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English

PHIL™ Liquid Embolic System
Instructions for Use

Carefully read all instructions prior to use.
DEVICE DESCRIPTION

The PHIL device is a non-adhesive liquid embolic agent comprised
of a co-polymer dissolved in DMSO (dimethyl sulfoxide). An iodine
component is chemically bonded to the co-polymer to provide a
radiopacifier element during fluoroscopic visualization. A PHIL
Liquid Embolic Starter Kit System consists of a sterile, pre-filled, 1
mL syringe of PHIL liquid embolic, a sterile, pre-filed 1 mL syringe
of DMSO, and a Universal microcatheter Adaptor. A Re-PHIL Liquid
Embolic System consists of two sterile, pre-filled 1 mL syringes

of PHIL liquid embolic and a Universal microcatheter Adaptor. A
DMSO compatible delivery microcatheter that is indicated for use
in the neurovascular or peripheral vasculature is used to access
the embolization target site. The PHIL Liquid Embolic System is
available in several product formulations: PHIL 35%, PHIL 30%,
PHIL 25%, and low viscosity PHIL LV liquid embolics. PHIL LV and
PHIL 25% liquid embolic devices travel more distally and penetrate
deeper into the nidus due to their lower viscosities compared to
PHIL 30% or 35% liquid embolic devices. It is recommended that
PHIL LV liquid embolic is used with a flow-arrest technique, such as
a balloon catheter, to increase injection control. Final solidification
of PHIL material occurs within three minutes for all product
formulations.

The PHIL device that remains in the patient following the procedure
consists of:

Table 1 — Quantitative Implant Material Information

Implant Materials Mass (g)*

None, PHIL does

Metallic Components not contain metallic 0
components

Non-metallic PHIL Polymer 03-05

components

* Approximate content

PRINCIPLE OF OPERATION

The PHIL device is delivered by slow, controlled injection through

a microcatheter into the vascular malformation under fluoroscopic
control. The DMSO solvent dissipates into the blood, causing the
copolymer to precipitate in situ into a coherent embolus. The PHIL
device immediately forms a skin as the polymeric embolus solidifies
from the outside to the inside, while traveling more distally in the
vascular lesion.

CONTENTS
PHIL Liquid Embolic System Starter Kit:

*  One 1.0 mL syringe of PHIL liquid embolic
e One 1.0 mL syringe of DMSO

*  One Universal Adaptor

Re-PHIL Liquid Embolic System:

e Two 1.0 mL syringe of PHIL liquid embolic

e One Universal Adaptor

INTENDED PURPOSE

The PHIL device is intended for use in the embolization of lesions
in the peripheral and neurovasculature, including arteriovenous
malformations and hypervascular tumors.

CONTRAINDICATIONS

The use of the PHIL device is contraindicated when any of the
following conditions exist:

e When patient has severe iodine allergy.
e When optimal microcatheter placement is not possible.

*  When provocative testing indicates intolerance to the occlusion
procedure.

When vasospasm stops blood flow.

¢ Not for use with premature infants (<1,500 g) or individuals with
significant liver and kidney function impairment.

CAUTIONS

e Do not use if packaging is opened or damaged.

e This device is intended for single use only. Do not reuse,
reprocess, or re-sterilize. Reuse, reprocessing, or re-sterilization
may compromise the integrity of the device and /or lead to
device failure which, in turn, may result in patient injury, illness,
or death. Reuse, reprocessing, or re-sterilization may also
create a risk of contamination of the device and/or cause patient
infection or cross-infection, including but not limited to, the
transmission of infectious disease(s) from one patient to another.
Contamination of the device may lead to injury, iliness or death
of the patient.

e  After use, dispose in accordance with hospital, administrative
and/or local government policy.

WARNINGS

*  Performing embolization to occlude blood vessels is a high-risk
procedure. This device should be used only by physicians
with neuro or peripheral interventional training and a thorough
knowledge of the vascular pathology to be treated, vascular
architecture, angiographic techniques, and super-selective
embolization techniques.

e Vascular malformation embolization may influence or change
blood flow patterns, thereby subjecting arteries supplying
the vascular malformation or the normal surrounding tissues
and perivascular space around the malformation to increased
pressures, or by causing an increase in the intra-nidal pressure.
These conditions could result in hemorrhagic complications.

e  Care must be taken to avoid venous outflow occlusion prior to
nidal or arterial feeders as this may also produce malformation
hemorrhage. If the PHIL device extravasates outside the
vascular space, secondary to vessel wall compromise, a sub-
acute inflammatory response to the material may occur in the
surrounding vascular space which may lead to tissue damage.

e There may be some topical hypersensitivity and/or release of
histamines from Dimethyl Sulfoxide (DMSO).

e Therapeutic embolization should not be performed when high
blood flow precludes safe delivery of the embolic agent to
prevent non-target embolization.

¢ The microcatheter tip should be placed as distal as possible,
and as close to the target vascular lesion as possible to
prevent any non-target embolization of normal surrounding
tissue or cranial nerves.

e Premature solidification of the PHIL device may occur if the
microcatheter or luer hub comes in contact with any solution
such as saline, blood or contrast.
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*  Use only DMSO compatible microcatheters indicated for use
in the neuro or peripheral vasculature. Other microcatheters
or syringes may not be compatible with DMSO and their use
can result in thromboembolic events due to microcatheter
degradation.

*  Use only the MicroVention pre-filled syringes to inject DMSO and
the PHIL device. Other syringes may not be compatible with
DMSO.

e Rapid injection of DMSO into the vasculature space may lead to
vasospasm and/or angionecrosis.

* In the event of microcatheter occlusion, excessive force to
advance the plunger may result in microcatheter rupture due to
over pressurization.

* Do not allow more than 1 cm of the PHIL device to reflux back
over microcatheter tip. Excessive reflux may result in difficult
microcatheter removal.

e After using a microcatheter with the PHIL device, do not attempt
to clear or inject any material through it. Such attempts may
lead to embolus or non-target embolization.

e STOP injection if the PHIL device is not visualized exiting the
microcatheter tip. If the microcatheter becomes occluded, over-
pressurization and vessel rupture can occur. During injection,
continuously verify under fluoroscopy that the PHIL device is
exiting the microcatheter tip.

e  STOP injection if increased resistance is observed. If increased
resistance occurs, determine the cause (e.g. occlusion in
microcatheter lumen) and replace the microcatheter if needed.
Do not attempt to clear or overcome resistance by applying
increased injection pressure, as use of excessive pressure may
result in microcatheter or vessel rupture and embolization of
non-target areas.

e Only use thumb pressure to inject the PHIL device. Using the
palm of hand to advance plunger may result in microcatheter
or vessel rupture due to over pressurization in the event of
microcatheter occlusion.

e DO NOT interrupt the PHIL device injection for longer than
three minutes prior to re-establishing injection. This may cause
solidification of the PHIL device within the microcatheter tip
resulting in microcatheter occlusion. Use of excessive pressure
to clear the microcatheter may result in microcatheter or vessel
rupture and embolization of non-target areas.

e The PHIL Liquid Embolic System is provided sterile and non-
pyrogenic unless the unit package is opened or damaged. Do
not use if the packaging is damaged. Use before expiration date
noted on the product packaging.

e The PHIL Liquid Embolic System is intended for single use only.
The kit is intended to be used for one patient. Do not resterilize
and/or reuse the device. Reuse and/or resterilization can
increase risk of infection, cause a pyrogenic response or other
life threatening complications.

e Caution is to be used for nickel-sensitive and/or pregnant female
patients, as the device packaged in glass syringes may contain
Nickel.

PRECAUTIONS

e The safety and effectiveness have not been studied in the
following patient populations:

= Pregnant and nursing women
= Individuals less than 18 years old
= Individuals with feeding pedicle aneurysms not associated
with the nidus, or distal feeders to the nidus or vascular
malformation.
e Some data indicate that dimethyl sulfoxide potentiates other
concomitantly administered medications.
e Agarlic-like taste may be noted by the patient with use of the
PHIL device due to the DMSO component. This taste may last
several hours. An odor on the breath and skin may be present.

e Inspect product packaging prior to use. Do not use if sterile
barrier is open or damaged.

e Use prior to expiration date.

e Verify that the microcatheters and accessories (see directions for
use) used in direct contact with the PHIL polymer are clean and
compatible with the material and do not trigger polymerization
or degrade with contact. Use only DMSO compatible
microcatheters indicated for use in the neuro or peripheral
vasculature, and MicroVention sterile, prefilled syringes. Other
microcatheters or syringes may not be compatible with DMSO
and their use can result in thromboembolic events due to
microcatheter degradation. Refer to the Warnings and Directions
for Use sections.

