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YeTpoHeTBO 13l 3aKPBITHS MeCTa NyHKIHH cocyaos EXOSEAL

Ilpon3sopurenn:
1. Cordis Corporation, CIIIA
14201 North west 60th Avenue Miami lakes Florida 33014
2. Cordis de Mexico, S.A. de C.V., Mekcaka
Circuito Interior Norte 1820, Parque Industrial Salvarcar, Cuidad Juarez, Chihudhua 32575,
Mexico, Mexkcuka

KommonenTs! yerpoicTa )i 3aKpEITHS MECTa TYRKOWH cocynoB EXOSEAL

Pyxosarka B chope

Knasnina eicBoOONICHH IPOOKH
WnaukaTopHoe 0KHO

WHa#KaTOp IOCTYNNEHAS KPORK
KoxyX HEAWKATOPHOrO IPOBOIHHAKA
AnanTep An4 HHTPOIBRCEpa
Mapxkep

IladT gocraBasomedl cucTEMEI
ITopt A4 OTTOKA KPOBH

fTpoOxa

WuauxaTopHEI TPOBOIHUK

CTEPHJIBHO. CTepuaH3oBaHO 3ACKTPOHHO-IYIEBLIM MeT0I0M. AiporeHHo. Toabko
Ans oguopalzoporoe npumederna. He noxmesxuaT nosrophoil erepuimsanun. Xpanurs B
IPOXJIaXHOM TeMHOM cyXxoMm mMecte. He nna npogax s CIIIA.

I. Onucanue

VYerpoifctBo st 3axpeiTus MecTa NyHKIHE) ¢ocynor EXOSEAL cocrour M3 cHCTEeMBI
HajloxKeHus poOku ¥ abcopOupyemoit npobxyu. CHcTeMa HAOKEHUA MPOOKK BIIIOMACT PYKOSTKY H
[ladt mocTaprmomeidcucremsl, AGcopbupyeman IIpoGka MONHOCTLIO yCTaHOBIEHA B UCTATLHBIH
OT/ZeN CUCTEMEI JIOCTARKY, YCTPOHCTBO ANd HATOXKEHHA NPo0KH paciioyaraeT U 3aKpeniseT npodKy
HA BHEIDHEH MOBEPXHOCTH COCYJd B 30HE JoCTyna K OelpeHHOH apTepHM HEpe3 HWMCKLIHACH
OTAETBHBIH HHTPOIBIOCED ¢ pasMepoM B F i gocrapisionteii cucteMsl ¢ pafoveit panHoil go 12
cM. 6e3 HeoOXOAMMOCTH 3aMEHBI HHTPOABIOCEPA Nepen npuMeHeHueM yetporersa (BHUMAHUWE:
YeTaHOBJIEHHAIH - COCYIUCTEI HHTPOTBIOCED JIOMKEH MO3BOTATH PACTONOKUTH IIOPT A8 OTTOKA
KPOBH 33 AUCTAjIBHBIM KOHLOM HHTpoJEocepa. Paimep ycTpoMcTRa NI 3aKPBITHA MECTA NYHKIIAK
cocynoB EXOSEAL B I nomkeH cOOTBETCTBOBATE Ppa3sMepy HCIOABIYEMOTO COCYAMCTOTO
uHTpoAEIOCEPa). CIHCOK COBMECTHMEIX  €OCYAHCTBIX HHTPONBIOCCPOE ALIPHBOJUTCA B pasjene
«AHTpONBKCEePHI, COBMECTHMbBIE ¢ YCTPONHCTBOM IJIfl 3AKPBLITHH (MeCTa NYHKIHH COCYJ0B
EXOSEALY. I'eMocTa3 gocturaeTcs nNpe-pacnonoxenun abcopOupyeMoli mpoOka noeepx ofracti
aprepuoromut. [Ipobka yacTuuHO Wil B-Oonbiued cremneny abeopbupyerca depes 30 cyToK, Bpems
nonnop-abcopdnmu coctanngeT oT 60 710 90 cyrok nocie uMraHTaluy. KOMIIOHEHTH yCTpoHCcTBA
WA 3AKpLITAA MecTa MyHKIHHA coeyXoB EXOSEAL He M3rOTOBNCHBE U3 JIATEKCHOH pEIHHEL,
TTpotka EXOSEAL cosmectama ¢ MPT.
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H.TIoka3zaHud K NpUMEHEHHID

YerpolicTBo Ui 3aKpuITHA MecTa nynknuHp cocyaos EXOSEAL noxasano anis 3akpuITHA
MeCTa MYHKIMH MECT IYHKUAA OeAPEeHHOH apTepuH, CHIKAS BpeMs, HEoOX0IUMOe UTH A0CTHIKEHHS
T€MOCTa’a H BBINACKA [4UMEHTOB IIOCHE AMArHOCTHYECKHX WIH JI¢4eOHBIX “HPOIEAyp ¢

HCTIOMB30BAHMEM CTAH/IAPTHOTO COCY JMCTOr0 MHTPOJBIOCEPA ¢ pasmepoM B F ¢ paboyeli amunol 10
12 cM.

{II. IlporuBomoxazanun

IIporrBonoKa3aHus K UPEUMEHEHHIO YCTpoifcTRa otcyTeTByIoT, CrienyeT OGpaTuTh BRAMAHHE
Ha IpeAyIpexIeHud, NPEIOCTCPEIKEHHS] H IPHMEREHHE Y 0COOBIX MOMYASIHAMAIHEHTOB,

IV. Ilpeaynpexnenns

¢ He cneayer HCmonn3oBaTh YETPOHETBO MJISl 3AKPBITHS MECTA WNYHKLUHH COCYA0B
EXOSEAL, ecim ynakoRKa HOBPEXICHA BITH KaKas-Tub0 4acTh yIIAKOBKH paree OblTa BCKPBITA.

