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®EAEPAABHAA CAVAKBA T1O HAASOPY B COEPE SAPABOOXPAHEHWMA
(FGW&BHW@F}

PEI‘HCTPALIPIOHHOE VﬂOCTOBEPEHHE
HA MEAWLIHHCKOE U3EJIME
ot 13 centsOps 2011 rona Ne @C3 2011/10411

A Ha MeanumHCKOe H3IETHE

.  bpexersr u npucnocobaenus 118 GOpMHPOBAHHA OPTOAOHTHYECKHX ANNAPATOB,
| € NPHHALIEKHOCTAMH

| Hacrosuwee perneTpalHOHHOE YAOCTOBEPEHHE BBLAAHO

| "Xanwkoy Hlnnee Oprosjontux HMpoaakre Ko., Jra.", Kuraii,

| Hangzhou Shinye Orthodontic Products Co., Ltd., No.1032 Tongyi Rd, Gongshu
. District, Hangzhou, China

[ponssoautens

"Xanwxoy Wnnse Oprogontuk Mpoaaxre Ko, JIta", Kuraii,

'\ Hangzhou Shinye Orthodontic Products Co., Ltd., No.1032 Tongyi Rd, Gongshu
| District, Hangzhou, China

MecTo npoH3BOACTEA METHLIMHCKOTO H3aeus
No.1032 Tongyi Rd, Gongshu District, Hangzhou, China

Homep peructpaumonioro aocse Ne 22405 or 15.06.2011

|\ Bua MeAHUHHCKOTO H3ASIHA -

' Knace noTeHUHANBHOTO PHCKA NPHMEHEHHA MEIHIHHCKOrO H3e/11A 22

Koza Obwepoccniickoro kraccHpukaTtopa NnpoayKiHK U MeIHIIHHCKOTO H3nenus 94 3830

2 " Hacrosmee PETHCTPALHOHHOE YIOCTOBEPEHHE HMEET NMPHIOKEHHE HA 4 nuerax

npukaszom Pocsnpaenansopa ot 13 centabpa 2011 rona Ne S3€8<

| npukasoM ot 23 uions 2014 roga Ne 4402 o samene
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QEAEPAABHASA CAYJKBA T10 HAASOPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

s

MPUJIOKEHHE

KPETHCTPALHHOHHOMY YAOCTOBEPEHHIO
HA MEAHWLUHHCROE U3AEJIHE

ot 13 cenabpsa 2011 roza Ne ®C3 2011/10411

Ha meauunnckoe uigenue

Bpekers n npucenocofaennn s GopMUPOBARKA OPTOIOHTHYECKHX ANNAPATOR, ¢
NPHHALTEKHOCTAMMN:

I. Bperersl;

- bpexeTe «Crannapr» (Standart) - METANANYECKHME, KOMIIOIHTHBIC, KEPAMHYECKHE, CanpHpoBsIE,
CAMOIIMTHPYHOILIME, © OQHOH CETKOM, ¢ ABOIHHOI ceTKOH, ¢ 1a3¢pHOI MAPKHPOBKOH, ¢
BEpTHRAIBHEIM nazom: Pot, Ponkonn, MBT, Dukyaiic, Lletaun, Anbneps, Bu-Ilumanwnn,
Mukponporpeccus. berr.

- bpeketw «Jloy [Npodaiiny (Low Profile) - MeTaninueckue, KOMNOIHTHBIE, KEPAMHYECKHE,
candipoBbie. CAMOAMIHPYIOLLHE, ¢ OAHOH CETKOMH, ¢ ABOHHON CETKOH, © NatepHOH MapKHPOBKON, ¢
BepTHEaIbHBIM nasom: Pot, Ponkonn, MBT, Dakyaiic, Leraun, Aasnepn, bu-Ilnmanwna,
Mugponporpeccus, berr.

- bperersl «Muanys (Mini) - METANIHYECKHE, KOMINOZHTHBIE, KEpaMHUeckne, candupossie,
CAMOMIHPYIOLIME, € OHOH CETKOM, ¢ ABOHHOMH CETKOM, C Na3epHOH MAPKHPOBKOM, ¢
sepruKkanbHeiM nazom: Pot, Ponkonu, MBT, Daxyaiic, Lletann, Aneneph, bu-Jlumanwnn,
Muxkponporpeccus, berr.

