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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 22.2 mg.

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 (C,H,,C.N. 0,) 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 nucleic acids.

Chlorhexidine s poorly absorbed from the gastrointestinal tract. In human and animal
studies, the average plasma level peaked at 0.206 jg/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.

Intended Purpose:

A Peripherally Inserted Central Catheter is intended to provide long-term (>30 days)
venous access to the central circulation.

The Arrowg+ard Blue Advance technology is intended to provide catheter surface
protection against microbial c and thrombus acc

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. 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.

Patient Target Group:

Intended to be used in patients with anatomy suitable for use with the device.

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.

MRI Safety Information:
The PICCis MR Safe.

@ Contains Hazardous Substance:

Comp factured using S Steel can contain
> 0.1% weight by weight of Cobalt (CAS # 7440-48-4) which
is considered a category 1B CMR (Carcinogenic, mutagenic
or toxic to reproduction) substance. The amount of Cobalt
in the Stainl Steel comp has been | d and
considering the intended purpose and toxicological profile
of the devices there is no biological safety risk to patients
when using the devices as instructed within this IFU.




A G I Warni dP ti 14.Clinicians must be aware of complications/undesirable side-
eneral Warnings and Frecautions effects associated with PICCs including, but not limited to:

Warnings: .
1. Sterile, Single use: Do not reuse, reprocess or resterilize.
Reuse of device creates a potential risk of serious injury

cardiac tamponade ¢ inadvertent arterial

secondary to vessel, puncture g
atrial, or ventricular nerve injury/damage

and/or infection which may lead to death. Reprocessing of k e hematoma

medical devices intended for single use only may result in perforation o bleeding/hemorrhage

degraded performance or a loss of functionality. e airembolism o fibrin sheath formation
2. Read all package insert warnings, precautions and e catheter embolism * exit site infection

instructions prior to use. Failure to do so may result in severe . * vessel erosion

N L e catheter occlusion N "

patient injury or death. ] e catheter tip malposition
3. Remove catheter immediately if catheter-related adverse * bacteremia e dysrhythmias

reactions occur after catheter placement. * septicemia e SVCsyndrome

Note: Perform sensitivity testing to confirm allergy to catheter antimicrobial agents e extravasation * phlebitis

y . * venous

if adverse reaction occurs. o thrombophlebitis thromboembolism
4. Do not place/advance catheter into or allow it to remain in o thrombosis o anaphylaxis

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.

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.
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.

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.

6. Do not use excessive force when introducing guidewire, 4. If the package is damaged or unintentionally opened before

peel-away sheath over tissue dilator, or tissue dilator as
this can lead to venospasm, vessel perforation, bleeding, or
component damage.

7. Passage of guidewire into the right heart can cause

dysrhythmias, right bundle branch block, and a perforation
of vessel, atrial or ventricular wall.

use do not use the device. Dispose of the device.

5. Storage conditions for these devices require that they are

kept dry and out of direct sunlight.

Some disinfectants used at catheter insertion site contain
solvents which can weaken the catheter material. Alcohol,
acetone, and polyethylene glycol can weaken the structure

) . ) . of polyurethane materials. These agents may also weaken
8. Do not apply excessive force in placing or removing catheter the adhesive bond between catheter stabilization device
or guidewire. Excessive force can cause component damage and skin.

or breakage. If damage is suspected or withdrawal cannot be « Do not use acetone on catheter surface.

easily accomplished, radiographic visualization should be « Do not use alcohol to soak catheter surface or allow

obtained and further consultation requested. alcohol to dwell in a catheter lumen to restore catheter
9. Use only lumen(s) labeled “Pressure Injectable” for pressure patency or as an infection prevention measure.

injection to reduce risk of catheter failure and/or patient « Do not use polyethylene glycol containing ointments at

complications. Refer to the Arrow Pressure Injection insertion site.

Information label for pressure injection information. « Take care when infusing drugs with a high concentration

10.Do not secure, staple and/or suture directly to outside of alcohol.
diameter of catheter body or extension lines to reduce risk of o Allow insertion site to dry completely prior to skin
cutting or damaging the catheter or impeding catheter flow. puncture and before applying dressing.
Secure only at indicated stabilization locations. * Do not allow kit components to come into contact with

alcohol.

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.

11. Air embolism can occur if air is allowed to enter a vascular
access device or vein. Do not leave open needles, sheaths, or 7.
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 8.
inadvertently removed.

13.Clinicians must be aware of clinical conditions that may limit
use of PICCs including, but not limited to:

Kits/Sets may not contain all accessory components
detailed in these instructions for use. Become familiar with

* dermatitis * contractures instructions for individual component(s) before beginning
o cellulitis and burns at or ¢ mastectomy the procedure.
about the insertion site * potential use for AV
* previous ipsilateral fistula ASuggested Procedure: Use sterile technique.
venous thrombosis Prep Puncture Site:
e radiation therapy at or 1. Prepare clean skin with appropriate antiseptic agent and allow to dry.

about insertion site )
2. Drape puncture site.



3. Apply sterile probe cover (where provided).

4. Administer local hetic per i

| policies and procedures.

5. 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.

A Precaution: 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:

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

6. Retract contamination guard.

7. 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/stiffening stylet are

provided follow steps 7 and 8.

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

Length of catheter
|<- to be trimmed ->|
e S——— L —————

Wire retracted Tip of catheter *

4 ¢cm (min)

lTip of wire

Figure 2
9. If provided with a braided placement wire that includes a handle, 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).

Figure3
AWarning: Do not attempt to advance placement wire/stiffening stylet 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.
o Depress blade to cut catheter.
NOTE: Resistance when cutting catheter is likely caused by insufficiently retracted

placement wire/stiffening stylet. Do not use catheter if placement wire/stiffening stylet
has not been retracted.

10. Cut catheter straight across (90° to catheter cross-section) using trimming device
(where provided) to maintain a blunt tip.

AWarning: Do not cut placement wire/stiffening stylet when trimming catheter
to reduce risk of damage to placement wire/stiffening stylet, wire fragment, or
embolism.

1. 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/stiffening stylet has been cut or
damaged, the catheter and placement wire/stiffening stylet should not be used.

Flush Catheter:

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

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

AWarning: Do not clamp extension line when placement wire/stiffening stylet is
in catheter to reduce risk of placement wire/stiffening stylet kinking.

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

of the ion line

Gain Initial Venous Access:

14. 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.

15. Insertintroducer needle or catheter/needle into vein.

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

16. 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.

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

-

Figure 4
17. Advance guidewire into introducer needle.
AWaming: Do not insert stiff end of guidewire into vessel as this may result in
vessel damage.

18. 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
guidewire, push assembly into needle to further advance quidewire. 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.

AWarning: Do not withdraw guidewire against needle bevel to reduce risk of
possible severing or damaging of guidewire.

19. 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:

20. Ensure dilator is in position and locked to hub of sheath.
21.
22.

=8

Thread peel-away sheath/dilator assembly over guidewire.

N

Grasping near skin, advance peel-away sheath/dilator assembly over guidewire with
slight twisting motion to a depth sufficient to enter vessel.

2.

=

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.

24. (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.

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

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

AWaming: 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.

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

AWarning: 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.

27. Verify entire quidewire is intact upon removal.

28. 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 guidewire 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
quidewire 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.

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

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

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

APrecaution: 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/stiffening stylet(where provided):

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

29.

=3

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.

i

Figure 5 Figure 6
30. If catheter migrated during sheath removal, re-advance catheter to
final indwelling position.
31. Remove placement wire/stiffening stylet or quidewire. Always verify guidewires are

intact upon removal.

A Warning: Remove placement wire/stiffening stylet and side-port connectorasa
unit. Failure to do so may result in wire breakage.

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

32. If there is any difficulty removing placement wire/stiffening stylet or quidewire,
catheter and wire should be removed as a unit.



A Warning: Do not apply undue force on placement wire/stiffening stylet or
guidewire to reduce the risk of possible breakage.

Complete Catheter Insertion:

33. Check lumen patency by attaching a syringe to each extension line and aspirate until

free flow of venous blood is observed.

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

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.

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

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

o

34.
35.

& R

Secure Catheter:

36. 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.

Warning: Do not attach catheter clamp and fastener until either guidewire or
placement wire/stiffening stylet is removed.

e After placement wire/stiffening stylet 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

37. Ensure insertion site is dry before applying dressing per manufacturer’s instructions.
38. Assess cathetertip placementin compliance with institutional policies and procedures.
39. If catheter tip is malpositioned, assess the situation and replace the catheter or

reposition according to institutional policies and procedures.
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 in 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 administration set tubing to appropriate extension line of
catheter according to manufacturer’s reccommendations.

A 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.

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 Followi 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.

A 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, indicati ings, and p i

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

7. Aseptically disconnect catheter lumen from pressure injector equipment.

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 (I3

APrecaution: Catheter should not be forcibly removed, doing so may result
in catheter breakage and emboli 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 patient clinician
insertion technique, and potential complications associated with this procedure,
consult standard textk 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” (Basic UDI-DI: 08019020000000000000041K6) Summary of
Safety and Clinical Performance (SSCP) location after the launch of the European Database
on Medical Devices/Eudamed: https://ec.europa. Is/eudamed

For a patient/user/third party in the European Union and in countries with identical
regulatory regime (Requlation 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 followmg European Commission website:

europa, tors/medical / 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:

Mass (g) Material/Substance Role/Notes

Catheter body, Extension

0.77-1.58 Aromatic polyether-polyurethane lines and Tip

0.70-0.85 Aliphatic polyether-polyurethane | Juncture Hub

0.88-1.89 Rigid aromatic polyurethane Luer Hub
0.44-1.34 Polycarbonate Clamps
0.18-0.24 Bismuth Oxychloride Radiopacity Agent

Active Antimicrobial Agent
(atheter body, Juncture
Hub,

Extension lines and Tip

0.01-0.02 Chlorhexidine

FDA 21CFR Exempt (Safe for

0.002-0.004 | Colorants Medical Device Use)

0.002-0.005 | Poly (MethylMethacrylate) Printing

Symbol Glossary: Symbols are in compliance with IS0 15223-1.

Some symbols may not apply to this product. Refer to product labeling for symbols that apply specifically to this product.

N . . Consult Contains hazardous (om‘_al_ns 2 Do not Donot Sterilized by
Caution Medical device |. " medicinal . -
instructions foruse | substances reuse resterilize ethylene oxide
substance
e — i
AN X ‘
a
Do not use Not made Storebelow 25°C
Single sterile barrier system with Single sterile Keep away Keep . y (77°F). Avoid
. o H N if package with natural " MR safe
protective packaging inside barrier system from sunlight dry . excessive heat
is damaged rubber latex o (@£
above 30°C (86°F)
Catalogue Lot Use by Manufacturer Date of Importer
number number manufacture

Arrow, the Arrow logo, Armwg+ard Blue Advance, SharpsAway, Teleflex, the Teleflex logo, TipTracker, VPS and VPS Rhythm are trademarks
or d trademarks of Teleflex Incorp d or its dffiliates, in the U.S. and/or other countries. © 2023 Teleflex Incorporated.
All rights reserved.

“Rx only” is used within this labeling to communicate the following statement as presented in the FDA CFR : Caution: Federal law restricts this
device to sale by or on the order of a licensed healthcare practitioner.
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Arrowg+ard Blue Advance survega siistitav perifeerselt
sisestatav tsentraalne kateeter (PICC)

Toote kirjeldus
Arrowg-+ard Blue Advance kateetrid toddeldakse vélispinna tootlusega, milles kasutatakse

kateetri torul ja iihendusmuhvi otsikul ikroobset kloorheksidii aati ning
slsevalendlk koos kateetri toru, tihends hvi, pikend ja pik lik
on kloorheksidii aadist ja Kkloorh

koosneva antimikroobikumiga. Erinevatele French suuruse ja pikkusega kateetritele
kantud kloorheksidiini maksimaalne iildkogus véib ulatuda kuni 22,2 mg.

Kloorheksidiini iseloomustus

Klanrhekeidinil ical i ranh

akumuleerumist kateetri pindadel. Antimi ja
hinnati in vitro ja in vivo k i Nende ja Kliinilise
tulemuse vahel ei ole korrelatsiooni praeguseks kindlaks tehtud. Seda ei ole ette nahtud
olemasolevate infektsioonide vdi veenitromboosi raviks.

Patsientide sihtriihm
Maeldud k isek ientidel, kelle ia sobib sead k isek

Vastundidustused
Survega siistitav Arrowg--ard Blue Advance mikroobidevastane/tromboosivastane kateeter

. ientidel, kellel esineb teadaolev iilitundlikkus kloorheksidiinatsetaadi suhtes
« seadmega seotud nakkuse korral kavandatud sisestussoones vdi kateetri likumisteel
voi kateetri liikumisteel

on lai toime spekler, sealhulgas onvastungidustatud:
bakteriostaatiline ~ ja  bakteritsiid toime ivsetel i
gramnegatiivsetele bakteritele ja seemele See, kas kloorhek5|d||n on bakteriostaatiline
voi bakteritsiidne, soltub suuresti aine k ioonist ja konk ismid . boosi korral
vastuvatlikkusest. Kloorheksidiin (C,H,.CN, 0,) on osutunud stabiilseks kehapindadele
ja kudedele vastava pH taseme juures, kuid néitab ka stabiilsust madalama véi korgema

pH taseme juures, et tagada moju jatmine i VoI
muudele IV vedelikele. Kloorheksidiin on osutunud efektiivseks ka viiruste vastu, mille
katted voi valine imbrik on lipiidikomponendiga, kuid neid omadusi pole selle tootega
hinnatud. Arrowg-+ard Blue Advance tehnoloogia antitrombogeenne toime kateetritele
ndib olevat kloorheksidiini trombiini pa vere hiiiibimise sisemise ja
iihise hiiiibimisraja kaudu, pohjustades vere hiiiibimisreaktsiooni hilinemist ja trombi
akumuleerumist kateetri pinnale.

Kloorheksidiin on k iihend. Selle p It laetud molekule tombavad tugevalt
mikroobide pindadel olevad negatiivsed laengud. Seejarel norgeneb gramnegatiivsete
bakterite vélimine membraan, grampositiivsete bakterite rakusein voi parmseente
tsiitoplasmamembraan raku pinnale adsorbeerunud kloorhekmdunl suurenenud

labilaskvuse tottu. Klo idiinil on konts fostaatiline
toime, mis on tingitud madala molekulmassiga (s.o fosfori- ja kaaliumioonid) ainete

Ulitundlikkuse véimalus

Kasu antud kateetri kasutamisest tuleb kaaluda kaikide vdimalike ohtude suhtes. Kuna
need voivad osutuda tdsisteks ja isegi eluohtlikeks, tuleb mikroobivastaste kateetrite
kasutamisel arvestada voimalike iilitundlikkuse reaktsioonidega.

Oodatav kI||n|I|ne kasu

Juurdepé@dsu vo ile 1abi iihe punktsioonikoha rakend
jaoks, nagu vedeliku infusioon, vereproovide vtmine, ravimite manustamine, tsentraalne
venoosne monitooring ja kontrastainete siistimise voimalus.

Eelkliiniline hindamine

Arrowg-+ard Blue Advance tehnoloogia on ndidanud positiivsete ja

bakterite ning parmi koloniseerimise vahenemist kateetri pindadel in vitro ja in vivo
vélispinna osas kuni 30 pdeva ja in vitro uuringuteks vedeliku raja osas kuni

eraldumlsest rakust. See kahjustus on bakterirakkude funkmoom par55|m|seks pusav
Kloorheksidi toime ilmneb ohj
valkude ja nukleiinhapete sadestumist.

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

Eelkliinilised biosobivusuuringud kinnitavad jéreldust, et Arrowg+ard Blue Advance

30 paeva jooksul.

Lisaks on Arrowg+ard Blue Advance tehnoloogia in vivo katsetes ndidanud trombi
akumuleerumise vahenemist kateetri pindadel kuni 30 paeva jooksul. /n vitro katsetes on
taheldatud kateetri pinnal trombotsiiitide adhesiooni ja kateetri oklusiooni vah

MRT ohutusteave
PICC (perifeerselt sisestatav tsentraalne kateeter) on MR-ohutu.

@ Sisaldab ohtlikke aineid

antimikroobsete/antitrombogeensete kateetrite kahjulike mjude oht on tiihine. Roostevabast terasest valmi ud k did véivad
sisaldad i i koobalti

Sihtotstarve s >0,1 protsenti it (CAS # 7440-48-4),
mida peetakse kategooria 1B CMR (kantserogeenne,

Perifeerselt sisestatav tsemraa!nel kaleeterlon ette nahtud pikaajaliseks venoosse mutageenne voi reproduktiivtoksiline) aineks.

Juurdepdsu (>30 paeva) 9 Roostevabast terasest komp ide Id koobalti

Arrowg-+ard Blue Advance tehnoloogia on ette néhtud kateetri pinna kaitseks mikroobide kogust on hinnatud ning arvestades seadmete sihtotstarvet

kol i ja trombide ak eest. ja tok5|kolooglllst profiili, ei kaasne patsientidele

bioloogilist ohtu, kui seadmeld kasutatakse kdesolevas

Kasutusndidustused kasutusjuhendis kirjeldatud juhiste kohasel

Survega siistitav PICC on naldustalud Iuhlajallseks Vi pikaajaliseks perifeerseks .

juurdepadsuks ks raviks, id A Uldised hoiatused ja ettevaatusabinéud

votmiseks, i iks, k ine survega siistimiseks ja voimaldab jalgida I Hoiatused

veenirdhku. Koos survega silstitava PICC-ga kasutatava surveinjektori maksimaalne rohk ei " . .

" X . T o 1. Steriilne, (ihekordselt kasutatav: Mitte korduvalt kasutada,
tohi iiletada 2068,4 kPa (300 psi). Maksimaalne survega siistitav on N o N .
4ml/sek kuni 6 ml/sek. Survega siistimiseks kasutatava konkreetse valendiku maksimaalse ega steriliseerida. Seadme korduv kasutamine

I ; . N tekitab tosise, surmaga loppeda véiva vigastuse ja/voi
survega siistimise leiate petsiifiliselt mérg

On ndidatud, et Arrowg-+ard Blue Advance tehnoloogia kateetri toru valispinnal ja
kogu kateetri vedeliku rajal véhendab tohusalt mikroobide kolonisatsiooni ja trombi

infektsiooni ohu. Ainult ithekordseks kasutamiseks moeldud
meditsiiniseadmete  taastootlemine véib  halvendada
toimivust voi pohjustada funktsionaalsuse kadu.



2. Enne kasutamist lugege labi koik hoiatused, ettevaatusabinoud ¢ perikardi tamponaad e arteri tahtmatu punktsioon

ja juhised pakendi infolehel. Selle néude eiramine véib veresoone seina, ¢ ndrvivigastus/kahjustus
pohjustada patsiendi tosiseid vigastusi voi surma. Koia véi ¢ hematoom
oja véivatsakese ¢ verejooks/hemorraagia
3. Ka.teetrlga ‘seotud kérvaltoimete |Ir‘r.1r!em|sel parast kateetri perforatsiooni tottu . fbroosse kesta
paigaldamist eemaldage kateeter viivitamatult. >
e Ohkemboolia moodustumine
Markus. Korvaltoime tekkimisel tehke tundlikkustest allergia kinnitamiseks ) ' o viljumiskoha infektsioon
kateetri mikroobivastaste ainete suhtes. * kateetri emboolia o veresoone erosioon
4. Arge paigaldage/suunake kateetrit ega laske sellel jaada * kateetri sulgus  kateetri tipu valeasetus
paremasse siidamekotta ega paremasse vatsakesse. o baktereemia M ?Usrgtmi-au _
Kateetri ots tuleb suunata iilemise &6nesveeni alumisse ST, e (lemise 66nesveeni (SVC)
kolmandikku. Kateetri otsa paiknemine tuleb kinnitada P sunqroom
vastavalt raviasutuses kehtestatud korrale ja protseduurile. e ekstravasatsioon * flebiit
. * venoosne
5. Arst peab olema teadlik voéimalikust juhtetraadi ¢ tromboflebiit trombemboolia

takerdumisest monesse vereringesse implanteeritud .
seadmesse. Vereringe implantaadiga patsienti on juhtetraadi
takerdumise ohu vahendamiseks soovitatav kateteriseerida

tromboos » anafiilaksia
Ettevaatusabinoud

otsese visuaalse kontrolli all. 1. Arge mu.utke kateetrjt, v‘?.vastavalt jghistgle: Arge mu'utke
. sisestamise, kasutamise voi eemaldamise ajal juhtetraati ega
6. Arge rakendage juhtetraadi, koedilataatori mahakooritava komplekti/varustuse muud komponenti.
umbrfe V?I Akoedllataato-rl S|sest.:am|sel liigset joudu,lkun? 2. Protseduuri peab tegema viljadppega personal, kes tunneb
see voib pohjustada veeni spasmi, veresoone perforatsiooni, hasti anatoomiat, valdab ohutuid t66vétteid ning on teadlik
verejooksu voi komponentide kahjustamise. voimalikest tiisistustest.
7. Juhtetraadi sattumine parematesse siidamekambritessevdéib 3. Kasutage kéikide protseduuride korral standardseid

péhjustada diisriitmiaid, Hisi kimbu parema saire blokaadi ettevaatusabindusid ning jér_gige raviésutuses kehtestatud
ja veresoone, koja voi vatsakese seina perforatsiooni. korda, k.a seadmete ohutu kdrvaldamise suhtes.

" L. . R -, 4. Arge kasutage, kui pakend on enne kasutamist kahjustatud
8. Arge raker.ldage" katee.t~r| Voi jlil.htetrafdl pa!galda~m,sel voi v6i kogemata avatud. Korvaldage seade.
eemaldamisel liigset joudu. Liigne joud véib pohjustada 5. Nende seadmete hoiustamistingimused néuavad, et need

komponentide kahjustuse v6i purunemise. Kahjustuse oleksid kuivad ja kaitstud otsese paikesevalguse eest.

kahtluse korr.al voi ta.gasivotn:usel .ras.ku.ste Ee!(klmj*l tuleb 6. Méned Kateetri sisestuskohas Kkasutatavad
kasutada radiograafilist visualiseerimist ja kiisida tdiendavat desinfektsioonivahendid sisaldavad kateetri materjali
konsultatsiooni. norgendada véivaid lahusteid. Alkohol, atsetoon ja
9. Kateetri térke ja/vdi patsiendi tiisistuste ohu vahendamiseks polietiileengliikool voivad norgendada poliiuretaanmaterjalide

struktuuri. Need ained véivad samuti nérgendada liimithendust
kateetri fiksaatori ja naha vahel.

o Arge kasutage atsetooni kateetri pinnal.
o Arge kasutage alkoholi kateetri pinna leotamiseks ega
hoidke alkoholi kateetri valendikus kateetri labitavuse

kasutage survega siistimiseks ainult valendikku(-e)
maérgisega,Survega siistitav”. Survega siistimise kohta leiate
teavet Arrow survega siistimise teabe margistuselt.

