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of suture.

Tha Percloss Proflide SMC System is tesh gﬁm‘l far yse in n!us'ﬁg cnmmma e
Termsowal Brievy and vein ancess am The Pnrcloee PmGHde NG Svstem is -

depicted In Figure 1.
Rgiirs 1: Percloss ProGlide Sulurs- Medaated esisia Smum .

A, Perclose ProBlids dovice
B. Pencloas Sulure Trimat

s HEW SUPPLIED :

Thie Perclads Proflide S0 devics snd atcessanss are pmwded sterite ard
RO-pribganic n bhopshed, undimaged packages. Froducts dre sterlizad
with effivlene caids and intended lor single e oafy. This sivgle vas dovice
rannot b reused o anather palies, ok it is néd deslgned B9 partirm a5
interded ater the Krat Geage, Uhatiges in orechanical, physieal, andfor
chemical characterstics intreduced undar conditiony of repested i,

4

ifysin, witirell dissestinn, of & aewe vensal dlogire (hemiosls

- i il affery kirmen). Pectorm 4 Tesmorai AngaRRm 1 \N‘I’if? i Fation of
- the puriturs e, NOTE: This may raguis hioth & Fight Aatevior Chliie (RA0)

it LA Anlerar Obliqus (LAD) asgiourzsm o aaeqmary
seath enlers the fémafal drtary or veln,
FRECAUTIING. .
- Priok 1t Ugs, st ihe Pertloss ProBiide SMC Smhem to grisie max .
- thi stele packaing has rot boen damagnd during shiprent, Exasite 2
L COMpAnGLS prist o use 1w vedly propr fundtion. Exarcis cars during -
deviea handling b reduce the possitilty of abeidentsd devie bréakage,

izl wmm ie

.

Do B it ol Gutheterddted Bracadures, infestion I A possihilty, Chsere

Sterlie techriqua 2t aff tones When welng the Pervlase Frotlids SME
< Syt Empity BEopTite pren maradernl, a8 per hossital protosed,
- Bt findnedrd arid post kaspital elscharde o rievent infeetion.

v lsa sirdle wall puriclire lechmque Do net pnctare the ;mmnar wa\l

- of b Vs sal.
D sk deploy i Pereings Profide SMC device al s angie greater than
- A% degrees, 8 this iy caust a colf miss.
s Thee arg o foataess restiiotions ¥ pebvious avesss she we;«asn wire
achibved with At Vasoular SMC dovices. .
If siymificant biagd Fow is frasent anvund fhe Perdinge Pmﬁ\«ip 5846
- Cevicn; do not deplay Aeodlos. Pergvs 1he Perclose Proflide SMO
" devit ovr 4 00387 .97 mm) {or smaller) guide wirn and insart an
appfapeately 2ed immlucer sheath, - -
W piisting this plurgaer A<seimbly o advants e napdies, siabiti
i devica 1o ghighiva thie dbvick dory fat ISt or move torward during
L caployient Tedsting 8 devics could frag b nedds deffatlion reseling
“ i a el miss. Bo not hse Byeassive forée of repeatedly fush the
* " plunger assambly. Exdessive fhrd.on the plungsr during dipkayinast
chuld ptsntially tause brestiage of the dovice, whith may menssstats
o iftervtivn ahd 7 67 Stirgieal dmaval of thé devics and vessel fepsin
= " D st apphy sisssive St 0 therkit vibien rkireing the fiot o fts arigal
fhstion (markad 244 dowi iz hebody of the dediz, DO R dlerpd to miae
this device withisuit clésing the faver, Excassive feice tm i lovar of the devies or
- attErmping ta mirndvs tha dedii witnt closthg thi ke eodd ol hreakage
of e dhice and ) orliad W videel taua, which may éoeseliute mw»mm .
and / o Stagical redioeal of the devioe 0 vessel mpar

.

'+ Do ol advanich br withiie the Parcfose ProGiits SRE device sgamsl

resistunce unbl the caiise of that resistance has been determined

-+ (sze Snctioh 10.3 SINGLE SMG DEVICE PLACEMERT), Excassive tarce
wted k) dvancd of Sorgie tha Perclose ProGiide SME déviee shoutd
be aeoided, as ihis indy lead 1o slgpificent vestsl damage and / 6
sreakage o} tha device, Whith may ascozsitate Intervention and / of
wirrgical romoval of e davica and voesal Thpait.

Perucrpanug MH B Poc3gpaBHamsope
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It eipsaive reskstance in sdvancing the Perclose ProGlide SMGC device is
¢iciuntinsd, witidrw the device over a 0.038" (0.97 mm} {or smaller}
Dol wive and reinsent the Intdacar shoath 8 vzs Hanissl compression,
Favann the Porclise ProGlide sheath befors fightening the suture.

Falire 10 remove Lhe Sheat prior to tightsning the suture may reselt in

" detanhevent of the tip of the Sheath,

I uging this or any othit-Suture matesiad, cars sl“m!d be mkm to avoid
damiga om handing.-Avaid erushing damag dug to applicabion af *

* surgical instumente-such as clirmps, Torieps tr needis hisldses.

For clissire Of stteas Sitgs using a GI-BF procedural sheath, use matung
CisnprEasion in the vent bleeding fram the temoral access slte porsists
affer the o5 of the Pertloss ProGiide SME davice.

chim e oF 500885 SAE (SN a procaduisl smm wredter han B,

fegating tn e fype of b due, uss
Frianisal CoMmpreasion methods, (AMMeRSn asststeg devisss, and J Or ot

- apomprnte eatment methods in the evend beeding froim the lamord antets
T pha Pt st the ve of Porclose Proflds SMD deviers, -
BE . .
<= The salely amd Ufdctatss of the Peiciose Prolide SH0 d&wc&s Tiavg it
t\w sstbbsned In the Tollowing specia patiant prmldations:
- Potiers Wit Inbdcicsr sheaths < 5F of > 21F in the Tentoral ar:ery

SPECIAL PATIENT POPULARONS

dufisg i Sethiterzation procedurs, .
Puitiants With infriducar $8eaths <« 5F 1 > 24F in the femural vein during
T Sattettrization peocedure.

- Pitigats with sthad femnorat arlordes or veins (< 5 i in dinister).

Palionits with geess Sitee ehove the most inferinr bonder of the inforiot
MEIGERUIT ariery HEA) and / or abve the ingling fgamert based ujon

. buny andmarks,

Patisnls haviag s5eds i vessels ctherman e eommon temofal artery
shvein o .
Patiesits havisig 2 bomaona, ggwdaaneuryam 0 anenov"ncus fistuta

 proseit priie 10 shesth renival,

Patiants with fwmal ar‘ar,' catnisitm which i3 ﬂuomsromcaﬂy viilig al

- Buoess sie.

" Patigats ww‘h Soves claud‘mucm iiac or a tetmoral a-lery d\amcier

" Steninis yredler than 50% or previous Dypass surgary of Biént placentant
(i the viginity of a6cess sie, .

Paierls with access sltes i vascular gralts.”

Fiatients with prigi intra-aonic hailoon purap At Access site ol any e prict.
Pt walith ipsflateral arisial Aetess sites punctured and compressed
within 48 hours of clasure, NOYE: Ths pravious / inital puncturs site

i Whe pistential to re-Blead due o 3n unstabds ¢lot aad / br
anticosgilanis, augn ¥ thi sew puntiure s»&e i$ succsﬁsfully tlosed wem a
Pocties ProGlioe SNIG dovice.

- Patisnts where there is difizulty nserting m\a troduer shasth or grégter

than o ipsiiatersl asurial punciir at the slart of tlia sathiserization
yittadiig,

Patighis dith antegmde punctures.

Putleats mezeiving giyceprotsin Hiila inhibiturs before, daring, or afler the
Cobiedatization probedirs,

Taligarts who are pregaant of lactating.

Patiedts with blesring Siathasis of coagulonathy,

Petlonts younger than 10 yeurs of ape.

Patients who g martidly abese (Body Mags Index > 40 kg/ne),

Patients with drtiee systemic or cutaksoys nfsgtion of inflammation.

arforg mrzsauunnq iy dischaigs, asvess the patiant for the mimwmg efincal
vonditigng: |

Cmmws sedation .
ontgidation, thrombolyio, or antok

Unedsble cardiae stalis

Hegnatoma at the cﬁasm sw!a

! therapy _

* Hypengion

Paim. while waiking

. Blodding at the elosuis site

Ay comwrsid conditinn requiring obsemtien

The preseiet o any of the above Tsctors has generdly led Lo the defertat of
ewly disshargs resonvimndations.

LX) .
Puttritiol arhiorss evends agsociited with the use of suture-madiated closimn:
davies may iacludh, it a8 not Emitsd o, the following:

. POTERTIAL ADVERSE EVENTE

Flgigie Resction of h}pmm sitiely 1o dewce nnmpurants
Andria

Arterial stenasis / occluswm

Adwrierandus fretula

Bigeding / herertiags

Brigizing / h&ﬁzilﬁmﬂ

Duath-

Dt vein Ihmmbagm

Daven aatrapment

Duwvich fallire / malfunction / msviaﬁ;cmam
Diminishend putsed distal to closurs she
Ermbitizm :

. Hyhotession f hyherignsion

fetion / gepls
Tnflasination -
fudimval eear f dissention

- Eschem distal ta chostirg site

Perucrpanug MH B PocagpaBHamsope
- www.nevacert.ru | info@nevacert.ru

Potferation

Pedduanedrysm

Puimonary embalism
Retigpentional hematoria / hlea mg

. Frrembus forvation

Vestular Injury
Vasosonsiriction / vasospagmy
Vastvagal spissde

Waound dehiscance

100 TRE PERCIOSE PROGLIDE SME SYSTEM CL!ﬁiCAL PROGEDURE

The Tellpwing instructions frovide technicat dirgction but do rot abvists the
nackssity of lrmal trakving In e ise of e Perclies ProGle SMT Sydem.
The; tehnigies and procedutes descritid below ark bt ivended a5 a subilinie
for e opktor’s sxperiencs ahd judgrment in treatingany spacific patents,

194 . Examination and Selaction of Froducts

S

Seloct the, Perploss Profide SMC dodcats) for closus i 5P 2IF
introdutar shissth 3coess ses in the Commeon temiorl artery and 5F tn 24F
intredcer decess sites In th common famoial véin, .
After earefully inispacting the packnging ot th Ferciass Prodilide S40 devies
atid acesscries for damiye o the sterllp barer, rermve ifie dem Troeni

the package.

Exérrisa tare when Using additicnal -nﬁmrmnts, Suich 75 clamgs, fmepa o
fieadtie holiérs Grinky deving Handhng, o reducs the ﬁossnt\iry ofacmhw!la}

. devite treskage of damage b the siturs.

Verify maser men pateney by Thushing the madkar lamen with salme um#
e saflae s the mavker povt. Do ot kse the Famsa ProBlide SHIC
davice H the meazket lumen is nof patent, -

02 Bosass S and Puncherd Gonisidsrations
i

5.
183 - Single SMC Davic F

The lollowing
zcoess site ot a

An eiremiely deip Tasus W6t can ifudacd nistsls wectdry, which frevents .
the Perslosis Prafiide SMG device noedies rom engaging the ouffs, or sacin
knot tying, ps Bie Sulurd Timer iy not be e to advins tha kict o

1 vizssel wal for chimpléte anpasiiot befors locking e koot An exremely

- dee Usbue rded Ty sl A Wind aess haedle and / of upon bsering e |

Ferciose Proclide devics, rdilras mmp:essbn ar the s.;iwu!:anms fsanio
he atila to obtain pulzatis fuw.

Balote instring the ecess noedle, use-of ultmsdand guiides m vinslg
the deeess siie or fubrosadpy 10 viauallze the fmorsl hiad is recommendsd,
Wity i the faindesh head 83 2 refershics point, tamer e fiddie of ihe
Taaiel b a8t pincture site, Perlorming & faromd argiogsmi thigugh
the Tnbroduger Shsath {of rocedund Sheatk) G venty thet the acess ste

i thir corion fa.nm‘,al arily m’vem 1 wriimgtdled et anlicanuiants

" ae given.

Puncture i anfesior wall 4 hi Gosmhan Sernird aﬂmy oF vaith al 3 dnghe of
approdimately 35 dagrees. Avoid Sids wall o postarion wall burctings.

Prior to dapfoyment of thi: Perclase ProGlide SMC devie, perorn 4 fatarst
arigingram 1o pvaliate e 00288 S48 foc viedasd sin, taloiuin dapiisils,
Iortuesity, and for diseass or dissections of the vessel wall tp avaid device
cuff risses {device nbediss nat eagaging with the putts) and / or pastiior
wall sutles panaesent amd possiths Ryatin of tha amacor and pasterice

siralts of the vesset The punglure shoudd be grdmsl 1o the bifurcation of the ©
superticial femord Artery and the profinda femoris branch znd distal to the
inferiar margln of the infasior epigastic ertery.

. Thirs are B aocess les!nmms it axing Abot Vaseolr Glosare

devicts:.

Sl Tl

g Oplisital Malnah
Wit Aotiss sid Pre-Closs Techniquas .
detail the

le ginge the
with 4 sigls devics,

For venods shaath skes grastar  than BF, at lezst one devise and the prg-
close technigue bs raguired, Foliow Sectiod 10.0.2 1o ehige with ond deyico
using the pre-close Lechnigue.

y

Plate 2 6:038" (0.47 mm) (or srrmlen ek et thmiigh the procodusat {or
introdces) sheath. Remiosn e procedursl shiath witle spplying préssurs on
h groin o inaftain hemistasis,

Backload the deice over the gulds wire intd the fuida vis e part mne
device shisgth i jUst ahiove the skin kne. Remuove the guids wire befors the
et poit Grisges he skindine,

Contin:t 0 advancs the devica In Bie vessai it biiek poatle fow of bood
5 evidiat fromi the mearker lumen. Position the devies at 3 45-dagres sogle.
Deploy the foot by liting e Tever (marked #1) o the top of the handia

Do not depioy the dont Inthe artery unleny beisk pulsatfle Now of floed
{"nark”} s evident froind $é Tarker fuman. Intha vein, ha fow ol Bload
may nal by pulsatis or Boed may only [l e masker wmen.

Gently pull the: device back to pesition thix foot againal iha veiss wal, if
proper postion of the faot bas biin aohived, tichhe sensation wikba o,

i the-sstery, biood maikinig will cease or ba sighificanty rerued 1 2 shght
drip. Inthe vein, Hiere may bs nd changs In tnod rmagkdag. W masking dosis
ot stop or signficantly chige, evalunly i ahgiodram for device positias in
e vaesal, vessal size, caliiom depasits, toriosfty, dissrse and for ocation
at the puncture t ensore footplate 15 A0Lin Difurabon or sido Wandh, -
Reposticn the davite o st oo marking or ramsmtheww el ’me
duvice % hold manual comprission of nsart a new Shinth,

While: ehzintaining devies posion, stahais the device with yeur free lisd

{the ooie ek Lised 1 dleptoy Bl dhovice) fo mhainksia the ety rebaction il

o emstire e doving duis Dot it oy rrioe Torwatd diing deguigit 1sé
Yot 0thar el 10 deplay noedies by pushig o the phisér 2sSembly (in [}
dirsction miatked #2) anth you visuatly co et e eollir of the funger

" makiis Bontach with thi frdsdrmal anid of the body, D il Hes sdeesiive Tors

o epesiedly pieh the plingsr astendily kﬂmwmaﬂynwmwmmm Wit
17 by of the | dewtl ar:!y aRé Bma, this ST?P i5 mmate!a .




ll;mg yelr thurnb i 4 fkrurn o fhe namﬂa ganay msangage lhe negiies

103 kot Miannemanz tsing the Sututs Triener

by pling the phunger assermbly Back 1 e dieclioniaded 209 ang A, Secirely winp the fad (engan, bhe) firh of e smm artund your it

comvpataly mrmene e e il fresiles ram i body ‘ot e i, Grig . forefingen, ciose to the skin,

siztire Hioob il b @bschad by the dhitérior nebel Thy nes‘temr ngedle wif Dy " B. Do ndt tighten the suitura amund the shath. Gomnplately femove the

roe o St Pull back by e tltnger Ut Suti IS bl Swhich contims - teice of the sheath (1 the devie was digloyed ot the begining of

ik ol e Siitufees have tmals Rl st st this Bricy of th tlavica, . - the eatnotoriaatian procedute) from the vessel whits simidtatestsly
T D et st 16 retletey the nebdes i the seturn Tenieis vl atiastied 5 the ki gy, o iy il iimh Mways mp thi SUlr Lo 1o s
strrief ngsdle. Feinsert the quide wire, arid reniv B avide oy the wirg,: Tigaile el

st & tvens Pulrodss Priaiice SR dovibh to coniglete e prostdues. - G v the T Bonget bug) suius Ianb weEuTely wrapped anned ey

8. ihsi the DxipkGel seldrsdimning imeehanisin iotated on the hedd o £ < Tt Forifioeyey, plities S’ pail v dnks the Subure Yeimise wtikaig the
the s ot the amenor fesdis distdl nﬂharnk. Ush of 4 nl, smnie : " Tollowing steps: Reffact the: Thomb Kb on the Sulure Trimmer with
alpdd or solsors B optiongl | s the Fight harid, Bide 11 Sutish Telwiir uader i Sutord bmb.saking
8. Palox the dovice ang sk fum 0 st i it poaman hypus@mg e’ AR O e biebwgen e gitne liribzad they ot of the
’ lever {marked #4) duwdi o the bty otths du'vif‘a Ek; ek staiif Yo remove - - Sultare Tinvine. Sid 1fis Sutiwe Tirmar Back 1 load the Sutirs intp
" tha devics withost cushng s lnvar, ) the St Gate Togated 2t The istet end of i Siiturs Tmmsr Koeping
10, Vithalzor tho Ppivloss Fritlide SMC demce unnl megmdc: wirg part exus . thes Thilmi Kb sairictid, Limythe Sitre Himmer sanxial to thassitads
. Bkin line. i - <+ it el the-Thusms Kol 20 captus U idised in the Scturs -
i ] s!mihand pr.dl e st ey o Gite, Reloasing the Thiemi Kath bufors the sutere 35 condial o the
gl Th il s il 8 e i - Suativ Triminar dan eansd the huluns to b caught wiks e siding
is U homr o % o kv s, THI3 fal sutie s wilbosssdin 0 ~ 1o ipahanism At the diste) 5 and dartig the suturs; Gnice e suture is
- adhvanion Sha kit Thi dhorddr, rmrai umbaswm:e Uppeﬂ énd wl he tged e correctly, fhe Suture Trmirier shaldd slde ey,
0 bk the bt i’ D Wt e sistaes bl and Seture Trimainr coirxial fo the ssus rack
12, Cintinvie Wit K06 Mvancemafu {3lap JUERIN cin'slﬂg avarlhawue ST s this kriot 1 1R veissal surface by advancing the Suture Timmer
contiile weth Seciin 1041, e iyt vt i whdle plaging stow, consistint Inreasing ensics

1981 Mainksining Wirs Mcess Duﬁnn K;mz M#sacumenl (magmg : G 0 il shtcre With Hie 198 foreTiigar, Avnid quiek o jerking tyne

et il S - ThiwernEats with the sutine Helis. Tha Suitee Titomver aod Suture Fmbs

H the operater thaosista mm:aln it atvegs, rmemrt the guade " shiould aheays reriiain chindat b e fissue tean. The Thuimb Krab

wite affer Sailisn iu « Stap'n Fail:m $tess A-Yi-when niasmg beér 2Bt be 12 o'bleek i the cailing) an the Suture Timmer

thie wine, Wi - shotiking Be totatad. - .

A There shaiuld |:e suffiient gusde wife emamd it af me gume wue U . VicEi vl forihin, Bhe) subie b siaraly wappod adund o et

- Bt part Balore ramasing i dovics. . - Rt ke e Suhare THmhmaT undor this tt thamb 19 assune

B. Vatrap the vad o oty blus lb) o Smum amund yw et mdex A A Shighehandad podiion gnd bomplite Kaol advancement with sl
figen, o, thyem to sl devel oo ; st increasiy ms ior untl the sifire is laﬁ ltiar sh‘rsg

G. Rumbee fia Perdiasd Pt BNC dewta Wi me right haﬁd : R B -ﬁgmnéss). :
maintalning an adegate Jerath of piids e inside e vessil. This. . £ Wit the Spture Tt in plaﬁs aml sultufe b, tighien tha kndt by

* st plecemenl of anather PerEloss Frofidy SMC devina gra 'sheahh < ety sl s ol 9horter whiz ﬂppe&} \'u?urn ienin, kieging it
in ths et that hamiodtasts Iy riot oblaed. 1 : - Codaal 15 the tianud iraet.

0. Whila reaoving U devicy with the Tight find, ‘difislidne ly m\ma . Hemistasis of fhe geies $ig is athiivad whon ihe imot is hally

" the kel b ffee 20cess St by afipliing sl dasisent ¥ - vadvengat B 1ha vessol Sarddd, the Slaek fs gootly pulfad from dhd ket
tension’to e vell shits fireh, edeing (e sbiture o 15 4 e i the RS whife he Soluies Rinmier holds e on the il © -
traet. (o ot advatics the Kiiol wish the Shtire Frintaf At the mre | lierits-f the smug anid $ha fissui 18 fy complets appasiton.
hiag bheii cometely remaver from e et} . - P bl e Sutvies Trimrmar fm the issue b6, relae enslon on

B Asbess the site for adbipint Nomeetads IF bleed ng i mmmﬂm: : o i salre, ahd test mrnwn@assﬁby figekeg the ftiard G0aigh o

* s anraton should her remove the gy wie Nee, lssé The Sdtine o bl 1 Tl o QSNBSS 60 ot Bt ANV, aseim
Trimmen, as desorbed in §hp 13, 1 advincs ahd Sghlenine aat . sigh-hianded it Tor 20 Setonds, of unti feriastass is sbfisved,
untll campists cosiate is athidvad. Confirm i Sheirty 4 tha kvt - Bbedrs i Knod again by gelity M’ﬂg ¢ 3 white Yged nonerill
by tawing the passam conh 30 7 oF b 5 7 By ia. At tsting - sifite s, D fiok dpht entessivg pressirs to the Sutire,
for hembslesis i ol for SRoBF sheaths. For slmﬂhs irdter than &5 - Gonfiri tirs Sbourty of e kit by having fhts patfeid cough and /
ot confirmiation Showld hot bs perfoimed: daly visinl Seafimnation . o b i f bt Ten. Adtive frigti Tof hismdstagis i dnly for S9-6F
of harnosiany shapd be dsplmd Aeftlianally, patients ridy ba shly- shaaties Rt Shaath grsaber thad OF, helive eonfiination shoohd mof be

-t mices dresly in bed w?r‘mu! maﬁ oif bed mieg reslm,hons if the i . petfoniiad; sy vibial pendemiation of hémostasia shousd b doplyed.

