTa

10 MuHYT

1 MuHyTa

4 MUHYT

1 MmHyTa 30 CeKyHA,

[MnsBuTTA

MpOMbITb M3aenne Noj XonoAHON NPOTOYHON BOAOM.

[Mpyi NOMOLLY MATKOW LLETKK, epLUMKA W He OCTaB/AHOLLEN
BOJ/IOKOH Ca/IPeETKM YAaMTb OCHOBHYHO Ipsisb. ACM0Nb30BaTh
LUNPUL, NUNETKY WM BOAAHOW NMUCTOMET W LWEMOYHOR Mnm
SH3UMHbIA QUUCTUTENb 1S MPOMBIBKY KaHasia-HaCa/KMm.
Vcnonb3ys yRsTpa3ByKOBYHO BaHHY, Bblaepykarb MeuLMHCKOe
U3fenme He-MeHee [eCATN MUHYT B CBEXKEM BHOBb
MPUroTOB/IEHHOM PacTBOPE LLEOYHOro ouncTuTens. Cnefosarb
peKOMeHAALIMAM NPOV3BOAUTENS, KACAOLWIXCH BPEMEHW
SKCMO3MLIN, KOHLEHTpaLMK, TeMMepaTypbr U KavecTBa BOJbl
1IpoVbiTb n3aenue nog XonoAaHOM NPOTOUHON BOAOIA.
cnoab3oBaTth LWNPWL, NUNETKY WM BOASAHOA NCTONET AN
MPOMBIBKW KaHa/a A1s HacagKu.

11pOMbITb 1 NPOLE3VH(ULIMPOBATL/ MEANLIMHCKOE U3LENVE,
MEMNONb3YA LLENOYHOA 0UMCTUTENb. Py NOMOLLY MSAMKOI LLETKM
WM epLUvKa YAaMTb Tpssb C NOBEPXHOCTU. TMpomoiiTe
MeAVLIMHCKOE U3aenve Nog, BOZOA BO 13bexaHwe
PacrpoCTPaHeHVs 3arpA3HAIOLLMX BELLIECTB B BO3AYXe

MpOMbITb U3AeNMe B EVOHMU3UPOBAHHON UM OUMLLEHHOM BOJE.
cnonb30Bath LUNPKL, NANETKY WM BOASAHOA NUCTONET A/15
NPOMbIBKM KaHasia NS HacaaKu.

Bu3yanbHO 0CMOTPETb MeAULMHCKOE M3aenme.

MoBTOPSATL NpOLEeAYpPY A0 FOMHOIO YAaleHNs BCEX BUAOB
BUAVMbIX 3arpsisHeHUIA./B-KOHLE NPOMbITbL U3LeMe B
[JEVOHN3MPOBaHHOM WK OUMLLEHHON Boge. O6CyLINTL M3denne
NPV NOMOLLM MATKOW -HE OCTaBNISItOLLIEN BOpca CandeTKu-um
MEAMLWIHCKOrO YMCTOro CKaToro Bo3ayXa

ABTOMaTuyecKas o4yunucTkKa

Tabnuua 13
®poA<LUaoTTENEHOA

npeasapyTeibHad 2 MUHYTbI XonofHas BOJONpOBOAHaS BoJa

MPOMbIBKa

Moiika 2 MUHYTBI opsyas Boga M3 noj kpaHa ¢ TemnepaTypoin
Bbllle  40°C.  Vicriofb3oBaTh LLLENOYHON

. OUMLLIAIOLLINIA PacTBOp:

Hentpanusaums 5 MUHYT lopsuas Boga Mm3-rog KpaHa ( 40°C) ¢
HEeTPaNIN3YHOLLMM CPeACTBOM npu
HeobxoAMMoCTH

MpombiBKa 2 MUHYTbI JIVICTUNNMPOBAHHAA WM OYMLLIEHHAaA BOga C

TemnepaTypo Bbille 40°C
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CyLka 40 MUHYT Mpu Temnepatype 90°C

Tepmunyeckasn fe3vH(eKLms.
Tepmuueckas fe3vHpekums nposoautea npu 90°C B TedeHWe He MeHee NATU MUHYT.

[MpencTepnnnsaunoHHaa o4YnCTKa

[Mpy 3aMaUMBaHNM WM KAMSUEHM B MOKOLLIEM PACTBOPE W3AENNS MOHOCTLIO MOIPYXKAoT B
PaCcTBOP MOIOLLIETrO CPEACTBA, 3aro/IHsis M KaHasbl U MOOCTY U3AEMIANA.

Moiiky u3gennii OCyLLUEeCTBASIOT C MOMOLLBIO eplla, BaTHO-MApAEBbLIX TaMMOHOB,
TKaHEBbIX CANPETOK; KaHa/lbl U3AEMIA NPOMbIBAIOT C MOMOLLHO LLMPKLA.

Tabnuua 14
Cpeactso KoHueHTpauus Temneparypa Bpems 06paboTku
pacTeopa,% pabouero
pacTsBopa
[ekoHekc 50 ®P 15 He meHee 18 °C 40 MVH

("Bopep Xemm
Al LLseiuapns;

Crepununsauns

CrepunnzoBatb U3aenve/MOXKHO, UCMO/b3ys METOZ, CTepUaAn3aLyn Napom nog,
136bITOYHbIM fAaBnieHneM 0,22 MITa B napoBom cTepunmsatope-(astoknase) (ISO 17665 win
OTeYeCTBeHHble CTaH4apTbl). PeKomeHaaLUmMy NpeacTas/eHbl B.1abmLe Hke

Tabnuua 15

MpofomKnTENbHOCTDL TemMnepartypa Bpemsa cyLuKu

He meHee 18 MUHYT 132-134°C 15-20 MUHYT

MpoaomKnTeNnbHOCTL cylikn oT 15 o 200 MMHYT B 3aBUCUMOCTU OT CNeayHoLyX

KpPUTEPVIEB:
. _TUN - matepuana ynakosky, 0GecreuvBatomii CTepuibHbIA - Gapbep WM HKecTkue
KOHTeliHepbl MHOTOKPaTHOIO UCMO/b30BaHMS;

KONMYeCTBO Napa;

MaTepuanbl MeAULHCKOrO U3aenis;

06N BEC;

TEXHUYECKME XapaKTEPUCTUKIN CTEPIUIN3ATOPA;

MPAKTVKN, NPUMEHSIEMbIE B BaLLIEM PErVIOHE;

PasHoe BPeMSsl OX/TKAEHNA.

[1poBepka
Vi3genns [0mkHbI BbiTb OCMOTPEHbI Ha Ha/MuMe OCTaBLUMXCS: 3arpsisHEHWIA, pXXaBYVHbI,
3aTymaeHns, 06ecLiBeUMBaHNA UK FOBPEXAEHWIA.
Mepen, 06paboTKON W CTepPUINBALIMEA OUULLEHHBIX U3LENMIAYBeaNTeCh, YTO OHU YUCTbIE,
HEe-MMEIOT NMOBPEXAEHUI 1 (DYHKLMOHMPYIOT Haz/ileXallymM 06pasom.
YTUNn3MpoBaTh NOBPEXAEHHbIE U3AeNNA, He CMa3bIBaTb.
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CPOK CJ/1Y>KBbl

CpoK  cnyKbbl  MeAMUMHCKOTO  m3germa  «Habop  Hacaflok K MeOVLMHCKAM
CTOMATO/I0MMYECKNM Y/bTPa3BYKOBbLIM annaparam » coctasnget 10 fiert.

B cBA3M C Tem, YTO He HEBO3MOXKHO YCTaHOBUTb MaKCMMa/lbHOE YMC/I0 BO3MOXKHbIX
npouesyp, KOTOpoe MOXET ObITb ONpee/ieHO MHOTVMM NapaMeTpamMn, TakKUMIN Kak
MPOAO/KUTENBHOCTb MCMO/Bb30BaHWS, TBEPLOCTb 3yOHOI aMasin, NPUMIOXKEHHaA CiANa U U3HOC,
MPOV3BOAUTENb PEKOMEHAYET MEHATL Hambosiee YacTo MCMOsb3yeMble HACAAKI He peXke OfHOro
pasa B rog, Hacanky cneflyeT 3aMeHUTb, eC/iv BUOpaLMs HacafKn He COOTBETCTBYET 3a/aHHOM
4acTOTe, annapar paboTaeT HenpaBW/IbHO, NPoLeaypa 3aHUMaeT 60/bLUIe BPEMEHW, YeM 0ObIYHO,
WN pe3ynbTaT He JOCTUraeTCs.

[nnTenbHOE MCMOMb30BaHVe MESUBMHCKOrOo m3fenms «Habop Hacagok K MeauLMHCKMM
CTOMATO/IONMYECKM  YNbTPa3ByKOBbIM-.arnapatam» MOXET MPUBECTU 'K €ro ecTeCTBEHHOMY
M3HOCY. Mbl HaCTOATENIbHO He COBETYEM W3MEHATb KOHCTPYKUWHQ HAacafoK MyTeM WX
06TaumBaHus, CrmbaHMs UM Kakvm T0.Apyrum criocobom.

TPEBOBAHNA K TEXHUYECKOMY OBCJ/TY>XMBAHIO 1 PEMOHTY
MEANLIMHCKOIO N34E/TNA

Mpn HEOOXOAMMOCTI CBSYKMTECH C MOCTABLUMKOM MEAMMHCKOro u3genus. He crnegyet
caBaTb MeAMLUMHCKOe W3[eNMUE” B PEMOHT ApYrMM CreumasuctaM, TaK Kak B pesyfnbrarte
HEKaYeCTBEHHOr0 pPemMOHTa W3fenve MOXET MpeACTaB/ATb “OfaCHOCTb /1A MOo/b30BaTeNs W
MaLmMeHToB.

B cnyyae COMHEHWIA EBSKMTECH C aBTOPM30BaHHBIM MOCTABLUMKOM WM C LEHTPOM
nocnenpoaaxxHoro obcnyxusaHus SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNOBUA TRAHCIMOPTUPOBKI, XPAHEHNA N SKCINYATALNA

YNaKoBaHHy0 MPOAYKLMIO CNefyeT XPaHUTb B CyXOM W YCTOM MOMELLIEHWN, e
VICK/TOUEHa BEPOSITHOCTb MOMaAaHNs NPsiMbIX COMHENHbIX yYeii, BpeaHbIX BELLECTB, BAAru U
Upe3MEepHOro MoBbiILliEHe TeMMepaTypbl. VICNons308aTh CHauana nNPoAYKLUMUI C MEHbLLIVM
CPOKOM TOJHOCTM:

Ycnosus XpaHeHNs

TemnepaTypa oKpy>katoLLein cpefpl: oT <20°C go + 70°C
OTHocuTenbHaa BnakHocTb: 10% - 100%, BKIOYaa KoHAeHcaT
ATmMOCdepHoe aasneHue: 500 rlMa 4o~1060 M Ta

YCRoBusa TpaHCNoPTUPOBaHUSA

Temneparypa TpaHcnoptuposaHus ot -20 go +70 °C
OTHoCKTeNbHAA BNXKHOCTL Bo3Ayxa 10-100 %, BkkoYas KOHAEeHCAT
ATMOC(epHOe aaBreHve 01500 rMa go 1060 rla

Ycnosua akcnyatauum:

Temnepatypa akcnnyarauun ot + 10 °C go +40 °C
OTHocuTenbHas BnaxxHocTk: o1 30 go 75 %
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ATtmocepHoe fasneHve: 800 rlMa go 1060 rla
TPEBEOBAHVA K YTUT3AUNN

MepgnumHckoe  m3genve  «Habop HacafoK K - MeAULMHCKUM  CTOMATOMOrMYECKUM
YNbTPa3BYKOBbIM annaparam» oTHocuTcs K Knaccy b B cootsetcTBumM ¢ CaHlMnH 2.1.3684-21 n
JO/MKHO ObITb YTWIM3MPOBAHO B COOTBETCTBMWM C MpaBWfaMu, AECTBYHOLUMNIN B CTpaHe
YTUM3aLUMN U3LeNns. YTUIM3NPYIATE 3arpsisHeHHbIe U3AeNNs B COOTBETCTBUM C.MECTHBIMU WK
rocyapCTBEHHbIMM MPaBUIaMn YTUAM3aLMN B1OMOrMYecKy OnacHbIX 0TXO0B.

Mpy yTUAn3aLUmMm 3arpssHEHHbIX YacTeil HaaeBaiTe nepyaTku.

Bce ynakoBouHble MaTepuasibl NOCTaBNSEMOrO M3LENNS He HAHOCAT BPELA OKPY>KaroLLel
Cpefe 1 Nnoj/iexxar BTOPUYHOW nepepaboTKe.

FAPAHTAHAA MHOOPMALINGA

W3rotoBuTelb HeCeT OTBETCIBEHHOCTb B OTHOLEHWM MEAWUUMHCKOrO M3fenvs Mo
OTCYTCTBUIO [e(heKTOB M COOTBETCTBUSA 3asB/IEHHLIM MPOM3BOAVTENEM XapaKTepUCTUKaM, Npu
CO6/IHOAEHNI YCMIOBUIA TPAHCNOPTUPOBAHWS, XPaHEHUS 1 NPUMEHEHWS.

Ecnv Bac He y0BNeTBOPSET JaHHOE MeAULMHCKOe U3AeNne WM Y Bac BOSHMKIN XXaslo0bl
1N NPo6/EMbI, CBA3aHHbIE C MPUMEHEHNEM MEAVLIMHCKOTO U3AENNS, NOXANYICTa, CBXKMTECH C
HawMM npeAcTaBuTeNnemM B /Ballield CcTpaHe. [OMOMHWTENbHO. Mbl MPOCKM Bac YKasaTb
NOEHTU(MKAUMOHHBIA 1N CEPUIAHBbIA  HOMEP MEAULUMHCKOT O U3AENNS, CBOK) KOHTAKTHYHO
VHOpMaLWIO, BKMKOYas WMS M HOMep TesedpoHa, a TakdKe MOAPOGHYHD MHGOpMaLmio o
npo6nemax, ¢ KOTOpPbIMX Bbl-CTOKHY/IUC.

MEPEYEHb NMPUMEHAEMbIX NMPOV3BOAUTES/IEM (M3F OTOBUNTEJIEM)
MEANUNHCKOI O U3AEJINA HALUMOHAJIbHbLIX CTAHOAPTOB

Mpou3BoanTeNb 3aBASET, YTO  MeAUUMHCKOe u3feame «Habop HacafoK K MeaULMHCKAM
CTOMATO/IOMMYECKMM-Y/IbTPA3BYKOBbLIM  annaparamy»--0TBedaeT TpeboBaHnsm EN 1SO 13485,
MOMHbI CNCOK MEXAYHaPOAHbIX TPEOOBaHWIA NPeAeCTaBISETCA MO 3anpocy.

PEKJTAMALINA

[Mpon3BogyTens:

SOCIETE POUR LA CONCEPTION-.DES APPLICATIONS DES.TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LecTBO N0 pa3paboTKe MPUIOKEHWI AN
3NEKTPOHHOM. TEXHUKMN. AKLMOHEPHOE 0OLLECTBO YNPOLLEHHOIO TVNA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17-ABeHto IMtoctas Jidens, 3u Ay Pap 33700 MepuHbaK, PpaHLus).

MeCTo Npon3BOLCTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynna komnaHuia AKTEOH

(17 ABeHto Moctas Sindpensy 8m Ay ®ap 33700 MepuHbsK, PpaHLms)

OpraHuzauysi, NPUHMMaKoLWas Ha' TeppuTopun Poccuniickoli degepaumn NpeTeH3vum ot
FOTPebuTeNein rno Ka4ecTsy MEAULIMHCKOrO U3AeNS:
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WM HopkmHa Mapraputa BaneHtuHoBHa (Macnopt P 4511 194312, BbifaHHbIN
OtgeneHvem Y®OMC Poccun no rop. Mockse Mo paiioHy J1eBoGepeXHsblid, AaTa. Bbloaun
13.07.2011 r, kog noppasaeneHns 770-022)

125195, r. Mocksa, yn. benomopckasn, 24,3, 148

TenedpoH:+7 495 1501323.
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PYKOBOACTBO MO aKCMlyaTalun Ha MEeAULIMHCKOE U3enne
Ha6op HacafoK K MeAULMHCKMM CTOMATONOrMUYECKUM Y bTPa3ByKOBbIM

anpaparam

15, Habop Hacaflok K MegulyHCKVMM CTOMATO/IOrMYEeCKUM “Y/IbTPa3BYKOBLIM anraparam
BONE SURGERY Il KIT B cocTase:

-Hacagka BSIS 1 -1 wr/yn;

-Hacagka BS2L Il -1 wr/yn;

-Hacagka BS2R 11-1 wr/ym,

-Hacagka BS4 11-1 wr/yn;

-Hacagka BS5 11-1 w/ym;

-Hacagka BS6 11-1 wr/yn;

-YHVBEPCaSIbHbIN CTasIbHOI KoY-1 Lu/ym;

-MeTa//INYecKas noAcTaska -1 wr/yn;
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NHopMaLms 0 MeANLMHCKOM M3eNnn.

HanmeHoBaHWe MeaUUNHCKOro U3aenms:

Habop HacafloK K MeAULMHCKAM CTOMATO/IONMYeCKUM Y/IbTPa3BYKOBbIM apnapaTam:

15. Habop HacafjoK K MeVLMHCKMM CTOMATo/IorMyeckUM YnbTpa3ByKOBbIM annaparam
BONE SURGERY Il KIT B cocTase:

-Hacagka BS1S 1l -1 wr/yn;

-Hacagka BS2L Il -1 wr/ym;

-Hacagka BS2R [1-1 wr/iym;

-Hacagka BS4 11-1 wr/ynm;

-Hacagka BS5 11-1 wr/ym;

-Hacagka BS6 I1-1 wr/ym;

-YHVIBEPCA/IbHBIN CTaNbHOMN KkoY-1-LIT/yn;

-MeTa/I/IM4ecKas MoAcTaska -1 LWlym;

(OJanee no TekcTty Habep, HacaooK K  MeAULMHCKAM = CTOMATO/OrMYECKUM
YNbTPa3BYKOBbIM anmnaparam)

Mpon3BoAnTENb:
SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES

ELECTRONIQUE, Societe par/actions simpliflee (O6LLecTBO no pa3paboTKe NPUNOXKEHWIA Ans
3NEKTPOHHOM TEXHMKW, AKLVOHEPHOE 0OLLECTBO YNPOLLEHHOIO-TIMA)

17 Avenue Gustave Eiffel-Zi Du Phare 33700 Merignac, France

(17 AseHto MocTas Aiitpens, 3u Oy Pap 33700 MepuHbaK, PpaHLNS).

MecTo npou3BOACTBaA:
SATELEC a company of ACTEON Group
17 Avenue Gustave. Eiffel Zi Du Phare 33700 Merignac, France

CATEIJIEK, rpynna komnaHuii AKTEOH
(17 AseHto IMtocTaB iicpens, 3u Ay Pap 33700 MepuHbsk, PpaHLms)

YNOMHOMOYeHHbIA NpeAcTaBUTeNb NPON3BOAUTENS Ha Tepputopun Pd:
MM HopkuHa Mapraputa BaneHTnHoBHa (Macnopt P® 4511 194312; BblgaHHbINA
OtgeneHvem  Y®MC Poccum no rop. Mockee,. -0 palioHy J1eBOGEpeXHbIN, (JaTa Bbigauu

13.07.2011 r, keg-nogpasaeneHus 770-022)
125195, r.-Mockea, yn. benomopckas, 24,3, 148
TenehoH: +7 495 1501323.

HasHayeHVe MeMLMHCKOr0 13aenms:

Hab0p® Hacafiok K MeAULMHCKVM “JETOMATOMOrMUYECKUM Y bTPa3BYKOBbLIM — anmnaparam
npefHas3HayeH [ COBMECTHOM paboTbl-C annapatamyi CTOMATONOTUYECKUMM [NIA CHATUA

3y6HbIX OT/IOXEHWA 1 [/ KOCTHOMN XMPYPIrvN.

Floka3aHus

Hannune 3y6HOro kaMHs Ha:3ybax (fieveHune 1 NpomnnakTiKa)
3aboneBaHNA NapofoHTa-(fleveHre 1 NPOQUIAKTUKA)

YXof 3a MMNiaHTaMu U-pectaBpaums 3y6oB

YxyauweHve qyHKUMM 3y60B ( iedeHne 1 NpoQrIaKTnKa)
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* YepHblA NUrMEHTHbIA HaneT

Xunpypruyeckue MaHUnyauum:

* YpaneHue 3y60B;

* mnnaHTaums.

d Xl/lpyperquKVle BMeLLaTe/IbCTBa (OCTEOTOMMH, OCTeonnaCTuka, CMHIIECMOTOMUSI.
OTAeneHne MeMbpaHbl 1 BOCCTaHOB/EHME 06bEMa KOCTU B YEHOCTH).

MpoTnBonokasaHua

He noanexuT 1cnosb30BaHWI0 AN CReAyHoWMX rpynn NauyeHTos:

e MnazeHubl

» BepeMeHHble NN KOPMSALLYME dXEHLWHbI U3-3a OrpaHNYeHWiA, CBA3aHHLIX C BO3MOXHbIM
1CNOMb30BaHNEM MEAVLIMHCKUX PacTBOPOB, TakKMX KakK aHeCTETUKM

 [launeHTbl C MEAVLMHCKUMM PUCKaMUM (OCNIOXHEHWSMM)

* [auueHTbI C annepruei

e Hannuve annapata A4ns VCKYCCTBEHHOrO MOAAEPXaHUS pUIMa cepaua Wim Apyrux
BXXWBNEHHbIX CTUMYUPYIOLLIMX YCTROMCTB.

* [1aTonornyeckn BbICOKas HyBCTBUTENILHOCTL AMa/IN.

» 3abonesaHus cepaua

* BPOHXMT B XPOHNYECKOIA- (hopme 1n BpoHXManbHas acTma

* PecnupatopHble NH(EKLMN.

Mo604HbIe aencTeus
BO3MOXHO MVHUMa/IbHOE MOBPEXAeHMe MArKUX TKaHel, 06pa3oBaHMe aspo30/1bHOI0
061aKa BOKPYI Hacafiku, COAEPXKALLEro M1KPOObI, KOTOPbIE 3arps3HAIOT BO3AYX B KaOMHeTe.

Mepb! NPeAOCTOPOXKHOCTM

W3genve npegHasHaueHo 4151 MCNO/b30BaHUA UCK/THOUUTENIbHO BMECTE C MeSULHCKVMM
annapatamy SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, ‘Saciete par actions simplifiee (O6LLeCcTBO N0 pa3paboTke MPUNIGKEHWIA 41a
9NEKTPOHHON TEXHUKM. AKLMOHEPHOe O0O6LLUECTBO YNPOLEHHOMO Tuna) (ganee MO TEKCTy
SATELEC) v ynbTpa3ByKoBbIM HaKOHeUHUKOM~MpoussoacTea SATELEC. Kenonb3oBaHue
U3genve fpyrx.npousBoauTeneil NpUBeaeT K NOBPEXAEH0 MEAVULIMHCKOTO M3AeNUA.

MeOnUMHEKOe n3aene HeobXoaAMMO CTePUIN30BaTh Nepes, KaxKabiM MCAQAb30BaHEM B
aBToK/aBe. OTBETCTBEHHOE 3a CTEPUNM3ALMIO-TIMLIO [O/MKHO WCMO/b30BaTh MOAXOAALLYIO ANd
CTepUnM3aLMi ) YNakoBKy, O[HOPa3OBble CTEPUIN3ALMOHHbIE MaKeTbl (CWCTEMY 3aLMUTHI
CTEPUNILHOCTMY B COOTBETCTBIM CO CTaHaapTom ISO 11607. CneanTb 3a TeM, 4To0bI U3aene He
COMpuKacaiocb C ApyryMn npeameTamil, KOTopble MOMyT MOBPeAUTb WX .MOBEPXHOCTbL WU
CYCTeMY 3aLuTbl CTEPUILHOCTM.

He npeBbiLLaTh peKOMeHA0BaHHbIV /i HACaA0K PexXuM anrnapara.

He-BKpYyumBaTh 1 He BbIKPYUMBaTL HACaAKM MPY BKMKOYEHHOM HaKOHEYHVIKE.

[1pOBOAWTL OUMCTKY, AE3VHIEKLINKO-M CTEPUIN3ALMIO MELULIHCKOTO U3LENNA He MO3Xe YeM
Yepes,JBa Yaca rocsie VCro/b30Ba7LLA.

Hepxatb B Mosie 3peHns MecTo ApPOBeAeHVs NpoLeaypsb!

[NA CHWKeHVA pUCKa, [adke-,CaMoro He3HauuTeNlbHOro, MoJb3ymMTech OTCAChIBAOLLMM
YCTPONCTBOM (C/IFOHOOTCOCOM) M HAMOMWHANTE NauyeHTy, YTO CleAyeT AbluaTb Yepes HoC.

MaumeHT JomKeH CoXpaHsAThb CAOKOMCTBUE, PacciiabuTbCs, COXPaHATL HEMOABYKHOCTD,
3aHATb YI06HOE MOJIOXKEHVIe, IEXa-B CTOMATO/IOMMYECKOM KpEeCTTe;

ToNbKO Bpay MOXET peLLaTh, 6yeT M OH OKasbiBaTb MeAULIMHCKME YCYT NaLyieHTam.
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MoTeHuManbHble NOTPEGUTENN MEAWLIMHCKOTO U3aenus

MeauUMHCKOe  M3aenMe  NpeAHasHauyeHo [Ns  WCMONb30BaHUS  CTOMATOIOROM WM
CMELMaZICTOM M0 IEYEHNIO 11 NMPOTE3VPOBaHMIO 3y6oB. HacTosiliee M3fenvie npegHasHaueHo
TOMBKO A/151 NPOHECCUOHANBHOMO MPUMEHEHMSI,

OMUCAHVE MEAVNUNHCKNX N3AEANI MCMO/b3YEMbIX COBMECTHO.

1 «Annapat CTOMATO/MIOrMYECKUA A1 CHATUA 3YOHbIX OT/IOXKEHUIA cepum Newtrons,
(Annapat CTOMaTONOrMYECKWIA AN CHATUSA 3y6HbIX OTNIoXKeHUIA Newtron Booster,HakoHeuHMK
Newtron, AnnapaT CTOMaTONOrMYecKUiA Ansi CHATUS 3yOHbIX OTNOXeHuA Newtron P5 B.LED,
HakoHeuHuk Newtron Slim B.LED) ( HaxoguTtcs B NpoLiecce rocyfapCTBeHHON perucTpaumm Ha
Tepputopun P®) npomnssoacTea SATELEC, ®paHuys.

2. «Annapar CTOMaToN0rMYeCKUin As-KOCTHON xupyprum PIEZOTOM CUBE» (Annapat
CTOMATO/IOrMYECKMIA A1t KOCTHO xupyprmn PIEZOTOME CUBE, HakoHeuHnk CUBE LED)
(PervctpauponHoe ypoctosepeHvie Nel P3H 2021/14297 ot 13.0:2021r.), npov3BOACTBa
SATELEC, ®paHuus

3. «/Annapar CTOMaTO/IOMMYECKIIA AN1A CHATUA 3YOHBIX OTIOKEHWIA € NPUHALIEXXHOCTAMYY
(Annapar CTOMATO/IOrMYeCKuin 15 /CHATMA 3yOHbLIX OT/IOXKEHWUIA C MPUHaAeXHOCTAMU: Mogenb
P5 NEWTRON XS, HakoHeuHUK ) Suprasson)( PerucTtpaunoHHoe ~yaoctosepeHne NedC3
2007/00914 ot 21 pekabps 2007r.), nponssoacTea «Carenek C.A.Ci», PpaHums

4, «CTOMaTON0ornyecKuid annapar PIEZOTOM c NPUHAAIEXXHOCTAMU
(Cromatonorunyeckuii annapat PIEZOTOME B BapuaHTax ucnonHenus: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome (Solo LED), (peructpauyunoHHoe yaoctoBepeHve Ne P3H 2013/859
ot 12 miong 2013r.), npomnssogcTea «Carenek.C.A.C.», ®paHuns

5 «bBnok CcTOMaToNOFMYECKUA  ANA  CHATMA  3YOHbIX  OT/IOKeHWA  Xinetic ¢
npuHagiexHoctaMn»  (BADK  CTOMATofIOTMYeCKUA 1 -~ CHATUS  3YOHbIX  OT/IOXKEHWIA
Xlnellc,HakoHeuHnK Suprasson), (permctpaunoHHoe yaoctoBepeHne NoP3H 2013/858 ot 12
monga 2013r.), npoussoacTea «Caresniek. C.A.C», dpaHuus

MPUHLAN AENCTBUNA MEAVMLUMHCKOO U3OENA

MpyHUMN aelicTBnS.

MpyHLMN AeVCTBNS MeAVLIMHCKOTO W3AENNS 3aK/THOYaeTCs B TOM, UTO OT OCHOBHOTO 6/10Ka
Ha YNbTPasBYKOBOW ' CTOMATONOMMYECKWA HAKOHEMHUK MOAAETCS 9NMEKTPUYECKUA  CurHan,
reHepupyemblil  annapaToM. HakoHeUHUK CBsi3aH,-C MeAMLHCKVM anmnapaToM (MoCcpeacTBOM
LUHypa. B ero cectaB BXOAWT KepamMUUYecKuid MBE303NEKTPUYECKNA NPeoGpasoBaTe/lb, KOTOPbIN
TpaHCHOPMUPYET,  ANIEKTPUYECKUIA  CUTHAN B YNbTPa3ByKOBYH BUGpaLmto. ( MexaHnyecKas
BMGPALYIS NMEPeaaAeTCs CTOMATOMOMMUECKOl Hacafike, YCTaHOB/IEHHOW Ha KOHLIE (YAbTPa3ByKOBOrO
HaKOHeYHVKa

OKASAHVE-MEOVLIMHCKUX YCIYT

MoAroToBKa K.patoTe MeAMLIVHCKONO M3ae/ust
CoCTaBnstoLMe HEOGXOAVMMO OuMIIaTh, [Ae3UH(MLMPOBATL W CTEPUNN30BaThL Mepes
KaKIbIM_-1CMO/Mb30BAHNEM. YC/OBUSI (OHUMCTKYM, [AE3VH(EKUMN W CTEPWIM3ALMN YKa3aHbl B
COOTBETCTBYHOLLIEM pa3fienie PyKoBOACTBa 0 SKCM/TyaTaLyn.

132'C n4c

ADA

Hagnexallias BUGpaLMs HacafiKn MpeanosaraeT ee HafgXKHOe:-3aKpen/ieHe B HAKOHEYHVIKE
63 Upe3VMepPHOro [aB/neHns Ha.ymop. Hacaaky HeoGXoauMMmo 3adMKCKpOBaTh B HAKOHEUHVIKE C
MOMOLLIbHO YHMBEPCA/ILHOTO CTA/IBHOIO K/HoYa M 06ecneUnTb HafAEXKHOE 3aKPEr/IeHNe HacafKy B
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HaKOHEUYHUKe [N Hacafok (Puc.). UpesaMepHbliA 3akVM HacadKy MOXET MNpUBECTU K
MOBPEXAEHMIO HACAAKV WM HAKOHEYHVIKA,

r A T’\\
| | N
BT A | |

Puc.1

BbI60p HEOOXOAMMON HACaAKN OCYLLECTBAETCA TO/bKO CTOMATO/IONOM.
Y6eamTech, YTO BbIOPaHHDbIN PEXXVIM COOTBETCTBYET BbIGPAHHON HACaKe.

3aBeplLeHNe paboThl

[Nocne 3aBepLUeHME MpoOLEaYpbI
1 OrtcoeamHUTE Hacaaky;
2..BbINoNHUTE UMCTKY W CTEPUIM3ALMIO MEAUHUHCKOIO U3LEeNMs, Kak OnucaHo B rnase

CTEPMAN3ALNA.

YKa3aHus No TEXHVKe paboTbl C HacafKaMu:

» Bo Bpems-06paboTKM 3y60B HaCaaKy CreayeT AepxaTb Mo KacaTesibHOM K TMOBEPXHOCTYU
3y0a;

* Hvikorfaa He fepXknTe HacaaKy neprieHAUKYspHO 3y6HOI amany;

o [BUraiiTe HaKOHEYHMK Harnoaobue ABMXEHMS KWUCTbHO C HE3HAUMTEbHbIM GOKOBbLIM
[aBrieHNEM;

o [pi~paboTe C Hacagkamy WCRO/b3YATE TO KOMMYECTBO MppWrauumn, KOTOpoe
PEKOMEHAYETCS /151 BbIOPaHHOW HACaaKW;

 [lepen Mcnonb3oBaHMEM BU3yarlbHO NPOBEPbTE COCTOSHME HacadKuA,

 (Flpn paboTe BCeraa HafeBaiTe MEANLIMHCKYHO MacKy 1 NepyaTKu;

OMWNCAHWE KOHCTPYKTUBHbBIX OCOBEHHOCTEAMEAMLMHCKOIO
N3OENNS

B coctaB MeauLUMHCKOro “U3fenvs BXOAAT Hacafkv AN COBMECTHOW paboTbl C
MELVLMHCKVM  Y/IbTPa3ByKOBbIM . @nmnapatoM W, B 3aBWCMMOCTWA, OT BapuaHTa WCMO/IHEHUs!
Habopa, MOryT BXOAWTb: YHVBEPCA/IbHbIA CTa/lbHOM K04 W MeTaMyeckas NoAcTaBkKa Win
[AVHAMOMETPUYECKMIA KMKOY CUHWIA 1 aBTOK/MABMPYEMbIA MIACTUKOBbIA 60KC. Kaxaas Hacanka
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VMEET CBOM KOHCTPYKTMBHbIE OCOBEHHOCTU, XapaKTEPUCTVKM M PEKOMEHIYEMOE NpUMEHeHWe
Mpy NpoLeaype.

15. Habop HacafoK K MEAMLMHCKAM CTOMATOMOMMYECKUM Y/bTPa3ByKOBbLIM arnnapaTam
BONE SURGERY Il KIT:

Hacagku BSIS 11, BS2L 11, BS2RII, BS4 11, BS5 11, BS6 11
. Hacagka BSIS II- MNuna ¢ mapkmpoBkoi (MapKnpoBKa OTMeYaeT PEKOMEHIOBaHHYHO

rNy6uHY norpy>keHnst 3 Mm / 6 Mvm / 9 MM), A8 pacnuna OuyeHb MIOTHOM KOPTVKa/bHOM
MNaCTUHI.

. Hacagka BS2L 1I- Twna 6G0KOBas- EBOCTOPOHHASA, WCMOMb3yeMas s pa3pesaHus
KOPTUKaNbHOM KOCTW B 06/1aCTV BETBU HIKHEN YentoCTy.

. Hacagka BS2R II- Minna 60KOBas NpaBOCTOPOHHSS, WCMOMb3yeMas [ paspe3aHus
KOPTUKa/IbHON KOCTW B 00/1aCTV BETBU HIDKHEN YenkocTy

. Hacagka BS4 Il - KpyroBoii ckanbnenb, M30rHyTbln Ha 130%, 4159 OCTEeOnacTUKN U
cbopa KOCTHbIX OMW/IOK.

. Hacazka BS5 11- Mnockuii ckanbnesb gis TOHKOM OCTEOTOMUM.

. Hacagka BS6 1l- M30orHy sl CKanbnenb npeaHasHaveH Anst octeonnacTuku. O6nactb

NMPUMEHEHUA:PEMOAENNPOBAHNE, “KIOPETAK, 3a6op KOCTHbIX OMNnIoK

Hacagka BSIS II Hacagka BS2L I Hacagka BS2R |l

| |
|

Hacagka BS4 i . Hacagka 5852 Hacaaka BS6 I \

Puc 2. BHeluHuWin BUg, Hacagok BS1S 11, BS2L 11, BS2RM, BS4 11, BS5 11, BS6 11
Habopa HacafoK K MeVULUVHCKMM CTOMATO/I0MMYEeCKUM Y/ibTPa3ByKOBbIM arnaparam
BONE SURGERY Il KIT
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. YHMBEPCA/IbHbIN CTaNbHOM K/HOY NpeHasHaueH /19 HafIeXXHOTO 3aKPEN/ieHNs ‘Hacaakui B
HaKOHEUHWKE, a Takke [/19 OTCOBAMHEHNS HACAAKW NPEACTaB/eH Ha PUCYHKe 3

Prc.3 BHELLHWA' BUA YHNBEPCA/IbHOMO CTa/IbHOr0 Kko4a

. MeTannyeckasi MoACTaBKa UMEET CUMKOHOBbIE KOfbL i OTBEPCTUS /11 HAacafIoK.
O6neryaeT paboTy ¢ Hacaakamu, NPeacTaB/eHa Ha pucyHke 4

PHC. 4 BHeLLHUI BAL, MeTa/I/IMYECKOM NOACTABKM

TEXHUWYECKWNE XAPAKTEPUCTUKN

TeXHUYECKIE XapaKTEPUCTUKIA IMEANLIMHCKOTO 13aenmns «Habop: Hacalok K MeAVLIMHCKIM
CTOMATOMOrMYECKMM  Y/bTPa3BYKOBbIM ~ annapaTaM» MpPeACTaBAeHbl B Tab/MUE  HUKE:
FpnBefeHbl rabapuTHbIE pa3vepsbl HAacaoK, PEXVM anmnapara;MpUMeHsieMblii Mpu paboTe
HaCaJ0K, COBMECTVMbIIA CTOMATOMONMYECKUIA annapaT, a Takke PEXUM MpPUraLv HacaaKu.
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15. Habop HacafjoK K MEAULMHCKUM  cTOMATONOrMYeCKUM  YNbTPasBYKOBbIM
annapatam BONE SURGERY Il KIT:
BSIS I, BS2L Il, BS2RI1I, B34 11, BSS 11, BS6 11

1 Hacagka BS1S Il (Tabnmua ).

"abapuTHbIE a 50+ 0.2 mm
pasvepbI* b 28.0+ 0.5 Mm

c 150+ 0.5 mm

d 0.6+ 0.1 mm

e 4.0+ 0.2 mMv
Macca 115201 r
Pexkum annapara B]|
Wppuraums 60 MA/MUHE | MA/MUH
Ycunve nssneveHns He meHee 20H
Ycunve ans BCTaB/IEHMA n
3aKpeneHms He 6Goneg,30H

Annapat CTOMaTOM0rMYECKMIA NSl KOCTHOW XUpYprm

COBMECTUMbIA  CTOMATONOMMYECKIA PIEZOTOM CUBE
annapar Cromaronormyeckuii annapat PIEZOTOM c

MPVUHAAABXKHOCTAMU
* O603HaYEHIIE rabapUTHbIX PA3MEPOB NPEACTABNEHO HA PUCYHKE.

%

® 1
v
; : L
— b : = 08
Puc.5
2. Hacapka BS2L Il (Tabnuua 2).
Tabnuua 2
MabapuTHbIe a 5.0%0.2 mm
pasmepbI™ b 27.0+£ 0.5 v
c 17.0+ 0.5 mm
d 0.6+ 01 mm
e 4.0 £ 0.2 Mm
Macca 1,15+0,10r
Pe>xum annapara DI
Wppuraums 60 m/MUHEL MA/MUH
Yeunve n3sneyeHns He meHee-20H
Ycwunue ona BCTaBNeHNA U He 6onee 30 H
3aKpen/ieHuns
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Annapar CTOMaTOMOrMYECKUIA 15 KOCTHOI

COBMECTUMBIA  CTOMATO/OrMYeCKMiA xvipyprum PIEZOTOM CUBE
annapart Cromaronornyeckuii annapat PIEZOTOM ¢
NPUHALIEXHOCTAMM

C

Puc.6
3. Hacagka BS2R 1l (Ta6auua 3).
Ta6mua 3

MabapuTHble a 5.0%0.2 mm
pasmepbI* b 28.0 £ 05 MM

Cc 16.0+ 0.5 Mm

d 0.6 £0.1 Mm

e 4.0+ 0.2 Mv
Macca 1,15+0,10r
Pexkvm annapara D1
ppuraums 60 mn/MUH
Ycunve n3BnedeHus He meHee 20 H
Ycunve A BCTaBMEHUA 1"
3aKpen nengﬂ He 60nee 30 H

Arnapar CTOMaTo/IOMMYeCKNin 4Nns’ KOCTHOM

COBMECTUMBIN  CTOMATO/OrNYECKWIA xupyprum PIEZOTOM CUBE
annapat CromatononTyeckuin annapat/RIEZOTOM c

MPUHAANEXHOCTAMY
* O603HaueHNe raGapuTHbIX Pa3MepPOB APeACTABNEHO Ha PUCYHKE.
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4. Hacagka BS4 Il (Tabnuua 4).
Tabnuua 4
MabapuTHble a 5.0%£0.2 mm
pasvepbI* b 31.0+ 05 mm
c 120+ 0.5 mm
d 40+0.2 Mv
Macca 1,19+0,l0r
Pexxnum annapara Dl
Wppuraupsa 60 mA/MUH
Ycunve rn3sneyeHus He meHee 20H
Yeunve  ans BCTaB/1IEHMA 7 He 6onee 30H
3aKpensieHus
Annapar cTOMaTo0rMYECKMIA 4N KOCTHO-XNPYPrimn
COBMECTVMbIA  €TOMATO/I0rNYECKHin PIEZOTOM CUBE
annapar Cromarosnornyeckuin annapat PIEZOTOM ¢

MPUHALIEXXHOCTAMY
* O603HaueHVEe Fabapu THbIX pa3MepoB NpeLCTaB/IeHO Ha PUCYHKe.

Puc.8

5. Hacagka BS5II (Tabnmua 5). 5
Tabnuua 5

rabapuTHbIE | a 50+ 0.2 mm
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pasmMepbr* b 340+ 0.5 mm

c 11.0+ 0.5 mv

d 0.3+ 0.05 Mv

e 3.0+ 0.2 mm
Macca 1,19+0,10r
Pexxvm annaparta D3
Nppurauys 60MV/MUH
Ycunve nssneyveHus He meHee 20 H
Ycounme  gna BCTaBNeHMA U He 6omee 30 H
3aKpenneHns

Annapat CTOMaTo/I0rMyecKuii [4is-KOCTHOM

COBMECTVMbIIA  CTOMATO/IOMMYECKUIA xupyprum PIEZOTOM CUBE
annapar Cromaronorvuyeckunin annapar RIEZOTOM c

MPUHAANEXHOCTSMY
* OB03HaueHMe rabapyTHbIX Pa3MepPOB TIPEACTABNEHO Ha PUCYHKE.

—r

L — |

Puc.9
6. Hacagka BS6 Il (Ta6nnua 6).
Tabnanua 6

rabapuTHble a 50+ 0.2 mm
pasmMepbr* b 28.0+ 0.5 mm

o 120+ 0.5 mm

d 3.0£0.2Mm
Macca 1,19+0,1-t
Pexkum annaparta D1
Vppuraumsa 60 MY/MUH
Ycunuve n3sneyeHus He meHee 20 H
Yevnve  .onqa BCTaB/IeHWA n He 6onee 30 H
3aKpenneHus

ARnapar CTOMaTo/I0rM4eckunii 418 KOCTHOW Xupyprum

COBMECTUMbBI  CTOMATO/IOrMYECKMIA PIEZOTOM CUBE
annapar Cromatonoruyeckuid annapar PIEZOTOM c

MPUHAANEXHOCTAMM
* O603HaueHVe rabapuTHbIX pa3MepoB NPeACTABNEHO Ha PUCYHKE.
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B Tabnuue- 89 And HacafoK yKasaHbl LLIEPOX0BATOCTb U TBEPAOCTb Mo POKBesy.
Tabnuua 7
Hacagka LLlepoxoBatocTb TBepAocTb Mo
Poksenny
BS1S II, BS2L 11, BS2R 11, BS4 11, BSI
I, BS6 Il He 60nee 0,8MKM 52-54 HRC

Hwke npeacTasneHa YacToTa, ‘AepeaBaeMas 0T HaKOHEYHUKa-K-Hacaake

YactoTa, KI'L, Annapar (HakoHeuHVK 19 annnapara)

Ot 28,0 10 36,0 Annapart CTOMaTo/I0rMYecKuiA 1 KOCTHOM
xvpyprum PIEZOTOM CUBE
Cromaronoruyeckuin annapar PffiZOTOM c
NPUHALIEXHOCTAMM

B Ta6n|/|u,ax HIDKE "APUBENEHBI TEXHUYECKNE XaPaKTEPUCTUKN OCTa/TbHLIX COCTaBNAOLLMNX
MEAMLIMHCKOIo n3aenuAa

YHuBepca/bHbIN CTasibHOM KoY (Tabnuua 8):

Tabnuua 8
MabapuTHble pa3mepbl, MM (30.0x28.0) £ 1.0
Macca 190r+10r
MeTannmyeckas _NoAcTaBKa:
Tabnuua 9
abapuTHbIE’Pa3Mepbl, MM (100,0x40,0x40,0) £2 Mv
Macca, r 100,0 +5,0.F
KonnuecTBo A4veek 6
MATEPWAI/bI
Tabnuua 10
Hacagka 5Marepuan
MeayuyHCKas HepyKaBetoLLIs CTaslb
BS1SII, BS2L II, BS2R I, Hacanka A PHABEIOLLS
BS4 I, BS5 11, BS6 I ANvasHoe HeT
MOKPbITVE
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MaTepuanbl, KOTOpble MCMO/b30BA/IUCL MPU MPOM3BOACTBE MeTannmyeckon noacraBKkw,
YHUBEPCA/IbHOIO CTa/1bHOIO K/ikova MEANUMHCKOro Usgenns, ykasaHbl B Ta6l'IVIL|,e 11

f
U

REF
LOT

CEl

CE Mwinrit

CE

]

Tabnuua 11
Martepuan
YHUBEPCa/IbHbIN CTa/IbHOVA MeauLmHCKas
i KoY HepXasetoLLaA
cTanb
MeaunumHcKas
MeTamueckag  <OPMYC  HepxaBetoLLias
cTanb
MoACcTaBKa
KonbLio CUANKOH
MA]JPKNPOBKA

Xpynkoe, 06paLaTbCa OCTOPOXKHO
bepeub OT Bnaru

Bepx

Howmep no Karasnory

Homep naptun
CootBeTcTBYeT avpekTmBam-CE

CootBeTcTBYET AnpekTmBam CE

[ata n3rotosneHuns

W3rotosutesnb
TemnepaTypHbiii AuanasoH
[nanasoH BayKHOCTU

OrpaHyYeHIs aTMOC(EPHOTO 1aBNeHNS

O6paTUTECh K MHCTPYKLMM M0 NPUMEHEHIIO

ConpoBoAnTeNbHasA JOKYMeHTaUmMA B 3/IeKTPOHHOM A0CTyne

HecTtepunsHo
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Rn Rx Only. TNo degepansHomy 3akoHy CLLA npogaka [JaHHOro wM3aenvs
ONﬁ(/ paspeLLieHa TO/MbKO IMLEH3VPOBaHHBLIM BpakiaM Wik 110 UX NOPYHEHIIO

KonmyecTso B ynakoBke 1 LT.

KonnyecTtso B yMNakoBKe 4 LUT.

1 1 PaspeLLieHO 1Cronb3oBaTb B MOKOLLEN, AE3MH(MLIMPYIOLLEV MaLLMHe
L191 TEPMUYECKOI Ae3NH(eKLmN
Lg/c CnocobHo BblaepXaTb aBTOKMaBMpoBaHue npn 132°C
0
4 € Cnoco6HO BblAePaTb aBTOK/1aBMpoBaHue npu 134°C

He ncnonb3osatb Mpy NOBPEXAEHNN YNaKOBKA

Homep 3LakoBKM AN OTCNEXMBaHNA

pnl

NH®OPMALINA -Q HANNY B MEOVNLUHCKOM V3OETNAN
NEICAPCTBEHHOI'O CPEACTBA A1 MEAVNUNHCKOI O NPUMEHEHNA,
MATEPWAJIOB >XIBOTHOI O U (UTN) HEJTOBEYECKOITO NMPONCXOXXKAEHA

Marteprasnibl XXMBOTHOLO WM YE/IOBEYECKOTO MPOUCXOXKAEHWS B MEAVLVHCKOM W3AeNnn
«Habop HacafoK K MEOWLUMHCKUM CTOMAaTO/IOrMYecKUM  Y/bTPas3BYKOBbIM — annaparam»»
OTCYTCTBYIOT.

JlekapcTBeHHblE CPEACTBA B MEAWLMHCKOM M3aeann «Habop Hacafiok K MeAVLMHCKUM
CTOMATO/I0MMYeCKNM Y/TsTPa3ByKOBbIM arnaparam» OTCYTCTBYHOT.

dapmMaleBTNYECKNe CYOCTaHUMM B MeAUUMHCKOM  um3genmn  «Habop Hacaflok K
MELMLMHCKMM CTOMATO/IOMMYECKUM Y/bTPa3ByKOBbIM annaparam» OTCYTCTBYHOT.

