YTBEPXIOARO

Rainer Kirchhiibel
CEO

OCULUS Optikgerate GmbH
(iIIHMVilS OpukgerSts GrbH
Mufen

"thasi )

(signature and stamp)

Date: 18* April 2024

PYKOBOACTBO no SKCIUJTYATAUWNN
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No. 383 of the deed register for the year 2024

| hereby certify, that the signature of Mr. Rainer Kirchhiibel, born 12th June 1953, domiciled

Freiherr-vom-Stein-Strafie 18, 35614 Alilar (Germany), was recognized before me today.

Mr. Kirchhubel is personally known to me.

Mr. KirchhQbel was not acting on his own behalf, but as managing director for the company
Oculus Optical devices GmbH, MQnchholzhauser Stralie 29, 35582 Wetzlar (Germany),
registered under HR B 23 of the commercial register of the local court of Wetzlar.

I, the notarizing notary, hereby certify, in accordance with § 21 section 1 no. 1 of the BNotO
(Federal Notarial Code), the aforementioned right of representation due to today’s inspection

\o f the electronic commercial register of the local court Wetzlar, HR B 23.

Mr. Kil\f*hijbel was asked for prior involvement in terms of § 3 section no. 7 BeurkG

(Authenticlton Act). Mr. KirchhQbel negated this.

The signature todV ice at the request of the undersigned before the notary at the registered

office of the party i wlar-MQnchholzhausen.

The above document was r le certifying notary. The above certification is
therefore only the certificatic 5 Pursuant to Section 40, Paragraph 2 of the
BeurkG, the notary only has 1 mthere are any reasons to refuse official activity.
The certifying notary has then dwhether the signed declaration is substantively
effective. Nor did he teach at ~ications.

Wetzlar, 18.04.2024

Thors,

Notapy representative



OrnaBrieHVe

1 HanMeHOBaHME MEANLNHCKOTO MBLEIMA . ..ccieiuiaiiaiesieesiaesteesiessessiesssesssesseesseesseessesseessessseenes
2. CBefieHMA 0 pa3paboTyumnke U NPON3BOAUTENE MEAULMHCKOTO UBLEMMNA...ccovvereeieeeieeennn
3.Ha3HayeHve MegULMHCKOro U3aenuns, yCTaHOB/IEHHOE NMPOU3BOANTENEM......ocvverveerveeieennnns
4.KnaccuuKkauma MeAULMHCKOTO NSLEIMA  ....ccuiueeeueriereeeeeetesieseeseesessesseseesessessesieseesesseseesens
5. MNMepeyeHb NOKasaHWi, NPOTMBONOKAa3aHWIA, BOSMOXHbIX NMOBGOYHbIX AEWCTBUMN..................
6.TexHn4yeckoe onncaHue, nNapameTpbl N XapakTePUCTUKN MELULMHCKOTO NU34eNus..............
A £ Q0 L7171 2 o o3 PSS
S 1 F= 1 (017 TP UR PR PP PPRUPRUPRPRN
O, MAPKMPOBKA. ...ttt sttt sttt ettt et e b e b e e be e b e et R en e e ne e r e ne e nnee s
10. ¥YKa3aHna No NpuMeHeHN0 N Mepbl NMPEAOCTOPOMKHOCT . ...ccverurerireniierieesieesieaeeseesneesinens

11. PUCKM NPUMEHEHNSI MEAMLMHCKOIO U3eNuns, NPOTUBOMOKAa3aHNs, 0XKNAAEMbIE U
npefckasyeMble N060UHble 3WheKTbI, CBA3aHHbIE C MPUMEHEHNEM MEAWULMHCKOrO M3aenns
MO HABHAUBHMID.......vveeeereevereeeeeeteteteee e steteseseeetete s e s s et et et esess st tesesees et eseseae s s etesesessssstetesessssssesenens

12. MeTofpl 1 YCNOBUS CTEPUNN3ALMM, CPOKI COXPAHEHUS CTEPUNBHOCTU...cvvrcrrcrcrerererne,

13. MNepeyeHb HOPMAaTUBHbLIX LOKYMEHTOB/CTaHAAPTOB, KOTOPbIM COOTBETCTBYET
MELMLMHCKOR UBLEIIME. ...t steestee et eie ettt e st ettt sse ek e st e ab e se e e s e s e e nb e e b e e beenneenn e

14. TPEOOBAHMA K MOMELLLEHMED ....vervirieteerieseesiestesseeseeseessessessesseessessessessesesssessessessenssessessessensenns
15. CBefieHNA O TEXHUYECKOM OOCNYIKUBAHMM. ...ttt
16. TEKYLLMIM PEMOHT ...veviiertatesieiesietisteteseetessessestesessesbesaeseasassesseseeseabesteseeseabesbesaessnsesbeseneeseaseaes

17. YCNOBUA FKCTITYATALMM . ...evieiiee it eiteeeitee et site ettt et st e et e e sttt abb e st e ebe e s nbeeenbeesnbee e
18. TPAHCTIOPTUPOBAHME. .....ccveiieeiiesieenteeie ettt ettt re e b e b e nr e e s e e e b e e s e e neenneenns

1O, XPAHEHME ...ttt bbbt bbbt bt et e e bt b ettt neennennne s

20. TAPAHTUNHBIE OBSBATEITBCTBA. ve.veverrereereresiesearessesseseasessesseseesessessessasessessessesessessessaseasessesseses
21. T1opsAfOK OCYLLEeCTBIEHNA YTUIN3ALMM N YHUUTOXEHNSA MeLULMHCKOro N3genms

22. CBefleHns 0 martepuianax, KOHTAKTUPYHOLUMX C TENIOM YEMOBEKA. ....c.evverererrerrereeierienrenenes
23. CBefieHMs1 006 3NEKTPOMArHUTHON COBMECTUMOCT . ...veververeireiesierearessesseseesesseseessesassessennens
25. KOHTAKTHAA MHEOPMALI . ...cvevetiieeierieseeie ettt see e se bbbt b e bese et e e sbesbesbe e ebesbe e

o & A W W W

25
26
28
37

43
43

44
44
45
49
49
49
50
50
50
51
56
57



1. HanmeHoBaHWe MeAULMHCKOIO MU3Aenuns

AHanm3aTop nepegHero oTpeska rnasa c PyHKLUMen onTruyYeckon 6uoMeTpun
Pentacam AXL ¢ npuHagieXxHoCTAMU (gasiee Mo TEKCTY -aHanmM3aTop, W3genue,
Pentacam AXL).

2. CsefeHns o0 paspaboTumke W MpPou3BOAUTENE MeLULMHCKOrO
n3pennsa

OCULUS Optikgerate GmbH, MepmaHus

Agpec - Miinchholzhauser Str. 29, 35582 Wetzlar, Germany. ("'epmaHus, T.
Beunap, ynmua MioHxxonbsuxaysep 29, 35582)

TenedgoH: +49 641 20050

AJpec 3/1eKTPOHHOM NoYTbl: export@oculus.de

Mpoun3BoanTeNb MeULMHCKOIO U3Aenuns

OCULUS Optikgerate GmbH, "'epmaHus

Agpec - Miinchholzhauser Str. 29, 35582 Wetzlar, Germany. ("epmaHus, T.
Beusiap, ynuua MroHxxonbuxaysep 29, 35582)

TenedoH: +49 641 20050

Afpec 3NeKTPOHHOW NoyTbl: export@oculus.de

3. Ha3HayeHne MefNLNHCKOro U3aesns, yCTaHOB/IEHHOE MPON3BOAUTENIEM
N3genve npefHasHaveHo 418 poTOrpaupoBaHna nepegHero cermeHTa
rnasa, KoTopblii BK/IKOYAET POroBuLly, 3paqoK, NepeaHIo Kamepy 1 XpycTaink
rnasa.
OueHnBaeT cnefyroLne napameTpbi:
(hopMy poroBuLbl;
COCTOSAHME XpYyCTa/IMKa (KaTapakTbl XPYyCTa/INKA);
yrosn nepefiHein Kavepbl: 0° - 75°;
rnyouHbl nepeaHen Kavepbl: 0 -5 MMm;
06beM nepeaHer Kamepbl: 0 -5 ow,;
NepesHIO UM 3a[HIOK0 KOPKOBYIO KaTapakTy;
pacronoXeHne KatapaKTtbl (4epHON, CybKancynspHon n/mnm
KOPKOBOW) C NUCMO/Ib30BaHVEM N300padKeHNIA Yepe3 NepeKpPecTHYHO Leb ¢
AEHCUTOMETPUEN
. TONWMHY porosuubl: O- 2,0 Mwv;
. oceBYy ANUHY rnasa: 0-50 mm;


mailto:export@oculus.de
mailto:export@oculus.de

paccTosiHue oT 6esioro o 6enoro: 0-20 Mm.
N3penune Takke BbIMOHAET BbIYMC/IEHWS, YTOObI MOMOYb Bpayam
onpeaennTb MowHocTb NOJT gna nvniaHTaumm

4. Knaccnpmnkauyma meanLMHCKOro U3genns

Knacc noTeHUMasibHOro pyckKa NpUMeHeHUs MeULMHCKOr0 nU3genuns - 2a.

Knacc 3alnTbl OT NMopaXkeHUA 3/1eKTPUYECKUM TOKOM - 1.

CTeneHb 3aWnThl OT NOPAXEHWUIA 3NeKTPUYECKMM TOKOM - Tun B

Knacc 3awptbl kopnyca - 1P 20

Knaccngmkauma no NOCT P 56092-2014: M'pynna 1

N3genne He npegHasHayeHo gnsa pa6botel B CPEAE C MNMOBbILLWEHHBIM
COLEP>XAHVMEM KNCNOPOLA.

N3genune nmeeT «MpoaomKuTeibHbIA peXXnum padoTbls».

5. MepeyeHb NoKasaHU M NPOTUBOMOKAa3aHU

NokasaHuA

1 [Onsa BbIABMEHVA Pas3/IMYHbIX aHOManuii  oopMbl U CTPYKTYpbI
POroBuLbl, 0CHOBaHHbIX Ha HaLMOHa/IbHOM MPOUCXOXKAEHNN, BO3PacTe;

2. OueHka (hopMbl M CTPYKTYpPbl POroBuUubI /11 pacyeTa OMTUYECKOMN
cunbl MOJ1 nepes NpoBefeHNEM XMPYPrun KatapakTbl;

3. [na OueHKM [LEeHCUTOMETPUUECKOM OMTUYECKOW MJSIOTHOCTU BO BCEX
CNOSIX POroBuLbl

4. OueHKa (OopMbl M CTPYKTYpbl pPOroBuubl MpW MOLO3PEHUAX Ha
KepaTOKOHYC

5. OueHka (hOpMbl M CTPYKTYpbl POroBuubl repes MNPOBeAeHNEM
NMMOa/IbHbIX  Pa3pe3oB A1 YMEHbLUEHWS MOC/1eonepaLMOHHOro acTurmaTmsmMa

6. [Ana oueHKM (opMbl N CTPYKTYPbl POroBuLlbl MOC/e ClUMBaHUSA W
TpaHcnaaHTaumMmM porosuubl

7. [AnA OuEHKM W3MEHEHUA (HOpMbl N CTPYKTYpPbl MepefHeil Kawmepsbl,
OLUeHKa CUHAPOMa KarncynsapHoro 6/10ka , CTPYKTypbl yrna Kamepbl — nocne
XUPYPruyecKoro BMeLaTebCTaa

8.  ®dukcayus KOHTaKTHbIX  JIMH3,  pa3MelleHMe  paspesa W
NHTPaCTPOMa/IbHOr0 KosibLia B KEPaTOKOHYCE, MOHUTOPUHI N3MEHEHWI B NepesHel
Kamepe Mnoc/sie NpoBefeHUA XUPYPrnyecKon onepaunm nunm Tpasmbl.

9. V3mMepeHus 0cCeBOM [/IMHbl [/lasa W BbISB/IEHWE NATONOIMNA,
OCHOBaHHbIX Ha HaUMOHa/IbHOM MPOUCXOXKAEHMN, BO3pacCTe.



NMpoTnBONoOKasaHNA

1. Inunencus, B TOM 4uC/e C TEKYLUMMW NPUCTYNaMmn, pPe3nCTeHTHas K
NMPOBOAVMMOMY JIEYEHMIO.

2. Tcuxmnyeckne pacCTpoicTBa M paccTpoMCcTBa MOBEAEHUS B COCTOSIHUM
060CTPEHNA WU HECTOMNKON pPemMuccum, B TOM YunC/e NMpeacTaBsoLLne onacHOCTb
ANS NaumeHTa 1 OKpYXXaroLLmX.

3 Jlexxaume NaumneHThbl.

4. [etn go 3-X neT.

Bo3MOoXHble NO6OYHbIe AeiCTBUSA
- Mo6oYHble AEACTBUS He BbISIB/EHDI.

. 6. TexHn4yeckoe onucaHwe, napamMeTpbl W  XapaKTEPUCTUKN
MeAgULUHCKOro 1Usgennsa

6.1. OnwucaHune nsgenus

6.1.1. CocTaB n3genusa

CocrTas:

OCHOBHOM 6/10K - 1 T,

X-Y ocHOBaHue - 1 ur.

Bnok nutaHusa - 1 wr.

TecToBbIV rna3 - 1.

PyKoBOACTBO Mo akcnayataumm - 1.

Mblne3amTHbIA Yyexon —1 wr.

Kab6enb nutaHmns - 1w,

CBeTOHenpoHuuaemMas MaTepmsa YepHoro useta - 1ur.
Kntoy aktueBaumm usgenma - 1 wr.

10. USB-thnew-HakonuTesb ¢ nNporpaMmmMHbIM obecriedeHneMm -1wWiT.
11.  ONneKTPONOAbEMHbIV CTO/M - 1T, (NpY HEO6XOANUMOCTHN)
12.  Y-06pasHbI coeANHUTESbHbLIN Kabenb - 1 Wwr.

13.  OcHoBaHwue 1 yCTaHOBKWN npubopa - 1uir.

14.  Ynop ana nogbéopoaka v nbéa - 1.

©CoOoNTO s WD

MprHaane>XHoCTH:

1 dukcaTop Kabena - 1 L.

2 LLlecTurpaHHaa oTBepTKa - 3 LUT.

3. Hocutenb ¢ oby4darowmm BMUAEO 418 NOMb3oBaTend - 1iT.
4 KpbllKa gna penkun - 1.

) Bymara gna nogéopogHuka - 200 L.



