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1. HauMeHOBaHMe METHIIMHCKOTO U3/1€JIH:

«Anmapar s JOKaIM3alud anuKaubHOro cyxenus AirPex»

2. Ilpon3BoaNTE L METHIIHTHCKOTO H3/1€THS:

Ha umenosanme: Changzhou Sifary Medical Technology Co., Ltd (Kuraii).

A npec:No.99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City,
213000 Jiangsu, China (Kurait).

Tenedon: +86-0519-85962691

Email: Info@ sifary. com

3. HasHauyeHne W MOKa3aHus K NMPUMEHEHHI0 I MEINIMHCKOr 0o
H3aAeaus:

HasHauenue MECJIMIIHHCKOTO H3J1CJIHA : HOKaJ'"/Bal[PISl AMUKaJIbHOTO CYXKECHHSA B XO0JI€
9HJI0JI0HTHYECKOTO JICYCHHS .

Tloka3aHne MEJMIMHCKOTO M3IEIMA:  SHIOJOHTHYECKOE  JIeueHHe (neuenne
KOPHEBBIX KaHaJlIoB 3y6OB).

OGnacTh NPUMEHEHHs: CTOMAToJOTHs . JIaHHOE MEIMIMHCKOE W3JIeNne JOJDKHO
TPUMEHATHCS B CIIeNHaTH3HPOBAHHBIX METMIIMHCKHX YUPEKACHHUAX
KBaIM(HIMPOBAHHBIM METHIIMHCKHM TIEpCOHAIIOM .

4. Bo3mo:kHbIe 10004HbIe 3PP eKThI H PUCKH MIPUMEHEHHSI:
BosmoskHble 1mo6o4Hble d(QPEeKTh: He 0OHApYKEHbI

PHCKH PUMEHEHHS:

TnaBHBIE  COBOKYNHBIM — OCTaTOYHBIf PHUCK: HECOOMIOJEHHE MHCTPYKUMH 110
JKCIUTyaTaluuu MH, OMNMUCAHHBIX B JIaHHOM pYKOBO/ICTBE 1o JKCILTyaTaluuu .
TnaB Helii crioco® YIpaBJieHUsE OCTAaTOYHBIMM PUCKAMHU B LEIAX CHHUKEHUS HX 10
JIOITyCTUMOTO YpOBH:: lleOGXOLlKMO Cle/10BaTh UHCTPYKIUAM, ONMUCAHHBIM B

PyxkoBozctse o sxcrutyaranuu . Ilepen KakIbIM HCHOJIB30BaHHEM HEOOXOAUMO
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MPOBEPATH, BKJIIOYATh U TECTHPOBATE YHIOJOHTHUECKOE YCTPOHCTBO, 4TOOBI

rapaHTHpOBaTh ero Gecrepeboiinyio padoty.

5. Komnuekranus

. 3apsanHas cTaHIMA

. ATieKcIIoOKaTop

. 3aryOHBIii KPIOYOK — 2 IMIT.
Lty

. Jlepxartenb aiinos — 2 mT.
Y anmHuTeH

. Ananrep

© N O AW N R

. Tectep

Aneknokarop (1 mr)

3apsinHas cTaHIMs
(1 wr)

Apanrep(1 mr)

3aryOHblil KpIo4oK (2 mit)

2
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lyn (1 wr)

\

Jepkarens  (aiinos

mrT)
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WWW.STOMART.RU




Vumnurens (1 wr)

B

Tectep (1 wr)

6. YciaoBHble 0003HaYeHNsI, HCNOJIb3yeMble B PYKOBOJICTBE MO

IKCITyaTallui 1 MAaPKHPOBKeE

ABHMMAHI/IEJ

Henajanexamee crnejoBaHHe HMHCTPYKIIMH — MOXKET
TPUBECTH K  TOBPEXKAEHHMIO  yCTpoiicTBa WM

TPaBMHPOBAHHIO TOJB30BATEIIS/TAIMEHTA .

AHPI/IME YAHUE

HOHOJ’IHI/ITCHLHaﬂ HHq)OpMaU.Hﬂ, TIOSICHCHHE

TPOIIECCOB M PabOYNX XapaKTEPUCTHK .

Homep cepum/maptin

Homep B Karajiore

Hsrorosurens

Jlata npowusBojcTBa

=IER) AEIE

Oo6opynosanue kimacca |l

WWW.STOMART.RU




* | PaGouas wacte THR «BF»

( € Mapxuposka CE

rmp—— IMocTosHusIi TOK

Vrumusanus B COOTBETCTBMM ¢ JlupektuBoit 00
oTX0/1ax 3JIEKTPHYECKOTO u 3JIEKTPOHHOTO
obopynosanus (WEEE)

T‘ Bepeus or Bnarn

|' 4 Crepunmzanus B TapoBOM  CTepUIM3aTOpe
(aBTOKJIaBE) NPH YKA3aHHO# TeMriepatype

YnonHomoueHHbli npecTaBuTesb B EBponeiickom

Coobmectse

I F s
TemmepaTypHoe OrpaHHYEeHHE
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g OrpaHHYeHHe YPOBHS BIIYKHOCTH
P

&, w Jlorotun wmsroroBurens
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a O3HAaKOMBTECh C MHCTPYKUHEH MO NPHMEHEHHIO

IPX0 CreneHb 3amuTBl 060MOYKK

7. "pOTHBOHOKaZ}aH"ﬁ

3ampemiaeTcs MCMONB30BaTh IAHHOE YCTPOHCTBO COBMECTHO C  OJIEKTPHUYECKHM
CKalbleieM, a Takke TPH JICYCHMM TAllMEHTOB C KapJMOCTHUMYJIITOPOM

Pe3ynbTaThl  M3MEpeHHs 3a0JIOKMPOBAHHBIX KaHANOB MOTYT OBITh HETOYHBIMH

Be3onacHocTs M 3((GEKTHBHOCTH YCTPOWCTBA /U1l OEPEMEHHBIX JKEHIIMH M Je Teil

HE yCTaHOBJICHA .

BHUMAHUE!
Tlepen  HayaloM  WCIONB30BaHHA  O3HAKOMBTECH  CO CIIEYFOIMMH
MPEAYIPEKICHUAMH:
1. Banpemaercst noMemaTh YCTPOHCTBO BO BI&XKHYIO Cpely HMIM B Joboe Mec To,
IJie OHO MOXKET CONPHKOCHYTBCS C JIFOOBIM THIIOM JKHIKOCTH .
2. BampemaeTcsi MOABEpraTh YCTPOMCTBO NpPSAMOMY WM HENPSAMOMY BO3JCHCTBH 10
HCTOYHHKOB Temia . HeoOGXOmMMO SKCIUIyaTHPOBaTh M XPaHUTh yCTPOMCTBO B
6GesonacHoii cpene .
3. VcrpoiictBo  Tpebyer  0COOBIX Mep INPEeJOCTOPOXKHOCTH B OTHOIICHHH
JJIEKTPOMArHUTHOH ~ COBMECTHMOCTH (OMC). Ero cumemyer cobupath U
9KCILTyaTHPOBATh B CTPOIOM COOTBETCTBUH ¢ HH(opMmarmeii o OMC . B yactHocTH ,
3aMpelaeTcss  KWCIONb30BaTh  yCTPOMCTBO — BONM3M  JIOMHHECLEHTHBIX  JIaMII,
PajHoNepealoMKX YCTPOICTB, My IbTOB JUCTAHIMOHHOTO yrpasieHus . Takke
3arpenaercs HCIIOJIb30BATh JIaHHY 0 cHCTeMy BOIM3H AKTHBHOTO
BBICOKOYACTOTHOTO ~ XHPYPIHYECKOro o0opyloBaHMs B  OONBHHYHON  Cp ee .
TlopratuBaoe PU-KOMMyHHKALHOHHOE 000py0Banue (BKIoUas nepudpepuyeckue
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OJIOKH, TaKHe, KAK AHTEHHbIC Kabenmy M BHEIIHWE AHTEHHBI) CIEAYeT MCIONb30BaTh
He Ommwke, yem Ha paccrosund 30 cm (12 groiimoB) k moGoit wactu  AirPex,
BKIIIO4asn Kaﬁeﬂﬂ, YKa3aHHBIC H3rOTOBHUTCIICM . B TPOTHUBHOM  CITy4a€ MOKET
CHM3UTBCA  d((EKTHBHOCTH PabOTHI JaHHOTO 00OpymoBaHMA . 3ampemiae TCs
3apsAKaTh, JKCIUIYaTHPOBATh M XPAHMTh YCTPOHCTBO TIPH BBICOKOH TeMmepaType
CobmonaiiTe Onpe/Ie/IeHHBIC YCIOBHS IKCILTyaTallid M XPaHCHHS .

4. B mpouecce paboThl 00s3aTeNbHO MCTIONB3yHTE TepuaTki u pabbepaam .

5. Ecm B nporniecce paboThl ¢ yCTPOHCTBOM BO3HHKACT COOM, OTKIIOUHMTE
YCTPO#CTBO . CBAKHTECH C arGHTCTBOM .

6. 3ampemaeTcs caMOCTOATENBHO BCKPEIBATh M PEMOHTHPOBATh H3Jenne . DTO
BIIEYET 32 cO0O0M aHHYJIMPOBAHHE TaPAHTHH .

8. Coopka (ycranoska) AirPex
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Toncoennnenne nep:kateis ¢aiiios,
3aryGHOro Kpiouka u yUIMHHTeIs
nO}JCOE}IHHHTE K AMCKCIIOKATO py
Jiepxkatenb (aiinoB, 3aryGHbIH KpIOYOK
" YANUHHTEIIb, Kak TIOKa3aHo Ha
PHCYHKE . B 3aBucumoctu oT CHTYyalnun

HCTIoNb3yiiTe 00a NIHypa-yTMHUTEIS .

