CamopackpsbiBawiascs nepudepruieckas HUITHHOJI0BAs CTEHT-CHCTeMAa PROMESA™ BMS
HUHCTPYKIUA ITIO NIPUMEHEHUIO

1. OIIMCAHUE YCTPOMCTBA:
Promesa™ BMS — CamopackphbiBaromasics nepudepudeckas HATHHOJIOBAS CTCHT-CUCTEMa — 3TO MMIUIAHTAIIMOHHOE MEIMIIMHCKOE
ycrpoiictBo kinacca D mo GHTF. [lanHoe ycTpoHCTBO COCTOUT U3 CIEAYIOMNUX KOMIIOHEHTOB -

a) CaMOopacKphIBAIONIUIACS CTEHT U3 HUTHHOJIOBOTO CIIIaBa.

b) Cucrema mocrasku crenra mo nposoauuky (OTW), cocrosimast u3 katerepa PTA ¢ ruOKo#t BBIIBHKHOM 060I0UKOH.
CTeHT mpeaBapuTENBHO 3arpy’KaroT Ha KaTeTep JOCTABKH, GUKCUPYS ero 000104koii. CTEHT pacKphIBaeTCs IyTeM CTATHBAHUS
000JI0YKH, YTO TIO3BOJISIET CTEHTY PACIIUPUTHCS HA TIOBPEXKACHHOM MeCTe B IIPOCBETE apTepUH U1 BOCCTAHOBJICHHUS €€
MIPOXOANMOCTH.

Promesa'™ BMS siBiIsieTcst yCTPORCTBOM TOCTOSHHOM HMILIAHTALIMH, IPUHIAIHATGHAS CXeMa KOTOPOTo MpeCTABIeHa Ha PHCYHKe |
HIDKE.

Pucynox 1. Cxema cucremsi Promesa™ BMS
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1.1. Onucanne KOMIIOHEHTOB YCTPOIiCTBA:
1.1.1 locTynHble ATUHBI U JUAMETPbI CTEHTOB:
JloCTyIHbIe IIHHBI 1 quaMeTpbi crenToB Promesa™ BMS (76 kondburypanmii) mokasasst B Taduue | Hike;

Ta6anua 1 — Matpuna pasmepos Promesa'" BMS

(OTW 0,035'" 80 cm)

HoMuHAILHASE IoaHblii AMaMeTp cTeHTa (MM)
ATHa 7,00 | 8,00 9,00 | 10,00
cTeHTa (MM)
Homep apTukya
30 PRB0700030A PRB0800030A PRB0900030A PRB1000030A
40 PRB0700040A PRB0800040A PRB0900040A PRB1000040A
60 PRB0700060A PRB0800060A PRB0900060A PRB1000060A
80 PRB0700080A PRB0800080A PRB0900080A PRB1000080A
100 PRB0700100A PRB0800100A PRB0900100A PRB1000100A
120 PRB0700120A PRB0800120A PRB0900120A PRB1000120A
150 PRB0700150A PRB0800150A - -
180 PRB0700180A PRB0800180A - -
(OTW 0,035 120 cm)
HomunaabHast Ioaublii AMaMeTp cTeHTa (MM)
JUIMHA CTEHTA 5,00 | 6,00 | 7,00 8,00 | 9,00 | 10,00
(Mm) Howmep apTukyaa
30 PRB0500030B | PRB0600030B | PRB0700030B PRB0800030B | PRB0900030B | PRB1000030B
40 PRB0500040B | PRB0600040B | PRB0700040B PRB0800040B | PRB0900040B | PRB1000040B
60 PRB0500050B | PRB0600050B | PRB0700050B PRB0800050B | PRB0900050B | PRB1000050B
80 PRB0500080B | PRB0600080B | PRB0700080B PRB0800080OB | PRB0900080B | PRB1000080B
100 PRB0500100B | PRB0600100B | PRB0700100B PRB0800100B | PRB0900100B | PRB1000100B
120 PRB0500120B | PRB0600120B | PRB0700120B PRB0800120B | PRB0900120B | PRB1000120B
150 PRB0500150B | PRB0600150B | PRB0700150B PRB0800150B - -
180 PRB0500180B | PRB0600180B | PRB0700180B PRB0800180B - -
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Tadauna 3 - Onucanue NPoAyKTa

Marepuai cTeHTa CTeHT M3rOTOBJIEH METO/IOM JIa3ePHON Pe3KH OECIIOBHBIX TPYOOK U3 HUTHHOJIOTOBOTO
CIUTaBa | AJIEKTponoarupoBaH. CTEHT UMEET peHTreHOKOHTpacTHbIe MeTKH (03/04 Ha
KKJOM KOHIIE).

Karerepnast cucrema aist JOCTaBKU Cucrema goctaBku npeacrasisier coooit katerep OTW PTA ¢ TpeMs koakcHaIbHBIMH
CTEeHTa TpyOKamu, a UMEHHO BHYTPEHHHUM IPOCBETOM, TPYOKOH MPOTAIKUBATEINS M OIJIETEHHON
000510uKOi. BHYTpeHHMI MPOCBET UMEET Ba PEHTTEHOKOHTPACTHBIX IJIATUHO-UPUIUEBBIX
Mapkepa. CTEHT ycTaHaBJIMBAeTCA MEXIY 3TUMU MapKepaMu U, CJIe10BaTeIbHO, OHU
OIpeNieNA0T MECTOIOJIOKEHIE CTEHTA.

IIpocBeT mpoBOJIOYHOTO HAIIPABUTEIIS BO BHYTPEHHEM MPOCBETE MOKPHIBAET BCIO JUIUHY
KaTeTepa, TO €CTh OT BTYJIKH 10 MATKOTO HakOHeYHHKA. OTIeTeHHas: 000JI04YKa MPOXOIHUT
OT OCH BBITSITUBATEJIS 10 MATKOTO HAKOHEYHMKA M TIOKPBIBAET BCIO JUIMHY CTCHTA,
YIEpKHBAsi €r0 OT PACIIUPEHHUS.

ITone3nas ayuHa CUCTEMBI IOCTaBKH CHCTeMBI TOCTAaBKHU JIOCTYIIHEI B IBYX BapHaHTax noje3Hoi umHsl: 80 cM u 120 cM.

[Ipo¢wre HapyKHOH OTUIETKH 6F

Pexomengyemas MUHIMATbHAS 6F*

0005109Ka/HHTPOBIOCED

CoOBMECTUMOCTH C HAIIPaBIIAIONIIM OTW 0,035" (0,89 mm)

MIPOBOTHIKOM

dopmar Koza MpoayKTa PRB= Promesa BMS PRB= Promesa BMS

PRBXXXXYYYA/PRBXXXXYYYB | XXXX=HOMHHAJIbHbBII JHaMETP CTEHTA (MM) XXXX=HOMUHAIFHBIN THAMETP CTCHTA (MM)
YYy=HOMHUHAaJIbHas JUINHA CTEHTA (MM) yYy=HOMHHaJbHas AJIHUHA CTCHTA (MM)
A= (OTW 0,035" 80 cm) B=(OTW 0.035" 120 cm)
Hanpumep. PRB0700030A Hanpumep. PRB0500030B
XXXX=0700 = quametp 7,00 MM XXXX=0500 = guametp 5,00 Mm
yyy=030 = nnmunHa 30 MM yyy=030 = nnuna 30 MM
A = nnuna katerepa 80 cMm B = nymna katetepa 120 cM

* CM. MHIMBUYaJIbHYIO CrielM(UKALMIO TIPOU3BOAMTENS JUtst SkBUBaieHTa (F) Ha aTHKeTKe KOPOOKH M ATUKETKE MaKeTa.

2. POPMA ITOCTABKMU:

CTepunbHbIi: Cucrema Promesa™ BMS CTeprIm3yeTcs razoo0pa3HeM sTmieHokcunoM (ETO) u He sBisercs
nuporeHHoil. OHa peHa3HauYeHa TOJIBKO ISl OTHOPA30BOTO HCIONIb30BaHus. He moaBepraite HOBTOpHON
cTepwin3anyuy. He ucnone3yite ycTpoicTBO, €ClIN YIIaKOBKa BCKPHITA HIIM OBPEXKICHA.

Copepxumoe: Onua exuanma (1) Promesa’™ BMS, pa3MelneHHas B 3aIHTHOM KPYITIOM JIOTKE ¢ 00pydeM, KOTOpBIit
KPETHTCS K JIOTKY IS XpaHeHHS IPOAYKTa, ojHa (1) HHCTPYKIUS 10 MPUMEHEHHUIO, ABe (2) KapTsl
HMMIUTAaHTAILUH CTEHTA.

