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1: O0mas nandopmanus

YerpoiicrBo st Yaanenus wiun IepeyctanoBku ALN npeaHasHaueHO HCKJIIOYHTENBHO I YAAJICHUS
Bena-KaBa ®umbstpa ALN ¢ kproukoMm mim 0e3 Kpiodka B Ciydae, KOrja y HamieHTa OobIle HeT
MOKa3aHU K (uIbTpanuu (CMOTpuTe pasgpen 4. [lokasanus k yoarenuio Bena-Kasa Quivmpa ALN u 5.
Tlpedocmepedicenus), a Taxxe ais nepeycranoBku Bena-Kasa @unbtpa ALN.

KnuHnueckas monb3a KOMIUIEKTAa JUIS U3BICUCHHS W/WIM DPENO3UIMOHUPOBAHUS 3aKIIOYAcTCS B
BO3MOXHOCTH yjaneHus: ¢unsTpa ALN mis HipkHeH monod BeHBI, Koraa (uubTpamus Ooblle He
MI0Ka3aHa MalueHTy.

IIpenHasHaueH Ul MHTEPBEHLMOHHBIX PAJMOJIOrOB, MHTEPBEHLMOHHBIX KapAHOJIOTOB U COCYIHCTBIX
XHUPYProB.

CyIiecTByeT TpH MOAEIN JaHHOTO MEIUIIMHCKOrO YCTPOHCTBA!
- ALN Straight RS (Mozens ¢ npsiMbIM KOHIIOM) : KaTanoxHbIi Homep FT.902010,
- ALN Pre-curved RS (Mozenb ¢ H30rHyThIM KOHLIOM): KaTajioxkHblid Homep FT.902010/VS2,
- ALN 2 in 1 RS (Moaens «aBa B oqHOM» ): KaTanoxHbiid Homep RK-2010.

Bri6op Mozenu yCTpoiicTBa HHAMBUAYAJICH IS Kakaoro narmenrta. Tem He MeHee, ALN HacTosTeIbHO
PEKOMEHIyeT MMeThb B HaJM4YMH JBE MOJENH — C MPSMBIM U M30THYTHIM KOHIIOM, MM MOJENb «/Ba B
OITHOM.

Bena-Kasa ®mibtp ALN — 310 OnupioHanbHbIH GUIBTP (IOCTOSHHBIN 1 / T BpeMEHHEII). Jloka3as cBOIO
s¢dexruBHOCTE M GezomacHocTh', Bena-Kapa @uibtp ALN Takke MOXKET MMILIAHTUPOBATHCSA Ha
MIOCTOSIHHBIH CPOK M yJIAJISITh €0 HE00A3aTebHO.

Pemenne no ynanenuro Bena-Kasa ®uibtpa ALN 10/KHO NPUHUMATHCS MHAMBULYAIBHO IS KAXKAOTO
MalMeHTa B 3aBUCHMOCTH OT €T0 KIIMHUYECKOTO COCTOSHHUS (COOTHOIICHUE PUCKA U TTONB3BI U AIIHeHTA).
Ilepen npuHsATHEM JIIOOOTO PELICHHS O YIAICHUIO BAXHO ONPEJICIUTh CTENEHb CPOUYHOCTH yIaJICHHS.

VYerpoiictBo ALN Straight RS MojkHO HCIIOTIE30BaTh TONBKO KOTYISIPHBIM T0CTYTIOM.
Pexomennyercs BHUMATENbHO IPOYMTATh HHCTPYKIHUIO JI0 HCTIOJIB30BAHHA YCTPOICTBA.

VYerpoiictBo ALN Straight RS mpemocTaBisiercsi B CTEPHIIBHOM BUJIE (CIMEPUAU3AYUSL OKUCHIO DMUTEHA).
OHO mperHa3HAYeHO UL OJHOPA30BOTO HCIIONB30BAHMS M €0 KOMIIOHEHTHI He MOUIEKAT HOBTOPHOH
CTePUITH3ALMH.

A prospective long-term study of 220 patients with a retrievable vena cava filter for secondary
prevention of venous thromboembolism.P. Mismetti et al, en el pecho, 131/ 1, 2007.



2: CHMBOJIBI

B nanHOM maparpade paccMaTpuBaroTCsi 0003HaYEHUS CHMBOJIOB, UCHOJIB3YEMbIX Ha IPOJYKTE U €ro
YIIaKOBKE.

KaranoxHslit Homep
Kox naptun
CepuiiHblii HOMEp
Hcnomns30Bath 10

JlaTa U3roToBICHUS

BuuMmanue!

O3HaKOMIICHHE C HUHCTPYKIUAMHU JUISI TPUMEHCHU S

Crepri3aiys ¢ HCTIONB30BaHIEM OKHCH ITHJICHA, BOHHAS
CTepHIIbHAs OapbepHas CHCTeMa

TToBTOPHO HCTIONB30BATH 3AIPEIICHO

IloBTOpHAs cTepHIM3aly 3alpelieHa
3anpernaeTcs HCIIONB30BaTh, €CIIH OBPEXKICHA YIaKOBKa

bepeus ot Biaru

Bepeub 0T conHevHbIX Tyden
Henuporennsiit
MenunuHckoe 060pyI0BaHue

YHUKaNbHBIA UICHTU(GUKATOP YCTPOUCTBA

[IpousBourens



3: Coaep:kuMoe KOMILICKTA

Heobxomnumo 006s13aTeIbHO MPOBEPUTh BCE KOMIIOHEHTHI KOMIUIEKTAa 10 Hayaja mpouexypsl. llpu
OTCYTCTBHHU KaKOTO-THOO KOMIIOHEHTa, HEOOXOAUMO HCIOIb30BATh IPYTOil KOMILIEKT.

B cocraB ycrtpoitctBa ALN Straight RS Bxomst cieayromnye KOMIOHSHTbL:

Karerep ¢ mumniamu, CocTaBIIsIOIIMU KOTOPOTO SIBIISIOTCS:

- xarerep 7F ¢ nByms uepHbIME MeTKamH (1),

- mmnmsl B popMe KOP3UHBL, COCTOSIIME U3 8-H JIANOK M3 HeprkaBerommel cramu 316 LVM
(2), coeMHeHHbIC LEHTPAIBHBIM CTEpXKHEM M3 HepikaBeroiuei cramu 316 LVM ¢ xenroit
IuTOH pydKoi (3),

- 3-X XOmOBOM KpaH I IPOMBIBAHHUA (4),

PacmmpuTens ¢ konHekTopoMm Jlyap Jlok kpacHoro ngera (5),

Katetep untponasiocepa 9F ¢ peHTreHOKOHTpacTHON METKOH (6),

TlynkimonHas uria (7),

Tednonossiit J-00pa3ubiil POBOAHUK (8).

VerpoiictBo ALN Straight RS npenocraBiisiercst B CTEPUIBHOM BHIC (CMepUuiu3ayusi OKUCHIO SMUNIEHA).
OHO IpeHa3HAYEHO ISl OJJHOPA30BOT0 MCIIOJIBb30BAHKS M €r0 KOMIIOHEHTHI HE MOJJICKAT IIOBTOPHON

CTEPUIIM3ALINN.
Katerep ¢ munuamu

(1) Karerep 7F ¢ mmmniamu ¢

JIBYMsI YEPHBIMH METKaMU

(BHYTpeHHMH  JauaMeTp

% (4) 7F; BHemHud auamerp

E 1) 9F; nnuHa 596 MM)
—

(3)

2) (2)  Ilumusl ¢ 8-10 Jankamu
(3)  Jluras pyuka
(4)  3-Xx X0J0BOIi KpaH

(5) Pacumpurens
(BHYTpeHHUH  JIHaMeTp

(=T

= 3F; BHemHud auameTp
(5) 9F; BHemHui auameTp
630 Mm)

(6) Karerep wuHTpOIBIOCEpPA
9F (BHyTpeHHHit quameTp
OF; BHewmHud auamerp

=

(6) 11F; mmua 570 mm) ¢
PEHTIeHOKOHTPACTHOI
METKOMH

(7 (7) TlynkuuoHHas uria

; T = (8)  Tedmonossrit J-o6pa3HbIit

= B "

e ) MPOBOHUK (0,035";
@{@ ‘_)’}/’) nnmHa 150 cm)

®



4: IMokazanuga K yaajdenuio Bena-Kasa ®Ouabtpa ALN

Ilokazanuss k ynmaneHuio Bena-Kaa ®umbtpa ALN ¢ nomompio ycrpoiictBa ALN Straight RS,

2 4
nepeunciennbie Huske, npusHansl SFICV . Onu ocHoBanbl Ha koHceHcyce SIR® u CIRSE :
- Her 6onbure noxazanuii K HOCTOSHHON (QHIIBTpALIN.

- PHCK CHMITTOMAaTHYECKOM JICTOYHOU 3MOOIHH J0ITYCTUMO cnabblii B PE3YyNbTATE YCIICHIHOT'O
TNIEPBOHAYAIILHOI'O (TepaneBTuqecxor 0 WIM TIPEBEHTUBHOTY 0) JICYCHUA aHTHKOAryJsiHTaMu WA B
CBA3H C HIBMCHCHHUEM KIIMHUYCCKOT'O COCTOSHUSA IMALTUCHTA.

- He npemycmoTpeHo, 4TO y MamieHTa CHOBA BO3HHUKHET MOBBIICHHBI PHUCK JIETOYHOH SMOO0INH B
pe3ynbTaTe MpephlBaHKs EPBOHAYAIBHOM Tepanuy aHTHKOAryJISHTAMU WIIH BBI3BAHHBIH HOBBIMHU
KIIMHIYIECKIMH YCIOBHSIMH.

B uacmnocmu, ne yoansme Bena-Kasa @unomp ALN 6 ciyuae, eciu nayueHm 0014CeH NOOBEPSHY b L
3ANIAHUPOBAHHOMY — XUPYDSUUECKOMY — BMEUlamenbCmey,  CNOCOOHOMY — 6bl36amb  NOGbIULEHHDbIIL
MpoMOOIMOOIUYECKUL PUCK.

- IlpomomKHWTeNnbHOCTh JKM3HM IAlMeHTa JIOCTATOYHO OojbImas, dYroObl ObLIa IIOTydeHa
HpeznonaraeMas ojib3a OT MPEKPALeH s (PUIbTPaLMH;

B uacmnocmu, nayuenmul, npoOOIICUMENLHOCMb JICUSHU KOMOPLIX OYeHeHa MeHee 6 mecsiyes, He
UMerom NOKa3aHuil K yOaileHuIo 6eHa-Kasa uibmpa.

