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English
MicroPlex® Coil System (MCS)

Endovascular Embolization Coil
Instructions for Use

DEVICE DESCRIPTION

The MicroVention MicroPlex Coil System (MCS) consists of an implantable coil
attached to a delivery system called a V-Trak® delivery pusher. The V-Trak® delivery
pusher is powered by a V-Grip® detachment controller designed specifically for the
MCS. The V-Grip® detachment controller is provided separately.

MCS complex coils establish the initial framework in the treatment of the
cerebrovascular aneurysm or lesion. Once the initial framework has been established
by one or more complex framing coils, additional MCS complex and helical coils
provide filling of the cerebrovascular aneurysm or lesion.

The MCS is available in several coil types based on the coil primary diameter and
configuration (complex and helical). Within each coil type is a broad range of coil
secondary (loop) diameters and lengths to meet the needs of the physician.

INDICATIONS FOR USE

The MicroPlex Coil System (MCS) is intended for the endovascular embolization of
intracranial aneurysms and other neurovascular abnormalities such as arteriovenous
malformations and arteriovenous fistulae. The MCS is also intended for vascular
occlusion of blood vessels within the neurovascular system to permanently obstruct
blood flow to an aneurysm or other vascular malformation and for arterial and venous
embolizations in the peripheral vasculature.

The device should only be used by physicians who have undergone pre-clinical
training in all aspects of MCS procedures as prescribed by MicroVention.

POTENTIAL COMPLICATIONS

Potential complications include, but are not limited to: hematoma at the site of entry,
vessel perforation, aneurysm rupture, parent artery occlusion, incomplete aneurysm
filling, emboli, hemorrhage, ischemia, vasospasm, coil migration or misplacement,
premature or difficult coil detachment, clot formation, revascularization, post-
embolization syndrome, and neurological deficits including stroke and possibly death.

Cases of chemical aseptic meningitis, edema, hydrocephalus and/or headaches
have been associated with the use of embolization coils in the treatment of large and
giant aneurysms. The physician should be aware of these complications and instruct
patients when indicated. Appropriate patient management should be considered.

REQUIRED ADDITIONAL ITEMS
MicroVention V-Grip® detachment controller

*  Wire-reinforced microcatheter with 2 tip RO markers, appropriately sized

* Guide catheter compatible with microcatheter

e Steerable guidewires compatible with microcatheter

* 2 rotating hemostatic Y valves (RHV)

* 1 three-way stopcock

e Sterile saline

e Pressurized sterile saline drip

* 1 one-way stopcock

WARNINGS AND PRECAUTIONS

Federal law (USA) restricts this device to sale by
or on the order of a physician.

* The MCS is sterile and non-pyrogenic unless the unit package is opened or
damaged.

* The MCS is intended for single use only. Do not resterilize and/or reuse the
device. After use, dispose in accordance with hospital, administrative and/or local
government policy. Do not use if the packaging is breached or damaged.

e The MCS must be delivered only through a wire-reinforced microcatheter with a
PTFE inner surface coating. Damage to the device may occur and necessitate
removal of both the MCS and microcatheter from the patient.

* High quality, digital subtraction fluoroscopic road mapping is mandatory to
achieve correct placement of the MCS.

* Do not advance the V-Trak® delivery pusher with excessive force. Determine the
cause of any unusual resistance, remove the MCS and check for damage.

* Advance and retract the MCS device slowly and smoothly. Remove the entire MCS
if excessive friction is noted. If excessive friction is noted with a second MCS,
check the microcatheter for damage or kinking.

* |f repositioning is necessary, take special care to retract the coil under fluoroscopy
in a one-to-one motion with the V-Trak® delivery pusher. If the coil does not move
in a one-to-one motion with the V-Trak® delivery pusher, or if repositioning is
difficult, the coil may have become stretched and could possibly break. Gently
remove and discard the entire device.

* Due to the delicate nature of the MCS coils, the tortuous vascular pathways
that lead to certain aneurysms and vessels, and the varying morphologies of
intracranial aneurysms, a coil may occasionally stretch while being maneuvered.
Stretching is a precursor to potential coil breakage and migration.

If a coil must be retrieved from the vasculature after detachment, do not attempt to
withdraw the coil with a retrieval device, such as a snare, into the delivery catheter.
This could damage the coil and result in device separation. Remove the coil,
microcatheter, and any retrieval device from the vasculature simultaneously.

If resistance is encountered while withdrawing a coil that is at an acute angle
relative to the microcatheter tip, it is possible to avoid coil stretching or breaking
by carefully repositioning the distal tip of the catheter at, or slightly inside, the
ostium of the aneurysm. By doing so, the aneurysm and artery act to funnel the
coil back into the microcatheter.

Delivery of multiple MCS coils is usually required to achieve the desired occlusion
of some aneurysms or lesions. The desired procedural endpoint is angiographic
occlusion.

The long-term effect of this product on extravascular tissues has not been
established so care should be taken to retain this device in the intravascular space.
Always ensure that at least two MicroVention V-Grip® detachment controllers are
available before starting a MCS procedure.

The MCS cannot be detached with any power source other than a MicroVention
V-Grip® detachment controller.

Always advance an appropriately sized guidewire through the microcatheter after
detaching the coil and removing the pusher to ensure that no part of the coil
remains within the microcatheter.

Do NOT place the V-Trak® delivery pusher on a bare metallic surface.

Always handle the V-Trak® delivery pusher with surgical gloves.

Do NOT use in conjunction with radio frequency (RF) devices.

No modification of this equipment is allowed.

CATHETERIZATION OF THE LESION

Refer to the set-up diagram.

2. Using standard interventional procedures, access the vessel with a guide
catheter. The guide catheter should have an inner diameter (ID) large enough to
allow for contrast injection while the microcatheter is in place. This will allow for
fluoroscopic road mapping during the procedure.

3. Attach a rotating hemostatic valve (RHV) to the hub of the guiding catheter.
Attach a 3-way stopcock to the side arm of the RHV and then connect a line for
continuous infusion of flush solution.

4. Select a microcatheter with the appropriate inner diameter. After the
microcatheter has been positioned inside the lesion, remove the guidewire.

5. Attach a second RHV to the hub of the microcatheter. Attach a 1-way stopcock
to the sidearm of the second RHV and connect the flush solution line to the
stopcock.

6. Open the stopcock to allow flush through microcatheter with sterile flush
solution. To minimize the risk of thromboembolic complications, it is critical that
a continuous infusion of appropriate sterile flush solution be maintained into the
guide catheter, the femoral sheath and the microcatheter.

COIL SIZE SELECTION
Perform fluoroscopic road mapping.

8. Measure and estimate the size of the lesion to be treated.

9. Select the appropriately sized coils.

10.  Correct coil selection increases MCS effectiveness and patient safety. Occlusive

efficiency is, in part, a function of compaction and overall coil mass. In order to
choose the optimum MCS coil for any given lesion, examine the pre-treatment
angiograms. The appropriate MCS coil size should be chosen based upon
angiographic assessment of the diameter of the parent vessel, aneurysm dome
and aneurysm neck. When accessing aneurysms, the diameter of the first and
second coils should never be less than the width of the aneurysm neck or the
propensity for the coils to migrate may be increased.

PREPARATION OF THE MCS FOR DELIVERY

1.

Remove the V-Grip® detachment controller from its protective packaging.
Pull the white pull-tab from the side of the detachment controller. Discard the
pull-tab and place the detachment controller in the sterile field. The V-Grip®
detachment controller is packaged separately as a sterile device. Do not

use any power source other than the Mi ion V-Grip®

controller to detach the coil. The V-Grip® controller is i

to be used on one patient. Do not attempt to re-sterilize or otherwise re-use
the V-Grip® . If any to the V-Grip® detachment

controller is observed, DO NOT use the device.

Remove dispenser hoop from sterile packaging making sure not to contaminate
the device. Attach a syringe to the flush port on the dispenser hoop and flush the
hoop with a minimum of 3 cc of saline.

Prior to using the device, remove the proximal end of the V-Trak® delivery pusher
from the packaging hoop. Use care to avoid contaminating this end of the
delivery pusher with foreign substances such as blood or contrast. Firmly insert
the proximal end of the delivery pusher into the funnel section of the V-Grip®
detachment controller. Do not push the detachment button at this time.

Wait three seconds and observe the indicator light on the detachment controller.

* |f the green light does not appear or if a red light appears, replace the device.
* If the light turns green, then turns off at any time during the three-second
observation, replace the device.
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Diagram of MCS Setup

* If the green light remains solid green for the entire three-second observation,
continue using the device.
15.  Remove the MCS from the packaging hoop by pulling the proximal end until the
introducer exits the hoop.

16.  Hold the device just distal to the shrink-lock and pull the shrink-lock proximally
to expose the tab on introducer sheath.

Pull shrink-lock proximally

23.  Push the MCS through the microcatheter until the proximal end of the V-Trak®
delivery pusher meets the proximal end of the introducer sheath. Loosen the
RHV. Retract the introducer sheath just out of the RHV. Close the RHV around
the V-Trak® delivery pusher. Slide the introducer sheath completely off of the
V-Trak® delivery pusher. Use care not to kink the delivery system.

24.  Carefully advance the MCS until the coil exit marker on the proximal end of the
V-Trak® delivery pusher approaches the RHV on the hub of the microcatheter. At
this time, fluoroscopic guidance must be initiated.

Tab on introducer sheath

Pull Shrink-Lock Proximally

17.  Slowly advance the MCS implant out of the introducer sheath and inspect the
coil for any irregularities or damage. If any damage to the coil or V-Trak®
delivery pusher is observed, DO NOT use the system.

18.  While holding the introducer sheath vertically, gently retract the coil back into the
introducer sheath about 1 to 2 cm.

INTRODUCTION AND DEPLOYMENT OF THE MCS
19.  Open the RHV on the microcatheter just enough to accept the introducer sheath
of the MCS.

20. Insert the introducer sheath of the MCS through the RHV. Flush the introducer until
it is completely purged of air and saline flush exits the proximal end.

21.  Seat the distal tip of the introducer sheath at the distal end of the microcatheter
hub and close the RHV lightly around the introducer sheath to secure the RHV to
the introducer.

Do not over-tighten the RHV around the introducer sheath. Excessive
tightening could damage the device.

22.  Push the coil into the lumen of the microcatheter. Use caution to avoid catching

the coil on the junction between the introducer sheath and the hub of the
microcatheter.

RHV
_\

V-Trak® delivery pusher

=]

K— Microcatheter hub Coil Exit Marker

V-Trak® Delivery Pusher and Coil Exit Marker

25.  Under fluoroscopic guidance, slowly advance the MCS coil out the tip of
the microcatheter. Continue to advance the MCS coil into the lesion until
optimal deployment is achieved. Reposition if necessary. If the coil size is not
suitable, remove and replace with another device. If undesirable movement
of the coil is observed under fluoroscopy following placement and prior to
detachment, remove the coil and replace with another more appropriately sized
coil. Movement of the coil may indicate that the coil could migrate once it is
detached. DO NOT rotate the V-Trak® delivery pusher during or after delivery
of the coil into the aneurysm. Rotating the MCS V-Trak® delivery pusher may
result in a stretched coil or premature detachment of the coil from the V-Trak®
delivery pusher, which could result in coil migration. Angiographic assessment
should also be performed prior to detachment to ensure that the coil mass is not
protruding into the parent vessel.

26. Advance the coil into the desired site until the radiopaque proximal marker on

the delivery system is aligned with the proximal marker on the microcatheter as
shown.

DISTAL END OF V-TRAK
DELIVERY PUSHER

MICROCATHETER

PROXIMAL MARKER

27. Tighten the RHV to prevent movement of the coil.

Microventi_ 2
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28.

Verify repeatedly that the distal shaft of the V-Trak® delivery pusher is not under
stress before coil detachment. Axial compression or tension could cause the tip
of the microcatheter to move during coil delivery. Catheter tip movement could

cause the aneurysm or vessel to rupture.

DETACHMENT OF THE MCS COIL

29.

30.

31.

32.

The V-Grip® detachment controller is pre-loaded with battery power and will
activate when a MicroVention V-Trak® delivery pusher is properly connected.
It is not necessary to push the button on the side of the V-Grip® detachment
controller to activate it.

Verify that the RHV is firmly locked around the V-Trak® delivery pusher before
attaching the V-Grip® detachment controller to ensure that the coil does not
move during the connection process.

Although the V-Trak® delivery pusher’s gold connectors are designed to be
compatible with blood and contrast, every effort should be made to keep the
connectors free of these items. If there appears to be blood or contrast on

the connectors, wipe the connectors with sterile water before connecting the
V-Grip® detachment controller.

Connect the proximal end of the V-Trak® delivery pusher to the V-Grip®
detachment controller by firmly inserting the proximal end of the V-Trak® delivery
pusher into the funnel section of the V-Grip® detachment controller.

¥~ Detachment Button

\Funnel

V-Trak® delivery
pusher >

Insert Direction

33.

34.
35.

36.

37.

38.

39.

40.

V-Grip® Detachment Controller

When the V-Grip® detachment controller is properly connected to the V-Trak®
delivery pusher, a single audible tone will sound and the light will turn green to
signal that it is ready to detach the coil. If the detachment button is not pushed
within 30 seconds, the solid green light will slowly flash green. Both flashing
green and solid green lights indicate that the device is ready to detach. If the
green light does not appear, check to ensure that the connection has been
made. If the connection is correct and no green light appears, replace the
V-Grip® detachment controller.

Verify the coil position before pushing the detachment button.

Push the detachment button. When the button is pushed, an audible tone will
sound and the light will flash green.

At the end of the detachment cycle, three audible tones will sound and the
light will flash yellow three times. This indicates that the detachment cycle is
complete. If the coil does not detach during the detachment cycle, leave the
V-Grip® detachment controller attached to the V-Trak® delivery pusher and
attempt another detachment cycle when the light turns green.

The light will turn red after the number of detachment cycles specified on the
V-Grip® labeling. DO NOT use the V-Grip® detachment controller if the light
is red. Discard the V-Grip® detachment controller and replace it with a new one
when the light is red.

Verify detachment of the coil by first loosening the RHV valve, then pulling back
slowly on the delivery system and verifying that there is no coil movement. If the
implant did not detach, do not attempt to detach it more than two additional
times. If it does not detach after the third attempt, remove the delivery system.
After detachment has been confirmed, slowly retract and remove the delivery
pusher. Advancing the V-Trak® delivery pusher once the coil has been
detached involves risk of aneurysm or vessel rupture. Do NOT advance the
delivery pusher once the coil has been detached.

Verify the position of the coil angiographically through the guide catheter.

41.  Prior to removing the microcatheter from the treatment site, place an
appropriately sized guidewire completely through the microcatheter lumen to
ensure that no part of the coil remains within the microcatheter.

The physician has the discretion to modify the coil deployment technique to
accommodate the complexity and variation in embolization procedures. Any technique
maodifications must be consistent with the previously described procedures, warnings,
precautions and patient safety information.

SPECIFICATIONS FOR V-GRIP® DETACHMENT CONTROLLER
¢ Output voltage: 8 + 1 VDC

¢ Cleaning, preventative inspection, and maintenance: The V-Grip® detachment
controller is a single use device, preloaded with battery power, and packaged
sterile. No cleaning, inspection, or maintenance is required. If the device does not
perform as described in the Detachment section of these Instructions, discard the
V-Grip® detachment controller and replace it with a new unit.

* The V-Grip® detachment controller is a single use device. It should not be cleaned,
re-sterilized, or re-used.

e Batteries are pre-loaded into the V-Grip® detachment controllers. Do not attempt
to remove or replace the batteries prior to use.

After use, dispose of the V-Grip® detachment controller in a manner consistent
with local regulations.

PACKAGING AND STORAGE

The MCS is placed inside a protective, plastic dispenser hoop and packaged in a
pouch and unit carton. The MCS and dispenser hoop will remain sterile unless the
package is opened, damaged, or the expiration date has passed. Store at a controlled
room temperature in a dry place.

