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Ilperoa oT aRTIMICKH €3HK
VWilliam Cook Eppomna
Canper 6, 4632 biteBecrkoB
Hanun

KareTp® npH aopTHa cTeH032 HA Qenpman
CregHUTE PeropsKY ca CBCTABEHH, 3a fla CHYyXaT ¢aMo KaTo o0 HapBIHHK. Te He MOorar Aa
3aMeCTAT Ipolleca Ha jledeHHe B 3[paBHUTE 3aBEJCHHS MMM NpodeCHOHANHATAa KIHHHYHA

OIICHKA IO OTHOIICHHECS Ha MallHeHTHTe.

BHUMAHUE: spsxammar 3axoH B CAIH orpaxrdasa npomaxbara Ha TO3H HPOZYKT Camo
OT H/TH Ha Nekapy (WiH TEOeH3paly MeTUIHACKHE JIHIa).

Onncanne Ha NPHCIOCOONEHHAETO

KareTspsT 3a aopTHa cTeHO3a Ha DenjMaH MOXe Aa Ce” HaMepH B TPH pasMepa CHopel
H3BHKATA, -FA, -FA1, -FA2. 1loMHaMAIsuAT KaTeTsp ChC HEPBKAAEM CTOMaHEH IMHPHT (
HNB-) ocarypssa oTAE4HO 3a0aMeTsBaHe 1 KOHTPOI Ha YCYKBAHETO [0 BEPXa Ha KaTeThpa.
BepXsT Ha KaTerbpa HMa JABE NPOTHBOIOIOKHE CTPaHHYHH OTBEPCTHI W KOHYCOBHIEH

OTBOP, KOUTO Jla C& H3II03Ba IPH BEHTPHKOyTpatu,

FA ce H3001I3Ba IIPH MaNKH 20PTHHA ¢TBoNOBE; FAL IpH HOpMaNHEH 20PTHH CTBOJIOBE H FA2
.3

popmaraFAl e TO/XO/AITA 32 HOBeqe'ro HAaNAeHTH. VLT 5/.\‘;

Bmxre omcarnero 3a HogpoOHa HEdopMays.




Ipennazuagenne

IIpomyxTsT € npexHasHaueH 3a ymorpeda npu BerTpukymorpadus. DopMmara Ha KaTeThpa,
CBUETaH C [IpaB IOABHKEH BOAAY IOAIOMara OBp30To NpeMHHABaHe TIPe3 CTECHEHHTE A0PTHH
KHaIH.

[TpomyxTsT € MpenHaszHadeH 3a yHoTpeba oT 00yueHH NeKapH, C ONHT B KaTeThpH3AMOHHN
TEXHHKH ¥ H3BHPINBaHe Ha aHTHOIpadCku MPOLERypH.

TP}IGBH. Ja OBJAaT H3MOM3BaHH CTAHOAPTHHTE TCXHHKH 3a HOCTaBAHC Ha CBOOB OOCTHBII N0
CBPIACTHO-CBEA0BATa CHCTEMA, anmorpacbcm KaTeTpH H IPOBOSHHKOBH BOHAYH.

HpoTaeonokasanus
He ca m3BecTHA.

Ilpenasau Mepxd B HpeAynpeKIeHAT

¢ Jld'Cé p3eMe IPEe/BHT BB3MOKHOCTTA OT AJCPIHIHA PEaKL{A.

¢ Paborara ¢ IpoxykTa H3MCKBA GITyOPOCKONCKH KOHTPOIL

¢ He Happumasaiite cCKOpOCTTa Ha BIMBAHE OT TOBA3, KOETO € yKa3aHO. MI3BecTHO e, ge
BJIHB&HE CBC CKOPOCT HO-rosmMo oT 10 cM®/cex. Moxe ffa IPHIUHE KaMepHa nepdopama
H HHTPaMyCKyZTHO HEDKEKTHPAaHE [pH HENpaBWIHO TIOCTIABSHE Ha KaTeTspa.
IIpenopEauTEIHOTO KOIHIECTBO HA BIHBAHE MIPH IIOBEYETO IAIMEHTH OT 6 cM3/cek. ¢
JocTarTsuHo IIpH 0dix odeM oT 25 ¢M® mo 35 o,

¢ TlocrapeTe BHMMATeNHO BBpPXa Ha KATETHPA B CpefHATa KyXHHA Ha JIIBaTa KaMepa.
Habmropapaiite RAO 1 LAO n300pakenusitTa, 33 1a OCHTYPHTE IPABHIHO MOCTABIHE KbM
BBpXa Ha KaMepaTa. lIpemopruBa ca TeCTOBO BIMBAaHE HA KOHTPACTHO BEIECTBO, C
KOJHIeCTBO OT 6 cm>/cM mpH obLIe Kommdectso oT SeM® 1o 10 cM?, 3a aa ce mpeoaBpary
OLBETABaHE Ha jfBaTa KaMepa npefd CHINIHCKOTO BIHBAHE.