6.1.2. NN306paxkeHne n3genms

K
PucyHok 1. O6wwnii Bug nsgenus
6.1.3. O6Lwas KOHCTPYKLUNA n3aenns

Mpy CcKaHMpoBaHUW [N1a3, Kamepa Wu3fgennsa 3axeaTtbiBaeT LLanmndtor-
N306paXkeHNs MepefHEro cermMeHTa rfiasa C MCMofb30BaHUEM pPa3/INYHbIX OCe.
LLlanmndnior-n3obpaxkeHns, co3fgaHHble BO BPeMS MCCNef0BaHWs, NepeaaloTcsa Ha
noak/toYeHHbIn MK. OceBas fiMHa rnasa n3mepsieTcsl B Xo4e MHTepghepoMeTpun.

LLlanmndnior-n3obpaXkeHNss MOXHO CHMMaTb B TedeHue He 60s1ee Yem [BYX
CeKyHA,

Ha LLlaimndnior-n3obpaXkeHnAxX n3MepsieTcsa 1 aHanusmpyetcs go 138 Q0D
3HaYeHWU UCTUHHOWM BbICOTbI.

LLlanmndpnitor-n3obpaxkeHnst ABASKOTCS 0CHOBOWM AaHHbIX 0 BbICOTE, KOTOPbIe
MCMoNb3yTCA ANA pacyeTa MaTemMaTUYeCcKOW TPexMepHOM MoaenM nepefHero
cermeHTa rnasa. OfHOBPEMEHHO PErucTPUpPYOTCA W YUUTbIBAKOTCA H06ObIE
ABWKeHUs a3, Cneundukaums kadectBa (QS) MNO3BONSAET OLEHUTb KayecTBO
BbIMO/IHEHHbIX U3MEPEHWIA.

MaTtemaTuyeckast TpexmMepHasi Moje/lb, CKOPPEKTMPOBAHHAA MO ABVKEHUSIM
rnasa, obecreymBaeT OCHOBY A/151 BCEro rnocneyroLiero aHaimsa.

Tonorpaus nepegHein M 3afHeli NOBEPXHOCTEN POroBULBI U MaxXUMETPUS
paccunTbIBaeTCs U 0TobpakaeTcA AN BCEM MOBEPXHOCTU POroBuubl, OT O4HOI0
Kpasi 0 ApYyroro.

AHann3 nepefHel kamepbl 06ecriedmBaeT OCHOBY /151 pacyeTa yrna, o6bema
N TNyOUHbI Kamepbl.



B X0/le IEHCUTOMETPUM POroBULLbI U XPYCTaNIMKa aBTOMATUYECKM CO3a0TCS
KO/IMYECTBEHHbIE 3HAYeHUs. LIBETHble M306paXKeHNs, 0To6paXKaeMble Ha IKPaHe,
NOKa3bIBalOT Pe3y/ibTaTbl U3MEPEHNSI.

Bpawjatoliasica TpexmepHas Moaenb 0ToGpakaeT MepefHIO W 3afHLLO
MOBEPXHOCTU POroBULLbI, PAAYXXKWN N XpyCTa/mKa.

PucyHok 2. KOMMNOHeHTbI 13genmsa

1 BEHTUNALNOHHOE 0TBepCTHe

2 13mepuTenbHOE OKOLLIKO

3 OTBepcTNE Kamepsbl

4 Bblknoyartenb ¢ MHANKATOPOM

5 PasbeM pa3BeTBUTE/IbHOIO Kabens

6 MNonepeyHbIin NON3YH

7 MogBwkHas nnatgopmMa ¢ KpyroBbiMy MeTKamm
8 MaHunynartop

Takke KOMIMOHEHTbI N34e/nA 0TOBpaXkeHb! Ha (hOTOrpaduaX N3LeNNa HUKe









6.2.BO3MOXHOCTb M CMOCO6bl MHTErPUPOBAHUSA C APYTUMWN U3LENTUAMU

N3nenvne MOXKeT MCnonb3oBaTbCA COBMECTHO C:

-MepumeTpom gna onpegeneHnsa nona 3peHnsa «Centerfield 2» (Ne dC3
2008/01152 ot 28.02.2008);

- Kepatogaom (Keratograph) ¢ npmnHagnexxHoctamum (Ne @C3 2009/05811
oT 18.12.2009);

- AHanmszaTtopoM nonsa 3peHus Easyfield ¢ npuHagnexxHoctammn (Ne dC3
2008/00003 ot 28.01.2008);

- AHanunsartop 3puTe/ibHbIX PYHKUMIA Binoptometer 4P ¢ npuHagneXxHOCTAMU
- HaxoauTCcs B NpoLlecce napasiienlbHOM perncrpaunu;

- ToHOoMeTpoM 0 Ta/IbMOMIOTNYECKUM  6eCKOHTaKTHbIM Corvis ST ¢
(hyHKUMeN aHasIm3a 61MOMeXaHNYeCKNX CBOMCTB POroBULbI, C MPUHAAIEXXHOCTAMMU;

- nepcoHasibHbIM KomnbloTepom (MK).

OcHoBHble Tpe6oBaHMs K MNK:

OnepayyoHHasa cuctema: Windows 8 nam Windows 10

OnepaTtvBHasa NamaTb: He MeHee 4 ',

KecTkuin gnck: He meHee 750 B,

BuaeokapTa: ANCKpPeTHaa (He BCTPOEHHAs B MaTEPUHCKYHO MaTty) He MeHee

2B

KonnyectBo USB BX0f0B: He MeHee 5

KnaBuatypa, Mblllb, MPUHTEP LBETHOIA.

6.3.MapamMeTpbl U XapaKTEPUCTUKN N30eNNA
OObLme XxapaKTEPUCTUKN N3LeNns

Tabnvua 1

MabapuTHbIE pasmepbI™, LLinpuHa -275

MM, He 6onee MakcumarnbHasa rnyévHa - 400, MUHUMaIbHasA
-320
MakcrmanbHasa BbicoTa -535**, MUHUMa/IbHasA
-500

Macca, Kr, He 60nee 9,7 (6e3 3/1eKTPONOABLEMHOrO CTOMA)

Macca, Kr, He 60/1ee 48,9 (C aneKTponogbEMHbIM CTO/IOM)

*3penme MOXKET UCMO/b30BaTLCA NO/Ib30BaTe/IeM KaK C 3/1eKTPONOAbEMHbIM
CTONOM, TakK W 6e3 3nekKTponogbEMHOro crona npomssoacTtea OCULUS
Optikgerate GmbH, NepmaHns, T.K. No/1b30BaTe/lb UMEET NPaBO UCMO/1b30BaTb
/060N UMEIOLLMIACA 3M1EKTPOMNOLABEMHBIN  CTOM, 3apPerucTPUpPOBaHHbIA B
yCTaHOBJ/IEHHOM MOpPsiAKe Ha TeppuTopun Poccuiickon deaepauun.

** MaKcrMaibHast BbiCOTa OCHOBHOI0 6/10Ka 13genuvsi 530 MM, MakcuMasibHas
BbICOTa OCHOBaHWA ANA YCTAHOBKM npubopa 3 MM, B CBA3M C TeM, 4TO
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OCHOBHOW 610K YCTaHaBNMBaeTCS Ha OCHOBaHWeE 4511 yCTaHOBKM npunbopa 6e3
YKECTKOM CLEeNKM (OCHOBaHMWe A/151 YCTaHOBKM Npubopa Heobxo4Mmo 4is TOro,
4yTOObI MO3BO/IUTL OCHOBHOMY 6/10KY CBOOGOLHO MO HEMY MepemeLLaTbes),
TaKM 06pa3oM MakcmMasibHas BbiCOTa U3fe/ns, Nnocse ycTaHOBKN OCHOBHOIO
6/10Ka Ha OCHOBaHMe 1A YCTaHOBKM Npubopa, MOXKET gocTuratb 535 mm.

Fa6apUTHbIe PasMepbl C 3M1EKTPONOALEMHBLIM CTOMOM (BUJ criepean), He Gonee:

FabapUTHbIE Pa3Mepbl C 3/IEKTPOMNOABEMHBLIM CTONOM (BWUJ, CBEPXY), He 6Gosee:

Z

55° o
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XapaKTepUCTUKN COCTaBHbIX yacTen u I'IpI/IHa,q]'IE)KHOCTEI7I

Tabnuua 2.

HanmeHoBaHMe cocTtaBHo PoToauyeckoe wn306paxkeHne/ 3Ha4veHue

yacTu/npuHagnexHoctu/
XapaKTepucTnkun
OcCHOBHOW 6/10K

XapaKTepUCTUKM

[MabapuTHbIEe pasmepbl, MM, 275 X400 X530

He 6onee
Macca, Kr, He bosiee

Kawmepa

CTOUHUK CBeTa

Lincpposas MNM3C-kamepa

CwuHun ceetogmog (475 Hw, 6e3 YD)
MecTopacnonoxeHue: N3meputesibHoe
OKOLLIKO

Ko0/M4ecTBO CMHNX CBETOAMOA0B: 24 LWT.
Tun: EB-U32S

HasHaueHve: ocBeLLeHMe LeNeBoi flamnbl
ans Busyanusaumn LLanmndnator
Knaccngmkauyus: gpynna 1no FOCT P
56092-2014

B3BewleHHaa oToxnmmmnyeckas
06/1ly4EeHHOCTb CEeTYaTKMN ahaKM4ecKoro rnasa
Ear< 2,2 Bt/

B3BelLeHHaa poToxMmmnyeckas MHTeasibHas
3HepreTnyeckasa APKOCTb Ha ceTyaTKe
ahaknyeckoro rnasa < 20 B1/(cp \
B3BeLLeHHaa TepMmyeckas 06/ly4eHHOCTb
ceTyaTK1 BUANMBIM N MH(PaKpacHbIM
N3NYYEHUAMMU E vir-r < 0,7-10%BT/M®

B3BelLeHHas TEPMUNYECKaA IHEPIreTNYECKan
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NHppaKpacHbIi
CBETOANOL,

CKopocTb

Konn4yectBo oLeHMBaEMbIX
TOYEK N3MEPEHUA

KpuBusHa:
TOYHOCTb
Pabouyee paccToAHMe

MakcumanibHas MOLLHOCTb
N3Ny4YeHnsa cBeToamoaa,
MBT

MpoAo/IKNTENBHOCTD
MMMynbca, MC

JnHa BONHbI,HM

BxofHoe Hanps>xeHue
n3genns

APKOCTb BUAMMOI0 U MHPaKpacHoOro
N3/Ty4eHNN Ha ceTyaTKe rnasac vir.r <610"’
BT/(cpm™)
MecTopacnonoxeHue: VsmeputesnibHoe
OKOLLKO

Konnyectso MHpakpacHbIX CBETOAMOLO0B: 4
LLIT.

Tun: ELD-810-345
OnvHa BonHbL: 810 HM

HasHaueHne: nHppakpacHoe nepudepuinHoe
ocBeLLeHMe ansi 063opa n30bpadkeHns
Kamepbl BO BpeMsi BblpaBHUBaHMSA YCTPONCTBA
C NauyeHToMm

Knaccngmkaumsa: rpynna 1 no FrOCT P
56092-2014

HeB3BeLLleHHan 06/1y4eHHOCTb POrOBULLbI 1
XpycTanMKa UH(PPaKPacHbIM U3yYeHneM
Eir-cl < 200 BT/MA

B3BeLleHHas Tepmuyeckasi 06/1y4eHHOCTb
ceTyaTKn BUAMMbIM N NHPPaKpPacHbIM
nsnydeHuamm Evir.r < 0,7-10" Br/m»

B3BelLeHHaa TepmuyecKas sHepreTuyeckas
APKOCTb BUAMMOIO U MHPaKpacHoro
N3/Ty4eHUIN Ha ceTyaTKe rnasac vir-r <6-10"’
BT/(cpm”)
100 n3o6paxkeHnIn 3a 2 ceKyHAbl, 2760 To4YeK
Ha OZHO 3arnuncaHHoe M300padKeHNe
Makc. 138,000

Ot 30038 mmoT9 1099 D
+0,1 D

80 MM

0,84

400

880
24 BoNbT MNOCTOAHHOIO Hanps»xXeHUA. ToK 2,

Amnep
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DNeKTpuyeckme
XapaKTepPUCTUKN UCTOUHUKA
nuTaHnA

X-Y ocHOBaHue

BbixogHoe HanpskeHne 24 B NOCTOAHHOIO

TOKa
MakcumanbHasa noTpebsisemas MOLWHOCTb 37,4

BatT

FabapuTHble pasmepbl, MM, 275 X140 X400

He bosiee
Macca, Kr, He 6onee
Bnok nutaHus

[abapuTHbIE pasmepbl, MM,
He 6osiee

Macca, Kr, He 6onee
BxofHOe HanpshxeHue

BbIXoAHOe HanpsXXeHne

BxofHoOl pasbem
ToOK BKJ/1HOUeHUSA

170 x 70 x 35

15

100 - 240 BonbT NepemMeHHOro Hanps»keHwus,
50/60 Iepy, 0,63 - 1,2 AMnep BXOAHOr0 TOKa
24 BoNbT TMOCTOAHHOIO HanpshkeHua, 2.1
Amnep

cTaHgapTHasa suika IEC C13.
12 Amnep npu 100 BosbT nepemMeHHOro

HanpskeHna/ 0.63 Amnep npu 240 BonbT
NepemMeHHOro HanpsXkeHns
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BxogHoi Tok

Bpemsi yaep>KaHUs

TOK YyTEeYKM Ha 3eM/It0
(knacc 1);

CeHCOpPHbI TOK YTeUKM
(Knacc 1 & 11):

MoLHOCTb
MakcnmanbHasa BbIXOAHas
MOLLLHOCTb

UacToTa nepexkntoyeHuns;
TecToBbIV a3

[abapuTHbIE pa3mepbl, MM,
He 60n1ee

Macca, Kr, He 6osiee
MacLutab

PyKoBOACTBO rno
aKcnyaTaumnm

["abapuTHble pasmepbl, MM,
He 6onee
Macca, Kr, He bonee

TunuuHbln 0.91A npnll5B*A, 0.57A npu
230 B nocT, ToKa

TunuyHbln 12mc npu 115 B nocT, Toka
TunuyHbeln 70mc npy 230 B nocT, Toka

MeHee 0.3 MA

MeHee 0.1 MA

MeHee O.3BT npu 230 B nocT, ToKa
50.4 BatTt

TuvnnyHo 65kKI U,

80 X20 X40

0,5
1:1

310 x 240 x 10

0,5
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MblNe3aLmnTHbIA Yexon

[MabapuTHbIE pa3mepbl, MM,
He 60ee

Macca, Kr, He 6onee
Kabenb nutaHuns

OnvHa, M, He 60n1ee
Macca, Kr, He bonee

16



CBeToHenpoHu1Laemas
MaTepusa YepHoOro LBeTa

MabapuTHbIe pasmepbl, MM, 2000 X 1000
He 60/1ee

Macca, Kr, He 60/ee 0,3

Knou akTuBaunn nsgenus

FabapuTHble pasmepbl 75 X20 X 15,

(mHa X WMpuHa X gonNyCTMMOE OTK/IOHEHME 2 MM
BbICOTa), MM

Macca, 1, He 6onee 15

WNHTepdeiic USB 2.0

O6beM CbEMHOI0 HOCUTENS. 4

M6anT

OObem (haiinoB akTMBaUMK. 15

M6anT
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USB-thnew-Hakonutenb ¢
nporpaMMHbIM
obecrievyeHnem

