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1: O6mas nandopmanus

Bena-KaBa ®umptp ALN — 5T0 onnuonanbHbIH (HIBTP (IOCTOSHHBI M / WM BpeMeHHSIH). Ero
npeAHa3HavYeHHe 00eceynTh P HEKTUBHYIO 3aIUTY OT TPOMOOIMOOIINH JICTOYHOH apTepUH.

Bena-KaBa ®wibtp ALN cOCTOUT U3 NEBATH HOXEK, CIEIAaHHBIX M3 Heprkaserowieil cranu 316 LVM.
[IlecTh HOXKEK UMEIOT KPHOYKH, MO3BOJISIONINE 00SCIeUnTh (PUKCALUIO B MOJOi BeHe. OcTalbHBIC TPH
HOXKKH CITY’KaT sl ONTHMU3ALMH [ICHTPUPOBAHUsI (PUIBTPa BHYTPH HIDKHEH! 1010 BEHbI

VYerpoiictBo Bena-Kasa ®@unbtp ALN npennasHaueHo Ui MMIUIAHTALWK MMALUEHTaM, IHAMETp MOJIOH
BEHBI KOTOPHIX MEHBIIE WK PaBEH 32 MM.

HacrosiTenbHO peKOMeH/yeTcsi BHUMATEIbHO U3Yy4YUTh MHCTPYKIHUIO JO HCIIOJNB30BAaHUS 00OPYHOBaHHS.
JlanHast HHCTPYKUUS IPEAHA3HAYCHA TOJIBKO IIPU UMIUTAHTALMK QrabTpa dheMopaabHbIM JocTynoM. OHa
HE MOXET MPUMEHATBCS NPH HMIUIAHTALMH IPYTHMH [JOCTyHaMd (FOrYJSpHBIM, OpaxuaibHBIM WM
IOJIKOJICHHBIM).

VYerpoiictBo Bena-Kasa ®@unbtp ALN npenocrapisercs B crepuiibHOM Buje. OHO NpeIHAa3HAYCHO IS
OJIHOPA30BOTO HCIOJIB30BAHNSL.



2: CHMBOJIBI

B nanHOM maparpade paccMaTpuBarOTCs 0003HAYCHHUS CHMBOJIOB, HCIOJIB3YEMBIX Ha IPOIYKTE U €ro
YIaKOBKE.

KaranoxHslit Homep

Ko maprun

CepuiiHblii HoMep

Hcnonp3oBath a0

JlaTa u3roToBIICHUS

Buumanue!

O3HaKOMIICHHE C UHCTPYKUUAMH JUIA IPUMEHECHUA

Crepuiu3anus ¢ UCIOJIb30BAHUEM OKUCH ITHIICHA,
JIBOMHAs cTepHiIbHAs OapbepHas CHCTEMa

ITOBTOPHO HCIIONIB30BaTh 3aMPEIICHO

TToBTOpHAs CTEPHIIN3ALNS 3aMperieHa

3arlpen1aeTcsI HCII0JIb30BaTh, €CJIU OBPEKICHA YIIAKOBKA
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3: Coaep:kuMoe KOMILICKTA

Heobxonnmo 00s3aTenbHO MPOBEPUTH BCE KOMIIOHEHTBI KOMIUIGKTa 1O Hayana mnpouenypsl. [lpu
OTCYTCTBHHU KaKOT0-I100 KOMIIOHEHTA, HEOOXOAUMO HCIOIb30BATh APYTOil KOMILIEKT.

OunbTp GeapenHoit mooit BeHbl ALN cOCTOHT U3 CIEIyHOUIMX KOMIIOHEHTOB!
- Bsicora ®@ubtpa 6 cm (1), xpassiuuiics B koi6e 1i1s puibTpa (2).

- Cama xonba s GHIbTpa COCTOMT M3 KOHHYECKOH TPYOKH, 3aIUTHOrO KOJIMAyKa, KIHHa U
rucroHa (3). IIUCTOH [03BOJISIeT MPOTONKHYTH GUIBTP B KATETEP HHTPOABIOCEPA C HOMOLIBIO
METaJUINIECKOH TPYOKH.

- CucreMa BXo/1a BKJIIOUaeT B ce0st yaumHeHue anHoi 660 M. (4) (¢ korHexTopoM Jlyep Jlok
KPACHOT'0 I[BeTa), KOTOPbIH BBOAKTCS BO BBOAHOI Karerep 7F mmuoit 600 mm. (5)

- Jinaa noctaBku Mukpokarterepa 614 mm (6). JlaHHBIA SIEMEHT I[O3BOJSET MPOJIBUraTh
GUIBTP 1O KaTeTepy UHTPOAbIOCEpa.

- Wrna npokona guamerpom 18G u muoit 70 mm. (7)
- J-06pas3Hsbiii mpoBo it TeduoH auamerpom 0,035 mroiima u utrHON 1500 MM (8).

Habop ¢unbrpoB s O6eapenHol mosiold BeHbl ALN mocrtaBisieTcss B CTEPWIBHOM BUJIE U SBISIETCS
OJIHOPa30BEIM YCTPOiicTBOM.. CTEpHIN30BaH OKHCHIO THIICHA.

/ P
/ (2) Koxnba mst pumbrpa (3) Mucros,
«—

TMTO3BOJISFOLIHH
MPOTAIKUBATH (PUIBTP

(1) ®unbTp, XpaHsIHics
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(heMOpaITBHBIM TOCTYTIOM

- (4) Pacumpurens
D ,  (5) Karerep unrpoastocepa 7F
(6nympennuii ouamemp) Cucrema BBOZIa
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(8) TedsonoBbIi J-00pa3HbIii
MPOBOIHHK



4: Iloxa3zanus

Bena-Kasa q)I/IJ'ILTp ALN JAOJDKEH UMIUIAHTUPOBATHCA TOJIBKO IIPU MOKA3aHUAX, IMIPUBECACHHBIX B JaHHOM

naparpade. [TokazaHus, PUBEIEHHBIE HIKE, IPU3HAHBI SFICVl. OHu ocHOBaHbI Ha KoHceHcyce SIR?u
CIRSE®,

ADCOJIIOTHDBIE TIOKA3AHUS:

Tpom6o3 rirybokux BeH (II0KOJICHHAs, OeqpeHHast, [TOAB3I0LIHAS MM HIDKHSIS 110J1ast BEHA) IPH HaTMYUH
WM OTCYTCTBHH JISTOYHO# 3MOOJINH Y HALIMEHTOB, MMEIOLINX OJIHY MJIA HECKOJIBKO NIEPEUHCICHHBIX HIKE
XapaKTePHCTHK:

- OCJIOKHEHUS TIPU JICYCHUHN aHTUKOATr'yJITHTaMU, BBIHYKJAIOIIUE IIPEPBAThH JICYCHUE,

- CHUMIITOMATHYHBIH PELHIMB OCTPOH JIErOYHOM SMOOJIMY TIPH MPABUIIBHO [IPOBEACHHON Tepanun
AQHTUKOATy/SIHTAMU (JaHHBIH PELUANB JOJDKEH ObITh OOBEKTHBHO MOATBEPXKICH),

- CUMIITOMATHYHOE YBEJIMYCHHE TpOMOO3a TpH IPABWIBHO IPOBEACHHON  Tepanuu
AHTHUKOATYJITHTAaMU (IaHHOE YBEJIIMUCHHUE JIOJDKHO ObITh 00BEKTHBHO ITOITBEPIKACHO),

- MPOTHBOIMOKA3aHUSI K JICYCHHIO AHTHKOATY/SIHTAMH C BBICOKOM [1030# (BpEMEHHbBIC MM
MTOCTOSTHHBIE).

Tsokensle TpaBMBI (depena, MO3BOHOYHWKA), YaCTHYHO SBILIIONIMECS HNpHIMHOW 1uddy3HOTO
KPOBOTEYCHHSI y MANUEHTOB, K KOTOPHIM HEBO3MOXHO MPHMEHHTb MEXaHHYECKHE CpeJCTBa
IpOGHITAKTHIECKON IPEPHIBUCTOMH KOMIIPECCHH BEH, IPH OTCYTCTBUH OUEBHIHOM JIETOYHON SYMOOIIMHN WITH
Tpom003a riryOOKUX BEH.

