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With this letter we rox aa 026

B. BRAUN MEDICAL, 26. rue Armengaud, 92210 Saint-Cloud, France, as the responsible/ legal
manufacturer of the medical device

Celsltc® Access Ports with installation sets

declare that we have considered the remarks stated in notification no. 10-10615/24 from 15.02.2024
issued by Federal Service on Surveillance in Healthcare (Roszdravnadzor). These remarks do not affect
the Instructions for Use and content of Instructions for Use from 2020 (signed 18/02/2021) is still

valid.
Based on abovementioned we provide the IFU in English language with Annex 1to the IFU:

1. IFU for Celsite®Access Ports with installation sets

The Annex 1 to the IFU contains the following items*:
1.1. Name of the medical device
1.2. Name of manufacturer and manufacturing site
1.3. Operating conditions of the medical device in the internal environment of the human body
1.4. Conditions for transportation and storage
1.5. Delivery set and packaging data
1.6. The information about the symbol the conformity Declaration of conformity in the Russian
Federation
1.7. The information about the symbol of non-pyrogenic
1.8. Shelf life for the medical device
1.9. wWarranty/Complaints
1.10. Procedure for disposal or destruction of a medical device
1.11. Intended Use
1.12. Target category of patients /Target group of users
1.13. Model range of the medical device

+- the description of data, see at Annex 1to the present IFU.

for updating the documents of Registration Dossier No ®C3 2008/03191 issued on January, 24th,
2022 for the medical device Celsite® Access Ports with installation sets and submission of
abovementioned document to the Federal Service on Surveillance in Healthcare (Roszdravnadzor).
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Instruction for use

Celsite®

Manufacturer: B. BRAUN MEDICAL, 26 rue Armengaud, 92210 Saint-Cloud, France.
Manufacturing site: B. BRAUN MEDICAL, 30 avenue des Temps Modernes, 86360

CHASSENEUIL-DU-POITOU, France.
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Celsite«Discreet Celsite® IMPLANTOFIX Celsite* Concept Celsite®

1F =0,33 mm

Connection rings (x2) J guide wire Syringe
Catheter
if
)
Thin wall needle 18G/20G Vein lifter Winged Surecan®
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Surecan® needle 22G (><2) Dilator 6F Tunnelling rod

/[ /
ECG cable
/ ]

Peelable introducer Introcan® i.v. cannula 20G

O 1]

Screw connector, connection spanner
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Celsite*ST304

Access port

Screw connector, connection

spanner
Vv
b
Syringe LOR Sterican® needle 20G 70 mm
Surecan® needle 22G (x2) Tunnelling rod
0'--
y
Tuohy needle 16/18G Scalpel EIO, E II

Winged Surecan®

4/28

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



INSTRUCTIONS FOR USE
Celsite® ACCESS PORTS

PLEASE READ CAREFULLY
SUMMARY

I- INDICATIONS

Il - CONTRAINDICATIONS

Il - POTENTIAL COMPLICATIONS (Immediate and delayed)

IV - WARNINGS V - SPECIAL ATTENTION V-1 PATIENT

V-2 CATHETER POSITION

V-2-1 Venous catheters

V-2-2 Percutaneously placed Arterial catheters (Celsite® Interventional with Anthron® catheter)
V-3 DRUG INCOMPATIBILITIES

V-4 NEEDLES

V-4-1 Puncture ofthe Celsite® Access Port

V-4-2 Puncture of the vein

V-5 OCCLUSION

V-6 INFECTION

VI - IMPLANTATION TECHNIQUES

VI-I CENTRAL VENOUS IMPLANTATION TECHNIQUES
VI-1-1 Percutaneous Technique

V1-1-2 Surgical Cut-down Technique

VI1-1-3 References requiring modifications to the above techniques
VI-1-3-1 Over-the-Wire Technique

V1-1-3-2 Brachial Implantation Technique

VI-1-3-3 ECG Technique

VI-1-3-4 Braunule Technique

V1-1-3-5 Valved Catheter

V1-1-3-6 Pre-connected catheter and port

VI-2 ARTERIAL IMPLANTATION TECHNIQUES (FOR HALT.)
VI-2-1 Surgical Implantation Technique

VI-2-2 Percutaneous Implantation Technique

VI-2-2-1 Catheter tip in gastro-duodenal artery

VI-2-2-2 Catheter tip in hepatic artery

VI-3 PERITONEAL AND PLEURAL IMPLANTATION TECHNIQUES
VI-3-1 Peritoneal - Surgical Implantation Technique

V1-3-2 Peritoneal - Percutaneous Implantation Technique

V1-3-3 Pleural - Percutaneous Implantation Technique

VI-4 SPINAL IMPLANTATION TECHNIQUES

VIl - USE OF THE PORT AND CATHETER

VII-1VENOUS PORTS

VII-2 ARTERIAL PORTS

VIII - MAINTENANCE OF THE PORT AND CATHETER

VIlI-1 RINSING AND HEPARINISATION

VI1II-I-1 Venous ports

V111-1-2 Arterial ports

VI1I1-1-3 Epidural or Intra-thecal ports

V111-1-4 Peritoneal ports

V111-1-5 Pleural ports

IX - DURATION OF IMPLANTATION AND REMOVAL OF THE PORT
IX-1 DURATION OF IMPLANTATION OF THE SYSTEM

IX-2 REMOVAL OF THE SYSTEM

IX-3 SPECIAL ATTENTION: BABYPORT®, BABYPORT® S, BABYPORT® PC AND SMALL PORTS
X - HIGH PRESSURE INJECTION
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I - INDICATIONS

e Venous Access Ports are intended to be used for repeated intra-venous administration of, for
example, chemotherapy, antibiotic and anti-viral drugs, parenteral nutrition, blood sampling or
transfusion. Certain Celsite® Access Ports may be used for Contrast Enhanced Computerised
Tomography (CECT) using high pressure injection (see “X - High pressure injection”). For full
list of validated references please refer to the tables.

» Arterial Access Ports are intended to be used for intra-arterial administration of chemotherapy.
¢ Epidural or intra-thecal ports are intended to be used for spinal administration of pain relieving
drugs.

e Peritoneal ports are intended to be used for intra-peritoneal administration of chemotherapy.

e Peritoneal/Pleural ports are intended to be used for intra-peritoneal administration of
chemotherapy, hydration, drainage of malignant ascites, or drainage of malignant pleural effusion.

II - CONTRAINDICATIONS
The following are contraindications to port placement:
e Known infection, bacteraemia or septicaemia.

¢ Known allergy to any of the materials contained in the access port or catheter.

e If the medications to be used in the access port are incompatible with any of the materials
contained in the access port or catheter.

o If the patient’s anatomy does not allow the insertion of the catheter into the chosen access site
or if the patient has had previous radiotherapy in the chosen area.

e Previous venous thrombosis.

o Heparin induced thrombocytopaenia (Celsite® Interventional with Anthron® catheter only).

IIT - POTENTIAL COMPLICATIONS (Immediate and delayed)

Air embolism Cerebral infarction or thrombosis (arterial) | Liver failure (arterial)

Angiospasm (arteriat) Embolism Pericarditis (arterial)

Angitis (arterial) Explantation of the port secondary to Pneumothorax Port/Catheter
Aneurysm/false aneurysm (arterial) | inflammatory reaction migration

Brachial plexus injury Fibrin sheath formation Thromboembolism/Thrombophlebitis|
Cardiac arrhythmia, tamponade, Haematoma Thrombosis

perforation Haemothorax Ulcer related to cytotoxic drugs
Catheter disconnection, rupture or Heparin Induced (arterial)

fragmentation Thrombocytopaenia (HIT)

Catheter occlusion Infection/Sepsis

Before implantation of the access port system these, and other, well documented potential
complications should be considered.

IV - WARNINGS

During storage avoid freezing or excessively high temperatures, storage at room temperature is
recommended. Anthron® catheters should be protected from light.

Celsite® Access Ports are for single use only, do not re-sterilise the product, or any of the
components, and destroy after use. The device and its accessories are not re-usable nor designed
to be re-used. Any re-use would definitely compromise the performance and safety of the device.
The product is sterilised using Ethylene Oxide and is sterile and non-pyrogenic in unopened,
undamaged, individual packages.

Refer to unit package label for actual content list.

Check the expiry date before use and never implant a device past the expiry date.
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Do not remove from the unit carton until ready for use and ensure that all handling and use is under
strict aseptic conditions.

This product should not be implanted or accessed except by personnel experienced in the technical
and clinical aspects of access ports.

Special Warning for Anthron® catheter:

a) The Anthron® catheter is made of PUR with a heparin coating.

b) The Anthron® catheter should not be used for blood sampling for coagulation studies as the
results may be affected by the release, however small, of heparin.

c) As for all heparin, regular supervision of platelet levels is required during the use ofthe catheter
due to the risk of heparin induced thrombocytopenia (HIT).

V - SPECIAL ATTENTION

V-1 PATIENT

Ensure that use of the access port is indicated taking into consideration the patients’ anatomy,
needs and proposed use of the port.

Check the condition of the skin over the proposed implantation and puncture sites.

For venous catheter placement, place the patient slightly inclined head down.

V-2 CATHETER POSITION

To ensure that the system works correctly, there should be no kinking of the catheter.
It is recommended that the catheter is tunnelled sub-cutaneously to the port.

The position of the tip of the catheter may change when the patient moves.

V-2-1 Venous catheters

a) The catheter tip should always be positioned in the Superior Vena Cava at the entrance to the
right atrium taking into account possible catheter tip movement (see Fig. 1). A radiograph should
be taken to verify catheter position and exclude haemothorax or pneumothorax.

b) Particular attention should be paid when the catheter is to be implanted via the sub-clavian
route. It is recommended that the catheter be inserted outside the costo-clavicular space (see Fig,
2). Catheter ruptures have been observed with the sub-clavian route, the associated risk of
extravasation of the infused drugs and embolisation of the distal extremity may have serious
consequences. This is due to rupture of the catheter secondary to the catheter being pinched in the
costo-clavicular space (Pinch-Offsyndrome). It is necessary to pay particular attention to catheters
used for long periods or for ambulatory patients rather than short term catheters. Catheter rupture
can occur with silicone and polyurethane catheters.

The following clinical signs may suggest catheter pinching;

» The patient needs to lift the arm to permit infusion.

« Intermittent malfunction ofthe catheter, such as difficulty with aspiration or infusion.

e Sub-clavicular pain or swelling during infusion.

» Palpitations or chest discomfort may indicate catheter fracture.

Remove any sub-clavian catheter which presents any of the signs of Pinch-Off.

A radiograph with contrast injection may be useful to detect catheter abnormalities at the
costoclavicular level.

V-2-2 Percutaneously placed Arterial catheters (Celsite® InterVentional with Anthron®
catheter)

a) It is recommended that the catheter be placed via the femoral artery (see Fig. A). The entry
point into the artery should be below the inguinal ligament. The access port shouldbe positioned
on the patient’s thigh, medial to the iliac crest, to avoid kinking of the catheter (seeFig. B). The
catheter should not traverse the inguinal ligament sub-cutaneously.

b) If needed, access may be via the axillary (see Fig. B, 2), acromiothoracic (see Fig. B, 3) or
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brachial artery (see Fig. B, 4). Care should be taken with these routes in patients with diabetes,
hyper-lipaemia and hyper-tension. The risk of cerebral embolism is higher in these patients.

c) Placement in the sub-clavian artery is not recommended as this may lead to catheter
displacement and subsequent fracture, and carries an increased risk of cerebral thrombosis or
infarct in case of catheter thrombosis.

V-3 DRUG INCOMPATIBILITIES
Never use incompatible drugs together or in sequence: the port should be rinsed of all residues
with 10 mL sodium chloride (NaCl) 0.9% between each medication.

V-4 NEEDLES

V-4-1 Puncture of the Celsite® Access Port
Always use special bevelled needles, such as Surecan®, Winged Surecan® or Cytocan, which are
adapted for use with implantable access port systems.

° Normal hypodermic needles will damage the septum and may cause leakage of the system or
blockage due to small silicone particles.

V-4-2 Puncture of the Vein

Certain references contain a Safety Seldinger needle. The Safety Seldinger needle is designed to
reduce the risk of accidental needle stick injury. Care must be taken to avoid needle sticks in
accordance with local Infection Control standards (and avoid the risk of exposure to contaminated
blood).

Access the vein with the needle in the normal manner. After withdrawal of the Safety Seldinger
needle activate the safety clip. To do this grasp the clear clip housing, which houses the metal
safety clip, with your free hand.

Advance the clear clip housing forward along the Safety Seldinger needle towards the needle bevel
in one continuous motion. Advance the clip housing over the needle bevel activating the safety
mechanism. The clip will remain on the needle bevel. The clip housing will,separate from the

]

clip and needle. Dispose of the needle and the clear clip housing immediately into sharps
container.

Do not attempt to re-insert the needle into the patient or to re-cap the needle with the protective
guard.

V-5 OCCLUSION

Always use a syringe equal to or greater than 10 mL volume when rinsing the port to avoid
generating excessive pressures in case of occlusion of the system.

In case of obstruction of the system never try to clear the blockage using a fluid under high pressure
which carries the risk of catheter fracture and migration. According to validated protocols, and
under medical supervision, 2 mL of 70% alcohol may be used to aid the unblocking of silicone
catheters when the blockage is due to lipid deposits. The use of alcohol with PUR catheters is not
recommended.

According to validated protocols, and under medical supervision, 2 mL of Hydrochloric acid (HCI)
0.1 mol/L may be used to aid the unblocking of both silicone and PUR catheters when the blockage
is due to mineral deposits.

V-6 INFECTION
In case of infection, if appropriate treat with antibiotic drugs. If this fails, or is not appropriate, the
catheter and port should be removed.
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VI - IMPLANTATION TECHNIQUES

General considerations:

» To prevent shearing of the guide-wire never withdraw the J guide-wire through the Seldinger
needle.

* Remove the guide-wire and the dilator together. Do not remove the guide-wire through the
dilator as this may result in the guide-wire unravelling.

» To prevent shearing of the catheter, never withdraw the epidural/spinal catheters through the
Tuohy needle.

e It is recommended that NaCl 0.9% (with or without heparin according to local protocols) be
used to flush, and lock the port and catheter during implantation (see Fig. 3).

< During implantation ensure that the catheter is not damaged by unguarded forceps, suture
needle or other shaip instruments.

» Ifusing the Celsite® Concept ports (with silicone inserts) it is recommended that the suture be
placed within the square indicated on the silicone.

¢ The catheter should be mounted on the exit cannula along its axis (see Fig. 11 a-b-c) and not
across the axis and should be completely mounted on the exit cannula before the connection ring
is slid over the catheter.

VI-1 CENTRAL VENOUS IMPLANTATION TECHNIQUES

VI-1-1 Percutaneous Technique

a) Insert the Seldinger needle into the chosen vein; verify the position by observing blood reflux
(see Fig. 4).

b) Insert the J guide-wire into the vein, when the correct position is reached, withdraw the needle
(see Fig. 5).

¢) Thread the assembled dilator and peelable sheath over the guide-wire using a twisting motion
to pass through the skin planes (see Fig. 6).

d) Remove the dilator and guide-wire from the vein and insert the catheter through the peelable
sheath (see Fig. 7) to the desired position at the junction of the Superior Vena Cava and the right
atrium (see Fig. 1). Check catheter tip position using fluoroscopy.

e) Remove the peelable sheath from the vessel by pushing down on the 2 handles of the sheath,
then peel the sheath from the catheter ensuring that the catheter is not dislodged from the vessel
(see Fig. 8).

f) Prepare the port pocket at the chosen site, the port should lie approximately 1/2 - | cm below
the skin surface away from the injection site. Cut the luer connector from the catheter and attach
to the tunnelling rod (see Fig. 9).

g) Tunnel the catheter from the puncture point to the port pocket (see Fig. 10); ensure there is no
kinking ofthe catheter. Cut the excess catheter (at right-angles) prior to connecting to the port.

h) Catheter port/connection:

- Celsite®, Celsite® Concept, Celsite® Discreet:

Slide the connection ring over the catheter, firmly push the catheter onto the exit cannula ensuring
the catheter covers the length of the exit cannula, slide the connection ring over the catheter and
exit cannula. The connection ring should be in contact with the port (see Fig. 1lc).

- Celsite® IMPLANTOFIX:

Slide the screw connector over the catheter, firmly push the catheter onto the exit cannula ensuring
the catheter covers the length of the exit cannula, slide the screw connector over the catheter and
exit cannula. The screw connector should be tightened by hand and the spanner used to give the
final tightening to the securement device, until an audible click is heard, to ensure correct
attachment between the poit and catheter.
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- Celsite® Interventional with Anthron® catheter:

If necessary, cut the anti-kink portion of the connection ring to the desired length (a minimum of
1.5 cm should remain), then slide the connection ring over the catheter, firmly push the catheter
onto the exit cannula ensuring the catheter covers the length of the exit cannula, slide the
connection ring over the catheter and exit cannula. The connection ring should touch the port.

i) Confirm catheter connection by gently pulling on the catheter.

j) Insert the port into the port pocket, paying attention not to kink the catheter.

k) Confirm catheter patency (by ensuring that both aspiration and injection are possible), ensure
that the skin incision is 1 cm from the injection site.

1) It is possible to fix the access port to the fascia with sutures.

- Celsite® DRAINAPORT:

Both the connection ring and the catheter must be threaded together on the exit cannula to facilitate
connection.

VI-1-2 Surgical Cut-down Technique

a) The skin is incised and the tissue dissected (see Fig. 12).

b) The selected vessel is identified and tapes passed under it. The vessel is incised with a scalpel
or with scissors (see Fig. 13),

c) The previously flushed catheter is inserted into the vessel, using either a small vessel dilator or
vein lifter (see Fig. 14).

d) Follow from point e) - 1) of the preceding paragraph: “Percutaneous Technique”.

V1-1-3 References requiring modifications to the above techniques

VI-1-3-1 Over-the Wire Technique

This technique can only be used with the references ST30IOTW and Celsite® IMPLANTOFIX
references 04438604, 04438647.

Follow steps a) and b) above: “Percutaneous Technique”.

c) Thread the dilator over the guide-wire using a twisting motion to pass through the skin planes.
Remove the dilator (see Fig. 15).

d) Flush the catheter with sodium chloride (NaCl) 0.9 %, and pass the catheter over the guide wire
to the desired position at the junction ofthe Superior Vena Cava and the right atrium (see Fig. 1).
e) Follow from point f) -1) above: “Percutaneous Technique”.

VI1-1-3-2 Brachial Implantation Technique

Brachial ports and catheters can be placed using either the OTW (Over-the Wire), Percutaneous
or Surgical Cut-down Technique, (see Fig. E).

Select the appropriate vein on the anterior aspect of the elbow, normally the Basilic or Cephalic
vein.

Ensure that the access port is not placed over the mid-line of the selected vein. The port and
catheter should be positioned above the elbow on the internal surface of the arm.

VI1-1-3-3 ECG Technique

This technique can only be used with the ECG references which have specially adapted
accessories.

Percutaneous Technique: (see Fig. E)

a) Place ECG pads on the patient’s chest.

b) Follow steps a) to c) above: “Percutaneous Technique”.

Note: A separate J-guide wire (0.035”) is needed for access to the vein.

c) Prepare the catheter by inserting the specially marked J-guide wire, which is contained in the
kit, into the catheter.

10/28

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



d) Remove the J-guide Wire and dilator from the sheath and insert the catheter and guide-wire into
the peelable sheath. The guide-wire should be pulled back into the catheter during placement into
the vein.

e) When approximately 10-13 cm of the catheter has been placed into the vein the guide-wire
should be advanced into the catheter until the mark on the guide wire reaches the level of the luer
connector on the catheter.

f) When the mark on the guide-wire is at the level of the luer connector the tip of the guide-wire
is in the desired position at the tip of the catheter.

g) The sterile ECG cable is attached to the guide-wire, connected to the monitor via a universal
adapter and switched to internal monitoring mode. The catheter and guide-wire are advanced using
the ECG image to monitor progress.

h) As the catheter approaches the right atrium the P wave starts to elevate O. Maximal P wave
height is reached and maintained when the catheter enters into the right atrium. Note that the
amplitude ofthe P wave will decrease ifthe catheter is advanced down into the inferior vena cava.
After identifying the area where the P wave begins to develops its maximal amplitude (which
corresponds anatomically to the junction between super-ior vena cava and the right atrium)
advance the catheter a further 2cm ®. This is the final position ofthe catheter tip. As the procedure
is performed with the patient in the supine position this catheter position allows for the 2-3 cm
cranial movement of the catheter which occurs when the patient is upright.

i) Remove the guide-wire while maintaining the catheter in place, flush and clamp the catheter.
Follow from point e) - 1) above: “Percutaneous Technique”.

A post-operative radiograph should be taken to confirm catheter position and exclude haemothorax
or pneumothorax.

Surgical Cut-down Technique: (see Fig. F)

This technique combines the Surgical Cut-down Technique with the ECG technique described
above.

If no ECG change is noted catheter tip position has to be confirmed with fluoroscopy as catheter
tip malposition is to be suspected.

The Celsite® Access Port with ECG technique should not be placed if any of the following is
applicable to the patient:

e The presence of a cardiac pacemaker.

< Known cardiac abnormalities, or heart rhythm disturbances.

e Access through the Inferior Vena Cava.

With regard to the ECG lead:
Safety regulations according to IEC 601-1 and NF EN 60601-2-25.

Protection against the risks of current leakage:
Only use Class 1 ECG monitor CE marked, with floating input (Type CF).
Connect additional potential equalisation (earth) on the monitor.

Protection against the risks of electrostatic discharge:

» Use only in rooms protected from electrostatic discharge (conductive flooring).

» Theatre shoes should be made of a recommended polymer material.

» Do not allow the J guide-wire to come into contact with external conductive parts.
» Before use, check that all connections are secure.

¢ Do not autoclave.

¢ Do not immerse in liquid.

* Repairs must be carried out only by the manufacturer.
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VI-1-3-4 Braunule Technique

a) Puncture the vein with the Spiittocan® needle percutaneously or through a skin incision.

b) Flush the catheter with sodium chloride (NaCl) 0.9 %. Remove the stilette from the cannula,
and insert the catheter through the cannula to the desired position at the junction of the Superior
Vena Cava and the right atrium.

c) Gently withdraw the cannula over the catheter.

d) Follow from point e) - 1) above: “Percutaneous Technique”.

For the ST301M and ST305M, remove the mandrin from the catheter prior to cutting the Y
connector off the catheter.

V1-1-3-5 Valved catheter

Do not place the catheter over the guide-wire, as this may cause damage to the valve.

The catheter must be tunnelled from the puncture point to the port pocket; the tunnelling rod must
not be placed through the valve.

VI-1-3-6 Pre-connected catheter and port
The catheter should be measured and trimmed to the correct length before insertion in the vein.
The catheter must be tunnelled from the port pocket to the puncture point.

VI-2 ARTERIAL IMPLANTATION TECHNIQUES (FOR H.A.LT.)
H.A.l.T. = Hepatic Arterial Infusion Therapy

VI1-2-1 Surgical Implantation Technique

a) Perform a pre-operative arteriogram.

b) Any accessory arteries to adjacent organs must be embolised.

c) The catheter is sutured to the chosen artery using the suture beads at the tip of the catheter.

d) Perfusion of the organ should be verified after placement of the catheter,

e) Tunnel the catheter to the port pocket, the port should lie approximately 1/2 - 1 cm below the
skin surface. Flush the port with sodium chloride (NaCl) 0.9 %.

VI-2-2 Percutaneous implantation Technique

Percutaneous placement of an arterial catheter is generally via the femoral artery. Access may also
be via the axillary, acromiothoracic or brachial artery, and can be made either percutaneously or
by surgical cut-down, depending on physician’s choice.

An introducer should not be used during arterial procedures.

System implantation and catheter placement may be accomplished through a variety oftechniques
and the physician must choose the appropriate method for the patient and the intended result.
Wider application, addition or alteration will be based on the experience of the physician. In the
following chapter we present two of the most commonly used techniques for hepatic artery
infusion.

V1-2-2-1 Catheter tip in gastro-duodenal artery (see Fig. C)

Note: The port/catheter reference R305-A5ST has a side hole in the catheter 19 cm from the
catheter tip. As the tip of the catheter will be embolised in place no flow occurs from the catheter
tip. The taper of the catheter should be trimmed to the correct length (distal to the side hole) before
placement in the gastro-duodenal artery so that the flow of medication is not obstructed and the
side hole is in the proper hepatic artery.

A rigid 0.018” angiography guide-wire is required for placement of the tapered Anthron® catheter.
As the catheter is embolised in place, removal of the catheter percutaneously may not be possible.
a) An arteriogram should be performed to confirm the location of the tumour, the anatomy of the
blood vessels and blood supply to adjacent organs.

b) Any accessory arteries to adjacent organs which arise distally to the proposed location of the
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side hole should be embolised.

¢) Place an exchange guide-wire (minimum length 2 m, diameter 0.018”) through the angiography
catheter to the desired position in the gastro-duodenal artery.

d) Remove the angiography catheter and place the Anthron® catheter over the guide-wire (do not
use an introducer).

e) Remove the guide-wire.

f) A check arteriogram should be performed to confirm catheter position.

g) The tip of the catheter should be fixed in place using embolisation coils, a gluing agent or other
means of immobilising the catheter tip, and of embolising the gastro-duodenal artery. Access
should be via a contra-lateral approach or through a micro-catheter which permits embolisation.
Flow of medication is via the catheter side-hole.

h) In order to prevent displacement of the catheter tip during movement of the patient allow the
catheter to sag or loop in the aorta.

Follow from point e) — | ): “Percutaneous Technique”.

The access port should be placed in the pelvic area ensuring that there is a solid base behind the
port.

The port should not be placed over the abdominal cavity.

VI1-2-2-2 Catheter tip in hepatic artery (see Fig. D)

a) An arteriogram should be performed to confirm the location of the tumour, the anatomy of the
blood vessels and blood supply to adjacent organs.

b) Any accessory arteries to adjacent organs which arise distally to the proposed location of the
catheter tip should be embolised.

¢) Place a guide-wire through the angiography catheter to the desired position in the hepatic artery.
d) Remove the angiography catheter and place the Anthron® catheter over the guide-wire (do not
use an introducer).

e) Remove the guide-wire.

f) A check arteriogram should be performed to confirm catheter position, function and adequate
perfusion of the liver.

g) Ensure that a sufficient length of catheter is left in the aorta to prevent catheter tip displacement
during patient movement.

Follow from point e) - 1): “Percutaneous Technique”.

The access port should be placed in the pelvic area ensuring that there is a solid base behind the
port.

The port should not be placed over the abdominal cavity.

VI-3 PERITONEAL AND PLEURAL IMPLANTATION TECHNIQUES
The catheter and port may be implanted either surgically or percutaneously, and may be used for
locoregional chemotherapy or for drainage of symptomatic malignant ascites.

VI-3-1 Peritoneal - Surgical implantation Technique

a) During laparotomy the tip of the catheter is placed in the area of interest depending on the
indication.

b) The catheter may be sutured to the fascia if the cuffed catheter (Drainaport) is used, and then
tunnelled to the port pocket at the base of the ribs.

c¢) Catheter function and position should be confirmed by flushing the port.

d) The catheter is cut to the desired length and attached to the access port, taking care that the skin
incision does not lie over the septum and that the catheter is not kinked anywhere along its length.
e) Confirm catheter and port function before closing the skin.

f) Itis possible to fix the access port to the fascia with sutures.
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V1-3-2 Peritoneal - Percutaneous implantation Technique
(Implantation accessories are available separately).

a) ldentify the desired final position of the catheter tip using ultra-sound guidance.

b) With the 18G needle access the peritoneal cavity sub-cutaneously, taking care not to puncture
the intestine. A curved needle may be used to aid entry into the peritoneal space,

c) Pass the 0.035” (0.89mm) guide-wire through the needle into the peritoneal cavity, remove the
needle.

d) Pass the 12F dilator over the guide-wire to dilate the catheter route, followed by the 16F
peelable sheath. Place the catheter into the desired position in the peritoneal space. The use ofa
rigid catheter placed telescopically inside the peritoneal catheter and a super-stiff guidewire may
facilitate its placement. Drain any fluid into a sterile bowl.

e) Create a pocket for the access port at the base of the ribs or over the iliac crest. If necessary
further tunnel the catheter to the port pocket. It is advisable to have the cuff, if used, in the sub-
cutaneous tissue so that tis-sue in-growth helps maintain catheter position.

f) Trim the catheter to the desired length and attach to the access port, take care that the skin
incision does not lie over the septum and that the catheter is not kinked anywhere along its length.
g) Confirm catheter and port function before closing the skin.

h) It is possible to fix the access port to the fascia with sutures.

V1-3-3 Pleural - Percutaneous implantation technique
(Implantation accessories are available separately).

a) ldentify the desired puncture point using ultra-sound (US) guidance. If the procedure is
performed without US guidance, the puncture point will be marked by aspiration of pleural fluid
through the needle used for injec-ting local anaesthetic.

b) With the 18G needle access the pleural space, taking care not to puncture the lung or liver.

¢) Pass the 0.035” (0.89mm) guide-wire through the needle into the pleural cavity, remove the
needle.

d) Pass the 12F dilator over the guide-wire to dilate the catheter route, followed by the 16F
peelable sheath. Remove the guide-wire and dilator. Place the catheter into the desired position in
the pleural space. Drain any fluid into a sterile bowl.

e) Create a subcutaneous pocket for the access port at the base of the ribs. Tunnel the catheter to
the port pocket. Place the cuff in the sub-cutaneous tissue so that tissue in-growth helps maintain
catheter position.

f) Trim the catheter to the desired length and attach to the access port. Take care that the skin
incision does not lie over the septum and that the catheter is not kinked anywhere along its length.
g) Confirm catheter and port function before closing the skin.

h) It is possible to fix the access port to the fascia with sutures.

VI1-4 SPINAL IMPLANTATION TECHNIQUES

a) Select the level for introduction of the catheter (L2-L3 or lower), and infiltrate the chosen area
with local anaesthetic.

b) Select the position for the port pocket, this should be over a bony structure (the base of the ribs
is usually chosen), and infiltrate local anaesthetic.

¢) Make a small incision at the chosen entry site and enter the epidural or intra-thecal space using
the Tuohy needle.

d) Introduce the catheter into the Tuohy needle using the insertion aid on the catheter, and advance
into the chosen position, the catheter is marked at 5 cm intervals to aid placement. It is suggested
that a minimum of 5 cm should be placed in the epidural space. The PU catheter should be
advanced until the mandrin reaches the end of the needle, the mandrin should then be withdrawn
while advancing the catheter into the intra-thecal or epidural space.
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e) Remove the Tuohy needle from the puncture site while holding the catheter in a fixed position.
f) To verify the patency of the catheter attach the catheter to the catheter coupling device* (see
Fig. 17). Attempt aspiration and inject 3-5 mL of dilute local anaesthetic for epidural placement.
For spinal placement confirm the catheter position by ensuring aspiration of CSF (Cerebro-spinal-
fluid) is possible.

g) Prepare the port pocket at the chosen site, the port should lie approximately 1/2 - 1 cm below
the skin surface.

h) Thread the anti-kink device onto the catheter and attach the anti-kink device to the fascia with
a suture.

i) Attach the catheter to the tunnelling rod, the route of the tunnelling rod may be anaesthetised
with local anaesthetic prior to tunnelling. The catheter is then tunnelled to the port pocket. It may
be necessary to do this in two or more steps.

J) Cut the catheter, at right-angles, to the desired length allowing sufficient length for patient
movement.

k) Slide the connection ring over the catheter; push the catheter onto the exit cannula of the
chamber.

The connection ring should be tightened by hand and the spanner used to give the final tightening
to the securement device.

1) The assembled port and catheter should again be checked for patency.

m)The chamber may then be sutured into the port pocket, taking care that the skin incision is not
at the injection site.

» Attention: confirm that the catheter is pushed to the end of the catheter coupling device before
closing to ensure correct function (see Fig. 17).

VIl - USE OF THE PORT AND CATHETER

VI1I-1 VENOUS PORTS

Always verify that the port and catheter are functional by aspirating 2 mL of blood into a syringe
and injecting 5 mL of sodium chloride (NaCl) 0.9% before attempting to start an infusion.

If aspiration of blood is not possible, attempt to slowly inject 2 mL of sodium chloride (NaCl)
0.9% into the port. If resistance to injection is noted, or if swelling occurs around the port or along
the catheter, device malfunction should be suspected. In this case, device integrity should be
verified using X-ray and contrast media studies.

During treatment, the infusion should be stopped immediately if any pain or swelling is noted or
if blood return is absent.

Ifresistance to injection is noted, or if swelling occurs around the port or along the catheter, device
malfunction should be suspected.

VII-2 ARTERIAL PORTS

Before attempting to start an infusion, verify that the port and catheter are functional. Using a
syringe containing sodium chloride (NaCl) 0.9 %, attempt to inject into the port. Current practice
is not to verify function by aspiration ofblood into the syringe.

If resistance to injection is noted, or if swelling occurs around the port or along the catheter, device
malfunction should be suspected.

VIII - MAINTENANCE OF THE PORT AND CATHETER

General recommendations:

e If heparinised sodium chloride (NaCl) 0,9% is used the system should be rinsed first with
sodium chloride (NaCl) 0.9% alone, as some drugs may react with heparin and result in blockage
of the port/catheter due to the for-mation of precipitates.

* Always rinse the system between administration ofdifferent drugs. Special care should be taken
with drugs which have a higher risk of precipitation, with anti-coagulation agents, after blood
sampling or after transfusion to reduce the risk of catheter occlusion.
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¢ Failure to maintain the system may result in occlusion of the catheter,
VIII-1 RINSING AND HEPARINISATION

VI1II-1-1 Venous ports

Rinsing of the access port is essential.

Rinse the port with 10 mL of sodium chloride (NaCl) 0.9% after each use and every 4 weeks when
no treatment is being given.

Ifresistance to injection is noted, or if swelling occurs around the port or along the catheter, device
malfunction should be suspected.

VI111-1-2 Arterial ports

Arterial ports and catheters should be rinsed with 10 mL ofsodium chloride (NaCi) 0.9% followed
by heparinised sodium chloride (NaCl) 0.9% after each treatment and regularly, according to
clinical needs (eg every 4 weeks) when no treatment is being given.

If resistance to injection is noted, or if swelling occurs around the port or along the catheter, device
malfunction should be suspected.

VI111-1-3 Epidural or Intra-thecal ports

Sodium chloride (NaCl) 0.9%, 0,5 mL may be used to flush the system after use. Heparin should
not be used in an epidural or spinal port.

Ifresistance to injection is noted, or ifswelling occurs around the port or along the catheter, device
malfunction should be suspected.

VI1I1l-1-4 Peritoneal ports

Peritoneal ports may be rinsed with 20 mL sodium chloride (NaCl) 0.9% after each treatment.

If resistance to injection is noted, or if swelling occurs around the port or along the catheter, device
malfunction should be suspected.

VI111-1-5 Pleural ports

Pleural ports should be rinsed with 20 mL of heparinised sodium chloride (NaCl) 0.9%, initially
this should occur weekly. The interval between rinsing may be extended according to clinical
needs. If resistance to injection is noted, or if swelling occurs around the port or along the catheter,
device malfunction should be suspected.

IX- DURATION OF IMPLANTATION AND REMOVAL OF THE PORT

IX-1 DURATION OF IMPLANTATION OF THE SYSTEM

The port and catheter system should be removed at the end of treatment.

The duration of the system is mostly dependant on the catheter. Fracture is the most common
complication of ageing. Risk of fracture may increase over time depending on the material of the
catheter, the pathway, and the entry point of the catheter into the vessel.

IX-2 REMOVAL OF THE SYSTEM

When removing the system, care must be taken not to fracture the catheter. I1fthe catheter is sutured
into the vessel, the sutures should first be removed. Control the catheter while removing the system
from the port pocket. Be vigilant if there is excessive resistance to the removal of the catheter.
Catheters may become encapsulated and attached to the vein wall. Should this occur and it is not
possible to remove the catheter without risking catheter fracture, or if the catheter is fractured, the
advice of an Interventional Radiologist, Surgeon or other Physician with endo-luminal experience
should be sought.

Arterial catheters - If the catheter has been immobilised in an artery, using either coils or gluing
techniques, removal ofthe catheter may not be possible. Attempts at removal may result in fracture
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of the catheter within the artery and/or vessel injury.

IX-3 SPECIAL ATTENTION: BABYPORT®, BABYPORT® S, BABYPORT® PC AND
SMALL PORTS

Following implantation of a port in a child particular attention should be given to the position of
the catheter tip. Over time, as the child grows, the position ofthe catheter tip will change and move
higher in the Superior

Vena Cava. As for any catheter, a high tip position in the SVC predisposes the catheter to fibrin
sheath formation and other mechanical difficulties.

The position of the catheter tip should be checked radiographically a minimum of every 12 months
or more frequently if the child is growing quickly. The system should be changed when the tip
reaches the level of T4.

X -HIGH PRESSURE INJECTION

SPECIAL ATTENTION

« Always verify that the Celsite® reference implanted is included in the table, only these
references may be used for high flow rate/high pressure injection.

» Always verify that the port and catheter are functional by aspirating 2 mL of blood into a syringe
and injecting 5 mL of sodium chloride (NaCl) 0.9% into the port/catheter before attempting to start
an infusion of medication.

* Do not exceed the recommended pressure (325 psi- 22,4 bars) and flow rate as Access Port
system failure may occur.

e Contrast media should be warmed to 37®C (98.6°F) before use. According to drug
manufacturers recommendations. Failure to follow this recommendation will result in up to 50%
lower flow rates and/or Access Port or injec-tion system failure.

» Use only Winged Surecan® (without Y-site) or Angled Surecan® needles.

Do not use needles which may not withstand high pressure.

» Use only 20G or 22G needles for Babyport® and Brachial ports. Use of 19G needles may lead
to leakage of contrast media.

« Ensure that the needle is correctly placed in the port, securely taped to the skin and covered
with an adhesive dressing before commencing high pressure injection.

e Catheter lengths more than 20 cm will result in reduction in flow rates.

« Depending on the technical characteristics of the injector system, the target flow rate might not
be attained.

e The Access Port system should be flushed with 10 mL of sodium chloride (NaCl) 0.9% before,
and after, using the port for CECT, followed by usual rinsing procedures.
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Recommended maximum flow rates (mL/s)*
Contrast media at 37°C (98i6*"FIl .