MabapuTHbIE pasmepbl,
(amHa X wupunHa X
BbICOTA), MM

Macca, r, He 6onee
Pa3sbem
O6beM MNamMAaATU USB-

thnews-Hakonutens, 6
Obbem namsaTin
NpPOrpamMmMHOro
obecrieveHus, 6

HA3bIK HanucaHus
NpPOrpaMmMHOro
obecneyeHuns
HanmeHoBaHWe
NporpamMmMHoro
obecneyeHms

Bepcna v pgata BbinycKa
npoamMmMHOro
obecreveHuns, He HUXe
Bpema oTKNmka, ¢

75x20x 15

15
USB 2.0, 3.0

2,5

C++

Pentacam

Bepcua 1.29r12-1 ot 08.02.2024
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PacLumpeHme
ncnonb3yembix haiiios
Knacc 6e3onacHocTtu MO
duKkcaTop Kabens

[MabapuTHbIe pasmepbl, MM,
He 6onee

Macca, Kr, He 60nee
LLlecTurpaHHas oTBepTKa

MabapuTHble pa3mepbl, MM,
He 60nee

AnameTp CTepXKHA, MM
Macca, Kr, He 6onee

exe

100 X 20 X 20

45 X'15

15
0,05
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Y -06pa3HbIii
COeJMHUTE/bHbI Kabesb

[OnuvHa, m, He 60/1ee
Macca, Kr, He 6onee 0,3
Pa3bem USB 2.0

Hocutens ¢ oby4arowym
BUEO A/1A MO0/b30BaTe s

20



[N N A 1 iFJPi
Patient- Infmmatiitn (VhHw)

FabapuTHble pasmepbl, cM, 20X 15x 10

He 60nee

Macca, Kr, He 60s1ee 0,1
O6bem nawvstn, M6, He 400
6onee

Twun CD-R

ONeKTPoNoAbLEMHbIN CTON

MabapuTHble pasmepbl, MM, 910 X550 X905

He 6onee

Macca, Kr, He 60see 41
DNeKTpuYyeckume TOK- 6 A
XapaKTepUCTUKN
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BxogHoe HanpskeHve: 230-240 BonbT

NepPeMeHHOro HarpsXeHus.

YacTtoTta 50-60 Mepy,

MakcumanbHaa MowHocTb: 1200 BatT
[JnanasoH M3MEHEHUA 252 MM

MOJI0XKEHUSA MakcmasibHas BbIcoTa NogbemMa KOHCO/N
cTonewHunubl - 997 mw;

MUHUMa/IbHAA - 745 MM

Ycunwue casura, H 200 £20
MNpucoegnHNTENBHbIE NmetoTca 4-e oTBepcTUA ANnda NMPUCOESUHEHUA
pasmepbl KOJIOHHbI Te/IeCKONMNYECKOW

MOTOPWU3MPOBAHHOW,  PacCToOsHUE  MeXay
OTBEPCTUAMM - 17 MM, AMaMeTp OTBEPCTUN - 5
MM

OcHoBaHue gnd yCcTaHOBKU
npuobopa

[MabapuTHbIe pasmepbl, MM, 240 X140 X3
He 6onee

Macca, Kr, He 60/1ee 0,2
MakcumanbHasa Harpyska, H 5
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Ynop ana nogbopogka w
néa

[FabapuTHble pasmepbl, MM, 580 X240 X70
He 6osee

Macca, Kr, He 60/1ee

MakcnmanbHaa Harpyska, H

Kpbllwka gns penkn

MabapunTHble pasmepbl, MM, 230 X25 X40
He 6onee
Macca, Kr, He bosiee Q
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Bymara s nog6opoaHMKa

1
[MabapuTHbIe pa3mMepbl, MM, 120 x 40 x 0,5
He 60s1ee
Macca, Kr, He 60/1ee 0,05
Ko/imyecTBo B yNnakoBKe 200
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7. KOMMNNEKTHOCTb

Tabnuua 3.
HanmeHoBaHue Kon-Bo
AHanmzaTop nepeaHero oTpesKa rnasa ¢ yHKumen 1

onTuyeckonm bnomeTpun Pentacam AXL ¢ NnpuHaAneXHOCTAMMU

1 OCHOBHOM 6/10K - 1 L.
2 X-Y OCcHoOBaHue - 1 ..
3 Bnok nutaHna —1 .
4 TecToBbIV rnas - 1 wWr.
5. PyKoBOACTBO Mo aKcniyatauun - 1 .
6 Mblne3awmTHbINA Yexon - 1 wr.
7 Kabenb nutaHna - 1 wir.
8 CBeToHeNpoHMLaeMas MaTepusa YepHoro ugeta - 1.
9 Knwoy aktuBauum n3gennsa - 1 wr.
10. USB-tnelu-HakonuTenb ¢ NporpaMmMHbIM
obecrneyeHnem - 1.
11. 3nekTponogbemMHbIA cTon - 1w, (npw
Heo6Xxo4MMOoCTH)
12.  Y-06pasHblii COeAMHUTENbHbIA Kabenb - 1 L.
13. OcHoBaHWe 4N yCTaHOBKW npubopa - 1L,
14.  Ynop gha nogéopoaka v néa - 1.

MNpuHaaneXxHocTun:

1 dukcaTop Kabens - 1wr.

2. LLlecTurpaHHasa oTBepTKa - 3 LLT.

3. HocuTenb ¢ obyyarolmm BUAEO 415 MOMb30BATENA - m

lug.
Kpbllwka ans penkn - 1w,
Bymara ons nogéopogHuka - 200 L. 1

TpaHcnopTHaA ynakoBKa



8. YnakoBKa

3NeKTPONOAbEMHbIV CTON BKaAbIBAeTCA B TPAHCMOPTHYH YNaKOBKY K3
nonvkap6oHaTa (Mapka: SUNTUF, npoussogutens: Palram Germany GmbH,
Wilhelm-Diimling-Str. 7, D-39218 Schonebeck, Germany, MepmaHus)

PucyHok 3.

OcTa/lbHble COCTaBHble YacTh 1 NPUHAANEXHOCTU BK/IaAbIBalOTCA BO
BK/1aAKM 13 BCrieHeHHOro nonmatuneHa (Cartonnages d*Alsace (2 rue de la
graviere, 67720, Weyersheim, France, ®paHuus), 3aTeM BO BHYTPEHHIOI KOPOOKY
(MHAMBUAYa/IbHYIO YMAaKOBKY M34enuns) 13 rojppmpoBaHHOro KaptoHa (Tvn
Ksfsk/56265/Bc Ondulati Ed Imballaggl Del Friuli, UTanns), 3atem Ha
BHYTPEHHIOK KOPOOKY HaKafbIiBalOTCH Yro/IKM U3 BCMEHEHHOro NnosnaTuieHa
(Cartonnages d'Alsace (2 rue de la graviere, 67720, Weyersheim, France,
dpaHumsa), a 3aTeM YKIaablBalOT B TPAHCMOPTHYHO YNaKOBKY.

TpaHCcrnopTHaa yrnakoBKa COCTaBHbIX YacTel Y NPUHALNEXHOCTEN
N3roTaBnMBaeTCA 13 ropupoBaHHOro kaptoHa (Cartonnages d'Alsace (2 rue de la
graviere, 67720, Weyersheim, France, ®paHums).

TpaHCcnopTHasA ynakoBKa SABNSETCA NOTPeOUTENTbCKOA.
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PucyHoK 4,
1
2
3,57,8,9,10
n

13

OcCHOBHOW 610K

BHyTpeHHSA Kopobka

BknagKu 13 BCMEHEHHOr0 NONMaTUIEHA
Yronku ansi BHYTPEHHEN KOpPOOKK U3
BCMEHEHHOr 0 No/IMaTU/IeHa
MpoMeXyTo4HOe KOsbLo
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9. MapKknpoBKa

Ha usgenun pacnonaratoTcsi cregytouime Hagnucn (0603HayeHus)) M YCNoBHble
3HaKW;

1 Mopenb nsgenvsa

2 HanmeHoBaHMe 1 NorotTrn npou3BoanTess,
HanMeHOBaHWe N3eNnsa N MOAeNn n3aenus

3 LLnnbank
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OCHOBHOI4 610K U3AeNSt UMEET LUMMbAVK CO CMefyHoLLel nHgopmaLeli

OCULUS Optikgerate GmbH
Miinchholzhauser Str 29
35582 Wetzlar
OCULUS Made in Germany

14  Pentacam®AXL A

B |ef]70100
12 SN’ 70100 1001 6106

10. 2016-09-05

9 24V DC 2,1A

4
5

O Nt 6
(01)04049584012333
15

(21) ABCDEFG1234S6789

Use only OCULUS Power upplylNo. 05150150

8

1 JloroTwvn U3roTOBUTENA 9

2 N3roToBnuTENDb 10

3  O6paTuTbCA K MHCTPYKLMM MO 1

aKcnayaTauum

4  3Hak CE c HomepoMm 12
HOTU(MLPOBAHHOIO OpraHa

5  Wspgenue knacca Il 13

6 QR-Kod 14

7  ®pasa: «/Icnonb3oBaTb TO/LKO 15
610K nuTaHma OCULUS! Ne
05150150»

8  Ocobas yTunusayms

XapakTepucTuKu
3NeKTpoNnTaHna
[JaTa n3roTosneHns

Pabouasa yacTb Tuna B
CepuiiHblii HOMep

Homep no kaTanory
HanmeHoBaHMe n3genus

CTeneHb 3alLUNTHI
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Ha 3neKTponogbeMHbIli CTON HaHeceHa crieaytoLlas MapKUpOoBKa:

1- MecTo HaHeceHNs MapKNPOBKU
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SNeKTPONOAbLEMHbIN CTON MMEET LWWNbAMK CO CefytoLle nHhopmaLmein:

w

0 g4 o o1 A

\ 1 1

JloroTmnn n3roToBuTENS

MN3roToBuTENDb

Ob6paTUTECh K MHCTPYKUNN NO
aKcnayaTauum
3Hak CE

CTeneHb 3alNThI
QR-Kod
Ppasa «CpenaHo B ['TpMaHNU»

Ocobas yTunmsaums

10

12
13
14
15

10 4

XapakTepucT VKK
3NeKTponNuTaHuA
[laTa n3roTosneHunsA

Kog ycTpoicTBa

Homep no kaTanory
CepuiiHbI HoOMep
HanmeHoBaHMe yCT poincTBa

Pabouas yacTb TUNa B
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Ha TpaHcnopTHyto (MOTPebuTeNbCKY) YNaKOBKY M3Ae/INA HAHOCUTCA 3TUKETKA Ha
PYCCKOM £13bIKe C/eAYIOLLLEro Cofep>KaHns
AHanunsatop nepefHero oTpeska rnasa ¢ PyHKUNEN ONTUYECKOW

onomeTpum Pentacam AXL ¢ npuHaa/IeXXHOCTAMM

MN3rotoButens: OCULUS Optikgerate GmbH, "'epmaHns
Miinchholzhauser Str. 29, 35582 Wetzlar, Germany.

CTpaHa npoucxoxaeHus: MepmaHus

YNONMHOMOYEHHbI NpeAcTaBUTeNb NPon3BoAUTENS B PO

000 «PYM3IKC Megukan»

123592, r. Mocksa, yn. Kynakosa a. 20 cTtp. 16, nom. 1V, KOMH. 15-
17,33;

Ten: 8(495)966-09-15

PernctpaunoHHoOe yL0CTOBEpPEHME
No XXX 201X/ XXXXX o1 XX XX 201X roga.

[ata n3rotoBneHnsi/CepuiiHblii HOMep/ - CM. Ha YNaKoBKe.

MapKu1poBKa TPaHCMOPTHOM (MOTPebUTENbCKOM) YNakKoBKN MapKMpPOBKa
COAEPXUT CreAyHoLLY0 MH(OoPMaLMIO:

- HauMeHOBaHWe U3aenus;

- HauMeHOoBaHWe NMpeanpUATUA-U3roToBUTENS U/UN ero TOBapHbIA 3HaK U
MECTOHaX0XAEHWE;

- HaMMeHOBaHWe YNOTHOMOYEHHOI 0 NMPeACTaBUTENA Ha TeppuTopun Pd;

-CEPUIHBIN HOMEp;

- CTpaHa NMpPoUCXoXKAeHUS; *

- party (rog v mecsiy) ynakoBbIBaHUS U3LeNns;

- HOMep W gata Bblhayn perucTpaLmoHHOro yaoCTOBepeHS;

- MaHUNYNAUMOHHbIE  3HaKW: «bepeub OT  Brarn», «BBepx»,

«TemnepaTypHbIi ananasoH», «OCTOPOXKHO, XPYMKOe».
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["padmyecKre CUMBO/IbI Ha YNaKoBKe

tw mf r:

3 L] ]

Bepeyb oT He kaHTOBaTb  Xpynkoe, TemnepaTypHblli ~ TemnepaTypHblii
Bnaru obpawaTbcA finanasoH; AnanasoH:
OCTOPOXHO TpaHcnopTupe XpaHeHKne

BKa

mdo not throw !l He gpocars meguuuHckoe nsgenue

OCTOpPOXHO cTekno!

BHMMaHuMe! BblCOKOUYYBCTBUTENbHOE 31€KTPOHHOE 060pyA0OBaHue.

[OvanasoH

BNaXHOCTH

7

/

OdaHunyeHue
aTMocC(epHOro

AaBneHus

CocTaBHble 4acTN N NPUHAANEXHOCTUN U3LeNA UMEeKT CNeayoLLy0 MapKUPOBKY

HavnmeHoBaHue, hoTorpadgus OnucaHune

Bnok nutanHus

1. Jlorotun, HaMmMmeHOBaHWe

NpPou3BOANTENS, afipec,

HanMeHOBaHME KOMIMOHEHTA.