Ipenynpexaenue Iero4Hoi IMOOIHUH BO BPEMsI XHPYPTHIECKUX BMEIIATEIBCTB MPH TOBBIILICHHOM PUCKE
TpoMOOOOPa30BaHUs Y HAIMEHTOB, MMEIOIINX HEJABHHUE aHTELEACHTH TpoMOO03a TITyOOKHX BEH HIIH
JIETOYHOM 3MOO0HH.

OTHOCHTEIbHbIE TOKA3AHUS:

IIpenynpexxnenue JIeroyHold SMOOIMH BO BpeMsl XHPYPrHYECKHX BMEIIATENbCTB IIPH ITOBBIICHHOM
TpoMOOOOpa3ylomeM pHUCKe y IAIMEHTOB, HMMEIOIIMX aHTEHEeNEHTH TpoMm003a TIIyOOKMX BEH WIH
JIETOYHOU IMOOJIHH.

Baxnoe 3ameuanue: IlogTBepikieHHe MOKa3aHWsi K YCTAHOBKe BeHa-KaBa (uibTpa B
NPEBEHTHBHBIX IeJAX [0 XHPYPrHYECKOro BMeENIATEJbCTBA JO0KHO OBITH HHIHWBHAYAJILHBLIM B
OTHOIIEHMH K KAKA0MYy NaunenTy. Onepupyiomue Bpayu J10JKHbI 0CO3HABAThL PHCK, CBA3AHHBII C
onepanmeii. Pemenne 10/1:KHO0 ObITH NPHHSITO HA KOHCHJIMYME € Y4eTOM MHEHHSI BCeX CIIeHAINCTOB,
HMEIMX OTHOLIEHHE K JAHHOMY CJIy4alo.

BesonacHocth U 3()PEKTUBHOCTH YCTPOHCTBA HE YCTAHOBJICHBI JUIS HAAMOYEYHOrO IMOJIOKEHHS HIIH
GepeMEHHOCTH.

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

23R (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.

3 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.



5: IIporuBONOKA3aAHUA

1. IlanumeHnTtamM, y KOTOPBIX IWMAMETp HIDKHEH IONOH BEHBI MpeBhIIAcT 32 MM, HEIb3s
umiuiantupoBats Bena-KaBa ®unbtp ALN: prck murpanun GuibTpa MOBBILIACTCS, TaK KaK
HEBO3MOXKHA €T0 IIPaBUIIbHAS (UKCAIIUS.

2.  Hammuwe TpoMOOB:
- B o6iactu BepxHeii 10J10#i BEHBbI,
- B mecTe myHKIMH,
- B nonB3onHo# romosnatepaibHOil BeHe,
- B HmxHel 1mosioii BeHe.

Bo Bcex mepeddclCHHBIX CiIydasx TPOMO MOXKET HEePeMECTHThCS W 00pa3oBaTh SMOOJHMIO BO BpeMs
MaHUIYJISALMU CUCTEMO BBOAA.

3. Ilpu BBeICHMH MOAKOKHBIM IIyTEM Yy HALIMEHTOB, NMEIOIIMX AHOPMAJIbHOE BPEMsI CBEPThIBaHHS
KpOBHU.

4. Bo Bcex ciydasx, Korja HaONIOJEHHE C IOMONIBIO PaJHOCKOIMH IPOTHUBOIIOKA3aHO, (B
YaCTHOCTH, B Ciydae OEpEeMEHHOCTH), NPEUMYILECTBA M HEIOCTAaTKU YCTAaHOBKH (uibTpa
JIOJDKHBI OBITh BHUMATEJIBHO OLICHEHEL.

5.  H3Be M3BecTHas NOBBIICHHAS TyBCTBUTENBHOCTE K OMHOMY U3 KOMIOHEHTOB (cM. 6. CocTaB)
SIBJISIETCSI IPOTHBOIIOKAa3aHHEM K ycTaHOBKe Bena-Kasa @unbtp ALN.

6. B cmyyae pucka cenrtmueckoir dmOommn ummianTaius Bena-KaBa ®umibtpa ALN
IIPOTHBOIIOKA3aHa.

7. YcranoBka Bena-Kaa ®unbtpa ALN npoTHBONOKa3aHa IETAM U MOJPOCTKAM.
6: Coctas

JlononHuTensHbIA GUIBTP HIKHEH 1MOJION BEHBI H3rOTOBJICH U3 Hepikaseroeil cranu 316LVM u umeer
CIIE/Ty 0NN COCTaB!

- Yraepon (C) <0,030%

- Mapraren (Mn) < 2,00%

- Kpemnwii (Si) <0,75%

- ®ocdop (P) <0,025%

- Cepa (S)<0,010%

- Xpom (Cr) : 17,00-19,00%

- Hukems (Ni) : 13,00-15,00%
- Momu6aen (Mo) : 2,25-3,00%
- Menp (Cu) <0,50%

- Azor (N) <0,10%

- KoGanet (C0) < 0,10 %

- XKeneso (Fe): 6ananc



7: IIpenocrepeskeHus

O0ume npegocTepeskeHusi, CBA3aHHBIE ¢ MCNOIb30BaHueM Bena-Kapa ®unbstpa ALN

1.

BHUMATeIbHO MPOYMTATh HMHCTPYKLMIO [0 HCIOJb30BaHUIO. JlaHHAs  MHCTPYKLHS
npeJHa3HauYeHa TOJbKO NP BHIOOpE HMIUIAHTALMH (uibTpa (heMOPaJbHBIM JOCTYIIOM.
3ampemaercsi €e UCMOJIb30BaHUE Ul APYroro Joctyna (FOryJspHOro, OpaxWaibHBIM HIIH
MO/IKOJICHHOT0).

Bena-KaBa ®@unstp ALN  ¢deMopalbHBIM — IOCTYIOM MPENOCTABISACTCS TOTOBBIH K
HCTIONB30BAHUIO, CTEPWIBHBIN (CTEpHIM3ALMs OKCHIOM OTHIEHAa) W HEHNHPOTCHHBIH.
3anpemniaercsi HCIOJIB30BaTh YCTPOICTBO, €CIIM €ro yINAaKOBKA MOBPEXACHA MM OTKPBITA, a
TaKOKE B CITy9ae COMHEHHS B €T0 CTEPHIBHOCTH.

ITpomyKT HOMKEH XpaHUThCS B CyXOM MecTe, Cle[yeT 3alllUIIaTh ero OT MPSMOTO IOMaJaHus
COJIHEYHBIX JIy4eH.

He ucnonb3oBate Bena-Kasa @unbtp ALN nocie ucreuenus cpoka roqHOCTH, yKa3aHHOTO Ha
ITUKETKE.

Bena-KaBa ®unbtp ALN mnpennasHaueH Ais OJHOPA30BOIO HCIOJIB30BAHHS, I10ITOMY
3aIpeIaeTcsi MIOBTOPHO MCIIOJIB30BaTh MM CTEPUIIN30BATh KOMIIOHEHTBI KOMIIJICKTA.

ITpu GexpeHHOM IOIXOME BCET/ia HCTIONb3YHTe 3eNeHBII AepxKaTenb GUIbTpa 11l OepeHHO
CHCTEMBI BBEICHUS.

Bena-Kasa ®@wibtp ALN 10/mKeH MMIUIAaHTHPOBATHCS TOJBKO IPH MOMOIIM KOMIUIEKTA IS
HMIUTAHTAIMH, KOTOPBIH IIPeJOCTaBIsIeT KOMITAaHUSL.

Bena-Kasa ®unbtp ALN 10/mKeH ynansaThesi TOJIBKO MPU MOMOIIM OJAHOTO U3 YCTPOUCTB ISt
VYnanenus v / nnu IlepeycranoBku ALN, BBINYIIEHHBIX B IPOJIAXY C TOH II€TbI0 KOMIAHUEH
ALN. Hu B KoeM citydqae Helb3sl yalaTh €ro MpH IIOMOIIIH JIacco.



