®otorpadpuueckne H300pAKEHHN
MEAHIHHCKOTO H3/e/THS

Tomorpad cnexrpanbubili onTHYecKHii KOrepeRTHbH,
papuanTh ucnonuenng: HOCT-1, HOCT-1F ¢ npuHaiiexHOCTIME

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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Kabenb ceTeBOro nuTaHmns



CeeTtoauog (noctaBnsieTca Npu Heobxo4MMOoCTH)

H e || I
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Kpblwka gnsa nnH3bl 06beKTUBa (MOCTaB/ISETCA MNP HEOOX0ANMOCTI)
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Mogenb rnasa (noctae/sieTca nNpyv He06XoAMMOCTI)
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ApanTep 4ns UccnefoBaHns NepeaHero

. -r

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



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



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



IIpunagaexHoCcTH:
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I pyLLa pe3vHoBas

‘i
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MNPOHYMEPOBAHO, )
NPOWHYPOBAHO
U CKPENNEHO
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doTorpadpuueckue uzodpaKeHus
MAKeTa MAPKHPOBKH MEAHLHHCKOT0 H3Ae/IHA

Tomor cne bHbIH ONTHYECKHH KorepeHTHLIH

sBapuanThl Bcnoanennn: HOCT-1, HOCT-1F ¢ npunaaaexHocTamMa
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Domozpaguueckue u300paNCeHUR MAPKUPOSKU MEOUUUHCKOZO U30ENUR

Maxer Mapkuposkn Tomozpagpa HOCT-1 npeacrasiien Huxe.

]

Huvitz  Optical Tomography  HOCT-1

INPUT : 100-240Vac 50/60Hz 1.6-07A [ SN © 1CT00018F0003
SLD Max Power : 0.65mW _

Wavelength : Typ 840nm Compiies with 21 CFR 1040.10 and 1040.11 except for
Fuse : T3.1SAL deviations pursuant to Laser Notice No. S0, dated 7/200%.

@gskg CLASS 1

LASER PRODUCT
38, Burim-ro 170beon-gil, Dongan-gu, Anyang-si, Gyeonggi-do, 14055, Republic of Korea
The year of manufacture: 2018/06 PY Ne XIOOOOOXXXX

MecTo R2HEeCCHHN CTHKEPA C HOMEPOM
PETHCTPAITHOHHOTO YROCTOBCPEHEA
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I HUVITZ Co, Lod.
38, Burim-10 170beon-git, Dongan-gu, Anyang-si,
Gyeonggi-do, 14055, Republic of Korea

| \ 06/2018

ac | ras Medical Device Safety Service GmbH
Schiffgraben 41. 301 75 Hannover, Germany

Iepeson MaxeTa MAPKEPOBKH Tomorpada HOCT-1 na pyccumit S3pIK HpeACTABIICH HIDKE.

Huvitz Tomorpad cuexTpanbaniii onTHIecKRi xorepenTanii HOCT-1

Hmranxe: 100-240B nepesennnili Tox 50/600'n 1.6-0.7 A SN : 1CT00018F0003
MaxcManbaas ONTHICCKAS MOMEOCTS : 0.65 MB

Jiauna soaust : 840 Bm rwwmnmxw.m‘
W: T315AL u 1040.11, 32 mexmoReNme oTSIORCHIEN, GINCANHAIX

moxyrcerce Lases Notice No. 50, or 22001

BCE A E W omec

KJIACC1

\,

Bypau-po, 170 noa-rins, fourau-1y, Anme-cH, Kéarn-a0, 14055, PecryGauxs Kopes
T o msroroaneHex; 2018/06

PY N XOOOO0O00OXX

Mecto HARCCCHIR CTEREPA C BOMEPOM
PEUCTPRTHOREOT0 YAOCTORCPeNEN
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Xysan Ko, JIta.
BypHM-po, 170 nox-raums, Jloaras-ry,
Ansn-cu, K&are-no, 14055, PecrryGmaxa Kopex

06/2018

Caysta Besonacmocrn Meanauncioro Ofopyaosanns GmbH
Iixddrpaben 41. 301 75 Taumosep, l'eprcannn

Maxer mapkuposkn Tomozpagpa HOCT-1F upeacraniied HRe.

Huvitz Optical Coherence Tomography HOCT-1F

INPUT : 100-240Vac 50/60Hz 1.6-0.7A | SN : 1CTOOF18E0025

SLD Max Power : 0.65mW
Wavelength : Typ 840nm

Complies with 21 CFR 1040.10 and 1040.11 except for

Fuse : T3.15AL deviations pursuant to Laser Notice No. 50, dated 7/2001.
CLASS 1

@ gs k E LASER PRODUCT

38, Burim-1o 170beon-gil, Dongan-gu, Anyang-si, Gyeonggi-do, 14055, Republic of Korea

The year of manufacture: 2019/01 ) PV N XOO00000OOXX

MecTo HameCeHRA CTHKEPA C HOMEPOM
PETECTPARROHHONO YAOCTOREPEHEN
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HUVITZ Co., Ltd.

38, Burim-ro 170beon-gil, Dongan-gus,
Gyeonggi-do, 14055, Republic of Korea
| 01/2019

Medical Device Safety Service GmbH
Schiffgraben 41. 301 75 Hannover, Germany

Iepesoa maxera Mapkuposku Tomorpaga HOCT-1F na pyccksii a3bik DpeIcTaBieH HHXe.
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Huvitz Tomorpad cuexrpanpanili onravecknil korepentustii HOCT-1F

Maranme: 100-240B nepemenuniil Tox 56/60Iu 1.6-0.7 A (sN: 1CTO0F18E0025)
MAKCEMAILEAS ORTHICCKAN MOMEOCTS : 0.65 MB

Jiamua soann : 840 aM rchmleFnimwﬂ
IIpeaoxpanmreas: T3.15AL ’ % 1040.11, 32 moxmowenmest oTEnONenl, ONNCHIELX B
: mowysssure Laser Notice No. 50, ox 7/2001

JIA3EP
@C.s .\ E *_ KJIACC 1
Bypine-po, 170 pos-rans, Jloaran-1y, Ausm-cw, Kiure-no, 14055, PecmyGamxa Kopes

Ton msrorosnenns: 2018/06

/

MecTO HAHECEHHS CTRKEDA ¢ HOMEPOM
PETRCTPANHOEHOTO YAOCTORCPEHAL

XysmuKo., JIva.
Bypam-po, 170 noa-rums, Joaras-ry,
Anxn-ci, KZuru-go, 14055, PecryGauxa Kopes

PY Ne XDOOOOXXXXXX

01/12019

Crysfia BesomacuocTs Mexsnmucxore Oopynosanns GmbH
wC | REP IlInddrpaten 41. 301 75 Mannosep, I'epManns
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MPOHYMEPOBAHO.
NMPOWHYPOBAHO
>4.CKPEMJIEHO

n NNCTOB

[nbHbIA anpekTop
O CtopmoBbB»



