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ToBa pbLKOBOACTBO 3a ekcrroatauus, CbCTOAWO Ce OT [Be vacTu, e
eKcnnoaTtaumoHeH OOKYMEHT 3a undpoBUs MPeHOCHM TOHOMETBLP 3a U3MepBaHe Ha
BbTPEOYHO HansaraHe npes knenaya diaton® (HapuyaH no-gony TOHOMETBP).

YacT | cbabpxa TEeXHUYECKM XapakTepuCTUKM Ha TOHOMeTpa, npoueaypa 3a
TEXHWYECKOTO 06Cny>KBaHe M NacnopTHN AaHHW.

YacT Il e pbkOBOACTBO Ha NOTpebuTens n cbabpxa nHpopmaums, Heobxognma
3a MpaBuUITHOTO M3MOM3BaHe Ha TOHOMETbPA.

Bcuukn npasuna v npenopbku, AadeHn B PbKOBOACTBOTO 3a ekcnnoaTauums,
TpabBa ga 6bAaT NpoyyYeHn npeau M3non3BaHe Ha TOHOMeTbpa U da ce cnassaT Mo
BpeMe Ha paborTa.

ToHOMeTbpbT diaton® e 3awuTeH OT pyckM W amMepuKaHCKU naTeHTu 3a
n3obpeteHne, HarpageH € CbC 3natHm meganu oT CBETOBHMA canoH Ha
nsobpeteHuata B bprokcen n XKeHeBa, a cbwo Taka e cepTuduumpaH B Pycus,
ctpaHuTe ot EC, CALU n gpyru ctpaxm.
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Ten .: (4912) 29-84-53 (MHOrokaHaneH)
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e-mail: info@grpz.ru

yeb cant: www.diaton-tonometer.com
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ToOHOMETLPBT OTrOBapsi HA U3UCKBaHKATA:
MDD 93/42/EEC ot 14 toHn 1993 / MDR 2017/745 ot 05 anpun 2017.

& BHMMAHMUE!

Bcekn ceproseH MHUMOEHT BbLB Bpb3ka C TOHOMeTbpa TpsAbBa ga Obae
OOKnagBaH Ha NPoV3BOAWTENSA M HA KOMNETEHTHUTE OpPraHn Ha ObpKaBaTa-yfleHka
Mo MECTOHaxXOXAEeHNEeTo Ha noTpebutens un (unu) nauymeHTa.



1 MpepHasHavyeHue

1.1 UndpoBuAT NnpeHoCcM TOHOMETHP 3a M3MepBaHe Ha BbTPEOYHO HansraHe
npes knenada diaton® uma MeaWUMHCKO npeaHasHadeHWe n ce u3nonsea 3a
TpaHcnannebpanHo M3MepBaHe Ha UCTUHCKOTO BbTPEOYHO HamnsiraHe (No-HaTaTbk -
BOH) npu geua v Bb3pacTHu 6e3 13non3BaHe Ha aHecTesus.

1.2 ToHOMETBPBLT MOXE Aa ce M3nonsea B Ne4yebHn 3aBedeHUs], BKIOYNTENHO
Nno Bpeme Ha MacoBU uscnenBaHus.

1.3 PaboTHuM ycnoBusi Ha TOHOMETbpa:

- Temnepatypa Ha Bb3gyxa ot + 10 °C go + 35 °C;
- OTHOCUTENHA BIAXXHOCT oT 30% po 90%;
- aTMochepHO HansraHe ot 800 hPa go 1060 hPa (600-795 mm Hg).

1.4 B npoueca Ha ekcnnoartauusa npeanassanite TOHOMETbpa OT 3aMbPCsiBaHWS,
yOapu, usnaraHe Ha arpecusHu BellecTBa. M3knwo4vete ToHOMeTbpa, nNpegu ga ro
npubepete B KyTusiTa 3a cCbxpaHeHWe. CBOEBPEMEHHO CMEHANTE paspeneHuTe
6aTepumn B CbOTBETCTBUE C MHCTPYKLMUTE B PbKOBOACTBOTO 3a NOTpebuTens.