- bpexersl «Munn Jloy [podgaiins (Mini Low Profile) - meTananueckue, KOMNOZHTHBIE,
KepaMuueckue, canupoBbie. CAaMONHIHPYIOILHE, C DAHOH CETKOR. ¢ ABOHHON CETKOI, € nasepHoi
MapKHPOBKOH, ¢ BEPTHRANBHBIM nazom: Pot, Poukonn, MET, Dnsyaiic, Lletauu. Anenepn, bu-
Ansanwnn, Mukponporpeccus, berr.

- bpekets «Musm» (Mim) - MeTanIHUecKHE, KOMNOIUTHBIE, KEpaMMUECKHe, canupoBsie,
CAMOJIMTHPYIOLIHE, € OIHOH CETROH, ¢ ABOHHON CETKOH, € NA3epHOH MAPKHPOBKOH, €
pepTHKanbHbIM nazom: Por, Ponkonn, MBT. Daxcvaiic, Lletaun. Ansneps, bu-Jlumanina,
Mukponporpeccue, berr,

- bpekernt « Tpancmuuny (Transmission) - MeTaNIHYECKHE, KOMNOIMTHBIE, KEPAMHHECKHE,
canupoBkie, CAaMOIMIHPYIOLUIHE, ¢ OAHOI CETKOH, ¢ ABOITHOR ceTKOi. ¢ NazepHoil MapKHPOBKO#. ©
BEPTHRAALHBIM nazom: Por. Poukonu. MBT, Daxkyaiic, Lletnun, Ansnepr, bu-Aumanwna,
Mukponporpeccus, berr,

- bpexets Ha nepebie monapet (st Molar Bondable) - meTananyeckue, KOMNO3HTHbIE,
KEpaMHUeCKHe, candHposkle, CAMONHTHPYIOLIHE, C OAHOM CeTKON. ¢ ABOHHOI ceTKoi, ¢ nasepHol
MApKHPOBKOH, ¢ BepTHKaNLHBIM nazom: Pot, Ponkonn, MBT, Dmxyaiic. Lletann. Aasnep. bu-
Humanwna, Mukponporpeccus, berr.

2. OPTOAOHTHYECKHE LY TH:
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OEAEPAABHAS CAYJKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHWA
(POC3APABHAA3OP)

MPUJIOYKEHUE

RPETHCTPALUIHOHHOMY YAOCTOBEPEHHIO
HA MEZAAHWLIMHCROE U3/IEJIME

ot 13 cenTnbpsn 2011 ronza  Ne @®@C3 2011/10411

G00MHaX. CO CTOMOPAMH, C FCTETHYECKHM NOKPLITHEM, C DENBIM NOKPHITHEM, C TOPKOM,
peBePCHBHBIE, THHIBANBHBIE, C MIATHHOBOH nponopuueii, ¢ audipepeHuHpoBaHHON Harpy3Kkoil.

- TepmansHble HHKENL-THTAHOBBIE: KPYFIOTO H NPAMOYFONLHOTO ce4eHHil, npedopMHpoBaHbIe, B
npyTkax, B 500HHaX. CO CTONOPAMH, € FCTETHUECKHM NOKPBITHEM, C GelbIM NOKPBITHEM, ¢ TOPKOM,
PEBEPCHBHEIE, IHHIBA/ILHBIE.

- CraneHble: KpYrioro 0 NpAMOYIOALHOTO Ce4eHHIl, npe(opMUpOBAHHBIE, B NpyTKax, B Ho6HHaX.
€0 CTONOPAMH, € ICTETHYECKHM NOKPLITHEM, C BEbIM NOKPLITHEM. C TOPKOM, ¢ 2-M# NETAAMM, ¢ 4-
MA NETAAMH, CO CTONOMKAMH, THHIBANBHBIE, 3-X HHUTEBBIE, 4-X HUTEBBIE, 5-TH HUTEBLIE, H-TH
HHTEBBIE, 7-MH HHTEBLIE, 8-MH HHTEBLIE, ABCTPAIHHCKHE, KOMOHHHPOBAHHBIE,
TepMooOpaboTaHHbIe.