- VYnaanenue unbTpa npoxoaut 0e3 pucka, eciiv y NaluueHTa He HaOF0JaeTCsl CUIIbHBIX PeaKiyii Ha
KOHTpAcTHbIE NperapaThl, CJIM BEHO3HBIH JIOCTYII HE 3aTPpyIHEH U €CU yIaJeHHe He BIIeUeT 3a
cO00I1 Cepbe3HOro MOBPEKACHUS HIDKHEH I0JIOH BEHBI, YUHTHIBAas €€ NPHPOJY, COCTOSHHE HIIU
MOJIOXKEeHHE (PUITBTPA.

- HaLII/IeHT JIOJDKCH OBITH MHCI)OpMHpOBaH O NOTCHIUAJIBHBIX PUCKaX, CBA3aHHBIX C YHAAJICHHUEM, U
COTJIACCH Ha BBINIOJIHECHUE IPOLECAYPBI.

- IarmenT uHGOPMUPOBAH O TOM, YTO B HEKOTOPBIX CIydasx OyAeT HEBO3MOXKHO yaanuTh Bena-Kasa
@Ounetp ALN (prurHBI TEXHHYECKOTO MITH TEPANIeBTHIECKOT0 XapaKTepa) M COTIACEH Ha JIAHHBIH
pHCK.

- IlaumenT 3Haer, uto Bena-Kapa @unbtp ALN — 310 oniuoHa bHbIA GUIbTp (MMOCTOSHHBIN U / WK
BPEMEHHBII), U YTO OH pa3padOTaH TAKUM OOpa3oM, YTO MOXKET OBITh HMMIUIAHTHPOBAH Ha
TIOCTOSIHHBIH CPOK B CIIyJae, CJIH HEBO3MOKHO BBIITOJIHUT TIPOLEAYPY YIAICHHS.

2 SFICV (Société Frangaise d’Imagerie Cardiaque et Vasculaire). Recommandations et Bonnes Pratiques
en Radiologie Vasculaire Interventionnelle. Mars 2007. Pages 93-101.

3SIR (Society of Interventional Radiology). Guidelines for the use of retrievable and convertible vena cave
filters: report from the Society of Interventional Radiology multidisciplinary consensus conference. J.A.
Kaufman et al, Journal of Vascular Interventional Radiology 2006; 17 (3): 449-59.

# Guidelines CIRSE 2007 (Cardiovascular and Interventional Radiological Society of Europe) Quality

Improvement guidelines for percutaneous inferior vena cave filter placement for the prevention of
pulmonary embolism, 2007.



5: Ilpenocrepe;KeHust

O0mume npeocTepeskeHusl, CBSI3aHHbIE ¢ MCNOJIb30BaHueM ycrpoiicTBa ALN Straight RS
1. BHEMAaTeIbHO MPOYUTATE HHCTPYKIIUIO O UCHOJIB30BAHHIO.
2. ALN Straight RS npegna3saueH HCKIIOUHATENBHO IS

v' Vnanenus ¢unbtpa ALN juis HMOKHEH MONOH BEHBI, Korjaa (UIbTpamus OGOJbIIe HE
IoKa3aHa manueHty (cM. pasznen 4. ITokxaszanus k ynanenuto Bena-Kasa @unstpa ALN).

v' Wu s usMeHeHus nosoxenns Gpuiastpa ALN juist HiKHEH 1010 BEHBL.

3. ALN cHuMaer ¢ cebs BCSKYIO OTBETCTBEHHOCTb B Ciy4yae MOIBITKH YAAleHUs Jo00ro
JIPyroro AMUCIO3UTHBA C MOMOIIBI0 YcTpoicTBa Juis Y nanenus uiau IlepeycranoBku ALN.

4. ALN cHuMaeT ¢ ce0si BCSKYIO OTBETCTBEHHOCTh B Cllydae HONBITKH ynaneHus Bena-Kasa
OGunbrpa ALN ¢ nomosio J1ro0oro Apyroro IUCHO3UTHBA, KpoMe YCTpoicTBa st Y naneHus
unu [lepeycranoBku ALN, npeaHa3sHau€HHOro AJIs 3TOM LETH.

5. JIro6as monbiTka MaHuIysinuu Bena-KaBa ®uimbrpoM ALN ¢ moMompro Kakux OBl TO HH
OBUIO JPYTUX YCTPOMCTB, KPOME TEX, KOTOPBIE MPEAYCMOTPEHBI UL ATOM 1IENH, 3aMpelieHa, 1
BCA OTBETCTBEHHOCTb JIOXKHTCS Ha TPAKTUKYIOLIErO Bpauya. 3a MCKIIOYEHHUEM JIacco
MOJXO/ISIIIMX Pa3MEPOB, KOTOPOE MOXKHO MCIOJB30BaTh s u3BieueHus ¢puiabrpa ALN Vein
Cavus ¢ HOMOIIBIO KPIOYKa.

6. VYerpoiictBo ALN Straight RS npemocrasisieTcst roToBOE K HCIOIB30BaHUIO, B CTCPHIIBHOM BHUJIE
(cmepunuzayus okucoto smunera). OHO He SBISETCS TMPOreHHBIM. 3aIperaeTcst HCIOJb30BaTh
YCTPOMCTBO, €CIIM €T0 YIAKOBKa MOBPEXK/ICHA MM OTKPBITA, & TAKKE B CIIy4ae COMHEHHS B €10
CTEPHIIBHOCTH.

7. TIposyKT NOJIKEH XPaHUTBCS B CYyXOM MECTE, CJIEYEeT 3allHIIaTh €ro OT MPSIMOro IonagaHus
COJIHEUHBIX JTy4eH.

8. He ucnons3oBats ycrpoiictBo ALN Straight RS nocne ncredenns cpoka roqHocTn, yka3aHHOTO
Ha 3TUKETKE.

9. VYerpoiictBo ALN Straight RS npenHasHaueHo A1 0AHOPA30BOTO KCIOJIL30BAHMS, TOITOMY
3ampernaercss IIOBTOPHO HCIIONB30BaTh MM  CTEPHIM30BATh KOMIIOHEHTHI KOMIUICKTA.
TToBTOpHOE MCHOJIB30BAHKE, JJAXKe MOCIE JIOTIOJHUTEIBHON OYNCTKH M CTEPUIIH3AINH, MOXET
MOABEPTHYTh NALMEHTA PUCKY HHGHUIMPOBAHUS U NOTEHIHAIbHON HEUCIPABHOCTH YCTpPOIiCTBA
(YCTpOHCTBO HE KOHTPOJIUPYETCSI IPOU3BOAUTEIIEM).

10.  YcrpoiictBo ALN Straight RS M0XHO HCTIONB30BaTh TOJIBKO KOIYJISIPHBIM JOCTYIIOM.

11. Bena-KaBa ®unstp ALN — 3T0 onuuoHanbHbIH (GUABTP (IIOCTOSHHBIA U / WIIK BPEMEHHBIH).
Jlokasas cBor0 >(pPEKTHBHOCTE M GesomacHOCTh’, Bena-Kapa ®umbtp ALN Takke MOMeET
HMIITAaHTHPOBATHCS Ha TOCTOSHHBII CPOK U yAQIIATh €T0 He00s3aTeNbHO.

12.  Pemenue no yaanenuto Bena-Kapa ®unbtpa ALN 10/KHO IPUHUMATHCS MHIMBUAYATBHO JUTS
KaXJI0TO MalMeHTa B 3aBUCHUMOCTH OT €ro KIMHUYECKOTrO COCTOSIHUS (COOTHOILIEHHE PUCKA U
TOJTB3BI JUIA TanuenTa). [lepe npuHATHEM JIF000T0 PEIIeHNs TI0 YAAICHHIO BAKHO OTPEICIHTD
CTETeHb CPOYHOCTH yIAJICHHS.

SA prospective long-term study of 220 patients with a retrievable vena cava filter for secondary
prevention of venous thromboembolism.P. Mismetti et al, en el pecho, 131/ 1, 2007.



Hpel[OCTepe)l(eHl/lﬂ, CBSI3AHHBIC ¢ KIMHHYECKUM COCTOSTHHEM IMALIMCHTA

13. TlammeHtsl ¢ TPOMOOIMOOMMYECKOH  OOJIC3HBIO — aKTHBHOI (GOpMBI,  TPUHUMAFOLIHE
AQHTHKOATYJISTHTBL:

V' TIpOJOIKUTENBHOCTS CPOKA, B TEYEHHE KOTOPOrO MALMEHT MOJABEPIKEH PHCKY PELIMBa
JIErOYHOM 5MOOJNH, TODKHA OBITh MHAMBHIYaIBHOM U KQXKIOTO HalWeHTa (y4UThIBAs
U3BECTHBIC (HaKTOPHI PUCKA).

v Tlepexn mpoueaypoil  HEOOXOAMMO  YYMTBHIBATh WM KOHTPOJHMPOBATH/OLCHUBATH
AHTHKOATyJSIHTHYIO Tepaluio MalUeHTa, KOTOPOMY IUTaHupyeTcst yaanenue gpuastpa ALN B
HIDKHEH T0JI01 BeHe, 4TOObI H30eXaTh PUCKA KPOBOTCUCHHSI.

v Jlroboe momo3peHue Ha HEyJAuHbIA Pe3yJIbTAT WM OCJIOKHEHHE KaK CJICJICTBHE JICYCHUS
AHTHUKOATYJITHTAMU JIOJDKHO OBITh YCTPAaHEHO 10 PacCMOTPEHHS BO3MOXKHOCTH YAAJICHUS
Bena-Kasa ®unbrpa ALN.

14.  TMauumeHTsl, He CTpagarONKe TPOMOOIMOOINUECKUM 3200I€BaHUEM:

v Vaanenne Bena-KaBa ®@uibtpa ALN y mammeHTOB C PHUCKOM TPOMOOIMOOINYECKOTO
3a0oieBaHus 0€3 IMArHOCTUKH TPOMOOAIMOOIMUECKOM 00JIe3HH, KOTOPBIM OBLT MOCTABJICH
(UIBTP B MPEBEHTHBHBIX LEJSAX, MOYKET PACCMATPUBATHCSI [IOCTIE TOTO, KaK IIEPBOHAYAIBHOES
npeaynpexaeHne ObUIO0 YCIENIHO 3aBEPUICHO M €CTh BO3MOXKHOCTD MOAEPIKAHHUS JAHHOTO
COCTOSIHHUS, WJIM B CIydae, KOT/[a TIOBBIIIEHHbIN PUCK IMOOJINH YMEHBIIICH.