CTEPUNTSALINGA.

MeayUMHEKOe M3aenne MoCTaBNSeTCs HECTEPUNbHBIM. V3fenne HeoBX0AyMo nogsepraTh
OuMCTKe Meped ) KakdbiM  UCMOMb30BaHMEM... ' [Tocie  TOro, Kak Hacafkd  OYMLLIEHI,
[E3VHDMLMPOBAHBI U BbICYLLIEHbI, UX HEOOXQAMMO Pa3NoXKMTb MO MOPSAKY B-GOKCE, KOTOpbIit
[OMKEH ObITh FOMELLIEH 11 3aneyaTaH B CNeLanbHbIid NakeT, NPUroAHbIv ANs CTEpUN3aLMN.

MpefynpexaeHns:

He mcronb3yiTe CTa/lbHYHO MOYaNKy WM abpasviBHble YNCTALLME CPEACTBA 1S OUMCTK
MEeAVLMHEKOro 1saenus.

He ucnonb3yiiTe pacTBOPbI, COAEPKALLIME V0L WM XN0P B 3HAYUTEMIBHON KOHLEHTpaLMK.

YpoBeHb PH MOHOLLMX Y Ae3VHPULMPYIOLLMX CPEACTB A0/MKEH ObiTh 0T 7 A0 11.

3apakeHHbIe 1 UCMO/b30BaHHbIE U3AE/NA He NMOMELLiaiTe B KOPOBKY ANa CTepun3aLmmn
W1 He MOWUTE B MaLLHe.

MeToz npeaBapuTeIbHO OUUCTKM [JO/KEH MCMO/b30BATLCA MEPE/, aBTOMATUUECKOM
OYNCTKOW.

MeauumHCKoe 13fenve cnedyeT TLaTelbHO 0UMLLATL M NOABEPraTb KOHEYHOM
CTEPUNM3aLMN Nepes, 1Cro/b30BaHNEM.

MapameTpbl CTEpUNM3aLMN 06ecneyrBatoT AO/MKHYIO CTEMEHb CTEPUIM3ALIN TONBKO ANA

MPaBWIbHO OUMLLIEHHBIX MEAVLIMHCKUX W3AENNIA.
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Mpn aBTOMATUYECKOM YMCTKE HaCaAKW CrieflyeT BCTaB/sATh B CrielimasibHble AepKaTean ans
VHCTPYMEHTOB WM B Ma/IEHbKME KOP3WHBI, YTOObI OHW HEe NOBPEAVNCH MPU YMCTKE.

cnonb3yiTe NPOMbIBHOIN Ae3MHGEKTOP, KOrda 3TO BO3MOXKHO. V136eraiite neperpysa
KOP3WH AN MOVIKV NP YNbTPa3BYKOBOM YMCTKE WM KOP3UH MOIOLLEN/ Ae3MHDNLMPYIOLLEN
MaLLWIHbI.

Bo Bpems fieYeHns BbITMpaiiTe KPOBb M ApYrvie GUOMOrMYECKME XAKOCTW WA
3arpsi3HeHVs, He MO3BOJISS UM BbICbIXaTb Ha MOBEPXHOCTSIX.

Mo 3aBepLUEHNM NPOLEAYPbI SIeYeHNs 3arps3HEHHOe 060pya0BaHMe CeayeT HaKpbITb
BNAXKHOWN Ca/theTKOM, UCK/IHOUMB, TakM 06pa3oM, ero BbiCbixaHue. CnefyeT OTAeUTb He
3arpsisHeHHbIE U3AeNS OT 3arpsHEHHbIX, YTOObI UCK/HOUMTD 3apadKeHe nepcoHasa 1
OKPY>KatOLLERN cpefbl.

Mpon3BoanTENb HE HECET OTBETCTBEHHOCT 3a MPOLIECCHI CTEPUIM3ALIAM, KOTOPbIE
BbINO/HSAET KOHEYHbIV NMO/b30BaTE/b WM 3aKa3uuK, He Crieflyst peKOMeHAALVIsIM NPOV3BOAUTENS.

OrpaHuyeHue No LMKIaM O4YMCTKN

MOBTOPHbIE LMKbI 06pabOTKM, BK/OYatOLLME MPOMbIBKY BPYHHYHO, Maio B/UAKOT Ha
mgenve. CpoK uX CyObl OMpedenseTcs CTENeHbI0 M3HOCA U AOBPEXAEHWS B MpoLecce
MCMO/b30BaHNS

XpaHeHue 1 nNepeBo3Ka.

3arpsisHeHHble M3Menns HeOBX0AMMO TPaHCMOPTMPOBaTL OTAEbHO OT He3arpsi3HEHHbIX,
4TO6bI N36eXaTb 0OLLErO 3arps3HeHus.

MoAroToBKa K NpeaBapuTesibHOM OUMNCTKE

PeKOMeHAYeTCs YACTUTHE M3aenne Kak MOXHO paHbLLe MocAe MX UCMonb3oBaHus. Vi3aenve
JO/MDKHbI  ObITb OCMOTPEHbI M OOCMYXEHbI He MOdKEe 4YeM 4epe3 [Ba Yaca nocre ux
MCMO/b30BaHUS.

Mepen O4NCTKON 1 NOCAE KaXKIOrO 1CMO/b30BaHUs OTBUHTYTE HacaaKy C nepeaHeii YacTu
HAKOHEYHMKA M NOMECTUTE €€ B COOTBETCTBYIOLLMIA KOHTERHED.

MpesBapuTe/IbHaA- QUNCTKa-PYyHHO Crocob.

O6opynoBaHWe: MALKas LLETKA, MATKUA epLLVIK WIK-CaNn(eTKa, He OCTaB/AIoLLME BOAOKOH,
LUMPWAL, MMNETKa W BOASHOW MICTO/IET, LLIENIOYHO oumcTUTeb (paboumii pacTop 1-, 3.%).
Y/bTPa3BYKOBOM OUUCTUTESb.

1mmnHyTa MpOMbITb M3aeMe fOZ, X0OAHON MPOTOYHOM BOLON.
[Py NOMOLLY MSATKOW LLETKM, epLLIMKa N He OCTaBIIAOLLEN
BO/IOKOH Ca/lheTKU-YAaNINTb OCHOBHYHO Ipsisb. VICAOAb30BaTbL
LNpuL, NUNETKY WM BOAAHOM MUCTONET W LLEMOYHON 1n
3H3VIMHBIIA OYUCTUTENb A5 MPOMbIBKM KaHasia HaCaaKw.

10 M1HyT Mcnonb3ys YAbTPa3ByKOBYH BaHHY, BblAepXaTs MeANLIMHCKOe
U3genve He MeHee JecsTM MUHYT B CBEXKEM BHOBb
MPUroTOB/MIEHHOM PacTBOpE LLENOYHOro ounctutens. Cneaosarb
peKOMeHalnsaM MPON3BOAUTENS, KaCatOLLMXCA BpeMeHM
3KCMO3MLM, KOHLEHTpaLWK, TeMMepaTypbl-y Ka4ecTsa BOAb!.

1 MnHyTa MpOMbITh M3aeNMe Mog, XONOAHON MPOTOHHOW BOAOM.
cnons30Bath LNpUL, NUNETKY WM BOGAHOM NUCTONET AN1A
MPOMBIBKW KaHana ans HacagKwm.

4 MuHyT MPONBITH M NPOAE3NHAULMPOBATL MEAULIMHCKOE M3LeNNe,
MCMOMb3YA LLEMOYHOM OUMCTUTENb. Fpy NOMOLLW MSATKOW LLETKM
W epLUMKA YA/ Tb Ipsisb C NOBEPXHOCTW. [MpoMoliTe
MEANLMHCKOE U3enne Nof BOLO BO M36exXaHMe
pacrpoCTpaHeHKs 3arPA3HAKOLLMX BELLECTB B BO3AyXe
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1muHyTa 30 CekyHA 11pOMbITb U3JENME B EVOHM3NPOBAHHON WM OUULLIEHHOM BOJE.
cnonb3oBath WNpuL, NUMETKY W BOAAHOM NUCTONET AN
MPOMbIBKW KaHana s HacaaKu.
BusyanbHO 0CMOTPETb MEAMLIMHCKOE M3aenie.
MoBTOPSATL NpoLeAypPY 4O MOMHOMO YAaneHUs BCeX BUOOB
BMAVMbIX 3arPSISHEHWIA. B KOHLE NPOMbITb U3AENME B
AENOHN3MPOBAHHONW W/ OUMLLIEHHOI Boae. OBCYLWTL m3genme
MpY NMOMOLLM MSArKOI He OCTaBNSAHOLLEA BOpca CasitheTKN Win
MEAMLMHCKOIO YM1CTOr0 CXKaToro Bo3ayxa

ABTOMaTMUECKas OYNCTKA

Tabnuua 13
MpefsapuTenbHan 2 MUHYTI XonofHas BOLONpoB0AHas Boja
NPOMbIBKa
Molika 2 MVHYTBI opsyas Bofa W3-MOA KpaHa C TemnepaTypol

Bbille  40°C. Mcnonb3oBaTb  LUE/IOYHOM
OUMLLAIOLLMIA PACTBOP.

HevnTpanuzauys S MUHYT lopsvasd Boja. M3 rnog kpaHa ( 40°C) ¢
HETPaIN3YHOLLYIM CpefCTBOM npu
Heo6X0ANMOCTI

[pomMbIBKa 2 MVHYTbI [VCTUNNMPOBaHHas WM OYMLLEHHas Boda C
TemnepaTypoii Bbile 40°C

Cywika 40 MUHYT Mpy Tempepatype 90°C

Tepmuyeckas gesnHpexkums.
TepMunyeckas aesuHheKums nposoautcs npun 90°C B TeueHne He MeHee NATU MUHYT:

MpeacTepunmnsatinoHHas ouncTKa

[Mpy 3aMaUMBAHUM-IANIM KMMSUEHUI B MOLOLLIEM PaCTBOPE U3aeNns MOMHOCTLIO MOTPYKatoT B
pacTBOP MOFOLLIErQ CPEACTBA, 3aro/Hss UM KaHasbl i MoMocTy N3AeNWiA.

MoliKy W3AenniA OCYLLECTBNSIOT C MOMOLLBIO €plla, BaTHO-Map/eBblX TaMMOHOB,
TKaHEBbIX Ca/IPETOK; KaHa/bl M3ENNIA MPOMBIBAFOT C MOMOLLbHO LLMPULA.

Tabnuua 14
CpeacTso KoHueHTpaums Temnepatypa Bpems 06paboTKm
pacTBopa, % paboyero
pacTeopa
[ekoHekC50 PP 15 He meHee 18 °C 40 MWH

(""Bopep Xemun
A", Lsenuapws;

Ctepunusayms

CTepuin3oBath M3zenine MOXHO, UCMOMb3ys METOA CTEPUM3aLMN NapomM nog,
136bITOYHbIM faBneHvem 0,22 MMHa B napoBom cTepunusatope (asTokniase) (ISO 17665 wm
OTEYECTBEHHbIe CTaHAaPTbI). PeKOMeHAaLmMM NpeLCTaBeHbl B Tab/ULE HUKe

287



Tabnuua 15

IpofomKNTeNbHOCTb Temnepatypa Bpemsa cyLLKu

He meHee 18 MUHYT 132 - 134 °C 15-20 muHyT

MpoLOMKUTENBHOCTL CYLWKM OT 15 g0 20 MWHYT B 3aBUMCMMOCTI) OT CleayHoLmX

KpUTEpVEB:
. _TUN mMaTepuania YnakoBKW, OOECTIEHMBAIOLLMIA CTEPUNbHBIA  Gapbep, WM HKecTkue
KOHTEeNHepbl MHOFOKPaTHOIO MCMO/b30BaHUS;

KONMYeCTBO Mnapa;

maTepuasibl MeAVLIMHCKOIO M3aenis;

06LLUWIA BEC;

TEXHUYECKME XapaKTepUCTUKI GTepUIN3aTopa;

MPaKTVKK, NPUMEHSIEMbIE B BaLLIEM PErVIOHE;

pa3HOe BPeMs OXNTXKAEHMS.

lNpoBepka
W3pennst SOmkHbI GbITb OCMOTPEHbI Ha Ha/lMuMe OCTABLUMXCA 3arpsisHEHUN, pPXXaBUMHbI,
3aTynneHns, 06ecLBeUVBaHNS W NOBPEXAEHNIA.
Mepepn 06paboTKOA 1 CTEPUNM3aLMEN OUNLLIEHHBIX U3LEAWIA YOeUTECh, YTO OHU YMCTbIe,
He UMEIOT NMOBPEXAEHNI 1 (DYHKLMOHUPYIOT HaZ/ieXallyiM o6pasom.
YTnn3nposaTb NOBPEXKAEHHbIE U3AENNS, HE CMa3bIBaT.

CPOK CNYXXEbblI

CpoK  cnybbl_)MeauUMHCKOro  m3genma  («Habop  HacajoK K MeauUMHCKUM
CTOMATO/IOMMYECKMM Y/IbTPa3ByKOBbIM arnapartam » coctassnseT 10 nert.

B CBAA3U C TeM;-YTO He HEBO3MOXHO YCTaHOBUThL MAKCHMa/IbHOE YMCIO BO3MOXKHBIX
npoLesyp, KOTOPoe MOXET ObITb OrpesesieHo MHOrUMY NapaMeTpamm, TakKMU Kak
NPOAO/HKMTENBHOCTE MCNO/b30BaHUSA, TBEPLOCTb 3YOHOI aMasIv, MPUIOXKEHHasA CU/1a-M U3HOC,
NPOU3BOAUTENb PEKOMEHAYET MeHsATb Hambosiee YacTo MCMO/b3yeMble Hacafki He peXe 0fHOro
pasa B rof,. HacagKy cnefyeT 3aMeHUTb, eC/in BUBpaLys HacafKn He COOTBETCTBYET/ 3aaHHOM
YacToTe, annapamn paboTaeT HeMpaBW/IbHO, NPOUEAypa 3aHUMAeT 60/bLLe BpeMeHU, YeM 06bIHHO,
W pe3ynibTaT-He JOCTUIaeTCs.

[nnTensHOe MCNoMb30BaHWE MeAVLMHCKOrO u3genvs «Habop Hacafok-K MeavLMHCKUM
CTOMATO/MOMMECKMM  YNbTPa3BYKOBbIM arnapatam» MOXET MPUBECTU K €F0 eCTeCTBEHHOMY
M3HOCY. MBI HaCTOATE/IlbHO He COBETYEM W3MEHATb KOHCTPYKLMIO ‘HAaCafoK nyTeM UMX
06TaumBaHus, CrbaHnsa UM Kakvm TO ApYLVIM CriocoboMm.

TPEBEOBAHNA K TEXHUYECKOMY OBCNTYXXVNBAHUKO N PEMOHTY
MEAUHWNHCKOIO N34ENNA

Mpn HeOBXOAMMOCT CBSKATECH C MOCTABLLMKOM MeAMLMHCKOro uagenvs. He cremyet
CAaBaTb MeaMUMHCKoe u3aenve (B) PeMOHT [pyrM CrieupanncTaMm, Tak Kak B pesyfnbrare
HEKAYeCTBEHHOr0 PEMOHTA M3fe/Me MOXET MpPeACTaBNsTb OMAacHOCTb [y Mo/b3oBaTens M
MaLeHTOB.
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MEPEYEHb MPUMEHAEMBbIX MPON3BOAUNTENEM (M3FOTOBUTENEM)
MEAVNUNHCKOIO N3AENNA HALUMOHAJIbHBIX CTAHOAPTOB

Mpov3BoauTeNb 3adBNAET, YTO  MeAMUMHCKOe um3fenve «Habop Hacafok K MEAVLMHCKAM
CTOMATO/IONMYECKMM  YNIbTPA3BYKOBbLIM arrnapatam» OTBeyvaeT Tpe6osaHuaM EN-I1SO 13485,
MOMHBIA CMINCOK MEXAYHapOoAHbIX TPebOBaHWA NPeoCTaB/IsAeTCs Mo 3arnpocy.

PEKNTAMAL A

MpownsBoauTenb:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions 511plEée (O6LLEeCTBO MO pa3paboTKe NPUIOKEHNIA s
9NEKTPOHHON TEXHWKUN. AKLMOHEPHOE 0BLLECTBO YNPOLLEHHOIO TUMA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 AseHto MocTaB dindpens, 3u Oy ®ap 33700 MepuHbsK, PpadLms).

MecTo Npon3BoACTBa:

SATELEC a company of ACFEON Group

17 Avenue Gustave Eiffel Zi‘Du Phare 33700 Merignac, France
CATEJIEK, rpynna komnaHuii AKTEOH

(17 ABeHto Moctas Aidens, 3u Ay Pap 33700 MepuHbAK; DpaHLms)

OpraHu3aLus, NPUHUMAOLLIAS-Ha TeppuTopuK Poccuiickoli deaepaLyn NpeTeH3um oT
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PYKOBO/CTBO MO 3KCM/lyaTaUUn Ha MeAULIMHCKOE M3aenmne

Ha6op HacagoK K MeAULUHCKUM CTOMATO/IOMMYECKMM Y/IbTPa3BYKOBbIM
annapaTam

16. Habop HacafoK K MeAMLMHCKUM CTOMAaTO/IOMMYECKMM Y bTPa3BYKOBbIM anraparam
SINUS LIFT Il KIT B cocTase:

-Hacagka SL1 11-1wr/ym;,

-Hacagka SL2 I1-1wrt/yn;,

-Hacagka SL3 I1-1wt/yn;,

-Hacagka SL4 Il -1 wriyn;

-Hacagka SLS 11 -1 wr/ynm;

-YHMBEPCa/bHBbIV CTaIlbHON KNtoY-1=tuT/yn;

-MeTa/IINYecKas nogcraBka-1 wr/ym;
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XVpypryeckue MaHUNyaumm:

* Y[aneHve 3y60B;

e VimnnaHTaums.

o Xupypruyeckve BMelLaTeNlbcTBa (OCTEOTOMMS, OCTeorn/nacTuka, CUHAECMOTOMUA.
OT/ieNeHrie MembpaHbl 1 BOCCTAHOB/IEHME 00bEMA KOCTW B YEMHOCTW).

lNpoTrBONoKasaHus

He nognexxuT UCnonb30BaHMIO A/151 CRIELYHOLLMX TPYM MaLMEHTOB:

* MnageHLpl

* bepeMeHHble WM KOPMALLME YKEHLUMHBI 13-3a OTPaHUYEHNA, CBA3AHHBIX C BO3MOXHbIM
MCrOMb30BAHNEM MELMLMHCKMX PacTBOPOBy TaKMX KaK aHECTETUKM

o [MauneHTbl C MEAULIMHCKMMM prcKamm (OC/IOXKHEHWAMMN)

* [MauyeHTbl C annepruei

* Hannuve annapata ns UCKYCCTBEHHOTO MOAJEPXXaHWs pPUTMa- cepaua wim Jpyrux
BXMB/IEHHBIX CTUMY/UPYHOLLMX YCTPOICTB.

* [1aT0M0rNYecKM BbICOKaA YyBETBUTEILHOCTL AMasIN.

» 3aboneBaHusa cepaua

 BpOHXMT B XpOHM4eCKoin iopMe winm 6poHXMabHas acTMa

* PecnupaTtopHble NH(eKLUN:

Mo6oYHbIe AeCTBUA
BO3MOXHO MVHUMa/bHQE. MOBPEXAEHME MSIKVUX TKaeid, 06pasoBaHMe aspo30/1bHOr0
06n1aKa BOKPYT HaCafiKvi, COAEPYKALLIEro MKPOObI, KOTOPbIE 3arPS3HAIOT BO3AyX B KAGMHETE.

MepbI NPeAoCTOPOXHOCTM

V3penve npefHasHaveHo ANA UCMONb30BaHWA UCKAUMTENbHO BMECTE C MEAULIMHCKUMM
annapatamn SOCIETE-ROUR LA CONCEPTION DES-APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LIECTBO NO pa3paboTKe MPUIOXKEHMWIA A1
9NEKTPOHHON TEXHUKW. AKUMOHEpHOE OOLLIECTBO YRPOLLEHHOro Tuna) (fasiee MO) TEKCTY
SATELEC) u ynbTpasByKOBbIM HakOHeYHMKOM npoussogctBa SATELEC. Kcnoss3oBaHue
v3genve apyrvux Npon3soauTeneli NPUBEAET K NMOBPEXAEHNIO MEAULWHCKOTO MU3Leuns:

MeOMUVHCKOE' 13feine HeoOXO4MMO CTEpPUIM30BaTh Nepes KakabM MCNob30BaHWEM B
aBToknaBe. OTBETCTBEHHOE 3a CTEPUIM3ALUMIO /IO [O/MKHO MCMOMb30BaTh MOAXOAALLYO 41
CTepUIN3aLMM “.yMaKoBKY, OAHOPa30oBble CTEPUAN3ALMOHHbIE MakeTbl (CUCTEMY  3aluUTbI
CTEPWUILHOCTU) B COOTBETCTBUM €O cTaHaapToM 1SO 11607. Cneauts 3a TeM, YTOObI U3ene He
conpvKacanoch” ¢ Apyrummn npeameramu, KOTOpble MOryT MOBPEeAuTb KX (MOBEPXHOCTb WK
CUCTEMY 3aLUTbl CTEPUIBHOCTY.

He npeBbILLAaTb peKOMeHA0BaHHbIN /15 HaCafoK PeXXV M anrapara.

He BKpyuMBaTh 1 He BbIKPYUVBaTL HACAAKW MPY BK/IKOUYEHHOM HaKOHEYHUKE.

[MpoBOANTL OUUCTKY, AE3NHMEKLMIO U CTEPUIN3ALMIO MEAVILIVHCKOIO U3LENMA He MO3Xe Yem
yepes [Bayaca nocre V1Crosb30BaHuA.

Hepxatb B Mose 3peHVsi MeCTO MPOBELEHNSA NPOLEeaypbI

[na CHXeHUA pucKa, [ake ,€amMoro He3HauMTeNbHOro, MoJb3yWTeCh OTCAChIBAOLLMM
YCTPOWCTBOM (C/IFOHOOTCOCOM) ¥ HaROMVHaViTe MauyeHTy, YTo CriefyeT AblaTh Yepes Hoc.

MauyeHT JO/MKeH COXPaHATL,CAOKOMCTBIE, pacciabnTbCs, COXPaHATb HEMOABMKHOCTD,
3aHATb Y06HOE MOMIOXKEHWE, JIEXa,B'CTOMATO/IOMMYECKOM Kpecre.

TONbKO Bpay MOXET peLLath, 6yeT /I OH OKasblBaTb MEAVEVIHCKUE YCYTN NaLyieHTaMm.

IMoTeHUWanbHble I'IOTpE6VITe}'IVI MEANLIMHCKOI O U3aenna
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MeaULMHCKOe  W3feNe MNPeAHasHauYeHo [ UCMOMb30BaHWS  CTOMATOMOrOM  Wn
CMELManMCTOM Mo JIEYEHNIO 1 NPOTE3VPOBaHMIO 3y60B. HacToslee n3fenne npeaHasHauyeHo
TOMBKO /19 NPO(PECCUOHATLHOTO MPUMEHEHUS.

OMUCAHWVE MEAVNLUMHCKX U3OENNIA NCMO/b3YEMbIX COBMECTHO.

1 «AnnapaT CTOMATO/IOrMYECKUIA A1 CHATMA 3YOHbIX OT/IOXKEHUIA cepum Newtrons,
(AnnapaT CTOMaTo/IOMMYeCKNIA 1 CHATUA 3Y6HbIX OT/IOKeHUIA Newtron Booster,HakoHeuHUK
Newtron, Annapat CTOMaTO/OMMYECKWIA ANa CHATUS 3yOHbIX OTnoxeHuiA Newtron P5 B.LED,
HakoHeuHnK Newtron Slim B.LED) ( HaxoguTcs B NpoLiecce rocyaapCTBEHHOM permcTpaumm Ha
TeppuTopum P®) nponssogctea SATELEC, ®paHuys.

2. «Annapar CTOMaTONOrMYecKuin ans (KocTHoi xupyprm PIEZOTOM-CUBE» (Annapat
CTOMATO/IOrMYecKuin ana KocTHon xvpyprun PIEZOTOME CUBE, Hakoneunnk CUBE LED)
(PervictpaupoHHoe yaoctoBepeHue NeP3H 2021/14297 ot 13.05.2021r.), npou3BOACTBA
SATELEC, ®paHums

3. «Annapar CTOMaToIOrMYeCKUANA CHATUS 3YOHbIX OT/IOXKEHUIA € NPUHALIEXHOCTAMMN
(Annapar CTOMATONOMMYECKMIA A1 CHATUS 3YOHbIX OT/IOKEHUIA C NPUHALNEXHOCTAMU: Mogeb
P5 NEWTRON XS, HakoHeuHMK-.Suprasson)( PernctpaumoHHae ) yaoctoBepeHe NodC3
2007/00914 ot 21 fekabps 2007r.), ‘mponssogcTea «Catenek C.A.C»-®paHums

4, «CTOMATO/OMMYECKMIA annapat PIEZOTOM c NPUHaAIEXXHOCTAMU
(Ctomatonorunyeckuii annapat PIEZOTOME B BapuaHTax vcnonteHns: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome Selo LED), (peructpaupmoHHoe yaoctosepeHve Ne P3H 2013/859
ot 12 mona 2013r.), npounssogctBa «Catenek.C.A.C.», ®paHUuA

5 «bnok CcTOMaToONOIMYECKUA [ON9  CHATUS  3YOHbIX  OTNIOXKeHUA  Xinetic ¢
npuHagiexHocTamMm»  (BAgK ™ CTOMATONOTMYECKUA /15 = CHATUS  3YOHbIX  OT/IOKEHWIA
Xinetic,HaKones HHK Suprasson), (peructpauynoHHoe ypaoctoBepeHne NoeP3H 2013/858 ot 12
mons 2013r.), nponssoacTsa «Cartenek. C.A.C», ®paHLmg

MPNHUATT AENCTBNA MEANUMHCKOIO N34ETNA

MpUHUMN feiicTBus.

MpUHUWMN AeACTBIS MEAULIHCKOTO U3AENNS 3aKMOUYAETCs B TOM, UTO OT OCHOBHOFO 6/10Ka
Ha Y/bTPa3ByKOBOIA' -CTOMATOMIONMYECKUI A HAKOHEYHMK TMOAAETCA  3MEKTPUUECKMiA- curHan,
reHepypyeMbIii  anmapaToM. HakKOHEUHUK CBSi3aH .C) MEAMLIMHCKMM anmnapaTtoM rocpeicTBOM
lHypa. B ero coctaB BXOAWUT KepaMMUecKuiA NMbe30NEKTPUYECKMIA NPeo6pasoBaTe/b, KOTOPbIi
TpaHCOPMMPYET - INEKTPUYECKWIA CUrHaN B Y/AbTPA3BYKOBYHO BUGpaLyto. MexaHuueckas
BMGpaLMS NepedaeTcsl CTOMATOOMMUYECKOI HaCajiKe, YCTaHOB/IEHHOW Ha KOHLIE Y/TbTPasByKOBOrO
HaKOHEYHMKa

OKASAHVE MEAVNUNHCKUX YCNYT

MoaroToBKa K paboTe MeULIMHCKOTO U3aenis

CocTaBnsolie HeoGX0AMMO OUMIIATL, AE3VHMMLMPOBATL U ~CTEPUNIM30BaTL Nepeq
KaXK[lbIM;- ICTIONb30BAHMEM. YCMOBMSI QUUCTKM, [E3VH(EKLMM W CTEPUAM3ALN YKa3aHbl B
COOTBETCTBYIOLLEM pa3aene PyKOBOACTBA TI0 SKCM/yaTaLyn.

we ‘™M ¢

Hapnexxalliaa B1bpauys HacafKy Npeanonaraet ee HafexXHoe 3aKpenieHne B HaKOHEUHMKe
6e3 upe3MepHOro fasfieHns Ha ynop. Hacagky Heobxoayimo 3a(UKeMpoBaTb B HAKOHEYHVIKE C
MOMOLLbHO YHMBEPCA/IbHOTO CTa/IbHOrO K/IkoYa 1 06eCneunTb HaaeXKHoe 3aKpenseHrie Hacaakv B
HakoHeUHMKe ana  Hacafok (Puc.l). YpesvepHbld 3aKUM HaCafku MOXET MPUBECTU K
MOBPEXEHUIO Haca KN W HAKOHEYHVIKA.
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Puc.1

Bbi60op HEOOX0AMMOI HaCaaK-0CYLLECTB/IAETCS TO/IbKO CTOMATO/IONOM.
Y6eauTech, UTO BbIOPaHHbIIA PEXM COOTBETCTBYET BblOPaHHON HacajKe.

3aBepLueHne patoThbI

Mocne 3aBepLUeHNs NPoLeaypsbI
1 OTcoeanHUTe HacaaKy,
2..BbIN0MHUTE OUUCTKY W CTEPUNM3ALMI0 MEAVLMHCKOTO W3LeNNA, Kak Onm1caHo B r/iase

CTEPUNTN3ALINA.

YKazaHus Mo TeEXHUKeE p8.60TbI C HaCagKamMu;

» Bo Bpems 06paboTKM 3y60B HacafKy CreflyeT-fepXKaTb M0 KacaTe/lbHON K MOBEPXHOCTM
3y06a;

* Hukorga He-Aep>xuTe HacaaKy nepneHavKyAspHO 3yOHON amanu;

o [lBUraiTe HaKOHEYHMK Harofobme [BWKEHWS KUCTbIO C He3HauuTe/lbHbIM OGOKOBbLIM
[aBNEHUEM;

o [pn (pabote C HacagkamMy UCMOMb3YMTE TO KOMMYECTBO  MpPUFaLMKM,  KOTOpoe
PEKOMEHLYETCS /19 BblOPaHHOW HacaiKu;

 [lepeg VCNonb30BaHVEM BU3yasibHO [POBEPLTE COCTOSHME HaCafKu;

» [pu.paboTe Bcerda HaaeBanTe MeAULIMHCKYO MacKy U nepyaTKum.

OMVCAHVE KOHCTPYKTUBHbBIX OCOBEHHOCTEN MEAULIIHCKOMO
V3OENNSA

B cocTaB MeguUMHCKOrO W3AENMA BXOOAT Hacagky AN ~COBMECTHOM paboTbl C
MEAMLIMHCKAM  YNbTPa3ByKOBbIM afnapaTtoM 1, B 3aBMCUMMOCTW. OT BapuaHTa WCMOSHEHWS
Habopa, MOryT BXOAWTb: YHMBEPCAbHbIA CT/bHOW KoY M MeTa/lnyeckas MoAcTaBka win
AVHAMOMETPUYECKMIA KMHOY CUHMIA, M aBTOKNaBUPYEMbI MNacTUKOBbIA GOKC. Kaxkaas Hacaka
WMEET CBOM KOHCTPYKTVBHbIE.OCOOEHHOCTI, XapaKTEPUCTUKN . PEKOMEHAYEMOE MPUMEHEHNE

Mp1 NpoLieaype.
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16. Habop Hacalok K MeAMLMHCKAM CTOMATO/IOrMYECKM YNbTPa3ByKOBbIM anrapatam
SINUS LIFT Il KIT:

Hacagku SLI 11, SL2 11, SL3 11, SL4 11, SL5 1

. Hacagka SLI 11 —C anmMa3HbIM MOKpbITUEM. VICNonb3yeTca 419 CriaXMBaHUA CTEHOK
KOCTHOIO OKHa 1 OCTPbIX YT/I0B.

. Hacagka SL2 Il - Ha KOHUMKe Hacaflkv pacronaraeTcs LWapuK C asiMasHbiM MOKPbITUEM.
Mcnonb3yeTcs 418 CriakmBaHMs CTEHOK KOCTHOMO OKHa M TOYHOW OCTEOMNNacTUKM.

. Hacagka SL3 Il —Hacagka € MOCKUM  KOHLOM rMpefHasHaveHa [/19 OTC/0eHuA
Mem6paHbl NMasyxu B 06/1aCTV KpaeB KOCTHOTO OKHa.

. Hacagka SL4 Il - LLInaTenb HaKMOHHbIM /19 OTCMIOEHNS MeMOPaHbl BHY TP MasyXui

. Hacagka SL5 Il - LLnatenb Hak[OHHbIA AN OTCNOEHUS MeMbpaHbl BHYTPU Masyxu W

BbLLIENIEHNS] aHATOMMYECKIX CTPYKTYP.

Hacaaka SL1 I Hacagka SL2 I

Hacagka SE3 11 HacaakaSh4 |l

Hacagxa SL5 I

Puc 2 BHewHmiA Bug Hacagok ST, SL2 11, SL3 11, SL4 11, SL5 Il Habopa Hacagok
K MeAULIMHCKM CTOMATO/IorM4eckuM ynbTpasByKoBbIM annapataM  SINUS LIFT 11 KITe

. YHUBEPCA/IbHbIV CTa/IbHON KAKQY MpeHa3HaueH A8 HAEXKHOIO 3aKPen/eHUst Hacaaku B
HAKOHEYHVKe, a TakKe [/19 OTCOeAMHEHNS HacaKW NpeaCTaBNeH Ha-pUCYHKe 3
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Puc.3 BHeLLUHWI BUA YHUBEPCA/TbHOIO CTa/IbHOMO K/to4a

. MeTa/inyeckasi MOACTaBKA VIMEET CUMMKOHOBbIE KOfblia W -QTBEPCTUS [AS Hacaok.
Ooreryaet paboTy ¢ HacafKamm, NPeacTaB/eHa Ha PUCYHKe 4

Puc. 4 BHeLLHWIA BAL MeTa/I/IMYeCKOM MOACTaBKU

TEXHUNYECKUE XAPAKTEPUCTUKHA

TexHWYecKVie XapaKTePUCTUKN MeQMLMHCKOrO 13aenns «Habop HACcafoK K MeAULIMHCKIM
CTOMATOAOrMYECKMM  Y/NbTPa3BYKOBbINI annapaTam»  MPeACTaBleHbl < B TabiMLE  HIUDKe:
MpuBEAeHb! rabapuTHble pasMepbl HACadoK, PEXUM anmnapata, MPYMEHSEMbIA Mpu paboTe
HacafioK, COBMECTMMbIIA CTOMATO/IOMMYECKIIA annapaT, a TakKe PEXUM UppUraumy HacagKu.

SINUSAMFTAMANWT » CTOMAaTO/I0rMYECKVM Y/IbTPa3BYKOBbIM arnapaTam









C 13.0+ 05 mm

d 40£0.2 Mv
Macca 1,20+0,10 r
Pexxum annapara N4 “
ppuraups 30 m/MuHEL MA/MUH
Ycunve nssneyeHus He meHee 20H
Yevnne  ans BCTaBNeHUs
3aKperieHus He 6onee 30H

Annapat CTOMaToI0rMyeckuiA Ans KOCTHOW Xnpyprim

COBMECTUMbIA  CTOMATONOrNYeCKUIA PIEZOTOM CUBE
annapar Cromatonoruyeckuid annapat PIEZOTOM c

MPYHALNEXHOCTAMIA
* 0603HaueHre rabapyTHbIX pa3MepoB MPEACTAaBNEHO Ha PUCYHKE.

| b E__] %ad

Puc.8

5. Hacaaka SL5 |I
rabapuTHbIE a 50+ 0.2 mm
pasmepbr* b 31.0+ 0.5 Mm

C 11.0£ 0.5 mm

d 4.0+ 0.2 Mm
Macca 1,20+0,20r
Pexxum annapata D4
Wppuraups 30 w¥MnHEL MA/MUH
Ycunve nssredeHms He meHee 20H
Yewnve  /paas BCTaB/1IeHS n
3aKpENeHns He 6Gonee 30H

Annapat CTOMaTo/IorMyecknin 4j1s-KOCTHOW XMpyprm

COBMECTUMBIA  CTOMATO/IOrNYeCKiA PIEZOTOM CUBE
annapar Cromaronormyeckuii annapat PIEZOTOM c

NPUHAANEXXHOCTAMM
* 0603HaueHne rabapyTHbIX pa3mMepoB NPeACcTaBNEHO HA PUCYHKE
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Puc.9

B Tabnmue—1 Ans HacafoK yKasaHb! LLIEPOX0BaTOCTb 1 TBEPAOCTbL Mo-PokBenny.

Hacagka LLIepoxoBaTocTb TBEpAOCTb Mo
Poksenny
SL1 11, SL2 11, SL3 11, SL4 11, SES

| He 60nee 0,8MKM 52-54 HRC

Hwke npeacTaB/ieHa YacToTa, NepefaBaemMasi OT HAKOHEUHUKA K Haca/IKe

Hactora, KI'L Annapar (HakoHeuHVK s annnaDaTa)

Ot 28,0 go 36,0 AnnapaT CTOMaTONOFMYECKIA /11 KOCTHOM
xupyprum PIEZOTOM-CUBE
Cromartonorumyeckuiaannapat PIEZOTOM c
MPUHAZIEXHOCTANM

B TabnmMuUax Huke-NpuBeeHbl TEXHUYECKUE XapaKTEPUCTUKM OCTa/lbHbIX COCTaBASHOLLIMX
MEAVLWIHCKOrO 13ae/ms

YHuBepcasbHbIA CTasIbHON KoY

labapuTHble pa3Mepsbl, MM (30.0x28.0y'+,1.0
Macca 190r+ 1,0

MeTannnyeckas. NofCcTaBKa:

FabapuTHbIE pasmMepbl, MM (100,0x40,0x40,0) =2 Mm
Macca, 1000+ 5,01
Konn4yecTBo A4veek 6
MATEPVAJIbI

SLB, SL4 11, SL5 11 Hacaaka MeauLmHCKas HepXKaBeroLLIA CTaslb

AIMa3Hoe He

MOKpbITVE T
SL1II SL2 11 Hacaaka MeaVLUMHCKasA-HepXKaBetoLLIgs CTaslb
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Hacagka Martepuan
AnmasHoe An
MOKPbITVE Ma3

Matepuasbl, KOTOpbIE MCMO/Mb30Ba/IMCh MPK NPOU3BOACTBE MeTanIMUecKoid  TIoACTaBKY,
YHMBEPCA/IbHOMO CTa/IbHOTO K/koUa MEAMLIMHCKOTO M3AENNS, YKa3aHbl HIKe

MaTepran

YHUBepCa/bHbIli CTa/bHOI l_'\lgeﬂ'(/'aLéz:'{')CKg

K/oY p LL

cTa/b

MeanumHcKkas

MeTannmueckast— OPMYC Hepﬂéiz%r:maﬂ

MoAcTaBKa

KonbLio CWIMKOH

MAPKIPOBKA

XpyrKoe, 06palLiaThCsi OCTOPOXKHO

bepeub OT Bnaru

Bepx
REF Homep no katanory
LOTI Howmep napTum
CcO CooTBeTcTBYeT AnpekTBam CE
CC Mancng
C€ CootseTtcTByeT anpekTmsam CE
[ata n3rotosneHus
V3roToButenb
w N
TemnepaTypHLIV AnanasoH
[
[nanasoH BAaXKHOCTU
OrpaHm4eHns aTMOCepHOro AaBeHns
0

LLI O6paTnTeCh K MHCTPYKLAV MO MPUMEHEHMIO
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ConpoBoauTe/bHas JOKYMEHTaLWIs B 3/IEKTPOHHOM J0CTyre

infarwietivi
r 1
HectepunbHo
iR
L J
R Rx Only: Mo tenepansHoMy 3akoHy CLLA npogaka [aHHOro v3genns
X paspeLLeHa TO/bKO SIMLEH3MPOBaHHBIM BpadamM Wi Mo UX TIOPYYEHNO
ONLY
KonnuecTtso B ynakoBke 1 LuT.
Ko/nm4yecTBo B YMaKOBKe 4 LLT.
L /\I Pa3peLLieHo #1€Ro/b308aThL B MOHOLLIEW, Ae3VHPULMPYIOLLE MallnHe
[/151 TEPMUYECKON Ae3NHpeKLMA
j c Cnoco6HO BbifepXKaTb aBTOK/TaBMpoBaHKe npwu’ 132°C
ra Cnoco6HO BblaepaTb aBTOK/aBUpoBaHue-Npy 134°C
He 1cnonb3oBath Mpy NOBPeXAeHUN YaKoBK/
I I I Homep ynakoBKY AN OTCNEXMBaHNS

MH®POPMAUWA O HA AU B MEOAVUUMHCKOM N3AENTNN
NEKAPCTBEHHOFO CPEACTBA ANTA MEANUUHCKOIO NPMMEHEHWA,
MATEPUNAJZIOB XUBOTHOIO U (MNN) HENOBEWECKOIO NMPONCXOXAEHWA

MaTepuarbl KMBOTHOTO W/ YENOBEUECKOrO MPOUCXOXAEHUS B MeAMLIHCKOM=#3ennm
«Habop Hacafok K. MeAMULIMHCKMM CTOMATO/IOrMYECKMM  Y/bTPa3BYKOBbIM — afmapatam»
OTCYTCTBYIOT.

JleKapCTBEHHBIE CPEACTBA B MEAULIMHCKOM M3fenmn «Habop Hacafiok K MeALMHCKMM
CTOMATO/IOrMUECKUM Y bTPa3BYKOBbIM anmnapaTam»-0TCyTCTBYHOT.

dapmaLeBTMUECKME  CyO6CTaHUMM B MEOWMLMHCKOM  M3denunm  «Ha6op' /Hacafiok K
MeAVLHCKMM CTOMATO/IOMMYECKUM Y/bTPa3ByKOBbIM arnmapaTam» OTCYTCTBYHOT.

CTEPNMAN3ALNA.

MefuupHCKoe M3fenve nocTaB/seTcs. HecTepusbHbIM. V3aenve HeoGXo@MMo nogseprarb
OUMCTKe ~Nepef KaxabiM  WCMoMb30BaHMeM. [locne  TOro, Kak =HaCafKuM  OYMLLEHbI,
Ae3NH(MLMPOBaHb! 1 BbICYLLEHbI, X HEOBX0AMMO PasnoXuTb Mo MopsaKy B OOKCe, KOTOPbIi
[O/MKEH-BbITb MOMeELLEH 1 3aneyaTtaH B CleLMasibHbIA NaKeT, NPUTOAHBIA S CTEPUIN3ALINN.

FlpeaynpexgeHnsa:

He ncnonb3yiTte cTasibHYyH0 MOYa/IKy U abpasvBHble YACTALLME CPEACTBA /19 OUUCTKM
MeAULNHCKOrO N3aenus.

He vicnonb3yiiTe pacTBOpbI, COAEPXKALLYE O WM XNOP B 3HAYUTE/IbHON KOHLEHTPaLMN.

YpoBeHb pH MOHOLLMX 1 AESUHPULMPYIOLLMX CPEACTB A0/MKEH bbiTb OT 7 A0 11

3apaXkeHHbIe 1 1CMO/b30BaHHbIE W3NS He NOMeLLaiTe B-KOPOOKY ANs CTepU/M3aLy
WM He MOWTE B MaLLIMHE.

303



MeTog, npeaBapuTeNbHON OUMCTKM JO/MKEH MCMOMb30BaTLCA Nepes aBTOMaTUYECKOM
OYMCTKONA.

MeayUmHCKOe n3aenve cneayeT TLaTe/lbHO 0YMLLATL U MogBepraTb KOHEUYHO
CTepUIn3aLMM nepes, UCrosb30BaHNEM.

MapameTpbl CTEpUM3aLMM 06eCNeUnBatOT AO/MKHYHO CTeMNeHb CTEPUAM3ALMM TONBKO AN
MPaBUIbHO OUULLEHHBIX MEAVLMHCKUX U3LENNIA.

[Mpy aBTOMATUYECKOI YNCTKe HacafKu CnedyeT BCTaBNATb B CrieLmasibHble-AgpxaTenm 4
VHCTPYMEHTOB W B Ma/IeHbKME KOP3UHBI, YTOObI OHW He MOBPEAWINCH MY YMCTKE.

Vcnonb3yiiTe NpoMbIBHOM AE3VH(EKTOP, KOr4a 3TO BO3MOXHO. 136eraiiTe neperpysa
KOP3VH 19 MOVIKV NPU YNbTPa3BYKOBOM YMCTKE WM KOP3VH MOIOLLEA/ Ae3VHNLMPYHOLLEV
MaLLWIHbI.

Bo Bpems NeveHns BbITUpaiiTe KpoBb W ApYrve 61onormyeckme XXuaKoctv umm
3arpsi3HeHNs, He NO3BOAS UM BbICbIXaTb Ha MOBEPXHOCTSX.

Mo 3aBepLUeHN NPOoLEAYPbI IEUYEHIS 3arpsisHEHHOe 060PY/0BaHE ‘CllelyeT HaKpbITh
BNaXKHON Ca/IDETKON, UCK/IFOUMB, TakvM 06Pa3oM, ero BbiCbixaHue. CrieayeT OTAeUTb He
3arpsi3HEHHbIE M34eNNS OT 3arPs3HEHHbIX, YTOObI MCK/OUUTL 3apaXkKeHE NepcoHasa 1
OKPY)KatOLLER cpeabl.

Mpoun3BoAUTENb He HECET OTBETCTBEHHOCTY 3a MPOLECCHI CTEPIMM3aLMN, KOTOpbIE
BbIMNO/IHAET KOHEYHbIA M0/b30BaTENb WM 3aKa3umK, He Crefys pekOMeHAaLVaM Npou3BOANTENS.

(@] rpaHmyeHune nNno UMKnaM 0OHNCTKN

MOBTOPHbIE LMK/bI 06paboTKK, BK/KOYAKOLME MPOMbIBKY BPYYHYH, Masio BAMSKOT Ha
n3genve. CpoK KX CNy6bl onpeaenseTcs CTeneHb0 U3HOca, M MOBPEXAEHNS B MnpoLecce
CMO/b30BaHUS

XpaHeHue N NepeBO3Ka:

3arpsisHeHHble M3LeAmsa HeoOX0AMMO TPaHCMOPTUPOBATL OTAENbHO OT He3arps3HEHHbIX,
4TO6bI M30EeXKaThb 0OLLIErO-3ar PAHEHUS.

M oAgrotToBkKa K npe,qBaleTeanof/’l O4YUNCTKeE

PeKoMeHAYyeTCs YUCTUTb M3LENNE KaK MOXKHO paHbLLIe Moc/e UX MCnosb3oBaHus. HAsnenve
AO/MKHbI  ObITb OCMOTPEHbI W OOCMYXXEHbl HE MOKE YeM uYepe3 ABa uaca Mocne ux
CMO/b30BaHNS.

Mepes O4MCTKONA 1 NOCNe KaXAoro MCronb3oBaHWs OTBUHTUTE HacadKy C nepeaHeli YacTu
HaKOHEYHVKa 1 MOMECTUTE ee B COOTBETCTBYHOLLWIA KOHTEHEP.

MpeaBapuTesbHas 0OUYNCTKaA-PYYHON cNocob.

O6opyaoBaHMe: MArkas LLETKa, MArKUIA eplumMK 1 candeTka, He OCTaBNSHOLLME BOJIOKOH,
LLNPKLL, NUMNEeTKa WM BOASHON MUCTONET, LLUEMOYHON ouncTmTeNb (pabounii pacteop 1- 3 %).
YNbTPa3ByKOBOW OUUCTUTENb.

1 MyHyTa MpOMbITb U34€eNne NoJ, XON0AHON MPOTOYHO BOAOA.
Mpn NOMOLUM MAFKON LLETKY, ePLUMKA UiA-He OCTaB/IAOLLEN
BO/IOKOH-CaNPETKN YAa/IMTb OCHOBHYHO rpssk. LICronb3oBaTh
LUNPULL, ANETKY WX BOASHOI MCTONET. WLLIENIOYHOM W
3H3VIMHBIA OUMCTUTENb /151 NPOMbIBKY KaHasia HacadKu.

10 MuHYT Vcnosib3ys ynbTpa3ByKOBYHO BaHHY, BblAepXaTb MeAWLIMHCKOe
V3Lefne He MeHee LeCcTU MUHYT B CBEXKEM BHOBb
MPUrOTOB/IEHHOM PacTBOPE LUEMOYHOFO oumncTutens. Cnesfosathb
PeKOMeHZaLVAM MPON3BOANTENS, KACAOLLMXCA BPEMEHN
3KCMO3MLIMM, KOHLEHTPaLWK, TEMAepaTypbl 1 KayecTBa BOfpbl.