Upon completion of the PHIL device injection, wait three
minutes, slightly aspirate the syringe, and then gently pull the
microcatheter to separate it from the PHIL cast. Failure to wait
this recommended time to retrieve the microcatheter after
injection may result in fragmentation of the PHIL device into non-
target vessels.

POTENTIAL COMPLICATIONS

Potential complications include, but are not limited to:
e Hematoma at the puncture site
e Non-target arterial thrombosis

e Ischemic events due to embolic migration, vasospasm,
thrombosis

e Hemorrhagic accidents: vascular rupture — perforation

e Hemodynamic changes induced by the embolization may result
in hemorrhagic complications

* These ischemic or hemorrhagic complications may result in
various functional neurological deficits, stroke, and possibly
death.

Users and/or patients should report any serious incidents to the
manufacturer and the Competent Authority of the Member State or
Local Health Authority in which the user and/or patient is established.

TRAINING

Serious, including fatal, consequences could result with the use of
the PHIL Liquid Embolic System without adequate training. Contact
your MicroVention representative for information on training courses.

HOW SUPPLIED

The PHIL device is provided sterile and non-pyrogenic. The PHIL
Liquid Embolic System is available in several product formulations:
PHIL 35%, PHIL 30%, PHIL 25%, and PHIL LV. With all formulations,
care must be taken prior to injection to identify any normal non-target
vessels so that the PHIL device does not occlude normal vessels or
vascular territories.

*  PHIL 35% liquid embolic is recommended for higher flow
scenarios and larger fistulous components.

e PHIL 30% liquid embolic is recommended for moderate to
high flow scenarios and when feeding pedicle injections are
conducted close to the nidus.

e PHIL 25% liquid embolic is recommended for lower flow
scenarios and when more distal travel is needed.

e PHIL LV liquid embolic is recommended for reaching distal
vessels and to penetrate deeper into the nidus or malformation.
The formulation is less viscous, and the use of flow arrest
technique such as balloon microcatheter is recommended to
increase delivery control.

Final solidification occurs within three minutes for all product
formulations.

MicroVention

Perucrpamusa MU B PocsgpaBragsope
www.nevacert.ru | info@nevacert.ru

IFU100176 Rev. A



PACKAGING, STERILIZATION, STORAGE AND

OPERATING CONDITIONS

The PHIL liquid embolic syringe, DMSO syringe and universal
adaptor are placed inside separate polycarbonate trays and
packaged in a unit carton. The devices will remain sterile unless the
package is opened, damaged or the expiration date has passed. If
the sterile packaging is unintentionally opened or damaged discard
the device.

The PHIL liquid embolic syringe, DMSO syringe and universal
adaptor are sterilized by steam sterilization. A small round indicator
label has been affixed to the packaging of the PHIL liquid embolic
syringe tray, DMSO syringe tray and universal adaptor tray. This

indicator turns from blue to pink upon exposure to steam sterilization

and must be pink in order to use the device. If the indicator is blue,
do not use the PHIL embolic device.

Store the PHIL Liquid Embolic System at room temperature in a
dry place. Keep away from direct sunlight. If product freezes due to
exposure to colder temperatures, thaw at room temperature before
use.

DIRECTIONS FOR USE

Verify that adequate sedation is used throughout the embolization
procedure. Insufficient sedation may result in patient discomfort or
movement. Patient movement during embolic agent injection may
result in embolization of a non-target vessel.

1. Confirm microcatheter placement with injection of contrast agent

per institutional procedure.

Warning: Use only DMSO compatible microcatheters
indicated for use in the neuro or peripheral vasculature, other
microcatheters may not be compatible with DMSO and their
use can result in thromboembolic events due to microcatheter
degradation.

Warning: Use PHIL LV liquid embolic with a flow arrest
technique, such as a balloon catheter (ie. Scepter™ Occlusion
Balloon catheters) to increase injection control. Use of PHIL LV
liquid embolic without a flow arrest technique may result in non-
target embolization.

saline

3. Holding the syringe upwards, inject DMSO using the pre-filled
DMSO syringe into the delivery microcatheter in sufficient
volume to fill the microcatheter dead space. Refer to delivery
microcatheter labeling for dead space volume.

Warning: Use only the MicroVention pre-filled syringes to
inject DMSO and the PHIL device. Other syringes may not be
compatible with DMSO.

4. The plunger of the PHIL syringe may stick slightly initially. Pull
back slightly on the plunger of the capped PHIL syringe to free
up its movement.

5. Remove the cap from the PHIL syringe. Attach the Universal
Adaptor to the PHIL syringe and purge air.

6. Remove the DMSO syringe from the microcatheter and overfill
and wash the luer hub with the balance of the DMSO.

7. Connect the PHIL syringe and adaptor assembly to the
microcatheter hub, making sure there is no air in the hub during
the connection. Ensure that the hypotube is seated at the
bottom most point of the microcatheter hub, and tighten all
connections before use.

Warning: Premature solidification of the PHIL device may occur
if microcatheter luer contacts any solution such as saline, blood
or contrast.

8. Begin injecting the PHIL device to displace the DMSO.
Warning: Only use thumb pressure to inject the PHIL device.
Using the palm of hand to advance plunger may result in

microcatheter or vessel rupture due to over pressurization in the
event of microcatheter occlusion.

Completely clear the microcatheter with approximately 10 mL of

9. Monitor the volume injected to anticipate the first infusion of
liquid embolic into the vasculature.

Warning: Do not allow more than 1 cm of the PHIL device to
reflux back over microcatheter tip. Excessive reflux may result in
difficult microcatheter removal.

10. After using a microcatheter with the PHIL device, do not attempt
to clear or inject any material through it. Such attempts may lead
to embolus or embolization of a non-target area.

Warning: STOP injection if increased resistance is observed. If
increased resistance occurs, determine the cause (e.g. occlusion
in microcatheter lumen) and replace the microcatheter if needed.
Do not attempt to clear or overcome resistance by applying
increased injection pressure, as use of excessive pressure may
result in microcatheter or vessel rupture and embolization of
non-target areas.

Warning: DO NOT interrupt the PHIL device injection for longer
than three minutes prior to re-injection. Solidification of the
PHIL device may occur at the microcatheter tip resulting in
microcatheter occlusion and use of excessive pressure to clear
the microcatheter may result in microcatheter rupture.

11. Upon completion of the PHIL device injection, wait three
minutes, slightly aspirate the syringe, and then gently pull the
microcatheter to separate it from the PHIL cast.

Difficult microcatheter removal or microcatheter entrapment ma
be caused by any of the following:

e Angioarchitecture of the vascular lesion, very distal afferent,
lengthened, and tortuous pedicle.

e Vasospasm of the feeding pedicle.

¢ Reflux of the PHIL device over the distal microcatheter tip/
shaft.

Should microcatheter removal become difficult, the following will

assist in microcatheter retrieval:

e Carefully pull the microcatheter to assess any resistance to
removal.

e Ifresistance is felt, remove any slack or redundancy in the
microcatheter.

e Gently apply traction to the microcatheter (approximately
3-4 cm of stretch to the microcatheter).

e Hold this traction for a few seconds and release. Assess
traction on vasculature to minimize risk of vessel rupture or
hemorrhage. This should be performed under fluoroscopic
control.

e  This process can be repeated intermittently until
microcatheter is retrieved.

For entrapped microcatheters:

e Under some difficult clinical situations, rather than risk
rupturing the malformation and consequent hemorrhagic
complications by applying too much traction on an
entrapped microcatheter, it may be safer to leave the
microcatheter in the vascular system.

e This is accomplished by stretching the microcatheter and
cutting the shaft near the entry point of vascular access
allowing the microcatheter to remain in the artery.

e If the microcatheter breaks during removal, distal migration
or coiling of the microcatheter may occur. Same day
surgical resection should be considered to minimize the risk
of thrombosis.

MR INFORMATION

The PHIL device has been determined to be MR Safe as defined in
ASTM F2503-08.

Image Artifact Information

MRI testing has demonstrated that the PHIL device is MR Safe and
shows no artifacts on MR images in relation to the size and shape of
this device.