4 He nomxHO OBITH OYEBHIHBIX MPH3HAKOB Pa3BUTHS TPOMOOIMOOIMYECKON OO0JIE3HH 10
ynanenus Bena-Kasa @unbtpa ALN.

15.  Hpyrue ciyuau:

v Ecnu mo xakoi-To OJHOW MM HECKOJIBKMM 0coObIM mpuunHaM Bena-KaBa ®unptp ALN
GoJblllc HE BBIMOJNHACT CBOIO NPEBEHTHBHYIO (DYHKIMIO B OTHONICHUM MPEXyNpPEKIACHHUS
JIETOYHOW SMOONMM WM TPEACTaBIAET OMACHOCTh JUIA TAIlMeHTa, HEO0OXOJUMO
HPETyCMOTPETh €r0 yaJICHHE.

v B cmydae ecnu mokazanue K (UIBTpalMM BCE €IIE TPUCYTCTBYET, HEOOXOIUMO
HMMILTaHTHPOBaTh Apyroi Bena-Kasa ®unetp ALN.

Ipenocrepeskenns, CBsI3aHHbIE ¢ KOHTPOJIEM, KOTOPBIii HE0OX0MMO OCYLIECTBUTH
1o ynanenusi Bena-Kapa ®uibrpa ALN
16.  JIoyKHBI OBITB CI€NIaHBI KOHTPOJIbHBIE CHUMKH U TOYHBII aHAJIM3 KPOBH.

Bo Bcex cnywasx mepen mpouenypoi yaaneHus Bena-KaBa @unbtpa ALN He00X0quMo 00s13aTebHO
MPOBEPUTH IPOHULIAEMOCTh HU)KHEH MOJIOH BEHBI U OTCYTCTBHE TPOMOOB Ha ypoBHe Bena-Kasa ®unbrpa
ALN. [laHHBIil KOHTPOJb MOXET OBITH BBINOJHEH ¢ momoinpio Jlomiepa, KT-ckanepa, HCIob3ys
HMHBEKIHIO WIH KaBorpaduro.

B ciyuae eciu Tpom6 3actpsin B Bena-Kaa @unbrpe ALN, HeoOX0auMO 0053aTENbHO YCTAHOBUTD €r0
pa3Mep  XxapakTep 10 NPUHATHS pereHus 00 ynaneHuu. JleficTBUTeNIbHO, HaTHYHe 3aCTPSIBIIEro TpoMba
B Bena-KaBa ®unbptpe ALN MOXKeT 03Ha4aTh, YTO MOCJIEAHUN OTIMYHO BBIIOJHHUI CBOIO (QyHKIMIO (B
TaKOM ClIyyae HEOOXOAMMO yOemuThCs B TOM, YTO OOJIE3Hb HE Mporpeccupyer), win 4ro Bena-Kapa
Ounpp ALN siBisiercst mpobiieMoit Tpombo3a.

Pemenue o TIPOOOJIKCHUH WA MPCKPAIICHUU TPUHATUA aHTUKOAT'YJIAHTOB JOJIKHO OBITh aaarnTUpOBaHO
BpadyaMu MHAUBUAYAJIBHO IS KaXKA0T0 MalueHTa.

IIpenocrepeskenusi, CBsI3aHHbIE ¢ KaBorpadgueii

17.  Jlo BBHINONHEHUS HPOIELYpHl AODKHA OBITH 00S3aTENbHO BEIMONHEHA KaBorpadus B ¢dac u
1poduIb. JIaHHBIT KOHTPOJIB TTO3BOJIUT YCTAHOBUTH CIIEIYIOIIHE TOKA3aTEIH:



v
v

TIPOBEPUTH IPOHUIIAEMOCTb U AaHATOMHUIO HUKHEH MOJION BCHBI,
OTCYTCTBUC TpOM60B,

nonoxeHue Bena-Kasa ®@uibtpa ALN.

Pesynprar KaBorpadguu OTHOCHTENPHO AHATOMHH HIWDKHEH MONONW BeHbl M moiiokeHus Bena-Kasa
OGunprpa ALN IOMOXET IPaKTHKYIONIEMy CIIELUAINCTy B ONPEIeIeHIH BEIOOpa MoJenu YcTpoiicTa
quist Y nanenus w [lepeycranosku ALN (Moenb ¢ IpsMBIM KOHIIOM - KaTanoxkHbli Homep FT.902010,
MOJIENIb ¢ U30THYTBIM KOHIIOM — KatanoxHbeiid Homep FT.902010/VS2, unn Mozenb «IBa B OTHOM» —
kaTanoxHbIi Homep RK-2010).

18.

19.

20.

21.
22.

23.

24.

25.
v

Bo Bpemst BIPBICKMBAHUSI KOHTPACTHOTO BEILIECTBA B KATETEP HHTPOBIOCEPA HEIIb3sI IPEBBIIIAT
nasienue 6oisee 450 psi.

y6CI[I/ITeCB, YUTO MPOBEACHUE KﬁBOI‘pa(bI/II/I HE NPEACTABIACT pUCKA IS MallCHTA: HCOGXOIII/IMO
Y4eCcTh HpOGJ’[eMI)I, CBSA3aHHBIE C HCIIOJIB30BAHUEM KOHTPACTHBIX IIPEIIapaToB (a.rmepms{,
o4yecYyHas HCZ[OCTaTO'-lHOCTb).

B ciayyae coMHeHHMIT OTHOCHTEIFHO aHATOMUH TOJON BEeHBI M / win monoxenus Bena-Kasa
Ouibtpa ALN H0JDKHBI OBITH C/ICNIaHbl HOBBIE CHUMKH Pa3JIMYHOTO BH/IA.

IMocne nporeaypsl yiajeHust 0JbKHA ObITh BBIIOJHEHA KOHTPOJIbHAs KaBorpadusi.

Ecnu cucrema BBoJIa (KaTeTep UHTPOIBbIOCEPA H PACLIUPHUTENb) UCIIOIb3YIOTCS A7 BBITOIHEHHS
KOHTPOJIHOH KaBorpaduyl, HEOOXOAUMO BHUMATEIHHO IIPOBEPHTH, YTOOBI PaCIIHPUTENb OBLT
BBIHYT JIO BBIIOJIHEHNUs KaBorpaduu. 3a0bIThIil B CHCTEME BBO/IA PACIIHPUTENh MOXKET IIPUBECTH
K HOBPEKACHUIO MOJION BEHBI.

B ciy4ae ecimm KOHTpONbHasI KaBOrpadus BBIIONHEHA C MOMOIIBIO KaTeTepa MHTpPOIbIOcEpa
yerpoiictBa ALN Straight RS, BHUMAaTEIbHO MPOCIEINUTD 32 TEM, YTOOBI €r0 JUCTAIbHAS YacTh
HE CONpHKacajach ¢ UMIUTaHTHpoBaHHbIM Bena-Kasa ®wuibtpom ALN. D10 MOXKET HU3MEHHUTHh
MOJIOKeHUE (PHUIIBTPa (PUCK HAKIIOHA, MUTPALIUH ).

O61mue npeocTepe:keHusi, CBA3aHHbIE C MPOLEYPOii

VYpoBeHb KBaTHGHUKANNM MEIUIMHCKAX U HEMEAUIMNHCKHX OIEPaTopoB, KOTOpPbIC OYyIyT
NPOBOIHTH JAEHCTBHSA, JOJVKEH COOTBETCTBOBATh pekoMeHaanusam SFICVS,

Mitagumii onepaTop JOJDKEH HMETh OIBIT aCCHCTHPOBAHMS CTapIIeMy OIeparopy mpu 6
ylaJeHusIX (B Ka4eCTBE 2-T0 ONepaTopa), a TAKIKE CAMOCTOSITENILHO YIATUTh 6 (DUIBTPOB 10T
PYKOBOZCTBOM CTapILIET0 OllepaTopa ISl JOCTIIKEHHS YPOBHSI KOMIETEHTHOCTH.

Crapiuii onepaTop J0/DKEH yIajsaTh 10 MEHbIIEH Mepe 6 GUIbTpoB B T 0€3 MHIMICHTOB
JUTSL IOIEPIKAHNUST YPOBHSI KBAJIH(HUKALIUH.

CrienuaucT-parolior 10JKEH UMETh YPOBCHb 0a30BOM MOJArOTOBKH IO MAHHITYJISIIUSIM B
CepACYHO-COCYAMCTON 001acTH, cooTBeTCTBYIONMI onpenencHuio SFICV.

CpenHuil METMIMHCKUI TIEpPCOHAN, B TOM YHCIE M CPETHHH MEIUIUHCKUH IepCOHa
OTIEPAI[MOHHOTO OJIOKA, JIOJDKEH MMETh CIeHalbHOE 00pa3oBaHHE B 00JIACTH COCYIUCTOM
WHBA3MBHOW M HHTEPBCHIIMOHHOW PEHTTE€HOIOTHH.

ALN NpeaynpexaacT OJIB30BaTEJICH O MOBBIIIIEHHOM PUCKE MUTI'palIMU B CJIICAYIOIIUX CiIydasX:

IIPU  CEPbe3HOM XHPYPrHYECKOM BMENIATENbCTBE (HA TPYJHON KIETKe, B OpIONIHO
MOJOCTH. ... ),

6 SFICV (Société Francaise d’Imagerie Cardiaque et Vasculaire). Recommandations et Bonnes Pratiques
en Radiologie Vasculaire Interventionnelle. Mars 2007. Pages 93-101.

10



v pu npoueaypax, CIOCOOHBIX TNPUBECTH K TEMOJUHAMHUYCCKHUM COCYJUCTBIM HapyLICHUAM,

v P IPOIEeAypax, KOTOPbIe MOTYT BEI3BAaTh KOHTAKT C HIDKHEH MOJIOH BEHOI U / MIIH MECTOM

HUMIUIaHTalluH.

O3HaKOMMBILIKCH C NOTEHIUAILHBIMH PUCKAMHU, IPHBEIECHHBIMH BBIIIE, BaXKHO YOEIHThCS, YTOOBI BCS
nHbopMans, OTHOCsIIasIcs K uMIutanTanuy Bena-Kasa @unptpa ALN, ObL1a 0TMEUeHa B MEAULIUHCKOM
KapTe NalyeHTa U OblIa I0CTYIHA [JIs 03HAKOMIIEHHS JI0 BBIIOJIHEHHUS JTI00BIX IPOLELYD.

26.
27.

28.

29.

30.

31.

32.

33.

34.

35.

OrnepaTopsb! JOJDKHBI OBITh OJIETHI B CTEPHIIBHYIO OZICHKIY .

Iepen BBIIONHEHHEM IPOLEAYPH! HEOOXOAUMO MPOMBITH CTEPHIBHBIM  (DH3HOIOTHYECKIM
pacTBOpOM C TENapHHOM WM aHAJOTHYHBIM HM30TOHHYECKUM PACTBOPOM  CIETyIOIIHe
COCTaBISIIOIIIE KOMIUIEKTA: J-00pa3Hblii IPOBOJHUK, CHCTEMY BBOJA (PAaCLIUPHUTEND + KaTeTep
HHTPOJIBIOCEPA).

