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Armada 14
PTA Ca'theter

I DESGRIPTION

The Armada 14 Peicutdnedus Transhimingl Angloplasty (PTA)

Cathielerisa dusilamen cathetéreith a bslooh looated negr the
distal stranumiatictip, One lWminlsused forinfialing the balloen
andisaccansed vathaside log port, Thi 2ecandiuman, starting
at the straight entry port, sliows adcess 1o the distal tip of the

cathister for ghidewirg inserifon (ax 0.04"}. The ballcan has
v rediopague rimrkess for pogtioning the belleon relathveta
tha slenogts, The radinhsdgs makéer bandsindicdie the tilating

santion ol the balioon ard help in efioon pﬁace‘mem

The balicion i1t esing the side kegpart, atwhich point the )

ballooh expands toakiown dismeter atspebificpressiire. The

wolking ressure iang for the Belfdonis bebweshthe nominal - .
prassira and the reted burst pressire. Al bsloons distendto
sizen whive the mmmat_dmmntnr at pleqsurea greater fhan’

thia nomingl prassure,

Tha balloon disietar and lengih are printed on the luer, Re- .
tor alao to the package labael for information about cathatar -

langth, guidewirs compatibiity, rominal and rated buist pms~
sura, and shaath compatibility.

Huowethe sysiamis seppiied

This dusdcs is B0 sterfized. Man-pyrogenic. Do nat wseifthe -

packageisdpen ordamaged, Packegad with evéry Arinada 14
PTA Gatiter is a protective Lubing thal is positpned over t'he
ballian, 3 packaging c?y!et and g balioon m:mmpl,anae- carg.
5351! pipe L

The Aciada 14 FTA (“atn@tar should be stored i a :imk dry

aod sool place. Do nol exposa to organic solvenls, ionizing

radiation or pitravisletiiphi, Rolate invertary sathil the devica
is uned priorto the usa by date on the packsge lebel,

I. . - INDICATIONS

The device is indicated o diste steroses in femom pomﬂaa# .
it popliteal &nd renal srterss and Tor the treatient of ob- |

shiuchive lasions olisativeor syntheticartasiovencus dislysistis-
tulag. The 2.0t0 4.0 rrm bedoon diamelers asé alsaindicated for
past-dilatation of baloon-expandabls slents up fo 40 mm end

Eaai‘f~expar3diﬁg siﬂ-ehts up o 80 ram in tha vea:se_kﬂies!ed abwve, -

1. comnmumcmo:\ts
. if'lcil}klll\,' o cross Jesibn with a guida wirs
»  Useinthe ¢oronary arfaries.

v, WARNINGS/PRECAUTI_QNS _

+ This device should onty ba Gsad by physicians who are
exprerianicet] and have a thorough undemtandlng ot the
shnial and techninal aspects ot PTA,

- . Oreetime use oily- donctresteriize! This wsngzeu%edevma
catinot be reussd on ancther patient, asitis not designed
Lo perfic as intented aftor the first usage, Changes in
mechaningl, physical, and/or chemival charactaristics
introduced under condiiens of rapemed use, cleaning,

andjor rm%ar@h?:stion may cumpinmise the intagrity of the
" dasign and/or materisls, laading to contamination due to

narrew gaps and/or spaces and diminished safety andfor
[ perfermiznea of the device. Abserce of griginal tabeling

ey hedd th roisuse and elimingts traceability, Absence | |

- aloriginal packaging may lead to device damage, loss of
‘sterility; and risk of injury to patientand/or user.
Do ot use if inner packsge is damaged of opened,

. The safety ot using addmonal hiadlon

age and during uge.

Anyuss farproceduresuthertnan lhasemdmmed in the::e ’

instructicns is not recomiiended,
Usés prierio the use by data.

and condithen are surtahI&. for :hn proCQdUre h,rwhmh n is
loba used,

P:euautmns e prevent of redur‘e bkmd c‘:numg 5hm;ld b

tken when any catheter is used.
Fush or rinseall products anrsng the Vda-bulzir Syaters

with starile lsatonic saline br a simitar selutionvia the guides -

wire acaass port prmrte use, szsndprtho useof sy”temm
hﬂpﬂ{fmzﬁliﬂh

When tha syats«m ;s introduced mm me vaqnuiar svsf

" tam, it should be maniputated cmfy untter hlgh quality | - s

Huarostopy.,

The Armada 14 PTA Gathater musl a!wayfs be irroduced,
movied and orwithdrawn (27 A pLice wirg {max 0.614%),

Inftated.

MNever use a:r or dny gaseous medsum o snrlaus thﬁ
talloon.

