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Arrowg+ard Blue Advance® Pressure Injectable
Peripherally Inserted Central Catheter (PICC) Product

Rx only.

Product Description:

Arrowg-+ard Blue Advance® catheters are processed with an external surface
treatment that uses the antimicrobial chlorhexidine acetate on the catheter body and
juncture hubnose, as well asaninternal lumen impregnation utilizing an antimicrobial
combination of chlorhexidine acetate and chlorhexidine base for the catheter body,
juncture hub, extension line(s) and extension line hub(s). A maximum total amount
of chlorhexidine content applied to various French sizes and lengths of catheters could
range up to 22.2mg.

Characterization of Chlorhexidine:

Chlorhexidine is characterized as having a broad antimicrobial activity spectrum,
including bacteriostatic and bactericidal effects on gram-positive bacteria, gram-
negative bacteria and fungi. Whether chlorhexidine is bacteriostatic or bactericidal
depends largely on the concentration of the agent and the susceptibility of specific
organisms. Chlorhexidine ((stzx(uNmoa) is demonstrated to be stable at pH levels
consistent with body surfaces and tissues, but also continues to show stability at lower
or higher pH levels as well to ensure infused chemotherapy or other IV fluids are not
impacted. Chlorhexidine also has been shown to be effective against viruses with a
lipid component in their coats or with an outer envelope, but these properties have
not been evaluated with this product. The antithrombogenic effect of the Arrowg-+ard
Blue Advance Technology on catheters appears to be a function of thrombin inhibition
by chlorhexidine via intrinsic and common pathways of blood coagulation, causing
delayed blood clotting response and thrombus accumulation on catheter surface.

Chlorhexidi

is a cationic compound. Its positively charged molecules are strongly
attracted to the negative charges present on microbial surfaces. The outer membrane
of gram-negative bacteria, cell wall of gram-positive bacteria or cytoplasmic
membrane of yeasts then becomes weakened from increased permeability caused
by chlorhexidine being adsorbed onto the cell surface. Chlorhexidine exhibits
bacteriostatic effects at low concentrations due to the release of substances
characterized by low molecular weights (i.e., phosphorus and potassium ions) from
the cell. This damage is enough to inhibit bacterial cell function. Bactericidal activity
of chlorhexidine occurs at higher concentrations by causing precipitation of proteins
and nucleicacids.

Chlorhexidine is poorly absorbed from the gastrointestinal tract. In human and animal
studies, the average plasma level peaked at 0.206 jig/g in humans 30 minutes after
ingesting 300 mg of chlorhexidine. Excretion occurred primarily through the feces
(about 90%), and less than 1% was excreted in urine. Chlorhexidine is metabolized
in the same manner as most other foreign substances. The majority will be excreted
without being metabolized.

Preclinical biocompatibility studies support the conclusion that there is a
negligible risk of adverse effects from the Arrowg-+ard Blue Advance antimicrobial/
antithrombogenic catheters.

Indications for Use:

The Pressure Injectable PICC is indicated for short or long term peripheral access to
the central venous system for intravenous therapy, blood sampling, infusion, pressure
injection of contrast media and allows for central venous pressure monitoring.
The maximum pressure of pressure injector equipment used with the pressure
injectable PICC may not exceed 300 psi (2068.4 kPa). The maximum pressure injection
flow rate ranges from 4 mL/sec to 6 mL/sec. Refer to the product specific labeling
for the maximum pressure injection flow rate for the specific lumen being used for
pressure injection.

Arrowg-+ard Blue Advance Technology on the external surface of the catheter body
as well as the entire fluid pathway of the catheter has been shown to be effective in
reducing microbial colonization and thrombus accumulation on catheter surfaces.
Antimicrobial and antithrombogenic effectiveness were evaluated using in vitro and

in vivo test methods and no correlation between these testing methods and clinical
outcome has currently been ascertained. Itis notintended to be used for the treatment
of existing infections or vein thrombosis.

Contraindications:

The Pressure Injectable Arrowg-+ard Blue Advance antimicrobial/antithrombogenic

catheter is contraindicated:

«  for patients with known hypersensitivity to chlorhexidine

« inthe presence of device related infection in the intended insertion vessel or catheter
pathway

« inthe presence of thrombosis in the intended insertion vessel or catheter pathway

Hypersensitivity Potential:

Benefits of the use of this catheter should be weighed against any possible risk.
Hypersensitivity reactions are a concern with antimicrobial catheters and can be serious
and even life-threatening.

Clinical Benefits to be Expected:

The ability to gain access to the central circulation system through a single puncture
site for applications that include fluid infusion, blood sampling, medication
administration, central venous monitoring, and the ability to inject contrast media.

Pre-Clinical Evaluations:

Arrowg-+ard Blue Advance Technology has demonstrated reduction in colonization on
catheter surfaces by gram-positive and gram-negative bacteria and yeast in in vitro
and in vivo studies for up to 30 days for external surface and in vitro studies for up to
30 days for fluid pathway.

In addition, Arrowg-+ard Blue Advance Technology has also demonstrated reduction
in thrombus accumulation on catheter surfaces for up to 30 days in in vivo testing.
In vitro testing has exhibited reduction in platelet adhesion on catheter surface and
catheter occlusion.

A General Warnings and Precautions

Warnings:

1. Sterile, Single use: Do not reuse, reprocess or resterilize.
Reuse of device creates a potential risk of serious injury
and/or infection which may lead to death. Reprocessing of
medical devices intended for single use only may result in
degraded performance or a loss of functionality.

2. Read all package insert warnings, precautions and
instructions prior to use. Failure to do so may result in severe
patient injury or death.

3. Remove catheter immediately if catheter-related adverse
reactions occur after catheter placement.

Note: Perform sensitivity testing to confirm allergy to catheter antimicrobial agents
if adverse reaction occurs.

4. Do not place/advance catheter into or allow it to remain in
the right atrium or right ventricle. The catheter tip should
be advanced into the lower 1/3 of the Superior Vena Cava.
Catheter tip location should be confirmed according to
institutional policy and procedure.

5. Clinicians must be aware of potential entrapment of
the guidewire by any implanted device in circulatory
system. It is recommended that if patient has a circulatory
system implant, catheter procedure be done under direct
visualization to reduce risk of guidewire entrapment.



6.

7.

8.

°

Do not use excessive force when introducing guidewire,
peel-away sheath over tissue dilator, or tissue dilator as
this can lead to venospasm, vessel perforation, bleeding, or
component damage.

Passage of guidewire into the right heart can cause
dysrhythmias, right bundle branch block, and a perforation
of vessel, atrial or ventricular wall.

Do not apply excessive force in placing or removing catheter
or guidewire. Excessive force can cause component damage
or breakage. If damage is suspected or withdrawal cannot be
easily accomplished, radiographic visualization should be
obtained and further consultation requested.

Use only lumen(s) labeled “Pressure Injectable” for pressure
injection to reduce risk of catheter failure and/or patient
complications. Refer to the Arrow Pressure Injection
Information label for pressure injection information.

10.Do not secure, staple and/or suture directly to outside

diameter of catheter body or extension lines to reduce risk of
cutting or damaging the catheter or impeding catheter flow.
Secure only at indicated stabilization locations.

11. Air embolism can occur if air is allowed to enter a vascular

access device or vein. Do not leave open needles, sheaths, or
uncapped, unclamped catheters in central venous puncture
site. Use only securely tightened Luer-Lock connections with
any vascular access device to guard against inadvertent
disconnection.

12.Clinicians should be aware that slide clamps may be

inadvertently removed.

13.Clinicians must be aware of clinical conditions that may limit

use of PICCs including, but not limited to:

¢ dermatitis * contractures
o cellulitis and burns at or * mastectomy
about the insertion site ¢ potential use for AV
fistula

¢ previous ipsilateral
venous thrombosis

¢ radiation therapy at or
about insertion site

14.Clinicians must be aware of complications/undesirable side-

effects associated with PICCs including, but not limited to:

¢ cardiac tamponade ¢ thrombosis
secondary to vessel, ¢ inadvertent arterial
. . puncture
atrial, or ventricular -
. ¢ nerve injury/damage
perforation e hematoma

e airembolism bleeding/hemorrhage
fibrin sheath formation
exit site infection

vessel erosion

catheter tip malposition
e dysrhythmias

e SVCsyndrome

¢ catheter embolism

e catheter occlusion .

* bacteremia
* septicemia

e extravasation

¢ phlebitis
¢ thrombophlebitis * anaphylaxis

Precautions:

1. Do not alter the catheter except as instructed. Do not alter
the guidewire or any other kit/set component during
insertion, use or removal.

2. Procedure must be performed by trained personnel well
versed in anatomical landmarks, safe technique and
potential complications.

3. Use standard precautions and follow institutional policies for

all procedures including safe disposal of devices.

. Some disinfectants used at catheter insertion site contain

solvents which can weaken the catheter material. Alcohol,

Kits/Sets may not contain all

acetone, and polyethylene glycol can weaken the structure

of polyurethane materials. These agents may also weaken

the adhesive bond between catheter stabilization device
and skin.

* Do not use acetone on catheter surface.

* Do not use alcohol to soak catheter surface or allow
alcohol to dwell in a catheter lumen to restore catheter
patency or as an infection prevention measure.

* Do not use polyethylene glycol containing ointments at
insertion site.

¢ Take care when infusing drugs with a high concentration
of alcohol.

* Allow insertion site to dry completely prior to applying
dressing.

Ensure catheter patency prior to use, including prior to

pressure injection. Do not use syringes smaller than 10 mL

to reduce risk of intraluminal leakage or catheter rupture.

Power injector equipment may not prevent over pressurizing

an occluded or partially occluded catheter.

Minimize catheter manipulation throughout procedure to
maintain proper catheter tip position.

accessory components

detailed in these instructions for use. Become familiar with

instructions for individual component(s) before beginning
the procedure.

A Suggested Procedure: Use sterile technique.

Prep Puncture Site:

1. Prepare clean skin with appropriate antiseptic agent.

2. Drape puncture site.

3. Administer local hetic per i | policies and procedures.

4. Dispose of needle.

SharpsAway® Il Locking Disposal Cup (where provided):

The SharpsAway Il Locking Disposal Cup is used for disposal of needles (15 Ga. - 30 Ga.).

Using one-handed technique, firmly push needles into disposal cup holes (refer to
Figure 1).

Figure 1

Once placed into disposal cup, needles will be automatically secured in place so that
they cannot be reused.

APrecaution: Do not attempt to remove needles that have been placed into

SharpsAway Il Locking Disposal Cup. These needles are secured in place. Damage
may occur to needles if they are forced out of disposal cup.

Where provided, a foam SharpsAway® system may be utilized by pushing needles into
foam after use.

/A\ Precaution: Do not re-use needles after they have been placed into the foam

SharpsAway system. Particulate matter may adhere to needle tip.

Prepare Catheter:

Refer to Arrow® VPS® instructions for use for additional instructions regarding preparation of
VPS® Stylet (where provided). Refer to Arrow® VPS Rhythm® Device Operator’s Manual for
additional instructions regarding preparation of TipTracker™ Stylet (where provided).



Trim Catheter if Required:

A Warning: Infusion of incompatible drugs through adjacent exit ports may cause
precipitation and/or occlusion.

5. Retract contamination guard.

6. Use centimeter marks on catheter body to trim catheter to desired length based on
patient size and desired point of insertion.

Where Side-port connector and placement wire are provided follow

steps 7 and 8.

7. Withdraw placement wire through septum to retract wire a minimum of 4 cm behind
catheter cut location (refer to Figure 2).

lTip of wire Length of catheter
tobe tnmmed
Wire retracted Tip of catheter *
4 ¢cm (min)

Figure 2

8. Kink proximal end of placement wire at side-port connector to minimize risk of
placement wire exiting distal tip of catheter during insertion (refer to Figure 3).

Figure 3
A Warning: Do not attempt to advance placement wire through septum.
Catheter Trimmer (where provided):
A catheter trimmer is a one-time use trimming device.
«  Insert catheter into hole on trimmer to desired cut location.
«  Depress blade to cut catheter.
NOTE: Resistance when cutting catheter is likely caused by insufficiently retracted
placement wire. Do not use catheter if placement wire has not been retracted.
9. Cut catheter straight across (90° to catheter cross-section) using trimming device
(where provided) to maintain a blunt tip.
A Warning: Do not cut placement wire when trimming catheter to reduce risk of
damage to placement wire, wire fragment, or embolism.
10.  Inspect cut surface for clean cut and no loose material.

A Precaution: Check that there is no wire in cut catheter segment after trimming.
If there is any evidence that placement wire has been cut or damaged, the
catheter and placement wire should not be used.

Flush Catheter:

11. Flush each lumen with sterile normal saline for injection to establish patency and
prime lumen(s).

12. Clamp or attach Luer-Lock connector(s) to extension line(s) to contain saline within
lumen(s).

AWaming: Do not damp extension line when placement wire is in catheter to
reduce risk of placement wire kinking.

AWarning: Do not clamp extension line in close proximity of the extension line
hub to reduce the risk of component damage.

Gain Initial Venous Access:

13. Apply tourniquet and replace sterile gloves.

Echogenic Needle (where provided):

An echogenic needle is used to allow access to the vascular system for the introduction of a
quidewire to facilitate catheter placement. The needle tip is enhanced for approximately 1cm
for clinician to identify exact needle tip location when puncturing the vessel under ultrasound.
Protected Needle/Safety Needle (where provided):

A protected needle/safety needle should be used in accordance with manufacturer’s
instructions for use.

14. Insertintroducer needle or catheter/needle into vein.

A Precaution: Do not reinsert needle into introducer catheter (where provided) to
reduce risk of catheter embolus.

15. Check for non-pulsatile flow.
A Warning: Pulsatile flow is usually an indicator of inadvertent arterial puncture.
A Precaution: Do not rely on blood aspirate color to indicate venous access.

Insert 33 or 45 cm Guidewire (Access Wire):
Guidewire:

Kits/Sets are available with a variety of guidewires.
Guidewires are provided in different diameters, lengths, and
tip configurations for specific insertion techniques. Become

familiar with the guidewire(s) to be used with the specific
technique chosen before beginning the actual insertion
procedure.

Arrow Advancer (where provided):

Arrow Advancer is used to introduce guidewire into a needle.

o Using thumb, retract guidewire tip. Place tip of Arrow Advancer —
retracted — into introducer needle (refer to Figure 4).

-

with quidewire

Figure 4
16. Advance guidewire into introducer needle.

AWarning: Do not insert stiff end of guidewire into vessel as this may result in
vessel damage.

i~

. Raise thumb and pull Arrow Advancer approximately 4 - 8 cm away from introducer
needle. Lower thumb onto Arrow Advancer and while maintaining a firm grip on
quidewire, push assembly into needle to further advance guidewire. Continue until
quidewire reaches desired depth.

APrecaution: Maintain firm grip on guidewire at all times. Keep sufficient
guidewire length exposed for handling purposes. A non-controlled guidewire
can lead to wire embolus.

AWaming: Do not withdraw guidewire against needle bevel to reduce risk of

possible severing or damaging of guidewire.

18. Remove introducer needle (or catheter) while holding guidewire in place.

Insert Catheter:

Refer to Arrow VPS instructions for use for additional instructions regarding insertion using
VPS Stylet (where provided). Refer to Arrow VPS Rhythm Device Operator’s Manual for
additional instructions regarding insertion using TipTracker Stylet (where provided).

Insertion using Peel-Away Sheath:
19. Ensure dilator is in position and locked to hub of sheath.
20. Thread peel-away sheath/dil

i

assembly over g



21. Grasping near skin, advance peel-away sheath/dilator assembly over guidewire with
slight twisting motion to a depth sufficient to enter vessel. . N
22. If necessary, enlarge cutaneous puncture site with cutting edge of scalpel, positioned

away from guidewire.
A Warning: Do not cut guidewire to alter length.
A Warning: Do not cut guidewire with scalpel.
« Position cutting edge of scalpel away from guidewire.

« Engage safety and/or locking feature of scalpel (where provided) when not in
use to reduce the risk of sharps injury.

A Precaution: Do not withdraw dilator until sheath is well within vessel to reduce
risk of damage to sheath tip.

A Precaution: Sufficient guidewire length must remain exposed at hub end of
sheath to maintain a firm grip on guidewire.

2.

=

Check peel-away sheath placement by holding sheath in place, twisting dilator hub
counterclockwise to release dilator hub from sheath hub, withdraw guidewire and
dilator sufficiently to allow blood flow.

24,
AWarning: Do not apply undue force on guidewire to reduce risk of possible
breakage.

x

Holding sheath in place, remove guidewire and dilator as a unit (refer to Figure 5).

AWarning: Do not leave tissue dilator in place as an indwelling catheter. Leaving
tissue dilator in place puts patient at risk for possible vessel wall perforation.

25. Quickly occlude sheath end upon removal of dilator and guidewire to reduce risk of
airentry.

AWaming: Do not leave open dilators or sheaths uncapped in venous puncture
site. Air embolism can occur if air is allowed to enter a central venous access
device or vein.

26.

2

=

Verify entire guidewire is intact upon removal.

=

. Retract contamination guard (where provided).

Insertion using 80 or 130 cm Guidewire (where provided) under

fluoroscopy:

«  Prepare guidewire for insertion by wetting guidewire with sterile normal saline for
injection. Ensure that quidewire remains lubricious until it is inserted into patient/
catheter. Image guidance or fluoroscopy is used to gain initial venous access; catheter
placement with 80 or 130 cm guidewire is done under fluoroscopy.

«  Insertion through the peel-away sheath:

« If 80 cm guidewire is used, insert guidewire into distal lumen until soft tip of
guidewire extends beyond catheter tip. Advance guidewire/catheter as a unit
through peel-away sheath to final indwelling position, while maintaining position
of distal end of guidewire.

« 1f 130 cm quidewire is used, insert soft tip of the guidewire through peel-away
sheath to desired depth. Thread catheter over guidewire and advance catheter over
guidewire to final indwelling position using image guidance or fluoroscopy.

« If resistance is met while advancing catheter, retract and/or gently flush while
advancing catheter.

AWarning: Passage of guidewire into the right heart can cause dysrhythmias or
perforation of vessel, atrial or ventricular wall.

A Precaution: Maintain firm grip on guidewire at all times. Keep sufficient
guidewire length exposed for handling purposes. A non-controlled guidewire
can lead to guidewire embolus.

Insertion using Placement wire (where provided):

«  Insert catheter through peel-away sheath to final indwelling position. Retract and/or
gently flush while advancing catheter if resistance is met.

28.

I3

Withdraw peel-away sheath over catheter until sheath hub and connected portion of
sheath is free from venipuncture site. Grasp tabs of peel-away sheath and pull away
from the catheter (refer to Figure 6), while withdrawing from vessel until sheath splits
down its entire length.

APrecaution: Avoid tearing sheath at insertion site which opens surrounding
tissue creating a gap between catheter and dermis.

\ N 2
{

Figure 5

Figure 6

29. If catheter migrated during sheath removal, re-advance catheter to
final indwelling position.

30. Remove placement wire or guidewire. Always verify guidewires are intact upon
removal.

AWarning: Remove placement wire and side-port connector as a unit. Failure to
do so may result in wire breakage.

AWarning: Do not use short (33-45 cm) guidewire as a stiffening device.

31. If there is any difficulty removing placement wire or guidewire, catheter and wire
should be removed as a unit.

AWaming: Do not apply undue force on placement wire or guidewire to reduce
therisk of possible breakage.

Complete Catheter Insertion:

32. Check lumen patency by attaching a syringe to each extension line and aspirate until
free flow of venous blood is observed.

33. Flush lumen(s) to completely clear blood from catheter.

34. Connect all extension line(s) to appropriate Luer-Lock connector(s) as required.
Unused port(s) may be “locked” through Luer-Lock connector(s) using standard
institutional policies and procedures.

« Clamp(s) are provided on extension line(s) to occlude flow through each lumen
during line and Luer-Lock connector changes.

AWarning: Open clamp prior to infusion through lumen to reduce risk of damage
to extension line from excessive pressure.

Secure Catheter:

35. Use catheter stabilization device and/or catheter clamp and fastener to secure
catheter (where provided).
« Use catheter hub as primary securement site.
« Use catheter clamp and fastener as a secondary securement site as necessary.

A Precaution: Minimize catheter manipulation throughout procedure to maintain
proper catheter tip position.

Catheter Stabilization Device (where provided):
A catheter stabilization device should be used in accordance with manufacturer’s
instructions for use.

Catheter Clamp and Fastener (where provided):

A catheter clamp and fastener are used to secure catheter when an additional securement

site other than the catheter hub is required for catheter stabilization.

AWaming: Do not attach catheter clamp and fastener until either guidewire or
placement wire is removed.

o After placement wire or guidewire has been removed and necessary lines have been
connected or locked, spread wings of rubber clamp and position on catheter body
making sure catheter surface is not moist to maintain proper securement.

«  Snaprigid fastener onto catheter clamp.

o Secure catheter clamp and fastener as a unit to patient by using either catheter
stabilization device, stapling or suturing. Both catheter clamp and fastener need to
be secured to reduce risk of catheter migration (refer to Figure 7).



Figure 7

36. Ensure insertion site is dry before applying dressing per manufacturer’s instructions.
37. Assess catheter tip placement in compliance with institutional policies and procedures.
38. If catheter tip is malpositioned, assess the situation and replace the catheter or
according to i | policies and p

Care and Maintenance:
Dressing:
Dress according to institutional policies, procedures and practice guidelines. Change

immediately if the integrity becomes compromised (e.g. dressing becomes damp, soiled,
loosened or no longer occlusive).

Catheter Patency:

Maintain catheter patency according to institutional policies, procedures and practice
quidelines. All personnel who care for patients with PICCs must be knowledgeable about
effective management to prolong catheter’s dwell time and prevent injury.

Pressure Injection Instructions - Use sterile technique.

1. Obtain a visual image to confirm catheter tip position prior to each pressure injection.

A Precaution: Pressure injection procedures must be performed by trained
personnel well versed i safe technique and potential complications.

2. Identify lumen for pressure injection.

3. Check for catheter patency:

« Attach 10 mL syringe filled with sterile normal saline.
«  Aspirate catheter for adequate blood return.
« Vigorously flush catheter.

A Warning: Ensure patency of each lumen of catheter prior to pressure injection to
minimize the risk of catheter failure and/or patient complications.

4. Detach syringe and needleless connector (where applicable).

5. Attach pressure injection set tubing to appropri
catheter according to manufacturer’s reccommendations.
Precaution: Do not exceed maximum pressure of 300 psi (2068.4 kPa) on power
injector equipment to reduce risk of catheter failure and/or tip displacement.

extension line of

A Precaution: Do not exceed ten (10) injections or catheter’s maximum
recommended flow rate located on product labeling and catheter luer hub to
minimize the risk of catheter failure and/or tip displacement.

A Warning: Discontinue pressure injections at first sign of extravasation or
catheter deformation. Follow institutional policies and procedures for
appropriate medical intervention.

A Precaution: Warm contrast media to body temperature prior to pressure
injection to minimize the risk of catheter failure.

Precaution: Pressure limit settings on injector equipment may not prevent over
pressurizing an occluded or partially occluded catheter.

P ion: Use approp! set tubing between catheter and
pressure injector equipment to minimize the risk of catheter failure.

A Precaution: Follow the contrast media manufacturer’s specified instructions for
use, contraindications, warnings, and precautions.

6. Inject contrast media in accordance with institutional policies and procedures.

8. Aspirate, then flush catheter lumen using 10 mL syringe or larger filled with sterile
normal saline.

9. Disconnect syringe and replace with sterile needleless connector or injection cap on
catheter extension line.

Catheter Removal Instructions:

1. Position patient as clinically indicated to reduce risk of potential air embolus.

2. Remove dressing.

3. Release catheter and remove from catheter securement device(s).

4. Remove catheter by slowly pulling it parallel to skin. If resistance is met while
removing catheter

APrecaution: Catheter should not be forcibly removed, doing so may result
in catheter breakage and Follow i | policies and
procedures for difficult to remove catheter.

5. Apply direct pressure to site until hemostasis is achieved followed by an ointment-
based occlusive dressing.

AWarning: Residual catheter track remains an air entry point until site is
epithelialized. Occlusive dressing should remain in place for at least 24 hours or
until site appears epithelialized.

6. Document catheter removal procedure including confirmation that entire catheter
length and tip has been removed per institutional policies and procedures.

£ i

For ing patient dlinician

insertion technique, and potential complications associated with this procedure,
consult standard textbooks, medical li and Arrow | LLC website:
www.teleflex.com

A pdf copy of this IFU is located at www.teleflex.com/IFU

This is the “Arrow AGBA PICC" Summary of Safety and Clinical Performance (SSCP)
location after the launch of the European Database on Medical Devices/Eudamed:
https://ec.europa.eu/tools/eudamed

For a patient/user/third party in the European Union and in countries with identical
regulatory regime (Regulation 2017/745/EU on Medical Devices); if, during the use
of this device or as a result of its use, a serious incident has occurred, please report
it to the manufacturer and/or its authorized representative and to your national
authority. The contacts of national competent authorities (Vigilance Contact Points)
and further information can be found on the following European Commission website:
https://ec.europa.eu/growth/: /medical-devi ts_en

Patient Information Provided

Complete International Implant Card with appropriate information. Present the completed
card to the patient along with the Patient Information Booklet. If the Patient Information
Booklet has been discarded a translated copy can be found at www.teleflex.com/IFU

Qualitative and quantitative information on materials and
substances to which patients can be exposed:

% Material/Substance Role/Notes
Balance Polyurethanes Device body
2.0-4.6% Bismuth Oxychloride Radiopacity Agent
0.1-0.5% Chlorhexidine Active Antimicrobial Agent
<0.1% Colorants oA Aﬁlgﬁ;fﬁ'\z’x {US;;E for
<0.1% Poly (Methyl Methacrylate) Printing

7. Aseptically disconnect catheter lumen from pressure injector
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Arrowg+ard Blue Advance survega siistitav perifeerselt
sisestatav tsentraalne kateeter (PICC)

Toote kirjeldus
Arrowg-+ard Blue Advance kateetrid toodeldakse vélispinna tootlusega mlIIes kasutatakse
otsikul antimil i i ning

Vastundidustused

Survega siistitav Arrowg-+ard Blue Advance mikroobidevastane/tromboosivastane kateeter
on o .

kateetri torul ja ihend hvi

. ientidel, kellel esineb teadaolev iilitundlikkus kloorheksidiinatsetaadi suhtes

sisevalendik koos kateetri toru, i i, pike
muhvi(de) on i kloork I I
koosneva antimikroobikumiga. Erinevatele French suuruse ja pikkusega kateetritele
kantud kloorheksidiini maksimaalne iildkogus véib ulatuda kuni 22,2 mg.

Kloorheksidiini iseloomustus
Kloorheksidiimile on _iseloomulk la

toime  spekter, ~sealhulgas

«  seadmega seotud nakkuse korral kavandatud sisestussoones vdi kateetri liikumisteel

. boosi korral k voi kateetri liikumisteel

Ulitundlikkuse vdimalus
Kasu antud kateetri kasutamisest tuleb kaaluda koikide voimalike ohtude suhtes. Kuna
need voivad osutuda tosisteks ja isegi eluohtlikeks, tuleb mikroobivastaste Kateetrite

ja itsii toime itiivsetel

gramnegatiivsetele bakteritele ja seentele. See, kas kloorheksidiin on bakterlostaatlllne
voi bakteritsiidne, soltub suuresti aine ist ja konk t

vastuvotlikkusest. Kloorheksidiin (cstzgcuNmOoJ on osutunud stabiilseks kehapindadele
ja kudedele vastava pH taseme juures, kuid néitab ka stabiilsust madalama vdi korgema
pH taseme juures, et tagada mdju jatmine infundeeritud k piale voi
muudele IV vedelikele. Kloorheksidiin on osutunud efektiivseks ka viiruste vastu, mille
katted voi valine Gmbrik on lipiidikomponendiga, kuid neid omadusi pole selle tootega
hinnatud. Arrowg-+ard Blue Advance tehnoloogia antitrombogeenne toime kateetritele
néib olevat kloorhek trombiini pé funktsioon vere hiiiibimise sisemise ja
iihise hiiibimisraja kaudu, pohjustades vere hiiiibimisreaktsiooni hilinemist ja trombi

akumuleerumist kateetri pinnale.

k | arvestada voimalike iilitundlikkuse reaktsioonidega.

Oodatav Kliiniline kasu

Juurdep@ésu voimaldami ingesil ile 1abi iihe punktsioonikoha rakend
jaoks, nagu vedeliku infusioon, vereproovide votmine, ravimite manustamine, tsentraalne
venoosne monitooring ja kontrastainete siistimise vdimalus.

Eelkliiniline hindamine

Arrowg-+ard Blue Advance tehnoloogia on néidanud grampositiivsete ja gramnegatiivsete
bakterite ning parmi koloniseerimise vahenemist kateetri pindadel in vitro ja in vivo
uuringutes vélispinna osas kuni 30 pdeva ja in vitro uuringuteks vedeliku raja osas kuni
30 paeva jooksul.

Llsaks on Arrowg+ard Blue Advance tehnoloogia in vivo katsetes ndidanud trombi

Kloorheksidiin on katioonne iihend. Selle positiivselt laetud molekule to d tugevalt
mikroobide pindadel olevad negatiivsed laengud. Seejérel ndrgeneb gramnegatiivsete
bakterite vélimine membraan, grampositiivsete bakterite rakusein voi parmseente
tsiitoplasmamembraan  raku pinnale adsorbeerunud  kloorheksidiini  suurenenud
labilaskvuse tottu. Kloorheksidiinil on madalatel k ioonidel bakteriostaatiline
toime, mis on tingitud madala molekulmamga (s.0 fosfon Ja kaallummomd) ainete
eraldumisest rakust. See kahjustus on bakterirakkud imisel pusav
Kloorheksidiini bak toime ilmneb
valkude ja nukleiinhapete sadestumist.

Kloorheksidiin imendub seedetraktist halvasti. Inim- ja loomkatsetes saavutas keskmine
plasmatase tipu 0,206 pg/g inimestel 30 minutit parast 300 mg kloorheksidiini
allaneelmist. Eritumine toimus peamiselt véljaheidete kaudu (umbes 90%) ja vahem kui
1% eritati uriiniga. Kloorheksidi boliseeritakse di nagu enamik muid
vooraineid. Enamik eritub metaboliseerumata.

