1. Scope and Description.

Sonic tips for dental handpieces Sonicflex 2000/2003, Siroair L, Alegra ST ZE-
55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L in separate packs with auxiliaries have
been designed in compliance with current requirements of safety and quality and corre-
spond to the following standards: Certificate 1SO 13485:2012/AC:2012 No SX

600913740001.

Manufacturer: "Gebr. Brasseler GmbH & Co. KG, Trophagener Weg 25, 32657 Lemgo,
Germany.
Potential risk class of medical product use: 2a.

Sonic tips differ in material used and can be:

- steel sonic tips (steel 1.4034)
- diamond sonic tips (steel 1.4034 with a galvanic deposition of diamond powder on the top

of the working part of the instrument)

Steel sonic tips
according to the working part form may be:

- tapered flat with teeth:

SFS100.000; SFS101.000; SFS102.000 - used for minimally invasive work with bone as part
of surgical and implantological interventions (bone cutting, splitting the alveolar crest, detach-
ing a tooth from its alveolar compartment and extraction) (fig.l);

Fig. 1
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- saucer-shaped:
SFS103.000; SFS 104.000 - used for separation of the sinus membrane in the area of lateral
window, elevation of the sinus membrane (fig. 2):

Fig. 2

-oval:
SFS105.000; - used for separation of the sinus membrane in the area of lateral window, eleva-
tion of the sinus membrane (fig. 3):

Fig.3
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Diamond sonic tips
according to the working part form may be:

- flat with round end

SFS120.000.020; SFS120.000.030; SFS121.000.020; SFS121.000.030; SFS 122.000.020;
SFS122.000.030 - used for surgical lengthening of dental crown without folding back of the
flap (fig.4):

Fig. 4

SF20.000; SF21.000 - used for retrograde root canal treatment, preparation of the cavity
(% 5)

Fig. 5
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- cylinder:

SF979.000.012; SF979.000.014; SF979.000.016; SF8979.000.014; SF8979.000.016 - used for
preparing a tooth for crowning. Accurate positioning, polishing of the preparation margin

after treatment with rotating instruments in the appropriate form, interdental preparation.

(fig.6)

Fig. 6

SFS95.000.018 - used for implantology and creating an implant bed (fig.7)

Fig. 7
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-round
SFS109.000.025; SFS109F.000.025 used for lateral bone window preparation at open sinus
lift (fig.8):

Fig. 8

- tapered flat:

SFDIF.O00; SFD2F.000; SFD3F.000; SFD4F.000; SFMIF.O00; SFM2F.000; SFM3F.000;
SFM4F.000; SFD7.000.1; SFD7.000.2; SFM7.000.1; SFM7.000.2 - used for interproximal
surfaces preparation; separation of teeth prior to the preparation of teeth under crown;
smoothing transitions interproximal preparation limit when working with the cavity; the inter-
proximal excision of enamel as part of orthodontic treatment (fig. 9)

Fig. 9
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-bud
SF66.000; SF69.000 - used for root canal access eavity preparation (fig. 10):

Fig. 10

-flame

SF862.000.014 - used for preparing a tooth for crowning; accurate positioning, polishing of
the preparation margin after treatment with rotating instruments in the appropriate form, in-

terdental preparation, (fig.l 1)

Fig. 1
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- tapered
SF67.000; SF68.000; SF70.000 - used for root canal access cavity preparation (fig. 12):

Fig. 12

SF849.000.009 -used for the preparation of fissures, for example, preparation with fissure

sealing (fig. 13)
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Fig. 13
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SF8850.000.016 - used for preparing a tooth for veneer; finishing subsequent to the tooth
preparation for veneers, identical in the form of rotating instruments (fig. 14)
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Fig. 14

SFSI10.000 - used for preparation of the bone in medial and distal directions when expanding
the alveolar crest (fig. 15)