10.Kateetri katkiloikamise, kahjustamise voi selles voolu

takistamise riski vahendamiseks drge kasutage fikseerimiseks, taastamiseks véi infektsioonide ennetamise meetmena.

klambrite ja/voi 6mblustega kinnitamiseks vahetult kateetri o Krge kasutage sisestamiskohal polietiileengliikooli

korpuse voi pikendusvoolikute vélispinda. Kasutage sisaldavaid salve.

fikseerimiseks ainult ettenghtud stabiliseerimiskohti.  Suure alkoholikontsentratsiooniga ravimite infundeerimisel
11.0hu paasemisel vaskulaarsesse juurdepidsuseadmesse voi tuleb olla ettevaatlik.

veeni véib tekkida dhkemboolia. Arge jitke tsentraalveeni o Laske sisestuskohal enne naha punkteerimist ja enne

punktsioonikohta avatud néelu, hiilsse ega korkimata ja sidumist taielikult kuivada.

sulgemata kateetreid. Juhusliku eraldumise véltimiseks o Arge laske komplekti osadel alkoholiga kokku puutuda.

kasutage koos koikide vaskulaarsete juurdepdasuseadmetega 7. Enne selle kasutamist, sh enne surve all injektsiooni,

ainult kindlalt pingutatud Luer-Lock-iihendusi. veenduge kateetri labitavuses. Valendikusisese lekke voi
12.Arstid peavad vétma arvesse, et liugsulgurid véivad kateetri rebenemise ohu vdhendamiseks &rge kasutage

kogemata lahti tulla. sustlaid mahuga alla 10 ml. Automaatne injektor ei pruugi

takistada okludeerunud v6i osaliselt okludeerunud kateetri

13. Arstid peavad olema teadlikud PICC-ide kasutamist piirata " N
iilesurvestamist.

voivatest kliinilistest seisunditest, sealhulgas:

8. Kateetri otsa nouetekohase paiknemise sdilitamiseks

* dermatiit * kontraktuurid manipuleerige protseduuri ajal kateetriga minimaalselt.
o tselluliit ja poletused * mastektoomia
sisestuskohas voi selle * potentsiaalne kasutamine Komplektid/varustused ei pruugi sisaldada koiki kaesolevas
imbruses AV-fistuli jaoks kasutusjuhendis kirjeldatud lisakomponente. Enne protseduuri
e varasem ipsilateraalne alustamist tutvuge juhistega iga komponendi kohta.
veenitromboos
o Kiiritusravi sisestuskohas Soovituslik protseduur: Kasutage steriilset tehnikat.
véi selle imbruses Punktsioonikoha ettevalmistamine.
14.Arst peab olema teadlik PICC-ide kasutamisega seotud 1. Valmistage sobivat antiseptilist ainet kasutades ette puhas nahapiirkond ja laske
tiisistustest/soovimatutest kérvaltoimetest, sealhulgas (kuid kuivada.
mitte ainult): 2. Katke punktsioonikoht linaga.



3. Paigaldage steriilne sondi kate (kui see on kaasas).

4. paikset ja korra kohaselt.

5. Korvaldage noel kasutuselt.

Lukustusega korvaldushoidik SharpsAway Il (kui on olemas).

L kor idikut St Il noelade (15-30 Ga.) korvaldamiseks.
o Uhe ke votet kasutades suruge ndelad kindlalt kdrvaldushoidiku avadesse (vt joonist 1).

Loputage kateetrit.

12. Loputage kdiki labitavuse kin
normaalse fiisioloogilise lahusega.

13. Fiisioloogilise lahuse
Vi Luer-Lock-ihendus(t)ega.

ja eeltditmiseks steriilse

) sulgege pik sulguri

AHolams KlII palgutustraat/]algastuv stilett on kateetris, drge kinnitage
li/jaigastuva stileti paindumise

«  Korvaldushoidikusse pandud ndelad kinnituvad automaatselt, et neid ei saaks ohtu.
uuesti kasutada. /N Hoiatus. K p id j ise ohu vah i arge ki
/\ Ettevaatusabindu. Airge iiritage eemaldada juba luk kor ikendusvoolikut pikendusvooliku muhvi vah lahedusse.
SharpsAway Il paigutatud ndelu. Need ndelad on paigale kinnitatud. Noelade Esial iuurdenssu | . il
ougalor viib neid kahjustad sialgse juurdepddsu loomine veenile
14. Asetage Zqutt ja asendage steriilsed kindad.
«  Kui on olemas vahtplastist siisteem SharpsAway, voib seda kasutada ndelte surumise ge 294t} g
teel vahtplasti parast kasutamist. Ehhogeenne ndel (kui on olemas)
/A\ Ettevaatusabingu. Arge kasutage ndelu korduvalt pirast nende vahtplastist ~ Kteetri paig: ‘hOIb ami f ! i si isel kasu ehhogeenset
ndela, mis j Noelaots on datud ligikaudu

siisteemi SharpsAway paigutamist. Noelaotsale voivad kleepuda tahked osakesed.

Kateetri ettevalmistamine.
Lisateavet VPS stileti (kui on olemas) et iseks leiate Arrow VPS | juhendi

1 cm ulatuses, et arst saaks soone punkteerimisel ultraheliga jélgimisel ndelaotsa tapse
asukoha médrata.

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

Trimmige kateetrit vajaduse korral.

/\ Hoiatus. Uhild ravimite i
voib pohjustad ist ja/voi

6. Tommake saastumisvastane kaitse tagasi.

7. Kateetri soovitud pikkuseks trimmimiseks kasutage kateetri korpuse sentimeetri
margistust, lahtudes patsiendi suurusest ja soovitavast sisestuspunktist.

v Liil

véljumisportide kaudu

Kiilgportkonnektori ja paigutustraadi/jaigastuva stileti olemasolul

jargige samme 7 ja 8.

8. Tommake paigutustraat/jdigastuv stilett ldbi vaheseina tagasi, et tommata traati
vahemalt 4 cm kateetri [dikekohast taha (vt joonis 2).

lTraadi ots Trimmitava
kateetri pikkus ->|
0 [} ‘I}-—_—

Kateetri ots *

Tagasitommatud

Kaitstud/ohutusndel (kui on olemas).
Kaitstud/ohutusndela tuleb kasutada tootja kasutusjuhendi kohaselt.
15. Sisestage sisestusndel voi kateeter/ndel veeni.

AF- bindu. Kateetri emboolia ohu vih:
uuesti si isse (selle ol lul).

drge sisestage noela

16. Kontrollige mitte-pulseerivat voolu.
A Hoiatus. Pulseeriv vool on tavaliselt arteri tahtmatu punktsiooni mérgiks.
A Ettevaatusabingu. Arge kasutage venoosse juurdepéasu mérgina aspireeritava

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

Komplekte/varustust  on saadaval 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.
o Tommake poidla abil juhtetraadi otsa tagasi. Asetage Arrow Advanceri ots
d juhtetraadiga sisestusndela (vt joonis 4).

traat 4 cm (min)
Joonis 2
9. Kéepid punutud | di ol lul  poorake di 0
ksimaalne ots kiilgpordikonnektori inimeerimaks ohtu, et

9P

vaIJuks sisestamise ajal kateetri distaalsest otsast (vt joonis 3).
AHolatus. Arge piiiidke paigutustraati/jaigastuvat stiletti labi

edasi

17. Suunake juhtetraat sisestusnela.
AHoiatus. Arge sisestage juhtetraadi jaika otsa veresoonde, kuna see vdib

liikata.
Kateetri trimmer (kui on olemas).
Kateetri trimmer on iihekordne trimmimisseade.
o Sisestage kateeter timmeri auku soovitud ldikekohta.
o Kateetri loikamiseks vajutage tera alla.
MﬁRI(US. Vasrupanu kareetri Idikamisel on to
st/ stiletist. Arge kasutage kateetnt kui
palgutu;tmnt//mgasmv stilett ei ole sisse tommatud.
10. Loigake kateeter niiri otsa sdilitamiseks sirgjooneliselt (kateetri ristloikega 90°)
kasutades trimmimisseadet (kui on olemas).

PP 1 ohaniicaunl

A Hoiatus. Arge Idigake paigutustraati/jdigastuvat stiletti kateetri trimmimisel, et
vahendada paigutustraadi/jaigastuva stileti ja traadi fragmendi kahjustamise
voi emboolia ohtu.

11. Kontrollige, et Iikepind on puhas ja ei ole lahtist materjali.

A" bindu. Péarast trimmimist k llige, et Kateetri loigatud
segmendis pole traati. Kui on mingeid marke selle kohta, et paigutustraati/
jdigastuvat stiletti on ldigatud véi kahjustatud, ei tohi kateetrit ega
paigutustraati/jaigastuvat stiletti kasutada.

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

Afnevaatusabmou Hoidke ]uhtenaatl kogu aeg kmdlalt Hoidke kasnsemlseks
véljas piisavas pikkuses j 1 voib p
juhtetraadi emboolia.

AHoiatus. Juhtetraadi voimaliku katki loikamise voi kahjustamise ohu
vahendamiseks drge tommake seda tagasi mooda ndela teravikku.

19. Hoides jut i paigal, oel (voi kateeter).

Sisestage kateeter.

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:
20. Veenduge, et dilataator on paigas ja lukustatud hiilsimuhvi kiilge.
21. Suunake mahakooritava imbrise/dilataatori koost iile juhtetraadi.



22. Haarates naha Iahedalt viige mahakooritava umbnse/dllataamn koost ulejuhtetvaadl
kerge vadnavalli piisavale siig

23. Vajaduse korral laiendage naha punktsioonikohta skalpelli Ioikeserva abil, hoides seda
juhtetraadist eemale suunatult.

A Hoiatus. Arge ldigake juf iselle pikkuse
A Hoiatus. Arge l6igake juhtetraati skalpelliga.
« Hoidke skalpelli ldikeserv juhtetraadist eemal.

« Kui skalpelli ei kasutata, kasutage terava esemega vigastamise ohu
vahendamiseks selle kaitset ja/voi lukustust (nende olemasolul).

Ar (Y

it enne, kui hiilss asub kindlalt
ohtu.

Arge
ahendamaks hiilsi otsa
/\E indu. Juh di kindlaks h
jadma vélja piisavas pikkuses juhtetraati.
24. Kontrollige mahakooritava timbrise asetust, hoides hiilssi paigal, keerates dilataatori

peab hiilsi muhvi otsast

31. Eemaldage paigutustraat/jéigastuv stilett voi juhtetraat. Veenduge alati parast
Idamist et jut jid on

AHoiatus. Eemaldage paigutustraat/jaigastuv stilett ja kiilgpordikonnektor
iihikuna. Selle tegemata jatmine voib pohjustada traadi purunemise.

A Hoiatus. Arge kasutage jaigastusseadmena liihikest (33-45 cm) juhtetraati.

32. Kui paigutustraadi/jaigastuva stileti voi juhtetraadi eemaldamisel on raskusi, tuleb
kateeter ja traat koos eemaldada.

AHoiatus. Selle
. dile/ji

arge
iileliigset joudu.

ohu
le stiletile ega j

Kateetri sisestamise lopetamine.

33. Kontrollige valendike labitavust, iihendades iga pikendusvoolikuga siistla ja
aspireerides kuni venoosse vere vaba voolamiseni.

Loputage valendik(ud) kateetri téielikult verest puhastamiseks.

Uhendage vajaduse jargi kdik pikendusvoolikud vastavate Luer-Lock-iihendustega.
K porte vdib lukustada Luer-Lock-iihenduste abil vastavalt standardsetele

34,
35.

muhvi vastupdeva selle hiilsi muhvist vat iseks; tommake ju i ja
dilataatorit piisavalt tagasi verevoolu voimaldamiseks.

25. Hoides hiilssi paigal, eemaldagejuhtetraatja dilataator tihikuna (vt joonis 5).

AHolatus Selle ohu véhendamiseks drge rakend:
juhtetraadile iileliigset joudu.

AHoiatus‘ Krge jatke koedil it piisik i asemele. Koedil i kohale
jatmisel voib see patsiendil pohjustad seina perf i

26. Ohu sisenemise ohu vihendamiseks sulgege dilataatori ja juhtetraadi eemaldamisel
kiiresti hiilsi ots.

A Hoiatus. firge jatke avatud dilataatorit ega hiilsse venoosse punktsiooni kohta
korgita. Ohu paasemisel i juurdepaa: voi veeni voib
tekkida 6hkemboolia.

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

80 voi 130 m juhtetraadl abil sisestamine (kui on olemas) fluoroskoopia all.
oVl iseks ette niisuatdes seda steriilse tavalise fiisioloogilise
Veenduge, et juf ii madrimine 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,

raviasutuse eeskirjadele.
«  Pikendusvoolik(ud) on varustatud sulguri(te)ga voolu sulgemiseks igas
valendikus vooliku ja Luer-Lock iihenduse vahetamise ajaks.
AHoiatus. Pikendusvooliku  liigsurvest ~ pohjustatud  kahjustuse
vahendamiseks avage sulgur enne infusiooni alustamist labi valendiku.

ohu

Kateetri fikseerimine.
36. Kasutage kateetri fiksaatorit ja/vdi sulgurit ja kinnitust kateetri kinnitamiseks (nende
olemasolul).
« Kasutage peamise kinnituskohana kateetri muhvi.
« Kasutage tdiendava kinnituskohana vastavalt vajadusele kateetri sulgurit ja kinnitust.
A Enevaatusablnou Kateetri otsa nouetekohase paiknemise  silitamiseks
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.

A Hoiatus. Airge kinnitage kateetri sulgurit ega kinnitust enne kas juhtetraadi voi
paigutustraadi/jaigastuva stileti eemaldamist.

«  Kui paigutustraat/jaigastuv stilett vdi juhtetraat on eemaldatud ja vajalikud voolikud

ki Kateetri

kuni juhtetraadi pehme ots ulatub kateetri otsast vélja. Viige j kateeter
iihikuna [abi mahakooritava iimbrise loplikku piisiasendisse, séilitades samal ajal
juhtetraadi distaalse otsa asendi.

o Kui k kse 130 cm jut i, sisestage jut di pehme ots Iabi
mahakooritava timbrise soovitud siigavusele. Keerake kateeter juhtetraadi kohale
ja viige kateeter juhtetraadi kohal loplikku piisiasendisse, kasutades pilt juhtimist
voi fluoroskoopiat.

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

AHoiatus‘ Juh di sattumine p tidamekambri voib
pohj da diisriitmiaid voi koja voi kese seina perfi i
A' bindu. Hoidke jul i kogu aeg klndlalt Hoidke kasnsemlseks

valjas piisavas pikkuses juh voib p

juhtetraadi emboolia.

Sisestamine paigutustraadi/jaigastuva stileti abil (kui on olemas).

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

29.

=1

Tommake kateetrit iile mahakooritava Gimbrise seni, kuni

iihendatud voi luk d, liikake k isulguri tiivad laialija | see kateetri
korpusele, veendudes, et kateetri pind ei oleks korraliku kinnituse tagamiseks niiske.
o Klopsake jdik kinnitus kateetri sulgurile.
< Kinnitage kateetri sulgur ja kinnitus iihikuna patsiendi kiilge, kasutades kas kateetri
stabilisaatorit, klambreid voi omblusi. Kateetri sulgur ja kinnitus tuleb molemad
kinnitada, et véhendada kateetri paigalt likumise ohtu (vt joonis 7).

37.
38.
39.

Enne sideme paigaldamist tootja juhiste kohaselt veenduge, et sisestamiskoht on kuiv.
Hinnake kateetri otsa f st vastavalt kirjadel

Kui kateetri ots on vales kohas, hinnake olukorda Ja asendage kateeter uuega voi
muutke selle asendit vastavalt kirjadele ja pr

Puhastamine ja tehnohooldus.
Sidumine.

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

i o]

Kateetri labitavus.
Séilitage kateetri ldbitavus vastavalt raviasutuse eeskirjadele ja praktika juhistele. Koik
PiCCiga patsueme hooldavad tootajad peavad tundma efektiivseid viise kateetri pisivusaja

ja hiilsi
iihendatud osa on veenipunktsioonikohast vabad. Haarake mahakooritava iimbrise
sakkidest ja tommake kateemst eemale (vt joonis 6), tommates samal ajal
veresoonest valja, kuni imbris jaguneb kogu pikkuses.

AEttevaatusabmou Véltige iimbrise koorimist sisestuskohas, sest see avab
koe, teki kateetri ja pari vahele tiihimiku.

30. Kui kateeter liikus mbrise eemaldamise ajal, viige kateeter uuesti ldplikku
siseasendisse.

ikend jater

Surve all injektsiooni juhised — Kasutage steriilset tehnikat.

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

AF- bindu. Surve all peab tegema
ettevalmistatud personal, kes valdab hasti ohutut tehnikat ning on teadlik
voimalikest tiisistustest.




2. Maérake valendik surve all injektsiooniks.

3. Kontrollige kateetri labitavust.
« Uhendage steriilse lahusega téidetud 10 ml siistal.
« Aspireerige kateeter piisavaks verekoguseks.
«  Loputage kateetrit pohjalikult.

JT Ll

6. Dok kateetri protseduur eeskirjade ja korra

kohaselt koos kinnitusega, et kateeter on kogu pikkuses koos otsaga eemaldatud.

Klinitsisti koolituse, sisestamistehnika
jap duuriga seotud voimalike tiisi kohta vt opikutest,

AHoiatus‘ Kateetri torke ja/voi p ohu
minimeerimiseks veenduge enne surve all injektsiooni kateetri koikide
valendike labitavuses.

4. FEraldage siistal ja noelata konnektor (kui kohaldub).

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

AEttevaatusabinﬁu. Kateetri torke ja/voi selle otsa kohalt liikumise ohu
vahendamiseks é&rge iiletage injektori Iset rohku

sobiva

www.teleflex.com

ditsiinili ja ettevotte Arrow International LLC veebisaidilt

Selle kasutusjuhendi pdf-koopia asub aadressil www.teleflex.com/IFU

,Arrow AGBA PICC" (Pohi UDI-DI: 08019020000000000000041 Ke) ohutuse ja kliinilise
toimivuse kokkuvote asub pérast Euroopa meditsiini
ist aadressil: http europa.eu/tools/ d

Eudamed

2068,4 kPa (300 psi).
A Ettevaatusabindu. Kateetri torke ja/voi selle otsa kohalt liikumise véltimiseks
arge tehke iile kiimne (10) injektsiooni ega uletage toote marglstusel jakateetri
Luer-liitmikul ndidatud

Patsiendi isikule Euroopa Liidus ja sama requlatiivsiisteemiga
riikides  (meditsiiniseadmete mdarus  2017/745/EL); ohujuhtumi  korral antud
seadme kasutamise ajal voi selle kasutamise tulemusena teatage sellest tootjale
ja/voi tema volitatud esindajale ning oma vastavale riiklikule asutusele. Vastavate

riiklike  padevate asutuste kontaktandmed  (jrelvalvealased  kontaktpunktid)
/\ Hoiatus. Katl surve all  injek | i voi kateetri koos edasise teabega on toodud Javgmlsel Euroopa  Komisjoni  veebisaidil:
deformeerumise esimeste mérkide ilmnemisel. Jargige raviasutuses kehtivat h europa.eu/s medical-devices/ ts_en
i Kordajap N 9 _
Afttevaatusabmou Kateetri tf)rke ohu jend Patsiendile pakutav teave

enne surve alli i kuni
A' bind jektorisead| ohupiiride satted ei pruugl takistada
klud d vdi osaliselt oklud d kateetri iilesur

AEttevaatusabmou Kateetri torke ohu mlnlmeenmlseks kasutage kateetri ja
sur ivahel nd
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 suurema silstla abil.

Jargige k tootja k

Taielik rah line impl di kaart koos teabega. Esitage taidetud kaart
dile koos patsiendi i Kui patsiendi infovoldik on &ra visatud, leiate selle
tolgitud koopia aadressilt www.teleflex.com/IFU

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

9. FEraldage siistal ja sulgege kateetri pik
injektsioonikorgiga.

Kateetri eemaldamise juhised.

1. Voimaliku 6hkemboolia ohu véhendamiseks asetage patsient vastavalt ki

néidustustele.
2. Eemaldage side.
3. Vabastage kateeter ja
4. Eemaldage kateeter, tommates seda aeglaselt nahaga paralleelselt. Kui kateetri
eemaldamisel tekib takistus,
Amevaatusablnou Kateetrlt EI tohl jouga eemaldada, sest see voib pohjustada
ﬁd\EElll
jargige rawasutuse eesklrju jakorda.
5. Rakendage kohale otsest survet kuni hemostaasi saavutamiseni ning pange seejarel
peale salvil pohinev rdhkside.
A Hoiatus. Kateetrist jaav kanal jaab ohu sissepadsu kohaks kuni

epiteeli moodustumiseni. Rohkside peab jaama kohale vahemalt 24 tunniks voi
kuni piirkonnas epiteeli moodustumiseni.

Mass (g) Materjal/aine Roll/méarkused
N N Kateetri korpus,
0,77-1,58 Aromaatne poliieeter-poliiuretaan pikendusvoolikud ja otsak
d lik steriilse ndelata k ktori voi -
0,70-0,85 | Alifaatne poliieeter-polii Uhendusmuh
’ 0,88-1,89 Jiik aromaatne poliiuretaan Lueri liitmik
0,44-1,34 Poliikarbonaadist klambrid
see kateetri ki te)st 0,18-0,24 | Vismutoksiikloriid Rontgenkontrastaine
Aktiivne antimikroobne
. aine, kateetri korpus,
0,01-0,02 Kloorheksidiin iihendusmuhy,
Raskuste kateetri pikendusvoolikud ja otsak
FDA 21CFR vabastatud
0,002-0,004 | Vérvaineid (ohutu meditsiiniseadmete
kasutamiseks)
0,002-0,005 | Polii (metiiiilmetakriilaat) Printimine




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

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

A Lugege Sisaldab Sisaldab Mitte korduvalt Mitte uuesti - - -
Ettevaatust | Meditiiiseade kasutusjuhiseid | ohtlikke aineid raviainet kasutada steriliseerida Steriliseeritud etileenoksidiga
e " e
2N | ™~ LAFEX "
a
Sailitada
i . . Uhekordse . Valmistamisel | temperatuuril
Uhekprdse SIE'II|S§ barj_aarlga steriilse Kaitsta . . Kahjustatud pakendi | ei ole kasutatud |alla 25 °C (77 °F).
stisteem koos sisemise e péikesevalguse | Hoida kuivas ¥ " e MR ohutu
N N barjadriga korral mitte kasutada |  looduslikku Viltige liigset
kaitsepakendiga - eest . . >
siisteem kummilateksit | kuumust iile
30°C(86°F)
Kataloogi Partii number Kolblik kuni Tootja Tootmiskuupdev Importija
number

Arrow, Arrow logo, Arrowg+ard Blue Advance, SharpsAway, Teleflex, Teleflexi logo, TipTracker, VPS ja VPS Rhythm on ettevétte Teleflex
d kaubamiirgid USA-s ja/voi teistes riikides. © 2023 Teleflex Incorporated.
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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 p (antitatea
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 st(uNw ) este stabila la nivele ale pH-ului consistente cu suprafeele
corpului si 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 eficientd 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 fi o functie a inhibarii trombinei
prin dlorhexidind pe céile 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 bactericida a clorhexidinei se manifesta la
concentratii mai ridicate, determinand precipitarea proteinelor si acizilor nucleici.

Clorhexidina este absorbitd insuficient la nivelul tractului gastrointestinal. Tn 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 sprijina concluzia ¢ exista un risc neglijabil de
efecte adverse ale cateterelor antimicrobiene/antitrombogenice Arrowg-+ard Blue Advance.

Scop propus:
Un cateter central introdus periferic permite accesul venos pe termen lung (> 30 zile) la
sistemul circulator central.

Tehnologia Arrowg-+ard Blue Advance este destinata asigurdrii protectiei suprafetei
cateterului impotriva colonizérii microbiene si a acumuldrii de trombi.

Indicatii de utilizare:

CCIP injectabil sub presiune este indicat pentru accesul periferic de scurta sau lunga
durata 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 maximé 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 externd 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
antimicriobiand si antitrombogenica a fost evaluata folosind metode de testare in vitro
si in vivo. Intre aceste metode de testare si rezultatul clinic nu s-a stabilit nicio legaturd.
Aceasta tehnologie nu este destinata tratarii infectiilor sau trombozei venoase existente.