The V-Grip® detachment controller is packaged separately in a protective pouch and
carton. The V-Grip® detachment controller has been sterilized; it will remain sterile
unless the pouch is opened, damaged, or the expiration date has passed. Store at a
controlled room temperature in a dry place.

SHELF LIFE

See the product label for the device shelf life. Do not use the device beyond the

labeled shelf life.
MRI SAFETY INFORMATION A

Non-clinical testing has demonstrated that the MicroPlex Coil System (MCS) implant
is MR conditional. A patient with this device can be safely scanned in an MR system
meeting the following conditions:

e Static magnetic field of 1.5-Tesla and 3-Tesla, only

¢ Maximum spatial gradient magnetic field of 4,000-gauss/cm (40-T/m)

e Maximum MR system reported, whole body averaged specific absorption rate
(SAR) of 2-W/kg for 15 minutes of scanning (i.e., per pulse sequence) in the Normal
Operating Mode

Under the scan conditions defined above, the MCS implant is expected to produce a
maximum temperature rise of 2.3°C after 15-minutes of continuous scanning (i.e., per
pulse sequence).

In non-clinical testing, the image artifact caused by the MCS implant extends
approximately 5-mm from this device when imaged with a gradient echo pulse
sequence and a 3-Tesla MRI system.

MicroVention, Inc. recommends that the patient register the MR conditions disclosed
in this IFU with the MedicAlert Foundation or equivalent organization.

MATERIALS
The MCS does not contain latex or PVC materials.

WARRANTY

MicroVention, Inc. 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. 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 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
resterilized 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.
© Copyright 2016 MicroVention, Inc. All rights reserved.

MicroVention®, MicroPlex®, Cosmos®, V-Grip® and V-Trak® are registered trademarks
of MicroVention, Inc.
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Pycckuti
Cucmema cnupanu (MCS) MicroPlex®

OHOoeackynsipHasi ambonusupyrouwas
cnupans UHCMpPYKYUsi o npuMeHeHur

OIMUCAHUE YCTPOACTBA

Cuctema cnupanu MicroPlex komnanun MicroVention (MCS) coctout 3
MMNNaHTMPYeMON Cnnpani, NPUCOENHEHHOM K CUCTEME [JOCTaBKM, koTopast
HasbiBaeTcs Tonkatenem nogayu V-Trak®. Tonkarens nogaym V-Trak® npusoaunTtcsi B
[NeiiCTBUE KOHTPONTEPOM OTCoenHeHNs V-Grip®, CipoeKTUPOBaHHbLIM CreumnanbHo Ans
MCS. KoHTponnep otcoeanHeHus V-Grip® noctaensietcst oTaensHo.

KomnnekcHele cnvpani MCS ycTaHaBnuBaloT NepBuYHbIi kapkac npy neyYeHnm
LiepeGpPOBaCKyNAPHBLIX aHEBPU3M MMM NOPAXKEHHBIX y4acTKoB. Mocne Toro kak

Of1Ha UM HECKOIBKO KOMMMEKCHBIX KApKaCHbIX CriMpaneil 0GpasyioT NepenyHbIi
Kapkac, LiepebpoBackyrnsipHble aHeBPU3MbI UM MOPaXKEHHbIE YHaCTKM 3arMomHSIoTCS
[ZOMOMNHNTENBHBIMIA KOMMNNEKCHBIMM cupansmi MCS 1 BUHTOBBIMM CIMPansiMu.

BbinyckaloTcs pasnuyHele Buabl cnupaneit MCS B 3aBUCMMOCTM OT OCHOBHOTO
[AMameTpa Cpani 1 ee KOHUrypaLmm (KOMNeKcHasi Ui BUHTOBAs). [INs Kaxaoro
BU/Ia CNMPanu CyLecTByeT LMPOKMIA aCCOPTUMEHT BTOPUYHBIX (NETNEBLIX) AMAMETPOB
M [INVH, OTBEYaIoLNX TPEGOBAHNAM BpaYeil.

HA3HAYEHUE

Cuctema cnupanen MicroPlex (MCS) npeaHasHaveHa Ansi 93HA0BACKYNSPHO
3aMGONN3aLMN BHYTPUYEPENHBIX aHEBPN3M 1 MPOYNX HEBPOBACKYIIAPHBIX HAPYLLEHNIA,
Takux kak ABBI 1 apTeproBeHo3Hble aHacToMosbl. Cuctema MCS Takke
npeaHasHayeHa Ans NeYeHns OKKIo3nM KPOBEHOCHBIX COCY/I0B HEBPOBACKYNSAPHON
CUCTEMbI IOCPEACTBOM MOCTOSIHHOTO NPECEYEHs KPOBOTOKA K aHEBPM3ME UK [1pYroi
cocyaMcTol ManbhopmaLnm, a Takke [iNs apTepuarnsHoOi i BEHO3HON aMGonn3aLmni B
nepudepu4ecKoin CocyancToin ceTu.

370 YCTPOICTBO NpeAHa3HaueHo ANs NoMb3oBaHMUs TOMBKO Bpadamy, NpoLeawnmMmA
[NOKMMHUYECKYIO MOZIFOTOBKY MO BCEM acnekTam NpoBeAeHIst NpoLeayp ¢
ncnonb3oeaHnem cuctemsl MCS cornacHo npeanucanuto komnanuu MicroVention.

MOTEHUUAJIbHBIE OCJIIOXXHEHUA

BO3MOXHbIE OCTIOXKHEHNS! BKIIOHAIOT, CPE/N NPOYNX, reMaTtoMy B MecTe oCTyna,
nepcdopaLmio Cocyaa, paspbls aHEBPU3MbI, OKKIIO3MI0 MATEPUHCKON apTepui,
HEMoHoe 3arnonHeH1e aHeBPN3Mbl, AMGOMNNI0, KPOBOUINMAHNE, NLIEMWIO, BA30CNa3M,
CMelLeHIe Cpani UM HeNpaBumbHYIO0 YCTaHOBKY Cnpani, NpexaeBpeMeHHoe

WN CNIOXHOE OTAeneHne cnupany, oGpasosaHne TpoMGa, peBackynsipusaLimio,
NOCTaMGONM3ALMOHHBIN CHAPOM M HEBPOMOTMYECKMe PACCTPOCTBA, BKIIIOHast MHCYIBT
1, BO3MOXHO, CMepTb.

Cry4amn XMMWUYECKOro acenTu4eckoro MeHUHITa, 9Aembl, ruapoiedaniu nmnu
ronoBHo 60n1 BbinK CBA3aHbI C UCMONb30BAHMEM Crvpanen Ans amGonusaunm Ans
neyeHns GoNbLLUMX U TUraHTCKNUX aHeBpU3M. Bpay AomkeH 3HaTb 06 3TUX OCTIOXHEHNAX
W NPOMHCTPYKTVPOBATh NaLMEHTOB, Koraa aTo Heobxoaumo. Cneayet npogymars
COOTBETCTBYIOLLYIO CUCTEMY PabOThl C MaLMEHTOM.

TPEBYEMbIE [JOMOJIHUTENIbHBIE YCTPOUCTBA

*  KouTponnep otcoeauHenus V-Grip® komnanun MicroVention

*  MukpokaTeTep nofxoasiiero pa3vepa ¢ NPOBOMOYHON ONMETKOI C AByMSt
PEHTIEHOKOHTPACTHLIMM METKaMM Ha KOHLIE

*  Hanpasnsioimii kKaTeTep, COBMECTUMBIii C MUKPOKATETEPOM

¢ HanpaBnsiemble NPOBO/HMKM, COBMECTUMBIE C MUKPOKaTETEPOM

® 2 NOBOPOTHBIX reMOCTaTU4ECKNX Y-06pasHbIX knanaHa

* 1 TpexxonoBoii kpaH

*  CTepunbHbIN (hU3MONOTUHECKUI PACTBOP

*  KanenbHuua cTepunibHOro (KU3Monornieckoro pacTeopa no AasneHnem

* 1 0AHOXOO0BOW KpaH

nPE,q.VI'IPE)K,qEHMH M PE[OCTEPEXEHUS
Cucrema MCS nocrasnseTcs CTepMJ'IbHOVI " HeﬂMPOFeHHOM ©CInu ynakoBeka He
BCKpbITa U He noBpexaeHa.

* Cuctema MCS npeaHasHayeHa TOrbKo /17151 0AHOPa30BOro MCMonb3oBaHus. He
CTepuUnu3yiTe NoBTOPHO /MM He UCToNb3yITe MOBTOPHO. Mocrie Ncrone3oBaHus
yaanuTe B OTXOAbl B COOTBETCTBUM C AVPEKTUBAMU GOMbHMULIb! MMM MECTHBIX
opraHoB BracTu. He ucnonbayiite, €crv ynakoska BCKpbiTa i NoBpexaeHa.

* [octasky cuctembl MCS HeoBX0aMMO NPOM3BOANTL TOMBKO Yepes MUKPOKaTETEPbI
C POBOIOYHO OMNETKOM 1 NONUTETPAMTOPITUNEHOBLIM BHYTPEHHUM MOKPLITUEM.
Ecnu ycTpOiCTBO NOBPEX/IEHO, 13 OpraHn3Ma nauyeHTa HeobXoaMMO yaanuTs kak
cuctemy MCS, Tak 1 MukpokareTep.

* [Ins Toro, 4T06kI NPaBUMLHO YCTaHOBUTL cucTemy MCS B o6szaTenbHOM
nopsake HeOBX0ANMO NPOBECTM BbICOKOKAYECTBEHHYIO ANrUTANbHYIO
CyBTPAKLMOHHYIO PEHTFEHOCKONMIO [N yCTaHOBMEHNS NyTI A0CTyNa.

* He npunaraiite 4p PHYIO CUNy Npu Npc v Tonkatens nogayu V-Trak®
Bnepe/. OnpeaenuTe NpUiNHY BOHNKHOBEHNS Kakoro-nbo HeoGLIHHOTO
conpoTuenenus, naenekute MCS v nposepeTe, HET N1 NOBPEXAEHMI.

* [pogsuraiiTe u nsenekainTte cuctemy MCS meaneHHo u nnaeHo. B cnyyae
BO3HIKHOBEHS! MOBBILLIEHHOTO TPEHWS!, U3BNeKUTE BClo cuctemy MCS. Ecnin
NoBBILLIEHHOE TPEHME OTMEYAETCs U CO BTOpOI cucTemoit MCS, nposepeTe, He
NPOM3OLLMNO NN NOBPEXAEHNS NN NEPEeKPYIMBAHMA MUKpOKaTeTepa.

¢ Ecnn HeoBXOAMMO U3MEHUTL MECTO Pa3MELLiEHNs CUCTEMbI, 0653aTemNbHO
M3BMneKaiiTe Crmparik Mo PEHTTEHOCKOMMYECKM KOHTPOMEM OAHNM 06LM
ABUXEHWEM C TorkaTenem noaayn V-Trak®. Ecniv cnuparnk He ABUraeTcst OAHUM
0BLMM ABVKEHUEM C TornKaTenem noaadn V-Trak®, unu ecnv BOHWKHYT TPYAHOCTH
NPy U3MEHEHNM MECTA Pa3MELLIEHUS CUCTEMbI, BO3MOXHO, CUPasib PacTsiHymnack
1 MOXET CrioMaTkCs. AKKYPaTHO M3BMEKUTE U BEIGPOCKTE B OTXOAbI YCTPONCTBO
LennKom.

¢ TMockonkky civpanu MCS ToHKMe 1 NyTb K HEKOTOPLIM aHEBPU3MAM 1 Cocyaam
TIEXVUT Yepes U3BUMNCTYIO YacTb COCYAUCTON CETH, @ BHYTPUYEPENHbIE aHEBPU3MbI
PasnNMYaloTCsi Mo CTPOEHMIO, CIYYAETCs, YTO B MPOLIECCE MPOABIKEHUS Cpasb
pacTsruaeTcsi. PacTsirusaHme siBRsETCS NPeABECTHUKOM MOTEHLNAILHOM MOSIoMKM
M MUTpaLnm cimpanu.

¢ Ecnu cnnparns HeoBX0AMMO U3BreYb 13 COCYAUCTON CETH NOCHE OTCOEAVHEHMS,
He NbITaiTeCh U3BMeYb CrIMparib MNPy NOMOLLM YCTPOCTBA U3BNEYEHNS], TAKOrO Kak
neTns, B KateTepe A0CTaBKN. DTO MOXET NPUBECTY K MOBPEXAEHNIO CMpani
BO3MOXHOMY pa3fierneHuio ycTpoicTea. OaHOBPEMEHHO yansiTe U3 CoCyANCToM
CeTv cnuparb, MUKpoKaTeTep 1 NioGoe YCTPONCTBO U3BNEUEHMS.

e Ecnv npu U3BMeyeHnn cnmpanu, Kotopas HaxouTCst Mofi OCTPbIM YITIOM K KOHLY
MUKpOKaTeTepa, Bbl NOYYBCTBYETE CONPOTUBIIEHNE, Bbl CMOXETE 3bexaTs
PacTArMBaHWUs UMK NOSIOMKI CTIMPAINK, €CAIN Bbl OCTOPOXHO NepemecTute
AMCTanbHbIV KOHeL| KaTeTepa K Leke aHeBPU3MbI UMK Crierka BBeAETE ero B
LweriKy aHeBpu3Mbl. Mpu 3TOM aHeBpU3Ma 1 apTepus HAaNPaBAT cnparnk Hasaz B
MuKkpokareTep.

e [Insi AOCTUXEHWS HEOBXOAMMON OKKITHO3UI HEKOTOPLIX AHEBPU3M MW MOPAKEHHBIX
y4acTkoB, 06bl4HO HeoBXoarMo BBECTH Heckonbko cnpanei MCS. Lienesoit
KOHEYHOW TOHKOM MPOLIElPbI SBNSETCS aHrMorpachniecku NoaTBepKaeHHas!
OKKTI03NSA.

e [InuTenbHoe BO3AENCTBUE 4aHHOTO U3ENNS HA BHECOCYAUCTBIE TKaHMU He
13y4anock, NoaToMy CrieflyeT NposiBUTEL OCTOPOXKHOCTb, YTOBk! YCTPOMCTBO
0CTaBasock BO BHYTPUCOCYAMCTOM NPOCTPAHCTBE.

* Tepen Havanom npoueaypbl ¢ MCS y6eautech, 4TO B HANU4UM UMEETCS Kak
MWHWMYM [Ba KOHTponnepa otcoeauHerns V-Grip® komnanum MicroVention.

¢ MCS MOXHO OTCOE/INHUTb TOMBKO OfIHUM UCTOYHUKOM SHEPIUN - KOHTPOTTIEPOM
otcoeauHeHusi V-Grip® komnanuu MicroVention.

e Tocne otcoep| nu TonKaTens Bceraa NpoBoanTe Yepes
MUKpoKaTeTep NPOBOAHMK COOTBETCTBYIOLLIETO pasMepa, Ans Toro 4Tobbl ybeanTscsa
B OTCYTCTBUW KaKoi—-nnbo YacTu cnnpanu B MUKpokaTeTepe.

¢ HE nomeluaiite Tonkatens nogaqu V-Trak® Ha HEM30NUPOBaHHYIO METANYECKyo
NOBEPXHOCTh.

* OGpalyaitTeck ¢ Tonkarenem nopaun V-Trak® TonbKo B XMPYpruyeckvx nepyarkax.
¢ HE vcnonb3ayiiTe 0fHOBPEMEHHO C PaAMOYACTOTHBIMU YCTPONCTBAMM.
¢ Kakne-nuGo MoanduKaLmi AaHHOTO U3ENUs He 0MYCKakoTCs.

KATETEPM3AL{MH TMOPAXEHHOIO YYACTKA

CM. anarpammy yCTaHOBKM.