Fig. 15
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SFS99.000.014; SFS99.000.018; SFS99.000.021; SFS99.000.024; SFS99.000.027;
SFS99.000.030; SFS99.000.033; SFS99.000.036 - used for implantology and creating an im-
plant bed (fig. 16)

Fig. 16

SF847KR.000.016 - used for preparing a tooth for crowning; accurate positioning the polish-
ing of the preparation margin after treatment with rotating instruments in the appropriate
form, the interdental preparation (fig. 17)

Fig. 17
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-torpedo:
SF8878KD.000.018; SF8878KM.000.018 - used for preparing a tooth for crowning; accurate

positioning the polishing of the preparation margin after treatment with rotating instruments
inthe appropriate form, the interdental preparation (fig. 18)

mN7

Fig. 18

SFI7.000; SF16.000 - used for retrograde endodontic root canal treatment; cavity preparation

(fig. 19)
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SF55.000 - used for retrograde root canal treatment, for opening and boring of excessively
bent canals (fig. 20)

Fig .20

SF56.000; SF57.000 - used for retrograde root canal treatment, determining and formation of
access to the root canal (fig. 21)

Fig. 21
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Auxiliaries
Set 4602 000 including:
1) Cooling adaptor for sonic tips (SF 1979.000) - 1 pc;

2) Mounting wrenc (566.000) - 1pc. (fig. 22)

Fig. 22

Cooling adaptor for sonic tips (SF1979.000) (fig. 23):

Fig. 23
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Rinse adaptor for cooling adaptor (SF1977.000) (fig.24):

Fig. 24

Rinse adaptor for the reprocessing for sonic tips (SF1978.000) (fig. 25):

Fig.25.
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Mounting wrench (566.000) (fig. 26)

Fig. 26

Sterilization container (9952.000) (fig. 27)

Fig.27
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1. OnucaHue N Ha3Ha4vyeHwue.

Hacaflku 3BYKOBble K HaKOHe4YHWKaM cTtomaTonormyeckum Sonicflex 2000/2003, Siroair L,
Alegra ST ZE-55RM/BC, Synea ST - ZA 55, Synea ST - ZA 55 L, B OTAeNbHbIX YNaKoBKax
C NPUHAANEXHOCTAMM  pa3paboTaHbl B COOTBETCTBUWU C COBPEMEHHbIMW TpeboBaHUAMMU
6e30MacHOCTM M KayecTBa M COOTBETCTBYIOT cnegywoumm craHgaptam: Ceptudgukar 1SO
13485:2012/AC:2012 No SX 600913740001.

Mpoussogutens: Gebr. Brasseler GmbH & Co. KG Trophagener Weg 25, 32657 Lemgo,
Germany.
Knacc noTeHUManbHOro pucka NnpuMeHeHns MeguULMHEKOro U3genus: 2a.

Hacaakun 3ByKOBble pasznuyatTca No Matepuany, MOryT ObiThb:

- cTasbHble (CTanb Mapku 1.4034)

- CTanbHble C anMasHbiM NokKpbiTUem (CTtanb Mapku 1.4034 c ranbBaHWYECKUM OCaXAEHUEM
a/IMa3HOro NOpoLIKa Ha BEPXHEN, paboyeli YaCcTu MHCTPYMEHTA)

Hacagka cTanbHas
no hopme paboyein 4aCTU MOXeET ObITb:
- KOHYCHas nnockas ¢ 3y6unkamu:

SFS100.000; SFS101.000; SFS 102.000 - ncnonb3yetcs 415 MUHUMaNbHO MHBA3WBHON paboThbl C
KOCTbIO KaK 4acTb XWUPYPruUyeckKMxX W WMMNAHTONOTMYECKUX BMeLLaTeNbCTB (pacnuinsaHue
KOCTW, pacliernsieHne KOCTHOro rpebHdA, oTaeneHne 3yba OT anbBeosibl M Ae/IMKaTHOE ero
yaaneHue). Puc.1:

Puc.1
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- bnroaueobpasHas:

SFS103.000; SFS 104.000 - ncnonb3yeTtcs ans oTcnanBaHus CANM3NCTON B 061aCTU naTepanbHOro
OKHa, NOAHATUSA CAN3UCTON nasyxu. Puc.2:

Pnc.2
- OBaJibHaA:

SFS105.000 - wcnonb3yeTcad ANA OTCNaMBaHWA CAWU3UCTOM B 06/1aCTM faTepasbHOr0 OKHa,
MOAHATUA CNM3UCTOM Nasyxu. Puc.3:
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Puc.3

Hacagka cTanbHas ¢ ailMa3HbIM HamnblEHNEM
no oopme paboyeit 4acTU MOXET ObITb:

- MN0CKas CO CKPYTNEHHbIM KOHUYMKOM:

SFS120.000.020; SFS120.000.030; SFS121.000.020; SFS121.000.030; SFS122.000.020;
SFS122.000.030- ncnonb3yeTcs Ans XMPYpPruyeckoro yannHeHUs KOPOHKOBOM yacTu 3yba 6e3
OTKMAbIBaHNA NOCKyTa. Puc.4:
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Puc.4

SF20.000; SF21.000 - wucnonb3ykTCca ANa PeTporpagHoro 3HAOLOHTMYECKOrO JieYeHus,
npenapuposaHne nosocTun. Puc.5

Puc.5
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- UWMNVHAPUYECKas:

SF979.000.012; SF979.000.014; SF979.000.016; SF8979.000.014; SF8979.000.016 -
MpenapupoBaHne 3y6a Mof KOPOHKY. TO4YHOE NO3WLUOHMPOBaHWE, MOAMPOBAHME TpPaHULbI
npenapupoBaHns nocne 06paboTKM BpaLAlOWMMUCA WHCTPYMEHTaMi COOTBETCTBYHOLLEN
(hopmbl, Mex3y6Hoe npenapmpoBaHue. Puc.6

Puc.6

SFS95.000.018 - ncnonb3yetcsa 4NA UMMNAAHTONOMMKA, CO34aHNA f10XKa ANA uMnaadTaTa. Puc.7:

Puc.7
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LLIApOBMAHAS:

SFS109.000.025; SFS109F.000.025 - wucnonb3yeTtca Anda npenapuvpoBaHUsA natepasibHOro
KOCTHOIr0 OKHa rnpu OTKPbITOM CUHYC-NUTUHre. Puc. 8:

Pnc.8
- KOHYCHada nnockas:

SFD1F.000; SFD2F.000; SFD3F.000; SFD4F.000; SFM1F.000; SFM2F.000; SFM3F.000;
SFM4F.000, SFD7.000.1; SFD7.000.2; SFM7.000.1; SFM7.000.2 - wcnonb3yetca Ang
npenapupoBaHns  MexX3y6GHbIX  MOBEPXHOCTER;  cemapauus  3y60B,  npepBapstoLias
npenapupoBaHue 3y60B MOJ KOPOHKY; CriaxunBaHWe MepexoioB MHTEPNPOKCUMAbHbIX FpaHuL,
npenapupoBaHns Npu paboTe C NONOCTbIO; MHTEPMPOKCMMANbHOE MCCEYEHUS IManN Kak YacTb
OpPTOAOHTUYECKOTO NleyeHmns. Puc.9:
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SF66.000; SF69.000 - nucnonb3yetrca And npenapuvpoBaHMsA MOSOCTU [OCTyMNa K KOPHEBOMY
KaHany. Puc. 10:

Puc.10
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- NnameBngHaA:

SF862.000.014 - wucnonb3yetrca [Ans npenapupoBaHus 3yba No4 KOPOHKY; TOYHOe
no3uLMOHMPOBaHNE, NOAMpoOBaHMWe  rpaHuubl  npenapupoBaHns  nocine  06paboTku

