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PYKOBOACTBO IT1O OKCIIVIYATAIIUHU

HA MEAUIHHCKOC U3/1C/THE

«Ckanep unrpaopanpssiii Helios 600 ¢ npunaiie:xxHOCTSIMWY», IIPOU3BO/ICTBA
Changzhou Sifary Medical Technology Co., Ltd (Hanwkoy Cudapu Meauxai

Texunonomxu Ko. JIta.), Kuraii

(Peoakxuus 6)



OBLIUE CBEJIEHUS
HAUMEHOBAHHUE MEAUIIUMHCKOI'O U3AEJIUSI:
Ckanep unrpaopansusiii Helios 600 ¢ npunagiexnocraMu B cocrase:

1. Cxkanep unrpaopaisusii (Mogens: Helios 600, npoussoautens: Changzhou Sifary
Medical Technology Co., Ltd. (Hanwkoy Cudapu Menuxan Texuonomku Ko., JIta.) ¢
BeTpoennbiM Kabenem USB 3.0 - 1 1T,

2. Hacronsnas nojcraska (Moaenn: Helios 600, nponssoaurens: Changzhou Sifary
Medical Technology Co., Ltd. (Yanuxoy Cudapn Memukan Texnonomxu Ko., JIta.) - 1
HIT.

3. Tlporpammuoe obecnedenue Ha (aew-Hakonurene Kingston (32GB, DT KYSON
DTKN/32GB 04715-741.A00LF 5V KF 9378807 TAIWAN)- 1 mr.

4. HaGop nakoneuynuxos ckanepa Helios 600 (Moaens: Reusable Tip, npoussoaures:
Changzhou Sifary Medical Technology Co., Ltd. (Hanuxoy Cudapu Meukan
Texnonomxu Ko., JITa.) B BapyanTax UCTIOTHEHHS:

- HakoHeuHuk L- 16%14 mm. — 2 .
- HaKOHEeYHUK S- 12%12 MM.- 2 mT.

n

5 PyKOBOﬂCTBO o 3KCrnyaTaluH - 1 .

ﬂp[lHﬂ,[lJlE?KHOCTH

|. TpaucnoptHbl#t GyTasap (keiic) ¢ kmovamMu (Monens: Eighteeth HELIOS,
npouspogutens: Changzhou Sifary Medical Technology Co., Ltd. (Hanuxoy Cudapu
Memukan Texnonmomxu Ko., JItn.) - 1 mrt.

HNPOUIBOIUTEJDbL MEJUIHHHCKOI'O U3JEJHA:

Haumenopanue: Changzhou Sifary Medical Technology Co., Ltd. China, No. 26 Yandanghe
Road, Xinbei District 213000 Changzhou, Jiangsu China

YNOJHOMOUYEHHBIH MPEJCTABHUTEJIL HA TEPPUTOPHH POCCHUH CKOII
®EJEPAILUMA:

O01ecTrO ¢ OTpaHHYEHHOH OTBETCTRBEHHOCTHIO MEIRUII» (000 «MEISWII»), Poccus,
142400, Mockogrckas obnacts, I'.O. Boropoackwuii, r. Horunck, yi. Jlekabpucrtos, a. 38, kB. 59

KJACCHOHUKANNA MEJUITUHCKOT'O U3JEJTHASL.

Knacc nmoTeHUHAIBHOIO PHCKa [IPEMECHCHH A MECOUIIMHCKOTO
H3J1C/ 1A B COOTBETCTBHH C HOMGHKH&TypHOﬁ Knaccmbuxanneﬁ

2a
MEJIMITHHCKHX M3JIe/Hit, yTBepiaaeMolt MuHucTEpCcTBOM
3paBooxpaneHus Poceuiickoit deepanuy
Koy O6uitepoccuiickoro knaccudukaropa npo yKIHH 110 BUIAM 32.50.11.110

IKOHOMUHYECKOHN IeATeNNLHOCTH




3 — HOCHMBIH, NepeHOCHOM U
Knaccudukanus MeMIMHCKOTO U3JIeus, [IPElyCMOTPEHHAS 1. | MOGWIbHBIH, NpeiHa3HAYEH b 1A

43 TOCT P 50444-2020 MEPEHOCKN U NEPEMELIEHUS B

CTallHOHAPHOM TIOMEILIEHHN

HAZHAYEHHUE MEJUITAHCKOI'O U3EJIUSI

Crkanep unrtpaopaiasubiii Helios 600 ¢ npaunagiekHocTAMH B cocTaBe IIpejHasHavyen s
(ukcaruu TonorpaduUCCKUX XapaKTepUCTHK 3y00B MM II0JIyYEHHIS TPEXMEPHBIX CIIEIKOB 3y00B.
llomygaemsie Tomorpaduyeckue CIENKH  IIpeJiHa3sHa4YeHb! JUIS  MCMOJIL30BaHUA  TIPH
KOMITBIOTEPU3UPOBAHHONW pa3paboTKe M HM3rOTOBICHUM IIPOTE30B ULl pecTaBpalliud 3y00B,
3yOHBIX UMIIJIAHTATOB HIIK OPTOIOHTHYECKHX MOjIeIeH.

ITPUHIIAII PABOTBI

Ckanep uarpaopaabsnsiii Helios 600 ¢ npinHajie:kHOCTIMH B cocTaBe sSBiseTcs UGpoBeIM
ONTUYECKUM CKaHUPYIOUIUM yCTpoicTBOM. PaboTa M3menusi OCHOBBIBAETCS Ha IPHHIIMIIE
ONTUYECKON TPHAHTYJANMH sl BhoaHeHHS 3D-pexoHcTpykiuu 3ydos. M3jenune Bxinovaer
MOJIyJIb TIpOEKTOpa (MPOEKIIMOHHBIH OOBEKTHB, I€HEpaTop rpaduyeckux u300pakeHHH) H
MOJTYJIb KaMephI (BU3YATM3UPYIOINH 00BEKTHB U JIATUHK), ITPH 3TOM MOJIYJIH PACIIONaraloTes 1o/
(MKCHpPOBaHHBLIM YIJIOM 10 OTHOIIGHHIO APYr K JIpyry. Mojyilb IpoeKTopa Npoeuupyer
omnpesieeHHble M300paxenus Ha 3yObl, a NpHU IOMOIIM MOMIYJsl KaMmepbl AeNaloTcst CHHMKHA
n3obpakeHHi, oTpakaeMbpIX OT 3y0OB, IO KOTOPBIM 3aT€M IIPOM3BOJIMTCH TpEXMepHast
PEKOHCTPYKIMS (hOPMBI 3y0OB.

OBJIACTb NIPUMEHEHUM 51
MeuiHCcKoe M3/eiMe Npe/JHa3sHayeHo JUIs MPHMCHEHUS KBATU(HUIIMPOBAHHEIM MEPCOHAIOM

s3yborexHudeckux Jjaboparopuifi UM BpadYaMH CTOMATOJIOTAMH B YCIIOBHSAX MEJIMIIMHCKHX
YUPEK/ICHHIL.

BU/I KOHTAKTA C OPTAHU3MOM YEJIOBEKA
Hakoneunuk - KparkoBpeMeHHBII KOHTAKT CO CJIIM3UCTHIMH 000JI09KaMH POTOBOM 1OJIOCTH.

Ckanep - KparkoBpeMeHHBIH KOHTAKT ¢ HeMOBPEXK/ISHHOH KoyKel genoBexa. 3allHTHbIM KONmadok
00BEKTHBA CKaHepa C MalMeHTOM KOHTaKTa He UMeeT.

NMOTEHIIUAAJIBHBIE IOTPEBUTEJIN
IMorennumansubiMU OTpedUTENIIMA MeuunuHcKoro u3aeaust Cxkanep unrpaopaiabnbiii Helios

600 ¢ npuHAIEKHOCTAMH B COCTABE SBJISIOTCA JIMIA C NMPO(ECCHOHAILHBIMU 3HAHUSIMHU B
00J1aCTH CTOMATOJIOTHH U TeXHOJIOTHH 3yboTexHuueckoi naboparopuu. [Toas3oBarens JaHHOTO
yCTpOHCTBA HECET MOJIHYIO OTBETCTBEHHOCTH 3a peLIeHHe, MOAXOAMT JIH JaHHOE YCTPOHCTBO JUIs
KOHKPETHOTO maiuenTa u ciryyas. [lonb3oBaTess HECET MOJHYIO OTBETCTBEHHOCTD 32 TOYHOCTb,
MOJIHOTY W JIOCTOBEPHOCTBH BCEX JIAHHBIX, BBEJICHHBIX B 3TO YCTPOMCTBO, M IPEAYCMOTPEHHOIO
nporpamMuoro otecnedenus. [lonb3oBaTess J0DKEH NPOBEPSTHh NPABHILHOCTE H TOYHOCTD
pEe3yJIbTAaTOB U OLCHUBATh KaXKBIH OTHEIbHEIN ciiydail. Ckanep unTpaopaabnselii Helios 600 ¢
HPHHA/VIEKHOCTSIMEA B COCTABE JIOJDKEH MCIIOJIB30BATECS B COOTBETCTBHM C IPUIIAracMbIM
PYKOBOJCTBOM I10 3KCILTyaTalHH.

MNOKA3AHMUS U ITPOTUBOINIOKA3AHUS K IIPUMEHEHUIO MEJJUITUHCKOI'O
U3 JAEJIMS:



Iokazanns:

Cxanep unrpaopansneiii Helios 600 ¢ npunamiexsocrsimu B cocraBe — 310 1udposoe
ONTUYECKOE CKAaHUPYIOMIEE YCTPOMCTBO, MCHOIL3YyEeMOE JUIS 3alMCH  TONOrpagpuyYecKux
XapakTepUCTHK WJIM OTTHCKOB 3yOOB M albBCOJMIPHOIO OTPOCTKA B BHJE TpexmepHoro (3D)
n3obpaxenus. Iloayuaemsie TonorpagMueckue OTTHCKH NPEIHA3HAYCHBI [UIS MCIIOJIb30BAHUS B
KOMIBIOTEPH3UPOBAHHOM NPOCKTHPOBAHMH W H3rOTOBJCHMM 3yOHBIX peCTaBPallHOHHBIX
MPOTE30B, 3yOHBIX HMILIAHTATOB U OPTOAOHTHYCCKHUX MOIEIICH.

Cxanep uarpaopaasusiii Helios 600 ¢ npuHajiie/ KHOCTAME B COCTABE MOYKET UCIIOJIB30BATHCA
B KIIMHUYECKOH IIPAKTUKE IIPH JICUCHHHU KaK B3POC/IbIX, TaK H JICTCH.

Cxanep untpaopanssbiii Helios 600 ¢ npunagaexnocrsimu B cocraBe paspaboran Juis
co3yianus 3D-mozerneit:

o Bepxueii uemoctu;

o  HinkuHel yemoctu;

e Perucrpaiuu OyKKaJIbHON OKKITIO3UH

l'lpo*mnonouaaam_lg K INPHMEHCHHIO MEAHIIHHCKOTIO H3AC/THH:

3armpeieHo HCHOJIbL30BAaTh HM3IC/IHC JUIA JICUCHHS IAallMEHTOB ¢ 3ab0JICBaHMAMH CITHU3MCTOM
000/I0YUKH I1IOJIOCTH PTa, TAKEIIBIM PECIMPATOPHBIM CHHAPOMOM, acTMOi, Bosesnsio [lapkuncona,
CHHJIPOMOM I'HIIEPAKTHBHOCTH.

C OCTOpPOKHOCTBIO CJIEJYeT MCIOJIb30BaTh M3JCINE Ul JICUCHHS MalHEHTOB ¢ OrpaHUYeHHEM
OTKPBITHS IIOJIOCTH PTa YMEPEHHOM MM TAXKEIIOH CTEIIEHH.

Ob6aacTh NpUMEHEHNS
CToMaTOoJIOTHSL.

BO3MOJKHBIE MOBOYHBIE AEMCTBUSA ITPU IPUMEHEHUUA
MEJUIAHCKOI'O U3AEJIUA

[ToGounkie JeHCTBHA HE BBISBJICHBI,

NPEAYINPEXJAEHWSA U MEPBI IPEJOCTOPOKHOCTH

1) Ilepen ncnosib3oBanueM ckaHepa HeoOX0AMMO IIPOBEPHTH BHEIIIHHE ITOBEPXHOCTH YCTpOHCTBa
H HPHHAUICKHOCTEH K HEMy Ha INPEAMET HalU4YMsd IIEPOXOBATOCTEH, OCTPHIX YIJIOB HIIH
BBICTYTIOB, KOTOPBIE MOTYT CTABUTB I10]1 YTpo3y 0e30I1aCHOCTh U3/ICIIHS;

2) OTBETCTBEHHOCTh 3a JKCIUIyaTallMio M TEXHHYECKoe OoOCHy)KMBaHME CKaHepa Hecer
nosb3osaresb, koTopsit JIOJDKEH npo#iTia noAroToBKy 10 HCII0JIL30BAHUIO YCTPOHCTBA;

3) HE pa3smemaiite apyrue npeamersi B paboueit 3oHe ycrpoiictBa. Ecim ckanep He
HCIIOIB3YETCs, yoeuTeeh B ToM, uTo yerpoiictso BBIKJIIOYEHO;

4) HE wucnonb3yiiTe ckaHep B cpejle C BBICOKMM COJEPIKAHMEM KHCIOpoia. YCTpoHcTBO He
Npe/IHA3HAAYEHO JUTA  WCTIONB30BAHMUA C JIErKO BOCIUIAMEHAEMBIMHM AHECTETHKAMHM WIH JIPYTHMH
BELIECTBAMM;

5) HE tanure u HE nepekpyuugaiite kabens. HE obpbisrusaiite ckanep sonoit v HE norpyxaiire ero B
BOJIY WM JiesuHuumpyioiee cpenctso. HE noasepraiite ckanep CHAbHBIM BHOpaLMaM;

6) HE noasepraiite ckaHep BO3JAEHCTBHIO YJbTPA()MOJIETOBBIX JIyded Ha INPOTSKEHUH JUTMTEILHOrO
spemenu. HE sarnsasiBaiite B okowmko ¢ LED-noacserkoi;

7) HE cuumaiiTe KpbIKKA ¢ KOMIOHEHTOB ckaHepa. Ckanep He COAepKMT jeraiei, obciyxuBaHue
KOTOPBIX MOIJIO Obl NPOU3BOANTLCS M0Jb30BaTeNeM. CBAKHUTECH C YNOJHOMOUYEHHBIM T1PE/ICTABUTEIIEM
NPOU3BO/IMTEIA.

8) HE 3amensiite kabenu, nocrasisemMbie B KOMIUIEKTE CO CKaHEpoM, JpyruMu Kabensimu. Takas 3amena
MOYKET MPUBECTH K NOBPEKIACHUIO 000PY/10BaHUS M CHHIKEHHIO YPOBEHE €ro 3aiuTel H DMC;



9) Jhioboe mpyroe obopynoBanue, He cooTBercTBylollee Tpebopauusm cranaapra IEC 60601, noskno
pacrioJiararhes Ha paccTOsIHMK He MeHee 1,5 MEeTpoB OT nanueHTa;

10) Eciin o6opyoBanue HeMcIipaBHO, lepeseinTe nepekiiodaress B nosoxenne BbIKJL. Ha akpane Gyner
oroOpaxarscs onoseuienue «HewncnpaHo». CBsikMTECE €  YNOJHOMOYEHHBIM TpEJACTABHTEIEM
[IPOU3BOJIMTES,

| 1) Mcnonb3oBatuie ni06bIX KOMIIOHEHTOB, [IPUHAIEKHOCTeH, kabenel U 3anmuacTei, KpoMe Tex, KOTopble
yKa3aHbl MM [TOCTABJIAIOTCS MPOW3BOMTENIEM NAHHOrO 000PYHIOBAHMS, MOMXKET NPUBECTH K CHIKEHHIO
YPOBHS 3alIIMThl CKAHEpa ¥ YCHIIMTh 37IEKTPOMar HUTHOE M3J1y4eHHe, YTO MPUBEAET K HEeKOPPeKTHOMH paboTe
obopyoBaHus;

12) 3ampeuieno BHOCHTHL HW3MeHeHuWst B oOopynoBanve. K cucreMe He cieiyerT MNOJIKIIOHATD
JIOTIOJIHUTEIbHBIE HIMHBI C HECKOJILKUMM OTBETBJICHUAMH HIIH YIUTHHUTEIIH;

13) JlanHoe obopy/10BaHHE COAEPKHUT ONpe/ICIEHHBIE MaTepHalbl H XUMHUHECKHE COE/IMHEHHUA, KOTOphIE
SBJISAIOTCH HEOTHEMIIEMOH 4acThlO [pollecca [POM3BOACTBA JJEKTPHYECKOrO0 U 3NEKTPOHHOTO
000pyI0BaHHS, a TTOTOMY HENpaBU/IbHAS YTHIH3ALMs TAKOTO «OTCIY>KHMBILEro» o00OpyAOBaHUS MOMKET
NMPUBECTH K 3arps3HCHUIO OKpykaiomed cpeabl. Takum obOpasom, oOopyjoBaHHe He Cclejayer
YTHIIM3HPOBATh Kak 00bIMHbIC OBITOBBIE OTXO/IBI — CKaHEep HEOOXO/IMMO JIOCTABUTH B CIICLIMATU3HPOBAHHBII
LEHTP 1O YTHIM3ALMK WM nepepaboTKe 3JIEKTPUHECKMX M 3JIEKTPOHHBIX OTX0A0B. s momyvenus
JanbHeiied vHGopMaimu 00 YTHIM3ALMH DNIEKTPUYECKMX M OJIEKTPOHHBIX OTXOJIOB, CBSJKHTECh C
MECTHLIM KOMIETEHTHBLIM OpPraHOM.

14) HeoOX0/1MMO CTEpHIIN30BaTh HAKOHEYHUKH nepe] Kakabim npumenenuem. Jleiicrsue 'OCT P UCO
17644-2012 pacnpocTpaHsercs Ha MEIMIMHCKWE H3JIe/IUA, TIpefiHa3Ha4YeHHBIE Uil MHOTMOKPAaTHOIO
MCTIONB30BaHUS U Tpebyiomre 06paboTKH 1ocie HCHONL30BAHHS, IS TOTO HTOOLI OLITE CTEPHIILHLIMU I1PH
10C/ICAYIOUIEM MCIIOIBL30BAHMM, @ TAKIKE HA MEJMLIMHCKHE U3JIC/IUs, TOCTAB/SEMbIC HECTEPHIILHBIMH, HO
1peiHa3HauYeHHbIEe U1 UCIIOIb30BAHHS B CTEPUIILHOM BHJle W Tpebyromue nogobHoH 06paboTku.



OCHOBHBIE ®YHKIITHOHAJIBHBIE 2JIEMEHTBI MEJJUIIHHCKOI'O U3EJIUS:
Ckanep unurpaopansusii Helios 600 ¢ npunajie;knocTsive B cocTaBe:
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1. Tpaucnoprusiit Gpytusp (keiic) ¢ kmogamu (7)

2. Habop HaKOHEYHHUKOB ckaHepa

3. Cxanep HHTpaopaibHbii co BerpoenHbM Kabernem USB 3.0 u 3amuTHBIM KOJIaukOM
00BEKTHBA CKaHepa

4. HacronpHas 1mojcraBka

5. PyKOBOJCTBO 110 3KCILTyaTallUU

6. Ilporpammuoe obecrieuenune Ha Quiern-nakoruresne Kingston

HacronsHas nojcraska




i
KHonku juig 3anycka CKaHUpOBaHUA
(¢ Kax 10l CTOPOHBI H3/1EJ1HA)




CKanep U 3alIATHLIN KOJIIIa490K o0BexTHBa CKaHcpa



Cxanep nurpaopaabnbiii Helios 600 ¢ npuHAaAIe;KHOCTAME B cOCTABE OCHAIIEH BCTPOSHHBIM
BEHTHJIATOPOM, YTO TPEJOTBpallaeT 3anoTeBaHmd Juid usbexauus npobieM ¢ KOHAEHCATOM Ha
HAKOHEYHHKE CKAHEepa, a TAKMKe 3allUTHBLIM KOJIA4KOM, KOTOPbIH HEOOX0AUMO YJaJIHTh Nepe/l
YCTAHOBKOH HaKOHE4HHKA.

Habop nakoneunukon ckanepa Helios 600 B BapuanTax nemojHeHHs :
- HaKkoHeyHHK L - 16*14 MM, — 2 1.

- HAKOHEeYHHK S- 12*12 Mm.- 2 .

Pa3mep HakoHeunuka L wim S onpezensercs 1o pasMepy 30HbI CKaHUpOBaHMs (TlepejiHelt yacTu
KOHYHKA HAKOHEYHUKA)

HakoHeuHuk L - 16%14 mmMm.

HakoHeYHHK S- 12%12 MM

Cxanep unTpaopaisHeii Helios 600 ¢ nprHa/Ie)kHOCTSAMH B COCTABE BBIIOJIHACT CKAHHPOBAaHHUE

Bcero 3yOHoro psaaa B reyerue 30-35 cexyHI.

[Ipy npuocraHoBKe WM Iepe3allycke CKaHMpOBAaHHSA, IporpaMMHOE obecriedeHHe MO3BOJISET
OBICTPO 3aHOBO €ro HayaTh, a CKaHEP cpasy K€ HAaXOJHT MECTO Ha YEeIIOCTH, IZe JOKTOp
ocranoBuiics. CKaHMpOBaHME IpPUKyca BBINOIHSAETCS OBICTPO, a yhaieHHe apredakToB -
yeremno. [lpu ckarupoBanun ¢ nomomsio Ckanepa uatpaopansHoro Helios 600 Bocco3nanHoe
u300paxceHHe HE  BBINJIMT  CBEPXPEAIMCTUYHBIM. OTO  PEHIEPHHI, MaKCHMAJILHO

ITpHﬁIIHH(EHIILIﬁ K PCaAlbHOCTH. ITocne orana YTOUHEHHA paﬁoqem nporecca CKaHbI



obpabareiBatorcs. I[locie 06paboTku HEKOTOphIe apre(akThl YCTPaHSAIOTCS IPOrPaMMHBIM
obecnieyeHneM, H OKOHYATEIbHBIC U300paXKcHUsi BRIMAAAT Gosiee peanmctuyro. Ilonyueninie
CKaHBbI NPHEMJIEMBI H MOTYT OBITH MCII0/Ib30BAHE] ISl H3rOTOBJICHHS TOYHBIX pECTAaBpallMil MpH
UCTIONIB30BaHUH B niporpamme CAD, mockonbky 5TH apredakTs! He MPOoSBIMIOTCS TPH IPOCMOTPE

CKaHOB 0e3 1Bera.