XpaHeHue: XpaHUTH B IPOXJIATHOM, CYXOM U TEMHOM MECTE B OPHTHMHAJIBHOH ymakoBke mpu TeMmneparype Hmxke 30°C.

CpOoK TOHOCTH: 3 rona.

3. [IOKA3AHUSA K IPUMEHEHMUIO:

CaMopackpbIBaromasics nepudepraeckas HITHHOJIOBAsI CTCHT-CHCTEMA PROMESA™ BMS NpeHa3HaueHa Ajsl UCII0JIb30BaHUs B
JICUCHUH aTePOCKICPOTHICCKHX 3a00JIeBaHI IepUPEPUISCKIX apTEPHid C STAIOHHBIM AHaMeTpoM cocyna ot 5,00 MM g0 7,00 MM B
ciTydae TIOBepXHOCTHOH OenpenHoii aprepun (SFA) u ot 7,00 mm 10 10,00 MM B ciTydae MOAB3AOIIHON apTEpUH Y MAICHTOB,
KOTOPBIE MOJIXOAT AJIsl ITPOBEACHNUS MPOLIEYPhl YpECKOKHOHM TpaHCIIOMUHAIBbHON aHruomiactuky (PTA) u cteHTHpOBaHuSI.

4. TPOTUBOIIOKA3AHUS:
Vcnons3oBanue Promesa’ ™ BMS npoTHBOMOKA3aHO CIEAYIOMIHM THIIAM TIAIIMEHTOB, HO HE OrPAHHIMBACTCS HMH:
e [lanmeHTHl ¢ TMIEPYYBCTBUTEIBLHOCTBIO UM JJIEPTUel Ha TUTaH, KOOAJIbT, XpOM, HUKEIb, MOJIMOJICH, BOJIb(GpaM WIIN
T00BIe KOHTPACTHBIE BEIIECTBA.
e  JlamueHTsl, KOTOPHIM IIPOTHBOINOKA3aHA AHTUTPOMOOLINTAPHAS W/MIIM AHTUKOATYJITHTHAS Teparnusl.
e [lanmeHTsl C TpaHCIUIAHTATAMHU

5. HPEAYIIPEXIAEHUS:

e JlaHHOE yCTPONCTBO IpEeAHA3HAYEHO UCKIIOUUTENIBHO ATl OAHOPA30BOr0 UCIIOIb30BaHMS; HE MIOJIBEPraTh MHOBTOPHOU
crepuwin3anui. He ucnomns3yiite, ecnu ynakoBKa OTKPBITa WK OBpexkaAeHa. [IoBTOpHOE UCONb30BaHNEe, HOBTOPHAS
00paboTKa MM MOBTOPHAS CTEPUIIM3ALIUS MOTYT ITOBBICUTH PHCK 3apaKEHHS AlMEHTa U CHU3HUTH 3((HEKTHUBHOCTD
yCTpOHCTBa.

e HE ucnone3yiite nocne ucredeHne «Cpoka roTHOCTHY, YKa3aHHOTO Ha 3THKETKE.

e JlnnHa mopakeHus I0JKHA OBITh MeHee 10 MM o OTHOILICHHMIO K JUTHHE cTeHTa. Hanmpumep, AiHA OpaKeHUS HE MOXKET
mpeBbrmaTh 170 MM st creHTa utnHOH 180 MM.

e Jluma c u3BeCTHOW THIIEPYYBCTBUTEIHHOCTHIO K HUTHHOITY W/WIIH €r0 KOMIIOHEHTaM (HalpuMep, HUKEJI0, THTaHy) MOTYT
Pa3BUTh AJUIEPTUYECKYIO PEAKIIMIO HA JTaHHBIA UMIUIAHTAT.

e  C 1laHHOW CTEHT-CHCTEMOW PEKOMEH TyeTCsl MCIIOIb30BaTh COOTBETCTBYIONIYIO aHTUKOATYJITHTHYIO W/WJIM aHTHArPEraHTHYIO
Tepanuio B COOTBETCTBUH CO CTAHAAPTOM JICUCHHUS.

e Tlocne T0Oro, Kak CTEHT YaCTHYHO Pa3BEPHYT, €r0 HEJb3s1 CHOBA 3aXBAaTHTh C IOMOIIBIO CTEHT-CUCTEMBL.
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Ecmu Bo BpeMst IPOIBMIKEHNUS CHCTEMBI TOCTABKU OMIYIIASTCS COMPOTUBIICHHUE, HENB3s MPUIIAaraTh N30BITOYHYIO CIITY IS
MIpOTaKUBaHM. V3BIEKUTE CHCTEMY JOCTaBKH U 3aMEHUTE €€ HOBBIM YCTPOHCTBOM.

HenpaBunbHe1 BEIOOP pa3Mepa CTEHTa MOKET MTPUBECTH K MUTPAINU CTEHTA WIH CMEIICHHIO.

[arreHTHI, Y KOTOPBIX MPENOI0KHUTEIFHO €CTh MOPakKeHNE, KOTOPOE MPETATCTBYET MOTHOMY HaJyBaHUIO OajlIoHa [T
AQHTUOIUTACTUKY HJIH MPABUIBHON YCTAHOBKE CTCHTA UIIM CHCTEMBI IOCTABKU CTCHTA.

[poaykT nmpenHa3HAuCH JUIsl BpaueH, MPOIICANNX 00yICHHE 1 00T ar0IIUX OMBITOM B TUATHOCTHYCCKOU U
MHTEPBEHIIMOHHOM COCYANCTON TEXHUKE.

6. MEPBI IIPEJOCTOPOKHOCTMU:
6.1 O0mme Mepbl NPEAOCTOPOKHOCTH:

HE ucrnons3yiiTe NpOayKT, €CIM CTEPHUIbHAS yIAKOBKA BCKPBITA WIIM IIOBPEXKICHA WM KaKas-TH00 4acTh MPEJOCTaBICHHOH
nHpOpPMAaNUs HEJOCTYITHA.

HE ucnons3yiite NpoayKT, €CIM YCTPOMCTBO NOBPEXKACHO WU €CJIM CTEHT Pa3BEPHYT YaCTUYHO.

He meITadiTech yaaauTh CTEHT U3 CHCTEMBI HHTPOABIOCEPA MIEPE]] HCIIONIb30BAHUEM.

He moaBepraiite cucreMy JOCTaBKH BO3JCHCTBHIO OPTaHUIECKUX PACTBOPHUTENEH (HaIIpHMep, CIIHPTA).

He ucnonp3yiite cuCTEMBI BIPBICKA MO JaBJIEHHEM B CUCTEME JOCTaBKU.

He BpamaiitTe HUKaKyro 4acTb CUCTEMBI BO BPEMsI pa3BEPThIBAHUS.

Ilepemerienne ycTpoiicTBa ociae pa3BepTHIBAHUS HEBO3MOXKHO.

[ToBTOpHOE BTATMBaHKE B 000JIOYKY/TIOBTOPHBIHN 3aXBaT CTEHTa HEBO3MOJKEH I10CIIE TOTO, KaK CTEHT IPHJIETaeT K CTCHKE
cocyga.

He ucnone3yiite Promesa’™ BMS B COYETAHUH C APYTHMH CTEHTAMH.

6.2 Mepbl Ipe0CTOPOKHOCTH NIPH MCIIO0JIb30BAHUU CTEHTA

He ynansiite cTeHT U3 CHCTEMBI JOCTAaBKH, TaK KaK yJaJCHUE MOKET IOBPEANTH CTEHT W/HIIM MPUBECTH K AIMOOIN3aIMN
crenTa. CTeHT-cHcTeMa NpeJHa3HaueHa ISl padOTHI B KAUECTBE CHCTEMBI.

Heob6xoanmo cobmronaTe 0co0yr0 0CTOPOKHOCTh, YTOOBI HE CIBUIaTh M HUKOMM 00pa3oM HE IMOBPEIUTH CTEHT B CHCTEME
JIOCTaBKHU. DTO HauboJee BayKHO IPU U3BJICUEHUH CUCTEMBI U3 YIIAKOBKU M YCTaHOBKE YCTPOMCTBA.