Bes mpouenypa OMKHA HPOXOAUTH I0J KOHTPOJIEM MEIULIMHCKON BU3YaIM3HPYIOILEH
anmnaparypsl (IPEAHOYTHTEILHO HCHOIB30BATh (DIIIOPOCKOIIHIO).

IIpenocrepeskenusi, CBSI3aHHbIE ¢ HCNOJIb30BaHUEM J-00Pa3HOT0 NPOBOAHUKA

J-00pa3Hblii POBOAHHUK JODKEH HCIIOIb30BATHCS BPAadoM, HPOIIEIUINM O0ydeHHEe TEeXHHKE
Karerepusauuu cepaua. Hu B koeMm ciydae He mpoJBurath J-oOpasHblii NMPOBOJHHMK WU
cHCTeMy BBOJa 6€3 paoIOrHIeCKOro KOHTPOJIS.

Bo Bpems npoaBkeHHs J-00pa3HOro IPOBOJIHHKA CIIeyeT yOeUThCS B OTCYTCTBHH CTHOOB H
HeTenb, OTCIEKHBas MpPOLEAYPY NpPU HOMOIIM MEIMLUMHCKON  BH3yalM3HpyOLIEit
anmapatypsl. Beerga cinenuts 3a teM, yToObl J-00pa3Hblil MPOBOIHUK BBICTYIAN HA 2 I 3 CM
13 IPOKCHMAJIBHOTO KOHI[A CUCTEMBI BBOJIA.

He mnwiTatecs NPOABUTaTh WJIM BBITACKMBATH IIPOBOJAHUK B CIIy4yac COIIPOTUBJICHUA.
HCO6XOHI/IMO YCTaHOBHUTH NIPUINHY CONPOTHUBJICHUS IIPHU ITOMOIIN PATHOCKOIINH.

BHUMaTenbHO MPOCHCIUTH 3a TeM, 4YTOObI J-00pasHblii MPOBOAHHK M PACHIMPUTENb OBLTH
W3BJICYCHBI JI0 BBIIIOJIHEHHUS] KOHTPOJILHOM KaBorpaduu Bo n3dexkaHue Kakux -JIM00 MOBPEIKACHUN
HWOKHEH MOJION BEHbI.

PentrenoBckue HM300paXkeHMS, BBINONHEHHBIE 0€3 KOHTPACTHOrO IIpemapara, HEYeTKO
MIOKa3bIBAIOIINE AaHATOMHUIO HIDKHEH MOJIOH BEHBI, MOTYT OBITh HEIPABIJIBHO HHTEPIIPETUPOBAHBI.

l'lpeaocrepemeﬂuﬂ, CBSI3AHHBIE C ycraﬂomcoﬁ KaTeTepa HHTpPoAbIOCepa

BuuMmarenbHO clegUTh 32 TEM, YTOOBI MAUCTalNbHAs 4YacTh KaTeTepa HHTPOJbIOCEpa He
colnpukacanach C UMIUIaHTUpoBaHHbIM Bena-KaBa ®unbrtpoMm ALN. DTO MOXET HM3MEHUTH
noJjiokeHne GpuipTpa (PUCK HAKIOHA, MUTPALIMN).

Ilepen TeM Kak BCTABUTH KaTeTEP C LIUIMIIAMHU B KATETEP HHTPOAbIOCEPA, HEOOXOAUMO 00s13aTeIbHO
YCTaHOBHTH PEHTTCHOKOHTPACTHOE KOJBLO €ro IUCTAIBHONH YacTH HAa 2 CM BBIIIE TOJOBKH
GbunbTpa. DTO PACCTOSHHUE JIODKHO OBITH 0053aTENbHO COOMIOACHO, YTOOBI HaYaTh IMPOLEIYPY B
ONTHMAJIBHBIX YCIIOBHSIX.

l'lpe}IOCTepemeHmI, CBsI3aHHBIC C BBEICHUEM KaTeTepa ¢ IUNIAMH B KaTeTep HHTPOAbIOCEpa

36.

37.

BuuMaTenbHO IIPOCIEIUTH 3a TeM, 4TOOBI J-00pa3HBIl HNPOBOAHMK H DACIIMPUTETb OBLIH
M3BJIEYEHBI JI0 TOTO, KAK BBECTH KaTETEP C LIUIIAMU.

Bo wusbexanne pucka mnepdopanuu KareTepa HHTPOAbIOCEpA, HEOOXOAMMO CIEAUTh 3a
[PaBHJIGHBIM MAaHUITYJIMPOBAHUEM KAaTE€TEPOM HMHTDPOABIOCEPA, MPHUICPKHBAsi €ro 3a OCHOBAHHE,
1 4ToOBI OH HE OBUI COTHYT.
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38.

39.

40.

41.

42.

43.

44,

45.

46.

47.

48.

49.

50.

Bceerna crneauth 3a TeM, 4ToObI KaTeTep MHTPOJBIOCEpA OBLI NMPOMBIT B JOCTATOYHOW Mepe C
MOMOIIBI0 CTEPHIPHOIO (PU3HOJIOTHYIECKOTO pAcTBOpa C TEMapUHOM WM AHAJOTHYHBIM
HM30TOHUYECKHM PAaCTBOPOM.. HemocTarouHoe mpoMbIBaHUE BBOAUMOI 000JIOUKH HHTPOABIOCEPA BO
BpEMsI OIepallii MOXKET NPUBECTH K 00pa30BaHuUIO B HEW TPOMOOB.

Hu B koeM ciydae He BCTAaBIITH KaTeTep C IIWIIAMU B KaTeTep HHTPOABIOCEPA NPEKAE IeM
IUMIBI KaTeTepa He OyAyT 3aJBUHYTHI B Hero. JJist 9Toro HeoOX0AUMO OTKPYTHTb JKEITYIO PYUKy
Jlysp Jlok BJI€BO U BHITSHYTh €€ IPUMEPHO Ha 2 CM.

YGCZ[I/ITLC}I, YTO OCHOBAHHUE KaTETEpa HHTPOIABIOCEpA MNPUMKHYJIO BIUIOTHYHO K OCHOBaHUIO
KaTeTepa ¢ unnamMu.

Hcnonb3oBats uckimountenbHo Jlysp JIok kenaTol pydkd M HM B KOEM Clly4ae He OTKPY4YMBaTh
Jlyap Jlok, NpUKpYYEHHBIH K KaTeTepy C LIUITLAMH.

3akpyruts Jlysp Jlok karerepa ¢ IIMMIAMH, MOBEPHYB JKENTYIO PYUKY BIPABO, YTO MPHBEIET K
PACKPBITUIO IIUIIIIOB.

TIpenocrepe:xenusi, cBsi3aHHbIe ¢ 3axBaToM Bena-KaBa ®uastpa ALN

Hu B xoeM cirydae He nbITaThes BRITAIMTE Bena-Kasa ®@unstp ALN 32 oHy 13 HOXeEK. Y 1aneHne
JIOJDKHO BBINOJTHATBCS TOJIBKO 3a royioBKy Bena-Kasa ®uibtpa ALN.

Jnsa ynanenus Bena-KaBa ®unbrpa ALN B ONTUMaNbHBIX YCIOBUSX roj0OBKa (puibTpa DOJDKHA
MIPUMKHYTb BIUIOTHYIO BHYTPH LIMIILIOB KaTeTepa.

B cmydae ecnu cnoXHO (MM HEBO3MOXKHO) yCTAHOBUTH TOJIOBKY (UIIBTpa BIUIOTHYIO BHYTPH
LIUIIIOB, HEOOXOAMMO HCIOBb30BaTh YcTpoiicTBO st Ynanenust win [lepeycranoBku ALN ¢
MN3OTHYTBIM xonmom (ALN Pre-curved RS) mwm «mBa B omHOM» (ALN 2 in 1 RS). Taroke
BO3MOXKHO TIPUATH JICTKYIO H30THYTYIO (opmy YcrpoiicTBy must Y manenust win [lepeyctaHOBKH
ALN c¢ IIPSMBIM konmom (ALN Straight RS), #e ucmons3ys mpu 3ToM map u 6e3 pucka
noBpexxieHns. Tem He MeHee ALN HacTOSATENBHO PEKOMEHAYeT UMETh B HAIMYUU MUHUMYM J(BE
MOJEIH.

Yt0o0Bl mpuaaTh JErkyo H3orHyTyio Gopmy YcrpoiictBy ans Ypanenus wim [lepeyctaHoBku
ALN c IIPSIMBIM konmom (ALN Straight RS), HeoOxommMo coONMIOAaTh CIEAYIOIIYIO
MPOLEAYPY: OCTaBbTE KaTeTep MHTPOAbIOCEpa Ha MecTe (PEHTTeHOKOHTPACTHOE KOJBLO JOLKHO
OBITh PACIIOJIOKEHO Ha 2 CM BBILIE FOJIOBKH (GUIbTpa). BiHbTE KaTeTep ¢ munuamy, yoeaquBIINCh
MIpeIBAPUTENILHO, YTO IIHIIIEI BOLIUIM BOBHYTPh KareTepa. Pa3mecTHB Ha CTOJNe, BBIIBHHYTH
LIMMNIBl U3 KaTeTepa U THIATENBHO MPOMBITH HHCTPYMEHT C IOMOIIBIO 3-X XOJOBOTO KpaHa.
Ipunate HEOOXOMUMBIH U3rMO MPUMEPHO HA 5 CM BHILIE JUCTAJIBHOrO KOHUA Karerepa. CHOBa
MIPOMBITh MHCTPYMEHT, 33ABUHYTH LIUIIBI ¥ CHOBA BBECTH KaTeTep. [laHHYIO HPOLENypy MOKHO
MOBTOPSITh HECKOIBKO a3, YUUTHIBAs IPH 3TOM, YTO MOCICAYIOIINE MAHUITYIISINUK OyIyT MeHee
CBOOOIHEL.

Korna ¢uibtp rotoB ais 3axBaTta, HA B KOEM ClIydae He TSHYTH 3a KaTeTep ¢ IIUIIAaMH, PEeK/Ie
4yeM (QHIBTP He OKaKETCS MOTHOCTHIO BHYTPH IIHIIIOB.

B ciiyuae ecniut nonoxenune Bena-Kasa @unbtpa ALN He no3BossieT Jierkoe yaajieHue (Hanpumep,
roJioBKa (HUIBTpa NPUMKHYJIA K COCYIHCTOH CTEHKE IIOJIOW BEHbI), JI00as Ipyras IONbBITKA
JIOTIOJTHUTENBHBIX JHAOBACKYIAPHBIX MAaHEBPOB [OJDKHA BBINOJHATECS C y4ETOM CTEHEHH
CPOYHOCTH H OTIBITa OIEPHPYIONIETO Bpaya.