O0wue npeocTepe:keHNs1, CBSI3aHHbIE ¢ MPOLETYyPOii

9.

ALN pekomeHnyer, 4ToObl YpOBEHb KBAIM(UKAIMK MEAUIMHCKUX W HEMETUIMHCKUX
OlepaTopoB,  Y4YacTBYIOLIMX B MpPOLEAype YCTAHOBKH  (HIBTpPA, COOTBETCTBOBAJI

PpEeKOMEHTALHAM SFICV4. OT0 03HaYaer, 4TO HEOOXOIMUMO HMETh OIBIT YCTAHOBKH IO
MEHbIIIEl Mepe OJJHOTO TOCTOSIHHOTO (DMIBTPA W OJHOTO OIIIHOHAIBHOTO WM BPEMEHHOTO
¢dunbTpa 11 umiutantanuy Bena-Kasa @unbtpa ALN B XOPOIINX YCIOBHSX.

SFICV pekomenyer:

10.

11.

12.

- YrtoObI MITaIINIT OIIEpaTOp OCYIIECTBIII 6 HMILUIAHTAIHI B KaUeCTBE BTOPOTO OIepaTopa
u 6 MMIUIaHTaIUH CaMOCTOSATENHHO, ITOJ PYKOBOJCTBOM CTaplIero oreparopa, st
JIOCTHXKEHMS YPOBHS KOMIIETEHTHOCTH.

- YroObl cTapIIuii OmepaTop yCTAaHABIMBAI MO MEHbIICH Mepe 6 (GUIBTPOB B Tof s
HOAJEPKaHUS YPOBHS KBATH(HKAIIH.

- YroObl y cieruanucTa-paauoiora Obu1 ypoBeHb 0a30BOH IOArOTOBKH 10 MAHUITYJISLIUSAM
B CEPJICYHO-COCYAUCTON 00JIACTH, U YTOOBI y CPETHEr0 MEULIMHCKOTO IIEPCOHANA, B TOM
YHCIIe ¥ CPETHET0 MEIUIIMHCKOTO MIEPCOHAIA OTIEPAIIMOHHOT0 6JI0Ka, OBIIIO CIIEIMaTbHOE
o0pa3oBaHKe B 00JIACTH COCYIMCTOM MHBA3UBHOM M MHTEPBEHIIMOHHON PEHTTEHOJIOTUH.

ALN mnpeaynpexiaer IMojab30BaTeNeii O MOBBIIIEHHOM PHCKE MUTPALMU B CIEAYIOUIUX
CITyJasx:

- IIPU CEPHE3HOM XHUPYPrHYECKOM BMEIIATENbCTBE (HAa TPYIHOI KJETKe, B OPIOLIHOM
MOJIOCTH. . .),

- OpY  HPOIEAypaxX, CIOCOOHBIX IIPUBECTH K TE€MOJMHAMHYECKHM COCYIHCTHIM
HapyLICHUSM,

- IpH TPOLEaYpax, KOTOPbIC MOTYT BBI3BaTh KOHTAKT C HIDKHEH IOJOH BEHOH M / MIN
MECTOM MMIUTAHTALUH.

Ilepen BBINONHEHHEM NPOLEAYPHl HEOOXOAMMO HPOMBITH CTEPHIBHBIM  (H3HOJIOTHIECKUM
pPacTBOPOM C TENAapUHOM MM AHAJIOTHYHBIM H30TOHMYECKHUM DPAacTBOPOM  CIEAyIOlIue
COCTABIISIFOIINE KOMILIEKTa: J-00pa3HbIii MPOBOJHKK, CHCTEMY BBOJA (PACIIMPHUTENb + KaTeTep
HHTPOJBIOCEPA).

J-00pa3HbIii MPOBOJHUK JODKEH HCHOJB30BaThCSA BPadoM, MPOIIEIUIMM OOyueHHE TEeXHHUKE
KaTeTepH3aruy cepana. Hu B koem cirydae He nmpoasurath J-06pa3HbIi MPOBOJHUK HIIH CHCTEMY
BBOJIa €3 PaJIHOCKOIHNYECKOr0 KOHTPOILSL.

l'lpe}locTepemeHmI, CBfI3AHHBIC C BBINMOJTHCHUEM KaBorpadnm

13.

14.

B ciiygae ycraHOBKH (HIBTpa B IPEBEHTHBHBIX LEJIX, HACTOSTEIPHO PEKOMEHIYETCs CAeNaTh
KOHTPOJIbHBIE CHHUMKH J0 M IOCI€ XHPYpPrHYECKOro BMemIaTenbcTBa. CHUMKH JIOJDKHBI
XPaHUTBCS B MEMIMHCKOM KapTe MalueHTa W OBbITh JOCTYIHBIMHU Uil TIPOCMOTpa B JHO0OIT
MOMEHT.

Y6enutecs, 4TO IpoBeAeHUE KaBorpadhuu He IPEeCTaBIeT PUCKA IS AleHTa: He00X0IUMO
y4ecTb TPOOJIEMBI, CBSI3aHHBIC C HCIOJIb30BAHMEM KOHTPACTHBIX IMpemnapaToB (amieprus,
MOYeYHas HEIOCTATOYHOCTB).

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



18.

15.

He packpsiBaTh GUIBTp, ecau He OBLIM IPEABAPUTEIHHO HOIYICHBI Pa3Mephl AUaMeTpa MOJIOi
BeHbL. Pa3mep auamerpa HIDKHEH OO BEHbI MOYKHO CHAITH C OMOIIIBIO KaBorpaduu B dac u
npo¢uns. Mexmy TeM, BaXKHO OTMETHTh, YTO KaBOTpa(us MOXET NaTh 3aBBIIICHHBIC WIIH
3aHIDKEHHBIE Pa3Mephl PealbHOro JUaMeTpa HIDKHEH Mool BeHBl. B ciydae mojospenuit Ha
«MErakaBy», HACTOSTEIIbHO PEKOMEHIYETCs H3MEPHTh JUaMETp HIDKHEH IOJOH BEHBI C
TIOMOILIBIO 5XOrpaduH MM ckaHepa.®

IIpenocrepe:xennus, cBsi3aHHbIe ¢ packpbiTHeM Bena-KaBa ®uinbTpa ALN

16.

BHuMatenbpHO cIeauTh 3a TeM, uToObl Bena-Kasa ®unbtp ALN He packpsuics B TpoMOe; 3TO
MOJKET HOMEIIaTh MOJHOMY PAacKpbITHIO (GHIBTPA U €ro ONTUMaIbHON (QUKCALNM B HWXKHEH
0JI01 BEeHe.

Jlpyrue npeaocrepe:xeHust

17.

18.

19.

JIro0ast monbiTka MaHumynupoBath ¢GuibTpoM Vena-Cava ALN ¢ MCHoOnb30BaHUEM JIOOOTO
KOMIIOHEHTa WM YCTPOICTBA, OTIMYHOIO OT INPEJHA3HAYCHHOTO UL JTOU IIeJNH, SIBISICTCS
IOJIHOH OTBETCTBEHHOCTBIO MIPAKTHKYIOIIETO Bpaya.

HenpasunbHoe oOpartienue ¢ BeHO3HbIM GuiibTpoM ALN MOXET Takke MOJBEPrHyTh YEJIOBEKa
PHCKY IPOKOJIa/TpaBMBbI WIIH HH(EKIUH, eI (IIBTP OBLT SKCITAHTHPOBAH.

JIroOoi 3arps3HEHHBIH WM MOTEHLMAIBHO 3arpsA3HEHHBIH NPOJYKT MOXKET IPEICTaBIATh
WH(EKUMOHHBIA PUCK M JIOJDKEH OBITh YTWIM3UPOBAH YEpe3 COOTBETCTBYIOLIMH KaHAJI
YTWIN3aIllik B COOTBETCTBHH CO CTAHIAPTHOW MEIWITMHCKON NMPAKTHKOW U IeHCTBYIOIIMME
HpaBHIAMH.