[Tporpammuoe obecnedenne ycraHaBIMBAaeTCs, 3alyCTUB IIPHJIOKEHUE, IIOCTABISEMOE CO
ckanepoM Ha USB-nakormrene. MHCTpYMEHTOB Ui KaIMOPOBKHM CKaHepa HET, MPH BKIIOYCHUH
npubop NPOBOAUT KAIIMOPOBKY aBTOMATHYECKH.

MATEPHAJIBI U3T'OTOBJEHUA MEJUITHHCKOI'O U3 AEJIAA

Bua konrakTa ¢ opranusmMom ueaoBeka: Haxoneunuk (L, S): kpaTkoBpeMeHHBIH KOHTaKT cO
CIM3UCTBRIMUH  ODoJIouKaMu  poToBoif momoctH. Cxamep: KpaTKOBPEMEHHBIH KOHTAaKT €
HEMOBPEXKICHHON KoXeit denmoBeka. 3amMTHBIN KoJImadok OOBEKTHBA CKaHepa C IMallHeHTOM
KOHTAKTA HE UMEET.

Ne n/m MOJEJIb Helios 600, na3panue KOMIMOHEHTOB MaTtepuan

., 2 L

@5 s

ITonukapOonar,
mapxa: HPH4504HEU
Hakoneunuk (L, S) # 3amuTHbIA KOJIIA40K 00BEKTUBA [IponsBoaurens:
cKaHepa Shanghai Gokai
Industry Co., Ltd.
P.R.China
ITormkapbonar
mapka: LUPOY GN
1002FC

2 Ckanep [TpoussojtuTens:
Shanghai Gokai
Industry Co., Ltd.
P.R.China
ITomakapbonar
mapka: LUPOY SC
1004A

3 Hacronpnas rnojcraska

[Ipou3BOIHTENE:
Shanghai Gokai




Industry Co., Ltd.
P.R.China

USB-unaxomnurens (flash-kapra) S:glﬁalise{%l;ﬁ CTajb




Texnuuyeckue XapaKTCPpUCTHKH

Texnnuyeckne xapakrepucTuky u3genns Ckanep narpaopanasubliii Helios 600
¢ IPHHALJIEKHOCTAMH B COCTaBe

PasMepbl ¢ HaKOHEYHHKOM
Hakoneunuka) (£5%) (JI/11I/B):

(Ge3

KomionenTsl Texnuveckue XapaKTepUCTHKH
Ckanep
Macca (£5%) Ckanep (B T.4. kabeinp) 6e3 HakoHeunuka: 263 r(+0,5r);

240mm x 48mm x 38mm (180Mm x 48mm x 38mm)

Jlnuna xa6ens 180cm. (£5%)

Macca (£5%)

Ckanep (B 1.4. kabesip) 6e3 HakoHeunuka: 263 r(+0,5r);

Macca

Ckanep (B T1.4. kabenp) Oe3 HakoHCYHHKa: 263r;
Haxoneunuk: 12,5

[IBeToBOit oxBaT

[Tosmmonsernoe 3D-u3obpaxkenne

H3JIYHYCHHS

[Toaximouenue USB 3.0
Hcroynuk nutanus USB 3.0 5 B, 900 MA
HMHTEeHCHBHOCTE CBETOBOTO <0.8MBTt

Marpuna nukcesei

300,000 nmukceneit (544*489)

MOIIHOCTE

Cuexrp ocemenust LED- 455/515/617um
HCTOYHHKORB
Homunansnas norpebisemas 5V/0.9A

Pexxum paborer

[MponomxurensHas pabora

3amura or NPOHHUKAHHS BOJIBI HITH
TBEP/IBIX YACTHIL

IPX0

30Ha CKaHHPOBAHHUA

L-16Mm 14 mm(£0,1Mmm)
S-12mm x 12mm(£+0, 1Mm)

ITone 3axBaTa (HaKOHEYHHK L)

19Mm x 19Mm(£0,1Mm)

ITosie 3axBara (HaKOHEYHHK S)

18.6*%6.7 mM(£0,1MMm)

TouHOCTh CKAaHHPOBAHUS 20 MxM (£5%)
I'tybuna n3zobpakacmoro | 15 mm
NpOCTpaHcTBa

Bpemsi  ycranominenusi  pabouero | He 6onee S cexynn
pexuma

3amura oT nopaxenus | Kiacc 11
JNEKTPHUECKHUM TOKOM

Tun pabouyeit yacti BF




Oneparmonnas cucrema

Windows 10

[Iporpammuoe oOecnieuenne

Bepcus: Helios 1.1.1.1
Jara Beiycka: 2021.11.11
Knace A

Tpebosanus x kondurypanun
paboueit cranuun

ITponeccop: Intel® CoreTM i7 9-ro mnokoseHmus,
6a3oBas yactora 2,6 I'T'11 (4 BIIIIE)

ITamste: 16 I'b (1 6onee) DDR4, yacrora 2666 MI'11 (1
OoJiee)

Jluck: SSD-nakonurens 512 I'b (1 Gonee)
I'paduueckas xapra: NVIDIA® GeForce® GTX 1650
(1 BBILLIE)

Jucmeit: 15,6" FHD (1920 % 1080) (1 6onee)
[Ipoune xapaxkrepuctrku: mopt USB 3.0
Onepaunonnas cucrema: Windows 10 Pro
JloToTHUTEIbHBIE OTIIIHH: CEHCOPHBII IKpaH

JamuTIBIH KOJIIa40K 00bEeKTHBRA
CKaHepa

Macca 3 r. (£5%)
Pasmepsr (£5%) (JI/1L/B) 34x27x29Mm

HaxoHeuHuk

Macca 1 pazMepsl (OCHOBaHHE H
BBICOTA)

Macca 12 r (£5%)
Pasmepsr (£5%) (JI/111/B) 87,6 x 33,8 x 26,6 MM

Hacronsaag nmoacrasxa

Macca u pasmepsl

Macca 306r. (£5%)
Pazmepni (£5%) (JIxI1IxB) 173mm/73mm/50Mm

Tpaucnoprthblii dyTasp (keiic)

Macca u pasmepsl

Macca 2,5kr(£5%)
Pazmeps! (£5%) (JAxI1IxB) 30cm/40cm/13cem

HHcTpykunH no TexHuke 6e30MacHOCTH

HenoanzoBanne CKaHepa:

ITepen wucnonesosanuem cxanepa HeoOxomumo TIIATEJIBHO wu3yuuts HacToOsnryio
HH()OPMAIKIO 110 TEXHUKE GE301TacHOCTH;

Jlanupiit  ckamep JOJDKEH  MCNONB30BATHCS  TONBKO B OOJNBHHIEAX M [IPOYMX
npoecCHOHAIBHLIX MeuuuHcKuX yupexnenusx. Ckanep HE JIOJDKEH wucnonbzobaThes
BOJIM3M BBICOKOYACTOTHOIO XHPYPrudeckoro 000pyaOBaHHs U B IIOMEIICHUAX ¢ CHCTEMAMH
JUIL TIPOBEJCHHUs] MAarHMTHO-PE30HAHCHOH ToMorpaduu, 3ammimeHHsx PU-skpanamu,
IIOCKOJIBKY MHTEHCHBHOCTH JIEKTPOMATHUTHBIX [IOMEX B TAKUX IIOMEILICHHIX BLICOKA;



e [lepen ucronn3oBanueM ckaHepa HEOOXOJMMO NPOBEPUTH BHEIIHUC [AHCIH KOpIyca |
moObIX [PUHAJUICKHOCTEH Ha IIPEJIMET MX HIEPOXOBATOCTH, HAIHYMS OCTPBIX YIVIOB HIIM
BBICTYIIOB, KOTOPBIE MOT'YT IPE/CTABIIATE OIIACHOCTE JUISL II0JIL30BATEJIs WIIH MAllHEeHTa;

* OTBETCTBEHHOCTh 3a OKCIUIyaTallMi0O ¥ TeXHHYeckoe OOC/y)XKMBaHHWE CKaHepa HECeT
none3osartensb. [Toas3osarens JIOJDKEH npoitti nojrorosky 110 pabore ¢ ycTpoRCTBOM;

e HE pasmemarts npeamers! B pabouci 30He yCTpoicTBa;

e Korna ckanep He HCIOJb3yercs, ero Heobxoaumo BBIKJIIOYATD;

e HE uncnons3oBaTh cKaHep B Cpejie ¢ BBHICOKHM COJIEpIKAHUEM KHCIOpojaa. YCTpoHCTBO He
npeHasHaavyeno JUls MCIOJIB30BaHMS C JICTKO BOCIUIAMCHSICMBIMH AHECTCTUKAMH HJIM
JAPYIMMH BELIECTBAMM;

e HE tsanyTs 1 HE nepexpyuuBats kabels;

e HE ponsars ckanep;

o HE crepunmzorars ckanep;

e HE oOpeirusare ckanep BOJAOH M He HOIPYXaTb €ro B BOAY WIH JIE3HH(MHUIMPYIOUIHE
CpeJICTBA;

o HE nojiseprars ckanep cuiibHbIM BUOpaIIHsIM;

e HE mnoaseprars ckaHep BO3/JICHCTBHIO YJILTPA(DHONCTOBLIX JIydeH Ha HPOTSIKEHHH
JUTATEITEHOTO BPEMEHH;

e HE sarnsjeiBars B okomiko ¢ LED-noacBeTkoi;

e HE cHumaTe KpblIIKM C KOMIOHEHTOB cKaHepa. CkaHep He COJEPKHT JeTaleif,
00CITy’)KMBaHHE KOTOPBIX MOIJIO OBl NPOM3BOJUTHLCS T0OJIb30BaTelieM. CBKUTECH C
YIIOJHOMOYEHHBIM IIPECTABUTENIEM IIPOU3BOIUTEIIS.

e HE 3amensith kabeinu, nnocranisieMble B KOMIUIEKTE CO CKaHEPOM, JIpyrumu kabemsmu. Takast
3aMeHa MOJKET IIPUBECTH K IOBPEXK/ICHHIO 000pY0BaHUS U CHU3UTEL YPOBEHB €I'0 3aIIUTHI U
OMC;

e JhioBoe apyroe obopyosanue, He coorBercTBytoliee Tpeboranusm crangapra IEC 60601,
JIOJDKHO pacloJiaraTbCsl Ha pacCTOAHUU He MeHee 1,5 MEeTpOB OT maluenTa;

e LEcim ofopyjoBanue HeUCIpaBHO, MepeBejiuTe repekmoyarens B nonoxkenne BBIKIL. Ha
sKkpane Oyjer oroOpaxarhest onosenienne «Hencripasnoy. CBskUTECH € YIIOIHOMOYEHHBIM
MpeICTaBUTENIEM IIPOH3BO/IUTEIS.

e Vcnonb3opanue MoObIX KOMIIOHEHTOB, IPHHAJUICKHOCTEH, Kabeliel 1 3andacTeil, KpoMe Tex,
KOTOPLIC YKa3aHbl WIM IOCTABJIAIOTCA IIPOM3BOMTENIEM JIAHHOTO 0DOPYIOBAaHUS, MOMKET
MPUBECTH K CHHXKCHUIO YPOBHS 3alI[MThl CKaHEpa W YCHJIMTH JICKTPOMArHUTHOE U3JIyUYCHHE,
4TO MPHBEJAET K HEKOPpeKTHOH pabore obopyoBanus;

® 3anpenieHo BHOCHTh H3MEHEHUs B 000pY/10BaHuUE;

e K cucreme He ClIeyeT MOAKIIOYATh JOMOJTHUTEILHBIC ITUHEI C HECKOIBKAMH OTBETBJICHHSAMH
WJIA Y JUTHHUTEIIN;

e Jlannoe oBopyjioBaHue COAECPIKUT OINpPeeNIeHHBIe MAaTePHAbl U XUMHUYECKHE COEIMHEHMUS,
KOTOpBIC SIBJIAIOTCS HEOTHEMIICMOM YaCTBIO IIpOIEcca IIPOM3BOICTBA JJIEKTPHUECCKOIO H
DJIEKTPOHHOrO  00Opy/IOBaHWS, a TMOTOMY  HelpaBWIbHAasg  YTHIM3alMsg  TaKoOro
«OTCJIY KUBIIET0» 000pyI0BaHUSI MOKET NPHBECTH K 3arpsA3HEHMIO OKPYIKAIONEH Cpeibl.
Takum obpazoM, obopyoBanue He cielyeT YTHIM3UPOBATh Kak OOLIYHBIC OBITOBBIC OTXO/1bI
— CKaHep HeoOX0JMMO JOCTaBUTH B CHELHATH3UPOBAHHLIN LEHTP [0 YTHIM3ANUHA HIIH
nepepaboTKe OSICKTPUUCCKUX M AUIEKTPOHHBIX OTXO0A0B. Jlisi mosydeHus: HajgbHeHInei
unpopmanuu 00 YTHIM3ALUMH IEKTPUUYECKUX U IJIEKTPOHHBIX OTXOJOB, CBSKHTECH C
MECTHBIM KOMIICTCHTHBIM OPIraHOM.

HUcnoaniosanue KOMIIBIOTEPA:

e HE pasmemaiite KOMIOBIOTED M 1OJKIIOYEHHOE K HeMy nepudepuyeckoe 000pyaoBaHue B
HelocpeacTBeHHOM Oim3octn kK nanueHty. OOopy/ioBaHHe JIO/DKHO pa3MelaThes Ha
paccTosHUM He MeHee 1,5 MeTpoB oT nanuenTa;



Ckanep npejiHasHades Juisl IOJAKIIOYEHHS TOJILKO K KOMIIBIOTEPY, COOTBETCTBYIOUIEMY, KaK
munumy™, TpeboBanusm [EC 60950/IEC 62368 wiM 5KBUBAJICHTHBIX CTaH/1apTOB.
[lonxkmouenne ckanepa K Apyromy o00py0BaHUIO MOXKET IPEJICTABIATH OMACHOCTE;

Jns nomydenus undopmauumu o cucreme oOpabOTKH MaHHBIX, KOMIIBIOTEPE W 3KpaHe,
obpatuTech K PYKOBOJICTBY 110 ycraHoBke Bamero kommeiorepa. Bokpyr koMmnbiorepa
HE0OX0IMMO OCTaBUTE CBODOJIHOE MECTO, YTOOBI 0OECIIEUHTh JOCTATOYHYIO BEHTHIISIHMIO;
Jlis  obecriedeHMst BBICOKOrO KayecTBa HM300paK€HHs M BH3YaIBHOro KoMmdopra,
PAacloIOKUTE SKpaH TakuM obOpasoMm, 4ToObl H30exmarTh OTPAKCHHS OT HEro CBETa OT
MCKYCCTBEHHBIX MJIM €CTECTBCHHBIX HCTOYHUKOB.

Yeranoska uzgenust

TpeGoBanus K cpe/ie yCTAHOBKH

ITockoabKy KOMIIBIOTEP HE BXOJMT B KOMIUIEKT JIaHHOTO HM3JIETUs, TIPH YCTAHOBKE CKaHepa
3aKazyuKam HeoOXxoaumo obecneunTh HaJMuHe HOyTOYKa 1 HactosHoro ITK. Cnenuduyeckue
TpeboBanus K paboyuM XapakTepHCTHKaM KOMIIBIOTEpa MPHBOJATCS B pasjene « Texnunyeckue

XAPAKTCPHCTHKH Y.

IMoaxkmouenue ckanepa Helios 600 k KOMNbIOTEPHOMY TEPMHHAJTY

[1lar I'padpmaeckoe npejcrasienue Onucanne

CHSTB 3aITATHBIN KOJIMavyoK. Yoeurhes B
TOM, 4TO OKOIIKO 0OLEKTHBA ¥ OCHOBAHUS
ckanepa yucroe. Ilpu HeobxommocTy,
LIPOTEPETE €ro BJIAKHOH BETOIIEIO, HE
OCTaBJISIONICH BOpCa, WK CHICLUAIBHOI
candeTkoi d 00bEKTHBOB.

HacaguTh HAKOHEYHHUK Ha CKaHCp, KaK

2
IOKa3aHO HUKE.
Berasuts USB-koHHeKTOp cKaHepa B
moboii nopt USB 3.0 komnsioTepa.
VYo6enurecs:

3

A Ybenaurecs B TOM, 4TO CKaHep
nojkmoyen k nopry USB 3.0. I1pu
noaxmouenuu kK nopty USB 2.0 ckanep
MOKeT paboTaTh HEKOPPEKTHO.




CkaHep BKJIFOYUTCH aBTOMaTUYECKH (I1pu
5TOM HHIAMKATOp craryca Oyaer MeIEHHO
MUraTh), a 3aTeM NepeHIeT B CHAIIAN
PEXHUM B OXXKUAAHUY nomKmoueHns. [Ipn
HNOJAKIJIIOYEHHH CKaHepa K IPOTrPaMMHOMY
obecneuenuio Helios wnaukartop Oyaer
HETIPEPLIBHO CBETUTHLCS! CHHUM CBETOM.




Bee [T-xoMmoHenTsl, mnojakimiouaeMble K ckaHepy FHelios 51€KTpUYECKH, JOJIXKHEI
cooTBeTCTBOBATEL TpeGoBanusM cranaapra [EC 60950-1.

YceranoBka nporpaMmHaoro obecrneyeHus

[ITar ['paduaeckoe npejcrasienue Onucanue

d . [onxmouure USB-nakonuresisb
(flash-kapTy) k KOMITBIOTEPY M
oTKpoitTe nanky. Kiuknure 1o

SetupHeli & -
e thaitiry dopmara EXE.
10 exe
Please select a language.
B i A BriGepuTe 361K U3
2 BBIIIQIA0LIETO CITHUCKA H
Englsh 26 naxxmurte OK juist ycranoBKH.
oK Cancel

Weolcoma o Helios Selup

Loas el pade you v g e releleton of Febos.

It % recyvarwesed T v coee o oher spyRcabons
S e siarang Senp. Thee il ke & posuble 19 00k ie

omeiaiil e S Sl Crneny¥ite HHCTPYKIIHAM Ha
3 O3 eat 10 Cntrne IKpaHe s 3aBCPIICHUA
YCTaHOBKH.




) Helos Setup = x

Choose Insiall Location
Chacge the foder n wheih 20 retal =elos. a

Setp wll retal Hebos i e fobowng foder. To rstal i a differant foider, chck Broves and
sebict arether fokder. Chox Instal 1o slact the ratalaton.

Destnaton Foler

Space requaed: 160.8 M8
Space yoalapie: 21.8GB

Monrazk ckanepa Helios 600

Jlas montaxka ckanepa Helios 600 pexoMenayeTcsi HCIOJb30BATE KPOHINTEIH KPeIJIeHust
Helios 600. MonTa’ npou3BoHTCs cJIeIyIOMHBM o0pa3zom:

JlepkaTesrs MOXKHO HCIIOJIL30BAThH
Kak HacToibnyio onopy. Kora
CKaHEp HE UCIIONIb3YeTCH,
MOMEIIIATe ero B AepKaTelib.




[IpeacraBiieHHe NporpaMMHOro obecriedeHmst

O630p unrtepdeiica Helios

Ckanep Helios 600 paGoraer noj ynpapjennem nporpamvuoro obecnedenus Helios.
Hnrepdeiic Helios nozsoasier co3paBare 3D mojxeu AByMst criocobamu:

* Yacruunoe cKaHHMpOBAHHE JYIH: CKAHHPOBAHUE HECKOIBLKUX 3yD0B B 0obiacTu
MOJATOTOBKH Ha BepXHEH M HIDKHEH YeIIOCTAX, C perHcrpaunueii OykkaibHOM
OKIJTIO3HH;

e [Ilosmoe ckanupoBanue AYru: CKaupoBanue BCEH BepXHEH 4eIIOCTH M HUIKHEH
4EeJIKOCTH, C perucrpanneit Oy KKarbHoi OKKITIO3HH.

Ll

1 [HIar co3jtanusi: 0TOOpaXkeHME TEKYILEro 1ara B IIPOLEcce CO3/IaHusl.

2. [epexinouenue Mex1y MMILUIAHTATOM/pecTaBpalueit/opTo/loHTHelH: BEIGOP MEKITY
MO/IC/IBIO UMIIJIAHTATA, PECTaBPALMOHHON MOJIEIIBIO HIIK OPTOAOHTHUYECKOH MOJIEIIBIO.

3. [Tanens uHCTPYMEHTOB JUIs PabOTHI ¢ H30OpakeHUsIMH: BRIGOP U yrpasienne 3D-
H300paKEHHUIMH.

4, [Tepeximoyarens 4e/IIOCTL/OKKITIO3U: ITO3BOJIACT BBIOPATh BEPXHIOIO YEIIOCTS,

l HHHIOK HCIIOCTh HITH PETHCTPAITHIO 6}’KKa..'IBI-IOﬁ OKKITIO3HH.

3. | Dkpan otobpaxkenust 3D-mozenu: orobpaxenune 3D-Mo1esH, OCTPOSHHOH 110

| OTCKaHUPOBAHHBLIM U300PaXKEHUSIM.

6. | DKpaH IpeBapuTeIbHOI0 NpocMoTpa Bijleo (aliyioB: BOCHPOU3BECHUE BU/IEO B
PEKHME PEaIbHOIO BPEMEHH B [IPOIlecce CKaHUPOBAHUS HIIH 0TOOpakeHue craryca
CKaHepa, Korja CKaHUpOBaHUE He ITPOU3BO/IUTCH.