HeobxomnmMo crnenosath pekoMengamsamM ALN, Tak Kak BO BpeMs! IPOLEAYPHI CYIIECTBYET PHCK
noTepu QUIBTPa.

Hpeﬂonepemeﬂnﬂ, CBSI3AHHBbIE C U3BJICYCHHEM (l)l/lJIpra

Hu B xoem ClIy4a€ HC TAHYTH 3a KaTETEP C LIUIIIAMHU IOKa HE MOSIBUTCA U HE 6y£[€T npoﬁz{eﬂa
TicpBasd 4€pHasi MECTKA HAa KaTCTECPE C IIAIIIaMH.
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51. BHHMaTenbHO TIPOCHEAWTH 3a IMOABEMOM (HIBTpa M KareTepa C IIMIIAMU B KaTeTepe
HHTPOABIOCEPA C IOMOIIBIO MEIUIIMHCKON BU3YIH3HPYIOIIEH anmapaTyphL.

52. Yto6sb! BhTammuTh Bena-KaBa ®mnstp ALN n3 kaTerepa HHTpoJbIOCEpa M BOCIOJIB30BATHCS
MOCIEIHUM TS BBINOJHEHHS TOCIEONEPAL[HOHHON KOHTPOIBHON (PEKOMEHIyeMOi) KaBorpadu,
HE0O0X0AUMO 00€CEeUUTh JOCTAaTOYHOE HANPSDKCHHE Ha (QUIIBTP.

53. HekoppekTHoe oOpaiieHue ¢ GuibTpoM HikKHeH ool BeHbl ALN MOKeT oABepriy Th NallueHTa
PHCKY YKyCa/TpaBMbI I HH(EKIUH.

IIpenoctepeskeHus, CBA3aHHbIE ¢ BLINOJIHEHHEM KOHTPOJIS
nocJe ynajenus Bena-Kasa ®@uabrpa ALN

54. Tlocne ynanenus Bena-Kasa ®uibrpa ALN HE00X0AMMO CAETATh CHUMKH C LEJBIO MOATBEPIUTD
OTCYTCTBUE TIOBPEXKICHHI HUKHEH TT0JION BEHBI WM HAIMYUE TPOMOA.

B ciydae oOHapy KeHUsI IOBPEXKACHUN HIKHEH MOJIOH BEHBI HEOOXOIUMBI IOTIOJIHUTEIbHBIC TIPOLCTY PhI
1 0c000€ KIMHUYECKOE HAOII0IEHHE.

55. HeobxoauMo npoBepHTh LesiocTHOCTh Bena-Kapa @unbtpa ALN.

Ecnu oTCyTCTBYET 4acTh (DMIBTPA, HEOOXOAMMO MPOBEPHUTH KATETEP U MPOBECTH KOHTPOJb OPIOIIHOM
MOJIOCTU € MOMOIIBIO BU3YAIN3UPYIOIIEH MPOUENyphl Ul TOr0, YTOObI JIOKAJIM30BaTh HEJOCTAIOIIHE
3JIEMEHTHI QUIIBTPA U BCE 3aI0KYMEHTUPOBATD.

56. Tlocne ynanenus Bena-KaBa @unbrpa ALN 1poBOAMTCS TEpaNeBTHUSCKOE HAOIIOICHHE.

[NaumeHTs! HAOMIOAAIOTCS B 3aBUCUMOCTH OT IMarH03a TpoMO03MOOIMYEeCKOro 3a00eBaHus 0e3 KaKux-
100 crielMPUUeCKUX PEKOMEHIALMHN, IPOJIOIDKAs TEPAIIHIO B ClIy4ae HEOOXOIUMOCTH.

Bce marnmenTs! I0KHBI HAaONIFOJAThCS HA CITydail HOBOTO PEIMAMBHOTO M Pa3BUBAIOIIETO TpoMOO3a
riyOOKHX BEH U /TN JIETOYHON IMOOTHH.

Jlpyrue npeaocrepesxxeHust

57. Jlrobo#t 3arps3HEHHBI WM TOTEHIMATBHO 3arpsA3HEHHBI NPOJYKT MOXKET NpPEACTaBIATh
ONACHOCTb 3aPAXKEHHUS U JIOJDKEH OBITh YTHIM3MPOBAH HAUIEKAIIMM 00pa3oM B COOTBETCTBHH C
00BIYHON MEMIIMHCKO MPAKTHKOI 1 IeHCTBYOIMMI HOPMATUBHBIMH aKTaMH.
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6: Bo3MOsKHBIE 0CJI0KHEHUS

OrepalilHOHHBIE OCIIOKHEHHUS, O KOTOPBIX COOOIIAIOCH B OTHOLICHUH M3BJICYCHHs QHIIBTPA, B TOM YHCIIE
(YKa3aH HEIOJIHbIN CIIMCOK):

- Murparus pparMeHTOB pa3pyLICHHOTO (UIBTPA;

- Murparius TpoMba BO BpeMst H3BJICUCHHS (PUITbTPA;

- TamnoHaa cepala nocie u3BJIeUeHUst PUIIbTPa,

- IMoBperkeHne HIDKHEH MOIOH BEHBI, TAKOE KaK Pa3phIB (JIamepanis), 00pa3oBaHHe
IICEBI0AHCBPU3MBI, Pa3PhIB COCY/A i MHBArMHALINS,

- Tpom603MO0IHS TErOYHOI apTepu,

- Tpom603 riryOOKuX BEH,

- I'emaToMa MM KPOBOTCYCHHE B MECTE [yHKLIHH,

- WHdexuys B MeCTe BBEACHHS,

- Tpom603 B MecTe IyHKLHH,

- Komnanc HuKHE# M0JI0# BEHBI B MECTe paHee [UTHTEIbHOM HA0TeNnu3auu GuibTpa,

- OcTpblit TPOMOO03 HIKHEH MOJI0H BEHBI,

VY nanueHToB ¢ QMIBTPAMM HIDKHEH IOJIOH BEHBI MOTYT BO3HHKATh OINPECICHHBIC MOTCHLHAIbHBIC
OCJIO’KHEHHMS, CBSI3aHHBIE € J-00pa3HbIM IIPOBOJIHUKOM. DTH OCJIOXHEHHS BKIIIOYAIOT B ¢€051, B YACTHOCTH,
PUCK MHUTpamuM, MEPEKOCa WM BO3MOXKHOTO 3acTpeBaHus J-00pasHOro NpOBOJHMKA B (uibTpE’.
CrenoBaTenpbHO, NpOLIEAypa H3BICUEHHUS [OJDKHA BBIIOIHATHCS CIEHUANMCTAMH, IPOLISANIUMU
COOTBETCTBYIOLIYIO [TOJrOTOBKY 10 KaTeTEPU3aLUU CepLa.

7 Guide Wire Entrapment by Inferior Vena Cava filters: an experimental study. M.J. Rosen et al,
Journal of American College of Surgeons, Vol 201, No3, 2005.
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7 : lIpouneavpa vaagenus Bena-Kapa @uiantpa ALN

Buumanue: Bca npoyedypa Oondcha npoxooums noo KOHMpPOIeM MeOUYUHCKOU 6U3yanusupylouen
annapamypboi.

Buumanue: ITlpedcoe uem Hauamv npoyedypy yoanenus Bewa-Kasa @uivmpa ALN neob6xo0umo
BINOTHUMbB MHO20UUCTEHHbIe KOHMPOIU. Badicno yuecmv ungopmayuto, npedocmasnennyio 8 paszoeie
« IIpedocmepesicenus, cesa3annble ¢ KOHMPOJIEM, KOMOPBLIL HEOOXOOUMO OCYUeCmEums 00 yOaeHus
Bena-Kasa ®@uavmpa ALN » oaunou uncmpykyuu. B uacmuocmu, neobxooumo coenrams cHUMKU
ons nposepku naauyusi mpoméa 6 Bena-Kasa @uivmpe ALN. B cryuae noomeepowcoenus nanuuusi
mpomoba, Heavss yoarams Bena-Kasa Quiemp ALN.

Buumanue: Yempoiicmeo ALN Straight RS modicho ucnoins3068ams moasbko 102yasapHsim 00CIHYynoM.
1: IToaroroBKa mamueHTa

TpucTynuTs K 1e3MH(EKINN U IPUTOTOBUTH cTepuibHble MaTepuaisl (1). IIpoBeputs Bce HeobxoamMMoe
(2): KOMIIIEKT JJI yJaJIeHNsI, CTEPHIIBHBINA (PU3MONIOTHIECKHII PAaCTBOP C TEAPUHOM MM aHAJIOTHYHBINA
M30TOHHYECKUH PAacTBOp Ul NPOMBIBAHMA CHCTEMBI U T.1.).

M @

Ilocne mpoBeneHMsl MECTHOM aHECTE3MM CcIeNaTh MyHKLIHUIO B NPAaBOH BHYTPEHHEH SPEMHOH BeHE ¢
TIOMOUIBIO UIJIBI, IPEAYCMOTPEHHOM A1 3ToM 1enu (3).

©)

2: BeeeHue J-00pa3HOro NpoBOHNUKA U MPOMBbIBAHHE CHCTEMbI BBOAA

Buumanue: J-obpasuviii npo8oOHUK O0NCEH UCNOTB308AMBCS 8PAYOM, NPOUIEOWUM 00yYeHUue mexXHUKe
xamemepusayuu cepoya. Hu 6 xoem ciyuae ne npoosuzams J-06pasbuiii poSOOHUK UL CUCeEMY 8600 6e3
Paouon02utecko20 KOHMpOs.

IIpombITe J-00pa3HBIil MPOBOAHMK CTEPHIBHBIM (PU3HOIIOTHYECKHM PACTBOPOM C TCHAPHHOM HIIH
AHAJIOTUYHBIM H30TOHHYECKHM pPacTBOpOM, 3a(uKcUpoBaB Impui (4) Ha ypOBHE OCHOBAaHHUS
HakoHeuHuka Jlysp Jlok y muctpuObroTopa mpoBoaHuKa. BeraBuTh rmOKmii KoHen mpoBoaHMKa (5) B
IIyHKIHOHHYIO HITIy, KOTOPasi y’Ke yCTaHOBJICHA HA MAI[HCHTE.
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IIpombITh

@

IpocnexuBas mpoLEaypy ¢ MOMOIIBI0 MEIHIMHCKON BH3YaIM3UPYIOLICH almaparypbl, IPOIYCTHTh
J- o6pa3Hblil MPOBOAHKK Yepe3 MyHKIHOHHYIO UITy ¢ OMOMIBIO TBEPIOTO HAKOHEYHHKA U OIyCTHTH
€T0 JI0 MOJI0XKEHHS HaJl (PUIETPOM.