Falklinilicad hincah U

i jéreldust, et Arrowg+ard Blue Advance
antimikroobsete/antitrombogeensete kateetrite kahjulike mdjude oht on tiihine.

I ah kateetri pindadel kuni 30 paeva jooksul. /n vitro katsetes on
taheldatud kateetri pinnal trombotsiiiitide adhesiooni ja kateetri i

A Uirdised hoiatused ja ettevaatusabinéud

Hoiatused

1. Steriilne, ihekordselt kasutatav: Mitte korduvalt kasutada,
téodelda ega steriliseerida. Seadme korduv kasutamine
tekitab tésise, surmaga loppeda voiva vigastuse ja/voi
infektsiooni ohu. Ainult (ihekordseks kasutamiseks moeldud
meditsiiniseadmete  taastodtlemine véib  halvendada
toimivust voi pohjustada funktsionaalsuse kadu.

2. Enne kasutamist lugege labi kaik hoiatused, ettevaatusabinoud

ja juhised pakendi infolehel. Selle noude eiramine voib

pohjustada patsiendi tosiseid vigastusi voi surma.

Kateetriga seotud korvaltoimete ilmnemisel parast kateetri

paigaldamist eemaldage kateeter viivitamatult.

Markus. Korvaltoime tekkimisel tehke tundlikkustest allergia kinnitamiseks

kateetri mikroobivastaste ainete suhtes.
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4. Arge paigaldage/suunake kateetrit ega laske sellel jaada

Kasutusndidustused

Survega siistitav PICC on ndi liihiajali Vi pikaajalisek ifeersek
juurdepéasuks ile i ks raviks, proovid
votmiseks, infusiooniks, k survega siistimiseks ja vo jalgida

veenirdhku. Koos survega siistitava PICC-ga kasutatava surveinjektori maksimaalne rohk ei
tohi iiletada 2068,4 kPa (300 psi). Maksimaalne survega siistitav voolukiirus on vahemikus
4ml/sek kuni 6 ml/sek. Survega siistimiseks kasutatava konkreetse valendiku maksimaalse
survega siistimise voolukiiruse leiate iifiliselt

On ndidatud, et Arrowg-+ard Blue Advance tehnoloogia kateetri toru valispinnal ja
kogu kateetri vedeliku rajal véhendab tohusalt mikroobide kolonisatsiooni ja trombi
akumuleerumist kateetri pindadel. Antimikroobset ja antitrombogeenset efektiivsust
hinnati in vitro ja in vivo di ning nende k ja Kliinilise
tulemuse vahelist seost pole praegu kindlaks tehtud. Seda ei ole ette nahtud olemasolevate
infektsioonide voi veenitromboosi raviks.

par sidamekotta ega paremasse vatsakesse.
Kateetri ots tuleb suunata lilemise 66nesveeni alumisse
kolmandikku. Kateetri otsa paiknemine tuleb kinnitada
vastavalt raviasutuses kehtestatud korrale ja protseduurile.

5. Arst peab olema teadlik voimalikust juhtetraadi
takerdumisest monesse vereringesse implanteeritud
seadmesse. Vereringe implantaadiga patsienti on juhtetraadi
takerdumise ohu vahendamiseks soovitatav kateteriseerida
otsese visuaalse kontrolli all.

6. Arge rakendage juhtetraadi, koedilataatori mahakooritava
timbrise voi koedilataatori sisestamisel liigset joudu, kuna
see voib pohjustada veeni spasmi, veresoone perforatsiooni,
verejooksu v6i komponentide kahjustamise.



7. Juhtetraadisattumine parematesse siidamekambritesse véib
pohjustada diisriitmiaid, Hisi kimbu parema saare blokaadi
ja veresoone, koja voi vatsakese seina perforatsiooni.

8. Arge rakendage kateetri vo6i juhtetraadi paigaldamisel véi
eemaldamisel liigset joudu. Liigne joud véib pohjustada
komponentide kahjustuse véi purunemise. Kahjustuse
kahtluse korral v6i tagasivotmisel raskuste tekkimisel tuleb
kasutada radiograafilist visualiseerimist ja kiisida taiendavat
konsultatsiooni.

v

Kateetri torke ja/voi patsiendi tiisistuste ohu vdhendamiseks
kasutage survega siistimiseks ainult valendikku(-e)
madrgisega ,Survega siistitav”. Survega siistimise kohta leiate
teavet Arrow survega siistimise teabe margistuselt.

10.Kateetri katkiloikamise, kahjustamise voi selles voolu
takistamise riski vahendamiseks arge kasutage fikseerimiseks,
klambrite ja/voi 6mblustega kinnitamiseks vahetult kateetri
korpuse véi pikendusvoolikute vilispinda. Kasutage
fikseerimiseks ainult ettendhtud stabiliseerimiskohti.

11.0hu paisemisel vaskulaarsesse juurdepiasuseadmesse voi
veeni véib tekkida 6hkemboolia. Arge jétke tsentraalveeni
punktsioonikohta avatud néelu, hiilsse ega korkimata ja
sulgemata kateetreid. Juhusliku eraldumise véltimiseks
kasutage koos koikide vaskulaarsete juurdepdasuseadmetega
ainult kindlalt pingutatud Luer-Lock-tihendusi.

12.Arstid peavad votma arvesse, et liugsulgurid voéivad
kogemata lahti tulla.

13. Arstid peavad olema teadlikud PICC-ide kasutamist piirata
voivatest kliinilistest seisunditest, sealhulgas:

¢ dermatiit ¢ kontraktuurid

o tselluliit ja poletused * mastektoomia
sisestuskohas voi selle * potentsiaalne kasutamine
tmbruses AV-fistuli jaoks

e varasem ipsilateraalne
veenitromboos

e kiiritusravi sisestuskohas
voi selle imbruses

14.Arst peab olema teadlik PICC-ide kasutamisega seotud
tiisistustest/soovimatutest korvaltoimetest, sealhulgas (kuid
mitte ainult):

¢ perikardi tamponaad ¢ tromboos

arteri tahtmatu punktsioon

* narvivigastus/kahjustus

* hematoom

perforatsiooni tdttu * verejooks/hemorraagia

e fibroosse kesta
moodustumine

* kateetri emboolia « valjumiskoha infektsioon

® veresoone erosioon

o kateetri tipu valeasetus

veresoone seina,

koja voi vatsakese

e ohkemboolia

¢ kateetri sulgus

¢ baktereemia

e dusritmia
* septitseemia e (lemise 66nesveeni (SVC)
. sindroom
 ekstravasatsioon o flebiit
¢ tromboflebiit ¢ anafiilaksia

Ettevaatusabinoud

1. Arge muutke kateetrit, v.a vastavalt juhistele. Arge muutke
sisestamise, kasutamise voi eemaldamise ajal juhtetraati ega
komplekti/varustuse muud komponenti.

2. Protseduuri peab tegema viljadppega personal, kes tunneb
hésti anatoomiat, valdab ohutuid t66vétteid ning on teadlik
voimalikest tiisistustest.

3. Kasutage koikide protseduuride korral standardseid
ettevaatusabinéusid ning jérgige raviasutuses kehtestatud
korda, k.a seadmete ohutu kérvaldamise suhtes.

4. Moned kateetri sisestuskohas kasutatavad
desinfektsioonivahendid sisaldavad kateetri materjali
norgendada  voivaid lahusteid.  Alkohol, atsetoon ja

poliietiileengliikool voivad norgendada poliiuretaanmaterjalide

struktuuri. Need ained vdivad samuti nérgendada liimiihendust

kateetri fiksaatori ja naha vahel.

* Arge kasutage atsetooni kateetri pinnal.

« Arge kasutage alkoholi kateetri pinna leotamiseks ega
hoidke alkoholi kateetri valendikus kateetri labitavuse
taastamiseks voi infektsioonide ennetamise meetmena.

o Arge kasutage sisestamiskohal poliietiileengliikooli
sisaldavaid salve.

* Suure alkoholikontsentratsiooniga ravimite infundeerimisel
tuleb olla ettevaatlik.

* Laske sisestuskohal enne sidumist taielikult kuivada.
Enne selle kasutamist, sh enne surve all injektsiooni,
veenduge kateetri labitavuses. Valendikusisese lekke voi
kateetri rebenemise ohu vidhendamiseks drge kasutage
sustlaid mahuga alla 10 ml. Automaatne injektor ei pruugi
takistada okludeerunud vo6i osaliselt okludeerunud kateetri
tilesurvestamist.

w
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Kateetri otsa nouetekohase paiknemise saiilitamiseks
manipuleerige protseduuri ajal kateetriga minimaalselt.

Komplektid/varustused ei pruugi sisaldada koiki kdesolevas

kasutusjuhendis kirjeldatud lisakomponente. Enne protseduuri
alustamist tutvuge juhistega iga komponendi kohta.

Soovituslik protseduur: Kasutage steriilset tehnikat.
Punktsioonikoha ettevalmistamine.

1. Valmistage sobivat antiseptilist ainet kasutades ette puhas nahapiirkond.
2. Katke punktsioonikoht linaga.

3 M
4. Karvaldage noel kasutuselt.

Lukustusega korvaldushoidik SharpsAway Il (kui on olemas).

Luk kdrvaldushoidikut St y 1k kse ndelade (15-30 Ga.) kdrvaldamisek

«  Uhekée vatet kasutades suruge nelad kindlalt kirvaldushoidiku avadesse (vt joonist 1).

paikset jadele ja korra kohaselt.

o Korvaldushoidik pandud ndelad ki | It, et neid ei saaks
uuesti kasutada.

A. inu. firge iiritage Idada juba luk ga kor idik
SharpsAway Il paigutatud ndelu. Need ndelad on paigale kinnitatud. Noelade
jouga kor idik voib neid kahjustad

«  Kui on olemas vahtplastist siisteem SharpsAway, vib seda kasutada noelte surumise
teel vahtplasti pérast kasutamist.

Afnevaatusabinbu. Arge kasutage ndelu korduvalt pérast nende vahtplastist
siisteemi SharpsAway paigutamist. Noelaotsale voivad kleepuda tahked osakesed.

Kateetri ettevalmistamine.
Lisateavet VPS stileti (kui on olemas) ettevalmistamiseks leiate Arrow VPS kasutusjuhendist.
Lisateavet TipTracker stileti (kui on olemas) abil ettevalmistamise kohta leiate Arrow VPS
Rhythm seadme kasutusjuhendist.

Trimmige kateetrit vajaduse korral.
/\ Hoiatus. Uhild ravimite infusioon kiilgi
voib pohjustada sad ist ja/voi oklusiooni.

valjumisportide kaudu

5. Tommake saastumisvastane kaitse tagasi.
6. Kateetri soovitud pikkuseks trimmimiseks kasutage kateetri korpuse sentimeetri
margistust, lahtudes patsiendi suurusest ja soovitavast sisestuspunktist.

Kiilgportkonnektori ja paigutustraadi olemasolul jargige samme 7 ja 8.
7. Tommake paigutustraati labi vaheseina tagasi, et tommata traati vahemalt 4 cm
kateetri loikekohast taha (vt joonis 2).



lTraadi ots Trimmitava
kateetri pikkus ->|
Tagasitommatud Kateetri ots f
traat 4 cm (min)

Joonis 2

8. Painutage paigutustraadi proksimaalne ots kiilgpordi konnektori juures nurga
alla paigutustraadi sisestamise ajal kateetri distaalsest otsast véljumise ohu
minimeerimiseks (vt joonis 3).

A Hoiatus. drge proovige paigutustraati lbi vaheseina edasi viia.

Kateetri trimmer (kui on olemas).

Kateetri trimmer on tihekordne trimmimisseade.

«  Sisestage kateeter trimmeri auku soovitud likekohta.

«  Kateetri loikamiseks vajutage tera alla.

e g s PP

MARKUS. Vastupanu kateetri loikamisel on td
sissetommatud paigutustraadist. Arge kasutage kareetnt kui palgurustraar pole
sisse tommatud.

Juhtetraadi 33 vdi 45 cm sisestamine (juurdep@asutraat):
Juhtetraat.

Komplekte/varustust  on EEELEVE] mitmesuguste

juhtetraatidega. Juhtetraate on saadaval erineva diameetri,

pikkuse ja otstega spetsiifiliste sisestamisvotetega kasutamiseks.
Enne sisestamisprotseduuri tutvuge juhtetraadi voi -traatidega,
mida konkreetse valitud meetodi puhul kasutada.

Arrow Advancer (kui on olemas):

Arrow Advancerit kasutatakse juhtetraadi sisestamiseks ndela.

. Tommake pmdla abil Juhtetraadl otsa tagasi. Asetage Arrow Advanceri ots
h di oela (vt joonis 4).

16. Suunake juhtetraat sisestusnela.

AHoiatus. Arge sisestage juhtetraadi jéika otsa veresoonde, kuna see vdib
veresoont kahjustada.

=]

. Tostke poial ja tommake Arrow Advancer ligikaudu 4-8 cm vorra sisestusndelast
eemale. Langetage pdial Arrow Advancerile ning hoides kindlalt juhtetraati, likake
need koos noela, et juhtetraati veelgi edasi liikata. Jatkake, kuni juhtetraat jouab
soovitud siigavuseni.

A\ Et binu. Hoidke juf

i kogu aeg kmdlalt Hoidke kasnsemlseks

9. Lbigake kateeter niiri otsa sdilitamiseks sirgjooneliselt (kateetri ristloikega 90°) véljas piisavas pikkuses juh b voib p |
kasutades trimmimisseadet (kui on olemas). juhtetraadi emboolia.

/\ Hoiatus. Pai di kahj ohu ja traadi fi vmemboollatekke /N Hoiatus. Juhtetraadi véimaliku katki I6ikamise véi kahjustamise ohu
dimaluse vahendamiseks, rge ldigake i kateetri tri ahendamiseks drge tommak sedatagaﬂmoodanoelaterawkku

10. Kontrollige, et Igikepind on puhas ja ei ole lahtist materjali. 18. Hoides jut i paigal, Id | (voi kateeter).

A" bindu. Pérast k i et kateetri loigatud Sisestage kateeter.

segmendis pole traati. Kui tdheldate, et paigutustraati on mingil maaral
Ioigatud voi kahjustatud, ei tohi kateetrit ega paigutustraati kasutada.
Loputage kateetrit.
11. Loputage koiki labitavuse
normaalse fiisioloogilise lahusega.

Tondikk Kindl ol

ja eeltditmiseks  steriilse

Sisestamiseks kasutades VPS stiletti (olemasolul) vt lisateavet Arrow VPS kasutusjuhendist.
Sisestamiseks kasutades TipTracker VPS stiletti (olemasolul) vt lisateavet Arrow VPS Rhythm
seadme kasutusjuhendist.

Sisestamine mahakooritava iimbrise abil:
19. Veenduge, et dilataator on paigas ja lukustatud hiilsimuhvi kiilge.

12. Fiisioloogilise lahuse hoidmiseks valendikus(es) sulgege pik lik(ud) sulguri T ) . )
Vi Luer-Lock-ihendus(t)ega. 20. Suunake mahakooritava timbrise/dilataatori koost iile juhtetraadi.
AHmatus Kul palgutustraat on kateetris, drge kinnitage pikendusvoolikut, et . Haarateﬂsﬂnaha Il'fi.hedalt,viigg. hal " i ... bri 'koqs!}]le' . di
ohtu. kerge védnava piisavale
AHoiatus P o Lt ohu véhendamiseks arge ki 22. Vajaduse korral laiendage naha punktsioonikohta skalpelli Idikeserva abil, hoides seda
P A Jiku muhvi vah Jihedusse juhtetraadist eemale suunatult.
i ; A Hoiatus. Arge loigake j i selle pikkuse
Esialgsejuurdepéésu loomine veenile AHoiatus. Arge ldigake juhtetraati skalpelliga.
13. Asetage Zqutt ja asendage steriised kindad. «+ Hoidke skalpelli Ioikeserv juhtetraadist eemal.
. X « Kui skalpelli ei kasutata, kasutage terava esemega vigastamise ohu
Ehhogeenne ndel (kui on olemas) vahendamiseks selle kaitset ja/véi lukustust (nende olemasolul).
Kateetri paige holbustar f J. stamisel kasutatak 0 /N Et bingu. firge eemaldage dil it enne, kui hiilss asub kindlalt
ndela, mis juurdepadsu vere: Noelaots on v ligikaudu shendamaks hiilsi otsa kahi ohtu.

1 cm ulatuses, et arst saaks soone punkteerimisel ultraheliga jalgimisel ndelaotsa tapse
asukoha méarata.

Kaitstud/ohutusndel (kui on olemas).
Kaitstud/ohutusndela tuleb kasutada tootja kasutusjuhendi kohaselt.

14. Sisestage sisestusndel voi kateeter/ndel veeni.

uuesti i K isse (selle ol

Kateetri emboolia ohu

ks drge sisestage noela

15. Kontrollige mitte-pulseerivat voolu.
A Hoiatus. Pulseeriv vool on tavaliselt arteri tahtmatu punktsiooni mérgiks.

A Ettevaatusabindu. Airge kasutage venoosse juurdepasu margina aspireeritava
vere varvi.

/N Et inéu. Juf di kindlaks h
jaama vélja piisavas pikkuses juhtetraati.

23. Kontrollige mahakooritava iimbrise asetust, hoides hiilssi paigal, keerates dilataatori
muhvi vastupaeva selle hiilsi muhvist vabastamiseks; tommake juhtetraati ja
dilataatorit piisavalt tagasi verevoolu voimaldamiseks.

24. Hoides hiilssi paigal, eemaldage juhtetraat ja dilataator iihikuna (vt joonis 5).

AHoiatus. Selle voimalik dumise ohu vahendamiseks &rge rakend:
juhtetraadile iileliigset joudu.

peab hiilsi muhvi otsast

AHoiatus. Arge jiitke koedil it piisik i asemele. Koedil i kohale
jatmisel vaib see dil pohjustad seina perf i
25. Ohu sisenemise ohu vihendamiseks sulgege dil ijajut ii Idamisel

kiiresti hiilsi ots.



A Hoiatus. firge jatke avatud dilataatorit ega hiilsse venoosse punktsiooni kohta
korgita. Ohu paasemisel i juurdepéa voi veeni voib
tekkida dhkemboolia.

26. Veenduge pérast eemaldamist, et kogu juhtetraat on kahjustamata.
27. Tommake saastumisvastane kaitse sisse (kui on olemas).

80v6i 130 cm juhtetraadl abil 5|sestam|ne (kui on olemas) fluoroskoopia all.
«  Valmi ks ette niisuatdes seda steriilse tavalise fiisioloogilise
lah Veenduge, et juf i maarimine sailiks, kuni patsienti/kateetrisse
sisestamiseni. Esmase venoosse juurdepaasu saamiseks kasutatakse pilt juhtimist
voi fluoroskoopiat; Kateetri paigutamine 80 voi 130 cm juhtetraadi abil toimub
fluoroskoopiaga.
«  Sisestamine labi mahakooritava imbrise:

« 80 cm juhtetraadi kasutamisel sisestage juhtetraat distaalsesse valendikku,
kuni juhtetraadi pehme ots ulatub Kateetri otsast vélja. Viige juhtetraat/kateeter
iihikuna labi mahakooritava iimbrise Iplikku piisiasendisse, séilitades samal ajal
juhtetraadi distaalse otsa asendi.

o Kui kse 130 cm jut i, sisestage pehme ots labi
mahakooritava imbrise soovitud siigavusele. Keerake kateeter juhtetraadi kohale
ja viige kateeter juhtetraadi kohal Ioplikku piisiasendisse, kasutades pilt juhtimist
voi fluoroskoopiat.

« Kui kateetri edasiliikumisel tekib vastupanu, tommake kateetrit edasiliikumise
ajal tagasi ja/voi loputage ettevaatlikult.

AHoiatus. Juh sattumine p. iid voib
pohjustada diisriitmiaid voi koja voi seina perf i
A" bindu. Hoidke jul i kogu aeg klndlalt Hoidke kasltsemlseks

i

Voib p

valjas piisavas pikkuses juh
juhtetraadi emboolia.

Sisestamine paigutustraadi abil (kui on olemas).

« Sisestage kateeter |dbi mahakooritava timbrise Ioplikku piisiasendisse. Kui kateetri
edasiliikumisel tekib vastupanu, ttmmake Kateetrit edasiliikumise ajal tagasi ja/voi
loputage ettevaatlikult.

28.
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Tommake kateetrit iile mahakooritava Gimbrise seni, kuni hiilsimuhv ja hiilsi
iihendatud osa on I vabad. Haarake mahakooritava iimbrise
sakkidest ja tommake kateetrist eemale (vt joonis 6), tommates samal ajal
veresoonest valja, kuni imbris jaguneb kogu pikkuses.

AEttevaatusahinﬁu. Véltige iimbrise koorimist sisestuskohas, sest see avab
imbri koe, tekitades kateetri ja parisnaha vahele tiihimiku.

« Kasutage taiendava kinnituskohana vastavalt vajadusele kateetri sulgurit ja kinnitust.
AEnevaatusabmou Kateetri otsa nouetekohase paiknemise sailitamiseks
duuri ajal k

Kateetri stabilisaator (selle olemasolul).
Kateetri stabilisaatorit tuleb kasutada vastavalt tootja kasutusjuhendile.

Kateetri sulgur ja kinnitus (kui on olemas).

Kateetri sulgurit ja kinnitust kasutatakse kateetri kinnitamiseks,

stabiliseerimiseks on vaja taiendavat kinnituskohta peale kateetri muhvi.
Hoiatus. Arge kinnitage kateetri sulgurit ega kinnitust enne kas juhtetraadi voi
paigutustraadi eemaldamist.

. KUI paigutustraat voi juhtetraat on eemaldatud ja vajalikud voolikud tihendatud voi

d, liikake k i tiivad laiali ja paigaldage see kateetri korpusele,

veendudes, et kateetri pind ei oleks korraliku kinnituse tagamiseks niiske.

o Klopsake jéik kinnitus kateetri sulgurile.

«  Kinnitage kateetri sulgur ja kinnitus iihikuna patsiendi kiilge, kasutades kas kateetri
stabilisaatorit, klambreid voi omblusi. Kateetri sulgur ja kinnitus tuleb mélemad
kinnitada, et vahendada kateetri paigalt liikumise ohtu (vt joonis 7).

kui Kateetri

36.
37.
38.

Enne sideme paigaldamist tootja juhiste kohaselt veenduge, et sisestamiskoht on kuiv.
Hinnake kateetri otsa ist vastavalt kirjadel
Kui kateetri ots on vales kohas, hinnake olukorda ja asendage kateeter uuega voi

muutke selle asendit vastavalt ravi ji jap

Puhastamine ja tehnohooldus.

Sidumine.

Kasutage sidemeid vastavalt ravi kirjadele ja juhistele. Vahetage
kohe, kui sideme terviklikkus kahjustub, nt muutub niiskeks, maardub, tuleb lahti voi enam
eisulgu.

=3

Kateetri labitavus.

Séilitage kateetri labitavus vastavalt raviasutuse eeskirjadele ja praktika juhistele. Koik
PICCiga patsiente hooldavad to6tajad peavad tundma efektiivseid viise kateetri piisivusaja
pikendamiseks ja tervisekahjustuste valtimiseks.

Surve all injektsiooni juhised — Kasutage steriilset tehnikat.

1. Enne iga surve all injektsiooni tuleb teha iilesvote kateetri otsa paiknemise
kinnitamiseks.

AF binou. Surve all injektsiooni pi ] peab tegema
ettevalmistatud personal, kes valdab hasti ohutut tehnikat ning on teadlik

29. Kui kateeter liikus imbrise eemaldamise ajal, viige kateeter uuesti 1dplikku si

30. Eemaldage paigutustraat voi juhtetraat. Veenduge alati parast eemaldamist, et
juhtetraadid on kahjustamata.

AHoiatus. Eemald i ja kiilgpordik iihikuna. Selle
jatmine véib pd! da traadi p i
A Hoiatus. Arge kasutage jaigastusseadmena liihikest (3345 cm) juhtetraati.
31. Kui pai di voi juh di Id | on raskusi, tuleb kateeter ja traat
koos eemaldada.
AHolatus Selle vail ohu véh drge rakend

paigutustraadile ega Juhtetraadlle ulelugset]oudu

Kateetri sisestamise [opetamine.
32. Kontrollige valendike labitavust, iihendades iga pikendusvoolikuga siistla ja
aspireerides kuni venoosse vere vaba voolamiseni.

Loputage valendik(ud) kateetri taielikult verest puhastamiseks.
Uhendage vajaduse jargi kik pikendusvoolikud vastavate Luer-Lock-iih

]

33.
34.

o]

b

2. Méérake valendik surve all injektsiooniks.

3. Kontrollige kateetri labitavust.

- Uhendage steriilse normaalse fiisioloogilise lahusega téidetud 10 ml siistal.
«  Aspireerige kateeter piisavaks verekoguseks.
«  Loputage kateetrit pohjalikult.

AHoiatus. Kateetri torke ja/voi patsiendil tiisistuste tekkimise ohu
minimeerimiseks veenduge enne surve all injektsiooni kateetri koikide
valendike labitavuses.

4. Eraldage siistal ja ndelata konnektor (kui kohaldub).

5. Uhendage surve all injektsiooni ~manustamistorustik
pikendusvoolikuga vastavalt tootja soovitustele.

AEnevaatusabinéu. Kateetri torke ja/voi selle otsa kohalt lilkumise ohu
vahendamiseks érge iiletage injektori Iset rohku
2068,4 kPa (300 psi).

kateetri ~ sobiva

Kasutamata porte vdib lukustada Luer-Lock-iihenduste abil vastavalt
raviasutuse eeskirjadele.
«  Pikendusvoolik(ud) on varustatud sulguri(te)ga voolu sulgemiseks igas
valendikus vooliku ja Luer-Lock ihenduse vahetamise ajaks.
AHoiatus. Pikendusvooliku liigsurvest  pdhjustatud  kahjustuse
vahendamiseks avage sulgur enne infusiooni alustamist labi valendiku.

ohu

Kateetri fikseerimine.

35. Kasutage kateetri fiksaatorit ja/vdi sulgurit ja kinnitust kateetri kinnitamiseks (nende
olemasolul).
« Kasutage peamise kinnituskohana kateetri muhvi.

AF- binou. Kateetri torke ja/vi selle otsa kohalt liikumise véltimiseks
arge tehke iile kiimne (10) injektsiooni ega uletagetoote mavgmusel jakateetri
Luer-liitmikul ndidatud i
Hoiatus. Katk surve all injek i voi kateetri
defovmeerumlse esimeste markide |Imnem|se| Jérgige raviasutuses kehtivat

korda ja p!

AEnevaatusabinéu Kateetrl torke ohu

kontrastaine enne surve aII i kuni

Et b oL N P

mlnlmeenmlseks

soojendage

satted ei pruugl takistada

okludeerunud vdi osaliselt d kateetri ilesur
AEnevaatusabmou Kateetri torke ohu mlmmeenmlseks kasutage kateetri ja
ivahel nouetekoh

Lld,

sur



ViN: bindu. Jérgige k
hoiatusi ja ettevaatusabindusid.

6. Siistige kontrastaine vastavalt raviasutuses kehtivale korrale ja protseduuridele.

7. Eraldage kateetri valendik aseptiliselt surve all injektsiooni seadmestikust.

8. Loputage kateetri valendik steriilse normaalse fiisioloogilise lahusega téidetud 10 ml
voi suuremasiistla abil.

9. Eraldage siistal ja sulgege Kateetri pik
injektsioonikorgiga.

Kateetrl eemaldamise juhised.

Voimaliku hkemboolia ohu véhendamiseks asetage patsient vastavalt Kliinilistele
néidustustele.

2. Eemaldage side.

3. Vabastage kateeter ja eemaldage see kateetri kinnitusseadme(te)st.

4. Eemaldage kateeter, tommates seda aeglaselt nahaga paralleelselt. Kui kateetri
eemaldamisel tekib takistus,

A Ettevaatusabindu. Kateetrit ei tohi jouga eemaldada, sest see vdib pohjustada
kateetri purunemise ja embolisatsiooni. Raskuste tekkimisel kateetri eemaldamisel
jargige raviasutuse eeskirju ja korda.

5. Rakendage kohale otsest survet kuni hemostaasi saavutamiseni ning pange seejarel

tootja k

steriilse noelata k i voi

Arrow AGBA PICC” ohutuse ja Kiinilise toimivuse kokkuvote (Summary of Safety and
Clinical Performance, SSCP) asub parast Euroopa meditsiiniseadmete andmebaasi/
Eudamed kaivitamist aadressil: http /tools/eudamed

europa
P

Patsiendile/kasutajale/kolmandale isikule Euroopa Liidus ja sama requlatiivsiisteemiga
riikides  (meditsiiniseadmete  médrus  2017/745/EL); ohujuhtumi  korral ~ antud
seadme kasutamise ajal vdi selle kasutamise tulemusena teatage sellest tootjale
ja/voi tema volitatud esindajale ning oma vastavale riiklikule asutusele. Vastavate
riiklike ~ padevate  asutuste
koos edasise teabega on toodud jargmisel Euroopa
https://ec.europa.eu/growth ical-devices/

Kontaktandmed  (isrelvalvealaced  kontaktnmnktid

Komisjoni veebisaidil:
ts_en

Patsiendile pakutav teave

Taielik rah heli i kaart koos teabega. Esitage tdidetud kaart
patsiendile koos patsiendi infovoldikuga. Kui patsiendi infovoldik on dra visatud, leiate selle
tolgitud koopia aadressilt www.teleflex.com/IFU

Kvalitatiivne ja kvantitatiivne teave materjalide ja ainete
kohta, millega patsiendid vdivad kokku puutuda:

peale salvil pohinev rohkside. % Materjal/aine Roll/mrkused
AHoiatus Kateetrist jaav kanal jadb ohu sissepaasu kohaks kuni nahapiirk
epiteeli moodustumiseni. Rohkside peabjéﬁma kohale véihemalt 24 tunniks voi Tasakaaluks Poliiuretaanid Seadme korpus
kuni pii epiteeli
6. Dok kateetri Idami di eeskirjade ja korra 2,0-4,6% Vismutoksiikloriid Rontgenkontrastaine
kohaselt koos kinnitusega, et kateeter on kogu pikkuses koos otsaga eemaldatud. o N . R
0,1-0,5% Kloorheksidiin Aktiivne antimikroobne aine
Te p di klinitsisti koolituse, sisestamistehnika FDA 21CFR vabastatud
jap d seotud kohta vt opikutest, <0,1% Varvaineid (ohutu meditsiiniseadmete
tsinilisest.kirjandusest ja_ettevitte Arrow International LLC veebisaidilt hasutamiseks)
www.teleflex.com <0,1% Polii (metiiiilmetakriilaat) Printimine
X i (metiiil rii rintimi
Selle kasutusjuhendi pdf-koopia asub aadressil www.teleflex.com/IFU

Siimbolite tahendused. Siimbolid on vastavuses standardiga IS0 15223-1.