2. LWTpnx-Koa, fata
NPOV3BOACTBA, apTUKY/.
3. 3akas, npuxopg, TuN, onucaHme
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TecToBbIN Nas3

1. Homep no KaTanory, CepuinHbIi
HOMep, AaTa Npou3BoAcTBa, QR-
KOA, XapaKTePUCTUKMN.

2. HanpasneHue ana ukcaymm
3. HanpaBneHwve oia CHATUSA
hmkKcaymm

JloroTvn N HaMMeHoOBaHMe

Nnpon3BogNTENA
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CBETOHENPOHMLAaeMan MaTepusi UYepHOro
LiBeTa

USB-(hnew-HakonnTenb ¢ NporpamMmmMHbIM
obecneyeHnem

Bymara a1s nog6opoaHMKa

Jlorotmn v HaMMeHOBaHWE
npoun3BoAnTENs

1. Jlorotun, HaMMeHoBaHMe
KOMIMOHeHTa, HanMeHOBaHMe
nporpamMmmMHoro obecneyeHus,
BEPCMA NPOrpamMmmMHoOro
obecneyeHus, apTukyn, QR-Koga,
2, HanmeHoBaHMe nporpaMmmMHoOro
obecrneyveHns, QR-Kog, Bepcus
NporpaMmHoOro obecneyeHus.

JloroTun, n3rotToBuTe b, afpec,
hpasa «CaenaHo B MepmaHnm»,
apTUKy/, onucaHue, WTPUX-KOL,
3HaK «3anpeT Ha NOBTOPHOE
NCNoNb30BaHMe».
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Y -06pasHblil CoeMHUTENbHbI Kabenb

HocuTenb ¢ ob6y4alowym BWAEO /1St
No/sb30BaTenNs

JloroTun, apTunkyn,

1. HanmeHoBaHue
Nnpou3BOAMTENA, HAMMeHOBaHMe
n3nenuvs, onmcaHume.

2. HanmeHoBaHMe
npou3BoANTENSA, HAaUMEHOBaHWe
n3nenuvs, onncaHwe, noroTvn
Nnpou3BOAMTENA, aapec
Nnpon3BoOAUTENA.

3. HanmeHoBaHuMe
npou3BoANTENSA, HAaMMEHOBaHWe
n3nenusd, onucaHue.
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KO.YKaszaHus N0 NPUMEHEHUIO 1 Mepbl NPefoCTOPOXHOCTY

BHuMaHMe! Yuiepb 300p0BbH0 UMK NOBPEXIEHNE UMYLLIECTBA B pe3y/ibTarte
HenpaBW/IbHOM 3KcnyaTauun.

. Cob6nogaiiTe cneaytoLLme NpaBuna TEXHUKN 6e30MacHOCTL.

Yuepb 300p0BbH0 UM MOBPEXAEHME UMYLLECTBA B pe3ynbTarte
BHECEHMSI  U3MeHeHWiA B 000pyaoBaHMe,  KOTOPble  CHMKAKOT
6e30MacHoOCTb.

. BHeceHMe KaKux-imbo WM3MEHeHW B fAaHHOe wu3fgenve 6e3
paspeLleHns NPom3BOANTENSA 3arnpelieHo. BHOCUTbL W3MeHeHWA B u3fenve
paspeLlaeTcsd TOMbKO C/Yy)KeBGHOMY TMepcoHany CepBUCHOrO LEeHTpa Ha
TeppuTopun PO.

MHCcTpyKumn gna onepawlmoHHOro rnepcoHana

. Yb6egutecb, 4to Pentacam AXL wucnonb3yeTcd WUCKIHOUUTENBHO
MeAMLUMHCKMM MNepcoHasioM Wan ohTasibMosioramn. JJo/mkeH 6bITb MCNONb30BaH B
obnacTu npegHasHa4YeHHOM A5 NPoBeAeHUsT 06CneaoBaHuN.

Mo aTol NpUYMHE N3aene MOXXET 3KCM/TyaTUpPoBaThCA TO/IbKO MepcoHasioMm,
KOTOPbIA MOXeT rapaHTUpOBaTb Haf/eXallyl MNpakTuUKy 6n1arogapst 3HaHUSM,
NpoeccUoHaIbHON NOATOTOBKE U MPaKTUYECKOMY OrbITY.

MHhopmauma no ycTaHOBKe N NOAKTHOYEHMIO
. He wucnonb3yiite n He XpaHuTte Pentacam AXLb noMmeLleHUAX ¢

NOBbILLEHHOW BNaXHOCTbIO.

. He ponyckanTe nonagaHus Ha Pentacam AXL Bogbl 1 ybeauTtecb B
OTCYTCTBMM PUCKA MPOHNKHOBEHUSA BHYTPb HEro Kakux-nnmbéo >Xugkoctein. He
cTaBbTe B6/M3n Pentacam AXbcocyabl ¢ BOJOM.

. He akcnnyatmpyiTe BXOASLWMEe B KOMIJIEKT YCTPOMCTBA B 30HAX
MOBbILIEHHON B3PbIBOOMACHOCTU WM BOIM3N TOPHOYMX aHECTETUKOB WIN NETYUNX
BELLIECTB, TaKNUX KaK CnupT, 6eH3NH 1M aHaI0rMyHble BeLecTBa.

. YcTaHaBnvBaiiTe Pentacam AXL Takum 06pa3om, 4T0Obl LUTEKep
NUTaHNSA Obl1 IEFKO AOCTYMeH. TakMM 06pa3oM, Bbl JIEFKO CMOXeTe OTK/IIOUNTD ero
OT UCTOYHMKA NUTaHNS ANst IOObIX PEMOHTHbLIX PaboT UK 06CTy>KMBaHUS.

. He ncnonb3yiite npy NOAKIOYEHNN LUTEKEPA YPE3MEPHYHO CUY.

Ecnn noakntoyeHne HeBO3MOXXHO, NPOBepPbTe COOTBETCTBUE
LUTEKEpPA FHe3ay.

Ecnv Bbl 06HAPYXXNTe NOBPEXAEHME LUTEKEPA, 06paTUTECh
3a PEMOHTOM B Halll 0T/e/1 06C/TyXKUBaHWS.

. Ncnonb3yiite wnaenve , KOTOPOe MPaBWIbHO YCTAHOB/IEHO Ha
NOABEMHOM CTOSE.
. He wucnonb3yiite Pentacam AXL ¢ 6ecnpoBOAHON TeXHOSIOrMEN,

Hanpumep, ¢ 6ecnpoBogHbIM USB.

37



. OTBEeTCTBEHHOCTb 3a [JaHHble: camo M3fenne He npegHasHayeHo Ana
NoAKMoYeHNA K IHTepHeTY, HO TosbKO € K. OH He TpebyeT, UTobbl IHTEepHET
(PYHKLMOHMPOBA.

He nogkntovaritecb K VIHTEpHETY BO BPeMs UCMOJIb30BaHUA U3LeNNA. ITO
CUMTAETCA HEMPaBUIbHBLIM NCMONb30BAHUEM.

Ecnn Bbl pewumnun nogkniountb MK B VIHTepHeT ana apyrux uesnein. Bebl
HeceTe OTBETCTBEHHOCTb 3a 06ecrneyeHne 6e30NacHOCTU JaHHbIX.

NHpopmauma o pabote M3O-cucTembl

M3genve W MOAK/OYEHHBIN  KOMMbLIOTEP COCTaBAAKT  MeAULMHCKYHO
anekTpuyeckyto cuctemy (M3-cuctemy) cornacHo DIN EN 60601-1.

Mpy NOAKNHOYEHUM [OMOMHUTE/IbHBIX YCTPOMCTB, TaKUX Kak MPUHTep, 3Tn
YCTPOMCTBA CTAHOBATCA YacTbto M3-CUCTEMBbI.

*YbeanTecb, 4TO BCe YyCTpouWcTBa M3-CUCTEMbl  COOTBETCTBYHOT
TpeboBaHuam IEC 60601-1 wnm IEC 60950-1.

MHopmayma 06 akcnayartaymm
. IKcnnyatauma  nospexgeHHoro Pentacam AXL  KaTteropuyecku

3anpeLLeHa.

. 3kcnnyaTtupyite Pentacam AXEWCKAKOUYUTENBHO C UCMOIb30BAHUEM
OPUIMHasIbHbIX KOMIMEKTYHOLWMX, MOCTaBASEMbIX HalLen KOMMaHWein, U TOMbKO
Torga, Korga usfenime HaxoguTcsl B NMOSIHOCTbIO TEXHMYECKU MCNPaBHOM paboyem
COCTOAHMNN.

. He 3akpbiBaiiTe BEHTUIALMOHHbIE OTBEPCTUSI.

. He npukacanTecb K NauMeHTy 1 KYCTPOUCTBY OHOBPEMEHHO.

. Y6eautecb B UCKMKOYEHUM OMPOKMAbIBaAHMS  YCTPOMCTBA  NpU
06/10KaunBaHUN Ha Hero.

. Ncronb3yinTe wugenve TO/IbKO MOC/Me  MOSIHOr0  OCMbIC/IeHUS
PYKOBOACTBA MO 3KCriyaTaummn.

VHCTPYKLUMW N0 06CNY>KUBAHMIO

MpnmeyaHwe:

* Hukorpga He OTKpbIBainTe n3aenve.

*T0/IbKO 411 aBTOPU30BaHHOI0 006C/TY>KMBAOLLLEr0 rnepcoHasa.

o 3awmTHaa O6/10KMPOBKA OTCYTCTBYeT , BCKPbITME  U3LeNUA  [OSIHKHO
NPOUCXOAUTb TONbKO B 06ecTo4eHHOM Bufe. Nepes pa3bopkoir Kopryca
HEeoO6X0A4MMO OTK/TIOUNTL BCE UCTOYHUKM MUTAHUSA.

» CBeTOANOLHOE N3/TyYeHWNE NOSABNAETCH TO/IbKO B peXnMe CKaHMpPOBaHUA U
nponagaeT He3aMel/IMTe/IbHO MNOC/e 3aBePLUEHNSA CKaHMPOBaHNSA.

e B uenax Baweinr 6e30MacHOCTM MPOU3BOAUTENTb PEKOMEHAYET BCKPbIBATb

38



n3genne ToNbKo Yepes 2 vaca ¢ MOMEHTA MOJTHOFO OTK/IOUEHNSI OT MUTaHUS.
e BcKpbiTWe u34ennst [0/KHbI MPOBOAUTL TOMbKO CEPTUPULMPOBAHHbIE
NPOV3BOANTENEM CMELMa/TUCTbI.

UTobbl COXpaHWUTb BbICOKYHD TOYHOCTb W3MepeHMa Pentacam AXL,
pPeKOMeHAYeTCHA MPOBOAUTL TEXHUYECKOEe 00CNYy)XMBaHWE Kaxible ABa roga wiv
nocne 25000 ckaHupoBaHWiA. lMosiBATCA COOTBETCTBYHOLlEe coobuieHne. Kpome
TOro, Kaabli feHb nepes Hadanom pabotel ¢ Pentacam AXL nose3Ho nNpoBoanTb
TeCTOBOE MCC/ef0BaHNe pexxnma namepeHusa JaviHbl ocu.

Ecnv npousowna ownbka, KOTOpyto Bbl He MoXeTe wucnpasBuTb, 0603HaYbTe
Pentacam AXL kaK "‘HepaboTalolmin® 1 CBSXXUTECH C CEPBUCHbLIM LIEHTPOM Ha

TeppuTopun Poccrinickon deaepauun.

NHCTPYKLUMW MO 3/1eKTP06E30NacHOCTY

BHuMaHue! PUCK TpaBMUPOBaHUA WX MOBPEXAEHUA WMYLLeCTBa WU3-3a
HEeBEPHOI0 YPOBHA 6e30MacHOCTMW.

NogkntoYveHmne Pentacam AXL c ero HEMeAVULIMHCKNM
aNeKTpoobopyaoBaHMeM (Hanpumep, o6opyaoBaHMeM 00pabOTKM [aHHbIX) K
MEAULMHCKUM  3/IEKTPUYECKMM CUCTEMAM He [O/DKHO MOHMXKaTb YpPOBEHb
6e30nacHOCTN MauMeHTOB HWXXe npegena, npeanucaHHoro craHgaptom DIN I1SO
EN 60601-1. Ecnm Takoe nMogk/oyeHMe NMPUBOAUT K MPEBbLILLEHUIO Mopora Toka
YTeUKN, [O/MKHbl  ObITb  MPeAyCMOTPeHbl  3aliMTHble  Mepbl,  BK/HO4Yas
aBTOMaTU4YeCKMIA NpepbIBaTesb Lenu.

. Y6eanTtecb B NPaBWIbHOM MOAK/IHOYEHUN K HEMEAULMHCKUM
yCTpoMcTBaM.
. Mcnonb3ylite WCKMIOUUTENBHO afanTep MUTaHWS, YKasaHHbIA B

yNaKoBOYHOW BeLOMOCTMN.

. cnonb3yeTe TONMbKO KOMMbIOTEP, KOTOPbIA OTBEYaeT TPeGOBaHWUSM,
NPUBEAEHHBIM B HACTOSILLIEM PYKOBOACTBE

icnonb3oBaHWe YASIMHUTENS C CeTEBbIM OUNbTPOM
PUCK TpaBMWPOBaHUSI WM MOBPEXAEHUS  UMYLLIECTBA, -Bbl3BaHHbII
He6e30MacHbIM YA/IMHUTENEM C CETEBbIM (OU/IbTPOM.

Ecnun Bbl Mcnonb3yeTte ya/IMHUTENb C CETEBbIM (PUNBTPOM A/15 MOLK/THOUYEHUSA
Pentacam AXL K WCTOYHMKY NUTaHUHA, HEOOXOAMMO Y4YUTbIBaTb CNeAyHoLLYHO
NHOpMaUUIO:

. VcnonbsyinTe YAMHUTENb, KOTOPbIi COOTBETCTBYET
TpeboBaHnAM ctaHaapTa DIN 1SO EN 60601-1: 20005, pa3aen 16.

. He knagute yonnHUTeNb € CeTeBbIM (PUNLTPOM Ha Mo

. He ncnonb3yiite 60/1ee 04HOI0 YA/ MHUTENSA C CETEBBIM (PU/ILTPOM.

. BkoyariTe B ceTeBON (pUnbTP ToNbKO ¢ Pentacam AXL 1 KoMMbHOTeEP,
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MCNO/b3YeMbI ¢ 060pyAoBaHUEM (EC/TV MPUMEHUMO).