7. [Tanens MHCTPYMEHTOB 0TOOpakeHus: H3IMEHEHHE HACTPOCK 0TOOpaskeHust 3D-
MOJIEJIH.




Menio HacTpoek: 10CTyT K KOHQUIyparun cucteMbl 1 nabopmanuu o Bepenn I10.

Menro Bxoj1a B CUCTCMY . NO3BOJISICT BOHTH B CHCTEMY, BLITH U3 HEe U HNEPEKIIIOUHTD
[TOJIL30BATEII,

O030p naHe/iH HHCTPYMEHTOB

Ilanens HHCTPYMCHTOB NOMIAroBoro Co3/JianHsa Mo/JIej1M;

Kuronka Scan (CkanupoBaTh): 03BOJISET CKAHUPOBATH BEPXHIOIO H HIKHIOK

Qs
; © | 3yOHYIO JIyTy ¥ pEerucTpHpOBaTh OYKKAIBHYIO OKKIIIO3HIO.
Kuonka Refine (Jlopa6oraTs): nopabotka co3annoi 3D-moenn. 1lozsonser
k|
ORee | | HCII0IB30BATH PA3IHYNBIC HHCTPYMEHTEI JUIS IPOBEPKH pe3yIbTaToB A0paboTKH U
T.JI.
e, Knonka Finish (3aBepmuts): 3aBepiienue noayuenus HHGOpMAaIMH 110 CIIy4aro
A

COXpaHeHue pe3yibTaTOB CKaHHPOBAHMA.

Ilanens NEPEKIIOMCHIHA YeTI0CThL/OKKIIO3HA:

Kuonka Upper Jaw (Bepxusist wesmioetn): cozaanue 3D-mojienu BepxHeit
YeITIOCTH.

Knonka Lower Jaw (Hwkusist geqiocts): cozanne 3D-moenu HKHel
YEeJIOCTH.

=

Knonka Buccal Bite Registration (Perncrpanns 6yKKaaLHOM OKKI03HHA):
nosnyqcuue 3D-u300paKkenust OKKIIO3HH.

@

Knomnka Switch Upper/Lower Jaw (IlepekiouaTens BepXHsist/HuKusist
YEJI0CTh): H3MCHEHHE PEXKHMa CO3/IaHHs MOEIHN C BEPXHEH YelocT! Ha
HHKHIOIO Y€/II0CTh M HaobopoT. [Ipumensercs npu omuOOYHOM CKaHHPOBAaHHH
3y00B He Ha TOMH YEJIOCTH.

IManenn HHCTPYMEHTOB /LI5S paGOTbl c moﬁpamcﬂnm\m:

Knonka Sean body (®uar aus Moaeanposanust): BBoJ[ paboyeii pouie/iy phl
CKaHupoBaHus (para JUIs MOJICITUPOBAHUS.

]

ok ' Knonka Cut (O0pe3ars): npoBeienne KPUBOI JUIS Y/IAJICHUS JIMIIHAX JIAHHBIX.
- Or™Mena nocsie/iHe# onepauuu odpe3anus.
& Knonka Lock (3akpennrts): no3sosisier BEIOpATh M 3aKpeluTh 00J1aCTh HA MOJIEIH,

y100BI H30ekKaTL ¢e 00HOBICHHS NPpH JOTOJIHUTEIBHOM CKaHUPOBAHHH.

OrMmena 3aKperieHus 10cieAHeN 3aKperIcHHONR 0bnacTH.

Knonka Mark tooth (OrmeruTs 3y6): 1103BOJISIET OTMETHTB OJHY U OoJiee
obJracTeil IOArOTOBKH.

OTtmena oTMeTkH 0J1HOM miH GoJiee obiiacreit NNOJITOTOBKH.

Bo3spar Ha nanenb HHCTPYMEHTOB O0lee BHICOKOTO YPOBHS.

Knonka Delete (Yainurs): yaajieHue Bcex MOAEICH 10 TEKYIIEMY CIIyYaio.




Knonka ~ Quadrant  Snapshot  (CHumOk — KBagpaHTa): oto0paxeHue
NPEJBAPUTENILHOTO MPOCMOTpA ISATH 2D-H300pakeHHi ¢ PA3HBIMU BHIAMH MOJIEIIH.

Knonka Transparency (IIpospaunocts): jiesiaeT OTCKAHHPOBAHHYIO MOJIEINb
NPo3pavHoOi.

o

BOSBpﬂT Ha 11aHeJib HHCTPYMEHTOB Honee BBEICOKOTO YPOBHA.

ITanesb HHCTPYMEHTOB 0TOOpAKEHNS

Kunonka True Color (Mctunneiii user): npu BeiOOpe JaHHOM KHOMKH, Ha IKpaHe
orobpaxaercst 3D-mozienis B (hakTHYECKHX IIBETAX TBEPABIX M MAIKMX TKaHei
noJiocTy pra mnamuenra. Ilpu ormene wnaxatus KHomkH, 3D-monens Oyier
oTobpakaTbCs MOHOXPOMHOIH,

~ A
)

Kuonka Zoom fit (Macmtabuposanue): Macmrabuposanue 3D-Mo/1e1H UL IOUCKA
HaMJIydIIero pasmepa it 061actu 0ToOpaxkeHHS.

Kuornka Views orientation (OpreHTalms BUA0B): 0TOOpayKeHUe CIIUCKA BHJIOB

Buj cniepein

‘ Buj c3aqu
D Buji cnesa
[Q Bun cripasa
D Buji ceepxy
Buyt cnuzy

Boaupa'r Ha HaHelib HHCTPYMEHTOB 0oJiee BRICOKOTO YPOBHA.

0] Knonka Snapshot (Cuumox): cummox 3D-mozesu B TOM BHJE, B KakoM oOHA
Ll | orobpaxaercs na sxpane.
‘_' Kuonka Intraoral camera (MurpaopansHas kamepa): HO3BOJISIeT BhIOpaTh
: HHTpaopaibheie 2D-u3obparkenns.
Memni HacTpoek:

Kuonka Show more options (Iloxazars ocTajibHBIE OIIHMK): [103BOJIIET MIOIYUYHTE
am JIOCTYIl K MMIIOPTHPOBAHHBIM/IKCIIOPTHPOBAHHEIM  JIAHHBIM  CKAHHUPOBAHHS,
un

HCTOPHH CKAHUPOBAHUWA, 38JTAHHBIM MHJIUBHIYaJIIBHBIM lapaMeTpaM U HH[‘)OPMBHHH
O JHAJIOIOBEIX OKHaX.

Uxonkn craryca CkaHepa:

Ckanep He NOJIKITIOYCH.

CKchp B Iipolecce NOAKIHOYCHHS.

—

CkaHnep B CIISIIEM PEXUME.




I Ckanep B Jiepxarere.

E Haxoneunuk ckanepa He 0OHapyIKEH.

O0630p MeHI0 HACTPOEK

O630p 1polecca UMIIOPTA/IKCIIOPTA JAHHBIX CKAHHPOBAHHS

Men1o HMI]OpTaJ' JKCITOpTa JaHHBIX CKAHUPOBAHWUA IIO3BOJISACT 3KCIIOPTHPOBATE TCKYIIHE JJaHHEIC
CKaHHPOBaHHUA B YVKa3saHHYIO TIallKy W HUMIIOPTHPOBATh HUX BIIOCJICACTBHH I NPOJAOJIKESHHS
CKaHMPOBAHMSA HJIM BBINIOJIHCHHSA APYTHUX onepauuﬁ.

0630]1) JIMaJ1oroBOIo OKHA HCTOPHH CKAHHUPOBAHHA

Jlnanorosoe oxHoO «McTOpHsl CKaHHPOBAHUSY [IO3BOJISIET HMMIIOPTHPOBATH aABTOMATHYECKH
COXpaHCHHbIE JaHHBIC U3 UCTOPUH CKaHHpoBaus. Ha 0OCHOBaHUM pa3THYHBIX TTONB30BATEIHCKUX
HACTPOEK, JIaHHbIE U3 HCTOPHH CKAHUPOBAHWS MOTYT XPaHHTBCS Ha IIPOTsSKeHHK nepuojia jo 30
e, B jmasniorosom okne «Mceropust ckaHHpOBaHHS» MOYKHO IPOM3BOAUTE NMOWCK J@HHBIX 110
wienTHduxaropy win uMmenu. Jlst uMIIopra WiM ynpasjieHus BLIOPAHHON 3aHChIO, KIMKHUTE
IpaBoi KHONKOM MbluM 110 3anucu u sBeidepure «Import (Mmnopruposars)», «Lock/Unlock
(3abnoxupoBars/PazbiokupoBars)» wim «Delete (Y ianuts)».

WmmnopT: uMnoprupoBath BLIOpaHHBIC JIAaHHbBIE U3 HCTOPHH CKAHHPOBAHHS.
3abnokuposats/Pa3biioknposaTs: 3aba0KUpOBaTL MM Pa30I0KUPOBATH BHEIOPAHHYIO HCTOPHIO
CcKaHupoBaHHs. 3a0JIOKMpPOBAaHHBIC 3aIIMHCH B HCTOPMHM CKAaHMPOBAHMSA He OYJ(YT CTHPATHCH 110
MCTEYEHUH CPOKA X XPAHCHHS.

Vjamnth: yiainTh BhIOpaHHble JaHHbIC B3 HCTOPUH CKAHUPOBAHMSL.




O0630p auaJsiora HacTpoeK

ﬂHEU!Ol' HAaCTpOCK 1103BOJIACT Bhlﬁpa’l‘b HHCTpOf‘iKH HHTCp(bCI:IC& CO3JIaHHusA MOJIEIIH H naCTpoanm
CKaHepa.

O0mmue nacrpoiiku (General)

o o B = F

Suan Display S Tonk
Lanpuaye Inglish -
Toarth priirlies eiig system = Fpnso Urireersal

& Automaticsly update sottwaee and femwane
= show patiern infermaban diabong on startup

= Show irndrucions

e Language (fI3b1K): BEIOOD sI3bIKA MOJIB30BATEILCKOTO HHTEpdeiica.

¢ Tooth numbering system (Cucrema mymepaiuu 3y608): Beioop cucremst 110 FDI/ISO! mm
YHuBepcallbHOH CHCTEMBI HyMepaluu 3y00B.

e Automatically wupdate software and firmware (ABToMarnyeckoe OOHOBJICHHE
ycraHoBjieHHOro M BerpoeHHoro I10): npu BeiGOpe 1aHHOM OIIMH, YCTAHOBICHHOE U
BcTpoenHoe [10 6yyT 0OHOBIATHCS ABTOMATHYECKHM IIPH ITOAK/IIOYEHHUH K CETH.

o Show patient information dialog on startup (Ortobpaxars JHATOrOBOE OKHO C
HH(pOpMaIIHER 0 MalMenTe MpU 3arycKe): nNpu BeIOOpE JIAaHHOH ONITHHU, JHATIOTOBOE OKHO
¢ undopmanueil o nanuente Oy/1eT BCIUIBIBATEL NPH 3artycke npuiioxenus Helios.

e Show instructions (Ortobpaxars MHCTPYKIMK): [IPH BLIOOPE JaHHOH OIIIMH, Ha Kpane
OynyT oTobpakaTbess MHCTPYKLHH ITO IIpOLECCY CKaHMpoBaHMs (1pu nosydenud 3D-
H300paKeH U OKKITIO3HH).

CxanupoBanue (Scan)

— Implant cut out diameter (JIluameTp JYHKH MO UMILIAHTAT): MEHIO TO3BOJSET 38]aTh
JIMAMETP ABTOMATHYECKH OIPE/AC/ISAEMOM JYHKH B pEXKHUME CO3JaHUS MOJICITH JUIS
uMitanTanuy. IIpu sTom pexoMenjyercs 3ajaBaTh 3HaueHHE 4yTh OobINe jauamerpa
MCIIONB3YEeMOro (iara Juist MOJIeTAPOBAHUS.

— Bite adjustment (KoppexTupoBka OKKIIO3MM): 1IpU BBIOOpE JAHHOM OIIHH, [IporpaMma
aBTOMATHYCCKH OTKOPPEKTHPYET Iy O0KYIO OKKIIIO3HIO 110C]Ie 10paboTKH.

— Hole highlight color (IlBer BBIIENEHHS NPOIYCKOB): NpuU BHIGOPE AAHHOW OILMM,
IporpaMma 3aroJIHUAT [BETOM ITPOITYCKH B MOJISNTH TIOCTIE ee IopaboTKH.

— Enable air mouse (Bxio4uTs BO3AYIIHYIO MBIIIB): HPH BBIOOpE JTaHHOW OIIIMH,
OTCKaHMpOBaHHYy10 3D-Mojesib MOXKHO Bpallarh, Bpallds CKaHep, HE HaXOAAUIMHCH B
pPeAKHME CKAHHPOBAHMSL.

1 FDI/ISO — MemxayHapoaHan deaepauns cromaTtonoros/MemayHapoaHan OpraHM3aLua No CTaHaapTU3aLmm
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Lerwral ] Lisplay Save Fouly
It cut out drameter 6w -
e adustment Na adjustment -
Haile highbght calor -

Enable air mowse

Play sound during scarming

— Play sound during scanning (Bxiro4uTh 3ByK IIpH CKaHHPOBAHHMHM): [IPH BEIGOpE JIaHHOMH
OTIIIHH, YCIIEITHOE CKaHMpOBaHHE OyJIeT HENPEPHIBHO COIIPOBOXKAATHLCS 3BYKOM (eciid B
KOMITBIOTEPE HET 3BYKOBBIX KOJIOHOK, JlaHHas onuus Oy 1eT HeAOCTYIIHOH).

Orob6pazxenue (Display)

Heo ° 0 B X
Gerwal Stan Loty Sawe Tools
Codont 4 Pwmee = Ligh Dark
LN ekement sae Smali = Medum Large
Manochrome coloe ® Yelow Gray

— Color scheme (LiBeroBas cxema): BEIOOp LIBETOBOH CXEMBI MOJIB30BATEILCKOTO
uHTepdeiica (UI).

— UI element size (pa3mep snementoB UI): BeiGop pasMepa UKOHOK unTepdeiica s
a/lanTalyy 110/ Pa3Hble pa3pelieHns JKpana.

— Monochrome color (Monoxpomuoe u3o6pakenue): BEIGOp 1BeTa npu oTobpaxkenun 3D-
MO/ICJIH B MOHOXPOMHBIX [BETAX.



Coxpanenue (Save)

x
0
[r'o -] [] = l"
Gerwral Stan Display . Tools
Srew bt clala

Automaticaly save scan history
Reteniion 50 v

Path VU DO A S eRas et o

— Save bite data (CoxpanuTh naHHBIE 00 OKKJIIO3MM): IpH BHIOOpE JaHHOM OmMIHH,
B3aHMOCBS3H, OIIpeJe/IeHHbIE [IPH PErHCTPAllMM  OKKJIIO3HH, COXPaHAIOTCS — Kak
JIOIOJIHHTE ILHBIN (ait, Hapsty ¢ daiiaMi JJaHHBIX 110 BepXHEH W HIKHEN YelioCTH.

— Automatically save scan history (ABToMaTH4ecKOe COXpaHCHHUE UCTOPHH CKAHUPOBAHUS ):
npu  BeIdOpe JlaHHOM  omuuM, (aiibl  HMCTOPHM CKAHHUPOBAHHS  COXPAHSMIOTCSH
aBTOMATHYECKH 110 3aBEPIICHUM CKaHWpoBaHus. Eciu JaHHas onuus axKTHBHPOBaHA,
I0JIb30BaTE)Ib MOXKET HACTPOUTH KOJIMYECTBO JIHEH XpaHEHHA M ITy Th COXPAHEHHA HCTOPUHA
CKaHMPOBAHUS.

HNucrpymentsi (Tools)

BB o 0 w4

Lerwral Stan [vsgday e

Create support file (Cozgarts daitn mouiepKu): JOKyMEHTBI, CBI3aHHBIE C IIOCIIEIPOIaKHEIM
00CITY KUBAHHEM.



Hauano paborhbi

Hoctyn Kk noabs3oBarenbekomy uutepgeiicy Helios

JI1s1 mosryueHust 10CTyna K moJib3oBaTeabekomy unrepdeiicy Helios, neodxoaumo
BBIMOJTHHTE CJICAYIONHE MAru:

1. JIBaskibl KJIMKHUTE 110 MKOHKE “~ Ha paboueMm cToJe.
2. B okue Helios aBToMaTu4eckn 0TOOPa3HTCS OKHO BXOJIA B CHCTEMY:

Sign up x

User ||

Password:

Stavy logeged in

3. Baeaute HHpOpPMALKIO O CBOCH ydeTHOH 3anucu B Eighteeth DataHub B noisix « Mmst
nosb3oBatest (User)» u «Ilapons (Password)» u naxxmure Login (BoiTi B cucremy).

4. Lcim ckanep He akTHBHPOBAJICSH, 0TOOPa3UTHCS JHAIIOrOBOE OKHO aKTHBAIIMH CKaHepa.
CreyiiTe HHCTPYKIIMSAM Ha JKpaHe JUIS 3aBepllcHUs aKTHBAIMM CKaHepa.

5. Ha sxpane oroGpasutcs okHO cKanupoBauus [elios u BCIUILIBET JMAIOIOBOE OKHO
«Mudopmanus o nauuenre (Patient Information)».

[Ty— _ " Ginder [ Maie [ F ol
R

B 2w tha disiog oh datep

6. BrmonaHuTEe 0/IHY U3 CHEAYIONMX OLCPALAM:
e Baeaure undopmalifio o naueHTe 1 Koagecrse 3yoos, nocie yero Haxmure OK;
e Haxwmure Skip (Ilponyctuts) u npogomkaiite pabory 6e3 undopmariuu o namueHTe.
7. Hamwure e 1 BeIOepuTe Mimmsuayansisie napametps! (Preferences):
e Haxwmure General u 3ajaiite o01ue HacTPOHKH.



e Haxwmure Scan u 3aj1aiiTe MHAMBUYaJIbHBIC HACTPOMKH CKAHUPOBAHUSI
e Haxwmure Display u 3aj1aiiTe HHAMBHYyallbHbIC HACTPOMKH OTOOpaKeHUsI;
e Haxwmure Save u 3aiaiiTe HHMBUyaJIbHbIC HACTPOHKH COXpaHCHHS.

Hauunnaem coszaasars 3D-monenn

AyHONOACKAZKH

Ecim BKInOYeHa ONIMs CKaHHPOBAHHS CO 3BYKOM, YCIICIIHOE CKaHHpoBaHue Oyjier
HEIPEPBIBHO COIPOBOXAATLCS 3ByKOM. EcCIM 3ByK IIpekpamiaercs, 3TO O3HA4Yaer, 4Yro
CKaHWpOBaHHE NpeKpaTuiaoch. s Toro uToOGBl NPOMOKHTE CKAaHUPOBAHHE, HEOOXOIHMO
BEPHYTLCH B IIPEJABLIAYINYIO 00/1acTh CKAHHPOBAHUS W OCTaBaThCS B HEH /10 TEX MOP, [TOKA CKAHEP
He BO30OHOBHT CKaHMpOBAHHE W 3BYK HE IOABHTCS CHOBA. lIpM yCIEHUIHOM CKaHMPOBAaHHH JUIS
perucTpanuu OKKIo3uM OyIyT pas3/aBaThesi KOPOTKHE 3BYKOBBIC curHaibl. Eciu obuiee Bpems
CKaHMPOBAHMS B TEKYIIEM CITy4ae IPEBbIIaeT PeKOMEH/I0BAHHBIN TTOPOT, # KOMITLIOTEP HE MOYKET
IPO/I0JIKATh KAYECTBEHHOE CKaHUPOBAHHE, PAa3/IacTCsl KOPOTKUIT CHIHAJ IIPe/Ty ITPEK/ICHHS.

Iloaroroska 3y0oB

* B ciyvae HaTH9us 0671aCTH MOATOTOBKH, IPOU3BEIUTE PETPAKIIMIO TKAHCH
JIECHBI TIPH TTOMOIIM PeTpPaKiuOoHHON HuTH. HemocpeacrsenHo mnepen
CKaHMpOBaHHEM 00J1aCTH OrOTOBKH yOepuTe peTpakIHOHHYIO HUTD.

* [lepen HawanoM CKaHHPOBAHMS TIATEIBHO BBHICYIIHTE 3yOBI.

* B npornecce cKaHUPOBaHUSA BHOBb YMEPEHHO IOACYIIHTE 3yObL.

7.4. IloaroroBka ckanepa

HakoHeuHMK MHOIOpa3’oBOIO HCIOJNL30BAHMS, Kpelsinuics K ckaHepy, cHaOxeH
3aIMTHBIM 9KpaHoM Juist obecneuenus OezonacnocTH naunuenra. Beeryia jpezunuimpyiite
KOpIIYC CKaHepa M IIPOBOJMTC BBICOKOYPOBHEBYIO JIC3MH(EKIMIO MM CTEPHIIM3AIMIO
HAKOHEUHHMKA MHOI'OPa30BOI0 MCII0JIL30BAHUS 110C/Ie KaX/10H 1IPOIE/LyPhL.




Hayunaem ckaHHpPOBaTh

JLig Toro 4ToObI Ha4YaTh CKAHUPOBAHKE, TIOMECTHTE HAKOHEYHHUK CKaHEpa Ha IIOBEPXHOCTh
3yba, 4roOsl crabmim3npoBark ckaHep, ¥ HaXKMHTe KHOIKY Start Scan. Jloxaurech, moka Ha
aKkpane orobpaxenus 3D-mozenu 1moseutes 3D-u300padkeHne, W HAYHUTE MEUICHHO BOIMTH
CKaHEepOM BJ10JIb JIYTI'H Ha paccTosHuu 0—5 MM oT 3y00B.