.5 sucemsshil - . : _Aciﬁeuana!ly et s B abis £ vy iy in hed withit e of

F. B the wis s wti ih plata and sutiife msﬂ 's Gurmg knm bl o g asiictlons B tha'chogd is suckessid, -

o advaricemient, of if mamastasls Ts Tt 4t dhother Pérclss Ll S D Fefntisles 16 aubigied use e Suurs Trimmmar to frim !‘h,
PrGlids S aévies ean b ysad to ciimilele the protedursdra - mirtirss-ekow the & W _mfmng bt Getuird femtss Aodattier
sheath Gan big isensed. Liiber mirhive thi: hrokn sua limbis of G0t ek pulted tU, Yondl Bt Suing Finds e the Sdtes Trintmer (as
e Suture finbs-clogd to the kgt Gsing the Siterd Tt fas i “o o cestiled abdve i Step O aful aduinice ths Sutue Timrmar by the
Section 10.3.3 Step ) or 4 pow, Storls Sealpel br Setsson 7 Vessel Siifae. Trim e sulires By il ok on the 1 Trimming

6. Cara should £ takn to acrid eigassive force H the insestion of andther - Lo, Kedp the i Léver ictiod back whilz femmosving the Sidura
o Pestinge Prtide SMO devick or Hibtcctr shealy I8 el To el - S Teimenirand wonmea Sutre Tens romh b Higus waet, if only ore -
vt e o shisath smal snnuhth avei i ek, S * st Yl bls BoEn Woudd dnd mmmsul rﬁpeat me s tertmique

N, it hemostasts caniot ba achipvad aﬁer ht wilke s mmnved anply D dnte other deley Y.

L e o G T K A hemissls paanot e acn\ava& aw!y' nmrupl wrnmamn et

183.2 Pre-Clase Yechelgus X <0 hemoslask s ackeval

The ferclose Probifide sulure dn be pRazed aropsd i‘he anms site at 1. 4 . [idigle SMC Davies Pmamnnl Liiltzing Pro-Close and

ihe ing o1 the prad ad knat t o ba pleced S Wniap Ve Asvesy Tuchigins

on fotd vl the grocedurd i wmplsta m;mu Steps A-F whan umg U The tm!minq ducliong setat e far olaziig the

4 pre-tigse techalsue. - Fea0gs steol & ea&zaleru!inn mmauaa w!ih muiﬁﬁa devicey sing ha

A Complets Section 1003 alags t-iit mmove sumre fmm the mval pre-closs lechnigise. - .

T end ofthe pradmal gids. 1+ Place a 0.6387 (0.97 rnm) (ar sn\aika“; iﬂ.ilde Wire tfmgh me infrodude

B. Immediately plave d rdsoﬂdsd Halaputat o champ 10 old the twe su'am " shizath; Rervioid thir tiuser Sheat wile nf)nf:,m el on the g
s togather al it ¢istal ard of the notral suture imb (shoriest © 7t kit hemoskasis.

L vt with white ). T pravetit kriok advanicarment o lockig ofthe - |- 20 Hacklaad this SMI tevica e g;mz:e Wit Ut thel guiche-wire e port of
o, cars st be taken Bet b0 el ool ihs individual sutdrs Fmbs nt) - thi i ShERRA IS ) sbo T s¥n Boel B(.mw 3he gulde Wi bma
the clamp is sacursly holding the two limbs togather . Lo e e pon e ‘i sin i,

0. Alter securing the sutirs s and bivtars isgrtiog e provedingf - - & Plas e et Perdies Prolids SWG devicas g the uide wire. Gartine
sheath, geatly pufl o5 e sy il the Sitdre is taul to rmnnve anv : tir i i chivic it bisk i fod of blodd is gvident o the
witiirs glack from bt tissog tact ik e, In ihevn, e Bow of 5ot may sot be pulsatle or basd

D. Plare the clamyed sutura under a sisils mwel duri) the gmcedure - "y oay filr the marker luioen, The devies faver {mmd #1] andfoge
KGRE: T maosetilanent suturs ein he dadvaged by opaning afut should be ficing the cahing {12 o'dock).
closing the clam. If yoir want b attach the suture 1o U diags, it s - 4, Rotats the deviée anpesimandy 30 degmas Uit uaz\m s gt side.
Tecammendi that yab use 4 secend claii with the tip pidced ftrough " Postion [N divics ol & A5-ditwee dsghe, Dapiuy e fott By Bting iho ver
the feislle of tha first chusig 2] attdch fhe second clamp to the despe.  feiarkedl #1) tir tap o B haridle. Do ot deplay i togt fa the dntety

£ Aving end of the cathetsrization, remsert the gide w«e mln the - tintgss baisk pulsatla find of blood {“ark") b evident from tha merker

. procedura) sheath. © - i, 10 thevail, Row of bloss sivay nat isu palsaiﬂa o el mav oy

F Foliow Saction 103 1 10 cloge the atcess site wier the ;;u;rfcw re. : Till #he madcker kimen,

Hote: In Siep G, Wie procedirat sheath will be rimovid ingesd uT F 5. Gently pi the dovies back 1o hosition the Took againe) tho véesel welt i
Prrcise Profie device. - TG[iEr 205pN of the ookt kas Bean dthioved, oty seseation vill ba faf,

: Tra the aiiery, biood miarking wilf cedse or be sianficanty reduied to 2 sght

<ip. i the ved, Bierg may be 1o echinge in taod marking. ¥ miking doss
i}
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1t stop or snficanty change, evaliata the anglogram for deviee position in

the vassel, vessel size, calium danosits, toruesity, dissass and for fosaticn

f th pucturs o snsure foolplate s not in bifreation 41 any side branch.
Rénbsidn tae deos to stap bisod marking (analntan the 30 dayrea ridalion)

of reiner \he Wi 3] evahiats the Stustion biiee sonlidinithe procedure. -

Whitts mealidaining Y duvics plsiion, statifizs the devic with your freg hand
{ie tne riot wsed 10 depiny e divice) 10 msinkdn the geatls etaction and
10 gevalie Hhe divios dosant twisl of e forward durng deployment. Use

v ot hand % degioy fikedles by pushing an the plungér asseminly (in the

mravked #2) et you ity Gonfirm it the collar of the shuager
makes eontact wih e prosimgl and of Bie body. Do p0L ise sxcessiv fon
U repeatedly push the plengty assembly. Afier visually cordiming rontact wih
W by of the deviez anly ore Bme, ts stes 15 complely,
Using your thumb a5 a florum on e handie, goally disengage the nesdlss

. by pulfing the pungar sssembly back dn the dirsetion marked #3) and

coenpetsly rsTvove e phitger and needies fmm the boady of the device, Ong'
suiuee fimt wil be attachud 10 the anlerior needk, The tasterior e wil be

- - fri of suiura; Pull back on the plunger imtil the suture |5 taat, whish confimag

it P sitite B Yoot fully setimcted itom the bosly of e device.

T et teanl b feclagioy the nesdies  the Sulre Pb i ok atieched tothe
anleriir nesde. Reinsen the guide wire, and remiyg e device overihe wirs,
Ingerta ng Perckoss PloGlids SMG devics ko conplale the prtacure.

s 1ho DinickCid subire-timmiing mechianism Incaid on the bandin o ot -
the satirs frarn e aptonior neadle distal of ta ink Use of a new. sirte

salpal O Selses s optong,
- Rl Uah Gowbot aadt et vl sk foval i s diiginat positioh by gushing me
* fover frracked #4) 0h 1 of the device, down 1 its wiginal position {10 ot
.l e e the divies witiou closing tha fver,

Vi

s ihie Pésciiss Protiide SMC device urdl the gulde wiss port exts

thiz akin bag.

. Shightty safiate th devion indl yau 63n see 1he 1wn sutune lorbs in the uend af

e vl giicdh, Grasn th Sutures adianent to the sheath. Whiile holding the

. two saruire s togathes, u«emly Full both sty s Btough the distal end

o e progiena) gide.

. bnmedislely maca a Shodded hermestat nr uiamp o hﬂld the two 'e.ﬁ!nre .
linols s ittty distal ard of the ton-i sudure Yimb {sharest fimb with

‘whitir ). T peevednnt kot s awsetninl or kiuking of the bnof, £ame st he

" t3kan nit to pall o the Tidnicual sutee Ul the cJan‘s',) i sntury hoidng
C L e e i fentis todethier "

L Ganlly 7208 onthe daip el te sufure i tayt iy mzu;mz [y stﬁme

‘ehzck frost the Hssun otk Placa the cleitped Sulirs o the dght ride

 ofthe patisn? e 3 steble Hwal, Tt is invtralant b identty vohich situfe

s dsployed e 25 .5 fhe Kot it nseds 0.5 adeanesd st al e

=

i

- ol of the prosedure, HOTE: The manaflament siture a0 be dafridged by
. opring s oioging He ol i you wenl fy atch the guliee to the drage, | -
- s retommaiided thal yois Usa 3 secoid clamp with the tip platad through

4 Tandte of te firsl clairip and attsch the senond clamp 16 the drape. i3

¥rporiantio remember tis siture was phaced Frst wion &uﬁubs Tying OGirs
at i gnd ot the progetiure.

. Feingad the gulde wire, Trers should be sufficient quide wsm ingig e

i and esposed it of e quide wirg ext port or devics mchange,
Remno the Paselose ProGlide SRAC device, whie hoiding compression 2bove

" W punthite ste and maitaining sfeguate lngth of guide wie nside the

uensed, This atows pecerment of the sesond Percioss ProGide SMD device.

. Pt Bleps 2-13 with Y second Perclase Protiide device. NOTE: In )
. Stsa 4, thee 2eord device shewid de rotated appresimataly 30 degreos

It the patent's bt sife.

. Altar omoving ay exoess Sutues stack fom he tssue trick, Bace the

. clamped syture for the seeond evics oa e lek side of tha patient under -

w

a sterie fowal, |t Is imqortant to-identity which sfire was plased first and

_which Slued was placad second. M the somplefion of the procaduns, B
" suture knels wil be advanted in the order thay were placed. The ket from

the first davice placed or e HGht Sid of te patien would be sdvariced,

 Tukeeed by {2 krot from tre saeend device placed an the left sida of the

patissi

. Kol advanvainent will by flaced on fald mhzs nuint and the sulures ot

F4i03 pader shevile towels unt the operstar prceeds with e procadues,

. Whisn ubiizing 2 pro-ciose ochnique, the Parciose Proflide SME device is

ervanged for an appropraiely sized intaducer sheath,

- My complring e precedure, A hydeopil or general planose Quide wire

shinded ba advanned ity the vessor, Maisiaia ddsgutte langth of guide wire in
Tioth T vesoal and nponnd out th guidp e exit ot to ensire guide e
HevaEs ib maktaingd srl himastasis I achisved.

. Hoavly imigate Ine seolrad Peivhasy Profilide suturss with hemnqze;ﬂ saling

vk By dry Goad.

. Rt e chep s o st st {pationts ighe s, T vl ek

dirred Is e and s e dongar of the twd suture lmbs. This ri suturs fmbwit
b used Yo advance the kot Tha s::nﬂae, natvta subre limb Is wmz  tighed
il will b used 1 boek the knot

Wz {he /a8 sitiing limb sacurely arund your Jt foml’ngm thasz in sk -
e, v hod the it ool 107 the Susue Lract Waile imolatalneg gulde

+ wirh pensss, carfully rémovs the Bntin shoath Systerir and simuliancesly

yull e fai finb it Stow, Ghaslstabt intrasing tonsiin. Avold auick o
irrklag type ndiermiants withi ihe siture Smbs. Manial pressirs shoud te
appifad provindt do the punctirg s for orabstasls, whie ttia s?seeth i
sesriried afud doring Iniial Subire Bidvanternent. -

5. B RO Toek s Somod 1 4 g, Dus o e size o the mcoess ste, s ol

Saty

Trirvmer (Secdion 103, Sten 13} may be nasded 16 s v

taguE edgis. Hotviens 9 NET mw massimv ﬁnﬁmn the imutwlu!e

Perucrpanug MH B PocagpaBHamsope
www.nevacert.ru | info@nevacert.ru

- e gride »}m is shll @1 e vessel. Again place fhe siture fimbs on the.rigm
side of the patient for easy idantientin a5 W st sutun: Gepluyad,

" 76, Remowe the olmp tom Ui satond sit (pelients Il side} and aihance

ha tenigt-tising W sante techilqua and imalitalntng Juide ire dooess.
Hagatr, OO HOT foek th deved. Plass the ax.mﬁn“bsonlhekehs!damm
. pusient lor easy kentioation as the second siiyfs taced.

- 81, Assistor hemeskasts. K brisk blsading is obsarved, advines the first

{patiehits right sie) aiture syl 30 theh advanics the Sacond (elisnt's kit
slde) subare again. Mulipls Jnol advancariials 918 cermmion wieh casing
" farger shedth sizes. Howdver, B0 MEOT look or excessively Bghten the kogd
white the guldz wie is S8 In tha vessol. List tha whs Is temaved, some
- bleeding vl be visfbla, but it shoukd not b biisk,
28, If shooptalie harmbstdsts i hot ohabred, alional Parclose Proilide
SMIC davices may be deployed at s point. B Stens 211 with 3
. fhird Persinge Prolillde devite. HOTE: fn Siap 4, 5 fhird devis shoubd et
tio tated. The devich Wt deployer withthe fopo facig the celfing /- -
12 o'clock. After dopioyrent of this device, advainoe the katt in the same
Iastien: D HOT lock the kot or axéessivaly Ilgfmmibe knet while the
. pilde wire rerialieg Tn tho vassel,
29, Asass W 4 for adlaguals hamottasks, i blseding Is tonlreked, tha
operator shaedd then reimte e gulde wire, With e v siltuse lind

{ongs, this N} Secirey wedpyiad aicrined the felt fosalings, again advance

the st suture (panients rght sice) and thed place the Sutur Trimmet
e tha loft thismh f9 assue & smg'.v-r-{a"-um position and eomplety kel
‘advaricament with slow, eonsisizat inbréasing tension watl the sultie is bt

" {gultar string ohtries), Wik fhee Soture Trintmar in pece and the s tut,
tighten the knct by gendy puling B narirad (shorter, whﬂe Spped) smuye
lirdy ke # Coixiad T the fissus traict

30 DO NAT eut tha suters. Foflow the sare sters 9 advahos the seoofid sutus

{patients ieftsing), coaxial to the fesie Fact and kick the knok byt GO KOT
el the sifteea, I apphisable, advande the thind atduies snd Josk the ktots
in thie it bt by wer placen) {iist, seton, thind). Assess Beeding. §
hernoskists 18 desmes adeqlety, cut the siture ta33 Selow the sudans of
thg shity Gl i S:utura Tiriner’ mem 10. 3 S 13 ) an a néw m;’e
eGalpel O seiseois. -

1n § ° Sufure Bigaknge

 suturs brekage voturs bator the Imi [ ugmaned if awire Is stitin
slate, distard the stto migeral, and e another Percisa Prodics SMIC
© devies to comiiat the proceding. -

: 2, " sutivg Maksc_}a SECus 2l a lmuths.s begn admmeda@d/a'bgmﬁi

* and 2 wire IS sl In pince, anotfisr Perciose ProGikde SMI daics ean be vsad

- 10 compiin the pOOGSII or @ shasth 2an be indelon, Cave thoukl be tken

10 avoid xcessiv furbs o the rénroduction of anethar device of iivroduger
shaath is regquinal, To avold rasistanee, vse' an intmdunsr shesth small
wigugh 1o he drodibed wihdat ondoe fores.
3 Wl ekbis, f another Percliise Pisbifids SMC devica br introducer shath
1 chrwol be inserted, use ianual comsrsssion t olitain homastagls,
4. o prevent suture besakage, abyays pul o the st tiribg wits gy,
- Conglstent intreasiog tervsion. Avoid guick of jerking tvpe mowinants with
. the sutura limhs.
5 To prevent darmage to the Sutura ad sunsaqum siure tmaks he Sedure
Trimrter anve gt linbs should ahways remdin comdal To be tesue tact
‘T Thurm Kot should be ab 12 c'eleck (facing the celling) ard the
* Buture Trimrgr shoild not bie rotated. When [oaing e suturs inhythe
. Sidus Tiknrnst, keep the Thismh Knob retmcted unth the sutore and Suture

Triniirtser a8 comdal, than re\aase the ‘Hhamd Kok 10 capmm e aum [

* the Suture Gata.”

105 Posl-Precevire Pellunt Menagament
10 Apply dn appropriate Sressing b B8 aeoess Si,

2. Assess th 00058 916 35 pay hogtal stdand of Gar, -
07 R dation for Pitient and Diseherge
Eatignls who hive uhdsigins & df

2wl
SF-BF shiaths iiay ba ambulated twd hoyrs after the Purclse ?mﬁled- s#ﬂ, ’

device piobedures.,

* Far patients who have undafgone an rr*tanmnhma] Gathateslatin prosedurs

using sheaths grastar than 8F post-procaduis ambulaisun i fratiant e i8
al the diseration of the physisisn.

In determining whether to ambulate or dischargs an individual pa.mvm il

fs impartant k consider all chinical factors inchuding, but nit fimifed 1o,

- aaticoaguiation regiman, antiplatelet ang tirombolylic apsnts administerad, -

oozing o Hlezding from e aceess sie, venods access eite Remisiass,

the genedl cardipvascutar condition of the patient, aneﬁla’\c Lwnrs and the
twerah chaital condition of the palient, i

1.0 - FRORUCT INFORMATION IASCLOSURE i
Abbirft Vasealar Int. has exercised rigsonable cans in the minthacturing of

- This device. Abbolt Vastbular Ine. @xiudes all warrantles, whaftir Bxpisssed .
" or e, by oparation of W oF othefiie, including bul sed limitsd 5o, any
- inopliad wasaniies of merchamtatiby of thriess, sings handing'and storsgs. -

of this davive, 28 well a5 fastors ratig 1o th patient, diaghasts, tealivend,”

. sargicat provediines, afd Gher matiers beyodd the contrdl o Al Wsaular
© Int. dirgelly alfet this devics and the results oistairad feney it (e, Abhok

Vastufar In. shal rot be-Yiabla for aay eldental oF coisengestiatlosy, m:@a

| oF expeasi, recty o Indleotly andig font i Gss ol s devied, At
 Vasoular I, neither dsstames, nor authorizes any Othar person 1 aSshing lar R,

aw ottier or additienal uamlxy ot rgs;amsahuw i cnnmbm Wit thn dswe
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1ED - PATENTS AND TRAGENARKS

T predutt &/ or its use may be coversd by e of rmma oi the i‘o\lnwmg ;

United States Patoats: 6,136.010; 6,150, 2087 b,459,258; 4,550,305,
G,730,102; 6,745,457, 5,964,888, 7,001 ét)n i 029 ABT; 7,048,747; .
7004345 7,347,645 , 7,901, 765 7;235,0&7; ) 721313, EP 1093346,
Othsr WG, patants gremimg Far&ign patanls issusd and peniing.
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o ihE e I elar ungeérmman sribbschEdiohn Vetokeng grlisfert.
<o Produkte shd mit Bttty sl il iy fr dan Bmalgetrneh
- iastimini, Das Eitavenprdikt daff nicht Tek olngm anderen Patiniten
- iedinirivendst widen, 4 65 nach i ersten (&ehrzucn BiEhE i di&

frne.Lolsting 9 erhling. 5 $ st 1 hea

3'1mairoﬁer [ Metkiirats, dia i me Umsidnite S BTAEn
: Warwaidutid, shiet Relnigiing thd'ader F sind,
- kit did Initegritt dor Kbl /ot dse Mmmﬂs begintrihtigen,

wiis 20 eingr Kontamination dufeh dige LEcken aneloder Pwischenriume

- B Ve iAder. Szcmm&ﬂ oot Lelstuty des Gatas filiran kaun.
4 Ein Rehlen dor tagi J KA 20 orveach
- fatwan urid wing Ruekverfolgung dnivdghich mschen. Ein Fohlen ger .
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LESEN Sil AlLE INPQGMKH{ENE“ B ST esﬁmcusmm UMB
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14 VGRSIGETSHIWHSE
Dm&es Pmdum sume it var Amen (m‘m m m%l disgen I\men

auf Anwe*sung diaser ﬁma} wmznrlet werdan, gl n dor dagnoslischef
unck/ets intes ddet Sind imd von ernem
autonsietten Verteolar von Abhintl Viscildt geschult wordat -

Vior der Verwsnaugy mises der Ariwerider €i6 Gebrabchsanlciuhg am‘c!‘dmn und :

i dén Appbkat Hiihian fir dis Ve
28 PACUIKTEESCHREING
Dias Petclize wwmwammww%wm Wirrde rm e Zuﬁihnng
elins Eine filen Po!y'zmk,. - enlmkah
mefdien ndch oi ischi o)
frerventiorielien Ka:hmﬁs;mrﬁgen versehinlt, - . g
Has Petelose Prohie-Nasibversctiutvsystem teswm s einam Kaliwn
gt Geit], giner Fibrisng Lnd einar Sehlzuse. 045 Percione Proflide: Systam
witd tiber ginén Standard-Filungudeaht der Dicka 0,87 mim (0,036 ZaH)
oder kieingr gefilet. Ein Himpstasavantil besehrinkt deh Bhatiss durch
dfig Sebiguse bai singotihriem Fuhnimsdmht und ohne F{mmngsdram e
Fihrting anthalt die Nadeln urd den Fuf und sleceit dis prildse Positionigrung
dor Nadeln uoh die Paritiongstele. Der Gil dient der Stabifisiaruag - .
das Proddukts el der Varwenduny, Der Kolben sofiebt dig Nadel vor
: \md dienk dem Zurfickaizhon des Nahtsaterlals, (1 Fillinirig anthéit ein
e, duasen intrahimé

Jung d\asrﬂ; Prmlu!ds mmaut se‘n

FProdisds aus. Das Mankarumgsluman bistil sinih Weg G dis Rikclolutung
(m{spmm aar Maskistung} vam Femmoiakiofan, wndurch fie m:hige

istong des Frodakls Sicherg aird -
lm uafa-mzr!“ng Ist aulardem a5 Pafclase Fndénmsssar &nmilan das dar .
Fasitinaianng des berells gekiliniten Fadenknotens Gber dur Zugangsstels
sowia dem Stutzen der Nohtiaden dient, C
Das Perciose Protifics-ahiversehlussayston dient defn Sehlielian v
Togangssiohen i diy Famma!aner;e oder dur Femoralvene, Bas Fsrclasa
Profilide-Nahtegrsch Ist In 1 dargestallt

il Gierighmizuing von baw .

