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Ideas that work for life

NHCTPYKLMA no aKcnyaTauuu

Ambu® aScope 4
RhinoLaryngo Slim

AHA0CKON MMOKMIA 0QHOPA30BbIV CTEPWUIIbHBIA ANA PUHONAPUHTOCKONNN
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2097 lNaTeHTHasA 3a9BKa OXKLAae T PacCMO T peHus

Ambu siBnseTca 3aperncTpMpoBaHHON TOProBoii MapKoii, a aScope u aView ABnsTCA
TOProBbIMKU Mapkamu Ambu.




1. BaxHaa nHdopmayunsa - npouTuTe nepes ncnonb3oBaHnem
BHMMaTeNbHO 03HAKOMbTECH C MHCTPYKLME No 3KcnayaTauum nepes UCnosib3oBaHneM
Ambu* aScope 4 RhinoLaryngo Slim. Konun Tekyuieii pegakuymm npegoctaBnsoTcsa no
3anpocy. O6paTnTe BHUMaHMe Ha TO, YTO B HACTOSILEN MHCTPYKLUMN He 06 BACHAKTCA U
He onMucbIBalOTCA KANMHUYECKMe npoueaypbl. B MHCTPYyKUMn onucaHa ToNbKo 6a3oBas
UHopMaLusa no akcnayaTaumMm U Mepbl NPefoCTOPOXHOCTU, OTHOCALWMECS K
akcnnyaTauum aScoped RhinoLaryngo Slim.

Mepen nepBbIM Mcnonb3oBaHUEM aScope 4 RhinoLaryngo Slim, nonb3oBatenu go/KHbl
npoliTn cooTBeTCTBYlLEe 06yyeHe KINHUYECKMM IHA0CKONUYECKMM MeToAnKaM U
03HAKOMUTbLCS C HA3HAYEeHUEeM, NpeaynpexAeHnssMn 1 Mepamu npegocTOPOXHOCTH,
yKa3aHHbIMU B IaHHOW MHCTPYKLUN.

1.1. HasHauyeHune

JHAO0CKOM TMOKMt 0AHOPA30BbI CTEPUNbHBLA NpeAHa3HauYeH A5 SHAO0CKONUYeCKUX
npouenyp v 06cnefo0BaHNs HOCOBbIX Na3yX=i BEPXHUX fblXaTe/bHbIX NyTei. SHAOCKON
npegHasHayeH 418 obecneyeHna BM3yanusaumm nocpejcrsaM ycTpoicTea
BM3yanusaunm Ambu. SHAOCKON NpeAHa3HavYeH gns MCNOMb30BaHNS B YCNOBUAX
nevyebHOro yupexgeHus. NpegHasHauyeHo A8 B3POC/bIX NaLNEHTOB.

1.2. MpoTtmMBONOKa3aHus
HensBecTHbI.

1.3. KnnHn4yeckoe npeMmyuecreo
OfgHOpas3oBOe MCMOMb30BaHNe MUHMMN3NPYET PUCK MEPEKPECTHON KOHTaMUHAUWUK.

1.4. MpepynpexaeHnsa nnpepocrtepexeHus

NMPEOOCTEPEXEHWNA A

1. TpeaHa3Ha4YeHo AASMCNOMb30BAHUS TOMbKO MEAULMHCKUMY crnieunanucTamu,
npowewWnMN 06ydeHMe Mo KINHUYECKUM 3HAOCKOMUYECKUM TEXHOMOTUSAM U
npoueaypam.

2. JHAocKon npefHasHayeH 415 0AHOKPATHOTO NPUMEHEHUS 1 AOSIKEH
MCNONb30BaThLCSA B COOTBETCTBUM C HagNexalein MeguiinHCKOM NpakTuKon gns
n3genuii aToro Tyina Bo nsbexaHue 3arpsisHeHNs aHAOCKoONa nepes BBeAEHNEM.

3. He paspeluagTcsa 3amaumBaTh, NPOMbIBaTb UM CTEPUNN30BATL AaHHOE U3genve,
TakK Kak aTu/Mpoueypbl MOryT OCTaBUTb ONacHbIi ocajok nam Bbi3BaTb
HeucnpasBHOCTb n3genus. MoBTOPHOE UCMNONb30BaHME MOXET NPUBECTU K
3arpsi3HeHUio, Bbi3biBaKLWEMY pacnpocTpaHeHUe NHdekLmn.

4. 3anpeuiaeTcsi UICNO/b30BaTb 3HAOCKOM, €CNN ETEPUIbHBIN 6Gapbep UM ynakoBKa
N34eNUS TIOBPEXAEHbI.

5. He mcnosb3yliTe 3HAOCKON NPY HAIMYUN KaKUX-NTM60 NOBpeXAeHuli nunn ecnu 8
KaKol-TM60 yacTy NpoBepKu nepeq ncnoss3oBaHueMm (cm. pasgen 4.1),
NnoJlyYyeHbl 0TpULaTebHble pe3ynbTaTbl.

6. M300paxeHns Henb3si UCNOJb30BaTb B/KAYECTBE €JMHCTBEHHOIO0 HE3aBUCHMODEO
CpegcTBa AMarHoCcTMKK 3a6oneBaHuns.-Bpaum f0/mMKHbI UHTEpPNpeTUpoBaTh 1
0060CHOBbLIBaTb NI06bIE MOMyYEHHble AaHHbIE APYTMMU cnoco6aMu ¢ y4eToM
KIMHNYECKUX laHHbIX NayueHTa.

7.5 He ncnonb3yiiTe aKkTUBHbIE 3HAO0CKOANYECKME BCNOMOTaTe lbHble YCTPOAETBa,
Takue Kak fla3epHble 30HAbl U 31EKTPOXUPYpPruyeckoe 060pyAoBaHNe;€0BMECTHO
C 3HA0CKOMNOM, TaK Kak 3TO MOXET NPMBECTM K TPAaBMUPOBaHWIO NauUeHTa niu
NOBPEXAEHMNIO 3HAOCKOMA.

8. Henb3sd ncnonb3oBaTh 3HL0CKOMN,BO BPEMS BBEAEHUS NaLUEHTY
NerkoBocnaameHsWmnxcs ra3aoobpasHbiX aHECTETUKOB. 9TO MOXET.NPUBECTYU K
TPaBMUPOBAHMIO NaLueHTa.

9. Ha npoTsXXeHWW BCero nepuoja 1Mcnosib3oBaHUsA aHA0cKoNa HevBxoaAnmo obe-
CrneyuynTb HaANeXalmnin MOHUTOPUHT COCTOAHUSA NauveHTa. Npu HecobnaeHUN
3Toro Tpe6oBaHNs NauNEHT MOXET GbITb TPABMWPOBAH.
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10. Kaxabli pa3 Heo6xo4AMMO NPOBEPSATh, YTO Crmbaemas 4acTb HaXOAUTCA B
BbINPAM/IEHHOM MOJIOXEHUW NPU BBEAEHUW WM U3BNEYEHUM 3HAO0CKONA U3
pabouyero kaHana. He ucnonb3yiite crnbawwmnii polyar n He NpuKNagbiBante
N36bITOYHOE yCUne, Tak Kak 3ToO MOXeT TpaBMnpoBaTh naymeHTta n ()
NnoBpPeAnTb 3HAOCKON.

11. He npumeHaliTe Yype3MepHOl PU3NYECKOW CUibl NPYU BBEAEHUMN, YNPaBAEHUN NN
M3BNEeYEHUN IHA0CKONA, TaK KakK 3TO MOXET NPUBECTU KTPaBMUPOBaHUIO
nauveHTa unn NoBpeXXAeHuo 3HA0CKona.

12. AncTanbHbIN KOHEL 3HA0CKONa MOXET HarpesaTbCa BCEACTBUE Harpeea
cBeToaMono0B. M3beralite NPoA0MKMNTENbHOIO KOHTaKTa AMCTaNbHOMO KOHLa €O
CNN3NCTON 060/104KOI, MOCKOJIbKY 3TO MOXET Bbl3BaTb NMOBPEXAEHNE CIU3NCTON

MEPBI MPEOOCTOPOXHOCTMU

1 Heo6xoaumo npefycmoTpeTb COOTBETCTBYHLEE pe3epBHOe usgenne, Kotopoe
[OJ/DKHO ObITb 4OCTYNHO AN HEMEANEHHOI0 NCNOMb30BaHUA, YTOObI MPOAO/IKNTD
npoueaypy B cnyyae oTkasa usgesnmns

2. OcTopoxHOo! He noBpeaute pabouyylo YacTb UM AUCTafbHbIA KOHEL, Npu
MCMNOMb30BaHMM OCTPbIX YCTPOWCEIB, TakMX Kak WUrfbl, BMECTE C SHAOCKOMOM.

3. depepanbHblil 3akoH CLUA pa3pewlaeT npofaxy 3TUX U3genunii TobKo Bpayom
nnn No 3akasy Bpaya.

4. LllBeToBO€e OTOOpPaXKeHne CUHEr0 LBeTa MOXET ObiTb YXYALWEHO Ha hakKTUYecKom
CHMMKe C 3HA0CcKona.

5. Ecnu npu pa6oTte c aScope 4'RhinoLaryngo Slim gep>xaTb pyuky o6paTHbIM
XBaToM, n3obpaxeHune Ha MOHUTOPe ByAeT NnepeBepHyTo.

1.5. NMoTeHuManbHble ROBOUYHbIE 3P DEKTLI

MoTeHUnanbHble NO6OYHbIE HocoBoe kpoBoTeYEHME, NapUHrocnasMm.
3(pheKTbl B OTHOLIEHN NnoBpeXXAeHune rofiocoBbIX CBSA30K,
pUHONAPUHIOCKONUK-C noBpeXAeHne CAU3NCTON 060/104KN.
NCcnonb3oBaHNEM TMBKOro PBOTHbI pedhneke, 601b / guckomopT.
3HgocKona (Takne'Kak): fAecatypauus.

1.6. O6bwmne 3ameyaHuns

Ecnn BO BpemMa UCNO/Ib30BaHNA AaHHOIo nsgenna nnanu B pesysbTate ero NCnosib3oBaHnaA
Npon30LWeN CeEPLESHbIA MHUMAEHT, NoXxanylicta coQbuinTe 06 3TOM NPOMN3BOAUTENIO U
CBOEMY HaLWOHaMbHOMY HaA30pPHOMY OpraHy.

1.7. lMoKasaHWA K MTPUMEHEHMUIO

,ﬂ,aHHbIe n3gennda npegHasHadyeHbl Ana oguarHoCTupoBaHNA PUHONTAPUHTOTOTNYECKNUX
3a60/1eBaHW4A, ANa 3HA0CKONNYECKUX npoueayp.U o6¢cneoBaHnst HOCOBbIX Nasyx u
BEPXHMX AblXaTeNbHbIX NyTEN.

1.8. Q6nacTb NpMMeHeHMUA

N3penvie-npegHasHavyeHo 415 UCnoib30BaHnA.y B3POC/bIX.

JaHApe n3genuve npefHasHayeHo 4715 UCMOAb30BaHUA B BEPXHUX AblXaTeIbHbIX MYTAX;
NoAOCTN HOCa, INOTKe, ropTaHn 1 NOLCBA30YHOM NPOCTPaHCTBE FOpTaHu.

[aHHoe n3genve npegHasHayeHo 419 NCMOMb30BaHUSA B YCNOBUAX Ie4e6HOT0.yUpexaeHns.

1.9. MHpopMauma o NOTeHLKWaIBHbIX NOb30BaTENAX

3H,CI,OCKOI'I A0/HKEeH NCNoNb30BaTbCA-TO/IbKO KBaﬂVId)I/ILI,I/IpOBaHHbIMI/I KI1I/|HVIL|,I/ICTaMI/I/
BpayamMun B COOTBETCTBUU C CylleCIBYyROLW MU MeANLNHCKUMWU NpaBuiamMn n
npoueaypamu gns BbIMOSHEHMS SHAOCKONMUN B Npefenax AblXxaTebHbiXonyTen.

2. OnncaHne n3penns
OHA0CKOM MOXHO NOAK/MUYNTL K YCTPONCTBY Bu3yanmsaumm Ambu. MHdopmaumio 06
YCTPOWNCTBE BM3yannsaynmn cM. B MHCTPYKLUM N0 3KCNayaTauumn ycTponcTea BU3yamsaunn.
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Tun 3alnTbl OT MOPaXKEHUA 3IEKTPUYECKUM TOKOM: 060pyaoBaHue knacca |. CteneHb
3alMTbl OT NOPAXKEHUA 3NEKTPUYECKMM TOKOM: paboyas yacTb Tuna BF.

2.1. KOMNOHEHTHlI n3genus

3HA0CKOMbI Homepa KOMMOHEHTOB

510001000RU aScope 4 RhinoLaryngo Slim

30cT/M.8

aScope 4 RhinoLaryngo Slim goctyneH He BO Bcex cTpaHax. O6paTuTtecb B MECTHHbIA
ohuc npojax.