Hcnonb3oBanue myna:
lefl HUCMOJIb30BAHUHA rymna,

TIOJCOCMHUTE  3aryOHbIi KPIOYOK,
myn ¥ YJIMHUTENb K aneKioKaropy,

Kak MOKa3aHO Ha KapTHHKE:

\}

AUPI/IME‘{AHI/IE

Hcnons3yiite OpPUTHHATIBHBIH

gepxarenb  GaiinoB W 3aryOHBIA

KPIOYOK, TIPOH3BE/ICHHBIC KOMIAHHCH
(Sifary).
pasMepsl  HEOPHTHHAIBHOTO  JepiKaTelst

«Cuapm» TTockonbKy

(aitnon i 3aryGHOroO KpIOYKa

OTIIHYAOTCH, pe3yJibTaTOM MOKET

CTaTh TIOBPEKICHHE aneKkcJ/iokaropa

WM HETOYHOCTH I/ISMCPCHI/Iﬁ .
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Coequuenne ¢ 3apsiiHOii  cTaHuuei
Ionkmounte USB-pazeem  amantepa
K 3apAJHOM CTaHIMM, a APYToi KOHer

ajanrepa BCTaBbTE B PO3ETKY.

VYcraHoBuTe amekcnokatop B yrimyOGieHne
B LEHTpe 3apsgHoii craHmum . Ha
3apsiHOM CTaHIMH 3arOpHUTCS
CBETOAMOAHBIH ~ MHIMKATOp  MHTAHHUS

Taxxe BKITIOYHTCS unTepdeiic
aneKcIoKaTopa, JAEMOHCTPHpYsS —TMpOLece

3aPAIKH .

AHPI/IME YAHUE

PaspemiaeTcsi HCIIONB30BATh TOJNBKO
OPHUTHHAIBHBII ajanTep .
3anperaercs HCTIOJIb30BaTh

YCTPOMCTBO B IPOLIECCE 3aPAIKH .

CBCTOHO/HBIIT HHIMKATOP MHTaHHS |

AHPHME YAHUE

Vcranapmmsaiite aneKcI0KaTop Ha
3apANHYI0  CTaHIMIO B NIPABHIBHOM
HANpaBJICHWH, B  NIPOTHBHOM  Ciydae
TIPOLIECC 3apsJIKU HE HAYHEeTCs .

9. Moas3oBaTeabckuii uHTEpdeiic
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Knonka BKJI/BBIKI.

] o

Haxmure s JUId BKIIOYCHHSA  YCTPOMCTBA .
O

)IHHTCHLHOC Ha)kaTtue CBBILIC 2 CEKyH
WM TpeKpameHue paboTel Ha 3 MHHYTHI
OTKITIOYHT YCTPOHCTBO .
PeryampoBka rpomkocTH
B PECKHUME OXHIaHHSA KOPOTKO HAXMHTE
"
(') s M3MeHeHus ypoBHS TPOMKOCTH OT
MHWHHUMAJIBHOTO /10 MAakKCHMaJIbHOTO .

Hactpoiika Touku otcuera

B pexume OXUIaHUA HAKMHUTE 4TO6BI

YCTaHOBHTH TOYKy orcueta Mexmy 0 u 1.

MoskHO ~BBIOpaTH CeMb TOYEK MO  Kpyry.

@® Kuonka nacrpoiiku
. Pacnonoxenne MUTaKoIIero Kypcopa
o
® Kuonka nuratus YKa3bIBaeT Ha BBIOPAHHYIO TOYKY OTCHETa .
® Jlnanazon ITAJNOHHBIX
OTobpaikenne ypoBHsl 3apsiia
TOYEK
KommyectBo  1monocok  0TOOpakaeT ypoBeHb
@ OrobpakeHHe  ydyacTka
3apaja .
armekca
JIManazoH 3TAJOHHBIX TOYeK
© Touxa orcuera Muranye H3MEpUTEIbHOM IIKaIbl  yKasbiBaeT
® M3mepuTenbHas MKaa
Ha TeKyIee M3MepeHHOe 3HaYEeHHUE,
) Usmepetioe sraterie TpeJcTaBIsIoNIee coboit pacuerHoe
® OroGpaxenne  ypoBHs paccTosHME OT aNMKAIBHOTO OTBEPCTHA B
TpOMKOCTH MUWUTUMETpax .
® OroGpaxenne YpoBH:A PazBopor u300p Ha JHCIUIee

[Beenure Tekcr]
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3apsaa B pexume OKHUJIaHUS Ha)KMUTE

&, &
OAHOBPEMEHHO KHOIIKH Tl n st

pa3BopoTa H300paXkeHHs Ha JHCILIEE .

[Beenure Tekcr]
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10. Okenyaranus U pYHKUHOHAJILHbIE XapaKTEPUCTHKH
10.1 YpoBensb 3apsina

Orobpaxaer  ocraBmmiics  3apax  Oarapen B

HACTOSAIIMI MOMEHT.

Ecmn ocranock menee 15 %, 3apsanTe ycTpoOHCTBO .

AHPI/IME YAHUE

Ecnu  ypoBenp 3apsma cocraBmser Menee 15 %,
YCTPOHCTBO HeoOXomuMo 3apsaauth B Tedenne 30
JHell, B TPOTHBHOM ciydae Oarapes Oyzer
TOBPEKICHA .

Ha OKpaHE TMOABJACTCA HWHIAMKATOp 3apsJku  H

Ha4yMHAeT MeleHHo wwurath . Korma 63’[‘3].)3;{
3apsoKeHa WA no4YTH 3apsiKeHa, HHIUKATOp
nepecraeTt Murarb . TonHas 3apsjKa 3aHUMaeT
okoso 4-5 4acoB . DTO 3aBHCHT OT OCTaBILErOCs

YPOBHs 3apsja OaTapeH M OT COCTOSHMs OaTapew .

Barapero moxuo 3apspkars 300-500 pa3 . Dto

3aBHCHT OT YCJIOBHIl SKCILTyaTalluH yCTPOIiCTBa .

ABIII/IMAIII/IE.’

3anpelaercs MeHsATh OaTapeto . 3ameHy Oarapen

MOTYT NPOU3BOIHTH TOJIBKO KBAIM(UIMPOBAHHbIE
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TEXHUYECKHE CMNCUUAIMCTBI  HIIH JIHCTPHﬁLlOTOPLI .
B pesymerate  WCnonb30BaHMA  HEMOAXOJAIIEH
6 aTapenm WM ee HENpPaBWIBHOH YCTAaHOBKM MOTYT

OBITh TIOBPEKACHBI HIEKTPOHHBIE KOMIIOHEHTHI .
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10.2 ®yHKIMOHAIBHAS MPOBEPKA aNEKCJI0KATOPA

#  BxmounTe anekcIoKaTop U BCTABBTE B HETO

-
TecTep .
- : #  3BaxMuTe ma3 TecTepa B aepkatene (Qaiina wm
’, KOCHMTECh Ta3za TecTepa IIYToM .
= - I/I3MCpHTCJ’lLHaH IIKaja Ha 5KpaHe MHUTracT Ha
a yposue touek 02, 03 nmm 04.
- ," ~ PCKOMCH}Z{yCTCH BBITIOJIHATH TECTUPOBAHHUEC
- N aneKcIoKaTopa ¢ TMOMOIIBI0 TecTepa OJHH pa3 B
~ St HEJIeo .

AHPHME YAHUE

Ecmm HSMCP@HHLH)’I pesynbTat OTJIHYaeTcs oT
0XKHugaemoro, TpOBEPHTE TPpaBUIBHOCTH

TIOAKJTFOYCHHUA TecTepa . Ecmm COCIMHEHHE
TNpaBWIbHOE, HO Ha DOKpaHEe HE 0TO 6pa)|(ae'rcsl
O0XHJIAaEMO€ 3HA4Y€HHE, TIPEKpaTUTE OSKCIUTyaTaluio

yCTpOﬁCTBa U CBSKMTECH C MECTHBIM JIUJIIEPOM .
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= Ilepen KakablM HCIOIB30BAHHEM  KOCHHUTECH
3aryOHOTrO Kpiouka jepxkarteneM  Qaiita  nmm
mymom, 9TOOBI TIPOBEPUTH COCTOSTHHE
YCTpO#icTBa (KOPOTKOE 3aMBIKaHHUE).

= VYOemurech B TOM, 4TO TECTEp M3BICUCH M3
ameKciokaTopa . 3aTeM MOACOCIMHHTE JepiKaTelb

(aiina, 3aryOHbIii KpIOYOK M yQiMHEMTEN, . B

3aBEpIICHHE  KOCHHUTECh  3aTyOHBIM  KPIOYKOM

MeTajTMueckoif vacTh jepxkarens Qaina . Ha
- -
” § 9KpaHe  JIOJUKHO ~ OTOOpasHThCS  M3MEPEHHOe
’ 3HaueHHe «-2».
Y

AHPHME YAHUE

Ecmm M3MEPECHHOC 3HA4YCHHUE OTIHYacTCs OT ((-2»,

TIpOBEPHTE TIpaBHJIbHOCTH COCAMHEHUSA . Ecimn
COC/IMHCHHE TIpaBWILHOEC, HO Ha SKpaHe HE
OTOGPB)I(BeTCH O0XHMJaeMO€  3HA4YCHHUE, TIPEKpaTUTE

9KCIUIyaTallMi0 YCTPOWCTBA M CBSKMTECh C MECTHBIM
JIATIEPOM .
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10.3 DxcniryaTauus ¥ HeHaAJIeKAIME YCIOBUS

# HaxMmuTe Ha 3aJHIOK0 KpBIIIKY JepKaTens (aiima,
: 4TOOBI MOSABMICA KpIOYOK Jepikarens ¢aiina . 3anenure

KPIOYKOM ~ METaNINuecKyl0 pyuky aiinma KopHEBOTO

kaHana . Otmyctute KpeimKy. I'mOkocTs — jepikarens
(aiina TOMOKET 3aBEPUIMTH COCMMHCHHME JepXKaTens M

CTOMATOJIOTHYECKOTO (aiina .

TIPUMEYAHUE
= Ilpu mnojcoenwHeHMH  (aiina  KOPHEBOTO  KaHaja
yOenurech B TOM, YTO Jepxatenb (aiina u pyuka (aiina
KOPHEBOTO KaHajla PacIOJIOXKEHbl IEepIeHIUKYIIpHO . B
NMPOTHBHOM Cllydae 3aXKHM JepKarens (Qaiinia — MoxeT

OBITH JIETKO TIOBPEXKICH .

= B KOMIUIGKT JTaHHOTO yCTPOMCTBa He BXOIAT (haiiibl .
Beibepure moxxoxsimme  (aiimkl B COOTBETCTBUM  C
KIMHMYECKUMH TOTpeOHOCTAMK . Meraumyeckas dacTh
aiina nomkHa o6nanaTh XOpomeii MpOBOIUMOCTBIO .