Viscosity 5,8 mPa.s (cP)** Viscosity 11,4 mPa.s (cB)**  Recommended
Winged/Angled Winged / Angled Surecan® maximum
Surecan* needle needle pressure
setting
22G 20G 19G 22G 206 1 19G (CT function)
Babyport®
(1,5 x0,8 mm) 2 4 1 S
Brachial
(1,6 X1,1 mm) 2 4 1 3
Babyport® S
(2,0 X 1,2 mm) 2 4 2 4
Double ST405L
port (3,2 x 1,3mm) 2 5 6 2 4 6
STL205P - STR205P
@1 x 1,4 mm) 2 4 6 2 3 5
ST305P - SI205P - BT305P
@21 x 14 mm) 2 4 6 2 3 4
ST305C
(1,6 X 1,Inim) 2 4 5 1 3 4
17ST305 - T/ST205 - S 505 -
SNT305F
Small ST315 - ST215 - T/ST205F ECG - 2 4 5 2 3 4
si mg . SNT2I5F
1ze Fori (2,2 x 1,' mm)
STL205F - STR205F
2.2 % 1 mm) 2 4 5 2 3 4
ST305L - SrSOSL - T/ST205ECG
S1205L-ST315L 2 4 5 2 3 5
(2,8 X 1.1 mm) .
325psi
ST305H - ST505H - S1705M
(2,8 X 1.6 mm) 2 5 7 2 4 6
Double ST401L
port (3,2 X 1,3 mm) 2 5 ! 2 4 6
ST30IC - SIIOIC - ST3010TO"
(1,6x 1,1 mm) 2 5 6 2 4 5
T/ST30IF - ST311F - Si>JT30LF
T/ST201F - T/ST501F - T/ST201F
ECG-SNT20IF 2 5 6 2 4 6
(2,2 X1,1 mm)
T/ST301P - ST20IP - BT301P
: 2.1 x 1,4 mm) 2 5 6 2 4 6
Standard T/ST301 -ST311
. S.a” Part T/S1701 -T/ST5Q1 -T/ST201ECG 2 5 6 2 4 6
1ze For (2,8 X 11 mm)
STL201L-STR201L
(2,8 X 1.1 mm) 2 5 6 2 4 6
ST20IH - T/ST301H - ST311II
(2,8 X 1,6 mm) 2 5 7 2 5 7
STL201H-STR201H
(2,8 x 1,6 mm) 2 5 7 2 5 7
ST301G-ST201G
(3.2 x 1,6 mm) 2 5 8 2 5 7

* With a catheter of 20 cm
** Or any contrast media with a similar viscosity at 37®C
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Recommended maximujQ flow rates fmlJe)*
Contrast:media at 37®€ (98i6?F)
Yiscwity”iS inPa.8 YlIscoi% llvdjmPa.s

} Recommended
(P maximum
Surecan* Safety [l = Surecan® Safew M pressure setting
22G 20G 22G  20G 19G (CTfunction)
Babyport®
(L5 x0,8 mm) 2 4 r 3
Brachial
(1,6 X 1,1 mm) 2 5 ! 4
Babyport® S
1 4
(2,0 x 1,2 mm) 2 5
Double ST405L
1 4 6
port (3,2 X1,3mm) 2 > 8
STL205P-STR205P
(2,1x1.4 mm) 2 5 8 ! 4 S
ST305P - ST205P - BT305P
(2,1 X1,4 mm) 2 5 8 ! 4 °
ST305C
- - 7
(1,6 X1,1mm) 2 5 ! 3 5
T/ST305 - T/ST205 - ST505 - SNT305F
ST315 - ST215 - T/ST205F ECG - SNT215F 2 5 8 1 4 6
Small 2,2 X11 mm
r SizePort " @ ' )
STL205F-STR205F
(2.2 X 1mm) 2 5 8 1 4 6
ST305L - ST505L - T/ST205ECG
ST205L-ST315L 2 5 8 1 3 6
(2,8 X11 mm)
ST305H - STSO5H - ST205H
(2,8 X 1,6 mm) 2 6 9 ! 4 6 3250si
Double ST401L ) . 8 L . 6 P
port (3,2 X1.3 mm)
ST30IC - ST201C - ST3010TVV
(1,6x 11 mm) 2 5 6 13 5
T/ST301F - ST3UF - SNT30IF
T/ST20IF - T/ST501F - T/ST201F ECG -
SNT20IF 2 6 ! ! 4 5
(2,2 X11 mm)
T/ST30IP - ST20IP - BT30IP
(2,1 X 1,4 mm) 2 5 ! I 4 6
T/ST301-ST311
Standard = T/ST201 -T/ST501 -T/SnOIECG 2 6 7 1 4 6
Size Port (2,8 x 1,1 mm)
STL201L-STR201L
. (2,8 X 11 mm) 2 6 ! 1 4 6
ST201H - T/ST301H - ST311H
(2,8 X1.6 mm) 2 6 8 ! 4 !
STL20in-STII201H
(2,8 x 1,6 nun) 2 6 8 1 4 !
ST301G-S1201G
(3,2 X 1,6 mm) 2 6 9 1 4 6
* With a catheter of 20 cm
** Or any contrast media with a similar viscosity at 37°C
19/28

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



en: Reference (A)

ST301V
ST305V
ST401L (double lumen)
ST405L (double lumen)

m120IF, ST201F, T/ST201F ECG. SNT201F
T301F. SNT301F

ST30IF, ST3I1F

T305, ST305, ST315, SNT305F

T205, ST205. ST215, SNT215F

T/ST205F ECG

T202F (arterial)
T302 (arterial)
ST201G

ST301G

T301H, ST301H, ST311H
ST305M

ST201H

ST205H
T20i,ST201
1301,ST301,ST3ll
T/ST201ECG
T/IST205ECG
ST305L, ST315L
ST205L

ST20IC

ST301C
ST3010TW
ST305C

Brachial

T30IP, ST301P. BT301P
ST201P

ST305P, BT305P
ST205P

T203J (peritoneal)
DRAINAPORT T203J-1 (pleural/peritoneal)

Dabyport”
Babvporl* S

ST304-19G

ST304-20G

STL201L, STR201L
STL205F, STR205F
STL201H. STR201H
STL205P, STR205P

T501F, ST501F
ST505

ST505H

T501.ST501
ST505L

04438604,
071438620,
04430263

04438817

04438647
04438663.
04433521
04438704
04438747

R305-A5SI
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Dead

NN

Port/
Catheter material (B) volume
of port
Cclslte<S>
. 0,50 mL
Polysulphone /Silicone 0.25 mL
s 0,50 mL x
Epoxy Resin /Silicone 0.25 mL x
Epoxy Resin /Silicone 0.50 mL
Polysulphone /Silicone 0,50 mL
Polysulphone /Silicone 0,50 mL
Polysulphone /Silicone 0,25 mL
Epoxy Resin /Silicone 0,25 mL
Epoxy Resin /Silicone 0,25 mL
Epoxy Resin /Silicone
Polvsulphonc /Silicone 0,50 mL
Epoxy Resin /Silicone
Polysulphone /Silicone 0,50 mL
Polysulphone /PUR 0.50 mL
Polysulphone /PUR 0,25 mL
Epoxy Resin /PUR 0,50 mL
Epoxv Resin /PUR 0.25 mL
Epoxy Resin /Silicone 0,50 mL
Polysulphone /Silicone 0,50 mL
Epoxy Resin /Silicone 0,50 mL
Epoxy Resin /Silicone 0,25 mL
Polysulphone /Silicone 0,25 mL
Epoxy Resin /Silicone 0.25 mL
Epoxy Resin /PUR
Polysulphone /PUR 0,50 mL
Polysulphone /PUR
Polysulphone /PUR 0,25 mL
Epoxy Resin /PUR 0,15 mL
Polysulphone/PUR 0,50 niL
Epoxy Resin /PUR 0,50 mL
Polysulplione /PUR 0,25 mL
Epoxy Resin /PUR 0.25 mL
Epoxy Resin /Silicone 0.50 mL
Epoxy Resin /PUR
Epoxy Resin /Silicone 0,15 mL
Polysulphone
PUR /Polyamide 0,33 mb-
Polysulphone
PUR);POIF;/amide 0,33 mL
CelsUe* Discreet
Epoxy Resin /Silicone 0,50 mL
Epoxv Resin /Silicone 0,25 mL
Epoxy Resin /PUR 0,50 mL
Epoxy Resin /PUR 0,25 mL
Celsite* Concept
Polysulphone + 0,50 mL
silicone/Silicone 0,25 niL
Polysulphone + 0,50 mL
silicone /PUR 0,25 mL
Polysulphone)+ 0.50 mL
silicone /Silicone 0,25 mL
Celslte* IMPLANTOFIX
Polysulphone /PUR 0,33 mL
Polysulphone /PUR
arleriol, open tip 0,33 mL
with two suture beads
Polysulphone /PUR 0,15 mL
- 0,33 mL
Polysulphone /Silicone 0.15 mL

Dead volume
of catheter/
10cT(W*

0,I8mL

0,13 mL

0,08 mL

0,08 niL

0,2 mL

0.2 mL

0.1mL

0,1 mL

0,1 mL

0,15 mL

0,53 inL
0,05 niL
0,11 mL
PUR 0,03 niL
PA 0.03 niL
PUR 0,02 mL
PA 0,02 niL
0,1 mL
0.08 mL

0,2 mL
0,15 mL

0,08 mL
0,2 niL

0,1 mL

01 mL

0.1 mL

0.1 mL

0,11 mL

Celsitc® Interventional with Antliron“ catheter

1 Polysulphone/PUR

0,25 mL

01 mL

Implantatio
n routes

Venous

Venous

Venous

Atrterial

Venous

Venous

Venous

Venous

Venous

Venous

Peritonea!
Plcural/peri-
loneal

Venous

Intrathecal
Epidural
intrathecal
Epidural
Venous
Venous

Venous
Venous

Venous
Venous

Venous

Venous

Arterial

Venous

Venous

Acrterial

Possible implantation
techniques

Seldinger

Scldingcr

Surgical , Seldinger,
ECG
Surgical, Seldinger,
Seldinger
Surgical, Seldinger,
Surgical, Seldinger,
ECG

Surgical

Seldinger

Surgical, Seldinger

Surgical, Seldinger
Surgical. Seldinger
ECG
ECG
Surgical, Seldinger
Surgical, Seldinger
Seldinger, Braunule
Ovcr-ihc-Wirc,
Ovcr-lhe-Wirc
Scldingcr, Braunule
Seldinger, Over-lhe-Wire
Surgical, Seldinger
Seldinger
Scldingcr, Surgical
Surgical, Scldinger

Seldinger, Surgical

Seldinger

Intrathecal
Epidural
Intrathecal
Epidural

Seldinger
Scldinger
Seldinger
Seldinger

Surgical, Seldinger
Seldinger
Seldinger

Surgical, Seldinger
Seldinger

Over-the-Wire
Braunule
Surgical

Surgical
Ovecr-thc-Wirc

Braunule
Surgical

Seldinger

Percutaneous
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XI1l. Implantation images
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fig.i
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en: Special Attention

CT Marking of Epoxy Access Ports
Contrast Enhanced Computerized Tomography (CECT) - refer to | - Indications
The following venous access ports are marked with “CT” to indicate compatibility with power
injection. This marking is visible on X-ray. Please refer to for recommended maximum flow rates

(mL/sec).
Paediatric Small / Double Standard / Double
Babyport® STL205P, STR205P ST201C
Brachial T/ST205, STL205F, STR205F T/ST201F, SNT201F
ST205L, ST205P. ST205H
Babyport® S ST2I5,SNT2I5 ST201FECG
T/ST205F ECG T/ST201, STL201L, STR201L
T/ST205ECG ST201ECG
ST405L ST201H. STL201H, STR201H
ST201G
ST201P
ST401L

en: Gravity flow rates established by gravity infusion of NaCl 0,9%, height 1 m. Catheter length
40 cm. According 1SO 10555-1.

Tk n<4( cbvacttfttbc* aftf» C*thtitr$
 —
HetOntat 6.5f ef SF i L isf {
% X’ U j @ 2 « [
tj- 2 20 2 2 3 |
1 2G to* 5 15 13 ik 13
Gwitfi<*rige i A 4 »
ti- 15 5 2
Settfipert i
eHipe ' o © 1 0 n
rkbl LU cfafKUmkibltblf1JfACi~htuc?
F 6,5f
iK 2 K3 3
G 2 2 5
2G ID It 1
tIG 2 X K14
226 H 2 1 A
SmaSpcft 20 0 1 1
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Technical characteristics ol the Catheters for

BabyportS Brachial BabyportS S
Neorltes size 45f PR SfPUR 6f Silicone
19G 2 2 2
Gravity flowrate 206 0 "
(NeCl D5%mUmin
226 7 10
Technical chafjderistics of the
Catheters for
CeisitoS ImpUntofix
Neddies size SRR 6F Silicone
196 22
Gravity flow rate %
(NaCl 0.9%) mUmin 206 18 27
Standard & Small port
220 D0

Technical chairacleristics of
thePA.'PURIOG/: 06 Catheters

Ne«dtes$ae T304-19 TLW-20

Gravity flow rate
(NaCl 0.9%) mUmin 196/206/226 3 1

Starxiardport

en: Description of the Device: Celsite® Access Ports are totally implantable access devices. The
system consists of an access port, with a silicone septum, which is connected to a catheter. The
catheter may be made of Silicone (Si), Polyurethane (PUR) or Polyamide (PA) depending on the
reference. Access to the system is via percutaneous injection using a special non-coring needle.
Both the port and the catheter are radio-opaque. For non-connected catheters, the marking is
indicated from the distal end of the catheter. For pre-connecled catheters, the marking is indicated
from the proximal end of the catheter. The catheter is marked every cm starting at 5 cm.

MR Information

General Information

According to IEC Standard 60601-2-33(2008), the scanner must be operated in Normal Operating
Mode (defined as the mode of operation of the MR system in which none of the outputs have a
value that causes physiological stress to the patient):

The whole body averaged specific absorption rate (SAR) must be < 2.0 W/kg

The head SAR must be < 3.2 W/kg

Device Information

M R Conditional
The Celsite® Access Ports were determined to be MR-Conditional according to the terminology
specified in the American Society for Testing and Materials (ASTM) International, Designation:
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F2503-08. Standard Practice for Marking Medical Devices and Other Items for Safety in the
Magnetic Resonance Environment.

Non-clinical testing demonstrated that the Celsite® Access Ports are MR Conditional. A patient
with this device can be scanned safely, immediately after placement under the following
conditions:

Static magnetic field of 3-Tesla and 1.5-Tesla

Maximum spatial gradient magnetic field of 710 Gauss/cm or less

Maximum whole body averaged specific ab3othllon rate (SAR) of 2.9 W/kg for 15 minutes of
scanning

Note: The MR information is related to the access port only. The implantation accessories were

not tested.

MRI-Related Heating

In non-clinical testing, the Celsite® Access Ports produced the maximum temperature rise during
MRI performed for 15-min (i.e., per pulse sequence) in 3-Tesla (Excite, Software G3.0-052B,
General Electric Healthcare, Milwaukee, WI) MR systems, as:

MRI condition MR  System Reported, Calorimetry Highest Temperature Time for MRJ
Maximum Whole Body Value (W/Kg) Change (per pulse sequence)
averaged SAR (W/Kg)

3-T/ 128-MH2 2.9 2.7 2.2°C 15 min

Artifact Information

MR image quality may be compromised if the area of interest is in the exact same area or relatively
close to the position of the Celsite® Access Ports. Therefore, optimization of MR imaging
parameters to compensate for the presence of this device may be necessary.
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Symbols

Do not re-use

\1/

Keep away from sunlight

Caution, consult
accompanying documents

Date of manufacture

port

Do not resterilize

Do not use if package is damaged

Latex free

U

Usc-by date

Small size low profile port

Standard size low profile double lumen port
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C hp

A

MR Conditional

Keep dry
I M
DEHP-free
LOT
Sterilized using
ethylene oxide Batch code

REF -
1J

Catalogue number Manufacturer

Mini size low profile port

Small size low profile double lumen port

Power injectable access port
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1.10

Name of additional item
Name of the medical device

Name of manufacturer and
manufacturing site

Operating conditions of the
medical device in the internal
environment of the human body

Conditions oftran.sportation
and storage

Delivery set and packaging
data

The information about the
symbol the conformity
Declaration of conformity in
the Russian Federation

(if necessarj')

The information about the
symbol of non-pyrogenic
(if necessary)

Shelf life for the medical
device

W arranty/Complaints

Procedure for disposal or
destruction of a medical
device
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Annex 1

Description
Name ofthe medical device:
*Celsite® Access Ports for implantation with kit for their installation”

Manufacturer: B. BRAUN MEDICAL, 26 rue Armengaud, 92210 Saint-Cloud, France.
Manufacturing site: B. BRAUN MEDICAL. 30 avenue dcs Temps Modemes, 86360
CHASSENEUIL-DU-POITOU, France.

Temperature. (C°): From 32 C°to 42 C°;
Humidity, (%): 100%.

Finished products are stored and transported at the temperature from -20 ®C to -

50 ° C and relative humidity up to 80%.

Individual and group packages ofthe medical device must be stored in adr\' place protected
from direct sunlight.

The deliver}’set is includes:
1. Consumer packaging: Cardboard corrugated box - Ipc.
Cardboard corrugated box contains:
2. Instruction for use - 1pc.
3. Patient Card Celsite®- 1pc.
4. Patient Label Celsite®- | x 6 pcs.
5. Sterile Individual oackaeine:
5.1. Outer packaging: "Breathable" bag - | pc.
5.2. Inner packaging: Covering Tyvek + Tray - 1 pc.
Sterile Inner packaging contains:
6. Medical device: "Celsite* Access Ports"- 1pc.

©
XK

Shelflife for the medical device is 5 years.

The company B. BRAUN MEDICAL, France guarantees that the medical device:
“Celsite® Access Ports for implantation with kit for their installation” meets the
requirements of the technical documentation, subject to conditions, transporting and
storage.

Company B. BRAAUN MEDICAL, France is not responsible for the use of a
medical device for other pudoses. Claims for civil liability resulting from improper
handling or use in combination with other medical devices or accessories will be rejected.

On the circulation issues

In the territory of the Russian Federation of the medical device ‘“Celsite® Access Ports for
implantation with kit for their installation”, contact to the authorized organization
(importer) in the Russian Federation: Limited Liability Company "B. Braun Medical",
Russia, 191040, St. Petersburg, ul. Pushkinskaya, 10, Tel / fax.: 8 (812) 320-40-04. e-mail:
office.spb.ru@bbraun.com.

Disposal of the medical device "Celsite* Access Ports for implantation w-ith kit for their
installation” after use is carried out in accordance with the requirements of for the disposal
of medical waste according to class B and any other regulatory legal acts of the Russian
Federation.

Unused medical devices, unused packages must be disposed of in accordance with the
procedure for the disposal of domestic solid waste, established by the legislation of the
Russian Federation according to class A.

If you have any questions regarding disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.
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1.11 Intended use

1.12 Target category of patients /
Target group of users

1.13 Model range of the medical device

J2,fod. noZi

SVfvfeP.UIMET
" Cof CHasseneuU. Director

B. Braun Medical
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* Implanted Venous Access Ports are intended to be used for catheterization and repeated
intra-venous administration of, for example, chemotherapy, antibiotic and anti-viral drugs,
parenteral nutrition, blood sampling or transfusion. Certain Celsite® Access Ports may be
used for Contrast Enhanced Computerised Tomography (CECT) using high pressure
injection.

e Implanted Arterial Access Ports are intended to be used for intra-arterial administration
of chemotherapy.

e Implanted Epidural or intra-thecal ports are intended to be used for spinal administration
of pain relieving drugs.

* Implanted Peritoneal ports are intended to be used for intra-peritoneal administration of
chemotherapy.

e Implanted PeritonealL/Pleural ports are intended to be used for intra-peritoneal
administration of chemotherapy, hydration, drainage of malignant ascites, or drainage of
malignant pleural effusion.

Targetcategory ofpatients:
Adults and children (taking into account anatomical features and individual needs).

Targetgroup o fusers:

Only medical personnel trained in the installation, access to and removal of the port
system, as well as the clinical aspects of the use of port systems, can install, access and
remove port systems.
Celsite® Anthron is not included in the current registration process (registration dossier) ir
the Russian Federation.

CoEC}}gs&encuitr Qo<iHtv & ~ tHdiuiltnentat
lanagemenl System and Regulatory Affairs, Manager
a. Braun Medical
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B BRAUN LTamn:

SHARING EXPERTISE Toproso-npomMbiwwnennaHd nanata
fenapTameHTa BbeHa

Hactoauwum yjoctoBepaeTcsa NOANMHHOCTb NOANUCK
Cuibun Mntome (Sylvie Plumel).

«b. BpayH Megnkan» (B. Braun Medical)
AKLMOHepHOe 06LecTBO YNPOLWEHHOTO TUNA,
yupexgeHHoe B LLACHEN-AKO-MNYATY.

KaTpuH Byamento (Catherine Boismenu) 30 ABeHto fie Tam MogepHe,
(NojTBEpPXAaeTca TONbKO NOANUCHL BbllWeyKasaHHbIX NUL) 86360 VI'ACHEI7I-,£I,PO-I'I)/AT)/ (30 Avenue
OT nmenn npepcepatens, ol KACBE (Eve des Temps Modernes, 86360 CHASSENEUIL-
GASSIER) *nognucato DU-POITOU)

MeyaThb: Toproso-npomMblwIeHHAan nanaTta genaprtameHTa
BbeHa

B ®EAEPANIBHYIO CNYXBY MO HAL3OPY B CPEPE
30PABOOXPAHEHWA (POC3APABHAL3OP)
13 mapta 2024 roga
ConpoBOANTENbHOE MUCBMO
WTamn:
r. Myatbe
20 mapta 2024 roga YpocToBepsitownin Homep: 025

HacTtoAwmnm NUCbMOM Mbl.

«b. BPAYH MEAWKAN» (B.BRAUN MEDICAL), 26, Pio ApmaHro, 92210 CeH-Kny, ®paHuua (26 rue Armengaud.
92210 Saint-Cloud, France), kak 0TBeTCTBEHHbIIA./ 3aKOHHbI NPOM3BOAUTENb MEAULMHCKOIO U3fenus

«MopT-cncTeMbl N9 HMHNaHTaHHH «CencaiiT» (Cclsite*) c Habopamu AN UX yCTaHOBKN»

NoATBEPXAaeM, 4YTO Mbl O03HAKOMUIWCL C 3amMevyaHWAMU, NpefcTaBiAeHHbIMM B yBegoMneHum Ne 10-10615/24 ot
15.02.2024 roga, HanpaBneHHom deaepanbHOl cNyX60i Mo Haa3opy B cepe 34paBooxpaHeHus (Poc3gpaBHag30poM). ATu
3aMeyaHua He BAUAKOT Ha WMHCTPYKUMIO MO MPUMEHEHWIO, W COAEepXaHWe WHCTPYKUUW Mo npu.MeHeHuto oT 2020 ropga
(nognucaHa 18.02.2021 r.) ocTaeTcs akTyanbHbIM B MPEXHEM BUfe.

Ha OCHOBaHMW BbIWEN3NOXEHHOTO .Mbl NpefocTaBfse.M WHCTpPyKuuto no npumeHeHuto ¢ MpunoxeHnem Ne 1 Ha
aHTIMACKOM fI3bIKe:

1. VHCTpyKuMsa no npumeHeHunto "MopT-cucTembl Ang umnnaHTaymm «Cencaiit» (Celsite®) ¢ Habopamu Ans UX yCTaHOBKU»

MpunoxeHne 1K VIHCTPYKLWM MO NPUMEHEHWIO COAEPXUT CNeaytoLyne MyHKTbI*:

1.1. HanmeHoBaHne MeLULUHCKOTO U3aenmns

1.2 HavmeHoBaHWe Npou3BOAUTENSA U MeCcTa NPOM3BOLCTBA

1.3. Ycnosus akcnayatauum MeAnLMHCKOr0 M3aenns BO BHYTPEHHel cp>ee opraHusma yenoseka
14. YCnosus TPaHCNOPTUPOBKMN U XpaHeHUs

15. KomMnneKT nocTaBku v flaHHble 06 ynakoBKe

1.6. CuMBON 3HaKa COOTBETCTBUSA NP [eK1apupoBaHUM COOTBETCTBUSA .MEANLMUHCKOrO n3gennsa B PO
1.7. CumBON «ANUPOTEHHO»

1.8. CpoK rogHocT# MeAnLMHCKOro usgenns

1.9. apaHTuiiHble 06A3aTenbcTBa® eknamaLlmm

1.10. MopafoK yTuansaumm Uav YHUUTOXeHNA MefULUHCKOro n3genna

1.11. HasHauyeHue

1.12. Llenesas kaTeropus nauueHTtos/LleneBas rpynna nosnb3oBaTteneii

1.13. MogenbHbli psf MegULNHCKOTO U3genus

*- onucaHue NyHKTOB CM. B MpunoxeHun Ne 1k HacTosilwer NHCTpyKunu.

B LEeNsAX BHECEHWS W3MEeHEHWI B perucTpayMoHHOe AOCbe Ha MefuuMHCKoe usgenue «lMopT-cUCcTeMbl ANS MMNAaHTaLWUm
«Cencaint» (Celsite*’) ¢ Habopammn ans ux yctaHoBku». PY Ne ®C3 2008/03191 ot 24 sHBapsa 2022 roga v npeacTaBieHuUs
BblLIEYKa3aHHOTo JOKyMeHTa B PefepanbHyto cnyx6y no Hag3opy B chepe 3apaBooxpaHeHus (Poc3gpaBHaA30p).

OT uMeHu v no nopydyeHunto «b. BPAYH MEAVKAM» (B. BRAUN MEDICAL)

<noOnwucauno> <nognucaHo>

CHnbBH MNKOME (Sylvie Plumet) KatpuiH BYAMEHHKO (Catherine BOISMENU)
LleHTp uccnefoBaHmii 1 paspaboTok LLlacHeii LleHTp nccnenoBaHuii n paspabotok LacHei

OupekTtop 3a.MeCcTUTeNb AMPEKTOpPa Mo BOMPOCAM KayecTsa U

«b. bpayH Megukan» (B. Braun Medical) YNONHOMOYEHHbI npefcTaBuTens OTAaena HOPMaTUBHO-

NnpaBoBOro perynnposaHna KomnaHuum «b. bpayH Megukan»
(B. Braun Medical)

Per. No B ToproBo-npomblLL/IEHHOM peecTpe . HaHTep: MouToBbIW agpec Ten.:+33(0)1 41 1053 00;
562 060 856 26 pto ApmaHro, dakc:+33(0)1 41 1053 99
YcTaBHbI kanuTan: 31 000 OO0 eBpo 92210, CeH-Kny

Kogf ocHOBHOro BMfa AesTe.IbHOCTH npegnpuatua (JIPE):

3250 A
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MHCTPYKUNA N0 NPUMEHEHUIO

MopT-cuctembl «Cencait» (Celsite®)

Mpoussoautens: B. BRAUN MEDICAL, 26 rue Armengaud, 92210 Saint-Cloud, France /

6. BPAYH MEANKAI, 26 pto ApmaHro, 92210 CeH-Kny, ®paHuyus.

Mecto npowussoactea; B. BRAUN MEDICAL, 30 avenue des Temps Modernes, 86360
CHASSENEUILU-DU-POITOU, France / b. BPAYH MEAOWKA, 30 aBeHto ge Tam MogaepHe,
86360 LUACHEW-AKO-NYATY, ®paHuus.

2020
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CopepxaHue

cu: KODMYCw MV
anokcelgkon CMOLL (1)

QHvoHosan veviopara (2)
Ly Karetep (4)
B
KeHOH

( UQTVHH—U&:ﬁ w (ngum%rT&oemu.z%)c
CaUte* IMPLANTCHX) (5)

(ru) CocTaB: [ins 03HaKOM/IEHUS C (DaKTUUYECKUM COZEPXMUMbIM CM. 3TUKETKY Ha yMnakoBKe,

(ru) MopT-cuctembl

Celsite® Discreet Celsite® IMPLANTOFIX

CoefMHUTEeNbHblEe KONbLa (X2)

TOHKOCTEHHad NyHKUMOHHaa urna
18G/20G
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Celsite® Concept

F=0,33 W

J-06pasHblii NPOBOAHUK

KateTtep

BeHomogbeMHNK

Celsite®

W npuy OmMHuguke (Omnifix) 10 mn

Nrna CypekaH C KpblnbamMu
(Winged Surecan®)
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Mrna CypekaH (Surecan®) 22G
(x2)

/

PacwennseMblii MHTpoOAbOCEP

OwvnaTtatop 6F

QKT kabenb

33

TyHHenep

BH>TpuBeHHasa KaHNa VIHTpoKaH
(Introcan®) 20G

CoefNHNTEeNbHbIA BUHTOBOW KOHHEKTOpP, KAOY AnA uKcauum Kkatetepa
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Celsite® ST304

MopT-cucrtema

o o nype TpoOlcTBO OT 7
COeAMNHUTENbHBI BUHTOBOI KateTtep yv , YCTPOUCTBO O KarteTtep HVA, yCTpOCTBO OT neperunba,
nepernba, ycTpoicTBO ANA COeANHEHUA YCTPOMNCTBO A/ COEJUHEHMNA C
KOHHEKTOP, KU AN gukcayum
c KateTepom 19/20G KaTteTepoMm 19/20G

KaTeTepa

X

e LW npuy Mepupukc notepn Wrna CtepukaH (S1ERICAN®)
Wnpwny OMHM(b:}:(c (Omnifix) 10 conpoTusnenmns (LOR) 200X70 MM
) n 2
Mrna CypekaH (Surecan®) 22G (x2) uneTp Mepugukc 0,2 mkm T>TTHenep

MrnaTyoxu (Tuohy) 16/18G

Ckaubnens EIO, E11 Wrna CypekaH ¢ Kpblnbamu

(Winged Surecan®)
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MHCTPYKUNA N0 MPUMEHEHUNIO
MopT-cHCcTeMbl «CencaiT» (Celsite®)

BHUMATE/IbHO MPOYNTANTE!
COOEPXAHWUE

I- TTOKASAHNA

Il - MTIPOTNBOMOKA3AHNA

Il - BOSMOXXHbIE OCNOXHEHWSA (paHHWe 1 no3gHue)

IV - MPEAYTIPEXXOEHWA

V - BAXHAA NH®POPMALMA

V-] MAUNEHT

V-2 MONOXEHWNE KATETEPA

V-2-1 BeHO3Hble KaTeTepsl

V-2-2 ApTepuanbHble KaTeTepbl, YCTaHaBNMBaeMble 4pe3KoXHbIM crnocobom (Celsite® Interventional c
KaTeTepoMm Anthron)

V-3 HECOBMECTMMOCTb MEANKAMEHTOB

V-4 UMbl

V-4-1 TTyHKUMA MMNAaHTMPYeMoi nopT-cucTembl Celsite®

V-4-2 TNyHKUNS BeHbl

V-5 OKK/T1H03U4

V-6 UHPEKLUWA

VI - CMMOCOBbI MMMNJTAHTALNIN

VI-1 CMOCOb MMIMJNTAHTALUNW B UEHTPAJIBHYO BEHY
Vi-1-1 Upe3KoxHblil cnocob

V1-1-2 Xupypruyeckuii cnocob nytem BeHeceKLUn

V1-1-3 Pa3bsicHeHMs N0 MOAUMDUKALMAM BblLLeyKa3aHHbIX METOANK
VI-1-3-1 YcTaHOBKa KateTepa no NpoBOAHUKY

V1-1-3-2 [neyeBass mnaaHTaums

V1-1-3-3 Cnocob umnnaHtaumm nog SKI-koHTponem (ECG-TexHMKa)
V1-1-3-4 Cnoco6 ¢ Mcrnonb3oBaHWeM GpayHIonm

V1-1-3-5 Kartetep ¢ knanaHom

V1-1-3-6 IMopT C PUKCMPOBAHHBLIM KaTETEpOM

VI-2 CMIOCOB APTEPUAJTbBHOW MMIMJIAHTALUNU (ANA HA.I.T.)
VI-2-1 Cnoco6 Xmpypruyeckoi nmnnaHtaumm

V1-2-2 Cnocob 4pe3KoXHOM UMMNaHTaLum

V1-2-2-1 BBefeHve KOHUYMKA KaTeTepa B racTpog>'OfeHanbHy0 apTeputo
V1-2-2-2 BBefieHVe KOHUYMKA KaTeTepa B 06LLYHO NMEYEeHOYHYO apTepuio
VI-3 MEPUTOHEA/IbHbIV 11 MNEBPAJIbHbIV CMOCOBbI UMMNAHTALMNN
VI-3-1 MepuToHeasibHasa UMNAaHTaLMsA XUPYPruyecKnm crnocobom
V1-3-2 lNepuToHeasibHaA UMMNIaHTaLnUa Ype3KOXKHbIM Crnocobom

V1-3-3 lNneBpanbHas MMNAaHTaUus Ype3KoXKHbIM Croco60oM

VI-4 CMIOCOB CMUHANBHON MMMNAHTALNN

VIl - NCTOJIbBOBAHWE MOPTA U KATETEPA

VII-1 BEHO3HbIE MOPTHI

VII-2 APTEPNAJIbHBIE MOPTHI

VIl - YXO/4 3A NMOPTOM U KATETEPOM

VIll-] MPOMbIBAHVE VI BBEAEHWE F'EMAPUHA

VIl1-1-1 BeHo3Hble NOpPTHI

VIII-1-2 ApTepuasbHble MopThl

VI1I1-1-3 3nuaypanbHble UM NHTpaTeKanbHble NopThl

VIII-1-4 MepuToHEaNbHbIE NOPTLI

V111-1-5 MNneBpasibHble NOPThI

IX - AMNTEJIBHOCTb VCIMOJ/Ib3OBAHUWA N Y OANEHWE MNMOPT-CUCTEMBbI
IX-1 ANNTEJIBHOCTb NCIMOJ/Ib3OBAHNA MOPT-CUCTEMBbI
IX-2 YOANEHWE MOPT-CNCTEMBbI

IX-3 OCOBOE BHVMAHWE: BABYPORT®, BABYPORT® S, BABYPORT® PC N MAJIbIE NMOPTbI
X - BBEAEHUWE Mo BbICOKNM OABJIEHVEM
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I -MOKA3AHWNA

* MMnnaHTUpyeMble BEHO3HbIE MNOPT-CUCTEMbI NpeAHa3HauYeHbl 415 NPOBeAEeHUA MHOTOKPATHbIX
BHYTPUBEHHbIX BBEAEHWIA, Hanpumep, XMMuoTepanuu, aHTMOakKTepuanbHbIX W aHTUBUPYCHbIX
npenapaToB, nNapeHTepasbHOro nuTaHua, 3abopa WAM nNepeMBaHUA KpPOBW.
paspaboTaHHble nopT-cucTeMbl Celsite® Moryt 6bITb WUCMONb30BaHbl ANA  MPOBeAeHUA
KoMmnbloTepHoit Tomorpauu (KT) ¢ koHTpacTupoBaHuem (Contrast Enhanced Computerised
Tomography (CECT)) ¢ ncnonb30BaHUEM BbICOKOTro faBneHusi gna BseegeHua (Cm. “X
BeegeHne nopd BbICOKMM faBfieHWeM”). TONMHbIA CNWCOK YTBEPXAEHHbIX MOAENeil NPUBEAEH B
Tabnuuax.

* WmnnaHTupyemble apTepuanbHble
BH\TpuapTepmnanbHON XxummoTtepanuu.

CneynanbHo

MopT-CUCTEMbI  MUCNONB3YKTCA  ANA  MPOBeAeHUS
e VmnnaHTuMpyemble anUAypanbHble UM UHTpaTeKanbHble MOPT-CUCTEMbI MpefHa3HaYeHbl ANA
BBEJEHNsA 60NMeyTONAULMX NpenapaToB B 06/1acTb NO3BOHOUYHMKA.

e MMnnaHTUpyeMble MNepuTOHeaNbHble npeaHasHayeHbl Ans
XUMMOTepanu BHYTPUGPIOLWMHHO.

s WMnnaHTUpyeMble MepuTOHeaNbHble/NNeBpanbHble  MOPT-CUCTEMbI  WCMONL3YKTCA  ANS
NpoBeAeHNs BHYTPUOPIOWMHHOW XUMUOTEpPanuun, ruapatayun, APEeHUPOBaHWUA acLUTUYECKON

XNAKOCTU Unn ApeHnpoBaHnAa nnespasibHOro BbinoTa NPU 3/10Ka4€CTBEHHbIX HOBOO6pa3OBaHMﬂX.

nopT-CUCTEMDBI nposefeHnA

I1- MTPOTUBOIMOKA3AHINA

MmnnaHTauns nopT-cUCTEMbl NPOTMBOMOKA3aHa B CNeA>TOWMX cayyanx:

* Hannune uHdekynn, bakTepueMumn UM cenTULEMUN.

* Hannune anneprnyecknx peakuuin Ha Kakue-nmbo matepuanbl, BXOAAlUMe B COCTaB NnopTa Uaun
KaTeTepa.

* HecoBMecTMMOCTb BBOAMMBIX NpenapaTtoB ¢ Matepuanamm, U3 KOTOPbIX U3rOTOB/IEH NOPT WK
KateTep.

* Hannune aHaTOMW4YeCKUX O0COBEHHOCTEN Yy MaumneHTa, NpenaTCTB\NOWMX BBEAEHUIO KaTeTepa
AN NPOBEAEHUIO NYYEBO Tepanun B BbIGpaHHOM A5 focTyna MecTe.

* PaHee BO3HUKLWMWIA TPOMOO3 BEH.

« TpombouuToneHus, Bbl3BaHHAA BBefeHMem renapuHa (Celsite® Interventional Tonbko ¢
KaTetepom Anthron)
111 BO3MOXXHbBIE OC/TO>XXHEHWSA (paHHWe n no3gHue)
BosgywHas am6onua MHpapKT TroONOBHOrO  MO3ra UM MeyeHOUYHas HeAOCTAaTOUYHOCTb
AHrnocnasm (apTepuanbHblii Tpom603 (apTepuanbHblil 4ocTyn) (apTepnanbHblii gocTtyn)
pocTyn) 3M60Ma Mepukapaunt (apTepuanbHblii

N poctyn)
BackynHT (apTepuanbHblii MpopesbiBaHMe nopta B pesynbraTe

MHeBMOTOpPaKC

poctyn) BOCnanexua Mwurpauusa nopra”kareTepa
AHeBpusma/noxHas aHeBpusma  O6pas3oBaHue PUOEPUHOBOTO «yexnar

(apTepuanbHbIl gocTyn)
MoBpexpeHune
cnneTeHuns

nneyesoro

CepheyHas apuTMus, TamMnoHaga
cepAua, nepgpopauus

OTcoeAnHeHne KateTepa,
paspblB  WAM  dparMeHTauus
KaTeTepa

OKKno3una KaTeTepa

Meped uMNNaHTauyueld NOPT-CUCTEMBI

BO3MOXHbl€ OC/TO0XHEHWNA.
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femaTtoma
femoTOpakc
Tpomb6ounToneHus,
BBefleHMeM renapuHa
MHpekuna/Cencuc

Bbl3BaHHaA

cnegyet \“UTbiBaTb BCE W3BECTHbIE,

Tpomb6oambonua/Tpombonebur

Tpom603
A3Ba. Bbl3BaHHas BBEJEHUEM
LMTOTOKCUYECKUX npenapaTos

(apTepmanbHbIi gocTyn)

noTeHUManbHO
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IV -TIPEAYNPEXAEHWNA

Bo Bpemsi XxpaHeHus wusberaiite AeACTBUS OYEHb HU3KUX WAU OYEHb BBICOKMX TemmepaTyp.
PekoMeHyeTCA XpaHeHMe NpyM KOMHATHOW TemnepaType. KaTteTepbl Anthron cnegyet 3awmw,ath
OT BO3/elicTBMA CBeTa

MmnnaHTupyemble nopT-cuctembl Celsite® npegHasHauvyeHbl NS OLHOKPATHOrO MCMNOMb30BaHUA,
He [OMYyCKaeTCA MOBTOpHas CTepuUAM3auns wusgenus uaM  Kakux-nnbo ero KOMMOHEHTOB.
Mcnonb3oBaHHaa nopT-cucTema NOANEXUT YTUAN3ALUU.

W3genve n ero akceccyapbl He NOAeXaT NOBTOPHOMY MCMNOMNb30BAHUIO, OHU U3FOTOB/EHbI TONbKO
AN O4HOKPaTHOro ucnosnb3oBaHusA. JIlo60e NOBTOPHOE WUCMONb30BAHWE OYEHb OMACHO C TOUYKMU
3peHns YHKLMOHUPOBAHUA U 6€30NacHOCTU U3LeNuns.

N3genve cTepuin30BaHO OKCMAOM 3TW/IeHA W BbiMYCKaeTCA CTEPU/IbHbIM WM anWpOreHHbIM B
3aKpbITO, HEMNOBPEXAEHHON UHANBUAYaNbHOW YMaKOBKE.

MonHas KoMNneKTauma U3genns ykasaHa B KaXXA0OM Ciy4ae Ha 3TUKETKe YNakoBKM.

MpoBepsiiTe CPOK rOJHOCTM Nepes UCMNONb30BAHMEM U HUKOrLa He UMMNAHTUPYRTe nsgenue ¢
MCTEKIIUM CPOKOM FOAHOCTMW.

He BbiHMMaTe nsgenne U3 ynakoBku, noka He byaeTte roToBbl K NPUMEHEHUIO, U He ybefuTecs,
4yTo ObpaleHne 1 UcnNonb3oBaHMe 6yaeT OCYLW,EeCTBAATLCA B aBCOMOTHO CTEPUIbHBLIX YCNOBUAX.
[aHHoe wu3genve [JOMKHO WMNAQHTUPOBATLCA WAM  WMCNONL30BAaTbCA TO/bLKO  OMbITHbLIM
nepcoHanoM, XOpowWOo BnagewlWmnMm MeTOAUKON MOCTAHOBKM W KAWMHUYECKUMMW acrnekTaMmu
NPUMEHEHNS MOPT-CUCTEM.

CneuvnanbHoe npefynpexjeHne oTHOCUTENbHO KaTeTepa Anthron:

a) Katetep Anthron nsrotaenueaeTtca M3 nosumypetaHa Cc remapMHOBbLIM MOKPbITUEM.

6) Katetep Anthron He cnegyeT ncnonb3oBaTb 4na 3abopa KpOBM 419 aHanmM3a CBepTbiBaHUA, TakK
KakK flaxxe Heb60MblIoe KONMYEeCTBO renapmMHa MoXeT MOBAUATb HAa pe3yNbTaTbl UCCNELOBaHUSA.