1 M1HYyTa FpOMbITb M3aenue Nog, X0NoAHOM APOTOUHOV BOAONA.
cnonb3oBath LUNpUL, MUNETKY WK BOAAHON NUCTONET 1A
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NPOMbIBKV KaHasia f/1 HaCafKu.
4 MUHYT MPOMbITb 1 NPOAE3NHPMLMPOBATL MEAULIMHCKOE U3LENVe,
MCMONb3Y$ LLEOYHON OUNCTUTESb. pK NOMOLLM MSATKOW LLETKN
WK epLUMKa YOa/IUTb TPsidb C MOBEPXHOCTU. [pomoiiTe
MeJMLMHCKOe M3fenne Nog, BOAOIN BO 13bexkaHue
pacnpoCcTpaHeHVs 3arpAa3HAOLLMX BELLECTB B BO3LYXE
1 MuHyTa 30 CekyH[, MpOMbITb M3fenve B [ENOHU3MPOBAHHON WM OYULLIEHHONW BOZE.
cronb3oBaTh LWNPWL, NUMETKY Wi BOAAHOW NUETONET A/15
MPOMbIBKV KaHasa A1 HaCaaKu.
Bu3yasibHO OCMOTPETL MEAVLIMHCKOE M3aenve.
MoBTOPATL NPOLIEAYPY A0 MOMHOIO YAasieHst BCeX BAAO0B
BMAUMbIX 3arPSA3HEHMIA. B KOHLE NPOMbITb U3geNve B
[ENOHN3POBAHHON W O4YULLIEHHON Boae. ©BCYLLMTL M3aenve
MNPV NOMOLLW MAMKOWM He OCTaBNSHOLLEA BOpCa CaNPeTKn Wi
MEMLMHCKOr0 YACTOrO CXATOro BO3AYXa

ABTOMaTMYeCcKass OUMUCTKa

MpeaBapuTenbHas 2 MUAHYTI
NPOMbIBKa
Molika 2 MUHYTbI

HeitTpanmsaums 5 MUHYT

MpombIBKa 2 MVHYTHI

CyLuKa 40 MUHYT

Tepmunyeckan fe3nHgekLms.

«[lNpaBunna

XonoaHaa BOAOMNPOBOAHasA BoJa

lopsdvas Bofa-M3 Nof KpaHa C TemrnepaTypoi
Bolie  40°C.  Mcnonb3oBaTb  LLEMNOYHONA
OUMLLIAIOLLMI pacTBop.

lopsyas,. Bogja 3 nog kpaHa ( 40°C) ¢
HEeUTpaU3Y oMM CpeacTeom npu
HEo6X0AMMOCTH

[NCTUANMPOBaHHaA WM OUULLIEHHAs “Bofa C
TemrepaTypoli Bbille 40°C

IMpu Temnepatype 90°C

Tepmuyeckas aesnHgekums nposoamtes rpi 90°C B TeYeHMe He MeHee MATU-MUHYT.

MpeacTepunmn3aLMoHHas 04MUCTKa

Mpy 3aMauMBaHUN WK KAMSYEHN B MOKOLLIEM PacTBOPE M3AENMNS MOHOCTBIO-AOMPYXKalOT B
PacTBOP MOIOLLIEro CPEACTBa, 3arnonHAs UM KaHasbl W NMOMOCTY U3AEMWIA.

MOoiAKy M3aenmMiA  OCYLLECTBNSKOT.¢ MOMOLLIO €epLlia, BaTHO-MapneBbIX TamrOHOB,
TKaHEBbIX CaPETOK; KaHa/lbl U3aeNniA NPOMbBIBAOT C MOMOLLbHO LLMPULA:

Cpenctso KOHUeHTpaums
pacTeopa,%

[ekoHekc 50 @ 15
("Bopep Xemu
Al™, LLseiuapns;

Crepunusaums

Temneparypa Bpems 06paboTKn
paboyero

pacTsopa

He meHee 18 °C 40 MuH
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NPy HeOBXOAMMOCTW CBSDKUTECH C MOCTABLUVMKOM MEAWLMHCKOro um3ferms. He cnepyet
CLaBaTb MEeOVLMHCKOE W3LeNMe B PEMOHT APYrMM CreupanncraMm, TaK Kak B pesy/ibtare
HEKauyeCTBEHHOTO PeMOHTa W3AeNNe MOXET MPeACTaB/ATb OMacHOCTb [/ MOMb30BATENS W
MaLyIeHTOB.

B cnyyae COMHEHWIA CBSDKUTECH C ABTOPW30BaHHbLIM MOCTABLUMKOM W' C' LEHTPOM
rnocnenpogaxHoro obcnyxmsaHus SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNOBUNA TPAHCITOPTUPOBKWN, XPAHEHWMNA N SKCIMNNTYATALNN

YnakoBaHHYH MPOAYKLUMIO CedyeT XPaHUTb B CYXOM U YMCTOM MOMELLEHWN, Tae
VCK/KOUEHa BEPOSTHOCTb NOMaAaHnst MPsIMbIX COMTHEYHbIX yyeld, BpeAHbIX/ BEILECTB, Bfarn 1
YpPE3MEPHOrO MOBbILLEHVE TEMMEPATYpbI.-ACN0/b30BaTh CHa4ana MPOAYKUUKO C MEHbLUMM
CPOKOM FOAHOCTW.

YcnoBua xpaHeHusa

Temnepatypa oKpy»KatoLLen cpeabl: ot -20°C go + 70°C
OTHocuTeNbHasA BNaXkHOCTb:, 10% - 100%, BKMOYaA KOHAeHcAT
ATmocdepHoe gasneHve: 500 rMa go 1060 rfa

YCcNnoBus TpaHCNOPTUpPOBaHUS

TemnepaTypa TpaHcnopTposaHusa ot -20 go +70 °C
OTHocKTeNbHas BNaXXHOCTL Bo3ayxa 10-100 %, BkNOYaA KOHAeHCAT
ATMOC(epHOe [aB/eHe ot 500 rMa go 1060 rfMa

Ycnoeusa akcnayaTayuu:

Temnepatypa akcnnyatauum ot + 10 °C go +40,°C
OTHocuTenbHaa BnaxxHocTb: ot 30 4o 75 %
ATmocepHoe-gasneHuve: 800 rfMa go 1060 rla

TPEBOBAHPI1A K ¥ TNNIUN3AL NN

MeouuuHCKoe u3genve «Habop HacagoK K  MeAWUMHCKMM  CTOMATO/IorMYecKuM
YNbTPa3BYKOBLIM anmnapaTam» oTHocuTCA K Knaecy b B cootBeTcTBMM € CaHlnH- 2.1.3684-21 1
[O/MKHO  ObITh “YTWIN3MPOBAHO B COOTBETCTBMM C MNpaBWiaMu, [ENCTBYHOWMMMA B CTpaHe
YTUMM3ALMN. N30eNWS. Y TUNN3UPYITe 3arpsi3HeHHbIE M34enns B COOTBETCTBUM. C MECTHBIMU WK
rocyapCTBEHHbLIMY NpaBuiaMn YTUIM3aLMym-OMoNorniyecky onacHbIX OTXOA0B:

MpyeyTn3aLmy 3arpa3HeHHbIX YacTeld HafeBaiiTe nepyaTkm.

Bce-ynakoBouHble MaTepuasibl MOCTaB/ISEMOrO U3AENNA He HAaHOCAT Bpefa OKpYy KaroLLel
Ccpese Y MoL1exar BTOPUYHON nepepaboTke.

FTAPAHTUMHAA MH®POPMALLLA

M3rotoBUTeNb  HECET OTBETCTBEHHOCTb B OTHOLLEHUM MEAMLWHCKOrO U3fenns mno
OTCYTCTBUIO [e(DEKTOB W COOTBETCTBUS 3asiBNIEHHLIM MPOV3BOAWUTENEM XapaKTepPUCTUKaM, Npy
COBMOAEHNM YCNIOBUIA TPAHCTIOPTUPOBAHMS, XPAHEHVIS 1 MPYMEHEHWSI.

Ecnv Bac He Y/I0BNETBOPSIET [aHHOE MEAMLIMHCKOE U3AENie WM Yy Bac BO3HVK/IN XKaso0bl
UM NPOG/EMBI, CBA3aHHbIE C MPUMEHEHNEM MEAVLIVHCKOTO U3AENNS, NOXaYicTa, CBSYKUTECH C
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HalLMM npeacTaBUTeNleM B Balleid cTpaHe. [lOMOMHWTENbHO Mbl MPOCKMM  Bac .ykKasaTb
VOEHTU(MKALMOHHBIA 1N CEPUMHLIA  HOMEP MEAMUMHCKOrO W3LENNs, CBOK  KOHTaKTHYHO
VH(hOpMaLMIo, BKIOYAA UMS M HOMep TesepoHa, a Takke MoApo6HYH WMH(opPMaLMo o
npo6nemax, ¢ KOTOPbIMU Bbl CTOMKHY/C.

MEPEYEHb MPUMEHAEMbIX MPOU3BOAMNTENEM (M3BFOTOBWTENEM)
MEOVWUWHCKOIO USAENVNA HAUNMOHAJIbBHBIX CTABAOAPTOB

Mpon3BoauTeNb 3asBNSET, YTO  MeAMUMHCKOe um3fenve «Habop Hacafok“K' MeavLMHCKUM
CTOMATO/IOrMYEeCKUM YNbTPa3BYKOBbLIM annaparam» oTBevyaeT TpeboBaHuamM EN 1SO 13485,
MOMHbIA CMINCOK MEXAYHapOoAHbIX TpeboBanuii NPeAoCTaBNSETCA MO 3anpocy.

PEKNAMALUWNA

MpounsBoaunTens:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS. DES TECHNIQUES
ELECTRONIQUE, Societe par actions’simplifiee (O6LLecTBO N0 pa3paboTke NPUIOKEHWUI AN
3NEKTPOHHON TEXHUKM, AKLVOHEPHOE 06LLECTBO YNPOLLEHHOTO TUMA)

17 Avenue Gustave Eiffel Zi-Du Phare 33700 Merignac, France

(17 ABeHto MtocTas Aidens,-3n Oy Pap 33700 MeprHbsaK, PpaHLms).

MecTo nNpon3BOACTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac; France
CATEJIEK, rpynna komnaHuii AKTEOH

(17 ABeHto lMtoctaB dndbenst, 3m [y ®ap 33700 MepuHbak, dpaHLms)

OpraHu3auus, NpYHYMAaoLLs Ha TeppUTOpPMK Poccuiickoii-deaepaLymn NpeTeHann ot
MoTpeGuUTENein Mo KauecTBy MeAVLIMHCKOTO M3LENMS:

WM HopkuHa! Mapraputa BaneHtuHoBHa (Flacnopt P® 4511 194312, BblgaHHbIA
OtgenenvieM  Y®MCE Poccum no rop. Mocke M0- palioHy J1eBOGepeXHbI, AdTa. Bbliaum
13.07.2011 r, Kog/moapasaeneHus 770-022)

125195, r. MockBa, yn. benomopckasn, 24,3, 148

TenedoH:+7 495 1501323.
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PYKOBO/CTBO M0 3KCMyaTauun Ha MeJuLMHCKOe 13aenune

Habop HacafoK K MefULMHCKMM CTOMaTONOMMYECKUM Y/1bTPa3ByKOBbIM
annaparam

17. Habop HacafoK K MeAWUMHCKMM CTOMATO/IONMYeCKUM Y/bTPa3ByKOBbIM arnaparam
INTRALIFT 1l KIT B cocTase:

-Hacagka TKWL Il -1 wr/yn;

-Hacagka TKW2 Il -1 wr/yn;

-Hacagka TKW3 Il -1 wr/yn;

-Hacagka TKWA4 II -1 wr/yn;

-Hacagka TKWS I -1 w/ynm;

-YHMBEPCa/bHbIN CTa/IbHON KMtoY-1-Lwim/yn;

-MeTa/lIM4YecKast NoAcTaska-1 Wwr/ym;
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XVpypryuyeckme MaHUNynauyn:

* YpaneHue 3y60B;

* VmnnaHTaums.

o Xupypruyeckve BMmeLLaTeNlbCTBa (OCTEOTOMMS, OCTEOMNNAaCTVKa, CUHAECMOTOMMS,
OT/e/eHre MeMbpaHbl 1 BOCCTaHOB/IEHNE 06BbEMA KOCTU B Ye/HOCTH).

lNpoTnBonokKasaHus

He nognexwvit ncrnonb30BaHUIO 4151 CEeLYHOLLMX rpynn NauueHToB:

e MnafeHubl

» bBepemMeHHble NN KOPMSLLME XEHUMHBI 13-3a OrpaHUYEHUIA, CBA3AHHbLIX C BO3MOXHbIM
1CNOMb30BaHMEM MeAULMHCKMX PacTBOPOB, TaKMX Kak aHeCcTeTUKN

* [laupeHTbl ¢ MeAULMHCKUMW PUCKamMmn (OCNOXHEHNSMM)

* [lauyeHTbl C anneprven

* Hannuve annapata Anf MUCKYCCTBEHHOIO MOAAEPXaHMA puUTMa cepaua wam apyrux
BXVB/IEHHbIX CTUMY/IMPYHOLLMX YCTPOIACTB.

 [1aToNOrMyeckn BbICOKas YyBCTBUTENLHOCTbL IMaIN.
3aboneBaHua cepaua
BPOHXMT B XPOHNYECKOW hopme Wi 6poHXMabHas acTMa
PecrnmpaTtopHble UH(EeKLMN.

Mo6oYHble aelicTBUA
BO3MOXHO MUHUMa/bHOE MOBPEXIEHME MAFKUX TKaHel, 06pasoBaHie aspo30/bHOro
06naKa BOKPYT Hacaflkn, COMIEPMALLIEro MUKPO6bI, KOTOPbIE 3arPA3HSHOT BO3AYyX B KAOUHETE.

Mepb! NPeAoCTOPAYKHOCTU

WM3genve npegHasHaueHo A1s MUCMOMb30BaHUA UEKIKOUNTENIbHO BMECTE C MeAULHCKMMM
annaparamn SOCIETE POUR LA CONCEPTION DES, APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LLecTBO N0 pa3paboTke MPUIOKEHNIA [/
9NEKTPOHHON TEXHWKW. AKLUMOHepHOe OOLLECTBO YMNPOLEHHOTO Tuna) (Jatee N0 TekcTy
SATELEC) un ynsTpasByKOBbIM HaKOHeYHUKOM, Apom3BoacTBa SATELEC. Vichonb3oBaHue
n3genvie Apyrux APOU3BOAUTENEN NPUBELET K NMOBPEXAEHNIO MEANLIMHCKOTO U3aeaA.

MeauumHEKOe n3fenme HeOOXOAWMMO CTepWAV30BATb Mepes KaxKAbIM UCTO/b30BaHWEM B
aBToknase. OTBETCTBEHHOE 3a CTepUIn3aLMIo IULO AO/MKHO WCMOMb30BaTh MOAXOAALLYIO A5
CTepUIN3aLMA-, YNaKoBKY, O[HOPa30Bble CTEPUIM3ALMOHHbIE MaKeTbl (CUCTeMy 3alUThI
CTEPWNBLHOCTIA) B COOTBETCTBUM CO cTaHaapTom: ISO 11607. Cneautb 3a TeM, (4TOObI U3aenve He
conpukacanocb C Apyrumu npegvetamy, KOTopble MOTYT MOBPeAWTb WX MOBEPXHOCTb WK
CUCTEMY 3aLUNTBI CTEPUNIBHOCTW.

He mpeBbILLaTh peKOMeHLOBaHHbIN /17 HacafloK PeXuM anmnapara.

He-BKpyuBaTh 1 He BbIKPY4MBATb HACAAKM MPY BK/IFOUEHHOM HaKOHEYHVIKE.

[1peBOAUTL OUUCTKY, AE3NHPEKLMIOM CTEPUIMZALIMIO MEAVLIMHCKOrO-M3AENMA He MO3XE YeM
yepes4Ba Yaca rocre 1crosL30BaHUS.

Hepxxatb B rose 3peHVsi MECTO MPOBeAEHNS NPOLeLypb!

INs CHWKEHWs puUcKa, [aXe~CaMOro He3HauMTeslbHOro, MOAb3YMTECh OTCAChIBAOLLM
YCTPOMCTBOM (C/FOHOOTCOCOM) W HAMOMUHAITE MauMeHTy, YTo CiefyeT AblllaTh Yepes HOC.

MaumeHT JO/MKeH COXPaHATE-CIOKOCTBYE, pacc/iabuTbes, COXPaHATbL HEMOABYKHOCTD,
3aHATb Y0OHOE NOJIOXKEHVIe, /IEXa B CTOMATO/IOMMYECKOM Kpecre.

ToNbKO Bpay MOXET peLUats, OYAeT /M OH OKasbiBaTb MeLULNHCKVE YCYTry NMauneHTam.

MoTeHUMabHble NOTPEBUTENN MEAULIMHCKOIO U3AeNst
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MeauumHCKoe  un3genve  npefgHasHayeHo [ WCMOMb30BaHWA  CTOMATo/iorOM:  Win
cneunasinCTomMm no fie4eHNo U NpoTesnpoBaHNIO 3y603. HacTtosuee mn3genve npegHasHavyeHo
TOMbKO ANA I'IpO(i)eCCI/IOHaJ'IbHOFO MPUMEHEHUA.

OMUCAHWE MEAULIMHCKNX N3OENNIA NCMOMb3YEMbIX COBMECTHO.

1 «Annapar CTOMATO/IONMYECKUA [/IA CHATUA 3YOHbIX OT/IOXEHWIA cepun Newtrons,
(Annapar CTOMaTONOTMYECKUIA 1A CHATUA 3YOHbIX OTNOXeHUA Newtron Booster,HakoHeuHuK
Newtron, Annapar CTOMATO/OMMYECKWA ANd CHATUA 3yOHbIX OTNoxeHuid Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoauTcs B NpoLiecce rocyaapcTBeHHOMA permcTpaummn Ha
Tepputopun P®P) npoussoactea SATELEC, dpaHums.

2. «AnnapaT CTOMaTo/Iornyeckunin anst KoctHoli xmpyprim PIEZOTOM-CUBE» (Annapat
CTOMATO/IOrMYecKUin Ans KocTHoW xupyprun PIEZOTOME CUBE, HakoHevHvk CUBE LED)
(PervcTpaupoHHOe  yAOCTOBEpPeHMe P3H 2021/14297 ot 13.05.2021r.), npoV3BOLCTBA
SATELEC, ®paHups

3. «Annapar CTOMaTONOMMYECKUI AN CHATUSA 3YOHbIX OT/IOKEHWIA € NPUHAANIEXXHOCTAMIY
(Annapar CTOMaTONOrMYECKUIA A1 CHATWA 3YOHbIX OT/IOKEHWI C NpUHAAIeXHOCTAMI: Mogenb
P5 NEWTRON XS, HakoHeuHuK-.Suprasson)( PeructpaumoHHoe , yaoctosepeHe NedC3
2007/00914 ot 21 pekabps 2007r.), npounssoacTsa «Catenek C.A.C»;-@paHupys

4, «CTOMAaTOM0rM4ecKmin annapart PIEZOTOM c NPUHaANEXHOCTAMN
(Ctomatonoruyeckvin annapat PIEZOTOME B BapuaHTax ucnofiiHeHns: PIEZOTOME SOLO
LED, HakoHeuHuK Piezotome Seolo LED), (pervctpaupmoHHoe ygoctoBepeHme Ne P3H 2013/859
ot 12 nona 2013r.), npoussoactea «Cartenek.C.A.C.», ®paHLus

5 «bfoK CTOMAaTONMOFMYECKUA  ANf  CHATMA  3yBHbIX  OTNIOXeHWA  Xinetic ¢
npuHagiexxHoctam»  (BIOK™ CTOMATO/OMMYECKUn 1S = CHATMA  3YOHbIX  OT/IOXKEHWIA
Xinetic,HakoHeuHVK Suprasson), (perucrpaumoHHoe yaoctoBepeHve NeP3H 2013/858 ot 12
nona 2013r.), npoussogeTsa «Catenek. C.A.C», ®paHUms

NMPNHUWM JENCTBVA MEONUNHCKOIO U3AENNA

MpUHLMN LencTBUA.

MpYHLMN JeACTBUSA MEAULIMHCKOIO U3LENNA 3aK/F04aeTCs B TOM, YTO OT OCHOBHOFO 6/10Ka
Ha YNbTPa3BYKOBOW' .CTOMATO/IOrMYECKUA HAKOHEYHNK MOJAETCA  3/1eKTPUYECKMIA- CUTHa,
reHepupyemblii annapaTtoM. HakKOHEUHWK CBA3aH .C) MeAULMHCKVM anmnapatoM rocpefCcTBOM
LUHypa. B ero coctaB BXOAWT KepaMWUYeCKUIA Mbe303/1EKTPUYECKUIA NPeobpasoBaTé/lb, KOTopblii
TpaHCPOPMMPYET- INEKTPUYECKUIA CUrHAN B YAbTPa3BYKOBYIO BMOpaumto. MexaHnyeckas
BMOpaLMs NepefaeTcs CTOMATOMOMMYECKOM HACafiKe, YCTAHOB/IEHHOM Ha KOHLIE Y/bTPa3ByKOBOro
HaKOHEYHVIKa

OKA3AHVE MEANLINHCKUX YCNYT

MoaroToBKa K pagoTe MeAMLIMHCKOTO U3Aenus

CocTaBnsitoLLye HeoOX0AMMO OUUILATL, AE3VHMMLMPOBATL W ~CTEPUNM30BaTL Mepes
KadKbIM,VICTIONb30BaHMEM. YCNOBUSI QUUCTKY, [E3VH(EKUMN U CTEPUAN3ALMN YKasaHbl B
COOTBETCTBYIOLLEM pa3aenie PYKOBOACTBA TIO SKCM/yaTaLyn.

132 C 134 C

Haanexallas BUGpaLms Hacaki NpeanonaraeT ee HaieXKHoe 3aKPen/eHe B HAKOHEUHVIKE
6€3 ' 4pe3MepHOro [aBneHUst Ha YAOP. Hacaaky HeoGXoaMMo 3atiKeVpOBaTb B HAKOHEUHUKE C
NOMOLLHO YHUBEPCANIbHOTO CTa/IbHOMO K/toUa 11 06eCreumnTh HaeKHOE 3aKpernsieHne Hacaaku B
HakoHeuHVKe Ans Hacagok (Pucl.). Upe3MepHblil 3aKVUM <HacagK/W MOXET NpPUBECTU K
MOBPEXAEHIO0 HACAAKW U/ HAKOHEYHVIKA.
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BbI60p HEOBXOAMMOIA HacafKI: OCYLLECTB/ISIETCS TO/IbKO CTOMATO/I0MOM.
Y6euTech, UTO BblOPaHHbIA PEXUM COOTBETCTBYET BbIOPaHHON HacaaKe.

3aBepLLeHVe paboThbl

lMNocne 3aBepLUeHNs NpoLeaypbl

1 OTcoegnHNTE HacaaKy;

2..BbINonHMTE OUUCTKY 1 CTEPUIM3ALMIO MESULIMHCKOTO U3AEeNNSA, Kak OMMCcaHo B r/iase
CTEPUNIN3ALNS,

YKazaHUA Mo TEXHUKE p8.60TbI C HacagKamMu:

» Bo Bpems 06paboTKy 3y00B HacaiKy CreayeT-fepxaTb Mo KacaTe/lbHOM K MOBEepXHOCTU
3y6a;

* Hukorga He aepXuTe HacaaKy NeprneHANKYASPHO 3yOHOIN aManu;

o [IBMrainTe “HakOHEYHMK Harogobue ABWKEHMSI KUCTbHO C He3HauMTe/lbHbiM BGOKOBbLIM
[ABEHNEM;

e [pn (pabote C HacagKamMy WCMOMb3YWTE TO KOMMYECTBO MPPUTALIMKM,  KOTOpOe
PEKOMERAYETCS A4/151 BbIOPaHHONM HacafKu;

 [lepea 1cnonb3oBaHWEM BU3YalbHO TIPOBEPLTE COCTOSIHNE HACAAKW;

 [pwu-paboTe Bcerga HaaeBaiTe MeAULIMHCKYH MacKy 1 nepyaTku.

OFINCAHVE KOHCTPYKTUBHbIX OCOBEHHOCTE MEAVLIVIHCKOIO
3AEJINA

B cocTaB MeAMUMHCKOTO W3LeNMA BXOLAT Hacafku [/1a¢ COBMECTHOW paboTbl C
MEeAWUUMHCKMM  YNbTPa3BYKOBbIM arnapaTtoM 1, B 3aBUCUMOCTW+OT BapuaHTa WCMOMHEHNA
Habopa, MOryT BXOAUTb: YHUBEPCANbHbIA CTaflbHOM K4 M METafnyeckas MofcTaBKa Wi
OVHAMOMETPUYECKUIA K04 CUHUIAS M aBTOK/IaBMPYEeMbIA MiacTUKOBbIN GoKC. Kaxpaas Hacazka
VIMEET CBOW KOHCTPYKTUBHbIE -0CODEHHOCTU, XapaKTePUCTUKM W-PEKOMEHIYEMOe MPUMEHEHNE

Mp1 npoLeaype.
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17. Habop HacafoK K MeAMLMHCKUM CTOMATO/IOrMYeCcKUM Y/IbTPa3BYyKOBbLIM anmaparam
INTRALIFT 1l KIT:

Hacagkn TKWL 11, TKW2 11, TKW3 II, TKWA 11, TKWS5 I

* Hacagka TKWI Il - KoHycoBugHas, ¢ aMasHbIM HanblieHnem. Icnonb3yeTcsa ang
CBEP/IEHUS NMIIOTHOrO OTBEPCTMS B OYeHb M/IOTHOM KOCTHOW TKaHM.

e Hacagka TKW2 Il - LunuHgpunyeckas, ¢ anivasHbIM HarblieHneM. LAcnonb3yercs s
CBEP/IEHNS KOCTHOM TKaHW 1 AOCTMXKEHWS iHA raiiMOPOBOIA NasyXu.

e Hacagka TKW3 Il - LnnuHapuyeckas, ¢ anmasHbIM HanblieHneM:-Vicnons3yeTca s
pacLUMpPeHNs BXOAHOrO OTBEPCTUSA “KaHala A0CTyna K MeMOpaHe BepXHEeuenHCTHON
nasyxu.

* Hacagka TKWA4 [l - UwmHapnyeckad € YMIOWEHHbIM KOHLOM, C a/IMasHbIM

HanblfeHneM. Vicrnonb3yeTcs Ansf NoaroToBKW MPUHMMAIOLLEr0/IoKa B KOCTHOM TKaHM
(oo ypaneHuss membpaHbl) M pacLUMPEHVsi BXOAHOTO OTBEPCTMS KaHasla [OCTyna K
MeM6paHe BepXHEeUe/IFOCTHOM-MasyXMy.

e Hacagka TKW5 Il - Veronb3yetcd A0 yaaneHus MembpaHbl BepXHEYeOCTHOMe
Nna3syxH.

Hacagka TKW1 11 Hacagka TKW2 11

Hacaagka TKWS 11

Hacaaka TKW4 11
Hacanka TKW3, 11 o

Puc. 2 BHewHWi Bua Hacagok TKW LI, TKW2 1, TKW3 1, TKWA 11, TKWS
Habopa HacafjoK K MeALIMHCKMM CTOMATO/I0MMYECKUM Y/IbTPa3BYKOBbIM anraparam
INTRALIFT 1l KIT

. YHMBEpCa/bHbI CTaNbHOW KIHOY NpeHa3HaueH A1 HaAeXHOFO 3aKPenneHns Hacaaku B
HaKOHEYHMKe, a TakKe 1 0TCOeAUHEHUS HacaaKy NPeACTaBMeH Ha pUCyHKe 3
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Puc.3 BHeLLHWIA B YHUBEPCA/TLHOMO CTa/IbHOMO K/ikova

. MeTannnyeckasi NofcTaBka MMEET CU/IMKOHOBbIE KO/bLi@ W-QTBEPCTUSt A1 HACAOK.
O6neryaeT paboTy ¢ HacaaKaMmu, NPeACTaBNEHA Ha pUCYHKe 4

Puc. 4 BHeLLUHWIA-BIL MeTa/IMYeCKO NOACTaBKMA

TEXHNYECKUWE XAPAKTEPUCTUKWH
TeXHUYECKVIE XapaKTEPUCTVKN(MEANLIMHCKOrO U3aenns «Habop-HacaaokK K MeaMLIMHCKIM
CTOMATO/IOrMUYECKUM  Y/IbTPa3BYKOBBIM — anmapaTam»  MPeACTaBfeHbl B TabnuLe  HUDKE:

MpuBeaeHbl rabapuTHbIE pasMepkl HACALOK, PEXWM annapata, «NpUMeHsEMbId Npu paboTe
HacaaoK, COBMECTUMBIIA CTOMATO/IOFMYECKIA anmnapart, a TakKe PEXUM VPPUraLn HacaKuU.

17. Ha60p HaCagoK K MEANUMNHCKUM CTOMAaTO/I0rMYECKUM Y/1bTPa3ByKOBbIM arnaparam
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INTRALIFT Il KIT:
Hacagkn TKWI 1, TKW2 11, TKW3 11, TKWA 11, TKW5 I

1 Hacagka TKW1II

"abapuTHble a 5.0+ 0.2 Mv
pasmvepbI™* b 27.0+£ 0.5 mm

c 16.0+ 0.5 mm

d 15+ 0.2 mm

el 10+ 0.5 mv
Macca 122+0,10 1
Pexxkum annapara D2
Wppuraums 100 Mn/MyHEL MA/MUH
Ycunve n3sneyveHus He meHee 20H
Yewnve o BCTaB/IeHS 7 He Gonee 30U
3aKpeneHns

Annapar CTOMaToIOrMYeCKUIA AN KOCTHOW XMpyprian

COBMECTMMbIA  CTOMATO/IOrMYECKIAI PIEZOTOM CUBE
annapar Cromartonoruyeckuii annapat PIEZOTOM c

MPVHALEXXHOCTSMU
* O603HaYeHe rabapuTHbIX PA3MEPOB MPeACTaBEHO Ha PUCYHKE.

1

-
d
—_ B
Puc:S

2. Hacagka TKW?2 I
"abapuTHbIE a 50£0.2 Mm
pasmMepbi* b 270+ 0.5 mm

c 16.0£ 0.5 mm

d 2.0+ 0.2 Mm

el 8.0+£0.2 mm
Macca 1,22+0,10r
Pexum annapata D2
ppviraups 100 mMn/MuHE IMA/MUH
Yennve nssneveHuns He meHee 20H
Ycunve ans BCTaB/IeHUd " He~6onee 30H
3aKpenseHns
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COBMECTUMBIA  CTOMATO/IOMMYECKNIA

arnrapar

Annapat CTOMaTO/0rMYECKINIA /11 KOCTHON XVRYPrv
PIEZOTOM CUBE
Cromaronornyeckuii annapat PIEZOTOM ¢
MPVHALIEXXHOCTAMMN

* 0603HaueHMe rabapyTHbIX pa3MepoB MpPeACTaBNEHO Ha PUCYHKE.

3. Hacagka TKW3 I

MabapuTHbIe a

pasmepbr* b
c
d
el

Macca

Pexxkum annapara

Vippuraums

Ycunve n3sneyeHus
Ycunve  ana -~ BCTaB/leHUa 1"
3aKpensieHuns

CoBMEeCTUMBIIA ' CTOMAaTOOrMYECKWIA
annapar

Puc.6

50+ 0.2 Mm
28.0+ 0.5 mm
16.0 £ 0.5 mm
24+02 Mm
8.0+ 0.2 Mm
122+0,10r
D2
100 mn/mMnHEL MA/MUH
He meHee 20 H

He 60nee 30 H

Annapar CTOMaTO/IOMMYECKWiA AN KOCTHOM
xunpyprum PIEZOTOM CUBE
Cromarosnornyecknin annapat PIEZOTOM c
MPUHAL/IEXHOCTAMY

O603HaueHe rabapyTHbIX Pa3MepoB NPEACTABNEHO HA PUCYHKE.
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4. Hacagka TKW4 I
"abapuTHbIE a 50+£0.2Mm
pasmepbr* b 28.0 + 0.5 Mm
c 16.0 + 0.5 mm
d 2.8+ 0.2 Mm
el 9.0+ 0.2 Mm
Macca 121 +£0,10r
Pexkum annapara D2
Vppuraums 100 MA/MUHEL M/MUH
Ycunue usBnevyeHust He meHee 20H
Ycunme ans BCTaB/1IEHMS " He Gonee 30H
3aKpereHms ) 3
Annapat CTOMATO/IOrMYeCKUiA ANs KOCTHOW XUupyprim
COBMECTVMbIA  CTOMATO/OTMYECKUIA PIEZO'l:OM CUBE
annapar Cromarenornyeckuii annapat PIEZOTOM c
NPUHAANEXHOCTSMM
* 0603Ha4eHVe rabapuTHbIX pa3MepoB NPeACTaBIEHO Ha PUCYHKe.
[
v &
e d
ey b

Puc.8
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5. Hacagka TKWSG I

["abapnTHble a 5.0%0.2 mm
pasvepbr* b 27.0+£ 05 Mm

c 210+ 05 mm

d 2.9+ 0.2 Mm
Macca 123+0,10r
Pexxvim annapata D3
Wppuraums 30-40 mn/MuH
Ycunue nssneveHns He meHee 20H
Yevnve o BCTaB/IeHSA 7 He Gonee 308
3aKpenneHns

Annapat CTOMaTO/I0MMYeCKUn AN KOCTHOW XMpYprm
COBMECTUMBIA  CTOMATO/IOrMHECKMIA P1EZOTOM CUBE
annapar Cromartonoruyeckuii annapat PIEZOTOM ¢
NPUHaANEXHOCTAMM

* 0603HaueHMe rabapyTHLIX Pa3MepoB NPeACTAaBNEHO Ha PUCYHKE:

Puc.9
B TabnuLe-ans Hacalok yKasaHbl LUEPOXOBATOCTb U TBEPAOCTb Mo POKBeNny.

Hacazka LLlepoxoBaToCTb TBepnocTb Mo
Poksenny
TKW1UH, TKW2 1, TKW3 I,
TKW4 11, TKWS 11 He 60nee 0,8MKM 52-54 HRC

Hwxke npeacTasneHa YacToTa, NepeaasaemMasn 0T HaKOHEUHVKa K Hacaake

YacToTa, KI'L Annapar (HakoHeuHUK Ans annnaparay)
OT 28,0 0 36,0 Annapar CTOMaTo/I0FNYECKUA [/19 KOCTHOW
xvpyprum PIEZOTOM CUBE
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Cromatonoruyeckuii annapat PIEZOTOM c

NPYHAAIEXHOCTAMM

B Ta6nmu,ax HWKE NpuBeAEHbI TEXHNYECKMNE XaPaKTEPUCTUKN OCTa/IbHbIX COCTaB/IAOLLNX

MEAVLIMHCKOrO U3fenms
YHVBepcasbHbIN CTa/IbHON KIHOY

MabapuTHbIe pasmepbl, MM

(30.0x28,0) % 10

Macca 190r£10r
MeTannmyeckaa NnoAcTaBKa:
abapuTHble pasMepbl, MM (100,0x40,0x40,0) £ 2 Mm
Macca, r 100,0£50r
KonunyecTBo syeek 6
MATEPUWATbI
Hacaaka Matepuan
TKWS I :ﬂamqm MeoyUyHCKas HepyKaBeroLLIpA CTaslb
MasHoe Her
MoKpbITVE
TKWLI, TKW2 11, Zimﬁaoe MeoyUyHCKas HepyKaBetoLLIpa CTarlb
TKW3 I, TKW4 11 MOKDbLITVAS Anvia3

Martepmanbl, KOTOpble MCMO/Mb30BA/NCL NPW MPOMBBOACTBE METaIMUECKo MNOACTaBKY,
YHUBEPCA/THOTO CTa/IbHOMO K/TtoUa MEAULIMHCKOIO U3AENMS, YKazaHbl HIDke

YHVBEPCaNbHbIN CTa/bHOM

KoY

MeTtannnueckas
noacTaBka

Matepunan
MeanumHcKan
HepXXaBetoLLas

cTa/b
MeauupnHcKas
Kopnyc  HepXaBeroLLas
CTa/lb

Konbuo CunmnkoH

MAPKNPOBKA

XpyrKog, 06paLLaTLCs OCTOPOXHO

Bepeuyb OT Bnaru
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Bepx
Homep no Katasory
Homep napTun

CootsetcryeT aAnpektusam CE

CoortsetcTBYeT AnpekTnBam CE

[arta n3rotoeneHus

3rotoBuTeb

TemnepaTypHbIii AyanasoH
[nana3oH BnaXkHOCTH
OrpaHuyeHrs aTMOC(epHOro aB/eHns

OBPaTUTECH K MHCTPYKLMM MO NPUMEHEHWIO

ConposoauTenbHaa JOKYMEHTaUMS B 3/IeKTPOHHOM A0CTyre
HectepunbHO

Rx Only: Mo deaepanbHoMy-3akoHy CLLIA npofaka AaHHORQ v3aenns
paspeLLeHa TO/bKO INLIEH3MPOBaHHBIM BpadaM Wik Mo X MOPYYEHMIO

KonnyecTBo B yrnakoBKe -1 LUIT.

KonnyecTBO B YNakoBKe 4 LLT.

Pa3peLLeHO 1CMOb30BaTh B MOKOLLEN, Ae3MH(IMLMPYIOLLEA MalLyiHe
[N15 TEPMUYECKO fe3nHDeKLMM
Cnoco6HO BblaepKaTb aBTOKMaBMpoBaHme npu 132°C

Cnoco6HO BbiAEPXKaTb aBTOK/TaBMpoBaHMe npu 134°C

He MCronb3oBaTh Npy NMOBPEXAEHNN YaKOBKM

Homep yRakoBKu A/11 OTCNEXMBaHNA
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NHDPOPMALINA O HANTMYN B MEVNLUNHCKOM USAE TN

JIEKAPCTBEHHOI' O CPEACTBA A1 MEANLIMHCKOI O NMPUMEHEHWA,
MATEPWAJIOB >XIBOTHOI'O U (1J11) HEJTOBEYECKOI O MPOVNCXOXKAEHIA

MaTepuriasbl XXVBOTHOFO WM YENIOBEYECKOrO MPOUCXOXAEHWS B MEAULIMHCKOM M3aennmn
«Habop HacaoK K MEAMUMHCKUM CTOMATOMOrMUYecKM Y bTPa3ByKOBbIM -arraparam»
OTCYTCTBYIOT.

JleKapcTBeHHbIe CPEACTBA B MEAMLIMHCKOM W3AeNMN «Habop HacaoK K-MeaLIHCKMM
CTOMATO/IONMYECKUM Y/bTPa3BYKOBbIM annapaTam» OTCYTCTBYHOT.

dapmaLieBTYECKMEe CYOCTaHLMM B MeAWLWMHCKOM M3genmm  «Habop Hacagok K
MEeVLMHCKMM CTOMATO/IOMMYECKVIM Y/bTPa3BYKOBbIM arnapaTam» OTCYTCTBYHOT.

CTEPNINSALNA.

MeAULMHCKOE M3fiene NMOCTaB/ISETCs HeCTepUNbHBIM. V13aenme Heobxoaymo nogeepratb
OUMCTKE Mepef  KaxabiM  WCMonMb3oBaHMeM. [locne  TOro, Kak, HaCafky  OYMLLEHSI,
AE3VH(MLMPOBaHbI 1 BbICYLLIEHbI, UX HEOOXOAVMMO Pa3foXWUTb MO MOPSAKY B GOKCE, KOTOPbIi
[0/MKEH ObITb MOMELLIEH M 3aneyaTaH-B CrieLymasibHbIi MakeT, NPUrOAHBIN A/1S CTEPUAM3aLMN.

[MNpepynpexaeHvs:

He vncnonb3yiite cTasibHYH-MOYanKy 1in abpasnBHble YNCTALLME CPEACTBA /11 OUUCTKM
MeULMHCKOro M3fenms.

He ncnonb3yiiTe pacTBOPbI, COAEPXKALLME 0, UM X0P B3HAYMTENbHOM KOHLIEHTPaLWN.

YpoBeHb pH MOKOLWWX M Je3NHDULMPYIOLWMX CPeACTB A0/MKeH ObITb OT 7 a0 11

3apaykeHHble 1 UCMO/b30BaHHbIE U3ZENNS He MOMELLIAATe” B KOPOOKY /1 CTepuimn3aumn
WM He MOTe B MaLLIVHe.

MeToz npesBapuTebHON OUNCTKI LOMKEH UCTIONb30BATLCS Mepes aBTOMaTUYeCKoM
OUMCTKOIA.

MeauupHCKoe v3feave CriefyeT TLaTeNbHO O4MLLATE M NofBepraTb KOHEYHOA
CTepuUn3aLmn nepes UCHO/b30BaHNEM.

[MapameTpbl CTEPUIM3ALIMN 0BECTIEUMBAIOT JO/MKHYHO CTEMeHb CTEPUN3ALN TOIBKO ANS
MPaBU/IbHO OUULLIEHHBIX MEAVILIMHCKMX U3AENNIA.

[Mpy aBTOMATIYECKOIN YACTKE HacafKW CNeayeT BCTaB/sAThb B CrieLyasibHble AepykaTenn [1s
WNHCTPYMEHTOB WIA'‘B MasieHbKMe KOP3WHbI, YTOObI OHM He NOBPeAUIUChL MPU YNCTKE.

cnonb3yite NpoMbIBHON Ae3UHEKTOP, KORAA 3TO BO3MOXHO. 36eraiiTe reperpysa
KOP3WH 419 MOKV NPW YNbTPa3BYKOBOM UMCTKE WM KOP3VH MOOLLEI/ Ae3NHMULINPYIOLLIER
MaLLMHBI.

Bo Bpems-/leueHns BbITUpaiTe KPOBb M ApYrvie B1OMornyeckue XXULKOCTH nm
3arps3HEHVIA, “"HE M03BO/IAA UM BbICbIXaTb Ha MOBEPXHOCTSX.

Mo 3aBepLUeHNM NpoLeAypb! eNMeHNS 3arpsA3HEHHOe 060PYAOBaHNE CreAYeT HaKpbITh
BNAXKHOWN CanAMETKOM, UCKMHOUMB, TakM 06pa30M, ero BbicbixaHue. Cneayer OTAeNNUTb He
3arps3HeHHbIe M3AeNNA OT 3arPA3HEHHbIX,4TO0bI UCK/HOUNTB 3apaykeHe TiepcoHana 1
OKPY>KatoLLEein cpeapl.

MpOn3BOANTENb HE HECET OTBETCTBEHHOCTH 3a MPOLIECCHI CTEPUIN3aLMN, KOTOPbIE
BbINO/IHAET KOHEUHbIN MO/b30BaTe b MW 3aKa3unK, He creflys peKOMeHAALIMAM NPOu3BOaUTENS.

OrpaH1YeHre No LMKIaM O4UCTKN

[1OBTOPHbIE LMK/l 06PABOTKIA,~ BK/IHOUAKOLLME MPOMbIBKY BPYYHYH, Maso BAVSIOT Ha
nspenve. CPoK WX CRy>KObl OMPEAENseTCs CTemeHbi0 M3HOCA W MOBPEXAEHUs B MpoLecce
WCI10Nb30BaHNIS

XpaHeHwe 1 NepeBo3Ka.
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3arpsi3HeHHbIe M3[ennsi He06XOAMMO TPAHCMOPTUPOBATL OTAENbHO OT He3arpA3HEHHbIX
4TOObI M30eXaTb OOLLEro 3arpssHeHus.

MoaroToBKa K NpeaBapuUTesilbHOM OUMCTKE

PeKkoMeH/yeTCca YMCTUTL M3LeNne Kak MOXKHO paHblLie Moc/e MX MUCMob3oBaHus. V3aenve
[OMKHbI  OblTb OCMOTPEHbl W 06CNY)XKeHbl He MO3Ke YeM Yepe3 [Ba uaca Mocre ux
CMO/b30BaHNIS.

lMepes OUMCTKOIR M NOCNe Kakaoro 1CMo/b30BaHUA OTBUHTUTE HacafKy C-HEPeaHel YacTu
HaKOHEYHWKa 1 MOMECTUTE ee B COOTBETCTBYHOLLMIA KOHTEMHED.

MpegBapuTenbHasi 04MCTKaA-PYHHOM cnocob.

O60opyoBaHVe: MArkas LLETKa, MATKWA epLUK 1 candieTka, He OCTaBsHOLLME BOSTOKOH,
LUNPULL, NMUNETKA U BOAAHOI MUCTONET, LLEMOYHOIA 04MCTUTENb (paboumnic pacteop 1- 3 %).
YNbTPa3BYKOBOW OUMUCTUTESb.

1 M1HyTa MpOMbITs' U3Ae/e M0, XO/IOAHON NPOTOYHOI BOAONA.
[pY [OMOLLW MSAFKOVA LLETKM, ePLUMKA WA He OCTaBNAOLLIEH
BO/IGKOH CangyeTKU Ya/Th OCHOBHYHO, Tpsisb. VICMoNb3oBaTh
LMWL, NUNETKY WK BOASHONA NUCTOAET W LLENIOYHO W
SH3UMHbIV OUMCTUTENb A1 NPOMbIBKM KaHana Hacaskyi

10 MuHyT IACTIoNb3ys YNbTPasB}ICoBYHO BaHHY; BblAEPYKaTb MeAVLIMHCKOE
WU3ZleNne He MeHee JIECAT MUHYT B CBEXEM BHOBb
MPUrOTOBNIEHHOM PacTBOpE LLEAOYHOro ouncTuTeNs. Cnefosarh
PEKOMEH/ALMAM MPOV3BOUTENS; KaCAIOLLMXCS BPEMEH!
3KCMO3NLY, KOHLIEHTPALWW, TeMMEepaTypbl 11 Ka4ecTBa BOSbl

1 mnHyTa MPOMbITL M3Ae/1e MO/, XONMOAHONM NPOTOUHOI BOAIONA.
cnonb30BaTh LWNPKLL, MUOETKY WK BOAAHON NUCTONET f1A
MPOMBIBKI KaHa/ia f/11 HaCaKM.

4 MAHYT [MPOMbITH ¥ MPOAE3VHAMIIMPOBATL MEAULIMHCKOE U3AEVE,
MCMOMb3Y LLEMOYHOI OYUCTUTE . PK MOMOLLM MSATKOWA LIETKM
WV epLUV KA YAa/NTb FPA3b C MOBEPXHOCTY. MpomoiiTe
MeAVLMHCKOE U3eNe Nog, BOAOW BO M36exaHe
PacnpPOCTPaHEHNA 3arPA3HAIOLLIMX BELLECTB B BO3/YXE

1 muHyTa 30 cexyHz MPOMbITL M3AENM1E B IEVOHM3VMPOBAHHON WM OUMLLIEHHOI BOE.
Icnonb30BaTh LNPWAL, NUNETKY WK BOAAHON MUCTOAET f/15
MPOMBIBKM KaHana A HacaaKu.
Bu3yasibHO OCMOTPETb MEAULIMHCKOE M3aenve.
MoBTOPATL MPALEAYPY A0 MOMHOMO YAaNeHUs BCeX BIALOB
BUONMbIX 3arPA3HEHNIA. B KOHLE MPOMbITH V3feve B
[IEVIOHU3VNPOBAHHOI WM OUULLIEHHON Boae. QBEYLLIMTSL W3aenve
MPY NOMOLLW-MSTKO/ He OCTaB/ISItOLLIEN BOpCa canteTKn nm
MEIVLIMHCKOIO YMCTOrO CKATOro BO3fyXa

ABTOMaTNYecKas 04NCTKa

11pogon”mTenl>HocT6" "\

MpeasapuTeNbHan 2 MUHYTbI XosoHas BOAONPOBOAHasA BoJa
MPOMbIBKA
Movika 2 MUHYTb lopsiuast Bofa ¥3°Mof, KpaHa C TemrepaTypoli

Bolile  40°C.  cnonb3oBaTb  LLUEMNOYHOMN
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OUMLLIAIOLLINIA PacTBOp.

Helttpamvsaumnst 5 MUHYT Fopsyas Boja M3 nop kpaHa (°40°C) c
HEUTPa/IN3YOLLUM CpeAcTBOM npu
HeobXoANMOCTH

[MpombIBKa 2 MUHYTbI [vicTunnMpoBaHHas WM OUYULLIEHHAS BOJA C
TemnepaTypoii BbilLe 40°C

Cylka 40 MUHYT Mpwn Temnepatype 90°C

Tepmunyeckasn Le3nHpeKums.
Tepmuyeckas gesvHgekuma nposoautes npn 90°C B TeUeHMe He MeHee TIATU MUHYT.

MNpeacTepnnn3aLMOHHaa 0UMCTKa

Mpy 3aMaumBaHNN UM KUNSIYEHWI B MOFOLLIEM PacTBOPE M3AENMs NOHOCTBIO MOrpy>atoT B
PacTBOP MOHOLLIEr0 CPEACTBA, 3aro/HssS. MM KaHanbl 1 MOOCTI U3AEMIA.

Moliky W30enuii  OCyLIECTBNSKOT C MOMOLLUbKO eplla, BaTHO-Map/eBbiX TaMMOHOB,
TKaHEBbIX CaNIETOK; KaHa/lbl U3AENWIA POMbIBAOT C MOMOLLHO LLMPULA.