Méned siimbolid ei pruugi antud toote suhtes kohalduda. Konkreetselt antud tootele kohalduvaid siimboleid vt toote mérgistuselt.

n
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. . . S Uhekordse steriilse barjaariga
Ettevaatust Meditsiiniseade Lugggg .| Sisaldab raviainet Mitte korduvalt M"F‘ﬁ uugstl S}erlllseer‘lvt u.d siisteem koos sisemise
kasutusjuhiseid kasutada steriliseerida etiileenoksiidiga . N
kaitsepakendiga
e PR 25°
= h 77
s =@ w| i [reAoT] o
Uhekordse . . Valmistamisel | Sailitada temperatuuril
steriilse Kaitsta . . Kahjustatud ei ole kasutatud alla25°C(77 °F). . " _— .
barigri paikesevalguse Hoida kuivas pakendi korral " - Katalooginumber| Partiinumber | Kolblik kuni
arjdariga eest mitte kasutada looduslikku Valtida liigset kuumust
siisteem kummilateksit iile 30°C (86 °F)
M @ @ Arrow, Arrow logo, Arrowg-+ard Blue Advance, SharpsAway, Teleflex, Teleflexilogo, TipTracker,
VPS ja VPS Rhythm on ettevotte Teleflex Incorporated voi selle sidusettevitete kaubamdrgid
) o B voi registreeritud kaubamrgid USA-s ja/voi teistes riikides. © 2021 Teleflex Incorporated.
Tootja Valmistamiskuupéev Importija Kk Gigused kaitstud.



ro/

ARROW

Cateter central introdus periferic (CCIP) Arrowg+ard
Blue Advance - produs injectabil sub presiune

Descrierea produsului:

Cateterele Arrowg+ard Blue Advance sunt procesate cu un tratament al suprafetei
externe care utilizeaza agentul antimicrobian acetat de clorhexidina pe corpul (aleterulul
si conul amboului de racordare, plus o imp al i intern cu o ¢
antimicrobiana de acetat de clorhexidina si bazé de clorhexidina pentru corpul cateterulul
amboul de racordare, liniile de prelungire si ambourile liniilor de prelungire. Cantitatea
totald maxima de clorhexidina aplicatd pe cateterele de diferite dimensiuni pe scara French

si cu diferite lungimi este de cel mult 22,2 mg.

Caracterizarea clorhexidinei:

Clorhexidina este caracterizatd ca avand un spectru al activitatii antimocrobiale larg, incluzand
efecte bacteriostatice si bactericidale asupra bacteriilor gram-pozitive, gram-negative si
asupra fungilor. Efectul bacteriostatic sau bactericid al clorhexidinei depinde in mare parte
de concentratia agentului i de susceptibilitatea organismelor respective. S-a demonstrat
ca Clorhexidina (C HHCHNm ) este stabild la nivele ale pH-ului consistente cu suprafeele
corpului §i a ;esuturllor insa continua sa indice stabilitate la niveluri mai scazute si mai
riicate ale pH-ului precum i asigurarea faptului ca chimioterapia infuzata sau alte lichide
administrate intravenos nu sunt impactate. De asemenea, s-a demonstat ca clorhexidina
este eficienta impotriva virusurilor cu un component lipidic in invelisurile sau in straturile
externe, insa aceste proprietati nu au fost evaluate cu acest produs. Efectul antitrombogenic
al cateterelor cu tehnologia Arrowg-+ard Blue Advance pare a i o functie a inhibarii trombinei
prin clorhexidind pe cdile intrinseca si extrinsecd ale coaguldrii sangelui, care provoaca un
raspuns de coagulare intérziat si acumularea de trombi la suprafata cateterului.

Clorhexidina este un compus cationic. Moleculele sale incarcate pozitiv sunt puternic atrase
de sarcinile negative prezente pe suprafetele microbiene. Membrana externa a bacteriilor
gram negative, peretele celular al bacteriilor gram pozitive sau membrana citoplasmatica
a drojdiilor slabeste din cauza cresterii permeabilitatii determinate de adsorbtia
clorhexidinei prin suprafata celulara. Clorhexidina manifesta efecte bacteriostatice la
concentratii scazute datorita eliberdrii substantelor caracterizate prin greutati moleculare
mici (adicd, ioni de fosfor si de potasiu) din celula. Aceasta actiune este suficientd pentru
ainhiba functia celulei bacteriene. Activitatea bactericid a clorhexidinei se manifesta la
concentratii mai ridicate, determinand precipitarea proteinelor si acizilor nucleici.

Clorhexidina este absorbita insuficient la nivelul tractului gastrointestinal. In studiile la
oameni si animale, valoarea plasmatica medie a fost de maximum 0,206 pg/q la oameni la
30 de minute dupa ingerarea unei doze de 300 mg de clorhexidina. Excretia s-a produs in
principal prin materiile fecale (aproximativ 90%) si mai putin de 1% a fost excretat in urind.
Clorhexidina este metabolizata in acelasi fel ca majoritatea celorlalte substante straine.
Cele mai multe sunt excretate fard a fi metabolizate.

Studile preclinice privind biocompatibilitatea sprijind concluzia ¢ exista un risc neglijabil de
efecte adverse ale cateterelor antimicrobiene/antitrombogenice Arrowg-+ard Blue Advance.

Indicatii de utilizare:

CCIP injectabil sub presiune este indicat pentru accesul periferic de scurta sau lunga
duratd in sistemul venos central pentru terapie intravenoasa, recoltare de sange, perfuzie,
injectare sub presiune de substante de contrast. Acesta permite monitorizarea presiunii
venoase centrale. Presiunea maxima a echipamentului de injectare sub presiune utilizat
cu CCIP injectabil sub presiune nu va depési 2068,4 kPa (300 psi). Debitul maxim pentru
injectarea sub presiune variaza intre 4 ml/sec si 6 ml/sec. Consultati etichetarea specifica a
produsului pentru debitul maxim al injectarii sub presiune pentru lumenul specific utilizat
in scopul injectarii sub presiune.

S-a demonstrat ca tehnologia Arrowg-+ard Blue Advance, pe suprafata externa a corpului
cateterului si a intregii linii de perfuzare a cateterului, este eficienta in diminuarea
colonizarii microbiene si a acumuldrilor de trombi la suprafata cateterului. Eficienta
antimicrobiand si antitrombogenicé a fost evaluata folosind metodele de testare in vitro i
in vivo si intre aceste metode de testare si rezultatul clinic nu s-a descoperit nicio legatura.
Aceasta tehnologie nu este destinata tratarii infectiilor sau trombozei venoase existente.

Contraindicatii:

Cateterul antimicrobian/antitrombogen Arrowg-+ard Blue Advance injectabil sub presiune

este contraindicat:

« lapacienti cu hipersensibilitate cunoscutd la clorhexidina

« in prezenta unei infectii asociate dispozitivului in vasul de introducere vizat sau pe
calea vizatd a cateterului

«  inprezenta unei tromboze a vasului de insertie vizat sau a cdii vizate a cateterului

Potential de hipersensibilitate:

Beneficiile utilizarii acestui cateter trebuie comparate cu orice riscuri posibile. Reactiile de
hipersensibilitate reprezintd un motiv de preocupare in cazul cateterelor antimicrobiene,
putand fi foarte severe si chiar amenintatoare de viata.

Beneficii clinice care pot fi asteptate:

Posibilitatea obtinerii accesului in sistemul circulator central prin intermediul unui singur

loc de punctionare, pentru aplicatii care includ perfuzie de lichide, recoltare de sange,
i de medicatii, a presiunii venoase centrale si posibilitatea

injectarii de substante de contrast.

Evaluari preclinice:

Tehnologia Arrowg+ard Blue Advance a demonstrat diminuarea colonizarii bacteriilor
gram pozitive si gram negative si a drojdiilor in studii in vitro si in vivo cu durata de
maximum 30 de zile pe suprafete externe si in studii in vitro cu durata de maximum
30 dezile pe linii de perfuzare.

Tn plus, tehnologia Arrowg-+ard Blue Advance a demonstrat si diminuarea acumulérii de
trombi pe suprafetele cateterului in cadrul testelor in vivo cu durata de maximum 30 de zile.
Testele /n vitro au aratat o scidere a aderarii trombocitelor la suprafata cateterului si
diminuarea ocluziei cateterului.

& Avertismente si precautii generale

Avertismente:

1. Steril, de unica folosinta: A nu se refolosi, reprocesa sau
resteriliza. Refolosirea dispozitivului genereaza un risc
potential de vatamare grava si/sau infectie, care poate cauza
decesul. Reprelucrarea dispozitivelor medicale destinate
exclusiv folosintei unice poate determina degradarea
performantei sau pierderea functionalitatii.

Tnainte de utilizare, cititi toate avertismentele, precautiile si
instructiunile cuprinse in prospect. Nerespectarea acestei
indicatii poate cauza vatamarea grava sau decesul pacientului.
Scoateti cateterul imediat in caz de aparitie a reactiilor
adverse legate de cateter dupa amplasarea acestuia.

Observatie: In caz de reactii adverse, efectuati teste de sensibilitate pentru a
confirma alergia la agentii antimicrobieni ai cateterului.

4. Nu amplasati/avansati cateterul sau nu il lasati in atriul
sau ventriculul drept. Varful cateterului trebuie avansat
in treimea inferioard a venei cave superioare. Locatia
varfului cateterului trebuie confirmata conform politicilor si

procedurii institutionale.

Medicii trebuie sa ia la cunostinta potentialul de prindere
a firului de ghidaj de orice dispozitiv implantat in sistemul
circulator. Dacé pacientul are un implant in sistemul circulator,
se recomanda efectuarea procedurii de cateterizare sub
vizualizare directa, pentru a reduce riscul de prindere a firului
de ghidaj.



Nu folositi o forta excesiva la introducerea firului de ghidaj,
a tecii detasabile peste dilatatorul tisular sau a dilatatorului
tisular, intrucat aceasta poate cauza venospasm, perforatie
vasculara, hemoragie sau deteriorarea pieselor.

Trecerea firului de ghidaj in camerele cardiace drepte
poate cauza disritmii, blocarea ramurii drepte si perforarea
peretelui vascular, atrial sau ventricular.

Nu aplicati o fortda excesiva la plasarea sau extragerea
cateterului sau firului de ghidaj. Forta excesiva poate cauza
deteriorarea sau ruperea pieselor. Daca se suspecteaza
deteriorarea sau daca retragerea cateterului nu poate fi
realizata cu usurintd, trebuie sa se obtina o vizualizare
radiografica si sa se solicite consultare suplimentara.

Pentru injectarea sub presiune, utilizati numai lumene
etichetate ,injectabil sub presiune’, pentru a reduce riscul
cedarii cateterului si/sau al complicatiilor pentru pacient. Pentru
instructiuni si informatii referitoare la injectarea sub presiune,
consultati eticheta cu informatii privind injectarea sub presiune.

10. Nu fixati, capsati si/sau suturati direct pe diametrul exterior

al corpului cateterului sau al liniilor de prelungire, pentru a
reduce riscul de taiere sau deteriorare a cateterului sau de
obstructionare a fluxului prin cateter. Fixati numai la nivelul
locurilor de stabilizare indicate.

11.Daca se permite patrunderea aerului intr-un dispozitiv

de acces vascular sau intr-o vena, poate aparea embolia
gazoasa. Nu lasati ace neacoperite, teci sau catetere fara
capac si neprinse cu cleme in locul punctionarii venoase
centrale. Folositi numai racordurile Luer-Lock strans fixate
impreuna cu orice dispozitiv de acces vascular, pentru a
preveni desprinderea accidentala.

12. Medicii trebuie sa fie constienti de faptul ca clemele glisante

pot fiindepartate accidental.

13.Medicii trebuie sa ia la cunostinta conditiile clinice care ar

putea limita utilizarea CCIP, care includ urmatoarele, dar nu
se limiteaza la acestea:

contracturi
mastectomie

utilizare potentiala
pentru o fistula AV

¢ dermatita .

o celulita siarsuri la nivelul
sau in vecinatatea
locului de introducere

¢ antecedente de tromboza
venoasa ipsilaterala

¢ radioterapie la nivelul
sau in vecinatatea
locului de introducere

14.Medicii trebuie sa fie constienti de complicatiile/efectele

secundare nedorite asociate dispozitivelor CCIP, inclusiv, dar
fara a se limita la:

¢ tamponada cardiaca * trombozd
secundara perforatiei ° pur]c;iona[e arterial
’ accidentala
vaselor, atriilor sau e ranire/vitdmare a nervilor
ventriculelor ¢ hematom

.

sangerare/hemoragie

formare de teaca de fibrina

infectie la locul de iesire

® eroziune vasculara

¢ ocluzie de cateter * pozitionare eronaté a
varfului cateterului

o disritmii

* septicemie ¢ sindrom de vend cava
superioara

o flebita

¢ tromboflebita o anafilaxie

¢ embolie gazoasa .

¢ embolie de cateter

¢ bacteriemie

* extravazare

Precautii:

1.

Este posibil

Nu modificati cateterul decat in conformitate cu instructiunile.
Nu modificati firul de ghidaj sau orice alta piesa din trusa/set
n timpul introducerii, utilizarii sau extragerii.
Procedura trebuie efectuata de catre personal instruit in
acest sens, bun cunoscator al reperelor anatomice, tehnicii
sigure si complicatiilor potentiale.
Luati masurile de precautie standard si respectati politicile
institutionale pentru toate procedurile, inclusiv eliminarea
sigura a dispozitivelor.
Unii dezinfectanti folositi la locul de introducere a
cateterului contin solventi care pot slabi materialul
cateterului. Alcoolul, acetona si polietilenglicolul pot slabi
structura materialelor poliuretanice. Acesti agenti pot, de
asemenea, sa slabeasca aderenta dintre dispozitivul de
stabilizare a cateterului si tegument.

* Nu utilizati acetona pe suprafata cateterului.

* Nu utilizati alcool pentru a inmuia suprafata cateterului si
nu permiteti stagnarea de alcool in lumenul unui cateter
pentru a restabili permeabilitatea cateterului sau ca
masura de preventie a unei infectii.

* Nu utilizati unguente care contin polietilenglicol la locul
de introducere.

* Aveti grija la perfuzia de medicamente cu concentratii
mari de alcool.

* Lasatilocul de introducere sa se usuce complet inainte de
aplicarea pansamentului.

inainte de utilizare, inclusiv inainte de injectarea sub

presiune, asigurati-va de permeabilitatea cateterului. Nu

folositi seringi cu volume mai mici de 10 ml, pentru a reduce
riscul de scurgeri intraluminale sau spargere a cateterului.

Este posibil ca echipamentul de injectare sub presiune sa

nu previna aplicarea unei presiuni excesive pe un cateter

obturat sau partial obturat.

Minimizati manipularea cateterului pe parcursul procedurii,
pentru a mentine pozitia corecta a varfului acestuia.

ca trusele/seturile sd nu contina toate

componentele accesorii detaliate in aceste instructiuni de

utilizare. Familiarizati-va cu instructiunile pentru fiecare
componenta individuala inainte de a incepe procedura.

Procedurd sugerata: Utilizati tehnica sterila.
Pregatirea locului de punctionare:

1.

4.

Pregatiti pielea curata cu un agent antiseptic adecvat.

Acoperiti locul de punctionare.

Administrati anestezicul local conform politicilor si procedurilor institutionale.
Aruncati acul.

Recipient cu blocaj pentru deseuri SharpsAway Il

(daca a fost furnizat):

Recipientul cu blocaj pentru deseuri SharpsAway Il este utilizat pentru eliminarea acelor
(calibre 15-30 Ga.).

Folosind tehnica cu o singura mana, apasati ferm acele in orificiile recipientului pentru
deseuri (consultati Figura 1).

Dupa amplasarea in recipientul pentru deseuri, acele vor fi fixate automat in pozitie,
astfel incat sa nu poatd fi refolosite.

A Precautie: Nu incercati sa scoateti acele care au fost puse in recipientul cu blocaj

pentru deseuri SharpsAway II. Aceste ace sunt fixate in pozitii. Acele se pot
deteriora in cazul scoaterii lor fortate din recipientul pentru deseuri.

Dacd a fost furnizat, se poate folosi un sistem cu spuma SharpsAway prin apasarea
acelorin spuma dupa utilizare.

APre(augie: A nu se refolosi acele dupa ce acestea au fost puse in sistemul cu

spuma SharpsAway. Este posibil ca pe varful acului sa adere particule.



Pregatiti cateterul:

Consultati instructiunile de utilizare ale Arrow VPS pentru instructiuni suplimentare privind
pregatirea stiletului VPS (daca este furnizat). Consultati Manualul de operare a dispozitivului
Arrow VPS Rhythm pentru instructiuni suplimentare privind pregatirea stiletului TipTracker
(dacd este furnizat).

Dimensionati cateterul daca este necesar:

A Avertisment: Perfuzia de medicamente incompatibile prin porturile de iesire
adiacente poate cauza precipitare si/sau ocluzie.

5. Retractati protectia anticontaminare.

6. Utilizati marcajele centimetrice de pe corpul cateterului pentru a dimensiona cateterul
la lungimea doritd, pe baza dimensiunii pacientului si punctului de introducere dorit.

Cand se furnizeaza un conector al orificiului lateral si un fir de amplasare,

urmati pasii 7 5i 8.

7. Retrageti firul de amplasare prin sept pentru a retracta firul pe o distanta de minimum
4.cm in spatele locului de tdiere a cateterului (consultati Figura 2).

Lungimea cateterului

de téiat pentru _.I
dimensionare
Firretras la Varful cateterului *

4 ¢cm (min.)

lVérfuI firului

Figura2

8. Rasuciti capatul proximal al firului de amplasare la nivelul conectorului portului
lateral, pentru a minimiza riscul ca firul de amplasare sa iasa din varful distal al
cateterului in timpul introducerii (consultati Figura 3).

A Avertisment: Nu incercati sa avansati firul de amplasare prin sept.

Dispozitiv de dimensionare a cateterului (daca este furnizat):

Un dispozitiv de dimensionare cateterului este un dispozitiv de dimensionare de unica utilizare.

«  Introduceti cateterulin orificiul dispozitivului de dimensionare, pana la locul de téiere dorit.

«  Apdsatilama pentru a téia cateterul.

OBSERVATIE: Rezistenta la tdierea cateterului este probabil cauzatd de retractarea

insuficientd a firului de amplasare. Nu utilizati cateterul dacd firul de amplasare nu a

fost retractat.

9. Taiati cateterul in unghi drept transversal (in unghi de 90° fata de lungimea
« i) folosind dispozitivul de dimensi (daca este furnizat), pentru a
mentine un varf bont.

AAvenisment: Nu taiati firul de
pentru a reduce riscul de d
firului sau de embolie.

in timpul di i [
a firului de ampl. de fi a

10. Inspectati pentru a va asigura ca suprafata tdiatd este tdiatd corect, fard material
desprins.

APrecaugie: Dupa dimensionare, verificati s& nu existe nicio bucata de fir in
segmentul taiat de cateter. Daca exista orice dovada ca firul de amplasare a fost
taiat sau deteriorat, cateterul si firul de amplasare nu trebuie utilizate.

Spalarea cateterului:

1. Spalati fiecare lumen cu solutie salina normala sterild, pentru preparate injectabile,
pentru a stabili permeabilitatea si a amorsa lumenul (lumenele).

12. Prindeti sau atasati conectorul (conectorii) Luer-Lock la linia (liniile) de prelungire
pentru a umple lumenul (lumenele) cu ser fiziologic.

AAvertisment: Nu prindeti linia de prell ind tunci cand firul de ampl;
se afla in cateter, pentru a reduce riscul de rasucire a firului de amplasare.

AAvenisment: Nu prindeti cu dlema linia de prelungire in strénsa proximitate a
ambouluiliniei de prelungire, pentru a reduce riscul de deteriorare a componentei.

Obtinerea accesului venos initial:

13. Aplicati garoul si schimbati manusile sterile.

Acecogen (daca este furnizat):

Un ac ecogen este utilizat pentru a permite accesul in sistemul vascular pentru introducerea
unui fir de ghidaj si pentru a facilita amplasarea cateterului. Varful acului este intensificat pe

0 lungime de aproximativ 1 cm pentru ca medicul s poata identifica exact locatia varfului
acului atunci cand perforeaza vasul sub ultrasunete.

Ac cu protectie/ac de siguranta (dacd este furnizat):

Un ac cu protectie/ac de siguranta trebuie utilizat in conformitate cu instructiunile de
utilizare ale producatorului.

14. Introduceti acul introducator sau ansamblul cateter/ac in vena.

/A\ Precautie: Nu reintroduceti acul in cateterul de introducere (acolo unde acesta
este furnizat), pentru a reduce riscul de embolie de cateter.

15. Verificati debitul nepulsatil.

AAvertisment: Debitul pulsatil este, de obicei, un indicator al punctionarii
arteriale accidentale.

APrecau;ie: Nu vé bazati pe culoarea aspiratului de sénge drept indicator al
accesului venos.

Introduceti un fir de ghidaj de 33 sau 45 cm (fir de acces):
Firul de ghidaj:

Trusele/seturile sunt disponibile cu o varietate de fire de
ghidaj. Firele de ghidaj sunt furnizate cu diferite diametre,
lungimi si configuratii ale varfului pentru anumite tehnici de

insertie. Familiarizati-va cu firul (firele) de ghidaj care trebuie
utilizat(e) cu tehnica specifica selectata inainte de a incepe
procedura de insertie propriu-zisa.

Arrow Advancer (daca este furnizat):

Arrow Advancer este utilizat pentru introducerea firului de ghidaj intr-un ac.

«  Utilizdnd degetul mare, retractativarful firului de ghidaj. Plasati varful Arrow Advancer
— cufirul de ghidaj retractat — in acul introducator (consultati Figura 4).

16. Avansati firul de ghidaj in acul introducator.

AAvertisment: Nu introduceti capatul rigid al firului de ghidaj in vas, intrucat
aceasta poate determina vatamarea vasului.

]

. Ridicati degetul mare si trageti dispozitivul Arrow Advancer la o distantd de
aproximativ 4-8 cm fata de acul introducator. Coborati degetul mare pe dispozitivul
Arrow Advancer si, mentinand apucarea ferma a firului de ghidaj, impingeti
ansamblul in ac pentru a avansa firul de ghidaj mai departe. Continuati pana cand
firul de ghidaj ajunge la adancimea dorita.

APrecau;ie: Mentineti permanent apucarea ferma a firului de ghidaj. Pastrati
0 lungime expusa suficienta a firului de ghidaj la manipulare. Un fir de ghidaj
necontrolat poate cauza embolie de fir.

AAvertisment: Nu retrageti firul de ghidaj impotriva bizoului acului, pentru

areduce riscul unei posibile sectionari sau deteriorari a firului de ghidaj.

18. Tinand firul de ghidaj in pozitie, scoateti acul introducator (sau cateterul).

Introduceti cateterul:

Consultati instructiunile de utilizare ale Arrow VPS pentru instructiuni suplimentare privind
introducerea cu ajutorul stiletului VPS (daca este furnizat). Consultati Manualul de operare a
dispozitivului Arrow VPS Rhythm pentru instructiuni suplimentare privind introducerea cu
ajutorul stiletului TipTracker (dac este furnizat).

Introducerea cu ajutorul tecii detasabile:
19. Asigurati-va c dilatatorul se afld in pozitie si este blocat pe amboul tecii.
20. Treceti ansamblul teacd detasabila/dilatator peste firul de ghidaj.

21. Apucand pielea adiacentd, avansati ansamblul teaca detasabila/dilatator peste firul
de ghidaj printr-o usoara miscare de rasucire, pand la o adancime suficientd pentru
patrunderea in vas.

Daca este necesar, mariti locul de punctionare cutanatd cu ajutorul muchiei téioase
ascalpelului pozitionat la distanta fatd de firul de ghidaj.

22.

A Avertisment: Nu taiati firul de ghidaj pentru a-i modifica lungimea.
A Avertisment: Nu taiati firul de ghidaj cu scalpelul.
« Pozitionati muchia taioasa a scalpelului la distanta fata de firul de ghidaj.
« Activati siguranta si/sau dispozitivul de blocare a scalpelului (dacé au fost

furnizate) pe durata neutilizarii, pentru a reduce riscul de vatamare cu
obiecte ascutite.



A Precautie: Nu retrageti dilatatorul pana cand teaca nu este bine pozitionata in
vas, pentru a reduce riscul de deteriorare a varfului tecii.

A Precautie: 0 lungime suficienta din firul de ghidaj trebuie sa ramana expusa la nivelul

capatului cu ambou al tecii, pentru a mentine apucarea ferma a firului de ghidaj.

Verificati amplasarea tecii detasabile mentinand teaca in pozitie, rasucind amboul

dilatatoruluiin sens antiorar pentru a desprinde amboul dilatatorului din amboul tecii,

retrageti firul de ghidajsi dilatatorul suficient pentru a permite circulatia sangelui.

Tinand teaca in pozitie, extrageti firul de ghidaj si dilatatorul ca pe o singura unitate

(consultati Figura 5).

AAvertisment: Nu aplicati o forta excesiva asupra firului de ghidaj, pentru a
reduce riscul unei posibile rupturi.

A Avertisment: Nu lasati dilatatorul tisular in pozitie, pe post de cateter mentinut
in corp. M in pozitie a di i tisular expune pacientul la riscul
unei posibile perforari a peretelui vascular.

2.
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25.
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La extragerea dilatatorului si firului de ghidaj, ocluzati rapid capatul tecii, pentru a

reduce riscul de patrundere a aerului.

A Avertisment: Nu lasati dilatatoarele sau tecile deschise, fara capac, la locul
venopunctiei. Daca se permite patrunderea aerului intr-un dispozitiv de acces
venos central sau intr-o vena, poate aparea embolia gazoasa.

26. Dupd extragere, verificati ca intregul fir de ghidaj sa fie intact.

27. Retractati protectia anticontaminare (daca este furnizat).

Introducerea utilizand firul de ghidaj de 80 sau 130 cm (daca este furnizat)

sub fluoroscopie:

«  Pregatiti firul de ghidaj pentru introducere, umezind firul de ghidaj cu solutie salind
injectabild normald, sterila. Asigurati-vé ca firul de ghidaj raméne lubrifiat pana la
introducerea in corpul pacientului/cateter. Ghidajul de imagine sau fluoroscopia sunt
utilizate pentru a obtine accesul venos initial; plasarea cateterului cu un fir de ghidaj
de 80 sau 130 cm se face sub fluoroscopie.

« Introducerea prin teaca detasabild:

« Dacd se utilizeaza un fir de ghidaj cu lungimea de 80 cm, introduceti firul de ghidaj
in lumenul distal pana cdnd varful moale al firului de ghidaj se extinde dincolo de
varful cateterului. Avansati ansamblul fir de ghidaj/cateter, ca pe o singurd unitate,
prin teaca detasabila pana la pozitia de introducere finala, mentinand in acelasi
timp pozitia capatului distal al firului de ghidaj.

Daca se utilizeaza un fir de ghidaj cu lungimea de 130 cm, introduceti varful moale

al firului de ghidaj prin teaca detasabila, pana la adancimea dorita. Treceti cateterul

peste firul de ghidaj si avansati cateterul peste firul de ghidaj pand in pozitia de
introducere finald, utilizand ghidajul imagistic sau fluoroscopia.

« Daca intampinati rezistenta la avansarea cateterului, retractati si/sau spalati usor

in timp ce avansati cateterul.

AAvertisment: Trecerea firului de ghidaj in camerele cardiace drepte poate cauza
disritmii sau perforarea peretelui vascular, atrial sau ventricular.

APrecaugie: Mentineti permanent apucarea ferma a firului de ghidaj. Pastrati
0 lungime expusa suficientd a firului de ghidaj la manipulare. Un fir de ghidaj
necontrolat poate cauza emholie de fir de ghidaj.

Introducerea cu ajutorul firului de amplasare (daca este furnizat):

« Introduceti cateterul prin teaca detasabild, pana in pozitia de introducere finala.
Retractati si/sau spalati usor in timp ce avansati cateterul daca intampinati rezistenta.

28.

53

Retrageti teaca detasabila pe cateter pana la eliberarea din locul venopunctiei a
amboului tecii si portiunii conectate a tecii. Apucati urechiusele tecii detasabile si
despartiti-le prin tragere, in directie inversa fata de cateter, in timpul retragerii din vas
(consultati Figura 6), pana cand teaca se despica pe intreaga lungime.

APvetaugie: Evitati ruperea tedii la locul de introducere, fapt care ar deschide
tesutul adiacent, creand un spatiu intre cateter si derma.

Tn cazul migrarii cateterului in timpul extragerii tecii, reavansati cateterul pana in
pozitia de introducere finala.

Extrageti firul de amplasare sau firul de ghidaj. Dupd extragere, verificati intotdeauna
cafirele de ghidaj sé fie intacte.

AAvertisment: Extrageti firul de amplasare si conectorul orificiului lateral ca
o unitate. Nerespectarea acestei instructiuni poate determina ruperea firului.

/A Avertisment: Nu utilizati un fir de ghidaj scurt (33-45 cm) ca dispoitiv de rigidizare.

31. Daca existd orice dificultate la extragerea firului de amplasare sau a firului de ghidaj,
cateterul si firul trebuie extrase ca o singura unitate.

29.

=3

30.

=3

AAvertisment: Nu aplicati o forta excesiva asupra firului de amplasare sau firului
de ghidaj, pentru a reduce riscul unei posibile rupturi.