BpaLLatoLLMMNCA WUHCTPYMEHTAMW COOTBETCTBYHOLWEA (OPMbI, MEX3yOHOE npenapupoBaHme.
Puc. 11:

Puc.11

- KOHYCHas:

SF67.000; SF68.000; SF70.000 - ypcnonbsyetcs Ans npenapupoBaHMs MOMOCTM AOCTyna K
KOpHeBOMY KaHany. Puc. 12:

Puc.12
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SF849.000.009 - wucnonb3yetcsd Ana 06paboTkyM uccyp, Hanpumep, npenapupoBaHue npu
thrccypHoM 3aneyvaTbiBaHUK. Puc. 13:

Pnc.13
SF8850.000.016 — ucnonb3yeTca Anga  npenapupoBaHua 3y6a nojd BUHUPLI, (QUHMNLWASA

06paboTka, nocnegytollasa 3a npenapuposaHvem 3yba nof BMHUPbLI, UAEHTUYHLIMW NO (opme
BpalaroLwmuMmca NHCTpymeHTaMn. Puc. 14:

Puc.14

SFS110.000 - wcnofb3yeTca A4 MpenapupoBaHMa KOCTUM B MefuasibHOM W AUCTalbHOM

HanpaBNeHUsAX NPU pPaclUMpPeHNN anbBeONSPHOro rpedHs. Puc. 15:
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Punc.15

SFS99.000.018; SFS99.000.021; SFS99.000.024; SFS99.000.027,

SFS99.000.014;
UMMNaHToN0rnuN,

SFS99.000.030; SFS99.000.033; SFS99.000.036 - wcnonb3yetca Ans
co3faHuns noxka Ana mmnnaHrtara. Puc. 16:

Puc.16

SF847KR.000.016 - wucnonb3yetcs fAna npenapupoBaHus 3yba noj KOPOHKY; TOYHOe

Nno3nLUNOHNPOBaHNKe, nonmpoBaHune rpaHunubl npenapupoBaHmns nocne 06paboTKM
BpaLalWwMMnNCca MHCTPYMEHTaMM COOTBETCTBYHOLWEN (HOPMbl, MeX3y6HOe mnpenapnpoBaHue.
Puc. 17:

11
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& n

Puc.17
TOopnefoBUAHAN:

SF8878KD.000.018; SF8878KM.000.018 - wucnonb3yetca [ANA npenapupoBaHus 3yba Mog
KOPOHKY, TOYHOEe MO3MUMOHMPOBaHMe, MOMNPOBaHME TrpaHuLbl MpenapupoBaHUs nocre
06paboTKM  BpallalOWMMUCA  MHCTPYMEHTaMW  COOTBETCTBYIOLWEN  (OopmMbl, MeX3ybHoe
npenapuposaHue. Puc. 18:

Puc.18
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SF17.000, SF16,000 - wcnofb3yetcA A4 PeTPorpagHoro 3HAOLOHTUYECKOrO  fleYeHus,
npenapuposaHne nosioctun. Puc. 19:

Puc.19

SF55.000 - ncnonb3yetca A4aa peTporpagHoro sHAOAOHTUYECKOro fNeYeHus, ANd OTKPbITUA ©
pacTtaumBaHusa Ype3BblYaliHO N30THYTbIX KaHanos. Puc.20:

Puc.20
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SF56.000; SF57.000 - wucnonb3ylTcA A8 PeTporpagHoro  3HAOAOHTMYECKOro fiedeHus,
onpeaeneHns n POpMUPOBaHNA BXOa B KOPHEBON KaHas. Puc.21:

Puc.21
MpUHAANEXHOCTK

1 Hab6op 4602 000, B cocTaBe

- aflanTep ANA OXNaXAeHus 3ByKOBbIX Hacagok (SF 1979.000) - 1wt

- KNOY MOHTaXHbIW A9 YCTaHOBKM HacafKu Ha HakoHeyHMK (566.000) - 1wrT,;