Do not advirios the A mdda 14 PTA Cathiatar agamst sl

_niticant fesistanca. The caugs of resistance shiould be

determined via fluoroscopy snd rervedial aotion taken,

the package label. Do nbt stemptta pass the Afmada 14

PTA Cathater through a smaliar m?ed sheath inimducer .

thah inditated on the latiel, - -
+ The size of the infiated ba!laon shau!d be ,éaiectpd niot kg

. lxcend th digmeter of the artery immiediately distal, ar,

pravifial, to th stenasis.

Infigtion in sxcass of the rated me pru,m;ro may cause

" the ballsanto rupture. Usi ofa pree.sum rno aton ing devzce
i retommaned.
It & dlistal pritection device is usad, fonnw me manufac-
terer's instroction for uze, Allow and maintain adequate

distance hetwasn the Armads 14 PTA Catheter dnd the

" et proteclton device 1o avoid ergagenignt, |
_ Rated burst préssire and balloén fatigue iestmq of tha

Atrrada 14 PTA balloans within depmyad stents hag dem-

- onstrated meiollcwmr}

- Ttig 2.0 to 4.0'mm balluon dramotors ran safely pcst- ;
- diiate balipon expandatile stentd up to 40 mim inlength. -

« Thie 2.0 tes 4.0 mm balloan diameters can saféaly post-
ditate el exp"mdmg stents upto BO R in length. ’

IPngths 1o post-ditate Stents has riot Désn astablished,
+ " When post-dilating stents, Use a balloon (mgthihat is ap-
prapriateéforthe :iaployed steril Ienglh

. V.  POTENTIAL COMPLICATIONS

The fo!lowmg complications may QTG 85 arasulto! PTA, but
may.nol be imited lo:

N Ahmmclasure_

+ Accesssite hematoma

¢ Aneurysim

- Anging

< Arrythimias

+  Arteriovenous fistla

E!eedmg complications which mav require transfusion
Gersbral ise) h@mn}transsen’siqrhe\mmana( k {TIA}

+ Death

Employa&epﬂrt@chmquesdurmg remcavazfmmihe pack- -

o Hypwmmstrwty or allargic reart.on to contram ag&ntﬁ :

Caretullyingpecting catheter pricttouse lovenfythamha: '
et been damaged during sl pment sndihatits size, shupe:

" . Leg edema -
+ Myotardialischaria or infsrotion

_* Neurtpathies or nervg injury

Never alteimpt to move th# Ouids wire wlfen the ba(l:mn b )
-+ Restsnosis

- \iasrularn:camphcataom mrlzzdmgenﬂy&*?e w'uehmay

- V' Vassular thrombosis -
v Vesaeli m;ury,t_ Q. dissastion, psrferamn
.+ Vesddelspism

This tairtiteal acmﬂpiahle shpath Frsﬂm:h siza is printsol an .

Vi, MATEH!ALS ﬂEQUiRED

C & One 3way stopcocik

v B0Y contrast diluted 1: iwrthncrmaiﬁa me

- Belegtion of balldon size and cnmpmibimy af syammm
- adoessories

T Thed jametar 0( lhes esepanieied Dibiioan s&-oe.!ﬂ riad ke thisk

tarretats Hrid ol -
i / - thasgslevted aocessorias accommiciate the tm!lmnw*max

" is viery Importart fo check befors use that tie patkaging

- catheter unstania. iis sl important atths senie tmetoVenly

. .2j Rednpte the stylet and pnume:t a_tui:;irzg lmsn the bézﬂmm

: Emhmhsm(a\r tiasie, mmmbctsc 5y§temcm{ievaw
comphaent) . -
. Fever;’pymgamcmammn

Lanhd diug raactions
> vaeﬂenmon/r:ymtmiin
s |§Ifﬁ sten

lsahamxa inchuding tiesus isghana, stml syudmﬂw :
atd neciogls -

v: Nauséaand vomiting |

- Qacbusion
» . Orgain railure{gmghe mul \pla)

- Palpitstions |
s Papudoangurysm
- ﬂencglfauufa/meuﬁu,ism.y

81roko/rprcbrcva¢rulq| acoident (CVA)

reguire vessal repair

< ohop/snoce Hepanmzed Miirmgst Saline. (HepNS]
-+ 4F sized Introducer cshzalh

- O inflation device (with pre%t.re m'am:mmg =
recommangad) -

- 0.014" guside wirg

_‘ Tusts fothrea 10-20 o ‘-}ynngas
VII. SELECTION AND PHQPARATION UF
U DEVICE AND COMFATIB{LITY WITH
ACCESSORIES ’

of thi artery st distal, or prowimal, o the stanogis, Vef*‘yths

a5 fabeled.
Prapatationnf PIAGathetsr

nasniot badn damaged in d way et might bave rendesdtne

that the chasen catheter is the corfect one for the plahvad
procedure. Do not intlats the FTA gathet ter during praaas
tionof the davice. ;
Pw!urm ha following steps m renviove ail Ay and ver a‘y 1‘.‘15 g
m{agnty of the PTA cathatar:.
1) Fill E mﬂaﬂon gau e,'synngx: we‘h & mmtum of Oﬁf‘!"ﬁw“ R

madim and nofrial saling, :