HanmeHoBaHue nsgenns Liset BHewHUn guametpfMm]
aScope 4 RhinoLaryngo Slim duyoneToBbIi MUH. 3,0; makc. 3,5

2.2. CoBmecCcTuUMble nsgenunsd
N3penue aScope 4 RhinoLaryngo 6b1110 pa3pa6oTaHo 415 UCNO/b30BaHMA B/COYETaHUN C:

YcTpoiicTBa BM3yanunsaumuu:
- Ambu aView
- Ambu aView 2 Advance

JHA0CKOMNMYECKMe BCNoMorate/ibHble yCTpolicTBa
- Tpy6ku ans TpaxeocToMuu:pasMepa 6 unv 6onee

Peructpaima MU B Pocampasransope
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Ne KoMMoHeHT PyHKUUA
1 PykosATKa Moaxo4nT Ana NeBo U NpaBoi pyK.

Mo3BonAeT nepemMecTuTb ,U.VICTafIbeIVI KOHeLl BBepx n

Pbluar ynpasneHus o
BHW3 B OJHO MIOCKOCTH.

Pa6ouas vacTb MMbkas yacTb BBOAUMASA B AblXaTefbHbIE NYyTU.
BBogumas yacTtb PaBHa gnnHe pa6oueii yactu.
Crubaemas yactb MoaBuXHaa yacTb.

AuncTanbHbIni
CofepXuT Kamepy, MCTOYHUK cBeTa (ABa CBETOAUOAAR).

HakoHel|
Pasbem Ha MoAKNOYAETCA K CUHEMY pa3beMy
Kabene aHA0CKOMNA Ha yCTPOICTBE BU3yanusauuu.

Mepeaaet curHan n3obpaxeHus

Kabenb aHgockona ),
Ha YCTPQWCTBO BU3yanmsauunn.

3awmilaet pa6ouyo 4acTb BO BpeMs TPaHCMOPTMPOB-

3awmTHasa Tpyba
KWW XpaHeHus. YaanuTb nepes UCnonb30BaHNEM.

3. lodcHeHne ncnonb3yembiX CUMBOJIOB

O603HaveHus ans ascope OnucaHne
4Rhinolaryngo

Pa6ouas gnvHa paboueli yacTu 3HAOCKOMA.
Hoitbi

MakcumanbHasa WwWupmnHa a60quI yacTu.
0  Makc.0Q punap

MUHUManbHasa WnpuHa pa6oqero KaHana.

0 MwuH. 10
------ [&85" Mone o630pa.
TemnepaTypHble orpaHnyeHus: ot 10 ®C (50 GF)
L no 40 °C (104 'F) Blpabouux ycnosumsx.
a OrpaHuyeHns No.BNaXHOCTU: OTHOCUTE bHas
BMaXHOCTb 07/30. 40 85 % B pabounx ycnosusax.
OrpaHuyeHus fio atmocepHoOMy aasreHuto: oT 80 ao
109 kMa B’pabounx ycnosusx.
dnekTpobeszonacHocTb TUNa BF ans paboyeir yactu.
M | Mpou3BoanTens.
D | ] CMy MHCTPYKLMIO MO 3KCnyatauun.
C € 3HaK cooTBeTCTBUA eBponeiickum HopmaTtmusam (CE).
27
(ISTERLBET; YpOoBeHb yNakoBKu, 06€Cneynsalolnii CTepuibHOCTb.
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O603HayeHus gng aScope  OnucaHue
4RhinoLaryngo

Mpr3HaHHasa MapKMpoBKa KOMMoHeHTOB UL ans
us KaHagbl 1 CLUA.

MeguunHckoe usaenve.
GTIN rno6anbHbIi HOMEpP npegMeTa TOProBn.

(\'QIAI;/I MecTo Npon3BOACTBA.

JaTta npon3BOACTBA.

He 1ucnonb3yiTe usgenue, ecnm cTepunn3almoHHblii
6apbep WAy ynakoBKa M3aenns noBpexaeHsl.

Wcnosbsosatk go IMrr-MM-4aa.

STERILE EO CTepunbHoe u3aenue, cTepuansanmsa 3TMAEHOKCULOM.

QfiHopa3oBoe uzaenme. He MCNoNb30BaTb NOBTOPHO.
REF ApPTUKYN.

Homep naptumn, Kog naptuu.
A MpepynpexaeHus.

3Hak cooTBeTcTBMA OCT.

EH 3HaK COOTBETCTBUA TEXHNYECKMM pernameHTam
TamoxkeHHoro Cotw3sa.

4. lVcnonb3oBaHme aHAOCKoONa

OTperynmpyite.nonoxeHne nayneHTa u oueHnTe He06Xo4MMOCTb NPUMEHEHNS
COOTBETCTBYIOLWMX aHECTETUKOB A/19 MUHMMM3aLNAUucKoMmgopTa naymeHTa.
Homepa, yKkaszaHHble B CepbiX Kpyrax, OTHOCATCH K WAAKCTPaLnamMm Ha cTp. 2.

4.1. TpoBEpKa aHAOCKOMaA nNepep UCnosib3oBaHueMm

1 npoBepbTe LEeNOCTHOCTbL U repMeTUYHOCTb NnakeTta. Te

2. Y6eauTecb B TOM, UTO C PYKOSITKM M paboyeit,yacTn y6paHbl 3aliMTHbIE 3/1eMEHTbI
(3aumTHas TpybKa).

3. TpoBepbTE, YTOOLI Ha M3AENNK He OblNQ.3arpA3HEHUIA N NOBPEXAEHWNI, TaKUX Kak
uyapanuHbl, OCTpble Kpas WX BbICTYMbl, /KOTOPbIE MOTYT TpaBMMpOBaThb nauveHta. 1g

VHdopMaL Mo o NoAroTOBKE M NPOBEPKEYCTPOCTBa BMU3yanmsaLuum cm. B
MHCTPYKLMM NO 9KCMayaTaLuuu 4s COBMECTMMOTO YCTPOIiCTBa BM3yanm3aunm.

4.2. lpoBepka nsobpaxeHns

1~ MNoaknounTe Kabenb 3HA0CKONA K/ COOTBETCTBYOWEMY pa3beMy YCTpPoOicTBa
BM3yanu3auumn. YoegmTecb, 4To/UBeTa COBNafaloT U CTPENKN BbiIpOBHEHbI. <Y

2. Yb6epuTecb B TOM, YTO Ha 3KPaH BbIBOAUTCS BUAEON300paXKEeHNE B PEXMME
peanbHOro BpemeHu. [1ns 3TOTo HanpaBbTe AUCTa/bHbIA KOHel SHAOCKOoMNa Ha
06beKT (Hanpumep, Ha nagoHb ceoeii pyku).

3. Tpu HEeob6X0AMMOCTU OTKOPPEKTUPYINTE HACTPOIKM M306paXKeHNs Ha yCTpoicTee
BM3yanu3auum (CM. MHCTPYKLMIO MO aKCMNayaTaunm ycTpoicTea Busyannsauyum).

Perucrpanusa MU B PocagpaBHagzope
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4. Ecnu He ypaeTcs YeTKO yBUAETb 06bEKT, NPOTPUTE JINH3Y HA ANCTaNIbHOM KOHLEe
n3aenuns cCTepubHoON cangeTKon.

4.3. MoAroTtoBKa aHgockona

OCTOpPOXXHO NepemellaiTe pblyar ynpaBneHns crubaHnem Bnepeq u Hasaf, 4Tobbl Kak
MO>XXHO CU/IbHEE COTHYTb crm6aemym yacTb. 3aTemM MeaneHHO nepemMecTuTe pblyar
ynpaBfieHUs B HeliTpasbHOE NooXKeHne. YoeamTechb B TOM, YTO crmbaemas 4YacTb
pa60TaET nnaBHO U TOYHO, a TakKXXe BO3BpallaeTca B HeMTpaanoe nonoxeHue. ~

4.4. PaboTa C 3HAOCKOMNOM

Yaep>kaHue sHAOCKOMA U MaHUNyMpoBaHne ANCTanbHbIM KOHLOM *

PyKoSITKY aHA0CKOMa MOXHO yAepXunBaTtb 10607 pykoi. Pyky, cBO60OAHYIO OT 3HAOCKONA,
ncnonb3yinTe Ana BBefeHNsa paboyeld 4acTu B;pOTOBYI WM HOCOBYIO NOMOCTb NafneHTa.
[ns nepemelieHns pblyara ynpaBaeHus UCNOfb3yinTe 60MbLWON nanew pyku, a gas
aKTMBaLMN KHOMKW acnupaunu - ykasaTenbHblil naney,. Poiyar ynpaBneHums
ncnonb3yeTca ANA crubaHns v NpoABYXEHWS UCTaNbHOM0 KOHLA aHA0CKOoNa B
BEPTMKa/NbHOM NnockocTu. Mpu nepemelleHnn pblyara ynpasieHns BHU3 KOHEL,
crnbaetcs knepegm (crmbanme). Mpu NnepeMeLleHnm polyara BBEpPX KOHeL, cCrneaeTcs
K3aau (BbinpsimaeHue). Mo BO3MOXHOETY paboyas 4acTb A0/HKHA COXPaHATh APsSMOe
No/IOXKEeHMEe Ha NPOTSXXEHUN BCEro BpEMeHU, YTo6bl 06ecneynTb ONTUMaAbHbIM yron
crnba KoHua.

BeepneHwne sHpgockona

UYTo6bl 06ecneynTb HauMeHbLlEeE TPeHe BO BPeMs BBeJeHUs aHAocKona, pabouyto
4yacTb MOXHO CMa3aTb Iy6pUKAHTOM MEeANLUHCKOr0 HasHayeHns (MA0KanHoBbIA refb
4 %, KY-renb (Durex), kcunokauHom 20 mr/mn (Aspen), Surgilube naum npo6oi gpyroti
aHanornyHol cmaskoii). Ecnu nsobpaxeHuns, nepegaBaemMblie 3HAOCKONOM, CTaHyT
HeYeTKUMU, OUYNCTUTE AUCTaNbHbIA KOHEL CTEPUNbHON Mapnein/TKaHblo (MeANLNHCKAM
Ae3MHMEKLMOHHbIM TAMNOHOM C M30MPONUIOBLIM CNUPTOM, cogep>kaHue cnupta 70 %
unu Boiwe), NMpun BBELEHUA SHAO0CKONA Yepes3 POTOBYIO MOSIOCTL PEKOMEHAYETCS
MCNonNb30BaThb 3aryoHUK A7 3alWmnThl 3HA0CKONA OT NOBPEeXAeHW.

M3BneyeHne sHgockona

Mpun n3BnevyeHnn aHAoCKona ybeamTechb, YTO pblyar ynpaBneHUsl HaX04UTCS B HeliTpasb-
HOM MONOXeHUn. MefneHHO U3B/IEKNTE 3HLOCKOM, OTCNEXNUBasa U306paxeHne B pexnme
YXMBOTO BPEMEHU HAyCTPOACTBE BU3yannsaymu.

4.5. lNMocne ncnonb3oBaHUA

BusyanbHaa nposepka

OcMOTpuUTE 3HAOCKON Ha NpeaMeT NOBPEXAEHUN MOABMXKHOM CEKLMN, TUH3bI NN
BBOAMMOW TPY6KN. ECnv no pesynbTaTaM OCMOTpPa-AQTPEOYOTCSA KOppeKTupytowmne
p,eVICTBVIH, BbIMO/THNTE UX B COOTBETCTBUN C NOKa/lbHbIMWU npouegypamMmin Ballero
neyebHOro yupexaeHus.

3aBepuigHue paboTbl
OTK/NOYUTE SHAOCKOM OT OT YCTPOIACTBA BU3yann3aLum.

YTnamnsaumna

YTmnmsmpyﬁTe QHAOCKON TaK KakK 3TO oAHOpa3oBoe unsgenne. Mocne ncnonek3oBaHus
nsgenne cyntaeTca I/IH(*)I/ILI,I/IpOBaHHbIM nnoanexuT ytnnmnsaunm B COOTBeTcTesnn C
MECTHbIMM CTaHfapTamu no c60py MHPMUMPOBAHHbLIX MeAULUUHCKNX YCTPOMCTB C
3/IEKTPOHHbLIMN KOMMOHEHTaAMMW.

5. TexHunyeckune XapaKTepucrnkm nsgenus

5.1. NMpnmeHUMble cTaHaapThI

[aHHbI 3HAOCKON COOTBETCTBYET, CeAyolWmnm cTaHjapTam:

e EN ISO 13485. N3penusa megnumHckne. CUCTEMbI MEHE)KMeHTa KayecTsa.
TpeboBaHua ans ueneli peryiMpoBaHus.
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EN ISO 14971. N3penua meanumnHckue. NMpUMeHeHne MeHeIXXMeHTa pucka K
MeAULMHCKUM N3LeNnNam.

EN 1041+Al. NiHcbopmauus, npefocTaBnsemas nponm3sogmteneM MeguLMHCKUX n3aenuii.
EN ISO 15223-1. MeguumnHckue nsgennsa - CUMBOSbI, UCMOMb3YEeMble Ha 3TUKETKax
MeULMHCKUX n3hennii, npegocTaBnsemMas MapkmpoBka v nHopmaums. Yactb L
Ob6uime TpeboBaHuA.