= Ecmm nepxkarenb (aiila He BXOIMT B POTOBYIO IOJOCTH
MalMeHTa, Jepikareib HeoOXOLMMO 3aMEHHTH c

MOMOIIBIO YJUIMHHTENs M Iiyma . IIpwkMuTe miyn K

MeTaUIM4ecKoii pydke (Gailla KOpHEBOro KaHaua it
3aBEPUICHHS COEJMHEHHs KOHTAKTHOrO 30HIa M (haiina

KOPHEBOTI'O KaHajia .
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!

3adukcupyiite 3aryOHbI KpIOuoK Ha rybe marmeHTa
Y6enurech, 4TO OH NONHOCTBIO KOHTAKTHPYET ¢ Tyboil .
3ateM MeaeHHO BBeaMTE (haiil KOPHEBOTO KaHalza B
TpenapupOBaHHBIH KOPHEBO# KaHa .

Ecnm manmeHTy yCTaHOBNEHa MeTa/uIMuecKas KOPOHKA
WIM  JIpyroe  TOKOMpoBojsmiee — u3jenwe,  daiinm  wu
MeTajIMyeckas 4acTh Jepxkatens (aiina He JOMKHBI C
HHMH  KOHTAaKTHpOBaTh BO H30€kKaHWE HENPABUIBHBIX
PE3yJIbTaTOB H3MEPCHHUS .

Anekcnokatop (UKCHpYeTCs Ha BOPOTHHKE TallMeHTa C

TIOMOIIBIO 3a)KHMa .

w

ITIPUMEYAHUE
Jlns mpenoTsp
TIPOBOJIMMOCTBIO MEKIY JleCHaMH nim COCC/IHUMH

OIHOOK , BBI3BAHHBIX

KODHEBBIMHM  KaHalaMH,  Iepej TECTHPOBAHUEM
HEoOXOMMO BBICYIIUTH JHO IIyJbIIOBOM KaMephl BAaTHBIM
TaMIIOHOM HIIH JPYTUM CPEICTBOM .

Hcnonp3yiite (aiiil KOPHEBOTO KaHala € MNPaBHIBHBIM
HOMEPOM M COOTBETCTBYIOIIMM Cy)KeHHeM KoHyca . Jlmsa
TOYHOCTH  M3MepeHHs  (aiil  JOIDKEH  TOJNHOCTBIO
COIPUKACATHCS CO CTEHKAMU KaHaJIa .

%

1

Korna ¢aiin BBesieH, Ha 5KpaHe CBEPXY BHH3 3aropaeTcs
HU3MEpHUTENbHAS LIKaIa .
Wso0paxenne Ha pucynke 1. mudpa 2 B puamasone
JTAJOHHBIX 3HAYSHHH YKa3bIBa€T Ha TO, 4YTO B uauumﬁ
MOMEHT paccrosinue oT alMvKaJaIbHOTO OTBEpPCTHUA

cocraBisier okoo 2 MM . Kpome Toro, arekciokarop
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Puc.1

M3aCT  TPEBOKHBIH ~CHTHAN — «JW» C  JUINTENIbHBIM
HHTEPBAJIOM .

H3obpakenue Ha pucyHke 2 o3HauaeT, 4to  (aiin
HaXOJMTCS Ha ONM3KOM pPacCTOSHHM OT AMHKAIbHO IO
OTBEpCTHS, MpUMEPHO B 1.5 MM . Amekciokatop m3zaet
TPEBOXKHBIH ~ CHTHAN —«IM-TH» C  Oomee  KOPOTKHM
HHTEPBAJIOM .

H3o0paxenue Ha pucyHKe 3 o3HauaeT, 4to (aiinm gocTur
AMMKAJIBHOTO OTBEPCTHs . M3MepeHHOe 3HAUYEHHE PABHO
00, 510 TeKkymas m3MepsieMasi JUTHHA KOPHEBOTO KaHalIa .

M3obpakenne Ha pHCyHKe 4 oO3HayaeT, 4To (paiin
KOPHEBOTO KaHala NPOHHK B AaNHMKalbHOE OTBEPCTHE
VCTpoHCTBO M31aeT TMOCTOSHHBIN TPEBOXKHBIN CHIHA JT

«AHA=-».

AHPI/IME YAHUE

¥

TlonoxeHWe — aNmMKalbHOTO — OTBEPCTHS  (M3MEpEeHHOE
suadenne: 00), HM3MEpEHHOE NAaHHBIM  YCTPOICTBOM,
TpeJICTaBIsIeT coboit TIOJIOXKEHHE
OCHOBHOT'0/aHATOMHYECKOTO alMKalIbHOIO OTBepcThs . B
KIMHMYECKOH MNpakTHKe [Uisi INPEJOTBPAIICHHS HeyxaqH
omepalMi B pe3ylbTaTe  NPOTHIKAHHA  KOPHEBOIO
ANMKaJBHOTO OTBEpPCTHs HeoOxoaumo oTHATH 0.5 - 1 mMm

OT U3MEPEHHOTO

Puc.3

%

*

3Ha4yeHus . B pesymbrate  HONyYMM  HapameTpsl

BTOp()CTCHCHHOrO/(t)Pli!PlOHOl‘PI’-lSC](Ol‘O anuKaibHOTO
OTBEPCTHS, NPENApUPOBAHHOIO B KOPHEBOM KaHalE .

Tlapamerp 9TAlOHHOTO PACCTOSHMS  SIBISICTCS  JIMIUb
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Puc. 4

PACYETHBIM 3HAYEHHUE, a HE KIMHMYECKOH OCHOBOM .
= V3mepeHHoe 3HaueHMe He sABMsAeTcA paccrosHueM . OHO
JMIIb  yKa3blBaCT ~ Ha  TpOJBIKEHWe  (aima  mo

HANpaBJICHUIO K aneKcy.

ABHI/IMAHI/IE.’

S Bo Bpems wm3mepenus BBoaMTEe (aiil MEIIEHHO, BO
n30eXKaHWe NPOHMKHOBEHHs B aNMKalbHOE OTBEPCTHE .

# Amekciokatop HCTIONB3yeTcs i OOHapyXeHHs armekca
KOpHeBOro  kanana .  Kimnwdyeckoe — npumenenne
TO/IPa3yMEBaET COYETAHHE aleKCIoKaTopa ¢
penTreHorpaduelfl M APyrMMH  CpeACTBAMH  JUIL
onpesiesieRns paboueii AMMHBI KOPHEBOTO KaHama .

= JlaHHOEe  YCTPOWCTBO  JIOJDKHO HCII0JIb30BATHCS
CTOMATOJIOTaMH, YMCHOIHMH ONPE/ICTIATH JULHHY
KOPHEBOTO KaHana M OONajalouluMi  XHPYPIHYECKUMH

HaBBbIKaMH .

Henoaxoasimas

B KOPHEBOM KaHaJIe:

CUTyauusi B KOpHEBOM KaHaie s BBINOJTHEHHS

JIeKTPHYECKHX mmepeﬂm‘fl

HeB03MOXKHO BBINOJIHUTE TOYHbBIE U3MEPEHUs MpPU HAJIMYUH CIIEAYIOIUX CI/ITyaLlV[ﬁ
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KopueBoii  kanan  umeer  Goabioe

aNMKaJIbHOEe OTBEPCTHE

KOpHeBOﬁ KaHaJl HeJIb3s U3MEPHUTH TOYHO M3~
3a TIOBPCKICHUSA I HEI0CTATOYHOIO
Pa3BUTHS  aNMKalbHOTO  OTBEPCTHS

TlonydeHHBIH pe3ynbTaT MOXET TMOKa3aTh

JUIMHY MEHBIIE, Y€M Ha CaMOM JIeNe .
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M30b1TOUHOE  KpOBOTEYeHHE "3
OTBepCTHS  BCKPBITOrO KOPHEBOro

KaHaJja

Ecmn KpOBb BBITCKACT nu3 OTBEPCTHA
BCKPBITOTO KOPHCBOI'O KaHalla W T1onajaacTt
Ha JIECHY, MOXKET BO3HUKHYTh YTeuKa
DJICKTPUYECKOTO TOKa, Hapymas TOYHOCTh
usMmepennit . Ilomoxaure 0 TOJHOM
OCTaHOBKH KpOBOTCYCHHSA . O‘HACTHTE
KOPHEBOW KaHal M OTBEPCTHE, MOIHOCTBIO
yAanuTe KpOBR W3 KOPHEBOIO KaHanla, H
TOJNBKO ~ TOCJE  3TOr0  MpMCTynHaiTe K

H3MEPCHHIO .

XuMuYeckHii pacTBop, nNonaBmMii B
KOpHeBoii KaHal, BBITEKaeT u3
oTBepcTHS

BbiTekaHHe  XHMHYECKOTO pacTtBopa U3
KOpDHEBOTO KaHala JeJla€T HEBO3MOKHBIM
TOYHOCTb mmepeﬂnﬁ .

BakHO ynanMTh PacTBOP M3 OTBEPCTHS .
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[Hapauumarme

(rampin ep,

10 nemenTa)

CiomaHHast KOpOHKa

Ilpy mnonomMke KOPOHKHM 4YacTh JIECHEBOIt
TKaHH TIOTIaZaeT B TMPOCBET; BCIEACTBUE
KOHTAaKTa  JIeCHeBOW TKaHH ¥  (paiima
KOPHEBOTO KaHajla BO3HHKAeT yTeyka TOKa,
TPENATCTBYST TOYHOCTH W3Mepenmii . B
ITOM ciydae HeoOXOJMMO — H301MpOBaTh
JICCHEBYIO  TKaHb c TOMOIIBIO

HaJUIeKaIlero MaTepuana .

[Oreeramenn

YTeuka Toka 4epe3 TpenMHy B 3y6e u
yepe3 OTBETBJECHHE KOPHEBOTO KaHaIa

TpemyHa B 3y06e MOXeT cTaTh NPHYMHON
yTeuke  TOKa, INPENATCTBYS  TOYHOCTH

HM3MEpEHHUI .

Tox MOXKET TaKXKe YTeKaTh uepes

OTBETBJICHUA .
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Oo0paGoTka KaHala ¢ TryTTanep4eBoii

oMo oii

Heob6xoaumo TIOJTHOCTBIO YAQIMTH
TyTTanepuy sl yCTPAHCHHS €€ M3OJALMH .
3arem TIOJTHOCTBIO BBCIANTC MaJeHbKUH
(aiin  uepes ammKkangpHOE  OTBEpCTHE

BBemmte B KaHal HEMHOTO  COJIGBOTO
pactBopa . Ciesnte 3a TeM, 4TOGBI PacTBOP

HE BBUIMJICSA 4Y€pE3 OTBEPCTHE B KaHAJIC .