3} Attach thi inflation device/syringa to the connastor ofthe -
baliooniuimen. Holdthe ca!h@terwaththfa etistal UD poinking -
downwards.



'a catheiw pull Iwgat\ve for,

WM tramugh's unti au airig exp&.!!mi
1 w\,a fihﬁb‘«um tc) neutrat,

S camplaE:eMmm Uxe mlhmm

L@ F’Izc,e i mépared ciathatar over priz-, pos!soned Gulde
_wvrmusﬁuﬁvdma lhmrpluim*&mrommm\n gitd, g pcvan-
tageisla use tmi bl (:ﬂiheff‘{wish anintrzducar to
f:aml-tsfe ant . . .
Nate Pt“si'ilﬁl i sl fui !hz( Guthater mampuhtmns unciar
ey SE0PY.

- dicatethe| length DHhP balioon,

Inﬂaumnuhybsgﬂaﬂ T
: *'b) Whan af accap\‘ab!e pwtm 1 has beem machpu mftatp
heballson o ‘anhicve thiy dedired dititativn. Caution: Do
rint e the fatéd buist pressors: Highai predsure can
: rmmur@i héBalioon o Gatheldr or overdistend e
s artery, o : ’
&) Daflale th batioan by dspsraimg Lh mf idtrm syringa or
) infistic device, - .
7y Mamtamfng a v&ruum in ihe balk)on withdraw the
catheter
: Hoto: Gﬁﬂ’k.muri!mo]m‘kw? mwisting motidn of thé bal-

n&zou&smryﬁn‘e Htheballaoneenno be withdranwn
“thrtugh the :shmx%h, wz!hiiraw the t.a:.hetel and shealh as
aria wnit. L
By ?}aasp fiots that if mulump ba!lm}n»enﬂa mﬂsjdaﬂaliws
- ity take‘m plate, gnrme fesistancs can m:cur upan dc?vu:e
wihdrawal

) Thi mwﬂs GI PTA shotid b r,hnrkm hyang!agmphy

IX. PRODUCT INFORMATION
- DISCLOSURE :

Aubot Vasoylar hias sxercisad reasniable care in the manu-
tachira ot tmsriwra AnbottVascutarexcludes altwarranties,

inciiding, it 5ot Yavted o, any m*p]wd wirranties of mere

vice as will a3 factors velating to the patiant, the disgriosis,
‘rastmant, surgiosl procedires, and other malters bayornd
Abbolt Vastulars' control tisenily sftact this davics and the re-
sults oiralihed from s use. Abtiolt Yassular shall not be liable
foar’ &n‘jihh mmmlorconsﬁc:wanhal foes, damage, orexponse,

Vawulam@\th@l sefuimies, nof sulharizes any other perdon to
asgurhe Tor it, sy othir 6 ddmmmi iiabitty of rﬁ%phnsibillly
i corngction \Mlh this rk.vu Q.

Perué-TpaﬁHH MU B Pocsppasragsope
. www.nevacert.ru | info@nevacert.ru

'_ Cﬁtl s&et e tive inflation -

ey 1@:5\1 1 _r; 5l éammmtaﬂ.on tubding shuu'd &m removms. .

4) Posilon rhe catistar et lhe wmm nr thuz batigon in the
wribtfitiy Gl ihe stenosis. The ragiopadus marxer bands ins

tacted . Kak e nperans cuore

- loon mﬁy ease Withdrawal theough the sheath or fromthe

whathar express or |n=plsad by dperation of law or otherwise; .