8: OcJI0KHEeHUS

CyImecTByIOT HEKOTOPbIE ITOTEHINATIEHBIE OCJIOKHEHNUS, CBSI3aHHBIE C HCIIONB30BaHHEM (HIBTPOB UL
nosioi BeHsl. ClieoBaTeNbHO, NPOLEypa UMIUIAHTAIIMU HE JIOJDKHA OCYLIECTBISATHCS MPAKTUKYIOIIMMHI
CITeIMAINCTaMH, HE 3HAFOIIMMU O JaHHBIX OCJIOKHEHUSX.

> Value of frontal caval measurement in the placement of inferior vena cava filters. Deepak R. Kaura et

al, Canadian Association of Radiologists Journal 1999; 5: 301-305.

10



B03MOXHbIC KITHHHYECKHE OCI0KHEHNMS (HO HE OrPaHUYNBAIOTCH):
1.  HenpasuibHoe pa3MmelieHue GpUIbTpa,
HemonHoe packpsiTie GUIbTPa,
Haxnon ¢unstpa,

T'ematomsl nu KpPOBOTECYEHHE B MECTEC IIyHKIIUH,

2

3

4

5. Uudeximio B MecTe 10CTyNA,
6. Murpanuio GuisTpa,

7. OKKJII03MS HOJIOH BEHBI
8.  Ilepdopauust HIKHEH NOJIOI BEHBI, COCY/IOB HIIM COCEHETrO OpraHa/CTpyKTypbl,
9. I'emaTOMa/KpOBOW3IUSHHE B OPTaH/CTPYKTYpY,

10. JleranbHbIi HCXOA IO IPUYHHE MUTPALIMK TPOMOA B CEpALIE UIIH JIETKHE,
11. Tpom0603 B MecTe IyHKLUH,

12. Tpom003 B MeCTEe UMILIAHTAIIUA

13. Tlonomky 3emeHTa GHIBTPA,

14. PeuuauB JI1€ro4HoN SMOOJIHH,

15. Tpom003 riry0OKHX BEH B JONTOCPOYHOM HEePCIIEKTUBE.

16. Aputmus,

17. KoHTaKT royloBKM (UiIbTpa CO CTEHKOH MOJIOH BEHBI,

18. T'emoropakc,

19. Orexk,

20. TlmeBMoTOpaKC,

21. OGpazoBaHue S3BHI,

22. Otek HMKHUX KOHEYHOCTEMH,

23. CTeHo3 NOJI0i BEHBI,

24. TloBpexJieHNE CTEHKH ITOJIOH BEHBI.
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U3BecTHbIC (HO pe,I[KI/Ie) TEXHUYCCKUEC OCJIIOKHCHHUA, CBA3AHHBIC C 060pyI[OBaHI/IeM, KOTOPBIE MOKET
BCTPETUTH I10JIb30BATEIIb!

cruboB.

TIpo6aema Ipuyuna Ipenynpesxnenne HeiicTBue
B vowenT | Henpasiibroe IInaBHBIM U OCTOPOKHBIM
MPOTAJIKUBAHHS HOJIOKEHHE JIBIKEHHEM TTPOTONKHYTH OcTaBuTh Ha MECTE CHCTEMY
¢unbTpa B Katerep | GUIBTpa B KoIOe. b ‘ITOGII);I o ;or BBOJIa M HCIOJb30BaTh HOBBIH
HMHTPOABIOCEPA CnumxoM 6oitbiioe I Ol\/'ITl]/)l’ yepes ¢$usTp.
o/lHa WK | yCWJIME Ha NUCTOH Kg HYCOOBPABHOE Pe3 | ALN PEKOMEHyeT HMETh B
HECKOJBKO HOXKEK | IpU OTBg cmep comber  p | HAMATMH MHHUMYM 2
(uIbTpa 3arHyIHCH | IPOTANTKUBAHUI P KOMILIEKTA JUISl UMIUTAHTAIHH.
ONTHMANIBHBIX YCIOBHSX.
B ero Kouoe. ¢duabTpa.
HeBo3MoxxHOCTH
BBecTH (UIBTp B
06030“(1] P Topmens obu1 | HapaBure Ha ¢uibTp, He | OCTaBUTh Ha MeCTe CHCTEMY
MHT oabice a OTIyLIEeH IIpH | OTIyCKast NOpIIEHb, | BBOJA H HCIOJIb30BaTh HOBBIN
(bnnr:) CE’I&;I.LICH HPOTAIKABAHHI 9T00Bl OH IpoIen B | GUIBTP.
OTHO;ETCHI)HO ¢uasTpa B | KOHYCHOCTb ALN pekoMeHIyeT HMeTb B
. u 000I104Ky ¢dunbTponepkaTenst P | HATMYUH MHHUMYM 2
YHoKep HHTpOABIOCepa HAWITYYIINX yCIOBUSX. KOMIUIEKTA JUISl HUMIUIAHTAIHH.
3a0JIOKUpOBaH B
(dusbTpOIEpIKaTEIS
BbinyTh TOBPEXICHHBII
$uIbTp M KONOy st GHIBTpa.
ITpoBepuTh, HE MOBPEIKICH TN
HeBo3moxxHO KaTeTep HMHTpoJblocEepa U, B
Cnenuth 3a TeM, 4YTOOBI CTCP HHTPOA pa u,
BCTaBHUTh (QHIBTP B N u 7. | Kpaiiiem clydae,
KaTeTep He Obum1  BeIHYT 56 a3Hl:>n71 HposoHmk | ACTOIb30BATS HOBBIH (UIIBTP.
HHTpPOJBIOCEPA, PpAacCIIHPUTENb. 65111311/1 _— 1?1,1 a 10 Eciu cucrema BBOzma Goiblie
nedopmanus Y HE COOTBETICTBYeT HOpME,
MPOTAIKUBAaHHS QUIBTpa.
¢unbTpa. HavaTh MPOLeNypy CHaJana.
ALN pexkoMeHIyeT UMEThb B
HaJIM9IUH MHHHMYM 2
KOMIUIEKTA JUISl HMIUTAHTAIAH.
Ilocne TOro, Kak BBIHYT
Hosxka WIBTpa i
¢ P PacIIHPUTEIIb, CIEAUTH 3
MIPOTKHYJA KaTeTep N BemHyTH cHcTeMy BBOja U
MHTOZBIOCEPA B | p. bt MI;HHI'I i , | Henomb3oBath HOBBII
MOMEHT P Yot KOMIUIEKT Il MMIUIAHTAIUH.
COTHYT BO BpeMs | IPHIEPKUBATH  KaTeTep
TIPOTAJIKUBAHUS ALN pexkoMeHIyeT UMEThb B
HPOIETypPEL. UHTpOABIOCEpa 3a  €ro
¢unbTpa HaJIM9IUH MHHHMYM 2
OCHOBaHHE BO M30ekKaHUE
JIOCTABILSIOIINM KOMILIEKTA JUIS UMILIAHTAIAH.
MOSBICHHS  HAa  HEM
MHKPOKATETEPOM.
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9: IIpoueaypa UMILIAHTALUHT

1: IloaroToBKA MALMEHTA.

Tpuctynuth K Ae3uH(EKIUH U IPUTOTOBUTH CTEPHIbHBIC MaTepuaisl. (1)(2)

@ @

2: AHecTe3usl M MyHKIHSI

Tlocne mpoBeneHNsI MECTHOH aHECTE3UH CIeNaTh IyHKIHIO B BRIOpaHHOH OenpeHHol Bere. (3)

3: BBenenue J-o6pa3ﬂor0 NPOBOJAHUKA U NPOMBIBAHHE CUCTEMBbI BBOJAA

Buumanue: J-00pasuuiit nposooHuUK 0073iceH UCHOIb30BAMBCA BDAYOM, NP owum odyuenue
mexHuKe K 2p quu cepoya. Hu 6 koem cnyuae He npoosuzams J-00pa3nlii npOGOOHUK UL
cucmemy 6600a 6e3 paduoCKORUYECK020 KOHMPOA.