B) KacaTenbHO MOKPbITUA M3 renapuHa, Npu UCNOMb30BaHWUWU KaTeTepa TpebyeTca perynspHo
CneanTh 3a YPOBHEM TPOMOGOLMTOB U3-3a PUCKA BOSHUKHOBEHWNS TPOMOOLUTONEHUMN.

V - BAXXHAA NH®POPMALUWNA

V I MTAUMNEHT

Y6enntecb, 4YTO aHaTOMWYeckne OCOGEHHOCTM NauwWeHTa, NOTpe6GHOCTM W nNpeAnaraemoe
MCMONb30BaHMWe NOPT-CUCTEMbI MNO3BOAKOT €€ UMNAHTUPOBATD.

MpoBepbTe COCTOSIHWE KOXHOFO MOKPOBa B MeCTe MpeAnonaraeMoil MMnaaHtayuu M B MecTe
MYyHKLWN.

Mpn BEHO3HOI MMNNAHTALMK ronoBa NalueHTa fOoMXKHA HaX0AMTbCA HEMHOTO HUXE MON0XEeHUS
Tena.

V-2 MONOXEHWE KATETEPA

ONns HOpManbHON paboTbl MOPT-CUCTEMbI KaTeTep He JO/KEH NepekpyunBaTbCcs. PEKOMEHAYeTCS
NPOBOAWTL KaTeTep NOAKOXHO K MeCTy MMMNAaHTauMy Ka.Mepbl nopTa.

MonoxeHne KOHUYMKA KaTeTepa MOXET MEHATLCA, eCu NayneHT ABUTaeTCs.

V-2-1 BeHO3Hble KaTeTepbl

a) KoHuMK KaTeTepa LO/MKEH Bcerfa pacnofiaraTbCa B BEPXHEN MOMONA BeHe y BX0ja B NMpaBoe
npefcepaue ¢ y4eToM BO3MOXHOrO0 ero casura (cMm. Puc. 1). Ana UCKNOYeHNA remoTopakca unu
MHeBMOTOpaKca cfefyeT cfenatb PeHTreHorpauio 414 KOHTPONSA MOJIOXKEeHWA KaTeTepa,

6) Ocobyto OCTOPOXHOCTb cnefgyeT cobngate NpyM UMNAaHTaUUMKM KateTepa MOAKAKOUYNYHbLIM
JocTynomMm. PekomeHAyeTcqd BBOAWTb KaTeTep BHe pebGepHO-KAHUYMYHOro npocTpaHcTBa, (CMm.
Puc. 2). MNMpu NOAKAOUYNYHOM [JOCTyne Habnwganucb paspbiBbl KateTepa; CONyTCTBYHLWMIA pUCK
3KCTpaBasauMu BBOAUMbIX S1€KapCTBEHHbIX MNpenapaToB M 3M60AM3auuUn AUCTabHOr0 KOHLA
KateTepa MOXeT WMeTb Cepbe3Hble nocneAcTBuMA. [MpUUMHOA pas3pbiBa UKW MNOBPEXAEHUSA
KateTepa fBffeTCA ero 3alwemneHne B pebepHO-KNHOUYMYHOM MPOCTPaHCTBe (CUHAPOM
3autemneHusa, nnam «Pinch-off» cungpom). CnegyeT o6paTuTh 0co60e BHUMAHWE Ha KaTeTepsl,
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Mcnonb3yemble B TeyeHWe [ANUTENbHOIO BPeMEHW WAM Ans amMOynaTopHbIX MNauueHToB, B

NPOTMBOMOMIOXHOCTL KaTeTepam, YCTaHaB/IMBAEMbIM Ha KOPOTKOe Bpems. BO3MOXeH paspbliB

KaTteTepa B Cnyyae UCMNOMb30BaHNS KaK CUIMKOHOBLIX, TaK U NOAMYPETAHOBbLIX KaTeTepos.

Cnegytouime KNMHNYECKUE NPU3HAKM MOTYT CBUAETENbCTBOBATbL O 3alleMeHUN KaTeTepa:

e [lns npoBefeHUA MHPY3MIA NauneHTy NPUXOANTCA NOSHUMATbL PYKY.

e TpyaHOCTM C NPOBEAEHMEM acnupauumn Unm UHpY3MM Yyepes KateTep.

e bBofb B NOAKMKOYUYHON 06NaCTU WAN BO3HUKHOBEHME B34YTWUA BO BpeMs MNPOBOAMMOINA
NHPY3UN.

e YvyaluleHHoe cepauebueHne wuam  guckomgopt B 061acTU  rPyAHOR  KNeTKM MOryT
CBMAETeNbCTBOBATL O paspbiBe KaTeTepa.

Mpn BO3HWKHOBEHWUM OAHOI0O M3 BblleyKa3aHHbIX MPU3HAKOB 3allemneHns- «Pinch-off» cuHgpom

- yAanute NOAKNKYNYHBIA KaTeTep.

[ns o6Hapy>XeHUs M3MeHeHMWI B pasMeLleHUN KaTteTepa B pe6epHO-KAKUYNYHOR 061aCTU MOXHO

MPOBECTU PEHTreHOrpauio ¢ BBELeHWEM KOHTpacTa.

V-2-2 ApTepuanbHble KaTeTepbl, yCTaHaB/IMBaeMble UYpPe3KOXHbIM cnocobom (Celsite®
Interventional ¢ kateTepom Anthron)

a) PekomeHpayeTca ycTaHaBnNMBaTb KaTeTep uepe3 OefpeHHyk apTeputo (cm. Puc. A). MecTo
MYHKUWW B apTepurd [OMKHO pacnofnaratbCqd MOj4 NaxoBOi cBA3KOW. Bo wu3bexaHue
nepekpyyYmMBaHusa KateTepa Kamepa W3fenuns [O/DKHA pacrnofiaraTbcs Ha 60Ky Yy nauueHTa, B
cpefHell yacTn NOAB3AO0WHOrO rpebHs (cm. Puc B). KaTeTep He fO/XEH MepeceKaTbCa C MaxoBoi
CBSI3KOWN MOAKOXHO.

6) Mpu Heo6Xxo0AMMOCTU AOCTYN MOXET ObiTb cAenaH depe3 nogmbilweyHyto (cm. Puc B. 2),
rpygoakpoMunanosHnno (cm. Puc B) mnm nneyesyto apteputo (c.M. Puc b). Mpu atom ocoboe
BHUMaHWe cnefyeT yAenuTb 60/MbHbIM caxapHbiM guabeTom, runepavnemMuein u runepToHuen.
Puck uepebpanbHoli aM60AMM Y 3TUX MALMEHTOB HAMHOIO BbILUE.

B) YCTaHOBKa B NOAKMIOUYUYHYIO apTepuio He peKOMeHAyeTcs, TaK KakK 3TO MOXET MPUBeCTU K
CMelLeHNI0 KaTeTepa W MoOCnef>nowWemMy paspbiBy W MOXeT Bbl3BaTb MOBbIWEHHbIA pUCK
BO3HWKHOBEHUA LepebpanbHOro TpoM603a Unn MHMpapkTa B cyvae TpoM603a KateTepa.

V-3 HECOBMECTMMOCTb MEAVNKAMEHTOB

Hukorga He UCNONb3yilTe HECOBMECTUMble JieKapCTBEHHble npenapaTbl BMecTe WK
nocnefoBatenbHO. Mexay BBefeHWeM MpenapaToB MOPT c/efyeT NPOMbITb OT /II0BLIX OCTATKOB
NekapcTBeHHbIX npenapaTtos 10 ma 0,9% pacTtBopa xnopuga Hatpua (NacCl).

V-4 UT Nbl

V-4-1 TMyHKUMA MMNOAaHTUpyemon nopt-cnctembl Celsite®

Bcerga ncnonb3yiTe creyuanbHble UMbl CO CPE30M, Takue Kak urnbl CypekaH (Surecan®), urisbl
CypekaH ¢ Kpblnbamu (Winged Surecan®) mam C\tocan, KoTopble cCneumanbHO npegHasHayeHbl
ANA MCNONb30BaHWA C UMNAAHTUPYEMbBIMUW NOPT-CUCTEMaMMU.

OO6blYHbIE UMbl AN NOAKOXHbLIX WHBEKLMWIA MOTYT NOBpeauTb MeMOGpaHy U MPUBECTM K YTeYKe B
cUcTEME MM ee 3aKYyNnopKe MENKUMWU YyacTULaMUN CUINKOHA.

V-4-2 TTYHKLNA BeHbI

HekoTopble KOMMNeKTbl cofepxXat 6esonacHywo urny CenbguHrepa. besonacHas urna
CenbAuHrepa npejHasHayeHa [AN1IA  CHWKEHUA pUCKa CliyyailHbIX  MOBPeXAEHWA  npw
MYHKTMpPOBaHMM. COOTBETCTBYHOLWME Mepbl NPeAOCTOPOXHOCTU [O/KHbI 6bITb MPeANpPUHATHI
COrNacHoO .MecTHbIM CTaHAapTam 3NWAEMUOSIOTMYECKOro KOHTponsa (BOo u36exaHuWe pucka
KOHTaKTa C 3apaXXeHHOM KPOBbIO).

Beeaute urny B BeHy 00bl4HbIM crloco6om. Mocne m3BnedeHns 6esonacHoii mrabl CenbanHrepa
aKTUBUpPYITe NpefoXpaHUTeNbHbIA 3aXWUM. Ons 3TOro BO3bMUTECH 3a MPO3payHOe OCHOBaHWe
3aXknMa W CcBOGOAHOW pPYKOW 3aKpoiTe MeTaN/Invyeckuii NpefoXPaHUTENbHbIA  3aXUM.
MepemecTuTe MpO3payvHbIii KOpMyC 3axkuma Bneped no 6eszonacHoii urne CenbauHrepa K cpesy
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WrNbl O4HWM HENpPepbIBHbIM ABMXEHMEM. [lepeMecTUTe KOPMyC 3aXxuma Mo Cpesy Wrbl,
aKTUBUPYS NpPefoXPaHUTENbHbIA MexaHW3M. 3aXUM Npu 3TOM OCTAHETCS Ha Cpe3e WI/bl. 3aTeM
3aXUM Kopnyca Heo6Xxo4MMO OTAeNWTb OT CaMoro 3axuma W urabl. Cpasy e nocie 3TOro
BbIGPOCHTE UTY M NPO3payHbIii KOPNYC 3aXKWMa B KOHTelHEep A1 OCTPbIX MHCTPYMEHTOB.

He nbiTaliTecb CHOBA BBECTW MTy NaLMeHTY W He NOMeLLaiiTe ee B 3alyUTHYIO Kancyny.

V-5 OKKNK 314

Mpu NpoMbIBKE MoOpTa BCerga Mcnonb3yite wnpuy o6bemom 10 Mn unum 6onee, 4To6bl M36exatb
CO3/aHNA U3NMNLIHETO AAaBNEHNS B CyYae OKKIH3UU CUCTEMBI.

B cnyyae 3aKynopku CUCTEMbl HWUKOTAa He MbiTaiiTecb YCTpaHWTb 610K Npu  MNoMoOLM
MCNONb30BaHNSA XUAKOCTWA MOA BbICOKUM [aBNEHMEM, YTO CO34aeT PUCK paspbiBa M MUrpayuu
KaTeTepa. B COOTBETCTBMW C YTBEPXKAEHHbIMU MECTHbBIMU HOPMATUBHLIMU TPe6GOBaHUAMMU, NOA
MEeAWLUMHCKUM KOHTPOSIEM MOXHO WCMnonb3oBaTb 2 MA  70% cnupTa ANs  YCTPaHEHUs
co3gaBluerocsi 6710ka CUIMKOHOBbLIX KaTeTepoB, €CAN 3TO CBSA3AHO C XXUPOBbIMU OTNOXEHUAMMU.
Wcnonb3oBaHue cnmpTa 415 NPOMbIBaHWS NONNYPETAHOBLIX KaTeTePOB He PEKOMeHAyeTCs.

B COOTBETCTBMM C YTBEPXAEHHbIMU MECTHbIMW HOPMATUBHbIMU TPe6GOBaBMAMU, MOA
MEeAULMHCKUM KOHTPOMEM MOXHO MCMONb30BaTb 2 MA CONSiHOW KucnoTbl (HC1) KomeHTpaumeﬁ
0,1 mMonb/n ans ycTpaHeHUs 3aKynopKW KakK CU/IMKOHOBBIX, Tak W MONMYpeTaHOBbIX KaTeTepos,
eC/ln 3TO CBA3aHO C CO/IEBbIM OCAJKOM.

V-6 MH®PEKLUWA

B cnyyae BO3HUKHOBEHMA WHGeKUMW NpPOBeAMTe fedyeHuMe aHTubuoTukamu. Ecnm nevyeHwue
aHTUOMOTMKAMKN NO KaKUM-TMB0 NpUYNHAM HE MOXET OblTb MPOBEAEHO UM He [an0o Kakux-nnoo
pe3ynbTaToB, KaTeTep v MOPT CnefyeT yaanuThb.

VI- CMOCOBbl MMIMJNTAHTAL NN

O6uU e NoMOXeHUNA:

e Bo usbexaHue nospexpaeHus J-o6pasHOro NpoBOAHWKA HUKOrAa He U3BMeKainTe ero 4yepes
urny CenbaunHrepa.

e W3BnekaiTe J-06pa3Hbllii NpoBOAHWK BMECTe C gunatatopom. He m3Bnekainte J-06pasHblii
NPOBOAHWUK Yepe3 Agnnararopa, Tak Kak 3TO MOXET NMPUBECTW K pasMaTbiBaHUKO MPOBOAHMKA.

* Bo uns3bexaHue cpesa KaTeTepa HMKOrfa He U3BnekarTe anugypanbHbli/CNUHANbHBI KaTeTep
yepes urny Tyoxu.

« Bo Bpemsa umnnaHTauuMy peKOMeHAYeTCcA MPOMbITb U 6N10KMpoBaTb NOPT M KaTeTep 0,9%
pactBopo.m NaCl (c renapuHom mnun 6e3 Hero, B COOTBETCTBUM C MECTHbIMW TpeboBaHUAMMN)
(cM. Puc 3).

e Bo Bpems umnnaHTauum yb6eauTecb, UYTO KaTeTep He Obll NOBpeXAeH Hebe3onacHbIMU
npegMeTaMy: 3aXXKMMaMW, LWOBHbBIMU UFAAMU UAK APYTUM OCTPbIM MHCTPYMEHTOM.

e TMMpu wucnonb3oBaHun noptoB Celsite® Concept (C CUMAMKOHOBbIMM  BCTaBKamu)
pPeKOMeHAYyeTCa HakfafAbiBaTb LIOB B MecTe, 0603HAaYeHHOM KBaApaTOM Ha CUAMKOHOBOIA
BCTaBKe.

e KaTeTep gonkeH 6bITb NPUKpPENEH K BbIBOAHON KaHtone BAoMb ee ocu (cm. Puc. 11a-6-B), a
He MoMepek ee, NpPU 3TOM €ro MPUKpPenseHne AO/MKHO ObiTb OCYLLECTBAEHO A0 TOro, Kak
COeINHNTENbHOE KOJbLLO OYAET CNYLLIEHO MO KaTeTepy.

VI-1 CITOCOBb MMNAAHTAUNWN B LEHTPA/IBHY O BEHY

V1-1-1 YUpe3KoXXHbI cnocob

a) Beegute urny CenbguHrepa B BblOpaHHYK BEHY; MPOBepbTe MOJIOXEHWE, Habnwpas 3a
o6paTHbIM TOKOM KpoBK (cm. Puc. 4),

6) BseauTe J-06pasHblli NPOBOAHWUK B BeHY. [lpyM [JOCTMXXEHWW MPaBUALHOIO MOMOXKEHUS
ygpanute urny (cm. Puc. 5).

B) BBeguTe pgunatatop BMeCTe C paclennsemMblM WHTPOALIOCEPOM N0 MNPOBOAHUKY
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BpalLaTenbHbIMU ABMXEHNAMMN A8 MPOXOXAEHUA Yepe3 KOXKHbIA NOKpoB (CcM. Puc. 6).

r Ypanute aunatatop M NPOBOAHUK M3 BeHbl U BBeAWTe KaTeTep u4epe3 pacliennsemblii
nHTpoabtocep (cm. Puc.7) go Tpebyemoli nosuummu-mecTa BXOofa BepXHeill NOMON BeHbl B
npasoe npeacepgue (c.m. Puc. 1). TMpoBepbTe nNpaBWMIbHOCTbL PacMOiOXEHUs KaTeTepa
PEHTIEeHONOTUYECKU.

0) YpanuTe pacuienfisemblili MHTPOAbIOCEP M3 COCYAa MYTEM ero pasbeAMHEHWA Ha [Be 4yacTw,
3aTeM OTAeNnTe WMHTPOAbIOCEpP OT KateTepa, c/iefs 3a TeM, 4YT0Obl KaTeTep He Bblllen U3
cocypa (cm. Puc.8).

e) MMoprotoBbTe NMOAKOXHbLIA KapMaH A KaMepbl NopTa B BbIGpaHHOM MecTe, NpU 3TOM MNOPT
NOMKEH pacnonaratbCa NPpUGAN3NTENbHO Ha rnybuHe 1/2 - 1 cM OT MOBEPXHOCTU KOXWU, B
CTOpPOHe OT npegnonaraemoro Mecta Oyaywux nOyHKUWn ans  wHpysuii. O6pexbTe
HaKOHeYHUK J1l03pa OT KaTeTepa, COeAMHNTE MOCNeHUIA C TYHHenepom (cM. Puc.9).

X) C nomolbi TyHHeflepa NpoBeAMTe KaTeTep OT TOYKWM MYHKLWUW BeHbl K MecTy, rae 6yget
HaxoauTbes nopt (cM. Puc. 10); ybeamTech B OTCYTCTBUM MEPEKPYUMBAHUA KaTeTepa.

3) Yb6eguTecb B NpoXoAuMMOCTM KaTeTepa (ob6ecneymBas BO3MOXHOCTb Kak acnupayus, Tak u
MHpY3na), obpallasd BHMMAHME Ha TO, YTOObI KOXHbIA paspe3 HaxoAmacsd Ha 1cm OT mecTa
OYyAYLWMX MHADY3NIA.

- ana nopTt-cuctem Celsite®, Celsite® Concept, Celsite® Discreet:

COBWHbTE COEAUHUTENbHYID My®TYy MO KaTeTepy, HafeXHO COefMHUTE KaTeTep C BblBOLHOI
KaHlonei, ybeaMBWWCL, 4TO KaTeTep MOAHOCTbK 3aKpbiBaeT ee AnuHYy. CpABWHbTE
COEIMHUTENbHYIO MY(MTY Ha KaTeTep W BbiBOAHYK KaHtono. CoefuMHUTeNbHaa My®dTa JO/MKHA
NNOTHO npuneraTtb K nopty (cm. Puc.11.).

-ona nopt-cuctem Celsite® IMPLANTOFIX:

CABUHbTE COEAMHUTENIbHYIO 3aBOPaUYMBaEMY0 My(PTY' N0 KaTteTepy, HaAeXXHO COeAMHUTE KaTeTep
C BbIBOAHON KaHIONel, yb6efnBLUUCL, UYTO KaTeTep 3aKpbiBaeT ANHY KaHKOAW MNOMHOCTHHO.
CABUHbLTE COEAMHUTENIbHYIO MY(TY Ha KaTeTep W BbIBOAHYIO KaHlo/0. 3aBopaynBaemas Mydra
JOMKHA ObITb 3aTAHYTa PYKOM W, 3aTeM K/HOUYOM AN OKOHYATeNbHOW 3aTSHXKKW Ha U3[enuu
(hukcaumnm oo wenyka, 4YTo obecneynT npaBuibHOe COeAUHEHME NOPTa C KATETEPOM.

- ansa nopTt-cuctem Celsite® Interventional ¢ katetepom Anthron:

Mpyn Heo6XoANMMOCTU 06pPeXbTe YaCTb COEAMHUTENBHON MY(Tbl C 3aWMTON OT NEPEKpPy'YMBaHUA
Ha Xenaemyw AAMHY (BO/HKHO OCTaTbCA MUHUMYM 1,5 cm), 3aTeM CABWHbLTE COEAUHUTENbHYIO
My®Ty MO KaTeTepy, HafeXHO COeAMHUTe KaTeTep C BbIBOAHON KaHlNei, ybeanMBLWINUCL, YTO
KaTeTep 3aKpbiBaeT BCHO [A/NWHY BbIBOAHOW KaHAW. CABUHbTE COEAWHUTENbHYH MY(Ty Ha
KaTeTep W BbIBOAHYK KaHoNw. CoeAguHuTenbHas MydTa A0/KHA MNJAO0THO compuKacaTbecsa C
nopToOM.

n) TpoBepbTe COefUMHEHNE KaTeTepa, C/ierka NoTAHYB ero.

K) BcTtaBbTe Kamepy nopta B MOAFOTOBMEHHbI KapmaH, yb6eauBwuWCb B OTCYTCTBUM
nepekpyunBaHus KateTepa,

n) Yb6egutecb B NPOXOAUMMOCTM KaTeTepa (BO3MOXHbI acnupauus u uHdysusa), obpaiwas
BHMMaHWe Ha TO, YTOObl  KOXHbI/i pa3pe3 He pacrnonarancid HenocpeicTBEHHO B MecTe

Oyaywnx NHAQY3NIA.
M) Kamepy nopTa MOXHO MOAWMNTbL K (hacLMm ¢ NOMOLLbIO LWOBHOFO MaTepuana.

- ana nopt-cuctem Celsite® DRAINAPORT:
[na HapgexHocTu, nepes NPUKPENnseHNMEM K BbIBOAHON KaHKNe KaTeTep AO/MKeH ObliTb
COMocTaB/eH C COeANHUTENbHON MYXTOW.

VI1-1-2 Xnpypruyecknin cnocob nyTem BeHeceKuuUmn
a) CpenaliTe paspe3 Ha KOXe M oTnpenapupyiTe TkaHu (cM. Puc. 12).
6) CpenainTe Haapes cocyda cKanbnesnem uanM HoxHuuamu (cm. Puc. 13).
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B) BBeauTte npeaBapuTeNibHO MPOMbITHIN KaTeTep B COCYA, MCNOMb3ys AN 3TOro HebONbLUOA
gunatatop way BeHonoAgbeMHUK (cMm. Puc. 14).
r) BolnonHuTe gelicTBus 4) - 1) npefblaywero pasgena: "YpeskoxHblii cnocob”.

V1-1-3 Pa3bACHEHMSA HO MOANGUKALNAM BbllleyKa3aHHbIX MeTOAUK

VI1-1-3-1 YcTaHOBKa KaTteTepa no NpoBOAHUKY

OTa TexXHUKa MOXeT UCMOoNb30BaTbCA TOMLKO NPU MMNAaHTauuum nopt-cuctembl ST3010TW n
Celsite® IMPLANTOFIX (Homepa no katanory 04438604, 04438647).

BbinonHWTe feiicTBMA a) U 6), YKasaHHble Bbllle B pasfene; "Ype3KoXXHblil cnocob”.

B) BBeauTte gunaratop yepes NMpPOBOAHUK NErKMMW BpallaTe/ibHbIMU LABUXXEHUAMU LIS Npoxofa
yepes KOXHbIA NOKpOB. Y ganute aunatatop (cm. Puc. 15).

r) MNpomoiite katetep 0,9 % pactBopom (NaCl) n nposeguTe KaTeTep NO MPOBOAHWKY AO
TpebyemMoro nosioXKeHus B MeCTe BXOfa BepXHel Nofoi BeHbl B NpaBoe npeacepaue (cm. Puc.l)).
4) BbinonHuTe geinctema e) - M), npeablayLiero pasgena: "YpeskoxHblii cnoco6”.

V1-1-3-2 MNne4yeBaa nmnaaHtaymnsa

MneyeBble NOPTbl W KaTeTepbl MOXHO YyCTaHaBnMBaTb /NM60 MO MPOBOAHUKY, CMOCOOOM
Ype3KOXHOW MmMnaaHTaynun, NMbo ¢ NOMOLLbIO BEHECEKLMMW, KaK MOKa3aHOo Bbiwe (CM. Puc. E).
BbibepnTe COOTBETCTBYIOLLYIO BEHY Ha NepefHel 4acTM NOKTEBON 061acTU, 0ObIYHO 3TO VV.
Basilica n Cephalica.

Yb6enutecb, 4TO Kamepa nopTa He pacnosiaraeTca Ha cpefHeil NMHWUKM BblOpaHHON BeHbl. MopT K
KaTteTep AOJ/DKHbI pacnonaraTbCs Bbille IOKTA Ha BHYTPEHHER NOBEPXHOCTU PYKMU.

V1-1-3-3 Cnocob umnnaHtayuu nof OKI-koHrposnem (ECG-TexHHKA)
JTOT cnocob MOXeT MCMO/b30BaTbCsA TONbKO ¢ QKM -mMoAeniMum nopT-CUCTEM, KOTOPble UMEKT
crneumnanbHble a8 3TOr0 NPUHAaANEXKHOCTH.

UpeskoxHaa nmnnaHtayua: (cMm. Puc E)

a) YcraHoBuTe anekTpogbl OKI Ha rpyaHyto KneTKy nayueHTa.

6) BbIMONHMTEe AeiicTBMA a) - B), YKa3aHHble Bbille B pasgene: "Upe3KoXHbI cnocob™.

MpumeyaHue: [na goctyna K BeHe HYXeH J-06pasHblii npoBogHUK (0,035”).

B) MpuroToBbTe KaTeTep, BBeAsS B KaTeTep cneunanbHO 0603HavYeHHbIN J-06pa3Hblil MPOBOAHMUK,

KOTOPbI/i UMeeTcA B KOMMNEKTE.

r) Ypanute J-06pasHbliii U gunatatop M3 WMHTpPOAblOCepa M BBeAWTe KaTeTep WM NPOBOLHUK B

pacuiennsemblii MHTpoAbtocep. MpPOBOAHUK CneayeT ovrsmyTs Ha3a[ s KaTeTep BO BpeMms

BBEJEHUS B BEHY.

n) Korpga kateTtep 6yaeT BBefeH B BeHY npubnmsmtensHo Ha 10-13 cm, cnefyeT NPOABUHYTH

NPOBOAHMK B KaTteTep A0 TeX MOp, MOKa MeTKa Ha MPOBOAHWKE He JOCTUIHET YPOBHSA KOHHEKTOpa

Niospa Ha KaTteTepe.

e) Korga meTka Ha NpoBOJHWKEe LOCTUTHET YPOBHA KOHHEKTOpPA J1103pa, KOHeL, NpoBOAHMKA 6yeT

HaxoauTbcs B TpebyemMOM MOJIOXKEHUM Ha KOHLe KaTeTepa.

X) CTepunbHbIi Kabenb KM npukpennsercs K NPOBOAHUKY, MOAK/IOYAETCA K MOHUTOPY 4epes

YHUBEpCaNbHbIA afanTep W MNEepeKknyaeTcs Ha pPexXuWM BHYTPEHHEro MOHUTOPUHTa.

MpopaBuKeHne KaTeTepa M NPOBOAHUKA OCYLLECTBAAETCA C UCMONb30BaHMEM n3o6paxeHna KT

4N MOHUTOPUHra npotecca.

3) Mo Mepe TOro, Kak Katetep npubanxaeTca K NpaBoMy MpeAcepanio, Ha4MHaeT yBeMUynBaThbes

BbicoTa P-3y6ua O. MakcumanbHbiii nogbem P-3y6ua 4OCTUTraeTCcsa M cCoOXpaHAeTcsa, Korga KareTtep

BXOAWUT B npaBoe npepcepaune. O6patuTe BHMMaHUE Ha TO, 4YTO BbicoTa P-3y6La CHMXaeTca npu

fJanbHelweM MNPOABUXEHWW KaTeTepa BHM3, B HVDKHIOK MOyl BeHy. ocne ngeHTugukauum

30Hbl, B KOTOpoW P-3y6ew, focTuraet CBOE MaKCMManbHON BeNNYUHbI (4TO aHATOMUYECKMU

COOTBETCTBYET BNafeHU0 BepXHel Nooi BeHbl B NpaBoe npejcepane), NpoABUHbLTE KaTeTep eLe

Ha 2 cm Bnepes  [aHHaa no3uuus 6yaeT SBAATbCA KOHEYHbIM MECTOpPacnofioXKeHneM KOHYMKa

KaTeTepa. T.K. JaHHaA npoueypa NPoBOAMTCA B MOMOXKEHUU NalMeHTa fexa Ha CnuHe, KateTep

MOXeT MOATAHYTbCA BBEPX B KpaHWalbHOM HamnpaBfieHWW Ha 2-3 cM, 4YTO HabnwofaeTca npu
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MPUHATUY NaLNEeHTOM BEPTUKANbHOIO MOJIOXKEHUA.

n) Ypanute NPOBOAHUK, YAepXUBas KaTeTep Ha MecTe, MPOMOMNTE U 3aXXMUTE KaTeTep.
BbinonHUTe gelicTBusA 4) - M), yKasaHHble Bbille B pasgene: "Upe3koxHblii cnocob”.

Mocne ycTaHOBKU C NOMOLLbIO PEHTIEH-KOHTPONA HEO6X04MMO ONpesennuTb NONOXEHNE KaTeTepa
ONA UCKMOYEHNA reMoTopakca Uam nHeBMoTopakca.

Xunpypruyecknii cnocob nytem sBeHecekuuu; (cm. Puc F)

JTa TeXHMKa coYveTaeT XUPYpruyeckunii cnocob nyteM BeHECeKUMM M CNOCO6 MMNAaHTauuun nog
KOHTponem 3K .

Ecnn nameHeHunii Ha moHuTope IKI He HabntogaeTcs, HEOOX0AMMO NPOBECTU PEHTIEH-KOHTPO/b.
UTo6bl NpoBepuTb NPaBUALHOCTbL NOMOXEHUA KOHYMKA KaTeTepa.

Me cnegyeT ycTaHaBnmBaTb nopT-cuctembl CencaiiT (Celsite®) nog koHTponem IKI nauneHTam
B CNefyLWnX cnyyasax:

e [lpn HaANUUUN KapLANOCTUMYNATOPA.

B cnyyae KapanMonornyecknx OTKNOHEHWUI MAN apUTMUMN.

e [lpu gocTyne 4yepes HUXHIOK MOMYIO BEHY.

MHpopmaumns o kabene OKTI:
TpeboBaHus no 6e30NacHOCTM  AOMKHbLI  COOTBETCTBOBATb HOPMaTUBHbIM  TpebOBaHUAM
IEC 601-1 m NF EN 60601-2-25.

3alWnTa OT pUcKa yTeukun TOKa:

e Wcnonb3ylite Tonbko moHuTOopbl QKI Knacca 1 ECG ¢ mapkupoBkoit CE, ¢ nnaBawouWium
Bxogom (Tun CF).

e TlogknwuMTe K MOHWUTOPY YCTPOWCTBO [ONOMHWUTENbHOW KOMMNEHcauuu noTeHumana
(3a3e.mneHme).

3aliMTa OT pUCKa 3/1IEKTPOCTaTUYECKNX Pa3psAfoB:

» Pab6oTaiiTe TONbKO B MNOMELWEHMAX, 3alWULUEHHBIX OT 31EKTPOCTaTUYECKUX paspsajoB
(TokonpoBoAALWLMA non).

e OnepaynoHHaa 06yBb [AO/MKHA 6biTb W3rOTOB/MEHA W3 PEKOMEHAYEMOro MOJMMEPHOro
mMaTepuana.

e He ponyckaiiTe KoHTakTa J-06pasHOro npoBOAHWKA C BHELWHWMMW TOKOMPOBOAALLUMMU
yacTamum.

» T[lepea ncnonb3oBaHem yb6eanTech B HALEXHOCTU BCeX COeAUHEHUIN.

« He ob6pabaTbiBaiiTe B aBTOK/aBe.

* He norpyxaliTe B XXUAKOCTb.

e PeMOHT JO/MKeH BbIMONHATLCA TObKO U3FOTOBUTENIEM

V1-1-3-4 Cnocob ¢ ncnonb3oBaHuem 6payHionu

a) MyHKTUpYTe BeHY Urnoi Splittocan Ype3KOXXHO UM Yepes pa3pes KOXMW.

6) MpomoiiTe KaTeTep pacTBopom xnopuga Hatpusa (NaCl) 0,9 %. YganuTte CTUNET U3 KaHOIN K
BBEAMTE KaTeTep yYepe3 KaHK/0 B Tpebyemoe NofoXKeHNe B MeCTe BX0Aa BEPXHeEN MOMON BeHbl B
npasoe npejacepgue.

B) AKKYpaTHO M3BJIEKUTe KaHI0/0 MO KaTeTepy.

r) BoinonHuTe feicTeBuna ) - M), yKasaHHble Bbllle B pasfene: "YpeskoxHblil cnocob”.

Ona ST301M un ST305M cHMMUTeE MaHApPeH C KaTteTepa nepej TeM, Kak oTpe3aTb Y-KOHHEKTOp
OT KaTeTepa

V1-1-3-5 KaTeTep c KnanaHom

He ycTaHaBnuBaliTe KateTep no NpoBOAHUKY, T.K. 3TO MOXXET NPMBECTM K NOBPEXAEHUIO KnanaHa.
KaTeTep fo/mKeH 6bITb MPOBEAEH OT MecTa MYHKUMKN K KapMaHy ANa KaMepbl NopTa; TYHHENep Hu
B KOEM CNn>"ae He JO/HKeH ObiTb NPUKPENseH K KaTeTepy CO CTOPOHbLI KfanaHa.
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VI-1-3-6 MopT c PUKCMPOBAHHLIM KaTeTEPOM
Katetep HE06X04MMO U3MepUTb M 06pe3aTb Ha HYXHYIO A/IMHY A0 UMMNANAHTALUN.
KateTep He06X0AUMMO NMPOBECTU NOJ KOXEA 0T KapMaHa 415 KaMepbl nopTa 40 MecTa MyHKUUK.

VI-2 CNOCOB APTEPUANBHOW UMNNAHTALUWN (ANA H.ALT.)

H.AN.T, = Hepatic Arterial Infusion Therapy (MH(py3MoHMaa Tepanusa yepe3 NeYeHOUYHYIO
apTtepuio)

VI1-2-1 Cnocob XMpypruyeckon MMnaaHTaLunmu

a) Mepep onepauneld BbINONHUTE apTepuorpa.Mmy.

6) Bce 4ONONHUTENbHbIE aPTEPUN K CMEXHbIM OpraHam LO/DKHbI 6biTb 3MOON3NPOBAHSI.

B) KaTeTep noAwmnsaetca K BblOpaHHOW apTepuu C UCNOMb30BAHMEM CMNeLManbHbiX >TONLLEHWI
4NA WBa Ha KOHYMKe KaTeTepa.

r) Mocne ycTaHOBKW KaTeTepa HeO6X04MMO NMPOBEPUTL KPOBOCHabXeHMe opraHa.

n) KaTeTep npoBoauTCA Nof KOXel [0 KapmaHa Ans Kamepbl nopta. Kamepa noprta AonxHa
pacnonaratbcs Ha rnybuHe okono 1/2 - 1 ¢cm OT NOBEPXHOCTWU KOXWU. [TpoMOiTe MOPT XA0PUAOM
Hatpusa (NacCl) 0,9 %.

VI-2-2 Cnoco6 4pe3KoXXHOW umnaaHTauum

Upe3KoXHOe pa3MellleHVe apTepuaNibHOro Katetepa OObIYHO BbIMOMHAETCA 4epe3 BGefpeHHYI0
apTepuio. JocTyn BO3MOXEH 4Yepe3 MOAMbILIEYHYIO, TPYyL0aKpOMUanbHYH WU MJIeYyeByto
apTeputo U MOXET ObITb BbIMOIHEH YPE3KOXHO UAN XUPYPrUYecKUM cnocobom B 3aBUCUMOCTU OT
BbIGOpa Bpaya.

He cnegyeT ucnonb3oBaTb MHTPOLbIOCEP BO BPeMS apTepuanbHbIX Npouesyp.

MmnnaHTaumMa cUCTeMbl W pacnofiodXeHue KateTepa MOT\T ObiTb BbINOAHEHbl Pa3INYHbIMU
cnoco6amu. Bpay fo/mKeH Bbl6paTbh COOTBETCTBYIOLL>TO METOAUKY B 3aBUCMMOCTM OT NauueHTa u
npegnosaraeMoro pesynbtara. bofiee WWPOKOE MPUMEHEHWE, [OMOMHEHWE WM W3MEHEHUe
cnoco60B BBeJeHMA 3aBUCAT OT ONbITa Bpava. B cnepytoulem pasfene mbl NpMBOAMM OMUcCaHue
ABYX Haubonee 4acto UCNOMb3YEMbIX METOAUK ANA MPOBEAEHUS WH(GY3UI 4Yepe3 MevyeHOUHYHo
apTepuio.

VI-2-2-1 BBejeHMe KOHYMKA KaTeTepa B racTtpogyojeHanbHyto apteputo (cm. Puc C)
MpumeyaHue: MopT/kaTeTep ¢ HoMepoM no katanory R305-A5ST mnmeeT 60KOBOe OTBEpPCTUE B
KateTepe Ha paccTosHMM 19 cM OT KOHYMKa KaTeTepa. TakK KakK KOHYMK KaTeTepa 6yjaer
aM601M3MpOBaH Ha MecTe, NOTOKA C KOHLUA KaTteTepa Habnwpateca He 6yfner. KOHUYMK KaTeTepa
JOMKeH OblTb obpe3aH Ha HeoOXOAMMYK AAMHY (AUCTanbHO K GOKOBOMY OTBEPCTUIO) nepeq
YCTaHOBKOI KaTeTepa B racTpoAyofeHanbHYl apTeputo, TakuM 06pa3omM NOTOK NEKAPCTBEHHbIX
npenapaToB He OyfAeT HapylleH W 60KOBOe OTBepcTUMe OyfeT pasMeLlleHO TOYHO B MEYEHOYHOWA
aptepuu.

[Ona ycTaHOBKM KOHYcHOro KkateTepa Anthron TpebyeTcs >KeCcTKUIA aHrmorpaumyeckuii
nposogHuk 0,018”.

Tak Kak kKateTep 3aM60NM3MpyeTCA Ha MecTe, UYPE3KOXHOe YyAaneHue Kartetepa MOXET ObiTb
3aTpyAHeHoO.

a) CnefyeT BbINONHUTL apTepuorpaMmmy Ana onpegeseHUs MecTONON0XEHUA ONYyX0n, aHATO.MUK
KPOBEHOCHbIX COCY[J0B U KPOBOCHAOXEHMNS COCEHUX OpraHoB.

6) Mo6ble OTBETBNEHUSA apTepuil K npuierarvlwmMmMm opraHam, pacnonaratouiMecs LUCTaNbHO K
Bbl6paHHOMY MecCTy pa3meLleHus 60KOBOro 0TBEPCTUA, fO/MKHbI ObITb 3MO60NN3NPOBAHDI.

B) YCTaHOBUTE CMEHHbLIA MPOBOAHMK (MUHMManbHas AnuHa 2 M, auameTp 0,018”) uepes
aHrmorpauyeckuin kKatetep B BbIbpaHHOM MeCTe B raCTPOAYOAeHaNlbHOW apTepuu.

r) W3Bneknte aHruorpaduyeckunii kateTep W BBeAMTe KaTeTep Anthron no npoBogHWKY (He
ncnonb3yiTe MHTpPoLbIOCEP).

4) N3BneknTe NpoBOAHUK.

e) Ana npoBepKn NONOXeHUsa KateTepa He06X04MMO cfefnaTb apTepuorpaMmmy.
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X) KOHUMK KaTeTepa [fO/DKeH ObiTb 3a)MKCMpPOBAH B MeCTe CheuunanbHbiX YTOJLWeHWA
amb6onusaynm, Kneem unu gpyruMu cnocobamm gukcaumm KOHYMKa KateTepa v ambonusaymu
racTpofyofeHanbHoOM apTepumn. JocTyn f0/KeH ObiTh BbIMOMHEH KOHTpanaTepaibHbIM CNOCO60M
WM Yepe3 MUKpPOKaTeTep, 4epe3 KOTOPbIA BO3MOXHO BbINOAHUTL 3amb6onu3auuto. [1oTOK
NeKapCTBEHHbIX NpenapaToB byAeT NPOX0oAMTb Yepe3 60KOBOE OTBEPCTME KaTeTepa.

3) Ana npefoTBpaweHUs CMELLeHMS KOH4YMKa KaTeTepa BO BpeMs [ABWXEHWI nauymeHTa
Heo6XxoAMMO co34aTb NPOBUC WX NETNIO KaTeTepa B aopTe.

BbINoNHWTe feiicTBUA 4) - M), ONUCaHHbIE Bbile B pasgene: "Ype3KoXHbll cnocob".