- TepmanbHbie CTANBHBIE: KPYFIOTO W NPAMOYIOABHOTO cedeHHil, npedopMHUpOBaHHBIE, B NPYTKAX,
B GOOMHAX. €O CTONOPAMHM, € ICTETHYECKHM MOKPBITHEM, © OE/LIM NOKPBITHEM, € TOPKOM, C 2-M3
NETAAMM, € 4-M5 NETAAMH. CO CTONOHKAMM, IHHTBANBHBIE, 3-X HHTEBLIE, 4-X HHTERbIC, 5-TH
HUTEBHIE, 6-TH HUTEBLIC, T-MH HHTEBBIE. 8-MH HUTCBBIE,

- beta-tHTaHoBBIC: KPYFAOID H MPAMOYFOILHOO CEMEHHA, NPeOPMHPOBAHHBIE, B NPYTKAX, B
DOOMHAX. CO CTONOPAMH, € ICTETHYECKHM NOKPLITHEM. ¢ DebIM NOKPEITHEM, € TOPKOM, € 2-M3
NETIAMM, € 4-MA NETAAMM, PEBEPCHBHBIE, TMHIBANLHBIE, 3-X HUTEBbIE, 4-X HUTEBLIE, 5-TH HHTEBBIE,
6-TH HHTECBBIE, 7-MH HHTEBbIE, 8-MH HHTEBLIE, YHHBEPCAlIbHBIE,

- Hukenb-ko6anbToBbIE: KPYII0ro H NPAMOYIONLHOTO CeveHHil, npedopMHPOBAHHEIE, B NPYTKAX, B
DOOHHAX, CO CTONOPAMK, € FCTETHYECKUM MOKPBITHEM. ¢ GEbIM NOKPLITHEM, ¢ TOPKOM, © 2-M#
NeTAIMM, € 4-MA NETNAMM, CO CTONDHKAMM, THHIBANBHBIE, 3-X HHTEBLIE, 4-X HATERHIE, 5-TH
HUTERBLIE, H-TH HHTEBLIE, T-MH HHTEBBIE, E*MH HHTEBLIE.

3. OprogoHTHYecKHue DaHlarHBIe KONbLUA;

- Bepxuas 4en0cTe: Ha peslisl, HA KAbIKH, Ha |-ii npemonap, Ha 2-ii npemonap. Ha |1-€ MoaApsl, Ha
2-€ MOJAPBL, C AHHIBaNbHLIM 3AMKOM, C 3aMKOM 114 HeOHOro Grorens, ¢ IMHIBaibHbIM KPIOYKOM, ¢
HIEYHBIMH TPYOKaMHK ¢ 1-M OTBEPCTHEM, € LEYHBLIMK TPYOKaMK ¢ 2-MA OTBEPCTHAMH, C LIEYHBIMY
TPYORAMH € 3-MA OTBEPCTHAMM.

- Huacngs 4emocTe: HA pe3usl, Ha KNsIKY, Ha 1-it npesonadp. na 2-A npemonap, Ha |-e Monapel, Ha
2-¢ MOApPBL, € TMHIBANBHBIM IJAMKOM, € 3aMKOM 118 HeGHOro Grorens. ¢ JIMHrBATLHEIM KPIOUKOM, ©
HieYHbBIMH TPYOKaMK € |-M OTBEPCTHEM. ¢ WEYHBIMK TPYOKAMH ¢ 2-MA OTBEPCTHAMK, ¢ LLEYHBIMH
TPYOKAMM € 3-MA OTBEPCTHAMH.

4. OpTOAOHTHUECKHE LIEUHBIC TPYOKH-3AMKH:

- Bepxuas 4emocTs: Ha ceTke, Ans naiku, Ha |- MonAapbl. Ha 2-¢ MONADRkaknl M OTBEPCTHEM, ¢ 2-
MA OTBEPCTHAMHK, € 3-MA OTBEPCTUAMM, KOHBEPTHPYEMbIE, HEKOHBEPTUPYEMEIE, €y
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GEAEPAABHAA CAVKBA T10O HAA3QOPY B COEPE 3APABOOXPAHEHIMA
(POC3APABHAA3OP)
NMPUJIOYKEHHUE AN

KPETHCTPALHIUOHHOMY YZIOCTOBEPEHHIO
HA MEAWLUUWHCKOE U3AEJIHE

ot 13 centsnbps 2011 rona N ®C3 2011/10411

Juer 3

JBOAHOH CETKOM, € NA3EPHOH MAPKHPOBKOH, CAMOIHIHPYIOLLHE, DEIHHKENEBHIE, IHHIBABHBIE,
Por, Porkonn, MBT, Dmkyaiic, Lieraun, Ansnepu, bu-dumanwnn, Mukponporpeccus.