Grup tinta de pacienti:

Este destinat utilizarii la pacienti cu anatomie adecvata pentru utilizarea cu dispozitivul.

Contraindicatii:

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

este contraindicat:

« lapacienti cu hipersensibilitate cunoscuta la clorhexidind

« 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 reprezinté un motiv de preocupare in cazul cateterelor antimicrobiene,
puténd fi foarte severe si chiar amenintatoare de viata.

Benefiii 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,
imini de medicatii, 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 scadere a aderarii trombocitelor la suprafata cateterului si
diminuarea ocluziei cateterului.

Informatii privind siguranta IRM:
CCIP este sigur in mediu RM.

@ Contine substante periculoase:

folocind idahil

Componentele fabricate otel pot
contine o fractie masica > 0,1% de cobalt (nr. de inregistrare
CAS 7440-48-4) care este considerat substanta CMR de
categorie 1B (cu potential carcinogen, mutagen, toxic
pentrureproducere). Cantitatea de cobaltdin componentele
din otel inoxidabil a fost evaluata si, ludnd in calcul scopul
propus si profilul toxicologic al dispozitivelor, nu exista
niciun risc de sanatate biologic pentru pacienti atunci cand
ilizeaza dispozitivele conform acestor instructiuni de




A Avertismente si precautii generale
Avertismente:

1.

w

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.

Nu amplasati/avansati cateterul sau nu il lasati in atriul
sau ventriculul drept. Varful cateterului trebuie avansat
in treimea inferioara 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. Daca pacientul are un implant in sistemul circulator,
se recomanda efectuarea procedurii de cateterizare sub
vizualizare directd, 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 forta 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 tdiere 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 sd 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

e dermatita .

o celulitd si arsuri la nivelul ~ ©
sau in vecinatatea
locului de introducere

¢ antecedente de trombozd
venoasd ipsilaterala

¢ radioterapie la nivelul
sau in vecinatatea
locului de introducere

14.Medicii trebuie sd fie constienti de complicatiile/efectele

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

¢ tamponada cardiaca * punctionare arteriala
secundara perforatiei avcc!den'falva )
o, atril ranire/vatamare a nervilor
vaselor, atriilor sau e hematom

ventriculelor ¢ sangerare/hemoragie

o formare de teaca de fibrina
* infectie la locul de iesire

* eroziune vasculara

¢ ocluzie de cateter ¢ pozitionare eronaté a
varfului cateterului

¢ embolie gazoasa

¢ embolie de cateter

¢ bacteriemie

o disritmii
* septicemie e sindrom de vena cava
o extravazare superioara
. o flebita
* tromboflebita ¢ tromboembolism venos
e tromboza * anafilaxie

Precautii:

1.

»

Nu modificati cateterul decét in conformitate cu instructiunile.
Nu modificati firul de ghidaj sau orice alta piesa din trusad/set
in timpul introducerii, utilizarii sau extragerii.
Procedura trebuie efectuatd 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.
Nu utilizati dispozitivul daca ambalajul este deteriorat sau
deschis accidental inainte de utilizare. Eliminati dispozitivul.
Conditiile de depozitare a acestor dispozitive prevad ca
acestea sa fie pastrate uscate si ferite de lumina directa a
soarelui.
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.

o Lasatilocul de introducere sa se usuce complet inainte de
perforarea pielii si aplicarea pansamentului.

* Nu lasati componentele trusei sa intre in contact cu
alcoolul.

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.

Este posibil ca trusele/seturile sa nu contind toate
componentele accesorii detaliate in aceste instructiuni de

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

Procedura sugerata: Utilizati tehnica sterila.

Pregatirea locului de punctionare:

1. Pregatiti pielea curatd cu un agent antiseptic adecvat si ldsati-o s se usuce.

2. Acoperiti locul de punctionare.

3. Aplicati husa pentru sonda sterild (dacé este furnizata).

4. Administrati anestezicul local conform politicilor si procedurilor institutionale.
5. 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 singurd mand, apasati ferm acele in orificiile recipientului pentru
deseuri (consultati Figura 1).

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

/AN 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
acelor in spumad dupa utilizare.

APrecau;ie: A nu se refolosi acele dupa ce acestea au fost puse in sistemul cu
spuma SharpsAway. Este posibil ca pe vérful acului sa adere particule.

Pregatiti cateterul:
Consultati instructiunile de utilizare ale Arrow VPS pentru instructiuni suplimentare privind

9. Daca este prevazut cu un fir de amplasare impletit care include un maner, rasuciti
capatul proximal al firului de amplasare la nivelul conectorului orificiului lateral,
pentru a minimiza riscul ca firul de amplasare s& iasa din varful distal al cateterului in
timpul introducerii (consultati Figura 3).

AAvertisment: Nu incercati s& avansati firul de amplasare/stiletul de rigidizare
prin sept.

Dispozitiv de dimensionare a cateterului (daca este furnizat):

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

utilizare.

« Introduceti cateterul in orificiul dispozitivului de dimensionare, pana la locul de taiere
dorit.

«  Apdsati lama pentru a taia cateterul.

OBSERVATIE: Rezistenta la tdierea cateterului este probabil cauzatd de retractarea

insuficientd a firului de amplasare/stiletului de rigidizare. Nu utilizati cateterul dacd nu

afost retras firul de amplasare/stiletul de rigidizare.

10. Taiati cateterul in unghi drept transversal (in unghi de 90° fatd de lungimea
« lui) folosind dispozitivul de di (dacd este furnizat), pentru a
mentine un varf bont.

AAvertisment: Nu téiati firul de amplasare/stiletul de rigidizare cénd taiati
cateterul pentru a reduce riscul de deteriorare a firului de amplasare/stiletului
derigidizare, de creare a unor fi defir sau de embolie.

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

APrecaugie: Dupé dimensionare, verificati sa nu existe nicio bucata de fir in
segmentul taiat de cateter. Daca exista vreun semn ca firul de amplasare/stiletul
derigidizare a fost téiat sau deteriorat, cateterul si firul de amplasare/stiletul de
rigidizare nu trebuie utilizate.

Spalarea cateterului:

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

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

AAvertisment: Nu prindeti cu clema linia de prelungire atunci cand firul de
amplasare/stiletul de rigidizare este in cateter pentru a reduce riscul de indoire
afirului de amplasare/stiletului de rigidizare.

AAvertisment' Nu prindeti cu clema linia de prelungire in stransa proximitate

pregatirea stiletului VPS (dacd este furnizat). Consultati Manualul de operare a disp I
Arrow VPS Rhythm pentru instructiuni suplimentare privind pregatirea stiletului TipTracker
(dacd este furnizat).

Dimensionati cateterul daca este necesar:

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

6. Retractati protectia anticontaminare.

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

(Cand se furnizeaza un conector al orificiului lateral si un fir de

amplasare/stilet de rigidizare, urmati pasii 7 5i 8.

8. Retrageti firul de amplasare/stiletul de rigidizare prin sept pentru a retracta firul
pe o distanta de minimum 4 cm in spatele locului de téiere a cateterului (consultati
Figura 2).

. i Lungimea cateterului
lVarfuIﬁruIm de taiat pentru —PI
dimensionare
e S———— L S ——S——
Firretrasla Vérful cateterului *
4 ¢m (min.)

Figura2

a amboului liniei de prelungire, pentru a reduce riscul de deteriorare a

componentei.

Obtinerea accesului venos initial:
14. 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 sé poata identifica exact locatia vérfului
acului atunci cand perforeaza vasul sub ultrasunete.

Ac cu protectie/ac de sigurant (daca este furnizat):

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

15.  Introduceti acul introducétor 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.

16. Verificati debitul nepulsatil.
AAvertisment: Debitul pulsatil este, de obicei, un indicator al punctiondrii
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
Familiarizati-va cu firul (firele) de ghidaj care trebuie

insertie
utilizat(e) cu tehnica specifica selectata inainte de a incepe
procedura de insertie propriu-zisa.

Arrow Advancer (dacé este furnizat):

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

«  Utilizand degetul mare, retractati varful firului de ghidaj. Plasati varful Arrow Advancer
— cu firul de ghidaj retractat — in acul introducator (consultati Figura 4).

17. Avansati firul de ghidaj in acul introducator.

AAvertismem: Nu introduceti capétul rigid al firului de ghidaj in vas, intrucat
aceasta poate determina vatdmarea 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 fermd a firului de ghidaj, impingeti
ansamblul in ac pentru a avansa firul de ghidaj mai departe. Continuati pand cand
firul de ghidaj ajunge la adancimea dorita.

APrecauﬁe: Mentineti permanent apucarea ferma a firului de ghidaj. Pastrati
o lungime expusa suficientd 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.

19. 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 (daca este furnizat).

Introducerea cu ajutorul tecii detasabile:

20. Asigurati-va ca dilatatorul se afla in pozitie si este blocat pe amboul tecii.
21. Treceti ansamblul teaca detasabila/dilatator peste firul de ghidaj.

22.

cRS

Apucénd pielea adiacenta, avansati ansamblul teacd detasabila/dilatator peste firul
de ghidaj printr-o usoard miscare de rasucire, pand la o adancime suficientd pentru
patrunderea in vas.

2.

=

Daca este necesar, marifi locul de punctionare cutanata cu ajutorul muchiei taioase
ascalpelului pozitionat la distanta fatd de firul de ghidaj.

A Avertisment: Nu taiati firul de ghidaj pentru a-i modifica lungimea.
AAvertisment: Nu taiati firul de ghidaj cu scalpelul.

« Pozitionati muchia tdioasa a scalpelului la distanta fata de firul de ghidaj.

« Activati si ta si/sau di | de blocare a scalpelului (daca au fost

furnizate) pe durata neutilizrii, 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.

24,

=

Verificati amplasarea tecii detasabile mentinand teaca in pozitie, rasucind amboul
dilatatoruluiin sens antiorar pentru a desprinde amboul dilatatorului din amboul tecii,
retrageti firul de ghidaj si dilatatorul suficient pentru a permite circulatia sangelui.

25.

>

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

(consultati Figura 5).

AAvenisment: 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 dil lui tisular expune pacientul la riscul

unei posibile perforari a peretelui vascular.

26. La extragerea dilatatorului si firului de ghidaj, ocluzati rapid capatul tecii, pentru a
reduce riscul de patrundere a aerului.

AAvenisment: 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 vend, poate aparea embolia gazoasa.

27. Dupé extragere, verificati ca intregul fir de ghidaj sa fie intact.

28. 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 salina
injectabild normald, sterila. Asigurati-va 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 detasabila:

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

« Daca se utilizeaza un fir de ghidaj cu lungimea de 130 cm, introduceti varful moale
alfirului de ghidaj prin teaca detasabila, pana la adancimea dorita. Treceti cateterul
peste firul de ghidaj si avansati cateterul peste firul de ghidaj pana in pozitia de
introducere final3, utilizand ghidajul imagistic sau fluoroscopia.

« Daca intampinati rezistentd la avansarea cateterului, retractati si/sau spalati usor
intimp ce avansati cateterul.

Avertisment: Trecerea firului de ghidaj in camerele cardiace drepte poate cauza

disritmii sau perforarea peretelui vascular, atrial sau ventricular.

APrecau;ie: Mentineti permanent apucarea ferma a firului de ghidaj. Pastrati

o lungime expusa suficienta a firului de ghidaj la manipulare. Un fir de ghidaj
necontrolat poate cauza embolie de fir de ghidaj.

Introducerea cu ajutorul firului de amplasare/stiletului de rigidizare
(daca este furnizat):
o Introduceti cateterul prin teaca detasabila, pana in pozitia de introducere finala.
Retractati si/sau spalati usor in timp ce avansati cateterul daca intampinati rezistenta.
Retrageti teaca detasabila pe cateter pana la eliberarea din locul venopunctiei a
amboului tecii i portiunii conectate a tecii. Apucati urechiugele 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.
APrecau;ie: Evitati ruperea tecii la locul de introducere, fapt care ar deschide
tesutul adiacent, crednd un spatiu intre cateter si derma.

29.

30. Tn cazul migrarii cateterului in timpul extragerii tecii, reavansati cateterul pand in
pozitia de introducere finald.
31. Extrageti firul de amplasare/stiletul de rigidizare sau firul de ghidaj. Dupa extragere,

verificati intotdeauna ca firele de ghidaj sa fie intacte.

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

AAvertisment: Nu utilizati un fir de ghidaj scurt (33 - 45 cm) ca dispozitiv de
rigidizare.

32. Daca exista orice dificultate la gerea firului de ampl stiletului de rigidizare
sau a firului de ghidaj, cateterul si firul trebuie extrase ca o singura unitate.

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

Finalizarea introducerii cateterului:

33. 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.

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

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.

o

34,
35.



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

Fixarea cateterului:
36. Utilizati un dispozitiv de stabilizare a cateterului si/sau o dlema 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 necesitéti.
A Precautie: Minimizati p
amentine pozitia corecta a varfului acestuia.

i pe parcursul p ii, pentru

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

cu instructiunile

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

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

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

pentru stabilizarea cateterului.

AAvertisment: Nu atasati dema pentru cateter si dispozitivul de prindere
pané cand firul de ghidaj sau firul de amplasare/stiletul de rigidizare nu este
inlaturat.

«  Dupd indepértarea firului de amplasare/stiletului de rigidizare sau a firului de ghidaj
si conectarea sau blocarea liniilor necesare, indepértati bratele clemei de cauciuc si
fixati-o pe corpul cateterului, asigurandu-va ca suprafata cateterului nu este umeds,
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 singur unitate,
utilizand un dispoxzitiv de stabilizare a cateterului, capsare sau sutura. Atat clema, cat
si dispozitivul de prindere a cateterului trebuie fixate pentru a reduce riscul migrarii
cateterului (consultati Figura 7).

37.

<

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

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

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

38.

=3

39.

o

Permeabilitatea cateterului:

Mentineti permeabilitatea cateterului in conformitate cu politicile, procedurile si
instructiunile de practica institutionale. Intreg personalul care are grija de pacientii cu e
trebuie s fie informat despre | eficient pentru p i 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 citre personal
instruitin acest sens, bun cunoscator al tehnicii 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.
« Spalativiguros cateterul.

AAvertismem: 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 tubulatura din setul de administrare pentru injectare sub presiune la linia de
prelungire adecvata a cateterului, conform recomandrilor fabricantului.

A Precautie: Nu depdsiti 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.

A Precautie: Nu depasiti zece (10) injectari 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.

A Avertisment: Intrerupeti injectérile sub presiune la primul semn de extravazare
sau deformare a cateterului. Urmati politicile si procedurile institutionale
pentru interventia medicala corespunzatoare.

APre(au;ie: Inclzti tele de contrast la corpului inainte de
injectarea sub presiune, pentru a reduce la minimum riscul de cedare a cateterului.

APrecauﬁe: Este posibil ca setarile limitei de presiune ale echipamentului de
injectare sa nu prevind 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.

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

6. Injectati le de contrastin u politicile si urile institutional

7. Deconectati in mod aseptic lumenul cateterului de la echipamentul de |njectare
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 fard 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.

Eliberati cateterul si indepartati-| din dispozitivul (dispozitivele) de fixare ale acestuia.

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

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

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

A Avertisment: Tractul rezidual al cateterului rimane un punct de intrare a aerului
péand cand locul este epitelizat. Pansamentul ocluziv trebuie s& 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
indepértat intreg cateterul si varful acestuia, conform politicilor si procedurilor
institutionale.

w
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Pentru fie privind eval ientului, educatie dlinica, tehnici de insertie
si potentiale complicatii asociate cu aceasta procedura, 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 géseste la adresa www.teleflex.com/IFU

Aceasta este locatia la care gdsiti Rezumatul caracteristicilor de siguranta si de performantd
clinica (SSCP) pentru,, Arrow AGBA CCIP” (IUD-ID de baza: 08019020000000000000041K6)
dupa lansarea bazei europene de date referitoare la dispozitivele medicale/Eudamed:
https://ec.europa.eu/tools/eudamed

Tn cazul unui pacient/ unui utilizator/ unei terte parti din Uniunea Europeand si din trile
cu un regim de reglementare identic (Regulamentul 2017/745/UE privind dispozitivele
medicale); dacd, 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 dumneavoastrd. Datele de
contact ale autoritatilor nationale competente (punctele de contact pentru vigilenta)
si informatii suplimentare pot ﬁ gasite pe urmamrul sne web al Comisiei Europene:
https://ec.europa. ts_en

gl tors/|



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 tradusd a acesteia se poate gasi la
www.teleflex.com/IFU

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

Masa (g) Material/Substanta Rol/Observatii

Corpul cateterului, linii de

0,77-1,58 Polieter-poliuretan aromatic prelungire i varf

0,70-0,85 Polieter-poliuretan alifatic Ambou de jonctiune

0,88-1,89 Poliuretan aromatic rigid Ambou Luer

0,44-1,34 Policarbonat Cleme

0,18-0,24 Oxiclorurd de bismut Agent de radioopacitate
Agent antimi(robjan activ,

0,01-0,02 | Clorhexidina g‘m\' c‘;ﬁf\‘:r”'”” ambou
linii de prelungire si varf
Exceptie FDA 21CFR

0,002-0,004 | Coloranti (sigur pentru utilizarea ca

dispozitiv medical)

0,002-0,005 | Poli (metilmetacrilat) Imprimare

Glosarul simbolurilor: Simbolurile sunt in conformitate cu 150 15223-1.

Unele simboluri s-ar putea sa nu se aplice acestui produs. Consultati eticheta produsului pentru simbolurile care se aplica in mod specific acestui produs.

A D] (15| & | & | @ | &

Consulta Contine substante Contine o
Atentie Dispozitiv medical | ~ instructiunile sericuloase substanta Anuserefolosi  |Anu se resteriliza Sterilizat cu etilenoxid
de utilizare P medicinala
e P 5
ZAN “T‘ LAYEX \

Ase pastra la
temperaturi sub

Anuse utilizadaca | Nu este fabricat 25°C(77°F). A Sigurin

Sistem de bariera sterila unicé cu [ Sistem de bariera | Ase feri de

N S S s N . | Asepastrauscat ambalajul este din latex de L "
ambalaj de protectie in interior sterild unica lumina solara deteriorat cauciucnatural | %€ evn_a Ealdura mediu RM
excesiva peste
30°C(86°F)
Numr catalog Numr lot Data de expirare | Producator Data fabricatiei Importator

Arrow, sigla Arrow, Arrowg-+ard Blue Advance, SharpsAway, Teleflex, sigla Teleflex, TipTracker, VPS si VPS Rhythm sunt mdrci comerciale sau
marci comerciale inregi ale Teleflex Incorp d sau ale afiliatilor acesteia din SUA si/sau din alte tdri. © 2023 Teleflex Incorporated.
Toate drepturile rezervate.

»Rx only” se foloseste pe aceastd etichetare pentru a comunica urmdtorul enunt, asa cum se prezintd in FDA CFR: Atentie: Legislatia federald
restrictioneazd comercializarea acestui dispozitiv la vdnzarea doar de cdtre sau la recomandarea unui profesionist autorizat din domeniul sdndtatii.
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ARROW

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

Onucauue nspenus
Katetepbl  Arrowg-+ard Blue Advance cHabxenHbl "3

I'onasauuﬂ K npmmeueuvuo

m it uepe3 kue gerbl (PICC) ana

XNOprek(MauHa auetata Ha BHelLHeil NOBEPXHOCTU prGKM Karetepa u nepenueﬁ Yacm

KBTETEP,

BELLECTB 1103 110Ka3aH ANA KpaTKOBf WA ONTOCPOUHOIO

COBIMHUTENbHOI BTYNKM, @ BHYTPEHHMiA MPOCBET TPyOKM KaTeTepa, ii BTYNKN,
YAMMHUTENbHOM(-bIX) AMHAN(-Vif) W BTYAKN(-OK) YAAUHUTENbHOM(-bIX) MHWN(-¥i) NponuTaH
QHTUMUKPOGHBIM COYETaHWEM XNOPreK(MAUHA aleTata I XNOpreKCUMHA OCHOBAHWA.
06lujee MaKcManbHOe KOMUYECTBO XNOPTeKCATMHA Ha KaTeTepax pasfiuuHoro Auametpa Fr.
W Pa3MYHOI ANMHbI JOCTUTaeT 22,2 M.

XapakTtepucTuku xnoprekcuanHa
XNOpreKCUAMH  XapakTepu3yeTca WIMPOKUM ~ CMIEKTPOM  aKTUMUKDOGHOIA ~ aKTUBHOCTH,
BKNIoYas GakTepyocTaTuyeckoe i GakTepuuaHoe Bo3geiicTBue Ha rpaM-oNOXUTENbHbIE
GakTepuw, rpam-oTpuLaTeNbHble Gaktepun U rpubki. OkasbiBaeT N XNOPreKcMauH
GakTepuocTatuyeckoe v GakTepuLAHOE BO3eNiCTBIE, 3aBIUCHT MaBHbIM 06pasomM OT
KOHLIeHTpauun CpeAcTBa, ero ]JH W YyBC T TeX UNK WHbIX
Kak nokasanu uccneposanus, xnoprexcuuk (CH N 0,) crabunen npu yposHsx pH,
XapaKTepHbIX ANA MOBEPXHOCTEI W TKaHeii Tena, oCTaBasch CTabuibHbIM npu Gonee
HU3KOM WA BLICOKOM YpOBHe pH, uto o6ecneumsae1 BO3/E/ICTBYE XNIOPreKcAAMHa NpK
1 BHY i MHBEKLMI ZpYTIX KuaKocTeid. Takxe 6bina
A

IOB.

pYIdepuyeckoro 0CTyna k 11 BEHO3HO/A CYICTEMe NPY BHYTPUBEHHOI Tepaniu,
3&60]]9 KpOBW, BANBAHUK, ABTOMATUYECKOI MHBEKLMM Kompacmoﬁ (pefibl, a Takxe
p BEHO3HOrO AaBNneHuA. MakamanbHoe
[NaBnexue KOr0 UHbEKTOPa, HC C pom PICC ana
BELLIECTB 110/ AABNIEHUEM, HE AOMKHO NpeBbilaTb 2068,4 Klla (300 dyHTOB Ha KB. Atoiim).
ﬂMBI'IEBOH MaKCMAnNbHOi CKOPOCTW NOTOKA NpW WHbEKUMW BeLLeCTB NOA AaBieHnem
cocTaBnAer ot 4 o 6 MII/c. 3HaueHns MakciManbHoit (CKOpOCTW NOTOKA Npu UHBEKLUN
BeLLeCTB Noj AaBNeHuem AnA Toro Uan WHOro NpocseTa, UCNONb3yemoro AnA UHbeKLUN
BeLLIECTB M0} w™.B Kaxpor u3genua.