Gifiing sich arh Gigkelen Endo der -
Fliruag befindzt. Das Markieurgsiutmen o prodiial 2u$ dei Gehiduse das

: Li:imjmlang 8e5 Parcloss ProGlide-Hahiwerechiusssystems:

[ e 1) Perckiny Pmeuds Naﬁw@mhiumymm

Tus ercle:eﬁrﬁﬁlm Nahlusrschhswys!am it fir dig Ahsiuhr,mg iner

perkeitdanan Nain Zim Virschbsfisn singr ihiihen Femoralariotan- il -
- Femnarabvenen-ZugRhisRealle bei Patistan i
dizgriost:

i, bt e el
4 oo Tnkerivatiionalie Mathatiisnng varisnpmmen vifde:
Gt i Zugagsstelion in dér Ferntbralirte whiter Varweniding
Vi BeF- bis 21-FGenlausen. Fir Sohisimendrshen Ghar 8 F sind
| mindeatens zvei Systanis und i Vorvitsihhssstachnik edordarich.
Dias it ti Juglisitolian i dss Frmamvine wnter Varwendom
OR 5+F+ bis 84-F-Subleunes, Rir Sofifousangbban iher 8 F eind
_ mindEstens g Sysient und dig Voivarsclskfssmcﬁmk erfardlieh.
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English

Starclnse SE

Vascular Closure System
WSTRUC“WD}% F‘OR Ust:‘

TO ERBURE Pﬂm’iﬂ DEFLOYMENT ARD USE OF TM{S
DEVICE AND TO PREVENT IJURY TO PATIENTS, READ ALL
INFORMATION CONTAINED B THESE INSTRUCTIONS FOR USE,
CAETIEN . . o o
This device is rastdcted to sale by or'on the order of physiciany
{0 ottt Baaltheare professionals, authorized by, o ungder the
direction of, such physicians) wha ara tralned in diagniostic and
- Migrspeutic chithaterization procodures and who have boan trainsd
by an dithinized reprodoitative of Abbolt Vaseular. Prior 1o us, the
opwratnrt st riview the instrustions for use and be famifiar wih
: me ﬂep!ﬁymesm techmquaa aseociatad with the u:;e of this device.

Bl’;‘\HGE. BiSERH’TIl}?I
- Thie BtirGlose SE Vascular Closurs System is dusigned fo
“eliver & witivol @heksl and titasiurs) clip to close femors! artery

pinehise s#es following peroutanasus cathelerization procedures. -

- The SlarGlose SE Vasoular Glosurs Systor consists of the
 Startlasy BE Clip Agplier (ses Figurs 1) dnd 2 BF Exchange

Syfem {een Figure 2). M implantable ip is moemtod o9 the Slp-

Rypiier, whish deliviirs thé clip theatigh the Exchange Sheath for
.- elravaseular closure of punclure sites,

Figurs 1 - StarClosh SE Cilp Anpbir

_""’1‘

I
|
-
1DJ

7. Deployient Button -
8, Themh Advancer

0, Salufy Release

10. Plunger

31, Accees Porls

1. Leater Wings

2. Flas-uida .

3. {itp Delhvery Tube

4, Sheath Sphiter

5. Sidgwarm Slat

6. Stabilizir .
Fgure 2 - 6F Exehanye System

R
= o
C. Mﬁ?———"%/ .

- B. Bilater .

3. Dilator Heb -
G, J ¥ip Guide Wirg

- A Exclunge Shedth
T Bhangs Hub with
Hesmastasis Valve

2(5&73&1#1 Tube -

" ORRTIONS
The Starlings GE Vascu!zrclmum ﬁys%em ] m:va‘ed Tor the

“paréutaniels defivery of an e Aar el for choside of tarpural v

) mmy awas-; sies frfﬁawmg t:amer hma ;)rawdums ARl
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CONTRAMBICATIONS
The Starflose SE Vasoular Glosure Syatem is centraidivated Tar

Cuse B pmleﬂts with knwin Iiyperscrsitivily o pickel-tanium,

 veARsiNGS

Do hiot use the StarCloge SE Vascular (.h:;&ufe Sysiﬁm ¥ tha
packaging or Slarlie batrier Has been proviosly opsned or - .
damaged or if the compbineeds appear 1o be damaged or dofactive.

DO KOT KESTERILIZE OR REUSE the Stariose S Vaseuiar

- Glosune Systetn if the sterile fiold bas beon broken whers basteral
rortamingtion of the sheall or Samelinding lssues may bave otosred,
© s siich A bRoken stertle Hsid ey result m‘fn!efstm

" Do not use the StarClose SE Vascular Diosure Systenn if the

paneitsre e is located above the mest inferior barder of the
interior epfgastrin artery (EA) and/ or #hova tha inguidal ligarsns
Lasad upan Loty landmarks, singe such a pincture site may result
in a retroperitongal heimatoma, Paforn a femaoral Emgmﬁram ol
verity. the lacawon of the punciure sie. .

- Do riot use the StarCIose SE Vasoisar C!osum Sys*em if the

puncire is theough the posterior wall or i there are multiple
puneiires, since such pmcturas may result in a retmpemmeal
lesnatoma,

Do net se the StarClose SE Vascular Glosum Sysasm if the'
puncturs site is located in the superficial fersaral astery of the
profunda femors arery, since such punciure sites oy resuttin -
4 paeudtaneurysin, intimat dissection, or an acute vedsel closure
{thrambosis of small sriery tumen). Pertarm a lsmeml angiograr
to vezn?y the iocation of the puncture site.

PRECAITIONS . .
1. The sately and elfectivineds of the StarClose SE Vasculat -
_Closure Systern hav not been estab!ashed in#w laﬂow:ng patert
_ populations:
Patients wifh intisdvcer, sheaihs < &F or w0 dung the
cathaterizaion procédure
- Ratients with ipsitateral aiterial aceeds sites pnmmred and
- compressed within 3 mamhs be?@m t‘ne camemaﬁun ’
procedre .
Patieits having arterial acéass in vesge&s nmer than the
cornmdn fumeral drtery
Patients having a hématoma, pseudaaneuryﬁm o
arterovencys fistula présert brior to sheath remaval
Fatients with femoral arlery caleium, which is
duorsseopleally visible &l avcess site .
 Patients with simall femorat arteries (< 5 mimin dﬁmne‘er}
Padients with severe claudication, 26 of femarat afety -
diameter stenosis greater than 50%, of freviots bygiass’
sirgery or sient plagement in the Vicirity of scesds site
 Patients with access siles in vasoidar grafis
Patisnts with pm{ Intra- aer‘;c ba!!aan pump at acms sﬁe
al any limé priot . D
Patignts with ipsiateral lameral venaus shmh dﬁmg
cathaterization proceddre

*

T . - P

.

-

shiath or greater thén ong ingilztéeal arianal ﬁuﬂﬂtum dtthe
start of e cathelerization protedsr S
Patlents With intra-protedur] biating: a:tsunz) a;;s;ass srla
Patients youngar than 18 years-of age - ’
Patignts who are’ pregnant of faclating - :

) Pauen!s with bleading diathiosis o toagi maathy
Patigfits who afg mmmdiy chise {Bﬁzsy ﬁ%a&s ek -
= 35 kg

* Pafisnis. witir hypmaﬂswn (sys’e!ic EP 180 mmﬂg

- 6r Hasilic BP-> 11D mmHg) unmsmms 10 ot
therapy.: o

" Patiénits with actwe gye;emm {xr Gutaﬁeom infegti

- inftamimation L

-+ Patienty with Hgtes sitzs st i maat inferior. ham‘f&r m

- g Infador spigastic adery {iEAY and o

'hgamem hased Lipon- Imny i :

P

.l

.

Patignts with which there is difficuly maerhng ilee m!mdut,ef o




3. Prior 1 use, ensure that the StarClose SE Vascular Slosure
: Sysiem and stesfie patkaging hiave riot been deviaged daring
shipment, Exandne alt componeits (rior o use to vty priper
fusion: Exergise-cane duriny devige Mandling g recfuae the "
possibility of actidestal devics breskage.

4. s wifh @l cathetarbased procedures, Fifedtion is [Jfﬁsm h‘y
Obseree sterke techaicue 2L 2l fmes whin ising e StarCiiose SF
Vasoular Closurs System. Etaplay sppropriste orol mandgeined,
a5 pir hospital protned), post-procedurs ang pnsi«mspnal ’
digchakie 10 pevent ifaction. -

5. Use'd gingle walkl gusctura teshnsque D;) riof punchire e
postedar wall of the atfery,

b Do 1ot tse the StarClose SE Vascular Gmsure “-ys!m"a to clase
voadels with dlamielers kss than 5 mm,

7. Do it deploy tha Chp in areas of caleified plagde.

8. T StirCioss §E Vastinr Closurs Systém oan OBEY be uséd

- with tha StarGiase Bxiliangs Systein (mc ged in the StarClose 58 -

Vasaular Ghogure Sysien prackaging).

- 9. Do gel advanbe o wiidraw fhe S!ar(;luse SE Vascular Clasurs

Deiits agoinst resislanen infl Ba cousk of %l rsi i s

5. CLIL‘K 1: Connect the Stadiose Exnimnge Shwh fo the C!:p
Applier (ﬁgura I

] Flgamas :

beeh delermstad. Excessive foroe wsed to advance ortorile
- thie SarGinge SE device shoold be avoided, as Wis may Tead to

sigeifiat vensel damags aad / or breakand of te devics, which -

mizy necessilate intevertionat and / of surgunzl iemegl of the -
thiics and vessst e o

" ADDITIGNAL LONSIDERATIONS 3 o
The Starliose Clip bas been shown to be MR Conglional .

" irrissediotely Taliowing implantitie. A'patlent wilh 1 implant c3n b
. stannid sately medime%y after allp placemernt undef the fc:lruwmg
- Gonditions: - . . -

+ Sratic magneﬁe 19&.9 ai ATesk e foss :
+ . Spatial gradtent magnetic field of 720 Gauss/or or less
e Maxdinirh KR systersy fépatted whle-Dody-averaged
spacifie absarplion ml (GAR) of 3 Wfkg for 15 mmmes
ol seining.

I8 non-chetoal tesking, e Starinss Glip bmdured a temperatufe fies

of Q.5°C &t masdimuins MR syster-reporied whof-body- averaged
specilic shsorpiion rtd (S4R) of 3 W.'kg for 15 iniauies of MR

. soanningd in a 3 Tasha MH syamm usmg a transm t / :anewe :
bﬁdy 28

" The MR image Guality may hs nc:mprwmsed if thz aiea of Intérest -
" I 7o the exact same area of relatively clode o the pasaucn o the

StatChse Clip. Therstore, optimization of MR Triging pamm 'tu .

Y

. Approximate e Chp Applier to the Hub of the StarCioss
Lashings Shoath. Hold the botlam of the Sheath Hub with
thi left hand and Insert the distal §p of tha Fex-guidz into

- the Hab using the vight hatd,

. Showly advante the Fiaw-duide down mrcsu:;;h the Sheath. -

.. Make gure not o Severely band the Hex- gmﬁe dudng

. insarion and advancenery,

Nu!a Whin mnnesﬂng the Shoath Hub o t'\a Ciig Am:mer hefd’

the Hub up at the sare atghe 35 the Gissue izt above the skin

-

-surfage. This dction aliows a flimy mrmﬂticn o ba maus without
", fushing aiminst the skin,

©. An audinti “chick” should be heard Chack 1o make sure the
Hub-to-Cllp Applier engagement is secute by gently pming
on the Shesth Hub.
B, CLICK 2 Deploy Locator ng‘s and initiate spling of Sisezsm
(Figum 4). .

 Figieed

' 'mmpaﬁsate fafthe ;zresmce (}l this |muiam mny be necﬁzsaw

CLGSURE Pﬂfjcmijﬁf R S
1, . il hecessary o cisaie a5~ 7 Fm skin ingis Icsn atthe shesth
gite Uy AECOmmndae the insériion of the Oip Defivery Tube .-
nta the tissise et This okl be dené at the beginilng of
. the protedure prior to the administiation of dvicoagiisnts and

antiplatatel agorts, if pissible. Blunt dissection by siighy spriad -

with sengieal inétrusrhent in the skin inclsler Is roommerided,
aspecially in Yuine pationts with sodr tisse fom previaus
© tathilermtion ﬁmcemres -

2. Porlorm a fermoral angioaraim t!mugh the side pm of ma
progodural-sheat to deterrive i location of the arteriatomy”
site, the vessel $ize, ard the pivserice of disease [paloified phague,
stenosis, chronic or agute ceelusion), tortuesity or pmsence o
arieril wall dlssaetion.

3. Re-prep the secess slte, plaging clean {uwers arolmd ﬁ 18 BE5a8E

site, ard waar rew sterle glves jiror fo hasdling the Cl!p Aprier . -

and procaed with the clodurs procedure.
4. Propare the aceses site for gosure:

A Insert 4 guide wire and exchange for a SIarCIose Exchangs
Sheath,

“d. Place the loft hand on the Stabilzer fo statllize the device

- gt ine ahgle of the fissue track, Othent the Glip Applier g0 tha
front side faces upward {the dide with the product logo), _

. dsatime 1 sydige gap o the prosimad end of the devine with -
the right nand by [aginyg the index firnges and the middle fingar

- 0ni the proximal posts, and e thufb on the Plurgger. -

. Ratract the devies out of the fissoe 3 16 4 om wih the ngm
hand. Fimly depreas the Planger with the right thiral ust
ther namber “2" aipears in the number witdow., This m}eﬁs
and logks the Losator Wings in the expanded pasition, snd

. advanees the Thurfb Advancer ard the Clip Gelivery Tuba
“approximately 3 6m 1o inifiata Spitfing of the Shaath: Tha
iniial éplting ol $he Sheath can b seen abioe [he skin level,

=4

.
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o A audible "shek” shouk ba heard. Dheok fo make suré the - —— - e
by 2 it completely visibl in the numher window. Nate: Go not advance the Thumb Advascer agaibit excassive

Tiis ingicztes hat the Locatar Wings are opentd and in the rusislanse, .
Incked positien, It exesbive resishange is expedencedt during advancerent of
7. ELIGK 3: Adeance the Thurmb Advaricer and deliver the Chi) to the tha Thumb Advancer, manually coflapse the Locatsr Wings ang
aess s (Floure 5). - L || remove e deviee tollowing the steps balow (Figurs 6):
._Ffam & ) ’ I Figare B .

. Maintiin the Jeft hand on the Stabilizer to stablize the
devlee 4t the shgle of the lissue tract, gontly retract the
devies with @ right hand untll slight resistanie is fell.

The goal is to place the Lacdtor Wings againgt the anterior
surface of the ariaral wall to locate the acréss site without
appiying lensian onhe driery, -

. hssume a syrings grip on the disial end ot ihe device with
he right kand by nlaz;mg e index linger on the distal post,
the: middte twed fingars in the loap of the Stab lfzer and he.
thimay o the Thamb Advancer.

. While maintaiving apposition of te Locaior Wirigs on e
anterior szne of the arteriat wall and keeping the Flex-guite

_straight, advance the Thirnb Advancer using the pad of the
right thtsmh until the number “3° appess in the pumber

) i

=3

o

Pistract e Thumb Advancer as ta prosimal as

- window, This advances the Clip Dalivery Tube wver the ©L possible until resigtance is felt. This IS to detraase
- Flet-gulde white spliting the Shealh from e Hub tothe . :;W 5HT&;M oh bietwagn the Clip Drelivety Tube! arid the _
thstat tip, . - Hex-gulde
d. An audile "alisk” should be hesrd. Clieck 1 miake surd tha _ * Siide the Safely Release in the directlan of trfe armw
. nutalier “3 is completely visibls In the number window, This - -5 seen in Figure 6 and on the devies to collapes the
indiciates teat the Themb Advancer 15 fully advanced and in Locator Wings. The Loeator Wings s fuly cellspsed
the locked position. . whieh the numbir *2" on the Plunger aits the ndm!:sur -

wirdaw complelely,

Plage the left hand on the puncture, site in the paln
down posiion with the Clip Delivery Tule cfxwadrfag o
Betwaer the index and middie fngers -

- Privvida coumerdraction with the o4t fiand oa the
patfent’s body, and assedwely il the device out with
the night hiand.
it s Imiportant fot to rack or iwm I!se devme as L‘ns
nay cause arignsl damage .

.
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. 01.161( & Bpgiﬁy (:irp tg diose e ar!.ermmw (F;um n -

- Figtita 7

o

=

o

. Vit slshmzrng lhe budy of the dawce wilth the nghl ha:sd .
s supparing te G Diivery Tubs vt e lit hand, rise :

the body of e device ta a 6010 75 degrew angla.

“Suppart the Chp Defivery Tubs with $12 loft hanc ahd dently

push the davica down o lop of e ddery 1o séat the Cii np
Delvery Tube on top of the s siﬁz Pulsition of the -
artery msy be féll

White mairtaining dowiwang oreasurg and device slab;!ﬂs@
depress the Deploymint Butlon with the right thumb. An
auditie “click” shoukd be heard, This relsases the Clip to
clase 1he srterotamy aml cnﬁldpses the Locator Wings
simuRansously.

| Malimtain the downwand pmssme fof 2 = 8 senands. P{aﬁe
the left hand e the puncturs site i the' pale-down resllon
weith the Cip Dellviry Tubia exténding up betesen the index -

ani micke tingors, Provide colmer-traction with the leh -
hand on the patierit's bmly, aird remeve the devlce with lhe
right hand.

Perucrpanug MH B Poc3gpaBHamsope
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Hote: If resistancs is met upon removal of the device, folow
{he sieps below to'remove the device (Figure B):

- Flguen §

+ . LoCate the two Access Ports on the [atoral and medial
- sides of he devide apprammta t'ths losamm of me ;
o protuct Tagh.
* o Insert the clistal end of the Dialor o (oF an 18-Gmsge
" Thiri-wall Neadle) into the Aceess Parts, ope ol a
fime, 1 release the 166king mezhamsm on the Thumh :
o Advaiver, . -
+ - A audible “olick” shauld be e Ehet.k that the
nimbar “3” exlis tha numbér window coinplately and -
" the Thumb Advancer is ffeaé from the logked position.
Repeat the atiove $féps ¥ nedessary, .
-+ Retract the Thiinb Advanter &5 far proximal a8
* podsitls until risistahce-is fell. This is t decrisse
- any interaction between the Clip Dei&wew Tub shd the
o Litator Wikgs. :
«  Siids the Safety Relesse to coi?apse the Locator Weﬁgs
: and reset tha Fiungér. The Locater Wings are Tully
“collapsédl when e number 2" on the Plungar sxits m{:
Number wittdow comjtetely
< v Pluige the leit hanid o Wi purichire site in the paim: -
~ o dein position with e Clip Delivery Tube extending up
bitwien e ine and middle Tingars. :

v Provide counter-fragticn with ft left hand on the -
pstierd’s Hody, arid aasamv&ly pull the device out with
the sight hand.”

+  Itis imporant nut o reek or twist ihe devics a5 this
may cauge artaral dgmage

9 (‘heck for hmusﬁa» ’

Uk steris gauze 1o firmily depress the atga dround the -
pisnrolurs Site to éxpress any blosd in the tissue taet.

; While supprting D pationt's log, ave him / her bend WS /
hgr dmen toward the chiedt, and bive the aa’renl It his / her
head off the table 2 cakigh.

| Adjunciive cumpresmn [H he apgstiad Tor up tEl 5 minstes,
s negded, |

i hermstass is ot aehieved, apnty manual compression
sty hemOﬁiﬂElS is athieved, -

[ AT — -8

o

PﬂS’I‘ PROCEDLIAE PATIENT MANAGEMENT

« Apply an approfate dressing bo the purchure sée

Tooe o Pasess the iﬁsemnn site o per heepifal protosot,

RECG&!MENDMIGN FOR FATIENT. AMBULATION AND TISCHARGE
In determining wheshet 1o ambilate of discharge an individual
patient, it is impartani to consider all elinical fagtors inolading,

- bt ngt limited to, anticoagutation regimen, antiiatelet am

thimbolytic agents atministered, aozing or Bledding from

the acoess shte, vendis Beass Site btrostaghs, the gensral
cardiovaseular condition of the putient, dneathatic and medication
levels, and the overall clinital condifion of the patient,




"FROBUCT IFORMATION DISCLOSURE .
Abliolt Vaseular Ing. hits exwnised seasenabls care i the
manittaetdre of this device. Abbott Vascular Ine. excludes alt

- wirahlies, whellsr aapressed or imblied, by opsratiin of taw

" or otherwise, inclading but not imited to, any implisd warmanties
of marehantabifity of finess, sivée handling and stotags of
this devica, a5 well as factors welating to the patient, diagnasis,
trsgbmend, surgical procedures, and other matiers bayond the - -

+ctstral of Abbott Vageisiar Inc., dirpetly affact this device and

‘the regurlts ohtalned from its use, Abbott Vastular Ing. shal -
it ba llablg for any nefdental or consequeniish loss, damage,

G g, dirscily or indiréstly arising from the use of this
. deévibe. Albott Vascular lbe, nefther agsumes, nor authorizes any

- oter person o astume 101 it, any othir o addmunaé ilab;!iiy o

respmwhthty in connection with this devies,

RO SUPPLIEU
: Thée StarClose SE Vascular Closure System and aceassories are
- provided stedle dud non-pyrogenic in unopened, undamaged .
pankaging. Prochicts &e stertized with ethylere exide and imendad
for glngte use only. This single-use device cannol be reused
- ot aiethor patient, a5 it is rot designed to parorm as Intended
aftartha fitst usage. Changes in mechaniosl, physical, and / or -
chemical shameteristion infroduced wder condiions of repaated -
- e, HheaRing, Jnd / of resteriization may compiomisa the integrity
- of tha design and /7 or-matanals, leading to contamination due
10 narGw gaps and 7 of spaces and diminished safety and / or
- perkiemgnce of the dovice. Absance of rigiial labeling miy lead
| to misuse and Siminate ecoability, Absence of orginal paskaging
miay Iead o deviee datnage, loss of sterility, and risk of injury to
the pationt and / or user 0o not restenlize, The device and the
’ prmary Pabkaging do ot conialn latex. Store s a mf)} dry place,

Startiese SE Vascular Slosur Svslem contains:
Ore {1) Starlinse BE Cip Appher
Grie {1) 6F Exchange Sheath (13 tm)
Qee (1) &F Dilator
Gy {1) G.038" (0.97 mm) § T:;.\ Gtide Wire

PATENTS AND TR&DEMAHKS .