» He cnegyer HCnonn3oRaTh YETPOHETBO IS 3aKPLITHA (MeCTA NYHKUHH COCY/0B
EXOSEAL, ecnu yeTpoiictBo HMeeT 150051 MPH3HAKH TOBPCKACHHH MM HEIIOMA 0K,

¢ He¢ cneayer HCnONB3OBATh-YCTPOHCTBO AIH 3AKPLITHA | MeCTa NYHKIHH COCYA0B
EXOSEAL,ecmi Opina HapymieHa LENOCTHOCTE CTEPHIBHOH O0ACTH H CYIECTBYET BEPOSTHOCTH
OakTepuanpHOro 00ceMeHeHUs YCTPOHCTBA MM OKPYXAIOUMMX TKAHEH, HAPYILCHHE LEJOCTHOCTH
CTEPHIIBHOTO ITOJISI MOXKET CTaTh TIPMYMIHON HH(DCKUHH,

o« TOJIBKO I OJHOKPATHOI'O ITPUMEHEHMA. He nouaseprark HOBTOPHOM
CTEpHJIM3AIMH M HE HWCMone3oBarh MoBTopHO. [loBTOpHOE mnpuMeHeHHe, o0padorTka HIH
CTEPHIU3AUHA MOI'YT NPHBECTH K HApYWIEHAIO CTPYKTYPHOM LENOCTHOCTH YCTpOHCTRA H/HIH
NPURECTH K OTKA3Y VCTPOHCTBA, 4YTO, B CBOIO OUEPE/h,MOMET CTaTh NPHYHHOH TPaBMEL,
OCJIOKHEHHS WJIH CMepTH y-TianueHTa. llpu oOpamenud ¢ mpoaykrom Tpefyercs colniouars
ACCIITHKY.

V.Ilpenocrepexennn

1. Ilpouexypa ¢/ Ucnonb3oBaHAEM YCTPOHCTBRA And 3aKPBITHA MECTa YCTPOHCTBO I
sakpeiTis cocynoB ANGIO-SEAL VIP nynxuun cocynos EXOSEAL nomkHa BEITOIHATECH
Bpa4oM, MMEIONAM. OMKIT B TEXHHKE KaTeTCPU3aUWy COCcyloB (WIH APYrHM NpodiecCHOHATHHBIM
COTPYJHHKOM 31pAaBOOXPaHEHUs ¢ pajpelleHus N 01 HEMOCPEICTBCHHEIM PyKOBOJCTBOM TaKOro
Bpayva) M IPOMICANINM AOCTATOHHOE 00yUEHHE 10 IPHMEHEHHIO YCTPOHCTRA, HAIPHMED, TIPOrpaMmy
ofyueHns o YCTROUCTBY JUTS 3aKpHITHA MecTa MyHKIMK cocynos EXOSEAL.

2. Ilpn Hemonb30BaHKH yeTpoiicTBa s 3aKPHITHS MecTa DyRKunn cocyaoe EXOSEAL
Heo0Xo/ Mo coOmonaTh cTepuIbHOCTE. [loche mpoueypEl ¥ IOCHE BRIMHCKH MAITHCHTA CICLYET
obecneunTs 3MeKBaTHEIH YX0/ 3a ONepallHOHEOH paHol A1 NpOQHIAKTHKE HHPEKIHH.

3. He enenyer npuMeHsTs YeTpoHCTBO AN 3aKPBITHA MecTa nyrKUHdH cocyaoB EXOSEAL
JUIA  3aKPEITHS  MCCTa  IIYHKOHH  3OHBI  apTEPHOTOMHE B (0O0TAcTH  paclOIOXEHUS
KaTbIHQUIAPOBAHHEIX ONKIIEK HIH B CCPMEHTAX, II€ YCTAHOBIICH CTEHT.

4, H¢ enenyer IpHMEHATE yeTpoieTBo AN 3aKphITHS MecTa nyHKund cocyaos EXOSEAL
I 3aKPRITHS MeCTa MYHKIMM COCYHOB C MHOMXECTBEHHRIMH MeCTaMH IYHKNWI WM IpH
pPaCIONIOKEHHH MECTA ITYHKIIHH Ha 32/THCH CTEHKE,

5., CocyuCThIH HETPOABIOCED WHIH YCTPOHCTRO A 3aKPBITHA MeCTA NYHKIIHH COCY/I0B
EXOSEAL ne crneayer npoaBurare BOEPEA IpH OLIYIIEHHW CONMPOTHRNCHHS IO BRIXBICHHA
IIPUYHHE] CONPOTHBICHHA NPU PeHTreHockonuyeckoM oOcnenopanuu. [Ipumenenns upesMeprOiH
CHITBI JUTA MPOJBIKEHHS WK NOBOPOTA YCTPOHCTBA JNM 3aKPBITHA MECTa HYHKIHH COCY/IOR
EXOSEAL MOXeT NPHBECTH K NMOBPEXACHHK CTCHKH apTEpHH W/HIM TMOJOMKE YCTPOHCTBA, YTO
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MOXET M0TPeOORATE XMPYPrUYCCKOr0 HIH HHBA3WBHOTO YIAANCHHS YCTPONCTRA M BOCCTAHOBICHHS
COCYIMMCTOH CTEHKH,

6. Ecie no kakod-mubo npuvwHe Tpelyercs MpeKpaTHThE TNpPOIEAYpPY Iocie. BBECHHS
ycrpoiicTBa [uid 3aKphitud Mecta mynkuum cocynos EXOSEAL B cocymugroe pycio,
YCTPOHCTBO QIS 3AKPLITHS MeécTa myHKuuu cocynos EXOSEAL u untpoabiocep chemyer
yzanatk smecre. e cinenyer MRITaThes yAaIMTh YCTPOHCTBO JIA 3aKPLITHH MeCTa NMYHKIHH
cocynos EXOSEAL w13 nHTpOoasiocepa, Tak KaK 3TO MOJKET BRI3BATH CMENIEHHAE POOKH.

7. EcnH B MHIMKATOPE MOCTYILIEHHS KPOBH He HAOMIONACTCH IYILCHPYIONET®0 KPOBOTOKA,
APOUENYPY clemyeT npekpartuts. Hymscupyromnii noTok HeOOXOMHM LIS IPABHIIBHON YCTAHOBKH,

8. He crmenyer BoIHMMATE YCTPOHCTBO ATA 3AKPLITHA MecTa MYHKNUHA cocyxos EXOSEAL
H3 COCY/TUCTOTO HHTPOMLKOCEpA 1IOCIE YAANECHHS CHCTEMEB! W3 cOCyJa NALMEeHTa;) YCTPOINCTBO 1A
JAKPLITAN  MecTa HYHKHHH cocyAoB EXOSEAL creayeT yTHIH3HPOBATL €O CTEPKHEM
ROCTABMAKOLICH CHCTEME!, HAXO/IANEMCA BHYTPH COCYAUCTOTO HHTPOIBIOCEPA,

9. He cienyeT NpuMeHsT: YCTPoiicTRO IUIA 3aKPBITHA MecTa nyHKIAN cocynos EXOSEAL
¥ MAHEHTOBR ¢ HANHYHEM ATUICPI MY Ha OJHIIHKOEBYHO KHUCIIOTY.