6.3 Mepbl npeoCcTOPOKHOCTH NMPH YCTAHOBKE CTEHTA

[IpoTonKHHUTE CUCTEMY TOCTABKH Jablile TIOPAKEHHs U OTTSHHUTE Ha3all, YTOObl YCTPAHUTh POBUCAHUE CUCTEMBI.
YcrpaHeHne BceX MPOBUCAHUI B CUCTEME JJOCTABKU IEPE Pa3BepPThIBAHUEM CTEHTA OMOXKET 00ECIIEYUTh TOYHYIO JOCTaBKY
CTEHTA.

He mpITaliTech BRITAINTG YACTHYHO PACKPBITHIH CTEHT 0OPaTHO Yepe3 HHTPOABIOCED MM HANPABIISIONINN KaTeTep; MOXKET
TIPOM30MTH CMEIIEHNE CTEHTA U3 CUCTEMBI IOCTABKH.

He packpbIBaliTe CTEHT, €CIM OH HENPABUIBHO PACIOJIOKEH B cocyne. (CM. paszaen Y iaieHne cTeHTa/ CTeHT-CHCTEMBI —
MepBbI IPEIOCTOPOKHOCTH. )

6.4 Mepbl IPeIOCTOPOKHOCTH NMPH YAAJEHHUU CTEHTA/CTEHT-CUCTEMBI:

He mpITaliTech BBITAIUTE YACTHYHO PACKPBITHIN CTEHT 00paTHO Yepe3 000I04Ky HHTPOABIOCEPA NI HATIPABIISIOIIHN
kareTep. CTEHT He TpeiHa3HA4EeH AT MOBTOPHOTO 3axBaTa. CTEHT He MpeJHa3HaYeH JJIS IIepeMEelIeHUs TI0CIIe TOro, KaK ero
yCTaHOBMJIHM B cocy/ie. [Toce ycTaHOBKH CTEHTa B COCY/ie HE PeKOMEHIyeTCs epeMenaTh CTCHT BMECTE C CUCTEMOM
JOCTaBKH.

Ecnu B m060# MOMEHT BO BpeMs OCYILECTBIICHHS JOCTYIIA K IIOPAXESHUIO MIIH YAAJICHUS CHCTEMBI IOCTaBKH MOCIe
MMITIAHTAIUK CTEHTA OLIYIIAETCsl HEOOBIYHOE COIIPOTUBIICHHE, BCIO CHCTEMY CIIEIyeT YIJIUTh BMECTE ¢ 000JIOUKON
MHTPOABIOCEPA WIIM HAIPABIIIOINM KaTeTepOM Kak eAnHoe nenoe. HecobmroneHne STHX HHCTPYKIMIA MOKET IPUBECTH K
c0010 pa3BepThIBaHMSA, TPYAHOCTSIM C pa3BepThIBAHNEM, YACTUIYHOMY Pa3BEPTHIBAHHUIO CTEHTA WM Pa3BEPTHIBAHUIO B
HEMNpaBUWIBHOM MECTE.

Ecnu B mo6oe Bpems omrymaeTcs Kakoe-1100 HeoOBIYHOE CONPOTUBIICHNE, BKIFOYAst IPU BPAILICHUH PYKOATKH (MITH
KOJIECHKA), BO BpeMsI pa3BEPTHIBAHUS CTEHTA, BCIO CUCTEMY CIIEIyeT yJAJIUTh BMECTe ¢ 000JI0YKONH HHTPOABIOCEpA UIIH
HaTPaBJIIONUM KaTeTepOM KaK €MHOE IIeJI0€.

He npunaraiite upe3MepHBIX YCHINH, €CJIM BO BpeMs U3BJICUEHHUS CUCTEMBI JOCTABKH Yepe3 Pa3BepHYTHIH CTEHT OIIyIIaeTCs
conpoTtuBieHne. HeMHOTO MPOJABHHBTE CHCTEMY IOCTABKH BIEPE U MPOJOIDKUTE BEITATHUBATH €€.

6.5 Mepbl IPeI0CTOPOKHOCTH MOC/Ie UMIJIAHTAIMU:

UroOb! n30eKaTh HAPYIICHNUSI TEOMETPHU CTEHTa, HEOOX0AMMO TIPOSIBIISITH OOJIBIIYIO OCTOPOKHOCTH IIPH NTEPECEYCHUH HEJaBHO
Pa3BEepHYTOr0 CTEHTa JAPYTUMH YCTPOHCTBAMH, TAKUMH KaK JIpyrasi CUCTEMa JOCTaBKH CTEHTa, KaTeTep Ui BHyTpHcocyaucToro ¥Y3U
(IVUS), npoBosHKK nim OaJUTOHHBIN KaTeTep.

7. HOBOYHBIE D®®EKTDI:
Bo3mosxHbIe T0604HBIE 3()(HEKTHI, KOTOPBIE MOT'YT BO3HHKHYTh, BKIIOYAIOT, TOMUMO IIPOYEro, CIIeAyomIee:

AJneprudeckasi peakiys Ha aHTHKOATYJISIHTHYIO W/MITH aHTUTPOMOOTHYECKYIO TEPAITHIO MITH KOHTPACTHOE BEIIECTBO
AJnepruyeckasi peakus Ha HUTHHOJ

ATepoTpoMOOTHYECKast MUKPOIMOOIHS (CHHAPOM CHHETO HaJbIla HOTH)

AHeBpu3Ma npencepaus

PaspeIB aprepun

Tpom603 npencepaus
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ApTeproBeHO3Has QUCTyIA

CMmepTh

OMObomus

I'ematoma/kpoBoTEUCHHE

l'umoreH3us/runepTeH3us

Peakiuu runepuyBCTBUTEIILHOCTH

Wubexiys, MeCTHaS WU CUCTEMHAs, BKIIFOYasi 0AKTCPUEMHIO WM CEITUIICMHIO
Oo0pa3oBanue uHpeKIUH/adcIiecca B MECTE JOCTYIIa

Wndeknus u cencuc

Hiemusi, TpeOyromasi BMEIIaTeNbCTBA (IIYHTHPOBAHUE WM aMITyTAIlUs Tabl[a HOTH, CTOIBI WJIA HOTH)
dopMupOBaHHE TICEBI0AHEBPU3MBI

IToueuyHnas HEMOCTATOUYHOCTH

Pecrenos cTeHTHpOBaHHON apTepun

OMOonmm3anus cTeHTa

HenpasunbHOE MOJI0XKEHNAE CTEHTA

Murpanus cTeHTa

[epenom cToiiku cTeHTa

Tpom003 MK OKKITFO3Us CTEHTA

Iepdoparust uam paspeiB cocyna

YXxyauieHue Kiaynuka/ 001 B COCTOSHUH MOKOS

8. UHANBUAYAJIU3ALUA JEYEHUA:

Ilepen ncnons3oBanneM Promesa’™ BMS prCK H NPEHMYIIECTBA CIEAyeT YIUTHIBATE IS KAX/I0TO NAIMCHTA B
otaenbHOCcTH. PakTOPHI 0TOOPA MALMEHTOB JOJDKHBI BKIFOYATh CY)XICHHE O PUCKE IPUMEHEHHUS aHTHArPETaHTHOM Teparuy.
Oco0oe BHUMaHHE CICAYET yIeSTh MAalUeHTaM ¢ HeJaBHO aKTUBHBIM IACTPUTOM WIIH S3BEHHOH 0OJIC3HBIO XKy IKa.
Crenyet paccMOTPETh NPEKIMHUYECKUE COCTOSHUS, KOTOPBIE TOBBIIAIOT PUCK MJIOXOTO HAYaJIbHOTO Pe3yIbTaTa WM PHCK
9KCTPEHHOT'O HAMPaBJICHHUS HA ONEPALUIO IIYHTUPOBaHUS (CaXxapHbIi TUadeT, oYeyHass HeJJOCTaTOYHOCTh U TSIKENI0e
OXKHpPEHHE).

Taxoxe HEOOXOIUMO PACCMOTPETh PACIIONIOKEHUE COCYyIa, TAJOHHBII pa3Mep cocya, JUIMHY MOPa)KeHUs, Ka4eCTBEHHBIE
XapaKTEePUCTHUKH 1IEJIEBOTO NOPasKeHNUs ¥ MOCIECTBHS OCTPOr0 WM MOJOCTPOro TpoMOo3a.