- WHCTPYKLWA MO NnpuUMeHeHuto - 1wT. Pnuc.22:

14

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Puc.22

2. ApanTtep gns oXnaxpaeHus 3ByKOBbIX Hacafok (SF1979.000). Puc. 23:

Puc.23

3. TlMepexogHWK ANs NpoMbiBaHUA agantepa ans oxnaxaeHuns (SF1977.000). Puc.24:

Puc.24

4. Tlepexo4HUK AN NpoMbIBaHMA 3BYKOBbIX Hacagok (SF1978.000), Puc.25:
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Puc.25

5. KN4 MOHTaXHbI AN8 yCTaHOBKWM HacaAkn Ha HakoHeyHUK (566.000). Puc. 26:

Pnc.26
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5 KoHTeiiHep ana ctepunmsaunm UHCTpymMeHToB (9952.000). Puc.27:

Puc.27
Ha3HaueHuMe n o6nacTb NPUMeHeHNA

Hacagkv  npefHa3HayeHbl A1 COBMECTHOIO  WCMOMb30BaHWA  C  HAKOHEYHMKamu
ctomatonornyeckmmu Sonicflex 2000/2003, Siroair L, Alegra ST ZE-55RM/BC, Synea ST - ZA
55, Synea ST- ZA 55 L p[gna Xupypruyeckoro, petporpagHo - 3HAOLOHTMYECKOrO,
OPTOLOHTMYECKOro N OPTONEANYECKOro JIeYeHUs CTOMATONOrMYecKnx 3abonieBaHuni.

MakcumanbHas ocuuanupytolas 4yactoTa, NpyM KoTopol paboTaroT Hacafku, coctasnset 6000
Mpu,.

[aHHOe MefuMUMHCKOe un3genne OTHOCUMTCA K rpynne wusfgenuii ana npoeccroHanbHoro
ncnonb3oBaHua. lpefHa3HayeHO [ANS  COBMECTHOrNO WCMNOJ/Ib30BaHWS C  HaKOHeYHWKamu
cTomatonorndeckumm Sonicflex 2000/2003 (PY ®C Ne 2005/390. 11.03.2005), Siroair L (PY
®C3 Ne2012/11494), Alegra ST ZE-55RM/BC (PY ®C Ne2005/981), Synea ST- ZA 55 (PY ®C
Ne2005/980), Synea ST- ZA 55 L (PY ®C Ne2005/980) ans Xupypruyeckoro, peTporpagHo -
9HAOAOHTMYECKOr0, OPTOAOHTMYECKOr0 W OPTOMEeAMYEecKOro  /ieYeHUs CTOMATONOrMYEeCKUX
3abonesaHnii. O61acTbi0 €ro MeAULUHCKOrO NMPUMEHEHUS ABNIAETCA CTOMATO/ONMS.

2. MoparoToBKa K pa6oTe 1 NopsfoK pa6oTsl

NHCTPYMEHTbI YNaKOBbLIBAIOTCS HECcTepunbHO. [leped MNepBbIM W KaXAblM MNOCNAEAYHOLUM
MCNONb30BAHNEM WHCTPYMEHTbI CleAyeT AesuHOULMpoBaTb, UUCTUTb W CTEPUNN30BATh.
Mpouedypa YMCTKM W CTepunusauuMu onucaHa B NyHkTe 9. [Je3anHdekuus, 4ymucTka wu
cTepununsayus.

NHCTPYMEHT cneayeT BKPYTWUTb B Y3€1 KPEMJEeHUS HaKOHeYHMKa CTOMATO/IOFMYEcKOro npu
MOMOLLM AMHAMOMETPMYECKOr0 KNtoua Ao enyka. MpusegnTe Hacaaky B AelCTBUE A0 TOr0 Kak
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