Ecnu Bbl ucnonb3yete yAVMHWUTENb C CETEBbIM (UILTPOM, OH [AO/KeH
MOCTaBNATLCA B KOMIMJIEKTE C U30/IMPYHOLLMM TPaHCHOPMaTOPOM.
Ecnn Bbl ucnonb3yete ¢ Pentacam AXL HOBbIA KOMMbHOTEP, HEO6X0LMMO

BbIMO/IHUTbL NPOBEPKY 3/1eKTP06E30MaCHOCTMN.

AnekTpomarHuTHasa comectumocTb (OMC) / kabenn
Puck  TpaBMMpoBaHUSA nnm NMoBpPeXaeHUs MMyLLeCTBa  U3-3a

3N1EKTPOMarHUTHbIX NMOMEX.

MopTaTMBHOE © MO6GWU/IbLHOE pPafMoYacToTHOe 060pyfoBaHME  MOXKET
NoB/MATbL Ha PaboTy 3NEKTPUUECKOr0 MeAULIMHCKOro obopyaoBaHus,

. Y6eanTecb, UTO NOPTATUBHOE N MOOMbHOE 0bopyAoBaHMe PY-cBA3W
He BbI3bIBAeT NMOMEX.

. PekomeHpauusa:  Ob6ecneybTe MUHMMa@IbHOE PacCTOsHUE  MeXay
ycTporcTBamu 4 M. ECnn 3TO HEBO3MOXHO, He06X0aMMO y6eanTbes, 4To Pentacam

AXL paboTaeT npaBW/IbHO

PUCK  HeNpaBW/IbHbIX  M3MEPEHUIA/MOBPEXAEHNS  060pYA0BaHNS
BC/IeACTBME HEMPaBW/IbHOM YCTaHOBKMU

INpnmeyvaHme

. He nopggeprante ToHOMeTp Pentacam AXI1B03aencTBumto
BMGpaLuiAi, yaapoB, 3arpssHAOWMX BEWECTB, BAarM WM BbICOKUX
Temneparyp.

. OnTunyeckoe nsgenve TpebyeT akKypaTHOro 06paLleHuns.

. YcTaHoBUTE 060pyoBaHMe Binoptometer 4P, Taknm 06pas3om, YTOoObI
LUTEKEP MUTaHWUA OblT NIerko AOCTyreH. Takum 06pa3oM, Bbl JIEFKO CMOXETe
OTK/IIOUYNTL €ro OT WCTOYHMKA MUTaHuUa A8 0bIX PEMOHTHbIX paboT win
00Cy>X1BaHUA.

. PasmecTute Pentacam AXITaK, YTo6bl UCKNHOUYNUTL BANAHWE MPSMOTo

CBETa Ha M3MepeHUSI.
e YO0CTOBEpPbTECh, YTO CMOTPOBOV KaOMHET CBOGOAEH OT CBET/IbIX
OTPadKeHUI. YUT06bl AOCTUYUL 3TOr0, 3aTEMHUTE KAGUHET /11 UCCnefoBaHuiA.

MpepynpexaeHne

OnacHoCTb B 06/1aCTN 31eKTP06Ee30MacHOCTH

. He ucnonb3yinte Pentacam AXL BNpUTbIK U CBEPXY APYroro
0bopyLoBaHuUA.

. Ecnn Heobxoammo ucnonb3oBaTb Pentacam AXEpsigom wnm cBepxy
Apyroro 06opyaoBaHus, NPoBePbTE NPaBUIbHOCTL PaboTbl Pentacam AXL.

. cnonb3yinTe WCKUUTENIbHO ajanTep MWTaHUS,, YKasaHHbIA B
YMNaKoBOYHOI BeOMOCTM
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. Ecnm gnsa nogkntoyeHns Pentacam AXL Bbl UCMNO/Mb3yeTe CETEBOWA
unbTp:  Ucnonb3yiiTe ceTeBOWM  (ULTP, COOTBETCTBYHOLWIMA  TPeboBaHUSM
craHgapTa DIN 1SO EN 60601-1.

. He knaguTte ya/IMHUTENb C CETEBLIM (DU/ILTPOM Ha MoJl.

. He ncnonb3yiiTe 6051ee 0g4HOr0 YA/MHUTENS C CETEBbIM (PUIbTPOM.

*Bkntovainte B ceTeBor (wibTp To/bKO Pentacam AXL © KoMMblOTeEp,
NCNoSb3yeMblii ¢ 060pyaoBaHMeM (ecI NPUMEHMMO).

*/Icnonb3yiiTe NONHOCTbIO UCMPaBHYH PO3ETKY C 3aLLUUTHBLIM 3a3eM/IEHNEM.

Vicnonb3oBaHme 31eKTPONOABLEMHOIO CTONA

1 OBLWME YKA3SAHNA

1.1. Jkcnayatauma  CTtona  3/MeKTPOMOAbEMHOIO [0 03HAKOM/IEHUS
HacTOSALLEN NHCTPYKLMEN He AOMYyCKaeTcs.

1.2. Hactoawaa WHCTPYKUMA npefaHasHaydeHa A1 O3HAKOMJIEHUA C
npaBuWiaMu 3sKcnjlyatauuun, a Takke A1 PYKOBOACTBA MPU  TEXHUYECKOM
06CcNnyXnBaHus, PEMOHTE,  TpPaHCMNOPTUPOBaHMSA N XpaHeHUn  cToONa
3N1eKTPONOLbEMHOTO.

1.3. O6bemM  CBeAeHWIA, MNPUBEAEHHbIA B AAHHOW  UHCTPYKLUWV
obecneyrBaeT NpPaBU/IbHYIO 3KCMyaTaLmio CTo/1a U BCEX Y3/10B.

2. KNACCUDPUNKALMA SNTIEKTPOMOABEMHOIO CTONA

Knacc 3awuTbl OT NOPaXKeHNS 3NeKTPUYEeCKUM TOKOM - 1

CTeneHb 3aWMTbl OT MOPAXKEHUI 3MEKTPUYECKMM TOKOM - paboyas 4acTb
Tuna B.

3awpTa 0T 0NacHoOro NPOHMKaHWA BOAbl UM TBepAbIX YacTuy, - 1POO.

N3genne He npegHasHadeHo ana pabotbl B CPEAE C MNOBbLILLEHHBIM
COAEP>XAHVMEM KNCJ/TOPOJA.

N3penve nmeeT «Mpofo/mKNTeNbHbIA PeXXM paboTbl.

3. HA3HAUEHWE

CTon 3NeKTPOMNOALEMHLIA MpeAHasHayeH [ANs  pasMelleHMs  npubopa
Pentacam AXL 1 o6ecneunBaHus yA06HbIX YCNOBUIA NMpyn paboTe ¢ HAMWA.

O6nacTb NPUMeHeHUA: fevebHble YyupexaeHUs 0gTasIbMOSIOrNYeCKoro
npogusA.

4. KOMIMJIEKTHOCTb

Cton npubopHbIA MNOCTaBnseTcs B creyuanbHOM  ynakoBke. Cton
MOCTaB/IAETCA B FOTOBOM BWE M NPAKTUYECKN He TpebyeT MOHTaxa. KomnniekT
CTO/1a COCTOMT M3 CaMOro CTo/1a 1 LWHYypa NUTaHKUS.

5. YCTPOWCTBA W NPUHUWIM PABOTHI

CTONn 3NeKTPOMNOALEMHbIA MMeeT 3aKpbITOe METa/I/IMYECKON MIacTUHON
OCHOBaHMe, Ha KOTOpPOe KPEenuTCA TeNECKOMNUYECKUIA 3NeKTPOMEXaHNYeCKNiA
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NOABLEMHMK, BbIMNO/THEHHbIW B BUE KO/TOHbI. K HVXKHEN YacTy OCHOBaHUS KPensTcs
4 HOXKW. Kopnyc KOMOHKW [BOWHOW W W3rOTOB/IEH W3 pPasHbIX MO CEYEHUIO
a/TIOMUHMEBbLIX Npognsien. Ha oCHoBaHMKN Takxke 3aKpensieHbl pasbeMbl U Tymbsiep
NUTaHWA. BHYTPU KOJIOHHbI MMEETCA 3/1IeKTPOABUraTe b, NPUBOAALLNIA B INHEHOE
ABWKEHUE MO BepTUKa/IM MeTa/UIMYECKUA LUTOK, YTO MNPUBOAUT K YOJ/IMHEHUIO
KO/IOHHbI. B BepxHeil 4acTu KOJIOHHbI YCTaHOB/IEHa MNacTUHa A1 KpPenseHUs
CToNewHuUbl. TynbT ynpaBneHNs M3MEHeHMEM BbICOTbI BMOHTMPOBaH B TOpeL,
CTONELLUHULbI N MEET [IBE KHOMKN «BBEPX» N «BHU3Y.

6. YKA3AHWE MEP BE3OMNACHOCTU

MpenynpexaeHve: cToN AO/HKEH ObITb 3a3eMJIEH.

AneKTpuyeckass CeTb, K KOTOPON MOAK/OYAETCA CTO/M, [O/DKHA WMETb
3alUNTHbIE YCTPOWCTBA 1 COOTBETCTBOBATL cTaHAapTam CEI/IEC ana meanumMHCKNX
3NEKTPUYECKUX YCTPOMCTB.

MpoBepbTe  COOTBETCTBME  HAMpPSDKEHUSA  3/IEKTPUYECKOW  3HAYEHWUIO,
yKa3aHHOMY Ha 3TUKeTKe cTona. Mpu BO3HMKHOBEHWW BOMPOCOB ObpaljanTech K
cneumannucTamM rno 06CNyXXMBaHUIO 3/1eKTPUYECKOM CETU U CTONa.

Mpy NoAKOYEHNN CTO/A K CETEBOM PO3eTKe He JOMYCKaeTCA UCMO/b30BaHNSA
TPOMHMKOB, afanTepoB Un YATMHUTENEN.

Mpn o0TCoeAMHEHUM CTONA OT CETU, JadKe B aBapUMHbLIX YCNOBUSAX, bepuTechb
He 3a LUHYP, a 3a pasbeM, U H/ B KOEM C/lyyae He epranTe LUHYP.

He npukacalitecb K CETEBOM LUHYPY BiaXHbIMU pykamu. Cnegute, 4TOObI
LLIHYP He HacTynann 1 He CTaBUAM TSHKENble NPeaMeTbI, He 3aBA3bIBaTe LLHYP.

Vcnonb3oBaHWe MOBPEXAEHHONo CeTeBOro LIHypa MOXET MpuBECTU K
noXkapy Wi MNOPadKEHUO 3/1IEKTPUYECKUM TOKOM. [lepuognyeckn npoBepsinTe
MCNPaBHOCTb CETEBONO LUHYypa . [N ero 3aMeHbl 0bpawanTecb K NocTaBLUMKY.

He ponyckaeTcsi BbIMOSIHEHME HUKaKMX Mpoueayp 06CnyXXuMBaHUSA, Kpome
NnepeymncnieHbl B 3TOW WHCTPYKUMW. 3a 60see yray6/ieHHbIM 06C/Ty>KMBaHUEM
obpauwantecb B OCULUS unm asTopmsoBaHHbIM OCULUS aucTpurbboTepam.

He ponyckaeTcss MCMNonb3oBaHMe CTOMa OKOMO BOAbl; He yCTaHaB/MBanTe
CTON BO BNaXXHbIX WM 3anbl/IEHHbIX MOMELLEHUAX, a TakKXKe B MecTax C pPeskMmmn
nepenagamu TemnepaTypbl WX BIaXKHOCTH.

Mepef Npoueayport YNCTKM 0653aTeSIbHO OTCOeMHUTE CTOM OT CETW.

7. NMOPAAOK YCTAHOBKWN

CT0N nocTaeNsAeTcA BroToBOM BUAE N He TpebyeT 0c060ro AONOTHUTENBHOIO
MOHTaXa:

- BCTaBbTe LWITeKep Kabesis NUTaHUS B pasbeM B OCHOBaHUW CTo/1a.

8. MOoAIrOTOBKA K PABOTE

BcTaBbTe BW/IKY CeTEBOro LLUHYpa B PO3ETKY.

MepeksitounTe Tymbep NUTaHNA B OCHOBaHMK CTO/a B NoMoXkeHne «BKJ1.»
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9. MOPAAOK PABOTDI

C NMOMOLLIbIO KHOMOK PerysiMpoBaHnsA BbICOTbI CTOMA B TOPLE CTOMELUHULbI
yCTaHOBUTE HEOOXOAMMYIO BbICOTY CTONA.

10. TEXHMYECKOE OBC/TY>XBAHUVE

Bce TexHWuYecKue paboTbl MO 06CAYXXMBAHUIO CTOMA AO/MKHbI MPOBOAUTL
cepTuduumpoBaHHble uHxeHepbl OCULUS wnm  aBTopusoBaHHble OCULUS
cneynanucTbl AUCTpUbBLIOTEpPA.

11. YUNCTKA U JESVNHDEKLUNA.

Mocne Kaxkaon nNpouenypbl PeKOMeHAyeTcA  TwaTe/lbHasd 4UCTKa W
Ae3VH(eKUMS BCeX 06/1acTeil KOHTaKTa NaumMeHTOB C CUCTEMOMN.

JonyckaeTca  npoTupKa  BepxHel  naHenn  Ae3vHpULMPYOLWUMN
CNUPTOCOAePXKaLMMU CPeacTBaMu:

1 “Tpunokc” - MNpegHasHaveH ANA fe3vHMeKUnn nosepxHocTen B JITY,
NMPUMEHSAETCA B COOT-BETCTBUM C YKa3aHUAMUN Ha STUKETKE.
2. "Mikrozid, Liquid™ - CnupTocogepxaliee AeanHgpuumpytoLlee

CPeacTBO NMPUMEHSIETCS B CO-OTBETCTBUM C YKa3aHUSIMU Ha 3TUKETKe

He fonyckaeTtcs Mcrnonb3oBaHWe pacTBOPUTENEN UM UHbIX XXUAKOCTEA.

JlonycKaeTca NPOTUPKa CyXOM MSIFKO TKaHbl) MOBEPXHOCTEN KOMIOHHbI U
OCHOBaHus. He gonycKaeTcsl monagaHve BAarv WM NPOTMPKa BXKHON TPSMNKON
NMOBEPXHOCTEN KOJIOHHbI, OCHOBaHUSA WU TOpLa CTOMELUHULbI.

12. XPAHEHUE

XpaHeHve Wu3gennii [OMNycKaeTcs B OTan/MBaeMbIX W BEHTUIMPYEMbIX
cKnafax, XpaHUnuwax ¢ BeHTUIMPYEMbIM BO34YXOM, PacrosioKEHHOM B /06bIX
MaKpPOK/IMMaTUYECKNX paioHax Npu TemnepaTtype Bo3ayxa ot +5 ao +40°C.