2. Vicnonb3ys CTaHAapTHbIE MHBA3NBHbIE NPOLIEAYPbI, MONYYUTE AOCTYM K
cocy/ly HanpasnsIoLLMM KaTeTepoM. Hanpaensiowuii kateTep A0MKeH MeTs
[I0CTaTOMHO GOMBLLION BHYTPEHHUIA AMAMETP NSt UHBEKLIMIA KOHTPACTHOTO
BeLLecTBa NPy YCTaHOBNEHHOM MUKpOKaTeTepe. OTO MO3BONSET OCYILECTBUTL
PEHTIEHOCKOMMYECKNI KOHTPOSb NYTV OCTYNa BO BPEMS NPOLEAYPbI.

3. ToacoeavHUTE NOBOPOTHbIN FEMOCTATUYECKMI KiTanaH K BTYSIKE HanpasnsioLero
kaTeTepa. MoacoeanHuUTe 3-X00BOI KpaH k GOKOBOMY OTBO/IY MOBOPOTHOTO
reMOCTaTM4ECKOrO KnanaHa 1 NOACOEANHUTE NIMHIIO HEMPEPBIBHOTO BNINBAHUS
pacTBOpa A5 NPOMbIBKM.

4. Bbibepute MUKpOKATETEP C COOTBETCTBYIOLINM BHYTPEHHUM AvameTpom. Mocne
YCTaHOBKM MUKPOKATETEPa BHY TP NOPaXEHHOTO Y4acTKa U3BMEKUTE NPOBOAHUK.

5. MoacoeanHnTe BTOPOI NOBOPOTHbIN rEMOCTaTU4ECKNIA KanaH K BTynke
mukpokatetepa. MoacoeanHuTe 1-X00BOM kpaH Kk GOKOBOMY OTBOAY BTOPOrO
NOBOPOTHOND FEMOCTATUHYECKOTO KNanaHa 1 NoACOeANHIUTE NIMHUIO PacTBOpa
MPOMBIBKY K 3aNOPHOMY KpaHy.

6. OTKpOWTE KPaH, YTO NO3BOMNT CTEPUNLHOMY PACTBOPY MPOMBIBKA NPOMBITH
MuKkpokateTep. [Ins CHKEHNSi pUcka TPOMBGOIMGOMNNYECKNX OCTIOKHEHNI O4eHb
BaXHO NO/AEPXKNBATL HEMPepLIBHOE BNIMBAHME COOTBETCTBYIOLIETO CTEPUIBHOID
pacTBOpa NPOMbIBKM B HANPaBMsIOLW kaTeTep, GeApeHHBIi MPOBOAHNK 1
muKkpokareTep.

BbIEOP PA3MEPA CITUPAITN

BbINOMHUTE PEHTIEHOCKONMYECKHIA KOHTPOSL NYTY 4OCTYNa.
8. ViamepbTe 1 OLEHNTE pa3mep MOpaxeHHOro y4acTka Ans NeveHus.
9. BbiGepuTe cnvpanv noaxoasiumux pa3amepos.

10.  TMpaBunbHbIN BbiGOp cnivpanu noebiwaeT acpdekTneHocTe MCS 1 6esonacHocTb
nauvenTa. dhdEeKTUBHOCTL OKKIHO3MM YACTBIO 3aBIUCHT OT CTEMEHI YNNIOTHEHUS!
v obLweit maccel cnvpany. [ins Beibopa ontumaneHoii cnvpanu MCS ans
KOHKPETHOTO MOPAXEHHOTO Y4aCTKa U3yUnTe aHrMorpammbl, CAenaHHbie neper
neyeHnem. Moaxoasiuii pasmep crnivipan MCS Heobxoanmo BbiGypaTh Ha OCHOBE
aHr1orpacieckoit OLEHKI AMaMeTpa MaTEPUHCKOTO COCY/Ia, Kyrona U Lewku
aHespu3ambl. Mpy OCTYNe K aHEBPU3ME ANaMETPbI MEPBOV 1 BTOPOIl CIMPani Hi1 B
KOEM Cfiyyae He JOMKHbI BbiTh MEHBLUE WMPWHBI LIEVKI aHEBPU3MbI, B IPOTUBHOM
Crly4ae MOXET yBENMUUTLCS BEPOSITHOCTL CMELLEHMS CMparei.
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TuHust Anst pacTeopa
MPOMbIBKM

N

- OaHOX0A0BOM
TItHust AN pacTeopa ————— KpaH
NPOMbIBKU

3-X0A0BOW KpaH

/ 3-X0A0BOW KpaH

Tuhms pns — /&
pacTsopa
nPOMbIBKM

[MpoKcMManbHblit KoHeL, TonkaTens

nionauu V-Trak® npUcoeaHeH K MoBopoTHbIi

[MoBopOTHb I

KOHTPONNepy oTcoeauHeHus V-Grip® remo Toura TUb3b!
Knana UHTPOZIOCEPa Knanax
AHeBpuaMa ———————Jp Cnupans MCS
[Monoca peHTreHOKOHTPACTHOM
MeTKM MUKpOKaTeTepa Mukpokatetep

Hanpasnsiowuii katetep

BeapeHHbIi NPOBOAHUK ———F

3 CM 110110Ca PEHTTEHOKOHTPACTHO
METKI MUKpOKaTeTepa

Aunarpamma yctaHoBkn MCS

ﬂOﬂI’OTOBKA MCS K JOCTABKE
V13BneK1TE KOHTPOMNEp OTCOeANHEHs V-Grip® U3 3aLLMTHOM YNaKkoBKM.
CHUMUTE Benblit «A3bI40K» C GOKOBOI YaCTU KOHTPOINIEPa OTCOEANHEHMS.
YAanuTe «s3bl4ok» B OTXOfIbl U MOMECTUTE KOHTPOMNEP OTCOEAVHEHIS B
crepunbHoe nose. KoHTponnep otcoeantHenuns V-Grip® ynakosaH oTA€mMbHO
KaK CTepUrbHOE YCTPONCTBO. [insi OTCOEANHEHUS CIUPani UCNonb3yiTe
TonbKo anexT| mm ion, KOHTponnep
otcoeanHeHus V-Grip®. Koutponnep o V-Grip® npe, ueH
[ANsi UCMOMNL30BaHMs TONLKO HA OAHOM NauneHTe. He nbiTaitTeck 3aHOBO
CTepunn3oBaTk KOHTpoOnnep otcoeanHenns V-Grip® unum ncnonb3oeartk ero
MOBTOPHO KakUM-NM6Go Apyrum obpasom. HE ncnonb3yiite yCcTpoicTBO nNpu
nobbIx 7 KOHT]| V-Grip®.

Micr

ObHapy

V13BnekuTe noaaloLLee KofbLio 13 CTEPUMBHOI YNaKkoBKM, HE [onyckast
3arpsisHeHust uanenus. MpUCoeaNHUTE WMPKL K NOPTY ANs NPOMbIBaHNS
MOAIAIoLENo KOMbLIA M MPOMOIITE KOMbLO HE MEHee Yem 3 M1 (h13MONoruieckoro
pacTsopa.

TMepen UCnonb3oBaHNeM YCTPONCTBA U3BIIEKUTE MPOKCUMATTbHBIA KOHEL|
Tonkartens noaaun V-Trak® 3 ynakoeku. byasre ocTOpoxHbl, 4To6bI M3GexaTh
3arpsi3HeHIst 3TOTO KOHLIA TOKATENs Nofaqu MHOPOAHLIMM BELLECTBAMM, TaKUMU

MoTsiHUTe CTArMBalOWMA
3aMOK MPOKCUMATNbHO
—

BbicTyn Ha runbse
VHTpOABIOCEpa

KaK KpOBb UMM KOHTPACTHOE BELLECTBO. MPo4HO BBEAUTE NPOKCAMATTbHBIA KOHEL|
TONKATeNs! MoAa4M B BOPOHKOOGPa3HYI0 4aCTh Kowrponnepa OTCOEMNHEHNS!
V-Grip®. He Te KHOMKY O MOMEHT.
TMofoxauTe Tp1 CeKyHab! U CRIEANTE 3a CBEYEHNEM UHAMKATOPa Ha KOHTponnepe
0OTCOEAMHEHMNS!.

+ Ecnv 3eneHblit CBET He 3aCBETUIICS, UMW €CAN 3aCBETUNCS KPaCHbIN CBET,
3aMeHuTE YCTPOWCTBO Ha HOBOE.

Ecnu uHavKaTop Hayan CBETUTLCS 3ereHbIM CBETOM 1 3aTeM B KaKoi-To
MOMEHT B TEYEHUe TPEXCEKYHAHOTO HaBNIOAEHNs 3@ UHAMKATOPOM norac,
3aMeHuTE YCTPOWCTBO Ha HOBOE.

ECnu HAVKaTOp NPOLIOMKAeT CBETUTLCS NOCTOSIHHBIM 3eMeHbIM CBETOM B
TeUEHMe BCEro TPEXCEKYHHOTo HabmiofeH s, NPOoMXaiiTe UCMoNb3oBaHne
ycTpoWcTBa.

M3enekute MCS 13 ynakoBky, BbITSrMBasi NPOKCUMarbHbIii KOHEL, 40 Tex nop,
OKa UHTPOZIBIOCEP HE BBIRAET 13 YNaKOBKM.

18.

19.

20.

[lepxuTe YCTPOICTBO AUCTANBHO CTAMMBAIOLIEMY 3aMKY W NOTSHUTE
cTar i 3aMOK Npo 0 NS NONYYEHNsi JOCTYNa K BbICTYMY Ha
rUnb3e UHTPOALIOCEPa.

21.

22.

23.

v 3amok

MNotsiHuTe cTar

MeanenHo BbiaguraiiTe nmnnantat MCS U3 runb3abl MHTPOALIOCEPa U OCMOTPUTE
Cnuparb Ha NpeMET OTCYTCTBUS HapyLLeHni Ui nospexaeHms. Ecnm Bl
3amMeTuTe, YTO CNMpanb Unu Tonkatens nogauu V-Trak® noepexaeHsi, HE
MCMonb3yiiTe cUCTEMY.

YaepxuBas runb3y UHTPOAbIOCEPa B BEPTUKANLHOM MOMOXEHUM, OCTOPOXKHO
BTSIHUTE CMvparib Hasaf B b3y MHTPOAbIoCcepa NPUMEPHO Ha 1 — 2 cm.

BBEJEHUWE U YCTAHOBKA MCS

OTKpoiiTe BPALLAIOLLMACS reMOCTaTUYECKUIN KNanaH MUKPOKATETepa HacTomMbKO,
HacKomnbko HeobX0AMMO ANsi BBEAGHMUS MMMb3bl MHTPoAblocepa MCS.

BeeauTe runb3y uHTpoabiocepa MCS yepes NoBOPOTHbIN reMOCTaTU4eCcKnin
KnanaH. MpoMBIBaiiTe UHTPOALIOCEP A0 NOMHOTO BLITECHEH!S BO3AYXa — Noka
uamonoruyecknit pacTeop He GyaeT BeiTekaTb CTPYeil U3 NPOKCMMATILHOTO KOHLIA.

YcraHoBuTe ,ClMCTaJ'IbeIFi KOHeL rvnb3bl UHTPOAbIOCEPa y AUCTarNbHOMo KoHUa
BTYIKW MUKpOKaTeTepa v HeCUIbHO 3akpyTute I'IOBOpOTHbIl;i remocTaTuieckuin
KnanaH BOKPYT M1nb3bl UHTPOAbIOCEPA, YTOBbI 3aKpenuTb ero Ha HTPOALIICEPE.
He 3aTtaruBaiite cunbHO POTHbLIN W KnanaH
BOKpPYT runb3bl UHTpOALIOCEPA. U3nuwHaAns 3aTsxka MoXeT npuBecCTU K
NoBpeXAeHUI0 YCTPOoCTBa.

BafiBuUHLTE CMpank B NPOCBET MUKPOKATETepa. ByakTe 0CTOPOXKHbI, 4TOGLI
crvparib He 3acTpsina B COBAMHEHIN MEXAY MMIb30i1 UHTPOABIOCEPa W BTYIKOM
MUKpokaTeTepa.

Mpogsuraitte MCS yepes mukpokaTeTep A0 Tex nop, Noka NpokcUMansHbIin
KOHeL| TonkaTensi noaayn V-Trak® He KOCHETCS MPOKCUMATBLHOTO KOHLA MMb3bl
uHTpoAbtocepa. OcnabbTe NOBOPOTHBLIN reMocTaTuieckmii knanaH. BuitaHute
UNb3y MHTPOALIOCEPA TaK, YTOBbI OHA TOMBKO BLIXOAMIA U3 MOBOPOTHOMO
reMOCTaTM4ECKOrO KnanaHa. 3akpyTUTe MOBOPOTHLIV FeMOCTaTUYECKWIt KnanaH
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24.

BOKpYT Torkatensi noaayn V-Trak®. MonHOCTbI0 CABUHLTE Mfb3y MHTPOABLIOCEPa
¢ Tonkatens nopayun V-Trak®. ByasTe 0CTOPOXHbI, 4TOGbI HEe NepekpyTUTL
CcUCTeMy JOCTaBKM.

OcTopoxHo npoasurarite MCS Bnepes, noka MHAUKATOP BbIXOAA CNupany Ha
MPOKCUManbHOM KOHLE TorkaTensi nogadu V-Trak® He [JOCTUrHET NOBOPOTHOTO
reMOCTaTU4YECKOrO KnanaHa Ha BTySike MUKpoKkaTeTepa. B aToT MOMeHT crieayet
HayaTh PEHTTEHOCKOMNYECKMIA KOHTPOIL MPOLBIKEHNS.

MoBOPOTHbIN
remMocTaTuyeckuit knanas \

V-Trak® Tonkatens nogauun

e

; Bryka wuipokaTeTepa VHpukaTop BbIX0Aa Cnpany

25.

26.

Tonkatenk noga4u V-Trak® u nHaMKaTop BbIXoAa cnupani

rlDl:l PEHTreHOCKONUYECKUM KOHTPONEM MeANeHHO Bbl.ElBVII'aﬁTS cnupane

MCS Hapyxy 13 KoHua MukpokaTetepa. [MpogonxaiTe npogsurate cnupans
MCS B nopaxeHHbIit y4acToK Ans [JOCTWXEHUS ONTUMANbHON yCTaHoBKM. Mpn
HEeoBXOAMMOCTY U3MEHUTE MEeCTO paamellenus. Ecriv pasmep civpany He
NOAXOAWT, U3BNEKNUTE Crnparnb U 3aMeHUTe ee ApyrM yCTporcTeom. B cnyyae
€Cnun NoA PEHTrEeHOBCKMM KOHTpONnem HaﬁnnonaeTcsi HexenaTtenbHoe ABWKeHne
cnupanu nocne ee yCTaHOBKW 1 0 ee OTCOeAUHEHUS, U3BneknTe cnupans 1
3aMeHuTe ee Ha cnuparns Gonee NOAXOAsLLEro pa3vepa. [BWKeHne cnpant
MOXET CBMAETENbCTBOBATL O TOM, YTO CNUPanb MOXET CMECTUTLCA Nocne ee
otcoeauHerus. HE Bpaliarite Tonkatens nogaun V-Trak® Bo Bpems unu nocne
[0CTaBKM cnupanu B aHespuamy. Bpalerue Tonkatens nogayu V-Trak® MCS
MOXET BbI3BaTb pacTarnBaHue cnupanv unu npexaespemMeHHoe oTcoegnHeHne
cnupanu ot Tonkatens nogayun V-Trak®, 4To MOXET Bbi3BaTb CMELLEHUE Cnvpani.
Mepen o0TCOEAVHEHNEM CreAYeT BbINONHUTL aHrMorpaduieckyto OLeHKy, 4Tobbl
y6eauTbCA B TOM, 4TO Macca Cnnpanu He BbICTYNaeT B MaTEPUHCKWIA COCYA.
Mpopguraiite cnupans B LieneBoe MecTo 4o TeX nop, fnoka npokcumarnbsHas
PEHTreHOKOHTPACcTHas MeTka Ha cMcTeme AOCTaBKMN He OKaXeTcs Ha O4HOM
YPOBHE C NPOKCUManbHON METKON MUKpOKaTeTepa, kak NnokasaHo Hike.