IIpombITe J-00pa3HBIi HPOBOXHHMK CTEPHIBGHBIM (DH3HOJIOTUYECKHM pAcTBOPOM C TEeNapHHOM HIIH
AHAJIOTUYHBIM H30TOHHYECKUM PAacTBOPOM, 3a(MKCHPOBAB IINPHI] HA YPOBHE OCHOBAHUS HAKOHEYHUKA
Jlyap Jlok y muctpuObioTOpa mpoBomHuKa. (4) BeraBuTh rulkuii KOHEI[ POBOJHUKA B MYHKIHOHHYIO

uriy. (5)

IIpombITh

/

4
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IIpomyctuts J- 06pa3HBIl NPOBOAHMK dYepe3 MyHKNHOHHYIO urity. Komenm J-00pa3sHOro mpoBOIHHKA
JIOJDKEH OBITh Pa3MEILEH CIICAYIOIM 00pa3oM:

HwkHui yTh: HA/IIOYEYHOE MOJIOKEHUE
OcTaBUTH COOTBETCTBYIOIIYIO JIUHY J-00pa3HOTr0 IPOBOJHUKA CHAPYIKH.

CoxpaHsisi IPOBOHHK Ha MECTE, BBIHYTH IIyHKIIMOHHYIO UIJTy U IUIACTHKOBYIO Hacaky. (6)

®)

Bunumanue: Bo épemsn npoosuicenusn J-o0paznozo nposooHuxa ciedyem yoeoumscs 6 Omcymcmeuu
ceufbo6 u nemenv, OMCAEIHCUBAS NPOUEOYPY NPU HOMOWU  MEOUUUHCKOU  GU3YANU3UPYIOU|eil
annapamypot. Heooxooumo ecez0a npoogucamev J-00pasnvilii  npOBOOHUK Oanbuie Mmecma
umnaanmayuu u cneoumsy 3a mem, ¥moovt J-o0paznvtit npo6OOHUK evicmynan Ha 2 uau 3 cm u3
RPOKCUMATILHOZ20 KOHUA CUCHEMDBL 66004.

Buumanue: He nsimamycsa npodsuzamo uiu 6blmackuéams nposooOHUK 6 Cyuae CONpOMu6ieHus.
Heooxo0umo ycmanogums npuuuny conpomuseienus npu nomouju paouockonuu. Ecnu neeosmosrcno
onpeodenums RPUYUHY CONPOMUGTICHUSA - 6LIMAU{UND NPOGOOHUK GMecHe ¢ CUCIEMOIl 66004.

Jlnst obnerdeHus NMPOIBIDKEHUS CHCTEMBI BBOJA PEKOMEHJYeTCs JellaTh JOCTATOYHBIA HaApe3 TKaHH
BOKPYT IPOBOJHUKA.

IIpombITs cucTeMy BBOAa (H3HOIOTHUECKUM PpACTBOPOM C TENApHHOM HIH AHAJIOTUYHBIM
HM30TOHUYECKUM PACTBOPOM.

4: TIpoaBH:KeHHe CHCTEMBbI BBOJA (KaTeTepa HHTPOAbIOCEPA + PACIIMPHTes) U KaBorpadusi.
BeraButh BHENIHIOI 4YacTh J-00pa3HOTO MPOBOJHUKA B AUCTANbHBIA KOHEI| CHCTEMBI BBOJA.
IpoaBHrath cCHCTEMY BBOJIA B BEHY CKOJIB3SIIIUM ABIKEHHEM 110 J-00pa3HOMY NPOBOIHHUKY. (7)

B

(M

TIposBUHYTH TUCTATIBHBII KOHEIl CHCTEMBI BBOJIA IO MECTa BOJIM3H Pa3ABOCHHS TIOIB3IOIIHON apTEPUH.
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Berranmts J-06passsiii mpoBogHuK. (8)

®)

BbITalUTh paciiupuTesib, MOBEPHYB MIPOTUB YacoBOil cTpeiku kKouHekTop Jlyep Jlok kpacHoro ugera. (9)

II 1 .
9)
Buumanue : Cienyer co0J10JaTh OCTOPOKHOCTb, YTOOBI YIAIMTH J-HANPABISIIOMIYIO U

pacliMpuTe)ib nmepea BbINOJTHECHUEM KOHTpOJ’leOi/i KaBorpadmu, 4T00bI M30ekKATh TPpaBM moJI0H
BEHBI.

OCTOpOXHO MPOABHHYTH CHCTEMY BBOZIAa Ha HECKOJBKO CAHTHMETPOB U CJIENIaTh KaBOTpadHIo C IENIbI0
HOJTy9eHUsI 1300pakeHNsI IOUSUHBIX BEH Ha DKpaHe.

B teuenue Bcex 3TanoB HEOOXOJMMO BHUMATEIBHO CIIEUTH 3a IPOLEIYPOI 0O MOHUTODY.

Buumanue: Kasozpagua ¢ ¢pac u npogune aensemcsa obazamenvnoii  npouedypoii  nepeo
umnnanmayueit Bena-Kasa @unompa ALN. Ona no3gonnem ycma b credyouee:

- Hposepumb RpOHUUAEMOCHIL U YCMAHOBUMb AHAMOMUIO HUMCHEU noaou 6€Hbl, n006300UIHbIX
20MOo1amepailbHblX U ROYEYHbIX 6EH.

N

- Hsmepumo OnuHy u Oouamemp HuUdICHell NOJIOU 6eHbl 6 yeuHom mec 10J1CEeHUU,
6bIABUMD 6O3MONCHBIE AHAMOMUYECKUE USMEHEHUA HUNCHEN NON0T 6eHbl (080IHAA NONAA 6eNHa,
J1e6as NONAs 6eHa, A2eHe3Us. . ).

- IIposecmu duaznocmuky namonozuu HudicHel ool 6eHbl (00WUIL UU YACIMUYHBIIL MPOMOO3
HUMCHEl ROJIOU 6eHbl, IKCUEHMPUUECKAA KOMAPeccUus 6 6ude A0eHONAmuil, CUHOPOM ORYXO0lU
UnU AHEGPUIM A0PMbL).

- Onpedenums onmumanvroe Mmecmonoodicenue 01 umnianmavuu. /na nudicueit nooii 6enst
0e3 anamomuyeckux auomanuii: 2onoeka Bena-Kasa @unompa ALN oOonxcna Obimo
PACROJI0MHCEHA NOO CAMOTL HUIICHEN NOYEUHOI 6eHOIL.

Buumanue: B cayuae comnenuit omnocumensno mopgonozuu uinu pazmepa noaoii 6eHvl 00NCHb
Oblmb cOeNanbl HOBble CHUMKU PA3IUYHOZ0 6UOA.

Brumanue: He packpoieams punbmp, eciu He 0bliu npedsapumeibHo nOJIy4eHsl pazmepsl ouamempa
noJ101i 8eHbl.

Buumanue :Bena-Kasa @unvmp ALN : ne moscem 6vimp umnianmupoean nayuenmam, y KOmopsix
ouamemp nudicHeil nonoi eenvl npesviuiaem 32 MM, NHOCKOJILKY NPAGUILHAA (uUKCAUUA nocieoneil
Hapy csl, 4MmMo noevl puck muzpayuu guivmpa.
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5: IIpombIBaHUE KaTeTepa HHTPOAbIOCEPA

IIpombITs KaTeTep HHTPOABIOCEpA CTEPHIBLHBEIM (DH3HONOTMYECKAM PACTBOPOM C TeMapyHOM MU
QHAJIOTMYHBIM H30TOHUYECKHM pacTBopoM. (10)

- (10)

Buumanue: Heoocmamounoe npomvieanue 060pyoosanusn modicen nogieusb K 00pa3oeanuio c2ycmea
6 cucmeme 66004 u HN0X0U uKcayuu Guismpa, NOGLIUAA MAKUM 00PA30M PUCK MUZPAYUU HPU €20
ycmanoeke. B cayuae ecnu npouedypa umnaanmayuu 3anumaem 0onvuie 6pemenu, uem
npedycmompeHo, ciedyem pezyiapHo RPOMbIedms Kamemep URMpPoObrcepa.