1.5 3abpaHeHO e u3non3BaHeTo Ha TOHOMeTbpa B OMM30CT OO0 YCTPOMCTBA,
KOUTO reHepupaT CUMHW MarHUTHKM noneta (KOMMITbPEH Tomorpad, MOLLHM
enekTpoasuratenu, MOLLHWU MarHuTu n ap.).



2 TexHUYeCKUN XxapaKTepucTuKn
2.1 TexHn4yeckn aaHHn

2.1.1 lmanasoH Ha nsmepsaHe Ha BOH c undpoBo nsobpaxeHve Ha gucnnes . 5-60 mm Hg.
pewka B nsmepsaHeTo Ha BOH B guanazoHa ot 5400 20mmHge . ... +2 mm Hg;

B AvanasoHa oT 20 40 60 MM HG € +10%

2.1.2 Bpeme 3a egHo namepBaHe Ha BOH, cek, He noBe4e oT. . 3.

2.1.3 Korato TOHOMETBPBT Ce OTKIOHSBA OT BepTuKkanara ¢ brbn ot (4,5 + 1,5)° go (45 £ 5)°, ce uyBa
npeKbCBaLL, 3ByKOB CUrHan.

3BYKOBUAT CUrHan He ce 4yBa, KOraTo TOHOMETbPBLT € HakMOHEH OT BepTukanaTa ¢ brnu, No-Manku ot
3° n noseve ot 50°.

2.1.4 KomMnnekTbT BKMOYBa YCTPOMCTBO 3a M3NMTBaHe (YCTPOMCTBO 3@ KOHTPOMN Ha HansiraHeTo),
npegHa3Ha4eHo 3a nposepka Ha paboTocnocobHOCTTa U NPOM3BOAMTENHOCTTa Ha TOHOMETBPA.

2.1.5 Mo oTHowWeHVe Ha enekTpuyeckata 6e30MacHOCT TOHOMETBbPBLT OTrOBaps Ha M3UCKBaHWATa Ha
ctaHgapTta EN 60601-1: 2006/AC: 2010. YCTpoWACTBOTO € pa3paboTeHO Npu cna3BaHe Ha U3NCKBaHUSTA Ha
CbOTBETHUSA KIac Ha 3awmTa u e KnacudumumpaHo KaTto NpoAyKT C BbTPELLUHO 3axpaHBaHe n paboTHa YacT
oT Tnn B.

2.1.6 3axpaHBaLlo HanpexeHwve, V 3

2.1.7 KoHCymMauMOHEH TOK, MA, HEe MOBEME OT . 1

2.1.8 BposT Ha n3mepBaHusiTa C M3Non3BaHe Ha eanH KOMMNeKT 6atepuu, He no-manbk oT 1500
2.1.9 NHavkaums 3a paspexaaHe Ha baTepusiTa.

2.1.10 CpepfeH ekcnnoaTaumMoHeH XMUBOT, TOAMHU, HE NO-Manko ot | 5

2.1.11 F'abapuTHM paaMepu, mm, He NoBeYe OT . . . . 173,5x25,5x 19,5

2.1.12 Terno, g, He noBeYe OT 89



2.2 KnuHn4yHo o6ocHOBaBaHe Ha TEXHUYECKN XapaKTepUCTUKM

KnuHn4yHoTO 060CHOBaBaHe Ha TEXHUYECKUTE XapaKTePUCTUKN Ce U3BBbPLLBaA
KaTo 4acT OT KMMHUYHM U3NUTBaHMS, npoeBeaeHn B cboteetcTeme ¢ ISO 8612.

Mo Bpeme Ha nscnegsaHe BOH e uamepeH npu 82 nauuneHTa (164 oun).

CpepHata pasnvka Mexay nokasaHusita u CTaHAapTHOTO OTKIOHEHNe
(ToHomeTbp MNongMaH m diaton®) e 0,60 mmHg 1 3,12 mmHg cboTBETHO.

[wnarpama Ha pa3sceliBaHe 1 rpaduka Ha Bland-Altman ca nokasaHun Ha Purypa
1.