- This prochict atd / or its wie thay be covéred by one or mare
of the foliowing United Statas Patents: 5,674,237, 5,810,846,
B6,147.042; 6,277,140, 6,391,048, 6.461,364; 6,623.510;

© B,826,915; 6632,239; 6,645 867, 6,719,777, 6,749,621,
6,780,197, 6.942.874; 7(}01 388, 7, 344 411, Cther patents -
penging,

'Qzamioqe Sisa tradﬂmark of the Abhatt &roup of Comparies.
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HEC{}&&ANDARI PRIIND M{]‘SILIZRREA $t EXTERNAREA
PACHENTULIH

) in stabifiren mobiizii sau extefdnt paczﬁm ota ampenaﬂzé )
leares e ponsidernre & tuluror fectoriiar clinicl, incluzind, tiria

se fimita la acegia, regimu anticoagul, ageng{l smi;;laﬁtelaro
§i trombolitict admisisial, reidared sau stngefared din
zond 48 a0ees, Mrmostaza i z2ond de sCchs vekoasd, starea

© chrdlovascular ginerald a paclentul, mvelsils de dnestizic g
: -m@dm&m&ai&;ﬁe i starea Qinitd genarald 2 pasledtuful.

N PRﬁZEMTAREA OE IHFGﬁMA]’ﬂ DEGPHE FﬁOE}US

Abbirtt Vaseilar lnc. 2 exaritat oo wivel rezonabil de rudenti I

- Tatslaren soestul dispoziiv Abbot Vascular exluce once gdranie,

exbrand s il i, st atits T virtstea teafl &t T st mod,
inclusiv dar 1ird -50 fimita fa-aiestn, drice gl implicite de

. varidatditate san de apicabiitats, din mamint ce prodedurile de

maneviace 5 dopozitare ale acestul produs, provum g factor care
Iin ¢ paclent, didgnostic, tialivient, prseduri clirurgicate §i afte

asprete Gt i seafiE seh controlil Abbot Vascitar ng,, alicteszi

Tremond direct aiest dw;smesw §i rezuliatele obfinde pri uunzaraa
S, Aol Vascular I, ol este fediatsabiid pentru sloio pisidere
anoisane sa indirdetd, dabnd sau chelluiald, dirccl Sait indireots, .

care-gpare ta Lhmare a Gl acesiul diapoziv. Abbott Vassiler

i gt aduind et By dotrizeazt nick atd ereoknd s dsime
Ty et B DR n:ﬁugaﬂa san rEspnsabiiliste, dm:nté sau

’ mlmﬁm&é n egézuré ol acest dspozitiv

" MQD bE LWRRHE

Sisteraul de el hitere vaseularh SlarCimes 5E ;l aciestrive sip
sunt fusieate sterle §i apirdgan ihi-un ambala nedesots 6 -
redateritiat. Prockmet it sicdlizate ou eifen-oid 5 sunt eichisiy
da Ui folostitd. Acesh dispoilv de unicd ToloEntd v 'se doate

reutitiza peminy un &t patient, deoatecs u a fost roectet peitr g <
wigl fme:;:o;aa cortet dupd prirs utlizaie. Mz}dﬂmén!a aaractemnmtor :

mecanics, fizce giaau chimize sprvenite e vrmare & ulizin, -
urfitind gifeau a rasterilizinl fepetatd pol compromite infuyitated
dispozitivilel 9ifsau a raleraldlon canduclnd la eantdmingre din
cauza desehientor sl sajilor bigisie 3 la-Teducersa dfaduld

.. e sigurani? gifsey a performarelor ﬂ;spumvukk Lipsa eticheielor
 originale poate deteiming b ubiizats incoractd & Tmpositalitisa

identificlril proventenis dispositvidui, Lipsa smbalaolil arging

© poate conducs la detedaney dispiozithvulul, 1 plerdafen steriti o

le pasibiia vitimare gravi & packentulul ifaad o uilizatorald, A ny
a2 rastirltize, (ispoziovat gambalajul gnncipai it cﬁn;n latex. Ase
pizia inimﬁ o tdcoms $l tisral,

Sstormul da Jnehider vaseular Starblose 88 tomine:
Un {1} aplicator de agrate Starllose SE
0 {1) eadd de schimbare BF (11 o)
- Un {1) ditatater 6F :
Un (1) fir de ghmare Luvirtin J 0, 038' 047 mm)

StarClose SE
- CucTema ans saxpmmn MGCTa
-MyAKUMM cocyna -

V'IHHGTPWHMH no HPMMEHEHMIG

o RaiKp

. Pycexud / Russian

. OSHARTMLTEDS 6 vmcbupmumsﬁ APABEOSHHOS

8 JLAHHDA BHCTPYKLIZE 00 NRMMEREHII, ARA

- OBECHEUEHMA HATVIEWARSErD PACKSRTI 11
- MCRARLAOBAHUA LAHHOMD YOTPGACTEA 1B B uEﬂHX
. I'EPEJIDTB?ALLLEHMR TPABMMP(EQJ&HS&H BAUMEHTOR, |

BiIMANHE '

Tabtos YoTaoiaTss paspedisng nponaam BRA3M UM No

M G BRA4SR (WA FPYTUX YIONHOMIMBRRNX MOMIHCKY
PRBOTHAKES, Wk TOf FYSRBONGIBOM Yok spmail), KITopue
NPOLLRY NOOFOTCRKY B Gl PHaiHOCTHECRUK 15 RENRTHX ADOLSED
KATETE[SALM, | KOTORLS OOYHANM YRONHOMOMERHEIS RREE BN T
Abhialt Vascilar Tepell #embionammem ORepaions) Bl

| IVHIBHOAUTLER B MHCTIYRHAIN N0 MPHSHERINO W SHETL 0 METORX

e, GRS & HERTTY

JBiH070 YOTHHALTRA.

ORHMCAHYE vmoﬂmn

- CROTEMA TR SaKpbi U MECT RYRIGHE CICYRA O Horasis

StarClsss SE pERHAZHANEIA QA 1OCTABK KARALH),

- WA TIRBNGHHGN U3 SnaBA HHTHON (i i istaina), oA -

TIRPUTHA TAGCT NFHKIGA GEEEeRNCN AERRA NOLIE MPBCKOKHIK
ARULAYE KataTehazaudl. CUETOMA ANA 3ARNLITHA MBI -

TTVHKUMA CoEYiiR 0T kdmnaing S1afClose SE Goctoit s kiunc.
- Aanniikatopa StarClose SE (o, pueyHoK 1) i rdaTanu saMas

GF (oM. pucynx 2). Vi Tipyenad Xianca yorauaBnvBastea
Ha WHARG-AnnEKaTp, KaTaplil A0CTABNAST KNuricY Yepes ruskay
sabheid [ wecnnyﬂumru Ss'leblTﬁﬁ WS NYHEL.

; Pmc\mnx 1 u_» xmnmannnaxawp Slarl:ia_ﬁa 8E .

e

.tz noaniaaepa o 7. Kuonkd paiwptina

-2 it i adngnmmwume S B Dangyses
CyEpnicTag 8, NpeloxpibuTensing -

. Tyl IR JooTairis K!’llr&'!ubl © yETptdieTan

T Uvgmmmmmmu DR ) 5 213170

b Nptness Gumnaru_ nupla 4 flopid gettysa

h Lraﬁunmmp

el
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PucyHeK 2 ~- Citcrama saneibl 6F

Afupudazamend - B [undwrp
© A Pasveh datisn © 3, PaseeM fHnararond
TFEMECTATHHESHM C. MpoRopiuk ¢
" KRG T Jofphastg
2. Tpybea rdtiae - . HAROHBUHUKOM

MOKATARUA K NFAMEHERIND
GrcTobdz [NR 2anpiniiR MecTa RYHKOW CORYRa 0T KoM At

. StarClese 8F npepaEsiasiand JINA YPECKOKHOA FOCTIAKA
BrEGOEYIECTOR Kok uag A3KPBITUR MOLT YK Befipe:iol
aﬁw*m ity npufsasmwﬂ THGRiYD & HEROAbAORAHNEN Kammpa.

ﬁ?ﬂfﬁﬁ&ffﬂ!@\ahﬂm

DHCTBRAG 1 3RKPRITR MECTA DK COCYRA &1 KoMRaIY
SarGlose SE RpLUBIRONISIHS A RpMMeRTi Y GONbHYX §
SR poRAMGHR ann@prmm Ha Huxnﬁmmuaaum chilgs,

THPEABLT EPE)KEHMﬁ

Hiertad wenon398aTh cwmew Bna saxpmun Menla B HIA
£0GYRA 0T Kesnrarid StarClose SE, sonw ynadorka Guna panes
OTHEWED MAW RoRpEKASHa, Wil UARYISHA CTORMALNOLTY, UNK
RONTOMONTI BLIRARAT NOBPENERHHGMU IR HEACHRAGHLMA,

Cist; bt B3 SAKDHIIA MOTTA NYHALMH COCYIA UF Koan
SlarClase S HE NOANEXAT NOBTOPHROM CTEFANMEALAA 1N
- WIS Z0BAHIO, eonu CrepUntane fofe HapyWeHD W MOTRO
BOFHENYTH Bamepwaﬁhuaa SaApPAKENIAE AN Y OKpYIREIOLIAX
TR, Tak Kat TaH0E HaPYIURHIE CTUQURBHOTO YonA MOMET

. 'npussam K pmmm Wi,

" Haread KENORSIGRATS CHCTENY I aakpuma PABETA MYHILIE
GRCYA o1 komitansy StarGlosa SE, eCin MEcTD RYHKUAW
HAYOMAIER GRS Nt Fnaknl HUAREH HepupeRiGl apTepy
(HHA) w/m Bbiie yhosa pacnonoMenia Taxosol ceA3mM

"0 KOGHHLM URRSHTHPAM, 13K K RYHKGMA B8 S1U% MecTax
AT NPUBRCTH K OBPanGRERMI SABHOWMHIGN FEMATOMY.
Het a0 RHRINHIATS BEADSRNYHD BHTIRGIPE(UI, Y10
TPORERNTS PACTIOMERIE REOGTA AYHRLM,

Hermad HENoRLINEET GUGTERY IBTH SARPLTHA aecTa Y HELY
 GOCYRA o KeMiakig StarClose SF, ecnu nyHKUEA BHNomiAeIcA
" MRS SAHHIOI0 CTEHIY (B B CRYY2R DROBANEHAR NYHKUMA B

HACKAILKIY MBCTAX, TAK 504 510 MORET I'II!HBGBTM ¥ 063200AH40

 AAEPIOLHHLE TEMATOMEL.

.- Heltad HENGRBS0BETh CACTEMY VIR 3aKTHA MBGTA NYHELMY
. eobyng ol Komaan StarCloss SE, eann MEGTOM nyasiin .
ARNAICA NOSARNHOCTHAR WAL [YEOKAR GORPoHRYIE BRTADNY, Tak

©¥ENM BT MONET TPHREETH K CRPASORERWD BCBBABAHERIUIMA,
WHTRAANLHON BACCORAN MK DCTROMY B5KPUTIAK) MECTA AYHKIWL
£OCYAA (OGS THOCHETS METKHK pTeRMiA). HeoBxoaumo
BRNONHATL GRADUHHYIO BHTIHITRAGIG, HTORN RpoRGEMTY,
PRERONDNRRGD MOCTA IyHIGM,

MEPE BRENDLTOPOMHOCTY |
1. Beacinactnom o Sddaausnnert, thoTened i 3aspiumia
" RIBITA YR COCYRR B7 Komnakl StarClose SE He ﬁunn
VOTEROREIE 14 ChOu0HINY Imynn Natitekion:
* Maueisy, 'y KaropbiX B0 BROMA Ri0HERYTL e
aTeTapR LN WCONBOVATTCA TRbas Mmpﬂnmwpa
U PEAMERON < 5 uitig S 6F
+ FIAMENTH, ¥ WTopux B K SpTepiam ucymeﬂmnmcn

ita TOH K ETOp0NE, ‘ETD_M SANARADDEAND JHA HBCTORUED

¥

+

.

-

" L3

e e .

' ) %!drc e SE cne;wﬂ VNI T(m!xm & cur.tmtm

SRR, W beecT IYEKE ONsRran0cs KoMASCOM B

TENBRUE 3 MESAHOB 10 MPOUEIYIE KATSTAPUARN
Tiauuahti, ¥ KOTCPLK ROSTYR K COTYRAM DOYLIBCTHASGICH He
ygpes ofliyk Seppeiyio aptepiin, @ Opea ApYTHe apTapin

» [laUMERTH € TEMATOMD, TCERGARERPUIMON 1R

apmpuenemsnan qzucwmﬁ BOIHBLIIMY 52 cmwa
b3

TalMerTH & KanbiiosorM Gafndnnodk awpw Kompuﬂ
BUIYATKMPYETCH B MELTE BOCTYRA Rid BOHTIOHOGKONY
Talgsentid © yakun G”ﬁﬁei!thMH apTepsanl < 5 MM
B Jleadeina)

e Mansshite ¢ TwatoR hophod nepwgmamu;ema XBOMoT,

Y KOG JMAMET STENTSA TR0 Wi fesipenniol

APTERKI HPSEHALAST 5 %, WAK Y rITOPbIX Rpebinyiies

LEYHTDORRNAL I PASMELIANIE STEHTA RROBITIAAGDH B

HenocpagoTEekGi Gniastetit oT MecTa RaTyAe

Taitjer, ¥ KEOpHIX MG JI5eTyna HIRGLATCA B

COUYAMETIIX TPRUCRNAsTATAX

TanienTid, ¥ wTops paHes fipsvenan

BHYTHAOPTANGHEN BANTOH-HA0OD B MBCTE [locTyna ad

iniafof nHAMAKYTOR BEMSHS 00 RROUATYDS

TIaGHanTs, ¥ BOTOfHEX B HpEMA IRoteaynL

KaTsTepizalaK Ka Toll ke croputie pasnanndena

GitfipEHEaR REH0RUA FUit3d

TNaliietThi, KOTRPIM CHONHS BBORWTL MUNbay

VHTDAALIOGENA, WAM'Y KCTORKY Ganbliie HiHore

PACRCAGKSHIG WA TOf e CTOROHE MEGTA HyHKLN

apTEnU B Hivane nPoUsaYDK KeTetapiaatii

aijpenThl & KpOBIIEMEHIAM 8 2005 MECTA .nucwwa B0

BPAMA NROREGERIA DRCSIVEN

Dlaimentl Mnagize 18 ner

GApRHEiNGIG it KODMALIAE NALIEHTIM

[latiesT ¢ TeMaDPATMTERIM AHATECM UIM

Koarynanaried

Naygsaum, cTRaRRKIINR Kpaszaeu FTRReNG m«uwwn

{urnEKe WaceH Tepa > 35 ki)

{1aLMEHTS, Erfapatite el el (cnmoﬂ;{ue&m& [\

> 150 MM pT o o padTondeckon AL > 110 Msd i 6L,
. HE BOAEANLYITA MEARKAMAHTOANONMY AEREHID

Tl #EHTH & ETHBHON CHTTEMHOR KW Ko¥w0d WHdekuMai

W BOGSANRRUBM

+ TlaleiTul, ¥ KOTOPYX MACTA BOCTYNG BACTIOHONENY Bbille

HiHel rpanuLibl HRHEl HagupaEHGl BRTRRIU (HHA) W
U RS YPORHA PRsnonsaa nasssol EBAKH A0
KOLTHBIA OpMEHTU]IEM

CHOTOMA [ SaBITHA MECTa DYHKIM 0GR LT Komsiakiss

Starblnge SE RoCYARNAEICH CTEPUNEHON U aNupoianscR

8 SaRpRfTON HEnCRHEKIENION yhaxnexe, Wagomia

FPCLTAMETHAcRARM STATSHOKCATON I iR aonsd Tbka

1A BERDPAA0EAN0 MONORRSoBaA, He NOANENST Toproit
CIRANA3ALAIN, XPaHUTS B CYXOM REGKNSIHOM MogTz,

Hepef nung THEM CHEiyeT YHMIRGR, YLD GHTTRMA

T 3aRGLIHA MeTTE NYHKIVE cocyfia or komiadi StaClode

SE W CTepibHRR YaxeaKa e Gty Nehpakagibl B0 Bpowy -
TEAREROTHPOERY. MEPER WEILICRIINERA CUABYET COMOTDER
B HOMIGHOHTH HA NEMET HARReRalliEy o GyRapmimeanid.

~ Crieltyet COfioNaTS DOTOROWHBETH I DARAINERIA ©

Verptfinon, rofibi waBERaTs Crpialiion RonoNkl Yerpolicina,
Kt 1 B0 Bpn fioGid RTOUANYR © enunkankatyeil katerag, .

CYAECTHYET BOAMOMIATT: BOSHMAIOBSHUR wideiu, (naliyer -

RO YTaHubnRmMe WebnRANA K CTEPRLHOLTH B
AIDG0A BPGMA N VCALRIOBANIN LHSTOMI S0 ISR

" MECTA RYRKAH COGYRA OT Konnan StarCloss SE. Criver |

HPHMEHATH GOTERTGTRYIOMHE DROHSEVIN OBRAGOTHA piaeon
DENACTA SHIRACHD MPLTORERY BOTMHRLE 10 YWoRY 3 Gamaupm
ROHCAE DIEPaLIN W 10000 BRNOH U3 BRI ¢ i‘f‘M mfyu

- TIpATpaib BIMEORSHE WpexLi, o
Cnegyer IRt Tamusy Dy ompoR ek, He. manyv:l B

Tt SaHE0 CTRIIY AETenUA.
Hesibat Hononbaoaats CHETEMY I sispia Mecia nyumwzn
COUYA BT konaini SiarCinse SE ra mma LR

: ﬂMaMH‘!‘pDM Menes B it

He cheyer packpeies mfnr:y 8 uﬁnamx o
nanﬁuuebmupcmicﬁou [z T R - .
CutTeny BA SaKpHTYA Mekta P GO T wmw el

Perucrpanug MH B Poc3gpaBramsope
- www.nevacert.ru | info@nevacert.ru




aabiehlt StatCloss (Kow{ial EXOIMT B ROMINEKT ¢ SUCTeMOR . : - Pucipiox 3
SR SARDLTUA MeUTA YN CACYPA OF Hokmai - *
StaiChse §E).

(. He eO8ayeT MpORBUTETL i HIRAERATY CACTENY ATA |
IARSLITUN BASETA MyMKILEG CORYRa 4T Komnumy StarCless
SE B aiye BoIRECRANMA CONPOTETeN, Rika |
T TAKGEY CONpUTSNERNA NE BYITAT ROTEHIRNENS,
Cotesiyart wabatamn ROUABHOMR Ugeinaphors Youmua s
BESTEEREIIA W4 BRaLedla cHoTambl StarClose SE, 1ax
KK 10 MORT Afiac A K CylipeTRonHINy NoBPeiEenH
Goyha WAR RADIRe YETpoleta) MAcntTEe verD MokeT -
ROTRABOREIAA MHEaEReNUHORHOR W MapybiigBerDe ’
vrsﬁﬂauﬂﬁ ymrpunm;&a i Bn{.f,?;mumm!ma cacyaa

mnm&ﬁmﬂbum

By FkaRa, Wi YoYRNGHKS K Stalclose ie
B FROTRENOKASTHAEM K nPDREeHi0 MPT cpdsy
TS WM LM, Ciaupidnning DaUMEHTON G Takam

. RMBHSHTITOM MO¥HE 0 NPARDIMTL Ehasy Roone - -
ymaﬂnﬁka KRECA DI CORIOABHAY CRATILMY Yerahid: : . a. NprEuisttn WMee-aNsiareh K Haskemy rahpas
CTFPAHECKGE MATHRTHDE fEin v 3 TECNE WM MeREWE; o ankeiid StarGlogs. Viepwusad nenod pyked NidmiG
+ npnmauummnuﬁ HedE | MafHHIHUm Rag— . i Ak eMa T, npaéaﬁ PYHOR Brraduts
- T20 Tefors i Meslig; : SR e KHietl THEKGTG ISDRGHHIKE B paabem.
= - MERidEERad chaiian yasikda’ ﬂﬁfﬂGmﬁeMﬂﬂ T b Meirieng mpheviTs gk Aposhiix uepes Ay, |
raDLLH TS {SAT) PRl SO peackaREHEH o - P EnAnyRT eHRn cluBaTh G0N NTOBGAMAK BO Bema
© IR BRI BRArD CRTERWENA 3 B TE‘ieHM? : R .t npgmumgm

. " 15 fARHYT CRatMBOD AN, :
Bo BpeMa RokRwEAeckiR Wechapmaniil mvmaa StarClose
EOGOICTRNRINA AOBLILIEREO TaWteparyps va 0,5 %6 npu-
HAGEMAREIGR CheiHel YIENERLE NRrnoAeMOR WOLHOETA

{5AR) BO BREMA MATUTHO-RE0HACHSN ToMOTPadI Boerd
opfaskana 3 Brkr b Tevstid 15 Myt MP-canupirahng
© RATHATHON WiyRIVERS TSR MILTOMOTPSDA 3 Tetha W 0 etk Roisiys 1 DN Fihal,

dRIbSeRgEN ADHEMCnepeialio ki e, e ek 2 Paipimy cmamm e L B
Exi kiica SiarGiosa pachesea BTal e T : raﬁwbl (pwcytiok 4). L
FRRIHOCTIMECKOA JMe WM G BYHOCHTANLHIN GANsbeTY B P

T puarfanTienked sorkl, 310 MOREr ebharansaTie -
UTPASHILER HA KauecToe MP-URaniposanina. Ty Mower -
ROHAAGRRTLGH GHTMU3ALNA HADanETROB MP-BaTyanisai, -
i Kwnenwmam Haisita nmow wmmmm

: npamzi&mn Bu ﬁpwﬁ Rptnere pmema TSR K 4
anniKaiopy CHERYeT ViEiRuaEth Jask e (07 ToM e YIATM, 470 o
* PPN, ) P H 1DBERRIGETLD Mevad, Takoe REdvasts oeshiodn)
- THpEAite COSEMAEHNS Sod IANETD RARReHA Ha Ky .
6. Llomaed pasiaTSeR CIaMn (uK, Creper nmsppm
C TPUUHESTh CORAABRIA JaTbEMY ¢ KiMic- azwmampw

Fm:smm:d S

HE‘BHEHVFA S&KPMTM

1.7 Heofikogado eastaty paspes #a Ko RMaMETpGM &
€ GO PRttt BNA PASTASLISHIA B THAHY ThiTida g
eTass Sunbate, To eossashocty, a10 Heobuamwiio . .
CANATH B Hedaie BROLEIY 10 ipiiena aistroaniisiros

© W aRTHTHoKBOLp TRpHLX GpeioTe. PalamMaklyites Tylive
DFLRHIE BRAGH CTONGHI B HE3RE38 kDA 6 NOMOLIMD
SR SCHOT MECTRYMENTR, tCal8RRD Y rallieitioe ¢
TR TRato BORERTBMY n;;enmyuw NpoEn -

o KATRTEPMARA, )

2. HeoBypmmso BT mewpmmy‘n auTHarpaditia uepca O
Bkt nopY DReUSIYBRON REThay, ol depagenh,
PACTRAREE MerTa Re dpiepdoiomie, paamep
COCYRA W HanbE SaBonebanih (GibtudHauponaiod
R, CYRMORA, Mo BOKoRE W O0TRON cRRAKI),
MSBWIHCTOC T WM [ECENneni aETepuanbeom claney,

3. HeoBsmmmio iy pas 05pataraTs MeeTo HouTyia, nuMeciisn

BOREAT Herin uisibie Caltenii, HafReih HoBe Ciopttig . IR PR a4
NEUETHR NERE HAHARDM MAHISTYIALIN © 1AG- - : R : .
FTARIIODOM W IHCRORHMTH RPOUBIVHY 3aKpLITRA. S "+ & Tiokpchess Resyi RYRY 13 CTR0NMHIRTOR, WTofk
A Dbaroroeit MeUTOMPETYNE K AT - - . e ATABRUSIPORAT YorpuRCTHO HofL VOM REOXORA © TREHM,
- P Haftpamims KIAC-aiTRaTop TK, uiokkt Depsiad ciopon -
4, BRESTH NROBGRHYK W SAMEHY [ (W3 SaMeHy il il :
Swm,%; A y a ! . - ol Dbl HERK (CHODUIA © ROTOTENN YeTphitoma).
5. GLICK 1:Tipvwpemns ritssy stbien Stlhssk bus- “ b Tindeod pikod Bafren a pyorTiy LRI Ha

- : L IpHEERAREROR KOMEE VOTHORCTRY, foldenTie
. Snaony (acyiod). . : VHESAYELHEAR Y ST AT 12 FTOKTRMAT LS
BHCTYITN HBGEION NNl - Ha TuyHaep.