Moka3saHo, uTo Mcnonb3oBaHue TexHonoruu Arrowg-+ard Blue Advance Ha HapyHoit

NOBEPXHOCTY TPYOKU KaTeTepa, a Takxke Ha BCEro Nyt np

KUAKOCTU Yepe3 KateTep IPHEKTUBHO COKF MUKPOOPT: "
Tpomba Ha N0BEPXHOCTH KaTeTepa. AHTUMUKD "

3HeKTUBHOCTb M3yyanacb MeTofaMIn TeCTUPOBAHUA in vitro W in vivo. K HacToAwemy

BPEMEHU He YCTAHOBMEHO KaKoit-Tubo KOppenauuu Mexay STumi  MeTozami

TeC W KIMHUYecKuM MCKoAoM. OH He npefHasHaueH AnA neuyeHus

nokasaHa 3¢ Tb X10p B BYPYCOB C

060N10YKI UM C HAPYXHOIA 060M0UKOIA, OHAKO OLIEHKA STUX CBOVICTB B CBA3Y1 C HACTOALLUM
V3lenuem He NPOBOAUNACh. AHTUTPOMGOreHHOe BO3/IEiiCTBIe KaTeTepoB C MCMob30BaHUeM
TexHonoruu Arrowg-+ard Blue Advance ABnsetca, no-BuavMomy, CeACTBIEM NoOAABEHNA

QYHKLMI TPOMBYMHA XNOPTEKCUTMHOM B Pa3NUYHbIX BHYTPEHHUX 1 0BLLIUX NYTAX aKTUBALMM

CYLYeCTBYHOLLE/t MHOEKLMI WK TPOMGO3 BEH.

LleneBas rpynna nauueHTos

n

Bep KpOBI1, A Yemy peakuua unpoljecc
TpomBa Ha NOBEPXHOCTY KaTeTepa OTAANAIOTCA BO BPEMeHI.
XnoprekcuauH sBnsetca <ol Ero
3apANOM CUNbHO MPUTATVBAIOTCA K OTPULATENbHbIM 3apAAaM, NPUCYTCTBYIOLMM Ha

AnA ud ¥ NaLuenToB ¢ KIMI 0COBEHHOCTAMY,
e 370 YCTPOACTBO.
I'Ipomsonoxasaumu
C NONOKUTENbHBIM I p na BELLECTB Moj| Karetepa

eHHoit 3awutoii Arrowg+ard Blue Advance

TIOBEPXHOCTAX MUKPOOPTaHI3MOB. 3aTeM BHELHAA
GaKTepuii, CTeHKa KNeTKi rpaM-MoNOKUTENbHbIX GaKTepuii uan LuTonnasmatuyeckas
MemBpaHa ApoXokeil 0cnabeBaeT ¥ ee MPOHMLAGMOCTb BO3PACTaeT BCNe/CTBUE
afcopbuMu XMoprekCMAMHA Ha MOBEPXHOCTU KMeTKU. [P HU3KOM KOHLEHTpaLum
XnoprekcuauH 06nagaet 6akTepuocTaTiyeckum feiicTeuem 6aarofapa notepe Kneoit
BELLIECTB C HU3KMM MONIEKYNIAPHbIM BECOM (a MEHHO, OHOB docdopa i kanua). dToro
J0CTaTouHO  ANd yHKuMM bk it Kknetku. bak

JelicTBYe XNOPreKCUANHA NPOABAAETCA NP BbICOKOH KOHLIEHTPaLMK, Bbi3blBatoLLeit
Ocax/ieHite 6eNKOB U HyKNEUHOBbIX KCTOT.

rpam-otp

XnopreKcuAMH NN0OX0 BCacbiBaeTcA Kenys YHbIM TpakToM. Wcd Ha
MOAAX U 1I0Ka3anH, 4T0 MaKc ii ypoBeHb ¢ XnoprekcuanHa
B nnasme kpou coctaBun 0,206 MKr/r v Gbin mocTurkyT uyepes 30 MuHyT nocne
npuHATIA 300 Mr XnOpreKcuauHa. XnopreKCuaNH BbIBOAWACA U3 OPraHi3Ma TMaBHbIM
06pazom c Kanom (npumepHo 90 %), u meHee 1 % BbIBOANOCH ¢ MoYoit. MeTabonmnsm
XNOPreKCUANHA He 0TAMYAETCA 0T MeTabonn3ma 60NbLINHCTBA NOCTOPOHHUX BelLeCTB.
Bonbluan YacTb XMOpreKCUAMHA BbIBOAUTCA, He MeTabonu3NpyACh OpraHu3mMoM.

Kne ned TUMOCTH [ BbIBOA 0 TOM, 4TO
pM(KOM HexenaresibHoro BDEL[EVI(TBVISI aHTVIMVIKpOﬁHbIX/aHTMTpOMﬁO[EHHbl)( KareTepos
Arrowg-+ard Blue Advance moxHo npere6peub.

HazHaueHue
B i yepe3 nepudepuyeckie cocyabl ii KateTep np A
obecneuenus anutenboro (Gonee 30 cyTok) AocTyna yepes BeHbl K LEHTpanbHoMy
KpoBoo6paLLeHito.

Texronorua Arrowg-+ard Blue Advance
KareTepa o7

p ANA 3aWuTbl ™
MUKPOOPT: [ Tpomba.

© Y NaLWeHTOB C U3BECTHOI MNEPUYBCTBUTENbHOCTbIO K XNIOPTEKCUAUHY

o MU HANMYUK MHQEKLWY, (BA3AHHOI C YCTPOIICTBOM, B LIENeBOM COCYAE, W Ha
nyTy KateTepa

©  NpU Hanuyuu TPOMGO3a LeNesoro Cocyaa WA Ha NyTU NpOBEJeHUA KaTeTepa
B LieneBoii cocys

Puck runepuyyBCcTBUTENbHOCTU

MpenmyliiecTBa NPUMEHEHUA [IAHHOTO KaTeTepa CleAyeT B3BELIMBATb OTHOCUTENbHO
MioBoro BO3MOXHOTO PUCKa. BO3HUKHOBEHIE peaKLiuii rinepuyBCTBUTENbHOCTH ABNAETCA
3T peauw MoryT 6biTb BecbMa

p P

(CePbe3HbIMI 1 JaXKe YTPoXKatLLAMM KU3HU.

0xupaemble KNMHNYECKNe npeumyilectea

Bo3moxHoCTb 0becrieyenya A0CTyNa K LeHTPanbHoii cvcTeMe KpoBoobpaLLienna uepes
O/IHO MeCTO NYHKLUK NPY BMELLATENbCTBAX, BKM0YAILLIUX UHGY3HI0 XMAKoCTeil, 0T6Op
npo6 KpoBM, N0AaYy NeKapCTB, MOKUTOPUHT LiHTPANbHOI BEHO3HO! CUCTEMbI, @ Takxke
BO3MOXHOCTb BBE/ACHNA KOHTPACTHOIA CPefibl.

OueHKa B AOKNUHUYECKUX yCnoBUAX

TexHonorua Arrowg+ard Blue Advance nokasana cHiKeHue KOMOHM3ALMM rpam-
nonoXM u rpam-oTp 6GakTepuaMM 1 [poXKamu B Xofe
UCCNe0BaHWI in Vitro W in vivo Ha npoTAXeHn A0 30 AHeil Ha HapyXKHOI NOBEPXHOCTU N
UCCNeR0BaHWIA in vitro Ha npoTAXeHuu A0 30 el B NYTAX NPOTEKAHUA XUAKOCTU.

Kpome Toro, Texxonorus Arrowg+ard Blue Advance nokasana cHuxenue 06pasoBaua
Tpomba Ha TAX KaTeTepa Ha np! 10 30 Heil B X0e MCCNefoBaHmit




in vivo. M(CHEHDBBHVM in vitro nokasanu CHWXeHue npuKpennexna TpOMﬁULlMTOB
K M0BEPXHOCTI KaTeTepa, a Takxe CHUXKeHWe OKKNI03nK KaTetepa.

(Bepenua o 6esonacHocTy npu MPT
PICC 6e3onace npu MPT.

@ COHEP)KVIT onacHble BewecTsa

ns wen cranu,
% (no macce) Kob6anbrta

MpoBoagHMKK, unsror
moryT conepx(arb 6onee 0,1

(perncrp p CAS 7440-48-4), KoTopbiit
cynTaeTcA Bewectsom Kateropuu 1B CMR (KaHueporeHHoe,
MyTareHHoe wnm penpoToKcnyHoe. Konunuectso

6GanbTa B Tax u3 Hep W crann 6bino
unsyveHo. [lp BO npeanonaraemoe
Ha N TOKC nyeckuini npod wnspenuii,
PUCK  6MONOrMYeCcKO ONacHOCT ANA  NauueHToB

npy UCNONb30BaHMM W3AEeNuUA B COOTBETCTBUMM C 3TON
VHCTPYKUMEi No NPUMEHEHMIO OTCYTCTBYET.

& 06w ue npedynpexdeHus u Mepbl npedocmopoXXHoOcmu
Npepynpexpaenna

1. CTepwano, anAa OAHOKpaTHOro npuMeHeHnA: He
ncnonb3oBaTtb, He 06pa6a'n>|aa'rb n He CTey Tb

BbIMOJIHUTb PEHTreHOBCKYI0 BuU3yanusauyuio N 3anpocutb
AOMOJSIHUTENIbHYIO KOHCYNbTaLuto.

ﬂnﬂ NHbEeKUNn BewecTs gaBneHnem Mcnonb?.yl?ne TONbKO
nNpocBeTbl, MOMeyYeHHble «[NA WHbEKUMN BelecTs
AaBneHnem», 4tobbl CHU3UTHL PUCK HapyweHus pa6oTbl
KaTteTepa u/unm oc L Ta. Cep
OTHOCWTENbHO BBEJEHUA BELEeCTB NOA  JaBlieHnem
np! bl B UHOY IMOHHOI KapTouKe KaTeTepa Arrow
ANA BBEIEHNA BELLECTB Moy AaB/ieHneM.

10.4Y106b1 cBECTM K yMy PUCK pasf wnn
NOBPeX/AeHNA KaTeTepa UIN HapyLIeHsA ero NPOXoANMOCTH,
He ¢uKcnpyinTe, He Kpenute ckobkamu u (unm) He
HaKnapabiBaiiTe LWOB HEMOCPEACTBEHHO Ha  BHEWHWA
AvameTp TPYGKM KaTeTepa WAW YANMHUTENbHON NUHUN.
OUKCMpyiiTe TONbKO B yKa3aHHbIX MecTax crabunusauuu.

11.Mpu nonagaHnm Bo3gyxa B yCTPONCTBO COCYANCTOro AOCTYyNa
wnn BeHy BO3MOXHa BO3AyLlHaA smbonus. He ocrasnante
OTKpbITble  WMMbl, WHTPOAbIOCEPbI WAN  HemepexaTtble
KateTepbl 6e3 KosINaykoB B MecTax NYHKUMN UeHTPalbHbIX
BeH. [InA npepoTBy iiHOro pasbep

NCNONb3yNTe TONbKO HAAEXHO 3aTAHYTble JIO3POBCKMNE

coeguHeHunA co Bcemn yCTpOﬁ(TBaMM cocyanucToro gocryna.

canyuy

12.Bpauun JOMXHbl 3HaTb O BO3MOXHOCTU CNy4yallHOroO CHATUA

CKO. )B

noBTopHo. [TOBTOPHOE NCMONb30BaHE YCTPOICTBa CO3AaeT
PUCK cepbe3Ho TpaBMbl 1 (11) HGEKLMM, KOTOPbIE MOTYT
NpuUBECTU K cMepTenbHOMY ncxopy. MoBTopHas obpa6oTka

MeaNLNHCKUX 7 npea ncKknioYnTenbHoO

13. Bpauu 4omKHbI 6bITb OC| Hbl O KX COCTOSAHNAX,
CMOCOGHBbIX OrpaHNuMTL  Mcnonb3oBaHWe KatetepoB PICC.
B 4nCiI0 TaK1X COCTOAHMIA BXOAAT, TOMUMO MPOUMX:

ANA  OAHOPA30BOro WCMONb30BaHWA, MOXET MpPUBECTN ¢ Aepmatut ¢ KOHTPaKTypbl
K yXyAweHuio paﬁoqwx XapakTepuctuk wnn nortepe ®  LUeUTNNT N OXorn ® MacCT3KTOMMA
¢yHKLWIOHaI1bHOCTVI. B MeCTe BBeAeHNA nnn * BO3MOXHO€ NCNosb3oBaHne
2. MMepeAnpuMeHeHNEMN3AeNNsA N3yunTe BCe npeaynpexaeHus, PAAOM C HUM NPV apTeprOBEHO3HOM
Mepbl NPeAOCTOPOXKHOCTM 1 MHCTPYKLMN NINCTKA-BKNAAbILLA. * paHee HabniogaBLNiica cene
Heco6niogeHue faHHOrO NpeaynpeXXAeHNA MOXET NPUBeCTn TPOoMb03 BEH TOW e
K CepbeBHOﬁl TpaBMe nayueHTa uin ero cMepTiu. KOHeYyHOoCTN
3. Ecau nocsie YCTaHOBKM KaTeTepa PasBUBAIOTCA CBA3aHHble * pajnauuoHHas Tepanua
C HAM HeXenaTenbHble peakuuu, ero cnepyetr HemepseHHO B MeCTe BBeAeHNA nnn
n3Bneyb. PALOM C HAM
p . Mpu p i pearyuu mean Ha 14.Bpaumn AOMKHbI 6bITb OCBE, 06 ocno; unn
p me 01 p peull Ha X No6OYHbIX 3pdeKTax, BOZHMKAOWMX Npn
8 cocmas ncnonb3oBaHum PICC. B nx 4uncio BXoAAT, MTOMUMO NPoUunX:
4. He ycraHaBnuBaiiTe M He BBOAUTE KaTeTep B Mnpasoe o TamroHaaa cepaua e CyvaliHbIi NPOKON apTepun
EPEACEPHVIE N1 Npaebin XenyaoyeKk n He oCcTaBnAanTe ero TaIV‘l‘. BCnencTBie ©  MoBpeXaeHIe HepBa
OHYMK KaTeTepa cneflyeT BBECTU B HMXKHIOIO TPEeTb BepxHen rematoma
nonoii  BeHbl. Heob6xoaumo noATBEPAUTbL pPacnonoXeHna nepdopaLnv CTeHKn /
KOHUMKAa KaTeTepa B COOTBETCTBUW C HOPMaTMBHbIMM cocya, Npeacepana uam szBgT?e:”ee
Tpe6oBaHUAMY 1 NPOLIeAYPamu 1e4e6GHOTO yUpexxaeHus. KPOBONSNAHM .
5. B xKenyaouka * ob6pasoBaHyie PUGPUHOBOIA
. Bpaum pomkHbl 3HaTb © HOCTN OBONOUKM BOKDY HODTA
NPOBOAHNKA II060r0 PoAa UMMIAHTUPOBAHHBIM YCTPONCTBOM * BO3fyWHaA smbonua pyrnop
VHbeKLMA B MecTe BbIXofia
B CUCTeMe KpOBOOGpaLLy . Ana ceep K o 3mM60nA KaTeTePOM « 3posna cocyma
pucKa 3awemneHna NPoBOAHMKA NMpU Hannu4yun I/IMI'II'IaHTaTa
B CnCTeMe KpOBO! Ta, peKc 1y a ® OKKNo3KA KatetTepa . :s:ﬁ;s:l;:::fengnomeme
NpoBOAUTL MpoueAypy KaTeTepusalyy C WUCMONb30BaHNEM o GakTepuemns P
HEeNoCPeACTBEHHOTO 3PUTENIbHOTO KOHTPONA. ¢ aputMnA
- o * centnuemua . "
6. He npunaraiite u4pesMepHbIX YycuUnuii npu BBeAEHWUU ﬁv;:ﬂzc:g:szuem
NPOBOAHNKA, Pa3pbiBHOrO MHTPOAbIOCEPA MO TKAaHeBOMY ® 3KCTpaBasauna . 6
paclmpuTento U TKaHeBOro paclMpuTens, Tak Kak 3To « TpoMBoGne6uT dnebur
p *  TPOMGO3MOGONVIA BEH
MOXeT MpUBeCTM K BeHocrnasmy, nepdopauun cocyaa,
KPOBOTEUEHMIO U NOBPEXAEHNIO KOMMOHEHTa. * Tpom60o3 ¢ aHadunakcma
7. MpoxoXpaeHne NpoBOAHMKA B MpaBble OTAeNbl cepaua Mepb! npeaocTopoXHOCTH
MOXET  BbI3BaTb apuTMMM, 6noKagy npaBoii  HOXKM 1. He nameHsiiiTe KaTeTep MHaYe, YeM YKasaHO B UHCTPYKLMN.
npeAcepAHO-XeNnyAoUKOBOro Nyyka u neppopaumio CTeHKmn 3anpewaercas  M3MeHATb  MPOBOAHUK  WAM  Apyrue
cocyna, npeacepana Unn xenyno4ka. HEHTbI Ta/ pa BO BpemA BBefeHUsA,
8. He npunaraiite upesmepHbIX ycunuii npu pa np wn .
VAN yAaneHuu KaTtetepa vau NPOBOAHMKA. YpesmepHbie 2. Mpoueaypa fAoOMKHa  BbIMNOMHATLCA  MOAFOTOB/IEHHbIM
ycmnma MOryT nNpuBecTU K MNOBPEeXAeHU unm paspbiBy nepcoHanom, wumMerwnm 6Gonbwonn onbiT B ob6nactn

KOMMOHEHTa. I'Ipln noaospeHNn Ha noBpexaeHue wnun
BO3HMKHOBEHUN Ypy,ClHOCTelﬁ C uU3BneYyeHuem HeO6XOAI/IMO

20

aHaTOMMNyecKow npuBA3KK, B obecneyeHnn 6esonacHocCTy,
aTaKe xopowo IM C BO3MC ocno; .




3. MpuHuMaliTe CTaHAapTHble  Mepbl  MPefOCTOPOXKHOCTU
1 cnepyvite npaBuiam ne4e6HOro yupexaeHns OTHOCUTENbHO
BCex npoveAyp, BK/iouas 6e30nacHylo yTUnmsaLmio ycTponcTs.
Ecnm yr fieHa unn PEHHO OTKpbITa
A0 NCNoNb30BaHWA, HE UCNONb30BaTb AaHHOe yCTpOﬁCTBO.
Ypanute B OTX0AbI YCTPOMCTBO.
YcnoBua XpaHeHWA 3TUX YCTPOWCTB: XPaHUTb B CYXOM U
3aLMLLIEHHOM OT NPAMbIX CONHEUHbIX NTyyeil MecTe.
HekoTopble cpeacTaa dbekuun, ncnonbsy BMecTe
BBeleHNA KaTeTepa, coaepXaTr pacTBoputenu, cnocobHbie
CHM3UTb MPOYHOCTb MaTepuana Katetepa. CnmpT, aueToH
M NONVSTUNEHTINKONb ~ MOTYT  0CNabuTb  CTPYKTYpy
nonnypeTaHoOBbIX MaTepuanos. 3m BelwecTBa MOryT Takxe
0cNnabutb KneeBoe COeAVHEHNE MeXAy YCTPOWNCTBOM AnA
cTabunmsaumnm KaTeTepa 1 Koxeil.
* He ﬂOny(KaﬁlTE nonagaHvA aueToHa Ha NOBEPXHOCTb
KaTeTepa.
¢ He nucnonb3syiite cnupT ANA BbIMauMBaHUA NOBEPXHOCTN
KaTeTepa 1 He OCTaBAiAlTe CMMPT B NpocCBeTe KaTteTepa
C UeNbi0  BOCCTaHC ero npo T unn
npopunakTukn nHdpekuni.
e He HaHOCuTe Masun, coaepxauine noan3TUNEHNNKONb,
Ha MecTo BBeA€HUA KaTeTepa.

o [lpu Hanuuuu MOXET UCNONb30BATbCA MeHHaA cucTema SharpsAway, B Kotopyio
NIOTpYaloT UTbl MOCAE UX UCONb30BaHNA.

AMepa npegoctop . Mocne WM B MeHHylo cuctemy
SharpsAway He u ux K KOHYMKY UTbI MOTYT NPUAMMHYTH
TBep/ble YacTULpI.

MoarotoBbTE Katetep

BuHcTpykumm Arrow VPS fiaHbl TPYKUWY N0 NOAS

ctuneta VIPS (npu ero Hanuumm). B pykoBogcTBe onepatopa yctpoiictea Arrow VPS Rhythm
kbl VHCTPYKLWM N0 Moz cruneta TipTracker (npu ero Hanuuuw).

Mpu HeobXxoAuUMOCTH 06pexbTe KaTeTep:

A Mpepynpexnenve. MHy3ua HecoBMeCTUMBIX NIEKapCTB Yepe3 Gnusnexaiue
BbIXOAHbIE OPTbI MOXET NPUBECTU K 06pa3oBaHmio 0cafka 1 (M) OKKAKO3MK.

6. 0TBeAuTe Ha3a/ 3ALUWTHYIO NOKPBILLKY.

7. Wcnonb3yiiTe CaHTUMETPOBbIE METKW Ha CTBOAe KaTeTepa, 4Tobbl 06pe3aTh ero o
Hy)KHOI7I JANNHBI CY4eTOM pa3mepoB Tena naunexTa u HeOﬁXOﬂVIMDVI TOYKM BBEIeHUA.

Ecnn umetotea coepunmuten 6okoBoro nopta 1 pasmectutens/
NOBbILLAIOLLVIA XKECTKOCTb CTUNET, BbINONIHUTE AeiicTBUA 7 1 8.
8. OTBeﬂMTe paBMecTMTenb/noBblmammMM KeCTKOCTb CTUNET Yepes MexnpeacepaHyo

neperopoAky Tak, uT00bI pasmecTuTenb pacnonaranca He MeHee Yem B 4 cv no3agn
MecTa 06pe3aHus kateTepa (CM. PUCYHOK 2).

* Cobniopjaiite 0OCTOPOXKHOCTD NMpY nexapcri
npenapaToB C BbICOKVM COfiepXKaHueM crivpTa.

. ,l]omnmecn: MOJIHOroO BbICbIXaHMA MecTa BBeAeHuA Ao
MPOKOJ1a KOXU U A0 HaNOXeHUA NOBA3KU.

¢ He ponyckaiiTe KOHTaKTa KOMMOHEHTOB KOMMJeKTa O
cnupTom.

Mepes wcnonb3oBaHMeM KaTeTepa, BK/louyas BBeAeHMe

nopa faeneHvem, ybeautecb B MPOXOAWMOCTM KateTepa. He

nCrnonb3yiiTe Wnpulpbl o6beMom MeHee 10 M, 4TOGbI CBECTN

K MUHVUMYMY PUCK YTEUYKN B NPOCBET COCyaa WK paspbiBa

KateTepa. O6of Hue ana BelecTs

MOXeT He NPeAoTBPaTUTb Y[ pHOE Mol

B NepeKpbITOM WU YaCcTUYHO NepeKpbITOM KaTeTepe.

A

[inuHa KaTeTepa,
iKOHlIVIK pa3mectutens I‘Eompym H906X011"M2.|
obpe3aTb

MpoBoAHYK BTAHYT KoHuuk katetepa f

Ha 4 cv (MuH)

PucyHok 2

9. I'Ipm Hanuyuu nneteHoro pasmectutena c pyKOﬂTKOVI Coruure ﬂpOK(MMaﬂbelﬁ
KOHel| pasMecTuTens y coefMHuTeNA 60KOBOr0 MoOpTa, 4TobbI CBECTH K MUHIUMYMY
PUCK BbIXOAA pa3mecTuTena 3a npeenbl AUCTaNnbHOrO KOHYWUKA KateTepa BO Bpema
BBE/IeHNA (CM. PUCYHOK 3).

A\ ipenyny He nbiraiirecs nf

Aﬂﬂ COXpaHeHuA HeOGXOHMMDFO MecTonc
KOHUYMKa KaTeTepa — cCBeAguTe K MUHUMYMY MaHuUnynaymm
C KaTeTepoMm B Xofe nposefeHnAa AaHHOVI npoueaypbl.