Scatterplot Bland-Altman Plot
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3 KoMmnneKkTHOCT Ha foCTaBKa
3.1 KoMnnekT Ha gocTaBkaTa Ha TOHOMETbpa e nokasaH B Tabnuua 1.

Tabnuua 1.
OG6o3HaueHNe Ha 13 - Cepuen
nenve| HammeHosaHue Ha nsgenne| K-Bo HoMeD Benexkn
1 BMPM.941329.003-01 |Lindpos npeHocum 1
TOHOMETBP 3a U3MepBaHe
Ha BbTPEOYHO HansiraHe
npes knenava diaton®
(ekcnopTHa Bepcus),
BNPM.713131.001 BKMIOYUTENHO: 3 -
BVPM.404711.005 - Kanak 1 -
CR2032 «VARTA» - perynartop Ha HansraHe 1 - Pa3spelueHo e aa ce
- batepusi n3nonssat Apyru 6atepum ¢
noaobHu pasmepu n
napameTpu Ha HanpexeHneTo.
BNPM.323366.015-04 - KyTusi 3a CbXpaHeHue 1 -
BVPM.467361.001-01 - CD c nporpama 3a 1 - E3vkbT Ha NnpegocTaBeHaTta
obyyeHune INOKyMeHTaLus CboTBeTCTBa
Ha e3nka Ha JoroBopa.
2 BUPM.941329.003PE |- PbkoBoACTBO 3a 1 - E3nkbT Ha npepgocTaBeHaTa
BMPM.941329.003PE1 |ekcnnoaTaums. YacT | 1 - \MOKYMeHTaLmsl CbOoTBeTCTBA

- PbkoBOACTBO 3a
ekcnnoaTtauus. Yacr Il

Ha e3uKa Ha aorosopa.




Tabnuua 1 (MpogbikeHve).

CepueH

Benexkn
HoMep

O6Go3HayeHve Ha usgenve| HaumeHoBaHue Ha usgenve K-Bo

3 BUPM.941329.003[012 [PbkoBOACTBO Ha NoTpebuTensi 1 - E3nkbT Ha
npegocTaBeHaTa
\lOKyMeHTaLums
CHOTBETCTBA Ha e3nka Ha
4 BUAM.305646.007 OnakoBka 1 - \norosopa.

5 BAM.305646.035 OnakoBka 1 - EkcrnopTHa gocTtaeka,
WINN MO XKemnaHue Ha
KnmeHTa.

6 BNPM.296444.001 OtBepTka 1 -
M3nonsBa ce 3a
rpynoBsa JoCTaBka B

7 BUAM.323229.017 KyTtns 1 - Pycus. 3a rpynosu
€KCMOPTHU JOCTaBKu
ce npunarar
ycrnoBusiTa Ha
[oroBopa 3a JocTaBka.




3.2 BBHWHUAT BUA HA TOHOMETBPa € nokasaH Ha durypa 2.

A ATTENTION I
Carry out the measuring
transpalpebrally only on scleral
Eyelid removal to the cornea
at the moment of the measurement
is prohibited!

durypa 2 - BoHLWeH BMA Ha TOHOMETBPA B KyTUsI 3@ CbXpaHeHne



4 TexHU4YeCKO obGcnyXBaHe Ha TOHOMeTbpa
4.1 TexHuyeckoTo obcnyBaHe ce U3BbpLUBA OT NepcoHarna, ekcnnoartunpaty,
ToHOMeTbpa. [Npouenyparta 3a TeXHU4ECKOTO obcnyxBaHe e nokaszaHa B Tabnuua 2.