X ilpasnn [iind BUTERYTH yrxpws,ma Hai 329 CinKpenxo
HEIABHTS HA TRYHEED GONOMIM Eistis naned pip,
1IKit B Uydinoiei e He Byt DToCRaxaTsen wong «2»,

) raxum QfpA3OM MRS CTOWTL i oK prEaTs AL

R B BACHEHTTM M TR

* VioIayHaK it TEYIRY PR ROGTAGHS (s npaﬁnammma
Hat B oo, Tl Hauah OFHERSHIR fWIkibl VMCRORHGS
CTRATEHAS 2 MOMED RACTIONATY 1AM VOORNOM KOKH,

]

Il

¥ "~ Permctpanus MU B PocagpaBransope
- www.nevacert.ru | info@nevacert.ru




i} ,L%um@!a PESNATEL aNbkiskakt 1IEAUOK, Heofkapimo e ' ' —
VEREATECA, ED WO « 2o HOHORTI BHEHD B UAGPOBOM . Mysrecanye: He clielyet Bpoledran. narayisy, o

omrx 10 D2, 10 GRERL NOKAAGHTOA OTKDILE | - - OUIUIRETCR SpEUMERHAE GETpOTAIaite,
SAdEHpOEANY 1 Motre, - - . Eciti B0 Bpema NECRBUMERUA RORIYHKE DHIYHAETER
- 1o CUEK & Npocyinms nma;@m ] npmam KSR B MesTo UpEarMERHES COAPOTABRNENIS, HEnBXSLUME BRYNHYH: BHTBHYTY
fiotryna (moynok ). - : . GRARUE HOKAMAETODE K BLITAMIMTL YoTpoEcTan, cuﬁmma
Fucyuax 5 USATEh, GRS Dk (purzyzzs}k s;

Pusyucxﬁ N

& TipaRankaTh yieperaty iesol pyroi cTabunysatap,
Tl CIATHMMEMPLRATE YETpORGTEY ol YoM Apaxoaa
B TKEHN, BKRYPITHO BRHYTS YCTROBCTEG npanoll pyrod,
TLKa K BYRE) GYBCTRORATROA CNRD0E CONPOTHEIEHYE. |
Lt CRETOWT B TOM, UTEGL DAIMECTATS Graliy -
ROFAAHAATORA BAROTHYH K NEPERMal ROBEIHILTY
aptepianuioi CTaRkd, MTobl tApefeiiTh MacTo nmryna
Be WATHRGAR apiepia,
b I'Epanm-l py%cil BIRTHER 34 pyRnaTey 1HnpuLA Ha m!r‘faanoM
KOl YoTpofisa, HoMecTHR WaZarentHbi fanall Ha
" RRGTARRNAIR BICTYN, DA CpRINHX nANLLA B fieTN0
m_féu:‘msampa W Banstal NANEK ~ 14 BOAAYIOK,
. Coxpanan pehoayiis dnaiilén noKammasthpa Ha tepdued
TORERXHOGTH APTEPIANLHOR BTEHKU Y YHRDKAREA B
OGO RN, NDOARKHYTS NATAYHOK BORyeuKoR

BrTauyTe HONGYIOK KIK MOXI0 fafiulio B

GARBAIGHD Tafish i npanoil YK, 04 B LUGDOROM OKRD He ) | IPOKCHMENGHEN HARDAANSHIY, HUKA CONpOTUREIHg
NOABATGCA HeAG «3n. TakuM 0fipadon Tyy6Ka B GocTaski ©C . be CTaHET OUTEMINM. JT0 HEOBAGNHMD, Wi
WARGH RROHBANETEA NORSDX MAGKOrD ApshaHARA, OTHaN YMEHLUNTL Kakoe-i6o BIaUMOgeNaTang -

FRNLAY 4T PaheMa K SRCTZAGHOMY KORLY. - - ey TRYBKOR (1A foGTaski KIANGH W fufsites
o, Fliwien pasIAILES Crbkipll wemel. Heotxonno - TIpUBCHEAKEM.

: ysg;mmga.?im MHERG w35 BONHOLTERY BAZHO B HAdpOBDM.- - CadnayTh TpERpaIEIIOE YoIpsicso o
okife, 470 D3Har AT, 70 NSYHOK MowhocTe npogeuicn < |- | o HATPERTIER Expena, KaK NOKA3HO B PAsYHIR
BIGDEL 1 SAfUKCHPABEY HA MECTe, B WOHA YOTRDRCTEE, WIGBH BTRRYTL GRAt

nokanuzaTopa. (Nl oxaHIEoR EORHGCTH0

- BLITAHYTH, KOrAa A w2 DOSHORTER WEeRiT

" W3 UhDOBOFO GKHA A niykRepe, -
Tlaneaet s SEBYIO PYRY HE MBSTD RYHELMN nmsmm
aes, (i ST THYERA 00 Sectanky KTnsk Domma

DO RESHATY YHASATRALHIIN I CRerinithe Bansiing,
OrdisyTe: FRROA BYKOH wOMY HA Tene Nadssday -
YEE[EHHBI HEOREHARM ammmu ympa&?ma
panoil pyksll,
Ugial; BAWKD Ha CRpyMABATE 1 H2 st ympﬂsﬂ;zan
HE K3K 370 MOKGT DoRpenire dfitemia,

-

Perucrpamug MH B Poc3gpaBHamsope
www.nevacert.ru | info@nevacert.ru




8. CLEK &: Paciiraits kwcy, ‘LU&M ST MECT) .zguepmmwu
{pﬂcyuak 7).
?ucyuux 7

Npupoil pykofl PoRAREKItRAA Kipays yetpoldiaa n -
YoTORWRONM BoRtEedal v hopol pysnll Bonnebiaad
TEYERY DA BOCTARKA KERRCH, IHUIGHHAT, KOprYe
YoTRONETEA G Yok 80-75 rhaycon, _

Nesod Pyl rpasersnia Toybiy 1A ROCTankw Koy,

2

=

BHYPATHO MOGEMRYTH WITRIRCTRO BHUA K Bepareil vacTn -

BT, YToBt VETAHORUMTY TRYTKY R4 A0CTaBKH Kinnow

. A BEpRAEGH YAGTH METR SOCTYHL M(??K&T nu:mamcsa
RYRBESLMA SPTERUM,

. Dosgiattad dasnonpe Briwa b y‘:mﬁuuaee fnoeH
YEEpGRGTRA, fntdiam AU npdeol by Hakam,
KKOMEY DRCKELTIAR, JLOMmKH Pasiiatbtn St Wemiok.
Tatui ofpasin CARGEPEMENED BRAYEKIEICT KivAza,
Yrabid 3akpidis MatT aprepmmwm W RATEIABARITGA
itabbit) noRaniaTops,

. Criegyor coXpaiiaTh NABIEHIE BHWE Ha npmmﬁenuu
2-3 veRynsl, Mihoknin SeRy pyRY HA MECTO NyRKn
Nagnn Bxiea, [0 aTon Yoylea N4 ROCTaR K0AncH
DOFERHE FROXDEMTE MaWY YraSaTenbHbi W creniim
it iandel, OTFRHYTY SEB0A PYKORA KOHY HA TERE NAtiAEHTA
W YRADWTS YCTPORETHO Tas0f pyKod,

L2l

=9

Mpywaseyzuue: Ecit B0 Bpeiid ynanehun yopof1ed
CUIVLNRETCA UDSAMEDHGE COREOTURRENMS, HECEEOHHA0
BT YETPodertn, coffiian ard, orisatiie Hti);‘m
{puayHox B):

_Fxcv'uax B

Paticncyd iv 183 napra DOLTYRa ¢ RatefanyHod o
- MEAHAkNBN CICHON YOTRoHCTRA, NOGMAKE K Mﬁmy
PACTEFOREHIH RO Wanai,
BEteTd OMGTANERBR KoHell prsaratopa (W winy And
I0iTioH Crerd 18-ro kanibpa «Thirewal Neei)
B TOPTH JOCTYEA 1O CuoRasd, Wioh GoRoHoIH
- GHEKAaRER MeXanam fa inayiKe. :
* DOMREN PasRaTRon ChBHMENR Weiiok, Npouspite,
< uTolie 8 URGpdRas ohip Guiia NOnHGETRK) BURHA
i o, A Ton3yHOK Didiryuled W GHREMDUBERMONS
o ToneERun. T HEUGKOMINGGTH Ginjlyey BodiopyTy
WaiH, erutaie Buie,
 BlTARYTh Ry N ek MOXHO fanstte | -
pOKEHMAREHEM Hars) 110K CONFOTHRNHNHS
e Grver CURYTHNIM, 370 Hectaauest, winhu
YEAEHBLMTb KaRUB-100 BITUMOREICTENS MGy
ToyBKeA fni ROGTARIH KneH W duraians
" nokahisgTopa. '
ChgiiyTs npenaxpuumnhuae ym pumma tmﬁu
BETARYTS A ROKARNHATIONA W BEFHYTD hYHKED -
. B yexifpos nonpksnse, hatu rowanpzaropa
© BOHOCTER BLEREYTH, Kerla UMGRA #2» RS0
- VEMESHET W3 Liracre arda Hi rnyeps,
- TRWOMATH FEHYH DAY B MBLTO AYRKIMY RASHN -
A, i 3om TRVERR- I focTasi kit
BaikAz THokDRATH MENLy YRABATERLHAM W CRERIM
natsann. :
Grinyh negol pyKod kowy Ha Tena Raistea W
o ynspmmm n&mmmmm B{mnm y»tpawmac; Tpapod
" .
(MBHG BAKHO HE CK;)Y‘{MH&T%: W Ha ittt ympu«::mn
- T2KCKAK ST0 MOXET NUBRSRHTS Apiepik,

.

.

Y-

-

9 Qﬁnﬁtpmh mMEGTaz -'

2. Kendnhaya t°¥e;.amswm MARA, me;w\ye{ BTTHO HALASAT
i1 OBHACTL BUKEYT METTE NYHRUIY, YIS BEAANIT,
oGy KROBL i YU £ITRA 1RaHH. -

. TIERREINUERT HOTY RBiMeH A, CoryTs oro/b Kefiag no
HanpABRAHIED K TR, W HENEOCHTS Raliienra opsnoRyian,

CTGRGEY OT STOTA W RDKalAETh,

. THpi HECEXGANRABETA MoK npumeﬁum FenFAmEIe
CHATAR BTEEHNE A b Mitlyr

1p GTCYFeTEINA ANeKEITHar0 feMocTasa, me;iyer

RIELEL G Y spy‘mym NGKA reMicTEs He G FRCRATHYT,

2] e

=8

: I%{)GIIEUHEPRLLHQHHBISE ¥ROg -

¢ HallouTh GROTACITTEYIOUYIO NORAZKY HA MECTO RYNKAL.
+ GUEHWTL CicTORRAE MEGTa Bmwww B CODTHETETSWA ©
BRATAKEARM Gonbii,

o

" Permcrpauns MU B Pocagpasramszope
' www.nevacert.ru | info@nevacert.ru




PEIQ(EMEHJIRHEEM IIMIMEH'FM& ROCIE EETAEAHMH 4

" BLITHACKM W3 KONbHUUL -

T Dipitied i1 PR pewelmuomumaxmu

IO 0, MG Y KD&*KDEMCIMV TIALMEHTY #oTabath i chepiyer

1819 BLITHEHRATh K ﬁﬂﬂh{mi.l!ﬂ BE#HMD PACCMOTRETL BGS

| WUAINOCKAS DAKTODL, B TOM HUCNS CXeNY SHTURBANRANTHOR

Tepabiad, FIMEM HTHTPOMBOLUTRREIX I THONGORMTHIBCKYX

- IRENARATOR, RAMMUAR HPOCAHARIHUA KRBBA MW KPQROTEMCHUA B

RECTE GOCTYTIY, MEMOCTAZ B MELTR ROCTYNA K BEHE, otjenky ofiters
BRRTOANND CARPHO-CORYIRICTON CHDTRMI NALKMBHTA, CORERHAHKR
B OPTaushis aHECTRSUDYIDHIAL W RN NeKIPETROHRMX CD&}}CTB i

“aKse Dhie KEANECKDR COSTOANEE RaUMeNTs,

MHGOPMALIA OF MEKEMAA

- Hoadranna Abbolt Vasoular Tnc. npsmepwaanacb BEEX pasymwx
- PGP DFEROTTORMMHOTTH DI NPOMSBONRTES [EHHOTD WENRHE,

. Kondiasn Aot Vageular Te. noknousst s0a Bughl (apani,

- REHENS URH RORRasEMebasMble, [RCIBYVIONME B GWTY JaKoa

B WHEA-GERGRIM, B TOM ikehe, ta He orpatimiiBance,

Fipigs FORDRIVMPEARMHS raPAHTAM ToRAPNUA RMTOAHGETY
WINE COOTHAITIENY, TaiCKaK OOpalusHAs i XREHEHIR RARNDT
YOTHORGTEA, 2 TaNse HAKTO, UMBIOLME DIAOIIEKIS K NALKSHTY,

- [IASFHOTTANE, NSUSHNO, XUBYDTRSECKAN fIBOURAYREM, U BRyIie

BilRGOH, HE JABMCTURE OT KoMrandy Abbatt Vasoulat Ire,

HEBGERR N0 BHUAIOT HA YOTDORCTEO W paallatain erc
" wenonsEeadmd, Komnaimua Abhoft Vascular Inc. we neget
- GIRETCTREHHOCTI 24 Kanof-nwGo npiMod wi kouiokbi videnh,

THREARIRINA W DRUR0NN, RRAMD W KOCHSRRG CHEGANNE &
WERGEkANEae D100 yeTDokeTea, Komaanua Abott Vascular

© . e ARMEERAGET KA CEfi Kay-ubo DDYIYo O188TCIREHEILTY

I ACROMIMTERsie DBSATATLETRA M e YIHOMOYMHeaRT .-
Kakng-nubo’ IEYIa MU0 BA RpMHATAS TaNof DraeTcmeHHocm

Wit oﬁmmnu,ra B CRASH ¢ RaRHbM ympo&mum

(OPMA BLAVEKA W mmnnﬂcrmuﬂ

CUttTama A 2aRpHTAR MECTA TYRKENM COCYHA OF KOMITARMY .
SfClise 8F # nunimoraraiuiie NPUHainswHosT ’
ROCTAANFOTCH CTEPURLMMAMN 1 ARHPOTCHHELIAN B JaKDNTOR

_ HBiDRREMATHAGH Ynaxoaus, Wsnénua ApoTepuiusnnatnl .

3 RGN W NPRARAAMABHI TIHKD TR OAHOPASOBGM
WEROALIOERHIA. 310 YCTPEACTEL DRHOPAALRNED HoRGNL3ORAHIA

B3 UERCNE0R3TL NOBTO[HO ANA RRRAREHYRE RMEATERLG TR

HPATOMY BRUMENTY, IOGKOIEKY TOCAS NAPROND NHUMeHeHHS
CHO YTRALIBIET HeoB¥olianEe dyimunokatinvhiig cedlictaa

- Wamzieiing MezdnRieoruX, Griasndsckind wind Xtidiieciu

CRECIE BOAEICTRUS NOBTORKOMD IMANESHEHWA, BuucTR @/

© AR ROBTORHER CEpMsAEE MOMET HDHaECTR K napylsun

UNTEETHOCTA YoTpRRcTEE WA Faabiiichith Maiepuancs, -
W3 KOTORWOH CHENEH, 410, B CM0 0UepEns, croGoBL el

© s PASHEE VETPORETSA B0 nRWNNE DEPAZRAHAR v
" Wiared WM FARRLBGS, CHMMasT BdsoniachocTy MpUMBHEHNT
- Yo TROfnTEA Wi mfi\mam ] Wﬂmﬂoﬁmmﬂe teofieTEa, |
ecyicteng OpERAEHOR Ma;jkupumd RAOMET CTath ipiiviies

fiﬁBi‘Wmm ﬁﬁﬂﬂﬁh’aﬂBaﬁHﬂ W USRI BD?MG}K?iOCT&.
[}HJM%(MEHHMH (?‘ma’.?f‘ﬂﬂﬂ!;‘fﬂ r{pmeuanm YBTQGME‘TF\&
GrayTaTiyi CRrAE Bl ARG MO CTts piikod .

. HDB};%&})K;Z&HHR yuipileing, HHDYEJ.MH: D!%Wﬂbm)ﬂb W cofdrs

GIFACHOETY fiﬂII)I'IEHHH ?pamu nalwmum Wi FEDFIM{JH&IGHE!M

- H ok Aosob EREHINsA0MY, YoTpoRga0 ¥
- el i
: ffsmmum i

s He m;;wm: AlaTekE, X;m»fm a rymM

O HE mma it amn stamlase 3
- Opay (1) by Saneri 6511 _m)_
Ot 1) fusavaion BF. i
G (1 ngtfﬁn,n,unk i Jmuﬁp i-éhEM i
nu nmw (isQ [ !

Slavensky / Slavakiz

- StarClose SE
Gigvny uzatvéraci systém -
NAVOD NA POUSTIE h )
PRECITAITE S VEETKY BIEGRIACIE KAGHANZAIUGE SA
V TOMTO NAVODE M8 POUZINEE, ABY STE ZRBEZPECILY SPRAVNE

ROLVHUTIE A Pnuzmz TENTD FOMOCKY A zaammu
ZRANENAU PACIENTOY.

UPOZORNENIE
Této pomboka &a praddva vyhmdna na nbiadnawcu ledeirew {alobn iryeh

[

“zevavatiickysh pracoveki, kion maji povolanis od tehlo lekdroy

aleb praculi pod ich vwen(m) Yoy abgalvoval Skolsniz v ablast
dingringlickyeh a ferapautickych katetrizatnyoh provedir a kioryeh
kol oprévneny Tistipea spilobnogl Auboit Vasouler, baluha s
st pmd pruZiti porddtky chazmamit s ndvodor riz pouditie a
asvojit’ si metody ruzwnuha kiond Sivisla s poutiffiv lafto pordcly. .

- FOPIS P(}MB{:KY
Glgviny uzatvarael syslém Starclose BE jo urteny na tanspart
sitiriofovej {ndkal a (iAn) svorky na uzalvorenis miesta
punkeie lemeralsio} tapay po perkutinnych katelizedngch .
procodirach, Gievny uzatvéraci systém StarGlose SE s skladd
7 aplikdtora svorky StarCluse SE (pozd Gbrdeak 1) a vymenného
systen velkoali 6F (pozri Dbrdzok 2-). Ha spbkitors svorky Wory
Je wrEeny na zavadenie svorky coz vimennd puzdd ra mimociavne
uzatvm'en:e nifesta puﬁkue |a pﬁpsvmna Imiptantovateld svmka

uuramk 1- A;:iikah;r svaiiy StarClage SE

1. Kridla lokalizitora 7. Tlabieto rozwiritha.

2. Pruna vedidlo - 8. Paloowy posivad -

& Trodica iz Zavedonis svu{ky 9, Bmaﬁnﬂsﬂr&é z&paﬂka
._4 Raztahavat puzda 10, Pipst :

5, Gtver prd botnd ramem 11, Pﬂuilip(}\lﬂ atwy

8, Stamllzafar .

dhramk 2+ vamﬁy swcm EF

.

¥t plmanad
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PROSTAR %L : ‘ :
PERCUTANEOUS VASCULAR SURGICAL (pvs) SYSTEM
INSTRUCTIONS FOR USE :

~TO ENSURE PROPER DEPLD‘(’MENT AND USE OF THIS
BEVICE AND TO PREVENT INJURY TO PATIENTS, READ
ALL INFORMATION (:QNTMNED IN T‘HE'SE [NSTRUGTIGNS :
F(}ﬁ USE.

cartion -
This device: sheuld only be uaed by. ph\i’ﬂ;cnans {or aliaezd

hiesithoars professianats, autharizen by o urider fhe divection of )
such phipfelans) who aré tgined m diagnogic dnd therapeutic .

cafhelarization procedires snid Whi have been trained by an
authatized mrsfesar'tali\ia of Anboit Vamular, : .