MATERIALS
The PHIL device is not manufactured with natural rubber latex,
polyvinylchloride (PVC), or di 2 ethylhexyl phthalate (DEHP).
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WARRANTY

MicroVention warrants that reasonable care has been used in the
design and manufacture of this device. This warranty is in lieu of and
excludes all other warranties not expressly set forth herein, whether
expressed or implied by operation of law or otherwise, including, but
not limited to, any implied warranties of merchantability or fitness for
particular purpose. Handling, storage, cleaning and sterilization of the
device as well as factors relating to the patient, diagnosis, treatment,
surgical procedure and other matters beyond MicroVention’s

control directly affect the device and the results obtained from its
use. MicroVention’s obligation under this warranty is limited to the
repair or replacement of this device through its expiration date and
MicroVention shall not be liable for any incidental or consequential
loss, damage or expense directly or indirectly arising from the use
of this device. MicroVention neither assumes, nor authorizes any
other person to assume for it, any other or additional liability or
responsibility in connection with this device. MicroVention assumes
no liability with respect to devices reused, reprocessed or re-
sterilized and makes no warranties, expressed or implied, including,
but not limited to, merchantability or fitness for intended use, with
respect to such device.

Prices, specifications and model availability are subject to change
without notice.

SUMMARY OF SAFETY AND CLINICAL

PERFORMANCE

The Summary of Safety and Clinical Performance (SSCP) for the
device will be accessible in the European database on medical
devices (EUDAMED: https://ec.europa.eu/tools/eudamed), when
available.

Permanent implant. Follow-up required at the discretion of the
physician.

elFU website: https://www.terumoneuro.com/products/product-use-
and-safety

Copyright 2025 MicroVention, Inc. All rights reserved.

MicroVention™, PHIL™, and Scepter™ are trademarks of
MicroVention, Inc., registered in the United States and other
jurisdictions.

MicroVention
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PyccKuii A361K

Xuokas sm6onuyeckas cucmema PHIL™
WHcmpyKyus no npumeHeHuo

ﬂepea ucnosib3068aHuemM eHUMamesibHo
03HAKOMbMmeCs C0 cemMu UHCMpyKyuamu.

OMUCAHNE YCTPOICTBA

W3penue PHIL npeactaBnsieT coboil HeaarenBHbI XuaKMA IMb0nnyeckuit
marepuan, CocToAaLLMi 3 cononumepa, pactBoperHoro B IMCO
(anmetuncynbhokenae). oaHbI KOMIOHEHT XUMUYECKH CBA3aH

C cononumepoM, 4tobbl 0becneynTb Hanuume paauoHenpo3payYHoro
3NeMeHTa BO BpeMs PEHTTeHOCKONNYeCKoi Bu3yanusauun. HayanbHbii
KOMIIEKT CUCTEMbI XUAKOT0 3Mbonmnyeckoro Matepuana PHIL cocrout

13 CTepUbHOrO NPeABapUTeNbHO 3aMONHEHHOTO WNpULa 06bemMom 1 M
CKNAKUM dIMBoNUYeckum cpeacTBoM PHIL, cTepubHOrO npeaBapuTeNnbHO
3aN0NHEHHOTO WNpKLA emkocTbio 1 mMn ¢ IMCO 1 yHusepcanbHoro afantepa
ANs MUKpokaTeTepa. Xuakas ambonnyeckas cucrema Re-PHIL coctouT n3
[IBYX CTEPUIIbHbIX MPeABAPUTENbHO 3aMO0HEHHbIX WNPULEB 06bemMom 1 M
CKNAKUM dIMBonnyeckum Matepuanom PHIL  yHuBepcanbHoro afantepa Ans
MUKpoKaTeTepa. [nsl 4OCTyNa K LieneBoi 061acTi 3M60NM3aLmm ncnonb3yetcs
[0CTaBOYHbIIA MUKpOKaTeTep, coBMecTUMbIii ¢ IMCO 1 npeiHa3HaueHHbIi
LSt NCNOJb30BaHWS B HEMPOBACKYNSPHOM N1 Nepudepuyeckoi cocyancToi
cucteme. Xuakas ambonuyeckas cucrema PHIL BbinyckaeTcs B HECKONbKMX
BapuaHTax cocrasa: PHIL 35%, PHIL 30%, PHIL 25%, a Takxe xuakue
Imbonmnyeckine Matepuanbl HU3Koii Bsiskocti PHIL LV. Xupkue smb6onnyeckue
u3genus PHIL LV n PHIL 25% nepemeluatotcsi 6onee AnCTanbHoO v NPoHMKatoT
rny6xe B ovar bnarofaps 6onee HI3KOI BA3KOCTU NO CPABHEHNIO C KMAKUMN

ambonnyecknmu nspennsmu PHIL 30% nunu 35%. PekomeHzyeTcs nCnonb3osarb
XUAKnit 3mbonnyecknit matepuan PHIL LV ¢ MHCTPYMEHTOM OCTaHOBKM NOTOKa,

Hanpumep ¢ 6annoHHbIM KaTeTepoM, ANs YCUNeHWst KOHTPONS BBEEHMNS.
OkoHuaTenbHoe 3aTBepAeBaHme Matepuana PHIL nponcxoauT B Teuenne
TPeX MUHYT Npu NioboM BapuaHTe cocTaBa.

W3penve PHIL, KoTopoe ocTaetca B TeNe nauyeHTa nocie npoLeaypbl, COCTOUT U3

cnepyioulero.

Tabauua 1. KonuuectseHHast MHGOPMALWS 0 MaTepuanax MnaaHTaTa

Marepuansl uMnnaHTaTa Macca (r)*
Orcyrereytot: PHIL He
MeTannuueckue KOMNOHEHTbI COAEPXUT MeTaINYecKnx 0
KOMMOHEHTOB
HewmeTannnueckne komnoHeHTsl | Monumep PHIL 0,3-0,5

* MpubnnsutensHoe copepxanine

TPUHLNI PABOTBI

W3penue PHIL gocTaBnsieTcs nyTeM MefieHHOI KOHTPONMPYEMOil MHbEKLUM

4epes MUKPOKATeTep B COCYAMCTYI0 ManbGOPMALIMIO MO PEHTTEHOCKOMMYECKUM

KoHTponem. Pacteoputens [IMCO pacxoauTcs No KpoBM, B pesynbTaTe Yero
CONonMMep 0CaX/aeTcs Ha MecTe B BIE CBA3aHHOTO IM6ona. U3penue PHIL
cpasy e popMUpyeT NNOTHbIN BEPXHWIA CNOIA, NOCKONBKY NOANMEPHBIV 3M60N

TBEPALET CHaPYXI BOBHYTPb, NepemMelLasick Npin 3Tom 6onee ANCTanbHO B MecTe

COCYAMCTOro NOpaxXeHus.

COAEPXUMOE

HauanbHblil KOMMNEKT CUCTEMBI XUAKOTO IMbonnyeckoro Matepuana PHIL:

®  oavH wnpuw 06bemom 1,0 MA € XMAKM 3MEONMYECKUM MaTepUanom
PHIL;

®  0auH wWnpuy obbemom 1,0 mn ¢ AMCO;
®  0JVH yHUBEPCaNbHbI agantep.
Xunakas ambonuyeckas cucrema Re-PHIL:

*  [Ba Wnpuua 06bemMoM 1,0 M CXXMAKUM 3MEONMYECKUM MaTEpUanom
PHIL;

®  OJMH yHUBepCambHbIil apanTep.

NPEAYCMOTPEHHOE HA3HAYEHWE

W3penve PHIL npefHa3HayeHo ANs MCNoOnb3oBaHNs BO BpeMst Imbonusaumn
nopaxeHuit nepudepnyeckoil 1 HelipoOCOCYANCTON CMCTEMbI, BKIIOYast
apTepuoBeHo3Hble Manb$OpMaLK 1 runepBackynsipHble OMyXosu.

11POTUBOIOKA3AHUNA

Wcnonb3oBanue n3nenust PHIL npotuBonokasako npu Hanuyum no6oro u3
CnefyloLLmx 06CToSTENbCTB:

€C/IN y NaLyeHTa MMeeTCs CUNbHas anneprirs Ha hog;
KOrzia onTMasbHas yCTaHOBKa MUKpOKaTeTepa HEBO3MOXHa;

€C1 NPOBOKALIMOHHbIE NPO6bI YKa3bIBAOT Ha HENepeHOCMMOCTb
npoLe/ypbl OKK03UK;

KOrZia Ba3oCna3m 0CTaHaBNNBaeT KPOBOTOK;

He NpeaHa3HayeHo ANs NPUMEHEHNS Y HeJOHOLLEeHHbIX eTeit (<1500 r)
1 L, CO 3HAUUTENbHBIMIA HAPYLIEHUSMU GYHKLUMN NEYEHI U NOYeK.