OCTaBUTh COOTBETCTBYIOLLYIO JUTHHY J-00pa3HOro MPOBOAHKUKA CHAPYKH.
CoxpaHsisi IPOBOJHUK Ha MECTE, BHIHYTH ITyHKI[MOHHYIO UIIIy U IUIACTUKOBYIO HacajKy. (6)

I[JISI obJeryeHus MaHHUITYJIAIIANA MOXKHO CAC/IaTh JIeTKUH Haape3 TKaHU BOKPYT IIPOBOJHUKA.

- -(6)

Buumanue: Bo epems npoosudicenusi J-06paznozo npogooHuka ciedyem yoeoumucs 8 Omcymcmeuu
c2ub06 u nemenb, OMCIENHCUBAS. NPOYEOYPY NPU NOMOWU MEOUYUHCKOU BU3VATUIUPYIOUWEll ANNAPAMYPYL.
Bceeoa cnedumn 3a mem, umo6bul J-oopaszuvlii npogoonux eblcmynan na 2 uau 3 ¢M u3 npoKCUMATbHO2O
KOHYa cucmemvl 6600d. (7)

- -(7)
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Buumanue: He noimamucs npoosueams uny 6bimackugams npooOHUK 8 CLyYde CORPOMUGTEHUL.
Heobxo0umo ycmanogums npuuumy conpomusienus npu nomowu paouockonuu. Eciu neeosmooicno
onpeoenuns nPUYUHY COnpoOMuUeGIeHUs. - GbIMAWUMb NPOGOOHUK 6MECEe C CUCEMOU 66004d.

3: IIpoaBu:KeHMe CHCTEMBI BBO/JA (KaTeTepa HHTPOAbIOCEPA + PACHIMPHTEISA)

TIpocnesxnBast mpoLeaypy ¢ MOMOLIBIO MEIHIMHCKON BU3yaIM3HPYIOLIEH alapaTypbl, IyCTUTb 110 J-
00pa3HOMy IPOBOAHHKY CHCTEMY BBOJA (8) M yCTaHOBUTH PaAUOKOHTPACTHOE KOJIBIIO HA 2 CM BHIIIE
ronoBku ¢GuibTpa (9). Omo paccmosnue 00nACHO ObIMb 0053aMENLHO COOMOOEHO, UMObbL HAYANb
npoyeoypy 6 ONMUMANLHBIX YCIOBUSX.

_ (®) - ©

Buumanue: Cnedums 3a mem, umobbl OUCMANbHAA YACMb PACUWUPUMETb He CONPUKACANACh C
umnnanmuposannvim Bena-Kasa @unompom ALN. Dmo moowcem usmenums nonodxcenue uiompa
(puck naknoua, Muspayuu).

Buumanue: Bo usbedcanue pucka nepgpopayuu kamemepa unmpooviocepa, Cieountb 3a npasuibHbiM
MAHURYTUPOBAHUECM KAMEMEPOM UHMPOObIOCEPA, NPUOEPHCUBASL €20 3a OCHOBAHUE, U YMOObL OH He
6L cocHym.

BeiayTs J-06pasHbiit npooaHuk. (10)

L

(10)

BeiHyTh paciupuress, OTBepHYB KOHHEKTOpP Jlyap JIOK KpacHOro mBera Ha 4eTBEPTh 000pOTa BIICBO.

(an

- -(11)
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4: BpejeHue KaTeTepa ¢ IHMINLAMHU B KaTeTep MHTPObIOcepa

Buumanue: IIpocrieoums 3a mem, umobwvl J-o0pasHwvlil NPOBOOHUK U pacuiupumeins ObLIU U3G1eUeHbl 00
mMo2o, Kak 86ecmiL Kamemep ¢ WUNYaMu.

Tlepen ycTaHOBKOIT 32)KMMHOTO KaTeTepa B 000JI049KY HHTPOABIOCEPA, HPOMOIiTE 000I0UKY U 32KMMHO
KaTeTep C IIOMOLIBIO TPEXXOJ0BOTO KJIallaHa IeNapHHU3UPOBAHHBIM (DH3HOIOTHIECKIM PACTBOPOM.

Buumanue: Hedocmamounoe npomvléanue 68600UMOll 06010YKU UHMPOObIOCEPA 80 6peMsi Onepayuu
Modicem npugecmu K 06paz06aHuio 6 Hew mpomoos.

3aaBHHYTH IIMIIIBI BOBHYTPh HX KaTeTepa, OTKPYTHB JKENTYyH pydky Jlysp JIOok BieBO W BBITSHYB e
npumepHo Ha 2 cm (12).

(12)
Buumanue: Hu 6 koem ciyuae e 6cmasisims Kamemep ¢ WUnyamu 6 Kamemep uHmpooblocepa npeicoe
uem wunybl Kamemepa e 6yOym 3a08UHYMblL 8 He2O.

Buumanue: Henonvzosams ucknouumensio Jlysp JIok dcenmoil pyuxu u Hu 6 Koem ciyuae He
omxkpyuueams JIyap Jlox, npuxpyuennvlii k kamemepy ¢ wunyamu (13).

JLysp Jlok >kenToit pydKu Jlysp Jlok, IPUKpyHEHHbI K KaTeTepy ¢ LIMILaMAI

Vcnionb3yst MEMIMHCKYIO BU3yaIW3UPYIOLLYO alnapaTypy ¢ n3obpaxeHueM B dac 1 npodis,
BCTaBHUTh KaTeTEp C LIMIIAMH B KaTeTep HHTpOAbIocepa 10 npezaena (14).

. N (14)

Buumanue: Ybeoumscs, umo ocrnosanue kamemepa uHmMpoobiocepa RPUMKHYIO0 6RJIOMHYIO K OCHOBAHUIO
kamemepa ¢ wunyamu (15).
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15)

TonkHyTh ¥ 3aKpyTHTH XenTylo pydky JIysp Jlok kaTerepa c IIUMIIaMH, OBEpHYB ee BIpaso (16),
4TOOBI BBITYCTUTh KPIOYKH LIHMIILOB.

(16)

5: 3axBat Bena-Kasa ®uiabtpa ALN

Buumanue: Hu 6 koem ciyuae ne noimamocs suimawums Bena-Kasa Quimvmp ALN 3a 00my u3z nooicex.
Yoanenue oonicro svinonnsamecs monvko 3a 20106ky Bena-Kasa @uivmpa ALN. (17)

an
MeJUIeHHO OITYCTUTh KaTeTep C IIUMIAMH HaJl FOJIOBKOI (pHUIbTpa U yOeIUThCs, YTO MBI IPUMKHYIIH
BIUIOTHYIO K TosoBke Bena-Kasa ®uibtpa ALN (18) (Mcrmonb3yst MEAHIIMHCKYIO BU3YaIH3UPYIOILYIO
anmaparypy NpeANnoUYTHTENBHO ¢ N300pakeHNeM B IPO(GMIIb U TPU YETBEPTH).

(18)

Buumanue: B cryuae eciu CloxiCHO (Wil HEBO3MONCHO) YCMAHOBUNb 20J106KY (DULLIMPA BNIOMHYIO 6HYMPU
WUNYos, Heobxooumo ucnoavzoéams Ycmpoicmeo oas Yoanewus u / unu Ilepeycmanoexku ALN ¢
HU30OIHYTHIM xonyom (ALN Pre-curved RS) unu «0ea 6 oomom» (ALN 2 in 1 RS). ALN nacmosmenvho
pexomenoyem umenb 8 HaIUdUU MUHUMYM 08 MOOe.



Buumanue: B cayuae ecnu nonoocenue Bena-Kasa @unvmpa ALN ne noszeonsem nezkoe yoanenue
(Hanpumep, 20106Ka PUILMPA NPUMKHYIA K COCYOUCHOU CMEHKe NOA0U 6eHbl), 1100as Opyeds NONbIMKA
O00NOTHUMENLHBIX IHOOBACKYIAPHBIX MAHEBPOS OOIIICHA GLINOTHAMBCSA C YHEMOM CIMeneHy CPOUHOCIU U
onwlma onepupylowezo 6paya.

BHauane MeneHHO OIyCTHTE KaTeTep MHTPojIblocepa, Hajpuras ero Ha Bena-Kasa ®unstp ALN 10 Tex
TI0p, TIOKa HE MOSIBUTCS TepBas YepHas METKa Ha KaTeTepe ¢ mumniamu. JlanHas MeTka 0003Ha9gaeT, 4To
¢$uIBTp BoLIEN B KateTep HHTpoablocepa (19).

N (19)

Buumanue: Hu 6 koem ciyyae He maHyms 3a Kamemep ¢ WURYAamu NOKA He NOABUMCA U He 6yoem npotidena
nepeas uepHas Memxa Ha Ka pe ¢ WUnYamu.

Jlanee, MeJUICHHBIM JIBH)KEHHEM Ha3a]l BEITSHYTh KaTeTeP C IUIMLIAMH JI0 OSBICHNUS 2-01 YepHOH METKH
(20). 3atem n3BIeYs QUIBTP U3 KATETEPa HHTPOABIOCEPA, BBITSHYB €0 YBEPCHHBIM JBHKeHHEM (21).

@n

Buumanue: Cneoums 3a nodvemom @uivmpa u xa pa ¢ WUNYamu 8 Ka. pe UHmpoovlocepa ¢
NOMOUbIO MEOUYUHCKOL BU3YATUZUPYIOUWEl annapanypbl.

CrienaTh KOHTPOJIbHYIO KaBOIPA(UIO, HCIIONIBb3Ys KaTeTep HHTPOJIbIOCEPa, OCTABICHHBIH Ha MECTE.

Buumanue: Ymobvr evimawumv  Bena-Kasa Quavmp ALN u3 xamemepa unmpoovlocepa u
B80CNOIL308AMbC NOCIEOHUM OISl BLINOJHEHUS NOCIEONEPAYUOHHOU KOHMPOTLHOU (PeKOMeHOYeMOlL)
Kagoepaghuu, Heobxo0umMo obecneuums 00CmamouHoe Hanpsxicenue 0ns evixoda Bena-Kasa @umvmpa
ALN u3 kamemepa.

6: OxoHYaHHe mpoueaypbl
BBbIHYTb KaTeTep HHTPOBIOCEPA U3 HIIKHEH IT0JI0H BEHBI U BBIIOJIHUTH ['EMOCTA3 B MECTE TTYHKIIHH.

Buumanue: Ilocie ucnonv3oéanusi 6ce KOMNOHEHMbl KOMWIEKMA OOINCHbL OblMb YHUUMONCCHbL 6
coomeemcmeult ¢ 00bIYHOU MEOUYUHCKOU NPAKMUKOU U COIACHO OeliCBYIuemM)y 3aKOHOOAMeNbCma).