Finalizarea introducerii cateterului:

32. Verificati capacitatea lumenelor de a ramane deschise atasand o seringa la fiecare
linie de prelungire si aspirati pana cand se observa curgerea libera a sangelui venos.

33. Spalati lumenul (lumenele) pentru a curata complet sangele din cateter.

34. Conectati toate liniile de prelungire la conectorii Luer-Lock adecvati, in functie de
necesitati. Portul sau porturile neutilizate pot fi, blocate” prin intermediul conectorilor
Luer-Lock, folosind politicile si procedurile institutionale standard.

« Sunt furnizate cleme pe linia (liniile) de prelungire, pentru a bloca fluxul prin
fiecare lumen in timpul modificarilor liniilor si conectorilor Luer-Lock.

AAvertisment: Deschideti clema inainte de perfuzarea prin lumen, pentru a reduce
riscul de deteriorare a liniei de prelungire din cauza presiunii excesive.

Fixarea cateterului:

35. Utilizati un dispozitiv de stabilizare a cateterului si/sau o clema si un dispozitiv de
prindere a cateterului pentru fixarea cateterului (daca sunt furnizate).
« Folositi amboul cateterului ca loc principal de fixare.
« Folositi clema si dispozitivul de prindere a cateterului ca loc secundar de fixare,

in functie de necesitati.

APrecau;ie: Minimizati manipularea cateterului pe parcursul procedurii, pentru

amentine pozitia corecta a varfului acestuia.

Dispozitiv de stabilizare a cateterului (daca a fost furnizat):
Trebuie utilizat un dispozitiv de stabilizare a cateterului in conformitate cu instructiunile
de utilizare ale producétorului.

Clema si dispozitiv de prindere a cateterului (daca sunt furnizate):

0 clemé si un dispozitiv de prindere a cateterului sunt utilizate pentru fixarea cateterului

atunci cand este necesar un loc de fixare suplimentar, altul decat amboul cateterului,

pentru stabilizarea cateterului.
Avertisment: Nu atasati clemasi dispozitivul de prindere a cateterului pana cand
firul de ghidaj sau firul de amplasare nu este inlaturat.

o Dupd indepartarea firului de amplasare sau a firului de ghidaj si conectarea sau
blocarea liniilor necesare, indepartati bratele clemei de cauciuc si fixati-o pe corpul
cateterului, asigurandu-va ca suprafata cateterului nu este umeda, pentru a mentine
fixarea adecvata.

«  Inchideti dispozitivul rigid de prindere pe clema cateterului.

«  Fixati de pacient clema si dispozitivul de prindere al cateterului ca o singurd unitate,
utilizand un dispoxzitiv de stabilizare a cateterului, capsare sau suturd. Atét clema, cat
si dispozitivul de prindere a cateterului trebuie fixate pentru a reduce riscul migrarii
cateterului (consultati Figura 7).

36. Asigurati-va ca locul de insertie este uscat inainte de aplicarea pansamentului
conform instructiunilor producatorului.

Evaluati amplasarea vérfului cateterului in conformitate cu politicile si procedurile
institutionale.

38. Tn cazul in care varful cateterului este pozitionat gresit, evaluati situatia si inlocuiti

cateterul sau repozitionati-l in conformitate cu politicile si procedurile institutionale.
Ingrijire si intretinere:
Aplicarea pansamentului:
Pansati in conformitate cu politicile, procedurile si instructiunile de practica institutionale.

Schimbati-| imediat in cazul in care integritatea acestuia este compromisa (de exemplu,
pansamentul devine umed, murdar, slabit sau nu mai este ocluziv).

37.

Permeabilitatea cateterului:

Mentineti permeabilitatea cateterului in conformitate cu politicile, procedurile si
instructiunile de practicd institutionale. Intreg personalul care are grij de pacientii cu CCIP
trebuie sd fie informat despre managementul eficient pentru prelungirea termenului de
utilizare a cateterului si pentru prevenirea leziunilor.

Instructiuni privind injectarea sub presiune — Utilizati tehnica

sterila.

1. Obtineti o imagine vizuald pentru a confirma pozitia varfului cateterului inaintea
fiecarei injectari sub presiune.

A Precautie: Procedurile de injectare sub presiune trebuie efectuate de cétre personal
instruit in acest sens, bun cunoscator al tehniii sigure si complicatiilor potentiale.



2. Identificati lumenul pentru injectia sub presiune.

3. Verificati permeabilitatea cateterului:
«  Atasati o seringa de 10 ml umpluta cu ser fiziologic normal.
«  Aspirati cateterul pentru un retur adecvat al séngelui.
«  Spalati viguros cateterul.

AAvenisment: Asigurati permeabilitatea fiecarui lumen al cateterului inainte
de injectarea sub presiune, pentru a reduce la minimum riscul de cedare
a cateterului si/sau complicatii ale pacientului.

4. Detasati seringa si conectorul fara ac (acolo unde este cazul).

5. Atasati o tubulaturd din setul de administrare pentru injectare sub presiune la linia de
prelungire adecvatd a cateterului, conform recomandrilor fabricantului.

A Precautie: Nu depasiti presiunea maxima de 2068,4 kPa (300 psi) la echipamentul
de injectare sub presiune, pentru a reduce riscul de cedare a cateterului si/sau
deplasare a varfului.

APre(augie: Nu depasiti zece (10) injectdri sau debitul maxim recomandat al
cateterului, marcat pe eticheta produsului si amboul Luer al cateterului, pentru
areduce la minimum riscul de cedare a cateterului si/sau deplasare a varfului.
Avertisment: Intrerupeti injectarile sub presiune la primul semn de extravazare
sau deformare a cateterului. Urmati politicile si procedurile institutionale
pentru interventia medicala corespunzatoare.

Precautie: Incalziti substantele de contrast la temperatura corpului inainte de
injectarea sub presiune, pentru a reduce laminimum riscul de cedare a cateterului.

APrecau'gie: Este posibil ca setérile limitei de presiune ale echipamentului de
injectare sa nu previna aplicarea unei presiuni excesive pe un cateter obturat
sau partial obturat.

A Precautie: Utilizati o a din setul de adecvat intre cateter
si echipamentul de injectare sub presiune, pentru a reduce la minimum riscul de
cedare a cateterului.

Precautie: Urmati instructiunile de utilizare, contraindicatiile, avertismentele si
precautiile specificate de fabricant pentru substantele de contrast.

6. Injectati substantele de contrastin conformitate cu politicile i procedurile institutionale.

7. Deconectati in mod aseptic lumenul cateterului de la echipamentul de injectare
sub presiune.

8. Aspirati, apoi spalati cateterul folosind o seringd de 10 ml sau mai mare umpluta cu
ser fiziologic normal.

9. Deconectati seringa si inlocuiti-o cu un conector fara ac steril sau cu un capac pentru
injectie steril pe linia de prelungire a cateterului.

Instructiuni privind scoaterea cateterului:

1. Asezati pacientul conform indicatiilor clinice, pentru a reduce riscul de embolie
gazoasa potentiald.

2. Scoateti pansamentul.

3. Hliberati cateterul si indepartati-l din dispozitivul (dispozitivele) de fixare ale acestuia.

4. Extrageti cateterul tragandu-| incet, paralel cu tequmentul. Daca intdmpinati
rezistentd in timpul indepartarii cateterului,

A Precautie: Cateterul nu trebuie indepartat fortat, deoarece acest lucru
poate duce la ruperea cateterului si embolie. Urmati politicile si procedurile
institutionale pentru indepértarea cu dificultate a cateterului.

5. Aplicati presiune directa la fata locului, pana cand se realizeaza hemostaza, urmata de
un pansament ocluziv cu unguent.

A Avertisment: Tractul rezidual al cateterului rdmane un punct de intrare a aerului
pana cand locul este epitelizat. Pansamentul ocluziv trebuie sa ramana in loc
pentru cel putin 24 de ore sau pana cand locul pare epitelizat.

6. Documentati procedura de indepartare a cateterului, inclusiv confirmarea ca a fost
indepartat intreg cateterul si varful acestuia, conform politicilor si procedurilor
institutionale.

Pentru bibliografie privind evaluarea pacientului, educatie dinica, tehnidi de insertie
si potentiale complicatii asociate cu aceasta procedurd, consultati manualele standard,
literatura medicala si site-ul web al Arrow International LLC: www.teleflex.com

0 copie pdf a acestor Instructiuni de utilizare se gaseste la adresa www.teleflex.com/IFU
Aceasta este locatia la care gasiti Rezumatul caracteristicilor de siguranta si de performanta
clinica pentru ,Arrow AGBA CCIP” dupd lansarea Bancii europene de date referitoare la
dispozitivele medicale/Eudamed: k .europa. Is/eudamed

ps://
Tn cazul unui pacient/ unui utilizator/ unei terte parti din Uniunea Europeand si din tarile
cu un regim de reglementare identic (Regulamentul 2017/745/UE privind dispozitivele
medicale); daca, in timpul utilizarii acestui dispozitiv sau ca rezultat al utilizarii acestuia,
se produce un incident grav, va rugam sa il raportati producatorului si/sau reprezentantului
autorizat al acestuia si autoritatii nationale din tara dumneavoastra. Datele de
contact ale autoritatilor nationale competente (punctele de contact pentru vigilentd)
si informatii suplimentare pot fi gasite pe urmatorul site web al Comisiei Europene:
https://ec.europa.eu/growth ical-devi ts_en

Informatii pentru pacient furnizate

Completati Cardul international privind implantul cu informatiile adecvate. Prezentati
cardul completat pacientului, alaturi de Brosura de informare a pacientului. Daca Brosura
de informare a pacientului a fost eliminatd, o copie tradus a acesteia se poate gasi la
www.teleflex.com/IFU

Informatii calitative si cantitative privind materialele si
substantele la care pacientii pot fi expusi:

% Material/Substanta Rol/Observatii
Rest Poliuretani Corpul dispozitivului
2,0-4,6% Oxiclorura de hismut Agent de radioopacitate
0,1-0,5% Clorhexidina Agent antimicrobial activ
0% Cloran e gt o)
<0,1% Poli (metil metacrilat) Imprimare




Glosarul simbolurilor: Simbolurile sunt in conformitate cu IS0 15223-1.

Unele simboluri s-ar putea sa nu se aplice acestui produs. Consultati etichetarea produsului pentru simbolurile aplicabile in mod specific acestui produs.
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Anuse utiliza daca | Nu este fabricat din sub25°C (7). Ase

Asepastrauscat | ambalajuleste | latexde cauciuc
deteriorat natural

Sistem de bariera Aseferide

ae N . Numar de catalog Numarlot | Data de expirare
sterild unica lumina solara

evita caldura excesiva
de peste 30 °C (86 °F)

M &I @ Arrow, sigla Arrow, Arrowg-+ard Blue Advance, SharpsAway, Teleflex, sigla Teleflex, TipTracker,

VPS si VPS Rhythm sunt mdrci comerciale sau mdrci comerciale inregistrate ale Teleflex
Incorporated sau ale afiliatilor acesteia din SUA si/sau din alte tdri. © 2021 Teleflex Incorporated.
Toate drepturile rezervate.
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ARROW

IlenTpaAbHBIN BEHO3HBIN KaTeTEP, BBOAUMBIN Yepe3
nepudepuIecKue BEHBI (PICC) a5t BBEACHH S BELECTB
nop paBaenueM Arrowg+ard Blue Advance

Onucanne uspenua

Katetepbl  Arrowg-+ard Blue Advance cHabeHbl aHTUMUKDOGHBIM MOKpbITHeM 13
XTNOPreKCWAVHA aleTaTa Ha BHelUHeii MOBEpXHOCTI TPyOKM KaTeTepa  NepefHeil YacTu
COBAMHUTENbHOI BTYNKW, @ BHYTPEHHI NPOCBET TPYOKW KaTeTepa, CoeAMHUTENbHOI BTYNK,
YANMHUTENbHOI(-bIX) MMHIV(-VA) 1 BTYNKIA(-OK) YANMHUTENbHON(-bIX) MUHM(-WiA) nponuTax
QHTUMMKPOGHBIM COYETaHWEM XNOPreK(MAUHA aleTata I XNOpreKCUMHA OCHOBAHWA.
O6LLiee MaKcUMaNbHO KONMYECTBO XNOPreKCUAMHA Ha KaTeTepax pasiuuHoro Avamerpa Fr.
1 Pa3NUYHOi ANMHBI AOCTUTaET 22,2 M.

XapaKTepmcm Ku XnoprekcmanHa
XnopreKCUIMH  XapaKkTepu3yeTcA IWMPOKUM  CMIeKTPOM  aHTUMUKPOGHOW ~ aKTUBHOCTH,
BKNI0Yast GaKTepuoCTaTHieckoe U GakTepuwaHoe BO3EICTBIE Ha FPaM-MONOXUTENbHbIE
GakTepuy, rpam-oTpuLaTeNbHble Gaktepun W rpubki. OKasbiBaeT N XTOpreKCUAUH
ﬁaKTepMO(TaTMHe(KOQ nwm 6aKTepVILlMIlH0€ BOSIJGVI(TBVIQ, 3aBUCUT TNABHbIM 06p330M or
KOHLeHTpauun CpeAcTsa, ero pH W YyBCTBUTENBHOCTU T€X WK WHBIX MUKPOOPraHU3MoB.
Kak nokasanu nccnenosanus, xnoprekcuaun (CH, CN. 0) crabunen npu ypostax pH,
XapakTepHbIX [U1A MOBEPXHOCTEl W TKaHeii Tena, 0CTaBanCb CTabwibHbiM npu Gonee
HU3KOM WK BbICOKOM YpOBHE pH, uT0 0becneynpaer BD3I:[€I7|(TBI/I€ XnoprekaauHa npu

i 1 BHY il MHBEKLMI ApYTX KupKocTeid. Takxe Gbina
noKa3aHa 3¢¢EKTVIBHO(Tb XNOpreKUAnHa B OTHOLLIEHNI BUPYCOB C

[NaBneHue KOT0 UHBEKTOPa, UC C pom PICC gna

BeLLeCTB N0/ AABNEHMEM, He JOMKHO npesbiLaTb 2068,4 Klla (300 hyHTOB Ha KB. Atoiim).
[IManasoH MaKCUMAnbHO CKOPOCTU MOTOKA NPU MHBEKLUM BelLeCTB Mop AaBeHyem
COCTaBNACT OT 4 10 6 MA/C. 3HaueHna MaKCUManbHoi CKOPOCTU MOTOKA NP UHbEKLN
BeLLeCTB M7} /JaBMeHeM JNA TOTo W UHOTO MPOCBETa, UCMOb3yeMoro ANiA MHbEKLM
BeLLeCTB N0j} w™.B Kaxpor u3penua.

MokasaHo, yto ucnonb3osanue TexHonoruu Arrowg-+ard Blue Advance Ha HapyxHoit

NOBEPXHOCTY TPYOKU KaTeTepa, a Takxke Ha BCEro Nyt np
KUAKOCTH Yepe3 KateTep IGPeKTUBHO ¢ MUKPOOPT
1 06 Tpom6a Ha MoBEPXHOCTH KaTeTepa. A I NaHTHT|

3$eKTUBHOCTb KaTeTepa OLEHUBANKCH C UCMONb30BAHUEM METOAUK in Vitro W in vivo,
W HUKaKo Mexay STuMn WCbITAHUIE M KNMHUYECKUMU
pe3ynbTatamyl B HacToALLee BpemA He ycTaHoBAeHo. OH He NpejiHa3HaueH JnA nedexna
cyLuecTBylolLeit MHGeKLMM Unn TpOMO03a BeH.

MpoTuBonokasaHus

p A Bel|eCTB Mg KaTeTepa
c np { i/ eHHoit 3awutoii Arrowg+ard Blue Advance
NPOTMBONOKA3aHO:
.y CM3BECTHOIA TYINepUYBCTBUTENbHOCTbIO K XTIOPTeKCHAUHY

060n04KM WM C HAPyHOii 060M0YKON, 0AHAKO OLIEHKA STHX CBOVICTB B (BA3YI C HACTOALLIM
U3lenueM He NPOBOAMNACh. AHTUTPOMGOreHHOe BO3/IEiiCTBIe KaTeTepoB C MCNoNb30BaHUeM
TexHonorun Arrowg-+ard Blue Advance ABnserca, no-BuaMmomy, ClefcTBUEM NojaBNeHua
QYHKLWI TPOMBMHA XNOPTEKCUTMHOM B Pa3NUYHbIX BHYTPEHHIX 1 0BLLIUX MYTAX aKTUBALMM

o NPU HANMYMK MHQEKLWY, (BA3AHHOI C YCTPOIICTBOM, B LIENEBOM COCYAE, WU Ha
nyTy KateTepa

e NpU Hanuyuu TPOMGO3a LeNeBoro CoCyaa WA Ha MyTU MpOBEJeHUA KaTeTepa
B LieneBoit cocya

(BEPTbIBAHUA KPOB, st Yemy peaLus Tp 1 npouecc
Tpom6a Ha 110BEPXHOCTH KaTeTepa OTAANAIOTCA BO BpeMeHiL. Puck run ePUYBCTBUTENbHOCTH
Xnoprekcuaun ssngetca C Ero C n 8a

3apAAOM CUNbHO MPUTATMBAKOTCA K OTpULATENbHBIM 3apAfam, MPUCYTCTBYIOWMM Ha
NOBEPXHOCTAX MUKPOOPraHU3moB. 3aTem BHeLHAA

/GHHOTO KaTeTepa CflefiyeT B3BELLUBATL OTHOCUTENbHO
M060r0 BO3MOXKHOT0 picka. BoHUKHOBEHHE peaKiiuii rnepuyBCTBITENbHOCTH ABAAETCA

rpam-oTp
GaKTepuii, CTeHKa KneTki rpam-NonoKUTeNbHbIX GaKkTepuii wam Kan

KateTepos. 3m peakuun moryT 6bITb BeCbMa

Mem6paHa [poxokeil ocnabeaeT M ee MPOHULAEMOCTb BO3pacTaeT BCIEACTBUE
aficopbuMu XMOpreKCUAMHA Ha MOBEPXHOCTM KMeTKW. [pu HU3KOM KOHLeHTpauym
XnoprekcuauH 06nagaet 6akTepuocTaTiyeckum feiicTeuem 6narofapa notepe Kneoit
BELLECTB C H3KUM MONEKYAPHBIM BECOM (a IMeHHO, 1OHOB Gocdopa 1 Kanus). IToro
[0CTaTouHO AnA yHKuMn bk il Knetku. bak

JeiicTBUE XNOPreKCUAWHA NPOABAAETCA NPU BbICOKOIA

« W Raxeyr KU3HN.

O)KVIAaeMbIe KnuHuyeckne npenmyilectea

Bo3moxHocTb o6ecneyeHns 10CTyNa K LEHTPanbHoii cicTeMe KpoBooGpaLLeHia Yepe3s
O/IHO MECTO NyHKLIN NPV BMeLLaTeNbCTBaX, BKAIOYAIOWLIMX UHPY31H0 KuaKocTedt, 0T60p
npo6 KpoBM, N0AAYY NeKAPCTB, MOHUTOPUH LIHTPaNbHOI BEHO3HO! CUCTEMDbI, @ Takxke

ocaxeHue 6enkos i HYKNEeUHOBbIX KNCIOT.

XnopreKcuauH NNoXo BCacbiBaeTca xenys TpakTom. Med Ha
MoAAX i TI0Ka3anH, 4T0 MaKc ii ypoBeHb XnopreKcuauHa
B nnasme kpou coctaBun 0,206 MKr/r v Gbin mocTurkyT yepes 30 MuHyT nocne

NpUHATUA 300 mr XnoprekcuanHa. XHOPI'EK(WJVIH BbIBOAUNCA U3 OPraH3Ma rnasHbIM

b KOHTPACTHOV Cpefbl.

OueHKa B JOKNUHNYECKNX ycnosuax

TexHonorua Arrowg+ard Blue Advance nokasana cHiKeHue KOMOHM3ALMM rpam-
nonoXm u rpam 6GakTepuamMA 1 [Ipoxxamu B Xofe
CCNe0BaHMI in Vitro W in vivo Ha npoTAxeH A0 30 AHeil Ha HapyXKHOI MOBEPXHOCTH N
il in vitro Ha 110 30 AHeit B NyTAX NPOTEKaHNA KUAKOCTI.

[1l¢e

06pa3som c kanom (npumepHo 90 %), u metee 1% b ¢ Moyoit. M
XNIOPTeKCUVHA He OTANYAETCA 0T MeTabonu3Ma 60NbLIMHCTBA NOCTOPOHHUX BellecT.
Bonblua YacTb XMOpreKCUAMHA BbIBOAUTCS, He MeTaboNU3UpyACh OpraHU3MoM.

Kue ned TUMOCTU BbIBOA 0 TOM, 4TO

Kpome Toro, TexHonorua Arrowg-+ard Blue Advance nokasana cHikenue o6pasosaHia
Tpomba Ha TAX KaTeTepa Ha 10 30 AHeil B X0e MCCNefoBanmit
in vivo. WccnepoBaHuA in Vitro MOKa3anu CHIDKEHUe MpUKpennieHus TpomOOLUTOB

K TW KaTeTepa, a Takke CHUXeEHe OKKIIo3MN KateTepa.

il
PUCKOM HeXenateNbHoro Bo3AeicTBuA p p
Arrowg-+ard Blue Advance moxHo npeHefpeub.

MNoKa3aHua K npuMeHeHmio

I it ii Katetep, it uepe3 nepudepuyeckue Berbl (PICC) ana

VHbEKLIY BELLIECTB N0/} fjaBeH/eM, NoKa3aH /A KpaTKOBPeMEHHOTO 1N JONIFOCPOYHOro
PUGEPUIECKOro A0CTyNa K Vi BeHO3HOIA CvICTeMe NPV BHYTPUBEHHOV Tepaniu,

3abope KpoBu, KOHTPACTHOIl Cpefibl, a TaKkxe

BEHO3HOTO /1aBNeHIs. MakcumanbHoe

Kol

A\ 06wue npedynpesxdeHus u Mepbl nNPedocMopoXKHoOMu

Npepynpexpaenna

1. C'repwnhuo, ana OAHOKpaTHOro npuMeHeHnA: He
ncnonb3oBartb, He oﬁpa6aﬂ>|san> N He CcTepunusoBaTb
NOBTOPHO. I'loaYopHoe ncnonb3oBaHue yCYpOVICTBa co3paet
PUCK cepbe3Hoi TpaBmbl 1 (MnK) MHGEKLMKN, KOTOpble MOryT
npuBecT! K cMepTenbHomy ncxoay. MosTopHaa obpaboTka



3.

5.

6.

7.

8.

9.

10. 470601

MeANLMHCKNX n, npep NCKNIOUNTENbHO
[ANA  OfHOPa30BOrO WCMOMb30BaHNA, MOXET MpUBeCTN
K yXyAWeHnio paboumx XapakTepucTuk wau mnorepe
dYHKLMOHaNbHOCTH.

MepeanprMeHeHNeMN3AeNVA N3y unTe BCe NpeaynpexaeHns,
Mepbl NPeAOCTOPOXKHOCTY 1 MHCTPYKLM NCTKa-BKIagbILLa.
HecobniofieHne faHHOrO NpeflynpeXXaeHna MoXeT NpuBecTy
K Cepbe3HOil TpaBMe MaL1eHTa in ero CMepTu.

Ecnv nocne ycTaHOBKM KaTeTepa pasBUBAlOTCA CBA3aHHble
C HUM HeXenaTenbHble peakuuy, ero cefyeT HemeIeHHO
n3Bneyb.

p . Mpu p
p Mo OnA
8cocmas

i peakyuu mecm Ha

Ha

He yCTaHaBﬂMBaiITE U He BBOAWUTE KaTeTep B MNpaBsoe
npepcepavie unn ﬂPthIVI xenynouyek v He ocTaBniANTe ero Tam.
KoHunk KaTteTepa cneayet BBECTU B HUKHIOO TPeTb BEPXHeﬁ
nonoii BeHbl. Heobxogumo noaATBepAnNTb  pacnonoXeHua
KOHYMKa KaTeTepa B COOTBETCTBUM C HOPMATUBHbIMUN
Ype6osavaM|/| nnpoueaypamun nevye6Horo yupexaeHus.

Bpaun poOmKHbI 3HaTb O BO3MOXHOCTW  3aleMNeHNs
NpPoBOAHMNKa JII060r0 PoAa MMIaHTUPOBAHHbBIM YCTPOCTBOM
B C/CTeMe KpOBOOGpaLy . ina ceep K y
pUcKa 3alemieHna NPOBOAHMKA NPU HaNMuMK NMNIaHTaTa
B CMCTeMe KPOBOOGY Ta, p payeTca
npoBOAUTL MpoueAypy KaTeTepusalyuy C WUCMONb30BaHNeM
HernocpefCTBEHHOTO 3PUTENIbHOrO KOHTPONA.

He npwunaraiite upe3mepHbIX YCMNMIA nNpu  BBeAEHUU
NPOBOAHNKA, PaspbiBHOTO MHTPoAblocepa MO TKaHeBOMY
pacMpUTeNto UNKM TKaHEeBOTO pacluMpuTens, Tak Kak 3To
MOXeT MpuBecTM K BeHocnasmy, nepdopauum cocyaa,
KPOBOTEUEHMIO NN MOBPEXAEHNI0 KOMMOHEHTa.

MpoxoxaeHne nNpoBoAHMKa B MpaBble OTAeNbl cepaua
MOXeET BbI3BaTb apuTMun, 6noKagy npaBoil  HOXKU
npeAcepAHO-XXenyA0uKOBOro nyyka 1 nepdopauuio CTeHKNn
cocypa, NpeAcepAns Un XKenyaouka.

He npunaraiite upesmepHbIX ycunuii npu pasmelieHnn
wnn ypaneHnn Katetepa wian npoBOAHUKa. quSMeprle
YCUnMA MOryT MPUBECTU K MOBPEXAEHWUIO WAN paspbiBy
KOMMOHEeHTa. I'Ipw noaospeHNn Ha noBpexaeHue wnun
BO3HUKHOBEHUN TPYAHOCTEN C M3BNEYEHNEM Heob6XoAnMo
BbINO/IHUTL PEHTreHOBCKYK BU3yanunsayuio U 3anpocntb
[IONONHUTENbHYI0 KOHCYbTaLmio.

,U,ﬂil WHDbEeKUUN BewecTs aAaBneHnem MCHOHbByI‘hTE TONbKO
npocseTbl, MOMeuveHHble «[lNA MHbEKUMN BelecTs
AaBneHnem», YTOGbI CHU3UTH PWUCK HapywieHunsa paﬁoTbI
KaTeTepa W/WAnM  OCNOXHeHWii nauveHTa. CeepeHuA
OTHOCUTENIbHO BBegeHunA BewecTs noa ApasneHunem

p B MHOY HHOI1 KapTouKe KaTeTepa Arrow
ANA BBeEHUNA BELWECTB Noj AaBNeHnem.

CBeCTU K MUHUMYMY PUCK paspes3aHua wunm
noBpeXxaeHusa KateTepa Uin HapyLeHnA ero npoxoanmMocTu,
He OuKcupyiiTe, He Kpenute ckobkamu u (Mau) He
HaKnaHblBaVITE wos HenocpeacTBEHHO Ha BHELHUN
AvameTp TPy6KN KaTeTepa WM YANVHWUTENbHON NVHWW.
DuKcnpyiiTe TONbKO B Y mecTax c

11.Mpu nonagaHnn Bosayxa B yCTPOICTBO COCYANCTOro AocTyna

VN1 BeHy BO3MOXHa BO3JylHasa 3m6onua. He octaBnsiite
OTKPbITble WMbl, WHTPOAbIOCEPbI UMM  HenepexaTble
KaTeTepbl 6€3 KOINauykoB B MeCTax MyHKUWUM LEHTPanbHbIX
BeH. [InA npefoTBpalleHna CNyyaliHoro pasbeAnHeHus
NCMonb3yinTe TONbKO Haf@XKHO 3aTAHYTble NI03POBCKNE
COeAVNHEHNA CO BCeMM YCTPOWCTBaMI COCYANCTOrO AOCTyNa.

12.Bpalw| AOJKHbI 3HAaTb O BO3MOXHOCTKN cnyqaﬁuoro CHATNA

CKOMb3AWMNX 3aXKUMOB.

13. Bpauu A0/MKHbI 6bITb OCBEAOMIIEHBI O KITMHUYECKIX COCTOAHUAX,

14.Bpaun

CMOCOGHbIX OrpaHNuMTbL KCrnonb3oBaHue KartetepoB PICC.
B 4nCNI0 TaKNX COCTOAHMIA BXOAAT, TOMMO MPOUIX:

* nepmatut ®  KOHTPaKTypbl

®  LeNonnT 1 oxoru ®  MacTaKTOMUA
BMecTe BBEJEHNA UM ®  BO3MOXHOE 1 CMOfb30BaH1e
PALOM C HUM npu apTeprioBEHO3HOM

e paHee HabniogaBLuMiica cene

TPoM603 BEH TOW e
KOHeYyHoCTn

® paavaunoHHas Tepanusa
B MeCTe BBeAeHNA nnn
PALOM C HUM

I 6bITb OCBe, 06 OCNOXHEHUAX nnn
HeXenaTtesibHbIX No6oYHbIX ddpdeKTax, BO3HMKAIOWNX Npu
ncnonb3zosaHuu PICC. B nx 4ncno BXogAaT, NOMUMO NpoYmX:

* TamroHafa cepaua * Tpombo3
BCnencTBve ®  ClyyaliHbIi NPOKON apTepumn
* MoBpex/eHVie HepBa
nepdopaLyn CTeHKN o remaroma
cocyfia, Npefcepaa unn e KpoeoTeueHe /
KpOBOV3NMAHNE

KenyAouKka .
V * 06pasoBaHyie PUGPUHOBOIA

060SI0UKI BOKPYT NopTa
*  nHbeKLMA B MecTe BbIXofa
* 3po3uA cocyaa
® OKK/o3KA KateTepa * HenpaBWIbHOE NOoNoXeHne
KOHYMKa KaTeTepa

® BO3AyWHaA ambonusa

e >mbonus KateTepom

* GakTepuemus

* aputMuA

* centuuemua ®  CUHAPOM BepxHeii
ronowi BeHbI

® 3JKCTpaBasauua . ¢ﬂ€6I/IT

* TpombGodnebut *  aHadunakcua

Mepb! npeocTopoXHOCTH

1.