¢ Jla ce n364rBa mocTaBsgHE IOpe3 CHHTCTHIHE NPHCARKA A 15I00K0 Geii3aiy y9acThHIH.
Tlpenoprusa ce npH HEOOXOAMMOCT Ha C¢ H3MOM3BA MBMEXHALN HaKpalHHK 3a
TIOCTARIHETO.

¢ He ce omutsalite na HarpsABare Win AebopMupaTe H3BHBKATAa Ha KaTeThPa, BBPXLT HA
KaTeThpa € HallpaBeH OT TOILNIOYCTOHYHNB MaTepHall.

IIpenoprunTeIeE ARTEH3ATET HA BIHBAHE

Cxopocr Ha BHBaxe 0T 6 cM®/cek. 3a 06m ofem ot 25 ev?® 10 35 cMPIIpH OBEYETo HAIHEHTH
e pocrareuHo. Koraro xaMepara e MpeKOMEPHO PasIIMpeHa, MOXeE Ha € HOOXOFXAMO BIIABaHE
npu ckopoct 10 cm*/cek.

Hacrpyrunn 3a yuotpeba

1.HocTaBere KaTeTspa B CTBONA HA A0pTara ¢ IIOMOINTA HA NpaB BOKAY H 3aBHPTETE IO
MocOKa Ha JaCOBHMKOBATa CTPENKa, 34 Jla HACOYHTE KaTeThpa KbM IEHTHpa Ha CTBOJA Ha
aoprata. HeobxonmmMo e 3apppTane He ogede oT 90-120 rpamyca.

2. Moxe 5a ce H3HON3BA H HE320CTPEH TpaB, TOABHKEH BOJAY, 32 A Ce NPOMERH BIBIE Ha = '3‘
KaTeThpa, NO3BOJIABAMKH Ha XApypra Jia pasriefla DOBPHXHOCTEA. Ha A0pTHATA KJana”
H3FEDIIBaHEe Ha IIOABEKHAS BoAad Ha 7,0-10,0 oy, BBDPXI g@aﬁbﬂg

Taxa [T03BOJIIBA HA H3BUBKATA HA KaTeTRPa Ja 3aeMe Hallhs ODM




Korato cteomsT Ha aoprata € ManbK B AHaMeTHp, KaTeThPHT MOXe Ja Obxe ontHAT dpes
BOFayYa M ja ofpasyBa mo-ManKa H3BHBKAa, HOCTHTakd RO NpasunHata w3puBka Judkins.
Hzpurara hopma HO3BOMIAEA Aa Ce AOCTHTHE IO UEHTHPA Ha CTBONA Ha A0pTaTa OpY IIOBEIETO
[IAMEHTH, OCBEH aKO JigBata KaMepa H CTBOJIA HA A0PTATA HE CIIFOYBAT MHOTO OCTEP BIBI.

Gur. 3

2. Bemmex mpeMuHaAW Iipe3 CTEHOTHYHATa Kiana BBPXHT Ha KaTerspa H
TIPOBOAHHEKOBHS BOJad IPOKapBaT KaTeThpa KbM CPEHHATA YacT Ha JsBara KaMepa C
BEpXd Ha KAaTeThpa NO3HIFOHUpAaH KBM CBpPACYHHA BpPBX. MaxHere Bopgada.
H3pBpriere TECTOBO HEDKEKTHpaHe OT 6 cM>/cek 32 0010 KomHEIecTRoO oT 5 e’ o 10

, 32 Fa C€ YBEpHTS B IIPaBHIHOTO IIOCTaBsHE HA KATEThpa B HdBara Kamepa. M
meete m3o0paxkemws, RAO u LAO, Tpsbsa ma ObHarT IpoOBEpeHH NpeXd Aa
CHIMMHCKOTO BiMBaHEe. AKO BBDXBT H4 KATEThpa € IIOCTaBeH CPEliy CTeHara Ha
KaMepaTta, IpeMecTeTe BLpXa Ha Karerr,pa, coYell CBPREYHHUSA BPHX H HOBTOpETE
TECOBOTO HEUKEKTHpaHE. -~ - -

Hagnn Ha T0CcTaBAHE

Ilpepnara ce B CTICPUIM3HpPAaHH C eTHIEH OKCHI JIECHO OTBAapsAIiH CC OIAKOBKH.
[lpennazpadeny 3a emHokpaTHa ymnoTpefa.CTepHIHOCTTA Cé 3alia3Ba aKo OIIaKoBKaTa €
HEOTBOPEHA ¥ HenoBpeneHa. He mamon3paiiTe IpoAyKTa ako c€¢ CEMHABATE, Ye CTEPHIHOCTTA
My € Hapymena. CpxpaHspafiTe B TBMHO, CYX0 H IIpOXJIaiHO MACTO. [i3bsrmaiite
IPONBIDKHTENHO H3JIaTaHe Ha CBeTMHA. 1IpH pasonakosaHe, ornefaiiTe MPoRyKra, 3a Ja ce
YBEDHTE, 9€ HE € TOBPEeH.