Komnnektbl wunu Ha6opbl
[ONONHUTENbHbIE  KOMIMOHEHTbI,

MOryT cojepxaTtb He Bce
YKa3aHHble B HaHHDvI

VHCTPYKUUM No npumeHeHuio. Mepea Hauyanom npoueaypbl
03HAKOMbTECb C WHCTPYKUMAMMN ANA KaX[AOoro OTAeNbHOro
KOMMOHEHTa.

Mpeanaraemas npoveaypa: cobniopaiite cTepunbHOCTb.
TMoaroToBbTe MecTo NyHKLNN

1. 06paboTaiite Koy NOAXOAALLMM AHTUCENTUKOM W AQiiTe il BbICOXHYTD.

2. 06noxwTe MECTO MyHKLMM NPOCTbIHEH.

3. Wcnonb3yiiTe CTepunbHoe NOKpbITYe 304 (€CAM NPeAOCTaBAAETC).

4. BBe/uTe MeCTHbIii aHeCTeTVIK COracHo NPOTOKOMTY M NPOLIZlYPaM NeyeBHOro yupexieHus.
5. YpanuTe urny B OTX0AbI.

3anupatoiLasnca eMKocTb Ans otxopoB SharpsAway Il

(npu Hanuuum)

3anupaiowanca emkocTb And 0TxoA0B SharpsAway Il ucnonb3yetca Ana yaaneHus

pazmecTuTenb/nNoBbiWaWMii
KeCTKOCTb CTUNeT Yepes MeMGpaNy.

Tpummep KateTepa (npu Hanuyuu):
TpvMMep KaTeTepa — 3T0 0/iHOPa30BOe YCTPOIACTBO ANA 06pe3Ky KaTeTepa.

. BBEJ:[MTE KateTep B 0TBepCTUe TPUMMEpa 10 MeCTa, B KOTOPOM HameueH paspes.
o Haxmure Ha ne3Bue, uTolbl 06pe3atb Karetep.
TIPUMEYAHMNE: Conp npu obpesre

8ce20, 86138aH0
HA3a0 Ha

P He ua

NOBLILLAIOWUL KecmKocmb cmusem He 0meedeH Ha3ad.

10. O6pexbTe KateTep TPUMMEPOM NOA NPAMbIM Yriom (oA yriom 90° K npoAonbHOi
QU KateTepa) ANA COXPaHEHNA TYMOHOCOTO HAKOHeUHMKa.

A Mpepaynp He pazp pasmec it KeCTKOCTb
cTuneT Bo BpemA 06pesku KaTeTepa ANA CHUKEHMA PUCKA MOBPEeX[eHUA
pasmectutens, 0
KECTKOCTb CTUNeTa i Smbonum.

e p

/
b/

pasmec

. OEMOTpVITe OﬁpESBHHyK) NOBEPXHOCTb HA NMPeAMET YUCTOTbI Pe3Ku U OTCYTCTBUA
06710MK0B MaTepuana.

/\ Mepa npenoctopooctu: Mloce o6peskit KateTepa yGequTech B OTCyTCTBM

pasmectutens B OﬁpESBHHOM CermeHTe Karetepa. Ecm CyLWecTBYT Kakue-

nn6o npusHaku paspesa unu pasmec
B oTX0AbI 1 (15-30 Ga.). KECTKOCTb CTUNETa, He C yiiTe KaTeTep 1 pasmec /i i
« OaHoit pyKoit NI0THO BCTaBbTE UMbl B OTBEPCTIA @MKOCTH ANIA OTX0A08 (cM. putc. 1). KECTKOCTb CTUNET.
+  BcTaBneHHble B eMKOCTb ANA  OTXO4OB Wbl aBTOMATMYeckM MAOTHO MpomoiiTe KaTeTep:
YCTaHaBAUBAIOTCA Ha MECTE, 4To Np PalliaeT ux PHOE Hd 12. Mp KaXablil NPOCBET CTEPUIbHBIM (U3MONIOTHYECKM PACTBOPOM, UTOGbI

/N Mepa npenoctopoxHoctn. He mbimaiitech U3sneds Wrmbi, noMeweHHbie
B 3anupaioulylca emkoctb ana otxofos SharpsAway Il. 3T urnbl xectko
3aMKCMPOBaHDI B MonbiTka nen u3
€MKOCTH /ANIA OTXO/I0B MOXKET NPUBECTH K UX NOBPEX/CHNIO.
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YCTaHOBUTb NPOXOAMMOCTb U 3aNONHMUTL NPOCBET (-bl).

13. Tlpukpenute 3aXum UnM NpUCORAMHUTE COEAUHUTENb (-1) C NKO3POBCKUM
COEAMHEHNEM K YAMMHUTENbHOA (-bIM) NuHuu (-Am), uTobbl yAepxusath
<u3nonoruyeckuii pactop B npocsete (-ax).



A Mp p : [Ina « pucka nepepy pasmectutens/
TOBbILLIAIOLIET0 XKECTKOCT CTUNETa He NepexuMaiiTe YANMHUTENbHYI NUHNK,
KOT/a pa3MecTUTeNlb/N0BbILIALLNIA KECTKOCTb CTUNET HaXOAUTCA B KaTeTepe.

Npeaynp : He  nep ire  yp

HENoCpeACTBEHHOM 6AU30CTH OT BTYNK
N0BPEX/AEHIA KOMTOHEHT.

ylo  MUHMO B
/i IUHAN BO

Monyynte nepBoHaYanbHblil BEHO3HbII KOCTYN
14. Hanoxure KryT ¥ CMEHWUTE (TepUbHbIE NepyaTku.

IxoreHHas urna (npu Hanuumum)

IXoreHHaa urma NCNoNb3yeTca npu oCyLecTBAEHUN AoCTyna B COCYAUCTYI cuctemy ana
BBE/IEHIA IPOBOHIKA C LeNbi0 0BAIETYT YCTaHOBKY KaTeTepa. KoUK bl UMeeT AnHy
0K00 1 M, 4TO N03BONSAET p I TOYHOE MeC KOHLa
Wbl NPY NPOKOAE COCY/A NPH YNbTPa3BYKOBOM CKAHUPOBAHMM.

3awmweHHas/6esonacHan urna (npu Hanuuum)
38LI.lVILI.l€HHaﬂ/6€30ﬂa(Haﬂ nurna ucnonb3yetca B COOTBETCTBUM C VIH(TpYKLlVIEI;I no

npepocr M.

15.  BBeauTe NyHKLWOHHYK0 UTAY WK KaTETep Ha UFTle B BeHy.
A Mepa npegoc TH. He BC urnys it KateTep (npu
Hanuuuu) ewje pas, 4To6bl He yBENMUMBATH PUCK IMGONMK KaTeTepom.
16. TpoBepbTe Hanuuite HenybCUpYIOLLIEro NOToKa.
AN fiyns i
pepynp P
0 CNlyyaiiHoM NpoKone apTepuu.

A Mepa npegocrop ™. He
KaK NpU3HaK l0CTyNa B BeHy.

Kak npaBuno, Ci (TBYyeT

il KpoBM

b Ha LBET ac

BBepuTe npoBoAHUK ANMHOI 33 unu 45 cm
(npoBopHMK ANA poctyna)
MpoBopHMK
BbinyckalotcA  KomnnekTbi/Habopbl € pasHOO6GpasHbIMK

npoBoAHukamu. [POBOAHMKM  BbIMYCKAOTCA  PasfiNyHbIX
ANaMETPOB, AIMH U KOHOWUrypauuii HaKOHEYHUKOB Ansa

PasnnyHbIX cnoco6oB BBeAeHNA. I'Iepep\ Havyanom ¢aKTI/IlIeCKOIh

npouesypbl BBefleHNA O3HAKOMbTeCb C MPOBOAHUKaMU,
KOTOpble 6yAyT NCNONb30BaTbCA A/1A BbIGPaAHHON METOANKM.

YcTpolicTBo 06neryenns BBefeHus npoBoaHuka Arrow Advancer

(npu Hanuymn)

Arrow Advancer ncnonb3yetca AnA BBeieHUA NPOBOAHNKA B Urny.

e ( nomowbto Gonbluoro manbya oTBeAUTE Ha3aj KOHUMK MPOBOAHWKA. BeeguTe

BBepenue c ucnonb3oBaHnem pa3pbiBHOIO MHTpoAbloCEpa

20. Y6enuTech B TOM, YTO AUNATOP HAXORUTCA B HYKHOM NOMOXEHUN U NPUKPeNAieH
K BTY/IKe MHTPOAIbloCepa.

2.

prfOBbIMVI [ABINKEHUAMU HaJieHbTe y3eN pa3pbiBHOrO MHTPDﬂwa@pa/ﬂWnﬂTDDa Ha

TIPOBOHUK.
2. i it p Tec, POM PAZIOM C KOXell 1, Cnlerka

MOKpyu1Bas ux, BBEAUTE Ha I'ﬂyﬁMHy, J0CTAaTOYHYI0 ANA NPOHUKHOBEHWUA B COCYA.

23. Ecm TpeGyeTca, paciunpbTe MecTo NyHKLWM Ne3BYeM CKanbnens, CopUeHTUpoBaB
€70 B NIPOTUBONONIOXHYIO OT NPOBOJHMKA CTOPOHY.
A", I He pa3pe3aiite n 4T06bI €ro JINNHY.
/N ipenyng He obpesaiire g
« Pacnonaraitre p KPOMKY « BAaNK o1 np
« Korga He uci 1, ii p
u (unn) PpHOE YCTPOICTBO ¢ (npu ero ) ana
K pucka OCTPbIM UHC

/\ Mepa npenocTopoxHocTit. 1A CBefieHIA K MAHUMYMY PUCKA MOBPEXKCHNS
KOHYVKa MHTPO/IbIocepa He U3BMeKaiiTe IMNATOP, NOKA 3HaUMTENbHAA YacTb
VHTPOAbloCepa He ByaeT BBeAeHa B cocya.

/A\ Mepa npenocropoxHocTu. [lns 06ecnieueHts NPOYHONO yiepKaHuA NPOBOLHIKA
0CTaBNATe J0CTAaTOYHYH0 /IMHY NPOBO/IHMK Ha BTYJIKE Y KOHYMKA Kancynbl.

24. TlposepbTe pac €ro Ha Mecre,
W, NoBOpaynBas BTYNKy AUNATOPa NPOTUB YacoBoil (Tpenkn ans OTAeNeHuA BTYNKN
JAUNATOpa 0T BTYNKM UHTPOAbIOCEPA, 0TBEAUTE NPOBOAHUK W AUNATOP HA PacCTOAHME,

JA0CTaTouHOe AnA 0becneyeHma KpOBOTOKa.

epa
Pasf P F

25. ep Ha MecTe, W JWNATOP Kak efivHoe
Lienoe (CM. pUCYHOK 5).

/\ Npenynpexaenme. ina cBenehma K pucKa nep p
Henp itTe K Hemy yeunuit.

A", I He octanaiit it pac Ha Mecte
B KayecTBe NOCTOAHHOTO KaTeTepa. v TKaHeBbIit pacumpuTent 0CTaBuTb Ha
MecTe, 3T0 MOXeT Bbl3BaTb nepd)opauum (CTeHKW cocyaa nayueHTa.

26. H nocne Aunatopa v poiiTe KoHel|

WHTpOAbOCepa, 4T06bI CHU3UTH PUCK nonafaxnA Bo3ayxa.

A Mp He oc it p unm
6e3 Konnaukos B MecTe NYHKUWK BEHbI. an nonajaHun Bo3ayxas y(TpOﬁ(TBO
LieHTPanbHOro BEHO3HOT0 0CTYNa WK BeHY BO3MOXHA BO3AyLUHaA IM60NMA.

27. Mocne BCeraa ny iiTe €ro UENOCTHOCTb NO BCeit [NHE.

28. OTBeAuTe Ha3a/l 3aLLMTHYIO NOKPLILLKY (Npu Hanuuuu).

KkoHumk Arrow Advancer — npu Hasaj np —B
urny (. pUcyHok 4).
17. TposeauTe NPOBOAHUK B MYHKLIMOHHYIO UFTY.

Mpenynpexpenne. He BBOAUTE XeCTKMit HAKOHEUHIK NPOBO/HMKA B COCYA, TaK
KaK 3T0 MOXeT NPUBECTH K NOBPEXACHNI0 COCYAA.

=3

. ToaHumuTe Gonblwoit nanew u oteeaute Arrow Advancer npumepHo Ha 4-8 cm

OT MYHKUWOHHOI Wrbl. OnycTuTe GonbLuoit nanel Ha Arrow Advancer u, Kpenko

p I BBEAUTE 1 Arrow Advancer B urny kak eauHoe

Lienoe, 4To6bl NPoA: TbNp panbuue. Mp i Lo Texnop,
T10Ka NPOBOAHUK He AOCTUTHET Tpebyemoii rny6uHbI.

/N Mepa npegocropoxHocTi. MoCToAHHO KpemKo [epiKuTe MpoBOJHMK. A
iiTe poc YO ANUHY €ro BHelHeii

vactu. ponup p MOXET CTaTb np
TPOBOAHMUKOM.
/N Npenynpexaenite. [nA (BeaeHUA K MMHUMYMy pHCKA OTCRYeHWA WM

He ero yepe3

YacTb Urnbl.

19. 113BneKuTe NyHKLMOHHYI0 UTNY (NW KaTeTep), yAepxuBaA NPOBOAHUK HA MecTe.

BBeneHue Katetepa
[lononHuTenbHble WHCTPYKUMK OTHOCUTENbHO BBEeJEHWA C WCMoNb30BaHWeM (TUneta

CMCnonb30BaHNeM NpoBoAHNKa AnnHoi 80 nnn 130 cm
(npu HaUYMK) NOA PEHTTEHOCKONMYECKUM KOHTpONEM
o Topt p K CMOUVB €ro C umonornyeckum
PacTBOPOM ANA MHBEKLMIA. YOeauTeCh, U4T0 K MOMEHTY BBEAeHNA B TeNo naumeHTa
p 0CTaerca Mep /i BRHO3HbIi1 JOCTYN NPOBOAUTCA
101 YNbTPa3BYKOBbIM, TOMOrPadUUECKIM WAM PEHTTEHOrpaduueckiM KoHTponem
W/ PeHTTEHOCKONMelA; yCTaHOBKa KaTeTepa C MPOBOAHUKOM AnuHoi 80 wam
130m 0CYLLeCTBNALTCA C UCNONb30BAHUEM PEHTTeHOCKONUN.
« B yepes | P
Mpn ucnonb3oBaHMM nNpoBOAHUKA AnvHO/ 80 M BBeAWTe MPOBOAHMK
B ﬂM(T&ﬂbelﬁ npocBeT TakK, YTOObI MATKUIl KOHUMK NPOBOAHNKA BbIXOAUN U3
KOHUMKa KateTepa. [p y3en np KateTepa yepes p it
UHTPOAblOCeD [0 OKOHWATeNIbHOrO MOCTOAHHOTO  MOMOXEHWA, —COXpaHAR
nonoXeHne AUCTanbHOro KOHLA NPOBOAHMKA.
Mpn ncnonb3oBaHuu NpoBoAHMKA ANMHOA 130 <M BBeAwTe MATKWI KOHUMK

ep:

.

.

I yepe3 pasy T p Ha mybuky. HapeHbte
KateTep Ha nnp Karetep no ao
noc meToga W PEHTTEHOCKOMMM.

« Eom p I KareTepa, OTTAHUTE ero Hasaf i
(1) 0CTOPOXXHO MPOMOIATE €ro B X0/ie NPOABIKEHUA.

An n

VPS (npyu HanuyMu) AaHbl B MHCTPYKUMM NO N Arrow VPS.
UHCTPYKLMN OTHOCUTENIbHO BBE/EHNA C UCronb3oBakem ctuneta TipTracker (npu ero
Hanuuum) AaHbl B PyKOBOACTBE onepatopa yctpoiictsa Arrow VPS Rhythm.

B MnpaBble 0TAeNbl CepAua
CTeHKHM cocyaa, un

MOXeT BbI3BaTb apUTMIM M
Kenynouka.




A", p He np! 32KUM ANA KateTepa U Qukcatop go

/N\ Mepa  npenoctopoxHocTi. I'Iocm;muo Kpenko fiepxute Nina
Aoc Y10 AHY €ro BHeLUHeil YacTu.
HexomponupyeMbm NPOBO/HYK MOXET PUBECTY K SMBONMM MPOBOAHUKOM.

BBegeHue c ucnonb3oBaxnem pa3meﬂmenﬂ/n03b|malou.lero
KeCTKOCTb cTUneTa (I'IPVI Hanuyum):
«  Beegure KateTep yepe3 i ep Ao 0 NOCTOAHHOTO
Ecn P Katetepa, OTTAHHTE ero
Hasag u/unn 0CTOPOXHO NPOMOVATE €0 B XOAe NPOABINKEHNA.

29.

=3

W3BnekwTe pa3pbIBHOIt MHTPOAbIOCEP NO KaTeTepy 10 BbIXOAA BTYNKI UKTPOAbIoCEpa
W NPUCOEAMHEHHOI YaCTV MHTPOZAbIOCEPA U3 MECTa BEHENYHKLWM. 3aXBaTUTe YLIKI
Pa3PbIBHOTO UHTPO/bIOCEPA U PACTAHNTE UX B CTOPOHbI OT KaTeTepa (CM. PUCYHOK 6),
OIHOBPEMEHHO U3BNeKas VX W3 COCYAa, NOKA WHTPOAbloCEp He pa3opBeTca no
BCeil AnHe.
A Mepa npepoctopoxHoctu: W:
TaK KaK 370 p
3a30p MeX Ay KaTeTepoM W Koxeil.

B MmecTe

B CTOPOHbI TKaHU,

30. Ecom npyu U3BNeyeHU WHTPoAblocepa Katetep CMeCTWNCA, CHOBA NpOABUHbTE
Karetep Bnepea Ao NOCTOAHHOTO
31 pasmecTutens, il KeCTKOCTb CTUNET U NPOBOAHKK. Mocne

W3BneyeHnsa NpoBOAHNKA BCeraa I'IpOBEp}WITE €ro LeNoCTHOCTb No BCeil AnnHe.

A Np p KeCTKOCTb
CTURET U COeUHUTENb GOKOBOTO NOpTa Kak eAuHoe uenoe. Hecobniopenme
[IaHHOTO TPE6OBAHNA MOXeT NPUBECTI Pa3pbIBY pasmMecTUTeNs.

pasmec /i

: He na ans y KECTKoCTH
(33 —45 (M) NPOBOAHNK.
32. Npu Hanuuuy nio6bIX 3aT it npu pasmecT

KeCTKOCTb CTUNeTa Uk NPOBO/HUKA €ro CNIe/lyeT U3BMeyb BMeCTe C KaTeTepom Kak
€/IVHoe Ljenoe.

/N Mpenynpexaenne: [InA  cBemeHuA K MAHUMYMy pUCKa nepenoma
Pa3mMecTUTens/MoBbILWAIOWIEro KecTKOCTb CTUMETa WNW MPOBOJHUKA He
npunaraiite K HUM U3NULLIHAX YCUIMIA.

BaBepLume BBeJieHMe KaTeTepa

33. MpoBepbTe MPOXOAUMOCTb  NPOCBETOB, MOACOEAVHUB WAPUL K  Kapoit

YANMHUTENbHOW NMHUM, W TPOBEAA acmupauuio [0 MOABNeEHUA csoGoaHoro

BEHO3HOr0 KPOBOTOKA.

TpomoiiTe NpocBeTbl, 4T06bI NOAHOCTbIO YAANUTH KPOBb U3 KaTeTepa.

. ToncoeAMHuTe BCe YAMUHUTENbHbIE NMHUN K COOTBETCTBYIOLIMM COEAUHUTENAM
C M03POBCKUMI COEZHEHNAMM, Kak TpebyeTca. Hevcnonb3yemble noptbl MoryT
6biTb «3anepTb» KOHHEKTOPOM (-amu) C NIO3POBCKUM COEMHEHUEM COTNacHo
CTaHaPTHOMY NPOTOKONY NIeYeBHOTO YUpeXKeHNA.

o YAMHUTENbHble NMHUN CHAGXATCA 3aKUMaMu, YToObl NepekpbiTb NOTOK
uyepe3 Ka/blil W3 MPOCBETOB BO BPEMA CMeHbl IMHMA UMM KOHHEKTOpa
¢ coepuHuTenem Luer-Lock.

Aﬂpenynpemneume. OTKpoiiTe 3a%um nepesy uHysmeit yepes Npocset, YTo6bI

o

34.
3

SR

BeCTUK pucK VA i UHUN
AaBneHnem.
3akpenuTe KateTep

36. B uenax duKkcauum katetepa cnonib3yiite yCTpoOitCTBO ANA CTabunusaumm Katetepa
1 (nn) 3aKMM ANA KaTeTepa U GuKcatop (Mpu Hanuumm).
« Vcnonb3yiiTe BTYNKy KaTeTepa B KauecTe NEPBUYHOT0 MeCTa ero dKcaLui.
« B KauectBe MecTa BTOpUYHOI uKcauuu, Mpu HeobxoAumocTH, Mcnonb3yiite
3aUM 1 QUKCaTOp KateTepa.
A Mepa npepoctopoxkHocti. ina
KOHYYKa KaTeTepa — (BeuTe K 4 p
npoBe/ieHNA JaHHOI NPoLe/ypbI.

BXoge

YctpoiicTBo Ana cTabunusauuu katetepa (npu Hanuuum)

V3BMEYEHNA NPOBOAHMKA WAN Pa3MECTUTENs/NOBBIIAIOWIET0 KeCTKOCTb
cTuneta.

«  Tlocne Toro Kak pa3mecTUTENb/MOBbILLAIOLLMI XeCTKOCTb CTUNET WA NPOBOAHNK
Gyner u3BneueH, a Heo6XoAUMbIE IIHIN MOAICOEAMHEHBI UK 33KPbITbI, pacnpaBbTe
KPbUbILIKI PE3MHOBOTO 3aXUMa W MOMECTUTE Ha Karerep, yGeAuBLIMCb, 4TO
MOBEPXHOCT KaTeTepa He BNlaxHas, ANd NOAAEPXaHUA NPaBINbHOI GUKCALMM.

«  3aluenkHuTe eCTKWIt GUKCaTOp Ha 3axVMe AN KaTeTepa.

«  TlpukpenuTe 3% 1 QUKCATOp KaTeTepa K Testy NaLMeHTa Kak eauHoe Lienoe npu
TOMOLLY YCTPOVICTBA ANA CTabUAU3aLIMK KaTeTepa, CkoBOK Uik WwB0B. DMKcaLyA Kak
3aKUMA, TaK U 3alLenKkin HeobXoAMMa ANA CHUKEHUA PUCKa CMeLLeHNA KaTeTepa
(M. pucyHoK 7).

37. MNepen HanoxeHuem NOBA3KYU B COOTBETCTBUM C MHCTPYKUVeEN N0 NPUMEHEHNI0,
I'I]]el]O(TaBﬂ}leMOl;l usrotosutenem, yﬁElIlI/ITE(b B TOM, 4T0 MeCT0 BBeAeHUA
KateTepa cyxoe.

38. OueHuTe pa3mellieHue KOHYMKA KaTeTepa COTMIacHO MPOTOKOMY W MpoLefypam
NieyeBHOro yupexaeHus.

39. Ecm KOHuUK KaTeTepa pacronoxeH HenpaBubHO, OLEHNUTe CUTYaLMio 1 3aMeHuTe
Katetep uam ero cornacko np uonp p
NieyeBHOro yupexaeHus.