Fiiar 1o uss, tha npemmr raust rewaw thig Inslrummns fnr Use

and b fainiliar with the deplojmsmt lachn-quea astiosialed
vith the usa of lh's ds\-%(‘a

. DFWGE [}E‘J%GFEiPTmN
Tha Prastar XL Poriasnssds Vasmslar Kurgical {Pmstar XL
FVEY dedan 15 desighed to deliver polyestar suttrels) to
close femaral Brtary punumra situs follwing cathetarization
provaduras, The Pmstar XL ‘deving has e su]ums and icnur
needlas, .

CTha Prostar X’L dswce mnsrsts nt a ahemh, which eontains
two pairs of sutwed nesdies, a nesdle guids that procisely
sontrads the placamant of heedlss arounid the punciure site
arid & rolating bersl that receives deployet needles. The
Prostar XL shmath% have Joshaped fips &l the disial end,

A marker kien is ohtdined within the barnal of thi: devices
with the intra-arerzl pmt o me e pasﬂmned m lhe
reedlie gulde. .

Pkux?maily tha mark(ér lumizh n'xnts Smm the hid of the device:
Tha marker lamen’ allows 4 pathway for baok-hlaecimg ot
il famorad artary and enstfes proper device fositioning:

Tha barret rotates independently from the Shniral cove and i

detienad to prapara the subiitadesus ok Barrel retation

i acoomplished by deprassing the Inferfitles éstiihg from the |

Rub. The Frostar XL devices trask over a shndard 0038" .
{047 mm)(cr smatier) guide wira,

Tha Prc@sl.ar XL PVS System CQHS!bth of a ﬂ)F P‘mshr XL
devina and a Parclose Kl Pushin Thi Perclose Knot
Pushet (3 desljted 10 advance iha tied sumra knc;’s m 1he .
Sretielomy, . . E

The Prastar XL device and the I"emmse Knm Pu&her are
dap!ﬂmd In Figure 1
F%gurs i

Prostar XL Percutaneous Vascular Surgical System

A Progiar device
B. - Parclose Kriot Pushar

INCHOATIONS FOR USE
The Prostar XU Peroutaneous Vaseukar Surgical Systerns
. are intended for perculanecus delivery of sutures for closing
- the somman femoral artery access sie, reduting 1he tims
By hantstasis and ambulation (patient walks ten ety
thten maters) o patients who have undsrgbne catheterization
procedures;

Tha Frostar XL PVS System feduces the time to dischargs
in patients having undargone dlagnostic cathiterization . -

procadures without complicating olinical cenditions (reter to
PRECAUTIONS and SFECIAL PATIENT PORULATIONS).

"Tha Prostar XL VS Syatem iz d%rgned for use in conjuriction
with 8.5 i 24F sheiths.

. CONTFIA!ND!CAT’IONS

Thite bre fi known comtraindications 1 the use t}f this .

" device, Aisntion is drawn to the Warniings, Pre@auzmm and

Spsoiaf Patient Populatistis.

WAHNINGS & .
" Do ot uih the Prmtar XL PV device or acéassories if thsa :
- pavkaging of sterile Barrier has basn previously epsned or
o 'ctarnagad. or H e campmems appear 10 ba damdged o
*detactive,

DO NOT RESTERILZE OR REUSE. The Pm&!m X PVS

| odevics and acms'serﬁm a%e imended far single vse only,

Do not use Ihe Pmstar X VS Systam it the sx@nla field has
béen broken whiste bacieriat contarmination of the sheath ar

Surrdunding tssues riny have cocured, since such & brr\ken

sterife fiald may rasull in miei:tacm

Da ot bga the Prostar XL P\f‘s Syqtem if tha puncturs sie is
Iiosited abiove’ the mm&f Filsritr border of tha inferior epigasisic

Cartery (IEA} and | or sbova the inguinal lpamient based Upen

tiony lahdmarks, shice uch a punctura sils may rasel in a

- telrapetitoneal hematoma, Pédiim a famide anqmgfam ]
- -'ver#y the leration. of Ihe punmure sxm. . .

Do nm usa nm Prnstar L va syqtem i W punmum is
. lhmugh the pustermr wall of # !ham are multiphe puticturss,

sirnch sugh punclures may rotull in A rﬂropentcmesﬁ
hématoma, - .

i Aot usé the Prastar i pve Sysmin it the puricture ste

is leeaisd v the supsificial femoral artary of thée profunds

" lemoris aiteiy sinen such pinclore sites mdy fesullin a

. paeudoanmxrysm imtirmal disgection; ot an atite vessel
 clozire (thrombiosls of small drtery limen). Perform a femoral - -

R giég‘rar‘n o erlly the locatioh of the puncture site,

3 Pnsmmous

.- Thia Prostaz XL PVS System Is prowded wtame ard win-

".'.;aymgssnlc i unepenad undamaged packages. Praducts

. are sherilizad Wil etfiylens oxlde and Intended for single
Usé y Dot resteritize. Stare 1 & cool, tey phics. -

B Prioe fo.use, inspect the Premar YL PVS Systeni 1o

Censure that the sterls packaging has not been darnagad

" duting shipiviaft, Exainlia all componstits prior 1o Uss
1o’ veily proper fanetion. Exercise care durlig devina
tandling. o reduca the passitility of ac:mlz!egnuﬂ davice -

" braakags,

LR, A it Bl Gatheter-baied procedres, infection (52

- possisiity, Qbséive sterlld technique of all times when
-usig e Prostai XL PVS Syslam Employ approptints
g sy, w8 per Rosiitsl Brotocol, post
- procedure @nd post hns;maa! d;scharg« ta prevsm
mfecuen

‘A Usaa sifgle wall puncime mrhn‘qxza 06 rot pungiure

thé postarir wail of the am.»ry A\rud pasmr:or vﬂﬂ .
. &uture placament. ’

- B DB not ingart the Pioatsr XL PVS davies info tha f«:"mmal

 ariery at an angla gréater than 45 d&wees 14 e
- longitudinat plane of the ariery.
8. An experienced cperater shault use scéepied surgial
. fechiigus as warmanted by sirgicat clifcumstanass to
provida adsguata knat security, )

s There ard No fERcDeds Testrictions if providus arterictany

repairs ware achisvad with an Abbitt Vaseular Sulure
: Mediated Davice; .

8. 06 not adviitice or witi}draw the Prostar XL )
device against rezlstende untd tha dadse of that
reststanes has beet determingd (see Prastar XL
Device Plackvignt seciioh). Excessive forcs used to

advance of torqus the Prostar XL PYS diidoe showd
be avelded, a4 this may fedd to significant vassst

Perucrpanuga MH B Poc3gpaBramsope
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‘dumag '(-mci,i or breakage of the device, which may
- rigtassitale intervention and | or surgleal remaval of
" the device and vessel repalr.

' 0. If excassiva resistarce in'advancing the Progtar XL

BV device is encounterad, withdraw the Progtar XL
device ovar a 0038 (0.97 man) (or smalier) guide wire”
ard rainsar the Inroducer sheath, or Ugse cunvenuonai
cmptession therafy.

U 1 the evert sulure breakuge cecurs alter 4n iniiial koot

_has bean tied, care should be taken to avoid excessive

lrog it the relntroduction of anather Prostar XL device .
-erdntroducsr sheath is required. Any resistance to

- Ftrodugtion sheuld resait in &avancemam of an

Tiroduter shaath sl epcugh to ba introduced withata

" undug forcs,

i «ugn:ﬁc,aﬂt Hlood ﬂc»w i5 prezent arund the barrel
o ot the Prestar XL devies, do not deploy the needles.
Ramave tha Prostar XL device over a 0.038" (0.97 mm)
(ar sinalien guide wire and inserl an -zppro;mately snzed
o inwidosr sheath.
20 Rédmng the Prostar XL shaath befors tﬁghtening the
C o sike. Fellure 1 remova the shedh prior 1o tightening
| thid stre Y. r@sui in detachment of the tp of the
© - ghiath) . . o
13. - it using this of any thar sulure matedial, care should
"-ba takar i aucid damage from handiing. Avoid crushing

damagi dua to aphhication of surgical inshiuments such -

S am Rrceps of neadls holders,

14, Do not sitempt W re-degloy Prostar XL nasdies alter the

reedios have basn “backed-down” imo the sheath {raler

. 1o the TECHMIGUE FOR NEEDLE BACK-DOWH section).

15 I using the “pre-close” technique {piacement of the -
o Progtar XU device situres priot to cliating the acéess
site bayond 10F), suturas should be giadually tightened
a5 the inbroduser sheath is removed 1© maintain
-+ 'hemustasis. o : ’ :
.38, Use conventional compression metheds in the sven
Llasding from the femoral actess site parsists, after the
. usg of the Pmmr XL PYS device.
7. Thé Prostir KL device should be advanced usiﬁg
ﬂumms:;upm gmdance to prevent pﬁss#bze vasse| .
damagi.

SPECIAL PATIENT POFULATIONS

The sately end effectivensss of the Prostar XL PVS System
"hava not hean establishid in the following patient populations:

Patisnts with inroducer sheaths < B.5F or > 24F during
. the catheterization procedure,
e Patlents with 1psnlawm] arlenial access sites puncturad -
s and compresséd within 48 hours of closure.

- Patients having arterial dctess in vessels’ other thah the
SO comedn famoral artery.
S Pallgnty’ hafwmg a hamatana, psvudomeurysm or

: arterrmwnous Résduta presont prios to sheath removal.
- Patlents wilh letiaral artary. catcium, whish is
: ﬂuﬂmsco;snca?!y vidhde at accens site.
© Patieinls with small femoral artaries {< 5 #mmin
: diafnater).

Palisnis wﬁh_mvem elaudioaion, e or femoral arlery
b, dwmeter stenosiy grented than 50% or previous bypass
- suigeiy of Sigit facement in tha vidinity of dctess sie.
- Ptients with a&:mss sitas o vastular grafts.,

Paitients with prmr intra-aortic’ bauaon pump a1 Acowss
sita & any priﬂh_ S .
e Patizrits with |p$ﬁawrra! T sral verpug shaath digring tha

w0 _m&‘éﬁenmm pracedme :

“Pagiarts with whin thgkd is d:ﬁsw!ty msamng the .-

" iikbduser heath o gmamf than one ipsilaterat arledal . -

. pliristors 2R me start cf the cmhemﬂzabon prccedure
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- 3. Re-prep tho achess sne, prarm c{aﬂn mwa!s araund -

"4 Wile he inraducer shearh i

Patients with mtra procadural b!eedmg amund access
sita.

+ Pationts receiving glycoprotein bflla inhibiters befora,
during, ot alter the catheterizetion procedute.

» . Palients younger than 18 yeats of age. '

. Pannnts who ara pregnam or lactating.

+* Patlents with bléeding diathesls or coagu%apalhyl

. Patiems who are marbidly cbess wheem Iess than ong
third of.the access nesdle is above the skin line.

+ - Patients with active systeinic or cutansous m!ecmn o .
inflarmation. 8

+ Patlents with socess sil'ss abisve the most inferiar bardar
of the irferior Bpigastric artery A} and [ or abdve the
inguinal ligament based upon bany fandmarks, -

B Ps:ienls with aniegrade punclures.

CLIMICAL PROCEDURE
The Tollowing instructions provide techmical u‘sract!fan bt do

- hot ohviatd the nscessity of formal taining in the use of

Pruostar XL PVS System. The techaiques and proceduras

. described below are not intendsd as a substiuls lor the

aperator's experlence and judgrent in n Vasitihg an,n specafat.

patiants,

'Examimtmn and 8elmtmn of Pmducts
-1 . The outer poirch packaging of the Prostar XL PVS

Systam provides the sterily barrier, Alter carelul
“inspaction of the packaging 1o énsure there is no
darmage to the sterite bﬁmar remove the devids from
the package.

2 Ewsrclee cére during device handlmg 1o reduce the

. possibility of accidental device breakage. -
3. Eweicise care when using acditonal surgical instruments .
" suth. as lorceps, hamastats oF nsedle holdars during
" device handling, To reduce ths FDGSibth m‘ accu}enial
device breakage. -

- 4: Verify markes por} batency by ﬂushmg %ha hernen wnb

* saling untll the saling exits from the marksr port. Do st
isse the Prastar XL ws device If the markef fafied is
not patent.

" Arterial Punclure Consldemtlnns
1. Puncture the anterior wall of the comman ksmor.a! afte:y

. at anangle of approkimately 45 degroes.
2. Avoid sidewall or posterior wedl femors? artary punglures.
3. Puncture lovations are ideally localed in the demman - -
fomont artery balow tha level of the inguinal ligamérd
and ahtva the common femora! arlery bnturcatmﬂ ’

.Pmstar XL Deviee P!am:rner:t
-The tollowing instructions detail the dep!oymnt sequﬁme

14 tloge the sotess site of a cathelerization progadive .
perfnrmed lhrough ah app!ﬁcab!e slzed sheath.

© When ufilizing & "pra-closa” wchnique (ptacemanl of the -

Prostar X1, devica sulured prior 10’ difating tha acceds site .
beyond 10F) rater to step 7 in the Suiure Marsagmenl sez:ua}n

. fof i |nfarmatmn

i Priot to Prostar XL device plax:emem perfmm Y ftsma!al -
“&nglogram rhrough the intradkicer shesath 10 ver IRy thiat = ;
the acooss sife Is in the cemman iamnmi BTy ’
2. Bvaluate The lemoral ey site for siee, calbium -
. deposits, and wm'msiijv. 16 avoid pestarior will sutire |
placgment and possible igation of tha Betarior and :
i pasterzor wiglis of ths foinal aripgy, i

© the aCoess Sie, and wearing n
to handing the dewca smzf prﬂce
'pfoaadurs : S
r;s in piace,; usgga o
. geatpel 10 stightly ‘extend ﬂm ingision and’ f:.arcﬁg;.s
'_dlme subsut&nﬁcus t;ssue




Rlaca a 00367 {0.57 mm) {of '.v,mmler.) guida wire’

a4, If & consruous drip of blood (!urninal mnrkmg)
© froin the dedicated markar kimen & ot appdrent,
‘ithiraw the device to gxpiss the markar poit.
Flugh the marker himen to varify patahty, and
then continue to gert!y agvanca the Prastar AL

) dévice whily rotatirig the barel. - .

9.2, I vortinucus marking is still not achieved, ramove
the Prostar XU device snd fllow ésnvénticnal
comgrassion protodol, or replace the Prostar X1 -
deviza with an appmpnalely sized mtmducelr
sheath,

9.3. Do not deploy nesdlies until a coninunus drip’

’ of bloed is evident roni the dedizated mark&r
fumaen.

Needle Deploymant

1

Conllrn thal the intetlacks are rw-eng?‘ged and cotreclly

alighad with the locking indents in the hub (ruaketﬁ)

Pull the handle sway fiom thi hub to doplay e’ neediss
. (sea Flgure 3).

Figure 3

8.
through the introducer sheath. Remove the introducer
shaath while applying p{é&sure on thét gfoin to maintain
‘hemnstass.
8. Carefully back-icad the Pn:star xL davice over the guide
© L wire uniil the guids wire @it part is just above the skin
line. Rerova the giide wita, Gontinus 10 advance the
" Progtar X1 devics uindl tha bairel is at skirt lavel.
"7 - Uilock the hub by depreqsmg the inferiosks with thumb -
and kergtiigar. ‘Onde the hib is Uhlotkad, fetate the hub
wehile gortly’ advancmg the barrel ata 45«degme nugie
.o lags, :
8. Agtendy, Eorfirugus diip of blosd from the dedicated
marksr liman. accurs when the Prastar X1, devics is -
propétly’ poitinried (sae Pigure 2), Marking o the 6 I resisidnes w totating the handls s ancountersd,
Hatmihis) contiining sUtIe(s) gy bbodr but shauld o not attemipt 10 deploy the nesdiss. Signifisant
riel ba ussd ds the indicater "f" proper pesitioning and “fesistanie is an indioation that the hub is not prapenty
réeedia dapmyn‘m"l positioned, Refal 1o the TECHRNIQUE FOR NEEDLE
bo rict chimip the sutsre limen with a hemastat - . BAGK-DOWN section 10 ensure proper bib positioning.
oF ather instrimen, Daoling s “'m pm“’""’ suture 7. Do not clarip the suture luimen with a hemostat
ds”*"y“‘e’m' © o ather instrudiant. I:mlng 50 wil pmw:m stiture -
i F!w're'_ 2. U depinyment, .
8 Gontinue to pull the handEe Lol tha med!a taps enﬂs;ge
" al the top of ihe barral. :
9. While' steadily Folding the deviss in' post teen continm it
. all four hoadies ars visibila in tha hub.
10, ¥ significdn rosistance i eitountatad piler to newdi
o - 1ip3” eriigrping dt tha. top o the bartel, of il &l four of the
- aeedios g not dapieyed, tervindte ‘deployment. Rafer
S e TECHHIOUE FOR NEEDLE BACK-DOWN section
710 perform nesdie back-down jrocedure.
Lok fha b back in plice. . Using a hemostat, ramtve the posterir neadis{s)

" followad by the antariar needials) using 1ka funnal.

shaped hub as & fu?crurn & fac.;i;laxe ‘needle removal

" {sem Flgum 4.

. _l-_'igured )

Fulcrum
_Point

. Suturé Managament
BN

Orice neadiés have baen reoved from the hub, remeve

“shick in the suture(s) by pulling the sutire ends 1o

evarly matchéd lengihs and tensioning until résistanes is

2. With the left hand, hold th hub &f the device in pusmon " ket €t the sutire eniis clise 10 ha nesdiss. Dispose
) ar an mrgle of 45 degress {or less). of neediés in atcardanca with hospital policy.
3 With the right band, rotate the handie coumemluckm&e, : 2 Withdraw the Prostar XL devive whils maimalning decass
10 unlock tha handie. : . T W the mitures exiting the hub dusing this stép. Créate
4. Ensure blood marking is maintained. 8. "bow siring” effect with the éxposed suture(s) by

bending tha Prostar XL device sheath awsy fom the
eparzior and applying tension o the sutre ends audting
tha hub (see Figure 5). This ensures thai the sutures
are not dad around the sheath.

Flgure §
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8.

1

2.

g

Sl guitde wWirk exil port exks the skin line. Reinsart a

' Giab Wie anledor sutire snds (one whits and one green)
© adiEenl W the topsida of the shaath and pull the sulure

onds hronigh he distal end of the harrel. Place this palr
of sunié ends toward the patient's head. -

Geh 'the posterior suture ends (ong white and one
graen) adigsknt 10 the uderside of the sheath and pull

S Wb sutire ends thiough the distal end of the barrel.

"Enstre that this palr of sulure ends comes under the
devics and towards you. Place this pa-r nf suture ends

©teward tha gatient's feet.
gty me two ends of a single sulure by calar ang

hen ten&;oz\ the ends using a gantle seasawing mation,
Guintifius to withdraw the Prostar XL deviee undl the

0.088" (0.57 mm) (or smaier) geide wire into the visible

"giida wire axit port 6o that guide wire aceess can be
" migintained untl hemoastasis is verified. If a guide wirs
© . steaigitener is used io reinsart the guide wire, care

~ il be takin to aveid disturbing tha hemostasis valve

Ioeatad in the device ust dis‘ie«l to the guida wire exit
port.

Am:mas sites Iarger 1han 10F raguirg the use of the "p:e-
Glose” tethnigue.

LR

‘W uiiizing 8 prez-rloss" technrique, ihe Pros!ar
XL devios is exchanged for an approprislely sized
infrofucar sheath or an advitional Prostar XU device if
addidlenal sutuies are o Be piacad atound the same
AGESS Site.
Siiding, selt- -locking 3urgmal kiots shau}d be tisd
prioe to introduser sheath remaval acoording to
the Knol Advancement tection below.

w5 sites iarqaf than 10F imay require the usa of an
additivinal Proskar XL device.

Uss of &n_addmonal Prostar XL, device:

C BA - X additioaal sulures ara 1o be placsd, posiion an

ackdivional Prosiar XL device rolated 45 degrees
felative 0 the first Prostar XL device 1o establish
altermating sutare posiions and repeal all the steps
abova beginming at Prostar XL Device Placemeant.
82 . Tdentify and secure the suluies from the first
‘davice separately from the sutures m’ the
- addiions) device,

Krniol advancément

ldeniily the gieen suture ands, Piace ong gresn sultre
end in each hard.

Gertly tension the suture 1o create a longer sulure end.

- (Tha short end Wil be your fail limb of suture, for the

graen knol).

Tiz a slidinig, se?f—iockmg surgscai knot u‘;mg iha graan
suture,

Lay the green suture aside.

*ldentily the whits sulure ends. Place ore wh:te sultire
end in each hand.

Gently 1ension tha stture 10 creat? a lenger sutuse end.

The shod end wili bo your rail Iimb of sulure, for the
whiteé krod.

Tig a sliding, solf-locking surgical knot using 1he white
sutnre,

Securely wiap tha white rall sulure arvuind your left
indox finger. Saturate the sulure with saline. Gerdly pull
o the whits il suture firsl, keeping the sutute coaxial
o the tissus fract. Complotely mmove the Prosiar XL
devicg from the ariery, I&awng tha guide wirg i tha
arery.

che i -using the "pre clasa technzque, sulutes shouid
- be graddsly tightensd a&s the mtmducez sheath is
remaved 10 maintain hombetasis,

©UBA 7 Do nit compress Wi fefnoral accats site whils
S w:zhdrawma th& ?msmr PR da\m:e irom me tsbus

Perucrpanug MH B Poc3gpaBHamsope
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20.

2.

22.

23,
24,

Wract.- Applying excessive forca 1o the Prostar XL
sheath, dua to site comprassion, during ramoval
of ihe device may teslt in 4 nosdls guide - .
brivak. Piease refer to NEEDLE GUIDE BREAX

. PROCEDURE gection for further instruction.

82 Do ot tighten the sulwré arcund the Piostar XL
sheath, Tightefing the suture around e Prosta
XL sheath during devics rémoval may result in
a'neadls guide break. Plaass rfer to NEEDLE
GUIDE BREAK PROCEDURE section for further

" instrustions,

Saturate the sutures with se!iné Lodd the r&ail Suturd
imo the Knol Pusher and continue & advance the knoi
forward 10 the arleriolomy (30 Figure 6),

Flytire 6

With the rall sulura firib sacurely wrapped around the

left forefinger, place the Knat Pushar uader tha left
thumib to assume a single- hzmded pasnmn to complate
ol advancamiant. . E
Do siot tension tha pan-rail suture i tighten the knot.
Remove the Knot Pusher trom the tizsue tract and from
the suture without using tha thumb knob.

Lay the white suture down, baing sura to separate the
3l and noA-ral énds,

’ Hepeat steps 8-13 wiin the green sutute.