. Fh{l!itﬁbil't"y’ oF tirgss, Bnce hasdling and storage of this de-

directiyorindsacty arising fromiihe use of this device, Abbott '

Armada 14
PTA Catheter
I ONMCAHUE

Armada’ 14 Perculaneous  Transhuminal Angioplasty (PTA)
Cathetar g kateTsp © A80eH IiyMen & BaNoK, pasnohoxen

CEAMBO. A0 RMCTBARMA  STRSHMETINBH . BpK. ERVHKHAT

nYMEN GB WION3EA 58 PRALYRAHE Ha BANORA WTE A00TWNa
HpE3 CIpaHUYHUS BopT, BIORWAT NyMed, 3anciaau apm
NPBBUA BXOJ, NOZHORSEA KOCTRR O ABCTRAHUA BPBX HA
KATETRRE 38 BRBENIEHE Ha BOgava (Makouranio 0,014,
BafGIBT vMa 3. POHTSHIKONTNEETHY Mapikeps ad
NGIMMBHHNEHE Ha GANONA ChsMO Crerdaara. JauraTe Ha
PEHTTEHOKGHTPRCTHATE MADKeRi NOKRIRAT [adiysaekaTa
yaCT Ha BaA0H3 W IROANGMErsY HereBO TG ROCTAERHS.
EanoHnT ce DasiyEa NPRA CTRRHWSHNE NOPT, AP KOSTH TeH
6@ pEAUWPERE A0 WARSCTAH NUaMETHD MR CHaUkdHG
Hanarane. Quanasoner wa palotHoTo Hanniane 3a Gonoma
€ MENAY HOMUHRNHOTS HANATING W UBUMCABHOTO HANAMAHS
aa cnykeaHe, Boukd HanohK ce pasiysar Ao pasMeps
HEJI HOMMIHGIEMR .(EHrle"ﬂap np Ha:‘[ﬂl‘a}-ls HO<BREOKD ()T
HOMAHENROTO HaNr ane. |

,lluahnmnpm Ha ﬁdﬂOlla %] )'l_{J'I)S(MHaTa ‘CA nmeqa‘rauu
HA  UTMHTE TN "hyen”. BUmTe Euo  nrsToRKaTta
3 uAhOpPMBIMA  OTHOCHO BHNKAHETE Ha  KaTerhpa,

'cwmesmmocw&a Ha BOABNA, HOMPHERHOTD HaARraHe W
ASHHEEEGTO HARZIANE 32 rnymaue ] CbBMGt"TMMGCTTB Ha

NEAURETO,

T3

Toma WIIGNHE & CTEPUAMIHPEHD © &THISH OKOWA.
Hemhparesio, Be Manohagaite, ako onakOBKarTi ¢ OTEOpaHa
viny noapengds. B onakoakata ¢ Armada 14 PTA Cathetar
HEAA BPERNARE TOLOWIKA, KONTO @ NocTaeaHa Han Bangua,
ONAKCABIEH CTURAT U KANTA 30 CHLAMBCTAMOCT HA BRITOHA,

Chnypauenng

Armads 14 PTA Ca!helor Tpnﬁnn .n.a Brana cbxpauman A
TLAHO, CYX0 W SABAHO MACTO, He W3naraiiTe ka Opranism

" PRITEOPM, BIMBMPAWLA PRAMBUMA WKW YNTEABKGABTOBS
CaEnUHa, BODARGTE ¢ MHBEHTA[, THKE e YPeasT 18 Dhie

[ MENONSERH e NaTira, mﬁemaaua HA FUCTCRKATA.
. I‘IDKASAHMH

. Manenweroe npeaHasHaseno s AHAATANAHE HA CTRHO3WELE .

GEMOpENHE, NONAWTERANW, WHPATIONAUTENAHW A RO e
apTapiy, KaxTo U 28 neusHue iy ofoTpywovnid Keaw Ha
HOTHEHK WM GUNTETOMHY apTepuosaioadit GUGTYAN aa

Elaniaa. Juametpute ma Ganona or 2,0 5o 4,0 mud chino .
TaKa GA NPedHaiaseHd 31 NOCTAVARTAUMA HA BASOH- ;
PABUMRABALM 6 CTEHTORE A0 40 MM U CaMOPEILMEsRAUM . -

ce crentese 5o B0 MM R ropeuralpoanuTs Crnoke,

Bl - NPOTUBONOKAZAHUA

= Heshamoxuc;c;ma NPREMAHERAHE {pad Nedui I::BD,I!,'N A

. waemnaaax&re B KOIHBRHATE apmpuu

. ﬂPEJJ.VI"I PE)KAEHMS‘*I/
NMPEANAZHU MEPKH -

KNAHUMHATE 1 TEXHUHEOKIATS ACHEKTH Hi nepxymmm
TRERCAYMUHARHA aursanfacTaka [PTAY

Cario ga 2AHOKDATHE yioTpelia - ha ¢

TARDEATS

fosTopHo! Toa vansnme 1a aAHOEDaTHR YnoThela He :
MOWE N3 TR USNORGED NOSTOPHG NPW anyr TELEHT,