Kopomca HWIH  MeTaNTHYecKHii npore3

TCsl € il TKaHbIO

W3mepenns He MOryT — OBITH  TOYHBIMH,
ecim  (aiin  KacaeTcs  METaJIM4EecKOro
TpoTe3a, CONPHKACAIOMIErocs C  TKAHBIO
necHbl . B stom  cmywae  mepen
TIpOBE/ICHHEM H3MepeHHit pacumpsTe
0 TBEPCTHE BBEPXY KOPOHKHM, 4TOOBI (aiix
He Kacajicsi MeTaJIYecKoro mpoTesa .

OCKOIKH/ONUIKH nocie  cBepJeHMs
3yb6a Ilyasna BHYTpH KaHala

VYnamure ¢ 3yda Bce OCKOJIKM/OIMIKH,

OCTaBLIMECH IOCJIE CBEPJIEHUA .

VYpanute BCio Mmynblly BHYTpH KaHama . B
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TPOTUBHOM  Cllydae HEJb3sl  MOJYyYUTh

TOYHBIC PE3YJIbTAThl U3MEPCHHS .

To mpmochone e

KapuecHblii y4acTok Kacaercsi JeCHbI
Ka pHecHOro yiacTka i JLeci

B sToM crmydae MpOMCXOAMT  yTeuka
JNEKTPHYECKOTO TOKA 4Yepe3 3apaKeHHbIi
KapuecoM YYacTOK Ha JIECHY, MpPENATCTBYs

TOYHOCTH U3MEPCHHUSA .

3a0,10KMPOBAHHBIH KaHAI

I/ISMepI/lTCHL HE MOXKET Hp()I\;ITH CKBO3b
336HOKI/IPOBBHHI>H>'I kaHan . IloJdHOCTBIO
pacxpoiﬂ'e KaHaJ BIUIOTH JIO AalWKaJIbHOU

KOHCTPYKLHH, 4TOOBI BBINOJIHUT b

HU3MEPEHHE .
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Ouennb cyxoii Kanai

3 Ecnu kaman odeHb Cyxo#, M3MepuTeNh He

cMOXeT paboTaTh, TOKa HE OKaKeTCs

man BIJIOTHYI0O K amekcy. B sTtom ciydae
TIonkITaiTech YBIIQKHATH KaHas

OKCHJIOJIOM HJIH COJIEBBIM PacTBOPOM .

Pazmune pe3yabTaTOB HM3MEPEHMii, MOJIYYCHHBIX C NMOMONIBIO AMEKCIOKATOPA
H peHTreHorpatbuu

HWHorna mokasaTend, MOIYdYeHHbIC C TOMOIIBIO arneKCIOKaTopa, He COOTBETCTBYIOT
M300P@KEHHIO HAa PEHITCHOBCKOM CHHMKE . DTO HE O03HaYacT HEHCHPaBHOCTH
areKcIoKaTopa WIH — PCHTTEHOBCKOrO —ammapara . B 3aBucmMoctn  OT  yrma
HanpaBlieHWs IlyyKka PEHTTCHOBCKMX Jiydeil BepxXyluka KOpHA 3yba  Moxer
0TOOpaKaThCsi HEKOPPEKTHO . IlojokeHHe BEPXYIIKH KOPHA OyJeT BH3yalbHO

OTJIMYATBCSA OT €€ HACTOAIICIO IMOJIOKCHUSA .

BI/IHHO, YTO Ha PEHTICHOBCKOM CHHUMKE
TIOJIO)KEHHUE areKca KOPHEBOTO KaHajla B

HACTOAIIHI MOMEHT HE COBIIalaeT Cc

AHATOMHYECKHM TMojoxkeHneM . Ha camom

[pesr resoncianii - Perrrenoncran |
nere, aniKanbHOe OTBepCTHE
T -
' gy — PACIONIOKEHO y KOpOHambHOM wdacth . B
JTOM Cllydae pPEHTIeHOBCKHii CHHMOK

MOXeT I0Ka3aTh, 4TO KOHYMK (aiia He
JIOCTUT'  allMKaJIbHOTO  OTBEPCTHsl,  Jake
€clM  Ha  caMOM  Jielle  OH  BIUIOTHYIO

TPHOIM3UIICS K HEMY.
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11. Ouncrka, ne3uHpeKnusi H CTEPHIN3 AU

11.1 BBenenue

B LEIAIX TUTMCHBI H caHvrrapHoﬁ GSZOHHCHOCTH KOMITOHCHTBI (}Z[ep)l(aTCﬂL (1)&117”103,
3aryOHBIiT KPIOYOK, IIyM, YUIMHHTENb) HEOOXOMMMO OYHINATh, JE3MH(HIMPOBA Th H
CTCPUIIM30BATE  MEPCA  KaXKIbIM HCIMOJIB30BAHUEM, ‘lTOsLI TIpEI0TBPATHTH
3arpsA3HCHHUC . 3T0 HY)KHO J€jlaTh TEPEea TICPBBIM  HCIIOJB30BAHMEM H ocie
KaXJ10ro IMOCHCAYIOWMICr0 HCMOJIB30BaAHUA . COéﬂmﬂaﬁTC HalMOHAIBHBIC TMpaBuia,

CTaHapThl M TPEOOBAHHS 110 OYHMCTKE, AE3MHMEKIMH W CTEPHITH3AINH .

TIpouesyps! TOBTOPHOi 00paGOTKM JaHHOTO ~CTOMATOJOTHYECKOTO —HMHCTPYMEHTa
HMEIOT JIMIIb OrpaHMYeHHOE TpPUMEHEHHe . OTO O03HAaYaeT, 4YTO OIPaHWYCHHE
KOJIMYECTBA Mpoueayp oOpaGoTkn —onpenensercs  (yHKIMOHATbHOCTHIO/M3HOCOM
ycTpoiicTBa . MaKCHMaJIbHO JIOMYCTHMOTO KOJIMYECTBAa TOBTOPHBIX 00paboOTOK He
CYIWIECTBYET. YCTPOWCTBO HE CJIEIYET HCIOJIb30BaTh TOBTOPHO, €CIH  3aMEYEHO
YXyJIICHHE CBOMCTB MaTepuana . B ciydae moBpeskieHHs YCTpOHCTBO HEoOX0JIMMO

06p360TaTL W OTHPaBUTh U3TOTOBUTEIKO JUISI PEMOHTA .

11.2 O0mue peKoMeHAAIME

# Tlonp30BaTeNb OTBEYACT 3a CTEPHIBHOCTh YCTPOWCTBA BO BpPeMs IEPBOTO IIMKIA
W TpH  K&KIOM TOCHEIYIOMEM HCIONb30BaHHH, a TaKKe HeceT
OTBETCTBEHHOCTb 33  HCIIOJIb30BAHHE  IOBPEXKICHHBIX  WIIM IPA3HBIX
HHCTPYMEHTOB, TJI¢ 3TO NPUMEHHMO, T10CNIe CTEPHIIH3ALNH .

# Jlns Bameld O€30IIaCHOCTH  NPOCHM — HAJeBaTh  CPEACTBA  UHIMBHIYalIbHOMH
3aUIUTHI (NIEPYATKH, 3aUTHTHBIE OUKH H I .).

® llcnonb3yiite TONbKO Je3MHGUUMpPYIOMMI  pacTBOp, I(QPEKTUBHOCTL KOTOPOro
0106 pena (crmcok OObemunenus npukiaguoii ruruenst ( VAH) / Hemeuxoro
obuecrtBa rurvensl W mukpooOuosnorun (DGHM), mapkuposka CE, opobpenne

VnpasieHus 10 HaJ30py 3a KaueCTBOM HPOLYKTOB IHUTAHUs U JIEKAPCTBEHHbIX
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cpeacte  (FDA)), B  COOTBETCTBHM C  PYKOBOJACTBOM [0  IPUMEHEHHIO,

MPENOCTABICHHBIM TIPOH3BOMTENEM Ae3HHPUIIMPYIOIIETO PacTBopa .

KauecTBO BOJBI TODKHO COOTBETCTBOBATH MECTHBIM HOPMam; B YacCTHOCTH, 3TO
KacaeTcsl TMOCJEIHETO JTama — ONOJACKMBAHMS, WM HCTOJB30BAHUS MOMKH-

Jie3uH(peKTOpa

TmarenbHO OuMIAaiiTe M NPOMBIBAHTE KOMIOHEHTHI MEPE] aBTOKIABHPOBAHHEM .

3alTpCU.laCTCﬂ HCIIOJIb30BATH }103"1"(‘1)"1["[))7}0“.("0 MaTtepualibl, COJICpXKa IHe

oTOeMBaTEITh HITH XJIOP .

KomnoHeHTsI, cTepuin3yeMble B aBTOKJIaBe

Jlepxatens  (aition 3aryOHbIH KPIOYOK lyn Y umiHuTe b

\
D

BHUMAHHE!
® B aBTOKJIaB Pa3pemaeTcs NOMemarh TOIbKO KOMIIOHEHTHI, YKa3aHHBIE BBILIE .
# Crepwimsyiite yKasaHHbIC KOMIIOHEHTBI Iepell TIEPBBIM HCIIONB30BAHHEM H

TI0CJIE KaXKJ10T0 HCIOJIb30BAHUA .

IoaroToBka Ha MecTe HCIOIB30BAHHS @ OTCOCAMHHTE KOMIIOHEHTBHI (3aryGHbIit
KPIOUOK, JepKkarens (aiina, LIyl M yMUIMHHTEIb) OT OCHOBHOrO yctpoiictBa . Cpasy
II0CIIe UCIIOJIB30BAHMS CMONTE C KOMIIOHEHTOB CHJIBHBIC 3arps3HEHHS € IOMOLIb IO
xo JsoaHoi Boabl (<40 °C). 3amperuaercsi HMCIHOJB30BaTh (PUKCHPYIOLINHE MOIOIIHE
cpeacrtBa WM ropsuylo  Boay (>40 °C), MOCKOJBKY — 3arpsi3HEHHS  MOTYT
3a)MKCHPOBATHCSI HA YCTPONCTBE W MOBJIMATH HA Pe3yJbTaT mpouecca 00paboTKH .