MMNNAHTAT

AUCTANBHbIN KOHELL
TONKATENS NOAAYN
V-TRAK

MUKPOKATETEP

MPOKCUMATbHAS
METKA

27.

28.

3aTsHNTe NOBOPOTHbIV rEMOCTaTUYECKNIA KnanaH Ans npeaoTepaLlieHns
[OBWKEHWUS Cvpani.

HenpepbiBHo cneauTe, YToGbl AUCTanbHbINM CTEPXeHb Tonkatens nogayu V-Trak®
HE Haxo[WrCs Mo/ HarpysKol 10 OTCoeAnHeHNs cnpanu. Ocesoe cxatue

WNN HaTsHKeHWEe MOTyT MPUBECTU K CMELLEHMIO KOHLIa MUKpOKaTeTepa BO Bpemst
[oCTaBKK cripanu. CMeLLeHne KOHLa KaTeTepa MOXET MPUBECTU K aHeBpU3Me
Wnn paspelBy cocyaa.

OTCOEAQUHEHUE CITUPAJTIU MCS

29.

30.

31.

32.

KoHTponnep otcoeanHerns V-Grip® nocTaBnsieTcs ¢ ycTaHoBNEHHbIMI
6atapesmu 1 NPUBOANTCS B AeNCTBUE, Koraa Tornkarerns nogaym V-Trak®
npousBoacTBa komnaxuu MicroVention noacoeavHeH Haanexaluum obpasom.
[ins Toro 4To6bl NPUBECTU B AGNCTBUE KOHTpONep otcoeanHeHus V-Grip®,
HEoBA3aTeNbHO HaXUMaTh Ha KHOMKY Ha ero 60KOBOM CTOPOHE.

Mepen npucoeanHeHeM KoHTponnepa otcoeanHenust V-Grip® yGeaurecs, YTo
MOBOPOTHbI FEMOCTATUHECKMIA KNanaH NpoYHO 3aKpensieH BOKpyr Tonkatenst
nopauu V-Trak®, 4To6bl He A0MYCTUTL ABWKEHWS CIUpanii BO BPeMsi npoLecca
NOAKIIOHEHNS!.

HecmoTpsi Ha To, YTO 30M0ThLIE CoeauHUTENY TonkaTens nogaun V-Trak®
CMPOEKTUPOBAHBI Tak, YTOBbI GbITh COBMECTUMBIMUA C KPOBBIO U KOHTPACTHOI
Cpe/ow, HEOBXOAMMO MPUOXKIUTL BCE YCUMNS, Y4TOGLI He AonycKaTh UX
COMPUKOCHOBEHMS C COBANHUTENAMU. ECI Bam MOKaXETCs, YTO COEAMHUTENN
3arpsi3HeHbl KPOBBIO UMM KOHTPACTHOW CPE/ION, MPOTPUTE UX CTEPUILHOM BOAOI
nepe/i NPUCOEAMHEHUEM K KOHTPOMMepy OTcoeanHeHus V-Grip®.

MprcoeanHUTe NpokcUManbHbIi KoHew Tonkarens nogadu V-Trak® k
KOHTponnepy otcoeanHeHus V-Grip®, NpoyHO BCTaBMsAs NMPOKCUManbHbINA
KOHeL, Torkarensi noaayn V-Trak® B BODOHKOOGPa3HYIo 4acTb KOHTponnepa
otcoeauHeHns V-Grip®.

D Kronka

0TCOeANHEeHNs

Tonkartens
nogaun
V-Trak®

Bopotka

7

Hanpasnenue ssosa

33.

34.
35.

36.

37.

38.

39.

40.

41.

KoHTponnep orcoeavHeHus V-Grip®

Korzia koHTponnep otcoeanHenns V-Grip® npaBumsHO NPUCOEAUHEH K TOMKaTento
nopaun V-Trak®, npo3ByuuT OANH 3BYKOBOW CUTHAN W 3aCBETUTCS 3eMeHbIN

CBET, 4TO yKa3biBaET Ha FOTOBHOCTb K OTCOEAMHEHMIO cnpany. Ecnn kHomnka
oTcoeanHeHNs He GyaeT Haxara B TedeHne 30 CekyHz, NOCTOSHHOe CBeveHne
3ereHbIM LIBETOM CMEHUTCS Ha ME/INIEHHOEe MUraHue aTuM xe useToM. CeeveHmne
¥ MUraHne 3eneHbIM LiBETOM CBIAETENbCTBYET O FOTOBHOCTM YCTPOMCTBA K
0TCOeAMHEHMI0. ECNM MHAMKATOP HE CBETUTCS 3eneHbIM LiBeToM, yGeanTech

B BLINOMHEHNM MOAKIIOYEHNS. ECNI NOAKIIOUEHUE BbINOMHEHO NPaBNMBHO,

HO 3€MEHOr0 CBETa HET, 3aMEHUTE KOHTPOMNEp OTcoeanHeHUs V-Grip® Apyrum
KOHTPONEpOM.

Mepen HaxaTnem Ha KHOMKY OTCOeANHEHNA NPOBEpPLTE MOMNOXEHUEe Cnvpany.

HaxwmuTe Ha KHOMKy oTcoeanHeHus. Mpu HaxaTum Ha kHonky GyaeT nogaBaTbes
3BYKOBOW CUTHar, 1 nHankatop Gyaet MuraTb 3eneHbIM LIBETOM.

B KOHLe LmKna oTcoeauHeHus GyayT nojasaTbCs TpU 3BYKOBLIX CUTHana,

M MHAMKaTOp By/IeT MUraTh XenTeiM UBeToM 3 pasa. 370 CBUAETENLCTBYET

06 OKOHYaHUVM LMKNa OTCOeAMHEHNs. ECri BO Bpems Lmkna OTCOeAMHEHNS!
Cnuparb He OTCOEAMHMTCS, HEe OTCOBAMHANTE KOHTPOMNIEP OTCOEAMHEHMS
V-Grip® ot Tonkatens nogaqu V-Trak® u nonbITanTech NPOBECTY ELLE OANH LMK
OTCOEAMHEHS!, KOTfa 3aCBETUTCS 3eMeHbIil CBET.

MHavkaTop GyneT CBETUTLCS KpacHbIM CBETOM NOCTE MPoBeAeHMs
0603HauYeHHoro Ha aTukeTke V-Grip® yncna uukrnos otcoeauHerns. HE
MCMOnb3yiiTe KOHTPONNEp oTcoeanHeHus V-Grip®, ecnn nHankatop
CBETUTCA KPAacHbLIM LBETOM. Y/lanuTe KOHTponnep orcoeanHeHus V-Grip® B
OTXOf}bl ¥ 3aMEHIUTE Er0 Ha HOBBIIA, KOTZ1a MHANKATOP CBETUTCS KPACHBIM CBETOM.

MpoBepLTe OTCOEAMHEHNE CTpany, cHavana ocnabne NOBOPOTHBLIN
reMocTaTU4ecKuii knanaH, 3aTem MeasieHHo NoTSHYB Hasad cucTeMy A0CTaBKu
nyl B OTCYTCTBUW A cnupanu. Ecnu umnnaxTar He
OTCOEMHNIICS, HE NMbITANTECh OTCOEANHUTL ero Gornee ABYX [ONONHUTENBHBIX
pas. Ecnu cnnpanb He 0TCcoeavHMnack Nocrne TpeTbeil NonbITKU, U3BNeKnTe
CUCTeMy [10CTaBKU.

IMocne Toro, kak OTCOEAVHEHE NOATBEPAUIIOCH, MEASIEHHO BBITAHUTE 1
13Brek1Te Tonkatens noaayy. MpoaBMkeHue Bnepea Tonkarens noaayn
V-Trak® nocne C pUCKOM

aHeBpu3aMbl unn cocyaa. HE npoasuraitTe Bnepea Tonkartenk nogayu
nocne oTCOeAUHEHUs cnMpany.

Mocne Toro Kak cnuparns oKaxeTca 3a Npeaenamu MukpokateTepa, BbiTalmre
BCIO CMCTEMy [JOCTaBKM U3 MUKpOKaTeTepa.

lMepen M3BneyeHneM MUKpokaTeTepa 13 MecTa NpoBeAEHNs NeYeHNs
MOMHOCTBIO BBEAVTE NPOBOJHUK COOTBETCTBYIOLIETO pa3Mepa Yepes NpocseT
MuKkpokaTeTepa, 4Tobkl YGeanTLCS, YTO HUKakas YacTb Civupani He ocTanack
BHYTPM MUKpOKaTeTepa.

Bpay No CBOEMY YCMOTPEHIIO MOXET U3MEHNTL METO/INKY YCTAHOBKM CMpant
[INSi COOTBETCTBUS XapaKTepy v Uy npoLeayp amGonuaauum. Niobeie
M3MEHEHWs METOANKN A0MKHbI COOTBETCTBOBATL paHee On1caHHLIM NpoLeaypam,
npeaynpexXAeHNsM, Mepam NPeaoCTOPOXHOCTY 1 MHEopMaLMK O Ge30nacHoCTH
nauueHTa.

CIMEYNOUKALNN 1151 KOHTPOIIIEPA OTCOEQUHEHUS V-GRIP®

HanpsixeHue Ha Bbixoge: 8 + 1 VDC

YucTka, NporunakTIecknii OCMOTP 1 oGCnyxuBaHue: KoHTponnep oTcoeamHeHus
V-Grip® — 370 YCTPOIACTBO OAHOPA30BOrO UCMOMNB30BAHMS, C MPEiBaPUTENHO
YCTaHOBNEHHLIMM BaTapesii 1 CTEpUIBHO YNakoBaHHOE. YnCTKY, 0CMOTPa Ui
oBcnyxuBaHmns He TpebyeTcs. ECrin yCTPOINCTBO He (DyHKUMOHMPYET COrnacHo
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English
HydroCoil® Embolic System (HES)

Endovascular Embolization Coils
Instructions for Use

DEVICE DESCRIPTION

The MicroVention HydroCoil Embolic System (HES) consists of an implantable coil
attached to a delivery system called a V-Trak® delivery pusher. The HES coils are platinum
coils augmented with a hydrophilic polymer. The V-Trak® delivery pusher is powered by a
V-Grip® detachment controller, which is provided separately.

The HES is available in several coil types based on the coil primary diameter and
configuration. Each coil type must be delivered only through a wire-reinforced
microcatheter with the minimum inner diameter specified. Within each coil type is a broad
range of coil secondary (loop) diameters and lengths.

It is not necessary to pre-soften the HES implants.

Table 1
Minimum "
Microcatheter Gel Expansion
. Stretch 1.D. Reposition Properties
Coil Type N D Ti
ime
inches| mm To Beyond
Coil OD | Coil OD
HydroFrame®10 [ ] 0.0165| 0.42 30 minutes [ ]
HydroFrame®18 [ ] 0.0165| 0.42 30 minutes ]
HydroSoft® ° 0.0165| 0.42 30 minutes [ ]
HydroFill® .
@ mm~4 mm) ° 0.0165| 0.42 | 30 minutes °
HydroFill® .
(5 mm-24 mm) L] 0.0165| 0.42 10 minutes L]
HydroFill® .
(@ mm=24 mm) ] 0.021 | 0.53 | 30 minutes L]
INDICATIONS FOR USE

The HydroCoil Embolic System (HES) is intended for the endovascular embolization of
intracranial aneurysms and other neurovascular abnormalities such as arteriovenous
malformations and arteriovenous fistulae. The HES is also intended for vascular occlusion
of blood vessels within the neurovascular system to permanently obstruct blood flow to
an aneurysm or other vascular malformation and for arterial and venous embolizations in
the peripheral vasculature.

The device should only be used by physicians who have undergone pre-clinical training in
all aspects of HES procedures as prescribed by MicroVention.

POTENTIAL COMPLICATIONS

Potential complications include, but are not limited to: hematoma at the site of entry,
vessel perforation, aneurysm rupture, parent artery occlusion, incomplete aneurysm filling,
emboli, hemorrhage, ischemia, vasospasm, coil migration or misplacement, premature or
difficult coil detachment, clot formation, revascularization, post-embolization syndrome,
and neurological deficits including stroke and possibly death.

Cases of chemical aseptic meningitis, edema, hydrocephalus and/or headaches have
been associated with the use of embolization coils in the treatment of large and giant
aneurysms. The physician should be aware of these complications and instruct patients
when indicated. Appropriate patient management should be considered.

RE QUIRED ADDITIONAL ITEMS

MicroVention V-Grip® detachment controller
Wire-reinforced microcatheter with 2 tip RO markers, appropriately sized
Guide catheter compatible with microcatheter

Steerable guidewires compatible with microcatheter

2 rotating hemostatic Y valves (RHV)

1 three-way stopcock

MicroVention framing coils, size appropriate for aneurysm
Sterile saline and/or lactated Ringer’s injection
Pressurized sterile saline drip

1 one-way stopcock

Stopwatch or timer

WARNINGS AND PRECAUTIONS

Federal law (USA) restricts this device to sale by
or on the order of a physician.

e The HES is sterile and non-pyrogenic unless the unit package is opened or damaged.
e The HES is intended for single use only. Do not resterilize and/or reuse the
device. After use, dispose in accordance with hospital, administrative and/or local
government policy. Do not use if the packaging is breached or damaged.

* The HES must be delivered only through a wire-reinforced microcatheter with a PTFE
inner surface coating. Damage to the device may occur and necessitate removal of
both the HES and microcatheter from the patient.

* High quality, digital subtraction fluoroscopic road mapping is mandatory to achieve
correct placement of the HES.

¢ Do not advance the V-Trak® delivery pusher with excessive force. Determine the
cause of any unusual resistance, remove the HES and check for damage.

e Advance and retract the HES device slowly and smoothly. Remove the entire HES if
excessive friction is noted. If excessive friction is noted with a second HES, check the
microcatheter for damage or kinking.

* The coil must be properly positioned in the aneurysm within the specified reposition
time. The reposition time is the time between introduction of the device into the
microcatheter and the time of detachment. If the coil cannot be positioned and
detached within this time, simultaneously remove the device and the microcatheter.
Positioning the device outside of an aneurysm may diminish the reposition time.

¢ If repositioning is necessary, take special care to retract the coil under fluoroscopy
in a one-to-one motion with the V-Trak® delivery pusher. If the coil does not move in
a one-to-one motion with the V-Trak® delivery pusher, or if repositioning is difficult,
the coil may have become stretched and could possibly break. Gently remove and
discard the entire device.

¢ Due to the delicate nature of the HES coils, the tortuous vascular pathways that
lead to certain aneurysms and vessels, and the varying morphologies of intracranial
aneurysms, a coil may occasionally stretch while being maneuvered. Stretching is a
precursor to potential coil breakage and migration.

* If a coil must be retrieved from the vasculature after detachment, do not attempt to
withdraw the coil with a retrieval device, such as a snare, into the delivery catheter.
This could damage the coil and result in device separation. Remove the coil,
microcatheter, and any retrieval device from the vasculature simultaneously.

¢ If resistance is encountered while withdrawing a coil that is at an acute angle relative
to the microcatheter tip, it is possible to avoid coil stretching or breaking by carefully
repositioning the distal tip of the catheter at, or slightly inside, the ostium of the
aneurysm. By doing so, the aneurysm and artery act to funnel the coil back into the
microcatheter.

e Delivery of multiple HES coils is usually required to achieve the desired occlusion
of some aneurysms or lesions. The desired procedural endpoint is angiographic
occlusion. The filling properties of the HES coils facilitate angiographic occlusion and
reduce the need to tightly pack.

* The long-term effect of this product on extravascular tissues has not been
established so care should be taken to retain this device in the intravascular space.

* Always ensure that at least two MicroVention V-Grip® detachment controllers are
available before starting a HES procedure.

® The HES cannot be detached with any power source other than a MicroVention
V-Grip® detachment controller.

* Always advance an appropriately sized guidewire through the microcatheter after
detaching the coil and removing the pusher to ensure that no part of the coil remains
within the microcatheter.