Kamepa nopTa go/kHa 6bITb pa3MelleHa B 061acTu Tasa ans obecrneyvyeHns TBepPAOro OCHOBaHMUS
nof noptoM. MopT He cnefyeT pasMellatb Haj OPIOLWHOW NONOCTbIO.

VI-2-2-2 BBegeHue KOHYMKaA KaTeTepa B 06Uy neyeHouHy apteputo (CM. Puc D)

a) Cnepyert BbIMOMIHUTL apTepuorpammMmy Ansd onpeseneHns MecTONON0XEHUA ONYyX0NuU, aHaTOMUK
KPOBEHOCHbIX COCYZ0B U KPOBOCHaBXeHNA cOCeAHUX OPraHoB.

6) Jltobble OTBETBNEHUA apTepuil K cocegHUM opraHam, pacnonaratouimecs LUCTanbHO K
BbIOpaHHOMY MeCTy pa3MelleHns KOHUYMKa KaTeTepa, AO/KHbI OblTb 3M60NU3NPOBaAHbI.

B) Uepes aHrnorpagunyecknin katetep BBeguTe NPOBOAHUK A0 BbIGPAHHOTO MeCTa B NMeYEHOUHON
apTepuu.

r) N3eneknte aHrmorpaumyecknin katetep W BBeAuTe KateTep Anthron no NpoBOAHMKY (He
MCNonb3yinTe MHTpOAbIOCED).

4) N3BieknTe NpoBOAHUK.

e) [Ana nNpoBepKM MONOXEHUA KaTeTepa, paboTbl U KPOBOCHabGXeHWUS MNeyeHW crnepyeT caenatb
apTepuorpaMmmy.

X) Y6eamTechb B HANMUYMM LOCTATOUYHON ANWHBI KaTeTepa B aopTe AN NpeA0TBpaLlLeHNs CMeLLeHUs
KOHLa KaTeTepa BO BpeMs ABWXKEHWI naymneHTa.

BbinonHuUTe fecTBMA 4) —M), ONUCaHHbIe Bbile B pasjene: "Ype3KoXHblil cnocob™.

Kamepa nopT-cucTeMbl AonxHa 6biTb pa3melleHa B 06nactu Tasa Ans ob6ecneyeHuMs TBEPLOrO
OCHOBaHWA Moj NOpPTOM.

MopT He cnefyeT pasMelyaTb Hag GPHOLWHOW MOMOCThIO.

VI-3 MEPUTOHEANbHbLIV W MNEBPAJIbHbLIA CMNOCOBbI MMNOIOAHTALWN
KateTep 1M nopT MOTyT MMMNAHTUPOBATLCA KaK XUPYPruyecku, Tak U UYPE3KOXHO, U MOryT
MCMNONb30BaThCA AN NOKaNbHOI XmmMmuotepanmn uwnn  gpeHnpoeaHna CUMNTOMATUYECKUX
310Ka4yeCTBEHHbIX acLynTOB.

VI-3-1 NepuToHeanbHasd mMmnnaHTayumsa XMpyprumyeckum crnocobom

a) Bo Bpema namapoToMuMM KOHYMK KaTeTepa YycTaHaBAuBaeTcs B Tpebyemoil o6nactu B
3aBUCMMOCTMW OT MOKa3aHWIi.

6) KateTep MOXeT O6biTb MNOAWMT K acuumm, ecanm WUCNOAb3YeTCs KaTeTep C MaHXeTol
(Drainaport), a 3aTeM npoBeAeH NOAKOXXHO K KapMaHy Ansd Kamepbl nopTay 0CHOBaHuA pebep.

B) ®YHKLMOHMPOBAHUE W NO3ULUIO KaTeTepa CnefyeT OnpefennTbs NyTeM NPOMbIBaHUA U3LeNns.
r) Katetep o6pe3aetcs Ha He0OGXOAMMYHK AJMHY W COeAMHSETCA C Kamepoi nopTa, 0coboe
BHUMaHWe nMpu 3TOM cnefyetr YyAenuTb TOMY, 4TOObl pa3pe3 KOXMW He pacnonarancd Hapg
.MembpaHOil Kamepbl MOPTa, W 4YTOObI KaTeTep HUTAe He MepeKpPyTMACA Ha BCEM CBOEM
NPOTSHKEHUN.

4) Mepen ywneaHremM KOXXHOro paspesa ybeamtecb B HOPMaiibHOM (DYHKLMOHUPOBaHWUW KaTeTepa
n nopTa.

e) Kamepy nopta MOXXHO NPUKPeNnuTh K PacLmyM nNpyM NoMOLLM LIBOB.

VI-3-2 NepuToHeanbHasa MMnNNaHTaunsa Ype3KOXHbIM Cnocobom

(MpuHagneXxHoCTN AN MMNAaHTauun npuobpeTardTca OTAENLHO).

a) Onpepenute Bbl6GpaHHOE OKOHYAaTeNbHOE TMOJIOKEHMEe KOHYMKA KaTeTepa C MNOMOLbIO
yNnbTpasBykKa.

6) CpenaliTe NpoKon B 6PHOLWHOMA NoAoCTU Npu nomouwn urasl 18G. CneanTte 3a TeM, UTOObI He

NMPOKONOTb KUWEYHUK. NS 06MeryeHns AocTtyna B GPHOLWHYK MOAOCTb MOXHO WMCMNOMb30BaTh
N30THYTYIO Wrny.
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B) [Iponyctute nposoanuk 0,035 (0,89 MMm) yepes urny B OpIOLLIHYIO NONOCTb, H3IBAECKHTE UIIY.
r) Ilponycture 12F aunaratop Haa MpoBOAHMKOM AN paclUMpEHUs NYTH AN MPOBEAEHHUSA
KaTeTepa, 3aTe€M YCTAaHOBUTE pacluenisembii WHTpoabtocep 16F. YcraHosuTe Karetep B
*KejlaemMoe noJoxeHue B 6proLHOi NoaocTH.
Hcnonb3oBaHHe XECTKOrO KaTeTepa, YCTAHOBJIEHHOI'O TENECKOMHYECKH BHYTPbL OploLIHOro
v KaTeTepa, U O4YEHb XKECTKOTO NPOBOJAHHMKA MOXeT obaeruntb umniaantauuio. Caenaiite apeHax
Mo60# KHIKOCTH B CTEPHIILHYIO EMKOCTD.
a) Co3zaaiiTe kKapMaH A8 KaMepbl NOpTa Ha OCHOBaHWH peGep WK Hal MOAB310WUHbLIM rpebHeEM.
[Ipn HeoO6Xx0aAMMOCTH MPOAOMKHTE TYHHEIM3aUHIO KaTeTepa N0 kapMaHa noprta. JKeiatenbHo
pa3sMeCTHUThb MaHXETY, €CIH OHAa MCMONb3YETCA, B MOAKOXKHOM Cloe Takum o6pa3oM, uToOGbl
obpacTaHHe COEAMHHUTENBLHONH TKaHH crnocob6CTBOBANO NOMOJIHUTENbHON (PUKCAUMH MOJOXKEHHA
KaTeTepa.
e) O6pexbre KaTeTep Ha HeoOXOAUMYIO 1JIHHY U COEIMHUTE €ro ¢ KaMepoii nopra, npocjieaure
3a TeM, YyToObl pa3pe3 KOXH He pacnojaraercs Hajl MeMOpaHo# M uToObl KaTeTep HUrae He Obin
nepeKpy4eH no Bcei ero AMuHe.
x) Ilepea ylunsannem koxHoro paspesa ybeaurech B HopmanbHoit paboTe kaTeTepa U nopra.
3) Kamepy nopra MOXHO NPUKPENHUThb K (pacLiMM NpH NOMOLUM LUBOB.

VI-3-3 IIneBpanbHas HMIIAHTALHA YPE3KOKHBLIM cniocobom

(MpuHaanex)HOCTH AN HMILIAHTALHMKW NPUOOPETAOTCA OTAENBLHO).

a) OnpeaenuTe XKenaeMoe MECTO NPOKOA, UCNONBL3YS JAaHHbIE Y.1bTPa3ByKOBOIrO HCCIE10BaHUA
(Y3H). Ecan npoueaypa Buinoansetcs 6e3 Y3HU, Mecto npokona onpeaenseTcs nyreM acnupaumu
TUIEBPAJILHOTO BLINOTA YEpe3 Uiy, HCTIOAB3YEMYIO 1S BBEAEHHS MECTHBIX aHECTETHKOB.

6) Caenaiite npoko:1 B n:iespaiibHoi obaactu uraoit 18G, cneas 3a TeM, 4ToObl HE NPOKOAOTH
NErKOEe MJIK 1E4EHb.

B) [ponyctute yepes urny nposoauux 0,035” (0.89 MM), B no:10cTh NNEBPHI, H3IBIEKHUTE UrY.

r) Tponycture 12F aunaratop Haa NPOBOAHMKOM ANS PacIMpPEHHA MYTH ANs MNPOBEACHHA
KaTeTepa W 3aTeM YCTAHOBUTE pacluennsemsli WHTpoabtocep 16F. Ynanurte npoBOaHHMK M
AWnaTaTop. YCTaHOBHUTE KaTeTep B JKEJaeMOe TOJIOXKEHHE B MIEBPaJbHOM MOJIOCTH.
OTapeHupyiiTe )XHAKOCTb B CTEPUIbHYIO EMKOCTD.

a) Cospaiite NOAKOXHBIA KapMaH /19 Kamepbl mopra Ha OcHoBaHuM pebep. [lpo.ioxure
TYHHE.TM3aLHIO KaTeTepa A0 KapMmaHa nopra. PazMecTHTe MaHXKETy B MOAKOXHOM CJIO€ TaKMM
oOpa3oM, 4ToObl OOpacTaHue COEJHHHUTENBHOH TKaHM CMOCOOCTBOBAIO JOMONHHUTENbHOR
(UKCaLMK NONIOXKEHUSA KaTeTepa.

€) O6pexbTe KateTep Ha HEOOX0AUMYIO ANTMHY H COEAMHHUTE €ro ¢ KaMepoi Nnopra, npociaeanTe
3a TeM, 4yTOObI pa3pe3 KOXH He pacrnosnaraerca Haa MemOpaHo#t U 4ToObl KaTeTep HUrae He Gbin
nepeKpy4eH no Bcei ero AHHE.

x) Tpexae, yeM 3auIMThL KOXKHBIHA pa3pes, ybeaurecs B HOpMaibHO# paboTe kaTeTepa U nopra.
3) Ilo Bo3MOKHOCTH, nojweATe KaMepy NOPTa K acLMK MPH NOMOLLH LLIBOB.

VI-4 CIIOCOB CITIMHAJIBHOA UMILJIAHTALIMU

a) Buibepute yposenb BBeaeHus katerepa (L2-L3 unu Huxke) U BBeAHUTE aHeCTe3UpPYIOLLMUH
npenapar B BbIOpaHHBINA y4acTOK.

©) BuiGepute MecTo 515 pacnonoxeHus KapMaHa 11s KaMepsl nopra. Kak npasuno, 3To 401KHO
ObITb Hal KOCTHOH CTPYKTypoi (06bI4HO BbIOMpaeTcs OcHOBaHMe pebep), 3aTeM NpPOBEAUTE
MECTHYIO aHECTE3HIO.

B) Caenaiite He60:1bLIO# pa3pe3 B BBIOpaHHOM MeCTe A/ BXOAa U BOMAMTE B INU1ypaNbHOE HIIH
MHTPATeKa/IbHOE MPOCTPAHCTBO, HCnonb3ya A4 ytoro uray Tyoxwu.

r) Berasbre Katetep B uray Tyoxu u nposeaute ero B BeiGpaHHoe mecto. s obnerdyeHus
BBEJCHHS KaTeTep MMEET METKHU yepe3 Kaxablie 5 cM. )XKenareiabHo, 4TOOBI B 3NMHAYpanbLHOM
NPOCTPAHCTBE HAXOAMUJIOCH, KAK MHHUMYM, S5 cM KaTtetepa. [TonnypeTaHOBbIH KaTeTep AOMKEH
BBOJMTBCS A0 TeX MNOp, MOKa MAHAPEH HE AOCTHIHET KOHLA Urnbl. MaHApeH cneayeT CHATb NMpH
NPOABHXEHUH KAaTeTEPa B MHTPATEKAILHOM HITH 3NUAYPaAIbHOM NPOCTPAHCTBE.

A) Hssnexure urny Tyoxu H3 MecTa mnpokona, yAepxKHBas karerep B (PUKCHPOBAHHOM
NOJIOKEHHH.
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e) [nd NnpoBepKM NPOXOAMMOCTW KaTeTepa NPUCOEAUHUNTE ero K COeUHNTENbHOMY YCTPOUCTBY™
(Cm. Puc. 17). MonpobyiiTe acnupauuio u BBeauTe 3-5 M/A MECTHOrO aHecTe3UpyloLWero
npenapata npu 3nuaypanbHOM pacnofoXeHuu KaTeTepa. [MpM CAMHANbLHOM PacrnosioXeHUu
KaTteTepa yb6eauTecb B €ro MpaBW/IbHOM PacnosioXXeHWW MyTeM acnmpauum CAUHHOMO3FOBOIA
XULKOCTH.

X) MofArotoBbTe KapMaH s KaMepbl nopTa B BbIGpaHHOM MecTe, NOPT JO/MKEH pacnonaraTbes
NOAKOXHO Ha rny6uHe npnénmnsntensHo 1/2 - 1cm.

3) OfeHbTe Ha KaTeTep YCTPOUCTBO OT NepernboB M MPUKPENUTe 3TO YCTPOMCTBO K hacuuu npu
MOMOLLW LUBOB.

n) TMMpucoefnHuTe KateTep K TyHHenepy. [leped BbIMNOIHEHWEM TYHHENUPOBAHUS MECTO
npoBejeHns KaTeTepa MOXHO 06e360/UTb MECTHOIN aHecTesmeil. 3aTeM MOAKOXHO MpoBeAuTe
KateTep K KapmaHy Kamepbl nopTa. BO3MOXHO, 3TO npupetcs chenatb B ABa WM HECKOJbKO
3Tanos.

K) O6pexbTe KateTep Nof NpsAMbIM YrjiioM Ha HEO6X0AMMOM PacCTOAHUK, OCTABUB JOCTATOYHYIO
ONVHY ANA ABUXEHUI naumneHTa.

n) CABUHbLTE COEAMHUTENbHOE KOMbLO HAa KaTeTep; BCTaBbTe KaTeTep B BbIBOAHYIO KaHH/IO
Kamepbl.

CoefnHNTENbHOE KOMbLO CcnefyeT 3aTArMBaTb PyKOW W 3aTeM WCMOMb30BaTb KAKY [AAs
OKOHYaTeNbHOM 3aTHXKKM Ha (WMKCUPYHOLLEM YCTPOMCTBE.

M) CoeflMHEHHbIe BMeCTe NOPT M KaTeTep AO/DKHbI ObITh el e pa3 NpoBepeHbl Ha NMPOXOAUMOCTb,
H) 3aTem MoOXeTe NOAWMWTbL Kamepy nopTa, y6eauBLUINChL, YTO paspe3 KOXW He pacnonaraeTcs B
MecTe ByAyWUnX NHDY3NIA.

*BHUMaHWe: ANA NpaBUIbHOM paboTbl CUCTEMbI Mepes 3aKpbITUEM COEAMHUTENbHOTO YCTPOMCTBA
ybennTecb B TOM, 4YTO KaTeTep MPUKpenneH O ynopa K COeAWHUTENbHOMY YCTPOCTBY (CM.
Puc. 17).

VIl - NCTNTONTb3OBAHWE MOPTA NN KATETEPA

VIlI-1 BEHO3HbBIE NMOPTHI

Mepepn TeM, Kak NPOBOANTL MH(Y3ULO, BCerga nposepainTe QYHKLMOHANbHOE COCTOAHME NopTa U
KaTeTepa, acnupupys 2 M Kposu B winpuu v Beoga 5 mn 0,9% pacteopa xnopuga Hatpus (NacCl),
Ecnu acnupayuns KpoBM HEBO3MOXHA, NONbITalTech Mef/ieHHO BBeCTU B NopT 2 M 0,9% pacteop
xnopuga Hatpua (NaCl). Ecnv npy 3aToM 0TMeYaeTcs CONPOTUBAEHWE, UNN NPOUCXOLUT B3LyTuUe
BOKPYr KaMmepbl NnopTa Wau BAO/Mb KaTeTepa, 3TO MOXET CBUAETe/NIbCTBOBATb O HEUCMPABHOCTHU
n3genusd. B 3Ttom cnyyae cnegyet MNpoBEpPUTb LENIOCTHOCTb W3LENINA PEHTreHONIOTMYECKN C
MCMO/Ib30BaHWEM KOHTPacTHOro BELLeCcTBa.

Bo Bpems fleyeHUs WMHQY3MIO cnefyeT HeMeLNEeHHO NPeKpaTuTb, ecnu 3amevaeTca 601b Un
B34YyTue, NM60 OTCYTCTBYeT 06paTHbLIN TOK KPOBMU.

Ecnn 3ameyaeTtca cCOMpoOTUB/IEHWEe BBELEHWUIO, UAN MPOUCXOAUT B34>TWe BOKPYT Kamepbl nopTta
NN BAONb KaTeTepa, 3TO MOXeT CBUeTeNbCTBOBaTb O HEMCMPABHOCTUN U3LeNns.

VII-2 APTEPUANBbHBIE MOPTHI

Mepen Tem, Kak NPOBOANTb UH(Y3MIO, BCerga npoBepsiiTe PYHKUMOHaNbHOE COCTOSIHME MopTa U
KaTeTepa. [MonbiTailTecb MeaneHHO BBECTM B Kamepy nopTta 0,9% pacTteop xnopuga Hatpusa (NacCl)
npu noMmouwn wnpuua. Ha cerogHAWHWIA AeHb NpoBepka PYHKUMOHWPOBAHUA CUCTEMbI MYTEM
acnupauuy KpoBu B LWINPUL, He MPaKTUKYyeTCA.

Ecnn 3ameyaeTtcsd conpoTuB/ieHWE BNPbLICKMBAHUIO WX €C/IM MPOUCXOLUT B3QYyTUE BOKPYT noprta
UNn BLOMb KaTeTepa, 3TO MOXXET CBUAETENbCTBOBATL O HEMCMPABHOCTU U3LENNUS.

VIII - ¥YXO0[4 3ANOPTOM N KATETEPOM

Obume peKoOMeHAaLUK:

* [pu ncnonb3oBaHWKU renapuHusmpoBaHHoro xnopuga Hatpus (NaCl) 0,9% cuctema JOMKHA
CHavyana npombiBatbCca 4nucTbiM xnopugom Hatpua (NaCl) 0,9%, Tak Kak HeKoTopble
NleKapCTBEHHbIe npenapartbl MOr>T BCTYyNaTb B peakuyuto C renapmuHOM U Bbi3blBaTb OKKJIHO3UIO
nopTa/kaTeTepa B pe3ynbTaTe 06pa3oBaHuns ocafka.
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e Bcerga npombiBaiiTe CUCTEMY MeXAy BBEAEHWEM pPasNMYHbIX NEKAPCTBEHHbIX MpPenapaTos.
Oco60e BHW.MaHWe cnefyeT 06paTWTb Ha JIEKApPCTBEHHbIE MpenapaTtbl, KOTOpble WMeT
BbICOKWIA prCK 06pa3oBaHMs 0cajKa, Ha aHTUKOArynsHTbl, Nocne 3abopa UM BBEAEHUS KPOBU
BO M36exaHue pucka 3aKynopku Karerepa.

e [peHeGpexeHne NpaBUnamMmy yxona 3a U3gennsamMmmu MoXeT NPUBECTU K 3aKyNOpKe KaTeTepa.

VIIl-1 MTPOMbIBAHWE W BBEAEHWE TEMAPUHA

VIII-1-1 BeHO3HbIe MOPThbI

CnepyeT 0643aTeNbHO NPOMbIBaThL U3AeNus.

Mocne KaXp[oro UCMNOMAb30BaHWMA U 4Yepe3 Kaxpable 4 Hefenu, ecnum fedyeHUe He NPOBOAUTCA,
npombiBaliTe nopt 10 mn 0,9% pacTtBopa xnopupga Hatpus (NacCl).

Ecnun Bo Bpems BBeAEHWUS BO3HUKAET COMPOTUBAEHUE, UAU NPOUCXOAUT B3LYTUE BOKPYT Kamepsl
nopTa UAn BAONb KaTeTepa, 3T0 MOXET CBUAETeNbCTBOBATL O HEMCMPABHOCTU U3Aenus.

VIII-1-2 ApTepuanbHble NOpPThbl

Mocne KaX[oro MCnosfib30BaHWUA W PErynsgpHO B COOTBETCTBUU C KIUHUYECKUMU TPe6OBAHNAMM,
Hanpumep, 4epe3 KaxAable 4 Hefenn, ecnn neyvyeHue He MPOBOAUTCA, apTepuanbHble MOPThbl U
KaTeTepbl LO/MKHbI npoMbiBaTbea 10 mn 0,9% pactsopa xnopuga Hatpua (NaCl) ¢ nocnegyowum
BBELEHNEM renapuHusnposaHHoro 0,9% pacteopa xnopugom Hatpus (NacCl).

Ecnn BO Bpems BefeHMA BO3HWKAeT COMPOTUBIEHME, UAN MPOUCXOAUT B34YTUE BOKPYT Kamepbl
nopTa UM BAOML KaTeTepa, 3TO MOXeT CBUAETEe/NIbCTBOBAaTbL O HEUCNPABHOCTU U3fenuns.

VIII-1-3 3nHAypanbHble NAKM HHTpaTeKanbHble NOPThI

Ona npoMbIBKW CUCTeMbl MOC/e UCMOMb30BaHMA MOXHO ucnonb3osats 0,5 mn xnopuga HaTpus.
AnuaypanbHble UAN WHTPATeKalbHble MOPTbl He AO/KHbI MPOMbIBATLCA TeNapuHU3UPOBAHHbLIM
pacTsopoM. Ecnu BO BpemsA BefeHWSs BO3HWKAaeT COMPOTUBJIEHWE, WU MPOUCXOAUT B3AyTue

BOKpPYI KaMmepbl MopTa MAW BAOMb KaTeTepa, 3TO MOXeT CBMAETeNbCTBOBAaTb O HEWCMPABHOCTH
nspenus.

V1I1-1-4 NMepnToHeanbHbie NOPThHI

Mocne KaXAoro Mcnonb3oBaHUs MpoMbiBaliTe NnepuToHeanbHble NopTbl 20 mn 0,9% pacTBOpOM
xnopuga Hatpusa (NacCl).

Ecnn BO Bpems BBeLEeHWA BO3HWMKAET COMPOTUBIEHUNE, WU NPOUCXOLUT B34YTME BOKPYT KaMepbl
nopta Wnn BAONb KaTeTepa, 3TO MOXET CBUAETENbCTBOBATL O HEMCMPABHOCTU M3fenuns.

VI1II-1-5 MneBpanbHble MOPThbI

lneBpanbHbIE MOPThI LOMKHLI MPOMbIBATLCA eXeHefenbHo 20 ma renapuHusnposaHHoro 0,9%
pactBopa xnopuga Hatpua (NaCl). Mo nokasaHMAM CPOK MPOMbIBAHMA MOPTOB MOXET OblTb
yBefinyeH. Ecnm BO BpemMs BBeAeHUA BO3HWKAET COMPOTUB/IEHME, WAM NPOUCXOAUT B3LYyTUE
BOKpPYr KaMmepbl MmopTa WiuW BAOSIb KaTeTepa, 3TO MOXET CBUETe/bCTBOBATb O HEUCMPABHOCTM
n3genus.

IX- ATMTENBHOCTb NCIOJ/Ib3OBAHNA U YOANEHWE MOPT-CUNCTEM bl

IX-1 AANTENBHOCTb UCMONMb3OBAHWA MOPT-CUCTEMBDI

Mo OKOHYaHWW NIe4eHNs NOPT-CUCTEMY C KaTeTepoM cneayeT yAanunTb.

Bpems ncnonb3oBaHUS CUCTEMbl B 60NblUeli CTeneHW 3aBUCMT OT KaTeTepa. Pa3pbiB KaTeTepa -
3T0 Hambonee yacTtoe MOCMeACTBME CTApPeHMs CUCTEMbl. PUCK pa3pbiBa MOXET YBENNUYUTLCA CO
BpeMeHeM B 3aBMCMMOCTM OT MaTepuana KaTeTepa, ero nojoXeHnUs U MecTa BBEeEeHNS KaTeTepa B
cocyq.

IX-2 YOANEHWNE MOPT-CNCTEMBI
Mpy yfaneHnn cUcTeMbl CnefyeT CnefuTb 3a TeM, YTo6bl He NPOM30LLIEeN paspbiB KaTeTepa. Ecam

KaTeTep NMOALWMWT K cOCyay, NPexAe BCero cneayet yaanuThb Webl. CneanTe 3a KaTeTepom BO BpeMs
yAaneHus CUCTEMbl M3 KapmaHa [ KaMepbl rnopTa.
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ByfnbTe OCTOPOXHbI B Cly4yae BO3HWKHOBEHUS YPE3MEPHOr0 COMPOTUBMAEHUS NPU WU3BNEYEHUU
KaTeTepa. KaTeTep MOXeT WHKamNcy/nMpoBaTbCsi W MNPUKNEUTHCSA K CTEHKe BeHbl. Ecnm 3To
npou3oWwno B AeACTBUTENbHOCTM, W HET BO3MOXHOCTWM M3BMeYb KaTeTep 6e3 pucka €ro
NOBPEXAEHUS, NN B Clyyae MONOMKMN KaTeTepa, cieayeT Nnpu6GErHyTb K NOMOLLM CNeunanucToB-
aHTVOXUPYPTOB.

ApTepuanbHble KaTeTepbl: ecnn KateTep 6bin 3ayMKCMPOBAH B apTepun Npu NOMOLLU KaTyLlek
AN Knes, yjaneHWe KaTeTepa MOXeT CTaTb HEBO3MOXHbIM. [MOMbiTKa WM3BNAEYEHUS KaTeTepa
MOXEeT NMPUBECTN K ero 06pbIBY B apTepuu U/Unn K NOBPeXAeHUIO cocypa.

IX-3 OCOBOE BHMMAHWE: BABYPORT®, BABYPORT® S, BABYPORT® PC W
MANbIE NOPTbI

Mocne umnnaHTauuu mnsgenus pebeHky cnepgyet obpawiats 0cob0oe BHUMaHWe Ha MOMNOXEHUe
KoHUa KateTepa. Co BpemMeHeM, MO Mepe pocTa pebeHKa, MOMNOXEHWEe KOHYMKA W3MEHUTCA U
nepeMecTUTCA Bbille B BepxHeii nonoil BeHe. Kak u gns nw60ro gpyroro kKaterepa, BbICOKOe
MOMOXeHNe KOHLAa KaTeTepa B BepxXHeid MoOM0A BeHe npegpacnonaraet K 06pasoBaHuUi0
(hMOPMHOBOIO Yexa BOKPYr KaTeTepa U K ApYrMmM MeXaHU4YeCKUM OCNOXHEHMWAM.

MonoxeHne KaTeTepa AO/HKHO MPOBEPATbLCA HA PeHTreHorpamme, Kak MUHUMYM, KaxAable 12
MecsLeB UK yalle, ecnm pebeHoK BbICTPO pacTeT. CUCTeMy cnefyeT 3aMeHUTb, KOrAa ero KOH4YuK
LOCTUTHET ypoBHA T4,

X -BBEAEHWE NMOA BbICOKMM OABJTEHUWEM

OBPATNTb OCOBOE BHNMMAHWE

e Bcerga npoBepaTb, 4TO6bl MMMAaHTUPYyeMble MoAenn nopt-cuctem Ceisite® 6bianM Temu,
KOTOpble BKAKOYEHbl B Tabnuuy, T.K. TOAbKO 3TWM MOAENW MOrYT WCNOAb30BaThCA [ANA
BBEJEHUSA C BbICOKOW CKOPOCTHIO MOTOKA/NOA BbICOKUM faB/ieHUEM.

e [lepes TeMm, Kak Mpou3BOAMTbL BBeAEHWE JIeKapCTBEHHOrO CpeAcTBa, BCerga nposepsiite
(hYHKLWOHANbHOE COCTOAHME MopTa M KaTteTepa NyTeM acnupauuu 2 mMa Kposu B WNpUL ©
BBegeHun 5 mn 0,9% pacTteopa xnopuga Hatpua (NaCl) B nopt/kateTep.

* He npeBblwaiiTe pekomeHgoBaHHOe faBneHue (325 psi - 22,4 6apa) n CKOPOCTb BBEAEHMA,
TaK KakK 3T0 MOXeT MPUBECTU K NMOBPEXEHNIO NMOPT-CUCTEMBI.

¢ KOHTpacTHOe BeL,eCTBO Nepej UCNONb30BaHWEM [LO/MKHO 6bITb pasorpeto go 37°C (98,6°F).
CornacHo pekoMeHgauuaM NPOM3BOAMTENERA, NUTHOPUPOBAHWE 3TOr0 MpaBuna NpuBefeT K
50% nafieHnto CKOPOCTU MOTOKa WU/MNK MONIOMKE MOPT-CUCTEMbI WU CUCTEMbI BBELEHUS.

*  Wcnonb3yiTe TONbKO UMbl Surecan® ¢ KpbinblWwKaMy (6€3 Y-KOHHEKTOpa) MAM U30THYThble
Surecan®.

e He ucnonb3yiTe Uribl, KOTOPbIE MOTYT He BblfepXXaTb BbICOKOIO AaBfieHuUs.

e [Ans Babyport® w©n nneyeBbiX MNOPTOB WCMNONb3YWATE ToNbko wurnel 20G wunmn  22G.
Mcnonb3oBaHune urn 19G MoXeT NPUBeCTU K yTeUKe KOHTPACTHOrO BeLlecTBa.

e [lepes HayanOM WHBEKLUMW NOA BbICOKMM faBfieHWeM y6eAnTecb, YTO WUrna npaBUbLHO
yCTaHOB/IEHA B NOPTe, HaZeXHO 3a)KCMpoBaHa Ha KOXe U 3aKpbliTa afre3MBHOM NMOBA3KOW.

e [nunHa kaTeTepa, npesbiwatowas 20 cM, CHMXKaeT CKOPOCTb MOTOKA BBOAUMOM XUAKOCTH.

e B 3aBMCUMOCTU OT TEXHUYECKNX XapPaKTEPUCTUK CUCTEMbI, Tpebyemas CKOPOCTb NOTOKa He
BCErAa MOXeT OblTb 4OCTUTHYTA.

e lMmnnaHTupyemasi nopT-cucTema AO0MXKHa 6bITb npombiTa 10 mn 0,9% pacTBopa xniopuia
HaTpusa (NaCl) go n nocne ncnonb3oBaHus nopta Ana CECT B COOTBETCTBMU C NPOLEAYPOIA
nosocKaHmsa.
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[LBoliHoi
nopt

Manbi it
pasmep
nopTa

[ABoliHolk
aopt

CraHpa-
PTHbIN
pasmep

nopta

Pekamcuuyyemble Makc. CKOpOCTM noToka (ma/c)*
KoHTpacTHbIli pacTBop npa 37°C (9S,6°F)
B I
Askoctk 5,8 mMa c BsaskocTb 11,4 nMfa c (cP)’
Mrnel CypekaH
(Surecan®) c kpblnbamMu /
N30THYTble
22G 20G 19G 22G 20G

Nrnbl CypekaH (Surecan®)
C KPbINbAMU / N3OTHYTbIE

BaibnnopT (Babyport*)
(1,5 X0,8 mm)
Bpaxwan (Brachial)
(1,6 x 1,1 mm)
BatbnnopT S (Babyport® S)
(2,0 X 1,2 mm)
ST405L
(3,2 x 1,3mm)
STL205P - STR205P
(2,1 X 1,4 mm)
ST305P - ST205P - BT305P
2,1 x 1,4 mm)
ST305C
(1,6 x 1,1mm)

T/ST305 - T/ST205 - ST505 -
SNT305F
ST315 - ST215 - T/ST205F ECG
SNT2I5F
(2,2 X1,1 mm)

STL205F-STR205F
(2,2 x 1mm)

ST305L - ST505L - T/ST205ECG
ST205L-ST315L
(2,8 X11 mm)

ST305H - ST505H - ST205H
(2.8 x 1.6 mm)
ST401L
(3,2 X 1,3 mm)

ST301C - ST201C - ST3010TW
(1,6 x 1,1 mm)
T/ST301F - ST311F - SNT301F
T/ST201F - T/ST501F - T/ST20IF
ECG-SNT20IF
(2,2 X 1,1 mm)
T/ST301P - ST201P - BT301P
(2,1 X 1,4 mm)

T/ST301 -ST311
T/ST20l -T/ST501 -T/ST201ECG
(2,8 X 1,1 mm)

STL201L-STR201L
(2,8 x 1,1 mm)
ST201H - T/ST301H - ST311M
(2,8 X 1,6 Mmm)
STL201H-STR201H
(2,8 X1,6 mm)
ST301G -ST201G
(3,2 X 1,6 mm)

* ¢ Katetepom 20 cm
Unn N 60 KOHTPACTHbIN PacTBOpP C TaKoli e BA3KOCTbI npu 37°C
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PekomeHayemble MAKC» CKOPOCTK NoToKa (mn/c)*
KoHTpaerablii -pXCTBO piipH 31°cXxT .6 T

BaskocTb 5,8 mlMa ¢ : BaskocTb 11,4 mlMa ¢
(cP)«* CeP>** Pekomengyemoe
CypekaH C3HpTn 11 CypekaH CaHTn 1 MaKcC. flaBieHune
(Surecan®SafctvIR (Surecan® Safety N (npu
226 206 19G 226 206 19  "'POBeAeHUU KIT)
Baii6unopt (Babyport®)
(1,5 X0,8 mm) 2 4 - ! 3
Bpaxuan (Brachial)
(1.6 X 1.1 mm) 2 | ! 4
Bannbunopt S (Babyport® S)
(2,0 X1,2 mm) 2 5 - ! 4
LBoiiHoM ST405L
nopt (3,2 X 1,3mm) 2 5 8 1 4 6
STL205P-STR205P
2.1 X 14 um) 2 5 8 14 5
ST305P-ST205P-BT305P
2.1 X 1,4 um) 2 5 8 1 4 5
ST305C
(1,6 x 1.1mm) 2 5 ! 1 3 5
T/ST305 - T/ST205 - ST505 - SNT305F
Manbiit  : ST315 - ST215 - T/ST205F ECG - SNT215F 2 5 8 1 4 6
pasmep (2,2 X1.1 mm)
nopta
STL205F-STR205F
(2,2 X 1 m) 2 5 8 | 4 6
ST305L - ST505L - T/ST205ECG
ST205L-ST315L 2 5 8 | 3 6
(2,8 x 1,1 mm)
ST305H - ST505H - ST20SH ) 6 9 1 4
(2,8 X 1,6 Mm) 6 _
" [1BOWHOW ST401L ) 8 325psi
T (32 x 13 Mm) 5 1 4 6
ST30IC - ST201C - ST3010TW
(1,6 x 11 mm) 2 5 6 1 3 5
T/ST301F - ST31IF - SNT30IF
T/ST20IF - T/ST501F - T/ST201F ECG - 2 6 7 1 4
SNT201F 5
(2,2 X 1,1 mm)
T/ST301P - ST20IP - BT301P 2 5 7
@1 X 1,4 mm) 1 4 6
CTaH,Cl,ii- - T/ST301 -ST311
PTHBIN T/ST201 -T/ST501 -T/ST201ECG 2 6 7 1 4 6
pasmep (2,8 x 1,1 mMm)
nnATka
STL201L-STR201L
(2.8 X 11 mm) 2 6 ! 1 4 6
ST201H - T/ST30IH - ST311H 2 6 8
(2,8 x 1,6 Mm) 1 4 !
STL201H-STR201H 2 6 8
(2,8 X 1,6 MM) 1 4 7
- ST301G-ST201G
(3.2 x 16 um) 2 6 9 1 4 6
* ¢ kKateTepom 20 cm
** Uan N060A KOHTPACTHbIN pacTBOp C TaKoWi Xe BA3KOCTbiO npu 37°C
20/27
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Mogenb nopT-cUCTEMBI

ST301V
ST305V
ST401L (aBYXNpOCBETHbIN)
ST405L (aBYXNpOCBETHbI)

T201F, ST201F, T/ST201F ECG,
SNT201F

T301F, SNT301F

ST301F, ST31IF

T305, ST305, ST315. SNT305F
T205, ST205,ST215. SNT215F
T/ST205F ECG

T202F (apTepuanbHbIi)
T302 (apTepuanbHblit)
ST201G

ST30IG

T301H,ST301H. ST311H
ST305H

ST201H

ST205H

T201,ST201
T301.ST30!,ST311
T/ST201ECG
T/ST205ECG
ST305L, ST315L
ST205L

ST201C
ST301C
ST3010TW

ST305C
Brachial

T301P, ST301P, BT301P
ST201P

ST305P, BT305P
ST205P

T203J (NnepUTOHEaNbHbIN)
DRAINAPORT T203J-1
(NneBpanbHbIA/NepUTOHeabHBbIIA)
BaiibunopT (Babyport*)
Banbunopt S (Babvport* S)

ST304-19G

ST304-20G

STL201L. STR20IL
STL205F, STR205F
STL201H, STR20IH
STL205P, STR205P

T501F, ST501F
ST505

ST505H

T501,ST50I
ST505L

OCTaTOUHbI/i =

Matep}lan nopTa/ katetepa OcTaTouHbI/ oGrem
P P P ob6bem nopTta ; KarteTepa/l0
CM*

Cencaiit (Celsite”

0,50 mn
MonncynboH /CUnnkoH 0.25 mn 0,18 mn
0,50 mnx 2
3nokeuaHas cmona/ CUAMKoH 0.25 w1 x 2 0,13 mn
3nokenaHas cmona / CUIMKOH 0,50 mn
MonucynboH / CUNMKOH 0,50 mn
MonucynboH / CUnnMKoH 0,50 mn 008
MonucynbtoH / CUANKOH 0,25 mn e Mn
3nokcngHas cmona/ CUINKOH 0,25 mn
3nokcugHas cvona / CUnnKoH 0,25 mn
anokcugHas cmona/ CUAMKOH
MonvcynbdoH / CUNMKoH 0,50 mn 0,08 mn
AnokcunaHas cmona/ CUNMKOH
MonucynboH / CUNMKoH 0,50 mn 0.2 wn
MonucynbthoH /MonnypeTaH 0,50 mn
MonwncynbtoH / MonnypeTaH 0,25 mn 02 mn
3nokeuaHas cmona/ MonnypetaH 0,50 mn '
3nokeuaHas cmona/ MonnypeTtaH 0.25 mn
3nokeunaHas cmona / CUNMKoH 0,50 mn
MonucynboH / CUAMKOH 0,50 mn
3nokenaHas cmona/ CUINKOH 0,50 mn 01
anokenaHas cmona/ CUIMKoH 0,25 mn L M
MonncynboH / CUANKoH 0,25 mn
anokenaHas cmona /i CUIMKOH 0,25 mn
3nokcuaHas cmona/ MonuypetaH
MonucynsthoH 1 MonnypeTaH 0,50 mn 01 .mn
MonucynboH / MonunypeTaH
MonucynbtoH 1 MonuypetaH 0,25 mn o1
3nokcugHasa cMmona / MNonnypetaH 0,15 mn WL i
MonmcynboH / MonnypeTtaH 0,50 mn
3JnokeuaHaa cmona MonnypeTtaH 0,50 mn 015
MonmcynbgoH / MonnypetaH 0,25 mn Lo Mn
3nokcnaHas cvona / MonnypeTaH 0,25 mn
3nokcugHas cvona/ CUnmMKoH 0,50 mn 0.53 mn
JnokeuaHas cmona/ MonuypetaH 015 mn 0,05 mn
3nokenaHas cmona/ CUMMKoH ' 0,11 mn
MonucynbhoH 0.33 Mn PUR 0,03 mn
MonunypeTtaH /Polyamide ! PA 0,03 mn
MonmcynboH 033 PUR 0,02 mn
MonnypeTtaH /Monnamng D PA 0,02 mn
Cencaint ecknHT fCelsiteDisci'een
3nokecnaHas cmona / CUaMKoH 0,50 M1 0,1 mn
3nokeugHas cmona/ CUnmMKoH 0,25 mn 0,08 mn
3nokcuaHas cmona/ MonnypetaH 0,50 mn 0,2 mn
AnokenaHas cmona/ MonnypetaH 0,25 mn 0,15 mn

Cencaint Kbanent (CeBite® Conceott

MonnecynbgoH + CUNMKOH / 0,50 mn
CununkoH 0,25 mn 0,08 mn
MonncynbtoH + CUANKOH / 0,50 mn 0.2
MonnypetaH 0,25 mn e M
MonncynbtoH + CUANKOH / 0,50 mn 01
CununkoH 0,25 mn e
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AocTynbl

BeHOo3HBbIi

BeHo3HbIl

BeHo3HbIi

ApTepuanbHbIi

BeHO3HbIl

BeHO3HbIl

BeHO3HbIi

BeHO3HbIi

BeHO3HbIi

BeHO3HbIi

[MepuTOHeaNbHbIN

MnespanbHbIi/nepn

TOHeanbHbIl
BeHO3HbIi

VHTpaTeKanbHbIii
AnuaypanbHblii
MHTpaTeKanbHbIi
AnuaypanbHbIi

BeHO3HbII
BeHO3HbIi
BeHO3HbIi1
BeHO3HbI

BeHO3HbIi

BeHO3HbIi1

BeHo3HbIl

TexHuKa
nMmniaHTaymm

Mo CenbamnHrepy

o CenbavHrepy
BeHecekums, Mo

CenbauHrepy, ECG

BeHecekuus, Mo
CenbaunHrepy,
Mo CenbauHrepy
BeHecekuus, Mo
CenbaunHrepy,
BeHecekuus, Mo
CenbaunHrepy,
Mo CenbanHrepy
(3KI)

BeHecekuus

o CenbanHrepy

Benecekuus, Mo
CenbauHrepy

BeHecekuus, Mo
CenbauHrepy
BeHecekuus. Mo
CenbanHrepy
Mo CenbanHrepy
(3KI)

Mo CenbauHrepy
(3K
Benecekuusa, Mo
CenbfunHrepy
Benecekuua, Mo
CenbauHrepy
Mo CenbaunHrepy,
Braunule
o0 NPOBOAHMKY.
Mo NpoBOAHMUKY
Mo CenbauHrepy,
Braunule

Mo CenbaunHrepy, Mo

NPOBOLHUKY
BeHecekuus, Mo
CernbauHrepy,
Mo CenbaunHrepy,
Mo CenbauHrepy,
BeHecekuus,
BeHecekuus, Mo
CenbanHrepy
MepuTOHeanbHas,
MepuToHeansHas/
nnespanbHas

Mo CenbauHrepy

VHTpaTeKanbHas,
OnH:rypanbHas
WMHTpaTekanbHas,
anuaypaibHas

Mo CenbaHHrepv
Mo CenbauHrepy
Mo CenbauHrepy
Mo CenbauHrepy

BeHecekuus. Mo
CenbaunHrepy,
Mo CenbauHrepy

Mo CenbauHrepy

BeHecekuus. Mo
CenbaunHrepy,
Mo CenbauHrepy
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Canc«iTUMMONAHTO ® NKC fCelsite* IMPLANTOFDD

04438604. Mo npoBoOAHWKY.
04438620, MonucynsthoH / MonnypeTaH 0,33 01 mn BeHO3HbIl BbpayHtons,
04430263

BeHecekuus
MonHeynboH / MonuypetaH
04438817 HaKOHEUHMK 0,33 w1 01 mn ApTepunanbHbIii BeHecekuus
C [iByMsl LLIOBHBIMW OTBEPCTUS. MM

04438647 Mo NpoBOAHWKY,
04438663, MonwncynboH 1 Monm>"peTaH 0,15 mn 01 mn BeHO3HbII bpayHtons
82133;3;%}1 BeHecekuus
04438747 MonncynbthoH / CUAMKOH 8?2 m 0,11 mn BeHO3HbliA Mo CenbauHrepy

ApTepunanbHble KaTeTepbl, ycTaHaB.1HBaeMble HOE3K0XHbIM cnocobom (Ceisite* Interventional ¢ katetennm Anthrnnt
R305-A5ST 1 MonucynbthoH ! MonnypeTaH | 0,25 mn 1 0l1wmn 1 AprtepuanbHbii 1 UpecKoXHO

*ni: 4To6bl oNpefennTb 06bEM 3anoNHeHUsA nNopTa/ KaTeTepa, YMHOXbTe ITKHY KaTeTepa Ha MepTBblii 06bemM KaTeTepa u gob6aBbTe MepTBb!il 06bem nopTa
XIl. CXEMbl YCTAHOBKW KATETEPA
H.E
r
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ru: Ocoboe BHUMaHHe

O6o3nayenne KT (CT) na uMniaHTHPYEMbIX NOPT-CHCTEMAX H3 JMOKCHAHOH CMOJbI
KomneiotepHas tomorpadpus (KT-uccnemosanue) ¢ koHTpacTupoBaHueM cM. | - IlokasaHus.
v Cnenyioume nopT-CHCTEMBI 718 BEHO3HOTO 10CTyna uMetoT o6o3HayeHue «CT» U coBMECTHMBI
AN BBEACHHUs KOHTPACTHOrO BELIECTBA NOA AaBleHHEM. JTO 0003HaYeHHe BUIHO NPH PEHTreH-
Busyainusauuu. IoxanyiicTa, oGpaTuTech AN YTOYHEHHUS PEKOMEHAYEMOH CKOPOCTH BBEIEHHs
KOHTpacTa (M:1/cek).