6: BBegeHne BeHa-KaBa QMIIbTPa B CHCTeMY BBO/IA

Buumanue: Ilpocneoums 3a mem, umoovl J-o6paznvlii npOGOOHUK U PACHIUPUMENb ObLIU U361EUEeHbL
00 mo20, KaKk 6cmagumsy Quasmp ¢ Kamemep uHmMpoOvlocepa.

B3atb kon0y ¢ ¢punbTpoM. CHATH 3aIUTHBINA KOJIAY0K, 3aT€M PACHIOJIOKNTh KOJIOY ¢ (PHIBTPOM MO OITHON
ocu ¢ katetepoM uHTpoabtocepa. (11) (12)

e

(11) (12)

Buumanue: @unbmp ynaxosan é konoy npoussooumenem ALN u zomoe k ynompeonenuro. Hu 6 koem
cayuae He UCRONB30BAMb UALMP, 6LIHYMBLI U3 KOI0bL, U He nepey 1 ezo 06p
kon6y. He noimamoca usmenums Quiomp Kakum 06l mo Hu 0vino oopazom. B wacmnocmu, ne
yeenuuueams u He yMeHbULAMD €20 OUAMED, He MEHAMb HANPasienue Guibmpa  Konbe.

HO 6

BcraButh KOHel KONOBI B OCHOBAaHME KaTeTepa HMHTpojbiocepa. HaBmHTnTe nepxartens (HiIbTpa
(BparieHue 110 YacoBOii CTpesike) Ha OCHOBaHHe 060I04KH HHTpogbocepa. (13)

(13)
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Buumanue: He npumenamo cuny u He npUKpyuuéams 4pemepHo Kooy K Kamemepy Unmpoobiocepa.
B kpaitnem cyuae ucnonvzoseams opy2oi gpunvmp.

Brumanue: Bo u3bexcanue nepgopauuu Kamemepa UHMPOOLIOCEPA 60 6PEMA NPOOBUNCEHUA

unvmpa, cnedums 3a mem, umoovl Kamemep UHMPOOLIOCEPA NPUIEPHCUBAIICA 34 OCHOBAHUE U He Dbl
cozuym.

T11aBHEIM M OCTOPOKHBIM JIBHKEHHUEM C TIOMOLIBIO TUCTOHA NPOTOJIKHYTh (PUIIBTP 10 TpeJiena, YTOOb! OH
MOT HPOHTH dYepe3 KOHyCOOOpa3HOe OTBepCTHE KOJIOBI B ONTHUMAIbHBIX YCIOBHSX. DUIBTP, TaKuM
00pa3oM, TOTOB BOWTH B KaTeTep HHTpoAbiocepa. (14)

(14)

Buumanue: B cnyuae ecnu o0na unu HecKoNbKo HOdceK gunvmpa Oepopmuposanuce é Konoe, ne
cnedyem nPUMEHAMb CULY U UCRONB308AMb OPY20il unbmp.

VY nanute nycroii GpUIbTp aepkatelb OTKPYy4YHBaTh ero (IPOTUB 4acoBOM cTpesiku BpauieHus). (15)

(15)

7: IlpoaBu:keHue GUIbLTPa 10 MeCTa UMILJIAHTALIMH.

TIpocineknBas IpOLELYPY IO MOHUTOPY, OTYCKATh (YHIIBTP C IIOMOIIBIO TOCTABIISIOIIETO MUKPOKATETEPA.
IpoaBHraTh NOCTABIAIOMMNA MUKPOKATETEp [0 TEX MOp, MOKa YepHas METKa Ha MUKPOKATETEpe He
JIOCTUTHET OCHOBAHMS Katerepa nHtpoptocepa. (16)

(16)

Buumanue: Ecnu npu npokpyuusanuu gunvmpa uepes 6600HyI0 000104KYy 603HUKAIOM MPYOHOCMU,

He nac ime u P npouedypy ¢ HOMOWbIO 6MOPO20 UMNIIAH

ToarBepauts HanboIee Mo AxXOsIIee Tonokenne Bena-Kasa Ounstpa ALN B HmKHe# nonoit Bexe. [l
HIDKHEH TO0JION BEHBI 03 aHATOMHYIECKHUX aHOMAJIHIi: TOJOBKa (MHIBTPA IODKHA OBITH PACIIONOKEHA IO
caMoil HIDKHEH MOYeyHOW BEHOI. YCTaHOBHUTH PEHTICHOKOHTPACTHOE KOJBIO KaTeTepa WHTPOABIOCepa
TIpUMEpHO Ha 55 MM HIDKe caMOH HIDKHEH IIOYedHOH BeHBI (CMOTpHUTE cXeMy 1).
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Cxema 1: Mecmononooicenue Bena-Kasa @unvmpa ALN
100 CaMOU HUMCHeU NOYeYHOU 8EHOU NPU YCIMAHOBKE (PeMOPAIbHbIM QOCHIVHOM.

Buumanue: He sevinyckamo punvmp 00 mex nop, noka OH He 00Cmuz ORMuMaibHO20 NOJIOHCEHUA O
UMRIAHMAYUU, ROOMEEPHCOCHHO20 C NOMOUbIO Kasozpaduu.

8: Boinmyck ¢HIbTPa B MeCTO HMIIAHTAIIHHU

Buumanue: He ycmanagnueaiime gunomp, ecnu e2o ouamemp He 0bll npeOsapumenbHo usmepeH.
Hayuenmam, y Komopuix Ouamemp Hudx3CcHell RONOIL 6eHbl npesvluiaem 32 MM, Heb33 YCMAHAGIUGAMb
dunemp ALN Bena-Kasa @uabmp, mak KaK npasunvhas ukcayus nocieonezo Hapyuiaemcs us3-3a
NOGbIEHHO20 PUCKA MUPAYUU PUILMPA.

CKOJB3SIMM M MEIJICHHBIM IBIKCHHEM BBITSHYTH Ha3aJ KaTeTep WHTPOABIOCEpa IO JOCTABILIIOMEMY
MHKpOKATeTepy /10 TeX MOp, Moka (HHIBTP MONHOCTHIO He BhIiAeT. (17) (18)

)

N |

an (18)

Buumanue: Kozoa ocnoganue kamemepa unmpoowbiocepa 00Cmuzio 4ephoii MemKu 00Cmaguaiou|ezo
MUKpoKamemepa, @blnycmums Quibmp, 3auUKcuposag npu ImMom MOUHOE NON0MNCEHUE PYKU Ha
OCHO6AHUU 00CMACAAIOU{C20 MUKPOKAMemepa, u NOMAHYMb NIAAGHBIM U MEONEHHBIM O6UIICCHUEM
Kamemep unmpooviocepa Hazad. Imo no3eonum obecneuums ONMUMATLHOEC NOI0MCENnUe Qunbmpa.

Buumanue: He noimamscs 6bIHUMAMb WU REPECMABTANMY YUALMP, KO20A KPIOYKU HOMCEK Qunbmpa
Ynepaucs, € cocyoucmyio CmeHKy, 34 UCKIIOUEHUeM Cyuae C NpUMeHeHuem Ycmpoiicmea o0na
Yoanenus u/unu Ilepeycmanosku ALN, u. €20 C MEYIOWUIL pasmep 011: yOaieHUs 6eHa-
Kaeéa Quibmpa, npeoHA3HAYEHHO20 OaA IMOU yenu. 3aocmpennbvle KPIOUKU MOZYM  CePbe3HO
noepeoumsv mKams.

