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OEAEPAABHAA CAVZKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHWA
(POC3APABHAA3OP)

PETHCTPALIHOHHOE YAOCTOBEPEHHE
HA MEAUUHHCROE U3AEJIUE
or 13 centnbOpn 2011 ronza Ne ®C3 2011/10411

| Ha mMeanumHcKoe H3zeame
| bpexers: u npuenocobaenus 118 GOPMHPOBAHKS OPTOIOHTHHECKHX ANNAPATOB,

C NPHHALICAHHOCTAMH

Hacrosiuee perncTpallHOHHOE YAOCTOBEPEHHE BbLAAHO

"Xanuxoy lnnse Oprogontux Mpoaaxre Ko, JIra.", Kuraii,

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

Ilpoussoauntens
"Xanuxoy Wunse Oprogontuk [posaxre Koo, JIta.", Knraii,

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

MecTo npoH3BOACTBA MEIHLIHHCKOTO H3AeNHs
No.1032 Tongyi Rd, Gongshu District, Hangzhou, China

Homep perucrpaunortioro aocee Ne 22405 or 15.06.2011

- Bua MeaMuMHCKOro Hienus -
. Kzacc noTeHUHANBHOTO PHCKA IPHMEHEHNS MEIHLHHCKOTO H3eNua 2a
. Kox OBiepoccuiickoro kraccHduKaTopa npoayKiH# /Ui MeIHIHHCKOro Hiaeaus 94 3830

2 ‘ Hactosmee PETHCTPALHOHHOE YIOCTOBEPEHHE HMEET NMPHIOKEHHE HA 4 ancrax

™ npukasom Pocsapapnansopa ot 13 centadpa 2011 rona Ne 5§€8°
| | npukasom ot 23 uions 2014 roga Ne 4402 o zamene 3

| JonyIIeHo K o0palleHuio Ha TeppuTopiu Poccuiickoii Def |

Bpuo pykosoaureasn ®eaepaabnoii cayxin 45 ] ‘gmk -
no saasopy B cdepe 3apapooxpaHeHus W, e M Mypawko |
vy 0009314 |




GEAEPAABHASA CAYKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

MPUNIOKEHHE
K PETMCTPALIHOHHOMY Y/I0CTOBEPEHHIO
HA MEJMLIMHCKOE U3/EJIUE

or 13 centadpsa 2011 roaza  Ne ®C3 2011/10411
Jer 1

Ha meauuuHckoe ninenue
bpexerst n npuenocobaenns 1as GopMHpoBaHNH OPTOAOHTHYECKHX ANNAPATOB, €
NPHHALIEKHOCTAMN:

|. bpexkers:

- bpexetwl «Crannapr» (Standart) - METAANHYECKHE, KOMMOZHTHBIE, KEPAMHYECKHE, can(pHpoBbIE,
CAMOUIMTHPYIOLLME, © OAHOH CETKOM, ¢ ABOAHOI CETKOMH, ¢ Aa3¢PHO# MAPKHPOBKOH, ¢
BepTHEAIbHBIM nazoM: Por, Poukonun, MBT, Dukyaiic, Lletaun, Aneneps, bu-Jlumaniwnn,
Mukponporpeccus. berr.

- bpeketw «Jloy [Npodaiiay (Low Profile) - MeTaninueckne, KOMNO3IHTHBIE, KEpaMHYECKHE,
candipoBbie. CAMOAMIHPYIOLLHE, ¢ OAHOH CETKOMH, ¢ 1BOHHON CETKOH, © a3ePHOH MapKHPOBKOH, ¢
sepTHRansieiv nazom: Por. Ponkonn. MBT, Dukyaiic, Lletaun, Aasnepu. bu-Ilnmanwnn,
Mukponporpeccus, berr.

- bpexersl «Muan» (Mini) - METANIHYECKHE, KOMNOIHTHBIE, KepaMuueckue, candupossie.
CaAMOJHIMPYIOUIME, € OIHOH CETKOM, ¢ ABOHHOMH CETKOM, ¢ Na3epHOH MAPKHPOBKOM, ¢
BepTHKanbHeiM nazom: Pot. Ponkonu, MBT, Daxyaiic, Lletaun, Aabneph, bu-/lumanwnn,
Mukponporpeccus, berr.

- bpexersl «Munn Jloy [podaiinn (Mini Low Profile) - meTananyeckue, KOMNO3HTHBIE.
Kepamuyeckue, candupossie, CamMOIHIHPYIOLLKE, © OAHOI CETKOH, ¢ ABOHHOMN CETKOM, ¢ Aa3epHOi
MapKHPOBKOH. ¢ BepTHKanbHbIM nasom: Pot, Poukonn, MBT, Dnxvaiic, Lletanu, Aneneps, bu-
Anmvanwnn, Mukponporpeccus, berr.