Jerckni Maunwiii / 1Boiinoit Craunaaprubiii / /IBoiinoii
- Babyport® STL205P, STR205P ST201C
! Brachial T/ST205, STL205F, STR205F T/ST201F, SNT201F
ST205L, ST205P, ST205H
Babyport® S ST215, SNT215 ST201F ECG
T/ST205F ECG T/ST201, STL201L, STR201L
T/ST205ECG ST201ECG
ST405L ST201H, STL201H, STR201H
ST201G
ST201P
ST401L

ru: CkopoCTb FpaBMTaLHOHHOIO MOTOKAa ONpelensieTcs rpaBUTaLMOHHON HHy3ueir 0,9 %
pacteopa NaCl, Beicota 1 M. [InuHa katerepa 40 cm. CornacHo ISO 10555-1.

Texunyeckue XAPAKTCPHCTRKE CHIHKOHOBLIX KaTECTCPOB

Paimep 6,5F 8F 8,5F 10F AByxnpocseTHbI ISF
Wb 10F
I pasuTaunonHan 19G 26* 30 28 47 32 55
CROPOCTH NOTOKD 20G 19* 21 20 29 24 31
(NaC10,9%)
/b 22G 10* 1t 13 13 11 13
Cranasprusii nopry
I'paBuTaunousan 19G 24 27 25 29
cno:occ‘l;tou:rokl 20G 18 19 18 22
(Na ,9%)
o 22G 10 10 10 11
Masnsi nopr
*sxnouas T302
TexBuueckne xapawtepucraxs [IYP xarevepos
Pazmep uram SF 6,SF 8,5F
Cpanuraunonnan 19G 24 34 45
CKOPOCTS NOTOKA zoG |9 24 28
{NaC10,9%)
s/msan 22G 10 11 12
Cranasprndil nopr
IpasuTanuonnan 19G 22 30 37
CKOPOCT™ NOTORS 20G 18 22 25
(NaC10,9%) 22G 10 11 12
M/Mun
Maasiit aopr
TexHBYECKHE XAPAKTEPHCTHKE KATETEPOB
Bait6uuopr Bpaxunan Br#iGunopt S
(Babyport®) (Brachial) (Babyport® §)
Paimep urast 4,5F SF 6F cuauxon
Ipasursusonnan 19G 12 22 24
CKOpPOCTH NOTOKA zoc ]0 1 8 1 8
(NaC10,9%) 212G 7 10 10
M/ MR
TexHHIECKME XAPAKTCPUCTHKN KATETEPOB
Ceacaiiv Hmonnauvoduxc (Celsite® Implantofix)
Paimep uran SFIIYP 6F Cuamxon
Tpasuraunounas 19G 22 26
CROPOCTSL NOTOKA 20(; 18 2 l
(NaCl0,9%) 22G 10 m
M/ MuH
Cranasprusiii n
MaIbif nopr
24/27
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Texunuecxkue xapakrepuctTuxs [NA/TIYP
19GR20G xarerepos
Paimep wrant T304-19 T304-20
I'panuraunonnas
r CKOPOCTL NOTOKA 19G /120G / 22G 3 1
(NaC10,9%)
mMa/MuH
Crauaaprusisi nopr

ru: Onucanue n3peans: Ilopr-cucrema Cencaiir (Celsite®) saBnserca nonnocTsio

MMIUIAHTHPYEMBIM H3AENHEM A1 A/IMTE1bHOro AocTyna. CHcTeMa COCTOMT M3 KaMepbl NopTa ¢
’ CHIMKOHOBOH MeMOpaHoO#, KOoTOpBIH coeanHeH ¢ KaTtetepoM. KareTep MoxeT GbiTb H3roTOB/IEH
M3 CUJIMKOHA, noanyperana (ITY) uam nonnamuaa (I1A) (3aBUCHT OT KOMILJIEKTALMH MO KaTa.10ry).
JlocTyn K cucTeMe OCYLIECTB/AETCA MyTeM BHYTPHKOXHON HHBEKLIUM C MCMOJb30BAHHUEM HIJlb]
cneuvanbHoi gopmbl. [TopT U KaTeTep ABAAIOTCS PEHTreHOKOHTPACTHBIMU. Hedukcuposanusie
KaTeTepbl MMEIOT Pa3METKY OT AMCTaJIbHOrO KOHL@A KaTeTepa. Y KaTeTepoB, PUKCUPOBAHHLIX K
KaMepe rnopra B 3aBOACKHX YCJIOBUAX, MAapKHMpOBKAa HaHECEHa OT MPOKCHMMAalbHOro KOHLA
kaTeTepa. KateTep HMeeT MapKHpPOBKY KaXX1blii CM Ha4HHas € 5 CM.

Hudopmauns o MPT ckanupoBannnu

O6masn unpopmauus

B cootsercTeuu co crannaprom IEC 60601-2-33(2008) ckaHep mOMKEH IKCMIyaTHPOBAThCA B
HOpManbHOM pexxume paGoThi (OMpeAenseMOM KaK PeXHM 3KCMyaTaUMH CHCTEMBI sd€pHO-
MarHMTHOTO CKaHUPOBaHHS, MPH KOTOPOM HMCMO.1b3yeMas MOILLHOCTb HE OKa3blBaeT BIMAHUA Ha
(bH3MONOrMUYECKH CTAaTYC MALIMEHTA):

O61was MOLHOCTD NOrNOLWEHHOM 103b1 11 BCErO OpraHM3Ma NalMeHTa 10/kHa 6biTh < 2,0 B1/kr
MoOUHOCTD NOrNOUEHHOM A03bI A1 FONOBbI NALUMEHTa J0KHA GbITh < 3,2 BT/kr

Hudopmauus 06 n3zenun

A CootsercrByer yciaoBuam MPT ckaHHpPOBaHKR

Mopr-cuctema Cencaiir (Celsite®) 6bina paspaborana B COOTBETCTBHM C YCIOBUAMH H HOPMaMH
MarHMTHO-PE30HAHCHOr0 CKaHWUPOBAHHS, OMNPEACNCHHbIX TEPMHHOJIOTHEH MeXAyHapOIHOro
OTAe/IeHNA AMEPHKAHCKOro obluecTBa CNELHaNUCTOB MO HCMLITAHUAM U MaTepuanaM (ASTM),
MapKUpoBOUYHOe o6o3HayeHue: F2503-08. CranaaprHas npakTHKa MapKHPOBaHHs MEAMLIMHCKHX
M3AENHl 1 IPYTHUX YCTPOHCTB Ha NpeAMeT 6e30MacHOCTH MarHMTHO-PE30HAHCHOMN Cpeabl.
Heknnunyeckoe TecTMpoBaHHe NPOAEMOHCTPHPOBAJO, YTo nopt-cuctema Cencaiit (Celsite®)
COOTBETCTBYET YCJIOBHAM H HOPMaMm MarHMTHO-pe3oHaHCHoro obopyaoBaHud. [TauueHT MoXeT
6bITh Ge30nacHo 06¢1eN0BaH C NOMOLLLIO ITOFO M3AE/US HEMOCPEACTBEHHO NOCE Pa3MEILEHHS
npu cCoONIOAEHNH ClIEAYIOLIMX YCAOBHI:

CraTucTHyeckoe maruuTHoe none B npenenax 3 Tecna — 1,5 Tecna

MakcumanbHbIA NPOCTPaHCTBEHHbIH MPaAHEHT MarHUTHOro noas — 710 rayc/cmM niau MeHblue
MakcumanbHas yaenbHas MOLIHOCTb MOTIOLLEHHS H3nydenns (SAR), ycpeaHeHHas no Bcemy
Teny 3a 15 MMH ckaHupoBaHus - 2,9 Br/kr

[Ipumeuanue: HUupopmauus o MPT COBMECTHMOCTH KacaeTcsi TOJbKO MOPT-CUCTEMBI.
[MpUHAANEXKHOCTH AN UMILIAHTAUKK HE GbiIK NPOTECTHPOBAHDI.

IloBbilIeHKE TeMnepaTypbl, CBA3AHHOE ¢ MATHHUTHO-PE30HAHCHLIM HCCJIE10BAHHEM

Ilpu HexnMHHYECKOM TecTHpOBaHMH nopt-cucrema Cencaitt (Celsite®) npoussena cnenyrowee
MaKCHMMajbHOE [MOBbILIEHHWE TemnepaTypbl Ha TNPOTMKEHHMH |S-MUHYTHOrO MAarHWTHO-
PE30HAHCHOrO CKAHHPOBaHHA (T.€., IOCPEACTBOM MOCAEA0BATENBHOCTH HMNYIbCOB) MOLHOCTBLIO
3 Tecna MP-cuctem (Excite, Software G3.0-052B, General Electric Healthcare, Milwaukee, WI):
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Ycnosua MPU OT4yeT MP-cuctemsol, SAR, KanopHmeTpH Makucmansitoe Bpemsa nposBegeHuns

ycpefHeHHasa no BCemy Teny ycckoe n3MeHeHne MPW (nocpefctsom
(BT/kr) 3HayeHue TeMepaTypbl nocsef0BaTeslbHOCTHN
(BT/KT) umMnynbcos)
3-T/ 128-MTy 2,9 2,7 2,2°C 15 MuH

MHpopmaLma no UCKaXKeHUAM n3obpaxeHuns

KayecTBO MarHMTHO-pPe30HACHOrO CKaHWPOBAHWUA WM M306paXKeHMs MOXeT noctpafgaTb, €Ciu
NHTepecytlow,as 061acTb HAXOAUTCSH TOYHO B TOW e 061acTU UAM B OTHOCUTENbHOW 61M30CTM K
nopt-cucteme Cencait (Celsite®). MosToMy Heob6xoaMMa ONTUMM3aL M NapaMeTPOB NOCTPOEHUS
MarHUTHO-1ePHOT0 M306paXKeHUs AN KOPPEKL NN HAaNNYmMs 3TOro U3Lenus.
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CumBOIbI N NX 3HaYeHUe

3anpeT Ha NOBTOpPHOE He cTepnnn3osaTb MOBTOPHO Bepeub 0T BAary besonaceH ang
npuMeHeHwue nposegeHns MP
nccnefoBaHua
N»/
He gonyckaTtb Bo3pelicTeus He ucnonb3osatb npu He cogepxuT dranatbl
CONTHEYHOTO CBeTa MOBPEXAeHNN YyNaKoBKM
BHLW OLW! L]
OcTOpoOXHO! H Crtepunusayus
€ COAepXuT naTekca
O6paTnTech K MHCTPYKLUKN Aep OKCMAOM 3TUNEHA Homep cepunm
no NPUMEHEHNIO
[wf REF
[aTa nsrotosneHuns Mcnonb30Bath 40 APTUKYNAPHbI i N3roTosuTensb
HoMeEp
MopT-CHETEMa MopT-cncrema MopT-cucrema
pr-cuerem Manblit pasmep cBepxmanslii pasmep

CTaHAapTHbIA pasmep

MopT-cucTema ABOMHAA ABYXNPOCBETHAsA CTaHAAPTHbIW pasmep MopT-cHcTema ABORHAA ABYXNPOCBETHAS

Manblii pasmep

CED

KaTeTep NpurofeH Ans WHPY3UU NOJ BbICOKUM AaBlEHUEM
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As

1.1

1.2

13

1.4

15,

1.6

1.7

1.8

19

HanmeHoBaHue fob6aBnsaeMoro
NyHKTa
HanmeHoBaHUe MeAULUHCKOTO
nspenuna

HanmeHoBaHue npoussoanTeNa
Il MmecTa npounsBoAcTBa

Ycnoeus akcnayatauuu nopr-
cuctem Cencaint Bo BHYTPEHHEN
cpefie opraHn3mMa Yenoseka
YcnoBus TpaHCNOPTUPOBKHU

Il XxpaHeHuu

KomMnnekT noctaBku
1 AaHHble 06 ynakoBke

CuMBON 3HaKa COOTBETCTBMUA
npu feK.TapHpoBanmnmn
COOTBETCTBUA MELULUHCKOTO
nsgenun B PO

(npn HeobxoaMmoOCTH)
CuUMBON «AMHPOTEHHO»

(npn HeobxoanmocTH)

Cpok rogHocTtu
MeLULMHCKOTO U3fenuns
[apaHTWiiHbIe
O6s3aTtenbcTBa/Peknamaymnm
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MpunoxeHne 1

OonucaHune

HavmeHoBaHMe MEAULMHCKOTO WU3LeNuna:

MopT-cuctembl gns umnnaHtauum «Cencaidit» (Celsite®) ¢ Habopamu gnsa wmx
YCTaHOBKM.
Mpounssoagutens; b. BPAYH MEOWKAN, 26 pto ApmaHro, 92210 CeH-Kny.
®paHuus / B. BRAAUN MEDICAL, 26 rue Armengaud, 92210 Saint-Cloud.
France.

Mecto npowussogctea: b. BPAYH MEAWKAI/, 30 aseHo ge Tam MogepHe.
86360 LUACHEWM-AO-MYAT>\ ®dpanyus / B. BRAUN MEDICAL, 30 avenue
des Temps Modernes, 86360 CHASSENEUIL-DU-POITOU, France.

Temnepatypa, (C®); ot 32 C° o 42 C°:
BnaxHocTb, (%): 100 %.

[oToBas nNpoa>'Kuns (MefNLMHCKOe W3[eNne) XpPaHUTCA U TpaHCNopTupyeTca npu
Temnepatype 0T -20 ®C go + 50 °C 1 OTHOCUTENLHOW BNaXHOCTM A0 80%.
WNHavBuAyanbHble W TPYNnoBble YNakoBKW MefULMHCKOTO W3Aenna [O/MKHbI
XPaHWTbLCA B CyXOM, 3alyWlIeHHOM OT BO3[eACTBMA MNPAMOro COMHEYHOrO CBeTa
MecTe.

KomnneKT nocTaBKu BKAOYaeT:

1. Motpebutenbckas ynakoska: Kopobka 13 ropmpoBaHHOro kapToHa - 1 wT.
Kopo6ka 13 rodyprpoBaHHOr0 KapTOHa COLEPXWT;

2. WHCTpYKLUMIO NO NPUMEHEHUIO - 1 WT.

3. KapTa nayueHTa c uMnnaHTMpyemoi nopt-cuctemoin (Patient Card Celsite®) -
I wT.

4. Crtukep gns nauneHTa (Patient Label Celsite®) - 1 x 6 wT.

5. VHauvsumayanbHasa ynakoska:

5.1. BHewHAa fgblwallan ynakoska: "Breathable™ bag - 1 wr.

5.2. BHyTpeHHAs ynakoBka: MokpbiTue TaiBek «Tyvek» + JIOTOK - 1 wT.
BHYTpeHHAA UHAMBMAYaNbHAA YNaKoBKa COAEPXUT:

6. MeguunHckoe wusgenune: «llopT-cuctembl Ans
(Celsite®)» ¢ Habopamu s UX YCTaHOBKU»™ - 1 WT.

uMmnnaHTaymm  Cencait

CpOK FofHOCTU MeJULUHCKOTO U3AeNus cocTaBnseT 5 neT.

Komnanusa b. BPAYH MEAVNKA, dpaHymsa (B. BRAUN MEDICAL, France)

rapaHTMpyeT COOTBETCTBME MeAWLMHCKOTro u3genuns: «lopT-cuctemsl Ans
umnnantauun «Cencaint» (Celsite®) ¢ Habopamyu Ans WX YCTAHOBKMW»,
npegbsBAseMbIM  TpeboBaHMAM NpW  COGMOAEHUN YCNOBWIA XpaHeHus wn
TPaHCNOPTUPOBKM B TeYeHWe BCEro CpoKa TFOAHOCTU, U He HeceT
OTBETCTBEHHOCTU 3a UCMOMb30BAHWNE U3LENNS He MO Ha3HAYEHWIO.

MpeTeH3MM MO OTBETCTBEHHOCTU, CTaBlUIME Pe3yNbTaTOM HENpPaBUbHOIO
obpalieHns  WAM  UCMONb30BaHWA  MESULMHCKOTOo  u3genus, a  Takxke

MCMO/b30BAHMA €ro B COYETAHUU C APYTUMW MEeSULMHCKU.MU U3LENUSMU UN
NPUHAANEXHOCTS.MU. GYAYT OTK/IOHEHbI.

Mo Bonpocam o6palyeHns

Ha Tepputopun Poccuiickoii ®egepauymmn .MeguumHckoe nsgenme «lopT-cucTemsl
ond  mmnnaHTauun «Cencaiit» (Celsite®) ¢ Habopamu Ans uMx YCTaHOBKU»
obpawatbCqd K ynoJIHOMOYEHHOW opraHusauyun (umnoptep) B P®: O6uwecTBo ¢
OrpaHU4yeHHON OTBeTCTBEHHOCTbO «B,BpayH Megukan», 191040. r. CaHkT-
Metepbypr, yn. MNywkunHckasa, 4.10, Ten./gakc: (812)  320-40-04, e-
mail: office.spb”bbraun.com.



110 nNMopsgok  yTunusauum nnm
YHUUTOXEHUN ATeNNLHUCKOTO
usgenuu

1.11 Hu3Haucnne

1.12  Llenesas kaTeropuu nauueHtos/
Llenesas rpynna nosnb3osarveneii

1.13 MopenbHbli psg MeguLUMHCKOTO
n3genvs

18.02.2021

/noagnuce/

Cwunbsu MAKOME

LleHTp akcnepTu3bl LLlacnéid,

[vpekTop

b. BPAYH Mcgukan (B. BRAUN Medical)

YTunusauus MeauuMHCKOro usgenus: «lMop'r-CUCTeMbl  Ans  MMAMaHTauum
«Cencaiit» (Celsiie®) ¢ Habopamu [N MX YCTaHOBKW» MOC/E MCMO/b30BaHUA
OCyLLeCTBNAETCH N COOTBETCTBUMM C TpeboBaHMAMM K O06palieHnto C
MeAWLMHCKAMM 0TX0AaMK, yCTaHOBNEHHbIMW NO Knaccy b 1 MHbIMM HOpPMaTUBKO-
npaooBbIMH akTamu Poccuiickoii ®eaepaumu.

Heucnonb3oBaHHOe MeULMHCKOE W3[enne, Heucnonb30oBaHHble YMNaKoBKY,

[JOMKHbI  ObITb  YTUNIOMPOBaHbI B COOTBETCTBMM C MOPALKOM YTUAU3ALUM

TBEPAbIX ObIIOBbIX OTXO[0B, YCTaHOB/EHHbIM 3aKOHOAATeNbCTBOM POCCUIACKOIA

depepanmm no knacey Jl.

Npy BO3HVWKHOBEHWM BOMPOCOB, KacaloWWXCHs yTUAW3auuM MeanLUHCKOI

n3genus, cnefyet obpawatbea K ynoiHOMOYEHHON opi-aHusaumn (uMnopTepy) B

P®.

* WmnnaHTupyemble  BEHO3Hble  MOPT-CUCTEMbI npeAHasHayeHbl  Ans
KateTepusauMm H MPOBEAEHWS  MHOTOKPaTHbIX BHYTPUBEHHbLIX BBEAEHWUN,
Hanpumep, XumMuoTepanuu, aHTUbaKTepuanbHbIX W aHTUBUPYCHbIX MpenapaTos,
napeHTepanbHOro nuTaHua, 3abopa WM MepenuBaHna Kposu. CneuuansbHoO
paspaboTaHHble nopT-cucteMbl  Celsilc® MoryT 6bITb  MCNONb30BaHbl  ANA
npoBedeHNs KOMMbOTepHO Tomorpaduu (KT) ¢ koHTpacTupoBaHuem (Contrast
Enhanced Computerised Tomography (CECT)) ¢ MCNonb30BaHWEM BbICOKOIO
[aBNeHuNs Ans BBefeHMSA.

e MmnnaHTMpyemble apTepuasnbHble  MOPT-CUCTEMbl  MCMOML3YKTCA  AnA
NpoBeAeHWs BHYTpUapTepuanbitoil XumnoTepanuu.

e /IMXb'WuUTVpyemble 3MuAypanbHble WAW  MUTPaTeKasbHble THOPT-CHCTEMbI
npefHasHauyeHbl AN BBeAEHWs  6GONeyTONAOWMX NpenapatoB B 06/1acTb
MO3BOHOYHMKA.

. MMHﬂaHTI/IpyEMbIe nepuToHeanbHble MOPT-CUCTEMbI MNpegHasHa4dYeHbl AN
NpoBefeHNs XMMUOTePanuu BHYTPUBPHOLIMHIO.

*  WmMnnaHTMpyemble nepuToHeanbHble/nnespanbHble nopT-CUCTEMbI
Ucnonb3ywTes AN NpoBefeHUs  BHYTPUOPIOLWIMHHOK  XMMMOTepanuu,
rugparauun, [ApeHUpPoBaHWA  acLUTWUYeCKOW KMAKOCTU WAWM  APEHUpOBaHMUA
nneBpanbHOI BbINOTA NPU 3/10Ka4eCTBEHHbIX HOBOOGPA30BaHNAX.

LleneBas kaTeropT natfuenmoe:

B3pocnble u pgetm (C y4vyeTOM aHAaTOMUYECKMX OCOBEHHOCTEN m
WHAUBUAYaNbHBIX NOTPE6GHOCTENR).

LleneBas rpynna nonb3oBaTenei:
YcTaHaBnMBaTh, OCYLECTBAATb JOCTYN W yAanaTb NOPT-CUCTCMbl, MOXET TONbKO
MeSULMHCKNIA nepcoHan, 06Yy4YeHHbIi TeXHWKe yCcraHoBKW, AOCTyna K nopT-
CUCTCME W y[aNeHnto ee, a Takxke KJIMHWYECKMM acnekTam NPUMEHeHWs nopr-
CUCTC.M.

MopT-cuctembl Cencaint Antltron He BKNtOYeHbl B TEKYLLMIA NMpoOLECC permcrpayum
(pec ucTpaumoHHoe focbe) B Poccuiickoin defepauun.

/nognwuce/

Katpun BY TIMEMKO

LleHTp akcnepTussl LLlacHé,

PykoBogutenb HOPMaTUBHO-MPaBOBOTrO oTaena no
obecrneyeHunto KayecTBa " cucreme ynpasneHus
NpUPOAONO/b30BaHNEM

B. BPAYI Mcallkan (B. BRAUN Medical)

MepeBoA ¢ aHrNMIACKOro A3blKa Ha PYCCKMIA A3bIK 1 PPaHLYY3CKOro A3bIKa Ka PYCCKMIA A3bIK BbINOMHEH NepeBofYMKOM TapaH VipuHoii BoprcoBHOI
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Poccuitckaa depepayns
fopog MockBa
[eBATOro anpens ABe TbiCAYM ABajLaTb YeTBEPTOro roja
A, AnexuH EBreHnin BnagumupoBudy, HoTapuyc ropoga MOCKBbI, CBUAETENHC
NoANMHHOCTbL NoANUCKU nepesogymka TapaH NpuUHbI BOPUCOBHBI.

Moanuce caenaHa B MOEM MPUCYTCTBUMU.
JInyHoCcTb NofgnucaBLlero JOKYMEHT YCTaHOB/eHa.
3apeructpupoaHo B peectpe: Ne 57/171-H/77-2024-4-3033. Ao

YnnayeHo 3a COBEpLIEHNEe HOTapuanbHoro gerictama: 400 py6. 0V kon.

E.B.ANCS55CHH N J

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CAHKT-



-METEPBYPI

Pbco/1a» depopsums, CaHKT-TNeTepbypr”™ .
fS'600uCr__ 20 rofa

$. AKToHOBa EnleHa BacuLLHB, HOTapuUyC 1OTapuarbHOIO OKpyra
CaHKT-TeTBpOYpr, 0a*«eranbeTBy« MpHoO TK KOMWe npwecraanewofO
M«eloyM*H™, A~ n

votabuannHpro gaaetans  {F "0 O b/1.

MTOIO B HacToALWEM JOKYMEHTE
/Uncet

HoTapuyc
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KOMNWA

B. B Medical
B! B RA U N poiviers, le Soci;i:r;)ar e.slclt(i::ns stmplifiee

SHARING EXPERTISE Etablissement de CHASSENEUIL-DU-POITOU
20 M 30 Avenue dcs Temps Modernes
86360 CHASSENEUIL-DU-POITOU
TO THE 026
FEDERAL SERVICE ON SURVEILLANCE IN HEALTHCARE
(ROSZDRAVNADZOR) ) o
Chernbrcdc et d'Ifidustrle de ia Vienno
- WmUfvtnwitpMrowUfiaitSonraeUrielo
Covering letter d»U tigntium * March 13th, 2024
T w uw -AOtAiuiv. Ro/srfr/Ju
. . 1 —A
With this letter we Pour le president, Eve CASSIER r£5=

B. BRAUN MEDICAL, 26, rue Armengaud, 92210 Saint-Cloud, France, as the responsible/ legal
manufacturer of the medical device

Celsite® Access Ports with installation sets

declare that we have considered the remarks stated in notification no. 10-10615/24 from 15.02.2024
issued by Federal Service on Surveillance in Healthcare (Roszdravnadzor). These remarks do not affect
the Instructions for Use and content of Instructions for Use from 2020 (signed 18/02/2021) is still

valid.
Based on abovementioned we provide the IFU in English language with Annex 1to the IFU:

1. IFU for Ce/s/te® Safety (Venous Access Port System)

The Annex 1to the IFU contains the following items*;
1.1. Name of the medical device
1.2. Name of manufacturer and manufacturing site
1.3. Operating conditions of the medical device in the internal environment of the human body
1.4. Conditions for transportation and storage
1.5. Delivery set and packaging data
1.6. The information about the symbol the conformity Declaration of conformity in the Russian
Federation
1.7. The information about the symbol of non-pyrogenic
1.8. Shelf life for the medical device
1.9. Warranty/Complaints
1.10. Procedure for disposal or destruction of a medical device

1.11. Intended Use
1.12. Target category of patients /Target group of users

+- the description of data, see at Annex 1to the present IFU.

for updating the documents of Registration Dossier Ne ®C3 2008/03191 issued on January. 24th,
2022 for the medical device Celsite® Access Ports with installation sets and submission of
abovemcntloned document to the Federal Service on Surveillance in Healthcare (Roszdravnadzor).

For and on behalf of B. BRAUN MEDICAL

Catherine BOISMENU

.ompe|dnce Center Chasseneuil Competence Center Chasseneuil
Director Deputy Director in charge of Quality and
B. Braun Medical delegated Regulatory Affairs

B. Braun Medical

RCS dc Namcrrc 562 050 856 Adressc Postole
au capital de 31 000 000 € 26, rue Armengaud TeU33(0)l 41 1053 00
Code APE 3250 A 92210 Saint-Cloud Fax+33(0)1 41 10 53 99
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Instruction for use

Celsite® Safety

en: Venous Access Port Systems

Manufacturer: B. BRAUN MEDICAL, 26 rue Armengaud, 92210 Saint-Cloud, France.
Manufacturing site: B. BRAUN MEDICAL, 30 avenue des Temps Modemes, 86360

CHASSENEUIL-DU-POITOU, France.

2020
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Contents

(en) System contents;
(1) en - Housing

(2) en - Septum

(3) en - Exit cannuia
(4) en - Catheter

(5) en - Titanium plate
(6) en - Connection ring
(7) en - CT mark

(en) Measurement Equivalence Table:

1F=0,33 mm linch = 25,4 mm 18G/K3 mm 19G/1.1 mm  20G/0.9 mm  22G/0.7 mm
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Jci-...

Vein lifter Omnifix® syringe 1OmL Luer slip ECG adaptor
Surecan® Straight needle Surecan® Safety 11 needle Tunneling rod
Peelable introducer Dilator 6F

en: Refer to unit package label for actual content list

en: *18° for safety needle - **16° for non safety needle

3/20
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|- DESCRIPTION OF THE DEVICE

II-INDICATIONS

Il - CONTRAINDICATIONS

IV- POTENTIAL COMPLICATIONS

V-M R INFORMATION

V-1 General Information

V-2 MR-Related Heating

V-3 Artifact Information

VI - WARNINGS

VIl - IMPLANTATION TECHNIQUES

VII-1 General considerations

V11-2 Percutaneous Technique

V1I-3 Surgical Cut-down Technique

V11-4 Over-the-Wire (OTW) Technique

VIIl - ECG TECHNIQUES

VIII-1 Catheter tip position as determined by ECG assisted catheter placement
VI11I-2 Warnings

VI111-3 ECG Percutaneous Technique using J guidewire

VI1II-4 ECG Percutaneous Technique using Saline (NaCl 0.9%)
VIII-5 ECG Surgical Cut-down Technique using J guidewire
V111-6 ECG Surgical Cut-down Technique using Saline

IX- USE AND MAINTENANCE OF THE PORT AND CATHETER
IX-1General recommendations

IX-2 Special attention for young patients

X - HIGH PRESSURE INJECTION

Xl - SAFETY REFERENCES

X1-1Puncture ofthe Vein

X1-2 Surecan® Safety Il removal

XIl - DURATION OF IMPLANTATION OF THE SYSTEM
XIll - REMOVAL OF THE SYSTEM

XIV - TECHNICAL CHARACTERISTIC OF THE ACCESS PORTS
XV - IMPLANTATION IMAGES

XVI- SYMBOLS GLOSSARY
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I - DESCRIPTION OF THE DEVICE

The Celsite® Safety Venous Access Port System is a totally implantable device for vascular access.
The system consists of an access port, with a silicone septum, which is connected to a catheter.
The catheter may be made of Silicone (Si) or Polyurethane (PUR) depending on the reference.
Access to the system is via percutaneous injection using a special non-coring needle (see § XI —
SAFETY REFERENCES). Both the port and the catheter are radiopaque. The catheter is marked
every cm starting at S cm.

II - INDICATIONS
e The Celsite® Safety Venous Access Port System is intended to be used for repeated intra-venous

administration of, for example, chemotherapy, antibiotic and anti-viral drugs, total parenteral
nutrition, blood sampling or transfusion. CT marked access ports may be used for contrast
enhanced CT using a high pressure injection (see § X — HIGH PRESSURE INJECTION). This
marking is visible on X-ray.

II1 - CONTRAINDICATIONS
The Celsite® Safety Venous Access Port System is contraindicated for patient therapy whenever:

» The presence of infection, bacteraemia, or septicaemia is known or suspected.

e Known allergy to the materials contained in the kit (main raw materials: Cyanoacrylate,
Polycarbonate, Polyetheretherketone (PEEK), Polyethylene, Polypropylene, Polyurethane,
Polytetrafluoroethylene (PTFE), Silicone, Stainless Steel, Tantalum, Titanium.

e Medications to be used in the access port are incompatible with any of the materials contained
in the access port or catheter.

e The patient’s anatomy does not allow the insertion of the catheter at the planned access site
(body size, e.g. obesity).

e The patient has severe chronic obstructive pulmonary disease (chest placement only).

* The patient has had previous radiotherapy in the chosen area (condition of the skin, e.g. burns).
e Previous episodes of venous thrombosis.

IV - POTENTIAL COMPLICATIONS

Implantation or access procedures should not be attempted by personnel unfamiliar with the well
documented potential complications (qualified healthcare practitioners). Complications may occur
at any time during or after the procedure.

Possible complications include but are not limited to the following:

Air embolism Drug extravasation Perforation/Laceration/Erosion of vessels
Artery or vein damage/Injury Endocarditis or Viscus

Bleeding Fibrin sheath formation Pneumothorax

Brachial plexus injury Formation of deposits Port/Catheter migration

Cardiac arrhythmia, tamponade, Haematoma Port/Catheter occlusion

Catheter disconnection, rupture or Haemothorax Retraction or malposition of the catheter
fragmentation Haemorrhage Risks associated with anaesthesia/Surgery
Catheter damage or breakage due to Implant rejection/Intolerance | Thoracic duct injury

Pinch-Off syndrome (see below) reaction to implanted device Thromboembolism/Thrombophlebitis
Device rotation or erosion through the | Infection/Sepsis/Bacteremia Thrombosis

skin and/ /or blood vessel Nerve damage Twiddler Syndrome

Pinch-Off Syndrome (see Fig. B):

Pinch-Off syndrome could occur if subclavian vein puncture is performed too medially. The
following clinical signs may suggest catheter pinching:

* The patient needs to lift the arm to permit infusion.

5/20
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« Intermittent malfunction of the catheter, such as difficulty with aspiration or infusion.

« Sub-clavicular pain or swelling during infusion.

« Palpitations or chest discomfort may indicate catheter fracture.

Remove any subclavian catheter which presents any of the signs of Pinch-Off syndrome.

A radiogi'aphy with contrast injection should be done to detect catheter abnormalities at the
costoclavicular level.

V- MR INFORMATION

V-1 General Information

MR Conditional
The Celsite® Safety Venous Access Port System was determined to be MR-Conditional according
to the terminology specified in the American Society for Testing and Materials
(ASTM)International, Designation: F2503-13. Standard Practice for Marking Medical Devices
and Other Items for Safety in the Magnetic Resonance Environment.
Non-clinical testing demonstrated that the Celsite® Safety Venous Access Port System is MR
Conditional. A patient with this device can be scanned safely, iMMediately after placement under
the following conditions:
- Static magnetic field ofa 1.5 Tesla and 3-Tesla,
- Maximum spatial gradient magnetic field of 10 000 Gauss/cm (extrapolated) or less.
- Maximum MR system reported, whole body averaged specific absodtion rate (SAR) of 2.0 W/kg
for 15 minutes of scanning (i.e., per pulse sequence) in the Normal Operating Mode of operation
for the MR system.

Note: The MR information is related to the access port only. The implantation accessories were
not tested.

V-2 MR-Related Heating

In non-clinical testing, the Celsite® Safety Venous Access Port System produced the maximum
temperature rises during MRI performed for 15-min (i.e., per pulse sequence) in 1.5-Tesla/64-
MHz (Magnetom, Siemens Medical Solutions, Malvem, PA, Software Numaris/4, Version Syngo
MR 2002B DHHS Active-shielded, horizontal field scanner), in 3-Tesla (3-Tesla/128-MHz,
Excite, HDx, Software 14X.M5, General Electric Healthcare, Milwaukee, WI) MR systems, as:

MRI condition MR System Reported, Calorimetry Value Highest Time for MRI
Maximum Whole Body (W/Kg) Temperature (per pulse
averaged SAR (W/Kg) Change sequence)

1.5-T/64-MHZ 29 2.1 1.7°C 15 min

3-T/ 128-MHZ 2.9 2.7 2.0°C 15 min

V-3 Artifact Information

MR image quality may be compromised if the area of interest is in the exact same area or within
5 MM of the position of the Celsite® Safety Venous Access Port System. Therefore, optimisation
of MR imaging parameters to compensate for the presence of this device may be necessary.

VI - WARNINGS

Please note that thefollowing warnings contain critical informationfor the patient safety. Failure
tofollow this Instruction For Use could result in serious injury to the patient:

» The product is sterilised using Ethylene Oxide and is sterile and non-pyrogenic in unopened,
undamaged, individual packaging. For single use only.

» The device and its accessories are not reusable nor designed to be re-used. Any re-use would
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" definitely compromise the performance and safety of the device. Components may not be cleaned
or re-sterilized.

» Destroy system components after access port implantation and explantation.

» Store at room temperature. Avoid freezing and excessive heat. Do not remove from unit carton
until ready for use,

*» Check that the sterile packaging is undamaged before opening. Confirm the date of sterile
expiration on the labeling. Never implant a device which has exceeded its sterile expiration date.
To maintain sterility, all normal aseptic room sterile procedures should be followed.

* Always verify the integrity of the device before placement.

« The Celsite® Safety Venous Access Port System should only be used by physicians who have
experience with the technical and clinical requirements of access port implantation.