20



8: IIpounenypa nepeycranosku Bena-Kapa ®duabTpa ALN

IlepeycranoBka Bena-Kapa @uibtp ALN pekoMeHayeTcs B CIEAYIOLIMX CIIyqasx:

- IpexnespemenHoe packpeitie Bena-Kasa ®unptpa ALN Bo BpeMs HMILTAaHTalUH,

- Packpoitie Bena-Kaa ®uibtpa ALN B mojOXeHHH, KOTOpOE HE ObUIO H3HAYaJIbHO
3aIJTaHUPOBAHO,

- OOHapyXeH CHIBHBIH HAaKIOH, B pe3ylbTaTe KOTOPOrO yMeHbIIaeTcs (GUIBTPYIOMIas
cnocobHocTs Bena-Kasa ®unbtpa ALN.

1: Ynanenue Bena-Kapa ®uiabTpa ALN

MenneHHO OIyCTHTh KaTeTep C IIHUIIaMH HaJ| TOJIOBKOI (GuibTpa U yOeIUThHCS, YTO LIUMIBI IPUMKHYIN
BIUIOTHYIO K rosioBke Bena-KaBa ®wuibtpa ALN (22) (MCHosib3ys MEAMIMHCKYIO BH3YaJH3UPYHOIIYIO
anmaparypy MpearnoYTUTEIbHO ¢ H300paXKeHHEM B IPO(UIIb U TPU YETBEPTH).

(22)

Buumanue: B cryuae ecau ciodcho (i HEBO3MOICHO) YCIMAHOBUNb 207106KY DUTLIMPA BNIOTNHYIO 6HYMPU
wunyos, HeobXo0uUMo ucnowbzoeamv Ycmpoiicmeéo ona  Yoanewus umu Ilepeycmanoeku ALN ¢
HU3OIrHYTHIM konyom (ALN Pre-curved RS) umu «06a 6 oonom» (ALN 2 in 1 RS). Taxowce 603m0cHO
npudams e2kyio uzoenymyio gopmy Yempoiicmay oas Yoanenus unu Iepeycmanosxu ALN ¢ IIPAMBIM
xonyom (ALN Straight RS), me ucnonwvsys npu smom nap u 6e3 pucka nogpexlcoenus (cmompume
npedocmepesicenue n° 47). Tem ne menee ALN nacmossmensno pekomeHoyem umems 6 HAIuuy MUHUMYM
0se moden.

Buumanue: B cayuae ecnu nonoscenue Bena-Kasa @unvmpa ALN ne noszeonsem iezkoe yoanenue
(nanpumep, 20106Ka GuUILMPA NPUMKHYIA K COCYOUCHON CIeHKe NONOU 6eHbl), 1100as Opy2as NONbIMKA
O0ONOIHUMENbHBIX IHOOBACKYIAPHBIX MAHEBPOE OOIHCHA BbINOTHAMBCSA C YUEMOM CIeneHu CPOYHOCU U
onwvlma onepupyrowezo 6paia.

Urobbl mepeycraHoBuTh Bena-KaBa ®uinptp ALN, MemneHHO omyckaTh KaTeTep HHTPOIbIOCEpA,
Hajsuras ero Ha Bena-KaBa ®umstp ALN 10 Tex mop, moka He MOSBHUTCS IepBas depHas MeTKa Ha
KaTetepe ¢ munuamy. JlaHHas MeTka 0603Ha4aeT, 4To (GHIBTP BOILIEN B KaTeTep MHTpoAbrocepa (23).

23)
Buumanue: Ha smom smane nu 6 koem cnyuae He mAaHyms 3a kamemep ¢ Wyunyamu.

Buumanue: Kax momvko Bena-Kasa @unemp eowen 6 kamemep uHmMpoowiocepa, HeodXooumo
De2YNAPHO BNPLICKUBAMb CIEPULbHBIL (PUSUOIO2UYECKUL pACMBOP 0I5l NPEOOMEPAujeHUs. 00PA308aHUs.
KPOBSIHO20 C2YCMKA, KOMOPbIU MOICEm NPeNnsimcmeo8amy Xopouiemy packpolmuio puibmpa.
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2: YcraHOBKa KaTeTepa HHTPO/IbIOCcEpPa HAa YPOBHE MeCTa HMIIAHTAIIMA

YCTaHOBUTh PEHTTEHOKOHTPACTHOE KOJIBLIO KaTeTepa MHTPOJbIOCEpPa MPUMEPHO Ha 55 MM (mi11 Bena-
KaBa ®umbtpa ALN 6e3 kprouka (24.1)) wmu va 60 MM (aiust Bena-KaBa ®umbtpa ALN ¢ Kproukom
(24.2)) Hmxe caMoll HIDKHEH IOYEYHOHM BEHBI, €CIH HpPEIBAPUTEILHOE HCCIIENOBAHHE IIOATBEPIIHIO
BO3MO)KHOCTb MMILIAHTALMH T10]] CAMOW HHKHEW MOYEYHON BEHOH.

(24.1) Bena-Kasa @unomp ALN (24.2) Bena-Kasa @unomp ALN
0e3 Kplouka € KpIOUKoOM

Buumanue: He gvinyckamo guibmp 00 mex nop, noka oH He 00CMUS ONMUMATLHO20 NONONCEHUSA O
UMRIAHMAYUY, NOOMEEPHCOEHHO20 € NOMOUfbIO KABOZPADULL.

Buumanue: Hamepennass ycmanoexka Bena-Kasa ®@unompa ALN evlue noueunvix 6en O0INCHA
NnpoBOOUMbCsT MOILKO NOC/e NPOSEPKU pasmepd ouamempd Nnojou 6eHbl 8 HAONOYEUHOM NONONHCEHUU
(makcumym 32 mm) u Hanuwust C60600HO20 NPOCMPAHCIGA MEICOY NOYESHUHBIMU GEHAMU U Npedcepouem
— munumym 55 mm (gvicoma gunempa be3 kprouxa) unu 60 mm (8bicoma purbmpa ¢ KpIOUKOM).

3: Boimyck ¢pHIBTPa B MeCTO HMIVIAHTALUA

3aduKCHpOBaB MOJIOKEHUE PYKU HA HKEITOH PYYKe, CKOIB3AIINM U ME/UICHHBIM IBUKCHUEM BHITATUBATh
Ha3aj (Ha ce0s) KaTeTep MHTPOJIBIOCEPa MO KaTeTepy C MIUIIAMH 0 TeX II0p, MOKa IUIIEI He BRIAIYT 13
KaTeTepa MHTpojbrocepa. LI[UIIbl HOmKHBI MIMPOKO OTKPBITHCSA M (UIBTP JTOJKEH OBITH TONHOCTBIO
PackpsIT. (25)

(25)
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3ateM HEOOXOIMMO MOTSAHYTh 33 PYYKY MEICHHBIM M HPSIMOJIMHEHHBIM IBU)KCHHEM, YTOOBI OTIAIHUTh
LIUIIBI OT TOJOBKHU (GuiibTpa. [L{umisl J0DKHBI OBITH PACIIONIOKEHBI HA 2 CM OT TOJIOBKH (uibTpa (26).
Crenyer TSHYTh OZHOBPEMEHHO 3a KaTeTep HHTPOIbIOCEPa U PYUKY.

(20)

Brumanue: Buimszusaiowjee Osudicenue OOICHO Obimb MeONeHHbIM U NPAMOTUHEUHbIM, YMOoObl
uzbescamov HAKIoOHA urbmpa.

Buumanue: He Cﬂebyem MAHYmMb 3a Kamemep ¢ yunyamu omrocumelbHo kamemepa uHmpot)b}ocepa, a
svlmsAcueams Kamemep ¢ wunyamu OaHO(fpeMeHHO C Kamemepom uHmpobbrocepa - 6 NPOMUBHOM ClIy4ae
wWunybl Mocym CHO6a 3AKPblMbCA HA 201106Ke (j)uﬂbmpa.

Buumanue: Heyoauno ycmanosiennvlil punbmp, Komopeiil, 00OHAKo, obecnequsaenm adeKeamHyio 3aujumy
npomue 1e2ouHol ImMO0UU, 00INHCEH OCMAasamvcs Ha mecme. Eciu gunemp ycmanoenen mak, umo
3quuma npomue J1e20uHOlU MO0IUU He obecneyusaemcs, 6 MAKOM cryuae e20 HeobXoOuMo
nepeycmanosume unu NOCMagums 6mopol Guabmp. Yoanewue HeyoauHo yCmamosieHHOZ0 Guibmpa
Xupypeuveckum nymem uau ¢ nomowplo Ycempoucmea ons Yoanenus unu Ilepeycmanoexku ALN,
NPeOHa3HAUenHo20 Ol IMOU yenu, PeKOMEHOYemcs @ mex CIY4asAx, eciu Quibmp Moxcem cmamo
NPUYUHOU KapOUO—PeCnUPAMOPHbIX HAPYWEHUIL.

4: BeIBoA KaTeTepa ¢ IHIIAMHA

UrtoOBI BBIBECTH KaTeTep C MW@MK, HEOOXOAMMO MEIUICHHO OITyCKaTh KaTeTep MHTPOJIbIOCEpa Ha
KaTeTep C IUIIIAMU JO TeX HOp, IOKa IUIIIBI MOJTHOCTBIO He BOUAYT BOBHYTPb. (27).

@7

Buumanue: Heobxooumo creoums 3a npoyedypoll ¢ HOMOWBIO MEOUYUHCKOU  U3VAIUZUpYIouell
annapamypbi, Ymobsl RPOGePUNIb, YMO WUNYbL NOTHOCMbIO 6OULIU 6 Kamemep UHmMpooblocepd.
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BeiTsiruBath KaTeTep C MUIIaMiu MEIJICHHBIM ABUKECHUEM Ha3a A0 TEX IIOP, IMOKa IIUIILbI HE BLIﬁHyT us3
OCHOBAaHHA KaT€TCpa MHTPOABIOCEPA.

Buumanue: Cnedumbs 3a noovemom kamemepa ¢ WURYAMU ¢ NOMOWbIO MEOUYUHCKOU 8U3VATUUPYIOUfel]
annapamypeoi.

Crenath KOHTPOJIBHYIO KaBOrpadHIo, HCIOIb3Ys KaTeTep HHTPOAbIoCcepa, OCTaBICHHBIH Ha MECTe.
5: OkoHYaHHEe NPoLeAYyPbI
BeIHyTB KaTeTEp MHTPOABIOCEPA U3 HUXKHEH OJIOH BEHBI U BBIIOJIHUTH FEMOCTa3 B MECTE IYHKIUH.