* Do NOT place the V-Trak® delivery pusher on a bare metallic surface.
¢ Always handle the V-Trak® delivery pusher with surgical gloves.

* Do NOT use in conjunction with radio frequency (RF) devices.

¢ No modification of this equipment is allowed.

CATHET ERIZATION OF THE LESION
Refer to the set-up diagram.

2. Using standard interventional procedures, access the vessel with a guide catheter.
The guide catheter should have an inner diameter (ID) large enough to allow for
contrast injection while the microcatheter is in place. This will allow for fluoroscopic
road mapping during the procedure.

3. Attach a rotating hemostatic valve (RHV) to the hub of the guiding catheter.
Attach a 3-way stopcock to the side arm of the RHV and then connect a line for
continuous infusion of flush solution.

4. Select a microcatheter with the appropriate inner diameter. After the microcatheter
has been positioned inside the lesion, remove the guidewire.

5. Attach a second RHV to the hub of the microcatheter. Attach a 1-way stopcock to
the sidearm of the second RHV and connect the flush solution line to the stopcock.

6. Open the stopcock to allow flush through microcatheter with sterile flush
solution. To minimize the risk of thromboembolic complications, it is critical that
a continuous infusion of appropriate sterile flush solution be maintained into the
guide catheter, the femoral sheath and the microcatheter.

COIL SIZE SELECTION
Perform fluoroscopic road mapping.
8. Measure and estimate the size of the lesion to be treated.

9. Select the appropriately sized coils. One or more framing coils should be used to
establish the initial framework. The diameter of the first and second coils should
never be less than the width of the aneurysm neck or the propensity for the coils to
migrate may be increased.

10.  Correct coil selection increases effectiveness and patient safety. Occlusive efficiency
is, in part, a function of compaction and overall coil mass. In order to choose the
optimum coil for any given lesion, examine the pre-treatment angiograms. The
appropriate coil size should be chosen based upon angiographic assessment of the
diameter of the parent vessel, aneurysm dome and aneurysm neck.

MicroVention, Inc.
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Diagram of HES Setup

PREPARATION OF THE HES FOR DELIVERY

11.  Remove the V-Grip® detachment controller from its protective packaging. Pull
the white pull-tab from the side of the detachment controller. Discard the pull-tab
and place the detachment controller in the sterile field. The V-Grip® detachment
controller is packaged separately as a sterile device. Do not use any power
source other than the Mi ion V-Grip® to detach
the coil. The V-Grip® is il to be used on one
patient. Do not attempt to re-sterilize or otherwise re-use the V-Grip®

If any d to the V-Grip® detachment controller is

observed, DO NOT use the device.

12. Remove dispenser hoop from sterile packaging making sure not to contaminate the
device. Attach a syringe to the flush port on the dispenser hoop and flush the hoop
with a minimum of 3 cc of saline.

13.  Prior to using the device, remove the proximal end of the V-Trak® delivery pusher
from the packaging hoop. Use care to avoid contaminating this end of the
delivery pusher with foreign substances such as blood or contrast. Firmly insert
the proximal end of the delivery pusher into the funnel section of the V-Grip®
detachment controller. Do not push the detachment button at this time.

14.  Wait three seconds and observe the indicator light on the detachment controller.
o If the green light does not appear or if a red light appears, replace the device.
¢ Ifthe light turns green, then turns off at any time during the three-second

observation, replace the device.
¢ If the green light remains solid green for the entire three-second observation,
continue using the device.

15.  Hold the device just distal to the shrink-lock and pull the shrink-lock proximally to
expose the tab on introducer sheath.

Pull shrink-lock proximally

—

Tab on introducer sheath

Pull Shrink-Lock Proximally

16.  Slowly advance the HES implant out of the introducer sheath and inspect the coil
for any irregularities or damage. If any damage to the coil or V-Trak® delivery
pusher is observed, DO NOT use the device.

17. While holding the introducer sheath vertically, gently retract the coil back into the
introducer sheath about 1 to 2 cm.

INTRODUCTION AND DEPLOYMENT OF THE HES
18.  Open the RHV on the microcatheter just enough to accept the introducer sheath of
the HES.

19.  Insert the introducer sheath of the HES through the RHV. Flush the introducer until
it is completely purged of air and saline flush exits the proximal end.

20.  Seat the distal tip of the introducer sheath at the distal end of the microcatheter
hub and close the RHV lightly around the introducer sheath to secure the RHV
to the introducer. Do not over-tighten the RHV around the introducer sheath.
E ive ti ing could d the device.

21.  Push the coil into the lumen of the microcatheter. Use caution to avoid catching
the coil on the junction between the introducer sheath and the hub of the
microcatheter. Initiate timing using a stopwatch or timer at the moment the
device enters the microcatheter. Detachment must occur within the specified
reposition time.

22.  Push the HES through the microcatheter until the proximal end of the V-Trak®
delivery pusher meets the proximal end of the introducer sheath. Loosen the
RHV. Retract the introducer sheath just out of the RHV. Close the RHV around the
V-Trak® delivery pusher. Slide the introducer sheath completely off of the V-Trak®
delivery pusher. Use care not to kink the delivery system. To prevent premature
hydration of the HES, ensure that there is flow from the saline flush.

23. Discard the introducer sheath. The HES cannot be re-sheathed after introduction
into the microcatheter.

24.  Carefully advance the HES until the coil exit marker on the proximal end of the
V-Trak® delivery pusher approaches the RHV on the hub of the microcatheter.
At this time, fluoroscopic guidance must be initiated.

RHV
_\

V-Trak® delivery pusher

—
AN Coil Exit Marker

Microcatheter hub

V-Trak® Delivery Pusher and Coil Exit Marker

25.  Under fluoroscopic guidance, slowly advance the HES coil out the tip of the
microcatheter. Continue to advance the HES coil into the lesion until optimal
deployment is achieved. Reposition if necessary. If the coil size is not suitable,
remove and replace with another device. If undesirable movement of the coil is
observed under fluoroscopy following placement and prior to detachment, remove

PD111183 Rev. A
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26.

27.

the coil and replace with another more appropriately sized coil. Movement of the
coil may indicate that the coil could migrate once it is detached. DO NOT rotate
the V-Trak® delivery pusher during or after delivery of the coil into the aneurysm.
Rotating the HES V-Trak® delivery pusher may result in a stretched coil or
premature detachment of the coil from the V-Trak® delivery pusher, which could
result in coil migration. Angiographic assessment should also be performed prior to
detachment to ensure that the coil mass is not protruding into the parent vessel.

Complete the deployment and any repositioning so that the coil will be detached
within the reposition time specified in Table 1. After the specified time, the swelling
of the hydrophilic polymer may prevent passage through the microcatheter and
damage the coil. If the coil cannot be properly positioned and detached within
the specified time, simultaneously remove the device and the microcatheter.

Advance the coil into the desired site until the radiopaque proximal marker on the
delivery system is aligned with the proximal marker on the microcatheter as shown.

DISTAL END OF V-TRAK
DELIVERY PUSHER MICROCATHETER

PROXIMAL MARKER

28.
29.

Tighten the RHV to prevent movement of the coil.

Verify repeatedly that the distal shaft of the V-Trak® delivery pusher is not under
stress before coil detachment. Axial compression or tension could cause the tip of
the microcatheter to move during coil delivery. Catheter tip movement could cause
the aneurysm or vessel to rupture.

DETACHMENT OF THE HES COIL

30.

31.

32.

33.

The V-Grip® detachment controller is pre-loaded with battery power and will
activate when a MicroVention V-Trak® delivery pusher is properly connected. It is
not necessary to push the button on the side of the V-Grip® detachment controller
to activate it.

Verify that the RHV is firmly locked around the V-Trak® delivery pusher before
attaching the V-Grip® detachment controller to ensure that the coil does not move
during the connection process.

Although the V-Trak® delivery pusher’s gold connectors are designed to be
compatible with blood and contrast, every effort should be made to keep the
connectors free of these items. If there appears to be blood or contrast on the
connectors, wipe the connectors with sterile water or saline solution before
connecting the V-Grip® detachment controller.

Connect the proximal end of the V-Trak® delivery pusher to the V-Grip® detachment
controller by firmly inserting the proximal end of the V-Trak® delivery pusher into the
funnel section of the V-Grip® detachment controller.

V-Trak® delivery
pusher >

Insert Direction

34.

V-Grip® Detachment Controller

When the V-Grip® detachment controller is properly connected to the V-Trak®
delivery pusher, a single audible tone will sound and the light will turn green to
signal that it is ready to detach the coil. If the detachment button is not pushed
within 30 seconds, the solid green light will slowly flash green. Both flashing green
and solid green lights indicate that the device is ready to detach. If the green

light does not appear, check to ensure that the connection has been made. If the
connection is correct and no green light appears, replace the V-Grip® detachment
controller.

35.  Verify the coil position before pushing the detachment button.

36. Push the detachment button. When the button is pushed, an audible tone will
sound and the light will flash green.

37.  Atthe end of the detachment cycle, three audible tones will sound and the light will
flash yellow three times. This indicates that the detachment cycle is complete. If the
coil does not detach during the detachment cycle, leave the V-Grip® detachment
controller attached to the V-Trak® delivery pusher and attempt another detachment
cycle when the light turns green.

38.  The light will turn red after the number of detachment cycles specified on the
V-Grip® labeling. DO NOT use the V-Grip® detachment controller if the light is red.
Discard the V-Grip® detachment controller and replace it with a new one when the
light is red.

39.  Verify detachment of the coil by first loosening the RHV valve, then pulling back
slowly on the delivery system and verifying that there is no coil movement. If the
implant did not detach, do not attempt to detach it more than two additional times.
If it does not detach after the third attempt, remove the delivery system.

40.  After detachment has been confirmed, slowly retract and remove the delivery
pusher. Advancing the V-Trak® delivery pusher once the coil has been
detached involves risk of aneurysm or vessel rupture. Do NOT advance the
delivery pusher once the coil has been detached.

41.  Verify the position of the coil angiographically through the guide catheter.

42.  Prior to removing the microcatheter from the treatment site, place an appropriately
sized guidewire completely through the microcatheter lumen to ensure that no part
of the coil remains within the microcatheter.

The physician has the discretion to modify the coil deployment technique to
accommodate the complexity and variation in embolization procedures. Any technique
maodifications must be consistent with the previously described procedures, warnings,
precautions and patient safety information.

SPECIFICATIONS FOR V-GRIP® DETACHMENT CONTROLLER
¢ Output voltage: 8 + 1 VDC

¢ Cleaning, preventative inspection, and maintenance: The V-Grip® detachment
controller is a single use device, preloaded with battery power, and packaged sterile.
No cleaning, inspection, or maintenance is required. If the device does not perform
as described in the Detachment section of these Instructions, discard the V-Grip®
detachment controller and replace it with a new unit.

*  The V-Grip® detachment controller is a single use device. It should not be cleaned,
re-sterilized, or re-used.

¢ Batteries are pre-loaded into the V-Grip® detachment controllers. Do not attempt to
remove or replace the batteries prior to use.

e After use, dispose of the V-Grip® detachment controller in a manner consistent with
local regulations.

PACKAGING AND STORAGE

The HES is placed inside a protective, plastic dispenser hoop and packaged in a pouch
and unit carton. The HES and dispenser hoop will remain sterile unless the package

is opened, damaged, or the expiration date has passed. Store at a controlled room
temperature in a dry place.

The V-Grip® detachment controller is packaged separately in a protective pouch and
carton. The V-Grip® detachment controller has been sterilized; it will remain sterile unless
the pouch is opened, damaged, or the expiration date has passed. Store at a controlled
room temperature in a dry place.

SHELF LIFE
See the product label for the device shelf life. Do not use the device beyond the labeled
shelf life.

MRI SAFETY INFORMATION A

Non-clinical testing has demonstrated that the HydroCoil Embolic System (HES) implant
is MR conditional. A patient with this device can be safely scanned in an MR system
meeting the following conditions:

e Static magnetic field of 1.5-Tesla and 3-Tesla, only

e Maximum spatial gradient magnetic field of 4,000-gauss/cm (40-T/m)

e Maximum MR system reported, whole body averaged specific absorption rate
(SAR) of 2-W/kg for 15 minutes of scanning (i.e., per pulse sequence) in the Normal
Operating Mode

Under the scan conditions defined above, the HES implant is expected to produce a

maximum temperature rise of 2.3°C after 15-minutes of continuous scanning (i.e., per

pulse sequence).

In non-clinical testing, the image artifact caused by the HES implant extends

approximately 5-mm from this device when imaged with a gradient echo pulse sequence

and a 3-Tesla MRI system.

MicroVention, Inc. recommends that the patient register the MR conditions disclosed in

this IFU with the MedicAlert Foundation or equivalent organization.

MATERIALS
The HES does not contain latex or PVC materials.

MicroVention, Inc.
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WARRANTY

MicroVention, Inc. 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. 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 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 resterilized 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.

© Copyright 2016 MicroVention, Inc. All rights reserved.

MicroVention®, HydroCoil®, HydroSoft®, HyperSoft®, MicroPlex®, HydroFill®, HydroFrame®,
V-Grip® and V-Trak® are registered trademarks of MicroVention, Inc.

This product is covered by one or more of the following US patents: 6,500,190. Additional
US and international patents are pending.

PD111183 Rev. A
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Pycckuti
Cucmema dnsi am6onusayuu HydroCoil® (HES)

OHdosackynspHble am6onusupyrowue cnupanu
MHcmpykyusi no npuMmeHeHuro

OlMUCAHUE YCTPOUCTBA

Cucrema ans am6onusaumm HydroCoil (HES) komnanmmu MicroVention coctout ua
MMMAGHTUPYEMOI CIIPanK, NPUCOSAVHEHHON K CUCTEME A0CTaBKM MO/ Ha3BaHNeM «TorKatens
nogaun V-Trak®». Cnupanu HES 13roToBreHs! 13 nnatuHbi ¢ 406aBKoM MApOdUnLHOrO
nonumepa. Torkatenk nogayy V-Trak® NpuUBoANTCS B AGICTBIE KOHTPOINEPOM OTCOEAMHEHMS
V-Grip®, KOTOpbI NOCTABNSETCS OTAENBHO.

BbinyckaroTcs pasnuyHble Tvnbl crvpaneii HES B 3aBMCMMOCTY OT OCHOBHOTO AvameTpa
cnupany v ee KoHeUrypaLmi. Bee BuabI crinpaneit HeoBXoaMMO AOCTABMSTL TOMBKO Yepe3
MVKPOKATETEP C MPOBOSIOHHOI OMNETKOM C 0GO3HAUEHHBIM MUHMATBHBIM BHYTPEHHIM
AMameTpoM. 11t Kaaoro TUNa Criupanii CyLIECTBYET LNPOKMI ACCOPTUMEHT BTOPUYHBIX
(neTneBbIX) AMAMETPOB W AfUH.

OrcyTcTBYeT b B

HES.

pasmAryeHMn MMNaHTaToB

+ CekyHIOMEp WNi CHETUMK BPEMEHN

I'lPEq.VﬂPE)ImEHMﬂ W NPEQOCTEPEXEHNA
Cuictema HES siBNSIeTcs: CTEpUIbHOI 1 HEMMPOTEHHOI, ECIIM YNaKoBKa He BCKPbITA WK He
noBpexzaeHa.

+  Cucrema HES npenHasHaueHa TONMbKO Ans OfHOPa30oBOro Norb3oBaHus. He crepunmayiite
MOBTOPHO W/ HE UCOMb3YITe NOBTOPHO. MOCHIE UCTIONB30BAHS YianuTe B OTXOALI B
COOTBETCTBUM C AMPEKTUBaMM GOMbHMLI! WM MECTHBIX OPraHOB BriacTi. He ucronsayiite,
€CIY ynakoBKa BCKpbITa UM MoBpeXzeHa.