Cpeactso KoHueHTpauys Temneparypa Bpems'06paboTKm
pacTBopa,% paboyero
pacTeopa
[JekoHekc 50 P 15 He meHee 18 °C 40 MUH

("Bopep Xemw
A", LWseiiuapus;

Crepunusauns

Crepunnsosarb U3AENNE MOXHO, UCMOMb3ys METOL-CTEPUM3ALMA MapoM oA,
136bITOYHbIM JaBneHvem0,22 Mla B napoBom cTepunm3atope (aBToknase) (I1SO 17665 mnm
OTeYeCTBEHHbIE CTaHA4apThbl). PekoMeHAaLMM NPeACcTaB/AeHb! B TabNMLE HUXeE

[Npofo/MmKNTENBHOCTD Temnepatypa Bpems cyLiku

He mMeHee 18 MUHYT 132 - 134 °C 15-20 MuHYT

MpOAO/PKMTENBHOCTL  CYLWKM OT 15 40920 MWMHYT B 3aBWCMMOCTW ' OT CrefyHoLmX

KpUTEPVIEB:
. _TunUmatepuana ynakoBKM, OGECTIEUMBAOLLMIA CTEPW/bHBIA  GapbeP, WM HkecTkue
KOHTeNHepbI"MHOIr OKPaTHOrO MCrMO/b30BaHIS;

KOJI4ECTBO Mapa;

MaTepra/ibl MEAVILIMHCKOIO M3Ae/ins;

00NN BEC;

TEXHWNYECKME XapaKTepUCTUKIN, CTEPUNINZATOPA;

MPaKTUKK, NPYMEHSEMbIE B BaLLIEM PETVIOHE;

pa3HOe BpeMs OX/TaXKAeHMS.

[poBepka
W3penns fomkHbI ObITb OCMOTPEHbI Ha Ha/MuMe OCTaBLLWIXCS 3arpsi3HEHU, pXKaBUMHBI,
3aTynneHysi, 06ecLBEUBaHNSA WM MOBPEXAEHWIA.
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IMepen 06pabOTKOl 1 CTEPUNM3ALIMEI OUMLLIEHHBIX U3AENUIA Y6eaMTECh, YTO OHU-YMCTbIE,

He UMEHOT MOBPEXAEHUI 1 PyHKLMOHMPYIOT HafeXaLLyIM 0OPa3OoM.
YTUNM3MPOBaThb MOBPEXAEHHbIE U3AENNS, HE CMa3bIBaTh.

CPOK CJ/1Y>KEbl

CpoK  cnyxbbl  MeAuUMHCKOro  m3penna  «Habop  Hacafiok K~ NMeOULWHCKAM
CTOMATO/IONMYECKVM Y/bTPa3BYKOBbLIM arnnaparam » coctasnset 10 fet.

B cB#A31 C Tem, YTO He HEBO3MOXKHO YCTaHOBUTbL MakCUMa/lbHOE YMC/O BO3MOXHbIX
MpoLieAyp, KOTOPOe MOXKET ObITb OMpeaesieHo MHOrMMK NapamMeTpamul, TakKUMIA Kak
MPOAO/HKUTENBHOCTb UCMO/b30BaHWA, TBEPAOCTb 3yOHOW 3Manu, NPUIOXEHHAS Ca U U3HOC,
MPOV3BOANTENb PEKOMEHAYET MEHATL HanGOMee YacTo MCMOMb3yeMble HaCafKIN He PeXXe OfHOro
pasa B rog. Hacagky cnegyet 3aMeHUTb, eCAn BUOPaLWA HacafKN He COOTBETCTBYET 3a[aHHON
yacToTe, annapar paboTaeT HenpaBW/IbHO, MPoLieyPa 3aHUMAET B0/IbLLE BPEMEHN, YeM 00bIYHO,
WNW pe3ynbTat He JOCTUraeTcs.

[MTenbHOe MCNonb3oBaHe MeULIMHCKOro u3fenus «Habop Hacafiok K MeAuLMHCKVM
CTOMATO/IONMYECKVIM  Y/IbTPA3BYKOBbIM, annaparam» MOXET MPUBECTV K €ro ecTeCTBEHHOMY
M3Hocy. Mbl HacToATe/IbHO He COBETYEM W3MEHATb KOHCTPYKUMO HAacafoK MNyTem KX
o6TaumBaHus, CrmbaHys Um Kakvim 1o Apyrvim Criocobom.

TPEBOBAHP1S K TEXHUUECKOMY OBCNY>KVBAHUIO I PEMOHTY
MEIVLMHCKOrO N3OENASA

[Mpn HeobXOAMMOCTIA CBSKUTECH C MOCTaBLUMKOM MEAULIMHCKOrO usgenvs. He crepyet
CfaBaTb MEAMLMHCKOE W3feAVe B PEMOHT [PYyrvMm CreduanicraMm, Tak Kak B pesynbTare
HEKaUeCTBEHHOr0 PEMOHTA ) M34eNne MOXET MpPeACTaBNATL/ OMacHOCTL ANA MOMb30BaTens WU
MaLMeHTOB.

B cnyyae COMHEHMIA CBSXUTECH C aBTOPW30BAHHBLIM MOCTABLUMKOM WM C LEHTPOM
Moc/enpoAaxkHoro obenykmeaHus SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNOBUA TPAHCITOPTUNPOBKW, XPAHEHNA N SKCITYATAILNA
YNakoBaHHYH NPOAYKLMIO CMeyeT XpPaHUTb B CyxOM W YMCTOM MOMELLEHWNA, Tae
VCK/HOYEHa BEPOSTHOCTb NMOMadaHWs MPSMbIX COMHEYHbIX NyYyeid, BpeAHbIX BELLECTB, BMaru n
YPE3MEPHOrO MOBLILLIEHME TEMMEPATYPbI. VICNonb30BaTh CHauaia NPOAYKLUVIO ¢ MEHLLLMM

CPOKOM rOfIHOCTM.

YCNnoBus xXpaHeHUs

TemAepaTypa OKpy>xatoLLein cpeapl; oT -20°C go + 70°C
OTHocuTeNbHas BNaxkHOCTb: 10% #-100%, BKIHOYass KOHAeHcaT
AtmocepHoe fasneHue: 500 rMago 1060 rfa

YCnoBusa TpaHcnopTUpoBaHus
Temnepatypa TpaHcrnopTupoBaHua ot -20 o +70 °C

OTHocuTeNbHas BNaXXKHOCTL-Bo3ayxa 10—200 %, BKoYaA KQHAeHcaT
ATMOC(epHOe [aBneHne ot 500 rfMa go 1060 rfa
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OpraHu3auyisi, NPUHUMAtoLLAs Ha TeppuTopuK Poccuiickoli deaepaLmn NPeTeEH3UN OT
rnoTpe6uTeneit No KauecTBy MeAULIMHCKOTO M3aenus:

WM HopknHa Mapraputa BaneHtuHoHa (Macnopt P® 4511 194312, < BblAaHHbIIA

OtgeneHvem Y®MC Poccum no rop. MockBe no paitoHy J1eBoGepexxHblid, AaTa Bblaaum
13.07.2011 r, Kog noppasgeneHus 770-022)

125195, r. Mockea, yn. benomopckas, 24,3, 148
TeneoH: +7 495 1501323,
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PYKOBO/ICTBO MO 3KCMNyaTauum Ha MeAULMHCKOEe n3aenuve

Habop HacagoK K MeAULMHCKUM CTOMATO/IOr MYECKNM Y bTPa3ByKOBbIM
annaparam

N MeAULMHCKMM CTOMATO/IOMMYeCKUM Y/bTPa3BYKOBbIM arnnaparam
bn IRACTION Il KIT BCOCTaBéc:l 4 yneTpassy p

-Hacagka LCL Il -1 wr/ym;

-Hacagka LC2L 11 -1 wr/ym;

-Hacagka LC2R 11 -1 wr/ym;

-Hacagka NINJA 11-1wr/ym;

-Hacagka LC2 IM-2 wr/yn
-YHVBepCasbHbIA CTa/IbHON KkoY-L-LT/yn;
-MeTa//IM4yeckast NoAcTaBKa-1 Wr/yr;
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NHdopMaLms 0 MeAULIMHCKOM M3AeNUN.
HanmeHoBaHWe MEANLIMHCKOI O N3aenns:

Hab6op HacafoK K MeAUUMHCKMM CTOMATO/OMMYeCKUM Y/1bTPa3BYKOBbIM arfnapaTam:

18. Habop HacafoK K MeAMLUMHCKUM CTOMArTO/IOrMYeCKUM Y bTPa3BYKOBbIM arnaparam
EXTRACTION Il KIT B cocrase:

-Hacagka LCL 1l -1 wr/yn;

-Hacagka LC2L 1l -1 wr/yn;

-Hacagka LC2RII -1 wr/ym;

-Hacagka NINJA -1 wr/yn;

-Hacagka LC2 -2 wr/yn

-YHVBEPCa/IbHbIN CTANIbHOM K/koY-1 LUT/yn;

-MeTa/IIMYeCKas NoACTaBKa-1 LWT/yiT;

(Janee no TekcTty Habop= HacaloK K MeAMUMHCKUAM) CTOMATO/IOrMYECKUM
YNbTPa3BYKOBbIM arrnaparam)

MponsBoanTENb:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LLeCTBO nQ pa3paboTKe MPUIOXKEHUIA A1
3NEKTPOHHOW TEXHMKW, AKLWIOHEPHOE 06LLECTBO YMPOLLEHHOIO TUMA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 ABeHto lMocTas Jiidpens, 3v dy Pap 33700 MepuHbsk; PpaHLms).

MecTo Npou3BOACTBA:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynna-komnaHuii AKTEOH

(17 AseHto IMtocTaB) Alicens, 3u Ay dap 33700 MeprHbAK, PpaHLmA)

YNONMHOMOYEHHbIV NpeAcTaBuTeNb NPON3BOAUTENSA Ha Tepputopun Pd:

WM HopkuHa ~Mapraputa BaneHTvHoBHa -(Mlacnopt PP 4511 194312, “BbigaHHbIM
OtgeneHnem Y®OMC Poccum no rop. Mockse! no palioHy J1eBoGepeXHbId, fAaTa Bblaauw
13.07.2011 r, koA nogpasaeneHns 770-022)

125195, r,;Mocksa, yn. benomopckas, 24,3,.148

TenedoH:-+7 495 1501323.

HasHayeHWe MeULIMHCKOIo N3eNns:

Ha6op-' HacafoK K MeAMLWHCKMAM (CTOMATO/ONMYECKVM Y bTPasByKOBbLIM  annapaTtam
npeaHasHayYeH s COBMECTHOW paGoThl/C annapaTamMy CTOMATOMOMMYECKUMN [/l CHSATYAS
3y6HbIX OTAOXEHWIA 1 ANs KOCTHOM XMpyprun.

[loka3zaHuns

Hannune 3y6HOro KamHs Ha-3ybax (fiedeHune v nponnakTika)
3aboneBaHMA NapofoHTa (NeyeHre 1 NPONNIAKTIKA)
YXxo[ 3a MnniaHTaMu Wpectaspauus 3yo6oB
YXyfLweHne hyHKUMM 3y60B ( ledeHre 1 NpognIaKTKa)
UepHbIin MUIMEHTHBIV HaneT
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MeguuvHCcKoe  u3fenve npefHasHayeHo A1f  UCMOMb30BaHUA  CTOMATOMIONOM WM
CMeuyanicToM Mo JIEYEHUIO M MPOTE3VPOBaHMIO 3y00B. HacTosdllee n3genve npegHasHayeHo
TOMbKO A1 MPOECCUOHAIBHOTO NMPUMEHEHUS.

OMWUCAHUE MEJNLNHCKX U3OEANIA NCMONB3YEMbIX COBMECTHO.

1 «Annapat CTOMATO/IOrMYECKUIA A1 CHATUA 3YOHbIX OTNIOXEHWIA cepum- Newtron,
(AnnapaT CTOMATOMOMMYECKUIA ANA CHATUSA 3YOHbIX OTI0XKeHM Newtron Booster,HakoHeUHMK
Newtron, AnnapaT CTOMaTO/IOMMYECKUIA AN CHATUA 3y6HbIX OTNOXeHWin Newtron P5 B.LED,
HakoHeuHuk Newtron Slim B.LED) ( HaxoguTtcst B MpoLecce rocyfapCTBEHHON perncTpaumnm Ha
Tepputopun P®) npoussoscTea SATELEC, dpaHums.

2. «Annapar CTOMaTO/MOMMYECKMIA AN KOCTHOM xmpyprim PIEZOTOM CUBE» (Annapart
CTOMATO/IOrMYECKMiA ANt KOCTHOW xupyprim PIEZOTOME CUBE, HakoHeuyHnk CUBE LED)
(PeructpaupoHHoe ypoctoseperne No P3H 2021/14297 ot 13.05.2021r.), MpoM3BOACTBA
SATELEC, ®paHuna

3. «Annapat CTOMaTO/IOMMYECKU AAS CHATUA 3YOHbIX OT/IOKEHWIA C)NPUHALIEXXHOCTAMUY
(Annapar CTOMATO/IOrMYecKNin A1 CHSTMA 3yOHbIX OT/IOXKEHWUIA C NPUHaLIEXHOCTAMW: Mogenb
P5 NEWTRON XS, HakoHeuHuKSuprasson)( PeructpaumoHHoe  yaocToBepeHne NedC3
2007/00914 ot 21 nekabps 2007r.), npomssoacTsa «Cartenek C.A.C.»;PpaHuys

4. «CTOMaTONOrMYECKMin annapar PIEZOTOM c NPUHaANEXXHOCTAMI
(Cromaronorunyeckuin annapat PIEZOTOME B BapuaHTax ucnonHeHus: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome Solo'LED), (peructpaumoHHoe ygoerosepeHye Ne P3H 2013/859
ot 12 niong 2013r.), npounssoactea «Carenek.C.A.C.», dpaHLms

5 «bnok CTOMATONOFMHECKUA AN CHATUS  3yGHBIX  OT/IOXKeHWn  Xinetic ¢
npuHagIexXHocTAMU»  (BJIOK.~ CTOMATONOMMYECKUn AN “~CHATUA  3YOHbIX  OT/IOXEHWI
Xinetic,HakoHeuHUK Suprasson), (permctpaunoHHoe yaoctosepeHne NoeP3H 2013/858 ot 12
nona 2013r.), nponssoacTea «Catenek. C.A.C», ®paHums

MPUHLATT AIENCTBUA MEANLUNHCKOIO U3AENNA

MpuHUMN aeincTeus.

MpUHLMN JeNCTBUA MEAULWHCKOIO M34eMMA 3aKAKUaeTCs B TOM, YTO OT OCHOBHOFO 6/10Ka
Ha Y/bTPa3BYyKOBOW (CTOMATOMOrMYECKUIA HAKOHEYHWK MOAAETCA  3MEKTPUYECKUIA... CUrHan,
reHepupyemblii annapaToM. HakOHeYHUK CBsi3aH G- MeaMUMHCKUM  annapaTtoM MOCPeACcTBOM
LWHypa. B ero coctaB BXOAWT KepamMUecKuin Mbe303/IEKTPUYECKMIA Npeobpa3oBaTelb, KOTOpbIN
TPaHCOPMUPYET-— AEKTPUYECKUIA CUTHAN B Y/bTPa3BYKOBYHO BuOpaumto. MexaHuyeckas
BMOpaLys NepesaeTcs CTOMATONOMMYECKON Hacake, YCTaHOB/IEHHOM Ha KOHLE Y/bTPa3ByKOBOIro
HaKOHEYHMKA

OKA3AHVE MEAVNUMHCKUX YCNYT

MoarotoBKa K paboTe MeAMLIMHCKOTO M3aenns
CoCTaBnsitolLmMe HeoOXoAMMO OuMLiaTb, AE3MHAULMPOBATL U CTEPMN30BATL MEPeq
KaK/bIM <MCTO/b30BAHMEM. YCMOBMS OUUCTKYM, AE3NHDEKLMM N CTEPUAM3ALIMN YKa3aHbl B
COOTBETCTBYIOLLEM pazziene PyKoBOACTBaMO IKCMyaTaLyw.

132C 134C

OO

Hagnexalliast BU6paLyist HacaK MpeanonaraeT ee HaleXXHOe 3aKPEmn/IeHNE B HAKOHEUHWKE
6E3-Upe3MepHOro [1aBNeHUst Ha yrop: Hacagky Heo6X0AMMO 3a(MKEMpOBaTh B HAKOHEUHUKE C
MOMOLLIbH0 YHUBEPCANbHOIO CTaNBHOIO K/koua 1 06eCreunTb HaIedKHOE 3aKper/ieHne Hacaaku B
HaKOHeuHWKe A1 Hacafok (Puc.1). Upe3MepHbliA 3aKMM Hacafikm MOXET TMPUBECTM K
MOBPEXAEHUI0 HACAKMN W/ HAKOHEYHVIKA.
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Puc.1

BbIGop HEO6X0AVIMOI HACAAKYA OCYLLIECTB/INETCS TOMbKO CTOMATO/IONOM.
Y6eauTech, YTO BbIGPaHHBIA-PEXMM COOTBETCTBYET BbIGPAHHOI HacaIKe.

3aBepLUeHe paboTbl

[MNocne 3aBepLUeHVs NpoLesypbI
1 OTcoeanHMTE Hacagky;
2..BbinonHnTe OUNCTKY 1 CTepUIM3aumio MeAMLIMHCKOTO M3LeNnd, Kak OnvcaHo B r/1ase

CTEPUNN3ALNA,

YKazaHuA Mo TeEXHUKE pa60Tb| C HaCalkamMu;

» Bo Bpems 00paboTKM 3y60B HacafKy ClefyeT AepkaTb M0 Kacate/bHOW K NOBEPXHOCT
3y0a;

* Hukorga He fiepXknTe HacaKy nepneHANKYISPHO 3y6HON amManu;

o [Buraiite “HaKOHEYHUK HanofobVe ABVKEHWS KUCTbO C HE3HaYUTENbHbIM OGOKOBbLIM
[aB/EHNEM;

e [pn (pabote ¢ Hacagkamy WCMOb3yNMTE TO KOMMYECTBO MppUTaumn, KOTOpoe
PEKOMERAYETCA /151 BbIOpaHHOW HacadKy;

* [Mepeg, ncnonb3oBaHNeM BM3YyabHO [POBEPLTE COCTOSHME HaCaLKM;

* [Mpwu-paboTe Bcerga HafeBanTe MeAULIMHCKYHO MacKy W nepyaTku.

OFI'CAHVNE KOHCTPYKTUBHbLIX OCOBEHHOCTEWN MEOULIMHCKOIO
3OETNA

B. cocTaB MeOUUMHCKOrO WU3Lenns BXOAAT Hacagky 1t COBMECTHOM paboTbl C
MEAUUMHCKUM  Y/bTPa3BYKOBbIM affiapaToM 1, B 3aBUCMMOCTW~OT BapuvaHTa WCMOMHEHWS
Habopa, MOryT BXOAWTb: YHVBEPCAIHbIA CTaIbHOW K4 WM METai/Myeckas MOACTaBKa Wm
[AVHaMOMETPUYECKMIA KKOY CUHWI) N aBTOK/TaBMPYeMbIiA NNaCTUKOBbIA 60KC. Kaxaas Hacagka
VMEET CBOWM KOHCTPYKTUBHbIE ;0CO6EHHOCTY, XapaKTepUCTUKN U PEKOMEHIYEMOe NPUMEHEHVE

Mpy MpoLieaype.
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18. Ha6op HacafoK K MeaMLMHCKMM CTOMATO/IOTMYECKVM Y/bTPasBYKOBbIM arinaparam
EXTRACTION Il KIT:

Hacagku LC1II, LC2L 11, LC2RII, NINJA 11, LC2 11- 2 .

* Hacagka LCL Il - YnbTpa3ByKOBO NepuvoTOM, MpefHa3HauYeHHbIA ANA NpoBeAeHUs
cenapauymn (CMHLECMOTOMIM) 1 NepPUPaSUKYNSPHONA OCTEOTOMUM

* Hacagka LC2L Il - JleBOCTOpOHHAA, fononHaAowaa Hacagky LC2R-H, ana goctyna K
33/IH/M MOBEPXHOCTAM

* Hacagka LC2R Il —TpaBocTopoHHARA, fononHaowaa Hacaaky LC2L I, ana goctyna K
3aHM MOBEPXHOCTSAM.

e Hacagka NINJA Il —Ivna fBOWHONM 3aTOYKW, C MapKMPOBKOM-Yepe3 Kaxaple 3 MM
(MapkvpoBKa OTMeYaeT PeKOMEeHAOBaHHYK [NyOuHY  MQIPY>KEeHUs), OCOOEHHO
3(hheKTMBHA MPW BbIMO/HEHNW TEMCEKLMM 1 aMMyTaLun KOPHENA.

» Hacagka LC2 1l —Oc060; ToHKas Hacagka. [M03BONsSET paboTaTb B Y3KMX y4yacTKax
MeX[y MOBEPXHOCTbIO KOPHA W a/lbBEONIPHON KOCTbtO. B JlaHHOM Habope Hacajka B
KO/IMYeCcTBe 2 LUT.

Hacagka LC2 Il

Hacagka LCL Il Hacagka LC2L Il

o ®

Hacagka NINJA 11

Hacagka LC2R

Puc. 2 BHewHWIA Bug Hacapok;L.C 111, LC2L M, LC2RII1, NINJA 11, LC2 1l Ha6opa
HacafoK K MeAVLIMHCKUM CTOMATO/I0rMYECKUM Y/IbTPa3BYKOBbLIM annaparam
EXTRACTION Il KOTe

. YHUBepCaNbHbIi CTabHOIA KoY NpeiHa3HaueH ANis HAAEeXHOro 3aKperieHns Hacaku B
HaKOHEUHWKE, a TaKkke 15 OTCOEANHEHUS HAaCaKM NPeACTaB/eH Ha PpUCYHKe 3
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Puc.3 BHeLIHWIA BAT YHNBEPCAIbHOIO CTa/TbHOI0 Krko4a

. MeTanmyeckast MofCTaBKa UMEET CUIMKOHOBbIE KOMblia W OQTBEPCTUS 1S HAcadok,
noneryaeT paboTy ¢ HacaaKamu, NPEACTaB/eHa Ha PUCYHKe 4

Puvc.4 BHELLHWIA BAL METa/T/TMYECKOM MOACTaBKM

TEXHUYECKWE XAPAKTEPUCTUKN
TEXHNYECKME XapPaKTEPUCTUKN MEAVLIMHCKOTO m13aenns «Habop Hacafok K MeavLHCKIM
CTOMATO/IONMYECKUM  YNIbTPA3BYKOBBIM,  annapatam»  MPeACTaBNeHbl B Tab/NLE  HUKE:

MpvBefeHbl raGapuTHble pas3Mepbl (HaCaoK, PEXVM anmnapata, MpPUMEHsieMbId Mpu paGoTe
HacafoK, COBMECTVMbIV CTOMATOMOFMYECKMIA annapar, a TAkKe PEXAM. MpPUraLmnm Hacaakwi.

18. Habop HacafokK K MeAMLIMHCKMM CTOMATO/IOMMYecKMM Y/bTPa3ByKOBbIM arnnapaTam
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EXTRACTION Il KIT:
Hacagku LCI 11, LC2L 11, LC2RII, NINJA 11, LC2 M-2wr.

1 Hacagka LCI I
"abapuTHbIE a 5+0.2Mm
pasmepbr* b 27.0+£ 0.5 mm

c 150+ 0.5 mm

d 0.5 % 0.05 mMm
Macca 1,20+0,10r
Pexkvum annapara D1
Wppuraums 60-80 mn/mMuH
Ycunve nssneyveHus He meHee 20-H
Ycunve ansa BCTaB/IEHNA n
3aKpeneHIs He 6onee 30,H

AnnapaTt CTOMaTOo/0r MYeCKMiA-A1 KOCTHOW XMpyprin

COBMECTUMbI  CTOMATO/OT NYECKMVA PIEZOTOM CUBE
annapar Cromatonornyeckuid anfapat PIEZOTOM c

MPUHaAAEXKHOCTAMY
* O603HaueHVie rabapuTHbIX pa3MEPOB MPeACTAaBNEHO Ha PUCYHKE.

S o &

Puc.5

2. Hacanka LC2L II
"abapuTHbIe a 50+ 0.2 Mm
pasvepbr* b 26.0+ 0.5 mm

c 150+ 0.5 mm

d 0.5+ 0.05 mm
Macea 1,20+0,10r
PeXxum annapata D1
Wppuraups 60-80 mn/MuH
Yeunve n3BneyeHuns He menee 20 H
Yeunve oA BCTaB/IeHUS 7 He“Gonee 30 H
3aKperieHms

COBMECTUMbIA  CTOMATOMOrMyeckuii  Annapat CTOMaTOMONMYECKR A1 KOCTHOW XMpyprim
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annapar PIEZOTOM CUBE
Cromatonorunyeckuii annapat PIEZOTOM-c
MPUHaLIEXHOCTAMN

T (e

d
e b a!
Puc.6

3.Hacagka LC2R I
"abapuTHbIE a 50+ 0.2 mm
pasvepbr* b 26.0+£ 0.5 Mm

c 150+ 0.5 mm

d 0.6 £0.1 mv
Macca 1,20+0,10r
Pexxum annapara D1
Vippurauma 60-80 M/V/MUH
Ycunve n3BneyeHns He meHee 20 H
Yeunve  pna BeTaBlieHWs 7
3aKDEMNEHIS He 6onee 30 H
COBMECTUMbI/i  GTOMATOMOTVYECKNIA  AninapaT) CTOMATO/OTMUECKMIA [N1si KOCTHOM XV pyprau
annapar PIEZOTOM CUBE
* O603HaueHVe rabapyTHbIX pa3MepoB NPeACTAaBAEHO Ha PUCYHKE.

L]
D,

Puc.7
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4. Hacagka Ninja Il

rabapuTHbIE a 5+ 0.2 MM
pasmepb™ b 27.0+ 05 MM

c 150+ 0.5 mm

d 0.6+£01 mm

€ 10.0£ 0.5 mm
Macca 1,20+0,10r
Pexxkum annapara ~T —
Vppuraums 60-80 Mn/MUH
Ycunve 13BneyeHns He menee 20 H
Yovnve  pgnqa BCTaBNEHNA U
3aKperieHys He 60nee 30 H

. . Annapart CTOMaTo/I0MMYeCcKuin ANs KOCTHOM
CoBMECTUMBIA  CTOMATONOMMYECKUIA XUpyprm PIEZOTOM CUBE
annapar Cromatonoruyeckuii annapat. PIEZOTOM ¢
MPUHALIEXHOCTAMM
o
v ®
N - 748
Wezy b Q CM"NM-C3
Puc:8

5. Hacanka LG211
"abapuTHbIE a 5.0+0.2 MM
pasmepbI* b 26.0+ 0.5 mm

c 150+ 0.5 mm

d 05 + 0.05 M
Macca 1,20+0,10r
Pexxnum annapara ~D\ “ "
WNppuraumsa 60-80 mMn/mMuH
Ycunvie n3BnedeHns He MeHee 20 H
Younne ansa BCTaB/IEHUA n
3aKpensieHns He 6onee 30 H
COBMECTUMBIA  CTOMATONOTNYECKMI  AnnapaT CTOMATONOTMUECKMI fif1sl KOCTHOM XUpypriv
annapar PIEZOTOM CUBE
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Cromatonoruyeckuii annapat PIEZOTOM ¢

NpUHaa1eXXHOCTAMUN
* O603HaYeHVe radanuTHbIX nTMpnna
"
b
v
Z ’ d
—t b

Puc 9
B Tabnuue-ana HacafoK yKasaHbl LLIEPOXOBATOCTb U TBEPAOCTL MO POKBeNy.

Hacaaka LLIepoxoBaToCTb TBepaocTb Mo

Poksenny
LC1II, LC2L 11, LC2RII, NINJA 11,

LC2 1l He 6onee 0,8MKM 52-54 HRC

Hwke npeacTasneHa-YacToTa, nepeaasaeMas OT HaKOHEYHMKa K Hacaake

Hacrora, KI'L _AnnapaT. (HakoHeuHIK A1 annnagata)y .«
Or 28,0 o 36,0 Annapar CTOMATO/MOrMYeckuii 4l KOCTHOWA
xvpyprum PIEZOTOM CUBE
Cromatonarudeckuin annapat PIEZOTOM ¢
MPUHAANEXKHOCTAMM

B Ta6fIVILI,aX HWKE npueeeHbl TEXHNYECKMNE. XapPaKTEPUCTUKA OCTa/1IbHbLIX.COCTaBNAOLLNX
MEONLIMHCKOIr o _n13aenns

YHBepEeasbHbIN CTasIbHOW KoY

1aOapuTHBIe-pa3mepbl, MM (30.0x28.0) + 1.0
Macca 190r+ 10r

MeTannuyeckaa noacTaBKa:

1abapuTHble pasmepbl, MM (100/0x40,0x40,0) 2 MM
Macca, r 1000+5,0r
Konmnyectso sueek 6

MATEPWANDbI
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Hacagka Matepuan

LC1 Il, LC2L I, LC2R Hacaaka MeVLIMHCKAA HEpYKABEIOLLAA CTarls
11, NINJA 11, LC2 11 AnviazHoe HeT
MOKPbITVE

MaTepuasnbl, KOTOpblE MCMOML30Ba/IMCL MPU MPOU3BOACTBE MeTannmyeckom noacTaBKW,
YHUBEPCA/IbHOI 0 CTa/1bHOI0 K/itoHa MEAMLINHCKOIo U3Aennd, YKasaHbl H/DKE

Matepuan

YHVBepCa/bHbIlA CTanbHOM MeguumHckas

KoY HepykaBetoLLas
cTab

MeaunupmHcKas

MeTanmueckass  [KOPMYC  HepxaseroLLas
MNoACTaBKa CTa/b

KonbLo CUMKOH

MAPKWUPOBKA

XpynKoe, 06paLLiaTbCst OCTOPOXKHO

Bepeyb OT Bnaru

. Bepx

It

Homep no katanory

ref!
lotl Homep napTum
CE€li CooTBeTcTBYeT AnpekriuBam CE
QCMarNeg
C € CoOTBeTCTBYET AVpekTMBam CE
[laTa 13roToBMeHIns
crQ
V3roTtoBuTenb
w N

lemnepaTypHbIin ayanasoH

[nanasoH BnaXkHOCTU

OrpaHuYeHIs aTMOC(EPHOTO IaBNEHMS

339



O6paTUTECh K MHCTPYKLWAW MO MPUMEHEHUIO
1J1

ConpoBoayTeNbHast AOKYMEHTaUMs B 31eKTPOHHOM [OCTYre

Rt
r ! HecTepunbHo
s
L -i
Rx Only: To tegepanbHomMy 3akoHy CLLA npogakalJaHHoro usgenns
R X paspeLLieHa TO/MbKO NIMLEH3MPOBaHHBIM BpaiaM Wi Mo X TIopYUeH o
ONLY
KonnyecTBo B yMakoBke 1 LuT.
S e KonnyecTBo ‘B-yMNakoBKe 4 LLIT.
1 PaspeLLeHO(MEnob30BaTh B MOKOLLENA, Ae3MHMULMPYIOLLEN MaLLMHe
[N TEPMUYECKON Ae3NHDEKLMN
132¢ Cnoco6HO BblAepKaTb aBTOK/TaBMpoBaHme fipn 132°C
mc CnocobHO BblAepkaTb aBTOK/IaBMpoBaHue npu 134°C
f
He JMCMob30BaTh NPy NMOBPEXAEHU Y MaKOBKU
C 1

Homep ynakoBku AN OTCNeXMBaHNS

NH®OPMALIA O HAJTMY B MEAULIMHCKOM U3AE/TNA
NEKAPCTBEHHOI O CPEACTBA /14 MEANLIHCKOI O NMPUMEHEHKA,
MATEPWVANOB >XUBOTHOIO 1 (NJ1M) UEJTIOBEYECKOITO NMPONCXOXXAEHNA

Martepuanbl KUBOTHOrO WM YeNoBEUYECKOTO. MPOVCXOXKAEHNSI B MeAVLIIHCKOM M3aenim
«Habop HacafioK “K MeAuLWMHCKAM CTOMATOMOTUYECKM  YNbTPasBYKOBbIM ‘afinapaTam»
OTCYTCTBYHOT.

JlekapcTBeHHbIE CPEACTBA B MeAMLIMHCKOM 'M3fenn «Habop Hacagok .K MeanLyHCKM
CTOMATO/IOMMYECKVIM Y/bTPa3BYKOBbIM annapartani» OTCYTCTBYHOT.

dapmaLeBTUUeCKME  CYGCTaHUMM B (MEOMUMHCKOM  M3denunm  «Habop Hacafok K
MeAVLHCKAM-CTOMATO/IONYECKMM YbTPa3BYKOBbIM arnrnapaTam» OTCYTCTBYHOT.

CTEPUNNNSALNA.

MeAnLMHCKOe M3aenme NocTaBseTcs HeCcTepUnbHbIM. 3aene HEOBX0AMMO NOABEPraTh
OUMCTKe-. Mepes,  KaXbIM  WCMo/b3oBaHvMeM. [locne  TOro, Kak.'HacafKuM — OYMLLIEHbI,
Ne3VHPULMPOBaHbI 1 BbICYLLIEHbI, MX!HEOBX0AMMO Pa3NoOXWThL MO NOPSAKY B GOKCE, KOTOPbIi
[0MKeH.ObITb MOMELLIEH U 3areyaTaH B CreLyanbHblil NakeT, NPUroaHbIv Ans cTepumaaumm.

MpeaynpexaeHys:
He ucnonb3yiiTe CTabHYH MUKy WM aBpasvBHbIe YNCTSILME CPEACTBA AN OUMCTKY

MeNLMHCKOro M3Lenus.
He ncnonb3yiite pacTBOpbI, COAepXKaLLye Mof Win X710 B 3HAUMUTENbHON KOHLEHTpaUWN,

YpoBeHb pH MOKOLLMX 1 Ae3MHPULMPYIOLLIMX CPEACTB AOMKEH ObITb OT 7 A0 11
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3apaXkeHHble 1 UCMO/b30BaHHbIE M3AeNNsA He NOMeLLaliTe B KOPOOKY A CTepUAM3aln
W He MOITE B MalLIVHe.

MeTog, npefBapuTeNIbHON OUUCTKY AO/MKEH UCMO/b30BATLCA Mepes, aBTOMaTUYeCKow
OUCTKO.

MeauuMHCKoe 13fenve cneayet TLWATebHO OUMLLATL U NOABEPraTb KOHEYHOVA
CTepUM3aLmMn nepes UCrob30BaHUEM.

MapameTpbl CTepUM3aLmmn 06ecrnevnBatoT AO/HKHYHO CTEMEHb CTEPUN3ALIIA TOMbKO A1A
MPaBUIbHO OYULLEHHBIX MEAVLIMHCKMX U3LENNIA.

[Mpy aBTOMATUYECKOI YNCTKE HACaaKM CedyeT BCTaB/ATh B CrieLyasibHbIE gepyKaTenn gis
VHCTPYMEHTOB WM B Ma/eHbKNE KOP3WHbI, YTOObI OHW He NMOBPEAWINCH MPY YHACTKE.

Mcnonb3yiiTe NpOMbIBHO [e3MH(EKTOP, KOrAa 3TO BO3MOXHO. 36eraiite neperpysa
KOP3VH 151 MOVKM MPU YNbTPa3BYKOBOI YUCTKE WM KOP3UH MOOLLIEV/ Ae3UHAIMLIMPYIOLLIEN
MaLLIMHbI.

Bo Bpems NleYeHnst BbITUPainTe KPoBb: M Apyriie 61oIornyeckme XXuaKocT nnm
3arpsi3HeHNs, He NO3BONAS UM BbICbIXaThb Ha MOBEPXHOCTSX.

Mo 3aBepLUEHNM NPOLEAYPbI NEYEHS 3arpsiSHEHHOE 060pPYA0BaHME, CeayeT HaKPbITh
B/IXKHON CaNIPETKONM, UCKIOUMB, TaKiM,00pa3oM, ero BbiCbixaHue. CreayeT OTAeMUTb He
3arpsi3HeHHbIe M34eNns OT 3arps3HEHHbIX, YTOObI CKIKOUNTL 3apaXkKeHue nepcoHana v
OKpY>KatoLLiel cpefp!.

Mpoun3BoanTENb He HECET OTBETCTBEHHOCTY 3a MPOLECChI CTEPUNM3ALMM, KOTOpbIE
BbIMO/THSAET KOHEYHbIN MOMb30BaTellb WK 3aKa3uuK, He Criefys pekoMeHaaUvsaM Npov3BoaUTeNs.

OrpaHuYeHme Mo UMKIaM 0YNUCTKN

MOBTOPHbIE LKL 06PaBOTKM, BK/IKOYAOLLYie MPOMbIBKY. BPYYHYHO, Ma/sio BMAKOT Ha
n3genve. CpoK WX CnyKObl ORPefenseTca CTerneHbl0 W3HOEa W MOBPEXAEHWS B MpoLecce
MCMOMb30BaHMA

XpaHeHve 1 nepeBo3Ka.

3arpsisHeHHble U3AeANs HeobX0AMMO TPaHCMOPTMPOBATL OTAE/IbHO OT He3arpsi3HEHHbIX,
4TOObI N36€XaTh 06LLEr0-3arps3HEHNS.

MogrotoBKa K rpeaBapuUTe/ibHOM OUUCTKe

PeKOMeHAYETCA. YNCTUTb MU3MENME KaK MOXHO paHblLie Mocne UX UCnonb3oBaHus - A3nenve
[O/MKHbI  ObITb OCMOTPEHbI W OOCMY)EHbl He [MOdKe YeM uepe3 [Ba 4aca .mecre Ux
CMONb30BaHMS.

Mepes 0UMCTKO 1 Noc/ne Kaxaoro 1UCrnosb30BaHMs OTBUHTUTE HacaaKy C nepegHeit yacTu
HaKOHEYHUKA 1 NMOMECTUTE ee B COOTBETCTBYHOLLWIA-KOHTENHED.

MpegBapuUTenbHas OUUCTKa-PYYHOI Crocob.

O6opypoBaHVe: MArKas LUETKa, MArKUA eprunk Win candeTka, He 0CTaBNSAKLLME BOJIOKOH,
LUMPUL, NUNETKA U BOASHOM MUCTONET, LLEMOYHOA ouncTUTeNb (pabounii pacteop 1- 3 %).
Y/bTPa3BYKOBOI OUNCTUTENb.

1 MHYTa MpOMbITb M3[eNne Nog X0N04HOM NPOTOYHOW BOAOM.
[Mpy1 NOMOLLIA MSArKOW LLETKM, epLUMKa U HEe OCTaBNSHOLLIEN
BO/IOKOH CaNIheTKMN YAaNNTb OCHOBHYHO Fpsidb. MICMo/b3oBaTth
LUNPWLL, OVNETKY WM BOAAHONM MUCTONET W LLENOYHOA Mn
3H3VIMHBIN OUYNCTUTENb [/151 NMPOMbIBKI-KaHana HacafKw.

10 MiAHYT cnonb3ys ynbTpasBYKOBYHO BaHHY, BbllepXaTb MeAULIHCKOE
M3MENNe He MeHee ECATU MUHYT B CBEXXEM BHOBb
MPUrOTOB/IEHHOM PacTBOPE LLEMOYHOro ounctutens. Cneaosarb
PEKOMEHAALWISM NPOV3BOANTENS, KACArOLLIMXCS BPEMEHM
3KCMO3ULWN, KOHLIEHTPaLK, TEMMEPATYPbI M Ka4ecTBa BOfb!.
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1 MMHyTa MPOMbITb M3aenve Nog XONOAHOM NPOTOYHON BOAONA.
Mcnonb3oBath LWNpUL, NUNETKY WK BOAAHON NCTONET A1
MPOMbIBKV KaHasa [/ HacafKu.

4 MUHYT MpOMbITL 1 MPOAE3VHMLMPOBATL MEAVULIMHCKOE U3AE/Ne,
MCMONb3Y$ LLENOYHOM 0UMCTUTENb. Py NOMOLLM MAFKOW LLETKM
WIW epLUMKa YAaMNTb rpsisb C NOBEPXHOCTU. MpomoiiTe
MeAVLHCKOe 13enne Noj BOLOW BO M36eXKaHMe
PacrpOCTPaHEHMA 3arpPA3HAOLLMX BELLIECTB B BO3AYXE

1munHyTa 30 CeKyHf, MpOMbITb U3aene B AEVOHU3NPOBAHHON W OYULLIEHHOWN BOAE.
Mcnonb3oBath LWNpUL, NUNETKY WK BOAAHON MACTONET A1
MPOMbIBKW KaHasia [/ HacafKw.
BusyasbHO QCMOTPETb MEANLMHCKOE U3LeNMe.
MoBTOPSATE ‘APOLIEAYPY L0 NOMHOMO YAaeHWs BCeX BULOB
BUAVMbIX 3arPA3HEHUIA. B KOHLIE MPOMbITb U3enKe B
[EVNIOHN3MPOBaHHON UM OYULLIEHHOW Bofe, O6CyLLINTL U3aenme
NPV NOMOLLW MATKOW He OCTaB/IAtOLLEN BOpca CanteTkn Uim
MEAMLMHCKOrO YMACTOrO CXaToro Bo3ayXa

ABTOMaTNYeCcKas 04nCTKa

MpenBaputenbHasd 2 MAHYTBI
MPOMbIBKa
Moiika 2 MUHYTBI

HeliTpanmzaupss 5 MAHYT

MpombiBKa 2 MUHYTBI

Cyuka 40 MUHYT

Tepmnyeckas fe3nHpeKLns.

XonogHasa BOZONpPoBoAHas BOAa

[opsyas BOAa M3 MoA KpaHa C TemnepaTypo
Bbille 40°C. lcnonb3oBaTb  LLEMOYHOM
OYMLLAHOLLWMIA pacTBOp.

lopsyasi~Boga w3 nog KpaHa ( 40°C) c
HENTPaNV3YHOLLIM CpefCcTBOM npu
HeobXoANMOCTH

AvicTunmpoBaHHas WM OYULLIEHHES) BOJA C
TeMRepaTypoit Bbile 40°C

[pw'Temneparype 90°C

TepMuyecKast fe3nHgpekums nposoamtcs pn,90°C B TeUeHMe He MeHee MATH MUHYT.

MpeacTeEPUM3aLMOHHAS OUNCTKA

[Mpy 3amMayyBaHV UM KUNSYEHWN B MOIOLLEM PacTBOPE M3AENNs MOMHOCTLIO MOTPYXKakoT B
PaCcTBOP MOIOLLIEr0 CPeACTBa, 3aro/iHsis MM KaHasTbl 1 NMOMOCTY U3AEMA.

MOIiKy MW3[eNuUiA  OCYLLIECTBNAOT ~C MOMOLUBIO €epLa, BaTHO-MAp/eBbIX TaMMOHOB,
TKaHEBBIX CaN(IETOK; KaHa/lbl U3Ae/MiA MPOMbIBALOT C MOMOLLbHO LUMPULIA.

CpegcTBo KoHLeHTpauus
pacTeopa,%

JekoHekc 50 dP 15
(“Bopep Xemn
Al™, Lseliuapus;

Temnepatypa Bpems'06paboTkm
paboyero

pacTBopa

He meHee 18 °C 40 MuH
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Crepunusaumsa

CTepunn3oBatb M3fenue MOXHO, UCMosb3ys METOL CTEpUM3aLMM NapoM Mog
136bITOYHBbIM faBnieHnem 0,22 MIa B napoBoM ctepunmsatope (aBToknase) (ISO 17665 nm
OTeYeCTBEeHHbIe CTaHAaPTbI). PekoMeHAaLmM NpeacTaB/ieHbl B TA0MLE HIDKe

MNponomknTenbHOCTb Temnepatypa Bpema cyLuku

He meHee 18 MUHYT 132 - 134 °C 15-20 MyHYyT

MpOAO/MKUTENBHOCT CylKUM OT 15 n0 20 MMHYT B 3aBUCUMOCTM OT CrigfyHoLLmX

KpUTEPUEB:
. TN MaTepuana YnakoBKWM, (0BecneymBatOLLMiA CTepUNbHbIA 10apbep, WM KECTKUE
KOHTelMHepbl MHOTOKPATHOIO MCMO/b30BaHNS;

KO/MYeCTBO Napa;

MaTepuabl MeAULMHCKOr O 3aenns;

06LLWIA BEC;

TEXHUYECKME XapaKTePUCTMKN CTEPUIN3ATOPa;

NPaKTVIKW, NMPUMEHSIEMbIE B BaLLIEM PETVIOHE;

Pa3HOe BPEMS OX/TXKAEHVIA.

NpoBepka
W3penvst jOmKHbI BbiTb OCMOTPEHbI Ha Ha/Muve QCTABLUMXCS 3arpPsSi3HEHUI, PXKaBYMHbI,
3aTyn/eHns, 06ecLBEeUMBaHMS WK NOBPEXAEHNIA.
Mepes 06paboTKON 1 CTEPUNN3ALIMEN OUULLEHHBIX W3LENUIA YOeanTeCh, YTO OHU HIUCTbIE,
He UMELOT MOBPEXAEHWIA Y (PYHKLMOHMPYIOT Haz/ieXKaLliam 06pasom.
YTUnn3npoBsaTs NOBPEXAEHHbIE U3AENNS, He CMa3bIBaTb.

CPOK CJ/T1¥>KBbl

Cpok  cnykObl  MeauMuMHCKOro  m3fgeanms «Habop Hacalok K AMEAUUMHCKUM
CTOMATO/IOMMYECKM Y/bTPa3BYKOBbIM arnaparam: » coctasniseT 10 fer.

B cBA3M € TEM, YTO HE HEBO3MOXXHO YCTaHOBUTb MAKCVMa/IbHOE YMC/O BO3MOXHBbIX
MpoLieAyp, KQTOPOe MOXET ObITb OnpeAeneHo MHOrUMY napameTpamm, TakMI-Kak
MPOAO/KUTENBHOCTL MCMO/MB30BaHUSA, TBEPAOETb 3YOHOM aManu, NPUIOXKeHHAd cuia U U3HOC,
MPOU3BOAWTElb PEKOMEHAYET MeHATb HaVOOMEe YaCTO UCTIOMb3YeMble HACaAKW He peXxe OfHOro
pasa B rog:-Hacafky crefyet 3aMeHUTb, A BUOpaLIMs HaCafkvi He COOTBETCTBYET 3a[jaHHOM
YacToTe, -alrapar paboTaeT Henpasn/LHO, MPOLeLypa 3aHUMAET G0/bLUe BPEMEHU, YeM 00bIYHO,
WK pe3ysibTar He JOCTUraeTcs.

LnnTenbHoe 1CMoOMb30BaHWE MEAULMHCKOIO n3genms «Habop HaCafok K MeAuLMHCKUM
CTOMETO/IOTMYECKMM Y IbTPa3BYKOBbIM. ~anrnaparam» MOXET MPUBECTU /K €ro eCTeCTBEHHOMY
M3HOCY. © Mbl HACTOATENbHO HE COBETYEM W3MEHATb KOHCTPYKUMIO HacafoK mMyTeM KX
oGTaumBaHNs, crmbaHna WM KakuM.TO LpyriM Croco6oM.

TPEBOBAHNA K TEXHNYECKOMY OBC/TY>XKMBAHUIO N1 PEMOHTY
MEOANLUMNHCKOIO N3AE/TNA
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Mpy HEOOXOAUMOCTIN CBSXKUTECH C MOCTaBLUMKOM MEeAULMHCKOro U3fenns. He:cnemyet
CfaBaTb MeAMLMHCKOE W3fenMe B PEMOHT ApYrM crieupanuctam, Tak Kak B pesyrnbTare
HEKayeCTBEHHOIO PeMOHTa WU3AeNMe MOXET MPeLCTaBNATb OMacHOCTb A1 Mo/b30BaTens U
MaLVeHToB.

B cnyyae COMHEHWI CBSXKMTECH C aBTOPWM30BAHHLIM MOCTABLUKOM WL L LEHTPOM
nocnenpogaxHoro obcnyxmeaHns SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNOBUA TPAHCIOPTUPOBKW, XPAHEHUA N SKCIIJTYATALNI

YNaKoBaHHYH NpOAYKLWIO CrieayeT XpaHWUTb B CyXOM W YMACTOM NoMeLLieHnm, rae
VCK/HOUeHa BEPOSITHOCTb MOMafaHns NPsiMbIX COMHEUHBIX Nlyyeid, BpeaHbIX BELIECTB, Bnarv u
YpPE3MEPHOTo MOBbILLIEHVE TeMMepPaTypb!.ICnonb30BaTh CHavYana NPoAYyKAMIo ¢ MeHbLLYM
CPOKOM FOfIHOCTM.