VI, Hexenareannnie gRIEHUd

Hanboree cepbe3HBle MOKA3aHHBIC DHCKM, CBA3AHHBIE C DPOMEAYPON 3aKphITHS MecTa
IyHKIAM OepeHHON apTepHH, BOIHUKAIOT PEIKO M BKIIOYAKOT CRERYIOMEe, HE OTPAHHYHBAACH
ATHM:

TloBpexncHue cocya NpU-0CTAHOBKE KPOBOTEUEHHA
Kposoteuenune B MecTe TOCTYNA, TpeOYIOMEE NCPEINBAHUS KPOBH.
Mudexuns B MecTe TOCTyIA

BHOBE pasBuBLIascA HIIEMHs HUXHEH KOHEUHOCTH
3abpromHHHOE KPOROTEHEHHE

TMoctosuHOE NOBpeKACENHE HepsHoro LlladTa B MeeTe nocTyna.
Cmeprs.

IIpoune MeHee cepbesHble BO3MOXHBIE PHCKH, CBA3aHHBIC ¢ NMPOLCHYPOH 3aKpHITHS MecTa
TyHKIUAH O¢ipeHHAOH _ApTepud, BCTpewaloTes Oonée. YacTo W BKIIOYAIOT CACAYIOWEE, HE
OrpaHHYNBAACEH STHM:

o TToBTOPHOC~KPOBOTCHCHME I[IOC/E IIEPBHYHOIO reMocTasa, Tpebyrolge ) OnepaTHBHOTO
BMEINATENLCTRA.
e llceBaoaHeBpH3Ma
AprepHo-seHo3Haa QHCTYNA
['emaToMa B MecTe 1oCTYNA
JItuTensHOE KPOBOTEYEHHE B MECTE AQCTYNA
IMOOAAA apTePHil HHKHCH KOHEYHOCTH
[pexonsiuee CHIXEHHE MYNECA HA ApTEPHAX HHKHEN KOHEWHOCTH
Tpomboa rirybokax BeH
PasprIB cocyda B MeCTe JOCTYIIA.
Hpexomamee nopakeHre Heprsroro ladra B MecTe gocTyna.
Pacxox/(CHNC KpACB paHEl B MECTE JOCTYIIA.
DKXUMO3.
BazoBaranbuniii oTBET
Ionnag oxkmosusa nepudepudeckol aprepuu
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VIL Qcofbre mony sunn nanneHTon

BesonacHocTs # 3((eKTHBHOCT: yeTpolcTBA ISl 3AKPLITHR MECTA IYHKIHH COCYXOB
EXOSEAL ne ycTanHOB/IEHA B CACAYIOLUX TOMYISIHAX TAITHEHTOB!

¢ ITammenTr ¢ OCTPEIM HH(APKTOM MHOKap/a ¢ MOBIueHueM ST-cerMenTa Ha ¢pokax o 48
HaCOB 40 [IPOLETYPEI KATETEPHIAMH CepALA WK NepHPEPHUecKOl KaTeTepU3aluH,

o TlarweHTsl ¢ HCKOHTPONHpYeMOHM THIIEDTEH3WCH B MOMEHT 3aKPHITHS, MCECTA NYHKIHA
(aprepuaneHOi gaBnenne 180/100 Mm.pr.cT 1 BLIIE).

o TlamMenTBI ¢ KPOBOTOUMBOCTBIO WU CKJIOHHOCTEK) K KPOBOTEHYEHUAM, IIALHEHTHl C
YKa3aHUAMH B aHaMHE3¢ Ha BRIPAMKCHHBIE KPOBOTEYEHHS HIH TpoMmOoLUTApHBIE PACCTPOHCTRA,
Takue Kak TpomOonuTonenud (KoauuecTso Tpombouuron Menee 100 000), Gonesus Bumne6parna,
ameMus (remornobun Menee 10 r/an, remaTokper Mesee 30%), TpoMGdcTeHHs, CHHMKEHHE
¢ubpunorena (Menee 200 Mr/nn) u aedunwr daxropa V.

¢ [lanuenTel mocie BBMIONHEHUA ONEPaTHBHBIX BMEIUATE/ILCTR Ha cocyaax Oempa HIH
YCTAHORIEHHBIM B MECTE JOCTYIIA COCYIUCTEIM TPOTE30M.

¢ [TauueHTEl ¢ HATHYHEM CHCTEMHBIX HITH KOKHBIX HH(EKIHA.

e [lanuenTsl, moaydaBIIHE TPOMOOIMTHYESCKHE Mpenapathl (HATPUMEP, CIPENTOKHHATY,
ypoxuHrasy, t-PA) menee dyeM 3a 24 vaca g0 nponeayprl KaTeTepH3ALIMH;

o [lainmenTr!, moryvapmue AHIHOMake (OMBaNMpPYHH) HIH NOPOYHe TPOMOHH-cuennpHIHble
AHTHKOATY/SIHTEl HJIM TeNapHHLl ¢ _HM3KOH MOICKYNAPHOH Maccoil MeHee 4eM 3a 24 waca 10
NPOLEIYPEl KATCTCPUALIHH.

e TlauuenTsl ¢ HHEKCOM MACCH! Tea Meree 40 Kr/m’,

o [lanWeHTsl ¢ CUMIITOMATHYCCKOH HIUEMHEH HHMKHeH KOHEYHOCTH, HA COCYMAX KOTOPOH
BBINOJIHSAETCA IPOLEAYpa, BKHOMAT BRIDAKEHHYIO MNEpeMexaromylocs xpomory (menee 30,48
MeTpoR / 100 dyroB) mini c1adslif / OTCYTCTBYIONTHN MTYIIRC.