EN ISO 10993-1. OueHka 6M0N10rM4ecKkoro AeicTems MeguUMHCKNX nsgenuii. Yacte L
OueHKa 1 ucnbliTaHNA B pamkax npouecca MeHe)KMeHTa pucka.

EN ISO 10993-5. Buonornyeckas oueHka MeanunHCKNX ngennin. Yactb 5: TecTbl Ha
LUMTOTOKCUYHOCTL in vitro

EN ISO 10993-7. U3genua meguunHckue. OueHka 6M0N0rM4eckoro gencremns
MeULNHCKNX n3genunii. YacTtb 7: OcTaTkn cTepnamnsaumnm aTMAeHOKCUAO0M.

EN ISO 10993-10. Buonornyeckasa oueHka MeAUUUHCKUX usgenuii. YacTtb 10:
cnbiTaHUA Ha pasgpaeHue n CeHCUbuamsannio Koxm

EN ISO 10993-11.- Buonornyeckas oueHKaMeauULUHCKMX n3gennin. Yactb 11:FeCTbl Ha
CUCTEMHYI0 TOKCUYHOCTb.

EN ISO 10993- 12. buonormvyeckas oueHKa MeANLUHCKMUX n3genunin. Yactb 12:
MogroToBka 06pasL0B U KOHTPOJIbHbLIX) MaTeprasnos

EN I1SO 10993-17. OueHKa 6MoN0rn4yeckoro AeicTens MeauLMHCKNX N3enuli. YacTb
17: YcTaHOBNEHME [ONYCTUMbIX NMPeAenoB BbllenaynBaemMblX BELWECTB.

EN ISO 10993-18. Buonormyeckas-oueHKa MeguLHCKUX nsgenuii. Yacto)18:
Xnmunueckasa xapakrepusauna marepumanos.

EN ISO 22442-1 N3penna meauuuMHCKne, UCNob3ylowme TKaHN N NX Npon3BoaHble
YXMBOTHOIO NPOUCXOXAeHUS. HacTb 1 MpuMeHeHne NPpUHLUNOB YNPaBieHns pucKamu.
PykoBoaswme ykasaHnamm o cucteMe Hag3opa Haj MegULUHCKUMUN U3aennsamu
(MEDDEV) 2.7/1, knuHn4yeckas oueHka: PykoBoACTBO 415 NPON3BOANTENEN 1
HOTM(ULNPOBAHHbLIX OPraHoB.

EN ISO 14155. KnnuHnyeckoe’'uccneaoBaHme mMeanLMHCKNUX U34ennin gnsa noaen.
Hapnexauias KNnnHnyeckKasa npaktuka.

EN 13427 YnakoBka - TpeboBaHNS K NPUMEHEHNI0 €BPONEACKIX CTaHAAPTOB B
06/1aCcTV YNakoBKN U YNaKOBOUYHbIX OTXO40B.

EN 13428 YnakoBka --CrieunanbHble Tpe60BaHNA K COCTaBY"M U3rOTOBIEHUIO
ynakoBKkKu - CbepexkeHne pecypcoB NyTeM YMEHbLUIEHUS YHIaKOBOYHOIO CbIpbS.

EN 13430 YnakoBKa+Tpeb60oBaHNS K MCNONb30BAHHOW YRNAaKOBKe AN151 ee nepepaboTKu
B KayecTBe BTOPMYHbIX MaTepuasibHbIX PeCcypcosB.

EN 13431 YnakoBKa - Tpe6oBaHUs1 K MCNONb30BaHHOW YNaKOBKe /1A ee nepepaboTku
B KayecTBe BTOPUYHbIX IHEPreTUYECKUX PeCcypcoB, Bk/OYasa onpegeneHume
MWHUMasbHOW TENNOTBOPHOI CNOCOGHOCTH.

EN ISO 11607-1, YnakoBKa MeANLNHCKUX U3AeNNid,-Roanexalynx puHNLLHON
ctepununsagun. Yactb 1: TpeboBaHMA K Matepmnanam, 6apbepHbIM cucTemam gss
cTepunn3aummn n ynakoBoyYHbIM cucTeMam.

EN ISO 11607-2. YnakoBKa A/19 MeAULUHCKUX M3AEeNni, nognexawmx nHNLHON
cTepunmsauunm. Yactb 2: BanugaunoHHble TpeboBaHNA K npoueccaM (hOPMOBKH,
3aneyarbiBaHNS U COOPKN.

CEN ISO TS 16775 YnakoBka MeAMLNHCKUX U38enunii, nognexawmx uHNLWHON
cTepununsaumn. Pykosoacteo no npuMmeHeruo ISO 11607-1 n 1ISO 11607-2.

EN"556-1 CTepunumsaunsa MeanunHCKX nagennii - Tpe6oBaHns K MeguuMHCKUM
nsgeninsam c mapkmpoBkoi «CTEPUTbHO». YacTb 1 Tpe6oBaHUSA K MeQULUHCKNM
usgenusam, nognexawmum MUHULWHOW.CTEPUAN3ALNN.

EN 1SO 11135. Ctepuaunsauma MmeanunMHCKONn npoaykumn. Okeng atuneHa. TpebosaHus
K pa3paboTke, Banugauum U Tekylemy KOHTPO/I0 npouecca cTepunnsatnm
MeANLNHCKUX U3LeNunii.

EN ISO 11737-1 CTepunusauna MEANLUHCKNX n3gennii. MUKpobuonormyeckme
MeToAbl. YacTtb 1L OnpegeneHne nonynsaumm MMKPOOPraHN3MOB Ha U3Oe/nsx.

EN ISO 11737- 2. CTepunusaumns; MeANLUHCKNX n3gennini. Mmkpoobuoaoernyeckune
mMeToabl. YacTb 2: MicnbiTaHWg-Ha CTepUIbHOCTb, NPOBOAMMbIE NPU_OApeaeneHuu,
Banugauum u nogaepxaHuu npouecca ctepuansaunm.

ANSI/AAMI ST 67 CTepunusaumna meguunHCKNX nsgenuii - TpeboBaHusa u
pyKOBOACTBa MO BbIGOPY YPOBHA 06ecneyeHuns ctepunbHocTu (SAL) ansa nsgennii c
MapKNPOBKOW «CTEPUNBHO».
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ASTM F1980 CtaHgapTHOE pyKOBOACTBO NO YCKOPEHHOMY CTapeHUI0 CTEPUbHBIX
6apbepHbIX CUCTEM 4719 MeAULVHCKNX U3genuii.

ASTM D4169. CTaHfapTHas npakTuka 4a TeCTUpoBaHus npomssogntensHoctn /
OCHOBHbIX XapaKTePUCTMK MOPCKNX KOHTENHEPOB 1 CUCTEM.

EN ISO 14644-1 YucTble NOMeLWEeHNA U CBA3AHHbIE C HUMU KOHTPO/IMPYeMble cpefbl.
YacTb 1 Knaccudukaums 4MCTOTbl BO3AyXa MO KOHLEHTPaLUy Yactul,.

EN ISO 14644-2 YucTble NOMeLWEHNA N CBA3AHHbIE C HUMU KOHTPOIMpYyeMble cpenbl.
YacTb 2: TEeKyLWNA KOHTPONb ANA NOATBEPXKAEHNA NOCTOAHHOIO COOTBETCTBUSA
YMCTOTbI BO3JyXa MO KOHLUEHTpauum yactul,.

EN ISO 14644-5 YncTble noMel,eHUss N CBA3aHHbIe C HUMW KOHTPONIMPYEMbIE Ccpefbt:
YacTtb 5: Onepauun.

EN ISO 14698-1 YucTtble noMel,eHUss U CBA3aHHbIE C HUMW KOHTPONIMPYEMbIE CPEeAb! -
KoHTponb 6uosarpasHeHnin. Yactb 1: O6wme NpuHLUNbLI U METOAbI.

EN ISO 14698-2 UncTble noMel,eHUss U CBA3AHHbIE C HAMW KOHTPO/IMPYEMbIE CRefbl -
KoHTponb 6uosarpsaskeHuii. Yactb 2: AHaAn3 AaHHbIX 0 6M03arpsa3HeHnax.

EN 60601-1. M3penusa meauumHCcKue afjekTpuyeckne. Yactb 1 O6wume TpeboBaHnA K
OCHOBHOW 6€30NacHOCTM U OCHOBHbIMYHKLNOHANbHbIM XapakTepucTuKkam.

EN 60601-1-2. M3nenua MeguuuHCKue anekTpuyeckne. YacTtb 1-2: O6wune ' tpebosaHums
no 6e3o0nacHOCTU - [LONONHUTENbHbIN CTaHAapT; 3NeKTPOMarHMTHas COBMECTUMOCTb!
TpeboBaHMA U UCMbITAHUA.

EN 60601-1-6. N3penua megmunHekne anektpuyeckne. Yacte 1-6: Oouine
Tpeb6oBaHMA 6e30MacHOCTU C YYETOM OCHOBHbIX PYHKLMOHA/IbHbIX XapaKTePUCTUK.
[JononHuTtenbHbIl cTaHAapT: IKCAAyaTauMoHHasa NPUrogHoCTb.

EN 60601-2-18. N3penua meanunHCcKue anekrpunyeckme, Yactb 2-18. YactHble
Tpe6oBaHMA 6€30NacHOCTM/CYHEeTOM OCHOBHbIX (PYHKLMOHANbHbIXXapaKTepUCcTuK K
SHA0CKOMUYECKOW annaparype.

EN ISO 15001 AnnapaTtbl HapKo3Hble U AbixaTefibHble. COBMECTMMOCTb C KUC/IOPOAOM.
ISO 8600-1 SHAocKoMbl. MegnUNHCKUE 3HL0CKOMNbI U NPpubopsi-ans
3HAO0CKONMYeckon Tepanun. Yacte 1. O6wme TpeboBaHmA.

ISO 8600-3 3HAo0CKONbI..MeanLNHCKNE 3HAOCKOMNbI 1 3HAOTepanesTuyecKme
npubopsl. YacTb 3. OfpeaeneHne nons 3peHns n HanpasaeHNsA 3peHNA ONTUYECKOro
aHfgockona.

1ISO 8600-4 3HAocKombl. MegnuMHCKNE 3HOOCKOMbI 1 3HZOTEpaneBTUYecKme
npuéopsl. YacTb 4. OnpeneneHne MakCMmMasibHOW WMPUHBI BBOAUMOW YacTu.

ASTM F88 CtaHgapTHbI/i MeToZ UCMbITAHUA 418 NPOYHOCTU YNIOTHEHUA TMOKUX
MaTepuanos 6apbsepa.

EN 62471 doTobMoNOrnyeckan 6e30nacHOCTb Nami-i TaMNOBbIX CUCTEM.

5.2. TexHMYECKNe xapakKTepnucTukn aHaockona

Pabouyas Yactb ascopedi
Pabouas yacrb’ n 130",
OvameTp pab6oueli yactn (mm, {"] 3,0 (0,12)
MaKCI/IIMaanbIVI AnameTp paboueit yactn 3.5 (0.14)
(mm, ‘O]
MuHVManbHbIl pasmep TpyoKku Ans 6.0
Tpaxeoctomuu (H0) [Mm] ’
Pa6ouasa gnvHa [mm, ()] 300 (11,8)
U3penve
FabapuTHble pa3mepbl [MM] 504 X55
Macca (r] 175

W
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XpaHeHune N TpaHCNopTUPOBKa aScope 4 RhinoLaryngo Slim

PekomeHayeMas Temnepartypa’® XpaHeHus

[x, (I

PekomeHayemas Temnepatypa”
TpaHcnopTuposku [“C, P)]

10-25 (50-77)

10-40 (50-104)

OTHOCUTENbHAA BAaXHOCTb [%] 30-85
ATMocgepHoe gaBneHue [kMa] 80-109
OnTunyeckas cucrema aScope 4 RhinoLaryngo Slim
Mone 3peHuns [§ 85
FnybuHa pe3koctun [mm] 6-50
Cnoco6 ocBeleHus CeeToavop,
Crepunusayus aScope 4 RhinoLaryngo Slim
MeTopA cTepunmsauunm CTepunusayus aTUNEHOKECUA0M
Pabouas cpega aScope 4 RhinoLaryngo-Slim
Temnepatypa [X, (RF)I 10-40 (50- 104)
OTHOCKTENbHAA BNaXXHOCTb [%] 30-85
ATmocepHoe pgasneHue [ka] 80-109
1. O6paTuTe BHMUMaHME Ha O, 4TO Yron cruba mMoXxXeT U3MEHATLCA, eCNN He NnogAepXnBatb paboyyw yacTb
B NpPAMOM COCTORHUM.
2, XpaHeHune npu 6onee BblCOKUX-TEMNepaTypax MoOXeT NOBAUSATbL HA CPOK XpaHeHUs.
3, O6paTuTe BHUMAHMWE Ha TO, YTO'YrON CrM6a MOXET N3MEHATLCSA, ECNU HEe ROAAEpXKMBaTh PaGoUyl0 YacTkb

B NPAMOM COCTOAHUN.
4. XpaHeHue npn 60nee BbCOKUX TeMNnepaTypax MOXeT NOBNUATbL HAa CPOK XPAHEHNSA.