PedepeRTHHE H3TOIHANN:
HacTtosimuTe HHCTPYKIHH ca 0a3HpaHy Ha TeKapCKH OIMUT ¥ (Hiv) MyORHKyRaHA MEHHIMHCKA
ymTeparypa. O0BpHeTe ce KbM MECTHHS THProBekH npeAcTaBuTel Ha Cook 3a mEopMannd u

DOAXONATNA THTEPATYpa.

,.-—"""'-
Honynoonucanama, Huna Heanoea Huxonosa, c HACTMQAEN0 yc)ocmoeepﬂeam




FELDMAN AORTIC STENOSIS CATHETERS

These recommendations are designed to serve only ;s agen-
eral guideline, They are not intended to supersede institutional’
protocols or professional efinical judgement concerning patient
care.

CAUTION: U.S. Federal Law restricts this device to sale by or
on the order of a physician (ot properly licensed practitioner].

DEVICE DESCRIPTION

Fig.1 N

!

The Feldman Aortic Stenosis Catheter is available in three curve
sizgs, -FA, -FA1 and -FAZ {Fig. 1). The nylon catheter with stain-
less steel braiding (HNB-} provides excellent memory and torgue
control to the catheter tip. The catheter tip has two opposing st-
deports and a tapered end hole for use during ventriculography.
The FA is used for small aortic roots; FA1 for normal sized
aortic raots; FAZ for extremely farge aortic roots or extremely
angulated valves. The FAT curve configuration is appropriate
for most patients. -

Refer to label for further information.

2 ENGLISH -FA-0312-224-02

INSTRUCTIONS FOR USE
1.Insert the catheter in1o the aortic root with a siraight wire
guide and rolate clockwise to direct the tip of the catheter
toward the cenier of the aortic root. No more than 90-120
deagrees of rotation is necessary.

Fig. 2

2.A nontapered straight movable core wire guide may be used
to changs the angle of the catheter allowing the operator to
scan or interrogate the surface of the aontic valve (Fig. 2L
By withdrawing the core of the movable core wire guide

7.0

~ 100 cm, the tip of the wire guide will be made more

_Hlexible, thereby allowing the catheter curve to assume its i
formed curve completely.

When the aortic root is small in diameter, the catheter can
be straightened with the wire and formed into a less-curved
shape which approximates a right Judkins curve, The angled
design will reach the center of the aortic root in most patients
unless the left ventricle and aortic root meet at an extremely
acute angle.

ENGLISH
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INTENDED USE
The product has been designed for ventriculography. The

catheter shape design, coupled with the use of a straight mov-
able core wire guide. facilitates rapid crossing of stenotic aortic

valves,

L The products are intended for use by physicians trained and
experienced in catheterization techniques and angiographic
procedures.

Standard techniques for placement of vascular access sheaths,

angiographic catheters and wire guides should be employed.

CONTRAINDICATIONS
None known.

WARNINGS AND PRECAUTIONS
» Possible allergic reactions should be considered.
« Manipulation of produets requires fluoroscopic contral,

- Do not exceed racommended flow rate, Flow rates in excess
of 10 cc/sec have been reported to cause ventricle parfora-
téon and intramuseular injection with improperly positioned

catheters, Recommended flow rates of 6 co/sec for a total
voleme of 25 cc to 35 cc is sufficient for most patients.
Carefully position catheter tip in the mid cavity of the left
ventricle. Obtain images in the RAO and LAO views to

ensure proper positioning toward the apex of the ventricte.

A testinjection of contrast at a rate of 6 cofsec for a total

volume of § cc to 10 cc is recommended to prevent staining

b of the left ventricle prior to power injection.

+

is recormmended.
« Do not attempt to heat or reshape the catheter curve; the
catheter tip is made from a heat seasitive material.

RECOMMENDED FLOW RATES
tse of 6 co/sec for-a total volume of 25 cc to 35 cc is adequate

1 for most patients. When the ventricle is extremely dilated,
10 ec/sec may be needed.

FFAG3TZ- 22202

3.0nce the tip of the catheter and wire guide have passed
through the stenotis valve, advance the catheter into the
mid-portion of the left ventricle with the tip of the catheter
pogitioned toward the apex. Remove the wire guide. Per-
form a test injection of 6 cofsec for a 101al volume of Scc to
10 c¢ te confirm proper catheter positioning within the left
ventricle. Both RAO and LAO projections should be checked
prior to power injection. [f the catheter tip is positiopeg
against the ventricle wall, reposition catheter tip pointing
toward the apex and repeat test injection,

HOW SUPPLIED

Supplied sterllized by ethylene oxide gasin peel-open pack~
ages. Intended for one-time use. Sterile if package is unopened
or undamaged. Do not use the product if there is doubt as to
whether the product is sterile, Stare in a dark, dry, cool place.
Avoid extended exposure to light. Upon removal from package,
inspect the product to ensure no damage has occurred.

REFERENCES

These instructions for use are based on experience from physi-
cians and {or} their published literature. Refer 10 your local Cook
sales representative for information on available literaiere.
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Insertion through synthetic arafis or severely scarred areas
should be avoided. If necessary, use of an introducer sheath

ENGLISH 3