¢ [lanuenTrsl, y KOTOPRIX NNAHHPYETCS apTePAATBHBI AOCTYN B TOH e 001acTu MeHee ueM
yepes 30 ¢yTOK [ocne HpOoLgaYpE! 3aKpEITAA MECTa YHKIHI O IpeHHOH apTepHH.

e [lanuenTe!, y KOTOPBIX BHRITOIHIETCS IBYCTOPOHHS IYHKUAA OeApEeHHON apTepHH.

o [TamweHTs], y KOTOPHIX BHINOJNHAIOCH 3aKPhITHE MECTa NYHKIHH COCYa MoObM
KIHIHPYIOIIAM  YCTPOMCTBOM WM  BBITONHATACH OCTAHOBKA KPOBOTEYEHHS “MaHYaILHOMN
KoMITpeccrell MeHee 4eM 32 30 CYTOK IO BRIIOIHEHHS NPONEAYPH! KaTeTEpPH3alMH. Cepilla MM
nepudepHIeCKHX COCYHOB,

o [lauueHTH], ¥ KOTOPHIX paHee HITH HeJIaBHO Yepes MECTO apTepHaNbHOTO AOCTYNHA BBOARICH
A0OpTaNbHEIH OaTTOH:

e TlanuenTr¢ HaTM4IAeM HIrHOOR neneroit fenpennol apTepul WM TPeOYIONINE YCTAHOBKY
COCYAMCTOrO HHIPOIBKCepa WInHOi Oonee 12 cM.

e JlanwenTnl ¢ oOnpefendeMEIMH TIPH  PEHTICHOCKONHH  OTIOXCHHAMH  KaJlbOMs,
APTEPHOCKNICPOTHYCCKHMHE [IOPAXKECHAAME HIH CTEHTOM JUaMeTpoM MeHee | eM B MecTe NMyHKIHH.

o JlanuenTe! co cTeHO30M LeneBoi GelpeHHoit aprepun Gonee 50%.

o TlanMEHTHI ¢ apTEPHOTOMHEH COCYZIOB THAMETPOM MCHES 5 MM.

s TlampeHTsl, Y KOTOPHIX B IPONCCCE-HYHKLHHE BO3HHUKAIH TEXHUYECKHE TPYJIHOCTH, CTARIIEE
NpHYUHONA-MHOXKECTBEHHON IMYHKITHH H/HIW TYHKIHA 3a0HeH CTEHKH.

¢ [anwenTs! ¢ anTerpagHoil NyHKIHEH,

o [lampenHTs], MOMYYABINHE CNAPHH ¢ [OBLILEHHBIM BpPeMEHEM CBEPTLIBAHHS KPOBH N0
3aKpBITHA MECTa NYHKIHH: aKTHBHPOBAHHOE BPeM#A CBEPTHIBAHMA boice 250 cexyHa ¢ HHIHOUTOpOM
I'T] [Ib/Il1a u Gonee 300 cexynn 6e3 unruburopa [T ITb/11a.

o [lamueHTel ¢ pa3sBHTHEM. KAapJHOTEHHOrO IMOKA (HECTaOMIBHOCTH IeMOAHHAMUKH,
TpeOylomas BHYTPABEHHOTO BBCICHUA 1IPEapaToB WM MeXaunuvecKod TOJLAEPKKH) BO BpeMs HITH
HEIIOCPECTBEHHO IIOCTe KaTeTepH3aIHY,
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VIHI. OcMoTp 1 BBIGOP HpoayKTa

1. Cnexyer BRGupars ycTpOMCTRO [T 3aKPHITHA MECTa NMYHKITHH COCYL0B EXOSEAL™,
pasMep KOTOPOro COOTBETCTBYCT pasMepy NPAMEHAEMOT0 HHTpoabiocepa B F,

2. locne TIATENBHOTO OCMOTPA YNAKOBKH IS BRISBIACHHSA BO3MOXHEIX TIOBPEKICHNUI
CTEPHIILHOTO Baphepa, yCTPOHCTBO H3BNEKAETCS U3 YIIAKOBKH.

3. Yerpolicteo mpenmasnaseno TOJIBKO NS OJHOKPATHOIO TIPUMEHEHNS.
[IoBRTOpHEIE HCMONB3OBAHKE W CTEPUITH3ALIA HE JIOIYCKAIOTCH,

4. TpeByercs cobIr0AaTE OCTOPONKHOCTS TIPH IIPHMEHEHHMH JPYTHX HHCTPYMEHTOB, TAKHX KAk
NHHLETHl WIW HITONCPXKATC/IH, A4 paboThl ¢ yeTpoMcTROM, ¥ro0Bl CHHIMTE) BO3MOXKHEI pHCK
CIIyMalHOHR ITONOMKH yCTPOHCTRA,

IX. Wurpoasiocepbl, COBMECTHMBIE ¢ YCTPOICTBOM AIH 3AKPLITHS MeCTA NYHKIHH
cocyaor EXOSEAL

lepen  ucnonw3oBanueM TpeOye€Tes mNpoliTH  cooTBeTcTBYIOmee ofyuenue. Cremyer
BHHMATENBHO  H3YYHTh  HHCTPYKIMIO. K  COCYJHCTOMY  HMHTpomsiocepy. BO3IMOXHO
[IPUMEHEHHE TOJIBKO CTAHAAPTHBIX COCYIUCTBIX UHTPOABKOCEPOB ¢ patoueii
AuHOH 10 12 cM. Pesynerarhl TecToR Cordis Mokxas3bIBaKOT, 4T0 UHTPOABIOCEDE], MTEPEIHCICHHRIC B
Tabaane 1 COBMECTHME! ¢ YCTPOHETBOM /LTA 3aKPLITHA MecTa HyHxkuun cocyaos EXOSEAL,
HHTPOTBIOCEPE], IEPCIACTCHHRC B-Tabunue 2, sengores HecorMeeTHMbIME. Cordis He TecTrpoBa
YCTPOHCTBO JUIA 3aKPRITHH MecTa MyHKUIHH cocynos EXOSEAL c npouuMu HHTPOIBIOCEpaMH,
¥ NIPHMEHEHHE YCTPOHCTBA C HHTPOIBIOCEPAMH, HE yKa3aHHBIMH B TaGiuue 1, MOXeT IpHBECTH K
HEMpaBUILHOH paGore yeTpolcrBa 1/ 3aKpLITHA MecTa NYHKIHH cocyxos EXOSEAL,

IlponssoruTein Onucanne

Cordis® Wutpoasiocep AVANTI® + [1cem.
Hnarpoasiocep AVANTI® +MS 11 ¢M.,

Medtronic Hurporniocep InPut® 11 cM.