Ha tpom603 nociie MMIJIaHTaluy CTeHTA BIMSIOT HECKOJIBKO MCXOHBIX aHTHOTpaMYeCcKHX U MpoleaypHbIX (akTopos. K
HHUM OTHOCSTCS TPOMO, CHOPMHUPOBABILHICS B TSUCHUE IPOLCAYPHI, U JUCCEKIHS ITOCIIE HMIUTaHTAIUK CTEHTa. Y
NaUEHTOB, IEPEHECIINX TepU(epuIecKoe CTCHTHPOBAHNE, IEPCUCTCHIMS TPOMOA HITH TUCCEKUHS TOJKHBI
paccMaTpHBaThCs Kak MapKep HOoCIeayomeld TpOMOOTHYECKOI OKKITIO3MH. DTH HAllUeHTHI TOJDKHBI HAXOIHUTHCS [0 OYCHb
TIIATEJILHBIM HAOMIOICHUEM B TEYCHHE IIEPBOTO MeCsLa ITOCIIe MMIIAHTALMY CTEHTA.

9. UICTIOJIb30BAHHUE B OCOBBIX I'PYIIIIAX HACEJIEHUA:
bezonacuocts 1 3 hexkTHBHOCTH Promesa' " BMS He Gbina YCTaHOBJIEHA B CJIEAYIOIIUX I'PyIIax MalueHTOB:

[TanmeHTH! ¢ UMEIOIMMCS TPOMOOM B MeCTEe TIOPAKEHHUS COCcya

[TanmenTsl, poNIEAIIHE OPaXUTEPATTUIO IIENIEBOTO TOPAKECHHS

bepemennbie nanueHTKH: HeT ajjekBaTHBIX U XOPOIIO KOHTPOJIUPYEMBIX UCCIIEOBAHUN B OTHOIIEHUN OepeMEHHBIX KEHIITUH
WJIM MYXKUMH, TUNIAHUPYIOIUX pokaeHne pedenka. DPPeKkTUBHYIO KOHTPAIETIIIHIO CIEAYeT HAaUWHATh 10 UMIUIAHTAI[IH
Promesa™ BMS u MPOJOJKATh B TeUeHHE 12 Helenb Nociae UMILIaHTALMH. Promesa' ™ BMS CJelyeT UCI0JIb30BaTh BO
BpeMsi OEpEMEHHOCTH TOJIBKO B TOM CIIydae, €CIIHM MOTEHIMAaIbHAS T0JIb3a IMPEBHIIIAST MOTEHIINATBHBIN PUCK TSI SMOpHOHA
WU IJI0/1A.

BeszomacHoCTh M 3()()eKTHBHOCTH HCIIOB30BAHUS OpaxXUTeparny, almnapaToB A MEXaHHIECKOH apTepIKTOMUH (KaTeTephl
HaTpaBJICHHOW apTepIKTOMUH, POTAIIMOHHBIC KaTETEePHI ISl apTEPIKTOMHUHN) HIIH KaTeTEPOB IS JTa3epHON aHTHOTUIACTHKH
IIJISL JICYSHHMS CTeHO3a CTeHTa BPromesa™ BMS €l HE YCTaHOBJICHA.

10. THOOPMALIHUA O KIMHUYECKOM ITPUMEHEHHNN:
10.1 IIpoBepka nepea UCMOJIb30BAHUEM:

BHUMAaTENbHO OCMOTPUTE CTEPUIIBHYIO YIIAKOBKY IIEPE] BCKPBITUEM.

He ucnons3yiite NponyKT, €Ciy YIIAKOBKA MOBPEXKIEHA UIIU BCKPBITA.

IIpoaykT He clieayeT UCHOIb30BaTh NMocie ucteueHust «Cpoka TOMHOCTHY, YKa3aHHOTO Ha STHKETKE.

Ecnu crepunbHas ynakoBKa BBIMISAUT HETIOBPEXKIECHHOMN, pa30pPBUTE CTEPUIIbHBII MAKET U OCTOPOKHO IEPEHECUTE MPOAYKT
B CTEPUIILHOE T0JI€ C TOMOIIbIO ACENTHYECKON TEXHUKH.

OCTOpPOKHO U3BIEKUTE CUCTEMY U3 YIIAKOBKH JIOTKA.

OcMOTpHTE CTEHT-CHCTEMY Ha IPEAMET N3rHO0B, NEPETHO0B U JPYTHX IMOBPEKACHHUH.

He ucnonp3yiiTe MPOIyKT, €CIIM OTMEUEH KaKOH-TTHO0 U3 BHINICTIEPEUNCICHHBIX Ae(EeKTOB.

10.2 HeoO0xoaumble MaTepHAJIbI:

O06on04YKa UHTPOABIOCEPA

2-3 mmpuna (10-20 cm)

1000 MKr/500 cM®, HOpMAPHOTO TEMAPUHU3HPOBAHHOTO (u3HoNOrHIecKoro pacreopa (HepNS)
ITpoBonounslii HartpaBuTens auamerpom 0,035" (0,89 mm)
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KoHTpacrt, pa36aBieHHBIH HOpMaTbHBIM (U3HOJIOTHIECKUM pacTBopoM 1:1
Wunednstop

TpexxonoBoii 3aNIOpHBIN KpaH

Y CTpOWCTBO AT CO3MaHMS KPYTSIIEro MOMEHTA (€CIIH IPUMEHHIMO )
HuTpoaprocep NpOBOJIOYHOTO HAPABUTEIS

10.3 Boi6op pa3mepa cTeHTa:
e lI3MephTe AUaMETp ITATOHHOTO COCYAa (POKCHUMANBHBIN U TUCTATIBHBIN MO0 OTHOIICHHIO K OYary MOpaXCHUS WK
OOCTPYKIIMH) M UCTIOIB3YHTEC HAUOOIBIINIA 3TAIOHHBIA THAMETpP B KAYeCTBE OCHOBBI JJIs1 BBIOOPA MOIXOASIICTO pa3Mepa
cTeHTa. BriOepuTe CTEHT B COOTBETCTBUHU C PCKOMEHIAIMSMHY B TaOJIHIIC HHIXKE:

Taoauuna-4
HomuHaabHBIi iMaMeTp cTeHTa (MM) JTaJIOHHBIH THAMETP cocyaa (Mm)
5,00 3,00-4,50
6,00 4,00-5,50
7,00 5,00-6,50
8,00 6,00-7,50
9,00 7,00-8,50
10,00 8,00-9,50
Baumanue: HenmpaBuibHblii BbIOOP pa3Mepa CTEHTA MOKeT NPMBECTH K MUTPAllMU CTEHTA WM CMELIEeHHUI0.

10.4 PazMelenne HeCKOJIbLKHUX CTEHTOB:
Ecmu manuenTy TpeGyeTcsl yCTaHOBKA HECKOJIBKAX CTEHTOB, YTOOBI MOKPHITH BCIO JUTMHY HOPaKEHHUS, CIISAYEeT YIUTHIBATh
CIIeYIONIE PEKOMEH AL
L] CHaqana CTCHT MOXET yCTaHaBHI/IBaTbCH B JII/ICTaJII)HOﬁ I10 OTHOLWICHUIO K MCCTy nopanceHmI O6J'laCTI/I, a 3aTEéM B
MIPOKCUMAJILHOH (T.€. BTOPOI CTEHT IOJDKEH OBITh YCTAHOBJICH IMPOKCHMAJIBHO 10 OTHOIICHHUIO K paHEe YCTAHOBJICHHBIM
CTEHTaM).
L] CTeHTLI, paSMeU_IeHHI)Ie B TaHACMC, NJOJI’KHBI HeperLIBaTbCH Tak, lITO6IJI 06ecneq1/m> IIOJIHOC HOKpLITI/Ie nopanceHm[.

10.5 IIpoueaypa pa3BepThIBAHUSA:
e JloArOTOBBTE MECTO COCYIAMCTOrO JOCTYIA B COOTBETCTBHHU CO CTAaHAAPTHOM MPAaKTHKOM.
e IlpexBapurenibHas qUIATALMS IEPE] YCTAHOBKOM CTCHTA HE SIBJISIETCS 00513aTeIbHONW M OCTAeTCs Ha YCMOTPEHHE Bpaya.

A) YnajieHue cucTeMbl JOCTABKHU

1. I[Tocie mOTHOTO pa3BEePTHIBAHUS CTEHTa OCTOPOKHO CHIMHUTE CHCTEMY JTOCTAaBKH O] PEHTTCHOCKOITNIECKUM KOHTPOJIEM,
Ha6n10z[a;1 3a peHTFeHOKOHTpaCTHBIM HAaKOHCYHHUKOM, OCTaBHUB HpOBOJ’IO‘IHHﬁ HaHpaBI/ITeHb Ha MECTE.