ﬂPEﬂOC TEPEXEHNA

He ncnonb3yiite U3genue, ecni ero ynakoska BCKPbITa UM NOBPeX/eHa.

.ﬂaHHoe yCTpOVlCTEO npefiHa3Ha4yeHo NCKNYNTENTbHO A1 OAHOKPATHOroO
NCnonb30BaHns. 3aI'Ip€LLlaeTCﬂ MNOBTOPHO MCMONb30BaTh, NOABEPraTh
I'IOBTOpHOI;I OspaﬁOTKe nnn crepunusaunn. nOBTOpHOe ncnonb3oBaHue,
oﬁpaéoTKa nnn cTepuin3auuna MoryT HapyLIuTb LLeN0CTHOCTb

n/nnn NPWBECTU K OTKa3y U3Aenus, 4to, B CBOIK 0Yepesb, cnocobHo
npuBecTn K TpaBme, 3a6oneBaHuio unn CMepTun naumneHTa.

I'losTopHoe ucnonb3oBaHue, OﬁpaﬁoTKa nnn cTepunnsauna MoryT Takxe
C03AaTb PUCK 3arpa3HeHna n3penna w/nnun npuBecTn K I/IHCIJI/ILLI/IpOBaHI/IIO
nnn nepekpectHomy VIH¢I/ILlI/IpoBaHIMO nauneHTa, BKnto4vas, noMumo
npouvero, nepeaavy MH¢€KHMOHHBIX 3aboneBaHuii o1 OZIHOrO nauneHTa

K Apyromy. 3al'p$|3HeHI/|e n3nennsa MOXeT NpuBecTn K Tpasme, 3aboneBaHuio
WIin CMepTn NaumneHTa.

Mocne ncnonb3oBaHs yTUAN3MPYIiTe B COOTBETCTBUM C NpaBUnaMu
6onbHULbI, aIMUHUCTPATUBHbIX /UK MECTHBIX OPraHoB BNacTh.

ﬂPEﬂ}’ﬂPE)I(ﬂEHMH

MpoBeaeHue 3M60M3aLMI ANS OKKIIO3UN KPOBEHOCHBIX COCYAOB —
NpoLezypa C BbICOKUM PUCKOM. STUM U3/ieNNeM CeflyeT NoJb30BaThCs
TONbKO BPayaM, MMeHLLMM NOATOTOBKY M0 BMeLLaTeNbCTBaM

B HEPBHYIO M1 Nepudepryeckyto CUCTeMy 1 BaACOLMM 0BLUNPHBIMM
3HaHNAMN NOANEXALLEN NeYEHIO aHTNONATI, aPXUTEKTYPbI COCYAOB,
aHrorpaduyeckix MeTo/0B, a Takke MeTOA0B CynepcenekTUBHON
3mbonn3aumm.

IMB60NN3aLMS NPU COCYANCTbIX ManbhOPMaLMAX MOXET NOBAUSTL Ha
XapaKTep KpOBOTOKA Ui U3MEHWTb €ro, TeM CaMbIM NOABepras apTepuy,
nuTaloLLMe COCYANCTYIo ManbhopmaLiio, Ui HopManbHble OKpyXaroLLne
TKaHW 1 NepUBaCKyNsPHO NPOCTPAHCTBO BOKPYT ManbhopmaLmu
NOBbILIEHHOMY [aBNIEHMIO W Bbi3bIBasi NOBbILUEHE BHYTPUOYAroBOro
JaBNeHIs.. 3TV COCTOSHNS MOTYT NPUBECTY K reMopparnyeckinm
OCIOKHEHNAM.

Heobxoanmo 13beratb OKKNI031M BEHO3HOO OTTOKa Nepe/ NUTaoLLMMK
oyaramu Unn apTepusiMu, NOCKOIbKY 3TO Takke MOXET NpuBecT!

K KpoBOM3NusIHMIO U3 Manbgopmauun. Ecnu usnenve PHIL Bbitekaet

3a Npefienbl COCYANCTOrO NPOCTPAHCTBA, YTO ABNACTCA CeACTBUEM
NOBPEX/EHNS CTEHKM COCY/a, B OKPYXKatoLLEM COCYAMCTOM NPOCTPAHCTBe
MOXeT BO3HUKHYTb NOAOCTPast BOCNAnUTeNbHas peakuus Ha Matepuan,
KOTOpas NPUBOAVT K MOBPEXAEHMIO TKaHEN.

MoryT HabntoAaTbCs NoKanbHas r1UnNepyyBCTBUTENHOCTb /UK
BbICBOOOX/EHE rMCTaMUHOB 0T AumeTuncynbdokenaa (AMCO).

He cneplyet npoBoauTb TepaneBTMYeCkyto 3M601M3aLINI0, e BbICTpbIN
KPOBOTOK NpeNsTCTBYeT 6e30nacHoi focTaBke IMOONNYECKOro
MaTepuana, 4tobbl NpefoTBPaTUTH HeLlenesyio IMOONN3aLMIO.
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Ha p TeTepa pacnonararbCsi KaK MOXHO MEPBI ”PEAOCTOPO)KHOCT”

AVCTanbHee 1 KaK MOXHO 6MIMKE K LieneBoMy cocyancTomy

nopaxeHuio, 4To6bl NPeOTBPATUTL HeLieneByio 3M60nM3aLnio ®  be30nacHoCTb 1 3PHEKTUBHOCTb He U3y4anuch B CreayIoLnx
! py TKaHM Nnn Yeg I noNyNAUUAX NaLNeHTOB:
e [pexaespemeHHoe 3aTBepaeBaHue u3nenus PHIL MOXeT NpousoiiTv npu = GepemeHHble 1t KOPMSLLME KEHLIMHbI;
KOHTaKTe MUKpOKaTeTepa unm pasbema Jlio3pa ¢ NiobbiM PacTBOPOM, TaknM = /uua monoxe 18 nier; .
Kak $U3pacTeop, KPOBb MM KOHTPACTHOE BLLECTBO. = [MLA C aHeBPU3MAMI NUTaIOLLIeA HOKKY, HE CBA3HHBIMY C 04aroM,
VM AVCTaNbHbIMY NUTAIOLLMMY 31EMEHTaMIA K 04ary M COCYAMCTOI

*  licnonb3yiite Tonbko coBmectmble ¢ IMCO MUKpoKaTeTepbl,
npeHa3HayeHHble ANS NCNOb30BaHWs B HelipoBacKynApHOiA Ui
nepudepnyeckoil cocyanctot cucteme. [ipyrue MUKpoKatetepbl uan

Manbdopmauum.
®  [10 HeKOTOPbIM AAHHbBIM AMMETUNCYNbOOKCUT, YCUNMBAET AeiiCTBIE

WINpULB MOrYT 6bITb HecoBMecTUMbI ¢ IMCO, U X MCNONb30BaHMe ApyrVX ORHOBPEMEHHO BEOAVMBIX MPENaparos.
MOET NIPUBECTU K TPOMBO3MBOAUYECKIM SBNCHIAM U3-3a o Tpu MCcnonb30BaHuK n3nenus PHIL NaLMeHT MOXET M0UyBCTBOBATb BKYC,
pa3pyLLIeHNs MUKpoKaTeTepa. TIOXOXWit Ha BKYC YeCHOKa, 13-3a KommoHeHTa IMCO. 3T0T BKyC MoxeT

COXPaHATHCS HECKOMbKO 4acoB. MOXeT NOSBUTLCS HeNPUSTHbINA 3anax

e MCI'IOI'Ib3yI7ITe TONbKO NPeABapUTENbHO 3an0JIHEHHbIE WNPULbI
130 pTa 1 3anax oT KOXK.