Répeat steps 1-14 for sscond sel of sutures il

- agditional devica is used. -

it hemostasis has baen achiaved, remeve the gulda wird

from the patierd. Continue with stap 18,

# hemostasis has not besn achisved:

171, Repeat sieps 9-14,

172, Exchanga the Prostar XL devics with an
appropriately sized introducer sheath, Care
should boe taken to rvold extessiva forca if thy
redndrcduttion of ancther introducer sheath is
required. To avold reslstdnce, wse én infroducer
shaath small entugh 10 be introdusad withaul
urdug force, but large andugh ko maintzin

o hemestasis. -

73, Apply conventional compression therapy.

Qe again, securely wiap the white fatl sulire around

your Ieft indax finger. -

Load the white @il suture into 1ha Knot Pusher and

advance to tha level of the arigrotomy.

With the tail suture imb gecurely wiapped amund

tha left forsfingsr, place the Kaot Pusher undar the

laft thumb 1o assunie a single-handed positon and. o

complets knat advancement. -

With the Knot Pusher in place, tighten the knol by g@nt!y

pulling on the while non-rat sGlure.

Fleinove the ¥not Pusher from the tigsus tract and from -

the suiure without using thé thizeb knab. . )

Flepeal those same staps 18&22 with the green suture. )

It hismbstasis & is ot romptete, repeat.tha singla-banded

pesition for 20 saconds, After 20 seonds genily pull on

tha’ non-ral sultie 16 tghiten the kel (Repeal first with .

tha whits sutipre and next with the green sitarg), Do ot s

L ' ; apply excessive prosiurs to the Kast Pushar or siture,
. P5.

Onie hemostasis is achnevr:d lnm the sulurm befow

. 'ihe 5?{4!’1



TECHNIQUE FOR NEEDLE BACK-DOWN

The Kllowing describes a safely featwre ("needis back.
down™) that permits the physician 1o returs thie needlos into
ihe sheath, This leature provides the option of exchanging
thar Frostar XL device with another Prostar XL davice 'of an
intreducer sheath so that tha patient may ba treate:i wﬂh
canvantional mmpressmn therapy.

4 I resistance 16 counterclockwise rolation of the handia
is Fit, do wiot attempt to deploy the naedles. Check

that the inteilocks are correctly alignad with the locking - -

indefts in the hub. The skar on the edga of the hub
" showld be centerad diractly batween the intariocks,

2, 1Pt nesdies are ot easily deployed, back the nasdiss
doweny info the shesth prior lo removal of the devics.

3. Manually remove tha called sections of the sulure
humens 10 uncover the sulurd loops,

4, . Use s heimogiat o grasp the pull rod cloge lo the hub
Advance tha pull red 1 em into the core’ (see Figure 7)
amd thea gertly pull the siack out of the uncovered
sutura loops,

Flgum 7

§. Rnpem sep 4 until e bamile snaps inle pusmm on tho

. proximal end of the devics. -
6. Pull back on the suiure Ioaps exiting the suiure -
lkiiens 1o ensure thal aH siack in the sutures h*:s beean
o remeoved.
ST Prior to davice :emavdl use ﬂumcsmpy to van!y the .

- needis has baen retiresd 1o the needle guide. The
needis thps showld be as oluge as passibie o the
proximal edge of the mdiopadgue sheath ring batore
removet of the Proster XL device. .

8. Pedlarm the samo “raedie’ back-tdowa” procedum in
thi avisrd that alf needias ara not depleyed DO NOT

" REMOVE ANY DEPLOYED NEEDLES, o

9. Do not altempt to re-depioy the Prastar XL deiich alter
tha needies have baan “backed.down”, Replica the
Prostar XL davice with anbiher Prostar XL device, an
intreducar shoath o Usa ccnvantaunsj ce"ﬁprea,saon
therapy.

- SUTURE BREAKAGE . : y
117 W suture bieakegs orours pior 10 compiating the initial

knot, distard the suture raterial Bad ramovd the dedes

ovef The gliide wire. Use another Prostar XL PVS device
to m:mp!ate the procedure ar replace the mtmducer
sheath.”

2. i the sulures are inadveném!y mngied b removed prier”
to knol tying, distard the sulire material and Temove
the Proatar XL device over the guide wire. Use another
Prastar XL device 1o completd the procedurs,

3. M suture breakagé occurs aller an inltial knot bas baen

© ted, anpther Prostar XL device may ba irdroduced o the
intreducer sheath may be replaced. If replacement of the
intraduesr sheath is-sthempted, care should be laken o
avoid excbssive loree during introdustion. Any resislance
to introduction should result in advancedient of an
treducer shesth smalt entugh to be indroduced withoist
uindiie torce, but large encigh to maintain hemoslasis.

NEEDLE GUIDE BREAK PAOCEDURE

. The filowing describes d safely proceduis that allows the

phisician to réniove the Prostar XL device from the patient
witholt surgioal intervention, in the event that the Headie

. ("uide of 1he Prostar XL deviva breaks.

?rocedure for Neadla Gulde Braak bre. needle

. deployment'

D not advarice of withdraw the Prostar XL devies
aysingt resistance unlil the cause of that resistance.
has baen determined. Advanging or withdrawing the
_ Prostar XL device against résistance may causa the
 devie 16 bresk. .
2. Mote: 1hm|gh the gulde Wil afipear 1o be braksn, the
shaath remaing attached (o tha: device via the hokler -
* siop. The Proster XL devics has a redundant system hat
prevents the sheatly from berammg c‘nmp!@l&!y detached
~Trem the devam .
3. Yo témove a Prostar YL devica with a Needie Guide
.- Brarak lhal gootresd during davice insertion, evakiate if
the Guide Wera Exit Port van bm wsuakzeﬁ abave the
- ki |

4 i the Guida W(re Ext Fort GRMGL be “sualized:

‘4.1 Manually remove the coiled ssctions of the suture
Sl lumens o uncovar the sutie lonp.
4.2 Pull hagk o the suturs loops exifing the sutufe -
Co lamens w&urs lhal al si&ck m Iha aumres ‘has
... been removad, .
(43 Clamp tris suitufe lumens'wim hemamms
4.4. : Removs {h device unlﬁ tha Guide Wire Exit Port
. xs visialze.-

5. Inserl 4 0,038 (097 mm) {of smafier) guide wtm I.JD
- the Guide Wire Exit Part and replace the Prostar X1
- devies with antthef Prestar XU device, an inttbduger
- shaath, or use conventinnal comiprassicn therapy. If &
Guide wiré straightener is used to reinserl the guide wire,
© care must be taken o avoid distuibing the hemostasis
o valve lacaled in zha dewc:e Jusl diste} to the guida wire
" 'ex%i pozt. -

: Procodure for Nued!e Gulde Broak post needie deployerent:
AL Da ot conipréas the feinonl acsess she while

withdriwing the Prosiar XL device faom thee tissua st
Applylry excasaive force to the Prostar XL sheath,
due to site compression, during removal of the devies
sy tesull in g needle guide break.
2. Dprgt m?wten e suture around the sheath, Tighiening
- the sutwre around ihe sheath during Prostar XL devioe
refoval may fesull in a8 needls guide break,

3. Do ot advance or withdraw the Prostar XL device

‘aginst resistance datil the Gause of thal résistanse
‘has been detsmined. Advancing o withdrawling the
Prostar XL device uga!nst reslztanca may causs the
" device o break.

-4 Hote: thaugh the guide wil appaar to b brok«an, fhe

- sheath remains attdched 10 the devica via tha. holder
stap. The Prostar, XL device has & regundant systém that
pravents the sheath !mm beeeming cﬂmpletély (Setac!-ad
from the devids.

6. To ramava the Prastar XL dawce when a Nugdis Guld%

 Bréak has oceurred during dévics romoval, evaluate Bf
thé Guida W:ra Exit Pﬁﬂ can ba visustized above the
skin,”
5.3, If the Buide Wire Exit Porl sannot be visuglized,

apply similat. and simultanadus backward lengion
- 1o both the eiroldar handie and the device hub.

5.2, Remove the dovice until the tamde Wire Exit Pait

’ T \nwa!lzed
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CB . Inse g 0.038" (0.97 mm) (or smakien) guide wire into

: “the Guide Wire Exil Port and replace the Prostar XL
davice with another Prostar XL device, an introducer
sheath, or ¢liliza corventional comprassion therapy. If a
guitde wira straightenar i3 used to reinesnt the guide wire,
tara Mmyust ha taken 10 avold disturbing the hemosiasis
vala lorated in the' davice just distal to lhe: gizide wire
exit port,

.PGST PROCEDURE PATIENT MANAGEMENT

TUUU U Apply an dppropriate dressing 1o the punGira sita.

2. - Aasese the insesiion aite as pef has;::lal protocol.

| GOMPLIGATIONS

Potential oe:smp!sa,&lmns'resu!tmg from pmcerlures asmcmmd
“with the une of the Prostar X1, PVS System mciude A are
el Inmmd to

Losaized varsel wall Vauma whu:h may lead to sutgical

; ‘el
At lhrembos
o Deep vein thrombasis
+ - Péeudnanisuryem
o Hematorsa
o Lt infeddion

S Herd iy )
« L Lossd pulse deficits or |schem;a
4 Biood loss inat may lead to blosd ransfusion
Lo Local distomion
< Wouid dehiscenca,

- RECOMIMENDATION Foﬂ PA"HENT AMBULATION AND -
: DISCHARGE
1. - Patiénits inay ke smbulated altar Frostar XL devica
L proggdures with nermalized {15{) 180 seccmds) Actwated
Clatting Tienes. (ACTs). ’

2. " Pationts who have undergone Prostar XL dwnce )

piocedures may be sligible for eardiar discharge from

" the hospitel refative’ 0 conventicnal compression (ie.,
radnual of machanical methods),

' © 3. Balbwe (,mssidenng Garly discharge, aasess for lhe
: fmiaawmg clinical conditions:
o+ Conscious sedation
s Anticongulation, theombolytic ar annpime!m nwmpy
. Unstabia carding stats
v Hematéma &t the closure site’
¢ Hypotension
¢ Paln white walking
0 Blesding &t the closure site
; " Aty ctmorbid condition requiring chaervation;

The prasense of any of the abovi faclors has ganetally
led 1o th deferral of éarly d:scha;ge recammendations.

HRODUST INFORMATION DISCLOSURE

- Abholt Vastular I has exercised reasonabie care in the
- WANRcute of this devica, Abbott Vascular Ing. exchidés

- all wariadtivs, whether exprassad or implied, by operation

ot Taw o olheraise, incliding bt net Bmited to, any implied
warraniies of murchantabilly o ftvass, sinae handiing and
-S?G?‘&ga of U8 derdcs, 88 woll as feciors’ relating 1o the

BEE patisnt, dhagiosis, reatient, surgieal pracedures, and other
. s beyond the conitrol of Abbo Vascular Inc. mmm!y ’

affect this device and he Fenults olstaired from its use. -
" ABhOH Vastular 156 shall ned ba labie'for any Incidartal or
- oansegquential h‘)ss ‘damage; o Bxpense; dirsctly or sriduectfy
o aging fromiy the se ol iy dovine, Abbiott Vascular g, -
fentheY BEBeS, nor authmur;es any mher r.:awon t assdrme
far i, oy ottter-or additimniﬂ Icabﬂ ty ar reaponsab%ﬁry i

HOW SUPPLIED

. Prostar X1 Percutangous Vasoular Surgleal System

Edch System lnsludes:
Cne (1) Pm:!ar XL F’mcutamous Vascular Sutgioal
devica

Ora (y F‘erclose Knol F’usher .

- The Prosnr WL VS devies and acesssoriss dre provided

sterile and non-pyrogenic in undpened undamaged packigss.
Froducts are stedlized with ethylena cxide and intended for

“single use ofity, This shigle se device vannét be reused en
- another patient, as it is not desigriad 10 periorm &g intended
after thie first usage. Changes In mbobanicsl, physicat,

and | oF chentieal haracterigtios bitoduced under condiions
of repeated use, cleuning, and / tr resterilization may .
compronmise the integrity of the design and / or materials,
leading to cariamination due {0 farow Gaps and / or spacss
and dimirished salety and | or periormance of the device,
Absanca of arigingl labeling may lead to misuse and elirminate
traceability. Absshoe of corigina} packaging may lead ty device
damags, lass of sterility, and risk of i:-;ury ki the patisnt

: ami 1or uset. Ba . reatenhze ‘Stare in cool, dry plat;a
. FATENTS AND TRADEMARKS

This product and / or its Use tiay be coveréd by ana or
nore of the foffowing United States Patents: 5,417,639;
5,527 822, £.613,074; 5,744,755, 5,779.7&9;'5.792,152; :
5,797,929; 5,660,991; 6,902,311, 5021,994; 6,018,659;

- 6,117,345; §,206,803; 6,355,050, 6,517,553, 7,429,480;

7,445 628, EP 673228; EP 727965 EP 010288 EP
1236437, Other U.8. patents prandmg Foraxgn patents
issued and pendmg

Prostat and Parclose are t(ademarks of tha A.hbou Growg of
Companies,

Please fefer 10 the end bf this boaklst for Graphical

’ symbnla far Medisal Davice Labeling. -

PHOSTAR Xi.
nEPKVTAHHA CHACEA XUPYPIIMHA CH&TEMA (P\ia)

WHCTPYKUM% 3A VI'ICJT PEEA

2A OGUFYPREAHE HA NPABUNHO nm&nommwe 2]
PABOTA ¢ TOBA YCTEORCTRO W 3A FIPEAOTBRATABAHE
HA HAPAHABAHE HA NALAEHTY MPOMETETE LIANATA
UHDOPMALKA, CHEBIRAIA T B TESM BHCTRPYRLIMM
3A YIHOTPEEA.

BHAMAHIE
Vmpnﬂi:'ruma Tpisﬁaa £ CA WaNGrana caud or Rexap (s

FPYIY SODREHA GNEHENNGTH, OTODVSHRSHIA Wit PEKOBOGHNN

BT TAKUEA RBKAPK), KOWTO Gd 0BYMEHM B HARMHOTINNG
W TEPATNSHTHYNA KETETERMAaLIMA ¥ KCHTO &3 obyuanis o
OTREAZPAH NDRRCTABUTEN KA Abimtt Vaseular,

.npenw patota onapa'rom-‘r pabna na rpernens |

Vikcrpykuuute 3p ynotpeta U fia & 2an0aHar ¢ TERMARWTE Ka
NpUAGKEHAS, CRLpaanA ¢ YnoTpeliaTa 1 Toba yoTRolcTao.

ONMCAHWE HA YCTPORGTBOTO )
FlapryTarn 0T CHEoBY Mtpyprvio yorporaTao Prostar XL
PVS g AROSKTUPANO 5a NOJABA HOMMESTRpen kol (Kirs)
33 HATBAPANE HA AYHKIMGHHWTE MOCTA KA GeMaPanHaTa
apTepni Gnen nammpmaauw Vs‘rp(‘:ﬁ!i:‘rm‘ro Pmstar XL s

| piEd KoHBUA W  HETURIE AT

: Vrrpoucmam F'mstar XL &6 ChoTON OF Lot KosT0 fhfpRa

REDHKN W'IW\ G KGHGU. VR BHdaY, kAT Kv}ﬂ]’pﬁmmpﬁl
ﬁ?}ﬁuM?HﬂTQ Pasnnarane HA WETE nmu;) nymﬁukln!iMGTo

T OMRETe, W BRI Go Ltidﬂm’iﬂkp, B KOITY BEaadt Wriera.

Nesinatara wa Prostar XL R L J@ﬁpamm ﬂhpmm Ha

. nucmmm Kpa.
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-+ Hipotensiine arlensld
e Durari la mers
' Sangerare l locud de inchidete
. Qrice sare patologicl asosiath care hetesltd
chssrvatie
Prazema oricliuia dintre iac;mm da mal bus 4 Gondus,
i general, la amdnarsa indicalisl de externare rapidi.

THSTINTARE PRIVIND INFORMATILE ASUPRA PRODUSULY

Abboft Vastutal Inc. a ugt toate mésurile dé prevedsre - -
rezonabile a fabricarda atestul dispozitlv. Abbott Vasculat Ine,
sonsiderd exclusi arice parinfle, sxpresi sz imglichy, -
aplicabitd in virlutea lagil dau din o motive, inclusiy dar
fard a 56 Tnita la.oros garsith inplici de vandsbiitate
sau-da aplicalditats, deostecs condiile de maniptlars

§i depozitdre a aceswd pradis, précum g factorii care b

dg pacient, disgnasts, tratament, pincadur chirorgicala ¢ -
aita aspectd care ny 56 abd sub conioll Abbot Vascular
I, afectoazd i mied divect acesl dispogitv i rezultatels
chfinute prin utifizares su. Abboil Vascular Ine, i va putéa .
fi carisidarat} tesponsabild pentiu nici o pierdere, dalind sau

chettulald ncideitald sdu consecutivl, care Tezultd, direst sau -

ndireot, din ulilzarea avesh dispoziviv, Anolt Vastulas ng. -

1 gl asemi 4 nldl nu autorizenzd nici o alfd parsoans ol
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L6 OoToposio ripoasaraiTs ycn}oﬁémé Prostar XL no

T HROEGEHAKY, DOKA, BRIXORMDA 1opt npoaogsxd ve
- GYRBT HEXORMTECH HENSEREnETEEHHS Hafl No
L. KDMMOTO ROKposa. Wssnexure nposoisuk. Mpopotkadite
[ FipofBGraTh yorpoRttao Prostar XL o tex nof, ood
Bapabat He ORAWATCR W YDORHS KORU.

o ) 'Pmﬁnompyme KOPIYE, [t GUECATORS] Ganbmm

%] wasa‘r&mbnhw nansuaMi. Noche Tors, KaK kopriys
paafirickiigtndn, BHdulaiTe ero, NPk aTou Goiapimuo
MPOIEATEA Gapaﬁaa fiafi, yerom 45 rpanycan unK moHes.

1 B Korpa yoipoderso Prostar XL p—lwemem AN,

13 BETENEHHTD WHEUKETODHOND KBNAND ROCTEANNG
. W HenpagsiEHD ByndT KafaT kpiek (oM. puc. 2). Wa
© RpoessTa(h) ¢ AUTEI0 (M) feoeT BRIGTYNaTE kpoib,
4TE HE CHERYeT CHiiaTe NEKAIATENEM NPaSURBHETO
paaMellieHu yiTpuiicted v edepanit win.
. " He amsaMaiTe NPCCRET AAR HOTIE TERSOETATHHACKUM
C RGN Wi Ay BHCTRYMERTON. I10 Bymer
. npenmmm&arh pa:mengmmm HHTA, :
: Puic. 2
-~
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- 3aPurcUpyiATe KUENYC B PABOYSM NONONEHNN.
@4 EOhv KpOSh HO KANAST HBNpEpLIENS 11 -

WHERKATORMONO XBHAMA, BIBSpTE YOTPoRcTeo i
nieRpheHe marker port. Mposiolite wipuxatophon
KEHAN A NOOTESEaHUA B NpoEainaecTy, 2
2ETEM MpCGhAGiTe aKkkypaTiin Bannprrh ycmoucmo
ostar XL, spaitian Gapabad.
9.2, ECHM HENPEpHBHOR MEEHUD HE NOOWEXNEAT,
WEBRERWTE YCTROMCTRS Prostar XL W RunoniuTe
REACTBUA B COOTREFCTRMY G DAWBNPUHATEIM
HPOTOKGNOM BOCTAMENA CEMOGTAIA Win
3EMENITE YOTPOIETED FRoStar XL BHIDOREOCEpan
CONTERTETRYLEND BRMEDa. -
Ha RackpBaATE WINL, DOKA He DORRATcH
Héﬂpep'hmnblﬁ KPOROTOK W3 BRIASNSHHOT0
VHAUKATOPHORG KAMENA. )

9.3

- ?cmuosua wWas!

1L

0.

1.

Yiepatesh, Wi GUKCATOPR NOBTAPHD GOBRMHUIACE 1
FREBUREHO Buipoaksrsl G c!mxwpylnmwmu Bi:IBMKaMM
B KERIYGE (mmmym)

Tlegoi pykoh n@m«mﬁ woipatye ympnwcma B ncm;}m@ww
- nog yeaem 45 rpa;;ymma (1 pemsLM).

Mipaisi pysail BpAUIRATE Py BROTHE YACOBGH

i, UnsE pasBnokincRaTh B8,
X Cﬂenme,'qmﬁm-npﬁmum&nodh MBYEHa kpoéhm
TloTasiTe 30 pyusy B GTORGHY, TPETH BONCNGRHYR
. m)p#iycy, wTOEE paamarm-rh Ehie] (cm pm:. 3)
: Puc.

: Ecnu i apamemsm ;:rylum WyBRGTEYETCA uonpm‘vaﬂmwe, X

HE Bpes s RATE NEnbiTek pada W

JniviTeibR0s corpRIYEheHia 6yne*r.yﬁa3m’aam‘ Ha -
O, WTO KSPriye nomsizon neagpuo, Mudopmaduo .

No NPARAABRON YOTAHOBKS KOpRYsa oM. B paanene

TEXHIAKA OTBOA Wkl ’

- He sdwismatre npmaer L\,ﬂ!‘ HETH FENMOCTEFIHECRAM

ARG W BpyrM WHETYMEBHTORM. D10 &yan
Y HETU.

Ppopomkants amyts 2a xophyca, roKa Kawwm B
NGaRRTOR Hasepsy Bapafiana, :
- VETOHNUBO YIEDKUBEN RONGWEHUE YETRAUCTEA,

yhemuTens, yio ssa MATHIDS WITIL BYANL! B KOBIYSS.
MNpbsparitta PAMMBLLERYE, @EMH SHANHTAILHOR
COMPITABNSHAE BOTRAMAGTCA [0 NOABARHIA KOHLIOB
Wi A BEpxy Gapabiana Wi eee YBTHIRG Winsl e
pashetilerts O pasfien TEXHAKA OTBOMA WiTikl
arm BRNOIHEHUA NPOLBAYRS GHEERSHWA Wil

G NICRMOUEID FEMOCTATUNACKOND JAMMME CHauaRa
wasrakeTe Sanfelne) urny(w), noTeM nepeahion{ue)

- winy(i), MENCOBIYE KOHWIBCHIA KOPNYG B kausctee |

TOUKRK OROPW [ 0BRENeHIE WannaleHuA Ui
{ora pae, 4), .7 -
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Paﬁma ¢ WiIB!’IG#l HiTBHY

i

Korin Winkl yianenk! a kapnyea, yiansrs npaamaauma.
Fiyminye HaTh(i) 38 KDHIEW B0 YpReHUBERSS W Zinues 1
HETRHYE WK A0 OUYFUMOrD conpoTanaHug. Ofipaiere

RGHUE HATEA ¥ U, YIATMAMPATE WPk 6 CooTestaTn
© © NPMHATOA & GOMbHINLE NPaKTUKDE.