N

w

L

He n3amensiite KaTeTep nHave, Yem yKa3aHO B UHCTPYKUMW.
5

p TCA T np wwn  ppyrue
HEHTbI Ta/ pa BO Bpema BBeAeHUs,

np unu .
Mpoueaypa [OMKHa  BLIMOMHATBCA  MOAFOTOBNEHHbIM
nepcoHanoM, umelwWwum 6onbwoi onbiT B obnactu
aHaTOMMYeCKol MPUBA3KK, B o6ecneyeHnn Ge3onacHoCTH,
a TaKxe Xopolo IM C BC ocno; B
MpuHumaiiTe  cTaHpapTHble  Mepbl  NPeAOCTOPOXHOCTU
" ciepyiiTe Npasunam neyebHOro yupexaeHna OTHOCUTENIbHO
BCex npoueayp, HYIO YT YCTPOWACTB.
HekoTopble cpeficTBa i dekunm, ncnonbsy BMecTe

BBe[leHNA KaTeTepa, coaepXart pacTtsoputenu, cnocobHble

CHU3NTb NPOYHOCTbL MaTepuana KarteTepa. CﬂlllpT, aueTtoH

n NONVNITUNEHINTNKONb moryT ocnabutb CTPYKTYpPY

ronnypeTaHOBbIX MaTepunasnos. JTU BelecTBa MOTYT Takxe

0cnabutb KneeBoe CoeAViHEHUE MeXAy YCTPOWCTBOM AnA

cTabunusauny Katetepa n Koxeii.

* He ponyckaliTe nonagaHuA aLeTOHa Ha MOBEPXHOCTb
KareTtepa.

* He ncnonb3syiite cnUpT ANA BbiIMaunBaHNA NOBEPXHOCTA
KaTeTepa 1 He OCTaBfIAliTe CNUPT B MpoCBeTe KaTeTepa
C Uenblo BOCCTAHOB/EHUA €ro MPOXOAUMOCTM WK
npodunakTmkmn nHdeKumi.

* He HaHOcuTe Masun, copgepxawue NoNN3TUNEHrNMUKonNb,
Ha MecTo BBefleHUs KaTeTepa.

e Cc paliTe oc )CTb NPK neKkapc
npenaparoB ¢ BbICOK/M CoOfiepXKaHem cnmpra.

. HaKHaAbIBaﬁITE NOBA3KY TOJNIbKO rnocsie Toro, Kak mecto
BBE/IEHNA NOJTHOCTbIO BbICOXJIO.

Mepea wucnonb3oBaHMeM KaTeTepa, BKJlouas BBefeHUE

nop AaeneHvem, ybegutecb B NPOXOAMMOCTM KaTeTepa. He




ncnonb3yiiTe WNpKLbl 06bemMom MeHee 10 M1, 4TO6bI CBECTH
K MUHVUMYMY PUCK YTEUKM B MPOCBET COCyAa WM paspbiBa
KaTeTtepa. 060f Hue ana BelecTs

MOXeT He NPeAoTBPaTUTb Ype3MepHOe MOBbILLIEHNE JaB/ieHNA

B NepeKpbITOM UIN YaCcTUYHO NepeKpbITOM KaTeTepe.

6. ﬂ"ﬂ CcOoXpaHeHuA HeOGXOHMMDrO MecTonoIoXKeHnA
KOHYMKa KaTeTepa — CBeauTe K MUHUMYMY MaHunynauymn
C KaTeTepoMm B Xxofe nposeaeHnAa AaHHOVI npoueaypbl.

Komnnektol wnu Ha6Gopbi
AONONHNTENIbHbIE  KOMMOHEHTbI,

MOryT cogep»xatb He BcCe
YKasaHHble B AaHHOWN

VHCTPYKLUM No npumeHeHuio. Mepea Hauyanom npoueaypbl
03HaKOMbTECb C UHCTPYKUMAMU 1A KaXAOro OTAeNnbHOro
KOMMOHEHTa.

Mpepnaraemas npouepypa: cobniopaiite CrepuNbHOCTb.
TMoaroToBbTe MECTO NYHKLUM

1. 06paborTaiiTe Koy NOAXOAALLMM AHTUCENTUKOM.

2. 06n0xuTe MeCTO MYHKLMNA NPOCTbIHEI.

3. BBe/uTe MeCTHbIii aHeCTETVIK CormacHo MPOTOKOMTY M NPOLIEAlyPaM NeuebHOro yupexeHus.
4. Ynanute urny B 0TX0AbI.

3anupatoiLasnca eMKocTb Ana oTxof0B SharpsAway Il

(npu Hanuuum)

3anupatasca emkoctb AnA otxofos SharpsAway Il ucnonb3yetca ana ynanexus
B oTx0zb! urn (15-30 Ga.).

« 0pHoii pyKoii NNOTHO BCTaBbTE UMbl B OTBEPCTUA EMKOCTU ANIA 0TXOA0B (CM. puc. 1).

« BcraBneHHble B eMKOCTb  ANA  OTXOZOB  WMMbl
YCTaHaBNNBAKOTCA HA MeCTe, YTo Mp: P nx

ABTOMATUYECKU  NOTHO

na

/N Mepa npenoctopoxHoctn. He mbiraiitech u3sneds Wrmbi, noMewieHHble
B 3anupailuyioca emMKocTb Ana otxono SharpsAway Il. 3Tu urnbl xecTko
o B MonbiTka

urn u3
EeMKOCTU N1A 0TXOZI0B MOXKET NPUBECTU K UX NOBPeXAeHNI0.

o Tlpn Hanuyuu MOXeT UCMONb30BATLCA MeHHas cucTeMa SharpsAway, B KoTopyio
TIOTPYXaKT UTAIbI NOCE UX CMONb30BAHNA.

AMEPB NpefoCTOPOXHOCTH. Mocne nomewenns urn B NeHHyl ccremy

[inuHa KaTetepa,
iKoquK pa3mectutens I‘Eompym "906’(011“""2.'

o6pe3atb
MpoBoAHUK BTAHYT KoHumk Katetepa *
Ha 4 cv (MuH)
PucyHok 2

8. [leperHuTe MPOKCUMArbHbIii KOHEL Pa3MecTuTen y CoefuHUTena ¢ GOKOBbIM
M0PTOM, 4TOObI CBECTU K MIUHUMYMY PUCK BbIABIKEHUA Pa3MeCTUTENA 3a npefenbl
JANCTaNbHOro KOHYNKa KaTeTepa BO BpemA BBeAEHNA ((M. puc. 3).

A Mpenynp He nbiTaiitecs np pa3mecTuTen Yepes MemOpaHy.

Tpummep Katetepa (npu Hanuuum):

TpvMMep KaTeTepa — 3T0 0/iHOPa30BOe YCTPOIACTBO ANA 06pe3KH KaTeTepa.

«  BBepure KaTeTep B 0TBePCTUe TPUMMEpA 10 MeCTa, B KOTOPOM HaMeueH pa3pes.

o Haxmure Ha nessue, uToObl 06pe3ath Karetep.

TPUMEYAHUE.  Conpomuenesue npu obpeske Kkamemepa, 6eposmHee 6(e20,

8bI36aHO Ha3a0 Ha

He 1] He omeedeH Ha3ao.

9. 06pexbre KateTep TPUMMEPOM NOZ MPAMbIM yrnom (1o yrnom 90° K npoponbHoii
0CH KaTeTepa) /ANA COXPaHEHMA TYNOHOCOTO HaKOHEUHMKA.

P, ecu p

A Mpenynpexpetue. He paspe3aiite pa3mecTutens Bo Bpems 06pe3ky Katetepa
ANA CHAXEHUA PUCKa NOBPeXIeHNA pa3mecTuTens, 06PBBOBBHM5| ¢parme|mm
pasmectutens unn ambonum.

10. OcvoTpuTe 06pe3atyio M0BEPXHOCTb HA MPEAMET YMCTOTbI PE3KN 1 OTCYTCTBIA
06710MKOB MaTepiana.

/\ Mepa npenoctopoxoctu. llocie o6peskit kateTepa yGequTech B OTCyTCTBM
pasmectuTens B o6pe3aHHOM cermenTe katetepa. Ecnu cywiecTByior Kakve-
NM60 NpU3HAKW paspesa Wi MOBPEX/EHUA PasMeCTUTENs, He UCNoNb3yiiTe
KateTep i pasmecTuTenb.

Mpomoiite Katetep

11. Tlpomoiite Kafblit NPOCBET CTEPUNbHBIM (U3MONOTUYECKUM PACTBOPOM, UTOObI
YCTaHOBUTb NPOXOAMMOCTb i 3aMONHMTB NPOCBET (-bl).

I~

. Mpukpenute 3aXum WM NPUCORAMHUTE CORMUHMTENb (-1) C NKO3POBCKUM
COCAVHEHNEM K YAMMHUTENbHOM (-bIM) AuHMM  (-AM), 4ToObl yAepxuBaTh
u3uonornyeckmii pacteop B npocsere (-ax).

p nenve. Jina ¢ pUcKa nepekpyyus: pasmectutens
He NepexuMaiiTe YANMHUTENbHYIO IUHMIO, KOTAA PasMecTUTENb HAXoAUTCA
B KaTeTepe.

Shary He ua itTe x PHO. K KOHUMKY nrnbl moryT 1)
TBep/ble YacTULbI.

MoarotoBbTe KateTep

B uHcTpyKumm no ny Arrow VPS bl VHCTPYKLMM

ctunera VPS (npu ero Hanuuuw). B pykosogcTBe onepatopa yctpoiictea Arrow VPS Rhythm
J1aHbl OMOMHUTeNbHbIE UHCTPYKLMK 110 MOAToTOBKe CTineTa TipTracker (Mpy ero Hanuuwm).

Mpu HeobxoAMMOCTYH 06peXbTe KaTeTep:
A Np p Nudysua TUMbIX N1eKapcTB yepe3 bnusnexaiyve
BbIXOAHbIE NOPTbI MOXET NPUBECTU K DGPESOBBHMIO ocagkaun (IMWI) OKKNIO3uK.

5. OTBeAwTe Ha3az 3aLLUTHYIO MOKPbILLKY.

6. V|(I'I0!|b3yl7ITe (aHTUMETPOBbIE METKW Ha CTBONE KaTeTepa, 4T0GbI 06pe3a1b ero o
Hy)KHOVI ANVHbI CYYeTOM pa3mepoB Tena navyuexTa u HEDGXOIJVIMOVI TOYKN BBEAEHNA.

Ecnm umetotca coepmmuTens 60KoBOro Nopta v pasmecTutenb,

BbINONHUTE AeiicTBUA 7 1 8.

7. OtBepute pasmecTutenb uYepes MeXnpeAcepAHylo MNeperopoaky Tak, uToObl

H i NMHUIO B HENOCPEACTBEHHOI
6nK30CTH OT BTYNKN YANMHUTENbHON NMHUM BO U3bexaHue noBpexaeHna
KOMMOHeHTa.

TMonyuunte nepBoHayanbHbIii BeHO3HbIN AOCTYN
13. Hanoxwre KIYT U CMeHUTe CTepUsbHble nepyaTku.

3xoreHHas urna (npu Hanuymun)

IXoreHHas urna NCnonb3yeTca Npu oCyLIecTBAeHUA AOCTYNA B COCYAUCTYIO CucTemy ana
BBE/IeHUA NPOBOAHMKA C LieNbio obneruntb YCTaHOBKY KaTeTepa. KoHuuk urnbl umeet ANnHYy
okono 1 (M, 4TO No3BoONAET Meupaﬁommxy OnpeAennuTb TOYHOe MeCToNnoNoXeHne KoHLa
Wbl NPV NPOKOAE COCYAA NPY YNbTPa3ByKOBOM CKaHUPOBAHMM.

5

/6e3onacHas urna (npu )

3aluierHas/6esonacHan urna UCnonb3yetca B COOTBETCTBUN C MH(prKLlMGIZ no
npegoc i

14. BseauTe nyHKLUMOHHYI0 Wy UNW KaTeTep Ha urne B BeHy.

AMepa npegoctop ™. He BC
Hannymm) eLue pas, 4tobbl He y

it katetep (npu

urny B
puck ambonuu

15. TlpoBepbTe Hanuuue HenybCUpyloLLero NoToka.

pasmecTuTenb pacnonaranca He mMeHee 4em B 4 m nosagn mecta
KaTeTepa (CM. pUCyHoK 2).
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/N\ Npeynp Mynbe ii Kkp KaK npasuno, cBua
0 CNyaiiHOM NPOKoNe apTepuit.

TBYyeT




A Mepa npepoc ™. He
KaK NpU3HaK J0CTyna B BeHy.

Ha uBeT ac KpoBu

BeeauTe npoBoAHMK AnuHOI 33 nnn 45 cm
(npoBoAHMK ANA poctyna)
MpoBogHMK
BbinyckalotcA  KomnnekTbi/Habopbl € pasHOO6GpasHbIMK

npoBoAHuNKamu. [POBOAHMKMA  BbIMYCKAlOTCA  PasfNyHbIX
AVaMETPOB, MAIVMH U KOHOUrypauuii HaKOHEUYHUKOB Ansa

Pa3nnyHbIX cnoco6oe BBEeeHUA. I'lepen Hayanom d)aKTI/I"IECKOvI

npoueaypbl BBeAeHUWA O3HaKOMbTeCb C MpPOBOAHUKaMu,
KOTOpble 6yAyT NCNONb30BaTbCA A/1A BbIGPaHHON METOANKN.

YcpoiicTBo 06neryenn BBefienuA npoBoAHuKa Arrow Advancer

(npu Hanuymn)

Arrow Advancer ncnonb3yetca AnA BBeJeHUA NPOBOAHMKA B Urny.

«  ( nomowublo Gonbluoro nanbLa OTBeAUTE Ha3aj KOHUMK NMpOBOAHUKA. Beeaute
KoHuuK Arrow Advancer — npu Hasag —B

JAWNATOPa OT BTY/IKY MHTPOABIOCEPa, 0TBEAUTE NPOBOAHMK 1 AUNATOP HA PAcCTOAHME,
J0CTaTO4HOe ANA 0BecneyeHita KpoBOTOKa.
P ep Ha MecTe, p

uenloe (cm. pucyHoK 5).
A Npepynpexaeue. ina ceeeHua K

24,

W AUNATOP KaK eanHoe

pucKa
Henp itTe K Hemy yeunuit.
A", p He oc pac Ha Mecte

B KayecTBe NOCTOAHHOTO KateTepa. EC TKaHeBblil pacuupuTenb 0CTaBUTb Ha

MecTe, 3T0 MOXeT BbI3BaTb NepopaLyio CTeHKM COCyAa NaLiuenTa.
25. H nocne AUnATopa M My pekf

VHTPOZbloCePa, YT0Bbl CHU3UTb PUCK NONAAHNA BO3YXa.

KoHel|

He oc win
€3 KONauKOE B Mecre NYHKLUN BeHb. npu nonanaumm BO3/IyXa B ycrpoucrso
LieHTPanbHOro BEHO3HOro A0CTYNa WK BeHy BO3MOXKHA BO3/yLIHaA SMBonus.

26. Tlocne ussneuenms NpoBOAHWUKA BCeraa nposepsl iiTe ero LeNoCTHOCTb N0 BCeli AnHe.
27. OTBeqwTe Ha3aA 3aLLUTHYK NOKPbILIKY (NPK HAMMYMM).

BBepaeHue c ucnonb3oBaHuem npoBoAHNKa Anntoii 80 unn 130 cm

urny (M. pUcyHok 4).
16. MposeauTe NPOBOAHUK B MYHKLIMOHHYIO UFY.

Mpenynpexaetue. He BBOAUTE XeCTKMil HAKOHEUHWK NPOBOAHNKA B COCYA, TaK
KaK 3T0 MOXET NpuBeCTU K NoBpeXaeHunto cocyaa.

=

. MopHumuTe Gonbluoii naney v otBeguTe Arrow Advancer npumepHo Ha 4-8 (m

OT NYHKUWOHHOI nrbl. OnycTute GonbLuoit nanew Ha Arrow Advancer u, Kpenko

I I BBEAUTE n Arrow Advancer B UMY Kak efuHoe

uenoe, 4To6bl POABHUHYTH panbuwe. M JAoTexnop,
1I0Ka NPOBOAHUK He AOCTUTHET Tpebyemoit ry6uHbI.

/\ Mepa npenoctopoxHocTy. Hacm;muo Kpenko fepxute mpoBoAHuK. [na

p F p Aoc Y0 ANUHY €ro BHelHeii
vactu. ponuy i np MOXET CTaTb np! i
NPOBO/HUKOM.

A"PEAVI’IPQMHEHME. [ina csepenna K MUHUMYMY pUCKa OTCeYeHna unu
He it ero yepes Y4acTb UMbl.

18.  113BneKuTe NyHKLMOHHYI0 UTNY (NW KaTeTep), yAepxuBaA NPOBOAHUK HA MecTe.

BBepneHue katetepa
[lononHuTenbHble WHCTPYKUMK OTHOCUTENbHO BBeJeHWA C WCMOb30BaHWeM (TUeTa

(npn ) NOA PEHTTEHOCKONMYECKUM KOHTpONeM

o Mol p K CMOYUB €ro ¢ u3monornyeckUm
PacTBOPOM /iNIA UHBEKLIVIA. Y6eauTeCh, 4TO K MOMEHTY BBE/ICHUS B Te0 NaliyieHTa
p 0cTaerca Mepi it il AOCTYN NpoBOANTCA
N0/ YNLTPa3BYKOBbIM, TOMOTPAGUUECKUM UMM PEHTTEHOTPAGUUECKMM KOHTpONeM
Wvnu peHTreHockonueli; YCTaHOBKa KateTepa C NPOBOAHMKOM AnMHOIA 80 unu
130 cM OCyLLIECTBAAETCA € CMONb30BAHIEM PEHTTEHOCKOMUH.

o B yepes ] ep:

Mpn wcnonb3oBaHuu  NpoBoAHUKA AnMHOA 80 (M BBeAWTE NPOBOAHMK

B [VICTanbHbI/i NPOCBET Tak, YT0Obl MATKMI KOHUUK NPOBOAHMKA BbIXOAMN "3

KOHuMKa KateTepa. [If ysen kareTepa yepes p

UHTPOZbIOCED /10 OKOHYATENbHOTO  MOCTOAHHO0  MONOXKEHNS,

MIONOXKeHIe AUCTANLHOTO KOHLA NPOBOAHIKA.

Mpn  ucnonb3oBanu nposquMKa Anvkoii 130 v BBeAuTe  MATKMI KOHUMK

CoxpaHaa

uepe3 Ha y6uHy. Hapenbre
KateTep Ha nf " Katetep 1o nf o
o ponem MeTopa WA PEHTTEHOCKOMIM.
« Eom Hite 1p KarTeTepa, OTTAHUTE ero Hasaj i

(VIHM) 0CTOPOXHO npomome €ro0 B X0/e NpoABUXeHNA.
n n B NpaBble OTAeNbl cepaua

P | P P
MOXeT BbI3BaTb apuTMun Unu CTeHKU cocyaa, un

VPS (npu Hanuyuu) AaHbl B MHCTPYKLMU MO Arrow VPS. ]|
WUHCTPYKLWN OTHOCUTENIbHO BBE/IEHNA C UCMonb30BaKeM cTiuneta TipTracker (npu ero
Hanuuum) AaHbl B PyKOBOACTBE onepatopa yctpoiictsa Arrow VPS Rhythm.

BBepenue c ucnonb3oBaHnem paspbiBHOTO MHTPOAbIOCEPA

19. Y6epuTecb B TOM, YTo AUNATOP HAXOAUTCA B HYXKHOM MONOXKEHUM U MPUKpenneH
K BTY/IKE UHTPOZblocepa.

20. Kp HajieHbTe y3en p
NPOBOAHUK.

21. Ynep iite pasp i ‘ep BMecTe ¢ PALOM CKOXeil 1, Cerka
TIOKPYYUBAA X, BBEAUTE Ha FNYOUHY, AOCTATOUHYHO ANIA MPOHUKHOBEHNA B COCYA.

UHTPOZblocepa/ AUNATOPa Ha

2

=

. Eowm Tpeﬁyem, paclwmpbre MeCTo MyHKLWK ne3suem CKaibnens, COpUeHTpoBaB
€r0 B NPOTUBONONOXHYI0 OT NPOBOAHWUKA CTOPOHY.

A Mp p He iiTe np 4T06bI U3MEHUTD €ro ANUHY.
/\ Nipepynp He o6pesaiire np a
« Pac iite p Y10 KPOMKY c! BJlanu ot np
« Korga « He WC yerca, i
n (unm) PHOE YCTPOIACTBO CI (npm ero ) Ana cBefeHns
K puCKa noBy OCTPbIM UHCTP
AMepa NpefocTopoXXHOCTU. [InA BefeHUa K pucka

Y
/N Mepa npenocropoxHocti. MocTosHHo Kpenko AepikiTe npoBoaKuk. fin
paHsiiTe 4oc 10 ANVHY ero i yacti.

HEKOHTpO"VIpyEMbIM NPOBOAHUK MOXET NPUBECTH K ambonun NpoBOAHUKOM.

BBepaeHue cucnonb3oBaHnem pasmectutensa (an Hanuuum)
«  Baepure Katetep uepe3 it ep Ao TIOCTOAHHOTO
Ecm conpi p Karetepa, OTTAHUTe ero
Ha3a/ W/van 0CTOPOXXHO MPOMOIATE €ro B X NPOABIKEHIA.

2.

153

V13BnekuTe paspbiBHOI UHTPObIOCED MO KaTeTepy [0 BbIXOAA BTY/KW WHTPOAblOCEpa
W MIpHCO! ii YacTn MHTp pa U3 Mecra 3axgaruTe YLKk
Pa3pbIBHOTO UHTPOALIOCEPA U PACTAHUTE X B CTOPOHbI OT KaTeTepa (M. PHUCYHOK 6),

(0/JHOBPEMEHHO 13BMEKaA UX U3 cocyﬂa 110Ka MHTPOZbIOCEP He Pa30PBETCA N0 BCeil ANvHe.
AMepa npepoc

TaK KaK 310

3a30p MeX/y KaTeTepom 1 KOXei.

epa B MecTe
TKaHM,

B CTOPOHbI

29. Ecm npy W3BNEeYEHUM WHTPOAblOCEpA KaTteTep CMeCTUNCA, CHOBA NpPOABUHbTE
KateTep Bnepez 0 OKOHYATeNbHOro NOCTOAHHOIO NONOXEHMA.

30. W3BnexwTe pasmectuten unu Mocne
I'IpOBEpﬂﬁTE €ro LUenoCTHoCTb No Beil ANnHe.

Anp

Beeraa

KOHYYKA VIHTPOAIblocepa He M3BMeKaiiTe AUNATOP, MOKa 3HAUMTeNbHaA YacTb
MHTPOAblOCepa He BypeT BBeAieHa B COCyA.

pasmecTutenb 1 CoeauHUTENb 6okosoro nopra
AaHHOrO MOXeT npusectn

Kak efjuHoe Lenoe.
pa3pbiBy pasmecTutens.

A Mepa npepoctoposHoctu. [ina o6ecneyenus np:
0CTaBnAiiTe JOCTATOYHYH0 ANMHY NPOBOAHIKA HA BTYIIKE Y KOHYMK KanCyMbl.

23. Mp P €ro Ha MecTe,
1, NI0BOPaYMBas BTYNIKY AUNATOPa NPOTUB YacoBO CTPENIKM ANA OTACNEHUA BTYNKM

pac epa

21

He ua
(33 45 (M) NPOBOAHUK.

ana y KECTKOCTH Kop

31, Tlpu Hanuumm MioGbIX 3aTpyAHEHNIE NP U3BNEYCHUN Pa3MECTUTENA UM NPOBOAHNKA
KateTep U pasmecTuTenb CneflyeT U3Bnekarb Kak enHoe Lenoe.



penynp Ina K pucka pasmectutensa
wwmnp Henp K HUM yaunui.

3aBeplunTe BBefleHMe KateTepa

32. MpoBepbTe  NPOXOAMMOCTb  MPOCBETOB, MOACOGAMHUB WNPUL K  Kaxaoit
YANMHUTENbHO NIMHUM, W MPOBEAA acupauuio A0 NOABMEHWA CBoGoAHOrO
BEHO3HOT0 KPOBOTOKA.

33. NpomoitTe NPOCBETbI, YTOBbI MONHOCTbI0 YAANUTL KPOBb 3 KaTeTepa.

34. MopcoennHuTe BCe YAMMHUTENbHbIE MMHUA K COOTBETCTBYIOWMM COEAMHUTENAM

€ M03POBCKUMIU COBZHEHNAMM, Kak TpeyeTca. Heucnonb3yemble noptbl MoryT
6biTb «3anepTby KOHHEKTOPOM (-amu) C NKO3POBCKUM COEJVHEHUEM COTNacHo
C

p p y

o YANUHUTENbHbIe NUHUM CHAbXalTcA 3aXumamu, 4ToObl MepekpbiTb MOTOK

yepes Ka/blii U3 NPOCBETOB BO BPEMA CMEHbl IMHUA WM KOHHEKTOpa
ccoepurutenem Luer-Lock.

A Mpepynpexnaenue. 0TKpoiiTe 3axum nepen UHPy3ueit yepes npocset, 4To6bI

yup

BeCTK puck nosp 7l IMHAN
AaBnexuem.
3akpenute Katetep

35. B uenax ukcauuy Katetepa Ucnonb3yiiTe ycTpoiicTeo ANA CTabunusauum Katetepa
W (nm) 3aKuM AnA KateTepa U dukcatop (npu Hanuuu).
« Wcnonb3yiiTe BTYNKy KaTeTepa B KauecTe NEPBUYHOTO MeCTa ero GuKcaLuit.
« B KauectBe MecTa BTOPUYHOIl QUKCALWM, NPU HEOBXOAMMOCTY, MCMONb3yiiTe

3aUM 1 UKCaTOp KateTepa.

/\ Mepa npeaoc ™. fina
KOHYMKa KaTeTepa — (BeAuTe K c
NpoBeAeHNA AAHHOI NPOLEAYpbI.

BXope

YcrpoitcTBo Ana crabunusauun katetepa (npu Hanuuum)
YCTPDV\(TBO ana naﬁmnmaaumm KateTepa HeDﬁXD}lMMO WCNonb30BaTh B COOTBETCTBUN C

WHC no n3r

3axum ana Katetepa v pukcatop (npu Hannumm)

VHCTPYKUMM N0 BBE/IEHMIO BELLeCTB NOA AaBNeHneM —
UCNonb3yiiTe CTEPUIbHbIE NPUEMbI.

1. Tepen Kaxzoil NpoLeAypoil BBeeHIA BelLeCTB N0/ AABEHNeM CAeNaiiTe CHUMKH,
4T06bI MOATBEPAUTD NON0XKEHIE KOHUMKA KaTeTepa.

AMepa npegocrop ™. Mp noa OMKHBI
ﬂpOBOAVITbGl Dﬁyl{eHHblM nepcouanoM XOpOLO 3HaKOMbIM C 6e3onacHoit
il ux np ] oc
2. OnpenenuTe NpocBeT AN BBEieHUA BELLECTB N0/ AABNEHNeM.
3. lpoBepbTe NPOXOAUMOCTb KaTeTepa
- N 10-mn wnpuy, ih ¢ u3nonoruyeckum
pacTBopom.
< KA Karetep An yc p
WHTeHcMBHO NpomoiiTe KaTeTep.
A My p Mepen BeLeCTB N0j AaBneHnem ybeautech

B NPOXO/AVIMOCTM KaX/10r0 NPOCBET KaTeTepa, YT06bl CBECTU K MUHUMYMY PUCK
HapyleHua pa6oTbl kateTepa 1 (W1i) OCNOXKHEHNiA Y NaLuenTa.

4. OTcoeAMHNTE WNPHLL 1 G3bIrONbHbIN COBANHNTEND (eCNN UMeeTCA).

5. 1 TpybKy AnA BELECTB Nog K COOTBETCTBYIOLL|€i!
YAMMHUTENbHOI NUHM KaTeTepa COrNacHo peKoMeHaLyAM 13roToBHUTeNs.
Mepa npepoc He np
aBTOMATHyeckoro MHbektopa 2068,4 Kla (300 GyHTOB Ha KB. Atoiim), YTOGbI
CHU3WUTb PUCK 0TKa3a KaTeTepa /Ui CMeLLieHIs ero KOHUMKa.

™. MaKc

AMepa npepocropoxHocT. He npesblwaiite pecatu (10) BAuBaHuii unu
MaKcMManbHoi peKOMeHAyEMOﬁ CKOPOCTW NMOTOKa ANA KaTetepa, OTMeYeHHON
Ha MapKupoBKe M3MeNuA U BTYNKe ¢ coefuHennem Jlioapa Katetepa, 4ToGbl
CBECTU K MUHMMYMY PUCK HapyLeHus paboTbi Katetepa 1 (nn) cveltieHma ero
KOHYMKa.

n &

peaynp Mpu nepsbIX 3KC win pedop
KateTepa MpekpatuTe BBefieHWe BelecTs NoA Aasnexuem. Cnepyiite
unp p yup! KacaTenbHo 0

KOro TBa.

3aXuM 1 QuKcaTop MCNOAb3yloTCA ANA GUKCALMM KaTeTepa, KOrAa ANA C

KaTerepa TpebyeTca JONONHNTENbHOE MECTO Kpennerita, MOMIMO BTY/IKM KaTeTepa.

pepynp He np 3aKMM U QUKaTop KaTeTepa A0
W3BNIeYeHNs MPOBO/HUKA UM pa3MecTUTens.

«  Tlocne Toro Kak pasmecTiTenb Wnu NPOBOAHMK GyfieT U3BevyeH, a HeobXoauMble
TMHUY NOZICORAMHEHBI UMY 3AKPbITbI, PACNPaBbTe KPbINbILLIKY PE3UHOBOTO 3axuMa
1 NIOMeCTUTe Ha KaTeTep, y6eAMBILIMCH, YTO MOBEPXHOCTb KaTeTepa He BNaHas, ANA
T0AAEPXAHIA MPABUNbHON GUKCALUM.

o 3awenkHuTe XeCTKMil QUKCATOP Ha 3axuMe AN KaTeTepa.