MicroVention ans Beegexns IMCO n u3penus PHIL. [ipyrve wnpuupi

MoryT 6bITb HecoBmecTuMbI ¢ IMCO. e [lepes ncnonb3oBaHnem NpoBepbTe ynakoBKy NpoaykTa. He ucnonb3syire
«  Bbictpoe BBefeHHe IMCO B COCYANCTOE MPOCTPaHCTBO MOXKET NPUBECTH V3[IeNIMe, CTW CTEPHTIbKbITi Gapbep BCKPLIT Wi MoBPEXAEH.
K Ba30Cna3my i/uni aHrMoHeKpo3y. e Vcnonb3yiiTe 0 UCTEYEHWS CPOKA FOAHOCTY.
®  Bcnyyae OKKMI03MM MUKPOKaTETEPa Ype3MepHOe NPUNoXeHe CUnbl npu e Y6eauTech, 4T0 MUKpOKaTETePbI 1t NIPUCNOCOBAEHMS (CM. YKa3aHus
NPO/BIDKEHNI NOPLIHS MOXET NPUBECTY K Pa3pbiBy MUKpOKaTeTepa 13-3a K IPUMEHEHNI0), UCTIoNb3yeMble NP HeMoCPeCTBEHHOM KOHTaKTe
136bITOYHOrO AaBNEHNS. ¢ nonvmepom PHIL, Y1CTbI 1 COBMECTUMbI C MaTephanom, He MpOBOLIMPYHOT

NoNMMEPU3aLIio 1 He pa3pyLLAloTCs NPK KOHTaKTe. Vcnonb3ylite ToNbko
coBmecTuMble ¢ [IMCO MuKpoKaTeTepbl, NpeaHasHayeHHble Ans
1Cnonb30BaHus B HeipoBacKyNAPHO U nepudepuyeckoil cocyancroi
cucTeMe, a Takoke CTepunbHble NpeaBapUTeNbHO 3anoNHeHHble

*  He ponyckaiite, 4to6bl 6onee 1 cm usgenus PHIL 3axoauno obpartHo
10 HaKOHEYHMKY MUKpOKaTeTepa. Ype3mepHblil 06PaTHbIN OTTOK MOXET
NPUBECTI K 3aTPYAHEHNIO NPV YAANEHUI MUKpOKaTeTepa.

e [locne ncnonb3oBaHus MUKpoKaTeTepa ¢ u3genvem PHIL He nbiTaiiTech wnpuus! MicroVention. Ipyriie MKpOKaTeTepb! AV WNPULL! MOTYT
QUVCTITb €ro WN BBECTU Yepes Hero Kakoii-nu6o Matepuan. 6bITb HecoBMecTUMbI ¢ IMCO, 1 X CMONb30BaHME MOXET NPUBECTH
Takve NoMbITKV MOTYT NPMBECTI K 3MBONUM MW HeLieneBoi aMBonu3aLnm. K TPOMBO3MBOAMYECKIM SBEHNSIM 13-33 Pa3pyLLIEHIS MAKpOKATETEpa.

o OCTAHOBWTE BBeseHme, ecnit u3genve PHIL He BU3yanu3upyercs 06patuTecs K pasgenam «MpesynpexaeHins» 1 «YkasaHus K npuMeHeHmio».
NpU BbIX0JiE M3 HaKOHEUYHIKa MUKpOKaTeTepa. B cnyyae 3akynopku e [lo okoH4aHUV BBeAeHWs u3nenns PHIL nosoxauTe Tpy MuHyThI, clerka
MUKpOKATETePa MOXET BO3HUKHYTb 36bITOYHOE AABNEHUE, U CyYHTCS acnupupyiTe WNPULL, a 3aTeM OCTOPOXHO NOTAHNTE MUKPOKATETEp,
pa3pbiB cocyna. Bo Bpems BBeZieHUs MOCTOSIHHO NpoBepsiiiTe Moz, uT06bI 0TACNUTL €ro oT GpopMbl PHIL. HecobnioneHune pekoMeH/10BaHHOMO
PEHTreHOCKONUYECKMM KOHTPONEM, BbIXOAWT Nnt upenve PHIL u3 BpEMeHY OXMAaHUS Nepef U3BNeYeHeM MIKpoKaTeTepa nocne
HaKoHe4HIka MUKpoKaTeTepa. BBE/IeHVs MOXET NPUBECTY k pacnapy u3penus PHIL Ha Menkue

e OCTAHOBWTE BBes , €C/IN OLLYLLIAeTCA Nol {0e conpor 1acTn B HELENEBbIX COCYAAX.

Ecm T o 10e conpot I Te NPUYMHY

(Hanpumep, OKKNI031S NPOCBETa MUKPOKATETEPA) U NP HEOBXOANMOCTH BO3MO)XHbBIE OC/TIOXXHEHUA

3aMeHwTe MUKpoKaTeTep. He nbiTaiitech yopaTh Unv NpeofoneTs BO3MOXHbIE OCIOXHEHYS! BKIOHAIOT, KpOME MPOUHX, CleayloLme:
conpor nyTem y JAaBneHns MOCKOMbKY

ype3mMepHOe AABNEHME MOXET NPUBECTI K Pa3PblBy MUKpOKaTeTepa ¢ Temaroma g Mecte npokona;

1N COCyYAa 1 IMBONM3ALIMN HELIeNeBbIX Y4aCTKOB. o TpoM603 HelieneBoii apTepu;

e [Ins BBeaeHus unenus PHIL oka3biBaiiTe aaBneHme ToNbko 6oMbLunmM ®  WLWeMUYecKme SBNEHNS BCIEACTBIE IMBONNYECKO MUTPALIMM,
nanbLem. MPoABIKEHIE NOPLIHS NaA0HbBI MOXET MPUBECTH K Pa3pbiBy Ba30Cnasma, Tpom603a;

MVKpOKaTeTepa Wi COCYAa M3-3a M36bITOUHOTO AABNEHNS B Cnyyae . reMOppaIECKHE SETeHS: pa3pLIE COCY0B — NepbOpaLI:
OKKITI03UW MUKpOKaTeTepa. PP - paspl YA pdopaums;
®  reMoAMHaMUyeckue u3MeHeHus, Bbl3BaHHble 3MOonu3aLmei,

e HE npepbiBaitte BBefeHue n3enus PHIL 6onee yem Ha TpU MUHYTbI
MOTYT NPUBECTU K FeMopparnyeckum 0CNOKHEHUAM;

C nocnepytoLM BO306HOBNEHNEM BBEAEHNS. 3TO MOXET NpuBeCTA

K 3aTBepAeBaHMI0 3AeU PHIL BHYTPY HAKOHEUHMKA MUKpOKaTETEpa, o 3TV MWeMMYECKMe UM reMOppAriieckite OCTOXHEHIS MOryT NpHBeCTI
4TO NpYBEAET K OKKIIO3MU MUKPOKaTETEPa. TPUNOXKEHIE Ype3MePHOTo K Pa3NNyHbIM GYHKIMOHANbHbIM HEBPONIOTNYECKIM HApYLLIEHNSIM,
[IABNIEHNS U5 0YMCTKIN MUUKPOKATETEPa MOXET MPUBECTM K Pa3pbigy UHCYNbTY U, BO3MOXHO, CMepTHL.
MUKpOKaTerepa it COCyAa it 3MBOM3aLMN HeLLeneBbiX y4aCTKoB. Monb30BaTeNsM 1/WAl NaleHTaM clieayeT coobli(aTh 0 N1loBbIX cepbe3HbiX

*  Xuakas ambonnyeckas cuctema PHIL nocTaBnsieTcs crepunbHoit VHLVMAeHTaX NPOU3BOANTENIO U B YNOIHOMOYEHHbIA OpraH rocyapcraa-ynexa
11 aNMpPOTeHHOI, eC YNaKOBKA M3AeNS He BCKPbITa 1 He NoBpexaeHa. He 1N B MECTHbI OPraH 3ApaBOOXpaHeHIs N0 MeCTY XUTeNbCTBa NoNib30BaTens u/
ncnonb30Batb, €CSIN YNaKoBKa NOBPEXAeHa. Wcnonb3oBatb A0 ucreyexHns Wnn naumnenTa.
CPOKa FOAHOCTH, YKa3aHHOTO Ha yNakoBKe NPOAYKTa.