Yxon u o6cnyuBaHue

Mosaska

Hanoxute nosisky B CoOTBETCTBAM C
yupexaenua, npouefypamu W NPaKTUYeCKUMW  pekomeHaaunamu. HEMERHEHHO
CMEHWTE NI0BA3KY B (1YY HAPYLUEHNS LNOCTHOCTH (HANPUMED, e NI0BA3KA HAMOKNA,
3arpAsHena, ocnabnea wu NoTepaAna OKKN3UBHbIe (BONCTB).

TMpoxoaumocTb Katetepa
Moanepxusaiite NpoXoAMMOCTb — KaTeTepa B COOTBETCTBMM C  HOPMATUBHbIMM
nieyebHoro y P W NIPAKTUYECKUM PYKOBOACTBOM.

BECb nepcoHan, obcnyxmBalowmii nauneHTo ¢ Karetepamm PICC, jomxeH 3HaTb 06
3QQeKTUBHbIX METOfaX NPOANEHUA BPEMeH! HAXOKIEHUA KaTeTepa B Oprausme
¥ NPe/i0TBpALLICHUSA TPABM.

MHCprKI.lVIVI 10 BBeJIEHNI0 BeLleCTB noj AaBeHnemM —
I/I(HOHb3yI/ITe cTepvmbele npuembl.

1. Nepen Kaxpoi np I BELLIECTB N0A C/jenaiite CHUMKH,
4T06b1 MOATBEPANTD NONI0XKEHME KOHUMKA KaTeTepa.

AMepa npeocTof ™. N [ nop NOMKHbI
NpoBOAUTLCA 06yYeHHbIM NePCOHaNoM, Xopowo 3HaKOMbIM ¢ GesonacHoit

it ux np ] o

2. Omp npocset Ana BELLECTB Nog

3. TpoBepbTe NPOXOAMMOCTb KaTeTepa:
- puc 10-mn wnpu, i cTep Qu3nonornyeckum

pacTBOpOM.

«  Acnupupyitte KaTeTep Ana yc D

VIHTeHCMBHO NpoMoiiTe KaTeTep.

A", p Mepen BellleCTB Noj AaBneHnem ybeautech
B NPOXO/IVIMOCTM KaX/10r0 NPOCBETa KaTeTepa, YT06bl CBECTU K MUHUMYMY PUCK
HapyLueruna paboTbl KaTeTepa u (W) OCNONHEHNIA y NaLMenTa.

4. OTcoepuHuTe WNpULL U 6 i C (ecnm umeercs).

5. Toac TpybKy AN BELECTB nog K COOTBETCTBYIOLL|€f!
YANMHUTENbHOM NMHUY KaTeTepa COrNacHo PeKOMEHALMAM U3TOTOBUTENA.

Mepa npepocroy He np i
aBTOMaTUYeCKkoro MHbekTopa 2068,4 KMa (300 ¢pyHTOB Ha KB. At0iiM), UTOGbI
CHU3UTb PUCK 0TKa3a KaTeTepa i/uni CMeLLeHNs ero KOHYMKa.

AMepa npepocropoxHocT. He npesbiwaiite pecatn (10) BnuBanmii unu
MaKCIManbHoii peKoMeH/lyeMoii CKOpOCTI NOTOKA JANA KaTeTepa, OTMeYeHHOi
Ha MapKupoBKe M3[ienua W BTYNKe C coefuHeHnem Jlioapa KateTepa, uTo6bl
CBECTU K MUHVMYMY PUCK HapyleHnA paboTbi KateTepa u (ni) cmeleHus ero

™. MaKc

YeTpoiicTeo And ¢ Katetepa uc B COOTBETCTBIN C
KOHYMKA.
MHC nony [ED
A"r p Mpu nepBbIx 3KC wnu ped
3a)um Ana kaTeTepa U GuKcaTop (npu Hanuuny) KateTepa MpekpaTWTe BBeJeHWe BewWeCTB Noj Aasnexuem. Cnepyitte
3aXuM 1 GUKcaTop MCMONb3yIOTCA ANA GUKCALMK KaTeTepa, KOrAa ANA ¢ nnp P yup KacaTeNbHO HaJnexalero
KaTeTepa TpeByeTca AOMONHUTENbHOE MECTO KperieHits, OMUMO BTYIKM KaTeTepa. Koro TBa.
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/\ Mepa npenocropoxHocTi. C uenblo CBeieHMA K MUHUMYMY PUCKa PaspbiBa
KaTeTepa HarpeiiTe KOHTPaCTHylo cpefly 10 TeMnepaTypbl Tena, Npexpe yem
Hauatb MHbEKLMIO N0/} AaBAEHNEM.

OcHOBHble BefieHMA N0 Oe3onacHocT U Knukuyeckoit dddektusHoc Arrow PICC
(ocHosoit  UDI-DI:  08019020000000000000041K6) nocne 3anycka EBponeiickoit

/N Mepa npeaocrop p

™. Y
AABNEHNA HAa UHDEKTOPE MOXET He

AaBNeHnsA B 3aKyNOPeHHOM U YacTUYHO 3aKynopeHHOM KaTeTepe.
Mepa npepocroy a it TPy6KM  CucTembl
BBeJleHUA NeKap(TB MexAy KaTteTepoM MW CUCTeMOW WHDBEKTOpa noAa
4T06bi CBeCTH K PUCK Hap pa6oTbl KaTeTepa.
/A\ Mepa npegocTopoxkHocTy. CneyiiTe UHCTPYKUMAM NPOU3BOAUTENA KOHTPACTHOI

6asbl  gaHHblx Mo meauuuHckum  usgenusm  (Eudamed) HaxopATca  3mech:
https://ec.europa. Is/eudamed
PeAoTBD: p P Jina TopoHHuX nuy B Eponeiickom Coto3e 1 CTpaHax

C WBEHTUYHBIM 3akoHogaTenbcTBoM (Monoxenne 2017/745/EU 0 MeAMUMHCKMX
U3AeMUAX); e NP Ul U B | ua HacToALLero
YCTpoiicTBa  MPOM30/AET Cepbe3Hblil  HecyacTHblit  Cnyyait, coobwute 06 3ToM

u (wwm) ero y NpeACTaBUTENIO U COOTBETCTBYIOLIM
T0CYAapCTBEHHBIM OpraHam. KOHTAKTHaA MH(OPMALIUA KOMNETEHTHbIX FOCYAPCTBEHHBIX

cpefipl no p P p u Mepam OPraHoB (KOHTAKTHbIX TOYeK KOHTPOMA 3a MeJULMHCKUMU w3fenuamu) u Gonee

NPeAoCcTOPOKHOCTH. p hop HaXofTCA Ha ¢ Bebicaiite EBponeiickoit Komuccum:
6. BBeguTe KOHTPACTHyl0 Cpesy B COOTBETCTBUN C wonp p P! europa.eu/g al-devices/contacts_en

NeyeBHOro yupexzeHna. n nauweHTy uHb

7. (obniopas acenTuyeckuii NPUHLIMN, OTCOBAMHNTE NPOCBET KaTeTepa OT YCTPOViCTBa
[iNA BBE/ICHUA BELUECTB N0/ aBTIEHNeM.
8. BbinonHute acnupauuio, nocne Yero NpomoiiTe MPOCBET KaTeTepa C

Buecmre COOTBETCTBYIOLLYH0 UHGOP B KapmoyKky
Bblnaiite 3anoniHeHHylo KapTouKy NaLMeHTy BMeCTe C MHbopmauuorHeim Gyknemom ong

wnpuya o6bemom 10 M un Gonee, 3aN0NHEHHOTO CTEPUbHBIM GU3NONOTUYECKUM
pacTBopoMm.

9. OTcoeAuHUTe WKL U YCTaHOBUTE C NbHbIN C
MH'bEKuVIOHHbIVI KONNAyYoK Ha yANUHUTENbHYI0 TUHNIO KaTeTepa.

rlpoueuypa U3BNEYEHUA KateTepa
Ynoxurte nauueHTa B CODTBET(TBMM C KNUHNYECKUMI NOKa3aHAMK ANA (BefleHna

it 6

b Unu

Ecm Mo ii GyKneT AAnA NauvenTa yaaneH, ero nepeos MoXHo
HaiiTu Ha caiite www.teleflex.com/IFU

MH¢opmaum1 0 KayeCTBEHHOM 1 KoJInyeCTBEHHOM C0CTaBe
MmaTepuanoB U BewwecTs, KOTOpble MOryT KOHTAaKTUPOBATb C
nauueHTom:

K pucka i M60nMM.
2. CHuMUTE NOBA3KY. M @ | M HasHauenue/
3. OcgobopwTe KaTeTep 1 M3BNeKUTe U3 YCTPOIACTB (-a) GUKCaLM KaTeTepa. acaalr aTepuan unu BeLlecrso npuMeyanus
4. MepnnenHo w3BnekuTe Katerep, BbiTackuBas ero nap DXHOCTH
koxu. ECn  npu  W3BneyeHus  Katerepa  OUWYWAeTCA  CONPOTUBAEHMe, . (TBON KaTeTepa,
(OCTAHOBUTECH 0,77-1,58 ﬁgﬁr;g:;?w nonuagup YANMHUTENbHbIE IMHUA
A Mepa npepoctopoxHocTu. He cnepyet usBnekatb katetep cunoii; B np Y KOHMK
Cyuae BOSMOXeH paspbiB Karetepa i aMGorjuzauun Katetepom. B cnyuae 070055 Anugarnsecki nongup- ‘
3aTPyAHEHMIl NPy U3BNEYEHN KaTeTepa CniepyiiTe NpoToKoNam 1 MpoLeAypam ,710-0, noMMypeTaH OeAMHUTENbHAA BTYNKA
neyeGHoro yupexzieHus.
5. TpunoxwuTe [aBNeHue Henocpe/cTBEHHO K MecTy BBeJeHWA KaTeTepa, uToGbl 088189 | ‘Kectkuii apomarndecknii BrynKa C coepuHenem
JI0CTUYb FeMOCTa3a; 3aTeM HanoXKUTe Ma3eBylo OKKMHO3UBHYIO NOBA3KY. S nonuypetax Luer
/N Npenynpexpenne. OctaBwmiich nocne  KaTeTepa KaHan — coxpaHseT
BO3MOXHOCTb MPOHUKHOBEHUA BO3yXa [0 MecTa 0,44-1,34 NonukapboHat SaKuMbl
KateTepa. OKKNI031IBHAA NOBA3KA A0/KHA 0CTABaTb(A HA MecTe N0 MeHblueit 01802 0 PesTreHOKOHTpaCTHOE
Mepe B TeueHue 24 4acoB WK 1o Mmecta ,18-0,24 KCUXNOPUA BUCMYyTa BELECTBO
BBe/IeHUA KaTeTepa.
6. [lokymeHTanbHo odopmuTe NpoueAypy W3BMeueHus Katetepa, B TOM uncne AKTUBHOE aHTUMUKpOGHOE
NOATBEPXAeHME (BaKTa W3BNEYEHUA BCEro KateTepa M ero KOHYMKA, COTAcHO CPeACTBO, CTBON KaTeTepa,
p n y 0,01-0,02 Xnoprekcuann COe/IMHUTENbHaA BTYNKA,
YAMUHUTENbHbIE AUHIM
. W KOHUYUK
[ina nony p 0 OTHOCUTENbHO 06¢
y p MeTOANK [ oc i WcknioyenHble u3 FDA
« o100l i K it 0,002-0,004 | Kpacurenu 21CFR (6e3onactble ana
uTepaType U Be6-caiity Komnanu Arrow Intemational LLC: www teleflex.com MEAULMHCKIAX U3Ae/Mi)
Konus HacToALLeit MHCTPYKLMM No MpuMeHeHuio B Gopmate pdf BbinoxeHa no aapecy 0,002-0005 | Mou(Merunmerakpunar) Haanmcu
www.teleflex.com/IFU
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YcnoBHble 0603HaueHNA: CUMBOIbI COOTBETCTBYIOT cTanAapry IS0 15223-1.

HeKOTOpre CUMBONbI MOTYT HE UMETb OTHOLLEHUA K 3TOMY U3AENNI0. CumBonbI, MMelowne HenocpeACTBEHHOE OTHOLLEHWe K 3TOMY U3Jienuio, (M. Ha

MapKnpoBKe usaenua.

Cmotpute Conepxut Conepxut

Mpegoctepe- | MeauuuHckoe ToBTOPHO He ToBTOpHO He
VHCTPYKLIKO O onacHble neKapCTBeHHoe (Tepunu30BaHO STUNEHOKCHOM
KeHite usnenve UCNoNb30BaTL CTepuUni30BaTL
npUMeHeriio BellecTBa BeLLECTBO
O e L
e
A ? X
3
() \
XpaHutb npu
N V3rotoBneHo 6e3| Temneparype
. OpHocnoiiHas o
(OAHOCNO0iiHAA CTepUbHAA MpezoxpanaTh He ucnonb3osatb, | ucnonbosanma | Hike 25 °C
" CTepunbHas XpaHuTb B cyxom o besonaceH
6apbepHas cucTema ¢ 3alluTHoN GanbepHas 0T CONHEYHOro vecre €M yNaKkoBKa nareca (77 °F). U36eratb v MPT
YNaKOBKOV BHYTPM cﬁcrepma cBeta noBpex/ieHa HaTypanbHoro | M3MUWHero P
Kayuyka Harpesa cabilue

30°C(86°F)

Homep no Jlata

Homep naptun | Cpok rogHoctn | U3rotoutens Wmnoprep
Karanory U3TOTOBNEHIA

Arrow, nozomun Arrow, Arrowg-+ard Blue Advance, SharpsAway, Teleflex u nozomun Teleflex, TipTracker, VPS, VPS Rhythm senswomca
p wiu 3apeaucmpup p Teleflex Incorporated unu ee doyepHux npednpuamuii

8 CLUA u (unu) dpyeux cmpanax. © 2023 Teleflex Incorporated. Bce npasa 3aujuwjeHol.

«Rx only» ucnome3yemca & 3moti Mapkuposke on4 nepedayu credyiouje20 ymeepxderus, npedcmasnernHozo 8 FDA CFR: lpedocmepesxeHue:
Coznacto ¢hedep 0 'mey, 0aHHoe ycmpolicmeo nodsexum npoodxe MOJbKO N0 3akasy UMU HA3HAYEHUR

JIUYeH3UuposaHHozo MeOUYUHCK020 pa6omHul(a.
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ARROW

Arrowg+ard Blue Advance periferno vstavljen centralni

kateter (PICC), ki se injicira pod pritiskom

Opis izdelka:

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

Opis lastnosti klorheksidina:

1a klorheksidin je znacilno, da ima Sirok spekter protimikrobne aktivnosti, vkljucno
7 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 nahoj, prisoten na mikrobnih povrsinah. Zunanja membrana gramnegativnih
bakterij, celicna stena ivnih bakterij ali ci k brana 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

nukleinskih kislin.

Klorheksidin se slabo absorbira v gastrointestinalnem traktu. V Studijah na ljudeh in Zivalih
je povprecna plazemska vrednost dosegla vrh pri 0,206 g/g priljudeh 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
izloci, ne da bi bila presnovljena.

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

Predvideni namen:

Periferno vstavljen centralni kateter je predviden za zagotavljanje dolgorocnega (> 30 dni)
venskega dostopa do centralnega krvnega obtoka.

Tehnologija Arrowg-+ard Blue Advance je namenjena za zagotavljanje zascite povrsine
katetra pred mikrobno kolonizacijo in akumulacijo trombov.

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 ucinkoviti pri zmanjSevanju mikrobne kolonizacije
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in akumulacije trombov na povriinah Katetra. Protimikrobna in antitrombogena
ucinkovitost sta bili ovrednoteni z uporabo in vitro ter in vivo preskusnih metod. Doslej ni
bila ugotovljena nobena korelacija med temi preskusnimi metodami in klini¢nim izidom.
Ni namenjeno za zdravljenje obstojecih okuzb ali venske tromboze.

Ciljna skupina pacientov:
Namenjen je za uporabo pri pacientih z anatomijo, primerno za uporabo pripomocka.

Kontraindikacije:

Antimikrobni/antitrombogeni 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 Zli, predvideni za vstavitev, ali na
poti katetra

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

Moznost povzrocanja preobcutljivosti:

Prednosti uporabe tega katetra je treba pretehtati glede na mozna tveganja.
Preobcutlji reakcije p skrb pri p ih katetrih in so lahko resne
ali elo Zivljenjsko nevarne.

Pricakovane klinicne koristi:

Zmoznost 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.

Varnostne informacije o magnetnoresonancnem slikanju:
Periferno vstavljeni centralni kateter (PICC) je varen za slikanje z MR.

@ Vsebuje nevarne snovi:

Sestavni deli, ki so izdelani z uporabo nerjavnega jekla,
lahko L >0,1% deleza kobalta (Stevilka
CAS 7440-48-4), ki se Steje za snov CMR (rakotvorno,
mutageno ali strupeno za razmnozevanje) kategorije 1B.
Koli¢ina kobalta v sestavnih delih iz nerjavnega jekla je
bila ocenjena, pri ¢emer glede na predvideni namen in
toksikoloski profil pripomockov ni bioloskih varnostnih
tveganj za paciente, kadar se pripomocki uporabljajo v
skladu s temi navodili za uporabo.

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

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

Opomba: Ce pride do neZelenih ucinkov, opravite testiranje obcutljivosti, 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 zi¢natega 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 Zi¢natega 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.

Prehod zi¢natega vodila v desni sréni prekat lahko povzroci
disritmije, desnokracni 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 Sivajte 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 stiscki 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 * 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:
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¢ sréna tamponada po ¢ nehotni prebod arterije
perforaciji zile, preddvora  *  PoSkodba/okvara Zivca

¢ hematom

krvavitev/hemoragija

nastajanje fibrinskega tulca

¢ embolija zaradi katetra * okuzba izstopis¢a

ali prekata

¢ zra¢na embolija

o zapora katetra * erozijazle

- * neustrezna namestitev
* bakteriemija konice katetra
o septikemija e disritmije
o ekstravazacija ° smd_nf)m VK

N  flebitis

* tromboflebitis e venski trombembolizem
¢ tromboza ¢ anafilaksija

Previdnostni ukrepi:

1. Katetra ne spreminjajte, razen v skladu z navodili. Med
vstavljanjem, uporabo ali odstranj jem ne spreminjaj
Zi¢natega vodila ali drugih sestavnih delov kompleta/pribora.

2. Postopek mora izvajati usposobljeno osebje, dobro
seznanjeno z anatomskimi oznakami, varnimi tehnikami in
moznimi zapleti.

3. lzvedite standardne previdnostne ukrepe in upostevajte
pravila ustanove za vse postopke, vklju¢no z varnim
odlaganjem pripomockov.

4. Pripomocka ne uporabite, ¢e je embalaza poskodovana ali je
bila pred uporabo nenamerno odprta. Pripomocek zavrzite.

5. Pogoji shranjevanja za te pripomocke zahtevajo, da
se shranjujejo na suhem mestu in se ne izpostavljajo
neposredni son¢ni svetlobi.

6. Nekatera razkuzila, ki se uporabljajo na mestu vstavitve
katetra, vsebujejo raztopila, ki lahko o3ibijo 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
prepreéevanje okuzbe.

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

¢ Pri infundiranju zdravil z visoko koncentracijo alkohola
bodite previdni.

e Pred vbodom v kozo in namestitvijo obveze vedno
pocakajte, da se mesto vstavitve popolnoma posusi.

* Poskrbite, da sestavni deli kompleta ne pridejo v stik z
alkoholom.

7. Pred uporabo, tudi pred injiciranjem pod pritiskom, se
prepricajte, da je kateter prehoden. Ne uporabljajte brizg,
manjdih 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 zaénete s postopkom.

Predlagani postopek: Uporabljajte sterilno tehniko.
Priprava vbodnega mesta:

1. Ocistite kozo z ustreznim antisepticnim sredstvom in pustite, da se posusi.
2. Vbodno mesto prekrijte.

3. Namestite sterilno pokrivalo sonde (¢e je prilozeno).



4. Aplicirajte lokalni anestetik v skladu s pravilniki in postopki ustanove.
5. lIglo zavrzite.

Posodica za odpadke s pokrovom SharpsAway Il (¢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).

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

APrevidnostni ukrep: Iz posodice za odpadke s pokrovom SharpsAway I ne
poskusajte jemati igel, ki ste jih vanjo zavrgli. Te igle so pricvr3cene na mestu.
Igle, ki jih na silo izvlecete iz posodice za je, se lahko p

Jevany

« (e je prilozen, lahko uporabite sistem s peno SharpsAway, pri éemer igle po uporabi
potisnete v peno.

APrevidnostni ukrep: Igel, ki ste jih zavrgli v sistem s peno SharpsAway,
ne uporabite ponovno. Na konico igle se lahko prilepijo delci.

Priprava katetra:

Ia 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

prirocnik za upravljavce pripomocka Arrow VPS Rhythm.

PrireZite kateter, e je to potrebno:

A Opozorilo: Infundiranje nezdruljivih zdravil skozi bliznje izhode lahko povzroci
obarjanje in/ali okluzijo.

6. Umaknite zascito pred kontaminacijo.

7. 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/utrditveni stilet, upostevajte koraka 7 in 8.

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

lKonica Zice DolZina katetra za
I‘- prlrezovanje ->|
Zica umaknjena Konicakatetra 4
za 4 cm (min.)

Slika 2
9. (e je prilozena pletena namestitvena zica, ki vkljuéuje rocaj, 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).
kusajte potisniti skozi

Zice/

p stileta ne p
prekat.

Prirezovalnik katetra (kjer je na V0|j0)

Pri ik katetra je pripomocek za pri

«  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

namestitvene Zice/utrditvenega stileta. Ce namestitvene Zice/utrditvenega stileta niste

umaknili, katetra ne uporabljajte.

10. 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.

AOpomnlo Pri prirezovanju katetra ne refite namesmvene 1|(e/utrd|tvenega
stileta, da tveganje poskodb
stileta, zdrobitve Zice ali embolije.

je za enkratno uporabo.

Zice/ 9

1. Preglejte povrsino reza in se prepricajte, da je bil rez brezhiben in da ni sprosenega
materiala.

APrevidnostni ukrep: Prepricajte se, da po prirezovanju ni nobenega dela
7ice v odrezanem delu katetra. Ce obstaja kakrien koli dokaz, da sta bila
namestitvena Zica/utrditveni stilet odrezana ali poskodovana, katetra in
namestitvene Zice/utrditvenega stileta ne smete uporabiti.
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Izpiranje katetra:
12. Izpeme vsako svetlino katetra z obicajno sterilno fiziolosko raztopino za injiciranje, da
hodnost in napolnite svetlino(

9 p

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

AOpozoriIo: Ne spenjajte podaljsevalne linije, ko je namestitvena Zica/utrditveni
stilet v katetru, da zmanjsate tveganje zvijanja namestitvene Zice/utrditvenega
stileta.

AOpozorilo: Ne spenjajte podaljSevalne linije v neposredni bliZini spoja
podaljsevalne linije, da tveganje za poskodbo k

Zacetni dostop skozi Zilo:

14. Uporabite zazemko in zamenjajte sterilne rokavice.

Ehogena igla (Ce je prilozena):

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

Zicnatega vodila, da se olajsa namestitev katetra. Konica igle je povecana za priblizno 1 cm,

da lahko zdravnik ugotovi natancno lokacijo konice igle, ko pod ultrazvokom predre Zilo.

Zascitena igla/varnostna igla (ce je prilozena):

Zaciteno iglo/varnostno iglo je treba uporabljati v skladu z izdelovalcevimi navodili

zauporabo.