6. BblsiBeHWe M yeTpaHeHWe HeucnpaBHoOCTEN

Ecnu npu pa6oTe ¢ U3genmem BO3HUKAOT Npo6aeMbl, BOCAOJIb3YTECH 3TOM
WHCTPYKLME NO BbISBNIEHUIO N YCTPAHEHWIO HEUCNPABHOCTEM ANS YCTAHOBNEHUS
NPUUYNHBLI U UCNPaBNeHNs OWNGOK.

MNpobnema Bo3moxHasa npuynHa PexomeHayemoe pelwleHune

MogknounTe aHg0CKON

JHA0CKON He NOAK/MI0UEH K .
K/CMHEMY NOPTY Ha yCTpoiicTee

Wsobpaxetne By rpoiicTay Busyanmnsaumm.

pexume peans- Busyanmnsaumn.
HOro BPEMEHMU
Ha 3KpaHe HapyuweHa cBs3b Mexay Ne .
OTCYTCTBYeT, Ha MOHWTOPOM 1 YGT ROl pesanycTuTe yCTPOCTBO
9KpaHe 0To6pa-  ctpom BM3yanM3aLMu: Busyannsayqnm.

Mu103u-
BaFebCKuii JHAocKon noBpexXAaeH: 3aMeHUTe 3HA0CKON HOBbIM:
nHTepdelic nam
usobpaxeHue MepeknwynTe ycTPONCTBO

Ha ycTpoiicTBe BuUayanusa-

«3aBUC/IO». BU3yanunsaumm o6paTtHO Ha
Luun oTobpaxaercs 3anu-
oTobpakeHne B pexuime
caHHoe n306paXkeHmne.
peanbHOro BpeMeHu:
Ecnv 06beKT oTob6paXaeTcs HeveT-
KO, O4NCTUTE AUCTaAbHbIA KOHeL,
Hunskoe KpoBb, cAtoHa 1 CTEPUILHON Map/iei / TKaHbto
KayecTBo np. Ha IMH3e (MegnUMHCKUM Ae3nH(pEeKLNOH-
n3obpaxeHns (AUCTaNbHOM KOHUE). HbIM TAMMNOHOM C M30MPONUI0BLIM

cnMpTOM, coAepXxaHune cnupra
70 % wnu Bbilwe).
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Ambu"

Ideas that work for life

7. CpoK rogHocTun

Cpok rogHocTu cocTtaBnseT 36 mecaLeB C faTbl U3rOTOBNEHMA U OrpaHnuYnBaeTcs AaTon,
yKa3aHHOl Ha ynakoBke («Mcnonb3oBatb 4o MTT-MM-40»). M3genuns ¢ NCTEKWUM
CPOKOM FO4HOCTM (XpaHeHMs) NpUMEHEHUI0 He nognexar,

8. MapaHTuA

[apaHTUIHbLIA Nepnog cOOTBETCTBYET CPOKY FOAHOCTU (XpaHeHus) usgenusa. FapaHTum
pacnpocTpaHATCA TONIbKO Ha U3aenusi, npnobpeTeHHblie Y opuLmManbHOro
npeacTaBuTens, 4N KOTOpbIX cobnoganTca npasuia TpaHCNoOPTUPOBaHUA, XpaHEHUA M
npuMeHeHuna (O,IJ,HOKpaTHoe ncnonb3oBaHme, Aata NCTeYEeHNA CpoKa rogHocTu, u ap.
OrpaHNYeHuns, yKkasaHHble B UHCTPYKLMK).

9. NH(popmaymsa 06 ytnnmnsayum

MepepaboTKy U yTUAMN3ALUI HENCNONb30BAHHbIX U3AENA N0 UCTEYEHUN CPOKA FOAHOCTU
NPoOBOAAT B COOTBETCTBMU C TpeboBaHnAMU K oTxodam Knacca A (CaHlMuH 2.1.7:2790-10).
Mcnonb3oBaHHbIe U3LeNnNs YTUIN3NPYIOTEA Kak oTxoabl knacca b (CaHMuH 2.1.7.2790-10).

10. CBeeHMA 0 TEXHUYECKOM OOCAYXUBAHUN N PEMOHTE
PEeMOHT nnm TexHnyeckoe o6¢cnyXnBaHne faHHOT0 3HA0CKONa He NpeayCMOTPEHbI.

11. NHdpopmaunsa o nekapeTBax M TKaHAX XXUBOTHOTO NPOUCXOXAEHUSA
npn npon3eoacTBe AaHHOINo aHAOCKONa He NCNO01b30Ba/INCb NEeKapCTBa U TKaHU
XXUBOTHOTO NPOUCXOXAEHUA.

YNONHOMOUYEHHbI(NPeACTaBUTENb

Ha TeppuTopumn Poccuiickoin depepauunm
Mo BonpocaM 06CAYXXMBaHUS, IKCMyaTalumum
N KayecTBa Ha TeppuTopun Poccuinckoii
depepaumnn o6palijalitecs K

000 "AMBY"

4-blin [OBPLIHUHCKNI Nepeynok, AoM 8, aTax
nom. /kom. 11/C1M/22,119049, Mocksa,
Pocculiickasi ®enepayms

+7 495424 95 59

sales.ru@ambu.com

MecTo Nnpou3BoAcTBa: ii Ambu A/S

Ambu Sdn.Bhd. Baltorpbakken<13;
(Company No: 336938-A) DK-2750 Ballerup, Denmark
Lot 69-B, Lintang Bayan Lepas 6 T +45 72252000

Phase IV, F +45 72252050

11900 Penang, Malaysia ambu.com
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NHCTPYKUMS NO aKcnayaTayum

Ambu® aScope4
RhinoLaryngo Intervention

SH/I0CKON TMOKWIA 0JHOPA30BbIVi CTEPM/BbHBIN A5 PUHONAPUHTOCKOMUN

"3
J3
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2797 MaTeHTHaa 3asBKa 0OXXNOAaeT pacCMOTpPEeHUs

Ambu sBnAeTcs 3aperncTpMpoBaHHO TOProBoi Mapkoli, a aScope un aView ABNsOTCA
TOProBbIMW MapkamMu KomnaHun Ambu A/S.




1. BaxHaa nHopmMayusa - npouTuTe nepes Mcnosib3oBaHuem
BHMMaTeNbHO 03HAKOMbTECH C MHCTPYKLMEl No aKcnayaTaunm nepes ncnonb3oBaHmeM
Ambu* aScope 4 RhinoLaryngo Intervention. Konuu Tekyuiei pegakuum npegocraBns-
l0TcA nNo 3anpocy. O6paTtnTe BHMMaHVeE Ha TO, YTO B HACTOSLWEN MHCTPYKLUUN He 06 BACHS-
I0TCA M HE ONUCbIBAIOTCA KAMHUYECKME npoLeaypbl. B MHCTPYKUUM onvcaHa TO/IbKO
6a3oBasi MHhopMaLmsa No aKcnayaTaymm n Mepbl NPefoCTOPOXHOCTM, OTHOCSALWMECS K
akcnnyartaumm aScope4 RhinoLaryngo Intervention.

MNMepepn nepBbIM Ucnonb3oBaHMem aScope 4 RhinoLaryngo Intervention, nonb3oBatenu
OOJSDKHBI NPOTH COOTBETCTBYIOLWEE 00YyHeHNe KIMHUYECKUM 3HA0CKOMUYeCKUM
MeToAMKaM 1N 03HAKOMWUTbLCA C Ha3HaYeHneM, npegynpexaeHnamm n Mepamm
npefoCTOPOXXHOCTU, YKa3aHHbIMW B AAHHOW MHCTPYKLUN.

1.1. HasHaueHune

3HAocKoN rMbKUil ogHOPa30BbLIA CTEPU/bHBIA NpefHa3HayYeH A5 3HA0CKONUUYECKUX
npoueayp 1 o6cnenoBaHNs HOCOBbLIX Ma3yX W BEPXHUX AblXaTesbHbIX nyTeli. JHA0CKON
npefHasHauveH Ana obecnevyeHns BU3yaamsalum nocpeacrTeam ycTpoicTea
BM3yanmsaynm Ambu.

JHAOCKON NpefHasHauyeH A5 UCMoNB30BaHUs B YCNIOBUAX 1€HEBHOT0 YUPEXAEeHNs.
MpefHa3HaYeHo A4/1s1 B3POC/bIX NALUEHTOB.

1.2. MMpoTuBONOKa3aHUA
He BbIsiBNEHbI.

1.3. KnMHnyeckoe npenNyun ecTtso
OfHOpa3oBOe NCMNO/b30BaHUE MUHUMU3NPYET PUCK NEPEKPECTHOW KOHTaMUHaLUN.

1.4. MpepynpexaeHna.m npenocrtepexeHus

NMPEOOCTEPEXEHUSA A

1. MpepgHasHayeHo AAA MCNOMb30BaHUA TObKO MEAULMHCKMMU cneymannctamu,
npoweawnmm obyyeHne no KANHUYECKNM 3HAOCKONMYECKUM TEXHONOTMAM 1
npoueaypam.

2. JHpocKon npeAHasHayvyeH 418 O4HOKPATHOro NPUMEHEHUSA U AOMKEH
MCMnonb3oBaTbes B COOTBETCTBUU C HaA/eXallell MeanUNHCKOlM npakTukol ans
n3genuii aTero'TMna Bo usbexxaHue 3arpA3HeHUs 3HA0CKOMNa nepes BBEAEHVEM.

3. He paspeluaeTcs 3amaumBaTb, NPOMbIBaTb UIK-CTEPUIN30BATb AaHHOE n3denue,
TakK KaK 3t npoueAypbl MOTYT OCTaBUTb ONACHBIY 0cafoK WKW Bbi3BaTb
HencnpaeBHOCTb nM3genns. NMoBTOpPHOE NCNO/b30BaHe MOXET NMPUBECTU K
3arpsisHeHNI0, Bbi3biBAKLEMY pacnpocTpaHeHe MHeKLun.

4. 3anpeliaetcsa MCNOMb30BaTb 3HAOCKON, eCAWCTEPUbHLIVA 6apbep N ynakoska
n30enns NoBpeXXAeH>bl.

5. He ucnonb3yiTe aHAOCKON NPU HaNMUYUM:KaKNX-N1M60 NOBPEXAEHUIA NN ecnu B
KaKoW-nnb0o yacTn NpoBepku nepen NCOoAb3oBaHMeM (cMm. pasgen 4.1),
NoAyyeHbl oTpuLaTenbHble pe3ynbTaThbl:

6. W306paxeHnsa Henb3s UCMOb30BaTb=B.Ka4ecTBe e4NHCTBEHHOI0 HE3aBUCKUMOro
cpeacTBa AMArHOCTMKKM 3aboneBaHunsal Bpaun fOMKHbI UHTepnpeTupoBathy
060CHOBbLIBaTb /1I06bIE NOJSIyHEHHbIE fiaHHble ApYrMMK cnocobamm ¢ y4eTom
KIVMHUYECKMX AaHHbIX naumeHTa.

7.3 He ncnonb3yiiTe aKTUBHbIE 3HA0CKONMYECKME BCNOMOTaTe lbHble YCTPOWCTBA,
Takue Kak nasepHble 30HAbl U 3IEKIPOXUpYypruyeckoe 060pyL0BaHNE;~COBMECTHO
C 3HJ,0CKOMOM, TaK KakK 3TO MOXKET NPMBECTM KTPaBMMWPOBaHMNIO MalueHTa um
NOBPEXAEHUI 3HA0CKONA.

8. Henb3s ncnonb3oBaTb 3HAOCKON BO BpeMs BBEAEHUA NaLUeHTY
NIerkoBOCNIaMeHsLWNXCcs Ta3006pa3HbiX aHECTETUKOB. 3TO MOXET MPUBECTY K
TpaBMMpPOBAHMIO MauneHTa:
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9. Mpu acnupayun Bcerga oTcnexnBainTe n3obpaxeHuns, nonydyaemsie ¢ IHAOCKONA,
B PEXMME pPeasibHOro BpeMeHu Ha MOHUTope. Mpu HecobnogeHUn 3Toro
Tpe60oBaHUA MaLMeHT MOXeT BblTb TPAaBMUPOBAH.

10. Ha npoTsa)eHun BCero nepmnoga UCnonb3oBaHUA aHA0CKoNa Heo6xo4nuMo
o6ecneunTb Hagnexatwmii MOHUTOPUHT COCTOSIHUA NauuneHTa. Mpu HecobnwgeHUN
3TOro Tpeb6oBaHna naymeHT MOXKeT OblITb TPaBMUPOBAH.

11. Kaxpgblih pa3 Heo6X0AMMO NPOBEPSTb, YTO Crmbaemas 4acTb HaXoAUTCA B
BbINPAM/IEHHOM NOJIOXKEHWUW NPU BBEAEHUWN WU U3BMEYEHUN IHA0CKONA U3
pabouyero kaHana. He ncnonb3yiTe crnbawWmnii pelyar n He NpukKnagbiBanTe
M36bITOYHOE yCuIme, Tak Kak 3T0 MOXeT TpaBMUpoBaTh NnayueHTa u (Um)
nospeauTb 3HA0CKOM.