TlomecTute MHCTPYMEHTBI BO BIQXKHYIO CpELy.
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BHUMAHHE!
3anpemraeTcsi  MOrpy)KaTh  KOMIOHEHTBI MM NpPOTHpPaTh HX  JO00H  m3
TIepEUHNCIICHHBIX nanee (DyHKIHOHATBHBIX JKHIKOCTEH (kuCIOTHAs
9JIEKTPOJIM3UPOBAHHAA BOJA, KPENKHil IIEJOYHOH pacTBOP, O30HHMPOBAHHAs BOJA),
M e/l MUMHCKHMH CPeACTBaMH (TJIyTapam M AP .) WIH JIOOBIMH APYTHMH OCOOBIME
THIIAMH BOJIBI JMOO KMIKOCTEH JUI MPOMBIIUICHHONW OYMCTKH . IIpMeHeHHe Takmux
JKHJIKOCTEH MOXET BBI3BAaTh KOPPO3HIO METAIUIMYECKHX YaCTeH M NPHIMTIAHNE

OCTaTKOB MEIHUIMHCKHUX CPEJICTB K KOMIIOHEHTaM .

TpaHcnopTHpoBKa:  0e30MacHOe  XpaHEHHE M TPAHCTIOPTHPOBKA K MECTY
00paboOTKHM MO3BOJIMT H30EKATh TIOBPEKICHHI 1 3aTPA3HEHNS OKpYKarolIeH

Cpesbl .

ToaroToBKka K yIajdeHHIO 3arpsi3HeHHii: ycTpoiicTBO HeoOXonmmo oGpaGaTsiBaTh
B Pa306pPaHHOM COCTOSIHHH .

BHUMAHUE!
® He 3a0yb6Te BBIHYTh (ailil epest O4UCTKOM Aepikarens daiina .
# Co6uogaiite COOTBETCTBYIOIIIE MEPhI HHNBUIYAIbHON 3aIUTHI .

TlpenBapuTenbHasi OYHMCTKA. MNPEIBAPHTEIBHO OYUCTHTE YCTPOHCTBO — BPYHYHYIO,
MOKa OHO HE CTaHeT BM3YaIbHO YHCTBIM . IIOrpy3uTe KOMIIOHEHTHI B MOIOIIMI
pacTBOp M C MOMOLIBIO BOJAOCTPYHHOIO IHMCTOJIETa NPOMOMNTE MOJOCTH M IIPOCBETHI
XOJIOJHOI BOJONPOBOHON BONOi B Teuenne He MeHee 10 cexynn . Oumcrure

TIOBEPXHOCTH MSATKOH IETKOMH .

OuHCTKA: 4YTO Kacaercs Olll/lC'l'Kl/l/Lleiil/lll(beKl.ll/ll/l, OIOJIACKUBAHUA WM BBICYLIWBAHUSA,
HEOOXOJUMO pa3MyaTh py4HbIE M aBTOMATHYECKHE CIOCOObI 06paboTku
OrtnaBaiite npeanoyTeHHe aBTOMATHYECKUM croco®aM 00paboTKHM, B 4aCTHOCTH, H3-
3a JIy4lIero CTaHAapTU3aLMOHHOIO MOTEHUMAla U llpOMblLLlJlellllOﬁ

6e301acHOCTH .
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ABTOMATHYECKAs OYHCTKA:

Hcnone3yiite MOIiKy-1e3MH(EKTOp, ~ COOTBETCTBYIONIYIO  TPEOOBAHHIM
crannapra 1ISO 15883.

AKKypaTHO TOMECTHTE HHCTPYMEHT Ha JIOTKE B MOWKY -A€3HH(DEKTOp,
YCTAaHOBHTE CIIEyIONIHE NapaMETPBI M 3allyCTHTE MPOrpaMMy:

# 4 MuHYTHI - IPEIBAPHTEILHOC MBIThE B X0NI0THOH Boae (<40 °C)

cmB
5 MHHYT - MBIThE B CITa0OM IIEJIOYHOM MOIOIIEM pacTBope npu 55 °C
cimB
3 MuHYTHI - HeifTpamisanus B Terioil Boge (>40 °C)

CIIMB

5 MHHYT - IPOMEKXyTOYHOE OTIOJIACKHBAHNE TeTLIoH Bogoii (>40 °C)
- CIIMB

Tlporiecchl aBTOMATHYECKON OYMCTKH OBUIM  BANMAMPOBAHBI C  MOMOLIBIO
cp excrsa 0.5 % Heommmep MenuKmin dopre (0.5% neodisher MediClean forte) («/I-
p Baiirepr» (Dr. Weigert)).

TIp mmeuanue B cooTBeTcTBMM co craHmaprom EN 1SO 17664: pyunsie
CIIOCOOB! OYHMCTKH JUIS [aHHOTO YycTpoiicTBa He TpeOyiorcs . Ecmu HeoGXommMo
NPUMEHHTh PYYHOI CMOCO6 OYHMCTKH, BANMIHPYITE €ro mepesl NPHUMEHEHHEM .

BHUMAHUE!

#® Jcro Jb3yiiTe TONBKO OJOOpEHHbIE MOMKH Je3MH(EKTOPHI, yIOBIETBOPSIOIINE
TpeboBanusm crangapra EN 1SO  15883; perymsipHo ocCyliecTBistiite HX
TEXHHYECKOE 00CIIy)KUBAHHE H KAaJIHOPOBKY.

# CrenyiiTe HMHCTPYKUMAM M CcOONIOJANTe KOHLEHTPALMM M IPONOPILUH,
yKasaHHble H3rotoBureneM (cM . OOIMe peKoOMeHIAlnH).

Jesundexnus : aBTOMATHYECKas TepMUYecKast Je3uHpexus B

MOiiKe/1e3uH(EKTOpe ¢ y4eTOM HALMOHAIBHBIX TPeOOBAHUH B OTHOLICHHU
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mapamerpa A0 (cm . EN ISO 15883).

Jlns yerpoiicTBa BanuanpoBaH mukn AesuHpexumu = 5 Munyt npu 93 ° C, uto6s
noctuyb 3naueHnst A0 = 3000.

ITocne py4HOH OYHCTKH HEOOXOAMMO HEMEUICHHO BBITIONHUTH ABTOMATHYECKY FO
e3nHGEKIMI0 MM CTePHIM3ALMI0 MHCTPyMeHTa . PyuHoil cmoco6 aesuH(exunn

HE PEKOMEHITYETCS .

BricymuBanue :

ABTOMaTHUECKas CyIIKa:

Tpocyumre MOBEPXHOCTh MHCTPYMEHTa, BKJIOYMB ~ IHUKI ~ CymIKH B
MOﬁKE-ﬂemmbekTope . Ilpmn HEOOXOTMMOCTH JOTIOJTHUTETTLHO TPOCYIINTE
MHCTPYMEHT BPY4HYIO MOJIOTEHIIEM, HE OCTaBJIstoIMM Bopca . [Ipoayiite monoctu

MHCTPYMEHTOB CTEPHIIBHBIM CHKAaTBIM BO3yXOM .

DYHKIHOHAILHOE TeCTHPOBAHHE,  TeXHHMYECKash  NOMIepKKa:  BusyalbHelii
OCMOTP KOMIIOHGHTOB Ha OTCYTCTBMC 3arps3HeHMe M cOOpKa ycTpoiicTBa
DyHKIMOHAILHOE TECTHPOBAHHE COIJIACHO HMHCTPYKIMM N0 npuMeHeHmio . Ilpu
HEOOXOJMMOCTH  BBITIOJIHMTE 0OpPabOTKY NOBTOPHO, TOKa KOMIIOHEHTHI HE CTaHyT
BH3YaJIbHO YHCTHIMH .

Tlepen ymakoBKOW ¥  aBTOKIABHpOBaHHEM yOeaumrech B TOM, 4dTO OBl Jia
OCYIIECTBICHA TEXHUYECKas MOJUIEPIKKA H3/IENUS B COOTBETCTBHH C

MHCTPYKIMAMH H3TOTOBHTENS .

VYnakoBKa: [Ulsi CTEDPHIIM3ALMHI YIIaKyifTe HHCTPYMEHT B COOTBETCTBYIOLIMIA
YIAKOBOYHBIH MaTepHa .

BHUMAHHUE!
#® JIpoBepbTe CPOK TOMHOCTH IAKETA, YKA3aHHBI M3rOTOBUTENEM, 4TOObI
OIIPEIeIHUTh OCTABLIMICS CPOK ACHCTBHS .
® Jlcrionb3yiiTe NakeTbl, YCTONYMBBIE K BO3JEHCTBHIO Temmeparypsl jo 141 °C u

cooTBeTcTByIOIME TpeboBanusam crangapra EN 1SO 11607
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Crepuamsanmnst . WHCTPYMEHTBI CTEpMIM3YIOTCS B NapoOBOM CTEPHIN3ATOPE C
BO3MOXKHOCTBIO  ()PAaKIMOHMPOBAHHOTO  TpEeABakKyymMa (B COOTBETCTBHH  CO
craua aprom EN 285 / EN 13060 / EN ISO 17665), ¢ y4eToM COOTBETCTBYHOLIMX
HOPMATHBHBIX TPeOOBaHMiT KOHKPETHOMH CTPaHEHI .

Munnmansusie TpeGoBarms: 3 MunyTsl npu 134 °C (8 EC: 5 munyt mpu 134 °C)

MakcumaneHas Temnepartypa crepuimsanuu: 137 °C
3anpemaetcss  BBITIONHATH  SKCMPECC-CTEPMIIM3AIMNI0  HHCTPYMEHTOB, — MMEIOIINX
TOJIOCTH/TPOCBETHI .

BHUMAHHUE!
# Vcronm3yiite TOJIBKO 07100peHHbIe ABTOKIIABBI, COOTBETCTBYIOIIHE
TpeGoBanmsaM ctannapta EN 13060 mmu EN 285.
# [IpuvensiiTe BaTMINPOBAHHYIO MPOLEYPY CTEPHIM3AINH B COOTBETCTBHH CO
crannaprom EN 1SO 17665.
# CobozaiiTe mpolenypy TeXHHYECKOro 00CITyKHBAHNs aBTOK/IABa, yKa3aHHYIO
M3TOTOBHTEIIEM .