+» Check haemostasis before implantation: Partia) thrombin time, Bleeding time, Platelet count.

» Do not force insertion of the introducer, dilator or J-guidewire which could result in vesse} injury
(irritation, puncture or trauma),

» When using a peelable introducer sheath, take care not to tear the vein when peeling the sheath.
» Always place the catheter tip in the Superior Vena Cava positioned at the entrance to the right
atrium taking into account possible catheter tip movement when the patient moves (see Fig. A).
Failure to position the catheter tip at the entrance to the right atrium may lead to tip displacement
and favours fibrin sheath formation. A radiograph should be taken to verify catheter position and
exclude haemothorax or pneumothorax.

» Subclavian placement should be considered cerefully. It is recommended that the catheter be
inserted outside the costo-clavicular space (see Fig. B) to avoid a Pinch-Off syndrome (see Pinch-
Off Syndrome). Catheter ruptures have been observed with this route which could have serious
consequences. It is necessary to pay particular attention to catheters used for long periods or for
ambulatory patients. Catheter rupture can occur with silicone and polyurethane catheters.

» It is recommended that the access port is fixed to the subcutaneous tissue to avoid any catheter
problems or port rotation. Do not cut or occlude the catheter when using sutures.

« If, for any reason, the access port/catheter assembly is disconnected during the implantation
procedure it is recommended that at least 1 cm of the catheter shouid be cut off before re-
connecting. Always trim any part of the catheter which has been connected to either the tunneling
rod or the rinsing hub before connecting to the exit cannula. Ensure that the catheter is still in the
right position after trimming.

» Do not use standard hypodermic needles as they will damage the septum and may cause leakage
of the system or blockage due to small silicone particles. Always use special bevelled needles (non
coring needles), such as Angled Surecan®, Straight Surecan®, Winged Surecan®, Cytocan,
Surecan® Safety 11 to penetrate the septum.

» Never use incompatible drugs together or in sequence: the port should be rinsed of all residues
with at least 10 ml sodium chloride (NaCl) 0.9% between each medication.

» Always use a syringe equal to or greater than 10 ml volume when rinsing the port to avoid
generating excessive pressures in case of occlusion of the system.

In case of obstruction of the system never try to clear the blockage using fluid under high pressure
which carries the risk of catheter fracture and migration. In case of blockage due to mineral or
lipid deposits follow local validated protocols. The use of alcohol with PUR catheters is not
recommended.,

* In case of infection, if appropriate, treat with antibiotic drugs. If this fails, or is not appropriate,
the catheter and port should be removed.
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VI - IMPLANTATION TECHNIQUES

VII-1 General considerations:

* The use of ultra-sound guidance to identify a suitable vein, and during puncture of the vein is
strongly recommended.

* The IFU’s should be respected to minimise the risk of infection and thrombosis.

« Ensure that the catheter size is adapted to the diameter of the vein.

« Confirm catheter patency before implantation by flushing the catheter using the rinsing hub.
Flush the port before connecting the catheter (see Fig. C). Use a non-coring needle to flush the
preconnected systems.

* Remove the J-guidewire and the dilator together. Do not remove the J-guidewire through the
dilator as this may result in the J-guidewire unravelling.

* To prevent shearing ofthe J-guidewire never withdraw the J-guidewire through the vein puncture
needle.

« It is recommended that NaCl 0.9% (with or without heparin according to local protocols) be used
to flush and lock the port and catheter during implantation.

« During implantation ensure that the catheter is not damaged by unguarded forceps, suture needles
or other 3bath instruments.

« Avoid kinking or sharp angles in the catheter pathway during implantation so that catheter
patency is not affected.

» Ensure that the port pocket size is adapted to the size of the port.

e The catheter should be mounted on the exit cannula along its axis (see Fig. D) and not across the
axis and should be completely mounted on the exit cannula before the connection ring is slid over
the catheter.

« It is recommended that the catheter is tunnelled sub-cutaneously to the port.

* Immediately after port placement, the patient should be observed for potential complications.

» A post-operative radiograph should be taken to confirm catheter position and to exclude
complications e.g. pneumothorax, haemothorax.

Notes:
Patient Identification Card
A Patient Identification Card is supplied with each Celsite® Safety Venous Access Port System.

The completed card should be given to the patient. The patient should be instructed to carry it at
all times.

Pre-connected catheter and port

The catheter must be tunneled from the port pocket to the puncture point in the vein.

The catheter should be measured and trimmed to the correct length before insertion into the vein.
Pre-connected ports cannot be used for ECG techniques.

Do not attempt to disconnect and/or re-connect pre-connected ports.

Valved catheter
Do not place the catheter over the J-guidewire as this may cause damage to the valve.
The tunneling rod must not be placed through the valve.
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Catheter port/connection

Slide the connection ring over the catheter, firmly push the catheter onto the exit cannula ensuring
the catheter covers the exit cannula up to the stop, slide the connection ring over the catheter and
exit cannula. The connection ring should be in contact with the port (see Fig. D) to avoid the risk
of premature disconnection.

Confirm catheter connection by gently pulling on the catheter.

VI1I-2 Percutaneous Technique
a) Select the appropriate site for placement.

b) Prepare the placement site following your current aseptic process,

c) Insert the vein puncture needle into the chosen vein, verify the position by observing blood
reflux (see Fig. E),

d) Insert the J-guidewire into the vein through the needle, when the correct position is reached,
withdraw the needle (see Fig. F).

e) Thread the assembled dilator and peelable sheath over the J-guidewire using a twisting motion
to pass through the skin planes (see Fig. G), a small incision can be made in the skin to facilitate
passage of the sheath.

f) Remove the dilator and J-guidewire together from the vein and insert the catheter through the
peelable sheath (see Fig. H) to the desired position at the junction of the Superior Vena Cava and
the right atrium (see Fig. A).

g) Remove the peelable sheath from the vessel by pushing down on the 2 handles of the sheath,
then peel the sheath from the catheter ensuring that the catheter is not dislodged from the vessel.
h) Check catheter tip position using fluoroscopy.

i) Prepare the port pocket at the chosen site, the port should lie approximately 1/2-1cm below the
skin surface. Remove the rinsing hub from the catheter and attach to the tunneling rod (seeFig. I).
J) Tunnel the catheter from the puncture site to the port pocket (see Fig. J); ensure there is no
kinking of the catheter.

k) Cut the excess catheter length (at right-angles) prior to connecting to the port. Connect the
catheter to the port (see Catheter/port connection)

1) Insert the port into the port pocket, paying attention not to kink or loop the catheter,

m) Confirm catheter patency (by ensuring that both aspiration and injection are possible), ensure
that the skin incision is at least 1 cm from the injection site.

n) It is recommended that the access port is fixed to the subcutaneous tissue with sutures.

VI1I-3 Surgical Cut-down Technique
a) Select the appropriate site for placement,

b) Prepare the placement site following your current aseptic process.

¢) The skin is incised and the tissue dissected (see Fig. K).

d) The selected vessel is identified and tapes passed under it. The vessel is incised with a scalpel
or with scissors (see Fig. L).

e) The previously flushed catheter is inserted into the vessel, using either a small vessel dilator or
vein lifter (see Fig. M) to the desired position at the junction of the Superior Vena Cava and the
right atrium (see Fig. A).

f) Follow from point h) - n) of the preceding paragraph: VI1I-2 Percutaneous Technique.
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VI11-4 Over-the Wire Technique

Follow steps a) and d): VII-2 Percutaneous Technique.

This technique is only possible with the references SNT601C OTW, SNT605C OTW and
SST601COTW.

a) Thread the dilator over the J-guidewire using a twisting motion to pass through the skin planes.
b) Remove the dilator (see Fig. N). Flush the catheter with sodium chloride (NaCl) 0.9 %, and pass
the catheter over the J-guidewire to the desired position at the junction of the Superior Vena Cava
and the right atrium (see Fig. O).

c) Follow from point h) - n) above VII-2 Percutaneous Technique.

VIl - ECG Techniques
These techniques can only be used with the Celsite® Safety ECG references which have specially
adapted accessories.

VIII-1 Catheter tip position as determined by ECG assisted catheter placement

It is recommended that the tip of the catheter is placed at the entrance to the right atrium (see VI -
WARNINGS).

As the catheter approaches the right atrium the P wave (1) starts to elevate (see Fig. W). Maximal
P wave height is reached and maintained when the catheter enters into the right atrium.

Note that the amplitude of the P wave will decrease if the catheter is advanced down into the
inferior vena cava.

After identifying the area where the P wave begins to develop its maximal amplitude (which
corresponds anatomically to the junction between Superior Vena Cava and the right atrium),
advance the catheter a further 2 cm ( 2). This is the final position of the catheter tip.

As the procedure is performed with the patient in the supine position this catheter position allows
for the 2-3 cm cranial movement of the catheter which occurs when the patient is upright.

VI1II-2 Warning

« To protect against the risks of current leakage, only use Class 1 ECG monitor CE marked, with
floating input (Type CF) and connect additional potential equalization (earth) on the monitor.

e This technique can only be used with the ECG references which have specially adapted
accessories.

» The Celsite® Safety Venous Access Port System with ECG technique should not be placed ifany
of the following is applicable to the patient;

» The presence of a cardiac pacemaker.

* Known cardiac abnormalities, or heart rhythm disturbances.

» Access through the Inferior Vena Cava.

* Ifno ECG change is noted, catheter tip position has to be confirmed with fluoroscopy as catheter
tip malposition is suspected. A post-operative radiograph should be taken to confirm catheter
position.

* Protection against the risks of electrostatic discharge:

» Use only in rooms protected from electrostatic discharge (conductive flooring).

 Theatre shoes should be made of a recommended polymer material,

* Do not allow the J-guidewire to come into contact with external conductive parts.

» Before use, check that all connections arc secure.

» Do not autoclave.

* Do not immerse in liquid.

» Repairs must be carried out only by the manufacturer.

VI11I-3 ECG Percutaneous Technique using J guidewire

Preparation for ECG technique

a) Place ECG pads on the patient’s chest (see Fig. Q).

Note: A separate J-guidewire (0.035”) is needed for percutaneous catheter placement.
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b) Prepare the catheter by inserting the marked J-guidewire, which is contained in the kit, into the
catheter.

Note: Do not attempt to insert the J-guidewire through the rinsing hub. The J-guidewire should be
inserted directly into the catheter.

c) Slide the EGG adapter over the end ofthe marked J-guidewire ensuring that the J-guidewire has
completely passed through the device (see Fig. R).

d) Turn the green handle through 90° to establish contact between the J-guidewire and the
conducting pin in the EGG device (see Fig. S).

e) Follow steps a) - e); VII-2 Percutaneous Technique).

f) Remove the J-guidewire and dilator together fromthe sheath and insert the catheter (with the
marked J-guidewire) into the peelable sheath. The J-guidewire should be pulled back into the
catheter during placement into the vein.

g) Connect the plug end ofthe cable to the central socket of the Certodyn® universal adapter (see
Fig. U) and switch to internal monitoring mode (see Fig . V).

h) When approximately 10-13 cm of the catheter has been placed into the vein the J-guidewire
should be advanced into the catheter until the mark on the J-guidewire reaches the end of the
catheter.

i) When the mark on the J-guidewire is at the level of catheter theJ of the guidewire is inthe
desired position at the tip ofthe catheter.

j) See VIII-1 Catheter tip position as determined by EGG assisted catheter placement for catheter
tip placement.

k) Remove the J-guidewire while maintaining the catheter in place, flush and clamp the catheter.
1) Remove the peelable sheath from the vessel by pushing down on the 2 handles of the sheath,
then peel the sheath from the catheter ensuring that the catheter is not dislodged from the vessel,
m) Follow steps i) - n): VII-2 Percutaneous Technique.

VIII-4 ECG Percutaneous Technique using Saline (NaCl 0.9%)

Preparation for ECG technique

a) Place ECG pads on the patient’s chest (see Fig. Q).

b) Introduce the rinsing hub into the proximal end of the catheter and rinse the catheter with saline,
¢) Screw the ECG adapter on the rinsing hub.

d) The syringe filled with saline solution (NaCl) 0.9%, is screwed onto the ECG adapter, ensure
there is no air in the system, (see Fig. T)

e) Follow steps a) - e): VII-2 Percutaneous Technique.

f) Remove the J-guidewire and dilator together from the sheath and insert the catheter (into the
vein).

g) Connect the plug end of the cable to the central socket of the Certodyn® universal adapter (see
Fig. U) and switch to internal monitoring mode (see Fig . V).

h) When approximately 10-13 cm ofthe catheter has been placed into the vein start to slowly inject
the saline into the catheter through the adapter.

i) See VIII-1 Catheter tip position as determined by ECG assisted catheter placement for catheter
tip placement.

j) Remove the peelable sheath from the vessel by pushing down on the 2 handles of the sheath,
then peel the sheath from the catheter ensuring that the catheter is not dislodged from the vessel,
k) Follow steps i) - n): VII-2 Percutaneous Technique.

VI1I11-5 ECG Surgical Cut-down Technique using J guidewire

a) Preparation for ECG technique: follow steps a) - d) VIII-3 ECG Percutaneous Technique with
J-guidewire.

b) Preparation for vein access: follow steps a) - d) VII-3 Surgical Cut-down Technique.

c) Insert the catheter (with the marked J-guidewire) into the vein. The J-guidewire should be pulled
back into the catheter during placement.

d) Catheter placement: follow steps e) - i) VII1I-3 ECG Percutaneous Technique with J-guidewire.
e) Follow steps k) - n): VII-2 Percutaneous Technique.
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VI111-6 ECG Surgical Cut-down Technique using saline

a) Preparation for ECG technique: follow steps a) - d) VIII-4 ECG Technique with Saline.

b) Preparation for vein access: follow steps a) - d); VI1I-3 Surgical Cut-down Technique.

c) The catheter is inserted into the vessel, using either a small vessel dilator or vein lifter (seeFig.M),
d) Catheter placement: follow steps g) - i) VIII-4 ECG Technique with Saline.

e) Follow steps k) - n): VII-2 Percutaneous Technique.

IX - USE AND MAINTENANCE OF THE PORT AND CATHETER

IX-1 General recommendations

« Always follow strict aseptic techniques when accessing or de-accessing the access port.

e Follow all contraindications and instructions for all infused products as specified by the
manufacturer.

« Ifheparinised sodium chloride (NaCl) 0.9% is used, the system should be rinsed first with sodium
chloride (NaCl) 0.9% alone, as some drugs may react with heparin and result in blockage of the
port/

catheter due to the formation of precipitates. The use of alcohol with PUR catheters is not
recommended.

« Always rinse the system between administration of different drugs. Special care should be taken
with drugs which have a higher risk of precipitation, with anti-coagulation agents, after blood
sampling or after transfusion to reduce the risk of catheter occlusion.

« At any time during implantation, use, maintenance or explantation of the device, a radiograph
should be taken to confirm port/catheter position and to eliminate any doubts or complications if
needed.

» Always verify that the port and catheter are functional by aspirating 2 mL ofblood into a syringe
and injecting 5 mL of sodium chloride (NaCl) 0.9% before attempting to start an infusion.

If aspiration of blood is not possible, attempt to slowly inject 2 mL of sodium chloride (NaCl)
0.9% into the port. If resistance to injection is noted, or if swelling occurs around the port or along
the catheter, device malfunction should be suspected. In this case, device integrity should be
verified using X-ray and contrast media studies.

During treatment, the infusion should be stopped immediately if any pain or swelling is noted or
if blood return is absent.

* Rinsing ofthe access port is essential and should be done with at least 10 mL of sodium chloride
(NaCl) 0.9% after each use (injection and/or blood sampling) and every 4 weeks when no treatment
is being given. If resistance to injection is noted, or if swelling occurs around the port or along the
catheter, device malfunction should be suspected.

» A long term access port needle (Winged Surecan®, Cytocan®, or Surecan® Safety IlI) may be
used from 24 hours up to 7 days, in the absence of infection, redness, swelling or pain, and in
accordance with local, country or professional guidelines.

* The length and gauge of the needle should be chosen according to the Topbolo8y of the patient
and the proposed treatment.

* To minimise blood loss and reduce the risk of air embolism during insertion of the guidewire
into the needle or of the catheter into the peeiable sheath, the patient should perform the Valsalva
manoeuvre or a syringe or end cap may be used on the hub, or athumb placed over the hub opening.
* The needle should be removed at the end of the treatment cycle.

* Do not tilt the needle once the septum is punctured.

* An occlusive dressing should cover the needle site at all times.

» Check the dressing regularly for cleanliness, change the dressing according to local protocols or
if the dressing becomes soiled, wet or non-occlusive.

« It is recommended to use positive pressure techniques when removing the needle from the port
(see Fig. P).
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IX-2 Special attention for young patients

Particular attention should be given to the position of the catheter tip following implantation of a
port in a child. Over time, as the child grows, the position of the catheter tip will change and move
higher in the Superior Vena Cava. As for any catheter, a tip position high in the SVC predisposes
the catheter to fibrin sheath formation and other mechanical difficulties.

The position of the catheter tip should be checked radiographically a minimum of every 12 months
or more frequently if the child is growing quickly. The system should be changed when the tip
reaches the level of the 4th thoracic vertebrae (T4).

X — HIGH PRESSURE INJECTION

CT marked access ports may be used for contrast enhanced CT using a high pressure injection.
Ensure that the patient is not allergic to the contrast medium used.

Note: the references with valved catheters are not indicated for power injection.

Table for Standard and Small ports with silicone and PUR catheters (excluding Valved catheter)

Maximum recommended flow rates (mL/s) with a catheter of 20 cm
Contrast media at 37°C (98,6°F)
Viscosity 11.4 mPa.s (Cp)

Winged/Angled Surecan® 19G x 20 mm 20G x 20 mm 22G x 20 mm
Surecan® Safety 11 S mL/sec 5 mL/sec 2 mL/sec
Max. pressure 325 psi

Maximum recommended flow rates have been determined according to ISO 10555-6:
Subcutaneous implanted ports with the following devices: bonded braided high pressure extension
line (1200 psi)

(length 1219 mm; ID 1.8 mm x OD 3.5 mm) and Surecan® Safety II non coring needles.

Special attention:

* Always verify that the port and catheter are functional by aspirating 2 mL of blood into a syringe
and injecting 5 mL of sodium chloride (NaCl) 0.9% into the port/catheter before attempting to start
a high pressure injection.

* Do not exceed the recommended pressure (325 psi- 22.4 bars) and flow rate as Access Port
system failure may occur.

* Contrast media should be warmed to 37°C (98.6°F) before use according to drug manufacturers
recommendations. Failure to follow this recommendation will result in up to 50% lower flow rates
and/or Access Port or injection system failure.

+ Use only Winged Surecan® (without Y-site) , Angled Surecan® or Surecan® Safety II needles.
Do not use needles which may not withstand high pressure.

* Ensure that the needle is correctly placed in the port, securely taped to the skin and covered with
an adhesive dressing before commencing high pressure injection.

« Catheter lengths more than 20 cm will result in reduction of flow rates.

*» Depending on the technical characteristics of the injector system, the target flow rate might not
be attained.

* A pulsative flush should be performed through the access port system with at least 10 mL of
sodium chloride (NaCl) 0.9% before and after using the port for CECT (Contrast Enhanced
Computerised Tomography), followed by usual rinsing procedures.

XI - SAFETY REFERENCES

Certain references contain a Safety and echogenic vein puncture needle and a Surecan® Safety 11
non-coring needle which are designed to reduce the risk of accidental needle stick injury. Care
must be taken to avoid needle sticks in accordance with local Infection Control standards and avoid
the risk of exposure to contaminated blood.

Handle and dispose of all needles according to local protocols.
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X bl Puncture of the Vein

Access the vein with the needle in the normal manner. After withdrawal ofthe Safety vein puncture
needle activate the safety clip. To do this, grasp the clear clip housing, which houses the metal
safety clip, with your free hand.

Advance the clear clip housing forward along the Safety vein puncture needle towards the needle
bevel in one continuous motion. Advance the clip housing over the needle bevel activating the
safety mechanism.

The clip will remain on the needle bevel. The clip housing will separate from the clip and needle.
Dispose ofthe needle and the clear clip housing immediately into sharps container.

Do not attempt to re-insert the needle into the patient or to re-cap the needle with the protective
guard.

X1-2 Surecan® Safety Il removal

After completion of treatment, flush the port per local protocols. Stabilise the port by securely
holding the base down. Firmly pull the wings up until you feel a firm stop and the needle is locked
in the safety position. A green dot on the base of the needle confirms safety device deployment.

X1l - DURATION OF IMPLANTATION OF THE SYSTEM

At the end of treatment and after medical approval, the port and catheter system should be
removed. The duration of the system is mostly dependant on the catheter (e.g. the maintenance).
Fracture

is the most common complication of ageing. Risk of fracture may increase over time depending
on the material of the catheter, the pathway, and the entry point of the catheter into the vessel.

X1l - REMOVAL OF THE SYSTEM

When removing the system, care must be taken not to fracture the catheter.

Open the fibrous capsule around the port, cut any sutures which may have been placed to stabilise
the port and remove the port.

Localise and stabilise the catheter connection ring with forceps and slowly remove the catheter
from the vein. If the catheter is sutured into the vessel, the sutures should first be removed.

Be vigilant if there is excessive resistance to the removal of the catheter. Catheters may become
encapsulated and attached to the vein wall. Should this occur and it is not possible to remove the
catheter without risking catheter fracture, or if the catheter is fractured, the advice of an
Interventional Radiologist, Surgeon or other Physician with experience in endovascular treatment
should be sought.

Ensure that all the elements are removed from the patient (access port, connection ring and
catheter).

Verify that the length of catheter removed corresponds to the length inserted (noted in patient’s
file).

If the explantation is due to suspected malfunction, the port and catheter should be returned to the
local B. Braun representative for analysis.
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X1V - TECHNICAL CHARACTERISTICS OF THE ACCESS PORTS

Technical characteristics of the Access Ports
Height (mm) Length (mm) Width (mm) Weight(g) Priming Volume (mL)
Standard size 13.7 33 26 8 0.5
Small size 11,3 29 22 5 0,3

Technical characteristics of the Catheters

Needle size Silicone Silicone Silicone PUR PUR PUR
6,5F 8,5F IOF 5F 6,5F 8,5F
Priming volume of
catheter/10 cm (mL)
Gravity flow rate 19G 26 34 48 26 37 48
(NaCl 0,9%) mL/min 20G 21 25 31 21 27 31
Standard port 22G 10 1 12 10 12 12
Gravity flow rate 19G 26 34 48 26 37 48
(NaCl 0,9%) mL/min 20G 21 25 31 21 27 31
Small port 22G 10 1 12 10 12 12
Catheter  Catheter length (mm)  Peelable sheath size Peelable sheath Dilator
diameter (3] ID/length (mm) ID/OD/length (mm)
5F 500 6F 2,11 / 140 0.98/2.08/178
6.5F 500 TF 2,44/140 0.98/2.41/178
8.5F 500 9F 3,10/140 0.98/3.07/178
IOF 500 IOF 3,43/140 0.98/3.40/178
X5/20
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XV - IMPLANTATION IMAGES
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Annex 1

Description
Name ofthe medical device:
“Celsite* Access Ports for implantation with kit for their installation”

Manufacturer: B. BRAUN MEDICAL, 26 rue Armengaud, 92210 Saint-Cloud, France.
Manufacturing site: B. BRAUN MEDICAL, 30 avenue des Temps Modemes, 86360
CHASSENELTL-DU-POITOU, France.

Temperature, (C°): From 32 C°to 42 C°;
Humidity, (%): 100 %.

Finished products are stored and transported at the temperature from -20 ®C to +

50 ®C and relative humidity up to 80%.

Individual and group packages o fthe medical device must be stored in a dry place protected
from direct sunlight.

The delivery set is includes:
1 Consumer packaging: Cardboard corrugated box - Ipc.
Cardboard corrugated box contains:
2. Instruction for use - 1 pc.
3. Patient Card Celsite®- 1pc.
4. Patient Label Celsite®- 1x 6 pcs.
5. Sterile Individual oackaeine:
5.1. Outer packaging: "Breathable" bag - 1pc.
5.2. Inner packaging: Covering Tyvek + Tray - 1pc.
Sterile Inner packaging contains:
6. Medical device: “Celsite®Access Ports”- 1pc.

X

Shelflife for the medical device is 5 years.

The company B. BRAUN MEDICAL, France guarantees that the medical device:
“Celsite® Access Ports for implantation with kit for their installation” meets the
requirements of the technical documentation, subject to conditions, transporting and
storage.

Company B. BRAAUN MEDICAL, France is not responsible for the use of a
medical device for other purposes. Claims for civil liability resulting from improper
handling or use in combination with other medical devices or accessories will be rejected.

On the circulation issues

In the territory of the Russian Federation of the medical device “Celsite® Access Ports for
implantation with kit for their installation”, contact to the authorized organization
(importer) in the Russian Federation: Limited Liability Company "B. Braun Medical",
Russia, 191040, St. Petersburg, ul. Pushkinskaya, 10, Tel / fax,: 8 (812) 320-40-04, e-mail:
office.spb.ru@bbraun.com.

Disposal of the medical device “Celsite® Access Ports for implantation with kit for their
installation” after use is carried out in accordance with the requirements of for the disposal
of medical waste according to class B and any other regulatory legal acts of the Russian
Federation.

Unused medical devices, unused packages must be disposed of in accordance with the
procedure for the disposal of domestic solid waste, established by the legislation of the
Russian Federation according to class A.

If you have any questions regarding disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.
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111 Intended use

1.12 Target category of patients /
Target group of users
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CoE Chasseneuii, Director

B. Braun Medical
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Implanted Venous Access Ports are intended to be used for catheterization and repeated
intra-venous administration of, for example, chemotherapy, antibiotic and anti-viral
drugs, parenteral nutrition, blood sampling or transfusion. Certain Celsite® Access Ports
may be used for Contrast Enhanced Computerised Tomography (CECT) using high
pressure injection.

Target category o fpatients:
Adults and children (taking into account anatomical features and individual needs).

Targetgroup o fusers:

Only medical personnel trained in the installation, access to and removal of the port
system, as well as the clinical aspects of the use of port systems, can install, access and
remove port systems.

Cath(

CoE Aia~”euil, Quality & En)d”ertfhental
ManagementSyslem'~Ti?R”ulatorv Affairs, Manager
B. Brawl4YAe3IM!
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BjBRAUN LW Tamn:

SHARING EXPERTISE Toproso-npomblWieHHaa nanata
fenaptameHTa Bbena

HaCTOﬂmMM YyAOCTOBEPSAEGTCA NOATUHHOCTb Noagnuncu
Crnmu Jinkxme (Sylvie Plumel).

«b. bpayH MepaHkan» (B. Braun Medical)
AKLMOHepHOe 06LecTBO YNPOLWEHHOIO TUNa,
yupex/eHHoe B LUACHEW-AO-NMYATY,

KaTpun Byamenio (Catherine Boistnenu) 30 ABeHto fie Tam MogepHe.
(NoATBEpPXAaeTcA TONbKO NOANUCH BbllWeyKasaHHbIX 1UL) 86360 LuACHEM.Al-O.nyATy (30 Avenue
OT nmenn npejcepatens, Neel KACBE (Eve des Temps Modemes, 86360 CHASSENEUIL-
GASSIER) nognucato m DU-POITOU)

MevyaTsb: Toproso-npoMbilW IeHHasa nanaTta fenapraMeHTa
BbeHa

B ®EAEPA/IbHY O CNYXBY MO HAL30PY B CPEPE
30PABOOXPAHEHWNA (POC34APABHAL3OP)
13 mapta 2024 roga
ConpoBoguTenbHOE MUCbMO
WrTamn:
r. Myatee
20 mapTa 2024 roga YpocTtoBepstowuii Homep: 026

Hactoawmnm nMcsMoMm Mbl,

«b. BPAYH MEAWKAN» (B.BRAUN MEDICAL), 26, Pto ApmaHro, 92210 CeH-Kny, ®paHumnsa (26 rue Armengaud.
92210 Saint-Cloud. France), Kak OTBETCTBEHHbI/ 3aKOHHbI/i NPON3BOLUTENb MEAULUHCKOTO U3Aenus

«[MopT-cuctembl Ana HMNNaHTaHWH «CcncaiiT» (Celsite®) c Habopamu gng UX yCTaHOBKU»

NOATBEPXAAEM, 4YTO Mbl O03HAKOMUAWCb C 3amMevyaHWAMU, MNpeAcTaBneHHbiMW B yBegomnaeHun Ne 10-10615/24 o1
15.02.2024 ropa, HanpaBneHHoMm defepaTbHON Cny>K60i Mo Hag3opy B cdepe 34paBooxpaHeHns (Poc3gpaBHayv3opom). 3Tu
3amMeyYyaHna He BAUSAIOT Ha WMHCTPYKUMIO MO MPUMEHEHWIO, W COfEepXKaHWe WHCTPYKUMM no npumeHeHuto ot 2020 roga
(nognucaHa 18.02.2021 r.) ocTaeTcs aKTN’anbHbIM B NMPeXHEM BuUfe.

Ha OoCHOBaHWM BbIWEN3NOXEHHOrO Mbl nNpefocTaBnfgemM WIHCTPYKUMIO NO nNpumeHeHuto ¢ TpunoxeHne.m Ne 1 Ha
aHTTIMICKOM fI3bIKE:

1. NHcTpyKymsa no npumeHeHuto «MopT-cuctembl Cencaidit CaiipTn (Celsite® Safety) ans AnMTensHOro BEHO3HOT0 AOCTY May

MpunoxeHne N2 1 K UHCTPYKLUMY MO NPUMEHEHNIO COLEPXUT CNeaylolne n>HKTbI™;

1.1. HavmeHoBaHVe MeSULUHCKOTO n3genuns

1.2. HavmeHoBaHVe Npon3BOANTENSA U MecTa NPOM3BOACTBA

1.3. YcnoBua akcnayatauum MefuLUHCKOTO U3Aenns BO BHYTPEHHEN cpefe opraHu3ma 4enoBeka
1.4. YCcnosua TPaHCNOPTUPOBKMN N XpaHeHUA

1.5. KomnnekT noctaBku 1 faHHble 06 ynakoBke

1.6. CvMBON 3HaKa COOTBETCTBUA MPU JeKNapupoBaHUMN COOTBETCTBUSA MEAULUHCKOro usfenus s P®
1.7. CumBON «ANUPOreHHO»

1.8. CpOK rofiHOCTN MEeULNHCKOro n3genuns

1.9. IapaHTunii>lble 0653aTeLCTBIM'PeKnaMaLnm

1.10. Mopagok yTuansauumn uam YHUYTOXEHNA MeAULUHCKOrO n3aenus
1.11. HasHaueHue
1.12. UeneBas kateropua nayueHToB/LleneBas rpynna nonb3oBatenen

* — onucaHne NyHKTOB cM. B MpunoxeHun Jig 1 K HacToswen NHCTpyKLuuu.

B LieN1AX BHECEHWS W3MEHEHWI B pPerucTpayuoHHOe [OCbe Ha .MeAMLMHCKOe u3genune «lopT-cucTe.Mbl A4S MMNAaHTaLWUM
«Cencaiit» (Celsite®) c Habopa.Mu Ans UX yctaHoBKW», PY As ®C3 2008/03191 ot 24 aHBapsa 2022 rofja v nNpeAcTaBieHns
BblLLeyKa3aHHOro JOKyMeHTa B PeflepanbHyto Cnyx06y no Haa3opy B chepe 3gpaBooxpaHeHuns (Poc3gpaBHaas3op).

OT UMeHN 1 Mo nopyyeHnio «b. BPAYH MEJUKA/» (B. BRAUN MEDICAL)

<nognucano> <no6TicaHo>

CHnbBH MJIKOME (Sylvie Plumet) Katpuh BYAMEHLIO (Catherine BOISMEM )
LleHTp uccnegoBaHmnii 1 paspaboTok LLlacHeii LleHTp nccneposaHnii 1 pa3paboTok LLlacHeii

AunpekTtop 3amecTuTeNb AMpeKTOopa no BONpocaMm KayecTsa u

«b. bpayH Megukat» (B. Braun Medical) YNONHOMOYEHHbI NpeacTaBuTens OTAeNa HOPMaTUBHO-

NnpasoOBOro perynmposaHnsa KomnaHum «b. bpayH Mefukart»
(B. Braun Medical)

Per. No B ToproBo-npomb[LieHHOM peecTpe I. HaHTep: MouToBbIN agpec Ten.:+33(0)1 41 10 53 00;
562 060 856 26 po ApmaHro, Pakc: +33(0)1 41 10 53 99
YcTaBHbI KanuTan: 31 000 GO0 eBpo 92210, CeH-Kny

Kof 0CHOBHOrO BMAa fefTe.3bHOCTU npeanpuatus (APE):
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|/|HCprKLI|I/IFI no NPNUMEHEHNIO

MopT-cuctembl CencanT Candptum (Celsite® Safety)

ru: MopT-cUCTEMbI ANS ANNTENbHOT0 BEHO3HOrO AoCTyna

npounssoantens; B. BRAUN MEDICAL, 26 rue Armengaud, 92210 Saint-Cloud, France /
b. BPAYH MEAWKAI, 26 pto ApmaHro, 92210 CeH-Kny, ®paHuyus.

Mecto npoussoacTtea: B. BRAUN MEDICAL, 30 avenue des Temps Modemes, 86360

CHASSENEUIL-DU-POITOU, France / 6. BPAYH MEOWKAN, 30 aBeHto ge Tam MojepHe,
86360 LWACHEWN-AKO-MYATY, ®paHuuna.

2020
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CopeprkaHune

(ru) 9NemeHTbl CUCTEMBI:

(1) w - Kopnyc

(2) w - MembpaHa

(3) W - BbIBOAHAA KaHoNS

(4) ru - Katetep

(5) ru - TuTtaHoBas nnacTMHa

(6) ru - CoeguHUTENbHOE KOMbLO
(7) ru - MapkupoBka «KT»

(ru) Tabnumua cooTBETCUS €AUHUNL U3MEPEHMS;

1F =0, 33 Mm \inch = 25,4 mm 180/1.3 mm 19G/1.1 mm 20G/0.9 mm 22G/0.7 mm
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BeHonoabeMHNK Wnpuy OmMHuduke (Omnifix) 10 mn 3KT kabenb

Mrna CypekaH (Surecan®) Wrna CypekaH CaiidpTy 1L TyHHenep

(Surecan® Safety W)

Pacuiennsemblin MHTPOAbIOCEP Owunatatop 6F

ru: [1na o3HakomneHusa ¢ d.)aKTI/I'«IECKVIM COAEePXUMbIM CM. 3TUKETKY Ha yNnaKOBKe

ru: *18° gna wurnbl, nNpefgHasHayeHHON Aana 6Ge3onacHOW WHQy3uMmM - **16° and
npegHa3HaYeHHOW Ans 6e30NacHOi MHGY3UK
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1- ONMNCAHWNE N3AENNA

M- NMOKA3AHNA

I - NMPOTUBOMOKA3AHUA

IV - BOSMOXHbBIE OCOXHEHWA

V- NH®POPMALUWNA O MPT CKAHNPOBAHWW

V-1 O6bwasa nHpopmauuns

V-2 lNMoBblWeHNe TeMnepaTypbl, cBA3aHHoe ¢ MPT

V-3 NHhopmaumnsa o6 apTedakTax

VI - MPEAYNPEXAEHWNA

VIl - CMOCOBbl UMMNTAHTALNN

VII-1 O6wume nonoxeHus

V11-2 Ype3KoXHbIA cnocob

VI1I-3 Xupypruyeckuii cnocob nyTem BeHeceKL UK

VI1I-4 Cnoco6 ycTaHOBKM KaTeTepa no NPOBOMIOYHOMY NPOBOAHMKY (OTW)

VIl - Cnoco6 mmnnaHtaummn nog AKI-koHTponem (ECG-TexHMKa)

VIII-1. MonoXxeHne HaKOHEYHMKa KaTeTepa COrfacHO crnocoby pasMeleHns KaTeTepa Mnofg
KOHTposiem SKI

VIII-2. TpepynpexaeHus

VII1-3. Ype3KoXHblli cnocob ycTaHOBKM nog KoHTponem 3KI ¢ ucnonb3oBaHMeM J-06pa3HOro
NMPOBOLHMKA

VIII-4. Ype3koxHblli cnocob yCTaHOBKM C MCNonb3oBaHuem ¢usmonornyeckoro pactesopa (NaCl
0,9 %) nog KoHTponem OKI

VIII-5. Xupypruyeckuin cnocob n>Tem BeHecekUun noj KoHTponem OKI ¢ ucnonb3oBaHuem J-
06pasHOro NPoBOSIOYHOr0 NPOBOAHMKA

VIII-6. Xupypruyeckuii cnocob nyTtem BeHecekKuun nog KoHTponem IKI ¢ mcnonb3oBaHMem
(hn3Monornyeckoro pacTeopa

IX- ¥YX0[4 3A NMOPTOM N KATETEPOM

IX-1 O6bwune pekomeHjaLmu

IX-2 Oco6oe BHUMaHUe npu paboTe ¢ feTbMU

X - BBEAEHUWE NOA4 BbICOKMM JABJEHVNEM

Xl - PEKOMEHOAUVN KACATE/IbBHO BE3OMACHOCTN

XI1-1 BeHenyHKUMA

X1-2 ¥ paneHne CypekaH Caliptun Il (Surecan® Safety I1)

Xl - ONNTENBHOCTb NCMNOJ/Ib3OBAHNA MOPT-CUCTEMDbI

Xl - YOANEHWNE NMOPT-CUCTEMBI

X1V - OCHOBHbIE MAPAMETPbI NMOPT CUCTEM

XV - CXEMbl YCTAHOBKW KATETEPA

XVI1- CUMBO/JIbl N UX SBHAYEHWE

4/21

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

If



- OMNCAHWE N3OE/TNA

MopT-cuctema Cencaiit Calihtn (Celsite® Safety) gns BeHO3HOro Aoctyna — 3TO MOJIHOCTbIO
UMNNAHTUPYeMOe W3fenue AN BEHO3HOro foctyna. Cuctema COCTOUT M3 Kamepbl MopTa C
CUINKOHOBOW MeMO6paHOW, NOAKAKOYEHHOr0 K KaTeTepy. KaTeTep MOXeT OblTb U3roTOBAEH U3
CunnKoHa wunum nonuypetaHa (MY) B 3aBUCMMOCTM OT apTukyna. Joctyn K cucteme
obecneynBaeTCcsa 3a CUET YPECKOXHOr0 BBEAEHUA C MOMOLLLIO ChelnanbHOW 6eCKEpHOBOWN WI bl
(cm. naparpap XI «<PEKOMEHAAUWNW KACATEJ/IbHO BE3OMACHOCTW»). N nopt, u
KateTep fBNAIOTCA PEHTreHOKOHTPAcTHbIMKU. KaTeTep npoMapkupoBaH uYepe3 KaxfAblh 1 cwm,
HayuHas ¢ 5 cMm.

Il - TOKA3AHWNA
MopT-cuctema Cencaiit Candgtn (Celsite® Safety) agns BeHO3HOro Aoctyna npegHasHavyeHa Ans

MHOTFOKpPaTHOro BHYTPUBEHHOr0 BBEAEHMA, Hanpumep, npenapaTtoB Ans XuMuoTepanuu,
aHTMOMOTMKOB, aHTUBMPYCHbLIX NPenapaTtoB, a TakKXe NapeHTepasbHOro nuTaHus, 3abopa unu
nepenueaHua Kpoeu. HekoTopble nopT-cuctembl Celsite® Safety ans BeHO3HOro foctyna MoryT
MCNONb30BaThCA [ BBEAEHMA KOHTPACTHOrO BelecTBa MNpPW KOMMbIOTEPHOW ToMorpaguu
(CECT) nopg pasneHuem (cm. naparpadp X «BBEAEHWE NMOA4 BbICOKVM OABNEHWEM»):
Takue NOPThbl OCHALLEHbl MApKMPOBKOA «CT», 0603HaYato L, eiBO3MOXHOCTb BBEAEHNA KOHTpacTa
noj fasneHnem. OTa MapKMpoBKa BMAHA HA PeHTreHorpaMme

Il - MTPOTUBOMOKA3AHWNHA
MmnnaHTauma MMopT-cuctembl Cencaiit Caligt (Celsite® Safety) gna BeHO3HOro pgoctyna

NpoTMBOMNOKAa3aHa A4na NeYeHUs NaunMeHTOB B TAKUX CUTyaunax:

*  Hannuue MHPEKLMKW, baKTepUeEMUN NN CENTULEMUN;

* Ha/nuue annepruyeckux peakuuin Ha MmaTepuansl, cofepxawueca B Habope (OCHOBHbIe
CblpbeBble  MaTepuanbl: UuaHoakpunat, nonunaupapupketoH (MI33K), nonmatunen,
noNMNpoNuAeH, NoAnypeTaH, CUINKOH, HepXKaBetoLlasa cTanb, TaHTan, TUTaH).