Banrapokn

Toma wanesvs TpRSES fda G8 MANONEEA GaMD 6T
ARSI, KOWTD Mpar oNiuT W 3agbnBoueny RDaHEHMA 58

yroTpets, NoMHGTRAHE W/ARM ROSTDHA ST

UHA BHEMATERHD | EhAipOTNanE

© L IRAGTAN N Wil HMKGHMMH& A CFERG:

Thit ¥ATO HE © RAPLAKTEPRSHD NA FDVHKU,MQH_&A{H.WO

NPERREIHASEHME CReil MLPROHATANHAT MY yInTaaha,

THEOMENHY B RASKAHMMHIETE, UAMTHATE WAt XN e
XBPAXTEPUETIRM, HGSTERUN B BRAYATAT Ha NOBTORH
EUEEN
MOFAT A2 BIRYIET WARGETTS ME WALSRWSTO Wi
MATERMANKTE W RA NPHAEHAT IMLPCRRAHE DORRAM
CTRGHEHH DTBORM W/ DROCTRAHGTEA W Horexain
GRFONBOHOCT /ARG YRELHORAIHGET HAYBEAA. FnGaTa
HA OPHTMHANHAA ETHEET MOKE 8BNS B HEBPRRIME
yrOTEela T 80, HeBLIMOXKGET 33 Npbehasniann
Ha XBpAKTEpucTidTe Ha wanenbera, Nwisate wa
ODWIMHANHAETA ONEKOEEA MOR Fia OHRAE [0 BORPAAA B
YPRA, 3aryiia Ha CIeRUANQLT S UNEGHIT OT YERewaans
HA PAHEHTH nD?p&ﬁMT{}J‘lﬁ,

" Hensnonauaite, axn Ebmkﬁm‘-{am EUERGEE T nosapmma

Win OTEDeHD.

- Wanoaguaite Bf‘eﬂfﬂ‘lka ’I"B!'MHK?] 10 BREME HA MBS
A NHOTe3aTa 0T CRarQEKATa ¥ io Ao e HAYROTRaka . -

He cenpenopeaynioTpata as npuusmynu PashvHb BT
HOGOHEeHMTE B TOBE YKaRaHWE,

Wanonasalite npeny RATATS ua HETHUSHE HE NGEOMEHA
GROK Ha FoORGEY.

BHAMETANKG GrARMaRTE KateTuwa is;w;m ynmpoﬁn
20 [ia Cf YREPHTS, 48 HE & BuA NoaiBien (10 Bpase Ha |
TPAHEROTEDME MHE DAIMEPELT, (TETA W GLETORHIETO
MY G FORONHEA B3 npnumw:mra 31 KUATO 8 68
NanonaBs,

TpaGsa . N0 GR BIsMAT | DHEORGTHW  MEDKN | 44 -
HDEROI’EQBTQBHHE WJTA HARMARARARS N3 ChrMﬂﬂlHPTO Hi

. EPBETA, KOTATO 08 WANORIRa KATATE.

NporMwiTe  Whd  uansakagra nmqm npo;wm
BAMAELLN B CbIORATE BHOTEMA, CBG GTOPUAEN WSDTORaN
DUSHORCTHGEH PAATEGD Wi NMoRGGEY PAsTEDD Tes
BXOAZ HA BDOAMA A YroTEaGR, Beamere npmam _
TIGMADKEHAETD HA CHOTEMME Rerspuhnsalns. : :
Korato CUCTEMATA CB BuBEas B Chaseets, T4 1aben
Ai Baie MaH#rEhHpala caso ncm. nmmmxam:‘mme
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Ths fimada 18 P a5 T il Arigiaplasty (PTA) B&ma‘ar s in
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_" Forhiythmias (chedihy romiature beats, . brddycardm aisal or vantricutar

mhynamm atrial or ventreyl flbrlkty om
" Blaeding complipth ."&}wﬂﬂﬂ ingtu
o Deih
. ’em*immandfonmmanlalmoiacontpmsautolthesy&lem o
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< Hypamerfusion syiskrome
. Hypmensmnmhypertansmn

e Infedtion : .
"+ Isthemia or Intarction 6ftisei nrurgan bt covefad uﬂﬁemﬂsm advirse evams
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it attpend to pass the Armada 18 PTA Cattter trough a Smilter sizad sheath

intrsducer than indicated on the fabel,

o Tt size of t iated Baoan show b seleted ot to ephed the deammeram?

mery immesately distal, o froKima, o the ste'm,u

PeFHCTpaHHF[ MH B PocsgpaBHausope
WWW. nevacert.ru ! mfo@nevacer‘t ru

hifity. Absence”
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