YcnoBusa XpaHeHus

TemnepaTypa OKpy>katoLLelt epefpl: oT -20°C go + 70°C
OTHocuTeNbHasA BNaXkHOCTb; “10% - 100%, BKNtOYasA KOHAEHCAT
ATtmocepHoe aasrnieHve: 500 Ta go 1060 rfa

YCNoBUSt TPAHCNOPTUPOBAHNS

Temnepatypa TpaHcnopTuposaHus ot -20 go +70 °C
OTHocuTeNbHaA BNaXKHOCTL Bo3ayxa 10—200 %, BKOYasas KoHAeHcaT
ATMOCepHoe faBrieHne ot 500 rfMa go 1060 rfa

Ycnosua akcnyarayuumn:

Temnepatypa skcrnyartaumm ot + 10 °C go + 40,°C
OTHocuTeNbHad BnaxxHoCTb: 0T 30 4o 75 %
ATmoctepHoe gasneHure: 800 rfMa go 1060 rlMa

TPEBOBAHVA K YTUNNSALUUN

MegvumHCKoe u3genve «Habop Hacafiok K MEOULMHCKUM  CTOMATO/OMMYECKUM
YNbTPa3BYKOBLIM annapatam» oTHocuTcA K Kinaecy b B cootBeTcTBMM € CaHlluH-2.1.3684-21 1
[O/MDKHO  BbITh ~YTUN3MPOBAHO B COOTBETCTBUWM C MpaBWiamu, [eNCTBYIOWWIMUA B CTpaHe
YTUM3ALMW. N3LENNS. YTUNN3UPYIATE 3arpsisHeHHbIE U34eMst B COOTBETCTBUM.C MECTHBIMU WK
rocyapCTBEHHbIMM MPaBUIaMn YTUIM3aLM-OMOIOrMYeCKM ONacHbIX OTXOAOB:

Mpr-yTnn3aumm 3arpsisHeHHbIX YacTeid HafleBaliTe nepyaTkum.

Bce-ynakoBoYHble MaTepuasibl MOCTAaBNSEMOrO U3AeNMA He HAHOCAT. BPpeda OKpYXXatoLLel
cpefie M NOANeXaT BTOPUYHON MepepaboTke.

FAPAHTUHAA NHOOPMALIVIA

M3roToBUTENlb HECET OTBETCTBEHHOCTb B OTHOLLUEHUM MEAVLWIHCKOTO W3Aenus Mo
OTCYTCTBUIO AEDEKTOB M COOTBETCTBUS 3asIBIEHHbIM MPOU3BOAUTENEM XapaKTepPUCTKaM, Npy
COBMIOLAEHNN YCIOBWIA TPAHCTIOPTUPOBAHNSA, XPAHEHNS 1 MPUMEHEHUS.

Ecnm Bac He YJ0BNETBOPSET flaHHOE MEAMLIMHCKOE M3AeNNe WK Y BaC BO3HUKIN Xanoobl
WM NPOB/EMbI, CBA3aHHbIE C MPUMEHEHVEM MEAULIMHCKOTO M3AENNS, NOXANYINCTa, CBIHKATECH C
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HalLMM NpeacTaBuTeNleM B Balleli cTpaHe. JOMOMHWTENbHO Mbl MPOCUM  Bac - YKasaTb
WOEHTUGMKALMOHHBIA 1 CEpUiHBIA  HOMEP MEAMLMHCKOrO W3MENNsl, CBOK KOHTaKTHYHO
MHOPMALWIIO, BK/HOYas UMS U HOMep TenedioHa, a Takke MoapobHY MHGopMaLMio o
Mpo6/iemMax, ¢ KOTOPbIMIA Bbl CTONKHY/CH.

MEPEYEHb MPUMEHAEMbIX MPON3BOAVTENEM (M3rOTOBUTEJIEM)
MEONUNHCKOIO U3AENTNA HALUMNOHANBbHBLIX CTAHOAPTOB

[Mpon3BOAUTENb 3asB/ISET, YTO  MEAVLMHCKOe u3fenve «Habop HacafoK- K MeauUMHCKAM
CTOMATOMOMMYECKUM YNbTPa3BYyKOBbIM annapatam» OTBevaeT TpebosaHMsIM. EN 1SO 13485,
MOMHbIA CMINCOK MEXAYHapOAHbIX TPEOOBaHUIA MPeaoCcTaBSeTCs Mo 3anpocy.

PEKNAMALNA

MpowussoguTens:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS: DES TECHNIQUES
ELECTRONIQUE, Societe par actions’simplifiee (O6LLeCTBO N0 pa3paboTke NPUIOXKEHUIA A1
3NEKTPOHHON TEXHMKN. AKLWMOHEPHOE 06LLECTBO YNPOLLEHHOIO TUMA)

17 Avenue Gustave Eiffel Zi-Du Phare 33700 Merignac, France

(17 AseHto lMoctas dinpens,-3v Ay ®ap 33700 MepuHbsK, PpaHLma).

MecTo npon3BOACTBaA:
SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel'Zi Du Phare 33700 Merignacy France
CATENEK, rpynna komnaHuii AKTEOH

(17 AseHto MocTtas diathens, 3u Ay dap 33700 MepuHbsAK, PpaHLma)

OpraHuzauus, NpUHUMAOLLAs Ha TeppuTopuK Poccuiickoid-defepauyn NpeTeHsun ot
rnoTpe6uTeneli No KauecTBy MEAULIMHCKOrO M3AENNS:

MM HopkuHa ( Mapraputa BaneHtrHoBHa (Macnopt P® 4511 194312, BblgaHHbIN
OtgeneHvem Y®MC Poccum no rop. Mockee Mo-parioHy J1eBOGepeXHbI, AaTa-Bbiaaum
13.07.2011 r, koamonpasseneHns 770-022)

125195, r. MockBa, yn. benomopckas, 24,3, 148

TenedoH: +7.495 1501323.
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PYKOBO/CTBO MO 3KCMayaTtauun Ha MeAULIMHCKOE n3aenve

Habop HacagoK K MEANUMHCKMM CTOMAaTOMOMMYECKUM YNbTPa3ByKOBbIM
annapatam

19, Ha6op HacafoK K MEeAMLMHCKUM CTOMATOMOrMYECKUM YNbTPasByKOBLIM annapaTam
CROWN EXTENSION II KIT B cocTase:

-Hacagka CEL HL wr/ym;

-Hacagka CE2 ML wir/ym;

-Hacagka CE3 HL wir/ym;

-Hacafka BS6 M1 wr/yn;
-YHMBEPCA/bHbIN CTaNbHOW KMoY-1 Wit/ym;
-MeTa/IINYECKas MOACTaBKa-1 LWT/ym;
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NHopMaums o MeaULMHCKOM U3AENUN.
HanmeHoBaHMe MEANLUMNHCKOIo U3aenmna:

Habop HacafloK K MeAULMHCKMM CTOMATONOrMYeCKUM YbTPa3BYKOBbIM annapaTam:

19, Habop HacafoK K MeAMUMHCKUM CTOMATo/IONMYeCKMM Y/bTPa3ByKOBbIM arnnaparam
CROWN EXTENSION Il KIT B cocTase:

-Hacagka CEL I1-1wr/ym,

-Hacagka CE2 11-1 wr/ym;

-Hacagka CE3 I1-1wr/yn;

-Hacagka BS6 11-1 wr/yn;

-YHVBEPCA/IbHbIN CTaNbHOM KNkoY-1 Wit/yn;

-MeTa/I/INYecKas NofacTaBka-1 Wwr/yr;

(Janee no TekcTy HabBop' 'HacadoK K  MeAMLMHCKVM4 CTOMATOMOMMYECKIM
Y/NbTPa3BYKOBbLIM anrapatam

MponsBoanTeNb:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simpliflee (O6wectBo no pa3paboTke NPUIOXKeHWUIA A1
3NEKTPOHHON TEXHMKN, AKLMOHEPHOe 06LLECTBO YNPOLLEHHOIO TUAA)

17 Avenue Gustave Eiffel/Zi"Du Phare 33700 Merignac, France

(17 ABeHto MocTtas didhens, 3v Ly dap 33700 MepuHbsik;- PpaHLms).

MecTo Npon3BOACTBa:
SATELEC a company.of ACTEON Group

17 Avenue Gustave.Eiffel Zi Du Phare 33700 Merignae; France
CATEJTEK, rpynna komnaHuin AKTEOH

(17 AeHto MocTas-dincens, 3v Ly Pap 33700 MepuHbsK, PpaHUms)

YNO/IHOMOYEHHbIV NpeAcTaBUTeNb NPOU3BOANTENA Ha TeppuTopumn Pd:

WM HopkuHa Mapraputa BaneHTvHoBHa ([Macnopt PP 4511 194312, BbifjaHHbIM
OtgeneHvem YO®MC Poccum no rop. Mockse .10 paiioHy J1eBOGEpeXHbIN, Aata Bbiaaqm
13.07.2011 r, Koa'noapasaeneHus 770-022)

125195, r. Mockea, yn. benomopckas, 24,3, .148

TenedoH: +7495 1501323.

HasHayeHve MeANLMHCKOro n3nenus:

Habop- Hacaflok K MeAUUMHCKUM “CTOMATO/IOMMYECKUM  Y/IbTPa3BYKOBLIM  anrnapatam
npefHa3Ha4eH [And COBMECTHOM paboThbl (C)annapatamm CTOMATONOMMYECKMMM [ CHATUS
3YOHbIX OTIOXEHMWIA 1 /11 KOCTHOWN XVPYRIAN.

[1oKa3aHus

*) Hannume 3y6HOro KamHs Ha:3ybax (nedeHune 1 npopunakTka)
» 3aboneBaHVs NapoAOHTa (/leYeHVe 1 NPOUNAaKTMKA)
* YX0[ 3a UMM/aHTaMu 1 pecTaspaums 3y60B
o YXyflweHvie pyHKUMK 3y60B ( ieueHne 1 NpotniaKTKa)
* YepHbliAi NUrMEHTHBIA HaneT
Xupypruyeckme MaHunynsaumum:
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MeaUUMHCKOe  M3[eNMe  NpedHasHauyeHo [N1s  WCMOMb30BaHUsS  CTOMATONIoONrOM: WK
CMELMAZICTOM MO JIBYEHMIO U MPOTE3MPOBaHUIO 3y6OB. HacTosillge M3nenve npeaHasHaueHo
TO/MBbKO A1 MPOMECCHOHAIBHOTO MPUMEHEHNAS.

OMVCAHVE MEOVNLNHCKNX N3AENIN NCMONb3YEMbIX COBMECTHO.

1 «Annapat CTOMATO/IONMYECKUN [/19 CHATMA 3YOHbIX OT/IOXEHWI cepuid.’ Newtron,
(AnnapaT CTOMAaTONOMMYECKUI A1 CHATWA 3y6HbIX OTNOXKeHWn Newtron Booster;HakoHeUHMK
Newtron, Annapat CTOMaTO/IOrMYeckuii AN CHATUS 3y6HbIX OTNIoXeHUA Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoauTcsi B MpoLiecce rocyaapCTBEHHOA permcTpaummn Ha
Tepputopun P®) npownssosctea SATELEC, dpaHuus.

2. «Annapar CTOMaToNOrMYecKuin Aia KocTHon xupyprm PIEZOTOM CUBE» (Annapat
CTOMATONOrMYeckuii Ansi KoctHor xmpyprm PIEZOTOME CUBE, HakoHeuHnk CUBE LED)
(PeructpaupoHHoe ypoctoBepeHne No ‘P3H 2021/14297 ot 13.05.2021r.), npoM3BOACTBA
SATELEC, ®paHuua

3. «AnnapaT CTOMATO/MOrMYECKUIA A5 CHATUSA 3YOHbIX OTNIOXKEHWIA €, MPUHAAIEXKHOCTAMM»
(AnnapaT CTOMATO/IOrMYecKnn 18 CHATMA 3YOHbIX OTIOKEHUI C MPUHALIEXHOCTAMM: Mogenb
P5 NEWTRON XS, HakoHeuHuK /Suprasson)( PeructpaumoHHoe  yaoctoBepeHne NedC3
2007/00914 ot 21 fekabps 2007r.), Apom3ssoacTsa «Catenek C.A.C.»;-®PpaHuus

4. «CTOMATO/I0rN4eCKmi annapar PIEZOTOM Cc NPUHAAIEXKHOCTAMM>
(Cromatonornyeckunii annapat PIEZOTOME B BapuaHTax ucnosiHeHus: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome Solo LED), (peructpaumoHHoe yaoetosepeHve Ne P3H 2013/859
ot 12 mong 2013r.), npoussogcTtea «Careniek.C.A.C.», ®paHLus

5 «bfoK CTOMAaTOMOFMYECKUIA AN CHATMA  3yOHBIX  OT/IOXeHWiA  Xinetic ¢
npuHagiexHocTaMm»  (BMOK ™~ CTOMATONOMMYECKUIA A1 “~CHATUA  3YOHbIX  OT/IOXKEHWIA
X1rellc,HakoHeuHnK Suprasson), (peructpauyoHHoe ypoctosepeHne NeP3H 2013/858 ot 12
mons 2013r.), nponssogcTea «Catesniek. C.A.C», ®paHums

MPUHLWATI AEACTBMA MEAVLMHCKOIO U3AENNA

MpuHUWN aelicTBUS.

MPUHLWN AeViCTBUS MEAULIMHCKOTO M3AENMS 3aK/MKOHUAeTCs B TOM, UTO OT OCHOBHOFO,6/10Ka
Ha YMbTPa3BYKOBOW CTOMATOMOrMUECKWIA HAKOHEUHUK MOJAeTCs  3MEKTPUYUECKUA-—CUrHas,
reHepypyeMbIii  annaparoM. HakOHEUHWK CBsi3aH C MeAMLMHCKMM anmnapaToM MOCPeaCcTBOM
LUHypa. B ero coctaB.BXOAWUT KepaMUUECKWiA Mbe303AEKTPUYECKMIA Npeo6pasoBaTe/ib, KOTopbIi
TpaHchopMUpyeT ‘@EKTPUYECKUIA CUFHAN B YALTPA3BYKOBYHO BMOpaUmio. MexaHnueckast
BMOpALVS NepeaaeTcs CTOMATONONYECKOl HaCa/Ke,-yCTaHOB/IEHHONM Ha KOHLIE Y/IBTPA3BYyKOBOIO
HaKOHEYHMKa

OKA3SAHVE MEAVNUMNHCKUMX YCIYT

MoaroToBKa K padoTe MeaVLIMHCKOro U3aennst

CocTaBNstolLMe  HEOBXOAMMO OUMLIATh, AE3UH(MLMPOBATL W CTEPWNN30BATL Nepes
KaKbIM <4CMO/Mb30BaHMEM. YCMOBUSI OYUCTKY, AE3MHAEKLUMU W CTEpUIM3ALIN YKa3aHbl B
COOTBETCTBYHOLLIEM pa3ziene PyKoBOACTBA MO SKCM/TyaTaLyu.

132'C t34cC

Hagnexxalas Bubpaums Hacagkm npeanosnaraet ee HafeXXHoe 3aKpersieHne B HAKOHEYHKe
6€3 Ype3MepHOro faeneHns Ha ynop;~Hacagky Heob6xoayMo 3aMKCUpOBaTb B HAKOHEYHWUKE C
MOMOLLbIO YHUBEPCA/IBHOTO CTa/IbHOIO K/Ko4a 1 06eCreumnTb HaleXHOe 3aKper/ieHne Hacaku B
HaKOHeUHMKe N8 HacafoK (Puc.l). Ype3MepHbld 3a2kMM  HAacagkM MOXET MPMBECTU K
MOBPEXAEHNIO HACaAKMN UMM HAKOHEYHMKA.
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A

cO-

Puc.1

BbIGop HEOBXOAMMOl HAacaKA OCYLLECTB/ISETCS TOMbKO CTOMATO/IONOM.
Y6eaUTeCh, YTO BbIGPAHHbIA-PEXMM COOTBETCTBYET BbIGpaHHOV Hacaake.

3aBepLueHVe paboTbl

[Mocne 3aBepLUeHVs npoLeaypsb!
1 OTcoeanHUTe Hacagky,
2..BbINonHMTE OUMETKY Y CTepUM3aumio MeaULMHEKOTO U3AEeNNA, Kak OnucaHo B rnase

CTEPUTNSALNA,

YKazaHu1s1 Mo TEXHVKe paboThbl C HacaAKaMM:

. Bo6 BpemMs 06paboTkm 3y60B HacadKy Credyer.JepXaTb Mo KacaTeflbHOM K NMOBEPXHOCTY
3y0q;

* Hukorpaa He fepXuTe HacaaKy nepreHANKYASPHO 3y6HOM amany;

o [Buraiite \HaKOHEYHUK Harofobve ABWKEHWA KUCTbIO C He3HauMTebHBIM GOKOBbLIM
[aB/eHNEM,

o [pn paboTe ¢ Hacagkamy WCMOMb3YMTE TO KOMMYECTBO MppUFaUWW, KOTOpoe
PEKOMEHZYeTCA /15 BblopaHHOW HacaaKy;

 Tlepes MCNONb30BaHWEM BU3yasibHO MPOBEPbTE COCTOAELLE HAcaaKW;

* [pu paboTe Bcergja HaaesanTe MeAUEMHCKYIO MacKy U MepuyaTKu.

ORVICAHVE KOHCTPYKTVBHBIX OCOBEHHOCTEN MEAULIIHCKOIO
3OENVS

B) cocTaB MeaMUMHCKOTrO M3feNMs BXOOAT Hacadku AN . 'COBMECTHOM paboTbl C
MEULAHCKUM YNbTPA3BYKOBbIM anmapatoM 1A, B 3aBUCMMOCTW OT. BapiaHTa WCMOMHEHNS
HaBopa, MOryT BXOAWTb. YHMBEPCAAbHbIA CTA/bHON K4 U MeTai/mueckas MofcTaBka Wi
[UHAMOMETPUYECKMIA KIHOY CUHUIA, - aBTOKMaBMPYEMbIA MNacTKoBbI GOKC. Kaxaas Hacaaka
WMIEET CBOM KOHCTPYKTVBHbIE QCOBEHHOCTY, XapaKTEPUCTVKM 1 PEKOMEHIYEMOE MPUMEHEHIE

fpu npoLieaype.
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19. Habop Hacagok K MeAuLMHCKAM CTOMATOMOrMYECKM YNbTPa3ByKOBbIM \annaparam
CROWN EXTENSION II KIT:

Hacagku CEl W, CE2 II, CE3 II, BS6 Il

. Hacagka CE1 Il - Hacagka C LWApUKOM Ha KOHYMKE, C a/iMasHbIM _MOKPbITUEM.
MpeaHa3HaveHa A1 NPOBEeAEHNS OCTEONNAaCTUKMA Ha OpasibHOM 1 HEOHON NOBEPXHOETY KOCTHOM
TKaHW, a Takxke NpUMeHseTCA Ans yaaneHns 3K30CTO30B U ApYTX HEPOBHOCTEIA.

. Hacagka CE2 Il - Hacagka C LWapMKOM Ha KOHUMKE, C a/iMa3HbIM -HarblIeHUEM.
MpefgHa3HaveHa AN NPoBeAeHN OCTEOMNACTUKN UHTEPMPOKCUMAbHBIX MOBEPXHOCTEN.
. Hacagka CE3 Il - Hacagka ¢ aMasHbIM MOKpbITMEM. NpeaHasHaveHa eneumansHo ans

MPOBEEHNsI OCTEOMN/IACTUKA Ha OpaslbHOA. 1N HEOHOW MOBEPXHOCTM KOCTHOM TKaHW, He
OCYLLECTBNAIOLLE  NoAJepkKy 3yba. , OHa Taloke MPUMEHSIETCA . AAs  OCTeOTOMUU
MHTEPNPOKCUMaTTbHBIX Y MepUpaguKynspHbIX 0bacTei.

. Hacagka BS6 Il- 30rHyThiid Ckafbnenb npegHasHaveH Ans octeonnactvku. O6nacTb
MPUMEHEHNA: peMOLeNMPOBaHNE, KIOpeTaX, 3a00p KOCTHbIX OMW/IOK

Hacaaka CEL II Hacagka CE2 1l

Hacagka CE3 |l Hacagka BS6 11

Puc. 2 BHenwHuiA Bug Hacagok' CELIL, CE2 11, CE3 |1, BS6-1) Ha6opa Hacafok K
MeANLUMHCKMM CTOMATO/IONHECKUM YNbTPa3ByKoBbIM annapatam CROWN
EXTENSION Il N Te

. YHUBEpCa/bHbINA CTa/bHOI-KAOY NpeAHa3HAueH /19 HAIEXKHOrO 3aKPEN/IEHs HAacaaK B
HAKOHEYHWKE, a TaKKe 15 OTCOBANHEHNS HACAAK MPeACTaB/eH Ha'pUCYHKe 3
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Puc.3 BHeLLHWI BKUA, yHBEPCaIbHOIO CTa/IbHOro K/to4a

. MeTa/nyeckas NoACTaBKA UMEET CUMKOHOBbIE KOMbLi@ W -QTBEPCTUS [1S HACAMIOK.
O6neryaeT paboTy ¢ HacaaKamu, NPeACTaBeHa Ha pUCyHKe 4

Puc. 4 BHeLUHWIA-BIA, METa/I/TMYECKON MOACTaBKU

TEXHWUECKWE XAPAKTEPUNCTUKW

TEXHUUYECKIE XapaKTEPUCTUKM (MEAMLIMHCKOIO m3aenns «Habop-HacafoK K MeAMLHCKIM
CTOMATO/MOMMYECKUM  YNbTPA3BYKOBLIM — anmapatam»  NpeAcTasfeHbl B TabnMLE  HIDKe:
MpuBeaeHbl rabapuTHbIE pa3Mepll/ HACAAO0K, PEXMM annapaTta, «IpYMeHsieMblii Npy paGoTe
HacafoK, COBMECTUMbIIA CTOMATO/IOFAYECKI anmapaT, a TakKe PEXIM NppuraLyy Hacamku.

Habop Hacagok K MeAVLMHEKUM CTOMATO/IOrMYECKMM YibTPa3sByKOBbIM arnaparam
CROWN EXTENSION Il KIT:
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CEl 11, CE2 1, CE3 1I, BS6 I
1 Hacagka CEI 1l

"abapuTHbIe a
pasmepbI* b
c
d

Macca

Pexxum annapara

Vippurauus

Ycunue nssneyveHus

Ycunve  ona BCTaBlEHWA U
3aKpensieHus

COBMECTVMbI  CTOMATO/OMMYECKIIA
annapar

50+ 0.2 Mv
28.0+ 05 mm
14.0+ 0.5 mm
18+ 0.2 Mm
20+ 0.2 Mm
1,20+0,10r
D1

60-80 MA/MUH

He meHee 20H
He 6onee 36H

Annapar CTOMaToNorM4ecKmii gg KOCTHOWN Xmpypriv

PIEZOTOMCUBE

Cromarosnoruyeckuin annapat PIEZOTOM c

MPUHALNEXHOCTAMY

* O603HaueHVie rabapnTHbIX pa3mMepoB NPeACTaBeHO Ha PUCYHKE.

—— b
Puc.3
2. Hacanka CE2 II.
MabapuTHbIE a 5.0+ 0.2 Mm
pasvepbr* b 28.0 + 0.5 Mm
c 140+ 0.5 mm
d 12+ 02 mm
el 20+ 0.2 mm
Macca 1,20+0,10r
PeXvim annaparta D2
Wppuraupsa 60-80 m/MUH
YCunve nssneyeHuns
Ycunue Ans BCTaB/IEHUA n

3aKpen/eHus

He meHee 20H
He-60nee 30H
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AnnapaT CTOMaTON0rMYeCKuiA NS KOCTHOM XMpYprim

COBMECTUMbIA  CTOMATONOrMYeCKUIA PIEZOTOM CUBE
annapar Cromaronornyeckuin annapatr PIEZOTOM ¢
NPUHALNEXXHOCTAMU

* OB03HaueHMe rabapyTHbIX Pa3MepoB NPeACTABNEHO Ha PUCYHKE.

o
v L
Vv
. B ol d
Puc.4

3. Hacagka CE3 |l
rabapuTHbIE a 50£0.2 Mm
pasvepbr* b 30.0+ 0.5 mm

c 110+ 0.5 mm

d 11+0.2 mm

el 50+0.5 mm
Macca 1,20+0,10r
Pexxum annapata D1
Wppuraums 60-80 mn/mMuH
Ycunve nssneyeHus He meHee 20H
Yennve  ans BCTaB/1IEHSA 7 He Gonee 30H
3aKpernieHus

Annapat CTOMaToOrMYecKniA ans KOCTHOW Xu1pyprm

COBMECTUMBIIA=" CTOMATO/IOrMYECKNI PIEZOTOM CUBE
annapar Cromartonoruyeckuin annapatr PIEZOTOM c

MPUHAIEXXHOCTSIMM
* O603HauUEHe rabapyTHBLIX Pa3MEPOB NPEACTABNEHO HA PUCYHKE.
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Puc.5

Hacanka BS6 11
"abapUTHbIE a 50+ 0.2 Mm
pasvepbIr* b 28.0+ 0.5 Mm

c 12.0+ 0.5 mm

d 3.0+02mm
Macca 119401 r
Pexxum annapata D1
Wppuraums 60 M/MUHEL MA/MUH
Ycunve n3BnedeHus He meHee 20 H
Ycunue ans BCTaB/IeHUS n
3aKpenieHus He" 6onee 30 H

Annapat CTOMaToNer MYeCcKnin Ansi KOCTHON XMpyprm

CoBMECTMMbIA  CTOMATOIOFMYECKUIA RPIEZOTOM CUBE
annapar Cromatonoriyeckuii annapat PIEZOTOM ¢

MPUHAA/IEXXHOCTSMY
* O603HaueHe raGapyTHbIX pa3MepoB NPeCTaBNeHO-Ha PUCYHKe

v

o

B-J = ‘
b

Puc.6

B.TabnmUe—ANsa HacaloK YKasaHk! LLIEPOXOBATOCTb U TBEPAOCTb HO-POKBENNY.

Hacagka LLlepoxoBaTocCTb TBephocTb Mo
Poksenny
CEL II, CE2 II, CE3 I, BSG6 I He 6onee 0,8MKm 52-54 HRC

Hwxke npeacTaBneHa yacToTa, nepefaBaeMast 0T HAaKOHEYHMKa K Hacaake
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Hactota, Ky Annapar (HakoHeuHuK 41s annapara)

Ot 28,0 go 36,0 Annapat CTOMATO/IOMMYECKMiA ANA KOCTHOM
xvpyprum PIEZOTOM CUBE
Cromartonoruyeckuii annapat PIEZOTOM ¢
MPVHAIEXHOCTAMM

B Ta6n|/|u,ax HXKE MpuBELEHbI TEXHNYECKNE XapPaKTEPUCTUKN OCTa/lbHBIX COCTaB/AMOLLNX
MeAMLNHCKOIro n3aenud

YHuBepCasbHbIN CTa/IbHOM KoY

MabapuTHbIE pa3Mepbl, MM (30.0x28.0) + 1.0
Macca 190r+ 10r

MeTannnyeckas nofcTaBKa:

labapuTHblE pa3mepbl, MM (100,0x40,0x40,0) £2 Mm
Macca, 1 1000+5,01
KonunyecTtBo siueek 6

MATEPWANDbI

>, 7 Hacapnka ’ ~MaTepuan y
CE1ll, CE2 Il, CE3 I, Aﬁﬂﬁaoe MeAYIHOKER HEpHEBEIOLLRA CTar

MOKPbITVE AMa3

Hacaaka IVleayLHCKas HepyKaBeroLLsA CTaslb
BS6 Il AViazHoe

MOKPbITVE Her

MaTepuaribl, "KOTOpbIE MCMO/Mb30BA/IACH MPUA- NPOM3BOACTBE IMeTanIMYeCKOA MOACTaBKY,
YHUBEPCA/IbHORO-CT/IbHOTO K/Tto4a MEAULIMHCKATQ M3AENNS, YKasaHbl HUKe

Matepuan

YHVBepCa/bHbIN CTafbHO MeanunHckas

KItou HepXXaBeroLLast
CTa/b

MeauumHcKas

Metanmnueckas,  KOPMYC  Hepxaserolas
rnoAcTaBKa CTa/b

KonsLo CUKOH

MAPKNPOBKA
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Xpyrkoe, 06paLLATLCS OCTOPOXHO

?
bepeusb OT Baru
Bepx
Lt
. Homep no katanor
REF] P Y
lot! Homep naptimn
CE€i CootseTcTBYET AvipekTrBam CE
CE€ COOTBETCTBYET AnpeKTvBam CE
JlaTta 13rotoeneHus
AT
: V3rotosutenb
H I

TempAepaTypHbIA AnanasoH
[anas3oH BNaKHOCTU
OrpaHnyeHns aTMOC(epHOro LaBseHns

O6paTUTECh K MHCTPYKLMM MO TIPUMEHEHUIO

[]a
ConposoauTtenbHasa SOKYMeHTaLMA B 3/1EKTPOHHOM AO0CTyre
Q*nranfrUte«f
Monnetian
HectepunbHo
L J
R Rx Only: o thenepansHoMy 3akoHy CLLA npogaka JaHHOTO M3aenns
X paspeLLieHa TO/bKO SIMHEH3VPOBAHHBIM BpadaM Wi M0 VX FOPYYEHMO
ONLY.
KonnuecTso B ynakoBke 1LuT.
LU LL KonmMyecTBO B YHakoBKe 4 LLT.
LA | PaspeLleHo MEMo/b30BaTh B MOKOLLEN, Ae3MHAMLIMPYHOLLEA MallnHe
[N19 TEPMUYECKOM Ae3NH(eKLMN
% Cnoco6HO BbiflepXaTb aBTOKNaBMpoBaHme rpn 132°C
154 ¢ Cnoco6Ho-BblaepaTh aBTOK/MaBUPOBaHWE fipn 134°C

He 1UCROb30BaTh NPY MOBPEXKAEHUN YHAKOBKM
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Howmep ynakoBKM Ansi OTCIEXVBaHISA

NH®OPMALIMA O HAJIMY B MEOVLHCKOM U3AEJTUA

JNNEKAPCTBEHHOI' O CPEACTBA /1A MEANUMHCKOI O NPUMEHEHUSA,
MATEPVAIOB XXMBOTHOIO U (U/TM) UEJTOBEYECKOI O NMPOUNEXOXOEHNA

MaTepuarbl XXVBOTHOFO WM YeNIOBEYECKOrO MPOUCXOXAEHNS B MeAUUMHCKOM W3AENN
«Habop HacaoK K MEAULMHCKAM CTOMATOMIOrMYECKUM  YNbTPasBYyKOBbIM — arnnaparam»
OTCYTCTBYHOT.

JleKapcTBEHHbIE CPEACTBA B MEAWLIMHCKOM M3Aenn «Habop HacapoK K MeauLHCKMM
CTOMATO/IOMMUYECKM Y/bTPa3BYKOBbIM affapaTam» OTCYTCTBYHOT.

dapMaLieBTMUECKME  CYOCTaHUWIA Y B MEAMLMHCKOM  M3aenmn «Habop Hacafiok K
MeAVLWHCKMM CTOMATO/IOMYECKVIM YALTPA3BYKOBbIM arnapaTav» OTCYTCTBYIOT.

CTEPUTN3ALINA.

MeauLyHCKOe U3aenie NOCTaBNsSeTCs HeCTEPUbHBIM. V3aenme HeobX0aMMO NofBepraTh
OUMCTKE Tepea  KakabiM  WMenofb3oBaHMeM. [locnie  TOro,™ Kak Hacafku  OUMLLIEHbI,
[E3VHMLMPOBaHb! 1 BbICYLLIEHBI, NX HEOBXOAMMO Pa3NOXWUTL.MO MOpsAKY B GOKCE, KOTOPbIi
[0/MKeH BbITb MOMELLIEH 1 3areyaTaH B CrieLWabHbIiA NAKeT, NPUTOAHBIN ANS CTEPUIM3ALAN.

MpepynpexaeHus:

He vcnonb3yiiTe CTaibHYO MOYasiKy Wv abpasviBHbIE YACTSLLME CPeACTBa A1F OUUCTKM
MeAULIMHCKOrO M3aenus.

He ncnonb3yitTe pacTtBopbl, COAEpXKaLLMe MOL UK XA0pP B 3HAUNTENbHOM KOHLEHTpaLWMN.

YpoBeHb pH MOWIMIX 1 AE3VHPULMPYIOLLMX CPeACTB A0/MKeH ObITb OT 7 A0 11

3apaKeHHbIe 1 1CMO/b30BaHHbIE M3AENNs He MOMELHATe B KOPOOKY A/151 CTepuu3atium
WM He MOUTE B MaLLUHE.

MeTo/, npe/BapuTeNIbHON OUMCTKIA IO/MHKEH VICTIONb30BATLCS MePes, aBTOMATUYECKOA
OUMCTKOMN.

MeouupHCKOE-M3aenme cneayeT TatebHO 09MLWaTh U nogeepraTb KOHEYHOM
CTEPUNN3ALN NEePeL] UCTONb30BaHMEM.

MapameTpbl cTepuM3aLyn 06ecnednBatoT AOIHKHYIO CTeMNeHb CTEPUNU3ALUN-TONBKO A5
MPaBWIbHO OYULLIEHHBLIX MEAVLIMHCKMX U3LENNI.

Mpn aBTOMaTNYECKOM YMCTKE HaCadKu CAEAyeT BCTaB/ATh B CreLMabHbIe-AepkaTenn ans
WNHCTPYMEHTOB-UNW B Ma/IEHbKVE KOP3WHBI, YTOObI OHN He NOBPEAVINCE MPU YUCTKE.

VcnonssyiiTe NPOMbIBHOM Ae3VH(EKTOP, KOraa 3To BO3MOXHO. M36eraiite neperpysa
KOP3WH /1 MOMKIN NPW YNbTPa3ByKOBOM YACTKE U KOP3UH MOIOLLEI/ [e3uHDULMPYIOLLEN
MaLLIMHBI.

B0 Bpems leYeHns BbITUPaiATe KPOBb.M Apyrme 61oormyeckme XXMaKocTn nmm
3arpasHeHns, He no3BosAs UM BbICbIXaTh Ha MOBEPXHOCTAX.

Flo 3aBepLUeHMI NPOLEAYPbI NIEYEHNS 3arpsi3HeHHOe 060pYA0BaHNe, CNnedyeT HakpbITh
BNaXKHOWN Ca/IDETKOM, UCK/IKOUMB, TakuM 06pa3oM, ero BbicbixaHue. CheayeT OTAeNUTb He
3arpsA3HeHHbIe U3AeNnA OT 3arPA3HEHHBIX, YTOObI MCKMOUNTL 3apadkeHiie nepcoHana un
OKPYXKAIOLLIEN cpefpl.

Mpon3BoAWTENb He HECET OTBETCTBEHHOCTY 3a MPOLIECCHI CTEPUMN3ALIN, KOTOpPbIE
BBIMNO/IHSAET KOHEYHbI M0/b30BaTe b WM 3aKa3umK, He Cneflys peKoMeHaaumsamM nponsBoamuTess.

OrpaHuyeHne No UMK/IaM OUNUCTKA
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MoBTOpHbIE UMK/IbI 06pPabOTKKM, BK/IHOYAOLMe MPOMbIBKY BPYYHYHO, Malo B/IUSAIOT Ha
usgenve. CpoK KX CMyKObl OMpefensieTcs CTeneHbi0 U3HOCA U MOBPEXIEHUs B .[poLecce
CMOMb30BaHNS

XpaHeHue 1 nepeBo3Ka.

3arpsisHeHHble 13aenna HeobXO4MMO TPaHCMOPTUPOBATL OTAE/IbHO OT He3arPAi3HEHHBbIX,
4TOObI N36eXKaTb OBLLEro 3arps3HeHNs.

MoaroToBKa K NpeaBapuTe/IbHON OUNCTKe

PeKOMeHAYeTCs YUNCTUTb M3MeNMe Kak MOXXHO paHblLLie Moc/ne UX UCnonb3oBaHus. Vzgenve
[OMKHbI  ObITb OCMOTPEHbl M OOCMYXeHbl He MO3Ke 4eM uYepe3 [Ba (Yaca Mocie ux
CMOMb30BaHNS.

Mepes 04MCTKOI 1 MOCNE KKAOTO MCMO/b30BaHMs OTBUHTUTE HaCafKy|C nepeaHeit Yactu
HaKOHEYHMKa M NMOMECTUTE ee B COOTBETCTBYHOLLMIA KOHTEVHED.

MpeaBapuTe/ibHast 0UUCTKa-PY4HHOU Crocob.

O6opy0oBaHMe: MArkast LLETKa, MALKAA epLLK UK CandieTKa, He OCTaB/IstOLLIME BOSIOKOH,
LLNpWL, NUNETKA WK BOASHOV MCTONET, WENOYHOW oumcTUTeNb (paboyuii pacteop 1- 3 %).
YNbTPa3BYKOBOW OUUCTUTESb.

1mmHyTa MpOMbITb U3AENME MOL XOM0AHON NPOTOYHOW BOAONA.
MpY TIOMOLLM MSATKOW LLETKK, epLUyKa UM He OCTaB/IAKOLLEN
BOMTOKOH Ca/i(heTKV yAaMTb OCHOBHYHO Ipsi3b. VIcronb3oBarb
WAPVL, NMMMNETKY WM BOASHOWA NMUCTONET W LUENOYHOM Wik
QH3UMHBbIV OUNCTUTENb 415 NPOMbIBKM KaHasia HacaaKu.

10 MUHYT cnonb3ys ynbTpa3ByKOBYHO BaHHY, BblAepXaTb MeAMLIMHCKOE
M3aenne He MeHee ECSTN MUHYT B CBEXXEM BHOBb
NPUrOTOB/IEHHOM PacTBOpE LLEeMOYHOro ounctutens. Cregosarb
PEKOMEHAALIMAM MPOU3BOAUTENS, KacatoLLMXCS BPEMEHN
9KCMO3NLMK, KOHLEHTPaLIMM, TeMMepaTypbl U KauecTsa Bogbl.

1mmHyTa MpOMbITb U3AeNNE NOA XOAOAHOM NMPOTOYHON BOAONA.
Mcnonb3oBath LNpUL, MUARETKY WK BOAAHON NUCTONET ANs
MPOMbIBKM KaHaa A5 HacaaKu.

4 MHYT MpOMbITL ¥ NPOAE3NHMLIMPOBATL MEAVLIMHCKOE W3LEAVE;
MCNOMb3Y$ LLENOYHOM QUUCTUTENb. TP NOMOLLY MSAFKON LLETKM
VN epLUMKa YAaMTb-FPs3b C MOBEPXHOCTM. MpoMoiiTe
MeAULMHCKOE M3aeMne Nof BOLOW BO 13beXxaHme
pacnpoCTPaHeHWs-3aFPASHAIOLLMX BELLECTB B BO3AYXE

1mnHyTa 30 CEKyHA MpOMbITb U3AEME'B LEVOHM3NPOBAHHON N OUULLIEHHON BOZE.
Vcnonb3oBath LLAPKL, NUMETKY WK BOAAHOW MIUCTONET A1
MPOMbIBKM KaHana A/1s HaCafKum.
Bun3yasibHO OCMOTPETb MEAVLIMHCKOE U3AENNE.
MoBTOPATHL APOLESYPY 4O NOMHOIO YAANIEHWUS BCEX BILOB
BUAMMBIX 3arpsi3HEHVA. B KOHLE NPOMbITh M3Aeve B
[EeVNOHM3MPOBaHHOW WM OYMLLIEHHON Boge. O6CyLLINTL 13aenve
NPV NOMOLUM MAKOA He OCTaB/IAOLLIEN BOpCa canteTKn un
MeAVLMHEKOr0 YMCTOro CXKaToro Bosgyxa

ABTOMaTUYECKAA OUUCTKA

M pHnbfanibii®




MpeasapuTenbHas 2 MUAHYTI XonogHas BOAONPOBOAHaA BOAa

MPOMbIBKa

Moiika 2 MUHYTbI lopsvast Bofa V3 MNoA KpaHa C TemnepaTypol
Boile  40°C.  Mcnonb3oBaTb “LIENOYHON
OUMLLIAKOLLIA PacTBOp.

Helitpanusaums 5 MUHYT lopsayas Boga w3 nog KpaHa—( 40°C) ¢
HEeMTpaIM3yHoLLMM CPeLCTBOM npy
HeobX0oAMMOCTI

[MpombiBKa 2 MUHYTBI AuctunnvpoBaHHas WM OYMLeHHas Boda C
TemnepaTypoii BbiLe 40°C

CyLuka 40 MUHYT Mpwn Temnepatype 90°C

Tepmunyeckas fe3nHpeKuns.
TepMunyeckas ae3nHgpekums nposogutcst npy 90°C B TeUyeHMe He MEHeE NATU MUHYT.

MpeacTepunmn3aLMoHHas ouncTka

Mpy 3aMauMBaHNN MM KUMNSYEHII B-MOHOLLIEM PacTBOPe M3AENMS MOMHOCTLIO MOMPYXKaroT B
PacTBOP MOHOLLIErO CPEeACTBa, 3amno/iHss MM KaHaslbl U MOMOCTU U3AEAWIA.

Moiiky u30ennii  OCYLLECTBASIOT C MOMOLLbHO €plla, BaTHO-Map/eBbiX TaMMOHOB,
TKaHEBbIX CaN(IETOK; KaHaslbl M3AEANIA MPOMbIBAOT C MOMOLLbHO LAPKLIA.

CpeacTso KoHUeHTpaLs Temnepatypa Bpems 06paboTku
pacTBopa,% paboyero
pacTeopa
JekoHekc 50 dd 15 He meHee 18 °C 40 MVH

("Bopep Xemu
A", Lseliuapus;

Crepunusauymsa

CrepununsoBath.13aenme MOXHO, UCMONb3ya METOA CTEPUNN3ALIAN MapoM MNOof,
M30bITOYHbIM AaBreHrem 0,22 MIa B napoBoMm cTepuimnsatope (aToknase) (1ISO 17665 mnm
OTeYeCTBEHHble CTaH4apTbl). PekoMeHAauuy NpeAcTaB/ieHbl B TabmLe HKe

MpoAoMKNTENBHOCTE Temnepatypa Bpemsi CcyLLKu

He meHee 18 MUHYT 132- 134°C 15-20 MUHYT

[MpOAOMKNTENBHOCTL CYLWKX OT 45 A0 20 MMHYT B 3aBUCMMOETM OT CfefytoLmx

KpUTEpUeB:
. TN MaTepuasia YnakoBKW, 0OecrneuMBaroLLMiA  CTepUNbHLIN (Bapbep, WM  XKeCTKue
KOHTe/Hepbl MHOrOKPaTHOrO MCMO/b30BaHWS;

KO/IMYEeCTBO Napa;

maTepuasibl MEAULIMHCKOTO U3aenus;

06LLMIA BEC;

TEXHUYECKME XapaKTepPUCTUKM CTEPUIN3ATOPa,;

MPaKTUKK, NPUMEHSEMbIE B-BaLLIEM PETVIOHE,;

pasHoe BpeMs OX/TaKAEHUS.
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NpoBepka
W3penna [omKHbl 6bITb OCMOTPEHbI HA Ha/lMuMie OCTaBLUMXCA 3arpsi3HEHWN, [XKaBUMHbI,
3aTynseHns, 06ecLBeY BaHIS UM NMOBPEXIEHWIA.
Mepes, 06pabOTKON U CTEpUAN3aLMEN OUULLIEHHBIX M3LENNIA YOeaNTeCh, YTO OHN YMCTbIE,
He VMEtOT MOBPEXAEHUI 1 PYHKLMOHMPYIOT Hag/iexallM 06pasoMm.
YTnnu3npoBsaTtb NOBPEXAEHHbIE U3AEeNNs, HE CMa3bIBaTb.

CPOK C/TY>KBb

Cpok  cnyx6bl  MeAMUMHCKOro  m3fenmnd  «Habop  Hacafok (K  MeauUMHCKAM
CTOMATO/I0MMYeCKUM YNbTPasByKOBbIM anmnaparam » coctasnset 10 nieT.

B CcBA3M C TeM, YTO He HEBO3MOXKHO YCTaHOBUTb MakCUMaSIbHOE YMC/I0-BO3MOXHBbIX
npoLesyp, KOTOPoe MOXET ObITb OMNpefefieH0 MHOTUMY NMapaMeTpamu, TaKuMy Kak
NPOAO/MKUTENBHOCTL MCMO/Ib30BaHUSA, TBEPLAOCTL 3yOHOI aMain, NPUIOXKEHHas CUMa Y U3HOC,
MPOV3BOAUTENb PEKOMEHAYET MEHSATb Hanbosiee YacTo UCMO/b3yeMble HACALKWN He peXxe OAHOro
pasa B rog. Hacagky cneflyeT 3amMeHWTb, eC/M BUOpaLWS HacaKn He COOTBETCTBYET 3aaHHON
yacToTe, annapart paboTaeT HernpasW/IsHO, MPOLELYpPa 3aHMMAEeT 60/1bLUE BPeMEH, YeM 00bIYHO,
W pesynbTaT He JOCTUraeTCs.

[nvTenbHOe MCNoMb30BaHUE  MEAULMHCKOTO n3genma «Habop, HacafoK K MeaUMHCKUM
CTOMATO/IOrMYECKMM  Y/IbTPA3BYKOBLIM arnaparam» MOXET MPUBECTU K ero ecTeCTBEHHOMY
M3HOCYy. Mbl HacTOATENIbHO He- COBETYEM W3MEHATb KOHCTPYKUMIO HAacafoK MnyTeM KX
06TaumBaHus, CrmbaHs Uin Kakym 10 ApyrviM Criocobom.

TPEBOBAHWA K TEXHVUUYECKOMY OBC/TYKUBAHUIO Y PEMOHTY
MEAMLIIHCKOIO V3AEANA

Mpn HeO6XOAMMOCTM CBSXKMTECH C MOCTaBLUMKOM MeAULMHCKOro n3genus. He cnenyet
CfaBaTb MeAMLMHCKOE" M3feNie B PEMOHT [PYrvM  CrHeuuanmncTam, TaK Kak B pesyfbrarte
HEKaUeCTBEHHOrO PEMOHTa M3feNne MOXET MPeACTaBMATbL OMnacHOCTb [ANA MO/b30BaTeNns Wy
MaLMeHTOB.

B cnyyae COMHEHWIA CBSXKWUTECH C aBTOPW30BAHHLIM MOCTaBLUMKOM WM (C)LEHTPOM
nocnenpofaxHoro.oéecnyxveaHus SATELEC, wwww.acteongroup.com

satelec@acteongroup.com

YCNOBNA TPAHCIOPTUPOBKW;: XPAHEHNA N SKCIIJTYATAUN
YNakoBaHHYH NPOAYKLUMIO CNeAYET XPaHUTb B CyXOM M YACTOM NOMELLIEHWN, Tae
UCKNOYEHA BEPOATHOCTL MOMNafaHns NPAMbIX, CONHEYHBIX JTy4eld, BPeAHbIX BEWEeCTB, B/aru v
ype3MepHOFo MoBbILLIEHMe TeMnepaTypbl. /EnonL30BaTh cHavana NPoLYKLAKD C MEHBLLIM

CPOKOM F@AHOCTM.
Ycnosusa xpaHeHus
Temnepatypa oKpy»<atoLLein cpegpt. oT -20°C go + 70°C
OTHocuTenbHaa BnaxkHoCTb: 10% - 100%, BKMOYasA KOHAEHCAT
ATtmocepHoe fasneHve: 500 Fla go 1060 rMa

YCnoBusi TPaHCMOPTMPOBaHUSA
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Temnepatypa TpaHcnopTupoBaHus ot -20 go +70 °C
OTHocuTenbHasA BnaxxHoCTb Bo3gyxa 10-100 %, BKoyad KoHAeHcaT
ATMOCepHOe faBneHvie oT 500 rfMa go 1060 rla

Ycnosua aKcnayaTauun:

Temnepatypa akcnnyatauum ot + 10 °C go +40 °C
OTHocuTenbHasA BnakHocTb: oT 30 4o 75 %
ATMocepHoe aasneHue: 800 rlMa go 1060 rla

TPEBEOBAHUA K YTUNNSAL NN

MeauupHckoe u3genve  «Habop-. HacaooK K - MeAVLMHCKMM. “ETOMATO/0r MYeCKUM
YNbTPa3BYKOBbLIM anmnaparam» 0THOCUTCA K Knaccy b B cooTBeTcTBMM C(CaHlMMH 2.1.3684-21 1
[O/MKHO ObITb YTWIM3MPOBAHO B COOTBETCTBUM C MpaBuiamy, AEWACTBYIOLMMU B CTpaHe
YTUNN3aLMA U3LeMUs. Y TUNU3NPYINTE 3arpsisHEHHbIE U3AeNKs B COOTBETCTBUM C MECTHBIMU WK
roCyfapCTBEHHbIMY NpasuiamMn yTuaK3aumm b1onormiecky onacHbIX 0TX0/0B.