Tabnuua 2.

lMpouenypa 3a TEXHNYECKOTO
obcnyxsaHe

lMepuognyHoct

IMyHKT OT PbKkOBOACTBO
3a ekcnnoarauus

1. MpoBepka Ha paboTocnocobHoCT

2. NpoBepka Ha BBLHLUHWSA BUA 38 MEXaHUYHN
nospeau

3. Je3nHdeKumnst Ha BbHLUHUTE MOBBPXHOCTU Ha
TOHOMETBbpa

4. MNMo4ncTBaHe Ha KOHTaKTUTE Ha OTAEeNeHMeTo 3a
6aTepuu

5. Nposepka 1 nogmMsHa Ha batepusiTa

6. MounctBaHe Ha NPBTOB ME€XaHU3bM OT npax un
MPBbCOTUA

BenHbx AHEBHO npeaun
ekcnnoaraums
BegHbx cegMumyHo

BeaHbx MeceyHo

BenHbx roamwHo
AKo e Heobxoanmo

BeaHbx Ha Tpu Meceua

PE, Yacrt Il, Touka 4.3

PE, Yacrt Il, Touka 4.4

PE, Yacrt Il, Touka 4.1

Bwx. YacT Il, Touka 4.2

3abenexku: 1. MpbTOBUAT MEXAHN3BM HE NOANEXU HA CMa3BaHe.
2. Mpu noctaBsiHe Ha 6aTepusitTa € He06XOAMMO CTPUKTHO Aa Ce crna3Ba MNonspHOCTTa, NocoYeHa
Ha camaTa baTepus 1 B oTAeneHneTo 3a 6aTtepus, kakTo u nHcTpykumumte B PE, yact Il, Touka 5.1.
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4.2 BHUMAHMUE!
lMouncTBanTe NpbTOBMS MEXAaHM3BLM Ha TOHOMETbpPa MOHE BeAHbLX Ha BCEKU
Tpy meceua!
3ABPAHEHO e egHOBpeMEHHOTO MOYMCTBAHE Ha MPbLTOBMS MEXaHU3bM OT ABa
Unu nosevye TOHOMETBLPA.
lMounctBaHeTO Ha MPBLTOBMS MEXaHW3bM Ha TOHOMETbpa OT Mpax U MPbCOTUS
TpsbBa Aa ce M3BBbPLUBA ChINAcHO cnegHaTta npouegypa (Bux. durypa 3):
ToHOMeTBp

MpbT \
Brynka "
HakpaiHu \

. — -

Kanak

<D|/1rypa 3 - MNMogroToBka Ha TOHOMETBbPa 3a No4YNCTBaHe Ha NPbTOBUA MEXAHNU3IBM
11



- n3BageTe TOHOMEeTbpa OT Koprnyca u cBaneTe Kanaka;

- KaTo ObpXUTe TOHOMETbPA C HaKparHuKa Hagony, yBepeTe ce, Ye NpbT € B
OTKINIOYEHO NONOXEHUE (CTbPYM OT HakparHuKa). B npoTuBeH cny4var npemecteTe
HaKpanHuKa Harope cbC cBOOOAHATa CU pbKa, [OKATO NPbTHT Ce OTKIHOYY;

- JoKaTo AbpXUTe TOHOMETbpa 3a TANOTO C €AHa pbKa, OTCTPaHeTe HakpanHuka
cbC cBoboAHaTa CM pbka, KaTo ro Abpnarte CbC cuna no ocTa;

- 3aBbpTeTe TOHOMETbpa B XOpPU3OHTaNHO nonoxeHne. C nomowTa Ha
oTBepTkaTa, JoCTaBeHa C TOHOMETbpa, pasBUNTE BTyNKaTa, Kato si 3aBbpPTUTE
obpaTHO Ha YacoBHMKOBATa CTperika U OTCTpaHeTe NpbTa;

- n3dbplleTe HakpalHWka W MpbTa CbC candeTka, HaBnaXHeHa C eTWMoB
ankoxor;

- ycykante candeTka, HaBfaXHeHa C eTUMOB arikoxosl U MoYMcTeTe OTBOPMU Ha
HakpaviHuKa 1 BTynKaTa.

BHUMAHUE!
He nanonssaite abcopbupall, namyk Unm Apyri BlakHECTW MaTepuany,
KoraTo noymcteaTte NpbTOBUS MEXaHU3bM.