IMoaxoa Kk ckaHM POBAHHIO

CxaHMpOBaHHE PCKOMEHJIyCTCH HAuYMHATH C MOJISIpa, [IOCKOJIbLKY OH HMeer Ooliblie
OTIIMYMH, YTO yrpornaer ero uueHTHpuxanuio. Mimenure yroi ckanupoBanust J10 yria Menee 60
IPAJIyCOB, YTO MO3BOJUT JOOGHTLCS IEPEKPLITHS MOBCPXHOCTEH. ECIH HepeKkphiTHe CIMIIKOM
MaJio, B MOJICIIH MOT'YT OCTABATLCS HPOOCIIBL.

IIpoTokoJ ckaHHUPOBaHHS

PexoMeH tyeMblil 1IPOTOKOJI CKAHUPOBAHUS BKIIIOYAET TPH Pa3BEPTKH: OKKIIO3HOHHYIO,
JIMHTBIBHYIO B OYKKabHYI0, — KOTOPbIE 00eCeYnBatOT TOJIHBIA 0XBAT BCEX MOBEPXHOCTCH.
ITepByio pa3sBepTKy peKOMEH/IyeTCs HauMHATH C OKIUTIO3HOHHOM roBepXHOCTH. B ciryyac Hammuus
00J1aCTH MOJIOTOBKHM, HAYHHUTE HMEHHO C Hee, 4TOObI MOArOTOBJICHHBIH Y4aCTOK MOMKHO OLUIO
OTCKaHUPOBAaTh /IO TOro, Kak jJiecHa comkHercs. Ecim oOnacth MOJArOTOBKH OTCYTCTBYET
(HarpuMep, B cirydac OpTOAOHTHYECKOrO JICUEHUS ), HAYMHATH CJIS/IyeT ¢ IIEPBOr0 MOJIsIpa.
Bropas pa3seprka BKJIIOYAeT PErHCTPAIMIO KAK JIMHIBAJIbHOM, TaK 1 OYKKaIbHOH OKK/TIO3HH, B TO
BpEMsi KaK TPEThs Pa3BepTKa sIBJISLETCS MOBTOPEHUEM BTOPOM, HO C IIPOTHBONOJIOKHON CTOPOHBI.



Co3nanue 3D-moaesieii 151 OPTOAOHTHYECKOIO JIEYEHUs

Obumit  paboumii mporecc CKaHMPOBAHWSI IO3BONSET CKAHUPOBATH 3yOHYIO JIyTy
IMOJIHOCTRIO HJIM 4aCTHYHO. B KakI0M pekuMe CKaHMPOBAHUS CIIe/IyeT BRIOpaTh CKaHHpPOBAHUE
BepXHel 4eIoCTH, HHIKHEH YeIIOCTH WM PErHCTpaIio OyKkanbHoM okimno3ud. Kak Toisko
Oasosas undopmarus OyjeT JOCTYIHA, JUIS OJYYEHHS JOMOJIHUTENBHOM HH(DOPMAITHH MOXKHO
Oyaer wucnonab3oBark JMO0OH Jpyrot pexuM (Hampumep, CKaHuposaHue uiara Juis
MOJICJIHPOBAHHA).

Jns ucnosszoBanus obmero pabouero mpomecca Juis co3maHus 3D-mojenn npu
OPTOJIOHTHYECKOM JIEYEHUH, CIIEAYEeT IOXYYHTh H300paKeHUs BEpXHEH YeTIOCTH, HIDKHEH
YENIIOCTH U PErHCTPAIHIO OYKKAIBHOMH OKKITIO3HH, a TAaKKe OTCKaHUPOBATh 06JI1aCTh TKAHH JIECHBI
IMMPHHON B HECKOJIHKO MHIUIMMETPOB B PEKMME PErHCTPALMU JTMHIBATLHOM M OYKKaILHON

)
okKro3uH. Kpome Toro, MoxxHo Hucrois3oBarh MHCTpyMeHT Quadrant Snapshot '~ Jutst
aBTOMAaTHYECKOro BhIJEICHHS ISTH 2D-n300paxkennii U3 0TCKaHUPOBAHHBIX JIAHHEIX.

IMaru co3panus 3D-moaenn:

1. OrckaHHpOBATE BEPXHIOK ¥ HHKHIOIO YEIIOCTD.

2. llpoBsecTn ckaHMpoOBaHME VIS PErUCTpalliM OYKKAIEHONH OKKITIO3HH.
3. Hopaborarh U IpOBEPUTH 1OJIyUeHHYIO 3D-Mo1eb.

4. 3asepmunth paGoty U coxpanuTh 3D-MoIeE.

CxanupoBaHHe BepXHeil M HUKHEH YeJI0CTH:

Jaa  cozpanust 3D-mojenn BepxHell W HIKHeH wWe0cTH, HeoOXO0AUMO BBINOJHHTH
cJIeyl0mue maru:

1. TmarenbHo BuICyIIHTE 3yOHI EPE/] HAYAIOM CKAHUPOBAHMSL,

2. BriGepure pexim =B untepdeiice Helios mns coszpanust Mojciun Bepxueii
YEIFOCTH.

WA



3.

4.

Haxmure KHOIKY BbIOOpa PEXXHMOB Ha CKaHEpPEe H BBHIOCPHTE PEXKMM CKAHMPOBAHUSA

BEpXIHEH YeiocTu

ITomecTHTE HAKOHEYHHK CKaHEpa Ha IIOBEPXHOCTH 3y0a Julst CTabH/IM3aluK CKaHepa 1
Ha)XMUTe KHONKY Start Scan. Jloxkaurech, moka Ha skpaHe orodpaxkenus 3D-monenu
nosBuTcst 3D-n300pakeHne, ¥ HAYHUTE MEJUICHHO BOJIMTH HAKOHCUHHKOM CKaHepa
BJ1OJIb JIyTH Ha paccrosuuu 0-5 MM or 3yOoB. M3obpaxenue Oyer aBTOMaTHYCCKH
OTCKaHHPOBAHO M 0TOOpaszuTCs B obnacti orobpaxkenust 3D-mozein.

MejuieHHO TepeMel[aifTe HAKOHEYHHK CKaHepa IO OKKIIO3MOHHOM ITOBEPXHOCTH,
9100l OTCKAHWPOBATH OCTABHEIE 3y0bl HA JIyTE.

[To 3aBepmieHHM CKaHUPOBAHHS OKKIIO3MOHHOHW  ITOBEPXHOCTH  INPOBOMTCH
CKaHMPOBaHME JIMHTBATLHON MM OyKKaILHOH TTOBEPXHOCTH 3y00B Ha TOH e yre.
[To 3aBepmienum CcKaHMpOBaHUSI JIMHIBaILHONH MM OYKKaJIbHOH NOBEPXHOCTH
IIPOBO/IHTCS CKAHMPOBAHHE ITPOTHBOIIOJIOKHON CTOPOHBI 3yOHOM JyTrH.

Ecnu B nponecce coznanus Mozes i HEOOX0MUMO YCTPaHUTh apTe(akTbl MAMKUX TKAHEH,

HECOOTBCTCTBUS MJIM HCHYXKHBIC BH/IBI, BeIOepuTe MHCTpyMeHT Cut @ ¥ TIPOBEIUTE KPHBYIO,
OXBATBIBAIOIIYIO YYaCTOK, KOTOPBIN HY)KHO yAaHTh 03 3D-mozermn. J{ist 3aronneHus mpoIrycKos
MOXKHO IIPOBECTH ITOBTOPHOE CKaHHPOBaHHE 00JIACTH.
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8. Ilocne CKaHHUPpOBaHHUA BC}JXIICFI HCITHOCTH MOKHO IICPCXOJHUTEL K CKAHMUPOBAHHIO

HUKHEH yemoctu. Bribepure pexxum cozanust mojaenu Lower Jaw = B
unrepdeiice Helios.
MJIN

9. HamMure KHOIKY BbIOOpa pexuma Ha CKaHepe U YCTaHOBUTE PEXKUM CKaHUPOBAHUS

HUKHEH YemoCcTH

10. TIToTopsitTe maru ¢ 8.2.3 mo 8.2.6 j10 TeX mop, noka CKaHUPOBAHKE HUKHEH YeIOoCTH
He OyjleT 3aBepuIeHo.

11. Tlposeprre 3D-MoJies HAa HATWYME SBHBIX IPONMYCKOB H, MPH HEOOX0MMOCTH,
NPOBE/IUTE ITOBTOPHOE CKAHNPOBAHKE,

12. Ilociie mojirBepik/icHUs  3aBEpUICHUs co3jianus 3D-Mojenu BepxXHed u HuKHEN
YeJIIOCTH TIepei/inTe K perucTpanuu OyKKalbHONW OKKIIIO3HH.

CkanupoBaHHe ISl PerHcTpalii OYKKaJbHON OKKIIIO3HH

Jiasi pernerpanun 6yKKaJILHOH OKKIII03MH HE00X0{HMO BBIOJIHHTE CJIEIYIOIHC IATH:

I, Boibepurte pexum cosjtanus mojienu Buccal Bite Registration E B HHTEpdeiice
Helios.
NI

2. Haxwmure KHONMKY BpIOOpa peKMMOB Ha CKanepe M yCTAHOBHTE PEIKUM PErUCTpalliy

OyKKaIBbHOM OKKIIIO3UH == .

3. TlomecTHTe HAKOHEYHUK CKaHepa HA OyKKaILHYIO CTOPOHY MOJIOCTH PTA MAaIHeHTa U
MOBEPHUTEC HAKOHEUHMK TAKUM 00pa3oM. uToOBbI BLIPOBHSTH €ro IMOJOKEHHE Ha
nosepxnoctu 3yda. [lonpocure nanuenta 3akpeiTh poT U yOeMTECh B MIPABHILHOCTH
OKKJIHO3UH.

4. Haxmure knonky Start Scan u MeUICHHO BeJITe HAKOHEYHUK CKaHEpa B ME3HAIEHOM
HallpaBJICHUH C paBHOMEPHBIM OXBaTOM 3yOOB BepxHe#d W HuKHeit uemoctu. Ha
pUMEpPE HIDKC II0Ka3aHa OTcKaHupoBaHHas OykkalbHas oOKKmo3usa. Jlng
MEPEKITIOYCHMs MEXJly BHMIAAMM WM JULL YH&ICHHS BHJIOB OTCKAHWPOBAHHOM
OKKJIIO3MHM C IEJIbI0 [OBTOPHOI'0 CKAHUPOBAHUS, MOXKHO WCIIOJIB30BAThL [1AHEb
MHCTPYMEHTOB B HHJKHCH 4acTH 3KpaHa,
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5. Ilocrne CKallMpoOBaHHd I perucTpalumn GYKKHJ'IH'IOI:I OKKITHO3HH ITOBEPHHUTC MOJICIIbL U
Macun‘aGprﬂ're BHJT I TOTO, YTOOBI )’6CI[HTBC$I B NPaBHJIBHOCTH OKK/IIO3HH H
OTCYTCTBHH HECOBIAJICHHH, l'IpH HCOGXOIIHMOCTH, BbI MOKCTC YVJIAJIHTL ITOJIYYCHHBIC
JdHHBIC H MPOBECTH ITOBTOPHOE CKAHUPOBaHHUE.

", .

Jlopaborka u nposepka 3D-moae/n

Jopaborka 3D-moaem no3BoJisier HoJyqduTh 00Jice TOYHBIC JAHHBIC Ui JaJbHeHmeil
obpadorkn. Lias qopadorkn 3D-mo/eimn HeoGX0MMO BBINOJIHITH CJACAYIONHC MATH:

- |
1. Haxmure KHOIIKY Ow-", M Ha DKpaHC IOABHTC IIAHCIL HHIAHKAIHH IIporecca

nopaborku. B 3aBucuMocTH OT KOH(UIypaliu KOMIIbIOTEpa, npolecc JopaboTKu
MOJKET 3aHATh HECKOIBKO MUHYT.

Refine in Progress

2. Ilo zapepmenun jopaborkn ¢ jopadoTanHOil MOAEJIBI0 MOKHO NPOH3BOAHTE
CJICYIONIHE OTICPALHH:
e HaxMuTe mNpaByl0 KHONKY MBIIM U yJAepkuBaiiTe Kypcop na 3D-mozenmm s ee
IepeMeINeHHs B Ipejiesiax OKHa;
e Haxmure KHOTIKY MBIIN M yJepiuBaiite Kypcop Ha 3D-Moj1e/m Juisl ee BpalicHust;
e Hcnoan3yiite KOJIECHKO MBIIIH JUIS H3MEeHeHUS MacinTaba 3D-mozenu;

e Hammure xponky True Color s s Toro, utoOBl cjaesiaTh 3D-Mozellb LBETHOH HIIH
MOHOXPOMHO#;

o
e Haxmure knonky Zoom fit == jyis MacirrabupoBanus MOIEIIH, YTO TIOMOKET ONPEEIHTE ee
HaWJIy4Iui BU]L;

e Haxwmure xuonky Six Views (Illecrs BujioB) O JUIA IIPOCMOTpa BCeX LIECTH BH0B 3D-
MOJIeIH;

i 1
e Haxwvure kHonky Snapshot “-' juist Toro, yrodsl cjenars cnumok 3D-moenu;
e Hamvure xnonky Upper Jaw (- win Lower Jaw = JUIS TOTO, YTOOBI CKPBITh HIIH
OTOOPas’UTh YEIOCTH;



Hawure kaonky Transparency ® s 0TOOpakeHust MOJI3YHKA Ipo3padnocTu. Jis Toro

JTOOEI HacTpOHTE IIPO3PAYHOCTE 3D~MO}IEHH, HAKMHUTC Ha IMON3YHOK M HOEPCTAlUTE €ro B
HYXHOM HAIlTPaBJICHHH,

Hasmure knonky Cut ¥ juist Toro, uro6bl BHGPATh M yAIHTE HEHYKHBIE JaHHbIE;

Haxwmure knonky Intraoral Image (Mutpaopansnoe m3zobpaskenmue) 5 juist Beibopa
H300paKeHuii, c/le/laHHbIX MHTPAOPAIbHOH KaMepoi, H3 OTCKaHHPOBAHHBIX JAHHLIX,

Haskmurte knonky Quadrant Snapshot *—  juist oTkpsiTisi okHa « CHEMOK KBa/IpaHTay, B
KOTOPOM OTOOPaKaloTesi BUJbI MOJICITH.

3. Ecmu npu mnposepke 3D-mozmenu oGHAPYKHBAIOTCH SIBHBIC IPONYCKH, HAKMHUTE
KHONKY Sean M IIPOBEJMTE IIOBTOPHOE CKAHHPOBAHWE HY)KHBIX of0nacrteil yis
3aMOJIHEHUS MTPOITYCKOB.

4. Tlosropsiite maru ¢ 1 mo 3 g0 rex mop, moka kadectBo 3D-monenu ne Oyuer
YJIOBJICTBOPHTEIILHBIM.

3asepmienue paborhbl H coxpanenne 3D-monesnn
Il.ﬂﬂ 3aBEPHICHHAS CKAHMPOBAHHS H COXpaHCHUS SD-MOHBJIH, Heo0OX0AUMO BBIIOJHUTL
CJACAYIONHE Mmaru:

- - 1
1. Haxwute knonky Finish ©™*< . Ha skpane 0TOOpa3KTCs ClleyIoias crpanHIa.
Ecim na nipeastyiieM mare Obuta BBeleHa HHGoOpManus o nai|eHTe, oHa
oToOpa3nuTCst Ha ITOH CTpaHHIIC.
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2. 3anommute uudopmanuio o napente (kox (ID), ums (Name), nosn (Gender), Bo3pact
(Age), kommenrtapuu (Comment)). IIpu HEOOX0MMOCTH, K CIIyyYard MOXKHO 100aBHTh
npuitoskenus (Attachments) unu ronocosoe nanomuuanue (Voice Memo).

3. HaxwmuTte xnonky Save (.Q WIH .m))ms TOTO, YTOOBI COXPAHUTE CITyHYaii.



Cosnanne 3D-moaeau 11s1 pecTaBpanuu

Jlis ucnonb3osanus obmero pabowero mporecca CKaHHpOBaHWs IpH cozjaHuu 3D-
MOJIe/IH, MCHOIb3YeMO# JUls pecTaBpaldd 3y0OB, CIEJyeT TOIYYHTh H300PaXKCHUS BEpXHEH
YEIIOCTH, HHKHEH YeIFOCTH M PErHCTPaNMIo OYKKaIBLHOM OKKITIO3HH.

Jst cozanus 3D-moxesin HeoOX0/AHMO BBINOJIHHTE CJIeYIONIHE MAarn:
e OrckaHMpoBaTH BEPXHIOK M HUKHIOKO YEIIOCTh)

e IlposecTn ckaHMPOBAHUE LISt perucTpaluu OYKKAILHONH OKKIJIIO3HH;

e  OrMeTHTh 001aCTH NOJATOTOBKH;

e Jlopaborats u niposeputh 3D-Mo/1e01M;

e 3aBepmuTh padoTy U coxpaHuth 3D-Moa€Ib.

CkannpoBaHHe BepXHeH H HHIKHeH 4eJII0CTH

[Ipn wmCnosbL30BaHMH PETPAKIMOHHON HHTH JUIS PETPAKIMHM JICCHBI BOKPYT obiacTu
IIOJIFOTOBKH TAKyIO 00J1aCTh CJIe/lyeT CKalHpOBaTh Cpasy XKe Ioclie H3BICHCHHS PeTPAKIIHOHHOM
HHTH, YTO JACT BO3MOKHOCTL OTCKAHHPOBAThH 06/1aCTh /10 CXOKICHHS KPaeB JICCHAIL.

Jus cospannsa 3D-mojpean o6iacTH NOArOTOBKH, He0OX0AMMO BBIIOJIHATL CJIC/YIONINE
maru:
1. Ilepej HauanoM cKaHMPOBAHUS TIIATEILHO BRICYIIHTE 3yObI;

2. Bribepure uenocts (: T =) ¢ obnacTeio noaroroBku B unaTepdeiice Helios
WJIN HaskMuTE KHOIKY BLIGOpa pe’kuMa Ha CKaHepe JUIsl ONpeJIeICHHs Ye/IOCTH, Ha
KOTOPO#H HaxoauTcs 00/1acTh HOArOTOBKH.

3. IloMecTnTe HAKOHEYHMK CKAHEPA Ha MOBEPXHOCTH 3y0a Jutsl cTabuiM3aluy ckanepa u
HaXMHTe KHONKY Start Scan. Jloxxaurecs, noka Ha skpane otoOpaxenus 3D-moaenn
nossutes 3D-u3o0pakenue.

4, MeUuleHHO BEJIMTC HAKOHCYHHKOM CKaHepa BJOJIb 00JacTH IOANOTOBKH Ha
paccrosinun 0-5 mm ot 3y6oB. U3o6paxenue Oyer aBToOMaTHYECKH OTCKAHUPOBAHO U
orobpasutces B obsactu orobpakenus 3D-mozenu.

5. TlepeiiyiuTe K CKAHHPOBAHUIO TUHTBAJIBHON M OYKKAIBHOM CTOPOHBI B 00J1acTH
MOJITOTOBKH.

6. Tlepeitmure Kk obracTy, cMEKHOH ¢ 00J1aCTHIO ITO/IFOTOBKH (BKJIIOYAS JIMCTAILHOE H
ME3NaNLHOE HAIpaBJIenne), YT06BI MOMyuuTsh 31D-M0J1eih CMEXHO#M 06nacTn 1
IPaluIbl ¢ 00JIaCTHIO MOJTOTORKH.



@Hocne CKaHMPOBAHUs 00J1aCTH TOArOTOBKH MOKHO MCIIO/IL30BaTh HHCTpyMeHT Lock
JUIS 3aKpellIeHus OTCKaHUPOBAHHOM 00J1aCTH M IIPe0TBpAIICHUS €€ 0OHOBJICHHS TIPU
JIOTIOITHUTEIBHOM CKAHUPOBAHUH.
7. Wcnons3yst o61acth HOJINOTORKY B KAYECTBE OTIPABHOM TOYKH, MEIJICHHO MPOBEIHTE
HAKOHEYHHMKOM CKaHepa 110 OKKJIFO3MOHHOH IIOBEPXHOCTH 110 00€ CTOPOHEBI OT
ofJ1acTi HOATOTOBKH, 4T0ObI OTCKAaHUPOBATH OCTAILHbBIE 3yObl Ha JIyTe.

~fyo

8. Ilo 3aBepmienuM CKaHHPOBAHHS  OKKIIO3HOHHOI IOBEPXHOCTH  [POBOJUTCH
CKaHMPOBaHHE JIMHIBAJILHOM MM OYKKaILHOM TOBEpXHOCTH 3y0OB Ha TOH XKe Jiyre.

9. Tlo 3aBepmieHMM CKAaHWPOBAHWS JIMHTBATBHON WM OyKKaTBHOH IOBEPXHOCTH
IIPOBO/IMTCH CKAaHHPOBAHHE [IPOTHBOIIOIOKHOMH CTOPOHLI 3yOHOM JIyTrH.

Ecim B nponecce co3ianus MoJIeIM HEOOX0IMMO YCTPaHUTE apTedakThl MATKUX TKaHEH,

HECOOTBETCTBUS WIIH HEHYXKHbIC BHBI, BoiGepuTe nacTpyment Cut [;?&J U LIPOBE/UTE KPHBYIO,
OXBATBLIBAIONLYIO YHACTOK, KOTOPBII HYXKHO yjauTh u3 3D-Moemn. Jis 3amosHeHust IpoIrycKos
MOJMKHO [IPOBECTH TOBTOPHOE CKAHUPOBAHHE 00J1aCTH.

10. Ilocnie ckannpoBanus YeJIOCTH, HA KOTOPOI HAX0 M TCs 001aCTh MO/ITOTOBKH, MOJKHO
IIPOJIOJDKUTH CKaHMPOBAHHE IIPOTUBOIIOIONKHON YeJIOCTH, TOBTOPAS mark ¢ 7 1o 9.