Mpy yTUAM3aLMK 3arpsisHEHHbIX YacTeil HafeBaliTe nepyaTku.

Bce ynakoBouHble MaTepuasibl MOCTaB/ISEMOrO M3AENNA He HAHOCAT Bpeda OKPYXKaroLLen
cpefe v nofiexxar BTOPUYHOW nepepaboTke.

CAPAHTUNHAA MH®OPMALIA

W3rotoBuTelb  HECETOTBETCTBEHHOCTb B OTHOLLEHAW MEAWMUMHCKOrO W3AeNns Mo
OTCYTCTBMIO [e(heKTOB M COOTBETCTBUS 3asB/IEHHbIM MPOW3BOAUTENEM XapaKTepUCTUKaM, Npu
COO/IHOLEHNMN YCIOBUIA TPAHCNOPTMPOBAHNS, XPaHEHUS U NPUMEHEHNS.

Ecnu Bac He ya0BRETBOPSET AaHHOE MEAULMHCKOE M3AENNE UIN Y BaC BO3HUK/M dKanoobl
U NPo6/1eMbI, CBS3aHHBIE C MPUMEHEHVEM MEAVLIMHCKOIO U3AENNSA, NOXaTYACTa, CBSXKTECH C
HaWyMM MpeAcTaBUTENEM B Baweli cTpaHe. JlOMO/HWTENbHO Mbl MPOCMM  Bac £ yKasaTb
NOEHTUPUKALMOHHBIA. N  CEPUMAHBIA  HOMEP MeAMUMHCKOrO W3AENWS, CBOK KOHTaKTHYHO
VH(OpMaUWIo, BKOYaA WMS U HOMep TesepoHa, a Takke MOAPOGHYH WHGOPMAaLMIO O
npo6sieMax, ¢ KOTOPbIMU Bbl CTO/IKHY/IUCh.

MEPEYEHb MPUMEHAEMBbIX NMPON3BOAUNTENEM (M3rOTOBUTENEM)
MEAUUMHCKOIO N3JAETNA HALUMOHANBHBIX CTAHOARPTOB

Mpov3BOAMTENL 3asBMISET, UTO  MeAMUMHCKeE u3genve «Habop HacafoK K MeauUMHCKAM
CTOMATO/IONYeCKM  Y/IbTPa3BYKOBbIM arraparam» oTeevaeT TpebosaHusam..EN ISO 13485,
MOMHbIA CAKEOK MEXAYHaPOAHbLIX TPpebGOBaHWIA NPeAOCTaBSETCS MO 3anpocy-

PEKNTAMALNA

[pounssogunTens:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS' DES TECHNIQUES
ELECTRONIQUE, Societe par actions sirnplifiee (O6LLecTBO no pa3paboTKe NPUIOKEHUIA aist
3NEKTPOHHOW TEXHUKM. AKLMOHEPHOE 0OLLIECTBO YMPOLLEHHOIO TUMNA)

17 Avenue Gustave Eiffel Zi/Bu Phare 33700 Merignac, France

(17 AseHto MocTaB Alidens; 3u Ay Pap 33700 MepuHbsik, PpaHums).

MecTo npov3BOoACTBaA:
SATELEC a company of ACTEON Group
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17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEIJIEK, rpynna komnaHmii AKTEOH

(17 AseHto MocTaB dindpens, 3u Oy Pap 33700 MepuHbsK, DpaHLys)

OpraHu3auys, NpUHUMAtoLLIAs Ha TeppUTOpUK Poccuiickoin defepaLin NpeTeH3Un QT
noTpe6uTenelt Mo KauecTsy MeAULIMHCKOTO M3aenms:

WM HopkuHa Mapraputa BaneHtnHoBHa (MMacnopt P® 4511 194312 BblgaHHbIiA

OtgeneHvem Y®MC Poccum no rop. Mockse no paitoHy JleBoGepexxHblid, \faTa Bblaaum
13.07.2011 r, Kog nogpazaeneHuns 770-022)

125195, r. Mocksa, yn. benomopckasn, 24,3, 148
TenedoH:+7 495 1501323.
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MoTeHUManbHble NOTPEOUTENIN MEAULINHCKOTO WU3ae/Ns

MeOVUMHCKOE  M3eNe MpeHasHayYeHo [ MCMO/Mb30BaHWS  CTOMATOMOFOM W
CMEeLManMcToM Mo JIeYeHUI0 M MPOTE3NPOBaHUI0 3y60B. HacTosllge M3fenve NpeaHasHauYeHo
TONMLKO 11 NPOhECCUOHANILHOMO MPUMEHEHWISI,

OMUCAHVE MEAVNLUMNHCKNX U3OENNA NCMNONb3YEMbIX COBMECTHO.

1 «Annapar CTOMATO/MIOrMYECKUA A1 CHATUA 3YOHbIX OT/IOKEHWIA cepum Newtron,
(AnnapaT CTOMaTO/IOMMYECKWiA AN CHATUSA 3yOHbIX OT/IoeHUIA Newtron Booster,HakoHeuHMK
Newtron, AnnapaTr CTOMaTO/IOMMYECKUIn AN CHATUSA 3Y6HbIX OTIOXeHWn Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoguTcs B MPOLECCe rocyfapCTBEHHOM perncTpauymn Ha
Tepputopum P®) npomnssoactea SATELEC, dpaHuus.

2. «Annapar cToOMaToN0MMYeCKIiA, AN1st KOCTHON xupyprim PIEZOTOM CUBE» (Annapat
CTOMATO/IOrMYecKnii 418 KOoCTHOW xupyprum PIEZOTOME CUBE, HakoHeunnk CUBE LED)
(PervctpaunoHHoe ypoctosepeHve Noo P3H 2021/14297 ot 13.052021r.), npou3BOACTBA
SATELEC, ®paHuys

3. «Annapar CTOMaTOI0rMYecK/in A1 CHATUS 3YOHbIX OT/IOXEHNIA C MPUHALIEXHOCTAMM»
(Annapar CTOMATO/IOrMYecKnin A1 CHATMA 3YOHbIX OT/IOXEHUI C.APUHALANEXHOCTAMU:Mogesb
P5 NEWTRON XS, HakoHeuHuk' Suprasson)( PerucrpaumoHHoe" yaoctoBepeHne X APC3
2007/00914 ot 21 pekabps 2007r), npounssoacTtea «Catenek C.A.C», ®paHUus

4. «CTOMaTO/10rn4ecKuil annapat PIEZOTOM c NPUHaANEXXHOCTAMU
(Cromatonorunyeckuii annapat-PIEZOTOME B BapuaHTax ucnonHeHuns: PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome Solo LED), (peructpaumoHHoe yaoctosepeHme Ne P3H 2013/859
ot 12 mona 2013r.), nponssegctaa «Carenek.C.A.C.», ®paHLps

5 «Bbnok CTOMaTONOFUYECKMIA 411 CHATMS _3yOHbIX  OTNOXeHUA  Xinetic ¢
npuHagiexHoctTamn»  (BAOK  CTOMATONMOTMYECKMIA  AAs”  CHATMA  3YOHbIX  OT/IOKEHWIA
Xlnellc,HakoHeuHnK Sugrasson), (peructpaumoHHoe yaoctosepeHne NoP3H 2013/858 ot 12
IMYH2013r.), npoussogcTea «Carenek. C.A.C», ®paHLus

NMPNHEWN JENCTBUNA MEANUWMHCKOIO N34ENNA

MpUHLMN JeACTBUS.

MpyHUMN AENCTBIS MEAULIMHCKOTO M3eNNs 3aKMoYaeTest B TOM, YTO OT OCHOBHOTO 6/10Ka
Ha Y/bTPa3ByKOBOIA. CTOMATO/IONVYECKNIA HAKOHEYHWK MOJAETCS  SMEKTPUUECKUMil) curHan,
reHepupyemblii aMNapaToM. HaKOHEUHMK CBS3aH \C MeAMLMHCKVM  anmnapaToM L NocpeAcTBOM
LUIHypa. B ero coCTaB BXOAUT KEpaMUUECKUIA MbE303EKTPUYECKII NPeobpasoBaTe/lb, KOTOPbIi
TpaHCOPMUPYET , SNIEKTPUYECKUIA  CUTHAN  BY YNbTPasBYKOBYH BM6paLmi)./ \VlexaHnyeckas
BMOpALS NEPeaaeTcsl CTOMATOMOMMUECKOl HacadKe, YCTaHOB/EHHON Ha KOHLIE YbTPa3ByKOBOIO
HaKOHEYHMKa

OKA3SAHVE MEOVNUNHCKUNX YCNYT
MoAroToBKa K paboTte MeAULMHCKOTO U3AeNNs

CocTaB/isitolie  HeoBXOAMMO OYULtATb, AE3MHAMLUMPOBATL - CTEPUNIN30BaThL  MNepef
KaXKObIM-~1CMO/b30BaHMEM. YCOBUS ~QUNCTKMN, AE3NHAEKLN W CTEPUNM3ALMN YKasaHbl B
COOTBETCTBYIOLLEM pasfiesie PyKoBOACTBA MO 3KCM/TyaTaLum.

132°C 134C
L

Haanexallas Bu6paumst HacaaKy NpearonaraeT ee HaeXXHOE 3aKpereHne B HaKOHEYHIKe
Bes upe3MepHOro AaBreHNs Haymop. Hacaaky Heo6xoaMMo 3aiKCKpOBaTb B HAKOHEUYHMKE C
FIOMOLLIbHO YHMBEPCA/IbHOTO CTA/IbHOTO K/toYa M 06ecreumnTb HAAEXKHOE 3aKpen/ieH/e Hacafiku B
HaKOHeUHVKe A1 Hacafok (Puc.1). Ype3MepHbili 3aKMM ~ HacadKy MOXET MPUBECTU K
MOBPEXAEHUIO HACAKN WM HAKOHEYHMKA.
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Pnc.1

BbIGop HEOBXOAVMOl HacaKA OCYLLIECTB/ISIETCS TOMbKO CTOMATO/IOMOM.
Y6eauTech, UTo BblGPaHHbIA PEXM COOTBETCTBYET BbIGpaHHOW HacafKe.

3aBepLLUeHVe paboThbI

[Mocne 3aBepLLEHNA Npoueaypbl

1 OTcoegnHUTe Hacagky;

2..BbinonHnTe OUUCTKY U CTepuIn3aumio MeAULMHCKOTO M3LeNnd, Kak OnucaHo B rnase
CTEPUNUN3ALNS.

YKazaHus No TeEXHNKe pa60Tb| C HaCajKaMn:

Bo Bpemst 06paboTKM 3y60B HacaaKy CreayeT-flepkaTb MO KacaTellbHON K MOBEPXHOCTY
3y6a;

Hvikoraa He iepXknTe HacafKy neprneHaVKyAgpHO 3y6HOR aManu;

[BUraiite “HaKOHEYHMK Hanoaooue ABVKEHWS KUCTbHO C He3HAUUTeNbHbIM GOKOBbIM
NABNEHUEM;

Mpy (paboTe C Hacagkamy WCNO/b3yiiTe TO KOMMYECTBO MppUTaummM, KOTopoe
PEKOMEH/YETCA A5 BbIOPAHHON HacadKwi;

Mepes, MCMO/b30BaHNEM BU3Ya/bHO' [POBEPLTE COCTOSIHME HACAMKY;

Mpu-paboTe Bceraa HafeBaiTe MeAULMHCKYHO MacKy 1 NepyaTku.

OFINCAHVE KOHCTPYKTUBHbIX OCOBEHHOCTEW MEAVLIMHCKOI O
3AENNA

B cocTaB MeaMUMHCKOro u30eNMs BXOOAT Hacafkv [ “COBMECTHOM paboTbl C
MEAULIMHCKVM  Y/IbTPa3BYKOBbIM afifiapatoM 1, B 3aBMCUMMOCTMW. OT BapuaHTa WCMO/HEHUS
Habopa, MOryT BXOAWTb: YHVBEPCabHbIA CTaNbHON K4 M MeTa/liMyeckast MOACTaBKa Wm
AVHAMOMETPUYECKMIA KIHOY CUHWIA, M aBTOK/ABMPYEMbIA MIacTMKOBbIA 60KC. Kaxxaas Hacaaka
WMEET CBOM KOHCTPYKTVBHbIE-OCOOEHHOCTW, XapaKTepUCTUKN Y-pEKOMEHAYeMOe MpUMeHeHMe

fp1 NpoLeAype.
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20. Habop HacafoK K MeAWLWHCKMM CTOMATO/IOMMUYECKVM Y/bTPa3ByKOBbIM:, annapaTam
CREST SPLITTING Il KIT:
Hacagkun CSI 1I, CS2 I, CS3 1I, CS4 11, CS5 11, CS6 11

. Hacagka CSI 1l- ToHKas Hacagka C MapKUPOBKOM 4epe3 kaxkable 2MM. (MapKupoBka
OTMeYaeT PEKOMEHZOBAHHYIO [/lyOUHY MOrpy)XXeHus), npefHas3HavyeHHas A1s--[ApoBeaeHus
MMOTHOM IMHUM OCTEOTOMUK. PekomeHyemas rybuHa paspesa: 8 M.

. Hacagka CS2 Il - Hacagka ¢ MapK/pOBKOW Yvepe3 Kaxable 2 MM (MapKMpPoBKa OTMeYaeT
PeKOMeHA0BaHHYO TyOuHY MOrpy»xeHus), AononHsowas Hacagky CS1 I, mpas nposegeHMs
BTOPOro paspesa Ha rnyouHy Ao 8 M.

. Hacagka CS3 1l - Wcnonb3yetca Ana npouedyp OCTeOTOMUM: AnA  MNpoBeAeHUA
MoCNabnAoLLMX pa3pes3os B 06/1aCTV Me3VIbHOro M AUCTaNIbHOTO KpaeB OCHOBHOMO paspesa Ha
rNyouHy 0 8 MMm.

. Hacagka CS4 1l - KoHycoBuAHas Hacadka [ PacLUen/ieHVsi= KOCTHOW TKaHW, C
MapKMpPOBKOM Yepe3 Kaxable 2 MM - (MapKupoBKa OTMeYaeT PEeKOMEHAOBAHHYI [/y6uHY
NOrpy>eHns 2-4-6-8 Mwm).

. Hacagka CS5 Il - KoHycoBvpHas Hacafgka [Ansi pacLUEnfieHnsi KOCTHOW TKaHu, C
MapKUPOBKOM 4Yepe3 Kaxable 2 MM, (MapKMpoBKa OTMeYaeT PEKOMEHJ0BaHHYHO [/yOuHY
norpyXeHus 2-4-6-8 mm)

. Hacagka CS6 Il - KoHycoBuMaHast Hacagka [/191 pacClUEnfieHns KOCTHOW TKaHWu, C
MapKMPOBKOA Yepe3 Kaxable 2“MM (MapKuMpoBKa OTMeYaeT’ peKOMEeHAOBaHHYH Ty6uHYy
Norpy>keHust 2-4-6-8 Mw).

Hacagka CS1 I
. Hacagka CS2 1
[ 5

11
27
- 2 ) .

Hacagka CS3 Il

Hacagka CS4 I

Puc. 2 BHewHui Bug Hacagok C€S111, CS2 11, CS3 11, CS4 1, CS5 11, CS6 11 Habopa
HacaloK K MeAVLIMHCKMM CTOMATO/I0rMYeCcKMM yNbTpasByKoBbIM annapatam CREST
SPLITTING Il KITe

. YHVBEpCaNbHbI CTanbHOM) KoY NpegHa3HaueH /19 HaeKHOTO 3aKPer/ieHNs HacaaKy B
HAKOHEUHWKeE, a TakKe [U1s OTCOEAVHEHS HAcaaKW NpeAcTaBneH Ha pUcyHke 3
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Puc.3 BHeLLHWIA B, YHUBEPCA/TbHOMO CTa/TbHOM0-K/to4a

. MeTannmueckass MoAcTaBKa MIMEET CUIMKOHOBblE KOMblLia W._OTBEPCTUSI ANA HACAAOK.
O6neryaeT paboTy C HacafKamu, NPeAcTaB/ieHa Ha pUCyHKe 4

Puc. 4 BHeLUHWIA BAfL METa/I/TMYECKON MOACTaBKM

TEXHUWYECKUE XAPAKTEPNCTUKHU

TEXHUYECKME XapaKTEPUCTUKI MEAVLIMHCKOIO M3aenus «Habop HacanoK K MEAVLIMHCKUM
CTOMATOMOrMYECKUM  YNbTPA3BYKOBBIMS  annapatam» NpeAcTaBfieHbl B Tab/MLE  HIDKe:
MpuBeaeHbI rabapuTHble pa3Mepbl FHACAO0K, PEXUM annapata, MPUMeHsieMbliA Mpyu paboTe
HacafjoK, COBMECTUMbIi CTOMATO/MIOFUYECKWIA anmapaT, a Takke PeXXUM.UPPUraLn HacaaKm.

Habop Hacafiok K MeaVLIMHCKM CTOMATO/IOMMYECK/M YALTPA3BYKOBbIM anmnaparam

CREST SPLITTING Il KIT;
Hacagku CSI 11, CS2 11;.€S3 11, CS4 11, CS5 11, CS6 11
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1 Hacagka CSI 1l

MabapuTHbIE a 50+ 0.2 Mm
pasmepbr* b 30.0 £ 0.5 Mm
c 17.0£ 05 mm
d 0.5+ 0.05 Mm
€ 120+ 0.5 mm
Macca 1,25+0,10r
Pexxum annapara D2/D3 ~
Wppuraups 80-100 mn/muH
Ycunve nssneyveHus He meHee 20 H
Ycunve  ans BCTaB/1IeHNS 7
3aKPEmeHIs He 6onee 30'H
Annapat CTOMaTO/I0MMYECKMIA- NS KOCTHOM Xpyprn
COBMECTVMbIA  CTOMATO/IOrMYECKI PIEZOTOM.CUBE
annapar Cromatonornyeckumii anfapat PIEZOTOM c
NPUHAANEKHOCTAMU
i \
.
v ©
)~
i s 0
— b ==
Pue.5
2. Hacagka CS2.11.
"abapuTHbIE a 50+ 0.2 Mv
pasmepbr* b 29.0-2.0.5 mm
c 17.0£ 0.5 mm
d 0.5% 0.05 MM
e 120+ 0.5 mv
Macca 1,25+0,10r
Pexkvm annapara D2/D3
Wppuraums 80-100 mn/mMuH
Ycunvie n3eneyeHns He meHee20 H
Yeuave  ans BCTaBeHUs U
3aKpenneHIs He 6onee 30 H
COBMECTVMbIA  CTOMATONIOMMYECKAN  Annapar CTOMATO/IONMYECKWIA /1St KOCTHOV XUPYPrim
annapar PIEZOTOM CUBE 1
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Cromatonornyeckumii annapat PIEZOTOM: ¢

1B e A NPUHAANEXXHOCTAMM
L
©®
v
d
r— b
Puc.6

3. Hacagka CS3 1l
"abapuTHbIE a 50+ 0.2 MM
pasmepbI* b 26.0+ 0.5 Mm

c 150+ 0.5 mm

d 0.4 + 0.05 Mm

e 120+ 0.5 mm
Macca 1,25+0,10r
Pexknum annapata D2/D3 “
Wppuraups 80-100 mn/MuH
Ycunue ussneveHms He meHee 20H
Ycunne  ana BCTaBNeHMA U
3aKpern/eHmns He 6onee 30H

. . Annapar cToMaTo/I0r4eckuii Ak KOCTHOW XMpyprim

COBMECTUMbIIA _ETOMATO/NIOrMHECKII PIEZOTOM CUBE
annapar Cromatonoruyeckuin annapat PIEZOTOM c

MPUHALIEXXHOCTAMM
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Puc.7

4. Hacagka C34 11
MabapuTHbIE a 50+ 0.2 Mv
pasvepbI* b 28.0£ 0.5 mm

c 16.0+ 0.5 Mmm

d 20+ 0.2 MM

€ 100+ 0.5 Mm
Macca 1,25+0,10r
Pexkum annapata D2/D3 A "
Wppuraums 80-100 mn/MuH
Ycunve n3BneyeHus He-meHee 20 H
Yeunve  gnd BCTaBfleHMs U
SaKpemneHns He 60nee 30 H

. . Annapar cTOMaro/orMyeckuii s KOCTHON X1pyprum
COBMECTUMbIA  CTOMATOAOTNYECKUIA PIEZOTOM CUBE
annapar Cromartofniormyeckuin annapat PIEZOTOM ¢
. MPVHALIEXXHOCTAMM
) -
L
o
g d
e b

5. Hacagka CS5 I
[CabapuTHbIE a 5002 Mm
pasMepbI™ b 28.0+ 0.5 mm
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B TabNuLe-1s HACaOK YKa3aHbl-LIEPOX0BATOCTb M TBEPAOCTb Mo POKBeNy.

Hacagka LLIepoxoBaTocCTb TBepaocCTb Mo
Poksenny
CS1 11, CS2 11, CS3 1, CS4-1, i
CS5 1. CS6 Il He 6oriee 0,8MKM 52-54 HRC

HwxXe npeacTasneHa vacToTa, nepeaaBaeMasi OT HAKOHeYHKUKa K Hacaake

YacTtorTa, KI'y, Annapart (HakoHeYHV K 4ns annapara)

Ot 28,0 oo 36,0 Annapar CTOMaTO/IOFUYECKMIA NSt KOCTHOM
xvpyprum PIEZOTOM CUBE
Cromatonornyeckuid-annapar PIEZOTOM c
MPUHaL/IEXXHOCTAMM

B T8.6I'II/IL|,aX HXKE NMPUBENEHBI TEXHNYECKMNE XaPaKTEPUCTUKMN OCTa/IbHBIX COCTaB/TAKOLLINX
MEOVNLIMHCKOro n3aenus

YHuBepcassHbI CTa/IbHOW K/1HOY

MabapnTHbIE pasmepbl, MM (30.0x28.0)+ 1.0
Macca 19,0 r+=4,0'r

MeTannnuyeckan noacTaBka:

"abapuTHbIE pa3Mepbl, MM (100,0x40,0x40,0) £2 Mm
Macca, F 100,0£5;0 r
Konn4yecteo ayeek 6
MATEPUWATbI
CS1 I, CS2 Il, CS3 Hacaaka Me O UMHCKaS HepyKaBetoLLIgs CTarTb
I, CS4 11, CS5 11, CS6 I AnviasHoe Het
MOKpPbITVe
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Matepuanbl, KOTOpble MCMoIb30B/ICL NP MPOU3BOLCTBE MeTannmnyeckon MnoAcTaBKW,
YHUBEPCA/IbHOI0 CTa/1bHOIro Knko4va MeANLIMHCKOrO U3Aenund, ykKasaHbl H/AXKE

MaTtepuan
y 5 . MeamupHckan
HMBEPCA/IbHLIV CTa/TbHOM HepyKaBetoLLas
KoY CTa/b
MeanumHckas
Kopnyc HepykaBeroLLas
MeTannnyeckas CTab
NnoAcTaBKa
KonbLio CurnKoH
M-APKNPOBKA

XPYrKOg, 06paLLaThCs 0CTOPOXKHO

f bepeub. 0T Bnaru

Bepx
. Homep no Katasiory
REFL
LOT Homep napTtun

CooTtBeTcTBYET AMpekTMBaM-CE

C€l
a

CoortBetcTBYeT anpekTuBam CE
W JlaTa 13roToB/eHuns

M3rotoBuTesb

TemnepaTypHbIii A/anasoH

OrpaHNYeHUs-aTMOCHEPHOr0 faB/eHus!

H1
O [lnanasoH BNakKHOCTY

|'| Vl O6paTnTeEh, K MHCTPYKLMM MO NpUMEHeHNo

I I I ConpoBoAuTE/NbHAS JOKYMEHTALIS B 3AEKTPOHHOM [10CTyne

OKtrantcUKr
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r HecTepunbHo

’ Rx Only: To gegepansHomy 3akoHy CLLIA nipogaka [JaHHOFO. U3genms

R X paspeLLieHa TO/bKO SIMLEH3VPOBaHHBIM BpaiaM Wini Mo UX MOpYYeHMo
KonmyecTBo B ynakoBke 1 LuT.

KonmyecTBo B ynakoBKe 4 LUT.

I A Pa3peLLeHO 1CMob30BaTh B MOKOLLEN, Ae3VHDULYPYIOLLEA MallmHe
/ I AN TEPMUYECKOA Ae3NH(EKLMN

Uac Cnoco6HO BblAgpKaTb aBTOK/MaBpoBaHue npu 132°C

%

15 C Cnoco6HO BbIfiepXKaTb aBTOK/IaBMpoBaHMe npw 134°C

7§

He ncnonbsosatb Mpn NoBPEXAEHNN YNaKOBKN

Homep.ynaKoBKy [/151 OTCNEXMBaHWA

NHD®OPMALNA O HAJTMYNI B MEOVLIMHEKOM N3AEJTNA
NEKAPCTBEHHOI O.CPEACTBA AN MEAVLIIHCKOI O NMPUMEHEHNA,
MATEPUAJIOB >XBOTHOIO U (UJ11) HEJTOBEYECKOI O NMPONCXOXXAEHNA

MaTepuanbl YXMBOFHOTO WM YE/IOBEUYECKOrO MPOUCXOXKAEHNS B MEAMLMHCKOM M3AENNN
«Habop HacafioK K MEAMLMHCKAM CTOMATOMOTMYECKMM  Y/bTPa3ByKOBbIM — anmapaTam»
OTCYTCTBYHOT.

JleKapCTBeHHbIe, CPEACTBA B MEAMLMHCKOM M3genMn «Habop HacafioK K MegULMHCKUM
CTOMATO/IOMMYECKUM: Y/IbTPa3BYKOBbIM arnmnapaTtam» OTCYTCTBYHOT.

dapMaleBTUHECKe CYOCTaHUMM B MeAUUUHCKOM  u3fenun  «Habop Hacamok K
MeAVLHCKUM CTOMATO/OMMYECKIM Y/bTPa3ByKOBBIM arrapatam» OTCYTCTBYHOT.

CTEPUAN3ALINA.

MeauLHCKOe M3fienne NoCTaBseTCs HECTEPUbHLIM. 3aenne Heo6X04MMO NofBepraTb
OUMCTKE TEPef KaKAbIM  MCMOMb30BaHMEM. [locrie  TOro, Kak —HaGafky  OuMLLEHbI,
NE3VHMLIMPOBaHbI 1 BbICYLLIEHbI, X HEOGXOAMMO Pa3fioXXMTb MO NOPSAAKY B GOKCE, KOTOpbIl
[0/MKEH GbiTh MOMELLIEH M 3arnevaTaH B CriglyiasibHbIA MakeT, MPUroaHbINA A8 -CTepUM3aLN.

[penynpexaeHus:

He-ncnonb3yrite CTa/bHY0 MOYasiKy Uy abpasvBHbIE YNCTALLYME CPEACTBA /151 OUMCTKA
MeAULMHCKOro U3aenws. . .

He ncnonb3ynte pacTBopbl, COAepXKaLlye 1o WK X/0p B 3HAUUTENIbHON KOHLIEHTpaLMN.

YpoBeHb pH MOKOLMIX 1 AE3UHMPULIMPYHOLLMX CPeACTB A0/MKeHObITL OT 7 g0 11

3apa>keHHbIe 1 UCMO/Mb30BaHHBIE M3Me/sA He MoMeLLaiiTe B KOPOOKY 4N1S CTepuv3aumm
WA HE MOMTE B MaLLIMHE. . .

MeTog, npesBapUTENIbHOW-QUUCTKN [O/MKEH UCMO/b30BaTLEA MEPE aBTOMATUYECKOM
OUMCTKOIA.
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MeauUmMHCKOe n3aenme cneayet TLATeIbHO OYMLLATL M NOABepraTb KOHEYHOM
CTepunmu3aLmMm nepes, 1cronb3oBaHMEM.

MapameTpbl cTepuM3aLum 06ecneumnBatoT AO/HKHYIO CTeMNeHb CTEPUN3ALIMM TOMBKO 41A
NPaBUIbHO OUULLIEHHBIX MEAVLIMHCKMX U3AENMIA.

[Mpn aBTOMATUYECKOA YACTKE HaCca[Ku CriedyeT BCTaB/SThb B CELMa/IbHbIe AepyaTenn ans
VHCTPYMEHTOB W B MasleHbKMe KOP3UHbI, YTOObI OHW He MOBPEAWINCH MPY YMCTKE:

cnonb3yiiTe NPOMbIBHON Ae3VMH(EKTOP, KOrAa 3T0 BO3MOXKHO. 36eraiiTe neperpysa
KOP3WH [/19 MOWKW MY Y/bTPa3BYyKOBOW YMCTKE WM KOP3UH MOOLLIEIA/ AE3VH(MLIMPYIOLLIEV
MaLLWHbI.

Bo Bpemsi neyeHns BbITUpaiiTe KPOBb U ApYrie G1oNornyecKme XXuaKocT unm
3arpsi3HEHVIs, He MO3BO/ISA M BbICbIXaTb Ha MOBEPXHOCTAX.

Mo 3aBepLUEHUM NPOLIEAYPbI NeYeHNs 3arps3HeHHOe 060pYA0BaHNE CIEAYET HaKPbITh
BN2XKHOIN CantheTKOM, UCKHOUMB, TakUM 0BpasoM, ero BbiCbixaHue. CrneayeT-OTAeNnTb He
3arpsi3HEHHbIE U3AENNA OT 3arPs3HEHHbLIX;“UTOObI UCKOUMTDL 3apaXkeHne NEPCoHana 1
OKPY>KatOLLel cpeqpl.

Mpoun3BoanTe/lb He HECET OTBETCTBEHHOCTY 3a NPOLIECChI CTEPUNM3ALN, KOTOPbIE
BbINO/HSET KOHEYHbI NMO/Mb30BaTENb WM 3aKa3uMK, He cneays peKOMeHAALMAM NPou3BOAUTENS.

OrpaHuyeHue Mo UMKIam QUUCTKM

MOBTOPHbIE LMKbI 06pabOTKY, BKIHOYAtOLLMe MPOMbIBKY BPYYHYH, Masio BAUSHOT Ha
u3genve. CpoK WX CnyXObl OMPENeNseTcs CTeneHbi0 W3HOCA/ Wy, NOBPEXIEHNS B MpoLecce
CO/b30BaHUS

XpaHeHue 1 NepeBo3Ka.

3arpsisHeHHble M3fenns. HeoOX0AYMO TPaHCMOPTUPOBATL-OTAE/IbHO OT He3arpsi3HeHHbIX,
YTOObI M36EXKaTb OOLLIErO 3aFPSA3HEHMS.

MoaroToBKa K NpeaBapuTesibHON OUNCTKE

PeKOMeHAYeTCA YNCTUTb M3Le/ne KaK MOXHO PaHbLUEOC/e UX UCMOb30BaHUA. V3aenuve
[O/MDKHbI  BbITb OCMOTPEHbI M OOCMYXXeHbl He MORDKE' YeM Yepe3 [Ba uvaca Mnocae WX
CMOMb30BaHUS. 5 3

Mepes 0UMCTKOW M)NOC/Ie KaXKAOro MUCMO/b30BaHUS, OTBUHTUTE HACALKY C NepeHeN. yacTu
HaKOHEYHMKa 11 MOMECTUTE ee B COOTBETCTBYHOLLWIA KOHTENHEP.

MpegBapuTenbHas 0UUCTKa-PyyHOI Crocob.

O6opy0BaHUE:. MArkas LLETKa, MATKWIA epLUMKWIN CaNeTKa, He OCTaB/SHOLLME-BOSIOKOH,
LUMPWL, MUMETKA WM BOLAHON MCTONET, LLENOYHOM 0UnCTMTENb (paboumnii pacTeop.1—3 %).
Y/bTPa3BYKOBOW QUUCTUTESb.

1 MUHyT MpombITb M3enie Nop XO/I01HOW NPOTOYHON BOLONA. 3
Mpy NOMOLLA-MAMKO LLETKW, epLUMKa U He-OCTaB/IAOLLEN
BOJ/IOKOH CaN(ETKM YAa/MTb OCHOBHYHO rps3k. Vicnonb3osarb
LUNPWL, NAAETKY WM BOAAHOM MUCTONET WLLIENOUHON U
SH3VIMHBIA/QUUCTUTENb A1 NMPOMBIBKY KaHasia HaCaaKu.

10 MufiyT cnonb3ys ynbTpasByKOBYHO BaHHY, BbiAepKaTb MeANLIMHCKOE
V3fenne He MeHee AecAT MUHYT B CBEXKEM BHOBb
MPUroTOBNEHHOM PacTBOpPE LLEIOYHOrQ oumncTutens. Cnenosathb
PEKOMEHALMAM MPOU3BOAUTENS, KaCAOLLIMXCA BPEMEHM
3KCAO3MLMM, KOHLIEHTpaLK, TeMMepaTypbl 1 Ka4ecTsa Bob!.

LMUHyTA MpPOMbITL 13aenne Nof X0N0AHOM HpOTOl-IHO[‘/'IJ BOZOA.
{ACnonb30BaTh LUNPUL, MUNETKY WK BOAAHOM NUCTONET A1
MPOMbIBKW KaHasia 4151 HacafKw.

4 MUAHYT MPOMbITb 1 NPOAE3VHPULPOBATL MEAULIMHCKOE M3AENVE.



1 mmHyTa 30 CekyHA

MCMOMb3YA LLENOYHON 0UMCTUTENb. [P NOMOLLY MSATKOWA LETKN
VK epLUMKa yaannTb rpsidb C MOBEPXHOCTW. pomoiiTe
MeAVLMHCKOE M3aenne nog, BOAOW BO M3bexaHue
pacnpocTpaHeHWs 3arpsa3HAOLLMX BELLECTB B BO3AYyXe
MPOMbITb M34€eMe B AeMOHU3MPOBAHHOM N OYULLIEHHON BOE.
cnonb3oBaTh WNPUL, MUMETKY WK BOAAHON NUCTOAET A1
MPOMbIBKN KaHasia [/ HacaaKu.

BusyanbHO 0CMOTPETb MEAWLIMHCKOE M3LENVe.

MoBTOPSATL NPOLEAYPY 4O NOMHOIO YAaeHUs BCEX-BULOB
BUAVIMbIX 3arpsisHEHNIA. B KOHLE NPOMbITb U3AENE B
[eNOHM3NPOBAHHOMN WM OUMLLEHHONM Boge. O6CYLLINTL M3aenve
NPV NOMOLLY, MSrKOI He OCTaB/ISHOLLEI BOpCa CaNeTKN U
MEAVLMHCKOIO YMCTOr0 CXKATOro Bo3ayxa

ABTOMaTNYECKasA 0UMCTKa

MpeaBapuTenbHas 2 MAHYTHI XonoaHast BOAONPOBOAHAs BoAA
MPOMbIBKa .
Moiika 2 MUHYTbI ['opsAyYas BOAa U3 MOA KpaHa C TeMnepaTypou

HeliTpanusaums 5 MUHYT

Bbile  40°C.. ) Mcnonb3oBaTb  LLENOYHON
OUMLLIAOLLINIA-PACTBOP.
lopsvyas Boga M3 nog kpaHa ( 40°C) ¢

HEeATPaNU3YHOLLIIM CpeacTBoM npy
HEo6X0AUMOCTH
MpoMbIBKa 2 MUHY Tl AVCTUNAMPOBaHHas UM OYMLLIEHHas Bofa C

CyLwka 40-MUHYT

Temneparypoii Bbite 40°C
Mpn Temnepatype 90°C

Tepmunyeckas ge3nHpeKLMS.
Tepmunyeckag AesnHgpekumsa nposoautca npu ‘90°C B TeueHme He MeHee NATU MUAHYT.

NpeacTepmAn3aLMoOHHas 04YNCTKa

Mpy 3aMauVBaHUN N KUNSIYEHWW B MOIOLLIEM PACTBOPE M3AENMS MOHOCTLIO AOTPYMKAIOT B
PacTBOP MOHILETO CPEACTBA, 3aro/HAS UM KaHalibl 1 MOMOCTY U3AENWIA.

MOViKy “W30e/MiA  OCYLLECTBNSIOT €+ MOMOLLGI0  €pLla, BaTHO-MapneBbIX TaMIMOHOB,
TKaHeBbIX CAPETOK; KaHa/lbl M3AENMIA NMPOMBIBAIOT C MOMOLLbHO LLMPULA.

Cpeactso KoHueHTpaums Temneparypa Bpems 06paboTku
pacTBopa,% paboyero
pacTeopa

[JekoHekc 50 P 15
("Bopep Xemu
Al LLseiyapus;

Crepunmsaums

He meHee 18 °C 40 MVH
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HEKaYeCTBEHHOINO PEMOHTa M3fenvie MOXET MNpeACTaBNATb OMacHOCTb [ MO/b30BaTens U
MaLVeHTOB.
B cnyyae COMHEHWIA CBSXKMTECH C aBTOPM30BaHHLIM MOCTABLUMKOM WM C_‘LYEHTPOM
nocnenpogaxHoro oocnyxmeaHusa SATELEC, www.acteongroup.com
satelec@acteongroup.com

YCNoBUA TPAHCIIOPTUPOBKI, XPAHEHUA N SKCIIJTYATAUUN

YnakoBaHHYO NPOAYKLMIO CIEAyeT XPaHWUTb B CYXOM M YMCTOM MOMELLISANN, Tae
VCK/OYeHa BEPOSTHOCTbL MOMafaHMs NpsiMbIX COMHEUHBIX TyYeil, BpeaHbIX BE(WECTB, Biarv 1
UYpe3MepPHOro MOBbILLIEHME TeMMePaTypbl. eNonb30BaTh CHauana MpoAyKLO ¢ MeHbLLIMM
CPOKOM TOf{HOCTH.

YcnoBus xpaHeHus

TemnepaTypa oKpy>KatoLLen cpeapl: ot -20°C go + 70°C
OTtHocuTenbHasA BaxkHoCTb: 10%-100%, BKIOYaA KOHAeHcaT
ATmocepHoe aasneHmne: 500Tla go 1060 rla

YCnoBUs TPaHCNOPTUPOBAHKS

Temnepatypa TpaHcnopTvpeBaHusa ot -20 go +70 °C
OTHocuTenbHasA BNaxKHOCThb Bo3dyxa 10—200 %, Bkioyad KoHAeHcaT
ATMOC(epHOe [aB/eHue ot 500 rla go 1060 rfMa

Ycnosus akcnayaTaunn:

Temnepatypa akcnayatauum ot + 10 °C go + 40 °C
OTHocuTenbHasa BnaXkHocTb: ot 30 go 75 %
ATtmoctepHoe gasneHve: 800 rfMa go 1060 rla

TPEEOBAHUA K Y TWIN3ALUN

MegvumHcKoe m3genve «Habop HacaOk K MEAUUMHCKMM  CTOMATOMIOrMYecKumM
YNbTPa3BYKOBbIM-annaparam» oTHocuTcA K Knaecy'b B cootBeTcTBMM € CaHlnH, 2:1.3684-21 1
[O/MKHO  ObITb/ YTUNN3MPOBAHO B COOTBETCTBWW, C MNpaBuiaMu, [AEVCTBYIOWMMA B CTpaHe
YTUNN3aUMN U3AENNSA. YTUNM3NPYIATE 3arpsasHEHHbIE U3L4eNWs B COOTBETCTBUN/C-MECTHBIMU W
rocyapCTBeHHbIMN NpaBuiamm yTUAM3aumMmn br1onornieckn ornacHbIX 0TXO0L0B:

Mpy yITUmn3aumm 3arpssHeHHbIX YacTeld-HaeBaliTe nepyuaTku.

Bce ynakoBOYHble MaTepuasibl NOCTaBASEMOrO U3LE/NA He HaHOCAT/BPeda OKPY)KaroLLeit
cpefe v MoAneXxar BTOPUYHON MepepaboTke.

FAPAHTAVIHAA MHOOPMALINS

MBroToBUTE/lb HECET OTBETCTBEHHOCTb B OTHOLLEHUM MEAULMHCKOTO U3aenns Mo
OTCYTCTBMIO [€DEKTOB M COOTBETCTBMS 3asiB/IEHHbIM MPOV3BOAUTEREM XapaKTepUCTUKaM, Npy
COBAOAEHNN YCOBUIA TPAHCTIOPTUROBaHMS, XPaHEHWS U MPUMEHEHYS.

Ecnv Bac He Y/10BNETBOPSIET IAHHOE MEANLIHCKOE WM3AENMNE N Y BAC BO3HWK/M YKanobbl
VA NPO6/EMbI, CBA3aHHbIE C MPUMEHEHVEM MEAULIMHCKOTO V3AeAMS, NOXayiicTa, CBSYKUTECH C
HalLMM NpeAcTaBuTeNleM B Balleli cTpaHe. [lOMOMHWMTENbHO Mbl MPOCMM Bac  YyKasaTb
WOEHTU(DUKALWOHHBLIA 1 CEepUiAHbIA HOMEP MEAMLMHCKOTO W3[ENMs, CBOK KOHTAaKTHYHO
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MH(OopMaLUMIO, BK/KOYas UMA M HOMep TeneoHa, a Takke MNOAPOOHYH0 WMH(opmauo o
npo6seMax, C KOTOPbIMIA Bbl CTONIKHY/Ch.

MEPEYEHb NMPUMEHAEMbIX NMPOVN3BOANTEJIEM (U3FOTOBUTEJIEM)
MEAVNUNHCKOI O N3OE/IMA HAUMNOHAJIbHBIX CTAHOAPTOB

MpomnsBoauTenb 3asBAET, YTO  MeAuUMHCKOe u3fenve «Habop Hacafok K'-MeauLMHCKUM
CTOMATO/IOrMYeCKMM  Y/NbTPa3BYKOBbIM arnrnaparam» oTeedaeT TpebosaHusM EN ISO 13485,
MOMHbIA CINCOK MEXAYHapOAHbIX TpeboBaHMIA NPeAoCTaBSEeTCA Mo 3anpocy.

PEKITAMALUNA

[MpounsBoaunTens:

SOCIETE POUR LA CONCERTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Soci”e par actions simplifiée (O6LLecTBO N0 pa3paboTke NPUIOXEHWIA Ons
3NEKTPOHHOMN TEXHWNKUN. AKLMOHEPHOE 06LLIECTBO YMPOLLEHHOIO TUMNA)

17 Avenue Gustave Eiffel Zi Du-Phare 33700 Merignac, France

(17 ABeHto IMtocTtaB dindbenst, 3n [y ®ap 33700 MepuHbsiK, DpaHLms).

MecTo npon3BoACTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel-Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynna kompanuin AKTEOH

(17 AseHto ItocTas Jiadiens, 3un Oy ®ap 33700 MepuHssiK, PpaHLms)

OpraHusaumsi, NPYHUMALOLLAs Ha TeppuTopiK Poccuiickoii/®enepaLyym NpeTeHann ot
MoTPe6UTENEN NO KAYECTBY; MEAVLIVIHCKOTO U3AeNNs:

MM HopknHa Mapraputa BaneHTuHoBHa ([Macnopt P® 4511 194312, BblfaHHbIN
OtgeneHvem  Y®MC-Poccumn no rop. Mockee Mo -paiioHy JleBOGepeXxHbIid, faTa Bbiaaun
13.07.2011 r, kog nogpasgeneHns 770-022)

125195, r. Mocksa, yn. benomopckas, 24,3, 148

TenedhoH: +7.495 1501323.
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PYKOBO/ACTBO MO 3KCnyaTaLuy Ha MeULMHCKOE U3aenne

Ha6op HacagoK K MeAULVUHCKM CTOMATO/IOFMUYECKUM Y/bTPa3BYKOBbIM
annaparam

21. Habop Hacaflok K MeaUMHCKMM CTOMATO/ONMYECKUM Y/IbTPa3BYKOBbLIM armnaparam
PIEZOCISION II KIT B cocTase:

-Hacagka PZ1 11-1 wr/ym;

-Hacagka PZ2L 1l -1 wr/yn;,

-Hacagka PZ2R I1-1wr/yn;,

-Hacagka PZ3 11-1 wr/yn;

-YHUBEPCA/IbHbIV CTa/IbHOM K/OY-1, LT/,

-MeTannnyeckasa HO,qCTaBKa-l LIJT/yI'I
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WHhopmaums o MeanUUHCKOM U3AeNNN,
HavimeHoBaHVe MEAVLIMHCKOTO U3eNNS:

Hab6op Hacafok K MeAVULMHCKMM CTOMATO/I0MMYeCKMM Y/bTPasByKOBbIM anrfaparam:

21. Habop HacafoK K MeAMUMHCKVM CTOMATO/IONMYECKUM Y/bTPa3ByKOBbIM arnraparam
PIEZOCISION Il KIT B cocTase:

-Hacagka PZI 11-1 wrlym;

-Hacagka PZ2L 11 -1 wr/yn;,

-Hacagka PZ2R I1-1 wr/yn;,

-Hacagka PZ3 11-1wrlym;

-YHUBEPCa/IbHbIN CTa/IbHON Kkou-1 LWiTlym;

-MeTannnyeckas noacraska-1 wr/yn

(Janee no Tekcty Habop “~HacajoK K  MeaMUMHCKVMM (' ETOMATO/IOrMYecK/m
YNbTPa3BYKOBbLIM arrnaparam)

Mpon3BoanTens:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6L1ecTBO N0 pa3paboTke MPUIOXKEHNIA A1
3NEKTPOHHONM TEXHUKWN. AKLIMOHEPHOE 06LLECTBO YNPOLLEHHOIO TUMA)

17 Avenue Gustave Eiffel Zi'Du Phare 33700 Merignac, France

(17 ABeHto MocTtas dihens; 3n Ay Pap 33700 MepuHbsK, PpaHLma).

MecTo Npon3BOACTBA:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France
CATEJIEK, rpynnaxomnaHuii AKTEOH

(17 ABeHto Moctas Apens, 3n Oy Pap 33700 MepuHbsk, PpaHLys)

YNOMHOMOYEHHBIW NpefCcTaBnTeNb NPOM3BOAUTENS HA TeppuTOopUn PO:

MM HopknHa Mapraputa BaneHTuHoBHa ([lacriopt P® 4511 194312, BbigaHHbIN
OtpeneHviem Y®MC Poccum no rop. Mockse no~pavioHy JleBoGepeXxHblid, [ata  Bbliaun
13.07.2011 r, kop Aoapa3aeneHns 770-022)

125195, r. Macksa, yn. benomopckasn, 24,3, 148

TeneoH: +7 495 1501323.

HasHa4yeHVe MegULMHCKOro U3aenus:

Habop/ Hacafiok K MeAULMHCKAM CTOMATO/IOrMYECKVM  Y/bTPa3BYKOBBIM — arnnaparam
npefHasHayeH 19 COBMECTHOM paboTbl- €-annapataMyi CTOMATOIOMMUYECKUMI [18 CHATUS
3yOHbIX OTAOKEHWNIA 1 L1 KOCTHOW XMPYPIin.

[Noka3zaHus

Hanunume 3y6HOro kamHs Hadybax (fledeHre 1 NpogmniakTKa)
3aboneBaHVs NapofoHTa (fleYeHrie 1 NPOQPUIaKTUKA)

Yxo[, 3a MnnaHTamm 1 pectaspaums 3y6oB

YXy[LeHve gyHKUMM 3y60B ( IeveHre 1 NpopuiakTUKa)
UepHbIiA NrMeHTHbIN. HaJTeT

XVpypruyeckme MaHUNyIaunm:

* YpaneHue 3y60B;
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* imnnaHTaums.
o Xupypruyeckme BMeLLaTeNbCTBA (OCTEOTOMMS, OCTEOMN/acTUKa, —CUHAECMOTOMUS.
OTAeNeHne MembpaHbl U BOCCTaHOB/EHVE 06beMa KOCTU B Ye/HOCTH).

lNpoTnBonoKasaHus

He nognexuT ncnonb30BaHWIO A1 CiefyroLLMX rpynm naueHTos:

* MnageHupl

* bBepeMeHHble U KOPMSALLYE YKEHLLMHBI M3-3a OFPaHNYeHNi, CBA3aHHLIX-C BO3MOXHBIM
MCO/b30BaHMEM MEeLMLIMHCKMX PACTBOPOB, TakUX KakK aHECTETUKM

o [MaumeHTbl C MEAULMHCKUMMN prCKamm (OC/IOXXHEHMAMMN)

* [MauyeHTsbl C anneprvien

* Hamume annapata 18 WCKYCCTBEHHOrO MOAAEPKaHUA pUTMA_Cepaua wim gpyrux
BXVB/IEHHbIX CTUMY/IMPYHOLLMX YCTPOICTB.

* [1aTo10r1yecKn BbICOKas YyBCTBUTEILHOCTb 3Ma/IU.