11. PWUCKM NPUMEHEHUNA MeAULLMHCKOro usfenus, NpoTuBonoKasaHus,
OXWpaemble U npejckasyemMble M0O60YHbIE 3PMEKTbI, CBA3aHHblE C
NPUMEHEHNEM MeAULMNHCKOIo 1U3gesina no HasHayeHuo

PUCKM  NpUMeHeHMA  MeAULUMHCKOrO  WU3[enuns,  NPOTUBOPOKasaHWA,
oXunfaemble 1 npeackasyemble No60YHble 3PGEKTbI, CBA3aHHbIE C NMPUMEHEHNEM
MEANUMHCKOIO M34eNnsa Mo  HasHauyeHUK YyKasaHbl B [JOKYMeHTe «daiin
MeHeIKMeHTa PUCKOB».

12.  MeTogbl W ycnoBuA  CTEPUNMU3ALLAN, CPOKWU  COXPaHeHUS
CTepuUIbHOCTH

OTCYTCTBYHOT COCTaBHble 4aCTW W MPUHALNEXKHOCTU, MOCTaB/SAEMbIE B
CTEPUILHOM COCTOSAHUN.
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13. lepeyeHb HOPMATUBHbIX [OKYMEHTOB/CTaHAAPTOB, KOTOPbIM
COOTBETCTBYET MeMLNHCKOE U3fenme

. ISO 14971 - «MepnuymnHcKue npunbopbl. MNprMeHeHWe yrpasieHus
pycKamMn K MeANLMHCKMM YCTPONCTBaM.

. ISO 13485 - «MegumumnHckne nNpmbopbl. CUCTEMbI MEHEPKMEHTA
KayecTBa. TpeboBaHUA ANS Lenei perynmpoBaHus».

. 1EC 62304 - «[MporpammHoe obecneyvyeHe MeANLMHCKUX U3OENNIA.
MporpammMHoe o6ecneyeHume. MNpoLecchbl XXU3HEHHOIO LMKNa».

. IEC 60601-1 - «MeanUMHCKOE 3N1eKTPoobopyaoBaHue. YacTb

1: O6Lwime TpeboBaHMSA 6€30MaCHOCTM C YYETOM OCHOBHBbIX
(PYHKUMOHAIbHBIX XapaKTepUCTUK».

. IEC 60601-1-2 - «MeANLMHCKOE 3/1eKTpoobopyaoBaHue. YacTb
1-2: O6Lwme TpeboBaHMA K 6€30MacHOCTU M NPOM3BOAUTENIBHOCTN.
BcrniomoraTenbHbIn CTaHAAPT: DNEKTPOMarHUTHas COBMECTUMOCTb —
TpeboBaHUA N UCTIbITAHUAY.

. IEC 60601 -1-6 - «MeAMUMHCKOE 3/1eKTpoobopyaoBaHue. HacTb
1-6: O6Lme TpeboBaHMA K 6e30MacHOCTN U MPOU3BOANTE/TbHOCTMN.
BcriomoraTenibHbIN cTaHAapT: SKCrnyaTtaunoHHasi NpUrogHoCTb».

. ISO 15004-1 - «OdgpTanibMmosiornyeckme npmoopbl. OCHOBHbIE
TpeboBaHUS N MeTOAbI UCMbITaHWA. YacTb 1. Obuine TpeboBaHuMS,
NPUMEHMMbIe KO BCEM O(pTasIbMOMIOrMYECKUM Mprbopam.

. ISO 15004-2 - «OdhTanbmonormyeckne npnoéopbl. OCHOBHbIE
TpeboBaHUs U METOAbI UCMbITaHWA. YacTb 2: 3awmTa OT onacHOCTM CBETOBOIO
N3TYyYEeHUSA».

. ISO 10993-1 — «buonornyeckasi oueHKa MeaULMHCKNX U34eNTnin —

UacTtb 1. OueHKa U UCMNbITaHUA».

14. TpeboBaHMA K NOMeLLEHUIO

MHopmauus o cpefe, OKpy>XXatoLLen nayyeHTa

Cpefa nauueHTa, npeacTaBnsieT coboil o6nacTb, B Npegenax KoToOpoW
naumeHTbl  MOryT  comnpukacatbCAa C /1060  4YacTblo  MeAULMHCKOro
anekTpoobopynosaHna (M3-060pygoBaHme) Unnm ¢ 4PYrmmMm NnLOM, Haxo4ALWMMCS
B KOHTakTe ¢ M3-060pysoBaHneEM.

B cpege nauueHTa  criegyeT  UCMonb3oBaTb — YCTPOWCTBA,
cooTBeTcTBYlOWMe cTaHgapTy IEC 60601-1. Ecim 6yaeT MCNoNb30BaThbCA
HECKO/IbKO PO3eTOK WM ecnn u3genve  OyaeT MCMNoNb3oBaTbCA He B
cooTBeTCcTBUM cOo cTaHgapTom 1EC 60601-1, Heo6XxoAMMO MCMoOb30BaTb
N30NMpPYHOLWMIA TpaHcdopmaTop.
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15. CBefeHNsA 0 TEXHUYECKOM 06CNY>XXMBAHUWN, TEKYLLLMA PEMOHT

OuuncTKa, Je3VHMeKLNA N TEXHUYECKOe 06CNyXBaHWe

. He ouuwarite Pentacam AXL ¢ npuvMeHeHWEM arpecCcUBHbIX,
XnopcofepXkawmx, abpasmBHbIX WK OCTPbIX YMUCTALUMX CPEACTB.

Bpems 0T BpemMeHM oyuLLaiTe 3alLMTHOE CTEKJI0, YTOObI COXPaHUTb BbICOKYHO
TOYHOCTb WM3MepeHust Pentacam AXL w©n wu3bexaTb HeucnpaBHOCTel. Ecnn
M3MEPEHME  UCMbITaHUA MOKasbiBaeT MUK Ha 39 MM, TO MPOU3OMAET
COOTBETCTBYHOLLEe COOOLLEHME.

OuncTka

BHnMaHMe! OnacHOCTb NOPaXkeHWA 3MeKTPUYECKMM TOKOM, ecnn Pentacam
AXL He 6bI1 NONTHOCTBLIO OTK/IKOYEH OT CETW.

J Bbikntounte Pentacam AXL

. N3BneknTe LUTEKEP NUTaHUS Mepes OYMCTKOW. [pu OTK/IOYEHUU
ANEKTPUYECKNX COEAVHEHUIA, GepuTecb 3a COOTBETCTBYIOLUMIA LUTEKEp, a He 3a
Kabenb.

Tpebyemble maTepuabl
. UuncTawee cpecTBO C aHTUCTATUYECKMM 3(DdEKTOM
. Unctawlee CpeacTBO A4/19 OKPaLUEHHbIX MMOBEPXHOCTEn: CMeCb W3
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paBHbIX YacTell cnupTa 1 AUCTUAIMPOBAHHOM BOAbl, BO3MOXHO, C HECKO/IbKMMM
KarsiMm MOIOLLIEr0 CPefCcTBa

. Msrkas 6e3BopcoBas TKaHb

. OUNLLEHHbIN CXKaTbIl BO34YX

UncTAwlee cpeacTBo AN4a cTeKna

WHTepBasibl OUNCTKU

. Oumwarite KOMMoHeHTblI Pentacam AXL oguH pa3 B Mecsil, Wau, no
HEeo6X0AMMOCTMN.

OuncTKa kopnyca

. Jlydwe BCero 4MCTUTb MOBEPXHOCTM KOpnyca MSArKOM TKaHb U
aHTUCTATUYECKMM YMCTSALLMM CPeACTBOM.

. Ounctnte  OKpalleHHble  TMOBEPXHOCTU  C  WCMOJIb30BaHWEM
COOTBETCTBYHOLMX YNCTALLMX CPEACTB..

OuncTKa ynopa nogéoponka v nbéa

. Yb6eanuTecb, 4YTO HMKaKas >XUAKOCTb He nonagaeT B OTBEPCTUS
Pentacam AXL.

He ncnonb3yinTe XXUAKOCTb 13 a3p030/ibHbIX 6a/1/10HOB.

. Mounctute ynop nb6a-nogbopofka MblUIbHbIM pPacTBoOpoM (MU
CNUPTOM, EC/NIN OYEHb FPA3HBIN).

. icnonb3yinTe 6e3BOPCOBYI0 BNaXKHYH TKaHb.

OunCcTKa OCBELLEHHO LLeNn
OnTnyeckne KOMMOHEHTbI, OCBeLLaloLLMe LWefb, N 0O6BLEKTUB Mepes

KamMepon SABNAKTCA MPeuU3NOHHbIMU AeTaIAMN N YYBCTBUTE/IbHbI K AaB/IEHUIO.
[M0BEPXHOCTM 3TUX KOMIMOHEHTOB MOABEPXKEHbI LiapannHam.

BHuMaHue! Tpy 04YNCTKE OCBELLEHHOWM LWEeNN He UCNOMb3yihTe TKaHb WK
APYrune YncTsaLme cpeacTsa.

. OCTOPOXHO OUYNUCTUTE LEHTP OCBELLLEHHON LLE/N OYULLEHHBLIM CKaTbIM
BO34YyXOM.

. OunctnTe 06BLEKTUB MNepes Kamepon, MCMosb3yd Cyxyl TKaHb 6e3
BOpCa.

. OuncTuTe aKpnIOBOE CTEKJIO CneuyasibHbIM YACTALLMM CPeLCTBOM.

[e3nHdekuna
MNpnmeyvaHme
MoBpexaeHne 060pyA0BaHMs, BbI3BaHHOE AE3VHMLIMPYHOLLMM PacTBOPOM
B cny4ae pacnblieHUs Ae3MHDULMPYHOLLErO pacTBOpa HEMOCPEACTBEHHO Ha
NMOKPbITNE, OHO MOXET ObITb NOBPEXAEHO.
. Pacnbinante  Ae3MHUUMPYHOLWNIA  pacTBOP Ha TKaHb, a He
HernocpeACTBEHHO Ha n3fesnve.
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. [e3nHpunumnpyinTe ynop ana néa nocne Kakaoro o6cnefoBaHus.
. Ecrm  Bbl  He wucnonb3yeTe Gymary and  noa6opofHuKa,
Ae3VHUUMPYnTe NOLO60POLHNK NOC/IE KaXKA0ro 1UccnefoBaHus

TexHn4yeckoe 06cny>KmnaHme

UTobbl COXpPaHUTb BbLICOKYHD TOYHOCTb M3MEPEHUA U PeKOMeHLyeT
NPOBOAUTL TEXHUYECKOEe 06CNy)XMBaHWe Kaxable ABa roga wam nocne 25000
CKaHupoBaHuiA. MoABUTCA COOTBETCTBYHOLLLEE COOOLLEHME.,

Mo exxeiHEBHOMY BCMJIbIBAIOLLEMY OKHY:

SinmfeilualPIMMoartKiyairh>odM*iiar

n
PucyHok 6. ExxegHeBHOe BCMN/ibIBaloLLEe OKHO

B HacTpoiikax

««MMduK U2DI4

J
PucyHok 7. [ata cnefytowero 06¢cny>XmBaHUs N KOJIMYECTBO BbIMO/IHEHHbIX

nccnenoBaHui

B MeHI0 CKaHMpoBaHUA

@]

Upcon”aefvice; 11.2014. Plom contoct 3tou local (MbUto.

PucyHok 8. VHhopmauusi 0 NpefocTaBeH YCyru

Ha nccnegoBaHunsax (oH 6yaeT XpaHUTLCA):

QS:

PucyHok 9. 3Hak ans o6cny>xmBaHus
3akpenseHne caneTKn Ha NoL60POAHMKE

Ecnn  Bbl XOTUTE 3aKPeNWTb UWUCTYH cangeTKy Ha Moa6opoaHnKe,
BbIMOMHWTE CNeayHoLLINE UHCTPYKLIMK
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1 dukcaTopsbl 3 MNoabopoaHnK
2 CandeTkaansa nogbopoaHvka

PucyHok 10. 3akpensieHune candeTku 4ns nogo0opoaHuKa

»  BblHbTe gBa 3axxmnma (1) 13 nogbopogHMKa.

»  [MonoxuTte candeTKy (2) Takmm 06pa3om, YTo6bl OTBEPCTUSI B HEN U
nog6opoaHuke (3) 6b1M COBMELLEHBI.

»  BcTtaBbTe 3akmmbl {1) B NogbopogHNK

Monck nycTpaHeHne HencnpaBHOCTEN

BHuMaHWe

B cny4yae BO3HMKHOBEHUA HeUCNpPaBHOCTU, KOTOPYHO c/egysa NpuBeAeHHbIM
HKE WMHCTPYKUMAM Bbl YCTPaHUTb He B cwuax, 0003HaubTe Wu3genne Kak
«HeMcnpaBHOE» M 06PaTUTECL B CEPBUCHbIN LIEHTP Ha Tepputopun PO.

Tabnnua 4.
Moc/e Toro, Kak Bbl OTCyTCTBYE [NposepbTe,
3anycTuam nporpammy nuTaHua aganrtepa BK/IIO4EH /TN
Pentacam AXL, nosiBuTca NUTaHKsA VHANKATOP NTaHus.

Ecnu HeT, nogkno4ynTe
MCTOYHNK NUTaHNA K

cnepyoulee Ananorosoe
OKHO: «HeT cBA3n C

Pentacam!».. ceTv.
CoeanHUTENbHbIN MpoBepbTe,
Kabenb Pentacam AXL He e Kabenb NUTaHus
MOAK/TIIOYEH [JO/DKHBIM NpPaBUIbHO NOJK/IHOYEH K
obpasom. Pentacam AXL.

* CUHSAS NOACBETKA
0TObGpaXKaeTCs B MEHIO
«CKaHupoBaHue»

* MpaBUNbHO
BCTas/eH pa3bem USB

Mpobnemsbl ¢ BbikntounTe
nporpamMmMHbIM Pentacam AXL u
obecneyeHvem / nepesarpysure
obopyfoBaHMEM KOMMNbOTep. BrnounTte

Pentacam AXL, Kak
TONIbKO aKTUBU3MNPYETCA
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ynpasfieHne JaHHbIMU
naumeHTa. Korga Bbl
3arnyckaeTte nporpammy
Pentacam AXL, JO/TKHO
NosIBUTLCA CO0OLLEHME
«Load Loadloader».

Ob6patunTecb B
CEPBUCHbIN LEHTP Ha
Tepputopun PO.