«  [Jocrasky cuctembl HES Heo6xoauMmo nponsBoanTb TOMbKO Hepes M1KpokaTeTephbl ¢
NPOBOOYHON OMAETKOIA 1 MONMTETPAGTOPSTINIEHOBLIM BHYTPEHHIM MOKPbITEM. ECiin
YCTPOMCTBO ), U3 nauveHTa ) yaanuTk kak cuctemy HES,
TaK 1 MUKpoKaTeTep.

«  [ns Toro, 4toBbl NPaBuUIbHO ycTaHoBUTL cuctemy HES B obsi3aTenbHOM nopsiake
HEeoGXO/MMO MPOBECTY BbICOKOKAUECTBEHHYIO IMUTATbHYIO CYBTPaKLIMOHHYIO
PEHTTEHOCKONMIO [if1st YCTAHOBIIEHIS MyT OCTYNA.

+  He npunaraiite YpeamepHyto Cuty Npy NPOABIKEHM TorkaTens noaaqn V-Trak® enepen.
OnpeaenuTe NPUUMHY BO3HUKHOBEHMS! KaKOro-n6o HEOBLIYHOMO CONPOTUBIEHNS, U3BNEKUTE
HES v npoBepebTe, HET N1 NOBPEXAEHUIA.

«  [lpopgwraiite n n3enekaiite cuctemy HES mMeaneHHo 1 nnaeHo. B cryyae BO3HUKHOBEHMS!
MOBbILLEHHOTO TPEHUS, U3BnekuTe Bee ycTpoiicTBo HES. Ecnm noBbiLeHHOe TpeHre
oTmey4aeTcs 1 co BTopoi cuctemoit HES, npoBepbTe, He NPOM30LLIO N NOBPEXAEHUS N
nepekpy4MBaHIsA MUKpOKaTeTEpa.

+  Cnvparis HeoBX0AMMO NPaBMIbHO YCTAHOBUTE B BHEBPU3ME B TEUEHNE YKa3aHHOMO
BPEMEHM NepecTaHoBK). Bpemsi nepecTaHoBKM — 3TO MPOMEXYTOK BDEMEHM MEX1y BBOAOM
orco . ECrivt B 3T0T NPOMEXYTOK BPEMEHN
CnMparib HEBO3MOXHO YCTAHOBMTE U OT/EMNHTb, U3BNEKUTE YCTPOMCTBO U MUKpOKaTeTep
O[IHOBPEMEHHO. YCTaHOBKa YCTPOCTBA 3a NPe/ieNiamit aHEBPU3MbI MOXKET COKpaTUTL BpeMst

eTep n

+ ECnv HeoBX0MIMO U3MEHUTL MECTO CcHCTEMbI, 0 U3Brexare
CMpartb MOf PEHTTEHOCKOMMYECKMM KOHTPOMEM OJHUM OBLLMM [IBIKEHUEM C TOMKaTenem
nopaum V-Trak®. Ecrv criupan He ABAraeTcs OjHM OBLLM IBUXEHUEM C Torkatenem
nopjaum V-Trak®, v ecnivt BO3HUKHYT TPYAHOCTM NPU M3MEHEHIA MECTa Pa3MeLLIeHNs
CMCTEMBI, BOMOXHO, Crparib PACTsHYNIach 1 MOXET CTIOMaTbCS. AKKYPaTHO U3BNEKUTE 1
BbIGPOCKTE B OTXOfb! YCTPOMCTBO LIEMMKOM.

+ Tockorbky cipani HES ToHkue, 1 nyTb K HEKOTOPLIM aHEBPU3MaM 1 COCYaM NEXUT

YI0 4aCTb COCYAMUCTON CETH, @ BHYTPUYEPENHbIE BHEBPM3MbI PA3NNYaIOTCS
110 CTPOEHMIO, CIY4AETCs, YTO B NPOLIECCE NPO/BIKEHMS CParik PAaCTSMMBaETCS.
PacTsiruBaHue sIBNSIETCs NPeABECTHUKOM MOTEHLMANLHOM NOMOMKY 1 MATPALIAI CrInpani.

+ Ecnv cnvparis HeoBX0MIMO U3BMeyb U3 COCYANCTON CETU NOCTE OTCOBANHEHUS, HE
NbITAATECH M3BNEYL CTIMParTb NPU NOMOLLY YCTPOICTBA U3BMEHEHIS, Takoro Kak NeTrs,
B KaTeTepe A0CTaBKi. TO MOXKET MPUBECTY K NOBPEXAEHIO CTIPANY 1 BOMOXHOMY
paseneHuio ycTpoiicTea. OAHOBPEMEHHO YAansiiTe 13 COCYANCTON CETU Crmparts,
MMKpOKaTETEp 1 1l0GOE YCTPOIICTBO U3BMEYEHNS.

«  Ecrw npu u3sneyeHnm cnpanu, kotopas HaxoAnTCs Nof OCTPLIM YITIOM K KOHLY
MVKpOKaTeTepa, Bbl O4YBCTBYETE CONPOTUBIIEHNE, Bbl CMOXeETe 3bexaTb pacTarmBaHus
WY NONOMKY Cpanii, cri Bbl OCTOPOXHO NepemMecTuTe AMCTarbHBI KoHel| kaTeTepa K
Lueiike aHeBPM3MbI UM Crierka BBE/IETE ero B LueliKy aHeBpuambl. Mpu aTom aHeBpuama

Ta6nuua 1
MuHUManbHbIR
BHYTPEHHUI CgovicTBa
nAvametp pacwupenus rensi yCTpoiicTea B
MUKpoKaTeTepa
T CToikum k Bpems
vn cnupanu 3a
pacTsr nepecTaHoBKN K
BKY.
awivel | MM BHELIHEMY | ool iiero
AnameTpy
nAnameTtpa
cnupanu
cnupann
HydroFrame®10] [ ] 0,0165 | 0,42 30 MUHYT [ )
HydroFrame®18| [ ] 0,0165 | 0,42 30 MUHYT [ ]
yepes
HydroSoft® [ ] 0,0165 | 0,42 30 MUHYT [ ] i
ille
(2Hn}|’:1ﬂ:|rl1‘wm) ° 00165 | 042 | 30 mmmyr °
ile
(5 :‘;::gz'Lm) ° 0,0165 | 0,42 10 MuHyT °
ile
e :ﬁgz")ﬂm) ° 0,021 | 053 | 30 mumyr °
HA3HAYEHUE

Cuctema ans amGonmsaumm HydroCoil (HES) npefHasHadeHa Ans aHaoBackynsipHoin
9aMBONM3aLM BHYTPUYEPENHbIX aHEBPU3M W MPOUIX HEBPOBACKYNSIPHBIX HAPYLLEHWIA, Takux Kak
ABBIN

V1 apTepUOBEHO3HbIE aHaCcTOMO3bI. HES Taloke NpeaHa3HaueHa Ans NeyeHns okKrovm
KPOBEHOCHBIX COCY/10B HEBPOBACKYIIAPHON CHCTEMbI MOCPE/ICTBOM MOCTOSHHOTO MPeceyeHNs
KPOBOTOKa K aHEBPU3ME WU ApYroil COCYANCTON ManbhopmaLm, a Talke 415 apTepuanbHoi
WK BEHO3HOW 3MBONM3aLMM B Nepucieprieckoii CocyancTon ceTn.

370 yCTPOICTBO NPpeaHa3HajeHo ANs Monb30BaHMS! TOMBKO BpaYamit, NPOLIEAWMMM
[DOKIMMHUYECKYI0 MOAFOTOBKY MO BCEM acrneKTam NPOBEfIeHNs NPOLIEAYP C UCMOMb3oBaHeM
cuctembl HES cornacHo npeanucanuto komnaxum MicroVention.

TMOTEHUNAJIbHBIE OCJIOXHEHUA

Bo3MOXHbIe OCTIOKHEHNS BKIIOYAKOT, CPeAV NPOYNX, reMaToMy B MecTe OoCTyna, nepdopaLmio

COCY/1a, Pa3pbIB aHEBPM3MbI, OKKITKO3MIO MATEPUHCKOV APTEPUM, HEMOSHOE 3aroNHeH e
3MBONMIO, KPOBC VILLIEMYIO, BA30CNA3M, CMELLIEHME CriMpank

W1 HenpaBWIbHYHO YCTaHOBKY CiMpank, NpexaeBpeMeHHOe Un CrokKHOe OTaeneHre

cnupany, o6y TpoMBa, p! PU3ALMIO, NOCTAIMBGONN3ALMOHHBIA CUHAPOM U

HEeBPOSIOrM4eckie PaccTPOCTBA, BKKOYAs UHCYMLT W, BOSMOXHO, CMepTb.

Criyyam XMMUYECKOTO aCenTUHEcKkoro MEHUHIMTA, ieMbl, rapoLiechaniv uinunu rorosHoi Gonn
Gl CBA3aHbI C UCTIONB30BAHIMEM CTIpanel Ans aMBONM3aLMN Ans neyeHns GonbLnx v
TUTGHTCKIX aHeBPU3M. Bpad 0MmKeH 3HaTb 06 3TIX OCTIOKHEHNSX M MPOMHCTPYKTUPOBaTL
NaLveHToB, Koraa aTo HeoGxoammo. CrieflyeT NPOAyMaTb COOTBETCTBYIOLLYIO CHCTEMY PaboTel
C NauveHToM.

TPEBYEMIRIELARTHATERBHENRYG TRAMGTBA

*  MukpokaTeTep nogxoasLLero pasvepa ¢ NpOBOSOYHOM ONNETKOM, Ha KOHLIE KOTOPOro
HaXO[IATCS [1B€ PEHTTEHOKOHTPACTHBIE METKN

*  Hanpaensiowumit kateTep, COBMECTUMBIiA C MUKpOKaTeTepoM

+  Hanpaensiemsle NpoBOAHNKMA, COBMECTUMbIE C MAKDOKATETEPOM

* 2 MOBOPOTHbIX reMocTaTu4eckux Y-06pasHbix knanaHa

* 1 TpexxonoBon kpaH

«  KapkacHble cnupanu komnanum MicroVention cooTBeTCTBYIOLLErO aHeBpU3Me pasmepa

*  CTepunbHbIit hM3VONOrMHEcKuii pacTBop Wunn naktat PuHrepa

*  KanenbHuua cTepurbHOro huanonoriieckoro pacTeopa nog AasneHnem

* 1 0QHOXOA0BO KpaH

apTepus HanpaBAT crvpark Hasaz B MUKpoKaTeTep.

+ [N OCTWKEHNS HEOBXOMMON OKKIKO3MM HEKOTOPLIX AHEBPU3M W MOPAKEHHBIX
y4acTkoB, 06bI4HO HeoBXxoarMo BBECTH Heckonbko crivpaneit HES. LieneBoit koHeuHoi
TOUKOIA MPOLIEAYPbI SBNAETCS aHIMOrPANIECKM NOATBEPKAEHHAS OKKIIOVS.
BanonHstoLwyve ceoiictea cnupaneit HES obneryaiot aHruorpadguyeckit npoBepeHHyto
OKKITIO3MIO 11 CHINKAKOT HEOBXOAMMOCTL MIIOTHO 3aKPbIBATL COCY/] HECKOMBKVMY CriparnsiMit.

+  [inuTenbHoe BO3AENCTBYE IAHHOTO U3NENWS Ha BHECOCY/UCTBIE TKAHM HE U3y4arnock,
n03TOMY CrleAyeT NPOsIBUTL OCTOPOXHOCTH, 4TOGb! YCTPOMCTBO 0CTABANOCk BO
BHYTP1COCY/IMCTOM MPOCTPAHCTBE.

+  Tepen Hayanom npoueaypbl ¢ HES ybeantech, HTO B HANMYMM MMEETCS Kak MUHUMYM [Ba
KOHTponnepa orcoeauHeHus V-Grip® komnawumi MicroVention.

+ HES MOXHO OTCOSAMHMTb TOMBKO OfIHUM UCTOHHIMKOM SHEPIAN: KOHTPOMNEPOM
otcoeauHerus V-Grip® komnaxum MicroVention.

+  Tlocne OTCOEMMHEHNS CNMPANY 1 U3BNEHEHNs ToNKaTens BCeraa NPOBOANTE Yepe3
MMKpOKaTETEp NPOBO/IHUK COOTBETCTBYIOLLETO pa3mepa, ATt TOro YToBbl yBeauTbes B
OTCYTCTBIM KaKoiA-MBO YacT Cpani B MUKpoKaTeTepe.

*  HE nowmetuaiite Torkarens noga4n V-Trak® Ha HeM30nvMpoBaHHyto MeTanuyeckylo
MOBEPXHOCTb.

«  OGpatyaiitecs ¢ Torkarenem noga4v V-Trak® Tonbko B XUpyprudeckux nepyarkax.
+  HE vucnonbayiite COBMECTHO C paivo4acTOTHbIMW YCTPOCTBAMM.
+ Kakve-nn6o MoandukaLyn IaHHOTO U3Nenusi He AONYCKaIoTCS.

KATETEPM3AL{MH TOPAXEHHOI'O YYACTKA

CM. Marpammy yCTaHOBKM.

2. Vicronbaysi CTaHaapTHbIE MHBA3NBHbIE MPOLIE/YPbI, NOMY4UTE 4OCTYN K Cocyay
HanpaBnsioLLM kaTeTepom. HanpasnsioLLuil Katetep A0MKEH UMETb [J0CTATOHHO
BorbLLOIt BHYTPeHHWI anameTp (B[) Ans MHBbEKLMM KOHTPACTHOTO BeLLecTsa npu
YCTaHOBEHHOM MUKpOKaTETEpe. 3TO MO3BONSAET OCYLLECTBUTL PEHTIEHOCKOMMYECKMI
KOHTPOIb MyTY 0CTYNa BO BPEMs! NPOLIEaYpbI.

3. TMoACOeANHITE MOBOPOTHBIA FEMOCTATUYECKWIA KIamaH K BTYIIKE Hanpasnsioero
KkateTepa. MNoacoeanHuTe 3-x0n0BoI kpaH k GOKOBOMY OTBOY NOBOPOTHOTO
TeMOCTaTU4ECKOTO KraraHa 1 MofCOSAMHITE MMHIMIO HENPEPBLIBHOTO BNMBAHMS PacTBopa
[t NIPOMBIBKA.

MicroVention, Inc. 95
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OnHOX0[10BOI KpaH

TIuHust Ans pacTeopa —Jm-

POMbIBKM
JInHus ANs pacTBopa ————Pp
MPOMBbIBKI

Tukms Ang pacTeopa

MPOMBIBKA

3-xof0BOM

[MpokcumanbHbIi KoHeL, Tonkatens
nocrasky V-Trak® noAcoeavHeH k

MoBOPOTHBII

MeTKM MUKpoKaTeTepa

L Touka 0CTaHOBK MMMb3bI

KOHTpOnnepy otcoeaunHenus V-Grip® remocTaTueckut remocTaTuyeckuit .
KnanaH Hanpasnsiowuit katetep
knana
VHTPOfbloCEpa
AHeBp1IMa ——————————
Crupans HES BefpeHHbIit POBOSHIK ———3
Monoca
PEHTIEHOKOHTPACTHOI MukpokaTetep

MoBOPOTHBIi

3-CM N0N10Ca PEHTrEHOKOHTPACTHOI
MeTKM MUKpoKaTeTepa

//////////‘L//////////// 0 000000000000057

Owarpamma yctaHoBku HES

BbiGepuTe MIKDOKATETEP C COOTBETCTBYIOLLMM BHYTPEHHUM AuameTpom. Mocne
YCTaHOBKI MUKDOKATETEPa BHYTPM MOPAXKEHHOTO Y4aCTKa M3BMEKUTE NPOBOAHNK.

IoICOeMHNTE BTOPOIA MOBOPOTHBIA FEMOCTATUHECKMIA KTaMnaH K BTYTKE MUKpOKaTeTepa.
MozcoevHuTe 1-X0M0BOI KpaH k GOKOBOMY OTBOAY BTOPOTO MOBOPOTHOMO
TeMOCTaTU4ECKOTO KITanaHa 1 NofICOSMVHITE TMHMIO PACTBOPa NPOMBIBKM K 3aMOPHOMY
KpaHy.