- bpekerst «Mum» (Mim) - MeTanInueckne, KOMNO3UTHBIE, KepaMuieckue, canmposbie,
CaAMOJTHIHPYIOULHE, ¢ OJIHOH CETKOH, ¢ ABOAHON CETKOH, ¢ Na3epHOi MAPKHPOBKOH, ¢
BepTHKaIbHBIM nazom: Por, Poukonn, MBT. Dacyaiic, Lletann, Ansneps, bu-JIumaniuna,
Mukponporpeccue, berr.

- bpekerst « Tpancmuny (Transmission) - MeTaIHYECKHE, KOMNOIHTHBIE, KEPAMHHECKHE,
candupoBbie, CAMONHTHPYIOLLHE, ¢ OAHOH CETKOH, ¢ ABOIHON CETKOMN, € Na3zepHOil MapKHPOBKOH, C
BepTHRAALHBLIM nazom: Pot, Poukonu, MBT, Dakyaiic, Lletnun, Ansneps, bu-Aumaniuna,
Mukponporpeccus, berr,

- bpexetw Ha nepebie moaaps (1st Molar Bondable) - meTanauueckue, KoMNo3nTHeIe,
KepamHyecKHe, canupoBssle, CAMOAHIHPYIOLIHE, ¢ OAHON CeTKOM, ¢ ABOHHOM CeTKOM, C Na3epHOH
MAPKHPOBKOH, ¢ BepTHKANLHBIM nazom: Pot, Ponkonn. MBT. Dnkyaiic. Lletann. Aasneps. bu-
Humanwnn, Mukponporpeccus, berr.
2. OPTOAOHTHYECKHE AYTH:

- HUKeNs-THTAHOBBIE: KPYTIOTO H NPAMOYTOJLHOIO CeYEHH, npeg

[pukasom ot 23 mions 2014 roaa Ne 4402 o samene AoTyIEHS
Poccuiickoit ®enepaumn.

Bpuno pykooaurenn Mexepanbroii cayxib
1o HAA30pY B edepe 3apaBooOXpaHeHHs
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OEAEPAABHAS CAVKEA 11O HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

NIPUNIOYKEHUE
K PETHCTPALIUOHHOMY Y/1OCTOBEPEHHIO
HA MEAWLIMHCKOE U3EJHE

or 13 centnbps 2011 rona  Ne @C3 2011/10411

G00MHAX, CO CTONOPAMH, C ICTETHYECKHM NOKPBITHEM. € BE/BIM MOKPBITHEM, C TOPKOM,
peBepCHBHBIE, THHIBA/IbHBIC, C IIATHHOBOM nponopuseii, ¢ andipepeHunpoBaHHON Harpy3Koi.

- TepManbHble HUKENb-THTAHOBLIE: KPYTIOT0 ¥ NPAMOYFO/ILHOIO CeYEHH, NpedopMHUPOBAHHBIC, B
npyTKax, B G00HHAX. CO CTONOPAMH, C ICTETHHYECKHM NOKPLITHEM, C GEbIM NOKPBITHEM, C TOPKOM,
PEBEPCHEHEIE, THHTBA/IbHBIE.

= CranpHpie: KpYrioro M NpAMOYrOAbLHOTO CeMeHHil, npedOpMUpPOBAHHBIE, B NpYTKaX, B 600HHaX,
€0 CTONOPAMH, € ICTETHYECKHUM NOKPLITHEM, C GE/bIM NOKPLITHEM. C TOPKOM, ¢ 2-M# NETAAMH, € 4-
MA NETIAMH, CO CTOAOHKAMM, THHIBANLHBIE, 3-X HUTEBEIE, 4-X HUTEBBIE, 5-TH HUTEBLIE, 6-TH
HHTEBBIE, 7-MH HHTEBbLIE, 8-MH HHTEBLIE, ABCTPATHHCKHE, KOMOMHHPOBAHHbBIE,
TepmoobpaboTaHHbIE.

- TepmanbHbie CTaNBHBIE: KPYIIOrO M NPAMOYIOABHOTO cedeHnil, nped)opMHUPOBaHHBIE, B NPYTKaX,
B GOOMHAX, CO CTONOPAMH, € 3CTETHYECKHM NOKPBITHEM, © OENbIM NOKPBITHEM, ¢ TOPKOM, € 2-M5
NETAAMM, € 4-M5 NETAAMH, CO CTONOHKAMM, IMHTBANBHBIE, 3-X HHTEBBIC, 4-X HHTERbIC, 5-TH
HUTEBBIC, 6-TH HHUTEBLIC, 7T-MH HUTEBLIE. B-MH HUTCBBIE,

- beta-THTanoBBIE: KPYIAOro M MPAMOYFOJLHOIO CEMEHHHA, NPEOPMHPOBAHHBIE, B NPYTKAX, B
DOOMHAX. CO CTONOPAMHM, € ICTETHYECKHM NOKPBLITHEM. ¢ OeABIM NOKPBITHEM., € TOPKOM, ¢ 2-M4
NETIAMM, € 4-MA NETAAMH, PEBEPCHBHBIE, TMHIBANLHBIC, 3-X HHTEBbIE, 4-X HUTEBLIE, 5-TH HHTEBLIE,
6-TH HHTEBBIE, 7-MH HHTEBbIC, 8-MH HHTEBLIE, YHHBEPCAIbHBIE.

- Hukenb-k06anbTOBbBIE: KPYIIOro H NPAMOYIONBHOTO CEYEHH, Nped)OpMHPOBAHHLIE, B NIPYTKAX, B
DOOHHAX, CO CTONOPAMHK, € ICTETHYECKUM NMOKPBITHEM. ¢ GE/IbIM NOKPLITHEM, ¢ TOPKOM, € 2-MA
NETAAMM, ¢ 4-MA NETAAMM, CO CTONDHKAMH, IHHIBaAbHBIE, 3-X HUTEBbIe, 4-X HUTEBbIE, 5-TH
HUTEBbIC, O-TH HUTEBLIC. T-MH HHTEBLIC, 8-MH HHTEBLIE.

3. OprogoHTHYecKue faHaakHble KObLA:

- Bepxuas 4enocTs: Ha pestibl, HA KABIKH, Ha |-ii npemonap, Ha 2-# npemonap, Ha |-€ moaspsl, Ha
2-€ MOJSPBL, C AHHIBAILHLIM 3AMKOM, € 3aMKOM 113 HeDHOro Drorens, ¢ IMHIBabHBIM KPIOYKOM, ¢
HIEHHBIMH TPYOKamu ¢ 1-M OTBEpCTHEM, © LIEYHBIMK TPYOKaM#K © 2-MA OTBEPCTHAMH, C LICHHBIMM
TPYOKAMH € 3-M3 OTBEPCTHAMM.

- HuacHas 4emocTs: Ha pe3usl, Ha KBk, Ha 1-# npemonap. Ha 2-A npemonap, Ha |- Monapel, Ha
2-¢ MOJAPbL. € THHIBAILHBIM 3AMKOM, € 3aMKOM 118 HEOHOro BIOrens, ¢ JIHHIBAILHBIM KPIOMKOM, C
LEYHBIMH TPYOKaMM ¢ 1-M OTBEPCTHEM. C LLEYHbIMKH TPYOKAMH C 2-MA OTBEPCTHAMM, € LEYHBIMH
TPYOKAMH € 3-MA OTBEPCTHAMM.

4. OpToAOHTHYECKHE WEHHBIC TPYOKH-3aMKH:

- Bepxuas 4emocThb: Ha ceTKe, A8 Naiku, Ha |-¢ MONAPLIL, HA 2-€ MOJIA Dkt

MA OTBEPCTHAMH, € 3-MA OTBEPCTUAMH, KOHBEPTHPYEMbIE. HEKOH BTN

[Iprkasom ot 23 mions 2014 roga Ne 4402 o 3amene gonyimenh
Poccniickoii ®enepaunn.

Bpuo pykosoaurean ®eaepaabnoii ciy#obl
10 HAA30pY B cepe 30paBoOOXPAHEHHS

v ‘_;__w'-w Wﬂw “*w-*E?" '@ﬂw*




~ e~ TR T R T i R — m—r -
oY Lk o R ety ! W = % U S R [ S AR o ¢ ¥
N | et/ | o i N : o = L " u s : o

\_,____,@.AAQL e S A B A B A D A.-m_,!‘
GEAEPAABHAA CAYKBA 110 HAASOPY B COEPE 3APABOOXPAHEHWMA '

(POC3APABHAA3OP) p=

: MPHUJIOXXEHHUE

. K PETHCTPALIHOHHOMY YAOCTOBEPEHHIO -
’ HA MEAWULUHCKOE U3AEJIHME e
g or 13 cenrsbps 2011 rota N ®C3 2011/10411 Vs

Juer 3 [

ABOHHOH CETKOM, C NA3EPHOA MAPKUPOBKOM, CAMOHIHPYIOWIHE, OE3HHKENEBBIE, IMHIBANbHBIE,
Pot, Poukonn, MBT, Duskyaiic, Lletaun, Ansneps, bu-Jumaniuna, Mukponporpeccue.

: - HukHan 4entocTs: Ha ceTke, s naiku, Ha |-e Monapel, Ha 2-¢ MOonApkI ¢ 1-M oTBEpPCTHEM, € 2-
'\ | M# OTBEPCTHAMM, € 3-MA OTBEPCTHAMH, KOHBEPTHPYEMBIC, HEKOHBEPTHPYEMBIE, C OAHOM CETKOH, ¢
L ABOIHOA CETKOM. © Ja3epHOH MapKHPOBKOH, CAMOIUIHpYIOUIHe, Oe3HHKEAEBbIE, THHIBAIBHBIE,
Pot. Poukonu. MbBT, Dmkvaiic. Llerann, Ansnepu. bu-/lumanunn, Mukponporpeccus.

3. HpysKuHb:

- HA CAATHE: HUKEIb-THTAHOBbIE, CTA/IBHBIE, B NPYTKax, B 600HHaX, 415 MHKPOBHHTOB, 115
CEnapaLMH,

- Ha PACTAMKEHHE: HUKEb-THTAHOBBIC, CTANLHLIE, B MPYTKaxX, B 000HHAX, 115 MHKPOBHHTOR. 414
cenapaum,

6, CTONOpbI: YHHBEPCANLHBIE, NIPAMOYTONbHEIE, KPYTibie, npasbie, nesbie, T-00pasHbie,
WAPOEHIHBIE, € XYKOM, MHKPO, € KPHIYKOM.

7. Ksanxeanmkes!.

8. HebHble Grorenn: Me3HaibHbli, AHCTANLHBIH.

9. BHHTHI: pacluHpsiolUMiA, CTAMMBAIOLIKIA, CeKUHOHHBIH, Xalpekca, bepronu, ayroobpasHeii,
Beepoo0pa3Hbii, Manbii, cpeanni, GoNbLWIOH, Yra0BO#H, NPAMOil.

10. OnopHbie BUHTBI: CTANbHBIE, THTAHOBBIC, JTMHHBIC, KOPOTKHE.

1. JIuHreanbHele KHONKH: Ha CETKe, 1A NAHKE, C YILKOM. METANTHYECKHE, KEPAMHYECKHE, C
MEeTAeH, ¢ KPHOUKoM.

12, Kprovkn: J-Kprovku, SKCTPY3HOHHBIE, C LEAOMKO,

13, Jlurarypa:

- METAAHYECKAN: IUTMHHEAR, KOPOTKad, npelopMHpOBaHHas. KoOasluu, B HoOHHax,

- METAIIHMECKAR C MOKPBITHEM: JTHHHAA, KOPOTKaA, npedopmupoBantan, kobasiu, B GobuHax. |
14, Pereitnep: AMHrBanbHBIN.
15, IpuKyCHBIE NAACTHHDI. |
16. Perpaktopbt, GOTOPETPaKTOPbI: BIpOCbIE, AETCKHE, JaTepanbHbie, WevHbii, ryOHO#H 1 |
e HBIH, TYOHOH A3bIKOBOH M WEYHBLIA, THHIMBANbHBIA, A48 doTorpadmposanma, YHHBEPCaNbHbIH.
17, JlunrsanbHbii KPIOMOK: KOPOTKHIH, AAHHHBL.

18. JIMHreansHBi 3aMOK: ¢ XYKOM, D€3 XyKd, KOPOTKHIt. A THHHbIH. R
19. Kaamepa: Anamca, nyrosuateie: 0,6 mm, 0.7 mm, 0.8 mm, 0,9 M, Imm, 1.2 mm. j;.
20. OpronoutHueckas nposonoka: 0.6 mm, 0.7 mm, 0.8 ma, 0.9 mam, Imm, 1.2 mm, /7
21. JlwraryphHas npoeonoka: 0.2 mm., 0,225mm, 0,25 mm, 0,275 Mm, 0,3my L\ i

S W g

P

NI L ANT P

Hpuxasom ot 23 mons 2014 roga Ne 4402 o 3amene sonye; Ary ek
Poccuiickoii denepatmn.