12. He npumeHsiiTe Ype3MepPHO hM3NYECKOW CU/bI MPU BBEAEHWMN, YIPABAEHUN UIN
M3B/IEYEHNN IHAOCKOMA, TaK KaK 3TO MOXKET NpuBeCcTU KTPaBMMUpPOBaHMWI0
nauneHTa uam NoOBPEXAEHMIO 3HA0CKONA.

13. He npogguraiite, He n3Bnekalite aHAOCKON, a TakXKe He paboTaiiTe crmbaemom
4yacTbio MOKa 3HAO0CKONMYecKoe BCMOMOraTesibHOe yCTPOMNCTBO BbICTynaeT U3 guc-
TaNbHOro KoHua paboyero KaHana, Tak Kak 3T0O MOXeT HaHECTU TpaBMY RaLMEHTY.

14. AncTanbHbI KOHeL 3HA0CKOMNA MOXET HarpeBaTbCA BCNeACTBME Harpesa
cBeToamoaoB. V3beralite NpoAOMXNTENbHOTO KOHTaKTa AUCTaNbHOro KOHLa Co
CNIN3NCTON 060/104KOI, MOCKO/IBKY 3TO MOXET Bbl3BaTb NOBPEXAEHUE €/IM3NCTOMN.

15. Mepep BBEAEHNEM XUAKOCTU NOAHOCTbLIO BCTaBbTe WNPUL, B OTBEPCTIME paboyero
KaHana. HecobnwaeHne atoro rpeboBaHMa MOXeT NPUBECTU K Pa3auBY XUAKOCTU
13 nopTta paboyero KaHana.

MEPblI MPEAOCTOPOXHOCTU

1 Heob6xoaumo npefycmoTpeTb COOTBETCTBYHOLWEE pe3epBHOE n3enne, Kotopoe
[O/MKHO ObITb JOCTYNHO. /1A HEMEA/IEHHOIO MCMNOJIb30BaHWs, UTOObI NPOLO/IKUTL
npoueaypy B cinyyae-0Tkasa usfenuns.

2. OctopoxHo! He neBpeanTe pabouyto 4YacTb WKW AUCTasbHbIA KOHeL, npu
NCNOMIb30BaHUM OCTPbIX YCTPONCTB, TAKUX KakK UrMbl, BMECTE C 9HAOCKOMNOM.

3. depepanbHbiii 3akoH CLUA pa3peliaeT npogaxy aTMX n3genunii ToibKo Bpavyom
Unn No 3akasy Bpaya.

4. LllBeToBOE OTOGPaKEHME CUHETO LBETa MOXET ObIThyXYALWEHO Ha (DaKTUYECKOM
CHUMKe C 3HA0CKOMa.

5. Ecnm npu pabove c aScope 4 RhinoLaryngo Intervention gepxatb pyuky
o6paTHbIM XBaTOM, N306paXKeHne Ha MOHUTOPE BYAEeT NepeBepHyYTO.

1.5. NMoTeHUuManbHble NO60OYHbIE 3 hEeKTHI

MoTeHuMaabHble NO60YHbIE HocoBoe KpoBoTeuyeHue, napuHrocnasm.
3(P(hEKTLISB'OTHOLLEHUN noBpeXXAeHne Fo10COBbIX CBA3OK.
PVUHONAPUHTOCKONUY C MOBPEXAEHME C/IN3NCTON 06010UKMU.
ncnosb3oBaHMeM rmbkoro PBOTHbIN pedinekc, 601b / ANCKOMAOPpT,
3HAo¢cKOMa (Takme Kak) fecatypauus.

1.6.. 0O6uime 3ameyaHms

Ecnn'so BpemMa UCnonb3oBaHNA OaHHOIo ns3aennsa Unn B pesysibtTate ero Ncnosib3oBaHuA
npeusoLlwen cepbesHblii MHUMAEHT, NoXasaylicTa coobuwmnte 06 3TOM NPOUN3BOAUTENIO U
CBOEMY HaLMOHa/IbHOMY Ha30PHOMY-OpraHy.

1.7. NMoka3aHna K NpUMeHeH®uo

I,El,aHHbIe n3pnenna npegHasHadyeHbl gaa onarHoCtupoBaHUA PUHONAPUHTOAOINYeCcKnx
3ab6oneBaHuUiA, o1a 3HAOCKONNYECKUX npoueayp u obcnefoBaHnss HOCOBBIX Masyx u
BEPXHUX AblXaTeNbHbIX NyTEi.
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1.8. 06nacTb NpMMeEHeHNS

N3penve npegHa3HavyeHo 415 UCNOJb30BaHWS Y B3POC/bIX.

JaHHoe nsgenve npegHasHavyeHo 41 UCMOIb30BaHWUA B BEPXHUX AbIXaTeNbHbIX NYTAX;
NOJ1I0CTU HOCa, INoTKe, ropTaHn U NnoACBA304YHOM MPOCTPAaHCTBE ropTaHu.

[aHHoe nsgenve npefHasHavyeHo gNa UCNoNb30BaHWS B YCNOBUAX N1eHEOHOI0 yUpexaeHus.

1.9. NH(popmauma o NoTeHUMaNbHbIX NO/Ib30BaTENAX

3HAOCKOI‘I A0/HKEH Ncnonb3oBaTbCA TOJIbKO KBaJ‘IVI(*)VIU,VIpOBaHHbIMVI KﬂI/IHI/lLlI/ICTaMI/I/
BpayamMun B COOTBETCTBUU C cylweCTBYLOWLNMN MeANLNHCKNMIW npaBuiamMmn n
npouegypamu s BbIMOSIHEHUSA 3HAOCKONUM B Npeenax AbixaTenbHblX NyTeN.

2. OnncaHune nigennsa

JHAOCKOM MOXXHO MOAK/UYNTL KYCTPONCTBY BM3yanusauun Ambu. Hdopmaumnio 06
yCTpOWcTBE BM3yanu3auuy CM. B MHCTPYKLMIU N0 3KCNyaTauum ycTpoiicTBa BU3yanysaymm.
Tvn 3aWmnTbl OT MOPaXEeHUA 3/1IeKTPUYECKUM-TOKOM: 060pyaoBaHue knacca |. CTeneHb
3aWmnTbl OT NOPAXEHMUSA 3NEKTPUYECKMM TOKOM: paboyas yacTb Tuna BF.

2.1. KOMNOHEeHTbl nsgennsa

SHpocKoMbI Homepa KOMMNOHEHTOB

512001000RU aScope4
RhinoLaryngo Intervention

aScope 4 RhinoLaryngo Intervention focTyneH He BO Bcex cTpaHax. O6paTuTtech B
MEeCTHbI 0hnC NpoAax.

BHewwHuiA BHyTpeHHU
HanmeHoBaHne n3genus LiseT

anamesp {mm] anametp [mm]
aScope 4_Rh|n0Laryngo 3e/1eHbli MWH:5,0; MUH. 2,0
Intervention Makc. 5,5

2.2. CoBMecTuMble n3genusa
M3penune aScope 4-RhinoLaryngo 6b1510 pazpaboTaHo ‘fas Ncnonb30BaHUA B COYETaHUN C:

YcTpoiicTBa BU3yanusauunm:
- Ambu aView
- Ambu aView 2 Advance

JHAO0CKONUYecKMe BCnomorartebHble ycTpolieTBa:

- AcnupaunoHHble TPy6KM CO BHYTPEHHUM AlameTpom oT 6,5 g0 9,5 [mm].

- CTaHAapTHbIN 6% KOHMYeckui wnpuy Jlyspa Ao 50 mn.

- NepexofHnK, COBMECTUMbIN C NMOPTOM paboyero KaHana u cTaHgapTHble 6%
KoHu4Yeckune wnpuubl Jlyapa.

BcnomoratenbHoe aHAOCKONMYEeCcKoe 060pyL0BaHME C MAPKMPOBKON ANa AnameTpa
(ID) 2,2 MM 1AM mMeHbLIe.

- Tpybkamun gna Tpaxeoctommm pasmepa 6 nam 6onblue.
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2.3. KoMnoHeHTbl aHfOCKONA n

5
12 13
r
> 8
H» KOMMOHEHTHI dyHKUNA
1 PykosaTka MoaxoanT ANs NeBoit 1 NpaBold pyKu.

Mo3B0oNSEeT NEPeMecTUTb AUCTaNbHbIN KOHEL BBEPX U

2 Pbivar ynpagnieHus .
BHW3 B OHOM NNOCKOCTU.
3 MopT paboyero Ob6ecneynBaeT BBEAEHUE XNAKOCTEN 1
KaHana 9HA0CKOMNNYECKNX BCAOMOraTebHbIX YCTPONCTB.

MoXXeT Mcnonb30BaThes 411 BBEAEHUS XUAKOCTEN,
- Pabounii kaHan acnupauum v BBeAeH1A 3HL0CKOMNYECKUX
BCNOMOraTe/ibHbiX YCTPOMCTB.

4 ACRMpPaLNOHHbIN Ncnonb3yeTcs ANs NoAKAYEHUA acnnupayoHHOWN
KOHHEKTOp Tpy6KU.

5 KHonka acnupaunn Mpu HaXxaTUKM aKkTUBMPYET acnmpaumio.

6 Pabouad yacTtb MMbkan 4yacTb BBOAUMASA B AblXaTeNbHble NyTU.

- BBoaumas yacTb PaBHa annHe paboyein YacTu.

7 Crnbaemas yacTb MofBuUXHaA YacTb.

2 AncTanbHblii CofepXunT Kamepy, MCTOYHWNK cBeTa (ABa CBeToAMOAA),
HakKoHel, a-TaKxXe BbIXo[ paboyero KaHana.

9 Pa3bem Ha kabene flooknyaeTcs KCMHEMY pasbemy HaycTpolicTBe
3HAO0CKOoMa BU3yanusayumn.
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No KOMMOHEHTHI hyHKLMA

MepenaeT curHan M306paxeHust Ha yCTPOCcTBO

10 Kabenb aHgockona
BU3yanunsayuu.
3awmuiaeT acnMpaunoHHbIN pa3beM BO BpeMs
n 3awmTa pyKosaTku TPAHCMOPTUPOBKU N XPaHEHUA. YaanuTb nepeq
NCMNOMb30BaHNEM.
3awmwaeT paboyylo 4acTb BO BpeMs
12 3awnTHana Tpyba TPaHCNOPTUPOBKM U XpPaHEHUA. YoanuTb nepeg

NCcnonb3oBaHNEM.

O6nervyaer-BBefieHne WNPULEB CTHO3POBCKUM
13 MepexoaHUK HaKOHEYHWKOM W TMOKMX 3HAO0CKOMUYECKMX
yCTpoOlicTB-Yepe3 pabounii kaHan.

3. O6bsAcHeHUe MCMNONb3yeEMbIX. CMMBOJIOB

O603HauveHns ans ascope OnucaHune
4 RhinoLaryngo

Pabouas gnuHa paboyein yactn aHgoOCKoNa.

MakcmmasibHas WwupnHa paboyein yacTm
0 MaxOD (MaKcMasbHbIli BHELHWA anameTp).

MuHuManbHasa WwupuHa paboyero KkaHana
(MMHMManNbHbLIA BHYTPEHHWIA AnameTp).

n
Z=P85- Mone o630pa.

TemnepatypHble orpanuydeHus; ot 10 “C (50 GP
40 40 *C (104 @F) B pabouunx ycnoBusx.

[}
f OrpaHn4yeHns NosBAa>KHOCTN: OTHOCUTEIbHAsA
BNI@XKHOCTb OT 3040 85 % B pabo4unx yCcrnoBusx.

OrpaHnyeHmna M0 aTMOCHEPHOMY [aBNEHNIO: OT
80 no 109 kMa-B paboymx ycnosusx.

£FI dnekTpo6e3onacHoCcTb Tuna BF ans paboyeid wactu.
b J MNponssoaunTesb.

C M CM. MHCTPYKLMIO NO 3KCnayaTaunm.

C € 3Hak cooTBeTCTBMA eBponelickum Hopmatusam (CE).

2797
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O603HaueHus ans aScope OnucaHwne
4 RhinolLaryngo

YpoBeHb YNakoBKKU, 06ecnevunBatoLLnii cTepuibHOCTb.

Mpu3HaHHasaA MapKNpoBKa KoOMMNoHeHTOoB UL ansa

us KaHagpbl 1 CLUA.
|Mp| MeguunHcKoe nsgenve.
GTIN Fnob6anbHeIiHOMEP NpeaMeTa TOProBAn.

MecTo.npon3BoACTBA.

Jara-npov3sopcTea.

He ncnonb3yite nsgenne, ecnm cTepuAaU3aLMoHHbIi
Gapbep UK ynakoBKa NoBpPeXAeHbl.

Mcnonb3osatb go Mrr-MM-44.