OTKPOVATE KpaH, 4TO MO3BOMUT CTEPUNBHOMY PACTBOPY MPOMBIBKA MPOMBIT.
MUKpOKaTETEP. [IN5 CHIWKEHMS prcka TPOMBOIMBONMUECKIX OCTIOKHEHNIA O4eHb BaXHO
TOEPHNBATL HEMPEPLIBHOE BMBAHIE COOTBETCTBYIOLLEND CTEPUITLHONO PACTBOPa
POMBIBKIA B Har Vi kateTep, Genp " NPOBOAHYK 11 MUKPOKATETEP.

BbIBOP PABMEPA CIUPATIN

7.
8.
9.

BbINONHUTE PEHTIEHOCKONMHECKIA KOHTPONb MyTU 4OCTYNa.
MamepeTe 1 oLgHUTE pasmep NOPaXeHHOrO y4acTka Ans neYeHns.

BbiGepuTe CriMpani noaxoasiix pa3vepos. [ins yCTaHoBKi MEpBIYHOTO kapkaca
WCrIONb3yiATe OfHY UM HECKOIBKO KapKacHbIX criupaneit. [lnameTpel Nepsoii 1 BTOPOit
CMPaNY HUKOTIA HE JI0MKHbI GbiTb MEHBLLIE LINPUHBI LLISIKN HEBPU3MbI, B NPOTUBHOM
Cry4ae MOXKET YBEMNMIUTLCS BEPOSTHOCTL CMELLIGHMS| Cripanei.

MaenekvTe koHTponnep otcoeanHeHns V-Grip® u3 amTHown ynakosku. MoTsiHuTe Genbiit
13b140K C GOKOBOIA HaCTI KOHTPOMNIIEPa OTCOEMMHEHNS. BbIBPOCETE A3bIMOK B OTXOMIbI 1
TIOMECTHTE KOHTPOMIIEP OTCOEAMHEHNS B CTEPMIbHOE None. SdtheKTVBHOCTL OKKIIo3MM
4aCTLIO 3aBYCHT OT CTEMEHM YNNOTHEHMS 1 obiLieit MacCel cipany. [ins BeiGopa
ONTVMArLHOI CTIMPANK ANs KOHKPETHOTO MOPEXKEHHOTO Y4aCTKa M3y|Te aHIMorpamMmel,
c/ienaHHble nepen neseHnem. Moaxoasiumi pasvep cinpani HeoGXxomMMo BuIGUpaTL Ha
OCHOBE aHMVIorpachyHECKoi OLIEHKM IMaMeTPpa MaTEPMHCKOrO COCYAa, Kyrona i Lueiku
aHeBpUaMbI.

TNPUrOTOBJIEHUE HES [J151 BOCTABKN

1.

V13BnekuTe KOHTPONMep oTcoeanHeHns V-Grip® 13 3aLiuTHOI yriakoBKiA 11 MOMECTATE
€ro B CTepunsHoe none. KoHTponnep otcoeavHerns V-Grip® ynakosaH OTzernbHo

KaK CTepunbHoe ycTpoiicTeo. Ana TOMNbKO
m
V-Grip®. V-Grip® Ansa
TOMLKO Ha OAHOM He 3aHOBO
orcoeauHenus V-Grip® unu ero 60 Apyrum
HE 7 P BO Npun nobBbIx 7

KOHTpornnepa otcoeanHeHus V-Grip®.
V3BnekuTe nojjatoLLiee KorbLiO 13 CTEPUIIBHOI YNaKOBKM, HE 10MyCKas 3arpsidHeHmst

vanenus. MpycoeanHmTe WNpUL K NOPTY A4S NPOMbIBaHNS MOAAIOLLENo KombLa v
MPOMOIATE KONbLIO HE MeHee YeM 3 M1 hM3NOMOrMHecKoro pacTeopa.

Mepen ncnonb3oBaH1eM ycTp: v3BnexnTe 7 KoHeL

nogaum V-Trak® 13 ynakoeki. ByfisTe 0CTOPOXHbI, YTOBLI M3BeXKaTb 3arpsidHeHMs

3TOrO KOHL{A TOMKATENSs Mofia4M1 MHOPO[HBIMY BELLECTBAMY, TaKMM Kak KpOBb MM
KOHTPACTHOE BELLECTBO. MMPO4HO BBEANTE NPOKCUMATTbHI KOHELL TONKATENs Nofaym B
BOPOHKOOBPA3HYI0 YaCTb KOHTPONMepa oTcoeanHeHs V-Grip®. He HaxumaiiTe KHoMKy
OTCOEAVHEHUS B AaHHbI MOMEHT.

lMopoxanTe Tpy CexkyHab! 1 CeavTe 3a CBEYEHNEM MHAVKATOpa Ha KOHTPOnmnepe
OTCOEAVHEHMA.

15.

17.

+ ECrv 3eneHbIii CBET He 3aCBETUNCS, UM €CMM 3aCBETUNCS KPACHBIA CBET, 3aMeHnTe
YCTPOVCTBO Ha HOBOE.

+ ECIM MHAVKaTOp Hauan CBETUTLCS 3ereHbIM CBETOM 1 3aTeM B Kakow-TO MOMEHT B
Te4eHVe TPEXCEKYHIHOTO H: 3a norac, YCTPOICTBO
Ha HOBOe.

+ ECIM MHAVMKaTOP NPO/IOMKAET CBETUTLCS NOCTOSHHBIM 3€MEHBIM CBETOM B TeHeHMe
BCETO TPEXCEKYHHOTO HabrioieHus:, MPOAOMKaiTE MCTIONL30BaHIE YCTPOVICTEa.
[lepxuTe YCTPOIICTBO AMCTANBHO CTAMBAIOLLEMY 3aMKY U NOTAHNUTE CTSIVBAIOLLMI 3aMOK

NPOKCMMATTbHO ANIA MOMy|eHNs A0CTyNa K BbICTYMY Ha b3 MHTPOZbocepa.

MoTaHuTe CTAMUBaIOLI
3aMOK MPOKCUMAIbHO

——

BbicTyn Ha runbse
MHTPOblOCEpa

il cTAr # 3amMoK

MeaneHHo ebiasuraiiTe nmnnanTar HES 13 rnbasl MHTPOAbIOCEpa 1 0CMOTpUTE
Cnupark Ha NpeaMeT OTCYTCTBUS HapYLLEHMI UK NoBpexaeHnii. Ecnv Bl 3ameTuTe,
YTO cnupanb unuv Tonkarens nogaun V-Trak® nospexaeHsl, HE ncnonbayiite
YCTPOWCTBO.

YaepxuBas runb3y MHTPOLIOCEPa B BEPTUKAIIbHOM MONOKEHMM, OCTOPOXHO BTSHUTE
cnuparnk Hasaf B b3y MHTPOALIOCEPa NPUMEPHO Ha 1— 2 cM.

BBE,qEHME W YCTAHOBKA HES

OTKPOIATE NOBOPOTHBIi FEMOCTATUHECKM KITanaH MUKPOKATETEPa HaCTONBKO, HACKOMBKO
HeoBXoaMMO ANs BBEZIEHUS Mnbabl HTpoAslocepa HES.

Beeaute mnb3y uHTpoabtocepa HES yepes NoBOPOTHBIN reMOCTaTUHECKMIA KanaH.
TMpoMblBaiiTe MNb3y MHTPOZILIOCEPA 10 MOIHOTO BEITECHEHINS BO3YXa, Noka
NPOMBIBONHBIA h13MOMNOMMHECKAl PACTBOP He ByNET BbITeKaTb 13 MPOKCUMALHOTO
KOHLIA.
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20.

21.

22.

23.

24.

YCTaHOBUTE AMCTAbHBIN KOHEL| MMMb3bl UHTPOLLIOCEPA Y ICTAMHOTO KOHLIA BTYIKA
MUKpOKATETEPa U HECUILHO 3aKPYTUTE NOBOPOTHEIN FEMOCTATUHECKWI KNanaH BOKPYT
M3kl MHTPOIbIOCEPA, YTOBbI 3aKPENWTL Ero Ha MHTPoaLIocepe. He 3aTsruBaiite
CUNbHO ] ¥ KnanaH BOKpYr r1nb3bl
VHTpoAkLIocepa. M3nuWHAS 3aTsbkka MOXeT K yerp

BafiBUHLTE CMparis B NPOCBET MUKpOKATETEPa. By/ibTe OCTOPOXKHBI, 4TOGkI Crpans
He 3aCTPsiNa B COBANHEHMM MEXY TVIb30i MHTPOABIOCEPA 1 BTYTIKOM MUKpOKaTETepa.

3acekuTe Bpemsi Npn NOMOLLM vnn B TOT MOMEHT,
Korga 7 BOMOET B p. O [AOIMKHO T B
TeueHue J

M te HES yepe3 P [10 TeX Nop, Noka NPOKCMManbHbIN KOHeL|

Tonkatensi nofaqy V-Trak® He KOCHETCS MPOKCUMASTBHOTO KOHLIA M3kl MHTPOABIOCEPa.
Ocnabbre NOBOPOTHbI reMOCTaTUHECKWIA KnanaH. BbITaHUTe mnbay MHTpoAbiocepa Tak,
4TOGbI OHa TOMLKO BLIXO/IUMA 13 MOBOPOTHOTO FEMOCTATUYECKOTO Kranaka. 3akpyTuTe
MOBOPOTHbIV reMOCTaTU4ecKuii KrnanaH Bokpyr Tonkarens nofauu V-Trak®. MonHocTsio
CABUHLTE MMMb3y MHTPOALIOCEPA C TornkaTens nofayy V-Trak®. ByasTe 0CTOPOXHBI, 4TOGb!
He NepeKpyTUTL CUCTEMY [1nsi Toro YToBb! Wb Hoe
yenaxHeHue HES, ybeautech, 4To yCTaHOBMEH NOTOK MPOMbIBOYHOIO (h13NONOrMHeckoro
pacTeopa.

Ypanute runb3y HTpoaAbtocepa B otxofbl. [ocne BBoaa B Mukpokatetep HES Henbas
BBECTM OBPATHO B MMb3Y.

OcropoxHo npoasuraiite HES Brnepen, noka nHAKaTop BbIXoAa Cvpani Ha
MPOKCUMATTLHOM KOHLIE TorKaTensi nopaun V-Trak® He A0CTUTHET NOBOPOTHOMO
reMOCTaT4ECKOrO KilanaHa Ha BTYSIKe MUKpoKaTeTepa. B aToT MOMEHT crieayeT HavaTb
PEHTTEHOCKOMMYECKMI KOHTPONb MPOABIKEHNS.

——{{ | I

HOE?pOTHbIM N Tonkarens nogauv V-Trak®
TeMOCTaTUYECKWIA KNanaH

\ Brynia mikpokaTeTepa VHauKaTop BbIX0Aa CliMpank

25.

26.

27.

Tonkarens nogauu V-Trak® u MHAMKaTOp BbIXOAa Cupan

[Moa pEHTrEHOCKONMMHECKIM KOHTPOMNEM MEANEHHO BbiasuraiiTe cnvpans HES Hapyxy
W3 KOHL@ MukpokateTepa. Mpogorkaiite npoasurats cnpans HES B nopaxeHHbIi
YHaCTOK [t AOCTVXKEHIS ONTUMAnbHOM YCTaHOBKM. Mpn HEOBXOAVMOCTY HaMeHUTe
MecTO pasmetLieHms. Ecriv pasviep cripank He NOAXOMVT, U3BMekUTe criuparts n
3amMeHuTe ee ApyriM YCTPOCTBOM. B cnyyae ecnu nop, peHTreHOBCKM KOHTpOneM

H o€ 1 CMpany nocre ee yCTaHoBKM 1 0 ee
OTCOE/IMHEHNS!, M3BNEKUTE CNMParb U 3aMeHITE €€ Ha cnipars Gonee Noaxoasilero
paamepa. [IBieHne Crimpani MOXET CBUIETENLCTBOBATL O TOM, HTO Crivparts MOXeT
cMecTuTLCS Nocre ee otcoeauHenus. HE Bpaluaiite Tonkatens nogayn V-Trak® Bo Bpemst
WM nocne JoCTaBKu Cvpanu B aHeBpuamy. BpaleHue Tonkarens nogayn V-Trak®

HES MOXeT Bbl3BaTb PacTArMBaHI1e Cpank Ui NPexaeBPEMEHHOE OTCOSMHeHNe
crmpanu ot Tonkatens noaayn V-Trak®, 4To MOXeT Bbi3BaTb CMeLLeHue cniupani. Mepen
OTCOE/IMHEHVEM CrieayeT BbINONHITE aHMOTPachuHeckyIo OLIEHKY, HTOGkI YGeauTLCs B
TOM, YTO Macca Cpanyt He BbICTyNaeT B MaTepUHCKuil cocyn,

3aBepLunTe YCTaHOBKY W, €Ci HeoBXOAMMO, NEPECTaHOBKY Tak, 4TOBLI OTCOEANHEHNE
CrMpani NPoM3OLLINO B TEYEHUE BPEMEHM NEPECTaHOBKM, ykasaHHoro B Tabnuue 1. Mo
MPOLLIECTBIN YKa3aHHOTO NPOMEXYTKa BPEMEHM pa3byxaHie rapoduibHoro nomMepa
MOXET NPENATCTBOBATL NPOXOAY Yepe3 MUKpOKaTeTep 1 NoBpeanTb cnupans. Ecnn B

TOK
W3BMEKUTE YCTPOMCTBO U P

y y bW

MpozsuraiiTe Cniparts B HYXHOE MECTOMONOXEHME, NOKa PEHTIEHOKOHTPACTHas!
NpOKCUMarbHast METKa Ha CUCTEME Mofjaqi He COBMECTUTCS C MPOKCUMATbHOM METKOI Ha
MUKpOKaTETEPE, Kak MoKa3aHO Ha PUCYHKE.

OVUCTANBHBIA KOHEL
TOJIKATENS MNOAAYM
V-TRAK

-MUKPOKATETEP

UMMNAHTAT-

MPOKCUMANBHASA
METKA

28.

29.

BaTsHIUTE NOBOPOTHBIi FEMOCTATUHECKMI KNanaH /1S NPEaoTBPaLLEHNS BIKEHMS
cnupany.

HenpepbiBHO crieguTe, YTo6bI AUCTaNbHBIN CTEPXKeHDb TonkaTens nogaqn V-Trak® He
HaXo[MrCs Mof} Harpyakoii 10 OTCOeANHeHNs crivpanii. OCeBOe CXaTue U HaTsKeHne
MOYT MPUBECTI K CMELLIEHMIO KOHLIA MMKpOKaTETepa BO BPeMs J0CTaBK Cnpany.
CMelligHIe KOHLIa KaTeTepa MOXET NPUBECTM K aHeBPU3ME UM paspbiBy cocysa.

OTCOEAMNHEHWE CITUPAJIN HES

30.

KoHTponnep otcc V-Grip® nc cACT 0 YCTAHOBMEHHO
Gatapeeli 1 akTUBMpYyeTCS, korga Tornkatens noaaqn V-Trak® 4omkHbIM 06pasom
npucoeanHeH. [Ins Toro 4Tobkl NPUBECTU B ABMCTBIE KOHTpONNep oTcoeauHerus V-Grip®,
HeoBs3aTenbHO Hax)MMaTk Ha KHOMy Ha ero GOKOBOI CTOPOHE.

31.  TMepen npucoeanHeHnem KoHTponnepa otcoeauHerus V-Grip® yGeaureck, 4to
MOBOPOTHBIV FEMOCTATUYECKMI KrlanaH NPO4HO 3akpenyieH BOKpyr TorkaTensi nofaqn
V-Trak®, 4T0BbI HE AONYCTUTE ABWKEHNS CMPAV BO BPEMS! MPOLIECCA MOAKIIOHEHUS.