Ilpumeuanue: Ecnu 60 épems npoeedeHus cucmemsl 00CMAaeKuU 4epe3 CHeHm oOuyuiaemcsa COnpomueienue, CHo6a
nepemecmume OnjieMeHHYI0 0007104KY HAO 6HYMPEHHUM RPOCEENOM 8 NOTLOIHCEHUE nePed PA36EPMblIEAHUEM.

Boteeoume cucmemy 6 ymom nonosxicenuu. Ecnu conpomuenenue ece euwie 603HuUKaem npu nONbIMKeE 8bl6ECHU CUCEMY
00CmagKu, 6clo cucmemy ciedyem yoanums emecme ¢ 0007104K0I UHMPOObIOCEPA UNIU HANPABIAIOWUM KAMEM epom KaK eounoe
uenoe.

B) IIpomoiiTe cucremy 10CTaBKH
Hcnonp3yiiTe mmpuir 006eMoM 5 MJI, YTOOBI TPOMBITH IIPOCBET IIPOBOJIOYHOTO HANPABHUTEIST (PU3HOJIOTHIECKUM PACTBOPOM,
TIOJIKJIIOYMB IITPHI K pazbeMy Jltospa (cM. PucyHok 2 Hipke).

- x ; === — B B D ——

Puc.2 IIpoMbIBKA cuCTEMBbI JOCTABKHU
IIpumeuyanue: Bpemsi Me:kay NpoMbIBKOIl U pa3BepThHIBAHHEM CTEHTA J0JKHO ObITh CBeleHO K MUHMMYMY U He J0JIKHO
NpeBBIATH 5 MUHYT.

Hcnonp3ys peHTTeHOCKOIHIO, IPOIBUTAWTE CHCTEMY JIOCTAaBKHU TI0 TIPOBOJIOYHOMY HAIIPABHUTEIIO Yepe3 000I0UKyY
I/IHTpOJlI)}OCepa/Hal'[paBJ'Iﬂ}OH_II/Iﬁ KaTeTep A0 TEX IOP, IMOKAa AUCTAJBHBIC PEHTTCHOKOHTPACTHBIC MECTKH U3 TaHTaJIa Ha CTCHTE HE
OKaXXyTCsl 3a TIpeJIe]IaMHt [IeJIeBOTO MecTa opakeHus (cM. PHCyHOK HIDKe).

2 £ . pa—

Puc. 3 lIpoaBu:keHue cucTeMbl JOCTABKH Yepe3 NOPaskeHue

B) BripaBHMBaHHE CTEHTA
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Ilepen BeIpaBHUBAaHUEM CTEHTA BaXKHO:

a. MakcuMainbHO BEIIPAMUTE IPOKCUMAIBbHYIO YaCTh CHCTEMBI IOCTaBKH (cM. Puc. 5 Hike).
b. [lepxath pyKOATKY B YCTOHYMBOM HOJO0KESHUH.

. _v,/h_ -
Puc.4 Jlep:xxute cucreMy T0CTABKH MPSAAMO: He crudaiite
2 BrIpaBHUBaHNE CTEHTA JOJKHO BBIOIHATHCS MO/ PEHTTCHOCKOIMYECKIM KOHTPOJIEM.

BhIpoBHSI#iTE PEHTTEHOKOHTPACTHBIE MapKEPhl CTEHTA B HY)KHOM IMOJI0KEHHHU. Tenepb CTEHT T0JDKEH OBITh TOTOB K Pa3BEPTHIBAHHUIO.
(Cwm. PucyHnok HIXKE)

HNau.5 BolpaBHUBaHMe CTEHTA

D) Pa3BepTbiBaHMe CTEHTA

Ilepen pa3BepTHIBAHUEM CTEHTA BAXHO:

a. MakcuMabHO BBITPSIMUTE TIPOKCUMANIBHYIO YacTh CUCTEMBI JOCTaBKH (cM. Puc. 5 Hike).
b. [lepxath pyKosTKY B ycTOHUMBOM nojioxeHnd. (CMm. PucyHok Huxke).

—————

e p—

Puc.6 [ep:kurte cucremMy 10CTABKHU NPSIMO: He crudaiite

YToObl BBITYCTUTh CTEHT U3 CUCTEMbI IOCTABKH, KPETKO JIEPXKUTE BTYJIKY OJHON PYKOA, a APyroi pyKoi HOBEpPHUTE KOJIECHKO T10
yacoBoii crpenke. Korza cteHT OyZeT BBIMYIEH U3 CUCTEMBI IOCTABKH, BbI YCIBIIIUTE IEITIOK.




—
Fonecueo PyroaTrz

Puc.7 PazBepThiBaHMe CTEeHTA: BpallleHUe KOJIeCHUKa
Ilpumeuanue: Cnedyem codnooamsp 0CmopoHCHOCHIb, YMOObL YOEPHCUBAMb 6MYIIKY HEROOBUNCHO U YCIPAHAMD T100ble
RPOBUCAHUA 6 cUCHIEME CINEeHMa, YIMO0bl CIEeHM He PACMAZUBAICA WU He CHCUMATICA NPOOOILHO 60 8PeMA PA3GEPMbIGAHUs (O
ecmb, Ymoodvl cmenm Ol pazeepuym Ha Hyschyio onuny). Ilonnoe pazeepmuiganue 01unpl cmenma npou3oiioem, K020a
oucmanvublil KOHeY njiemenoli 060104Ku 6yoem npomanym naod RPOKCUMAILHOIL YACHbIO CIEHmA.

ITo Mepe pa3BepTHIBaHUS MPOAOIDKANTE MEJIEHHO BpaIlaTh KOJECHUKO, IJIABHO U MOCIE0BATENbHO, (cM. PUCYHOK HIDKE) 10 TexX 1op,

MOKa CTEHT He OyJIeT MOJHOCTBIO Pa3BEPHYT MJIM HE 3aKOHYHUTCSI XO/1 KOJIECUKA U OCh BHITATUBATEINS HE MOSBUTCSI HA MPOKCUMAIIbHOM
KOHIIE PYKOSITKH.

Cucrema gocTaBka:
Omniererras ofo0Ixa

CucTreMa J0CTABRE:
BayTpersni kaTeTep

3
T Ocs eurTamxiearent
. ) _— =
el 1 7 H.
——— Y
" ; —N\— \
. anl Paszenm Jhozpa
Konzcixo Pyxroarka

Puc.8 Pa3BepT]>IBaHI/Ie CTEHTA: BPAllICHHE KOJIECHKA 10 MOABJICHUA OCH BBITATUBATECIA

Ilpumeuanue: Ilocne nauana pazsepmuléanus cmenm 001cen 6bimy NOAHOCMbIO pazeepruym. Himenenue nonoicenus cmenma
™
Promesa ™ BMS neso3moiicno, max Kak moaKkarowas KAmMyuwKa cucmemsl 00CMagKu He Modcen Oblmb ROGMOPHO RPORYU|eHA
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HAO cmeHmom nocie Hadana pazeepmoleanui. Hndmpmaumo 0 NPONYULEHHBIX ROPANHCEHUAX CM. epa3()e.71e «Pamtemeuue
HECKOIbKUX CHMEeHmoe6» Hacmoﬂmeﬁ anmpymmu no uCnoJjib306aHuUI0

HMHceTpyKuuM no pa3BepThIBAHUIO CTEHTA JJIMHOMH os1ee 120 Mm
OTTSHATE CHHUH CTEPIKEHB BBITATHBATEIS Ha IPOKCUMAIILHOM KOHIIE PYKOSATKH, ITOKa OH HE 3a(UKCHPYETCs. ITO MOATBEPIAHT
oJiIHOE pa3BepThiBaHue cTeHTa. (CM. PucyHok Huxke).

Crcrema JocTaBkE:
Omnnererras oboogxra

CucTema JocTaBRE:
BryTpesEnE RaTeTep

/ Ocr exrTankusaTan
Pazzen Jhozpa

PyxroaTka

E) YnaneHue cucTeMbl 10CTABKH

1. Tlocne mosHOro pa3BepTHIBAHUSA CTEHTa OCTOPOKHO CHUMMTE CHCTEMY JOCTABKH MOJ] pEHTTEHOCKOIUYECKUM KOHTPOJIEM,
HabJI01as 32 PEHTTeHOKOHTPACTHBIM HAKOHEYHUKOM, OCTaBUB IIPOBOJIOUHBIN HAallpaBUTEIb HAa MECTE.