Merit Medical HMutponniocep Prelude® 11.¢m,

St. Jude Medical™ WuTponsiocep mig reMocTasa Maximum 12 cM.
Herpozstocep ULTIMUM™ 12 em.

Terumo® Hurtpoasiocep PINNACLER 10 cm.

Tadaana 1,.CoHcOK COBMECTHMBIX HHTPOABIOCEPOB IIPH UCHONBL3OBAHNH YCTPOHCTRA 114
3AKPRITUS MECTa IYHKI[MHM COCYZOB ¢ COOTBETCTBYROUIMM pasMepoM B F. VKasaHHBIE TOPTrOBBIE
Mapki CTOPOHHHX INpOH3BOMMTENEH ABNFIOTCA TOPrOBBIMH — MapKaMy- . COOTBETCTBYHOIIHX

BIAACIBIIEB,
BrumanWe: JaHHBIE TSCTHPOBAHHH HHTPOLBIOCEPOB JOCTYIIHE] 10 COCFOAHHIO HA MapT 2009 r.

Ilpon3pogaTens Ounncanue
Boston Scientific SUPER Sheath™™
Cook® CHECK FLO® PERFORMER®

Tadmuna 2, CoHCOK HECOBMECTHMBIX HHTPOABIOCEPOB. YKajaHHRIE TOPrOBBlE MApPKH
CTOPOHHHX NPOA3BOANTENEH FRIAOTCA TOPIOBBIME MapKaMy COOTBETCTBYIOLIMX BIAJeTILIEB.
BHumaHHe: JaHHBIC TECTHPOBAHHI HHTPOIBIOCEPOR JIOCTYITHRIIIO COCTOAHMIO Ha Mapr 2009 1.
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BesonacHocTh B 2(heKTHBHOCTD MPHMEHEHMS YCTPOHCTBA 1A 3aKPBITHS MECTA OYHKUHH
cocynoB EXOSEAL ¢ yCHNICHHBIMH HHTPOXBHICEPAMH, HAPYKHBIN OHAMETP KOTOPBIX MOXET
IPEBLILIATE TAKOBOH Y CTAHAAPTHBIX HHTPOILIOCEPOB, HE OLIEHHBALTHCE,

X. Hpouexypa

Buamanme: B cIeuyiomeH WHCTPYKIMM NPHROJMTCA TEXHHYECKOE ONHUCAHHE MPOLCAYPEL
KOTOPOE HE MCKIIOaeT HeoOXOAMMOCTH OOYUCHMs HCIONB30BAHWA YCTPOHCTBA /IS 3AKPHITHS
mecra mynkmuE cocynos EXOSEAL™. Texwuxa w jeficTeus, omncanHbie HIKE, HE MOryT
3AMCHHUTE OITBIT ONEPATOPA H €r0 PEMICHHs IIPH IPORE/ICHHH JIeueGHEIX MAHMITYISIHN ¥ OTACTEHEX
TMANKEHTOB. TexHHKa HCNONB3OBAHHA YCTPOHCTBA LIl 32KPLITHS MeCTA HYHKIHH COCYI0B
EXOSEAL moxeT OBITh HECKOJIBKO M3MEHeHa A obecreveHHs THOKOCTH TNPH BBIIOJIHEHHH
HPOUEAYPHI.

1, Tlocnie 3aBepmienus KareTepH3alAg, M3 COCYAHCTOr0 HHTPOIBIOCEPA ClElyeT VIANUTE BCe
KaTeTePbl, HMHCTPYMEHTE], MPOBOJHHKH (M’ NIPOYHEe YCTpoHCTBAa. BOSMOXHOCTE BLIOJHEHHA
3aKPLITHA MECTA NYHKUHMH Oe/[peHHOH apTepHH YCTPOHCTBOM JVif 3aKPRITHH MeCTA IYHKLIHH
cocynoB EXOSEAL oncHuBacTcs PeHTTEHOCKOIMYECKH, BKIIOYAsS OHMGHKY yria ycranoBky (30-
45°) cOCYaHCTOr0 HHTPOTBIOCEPA.

2, Cneayer BLIOpaTh YCTPOHCTBOIA 3aKPBITHA MECTA MYHKUHE-COCYIOB COOTBETCTBYIONIETO
pa3Mepa Ha OCHORBE pasMepa BHYTPHEOCYMCTOrO MHTpoALiocepa B F-YerpoiicTBo A4 3aRpBITHH
mecra mynkinun cocyxor EXOSEAL wu3pnexaeTcd W3 CTepunsHON ynaxkoBKH ¢ colnromeHHeM
acentuky. Cleayer ocMOTPETE YCTPOHCTBO 1Sl BRISRIICHIA BOSMOMKHBIX IIOBPEXICHI H YOCHTECS
B HATHYHHE BCEX KOMIIOHEHTOB, Y CTFPOHCTRO AJIH 3aKPLITHA MeeTa MyHKRIuH cocyaos EXOSEAL
YAEPKHBACTCA MPABOH PYKOH, JieBasd pyKa paclojaracrcs B/ 00NacTH YCTAHOBKHM YCTDONCTBA H
YACPKUBAET TOPT COCYARCTOIQ MHTPOABIOCEPd. BONbIIMM A yKa3aTelbHEIM NaTblaMu IeBOk pyKH,
mar AocTaBILIOmEHR CHCTEMBI YCTpOWCTBA BCTABISETCS. B° MHTPOARIOCED, YAEPXKHBAS MOPT
HHTPOABIOCEPA, YCTPOHCTBO TS 3aKPBITHA MecTa myHKHHA cocyioB EXOSEAL yaepxupaercs
H HanpapnseTcd IpaBoi PYKOH.