MouncTeHnTe ¢ ankoxon 4YacTn TpAbBa Aa ce NOCTaBAT BbPXY YncTa candetka u
nocrneaBalloTo crnobsiBaHe Ha MPbTOBUS MexaHM3bM TpsibBa ga ce M3BbLPLUM, KaTo
ObpXUTE YacTuTe ¢ pble npes candeTkara, 3a Aa ce nsberHe AMPEKTEH KOHTaKT.

CrnobeTte B criegHaTa nocrieqoBaTeNHOCT:

12



- AOKaTO ObpXMTEe TOHOMETbpa C OTBOpa Harope, MOHTMpanTe npbTa U ce
yBepeTe, Ye NpbTbT Ce ABUXM CBOOOOHO;

- NocTaBeTe BTYyMKaTa Ha MSCTO, KaTo A 3aBMeTe MO MOCOKa Ha 4YaCoBHMKOBaTa
CTpenka c OTBepTKa, 4oKaTo cnpe, 6e3 ga npunarate npekomepHa cuna;

- NOCTaBeTE HaKpanHWKa Ha MSCTO U Ce yBepeTe, Ye Tor e UKCUpaH n Moxe aa
Ce BbPTU OKOJI0 OCTa CM C Marko ycunus;

- MPOBEpPeTe XapaKTEepPUCTUKUTE Ha TOHOMETbpa CbIflacHO MeToda, onucaH B
Touka 5.3 ot yact Il Ha PE.

BHUMAHUE! N3IMON3BAHETO (MOOMAHATA) HATIPBTW OT OPYTU
TOHOMETPU E 3ABPAHEHO.

13



5 TeKyLy} peMOHT

5.1 Bb3MOXHM Hen3npaBHOCTU N TAXHOTO OTCTpaHABaHe ca Noka3aHu B

Tabnuua 3.

OnucaHue Ha nocneacTeusita ot
OTKa3u v nospeam

Bb3MOXHM NpU4nHK

MHCTpyKUmMM 3a oTCTpaHsiBaHe Ha
NoCNeACTBUATa OT OTKasW 1 NoBpeau

1. Cnemn HatuckaHe Ha OyToHa
PABOTA, aucnnesiT nokasea cumBona
e

2. Cnep HaTuckaHe Ha 6yToHa PABOTA
Ha gucnnes HaMa nHdopmauus

3. Korato nposepsiBaTe pabotaTta Ha
TOHOMETBbPa, Ha Aucnnes ce nokasea
yucno, pasnuyHo ot 20 + 2 wnum
cumBonbT "H".

Hucko HanpexeHne Ha 6aTepusita

1. KOHTaKkTUTEe Ha oTAeneHmeTo 3a
6aTtepum ca 3ambpceHn

2. KoHTakTuTe Ha 6aTepusita ca
3aMbpCeHU

3. batepusita e nstowleHa

1. MNpBbTOBUAT MEXAHNU3BM €
3amMbpceH

2. HenanpaBHOCT Ha NpbToBUA
MexaHn3bm

CwmeHeTe baTepusata

1. MoyncreTe KOHTAKTUTE Ha OTAENEeHUEeTo
3a GaTtepumn
2. MouncTeTe KOHTaKTUTE Ha GaTepusiTa

3. CMmeHeTe BatepusTta

1. N3BbpLueTe noymcTBaHe Ha NpbTOBUS
MexaHW3bM CbrracHo T. 5.2; ako ToBa
noYncTBaHe He Aaae NONOXUTENTHN
pesynTaT, TOHOMETLPBLT Ce Hyxaae oT
PEeMOHT

2. PeMOHTBT Ha ToHOMeTbpa Tpsbea Aa
ce U3BBLPLLBA B crieLmanmanpanu
CepBU3HM LIEHTPOBE UMW Ha NpeanpusTe-
npov3BoAuUTEn.

14




5.2 VMHdopmaumsi 3a peMoHTa, U3BbPLUEH OT NpeanpuaTMe-npov3BoaMTeN Uim
PEeMOHTHO npeanpuaTue.

Tabnuua 4.
VIchog);\/lauMﬂ HanmeHoBaHWe Ha PEMOHTHO
MHopmauus 3a npegnpuaTne
aTa| MNpynynHa 3a peMoHT bIkaBaHe
A P P PEMOHT ya Ha [OnbXHOCT, nognuc, ume n
rapaHumsita | Pamunus (4etnueo), nevar