18



Buumanue: Heyoauno ycmanoenennvlii punbmp, Komopulii 00HAKO obecneuueaem a0eK6ammuyio
3auiumy npomue 1e204Hol IMO0UU, 007ceH ocmasambca Ha mecme. Ecau punemp ycmanosnen
mMax, Ymo 3auiuma nPOMUE 1e20UHOU IMOOIUU He 00ecneuusaencs, 6 MaKkom ciyyae e2o HeodxXooumo
nepeycmanogums Uiy NOCIMAGUNy 6MOPON unvmp. Yoanenue neyoauno yCmanosnennozo punsmpa
XupypzuuecKkum nymem uiu ¢ nomowspio Yempoiicmea ona Yoanenusn u / unu Ilepeycmanoexku ALN,
NpeOHA3HAYEeHHO20 071 IMOIL Yenu, PEKOMEHOYEmca 6 mex Cyudnx, eciu Quabmp modxcem cmamy
RPUYUHOI KAPOUO—PECRUPAMOPHBIX HAPYUICHU.

9: OkoHYaHHeE MPONETYPhI

BbIHYTh JOCTABIAIOMINNA MUKPOKATETEp M CJeNaTh KOHTPOJIBHYIO KaBOrpaMIO IOCIE OIEepaluu ¢
00paboTaHHBIMH ¥ HeoOpaOOTaHHBEIMH cHHMKaMH (B (ac u mpo¢mias). CHUMKH JOIDKHBI OBITH
3aapXUBHUPOBaHBl M JOCTYNHH HA IUICHOYHOM MM OJIEKTPOHHOM HOCHTENe, IPHIOKCHHOM B
MEIULHHCKYIO KapTy MalUeHTa.

BbIHYTB KaTeTep HHTPOABIOCEPA.
BrinonHuTh reMocTas B MecTe IMyHKIMH.

Heo6xoaumo caenath peHTreH OprolIHOW MOJIOCTH 0€3 MOArOTOBKM uepe3 24 yaca 10cje YyCTaHOBKU
¢ubTpa.

JlaHHBII TOKYMEHT, colepikaiiuii MHYOPMAIMIO O CTa0MIBHOCTH, LEJIOCTHOCTH U MECTOIOJIOKEHHU
¢dunbTpa, H0JDKEH OBITH JOCTYNEH JUIi KOHCYJIBTALMM B Cilyyae HEOOXOIUMOCTH (HAXOIUTHCS B
MEIUIMHCKOW KapTe MaleHTa).

10: Ha0roneHue 3a NnalueHTOM

YuntbiBasi HajJu4ne BbILICNIEPEYUCTCHHBIX PUCKOB, PEKOMEHIYETCH IPOBECTH HabJII0eHue 32
MalUEeHTOM:

- HpOBepHTB TOYKY BBEICHH KaTETEpa HHTPOAbIOCEPA U yGeam‘ﬁcx B 3a)KHUBJICHUH HaJpe3a.

- Crenate peHTTeH OproITHOH TonocTH 6e3 MoATrOTOBKH B (hac M MpomIiIb Tepes BBITUCKOH
HalMeHTa  Jiajiee IPOBOJUTH €ro pa3 B TOJI.

- IMamuenT JOMmKEH MOCEIaTh MOCIEMYIONIYI0 KOHCYJBTAIMIO, CENAHHYIO NPaKTHKYIOLUIHM,
KOTOPBI YCTaHOBHI (DHIBTP, MU €ro MEIUIIMHCKOW KOMAaHIOH, WM BpadoM, KOTOPBIH
HaMpaBMII AIUEHTA Ha IPOLEypPy B TeUEHHE IIePBOro MecsIa.

- IMauuenty u nedamemMy Bpady BblJaeTcs JOKYMEHT, COJEPKaIUN CIeqyolHe JaHHbIE:
v' Mozenb GUIbTpa, KO MapTHU ¥ CEPUIHBIN HOMED,
v\ JaTy UMIUTaHTAl|H,
v\ yupexJEHHE U OTHENEHHE, B KOTOPOM ObUT HMILTAHTHPOBAH (QUIIBTP.

Jleyamuii Bpad IOJDKEH OBITh NMPOMH(OPMHPOBAH O IPOBEICHUH HEOOXOIMMOro HAaOJIOACHHS |
BO3MOJKHBIX OCJIOKHEHHUSIX.

IManmenty HeoOXomumo BBIIATh KapTy o6 mMiuiantaimu Bena-Kasa ®umsrpa ALN, mpunaraemyio B
KoMmIuiekTe komnanueid ALN.

B ciyuae maseiiiero mogo3peHust Ha PEeLUIKB JIErOYyHOM aMOonuu ui (uieduta HeoOOXOJUMO CleNaTh
KOHTPOJIBHBIH CHUMOK NPOHHUL[AEMOCTH HIDKHEH IOJIOH BEHBL.

CBoxHas MH(pOpPMAILMA O XapaKTEPUCTHKaX OE30MacHOCTH M A(DPEKTHBHOCTH OyAeT pa3MellieHa B
EBpomneiickoii 6a3e maHHBIX 0 MexunuHCKHX ycTpoiictBax (ECYJHMM) no crexmyromieil cChuIke: <CCBHUIKA
Oyner nobapieHa, Koraa oHa OyeT TOCTyIHa™.

ITy6mmansnii Be6-caiit Eudamed: https://ec.europa.eu/tools/eudamed/#/screen/home
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11: MPT

Hexnandeckue HCTIBITaHKS, IPOBEICHHBIE cornlacHo ctannapty ASTM F2052, mokasanu, uto Bena-Kasa
Ounbtp ALN sBisiercs «yciioBHO coBMecTUMbIM ¢ MPT». IlanueHT, KOTOPOMY HUMIUIAHTUPOBAH 3TOT
($IIBTp, MOXKeT cokoiHo npoiita MPT mociie ero ycTaHOBKH IIPH CIIEAYIOMINX yCIOBUSIX .

- Crarudeckoe MarautHoe noje 3 Tecna wim MCHBIIC,

- MarHutHOe ToJie ¢ MaKCHMAJbHBIM IMPOCTPAaHCTBEHHBIM rpaauneHtoM 720 Tlaycc/cm wn
MEHBIIIE,

- MaxkcumanbsHeli ypoBeHb SAR 3 BT/KT npu HccIef0BaHUM NIPOJOIDKUTEIBHOCTBIO 15 MUHYT.

Bo Bpems mpoBeneHus HekIMHUUYecKMX ucnbltaHuii Bena-KaBa ®@unbtp ALN npoussen yBelMyeHUE
temnepatypsl Ha 0,7°C mpu SAR 3 Br/kr nponomkurensHocTbo 15 MunyT nipu MPT mMomHOocThI0 3 Tecna

KauectBo mnosydenHoro wuszobpaxenuss MPT Moker ObITh HapylIeHO, €CIIH HHTepecyeMas 30Ha
pAacroyio’keHa B TOYHOM WM ONM3KOM K YYacTKy MMIUIAHTalMH (uibTpa Mecre. B TakoM ciyuae
HEo0XOAUMO ONTHMH3UPOBATh IapaMeTPhbl MALIUHBI UL YiIydiieHus n3o0paxenus. [lpu uccienoBanuu
IanyieHTa ¢ WMIUIAaHTHpoBaHHBIM Bena-KaBa @wmrpom ALN, HeoOxomuMo Bcerna coOuronath
MIPEAOCTEPEIKEHUS], JAHHBIE B PYKOBOACTBE 110 SKCIUTyaTalluu pousBouteseM obopynosanus MPT.

12: YaajieHue

Ecinu puck neroyHoi 3M00JIMM yCTpaHEH MJIH NOKA3aHUS K yCTAHOBKE OOJIBILE HE SBIISIOTCS aKTyaIbHBIMH,
Bena-Kasa ®unbtp ALN MOXHO ynaauTh 6e3 orpaHHYEHHs] BO BpEMEHHU C IIOMOIIBIO Y cTpoiicTBa s
Ynaneuus u / uau IepeycranoBkn ALN, npeaHa3Ha4eHHOroO st STOU LIEIH.

OnepanoHHbIi c1I0CO0 TaHHOTO BMEIIATENILCTBA ONMCAH B MHCTPYKIMH 110 UCTIOJIb30BAHUIO Y CTPOHCTBA
st Y nanenns u / wim [epeycranoBku Bena-Kasa ®@umbsrpa ALN.