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

A:‘ i ukrep: Za je tveganja
vstavljajte ponovno v uvajalni kateter (¢e je prilozen).

zaradi katetra igle ne

16. Preverite nepulzni tok.
AOpozorilo: Pulzni tok je obicajno znak nehotnega preboda arterije.

APrevidnostni ukrep: Pri oceni venskega dostopa se ne zanasajte na barvo
krvnega aspirata.

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, dolzinami
in konfiguracijami konic za specificne tehnike vstavljanja.

Seznanite se z Zi¢natim(i) vodilom(i), ki se uporablja(jo)
s specifiéno izbrano tehniko, preden zaénete konkretni
postopek vstavljanja.

Potiskalo Arrow Advancer (¢e je prilozeno):

Arrow Advancer se uporablja za uvajanje Zicnatega vodila v iglo.

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

17. Potisnite Zicnato vodilo v uvajalno iglo.

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

19. Medtem ko Zicnato 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
na voljo) glejte prirocnik za upravljavce pripomocka Arrow VPS Rhythm.

Vstavitev z uporabo odlusdljivega tulca:
20. Prepricajte se, da je dilatator v ustreznem polozaju in fiksiran na spoj tulca.
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Sklop odlusdljivega tulca/dilatatorja navijte prek Zicnatega vodila.

Primite bliznjo kozo in sklop odluscljivi tulec/dilatator z rahlim obracanjem potisnite
prek Zicnatega vodila dovolj dale, da vstopi v Zilo.

N

2.

=

Po potrebi lahko povecate vbodno mesto na koZi z rezilom kirurskega noza, ki je

usmerjeno stran od Zicnatega vodila.

A Opozorilo: Zi¢natega vodila ne odrefite za prilagajanje dolzine.

A Opozorilo: Zi¢natega vodila ne reite s kirurkim nozem.

« Rezilo kirurskega noza obrnite proc od Zicnatega vodila.

« Ko kirursk noza ne up g in/ali zaklepno
funkdijo (kjer je na voljo), da zmanjsate moznost poskodbe zaradi ostrih
predmetov.

APrevidnostni ukrep: Dilatatorja ne umaknite, dokler ni tulec dobro vstavljen
v Zilo, da zmanjsate tveganje poskodbe konice tulca.

A Previdnostni ukrep: Na strani tulca, kjer je spoj, mora dolZina Zi¢natega vodila
zado3cati, da lahko zanj crsto drzite.

24. Preverite namestitev odluscljivega 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 omogodi pretok krvi.

25. PridrZite tulec na mestu ter odstranite Zicnato vodilo in dilatator kot enoto

(glejte sliko 5).

h

katetra (glejte sliko 6), pri cemer vlecite proc od Zile, dokler se tulec ne razdeli po
celotni dolZini.

A Previdnostni ukrep: Prepreite trganje tulca na mestu vstavitve, kar odpre
okolisko tkivo ter ustvari vizel med katetrom in usnjico.

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

31. Odstranite namestitveno Zico/utrditveni stilet ali Zicnato vodilo. Vedno se prepricajte,
da so Zitnata vodila po odstranitvi neposkodovana.

pozorilo: N i zico/utrditveni stilet in prik

odstranite kot enoto. Ce tega ne storite, se lahko Zica zlomi.

AOpomriIo: Ne uporabite kratkega (33- do 45-centimetrskega) Zi¢natega vodila
kot pripomocka za utrditev.

za stranski vhod

32. (e se pri odstranjevanju namestitvene Zice/utrditvenega stileta ali Zicnatega vodila
pojavijo kakrsne kol tezave, je treba kateter in Zico odstraniti kot enoto.

ilo: Na i Zico/ i stilet ali Zicnato vodilo ne delujte z
nepotrebno silo, da zmanjsate tveganje zloma.

Vstavitev celega katetra:

A Opozorilo: Na Zicnato vodilo ne delujte z nep
tveganje zloma.

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

silo, da

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

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

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

28. Umaknite zascito pred kontaminacijo (jer je na voljo).

Vstavljanje z uporabo 80- ali 130-centimetrskega Zicnatega 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 zi¢nato vodilo dolzine 80 cm, vstavite Zi¢nato vodilo v distalno svetlino
tako, da se mehka konica Zicnatega vodila razteza prek konice Katetra. Potiskajte
Zitnato vodilo/kateter kot enoto skozi odluscljivi tulec do koncnega polozaja
vsaditve, pri cemer 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.

« Ce med potiskanjem katetra zacutite upor, kateter umaknite in/ali rahlo spiraite,
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 Zi¢natega vodila, da lahko z njim rokujete. Ziénato
vodilo, ki ni pod nadzorom, lahko povzroci embolus zaradi Zice.

Vstavljanje z uporabo namestitvene Zice/utrditvenega stileta (kjer je
navoljo):
o Vstavite kateter skozi odlusdljivi tulec do konénega polozaja vsaditve. Ce med

potiskanjem katetra zacutite upor, kateter umaknite in/ali rahlo spirajte, medtem ko
ga potiskate.

29. lzvlecite odluscljivi tulec prek katetra tako, da sta spoj tulca in povezani del tulca
pro¢ od mesta venepunkdje. Primite jezicka odluscljivega tulca in povlecite pro¢ od
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33. Preverite prehodnost svetline tako, da pritrdite brizgo na vsako podaljsevalno linijo in
izsesavate, dokler ne opazite prostega toka venske krvi.

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

35. Povezite vse podaljs linije na Luer-Lock. Vhode, ki jih

ne uporabljate, lahko ,zaklenete” s prikljuckom(i) Luer-Lock v skladu s standardnimi
politikami in postopki ustanove.
«  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.
A Opozorilo: Pred infundiranjem skozi svetlino odprite stiScek, da zmanjsate
tveganje za poskodovanje podaljSevalne linije zaradi prevelikega pritiska.

Pritrditev katetra:
36. Uporabite pripomocek za stabilizacijo katetra in/ali stiscek katetra in sponko (kjer so
na voljo), da pritrdite kateter.
« Uporabite spoj katetra kot primarno pritrditveno mesto.
« Po potrebi uporabite stiscek katetra in sponko kot sekundarno pritrditveno mesto.
APrevidnastni 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/utrditvenega stileta.

« Ko odstranite namestitveno Zico/utrditveni stilet ali Zi¢nato 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 katetrain 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).

37.

<

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

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

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

Nega in vzdrzevanje:
Obveza:

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

© %



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
posobljeno osebje, dobro zvarnimi i in moznimi zapleti.
2. Dolocite svetlino za injiciranje pod pritiskom.

3. Preverite prehodnost katetra:

« Prikljucite 10-mililitrsko brizgo, napolnjeno z obicajno sterilno fiziolosko raztopino.
«+ Kateter aspirirajte, da se vrne dovolj krvi.
« Kateter silovito izperite.

AOpomrilo: 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 brezigle (kjer je to ustrezno).

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

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) injekdij 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.

AOpomrilo: 1 injiciranjem pod pritiskom prenehajte 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

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 hemostaze, nato
aplicirajte okluzivno obvezo na osnovi mazila.

Opozorilo: Preostala pot katetra Se naprej predstavlja vstopno tocko za zrak,
dokler se to mesto ne epitelizira. Okluzivna obveza mora biti names¢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 bil kateter po celotni dolZini skupaj s konico odstranjen.

Ia strokovno literaturo glede ocene pacienta, usposabljanja zdravnikov, tehnik
vstavljanja in moznih zapletov, povezanih s tem posegom, glejte standardne
uchenike 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 kateter , Arrow AGBA PICC"
(osnovni UDI-DI: 0801902 1K6) po uveljavitvi evropske podatk baze
o medicinskih pripomockih/Eudamed: https://ec.europa.eu/tools/eudamed

(e ste pacient/uporabnik/tretja oseba v Evropski uniji ali dravi z enakovredno
ureditvijo (Uredba (EU) 2017/745 o medicinskih pripomockih) 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, dical-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 knjizica z informacijami za
pacienta zavrzena, lahko prevedeno kopijo dobite na naslovu www.teleflex.com/IFU

Kvalitativne in kvantitativne informacije o materialih in

na telesno temp dazmanj3ate tveganje za je katetra. snoveh, katerim so lahko pacienti izpostavljeni:
APrevidnostni ukrep: Nastavitve tlane meje pri opremi za injektor morda ne
bodo preprecile uporabe prekomernega pritiska pri zamasenem ali delno Masa (g) Material/snov Vloga/opombe
zamasenem katetru.
A Previdnostni ukrep: Uporabite ustrezen komplet cevja za dajanje zdravila med 0,77-1,58 Aromatski polieter poliuretan Telo katetra, podaljSevalne
katetrom in opremo tlacnega injektorja, da zmanjsate tveganje za nedelovanje linije in konica
katetra. 0,70-0,85 Alifatski polieter poliuretan Glavni spoj
A Previdnostni ukrep: Upostevajte posebna navodila za uporabo, k indikadije,
opozorila in p ukrepe izdelovalca | sredstva. 0,88-1,89 Togi aromatski poliuretan Spoj luer
6. Injicirajte kontrastno sredstvo v skladu s pravili in postopki ustanove.
. o . 0,44-1,34 Polikarbonat Stiscki
7. Svetlino katetra asepticno locite od opreme za tlacni injektor.
8. Svetlino katetra aspirirajte in nato izperite z 10-mililitrsko brizgo ali ve¢jo brizgo, 0,18-0,24 Bismutov oksiklorid Radioneprepustno sredstvo
napolnjeno z obicajno sterilno fiziolosko raztopino.
9. Brizgo locite in jo nadomestite s sterilnim prikljuckom brez igle ali injekcijsko kapico Aktl;vno prollinl:ikrobno
izevalni liniii - sredstvo, telo katetra,
na pf)daljsevalnl liniji ka.letra. 0,01-0,02 Klorheksidin dlauni sp0,podalevalne
Navodila za odstranitev katetra: finje in konica
1. Namestite pacienta, kot je klinicno indicirano za zmanjSanje tveganja moznega
zranega embolusa. FDA 21CFR Exempt (varno
2. Odstranite obvezo. 0,002-0,004 | Barvila za uporabo z medicinskimi
3. Sprostite kateter in ga odstranite s pripomocka(ov) za pritrditev atetra. pripomocki)
4. Kateter pocasi vlecite vzporedno s koo in ga tako odstranite. Ce med odstranjevanjem 0,002-0,005 | Poli (metilmetakrilat) Natisi
katetra zacutite upor, el




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

Nekateri simboli morda ne veljajo za ta izdelek. Za simbole, ki veljajo specifi¢no za ta izdelek, glejte oznacevanje izdelka.

A\ 1 ® | ¥ @ | &

Previdnostno Medicinski Glejte navodila | Vsebuje nevarne [ Vsebuje zdravilno Ne uporabite Ne sterilizirajte
obvestilo pripomocek za uporabo snovi ucinkovino ponovno ponovno

O OF |+ ® | m

Shranjujte pri

Hranite zagditeno Niizdelano | temperaturi pod

Enojni sterilni pregradni sistem Enojni sterilni N . Ne uporabite, ce je iz lateksa iz 25°C(77 °F). Varno za
5 N L predsoncno | Hranite na suhem s . . .
zzascitno embalazo znotraj pregradni sistem svetlobo ovojnina poskodovana |  naravnega Preprecite slikanje z MR
kavcuka ezmerno vrocino
nad 30°C (86 °F)
K;‘?Jﬁiza Serijska tevilka | Uporabno do lzdelovalec Datum izdelave Uvoznik

Arrow, logotip Arrow, Arrowg-+ard Blue Advance, SharpsAway, Teleflex, logotip Teleflex, TipTracker, VPS in VPS Rhythm so blagovne znamke ali
registrirane blagovne znamke druzbe Teleflex Incorporated ali njenih povezanih podjetij v ZDA in/ali drugih drZavah. © 2023 Teleflex Incorporated.
Vse pravice pridrZane.

lzraz ,Rx only” se v tej dok iji nanasa na naslednjo izjavo, kot je dena v predpisih CFR urada FDA: Previdnostno obvestilo: Prodaja
pripomocka je v skladu z zveznim zakonom omejena na licenciranega zdravnika ali na njegovo narocilnico.
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Arrowg+ard Blue Advance Basingla Enjekte Edilebilir
Periferal Olarak Yerlestirilen Santral Kateter (PICC)

Uriin Tanim::

Arrowg+ard Blue Advance kateterler, kateter govdesinde ve bileske gdbedi burnunda
antimikrobiyal klorheksidin asetat kullanan bir dis yiizey muamelesi ve ayrica kateter
qgovdesi, bileske gobegi, uzatma hatti/hatlari ve uzatma hatti gobegllgobeklermde |§
limene klorheksidin asetat ve klorheksidin baz
yoluyla islenmistir. Cesitli Fr. bilyiikliikleri ve kateter uzunluklarina uygulanan maksimum
toplam klorheksidin miktari 22,2 mg degerine kadar olabilir.

Klorheksidin Karakterizasyonu:
Klorheksidin, gram-pozitif bakteriler, gram-negatif bakteriler ve mantarlar iizerinde
bakteriyostatik ve bakterisidal etkiler de dahil, genis bir annmlkroblyal aknvnte

. P PRI

birikimini azaltmakta etkin oldugu
etkinlik in vitro ve in vivo test yontemleri kullanilarak degerlendirilmistir. Su anda bu test

yontemleri ile klinik sonug arasinda bir k kesin olarak belirl ir. Mevcut
enfeksiyonlar veya ven tromt tedavisinde kullaniimasi amag|

Hedef Hasta Grubu:

Bu cihazla kullanim igin uygun sahip hastalarda kullanilmak igin tasarlanmistir.

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

1orhakeid 1ih Tardl

olanh

spektrumuna sahip olmasyla karakterize olunur Klorheksidini mi
ve belirli izmalarin

bakterisidal mi oldugu temel olarak ajanin k

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 dlsiik veya daha yiiksek pH seviyelerinde
de stabilite gostermeyi siirdiirmektedir. Klorheksidinin ayrica viriis ceketlerinde lipid
bilesen veya dis kisminda bir zarf igeren viriislere karsi etkili oldugu da gdsterilmistir, fakat
bu ozellikler bu iriin ile degerlendmlmemlmr Arrowg-+ard Blue Advance Teknolojisinin
kateterler iizerindeki ik etkisi kan intrensek ve ortak
yollaninda klorheksidinin trombin inhibisyonu islevi ve sonugta gecikmis pihtilasma cevabi
ve kateter yiizeyinde gecikmis trombus birikimi gibi griinmektedir.

. idine bilinen asin d
o Amaglananinsersiyon damannda veya kateter yolunda, cihazla lgili 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 reaksiyonlar: antimikrobiyal kateterlerle bir endise konusudur ve ciddi ve hatta
yasami tehdit edici olabilirler.

Beklenen Klinik Faydalar:

Sivi infiizyonu, kan Gmekleme, ilag verme, santral vendz izleme de dahil tek ponksiyon

Klorheksidin katyonik bir bilesendir. Pozitif yiiklii molekiilleri yiizeylerds
bulunan negatif yiiklere kuvvetle cekilir. Gram-negatif bakterilerin dis membrani, gram-
pozitif bakterilerin hiicre duvari 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 zayiftir. insan ve hayvan alismalarinda,
300 mg klorheksidinin agiz yoluyla 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 calismalari  Arrowg-+ard Blue Advance antimikrobiyal/
antitrombojenik kateterlerinden advers etkiler riskinin dikkate alinmayabilecek kadar
diisiik oldugu sonucunu desteklemektedir.

Kullanim Amaci:
Periferal Olarak Yerlestirilen Santral Kateter, santral dolasima uzun siireli (>30 giin) venoz
erigim saglamak icin tasarlanmistir.

Arrowg-+ard Blue Advance tek ve trombus birikimi
kateter yiizeyinin korunmasini saglamak amaciyla tasarlanmistir.

karsi

Kullanma Endikasyonlari:

Basingla enjekte edilebilir PICC, santral vendz sisteme intravendz tedavi, kan Gmegi 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 gegemez. Maksimum basinghi enjeksiyon akis hizi araligi 4 mi/sn - 6 ml/sn
seklindedir. Basingli enjeksiyon icin kullanilan belirli limen igin maksimum basingli enjeksiyon
akis hizi agisindan iirine spesifik etiketlendirmeye bagvurun.

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

2

b 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 icin in vitro calismalarda 30 giine kadar gram pozitif ve gram
negatif bakteriler ve mayalarin k azalttigi go i

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

MRG Giivenlik Bilgisi:
PICCMR Giivenlidir.

@ Tehlikeli Madde icerir:

Paslanmaz Celik ile iliretilen bilesenler, >%0,1 agirhk/
agirlik Kobalt (CAS No. 7440-48-4) icerebilir ve bu kategori
1B CMR (Kanserojen, mutajenik veya reprotoksik) madde
olarak kabul edilir. Paslanmaz Celik bilesenlerdeki Kobalt
miktari degerlendirilmistir ve cihazlarin kullanim amaca
ve toksikolojik profili g6z o6niine alindiginda, cihazlar
bu kullanma talimati belgesinde belirtilen sekilde
kullanildiginda hastalar icin biyolojik glivenlik riski
bulunmamaktadir.

A Genel Uyarilar ve Onlemler

Uyarilar:

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

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

Not: Advers reaksiyon olusursa kateter antimikrobiyal ajanlarina karsi alerjiyi
dogrulamak icin hassasiyet testi yapin.

4. 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 onaylanmaldir.

5. Klinisyenler kilavuz telin dolagim sisteminde implante edilmis
herhangi bir cihaz tarafindan tutulmasi potansiyelinden
haberdar olmalidir. Hastada bir dolasim sistemi implanti varsa
kateter isleminin kilavuz tel yak riskini Itmak
tizere dogrudan goriintiileme altinda yapilmasi onerilir.

o

. Kilavuz tel, doku dilatérii lizerinden soyularak agilan kilif
veya doku dilatoriinii ilk yerlestirirken asin gli¢ kullanmayin
clinkii venospazm, damar perforasyonu, kanama veya
bilesen hasarina neden olabilir.

N

Kilavuz telin sag kalbe gecmesi disritmiler, sag dal demet
blogu ve bir damar, atriyum veya ventrikil duvarinin
perforasyonuna neden olabilir.

8. Kateter veya kilavuz teli yerlestirirken veya cikarirken asiri
gli¢ uygulamayin. Asin gii¢ bilesen hasari veya kirilmasina
neden olabilir. Hasardan slipheleniliyorsa veya geri ¢ekme
kolayca yapilamiyorsa radyografik goriintiileme elde
edilmeli ve ek konsiiltasyon istenmelidir.

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 Basingli 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.Vaskiiler erisim cihazina veya vene hava girmesine izin
verilirse hava embolisi olusabilir. Agik igneler, kiliflar
veya kapaksiz, klemplenmemis kateterleri santral venéz
ponksiyon bélgesinde birakmayin. Yanlislikla ayirmaya karsi
korumak tizere herhangi bir vaskiiler erisim cihaziyla sadece
sikica takilmis Luer-Lock baglantilar kullanin.

12.Klinisyenler kayan klemplerin istenmeden ¢ikarilabileceginin
farkinda olmalidir.

13.Klinisyenler asagidakiler dahil ama verilenlerle sinirl
olmamak Uzere PICC kullanimini sinirlayabilecek klinik
durumlardan haberdar olmalidir:

e dermatit e kontraktirler

* insersiyon bolgesinde ¢ mastektomi
veya etrafinda selilit e AV fistil icin olasi kullanim
ve yaniklar

¢ onceki ipsilateral ven6z
tromboz

¢ insersiyon bolgesi veya
etrafinda radyasyon
tedavisi

14. Klinisyenler PICC'lerle iligkili agsagida verilen, ancak bunlarla
sinirh olmayan komplikasyonlardan/istenmeyen yan etkilerden
haberdar olmalidir:

damar, atriyum veya
ventrikil perforasyonuna
sekonder kardiyak
tamponad

hava embolisi

kateter embolisi
kateter okliizyonu

istemeden arteriyel
ponksiyon

sinir yaralanmasi/hasari
hematom
kanama/hemoraji

fibrin kilifi olusumu

cikis bolgesi enfeksiyonu
damar erozyonu

kateter ucu malpozisyonu

* bakteriyemi disritmiler
* septisemi stiperior vena kava
o ekstravazasyon sendromu
flebit
* tromboflebit vendz tromboemboli
e tromboz anafilaksi
Onlemler:

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
komplikasyonlar konusunda deneyimli bir egitimli personel
tarafindan gergeklestirilmelidir.

3. Cihazlarin giivenli bicimde atilmasi da dahil, tiim islemler igin
standart 6nlemleri alin ve kurum politikalarina uyun.

4. Kullanim oncesinde ambalaj hasarliysa veya istemeden
acilmigsa cihazi kullanmayin. Cihazi atin.

5. Bucihazlar igin saklama kosullari, cihazlarin kuru tutulmasini
ve dogrudan giines 1siginda birakilmamasini gerektirir.

6. Kateter insersiyon bolgesinde kullanilan bazi dezenfektanlar
kateter materyalini zayiflatabilen solventler igerir. Alkol,
aseton ve polietilen glikol poliiiretan materyallerin yapisini
zayiflatabilir. Bu ajanlar ayrica kateter stabilizasyon cihazi ile
cilt arasindaki yapiskan bag zayiflatabilir.

* Kateter yilizeyinde aseton kullanmayin.

o Kateter yiizeyini batirmak icin alkol kullanmayin veya
kateter agikhgini tekrar olusturmak veya bir enfeksiyonu
onleme yolu olarak kateter liimeninde alkol kalmasina
izin vermeyin.

« insersiyon bolgesinde polietilen glikol iceren merhemler
kullanmayin.

* Yiiksek alkol konsantrasyonlarina
inflizyonunu yaparken dikkatli olun.

* Cilt ponksiyonu 6ncesinde ve pansumani uygulamadan
once insersiyon bdlgesinin tamamen kurumasini
bekleyin.

¢ Kit bilesenlerinin alkolle temas etmesine izin vermeyin.

7. Basingh enjeksiyon oncesi dahil olmak lizere kullanimdan
once kateterin agik oldugundan emin olun. intraluminal
kagak veya kateter riiptiirii riskini azaltmak tizere 10 ml'den
kiiglik siringalar kullanmayin. Elektrikli enjekt6r ekipmani,
tikali veya kismen tikali bir kateterde fazla basing olusmasini
onlemeyebilir.

8. Uygun kateter ucu pozisyonunu devam ettirmek lizere islem
boyunca kateter manipiilasyonunu en aza indirin.

sahip ilaglarin

Kitler/Setler bu kullanma talimatinda ayrintilari verilen tim
aksesuar bilesenleri icermeyebilir. Isleme baglamadan 6nce

ayri bilesen(ler) icin talimata asina hale gelin.

Onerilen Bir islem: Steril teknik kullanin,

Ponksiyon Bolgesini Hazirlama:

1. Uygun antiseptik ajanla temiz cildi hazirlayin ve kurumasini bekleyin.
2. Ponksiyon bdlgesini ortiin.

3. Steril prob kilifi uygulaymn (varsa).

4. Kurumsal politikalar ve islemlere gore lokal anestezik uygulayin.



5. Igneyiatin.

SharpsAway Il Kilitlenen Atik Kabi (saglanmigsa):

SharpsAway Il Kilitlenen Atik Kabr ignelerin (15 Ga. - 30 Ga.) atilmast igin kullanilir.

o Tekelli bir teknik kullanarak igneleri atik kabr deliklerine sikica itin (bkz. Sekil 1).

« Atk kabmna yerlestirilen igneler yeniden kullanilamayacak sekilde otomatik olarak
yerlerinde giivenceye alinir.