# TIpuMeHsITE TOIBKO PEKOMEHIOBAHHYO NPONEYPY CTEPHIM3AIMH .

Kontpommpyiite 3((eKTHBHOCTh CTEpHIM3AIHH (LIEJOCTHOCTh YIAKOBK H,
OTCYTCTBUE  BJAard, MW3MEHEHME  IIBETa  MHAMKATOPOB  CTEPHIHM3AIl MH,
(U3HKO-XMMHYECKHE HHTErpaTophl, H(POBas 3alHCh NapaMeTPOB IIHKIA).

® [Iponenypa CTEpWIM3AIMHM JOJDKHA YIOBICTBOPATH TPEOOBAHHAM CTaHZApTa
EN ISO 17665.

- OxJ1aiuTe KOMIIOHEHThI Tiepel U3BJICYCHHUEM .

Xpanelme I XpaHUTE CTEPUIHU30BAHHBIE MHCTPYMEHTBI B CYXOM YHUCTOM MECTE 6e3
CJICZIOB IBUIM, HPH HEBBICOKOM TeMIIepaType; YCIOBHS XPAHEHHs CM . Ha ITHKETKE U
B MHCTPYKUMH I10 IPUMEHEHHIO .

AB[[HJ’\/IA[[I/IE.’

CTepuiIbHOCTh HE MOXKET ObITb TIapaHTHPOBAHA, €CJIM  YIAKOBKA OTKPbITA,
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MOBPEXKAEHA WM BIAKHAS .
IlpoBeppTe  ymakoBKy  mepeJ  HCHONB30BAaHMEM  (LEJNOCTHOCTh  yHMAKOBKH,

OTCYTCTBHE BJIATH, COK TOJHOCTH).

BHUMAHHUE!

I/IHCprKI.["", TIpC/ICTABJICHHBIC ~ BBIIIC, 01106pel'“z] M3rOTOBUTECIIEM  MEAUIIMHCKOTO
M3JIeTHS KaK CIOCOOHBIC MOATOTOBHTH MEIHMIMHCKOE H3JENHe K HCIOIb30BAHHIO

OGpaboTIMK HECeT OTBETCTBCHHOCTh 33  MONYYCHHE JKETAEMOr0  PesynbTara
00paboTKH, (AKTHIECKH  BBIIOJHSAEMOH C  WCIONB30BAaHHEM  00OpYHOBAHMS,
MaTepuaioB M TEepCOHANa NpPEANPHATHS, OCYIIECTBIAIONIEr0 00paboTKy. 910
Tpebyer BepudMKalM¥ W/WIM BalMIallid M TEKyIIero MOHMTOPMHIa mpolecca .
JlroGoe HecoOmoneHne 00pabOTYMKOM  TPEJIOCTABICHHBIX  MHCTPYKIMI  TaKxke
HEoOXOJMMO  JIOJDKHBIM ~00pa3oM  OLCHWTh Ha Haiuuuue S(GGEKTHBHOCTH M

BO3MOKHBIX Heﬁnaronpmnmx TIOCJIC/ICTBHH .
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Jlesunduumupyembie  KOMIOHEHTbI

Anexcnokatop 3apsaHas CTaHIMA Ananrep
(r /-_ s
{ \ |
0 e mes
W\ r— /) J.!
Tectep
TIpotpute BCe NOBEPXHOCTH TKAHBIO, Clerka CMOYEHHOH  3TaHONOM  JUis
nesuHdekuun (dTaHon, obbemubli mpomenr 70 - 80), He MeHee 2-X MHHYT.

TlosTopure 5 pas .

ITIPUMEYAHUE

3anpemaeTc;{ HCIIOJIE30BaTh JH000e CpeACTBO, 3a UCKIIOYEHUEM dTaHoJIa JUIs

¢exiun (3ranoin, 06

it mpouent 70 - 80).

3anpemaeTc;{ HCIIOJE30BATh CIMIIKOM OOJIbIIOE KOJIHYECTBO ATaHOoJI1a, TOCKOJIbKY

€ro M30bITOK MOKET TIPOHUKHYTh BHYTPb yCTpOﬁCTBa U TIOBPEAUTH KOMIIOHEHTHI .
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11. Mouck 1 ycTpaHeHHe HeUCIPABHOCT e

IIpi oOHapyeHHH HEHCTIPABHOCTH TNpPOBEPHTE CIEAYIOIINE MyHKTBI, TPEXAEC UM
CBSA3ATHCS C AUCTPHOBIOTOPOM . ECim HM OMH TYHKT He NPHUMEHNM HIH mpobiema
HE YCTpaHeHa JaXe TMOcje MNPHHATHS Mep, BO3MOXKHO, YCTPOHCTBO HEHCTIPaBHO

CBSKHTECH C TUCTPHOBIOTOPOM .

IIpoGnema Ipuunna Crioco6  ycTpaHeHus
Barapest paspsiuiach . 3apsiznte Garapero .
YerpoiictBo He
Haxwumaiite KHOTIKY
BKIOJACTCA . Comnikom GbICTPOE HaXkaTHe

BKIJI . Gonee pymrensHoe
xHonku BKJT .

BpeMS .
AnEKCIOKaTOp — JeKHT — Ha
3apsHOM 6ase B | IIpoBepbTe MONOXKEHHE .
HeNPaBHIILHOM TIOJIOKCHHH .
Ha JKpaHe He
3aropaercs
O3HaKoMbTeCh c
HHIMKATOp 3apsiika 3aBeplieHa .
MHCTpYKLMeid k Oarapee .
GarapeH .

BapsuHas 6aza BbIIUIA U3 CBsiKHUTECH c

cTpos . JIMCTPUOBIOTOPOM .
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I'pomkocTts 3BYyKa Ycranosure TPOMKOCTh
OTCYyTCTBYET 3BYK .
ycraHoBnieHa Ha 0. 3ByKa Ha 1, 2 wm 3.

12. Bpemsi paGoThI MpH MOJIHOI 3apsi/iKe H BPeMsi 3apsiIKH
npO}lOIDKWI‘EJTBHOCTB paﬁoqero BPEMCHH TIpH TIOJTHOM 3apA/Ke: HE MCHEE 9 vacoB .

Tpebyemoe Bpemst Juist MosHO# 3apsiakn: 44 + 0.5 4 .
13. Pa3mepbl I THKETKH

MapxkupoBka yctpoiicTBa . Pasmepsr stukerkn: 35x25 mm 0.5 MM

MapkupoBka kopobku . Pasmepsr stiketkn: 90X70 mm #0.5 MM

14,  MaccorabapuTHbele  XapaKTePHCTHKH  H3JeJHsl H  €ro

KOMIIOHCHTOB

KoMIioHeHT Bec TaGaputsl MM (£5%)
/ATIEKCIIOKaTop 14.5+5r 28 x 48.5 x 153
3aryOHbIH KPIOYOK 2.5+1r 64 x 24.6, d2

Iy 2.2+0.51r 82, d2.5

Jepsxatens (aitios 7.6£2r 416, d12.8

Tecrep 2.240.51 34 x 8 x 10, d2
BapsiHas CTaHUUs 38.5+5r 60 x 60 x 14.4

VY umsuTe s 6.3+1.51 386, d2.5
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78.5 x 74.5 x 29, mmHa
kabens 1200

Anarrep 82+8r

15. CBeneHust 0 AMaNa3oHe ¥ TOYHOCTH H3MEpEeHUus PpacCTOAHUA 10
aleKkca, a TaKKe HaINpPSAKeHHH, CHJIe TOKa H (l)OpMe HMITYJbCOB,
€o31aBaeMbIX H3/1eJITHEM NPH JIOKAJIH3AIUH AMTHKAIBHOI'O CYKeHHUA:

TouHOCTh (hyHKIIMH M3MEPEHHs paccTosiHus 10 anekca: + 0.5 MM, amamason
M3MEpPEHHs: OT 3 MM JI0 amekca

CHuia TOKa: He SIBJISIeTCS BBIXOAHON XapaKTepHUCTHKOM JUTsS W3eHs
Hanpsikenne: 70£10 mB

®dopma UMIYJIBCOB: MPAMOYTOJIBHAS

16. Texuuvyeckne XapaKTePUCTHKH

3roTOBUTEIb Changzhou Sifary Medical Technology Co., Ltd (KuTaii)
Monens AirPex
Pasmepst 13cm X 11 cem X 8 cm + 1 oM (BHeIHsIsE KOpoOKa)
Bec 0.35 kr +10 % (B ymakoBke)
Hcrounuk JIutuii-nonmepHas akkymysitopHas Oarapes: 3.7 B, 110
MUTAHUS MAY
Bapsiika Oarapen BecnpoBojnasi 0T 3apsiiHOrO ycTpoiicTBa
Turanue —_—
5B 1A
3apsiJIHOTO
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yCTpOﬁCTBa OT CETEBOro aaanrtepa:
— Bxox (100 + 240) B, 50/60 I', (0.5 + 0.2) A;
— Bexon 5B dc, 1 A

3amura oT YCTpo#CTBO ¢ BHYTPEHHMM HCTOYHMKOM TIMTAaHUS M paboueit
TOpaKeHHs gacteio THma BF.
3IEKTPOTOKOM Knacc Il mpu 3apsnke Garapen
Pexum paboThI [MponomxuTenbHbIH
Knace 3amutet IPX0
TIporpammuoe
Bepcus: AP1.1.1.010, Hara: 10.09.2019, Knace B.
obecrieueHne
Hcnonb3oBanue: B 3aKPBITHIX NOMEIICHHAX
Temneparypa Bo3ayxa: 5 °C - 40 °C
Venosus
OrHocutenbHas BiaxHOCTh: <80 %
9KCIUTyaTalui
PaGouas Bbicora <3000 M HaJ ypoBHEM MOps
Armocteproe nasnenne: 70 kIla - 106 kITa
VenoBus Temmneparypa Bo3myxa: -20 °C ~ +55 °C
TPAHCTIOPTHPOBKH OtHocuTenbHas BiIaxHOCTH: 20 % - 80 %
U XpaHeHHs. Armocheproe nasnenne: 70 xIla - 106 xIla

17. Ta6auusbl eKTpoMarHuTHO# coBmectTumoct (AMC)

PyKOBO}JCTBD H JeKjapanusi M3roToBuTeNsl - E)nek'rpomarﬂnmue H3JIyYeHust
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Mogens AirPex npepHasHadeHa Ui HCIIONB30BAaHMS B OICKTPOMATHATHON cpere,

YKa3aHHOH HMXKe

3aka3uMK MIM TOJb30BaTenb AIrPexX JoJKeH rapaHTupoBath

HCIIOJIE30BAHNE YCTPOHCTBAa HIMEHHO B TaKoi cpejie .