Buumanue: He npunaraiite ype3MepHbIX YCHIHM, €CJIM BO BPEMs U3BJICYCHUSI CUCTEMBI JOCTABKYU YEPE3 PA3BEPHYTHIN CTEHT
OILlyIAeTCsl CONPOTHUBIEHKHE. HeMHOro NpoABUHBTE CUCTEMY JOCTABKH BIIEPE] U IPOJOIIKHUTE BBITATHBATS €€.

2. YtoObl yOemuThCS B MOJTHOM Pa3BEePTHIBAHWHU YCTPOICTBA, BHIOJIHUTE apTepHaIbHYIO aHTHorpamMy. Ecin HenoHoe
pacMpeHye CTeHTa HabJIIo1aeTcsl B JTF000H TOUKe MopaykeHus!, 0aNIOHHAs AWIATAIHs TTOCIIe pa3BepThIBAaHNUS (CTaHIapTHAs
PTA) MokeT OBITH BBITIOTHEHA 110 YCMOTPEHHIO Bpava.

3. IlpoBepbTe cucTeMy JOCTABKH HOCIE N3BJICUCHUS U3 MALMEHTA, YTOObI yOSIUTHCS, YTO HAKOHEYHHK U BHYTPEHHHH KaTeTep
He pazzaeneHbl. CoXpaHsHTe TOCTYI K HAIPaBUTENIO 10 3aBEPIIEHHS 9TOH IPOBEPKH.

4. VYnpanute U3 MalMEeHTa MPOBOJIOYHBIN HAMPABUTENb U 000JI0UKY HHTPOABIOCEDPA.

5. Tlocne ucnonap30BaHUS YTHIN3UPYHTE MPOAYKT M YIIAKOBKY B COOTBETCTBUU C MOJUTHUKOI OOJIBHMIIBI, aAMUHUCTPALINU
W/WITM MECTHOT'O CaMOYTPaBJICHHUS.

10.6 IocJe mpouenypbi:

6. Ecnu CTEHT He MOJHOCTHIO PACKPBUICS [Ie-TO HA NPOTSHKEHUU MTOPAKEHHS, MOYKHO BBITIOIHUTEH OAJUIOHHYIO JTHIATAIUEO
nocie pa3sepThiBanus. Beibepure 6auton PTA, muamerp KOTOpOro mocie HayBaHHsi COOTBETCTBYET 3TAJIOHHOMY JIMAMETPY
LENIEBOTO COCy/Ia.

7. Tlonyuurte aHruorpapuyYECcKyr0 BU3yaIH3alHi0 CETMEHTa CTEHTUPOBAHHOTO COCY/IA.

11. OTka3 OoT rapaHTHH U OrPAaHNYEHUE CPEACTB MPABOBOM 3aIIUTHI:

Kommnanus Meril Life Sciences Pvt Ltd. He nmpenocTaBiseT HUKaKUX SIBHBIX WIIM TIOAPa3yMEBaEeMBIX TapaHTHH, BKIIIOYAs], TOMHAMO
[POYero, JIOOYI0 NOAPa3yMEBaEMyIO rapaHTHIO KOMMEPUYECKOH IPUTOIHOCTH WIIM MIPUTOAHOCTH ISl OTIPEIeNICHHO 1IeH B
OTHOIICHUH MPOIYKTOB, ONMCAHHBIX B JaHHOM myOnmkanmu. Hu npu kakux oOctostenscTBax Meril Life Sciences Pvt. Ltd. ve Hecer
OTBETCTBEHHOCTH 32 JIIOObIE MPsIMbIE, HENPSMBbIE, CITy4aiiHbIe WIIM KOCBEHHBIE YOBITKH. B HEKOTOPBIX IOPUCIUKIMSAX HE JIOIYCKAETCs
MCKJIIOYEHHE MM OTpaHUYEeHHE NOopa3yMeBaeMoil rapanTuu. B ciy4yae 10pUCIUKIMN, B KOTOPBIX HE JIOMY CKACTCsl UCKITIOYSHUE UITH
OrpaHMYEeHUE OTBETCTBEHHOCTH B OTHOILICHNH CITyYaiHBIX WIIM KOCBEHHBIX YOBITKOB, HEKOTOPBIE U3 BBIICYKA3aHHBIX HCKITIOYEHUH
MOTYT He ITpUMeHsThes. [lareHT Takke MOXKeT UMETh Ipyrue Mpasa, KOTOpble BapbUPYIOTCS B 3aBUCHMOCTH OT TOM MIIM MHOU
IOPHUCANKIIHH.

OmnucaHus Wiy crienudukanuy B me4atHeIx MaTepuanax ot Meril Life Sciences Pvt. Ltd., Bkirodas gaHHyr0 mMyOIHKanuio,
IpeiHa3HaYeHbl UCKIIIOUNTEIBHO JJIs OOIIEro ONMCAaHUS MIPOIYKTa HA MOMEHT NPOU3BOJICTBA M HE SBISIOTCS KAKUMH -JTO0 TIPSIMBIMA
rapaHTHAMH.

Meril Life Sciences Pvt. Ltd. He HeceT OTBETCTBEHHOCTH 3a TIPSIMO#, HETIPSIMOM, CITy9IaiHBIN MITH KOCBEHHBIH yIiiep0, BO3HUKIIHI B
pe3yJsbTare MOBTOPHOT'O UCIIOJIb30BAHHS IPOIYKTA.
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Promesa’sms Self-Expanding Nitinol Peripheral Stent System

INSTRUCTIONS FOR USE ENGLISH

1. DEVICE DESCRIPTION:
The Promesa™ BMS — Self-Expanding Nitinol Peripheral Stent System is a GHTF Class D Implantation
Medical Device. This device consists of following components —

a) A self-expandable stent made from Nitinol alloy.

b) An over-the-wire (OTW) stent delivery system consisting of PTA catheter that has flexible retractable
sheath.

The stent is pre-loaded on the delivery catheter constrained by covering it with the sheath. The stent is

deployed by retracting the sheath which allows the stent to expand against the lesion in the arterial

lumen to[estore its patency.

Promesa " BMS is permanent implantation device and its schematic diagram is shown in below Fig. 1.
Figure 1- Promesa™ BMS System Schematic Diagram
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1.1. Device Components Description:
1.1.1  Available Stent Lengths & Diameters:
Available stent lengths & diameters (76 configurations) are shown in table-1 below for Promesa™
BMS;
Table 1 - Promesa’™ BMS Size matrix

(OTW 0.035" 80cm )
Unconstrained stent Diameter (mm)
Nominal
Stent Length 7.00 8.00 9.00 10.00
(mm)
Reference Number
30 PRB0700030A Pl Pl PRB1000030A
40 PRB0700040A Pl Pl PRB1000040A
60 PRBO700060A Pl Pl PRB1000060A
80 PRB0700080A Pl Pl PRB1000080A
100 PRB0700100A PRB0800100A PRB0900100A PRB1000100A
120 PRB0700120A PRB0800120A PRB0900120A PRB1000120A
150 PRBO700150A PRB0800150A - -
180 PRB0700180A PRB0800180A - -
(OTW 0.035™ 120cm )
Nominal Unconstrained stent Diameter (mm)
Stent
Length 5.00 600 [ 7w [ s | 9.00 10.00
(mm) Reference Number
30 PRB0500030B PRB0600030B PRB0700030B PRB0800030B PRB0900030B PRB1000030B
40 PRB0500040B PRB0600040B PRB0700040B PRB0800040B PRB0900040B PRB1000040B
60 PRB0500060B PRB0600060B PRB0700060B PRB0800060B PRB0900060B PRB1000060B
80 PRB0500080B PRB0600080B PRB0700080B PRB0800080B PRB0900080B PRB1000080B
100 PRB0500100B PRB0600100B PRB07001008B PRB0800100B PRB0900100B PRB1000100B
120 PRB0500120B PRB0600120B PRB0700120B PRB0800120B PRB0900120B PRB1000120B
150 PRB05001508B PRB0600150B PRB0700150B PRB0800150B - -
180 PRB0500180B PRB0600180B PRB0700180B PRB0800180B - -

Table 3 - Product Description

The stent is made by laser cutting seamless tubing of Nitinol alloy and
electro polished. The stent has 06/08 radiopaque markers (03/04 at

Stent Material each end).