STERILE EO CTepuibHOE M3aenune, CTepunnaauus aTUIEHOKCUAOM.
OfgHopa3oBoe m3genve. He Nernosib3oBaTb NOBTOPHO.
REF ApTUKY.

Homep napTtuu, Koa naptun.
MpepynpexaeHng:

Q) 3Hak cooTBeTcTBMA TOCT P.

3HaK COOTBETCTBUSA TEXHMUYECKNM pernameHTam
1] TamoxeHHOro Coto3a.

4. Acnonb3oBaHWe aHAOCKOMNa

OTperynnpyiTe NoaoXeHne nayneHTa u.oleHnTe HeobXoAMMOCTb NPUMEHEHNS
COOTBETCTBYIOLWNX aHECTETUKOB A1 MUHNMM3ALMN ANCKOMGOpTa NauneHTa.
Hoemepa, yKkaszaHHble B CepblX Kpyrax, OFKOCATCA K UNMICTPaLUAaM Ha CTp. 2:

4.1. TlpoBepKa 3HAOCKONA AEPES UCNO/b30BaAHNEM

1 ﬂpOBepre UeNoCTHOCTb N TePMETUYHOCTb NMaKeTa.

2. YbeauTecb B TOM, YTO C PYKOSATKM 1 paboyeli YyacTn yopaHbl 3aWUTHbIE 31eMEHTbI
(3awmTa pyKosiTKM U 3awmMTHas) Tpybka). A

3. MpoBepbTe, YTOObLI Ha M3[EAMUN HE ObIN0 3arpsA3HEHU N NOBPEXAEHNN, TaKNX KaK
LapanuHbl, oOCTpble Kpas UAKN BbICTYMbl, KOTOPble MOTYT TPaBMUPOBaTh NauueHTa. 14

VIH(hopmaL Mo 0 NOArOTOBKE U MPOBEPKE YCTPOICTBA BU3yannsaumm cMm. B
WHCTPYKL MM NO 3KcnayaTaumm aas COBMECTUMOTO YCTPOICTBA BM3yanunsaLuu.
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4.2. NMpoBepka n3obpaxeHus

1 Moaknwuute Kabenb 3HA0CKONA K COOTBETCTBYIOWEMY pa3beMy yCTpPOCTBa
BM3yanusauun. Yéeanutech, YTO LBETA COBNAAAKT U CTPENKN BbIPOBHEHbI.

2. Yb6epuTtecb B TOM, YTO Ha 3KpaH BbIBOAMTCA BMAEOU306paKeHne B pexnme
peanbHOro BpemeHu. 4N 3TOro HanpaebTe ANCTaNbHbIN KOHeL, 3HA0CKONa Ha
06beKT (HanpumMep, Ha N1af0Hb CBOEN pyku). N

3. Tpn HEO6XOANMOCTM OTKOPPEKTUPYNTE HACTPOMKMN M306paXKeHNS Ha yCTpOMCTBE
BM3yanm3aunm (CM. MHCTPYKLMIO NO 3KcnayaTalum ycTpoiicTBa BU3yanmsauun).

4. Ecnu He yaaeTcst HeTKO YBUAETb 06bEKT, MPOTPUTE IMH3Y Ha AUCTA/IbHOM KOHLe
n3genns cTepusbHOM cangeTkon.

4.3. MoarotoBkKa aHgockKona

1. OCTOpOXHO nepemellaiiTe polyar ynpaBfieHus crubaHvemM Bnepes 1 Hasaz, YToObl Kak
MOXHO CU/IbHEee COrHyTb CrMbaemyto Yactb. 3aTeM MeA/IEHHO NepemMecTUTe pblyar
ynpaB/ieHns B HENTpasibHOe NOosIoXKeHNe;-YbeamTech B TOM, UTO crmbaemas HYacTb
paboTaeT NaaBHO M TOYHO, & TaKXKe Bo3BpaLlaeTcs B HEMTPanbHOe NOOXKEHNE.

2. Cnomoubto wWnpuua BBeAUTE 2 M/I,CTEPUNLHOI BOAbl B MOPT paboyero kaHana (npwu
MCNONb30BaHNUN WINPULA C/TI0IPOBCKNM HAKOHEYHNKOM UCNOMb3YyiiTe NePexXoAHUK
3aKpbITOro TMna). Hagasnmeas Ha NayHxep, y6eanTecb B OTCYTCTBUM AOATEKAHUNA 1
B TOM, YTO BOAA BbIXOAUT U3 AUCTA/IbHOTO KOHUA. 5b
MoAroToBbTE acnupalMoHHOe 060pyAOBaHME B COOTBETCTBUU C UHCTPYKLMAMU
npounssoamntens (ecnn npumeHnmo). ~  ToAkNunTe acnnupaunoHHyl TpyoKy K
acnupaunoHHOMY pasbemy MMHaXKMUTE Ha KHOMKY acnupauuu ans npoBepku
paboToCnoCcOBHOCTH.

3. PekomeHAyeTcsi NpoBecTU-NpesiBapuUTE/IbHY NMPOBEPKY COBMECTMMOCTM BCNOMOra-
TenbHOro yctpoiictea. TaMm Ffie 3T0 NPMMEHMMO, NPOBEPbLTE, YTO,BCMNOMOraTesisHoe
3HA0CKOMUYECKOE YCTPOUCTBO 6€3 CONPOTUBIEHNSI NPOX0AUT Yepe3 pabounii
kaHan. Mpunaraemblii REPEXOAHUK MOXET UCNOMb30BaThCS ANA YNPOLLeHNS BBeje-
HWS rMBKOro BCnomorarenbHoro ycrpoiictea. M

4.4. PaboTa C3HAOCKONOM

Ypep>xaHue 3HAocKoNa n MaHunynMpoBaHue AuctanbHbiM KOHUOM #

PYyKOATKY 9HA,0CKOMa MOXHO yaepXXunBaTb N1060N pyKoii. Pyky, CBOGOAHYI OT 3HAOCKONA,
Ncnonb3yiTe ans BBEAEHUS paboyeli yacTu B POTOBYH WU HOCOBYIO NMOMOCTb NauMeHTa.
[na nepemelleHus pslyara ynpaBneHust UICNosb3yinTe 60AbLLON Nanew pyku, a ana akTu-
BaUMM KHOMKMW acriwpauny — ykKasaTefbHblli nanel. Poiuar ynpaBieHna Ucnosb3yeTcs
ANns crmbaHusa v APOABUXEHNSA AMCTaNbHOIO KOHLUA 3HAO0CKONA B BEPTUKAIbHON NIOCKO-
ctu. Mpn nepemelieHnn pblyara ynpasneHna BHU3 KoHeL crnbaeTcs knepegu (crnba-
Hue). Mpn NepemMelleHnN pblyara BBEPX KOHel crméaetcs k3aau (BbinpsimieHne). Mo BO3-
MOXHOCTM paboyas yacTb AO/KHA COXPaHATL NPSIMOE MOJIOXKEHMEe Ha NPOTAXEHUN
BCEro BpemMeHu, 4Tobbl 06ecneuynTb ONTUMabHbIA Yron cruba KoHua.

BeeneHng aHpgockona ~

UTobbl 06ecnevynTb HauMeHbLIee TPEHVE BO/BPEMSA BBEAEHMS aHAOCKONa, pabouylo
4yacTb MOXHO cMa3aTb YOPUKAHTOM MeAULUHCKOro HadHavyeHus (MA0KanHOBbIM refb
4%, KY-=renob (Durex), kcnnokamHom 20mr/ma (Aspen), Surgilube nnn nw6oii gpyroin
aHanornuHoli cmaskoit). Ecnn n3obpaxeHus;,nepefaBaeMble 3HA0CKONOM, CTaHYT
HEUYETKMU, OYNCTUTE AUCTa/bHbIN KOHel/cTepunbHoli mapneli/TkaHbio (MeguLHCKUM
Ae3uHMDEeKLUNOHHbIM TaMMOHOM C M30MPONUIOBLIM CIUPTOM, cofepXaHue cnupTa 70%
nav-Bbiwe). Npu BBEAEHMUM 3HA0CKONA(Yepe3 pOTOBYIO NMOMOCTb PEKOMEHAYeTeA
UCH0b30BaTh 3ary6HUK A5 3aWUTbIAHA0CKONA OT NOBPEXAEHUNA.

BBepeHune xxnakoctn Ar

JonyckaeTcs BBefeHME XUAKOCcTe vepe3 pabounini kaHan nyTem BCTaBKY Linpuua B NopT
pabouyero kaHana, NnpefyCMOTPEHHbIV B BEpXHEN YacTu aHgockona. Mpumcnonb3oBaHum
wnpuua c 103PpOBCKUM HAKOHEYHNKOM I/ICI'IOI'Ib3yI7ITe BXOAHU.LMIZ B KOMAJIEKT NepexoaHuK.
MONHOCTbIO BCTaBbTe WNPKML B MOPT paboyero KaHana uam nepexofHnK u HaXXMuTe Ha
nayHxep, 4To6bl BBECTU XUNAKOCTb. Y6eanTecb B TOM, YTO BO BPeMS 3TOro npouecca He
npumeHdaeTcsa acnmpauna, Tak Kak B NTpOTUBHOM C/iydae BBoAUMas XXUAKOCTb MOXeT

Peructpanna MH B PocagpaBHagzope
www.nevacert.ru | info@nevacert.ru



nonacTb HeNnocpeAcTBEHHO B cucTeMy c6opa acnupata. UTo6bl y6eanTbCs B TOM, UTO
XUAKOCTb Monana e KaHan, NponycTuTe B KaHan 2 M BO3AyXa.

Acnupauuna ~

Korpga acnupaynoHHas cuctema nofktovyeHa K acnupaymoHHoMy pasbemy, ANA akTuBa-
LUK acnupaunm HaxKxMmuTe ykasatesibHbIM nanbLeM Ha KHOMKY acnupauum. Obpartnte BHU-
MaHue Ha To, 4TO ec/1M nepexogHuK n/vnn QHAOCKONn4yeckne BcnomorartesibHble yCTpOI7I-
CTBa HaxogAaTca B pa6oqu KaHane, acnmpaynoHHana CNOCOGHOCTb CHMKaeTcs. ,ﬂ,l‘lﬂ AOCTU-
XEHUS ONTUMasibHOM :-)Cb(*)eKTI/IBHOCTVI acnupaunn pekomeHgyeTca NoTHOCTbLIO N3B1eYb
nepexoaHNK Unu Wwnput, Bo Bpems acnupayun.

BBE,D,EHME IHAOCKONMM4YecKnxX scnomMoraTtesibHbIX yCTpOVICTB 7d

Kaxablii pa3 cnefyet npoBepsiTb COOTBETCTBUE pa3Mepa 3HL0CKOMMYECKOro
BCMoMoraTenbHOro ycTpoiicTea aHagockony: (M. Paszgen 5.2). Mepef MCNo/b30BaHUEM
npoBepbTe 3HAOCKOMMYECKOE BCMIOMOraTe/ibHoe ycTpoiicTBO. B criyyae Kakux-an6o
HapylweHuii paboTbl UM BHELWHWX NOBPEXAEHMN YCTPOCTBO HEO6X04MMO 3aMeHUTb.
BBeauTe 3HAOCKOMNMYECKOe BCMoMoraTefibHoe yCcTpoiicTBO B NOpT pa6ouero KaHana 1
npoasuraiiTe ero no paéoyemy KaHany 0 Tex rnop, noka yCTpoiCcTBO He CTaHET BUAHO Ha
Ha ycTpoiicTBe BU3yanusauun. Ans o6nerdyeHns BBeeHNs rmbKMx BCOMOrate bHbIX
YCTPOIACTB MOXHO UCMNO/b30BaTh NEPEX0AHNK 3aKPbITOro TUNa.

3BnevyeHne 3HAOCKoNa

Mpu n3BfeYeHNn aHA0CKoNa y6eAnuTeCh, UTO pblyar ynpaBieHns HaxoguTcsa B
HelTpasbHOM NONOXEHUN. MeaAEHHO U3BNEKUTE IHA0CKON, OTCNEXNBasA n3o6paxeHne B
peXvMe XNBOro BpeMeHN Ha YCTPOWicTBe BU3yanusaLmm.

4.5. Mocne ncnonb3oBaHnsa

Bu3yanbHblli 0CMOTP

OcMOTpuMTE 3HAO0CKON Ha NpeAMeT MOBPeXAeHN crnbaemoi Yactn, NNH3bI Un
pabouei yactn. Ecnmn B pesysibTaTe Takoro ocmoTpa 6yaeT BbisiBfieHa HE06X0AUMOCTb
KOPPEKTUPYIOLWNX AeACTBUN, BbIMOIHUTE UX B COOTBETCTBUMU CYCTAHOB/IEHHLIMU
MeANLUHCKMMY CTaHAapTamu.

3aBepLueHne paborbi, N
OTcoeanHUTE 3HAOCKON OT yCTPOMCTBA BU3yanmsaumun.