11. IIposeprre 3D-M0/1e1b Ha HATMYKE SIBHBIX [IPOMYCKOB U, MPH HEOOXOMMMOCTH,
ITPOBEJIMTE IIOBTOPHOE CKAHUPOBAHUE.



B ciyuae wnanuuus NpOIYCKOB B 00JaCTH MOJTOTOBKH, ITPOBEMTE TOBTOPHOE
CKaHMpoBaHue 00J1aCTH JI0 3aIOTHEHMs BCEX MPOIYCKOB.

12. Ilocne mojrBepsxaenus 3apepmenus 3D-Moienu BepXHeH U HUKHEH YelioCTH,
rnepeHIuTe K perucTpanuy 0yKKaIbHOH OKKITIO3HH.

CxanupoBaHHe A/l perucTpauun OyKKaJIbHON OKKJII03HH

Jas perucrpanmun 0yKKaJIbHOH OKKJ/II03HH, HEOOX0AHMO BBINOJIHHATE CJIeIyION[He
marm:

/. Bribepure pexum cosnanus Mmojenu Buccal Bite Registration E B uHTep(eiice
Helios; NJIU

HakMATE KHOTIKY BRIGODA DEKHMOB HA CKAHepe = H yCTAHOBHTE PEKUM
peructparuu OyKKalbHON OKKJIFO3HH.

2. ITomecTHTe HaKOHEUHMK cKaHepa Ha OYKKaJIbHYIO CTOPOHY I0JIOCTH PTa NAlUeHTa U
MOBEPHUTE HAKOHCYHHMK TaKMM 0Opa3oM, 4YTOOBI BBIDOBHATHL €ro IOJOKEHHE Ha
nosepxuHocty 3yda. [lonpocure nanmenTa 3akpeiTh poT U yOeurech B NPaBHIBHOCTH

OKKJIIO3HH.
3. Haxmute KHOTIIKY Start Scan 1 MeUICHHO BEIUTC HAKOHCYHHK CKaHCPa B ME3HAJIBHOM
HaMnpapjICHHHd C paBHOMCPHBIM OXBAaTOM 3y603 BerHCﬁ M HHIKHEH 49eiTIoCTH.
Ha NIpUMEPE HHIKE MOKa3aHa OTCKaHHupOBamHas 6y'KKaJ'ILHaﬂ OKKITIO3HA, I[J'[SI NEPCKINOYCHU
MCHJTY BHJIaMH HITH JUIA YIQJICHHS BHIOB OTCKaHHpOBaHHC)ﬁ OKKJTIO3HH C IICJILK) [TOBTOPHOIO
CKaHHPOBaHMA, MOXHO HCIIOJIHL30BATL ITaHE/Ib HHCTPYMEHTOR B JIeBOM yacTH IKpaHa.

EBwzuson "o ] a .

. (o rree

e’

4. Tlocne CKaHHupOBaHHs JUIA perucrpaiHi GYKKELTIBHOﬁ OKKITIO3HH IIOBEPHHUTC MOJIC]IbL H
Macurraﬁnpyi‘rre BHJT JIJIA TOIO, 4TOoOBI YGGJIHTBCH B IIPaBHJIIBHOCTH OKK/IIO3HH H
OTCYTCTBHH HCCOBIIAJICHHH. HpH H606X0,KHMOCTH, BBl MOXKETEC YAAJIUTH IIOJIYYCHHBIC
JaHHBIE W TPOBECTH ITOBTOPHOC CKaHWPOBAHHAE.

OrmeTka 00J1aCTH NOJATOTOBKH



ITo 3aBepmiennn CKAHHPOBAHHS MOKHO OTMETHTh 00JIACTH NMOATOTOBKH [UIS MX
jpaabueiimeii o6padorkn. Jast Toro wrodnl oTMeTHTH 06.J1ACTH HOATOTOBKH, HEOOX0HMO
BBINOJIHHTE CJIEAYIONHE INAary:

1. Buibepute yemocts ( : VUTH =) ¢ 0671acThIO IOJATOTOBKH B HHTepdeiice Helios niis
axTuBanuu 3D-Monenn.

L
2. Haxmure KHOIIKY Mark tooth H KJIHKHHUTC B IICHTPC OKKJIKO3UOHHOH IIOBEPXHOCTH
3y63, Ha KOTOpPOM IMPOBOAHUTCA IIOATOTOBKA. Ha oxxkiro3noHHOH IIOBEPXHOCTH
TITOABHUTCH 3D-mapm(, yKaBBIBElI{)HIHﬁ Ha 00J1acTh INOATOTOBKH.

LONe [T 278
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3. Ilpwm seobxoaumocTy, noepHuTe 3D-MOI€IL B OTMETETE BCE 00JIACTH 110JIFOTOBKH.

{

4, Haxmure xkHonky Return (Bosspar) s

- Juist oT™Mensl HucTpymenta Mark tooth.

Hopaborka u npoBepka 3D-moaeu

Hopaborka 3D-mojenu 1no3sBoisier HOJYYUTH 0OoJiee TOYHBIE JIAHHBIC LIS
Aaaeneiimeit odpadorkn. dus gopadorkn 3D-moaes 1 HE0OX0AUMO BBINOJIHATH CJICAYIONINE
maru:

|
1. Haxmure knonky Refine -@"'""'-l, U Ha 2KpaHe I[OSBHTCHA TMaHEeNh WHIHMKAI[UH
nporecca jgopaboTkd. B 3aBucuMocTd OT KOH(HIypanuu KOMIBIOTEpd, IPOIECe
JIopabOTKHU MOXKET 3aHATH HECKOJIBLKO MHHYT.

Refine in Progress

Thes may lake a few manutes, Pliease wait.

Cancel

2. Ilo 3aBepmienuu jopaboTku € JIOPabOTAHHOH MOJIENIBIO MOXHO TIPOH3BOIUTE
CIIe/TyIONIHE OTIEPAIlHH:



e  HaxmMuTe paByIo KHOIIKY MBILIH U YAepKuBaiite kypeop Ha 3D-mojieinu juis ee
IIepeMelleHus B MpeIesiax OKHa;

e HaxMuTe KHOIIKY MBILIH ¥ yAepKUBaiTe Kypcop Ha 3D-Mo1emu Juisl ee BpalleHus;
e Hcnons3yiTe KOJCCHKO MBILIH JUIs H3MeHeHHs MacinTada 3D-motenu;

e Hawmure xnonky True Color E Juist Toro, 4robbl caenate 3D-Momens NBETHOH WM
MOHOXPOMHOIH;

RA
e Haxwmure kHonky Zoom fit“= juis MacmTabupoBaHUS MOJICIIH, YTO IIOMOKET OIPEIEIIHTE €€
HAWJIy4IIHi BUI;

e Haxmure knonky Six Views O s NpoCMOTpa Beex MmecTH BUaoB 3D-moaenw;

[P
e Haxovmure kHonky Snapshot - juist Toro, yro0sl caenars cHUMOK 3 D-Mojeiu;

e Hamwmure knonky Upper Jaw = umu Lower Jaw = JUISL TOrO, YTOOBI CKPBLITH HJIH
0TOOPA3UTH YEITIOCTH;

o Haxwmure knonky Transparency ® juist oro6paxenns momsynka npospadnocts. JUist TOro
4T00BI HACTPOUTH 1TPO3pavyHOCTh 3D-MOjeNH, HAXKMHUTE Ha HOJI3YHOK M IICPETaIlMTe ero B
HYJKHOM HallpaBJICHUH;

e Haxwvure knonky Cut & s TOro, 4TOOBI BHIOPATH M YJIAJIUTE HEHYKHBIE JJaHHBIC;

e Haxwmure kHouky Intraoral Image 5 Juisi  BbIOoOpa HM300paykeHMH, claeJaHHbIX
MHTpaopaJbHON KaMepoH, U3 OTCKaHUPOBAHHBIX JAHHBIX;

e Haxmure knonky Quadrant Snapshot = juts oTkpeITHs okHa «CHHMOK KBajpaHTa», B
KOTOPOM 0TOOPaXKatoTCst BHJIBI MOJIEITH.
3. Ecam npu nposepke 3D-monenu oOHapyKMBAlOTCH SBHBIC IIPOILYCKH, HAMKMHTE

1
Q Scan i
“H IlpOBEﬂHTC IIOBTOplIOG CKaHHpOBaHHC H}"H(H]—;Ix 06H3CTCH JUTS

KHOIIKY Scan
3aI10JIHCHUS IIPOITYCKOB.
4. llosropsiite warn ¢ 1 mo 3 g0 Tex mop, nmoka kadectBo 3D-mojenn ue Oyuer

YHOBJICTBOPHTCI/ILHBIM.

3aBepuienue padorsl U coxpanenue 3D-moaenn

Jasi 3aBepmieHuMsi CKaHHpoBamus M coxpanenus 3D-mopenm, mHeodXoamMo
BBIIIOJIHUTE CJIeIYIONIHE MIATH:
1. Haxwmute xnonky Finish ®me] Ha 9KpaHe 0ToOpa3uTCs CleyIonas cTpaHua.
Ecmi na npeasitymem mare 6b11a BBeeHa HHGpOpMAaIus o MarueHTe, oHa
oTobpa3zuTes Ha ATOU cTpaHulle.



2. 3anonnure nidopManmio o NaueHTe  oTMeThTe BeIOpanubie 3yOnl (Tooth selection).
[Tpn HEOOXOMMOCTH, K CITy4Yaio MOXKHO JIOOaBHTH MPHIIOKEHHUS.

3. HaxmuTte KHOUKY Save (Q WIH _Q) JUISt TOrO, YTOOBLI COXPAHHUTE Cilydai

Coszaanue 3D-Mmoae/m IS UMILIAHTAIIAU

JUist vcnonib3oBanus obmero pabodero Inpornecca CKaHMpOBaHUsA LpH co3jaHun 3D-

MOJICITH, cho.uwyemoﬁ IIpH UMILTaHTallluH, CJICJYCT BHA4YaJIC ITOJYYHTDh H306pa}KCHHH BCpXHCﬁ
YEIIKOCTH, HHJKHCH Ye/IIOCTH H PErUCTPALHED GYKKBJIBHUﬁ OKKJIIO3HH.

[aru cozaganus 3D-moaenu:

OTckauupoBaTh BEPXHIOIO U HUKHIOI YEJIOCTh;

ITpoBecTH ckalMpPOBAHKE JUISl PETHCTPAIMH OYKKATBHOM OKKITIO3UH;
OtMeTHTH 00/1aCTH UMILTAHTAIIMH;

VCeTanoBUTE # OTCKAaHUPOBATE (J1ar JiIsi MOJICIMPOBAHUSE;
Hopaborate u nposeputsh 3D-Moae1H;

3aBepiuuTh paboTy K coxXpaHuTh 3D-Moj1eb.

CkanunpoBaHHe BepXHel H HHKHEH YeJI0CTH

Juis cospanust 3D-mojietn BepxHeil ¥ HHAKHEH Yea0ceTH, He00X0AHMO BBINTOJIHHTH
cJIe/IYIONIe Iar:

1. Tlepen HauanoM cKaHMPOBAHMS TINATENIBLHO BBICYLIUTE 3yOBbI;

2. Bribepure pexum cozmpanusi Upper Jaw =B unrepdeiice Helios UIW naxmure
KHOTIKY BBIOOpa pekMMa Ha CKaHepe Julsd BRIOOpa pexuMa CKaHMpPOBAaHHS BepXHEH

yemocTH

3. IloMecTHTe HAKOHEYHMK CKaHepa Ha MOBEpXHOCTH 3yda Juist crabmim3anun ckanepa u
HaxkMHTEe KHONKY Start Scan. Jloxmrecs, noka Ha skpane oroOpaxenus 3D-mo/ieiu
nossurest 3D-u300paxceHne, 1 HAYHHTE MCUICHHO BECTH HAKOHCYHMKOM CKaHepa
BI0Jb 3yOHOM ayru Ha paccrosHuum 0-5 MM ot 3ybos. H3obpaxenue Oyjier
ABTOMATHYCCKH OTCKaHMPOBAHO U 0ToOpasuTces B 001acTi oTodpaxeHus 3D-moeu.



4. MejuieHHO BEIMTE HAKOHCUHNKOM CKaHepa BJIOJIb OKKJIO3HOHHOM 1IOBEPXHOCTH JUIs
TOT'0, 4TOOLI OTCKAHUPOBATEL OCTAILHBIC 3yOLI Ha JyTe.

5. Tlo 3aBepuicHUM CKAHMPOBAHUS  OKKJIO3MOHHON  I1TOBEPXHOCTH  LIPOBOMTCS
CKaHMPOBAHME JIMHTBATBHOMN MM OyKKaILHO MoBepXHOCTH 3y00B Ha TOil #e Jyre.

6. Ilo szaBepnienuy CKaHMPOBAHHMS JIMHIBAILHOH WK OYKKQJILHON IMOBEPXHOCTH

NPOBOJIATCS CKAHHPOBAHKE MPOTHBOITOJIOIKHONW CTOPOHEI 3yOHOI JIyTH.

7. Ecmm B mporecce co3fanns MoJCIH HEOOXOJIMMO YCTPAHUTh apTed)akThl MSIKHX
TKaHel, HecOOTBETCTBUS MIM HEHYKHbIC BWbL, BeiOepute nucrpyment Cut u
HMPOBEIUTE KPUBYIO, OXBATHIBAIONIYIO YYACTOK, KOTOPbIH HYKHO yi@iurth u3 3D-
mostes. Jits 3anosmenus nporycKoB MOXKHO [POBECTH ITOBTOPHOE CKAHMPOBAHUE
obsiacr.

8. Tlocie ckanmpoBanMsi BEpXHEH YEMIOCTH, IEPEijIMTe K CKAHMPOBAHMIO HIDKHE

yesocTH. Bribepute pexum cosjanust mojei Lower J awn B unrepdeiice Helios



WMJIM naxkmuTe KHONKY BbIOOpa peXMMOB Ha CKaHEpe M YCTAHOBHTE PCIKUM

CKaHMPOBAHMs HHIKHCH YCITIOCTH = .

9. Tlosropsiite ward ¢ 3 no 6 X0 Tex MOp, [I0Ka CKAHUPOBAHHE HHIXKHEH YelIOCTH HE
OyJieT 3aBepuICHO.

10. Ilposeppre 3D-Mozenp Ha HAJIMYHE SBHBIX IPOIYCKOB M, TPH HEOOXOIMMOCTH,
IIPOBEMTE IIOBTOPHOEC CKAHHPOBAHHE.

11. Ilocne noxrBep)KAcHHS 3aBepuicHHs co3zjanus 3D-Mojenn BepxHel W HHKHEH
YEJIKOCTH TICPCHIHTE K perucTpaiiy OyKKaIbHOM OKKITIO3UH.

CkanupoBanue /18 perucTpauun 0yKKaJdbHOH OKK/JII03HH

H.IIS! pPErucTrpannu ﬁ}'lCKa."lblIOi'l OKK.TI03MH He00X0/IMMO BBIIOJHHThH CJICIVIOIIIHE
marm:

1. Bribepure pesxnum cozpanns mojenn Buccal Bite Registration B B
unrepgeiice Helios NJIN naxMuTe KHONKY BRIOOpA PEKUMOR Ha CKaHEpe K

YCTAHOBMTE PCIKUM pErHcTpaliny OyKKajlbHOH OKKITIO3MH == |

2. [TomecTHTE HAKOHEYHHUK CKaHepa Ha OyKKaJILHYIO CTOPOHY MTOJIOCTH pTa IarnyvenTa
¥ [IOBEPHUTE HAKOHEUHMK TAaKMM 00pa3zoM, 4TOOBI BLIPOBHATH €ro MoJIoJKeHue Ha
noBepxnoctd 3yba. [lompocure namuenTta 3akpeiTh poT W ybenuTech B
1PaBHJIBHOCTH OKKJIIO3HH.

3. Haxmure xnonky Start Scan ¥ MeICHHO BEJUTE HAKOHEUHMK CKaHepa B
ME3MAILHOM HalpPaBICHUH C PABHOMEPHBIM OXBaTOM 3y0OOB BepXHEH M HHKHCII
yemocTtd. Ha npumepe Huske noxasana oTcKaHupoBaHHas OyKKaIbHas OKKITIO3MS,
Jliist nepekinoyeHus MeXJLy BHIAMU WIH JUIS yIATICHHS BHJIOB OTCKAaHHPOBAHHOM
OKKJIIO3UH € LEJIbIO IIOBTOPHOrO CKaHWPOBAaHUS, MOHO HCIOIL30BAThH IAHEINb
MHCTPYMEHTOB B JICBOH 4acTH JKpaHa.
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- PCI‘HC'['paI.lHIO 6}’KK&J’[I;IIOFI OKKJIIO3HH MOKHO ITPOHU3BOJHTH B HCCKOJIBKO 3TAIIOB.
PCKO.\/IC!IJI}(’CTCS’I OTJICJIbHO CKaHUPOBATh JICBYTIO M MPaByIO HacTh pOTOBOﬁ ITOJIOCTH
MarHeHTa.

4. [Tocitie ckanupoBanusi JUISL pPErucTpaiiyd OYKKaJbHOH OKKJIIO3MH I1OBEPHUTE
MOJIeNIb ¥ Macmrabupyiite BWJ JUIs TOro, 4ToObl yOeuThCs B IIPaBUILHOCTH



OKKJIIO3MH M OTCYTCTBHH HECOBIA/ICHUN. l_lpH 1-1606X0,E[HMOCTH, BbI MOKECTC
YIAIIUTE [TOJIYHYEHHBIE JIAHHEIE H ITPOBECTH ITOBTOPHOC CKaAHHPOBAaIIHE.

OTMeTKka 00J1ACTH UMILJIAHTALIUHA

ITo 3aBepmIeHNH CKAHHPOBAHHSA MOKHO OTMETHTHL 00/12CTh MMILIAHTAIIHH, YTOOBI
OTCKAHHPOBAThL €e Mocje ycranoBku ¢uara s mojaenpoBadnsi. st toro 4rodbi
OTMETHTL 00JI2CTH MOJAr0OTOBKH, HE00X0/IMMO BBITIOJIHHTH CJEAYOIIE MAaru:

1. Bribepute uesmocts (: WA =), B KOTOpYIO0 OYyJE€T YCTAaHOBJICH MMILJIAHTAT, B
untepdeiice Helios juis aktusanuu 3D-mozenn.

2. Haxmure xnonxy Mark tooth u wmkuure B nentpe Mecra mmiuiaHtanmu. Ha
OKKJIIO3MOHHONW IOBEPXHOCTH TI0ABUTCS 3D-1mapuk, yKasbIBalOIMiE Ha MecTo

HMINIaHTAIuH.
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3. Illpu neodxopumocty, noseptuure 3D-Mo/1e1b 1 OTMETETE Bee 001aCTH
UMILIaHTALAH.

I 1
‘ [Tpu ncrionp3oBanun uHCTpyMeHTOR Cut :t:,;, Lock u Mark tooth ﬁ'} 3D-mozenn
MOXKHO [TOBOPAYMBATH, HAXKAB U YIEPKUBAs CPEAHIOI0 KHOIKY MBIIIIH.

!

4. Haxmure knouky Return JUIs oTMeHBI uHCTpyMenTa Mark tooth.

YeranoBka u ckanupoBanue duiara J1jsi MOJAeJTHPOBAHUSA

ITocute YCTAHOBKH cb.nara AIH MOJCTHPOBaAHUA, JJISl €0 CKAaHHPDOBaHHHA HeoOX0THMO
BBINMOJIHHTDL CJICIYIOIMHE MIATH!

1. Haxwmure knonky Scan body ¥ s Toro yro0b! HauaTh CKAaHHPOBATE GuIar [uis
MOJICIITHPOBAHMA.
[TotoxauTe, 1OKa 3aBEPUIATCS TTPOIECC KOTIMPOBAHMUS OTCKAHUPOBAHHBIX JJAHHEIX.

3. Ilposeppre, pocratouHo Jii  OONBIDHM  SABISCTCH  y4acTOK, aBTOMATHYECCKH
BLIPE3aHHBIH [porpaMMmoi, JUIs TOro 4roObl BMECTUTH HPO(HIIL BBICTYHAHHS H

HCTIONTB3YEMBI [bJIElI“ JUIA MOJICITHPOBaHHAA. Ecimn Y4aCTOK HEA0CTaTO4YHO GO.TII:I_UOI:"I,



MOKHO CHOBAa HakaThb KHONKY Sean body “ U MOBTOPHO OTMETUTH o0iactH
UMILIAHTAIMH, WM K€ OTKOPPEKTHPoBaTh «/lmamerp JIyHKH 110/I HMMINIAHTAT
(Implant  cut out diameter)» copazmepHo wucnoiabzyemomy Quary s
Mojiesposanns. [To 3aBepmieHnn KOppeKTHPOBKH, HEOOXOMMO CHOBA 3amyCTHTH
ckaHupoBanue (rara JuIs MoJIeIMpOBaHUS.

oK Cancal

I il
4. Jlns roro wroOsl noiryunts 3D-moj1enu (iara Juis MOACIHMPOBAHUS, HOBTOPHO
orckanupyire o6acTh UMILIAHTAIH,
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5. Tlo 3asepienun ckanupoBaHus Quiara JUisi MOJICIMPOBAHUS NIEPEHUTE K [Iary
JlopaboTKH U npoBepKH 3D-MOJIeH.

Jopaborka u nposepka 3D-moesin

Jopadorka 3D-mo/1es1a 1103B0JISICT NOJYYHTH 00JIee TOYNbIE TAHIbIE /LI
najapneiimeii oopadorkn. Jdas qopadorkn 3D-mo/1esin HeoGX0HMO BLITOJIHHTE
JIEAYIOHHE HIArH:

() Retes

1. Haxmure knonky Refine ‘, M Ha 9KpaHe MOSBUTCS NAHE/Ib HHIAMKAIIMHT
nponecca JopadboTkn. B 3apucuMocTH 01 KOH(GHUIYpalu KOMIIBIOTEPa, IPoIece
llOp'dGO'l‘KH MOMCT 3aHATHL HCCKOJIBKO MHUHYT.