» 3aboneBaHuA cepaua

* BpOHXMT B XpOHUYeCKON (hopme Wi 6pOHXMaIbHas acTMa

* PecnunpartopHble NH(EeKLMY:

Mo6o4HbIe AeACTBUSA
BO3MOXHO MVHMMa/bHOE,~NOBPEXAEHNE MAMKUX TKaHeid, 00pa30BaHMe asp030/1bHOro
o6n1aka BOKPYT HacafiKu, COAepKaLLero MKpPoObl, KOTOpbIe 3arpa3HsAIoT BO3AyX B KaOMHETe.

MepbI NPesoCcTOPOXKHOCTU

W3penve npegHasHaueHo AN MCMOMb30BaHWSA UCKKOUIATENILHO BMECTE C MEAULMHCKUMM
annaparamm SOCIETE POUR LA CONCEPTION DES ARPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Soci6te par actions simplifiee (O6L1ecTBO N0 pa3paboTKe MPUNOXKEHIA. A1
AMEKTPOHHON TEXHWUKK, ~AKLUMOHepHOe O6LLECTBO YMPOLEHHOrO TuUMa) (Janee no<TeKCTy
SATELEC) un ynbTpasByKOBbIM HakOHEYHUKOM rnpou3soacTea SATELEC. Vicnons3oBaHue
M3Oenvie Apyrvx NpousBoAvTESNer NPUBELET K MOBPEXAEHWIO MEAVLIMHCKOIO U3ae/ns;

MeanUMHCKOE U3[eNne HeOOXOAMMO CTEPWUINZ0BATL Mepes KaKAbIM MCMO/b30BaHNEM B
aBTok/faBe. OTBETCTBEHHOE 33 CTEPUIM3ALMIO NIULO-LIO/HKHO WMCMONb30BaTh MOAXOASUIYO AN
CTepUM3aUMmn  YAAKOBKY, OJHOpPa3oBble CTEPUAM3ALMOHHbIE MaKeTbl (CUCTEMY 3aluTbl
CTepUIbHOCTK) B'COOTBETCTBUM CO cTaHaapToM ISO 11607. CneaunThb 3a Tem, UTOOLI U3aenne He
COMpMKacasioch’ €. ApYruMn npeaMeTamy, KOTOpble MOryT MOBPeAUTb WX MOBEPXHOCTb WK
CYCTeMY 3aLLTBI CTEPUIBLHOCTY.

He npeBbilLaTh peKOMeHA0BaHHbIN [/15 HACAA0K PeXX M anrnapara.

He BKpyUMBaTL 1 He BbIKPYUMBATL HACAAKY MPY BKIKOYEHHOM HaKOHEUHWKE:

MPOBOAVTL OUUCTKY, AE3VHAEKLMIO U CTEPUIM3ALIMIO MEAVLIVIHCKOTO U3LEMA He MO3KEe Yem
yepes [Ba-Haca rocre 1Crosb3oBaHYA.

[epxaTb B Nose 3peHVst MeCTO NPOBEAEHUSA MPOLeaypb!

LA CHOKEHNA pUCKa, [ake Camoro He3HauuTeslbHOro, MoJb3yWTech OTCAChIBAKOLLMM
YCTPOMCTBOM (C/IFOHOOTCOCOM) W HaroMUHaiTe NauyeHTy, YTo crefyeT/AblllaTb Yepes Hoc.

FlauyieHT fO/MKeH COXpaHATL CrOKOMCTBUE, Paccnabutbes, COXPaHATb HEMOABMKHOCTD,
3aHATH Y06HOe MOMOXEHWe, fleXa B ETOMATO/OMMYECKOM Kpecre.

ToNbKO Bpa4 MOXET peLuatb, OYAeT /i OH OKasblBaTb MEANLIMHCKME YCYTY MauyieHTaMm.

MoTeHUManbHble NOTPEGUTENM MEAVLIMHCKOIO U3fenns
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MeguuvHCKoe  u3fenvie npefHasHayeHO ANA  UCMONb30BaHMA  CTOMATo/IoroM:, Win
CMeLyanicToM Mo JIEYEHUIO M MPOTE3VPOBaHMIO 3y60B. HacTosllge v3fenve npefHasHaueHo
TO/IbKO A1 NMPOQECCUOHANIBHOTO MPYIMEHEHVS.

ONMMCAHUVE ME,LI,I/ILI,I/IHCKI/IX VN3NENNIA NCMOJb3YEMbIX COBMECTHO.

1 «Annapat CTOMATO/IOrMYECKUIA A1 CHATUA 3YOHbIX OTNOXeHUIA cepun_Newtrons,
(Annapat CTOMaTO/IOMMYECKUIA 415 CHATUA 3YOHbIX OT/IOKeHUIA Newtron Booster,HakoHeuHUK
Newtron, AnnapaTt CTOMaTOMOrMYECKUIA ANsi CHATUS 3Y6HbIX OTNOXeHW Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxogauTcs B NpoLecce rocyapCTBeHHOM pervcTpauyn Ha
TeppuTopun P®) npomssogctea SATELEC, ®paHuys.

2 «Annapar CTOMaTo/IOrMYeckuiA Ans KoCcTHon xupyprim PIEZOTOM ‘CUBE» (Annapart
CTOMATOo/Ornyecknii ons KoctHom xupypr PIEZOTOME CUBE, HakoHeyHnk CUBE LED)
(PeructpauponHoe yaooctosepeHne Ne P3H 2021/14297 ot 13.05.2021r.), npowW3BOACTBA
SATELEC, ®paHuua

3. «AnnapaT CTOMATO/IOMMYECKUI BAA CHATUS 3YOHbIX OT/IOKEHUIA € MPUHALIEXHOCTAMM»
(AnnapaT CTOMATO/IOrMYECKUIn ANA CHATUA 3YOHBbIX OT/IOKEHWIA C MPUHaZIeXHOCTAMU: Mogenb
P5 NEWTRON XS, HakoHeuHuk ‘Suprasson)( PeructpauuoHHoe~ynoctoBepeHe NedC3
2007/00914 ot 21 pekabps 2007r.), mpounssoacTea «Cartenek C.A.C.» - ®paHums

4, «CTOMATOMOMMYECKIIA annapar PIEZOTOM c NPUHAL/IEXXHOCTAMU»
(Cromatonorunyeckuin annapat PIEZOTOME B BapuaHTax ucnosHeHuns; PIEZOTOME SOLO
LED, HakoHeuHuK Piezotome Solo LED), (peructpaupoHHoe yaoerosepeHne Ne P3H 2013/859
ot 12 mona 2013r.), npounssoacTea «Catenek.C.A.C.», ®paHuma

5 «Bbfok  CTOMaTONOFMYECKUA ANA  CHATUA  3yOHBbIX  OT/IOKeHWA  Xinetic ¢
npuHagexHoctaMu»  (BOK 5 CTOMATONOTMYECKUIA 11 ~~CHATUS  3YOHbIX  OT/IOKEHWIA
X1nellc,HakoHeuHnK Suprasson), (perucTpaupmoHHoe yaoctoeepeHne NoP3H 2013/858 ot 12
nona 2013r.), npounssoacTea «Cartenek. C.A.C», dpaHums

MPUHLWA AENCTBUA MEAVNLIMHCKOIO U3AENNS

MpuHLUMN AeCTBUS.

MpVHLMN JeCTBUA MEAULHCKOTO U3AENMS 3aKAOYaeTCs B TOM, YTO OT OCHOBHOIO 6/10Ka
Ha YNbTPa3BYKOBOWA CTOMATOMOTUYECKUA HAKOHEHHVK MOJAETCA  3NIEKTPUYECKWIA- CUrHa,
reHepupyemblid annapaToM. HakOHeYHVK CBS3aH CMeAULWHCKWMM annapatoMm oCpeiCcTBOM
LUHYpa. B ero coctaB BXOAWUT KepamMUYeCKMiA Nbe303/eKTPUYECKUiA NpeobpasoBaTelb; KOTopbIi
TpaHCOPMUPYET ./ SNEKTPUYECKWIA CUrHaN B | yAbTPasBYKOBYHO BMOpaLmMio.  MexaHnueckas
BMOpaLys NepegaeTcs CTOMATo/0rMMYecKo Hacafike, YCTaHOB/IEHHOW Ha KOHLE Y/IbTPa3ByKOBOIO
HaKOHEeYHMKa

OKA3AHVE MEOVUWNHCKUX YCNYT

MoaroToBKa K paboTe MeAULMHCKOIO U3aenus

CocTaBnstole HeoOX0AMMO OUULLATL, AE3MHMMLMPOBATL M CTEPUNM30BaTh Mepes,
Ka)KbIM_MCMO/b30BaHMEM. YCMOBUS OUMCTKM, AE3MHMEKLUMM W CTEPUNM3ALN YKasaHbl B
COOTBETCTBY!IOLLEM pa3fesnie PyKOBOACTBA MO IKCM/TyaTaLyw.

132 C 1J4 C
w

Hagnexxalas Bubpauys Hacaaki NpeanonaraeT ee HafeXXHoe 3akpenseHne B HaKOHEUYHMKe
0e3, upe3mMepHOro AaeneHNs Ha yrmop. Hacaaky HeobXoamMmo 3alUKCUpoBaTb B HAKOHEYHMKE C
FOMOLLGHO YHMBEPCA/IbHOTO CT/IBHOIO K/IHoUa M 06ecreunTb HafeXXHOoe 3aKpersieHne HacaaKu B
HaKOHeYHUKe A1 HacagoK (Puc.1l). Upe3MepHblA 3aKVM ~HacagKn MOXET MPUBECTU K
NOBPEXAEHUIO HACaAKM M HAKOHEYHVIKA.
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BbI60p HEOOX0AMMON HacafKIA-0CYLLECTB/ISETCA TOMbKO CTOMATO/I0rOM.
Y6eauTech, UTO BbIOpPaHHbIIA PEXMM COOTBETCTBYET BblIOPaHHOM HacaaKe.

3aBepLuUeHWe patoThl

[Mocne 3aBepLUeHNa NPOLESYPbI
1 OTcoegnHUTe Hacaaky;
2..BbINonHMTE OUMCTKY. 1 CTEPUIN3ALMIO MEAULIMHEKOTO M3AeNns, Kak OnMcaHo B rnase

CTEPUNN3ALUWNA.

YKazaHus No TeEXHUKe pa60TbI C HaCagKaMu:

» Bo Bpems 06paboTku 3y60B HacagKy CriefyeT-AepKatb M0 KacatenbHOM K NOBEPXHOCTU
3y6a;

* Hukorpa He gep>xvTe HacaaKy neprneHaVKYNspHO 3y6OHOA aManw;

o [BUraiiTe “HaKOHEYHMK HaroAooMe [BWKEHMS KUCTbIO C He3HaunTeNbHbIM 6GOKOBbLIM
[aBNeHUeM;

o [pn pabote C HacagkamMu WCMO/b3yWTEe TO KOMMYECTBO — MppUTaLuM, KOTOpoe
PEKOMEHLYETCA A9 BbIOPaHHON Hacakw,

 [Mepea. 1MCNOMb30BaHMEM BM3ya/lbHO TIPOBEPLTE COCTOSHME HACAKY;

* [pu-paboTe Bcerga HaaesanTe MeAULMHCKYHO MacKy 1 nepyaTku.

OFIICAHVE KOHCTPYKTUBHBIX OCOBEHHOCTEM MEAOVILIMIHCKOI O
V3OENNA

B cocTaB MeAVUMHCKOTO W8HENMS BXOAAT HAacadku [/1A¢ COBMECTHOM paboTbl C
MEeAULMHCKAM  Y/bTPa3ByKOBbIM affapaToM 1, B 3aBWCMMOCTU«OT BapuaHTa WCMO/HEHNS
Habopa, MOryT BXOAWTb: YHMBEPCAMbHbIA CTalbHON K4 U MeTaamyeckas MOACTaBKa WM
OVIHAMOMETPUYECKUIA KMKOY CUHWAY N aBTOKNaBMPYeMbIA MIaCTUKOBbIA OOKC. Kaxaas Hacagka
MNEET CBOWM KOHCTPYKTUBHbIE -0CODEHHOCTW, XapaKTEpUCTVKM W-PEKOMEHAYEMOE MPUMEHEHME

rpn npoueype.
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Ha6op Hacagok K MeAULMHCKUM CTOMATO/IOMMUYECKMM Y/IbTPa3BYKOBbIM annapaTtam
PIEZOCISION Il KOT:
Hacagkn PZ1 1l, PZ2L I, PZ2R II, PZ3 Il

. Hacagka PZI Il - 3akpyrneHHas nwuna pang  (OPOHTaIbHOM  KOPTUKOTOMUM.
PekomeHzyeMast riy6viHa Morpy>keHus: 3 M.
. Hacagka PZ2L Il -loBepHyTast BMeBO 3akpyrfieHHas nuna f1a (1arepasibHoOM

KOPTMKOTOMUM Ha NEBO BecTuoynspHoi ayre [pu  paboTe Hacagkoi( MCMOMb3yHTCA
MasTHVKOBbIE [BMKeHUsA. PekomeHayeMas ryouHa norpyXXeHns: 3 Mm.

. Hacagka PZ2R Il —FloBepHyTas BMpaBO 3aKpyrfieHHas Muia Mg naTepasibHon
KOPTUKOTOMUM Ha NpaBoi BeCTUOYNSApHOW ayre. [Mpu paboTe Hacagkol MCMoMb3yoTcs
MasTHUKOBbIE ABWKEHWS. PeKoMeHLyeMast FAayOnHa NorpyxxeHns: 3 Mm.

. Hacagka PZ3 Il - TOHKas nuia-gns (PPOHTa/IbHOW KOPTMKOTOMUM MPU CKYYEeHHbIX
KOpHSIX 3y60B. PekomeHayemasi riyouHa Norpy>keHus: 3 M

Hacagka PZ2L Il

Hacagka PZ3 I
Hacanka PZ1 11

Hacanka PZ2R I

Puc.2 BHewwHuiA Bug Hacagok PZ 1T, PZ2L 11, PZ2RI1, PZ3 1l Habopa HacafoK K
MeANLUMNHCKMM CTOMATOMNOMMYeCcKMM ybTpasByKoBbkIM annapatam PIEZOCISION H HOT

. YHVBepCabHBIA CTa/IbHOW KU MpeaHasHayeH A HafeXXHOro 3aKpen/ieHns-Hacaak B
HaKOHEYHVIKe, a TakKe A/1s 0TCOeAVHEHVsHacaaATpeaCcTaB 3

Puc. 3 BHeLWHWUIA BUA YHUBEPCA/TbHOMO CTa/lbHOMO K/toua

. MeTannnyeckass nofcTaBKa WMEET CUIMKOHOBbIE KOMblia M OTBEPCTUS [/1 HACAIOK.
O6neryaeT paboTy C HacafKamu, NPeacTaB/eHa Ha pucyHKe 24
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Puc. 4 BHeLLHWIA BUZ METa/1/IMYECKOIA. NOACTaBKM

TEXHNYECKWME XAPAKTERUCTUKUN

TeXHNYECKIe XapaKTEPUCTVKN MEAVLIVIHCKOTO 13aeust-«Habop HacafoK K MeAULIMHCKIM
CTOMATO/IOMMYECKM  YABTPA3BYKOBbIM  anrapatam» <APeACTaBfeHbl B TaG/MLE “HIDKE.
MpuBefeHbl rabapuTHBLIE™ pa3Mepbl HACAOK, PEXMM arrapata, MPUMEHsIEMbIA Npu < paboTe
HacaloK, COBMECTMMBbIIA.CTOMATONONYECKIA annapar, @ Takke PeXXMM MppuraLm Hacagxw.

HaGop HacafoK K MeaVLMHCKUM CTOMATO/IOrAYeCKUM YNbTPa3ByKOBbIM @nmapaTam
PIEZOCIS10ONIEKIT:
Hacagkn PZ111;-PZ2L 11, PZ2RII, PZ3 11

1 Hacagka PZ1-ll

abapuTHble a 50+ 0.2 mm
pasmepbr* b 28.0£0.5 mm
c 150+ 05 mm
d 0.620.05 mm
e 50# 0.2 Mv
Macca 1,23+0,10r
Pe>xum annapara D1
Vioourauma. oL 160 MA/MMHEL MA/MIAH
Ycunvie n3BneveHus He meHee 20H
Ycwave  Ana BCTaB/leHWs 1 He 6ofice 30H
3aKpen/eHys B 5
COBMECTUMbIA CTOMATONMOrMuéckmii  Annapar CTOMaTo/or4ECKMin i1 KOCTHOM XVpypru
annapat PIEZOTOM CUBE
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Cromaronornyeckmii annapat PIEZOTOM ¢
NpUHaAIEXXHOCTAMM
* O603HaueHre rabapuTHbIX pa3mMepoB MPeACTaB/NeHO Ha PUCYHKE.

e
\
d
< b
Puc.5

2. Hacagka PZ2LII
"abapuTHbIE a 50+£0.2 Mm
pasvepbr* b 320+ 0.5 mm

c 150+ 0.5 mm

e 50+£0.2 Mm

f 12.0+0.5Mm
Macca 1,24+0,10r
Pexxkum annapata D1
Wppuraums 60 M/MUHEL MA/MIAH
Ycunve nssneveHns He meHee 20 H
Ycunve ans BCTaB/leHWA n
3aKpen/eHns He 6onee 30 H

Annapar CToMaTo/I0MMYeCKniA 4N KOCTHOW XUpYprm

COBMECTUMbIA  GTOMATO/IOrMYECKWiA PIEZOTOM CUBE
annapar Cromartonoruyeckuii annapat PIEZOTOM c

MPUHAIEXHOCTAMM
* O603HaYEHIe FabapU T HbIX Pa3MepoB NPeACTAaBAEHO HA PUCYHKE.

i

ym

C

Puc.6
3. Hacagka PZ2RlII
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* O603HaueHNe rabapyTHbIX pa3MepoB NPeACTAaBNEHO Ha PUCYHKE.

.

C

el

Puc.8

B Ta6}'IVILI,e-,D,I'IFI HacafoK YKa3aHbl, LLIEpOX0BaTOCTb 1 TBEPAOCTL AO POKBeNy.

Hacagka

PZ1 11, PZ2L I, PZ2RII, PZ3 1l

LLlepoxoBaTocTb TBepAocTb Mo
Poksenny
He 6oree 0,8MKm 52-54 HRC

Hwke npefcTaBneHa YacToTa, nepeaasaeMas OT HAKOHEeYHMKa K Hacaake

YacTota, KI'y,

Ot 28,0 go 36,0

Annapat (HakoHeuHVIK-41a annapara)

Annapat CTOMATOIOFUYECKUNIA [/151 KOCTHOM
xupyprum PIEZOTOM CUBE
Cromatonorunyeckuii annapat PIEZOTOM ¢
NPUHaA/IEXXHOCTAMM

B Ta6n|/|u,ax HWKE NPUBEAEHBLI TEXHNYECKNE XapPaKTEPUCTUKIN OCTa/IbHbIX COCTaBAAOLLMNX

MeAMLIMHCKOTO U3aenys

YHuMBeEpCa/IbHbIN CTa/IbHON K/THOY

"abapuTHbIE pasMepbl, MM
Macca

MeTtannmnyeckas NoacraBka:

MabapuTHbIE pa3mepbl, MM
Macca, /5
Konn4yecTBo sueek

UK "'paaka

PZ1 1l, PZ2L I, PZ2R I,
PZ3 1

(30.0x28.0) 1.0
190r+ 40T

(100,0x40,0x40,0) £ 2 Mv

100,0£5,0r
6
MATEPVAJIbI
##%nMatepsLL1.
Hacaaka MeVLIMHCKaN HepykaBeroLLpA CTaslb
AnmviasHoe HeT

MOKPbITVE
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Matepuarbl, KOTOpble MCMOMb30Ba/INCL MPK MPOU3BOACTBE METa//IMUYECKON MQACTaBKM,
YHVBEPCA/IbHOTO CTa/TbHOTO K/Ho4a MEAULIMHCKOTO U3AENUS, YKasaHbl HIDKE

Martepuvan
YHUBEPCaTbHbIN CTa/IHOM l':/'eeﬁ"a'-é'g'}'g'(?;
KoY p LL
CTa/b
MeguupHcKas
MeTanmueckas _1<OPMYC HePﬁiZifmaﬂ
nopcTaBka
KonbLio CWMKOH
MAPKMPOBKA

XPYrKOE, 06paLLaTLCA OCTOPOXKHO

bepeus 0T Brarun

Bepx
U

Homep no Katasnor
REF P g
LON Homep naptumn
CE€i CootseTcTBYET AMpekTmBam.CE
CE Marfci>i
C ;€ CooTBeTCTBYET AMpeKTVBaM CE

Jata n3rotosneHuna

V3roToButens
ni
X TemnepaTypHbIid AuanasoH
O [nanasoH BaxXHOCTU
OrpaHyyeHUs aTMoCepHOro AaB/eHms
0.
O6paTUTEC K MHCTPYKLMI MO NPUMEHEHUHO
1J1
" ConpoofuTenibHas JOKyMeHTaUuA B 9AEKTPOHHOM A0CTyre
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HecTepunbHo

/| «om
/Tinwm

U J
Rx Only: To tenepanbHoMy 3akoHy CLLA nipofaxa [aHHOTO- M3ge/ns
R X paspeLLieHa TO/MbKO MILIEH3MPOBaHHBLIM BpalaM Wik Mo UX MopyHeEHo
ONLY
KonnyecTBo B ynakoBKe 1 LLT.
i~
LLI Konn4yecTBo B YNakOBKe 4 LLIT.
171 PaspeLLeHo 1CMonb30BaTh B MOKOLLEW, Ae3MHMLMPYIOLLEN MaLLMHe
[NA TePMUYECKOIA. Ae3VH(EKLN
uzc Croco6HO BblAepXaTb aBTOKNaBMpoBaHue npu 132°C
%
ua o CrocobHO BbIZEPXKaTb aBTOKNaBMpoBaHue npu, 134°C
S ' He vcnonb30Bath Npy NMoBPEXAEHUN YNaKOBKM
L 1
H Homep -yMakoBKM A1 OTC/EXVBaHNSA

NHP®OPMALINA-O HATMY B MEOVILIMIHCKOM U3AEJTNA
NNEKAPCTBEHHOI O-CPEACTBA A1 MEANUMHCKOI O NPUMEHEHWNA,
MATEPWAJIOB XXNBOTHOIO U (1/11) HEJTOBEYHECKOITO NMPONCXOXOEHNA

MaTepuanbl XUBOTHOMO W YENOBEUECKOTO MPOUCXOXKIEHWS B MEAVLIMHCKOM U3OeniAv
«Habop Hacaok K ‘MEAMLMHCKAM CTOMATO/OTMYECcKM  YNbTPasBYKOBbIM — annapatam»
OTCYTCTBYHOT.

JleKapCTBEHHbIE CPEACTBA B MEAMLIMHCKOM M3AenM «Habop HacaoK K MeautuHCKM
CTOMATO/IOrMYECKMM 'Y/IbTPA3BYKOBbLIM annapaTtav» OTCYTCTBYHOT.

dapMaleBTUUYECKe CYOCTaHLMM B MEAULMMCKOM  M3gennn  «Habop Hacamok K
MeAVLWHCKVM CTOMATOMOMMYECKVIM Y/bTPa3BYKOBBIM arinapaTam» OTCYTCTBYHOT.

CTEPIINSALNA.

MeanuUHCKOe M3aienne NocTaB/seTCs HeCTEPUbHLIM. V13aenie HeOGXOAMMO NoABepraTb
OUACTKe NEPEN  KaKAbIM  WCMOMb30BaHWEM. [locsie  TOro, Kak HAaCaAKM  OYMLLEHBI,
[E3VIHMLMPOBaHbI 1 BbICYLLIEHbI, NX HEOBXOAVMO Pa3NoXWUTb MO MOPSAKY. B GOKCE, KOTOPbIl
[0/MKeH ObITh MOMELLIEH 1 3aneyaTaH B cnelyiasbHbliA NakeT, NPUroAHbINA 415 CTepUM3aLMN.

MNpegynpexaneHns:

He ncnonb3yiiTe CTasibHyH MOYaIKY: v abpasvBHbIe YUCTALLWE CPEACTBA A1 OUUCTKM
MeAMMHCKOro U3fenus.

He vcnonb3yiiTe pacTBOpbI, COAEPXKALLME 04 WM X0pP B 3HAYUTENbHON KOHLEHTpaLN.

YpoBeHb pH MOHOLLMX Y1 AE3NHMLMPYHOLLMX CPEACTB AO/MKeH ObITb OT 7 Ao 11.

3apaXeHHble 1 UCMO/b30BaHHbIE. U3AeNsA He NMoMeLLaiiTe B KOPOOKY Ans CTepunsauyn
WA He MOTE B MaLLIMHe.

MeTog, npeaBapuTeNbHON OYMCTKN AO/MKEH MCMOMb30BaTLCA-Nepes aBTOMaTUYECKOM
OUVICTKOMW.



MeauuyHCKOe n3genue cnegyeT TLAaTebHO OYMLATL U NOABEPraTb KOHEYHOW
CTepunM3aLyn nepes, Ucno/b30BaHNEM.

MapameTpbl CTEpUN3aLMM 0BeCTeUmBatOT AO/DKHYHO CTeMeHb CTepUIN3aLmMmM TOABKO 45
NPaBUIbHO OUMLLEHHBIX MEAULMHCKNX U3AENNIA.

[Mpy aBTOMATUYECKOI YMCTKe HacafKwy CrieflyeT BCTaBNATb B CNeLuasibHble aepykaTenn 4ns
WHCTPYMEHTOB WM B MaJIeHbKVe KOP3UHbI, YTOObI OHW He MOBPEeAIUCEL MPY YNCTKE.

Mcnonb3yiiTe NPOMbIBHOM [e3MHGEKTOP, KOrga 3TO BO3MOXHO. M36eraiiTe fAeperpysa
KOP3WH A9 MOVIKW NpY YNbTPa3BYyKOBOW YMCTKE UM KOP3UH MOHOLLIENA/ Ae3MHULIMPYIOLLIEN
MaLLMHbI.

Bo Bpems leveHrs BbITUpaiiTe KPOBb M ApYyrie GUONOrUECKINe XUAKOCTV NN
3arps3HEHUs, He NO3BO/IAA UM BbICbIXaTb Ha NOBEPXHOCTAX.

Mo 3aBepLUeHMM NPOLEAYPbI NeYeHNs 3arpsisHeHHOe 060pYA0BaHME CAELYET HAKPbITh
B/TOXKHOW Ca/i(heTKOM, UCK/IHOUMB, TakMM 0BpasoM, ero BbiCbixaHue. CrefyeT-oTaenTb He
3arpsi3HeHHbIe U3Lenna OT 3arps3HeHHLIX, YTOOb! CKMOUNTL 3apaXKeHe MepcoHasa n
OKpY>KatoLLeli cpegpl.

Mpoun3BoaAUTENb He HECET OTBETCTBEHHOCTM 3a MPOLECCHI CTepUU3aLMK, KOTopble
BbIMO/HAET KOHEYHbI NO/b30BATE b /M 3aKa3umK, He Creays peKoMeHAauMsam Mpou3BOAUTENS.

OFpaHI/ILIeHI/Ie no ynkKaam QUUCTKMHU

MOBTOPHblE LKLl 06pabOTKN, BK/IHOYAIOLIME MPOMbIBKY( BPYUHYIO, Masio BAMAKOT Ha
n3penve. CpoK MX Cny>kObl OMNPEenensieTcs CTereHb0 W3HOCA. U MOBPEXAEHUs B MpoLecce
CMOJb30BaHNS

XpaHeHne n NepeBo3Ka.

3arpssHeHHble 13aenms-Heo0OX04MMO TPaHCMOPTUPOBATE) OTAE/BHO OT He3arps3HeHHbIX,
4TOObI 136EXKaTh OOLLIEr0 3arpA3HEHMA.

MopfgrotoBKa K NpegBapuTenbHOR 04UNCTKeE

PeKOMeHAYeTCA YNCTUTL M3LeNne Kak MOXXHO paHbLLE oc/ie 1X UCrosb3oBaHus. Vgenve
[O/MKHbl  ObITb OCMOTPEHbI M OOCMY)XEHbl He MOJKE YeM uepe3 [Ba Yaca Mocre WuX
CMO/b30BaHuA.

Mepes, O4NCTKOIA 1 MOC/e KaXKAOrO MCMOMb30BaHKUS OTBUHTUTE HACaAKy C NepesHeid YacTu
HaKOHEYHMKa 1 NMOMEeCTUTE ee B COOTBETCTBYHOLLMIA KOHTEIHEP.

MpeaBapuTenbHasa 0YNCTKa-pyyYHON cnocob.

O60pyA0BaHUE: MArkast LLETKa, MATKWA epLUMK 1N cangeTka, He OCTaBNSAHOLLE BO/IOKOH,
LUMPUL, NUNETKa WM BOAAHOW MUCTO/ET, LLENOYHOU oumcTUTeNb (pabounin pacteop 1—3 %).
YNbTPa3BYKOBOIA. QUNCTUTEb.

1 MUHyTa MpOMbITb U3AEAVE NOL XONOAHOM NPOTOYHON BOAONA.
Mpy1 NOMOLLY MAFKOWA LLETKW, epLUMKa U HE OCTaB/SIOLLENA
BOJIOKOH Ca/TDETKN YAaIUTb OCHOBHYHO psisb:;/Icnonb3oBath
LUNPUL, NMANETKY WM BOAAHOW NUCTONET M LWEOYHON WK
3H3VIMHBIIA-OYNCTUTENb 151 NPOMbIBKM KaHalia HaCaaKu.

10 MUHYT Mcnonb3yst ynbTpasByKOBYHO BaHHY, BblAEPXKaTb MEAVNLIMHCKOE
U3aenve-He MeHee AeCSTN MUHYT B CBEXKEM BHOBb
NPUreTOB/IEHHOM PacTBOpE LLEOYHOLO-0uMcTUTeNs. Cresosathb
PEKOMEHAALMAM NPOU3BOAUTENS, KaCcarOLLIMXCS BPEMEHN
9KCRO3MLWN, KOHLEHTpaLuK, TEMNepaTypbl U KayecTsa BOfp!.

1 MUHyTa MpOMbITb M3AeNMe NOf X0N0AHOM [POTOYHON BOAOA.
lACronb30BaTh LUNPUL, NUNETKY WAV BOASAHOW NUCTONET A4/1s
APOMBIBKW KaHa/ia [/ HaCaaKMW.

4 MUHYT MpPOMbITb 1 NPOAE3NHDNLMPOBATL MEAVLIMHCKOE M3aenie.
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MCNOMb3Y$ LLENOYHOM OUNCTUTENb. [pK NOMOLLM MATKOW LUETKM
W epLUMKa YAaMTb TPsisb C MOBEPXHOCTU. pomoiiTe
MeAVLIMHCKOE U3fienne Nog BOLOW BO M3bexaHMe
pacrpoCTpaHeHs 3arpsA3HSIOLLMX BELLECTB B BO3AyXe

1 MmHyTa 30 CEKyHf MpoMbITb M3LENMe B AENOHM3NPOBAHHON U OUULLEHHOW BOZE.
Vcnonb3oBaTb WKL, NUNETKY WK BOAAHOWA NUCTOAET Ans
NPOMbIBKM KaHasia s HacaKw.
BuayasibHO OCMOTPETb MeAULIMHCKOE U3aenie.
MoBTOPSATL NpOLEAYPY 4O NOSHOIO YAaleHNst BCEX BU0B
BUAUMBIX 3arpsi3HEHWA. B KOHLIE NPOMbITh M3LeAune B
[eVNIOHN3MPOBaHHON WM OUMLLEHHON Boae. O6CYLLINTb m3genve
NPV MOMOLLW(MSTKOA He OCTaB/IsIOLLIEN BOpca CangeTkn nm
MEAVLIMHCKOFO YMCTOr0 CXaToro Bo3ayxa

ABTOMaTUYECKasA OUYNCTKa

MpengapuTenbHas 2 MUHYTHI XonoaHaa BOOMNPOBOAHaA BOAa
MPOMbIBKa
Moiika 2 MUHYTBI lopsvas BOAa M3 Mof, KpaHa C TemrnepaTypoi

Boile  40°C: Mcnonb3oBaTb  LLEMOYHON
OUMLLIAIOLLMIA PACTBOp.

HeliTpanmsauys 5 MUHYT lopsvas Boga u3 nop kpaHa ( 40°C) c
HETpaIN3y LM CpeAcTBOM npu
Heo6XoAUMOCTM

MpombIBKa 2 MUHYTbI [vcTnnavpoBaHHass WM OUMLLEHHAs BOAA C
Temnepatypoli BbilLe 40°C

CyLka 40 MUHYT Mpu Temnepatype 90°C

Tepmuyeckas-ge3vHpeKUns.
Tepmnyeckas ge3viHdekumna nposoamtesa npy 90°C B TeueHMe He MeHee MATU MUHYT.

MpeacTepunn3aLMoHHas 0UnMcTKa

Mpy 3aMaumMBaHAN U KUMSIYEHWI B MOHOLLIEM PacTBOPE M3AeNMS MOMHOCTBHO NOFPYXKAIOT B
pacTBOP MOHOLLEr0 CPe/ACTBA, 3aro/Hss M KaHafibl 1 NMOMOCTY U3AEMANA.

MOoViKy =130eNniA  OCYLLECTBNAKOT C._ MOMOLLBIO eplla, BaTHO-MapAeBbIX TaMMOHOB,
TKaHEBbIX CAN(ETOK; KaHa/bl M3AeNMiA MPOMBIBALOT C MOMOLLbHO LLIMPULIA.

Cpeactso KoHueHTpauns Temnepatypa Bpems 06paboTkm
pacteopa,% paboyero
pacTsopa
JekoHekc 50 d® 15 He meHee 18 °C 40 MVH

(""Bopep- Xemn
Al Lseiiuapus;

Crepununsauusa
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CTepnnn3oBaTh M3MenMe MOXHO, UCMOoMb3ys METoZ CTepUIM3aLymn Napom nog,
136bITOYHbIM AaBneHvem 0,22 MIMa B napoBoM cTepunnzatope (asToknase) (1ISO 17665 nm
OTEYECTBEHHbIE CTaHAAPTbI). PekoMeHAaLWN NPeACcTaBeHb! B Tab/MLE HIMKe

MpofoMXKNTENbHOCTD TemnepaTypa Bpemsa cywku

He meHee 18 MUHYT 132 - 134 °C 15-20 MuHyT

MpoaomknTenbHOCTb Cylkv oT 15710 20 MWHYT B 3aBUCKUMOCTY-" OT  C/eAyHOLLMX

KpUTEPUEB:
. TN MaTepuasa YnakoBKKM, OGECMEYMBAIOLLUMIA CTEPUNbHbLIA Gapbep, WM XKECTKue
KOHTENHepbl MHOrOKPaTHOr0 VCMOb30BaHNS;
. KO/IMYECTBO Napa;
. maTepuasibl MeAVLMHCKOIO M3AENns;
. 006LLWI BEC;
. TEXHUYECKVE XapaKTEPUCTUKN CTEPUIN3aTOPa,;
. NPaKTUKK, MPUMEHSIEMbIE -BBaLLIEM PETUOHE;
. pasHoe BPeMS OXNTaKaeHMs.
MpoBepka

W3penvs [O/MKHbI ObITh /OCMOTPEHbI Ha Ha/MyMe OCTaBLUMXCA 3arpsi3HEHWI, PXKaBUMHbI,
3aTynneHns, 06ecLBEUBAHUS U MOBPEXAEHNIA.

Mepes 06pabOTKOA- M CTEPUIN3ALIMEN OUULLEHHBIX U3AENNIA YOeaUTECh, YTO OHM YMCTbIe,
He MMEIOT MOBPEXAEHUI -PYHKUMOHNPYIOT Haf/1edXaLlymmM ‘o6pasom.

YTUN3MpoBaTh NOBPEXAEHHbIE N3AeNS, He CMa3biBaTb.

CPOK CNYXEbI

Cpok  cnyxbbl  MeOMUMHCKOrO  u3genvs/) «Habop Hacaok K MEAULIMHCKAM
CTOMATO/IOrMYECKM YNbTPa3BYKOBbLIM arnaparam » coctasnset 10 fieT.

B cBAi3n C TeéM, YTO He HEBO3MOXHO YCTaHOBUTb MakCVMa/IbHOE YMC/I0 BO3MOXKHBIX
npoLeayp, KOTOPOEIMOXKET 6bITb OMnpese/ieHO MHOMMK MapamMeTpamMy, TaKUMKN Kak
NPOAO/KUTENLHOCTb UCTO/b30BaHNS, TBEPAOCTL-3YOHOM aMaI1, NMPUIOXKEHHAs Cuia U U3HOC,
Npoun3BoAUTEIb-PEKOMEHAYET MEHATb Hanb0/1ee-YacTo MCMo/b3yeMble HacaaKW HE pexe 0AHOIo
pasa B rof. Hacaky cneflyeT 3amMeHWTb, eC/v BUOpaLUmMs HacafKn He COOTBETCTBYET 3aaHHOA
4acToTe, annapar paboTaeT HenpaBW/IbHO, NPOLiesyPa 3aHUMAET G0/bLLE BPEMEHW, YeM 0ObIYHO,
W pesysIbTar He LOCTUraeTCs.

[nTensHoe UCMOMb30BaHWe MeAUUMHCKOrO m3genmns «Habop Hacagok K MeaULMHCKAM
CTOMATO/IOMMYECKNM Y/NbTPa3BYKOBbIM -amnapartam» MOXET MPUBECTU ,K-ero eCcTeCTBEHHOMY
M3HOCY:-Mbl  HacTOATElbHO He COBETYEM W3MEHATb KOHCTPYKLMIKO.' HacafloK MnyTem KX
06TayuBaHUsl, CrbaHVs UM Kakvm 10 gpyrumM crocobom.

TPEBOBAHUA K TEXHUUYECKOMY OBCNYXWUBAHWIO U PEMOHTY
MEAVLWHCKOIO U3AENUSA
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Mpy HEOOXOAMMOCTM CBSXKUTECH C MOCTABLLMKOM MEAULIMHCKOro m3genus. He cnenyet
ChaBaTb MEOMUMHCKOE W3fenve B PEMOHT [pYyruM crieuuasmctaM, TakK Kak B pesy/ibTare
HeKayeCTBEHHOr0 pPemMOHTa W3AenMe MOXKET NPeACTaB/ATb OMacHOCTb A1S MO/b30BATENA U
MaLMeHTOB. .

B cnyyae COMHEHWIA CBSXKWUTECH C aBTOPW30BaHHbLIM MOCTABLLUMKOM WIWL C' LEHTPOM
nocnenpofaxHoro oécnyxmeaHus SATELEC, www.acteongroup.com

satelec@acteongroup.com

YCNOoBUA TPAHCITOPTUNPOBKW, XPAHEHUNA N OKCMNJNIYATAL NN

YnakoBaHHYH NPOAYKLMIO CNefyeT XPaHWUTb B CYXOM 1 YACTOM MOMELieHUM, rae
VCK/OYeHa BEPOSTHOCTb MonafiaHns NPsiMbIX CONHEUHbIX flyyeld, BpeaHbIX BELIECTB, BMiarn 1
UPE3MEPHOTO MOBbILLIEHME TEMMEpPATYpbi. Acnonb30BaTh CHavYana NPoAYKUMIO C MEHbLLIIM
CPOKOM FOZJHOCTW.

Ycnoeua xpaHeHus

TemnepaTypa OKpy»atoLLel epeapl: ot -20°C go + 70°C
OTHocuTeNbHaA BNaXXHOCTb:510% - 100%, BKNO4as KOHAEHCAT
ATmocepHoe gasneHve: 500 rMa go 1060 rfa

YcnoBus TpaHCNoOpTUPOBAHUS

Temnepartypa TpaHcnopTvpoBaHua ot -20 go +70 °C
OTHocuTeNbHas BNaxKHOCTb Bo3ayxa 10—200 %, BKIKOYasa KOHAeHcaT
ATMOCepHOe faB/eHve ot 500 rlMa go 1060 rfla

YcnoBua skcnnyaraynn:

Temnepatypa skennyaraumm ot + 10 °C po +40°C
OTHocUTeNbHAsA BNaXKHOCTL: OT 30 Ao 75 %
ATmocepHoe fasneHve: 800 rMa go 1060 rMla

TPEBOBAHWVA KY¥TUJTN3AL NN

MegvuuHekoe wm3genve  «Habop HacafoK K - MEAWUMHCKVAM  CTOMATO/OMMYECKUM
yNbTpa3ByKOBbIM annaparam» oTHocuTca K Knaccy b B cootBeTcTBum ¢ CaHlHH 2.1.3684-21 u
[O/DKHO OBITh YTUAM3MPOBAHO B COOTBETCTBAM C MpaBWiamMu, OeVCTBYHOWMM B CTpaHe
YTUM3aLUMN U3LeNns. YTUNIN3NPYINTe 3arpsis3HEHHbIE M3LeNNA B COOTBETCTBIAM C MECTHBIMU W
roCcyfapCTBEHHbIMY NpaBUiaMy YTUMM3aUUn B10/10rMYeCKM OMacHbIX OTXOA0B.

Mpw.yTUNM3aLmmn 3arpsisHEHHbIX YaCTeil HafleBaiTe nepyaTku.

Bce ynakoBoYHble MaTtepuasibl NOCTaB/ISAEMOr0 U3AENMSA He HAHOCAT BPpeda OKPYXKatoLLen
cpeae . noexar BTOPUYHON nepepaboTke.

FTAPAHTUAHAA MHOPOPMALNSA

M3rotoBuTENb HECET OTBETCTBEHHOCTb B OTHOLLEHWM ~MEAULMHCKOTO U3ae/nst Mo
OTCYTCTBUIO [IEPEKTOB W COOTBETCTBUS 3asBMIEHHbIM MPOM3BOAUTENEM XapaKTePUCTUKaM, Mpu
€O6M0AEHNN YCNOBWIA TPAHCHOPTMPOBaHWS, XPaHEHUS N MPUMEHEHNS,

Ecnm Bac He y/[j0BNETBOPSIET JaHHOE MEAULIMHCKOE M3Aenie Unn y Bac BO3HUK/M YKanobbl
WM NPO6/IEMBI, CBS3aHHbIE C MPUMEHEHVEM MEAULIMHCKOTO M3AENNS, MOXanyiicTa, CBSOKUTECD C
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HalUMM NpeacTaBMTeNleM B Balleii cTpaHe. [IOMOMHWTENBHO Mbl MPOCMM  Bac  yKasaTh
WOEHTU(PUKALMOHHBIA 1 CEepUiAHBIA  HOMEP MEAMLMHCKOTO W3MENns, CBOK KOHTAKTHYH
MHopMaLMIo, BKMOYas MMS U HOMep TenedioHa, a Takke MoapobHy MHGopMalmio o
MpoG/iemax, ¢ KOTOPbIMM Bbl CTONKHY/UCh.

MEPEYEHb MPUMEHAEMbIX MPON3BOAUTENEM (M3rOTOBUTEJIEM)
MEAVNUNHCKOIO UN3AETINA HAULMNOHAIbHBLIX CTAHOAPTOB

Mpomn3BoauTeNb 3asBNSET, YTO  MeAWUMHCKOe um3fenve «Habop Hacafok /K)MefULMHCKUM
CTOMATO/IOMMYECKNM  Y/IbTPa3ByKOBbIM arnapatam» oTBeyaeT TpebosaHuaM EN 1SO 13485,
MOJHbIV CMINCOK MEXAYHapOAHbLIX TPeboBaHMiA- NpesoCTaB/IAETCA M0 3anpocy.

PEKJAMALNA

MpounssoguTen.:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS )DES TECHNIQUES
ELECTRONIQUE, Soci*te par actions simplifiee (O6L1ecTBO N0 pa3paboTke NPUNOXEHWIA ans
3NEKTPOHHOM TEXHMKW. AKLMOHEPHOE 06LLECTBO YNPOLLEHHOIO TUMA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France A

(17 ABeHto IMtocTas Aidrens, 3m Ly Pap 33700 MepuHbsK, PpaHLys).

MecTo npon3BoAcTBa:

SATELEC a company of ACTEON Group

17 Avenue Gustave Eiffel.Zi Du Phare 33700 Merignac,-France
CATEJIEK, rpynna kommaHuii AKTEOH

(17 ABeHto IMtocTas iagpens, 3u dy Pap 33700 MepuAbsK, PpaHUms)

OpraHu3aumsi, NpUHMMateLilas Ha TeppuTopun Poccuiickoit- DeaepaLyn NpeTeHsum ot
noTpe6uTeneli N0 KaYecTBy MEAULIMHCKOrO U3LENMS:

M HopkuHa ~Mapraputa BaneHtuHoBHa (Flacnopt P® 4511 194312, BbidaHHbIN
OtgeneHnem YOMC Poccum no rop. MockBe RO pailoHy JleBOGepeXXHbIil, Aata Bbiaaun
13.07.2011 r, Kog-mopopasgeneHus 770-022)

125195, r. Macksa, yn. benomopckas, 24,3, 148

TenetoH: +7 495 1501323.
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PyKOBO/CTBO MO 3KCMyaTauumn Ha MeAULIMHCKOe n3aenve

Habop Hacagok K MeAUUMHCKMM CTOMATOM0rMYEeCKUM YbTPa3BYKOBbIM
annapatam

22. Habop Hacaflok K MeAVLMHCKUM CTOMATO/IOMMYECKMM YNbTPa3BYKOBbLIM arnaparam
ESSENTIAL Il KIT B cocTase:

-Hacagka BS1S 11-1 wr/yn;,

-Hacagka SL1 11-1wr/yn;,

-Hacagka SL2 W1 wrlyn;,

-Hacagka SL3 11-1wr/yn;,

-Hacagka BS4 11, -1 wr/yn;

-Hacagka LC2 11-1 wr/yn;

-YHUBEPCASTbHbBIN CTa/IbHOM KkKoY-1 (Wim/ym;

-MeTa/INYecKasn noacTaska-1 wriyn.
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NHdopMaLms 0 MEANLIMHCKOM W3ENNMN.
HanmeHoBaHune MEANLUWNHCKOIo n3aenns;

Ha6op HacagOK K MEANUNHCKUM CTOMATOJ/IOTNYECKUM YyNbTpPa3ByYyKOBbIM afnfnapaTtam:

22. Habop HacagoK K MeAVLMHCKUM CTOMATO/IOMMYECKMM YbTPasByKOBbIM anmnaparam
ESSENTIAL Il KIT B cocTase:

-Hacagka BS1S 11-1 wr/yn;,

-Hacagka SLI 11-1wrt/yn;,

-Hacagka SL2 I1-1 wr/ynm;,

-Hacagka SL3 11-1 wr/yn;,

-Hacagka BS4 11, -1 wrlyn;

-Hacagka LC2 I1-1 wr/ym;

-YHMBEPCa/IbHbIA CTa/IbHOM K/kou-1 wiT/ym;

-MeTa/INIM4eckas nofcTaBka-1 LUT/yr.

(Janee no Tekcty Habop™ 'HacafoK K  MeAVUMHCKMM-.~ CTOMATO/IorM4ecKmm
YNbTPa3BYKOBbIM annaparam)

ANTANPO WD LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par actions simplifiee (O6LeCTBO N0 pa3paboTKe NPUIOXKEHWIA 41
3MEKTPOHHOM TEXHWKUN. AKLMOHEPHOE 06LLECTBO YMPOLLEHHOMO TUMA)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

(17 ABeHto MocTtas Jngens, 3u dy Pap 33700 MepuHbsaK, PpaHLms).

MecTo Nnpon3BOACTBA;
SATELEC a company,0f ACTEON Group
17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

CATEIJIEK, rpynna-kKomnaHuin AKTEOH
(17 AseHto MocTas, Jiicpens, 3u Ay Pap 33700 MepuHbsK, DPpaHLms)

YNONHOMOYEHHbIi NpeACTaBUTEeNb MPON3BOAUTENS Ha TEPPUTOPUN

WM HopknHa Mapraputa BaneHtnHoBHa (Flacnopt P® 4511 194312, ¢ BblUaHHbIN
OtpeneHnem Y®MC Poccum no rop. Mockse~fl0 palioHy JleBoGepeXHbIld, faTa Bblaaun
13.07.2011 r, kog nopgpasaeneHus 770-022)

125195, r;-Mocksa, yn. benomopckasd, 24,3, 148

TenethoH:+7 495 1501323.

Ha3HayeHne-Me4MLMHCKOr0 N3fenusa:

Ha60p, HacagoK K MeAULIMHCKVIM ~CTOMATO/IOMMYECKM Y/bTPa3ByKOBbLIM  annapaTam
npefHa3HayeH [ COBMECTHOM pabGoTbl-C annapaTaMy CTOMATONOMMUECKVMI /11 CHSTUS
3y6HbIX-OT/IOXKEHWIA U AN KOCTHOI XMPYPInW.