- HuikHan YemocTh: Ha ceTKe, AnA nafku, Ha |-e Moaapel, Ha 2-e Monape ¢ 1-M oTBepcTHEM, ¢ 2-
M$t OTBEPCTHAMM, € 3-MA OTBEPCTHAMH, KOHBEPTUPYEMbBIE, HEKOHBEPTHPYEMBIE, ¢ OIHOM CeTKOM, ¢
ABOHHOR ceTKOR. ¢ Aa3epHON MAPKHPOBKON. CAMONHUIHPYIOWHE, Ge3HHKeNEBbIE. THHIBANbHBIE,
Pot. Ponkonn. MBT, Dmkvaite. Lletaun, Aneneph. bu-/lnmsHiwnn, MukponporpeccHs.

5. llpyKHHb:

- HA CHATHE: HHKEIb-THTAHOBBIE, CTANBHBIE, B NPYTKax, B G00HHaX, 415 MHKPOBHHTOB, 118
cenapawmm.

- Ha PACTAMKEHHE: HHKENb-THTAHOBLIE, CTANLHLIE, B MPYTKAX, B O00MHAX, 113 MHKPOBHHTOR, AN
cenapaum,

6, CTONOpLI: YHHBEPCANILHBIE, NPAMOYTONBHBIE, KPYFIbie, Npasbie, epble, T-00paizubie,
WAPUBHIAHBIE, C XYKOM, MHKPO, ¢ KPHOYKOM.

7. Ksaaxeanukcst,

3. HeDHble Grorean: Me3HaibHBIi, AHCTANLHBIH.

9. BuHTBI: pacluHpaiolUHi, CTAMMBAIOLLHA, CEKUHMOHHBIH, XaHpekca, bepronu, ayroobpaineii,
BeepooOpaHblii, Manbiii, cpeanni, Gonbwoi, yraosoi, npamMoi.

10. OnopHble BHHTBI: CTANBHBIE, THTAHOBBIE, ATHHHBIE, KOPOTKHE. ] f
1. JInHreanbHele KHONKM: Ha CeTKE, ANA NAMKE, ¢ YIWKOM, METAANTHYECKHE, KEPAMHYECKHE, C N
METACH, ¢ KPrOYKoMm,

12, Kprovkn: J-Kproukn, SKCTRY3HOHHBIE, ¢ LENIOUKOR,

13, Jlurarypa:

- METAITHYECKAN: ATHHHARA, KOPOTKaA, npedopMHpoBaHHad. KoOasiK, B HoOHHaX; it
= METAMIHMECKAR C NOKPLITHEM: JUTHHHAA, KOpPOTKaA, npedopmuporanHan, kobaswm, B GobuHax. A\
14, Petefinep: AMHrBaNLHBIH. o
L5. IpukycHble niacTHHSL

16, Perpakropel, (OTOPETPAKTOPLI: BIPOCIbIE, ACTCKHE, AATEPANbHBIE, LUEYHbIH, FTYOHOH 1 V7
LIEHHBIA, FYOHOT A36IKOBOH M WeYHBIA, THHIrMBAABHEIH, 29 (hoTOrpadMpoBaHnn, YHUBEpCAIbHEI. || \
7. JluHreansHbiil KPIOMOK: KOPOTKHIL, ANHHHBI. |§ :
18. JIuHreanbHbIi 3aMOK: € XYKOM, §e3 XyKa. KOpPOTKHit, ANHHHbI.