Refine in Progress

2. Ilo 3aBepmrenuu aopaboTku, ¢ JopaboTaHHON MOJCILIO MOXKHO IIPOM3BO/IUTH
CJIC/IYIOUTHE OIEpalHu:

Hasxmure 1npasyio KHOIKY MBIIH U yjepkuBaiite kypcop Ha 3D-Moemnu juis
ec TIepeMEIlCHHs B ITpe/iesiax OKHa;

HaxvuTe KHOTIKY MBIIM M yJAepXKHBaliTe Kypcop Ha 3D-Mmojenu juisi ee
BpalicHus;

Hcenosb3yiite KoJIeCHKO MBIIIHK JUl u3MeHenus Mmacmtada 3D-moenu;

g

Haxvure xnonky Scan body 9? JUIsL TOTO, 4TOOBI IIEPCKIIOYATBCS MEHKLY
pasHeiMu 3D-MO/IEIAMH;

Orobpaszurth MoJeIb ¢ (hJ1arom JUist MOJICITMPOBAH S,

Otobpasure Mozens 6e3 (urara st MOJEIMPOBAHMKS,

Haxwvure xnonky True Color E Juis Toro, 4rodsl cuenars 3D-monens
IBETHO# MJIM MOHOXPOMHOM;

A
Haxovure xnonky Zoom fit“2 s MacirabupoBaHust MOJICIIH, YTO TOMOKET
OIIPEACIUTL €€ HAUJTYYIIHH BUJL;



e Haxwvure kHonky Six Views T IIpOCMOTpa BCEX MIECTH BHJI0B 3D-

MOJICJIH;
I3
e Haxmure kHonky Snapshot -2 juts toro, yro6sl ¢jiesaTs cHUMOK 3D-moenu;

e Haxmure knonky Upper Jaw : umu Lower Jaw : JUIA TOTO, YTOObI CKPbIThH
HIIH 0'['06pa3HTb YCJIHOCTH,

e Haxmure knonky Transparency ® s orobpakeHus  MOJI3yHKa
po3pagHocT. Jis Toro 4ToOBl HACTPOHTH IMPO3PAYHOCTE 3D-MoOmesnH,
HaKMHTE Ha [10JI3YHOK H [IEpeTalHTe €ro B Hy>KHOM HallpaBlIeHHH;

e Haxmure KHOIIKY Cut 1 JUIS TOTO, 4TOOBI Bblﬁpa’rb U YIQJIHUTh HCHYXHBIC
JIaHHBIC]

e Haxwmure kHonky Intraoral Image § Jutst BeIOOpa u300pakeHui, cIeIaHHbIX
HHTPA0PaAILHON KaMepoH, U3 OTCKaHUPOBAHHBIX JIAHHBIX;

e Haxmute knonky Quadrant Snapshot ™ Juist orkpeitHs okHa «CHHMOK
KBajlpaHTa», B KOTOPOM 0TOOPaXaroTcst BH/IbI MOJIEIIH.
3. Ecim npu nposepke 3D-Moznenn oOHapy)XMBAIOTCS SBHBIC IIPOIYCKH, HaXKMHUTE

an w
© “ M IIPOBEJIMTE ITOBTOPHOEC CKAHUPOBAHUE HYKHBIX objacren st

KHOIIKY Scan
3aMOJIHEHUS TPOIYCKOB.
4. Tlosropsiite marn ¢ | mo 3 g0 Tex mop, moka kadectBo 3D-momenn He Gyuer

YAOBICTBOPUTEIILHLIM.

3agepurenne pabornl U coxpanenune 3D-mopesn

JUtsi 3aBepIenus CKAHMPOBaHus U coxpanenus 3D-moxesn, Heodxo MO
BBIIMOJHHATDL CJACAYIOMINHE MIaru;
1. Haxmure knonky Finish @] Ha sKpaHe oToOpazuTes cieyromas crpanuia. Ecim
Ha IpejibytyleM mare Opiia BBeieHa nH(opmanus o narueTe, ona oTodpasures Ha
9TOH cTpaHulle.

m  hieknimiatana _

Narve . i Mol Fomake

M"
: o
0l
2. 3anomaure MuGOPMANMIO O IAMEHTE M OTMETHTe BhIOpaHHble 3y6bl [lpu

3. Haxmute knonky Save (€ wam |

HEOOXOJIMMOCTH, K cIryvaro MOXKHO JI0DaBHUTH IPHIIOIKCHHA.

I:") JUISL TOTO, YTOOBI COXPAHUTH CITydai.



ITonck v yerpanenue HeucrpaBHoCTeN

MueTpykimy 1o NOHCKY B yeTpanennio nencupasuocreit 8 ckaunepe Helios 600:

Onucanne npodsemsl

HecooreercTaue u
Hajnoxenue 3D-
u300paKeHuii

Iopsinok xe

Y 1ajnTe HeCOOTBETCTBYIOIINE AaHHbIE U JIHIIHAE TKaHH,
Henonp3yst HHCTpyMeHT Cut, M MPoOBeIUTE NOBTOPHOE
CKdHHUPOBAHHE.

I—[OL‘.‘-IL‘ [')L‘I'HC'I‘]'}HILHH
OKKJHO3HMH MCHKILY
BEPXHENH ¥ HIKHEH
YESJIHOCTAMH MMCIOTCH
1pabestnl wiIK ob1acTu
IICPECCUCHUS.

Heuerkas rpanuuHas
nuHust obnacTu
MOATOTOBKA

YiamuTe HenpaBUIILHBIH B/ OKKITIO3HU M TIPOBC/IMTE NOBTOPHOE
cKaHUpoBaHHEe. AKTHBHPYHTE (QYHKIUIO ONTHMH3ALMHA OKKITIO3HH.

OTxoppexTHpYHTE NON0KEeHHEe CKaHepa TaK, YTOOb! MOBBICHTh
PE3KOCTh IPAHUYHON JIMHUU, U IIPOBEAUTE IIOBTOPHOE
CKaHHPOBaHHUE.

| Tocue popaborku na

H'iﬂﬁ})ﬂ}lﬂ!i]llll
OTCYTCIBYCT lll.'liil' AT
MOJICITMPOBAITHA.

1 leCJ.L CKaHHPOBaHHCM (]);131‘& A MOACIIMPOBAHHS LIPABHJILHO
OTMETLTE 001aCTH HMITIIaHTanmH.

YeranoBuTe 1PABWILHBIH JIMAMETP JIYHKH JUISE HMILIANTATA.

Habmopaercs cumxenne
TOYHOCTH H300paKeHus,
HJIN TIPH CO3JAHAH
MoJIeneit H300paXKeHus
HE COCTBHIKOBBIBAIOTCS,

Y0enureck B TOM, YTO OKOIUKO OOBEKTHBA B OCHOBAHHH CKaHepa
He 3arpssHeno. [IpoTpuTe OKOIIKO BiIa)KHOH BETOIIBIO, He
OCTaBJIAIOIICH Bopea, MU caldeTkamu s 00LeKTHBOB, YTOOBI
)’)Jﬂﬂl{'f‘[u C HEr'o NEBINL HIIH MI8ATHa OT BOJIBI. Y6eﬂ.!'l'l'e(3b B TOM, 4TO
HAKOHCYHHK HAJEIKHO 3aKpeIuieH, 1 4TO B [poLecce NpPocMOTpa
BHIIEO B PEIKUME PEajibHOr0 BPEMEHH Ha BHJICO HE MOSBIISETCS
yepHasi paMKa.

Pexoncrpykins osiacTu
IIOJITOTOBKH C
MeTaJUIHUCCKUM
[IPOTE30M 3aTPy/HCHA.

OrKoppexTHpyiiTe NOJI0KEHHE CKalepa (HalpUMep, PACCTOSHHE
WM YIOJI B HACTPOIKax) U oTcKaHupyiTe 001acTh ITOBTOPHO.
Yanure Xupypriadeckyio JJaMmIty ot narenta, 4Toonbl CHU3UTh
YPOBCHL PAacCeAaHus CBETA.

Hakoneunux
YCTAHOBJIEH, HO He
obunapyxen. B pexume
peanbHOr0 BPEMEHH
BHJIEO HE
BOCITPOU3BOIMTCS, H
HAKOHEYHUK CKaHepa He
oOHapyXKeH (HKOHKa B
HHIKHEM [TPaBOM YTI1y
JKpaHa).

[lepeycranoBute HaKOHEUHHK. Y OeTIUTECH, YTO OH MJIOTHO
3aKperUieH Ha CKaHepe.




B}{y']'pﬁ'}lll'l}[}[ YeTanoBuTe COBCPUICHHO C}/XOﬁ HaKOHCHYHHK Ha CKaHep u

IMOBEPXHOCTE OKOIIIKaA MOMECTHUTE CKaHEP B JACPIKATCIIE HIIH IMOJIOMKHATE €I'0 Ha CTOJL,
00BCKTHBRA B OCHOBAHHH BbI}KJIHTC, II0Ka 3anoresanue ucdesner. Ecin oHO He ucuesaer B
CKaHCpPa 3a11oTeBacT. Teuenue 24 Hacos, OﬁpaTHTCCh 3a ITIOMOMNIBIO B MECTHBIH

CEPBUCHBIH 1IEHTP.

Hepeu TCM, KaK yCTAHABJIMBATE HAKOHCHYHHUK HA CKaHep, )’GGﬂHTCCb
B TOM, 4TO HAKOHEUHHK ITOJTHOCTBIO BhICOX. He HpDTHpaﬁTC
CKaHCP BETOULIBIO, BLIMOYEHHOM B ,H.CSI»‘II-I(X)HU,I‘IP}’IOLIICM CpPEICTRE.

JAEKJIAPAIINSI COOTBETCTBHS DMC

Menunuuckoe atekrpoobopyjloBanne  Tpebyer TIPUHATHUS 0COOBIX Mep
MPEJIOCTOPOIKHOCTH,  CBS3AHHBIX € €r0  IEKTPOMArHUTHOH coBmecTHMocThIO  (DMC).
Meaununckoe o0opya0BaHue JIOJDKHO YCTAHABIMBATLCA W BBOJIMTHCS B HKCIUTYATAITAIO COTIIACHO
ungopmaru 00 OMC, npuBeIeHHON B COOTBETCTBYIOMIEH JIOKYMEHTAIHH.

Jpyroe obopyloBanne MOKET CO3/aBaTh MOMEXH, IpephIBAIOIINAE CBSA3L ckanepa Helios
600, naxe ecium 000py/I0BaHUE COOTBETCTBYET TPeOOBAHUSIM K M3IIYYEHHUIO, YCTAHOBJIEHHBIM B
cranaapre CISPR (MesxyHapoHoro cendaibHOr0 KOMHTETA 10 PaHOIOMEXaM ).

PyROBOJ_ICTBO H JCKJIapallHH NPOU3BOAHTEIS

PykoBo/IcTBO M JICKJIAPAIIMH  TNPOM3BOJHTENSI B  OTHOMICHHH YICKTPOMATHHTHOIO
H3JIYICHHS:

Cranep unrpaopanbubiii Helios 600 ¢ npunajiexHocTssMu B cocTaBe INpejHa3sHayueH juis
UCIIOJIL30BAHMS B DJIEKTPOMArHUTHON cpejie, YCIOBUS KOTOPOH ONMMCaHEBI HIIKE.

3axka3uMKy WM 110I1b30Bartemo ckanepa Helios 600 cinepyet ybeAuThCS B TOM, 4T0 060Dy 10BaHIE
MCIIOIB3YETCS MMEHHO B TAKOH cpejie.

Mcnbrranus na CoorsercrBue DjeKTpOMarHuTHasI cpejia - pyKOBOJICTBO
YCTOHYMBOCTE K
OM u3J1yyeHHIO

PY-ussyuenue 1o ['pymma 1 Ckanep Helios 600 Tonbko npuaumaer PY-curuaisi.
CISPR 11 Knacc B Taxum obpazom, yposens PU-u3nyueHuns ot ckanepa

OYeHb HU3KHH. BeposTHOCTE cO3/1aHusl 1omMex st

PacIioNokKeHHOro BOIM3K 000pYI0BaHIS MaTa.

O6opyaoBanue u cuCTEMBI

Cranep unrpaopaibnbiii Helios 600 ¢ npunajiexknocrsiMu B cocraBe npe/iHasinavuct juis
HCIIOJIb30BAHMS B JICKTPOMAIHUTHOM CpEJie, YCIOBHS KOTOPOH OonMcanbl HMKE, 3aKa3uuKy M
nosib3oBareno cxkanepa Helios 600 cineyer yoemThes B TOM, 4TO 060py10BaHNE MCTIONB3YETCH
HMCHHO B TaKOH cpejie.

Henprranus Ha | Yposensn Yposens DJeKTpoMarHuTHas cpeaa
3AIIMIIEHHOCTE OT | MCHBITAHUH 110 | COOTBETCTBUS | PYKOBOJICTBO

JIEKTPOMArHH THBIX [EC 60601

nonel




YeToRunBOCTE K + 8 xB —|£ 8 xB - |Illogsl mOMEINEHHA JIODKHBI OBITh
) KOHTAKTHBIH KOHTAKTHBIH | BBIIOJIHEHL! M3 JlepeBa, OeToHa MM
JICKTPOCTATHYEC KUM '
paspsiz; paspsiz; KepaMU4YeCKOH IUIMTKU. Ecin 1osbl
paspsnam (DCP), + 15 kB — B |+ 15 B - 1 | MOKPBITHI CUHTETHYECKUM
MOK 61000-4-2 BOBIYXE BOIIYXE MaTepHaloM, TO  OTHOCHTEILHas
BIIQKHOCTD BO3/IyXa J0JKHA
cocraBisiTe He MeHee 30 %. TUIMTKH.
MaruuTHoe 1oje 30 A/m 30 A/m MaruuTHoe 1oJe  NPOMBINLIEHHOMH
TIPOMBIIIUICHHOR 4acTOThl JIOJDKHO OBITE HAa YpPOBHE,
qactoTsl (50/60 I'1r) COOTBETCTBYIOIIEM TUITHIHBIM
no MBK 61000-4-8 YCIIOBUSIM HCII0JIb30BaHUs B
KOMMEPYECKUX  YUPEKJCHHAX  HJIH
D0JIbHULIAX.
UziygaeMblie 3 B/m 3 B/m Cpejla MeJUIIHHCKOrO YUPEIKICHHS.
Or80 Mt o | Or 80 MIy | IPEAYIIPEXIEHUE: PY-
S 2,7TT o0 2.7 T o0opyloBanue CBA3H, (BKITIOYAs

nepudepudeckoe obopy10BanHe
(a"TeHHbl, Kabeu 1 BHEIIHHE
aHTEHHBI, B TOM 4MCIIC ¥ Kalelu,
PEKOMEH/IOBAHHBIC TTPOUIBOHTEIECM))
IOJKHO YCTallaB/IMBaTLCS Ha
paccroanuu He Meree 30 cm (12
monmoB) ot ckanepa Helios 600. B
HMHOM CJIy4ae, Takoe pacrojioKeHue
MOJKET IIPUBECTH K YXY/IIIEHHIO
pabounx XapaKTepHCTHK
obopytoBaHHS CBS3H.

MAIHHTHBIX [1OJICH,

MDK 61000-4-3

Cerojiast MHOIME pPajTHOYACTOTHBIE OCCIPOBOAHBIE YCTPOHCTBA HCIONB3YIOTCH B Pa3IMYHBIX
METHIMHCKHUX YUPEIKICHUAX, IJIe MPUMEHAETCS MEIUIIMHCKOEe 000py/10BaHHe W/MIH CHCTEMBDI.
Hcnmonp3oBanue TakuX YCTPOHCTB B HEMOCPEJCTBEHHONH OJM30CTH  OT  MEIUITHHCKOTO
o0opy/10BaHUS W/HJIM CUCTEM MOXKET IOBJIHMATH Ha 0€301aCHOCTh M OCHOBHBIE XapaKTEPHCTUKH
MeJIMUMHCKOro ofopyjloBauust u/unu cucreM. ckanep Helios 600 Onl1o nporecTHpoBano Ha
UCIBITATE/ILHOM YPOBHE IIPH HCIIBITAHUAX HA [IOMEXOYCTONIMBOCTE, YKa3aHHOM B TabIIHIIe HUXKE,
U YJIOBJICTBOPSIET COOTBETCTRYIONMM TpeboBanusM cranjapra MDK 60601-1-2:2014. 3axazuux
MOABL30BATENL  JIOJDKHBI  TOJJIEPKHBATE  MHHUMAJILHOE  PACCTOSHHE — MEXy
pajnoyacToTHLIM 000pytoBanuem OecripoBoiHo# cBsi3u 1 Helios 600, kak pexoMeHI0BaHO HUXKE,

H/MIH

Yacrora YacToTHBIN quana3oH Moy nsinust
IIPOBE/ICHUS (MI'y)
HUCITBITAHUH
(MI')
385 380 -390 Wmnynscnas moaymnsuus 18 ', 27 B/m
450 430 —470 FM = § kI'nt (otxnonenue), cunyc 1 xI'n, 28 B/m
710
745 704 — 787 Nmnyascnas moxymsmus 217 ', 9 B/m
780
810 800 — 960 Wmuyssenas mojyssinmst 18 ', 28 B/m




870
930
1720
1845 1700 — 1990 Wmmynsenast Moy situst 217 ', 28 B/m
1970
2450 2400 - 2570 WUmmny necnast mosysisiiiust 217 ', 28 B/m
5240
5500 5100 — 5800 WUmnynecuas moxyssiiust 217 ', 9 B/M
5785

Crangaprsel IMC, npumenumbie Kk MU Ckaunep unrpaopansubiii Helios 600 ¢
NPHHANIEKHOCTSIMH B COCTABE

MDK  60601-1-2:2014  TpcbGoBanuss u  wucnsrrtands Ha  DOMC,  Menununckoe
anexTpoodopyposanue, B T.4. ['pynnsr 1, Knacca B no CSIPR11:2009+A1:2010

IlpunapaexnocTa

Ucnonb3opanue akceccyapos u kaOesiei, OTIMMHLIX OT YKa3aHHBIX MJIH [1PEJ/IOCTABIEHHBIX
npoussoauteneM Helios 600, MoxkeT NpUBECTH K YBEJIXYEHUIO JIEKTPOMArHHTHOTO M3y YCHHUS
HJIH CHIDKCHMIO DJIeKTpoMaruuTHoH 3aummennocty Helios 600 u nipuBect K HenpaBHIIbHOIM
OKCILTY aTallHH.

Ilpouee oGopyaoBanue

Cnenyer nsbderars ucnonszosanus Helios 600 psyiom ¢ apyrium o6opy1oBaHnHeM HIIH €ro
YCTAHOBKH IIOBEPX JPYroro obopy/10BaHus caemayeT u3berarsb, MOCKOILKY 3TO MOKET IPHBECTH
K HeIIpaBHJILHOM dKcIuTyaTalu. Eciin Bece-Taku BO3HHKIIA Takas HeobxoaumocTs, Helios 600 u
Apyroe odopy/l0BaHue cliejlyeT KOHTPOIUPOBATE, 4TOOK! YOEIUTRCS B €0 HOPMAJILHOMN padoTe.



MAPKHUPOBKA ME/IMITUHCKOI'O U3AEJINSI

IL"IH uueu'rmbuxauuu H3JICJIHA B PO [peacTaBlICHbl MAKEThI MAPKHPOBOK Ha PYCCKOM sA3LIKE.

Maxker MAapKHPOBKH HA NOTPeOHTEILCKON HHAMBHIYAJILHOH YIIAKOBKE MEIHIHHCKOI'0
u3esns «Cxkanep nurpaopaibubiii Helios 600 ¢ npunauieskHoCTMH B COCTaBE»

Cxanep unrpaopaibnbiii Helios 600 ¢ npunagiexnocrsamMn ‘:’ Eighteeth
_____________ al SN
HoMmuuansHasg MmomHoCcTh: SB =™ 900 mA

Changzhou Sifary Medical Technology Co., Ltd

(Yanuxoy Cudapu Meaukan Texnonomxn Ko. JIta.)

Anpec nponssoautens: No. 26 Yandanghe Road, Xinbei District, Changzhou 213000,
Jiangsu, China

YnoHOMOYEHHbIH NMPeXCTABHTEIb TPON3BOANTEIS HA TeppuTopun P®
000 «MEJIDNII»

FOpunnueckuii agpec: Poccusi, 142400, Mockosckas obnacts, ['.O. boropoackuii,
r. Horuuck, yn. Jlekabpuctos, a. 3B, kB. 59

Homep EPYJI: T004-00110-00/02943640

4 &8 FemOR E Ol A

Hndopmaiyist 0 TexHuke 6€30MacHOCTH M HCTONB30BAHHH N0 HA3HAYEHHUIO MPEICTABIeHa B HHCTPYKLIHH
0 IKCTUTYaTaLHH.

Hudopmanns 06 ycaoBusx TPaHCTIOPTHPOBKH U XPAHEHHUs MPEICTABIEHA HA YIAKOBKE 1 B HHCTPYKLIH IO
IKCILITyaTaLHH.

CuMBOJIBI HA TOTPEOUTENLCKON HMH/IMBHIYATEHON YITAKOBKE MEJIMITMHCKOTO U3/1E/TUs
CumBoJt 3navenne
Cepuiinsrii nomep

¢

REF Homep no xaraiory

MeIHIMHCKOE U3AeIue

[TpouzBoaurenn

HIE

IIaTa H3rOTOBJICHHUA

PabGouas yacts tuna BF

Kuace 11

yTPUIH?oPlpOBaTb B COOTBCTCTBUH C HHCTPYKIUAMH,
IMPUBEACHHBIMHA B HI/IPCKTHBC 10 OTXO0//aM
JJICKTPHYCCKOT'O U 2JICKTPOHHOI'O 060pyn013auml
(WEEE).

34| | C




" BC]JC‘{I: OT BJIary.