The delivery system is an OTW PTA catheter with three coaxial tubes
viz. inner lumen, pusher tube and braided sheath. The inner lumen has
two platinum-iridium radiopaque markers. The stent is mounted
between these markers and hence they define location of the stent.
The guide wire lumen within inner lumen covers the entire length of the
catheter i.e. from hub to the soft tip. The braided sheath extends from
Puller Shaft to the soft tip and covers the entire length of the stent
restraining it from expansion.

Stent delivery catheter
system

Delivery system usable

The delivery systems are available in two usable lengths viz. 80cm and
length 120cm.

Outer braided sheath
profile
Recommended
Minimum Sheath/
Introducer

6F

6F*

Guide wire compatibility | OTW 0.035” (0.89mm)

PRB= Promesa BMS

xxxx=nominal stent diameter (mm)
yyy=nominal stent length (mm)
A=OTW 0.035" 80cm )

For Example. PRBO700030A
xxxx=0700=Diameter 7.00mm
yyy=030=Length 30mm

A=80cm catheter length

PRB= Promesa BMS

xxxx=nominal stent diameter (mm)
yyy=nominal stent length (mm)
B=0OTW 0.035" 120cm )

For Example. PRB0500030B
xxxx=0500=Diameter 5.00mm
yyy=030=Length 30mm

B=120cm catheter length

Product code format
PRBxxxxyyyA /
PRBxxxxyyyB

*see the individual manufacturer specification for (F) equivalent on box label and pouch label.

2. HOW SUPPLIED:

Sterile: Promesa™ BMS is sterilizedwith Ethylene oxide (ETO) gas and is non-pyrogenic. Itisintended for
single use only. Do not re-sterilize. Donot use the device if the package isopened or damaged.

Contents: One (1) Promesa™ BMS housed in a protective circular hoop tray which fixed onto a product
holding tray, one (1) Instructions for Use, two (2) Stent Implant Cards.

Storage: Store in acool, dry and dark place in its original packaging below 30°C.

Shelf Life: 3 years.

3. INDICATIONS:

The Promesa™ BMS - Self-Expanding Nitinol Peripheral Stent System is intended for use in the treatment
of atherosclerotic diseases of peripheral arteries with reference vessel diameter of 5.00 mm to 7.00 mm for
Superficial Femoral Artery (SFA) and 7.00 mm to 10.00 mm for lliac Artery in patients eligible for
Percutaneous Transluminal Angioplasty (PTA) and Stenting procedures.

4. CONTRAINDICATIONS:

The Promesa™ BMS is contraindicated but may not be limited to the following patient types:

« Patients with hypersensitivity or allergies to titanium, cobalt, chromium, nickel, molybdenum, tungsten,
or any contrast media.

Patients in whom anti-platelet and/or anticoagulant therapy are contraindicated.

Transplant patients

o

WARNINGS:

This device is intended for single-use only; do not resterilize. Do not use if the package is open or
damaged. Reuse, reprocessing or re-sterilization may increase the risk of patient infection and risk of
compromised device performance.

DO NOT use after the “Use By” date specified on the label.

The lesion length should be less than 10mm with respect to the stent length. For example; the lesion
length may not be more than 170mm for the stent with 180mm length.

Persons with known hypersensitivities to nitinol and / or its components (e.g., nickel, titanium) may
suffer an allergic reaction to this implant.

Use of appropriate anticoagulant and / or antiplatelet therapy per standard of care is recommended
for use with this stent system.

Once the stent is partially deployed, it cannot be recaptured using the stent system.

If resistance is met during advancement of the delivery system, do not force passage. Remove the
delivery system and replace with a new device.

Improper stent size selection may lead to stent migration or stent jumping.

Patients judged to have a lesion that prevents complete inflation of an angioplasty balloon or proper
placement of the stent or stent delivery system.

The product is intended for use of physicians trained and experienced in diagnostic and
interyventional vascular technique.
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6. PRECAUTIONS:

6.1 General Precautions:

« DO NOT use if the sterile package is opened or damaged or any information provided is obscured.
« DO NOT use if the device is damaged or if the stent is partially deployed.

« Do not try to remove the stent from the introducer system before use.

« Do not expose the delivery system to organic solvents (e.g., alcohol).

« Do not use power injection systems with the delivery system.

« Do not rotate any part of the system during deployment.

Repositioning of the device after deployment is not possible.

Re-sheathing / Recapturing of the stent is not possible, once the stent has apposed the vessel wall.
Do not use the Promesa™ BMS in conjunction with other stents.

6.2 Stent Handling Precautions:

« Do not remove the stent from its delivery system, as removal may damage the stent and / or lead to
stent embolization. Stent system is intended to perform as a system.

« Special care must be taken not to handle or in any way disrupt the stent on the delivery system. This
is most important during system removal from packaging and device insertion.

6.3 Stent Placement Precautions:

o Advance the delivery system past the lesion and pull back to help remove slack from the system.
Removing all slack from the delivery system prior to stent deployment will help ensure accurate stent
delivery.

« Do not attempt to pull a partially expanded stent back through the sheath or guiding catheter;
dislodgment of the stent from the delivery system may occur.

« Do not expand the stent if it is not properly positioned in the vessel. (See Stent / System Removal —
Precautions.)

6.4 Stent / System Removal Precautions :

« Do not attempt to pull a partially-expanded stent back through the introducer sheath or guiding
catheter. The stent is not designed for recapturing. The stent is not designed for repositioning once
the stent has apposed the vessel. Once the stent is apposed to the vessel, it is not recommended to
reposition the stent with the delivery system.

o Should unusual resistance be felt at any time during lesion access or removal of the delivery system
post stent implantation, the entire system should be removed together with the introducer sheath or
guiding catheter as a single unit. Failure to follow these instructions could result in failure to deploy,
difficulties with deployment, partial stent deployment or deployment in an unintended location.

o If any unusual resistance be felt at any time including rotating the handle gear (or thumbwheel),

during stent deployment, the entire system should be removed together with the introducer sheath

or guiding catheter as a single unit.

Do not apply excessive force if resistance is felt during delivery system retrieval through the deployed

stent. Slightly advance the delivery system and continue withdrawal of the delivery system.

6.5 Post Implant Precautions:
Great care must be exercised when crossing a newly deployed stent with other devices such
as another stent delivery system an intravascular Ultrasound (IVUS) catheter, a guide wire or

balloon catheter to avoid disrupting the stent geometry.

7.  ADVERSE EFFECTS:

Possible Adverse Effects that may occur include, but are not limited to, the following;:
Allergic reaction to anticoagulant and/or antithrombotic therapy or contrast medium
Allergic reaction to nitinol
Atherombolization (Blue toe Syndrome)

Artrial aneurysm

Arterial rupture

Artrial thrombosis

Arteriovenous fistula

Death

Embolism

Hematoma/hemorrhage
Hypotension/hypertension
Hypersensitivity reactions

Infection, local or systemic, including bacteremia or septicemia
Infection/abscess formation at access site
Infection and sepsis

Ischemia requiring intervention (bypass or amputation of toe, foot, or leg)
Pseudoaneutysm formation

Renal Failure

Restenosis of the stented artery

Stent embolization

Stent malaposition

Stent migration

Stent strut fracture

Stent thrombosis or occlusion

Vessel perforation or rupture



10.
10.1

« Worsened claudication/rest pain

INDIVIDUALIZATION OF TREATMENT:

The risk and benefits should be considered for each patient before use of Promesa™ BMS. Patient
selection factors should include a judgement regarding risk of antiplatelet therapy. Special
consideration should be given to those patients with recently active gastritis or peptic ulcer
disease.

Pre-morbid conditions that increase the risk of a poor initial result or the risk of emergency referral
for bypass surgery (diabetes mellitus, renal failure and severe obesity), should be reviewed.

A review of the vessel location, reference vessel size, lesion length, qualitative target lesion
characteristics, and implication of acute or subacute thrombosis must also be considered.
Thrombosis following stent implantation is affected by several baseline angiographic and
procedural factors. These include intra-procedural thrombus and dissection following stent
implantation. In patients who have undergone peripheral stenting, the persistence of a thrombus
or dissection should be considered a marker for subsequent thrombotic occlusion. These patients
should be monitored very carefully during the first month after stent implantation.