HcnbiTanue Ha CooTBeTcTBHE DJIeKTPOMArHHTHAS cpena -
M3JIyueHHe TpeGoBaHNAM PykoBoacTBo
AirPex HCTIONB3YeT
PaJMOYaCTOTHYIO JHEPTUIO
MCKITIOUMTENTBHO JUI BHYTPEHHEH
PanmouacrotHoe (VLIS VposeHb
H3JTyYEeHHE, I'pynma 1 PaZMoYacTOTHOTO H3ITy4EeHHS OUEHb
crannapt CISPR 11 HM3KUH ¥ HE BeJIeT K HapylIeHUAM
(yHKIMOHMPOBAHHS
PACTIOJIOKEHHOTO BOIM3H
3NEKTPOHHOTO 0BOpPY/I0BaHHUS .
PanunouacrorHoE
H3ITy4eHHeE, Knace B
craugapt CISPR 11
AirPex TIPHTOJICH JUIs
Ommcenst HCIIONB30BAHUS. B JOOBIX 3JAHHAX,
FapMOHHHECKIX Knace A BKIIOYAs OKWIble JOMa M  3IaHUs,
COCTaBILAIOIIHX, HANPAMYIO COeJIMHEHHbIE c
MO3K 61000-3-2 KOMMYHAIIHBIMH ~ HH3KOBOJIbTHBIMH
CeTSIMH,  NPEeJHA3HAYCHHBIMH  JUIS
Konebanus . -
9HEProOCHA0KEHUs! JKUIIBIX 3JaHHH .
HATPSOKEHUs. !
CooTtBercTBYyeT
Meplaoee
M3IIyuYeHHUE, MDBK
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61000-3-3
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PykoBocTBO M jJeKjIapauusi M3rOTOBHTeNsi — YCTOHUHMBOCTL K 9JIEKTPOMATHHTHBIM

nomMexam

Mozens AirPex npexHasHadeHa Ui HMCIOJIB30BAHHS

HIKE

HMMEHHO B TaKOH cpefie .

B DJIEKTPOMArHUTHOM cpeje, yKa3aHHOH

3aka3uuK WM MoJab30BaTenb AIrPexX MOo/DKeH rapaHTHpOBATh HCIOJIB30BAHME YCTPOMCTBA

HcnbiTaTe bHbIi Yposenn
Hcenbitanune Ha DJIEKTPOMATHUTHAS
. ypoBenb no MOK COOTBETCTB Hsl
TOMexX0ycTOHYHBOCTE cpena — PykosojacTso
60601 TpeGoBaHUSM
TTonsr TIOMEIICHUSA
JIOTDKHBI OBITH
BBITIOJIHEHBI W3 JIepeBa,
+/- 8 xB +- 8 xB Gerona WK
VYcroitunBocTh K| KoHTaKTHbIH PA3PANL | konrakTHBIl PA3PAN | kepaMHUYECKOM MITHTKH .
9JIEKTPOCTATHIECKHM Ecnu noJbI MOKPHITHI
paspsaam (OCP), MOK +/- 2 kB, +/- 4 kB, +/- 2 kB, +/- 4kB, CHHTETHYECKHM
61000-4-2 +/- 8 kB, +/- 15kB  |+/- 8 kB, +/- 15 kB | marepuanom, TO
B BO3/IyXe B BO3/yXe OTHOCHTE/IbHAs
BIIXKHOCTH BO3JyXa
JIOJDKHA COCTaBIIATh HE
menee 30 %.
. Kauectso
VeroitunBocth K|+ 2 kB + 2B
JNEKTPONUTAHUSA B CETH
OBICTPBIM nepexoaubiv| 100 k' 100 xI'y
JIOJDKHO
mpoLeccaM M BCIUIECKaM, | 9acToTa yacrora
COOTBETCTBOBATH
MDK 61000-4-4 TIOBTOPEHUS TIOBTOPEHUS
TUITAYHBIM YCIIOBUSM
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HCTONB30BAHUS B

KOMMEPUYECKNX
YUPEKIACHUAX WA
GOJBHAIAX .
KauecTBo
Mexny dasnoe MesxydasHoe
DJICKTPOTIUTAHNSA B CETH
HanpsKCHUE: HanpsXKCHUE:
JOJDKHO
+0.5 kB, 1 kB +0.5kB, + 1 kB
COOTBETCTBOBATH
CKa4yOK HaNPSKCHUS,
- . TUITAYHBIM yCoBusIM
MDK 61000-4-5 Mexay  dasoir  u|Mexny  ¢asoii  u
N . HCTIOJTb30BAHMS B
3emreit: 3eMIeii:
KOMMEPYECCKHUX
+ 05 kB, + 05 kB, P
YPEKIACHUAX WA
+ 1B, + 2 kB + 1xB, + 2 kB Yapern
GONBHAIAX .
0 % Ut; 0.5 uukia 0 % Ut; 0.5 mmkna Kauectso

Tlajgenus Hanpsokenusi, [mpu  0°, 45°, 90°, |mpm 0°, 45°, 90°,
MDK 61000-4- 11 135°, 180°, 225°,(135°, 180°, 225°,
270° u 315° 270° u 315°

0% Ut 1 mukn u

0% Ut; 1 uukn u

Ilepenagst  Hanpsokenust, (70 % Ut 25/30 (70 % Ut 25/30
MDK 61000-4- 11 LMKJIOB, CHHYCOMJA |UMKIOB, CHHYCOMIA
asbr Ha 0° azsr Ha 0°
0% Ut; 0% Ut;

250/300 wmkiioB

250/300 umksion

DJICKTPOIIUTAHUS B CETH

J0JDKHO

COOTBETCTBOBATH
TUMMAYHBIM yCnoBusIM
HUCIIOJIb30BaHUS B
KOMMEPYECKUX
YUpEKIACHUAX Wi
GOJIbHULAX . Eciu

10JIb30BATEII0

ycrpoiictBa  Tpedyercst
HempepbiBHAas paboTa B
YCIOBHSIX — IpepbIBAHUI

CETEBOr0  HANPSKEHMs,
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peKoOMeHIyeTCs

obecneunts NUTaHUe
ycTpoiicTBa oT
HCTOYHHUKA
6ecnepeboitHoro

NUTaHus WK Garapen

MarnuTtHoe nosie
pacueTHoit
lTpOMB""JTeHHOﬁ 4acToThl,

MDK 61000-4-8

30 A/m 50 I't mm 60
'

30 A/m 50 I't i 60
I'm

MarnutHOE nose
TIPOMBIIIICHHOH
YacTOTHI JIOIDKHBI

HaXOIMThCS Ha YpOBHE,

COOTBETCTBYOIIEM

TUITAYHBIM YCIoBUsIM
HCIIOJIb30BAHMS B
KOMMEPYECKIX
YUPEKIACHHAX wim
GONBHAIAX .

Tpumeuanue: Ut: HoMuHabHOE Hanpsbkenue (Hanpsokenust). Hanpumep, 25/30 mukioB o3Hadaer

25 ko mipu 50 ' win 30 nukstoB mipu 60 '
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PykoBoCTBO M jJeKjIapauMsi M3rOTOBHTeNsi — YCTOHYMBOCTL K JJIEKTPOMATHHTHBIM

nomMexam

Mozens AirPex mnpeanasHaueHa Ul HCIIONBb30BaHHS B

2JIeKTPOMArHHTHOH

cpene, ykasza HHOM

HIDKe . 3aKa3dMK WIM Toibp30BaTenb AIrPeX [oDKeH rapaHTHpOBaTh HCIIOJIB30BaHHE YCTPOMCTBA

HMMEHHO B TaKO# cpefie .

HcnbitaTebHbi Yposenn
Hcnbitanue Ha DJIeKTPOMATHUTHASI
ypoBenb o MOK COOTBETCTB s
NMOMEX0yCTOHYHBOCTH cpena — PykoBoxctBo
60601 TpeGoBaHUAM
KonnykTuBHBIE TOMEXH, 3B 3B Paccrosinmne oT
HaBeJICHHbIE 0.15 MI'r - 80 MHz, TIOPTaTHBHEIX "
PasMOYaCTOTHBIMU 6B; B MOGHJIbHBIX
3IEKTPOMATHUTHBIMU NPOMBILUICHHOM, BBICOKOYACTOTHBIX
TOJISAMHI Hay4qHOM H CPeICTB  CBA3M  JI0
MDK 61000-4-6 MEMIMHCKOM mo6oii wactn AirPex,
JINANa30He MEKITY BKJIFOYas KaOemw, He
0.15 MI'n u 80 JIOJDKHO OBITH MeHee
MrI1, 80 % AM npu PEKOMEH]TyeMOoro
1kl HPOCTPAHCTBEHHOTO
pasHoca,
PACCUMTAHHOTO c
HOMOIIBI0  hopMyJIBl,
NPUMEHUMOH ISt
4aCTOThI NEPENATUHKA .
3 B/m, 80 Ml - 2.7 3 B/m PekoMeH Ly eMblii

M3nyuaemsie

PaaHOBOJIHBI MArHUTHBIX

ITu, 80 % AM npu

MMHMMAJIbHbI
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noseit, MOK 61000-4-3 1kl MPOCTPAHCTBEHHBII
pasHoC
Cwm. TabHIy
PAAHOYACTOTHOTO
06opyoBaHHs
6ecnpoBOHOM CBSI3N
«PexomentyembIit
Hons B 6mwkHeii 30He Cw . Tabmmiry CootsercTByeT
PajMoYacTOTHOTO PaMOYaCTOTHOTO
06opynoBanus o6opyaoBanus
6ecnpoBOIHONM CBSA3H, 6ecnpoBoOHOM MHUHUMAaJTbHBIH
MDK 61000-4-3 CBA3M NPOCTPaHCTBEHHbII
«PexoMeH Ty eMblit pasHoc»
MMHMMAaJIbHbIH
NPOCTPAHCTBEHHBII
pasHOCY
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Pexomenjiyemblii MHHMMAJIbHBINH NPOCTPAHCTBEHHBIH pasHoc

CerofiHsi MHOTHE PajHOYaCTOTHBIC OECTPOBOJAHBIC YCTPOICTBA HCIHONB3YIOTCS B PA3iMd  HBIX
MEHIMHCKIX YUPEXKACHHAX, TAC MNPUMEHSETCSs MEIMIHMHCKOe 00OpyIOBaHHE H/MIH CHCTEMBI

Hcnonp30BaHne TaKHX YCTPOHCTB B  HEMOCPEACTBEHHOI 6m3ocTH oT METHIHHCKOTO
000py/IOBaHHSI W/HIM CHCTEM MOJXKET MOBJIHATH Ha OE30NMAacHOCTh M OCHOBHBIC XapaKTEPHUCTHKH
MEJUILMHCKOr0  0bopynoBanus W/wim cucreM . Mogens  AirPex Gbima mpoTecTHpoBaHa Ha
HCTIBITATEIHOM YPOBHE TPH HCTBITAHHAX Ha TOMEXOYCTOWYMBOCTh, YKa3aHHOM B TabimIe HHKE,
W yJOBIIETBOPSET COOTBETCTBYIONIMM TpeboBanusM cranmapra MOK 60601 - 1-2:2014. 3axasunk
w/unn TMOJTE30BATENh JIOJDKHBI TIO/UIEPKUBATh MHHHMAJIbHOE paccrostHie MEXILY

PajMOYaCTOTHBIM 000pY/I0BaHHEM OeClpOBOHOM cBsA3n 1 AirPex, Kak peKOMEHIOBaHO HUKE .