Buumanue: Ilocie ucnomw3osanus 6ce KOMNOHEHMbl KOMNIEKMA OOMICHbL OblMb YHUUMOIICEHbL 6
coomeemcmeuu ¢ 06bINHOU MEOUYUHCKOU NPAKMUKOU U CO2NACHO 0elCmEYIoueMy 3aKOHOOAmenbCmsy.

9: HaoJ1oaeHue 3a NalHEeHTOM

YuntbiBasi HajJu4He BbILICNIEPEYHCTCHHBIX PHCKOB, PEKOMEHAYETCH NPOBECTH HabJII0IeHue 3a
MalUuEeHTOM:

v TIpoBepHTb TOYKY BBEICHHUS KATETEPa HHTPOIBIOCEPA U YOESAUTBCS B 3)KUBIICHUN HAIPE3a.

V' Tlocne ynmanenus Bena-KaBa ®uimbtpa ALN He0OXOAMMO CHENaTh CHUMKH C IEIBIO
MOJTBEPANUTH OTCYTCTBUE MOBPEKACHUN HUKHEH 10JI01 BEHBI HJIM HAJIMYUE TPOMOOB B MOJIOH
BEHE.

JlaHHBIE CHUMKH OCOOEHHO HEOOXOMMBI, €CJIU poLeypa ObliIa JUIMTEILHOW U TPYAHON WIIH €CJIU ITaLEeHT
JKAJIOBAJICS HAa OOJIH JI0 U MOCJIE MPOLETYPHL.

B ciydae oOHapyKeHHs! TOBPEXKACHHH HIDKHEH MOJIOH BeHBI OymXyT HEOOXOIWMEI IOIIOJHHTENILHBIE
MIPOLIEYPhI U 0000 KIIMHUYECKOE HAOIIOICHHUE.

v" Heo0X0IMMO MPOBEPHTH LENOCTHOCT Bena-Kasa @ubrpa ALN.

Ecimm otcyrcTByer wacth (GHIBTpa, HEOOXOIUMO IPOBEPHUTH KaTeTep M HPOBECTH KOHTPOJIb OPIONMIHOI
MOJIOCTH C MOMOIIBIO BU3YaJIM3UPYIOLIEH MPOLEIyphl JUIL TOTO, YTOOBI JIOKAJIM30BAaTh HEIOCTAIOLINE
9JIEMEeHTHI (PUIIBTPA, ¥ BCE 3aJOKyMEHTHPOBATb.

Bo3moxHa JomoHUTENbHAS MPOLIEAYPa [0 HHUIMATHBE ONEPUPYIONIEro Bpaya.
v' TepaneBTnueckoe HabmoaeHKE ocie yaanenus Bena-Kasa ®unbtpa ALN.

TTarmenTs! HaOMOAIOTCS B 3aBUCUMOCTH OT AMArHo3a TPoMO03MOOIMYEecKoro 3a0oneBanus 6e3 KaKux-
00 criennpUIECKX PeKOMEH AN, TPOI0JDKAst TEPAIHIO B ClIydae HEOOXOJUMOCTH.

Bce maupenTsl JODKHBI HAaOMMOAATHCS HA CIydyaid HOBOTO PELHIMBHOTO WIM Pa3BHBAIOLIEr0 TpoMbo3a
TITyOOKMX BEH WIIM JIETOYHOH 3MO0IMH.

Bo3006HOBIIEHHE JICUEHHS AHTHUKOAT'YJITHTAaMU OJIKHO OBITH aJanTUpOBaHO BpadaMHU WHAWBUAYAJIBHO B
OTHOLICHUH K KQXXJIOMY IMallUCHTY.

Kpatkoe omucaHue XapakTepHCTHUK Oe30macHOCTH U 3((EKTHBHOCTH AOCTYyNmHO B EBpomeiickoit 6a3e
naHHbIX MequimHckux m3naemmii (EUDAMED) no cnenyrommeit cepiike: SS(C)P > SS(C)P: DOC-226 -
EUDAMED.

ITy6mansriit Be6-caiit EUDAMED: https://ec.europa.eu/tools/eudamed/#/screen/home.

DONeKTpoHHAs KOIHS JAHHOTO PyKOBO/CTBA IIOIB30BaTENs JOCTyHA Ha BeO-caiite ALN: www.aln2b.com.
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10: YnakoBka 1 oOpalieHye ¢ u3aejguemM

VYerpoiictBo ALN Straight RS npenocrasisiercs ToToBoe K ynoTpeOIeHHIo, CTEPUIIBHOE (Crmepunusayus
OKUCHI0 9MUeHa) N HEUPOTCHHOE.

3arnperaeTcs HCIOJIb30BaTh YCTPOHCTBO, ECIIM €r0 YIIaKOBKA IIOBPEXK/ICHA HIIH OTKPBITA, a TAKXKE B CIIydac
COMHEHHS B €r'0 CTEPHIBHOCTH.

IIponyKT nomKeH XpaHUThCA B CyXOM MECTE, Clle/lyeT 3allUIaTh ero OT IPSIMOro IONaJaH s COJHEUHbIX
Jydei.

He ucnoms3oBate ycrpoiictBo ALN Straight RS mocne mcredenms cpoka TOZHOCTH, YKa3aHHOTO Ha
JTUKETKE.

VYerpoitctBo ALN  Straight RS mpennasHaueHo it OAHOPA30BOrO HCIONB30BAHHS, IOITOMY
3alpenaeTcs IMOBTOPHO UCHOJIB30BATh MM CTEPUIIM30BAaTh KOMIIOHCHTHI KOMILICKTA.

Tlocne ucronb30BaHUs BCE KOMIIOHEHTHI KOMIUIEKTa JOJDKHBI ObITh YHHYTOXKEHBI B COOTBETCTBUH C
0OBIYHON MEAUIIMHCKOM MPAKTUKON M COTJIACHO JCHCTBYIOIIEMY 3aKOHOIATEIILCTRY.

11: YTuauzanusg ycTpoiicTBa

Hcnonb30BaHHOE YCTPOWCTBO OTHOCHTCA K MEIMIMHCKAM OTXOAaM C MH(MEKUHMOHHBIM pUCKOM. OHO
JIOJDKHO OBITH 00€33apakeHO U YTHIN3HPOBAHO Yepe3 COOTBETCTBYIOIINIA KaHa (HallpUMep, CKUTaHHE HITH
npeaBapuTenbHas 00paboTka ne3nH(BEKInei) B COOTBETCTBHU C OOBIMHON MEIHUIIMHCKOH MPAKTHKOW U
JIeHCTBYIOIMMH HOPMATHBHBIMU TPEOOBAHUSIMH.

Hewucnonb3oBaHHOE YCTPOWCTBO JIOJKHO YTHIIM3HPOBATHCSA CIEAYIOLIMM O0pa3oM: HIja JOJDKHA
YTUIM3HPOBATECSL KAK MEAUIHCKUE OTXOJbI ¢ MH(EKIHOHHBEIM PHCKOM, €CIM OHA OblIa M3BJICUCHA U3
YIaKOBKH, MOCKOJIBKY OHa MOXKET HPEACTABIATH PHCK TpaBMbl. KapToHHas KopoOka M OyMakHas
MHCTPYKIMS MOJIekKaT nepepadoTke. OCTanbHbIe YacTH YCTPOUCTBA MOTYT OBITh YTHUIIM3MPOBAHbI Yepe3
OOBIYHBIH MOTOK OTXOJI0B MEANIMHCKUX YIPEXKICHIUH.

12: "'apanTus

ALN 3asBisieT, 4TO JJaHHBI TPOMYKT OBUI M3TOTOBJIEH B COOTBETCTBUM CO BCEMH HEOOXOIMMBIMU
TpeboBannsMu. HacTosimas rapanTis 3aMeHseT 1 aHHYJINPYeT Bee ApyTHe (pOopMaIbHbIE HITH MOJTYaNBBIE
TapaHTUH, JaHHbBIC B CHIIy JIOOOTO IOCTaHOBJIEHHUs, KOTOPOE YETKO He C(OPMYIHPOBAHO B HACTOSIIUX
JIOKyMEHTaX, B YaCTHOCTH, JIFOOBIE MOJIYAIIMBBIE TAPAHTHH, OTHOCSIINECS K MPUTOJHOCTH MPOIYKTA I
BBINTyCKa B TPOJAXy M €ro aneKBaTHOCTH JUTA CNeIH(pHUYECKOro YNOTpeONeHHs, YUUTHIBas TO, UTO
TPaHCIIOPTUPOBKA, XpPaHEHME, TOBTOPHAs OYMCTKA M HECOOTBETCTBYIOIIAs IOBTOPHAS CTEPHIM3ALMSA
JIAHHOTO TIPOJTYKTa, a TAaKXKe HEKOTOpPBIE (haKTOPHI, CBA3aHHBIC C TALMEHTOM, JUATHOCTUKOH, JIEYeHHEM H
XMPYPrUYECKHMH NIPUEMaMU, H T.J., HE3aBUCAIMMH OT KOHTpos ALN, BIMSIOT Ha JaHHBIA MPOJYKT U
PpEe3yJIbTaThl, KOTOPHIE OH MO3BOJIIET MOy IUTb.

ALN He HeceT OTBETCTBEHHOCTH 32 KaKOH-Obl TO HM OBUIO CIIy4ailHbI MM KOCBEHHBIH ymiepO, HU 3a
HIOTEPH U PACXO/bl, HAIPSIMYIO FJIH KOCBEHHO CBSI3aHHEIE C HCIIOIB30BaHHEM JAHHOT'O NIPOAYKTA, HO OepeT
Ha ce0s1 0053aTeIbCTBO 3aMEHHUTb €r0.

Kpome Toro, ALN He Oeper Ha cebf HHKaKMX JApYrHX 00s3aTeNbCTB, HHU JIOTIONHHTEIBHOH
OTBETCTBEHHOCTH, CBA3AHHOM C yKa3aHHBIM MPOTYKTOM, U HE JIa€T Ha 3TO pa3pellieHue HUKAKOMY TPEThbeMY

LY.

13: O03aHHOCTH COO0IIATH 0 MPOUCIIECTBUAX MM PUCKAX
BO3HMKHOBEHUS NPOUCIIECTBUM

BHIMaHUIO MOIE30BATENS W/ UK nanueHTa: o JI000M CEPLE3HOM HMHIMJCHTE, CBA3aHHOM C yCTpOfICTBOM,
HEOGXOHPIMO COOOIINTH IIPOU3BOAUTEIIIO, @ TAKIKEC KOMIIETCHTHOMY OpraHy rocy1apCTBa-1ji€Ha, B KOTOpOM
HaxoUTCs IOJIb30BaTCIIb H/AITH NanueHT.
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