Yitsiwire YOTHoHeTBo Prostar XL, Goxpanas RosTyn k
HUATAM, BURUGRLUM W3 KOPIYGa, B0 BRSMA Bhnonkein

© RAHHOTO Wara, ToanpiTe dhderT HaTArUERKIINGACH

B _wmpm:;mc;-pa

TETUER HE OTROWSUIHRA HITRY, COTHYS BHTDDGAGEED

yaTpoicTEa Prostar XL i cTOpoily OT apava u aorauys

| 3 ROHUBI-HATEN, BHW BRLAY 13 KOpAYea (M. pass. 5).

TEM Canibind Bil yfnﬂMTE’C& ¥TO IIMTI.-‘I VI HREATAHK Bﬁmff

Puc. 6.

- BOBMUTECh 32 REBERRIE KOS HUTaR (oiMa

Banan, [pyran S8naidan) prioM ¢ BepHel BACTLIO
WATPOALIIGARE W NPOTAHIATE 3TU KOKLIN Lensd
BucTalbHen Konsu Bapabana,: Passectute aty napy
KOHLGE HUTEH B STORAOHY rohoaki nailwawya,

 BuabMuTess 38 3a5Hne Kosgs HitTed (ohea Gonan,

Apjran 5818naR) PUADM © HBKHBI YRLTHR MHTDORROCEDE
W AROTAHITE BTH KONLIB YEPa? RUBTAMSHLIE KoMy, .
GapaBana. Npooneddre, yrobnl 578 NEpa WWted npoxozund
VIOf, YOTDOUOTEOM B BAWY cropaty. Pasvectita ary napy
KOHLOB HATER B CToROHY bor NaueHTa,
Mo UEETY ONPERENNTS KoHLiE CAROA W Tou e Wit 2
TN NUTARATE KoM, NATKO JRGrad WX B3 W Bl
Mpoianxaite uashexats yerpauctsn Prostar X1 po tex
T, NGKA BERGANGE NOPT DROBERHUKD K8 NTKEWETCA HAR
NbBSAENACTEG XowWHOr heposa. Noarofio BiramTe
rpeaagdk 097 aam {0,038 (1nis MetblidR) B BUREMBIR
BLIKOHRGR NGPT BPORGIWKE TAKMNM OBDATOM, MYoht
COBAMANIGA ROGTYN K MRCB0RMAKY. DO TEX Ioft, fOK3 He
Gyper nojiteamenes TemacTas, Eomi i ROBIOPHIID
CTARNBHWA NPOBOANIKE UENONLI0RamGi BRNDRMATEN:
NPGBOARBKE, CRBLYET GORMOATL ocrr‘:mmm, yrtfi
HO AATRONYTD FeRGCTATAMEEKMA KIGRAN, PECTaNDHaNrIEE
UyTh AMCTANRHOE BRIGAHDIM NOPTd NgoeujMnka.

Meéta gouTyoa, pasven KOTOpEi Mpaneinaar 10F, pabyoT
NPAMEHEHIE TEXHISW “NpSABABWTENENOT Vi HeaRda’,

7

Mpts HontrLIcRAMUE TEMIKE “RRAREERNTANEROND - -
yusiaanwa” yeTpoReTEd Prostar XU crisfyey samerath
HA BETPRLbaGER COOTERTGTEYILGIT padMena WU Ha'

© euie ofiHD YETPOMCTE0 Pristar XL, s Bm{,i}ijr Tort e
- MeGTa pboTyng G)ny Hexnap.bmama nﬂrmnﬂmenmma
Ak,




. Crinsaalre, GAMOATEIIEAI0IHECE
XUPYRTVHOLRAS YANE AGRRKbE GoITh 20RAASHN
D0 YAARGHMA WHTDORI0GERD 6 GOOTERTETEMN
© DAVCARKEN B HMAOKBGNEAYDLEM faadens
- Npogmokehne yana®.

B MESTAX BOGTYNA pasMeson fonea 105 mimkeT B
noTRaboRatca npusisetse nnnmume}msuoro yc'rpoﬂcma
Prostar X1
8. Vienarsacsarie ;:u:»nonHmenthro ychomcraa
Presstar XL
&1 T M$nﬁx‘o,':wmacm HAFGHEHIA
BENONEUTERBHLX LS0R PAIMELSTITE
RENGARMTEALHCE YeTpoRcTan Prostar XL nog
yrnoe 45 rhetyced K AGpromy yeTpaeTEY
Frostar YL, enpinenirs Touky Handkeri |
TG TONRED! IIROA 1 NOSTOPUTE BlE .
DAGERANE BLILEO WATY, RavitHEn paammmma
yorpoderea Prostar XL,

Puc. 6

0. Viepiuinaa HARRABRIOWYIO HM?}: kpengd HAMOTANHOR
T T Ha yRAZATerbHNA NANSL NBBOA LyKd, NONMBSTUTE
“. Knot Pusher non Goawwiod nanen resoR pysu, wiolsl |
+pabaTars ofiked pykodl i aabepwaTy npo;zwmews )
yana.
1. - He ke HEHANHARAGLYR) HWTL BAA 3BTAMMERIN Yana.
j2. anexim"e Krot Pu-;her W3 OFERPLTHE B TEaMAX
U W CHMMATE B0 HUTH 68T Mononksonan kpyrRost

B.2 - Wnokruduuupyte i saduKcUpyite Lonike s Qg Gonessone nassLa;
HATW NORBGND YOTROAGTEA OThBILHO OT L B <A Moniwire 6as1ym HikTh, atpenEs uanmﬁmmumm KoL
ALY HsTel GNOrHATEMsHOID ychm?IE:TBa. U at HERANPERRARALLETD.
HPQ;}BM)KEHME VaﬂA o NasTapure nemc;rsm 8-1% oria 3anenal HiAT,
-1 Hadigure aEnemEh KiHeU R, B xaxwm pyKy 'Ecnu MeTeRBayEToR AOnannuTleHan YeTnoioTsn,

U BOdLMUTE 1D DHMON SO0aHOH HITH.

2, AKKYPATHO HETRHATE Huts, wTob BHITRHYTY Ko‘Huhl
(Hopoiked soneiy Bynat Hanpaanmmaﬂ HATER S
3eneHora yamm). - .

3. Jasenon ATLID JABEKUTE camcaammaammmns
CkahbaaUM XUEYPTMeC yagit. _-

. Iy m'cpwa u.sam 1-‘M .arm HENOUEHIA BTAPOA capm
WEOR,

- B reROSEAS nccmmsﬁ, MAERERITE npcma;.mm W3
" Yana FaumsiTa. epainute & nedcTa 18,

7. Eani’ FBROCERY Mt nncmmyr' .
ﬂnm'npme ﬂaam.'raun G- 14,

kAR
4. OmncondTe 38R6RY0 HITL 6 crOPBHy CATR Bakemie YerponcteD Prostar XU PBHFPOREEGEEOM
- 5. Hasdmure Bemad kodely watd, B kasoyo pycy | COOTRETOTAYRILETO hasmapa. Chepyer cobfnnats
) ‘woseaTE nh OMGA BerdE Hita, : . -GCTOPLKKOLTY, UTOlsl He mnataTs vpeatepryio
6. AKKYDATHO HEATAIATS HifTH, \WToER BWTRHYTH xmum S auay, aund THelYRTER sableume Iyiore
Kopatked kosei Gygar Hanpaanmomem umma ,rum mmpum;mepm Bo wabsokamii coTpOTHEIaHUd,
Genord yana, UGTHNBAYATE WRTROALIOUSD MEHBUIEIY paskBpa,
7. Banod Hiiteo wﬁmm cam;mmﬂmmmm R TipW Bsgpenind e tpebosanocs npunaraty
EXOBEIAUMA XUDYPrUaEtINd Yasn. - UPEINRPHEI YO, B HoGTAYOMHE Enmau;m fina
B Hagwsno ubepiiste Banyio Nanpaanﬁmm)ﬂq HIATL ecsxpyr L COXnRFIGHAN TeneGTaTd
YKRSETEALMGNO Maibla denal pyke, Foritaime wittb 1?2_3. npmaﬂme Tpamﬁuwcanym Kmnpaccumwm

GUAANGIINSGERM patTanpoM, DHavRma O6TopossHD
RATAHITE 53 GRS HANPARTRGLUIIS Hifts, YEBON R
HitTh H& OIHOA BCK 'C OTRERTTHEM B TaraR [OARoETh
yisnvte yetencTao Progtar XU e a{:mpm (:»cmlaznn .
NREORGAHMK B APTRDVM, ;
l"lpmmsulmﬂwe. it MGRONLICAAHM TXHAKY
P RARAPATEMRHOIG YORERWA" Griefiyel .
TGTEnEHHD 3aTAIUERTh ye.l'lhi no M&pe
YAANGHEA WHTPOIEOCHDA, C Lgem,no
nemspmanm rawa‘raa& :
A Ha saEHMATTE Meem DEeTYR WA Ge.qnamuw
BETERWH BO FpaEntA BLIBOHA ychmma Prostar XL
wa Kahana b e Wa-da kemnpacoun ig
MECTE RODTYAA RUAGRERRE YpSsMeptions
YOWAHA HA AHTRORLOCED Frostar XU s spams -
BHBONE YRTROMGTES MINET TRUSECT K nanomke
HANpRENARKILEA wrnib, [ondnsuTentaiie
HGTOYKLMS npmaegemm B pa;msne nmcmm
HAFRPABIERNILLIER W1, .
He aainiMeaira mite Bokpyr wrponbmena
Progtar XL. Jararisnatiue yara wiatw eorpyr
whYpapblotepa Prostar KL a0 ApoMa yiaherma
YUTPORGTEA MOMET NRURECTH K HofoMKE
HARRBBNAULEHA W, [ononkienbibe -
WG TRYRLAN RRUBSHSNE & pamaﬁa nQﬂDMKA
HAHPM&HH;GNEH imn,

9. Tlpanwradte HuTh q;manomfwseamm pamaupam.
: Branete Hanpasitaowyl st B Kndl Pusher w
ApopotKaiTe npmamaw y.sen K Moty np‘rppuommm
(oM, pue. 6)

8.2

113

. TePAri0.
Ewgis bad’ Hapewis obepiwte ée,nym HATPARMAN YD
- HUTE BOKSyr YHAFATEABHOMD BANBUA NEROA [yKM.
*- Bhgrsye Eenym HaApaRNAGULY0 HUTE B Kt Pugter
| TIRGRBHEANTE K MECTY apTapuoTonim,
YIAEHHEAA HANPABIIOAYG HUTb KPETRD HAMG KM
[HE YRASATAALHEIA NAAGL Nesol pydd, HoMecTuTe
Kot Fusher fod Gosbusoh el neaoi py, JYTobum
L PABOTATE OEHOR PYKOR W 3aBRMLVTL MPCRBINKEHIT yina,
21 Yoagpkisan Ha Macte Kot Pusher, aataruse yasr,
1 GETORDMHO NoTRHYE 33 Beryic HEHARDIRAROIYID KT,
. Watnenine Kriot Pusher us orceponia & mamx
W GHANKTE 80 ¢ ruTh Baa VEREBCHANNA YROPa BAR
U BeEBLGio nanslia,
23 I'Immpma ST e nﬂvm’awﬂ ?B~22 BiGE] aesneﬂau HUATEL
" 24, . Ecim resactad HeHooTAToMEN, ROHTORIATE YRemEdaaHas .
) YA W LURA B Tedsrig B0 oaryna. Yapks 30 ofryna
OLTOPMKAD HOTAMMTS 34 HEHANDARNSOU YD HTe, urgbul
SaTAkYTL Yaan, (MosTopTe crsuana ¢ Gantd HuTO,
anter ¢ 3aMeH0), He npunatadire k Knot Pushar
W BBY GIMIKGM BONRLINS yoia,
25, - KA Tompeo remocTad BYAST HAcTrrayT, oﬁpamhm
: cfao&crwhra KOHUE) Hired.

TEXHUKA OT BOﬂA MMbI
B a10M paanene GnucEBaaTcHd ¢ym<uem cﬁacﬂsweam

T BB2ONACHOETA {OTROA UEL"), KOTORAA ROMBONAST BRavy
BEQHYTE Wbl B MHTROAMOOER. JTA GYHELIWR ROBONAST
GROUIBEOAUTL 3aMaHy SHHOro yoThoietEa Prostar XL wa
APYFGE i Ha UNTROORICED, TEKWM ohpadon K nawmedty

', MGAHD NEAMEHATY, THAGHLIMORREI KOMODECEHONHYA FevoeTAS,

" Peructpamua MH B Pocaapasransope
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1. EGhi fipi BRALIAHUY P08 ROTUR YAGHRON GTperTM

- WYBOTEYETGR CONPOTURNSHIE, HE NREETRIHEMaiTe
NOALTOR PAIMCILEHUA WEh, YEROUTRCE, YI0 SUKEETODL
BEAEUALRO BEIPOEHEHE © HANDABNAKUIWMY GrrEaTopas
HE kOpRyGom. BReanoNga Ha KPRKS KOpryca Boitkha
HAKGAMTLEA 110 LBHTY Medgty QUEcaiopamy,

2. Eord paimauienis Ui BsYpedasT conpotnaietue,
OTHSEWTE WITE! B BHTROMBICED DA/l XONOM NEpeR
WIBRRUAHWEN YOTROMCTEY,

3. Ppyunvio MIGnexiTe nisniys Gacts npncnera o
RUTEE, uTobhl BROKDTD REThi Katen, -

4. O ACMDLKKS FeMOCTATINE0RDI0 Ja%UMa JRYBATHTE

’ “riiry Gnve K kapnycy. Botaneta Tary Ha 1 oM B Xopnys
(e, puc. T vi zarem omupaﬁma HETAHUTE DPOBHCEHS
| PRGKPEITHIX LIOBHIN Ne&Yank.

Puc. 7

B! . FlontapuTs BeRcTEMe 4, Aoke pywa e SabUKcUpYeToA

UL ROMEENIE R MPOKCIMEEHONH cmpmm yeTpRlieTsa. N

B Hovamite 33 LGEHME BETY, BHCTYNAOWES M3
DEGERETA NS HATSd, u‘mﬁm yﬁeﬂumcn 5] TGM YTo
npnﬁmmun TS - yrrpammo, :

7. Tpesie uem m:mnvuh YLTROHATTED, ¢ naMtsu.zblo
paHTreHarpadi PROSERLTS, BAREREE M WA
B HANPABNSILYD. KOWUwsM WD Kb Bhith

| REK BaMHO BREKE K RROKGMIMaNEIOMY Kouly

PAETTERORGHTRACTHGIO KON WHISOAEISCEPD
REPR mmmsﬂnem yctpcm:taa Prustas XL.

8 . BEInGrHATS BTy e TpOLBEYDY GTRER UCN B SRYWane,

LGOI BOS W M B paghe i ene. HE Y.CIMHMTE

VCTAHOEHEHHI}!E Mmbl

9. Hs nmamerh n{)mnpum BOOiTS yr'rpmacwo Pros!ar A

NiGune TarD, ik vkt Buinis “oTReasb. JaMeHUTe -

yotpaiicTen Prostar XL pgyrid yetpohcTaom Piostar XL

FBO RHTPOABIOSERAM WA npnmwm’e TPARRUACGHH B
© ROMPR2GOUORREI reMonTad.

" PA3PDIB HATU .

1. Echul HidTh ohopierca 40 Toro, Kak Sypér sansaay
BEROABGIA Yaal, BREPOGETE IWOsHLIN METehuan
M WIBNEKUTe YyaTpoRoTan no npoasgHuky. [na
AARSHIHEHAN NPOLELYPE W JAMERY UHTROABIOCEPA
weltneaydTe apyros yotpodoteo Prostar XL PVS.

"2 Eohit Btk GRYMRINO CNYTAIOTEA WoW BYNyT VAsNeH:
O 3a8azbinakivg yama, BEROcLTS Wobkbii Maremdan
W uaBneRUTE YETRoReTao Prostar XL ne nposcanuky.
Hsa aanepensa spoleays mncmbsyms ngyroa
yetparcTrn Prostar XL
Echus npou3cinst Paspeis HITH (QGNE Tore Kax yaen
4T JasHIAH, MOMKHO BBICTA BPyrae YeTponeTes -
Prostar YL nnu aaManuTh WeTpagslonep. Chepyet
LO0HORATE QETORMHOG TS, MIGEN He NMAATETY
MPOBASIHY CHRY NP NORRTES BOESEHNA

T wHTpopEncend. Ecrw tpd BBonsHul wyeSTaysTCH
SORPNTUENEHRE, RERANLAYETE WITRANLICED MEHLLIEIT
PaEME[H, WToht! e NBWAArATE YIBIVMRPHEIX YERRREH, KD
BOGTATOUHO BoARIGRA, YTOBLI crﬁsanewmn FenprTa.

MICIOMKA HAFPABNAIOLER Mrn

B aToM pasnene ofskIBaate MPOLISYRG oﬁecneuanm
BE3ONACHOTTY, KOTORY ROIRGIRGT RPANY UGBNEvD YoTRolctn
Prostar X1 w3 Tara rounenra Ged Mepivariisskoro
BMELU&‘IﬁHhm Ba A cnyuae n(}!‘iOMKH Haﬁpaanmu.;em wri .
y‘CTpﬂMmﬁa F'rm;tar XL :

.
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o

RoAamka Hanpa i urn po pa wri

1

o npofinkraime BRehel W He MAsNEKARTS YOTRaRtTES

| Pigstar KL HpU BOSHWKHGBRANN GRMPSTUBRENWE, NoKA |
- pUMUHA BTOTO CONPOTHENEHUA HE BYRsT orpenanera,
- N AN Ve yerpodcrea Prastar XL

npu BORHARHOBEHAN CONPATASNEHAN MOIKET NRNEZGTS
K Nisnoiake yerpofcrea, )

MpuMesanGie: HEGMGTAS HA TQ, YTO MANGABNRIGLLEA Wi
BOMIMARA, MHTpORbICGSD DUTASTER MpuepaniptLiv

X yitpalicTsy nocpepnToow daxEata, B yoTpoiTie

Prostar XL imeatcn ySrupyulas CHCTEN, KOTopsR

 IPEROMPARAET WHTPOfKICED & ManHLTG: oTmeneHu

9T yETponTE.

Yralel waaneul YoTpORcTSHo Pm*s!;ar i e s;smxt-lmi
HANPABNMOLIGH, NONOMEHHOR BO BREMA BagReHs
YOTPORCTEA, GAPERANIATE, BUASH M. BuXCEAIME opT

. HBDEO,E&MKE. H&.ﬂ Kmﬁ&u

ECI!M BLIXDASULIA J'l\')pT nﬂQEDﬂHMKa HE BUIRE

A% BpyqHyR WIHNEKUTE NIRUIWA HasTH npGcEETa
. £ HATEN, YTOBL PASIYTATD Merio.

T A2 TlatauTs 56 WIDEHLE NEMH, BOCTYNEGIEMe U3

" NpOGRETA QAR HUTER, WTGH YERRuTEGA B Tom,
WYO APUBVIGANUE HUTER YETRAREID.
4.3, ATy NpoLRET BRI HUTER
FeMUGTETUUBEKIM DAMIANINA.
WMasnoxaire ycrpuﬁmso noka nnpr
NPOBQ.QHHKH. H (.‘%"Eil'!e‘i' BHﬂMMhIM,

. Ec‘ranhm npaamwx easeTpoe §), 3’? we (0,0358%
(i MEHbILIB) B BBIXOANOA NOPT NPOROJKMKA U .

" s@reHuTa yoThoicTEd Prostar XU ppyrien yetpoeRereom
- Prostar XL, WhTPaamoceioM Wi GpruManuTe
_'Tpamumnum;‘n KOMAPGECAOHHBIA rekonTas, Eciu r

NGATOPMOrG RCTARNSHYA NPOBOAHUKE HORGITLIOBANGR
SNRAMATENG NPOROINIKE, CROOYST CoERoRETY

© OCTOPOAROCTR, YroBkt He 28TPOHYTH FORMOLTATIRUACKUT

KNAFAH, [ACHORMKEHHEIA liyfb BroTahbhae m:zm,w&aro

’ ncxpra i dEtARa.

Menoski HATPABAAIGUIEH ﬂm padMEsHIA Wri
. Ha saudskialite MEETo foCTYY Ha Gepibertin apTagun

B0 BROmd WEIBCHA YOTpadeTea Prustar XL wa vanana
8 THAHAN, Ua-3a KoMnecow Ha mecve nocryna

ARUNOAEHHS Y PHEND Y Ha 0sep
Progtar XL Bo BReMA BLIBONS YorpoiktTea Mesker
g K rit k EE R TR

He 3aTarHeanTe HUTL BOKDY WATDOObIOTEPE.
JardruBaHne HWTeR ROXPYr WHTHBOAMOCena Prostar XL
20 BREMA BLIBOAR YOTROUCTRR MOMRT nputsm;m

K RANOMKE Hanpathmdked urn,
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TOr, KaK ROPMARaYETCR axmaupasamoa B
shepTeiaviug kpoaw (150-180 cekyral.

2. - {ipd MSNons3oRaHm GMC’TGM[’;«I Prostar XL ﬁauwaﬂm
MDEYT BoiTh BRINUOEHE M4 BANbHIALE paReE, ven rpu
ITPMAsHEHAY TRRRMLIMGHHLY IMSTOLGR [embiTaza
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ST PROBTAR XL
INTHADERMALNY VASKULABNY c:ﬂmumlcm
(FVSy SYSTEM
NAVOD NA POUBITIE

NA ZABEZPECEMIE SPRAVNEHO UNIESTHENIA A POUZITIA

TOHTO ZARIADENIA, AKD | MA OGHRANU PACIENTA

PRED PORAMENIV, $1 PRECITAJTE VEETKY INFORMACIE
OBSIAHNUTE V TOMTO NAYODE NA Pauimﬁ

VYSTRAHA

Toto zariadenie mbku peui:vm vBaabacni lekdr (alebo ini

“edravotnicki pracovitic poverani alebo pod vedenim takého

lakAra), kiori s zakkoleni v diagnbstickych & terapsutickych
katetrizadnyeh postupock a boli eartififovani autoriznvanyml
zdptupcami spoEoEnasﬁ Abpott Vassular,

Prod povgitim s uef pouéwatef prCRdl néwad na pnuistre
a obogndiit 8 s uminstfovacimi technikami SPO;Enyml
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