* HECOBMECTUMOCTb BBOAMMbIX NpenapaToB ¢ MaTepnmanaMu, U3 KOTOPbIX U3rOTOB/EH NOPT UK
KateTep;

* HajMyume aHaTOMWUYECKUX OCOBEHHOCTEN y MaumneHTa, NPenaTCTBYOLIMX BBELEHUID KaTeTepa
B 3anjaHUPOBaHHOM MecCTe focTyna (HanpuMep, U3-3a pasMepoB Tefa, 0XXUPeHUa);

e eCNnM nayumeHT cTpajaeT TAXKENON (HOPMON XPOHUYECKOro O6CTPYKTUBHOrO 3abo0seBaHUA
(TONbKO ANA pasMelleHus Ha rpygau);

* eCNM B MeCTe YCTaHOBKW KaTeTepa NauMeHT paHee nojBeprancs paguotepanuu (COCTofHUE
KOXWU, 0XKOru);

* paHee BO3HMKLUWIA TPOM6OO3 BeH.

IV - BOSBMOXHBIE OC/TOXKHEHWNA

BbINONHATL Mpoueaypy MMNAaHTauuu wunu obecrnedeHus AOCTyna MOXET BbIMONHATb TOMbKO
KBanMMUUMPOBAHHBIA MNepcoHan, XOpOoWO O3HAKOM/IEHHbIA C MNOTEHLMANbHO BO3MOXHbIMY
OCNOXHEHUAMMN  (KBaNU(ULMPOBaHHbIE MeAULUUHCKME pPaBoTHUKM). OCNOXHEHUS  MOryT
NnosBMTLCA B NI0G0OE BPeMsi, B TeUeHMe NPoLeAypbl UK MOCNe ee OKOHYaHUS.

Janee npeacTtasfieHbl HEKOTOPbIE BO3MOXHbIE OC/IOXHEHMA.
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Bo3gywHas am6onuna
MospexaeHne  unam
apTepun NN BEHbI
KpoBoTeyeHune
[MoBpexgeHune nNaeyeBoro CnaeTeHuns

TpaBMupoBaHune

CepaeuHas apuTMus,  TamnoHaga
cepaua
OTcoefnHEHNE, paspbiB unu

(hparmeHTaLuna Karetepa

MonomKa nam nospexjeHune Katetepa B
pesynbTate CUHAPOMa 3alleMfieHus
(cm. Huxe)

BpalieHne wunu sposua u3fenus npu
MPOHUKHOBEHUN CKBO3b KOXY u/vau

MpoTekaHue npenaparta
QHpoKapauT
Obpa3oBaHue
«yexna»
O6pasoBaHue OTNIOXEHWNI
emaToma

emoTOpakc

KpoBousnuaHue
OTTOpXeHne/HenepeHOCUMOCTb
UMNNaHTUPOBAHHOTO U3LeNnns
MHdekuynsa/Cencuc/baktepnemns
MoBpexaeHne HepBa

thmbpnHoOBOTO

Mpokon/paspbiB/apo3ns
WNN BHYTPEHHUX OpraHos
MHeBMOTOpaKc

Mwurpaunsa noprta”kateTtepa
OKkNto3usa nopra’katetepa
CxaTtue nnm HenpaBuabHOE
MoIoXKeHne KateTepa

Pucku, CBA3aHHbIE c
aHecTe3nen/Xnpyprmyecknm
BMeLIaTeNbCTBOM

TpaBma rpygHoOro numMgaTtu4eckoro
npoToka
Tpom6oamb6onua/Tpombohnebur
Tpom603

cocypoB

KPOBEHOCHbIV cocyf,

CuHppom Teupgnepa

CuHgpom 3auiemseHunsa (cm. puc. B):
CUHApOM 3alleMNIeHNa MOXeT HabnoaaTbCa NPy CANWKOM MeAManbHOM HanpaB/ieHUU WUTbl BO
BPEMS BEHEMYHKLUMM MOAKAOUYMNYHOWK BeHbl. O 3al,eMAeHnn KaTteTepa MOFyT CBUAETENbCTBOBATH
Takne KAMHUYECKUe NpU3HaKu:
e [na obecneyeHnsa BBeAEHWS NaUMEHTY NPUXOAUTCA NOJHUMATL PYKY;
* MNepuoamnyeckoe BO3HMKHOBEHMe Npob6nemMm ¢ paboToi KaTeTepa, Hanpumep, TPYAHOCTM C
NpoBefeHMeM acnupauun UAn BBeAEHUS;
e 00/b B NOAKNOYNYHOW 061aCTU UNN BOSHUKHOBEHWE B3AYTNS BO BPEMS BBeLEHUS;
 \'yaweHHoe cepauebveHne unm AUCKoMhOPT B 006N1acTU TFPYAHON KNETKK
CBMAETeNbCTBOBATHL O pa3pbiBe KaTeTepa.
Mpn BO3HUKHOBEHUWN NHO6GOr0 U3 BbllWeyKa3aHHbIX MPU3HAKOB CMHAPOMA 3alleMeHus yganute
NOAKMOYNYHBIA KaTeTep.
[na o6Hapy>XeHUs HapyleHWin pasMelleHna KaTeTepa B pebepHO-KNUYMYHON obnactn cnepyeT
NPOBECTW PEHTreHorpaguio ¢ BBeAeHNEM KOHTPACTHOrO BELLECTBa.

MOTyT

V - NHopmana o MPT ckaHupoBaHuUu

V-1 O6uwaa HHpomauna

CooTBeTcTBYeT ycnosuam MPT ckaHupoBaHusA
MopT-cuctema CencaiT Candgtn (Celsite® Safety) ona BeHO3HOro gocTyna 6bina paspaboTaHa B
COOTBETCTBMM C  YC/IOBUAMM M HOPMaMuW  MarHMTHO-PE30HAHCHOFO0  CKaHWpPOBaHMA,
onpefeneHHbIMU TEPMUHONOTUET
MeXAYHapoAHOro oTAeneHns AMepuKaHCKOro oblectsa CreuuanucToB MO UCMbITAHUAM W©
matepuanam (ASTM), mapkMpoBoyHoe 0603HayeHue: F2503-08. 3To cTaHfapTHas npakTuka
MapKUPOBKMW YCTPONCTB MeAULUHCKOro Ha3HauYeHUs W ApYyrux afieMeHTOB, CBUAETeNbCTBYOLW el
0 6e3o0nacHOCTM paboTbl B MarHUTHO-PE30HAHCHOW cpeje.
HeknnHnW4Yeckne UCMbITaHWA NOKasanu, 4to nopT-cuctema Cencaiit Calidptun (Celsite® Safety) ans
BEHO3HOro  AocTyna COOTBETCTBYET  YC/MOBWAM U HOpPMaM  MarHUTHO-PE30HAHCHOrOo
cKaHupoBaHuA. [MauneHT MOXeT 6bITb 6e3onacHo o06cnefoBaH C MOMOLWbLIO 3TOr0 M3genus
HernocpeacTBEHHO MOCAE ero pasmeLeHns nNpu co6N0AeHUN CNefyoLWwnuX YCNoBUii:
* CTAaTUCTMYECKOE MAarHUTHOE HOJe AO/MKHO HaxoauTbes B npefenax 1,5 Tnn 3 Th;
* MaKCUManbHbIA MPOCTPAHCTBEHHbIA TPagMeHT MAarHUTHOrO NONA AO0/MKeH cocTaBnaTe 10 OO0
nnn meHee I'c/cm (3KCTPanonnpoBaHo);
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e MaKCMMalbHbIA YCPeAHEHHbI AN BCEro Tena yAenbHbI KoahuumeHT nornouweHns (SAR),
3aperncTpupoBaHHbIi MP-cuctemoid, gonmkeH coctaBnaTb 2,0 BT/Kr 3a 15 MUHYT CKaHMpOBaHUS
(8NA KaXX4oro MMNynbCHOrO peXxuma) B HopManbHOM pexume pabotel MP-cucTeMmbl.
MpumeyaHune; MpusegeHHad uHhopmaums o MPT kacaeTcs UCKNOUYUTENbHO NOpPTa BEHO3HOI0
poctyna. TecTupoBaHMWe crneynanbHbIX NPUHAANEXHOCTER AN MMMNAHTaLWMM HE NPOBOANNOCS.

V-2 loBblWEeHME TemnepaTypbl, cBA3aHHoe ¢ MPT

B xofe HeKAMHUYECKUX uccnefoBaHuini nopt-cuctema Cencaiit Canptm (Celsite® Safety) gns
BEHO3HOro fJocTyna npou3Bena crejywouine MakcuMalibHble MOBbIWEHUS TemnepaTypbl Ha
NPoOTSXKeHnn 15-MuH>THOro MPT (To ecTb, MOCPeACTBOM MOC/eA0BaTE/IbHOCTU UMMNY/bCOB) C
NOMOLLbIO cuCcTEM MouLHOoCcTblo 1,5 Tn/64 Mrn(Magnetom, Siemens Medical Solutions, Malvern,
PA. Software Numaris/4, ropu3oHTanbHblin ckaHep Version Syngo MR 2002B DHHS c akTuBHO
3awmToit), 3 Tn, (3 Tn/128 MTu, Excite, HDx, Software 14X.M5, General Electric Healthcare,
Milwaukee, WI):

Ycnosue MPT OT4eT MP-cucTembl, MaKCHMU/bMbIH KanopnmeTtpHyeckoe MakcumansHoe Bpems nposeneHuns
yCpenHeHHbI Ana Bcero tena 3HavyeHue N3MeHeHue MPT
yaenbHbli (BT/kr) TemnepaTypbl (nocpepctsom
KoathpuumneHT nor.loweHna (SAR), nocnepoBare.3bHOCTH
B1/Kkr MMNYNbCOB)
1,5Tn/64 MT 2.9 2.1 1.7°C 15 MyH
3Tn/128 My 2.9 2.7 2.08C 15 .MvH

V-3 Hpopmauna ob aptedaktax

KadectBo MP-n306paxeHnss MOXeT NocTpagaTth, ecivM nHTepecytowas 061acTb HaXo04MTCA TOYHO
B TOI e 06n1acT¥ MAM Ha paccTosaHMM A0 5 MM oT nopT-cuctembl Cencaint Caligptu (Celsite®
Safety) gns BeHO3HOro pgoctyna. Mo3ToMy MOXeT MOHAZ06MTbCA ONTUMM3aLMA NapameTpoB
nocTpoeHnsa MP-u3obpaxeHns AN KOMMNeHCaLUy Hanmumsa aToro u3genus.

VI -MNMPEAYNPEXOEHWA
O6paTnTe BUMXWNME HA TO, YTO CheayllMe nNpeaynpeXKAeHns COAep>KaT BaXKHYH

nHhopMaLno ana obecneveHns 6e3onacHOCT M naymeHToB. HecobnaeHne 3T 0 MHCTPYKLMKM NO

MPrweHeHNI0 MOXKeT MPUBECTU K CEPbE3HON TpaBMe nauueHTa:

» W3penue GblNI0 CTEPUNIN30BAHO C MOMOLLbIO OKCK/AA 3TWUIEHA, U MO3ITOMY B HepacrneyaTaHHOA
M HEMOBPEXAEHHOW WHAUBMAYaNbHOW YNakKoBKe SBNAETCA CTEPWUIbHBIM W anWpPOreHHbIM.
TonbKo ANs OfJHOKPATHOFO MCMOMb30BaHMS.

e 3genue n akceccyapbl He IBASAKTCS MHOTOPa3oBbIMW U He MpegHa3HauYeHbl 415 MOBTOPHOIO
ncnonb3oBaHusa.  Jllo6oe  MOBTOPHOE  WCMO/b30BaHME, HECOMHEHHO, HapywmnT
NMPOU3BOAMTENBHOCTL M 6€30NaCHOCTb M3AeNns. KOMMNOHEHTbI He MOAMEXaT OUNLLEHNIO UK
MOBTOPHOI cTepuamsayum.

e [locne wuMnNAaHTauMM U NOCNEAYIOLWEro W3BJEYEHUS MOPT-CUCTEMY HEOOXOAUMO
YHUUTOXUTb.

e XpaHWTe Npu KOMHATHOI TemnepaTtype. V36eraiiTe 3amep3aHns M Ype3MepHOro HarpeBaHus.
He cHuUMaiiTe KapTOHHYK YMakKOBKY C U34eNnus, MNoka He O6yaeTe TrOTOBbl K €ro
MCMONb30BAHUIO.

e T[lepef OTKpbITMEM Yy6eaMTeChb, YTO CTepubHAas ynakoBka He MoBpexaeHa. MpoBepbTe Ha
MapKUPOBKE CPOK COXPAHEHUS CTEPUNbHOCTU. HUKOrAa He UMNNaHTUpPYyiiTe U3genue, Cpok
COXPaHEHMUs CTEPUNBHOCTI KOTOPOTO MpeBbiWweH. A1 NOAAEPXKAHUSA CTEPUNBHOCTU AO/KHbI
6blTb COG/MOEHbI BCE CTAHAAPTHbIE MPOLEAYpbl CTepuUAn3alLmm nabopaTopHbiX NOMeLLEeHWNA.

e Bcerga npoBepsiiTe LEeNOCTHOCTb U3AENUS Mepej ero MMnaaHTaymen.

7/21

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MopT-cuctema CencaiT Caliptn (Celsite® Safety) ansa BeHO3HOro goctyna npefgHasHayeHa
ONS UCMONb30BaHUS WUCKAKYUTENbHO Bpavyamu, O3HAKOMJIEHHbIMU C TEXHUYECKUMMU W
KNMHWYEeCKUMU TpeboBaHMAMMN KacaTe/lbHO MMNaHTaLum nopT-CUCTEM.

Mepen uMmnnaHTauuel npoBepbTe MapameTpbl remoctasa 4acTUYHOe TPOMOMHOBOE BpeMS,
BpPeMS KPOBOTEYeHUs, COAepXaHue TpoMb6OLNTOB.

He nbiTaiiTecb YCKOpUTb BBeAeHMEe WHTpPOAblocepa, Auaaratopa wam J-06pa3HOro
NPOBOAHMKA, MOCKOJIbKY 3TO MOXET NPUBECTU KTpaBMe cocyga (pasgpaxeHunto, NpoKony uau
TpaBme).

Mpn wucnonb3oBaHWW paclennsemMoro WHTpogblocepa W3berainTe paspbiBa BeHbl Mpy
pacwenneHnn MHTPoAbIOCEpa.

Bcerga pasmelaiiTe HaKOHEYHWK KaTeTepa B BepxHel MoOfOM BeHe Ha BXOAe B MpaBoe
npeacepave, y'ynTbiBas BO3MOXHOCTb [BMXXKEHWA HAKOHEYHMKA MpU ABUXKEHUU nauueHTa
(cm. puc. A). HeBbinonHeHMe TpebOBaHMA 0 pa3MelleHUN HAKOHEYHUKA KaTeTepa B BEPXHel
nofoli BeHe Ha BXOAe B NpaBoe Npefcepane MOXET MPUBECTU K CMELLEHUI0 HaKOHEYHMUKA U
obpasoBaHui0 hMOPO3HbIX 060n04YeKk. CneayeT UCMNONL30BaTb pagnorpamMmy Ans NPOBepKu
NOMOXEHUA KaTeTepa M UCKIIDYEHNS TeMOTOopakca U NHeBMOTOpaKca.

Heobxogumo TwaTtenbHO MNPOBEPUTb BO3MOXHOCTb  MOAKMKOUYMYHOIO  pasMelleHus.
PekoMeHayeTca pa3MellaTb KaTeTep 3a npejenamu pebepHO-KAOUYMUYHOW 30HbI (CM. puc. B)
BO M36eXaHue CMHApOMA 3aleMneHns (cM. pasgen «CUHAPOM 3alemMaeHmsa»). Mpu Takom
pasmelleHnn Habnwgannucb paspbiBbl KaTeTepoB, YTO MOXET MoBJeYb 3a COO0M cepbesHble
nocneagctemns. Heob6xogumo ypaensite 0c060e BHUMAaHWE KaTeTepa.M, WCMOAb3yeMbiM B
TeyeHue ANUTENbHOT0 BPEMEHU UAWM ANs aMOynaTopHbIX MaLuMeHTOB. Pa3pbiB BO3MOXEH Kak
Yy CUJIMKOHOBOTO, TaK Uy NONIMYPETaHOBOroO KateTepa.

Bo n3bexaHue npobaem c KaTeTepoM WM Bpal,eHUs nopTa He PeKOMEHAYeTCa PUKCUpPOBaATh
NOpPT-CUCTEMY Ha NOAKOXHbIX TKaHAX. Mpn HanoXeHUU LIBOB He AONYyCKaliTe NOBPeXAeHUS
UNn cpaBneHnUs KateTepa.

Ecnn no Kakoi-nmbo npuumHe BO BpeMsA Npouedypbl  WUMMAaHTauuMyM NpPou3oLwno
pasbefuMHEHWe MNOPT-CACTEMbl C KaTeTepoM, nMepej MNOBTOPHbIM  MOAK/HOYEHUEM
pekoMeHAyeTCca oTpe3aTb MUHMMYM 1 cMm KaTeTepa. Bcerpa ob6pesaiiTe nt6oi \*acTok
KateTepa, KOTOpbI/ Obln NOAKAOYEH NMBO K TYHHenepy, NMbo K pasbeMy AN NPOMbIBaHUS
nepes MNOAKMOYEHMEM K BbIBOAHOW KaHlone. Y6eauTecb B Hafgnexawem MOI0OXKEeHUN
KaTeTepa nocfie 06pesKu.

He ucnonb3yiTe cTaHAapTHble UMbl AN MNOAKOXHbIX WHBLEKLMWIA, MOCKOMAbKY OHW MOryT
noBpeauTb MemM6paHy W NpPUBECTM K YTeuyke B CUCTEMe WAN ee 3aKyrnopke MenKuMu
yacTuuamMmm CcUAUKOHA. Mcnonb3yinTe AN NYHKUUM MeMOpaHbl Uribl CO cpe3oM (Urabl
ly6epa), Hanpumep, CypekaH u3orHyTtble (Angled Surecan®), CypekaH npsimbie (Straight
Surecan®'), CypekaH ¢ Kpbinbamu gna dukcaymm (Winged Surecan®), Cytocan nnm CypekaH
Caitptn 1l (Surecan® Safety II).

Hukorga He wWcnonb3yinTe HecoBMeCTUMble MpenapaTbl BMeCTe WM MOCAeLOBAaTeNbHO:
cneflyeT NpoMbIBaTh MOPT C NOMOLLLIO Kak MMHUMYM 10 mn pacTBopa xnopuga Hatpus (NacCl
0,9 %) nocne KaxAoro nekapcTsa A4Nna yaaneHna Bcex 0CTaTKOB npenapara.

Bcerga wucnonbsyiite wnpuy obbemom 10 mn unu 6onee, 4tobbl M3bexatb cO3faHuUsA
W3NNLLIHEro AaBNeHUA B ClyyYae OKK/HO3MK CUCTeMbl. B cnyyae 06CTPYKLMUKU CUCTEMBI HU NpU
Kakux 06CTOoATeNbCTBAX He MNbiTaliTeCb YCTPaHWTb MNPUYMHY OGNIOKMPOBKU, MOCPELCTBOM
BBefeHUs pacTeopa nof 601blWMM AaBIEHUEM — 3TO MOXeT NOCNTEUTb NPUUYNHONI paspbiBa
UAn nepemelieHus katetepa. B cnydae 6/10KUPOBKM M3-3a MUHEPANbHbIX WUAW AUMAULHbIX
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0CafKOB CNnefyinTe MeCTHbIM YTBEPXKEHHbBIM NPOTOKONaM. He pekoMeHAyeTCs UCMNOJIb30BaTb
cnupT Ana nonnypetaHoBbix (MY) KaTeTepos.

* B cnyvyae mHuuMpoBaHNS NPOBEAMTE NeyeHMe aHTUOMOTUKAMUK, €CAM 3TO NokKasaHo. Ecnm
He yZaeTca NPOBECTW fleYeHNe UM 3TOT CNOCcob He ABNSETCA NPUMEHUMbIM, KaTeTep LOJDKeH
ObITb yfaneH BMecTe C NOPTOM.

VI- CNOCOBbl MMMNNTAHTALUNW

VII-1 O6uwme NONOXKEHUSA:

* HacToATenbHO pekoMeHAyeTCS WCNONb30BaHWe YNbTPasBYKOBOW BuM3yanusauuum ans
onpefeneHns NoAxoasalleli BeHbl U BO BPEMS MYHKLWW BEHbI.

e [ns MUHMMU3ALWUK pUCKa UHPULUPOBAHNA 1 TpOM6OO3a cnefyeT co6n04aTb UHCTPYKLMIO MO
MPUMEHEHUIO.

* Yb6eauTecb B TOM, YTO fMaMeTp KaTeTepa COOTBETCTBYET AMAMETPY BeHbI.

* Y0beauTecb B NPOXOAMMOCTU KaTeTepa nepej MmnaaHTauuen nocpeacTsoM ero npoMblBaHUs
B COOTBETCTBYHLEM pa3beme. [MpomoiTe nopT nepej NOAKIKOYEHWEM K KaTeTepy
(cm. puc. C). Ans npoMblBaHWUS NpeABapuUTebHO MNOAKAOYEHHbBIX CUCTEM UCNONbL3YITE UTNY
y6epa.

* CHumunTe J-06pa3Hblil NPOBOAHMK U pacllMpuTenb O4HOBPEMEHHO. He yaanalite J-06pasHblii
MPOBOAHWMK uYepe3 [AuiaTaTop, MOCKO/AbKY 3TO MOXET MpPUBECTM K pasmaTbiBaHUIO J-
06pa3HOro NpPoBOAHUKA.

e [nda npepoTBpalleHns BOSMOXHOIo cpesa J-06pa3HOro NnpoBOAHMKA 3anpeLLaeTcs U3BAeKaTb
€ro M3 BeHbl C MOMOLLbIO NYHKLWUOHHOW WUIbl.

e PekomeHpyeTca wucnonb3oBatb pactBop NaCl 0,9 % (c renapuHom wunn 6e3 Hero B
COOTBETCTBUW C MECTHbIMM NMPOTOKONAMU) AN MPOMbIBAHUA M PUKCaLMU NopTa U KaTeTepa
BO BPeEMS MMMAaHTaLuu.

» B0 Bpems uMnnaHTauum ybegmtech B TOM, YTO KaTeTep He MOBPeXAeH CBOOOAHO nexalnumm
WUnuaMmmn, WOBHLIMN UTFAaMU UAN APYTUMU OCTPLIMU UHCTPYMEHTAMU,

* WN3b6eraiiTe nepekpy4mBaHuii AW OCTPbIX YI0B Ha MyTW KaTeTepa BO BPeMS MMNAaHTaLum
BO M3b6exaHue yXyaLWweHUs npoxXoguMocTH.

* Yb6eauTecb B COOTBETCTBMM pa3mepa KapmaHa And nopTa pasMepy camoro nopra.

e KateTep fomkeH ObITb NpUKpenneH K BbIBOAHOW KaHlne BAOMb ee ocu (cm. puc. D), a He
nonepek ee, MNpuM 3TOM €ero nNpuKpenneHne AOMKHO OblTb OCYLLECTB/IEHO [0 TOro, Kak
COeAMHUTENbHOE KOMbLO 6yAeT CNyLIEHO MO KaTeTepy.

e PekomeHayeTCq BbINOAHATL MNOAKOXHOE MpOBefeHWe KaTeTepa MO TyHHenepy no
HanpaBfeHWNIO K MOpTY.

e Cpasy nocne pasMelleHus noprta crefyeT NPoOBepUTb HaMUMe MNOTEHLUANbHbIX OCNOXHEHW
y naumeHTa.

e Heo6x04MMO BbINOMHUTL MOCAEONPealOHHY0 peHTreHorpaguio Ans MNOATBEPXAEHUA
MONIOXKEHUA KOHYMKA KaTeTepa W WCK/IOYEHUS BO3MOXHbLIX OC/OXHEHWA, Hanpumep,
NHEBMOTOpaKca, reMoTopakca.

MpumevaHus:

KapTa nauueHTa

KapTa naymneHTa NocTaBnsieTcs ¢ Kaxaoi nopt-cuctemoi Cencainit Candhtm (Celsite® Safety) ans
BEHO3HOro Aoctyna. 3ano/iHeHHY KapTy cnejyeT OTAaTb NauueHTy cnefyeT AaTb NauyueHTy
yKaszaHue BCerga HocuTb ee ¢ COBOIA.
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MpegBapnTeNbHO NOAK/OYEHHbIE KATeTep U NopT

Heo6x04MMO NPOBECTM TYHHe/b KaTeTepa OT KapMaHa nopTa L0 TOUYKU BEHEMYHKLUUMN.

Mepen BBeAEHWEM B BEHY KaTeTep cneAyeT U3MeEpPUTb M 06pe3aTb A0 Hagnexalei ganHbI.
MpenBapuTeNbHO MOAKAOYEHHbIE MOPTbl He MNpejHa3HayeHbl AN cnocoboB YCTaHOBKU Nof
KOHTponem JKI.

He nbiTalTecb OTKAKOUYUTbL W (MAW) NOBTOPHO NOAKAKUYUTL MNpefBapuTeNbHO MOAK/IHOYEHHbIE
nopThl.

KaTeTep c kfianaHom

He yctaHaBnuBaiiTe KaTeTep no J-06pa3sHOMY NPOBOAHWKY, MOCKOAbKY 3TO MOXET NpPUBECTU K
MOBPEXAEHUNIO KnanaHa.

He cnepyeT nponyckaTb TYHHe/iep CKBO3b KnamnaH.

MoaknUeHNe NopTa K KaTeTepy

CnycTnTe COEAMHUTENbHOE KOMbLO MO KaTeTepy, MPOTONKHWUTE KaTeTep fAafblue MO BbIBOAHOM
KaHloNe TakuMm 06pa3om, 4TO6bl OH MOMHOCTbI MOKPbIBAn ee, MOCAe Yero CchnycTuTte
COeAUHNTENbHOE KONbLO MO KaTeTepy W BbIBOAHOW KaHtone. CoeAMHNTENbHOE KONbLO [AO0/KHO
conpukacaTbcs ¢ noptTom (cMm. puc. D) Bo nsbexaHve NpexaeBPeMeHHOro 0TCOeANHEHNS.
Y6eauTech B Hagnexaliem NoAKMOYEHUN KaTeTepa, aKKypaTHO MOTSHYB ero

VI1-2 Upe3KoxHbIn cnocob
a) BbibepuTe Hagnexaliee MecTo 4n5 pasmeLleHus.

6) [MMoaroToBbTe MECTO YCTAaHOBKM B COOTBETCTBUM C feilcTB}nowmumum npoueaypamu
o6e33apaxuBaHus.

B) BBegnTe NYHKUWOHHYIO Uy B BblGpaHHYK BeHy; MPOBepbTe MOJ0XeHMe, Habnwaas 3a
06paTHbLIM TOKOM KpoBM (CM. puc. E).

r) Beegute J-06pasHblii NPOBOAHMK B BEHY. 10 JOCTMXXEHUWN HAANeXaLLero nofioXKeHus yganute
uray (cm. puc. F).

4) HakpyTuTe NOAKMIOYEHHbIi AMnataTop BMeCTe C paclwennseMblM WHTPOAbHOCEPOM Ha J-
06pasHbIii NPOBOAHMK BpawaTeNbHbLIMWU ABVXEHUAMWU NS NPOXOXKAEHUA Yepe3 KOXHbI/i NOKPOB
(cM. puc. G). Bo3sMOXHO cfienaTb Ha KoXe Hebonbloi Hagpes, 4To6bl 061erynuTh NPOXOXKAeHUe
WHTpO/blOCepa.

e) Ypanute gunaratop BmecTe ¢ J-o6pasHbIM MPOBOAHMKOM W3 BEHbl W BBEAUTE KaTeTep yepes
pacwennsemMblii MHTpogbtocep (cMm. puc. H) go Tpebyemoro nonoXeHWsa B MeCcTe BXOfa BepXHei
nonioli BeHbl B NpaBoe npeacepaune (cm. puc. A).

X) YpanuTe pacliennsgemblil MHTPOAbKOCEP U3 COCYfa, HaXXaB BHWU3 2 ero py4yku, 3aTeM CHUMUTE
C MHTpoO/blocepa KaTeTep, y6eAUBLLUUCH B TOM, YTO KaTETep He CMECTM/ICA MO OTHOLLIEHWUIO K BeHe.
3) MpoBepbTe NONOXEHNE KOHUYMKA KaTeTepa, MCMNO/b3ys PEHTIeHOCKONUIO.

n) MofroToBbTe NOAKOXHBIA KapMaH Ana nopta B BbIGpaHHOM MecTe, Mpu 3TOM NOPT AOJDKEH
pacnonaratbCa NPUOIU3NTENbHO Ha rnyb6umHe 1/2-1 cM OT MOBEPXHOCTM KOXW. CHUMUTE C
KaTteTepa pa3beM A4 NPOMbIBAHUA U NOAKNOUYUTE ero K TYHHenepy (cm. puc. ).

K) MpoBeanTe TYHHeNb KaTeTepa OT TOYKU MYHKLUWUW BeHbl K MECTY, rae 6yaer Haxo4uMTbCa nopT
(cm. puc. J); ybeamnTtechb B OTCYTCTBUM NepeKkpyUnBaHUS KaTeTepa.

n) OTpexbTe NUWHIOW AAUHY KaTeTepa (No4 NpsAMbIM Yraom), npexaie 4eM MOAKAKYaTb ero K
nopty. Moaknw4nTe KaTeTep K NopTy (CM. pasgen «lMoAKntoUYeHne NopTa K KaTeTepy»),

M) BcTaBbTe NOpT B COOTBETCTBYHLWMWIA KapMmaH, He JOMycKas Nepekpy4vymBaHWUA KaTeTepa U
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06pa3oBaHUA Ha HEM METefb.

H) Y6eamtecb B NMPoOXoauMmocTn KaTeTepa (o6ecneymBas BO3MOXXHOCTb KaK acnupauuu, Tak u
BBEAEHMNA), obpallas BHMMaHMe Ha TO, 4TOObl KOXHbIA pa3pe3 Haxoguncs B 1 cM OT MecTa
BBeeHUS.

0) PekomeHayeTcs OMKCUPOBATb MOPT-CUCTEMY Ha MOAKOXHOM TKaHW C MOMOLLbHO LLUBOB.

VII-3 Xupypruyeckuin cnocob nyTem BeHeCeKLUN
a) BbibepnTe Hagnexatiee MecTo 419 pasMeLLeHuns.

6) MoaroToBbTe MECTO YCTAHOBKM B COOTBETCTBUM C [eWACTBYHOWMMMK Mpouesypamu
o6e33apaxusaHus.

B) CaenainTe Haapes Ha KOXe M oTnpenapupyiite TkaHu (cMm. puc. K).

r) Boibepute cocys v NpoBeauTe Moj HUM HUTKU. HagpexbTe cocyf CKanbneneM Mam HOXHULamm
(cm. puc. L).

4) BBeguTe npefBapuTenbHO NPOMbITLIA KaTeTep B cCOCYf, MCNOMb3ya ANA 3TOro He60/MbLUOW
aunaratop uav BEHOMNOABLEMHUK (CM. puc. M) 1 pasmecTuTe ero B TpedbyeMoMm MoM0XEHUN B MecTe
BX0Ja BepxHei nonoit BeHbl B NpaBoe npegcepane (cm. puc. A).

e) BbINoNHUTE MYHKTbI «MW)»-«N)» npeablgywero pasgena: «VII-2. Upe3KoXXHbIi cnocob».

V11-4 Cnocob ycTaHOBKM KaTeTepa No NPOBO/0OYHOMY NPOBOAHUKY (OTW)

CnepyiiTe nyHKTaM «a)»-«r)» pasgena «VII-2. Upe3KoXHblil cnocoo6x».

3TOT cnocob NpMMeHUM TONIBKO € apTukynamm ST601C OTW, ST605C OTW u ST601C OTW
Safety.

a) HakpyTtute gunatatop Ha J-06pasHblii NPOBOAHWK, WCMONb3YS KPYroBble ABUXEHUSA [AAs
NpoBeAEHUS Yepe3 CMOA KOXN.

6) Y panute gunatatop (cM. puc. N). MNpomoliTe kaTeTep pactBopom xnopuga Hatpua (NaCl 0.9%)
M npoBefuTe KaTeTep no J-o6pasHOMY NPOBOAHUKY A0 TpebyemMOoro nosioXXeHUs B MecTe BXOAa
BEpXHel nonoi BeHbl B NpaBoe npeacepaune (cm. puc. O), B) CneayinTe npeAcTaBNeHHbIM Bbille
NYHKTaM «n)»—«n)» pasgena «VII1-2. YpeskoxHbIil cnocob».

VIl - Cnocob umnnaHtaymm nof OKI-koHTponem (ECG-TexHUKaA)
3TOT cNoco6 MOXET MCNOMb30BaThCs TONbKO ¢ QKM -MoAensaMmn nopT-CUCTEM, KOTOpble MMEKT
cneunanbHble ANA 3TOr0 NPUHaANEXHOCTH.

VIII-1 MonoxeHne HaKOHeEYHMKA KaTeTepa COrnacHo cnocoby pasmelleHMs KaTeTepa noj
KOHTposiem IKI

PekomeHfyeTca pa3MmellaTb HAKOHEYHMK KaTeTepa Ha BXOJe B NnpaBoe npepcepaune (cm. pasgen
«VI. MPEAYNPEXOEHWA»).

Mo mepe NpubANXeHWUA KaTeTepa K npasomy npegcepauto 3ybel P HaunmHaeT nogHumatbes (1)
(cm. puc. W). MakcumanbHaa BbicoTa 3ybua P gocTturaetcs n nojfepxuBaetcs, Korga katetep
BXOAMWT B MpaBoe npefcepaue.

CnefyeT OTMETUTb, YTO amMnauTyfa 3y6ua P 6yfeT yMeHbLWaThCA, ecin KaTeTep NpoABUraeTcs
BHM3, B HUXHIOK Nonyw BeHy.lMocne onpefeneHns NonoXeHWsa B KOTOpom 3ybel P gocturaet
MaKCMManbHOW amnauTygbl (4TO COOTBETCTBYET aHaTOMMUYECKOMY Mepexofy MexXAy BepXHei
MO0 BEHOI 1 NpaBbiM MpeAcepanemM), NPOoABUHbTEKATETEP elle Ha 2 cM Bhepen (2). TO U ecTb
(huHanbHOe MOMIoXKeHWe KOHUYMKa KaTeTepa.Tak Kak 3Ta npouejypa NpoBOAUTCA C MauuMeHTOM,
HaxXo4AWMMCA B MOJIOXEHUW NeXa Ha CMuHe, 3TO MOJIOXKEHUE KaTeTepa LOMYCKaeT CMeLleHune
KOHUYMKa KaTeTepa Ha 2—3 cM, KOTOpOe MOXEeT NPOoM30iATU, KorganauneHT NnpuMeT BepTUKaNbHOe
MoNIOXeHwe.

VI1II-2 MpeaynpexaeHus
o[ind 3aWlMTbl OT YTeUKM TOKa, HEOBXOAMMO MCNONb30BaTh TONbKO OKI-MoHMTOpLI Knacca 1c
mMapkuposkoin CE, autdepeHumanbHbeiM BxogoM (Tun CF) U noAKAOUYEHUEM K MOHUTOpPY
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LOMOMHUTENBHOM0 KOHTYpPaBblpaBHUBAHWUA NOTEHLNANOB (3a3EMJIEHME).

e JTa TexXHWKa MOXeT 6biTb MCNONAb30BaHa TOMbKO ¢ QK[ -o6opynoBaHMeM, KOTOpoe WMeeT
crneumanbHO NPUCNOCO6/EeHHbIE MPUHALNEXHOCTH.

* MMopTt-cuctema CencaT Caligtn (Celsite® Safety) gna BeHo3Horo pgoctyna ¢ K-
060pyf0BaHMEM He [O/KHA MCMOb30BAaTbCA €CAN O4HO M3 HUXKEMepeUNCNeHHbIX YTBEPXKAEHWNI
NPUMEHUMO K NaumneHTy:

* HanMuune KapAnoCTUMYNATOPA;

* U3BECTHbIe HApYLIEHNS CepllevHOl AeATeNbHOCTU UAN HapyLleHNUs CepAeyYHOro puTMa;

* [OCTYN Yepes3 HUXHIOI MONYI0 BEHY.

o Ecnn 3KI He noaTBepXJaeT HUKAKUX W3MEHEeHWA, npu MOJ03PEHUU Ha Henpasu/ibHOe
NONMIOXKEHNEe KOHYMKa KaTeTepa, CieAyeT BbIMNOAHWUTL MPOBEPKY C MOMOLLbIO PEHTIeHOCKOMUMN.
HeobxoAnMMo  MCNONb30BaTbMOCAEONEPALMOHHYIO  pajuorpammy  Ans  NOATBEPXKAEHUS
NONMOXEHUSA KOHUYMKaA KaTeTepa.

* 3almMTa OT PUCKOB 3NEKTPOCTATMUECKOr0 paspaja:

* UCNONb3yiTe TONbKO B MNOMELWEHUAX, 3aliuleHHbIX OT 31eKTPOCTaTMYecKoro paspaga
(npoBoaswnin non);

 00yBb MEAMLWMHCKOIO MepcoHana f[O/KHa OblTb W3roTOB/AEHAa W3 PEKOMEHAOBaHHbIX
NOSIMMEpPHbIX MaTepuanos;

* He AonyckaliTe CONPUKOCHOBEHUS J-06pa3HOro NPOBOAHMKA C BHEWHWMW TOKONPOBOAAL UMY
petanamu;

* nepef Ucnonb3oBaHuem ybeauTech B TOM, YTO BCe COEAMHEHUA 3aKPEMN/eHbl;

* HE UCMONbL3YiTe aBTOKNAB;

* He OMYCKalTe B XUAKOCTb;* PEMOHTHbIE paboTbl 4O/MKHbI MPOBOAUTHCA TO/IbKO M3rOTOBUTENEM.

VIII-3 Ype3koXHbIA cnocob ycTaHoBKM noj KoHTponem OKI ¢ wucnonb3oBaHuem J-
06pa3HOro NpoBoOfHMKA

MoaroTtoBKa K cnocoby ycTaHOBKK ¢ nomouibio IKI

a) YctaHoBuTe 3anekTpodbl AKI Ha rpygHylo KneTKy nauueHta (cMm. puc. Q).

MpumedaHne. [N 4Ype3KOXHOro BBefAeHMA KaTeTepa TpebyeTcsi OTAENbHbIA J-06pasHblii
nposogHuk 0,035 (0,89 mm)

6) MpuroToBbTE KaTeTep, BBEAS B HEr0 MMEKLLIUIACA B KOMMNJEKTE MapKMPOBaHHbIW J-06pasHblii
NPOBOAHUK.

MpumeyaHue. He nbiTaliTecb BBeCTM J-06pasHblii MPOBOLHWK 4Yepe3 pasbeM ANA NPOMbIBaHUS.
CnepyeT BBOAUTL J-00pa3Hblii NPOBOAHUK HEMOCPEeACTBEHHO Yepe3 KaTeTep.

B) HageHbTe agantep OKI Ha KoHely J-o6pa3HOro npoBogHWKa K ybegutecb B TOM, 4TO J-
06pasHbIn NPOBOAHMK NOMHOCTLIO MPOXOAUT CKBO3b YCTPOMCTBO (CM. puc. R).

r) NMoeepHUTe 3eneHYH pPYKOATKY Ha 90°, uTo6bl YCTAaHOBWTb KOHTAaKT MexXay J-06pasHbiM
NPOBOAHWKOM ¥ MPOBOAAWMM WTbIpeM ycTpoiicTBa KD (cm. puc. S).

n) Cneayiite NnyHKTam «a)»-«f)» pasgena «VII-2. Ype3KoXHblli cnocob».

e) Ypanute J-06pasHblii NPOBOMOYHbI/ MPOBOLHWK BMECTe C AMaTaTOpoOM M3 MHTPOAbIOCEPA U
BBeAMTe KaTeTep (BMeCTe C MapKMpoBaHbIM J-06pa3HbiM MPOBOAHWKOM) B paclienfisemblii
MHTpoAblocep. Bo Bpems BBefAeHMA B BeHY J-06pa3Hblii NPOBOAHUK CleayeT OTTAHYTbL Hasaj B
KaTeTep.