«  pukpenuTe 3auM Ut GUKCaTOp KaTeTepa K Teny nauueHTa kak eAuHoe Lienoe npu
TOMOLLY YCTPOViCTBA ANA CTabuM3aLIMM KaTeTepa, CkoBOK Unk WB0B. DMKcaLyA Kak
3aKUMa, Tak U 3aLLeNKU HeoOXOAUMA [NA CHINKEHUA PUCKA CMelLeHNA KaTeTepa
(cM. pcyHOK 7).

AMepa npeaocTopoxXHocTH. C Lenblo (BefileHus K MUHUMYMY pUcka paspbiBa
KaTeTepa Harpeiite KOHTPaCTHYI0 cpepy /0 Temnepatypbl Tena, npexpe yem
HayaTb UHDEKLMNIO NOA AABNEHUEM.
Mepa
AaBNeHNA Ha UHDEKTOPE MOXET He np p p
AaBneHusA B 3aKynopeHHOM U1 YacTUYHO SHKyI'IOpEHHOM Karetepe.
Mepa npepoctopoxHoctu. Wcnonb3yitte mopxoaswme Tpybku cuctembl
BBe[leHUA NeKap(TB MeXAay KateTepom u cucremoii WHbeKTOpa noj
[aBNeHunemM, YTo6bl CBeCTU K MUHUMYMY PUCK HapyLueHuA paboTbl kateTepa.
Mepa npepocropoxHocT. (neayiite MHCTPYKLUAM NPOU3BOAUTENA KOHTPACTHOI
pefbl no W Mepam
TPENIOCTOPOKHOCTH.

6. BBeguTe KOWTPaCTHyl Cpefly B COOTBETCTBUM C NpaBUnaMi W NpoLeaypamit

npenoc ™. Y 0

36. lepep HanoxeHuem MoBA3KM B COOTBETCTBUN C MHCTPYKLMeld No N
npenoaasnﬂemoﬁ usrotoButenem, yﬁEﬂMTE(b B TOM, 4T0 MeCTO BBeAeHUA
KateTepa cyxoe.

37. OueHuTe pasmellieHue KOHUMKA KaTeTepa COTMIacHO MPOTOKOMY W MpoLedypam
neyebHoro yupexaeHis.

38. Ecm KOHuUK KaTeTepa pacronoxeH HenpasuibHO, oLeHuTe cmyaumo 1 3ameHuTe
Katetep unm ero cornacHo I i
IeYebHOro yUpeXxaeHUA.

Yxop v obcnyxuBaHue

MoBA3ka

Hanoxute nosisky B COOTBETCTBAM C
YYpeXAeHiA, MPOUEAYPaMUA W NPaKTMYECKUMI PEeKOMeHAAUMAMM. HemeaneHHo
CMEHWTE N10BA3KY B CNyYae HApYLUEHNS LENOCTHOCTH (HANPUMED, eCTH N0BA3KA HAMOKNa,
3arpAsHeHa, ocnabnexa wm notepsAna OKKN3nBHbIE (BOﬁ(TBa).

"pOXOAMMOCTb Kartetepa

I'Ionnep)«maal?ne NPOXOAMMOCTb  KaTeTepa B  COOTBETCTBMM C  HOPMATWUBHbIMU
TpeboBaHNAMM NeyebHoro yupe)«neuuﬂ npovieaypamu 1 NpakTUYeCKIM PyKOBOACTBOM.
Becb nepcoHan, 06¢ C p PICC, ponmxeH 3HaTb 06
I0GEKTUBHbIX METOAAX MPOANEHUA BPeMeHU HaXOKJEHWA KaTeTepa B OpraHu3me
W NPeOTBPALLEHHA TPABM.
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7. Cobniofan acenTuyeckuii NPUHLIMN, OTCOEAMHUTE NPOCBET KateTepa OT yCTpoiicTBa
17 BBE/ICHUA BELLIECTB M0/} A3BNIEHHEM.
8. Bbinonnute acnupauuio, nocne yero ﬂpOMOVITe NpocBeT Karetepa ¢ NOMOLLbIO
wnpuua o6bemom 10 M unn ﬁonee, 3an0NHEHHOro CTepunbHbIM ¢VI3VIO[IOI'I/I‘-IE(KVIM

pactBopom.
9. OTCoRAMHWTE WNPULL 1 YCTAHOBUTE CTEPUNbHbIN Ge3bIroNbHbI COBANHNTENb Ui
WUH il Konnauok Ha JIMHNIO KaTeTepa.

I'Ipouep,ypa U3BNeYeHNs katetepa
YnoXuTE NaEHT B COOTBETCTBIN C KIMHIIECKUMI NIOKA3GHAAMU ANA (BEfleHUA
K pucka ii Sm60nMM.

2. CHumuTe NOBA3KY.

3. OcsoGoauTe KateTep v U3BNeKUTe U3 YCTPONCTB (-a) GUKCaLMN KaTeTepa.

4. MennenHo W3BnekWTe Katerep, BbITackWBAA €ro NapannenbHo NOBEPXHOCTH
Koxu. Ecm  npu Katetepa A conp

A Mepa npepoctopoxHocTu. He cnepyet u3Bnekatb Katetep cunoii; B npoTUBHOM
Clyyae BO3MOXEH paspbiB KaTeTepa v amGonu3auma Katetepom. B cnyuae
3aTPyAHEHNi NPY U3BMEYEHNN KaTeTepa CleAyiiTe NPOTOKONAM U NpoLielypam
Neye6HOro yupex/eHus.




5. anﬂD)KMTe JlaBNeHne HenocpeacTBEHHO K MeCTy BBeJeHWs KareTepa, YT06bI OpraHos (KOHTaKTHbIX TOYeK KOHTpONA 3a MeaULNHCKUMI u3genuamu) u Gonee

A0CTUYb reMoCTasa, 3aTem HanoXuTe MaseByto OKK/O3UBHYI0 NOBA3KY. p : p HAXOAUTCA Ha ¢ gebcaitte EBponeﬁ(Koﬁ Komuceun:
Anpenynpemneume. OcraBwuitca nmocne  Katetepa  KaHan  COXp https://ec.europa.eu/growth/ /medical-devi ts_en
T BO3AyXa A0 mecta . R
o p nayueHTy nud
KaTeTepa. OKKNI03UBHaA N0BA3KA J0/PKHA 0CTaBaTbCA Ha MecTe N0 MeHblLeil N »
Bhecute cootBeTCTBYlOLLYHO MHOP B KapmOYKy
Mepe B TeyeHue 24 yacoB unu ao MecTa

Bblnaiite 3anonHeHHyio KapTouKy NaLMeHTy BMecTe C MHopmayuorHsim Gyknemom s
nayuesma. Ecnn MIHGOPMALIMOHHbI GyKNeT AnA NaLMeHTa yaaneH, ero nepesoji MOXHO
HaifTv Ha caiite www.teleflex.com/IFU

BBe/IeHUA KaTeTepa.
6. [lokymeHTanbHo odopmuTe NpoleAypy W3BMeYeHWA KaTeTepa, B TOM uncne
noATBEPX/ieHMe BaKTa W3BMEYEHUA BCEro KaTeTepa U ero KOHYMKA, COMAcHO

P! " P
’ MHdopmauua o KauecTBEHHOM 1 KONMYECTBEHHOM COCTaBe
Jina nony p i OTHOCUTENbHO 06C MmaTepuanoB U BewecTs, KOTOpble MOryT KOHTAaKTUPOBaTb
y P MeToAVK " o ] cnauueHTom
[¢ (€471 i bKC p y i
nuTepatype u Be6-caiity komnaxun Arrow International LLC: www.teleflex.com % Marepuan wnm Bewecteo | HasHaueHue/npumevanms
Konua HacToALeit MHCTPyKLMM No npumeteHmto B opmare pdf Bbinoxea no aapecy
www.teleflex.com/IFU bananc Monwypetarbl Kopnyc ycpoiictea
OCHOBHble (BeeHNA Mo 6e30MacHOCTY 1 KNnHMYeckoil dddekTusHocTn (Summary of 2,0-4,6% OKCHXOpHA BICMYTa PeHTreHOKOHTPACTHOE BELLIECTBO

Safety and Clinical Performance, SSCP) Arrow AGBA PICC nocne 3anycka Esponeiickoit
6a3bl JaHHbIX N0  MeAMuMHcKum  ycTpoiictBam  (Eudamed) HaxopaTca  3pech

AkTUBHOE NpOTUBOMUKPOGHOE

; 1c/and: = 9
P europa. 0,1-0,5% Xnoprekcuann (peacrso
[na nauvenTos/nonb3oBateneii/croponHux nuy B Esponeiickom Cotose u CTpanax P DA ZICER
C WDEHTWYHbIM 3aKoHofatenbctBoM (MonoxeHue 2017/745/EU o  mepuuMHCKIX CKITI0IeHHble U3
. <0,1% Kpacutenn (6e3onactble 0ns MeOUYUHCKUX
U3MNUAX); eCn NpU UGl Wi B p ua HacToAlLero wsdenu)
YCTPOWCTBA  NPOM30IAT  CepbesHblii  HecuacTHblit  cnyyail, coobuyure 06 3ToM
U3roTOBUTENI U (M) €ro MOMHOMOYHOMY NPeACTABUTENI0 W COOTBETCTBYHOLIMM <01% Nomn(Merunmerakpuar) Hagnucn

roCyAapCTBEHHbIM OpraHam. KonTakTHas MH¢)0pMaLlMﬂ KOMMETEHTHbIX roCyAapCTBEHHbIX

YcnosHble 0603HaueHna. (MBONbI COOTBETCTBYIOT cTaHAapTy IS0 15223-1.

HEKOTOPbIE CUMBONbI MOTYT He UMETb OTHOLLIEHUA K 3TOMY U3AeNUI0. (umBonbI, UMeloLLUe HenocpeacTBEHHOE OTHOLUEHUE K 3TOMY U3Aenunto,
(M. Ha MapK1pOBKe usaenua.

(morpure Copepxut 0nHocnoiiHas CTepunbHas
I Mepunuurckoe loBTopHO He loBTopHO He (repunu3osaHo .
pefiocTepexerme VHCTPYKUKIO NO JNiekapcTBeHHoe Bapbepuaﬂ ucrema C3aliuTHON
uzgenve nCnonb30Batb CTePUIN30BaTh 3TUNEHOKCUAOM o
NpUMEHeHN BeLLecTBO YNaKoBKOW BHYTPU
e i
arn
Z5 X REF||[LOT
0 " W3rotoBneHo 6e3 Xparims mpi
JAHOCIONHAA Temneparype Huxe
Mpegoxpanath He ucnonb3oBath, | UCIONb30BAHNA | 5 or (- o ;
CTepunbHad XpaHuTb B cyxom 25°C(77°F). U36eraiire [ Homep no Homep
6 0T CONHeYHoro €M ynaKoBKa flaTekca Cpok ropHoCTI
apbepHast Mecte Ype3mepHoro Karanory naprn
et noBpexieHa HaTypanbHoro
mcrema Kayuyka HarpeBaHus BbilLe
vy 30°C(86°F)
M &I @ Arrow, nozomun Arrow, Arrowg-+ard Blue Advance, SharpsAway, Teleflex u nozomun Teleflex,
TipTracker, VPS, VPS Rhythm v Ji 3HAKAMU U/Iu 3ape2ucmpup
L P 3Hakamu Teleflex Incorporated unu ee doyepHux npednpuamuti
ara
Vsrotogutens | e Wmnoprep 8 CLUA u (unu) Opyeux cmparax. © 2021 Teleflex Incorporated. Bce npasa 3aujuwesi.
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Arrowg+ard Blue Advance periferno vstavljen centralni

kateter (PICC), ki se injicira pod pritiskom

Opis izdelka:

Kontraindikacije:

Arrowg-+ard Blue Advance katetri imajo zunanjo povrsino obdelano s p
sredstvom klorheksidin acetatom na telesu katetra in konici glavnega spoja ter
z impregnacijo notranje svetline s p kombinacijo klorheksidin acetata in
klorheksidinske baze za telo Katetra, glavni spoj, podaljsevalno(e) linijo(e) in spoj(e)
podaljsevalnih linij. skupna kolicina klorheksidina, ki se nanese na razlicne
velikosti Fr. in dolZine katetrov, je lahko do 22,2 mg.

Opis lastnosti klorheksidina:

Za klorheksidin je znacilno, da ima Sirok spekter protimikrobne aktivnosti, vkljucno
2 bakteriostaticnimi in baktericidnimi ucinki na bakterije, i
bakterije in glive. Ali je klorheksidin bakteriostaticen ali baktericiden, je v glavnem
odvisno od koncentracije snovi in dovzetnosti specificnih organizmov. Klorheksidin

(€, H,,C,N,.0,) je dokazano stabilen pri vrednostih pH, ki ustrezajo telesnim povriinam in

vpliva na infundirano kemoterapijo ali druge iv. tekocine. Dokazano je tudi, da klorheksidin
ucinkovito deluje proti virusom z lipidno sestavino v oblogi ali z zunanjim ovojem,
toda te lastnosti niso bile ovrednotene s tem izdelkom. Videti je, da je antitrombogeni
ucinek tehnologije Arrowg+ard Blue Advance na katetre funkcija inhibicije trombina
s klorheksidinom prek intrinzicnih in obicajnih poti koagulacije krvi, kar povzroci zapoznel
odziv strjevanja krvi in akumulacijo trombov na povrsini katetra.

Klorheksidin je kationska sestavina. Njegove pozitivno nabite molekule mocno privlaci
negativni naboj, prisoten na mikrobnih povrsinah. Zunanja membrana gramnegativnih
bakterij, celicna stena ivnih bakterij ali citopl k kvasovk nato
oslabi zaradi povecane prepustnosti, kar povzroci klorheksidin, ki se adsorbira na povrsino
celice. Klorheksidin ima bakteriostaticne ucinke pri nizkih koncentracijah zaradi spros¢anja
snovi, za katere je znacilna majhna molekulska masa (npr. fosforjevi in kalijevi ioni), iz
celice. Ti ucinki zado3¢ajo za zaviranje celicne funkcije bakterij. Baktericidna aktivnost
klorheksidina nastopi pri visjih koncentracijah s tem, da povzroci obarjanje beljakovin in
nukleinskih kislin.

Klorheksidin se slabo absorbira v gastrointestinalnem traktu. V tudijah na ljudeh in zivalih
je povprecna plazemska vrednost dosegla vrh pri 0,206 pg/g pri ljudeh 30 minut po zauZitju
300 mg klorheksidina. Izlocanje je potekalo primarno z blatom (priblizno 90 %), manj kot
1% pa z urinom. Klorheksidin se presnavlja enako kot vecina drugih tujih snovi. Vecina se
izlodi, ne da bi bila presnovljena.

Predklinicne Studije o bioloski kompatibilnosti podpirajo sklep, da obstaja zanemarljivo tveganje
za nezelene ucinke protimikrobnih/antitrombogenih katetrov Arrowg-+ard Blue Advance.

Indikacije za uporabo:

Periferno vstavljen centralni kateter, ki se injicira pod pritiskom, je indiciran za kratko- ali
dolgorocen periferni dostop do osrednjega Zilnega sistema za intravensko zdravljenje,
odvzem krvi, infundiranje, injiciranje kontrastne tekocine pod pritiskom in omogoca
spremljanje centralnega venskega tlaka. Najvedji pritisk opreme tlacnega injektorja, ki jo
uporabljate s periferno vstavljenim centralnim katetrom, ki se injicira pod pritiskom, ne
sme preseci 2068,4 kPa (300 psi). Maksimalna hitrost pretoka injiciranja pod pritiskom je
v razponu od 4 ml/s do 6 ml/s. Glejte navodila, specificna za izdelek, glede maksimalne
hitrosti pretoka injiciranja pod pritiskom za posamezno svetlino, ki se uporabi za injiciranje
pod pritiskom.

Tehnologija Arrowg-+ard Blue Advance na zunanji povrsini telesa katetra in celotna
tekocinska pot katetra sta dokazano ucinkovita pri zmanjsevanju mikrobne kolonizacije in
akumulacije trombov na povr3inah katetra. Protimikrobna in antitrombogena ucinkovitost
sta bili ovrednoteni z uporabo in vitro ter in vivo preskusnih metod in doslej ni bila
ugotovljena nobena korelacija med temi preskusnimi metodami in Klinicnim izidom.
Ni namenjeno za zdravljenje obstojecih okuzb ali venske tromboze.
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i kateter Arrowg-+ard Blue Advance, ki se injicira pod

pritiskom, je kontraindiciran v naslednjih primerih:

«  zapaciente zznano preobCutljivostjo na klorheksidin

«  prisotnost okuzbe, povezane s pripomockom, v Zili, predvideni za vstavitev, ali na
poti katetra

«  prisotnost tromboze v li, predvideni za vstavitev, ali na poti katetra

Moznost povzrocanja preobcutljivosti:

Prednosti uporabe tega katetra je treba pretehtati glede na mozna tveganja.
Preobcutljivostne reakcije predstavljajo skrb pri protimikrobnih katetrih in so lahko resne
ali celo Zivljenjsko nevame.

Pricakovane klinicne koristi:

ZImoznost pridobitve dostopa do centralnega cirkulacijskega sistema prek enega vbodnega
mesta za aplikacije, ki vkljucujejo infundiranje tekocine, odvzem krvi, dajanje zdravila,
nadziranje centralnega venskega tlaka, in zmoznost injiciranja kontrastnega sredstva.

Predklinicne ocene:

Tehnologija Arrowg-+ard Blue Advance je v Studijah in vitro ter in vivo dokazano zmanjsala
kolonizacijo grampozitivnih in gramnegativnih bakterij ter kvasovk na povrsinah katetra
za obdobje do 30 dni za zunanjo povrsino, v Studijah in vitro pa za obdobje do 30 dni za
tekocinsko pot.

Poleg tega je tehnologija Arrowg-+ard Blue Advance dokazano zmanjsala akumulacijo
trombov na povrsinah katetra za obdobje do 30 dni pri preskusih in vivo. Preskusi in vitro so
pokazali zmanjsanje adhezije trombocitov na povrsini katetra in okluzije katetra.

A\ Splosna opozorila in previdnostni ukrepi

Opozorila:

1. Sterilno, za enkratno uporabo: Ne uporabite, ne obdelajte
in ne sterilizirajte ponovno. Ponovna uporaba pripomocka
ustvari mozno tveganje za resne poskodbe in/ali okuzbe,
kar lahko privede do smrti. Ponovna obdelava medicinskih
pripomockov za enkratno uporabo lahko povzro¢i slabso
ucinkovitost ali nedelovanje.

2. Pred uporabo preberite vsa prilozena opozorila,
previdnostne ukrepe in navodila. Ce tega ne storite, lahko
pride do resnih poskodb ali smrti pacienta.

3. Kateter takoj odstranite, ¢e po njegovi namestitvi opazite
nezelene reakcije, povezane s katetrom.

Opomba: Ce pride do nezelenih ucinkov, opravite testiranje obéutljivosti, da
potrdite alergijo na protimikrobne snovi katetra.

Katetra ne smete v desni preddvor ali desni prekat niti
namestiti/uvajati, niti ne sme tam ostati. Konico katetra je treba
uvesti v spodnjo 1/3 zgornje vene kave. Mesto konice katetra je
treba potrditi v skladu s pravili in postopkom ustanove.

Zdravniki morajo poznati moznost zatika Zicnatega vodila
za katerikoli vsajen pripomocek v sistemu krvnega obtoka.
Priporocljivo je, da se pri pacientih z vsadki v cirkulacijskem
sistemu postopek katetrizacije opravi z neposredno
vizualizacijo, da se zmanjsa tveganje za zatik Zicnatega vodila.

Pri uvajanju Zicnatega vodila, odluscljivega tulca cez
dilatator tkiva ali dilatatorja tkiva ne uporabljajte pretirane
sile, saj lahko to povzro¢i venospazem, perforacijo zile,
krvavitev ali poskodbo komponente.



7.

8.

9.

Prehod zi¢natega vodila v desni sréni prekat lahko povzroci
disritmije, desnokra¢ni blok in perforacijo stene zile,
preddvora ali prekata.

Pri namescanju ali odstranjevanju katetra ali Zi¢natega
vodila ne uporabljajte pretirane sile. Uporaba pretirane sile
lahko povzro¢i poskodbo ali zZlom komponente. Ce posumite
na poskodbo ali ¢e katetra ne morete umakniti z lahkoto,
naredite radiografsko vizualizacijo in se dodatno posvetujte.
Za injiciranje pod pritiskom uporabljajte samo svetlino(e)
z oznako ,ki se injicira pod pritiskom, da se zmanjsa
tveganje za nedelovanje katetra in/ali zaplete pri pacientu.
Za informacije glede injiciranja pod pritiskom glejte
informacijsko oznako za injiciranje pod pritiskom Arrow.

10.Ne pritrjujte, spenjajte in/ali ivajte neposredno na zunanji

premer telesa katetra ali podaljsevalnih linij, da zmanjsate
tveganje za prerez ali poskodbo katetra oz. tveganje za
oviranje pretoka skozi kateter. Pritrjujte samo na nakazanih
polozajih za stabilizacijo.

11.Ce dovolite, da zrak vstopi v pripomocek za vaskularni dostop

ali v veno, lahko pride do zra¢ne embolije. Na centralnem
vbodnem mestu vene ne puscajte odprtih igel, tulcev ali
katetrov brez kapic ali stis¢kov. Z vsemi pripomocki za
vaskularni dostop uporabljajte le dobro pritrjene prikljucke
Luer-Lock, ki varujejo pred nenamernim odklopom.

12.Zdravniki se morajo zavedati, da se lahko drsni sti$cki nehote

odstranijo.

13.Zdravniki morajo poznati klini¢na stanja, ki lahko omejijo

uporabo periferno vstavljenih centralnih katetrov, kot so
med drugim:

* dermatitis ¢ kontrakture

o celulitis in opekline * mastektomija
na mestu vstavitve ali o morebitna uporaba
okoli njega za AV-fistulo

¢ predhodna ipsilateralna
venska tromboza

¢ radiacijska terapija
na mestu vstavitve
ali okoli njega

14.Zdravniki morajo poznati zaplete/nezelene stranske ucinke,

povezane s periferno vstavljenimi centralnimi katetri, kot so

med drugim:

tromboza

nehotni prebod arterije

poskodba/okvara zivca

* hematom

krvavitev/hemoragija

nastajanje fibrinskega tulca

okuzba izstopis¢a

erozija zile

* neustrezna namestitev
konice katetra

¢ sr¢natamponada po .

ali prekata
¢ zra¢na embolija .

¢ embolija zaradi katetra

¢ zapora katetra

* bakteriemija

¢ septikemija o disritmije

" * sindrom ZVK
 ekstravazacija . flebitis
¢ tromboflebitis ¢ anafilaksija

Previdnostni ukrepi:

1.

w

. Postopek mora

Katetra ne spreminjajte, razen v skladu z navodili. Med
vstavljanjem, uporabo ali odstranjevanjem ne spreminjajte
Zzi¢natega vodila ali drugih sestavnih delov kompleta/pribora.
izvajati usposobljeno osebje, dobro
seznanjeno z anatomskimi oznakami, varnimi tehnikami in
moznimi zapleti.

Izvedite standardne previdnostne ukrepe in upostevajte
pravila ustanove za vse postopke, vkljuéno z varnim
odlaganjem pripomockov.
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4.

b

Nekatera razkuzila, ki se uporabljajo na mestu vstavitve

katetra, vsebujejo raztopila, ki lahko osibijo material katetra.

Alkohol, aceton in polietilen glikol lahko osibijo strukturo

poliuretanskih materialov. Te snovi lahko tudi osibijo lepljivo

vez med pripomockom za stabilizacijo katetra in kozo.

* Na povrsini katetra ne uporabljajte acetona.

* Ne prepojite povrsine katetra z alkoholom in ne dovolite,
da bi se alkohol zadrzeval v svetlini katetra, da bi se
obnovila prehodnost katetra oziroma kot ukrep za
preprecevanje okuzbe.

* Na mestu vstavitve ne uporabljajte mazil, ki vsebujejo
polietilen glikol.

* Pri infundiranju zdravil z visoko koncentracijo alkohola
bodite previdni.

* Pred namestitvijo obveze vedno pocakajte, da se mesto
vstavitve popolnoma posusi.

Pred uporabo, tudi pred injiciranjem pod pritiskom, se
prepricajte, da je kateter prehoden. Ne uporabljajte brizg,
manjsih od 10 ml, da zmanjsate tveganje za intraluminalno
puscanje ali razpocenje katetra. Oprema za tlacni injektor
morda ne bo preprecila uporabe prekomernega pritiska pri
zamasenem ali delno zamasenem katetru.

Med postopkom s katetrom ¢im manj rokujte, da konica
katetra ohrani pravilni polozaj.

Kompleti/pribori morda ne vsebujejo vseh pomoznih delov,

navedenih v teh navodilih za uporabo. Seznanite se z navodili

za posamezni(e) del(e), preden za¢nete s postopkom.

Predlagani postopek: Uporabljajte sterilno tehniko.

Pri
1.
2.
3.
4.

iprava vbodnega mesta:
Qcistite kozo z ustreznim antisepticnim sredstvom.
Vbodno mesto prekrijte.
Aplicirajte lokalni anestetik v skladu s pravilniki in postopki ustanove.
Iglo zavrzite.

Posodica za odpadke s pokrovom SharpsAway I (¢e je prilozena):
Posodica za odpadke s pokrovom SharpsAway Il se uporablja za odstranjevanje igel
(15-30Ga.).

Zeno roko cvrsto potisnite igle v luknje posodice za odpadke (glejte sliko 1).

Igle se v posodici za odstranjevanje samodejno pritrdijo, da jih ni mogoce ponovno
uporabiti.

APrevidnostni ukrep: Iz posodice za odpadke s pokrovom SharpsAway Il ne

poskusajte jemati igel, ki ste jih vanjo zavrgli. Te igle so pricvrScene na mestu.
Igle, ki jih na silo izvlecete iz posodice za od: je, se lahko

Ce je prilozen, lahko uporabite sistem s peno SharpsAway, pri cemer igle po uporabi
potisnete v peno.

APrevidnostni ukrep: Igel, ki ste jih zavrgli v sistem s peno SharpsAway,

Pri
Ia

ne uporabite ponovno. Na konico igle se lahko prilepijo delci.

iprava katetra:
dodatna navodila glede priprave stileta VPS (kjer je na voljo) glejte Navodila za uporabo

Arrow VPS. Za dodatna navodila glede priprave stileta TipTracker (kjer je na voljo) glejte

pri
Pri

rocnik za upravljavce pripomocka Arrow VPS Rhythm.
irezite kateter, e je to potrebno:

AOpozorilo: Infundiranje nezdruzljivih zdravil skozi bliznje izhode lahko povzroci

5.
6.

obarjanje in/ali okluzijo.

Umaknite zaicito pred kontaminacijo.

Uporabite centimetrske oznake na telesu katetra, da prirezete kateter na Zeleno
dolZino na podlagi velikosti pacienta in Zelene tocke vstavitve.

Kjer sta na voljo prikljucek za stranski vhod in namestitvena Zica,
upostevajte koraka 7in 8.

7.

lzvlecite namestitveno Zico skozi prekat, da povlecete Zico za najmanj 4 cm za mesto
rezanja katetra (glejte sliko 2).



lKonica Fice DolZina katetra za
I" prirezovanje ->|
Zica umaknjena Konica katetra f
za 4 cm (min.)

Slika2

8. Upognite proksimalni konec namestitvene Zice pri prikljucku za stranski vhod, da se
zmanjsa tveganje, da bi namestitvena Zica izstopila iz distalne konice katetra med
vstavitvijo (glejte sliko 3).

A", ilo: Ne poskusajte potisniti Zice skozi prekat.
Prirezovalnik katetra (kjer je na voljo):
Pri Inik katetra je prip k za pri je za enkratno uporabo.

«  Vstavite kateter v odprtino na prirezovalniku na Zeleno mesto za rezanje.
«  Pritisnite rezilo navzdol, da odrezete kateter.

OPOMBA: Upor ob rezanju katetra verjetno nastopi zaradi nezadostno umaknjene
Zice. Katetra ne bite, e Zica i bila umaknje

9. Odrezite kateter po ravni liniji (pod kotom 90° glede na potek katetra) z uporabo
pripomocka za prirezovanje (kjer je na voljo), da se ohrani topa konica.

A Opozorilo: Ko prirezujete kateter, ne odreZite namestitvene Zice, da se zmanjsa
tveganje za poskodbo namestitvene Zice, zdrobitev Zice ali embolizem.

10. Preglejte povrsino reza in se prepricajte, da je bil rez brezhiben in da ni zrahljanega
materiala.

A." id i ukrep: Prepriajte se, da po pri ju ni dela zice
v odrezanem delu katetra. Ce obstaja kakrSen koli dokaz, da je bila namestitvena
Zica odrezana ali poskodovana, ne smete uporabiti katetra niti namestitvene Zice.

Izpiranje katetra:

1. Izperite vsako svetlino katetra z obicajno sterilno fiziolosko raztopino za injiciranje,
da prehodnost in napolnite

12. Spnite ali pritrdite prikljucek(ke) Luer-Lock na podaljSevalno(e) linijo(e), da v svetlini(ah)
zadrzite fiziolosko raztopino.

A Opozorilo: Ne spenjajte podaljSevalne linije, ko je namestitvena Zica v katetru,
da se zmanjsa tveganje za upognitev namestitvene Zice.

A Opozorilo: Ne spenjajte podaljSevalne linije v neposredni bliZini spoja
podaljsevalne linije, da Sate tveganje za p

Zacetni dostop skozi Zilo:

13. Uporabite zazemko in zamenjajte sterilne rokavice.

Ehogena igla (¢e je prilozena):

Ehogena igla se uporablja za omogocanje dostopa do vaskularnega sistema za uvajanje

Zitnatega vodila, da se olajsa namestitev katetra. Konica igle je povecana za priblizno 1cm,
da lahko zdravnik ugotovi natancno lokacijo konice igle, ko pod ultrazvokom predre Zilo.