16. TeKywMWnin pemMoHT

[na obecrniedeHns ero 6e30MacHOM UM HafeXHOW paboTbl PeKOMeHAyeTcs
BbIMO/IHATE MPOIUIAKTUYECKOE 0OC/TY>XKMBaHWE, 00pPaTUBLLUNCE B KOMIMETEHTHYHO
CepPBUCHYIO OpraHu3aumio.

CepBUCHbIN LUEHTP Ha TeppuTopun Poccuiickoii degepaumn:

HanmeHoBaHne OO0 «AinTu ME»

Appec - 123592, r. Mocksa, yn. Kynakosa, 4.20, 15, nom. 1V, KOMH. 15-17,
33;

TeneoH/®Pakc -+ 7 (495) 780-92-24

AJpec 3NeKTPOHHOM NoYThl - info@it-med.su

17.  ¥YcnoBuga skcnayartayum

Tabnnuya 5.
Temnepatypa OT1+10°C po +35°C
BnaxkHocTb Mexay 30% 1 55%
JasneHuve 700-1060 rlfa

18. TpaHcnopTupoBaHue

Tabnmua 6.
Temnepatypa OT-40°Cpo+70°C
BnaxHocTb Mexay 10% u 95%
JaBneHne 500-1060 rlMa

3nenunsi nepeBo3siT BCEMUW BUAaMM TPaHCMNopTa B COOTBETCTBUM C NMpaBuiaMm
MepeBO3KM IPy30B, AeCTBYHLMMMN HAa TPAHCMOPTe KOHKPETHOMO BuAa.

Mocne  TpaHCMOPTWUPOBaHWMA  WWAM  YCTAHOBKU  MPU  MMHYCOBbIX
TemrnepaTypax c/efyeT pacnakoBbIBaTb U3e/Me N UCMOSb30BaThb TO/IbKO BbIAEpXKaB
B TPaHCMOPTHOW YMakoBKe B TeuyeHWe CYTOK NpU TemnepaType XpaHeHus.
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WN36eraiite ygapoB, Bubpaumnm un nblan. M36erainTe BbICOKUX Temnepatyp WU
BMIXKHOCTMW.

19. XpaHeHue

Tabnnua 7.
TemnepaTypa OT-10°Cpo+50°C
BnaxHocTb Mexay 10% n 95%
JasneHne 700-1060 rlMa

XpaHuTe BAa/IN OT HarpeBaTe/lbHbIX 3/IEMEHTOB U BNaru.

20. TapaHTuUiHbIe 06s13aTeNIbCTBA

20.1. lMpowusBognTesib rapaHTUPYeT COOTBETCTBUE U3LE/INA YCTAHOBEHHbIM
TpeboBaHMSAM CTaHAapPTOB M [LOKYMeHTauuMu MNPOU3BOAMTENS MpU CO6NH0AEHUN
YC/I0BUIA TPAHCMOPTUPOBaHWUSA, XpaHEHNS, aKCMyaTaumn.

20.2. [MapaHTUIHBIN CPOK aKcnyaTauuum - 1 rog ¢ Havana skcnayarauum (B
Cnydae pemMoHTa B CEPBMCHOM LEHTPE CPOK 3KCrlyaTauum MpoL/ieBaeTcAa Ha CPOK
OCYLLLeCTB/IEHNA PEMOHTA).

20.3. [apaHTUHbINA CPOK XpaHeHns - 10 neT.

20.4. Cpok cnyx6bl - 10 neT.

20.5. MpousBoanTeNnb He HeceT OTBETCTBEHHOCTM 3a  KaKoW-1M60
NPUYMHEHHBIN yLep6 MM NOBPEeXAEHUA MPU MUCNOMb30BaHUW U3LeNNs, NMoKa He
OyaeT fokaszaHa ero BuHa.

20.6. lMpousBoanTeNb He HeceT OTBETCTBEHHOCTUM 3a  Kakoi-1m6o
NPUUYNHEHHBIN yLepb niv NOBPeXAeHWSA, Bbl3BaHHbIE MCMOMb30BaHNEM W3LeNNA
nocsie UCTe4YeHNA CpoKa roAHOCTU, YKa3aHHOro Ha ynakoBKe.

20.7. TMpownsBoanTe/sib He HECeT OTBETCTBEHHOCTWU B C/ly4ae MeXaHWYeCKunX
NOBPEXAEHNA 1N HECO6/0AEHNSA VHCTPYKUMIA M peKOMeHAaunin pyKoBoACTBa Mo
akcnnyarauum

20.8. TMpomnsBoauTesb He HECET OTBETCTBEHHOCTU B C/lyYae peMOHTa MU3Lenus
Heyrno/IHOMOYEHHbIMU NULaMU.

21. MopsAA0OK OCYLECTBNEHUS YTUMM3ALUM U YHUUTOXKEHUS
MeANLMHCKOI0 n3aenns
WN3genve, KOHTaKTMPOBaBLLIEE C GMOIOMMYUECKUMN XKUAKOCTAMU, NOLNEXNT
YTUAN3aLUMN N YHUUTOXEHUIO B COOTBETCTBMM C TpeboBaHMSIMM K 06paLLeHnto ¢
MEeAVLMHCKMMUM 0TX04aMM Kak 3MMAaeMMOoIOrMYeCKI onacHble 0Txoabl. M3genve, He
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KOHTaKTpPOBaBLLIEE C 6MoNornyecKNMm XKNOAKOCTAMU, NOANEXUT YyTUNU3aUun "
YHUYTOXEHNIO B COOTBETCTBUN C TpEGOBaHI/IFIMI/I K o6pau1,eH|mo ¢ MEONUNHCKNMU
0TX04aMWN KaK arnngemMmonort4eckKun 6e3onacHble 0TX0 bl.

22. CsefeHUA 0 MmaTepuanax, KOHTaKTUPYIOLLKMX C Te/IOM YesoBeKa

Tabnmua 8.

HanmeHoBaHue
KOMMOHEHTA

OCHOBHO 610K

LxoicTuk

CBeToHenpoHuuaemas
mMaTepus YepHoOro uBeTa

Ynop gns nb6a

Ynop gns nog6opogka

bywmara gna
nogbopogHuka

TecToBbIW rnas

JNeKTPONnoAbeMHbl i

cTon

HanmeHoBaHWe maTepuana, Mmapka, Mpou3BoAnTENb,
HOPMATUBHbIA LOKYMEHT

AnwoMunHUiA cneymnansHbln Tun EN AW 5083, Gleich
Aluminiumwerk GmbH & Co, Postfach 1261, D-24560
Kaltenkirchen, Germany, NepmaHus

MonueuHuunaxnopug Polyvin ¢cnc53055ci UN 0057
rny6oKkuin yepHblin, A. Schulman GmbH, Hiittenstr. 130-138,
50170 Kethen, Germany, lepmaHus

MonueuHunxnopng,VESTOLIT E 8001, VESTOLIT,
npoussogutens GmbH, Paul-Baumann-Str. 1,45772 Marl,
Germany, epmaHug

MonusuHumnnxnopug Polyvin cnc53055ci RAL7042,
A. Schulman GmbH, Hiittenstr. 130-138, 50170 Kerpen,
Germany, FepmaHus

SB-TSG (Ctupon/ bytaameH TepmonnactuyHas
neHa (TSG) c TekcTypoit Alexit 5825 RAL7042, Kem GmbH,
Kunststoffwerke, Clemens-Kem-StraBe 1, 56276
GroCmaischeid, Deutschland, F'epmaHus

bymara SORA MEDICO

Goricane Tovama papiija Medvode d.d., CnoBeHus

AnwOMUHWIA cneymanbHbli Tun EN AW 5083, Gleich
Aluminiumwerk GmbH & Co, Postfach 1261, D-24560
Kaltenkirchen, Germany, lepmaHus

Nepeso mapkm ECONO+ (ctonewHwnuya) - Danzer
Deutschland GmbH, Zschoner Ring 34 01723 Kesselsdorf
Germany, FepmaHus.

HepxaBetowasa ctanb DCOIAmo no EN 10130
(ocHoBaHme) - Atlas-Blech-Center GmbH, Freistadter Str. 27-
29 F-4310 Mau-thausen Austria, ABcTpus.

AnlomMuHniA ( OnekTponogbemMHas KONOHHA) -
ANIOMWHUA cneymnanbHbli TN EN AW 5083, Gleich »
Aluminiumwerk GmbH & Co, Postfach 1261, D-24560

Kaltenkirchen, Germany, N'epmaHus.

MpumeyaHyvie. JleKapCcTBEHHbIe CPeACTBA A/t MeANLMHCKOr0 NpUMeHeHNs,
MaTepuasibl XXMBOTHOIO U (/1) Ye0BEYECKOTO MPOVCXOXKAEHUS He
NCMOMb3YTCA B JaHHOM MeAULIMHCKOM U3[eNnn.

23. CBefieHMA 06 3N1eKTPOMarHMTHON COBMECTUMOCTM

Tabnuua 9.

YKazaHUsi 1 3as1BfieH1e NPON3BOANTENS —
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3NEKTPOMarHUTHOE U3Ny4veHue
Pentacam AXL komnaHun OCULUS npefHasHayeH 419 UCNONb30BaHUA B
3NEeKTPOMarHUTHOW cpeje, onncaHHoM Hke. Monb3oBatesib Pentacam AXL
LOJ/IKEH Y6eLMUTbCA, UTO OH MUCMOJb3YeTCH B COOTBETCTBYIOLLEN Cpefe.

CooTBETCTBM JJIeKTPOMarHMTHasa cpeja —

cnblTaHne

Ha

N3Ny4vyeHnsa
PagnonsnyyeHuve
CncrirPu

BbICOKOYACTOTHbIE
n3nyyeHua CISPR
1

amuceund
rapMOHMYECKNX
COCTaBNALLINX
IEC 61000-3-2

KonebaHus

HanpsbkeHnsa /

IMKKep

1EC 61000-3-3
Tabnuua 10.

PYKOBO/CTBO

Mpynna 1 B Pentacam AXL BbICOK/E YacTOTbl
NCNONb3YIOTCA TOMbKO /1A COBCTBEHHbIX
BHYTPEHHUX (yHKUMA. Takum 06pasom,
ero pagmMovyacToTHOE U3NyyYeHue SBNSETCA
OYeHb HU3KMM W He [0/KHO BbI3bIBaTbh

YKasaHua 1 3a8B/1eHMe nponsBoanTenA
INNEKTPOMarHMTHOE N3Ty4eHne

NcnbiTaHne Ha
YCTOMYNBOCTb

DNeKTpocTaTnyecKk
nin paspsag

(3CP)

1EC 61000-4-2

nomex B
obopyaoBaHUMN.
Knacc b
Knacc A
COOTBETCTBYE
-
IEC 60601 YpoBeHb
KOHTPO/bHbIN COOTBETCTBUSA
YPOBEHb
+ 6 KB + 6 KB
KOHTaKTHbIV KOHTaKTHbIV
+
+ 8 KB t8 KB
< BO3/YLLHbIN
BO34YLUHbIN

coceqHEM

/TIEKTPOHHOM

dneKTpomarHMTHa
A cpefa —
PYKOBO/ACTBO
[onbl JO/MKHbI
ObITb N3 epeBa
NN 6eToHa nUnn
NOKPbITble
KepammnyecKom
NANTKON. Ecnu
Nos1 NOKPbIT
CUHTETUYECKMM
MaTepuasiom,
OTHOCUTE/IbHas
B/TXKHOCTb
A0/MHKHA
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BbIcTpble
3NeKTpUYecKume
nepexofHble
npoueccobl /
BCIJ/IECKN

IEC 61000-4-4

MepeHanpsikeHne
IEC 6100-4-5

MNpoBasibl
Hanps>XeHns,
KpPaTKOCPOYHble
HapyLLeHnA n
KonebaHns
nogavu
HanpskeHUa  Ha
BXOAHbIX JIMHUAX
NMUTaHUA.

IEC 61000-4-11

+ 2 KB gna nnHmin
nogayu
3M1EKTPONUTaHNS
+1 KB ana gna
BXO/[IHbIX/BbIXOAH
bIX JIMHUIA

+ 1 kB

MeXxa\hasoBoe
+ 2 KB mexay _
(hazoi 1 3emsein

< 5% Ut (npoBan
> 95% oT Ut) Ha
0,5 nepmnopgax

40% Ut (npoBan
60% oT Ut) Ha 5
nepuogax

70% Ut (npoBan
30% oT Ut) Ha 25
nepuogax

<5% Ut (npoBan
> 95% oT Ut) Ha
5c

+ 2 KB ans nuHuin
nogaun

3NEeKTPONUTaHNSA
+1 kB gna ans
BXOAHbIX/BbIXOAH
bIX TMHUI

+ 1kB B

anddepeHUnansbH
OM pexunme

+ 2 kKB mexay _
hason n 3emnen

< 5% Ut
(npoBan > 95%
oTUt) Ha 0,5
nepuopgax

40% Ut (nposan
60% OoT Ut) Ha 5
nepmogax

70% Ut (npoBan
30% OT U't) Ha 25
nepuogax

<5% Ut (nposan
>95% 0T Ut) Ha 5
C

COCTaBNATb He
MeHee 30%.
KauecTBo
ANEKTPONUTaHNA
[0/DKHO

COOTBETCTBOBaTb
HopMam
06bI4YHOI0
TOProBoro
NPeanpUATUS U
60NbHNLI.

KauecTtBo
ANeKTPONUTaHNS
AO/IKHO
COOTBETCTBOBATb
HopMam
00bIYHOIO
TOProBoro
npeanpuUaTUa U
60/1bHULbI.

MnTaHne goNKHO
COOTBETCTBOBATb
HopMam
00bIYHOro
TOProBoro
NpeanpuaTUS NI
6onbHULbI. Ecnu
Nnosb30BaTe/lb
Pentacam AXL
TpebyeT
HernpepbIBHOM
paboTbl Npu
HapyLLeHN
3NeKTPOCHabXXeH
n4da,
PeKOMeHayeTcs
4yTObbI Pentacam
AXL 6bIn
NOAK/OYEH
nuTaHme K
NCTOUYHUKY
6ecnepeboitHOro
NUTaHUS U

aKKyMynsiTopy.
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VcnbiTaHre Ha 3 A/M
YCTONUYMBOCTb K
MarHMUTHOMY MOJIO
NPOMbILLIEHHO

yacTtoTbl (50/60

)

IEC 61000-4-8

3 Alm

MarHmnTHble nona
NPOMbILLISIEHHO
4acTOoTbl JO/DKHBbI
ObITb Ha YPOBHE,
XapaKTepHOM /15
00bIYHOI0
pacnosioKeHUs B
TUNNYHOWN
KOMMepPYeCKOi
NN 60NbHNYHOW

cpege.