Buumanne: YCTpoieTBO A 3aKpbITHA MecTa NyHKHHH cocynoB EXOSEAL npennaznaveno
ATt WCHOJIB30BAHUS €O CTAHJAPTHRIM COCYIMCTRIM HHTPOJBIOCEPOM COOTBETCTBYIOMIEIO pasMepa B
F paGoue# anuupl go 12 °¢M. YcTaHOBASHHBIH HHTPOABIOCED JOJIKEH II03BOJIATE PACTIONEKHUTE NOPT
IS OTTOKA KPOBH 3a JUCTAIBHBIM KOHLIOM HHTpOjLIOCepa. PasMep yerpolicTBa Jaf 3aKpPRITHSA
mecra nynkuuH cocyoB EXOSEAL B F J0/IDKEH) COOTBETCTBOBATE Pa3MEPY “HCHO/IB3YEMOTO
COCYMCTOrO HHTpoAbrocepa. He cremyeT wenosns3oBaTh yCTPOHCTBO JJIA 3AKPLITHH MECTA
nynxian cocynos EXOSEAL ¢ unrpoasrocepoM paboveit nnunoi 6omee 12 cm.

3. Yerpoiicred 119 3aKphITAA MecTa nyHkuur cocygoB EXOSEAL crenyer nanpaBHTh
TaKUM 0OPa3oM,/4To0EI HHIHKATOPHOE OKHO HA PYKOATKE ycTpoiicTea OLINO.HANPARIEHO BBEPX.
[llapT nocTaBIAOMEH CHCTEMEl ILPOABHPAEICA [0 TPOKCHMANBHOIO ‘KOHLA COCYIHCTOTO
HHTPOJBIOCEPA “[0 MapKepa, YAEp:KHMBAs YCTPOHMCTBO JUIA 3aAKPHITHA MEECTd MYHKUHH COCYAO0B
EXOSEAL HanpapienHsIM BBEPX ¥ MPOJBUTAL €TI0 MO/ yIVIOM CO3JaHHOTOXO0MA B TKaHIX (30-45°).

Buaumanne: ECH NpH yCTAHOBKE WIA(TA CHCTEMBI JOCTARKH OLIYILAETCH CONPOTUBICHHE, HE
clle[lyeT NPHMEHSTE YPEe3MEpPHBIC YCW/AWH,~BMECTO OJTOTO, CNENYST HECKONBKO NOTSHYThH madr
CHCTeMB! IOCTABKH Ha3aj, IOBEPHYTh MHTpombiocep Ha 180° M mompITaThes mpoasHHYTh wadT
CHCTEMEI JIOCTABKH Jarce. EciH cOnpoOTHBIEHAE COXpaHACTCH, HPHMEHEHHE YCTpoWcTBa A0
IAKPHITHSA MecTa NyHKNHH cocyaos EXOSEAL cienyer npekpaTHTs.

4.-He npoaeHras Buepe] ycTpolitTBO AIA 3aKPBITHA MecTa HYHKUHH cocyioB EXOSEAL,
COCYLHETEIN HHTPOABIOCED M3BICKA¢TeA IeBOH pykoll B MPOKCHMAaNTBHOM HAUPABICHUH, IPOJIRHIAA
€ro K PYKOATKE yCTPOHCTBA.

5. Yiepxupas YCTpoiieTBO I8 3aKPLITHA MecTa nyHkund cocyioB EXOSEAL B
CTA0MIBHOM [IOJIOXKEHHH, CNeqyeT TPOJOIDKATE M3BIEYEHME COCYMMCTONO HHTPOABKCEpAa B
IPOKCHMAITBHOM HanpapieHMH JeBol pykoil. Ilocne Toro, kak HOPT HHTPOJIBIOCCPA HOCTUIHET
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KOKYXa HHIHKaTOPHOTO TPOBOAHEKA, MX CJIELYET BMECTE TIONHATE OJHHM IHJI4BHEIM ABHKEHHCM
MO MX (GHKCALMK K PYKOATKE YCTPOWCTBA, NPH NPABHILHOM COEIWHEHHH OYAET CIIBLIIGH 3BYK
merdxka. B 3T0T MOMEHT MPOU30iiIeT aBTOMaTHYECKOE CpadaThlBaHHE MHANKATOPHOTO MPOBOIHHKA.

Buumanne: He crne;iyet moBTOPHO BCTABIATL YCTPOHCTBO AMA 3AKPLITHA MECTA MyHKIHH
cocyros EXOSEAL B cocyZHCTBINl HHTPOABIOCEP, €ciid OH OBLT HABNEUEH 10 ¢ro (hHKCHPOBAHAA B
TpeOYeMOM TONIOMCHMH; TAKKE, He CNEJyeT H3BICKATh YCTPOHCTBO M 3aKPhiTHH MecTa
nyaxund cocynos EXOSEAL w3 untpoastocepa nocite ero GUKCArmu B TpeGyeMOM HONOKEHHH,

Buamanne: ccim 1mo kako#-nmubo TNpHuMHE Npouenypy TpeGyeTcs NpEKPATHTL MocTe
YCTAHOBKH YCTPOHCTBA sl 3AKPLITHE MecTa myRknuu cocyaoB EXOSEAL B cocyancroe
pycio, yCTPOHCTRO [Id 3aKPpITUH MecTa HMyHKnmu cocynoB EXOSEAL cnenyer ynmanare
BMCCTC ¢ HHTpOABIOCepoM. He ciienyeT NMEITATBCH YAAIHTL YCTPOHCTBO /1A 3aKpLITHA MeeTa
nmynxunH cocyaos EXOSEAL u3 untpoasrocepa, Tak Kak HPH YTOM BO3MOXKHO EMEIIEHHE 11pOOKH.

6. Cnenyer ybeaNThCA B HAIHYMM IYJNECAPYIONIEro MOTOKA B HHOMKATOpE 06paTHOrO TOKA
KpoBH. YCTPOHCTRO JJifl 3aKphITHA MecTa nyHkuuH cocynos EXOSEAL u cocyaucTrii
HHTPO{BHOCEP MEIUICHHO HIBIEKAIOTCH NEROH PYKOH YO YITIOM CO3NaHHOTO B TKanax xoma (30-457)
JI0 BBIPAKEHHOTO 34MEJICHMS HJIH IPEKPAIeHHs TYNBCHPYROMEro( /IOTOKA B HHJIHKATODE
NOCTYIUIEHHS KPORBH.