Zaicitena igla/varnostna igla (Ce je prilozena):

Zasciteno iglo/varnostno iglo je treba bljati v skladu z izdel imi navodili
za uporabo.

14. Vstavite uvajalno iglo ali kateter/iglo v veno.

A?‘ i ukrep: Za je tveganja embolusa zaradi katetra igle ne

vstavljajte ponovno v uvajalni kateter (¢e je prilozen).
15. Preverite nepulzni tok.
A Opozorilo: Pulzni tok je obicajno znak nehotnega preboda arterije.

APrevidnostni ukrep: Pri oceni venskega dostopa se ne zanasajte na barvo
krvnega aspirata.
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Vstavite 33- ali 45-centimetrsko Zicnato vodilo (Zico za dostop):
Ziénato vodilo:

Kompleti/pribori so na voljo z razlicnimi zi¢natimi vodili.
Zi¢nata vodila so dobavljena z razli¢nimi premeri, dolZzinami
in konfiguracijami konic za specifi¢ne tehnike vstavljanja.

Seznanite se z zi¢natim(i) vodilom(i), ki se uporablja(jo)
s specificno izbrano tehniko, preden za¢nete konkretni
postopek vstavljanja.

Potiskalo Arrow Advancer (Ce je prilozeno):

Arrow Advancer se uporablja za uvajanje Zicnatega vodila v iglo.

« S palcem umaknite konico Zicnatega vodila. Konico potiskala Arrow Advancer — ko je
Zitnato vodilo umaknjeno — namestite v uvajalno iglo (glejte sliko 4).

16. Potisnite Zicnato vodilo v uvajalno iglo.

AOpozoriIo: Togega konca Ziénatega vodila ne vstavite v Zilo, saj bi to lahko
povzrocilo poskodbo Zile.

]

. Dvignite palec in povlecite potiskalo Arrow Advancer priblizno 4-8 cm pro¢ od
uvajalne igle. Spustite palec na potiskalo Arrow Advancer, ¢vrsto drZite Zicnato vodilo
in sklop potisnite v iglo, da Zicnato vodilo potisnete Se globlje. Nadaljujte, dokler
Zicnato vodilo ne doseZe Zelene globine.

APrevidnostni ukrep: Ves ¢as cvrsto driite Zicnato vodilo. Izpostavljena mora
ostati zadostna dolZina Zicnatega vodila, da lahko z njim rokujete. Ziénato
vodilo, ki ni pod nadzorom, lahko povzroci embolus zaradi Zice.

AOpozorilo: Zienatega vodila ne vlecite ven proti posevnini igle, da zmanjsate
tveganje prekinitve in poskodovanja Zicnatega vodila.

18. Medtem ko Zi¢nato vodilo drzite na mestu, odstranite uvajalno iglo (ali kateter).

Vstavite kateter:

Za dodatna navodila glede vstavitve z uporabo stileta VPS (kjer je na voljo) glejte Navodila za
uporabo Arrow VPS. Za dodatna navodila glede vstavitve z uporabo stileta TipTracker (kjer je
navoljo) glejte prirocnik za upravljavce pripomocka Arrow VPS Rhythm.

Vstavitev z uporabo odlusdljivega tulca:

19. Prepricajte se, da je dilatator v ustreznem polozaju in fiksiran na spoj tulca.
20. Sklop odluscljivega tulca/dilatatorja navijte prek Zicnatega vodila.
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Primite bliznjo koZo in sklop odlusdljivi tulec/dilatator z rahlim obracanjem potisnite
prek Zicnatega vodila dovolj dalec, da vstopi v Zilo.

22. Po potrebi lahko povecate vhodno mesto na kozi z rezilom kirurskega noza, ki je
usmerjeno stran od Zicnatega vodila.

AOpozoriIo: Zienatega vodila ne odrefite za prilagajanje dolZine.

A Opozorilo: Ziénatega vodila ne reite s kirurskim nozem.

« Rezilo kirurskega noza obrnite proc od Zicnatega vodila.

« Ko kirurskega noza ne uporabljate, omogocite varnostno in/ali zaklepno
funkcijo (kjer je na voljo), da zmanjSate moznost poskodbe zaradi ostrih
predmetov.

A Previdnostni ukrep: Dilatatorja ne umaknite, dokler ni tulec dobro vstavljen

v Zilo, da zmanjsate tveganje poskodbe konice tulca.

/\ Previdnostni ukrep: Na strani tulca, kjer je spoj, mora dolzina Zicnatega vodila
zados(ati, da lahko zanj ¢vrsto drzite.

23. Preverite namestitev odluscljiveqa tulca tako, da pridrZite tulec na mestu, obracate

spoj dilatatorja v nasprotni smeri urinega kazalca, da se spoj dilatatorja sprosti s tulca,

ter zadosti izvlecete Zicnato vodilo in dilatator, da se omogoi pretok krvi.

Pridrzite tulec na mestu ter odstranite Zicnato vodilo in dilatator kot enoto

(glejte sliko 5).
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AOpozovilo: Na Zicnato vodilo ne delujte z nepotrebno silo, da zmanjSate
tveganje zloma.



A Opozorilo: Dilatatorja tkiva ne puscajte v telesu namesto vsajenega katetra. Ce
pustite dilatator tkiva namescen, obstaja za pacienta nevarnost za perforacijo
stene Zile.

25. Po odstranitvi dilatatorja in Zi¢natega vodila hitro prekrijte konec tulca, da se zmanjsa
tveganje za vstop zraka.

AOpozovilo: Na vbodnem mestu vene ne pustite odprtih dilatatorjev ali tulcev
brez kapic. Ce dovolite, da zrak vstopi v pripomocek za centralni venski dostop
ali vveno, lahko pride do zratne embolije.

26. Prepricajte se, da je celotno Zicnato vodilo po odstranitvi neposkodovano.

27. Umaknite zascito pred kontaminacijo (kjer je na voljo).

Vstavljanje z uporabo 80- ali 130-centimetrskega Zitnatega vodila

(kjer je na voljo) pod fluoroskopijo:

«  Pripravite Zicnato vodilo za vstavitev tako, da ga zmocite s sterilno fiziolosko raztopino
za injiciranje. Zagotovite, da Zicnato vodilo ostane drsljivo, dokler ni vstavijeno

v pacienta/kateter. Slikovno vodenje ali fluoroskopija se uporablja, da se zagotovi

zacetni venski dostop; namestitev katetra z 80- ali 130-centimetrskim Zicnatim

vodilom poteka pod fluoroskopijo.
«  Vstavitev skozi odlusdljivi tulec:

« (e uporabite 7i¢nato vodilo dolZine 80 cm, vstavite Zi¢nato vodilo v distalno svetlino
tako, da se mehka konica Zicnatega vodila razteza prek konice katetra. Potiskajte
Zicnato vodilo/kateter kot enoto skozi odluscljivi tulec do koncnega polozaja
vsaditve, pri emer ohranjajte polozaj nad distalnim koncem Zicnatega vodila.

« (e uporabite ziénato vodilo dolzine 130 cm, vstavite mehko konico Zi¢natega vodila
skozi odluscljivi tulec na Zeleno globino. Navijte kateter prek Zicnatega vodila in
potisnite kateter prek Zicnatega vodila do koncnega polozaja vsaditve z uporabo
slikovnega vodenja ali fluoroskopije.

« (e med potiskanjem katetra za¢utite upor, kateter umaknite in/ali rahlo spirajte,
medtem ko ga potiskate.
AOpozorilo: Vstavljanje Zicnatega vodila v desni sréni prekat lahko povzroci
disritmije ali perforacijo stene Zile, preddvora ali prekata.
APrevidnostni ukrep: Ves cas cvrsto drzite Zicnato vodilo. Izpostavljena mora
ostati zadostna dolzina Zicnatega vodila, da lahko z njim rokujete. Ziénato
vodilo, ki ni pod nadzorom, lahko povzroci embolus zaradi Zice.

Vstavljanje z uporabo namestitvene Zice (kjer je na voljo):

o Vstavite kateter skozi odluscljivi tulec do konénega polozaja vsaditve. Ce med
potiskanjem katetra zacutite upor, kateter umaknite in/ali rahlo spirajte, medtem ko
ga potiskate.

28.

I3

Izvlecite odluscljivi tulec prek katetra tako, da sta spoj tulca in povezani del tulca
proc od mesta venepunkcije. Primite jezicka odluscljivega tulca in povlecite pro¢ od
katetra (glejte sliko 6), pri cemer vlecete proc od Zile, dokler se tulec ne razdeli po
celotni dolZini.

APrevidnostni ukrep: Preprecite trganje tulca na mestu vstavitve, kar odpre
okolisko tkivo ter ustvari vrzel med katetrom in usnjico.

29. (e se je kateter med odstranjevanjem tulca premaknil, ponovno potisnite kateter do
koncnega polozaja vsaditve.

30. Odstranite namestitveno Zico ali Zicnato vodilo. Vedno se prepricajte, da so Zicnata
vodila po odstranitvi neposkodovana.

A ilo: N Zicoin

(e tega ne storite, se lahko Zica zlomi.

za stranski vhod od: kot enoto.

A Opozorilo: Ne uporabite kratkega (33- do 45-centimetrskega) Zicnatega vodila
kot pripomocka za utrditev.

31. Ce se pri odstranjevanju namestitvene Zice ali Zi¢natega vodila pojavijo kakréne koli
tezave, je treba kateter in Zico odstraniti kot enoto.

A Opozorilo: Na namestitveno Zico ali Zicnato vodilo ne delujte z nepotrebno silo,
da zmanjsate tveganje zloma.

Vstavitev celega katetra:

32. Preverite prehodnost svetline tako, da pritrdite brizgo na vsako podaljsevalno linijo in

izsesavate, dokler ne opazite prostega toka venske krvi.

Svetlino(e) izperite, da iz katetra povsem oistite kri.

Povefite vse podaljSevalne linije na ustrezni(e) prikljucek(ke) Luer-Lock. Vhode, ki jih

ne uporabljate, lahko "zaklenete" s prikljuckom(i) Luer-Lock v skladu s standardnimi

politikamiin postopki ustanove.

=

3.
34.

g
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«  Napodaljsevalni(h) liniji(ah) je(so) namescen(i) stiscek(ki), s katerim(i) prekinete
tok skozi vsako svetlino, ko je treba zamenjati linijo ali prikljucek Luer-Lock.
AOpozoriIo: Pred infundiranjem skozi svetlino odprite stiscek, da zmanjsate
tveganje za poskodovanje podaljSevalne linije zaradi prevelikega pritiska.

Pritrditev katetra:
35. Uporabite pripomocek za stabilizacijo katetra in/ali stiscek katetra in sponko (kjer so
navoljo), da pritrdite kateter.
« Uporabite spoj katetra kot primarno pritrditveno mesto.
» Po potrebi uporabite stiScek katetra in sponko kot sekundamo pritrditveno mesto.
APrevidnostni ukrep: Med postopkom s katetrom ¢im manj rokujte, da konica
katetra ohrani pravilni polozaj.

Pripomocek za stabilizacijo katetra (Ce je priloZen):
Pripomocek za stabilizacijo katetra je treba uporabljati v skladu z izdelovalcevimi navodili
za uporabo.

Stiscek katetra in sponka (Ce sta prilozena):

Stiscek katetra in sponka se uporabljata za pritrditev katetra, ko se za stabilizacijo katetra

potrebuje dodatno pritrditveno mesto, ki ni spoj katetra.

AOpozoriIo: Na kateter ne pritrjujte stiScka in sponke, dokler ne odstranite
Zicnatega vodila ali namestitvene Zice.

« Ko odstranite namestitveno Zico ali Zicnato vodilo in potrebne linije poveZete ali
zaklenete, razprite krilca gumijaste objemke in jo namestite na telo katetra, pri cemer
se prepricajte, da povrsina katetra ni vlazna, da se zagotovi pravilna pritrditev.

«  Togo spojko spnite na stiscek katetra.

«  Stiscek katetra in sponko kot enoto pritrdite na pacienta tako, da uporabite pripomocek
za stabilizacijo katetra ali da ju spnete skupaj ali prisijete. Stiscek katetra in sponka
morata biti pritrjena, da se zmanj3a tveganje za premik katetra (glejte sliko 7).

36.

1=

Prepricajte se, da je mesto vstavitve suho, preden aplicirate obvezo v skladu
zizdelovalcevimi navodili.

Ocenite namestitev konice katetra v skladu s politikami in postopki ustanove.

(e je konica katetra slabo names¢ena, ocenite situacijo in zamenjaijte kateter z drugim
ali ga prestavite v skladu s politikami in postopki ustanove.

Nega in vzdrzevanje:
Obveza:

Obvezite v skladu s politikami in postopki ustanove ter smernicami za prakso. Takoj zamenjajte,
(e je ogrozena celovitost (npr. e se obveza ovlazi, umaze, zrahlja ali ni vec okluzivna).

37.
38.

Prehodnost katetra:

Prehodnost katetra ohranjajte v skladu s pravilniki in postopki ustanove ter smernicami za
prakso. Vse osebe, ki skrbijo za paciente s periferno vstavljenimi centralnimi katetri, morajo
poznati ucinkovito obravnavo, ki podaljsa uporabnost katetra in preprecuje poskodbe.

Navodila za injiciranje pod pritiskom — uporabite sterilno tehniko.

1. Pred vsakim injiciranjem pod pritiskom naredite vizualni posnetek, s katerim potrdite
polozaj konice katetra.

A Previdnostni ukrep: Postopek injiciranja pod pritiskom mora izvajati
usposobljeno osebje, dobro seznanjeno z varnimi tehnikami in moznimi zapleti.

2. Dolocite svetlino za injiciranje pod pritiskom.

3. Preverite prehodnost katetra:

« Prikljucite 10-mililitrsko brizgo, napolnjeno z obicajno sterilno fiziolosko raztopino.
«  Kateteraspirirajte, da se vme dovolj krvi.
«  Katetersilovito izperite.

AOpozoriIo: Pred injiciranjem pod pritiskom se prepricajte, da je vsaka svetlina
katetra prehodna, da jsate tveganje za je katetra in/ali mozne
zaplete pri bolniku.

4. Snemite brizgo in prikljucek brezgle (kjer je to ustrezno).

5. Prikljucite cevje kompleta za injiciranje pod pritiskom na ustrezno podaljsevalno linijo
katetra v skladu s priporocili izdelovalca.

A Previdnostni ukrep: Ne presezite najvecjega tlaka 2068,4 kPa (300 psi) na
opremi za tlacni injektor, da zmanjsate tveganje za nedelovanje katetra in/ali
premika konice.

APrevidnostni ukrep: Ne presezite deset (10) injekcij ali najvecje priporocene
hitrosti pretoka katetra, kot je navedeno na oznaki izdelka in spoju luer na
katetru, da zmanjSate tveganje za nedelovanje katetra in/ali premika konice.
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p pod priti p jte ob prvem znaku
ekstravazacije ali deformacije katetra. Za ustrezen zdravstveni poseg
upostevajte pravila in postopke ustanove.

A Previdnostni ukrep: Pred injiciranjem pod pritiskom ogrejte kontrastno sredstvo
na telesno temp , da jsate tveganje za je katetra.
Previdnostni ukrep: Nastavitve tlache meje pri opremi za injektor morda ne
bodo preprecile uporabe prekomernega pritiska pri zamasenem ali delno
zamasenem katetru.

A Previdnostni ukrep: Uporabite ustrezen komplet cevja za dajanje zdravila med
katetrom in opremo tlacnega injektorja, da zmanjsate tveganje za nedelovanje
katetra.

A Previdnostni ukrep: Upostevajte posebna navodila za uporabo, kontraindikacije,
opozorila in previd ukrepe sredstva.

6. Injicirajte kontrastno sredstvo v skladu s pravili in postopki ustanove.

7. Svetlino katetra asepticno locite od opreme za tla¢ni injektor.

8. Svetlino katetra aspirirajte in nato izperite z 10-mililitrsko brizgo ali vecjo brizgo,
napolnjeno z obicajno sterilno fiziolosko raztopino.

9. Brizgo locite in jo nadomestite s sterilnim prikljuckom brez igle ali injekcijsko kapico
na podaljSevalni liniji katetra.

Navodila za odstranitev katetra:

1. Namestite pacienta, kot je Klinicno indicirano za zmanjsanje tveganja moznega
zratnega embolusa.

2. Odstranite obvezo.
3. Sprostite kateter in ga odstranite s pripomocka(ov) za pritrditev katetra.

Za strokovno literaturo glede ocene pacienta, usposabljanja zdravnikov, tehnik
vstavljanja in moznih zapletov, povezanih s tem posegom, glejte standardne
ucbenike in medicinsko literaturo ter spletno stran podjetja Arrow International LLC:
www.teleflex.com

Kopija teh navodil za uporabo v PDF-obliki je na voljo na www.teleflex.com/IFU

To je mesto za Povzetek o varnosti in klinicni ucinkovitosti za periferno vstavljeni centralni
kateter Arrow AGBA po uveljavitvi evropske podatkovne baze o medicinskih pripomockih/
Eudamed: https://ec.europa.eu/tools/eudamed

(e ste pacient/uporabnik/tretja oseba v Evropski uniji ali drzavi z enakovredno
ureditvijo (Uredba (EU) 2017/745 o medicinskih pripomotkih) in med uporabo ali
zaradi nje pride do resnega zapleta, o tem porocajte izdelovalcu in/ali njegovemu
pooblascenemu predstavniku ter svojemu pristojnemu  nacionalnemu organu.
Podatke za stik z nacionalnimi pristojnimi organi (kontaktne osebe za vigilanco) in
dodatne informacije lahko najdete na naslednjem spletnem mestu Evropske komisije:
https://ec.europa.eu/ h/ |-devi ts_en

Zagotovljene informacije za pacienta

Izpolnite mednarodno kartico o vsadku z ustreznimi informacijami. Izpolnjeno kartico predajte
pacientu skupaj s knjizico z informacijami za pacienta. Ce je bila knjiica z informacijami za
pacienta zavrzena, lahko prevedeno kopijo dobite na naslovu www.teleflex.com/IFU

Kvalitativne in kvantitativne informacije o materialih in
snoveh, katerim so lahko pacienti izpostavljeni:

4. Kateter pocasi vlecite vzporedno s kozo in ga tako od: Cemed od
katetra zacutite upor,

A Previdnostni ukrep: Katetra ne odstranite na silo, saj bi to lahko povzrocilo zlom
katetra in embolizacijo. Za kateter, ki se tezko odstrani, upostevajte politike in
postopke ustanove.

5. Pritiskajte neposredno na mesto odstranitve, dokler ne dosezete t

aplicirajte okluzivno obvezo na osnovi mazila.
AOpomrilo: Preostala pot katetra Se naprej predstavlja vstopno tocko za zrak,
dokler se to mesto ne epitelizira. Okluzivna obveza mora biti name$¢ena
najmanj 24 ur oziroma dokler ni videti, da je to mesto epitelizirano.
6. Dokumentirajte postopek odstranitve katetra v skladu s politikami in postopki ustanove,
vkljucno s potrditvijo, da je il kateter po celotni dolZini skupaj s konico od

% Material/snov Vloga/opombe
Ravnovesje Poliuretani Telo pripomocka
2,0-46% Bizmut oksiklorid Radioneprepustno sredstvo
e 0,1-0,5% Klorheksidin Aktivno protimikrobno sredstvo
<01% Barvla upo%oi’m(if;%:g(% ;ar/(::/fv&kl)
<0,1% Poli (metil metakrilat) Natisi

Slovar simbolov: Simboli so skladni s standardom 150 15223-1.

Nekateri simboli morda ne veljajo za ta izdelek. Za simbole, ki veljajo specificno za ta izdelek, glejte oznacevanje izdelka.
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Arrowg+ard Blue Advance Basingla Enjekte Edilebilir
Periferal Olarak Yerlestirilen Santral Kateter (PICC)

Uriin Tammi:
Arrowg-+ard Blue Advance kateterler, kateter govdesinde ve bileske gobegi burnunda
antimikrobiyal klorheksidin asetat kullanan bir dis yiizey muamelesi ve ayrica kateter

Kontrendikasyonlar:
Basingla Enjekte Edilebilir Arrowg-+ard Blue Advance antimikrobiyal/antitrombojenik
kateter su durumlarda kontrendikedir:

govdesi, bileske gobegi, uzatma hatti/hatlan ve uzatma hatti gobegi ic
liimene klorheksidin asetat ve klorheksidin baz ikrobiyal kombi dirilmesi
yoluyla islenmistir. Cesitli Fr. biiyiikliikleri ve kateter uzunluklanina uygulanan maksimum
toplam klorheksidin miktar 22,2 mg degerine kadar olabilir.

Klorheksidin Karakterizasyonu:

Klorheksidin, gram-poxzitif bakteriler, gram-negatif bakteriler ve mantarlar iizerinde
bakteriyostatik ve bakterisidal etkiler de dahil, genis bir antimikrobiyal aktivite
spektrumuna sahip olmasiyla karakterize olunur. Klorheksidinin bakteriyostatik mi
bakterisidal mi oldugu temel olarak ajanin k ve belirli izmalarin
duyarlihigina baghdir. Klorheksidinin (C,H,.CN, 0,), viicut yiizeyleri ve dokulan ile tutarl
pH seviyelerinde stabil oldugu gsterilmistir, ayni zamanda infiize kemoterapi veya diger IV
sivilaninin etkinlenmemesini saglamak icin daha dilsiik veya daha yiiksek pH seviyelerinde
de stabilite gostermeyi siirdirmektedi ayrica viriis ceketlerinde lipid
bilesen veya dis kisminda bir zarf iceren viriislere karsi etkili oldugu da gsterilmistir, fakat
bu dzellikler bu iiriin ile degerlendirilmemistir. Arrowg-+ard Blue Advance Teknolojisinin
kateterler iizerindeki bojenik etkisi kan intrensek ve ortak
yollarinda klorheksidinin trombin inhibisyonu islevi ve sonugta gecikmis pihtilasma cevabi
ve kateter yiizeyinde gecikmis trombus birikimi gibi gériinmektedir.

Klorheksidin katyonik bir bilesendir. Pozitif yiikli molekiilleri mikrobiyal yiizeylerde
bulunan negatif yiiklere kuvvetle cekilir. Gram-negatif bakterilerin dig membrani, gram-
pozitif bakterilerin hiicre duvan veya mayalarin sitoplazmik membrani bundan sonra
klorheksidinin hiicre yiizeyine adsorbe olmasinin neden oldugu artmis gegirgenlik sonucu
zayiflar. Klorheksidin, diisiik konsantrasyonlarda hiicreden diisiik molekiiler agirliklarla
karakterize maddelerin (yani fosfor ve potasyum iyonlan) salinmasina bagl bakteriyostatik
etkiler gosterir. Bu hasar bakteriyel hiicre islevini inhibe etmeye yeterlidir. Klorheksidinin
bakterisit aktivitesi daha yiiksek konsantrasyonlarda, proteinler ve niikleik asitlerin
presipitasyonuna yol acarak gerceklesir.

Klorheksidinin gastrointestinal kanaldan emilimi zayiftr. insan ve hayvan calismalaninda,
300 mg klorheksidinin agiz yoluyla al fan 30 dakika sonra ortalama plazma diizeyi
insanlarda 0,206 pg/q seklinde bir tepe deger gostermistir. Disan atilma temel olarak gaita
ile (yaklasik %90) olurken %1'inden azi idrarla atilmigtir. Klorheksidin cogu diger yabanci
maddeyle ayni sekilde metabolize olur. Cogunlugu metabolize olmadan atilacaktir.

Preklinik  biyouyumluluk calismalan  Arrowg+ard Blue Advance antimikrobiyal/
antitrombojenik kateterlerinden advers etkiler riskinin dikkate alinmayabilecek kadar
diisiik oldugu sonucunu desteklemektedir.

Kullanma Endikasyonlari:

Basingla enjekte edilebilir PICC, santral vendz sisteme intravendz tedavi, kan 6megi alma,
infiizyon ve kontrast maddelerin basingli enjeksiyonu agisindan kisa veya uzun donemli
periferal erisim icin endikedir ve santral vendz basing izlenmesini miimkiin kilar. Basingla
enjekte edilebilir PICCile kullanilan basingli enjektdr ekipmanin maksimum basinci 2068,4 kPa
(300 psi) degerini gecemez. Maksimum basingli enjeksiyon akis hizi araligi 4 mi/sn - 6 ml/sn
seklindedir. Basinglt enjeksiyon icin kullanilan belirli limen icin maksimum basingli enjeksiyon
akis hizi agisindan iiriine spesifik etiketlendirmeye bagvurun.

Kateter govdesinin dis yiizeyi ve aynca kateterin tim sivi yolunda Arrowg+ard Blue
Advance Teknolojisinin kateter yiizeylerinde mikrobiyal kolonizasyonu ve trombus

birikimini azaltmakta etkin oldugu ve bojenik
etkinlik in vitro ve in vivo test yontemleri kullanilarak degerl ir ve su anda bu test
yontemleriyle klinik sonug arasinda bir korel belirl istir. Mevcut enfeksiyonl.

veya ven amag
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. idine bilinen asin duyarligi olan f
« Amaglanan insersiyon damarinda veya kateter yolunda, cihazla ilgili enfeksiyon varliginda
«  Amaglanan insersiyon damarinda veya kateter yolunda tromboz varliginda

Asiri Duyarlilik Potansiyeli:

Bu kateterin kullaniminin faydalan herhangi bir olasi riske kars degerlendirilmelidir. Agin
duyarlilik reaksiyonlan antimikrobiyal kateterlerle bir endise konusudur ve ciddi ve hatta
yasam tehdit edici olabilirler.

Beklenen Klinik Faydalar:

St infiizyonu, kan dmekleme, ilag verme, santral vendz izleme de dahil tek ponksiyon
bolgesinden santral sirkiilasyon sistemine erisim elde etme becerisi ve kontrast madde
enjekte etme becerisi.

Preklinik Degerlendirmeler:

Arrowg-+ard Blue Advance Teknolojisinin dig yiizey icin in vitro ve in vivo calismalarda
30 giine kadar ve swvi yolu igin in vitro calismalarda 30 giine kadar gram pozitif ve gram
negatif bakteriler ve mayalarin kol azalttigi go

Aynica Arrowg+ard Blue Advance Teknolojisinin in vivo testlerde kateter yiizeylerinde
30 giine kadar trombus birikimini azalttigi da gosterilmistir. in vitro testler kateter
yiizeyinde trombosit adezyonunda ve kateter okliizyonunda azalma gostermistir.

A Genel Uyarilar ve Onlemler

Uyarilar:

1. Steril, Tek kullanimhk: Tekrar kullanmayin, tekrar isleme
sokmayin veya tekrar sterilize etmeyin. Cihazin tekrar
kullaniimasi 6liime neden olabilecek ciddi yaralanma ve/veya
enfeksiyon riski potansiyeli olusturur. Sadece tek kullanimlik
olmasi amaglanmis tibbi cihazlanin tekrar iglenmesi
performans azalmasi veya islevsellik kaybiyla sonuglanabilir.
Kullanmadan 6nce tiim prospektiisteki uyarilari, 6nlemleri
ve talimati okuyun. Aksi halde hastanin ciddi sekilde zarar
gormesine veya 6liimiine neden olunabilir.

N

Kateter yerlestirildikten sonra kateterle ilgili advers reaksiyonlar
olusursa kateteri hemen gikarin.

Not: Advers reaksiyon olusursa kateter antimikrobiyal ajanlarina karsi alerjiyi
dogrulamak i¢in hassasiyet testi yapin.

Kateteri sag atriyum veya sag ventrikiile yerlestirmeyin/
ilerletmeyin veya buralarda kalmasina izin vermeyin.
Kateter ucu, Superior Vena Kavanin alt lgte birlik kismina
ilerletilmelidir. Kateter ucunun konumu, kurum politikasi ve
islemleri uyarinca onaylanmalidir.

Klinisyenler kilavuz telin dolasim sisteminde implante edilmis
herhangi bir cihaz tarafindan tutulmasi potansiyelinden
haberdar olmalidir. Hastada bir dolasim sistemi implanti varsa
kateter isleminin kilavuz tel yakal riskini Itmak
izere dogrudan goriintiileme altinda yapilmasi onerilir.

w

o

Kilavuz tel, doku dilatorii Gzerinden soyularak agilan kihf
veya doku dilatoriinii ilk yerlestirirken asin gli¢ kullanmayin
clinkii venospazm, damar perforasyonu, kanama veya
bilesen hasarina neden olabilir.



7. Kilavuz telin sag kalbe ge¢mesi disritmiler, sag dal demet 4. Kateter insersiyon bolgesinde kullanilan bazi dezenfektanlar
blogu ve bir damar, atriyum veya ventrikiil duvarinin kateter materyalini zayiflatabilen solventler igerir. Alkol,
perforasyonuna neden olabilir. aseton ve polietilen glikol poliiiretan materyallerin yapisini

8. Kateter veya kilavuz teli yerlestirirken veya cikarirken agin zayiflatabilir. Bu ajanlar ayrica kateter stabilizasyon cihazi ile

. A cilt arasindaki yapiskan bagi zayiflatabilir.
gli¢ uygulamayin. Asin gii¢ bilesen hasari veya kirilmasina N ull
neden olabilir. Hasardan siipheleniliyorsa veya geri cekme * Kateter yu"zeylrlc'le aseton kullanmayin.
kolayca yapilamiyorsa radyografik gériintileme elde * Kateter yiizeyini batirmak icin alkol kullanmayin veya
edilmeli ve ek konsiiltasyon istenmelidir. kateter agikhgini tekrar olusturmak veya bir enfeksiyonu
N - " onleme yolu olarak kateter liimeninde alkol kalmasina
9. Kateter basarisizligi ve/veya hastayla ilgili komplikasyonlarin

riskini azaltmak Uzere basingli enjeksiyon igin sadece
“Pressure Injectable” (Basingla Enjeksiyon Yapilabilir) etiketli
liimeni/limenleri kullanin. Basingh enjeksiyon bilgileri icin
Arrow Basingh Enjeksiyon Bilgi etiketine basvurun.