Ytnnunsauunsa

YTunusupyiTe SHA0CKON Tak Kak 3To 0gHOpa3oBoe M3fenve. Mocae Ncnosib3oBaHuns
n3genne cuntTaercs VIHd:)I/ILLI/IpOBaHHbIM n noanexurt.ytnnmsaunm B COOTBeTCcTBun C
MECTHbIMW CTaHAapTamu no c6opy NHPUUNUPOBAHHBIX MEAULNHCKNUX YCTPOUCTB C
3NNEKTPOHHBIMW KOMMNOHEHTaAMWU.

5. TexHmuyeckne xapakTepucTtukm n3gennsd

5.1. NMpyMeHnMble cTaHAapThl

[aHHbI/3HA0CKON COOTBETCTBYET CNeAYHLWUM CTaHAapTaM:

e EN'ISO 13485. N3penusa meguumHckne. CucteMbl MeHeIXXMeHTa KayecTBa.
TpeboBaHVs ANA ueneli perynnpoBaHus.

e EN'ISO 14971. 3penua meguumnHckme/ TIpuMeHeHne MeHeKMeHTa pucKa K
MEANLMHCKUM U3LeNUAM.

«~—EN 1041+Al. UHdopmauus, npegocrasnsemas npoMsBogmMTesieM MeaULNHCKNX n3genuii

= JEN ISO 15223-1. MeguunHckue nagenns - CUMBOJSIbI, UCNOJb3yeMble Ha-3TUKETKax
MeANLUHCKUX n3genvii, npegocraBaseMas Mapkuposka u nHopmaymna - Hactb 1
O6uwme TpeboBaHus.

< EN ISO 10993-1. OueHKa 6MONOFMYECKOTO AENCTBMA MeANUNHCKNXU3Aennin. YacTb 1:
OueHKa v ncnelTaHMa B pamKax/npouecca MeHeIKMeHTa puUcKa.

e EN ISO 10993-5. Buonornygckas oueHka MeaAnLMHCKNX nsgenunii=Yacto 5: TecTbl Ha
LMUTOTOKCUYHOCTD in vitro.

e EN ISO 10993-7. U3genus meguumHckme. OueHka 61M010rnyeckoro gelicTems
MeaNLUHCKMX n3gennii. Yactb 7: OcTaTouHoe cogepXaHue aTuneHokcuga nocne
cTepunnsauum.
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EN I1SO 10993-10. 6uonornyeckas oueHka MeguLUMHCKNX ngenuin. Yacto 10:
McnbiTaHns Ha pasgpaxeHue n KOXHYI0 CeHcnbunamsauuio.

EN ISO 10993-11. Buonornyeckas oueHka MeanLMHCKMX nagennii. Yactb 11: TecTbl Ha
CUCTEMHYH TOKCUYHOCTb.

EN ISO 10993- 12. Buonornyeckas oueHkKa MeguLMHCKNUX n3gennii. YacTtb 12:
Moarotoska 06pasy0B 1 KOHTPOJIbHLIX MaTepranos.

EN ISO 10993-17. OueHka 6M0N10rM4ecKoro A4eicTemsa MegUUMHCKNX n3gennin. YacTb
17: YcTaHOBNEHME oNYyCTUMBIX NpeAesioB BbilienaynBaemMbliX BELECTB.

EN ISO 10993-18. buonornyeckas oueHka MeanynHCKnX ngenni. Yacto 18:
Xnmumueckasa xapakrepusaunsa maTtepunanos.

EN 1SO 22442-1 N3penvs meguunHCKME, NCMOb3YHLULME TKaHU U UX MPOU3BOA4HbIE
XXMBOTHOIO NPOMCX0XAeHUs - YacTb L MpuMeHeHne NPUHLUNOB ynpas/ieHns pUCKamu.
PykoBogasLMe ykazaHMAMN MO CUCTEME Hag3opa Hafd MefULUHCKUMW U3fenusamm
(MEDDEV) 2.7/1, knnHN4eckas oueHka: PyKOBOACTBO AN NpousBoauTenen u
HOTU(ULNPOBAHHbLIX OPraHoB

EN ISO 14155. KnuHnuyeckoe nccnegoBaHne MeauLMHCKUX U3gennini gnsa nogen.
Hapnexaulan KnmHudeckas npakTuka.

EN 13427 YnakoBka - TpeboBaHUA K-RPUMEHEHMNI0 eBPONenCcKnx ctaHaapToB B
061aCTN YyNakoBKU 1 YNaKOBOYHbLIX QTXO0B.

EN 13428 YnakoBka - CneynanbHble TpeboBaHMUA K COCTaBy U U3rOTOBAEHUIO
ynakoBKKu - CbepexkeHne pecypcoB NyTeM YMeHbLWEHNA YNaKOBOYHOTO CbIpbs.

EN 13430 YnakoBka - Tpeb6oBaHuUsa K CNO/b30BaHHON yNaKoBKe A/ ee nepepaboTku
B KaYeCcTBe BTOPUYHbLIX MaTepuUasnbHbIX PECYpPCOB.

EN 13431 YnakoBka - Tpe60BaH1sA K UCNOMb30BaHHOM ynakoBke A ee nepepaboTku
B KauyecTBe BTOPUUHbIX IHEPFETMYECKMX PECYPCOB, BKOYas ornpegeneHme
MWHWMaNbHON TeNN0TBOPHONM CMNOCOBHOCTU.

EN ISO 11607-1. YnakoBKa MeANLMNHCKUX U3aennii, nognexalynx-puHniHom
cTepunusaumn. Yacte 1:TpeboBaHusa KMatepmanam, 6apbepHbiM cuctemam As
cTepunusaymn n ynakoBoOYHbIM CUCTEMAM.

EN ISO 11607-2. YnakoBKa 4151 Me4UUUHCKUX U3gennii, nogaexawmx guHnWHom
cTepununsaumn. Yactb 2-BannpaumoHHble TpeboBaHMA Knpoueccam OPMOBKH,
3aneyaTtbiBaHMA U CO0PKN.

EN ISO TS 16775 YnakoBka MegMLNHCKNX U3LENNI, Nognexawmnx puHnLHok
cTepunnsaumun. PyKosoacTso no npumeHeHuto ISO 11607-1 n ISO 11607-2.

EN 556-1 CTepuausauns MeguunHCKUX n3gennin - Tpe6osaHns K MeguLUHCKUM
nsgenusm, ¢ Mmapknposkoli «CTEPUJIbHO» - YacTb, 1: Tpe6oBaHusi K Me4ULUHCKAM
n3genuam, nognexxawmnmm MUHUILHOW CTepuansanum,

EN ISO 11135/CTepunusaumna MeguunHcKon npogykummn. Okcng atuneHa. Tpeb6osaHus
K pa3paborke, Banmaaunn n TekyleMmy KOHTpoAto-npoLuecca ctepunmsanmm
MeANLNHCKUX N3Lennii.

EN ISO 11737-1. CTepununsaums MeguuMHCKNX n3gennin. Mukpobunonornyeckmne
MeToabl. YacTe 1L OnpegeneHve nonynsumm -MMKpPOOPraHM3MOB Ha U3genunsax.

EN 1S0=11737- 2. CTepunumsaums meanuMHCK1UX n3gennin. Mukpobunonornyeckme
MeToAbl: YacTb 2: MicnbiTaHWUS Ha CTEPUNBHOCTL, NPOBOAMMbBIE NPY ONpeaeneHnn;
Ba/Iugaunmn n Nnoagaep>XKaHnun npouecca crepuansayumn.

ANSIZAAMI ST 67 CTepunusayns MegmuuHCKMX nsgennin — TpeboBaHua u
pYKOBOACTBA MO BbIGOPY YPOBHA 06ecneveHunst ctepunbHocTu (SAL) ans nagenuii c
MapKNPOBKOWN «CTEPUNBbHOY.

ASTM F1980 CtaHfapTHOE PYKOBOACTBO MO YCKOPEHHOMY CTapPEHUI0 CTEPUbHbLIX
6apbepHbIX CUCTEM ANA MeANLUHCKUX U3LENNNA.

ASTM D4169. CTaHgapTHaa npaktuKa Ans TecTupoBaHUs NpPovM3BoAUTENLHOCTU /
OCHOBHbIX XapaKTepUCTUK MOPCKAX.KOHTE/AHEPOB W CUCTEM.

EN ISO 14644-1. Ynctble NOMeLLEHNA N CBA3AaHHbIE C HAMW KOHTPOJIMPYEMbIE Cpeabl -
YacTb 1 Knaccndmkaums 4ncToTbl BO34yXa MO KOHUEHTpauumn Yyactny:

EN ISO 14644-2 YucTble NOMEUEHNA 1 CBA3AHHbIE C HAMM KOHTPOAUPYEMblE cpeabl -
YacTb 2: Tekywmii KOHTPO/b A8 NOATBEPXAEHUA NOCTOAHHOI0, COOTBETCTBUSA
YMCTOThI BO3yXa N0 KOHLUEHTpauum vyactuy,.

EN ISO 14644-5 YncTble noMeLweHns 1 CBA3aHHbIE C HUMW KOHTPO/IMPYeMble cpefbl -
YacTtb 5: Onepauun.
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EN ISO 14698-1 YuncTtble NnoMelLeHUs 1 CBA3aHHbIe C HUMU KOHTPOIMpyeMble cpefabl -
KoHTponb 6uosarpssHeHmnii - Yactb 1; O6WwmMe NPUHLUALI U METOAbI.

EN ISO 14698-2 YucTble NnomMeLweHNsa U CBA3aHHbIE C HUMU KOHTPOJIMPYEMble cpefbl -
KoHTponb 6uosarpsasHeHunii - Yactb 2: AHann3 faHHbIX 0 6U03arpsa3HeHnsx.

EN 60601-1. N3penns megunumMHcKne anektTpuyeckune. Yactb 1: O6uime TpeboBaHUsA K
OCHOBHOW 6€30MacHOCTN M OCHOBHbIM PYHKLMOHA/IbHbIM XapaKTepucTukam.

EN 60601-1-2. M3pgenua meguumnHckue anektpuyeckne. Yactb 1-2: O6wme TpeboBaHus
6e30nacHOCTW. [JONONHUTENbHbIMA CTaHA4APT: dN1eKTPOMarHMTHas COBMECTUMOCTb:
TpeboBaHMNA U UCNbITAHUSA.

EN 60601-1-6. N3penua meguunHckmne anektpuyeckme. Yactb 1-6: O6wme
TpeboBaHMs 6€30NacHOCTM C y4eTOM OCHOBHbIX (DYHKLMNOHA/IbHbIX XapaKTepuctTuk.
[JononHuTtenbHblli cTaHAapT: AKcnayaTauMoHHasa NPUrogHoCTb.

EN 60601-2-18. N3pgenua meguumnHcKue ajflekTpnyeckmne. Yactb 2-18. HacTHble
TpeboBaHMs 6€30NacHOCTM CYyY4eTOM OCHOBHbIX (PYHKLNOHA/bHbIX XapaKTepucTnK K
9HA0CKOMMYECKO annapatype.

EN 20594-1. KoHnuyeckune coegnHeHus.c'6% kKoHycom (Jloap) A4na wnpuues, U n
NpoYNX MeANLNHCKNUX Npucnoco6aeHuin. Yactb 1: Obwme TpeboBaHus.

EN 1707 KoHnuyeckue getanu ¢ 6% -"HO KOHycHOCTbto (Luer) gna wnpuies, urn n
HEKOTOPbIX APYrMX BUAOB MeAUUNHCKOro obopyfoBaHus.

EN ISO 15001 AnnapaTbl HapKO3HbIe U AbixaTesibHble. COBMECTUMOCTH-C KUCNOPOLOM.
ISO 8600-1 3HAOCKONbI. MegnUMHCKNE 3HAO0CKONbI U Npubopbl AN
aHpocKonuyeckon Tepanuu. Yactb 1. Obwme TpeboBaHumA.

1ISO 8600-3 3HA0CKONBLI. MegnUNHCKNE 3HAOCKOMNbI U 3HAOTEpaneBTUYecKme
npubopskl. YacTtb 3. OnpegeneHune nona 3peHns n HanpasieHUsa 3PEHNA ONTUYECKOTO
aHgockona.

ISO 8600-4 3HOocKoNbl. MeANLMHCKME 3HLO0CKOMbI U 3HA0TEpaneBTUYecKne
npubopsl. YacTb 4. OnpeaeneHre MakCMManbHOW WNPUHbI BBOAUMON YacTu.

ASTM F88 CTaHAapTHbI/ MeTOoA UCNbITAHUA 18 MPOYHOCTU VIIOTHEHUS TUOKUX
Matepuanos 6apbepa:

EN 62471 ®oTo6MONOFNYECKas 6€30MacHOCTb 1aMM M TaMAOBbIX CUCTEM.