Orpanuyenue jMarasoHa Temreparyp

OI"paHH‘ICHHC JAHAllas’oHa BJIAMKHOCTH

OI'pﬂHH'—ICHI—IE JHarasona 'dTMOC(b&pIIOFD JaBJICHHWA

OmacHo. OnTHyeckoe H3ITYUCHHE

; 106kPa
60kPa

DTOT CHMBOJI 03HAYAET, YTO U3JIEJIHE MTOJTHOCTLIO
cooTBeTCcTBYET EBpolnieiickoll JupeKTuBe

@ Cl1e/10BaTh PYKOBOJCTBY 110 SKCILIyaTallkH.

iy Jomm JIOI'OTHUIT npoussoguTens

Maxker MAPDKHPOBKH Ha HACTOJILHOI [10/ICTABKE

Ckamne aopa ii Helios 600 ¢ ANJIEKHOC

Hep HHTPAOPAJIbHBII i NPHHAIEKHOCTAMH ‘:’Eigh'reefh
_____________ Tl SN]

HomunanpHas MOIHOCTL: S B = 900 mA

(Yanuwxoy Cudapu Meaukan Texnonomxn Ko. Jlta.)
Aapec npousBoauTensi: No. 26 Yandanghe Road, Xinbei District, Changzhou
213000, Jiangsu, China

I Changzhou Sifary Medical Technology Co., Ltd

YnoaHoOMO4YeHHbII NPeACTABUTEIb NPON3BOANTE IS HA TeppuTopun PP

000 «MEJIDMJI»

FOpumuueckuii aapec: Poccusi, 142400, Mockosckast oonactb, [.O. Boropoackuii, r. Horusck, yii.
HexaOpuctos, a. 3B, kB. 59

Homep EPYJI: I'004-00110-00/02943640

Ce€ mo [ X

CUMBOJIBI HA NOTPEOUTEIIBLCKON HH/IMBH/IVAIILHON VIIAKOBKE MEJTMITHHCKOrO HU3JICTUS

-@ [ Cepulinbiii HOMEDP
|

REF Howmep no karanory




Meauimackoe usjeinue

ITpoussourens

I[a'ra H3I'OTOBJICHHSA

Pabouas yacts Tuna BF

Knace I1

14 | 00| & B &

YTHIM3UPOBATL B COOTBETCTBUH C HHCTPYKIUSIMH,
NPUBCACHHBIMU B JIUpEKTHBE 110 0TX0/1aM
UIEKTPUYECKOTO U JIEKTPOHHOIO 000pY AOBAHHS

(WEEE).

C€

DTOT CUMBOII O3Ha4yaer, 4ro UiJe/Iue 1moJIHOCTRIO
cooTBeTCTBYET EBpOneiickoit jiupexTuse

L‘,&ghlenrh

JIOI'OTHUIT niponsBoguTeIst

Maxker MADKHPOBKH HA yNaKkoBKe Ha6opa HAKOHEYHHKOB

Ha0op nakoneunnkoB ckanepa Helios 600, B BApHaHTAX HCIIOJIHEHUS

LOT

121°C
___________ 1]

Jiangsu, China

000 «MEJIDWIT»

Koanuecrso 4 wr. ( HakoHewyHHK L - 16%14 MM - 2 mit. HakoHeyHuk S - 12%12 mm - 2

IT.)
u Changzhou Sifary Medical Technology Co., Ltd
(Yanuwxoy Cudapun Menuxan Texnonomxu Ko. JIta.)
Anpec npom3soautensi: No. 26 Yandanghe Road, Xinbei District, Changzhou 213000,

YnoHOMOYeHHBIH MPEACTABHTEIb MPON3BOANTEAS HA TeppuTopun PO

HOpuanuecknii agpec: Poccus, 142400, Mockosckas oonacts, I.O. boropoackui, r.
Horunck, yn. [lexkaOpuctos, 1. 3B, kB. 59

CuMBoJIBI Ha vIIaKkoBke nabopa HaKOHEeYHUKOB

T =

.
B
&l

Kona maprumn

[TpoussouTEH

3y

Jara u3roronjienus

m
m

DTOT CHMBOJI 03HAYACT, YTO H3JICIIHE TIOJIHOCTHIO
COOTBETCTBYET EBpoIelckoi IupeKTHBe

-t
L]

—
-

=3

:

Crepuim3anus B aBTOKJIABE IIPH TEMIIEpaType 10
121%




Maker 'rpancrlop'moii MAPKHPOBKH MC¢IHIITHHCKOI'0O H31¢/INH

Ckanep narpaopaabHbiii Helios 600 ¢ npunanjgexknocramMmu

Changzhou Sifary Medical Technology Co., Ltd
(Yauwxoy Cudgapu Meaukan Texunonoxxu Ko. Jlta.)
Anpec npoussoaurensi: No. 26 Yandanghe Road, Xinbei District, Changzhou 213000,

Jiangsu, China

M RER Z o [——

Homep EPVYJI: 1'004-00110-00/02943640

Yno1HOMOYEHHbIH NMPEeACTABATENb NPOM3BOANTENSI HA TeppuTopun Pd

000 «MEJIDUII»

HOpuanuecknii agpec: Poccns, 142400, MockoBckas obnactse, I.O. Boropoackwuii, r. HoruHcek, yi.
Jlexabpucros, a. 3B, kB. 59

1KY 5.8

HNudopmanms o Texunke 6e30MacHOCTH H MCMOJB30BAHMM MO  Ha3HA4YeHWIO MpeJcTaBlIeHa B
WHCTPYKIHM 110 SKCILTyaTaLluu.
HUudopmaiiusi 00 yClioBUAX TPAHCIIOPTUPOBKHM M XPAaHEHUs TPEICTABIIEHA HA YNIAaKOBKE U B

HHCTPYKUHMH IO IKCIUTyaTalHu.
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Ha kapronnyio kopobKy W3 ceporo KaproHa Hak/ieeHa MapKupOBKa, BBIIIOTHEHHAs
THnorpapuyYecKiM crocoboM ¢ yKxasanueM ciejyiomeit undopmaruu:

- Hanmenosanue u3jienus (Ha pycCKOM SI3bIKE);

- HaumeHoBaHKE U aj(pec [IPOU3BOAUTENS (HA pyCCKOM SI3BIKE)

- HanmenoBanue 1 afipec YNOIHOMOYEHHOTO npejcraBuTels B Poccuu;

- Homep perucrpaliuoHHOIO YJIOCTOBEPEHUS;

- Cepuiinsiii Homep.

KommiekT nocraBgkn

Cxanep unrpaopaiasnsiii Helios 600 ¢ nupunaiesxxnocrsiMu B cocrase:

L.

Ckanep unrpaopaibislid (Mozens: Helios 600, npousgoaurens: Changzhou Sifary
Medical Technology Co., Ltd. (Hanwkoy Cudapu Megukan Texnonoxu Ko., JIta.) ¢
BcTpoeHHbIM Kabenem USB 3.0 - 1 .

2. Hacronpnas nojcraska (Moxeis: Helios 600, npoussoaurens: Changzhou Sifary
Medical Technology Co., Ltd. (Yanwkoy Cudapu Megukan Texunomomxu Ko., JIta.) - 1
LIT.

3. Ilporpammuoe obecneucnue Ha ¢uem-aaxonurene Kingston (32GB, DT KYSON
DTKN/32GB 04715-741.A00LF 5V KF 9378807 TAIWAN)- 1 mur.

4, HaGop nakoneunukos ckanepa Helios 600 (Moaens: Reusable Tip, npoussojmresins:
Changzhou Sifary Medical Technology Co., Ltd. (Hanwkoy Cudapn Meuxain
Texnomnompxu Ko., JITa.) B BapuanTax UCIOJIHCHUS:

- HaKkoHeuHuK L- 16*%14 mMm. — 2 .
- HaKOHeYHHK S- 12*12 mm.- 2 1mT.
5. PykoBoACTBO 1O DKCIULyaTalMu - 1 mT.
IMpunapiexknocTu

Tpancnoptabiit pyTisap (keiic) ¢ xkmodyamu (Moxgens: Eighteeth HELIOS, npousBoanTens.
Changzhou Sifary Medical Technology Co., Ltd. (Yanwxoy Cudapu Meaukan TeXHOTOIKR
Ko., JIta.) — | .



YIIAKOBKA

Tpancnoprhas ynakoBka npejcrasiser U3 ceds KapToHHYIO KOpoOKy ([uist pa3MelneHus Keiica)
M3 JKECTKOI'0 CEpOro KapToHa U TepMOoYca/l04HOoi nineHku. Pasmep xapronnoi kopobku
(JIxIIIxB, em(£5%)) 47 x 40 x 21, macca 898r. (£5%),

ITorpeburenbckas MHIMBHJIyalIbHas ynakoBka. Ckanep co BeTpoeHHbM Kadenem USB 3.0,
HaCTOIbHAsA MOJACTaBKa, MporpaMMHoe obecrieueHne Ha (rei-HaKomuTeNe, PYKOBOJACTBO MO
JKCIUTyaTallil CKaHepa, Habop HAKOHEYHHWKOB B MHIMBU/yallbHON yIaKoBKe (THIl: kopobka) u3
Genoro xaprona (JIXIIIxB, eM(£5%)) 15 x 10,5 x 3,5) ynakoBbsIBatoTCs B KEHC € MPOKJIA KON
NOPONIOHOBOH 14 (pUKcalmy.

INEPEYHEHb MATEPHAJIOB JKUBOTHOI'O 1 (MJIN) YEJIOBEUYECKOI'O
NPOUCXOXKIEHUS O JJEKAPCTBEHHBIX CPEJACTBAX, ITPEITAPATAX,
PAPMALHEBTHYECKHUX CYBCTAHIIMAX

ﬂamloe MEJHIHHCKOE U3/ICITHE HEC COJICPIKHT MATCPHAIIOB XKHBOTHOI'O U (I-IJ'IH) YEJIIOBCYCCKOI'O
[IPOUCXOZK/ICHHS, JIEKAPCTBECHHLIX CPEJICTB, IpElapaToB UIIH (bapmaucn'chcmx C)’ﬁCTaIIHHﬁ.

CBEJIEHUWSA O BEPUOHUKAIIUHU U BAJIMJAIITMHA MEJUITHHCKOTI'O U3 AEJIUA
Bepuduxainsa v Bayinaanus sBiIsiOTCA 4acThio 0OLIEro npolecca IPOEKTHPOBAHUS 1
npoussoacTea u3nenus u rposojurces Changzhou Sifary Medical Technology Co., Lid. China,
Ha BCEX HTalax [IPOU3BOJACTBA MEAUIMHCKOrO u3enust. [l mosnydeHus HeoOXOAMMBIX
CBEJICHMIT U Pe3y/IbTATOB IIPUBIICKAIOTCS, B TOM YHCIIe CTOPOHHHE aKKPETHTOBAHHBIC
nabopaTopHble M KCIHBITATEILHLIC EHTPEI. Pe3ylibTaThl BeeX IPOBEPOK 3a10KYMCHTHPOBAHBI,
CHCTEMATH3UPOBaHBI U ABJIsOTCs cobeTBernnocThio Changzhou Sifary Medical Technology Co.,
Ltd. China.

Ha ocrnoBanuu JaHHBIX, OLIEHHBAEMbBIX B aTTECTALIMOHHBIX IIPOTOKOIAX, MOXKHO CJI€IaTh BBIBOJI,
4yTo ckanep unTpaopansiniit Helios 600 cooTBETCTBYIOT SKCILTyaTAIIMOHHBIM TEXHHYECKHM
XapaKTePUCTHKAM.

COBMECTHMOCTBD. BOSBMOKHOCTDb U CTTOCOBbI MHTETPHPOBAHUS C
JAPYI'UMU MEJAUIMHCKUMU U3JIEJIUSIMU.

M3nenue me mnpeana3HavyeHo JUIA MCIONb30BaHHS B COYETAHHMM C JPYTHMH H3JIENUAMH HIIH
KOMIIOHCHTaMHM, 3@ HCKJIIOUCHHEM CIIydacB, KOIJa APYTrHEe M3JCJIMS HMJIH KOMIIOHCHTHI YETKO
onpenenensl komnanueit Changzhou Sifary Medical Technology Co., Ltd. China., xax
COBMCCTHMBIC C JJAHHBIM MCIMIIHHCKUM H3/CTHEM.

Jliobwie MomU(UKAIIMM 1T0 U3MEHEHHIO MEIUIIMHCKOTO M3JIENIMS WM €ro KOMIIOHEHTOB MOTYT
BoIoOIHATECS TobKo Changzhou Sifary Medical Technology Co., Ltd. China

Takue ™oumdukaMy W/WIH ONEpaldd 10 COBEPIICHCTBOBAHHMIO (DYHKIHH  JIOJKHBI
COOTBETCTBOBAThH BCEM JCHCTBYIOUIMM 3aKOHAM M HOPMATHBAaM, KOTOPLIE HMEIOT CHITY 3aKOHA B
npejiesax COOTBETCTRYIONMX IOPUCIUKINHA, U JTydInmuM oOpa3raM MHKEHEPHOI PaKTUKH.

MNOPANOK U YCJIOBHUSA YTUJIN3ALIUHU WIH YHUUYTOXKXEHHW I
MEAUIIUHCKOI'O U3JEJIUS
1. Tlepen yruimsanued HaKOHEUHHK CKaHepa HEOOXOJMMO MpocTepHIH30BaTh. [lopsiiox
CTCPHJIM3AIIMM OIIMCaH B pasjielic « Hucerka, Ne3uH(eKIs U CTCPUIH3aIisy.
2. Yrwm3upoBaTh HaKOHEYHHK CcKaHepa Tak »JKe, Kak M JPyrHe KOMIIOHEHTEI
(3rIMaeMHOJIOIHYECKH Oe30macHble 0TX0b!, 1o cocraBy npubimxkenusic kK TKO — kinace
A) cornmacno Ttpebopanusm CaunlluH 2.1.3684-21 "CanurapHo-d11HIEMHOIOTHYCCKHE
TpeboBanus K COAEPKAHUIO TEPPUTOPHI TOPOJICKUX U CEILCKUX IOCEIEHUH, K BOJIHLIM



o0beKTaM, MUTHEBOH BOJC M IHTLEBOMY BO/IOCHA0KEHHIO, aTMOC(EpHOMY BO3JIYXY.
HOYBAM, JKM/IBIM [IOMEUICHUAM, SKCIUIyaTallMd IIPOM3BOJICTBEHHBIX, OOIIECTBECHHBIX
MOMEINEHHH, OpraHu3allid ¥ TPOBEJCHHUIO  CAHHUTAPHO-TIPOTHBOAIIH/IEMHYECKHX
(1pohuIaKTHYECKUX ) MEPOIIPUSATHIL".

YCJIOBUS DOKCIIIYATALIMU, XPAHEHUS U TPAHCITIOPTUPOBKH

[Tapamerpsl TpeboBanuss x  cpejc
YCTAaHOBKH

Temuepatypa aKcIuIyaTaiuu 15°C ~ 30°C

TemmnepaTypa npH TPaHCIIOPTHPOBKE M XpaHEHHH —10°C ~ 60°C

Jluranason OTHOCUTENLHOH BIAXKHOCTH TP KCIUTyaTalldu 10% ~ 65% RH

OtHocuTeNbHAs BIAKHOCTE IIPH TPAHCIIOPTHPOBKE U Xpanenuun | 10% ~ 95% RH

AT™ocdepHoro jgaBieHus MIPH SKCILUTyaTalln 70 ~ 106 klla

ArMocdeprioe aBlIeHHE IIPH TPAHCIIOPTUPOBKE U XpaHCHUU 60 ~ 106 klla

TPEBOBAHHSI K TEXHHYECKOMY OBCJIIYKUBAHUIO U PEMOHTY
MEJUITUHCKOI'O U3J1IEJIUS
[skeaneBnoe TexHHIecKoe 00cayKuBanne

- HeoOxoinmo 3anmmmars kabens USB 3.0 ot xkéctkoro neperuda

- Cnenyer He jonyckarb napananus LED sxpana TBEpABIMH IIpeIMETAMH.

- Pexomen ryercs peryispHas OUHCTKA IOBEPXHOCTEH OT ILUIH.

- B mporecce nepemenieHus M3/1eMs ClelyeT H30eraTh TPACKH U CTOJIKHOBEHHH ¢ JIPyTHMH
[peIMeTaMH.

- I1pu cHHOKEHMH MOITHOCTH paboTHI cliejlyeT 0OpaTUTLECS B CEPBUCHBIN LIEHTP.

- [Ipon3BouTesh peKOMEH,IyeT eKeroHO MPOBOIHTS IIJIAHOBEIH OCMOTP, TEXHHYECKOE
obciyXHBaHHE H KAJMOPOBKY MOIIHOCTH H3JICJIHS 110/1 PYKOBOICTBOM YIIOIHOMOYEHHOI'O
IPeJICTABUTEIS KOMIIAHHH, YTOOLI H30€KATL BO3MOIKHOTO IIOBPEXKICHHS YCTPOMCTBA.
Peryasipuniii ocmoTp

- Ilposepka paboTe! U3zenusl.

- [IpoBepka HaJInIusi MAPKHPOBKH.

- [TpoBepka cOOTBETCTBHA MOIIHOCTH 3asBJICHHOMY JHAaINa30Hy.

- [TpoBepka OTCYTCTBHS M3JIOMOB H H3THOOB Iepe;] KaXKJI0H [TPOIe/Iy pOi.

Yucrka, gesundexuus H cTepHIH3aNus

Menununckoe uzenue Cranep unrpaopaasusiii Helios 600 ¢ npunayiexknocraMu B
cocTaBe JIOJDKHO OBITh YCTOHYHMBO K Ie3UH(EKIHUH B CTEPUIIU3AIHH.

Uncrka, JIe3HHPEKIUS U CTCPUIIA3AIAS CKaHepa U IIPUHAICIKHOCTEH K HEMY JIOJDKHBI
[IPOU3BOJIMTECS PETYIISIPHO.

CreMiible HAKOHCYHUKH JUTS CKaHepa MOYKHO JIC3MH(PHIIMPOBATH HA HPOTsHKEHUH 10 S0
uic1oB. [Tocne 50 muKIIoB HAKOHEYHUK JMOJKEH OBITH YTHIH3HPOBAH.

CheMHbIe HAKOHEYHUKH JUISE CKaHepa MOYKHO CTEPUITH30BATh B aBTOKJIABE Ha TMPOTSHKEHUH
710 50 mmiotos. Tocne 50 uiioB HaKOHEYHUK J0JDKEH OBITh Y THIIM3MPOBAH.

Onwucannbie HuxKe paboThl B paMKax TEXHHYECKOro O0OCTy)KMBaHWs CKanepa M
NIPUHAICKHOCTEH K HEMY JIOJDKHBI BHINOJIHSATLCS PETYIIAPHO.



Jlis rapanTuy  MakcUMaJbHOW I'MTHeHHuecKkoit 6e3ormacHocT# 0DOpyjoBaHMs JUIs
HAIMENTA, CTPOrO ClelyHTe HHCTPYKIHSM 110 TIOJTOTOBKE CKaHepa K dKCIUIyaTaliu.

JL1ss MUHUMU3AIMM PUCKA NIEPEKPECTHOTO 3apakenusl, IIOCIIC JICHCHHSI KaX 1010 IalHeHTa
HEOOXO0IMMO IPOMU3BO/TUTE TIATENBHYIO Je3HH(EKITHIO CKaHepa M HAKOHEHYHIKOB.

Yncrka u gEBH]Id_JEKIlHﬂ HAKOHCUHNIKOB

Cpa3y MOCIIE MCHOJIL30BAHUA HCOOXO0HUMO IIPOMBbITE HAKOHCYHHK MBUIBHOH BOJIOH C
MOMOIIBIO IHCTKH. Hp0H3B0,[lHTBJTB PEKOMEHAYCT HCIIOJIB30BATE MAI'KOC CPCACTBO JUIA MLITHSI
MMOCYJIbI. ITocne ouncTKH HEOOXOUMO YGCHHTBCH B YHCTOTC 3CpKalla HAKOHCYHHUKA H OTCYTCTBHH
Ha HeM nATeH. Ecim 3CPKaJI0 BRITTIAONT 3alla4KaHHbIM HIIH 3al10TEBIIIHM, HEOOX0IMMO MMOBTOPHTHL
nponece O4YHCTKHM MW TIIATCIBHO IIPOMBITE HAKOHCYHHK BOJIOH. 3areM THIATENILHO BBITEPETDL

3CpKaJio GYMH}KH bIM ITOJIOTCHIICM,

[Iponesnnduuuposart HaKOHEUHMK, ocTasuB ero B pacrtBope 30 munyT. Tmarennmo
NpoMbITh HakoHeYHHK 60-70% crnmprocoiepKaluM pacTBOPOM.

ITocne 30 Muu. jgocrarh HAaKOHEYHHK W3 MCIOJIB30BAHHOIO PacTBOpa M TINATEILHO
MPOMBITE Moc/Ie Je3HH(EeKITHH.

OCTDp())I{IID IIPOTEPETEL 3EPKATI0 H HAKOHEYHHWK CTCpHJ’IBHOI‘/‘] Heaﬁpammmﬁ TKaHBIO.

[MPEOYTIPEXIIEHUE

361)](3_1']0 B HAKOHCYHHKE —‘-IYBCTBHTCII]:HBIﬁ’ ONTHYCCKUH KOMITOHCHT, C KOTOPbLIM CJICOYCT
OﬁanIaTI;Cﬂ OCTOPOIKHO, 9yTOOBI 0OECIICUNTh ONMTHMAILHOE KAYeCTBO CKaHHPOBAHU. CHEﬂyC'I‘
n3beraiiTe nogsieHus IapanuH u 33T‘pH3HeHHI‘:‘I Ha 3CpKaJIC, [TOCKOIbKY J1F00BIE €T0 IIOBPEHKJICHH A
HJIH J'lC(I)E!KTbI MOTYT IOBJIHATL Ha ITOTYHYCHHBIC JJaHHBIC.