10.Kateteri kesme veya zarar verme veya kateter akisini bozma

riskini azaltmak igin dogrudan kateter gdvdesinin veya
uzatma hatlarinin dis ¢capina herhangi bir sey sabitlemeyin,
zimbalamayin ve/veya siitiirlemeyin. Sadece belirtilen
stabilizasyon konumlarinda sabitleyin.

11.Vaskiler erisim cihazina veya vene hava girmesine izin

verilirse hava embolisi olusabilir. Agik igneler, kiliflar
veya kapaksiz, klemplenmemis kateterleri santral venéz
ponksiyon bélgesinde birakmayin. Yanliglikla ayirmaya karsi
korumak lizere herhangi bir vaskiiler erisim cihaziyla sadece
sikica takilmis Luer-Lock baglantilar kullanin.

12.Klinisyenler kayan klemplerin istenmeden ¢ikarilabileceginin

13.Klinisyenler asagidakiler dahil

farkinda olmalidir.

ama verilenlerle simirh
olmamak (izere PICC kullamimini sinirlayabilecek klinik

izin vermeyin.
« Insersiyon bélgesinde polietilen glikol iceren merhemler
kullanmayin.
* Yiiksek alkol konsantrasyonlarina
inflizyonunu yaparken dikkatli olun.
* Pansumani uygulamadan o6nce insersiyon bdlgesinin
tamamen kurumasini bekleyin.
Basingh enjeksiyon oncesi dahil olmak tizere kullanimdan
once kateterin agik oldugundan emin olun. intraluminal
kacak veya kateter riiptiirii riskini azaltmak tizere 10 ml'den
kiigiik siringalar kullanmayin. Elektrikli enjektor ekipmani,
tikali veya kismen tikali bir kateterde fazla basing olusmasini
onlemeyebilir.

sahip ilaglarin

6. Uygun kateter ucu pozisyonunu devam ettirmek tizere islem

boyunca kateter manipiilasyonunu en aza indirin.

Kitler/Setler bu kullanma talimatinda ayrintilari verilen tiim
aksesuar bilesenleri icermeyebilir. isleme baglamadan 6nce

ayri bilesen(ler) icin talimata asina hale gelin.

durumlardan haberdar olmalidir: P L . .
Onerilen Bir Iglem: Steril teknik kullanin.

¢ dermatit ¢ kontraktirler K L

* insersiyon bélgesinde o mastektomi Ponksiyon Bplggsnry Haz.lrl.ama?:
veya etrafinda seliilit o AVfistiil icin olast kullanim 1. Uyqun antiseptik ajanla cildi temizleyerek hazirlaym.
ve yaniklar 2. Ponksiyon bdlgesini ortiin.

* Gncekiipsilateral ventz 3. Kurumsal politikalar ve islemlere gére lokal anestezik uygulayin.
tromboz

4. igneyiatin.

SharpsAway Il Kilitlenen Atik Kabi (saglanmigsa):

SharpsAway Il Kilitlenen Atik Kabr ignelerin (15 Ga. - 30 Ga.) atilmas icin kullanilir.
14. Klinisyenler PICC'lerle iligkili agsagida verilen, ancak bunlarla «  Tekelli bir teknik kullanarak igneleri atik kabi deliklerine sikica itin (bkz. Sekil 1).

;In""l olma}(an Ikonr.lpIikasyonlardan/istenmeyen yan etkilerden « Atk kabina yerlestirilen igneler yeniden kullanilamayacak sekilde otomatik olarak
aberdar olmalidir: yerlerinde giivenceye alinir.

¢ insersiyon bolgesi veya
etrafinda radyasyon
tedavisi

*  damar,atriyum veya * tromboz ) /A\ Onlem: SharpsAway Il Kilitlenen Atik Kabina yerlestirilmis igneleri gikarmaya
ventrikiil perforasyonuna istemeden arteriyel Bu igneler yerlerinde giivenceye stir, igneler atik kabind:
. ponksiyon ) Kk gkartildiklarinda hasar garebilirl
sekonder kardiyak * sinir yaralanmasi/hasari
tamponad e hematom Sagl bir kopiik Sk sistemi, kull fan sonra igneleri kopiik icine

itme yoluyla kullanilabilir.

/A\ Onlem: igneleri, képiik SharpsA ine yerles
kullanmayin. ignenin ucuna partikiilat madde yapisabilir.

¢ kanama/hemoraji

o fibrin kilifi olusumu

* kateter embolisi o cikis bolgesi enfeksiyonu
e damar erozyonu

¢ kateter ucu malpozisyonu

¢ hava embolisi
sonra tekrar

o kateter okliizyonu Kateteri Hazirlama:

e bakteriyemi « disritmiler VIPS Stilesinin (saglanan durumda) hazirlanmasiyla ilgili ek talimat icin Arrow VPS kullanma
o o talimatina bagvurun. TipTracker Stilesinin (saglanan durumda) hazirlanmasiyla ilgili ek
* septisemi * sliperior vena kava talimatigin Arrow VPS Rhythm Cihazi Kullanici Kilavuzuna bagvurun.
sendromu ) X

* ekstravazasyon o flebit Gerekirse Kateteri Kirpma:

¢ tromboflebit o anafilaksi /N Uyan: Uyumlu olma);(e:n ilaglarlln k:rln§u gikis portlarindan  infiizyonu
Py resipitasyon ve/veya okliizyona yol acabilir.
Onlemler: presiplasy yaciffayona yotag

Kontaminasyon korumasini geri cekin.

6. Hastanin beden biiyiikliiiinii ve istenilen insersiyon noktasini dikkate alarak, kateter
govdesi isaretlerini kull k suretiyle kateteri istenilen
uzunlukta kirpmn.

1. Kateteri talimat verilen sekiller disinda modifiye etmeyin.
Kilavuz tel veya baska herhangi bir kit/set bilesenini
insersiyon, kullanim veya ¢ikarma sirasinda modifiye etmeyin.

2. islem anatomik yer isaretleri, giivenli teknik ve potansiyel o i L .

komplikasyonlar konusunda deneyimli bir egitimli personel Yan port konektorii ve yerlestirme telinin saglandigi durumlarda 7. ve 8.
tarafindan gergeklestirilmelidir. adimlar izleyin.

Cihazlarin giivenli bicimde atilmasi da dahil, tiim islemler iin 7. Yerlestirme telini septum icinden geri gekerek, teli kateter kesi konumunun minimum
standart 6nlemleri alin ve kurum politikalarina uyun. 4 cm gerisine geri cekin (bkz. Sekil 2).

w



Tel ucu Kirpilacak kateter
l I“ uzunlugu —>|
Tel 4 cm (min) Kateter ucu f
geri ¢ekilmis

Sekil2

8. Yerlestirme sirasinda yerlestirme telinin kateterin distal ucundan ¢ikmasi riskini
minimuma indirmek iizere yerlestirme telinin proksimal ucunu yan port konektdriinde
biikiin (bkz. Sekil 3).

A Uyar:
Kateter Kirpiai (saglanmigsa):
Kateter kirpici bir kez kullanilan bir kirpma cihazidir.

telini

«  Kateteri kirpicidaki delige istenen kesme konumuna kadar yerlestirin.
«  Kateteri kesmek igin bicagi bastinn.
NOT: Kateteri keserken direncin olasi nedeni yeterli geri cekilmemis yerlestirme telidir.
teli geri cekil kateteri kull
9. Kirpma cihazini (saglanmigsa) kullanarak kateteri kiint bir u¢ devam ettirmek iizere
diiz karstya kesin (kateter capraz kesitine 90°).

A Uyan: Kateteri kirparken yerlestirme teli hasari, tel parcasi olusmasi veya emboli
riskini azaltmak icin yerlestirme telini kesmeyin.

10. Kesili yiizeyi temiz kesi ve sokiik materyal olmamasi agisindan inceleyin.

Aﬁnlem: Kirptiktan sonra kesili kateter segmentinde tel bulunmadigini kontrol
edin. Yerlestirme telinin kesilmis veya hasar gormiis oldugu seklinde herhangi
bir bulgu varsa kateter ve yerlestirme teli kullamlmamalidir.

Kateterden Sivi Gegirin:

1. Liimen(ler)i hazirlamak ve agikhigi saglamak iizere her limenden enjeksiyonluk steril
normal salin gegirin.

12. Liimen(ler) icinde salin olacak sekilde uzatma hattina/hatlarina klempleyin veya Luer-
Lock konektdrii/konektdrleri takin.

AUyan: Yerlestirme teli kateter iginde

1 bikiil

teli

Arrow Advancer (saglanmissa):

Arrow Advancer, kilavuz teli bir igne icine ilk yerlestirmek icin kullanilir.

«  Basparmag kullanarak kilavuz tel ucunu geri gekin. Arrow Advancer ucunu - kilavuz
tel geri gekilmis olarak - introduser igneye yerlestirin (bkz. Sekil 4).

16. Kilavuz teli introduser igneye ilerletin.

A Uyan: Kilavuz telin sert ucunu damar igine yerlestirmeyin giinkii damar hasarina
neden olabilir.

17. Bagparmagi kaldirin ve Arrow Advancer' introduser igneden yaklasik 4 - 8 cm uzaga
cekin. Bagparmagi Arrow Advancer iizerine indirin ve kilavuz teli sikica tutarken
kilavuz teli daha fazla ilerletmek iizere tertibati igne icine itin. Kilavuz tel istenen
derinlige erisinceye kadar devam edin.

Aﬁnlem: Kilavuz teli daima sikica tutmaya devam edin. Tutma amaciyla yeterli
kilavuz tel uzunlugunu agikta kalmis olarak devam ettirin. Kontrol edilmeyen
bir kilavuz tel, tel embolisine neden olabilir.

AUyarl: Kilavuz telde olasi ayrilma veya hasar gdrme riskini azaltmak iizere
kilavuz teli ignenin egimli kismi iizerine geri cekmeyin.

18. Introduser igneyi (veya kateteri) kilavuz teli yerinde tutarken gikarin.

Kateter insersiyonu:

VPS Stilesini (saglanan durumda) kullanilarak yerlestirme hakkinda ek talimaticin Arrow VPS
kullanma talimatina bagvurun. TipTracker Stilesi (saglanan durumda) yardimiyla insersiyon
ile ilgili ek talimat icin Arrow VPS Rhythm Cihazi Kullanici Kilavuzuna basvurun.

Soyularak Agilan Kilif yardimiyla insersiyon:

19. Dilatdriin konumunda ve kilif gobegine kilitli oldugundan emin olun.
20.
21.

S s

Soyularak ailan kilif/dilator tertibatini kilavuz tel iizerinden gegirin.

Cilt yakinindan tutarak, soyularak agilan kilif/dilator tertibatini kilavuz tel iizerinden,
hafif bir biikme hareketiyle, damara girmeye yetecek derinlige ilerletin.

2.

N

Gerekirse kiitandz ponksiyon bdlgesini, bistiirinin kesici ucu kilavuz telden uzaga
dogru konumlandirilmis olarak biiyiitiin.

A Uyan: Uzunlugunu degistirmek iizere kilavuz teli kesmeyin.
A Uyan: Kilavuz teli bistiiriyle kesmeyin.

riskini azaltmak iizere uzatma hattini klemplemeyin.
AUyan BI|E§e" hasan r|sk|n| azaltmak icin uzatma hattini, uzatma hatti

Baslangi¢ Venoz Erisim Elde Etme:
13. Turnikeyi uygulayin ve steril eldivenleri degistirin.

Ekojenik igne (saglanmigsa):

Bir ekojenik igne, kateter yerlestirmeyi kolaylastirmak amaciyla kilavuz telin lk yerlegtirilmesi
icin vaskiiler sisteme erisim saglamak iizere kullanilir. Igne ucu Klinisyenin damara ultrason
altinda ponksiyon yaparken tam igne ucu konumunu tanimlamasi iin yaklasik 1cm boyunca
daha kolay goriilecek hale getirilmistir.

Korumali igne/Giivenlik ignesi (saglanmigsa):
Bir korumali igne/giivenlik ignesi iireticinin kullanma

gore |

« Bistiirinin kesici ucunu kilavuz telden uzaga dogru konumlandirin.
. diginda kesici madde riskini azaltmak iizere bistiirini
giivenlik ve/veya kilitleme ozelligini (saglanmigsa) etkinlestirin.
Aﬁnlem: Kilif ucunun zarar gormesi riskini azaltmak icin kilif iyice damarin iginde
oluncaya kadar dilatdrii geri cekmeyin.

A Onlem: Kilifin gbek ucunda kilavuz teli sikica tutmaya yetecek kadar kilavuz tel
uzunlugu agikta kalmahdir.

23. Soyularak agllan kilif yerlesimini kilifi yerinde tutarak, dilator gdbegini kilif
gobeginden serbest birakmak igin dilator gobegini saat yoniiniin tersine biikerek ve
kilavuz tel ve dilatdrii kan akisina izin vermeye yetecek kadar geri cekerek kontrol edin.

24. Kilifi yerinde tutarken kilavuz tel ve dilatorii bir tinite olarak cikarin (bkz. Sekil 5).

AUyarl: Olasi kinlma riskini azaltmak iizere kilavuz tel iizerine gereksiz gii¢
uygulamayin.

AUyarl Doku dilatériinii kaha bir kateter olarak yerinde birakmaymn. Doku

14. Introduser igneyi veya kateteri/igneyi vene yerlestirin.

Aﬁnlem: Kateter embolisi riskini azaltmak icin igneyi introduser katetere
(saglanmigsa) tekrar yerlestirmeyin.

15.  Pulsatil olmayan akis kontrolii yapin.
A Uyani: Pulsatil aki genellikle istenmedik arteriyel ponksiyona isaret eder.
A Onlem: Venoz erisime isaret etmek iizere kan aspirati rengine giivenmeyin.

33 veya 45 cm Kilavuz Tel (Erisim Teli) insersiyonu Yapin:
Kilavuz tel:

Kitler/Setler cesitli kilavuz teller ile saglanir. Kilavuz teller,
spesifik insersiyon teknikleri icin farkl caplar, uzunluklar

ve ug konfigiirasyonlarinda saglanur. Fiili insersiyon islemini
baslatmadan o6nce segilen spesifik teknikle kullanilacak
kilavuz tele/tellere asina hale gelin.

ii yerinde birakma hastayi olasi damar duvan perforasyonu agisindan
risk altina sokar.

25. Dilatdr ve kilavuz tel gikanlinca hava girme riskini azaltmak iizere kilif ucunu hizla
okliide edin.

A Uyari: Agik dilatdrleri veya kiliflari, venoz ponksiyon bolgesinde kapaksiz olarak
birakmayin. Bir santral vendz erisim cihazi veya vene hava girmesine izin
verilirse hava embolisi olusabilir.

26. Tiim kilavuz telin ¢ikanldiginda saglam oldugunu dogrulayin.

27. k gl geri gekin.

80 veya 130 cm kilavuz tel (saglanan durumda) kullanarak floroskopi

altinda insersiyon:

o Kilavuz teli yerlestirme icin enjeksiyonluk steril normal salinle islatarak hazirlayin.
Kilavuz telin hastaya/katetere yerlestirilinceye kadar kaygan kalmasini saglaymn.
Baslangic vendz erisim elde etmek icin goriintii kilavuzlugu veya floroskopi kullanilir;
80 veya 130 cm kilavuz tel ile kateter yerlestirmek floroskopi altinda yapilir.

«  Soyularak agilan kilif iginden insersiyon:




« 80 cm kilavuz tel kullaniliyorsa kilavuz teli distal limen icine kilavuz telin yumusak
ucu kateterin ucu 6tesine uzanincaya kadar yerlestirin. Kilavuz tel/kateteri bir inite
olarak soyularak agilan kilif iginden, kilavuz telin distal ug pozisyonunu muhafaza
ederken son kalici pozisyonuna ilerletin.

130 cm kilavuz tel kullaniliyorsa kilavuz telin yumusak ucunu soyularak agilan kilif
icinden istenen derinlige kadar yerlestirin. Kateteri kilavuz tel iizerinden gegirin ve
kateteri goriintii kilavuzlugu veya floroskopi yardimiyla kilavuz tel iizerinden son
kalici pozisyonunailerletin.

« Kateteri ilerletirken direncle karsilasilirsa kateteri geri cekin ve/veya ilerletirken

yavagca sivi gegirin.

AUyan: Kilavuz telin sag kalbe gegmesi disritmiler veya damar, atriyum veya
ventrikiil duvarinin perforasyonuna neden olabilir.

Aﬁnlem: Kilavuz teli daima sikica tutmaya devam edin. Tutma amaayla yeterli
kilavuz tel uzunlugunu agikta kalmis olarak devam ettirin. Kontrol edilmeyen
bir kilavuz tel, kilavuz tel embolisine neden olabilir.

Yerlestirme teli (saglanmissa) kullanarak yerlestirme:

«  Kateteri soyularak aglan kilif icinden son kalici pozisyonuna yerlestirin. Direngle
karsilasilirsa kateteri geri cekin ve/veya ilerletirken hafifce sivi gegirin.

2.

I3

Kilif gobedi ve kilifin bagli kismi, ven ponksiyon bolgesinden serbest kalincaya kadar,
soyularak agilan kilifi kateter izerinden geri cekin. Soyularak agilan kilifin gikintilarini
tutun ve bir yandan damardan geri gekerken, dte yandan kilifi tiim uzunlugu boyunca
ikiye ayrilincaya kadar kateterden cekerek uzaklastinin (bkz. Sekil 6).

Onlem: Kilifi evre dokuyu agip kateter ile dermis arasinda bir agiklik olusturaca
/A\ Gnlem: Kilifi cevre dok ki led da bir agiklik ol k
sekilde insersiyon bdlgesinde yirtmaktan kaginin.

29.

=3

Kilif gikarma sirasinda kateter yer degistirdiyse kateteri son kalici pozisyonuna tekrar
ilerletin.

30.

S

Yerlestirme teli veya kilavuz teli gikarin. Kilavuz teller ¢ikanldiginda saglam olduklarini

daima dogrulayin.

A Uyan: Yerlestirme telini ve yan port konektoriinii bir iinite olarak ¢karin.
Aksi halde tel kinlmasiyla sonuglanabilir.

A Uyari: Kisa (33 - 45 cm) kilavuz teli bir sertlestirme cihazi olarak kullanmayin.

31. Yerlestirme teli veya kilavuz teli glkarmakta zorluk mevcutsa kateter ve tel bir tinite
olarak gikaniimalidir.

AUyan: Olasi kinlma riskini azaltmak amaayla yerlestirme teli veya kilavuz tel
iizerine gereksiz giig uygulamayin.

Kateter insersiyonunu Tamamlama:

32. Liimen agikhgint her uzatma hattina bir siringa takarak ve venoz kanin serbestce aktigi
gozleninceye kadar aspirasyon yaparak kontrol edin.

33. Kateterden kani tamamen gidermek iizere limen(ler)den sivi gegirin.

34. Tiim uzatma hattini/hatlanini uygun Luer-Lock konektor(ler)e gerektigi sekilde takin.
Kullanilmayan port(lar), Luer-Lock konektdr(ler) iginden standart kurumsal politikalar
ve islemler kullanilarak “kilitlenebilir”.

«  Hat ve Luer-Lock konektdr degisiklikleri sirasinda her liimen icinden akisi okliide
etmek iizere uzatma hattinda/hatlarinda klemp(ler) saglanmistir.

A Uyari: Liimen iginden infiizyondan dnce asin basing nedeniyle uzatma hattinin

hasar gormesi riskini azaltmak amaayla klempi agin.

=

g

Kateteri Sabitleme:
35. Kateteri sabitlemek igin bir kateter stabili
tutturucu kullanin (saglanmigsa).
« Kateter gobedini primer sabitleme bdlgesi olarak kullanin.
« Gerektiginde sekonder sabitleme bdlgesi olarak kateter klempi ve tutturucu kullanin.
Aﬁnlem: Uygun kateter ucu pozisyonunu devam ettirmek iizere islem boyunca
kateter manipiilasyonunu en aza indirin.

chaz ve/veya kateter klempi ve

Kateter Stabilizasyon Cihazi (saglanmissa):
Kateter stabilizasyon cihaz, iireticinin kullanma

la uygun olarak kull

Kateter Klempi ve Tutturucu (saglanmigsa):
Kateter stabilizasyonu icin kateter gobegi disinda ek bir sabitleme bdlgesi gerektiginde
kateteri sabitlemek icin bir kateter klempi ve tutturucu kullanilir.
Uyan: Kateter klempi ve tutturucuyu kilavuz tel veya yerlestirme teli
¢ikarilincaya kadar takmayin.

o Yerlegtirme teli veya kilavuz tel gkanlip gerekli hatlar baglandiktan veya kilitlendikten
sonra, uygun sabitlemeyi muhafaza edebilmek icin kateter yiizeyinin nemli olmadigindan
emin olarak, kauguk klemp kanatlarini agin ve kateter govdesi iizerinde konumlandirin.

o Serttutturucuyu kateter klempine tiklatarak oturtun.

o Kateter klempi ve tutturucuyu hastaya kateter stabilizasyon cihazi veya zimba ya da siitiir
koyma yoluyla bir iinite olarak sabitleyin. Kateter yer degistirmesi riskini azaltmak icin
hem kateter klempi hem tutturucunun sabitlenmesi gerekir (bakiniz Sekil 7).

36. Pansumani direticinin talimatina gore uygulamadan dnce insersiyon bélgesinin kuru
oldugundan emin olun.

37. Kateter ucunun yerlesimini kurumsal politikalar ve islemlerle uyumlu olarak
degerlendirin.

38. Kateter ucunun konumu yanligsa durumu degerlendirin ve kurumsal politikalar ve
islemlere gare kateteri tekrar konumlandirin veya degistirin.

Bakim:

Pansuman:

Kurumsal politikalar, islemler ve uygulama kilavuz ilkelerine gdre pansuman yapin.
Biitiinliik bozulursa (Grnegin pansuman nemlenirse, kirlenirse, gevserse veya artik okliiziv
degilse) hemen degistirin.

Kateter Agiklign:

Kateter aikligini kurumsal politikalar, islemler ve uygulama kilavuz ilkelerine gdre devam
ettirin. PICC'leri olan hastalara bakan tiim personel kateterin durma siiresini uzatmak ve
yaralanmayi 6nlemek icin etkin yonetim konusunda bilgili olmalidir.

Basingli enjeksiyon Talimati - Steril teknik kullanin.

1. Herbasingli enjeksiyondan dnce kateter ucu pozisyonunu dogrulamak igin bir goriintii
elde edin.

Aﬁnlem: Basingli enjeksiyon islemleri giivenli teknik ve olasi komplikasyonlara
asina vasifli bir personel tarafindan yapilmalidir.

2. Basingli enjeksiyon icin liimeni belirleyin.

3. Kateteragikhini kontrol edin:

- Steril normal salinle doldurulmus 10 ml sinnga takin.
« Kateteri yeterli kan dondisii igin aspire edin.
«  Kateterden kuvvetle sivi gegirin.

AUyan: Kateter basanisizZhg ve/veya hastayla ilgili komplikasyonlarin riskini en
aza indirmek iizere basingh once kateter liimenlerinin her birinin
agikhgini saglayin.

4. Sinngayi ve ignesiz konektorii (gecerli olan durumda) ayirn.

5. Basingli enjeksiyon uygulama seti tiipiini direticinin onerisine gdre ateterin uygun
uzatma hattina takin.

Onlem: Kateter basanisizligi ve/veya ucun yerinden oynamasi riskini azaltmak icin
elektrikli enjektor ekipmanda 2068,4 kPa (300 psi) maksimum basina gegmeyin.

Aﬁnlem: Kateter basansizligi ve/veya ucun yerinden oynamasi riskini en
aza indirmek iin on (10) enjeksiyonu veya iiriin etiketinde ve kateter Luer
gobeginde yer alan kateterin maksimum dnerilen akis hizin gegmeyin.

Uyart: Ek veya kateter def bulgusu goriiliir goriilmez
basingli enjeksiyonlari sonlandirin. Uygun tibbi girisim icin kurum politikalarina
ve prosediirlerine uyun.

Onlem: Kateter basarisizligi riskini en aza indirmek igin basinghi enjeksiyondan
once kontrast maddeyi viicut sicakhgina isitin.

Aﬁnlem: Enjektor ekipmanindaki basing limiti ayarlan tikali veya kismen tikali bir
k e fazla basing olus I bili

Aﬁnlem: Kateter bagansizhigi riskini en aza indirmek icin kateter ve basingh
enjektor ekipmani arasinda uygun uygulama seti tiipii kullanin.
Onlem: Kontrast madde iireticisinin belirtilen kullanma
kontrendikasyonlar, uyanlar ve 6nlemlerini izleyin.

6. Kurum politikalari ve prosediirlerine uygun olarak kontrast madde enjeksiyonu yapin.

7. Kateter limenini aseptik yontem kullanarak basing enjektdrii ekipmanindan ayirin.

8. Aspire edin, sonra kateter limeninden steril normal salinle doldurulmus 10 ml veya
daha bilyiik siingayla sivi gegirin.

9. Sinngay! ayinn ve yerine steril ignesiz konektdr veya kateter uzatma hattinda steril
enjeksiyon kapagi takin.

talimati,

Kateter Cikarma Talimati:
1. Hastaya potansiyel hava embolisi riskini azaltmak iizere klinik olarak endike oldugu
sekilde pozisyon verin.



2. Pansumani gikarin.

3. Kateteri serbest birakin ve kateter sabitleme cihazindan/cihazlarindan gikarin.

4. Kateteri yavasca cilde paralel olarak cekerek cikarin. Kateteri gkarirken direncle
kargilagilirsa

A Onlem: Kateter zorla gikanimamalidir, yoksa kateter kinlmasi ve embolizasyona
yol acabilir. Clkarmasi zor kateter icin kurumsal politikalar ve islemleri izleyin.

5. Hemostaz elde edilinceye kadar bdlgeye dogrudan basing ve sonrasinda merhem
tabanli okliiziv pansuman uygulayin.

A Uyan: Bolgede epiteliyalizasyon olusuncaya kadar kalan kateter kanali bir hava
giris noktas olmaya devam eder. Okliiziv pansuman en az 24 saat veya bdlgede
epiteliyalizasyon olusmus gibi goriiniinceye kadar yerinde kalmalidir.

6. Kateter ¢ikarma islemini tiim kateter uzunlugu ve ucunun gikarildiginin dogrulanmasi
dahil kurumsal politikalar ve islemlere gdre belgelendirin.

Hasta degerlendirmesi, klinik egitim, insersiyon teknigi ve bu islemle iliskili
potansiyel komplikasyonlar agisindan referans literatiir igin standart kitaplar, tibbi
literatiir ve Arrow International LLC web sitesine bakiniz: www.teleflex.com

Bu kullanma talimatinin pdf kopyasi www.teleflex.com/IFU adresinde mevcuttur.

Bu, TibbiCihazlarAvrup: ‘Eudamed'in(https://¢

kullanima agiimasindan sonra “Arrow AGBA PICC”
(SSCP) belgesinin konumudur.

.europa.
Giivenlik ve Klinik Performans Ozeti

Avrupa Birliginde ve aymi diizenleyici rejime (Tibbi Cihazlarla ilgili 2017/745/EU
Sayili Diizenleme) tabi olan iilkelerde hasta/kullamia/iigiincii taraflar igin; bu cihazin
kullanimi sirasinda veya kullaniminin sonucu olarak ciddi bir olay ortaya ¢kmissa

Sembol Sozliigii: Semboller IS0 152231 ile uyumludur.

liitfen bu durumu iireticiye ve/veya yetkili temsilcisine ve ilkenizdeki ilgili makama
bildirin. Ulusal yetkin makamlann (Teyakkuz irtibat Noktalan) irtibat bilgileri
ve daha fazla bilgi asagida verilen Avrupa Komisyonu web sitesinde bulunabilir:

e ) dior g ts_en

https://ec.europa.eu/g y

Saglanan Hasta Bilgilendirmesi

Uluslararasi Implant Kartim uygun bilgilerle doldurun. Doldurulan karti Hasta
Bilgilendirme Kitapgigi ile birlikte hastaya verin. Hasta Bilgilendirme Kitapgigi atilmigsa,
www.teleflex.com/IFU adresinden terciime edilmis bir kopyasi temin edilebilir.

Hastalarin maruz kalabilecedi materyaller ve maddelerle ilgili
kalitatif ve kantitatif bilgiler:

% Materyal/Madde Gorev/Notlar
Kalan Poliiiretanlar Cihaz govdesi
9%2,0-%4,6 Bizmut Oksikloriir Radyopasite Ajani

%0,1-%0,5 Klorheksidin Etkin Antimikrobiyal Ajan

FDA 21CFR Muafiyeti (Tibbi Cihaz

<%0,1 Kullanimi Icin Giivenlidir)

Renklendiriciler

<%0,1 Poli (Metil Metakrilat) Baski

Bazi semboller bu iriin igin gegerli olmayabilir. Ozel olarak bu iriin igin gegerli semboller igin iiriin etiketine basvurun.

A - Uﬂ & !’ [STERLETEO
. - Kullanma Tibbi madde Tekrar Tekrar sterilize Etilen oksit ile Iginde koruyucu ambalajiceren
Dikkat Tibbi cihaz " - . A g
talimatina bakiniz ierir kullanmayin etmeyin sterilize edilmigtir tekli steril bariyer sistemi
e L 25°C
——~ 77°F)
K|« | ® | w& | {7 |[REF|/|LoT
" 25°C(77°F) altinda
o " . Dogal kauguk o (o o
Teklisteril bariyer | Giinesisigindan Paket hasarliysa saklaymn. 30°C (86 °F) Son kullanma
- Kuru tutun lateksle AT Katalog numarasi | Lot numarasi L
sistemi uzak tutun kullanmayn iizerindeki agin tarihi
yapiimamigtir
sicaktan kaginin
M @ @ Arrow, Arrow logosu, Arrowg-+ard Blue Advance, SharpsAway, Teleflex, Teleflex logosu,
TipTracker, VPS, ve VPS Rhythm, Teleflex Incorporated veya yan kuruluslarinin ABD'de ve/veya
L o _ ) diger iilkelerde ticari markalari veya tescilli ticari markalanidir. © 2021 Teleflex Incorporated.
Uretici Uretim tarihi Ithalatg) Firma Her hakki saklidir.
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