15
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MpoBepka

lMpoBepkaTa Ha TOHOMETBLP Ce M3BBLPLUBA BEAHBLXK rOOULLIHO B CbOTBETCTBUE C
MeTogonoruaTa 3a nposepka BPM.941329.003MI1 ot pernoHanHus LieHTbp no
cTaHgapTu3auMs M MeTposnorMs B CbOTBETCTBUE C yCTaHOBeHaTa npouenypa,
KaTo nHdopmaumaTa 3a nposepka ce BbBexaa B Tabnuvua 5.

Tabnuua 5a.
[MpoBepka
HanmeHoBaHue Ha DdabpuyeH [aTta Ha Oata Ha
n3mepBartenHua ypea HOMep | NMpoM3BOACTBO [lata |cnegsawara| [Mognuc |Benexka
npoBsepka

Lindpos npeHocrm
TOHOMETHLP 3a
n3MepBaHe Ha
BbTPEOYHO
HansraHe npes
knenaya diaton®
BMPM.941329.003-
01

16a
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6 CbxpaHeHue, TPaHCNOPTUPaHe N U3XBbPNAHe

6.1 CbxpaHeHMeTo Ha NpoAyKTa ce U3BbPLUBA B TPAHCMNOPTHaTa ONakoBKa Ha
npeanpuaTUe-Npon3BoANTEN NpU CNeaHNTe YCroBuS:

- TemnepaTypa Ha okonHata cpega - ot -10 °C go +55 °C;

- OTHocuTenHa BnaxHocT - oT 10% Ao 95%;

- aTMocdepHo HansiraHe - ot 700 hPa go 1060 hPa (525-795 mm Hg);

- OTCBLCTBME Ha Napwu OT KUCENUHWU, OCHOBM U APYr arpecUBHN NPUMECU BbB

Bb3gyxa.

6.2 TOHOMETBPBLT MOXE [a Ce TpaHCNopTUpa B TpaHCNopTHaTa onakoBka Ha
npeanpuaTUe-NPoON3BOANTEN MO XENe30NbTeH, Bb3AYLUEH (C U3KMOYEHNE Ha
HeoToMMseMU OTAENeHNs ), BOAEH (C U3KITIOYEHNEe Ha MOPCKMS) M aBTOMOBMMEH
TpaHCNopT B CbOTBETCTBME C NpaBwurarta 3a TpaHCNopTUpaHeTo.

6.3 Ycnosus 3a TpaHcnopTMpaHeTo:

- TeMnepartypa Ha okonHaTa cpega - ot -40 °C go +70 °C;

- OTHOCcUTEnNHa BnaxHocT - oT 10% ao 95%;

- atMocdepHo HansaraHe - ot 500 hPa go 1060 hPa (375 - 795 mm Hg).

6.4 o Bpeme Ha TpaHCNOPTUPAHETO ONakoBaHUTE TOHOMETpK Tpsbea aa 6vaaT
3aLUNTEHM OT NPSIKO U3naraHe Ha aTMOCKEPHU Banexun N MexXaHN4HU Bb3AENCTBMS.

6.5 B cnyyan Ha npogbikuTenHa naysa B pabortarta, 6aTepuaTa TpsbBa ga
Obae u3BageHa OT OTAENEeHNEeTo 3a baTepunTe Ha TOHOMETbPA.

17



6.6 YpeabT cbabpka maTepuanu, KoMTo MoraTt ga 6baaTt peumknmpann n
M3Mnos3BaHn NOBTOPHO. N3xBbpneTe cTapusi M ypea B CbOTBETCTBME C MECTHOTO
3aKoHOOaTenNcTBo.