X) MoacoefnHUTE KOHeL, kabens K LeHTpanbHOMY pasbeMy yHUBepcanbHoro agantepa Certodyn
(cm. puc. U) 1 BKIKOUNTE PEXWU.M BHYTPEHHETO MOHUTOpPUHra (cm. puc. V).

3) Korga kaTtetep 6yaeT BBefeH B BEHY npubamsmtensHo Ha 10-13 cm, cnefgyeT NPoABUHYTH J-
06pasHblii NPOBOAHMUK B KaTeTep L0 TeX Mop, NOKa MeTKa Ha HeEM He AOCTUIHEeT KOoHLa KaTeTepa.

n) Korga meTka Ha J-06pasHOM MNpoOBOAHWKE AOCTUIHET YPOBHA KaTeTepa, 3armb npoBOAHMKaA
6yLeT HAXO4AUTLCA B TPeOYEMO.M MOJMIOXEHUN HA KOHLEe KaTeTepa.

K) Cm. pasgen «VILll-1. MonoxeHne HaKOHEYHUKA KaTeTepa COrfacHo cnocoby pasmMelleHus
KaTeTepa noj KoHTposiem IKI».

n) Ypanute J-06pasHblii NPOBONOYHBIA NPOBOAHWK, YAEPXMBasA KaTeTep Ha MecTe, NMPOMONTE K
3aKMUTe KaTeTep.
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M) YpanuTe paclennseMblii WHTPOAbLIOCEP HAXaB BHWU3 2 €ro pyyku, 3ateM CHUMUTE C
MHTpOAbloCepa KaTeTep, yoeaMBLWMNCL B TOM, YTO KaTeTep He CMEeCTU/ICA N0 OTHOLUEHMWIO K BEHe,
H) CneayiTe NyHKTam «u)»-«0)» pasgena «VII-2. Ype3KoXXHblli Cnoco6».

V1I1-4 Upe3KoXHbln cnocob yCTaHOBKW C UCMONb30BaHMEM (PU3MOMNOTMYECKOro pacTBopa
(NaCl 0,9 %) nog kKoHTponem IKI

MoaroTtoBKa K cnocoby ycTtaHOBKKU ¢ nomow,bo KT

a) YcTtaHoBUTe anekTpoabl QK Ha rpyaHyo Knetky nayueHTa (cM. puc. Q).

6) BcTaBbTe pasbem Ansa MPOMbIBaHUA B ONMIKHWMIA KOHEL, KaTeTepa WM NPOMOITe KaTeTep
(hM3M0N0rMYeCKMM pacTBOPOM.

B) 3aBMHTMTe aganTtep Ansa KM Ha pasbeme ANA NPOMbIBAHUA.

r) 3aBMHTUTE WINPWL, HAMOMHEHHbIA thunsnonornyeckum pactsopom (NaCl) 0,9 %, Ha aganTepe
ana OKI nybeamtech B TOM, 4YTO B cMcTeMe HeT Bo3g™aca (cm. puc. T).

n) CneayiiTe NyHKTam «a)»—«a)» pasgena «VI11-2. Upe3KoXHblli CNoco6».

e) Ypanute J-06pasHblii NPOBOAHMK B.MECTe C AMNaTaTOpPOM U3 MHTPOAblOCEepa U BBEANTE KaTeTep
(B BERY).

X) MojcoeanHNTe KOHel, Kabens K LeHTpanbHOMY pasbeMy YHUBepcanbHoro agantepa Certodyn
(cm. puc. U) 1 BKNIOYNTE PEXXUM BHYTPEHHEr0o MOHUTOPUHTIA (CM. puc. V).

3) Mocne BBeAEHUA KaTeTepa B BEHY Npu6AM3NTeNbHO Ha 10-13 ¢M HauyHUTEMeAneHHO BBOAMUTH
(h13n0NOrMyecKnii pacTBop B KaTeTep Yepes aganTep.

n) Cm. pasgen «VIII-1. MonoxeHne HakKOHeYHWKa KaTeTepa COrfacHO Cnocoby pasmelieHus
KaTeTepa nojg KoHTponem OKI».

K) Ypanute pacuiennsieMblii WHTPOAbKOCEP HaXaB BHM3 2 ero pyyku, 3aTeM CHUMUTE C
MHTpOAblOCepa KaTeTep, yoeaMBLINUCL B TOM, YTO KaTeTep He CMeCTU/CS N0 OTHOLIEHUIO K BEHe,
n) Cnepyiite NyHKTaM «Un)»—«0)» pasgena «VII-2. YUpe3KoXxHblli cnoco6».

VI1I-5 Xupypruyeckuint cnocob nytem BeHecekUuuu nog KoHTponem 3KI ¢ Mcnofb3oBaHUeM
J-o6pa3Horo nposogHuKa

a) MoparoToBKa K cnocoby ycTaHOBKM C nomowbio IKI: cnegyinTe NyHKTam «a)»—«r)» pasgena
«VI1I1-3. Ype3KoXHblli cnocob ycTaHOBKW nof KoHTponem 3KI ¢ nomoulbio J-o6pasHoro
NMPOBOAHUNKa»

6) MoAroToBKa K MOAYYEHUIO AOCTYyNa K BeHe: cnefyiite NyHKTam «a)»—«r)» pasgena «VII-3.
XUpypruyecknini cnocob nyTeM BEHECEKLUMN».

B) Beegute kateTep (BMecTe C MapKUpoBaHbiM J-06pa3HbiM MPOBOAHWKOM) B BeHY. Bo Bpewms
pasmelleHna J-06pasHblli NPOBOAHMK CrnefyeT OTTAHYTb Hasafg B KaTeTep.

r) PasMmelleHue KateTepa: CneflyiTe MyHKTam «fa)»-«un)» pasgena «VII1-3. Upe3KoxXHbIii cnocob
yCTaHOBKM nof KoHTponem OKI ¢ nomowbio J-06pa3HOro nNpoBoAgHUKa».

n) Cnepylite NyHKTaM «n)»-«0)» pasgena «VII-2. Upe3sKoXHblli cnoco6».

VIII-6 Xupypruyeckuit cnocob nytem BeHecekuun nog KoHtponem 3KI ¢ Mcnonb3oBaHUeEM
(hnM3MoNormM4yeckKkoro pacTeopa

a) MoaroToBKa K cnocoby ycTaHOBKM ¢ nomouwbto KT : cnegyinte nyHKTam «a)»-«r)» pasjena
«VI11-4. Ype3KoXKHbI cnocob yCTaHOBKM C MCNO/b30BaHNEM (PM3MOIOTMYECKOro pacTBopa nofg
KOHTposem 3K ».

6) MoaroToBKa K MONyYeHWUIO fJocTyna K BeHe: Cnefyihte MyHKTaM «a)»-«r)» pasgena «VII-3.
Xnpypruyeckuii cnocob n>TeM BEHECEKLUMN».

B) KateTep BBOAMTCA B COCYA C MOMOLbI HeBOMbLLWIOro gunararopa WAM BeHONOAbeMHUKa (CM.
puc. M)

r) PasmelleHne KateTepa: Cnefyiite NyHKTam «X)»-«un)» pasgena «VII-4. Upe3koXHblit cnocob
YCTaHOBKW C UCMNONb30BaHUEM (hM3MONOTMYECKOro pacTeopa nog KoHtponem 3KI».

n) Cnepyiite NyHKTaM «J1)»-«0)» pasgena «V11-2. Upe3KoXHbIl cnocob».

IX-¥YyXO0[4 3ATIOPTOM N KKATETEPOM
IX-1 O6wune pekoMeHaaLuUm
e Crporo cobnwopfaite npouesypbl aCeNTUKN MPU BBELEHUN WU U3BATUM NOPT-CUCTEMBI.
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YuuTbiBalTe BCE MPOTHBOMOKA3aHUA W HMHCTPYKUHM 1S BCEX BBOAMMBIX MPOAYKTOB,
Npe10CTaBACHHBIE X H3TOTOBHTEJIEM.

Ipu ucnonb3oBanumu renapuHUsnpoBaHHoro xnopuaa Hatpua (NaCl 0,9 %) cuctemy cHauana
CIEYET NPOMbITb YUCTBIM pacTBOpoM Xiaopuaa HaTpua (NaCl 0,9 %), nockonbKky HekoTOpbIE
NIEKapCTBEHHBIE NpenapaThl MOTyYT BCTYMAaTh B PEAKLIMIO C T€NapHHOM H BbI3bIBaTh OKKIIO3HIO
nopra/karerepa B pe3y.ibTaTe 06pa3oBaHHA OcaaKa. HE PEKOMEHAYETCS UCMOJbL30BaTh CNUPT
ans noaunyperadosbix (I1Y) karerepos.

Bcerna npombiBaiiTe CHCTEMY MEXKAY BBEACHHUAMH pa3iHUHbIX Npenapatos. [ yMeHblLIEHHS
pHCKa OKKJIIO3MH KaTeTepa Heo6xoaMmo cobatoaarte 0cofylo  OCTOPOXKHOCTb  MpH
MCTIOIb30BAHKH MPENapaToB, KOTOPbIE HMEIOT BLICOKHI pHCK 00pa30BaHHs MPELMIIUTATOB, C
AHTUKOAryJsLIKOHHBIMHK areHTaMH Noc.1e 3a60pa WM NepeanBaHHUs KPOBH.

Bo BpemMs MMNnaHTauuH, HMCMONb30OBaHMA, OOCIYKMBAHMA MM M3BNCYEHHS YCTPOACTBa
cleayer, B ciayvyae HeoOXOAMMOCTH, TNPOBEAHTE pPEHTreHorpadguio ans NOATBEPXKIACHHA
NO.10)KEHHUA NOpTa/KaTeTepa BO H30EKaHHE KaKHX Obl TO HH OblJ10 COMHEHHH HH OCNOXKHEHUH.
[lepea HayanoM BIMBaHMA BCeraa nposepsiTe GYHKLUMOHANBHOCTD NMOPTa U KaTeTepa NnyTem
acnHpauMH 2 M KpOBH B LUNPHLL U BBEAEHHUS 5 M1 pacTBopa xnopuaa Hatpus (NaCl 0,9 %).
Ecau acnupauus KpoBU HEBO3MOXHA NONBITAHTECH MEAJIEHHO BBECTH B MOPT 2 MJI pacTBOpa
xsiopuaa Hatpusa (NaCl 0,9 %). Ecau npu 3TOM OTMeuaeTcs conpoTHBAEHHE BBEAECHHUIO MIIH
NPOUCXOAMT B3AYTHE BOKPYr MOPTa WM BAOJbL KaTETEPa, 3TO MOXET CBUAETENLCTBOBATh O
HEHCNPABHOCTH M3AeauA. B 3TOM cnyuvae cieayeT NpoBepuTh LEJOCTHOCTb YCTPOHCTBAa Ha
PEHTIEHOrpaMMe C UCMOb30BaHHEM KOHTPACTHOIO BELIECTBA.

[locne kaxxaoro Mcnonb3oBaHUA W uepe3 Kakable 4 HEAEM, €CIIU JIeYHEHHE HE NPOBOAUTCS,
npoMbIBaidTe NopT-cucTeMy ¢ nomouubio 10 M pacTBopa xnopuaa Hatpus (NaCl 0,9 %). Ecnu
BO BpeMs BBEJCHHMS BO3HHMKAET COMPOTHBIIEHHE, WM NMPOMCXOAMT B3AYTHE BOKPYr KaMepbl
nopTa WK B0JIb KaTeTepa 3TO MOXKET CBHUAETE/IbCTBOBATh O HEUCMIPABHOCTH H3AEHA.

Hrnsl pnurensHoro nenoab3oBaHns CypekaH ¢ Kpblabamu ans pukcaunu (Winged Surecan®),
Cytocan unu Cypekan Coitgptu Il (Surecan® Safety II) nna nopr-cuctem Moryr 6biTh
WCNONb30BaHbl HAa MPOTAXEHUH OT 24 wvacoB A0 7 AHedl NpM OTCYTCTBMU 3apakKeHHS,
NOKPaCHEHHs, B31yTHA HIH 601H, a TAKKE B COOTBETCTBHH C MECTHBIMM, MrOCY1apCTBEHHBIMH
MK PO eCCHOHANBHBIMH MpeaNUCaHUAMH.

HdnuHy ¥ anaMeTp Wrael No wKane refx chelyeT BbIOMpaTh COMIaCHO aHATOMHYECKHM
0COGEHHOCTAM NaLMEHTa H NPEAIaracMoMY JIEYEHHIO.

Hns Toro 4tobGbl COKPaTHTHL MOTEPIO KPOBH M CHU3WUTb PUCK BO3HWKHOBEHWS BO3AYLIHOH
3M601HMH BO BpeMsi BBEACHHA MPOBOIOYHOrO MPOBOAHMKA B MINLY WAM B paclUersemblii
MHTPOABIOCEP, NALMEHT JOJXKEH BBIMOTHMUTL MaHeBp BanbcanbBbl; 118 3TOr0 TaKXKe MOXKHO
3aKpbITh OTBEPCTHE HA pa3beME A1 NPOMbIBaHMA OoNbIIMM nanbleM, TM60 BOCNIONb30BaThCA
WINPHULIOM WK HAKOHEYHUKOM IS BbIPABHUBAHHUSA 1aBJICHUA.

[To okOH4YaHHM LIKMKNA NEYEHUS Uy CEAYET H3BMeYb.

He naknons#ite uriy nocie npokosna MeMGpaHbl.

MecTo BBE€HHA HIAbl BCE BPEMS 10/KHA 3aKPbiBaTh repMETHYHas MOBA3KA.

PerynspHo nposepsiiTe YHCTOTY NOBA3KH, MEHATE MOBA3KY B COOTBETCTBHMM C MECTHLIMH
NPOTOKOJIAMH MJIH €C/TH NMOBA3KA 3arpA3HEHa, HaAMOK.1a WK YTPaTHIIa TepMETHYHOCTD.

Ans M3BNEYEHUS WINbl PEKOMEHAYETCA MPHUMEHATH TEXHHKY MOJOXKHTENBHOTO NaBlEHHUS
(cm. puc. P).
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IX-2 Oco6oe BHuManHe npu paboTe ¢ AeTbMH

Cneayer cobmoaarh 0co6yt0 OCTOPOXKHOCTb NP pasMELUEHHMH HAKOHEYHMKA KaTeTepa Mocie
HUMIIAHTALMK NOPTA, €C/IH NALKHEHTOM siB.1seTCA pebeHok. [TockonbKy opraHn3M pebeHka pacrer,
Yepe3 HEKOTOpOE BpeMs MON0KEHHE HAKOHEYHWKA KaTeTepa U3MEHHTCA: OH NPOABHHETCS BbILLE
K BepxHei mosioil BeHe. Kak M B cayyae ¢ moObIM JpyriuM KaTeTepoM, MOJIOKEHHUE KaTeTepa
BBICOKO B BEpXHEH noJiol BeHe npeapacno.araeT K obpa3zoBaHuio PUOPO3HLIX 000JI0UEK M
BO3HHKHOBEHHIO JAPYrHX MEXaHHYECKUX NMpPENnsATCTBHIA.

Caeayet nenatb peHTreHOrpaMMY NONOXKEHHUS KaTeTepa MUHUMYM pa3 B 12 Mecsiues Wiu ualle,
ecnu pebeHok 6eicTpo pacTer. [To 10CTHREHUH HAKOHEUHUKOM YPOBHSA 4-r0 MpyaHOro No3BOHKa
(T4) cuctemy crenyer 3aMEHHUTD.

X - BBEAEHHE 110J] BLICOKUM JABJIEHUEM

[lopT-cucTeMbl AN BEHO3HOro A0CTYna ¢ MapKHpoBKoit «CT» MOryT Wcno.b3oBaThes A1
BB€ACHHS KOHTPACTHOrO BELLECTBA MPH KOMIbIOTEPHOH TOMOrpadHu Mo BLICOKMM JaBIeHHEM.
Y6eaurech B OTCYTCTBHH Y NALIMEHTA aJlIEPrMH Ha UCNOJIB3yeMblii KOHTPACTHBIi Npenapar.
Ilpumeuanne: ApTHKY]bI, COAEpXKAlUMe KaTeTepbl € KianaHaMu, He NpeAHa3HayeHbl s
BBEACHHA NMOJ JaBJIEHHEM.

Tabavua ansa CTaHIApTHLIX W MajabIX NOPTOB C KaTeTepaMu W3 cuiavkoHa u [1Y (nommmo
KaTETEPOB C KJ1anaHaMH)

PexkoMeHayeMble MaKC. CKOPOCTH MOoToKa (MJ/¢) ¢ KaTeTepom 20 cm
KourtpacTthsiii pacrsop npu 37°C (98,6°F)
Bsaskocth 11,4 mIIa-c (cP)

Hrabl Cypekan (Surecan®) ¢ kpblabamu / 19G x 20 MM 20G x 20 MM 22G x 20 MM
n3oruytsie Cypekan Caii¢gn II (Surecan® 5 ma/c S Mma/c 2 mMa/c
Safety II)

Maxkc. aaBaenne 325 psi

MakcumanbHas a0nycTHMas CKOpOCTb BJIMBaHMs Obifa paccuMTaHa coriacHo craHaapry ISO
10555-6 ansa uMNaaHTHPYEMBIX MOPT-CHCTEM A CEAYIOWIMX H3AETHIA: NaeTeHHble 6anIoHHbIE
KaTeTepbiAns Bbicokoro aaBneHus (8273.71 klla)

(anuHa 1219 MM; BHyTpeHHH#1 anameTp 1,8 MM X BHewHHii auamerp 3,5 MM) u urasl [yGepa
Cypekan Caiigu II (Surecan® Safety II).

Ocoboe BHHMaHHe:

¢ [lepen BBeseHHeM Noa BBICOKMM JaBICHHEM BCETrAa NposepsiiTe HyHKUMOHANLHOCTD NOPTA
M KaTteTepa MyTeM acfUpaulu 2 MJ KPOBH B LUMPHLL M BBEAEHUS 5 MJI pacTBopa XJ0opHAa
Hatpus (NaCl 0,9 %) B nopt/kareTep.

e Bo u3bexanue noBpexneHNs NOPT-CHMCTEMbI 3aMpeLIAETCA MPEBBILATL PEKOMEHA0BAHHOE
nasnexue (2240,79 kla — 22,4 Gapa) U CKOPOCTH BBEACHMUS.

e KoHTtpacTHbie BemwecTBa HeoOXoaumo HarpeBath A0 37 °C B COOTBETCTBHM C
pEeKOMEHJauusAMH MPOU3BOAMTENEH JEKapcTBEHHbIX mnpenapaToB. HecobnioseHue 3Toi
PEKOMEHIALUNH MPUBEAET K CHHXEHHIO CKOPOCTH BBeJAeHUA Ha 50 % W/WIKM NOJOMKE NMOpT-
CHCTEMbI UM CHCTEMbI BHYTPHBEHHOIO B/IMBAHUS.

* Hcnons3yiite Tonbko urael Cypekan ¢ kpbuibamu (Winged Surecan®) (6e3 Y-o6pasHoro

KOHHEKTOpa) My M3orHyThie Hrnbl Cypekan usorHytbie (Angled Surecan®) unau Cypekan
Coii¢ru I (Surecan® Safety II).

He ncnons3yiite Hrnbl, KOTOpble MOTYT He BblAEPXKaTh BLICOKOrO AaBIEHMS.

e [lepen BBeaeHMEM NOJ BBICOKHM AaBleHHeM YOEAHTECH B HaANEKALLEM pa3sMELEHHH UI bl
BHYTPH NOPTa, a TAKXKE B €€ HAAEXHOH (PHKCALUMH Ha KOXKE W HANHYWM NOKPLITHSA B BHIE
aAre3uBHOMN MOBA3KH.

L4 HHMHa KaTe€Tepa, NpeBblllaroLIan 20 CM, MOXKET NMPHUBECTH K CHUKECHHUIO CKOPOCTH BIIHBAHUA.
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e B 3aBWCMMOCTM OT TEXHUYECKUX XapaKTepUCTUK CUCTEMbl BHY'TPUBEHHOrO BAUBaHUA,
LieneBas CKOPOCTb BBEEHUS MOXET OblTb He AOCTUTHYTA.

e CnefyeT BbINOMAHATb NYy/MbCalMOHHOE MPOMbIBAHWE CMCTEMblI MOpTa AOCTyMma C NMOMOLLbHO
MUHUMYM 10 ma pacteopa xnopuga Hatpusa (MaCl 0,9 %) o v nocne UCNonb30BaHUA MopTa
ana CECT (BBeAeHMS KOHTPACTHOrO BeLWecTBa NpuM KOMMNbIOTEPHOW Tomorpadun), nocne
yero Heo6Xo04MMO NPOBECTU CTaHAAPTHbIE NPOLEAYPbl MPOMbIBAHUSA.

Xl - PEKOMEHAOAUMN KACATE/IbHO BE3OIMACHOCTM

HekoTopble apTUKY/bl COflepXKaT 6e30MacHY Uy, 3XOTEHHYI0 UTNY ANS BEHENYHKLWW, a TaKXe
urny Fyb6epa CypekaH Coaindhtn Il (Surecan® Safety W), paspaboTaHHble cneuwnanbHo ANS
CHMXEHNA  puUCKa TPaBMUPOBAHUS  WHBEKLUWOHHOW  wurnoii. Heobxoaumo cobntogaThb
OCTOPOXHOCTb B COOTBETCTBMM C MECTHbIMW CTaHAapTaMyW WHGMEKLMOHHOTO KOHTPONs BO
n3dexxaHne TPaBMUPOBAHMNA UHBEKLMOHHBIMW MUINaMK a TaKXe PUcKa BO3feNCTBUS 3apakeHHO’
KpPOBU.

Heobxoa4MMo MCNONb30BATb U YTUNN3NPOBATb MUI/bl B COOTBETCTBUU C MECTHLIMU NPOTOKONAMMU.

X1-1 BeHenyHKUKMA

MpokoN BeHbl UINON NPou3BOAUTCA 06bIYHLIM cnocoboM. locne BbIBOAa M3 BEHbl 6e30MacHOM
Urnbl HEO6XOAUMO NpPUBECTWM B AEWCTBME NpefoXpaHUTEeNbHbIA 3axuM. YTo6bl caenaTb 3To,
3aXMUTe CBOOOAHON PYKOW YUCTbIN KOPMyC, B KOTOPOM pasMel,aeTcs npesoxpaHuTenbHbIiA
3KUM.

CABWHbTE OAHUM JBVKEHUEM YUCTbIA KOpnyc Bnepes BLONb 6€30MacHON UMbl ANA BEHENYHKLUK
B HanpasneHuuM ocTpus. HaABWHbTe KOpNyc 3aXuma MOBepX OCTPUA WrMbl, aKTUBUPYA
npesoXpaHUTeNbHbIA MEXaHU3M.

3axum 6yneT 3akpbiBaTb ocTpue wurabl. Kopnyc 3axuma OTLeNNTCA OT 3aXuUMa U UMbl
HemegneHHO yTUAU3NPYIATE UIAY M YACTbIA KOPMNyC 3aXuma B crneyunanbHO npegHaszHayYeHHbIl
ONs 3TOr0 KOHTeliHep.

He nbiTaiiTecb MOBTOPHO BBECTU UMY NaUUEHTY UMW 3aKPbITh UIY 3aWUTHBIM KOXYXOM.

X1-2 ¥YpaneHne CypekaH CangpTtm Il (Surecan® Safety Il)

MO OKOHYaHUW fedYeHUs NPOMOITE MOPT COrfacHO MECTHbIM MpoToKonam. CTtabununsupylite
nopT, KPEmnko yAepXwusasd ero OCHOBaHWe MO HanpaB/ieHW BHU3. [1OTAHUTE KpbliNba BBepX A0
ynopa, noka urna He saukcupyetrcsa B 6e30MaCHOM MONOXEHWUU. 3eneHasd ToUYKa Ha OCHOBAHWY
Urnibl NOATBEPXAaeT 6e30MacHOe UCMONbL30BaHUE YCTPOMCTBA.

XIl- ANNTEABHOCTb NCIMOJIbB3OBAHUNA MOPT-CNCTEMBbI
Mo OKOHYaHWW NEYEHUs U NOC/e MEANLMUHCKOTO 3aKIH0UYeHUs CMCTEMY MopTa v KaTeTepa cregyeT
yaanuTb. ANUTeNnbHOCTb UCMONb30BAaHMS CUCTEMbl B 6GOMblUEN CTeMeHW 3aBUMCUT OT KaTeTepa
(Hanpumep, 0T o06CnyXuBaHusa). Pa3pbiB KaTeTepa $BASETCH HamGonee pacnpoCTpPaHeHHbIM
nocnefiCTBMEM CTapeHus. PUCK pa3pbiBa MOXeT YBENYNUTLCA CO BPEMEHEM B 3aBUCUMOCTU OT
mMaTepuana kaTeTepa, ero Nos0XeHns ¥ MecTa BBeJeHNs KaTeTepa B cocy/[

X1 - YOANEHWE MOPT-CUNCTEMBbI

Mpwu yganeHnn cucTemMbl cneayeTt cnefuTb 3a TeM, YTO6bI He MPOM30LWen pas3pbiB KaTeTepa.
BckpoliTe pubpo3Hyto Kancyny BOKPYr nopTta v yfanuTe Bce UCNONb3yeMble ANs cTabunusayunu
WBbI, MOCNE Yero yganuTe mnopr.

HaiignuTte n cTabunmanpyiite CoefMHNTENLHOE KONbLO KaTeTepa WunuaMmm v MeAneHHO U3BNEKNTE
KaTeTep U3 BeHbl. ECM KaTeTep NMOALWMNUT K COCYAY, NPeXae BCEro ciefyeT yaanuTb WBbI.
ByfabTe OCTOPOXHbI B Cly4yae BO3HWKHOBEHWS 4Ype3MEpPHOro COMPOTWMB/IEHWUS MpPU U3BNEUYEHUN
KaTeTepa. KaTeTep MOXET WHKancynMpoBaTbCH W MPUKNEUTbBCA K CTeHKe BeHbl. Ecnm 370
MPOM30LW/I0 M HET BO3MOXHOCTMW M3B/EYb KaTeTep 6€3 pucka ero paspbiba, Uin B ClyyYae NONOMKU
KaTeTepa, cnefyeT NPUGErHyTb K MOMOWLM UHTEPBEHLMOHHOTO paAnonora, Xmpypra uamn gpyroro
MeAMLUHCKOrO crneynanncTa ¢ onbiTOM 3HA0BACKY/APHOTO BMeLIaTeNbCTBA.
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Y6eautecb B TOM, YTO M3 Tena MauyueHTa M3BNe4YeHbl BCE 371eMeHTbl (MOpPT, COeAUHUTENbHOE
KOMbLLO U KaTeTep).

Y6enuTechb, YTO A/INHA U3BNEYEHHOIO KaTeTepa COOTBETCTBYET [J/INHE YCTAaHOB/IEHHOTO (CM. Meg,.
KapTy).

Ecnun n3BneveHne 6b1710 BbINOSHEHO MO NPUYMHE NOA03PEHNA Ha HEMCMNPABHOCTb, MOPT M KaTeTep
cnefyeT nepefatb MeCTHOMY NpejcTaBuUTeNt0 KOMMNaHuM B.Braun ana nocnefyoLwero aHanmsa.
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XIV- OCHOBHbIE MTAPAMETPbI MOPT-CUNCTEM

BbicoTa
(Mm)
CTaHgapTHbI 13,7
nopt
Manbiii nopT 11,3
Pasmep
NUrnbl

O6bem 3anonHeHnn
kateTep/10 cm (mn)

paBuTaymMoHHas 19G
ckopocTb noTtoka (NaCl 20G
0,9%) MA/MHK
CTaHAapTHBIN nopT 22G
paBuTaLMOHHaA 19G
ckopocTb noToka (NaCl 20G
0,9%) Mn/MHH
Manblit nopT 22G

OvameTp OnunHa
KaTeTepa  KaTeTepa (Mm)
5F 500
6.5F 500
8.5F 500
10F 500

& 000 LHPMH (7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

OCHOBHble NapameTpbl

OnvHa(mm) LLnpnHa Bec (r) O6bem 3anMoNHeHMnA
(Mm) (mn)
33 26 8 0,5
29 22 5 0,3
'TexnHyeckue XapaKTepPUCTUKKN KaTeTepoB
CunnukoH CuUnmnkoH CununkoH MonunypetaH MonunypetaH MonnypeTaH
6,5P 8,5F 10F 5F 6,5F 8,5F
26 34 48 26 37 48
21 25 3 21 27 31
10 1 12 10 12 12
26 34 48 26 37 48
21 25 3 21 27 31
10 u 12 10 12 12
Pasmep PacuiennsemMbilii Ounatatop
pacuiennsemoro WHTpO/blOCEp BHYTp. AnameTp /
HHTpogbtocepa (F)  BHyTp. AnameTp / ANNHA  HapyXwu, anametp /
(Mmm) AnvHa(mMm)
6F 2,11 / 140 0.98/2.08/178
7F 2,44/ 140 0.98/2.41/178
9F 3,10/ 140 0.98/3.07/178
10F 3,43/ 140 0.98/3.40/178
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XV - CXEMbl YCTAHOBKW KATETEPA
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XVI- CUMBOJIbl U UX 3HAYEHWE

A

3anpeT Ha NOBTOPHOE He cTepunn3oBaTb MOBTOPHO Bepeub 0T BRarn besonaceH Ans
npUMeHeHNe nposefeHns MP
nccnefosaHma

ligngl
K oNg

He ponyckaTe Bo3jeiicTBUSA He ucnonb3osaTb npu He cogepxuT GTanarbl
COJIHeYHOro ceeta NOBPeXAeHUN YNaKoBKN
OcTopoxHo! He cogepxuT natekca CTepnsaLAs
06paTNTECh K MHCTPYKL MM aep OKCU[OM 3TU/IeHa Homep cepuu

no NPUMEHEHUIO

! mJ
[ata nsrotosneHunsd Mcnonb3oBaTh A0 ApPTUKYNAPHBIA M3rotosutens
HOMep
CraHpapTHbI/ nopT Manbiit nopt

KateTep npurofeH Ans WHPY3UKU NoJj BbICOKUM AaBleHUEM
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11

1.2

13

1.4

15,

1.6

1.7

1.9

HaumenoBauve fo6aBnsieMoro
nyHKTa
HaumeHOBaHWE MeANUHUCKOTO
nsgenus

HaHmcunosauue npoussoalnc.la
Il mecTa npon3sofCcTBa

Ycnosus akcnayatauHu nopT-
cuctem CencaiT Bo BHYTpeHHel
cpefe opraHu3ma YenoBeka

Y CcnoBus TpaHCNOPTUPOBKHU

1 XpaHeHNA

Ko.mniekT noctaBku
Il paHHble 06 ynakoBKe

CnMBON 3HaKa COOTBETCTBUA
npu geknapuposaHumn
COOTBETCTBUA MEULNHCKOrO
n3gennsa B P®

(npu HeobxoanmoCTH)
CnmMBON «.JINHPOrEHHO»
(npn HeobxoAMMOCTH)

CpoK rogHocTtn
MeANLNHCKOro U3genuu
FapaHTuiiHbIEe
O6asaTtenbcTBa/Peknamayunmu
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MNpnnoxeHuve 1

OnucaHune

HaumeHoBaHWe MeAULMHCKOTO U3LeNuna:

MopT-cuctembl Ans mmnnaHTayum «Cencaiit» (Celsite*) ¢ Habopamu pgns wmx
YCTaHOBKMU.

Mpoussogutens: b, BPAYH MEAHKAJ/. 26 pio ApwmaHro, 92210 CeH-Kny.
dpaHums ! B. BRAUN MEDICAL, 26 rue Armengaud, 92210 Saint-Cloud,
France.

Mecto npoussogctea: b. BPAYH MEOWKAI, 30 aBeHto fe Tam MogepHe.
86360 LUACHEW-4IO-MYATY, ®paHuns / B. BRAUN MEDICAL, 30 avenue
des Temps Modemes, 86360 CHASSENEUIL-DU-POITOU, France.

Temnepatypa, (C°): ot 32 C° go 42 C°;
BnaxHocTb, (%): 100 %.

[oToBas npoAykuma (MefULUHCKOe W3fenne) XpaHUTCA W TpaHCmo-pTupyeTcs
npu Temnepatype oT -20 °C go ~ 50 °C n 0THOCUTeNbHOW BnaxHocTu go 80%.
MHavBugyanbHble U Tpynnosbie YNakoBKM MEAULMHCKOTO W3Aenua [LOJKHbI
XPaHUTLCA B CYXOM, 3alWLEHHOM OT BO34eiiCTBMSA MPA.MOro CO/IHEYHOrO CBeTa
MecTe.

KomMniekT nocTaBKu BK/OYaeET:

1. TMotpebutensckas ynakoska: Kopobka n3 roppupoBaHHOro kapToHa - 1 wr.
Kopo6ka n3 ropmpoBaHHOr0 KapToHa COAEepPXNT:

2. VIHCTPYKUMIO NO NPUMEHEHUIO - 1 WT.

3. Kapra nauueHTa c umnnaHTupyemoii nopT-cuctemoii (Patient Card Celsite®) -
1w,

4. CTtukep gns naymenta (Patient Label Celsite®) - 1 6 wr.

5. VHauBupgyanbHas ynakoska:

5.1. BHewHas gblwalyas ynakoska: "Breathable” bag - 1 wr.

5.2. BHyTpeHHAs ynakoBka: MokpbiTue TaliBek «Tyvek» + JloTok - 1 1wT.
BHYTpeHHAA MHANBULYaANbHAA YaKOBKa COLEPXUT:

6. MepguunHckoe wunsfenue: «MopT-cucte.mMbl  AnA
(Celsite®)» ¢ HabopamMu AN UX yCTaHOBKM»” - 1 WT.

n.mnnanTaumm  Cencait

CpOK FrofiHOCTU MeAWNLMHCKOro U3AeNus cocTaBaseT 5 feT.

Komnanua b. BPAYH MEOWKAN, ®panHumsa (B. BRALTA) MEDICAL. France)
rapaHTMpyeT COOTBETCTBME MefULMHCKOro u3genusa: «llopT-cucte.Mbl Ans
umnnaHtauum «Cencaiit» (Celsite®) ¢ Habopamum [ns UX YCTaHOBKU»,
npeabABNseMbIM  Tpe60BaHMAM Npu  COGMIOAEHWN YCNOBUIA  XPaHeHUs K
TPaHCMOPTUMPOBKM B TeuyeHWe BCero Cpoka TrOJHOCTM, W He HeceT
OTBETCTBEHHOCTW 3a UCMOMb30BaHNE U3[eNNSA HE N0 Ha3HAYEHMUIO.

MpeTeH3nyn N0 OTBETCTBEHHOCTW, CTaBlIMe pe3ynbTaTOM HenpaBUIbHOIO
obpaluieHns  MAM  UCMNONb30BaHMA  MEAWLMHCKOrO  u3fenus, a TakKxe
MCMOMb30BAHNA €ro B COYeTaHUW C APYTUMU MEAULMHCKUMUN WU3[ENUAMN UK
NPUHaANEeXHOCTA.MU, BYAYT OTKMOHEHBI.

Mo Bonpocam o6palieHuns

Ha TeppuTopuu Poccuiickoii ®defepauun MeanLUHCKOe nsgenve «lMopT-cucTe.Mbl
ona unmnnantauum  «Cencaint» (Celsite®) ¢ Habopamu AnS WX YCTaHOBKU»
obpalyaTbCca K YMOMHO.MOYEHHON opraHusauuu (umnoptep) B P®: O6wecTtBo ¢
OrpaHUYeHHON OTBETCTBEHHOCTbIO «Bb.BpayH Mcgukan», 19104Q, r. CaHKT-



110 Nopsagok yTunusaumm nnmn
YLWNMOXeHnn MefMNLUHCKOrOo
nsgenus

111 HasHaueHue

112 LUencsaun kaTeropusa nayHeHTus/
Llenesas rpynna nonb3osarte;leit
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/noanuce/

CHnenu NNKOME

LleHTp akcnepTussl Lacnci,

[vpekTop

b. BPNTYW Mcpgukan (B. BRAUN Medical)

Metepbypr, yn. TNyuwkuHckas, A.HFO0, Ten./thakc:  (812)  320-40-04, e«
mail: ofilce.spb(2)bbraun.com.

YTunuzaums  Meguuunckuro usgenus; «MopT-cucTembl  Ans  umlbiautauum
«Cencaiit» (Celsite*) ¢ HabopaAl/ gns MX YCTaHOBKW» MOC/AE WCMO/b30BaHUA
oCyllecTBnfieTcs B  CUMTBCTCTBMW C  rpcboBOHMAMM K ob6palieHuo ¢
MeANLMHCKUMMW 0TX0faMK, YCTaHOBEHHbIMU MO Knaccy b U MHbIMW HOPMaTUBHO-
npaBoBbIMM aKkTamn Poccuiickoii ®egepauuu.

Heucnonb3oBaHHOe MeAWLMHCKOE U3[enne, Heucrnonb3oBaHHbIe YNakoBKW,

[JOMKHbI  ObITb  YTUAU3NPOBAHbI B COOTBETCTBMM C MOPSALKOM  YTUAM3aLUu

TBEPAbIX GbITOBbIX OTXOAOB, YCTAaHOBNEHHbLIM 3aKOHOATeNbCTBOM Poccuiickoit

degepaunmn no knaccy A

Mpu BO3HMKHOBEHWM BOMPOCOB, KacaloLWMXCa YTUAM3aLUM  MeAULMHCKOro

n3genus, cnegy'et obpawatbea K ynoNHOMOYEHHON OpraHm3auum (umnopTtepy) B

Po.

MIMnnaHTMpyemble Beuoanble NOPT-CUCTEMbI MpeAHasHaueHbl 41 KaTeTepusalum
W NpOBEfEHUS  MHOTOKPaTHbIX  BHYTPMBEHHbIX  BBEAEHWN,  Manpu.mep.
XvmuoTepanuu, aHTMbaKTepnanbHbIX " aHTUBNPYCHbIX npenapaTos,
napeHTepanbHO MuTaHusa, 3abopa WMAM nepenuBaHua  Kposu. CneyunansHo
paspaboTaHHble nopT-cucTembl Celsite*  MoryT 6bITb  MCMOMb30BaHbl AN
npoBeeHWs KoMmnbtoTepHoii Tomorpadun (KT) ¢ KoHTpacTupoBaHuem (Contrast
Eiihanced Computerised Tomography (CECT)) ¢ wncnonb3oBaHWeM BbICOKOFO
[aBneHns ans BBeAeHUA.

LleneBas KaTeropusa nar*ieHToB:

B3pocnbre v fetu (C y4eTOM aHaTOMWUYECKNX OCOOGEHHOCTER U NHAMBMAYANbHbIX

no3pe6HOCTCIA).

Lienesas rpynna TNb30BaTeneii:

YcraHaenmeatb, 0CyLW|colBnsaTb 4OCTYN U YAANATb NOPT-CUCTEMbI, MOXKET TO/LKO
MeAMLVHCKWI NepcoHan, 06YuYeHHbIi TexHUKe YCTaHOBKM, AOCTyma K MopT-
cuCTeME W YAANeHMIo Ce, @ TaKXKe KAWHUYECKMM acrnekTam MpYMeHeHWs mopT-
CUCTEM.

/noagnuce/

Kuipmi BY/TIMEHIO

LleHTp akcnepTusbl LLlacHri,

PykoBoguTens MOPMaTVMBHO-1PaBOBOLU oTgena no
obecneyeHuo Kayectea WM cuUCTeMe  yMnpaB/ieHUs
npupoLonob30BaHNEM

B. BPAYH Mcgukan (B. BRAUN Medical)

11CPCBO/A C AHIMIACKOTO A3bIKa HA PYCCKMI A13bIK 1 (PPaHLLY3CKOrO A3bIKa Ha PYCCKIA A3bIK BbINOSHEH NepeBogUMKom TapaH VpuHoii BoprcosHoii
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Poccuintckaa depgepauns
MNopog MockBa
[eBATOro anpens fBe TbicAYN ABajLaTb YeTBEPTOro roga

A, AnexuH EBreHuii BnagummpoBud, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
NOANMHHOCTb Nognucu nepesogynka TapaH VpuHbl BOPUCOBHBI.

Mognnce caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NoAnucaBLIero LJOKYMEHT YCTaHOB/IeHa.

3apernctpupoBaHo B peecipe; Ne 57/171-H/77-2024-4-3035.

YnnayeHo 3a coBepLUeHUe HoTapmanbHoro geiicteus; 400 py6. 00 kon.

E.B.AnexuH

mVsyl >

/o.* Noomoy?

«PadvrTjaHv.

CAHKT-
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