Hcn
BITAT
elIbH
Ma
bl
KCH
YpoB
Maix
eHb.
Yacto Yacto bHA Pac
. npu
Ta 1St THBIH E cTo
Hen
HMCNBIT Jauana ObcayRuBaHHEe Monyasinust MO SIHA
bITA
aHMit 30H mH e
HHAX
(MT'w) (MI'w) ocT (M)
Ha
b
nome
BT
) xoyc
ToHY
HBOC
™
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(B/m

ObueeBponeiickas
385 380 - CcHCTEMA TPaHKOBOii HmnyabcHas 1.8 0.3 27
csizu (TETRA)
MOIYJISAIHS
390 400
18 '
Ooummit MOOHJIBHBIH
paanocepeuc (GMRS) M (FM)
430 - 460
450 - 05w, 03 | 28
470 C P P OTK. 1
(FRS) k' cunyc
460
710
Jlnanason 4yactot
745 704 - LTE HmnynbscHas o 0 .
787 13, ;I](-);Iyﬂﬂlll/lﬂ . .
Tu
780 7
810 800 - . .
J100a1bHAs cucTeMa nyJIbCHAs 2 03 28
870 960 IS MOOWJIBHOI CBSI3H MOXYJISIIHS
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930

(GSM) 800/90,
ObuieeBponeiickast
cucremMa TPAHKOBOW
ceszn  (TETRA) 800,
Huterpuposannas
cucTema MOGHILH Ol
CBSI3H (iDEN) 820,
MHuoskecTBeHHbII
AOCTYI c KO/10BbIM
pazjesieHHeM (CDMA)
850, amanmazom  wacToT
LTES

18 I'm

1720

1845

1970

1700 -
1990

Tnobanbnas cucTema
AJsi MOOMIBHON  CBA3M
(GSM) 1800;
MHuoxecTBeHHbII

J0CTYN c KOJOBBIM
pazjeieHHeM (CDMA)
1900; Tio6anbHas
cHcTeMa IS MOOHJILHOM
CBS3H (GSM) 1900;
CTaHJapT DECT;
a manason yacror LTE 1,
3, 4, 25; YHuBepcajabHasi
MOOHIbHAS
TeJIeKOMMYHHKAIIHOHHA

st cucrema (UMTS_

HmnynbscHas
MOy IS
217 T

0.3

28
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2450 2400 - Bmoryc (Bluetooth) HmnyabcHas 2 0.3
B OecnpoBoHOI
JoxanbHoii cetn WLAN,
802.11 b/g/n, MoxyasHA
2570 paanoyacToTHast 217 I'n
mientnduxanns  (RFID)
2450, namManazoH  yacToT
LTE7
5240 BecnipoBoanas "
5500 5100 - JokanbHas cetb WLAN MUY CHA 0.2 03
5800 802.11 MOy ISTIHst . .
217 T
5785 an
ABHI/IMAHI/IE.’
1 Hcnonp3oBaHue —akceccyapoB, M KaOeneil, He yKasaHHBIX JH60 He

NPENOCTABICHHBIX ~ npomsBoiureneM  AirPeX,  MoXeT — NPHBOIHTE K
TMOBBIIICHAIO  3JIEKTPOMATHATHOTO  M3ITy4eHHs moo CHIKEHHIO
ycroiunBocTH AirPex K 3JIeKTPOMArHHTHBIM TOMEXaM H, Kak CIeJCTBHE, K
€ro HelpaBIBHOI paboTe .

Ceenennsi o xabese:

Hazsanue Jlnuna xabesst DKpaHUPOBaHH
Ipumeuanue
Kabesst (M) Ui WM HET
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Kab
aveb 12 Her /
ajanrepa
Kabem, 0.8 Her /
H3MEpHTENs
2. Ucnonb3oBanus AirPex psigoM ¢ apyrum  o0OpyJOBaHHEM WIH  €ro

YCTaHOBKH TOBEPX JIPYroro 0oOOpYJOBaHMs cleyeT Hu3berath, TOCKOJIBKY
9TO MOKET TNPHBOJAMTH K HENpaBWIbHOH pabote yctpoiictBa . Ecmm Bce-
TakM BO3HHMKIA Takas HeoOxoammoctb, AirPex wu zapyroe oGopyjpoBaHue

CIle/lyeT KOHTPOJIMPOBATh, YTOOB! YOCIHUTECS B € 'O HOPMAnbHOIl paGoTe

18. TlosicHuTeIbHASE HHOPMAIHS

Cpok cayxob1
3 roJa ¢ MOMEHTHI MPONAXHU (BBOJA B SKCILIyaTAIHIO)

TapanTus

TapanTus npomsBoaurens — 12 MecslleB ¢ MOMEHTa €ro npojaxu (BBOga B
9KCIUyaTaumio). B Tedenwe 12 MecslleB ¢ MOMEHTa ero npojaxu (BBoga B
9KCIUIyaTalMio) HPOU3BOAMTENb MM  €ro  yHOJHOMOYEHHBIH PECTaBUTENb
00s13yeTcst GECIUIaTHO IPOU3BECTH PEMOHT H3JENHA MM IIPOM3BECTH 3aMeHy, eCIH

OHO OKa3aJIOCh HEHAUIEKALLEro Ka4ecTna .

Yruauzanus
YnakoBka TOJIEHKUT nepepaborke .  Merammyeckue 4acTH  M3JeNus

YTWIN3HPYIOTCS Kak MeTauiosioM . CHHTeTHYECKHE MaTepHallbl, IEKTPHYE CKHE
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KOMIOHEHTBI M IUIaThl YTWIM3HPYIOTCS KaK DIEKTPUUECKME OTXOxabl . Jlutuesbie
6 arap e YTWIM3HPYIOTCS Kak OCOOble OTXOIbI B COOTBETCTBHH C HOJOKCHUAMH,
TMPUMEHACMBIMA K YTHJIM3alMH TaKOTO poOJa OTXOAOB B CTpaHE OKCIUTyaTaluu
mgenns . Ilpu yTuamsaumm u3genus HeoOXOAMMO NpPHHMMAaTh BO BHHMAaHHE U
coOMoNaTh MECTHBIC MpPaBWIA, HOPMbI M 3aKOHBI B OTHOIICHMH YTHIH3ALMH M

YHHYTOKCHHUS .

19. Iepeuyenn NpUMeHsIeMbIX CTAHAAPTOB:

EN 1640:2009

EN 1SO 13485:2016

EN I1SO 14971:2012

EN 60601- 1:2006+A1:2013
EN 60601- 1-2: 2015

EN 62304:2006+A1:2015
1SO 10993- 1:2018

ISO 10993-5:2009

1SO 10993- 10:2010

EN 60601- 1-6:2010 + AL: 2015
EN 62366- 1:2015

EN 1SO17665- 1:2006

EN 1041:2008+A1:2013
EN 1SO 17664:2017

EN ISO 15223- 1:2016

EN ISO 7405:2018

EN 80601-2-60:2015

EN 1SO 780:2015
MEDDEV 2.7/1 rev.4
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MDD93/42/ EEC+2007/47/EC
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MEDDEV 2.12- 1 Rev. 8

20. HNndopmanus, HeoOXogmmass I HAeHTHQUKALUU
MEIHMIMHCKOTO M3deJHsl ¢ [edbl0 MoJdydeHHs] Ge3omacHOi
KOMOMHAILINN:

«Al'[l'[apaT A JIOKQIM3alMKi - altuKaJIbHOTO  CYKCHHUA AirPeX» TIPUMECHACTCS B
COYCTAHUHN C SHAOJIOHTHYCCKUMH HWHCTPYMCHTaAMH (q)aﬁﬂaMH),

MPETHA3HAYCHHBIMU U MPOXOXKJICHHs M 00pabOTKH KOPHEBOTO KaHana 3yba .

21. Nudopmanusi o mocjieHEM IepecMOTpe JKCILUIYaTaHOHH O
JTOKYMEeHTAINH
HaCTOS{H[aS{ SKCIUTyaTalmoHHas JIOKYMEHTaIMA 65[118 TIepeCcCMOTpEHa u

akryammsuposana 01 mas 2021 r.

22. KonrakTtHast nHpopmamus:

‘ Changzhou Sifary Medical Technology Co., Ltd (Ku Taii)

Anmp ec: Ampec: No. 99, Qingyang Road, Xuejia County, Xinbei District,
Changzhou City, 213000 Jiangsu, China (Kuraif).

Tenedon: +86-0519-85962691

Email: Info@ sifary. com

Be6 - caiir:www.eighteeth.com

VYnonuomouennsiit npencrasurens B EC: «Jlmuuc Cepsuc sun Koncanrunr I'm6X»
(Llins Service & Consulting GmbH)
Teun . : +49 175 4870819

WWW.STOMART.RU


mailto:Info@sifary.com
http://www.eighteeth.com/

Anpec: Obepe 3eeracce, 34/2, 69124, TIeiinensbepr, I'epmanus ( Obere Seegasse
34/2, 69124, Heidelberg, Germany)
O nexrpornas moura :Llins.Service@gmail.com

WWW.STOMART.RU
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