Buumanne: Hamiuee mynbcHPYIONIETO 1OTOKA HEOOXOAWMO 1N MPaBHIBHOIO
PacloNOXeHAs YCTPOHCTBA AJIH 3AKPHITHA MecTa HyHKIMM ~¢ocygos EXOSEAL. Ecm
TMYTbCHPYIOIIETO MOTOKA B MHAMKATOPE-TIOCTYIIEHHA KPOBH He HAbIHONacTed, NPoLeLypy CleayeT
IpEeKpPaTHTE.

7. Vaepxusas ycTpolicTBO WIS 3aKpRITHA MecTa NYHKHUH cocyaos EXOSEAL nparoi
pykoit ¥ ybeauBmnck, 4To OONBLICH najien NpaBoM pYKH He HAXOAHMTCH HA KHOMKE YCTAHOBKH
npobky, crnexyer OYeHP MEUICHHO TIPOJO/DKUTE H3BJICUECHUE YETPOHCTBA /JUIAl 3aKPHLITHA MeCTa
mynkuau cocyaoB EXOSEAL[10ka et HHAMKATOPHOTO OKHA HE CTAHET [IOJHOCTBIO YEPHLIM,
yKa3biBad Ha IIPaBHILHOE NONoXKEHHe IPOOKH JINA YCTAHOBKH,

Brumanue: aganrep Jos (QUKCAOMH HHTPOJLIOCEpPA HOIDKEH IPOJOIKATH OCTABATHCA B
3AlCIUIEHHN ¢ COCYTUCTHIM HHTPOABIOCEPOM NPH K3BICHEHHH YCTPOHCTBA H IIPH JalbHEHIIHX
aranax. Bcan oTMeuaeTcs HapyleHWe COSHHEHHSA, CIeqyeT. H3BIEYb YCTPOIHCTBO /A 3AKPLITHH
mecra nyHkunna cocygoB EXOSEAL smecte ¢ nuTpoaniocepoM. He ciiesiyeT MEITATRCS MOBTOPHO
COCAHHUTh YCTPOHCTBO- A 3AKPHITHH Mecra nyHkunH cocyioB EXOSEAL ¢ mnoprom
HHTPOEIOCEpa. Y eTPoHC¢TRO ANR 3aKPHITHS MeeTa MyHKOHK cocyaoR EXOSEAL ¥ cocyaucTsli
HHTPOALIOCED MOJIKHEL H3BJIEKaTLCA OFHOBpeMeHHo. BaaMoxno cMemende npobxw.

Buamanne: Eciayd OBET HHAMKATODHOIO OKHA.-HE CTAHOBHTCH IIOJHOCTBIO UEPHLIM MOCHTe
H3BJIEUEHHS YCTPONCTBA MPHMEPHO HAa | CM OT [TOUKH, B KOTOPOH OTMCYANOCH 3HAYHTEIILHOE
3aMeJIeHHe WA I[peKpallenue IyJIbCHPYIONMETo JI0TOKA, NPHMEHEHHE YCTPONCTRA CIEAYET
IpEKPATHTb.

Baumanue: HanpHelinee H3BNeUeHHE YCTPORCTBA AJIA 3AKPBITHA MECTA-HNYHKLHH COCY10B
EXOSEAL u uuHTpOIBIOCEpA TPHBEJET K MOFRNEHHIO B WHIWKATOPHOM OKHE KpacHBIX H OeNBIX
LOJIOCOK, IPESAYIPEKIAIOLINX O TOM, 9T0 JaIEHEHIas peTpakiya 10 YCTaHOEKY IPOOKH He JOJKHE
ocymecTriaTses. Ecnm mpousommna manbHeHmad peTpakiBd, HTPHMCHCHHE. YCTPOHCTBA CIEAYET
NpeKpaTHTE.

8. CoeyAHCTEI HHTPONBIOCED H YCTPOHCTBO JI8 3aKPbITHH MECTa NYHKUHMH COCY/I0B
EXOSEAL - ymepxmnBaoTcs B CTaOHIBHOM IIONOKCHMH J¢BOH pykod. HaxarueM KHONKH
YCTAHOBKH TIpoOKY [IPOM3BOAMTCS YCTAHOBKA NMPOOKH; KHOTMKA YCTAHOBKH NMpoOKHM JomkHA ORITH
HAKaTa JONHOCTBK) 0 YIOpa B PYKOATKY ycTpolcTsa. MHAMKATOPHELA TPOBOANHK aBTOMATHYECKH
M3BIIEKAETCH H OCYIIECTRIETCS YCTAHOBKA TPOOKH.

Buumanue: cieayer cobnioIATE OCTOPOKHOCTE BO H3DEekKaHHE AanbHEHINEro H3IBICHYCHHS
yeTpoifcTBa A 3aKpRITHE MecTa WyBKROHH cocyaos EXOSEAL u cocyaucToro uuTpogsiocepa
IO HJIM BO BpEMs YCTaHOBKH [IPOOKH.

9. MpaMepHo depes 1-2 CeKyHIB! IIOCHE HAXATHA KHONKH YCTAHOBKH HPOOKH, clemyer
H3RJIeYEL YCTPOHCTRO N 3aKPHITHE MecTa MyAKNHH cocyAoe EXOSEAL BMecte ¢ cOCYAHCTEIM
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HHTPOABIOCEPOM, TIONHOCTHIO YHAIMTH CHCTEMY M3 ONEPalMOHHOTO TIOIS M TMPHMCHHTH JIETKOE
JIaBNIeHHe B 0OJaCTH PaHbI, HE IEPEKHUMAT COCYL.

10. Onepanuonnas pana OMHINAETCH B OLEHHBACTCA COCTONHHE IEMOCTA3A.

11, Ecnn remocras He NOCTHIHYT, CleNyeT IIPOJIOJGKHTE TIPHMECHCHNHE JABJICHHS [0
NAOCTHKEHHS reMocTasa.