[Moka3aHus

* Hannume 3y6HOro KamHs Ha 3y6ax (neyeHve 1 NpogmiakTika)

 3aborneBaHus NapofOHTa: (ieveHKe 1 NPOINIAKTIKA)

* YX0f 3a UMNaHTaMum pecTaspaumns 3y6os

o YXyauweHve (yHKLN-3y60oB ( IeveHre 1 NpodmiakTuKa)

* UYepHbliA NUrMEHTHBIA Hanet 201






MeauuyHCKoe  M3denve  MpefHa3HauyeHo [ANis  MCMO/Mb30BaHWS  CTOMATOMOrOM ~ Un
CreuyaIncTOM Mo IEYeHU0 U NPOTE3MPOBaHMIO 3y60B. HacTosillge M3aenme npeaHasHadeHo
TONMBKO /19 MPOGHECCUOHAILHOMO MPUMEHEHUS.

OMNCAHWE MEULIMHCKX N3OENNIA MCMOb3YEMbIX COBMECTHO.

1 «AnnapaT CTOMaTONOrMYeCKWiA N1 CHATUA 3YOHbIX OTNOXKEeHUIA cepui—Newtrony,
(AnnapaT CTOMATOMOrMYECKUIA 41 CHATWA 3yOHbIX OTNIOXeHUIA Newtron Booster,HakoHeuHUK
Newtron, AnnapaTr CTOMaTONOMMYECKUIA ANS CHATUS 3yOHbIX OTNI0XKeHWin Newtron P5 B.LED,
HakoHeuHnk Newtron Slim B.LED) ( HaxoauTcs B npouecce rocyAapCTBEHHOIA perncTpaumn Ha
Tepputopun P®) npoussoactea SATELEC, ®paHuys,

2 «Annapat CTOMaTONOrMYecKnii AnsiiKocTHol xmpyprim PIEZOTOM CUBE» (Annapat
CTOMATONOMMYECKMIA 4191 KOCTHON Xupyprima. PIEZOTOME CUBE, HakoHeyHuk CUBE LED)
(PervnctpaumoHHoe ypoctoBepeHve No .P3H 2021/14297 ot 13.05.2021r.), npow3BoAcCTBa
SATELEC, ®paHuma

3. «/Annapat CTOMAaTO/OrMYeCKUN LA CHATUSA 3YOHbLIX OT/IOKEHWIA-C TIPUHALIEXHOCTAMIY
(AnnapaT CTOMaTO/IOrMYECKUIN A1 CHATWA 3yOHbIX OT/IOXKEHWUIA C NpUHAANEXHOCTAMU: Mogenb
P5 NEWTRON XS, HakoHeuHuk: Suprasson)( PeructpaunoHHoe: yaoctoBepeHne X PC3
2007/00914 ot 21 pexabpsa 2007r.), mpomssoacTea «Carenek C.A.C.», ®paHuma

4, «CTOMaTONOrMM4ECKNiA annapar PIEZOTOM c NPUHaAIEXXHOCTAMM»
(Ctomaronornyeckumin annapat PIEZOTOME B BapuaHTax ucnoaHeHus; PIEZOTOME SOLO
LED, HakoHeuHuk Piezotome Solo LED), (peructpaupoHHoe yaoctoBepeHe — P3H 2013/859
ot 12 monga 2013r.), npoussoacTea «Careniek.C.A.C.», dPpaHums

5  «BfOK  CTOMATOMOFMYECKUn  ANA  CHATUS  3yBHBIX  OT/IOKeHWA  Xmetic ¢
npuHagneXxHocTamm»  (BoK... CTOMAToNoOrMyecknin -~ anal_CHATMA  3yOHbIX  OT/IOXKEHWIA
X1ne6c,HakoHeuHNK Suprasson), (permcTpaumoHHoe yaoctoBepeHne NeP3H 2013/858 ot 12
nons 2013r.), npounssoactea, «Catenek. C.A.C», PpaHuysA

NMPNHUWUI AENCTBUA MEANUNHCKOTIO N3AENNA

MpyHUMN AeACTBUS.

PUHLMN JEACTBUS MeAULMHCKOrO U3AEeNNS 3aKNKHaEeTCA B TOM, YTO OT OCHOBHOFO O/10Ka
Ha Y/bTPa3BYKOBOW( CTOMATOMOMMYECKUA HAKOHEYHUK MOLAETCA  3NEKTPUYECKUIA ) CUrHa,
reHepypyemblil  annapatoM. HakKOHEeUHWK cBfisaH C-MefMUMHCKUM annapaTtoM MOCPeACcTBOM
LUHypa. B ero coctas BXOAUT KepamMyecKuii Nbe303NeKTPUYECKUii npeobpasosaTesis, KOTopblii
TpaHChOPMUPYET FaNEKTPUYECKMIA  CUTHAN B Y/bTPa3BYKOBYHO BMOpauuto.  IMiexaHndeckast
BMOpaLys nepesaeTcs CTOMATO/NIONMYECKON HacafKe, YCTaHOB/IEHHON Ha KOHLE YAbTPa3ByKOBOro
HaKOHEYHVIKa

OKA3AHVE MEAVNUMHCKNX YCNYT
MoAroToBKa K paboTe MeAWLMHCKOrO U3aenmns

CocTaBnstolmMe HeoBXOAUMO OuMATh, [E3VH(PULMPOBATL W CTEPUIM30BaTh Mepen
KaKbIM “UCMO/Mb30BaHNEM. YCMOBUSI OYUUCTKM, [E3VH(EKLMM W CTEPWIN3ALMM YKa3aHbl B

COOTBETCTBYHOLLEM pasfene PyKoBOACTBA-MO SKCM/yaTaLym.

132C nac

Hannexallias BuGpaLyis HacaaKi NpeAnonaraeT ee HaaeXHoe 3aKPEMneHNE B HAKOHEUHIIKe
6€3_Upe3MepPHOro AaB/eHVs Ha ymop. Hacaaky Heo6XoavMMo 3athMKEVPOBaTb B HAKOHEUHMKE C
ROMOLLIbIO YHUBEPCA/IbHOTO CTa/IbHOMO K/ltoua M 06ecreunTb HafIedKHOe 3aKpen/ieHre Hacaakyi B
HaKOHeUHVKe [ns Hacafok (PYC.1). Upe3MepHblii 3aKMM ‘HAcafKM MOXeT MPUBECTU K
MOBPEXAEHNIO HACAJKMA W/ HAKOHEUYHMKA.
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co-

Puc.1

BbI6op HEOOXOAMMON HacafikA, OCYLLECTB/SETCA TO/IbKO CTOMATO/IOrOM.
Y6eauTech, UTO BblOPaHHbIAPEXNUM COOTBETCTBYET BblOPaHHON HACa/Ke.

3aBeplueHne paboThbl

[Nocne 3aBepLUeHMs npoUenypbl
1 OtcoegnHUTe Hacagky;
2..BbINonHNTEe OUYUETKY U CTEPUIN3ALMIO MEAVLMHCKOTO W3LeNnd, Kak onvcaHo B r/aBe

CTEPWITNSALINA,

YKaszaHus no TexHuke paGoibl ¢ HacagKaMu:

» Bo Bpemsi 06paboTKM 3y60B HacafKy CriefyeT [epaTb M0 KacaTeNbHON K MOBEPXHOCTU
3y6a;

* Hvkorga He filepXknTe Hacafky nepreHAnKYAspHO 3y6HOIN aManu;

o [lBuraiite. HaKOHEYHUK Hanogobvie ABWXKEHWS KWUCTbIO C HE3HAYUTESbHBIM GOKOBbIM
[aB/eHUEM;

 Tlpn paboTe C HacagkamMy MCNOML3YMTE TO KOMMYECTBO Mppurauumn, KoTopoe
PEKOMEHLYETCA A1 BbIOPaHHON HacafKu;

 [lepes 1cnonb30BaHNEM BU3yaslbHOMPOBEPLTE COCTOSHME HacaKy;

» [pnpaboTe Bcerga Haaesalite MeAMLUMHCKYHO MacKy W NnepyaTku.

OOMCAHNE KOHCTPYKTUBHbIX OCOBEHHOCTEN MELULUHCKOTO
N3QENNS

B coctaB MeOMUMHCKOrO W3AENMS BXOMAT Hacafgkv 15 .COBMECTHOW paboTbl C
MeAVLMHCKAM  yNbTPa3ByKOBbIM amfiapaTtoM W, B 3aBMCMMOCTW_ OT BapuaHTa WCMOSHEHNS
Habopa, MOryT BXOAUTb: YHVBEPCASbHbIA CT/IbHOM K4 U METaAIMYecKas MoACTaBKa Win
AMHAMOMETPUYECKUI KMHOY CUHUK YA aBTOK/TaBUPYEMbIA NIAaCTUKOBbIN GoKC. Kakgas Hacaaka
VIMEET CBOWM KOHCTPYKTUBHbIE OCOGEHHOCTYW, XapaKTepUCTUKM K-PEKOMEHAYEMOE MPUMEHEHNE

fpV npoLieaype.
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Habop HacafoK K MeAULIMHCKMM CTOMATO/OMMUYECKUM YbTPa3ByKOBbIM anmapaTam
ESSENTIAL 1l KIT:
BSIS w, SLI I, SL2 II, SL3 I, BS4 11, LC2 1l

. Hacagka BSIS |I- Muna ¢ MapKnpoBKOi (MapKMpoOBKa OTMeYaeT PEKOMEHAOBAHHYHO
rnyouHy norpy>xeHus 3 mm / 6 mm / 9 MM), Ana pacnuna OYeHb MNIOTHOM KOPTUKa/IbHON
MAacTUHBI.

. Hacagka SLI 1l - C anvasHbIM MOKpbITUEM. VICMonb3yeTca Ana CrnaskuBaHUA CTEHOK
KOCTHOrO OKHa W OCTPbIX YT/I0B.

. Hacagka SL2 Il - Ha KoHuMKe Hacafiku pacnofiaraeTcs LUapuK ¢ aiMasHbiM MOKPbITUEM.
Mcnonb3yetca ans cranaknBaHUs CTEHOK KOCTHOrO OKHa M TOYHOWM OCTEONNaCTHKM.

. Hacagka SL3 1l - Hacagka C /F/AOCKUM KOHLOM rpeAHasHayeHa [1A OTC/0eHWS
MeMOpaHbI Nasyxu B 06/1aCTV KpaeB KOCTHOIO OKHa.

. Hacagka BS4 1l - Kpyrosoil ckaibnenb, v3orHyTbid Ha 130° ;7409 OCTeonnacTukn u
cbopa KOCTHbIX OMU/IOK.

. Hacagka LC2 1l —Oco60 TEHKas Hacagka. [Mo3BonseT paboTarb B Y3KUX Yy4acTKax

MeXzy MOBEPXHOCTbH KOPHSA W albBEONIPHOM KOCTbHO

Hacagka BS1S 11 Hacanxka SL1 11

Hacanka SL2 11

Hacaaka SL3 11
Hacangxa BS4 11
Hacanxa L£C2 II

Puc.2 BHewwHuin Bug Hacaaok:-BS1S 11, SL1 11, SL2 11, SL3 II;:BS4 11, LC2 11 Habopa
HacafoK K MeAVLIMHCKUM CTOMATO/I0MMYeCKMM Y/bTPasBYKOBbIM annapaTam
ESSENTIAL 1l KIT




. YHVBEPCaNbHbIA CTaNbHO KUY MpeaHasHaueH 41 HafIEXHOro 3aKpen/ieHns Hacaaku B
HaKOHEUHMKE, a TakXKe /19 OTCOeAVMHEHWS HACAaKV MPEACTaB/EH Ha PUCYHKE 3

Puc. 3 BHeLLHWIA, BAL YHNBEPCa/TbHOIO CTa/IbHOIMO K/toya

. MeTannmyeckas NOACTaBKa UMEET CUMKOHOBbIE KO/bLA'-M ‘OTBEPCTMA [/ HacafokK.
ObneryaeT paboTy ¢ HacafKamu,-MpefcTaB/eHa Ha pUCyHKe 4

Puvc. 4 BHeLUHWIABAL, METa/I/TMYECKO NMOACTaBKM

TEXHVNYECKWVE XAPAKTEPUCTUKN

TexHMUYecKne XapaKTepucTUKU MeAULIMHCKOro n3aenns «Habop Hacafiok K MeAVLMHCKMM
CTOMATOMOMMYECKUM  YNbTPa3BYKOBbIM  anrapatam»  NpeAcTaBneHbl B TabiMUe  HDKe:
[lpuBefeHbl rabapuTHble pasMepbl HaCcafoK, PeXVM annapara, NpYMeHsieMblidi npu paboTe
HacafloK, COBMECTUMbIA CTOMATO/IOMMYECKIIA annapaT, a TakKe PeXXMM MppuraLmm Hacaaxw.
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Ha6op HacagoK K MeAVLMHCKUM CTOMATO/IOMMYECKUM Y/bTPa3ByKOBbIM arfnaparam

ESSENTIAL Il KIT;

Hacagku BS1S 11, SL111, SL2 11, SL3 11, BS4 11, LC2 11

Hacagka BS1S I

["abapuTHble
pasvepbr*

Macca

Pexxum annapara

Vippuraups

Ycunve n3BneyeHuns

Yewnve  pns BCTaB/leHUs n
3aKperneHms

COBMECTMMbIA  CTOMAaTONOrMYeCKNiA
annapar

50+ 0.2 Mm
28.0+ 0.5 mv
150+ 0.5 mm
0.6 £0.1 mm
4.0+/0.2 Mm
1,15+ 01 r
D1
60 Mn/MUHEL MA/MUH
He meHee 20H

He 60nee-30H

Annapart CTOMaTo/0rM4ecKn A1 KOCTHOW XMpyprav
PIEZOTOM CUBE
Cromatonorunyeckuit-annapat PIEZOTOM c
MPUHaAEXXHOCTAMU

* O603HaueHe rabapnTHbIX PA3MePOB NPeACTaBNEHO Ha PUCYHKE.

1
. f

B b
. Hacagka-SLI 11
rabapuTHble a
pasmepb* b
c
d
el
Maeca
PeXxvm annapara
Wppurauma

Ycunve nssneyeHus

Puc.5

50+ 0.2 Mv
34.0+ 0.5 Mv
11.0+ 0.5 mm
0.3+ 0.05 Mmm
35+ 0.2 Mm
1,20+0,10r
D1
60 Mn/MUHEL MA/MUH
He meHee 20 H
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Ycunune ans BCTaB/IEHUA u He 60nee 30 H

3aKpenneHns

Annapar CTOMaToNOrMYeCKUin Ans KOCTHON XMpYprim
COBMECTVMbIA  CTOMATO/OMMYECKMIA PIEZOTOM CUBE
annapar Cromatonorunyeckumin annapat PIEZOTOM ¢

MPUHALIEXHOCTSMY
* O603HaYeHe raGapuTHbIX Pa3MepOB MPeACTABNEHO Ha PUCYHKE.

Puc.6

2. Hacapka SL2 1l
[FabapuTHbIe a 50+ 0.2 Mm
pasmepbr* b 28.0£ 0.5 mv

c 140+ 0.5 mm

d 15+ 02 mm

el 16+ 0.5 mm
Macca 1,20+0,10 r
Pexxvm annapata D1
Wppuraums 60 M/MAHEL MI/MUH
Ycunue nssneveHvs He meHee 20 H
Ycounne  ona o BCTaBneHuMs U He Gonee 30 H
3aKpenneHns

Annapat CTOMaTo/I0rMYecKuiA 1 KOCTHOM

COBMECTVMbIIA ~€TOMATO/IOrMYECKIIA xvpyprum PIEZOTOM CUBE
annapar Cromaronoruyeckuii annapat PIEZOTOM ¢

MPYHAAIEXXHOCTAMM
* O603HaYeHIe rabapuTHbIX Pa3.MepoB NPEACTABNEHO HA PUCYHKE.

Puc.7
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3. Hacagka SL3 1l

MabapuTHble a 50+ 0.2 mMvm
pasmMepbIr* b 3.0+ 0.5 mm

c 120+ 0.5 Mv

d 50+ 0.2 Mm
Macca 1,20+0,10 r
Pexxum annapara D4
Wppuraups 50 M/MUHEL MA/MUH
Ycunve u3BneyveHus He meHee 20H
Ycunve ans BCTaB/IeHUA n
3aKpenIeHNs He 6onee 30H

Amnnapar CTOMaTO/I0rMYeCKUiA A1 KOCTHON XMpyprim

COBMECTVMbIi  CTOMATO/IOMMYECKII PIEZOTOM CUBE
annapat Cromatosnoruyeckuin annapat PIEZOTOM ¢

NPVHAANEXXHOCTAMY
* Ob03HaueHe rabapuTHbIX pa3mMepoB NPeACTaBNeHO Ha PUCYHKE.

i N\

d
—— b
Puc.8

Hacagka BS4 1
MabapuTHble a 5.0+ 02 Mmm
pasmepbI* b 31.0+05 mv

c 120+ 0.5 mvm

d 40%£02Mm
Macca 1,19+0,10r
Pexxkvm afinapata D1
Wppurauus 60 MA/MUHEL MA/MUH
Ycunue-n3sneyeHus He meHee 20H
Yeuane.  ons BCTaB/IEHMA 7] He Gonee30H
3aKperneHns

Annapar CTOMaTO/I0rM4YeCcKi 1 KOCTHOW XMpYpruu

COBMECTUMBIA ~ CTOMATO/IOM4ECKUI PIEZOTOM CUBE
anrapar Cromaronoruyeckuid-annapar PIEZOTOM c

MPUHATEXHOCTSMN
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*0603HaueHne rabapuT HbIX PA3MepPOoB NPeACTaBNeHO Ha PUCYHKE.

J = @l

I ~ b . el d

Puc.9

Hacagka LC2 Il
MabapuTHbIE a 50+£0.2 Mm
pasmepbr* b 26.0 £ 0.5 v

c 150+ 0.5 mm

d 0.5+ 0.05 mm
Macca 1,20+0,10r
Pexxum annapara D1
Wppuvraups 60-80 mn/MyH
Ycunve ussneveHns He-meHee 20 H
Yewave  pna BCTaB/IeHUA 7 He Goree 30 H
3aKpenneHuns

Annapat CTOMaTOA0rNYECKUIA AN KOCTHON XUPYPrim

COBMECTVMbIA  CTOMATOIIOrMYECKUIA PIEZOTOM CUBE
annapar Cromatonoruyeckuii annapat PIEZOTOM ¢

MPUHAAIEXXHOCTAMU
* O603HaYEHIe raBapUTHbIX Pa3MepPOB NPeCTaBNeHO.Ha PUCYHKE.

Puc 10
B Tabnmue-Ans HacafoK yKasaHb! LLIEPOX0BATOCTb M TBEPAQCTE Mo Poksenny.

Hacagka LLlepoxoBaToCTb TeeppocTb Mo
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Poksenny
BS1S II, SL1 II, SL2 1I, SL3 N BS4 I,
LC2 Il He 6onee 0,8MKwm 52-54 HRC

Hwke npeacTasneHa yacToTa, nepefaBaemast OT HaKOHEYHMKA K Hacaake

YacToTa, KLy Annapat (HakoHeYHVK 4n1s annapara)
Ot 28,0 oo 36,0 Annapar CTOMaTO/IOrMYECKUn s KOCTHOW
xuvpyprumn PIEZOTOM CUBE

Cromaronoruyeckuii annapar PIEZQTOM ¢
NpUHaaNeXHOCTAMU

B T8.6}'IVILI|3X HIKE NpuBEAEHBI TEXHUYECKNE XaPaKTEPUCTUKN OCTa/lbHbIX COCTaBAKOLLINX
MEAMLINHCKOro nsaenns

YHuBepca/bHbIiA CTaslbHOM K/THOY

"abapvTHbIe pa3mepbl, MM (30.0x28.0) = 1.0
Macca 190r+10r

MeTannmyeckas NoAcTaBKa:

FabapuTHbIE pa3mepbl, MM (100,0%x40,0x40,0) £ 2 mm
Macca, 1 100,0£5,0r
KonuuecTtBo fueek 6
MATEPWATbI
Hacaaka Matepuan

BSIS II, SL3 I-BS4 Il 'I;acanka MeoyumHcKaa HepyKaBeroLLipst CTaslb
LC2 Il MasHoe Het

MOKpPbITVE

Hacagka MeayLHCKas HepyKaBetoLLIA CTavlb
SL1 11, SL2 11 AnviasHoe

MoKpbITVe ATMa3

Matepiianbl, KOTOpble WCMOMb30Ba/IACE NP MPoM3BOACTBE METaNAYECKO NOACTABKM,
YHUBEPCAIEHOTO CT/IbHOTO K/koua MeAVLAHCKOIO U3AEeNMs, YKasaHbl HUKE:

T- Matepuan'
YHuBepCasbHbIA CTaNIbHOM MeauuHckas
HepXXaBeroLLas
KOSy CTa/lb

MeaunumHcKan
Kopnyc HepXKaBeroLLaA

MeTtannmyeckas pry P CTa.ﬂbLUI

MofcTaBKa
Konbuo CunmkoH
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LOT
C€l
«
C¢€

AT

O a
LLI

UKVOnfCUMT
Momalian

MAPKVPOBKA

XpyrKoe, 06paLLaTLCs OCTOPOXKHO

bepeub OT Bnaru

Bepx
Homep no katanory
Homep naptun

CoortsetcTByeT ampektneam CE

CootBetCTBYeT anpekTnBam CE

[ata n3rotoeneHus

N3roToBUTESb

TemnepaTypHbIi Ayanas3oH
[lnanasoH BNaXxHOCTY

OrpaHuyeHmnst aTMoChepHOro- 1aBNeHus

O6paTtnTeCh K UHCTPYKLUM 1O NMPUMEHEHMIO

ConpoBoauTe/bHas JOKYMeHTaLWs B 3/1EKTPOHHOM 10CTyne

HecTepunbHo

Rx Only: Mo denepansHo™Y 3akoHy CLLA npoggka JaHHOrO M3aenvs
paspeLLieHa TOMKO. JIMLEH3VPOBAHHBIM Bpadam WIXTIO VX NOPYYEHUO

KonmuecTtBo/B-ynakoske 1 LLIT.

KonmuyecTBo B ynakoBke 4 LLT.

PaspeLLEeHo 1CMob30BaTb B MOHOLLEW, AE3MHMMLMPYIOLLEN MaLLIMHE
A5 TEPMNYECKON Ae3VHGEKLM
Cnoco6HO BblaepXaTb aBTOKNaBMpoBaHmue npu 132°C
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1 CrocobHO BblAepxaTb aBTOKMaBMpoBaHme npu 134°C

n

He mcnons3oBarb Mpn NOBPEXAEHNN YTIMaKOBKU

L

A

Homep ynakoBKM A5 OTC/EXMBAHWA

NHDPOPMALMA O HAJTMYN B MEAVLIMHCKOM USOERNIA
NEKAPCTBEHHOI'O CPEACTBA AJ14 MEANUMHCKOI'O MNPUMEHEHINSA,
MATEPVAJIOB XXKMBOTHOIMO U (1) HEJTOBEYECKOI O NMPOUCXOXAEHNA

MaTepuranbl XXVBOTHOTO WM Ye/OBEYECKOTO MPOUCXOXKAEHNS B MEAVLIMHCKOM M3AEMMM
«Habop HacagoK K MeaMUMHCKMM ( CTOMATOMOrMYeCKMM  YibTpasByKOBbIM — arinaparam»
OTCYTCTBY!HOT.

JlekapcTBeHHble CPEACTBA B MEANLIMHCKOM M3Ae/MM «Habop HacaaoK K MeAULIMHCKIM
CTOMATO/IOrMYECKMM Y bTPa3BYKOBbIM anmnapaTam» OTCYTCTBYHOT.

dapMalleBTMYeCKME CYOCTaHLMM B MEAMLMHCKOM  M3geld- «Habop Hacagok K
MEeAVLIMHCKAM CTOMATONOMYECKM Y/IbTPa3BYKOBbIM annapatam» QTCYTCTBYHOT.

CTEPUITN3ALINA.

MeauLHCKOe M3aenme MOCTaBNSETC HECTEPUIbHBIM. 3denve HeobXoaMMo NoaBepraTh
OUMCTKE Meped  KakabIM “-MUCnofib3oBaHMeM. [locne TOrO, KakK HacafKW  OYMLLEHB,
[E3VH(MLMPOBaHbI 1 BbICYiEHbI, UX HEOGXOAMMO Pa3NoXMTh MO MopsaKy B BOKCE, KOTOpbIld
[0/MKeH 6bITb MOMELLIEH 11 3areyaTaH B crieLyaibHbIi NaKeT,-HPUrofHbIA A1 CTEPUN3ALIN.

MNpenynpexxaeHnA:

He vcnonb3yiiTe €TasibHyt0 MOYasIKy WK abpasvBHble YMCTALLME CPELCTBa 415 OYMUCTKM
MeAMLMHCKOrO U3Aenus.

He ncnonb3yiiTe pacTBOpbI, COfepXaLlme o, U-Xop B 3HAUMUTE/BbHON KOHLEHTPaLmN.

¥YpoBeHb pH MAIOLLMX 1 AE3NHPULMPYHOLLMX CPELACTB LO/MKeH ObiTb OT 7 A0 11

3apakeHHble 1 MNCnob30BaHHbIE U3LeNNs HE MOMeLLaiiTe B KOPOOKY /15 CTEpUIM3aLIMA
WM He MOWTE B MalLvHe.

MeTog npeABapuUTebHOV O4NCTKI JO/KEHACNONb30BATLCS Mepes, aBTOMATHECKON
OUMCTKOM.

MeLMHCKOe 13aenue criefyeT TLaTe/bHO OUMLLATL 1 NoaBepratb KOHeYHOM
CTEPUNM3aLNIA TIEPEA, UCMOMb30BAHNEM.

MapameTpbl CTepunm3aLmmy 06ecrneyunBaroT LOMKHYIO CTEMEHb CTEPUM3ALINM TOMBKO /1A
MPaBUIbHO-QUNLLEHHBIX MEAVLIMHCKNX U3LENIA.

[Mpr-aBTOMATUYECKON YNCTKE HacafKu-CreflyeT BCTaB/ATh B CrieLinaibHble AepxaTenu Ans
WHCTPYMEHTOB U/ B MasleHbKME KOP3WHbI HTOObI OHW He MOBPEAVINCH MPK YKCTKE.

Acnonb3yiiTe NPOMbIBHOM [e3MH(EKTOP, KOraa 310 BO3MOXHO. M36eraiTe neperpysa
KOP3VH-4/11 MOVKV NPU YNbTPa3BYKOBOM-HMUCTKe UM KOP3WH MOHOLLIEI/ AE3NH(ULMPYIOLLER
MaLLIMHbI.

Bo Bpems fleveHns BbITUPaTe KPOBb U Apyrue G1UONornyecKmne XnMaKocTu uim
3arpa3HeHns, He N03B0/AA MM BbIChIXaTb Ha NMOBEPXHOCTSX.

Mo 3aBepLUeHN NpoLieaypblfIEUeHNs 3arps3HeHHoe 000pyL0BaHE CriefyeT HaKpbITh
BADKHOMW CaNeETKOW, UCKMIOYMB,-TakvM 06pa3oM, ero BbicbixaHue: CreflyeT oTAeNmTb He
3arps3HeHHbIe U3LeNns OT 3arPA3HEHHDBIX, YTOObI UCK/IHOUNTL 3apaXKeHne nepcoHana 1
OKPY)KaOLLIEW Cpefpl.
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npOMBBO,qMTeﬂb He HECET OTBETCTBEHHOCTU 3a MPOLUECCHhI CTEPUIN3aLIAN, KOTOPbIE
BbIMOMHSET KOHEYHbIA MO/b30BaTE b WM 3aKa3UMK, He cnefya pekomeHaalumam npon3BoanTeNA.

OrpaHuyeHe Mo LUMKMIaM OYUCTKN

MOBTOPHbIE UVMK/bI 06pabOTKK, BK/OYAIOLLWME MPOMbIBKY BPYYHYH, ManoBUAIOT Ha
m3genve. CpoK WX CyObl OnpefenseTcs CTeMeHbl0 M3HOCA WM MOBPEXAEHWS-B MpoLecce
CNO/Mb30BaHNIA

XpaHeHue 1 nepeBo3Ka.

3arpsisHeHHble M3Aenns HeobXOAMMO TPaHCMOPTUPOBATb OTAENLHO OT/HE3arpsi3HEHHbIX,
4TOObI M36EXKATb OOLLIErO 3arPAHEHUS.

MogroTtoBKa K NpesBapuUTeIbHOM OUNCTKE

PeKOMeHYyeTCa UACTUTL U3Le/Ne Kak-MOXHO paHbLLEe Moc/e 1X UCMenb30BaHus. 3aenve
[O/MKHbI  ObITb OCMOTPEHbI M OOC/MY}KEHbI He MO3Ke 4eM uYepe3 jABa 4vaca nocre uX
CMONb30BaHUS.

Mepep O4MCTKON 1 MOC/IE KaXKOTO;/CrIO/b30BaHMS OTBUHTUTE Hacaaky C repeaHelt Yactu
HaKOHEYHVIKa 1 NOMECTUTE ee B COOTBETCTBYIOLLMIA KOHTEHEP.

MpeaBapuTeibHas OUMCTKa-PY4HHOR Cnocob.

O60pyoBaHMe: MArKas LLETKa;-MArKUIA epLUMK WK cangeTka, He 0CTaB/sHoLLME BO/IOKOH,
LML, NUNETKA N BOAAHOM NCTONET, LUENOYHOI ouncTUTeNb (paGounii pacteop 1- 3 %).
Y/bTPa3BYKOBOM QUUCTUTESb.

1mnHyTa FpOMbITb M3AenMe MO XOOAHON MPOTOYHON BOLOW.
[pv NOMOLLY MSIFKOI LLETKM, (€PLLVIKA W HE OCTaB/SHOLLIEN
BOJIOKOH CanteTKn yaamTb OCHOBHYHO rpsi3b. VIcnosb3osaTb
LNpUL, NUNETKY U BOAAHON MINCTONET W LLENOUHO NN
3H3VMHbIA OUNCTUTENb A/19 NPOMbIBKM KaHana Hacaikw.

10 MHYT Vcnonb3ys ynbTpasByKoBYHO BaHHY, BbiAepXaTb MeAULMHCKOe
U3fenne He MeHee LeCATA MAHYT B CBEXKEM BHOBb
MPUroTOB/IEHHOM PacTBOPE LLEMIOYHOro oumncTuTens. Cregosathb
PEKOMEHAALIMAM MPOV3BOAUTENS, KaCarOLLMXCS BPEMEHN
3KCMO3MLMKM, KOHLEHTPaLWK, TeMMepaTypbl 1 Ka4ecTBa BOAb!.

1mmHyTa MpOMbITb U3AeNME ROL X0/I0AHON NPOTOYHOW BOLOM:
cnonb3oBath LWNpUL, NUNETKY WA BOAAHOM NUCTOAET AN
NPOMbIBKV KaHa/ia s HacaaKu.

4 MUHYT MpOMbITb 1 NPOAE3MHMLMPOBATL MEAVLIMHCKOE M3aenne,
1CMONb3Y$ LLUENOYHOM OUUCTUTENb. pK NOMOLLA-MAMKOW LLETKM
MV epLUMKa YAanTb TPs3b C MNOBEPXHOCTK. [pomMoiiTe
MeAVLIMHCKOE M3/ieNie NOJ, BOLOW BO M36eXxaHue
pacnpoCcTpaHeHNs 3arpAasHAIOLLMX BELLECTB B BO3AYXe

1mmHyTa 30 cekyHp, MpOMbITb V3AENNME B AEVIOHN3VIPOBAHHOM 1A OUMLLEHHO BOJE.
cnonb3oBath LWNpKL, NANETKY WM BOASHOM NUCTONET Ans
NPOMbIBKM-KaHa/1a [/19 HacafKw.
Bu3yansHO 0CMOTPETb MeAULIMHCKOE U3Aenue.
MoBTOPSATL MpoLEeaypY A0 NOMHOMO YAAAEHWS BCEX BUAOB
BUAVINIbIX 3arpsisHeHUIA. B KOHLe NPOMbITH M3Lenve B
[EVOHI3MPOBaHHOM UM OYULLEEHHO BoAe. O6CYLLIMTL 13aenie
MpY; OMOLLW MATKOI He OCTaBNsAOLLer Bopca CasiheTku nim
MEAVLIMHCKOrO YMCTOr0 CXKaToro Bo3ayxa

ABTOMaTNYeCKasa O4MUCTKa
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MwuH1ManbHasi . [MpaBuna m'

npoalULLITensHOCTD

MpeasapuTenbHas 2 MUHYTbI XonogHas BOAOMNPOBOAHaA Boja

MpOMbIBKa

Molika 2 MUHYTbI Copsyas BoAa M3 Noj, KpaHa C-TemrepaTypon
Bollwe  40°C.  Mcnonb3oBath )  LLEIOYHONA
OYMLLIAIOLLINIA PacTBOp.

Helitpanusauns 5 MUHYT lopsvad Bojga w3 nop kpawa ( 40°C) ¢
HETPa/IN3YHOLLIUM CpeacTeoMm npu
HeobXoAMMOoCTH

MpombiBKa 2 MVHYTbI AuctunnnpoeaHHas WM. Q4UMLLIEHHaA BOAa C
TemnepaTypoli BbilLe 40°C

CyLka 40 MUHYT Mpy Temnepatype 90°C

Tepmunueckasi Ae3VHDEKLS.
Tepmudeckast Ae3NH(EKLMS NPoBOAUTCS My 90VC B TEUEHME HE MeHee MST MUHYT.

MpeacTepunmn3aLMoHHas oqncTka

Mpy 3aMaYUMBaHUN UMK KMMSYEH B MOIOLLIEM PACTBOPE M3AEe/NS MOMHOCTLIO MOrPYXKakoT B
PacTBOP MOIOLLEr0 CPeACTBa, 3aNO/HAS UM KaHa/bl U MOMOCTY U3AEMNIA.

MoliKy M3[enuniA  OCYLUECTBNSIOT C MOMOLLBbIO  eplua,’ BaTHO-Map/eBbiX TaMIOHOB,
TKaHeBbIX CA/IIETOK; KaHa/bI'U3aenmii MpOMbIBAIOT C MOMOLLIBHOLLMPULA.

Cpepactso KOHUeHTpauus Temnepartypa Bpems 06paboTkm
pacTeopa,% paboyero
pacTBopa
[ekoHekc S0 dD 15 He meHee 18 °C 40 MVH

("Bopep Xemw
AIl", LLseiuapws;

Crepunusauud

CrepunnsoBath U3aenve MOXHO, UCMosb3ys. METOS, CTepuUn3aLn Mapom Mo,
136bITOYHbIM AasfeHvem 0,22 MIa B naposoM ctepunmsatope (asToknase) (1SO 17665 mnm
OTeYecTBeHHbIE.CTaHapThbl). PekoMeHaaLMN NPEACTaB/IeHb! B TaOIMLE HDKe

MposomKnTenLHOETL Temnepatypa Bpems cyLukn

He meHee 18 MuHyT 132 - 134 °C 15-20 MUHYT

FPOfI0OMKUTENBHOCT  CYLLKU OT) 15 A0 20 MWHYT B 3aBMCMMOCTV OT CreAyHOLLMX
KPUTEPMEB:
. TN MaTepuana YnakoBKW, ~06eCreyvBatoLLnii CTEpUbHLIA Gapbep, WM XKECTKe
KOHTEHEPbI MHOrOKPATHOIO UCMQ/b30BaHNS;
. KOMMYECTBO Mapa;
. MaTepuasbl MEAULIMHCKOrO U3AeNis;
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obumin Bec;

TEXHWYECKME XapaKTepUCTUKN cTepunmnsaTopa;
NpakTUKW, MPUMEHSIEMble B BalleM PeruoHe;
pasHoe BpeMSA OXNaXJeHns.

lMpoBepka
M3penna AONMXHbLI G6biTb OCMOTPEHbl HAa HanWuuMe OCTaBLWIMXCHA 3arps3HeHU; pXKaBuyMHbI,
3aTynneHnsa, obecyBeynBaHUa AU NOBPEXAEHUN.
Mepes 06paboTKOM M cTepunm3aymneli oUW EHHbIX U3gennii y6eanTecb, YTO OHWU YUCTbIE,
HE UMEKT MOBPEXAEHUA N PYHKLMOHNPYIOT Hagnexawum obpasom.
YTWNnN3npoBaTb NOBPeXAEHHbIE U3AeNNs, He CMa3blBaThb.

CRPOK C/1YXXbbl

Cpok cnyx6bl  MeguMuMHCKOTO () usgenus «Ha6op  Hacaaok, K MeAULUHCKUM
CTOMATONOrMYeCcKUM yNbTPa3BYKOBbLIM ‘allnapatam » cocTaBnseT 10 neTs

B cBSi3W C T€M, YTO He HEBO3MOXHO YCTAHOBUTb MaKCUManbHOE MWUCAO BO3MOX HbIX
npoueayp, KOTopoe MOXeT 6bITb ONPEfeNeHO MHOTUMK NapamMmeTpaMu;-TaKUMUK Kak
NMPOAO/MKMUTENBHOCTD UCMNONb30BAHUSA, TBEPAOCTb 3y6HOW amManmu, NpUaoOKeHHas cuia u U3Hoc,
NpPOM3BOAUTENb PEKOMEHAYET MEHATB Hanbolee 4acTo MCMNONb3yeMble HAaCaAKN HE peXxe OfHOro
pas3a B rof. Hacagky cnegyeT 3aMeHMTb, eCNu BUGpauusa Hacagku He COOTBETCTBYeT 3aaHHOM
yacToTe, annapart pa6oTaeT HeNPaBUNbHO, NpoLeaypa 3aHUMaeT 60Nble BpeMeHU, YeM 06bIUYHO,
WNn pe3ynbTaT He fJOCTUTaeTCs(

OnnTenbHoe Mcnonb3oBaHWe MeAMLUMHCKOTO n3genus «Ha6op HacagoK K MeAULUHCKUM
CTOMATONOINMYECKUM YNbTPa3ByKOBbIM annapaTtaM» MOXeT .NPUBECTW K €ro ecTeCTBEHHOMY
M3HOCY. Mbl HacTOSTENbHO- HE COBETYeM W3MeHATb KOHCTPYKLMWIO Hacagok nNyTeM WX
06TauymBaHuna, crubaHuns UAM, Kakum To ApYyrum cnoco6om.

TPEBOBAHWA K TEXHUYECKOMY OBCYXVBAHWIO 1 PEMOHTY
MEAUNLIMHCKOI O U3AENNSA

Mpu HEO6XOAMMOCTM CBSXKWTECb C NOCTaBLWMKOM MeAULWHCKOTo mn3genusa. He_cnepyert
cfaBaTb MeAMUWHCKOe wW3fenuMe B PEMOHT APYIMM cneyuanucTam, TaK KakK B-.pe3ynbraTte
HEKauyeCTBEHHOro "pPeMOHTa W3fenne MOXEeT MNpefCcTaBfiATb ONAaCHOCTb ANA NOMAb30BaTeNns W
nayneHTOB.

B cnyyae) COMHeHUI CBAXMUTECb C aBTOPM30BaHHbIM MOCTABWMKOM WAM C LEHTPOM
nocnenpogaxHoro o6cnyxunsaHmna SATELEC  www.acteongroup.com

satelec@ acteongroup.com

YCA0BUNA TPAHCINOPTUPOBKW, XPAHEHUNA N SKCIAYATALINA

Y.nakoBaHHY NPOAYKLUWIO CNefyETXpPaHWUTb B CYXOM M YNCTOM MOMELW EHNU, rae
NCKNIOYEHa BEPOATHOCTb NonagaHna NpPpAMbIX CONMHEYHbIX ]'Iy‘-IEVI, BpeAHblX BEWECTB, Bnarn un
Yype3mMepHOro nNoBbiWeHNe TemnepaTtypsl. icnonb3oBaTb cCHavyana NPoAYyKLMNIO C MEHbLI WM
CPOKOM rogHocCTu.

Ycnosusa xpaHeHus
TemnepaTypa OKpyXxatow e’ cpegbl: ot -20°C go + 70°C

OTHOcCuUTenbHasa BnaxHocTb: 10% - 100%, BkAO4Yas KOHAeHcAT
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ATtmocdepHoe pasneHuve: 500 rMa go 1060 rfa
YcnoBsmsa TpaHCNOPTMPOBaHUA

TemnepaTtypa TpaHCNOPTMpPOBaHUA oT -20 o +70 °C
OTHOCUTeNbHAA BNaxHoCcTb Bo3ayxa 10-100 %, Bkato4vasa KOHAeHcAT
ATmMoc(epHoe faBneHue oT 500 rfMa go 1060 rMa

YcnoBua aKenayataumn:

TemnepaTypa akcnayatauum ot + 10 °C go + 40 °C
OTHoCUTenbHada BnaxHocTb: oT 30 A0 75 %
ATmochepHoe ganeHue: 800 rfa go-.1060 rfa

TPEBOBAKHUVA K YTUTN3ALUNN

MepgnuynHckoe wnsgenue «Habop HacajoK K MEAWUWHCKAM CTOMAaTONOTUYECKUM
YNbTPa3ByKOBbIM annapataMm» oTHoewTca K Knaccy b B coorBetcTtBumn-Cc CaHlnH 2.1.3684-21 u
[ONMXHO 6blTb YTUNIM3NPOBAHO B ~COOTBETCTBWW C MNpaBuaaMu, “AeACTBYHOWMMNU B CTpaHe
yTuamsauum nagenuna. Y TMAN3NpyinTe 3arpsi3HeHHble N34eNusa B COOTBETCTBUMN C MECTHbIMU WK
rocyjapCcTBeHHbIMY NpaBuaaMun yrmnmnsaumm 6Monormyeck onacHbIX OTXOL0B.

Mpu yTnusauunmn 3arpA3HEHHbIX YacTeil HafeBanTe nepyaTKu.

Bce ynakoBOYHble MaTepuanbl NMOCTaBNSEMOro U3fenns_He HAHOCAT Bpeda OKpYy>XXatoLlein
cpeae u noanexaTt BTOpUYHO-NepepaboTkKe.

FAPAHTUNHASA MHOOPMALINA

M3rotoBuTenb HECET OTBETCTBEHHOCTb B OTHOWEHWM MELUUWHCKOTO Wu3genuds no
OTCYTCTBUIO Ae(EeKTOB W COOTBETCTBMSA 3afB/NeHHbIM MPOM3BOAUTENEM XapaKTepUCTUKAM, Mpu
CO6NI0AEHUN YCNOBUA.TPAHCNOPTUPOBAHUSA, XPAaHEHUSA M)NPUMEHEHUS.

Ecnu Bac He yAoBneTBOpsAeT JaHHOE MeAMLWHCKOe M3fenne Uan y Bac BO3HWKJMW Xanobbl
Mnn npo6nembl, CBA3AHHbIE C MPUMEHEHNEM MEAULUHCKOTO M3AeNnuns, noxanymncra, EBAXUTECH C
HalwuMm npegcTaBuTenem B Bawein cTpaHe. ,JONONHUTENbHO Mbl MpPOCMM BaC’/ yKasaTb
WAEHTU(PUKALNOHKHHBIA W  CepUNHbIA HOMep MEAWLMWHCKOrO W3[ennsa, CBOK “KOHTaKTHYIO
MHGpOpMaLuio, BKAYaas WMSA UM HoMmep TenedoHa, a TakXe MNOAPOOGHYKH uUHPOpmMayuk o
npo6nemax, ¢ KOTOPbIMU Bbl CTONKHYUCH.

MEPEYEHb MPVMEHAEMBbIX TTPON3BOANTENEM (M3rOTOBUTEJIEM)
MEAVNLMNHCKOIO U3AENUA HALMOHAJIbHbIX CTAHAAPTOB

Mpoun3soAnTenL 3aaBnsfeT, 4TO  MegUHUHCKOe u3sgenne «Habop HEACALOK K MELULUHCKUM
CTOMaTO/0rMYecKUM YNbTPa3ByKOBbIM=@annaparam» oTBeyaeT TpebosaHmam EN [SO 13485,
NONMHBIA-CNUCOK MEX/AYHapoLHbIX TpeboBaHNii NnpefjocTaBndaeTCsq NO 3anpocy.

PEKJTAMALINA

Mpown3soguTens:

SOCIETE POUR LA CONCEPTION DES APPLICATIONS DES TECHNIQUES
ELECTRONIQUE, Societe par-actions simplifiee (O6wectBo n0 paspaboTke NpUNoXeHWA ansa
39NeKTPOHHOW TEXHUKN. AKLNOHEPHOE 06 ECTBO yNPOLWEHHOTO=TKUNa)

17 Avenue Gustave Eiffel Zi Du Phare 33700 Merignac, France

417






[MepeBop, ¢ aHrMIACKOro U hpaHLLy3CKOro 3bIKOB Ha PYCCKMAA3bIK]

[oroTvin: «KAKTEOH»
«CATEJIEK»
Komnanua n3 «<AKTEOH Tpyn»]

[LLITamn: MpocnekT MocTasa diidens, 17 - MpocnekT MNocTtaea Jiitens, 17 - a0 dap, 33700
31 a0 dap MEPVHbLAK - PPAHLINA
33700 MEPUHbAK - ®PAHLNA (17 Avenue Gustave Eiffel - Z1 Du Phare,
Ten.: +33 (0) 556 34 06 07 - dakc: +33 (0) 556 34 92 92 33700 MERIGNAC - FRANCE)

3n. nouta: satelec@acteongroup.com
www.acteongroup.com]

Inodnucbl

-+ AHH Fannap (Yann GALLARD),

Ynpasnsowmin gupektop «®UNAMOAANH» (FINAPOLLINE),

npegcrasnsobiwi «@UHATMONNTNH»MaTepuHCKyto komnaHuto (npesngeHTa) «kAKTEOH» (ACTEON),
KOTOpas cama ABMSETCA MATEPMHCKON koMnaHumen (npesnaeHTom) «CATENEK» (SATELEC)

KOMMAHWSA MO PASRAEOTKE MPUNOXEHWN
ONA 3NEKTPOHHOW TEXHUKMWN, (CATEJEK)
YnpoljeHHoe akLMoHepHoe 061 ecTBO

MpocnekT TtocTaBa Jiicens, 17 - 3 g0 dap -

33700 MEPUHbAK - ®PAHLUNA

[LWramn: AEWCTBUTENBHO AN ¥OOCTOBEPEHWA NOAMNNCH
Ona r-na CKOP, HoTapuyca B . bopao
Bopzo, 20 okTabpsa 2021 r.]

PYKOBOACTBO Mo 3Kcnayataunm
MEOULMHCKOIO n3gennsa
Hab6op HacagoK K MefUUWHCKMM CTOMAaTO/IONMYECKUM Y/1bTPa3ByKOBbIM annapatam

[WHramn: 4, Huxkenognueastumiics r-u CKOAP, [LLramn; Tu6o CHO AP (Thibault SUDRE)
HoTapuyc B r. BopAo, HacTONALMM 3aBepSto Kaponua )KEHCOH (Caroline JEANSON)
MOA/IMHHOCTb BbILIECTOSLEN nognucK UneHsl HOTapuanbHOro ToBapuLLecTsa

r-na AHHA FTANNAPA. Mnacige KnnkoHe, 12(12, Place des Quinconces)
r. BOPAO, 20 okTa6ps-2021 r.] 33000,60P0]

[WHramn: 4, Huxenognucasiuuiics r-i CHOAP, [FlevdaTs: Tv6o CHOAP, uneH HoTapuajbHOro
HoTapuyc B r. bopaoe, HaCTOALLUM 3aBepsato ToBapuuectsa * BOP0]

MOA/IMHHOCTb BbILLECTOALLEN NOANUCK Inodnucbl

r-va AHHA TATIJTAPA.
r. BOPAO, 20 okTabpa 2021 r.]






IMepeBof, faHHOTO TeKCTa BbINOHEH NepeBoAYMKOM CUpoTK1HON Mapueli OneroBHoi

4.

Poccuiickasa ®epepayns

fopos MockBa
MaTHapuaToOro HoA6bpsA ABe ThiCAYN fBaLATb NepBOro roga

[ Axumos ne6 Bopucosuy, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYH- NOLIMHHOCTL MOAMMCH
nepesoaurka CupoTKiHO Mapumn OnerosHb,

Mognveb caenaHa B MOEM NpUCY TCTBUN.

JInyHOCTb NoZMnKMcaBLLEro AOKYMEHT YCTaHOoB/eHa.

3aperncTpuposaHo BpeecTpe: No 77/09 - H/77 - 2021 -
YnnaueHo 3a COBEPLLEHME HOTapuanbHOFE aencTBnsA: 400 py6. 00 Ko

I".B. AKMMOB

[MpOLLHYPOBaHO, NPOHYMEPOBaHO
11 CKpernieHo nevaTbto 14X) mcT(-a,-0B).

N7

HoTapuyc:




