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1. UHCcTpyKIMM /11 TOJIBb30BaTe N s

1.1 PyxoBoACTBO NOIB30BATEIS

Hepej:[ HCIIOJIBb30BAHUEM BHHUMATCIBHO HpO‘IHTaﬁTe JaHHOC PYKOBOJCTBO, YTOOBI

H30eXKaTh HEMPABUJIBHOC MCIIOJIB30BAHHUE U y6epe% U3aCJIUME W II0Jb30BATCIA OT

MOBPEXKICHUMN.

1.2 IleneBoii moaB30BaTEIb

I[aHHOG HU3ACIINE MPEAHA3HAYACTCA JIsI CTOMATOJIOIOB M IMI€PCOHATIAa ¢ MCANIIMHCKHUM

00pa3oBaHuEM.

1.3 Onucanue cUMBOJIOB

CJ'IG,E[YIOH_II/IG CHUMBOJIBI MOTYT BCTpPE€YATbCs B JaHHOM PYKOBOJACTBE M Ha neioe

HU3ACIIUA WM Ha €ro akceccyapax. HEKOTOPBIG CHMBOJIEI 0003HaYal0T COOTBETCTBUE

CTaHJapTaM IIpH UCIIOJIb30BaAHUUN U3OCTINA.
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JlarHoe MemuuuHCKOe u3nenne coorBercTByeT Jupektise EC «o

MEIUIMHCKUX n3nennsax» 93/42/EEC..
JlaTa mpou3BoacTBa.
[IpousBoaurens

O6opynoBanue 00IIero Ha3HAYCHUS

BprisrozamuieHHbi B 000pyA0BaHUS
Hcnonbe3yercst TONBKO B TOMEICHUH
[TepemeHnHBIif TOK

CepuiiHblii HOMEp

[Ipumeuanue

Tun B paboyas gacTp

IMPABUJIA YTUIN3ALWUU: He yTunu3upoBaTh JaHHOE U3/EIIHE, KaK
HEOTCOPTHPOBaHHEIC OBITOBBIC 0TXOBI. Heo0x01MMO cOOMpaTh TaHHBIC OTXOJBI

OTACJIBHO OT OCTAJIbHBIX COINIACHO CIICIIHaJIbHbIM TpeGOBaHI/ISIM 110 yTUJIU3alluu.

OOpatuTech K pyKOBOJICTBY / OyKIIETy



1.4 Knaccudukanms

1.4.1 O6opynoBanue Knacca II;

1.4.2 Pabouue vactu Tuma B.

1.5. Ha3nauenne MeIUIIMHCKOTO U3IEIUS

HAns  momaum  JBMOKYIIEH  MOIIHOCTH K  HAKOHEYHUKY  OOpMamiudHbBl B
CTOMATOJIOTHYECKOW JOUarHOCTUKE, NpU JIEYEHWH U OIlepalusax B TOCHUTAIAX U
KIIMHUKaX POTOBOM II0JOCTH.

1.6. YcnoBus nmpuMeHeHUs

Hcnonp3yeTcst B MEAMIIMHCKUX YUPEIKIACHUSAX.

1.7. O6macts mprUMEHEHHS

Cromaromnorusi.

1.8. TloreHIMaabHbBII MOIL30BATEID

Wzgenuss MOTYT HCIOJB30BaTh TOJNBKO CTOMATONOTH W KBATM(HIHUPOBAHHBIN
CTOMATOJIOTHYECKUN TIEPCOHAN, U3yYUBIINN PYKOBOJICTBA MO UCTIOIB30BAHUIO.

1.9. Tokazanus

Ucnonp3yeTcs 1uid mojauu JBMKYIIEH MOIIHOCTH K HAKOHEYHUKY OOpMAaIIuHbI.

1.10. IIpoTruBomnoKazanus

OTCYTCTBYIOT.

1.11. TToGouHbIe nEWicTBUS

He BbIsIBIECHBI.

1.12. Pucku npuMeHeHus: METUIIMHCKOIO U3AEIHs

B nponecce aHanu3a puckoB ObUT CliesIaH BBIBOJI, YTO 3TO U3JEJIME C HU3KUM PUCKOM
U 4TO JIOOBIE CYLIECTBOBABLIME PUCKH ObUIM yCTpPaHEHBI [IOCPEACTBOM HCHBITAHHS
0€30MacHOCTH, MPaBWJIBHOIO  IMOAOOpa  MaTepUAOB, W  WHCTPYKIHHA  TIO
HCIOJb30BaHUIO. DTO MOATBEP)KAAETCS HECKOJIBKUMM TOJAaMHU PBIHOYHOIO OIbITA C
MUHUMAaJbHBIMU JKaJI00aMHW M OTCYTCTBHEM CEpbe3HbIX TpaBM. Kpome Toro,
MEJMLMHCKUE HCCIEeOBaHUs, BBINOJHEHHBIE C NPUMEHEHHEM YCTpPOWCTBa, HE
OOHAPYXWIIH CePhE3HBIX TPAaBM W IMOKAa3aJId BBHICOKUU YPOBEHb YCHEIIHOCTU. Takum
obpaszomM, uznenue 6e30macHo.

2. be3onacHOCTDb M NpeAyNpexIeHus

2.1 O6uras napopmanus

Ilepen xaxapIM HCIHOJIB30BAHUEM I10JIb30BAaTENIb JOJDKEH YOEIUThCS B TOM, YTO
U3JIeNTUe UCIIPABHO M UCTIOIB3YETCS B MIPABMIIBHBIX YCIOBHSIX.

JlaHHOe u3/enMe CIPOEKTUPOBAHO Ui MCIOJIb30BaHUS B CTOMATOJIOTHH, K paboTe C
HUM MOXeT OBITh JONYyIIEeH TOJbKO MEAWLUMHCKUI nepcoHain. Jlroboe npyroe
WCIOJIb30BaHUE HE JTOYCKAeTC .



2.2 lleneBoe Ha3HAYCHUE

«lleneBoe Ha3HAYCHHE» BKIFOUYACT CIEAYIOIINE WHCTPYKIIMH IO WCIOJIB30BaHUIO U
TapaHTHIO TOTO, YTO BCE IPOBEPOYHBIC U CEPBUCHBIE PAOOTHI OBUIH BBHITIOIHEHHI.

2.2.1 VYcraHoBKa, AOpaOOTKH, HACTPOHKH, HM3MEHEHUS WM PEMOHT IOJKHBI
MPOU3BOIUTHCS KBATM(UIIUPOBAHHBEIM TEXHUKOM. OOs3aTeNbHO Tepes] YCTaHOBKOU
obopynoBanusi yOenurech B KBAIM(HKAIMM  MEAWIMHCKOTO TEXHUKA  WJIH
TUCTPUOBIOTOpPA, KOTOPBI TMpeyiaraeT BaM ToBap. B cimydae eciau Bce BhIIIe
OTIMCaHHBIC JICHCTBHS OBLTH BBHIMIOJIHEHBI TEXHUKOM 0O€3 JIMIIEH3HUHU, TO MPOU3BOIUTEIh
CHHMAaET BCE TapaHTUIHBIE 0053aTEeILCTBA 110 U3/ENHUIO.

2.2.2 PaGora ¢ wu3nenveM HOJDKHBI BBIINOIHATHECS B COOTBETCTBUM C JAHHBIM
PYKOBOJICTBOM.

2.2.3 PaboThl MO 4YHCTKE W OOCITYXMBAaHHUIO H3ZENUs HEOOXOIUMO BBITIONHATH B
COOTBETCTBUH C JAHHBIM PYKOBOZCTBOM.

2.3 IlpenynpexaeHns

2.3.1 He yrunusupyite u3zeius, KOTOpbIe UCTIOIb3YIOT 3JEKTPUIECTBO, KaK OBITOBBIE
OTXOJIbI, WCIIOJNB3YUTE CHENUATbHBIE METOJBl [0 YTHIW3AIUM WIH CIIy>KOBI T10
YTHIM3AIUHN JTAHHBIX u3AeNui. CBSOKUTECh C MECTHBIMH YIPABISIONUMU OpPTaHAMH
JUISL TIOJTy4eHMsI MH(OPMAIIMKM OTHOCUTENIBHO CITYKO I yTUIIU3alUU JaHHBIX WU3JIEITHH.
B cmywae ecnm  u3menws, KOTOPBIE UCIOJNB3YIOT — JIIEKTPHUYECTBO,  OBLIH
YTHWJIM3UPOBAHEI BMECTE C OBITOBBIMU OTXOJAMH, CYIIECTBYET PUCK TOTO, YTO MOXET
MPOU30MTH yTEYKa OMACHBIX BEIIECTB B TPYHTOBYIO BOJY W TOMACTh B MUIIY, YTO
MOJXKET B CBOIO OUYEPE/Ib HAHECTH BPE]] 3A0POBBIO.

2.3.2 WV3penmue He  TOAXOMUT IS WCIIONB30BaHHUS B NPUCYTCTBUH
JIETKOBOCIUTAMEHSIOIINXCSI aHECTE3UPYIOIIUX CMECEH ¢ BO3AYXOM HIIH C KUCIOPOIOM
HITH 3aKUCBIO a30Ta.

2.3.3 Tlonp3oBarento 3ampemiaeTcss MBITATECS CHATh HAKOHEYHHK JI0 TIOJTHOH
OCTaHOBKH MOTOpA.

2.3.4 3anpeiaercs cMa3blBaTh MUKPOMOTOP MACJIOM, HEJb3s YTOOBI MACJIO MMOIaiaio
BHYTPb MUKPOMOTODA.

2.3.5 3ampermaercst HCIOIb30BaTh XUMHUYECKUE IE3HHDUIMPYIOIINE CBOHCTBA.

3. Buemnmnii Bujx

\( )

Puc.1 Ilnara ynpaBnenus Puc.2 Mukpomotop u xabenb



4. Texunueckue XapaKTepUCTHUKHU

Cucrema: Cucrema BEKTOPHOIO YIIPAaBICHUS
Tun: Becmierounsiit MoTop
CKopoCTh BpalieHusI: 2,000 — 40,000 06/mMuH
Kpyramuii MoMeHT: 3.4HcMm

Mo1HOCTh Ha BXOJE: [Tepemennsiit Tok 24B ~ 26.8B
ym: <60xb

Hcrounuk ceera: Ceetoauon (Oenblii CBET)

Tun coequHeHus: ISO-E

KomnuecTtro da3s: 3

MouHocTs: 50 Bt

BericoTa ocu BpauieHus: 52 MM

Tun ocu: ACUHXpOHHbBIE

CoeaHUTENBHBIN Kabelnb MEKpPOMOTOPA

JlnuHa He Gonee 1000 mm
Macca 200 r
Anantep

JlnHa 180%220 mm
Macca 200 T
Perynarop ckopoctu

["aGapursr 120x190 mm
Macca 150
IMepexmrouarens peBepca

lMaGapuTtsr 130%170 Mm
Macca 250r
Kpennenus nanenu

["aGapuTtsr 120x110 MM
Macca 3001

5. Ycii0Bus TPAaHCIOPTHUPOBKH, XPAHEHHUSA M IKCILIYyaTALMH
Temneparypa paboueit cpeapl:--------- 40 ~+70 C°
OTHOCHTENbHAS BIAKHOCTD: ---====--- 10% ~ 100%

ATtMmocdepHoe TaBlIeHHE: -------------- 50Kmna ~ 106Kma



6. PykoBoacTBo mo padore

Ipumeuanue: [ TaHHOTO 3IEKTPUIECKOTO MOTOPa PYKOBOACTBO 10 paboTe
SIBIISIETCS] TAKUM K€, KaK U PYKOBOJACTBO 10 pabOTe BO3LYLIHOTO MOTOPA.

6.1 CHumuTe MOTOp M3 Jepxkareis s HAaKOHEUHUKOB Ha CTOMAaTOJIOTHYECKOM
YCTaHOBKE, HOXXMUTE Ha IeAajlb YIPaBICHUA, dIEKTPUUECKUM MOTOp JOJKEH HayaTb
paboTaTh, JOIKEH BKIFOUUTHLCS CBET HA MOTOPE;

6.2 IloBopauuBas KHOIKY HACTPOMKU CKOPOCTH, Bbl MOXKETE€ HACTPOUTH CKOPOCTb
BpaineHus B quamnazone oT 2000 o6/mun 10 40000 00/MuH.

6.3 MI3MeHATh HallpaBICHUs BPALLEHHsI MOKHO IEPEKIIIOUEHUEM KHOIIKU «PEBEPCY.
IIpenynpe:xaenne: Huxorna He mnbiTaliTech INOMEHATh HAIpaBlICHUE BpallleHHUE
MOTOpAa, KOIZla OH paboTaer.

7. Texuuueckoe 00CJAy:KUBAHNE, PEMOHT, OUMCTKA

7.1 TexHuueckoe OOCIy’)KUBAHHE M PEMOHT MOXET BBIIONHATb  TOJBKO
MOJTOTOBJICHHBINH KBATU(HINPOBAHHBII IEPCOHAL.

7.2 B exenHeBHOE OOCIyKHBAHUE BXOAUT YUCTKA MOTOpA B KOHLE paboudero JHs
JEe3UH(UIMPYIOINM  CHHPTOCOACPXKALIUM pAacTBOPOM, COAEPKaHWE CHHpPTa B
pactBope He Oonee 2,5% no AJIB.

IIpenynpexaenune: 3anpeliaercs MCHONb30BAHUE MNEPrUAPOS WM MOXOXKHX
Je3UH(UIMPYIOINX CPEACTB. 3alpemiaeTcsi CMa3blBaTh MOTOP MACIOM WM JPYTHMHU
MIOOpPUKAaHTaMHU, 3TO HEUCIPABHO MPUBEIET K MNOCIEAYIOIIEH MOJIOMKE MOTOpa,
KOTOPBIN He Oy#eT MoyIekaTh TapaHTHHHOMN 3aMeHe.

7.3 Tlocne AAMTENBPHOTO HCIONB30BAHUSI PEKOMEHIYEM IPOHU3BOAUTH 3aMEHY
CBEMHBIX PE3UHOK U MPOKIAJIOK.

IIpumeyanue: MoTop Henb3sl CTEPUIN30BATh B aBTOKIIABE.

IIpumeuanue: 3amperieHo UCIOIb30BaTh XUMUKATHI U1l YUCTKU MOTOPA.

8. MapkupoBka

5 Hercury I\nmm \l_ul | SN

Cromaronornveckiii GecLuero bl 2eKTpHYecKHil MoTop

Guangdong Harmonic Medical Co., Ltd

“ The Third Floor A,Building Nan,No.9 of North
Park East Road,Shishan Town,Nanhai District

Tepesennui Tox: 24B-26 8B; 60B1 1A E

Foshan City,Guangdong,China, 528225

9. Komiiekranus
Cromatosiormueckuil 6eCIETOUHBIH IEKTPUIECKUIl MOTOP B KOMILJIEKTE:

Muxkpomorop: 1

—1ity’ la



[Tnara ynpasneHus: 1

CoeauHUTENBHBIN KaOeh MEKPOMOTOPA: ----------=---= 1
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Perynsatop ckopoctu: 1

=

[epexmrouatens peBepca: 1
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Kpemnenwus: ----- 1
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PykoBOiCTBO MO 3KCIUTyaTalluy : ----- -- 1

10. Crepuausanus, ne3uH@exuus

YCTpOWCTBO TIOCTABISAETCA HE CTEPWIBHBIM M He TpeOyeT Ne3nH(EKIUu mepe
MPUMEHEHHEM.

11. T'apanTHiiHbIe 00513aTEJILCTBA

[Ipon3BoauTENL TAPAHTUPYET COOTBETCTBUE U3/ICITUS 3aABJICHHBIM XapaKTEPUCTHKAM,
MIPH YCIIOBHU COOJTIOICHUS TPEOOBAHMSIM dKCILTyaTallMK, TPAHCTIOPTUPOBKU U
XpaHCHHMS.

12. Ilopsaok ocymecTBAeHUS YTUIN3ANNU U YHUYTOKEHUSI

MenuiuHcKoe H3/ieline He0OX0MMMO YTHIIU3HPOBATh B COOTBETCTBUE CTPEOOBAHMSIMH
JIEHCTBYIOIIETO 3aKoHOoMaTenbcTBa (B ToM uucie o CanlluH 2.1.7.2790-10).

13. YmakoBka

KaxmpIii KOMITOHEHT YIIaKOBaH B HHMBUIYJIBHYIO YIIAKOBKY M3 MOJUATHIICHA U
MOMEIICH B TPAHCIIOPTHYIO KAPTOHHYIO KOPOOKY. CTEHKHM TPAHCIIOPTHON YIAKOBKH
MPOJIOXKEHBI TICHOIOJIMYPETAHOBBIMH BCTABKAMH JIJISI aMOPTH3AIMH MTPH

TPaHCIIOPTUPOBAHUH.



14. Hepeqenb MEKAYHAPOAHBIX HOPMATUBHBIX I[OKyMeHTOB/CTaH}IapTOB

EN ISO 13485: 2012

Menmunuackne m3nenus- CHCTeMBl  YIOpaBlIEeHHS  KadeCTBOM-

TpeboBaHMs K PeryIITOPHBIM LEJISIM

EN ISO 14971: 2012

MCI[I/IHI/IHCKI/IC U3acius- HpI/IMeHGHI/Ie YIpaBJICHUS pUCKaMU K

MCIUIHUHCKHUM U3JCIIUAM

EN 1041:2008+A1: 2013

Mudopmanus, npegocrapiseMas IPOU3BOIUTEIEM MEIUIIMHCKAX

b7 e (N1 041051

EN ISO 15223-1:2012

Me[[I/IHI/IHCKI/Ie usneiausa  — 0603Ha‘{€HI/Iﬂ, KOTOpPBIE  JTOJIKHBI
HCIIOJIB30BaThCs Ha SAPJIbIKaX MEAUIUHCKUX I/I3Z[€.]'II/II>1, MapKUPOBKE,

u nHpopmanus, KoTopas DOJDKHA OBITH IpenocraBieHa- Yacts 1:

O6ume TpeboBaHUs

EN 980:2008 O60o3HaueH s IS HCTIONB30BaHUs B MAPKMPOBKE MEINIMHCKHIX
u3aenui

EN 60601-1:2006+A1:2013| «Meaumuackoe 31ekTpoobopymoBanne - Yacte 1: O6mme

TpeOoBaHMsT K  0a30BOM  0E30MacHOCTH U OCHOBHBIM

OKCIUTyaTallUOHHBIM Ka4y€CTBaM»

EN 60601-1-2:2007

«MenmuuuHCcKoe — snekrpoobopymoBanne - Yacte 1-2:  OOmug
TpeboBaHUs K 6azoBoit 0e30macHOCTH u OCHOBHBIM
BKCIUTyaTallMOHHBIM ~ KauecTBaM- JlOTIONHUTENBHBIN  CTAaHIAPT

SHCKTPOMaFHI/ITHaSI COBMECTUMOCTb- TpCGOBaHI/IH W UCIIBITAHUS

EN 62304:2006+A1:2015

IIporpammuoe obecrniedeHre MEJHIMHCKOTO m3aenus- [Ipomeccst

JKU3HCHHOI'O LIMKJIA IIPOrpaMMHOTO obecrieueHust

EN
60601-1-6:2010+A1:2015

«(MenuuuHCKOe 3IeKTPOOOOpyIOBaHUE - Yacte 1-6: OOmmug
TpeboBaHUs K 0azoBoi 0e30macHOCTH u OCHOBHBIM
DKCIUTyaTallMOHHBIM ~ KadyecTBaM-  JIONOJHWUTENBHBIH  CTaHIapT

'YI00CTBO MCIIOIB30BAHHU

BuuMmaHnue: Ui yCTaHOBKM MOTOpa UCIOJIB3YHTE BBIIE yKa3aHHYIO cxeMy. IIutanue

MOAKIIIOYACTCs B MOCIICAHIOI0 O4Y€PE/b.

B cooTBercTBMM CO CXeMOW BO3AYLIHBIM KjamaH HEOOXOAMMO COEAWHHUTH C

T-knananom JUTA IOAKITFOYCHUS TToJa49u BObI, BO31yXa U CIIPEes.

I[IpumeuaHue: nenanp yrnpaBlieHUs HE BXOIUT B KOH(DUTYpalLIHUIO YCTPOICTBA, Meaalb

YHhpaBJI€HUSA SBIIACTCA

0a30BBIM MpEAMETOM IS JII00OW CTOMATOJIOTHYECKOM

ycTaHOBKU. [lo Hanuuuio nejany yrnpapieHUs] KOHCYJIbTUPYHTECH Y MPOU3BOIUTENCH

CTOMATOJIOTUYECKUX YCTAaHOBOK.



Ipunoxenne 1. Cxema ycranosku mogeau 200EM

PerynaTop ckopoctu

PeBepc

IliaTa Bua c3aam Ilnara Bua cnepeau

T-xkaaman

FenTeiE (BO3IVE O71H HAROHETHHE])

3eneusblii (Boga

loavooH (BOSIVE IIT CIIDed)

W = Mercury Iy
T STAR20EN //
% % "

Boznymnas negans

10



15. 3amuTa oT neperpy3ku

MuKpOMOTOp OCHAIEH 3aIIUTOW OT Teperpy3kd. ITo (QyHKOHS Oe30MMacHOCTH
CHCTEMBI U MOJIb30BATENECH: €CM Neperpyska ImuTcs Oonee 2 CeKyH, pa3aaercs
3BYKOBOW CHTHAN, €CIM 4Ype3MEepHas Harpy3ka Ha MOTOp HPOJOJIKAeTCs,

YCTPOICTBO OCTAHABIMBACTCS U OTKIIIOYACTCSL.

KonTakTHas nndopmanus

I[IpousBoauTEIb JAHHOIO U3AETUS:
Guangdong Harmonic Medical Company Ltd
I'yanayn lNapmonnk Megukaa Ko., JItn

IOp. anpec: The Third Floor A, Building Nan, No. 9 of North Park East Road, Shishan
Town, Nanhai District, Foshan City, Guangdong, China, 528225

Anpec npousBojctea: The Third Floor A, Building Nan, No. 9 of North Park East
Road, Shishan Town, Nanhai District, Foshan City, Guangdong, China, 528225 Teu.:
+86 757 85853030 Paxc: +86 757 85853030

Y1no,ITHOMOYeHHBIH peACTABUTEIb Ha TeppuTopun P@:
000 «HosroaeHm»

IOp. anpec: 355003, CraBpormoib, yiu. Mupa, 367/21;
Ten./daxc: +7(8652) 525-888

DJeKTpOHHBIN aapec: www.novgodent.ru
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