*  )Knakas am6onuyeckas cuctema PHIL npeaHasHayeHa TobKo Ans ObYYEHUE
O[IHOKPATHOTO UCNONb30BaHNS. KOMNNEKT NpeaHasHayeH K Ncnonb3oBaHuio Vcnonb30BaHHe XuaKoit 3MBonuyeckoii ccremsl PHIL 6e3 Haanexalero
TONBKO ZLNS O/IHOTO NALVeHTa. 3aNPeLLAeTca CTepUAN30BaTb 1/unn 06y4eHIs MOXET NPUBECTU K CePbe3HbIM NOCTeACTBUSM, BT A0
1CnoNb308aTb YCTPOIICTBO NOBTOPHO. MOBTOPHOE MCNOAb30BaHMe M/unk NeTanbHoro Mcxofia. YroBbi NoNy4MTs MHGOPMALLMIO 06 yueGHbIX Kypcax,
NOBTOPHas CTEPUAN3ALIAS MOTYT YBEVYUTS PUCK 3aPAXEHUS, BbI3BaTb CBAXMTECH C NPe/CTaBUTeNeM KoMnaHwM MicroVention.
NVPOTeHHYIo PEaKLMIO WU APyTHIe ONACHbIE A5 KU3HU OCIOKHEHNS.

o CnlefiyeT C OCTOPOXHOCTBIO MCMONb30BaTh M3ENNe NS HyBCTBUTENbHBIX @OPMA BbIIYCKA
K HUKENIO NALMEHTOB I/WAN GePeMeHHbIX XeHLLH, NOCKObKY OHO W3nenue PHIL NOCTABNSETCA CTEPULHBIM M ANUPOTEHHbIM.
YNaKOBAHO B CTEK/AHHbIE WNPHLIbI, KOTOPbIE MOTYT COLIepXaTb HUKEb. KuaKas 3MBonnyeckas cuctema PHIL BbINYCKAETCH B HECKONIbKUX BAPUAHTaX

cocrasa: PHIL 35%, PHIL 30%, PHIL 25%, a takoke PHIL LV. Mpn ncnonb3osaxnu
no60ro cocTaBa nepes BBeAeHEM He06X0AMMO TLLATENbHO ONpe/eniTh Bce
HOpManbHble Hellenesble cocyabl, 4To6bl u3nenue PHIL He 3akynopusano
HOpManbHble COCYAbI UM COCYANCTbIE BacCeiiHbl.
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°  Xuakuit smb6onuyeckuit matepuan PHIL 35% pekomeHrpyetcs
ANsi CLieHapueB ¢ 6onee MHTEHCUBHBIM NOTOKOM 11 60N1bLMMK
CBULLEBbIMI KOMMOHEHTAMN.

o Xuakuii smbonuyeckuit matepuan PHIL 30% pekomerayeTcs Ans
CLieHapyeB C yMePeHHbIM 1 MHTEHCUBHBIM MOTOKOM, @ TaKkke NPU BBeeH!I
B NUTalOLLYIO HOXKY B6AW3YM oYara.

*  Xuakuit sm6onuyeckuit matepuan PHIL 25% pekomerpyetcs ans
CLieHapveB C MeHbLUMM NOTOKOM, a Takxe eci Heobxoaumo Gonee
ANCTanbHoe nepemelleHue.

*  Xuakuit sm6onuyeckuii matepuan PHIL LV pekomerpyetcs
ANt POABIDKEHNS K ANCTANbHBIM COCYAaM 1 bonee rybokoro
NPOHMKHOBEHMS B OYar Unu ManbGopmaumio. [laHHblit Matepuan
BBW/Y COCTaBa MeHee BA3KMIA, 1 ANS YCUNEHNst KOHTPONS A0CTaBKM
PeKOMeH/yeTCs NCNONb30BaTb MHCTPYMEHT OCTaHOBKM NOTOKA,
Hanpumep 6annoHHbI MUKpoKaTeTep.

OkoHyaTenbHoe 3aTBepaeBaHie MPOUCXOANT B TeYeHWe TPeX MUHYT Npu
nio6om BapuaHTe CoCTaga.

YIAKOBKA, CTEPUITU3ALNA,
XPAHEHUE N YCJ10BUA KCITIIYATALUUN

LLnpu ¢ xuakum ambonuyeckum matepuanom PHIL, wnpuy ¢ AMCO

11 yHUBepCanbHbIii ajantep NOMeLLaloTcs B OTAENbHble NONMKap6OHaTHbIe NOTKM
1 ynakoBaHbl B KOPOOKY ANs 0AHOI cucTeMbl. 131enns 0CTaloTest CTepuibHbIMK,
©C/IN YNaKoBKa He BCKPbITa, He NOBPEX/AEHa 11 He UCTeK CPOK roHOCTA. B cnyyae
Henpe/iHaMepeHHOro BCKPbITUS U1 NOBPEXAEHMS YNaKOBKY YTUNN3MpYiiTe
u3penve.

LLnpu ¢ xuakum ambonuyeckum matepuanom PHIL, wnpuy ¢ AMCO

¥ yHMBEPCanbHbIiA aaanTep CTepunm3yioTcs napom. K ynakoske notka ans
LINpULEB C XXMAKUM IMBonnyeckum matepuanom PHIL, notka Ans wnpuues

¢ IMCO v noTKa ANt yHUBEPCaNbHbIX afanTepoB NpUKpenseHa HebonbLuas
Kpyrnas NHAMKaTOPHas 3TUKeTKa. [pn CTepunn3aumnn napom 310T MHANKATOP
MEHSET LIBET C CMHEero Ha PO30Bblii. V3aenne MoXHO UCMob3oBath, Koraa
VHAMKATOP CTaHOBUTCS PO30BOTO LBETA. ECM MHANKATOP CUHWIA, He UCnoNb3yiiTe
n3zienve ¢ ambonuyeckum marepuanom PHIL.

XpaHuTe xuakyto sm6onnyeckyio cuctemy PHIL npu koMHaTHOIA Temnepatype B
cyxoM MecTe. bepeyb 0T NPAMOro BO3AeNCTBIS CONHeYHoro caeTa. Ecin usnenue
3aMep3n0 113-3a BO3JECTBUS HU3KNX TeMnepaTyp, Nepe/ UCnoNb3oBaHnem
pa3Mopo3bTe ero npyu KOMHaTHo# Temnepartype.

YKA3AHUA K TIPUMEHEHNIO

YbenuTech, 4To Ha NPOTSHKEHMI NpOLeaypbl 3MB60NMU3aLMM NPUMeHsieTCs
HafexHas ceflauns. HefoctaToyHas cefaLyms MOXeT NpUBECTI K ANCKoMPopTy
nauueHTa Um BbI3BaTb iBIKeHNeE. [IBIKeHe naLyeHTa Bo Bpems

BBe/leHNs IMOONINYECKOro MaTepuana MOXeT NpUBeCTH K IMbonusaLmun
HeLeneBoro cocyaa.

1. MoaTBepauTe yCTaHOBKY MUKpOKaTeTepa C NOMOLLbI0 BBeAEHUS
KOHTPACTHOTO BELLLeCTBa B COOTBETCTBUM C MPUHSATON B yUpexaeHnn
npoLesypoii.

Mpeaynpexaenue. Vicnonb3yiite Tonbko coBmecTumble ¢ AMCO
MWKpOKaTeTepbl, NpefjHa3Ha4yeHHble AN NCNoNb30BaHNA B
HeipOBACKYNAPHOI UM NepudepuyecKoil COCyaNCToil cucteme.

[lpyrie Mukpokatetepbl MOryT 6bITb HecoBMeCTUMbI ¢ IMCO, 1 ux
NCnonb3oBaHNe MOXET NPUBECTU K TpOMﬁOaMﬁOﬂVNECKVIM SABNEHUAM n3-3a
paspyleHus MUKpoKaTetepa.

Mpeaynpexaenue. icnonb3yiite xuakuii sm6onnyeckuii matepuan
PHIL LV C MHCTPYMeHTOM 0CTaHOBKY NOTOKa, Hanpumep, 6ainoHHbIM
KaTeTepoM (T. e. OKK/I03MOHHbIMM 6aNNOHHbIMK KaTeTepamu Scepter™)
AN YCUNEHWs KOHTPONS 3a BBeieHeM. VIcnonb3oBaHme XmaKoro
3mbonmnyeckoro Mmatepuana PHIL LV 6e3 npumeHeHIs TexHUKi
0CTaHOBKM NOTOKA MOXET NPUBECTY K HeLleneBoi aMbonm3aLum.

2. TonHOCTbIO 04MCTUTE MUKPOKATETEP C NOMOLLbI0 NpUMepHOo 10 M
(usvronoruyeckoro pacteopa.

3. [lepxa wnpuu Beepx, BBeauTe [IMCO C noMoLLbIo NpeBapuTeNnbHO
3anonHeHHoro wnpuua ¢ IMCO B 40CTaBOYHBI MUKpOKaTeTep B 06beme,
[0CTaTOYHOM /191 3aNONHEHNS MEePTBOr0 NPOCTPAHCTBA MUKpOKaTeTepa.
06bem MepTBOro NPOCTPaHCTBA YKa3aH Ha 3TUKETKe 0CTaBOYHOTO
MUKpOKaTeTepa.

10.

11.

MpeaynpexaeHue. Vicnonb3yiite TONbKO NPEABAPUTENLHO 3aN0/IHEHHbIE
wnpuupl MicroVention ans seeaerns IMCO v nspenus PHIL.
[lpyrine wnpuubl MoryT 6biTb HecoBMecTuMbI ¢ IMCO.