XI. Benenne nanuenTa rocae npoueIypoi

1. Cienyer ybemuThCcs B OTCYTCTBHM KPOBH B MECTe IMYHKIHH [IOCIE HPEKPALICHHS JIETKOTO
JaBleHHA 0¢3 MePeKaTia COCyaa.

2. Ha MecTo MyHKIIMH HaKIaIBIBACTCS COOTBCTCTBYIOMAN CTEPHIILEAS TOBAAKA,

3. Ouenka MecTa IyHKIHH OCYHIECTBIAETCA B COOTBSTCTBHH ¢ LPHHATHIM B JieueGHOM
YUPEKICHHH LIPOTOKOIOM.

4. Crenyer ynoCTOBEPHTECA B OTCYTCTBHIH BEIIEICHUH U3 PAHLI H KPOBQTEYEHHS.

Peabcopbunsn

[TpofKka 9acTHYHO HIH MPAKTHUECKH) IOMHOCTRIY abcopOrpyerca 3a 30 cyToK, CpoK mommol
abcopOuuu ocrasseT oT 60 1o 90 cyTok HOCIe UMITTAHTAITHY,

HudopmuposaHne NamueHTa MEpes BLITMCKOH

1. IanuenTa creayer nporHQOPMHPOBATE, MTO UL 3aKPHITHA JedeKTa COCYAa B MECTE
noctyna Oslna npAMeHeHa abcopbupyemas [Tpobka.

2. [TanmenTa crefyeT NpeAylpeHT: 0 TOM, YTO B TEYEHHE) ITEPROM HEOEMM BOIMOXKHEI GOTH
1K O0JE€3HCHHOCTE IIPH ITANbHALHM, 4 TAKXKE YMEPEHHOE BLUICNEHHE M3 paHbl. [ eMaToMEI MOTYT
COXPAHATBCH JI0 ABYX HEICHE.

3. Cnenyer 0OpaTHTRCSA K Bpady TPH PA3RHTHA CASTYIOIINX SENCHHH!

¢ UpesMepHOro KpoBOTCYCHNA

o (TeYHOCTH B TaXy MM KOHEUHOCTH
BGomu B naxy Wi KQHETHOCTH
Ilpr3nakor HHMEKIHH (TOKpACHCHHMA, OTCYHOCTH, BBIACICHHA, MECTHOTQ “HOBBINICHHS
TEMITEPATY PRI, THXOPATKH, 03H00A, ME/UIEHHOTQ 32X HBIEHHS Pansbl).

4. IlanpenTy cleAyeT HPENOCTABHTE KApTOUKY € HMHCIPYKUMSAMH II0 YXOJy, KOTOpYIO
Tpebyercsd COXpandTh B TeucHAE 30 cyTOK MoCHe MPHMCHCHHA YCTPOHCTBA AMA 3AKPHITHE MeCTa
nyakunn cocynoB . EXOSEAL. /laAHas xapToyka fokHA OHTE TIPEACTABIEHA COTPYIHHKY
3ApaBooXpaHeHus [pH IOBTOPHOMH rocnuTamm3anuys tedenne 30 cyTok.

5. VEa3aHus [0 OIPAHWHCHHIO aKTUBHOCTH M YXOOY 3a PAHOH NPEeJOCTaBIDIOTCH JISYalliM
BpadoM. [TanmeHT MOXKET BEpHYThCA K OOBIMHOR AKTHBHOCTH, BK/IIOYAS YIIPABIEHHE aBTOMOOHIIEM,
B TedeHHe AByX €yTok. Pexomennyercs He NOAHHMATEL TAMXECTH, BEC KOTOPLIX IIpeBLIAeT 4,5 K B
TEUCHUC HEACH HIIH A0 3OKHBICHUS DAkl

XII. Coocod nocTaBgn

YerpolicTBo anA  3aKpeITHE Mecta nyAkumMm  cocynos EXOSEAL nocrasnsercs
CTEPHJIBHEIM H allPOreHHBIM. [IpOAYKT CTEPHIIM30BaH 3/IEKTPOHHO-IYIEBEIM METOIOM.

XIIL. Xpauenue 0 yrnaniagug

YcerpolicrBo ana 3akpeiTAg MecTa NYHKIMH cocyioB EXOSEAL cnenyer XpaHeTh B
NPOXJIaJHOM CYXOM MECTE.
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YTHJIHSELIHH KOHTaMHHHPOBAHHOI'O YCTple'iCTBa H/HIH YIAKOBOYHEIX  MATEPHAIIOB

OCYHICCTBIACTCH B COOTRBCTCTRHHA CO CTAaHJAPTHRIMH [JITH AeuedHOro YYPEKACHHA TPOoNCIypaMe H
NPUHATON MPAKTAKOH YTHIU3AIMH OTX0I0B, NPEJICTARIAIONHX OHONOTHYECKYIO OTTACHOCTE.

JUISI HNPOJAYKTA CORDIS, OINHMCAHHOIQO B JAHHOM MYBJIUKAIINH,
OTCYTCTBYET KAKAA-IHBO TIPAMASY WIH KOCBEHHAM ['APAHTUA,
BKJTIOYAA BE3 OIrPAHHYEHUH JIOGYIO KOCBEHHYIO TAPAHTHIO
TOBAPHOI'O KAYECTBA WJIH COOTBETCTBUS ONPEIJIEHHOH LEJH. CORDIS
HH TIPH KAKHX OBCTOATE/JBCTBAX HE HECET OTBETCTBEHHOCTH 3A
MPAMON, CIAYYAUHBIA WJIA KOCBEHHLIT BPEI 3A HCKJIOYEHWEM
CJIYYAEB, YETKO YKA3AHHBIX B 3AKOHOJATEJ/ILCTBE. CORDIS HE BYJIET
HNPHHUMATDL KAKHX-/JIHBO T'APAHTUHAHBIX OBA3ATEJILCTH 3A
ACKIIOUEHWEM CHUTYAIIMHA, OTAEALHO VKA3ZAHHEIX) B JIAHHOM
JAOKYMEHTE.

Onucanua WIH TeXHHYECKHAC XaAPAKTEPUCTUKH, MPHBEICHHEIE B TICYATHBLIX MATEpPHAIAX
Cordis, Bkiouas AAHHYK NDy0JHKALHK0, IpeJHAZHAYEHbl HCKIIYHTEILHO Aaa obmierc

OITHCAHHA NPOAYRTA H HC HBJIHIOTCH NPAMBIMHA FAPAHTHAMH,

Kopnopauus Cordis e HeceT ¢TBeTCTBEHHOCTH 33 NPSIMOi, CIVIAHHLIA HJIH KOCBeHHLIH
Bped, CBA3AHHBIH ¢ NOBTOPHBIM HCIIOIBIOBAHHEM IIPOIYKTA,
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