MpymMedyaHue: Ut — HanpsbKeHue nNuTatoLLel ceTu
NnepeMeHHOro ToKa f10 mogaym TeCTOBOr0 CUrHaa.

Tabnmua 11.

YKasaHua 1 3asB1eHe NPon3BoANTeNSA

INNEKTPOMarHNTHOE U3TyHeEHNE

NcnbiTaHre YpoBeHb

Ha ncnbiTaHNA

yctonumsocTb IEC 60601

HaBegeHHble 3 Vrms

PY-nomexu Ot 150 KI'y,

EISEC 61000-4- 7o 80 MIy

N3nyyaemble

PY nomexwu

1EC 61000-4- SB/M

3 oT 80 MI'y go
25Ty,

YpoBeHb
COOTBETCTBMUA

Vrms=3 B

E=3B/m

AneKTpoMarHUTHas cpega
PYKOBO/CTBO

MepeHOCHOE 1 NepeaBUXKHOE
obopynoBaHMe pagmMocBsA3v
AO0/HKHO pacnonaraTtbes oT
nw6o yactn Pentacam AXL,
BK/IlOYas Kabenn, Ha
PacCTOSTHUN He MeHbLLIE
PEeKOMEHA0BaHHOIO,
paccunMTaHHOro no hopmyrne,
NPUMEHNMON K YacToTe
nepegaTymka.

PekomMeHayeMbl i
NPOCTPaHCTBEHHbIN pa3HOC

3.5
d=
uvi). ’P
rs.s- "
. oT 0]
LV ™ g0 My
d=T_ "7 oT800
LED). P Mry o
25Ty

["pe P — 310 MakKcumasibHas
HOMUWHa/IbHas BbIXo4HaA
MOLLIHOCTb nepefaTynka B
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BaTTax (BT) cornacHo
TEXHUYECKNM
XapaKTepucTMKam
npounssoanTens n d — ato
PeKOMeH/0BaHHOe PacCTOAHME
MeXAy yCTpoicTBaMu B
meTpax (m).

WHTeHCMBHOCTb Mons gns
cTaymoHapHoro PY
nepefaTyunKka, Kak ornpegeneHo
C MOMOLLbIO
3M1eKTPOMarHUTHOro
nccnefoBaHus Ha 06beKTe (a),
[0/DKHA 6bITb MeHbLLIE YPOBHS
COOTBETCTBUSA TpeboBaHMSIM B
KaXXJ0M 4aCTOTHOM
ananasoHe (b).

MoMexn MoryT BO3HUKATb B
HerocpeacTBeHHOM 6/11M30CTHU
oT obopyfoBaHus,
0603HaYeHHOr0 CeayoLLINM

CUMBOJIOM,;
(("»)
MNpumeyvaHne Mpn 80 Ml n 800 MI"y, ucnonb3yroTcs 3HayYeHUs Ans 6osee
1: BbICOKOYaCTOTHOIO JuanasoHa.
MNpumeyaHne 3TN ANPEKTUBbLI MOTYT He NPUMEHATLCA BO BCEX CUTYaLUSAX.
2: Ha pacnpocTpaHeHne 3N1eKTPOMarHUTHBIX BOIH BAVAIOT UX
MOT/IOLLIEHVE N OTPAXKEHNE COOPYXEHNAMMW, NpeaMeTamu n

NOALMN.

a VIHTEHCMBHOCTbL MoNga OT CTauuMoHapHbIX MepefaTuMKoB, TaKMX Kak
LUeHTpa/ibHble CTaHUMM [NA  pagnoTened)OHOB  (COTOBbIX/6eCrnpoBOAHbIX) U
Ha3eMHble MOOU/IbHbIE paguocTaHUMK, NobUTeNnbCKoe pagno, AM n ?M pagmo
N TeNeBU3NOHHOE BeLLaHWe, He MOXET ObITb CMPOrHO3MpoBaHa TeOPeTUYECKM
[0CTaTOYHO TOYHO. YUTOObI OUEHUTL 3/IEKTPOMarHUTHYIO Cpefy B MPUCYTCTBUMU
cTaumoHapHbIX PY-NpuemMHMKOB, HeEO6XOAMMO TMPOBECTU 3/1EKTPOMArHUTHOE
nccnegoBaHMe Ha o0b6bekTe. ECnvM m3MepeHHass MHTEHCUMBHOCTL MOMA B MeCTe
ncrnonb3oBaHNs ToHoMeTpa Corvis® ST npeBbIWaeT BbiLenpyBeeHHbIV
AONYCTUMbIA  ypoBeHb  PY-u3nydeHns, Heob6XogMMo  MPOKOHTPONNPOBaTbL
cucTemy, 4Tobbl y6eauTbCsa B HOpMasibHOM paboTe. Ecnm npu akcnayataumm
HabNofalTCa HapyLlleHus B paboTe YCTPOMCTBa, TO MOryT noTpeboBaTbCs
LOMNOSNIHUTENbHbIE MEPbl, HanpuMep M3MEeHeHWe HanpasfeHUs Wan MNOJI0XKeHUA
ToHoMeTpa Corvis® ST.
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b B ananasoHe yactoT oT 150 KI'y 4o 80 Ml HaNPSA>XeHHOCTb NMoAA A0/MKHA ObITh
MeHbLLE, Yem 3 B/wm.

Tabnuua 12.
PekoMeHyeMble AUCTaHUUW pasfe/ieHNsa Mexay nopTatuBHbIM U MOBUNbHBbIM
pagnoobopynoBaHMeM U
Pentacam AXL, IEC 60601-1-2, 5.2.2.2, Tabnuua 6
Pentacam AXL npefgHasHa4deH A5 sKcnsyatauumy B 3/1eKTPOMarHUTHOM cpeje C
KOHTpONupyemMbiM ypoBHeM PY-nomex. KnneHT nnm nons3osartenb Pentacam AXL
MO>XeT MocrnocobcTBOBaTh B NPef0oTBPALLEHUN 3/1IEKTPOMArHATHbIX NMOMeX,
cobs1tofas MUHUMasIbHOE PacCcTosHUE MeXAY MopTaTUBHBIMU 1 MOBU/TbHLIMW
ycTpoincTtBamun PY cBssm (nepegatunkamm) n Pentacam AXL cornacHo
PeKOMEHAALMSIM HMXKE, B COOTBETCTBMM C MaKCUMa/IbHOM BbIXOAHOW MOLLHOCTbHO
CPeACTB CBA3N.

OueHeHHas PaccTosiHMe pasHoca B COOTBETCTBUMU C YaCTOTOM
MakcuMasibHas nepegaTymka, m
BbIX0AHas
MOLLIHOCTb Ot 150 kl'y, go ot 80 go 800 ot 800 mI'y go 2.5
N3yHeHNA 80 MI'y, My, My
nepegatumka Bt d= 12 7P

0,01 d= 1,2 nP d=23 P

0,12 0,12 0,23

0,1 0,38 0,38 0,73

1 1,2 1,2 2,3

10 3,80 3,80 7,3

100 12 12 23

[Ns nepefaTuMKoB CO 3HAYEHMEM MAKCUMa/IbHOW BbIXOAHOW MOLLHOCTU, He
YKa3aHHbIM BblLLE, PEKOMEHAYEMOE pPacCTosiHME A B MeTpax (M) MOXET ObITb
onpeaesieHo ¢ NMOMOLLIbIO YpaBHEHMSI MPUMEHMMONO K YacToTe nepeaaTymnka, rae P -
MaKc/Mas/ibHasi HOMUHa/IbHas BbIXOAHAs MOLLHOCTb MepejaTyumka B BaTTax (BT)
COrNacHO TeEXHNUYECKMM XapaKTepuUCcTUKaM Npoun3BoanTes.

NMPUMEYAHWME 1: MNpu 80 Ml 1 800 MI'y, npMeHUMO OTAeNAIOLLEE pacCTOAHME
NS arnanasoHa 60siee BbICOKMX YacTOoT.

NMPUMEYAHWME 2: 3Tu AMPeKTUBLI MOTYT He NPUMEHATLCA BO BCEX CUTyaumax. Ha
pacnpocTpaHeHne 3/1IeKTPOMarHUTHbIX BO/IH B/IUAKOT UX MOI/IOLLEHNE U OTPadKeHue
COOPY>XXeHUAMW, NpegMeTamMm U JTI0AbMU.
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24. KoHTakTHasa uHpopmayns

Mo Bonpocam obpalleHns MeauLMHCKOro u3genus  obpawarbca K
YNOSIHOMOYEHHOMY MPeACTaBUTE/O MNPOU3BOAUTENS Ha TeppuTOpUN POCCUIACKON
Pepepaummn B O6LLECTBO C OFPaHUYEHHON 0TBETCTBEHHOCTLIO «PYMOBKC Meankasn»
(000 «PYM3KC Meankan»),

Apfpec: Poccuga, 123592, r. MockBa, yn. Kynakosa, 4. 20, ctp. 16, nom. 1V,
KOMH. 15-17, 33;

TenedoH: +7 (495) 966-09-15,

dakc: +7 (495) 780-92-57;

Ajpec 3aneKTpoHHoM noytsl: info(“rumexmedical.com.

CaiT: www.rurnex.ru.
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MepeBof C aHIMMINCKOro AA3blKa Ha PYCCKUIA A3bIK

«YTBEPXOAHK»

PaiiHep Kunpxxto6enb

["NaBHbIN UCMOMTHUTENbHBIV ANPEKTOP
OKYNYC Ontukrepete M'M6X

[ata; 18 anpena 2024 r.

/nognuce/

(nognuch v wtamn)

Wramn: OKY/NYC Ontukrepete MmoX
AyTeHxodeH
MioHxxonbLxonsep LTtpacce 29
D-35582 BELJIAP
®epnepaTBHaa Pecny6nvka MepmaHus



Ne 383 B peecTpe cfenok 3a 2024 rop

HacToswmm yaoCcToBepsto, 4TO NOANUCH r-Ha PaiiHepa Knpxxwo6ens, pogusweroca 12 noHa 1953
roga, npoxwuearwlulero no agpecy ®panxep-som-LUTaliH-LLTpacce 18, 35614 Acnap ([epmaHus),

BbIMOJ/IHEHHAA CETOAHA, 6blNa NocTaBneHa B MOEM MPUCYTCTBUN.

IM-H Knpxxwo6enb U3BECTEH MHE JINYHO.

N-H Kupxxwobenb geiicTBoBan He OT CBOEr0 MMEHW, a B Ka4yecTBe [/IaBHOFO MWCMOJHUTENbHOIO
aupekTopa kKomnaHum Okynyc OnTtukan gesaiicec ['mM6X, pacnofioXXeHHOW No  ajgpecy:
MHXX0nbLX0M3ep WwTpacce 29, 35582 Beunap (FepmaHus), 3aperncTpupoBaHHOR MOj HOMEpPOM

HR B 23 B TOProBoMm peectpe MecTHOro cyga r. Beunapa.

A, HOTapuyc, HacToAWWMM CBMAETENbCTBYHO B cOOTBeTCTBMM C 8§ 21 pasgena 1 Ne 1 BNotO
(PenepanbHOro NOJSIOXKEHUA O HOTapuate) BblLEYNOMSHYTOE MPaBO NPeACTaBUTeNbCTBA B CBA3U C

CErofHAWHeN NPOBEPKOI 3N1EKTPOHHOI0 TOPFrOBOr0 peecTpa MeCcTHOro cyfa r. Beunapa, HR B 23.

I-Ha Kupxxwo6ens cnpocuan o IMYHON 3aMHTEPECOBAHHOCTI HOTapuUyca B 3aKNHOUEHUW CAENKW B
cooTBeTcTBMM C¢ § 3 pasgena No. 7 BeurkG (3akoHa O HOTapuanbHOM Y/[0OCTOBEPEHWM), -H

Kunpxxt6enb fan Ha BONPOC OTpULATe/bHbI OTBET.

MognucaHne cocToANOCL NO np00b6e Humxenognmcasweroca B MNpPUCYTCTBUM HOTapuycCa no

o(hMLUManbHOMY afipecy yyacTBYIOLEro Nuua B Beynape-MiOHXX0MblXay3eHe.

BbILIEYNOMSIHYTbIA AOKYMEHT He Gblfl COCTaBMeH HOTapMycoM. Takum 06pa3oM, BbllleyKasaHHas
npoueaypa CBUAETENbCTBOBAHNS SBNAETCA TOMbKO 3aCBUAETENbCTBOBAHMEM MOAJNHHOCTY NOANUCH.
B cooTBeTCTBMU C pasgenom 40, naparpaga 2 3akoHa O HOTapuanbHOM YAOCTOBEPEHUU HOTapUycC
JO/XEeH TOMbKO TMNPOBEPUTb, €CTb /M  Kakue-nnbo MpuuuHbl AN 0TKasa B OPULManbHOI
[esTenbHOCTN. TakuM 06pa3oM, HOTapuyc He MpoBepWN, WUMeeT NN MOAMNUCAHHOe 3asBNeHue

rpuanydeckyto cuny. OH Takxke He coobLyan o0 NpaBoBbIX MOCNELCTBUSAX. .
Beunap, 18.04.2024
/mognuce/

TopcTeH LLTpaccxaiim

McnonHstowwmin 06s3aHHOCTM HoTapuyca

Meyatb: JokTop MHro MNetepc * Hotapuyc B Beunape



MpownTo N NPOHYMEPOBAHO

MaTbgecat cemb (57) cTpaHuy,

OTAen HopMaTMBHO-MPaBOro perynupoBaHus: Jlea C. JlaHr
/nognuce/

lNoanuncaHo 1 cKpensieHo NnevyaTbio

WTamn: OKYNYC OnTukrepete MmoxX
[yTteHxogeH
MioHxxonbuxorisep LLTpacce 29
D-35582 BELIJTAP



MNepeBoj LAHHOIO TeKCTa BbINOMIHEH NepeBOAYNKOM byweHKoBblM MiBaHOM Burtanbesnuem.

M

Poccniickasa degepayms
[Fopog MockBa
[OBafuaTtb AeBATOro Mas fiBe ThiCAYM ABajuaTb YeTBEPTOro roja

A, Kopcuk Bnagumup KOHCTaHTUHOBMY, HOTapuyc ropoja MOCKBbI, CBUAETENbCTBY
nognuncun nepesojynka byweHkosa MisaHa Butanbesunuya.

Mognuce caenaHa B MOEM NPUCYTCTBUMN.

JIn4yHOCTb NOANMCABLIEro JOKYMEHT yCcTaHOBAeHa.

NOANWHHOCTb