USE IN SPECIAL POPULATIONS:

The safety and effectiveness of the Promesa™ BMS has not been established in the following
patient populations:

Patient with unresolved vessel thrombus at the lesion site

Patients with brachytherapy treatment of the target lesion

Pregnant patient: There are no adequate and well controlled studies in pregnant women or men
intendionto father children. Effective contraception should beTMinitiated before implanting
Promesa " BMS and for 12 weeks after implantation. The Promesa ~ BMS should be used during
pregnancy only if the potential benefit outweighs the potential risk to the embryo or foetus.

The safety and effectiveness of using brachytherapy treatment, mechanical artherectomy devices
(directional artherectomy catheters, rotational artherectomy catheters) or laser angioplasty
catheters to treat in stent stenosis of a Promesa’™ BMS has not yet been established.

CLINICAL USE INFORMATION:
Inspection prior to use:

« Carefully inspect the sterile package before opening.

Do not use if the package has been damaged or opened.

The product should not be used after the “Use By” Date mentioned on the label.

If the sterile package appears intact, tear open the sterile pouch and carefully remove the product
in the sterile field using aseptic technique.

« Remove the system carefully from tray packing.

« Inspect the stent system for bends, kinks and other damage.
« Do not use if any of the above defects is noted.
10.2 Materials Required:

e Introducer Sheath

e 2-3 Syringes (10-20cc)

e 1000p/500cc, normal heparinised saline (HepNS)

e 0.035” (0.89mm) diameter guide wire

« Contrast diluted 1:1 with normal saline

« Inflation device

« Three-way stopcock

« Torque Device (If applicable)

e Guide Wire Introducer

10.3 Selection of stent size:

« Measure the diameter of the reference vessel (proximal and distal to the lesion or obstruction) and
use the largest reference diameter as your basis for choosing the appropriate stent size. Select stent
as recommended in table below:

Table-4
Labelled stent diameter (mm) Reference vessel diameter (mm)

5.00 3.00 -4.50
6.00 4.00 - 5.50
7.00 5.00 - 6.50
8.00 6.00 - 7.50
9.00 7.00 -8.50
10.0 8.00-9.50

Warning: Improper stent size selection may lead to stent migration or stent jumping.

10.4 Multiple stent Placement:

If placement of multiple stents is required in a patient, to cover the length of the lesion, the following

recommendations should be considered;

« In relation to the lesion site, the distal area of lesion may be stented first, followed by the proximal
locations (i.e. second stent should be placed proximally to the previously placed stents).

e Stent placed in tandem must overlap to allow for complete coverage of the lesion.

10.5 Deployment procedure:

Prepare vascular access site according to standard practice.

« Predilatation before stent placement is optional and at the discretion of the physician.

A) Delivery system removal

1. After full stent deployment, carefully remove the delivery system under fluoroscopic
guidance while observing the radiopaque tip, leaving the guide wire in place.

Note: If resistance is met during the withdrawal of delivery system through the stent, re-
advance the braided sheath over the inner lumen to its pre-deployment position.
Withdraw the system in this position. If resistance is still encountered while attempting
to withdraw the delivery system, the entire system should be removed together with the
introducer sheath or guiding catheter as a single unit.

B) Flush the delivery system

Use the 5ml syringe to flush the wire guide lumen with saline by connecting the syringe to
the Luer hub (Refer Figure 2 below).
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Fig. 2 Delivery System Flushing
Note: The time between flushing and stent deployment should be minimized and must
be no longer than 5 minutes.
Under fluoroscopy, advance the delivery system over the wire guide through the
introducer sheath / guiding catheter until the distal tantalum radiopaque markers on the
stent are beyond the target lesion site (Refer Figure below).
2 ——— e ot 3 :1I= _—

Fig. 3 Advancing the delivery system across the lesion
C) Alignment of the stent

Before stent alignment, it is important to:
a. Straighten the proximal part of the delivery system as much as possible (Refer Figure
5 below).
b. Keep the Handle in a stable position.

Fig. 4 Keep the part of the delivery system straight : do not bend

2 The stent alignment must be performed under fluoroscopic control.

Align the radiopaque stent markers to the desired position. The Stent should now be ready
to be deployed. (Refer Figure below)

Fig. 5 Stent Alignment
D) Deployment of stent
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Before stent deployment, it is important to:
a. Straighten the proximal part of the delivery system as much as possible.
b. Keep the Handle in a stable position. (Refer Figure below).

Insertion Sitg

Fig. 6 Keep the part of the delivery system straight : do not bend

Hold the hub firmly in one hand and with other hand, rotate the thumbwheel in clockwise
direction to release the stent from delivery system. Clique sound will be audible when
stent is released from the delivery system.

Thumbwheel Handle

Fig. 7 Stent Deployment: Rotating the Thumbwheel

Note: Care should be taken to hold the hub stationary and to remove any slack in the
stent system to ensure the stent is not stretched or compressed lengthwise during
deployment (i.e., so that the stent is deployed to its proper length). Full deployment of
the stent length will occur when the distal end of the braided sheath has been retracted
past the proximal part of the stent.

As deployment occurs, continue rotating the thumbwheel in a slow, smooth and consistent
manner (Refer Figure below) until complete stent is deployed or thumbwheel frees up and
puller shaft appears from the proximal end of the handle.

Delivery System:
Braided sheath

Delivery System:
Inner catheter

Handle

/—\ o Puller Shaft
o

Thumbwheel

Fig. 8 Stent Deployment: Rotating the Thumbwheel till Puller Shaft appears
Note: Once stent deployment has begun, the stent must be fully deployed. Repositioning of the Promesa™™
BMS Stent is not possible since the delivery system’s pusher coil cannot be re-advanced over the stent once
deployment begins, Refer the Multiple Stent Placement section of this Instructions for Use for information
on missed lesions



Instructions for deployment of Stent Length above 120mm
Now pull back the blue puller shaft from the proximal end of the handle until it locks with
the handle. It will confirm complete stent deployment. (Refer Figure below).

Delivery System:
Braided sheath

Delivery System:
Inner catheter

- b———

Thumbwheel

Puller Shaft

Fig. 9 Stent Deployment: Pull back the puller shaft

E) Delivery system removal

1. After full stent deployment, carefully remove the delivery system under fluoroscopic
guidance while observing the radiopaque tip, leaving the guide wire in place.

Caution: Do not apply excessive force if resistance is felt during delivery system retrieval
through the deployed stent. Slightly advance the delivery system and continue
withdrawal of the delivery system.

2. Perform the arterial angiogram to verify full deployment of the device. If incomplete
expansion exits within the stent at any point along the lesion, post-deployment
balloon dilatation (standard PTA) can be performed at the discretion of the physician.

3. Check the delivery system after removal from the patient to ensure that the tip and
inner catheter have not separated. Maintain wire guide access until this check is
completed.

4.  Remove the guide wire and introducer sheath from patient.

5.  After use, dispose of the product and packaging in accordance with hospital,
administrative and/or local government policy.

10.6  Post procedural:

6. If the stent is incomplete expanded along the lesion, post deployment balloon
dilatation can be performed. Select a PTA balloon whose inflated diameter matches
the reference diameter of the target vessel.

7.  Obtain angiographic visualization of the stented vessel segment.

11.  Disclaimer of Warranty and Limitation of Remedy:

There is no express or implied warranty, including without limitation any implied warranty of
merchantability of fitness for a particular purpose, on the Meril Life Sciences Pvt. Ltd.
product(s) described in this publication. Under no circumstances shall Meril Life Sciences Pvt.
Ltd. be liable for any direct, indirect, incidental or consequential damages. Some jurisdictions
do not allow the exclusion of or limitations on an implied warranty. For jurisdictions which do
not allow the exclusion or limitations of incidental or consequential damages, some of the
above exclusions may not apply. The patient may also have other rights, which vary from

jurisdiction to jurisdiction.

Descriptions or specifications in Meril Life Sciences Pvt. Ltd. printed matter, including this
publications, are meant solely to generally describe the product at the time of manufacture and

do not constitute any express warranties.

Meril Life Sciences Pvt. Ltd. will not be responsible for any direct, indirect, incidental, or

consequential damages resulting from reuse of the product.
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Manufactured by:

Meril Life Sciences Pvt.

Muktanand Marg,
Chala, Vapi 396191,
Gujarat, India.

Web: www.merillife.com

Obelis s.a.

An ISO 13485 & GMP Certified Company

Bd., General Wahis 53,

1030, Brussels, Belgium.

Tel.: +32.2.732.5954
Fax: +32.2.732.6003
E-mail: mail@obelis.net

Customer Care Contact:

Tel.: +91 (260) 240 8000
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E-mail: askinfo@merillife.com
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