Monavany nopweHb wrnpuua PHIL moxeT cnerka 3aeatb.
HemHoro notaxuTe nopiueHsb wnpuua PHIL ¢ konnaykom Hasag,
4T06bI €70 /IBIXKEHNE CTaN0 CBOGOAHBIM.

CHumKTe Konnayok co wnpuua PHIL. MoacoeanHuTe yHuBepcanbHblit
afanrep K wnpuuy PHIL n ynanute Bo3ayx.

Crumute wnpuy ¢ AMCO ¢ Mukpokatetepa, Haneiire octatok IMCO
10 NepenosiHeHNs U NPoMoliTe UM pasbem Jlio3pa.

Moaxniouute Wwnpuu, PHIL n apanTep B c6ope k pasbeMy MUKpoKaTeTepa,
cneps 3a TeM, YTo6bl BO BPEMS CORANHEHNs B pasbeme He 6bino Bo3ayXa.
Y6enuTech, 4T rUN0TPYy6Ka yCTaHOBNEHa B CAMOIE HIDKHEN TouKe
pasbema MUKpoKaTeTepa, 1 3aTAHUTe BCe CORANHEHNS Nepe/ Hauanom
MCMONb30BaHMS.

Mpepynp Hoe 3aTBef PHIL
MOXeT NPOU30iATV NPU KOHTaKTe pa3beMa Jli3pa MUKpoKaTeTepa C Nio6bIM
PacTBOPOM, TakuM Kak Gu3pacTBop, KPOBb UM KOHTPACTHOE BELLeCTBO.

neHue ﬂpnw

HauHute BBOAWTH M3enue PHIL, 406kl BbITeCHNUT IMCO.

Mpeaynpexaenne. [1ns sBeaerus nsnenus PHIL okasbiBalite faBneHue
TONbKO 60MbLLINM NanbLeM. MPoABIKEHNE NOPLIHA NaA0HbBIO MOXET
NpUBECTY K Pa3pbiBy MUKpOKaTeTepa v Cocyaa n3-3a M36bITOYHOTO
[NaBNeHNs B CNyyae OKKMIO3MN MUKpOKaTeTepa.

KoHTponupyiite BBOAUMbII 06beM, 4TO6bI 3aMeTUTb, Koraa
HauHeTCs nepBas UHGY3s XUAKOro IMBONNYECKOro MaTepuana
B COCYAUCTYIO CUCTEMY.

Mpenynpexnenue. He nonyckaiite, 4tobbl 6onee 1 cm uspenms PHIL
3axoauno 06paTHo No HaKOHEYHMKY MUKpOkaTeTepa. Ype3mepHblit
06paTHbI OTTOK MOXET NPUBECTY K 3aTPyAHEHMIO NP yAAneHnn
MUKpOKaTeTepa.

Mocne ncnonb3oBaHs MuKpokateTepa ¢ usgennem PHIL He nbiTaiitech
OUMCTUTb €ro N BBECTI Yepe3 Hero Kakoii-nnbo matepuan.

Takve NOMbITKV MOrYT NPUBECTI K 3M60NIM UK IMBOAM3aLMN
HelieneBoi obnacty.

Mpepynpexpaenne. OCTAHOBUTE BBesieHue, ecniv olyLjaetca
NOBbILLIEHHOE CONPOTUBNIEHME. ECIN BO3HUKAET NOBbILIEHHOe
CONPOTMBIEHIE, ONpezeniuTe NPUYUHY (HanNpUMep, OKKNIO3Ns NPocBeTa
MUKpOKaTeTepa) 1 Npyu Heo6XoAMMOCTY 3aMeHITe MUKpOKaTeTep.

He nbiTaiitecs y6paTb U1 NpeofoneTb CONPOTUBAEHME NyTeM
YBENNYeHNs aBNeHNs BBEAEHNS, NOCKONbKY Ype3MepHoe AaBNeHme
MOXET NPUBECTY K Pa3pbiBy MUKpOKaTeTepa i CoCyAa 1 IM60NN3aLMN
HeLleneBbIX y4acTKoB.

Mpepynpexaenne. HE npepbisaiite BBeaeHue unenus PHIL 6onee

YeM Ha TPU MUHYTbI C NOCIeAYHoLLIAM BO306HC il . Ha
HaKOHEYHIKEe MUKpOKaTeTepa MOXET NPOU30WTY 3aTBepaeBaHme U3enns
PHIL, 4o BefieT K OKKNI03MM MIUKPOKATeTEpa, a NPUIOXEHNe Ype3MepPHOro
[NaBNEHNA AN OYMCTKN MUKPOKATETEPa MOXET NPUBECTM K €r0 Pa3pbiBy.

Mo okoHyaHuK BBeAeHNA u3aenus PHIL nogoxauTe Tpu MUHYTHI, Clierka
acnupupyliTe WNPWLL, a 3aTeM 0CTOPOXHO NOTAHUTE MUKPOKaTeTep,
4T06bI 0TACNUTH €10 OT GpopMbl PHIL.

3arpyanHeHusd Npu U3BNeYeHnn MUKpOKATeTepa UV ero 3acTpeBaHue Mory
6bITb BbI3BaHbI OAHUM 13 CIE/yOLINX (aKTOPOB.

®  AHrV0apXUTEKTOHUKA COCYANCTOTO NOPAKEHNS, O4eHb
AvcTanbHas aphepeHTHas YANMHEHHAs 1 U3BUNUCTas HOXKA.

*  Basocnasm nuTatoLiei HOXKI.

e O6patHblit 0TTOK U3aenms PHIL Yepes AUCTanbHbIA HaKOHEYHWK/
CTepXeHb MUKpOKaTeTepa.

Ecnv npu U3BneYeHUn MUKpOKaTeTepa BO3HUKHYT 3aT|

V3B/1eYb €ro NOMOXET Crefylolee.

e OCTOPOXHO NOTSIHUTE MUKPOKATeTep, YTO6bI OLEeHUT
CONPOTMBAEHE NPV U3BNEYEHNN.

e EC/W OlLLyWaeTCs CONPOTUBIEHWe, YCTPaHWUTe NpoBUCaHie
N1 n36bITOYHOCTL B MUKpOKaTeTepe.

®  AKKypaTHO BbITArMBaiiTe MUKpOKaTeTep
(npumepHo 3-4 CM pacTkeHNs MUKpOKaTeTepa).

HEHns,
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®  3ajepxuTe Takoe yCunue BbITATVBAHNS Ha HECKONBKO CEKYHA
w otnycTuTe. OLeHUTe Cuny BO3AECTBUS BLITATMBAHIS Ha
COCYANCTYIO CUCTEMY, YTOBbI CBECTU K MUHUMYMY PUCK Pa3pbiBa
COCY/0B NN KPOBOM3NNSHNS. ITO CNeflyeT BbINONHATL N0
PEHTIeHOCKOMNYECKIM KOHTpONEM.

®  3T0T NPOLECC MOXHO NEPUOANYECKN MOBTOPATL A0 MONHOTO
V3BNeYeHINs MUKpOKaTeTepa.

Mpw 3acTpeBaHUn MUKpoKaTeTepa:

® B HEKOTOPbIX CTIOXHbIX KIMHUYECKMX CUTYaLINSIX MOXET GbiTb
6Ge3onacHee 0CTaBUTb MUKPOKATETEP B COCYAMCTOI CUCTEME BMECTO
T0r0, YT0BbI PUCKOBATL Pa3pbIBOM ManbOPMALWA 1 NOCNEYOLIMA
reMopparuyeckMi OCNOKHEHUAMY, NpUnaras YpesmepHoe ycunme
BbITATMBaHWA K 3aCTPSBLUIEMY MUKPOKaTeTepy;

® [N 3T0T0 MUKPOKATETEP PACTArUBAKOT 1 06PE3atoT ero CTepXeHb
BO3M1e TOUKM BBOAA B COCYACTBIN IOCTYM, YTO NO3BONSET
MUKpOKaTeTepy 0CTaBaTbCsi B apTepum;

®  eCIM MUKpOKTETEP JIOMaeTCs BO BPEMS U3BNEYEHUS, MOTyT
NPOVM30iAT AMCTaNbHas MUTPALINS MW CBOPaYNBaHIe
MUKpOKaTeTepa; YTo6bI CBECTU K MIUHUMYMY PUCK TPOMG03a,
CIeflyeT PaccMOTPETb BOMOXKHOCTL MPOBEAEHIS XMPYPrUyecKoil
PE3eKLMN B TOT e fieHb.