32, HecmoTps Ha T, YTO 30M10TbIE COEAMHUTENM TonkaTens nogaum V-Trak® cripoekTipoBaHb!
Tak, YTo6bl GbITb COBMECTUMBIMY C KPOBbIO W KOHTPACTHOI Cpeaoii, Heobxoaumo
NPUOXKMTL BCE YCUIMS, YTOBbI HE [10MYCKaTh X COMPUKOCHOBEHMS C COBAMHUTENSMM.
ECrn Bam MOKaXeTesi, YTO COBAVHITENM 3arPA3HEHb! KDOBLIO UM KOHTPACTHO
CPE/IOi, MPOTPUTE X CTEPUIBHOI BOAO MMM (hU3MONOrAYECKIM PACTBOPOM Meper

K KOH' o V-Grip®.

33. M HUTE M| MbHBIA KOHEL| nopauy V-Trak® k KoHTpornepy
oTcoeAnHeHns V-Grip®, NpoyHO BCTABISIN MPOKCUMATTbHBIA KOHEL| TONKaTens noaasn
V-Trak® B BOpOHKOOGPa3Hyto 4acTb KOHTpornepa otcoeauHeHus V-Grip®.

RN Kronka

0TCOEAVHEHNS

Tonkarens

nopaum V-Trak® Bopotika

Hanpasnenve Bsoga

KoHtponnep orcoeauHenus V-Grip®

34.  Korpa koHTponnep orcoeanHeHust V-Grip® npaBusibHO MPUCOEAVHEH K TOMKaTento nogayu
V-Trak®, Npo3By4MT OAVH 3BYKOBOV CUTHAI 1 3aCBETUTCS 3eMeHblil CBET, YTO yKa3biBaeT
Ha OTOBHOCTb K OTCOEAVHEHMIO CriMpank. ECri KHomka oTcoeaunHeHms He GyaeT Haara
8 TeveHme 30 CeKyH7, MOCTOSIHHOE CBEHEHME 3eMeHbIM LIBETOM CMEHIUTCS! Ha MEMIeHHOe
MUraHie 3TVM Xe LIBETOM. CBEHEHIE 1 MIATaHVE 3eMIeHbIM LIBETOM CBIYIETENbCTBYeT
0 FOTOBHOCTU YCTPOVCTBA K OTCOEANHEHMIO. ECIM MHAVKATOP HE CBETUTCS 3eMeHbIM
L{BETOM, YBEVUTECH B BBINOMHEHUM NOKTIO4EHMS. ECIN MOaKIIoYeHIe BbINONHEHO
NPaBMIBHO, HO 3EMIEHOTO CBETA HET, 3aMEHNTE KOHTPOMTNEp OTCoeamMHeHMst V-Grip® apyrvm
KOHTPONMEpOM.

35. Tepen Ha KHOMKy OTcoef) NPOBEPLTE MONOKEHNE Crinpani.

36.  HaxmuTe Ha KHOMKy oTcoeanHeHus. Mpu HaxkaTum Ha kHonky ByaeT nofaBaThbes 3ByKOBOM
CurHan, U MHAVKaTOp GyAET MUraTh 3erIeHbIM LIBETOM.

37. B KOHLE LKNa OTCoeMHeHus GyayT NojaBaTLCs TPU 3BYKOBLIX CUTHAMNA, Y MHAMKATOP
6GyneT MuraTh XenTeIM UBETOM 3 pasa. 3T0 CBUAETENLCTBYET 06 OKOHUaHMM LMKNna
oTcoeauHeHns. ECniv Bo BpeMst LVKNa OTCOEIMHEHNS Cpartb HE OTCOEAVHITCS, He

iiTe KOHTpomnnep V-Grip® ot Tonkarens nogauu V-Trak® u
MONLITAATECh MPOBECTY €LLE OANH LMK OTCOEAVHEHNS, KOTa 3aCBETUTCS 3ereHbiil CBeT.

38.  WHaukatop 6yaeT cBETUTLCS KpacHbIM CBETOM MoCre NPoBeAeHUst 0603Ha4eHHOro
Ha aTukeTke V-Grip® u1cna Lmknos otcoeanHeHust. HE ucnonbayiTe KoHTponnep
oTcoeauHenus V-Grip®, ecnu CBET kpacHbIi. YAanuTe KoHTponnep otcoeauHeHus V-Grip®
B OTXO/Ab! M 3aMEHNTE €0 Ha HOBBIiA, KOTJia MHAMKATOP CBETUTCS KPACHBIM CBETOM.

39.  lpoBepbTe OTCOEAVHEHME CiMpank, CHavana ocrabye NOBOPOTHbIN reMOCTATUHECKUI
KrnanaH, 3aTem MefINIeHHO MOTSHYB Ha3a/] CACTEMY J0CTaBK 1 yBeauBLINCE B OTCYTCTBUN
[IBIDKEHMS Criupany. ECIin MMNnaHTaT He OTCOBAMHIICS, HE MbITaTECh OTCOSAVHNTL
ero Goriee AByX AOMONHUTENbHbIX pa3. Ecrv cruparis He 0TcoeavHUNack nocse TpeTbei
MONLITKM, U3BMEKUTE CUCTEMY [I0CTABKM.

40.  Tocne Toro Kak OTCo! T HO, 0 BITAHWTE U1 U3BNEKUTE
nopauu. I nopaum V-Trak® nocne otcoeauHeHnsi
CnMpanu NPeACTaBnseT PUCK Pa3pbiBa aHeBPU3MB! N cocyaa. HE npoasuraiite
TonkaTenk NoAa4M Bepes Nocrne OTCOeAVHEHNs Criupani.

41.  Tlpu nomoLLy aHrvorpadpmm Yepes HanpaensIoLLWIA KaTeTep NpoBepLTe MONoXeHe
cnupani.

42.  Tepen pa 13 MecTa NpoBe¢ TeYeHIs NOMHOCTbIO
BBEAMTE NPOBO/HUK COOTBETCTBYIOLLETD pa3Mepa Yepea MPOCBET MUKpOKaTeTepa, YToGk!
YBeANTLCA, YTO HUKaKast 4acTb CMpani He OcTanack BHYTPY MUKpoKaTeTepa.

Bpau no cBoeMy YCMOTPEHMIO MOXET U3MEHNTb METOMNKY YCTaHOBKM Cvipani Ans
COOTBETCTBMA XapaKTepy 1 B1ay npovieayp ambonuaaumm. obble 3mMeHeHns MeToankn
[I0MKHbI COOTBETCTBOBATL PaHee onvcaHHbIM NpoLieaypam, NpeaynpexaeHnsmM, Mepam
NPeoCTOPOXHOCTM U MHdopMaLmn o Be3onacHoCTV NauneHTa.
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CIMEYNOUKALINN 17151 KOHTPOJIJTIEPA OTCOEANHEHUA V-GRIP®

*  BbixogHoe HanpsbkeHue: 8 + 1 B nocT. Toka

*  Yucrka, npochmnakTuyeckuii ocMoTp v obenykvsarmre: KoHtponnep orcoeanHerus V-Grip®
SIBMFIETCS O/IHOPA30BbIM YCTPOVCTBOM, B KOTOPOE NpeABapUTENbHO YCTaHoBMeHa Garapes
¥ KOTOPOE MOMELLIEHO B CTEPMIIBHYIO YNaKoBKy. YMCTKY, OCMOTPa Wi 0GCYXUBaHIS
He TpeByetcsi. ECiv yCTPOICTBO He (hyHKLIMOHUPYET COMMacHO OMMCaHMIO B padnene
«OTCOBAMHEHWE AAHHO MHCTPYKLMK, yaanuTe KOHTponmnep orcoeanHeHus V-Grip® B
OTXO/Jbl ¥ UCTOMb3YITE HOBOE YCTPOICTBO.

*  KoHTponnep otcoen| V-Grip® yeT 0 UCTIONb30BaHWS.
Er0 Herlb3st YCTUTb, CTEPUIN30BATL MOBTOPHO UMM MOBTOPHO UCMOMb30BaTk.
*  KoHTponneps! V-Grip® r ACT 0 YCTaHOBNEHHbIMM

6arapesmm. He nbiTaiiTeck 13gneub unn 3aMeHnTb Batapeiiki nepea 1Crnomnb3oBaHeM.

+  TMocrie UCToNb30BaHNs yaanuTe KOHTPONMep oTcoeanHeHms V-Grip® B oTxozb! B
COOTBETCTBM C MECTHBIMU HOPMaMIA.

YIMAKOBKA U XPAHEHWNE

Crmpans HES romeluieHa B 3aLLuTHYIO NNacTUKOBYIO YNaKoBKy U YNakoBaHa B MakeT 1 B
KapTOHHYt0 kopobky. Crnipanb HES 1 ynakoBka COXpaHsIlOT CTEPUIbHOCTb, €CTW YNakoBka
He BCKPbITA, He NOBPEXAEHa, UM CPOK FOHOCTY He UCTEK. XPaHNTb Mpit KOHTPOTMPYEMOit
KOMHATHOI1 TeMnepaType B CyXom MecTe.

KowTponnep orcoeanHeHus V-Grip® ynakoBaH OTAEMbHO B 3aLUMTHBIA NaKeT U KapTOHHYO
Kopobky. KoHTponnep otcoeanHenusi V-Grip® CTepunnaoBaH 1 COXpaHsieT CTEpUIbHOCTb, eCrin
naKeT He BCKPBIT, HE MOBPEXAEH UMM CPOK FOHOCTM HE UCTEK. XPaHMTb MpU KOHTPONMPYEMOit
KOMHATHOI1 TeMMepaType B CyXom MecTe.

CPOK rOgHOCTH
CpDK TOAHOCTU U3AEeNus yKkasaH Ha 3TUKETKe. He nOﬂbSyl}'iTer ychoﬁc'rBoM NO UCTEYEeHUN CpoKa
FOHOCTU.

CBE[EHWS1 O BE3OINACHOCTU NP MPT
[lOKNMHMYECKIe MCTIbITaHNS MoKasanu, YTo MMNaHTaT amGonuyeckoii cuctemsl HydroCoil
(HES) siBnsieTcsi 6e3onacHbIM B onpefeneHHbix ycrosusix MP. MauumeHT, koTopomy
MMNMaHTMPOBAsK 3TO YCTPOVICTBO, MOXKET GE30MacHO NPOXoaWTL CkaHPOBaHUe B
cucteme MP Npu crieayioLmx ycroBusix:
+  Cratnyeckoe marHuTHoe none Tonbko 1,5 Tnn 3 Tn
*  MakcumanbHbIi NPOCTPaHCTBEHHBIN rPaAUEHT MarHUTHoro nonsi 4000 Maycc/cm
(40 Tn/m)
*  MaKkcuManbHbIn yCpeaHeHHbI AN BCero Tena yaenbHblii KoadhULMEHT NornoLLeHns
(SAR), ycTaHoBnEeHHbIN cuctemon MPT — 2 BT/kr 3a 15 MUHYT ckaH1poBaHus (T.e. 3a
0f1HY NOCMEI0BATENBHOCTL UMMYNLCOB) B HOPManbHOM paGoyem pexime

OxuaeTCs, YTO Yepes 15 MUHYT HeNpepbIBHOTO CKaHMPOBaHUA (T.€. 3a OfIHY
oces0BaTeNLHOCTL UMMYMECOB) NPY YKkadaHHbIX BbilLE YCIOBUSX MaKCAMAnbHOe
MoBbILLEHVE TeMnepaTypbl OT umMnnaHtata HES coctaeuT He Gonee 2,3°C.

[loknMHMYeckue UCTbITaHUA NOKasanm, YTo Npu ckaHuposaHuy B cucteme MPT 3 T c
NpUMeEHeH1eM NoCe0BaTerNsHOCTU UMNYTLCOB rPaANEHT-3X0 uMNnaHTaT HES coanaet
apTedaKkT M306paxKeHNs, BbIXOAALLWIA 33 NPEAenbl YCTPOMCTBA MPUBMNUINTENBHO Ha 5 MM.
Komnanwus MicroVention, Inc. pekomeHzayeT, 4ToGbl NaLWeHT 3apervcTprposan ycrnosus
MPT, ykasaHHble B JaHHOW WHCTPYKLMK NO npumMeHeHwnto, B choHae MedicAlert Foundation
N aHasnorv4Hoi OpraHM3aLmm.

MATEPUATIbI

HES He conepxuT natekca unm matepuanos MNBX.

TAPAHTUA

Komnarus MicroVention, Inc. rapaHtupyet, 4to npubop Gbin CAPOEKTUPOBaH 1 U3FOTOBMEH C
[IOMKHOI TLLIATENBHOCTBH0. JTa rapaHTUs ETCs BMECTO MoBbIX [pYriAX rapaHTUi 1 nckniodaeT
nioBble Apyrve, He yKasaHHbIE B JaHHOM [JOKyMEHTE B NPSIMOi (hOPMe rapaHTM, BbIPaXKEHHbIE
VN NofipasyMeBaeMble 3aKOHOM W KakMM-NMGO MHBIM 0GPa3oM, BKIKOYas!, CPEA MPoUX,
Kakue Gbl TO Hi1 GbINO NOApa3syMeBaeMbIe rapaHTAM NPUFOJHOCTA UM COOTBETCTBUSL.
OBpallieHue, XpaHeHe, YNCTKa 1 CTEPUIN3ALMS YCTPOVCTBA, a Taloke hakTopbl, CBA3aHHbIe

C NaLVIEHTOM, MarHO30M, fIE4EHNEM, XVIPYPrUYEcKoil MPOLIEAYPOIA 1 MP., He 3aBUCSILLE OT
KkomnaHun MicroVention, HeNOCPEACTBEHHO BNUSIOT Ha YCTPOICTBO W Pe3ynbTaThbl MCNONb30BaHNS
ycrpoiictea. O6si3aTenbcTsa komnaHui MicroVention o JaHHOM rapaHTIM orpaHnyeHb!
PEMOHTOM W 3aMEHOI JaHHOTO YCTPOICTBA Ha HOBOE, U komnanust MicroVention He Gynet
HECT OTBETCTBEHHOCTM HY 33 KaKiMe CIyualiHble Ui KOCBEHHbIE YBbITKM, yLLiepG unm 3aTpatsl,
MPSIMO WrIN KOCBEHHO BOSHKLLME B PE3yrisTaTe UCTIoNb30BaHIAS 3TOMO YCTPOIACTBa. KomnaHmst
MicroVention He Gepet Ha ce6s1 OTBETCTBEHHOCTb U He JAeT NpaB HUKaKoMy ApyroMy YenoBeky
GpaTb Ha celst Kakyio-nnbo [pyryto i JOMOMHUTENbHYIO OTBETCTBEHHOCTB B OTHOLLEHM 3TOTO
ycrpoiictsa. Komnanusi MicroVention He Gepet Ha cebsi Hikakoi OTBETCTBEHHOCTU B OTHOLLIEHUN
OBTOPHOTO MOML30BaHNS, NEPepaGOTKIA MMM MOBTOPHOI CTEPUNN3ALIAM YCTPOVCTBA 1 He

[1aeT HuKaknx i, BbIp: WM noay B OTHOLLIEHUM, CPEay MPOYEro,
MPUFOAHOCTM U COOTBETCTBUSA MPE/NonaraeMoMy UCTONb30BaHMIO JaHHOO YCTPONCTBA.

LleHbl, cneumdmkaLm 1 Hanuume Moaenu MoryT BbiTb 3MeHeHb! 6e3 ysenoMnenms.

© Copyright 2016 MicroVention, Inc. Bce npasa 3alLmiLieHb!.

MicroVention®, HydroCoil®, HydroSoft®, HyperSoft®, MicroPlex®, HydroFill®, HydroFrame®, V-Grip®
1 V-Trak® SBNsioTCS 3apercTpuypoBaHHbIMI TOBapHBIMYM 3Hakamy komnaruu MicroVention, Inc.
[aHHoe nanenve 3alLLLEHO OHUM UM HECKOMbKMMM 13 CriefytoLvx natenTos CLUA:

6,500,190. fJoroni n Ie NaTeHTbl HaXOAATCA B CTaauM
YTBEPKACHMS.
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