AOnlem SharpsAway Il Kilitlenen Atlk Kabina yerlegtirilmis igneleri ¢lkarmaya

kalk Bu igneler yerlerinde g ye al igneler atik kabind
glkar da hasar go
o Sagl bir kbpiik SharpsAway sistemi, kull Jan sonra igneleri kapik icine
itme yoluyla kullanilabilir.
AOnlem Ignelen, kopiik Sharp istemi lestirildikten sonra tekrar

kullanmayin. ignenin ucuna partikiilat madde yap|§ab|I|r

Kateteri Hazirlama:

VPS Stilesinin (saglanan durumda) hazirlanmasiyla ilgili ek talimat icin Arrow VPS kullanma
talimatina bagvurun. TipTracker Stilesinin (saglanan durumda) hazilanmasiyla ilgili ek
talimat igin Arrow VPS Rhythm Cihazi Kullanici Kilavuzuna bagvurun.

Gerekirse Kateteri Kirpma:

13. Liimen(ler) iginde salin olacak sekilde uzatma hattina/hatlarina klempleyin veya Luer-
Lock konektorii/konektorleri takin.

AUyarl: Yerlestirme teli/sertlestirici stile, kateterin icindeyken, yerlestirme
telinin/sertlestirici stilenin biikiilme riskini azaltmak igin uzatma hattimi
klemplemeyin.

AUyarl Bilegen hasari riskini azaltmak igin uzatma hattini, uzatma hatti

Baslangig Vendz Erisim Elde Etme:

14. Turnikeyi uygulaymn ve steril eldivenleri degistirin.

Ekojenik igne (saglanmigsa):

Birekojenik igne, kateter kamacyla kilavuz telin lk yerlestirilmesi
iin vaskiiler sisteme erisim saglamak iizere kullanilir. igne ucu klinisyenin damara ultrason
altinda ponksiyon yaparken tam igne ucu konumunu tanimlamast igin yaklagik 1cm boyunca
daha kolay goriilecek hale getirilmistir.

Korumali Igne/Giivenlik ignesi (saglanmigsa):

Bir korumalt igne/giivenlik ignesi iireticinin kullanma talimatina gore kullaniimalidir.

15. Introduser igneyi veya kateteri/igneyi vene yerlestirin.

AOnlem Kateter embolisi rlskml azaltmak icin igneyi introduser katetere

AUyan: Uyumlu olmayan ilaglarin komsu gkis portlanindan infii
presipitasyon ve/veya okliizyona yol aabilir.

6. Kontaminasyon korumasini geri cekin.

7. Hastanin beden biiyiikliigiinii ve istenilen insersiyon noktasini dikkate alarak, kateter
govdesi iizerindeki santimetre isaretlerini kullanmak suretiyle kateteri istenilen
uzunlukta kirpin.

Yan port konektdrii ve yerlestirme telinin/sertlestirici stilenin
saglandigi durumlarda 7. ve 8. adimlari izleyin.

8. Yerlestirme telini/sertlestirici stileyi septum icinden geri ekerek, teli kateter kesi
konumunun minimum 4 cm gerisine geri cekin (bkz. Sekil 2).

lTeI ucu Kirpilacak kateter
uzunlugu
5 D v 33 0 v % 5
Tel 4 cm (min) Kateter ucu *
geri cekilmis
Sekil2
9. Sapi olan Grgiilii bir yerlestirme teli saglanmigsa, insersiyon sirasinda yerlestirme

telinin kateterin distal ucundan ¢ilkmasi riskini minimuma indirmek iizere yerlestirme
telinin proksimal ucunu yan port konektdriinde biikiin (bkz. Sekil 3).

A Uyani: Yerlestirme telini/sertletirici stileyi septumdan ilerletmeye calismayin.

Kateter Kirpiai (saglanmigsa):

Kateter kirpici bir kez kullanilan bir kirpma cihazidir.

«  Kateteri kirpiadaki delige istenen kesme konumuna kadar yerlegtirin.

«  Kateteri kesmek icin bicagi bastirin.

NOT: Kateteri keserken direncin olasi nedeni yetersiz geri cekilmis yerlestirme teli/

sertlestirici stiledir. VYerlestirme teli/sertlestirici stile geri ekilmemisse kateteri

kullanmayn.

10. Kirpma cihazini (saglanmigsa) kullanarak kateteri kiint bir ug devam ettirmek iizere
diiz karstya kesin (kateter capraz kesitine 90°).

AUyan: Kateteri kirparken, yerlestirme teli/sertlestirici stile hasan, tel parcasi
olugmasi veya emboli riskini azaltmak icin yerlestirme telini/sertlestirici stileyi
kesmeyin.

1. Kesili yiizeyi temiz kesi ve sokiik materyal olmamasl agisindan inceleyin.

A Onlem: Kirptiktan sonra kesili kateter segmentinde tel bulunmadigini kontrol
edin. Yerlestirme telinin/sertlestirici stilenin kesilmis veya hasar gormiis
olduguna dair herhangi bir bulgu varsa kateter ve yerlestirme teli/sertlestirici
stile kullanilmamalidir.

Kateterden Sivi Gegirin:

12. Liimen(ler)i hazirlamak ve agikhigi saglamak iizere her liimenden enjeksiyonluk steril
normal salin gegirin.

gl tekrar yerlestil
16.  Pulsatil olmayan akis kontrolii yapin.
A Uyar: Pulsatil akis genellikle istenmedik arteriyel ponksiyona isaret eder.

Aﬁnlem: 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 farkli caplar, uzunluklar

ve ug konfiglirasyonlarinda saglanur. Fiili insersiyon igslemini
baglatmadan once segilen spesifik teknikle kullanilacak
kilavuz tele/tellere asina hale gelin.

Arrow Advancer (saglanmigsa):

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).

17. Kilavuz teli introduser igneye ilerletin.

A Uyan: Kilavuz telin sert ucunu damar igine yerlestirmeyin giinkii damar hasarina
neden olabilir.

18. Basparmag kaldirin ve Arrow Advancer's 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 amaayla yeterli
kilavuz tel uzunlugunu agikta kalmis olarak devam ettirin. Kontrol edilmeyen
bir kilavuz tel, tel embolisine neden olabilir.

AUyan: Kilavuz telde olasi ayrilma veya hasar gorme riskini azaltmak iizere
kilavuz teli ignenin egimli kismi iizerine geri cekmeyin.

19. introduser igneyi (veya kateteri) kilavuz teli yerinde tutarken gikarin.

Kateter insersiyonu:

VPS Stilesini (saglanan durumda) kullanilarak yerlestirme hakkinda ek talimat igin Arrow VPS
kullanma talimatina basvurun. TipTracker Stilesi (saglanan durumda) yardimiyla insersiyon
ile ilgili ek talimat icin Arrow VPS Rhythm Cihazi Kullanici Kilavuzuna basvurun.

Soyularak Agilan Kilif yardimiyla insersiyon:

20. Dilatdriin konumunda ve kilif gobegine kilitli oldugundan emin olun.
21. Soyularak agilan kilif/dilator tertibatini kilavuz tel iizerinden gegirin.
2.

Cilt yakinindan tutarak, soyularak agilan kilif/dilatdr tertibatini kilavuz tel iizerinden,
hafif bir biikme hareketiyle, damara girmeye yetecek derinlige ilerletin.

Gerekirse kiitanoz ponksiyon bdlgesini, bistiirinin kesici ucu kilavuz telden uzaga
dogru konumlandirilmis olarak biiyiitiin.

2.



A Uyari: Uzunlugunu degistirmek iizere kilavuz teli kesmeyin.
A Uyart: Kilavuz teli bistiiriyle kesmeyin.
« Bistiirinin kesici ucunu kilavuz telden uzaga dogru konumlandirin.
. diginda kesici madde riskini azaltmak iizere bistiirinin
giivenlik ve/veya kilitleme dzelligini (saglanmigsa) etkinlestirin.

A Onlem: Kilif ucunun zarar gérmesi riskini azaltmak icin kilif iyice damanin iginde
oluncaya kadar dilatorii geri cekmeyin.

A Onlem: Kilifin gobek ucunda kilavuz teli sikica tutmaya yetecek kadar kilavuz tel
uzunlugu agikta kalmalidir.

Soyularak agilan kilif yerlesimini kilifi yerinde tutarak, dilator gdbegini kilif
gobeginden serbest birakmak icin dilator gbedini saat yoniiniin tersine biikerek ve
kilavuz tel ve dilatorii kan akisina izin vermeye yetecek kadar geri cekerek kontrol edin.

24,
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25. Kilifi yerinde tutarken kilavuz tel ve dilatdri bir iinite olarak gikarin (bkz. Sekil 5).

AUyan: Olast kirlma riskini azaltmak iizere kilavuz tel iizerine gereksiz giic
uygulamayin.

AUyan: Doku dilatoriinii kaha bir kateter olarak yerinde birakmayin. Doku
dilatoriinii yerinde birakma hastayi olasi damar duvan perforasyonu agisindan
risk altina sokar.

26. Dilator ve kilavuz tel ¢ikanlinca hava girme riskini azaltmak iizere kilif ucunu hizla
okliide edin.

A Uyari: Agik dilatorleri veya kiliflan, vendz ponksiyon bolgesinde kapaksiz olarak
birakmayin. Bir santral vendz erisim cihazi veya vene hava girmesine izin
verilirse hava embolisi olusabilir.

27. Tiim kilavuz telin gikanldiginda saglam oldugunu dogrulayin.

2. i k gl

80 veya 130 cm kilavuz tel (saglanan durumda) kullanarak floroskopi

altinda insersiyon:

«  Kilavuz teli yerlestirme icin enjeksiyonluk steril normal salinle islatarak hazirlayin.
Kilavuz telin hastaya/katetere yerlestirilinceye kadar kaygan kalmasini saglaymn.
Baslangig vendz erisim elde etmek igin goriintii kilavuzlugu veya floroskopi kullanilir;
80 veya 130 cm kilavuz tel ile kateter yerlestirmek floroskopi altinda yapilir.

«  Soyularak agilan kilif iinden insersiyon:

« 80 cm kilavuz tel kullaniliyorsa kilavuz teli distal limen igine kilavuz telin yumusak
ucu kateterin ucu dtesine 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 pozisyonuna ilerletin.

« Kateteri ilerletirken direncle karsilasilirsa kateteri geri cekin ve/veya ilerletirken

yavasqa sivi gegirin.

geri cekin.

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 amacyla yeterli
kilavuz tel uzunlugunu agkta kalmis olarak devam ettirin. Kontrol edilmeyen
bir kilavuz tel, kilavuz tel embolisine neden olabilir.

Yerlestirme teli/sertlestirici stile (saglanmissa) kullanarak yerlestirme:

«  Kateteri soyularak agilan kilif icinden son kalici pozisyonuna yerlestirin. Direngle
karsilasilirsa kateteri geri cekin ve/veya ilerletirken hafifce sivi gegirin.

29.

=1

Kilif gbedi ve kilifin baglt kismi, ven ponksiyon bélgesinden serbest kalincaya kadar,
soyularak agilan kilifi kateter iizerinden geri cekin. Soyularak agilan kilifin gikintilarini
kavrayin ve bir yandan damardan geri cekerken, dte yandan kilifi tim uzunlugu
boyunca ikiye aynlincaya kadar kateterden cekerek uzaklastirin (bkz. Sekil 6).

A Onlem: Kilifi gevre dokuyu agip kateter ile dermis arasinda bir agiklik olusturacak
sekilde insersiyon bdlgesinde yirtmaktan kaginin.

30.

S

Kilif gikarma sirasinda kateter yer degistirdiyse kateteri son kalici pozisyonuna tekrar
ilerletin.

Yerlegtirme teli/sertlestirici stile veya kilavuz teli gikarin. Kilavuz teller ¢ikanldiginda
saglam olduklarini daima dogrulayin.

3.

AUyan: Yerlestirme telini/sertlestirici stileyi ve yan port konektdriinii bir iinite
olarak gikarin. Aksi halde tel kinlmasiyla sonuglanabilir.

35

A Uyart: Kisa (33-45 cm) kilavuz teli bir sertlestirme cihazi olarak kullanmayin.

32. Yerlestirme teli/sertlestirici stile veya kilavuz teli cilkarmakta zorluk mevcutsa kateter
ve tel bir iinite olarak gikanimalidir.

A Uyan: Olasi kinlma riskini azaltmak amacyla yerlestirme teli/sertlestirici stile
veya kilavuz tel iizerine gereksiz gii¢ uygulamayin.

Kateter insersiyonunu Tamamlama:

33. Liimen agikhigini her uzatma hattina bir sinnga takarak ve vendz kanin serbestce aktigi

gozleninceye kadar aspirasyon yaparak kontrol edin.

Kateterden kani tamamen gidermek iizere liimen(ler)den sivi gegirin.

Tiim uzatma hattini/hatlarini uygun Luer-Lock konektor(ler)e gerektigi sekilde takin.

Kullanilmayan port(lar), Luer-Lock konektdr(ler) iginden standart kurumsal politikalar

ve islemler kullanilarak “kilitlenebilir”.

«  Hatve Luer-Lock konektdr dedisiklikleri sirasinda her liimen icinden akis okliide
etmek iizere uzatma hattinda/hatlarinda klemp(ler)

A Uyari: Liimen icinden infiizyondan dnce agin basing nedeniyle uzatma hattinin
hasar gormesi riskini azaltmak amaciyla klempi agin.

34,
35.

Kateteri Sabitleme:
36. Kateteri sabitlemek icin bir kateter
tutturucu kullanin (saglanmigsa).
« Kateter gobedini primer sabitleme bélgesi olarak kullanin.
« Gerektiginde sekonder sabitleme bidlgesi olarak kateter klempi ve tutturucu kullanin.
Aﬁnlem: Uygun kateter ucu pozisyonunu devam ettirmek iizere islem boyunca
kateter manipiilasyonunu en aza indirin.

cihazi ve/veya kateter klempi ve

Kateter Stabilizasyon Cihazi (saglanmigsa):
Kateter stabilizasyon cihazi, tireticinin kullanma talimatiyla uygun olarak kullaniimalidir.

Kateter Klempi ve Tutturucu (saglanmissa):

Kateter stabilizasyonu iin kateter gdbegi disinda ek bir sabitleme bolgesi gerektiginde

kateteri sabitlemek icin bir kateter klempi ve tutturucu kullanilir.

Uyari: Kateter klempi ve tutturucuyu kilavuz tel veya yerlestirme teli/sertlestirici
stile gkarilincaya kadar takmayin.

o Yerlegtirme teli/sertlestirici stile veya kilavuz tel gikanlip 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 Kateterklempive tutturucuyu hastaya kateter stabilizasyon cihaz veya zimba ya da siitiir
koyma yoluyla bir iinite olarak sabitleyin. Kateter yer degistirmesi riskini azaltmak iin
hem kateter klempi hem tutturucunun sabitlenmesi gerekir (bakiniz Sekil 7).

37. Pansumani iireticinin talimatina gore uygulamadan dnce insersiyon bélgesinin kuru
oldugundan emin olun.

38. Kateter ucunun yerlesimini kurumsal politikalar ve islemlerle uyumlu olarak
degerlendirin.

39. Kateter ucunun konumu yanligsa durumu degerlendirin ve kurumsal politikalar ve
islemlere gore kateteri tekrar konumlandirin veya degistirin.

Bakim:

Pansuman:

Kurumsal politikalar, islemler ve uygulama kilavuz ilkelerine gdre pansuman yapin.
Biitiinliik bozulursa (6rnegin pansuman nemlenirse, kirlenirse, gevserse veya artik okliiziv
degilse) hemen degistirin.

Kateter Agikligi:

Kateter aikligini kurumsal politikalar, islemler ve uygulama kilavuz ilkelerine gdre devam

ettirin. PICC'leri olan hastalara bakan tiim personel kateterin durma siiresini uzatmak ve
yaralanmay dnlemek icin etkin yonetim konusunda bilgili olmalidir.

Basingli enjeksiyon Talimati - Steril teknik kullanin.

1. Herbasingli enjeksiyondan once kateter ucu pozisyonunu dogrulamak igin bir goriintii
elde edin.

Aﬁnlem: Basingli enjeksiyon islemleri giivenli teknik ve olasi komplikasyonlara
agina vasifli bir personel tarafindan yapiimalidir.
2. Basingli enjeksiyon igin limeni belirleyin.

3. Kateter agikhigini kontrol edin:



« Steril normal salinle doldurulmus 10 ml sinnga takin.
«  Kateteri yeterli kan doniisii icin aspire edin.
«  Kateterden kuvvetle sivi gegirin.

AUyan: Kateter basansizhgi ve/veya hastayla ilgili komplikasyonlann riskini en
aza indirmek iizere basingl enjeksiyondan dnce kateter liimenlerinin her birinin
actkhigini saglayin.

4. Sinngay! ve ignesiz konektorii (gecerli olan durumda) ayirn.

5. Basingli enjeksiyon uygulama seti tiipiinii iireticinin dnerisine gore kateterin uygun
uzatma hattina takin.

Onlem: Kateter basarisiziigi ve/veya ucun yerinden oynamasi riskini azaltmak icin
elektrikli enjektor ekipmanda 2068,4 kPa (300 psi) maksimum basinc gegmeyin.

Aﬁnlem: Kateter basansizligi ve/veya ucun yerinden oynamasi riskini en
aza indirmek icin on (10) enjeksiyonu veya iiriin etiketinde ve kateter Luer
gobeginde yer alan kateterin maksimum onerilen akis hizini gegmeyin.

AUyan: veya kateter def bulgusu goriiliir goriilmez
basingli enjeksiyonlari sonlandirin. Uygun tibbi girisim icin kurum politikalarina
ve prosediirlerine uyun.

A Onlem: Kateter basanisizlig riskini en aza indirmek icin basingli

6. Kateter gikarma islemini tiim kateter uzunlugu ve ucunun gikanildiginin dogrulanmasi
dahil kurumsal politikalar ve islemlere gore belgelendirin.

Hasta i, klinik egitim, i teknigi ve bu iglemle iliskili
potansiyel komplikasyonlar agisindan referans literatiir icin 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, Tibbi Cihazlar Avrupa Veritabani/Eudamedin (k
kullanima aglimasindan sonra “Arrow AGBA PICC” (Basic UDI-DI: 08019020000000000000041 Ke)
Giivenlik ve Klinik Performans 0zeti (SSCP) belgesinin konumudur.

Avrupa Birligi'nde ve ayni diizenleyici rejime (Tibbi Cihazlarla ilgili 2017/745/EU
Sayili Diizenleme) tabi olan iilkelerde hasta/kullamia/iigiincii taraflar igin; bu cihazin
kullamimi sirasinda veya kullaniminin sonucu olarak ciddi bir olay ortaya ¢ikmissa
litfen bu durumu iireticiye ve/veya yetkili temsilcisine ve iilkenizdeki ilgili makama
bildirin. Ulusal yetkin makamlarin (Teyakkuz irtibat Noktalan) irtibat bilgileri
ve daha fazla bilgi a;aglda verilen Avrupa Komisyonu web sitesinde bulunabilir:
https://ec.europa / I-devi ts_en

tors/medical

once kontrast maddeyi viicut sicakligina 1sitin.

A Onlem: Enjektoreklpmanmdakl basmg limiti ayarlarl tikali veya kismen tikali bir
k de fazla basing ol

AOnlem Kateter basansizligi riskini en aza indirmek icin kateter ve basingh
enjektor ekipmani arasinda uygun uygulama seti tiipii kullanin.

Aﬁnlem: Kontrast madde iireticisinin belirtilen  kullanma talimati,
k dikasyonlar, uyarilar ve dnlemlerini izleyin.

6. Kurum politikalar ve prosediirlerine uygun olarak kontrast madde enjeksiyonu yapin.

Sagl Hasta Bilgil

Uluslararasi Implant Kartni uygun  bilgilerle doldurun. Doldurulan Karti Hasta
Bilgilendirme Kitapgigi ile birlikte hastaya verin. Hasta Bilgilendirme Kitapqidi atilmigsa,
www.teleflex.com/IFU adresinden terciime edilmis bir kopyasi temin edilebilir.

Hastalarin maruz kalabilecegi materyaller ve maddelerle ilgili
kalitatif ve kantitatif bilgiler:

7. Kateter limenini aseptik yontem kullanarak basing enjektorii

8. Aspire edin, sonra kateter limeninden steril normal salinle doldurulmus 10 ml veya
daha bilyiik sinngayla sivi gegirin.

9. Sinngayr ayirn ve yerine steril ignesiz konektdr veya kateter uzatma hattinda steril
enjeksiyon kapagi takin.

Kateter Cikarma Talimati:

. 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/cihazlanndan gikarin.

4. Kateteri yavasca cilde paralel olarak ekerek ¢ikarin. Kateteri ¢ikanirken direngle
karsilasilirsa

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 bolgeye dogrudan basing ve sonrasinda merhem
tabanli okliiziv pansuman uygulayin.

A Uyart: 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 gdriiniinceye kadar yerinde kalmalidir.

Kiitle (g) Materyal/Madde Gorev/Notlar
Jan ayinn.

. 0,77-1,58 Aromatik polieter-poliiiretan ﬁ::gﬁ'vgeﬁdgm’ Uzatma
0,70-0,85 Alifatik polieter-poliiiretan Bileske Gabegi
0,88-1,89 Sert aromatik poliiiretan Luer Gobek
0,44-134 Polikarbonat Klempler
0,18-0,24 Bizmut Oksikloriir Radyopasite Ajani

Aktif Ami_miqubixal Ajan,
001-0,02 | Klorheksidin Eg‘;;;%"z‘;‘:ﬁ]‘; Sleske
ve Ug
FDA 21CFR Muafiyeti
0,002-0,004 | Renklendiriciler (Tibbi CGihaz Kullanimi igin
Giivenlidir)
0,002-0,005 | Poli (Metil Metakrilat) Baski
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Sembol Sozliigii: Semboller 150 15223-1 ile uyumludur.

Bazi semboller bu iriin igin gegerli olmayabilir. Ozel olarak bu iiriin iin gegerli sembollere yonelik iiriin etiketine basvurun.
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Kullanma Tehlikeli Tekrar sterilize
Dikkat Tibbi cihaz talimatina ddeler iceri Tibbi madde icerir|  Tekrar kullanmayin . Etilen oksit ile sterilize edilmistir
bakiniz maddeler igerir etmeyin
/\\‘//\ g it
2N .~ LIEX
a
25°C(77°F)
i - e " . Dogal kauguk | altinda saklayin.
Iglndelforuy_u(uamba_la]l;gren TekllsFenIb_anyer Giines isigindan Kuru tutun Paket hasarliysa Jateksle 30°Chin (86°F) | MR giivenli
tekli steril bariyer sistemi sistemi uzak tutun kullanmayin PR
yapilmamistir | Gizerindeki asin
isidan kaginin
Katalog lotnumaras: | 0" kullanma Uretici Uretim tarihi ithalatg Firma
numarasi tarihi

Arrow, Arrow logosu, Arrowg-+ard Blue Advance, SharpsAway, Teleflex, Teleflex logosu, TipTracker, VPS, ve VPS Rhythm, Teleflex Incorporated veya
yan kuruluglarinin ABD e ve/veya dider iilkelerde ticari markalari veya tescilli ticari markalaridir. © 2023 Teleflex Incorporated. Her hakki sakhidir.

“Rx only’; bu etiketlemede FDA CFRde sunulan asagidaki ifadeyi iletmek icin kullanilir: Dikkat: Federal kanunlar, bu cihazin satisini lisansl bir
saglk hizmeti saglayicisi tarafindan veya saghk hizmeti saglayiaisinin emriyle yapilacak sekilde kisitlar.
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