COBMECTUMOCTb C MPT

W3pnenue PHIL 66110 npu3HaHo 6e30nacHbIM Npy MCNONb30BaHNM
¢ MPT B cootBeTcTBIM C OnpefeneHnem ASTM F2503-08.

MHq}OpMauMﬂ 06 apTed}aKTaX Ha I/ISOGQH)KEHI/ISIX

MPT-TecTupoBaHue nokasano, uto u3genve PHIL 6e3onacHo npu ncnonb3osaHum
C MPT 1 He BbI3bIBaeT nosiBNeHns Ha MPT-u306paxeHusix apTeakTos,
Kacalowumxcst pasmepa it GOpMbl JaHHOTO 3AeNMs.

MATEPUAJTbI
Mpu usrotonernn usgenus PHIL He Mcnonb30Banuch HaTypasbHbIi Kay4yKoBblii
nartekc, nonuuHunxnopug, (MBX) u an-2-3tunrekcundranar (A3rd).

TAPAHTUA

Komnatusi MicroVention rapaHTupyer, 4o npu pa3paboTke  Npon3BoacTee
JaHHOTO M3enNs GbINu NPUHSATLI PasyMHbIe Mepbl NPESOCTOPOKHOCTA.
[laHHasi rapaHTUs 3aMeHsIeT U UCKNIoYaeT BCe Apyrie rapaHTuu, NPpsIMo He
OroBOPEHHbIE B HACTOALLEM AOKYMEHTE, BbIpaXeHHbIe UK Noap

B CUNY 3aKOHA MAU APYrinX 06CTOATENCTB, BKKOYAs, NOMUMO NPOYero, Niobble
noApasyMeBaeMble rapaHTIAM TOBAPHOTO COCTOSIHMS UM NPUTOAHOCTY ANS
KOHKpeTHO# Lieny. O6paLueHine C yCTPOICTBOM, €ro XpaHeHue, 04ncTka
CTEpUNM3aLus, a Takke GakTopbl, CBS3aHHbIE C NALMEHTOM, AUArHOCTUKON,
NIeYeHneM, XMpypruyeckoi NpoLeaypoil, U Apyrie BONPOChI, HEMOAKOHTPONbHbIE
MicroVention, HenocpeaCTBEHHO BAVSIKOT Ha U3AENVe U Pe3yNbTaTbl,
nosy4eHHble NpU ero ncnonb3osanun. 06si3atenbCTBOM Komnatum MicroVention
N0 AaHHOIT rapaHTUI SBASIOTCS PEMOHT UV 3aMeHa U3Aenns A0 NCTeyeHus
CpOKa ero AeiicTBIs, 1 komnaHus MicroVention He HeceT OTBETCTBEHHOCTY 3a
NioBble CnyyaiiHble UM CONYTCTBYHOLLME NOTEPH, YLLLeP6 MK PACXOAbI, NPSIMO
W1 KOCBEHHO CBA3aHHbIE C UCNONb30BaHNEM AaHHOTO 3fenns. Komnanus
MicroVention He npuHUMaeT Ha cebsi 1 He yNONHOMOYMBAET APYIUX L
NPUHAMATb 3 Hee Kakie-nnbo Apyrve U AONONHUTENbHbIE 06si3aTenbCTBa
W1 OTBETCTBEHHOCTb B CBA3M € AaHHbIM U3ennem. Komnaxus MicroVention He
HeceT HUKaKOV OTBETCTBEHHOCT 33 MOBTOPHOE MCMONb30BaHWe, NepepaboTKy
W1 NOBTOPHY!O CTEPUAN3ALMIO U3AENWI 1 He AAeT HUKAKWUX rapaHTuil,
BbIPXEHHBIX UM NOAPa3yMeBaeMblX, BK/I0Yas, NOMUMO NPOYEro, rapaHTm
TOBAPHOrO COCTOSIHUS UAW NPUTOAHOCTI ANS KOHKPETHON LIeNH, B OTHOLLEHUM
TaKuX U3genuii.

LleHbl, TeXHUYeCKMe XapaKTePUCTUKK 11 Hanuumre MOfenei MoryT 6biTb 3MeHeHbI
6e3 npeABapUTENIbHOTO YBEAOMIEHMSI.

CBOAIHAA UHPOPMALINA O BE3OMACHOCTH
W KJIMHNYECKNX XAPAKTEPUCTUKAX

CBoAHas MHOPMALWs 0 6E30MACHOCTY 1 KIMHNYECKVX XapaKTepUCTAKax
(Summary of Safety and Clinical Performance, SSCP) u3nenus 6ynet aoctynHa
B EBponeickoii 6a3e AaHHbIX 0 MEAVLIMHCKUM u3aenusim (European Database
on Medical Device, EUDAMED: https://ec.europa.eu/tools/eudamed) nocne ee
3anycka.

MoCTosIHHbIA MMNNaHTaT. MocneaytoLuee HabnioaeHe BbINOMHAETCS HA
yCMOTpeHve Bpaya.

Be6-caiit eIFU: https://www.terumoneuro.com/products/product-use-and-
safety
© MicroVention, Inc., 2025 . Bce npaBa 3aLumLLeHbl.

MicroVention™, PHIL™ n Scepter™ sBasioTcsl ToBapHbIMI 3HaKaM1 kKOMMaHUN
MicroVention, Inc. u 3apeructpupoBatbl B CLLIA 1 Apyrux lopucanKLmsx.
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vieta / Laikyti sausoje vietoje / Chroni¢ przed wilgocia / A se pastra in stare uscata / XpaHuTb B cyxom mecte / Cuvati na
suvom / Hranite na suhem / Uchovavajte v suchu / 36epiratin 8 cyxomy micuy / gusall lax> e ksl
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Keep Away from Sunlight / Tenir a I’écart de la lumiére du soleil / Vor Sonneneinstrahlung schiitzen / Mantener alejado
de la luz solar / Tenere lontano dalla luce del sole / Manter afastado da luz solar / Beskyt mod sollys / Niet blootstellen
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saules gaismas / Saugoti nuo saulés Sviesos / Chroni¢ przed $wiattem stonecznym / Pastrati departe de lumina soarelui /
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Non-pyrogenic / Apyrogéne / Nicht-pyrogen / Apirégeno / Apirogeno / Nao pirogénico / Ikke pyrogent / Niet-

pyrogeen / Ei-pyrogeeninen / Pyrogenfri / Ikke-pyrogen / Mn tupetoyovo / Pirojenik degildir / AnuporenHo / Nepirogeno /
Apyrogenni / Mitteplirogeenne / Nem pirogén / Nepirogéns / Nepirogeninis / Niepirogenne / Apirogen / AnuporerHo /
Apirogeno / Apirogeno / Nepyrogénne / AniporeHHIiA / ool zoioll oy 3
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Single sterile barrier / Barriére stérile unique / Einfache Sterilbarriere / Barrera estéril tinica / Singola barriera sterile

/ Barreira estéril Unica / Enkelt, steril barriere / Eén steriele barriere / Yksittainen steriili estojarjestelma / Enkelt sterilt
barriarsystem / Enkel steril barriere / Movog amootelpwpévog gppaypdg / Tek steril bariyer / EgMHMYHa cTepunHa 6apuepa

/ Jednostruka sterilna barijera / Systém jedné sterilni bariéry / Uhekordne steriilne barjaar / Egyszeres steril gat / Viena
sterila barjera / Viengubas sterilus barjeras / Pojedyncza bariera sterylna / Bariera sterila unica / 0anH crepunbHblit 6apbep /
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Do not re-sterilize / Ne pas restériliser / Nicht erneut sterilisieren / No volver a esterilizar / Non risterilizzare / Nao
reesterilizar / M ikke resteriliseres / Niet opnieuw steriliseren / Al4 steriloi uudelleen / Far inte omsteriliseras / M4 ikke
resteriliseres / Mnv entavarnootelpwvete / Tekrar sterilize etmeyin / He crepunusupaiite nostopto / Nemojte ponovno
sterilizirati / Znovu nesterilizujte / Arge steriliseerige uuesti / Ne sterilizalja Ujra / Nesterilizét atkartoti / Nesterilizuoti
pakartotinai / Nie sterylizowac¢ ponownie / Nu resterilizati / lostopHas crepunnsauus He gonyckaetcs / Ne sterilisati ponovo /
Ne sterilizirajte ponovno / Nesterilizujte opakovane / He cTepunisyBatii NOBTOPHO / euésill 5JL:!)JA>3
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