JIroGast monbiTka Manunmysinuu Bena-Kasa @unbtpom ALN, ncnone3ys apyrue ycTpoiicTBa, Kpome Tex,
KOTOpBIE MPEIyCMOTPEHBI Ui OTOM IenH, 3alpelieHa M BCS OTBETCTBEHHOCTb JIOXKHTCA Ha
MPaKTHKYIOLIEr0 Bpaya.

Bena-Kaa ®uiibtp ALN MOXET TakkKe UMILIAHTUPOBATHCS HA OCTOSIHHBIHA CPOK. Pemenue no yaaieHuto
JOJDKHO HMPHHHMATHCS MHIUBUAYANbHO I Ka)KAOTO IAIMEHTa B 3aBUCHMOCTU OT €ro KIMHHYECKOTO
COCTOSTHHSL.

13: YnakoBKka u o0panieHue ¢ u3aejJuemM

Bena-KaBa ®unstp ALN mpemocTaBisieTcss TOTOBBIM K YMOTPEOJIECHHIO, CTEPWIBHBIH (CTepHIM3aIMs
OKHCBIO 9TUJICHA) U HETTUPOTCHHBI.

3arrpemae'rc;l HCIIOJIB30BaTh yCTpOﬁCTBO, €CJIM €0 YIIaKOBKa ITOBPEKACHA WIIM OTKPBITA, a TAKXKE B Clry4ac
COMHCHHUSA B €T0 CTCPUIIBHOCTH.

Heob6xomMo o6pammarses ¢ mpoayKTOM, YUHTBIBAS €0 aCEeITUYHOCTb.

TIposyKT HOJDKEH XPAaHUTBCS B CYXOM MECTE, CIIEyeT 3alHIIaTh €ro OT NPsMOro MOMaJaHusl COTHEUHbIX
JTyue.

He ucnons3oBate Bena-Kasa @unbstp ALN nociie ncredeHus cpoka rofHOCTH, YKa3aHHOTO Ha 3THKETKE.

Bena-KaBa ®unbtp ALN npenHasHaueH A OJHOPA30BOIO HCIIOJIB30BAHUS, MOATOMY 3allperiacTcs
MOBTOPHO MCHOJIB30BATh WM CTEPUIN30BATh KOMIOHEHTBI KOMILIEKTA.

ITocrie Mcnob30BaHMsT BCE KOMIIOHEHTBI KOMIUIEKTA JIOJDKHBI OBITH YHHUYTOKCHBI B COOTBETCTBUU C
0OBIYHOMN MEIUITUHCKOM HpaKTI/IKOf/‘I U COTJIaCHO L[ef[CTByIOIlIeMy 3aKOHOJATCIIbCTBY.
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14: YaajieHue YCTPOHCTBA

Hcnonp30BaHHOE YCTPOUCTBO CTAHOBUTCS HH(MEKIIOHHBIM PUCKOM MEIUIIHHCKUX 0TX040B. OHO TODKHO
IPOITH AE3HMH(EKIHIO U OBITh TUKBUAUPOBAHO COOTBETCTBYIOIIUM CIIOCOOOM (HAIIPHMeEp, CKUTAHUE HIIH
npeaBapuTesibHas 00paboTka myTeM Je3uH(GEKIHN) B COOTBETCTBUH C OOBIMHOM MEIULIMHCKOM
IPaKTUKON U B COOTBETCTBHUH C JIEUCTBYIOIIMMH IIPaBHUIaAMHU.

Heucrnons3yeMoe yCTpOHCTBO JOJDKHO OBITH YTWIIM3HPOBAHO CIIEAYIOIMM 00pa3oM: UIJIa HOJDKHA OBITh
yZaJleHa BMECTE C OTXOJaMHU MEIHLIMHCKON JESTeIbHOCTH, MO/IBEPKEHHBIMU PUCKY 3apa)KeHHs, €CIIH OHA
Oblia yjajaeHa U3 yHaKOBKH, IOCKOJIBKY OHA MOXET HOJBEPrHYThCS PUCKY MOBpEkIeHHs. KapToHHas
KOopoOka M OyMaXKHbIe HHCTPYKIMU JOJDKHEI OBITH TepepaboTanbl. OcTanbHbIE YCTPOUCTBA MOTYT OBITH
yJlaJIeHbl 4epe3 OObIYHBIN IOTOK OTXOJI0B MEAULIMHCKUX YUPEIKIACHUH.

15: "'apanTus

ALN 3asgBiseT, 4TO JaHHBIA HPOAYKT OBbUI M3TOTOBJICH B COOTBETCTBMM CO BCEMHM HEOOXOAMMBIMHU
TpeboBanusiMU. HacTosiias rapaHTHs 3aMEHSET U aHHYJIUPYET Bee Apyrie (JopMalibHbIC WIIH MOJTYAIHNBBIC
rapaHTHH, JaHHbIC B CHITy JIOOOTO MOCTAHOBJICHHUS, KOTOPOE YETKO HE CHOPMYIHPOBAHO B HACTOSIINX
JOKYMEHTAaX, B YaCTHOCTH, JIOObIe MOJTYAIUBBIC TAPAHTUH, OTHOCSIIHECS K MPHTOJHOCTH MPOAYKTA IS
BBIITyCKa B MPOJAXy M €ro aJeKBaTHOCTH U CIEHU(pUISCKOro YHNOTPEOJICHHUS, YYUThIBas TO, YTO
TPAHCIIOPTHPOBKA, XPaHEHHE, MOBTOPHAS OYHMCTKA W HECOOTBETCTBYIOLIASI MOBTOPHAS CTEPHIIN3ALIMS
JIAHHOTO MPOAYKTA, & TAKXKE HEKOTOPbIe (haKTOPBI, CBSI3aHHBIC C MALMEHTOM, IUATHOCTUKOM, JICICHHEM U
XUPYPrUYECKUMH MIPUEMaMH, U T.[., HE3aBUCAIIUMH OT KOHTpousisi ALN, BIMSIOT Ha JaHHBIA MPOIYKT U
PEe3yJIbTaThl, KOTOPbIE OH MO3BOJIIET MONYIHTh.

ALN He HeceT OTBETCTBEHHOCTH 32 KaKOW-Obl TO HU ObUIO CIIy4alHbIH WM KOCBEHHbIH yIuepO, HU 3a
TIOTEPU ¥ PACXOBI, HAIIPSIMYIO WM KOCBEHHO CBSI3aHHBIE C HCIIOJIb30BaHUEM JTaHHOTO IPOIYKTa, HO Oeper
Ha ce0s 00s13aTeNbCTBO 3aMEHHUTH €rO.

Hexotopsle cTpanbl He JOIyCKAalOT HUCKIIOYEHHE MOAPa3yMEBAaeMBIX TapaHTUH, HU BTOPOCTENEHHOIO
WM KOCBEHHOro ymepba. Bbl Moxere npuOerHyrs K JApPyrHM HCKaM B COOTBETCTBHH C
3aKOHO/IaTeIbCTBOM Ballleil CTpaHBL.

Kpome Toro, ALN He Oeper Ha ce0s HHKAaKMX JAPYTUX O0s3aTeNbCTB, HHU JOMOJHHUTEIBHON
OTBETCTBEHHOCTH, CBSI3aHHOH C yKa3aHHBIM IIPOYKTOM, U HE JaeT Ha 9TO Pa3pelleHIe HUKAKOMY TPETbeMy
JINLLY.

16: O0s13aHHOCTH CO00IIATH 00 HMHIIMACHTAX MJIN PHCKAX
HHIIUJIEHTOB

BHyuMaHue monp30BaTeNs W/WIH MAIUeHTa: O JII0O0OM Cephe3HOM MHIMACHTE, HPOM30LIEAIIEM B CBS3U C
YCTPOICTBOM, JODKHO COOOIMIATHCS M3TOTOBHTENIO U KOMIICTEHTHOMY OpraHy IOCyJapcTBa-uieHa, B
KOTOPOM yCTaHOBJICHBI [IOJIb30BATENb /MM MalHEHT.
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