19. Knamepa: Anamca, nyroyatsie: 0.6 mm, 0.7 sm, 0.8 mm, 0.9 mmt, Imm, 1.2 mm.

20. OproaonrHyeckas nposonoka: 0,6 mm, 0,7 mm, 0,8 mm, 0.9 mm, Imm, 1,2 mm, | :I.-_'-
21, Jluratypnas nposonoka: 0,2 mm, 0,225mm, 0,25 mm, 0,275 mm, 0,3my N
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PEAEPAABHAS CAYABA 11O HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

K PETUCTPALIHOHHOMY Y/IOCTOBEPEHHIO
HA MEJULIMHCKOE U3EJIUE

or 13 centsibpn 2011 rona N ®C3 2011/10411

TIOAYLWIKE, THIATYPa Ha CIIHLE, THraTYPa HA MOAYAE, YNACTHYHAR TArA, Leno4Ka, HHT.

23, Buepotoseie npuenocofnenms:

- JInuespie Ayru: WeHHOE KPEenaeHme, roNoBHoe KpenieHue, YHHBEpCaibHbie,

- Jlnuessie Macku: peryanpyemas, GHUKCHPOBaHHAA, MPOTPAKUMOHHAS, PEBEPCHEHES.

- ['vGHo# Gamnep.

- Kpennenua: wedHoe, ronosxoe.

- 3aMoK 13 HeDHOro BIorens: ¢ KPIOYKOM, Ge3 Kplouka.

- Yaweuka 1159 noabopoaoHHOR npausm.

- NoabGopoaounas npawa: peryaupyemas, GpuxkcHposaHHas.

- Cunoeoi Moy b,

24, OKKAOIMOHHBIE HAKNAAKH.

25, POTauMOHHBIE NOAYLLIKH.

26. MHCTPYMEHTBI: KyCauKH AMCTANbHBIE, KYCAUKH AR JHIATYP, KYCAYKH A8 AYF, KYCAUKH A5
NPOBOAOKH. WHILE 418 GOPMUPOBAHNA NETE b, WHMLLL 118 paGoTsl © AyFramH, WHNLBE 215
paboTsi co cronopamu, wunusl Hance, wmnuel 478 GopMupoBaHua TOpKA, WMNLL 113 CHATHS
KOJELL. IWHNLBL 208 YCTAHOBKM AYT, WHNLs! 414 u3rnba ayr, winus Befinrapaa. wsnust 118
(popmuposanna OMera neTens, WHNLE YHHBEPCAIBHBIE, LWUHMLB! 1118 CENapaLHOHHBIX KONew,
LUHILGT 108 YCTAHOBKH LEYHBIX TPYOOK, WHNLL! A8 CHATHA DPeKeTOB (NPAMBIE). LUKMLbE 408
cHATHA OpekeTos (DokoBbie), WHNULE IHMAA, WwHNus Aaepepa, wnust e Jla Poca, utunus:
Teuaa. wunus Mersio. wmnusl Cmaxa. wunus: xapabaxa. HHCTPYMEHT 415 CHSTHA anreivsa,
HHCTPYMEHT 1A HMITAHTATOR, HHCTPYMENT 108 (POPMHPOBAHKSA YT, NHHUET A48 paboThl ¢
OpexeTamu (NpaMoit ), nuHLEeT 408 paboTh ¢ Gpexetamu (0GpaTHbINA), NUHLET 17 WeYHbIX TPYGOK
(NpAMOit). NMHLET 408 WeYHBIX TPYDOK (0BpaTHLI), NO3HUHOHEpP. KPIOYOK, CKalep, TAKep, Takep
APAMOH, WTPHINCOAEPHKATE b, MOCKHTBI, LWUTPHICE!, GOpBI, AMCKH, (pesbl, HACANKH, TEPMO-CTHKEP.
TepMO-Cnpei.

HpunamnesHocTh:

I. Moacraska AN MHCTPYMEHTOB.

2. boKe: Ana XpaHeHHs KOAell 1019 XpaHeHHa OpeKeTos.

3, Matepuan A8 no3MMoHHpOBanuA GPEKeTOB: NPO3patHblil. UBETHOM, MATKHI, JkecTRil: V2, |
MM, LY MM, 374 mm. T/8 mm, 2 M, 3 MM, 4 mim.

4. bpeker-nporexTops - 2 wWwr.

5. Caenounble A0KKH: NIACTHKOBLIE, METANIHYECKHE - 4 1T,
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[Ipukazom ot 23 mons 2014 roaa Ne 4402 o 3amene aunymeﬂ
Poccuiickoit ®enepanun.
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