Bpuo pykosoaureas ®exepaabHoii cymib
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®EAEPAABHASL CAYKBA IO HAA3OPY B COEPE 3APABOOXPAHEHWMS
(POC3APABHAA3OP)
MPUJIOYKEHHUE
KPETHCTPALLIHOHHOMY YAOCTOBEPEHHIO
HA MEAULIUHCROE U3AEJNIHUE

or 13 cenrsbpn 2011 rona  Ne @C3 2011/10411

N A

Juer 4 |

h 4
MOAYIIKE, THraTypa Ha CHLE, THraTypa Ha MOAYAE, 1aCTHYHAR TATA, UeNOYKa, HHTE. fb _
23. Buepotossle npucnocobneqns: !l
- Jlnuesbie ayru: weiHoe KpenieHne, roloBHOE KPenieHue, YHUBEpcaibHbie, ; =
- JMuesbie Macku: peryaupyemas, HHKCHPOBaHHAs, MPOTPAKUHOHHASA, PEBEPCHBHAS. |
- ['yBuoil Gamnep. RN
- Kpennenua: weiHoe. roaosxoe. li > !
- JamMoK 418 HeDHOTO Bloresis: ¢ KPIOYKOM, Ge3 Kprouka. |
- Yaweyka 219 noaGopoaoHHON npauM. !’
- NoaGopoaounan npauwa: peryaupyemas, GPUKCHpOBaHHAS. Wa((
- Cunosoi Moy b i
24, OKKAO3HOHHBIE HAKNAAKH. o
25, PoTauMoHHBIe NOAYILKH. '? :
26. MHCTpYMEHTBI: KYCauKH AMCTANbHBIC, KYCAYKH A8 JHIATYP. KYCAYKH A0 AYF, KYCAUYKH 415 ¥ 7
NPOBOAOKH. WHNLLE 418 GOPMUPOBAHNA NETEb, WAL 118 paGoTsl C AyramH, WHNLL 215 |} ' \.
paboTel co cronopamu, wwnusl Hance, wwnusl 418 GopMUPOBAHHSA TOPKA, LML 113 CHATHA ]§ -
KOJELL IWHIMUE! 208 YCTAHOBKM AYT, WHNLL! 414 w3rnba ayr. wnnue Befinrapaa. wsnus: aas T
(popmuposanns Omera neTenb, WHNLLI YHHBEPCAbHbIC, WHMLbI A1 CeNapauHOHHbLIX Kone, l}
LUHTTLBT 1A YCTAHOBKH IUEYHBIX TPYOOK, LWHNLUB! A1 CHATHA OpeKeTOB (MpAMBIE). LLHTILUbE 478 i
cHATHA OpexeTos (Gokosbie), wHnubl IHras, wunust Agepepa. wunust de Jla Poca, wmnust | L
Tenaa, wunus Mersio, wmnusi Cmaxa, wunus bkapabaxa. HHCTPYMEHT 415 CHATHA anreiusa, rb ;
HHCTPYMEHT 1A UMILIAHTATOB, HHCTPYMEHT 148 (JOPMHPOBAHMA YT, NHHUET AA8 paboTel ¢ l' i

OpexeTamu (NPAMOi). KT 148 paGoTsl ¢ Hpexkeramu (0GpaTHI), NUHUET 417 WeHbIX TPYGOK |; 7
(NPAMOI), MMHLET An8 WevHbIX TpYOoK (oOpaTHbIi), NOZMUHOHEP, KPIOHOK, CKanep, Takep, Takep i
NPAMO#, WTPHNCOAEPKATE b, MOCKHTBI, LWUTPHNCHI, GOPBI, AHCKM, Ppesbl, HACAAKH, TEPMO-CTHKEP. a\
TepMO-ClIpeH. ' ;

MpunannexnocTy: ; .

I. MoacTaska 1158 HHCTPYMEHTOB. 74
2. BOKC: Ans XpaHeHHs KOAeLl, 1710 XpaHeHHA OpeKeToR. RS
3, Marepuan 1948 NO3MUMOHHPOBAHNA OPEKeTOB: MPOIPAYHLIA. UBETHOM, MAMKHIA, HeCTRWI: 2 , | } :

MM, Ve MM, 374 mm, T/8 mm, 2 MM, 3 MM, 4 M. a
4. bpeKeT-npoTexKTops - 2 WT. 5
5. Ceno4HeIe A0KKH: NNACTHKOBbLIE, METANIHYECKHE - 4 WT. l f'

[lpukasom ot 23 mions 2014 roaa Ne 4402 o 3amere fonyies
Poccuiickoit ®enepanun.

Bpno pyxosoantean Menepaibroii cayxdbt
no Haazopy B cepe 3apasooxpaHeHus