He mnarapsmnte n He n3xebpnsmnte datepnmnte KaTto 06GMKHOBEHN OTNagbLM.
M3xBbpnante oTnagbuuTe B CbOTBETCTBME C MECTHOTO 3aKOHOA4ATENCTBO.
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7 MNpenopbku 3a eNeKTPoOMarHnTHa CbBMeCTUMOCT

ToHOMETbPBLT Ce usnon3esa B nevyebHuM 3aBedeHWss U Ha Apyrn MecTa,
Noaxo4sLLM 32 U3MepPBaHe Ha BbTPEOYHOTO HansiraHe.

3a 6e30MacHOCT TOHOMETBLPBLT € KnacudurumpaH KaTo NPOAYKT C U3TOYHKMK Ha
BbTPELLUHO 3axpaHBaHe 1 paboTHa vacT Tmn B B cboTBeTcTBME ¢ EN 60601-1.

B cvotBeTcTBME ¢ EN 55011 TOHOMETBLPBT € knacuduumupaH B rpyna 1° knac
B. ToHOMETLPBLT M3MOM3Ba PagMoO4EecTOTHA €Heprus camo 3a BbTpeluHaTa Ccu
yHKUMSA. HMBO Ha eMucuMs Ha paguoyvecTOTHU CMYLLEHUS € HUCKO M € Mariko
BEPOSATHO Aa NPUYMHSIT HEU3NPABHOCTM B BNN3KOTO eNeKTPOHHO obopyaBaHe.

BHMMAHWE: M3nonsBaHeTo Ha TOHOMeTbpa B 6nm3ocT o obopyaBaHe C
BMCOKM HMBA Ha €MNEKTPOMArHUTHW U PagmMoOYecTOTHW CMyLleHus Tpsabsa ga ce
n3barea, Thbil KaTo TOBa MOXE Aa 4OBeAe A0 HemsnpaBHOCT. AKO e Heobxoanma
TakaBa ynoTpeba, npeau na u3non3earte TOHOMETbpa MO MNpeAdHa3HaveHue, e
Heo6xo4MMO [a M3BbPLUMTE MpoBepKa cbrnacHo T. 5.3 oT BUPM.941329.003PE1,
3a [a ce yBepute, 4e TOHOMETbPBLT PaboTn NpPaBUIHO.

BHVMAHWE: [NpeHocnmoTo pagnuoKOMYHUKALIMOHHO obopynBaHe
(BKMNOYUTENHO NepUEPHN YCTPOWCTBA KaToO aHTEHHW Kabenu v BbHLUHU aHTEeHW)
TpsibBa Oa ce manonsea He no-6mm3o ot 12 mHya (30 cM) g0 ToHOmeTbpa. B
NPOTUBEH Ccny4al pe3ynTaTbT MOXe [a € HenpaBunHo QYHKLMOHMPAHe Ha
TOHOMETBpA.
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ToHOMETBLPBT OTroBaps Ha CrnegHUTe U3NCKBaHUA:
EN 60601-1-2:2015
EN 55011:2009
EN 61000-4-2:2009
EN 61000-4-3:2006 +A1:2008 +A2:2010
EN 61000-4-8:2010



8 MapkupaHe

8.1 MapkupaHeTo Ha TOHOMeTbpa, noTpebutenckarta onakoeka (ONakoBbYHa

KyTusi) n TpaHCMOpTHaTa onakoBka oTroBaps Ha nsucksaHusta Ha FTOCT P 50444-92,
anpektuen 2012/19/EU, 2011/65/EU n TexHn4ecka OKyMeHTauus.
Tabnuua 8. Ob6scHeHne Ha CUMBONUTE

CumBon

OnucaHue

BwxTe PBKOBOACTBOTO 3a I'IOTpe6VITeJ'IFI

L]
\

PaboTHa yacTt Tn B

Ce

3Hak, ykaseall, Ye AafeH NpoayKT oTroBaps Ha
nsnckeaHusATa Ha EBponeiickus cbio3 3a 6esonacHocT
Ha NpoayKTuTe

M3xBbprisiHe Ha oTnagbLyM OT NPOM3BOACTBOTO Ha
€NeKTPUYECKO N eNEKTPOHHO 06opyaBaHe

Mponssoguten

OTtopusupaH npepcrasuten B EBponeinckarta
obLHocT

A
&ﬁzﬁzi

[aTa Ha npon3BoaCcTBO
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Tabnuua 8 (MpogbikeHne).