O06s3aTe)ibHO HEOOX0JIMMO 3aI1aKOBBIBATH HAKOHEYHUK Iepel aBTOKJIIABUPOBAHHEM. HpH
oﬁpaﬁoﬂce HE3alTaKOBaAHHOTO HAKOHEYHHKA B ABTOKJIABE Ha 3€pKaAJIc MOIYT IIOSABHTLCH IIATHA,
KOTOPBIC HCBO3IMOSKHO 6yzle'r YAAIHUTD. ,[LOI‘IO.FIHHTEIIBHYPO HHQ)OpMaIIHIO MOKHO IIOJIYYUHTH B
PYKOBO/ICTBE 110 UCITOJIL30BAHWIO aBTOKJIaBa.

HEIKOHC'-IIIHKH, KOTOpELIC ObLIM OYHIICHDbI, l'lpO,U,B3HHll)HLlHPOBZIHbI H CTCPHIIM30BAHDI,
JOJDKIIBI OCTABATBCA CTEPHUIIBHBIMH JI0 TEX IIOD, [IOKA OHHU HE 6y11y1 HCIIOJIL30BAaHEI HA IMAITMEHTC.

HoBblec HAKOHCYHUKH HYXHO OYHCTHUTE H OTCTCPHIIM30BATD I1€PE/ IICPBBIM IIPHMEHEHHCM.

Komnanus IIPOH3BOJIUTEC]Ib HC HECCT OTBETCTBECHHOCTH 34 nookIe MMOBPCHKIICHHS, TAKHE KaK
,I[CCbOpMaLIHSI HaKOHCYHHKA, BOSHUKAIOUIME BO BPEM: Oﬂep&l.lldﬁ 110 OYUMCTKE, ﬂe3HH(l)eKI_IPIIfI HIIH
CTCPHJIM3AIHH, KOTOPELIC HC COOTBCTCTBYIOT IIPUBC/IEHHLIM BBIIIE PEKOMEH IAITHAM.

3epka/10 HAKOHCYHHKA

lIpucyTcrBue 3arpsisHeHME WM NSTEH HAa 3€pKajic HAKOHEYHHKAa MOMET TPHBECTH K
CHHIKCHHIO KadeCTBA CKaHUpoBaHusa. B 10100HOM CHTyalMu OYMCTHUTE 3€PKAlo, BRIOIHUB
CIIEIy1I0IIHE NCHCTRUS:

Orcoe/mmanrte pabounii HAKOHEYHUK OT CKaHepa.



CMmouuTe CHMPTOM YHCTYIO TKAaHb WM BaTHBIH TaMIOH H NpoTpuTe 3epkaio. Bo
n30ekaHue NOABICHUS MATEH Ha 3epKalie UCTIONb3YyitTe crupT Oe3 nmpuMeceit, HarpuMep, 3TaHoJI
HIIH [IPOIAHOIT (3THIIOBBIA UM NTPOTTAJIORBIA CHAPT).

BrITpuTe 3epkaiio Hacyxo cyxoi 6e3BopcoBOit TKaHBIO.

YGGLLHTGCL, HTO Ha 3¢pKalic HC OCTaJIOCh IIbUIM H BOJIOKOH. HpH HEOOXOIMMOCTH
TIOBTOPHTE IPOIECC OYHUCTKH.

Baxno!

[1pn paboTe ¢ 3arpa3HeHHBIM HAKOHEUHHKOM CKaHEepa HaJeHbTE 3alllMTHBIE ePYaTKH;

e Msyuure M cneayiite npeaynpeaUTENLHBIM 3HAKaM M MHCTPYKUMSAM [0 obecredeHHIo
WHJIMBHM/LYAJIbHOK  3auTel, npuBeieHHbiM B Ilacnopre OesonacHocTn aesuHguumpylouiero
CpeJIcTBa, UCNOJIb3yeMoro juid 0OpaboTKkn HAKOHEMHHMKA CKaHepa;

e He 3amauuBaiite HaAKOHEUHWKH Ul CKanepa B jesMHHUMpYlOleM cpeacTe Oosiee uem Ha 30
MHHYT]

o TwarenbHo BLICYWIMTE HAKOHECHUHMKH NEpPejl TeM, KAK HajeBaTh MX Ha ckauep. He ucronb3yiire
npubopkl LIS YILTPA3BYKOBOM YACTKM JUTIS MMCTKH HAKOHCHHUKOB JUISl CKaHepa.

Yncerka n jiesnndernns ckanepa

Ilocne jgeuenus: Kaxuoro lanHveHTa, HEOOX0IMMO TPOU3BOJIHTL THIATCIBHYIO HHCTKY H
,-‘IC.?.HH(])&)KIIHIO cKanepa.

ITocne obpaborku oumcTHTE M NPOJACIHHOHUIMPYHTE BCE OCTAILHBIC TOBEPXHOCTH
CKaHepa, KpoMme nepeaHeid (onTHYecKoe 0KHO) | TOPLEBOi (BeHTH/IIIMOHHOE oTBepeTHe). llepe
YHCTKOW M Je3uH(eKIHel u3zenue HeoOXOMMMO BBIKIIOUHTH. VCHONBIyHTEC U3/IE/HE TOIBKO
IIOCJIE IIOJIHOTO BBHICBIXAHUS.

PexomengyeMbiM  MOIOIIEM B JIG3HHOUIUPYIOIIAM  PACTBOPOM  SIBJISCTCS
JIeHaTYPUPOBAHHBIH CITUPT (ITUNOBLIN COMPT WK dTano) - o6srano 60-70 % ank/o0b.

B obmem ciIydac peKoMCI10Batla clicayromas npouejaypa O4HCTKH U JICSHH(i)e]{[lHPIZ
o BRIKIOYATL U3JCIHE ¢ TTOMONILIO KHOTIKH ITHTAHHS.

e ()'rcoenﬁHHTL Bce Kabenn.

e Hazners 32U THEIA KOJTIAY0K 00bEKTHBA CKaHepa.

e  CMmounTh MATKYIO 0€3BOpCOBYIO HeaOpazHBHYIO TKaHb JIC3HHPHIIHPYIOLIUM CPEICTBOM.

e [lporepers NOBEPXHOCTH CKAHEPA TKAHLIO.

e [lporeperh MOBEPXHOCTH HACYXO YUCTOH cyXoit Oe3BOpcoBOit HeabpasuBHOM TKAHIO.
[TPEJIYITPEXJIEHHE.

e He ounars CKAHEP, KOrJla H3/IC/IHC BKIIOYCHO, TaK KaK KHJIKOCTEL MOKET 11011aCTh B
CKaHCp ¥ BbI3BATL HCHCIIPABHOCTD.

e Mcuonp30Barh U3JICIHNE TOJIBKO MOC/IE ITOJIHOTO BBICHIXAHHS.



e Lcm IIPH 9HHCTKC HUCIIOJIL3YIOTCH HCITOUXOMSAIIHE YACTHALIHME U ,HEBHH(})HI[HP}’IO{ILHQ
pPacTBOPEBL, BO3MOMKHO ITOJABJICHHC XHMHYCCKHX TPCIIWH.

Busvauaesnblii ocMoTp CRaHepa Ha NpeIMeT NoBPEKR/ICHHH

HpOBCCTH BHSyaJIhlIhlﬁ OCMOTp CKaHepa Ha NpeaMeT YXYOIIEHUA €ro COCTOAHHA, B
0co0eHHOCTH B 00J1acTH BOKPYT KHOITIOK X xabens.

Crepnimzanus nakoneunuron Helios 600

Haxoneunuxk — jeranp ckaHepa, KOTOpas BCTaBJBSICICS B POT HALMEHTa BO BpeMms
ckaHupoBaHus. MOXKET HCIIOJIB30BAThCS IIOBTOPHO OIPaHMYECHHOE KOJIMYECTBO pas, HO ce
HeOOXOJMMO OuHMIIAaTh M CTEPUIM30BATh [OCIAE KaXK/JOr0 malMeHTa, 49To0bl H30ekKarTh
NEPEKPECTHOTO 3aPAKCHHSL.

Hakoneunuk cieyer oOuMIATL BPYYHYIO € [OMOMIBIO  CHHPTOCOJEpIKAIIEro
AesuH(puuupylomero pacrsopa. llocie ouncTkun U Ae3MH(PEKIUH OCMOTPETh 3CPKAIO BHYTPH
HAKOHEYHMKA, YTOOB!I YOCAUTLCS, YTO HA HEM HCT Pa3sBOJIOB H IISTCH.

led. HEeoOX0JIUMOCTH IIOBTOPUTE ITPOLIECC OYHUCTKH H J.lC?-HH(l)EKlIPIH. TmarensHo BBRITEPETHL
3CPKaJIO 6)’M3.)KHI:IM IMOJIOTCHIIEM.

IloMecTUTE HAKOHEYHUK B 6yma:~rmmi‘1 MAKET JUIA CTEPHIIN3AIIHH H INEPMETHYHO 3aKPbITh
naker. Menoib3oBars caMOKesSIMHCs WiTH 'rcpmocaapﬂnaemmﬁ TTaKeT.

Crepuin3aiifio 3arnakoBaHHOTO HAKOHEWHHKA CJIEYET IMPOBOAUTE B ABTOKIABE MPH
CIACAYIOHINX YCIIOBHAX !
e Crepuimiosars B tedenune 30 MuHyT npu Temneparype 121°C B rpaBHTallMOHHOM PEKHME
U CYLIUTh B TCUCHHUE 15 MUHYT.

e Crepuim3oBars B TedeHHe 4 MUHYT npu 134°C B nipejiBaKy YMHOM PEXUME M CYIINTh B
TeueHue 20 MUHYT.

e Hcnoas3oBars IIporpaMmy, IMpcaycMaTpHBaloIlyo CYHIKY 3allaKOBaHHOTI'0 HAKOHCYHHKA
Nnepel OTKPBITHEM aBTOKJIdBA.

e Hakoneunnku ckamepa MOXKHO MOBTOPHO cTepuin3oBath jio 50 pa3, mocnie yero ux
HeoOX0JIMMO yTHJIM3UPOBATD.

e Bpewms aBTOKJIaBHPOBaHHS M TEMIICpaTypa MOTYT BapbHPOBATLCS B 3aBUHCHMOCTH OT THIA
dBTOKI/ldBad H IIPOH3BOANUTCIIA. Ilo sroi IIpPUYHHE, BO3MOIKHO, HC YIAaCTCA HCIIOJIB30BATh
HAKOHCYHMK MaKCHMajlbHoe KojimuecTBo pa3. Ciiesyer o0paTHTbes K PYKOBOJCTBY
TOJIB30BATEs IIPOM3BOAMTEIISL ABTOKJIaBa, dYTOOBl OUpPEUEINTh, COOIIONAIOTCS JIH
TpeOyeMBIe yCIIOBHS.

CPOKT'OJHOCTHU MEANMIUHCKOI'O U3JEJIUSIL.
Cpoxk roguocta — 6 jer.



IAPAHTHUHHBIE OBSI3ATEJBCTBA

["apanruniinpie o0s3arenneTBa MPOU3BOUTENS pactipocTpansiores Ha CkaHep WHTPAopaIbHbBIH
Helios 600 no uerevernus cpoka rojIHOCTH, YKa3aHHOTO Ha YIIAKOBKE, IIPH YCIIOBUH LEIOCTHOCTH
YIAKOBKH H COOJIIOICHHH YCIIOBUIT TPAHCIIOPTHPOBAHUS W XPAHCHHSL.

TPEBOBAHUS BE3OITACHOCTHU U MEPBI ITPEJIOCTOPOKHOCTH

* Mcnosp3oBanue M3/1eus 110 Ha3HAYSHHIO BKIIOYaeT B ceOsi coOMoIenne BCeX MHCTPYKIMH 110
SKCIUTyaTalui U 0OecIieueHHE BRINOIHEHHS BCEX IIPOBEPOK 110 00CIIYKUBAHUIO.

* Heobxo/mmo npumenenue v cobumojienne 0CHOBHBIX TpeOOBAHNI HAIIMOHAILHBIX CTAH/IAPTOB,
MPaBUJI OXpaHbl TPyJa U TEXHUKH OE30I1aCHOCTH, HPUMEHUMBIX UL 3allyCKa W HCIIOJIB30BAHMS
W3JIC/IMA 110 HA3HAYUCHHIO.

* [losib30BaTeNp JOIKEH UCIIOJIB30BATh TOJILKO HClpaBHOE 000py I0BAHKE.

» Jlast xoppekTHOH paboThl ycTpoHCcTBa HEOOXOMMMO UCMOIB30BAHUE TOILKO OPHIMHAIBHBIX
KOMIIICKTYIOIMX U [IPUHAUICIKHOCTEH.

* Mcenons3oBanue JIOHKHO OCYIICCTBIATHCS TOJIBKO OOYUYCHHBIM CICIHAIHCTOM MJIM O €ro
Ha0IoICHHEM.,

* lIpouspoiuresh He HECET OTBETCTBEHHOCTH 3a yuiepd, NPUYHHCHHBIA HENOAIOTOBICHHBIMH
MOJAL30BATEIBIMHA,

* Mejmunackoe u3jienue A0JDKHO ObITh 3alMIICHO OT I[POHUKHOBEHMs 3arps3HeHHid u
JKHJIKOCTEH.

* MejimimBcKoe n3jiesne Heslb3sl HCToJIb30BaTh B 00J1ACTSIX, 1€ BEPOSITHO BLICOKOE IPHCYTCTBHE
WHJIKOCTH.

* B ciryuae ciydaitHOro nonajganus UAKOCTH HEMEUICHHO [IPEKPATHTE MPOLEIYPY, OTCOEIMHUTE
Kadenns muTanus 1 odpaTUTECh 3a [TIOMOIILIO B CEPBUCHBIH IIEHTP.

* Becn nepconan (1ojb3oBares, NAaUEHThl H JPYTHE NPUCYTCTBYIONIME) JIODKHBI OBITHL B
ncpqaﬂ{ax;

+ Crejtyer MCKIMOYUTEL UCIOIL30BAHUE BO B3PBIBOOIIACHBIX 30HAX

* 3anpenacTes HCI10J1L30BaHNE JICTKOBOCILIAMEHSIIONIMXCS BEIIIECTB BO BpeMsi paboTh

TPEBOBAHUS K OXPAHE OKPYJKAIOHIEN CPE/IBI ITPU ITPUMEHEHUNA
MEJUINHCKOI'O U31EJIUS

,D‘EIIIIIOC MCJHITHHCKOC H3/IC/IHE IIPH KUCIIOJIB30BAHHHN, TPAHCIIOPTHPOBKE H XPAHCHHH HC
0Ka3bIBAET HETaTUBHOTO BO3JICHCTRHS Ha YeJIOBEKa U OKPYKaroHIYIO Cpeily.

HopmatnBHo-npaBoBasi HHpopMauusi

Ckanep mnrpaopaaepnbiii Helios 600 ¢ npunajiie:knoctsiMi B cOCTABE COOTBETCTBYCT

CJIEIYIOMUM CTAH/IAPTAM:

e (EC)2017/745 PernamenT no meauuunekum usaenusm (MDR), Kiace 1 o Ilpasuny 5

o [lentp npubopos u papuosorudeckoro sjpoposesi (CDRH) Viopasienus 1o KoHTPOIIO
Ka4ecTBa MHIIEBLIX NMPOAYKTOB M JiekapcTBeHHEIX cpejicTB CIIA (FDA) — Tutyn 21 CFR
(Crojia depepanbubix npasmwin) 782.3661 (CILIA); PernamenT nmo MeHITHHCKHM H3]I€JIMSIM
(Kanana);

e Jlupextusa 2011/65/EC 110 orpaHH4EHHIO HCITOIB30BAHUs OIIPE/ICJICHHEIX OIIACHBIX BEIECTB
B DJIEKTPHYECKOM H dJiekTponHoM obopy nosanuu (RoHS).

o [ENISO 13485:2016 Cucrema MeHe/DKMEHTA KAUeCTRA

CoorBercrBye HANMOHAJILHBLIM cTaHaapTam PD

e ['OCT ISO 10993-1-2021 «Hzmenmusa memmmuckue. OicHka OHOJIOIHYCCKOrO JCICTBUS
MeIMIUHCKHX u3/enuit. Yacts 1. Onenka u uccieloBalusl B IPOIECCe MEHE DKMENTa PHCKay;



['OCT ISO 10993-5-2023 «U3nenmus meauuuackue. OucHka OMOJIOIMYECKOTo JICHCTBHS
MEUIIMHCKHX u3aenuid. Yacts 5. MccnenoBanus Ha HMTOTOKCHYHOCTE METOIAMH in Vitro» ¢
01.06.2024,

I'OCT ISO 10993-10-2023 «Uzpenus mepumuuackue. Onenka Ouosioruyeckoro JieHCTBHS
MeuHekux  u3jenmii. Yacrs 10, McecnenoBanus CeHCHMOMIIM3MPYIOLIECTO JICHCTBHAY €
01.06.2024,

I'OCT ISO 10993-12-2023 «M3penmuss mexununckue. Onenka OHOJIOrHYECKOro JieicTBus
MeauuuHCKuX u3jgeimi. Yacte 12, OrGop u mojroToBka oOpasznoB Ui HPOBEACHHS
uccaepoBanuity ¢ 01.06.2024;

['OCT P 52770-2023 «M3nenug meauimmuckue. CucremMa oleHKH OMOJIOTHYECKOro JeHCTBHA.
Obmue Tpebosanus 6€301MaCHOCTHY;

I'OCT 31214-2016 «M3aenus meauuunckue. TpebGopanus k obpasiam H JOKYMEHTAIlUH,
MPCACTABIIACMBIM Ha TOKCHKOJIOTHYECKHE, CAHUTAPHO-XMMHYCCKHE MCITbITAHUs, HCIIBITaHHS
Ha CTEPHIILHOCTE U ITHPOTCHHOCTEY,;

[OCT P 57162-2016 «Bopma. OnpeneneHue cojepKaHHs 3JIEMEHTOB METOJOM aTOMHO-
abcopOIMOHHOMN CIEKTPOMETPHH € IEKTPOTEPMUUECKONH aToOMH3aluei», 11.8.2-10.3;

[TH]] @ 14.1:2:4.139-98 «KosmmuecTBeHHbBIH XHMUYECKHHA aHalu3 BOJ METOAMKA H3MEpEeHHH
MacCOBBIX KOHUCHTpauud koOanpTa, HHUKENIS, MEJH, IIMHKA, XpoMa, Mapramia, xelesa,
cepeOpa, KaJMHS M CBHHIIA B NpoOax MHUTHEBLIX, NMPHPOJHBIX H CTOYHBIX BOJ MCTOJOM
aToMHO-abcopObIMOHHOH cliekTpoMeTpuny», Pazjen 8-11;

I'OCTP 55227-2012 «Boja. Meto,ib1 onpeiie/icHus coiepanus opmaibaeruiay, Pasen 6,
11.6.1-6.8;

MVYK 4.13166-14 «l'asoxpomarorpadguueckoe  ONpeaelieHHe TreKcaHa, renrana,
aleTalnp/erujd, aleroHa, MeTHJAIeTaTa, OTHJIAIETATa, METaHoJd, H30IpOoNaHoIIa,
AKPHIOHHTPHIIA, H-TIPONanoJia, H-poriianerara, OyTuiaterara, n3o0yranoia, H-0yTanoJa,
Bensoua, Toayosa, 3THIOCH30l1a, M-, 0- H II-KCHJIOJIOB, M30NpoIMiIbeH30:1a, cTHpoIIa, als(a-
MCTHJICTHPOJIA B BOJIE M BOJIHBIX BBITSKKAX M3 MaTepHAIIOB pa3IMUHOIO coctasay, Pasjen 8-
17:

MBU.MH 1924-2003 «Meroauka rasoxpomarorpaduueckoro onpejeincuus ¢emnona M
DIUXJIOPTHAPHHA B MOJIC/IBHBIX Cpe/laX, HMHTHPYIOIIMX [IHIIEBBIC NPoayKThI», Pasaen 8-11;
['OCT 31209-2003 «Konreitneps! jUist KpOBH U ¢¢ KOMIIOHEHTOB. TpeboBanus XHMHUCCKOH U
OHOJIOrHYecKOi 0e30MacHOCTH H METO/bI HenpiTanuity 11.5.3.1, 1.5.3.2, 1.5.3.3, 1.5.4.3.
I'OCT P 50444-2020 «llpuGopel, annaparsl ¥ obopyaosanue Menunuuckue. OBume
TeXHHYECKHe TpeOOBaHUAY.

[OCT P MDK 60601-1-2022 «O6mue TpebGoBanus OGE30MaCHOCTH € YYETOM OCHOBHBIX
(DYHKUHOHAIBHBIX XapaKTePHCTHK Y.

'OCT P MBK 62366-1-2023 "Hzaenus meauuunckue. Yacte 1. [IpoektupoBaHue MeJMLIMHCKUX
M3JICJIHH C YYETOM 3KCIUTYaTAlHOHHON NpUroaHocTy"

I'OCT 1EC 62304-2022 "Wznenus wmeauumuckue. [lporpammuoe obecneuenue. Ilpoueces
JKHUIHEHHOro uuKia"

'OCT P MCO 15223-1-2023 «HU3penusa memununckue. CHMBOJIBI, NPHMEHSIEMBIE JUIS
nepejaun  mHGOpManMu, npejgocrasisemor  usrorosuresieM. Yacre 1. OcHoBHBIE
TpeboBatms.



KOHTAKTHAS HHOOPMALIUA

IponsBoguTenn:

Changzhou Sifary Medical Technology Co., Ltd., No. 26 Yandanghe Road, Xinbei District 213000
Changzhou, Jiangsu China

Ten.: +86-0519-85962691

Makc: +86-0519-85962691

Email: ivy@sifary.com

Web-caiiT: www.eighteeth.com
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O61ecTBo ¢ OrpaHUYEHHOH 0TBeTCTBeHHOCTEI0 «MEIIMIT» (000 «MEJDHI»), Poccus,
142400, Mockockas obnacte, I'.O. boropoackutii, r. Horuuck, yi. JdexkaOpuctos, 4. 3B, kB. 59
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