5.2. TexHMYyecKue xapakKTepucTUKM 3HQ0CKOMNA

aScope4 RhinolLaryngo

Viapenne Intervention

Pasmepsbl [Mm] 554x71

Macca [r] 210
ffone ¢ Srnolanys
Pasmepbi-[vMm] 30,2x14x3,8

Macca/[r] 0,7

aScope 4 RhinolLaryngo

Pa6oyvas yacTb .
Intervention

Crubaemasn yactb’ n 130,130 ¢
AuameTp paboueii yactn [mm, ()] 5.0 (0,20)
dvameTp AnctanbHOro HakoHua [Mwv,-(")] 5.0 (0,20)
M 7 6ouei

aKCI/IIMaI'IbeII/I anameTp paboueifHactu 5.5 (0.22)
[mm, ()]
MwuH. pa3mep Tpy6KuU ANsi TpaxeacToMum

6.0
(t0) [mm]
Pa6ouas gnavHa [mm, ()] 350(13,8)
2
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Pabounii kaHan

MuHumManbHasa wmpuHan
WHCTPYMEHTanbHoro kadana [mMwm, ("]

XpaHeHue 1 TpaHCMOPTUPOBKA

PekomeHpgoBaHHasa Temneparypa”
xpaHeHus [°C, (“P)]

PekomeHpoBaHHas Temnepatypa’
TpaHcnopTtuposku NC, (*F)]

OTHOCUTeNbHaA BaXHOCTb [%]

ATmocepHoe gaBneHue [kMa]
OnTunyeckas cucrema

[Mone 3peHnsa I
FnybuHa pe3koctu [Mm]

Cnoco6 ocBelleHuns

AcCnNnpaunoHHbIi KOHHEKTOP

BHyTp. avam. Tpy6HOro coeguHeHus [mm]
Ctrepunusaumns

MeTopg ctepununsauynm

Paboumne ycnosus

Temnepatypa [°C,(BF)]
OTHOCMTEeNbHaA-BAXHOCTb [%]

ATmocepHoe fAaBneHune [kMa]

aScope 4 RhinolLaryngo
Intervention

2,0 (0,079)

aScope 4 RhinolLaryngo
Intervention

10-25 (50- 77)

10-40 (50- 104)

30-85
80-109

aScope 4 RhinolLaryngo
Intervention

85
6-50
CeeToavop,

aScope 4 RhinolLaryngo
Intervention

06,5 -9,5

aScope 4 RhinolLaryngo
Intervention

CTepunumsaumn aTUNeHoKcUgom

aScope 4 RhinoLaryngo
intervention

10-40_(50- 104)
30-85

80-109

O6paTuTe BHUMAHMe Ha TO, YTO yron crnba MoxXeT U3IMEHATLCA, eCNN He noaAepXunsaTtb pabouylo yacTte

B NPAMOM/COCTOAHUMN.

HeT rapadsTun T0ro, 470 BCnomorarte/nbHbl e yCTpOVICTBa, BblﬁpaHHble C y4eToM TO/NTbKO MUHUMaNbHOW

WNPUHB MHETPYMEHTANbHOTO KaHana, 6yyT COBMeCTWMbI APYr C APYrOM.

XpaHeHlne npu 6onee BbICOKUX Temnepatypax MOXeT BANATb Ha CPOKWU XpaHeHus.
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6. BbiiB/ieHME M yCcTpaHeHWe HencnpasHoOCTe

Ecnm npu pa6oTe ¢ U3genmem Bo3HUKaT NPo6/iemMbl, BOCMOMb3YiATeCh 9TOW UHCTPYKLM-
eli No BbISIBAIEHUIO Y YCTPAHEHWUIO HEUCTIPABHOCTEN AN YCTAHOBAEHNA NPUYMHBI 1

ncnpassieHns oWwmnboK.

MNpo6nema

N306paxeHne B
pexunme peanbHO-
ro BpEMeHU Ha
3KpaHe OTCYyTCTBY-
€T, Ha 3KpaHe oTo-
6paxkaeTcs Nonb-
30BaTeNbCKU
nHTepdenc nam
n3obpaxeHue
«3aBUCMO».

Hu3koe kauecTBo
n3obpaxeHus.

OTcyTCcTBUE WU
CHMXXEHHas-acnu-
paunoHHasicno-
COBHOCTb;NpO-
61eMbl-c.BBeiE€HUN-
eMm BCroMoraresib-
HOrQ-3HA0CKOMMN-
YeCKOro ycTpoii-
cTBa uepes pabo-
4uii ' KaHan.

14
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Bo3moXkHas npuynHa

JHA0CKON HEe NOAK/IIYEH K
YCTPOICTBY BM3yanusaumu.

HapyuweHa cBa3b Mexay
MOHWUTOPOM W YCTPOIA-
CTBOM BU3yanm3alum

3HA0CKON NOBPEXAEH.

Ha ycTpoiicTBe Bn3yanusa-
uun oToGpaykaeTcs 3anu-
CaHHOe 1306paxeHue.

KpoBb,.CcritoHa v np.
Ha NUH3e (AncTanbHOM
KOHLE).

Pabouwnii kaHan
3a6/10KMpPOBaH.

AcCnunpaynoHHbIN
Hacoc He BK/IIOYEH Un
He NOAK/IIYEH.

KHonka acnupaumn
nospexgjeHa.

BcrnomoratenbHoe /9HAO-
CKOMMyeckoe yCTPOWCTBO
BCTaB/eHO B paboyni
KaHas (MPUMEHUMO: B CNy-
Yyae HapylweHus uin
OTCYTCTBMSA achupauunn).

Crnbaemas 4yacTb He
Haxo4MTCs B-HEWTpanb-
HOM MOJSIOXKEHNN.

3aTpygHeHue c BBeEeHU-
eM rmbkKoro Bcromora-
TeNbHOLO 3HAO0CKOMNYe-
CKOro ycTpoiicTBa yepes
pabounii kaHan.

PekomeHayemoe pelleHne

MoAKnounTe 3HAOCKON K
CUHEMY NOpTY Ha yCTpolicTBe
BM3yanusauum.

Mepe3anycTuTe yCTPOCTBO
BU3yanusaumu.

3aMeHnTe 3HA0CKOM HOBbIM.

MepeknyunTe ycTpOMCTBO
BU3yann3aumm obpartHo Ha
oTo6paxkeHne B.peXnMe
peanbHOro BpeMeHW:

Ecnu 06bekT oToBpaxaeTcs
HeYyeTKo, OUNCTNTE AUCTasbHBbIN
KOHeL, cTepubHO mapneii /
TKaHbio (MEAULNHCKUM Oe3UH-
heKLNOHHbLIM TAMNOHOM C U30-
NponuA0BbLIM CNUPTOM, COAEp-
XaHue ¢rmpTta 70% nnu Bbille).

N3Bnekure aHgocKon un
npoyncTnTe padbounii kaHan npu
NOMOLN YNCTALWEN WEeTKN nim
npomMolitTe pabo4ynii KaHan
CTEPU/IbHBIM PacTBOPOM Mpw
noMouwn wnpuua. He
HakKMMaliTe KHOMKY acnupauuu
npu BBELEHUW XUNLKOCTEN.

BK/OUYMNTE HACOC U NPOBEPbLTE
noaK/YeHne acnupaumnoHHoM
NVHUN.

MoAroToBbTE HOBLI 3HAOCKAM

Ypanute BcriomoratesibHoe
3HA0CKOMUYeCcKoe YCTPOUCTBO.
MpoBepbTe, UTO UCNO/MbL3YETCS
BCNOMOraTesibHOe YyCTPQMCTBO
pekomMeHAyemMoro pasMepa.

MepeBeanTe crmbaemyto YacTb B
HeliTpanbHOE MONOXKEHME.

Ncnone3ynTte'npnnaraemslii
nepexofHuK.



7. CpoK rogHocTun

Cpok rogHocTu coctaBnseTt 36 MecaLeB € AaTbl NU3rOTOBAIEHUS Y OFpaHnYMBaeTCs 4ATON,
yKasaHHol Ha ynakoBke («W/cnonb3osatb fo MTT-MM-A0»). N3genna ¢ nctekwmnm
CPOKOM ro4HOCTU (XpaHeHWs) MPMMEHEHNI0 He noanexar.

8. MapaHTuA

[apaHTUHLIA Nepuoa COOTBETCTBYET CPOKY FrOAHOCTU (XpaHeHus) nsgenus. MapaHtmm
pacnpocTpaHaTCs TObKO Ha U3genns, npuobpeTeHHblie Y 0pnunManbHOro
npeacTaBuTens, ANs KOTopbiX cobnogarnTcsa npaBuana TPaHCNOPTUPOBAHMNS, XPaHEHNS. U
npumMmeHeHnsa (04HOKpPaTHOe MCNOo/b30BaHUe, fata UCTEYEHUA cpoka rogHoCcTu, 1 gpt
orpaHnyeHus, ykasaHHble B MHCTPYKLUUN).

9. NHopMaynsa o6 ytnnnsaymm

MepepaboTKy M yTUAN3ALUI0 HENCNOMb30BAHHbBIX U3AENNIA N0 NCTEYEHUN CPOKa
rogHOCTV NPOBOAAT B COOTBETCTBMN C TPE6OBaHUAMM K 0TX0AaM Knacca A
(CaHlMuH 2.1.7.2790-10). icnonb30BaHHbIEU3AENNA YTUNU3UPYIOTCA KaK 0TXO/bI
knacca b (CanMuH 2.1.7.2790-10).

10. CBe,EI'eHVIFI O TEXHNYECKOM O6Cﬂy)KVIBaHVII/I N pemMoHTe
PeMOHT nnn TexHmyeckoe o6cny>XxmpaHme AaHHOTo 3HA0CKONA He NpeayCcMOTPEHbI.

11. MHdpopmMaynsa o neKapcTBax Y TKAHSAX XXMBOTHOTO NPOUCXOXAEHUS
npl/l npomnssoacTee AaHHOIo aHAOCKOMa He NCMNOJIb30Ba/INCb 1IeKapCcTBa U TKaHU
XXNBOTHOIO NPOUCXOXXAEHNA.
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MepeBoj C aHINUIICKOTO U JaTCKOrO S3bIKOB Ha PYCCKUA H3bIK

A m b u
I/Ip,evl, BOM/OWEHHbIE 4AA XXU3HN

(KpacHas KOHrpuBeka)
(Fep6 OaHun)
HoTtapuyc 1r. KoneHrareH

(Wtamm)
HoTapuyc

OT MMEeHM 1 No nopyyeHno «Amby A/C»

CopeH MoynuH (Moanuck)

Buue-npe3naeHT No npogaxam B pefroHe BocTouHasa EBpona, bauxHuii Boctok n Adpuka
«AMOy A/C», banTopn6akkeH, 13,(DK-2750 r. bannepyn, daHus

01 okTsA6ps 2020 .

(Meyatb)

«AMBY A/C» * [laHnsa *
Bantopnb6akkeH, 13 * 2750(T. ,bannepyn

MHCTPpYKLUMSA no akcnayaTauum MeANUUHCKOTo usaenus

dHAoCKON FTM6KUIM 04HOPa30BbIi CTEPUABLHBLIN ANA pUHOAAPUNTOCKONUN
Ambu'® aScope 4 RhinoLaryngo B-BapuvaHTaXx UCNO/IHEHUNS

(WTamm) (KpacHast KOHTIpuBKa)
Y poCTOBEpPEHHAs BEpHasA Konus (Fep6 OaHuwn)
26 okTabpsa 2020 T. Hotapuyc Ir. KoneHrareH
HoTapuat r. KoneHrareH, JaHus
(11oanuce) (Wramm)
CTeeH XeccHep 1loTapuyc

HoTtapuyc r. KoneHrareH

2020 r.
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Ambu”'*

Vaew, BONMOWEHHbIE A5 YKU3HU

OT nMeHW ¥ Mo nopy4vyeHno «Amoy A/C»

CopcH MoynuH (Moanuck)

Buue-npe3naeHT no npogaxam B pernoHe BoctouHas EBpona, BavxHuiA Boctok n Adpurka
«AMOy A/C», banTopnbakkeH, 13, DK.-2750°'r. bannepyn, daHus

01 okTa6ps 2020 r.

(Meyatb)
«AMbBY A/C» * laHus *
bantopn6akkeH. 13 * 2750 r. bannepyn

MHCTPpYKUMA noskcnayaTaunuym MeguLUHCKOTO U3genns

QHpOoCKON rM6KUi 0f4HO0Pa30Bbli CTEPUNBbHBIA AN PUHOAPUNTOCKONUY
Ambu®aScope 4 RhinoLaryngo B BapuaHTax MCNOSIHEHUSA

2020 r.
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MepeBof AaHHOr0 TEKCTa clenaH MHOiA, nepesogunkom MykaHoBbIM [Fnebom Bopucosuyem.

Poccuiickas degepauyus
"opoa Mocksa

MaTHaguaToro MapTa fiBe ThiCsuM ABaAUaThb NEPBOrO rofa.

A, Akumos I"eo bopucosuny, HoTapuyc ropoga Mocksbl, CBUAETENLCTBYIO NOLAMHHOCTb NOAAUCH
nepesoa4nka MykaHoBa I'neba bopucosuya.

Mognuch caenaHa B MOEM MPUCY TCTBUM.
JInyHOCTb NOANMCABLLErO AOKYMEHT YCTaHOBNEHA.

3aperncTpuposaHo B peecTpe: No 77/09-H/77-2021-
YnnayeHo 3a coBepLUeHne HOTapuanbHoro gencTsus: 400 py6. QQkon
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