ObsicHeHWe Ha cUMMBONUTE

CumBon

OnucaHue

N3x. Ne

®abpuryeH Homep

BuxTe PBKOBOACTBOTO 3a eKcnyioatayuna

MpeaynpexaexHne

YcnoBusa 3a cbxpaHeHue

Ycnosusa 3a TpaHcnopTupaHe

x/(01), 4650195010016—
(11) XXXXXX ——

2D/ YYYY

yucnosa cToMHocT Ha koga UDI-DI

[arta Ha npoussoacTeo nog popma Ha MMMAL,
CepueH Homep

YcnosHo o6o3HaveHne B FC1 PYC

DataMatrix




9 YaoocTtoBepeHue 3a onakoBaHe

LIncbpoBMST NPEHOCKMM TOHOMETHP 3a M3MEepPBaHE Ha BbTPEOYHO HansiraHe npes

knenava diaton®

BNPM.941329.003-01 Ne

PabpuryeH Homep

OnakoBaHoO OT “TPM3" AL

HanMmeHoBaHWME Unn Ko Ha npoun3soantensa

CbrMacHo U3NCKBaHUATA, NPeaBUOEeHN B TeXHUYecKaTa
AOKyMeHTauus.

OITBXHOCT nognuc ume n dpamunus (4eTnmnBeo)

rogvHa, mecel, AeH
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10 YpocTtoBepeHue 3a npuemaHe

LincopoBust npeHocum TOHOMETBP 3a M3MepBaHe Ha BbTPEOYHO HansaraHe npes
knenadya diaton

BUPM.941329.003-01 € npousBeaeH n
O6o3Ha4veHne dabpuryeH Homep

npueT B CbOTBETCTBUE C TEXHMYECKMTe ycrnoBus TY 9441-011-12191956-98 n
npu3HaT 3a NOAXOASALL 3a ekcnroaTauus.

HavyanHuk Ha oTgen 3a TEXHUYECKU KOHTpON

Mevar
noanuc ume n damunus (4eTnmnBeo)

rogvHa, mecel, AeH



NYHKTUPaHa NUHNA NpU AOoCTaBKa 3a U3HOC

leHepaneH AMPeKTop Ha NpeanpusSTUeTo

OOKYMEHT, CblrnacHO KOWTO ce MU3BbPLLUBa AOCTaBKa

MNevar

Moanuc uve n pamnnns (4eTnmBeo)

roguHa, meced, OeH
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11 MNapaHuua Ha npousBoguUTEnA

11.1 MNpownsBoanTenaT rapaHTupa, Ye Ka4ecTBOTO Ha TOHOMEeTbpa
OTroBaps Ha W3UCKBaHWSATA Ha TexHudyeckute ycnosusa TY 9441-011-
12191956-98, npun ycnoBue 4e nOTpPebUTENAT cna3sa npasBunarta 3a
CbXpaHeHue, TpaHCnopTMpaHe W  ekchnnoaTauusi, MNOCOYEeHW B
PbKoBOACTBOTO 3a ekcnnoaTaums.

11.2 MapaHUMOHHUAT CPOK e 24 meceua OT gaTata Ha usnpaiiaHe
unun npogaxba, B Criydan Ha Nokynka 4Ype3 TbProBcka Mpexa, OCBEH ako
B Aorosopa e npeasuaeHo Apyro.

11.3 Mo Bpeme Ha rapaHUNOHHMSA CPOK PEMOHT Ha TOHOMETpa ce
n3BbPLLBA Ha npeanpusTue-nponssoanTen unu PEMOHTHO
npegnpusaTue.

11.4 MapaHuusTa He NokpuBa baTepuaTa.

Cnep ustnyaHe Ha rapaHUWOHHWUS CPOK UMK paspexgaHeTo Ha
OaTepusTa NOTPEOGUTENAT S CMEHS CAMOCTOATESTHO.

11.5 MapaHUMOHHUAT cpok e 24 meceLa.



Benexku
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